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MWHUCTEPCTBO NPOMbILLNIEHHOCTU U TOPFOBIIM POCCUACKOW ®EOEPALIUN

NMPUKA3
oT 14 nroHsa 2013 r. N 916

OB YTBEPXXAEHWW NPABUI
HAONEXALLEW NMPON3BOACTBEHHOWM NMPAKTUKHN

CnmMcoK N3MeHsLWNX JOKYMEHTOB
(8 pea. MNMpukaza MuHnpomTopra Poccum oT 18.12.2015 N 4148)

B cootBetctBMM C 4YacTbio 1 ctatbn 45 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-&3 "O6
obpaleHnn nekapctBeHHbIx cpeacTts” (CobpaHue 3akoHogatenbcTBa Poccuiickon ®epepaummn, 2010, N 16, cr.
1815; 2012, N 26, cT. 3446; 2014, N 43, c1. 5797; N 52, c1. 7540; 2015, N 10, cT1. 1404; N 27, cT. 3951; N 29, cT.
4359, cT1. 4367; ocumumnanbHbli UHTEPHET-NopTan npasoBon nHdopmaumm http://www.pravo.gov.ru, 15.12.2015, N
0001201512150001) n nognyHktom 5.2.18(31-1) MNonoxeHna o MuHucCTepcTBE MPOMBILLNEHHOCTN U TOProBmnu
Poccuiickon ®epepaumun, yTBepXOeHHoOro mnocrtaHoBnennem [lpaButensctBa Poccunckon ®epepauum ot
28.11.2015 N 1283 (CobpaHwue 3akoHogaTensctBa Poccuinckon ®egepauun, 2008, N 24, ct. 2868; 2009, N 3, cT.
378; N 25, cT. 3065; 2010, N 6, cT. 649; N 9, cT. 960; 2011, N 43, c1. 6079; N 46, cT. 6523; N 47, cT. 6662; 2012, N
43, cT. 5886; 2013, N 23, cT. 2909; 2014, N 9, c1. 923; N 37, cT. 4961; 2015, N 14, cT. 2118; N 27, cT. 4080; N 40,
cT. 5563; N 44, c1. 6136; N 49, cT. 6976) npnkasbiBato:

(npeambyna B pea. Npukaza MuHnpomTopra Poccun ot 18.12.2015 N 4148)

1. YTBEpanTb Nnpunaraemslie NpaBuna Hagnexawien npon3BoACTBEHHON NPaKTUKN.
(B pea. Npukasza MunnpomTtopra Poccum oT 18.12.2015 N 4148)

2. KoHTponb 3a ncnonHeHMeM HaCTOSLLEro NpMKasa ocTaBnsio 3a cobow.

MwuHncTp
O.B.MAHTYPOB

YTBEPXOEHDI
npukazom MuHnpomTtopra Poccum
oT 14 nioHs 2013 1. N 916

_ NPABWNA )
HAQNEXALLEV NPON3BOACTBEHHON MPAKTUKM

Cnncok N3MeHSILWNX JOKYMEHTOB
(B pea. MNMpukasa MuHnpomTopra Poccum oT 18.12.2015 N 4148)

[. OBLWME MONOXXEHNA

1. MNpaBuna Hagnexalien Npou3BOACTBEHHOW NMpakTUKK (ganee - MpaBuna) ycTaHaBnuBaloT TpeboBaHUS K
opraHu3aumy Npov3BOACTBA UM KOHTPONS KayecTBa NeKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO MPUMEHEHUS U
BETEPUHAPHOIO NPUMEHEHUS.

(B pea. Mpukasa MuHnpomtopra Poccum ot 18.12.2015 N 4148)

2. [paBuna pacnpoCcTpaHsTCA Ha BCe BWAbl JIEKAPCTBEHHbIX CPEACTB W yCTaHaBnMBalT oOwme
TpeboBaHMs K OpraHuM3auuum MX NPOU3BOACTBA WM KOHTPOSSl KayecTBa, a Takke crneumanbHble TpeboBaHust K
OopraHusauum Npon3BOACTBa OTAENbHbBIX BUAOB NIEKAPCTBEHHbIX CPEACTB.

3. Hactoswme [paBuna He pacnpoCTpaHATCA Ha BOMPOCbI OXpaHbl Tpyda MNepcoHana, 3aHAToro B
Npou3BoACcTBE, HA obecneyeHne NPOMBILINIEHHOW Be3onacHOCTK, NoxapHow 6e3onacHoCcTu, B3pbiBOOE30NaCcCHOCTH,
XUMUYeCcKon 6e30MacHOCTU, CaHUTAPHO-TUIMEHMYECKON GEe30MacHOCTU U MHOM ©e30MacHOCTU NpU NPOW3BOACTBE
nekapCTBEHHbIX CpPeAcTB, a Takke He 3aTparMBaloT BOMPOCHI OXpaHbl OKpyXatuwen cpenbl. [MpuHsaTue
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HeobXxoOuUMbIX Mep B YKasaHHbIX Chydasix sIBMsieTCs HenoCcpeAcTBEHHOM 06S3aHHOCTbIO NPOU3BOAMTENS B
COOTBETCTBUMN C HOPMATUBHbLIMKU NPaBoBbIMKU akTamu Poccuiickon eagepaunn.

Il. TEPMWHbI N ONPEOEJIEHNA

4. ina uenen HacToAwwmMX Npasun NCNonb3yTCH CreAYIoLNEe OCHOBHbIE NOHATUS:

BannoH - KoHTenHep OBbIYHO UMAMHAPUYECKOn hopMbl, MPUCMOCOBNEHHBIN ANS CKAaToro, CXWKEHHOro Unu
pacTBOPEHHOro rasa, OCHALLEHHbI npucnocobrieHneM AN perynmpoBKM CMOHTAHHOTO BbITEKAHWS rasa npu
aTMocepHOM AaBrieHnn 1 KOMHaTHON TeMrneparype;

fbuonornyeckne areHTbl - MWKPOOPraHW3Mbl, BKMIOYas MOMYYEHHbIE MEeTOA4aMW T[EHHOW WHXeHepuw,
KNEeTOYHbIE KyNbTYpbl Y SHAONAPAa3nTbl, Kak NaTOreHHble, Tak N HeNaToreHHbIE;

BuropeakTop - 3aKpbiTas cucTema, Takas Kak oepMeHTep, B KOTOPYIO BBOAAT Bronornyeckne areHTbl Hapsay
C OPYrMM CbIpbeM TakvuMm 06pasoM, YTO 3TO MPUBOAMT K UX PA3MHOXEHUIO UMW K NPOAYLMPOBAHUIO UMW OPYrnx
BELLECTB MNyTeM B3avMOAEWCTBMA C APYrUM CbipbeM. Buopeaktopbl 0BbIMHO CHabXeHbl perynupyrowmMm u
KOHTponupyowmMmm npubopamu, a Takke npucnocobneHnamm ana gobasneHns n yaaneHus BeLecTs;

Banuaauus - JOKyMeHTanbHO oPOpMIIEHHbIE AEACTBUS, AalOLLMe BbICOKYIO CTEMEHb YBEPEHHOCTU B TOM, YTO
meToawuka, npouecc, obopyaoBaHue, Matepuar, onepauusi UM cMctemMa COOTBETCTBYIOT 3a4aHHbIM TpeboBaHNAM
M UX Mcnonb3oBaHve GyaeT NOCTOSAHHO NPMBOAUTL K pe3ynbTaTaM, COOTBETCTBYIOLMM 3apaHee YCTaHOBIEHHbIM
KpUTEPUAM MPUEMNEMOCTY;

BO3BparT - BO3BPAT JIeKapCTBEHHOro CpeAcTBa ero NPon3BoANTESNIO U NOCTaBLUNKY;

BO3AYLUHBIA U033 - OrPaHMYEHHOE NPOCTPaHCTBO C ABYMS WM HECKONbKMMW OBEPSMU, PacroroxeHHoe
Mexay ABYMS WU HECKOMbKMMW MOMELLEHUSIMU, HanpuMmep, pasHblX KIacCoOB YMCTOThbI, MpegHas3HadYeHHoe Ans
pasgeneHns BO3AYLHbIX cpeq NoMeLLeHu Npy BXo4e B HUX U UCMOMb3yeMoe Kak Ans nepexoga nepcoHana, Tak 1
ANns nepemMeLleHns maTtepuarnos;

BbICOKO aKTMBHble BeLleCTBa - XMMUYECKME COEAMHEHWs, OKasblBalolne BO3AEWCTBME Ha OpraHu3m
YernoBeKa B HU3KMX KOHLEHTpauusXx;

BbICOKO aKTUBHbIE NeKapCTBEHHble CpeacTBa - NeKkapCTBEHHble cpeacTBa, dawwme dapmakonornyeckui
appekT B HU3KMX 03ax (KOHUEHTpauunsx);

rotoBas nNpoAyKumusi (rOTOBBLIN MPOAYKT) - FEeKapCTBEHHbIW Mnpenapart, KOTOopbId npowen Bce cTaauv
TEXHOMNOrMYEeCKoro npoLiecca, BKoyasi OKOH4YaTeNbHY0 YNakoBKY;

3anucb - JOKYMEHT, (OUKCUMPYIOLLMIA BLINOMHEHWE pasnnyHbIX AeNCTBUI ANA JoKa3aTenbCcTBa COOTBETCTBUS
NHCTPYKUNSM;

M30NMpoBaHHasA 30Ha - 30Ha, 0O6opyAOBaHHAs COOTBETCTBYHOLLMMU bunbTpamm u yCTpoNCTBamy NOAroTOBKM
BO3gyxa QAns npefoTBpalleHVss KOHTaMMHauum BHELLHEW OKpyXatowen cpegbl OMonormyeckummn areHtamu,
MPUCYTCTBYIOLLMMM B 3TON 30HE;

u3onauus - [OenWcTBUS MO  OrPaHMYEHUI0 PacrnpOCTPaHEeHWss OMOMOrMYecKUx areHToB unmM  Apyrux
KOHTaMWHaHTOB 3a Npeaenbl onpegeneHHoro NPoCTPaHCTBa;

n3onauus BTOPUYHAs - cUCTeMa n3onsauuy, npegoTepaLlaroLlas NPoOHMKHOBEHME BMoNorMyeckoro areHTa Bo
BHELLIHIOIO OKpY>XKaloLLylo cpegy unu B apyrme paboume 30Hbl, YTO JOCTUraeTcs UCMONb30BaHMEM MOMELLEHUIN CO
cneumarnbHbIMKU CUCTEMaMU MOAroTOBKW BO3AyXa, HanMynem BO3AYLUHBLIX LLUSO30B U (MNK) CTepunn3aToposB Ans
nepegayn martepuanoB Hapyxy Hapsay C npoueaypamu 6e3onacHoro BegeHus npouecca. Bo mHornx crnyyasx
ncnornb3yeTcs AN NoBblLEeHUA 3PHEKTUBHOCTN NEPBUYHON N30MALNN;

n3onAuMsa nepBMYHas - cuctema M3onsauuv, npegoTepallaroLas NPOHUKHOBEHNE BUONOrMYeckoro areHTa B
OKpYXaloLLylo cpedy, HernocpeAcTBEHHO mpurerawowyio K paboyeri 30He, 4YTO [JOCTUraeTcsi NOCpPeAcTBOM
NCMONb30BaHWS 3aKpbITbIX KOHTEHepoB unun 6okcoB ans 6esonacHoro BegeHus Guonormvecknx paboT Hapsagy ¢
npouegypamun 6e30nacHOro BegeHus npouecca;

WHULNPOBAHHBIV - 3apaXKeHHbIN MOCTOPOHHUMK BUONOrMYECKUMN areHTaMu 1, CnegoBaTeNbHO, CNOCOOHbIV
K pacnpocTpaHeHnio HgeKLuu;

NCXOOHOE ChIpbe - 06LLee NOHATME, Ucnonb3yeMoe Anst 0603HaYeHNs NCXOOHbBIX MaTepuanos, PeakTUBOB U
pacTBopuTenen, npegHasHayeHHbIX AN NPOW3BOACTBa MPOMEXYTOYHOW NPOOYKUUM unu dapmaueBTn4eckon
cybcTaHuup;

kanubpoBka - [OEMOHCTpaums TOro, YTO KOHKPETHbI npubop wnM YCTPOWUCTBO AaeT pe3ynbTaTtbl B
YCTaHOBMEHHbIX Mpefenax Mo CpaBHEHWO C pesynbTaTamu, norlyd4aeMbiMu NMpU UCMOMb3OBaHUU CTaHAAPTHOMO
obpasua unu conocTaBMMOro co ctaHgapToM obpasua nmMbo aTanoHa BO BCEM COOTBETCTBYHOLLEM AManasoHe
Nn3MepeHui;

KapaHTWH - CTaTyC UCXOAHOTO ChIPbs, YNaKoBOYHbLIX MaTeEpPUanos, MPOMEXYTOYHOW, HepacdacoBaHHOW MU
rOTOBOW MPOAYKLUW, W3ONMPOBAHHbLIX (U3NYECKn unn ApyruMn 3ddeKkTMBHbIMM crnocobamu, [0 MNPUHATUS
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peLleHns 06 nx ogobpeHnn NN OTKNOHEHWM;

KBanudmkauma - [OEencTBus, yOooCcToBepslwmMe W MNOATBEPXAaoWMe [AOKYMEHTanbHO TOT (akT, 4TO
obopynoBaHue unu BcrioMmoraTenbHble CUCTEMbI CMOHTUPOBAaHbI AOMKHBIM 06pasoM, NPaBuUbHO PYHKLUNOHMPYIOT
WU OENCTBUTENBHO MPUMBOAAT K OXuaaembiM pesdynbTaTam. [oHsaTne "Banvpaums” sasnaetca 6onee LMpokum wm
MHOraa BKIOYaeT B cebs noHATue "kBanudukaumsa™;

KneTovyHas KynbTypa - KMeTOo4YHas Macca, MorydeHHas B pesynbTaTe BbIpalMBaHUs in vitro KNeTok,
N30MMPOBAHHBIX OT MHOTOKMETOYHbIX OPraHW3MOB;

KOMMEKTop - YCTPOWCTBO unu obopydoBaHve, npegHasHayeHHoe AN OOHOro MMM HECKONbKUX OannoHoB
(koHTENHEepPOB) 1 NO3BONAKLLEE OOHOBPEMEHHO OYUCTUTbL U HAMOSTHUTL Fa3oM GanmnoH (KOHTerHep);

KOMMbIOTEPU3MPOBAHHAsA cMCTeMa - MPOLECC MK onepauusi, 06beaMHEeHHas B OAHO Lierioe C KOMMNbITEPHON
CMUCTEMOW, BKMOYaloLWen BBOA OAHHbLIX, UX 3NEKTPOHHY 06paboTKy 1 Bblgavy MHgopmMauum, ncnonssyemon ans
OOKYMEeHTanbHOro opopmrenns u (unu) Ans asToMaTUyYecKoro yrnpaBneHus;

KOHTpOnupyemMas 30Ha - 30Ha, MOCTPOEHHAs W aKcnnyaTMpyemas Takum obpasom, 4Tobbl KOHTPONMPOBATL
BO3MOXHYI0 KOHTaMMHaLMIO U CyYanHOoe pacnpoCTpaHeHMe XMBbIX MUKPOOPraHn3MOB, KOTOpasi aKCnnyaTupyeTcs
npu oTpvuaTenbHOM AaBfieHWM MO OTHOLUEHWIO K CMEXHbIM KnaccuuLMpOBaHHLIM MOMELLEHUAM U No3BonsdeT
3(PPEKTUBHO YCTPAHATE HE3HAYMTENDBHBIE KOMMYECTBA HAXOASALWMXCA B BO3AYXE MCTOYHMKOB KOHTaMUHaLMK, npu
3TOM CTeNneHb OCYLLECTBSIEMOro KOHTPONSA 3aBUCUT OT BuAa MUKPOOPraHn3mMa, UCnorb3yemMoro B NpoLecce;

KOHTPOMb B Npouecce NpOM3BOACTBA (BHYTPUNPOU3BOACTBEHHbIN KOHTPOIb, MEXONEPaLMOHHbIN KOHTPOSb) -
KOHTPOIb, BbINOJIHAEMbIN B XOA4€e TEXHOIOMMYECKOro npowecca ¢ Lenblo NPOBEPKN COOTBETCTBUSA NPOMEXYTOYHON
npogykumm un (unn) MpogykumMuM 3afdaHHbiM TpeboBaHMSAM, NO pe3ynbTaTaM KOTOPOro MOXET BbINOSHATHCA
KOpPPEKTUPOBKa MNapaMeTpoB TexHorormyeckoro npouecca. KOHTpOMb COCTOSHUS OKpyXatolleh cpefbl wnu
0bopyaoBaHuNs paccMaTpmBaeTCs Kak SrIieMEHT KOHTPONS B Mpouecce npou3BoacTBa;

KOHTPOMb KayecTBa - KOHTPOIb KadecTBa BkrtovaeT B cebsa otbop npob, npoBeaeHne ucnbiTaHMin, NPOBEPKN
Ha cooTBeTCTBME TpeboBaHUAM cneumdukauun, a Takke npoueaypbl opraHu3aumu, JOKYMEHTUPOBAHMSA U Bbldauu
paspeLLeHns Ha BbIMyCK;

KPMOreHHbI CcoCyad - CcocyA, MNpeAHasHadYeHHbld ANS XPaHEHUS CXWXKEHHOro rasa npu CBEPXHU3KUX
TemnepaTypax;

neKkapCcTBEHHOE pacTeHue - Liernioe pacTeHne UM ero YacTu, UCNnonb3yemble B MEOULIMHCKAUX LiensX;

nekapCcTBeHHblE CPEACTBA - BELLECTBa UN NX KOMOWHALMK, BCTYMAKOLWME B KOHTAKT C OpraHM3MoM YernoBeka
WUNN KMBOTHOTO, MPOHMKAalLWME B OpraHbl, TKaHW OpraHM3Ma YesioBeka WS XMBOTHOrO, MpUMEHsiEMble Ans
NpodUNaKkTUKKN, OUArHOCTUKKM (32 UCKITIOYEHNEM BELLECTB UIM MX KOMOUHALMIN, HE KOHTaKTUPYHOLLMX C OPraHU3MoM
YerioBeka WM XXMBOTHOTO), fevYeHus 3aboneBaHus, peabunurauuu, ONS COXpaHeHWs, NpeaoTBpalLleHus unu
npepbiBaHMs GEPEMEHHOCTU U MOMyYEHHbIE N3 KPOBU, NNa3Mbl KPOBWU, M3 OpraHoB, TKAHEW OpraHu3Ma YenoBeka
WNN XUBOTHOrO, pacTeHW, MMHEpanoB MeTO4aMn CUHTE3a UInu C npuMeHeHnem Buonorumdecknx TtexHonorum. K
nekapCcTBEHHbIM cpeAcTBaM OTHOCATCH hapmaLeBTUYECKMe CyOCTaHUMM U NekapCTBEHHbIE NpenapaTbl <*>;

<*> [lyukt 1 ctatbm 4 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalweHun
nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, cT. 1815).

NeKapCTBEHHbIN pacTUTENbHbIN Npenapar - NIEKAapCTBEHHBIN NpenapaT, MPON3BeAEHHbIA UM U3rOTOBIEHHBIN
N3 OQHOro BMAa NEKapCTBEHHOIO PACTUTENBLHOIO CbIPbS UITM HECKOMNbKMX BUOOB TaKOrO Chipbs U peanusyembin B
paccacoBaHHOM BMae BO BTOPUYHOW (MOTPEOUTENBCKON) yNakoBke <*>;

<*> TlyHkt 14 cTatbm 4 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 ob6palieHun
nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHogartenscTBa Poccuiickon ®epepauun, 2010, N 16, cT. 1815).

mMaTtepuanbHblii 6anaHc - COOTHOLUEHWE MeXAy KOMMYECTBOM MPOAYKLUWMM UMM MaTepuanos, KOTopoe
TEOpeTUYEeCcKM MOXET WCMoMb30BaThCA B MNPOM3BOACTBE W MOMyvaTbCa B pesynbTaTte MNpoOW3BOACTBA, W
KOMWYECTBOM NPOAYKUMM MM MaTepuarnos, (PaKTUYECKU WCMOMNb3OBaHHLIM B MPOU3BOACTBE W (DAKTUYECKM
MONy4YeHHbIM B pesynbTaTe Npou3BoACTBa, C Y4eTOM AOMYCTUMBIX OTKMNOHEHWIA;

HepacgacoBaHHas nNpoaykuus - nioGas Npoaykuus, npollellas Bce CTaavMn TEXHONOMNMYecKoro npolecca,
3a UCKIHOYEHEeM NOTPEGUTENBCKONM YaKoBKY;

HoMep cepuu (HOMep NapTMKM) - YHWKanbHas KoMGUHAUMS undgp, GykB U (UNM) CUMBOMOB, KOTOpble
NOEHTUUUMPYIOT ceputo (NapTuio) U Ha OCHOBaHMM KOTOPbLIX MOXHO MPOCNEeAMTb UCTOPUIO ee Mpou3BOACTBa U
peanusauuun. Mpu NpUcBOEHUN HOMepa cepun UCNonb3ylTca apabcekvme uudpbl, NocrneaHue 4vetbipe LMdpbl B
HOMepe cepun 0603HaYaloT MecsiL, U Fof U3roTOBIIEHNS NTeKapCTBEHHOIo CPeacTBa;

MepeKkpecTHasi KOHTaMMHauWs - 3arpsi3HEHWe WCXOAHOro Chblpbsi, Matepvana WM NPOAYKUUW ApYrum
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NCXOOHBIM CbIpbEM, MaTepUanom nnu NpoayKLmnen;

nosTopHasa obpaboTka - noBTopHasa obpaboTka cepum nnm 4actTn cepum NPOAYKUUU, HE COOTBETCTBYHOLLEWN
3agaHHbIM TpeboBaHMAM, HauvMHas C ONpPedeneHHoW CTaauMum NPouM3BOACTBa - BBEAEHME NPOMEXYTOYHON
npoaykumv unuM  apmaueBTUYeCKOn CyOGCTaHuMW, BKMAYAs He COOTBETCTBYIOLYKD CTaHgapTam  unm
cneumndmkauum, B npouecc NpousBOACTBA W MOBTOPEHME 3Tana KpucTannusauuMu unm gpyrux XMMUYECKUX wunu
dum3nyeckux mMaHunynsauuin (Hanpumep, AUCTUNNAUMSA, UAbTpauMs, XpomatorpadvpoBaHue, WU3MenbyeHue),
KOTOpble SABMSATCA CTaaMen YCTaHOBIEHHOro NPOM3BOACTBEHHOro npouecca. [MpodormkeHne oCyLLecTBreHus
CTaamun Npou3BOACTBEHHOrO MpoLecca nocne Toro, Kak KOHTPOSb B MpoLecce NpoM3BOoACTBa nNokasar, YTo CTaaus
He 3aBepLUeHa, cYMTaeTCcs YacTblo 0ObIYHOIO npouecca, a He NOBTOPHOWM 06paboTKow;

NMOBTOPHOE WCMONb3OBaHME - BBEAEHWEe NPOM3BEAEHHON paHee cepuu npodykumm Tpebyemoro kadecTsa
(vnn ee yacTu) B Opyryto cepuio NPOAYKLMM Ha onpedeneHHon cTaanm Npou3BoOACTBa;

noceBHas KynbTypa:

cucTemMa NOCEBHOM KynbTypbl - CUCTEMA, B COOTBETCTBUM C KOTOPOW MocrnegoBaTernbHble cepumn nNpoayKumum
Npou3BoOaAT U3 OOHOW W TOW >X€ rMaBHOM MOCEBHOW KymnbTypbl NPW OMNpPeAeneHHOM KOnuM4ecTBe nepeceBoB
(naccaxen). lns 06bI4HOrO NPoM3BoACTBa Paboyyto MOCEBHYIO KyNbTypy rOTOBAT M3 FMaBHON NOCEBHOW KynbTypbl.
Ucxoga mn3 TpeboBaHui Ge3onacHOCTU UM 3(PEEKTUBHOCTU MpUM MPOU3BOACTBE FOTOBOM MPOAYKUUWU, KOTOPYHO
nony4atoT u3 paboyert MOCEBHOM KynbTypbl, HE AOIMKHO MCMNOMb30BaTbCA OOfbluee KONMYECTBO Mnaccaxen u3
rMaBHOW NMOCEBHOW KyNbTypbl, YeM ONA BaKuUMHbl, MPOLWeALIeNn KIMHUYeCcKMe uccrnenoBaHus. lNponcxoxaeHve n
KONNYECTBO nacca)ken rnaBHOW MOCEBHOMN KyfbTypbl N paboyein NOCEBHON KynbTypbl AOMKHbI ObiTb 0POPMNEHbI
[OKYMEHTarbHO;

rmaBHas NoceBHas KynbTypa - KynbTypa MUKPOOPraHn3MoB, pacrnpegeneHHas u3 ogHoro obbema NoceBHON
KynbTypbl B €MKOCTWM B Mpouecce OAHOW onepaumu Takum obpasom, 4Tobbl obecneyvTb OAHOPOAHOCTD,
npegoTBpaTUTbL KOHTaMUHAUMIO U rapaHTMpoBaTb CTabunbHOCTb. [NaBHYIO MOCEBHYI KynbTypy B XWAKOM BUAE
00bI4HO XxpaHAT npu Temnepatype MuHyc 70 °C wvnn Hwxe, B NMOPUAM3MPOBAHHOM BuAe - MPU U3BECTHON
TemnepaType, obecneunBatoLLen CTabunbHOCTb;

paboyasi noceBHas KyrnbTypa - KynbTypa MUKPOOPraHM3MOB, MOMyYeHHas M3 rfaBHON NOCEBHOW KynbTypbl U
npegHasHavYeHHas Ans NCnonb3oBaHusA B NpoussoacTee. Pabo4vyio MOCEBHY0 KynbTypy pacnpeaensior B €MKOCTU
N XpaHAT, KaKk ON1CaHo Bbille ANSA rMaBHbIX NOCEBHbIX KyNbTyp;

npoayKumMs - NPOMeXyTouHas, HepacdacoBaHHas U roToBas MPoAYKUUS;

nponsBoauTenb - MNPOW3BOAMTENb JEKApCTBEHHbIX CpeACTB - OpraHusauus, OcCyLlecTBRsoLWwas
NMPOM3BOACTBO fleKapCTBEHHbIX CpeaCTB B COOTBETCTBMU C TpeboBaHuamn degepanbHOro 3akoHa oT 12 anpens
2010 r. N 61-903 "O6 obpalleHnn nekapcTBEHHbIX cpeacTB” <*>;

<*> CobpaHuve 3akoHogaTtenbcTBa Poccuiickon ®eagepaunm, 2010, N 16, cT. 1815.

NPOM3BOACTBO - [eATenbHOCTb MO MPOM3BOACTBY JNEKAPCTBEHHBIX CPEeACTB, OpraHusauusMu -
MPOU3BOAMTENAMU NEKAPCTBEHHbLIX CPEACTB Ha OAHOW CTaAWK, HECKOMBKMX UMM BCEX CTAAMSIX TEXHOMOrMYEcKoro
npouecca, a Takke Mo XPaHeHWIo U peanusaummn Npou3BeaeHHbIX NeKapCTBEHHbIX CPEACTB <*>, koTopas BKIoYaeT
B ce0s OCyLecTBNeHWe onepauui UM KOHTPOMS, CBSA3AHHbLIX C MPUEMKOW MaTepuarnoB, TEXHONMOrMYeckum
MpOLIECCOM, YMaKoBKOM, NepeynakoBKoW, MapKMPOBKOM, NEPeEMapKUPOBKOIA, BbIMYCKOM, XpaHEHUEM W peanuaaumnen
NpoM3BeAeHHbIX JIeKapCTBEHHbIX CPEACTB U hapMaLeBTUYECKUX CYyOCTaHLWIA;

<*> Tyukt 31 cratbm 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6palieHun
nekapctBeHHbIX cpeacTB” (CobpaHue 3akoHopatenbcTBa Poccuiickon ®enepauun, 2010, N 16, cT. 1815).

NPOMEXYTOYHas MPOAYKUMS - YacTUYHO 0OpaboTaHHOE WCXOOHOE Cbipbe, KOTOPOE [OJDKHO MPONTU
nocrnegywowme ctagum NpousBOACTBa Npexae, YeM OHO CTaHeT HepacacoBaHHOW nNpoaykunen. B oTHoweHuu
hapmaueBTMYeCKMX cybcTaHuMm - matepuwan, KOTOpbI MOMyYaltT B XO04e CTagui TeXHONOrM4yeckoro npouecca
npou3sBoacTBa apMaueBTUYeCKMX CyOCcTaHuMn, W KOTOpPbIM npeTepneBaeT AdarfbHenwne MOSEeKynsipHble
npeBpalleHnMs WnM MOABEpraeTCcss O4YUCTKE Mpexae, YemM OH CTaHeT apMaueBTU4eckon cybcTaHuuen.
MpomexxyTouHas NpPoAyKUMSt B OTHOLLEHMM chapmaleBTUYecKon cybcTaHUMM B X04e TEXHOMOrMYeckoro npoiecca
MOXeET noABepraTbCs UM He NoABepPraTbCs BblAENEHNIO;

npouenypa - OOKYMEHTanbHO OMOPMIIEHHOE OnNucaHWe onepauun, noanexalimx BbINOMHEHWUD, Mep
NPefoCTOPOXHOCTU U MEPOMPUATUI, NPSIMO UMW KOCBEHHO OTHOCSLUMXCA K MNPOM3BOACTBY MNPOMEXYTOYHON
npoAaykuun, dhapmaveBTM4ecKkon cybcTaHUMmn nnm nekapcTBEHHOro CpeacTBa;

neKkapCcTBEHHOE pacTUTENbHOE Cbhipbe - CBEXME UMW BbICYLLEHHblE pacTeHMs NMbo Mx YacTu, NCNofb3yemMble
ONs NPOM3BOACTBA JTEKapCTBEHHbIX CPEACTB OpraHM3aumsaMmn - NPOU3BOAUTENSAMN NEeKapCTBEHHbIX CPEeACTB UMK
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N3roTOBMNEHUSI JNEKapCTBEHHbIX MNpenapaTtoB anTeYHbiIMWU  OpraHu3auusimn, BETEPUHAPHbIMKM  anTEeYHbIMU
opraHusaumsMn, WHAMBMAYanNbHbIMW NpeanpuHUMaTEns Mn, WUMELNMN TULEH3NI0 Ha dapmaueBTUYECKYIO
DesaTenbHOCTb <*>;

<*> TlyHkt 13 cratbn 4 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "OO6 obpalieHun
nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHogatenbcTBa Poccuiickon Pegepaumn, 2010, N 16, cT. 1815).

cepus (napTtus) - onpeaerneHHoe KONIMYEeCTBO MCXOAHOMO ChIpbs, YNaKOBOYHbIX MaTepuarnoB Uy Npogykumm,
nogsepraemoe obpaboTke B OAHOM MK B psifie nocrnegoBaTenbHbIX TEXHONOMMYECKMX NPOLIECCOB TakuM 06pasom,
YTO MOXHO paccyuTbiBaTb Ha OAHOPOAHOCTb NPOAYKUUW B YCTAHOBMEHHBLIX Mpeaenax, npyu 3TOM C TOYKU 3peHus
KOHTPONS TrOTOBOW NpoOAyKuun cepust BkMoYaeT B ceba COBOKYMHOCTb eAuHWL [O03MPOBaHHOM (pOpMbl
NeKapcTBEHHbIX CpeacTB (nekapcTBEeHHOM hOpMbl), NPON3BEAEHHbIX N3 OAHOro 06bema UCXogHOro matepmana u
NPOLeALNX eAMHYI0 NocneaoBaTenbHOCTbL MPON3BOACTBEHHbLIX ONepaLnn Unu eaMHbIA LMK cTepunusaumm, a npu
HenpepbIBHOM NPOW3BOACTBE - BCE eAuHWLbI, NPOM3BEAEHHbIE B 3a4aHHbIV MHTepBan BpeMeHun. [ina 3aBeplueHns
HEeKOTOpbIX 3TanoB MPOM3BOACTBA WHOrga HeobxoAMMO pasgenuTb Cepuld Ha onpederneHHoe KONU4ecTBO
NOACEepUn, KOTopble No3xe obbeanHAIOT ANs NOMyYeHUs OKOHYaTernbHOW ogHopoaHoW cepun. Mpu HenpepbIBHOM
NpoOV3BOACTBE MOHATUE CEpPUM [OOIDKHO OTHOCUTLCA K OnpedeneHHoW YacTu npoaykuuu, Xapakrepusyemon
O[HOPOAHOCTbI. Pa3mep cepun B 3TOM criyqae MOXeT onpeaensiteCcst Nnbo UKCUpOBaHHBIM KONMYECTBOM, NMBO
KONMYecTBOM, NPpOon3BeaeHHbIM 332 onpeaerieHHbI NPOMEXYTOK BPEMEHU;

CXKWXEHHbIe rasbl - rasbl, KOTOpble NPU CTaH4apTHbIX TemnepaTtype U AaBfeHUn HanofHEeHUs HaxXOoAsaTCs B
GannoHe B CXWKEHHOM BUAE;

cucTemMa - COBOKYMHOCTb B3aUMOCBSA3aHHbIX AENCTBUMA U TEXHUYECKNX CpeacTs, obpasylolmx egnHoe uenoe
ONsi OpraHM3aumm NpoM3BOACTBA M KOHTPOMS KayecTBa NekapCTBEHHbIX CPeacTB;

cuctema BGaHKOB KMeToK - cucTema, Mpu KOTOPOW MnocrnedoBaTeribHble cepuy Npoaykumy Mpov3BOAAT U3
KNETOYHbIX KynbTyp, MpUHaAnexawmx rrnaBHOMY O6aHKy KMIeTOK, KOTOpbI MOMHOCTbI0 OXapakTepu3oBaH Ha
NOAJSIMHHOCTE W OTCYTCTBME KOHTaAMUHALWMWA. HeKoTopoe KOMMYecTBO €MKOCTEeN [raBHOro OaHka KneTok
ucnonb3yetca ansa oopmmpoBaHus pabodero 6aHka knetok. Cnuctema 6aHKOB KNETOK AoMmkHA ObiTb BanuanpoBaHa
Ha onpefeneHHoe KONM4ecTBO NepeceBOB WUMWN KOMMYECTBO YABOEHWN NOonynsauun, 0O AOCTUXEHUS KOTOPbIX OHU
MOryT UCMOSb30BaTbCA B TEKYLLEM NPOU3BOACTBE;

cneumdukauns - nepeyeHb UCMbITaHWI, CChINOK Ha aHanUTUYeckue MeToanKU U KpUTEpPUEB NPUEMIIEMOCTH,
NpeacTaBnsioWmMx CcoOOM YUCNOBbIE TPaHWUbI, WHTEPBanbl WAM OPYrne KpuTepuum ONa COOTBETCTBYHLLMUX
ucnelitaHun. Cneuundpmkauma yctaHaBnvBaeT Habop KpUTEPUEB, KOTOPbIM OOJPKEH COOTBETCTBOBATb MaTepwuarn,
YTOObI CYMTaTLCA NPUEMNIEMBIM AMs ero npeanonaraemoro npuMmeHeHust. MNMoHATre "cooTBeTcTBUE crneyundmrkaumm”
O3HayaeT, 4YTO maTepuwan, nNpowedwnin UCMbITaHWA COrMAacHO MEepevYUCrneHHbIM aHanUTUYECKMM MeToauKaMm,
COOTBETCTBYET NPMBEAEHHBIM KPUTEPUSM NPUEMIEMOCTMH;

CTEPUNbHOCTb - OTCYTCTBME XMBbIX OPraHmMamoB. TpeboBaHMS K NPOBEOEHWMI0 KOHTPOMS CTEPUNbHOCTU
npvBedeHbl B COOTBETCTBYIOLMX OOLen dapMakonenHon craTbe, (apMakonenHonW CcTaTbe, HOPMaTMBHON
AOKYMEHTauMn Unm HOpMaTBHOM JOKYMEHTE;

TEXHOMNOIMYEeCKMN NpoLecC - BCe onepauun, CBSA3aHHble C NMPOU3BOACTBOM NEKApPCTBEHHOro CpeacTsa unm
hapmMaLeBTMYECKON CyOCTaHUUN, HauMHAKLWMECS C MPUEMKM NCXOOHOIO Chipbs, NPOAOImKaloLmecs obpaboTkom 1
yrakoBKOM U 3aBepLUatoLLMecs NonyYyeHnem roToBon NpoayKLunu;

ynakoBka - BCe ofepauuu, BKAYasi acoBKY W MapKMpOBKY, KOTOpble HeobXogumo MponTwu
HepacdacoBaHHON NpoAYKUUWN, ONS NOSMyYeHWs rOTOBOW MpoAyKuun. HanonHeHwe CTepunbHOM NPoAyKUMK, Kak
npasuno, He cnegyeT paccMaTpuBaTb Kak YacTb MNpouecca YNakoBKW, MOCKOSIbKY B MEpPBUYHbIE YMNaKOBKM
NpoayKuuUst 4O3NPYeTCS, HO OKOHYaTENbHO He yrNaKoBbIBAETCS;

YNaKoBOYHbI MaTepuan - nobor marepuarn, WCMNonb3yembli MpU YNakoBKE JFIEKAPCTBEHHOrO CpencTea,
hapmaLeBTUYECKON CyBCTaHUMM UK NPOMEXYTOYHOW NpoAyKuMu, Kpome nobor TpaHCMOpPTHOW Tapbl AN
XpaHeHusi, TPaHCMOPTUPOBKM WMNW OTIPY3KU. YMNaKkoBOYHble MaTepuanbl NOAPa3fensioTCs Ha MNepBUYHbIE U
BTOPWYHbIE B 3aBMCMMOCTM OT HaNU4Ms NPAMOro KOHTaKTa C NNiekapCTBEHHbIM CPeaCTBOM;

YMONTHOMOYEHHOEe nUUO - paboTHMK NPOM3BOAMTENS JEKapCTBEHHbIX CPeACTB, WMEKLWMN BbICLLEe
dhapmaLeBTMYECKOE, XMMMYeckoe unum Buonorumveckoe obpasoBaHue nMOO MpU NPOWM3BOACTBE fEKApPCTBEHHbLIX
cpencTB Ans BETEPMHAPHOro NPUMEHEHUs] BETepuHapHoe obpa3oBaHue, cTax paboTbl HE MeHee YeM NATb NeT B
obrnactu npov3BOACTBA W KOHTPONS KayecTBa JIeKapCTBEHHbIX CpPeacTB W aTTECTOBaHHbIA B MOPSAKe,
YCTaHOBMEHHOM YMOMHOMOYEHHbIM hefieparibHbIM OpraHoOM UCMOTHUTENBHOM BriacTu <*>;

<*> YacTtb 7 ctatbk 45 ®epepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHum
nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHogatenbcTBa Poccuickon ®epepauun, 2010, N 16, cT. 1815).
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yncTasa 30Ha - 30Ha, MOCTPOEHHAsa U 3KcnnyaTupyemas Takum obpasom, YTO B HEW CBeAEHbI K MUHUMYMY
NPoHNKaHne, obpasoBaHNe U HaKOMMEHMe KOHTaMWHAHTOB B BMAE 4acTul, U MUKPOOpraHnamoB. Knaccbl 4ncTbix
30H onpegeneHsbl B MpunoxerHun N 1 k HacTosilwmum MNpasunawm;

uncTas WU30NMPOBaHHAsA 30HA - 30HA, MOCTPOEHHas W 3KchnyaTupyemas TakuM obpasom, 4TO OHa
OAHOBPEMEHHO SIBIISIETCS YMCTON U U3ONIMPOBAHHON 30HOM;

9K30TUYECKMIA OpraHu3m - OMONOrMYECKUIA areHT, Bbi3blBalOWMIA 3aboneBaHne, OTCYTCTBYHOLIEE B AaHHOMN
CTpaHe unu reorpacmnyeckon 3oHe, NMBO ABNSAOWMNCS 06HEKTOM NPOUIAKTUYECKUX MEP UIN NPOrpaMmbl Mo ero
YCTPaHEHMWIO B JA@HHOW CTpaHe unu reorpadmyeckomn 3oHe.

IIl. OCHOBHbIE TPEBEOBAHNA K OPTAHU3ALIMN NMPON3BOAOCTBA
N KOHTPONA KAYECTBA JIEKAPCTBEHHbBIX CPEACTB (HACTb | <*>)

<*> 3pgecb n ganee no Tekcty lpaBun B ckobkax MPUBOAMTCA HymMepauus CTPYKTYPHbIX €OuHWL TeKCTa,
cooTBeTcTBYlOLWas npasunam GMP EC.

PAPMALEBTUYECKAA CNCTEMA KAYECTBA (T'TIABA 1)
MpuHUMN

5. [llpomsBoamTens [OMKEH MNPOM3BOAMTbL IeKapCTBEHHble cpeacTBa Tak, 4Tobbl rapaHTupoBaTb WX
COOTBETCTBME CBOEMY Ha3HayeHuto, TpeboBaHMAM pPEerncTpauMoHHOr0 AOCbE WNW MNPOTOKOMY KIMHUYECKOrO
MCCrnegoBaHNss M UCKIIOYUTb PUCK, CBS3aHHBLIN C  HeygoBNeTBOpUTENbHbIMU  6e30MacHOCTbIO, KavyeCTBOM,
abdhekTnBHOCTLIO. OTBETCTBEHHOCTb 3a BbINOMHEHNE 3TUX TpeboBaHUM HeceT PyKOBOACTBO npoussogntens. Ux
BbINOMHEHe TpebyeT Haanexallero NCNofHeHNs CBOMX 0693aHHOCTEN NEePCOHaNnoM pasnuyHbIX noapasgeneHun
npou3sBoauTens Ha BCEX YPOBHSX, a Takke NOCTaBLUMKaMMN U OpraHn3aLmsamm onToBON TOProBNv NekapCTBEHHbIMM
cpeactBaMun. Ons OOCTWMKEHMSA 3TUX Lenen npoussBoauTenb AOSKeH paspabortatb u obecneuntb npaBuribHOE
dyHKUMOHMpPOBaHMe dapMaLeBTUYECKOA CUCTEMbl KavecTBa, KOTOpas BKMOYaeT BbiNOfHEHWE TpeboBaHWi
HacToswmx [MpaBun M ocywecTBneHne YynpaBfeHus puckamum pAnsg kadectsa. [lpousBoguTenb OOMMKeH
AOKyMeHTanbHoO ochopMnTb hapMaLeBTUYECKY0 CUCTEMY KayeCTBa M KOHTPONMpoBaTh ee adpcpekTuBHOCTL. [ns
PyHKUMOHMPOBAHMSA BCEX 9MeMeHTOB papmMaueBTUYECKON CUCTEMbl KayecTBa MpOM3BOAUTENb AOSIKEH
obecrneuntb HanuMuve KBanMMUUMPOBAHHOINO MepcoHana, Haanexawux nomeleHun, obopygoBaHua #u
TexHnyecknx cpenctB. OCHOBHbIE MPUHUWMNbI YNPaBleHUs KavyecTBOM OpraHu3auuu Npov3BOACTBA U KOHTPONS
KayecTBa ¥ ynpaBreHnst puckamu Ans KadecTBa SBNSTCS B3aUMOCBSA3aHHbIMMN.

¢vapmau,eBT|/|quKaﬂ CucTeMa KayectBa

6. (1.1) YnpaBneHve ka4eCTBOM kak BCeOObeMmioLee NoHATUE, OXBaTbIBaloLLee BCe BOMPOCHI, KOTOPbIE MO
OTOENbHOCTM WM B LEMOM BIUAKOT Ha KayecTBO NPOAYKUMKW, MpeacTaBnsieT coboi  COBOKYMHOCTb
OpraHu3aumMoHHbIX Mep, HarnpaBneHHbIX Ha obecrneYeHne COOTBETCTBUSI KayecTBa NeKapCTBEHHbIX CPeacTB WX
npegHasHa4YeHuo.

7. (1.2) Hactosawue lNpaBuna NpUMEHSIIOTCS KO BCEM CTaAMSAM XU3HEHHOrO LUKNa fnekapcTBEHHbIX CpeacTB:
NPON3BOACTBO JIEKAPCTBEHHbIX MpenapatoB Ans  KIMHUMYECKMX WUCCNedoBaHWiA, MNepeHoc TexXHOomoruu,
NPOMBbILLITIEHHOE NPOW3BOACTBO, MpeKpalleHMe NpoM3BOACTBA JIEKapCTBEHHbIX cpeacTB. [MpousBoanTens Brnpase
pacnpoCcTpaHnTb (hapMaLeBTMYECKYI0 CUCTEMY KayecTBa Ha TaKyl CTAAMIO XM3HEHHOrO LMKIa NeKapCTBEHHbIX
CPeAcTB Kak hapmaueBTudeckas paspaboTka, YTO CrnocobCTBYET MHHOBALMAM U MOCTOSIHHOMY Yry4lleHuto, a
TaKkKe YNPOYHEHUIO CBA3M MexXay dapmaueBTMYecKon pa3paboTKoM U NPON3BOLACTBOM.

8. (1.3) lNpw paspaboTke HOBOW hapmaLlEBTUHECKON CUCTEMBI KAYeCTBa UM MPU N3MEHEHWMN CYLLECTBYIOLLEN
CUCTEMBbI HEOBXOOMMO Y4UTbIBaTb OOBLEM U CIOXHOCTb OEATENbHOCTM Npou3BoauTensd. HekoTopble acnekThbl
hapmaLeBTUYECKON CUCTEMbI KayecTBa MOryT MPUMEHATLCA K OeATENbHOCTU NPOU3BOAMTENS B LIeNIOM, a UHble -
TONbKO K oOnpedeneHHbIM MPOM3BOACTBEHHbIM  nnowagkam. [lpun  atomM  3peKTMBHOCTL BHeApPEHUS
dhapMaLeBTMYECKON CUCTEMBI Ka4ecTBa OObIYHO JOKa3bIBAETCA HA YPOBHE NPON3BOACTBEHHOW MITOLLAAKMN.

9. (1.4) dapmaueBTUYeCKas cucTemMa KayecTBa, npefHasHayeHHas Ans MpouM3BOACTBA FEKapCTBEHHbIX
CpeacTB, AOMMKHA rapaHTMpOBaThb, YTO:

a) (i) BbIMycK nekapCTBEHHOro cpeacTBa C COOTBETCTBYHOLLMMM MoKasaTensMy KayecTBa [JocTuraeTtcd
nocpeacTBoM paspabdoTku, NNaHUPOBAHWUSA, BHEOPEHUS, MOAAEPXKaHMS U HEMPEPbIBHOIO YCOBEPLLUEHCTBOBAHWS
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CUCTEMBI;
©) (ii) 3HaHUA O nekapcTBEHHOM CpeacTBeE U Mpouecce ero NpouM3BOACTBA MPUMEHSIIOTCS Ha MPOTSKEHUN
BCEX CTafMN XU3HEHHOrO LUMKna;

B) (iii) nekapcTBeHHblE cpeacTBa pa3paboTaHbl U NCcrneaoBaHbl ¢ y4eToM TpeboBaHui HacToawmx Mpasun;

r) (iv) onepauum nNo MPoM3BOACTBY M KOHTPOMO onpedenieHbl U COOTBETCTBYIOT TPeOOBaHUAM HACTOSALLMNX
MpaBun;

4) (V) OTBETCTBEHHOCTb M 0653aHHOCTM NepcoHarna YeTKO onpeaereHsbl;

e) (vi) nNpuHATbI Mepbl, obecneuyvBaloLMe MNPOU3BOACTBO, MOCTABKy W MWCMOMb30BaHUE Haanexalumx
NCXOOHOIO CbIpbSA M YNAaKOBOYHbLIX MaTepUaroB, a TakkKe MPUHSTbI Mepbl MO BbIOOPY M KOHTPOSO NOCTaBLUMKOB U
ONA NpOBEpKM TOro, YTO Kaxaasa nocTaBka OCyLLeCTBNEHa Yepes yTBePXOEHHYIO Lernb NoCTaBok;

X) (vii) BHegpeHbl npouecchl, obecneuvvBalllMe ynpaBneHne OeATEeNbHOCTbIO, MnepedaBaemMon Ans
BbINOMHEHNS OPYrov opraHm3aumm (ynpasneHme ayTCOPCUHIOM);

3) (viii) ycTaHOBNEHO M nNoaAdepXvMBaeTCs NOCTOSHHOE KOHTPONUPYEMOE COCTOsIHWE MyTem pa3paboTku u
NCMNonb30BaHWs 3PEPEKTUBHONO MOHUTOPUHIA U KOHTPOSbHBLIX CUCTEM B OTHOLLEHUN 3EKTUBHOCTM npouecca u
KayecTBa nekapCTBEHHOIo CPeAcTBa;

) (ix) pesynbTaTbl MOHUTOPUWHIA fIEKapPCTBEHHOIO CPEeACTBa M NPOLLECCOB NPYHUMAOTCS BO BHUMAaHME Mnpu
BbIMYCKE CEpWM, NPWU paccrefoBaHWM OTKIIOHEHUA W ANA NPUHATUS Mpefynpexgarolmx mep BO msbexaHue
NoTeHLUMarnbHbIX OTKMOHEHWUN;

K) (Xx) npoBOAMTCA HEOOXOAMMbIN KOHTPOMb MNPOMEXYTOYHOW NPOAYKLUMKW, KOHTPOfb B Mpouecce
Npov3BOACTBA U OCYLLECTBNAETCH Banuaaums;

n) (xi) ocywecTBnsieTCcA MOCTOSHHOE yny4ylleHWe MOoCPeACcTBOM BHEOPEHUS YCOBEPLUEHCTBOBAHUN,
OCHOBaHHbIX Ha akTyalnbHbIX 3HAHWUAX NpoLecca U NPOAYKLUN;

M) (Xii) NpMHUMalOTCS Mepbl A8 NePCNEeKTUBHOW OLEHKN 3anfiaHpOBaHHbLIX U3MEHEHWUI U UX YTBEPXAEHUS
OO0 BHeApeHus C y4eTOM YBEOOMIIEHWST W COrMacoBaHWs C  YMOSTHOMOYEHHbIM dedeparibHbIM  OpraHom
NCMOMHUTENbHOW BNacTu, ecnm ato TpebyeTcs;

H) (xiii) npoBOAMTCA OLEHKa NPOBEAEHHbIX U3MEHEHUI NOCcne UX BHeAPEeHWs AN NoATBepXAeHUs Toro, 4Yto
uenb 3MeHeHu Bbina OCTUrHYTa U YTO 3TO HE OTPa3UNOCh HEraTUBHO Ha KayecTBe NPOAYKLUN;

0) (xiv) BO BpeMs paccriefjoBaHWs OTKIOHEHWA, B TOM 4ucne NpeanonoXeHurh O Hanuuuu pedekta
npoaykuum M Opyrux npobrnem, NpUMeEHSIeTCsl COOTBETCTBYIOLLMIA YPOBEHb aHanmuaa OCHOBHbLIX MPUYMH AaHHbIX
HecoOoTBETCTBUI. [PUYMHBI MOTyT ObITb ONpPeAerneHbl C UCMONMb30BaHMEM MPUHLIMMOB YNpaBeHus pyuckamun Ans
KadecTBa. B cnyyae ecnu uCTMHHasi npuyMHa HECOOTBETCTBMS HEe MOXeT OblTb OnpegerneHa, AormkHa ObiTb
ycTaHoBNeHa Haubonee BeposATHas MpuumMHa. B cnyyae ecnu B KayecTBe MPUYMHBI MOAO3PEBAETCHA MWIU
yCTaHOBMEHa YenoBeyveckasa olwmnbKa, Hannine TakoW MPUYMHBbI OOIDKHO ObiTh [OKa3aHo, YTobObl rapaHTMpoBaThb
OTCYTCTBME CYLLECTBYIOLUNX NPOLIECCHBIX, MPOLEAYPHbIX UMM CUCTEMHbIX OLWMBOK unu npobnem. Mo pesynbtatam
paccnegoBaHvus  onpegensioTcd U NPeanpuHMMaloTcs  COOTBETCTBYIOLLME — KOppekTupyowme un  (unm)
npegynpexgawowme pencremsd. OMPAPEKTUBHOCTb TakuxX [AEWCTBUA [OIDKHA MPOBEPATbCA W OLEeHUBAaTbCS
npoussoguTenemM B COOTBETCTBUM C MPUHLMNAMU yNpaBneHns puckamu Ans kavyecTsa;

n) (xv) BBOA meKapCTBEHHbIX CPeACTB B rpaxgaHCkuin obopoT [0 Bbi4ayn YNOAHOMOYEHHbIM MULOM
paspelleHnss Ha BbINYCK He JonyckaeTcsd. YMNOMHOMOYEHHOEe 5uuOo yAOCTOBepsieT, YTO Kaxaas cepus
nekapcTBEeHHOro cpeactea Obina npousBedeHa W MNPOKOHTPONMPOBaHA B COOTBETCTBMM C TpeboBaHMsAMM
perncTpaumoHHOro Jocbe 1 Hactoswumx MNpasun;

p) (xvi) npeanpuHATbIe Mepbl 0becneynBaloT KayecTBO JIEKAPCTBEHHBLIX CPEACTB B TEYEHWE BCEro Cpoka
rOAHOCTU MpPU UX XPaHEHUN M NocneayoLemM obpalleHnm;

C) (xvii) MmeeTcs nmpoueaypa NPoBeAEeHUS CaMOWHCMEKLUMM U (Mnu) ayauTa KadvecTBa, B COOTBETCTBUM C
KOTOPOW perynsapHo oLeHuBalTCs ahPEeKTUBHOCTb N MPUrOAHOCTL (hapMaLeBTUYECKOM CUCTEMbI KavyecTBa.

10. (1.5) PyKkoBOOCTBO HEcCeT OTBETCTBEHHOCTb 3a Hanuuve apekTuBHOM hapMaueBTUYECKON CUCTEMBI
KadecTBa, HeoOXOOUMBIX PecypcoB, a Tawkke 3a TO, 4YTO 00A3aHHOCTW, OTBETCTBEHHOCTb W MOSIHOMOYUS
onpegerneHbl, OOBedEHbl OO0 CBeOEHUS Kakgoro paboTHMKa W BbINOMHAKTCA BO BCeX MoApasaeneHusix
npoussogutens. PykoBOACTBO aKTUMBHO y4yacTBYeT B (hapmMaLeBTUYECKON CUCTEME KavecTBa, YTO rapaHTupyeT
NOAAEPXKKY U 3aUHTEPECOBaHHOCTb MepcoHana Ha BCeX YPOBHSAX M BO BCeX MogpasfeneHusix npous3BoguTenst B
bYHKUMOHMPOBaHUN bapMaLleBTUYECKON CUCTEMbI Ka4eCTBa.

11. (1.6) Heobxogmmo npoBoanTb nepuoguyveckne o0630pbl PYHKLMOHMPOBaHUSA dapMaLeBTUYECKON
CUCTEMbl KayecTBa C BOBMEYEHMEM B 3TOT MPOLLECC PYKOBOACTBA AN MOCTOSAHHOrO ynydlweHus npoaykuuu,
NpoLIeCCOB N CaMOW CUCTEMBI.

12. (1.7) ®dapmaueBTMYeECKass cuUcCTeMa KadyecTBa [OMPKHA ObiTb  [JOKYMeEHTanbHO od)opMrieHa.
MpousBoauTens [OMMKEH YTBEPAWUTb PYKOBOACTBO MO KayeCTBY UMM aHanorMyHbld JOKYMEHT, cofepalliuin
onucaHue cUCTeMbI yrpaBneHns Ka4ecTBOM, BKINOYas OTBETCTBEHHOCTb PYKOBOACTBA.
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OpraHu3aums NpoM3BOACTBA M KOHTPONS KavecTBa
nekapCTBEHHbIX CPEACTB

13. (1.8) OpraHusaums nNpom3BOACTBA M KOHTPOMS KayecTBa JIeKapCTBEHHbIX CPEACTB SABNSETCH YacTbio
ynpaBrieHnsi Ka4eCTBOM, KOTOpas rapaHTMpyeT, Y4TO MPOAYKLMS NOCTOAHHO MPOWM3BOAUTCS M KOHTPONMPYyeTcs Mo
CTaHAapTaMm KayecTBa, COOTBETCTBYWOLIMM ee MpedHasHayeHuio, a Takke B COOTBETCTBUM C TpeboBaHuAMU
perncTpaumMoHHOro AoCkbe, NPOTOKONA KIMHUYECKUX NCCNEA0BaHNI 1 cneumdurKaummn Ha 3Ty NPOAYKUMIO.

14. OcHoBHble TpeboBaHuNs HacTosAwmx Mpasun:

a) (i) Bce NpOW3BOACTBEHHblE MPOLIECCHl OOMKHbI OblTb pernameHTUpPOBaHbl, AOMKHbI CUCTEMATUYECKM
nepecmaTpmBaTbCA C Y4Y4E€TOM HAKOMMEHHOro OnbiTa, a Tawke [OIbkHa MOATBEPXAAaTbCA MX CMOCOBHOCTb
obecneynBaTb MOCTOAHHOE NPOM3BOACTBO EKAPCTBEHHbLIX CPeAcTB Tpebyemoro kayectsa B COOTBETCTBMM CO
cneundukaunamu;

©0) (ii) kpuTUUECKMe cTagmMm NPOM3BOLACTBEHHOrO NMpouecca N CyLeCTBEHHbIE N3MEHEHMS NpOoLLecca AOMKHbI
NPONTW Banugaumio;

B) (iii) mOMmMKHbI ObITb ObecneyeHbl HeOBXOAMMbIE YCNOBUSA AMS BbINOMHEHWS TPebOoBaHUM HaCTOALLMX
MpaBun, BKMOYas HanM4me:

Hagnexawwmm obpasom 06y4eHHOro nepcoHana, MMeroLLero HeobxoAnMy KBannuUkaumio;

COOTBETCTBYIOLLMX NMOMELLEHWUI 1 nnowaaen;

COOTBETCTBYIOLMX 060pyaoBaHMs 1 06CNyXKMBaHNS;

COOTBETCTBYIOLLMX UCXOAHOTO ChbIPbs Y YNAKOBOYHbIX MaTepuaros;

YTBEPXKAEHHbIX NPoLeayp U MHCTPYKLUMIA B COOTBETCTBMM C dapMaLeBTUYECKON CUCTEMON KavyeCTBa;

COOTBETCTBYIOLLUX YCNOBUI XPaHEHMS N TPaHCMOPTUPOBKM;

r) (iv) MHCTPyKUUM ¥ npoueaypbl AOMMKHbI OblTb KOHKPETHBIMU, U3MNOXEHbl B MUCbMEHHOW (hopme ACHO 1
O[HO3HAa4Ho;

A) (v) nepcoHan gomxeH 6biTb 00yyYeH Hagnexawemy BbINOMHEHWIO Npoueayp;

e) (vi) B npouecce NpPOM3BOACTBA AOIMKHbI COCTaBMSATLCHA 3anvcu (PYKOMMUCHbIM CnocoboMm u (unu) ¢
NPUMEHEHMEM TEeXHUYECKMX CpeAcTB), AOKYMEHTanbHO noAaTBepxaawolme dakTuyeckoe npoBeAeHVe 3Taros,
TpebyeMmbiX YCTAHOBMEHHbIMW METOAMKAMU N UHCTPYKUMSAMM, @ Takke TO, YTO KONMYECTBO U Ka4yeCTBO MPOAYyKLUK
COOTBETCTBYIOT YCTAHOBMIEHHbIM HOPMaM;

X) (vii) OTKNOHEHUSA OOIMKHBI ObITb OPOPMIIEHBI JOKYMEHTANbHO U paccrnefoBaHbl C LeNblo onpeaeneHns
MPUYNHBI OTKITOHEHWNS U OCYLLLECTBIEHNSI COOTBETCTBYIOLLMX KOPPEKTUPYIOLIMX U Npeaynpexaaowmx AeNcTBui;

3) (viii) Jocbe Ha cepuio, BKNtoYasi JOKYMEHTaUMIo Mo peanusaunm, JOSMKHO NO3BONATb OTCAEXMBAaTb NOSHYHO
NCTOPUIO MPOM3BOACTBA CEPUN, COCTABMNATLCA B MOHATHOW (DOPME M XPaHUTLCH B AOCTYMHOM hopme;

n) (ix) npu peanusauumn fnekapCcTBEHHbIX CPeACcTB HeOOXOAMMO CBECTM K MUHUMYMY BCE PUCKM ANs UX
KayecTBa M y4yuTbiBaTb MpaBuna OMNTOBOW TOProBnM NEKapCTBEHHbIMM CPeacTBaMu Ans  MeAULMHCKOro
NPUMEHeHns <*>;

<*> Mpuka3 MuHncTepcTBa 34paBOOXpaHeHuns W coumanbHoro passutusa Poccunckon depepaumm ot 28
aekabpst 2010 r. N 12221 "O6 yTBepxaeHumn [paBun ONTOBOW TOProBMM JIEKAapCTBEHHbIMW CpeacTBaMu Ons
MeOMLMHCKOro npumeHeHunsa" (3apernctpupoaH B MuHuctepctse toctuuumn Poccunckon depepaummn 4 despans
2011 r., peructpaumoHHblin N 19698).

K) (X) AomkHa OblTb OpraHM3oBaHa cUcTeMa OT3biBa NGO cepumn NekapcTBEHHbIX CPpeacTB U3 obpalleHus:;

n) (xi) QOMKHbI paccMaTpuBaTbCsl MPETEH3UW B OTHOLLEHWM KayecTBa peanu3oBaHHbIX NeKapCTBEHHbIX
cpencTB, paccrnefoBaTbCsl MPUYMHBLL eDEKTOB M MPUMHUMATBCS COOTBETCTBYHOLLUME Mepbl Kak B OTHOLUEHUU
neKapCTBeHHbIX CPeACcTB HEHaAeXallero kKauecTea, Tak U 4ns npegoTBpaLleHus nogobHbIX cryyYaes.

KoHTponb KavecTBa

15. (1.9) KoHTponb kayectBa BkMovaeT B cebs oTbop npob, npoBegeHue UcMbiTaHWA, MPOBEPKA Ha
COOTBETCTBME TpeboBaHUSAM crneundukaumin, a Takke npouenypbl opraHvsaunn, AOKYMEHTUPOBaHUS M Bblgauyu
paspelleHns Ha BbiNyck. Llenb KOHTpOMs KadvecTBa 3ak/oyaeTcsi B HeJOMyLWEeHWW K WCMONb30BaHWIO WIK
peanu3auuM MaTepuarnoB Unu NPOAYKUUN, HE YOOBNETBOPSIOLLMX YCTAHOBIEHHLIM TPEOOBaHMAM.

16. OcHOBHble TpebOoBaHNS K KOHTPOSIO KavyecTBa:

a) (i) Hannune CoOTBETCTBYHOLLMX MOMELLEHMI U 06opyaOBaHMs, 0OY4EHHOrO NepcoHana u yTBePKAEHHbIX
MeToauMK Ans oTbopa npob, KOHTPONS WM WUCMbITAHWA WMCXOQHOIO ChiPpbS W YMAaKOBOYHbIX MaTepuarnos,
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NPOMEXYTOYHOMN, HepacdacoBaHHOW W FOTOBOM MPOAYKUMM, a Takke npu HeobxoaumMocTuM ANs MOHUTOPWUHra
YCNOBWIA NPOM3BOACTBEHHOM Cpeabl B LIENSAX BbINONHEHNA HacToswwmx MNpasun;

©) (i) npoBemeHve oTOOpa npob WUCXOOHOrO ChbipbS U YNAKOBOYHbLIX MaTepuanos, MPOMEXYTOYHOWN,
HepacdacoBaHHON W TOTOBOW NPOAYKUMM aTTECTOBAHHbIM MNEPCOHarioM B COOTBETCTBMM C  MeETOAMKaMW,
YTBEPXXAEHHBIMW Nogpa3geneHemM KOHTPOrsi Ka4ecTBa;

B) (iii) MeETOAMKN UCNbITAaHMI OOIMKHbI ObITb BaNMANPOBaHbI;

r) (iv) cocrtaBneHue 3anucel (PYKOMUCHbIM CMOCOBOM U (MM) C MOMOLBID TEXHUYECKUX CPEACTB),
OOKYMEeHTanbHO MOATBEPXAAWMX, YTO BCE HeOoOXoauMMmble MeponpusiTus Mo OTOopy npob, KOHTPOMNK WU
MeToAMKaM UCNbITaHWA OEWCTBUTENbHO MpoBedeHbl. Bce OTKMOHeHMs odopMnsTCS OOKYMEHTaNbHO U
paccnenyTcs;

a) (v) rotoBas npoaykuus [OOMKHA coaepXatb papmaueBTudeckMe cybcTaHummM, COOTBETCTBYHOLLMNE
perncTpaumMoHHOMY A0Cbe MO Ka4eCTBEHHOMY U KONMYECTBEHHOMY COCTaBy, a Takke umeTb Tpebyemyto YncToTy,
Hagnexallylo ynakoBKy U NpaBuIibHY0 MapKUPOBKY;

e) (vi) 3anucu, odopmMneHHble NO pe3dynbTaTam KOHTPOMsS U UCMbITAHUA UCXOAHOTO CbiPpbS M YMAKOBOYHbIX
MaTepuanos, MPOMEXYTOYHOW, HepacaCoBaHHOM W TOTOBOW MpPOAYKUWUW, OOSMKHbI ObiTb COMOCTaBMNEHbI C
TpeboBaHuaMu cneuundmkaumn. OueHka npoaykumM AOrfkKHa BKMYaTb 0630p M OUEHKY COOTBETCTBYHOLLEN
NPOU3BOACTBEHHOW AOKYMEHTaLMN N OLEHKY OTKIMIOHEHWIA OT YCTAaHOBIEHHbIX NPOLeayp;

X) (vii) HM opHa cepua nNpoaoykuMM He MOXeT ObiTb BBeAeHa B rpaxgaHCkuin obopoT [0 TOro, Kak
YNOJSTHOMOYEHHOE MU0 HE YAOCTOBEPUT €€ COOTBETCTBME YCTAHOBMEHHBLIM TpeboBaHMAM cornacHo [MpunoxeHuto
N 16 k HacTosAwwum MNpasunam;

3) (viii) coxpaHeHMe OOCTATOYHOro KONMMYecTBa KOHTPOSIbHbIX 0OpasLoB MCXOOHOrO Chipbsl, YMAaKOBOYHbLIX
MaTepunanos 1 roTOBOW MPOAYKLUMK, KOTOPOE MO3BOSMMT NPy HEOHXOAMMOCTUN NPOBOANTL UCMbITaHUSA B Byaywem B
cooTBeTcTBMU C [Mpunoxernvem N 18 k HacTosAwmm MNMpasunam. OBpasubl rOTOBOM NPOAYKLMN OOIMKHbLI XPAHWUTHLCS B
OKOHYaTEeNbHOM YNakoBKe, 3a UCKNIoYeHeM 06pa3uoB 6onbLlunx o6bema, macchl v rabapuTos.

O630p kavecTBa NPOAYKL MK

17. (1.10) lNpowusBoanTenb [OMKEH PErynspHO MpoBOAUTE 0030pbl kayecTBa BCEX NPOU3BEAEHHbIX
NeKapCTBEHHbIX MpenapaToB, B TOM YWCME NEKapCTBEHHbIX NMPEnapaToB, M3roTOBMSIEMbIX TOMbKO Ha 3KCMOPT, C
Lenblo MOATBEPXKAEHNS MOCTOSHCTBA MMEKLLErocs npouecca, COOTBETCTBUA OENCTBYIOLWMM Cneumdukaumnsam Kak
Ha MCXOQHOE Cbipbe, TaK U Ha rOTOBYK MPOAYKUMIO, ONS BbISIBNEHUA TEHAEHLMN U YCTAaHOBMNEHUA BO3MOXHOCTM
ynyylleHusa npogykumm u npouecca. Takve 0630pbl JOMKHBI ObITb 0POPMIIEHBI LOKYMEHTANBHO U NPOBOAUTLCS,
Kak MpaBuIio, eXXerogHo ¢ y4eToM npeablayLimx 0630poB.

18. O630pbI kavecTBa AOMKHbI BKMOYATL MO KpanHen Mepe cnegyoLlee:

a) (i) 0630p UCXOAHOro Chbipbs M YNAKOBOYHBIX MaTepuanos, UCMOMNb3yeMbIX NP NPOU3BOACTBE, OCOOEHHO
TeX, KOTopble MOMy4YeHbl OT HOBbIX MOCTaBLUWKOB, WM OTAEMbHbIN 0B30p MNPOCNEXMBAEMOCTM Lenu MnoCcTaBoK
dapmaLeBTnYeckux cybctaHuuin;

0) (ii) 0630p KPUTMYECKMX TOYEK KOHTPONS B npouecce Mpou3BoACTBa M pe3ynbTaTOB KOHTPOMS roTOBOW
npoayKunu;

B) (iii) 0630p BCeX cepun, KOTOpPble HE COOTBETCTBOBANMW YCTAHOBIEHHLIM cneundukaumsam, U pesynbTaToB
COOTBETCTBYHLUUX paccnenoBaHnii;

r) (iv) ob3op BCeEX CyLWECTBEHHbIX OTKIMOHEHWN WM HECOOTBETCTBMI, 0O30p CBSI3AHHLIX C HUMMU
paccnenoBaHuii, 3pEKTUBHOCTU U Pe3ynbTaTMBHOCTU MPEANPUHATBIX KOPPEKTUPYIOLMX U NpeaynpexaatoLmx
JencTBum;

a) (v) 0630p BCEX M3BMEHEHUI, BHECEHHbIX B MPOLIECCHI UM aHANUTUYECKNE METOONKM;

e) (vi) 0630p NofaHHbIX, YTBEPXKAEHHbIX UM OTKMOHEHHbIX N3MEHEHWI B PErMCTPALMOHHOE 4OChbe, a Takke
00630p M3MEHeHMN B OCbe Ha NeKkapCTBEHHbIE MpenapaThbl, NpegHa3HavYeHHble TOMbKO AN 3KCNopTa;

X) (vii) 0630p pe3ynbTaToB NPOrpaMmbl MOHUTOPWHIA CTabUNBHOCTU 1 HEBNAroNPUSATHBIX TEHAEHUUN;

3) (viii) ob3op Bcex CBA3aHHbIX C KayeCTBOM MNPOAyKUMM BO3BPAaTOB, NPETEH3WA W OT3bIBOB, a TaKke
NPOBEAEHHbIX B 9TO BPEMS paccrnefoBaHuii;

n) (ix) ob3op JocCTaTOYHOCTU MOObLIX paHee MNPOBEAEHHBLIX KOPPEKTMPYIOLUMX AEWUCTBUA B OTHOLLUEHUM
npoussoacTea unu obopynoBaHus;

K) (x) 0630p NnocTperncTpaumnoHHbIX 0683aTeNbCTB NPY NONYYEHUN HOBLIX PEMMCTPALMOHHBIX Y4OCTOBEPEHUI
UNN BHECEHMUN N3MEHEHWIA B PETMCTPALIMOHHOE JOCLE;

n) (xi) coctosHMe KBanuduKaunm COOTBETCTBYIOLLMX ODOPYAOBaHUA U TEXHUYECKUX CPeacTB, Hanpumep,
CUCTEMbI HarpeBa, BEHTUIALUM U KOHOULMOHMPOBAHNSA BO34yXa, CUCTEM CHabXeHUs BOOOW, CKaTbiIMy ra3amu;

M) (xii) 0630op nObIX [4OroBOPOB, YyKa3aHHbIX B NyHKTax 237 - 255 HacTtosdwwmx [lpaBun, c¢ uenbko
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NoATBEPXKAEHMS NX COOTBETCTBMSA OENCTBYIOLWNM TpeboBaHMAM.

19. (1.11) B pamkax hapmaLeBTUYECKON CUCTEMbI Ka4yecTBa NPOU3BOAMNTENb U OPUAMYECKOE NULO, Ha UMS
KOTOPOro BblAaHO PEerucTpauuoHHOe yaooCTOBEpeHME (ECnM OHU ABNAKOTCHA pasHbIMU OpraHmsaumsiMu), OOMXKHbI
oLeHuBaTb pe3ynbTaTbl 0630pa KavyecTBa MPOAYKUMM U AenaTb BbIBOA O HEOOXOOUMOCTM KOPPEKTUPYIOLLMX U
npegynpexaawLwmx AeACTBUA UNn NpoBeaeHns NOBTOPHOW Banvaauun. JomkHel ObITb pa3paboTaHbl npoueaypbl
ynpaBneHnss M aHanmMsa Taknx OencTBuni; 3(PdEKTUBHOCTE 3TUX nNpouedyp Jo/kHa ObiTb NpoBepeHa npw
NPOBEAEHUN CAMOVHCNEKLMIA.

20. O630pbl ka4yecTBa MOXHO rpynnNUpoBaTb MO BuAam Mpoaykuuv (Hanpumep, TBepAble NeKapCTBEHHble
OpMbI, KMOKNE TeKapCTBEHHble (OpMbl, CTepUibHblE JIEeKapCTBEHHbIE Mpenapartbl), €CnM 3TO Hay4yHO
060CHOBaHO.

21. Ecnu opuguyeckoe nuuo, Ha UM KOTOPOro BbiAAHO pPerucTpauuoHHOe yAOCTOBEPEHME, He ABNSAeTCH
npovsBoguTeneM, Mexay ykasaHHbIM NULOM U NpoM3BOAUTENEM [JOMKHO OblTb 3aKMYEHO cornalleHue,
onpegensioLlee COOTBETCTBYIOLLNE 0OS13aHHOCTU CTOPOH B OTHOLLIEHMW COCTaBneHus ob3opa KkavecTtsa.

YnpaBrneHve puckamu ans kavecTsa

22. (1.12) YnpaBneHvne puckamn ansi Ka4ecTBa ABMSETCS CUCTEMATU3MPOBAHHbLIM NPOLIECCOM OLEHKN PUCKOB
ONsl Ka4YecTBa NEKAapCTBEHHOro CpeacTBa, UX KOHTPOns, nepedadn nHpopMmaummn, a Takke o063opa B OTHOLUEHMU
yKa3aHHbIX PUCKOB. OTOT MPOLECC MOXET NPOBOAUTLCS KakK MEPCMNEKTUBHO, TakK U PETPOCNEKTUBHO.

23. (1.13) MpuHUMNBI yNpaBneHUs puckamu Ansi Ka4ecTea:

a) (i) oueHKa pWCKOB AN KayecTBa OCHOBBLIBAETCA Ha HAYyYHbIX 3HAHWSX, OMbITE paboTbl B OTHOLUEHWUU
npoLecca u B KOHEYHOM CYETe HanpaBfieHa Ha 3aLluTy NauneHTa;

©) (ii) ypoBeHb ycunuii, oopmanmsaumm n JOKyMeHTanbHOro oopMneHms npouecca ynpaBneHnsi puckamm
ONs KayecTBa COOTBETCTBYET YPOBHIO pUCKa.

MEPCOHAIJ (TTIABA 2)
MpuHUMN

24. OpraHusauus 1 yHKUMOHMPOBAaHWE Haasiexalleid CUCTeMbl 0BecneyeHnss KayecTBa U Hagnexallero
MPOU3BOACTBA EKAPCTBEHHLIX MpenapaTtoB 3aBUCAT OT YeroBeyeckoro daktopa. [lo 3ToWM  npuyvuHe
npousBoaMTENb AN pelleHns BCexX 3afad, 3a KOTopble OH OTBEYaeT, WMEET [O0CTaTOYHOE KONMYECTBO
KBanMuuMpoBaHHoro nepcoHana. Kaxabli paGoTHMK 3HAET M MOHMMAaeT CBOM [OMKHOCTHblE 06SI3aHHOCTH,
KOTOpble HeoBXoOMMO [OKYMeHTanbHO odopMUTb. Becb nepcoHan 3HaeT nonoxeHus HactoAwwmx MMpasun,
OTHOCSALLMECS K ero AesiTeNlbHOCTM, a Takke MPOXOAUT NMepBUYHOE W nocregyloliee HenpepbiBHOe 0byyeHwue,
BKIMOYAs UHCTPYKTaX MO BbIMOSHEHWIO TUTMEHUYECKUX TpeBoBaHU.

O6wume TpeboBaHus

25. (2.1) MNMpousogutenb AOMKEH MMETb OOCTaTOYHOE KOMMYECTBO MepcoHana, UMeLero Heobxoammyto
KBanudukaumio 1 onbiT paboTtsl. Kpyr AOMKHOCTHBIX 06513aHHOCTEN Kaxaoro paboTHUKa He OOMKEH ObITb CIIULLKOM
OBLIMPHBIM, YTOObI UCKITHOYUTL BO3MOXHOCTb BO3HUKHOBEHUS PUCKOB A1 Ka4ecTBa NPOAYKLMN.

26. (2.2) MpousBoguTenb AOMKEH UMETb YETKYI0 OPraHn3aunoHHYH CTPYKTYPY. [OMmMKHOCTHLIE 00683aHHOCTH
pabOTHMKOB, 3aHUMAaIOLLUX OTBETCTBEHHbIE AOIMKHOCTM, OOIMKHbI ObiTb M3MNOXEHbI B AOMKHOCTHBLIX MHCTPYKLMSAX.
YKka3aHHble paboTHMKM OOIDKHBbI 00nagatbe NMOSIHOMOYMSMU, HEOOXOAMMBIMWU ONS BbINOSIHEHWST BO3MOXEHHbLIX Ha
HUX pyHKUMIA. VX OOSMKHOCTHblE 00S3aHHOCTM MOryT ObiTb nepedaHbl OPYrMM Ha3HAYeHHbIM 3aMeLLatoLLUM
paboTHukam, obrnagalowumM [OCTAaTOYHbIM  YPOBHEM  kBanudukaumu. [lpyn  onpepeneHnn  OOMKHOCTHBLIX
00s3aHHOCTEN MepcoHana Mpou3BOAWUTENb He [OIMKEH AonyckaTb CnyvyaeB HeobOCHOBaHHOro AybnvpoBaHus
00si3aHHOCTEN M (PYHKUMA pPabOTHWMKOB, a TakkKe Cny4vaeB, KOrga Kakue-nmbo 00s13aHHOCTK, CBSI3@HHblE C
BbINOSIHEHNEM TpeboBaHUM HacToALWwMX [paBun, OKa3bIBAKOTCA HE 3aKpPEenIEHHbIMU HU 32 OOHUM 13 pabOTHMKOB.

OTBETCTBEHHbIV NEpPCOHarn

27. (2.3) K oTBeTcTBEHHOMY MepcoHany OTHOCATCA pyKOBOAUTENb MNPOU3BOACTBA W PYKOBOAUTEMb
nogpasfeneHnss KOHTPOMA  KayecTBa, a Takke YNOnHOMO4YeHHoe(ble) nuuo(a), ecnu  MNOoSIHOMOYMSA
YNOSIHOMOYEHHOrO(bIX) Nnuua (nuu) He BO3MOXeHbl Ha PyKOBOAUTENsA NpoM3BOACTBa M (Mnu) pykoBOAUTENS
nogpasgeneHns KoHTpons kadvectsa. OTBETCTBEHHbIN NepcoHan AormkeH paboTaTtb, Kak NpaBumio, Ha YCroBUAX
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nonHoro paboyero BpemeHu. PykoBoautenu npovsBoAcTBa U NOAPasAeneHns KOHTPONs KavyecTBa AOMKHbI BbiTb
HesaBuMCMMbl Apyr oOT Apyra. [Ona npoussBoguTenen, SBNSIOWMUXCA KPYNHbIMW  OpraHusauusMu, YacTb
obsi3aHHOCTEN, NpeaycMOTpeHHbIX nyHkTamu 30 - 32 Hactoswwmx [NpaBun, gonyckaetca nepefaBaTb APYruMm
paboTHMKaM.

28. (2.4) O65a3aHHOCTM YNOIHOMOYEHHOrO Nnua:

a) (a) ymonMHOMOYEHHOE IMUO [JOJMKHO MOATBEPANUTb, YTO Kaxdas Ccepusi NeKapCTBEHHbIX CpeacTs,
npoussegeHHas B Poccunckon ®Pegepauun, npovssegeHa U UCMbITaHa B COOTBETCTBUM C AEWNCTBYIOLWLMM
3akoHogaTtenbcTBoM Poccuinckon ®enepaumnm n TpeboBaHNSMM peErMcTpaumMoHHOro AOChE;

0) (b) B OTHOWeEHWN nEeKapCTBEHHbIX CPeACTB, BbIMYLIEHHbIX 3a npegenamu Poccuickon degepauuu,
YMOMHOMOYEHHOE NLI0 JOSMKHO NOATBEPAUTL, YTO Kaxaasa nMnopTupyemas cepus npoayKkLmMm NnpoLuna npoBepky B
nopsiake, yctaHoBneHHom B Poccuickon depepaumy;

B) (C) YNOMHOMOYEHHOE nWUO [JOMMKHO [OKYMEHTanbHO MOATBEPAUTb, YTO MNPOLIECC NPouM3BOACTBa
OCYLLECTBMEH B COOTBETCTBMM C HactoswmMMmu [MpaBvnamu, a Takke yAOCTOBEPWUTb Mepen BblAadyen Kaxgoro
paspelleHnss Ha BbIMYCK, YTO Kagas cepus Npoaykuum npoussBedeHa u (Mnv) ucnbliTaHa B COOTBETCTBUM C
TpeboBaHMAMMN perncTpaunoHHOro OChe.

29. Keanudwmkauma ynormHOMOYEHHOro nuua AOoS/PKHa COOTBETCTBOBATb TpeboBaHMAM, YCTAHOBMEHHbIM
3akoHogatenbctBoM Poccuickon depepaumn.  YNOnHOMOYEHHOE NUUO  AOMKHO COCTOATb B LWITaTe
npoussogutensi. Ero 06a3aHHOCTM MOryT GbITb NEpeAaHbl TONbKO APYroMy YNOMHOMOYEHHOMY(bIM) niuuy(am).

30. (2.5) OcHoBHble 0693aHHOCTM PYKOBOANUTENS MPOU3BOACTBA:

a) (i) obecneuvMBaTb MNPOM3BOACTBO W XpaHEHVWE MPOAYKUMM B COOTBETCTBUM C YTBEPXKAEHHOW
OOKyMeHTaumen ansa AoCTMKeHNs HeOOXO4MMOro KavyecTBa;

©) (ii) yTBepxagaTb MHCTPYKUMW, KacawoLmecs Npous3BOACTBEHHbIX onepauun, u obecnevmBatb UX TOYHOE
BbINOMHEHWE;

B) (iii) obecneunBaTb OLEHKYy M MognucaHve MPOU3BOACTBEHHbIX 3anucen YNONMHOMOYEHHbIM Ha 3TO
nepcoHanom nepea vux nepegader B nogpasaeneHne KOHTPons kKavyecTsa;

r) (iv) koHTponupoBaTb paboTy NMOAYMHEHHOrO CTPYKTYPHOrO nogpasgeneHvs, cogepxaHue noMeLleHun,
aKCnnyaTaumio n TexHmyeckoe obcnyxunsaHne obopygoBaHus;

4) (v) obecneunBaTb NpoBeAEHNE COOTBETCTBYIOLLEN Banuaaunm;

e) (vi) obecneumBaTtb NpoBedeHMe HEOOXOAMMOro NEPBUYHONO WM MOCMEAYOLWEro HeENPEpPbLIBHOTO 0by4yeHns
nepcoHana NogYNHEHHOro CTPYKTYPHOro noapasaeneHus.

31. (2.6) OcHoBHble 0693aHHOCTM PyKOBOAUTENS NOApPa3aeneHns KOHTPOIA Ka4yecTBa:

a) (i) ogobpATb NN OTKMOHATb UCXOLHOE Cbipbe, YMAaKOBOYHbIE MaTepuarbl, a TakKe MPOMEXYTOYHYHO,
HepacacoBaHHYI0 1 rOTOBYIO MPOAYKLMIO;

0) (ii) oueHmBaTbL AOCbE Ha Cepuio;

B) (iii) obecneumBatb npoBeaeHVEe BCEX HEOOXOOUMBIX UCMbITAHUI;

r) (iv) yrBepxgaTb cneumndukaumn, MHCTPYKUMM no oTbopy npob, MeTodbl UchbiTaHW 1 Apyrue npoueaypbl
MO KOHTPOIO KavyecTBa;

A4) (v) yTBepXOeHue U MOHMTOPUHI WCMONHUTENEN MO AOroBopaM, YyKasdaHHbIM B nyHkTtax 237 - 255
HacToswmx [NpaBun (UCNbITaHWUSA MO KOHTPAKTY);

e) (vi) koHTponvpoBaTb paboTy NOOYMHEHHOIO CTPYKTYPHOrO MoApasfernieHus, copepXaHue mnoMeLLeHuin,
aKcnnyaTaumio U TexHmdeckoe obcnyxunsaHne obopyaoBaHus;

X) (vii) obecneumBaTb NpoBeAeHME COOTBETCTBYHOLLEN Banuaaumu;

3) (viii) obecneunBaTb NpoBeaeHNEe HEOOXOAMMOro NEPBUYHOIO U NOCMEAYIOLENO HEMPEPLIBHOIO 0by4yeHUs
nepcoHana nogYNHEHHOro CTPYKTYPHOro noapasfeneHus.

32. (2.7) PykoBogutenu npon3BOACTBa 1 NoApasAeneHns KOHTPONA KayecTBa MMELOT obLwme nnm CoOBMEeCTHO
BbINOMHAEMble 06513aHHOCTUN, OTHOCALLMECH K KaYeCTBY, KOTOPbIE BKIOYaKOT B ce68, B YAaCTHOCTU, CneayloLlee:

yTBepXXAeHue npoueayp v Apyrux JOKYMEHTOB, BKMOYasi BHECEHNE U3MEHEHUN B HUX;

MOHWUTOPWHT U KOHTPOIb MPON3BOACTBEHHOW Cpeapl;

KOHTPOMb NPOU3BOACTBEHHOW MMINEHBI;

Banvaauuio NpoLeccos;

o6y4eHne nepcoHana;

yTBEpPXAEHUE U MOHUTOPUHI NOCTAaBLLMKOB UCXOOHOIO ChIpbs N YNAKOBOYHbIX MaTepuanos;

yTBEpPXAEHUE U MOHWTOPUHI UCNONHUTENEN MO AO0roBopaM, ykasaHHbIM B nyHKTax 237 - 255 HacToswmx
MpaBun (KOHTPaKTHLIN NPOU3BOAUTEND);

onpegeneHne N MOHUTOPUHI YCNOBUIA XpaHEHUS MCXOAHOMO ChIPbs U NPOAYKLNN;

XpaHeHue 3anucen;

MOHWUTOPUHI COOTBETCTBMSA TpeboBaHUsAM HacToswux Mpasurm;
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NpPOBEpPKY, UccrneaoBaHve U B3sATME NPob B LiENsiX MOHUTOPUHIa (hakTOpOB, CMOCOBHLIX BMUSATL HA KA4eCTBO
NPOAYKUUN.

Ob6yueHue

33. (2.8) MNpousBoguTene gomkeH obecneunTb 0OyyeHne nepcoHana, AOMKHOCTHbIE 00S3aHHOCTU KOTOPOro
npegnonaratoT npebbiBaHWe B NPON3BOACTBEHHbIX 30HAX WU KOHTPOSIbHbIX NabopaTtopusax (BKYas TEXHUYECKUN
n obcnyxmBawLni MNepcoHan, a Tawkke paboTHUKOB, MpPOBOAALIMX YOOPKY), a Takke [pYyroro nepcoHana,
OeATenbHOCTb KOTOPOro MOXET OKa3aTb BNNSIHUE Ha KayeCTBO NMpOogyKLUUN.

34. (2.9) Kpome 0CHOBHOro 00y4YeHUsl, BKIOYAIOLLErO TEOPUIO U MPAKTUKY NPUMEHEHUST HacTosiwux Mpasun,
BHOBb MPUHATbIE HA paboTy paboTHWMKM OOMKHBI NPONTU NepBUYHOE 06ydYeHne B COOTBETCTBUMN C 3aKPENEeHHbIMU
3a HUMK obssaHHocTAMK. [lpom3BoaMTENb OOSMKEH Takke MPOBOAMTL Mnocneayolee HenpepbiBHOe obyveHue
nepcoHana, nepuoamMyeckn oOueHMBasa ero npakTuyeckyro adektuBHocTb. OByyeHne nepcoHana [OMKHO
NPOBOAUTLCH MO y4eBHbIM MporpaMmam, yTBepXAEeHHbIM COOTBETCTBEHHO PyKOBOAUTENEM Npou3BoacTBa Nunbo
pykoBoauTenem nogpasfaeneHnss KOHTpons kadectsa. [lpousBogutens o00a3aH XpaHWUTb [OKyMEHTauuoo O
npoBeaeHun obyyeHus.

35. (2.10) MNepcoHan, paboTalolWwmin B 30HaxX, r4e KOHTammHauus npeacTaBnseT OnacHoCTb, HanpuMep, B
YACTBIX 30HaxX WM B 30Hax paboTbl C BbICOKO aAKTMBHLIMUW, TOKCUYHBIMMW, WHMULMPYIOLWMMUA UK
CEHCUBUNN3MPYIOLLMMM BELLEeCTBaMM, OOJPKEH NPOWTU cneumanbHoe obyyeHue.

36. (2.11) Tlocetutenun wnuM He npowegwmne obyyeHne pabOTHMKM He [OJPKHbI [OMycKaTbCsl B
NPOU3BOACTBEHHbBIE 30HbI M 30HbI KOHTPONS kadecTBa. [1pn HeobBXOOUMOCTM MOCELLEHMS AaHHbIX 30H yKa3aHHble
nuua  OOMKHbl NpeaBapuUTENibHO MPOWTU  MHCTPYKTaX, B YaCTHOCTM, MO npaBunaM §UYHOW TUTUEHbI WU
NCMOMb30BaHMWIO 3aMTHON odexadbl. 3a 3STUMKU NMUaMn AOIMKHO OCYLLECTBAATLCA TWaTenbHoe HabnogeHve.

37. (2.12) MNpn 06y4eHMn OOMKHbI NOAPOOHO Pas3bACHATHCS M O0BCYXAATbCHA Kak MpUHLUUMBLI obecnevyeHns
KayecTBa, Tak U BCe Mepbl, yny4llalLmue Ux NoHMMaHme 1 ocyLecTBrneHune.

'MrneHa nepcoHana

38. (2.13) MpowussoauTenb AomKeH pa3paboTaTb U BHEAPUTE KOMMIIEKC MEPONPUATUIA NO NMPON3BOLCTBEHHOM
TMrMeHe C y4eTOM OCOOEHHOCTEN KOHKPETHOrO MNPOM3BOACTBA. YKa3aHHbIA KOMMIEKC MEPONPUATUA OOMKEH
cofepXaTtb npoueaypbl, kacawwmecss cobnogeHns TpeboBaHMI K COCTOSHMIO 300POBbS, CaHUTapHbIX NpPaBuil U
TpeboBaHui k opexae nepcoHana. Kaxabin pabOTHUK, AOMKHOCTHblE 0O0SA3aHHOCTM KOTOPOro npegnonarailT
npebbiBaHne B 30Hax NPOM3BOACTBA M 30HAX KOHTPOMS KadecTBa, AOJPKEH MOHMMaTb M CTporo cobnogaTtb aTu
npoueaypbl. PykoBogsLmMin nepcoHan HeceT OTBETCTBEHHOCTb 3a BbINOMIHEHWE MEPCOHAroM nNpaBwsl NMYHOW
MMrMeHbl U opraHn3auunio Heob6xoauMoro obyyeHus.

39. (2.14) Jlvua, npyHumMaemble Ha paboTy, JOSMKHBI NPOUTM MeaULMHCKMI ocMoTp. [pon3BoamTens 06a3aH
YyTBEPOMTb WHCTPYKUMK, obecneuynBaroLie ero oCBeOOMMEHHOCTb O COCTOSIHMM 300pOBbs NepcoHana, Kotopoe
MOXET MOBMUATH Ha KavyecTBO Npoaykumu. locne nepBUYHOro MEOULMHCKOrO OCMOTPa OOSDKHbI MPOBOAUTHCS
perynsipHble nocrneayoLlme MeauumnmHCcKne 0CMOTpbl NepcoHana.

40. (2.15) [MpousBoguTens [OMKEH MNPeAnpUHSATbL Mepbl, obecnevynBalllne HedomnyleHve nuiy c
NH(EKLMOHHLIMU 3a060NeBaHNAMM UMK OTKPLITbIMU MOBPEXAEHUSIMU Ha OTKPbITbIX y4acTkax Tera K Npou3BoACTBY
nekapcTBEHHbIX CpeacTB.

41. (2.16) Jlvua, BxoAswMe B MNPOU3BOACTBEHHbIE 30Hbl, [OOIDKHbI HOCWUTb 3alUUTHYIO ofexay,
COOTBETCTBYIOLLYIO BbINOMHAEMbIM B 3TUX 30HaX onepaLumsm.

42. (2.17) B npon3BOACTBEHHbLIX 30HAX U 30HaX XpPaHEHUS 3anpeLLarTCca NpMem NULLKM, NUTbe, XXeBaHne uUnm
KypeHne, a Tarke XpaHeHue NULLEBbIX MPOAYKTOB, HAMUTKOB, TabauHbIX M3OEeNUA U JINYHbIX JIEKAPCTBEHHbIX
npenapaToB. He gonyckaetcs nobasi AesaTenbHOCTb, HapyLuakLwasa YCTaHOBINEHHbIE TMIMeHnYeckne TpeboBaHms B
NMPOV3BOACTBEHHBLIX M OPYrMX MOMELLEHMSX, KOTOpasi MOXET OKas3aTb OTpuUAaTENbHOE BIIMSIHWE Ha KayecTBO
NpPOAYKLNN.

43. (2.18) Heobxoanmo n3beratb HENOCPEOCTBEHHOrO KOHTaKTa PyK NepcoHana C OTKPbITOW npoaykuunen, a
Takke ¢ nobon YacTelo 060pyAOBaHWSA, KOHTAKTUPYHOLLEN C NPOAYKLMEN.

44. (2.19) MNMepcoHan AoMmKeH NPOWTM MHCTPYKTaX MO NpaBunam MbiTbsi PyK.

45. (2.20) CneuuvanbHble TpeboBaHUSI K TMrMeHe nepcoHana, 3aHATOro Ha MpPoOM3BOACTBE OCOObLIX rpynn
npoAayKunn (HanpuMep, CTepUnbHbIX NeKapCTBEHHbIX NpenapaTtos), oTpaxeHbl B [NpunoxeHun N 1 u MNpunoxeHuu
N 5 kK HacTosAwwmm MNpasunam.

NMOMELWEHWA N OBOPYOOBAHWE (I'TTABA 3)
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MpuHUMN

46. lMomelieHna n obopygoBaHne HeobxoouMMo pacnonaratb, MPOEKTUPOBaTb, CTPOUTb, OCHALLaTb U
aKcnnyatTupoBaTb TakuMm obpas3om, Y4TOObl OHM COOTBETCTBOBasM MPOBOAUMBLIM Onepauusm. VX nnaHMpoBoOYHOe
PELUEHNE W KOHCTPYKUMS [OSDKHbl CBOAWTb K MUHUMYMY pPUCK OWMKMOGOK W obecneymBaTb BO3MOXHOCTb
9P PEKTUBHOM OUUCTKN N OBCNYKMBAHUS B LIENSX UCKMIOYEHUS NEPEKPECTHON KOHTAMMHALMKN, HAKOMMEHNS Mbln
Unn rpasu u nobbix HebnaronpuaTHLIX (aKTOPOB AN KaYecTBa NPoayKLMU.

MNomeleHns
O6wwe TpeboBaHus

47. (3.1) MNpu ycnosum cobntogeHnsa Bcex Mep Nno 3alimte Npou3BOACTBa OKpyXKakLasa cpega nomeLleHui
AOMKHa NPeAcTaBnsaATb MUHUMAIbHbIA PUCK KOHTAMUHALMWM MaTepyarnos UM NpoayKUnN.

48. (3.2) Okcnnyatauusi, NpoBeeHUE TEXHUYECKOro OBCMYXMBAHUA U PEMOHTA MOMELLEHUN He AOSKHbI
OoKasblBaTb OTPMLUATENbHOrO BIMSHWS Ha KayecTBO Mpoaykuumu. YOopka u OesvHeKkuns NMOoMEeLLEeHUI OOSKHbI
NPOBOANTBLCS B COOTBETCTBUM C NOAPOOHBIMU MHCTPYKUMUAMU, YTBEPXKAEHHBIMWU MPON3BOAUTENEM.

49. (3.3) OcBelyeHne, TemnepaTypa, BMaXHOCTb U BEHTUMAUUS OOJMPKHbI COOTBETCTBOBaTb HA3HAYEHUIO
MOMELLEHMS U He OKa3blBaTb MPSMOro MM KOCBEHHOro HebnaronpusiTHOro BO3AEWCTBUS Ha NEKapCTBEHHbIE
cpencTBa BO BpPeMsi MX NPOM3BOACTBA M XpaHEHUS, a Takke Ha Hagnexawee OyHKUMOHUMpoBaHe obopyaoBaHus.

50. (3.4) lNpwn npoekTUpoBaHMM MK 3SKCNnyaTauMm MNOMELLEHWA AomkHa ObiTb obecneveHa 3awmrta OT
NMPOHWKHOBEHWSI B HAX HACEKOMbIX UMW XUBOTHbIX.

51. (3.5) B nomelleHns He gonyckalTca nvua, He MMelowmne npasa Joctyna B HuX. [1pon3BOACTBEHHbIE
30Hbl, CKNaAcCKMe 30Hbl M 30Hbl KOHTPONSA KavyecTBa He [OOMMKHbI MCMOMb30BaTbCA ANA CKBO3HOIO npoxoga
nepcoHana, He paboTaloLLEro B HUX.

np0VI3BO,D,CTBeHHaFI 30Ha

52. (3.6) Ona MuHUMM3auuK pucka ONA 300pOBbSA MoAen BCneAcTBUE MepekpecTHOW KOHTamuHauum npu
NPOU3BOACTBE HEKOTOPLIX JIEKAPCTBEHHbLIX MPenapaTtoB, TakMX Kak CceHcubunuaupytolwme BellecTBa (Hanpuvep,
NEHUUMNNMHBLI) UM BuonorMyeckne nekapcTBEHHble npenapatbl (HanpuMep, M3 XMBbIX MWKPOOPraHW3MoB),
HeobXx04MMO NpedycMOTPeTb cneumanbHO NpefHasHayeHHble M 060cobneHHble MomelleHus, obopyaoBaHve U
cpeacTBa ux obcnyxmnBaHms. B ogHMX n Tex e MOMELLEHUAX He AOMycKaeTcsl MPOM3BOACTBO OTAENbHbIX BUOOB
aHTUONOTUKOB, OMpedeneHHbIX TOPMOHOB, LIMTOTOKCUHOB, BbICOKO aKTUBHbLIX JE€KAPCTBEHHbIX CPEACTB MU
NPOAYKUMN, HE ABNAIOLLENCHA NEeKapCTBEHHLIMU CpeAcTBaMu. B MCKNOUMTENbHbBIX Criydyasx MpOM3BOACTBO TaKMX
NEeKapCTBEHHbIX CPEACTB AOMNYCKAeTCHA B OOHUX MOMELLEHUSAX NpU pa3geneHun LMKIoB NPOn3BOACTBA MO BPEMEHU
¢ cobniogeHnem cneymnanbHbiX Mep NPegoCTOPOXHOCTM U NpoBeAeHMEM HEOOX0AMMON Banuaauun.

53. 3anpelyaeTcs NpomM3BOACTBO SIAOB TEXHUYECKOrO Ha3HaYeHWsl, TakMX Kak nectuuuabl v repbuuunapl, B
NnoMeLLieHUAX, CNorb3yeMblX AMns NPOU3BOACTBA NeKapCTBEHHbIX CPEeACTB.

54. (3.7) MnaHMpoBO4YHbIE peLUeHMs MOMELLEHWMN [OIPKHbI obecrneynBaTb BbIMNONIHEHME TpeboBaHMIA K
YPOBHIO YMCTOTbI U, MPU HanNUYUM BO3MOXHOCTW, AOMKHbI COOTBETCTBOBATb NOMMYECKON MocneaoBaTerbHOCTU
NPON3BOACTBEHHbIX OnepaLni.

55. (3.8) lNMnaHMpoBOYHbIE pelleHns NPOU3BOACTBEHHbLIX 30H U BHYTPUNPOU3BOACTBEHHbIX 30H XpaHEHUs
OOJKHBI 06ecneydnBaTh NocrnegoBaTeNbHOE U FNIOTMYHOE pa3MelleHne obopyaoBaHUSa U MaTepuaroB, cBoasilee K
MUHUMYMY PUCK MEepPenyTbiBaHWUS PasfIMYHbIX NEeKapCTBEHHbIX CPEACTB MM MX KOMMOHEHTOB, obecnevyvBaioLlee
OTCYTCTBME TMEPEKPECTHOM KOHTaMUHALUM WU CBOASLIEE K MWHMMYMY PWUCK MpPOMycka WM HEenpaBWUibHOMO
OCYLLIECTBIEHMS NOOOro atana npy NPOn3BOACTBE UIM KOHTPOIE.

56. (3.9) B nomelwleHusAx, B KOTOpPbIX WCXOAQHOE Cbipb€ W MEepBUYHbIE YMNAaKOBOYHbIE MaTepuansl,
NPOMEXyTovHas wnu HepacdacoBaHHas NpPOAYKUUS MOABEPXEHbl BIIMAHUIO MNPOW3BOACTBEHHOW Cpeabl,
BHYTPEHHWE NMOBEPXHOCTU (CTEHDI, MONbI U MOTOJKM) AOMMKHbI ObITb rNagkumn, 6e3 Lwenew n TPELLMH Ha CThiKax, He
OOIMKHbI BblAENATb YacTul, a Takke OOMKHbl nerko u 3@EKTUBHO ouyMwaTbCd M Npu HEeobBXoAUMOCTU
he3nHdpuLmMpoBaThCS.

57. (3.10) TpybonpoBoabl, OCBETUTENbHbIE MNPUOOPbLI, BEHTUMALUOHHbIE YCTAHOBKM W ApYrMe CUCTEMBI
06CnyXmMBaHMA OOMKHbI OblTb CNPOEKTMPOBAHbI U PACNONOXEHbI TakuM obpa3om, 4Tobbl He ObiNo yrnyoneHun,
3aTPYOHSIOWMX UX OYMCTKY. [pM HanuUumMm BO3MOXHOCTWU OOCTYM K HUM Anst 06CNyXnBaHUA OOIMKEH ObiTb U3BHE
NPON3BOACTBEHHbIX 30H.
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58. (3.11) To4kmn NOOKMIOYEHMS K KaHanM3aUMOHHBIM CTOKaM OOSMKHbI BbiTb COOTBETCTBYIOLLMX Pa3MepoB U
obopyaoBaHbl yCTponcTBamMu Ans nNpefoTBpalleHnss obpaTHoro noTtoka. [1pu HanuuMmM BO3MOXHOCTW crneayeT
nsberatb OTKPbITbIX CNMBHbLIX enobos. Ho ecnu cyuectByeT HEOH6XOOUMOCTb MX MCMOMb30BaHWSA, OHW OOJKHbI
ObITb HernybokMmMu Ans obneryeHnss OUNCTKN U Ae3nHIEKLNN.

59. (3.12) B npou3BOACTBEHHbLIX 30HaX [OOIMKHA WMCNONb3oBaTbCsl 3PGEKTUBHAS CUCTEMA BEHTUNALUM,
nuMelowas cpeicTea Ans KOHTpoOns napameTpoB BO34yxa (BKMYas Temneparypy u, rge HeobxoaMmo, BraXHOCTb
1 unbTpaumio) B 3aBMCMMOCTU OT BbiMyCKaeMol NPOAYKLUK, BbIMOJTHAEMbIX ONEepaLnii U OKpY>KatoLLEen cpeabl.

60. (3.13) BsBewwuBaHMe WCXOOHOIO Cblpbs, Kak MNpaBWiO, OCYLIECTBNSAETCS B  OTAEIbHOM,
npegHasHa4YeHHOM Ansi 3TOro MOMELLEHUN.

61. (3.14) B Tex cny4yasix, Koraa npoucxoauT obpasoBaHue Mbinn (Hanpumep, BO Bpemsl oTbopa npoo,
B3BELUVBAHUA, CMELUUBAHMWSA, MPOU3BOACTBEHHbIX OMepauun, ynakoBKM CyXOu NPOAYKUMN), OOMKHbI BbITb NPUHATHI
cneumanbHble Mepbl NPEAOCTOPOXHOCTU B Lensax npeaynpexaeHns nepekpecTHoOn KOHTaMuHauum u obnerdeHuns
OUYUCTKN.

62. (3.15) NomelyeHns AN ynakoBKy NeKapCTBEHHbIX CPEACTB AOIMKHbI ObiTh CneunanbHO CNPOEKTMPOBaHbI
1 pacnonoXeHbl Taknm o6pasom, YToObI n3dbexarb NnepenyTbiBaHNSA U NePeKPEeCcTHOW KOHTaMUHaLMK.

63. (3.16) [Npou3BOACTBEHHbIE 30HbI AOMMKHbI ObITb XOPOLIO OCBELLEHbl, OCODEHHO B MecTax, rge
NPOBOAMNTCS NOCTOSHHBIV BU3yanbHbIN KOHTPOIb.

64. (3.17) KoHTponb B npoLecce Npon3BoACcTBa MOXHO NPOBOANTb B NPOM3BOACTBEHHOW 30HE, ECNN 3TO He
co3JaeT pucka Ans TEXHONOrMYecKoro npovuecca.

Cknapgckune 30Hbl

65. (3.18) Cknagckune 30Hbl AOMKHbI MMETb BMECTUMOCTb, OOCTaTOMHYK ANS YNOPSAOYEHHOrO XpaHeHus
pasnMuHbIX KaTeropum MaTepuanoB W NPOAYKLMM: UCXOOHOrO ChipbA W YMAKOBOYHbIX MaTepuarnos,
NMPOMEXYTOYHOW, HepacdacoBaHHOW M rOTOBOW NPOAYKUMM, a Takke NpoayKuuW, HaxXoAdsLWewcs B KapaHTuHe,
NPOAYKUMW, pa3peLLeHHON AN BbiNyCcKa, OTKIOHEHHOM, BO3BPALLEHHOW UM OTO3BAHHOMN.

66. (3.19) Npu NPOEKTUPOBAHMM N OCHALLEHUM CKNAACKUX 30H HEOOXoaAUMO npeaycmaTpuBaTb Hagnexaliune
ycnoBus xpaHeHus. Cknagckve 30Hbl OOMKHbI ObiTb YACTBIMUM U CYXMMMW, B HUX [OOJDKHA MNOOOEpPXMBaTbCHA
Tpebyemass Temnepatypa. Ecnu TpebyioTca cneumanbHble YCNOBUS XpaHeHwus (Hanpumep, Temneparypa,
BMaXHOCTb), TO HeobxoaMmo obecneyvmBaTh 1 NPOBEPSITL TAKME YCMOBUS, a Takke OCYLLECTBMAATL UX MOHUTOPWHT.

67. (3.20) B mecTtax npuvemMKnm W OTIPy3kM [orkHa OblTb obecnevyeHa 3awWmTa WMCXOQHOIO CbIpbS,
YNaKOBOYHbIX MaTepuanoB W MNPOAYKUUU OT BO3OEWCTBUS MOrOAHbIX YCMNOBUA. 30HbI MPUEMKU OOIMKHbI ObITb
CNPOEKTUPOBaHbl 1M 0OOpyaoBaHbl TakMM 06pa3oM, 4YTOObI Tapy C MOCTYNaloWMMU UCXOOHBbIM CbIpbEM U
ynakoBOYHbIMW MaTepuanamu MOXHO ObIfno ouMwaTb nepes CKknagmpoBaHneM.

68. (3.21) Ecnu pexum kapaHTuHa obecneyvBaeTcs XpaHeHWeM NpoAyKuuKM B pasferbHbiX 30HaX, TO 3Tu
30Hbl AOMKHbl OblTb 4YeTko 0603HayeHbl, a [OCTYn B HWMX paspelleH TOMbKO nepcoHany, WMelLleMy
cooTBeTCTBylOLWMEe nonHomouns. Jliobas Apyrasg cuctema, 3ameHsiowas OU3NYECKM KapaHTWH, [OIPKHA
obecneunBaTb 3KBMBANEHTHYHO 6€30MaCHOCTb.

69. (3.22) OT60p NPO6 MCXOAHOTO CbIPbS M MEPBUYHBLIX YNAKOBOYHbLIX MaTtepuanos, Kak npasuio, cnegyet
BbINOMHATL B OTAENbHON 30He. OTO60p Npob, OCYLIECTBNSAEMbIN B 30HE XpPaHEHUS, OOJPKEH MPOBOAUTLCA TaKUM
0o6pa3oM, 4TO6bI NPeoTBPaTUTh KOHTAMUHALMIO UM MEPEKPECTHYIO KOHTAMUHALMIO.

70. (3.23) Ona xpaHeHusa 3abpakoBaHHbIX, OTO3BAHHbIX UMK BO3BPALLEHHbLIX MCXOLHOTO Chipbsl, YNAaKOBOYHbIX
MaTepuanoB U1 NpoayKUMM OOIMKHbI ObITb MPegyCMOTPEHbLI N30NTMPOBAHHbLIE 30HbI.

71. (3.24) BbiCcOKO aKTMBHbIE BeLLeCTBa U NekapCTBEHHble CPeACcTBa, B OTHOLUEHUM KOTOPbIX HOPMAaTUBHbLIMU
npaBoBbIMK akTamu Poccuickon ®egepaumm ycTaHOBIEHb! CleuuanbHble YCNOBUSA XPaHEHUS!, AOMMKHbI XPaHUTBCS
B ©e3onacHbIX 1 3alUMLLEHHbIX 30HaX.

72. (3.25) HomxHo ObITb obecnevyeHo 6e3onacHoOe W HaAAEXHOE XpaHEHVWEe MevyaTHbIX YNaKoBOYHbIX
MaTepuanos, Tak Kak OHW CHMTAIOTCA KpUTUYECKMMW Onst obecneyeHns COOTBETCTBUSA IEKAapCTBEHHOIO cpeacTaa
yCTaHOBMEHHbIM TpeboBaHuAM.

30HbI KOHTpPOJA Ka4vecTBa

73. (3.26) NabopaTopun KOHTPONS KavyecTBa [OJMKHbI ObITb OTAENEHbl OT MPOU3BOACTBEHHBLIX 30H. JTO
0COBGEHHO BaXHO AN nabopaTopui MO KOHTPOSO OMOMOrMYeckux M MUKPOBMOMOTrMYECKUX JEKapCTBEHHbIX
cpencTB M paanon3oTONoB, KOTOpbIE Takke A0MMKHbI ObiTb OTAENEHbI ApYyr OT gpyra.

74. (3.27) KoHTponbHble nabopatopuy [OMMKHbI ObITb CMPOEKTUPOBaHbI TakuM 0OOpa3oM, 4TOObI OHM
COOTBETCTBOBaNM TpebOBaHUSAM K BbIMOMHAEMbIM B HUX paboTtam. [Mnowagb nabopaTtopun JormkHa ObiTb
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OOCTaTOYHON NS UCKMOYEHNs nepenyThiBaHUSA 1 NePeKkpecTHOW KOHTaMUHaL MK, a Takke Ans XxpaHeHus obpasuos
1 3anucen.

75. (3.28) Ons uyBCTBUTEMBHBLIX NPMOOPOB, HYXOAWOWMXCA B 3awute OT BUOpaLMK, INEKTPOMarHUTHbIX
nonewn, BMaxHOCTW BO3yXa U APYrMX YCNOBUN, OOIMKHbI ObITb NPeayCMOTPEHbI OTAENbHbIE KOMHATbI.

76. (3.29) Ecnn HopmaTMBHbLIMK NpaBoOBbIMK akTamu Poccuickon ®egepauumn yCTaHOBIEHbI cneunarnbHble
TpeboBaHMa Kk nabopaTopusiM, B KOTOPbIX MPOBOAATCA paboTbl CO cneumduyeckumun BeLlecTBamMu, Hanpumep,
GMoNorMYecKUMUN NN paguoakTMBHBIMKM MaTepuanamu, Takme TpeboBaHusa AOMKHbI cobnoaaTbCs.

BcrnomoraTernbHble 30HbI

77. (3.30) KomHaTtbl oTabIXxa u npyema Ny JOImKHbI ObITb OTAENEHbI OT APYrMX 30H.

78. (3.31) MNomeLleHna ona nepeofeBaHnsi, TyaneTbl U gyllesble KabuHbl JOMMKHbI MMETb YOO0OHbIN AOCTYn;
UX NMaHMPOBKAa U pa3Mepbl AOMKHbI COOTBETCTBOBATL YNCINIEHHOCTU nepcoHana. He gonyckaeTcs, 4Tobbl TyaneThbl
HenocpeacTBEHHO CO0BLWanucb C NPON3BOACTBEHHBIMU UM CKNAACKUMM 30HaAMU.

79. (3.32) MacTtepckue npyv HanMyYun BO3MOXHOCTU AOSMKHbI ObiTb OTAENEHbI OT MPOU3BOACTBEHHbIX 30H. B
Crny4ae ecnv XpaHeHue 3anacHbIX YacTel M MHCTPYMEHTOB OCYLLECTBMSETCS B NPOU3BOLACTBEHHOW 30HE, OHU
OOJMKHbI coaepaTbCsi B MPeAYCMOTPEHHbIX AJ1S1 3TOro KOMHaTax Uinn 3anmparoLLmnxcs silmKax.

80. (3.33) BuBapuu [OOmKHblI ObiTb M30NUPOBaHbI OT OPYrUX 30H, MMETb OTAENbHbIA BXOA (BOCTyn K
XMBOTHbIM) M OTAENbHbIE CUCTEMbI BO34YXOMOArOTOBKM.

O6opynoBaHue

81. (3.34) KoHcTpyKkumsi, MOHTaX W MOPSAOOK TEXHUYECKOro OBCnyXKMBaHWUA MNPOM3BOACTBEHHOMO
06opyaoBaHNS OOMKHBI COOTBETCTBOBATL €r0 Ha3HAYEHWIO.

82. (3.35) PaboTbl No pemMOHTY M TeXHWYecKOMy OBCnyKmMBaHWIO 06OpPyAOBaHWS HE OOMMKHbI OKa3biBaTb
OTpYLaTENBHOTO BANSIHUSA HA Ka4eCTBO MPoayKLUnu.

83. (3.36) KoHCTpyKuMsi NpoM3BOACTBEHHOrO 060pyAoBaHMSA AOMKHA ObITb Takon, YTOObI €ro MOXHO ObINIo
nerko v TwaTtenbHo ouynwiatb. OYMCTKY HEOOXOOUMO NPOBOAWUTL B COOTBETCTBUM C NOAPOOHBIMU MHCTPYKLUSIMM,
yTBEPXAEHHbIMU Npoun3BoguTenem. ObopyaoBaHMe JOMKHO COAEPXKaTbCSA TOMbKO B YUCTOM M CYXOM COCTOSIHUW.

84. (3.37) uBeHTapb 1 cpefcTBa Anst YOOPKM U OYUCTKM HE AOIMKHbI OblTb UCTOYHMKAMU KOHTaMUHaLUNN.

85. (3.38) O6opynoBaHue JOMKHO ObITb YCTAHOBIEHO Taknm obpa3om, YToObl He JonycKaTb BO3HUKHOBEHWE
Kakoro-nnbo pucka oWmbOoK UM KOHTaMUHALMIO.

86. (3.39) TexHonornyeckoe obopygoBaHMe He OOMMKHO BRMSATb Ha KAa4ecTBO NPOAYKLMU M NPeAcTaBnsiTbh
ONacHOCTb ANd NpoAyKumm. YacTn TeXHONOrMyeckoro 060pygoBaHus, KOHTaKTUPYHOLWME C NPOAYKUMEN, HE OOIMKHbI
BCTynaTb C HEl B XMMMUYECKYK peakuumio, BblAenaTtb unv abcopbupoBaTtb BellecTBa, OkasbiBaloLlme BAUSHUE Ha
KayeCcTBO MPogyKUUN.

87. (3.40) TouyHoCTb U pabounii gnanasoH BeCOB M APYrUX CpeacTB U3MEpPEeHWUA AOMKHbl COOTBETCTBOBAaTb
NPOU3BOACTBEHHBIM U KOHTPOSbHBIM OnepauusmM, B KOTOPbIX OHWU UCMOMb3YHOTCS.

88. (3.41) KanubpoBka n nosepka BeCOB M APYrMX CPEACTB U3MEPEHUN, PErMCTPUPYIOLLNX U KOHTPOSbHbIX
NpMOOPOB AOMKHbI NPOBOANUTLCA C ONpeAerieHHON NepMoguYHOCTBIO COOTBETCTBYIOLUMMU MeTogamu. PesynbTaThbl
KanmbpoBKM 1 NOBEPKMN JOJMKHbI ObITb AOKYMEHTaNnbHO 0OPMIEHbI U NOANEXAT XPaHEHMIO.

89. (3.42) CraumoHapHble TpybonpoBoabl AOMMKHBI UMETb MapKUPOBKY C yKazaHMEM MPOXOASLMX MO HUM
BELLECTB U, ecnv TpebyeTcsi, HanpaBneHNsi NOToKa.

90. (3.43) TpybonpoBodbl AnNst BOAbl OYMLLEHHOW, BOAbI ANs WHBLEKUMA  (OUCTUNNMPOBaHHOMN,
OEVOHN3MPOBaHHOM) 1 Npy HeobxoaMMOoCTN TpybonpoBoAbl AMst APYron BoAdbl AOMKHbI NOABEpPraTbCs CaHUTapHON
06paboTke B COOTBETCTBUM C MHCTPYKLUSIMU, YTBEPXKOEHHBIMU NPOM3BOAMTENEM, B KOTOPbIX yKa3aHbl npegensl
MUKPOBHOM KOHTaMUHaL MU 1 Mepbl, NPUHMMaeMble B CIly4ae ux NpeBblLLUEHUS.

91. (3.44) HewucnpaBHoe o6opydoBaHME OOMKHO ObITb yOaneHo u3 MPOU3BOACTBEHHOM 30HbI U 30HbI
KOHTPOMS KayecTBa Uiu No KpamHen mepe YeTKO MapKnpoBaHO Kak HeMcnpasHoe.

OOKYMEHTAUWNA (TTIABA 4)
MpuHUKMN
92. [lokyMmeHTauma cocTaBnsieT HEOTbEMIIEMYIO YacTb hapMaLeBTUYECKON CUCTEMbI KayecTBa U SBMAETCH

KINKO4YeBbIM 3J1EMEHTOM OpraHmsaumm npom3BoAcTBa U KOHTPONA KadecTtBa npoaykuuMn B COOTBETCTBUU C
HacTodAWnMHn I'IpanmaMM. B cucreme ynpaelieHna Ka4decTtBOM MNpou3BoanUTENid YeTKO YCTaHaBJ/IMBAKOTCA

CtpaHuua 16 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

pasnuyHble BUAblI UCMONb3YEMON AOKYMEHTaLMM 1 HOcUTeNnen nHdopmarmmn. [lokyMeHTaLms MOXET CyLLeCTBOBaTb
B pasnunuHbiXx ¢opmax, B TOM 4ucne Ha OymaxHOM, 3NEKTPOHHOM WM WMHOM HocuTene. [MaBHOW Uenblo
NPUMEHSIEMO CUCTEMbI JOKYMEHTauun €BRseTCs CcOo34aHue, YMpaBfeHue, KOHTPONb W perucrpauus Bcewn
OEeaTenbHOCTU, KOTopasi MOXET HenocpencTBEHHO WNu OnocpefoBaHHO BMUATb Ha BCE acnekTbl kavecTBa
nekapcTBeHHbIX cpedcTB. Cuctema ynpaBreHUsi Ka4yeCTBOM COAEPXMT AOCTaTOYHO NogpoOHble yKkasaHusa Ons
obecneyeHns Hagnexaulero AOKYMEHTarnbHOro OMOPMIIEHNS pPas3fUYHbIX MPOLLECCOB WM OLEHKM KaKux-nmbo
HabnwgeHun. BTV ykasaHus HanpasneHbl Ha obullee NoHMMaHue TpeboBaHWK C LEnbl AEMOHCTpauuMmM ux
cobntoaeHus.

93. CywwecTByIOT Ba OCHOBHbIX B/a AOKYMEHTaLuK: AN BbINoNHeHMs TpeboBaHui HacToawwmx lMpasun, To
€CTb pernameHTupylolas AOKyMEeHTauus, M AN perucrpaumm umx coOnofeHusl, TO eCTb perucrpupyrowas
JokymeHTaums. [lpousBogutens obecneynmBaeT Haanexallee COCTaBfeHWe yKas3aHHOW [OKyMeHTauum B
3aBMCUMOCTM OT ee BuAaa.

94. MNpownssoauTenb OCYLLECTBNSAET KOHTPONb Ans obecneyeHunss TOYHOCTU, LLENOCTHOCTU, OOCTYMHOCTU U
OAHO3HAYHOCTM OOKYMEHTOB. PernameHTupylowmne JOKYMEHTbl AOMKHbI ObITb AOCTYMHbI, TO €CTb 3anncaHbl Unu
3ahUKCUPOBaHbI MHBIM CNOCOBOM Ha TakuMx HOCUTENAX MHAOPMALMK, AaHHbIE C KOTOPbLIX MOTYT GbITb NOSYYEHbI B
YnTaemon opme, U He AOMKHbI codepaTb OLLUMBOK.

Buabl 1OKyMeHTOB

95. OcHOBHOE Jocbe MpPOM3BOACTBEHHOM MiowaikM npeacraBnser cobon AOKYMEHT, B KOTOPOM onucaHa
opraHm3aums NpouM3BOACTBA M KOHTPONS KayecTBa feKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHUSMU
HacToawmx MNpaswun.

96. [locbe Ha ceputo npeacTaBnsaeT coboM AOKYMEHT, OTpaXatoLLmi NpoLecc NPOU3BOACTBA KaXaon cepun
npoayKuun, B TOM YMCrne Bblgady paspelleHns Ha ee BbinycK, 1 BCe (PaKTopbl, BAMAIOLWME HA Ka4eCTBO rOTOBON
NpoayKLUNN.

97. PernameHTupytoLlas JOKyMeHTauus BKIoYaeT B cebsa crnegyroLimne Buabl LOKYMEHTOB:

cneundmkaumn - JOKYMEHTbI, coaepxalume noapobHble TpeboBaHUs, KOTOPbIM AOIMKHbI COOTBETCTBOBATL
NCXOAHOE Cbipbe, YNaKoBOYHbIE MaTepuarnbsl U NPOAYKUUSA, NCNONb3YIOLLMECS UK noryvyaemble Npu Npon3BOACTBE.
OHU ABNAOTCSA OCHOBOW A5 OLEHKU KavyecTBa NekapCTBEHHbIX CPEeACTB;

NPOMBILUMIEHHBIA pernamMeHT, TEXHONMOrM4Yeckne UHCTPYKLUN, BKMOYaAA MHCTPYKLUMK MO YnakoBKe, METOAMKA
UCMbITaHWN - OOKYMEHThI, cogepXalwue nogpobHy MHgopMauuio 060 BCEM UCMOMb3YyEMOM WCXOOHOM CbIpbe,
0bopyaoBaHUM 1 KOMMBHTEPU3NPOBAHHBIX cUCTEMax (NpyY WX HanMuyumM), a TakKe BCE MWHCTPYKUMM MO
OCYLLECTBMEHNIO TEXHOJIOIMYECKMX MPOLECCOB, YMakoBKe, oTOOpy npob® W npoBedeHUto ucnbiTaHui. [ae
NMPUMEHNMO, OOMKHbI ObiTb yKka3aHbl BCE TOYKM KOHTPOMsS B MpoLecce NPOvM3BOACTBA, a TakkKe WCMNOMb3yeMmble
NPOLECCHO-aHanNUTU4YeCckne TEXHONOMNN BMECTE C KPUTEPUSMU NPUEMIIEMOCTM;

npouenypbl (Takke MOryT Ha3blBaTbCA WUHCTPYKLMAMW UINU CTaHOAPTHLIMW OMNepauuoHHbIMK npoueaypamu
(oanee - COI)) - BOKYMEHTbI, coaepXaLyme ykasaHus no BbINOIHEHMIO ONpeaerieHHbIX onepawmin;

NPOTOKOMbI (NNaHbl) - OOKYMEHTbI, COAepXalluMe yKasaHus Mo MNpOBEedEeHMI0 U perncTpaumm oTAenbHbIX
onepauui (Hanpumep, NPOTOKOM BanugauMm, OCHOBHOM NnaH Banugauun);

JOTOBOpbI - COMMalleHusl, 3aKMYEHHbIE MEXAy 3aka3yukaMu UM WUCMONHUTENSIMM OTHOCUTENbHO paboT,
KOTOpbIE BbINOMHATCSA CTOPOHHUMU OpraHu3aLmsamMm (ayTCOPCUHT).

98. Pervctpupyowaa gokymeHTauusa (3anvcu u (unn) oT4yeThbl) BKMOYaeT B cebsa criegylolime Buabl
JOKYMEHTOB:

3anuncu - JOKYMeHTbI, (PUKCUPYLOLLME BbINOSTHEHWE pas3nUyHbIX 4ENCTBUN ANa JoKa3aTenbCcTBa COOTBETCTBUS
WHCTPYKUMAM, Hanpumep, MeponpusaTuii, NpouCLLIEeCTBUA, paccrnegoBaHuii. B oTHoWweHUN cepun 3anvcu OOIKHbI
cofepXaTb UCTOPUIO KaXKOOW Cepuu NpoAdyKumMu, BKIoYas ee peanusauuio. 3annucu cogepxart UCXogHble AaHHble,
nucnone3yemble Ana gopMmmnposaHna Apyrux 3anucen. B crniyyae ecnu 3anucu BegyTcsl B 9MNEKTPOHHOW hopMme,
nonb3oBaTenM MpPOrpaMMHOro obecrneyvyeHusi, Ha KOTOPbIX BO3MOXEHa OTBETCTBEHHOCTb 3a BeAEeHWe TaKux
3anvcen, JOIMKHbI ONpeaensaTb, Kakue AaHHble HeobxoaumO MCMOoNb30BaTb B KavyecTBEe MCXOAHbIX. B kavectse
NCXOOHBIX AOIMKHbI ObITb OTPaXeHbl, NO KpaviHen Mepe, BCE AaHHble, Ha KOTOPbIX OCHOBBLIBAKOTCA peLleHus Mo
KayecTBy;

OOKYMeHTbl, MOATBepXaalline KavyecTBo (nacrnoprta, aHanuTUyeckne nUCTKU, U WUHble aHanoruyHble
OOKYMEHTHI), - JOKYMEHTbI, codepXalume pe3toMe pe3ynbTaToB UCMbITaHMI 06pasuoB NPOAYKLMU UM NCXOOHOTO
Cblpbsl U YNAKOBOYHbIX MaTepuarnoB BMeCTe C OLIeHKON COOTBETCTBUS yCTaHOBMEHHOW crneuudukaumm. B cniyyae
ecnu npu npousBOACTBE Cepun UCMOMnb3yeTcs MnpoueccHo-aHanuTudeckasa TtexHonorua (MAT), To oueHka
COOTBETCTBMS cepun TpeboBaHMAM perncTpaulnoHHOrO JOCbe MOXET OblTb OCHOBaHa (LENIMKOM Ui YacTU4YHO) Ha
aHanu3e [faHHbIX, NapaMeTpoB W pe3ynbTaToB, MOMYYEHHbIX B pearlbHOM BpeMeHu (pe3toMe M oT4yeTbl 00
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OTKMNOHEHWAX);
OTYeTbl - AOKYMEHTbI, CONPOBOXAaloLMe BbINOMHEHNE KOHKPETHbIX 3a4aHuni, MPOEKTOB NN paccnenosaHuni
1 oTpaxarwme pesynbTaTthl, BbIBOAbLI Y peKOMeHOaunu.

MogroToBKa n KOHTPOJ1Ib AOKYMEHTaLnn

99. (4.1) lMNpousBoauTens OOSPKeH paspaboTaTb BCe BuAbl OOKYMEHTOB M obecneuntb Mx cobrnogeHuve.
TpeboBaHUSA NPUMEHSIOTCS B paBHOW Mepe KO BCeM Tunam Hocutenen uHdopmauun. KomnnekcHas cuctema
OOMKHa OblTb MOHATHOW, Hagnexawum obpa3oM [OKyMEHTanbHO OQOPMIIEHHOW W BanMAUMPOBAHHOW, U B
OTHOLUEHWUN Hee A0MKeH ObiTb YCTAHOBIEH AOCTATOYHbIA KOHTPOSb. HekoTopble 4OKYMEHTbI (MHCTPYKUUKN 1 (M5n)
3anvcu) MoryT ObiTb CMeLlaHHbIMK MO PopMe, TO €CTb 4acTb JOKYMEHTa MOXET CyecTBOBaTb B 3MNEKTPOHHOM
BMAE, a Apyras 4acTb - Ha BymaxHoM HocuTene. B3anmocBasn 1 Mepbl MO KOHTPOMO B OTHOLLUEHUW OpPUTMHAaNoB
OOKYMEHTOB, YYeTHbIX KOnui, 06paboTkmn AaHHBIX 1 3anucen AOMKHbI BbiTb YETKO M3MOXEHbI Kak AN CMELUaHHbIX
no copme, Tak N Ans OgHOPOAHbIX N0 POPME CUCTEM AOKYMEHTALMMU. YUEeT KOMUIM OCYLLECTBRSIETCS B nopsiake,
onpegensemom npoussogutenem. OomkHbl ObiTb BHEAPEHbI COOTBETCTBYIOLUME KOHTPOSbHbIE MEPONPUATUS B
OTHOLUEHWUN SMEKTPOHHbLIX [OKYMEHTOB, TakuMX Kak LWabnoHbl, opMbl M NepBUYHbIE AOKYMEHTbI. [OmKHbI
NPOBOANTBLCS COOTBETCTBYHOLLNE KOHTPOSbHbIE MEPONPUATUA Ans obecnedyeHns LenoCcTHOCTY 3anvcen B TeYeHne
CpOKa XpaHeHwusl.

100. (4.2) OomkeH GbITb yCTAHOBNEH NOPSAOK pa3paboTkv, opopMIeHNs], Bblgaun, U3bATUS OOKYMEHTOB U
BHECEHNS B HUX U3MEHEeHWW. [JOKyMEHTbl JOMKHbl COOTBETCTBOBATbL TPeOOBaHUSIM pPErncTpauuoHHOro 4ochbe, a
Takke [OKYMEHTaM, MnoJaBaembiM ANA MOSNyYeHMs JULEH3UW Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPeacTB.
BocnpoussegeHvne opurmHanbHbIX OOKYMEHTOB C Lefbl MOMyYeHUs YYETHbIX KOMWWA He OOSPKHO MpuMBOAWUTL K
BO3HVMKHOBEHWIO KakuX-nNnbo oLMBOK Npy KOMMPOBaHNN.

101. (4.3) PermameHTupylowme OOKYMEHTbI YyTBEPXKOATCA M NOAMNWUCHIBAKOTCA NMUAMWU, UMEKLWUMU NPpaBo
noganucwu, ¢ ykasaHvem gatol. CogepxaHue JOKYMEHTOB AOIDKHO ObiTb OAHO3HAYHbLIM. [JOKYMEHTbI AOMMKHBI UMETb
YHUMKanbHy0 naeHTndukaumio. Heobxoanmo ycraHaBnmMBaTb CPOK OENCTBUSA AOKYMEHTOB.

102. (4.4) PernameHTupylOwmMe OOKYMEHTbl [OIDKHbI MMETb JIOTUMYHYK CTPYKTYpy, obecneudunBaroLlyto
NpocToTy MX npoBepkn. CTunb W3NOXEHUS [OOKYMEHTOB [OSMKEH COOTBETCTBOBATb MX MpednonaraemMomy
NCMOMb30BaHuI0.

103. (4.5) [dokymMeHTbl [OOJDKHbI PEerynsipHO MnepecMaTpuBaTbCsl W akTyanmamMpoBaTbCs, HeobXooumo
WCKMIOYNTb NCMONb30BaHMe ycTapeBLUNX BEPCUNA.

104. (4.6) [dokymeHTbl He pekomeHOyeTcsd OdOpMAATb B PYyKONMCHOM Buae. Ecnn B OOKyMeHTe
NpegycMOTPEHO PYKOMUCHOE BHECEHME AaHHbIX, TO 4118 3TOr0 JOJPKHO ObITh JOCTATOYHO MecTa.

[Mpasuna Hagnexatyero JOKYMeHTansHoro opopmneHnsi

105. (4.7) BHeceHue pyKOMUCHbIX OAHHbLIX AOMKHO BbIMOMNHATLCA YE€TKO, pa3bopymBo M Takmm oBpasom,
4TO6ObI BHECEHHbIE AaHHble HeMb3s 6bINo yaanuTh.

106. (4.8) 3anucu cnegyeT BECTM NPU BbIMNOMHEHUM KaXOO0ro AENCTBUSE U TakuM 00pa3oM, YTobbl MOXHO
ObINo NpPocNeanTb BCHO 3HAUYMMY0 AeATENbHOCTb, KacatoLLyocs NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

107. (4.9) Iloboe nameHeHne, BHOCMMOE B JOKYMEHT, NMOANUCLIBAETCS U AaTUpyeTcs. VI3MeHeHne OOIMKHO
AaBaTb BO3MOXHOCTb MPOYTEHWUS NepBOHaYanbHoW WHdopmaumu. Foe npuMeHMMO, AOmkHa ObiTb ykasaHa
npuyMHa N3MeHeHWs.

XpaHeHne JOKYMEHTOB

108. (4.10) Heobxogmmo uyeTkO oONpedenuTb, KakMe 3anuMcu OTHOCSATCA K KOHKpEeTHOMYy BuAy
NPOU3BOACTBEHHOW AEATENbHOCTU U rae OHM HaxogasTcs. Heobxoammo npegycMoTpeTb Mepbl KOHTPOIS, KOTOpble
obecneynBaloT LEeNOCTHOCTb 3anmncen Ha NPOTSKEHMM BCEro Cpoka MX XpaHeHus. [1py HeoBxoaAMMOCTN 3TU Mepbl
OOMKHbI ObITb BaNMAMPOBaHbI.

109. (4.11) Ocobble TpeboBaHWsi BbIABUTAOTCSA K AOKYMEHTaALUW Ha CEputo, KOTOpPYK creayeT XpaHuTb B
TeyeHne OAHOro roga nocrie OKOHYaHMs Cpoka roAHOCTW 3TOM CEepuUU UMW He MeHee MATM feT Mocrne OUeHKU
COOTBETCTBUS CEPUM YNONTHOMOYEHHBLIM NINLOM (B 3aBMCUMOCTU OT TOrO, Kakow CPOK AonbLue). [Ins nekapcTBeHHbIX
npenapaToB, NpeAHa3Ha4YeHHbIX AN KINMHUYECKUX MCCrneaoBaHWN, JOKYMEHTAUMIO Ha CepUI0 criegyeT XpaHuTb He
MeHee MATW NeT nocne 3aBepLUeHUss UNu npekpaweHns KMMHUYECKNX UCCNedoBaHWiA, B KOTOPbIX MCMOMb3oBanu
3Ty cepuio.

110. (4.12) Ons gpyrMx BUAOB LOKYMEHTALMN CPOK XPaHEHUsT 3aBUCUT OT BUAOB OEATENBHOCTU, KOTOPYHO 3Ta
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OOKyMeHTaums conpoBoxaaeT. Kputuueckylo [OKyMeHTauuw, BKMOYas WCXOOHble [aHHble (Hanpumep,
Kacawolimecs Banujaumm unuM CcTabunbHOCTK), noATBepXxAatlimMe WHGpOopMaUno perncTpaunmoHHOro [ochbe,
HeobXoOMMO XpaHUTb Ha MPOTSKEHUM CpOKa [OEeNCTBUS PEerucTpauuoHHOro yaocTtoBepeHud. [lonyckaetcs
YHUYTOXaTb OnpedeneHHylo [OOKyMeHTauumo (Hanpumep, MCXOOHble [aHHble, COMpOoOBOXAaklne OTveTbl Mo
BanugauMm wunu ctabunbHOCTM), ecnn [OaHHble ObifM  3aMeHEHbl MOJSIHbIM  KOMIMJIEKTOM HOBbIX [OaHHbIX.
O6ocHOBaHMEe TakMX OENCTBUA OOIMKHO ObITb OOPMITEHO AOKYMeHTanbHO. [Mpy 3TOM HeobxoouMO y4MTbIBaTb
TpeboBaHMs K XpaHEHMKO OOKYMEHTaUuMM Ha Cepuio, Hanpumep, B Criydae AaHHbiIX MO Banvaauuu npouecca
COMpOBOXatoLLMe NCXOOHbIE AaHHbIE crieayeT XpaHUTb, MO KpaHen Mepe, Takoe e BPeMS, Kak U JOKYyMEHTaLuo
Ha BCe cepun, [Ons KOTOpbIX paspelleHne Ha BbINyCcK MNOATBEMKAEHO AaHHbIMKM 3TUX BanngaLWOHHbIX
nccrnegoBaHun.

Cneumndmkaumm

111. (4.13) MNpomnssoanTens JOMKEH MMETb COOTBETCTBYIOLLMM 0Bpa3oM yTBEpPXKAEHHbIE cneumdukauum Ha
NCXOOHOE Cbipbe, yNakoBOYHbIE MaTepuarbl 1 roTOBYHO NPOAYKLUMIO C yKa3aHueM AaTbl YTBEPXKAESHUS.

CﬂeLJ,VI(*)VIKaU,I/IVI Ha NCXOAHOE Cbipbe N YNaKOBOYHbIE MaTepuarnbl

112. (4.14) Cneuudmkaumm Ha UCXOLQHOE ChbIpbe M YNAKOBOYHbIE MaTepuanbl AODKHbI codepxaTb (Mnu
OOIMKHbI MPUBOAMTBCS COOTBETCTBYHOLLME CChINKW, TAE NPUMEHNMO) criegyloLLee:

a) (a) onMcaHne NCXOAHOrO Chipbsi UMK YNAKOBOYHbIX MaTEPUarnoB, BKIOYatoLLee:

HaVMeHOBaHne 1 BHYTPEHHWI KoA (Mpn HeoBXxoaMMOocCTH);

CCbIfKY Ha papMakonenHyo CTaTbio, HOPMATUBHYO AOKYMEHTaLUIO UM HOPMATUBHBIA AOKYMEHT;

HaMMEeHOBaHMe YTBEPXKOEHHbIX MOCTaBLUMKOB W MPOM3BOAUTENST MCXOOHOrO ChbipbA WM  YNAKOBOYHbIX
mMaTepunanos;

obpasey neyaTHbIX MaTePUAarnos;

©) (b) nHCTpYKUMM NO 0TOGOPY NPO6 N NPOBESEHNIO UCTIBITAHUN,

B) (C) Ka4eCTBEHHbIE U KONMMYECTBEHHbIE XapaKTEPUCTUKM C YKazaHUEM MpeaernbHbIX 3HAYEHWUI;

r) (d) ycnosus xpaHeHus n Mepbl NpegoCTOPOXKHOCTH;

a) (e) cpok rogHocTw.

Cneundukaumnm Ha NPOMEXYTOUHYH U HepacdacoBaHHY NPoaYKLUIo

113. (4.15) Cneundmrkaumm Ha NPOMEXYTOYHYIO N HepacacoBaHHYIO NPOAYKLUMIO AOMKHbI ObITb B HANUYUK
npu ee NpuMobpeTeHnn Mnu OTrpyske W MpU UCMOMb30BaHWM AaHHbIX O MPOMEXYTOYHOW NPOAYKLMU MPU OLEHKe
KayecTBa rotToBoW NPoAyKuMU. OTW cneumndukalmm AOMmKHbl ObiTb aHanorMyHbl cneungrkaumsam, COOTBETCTBEHHO
nnbo Ha NcxogHoe Cbipbe, MO0 Ha roTOBYHO NMPOAYKLMIO.

CneumdmkaLmmn Ha roToByt NPOAYKLMIO

114. (4.16) Cneumdukaumm Ha roToByo NPOAYKLMIO AOMKHbI COAepXaTb criefylolime AaHHble:

a) (a) HaMMeHoBaHMe NeKapCTBEHHOIO CPeACTBa M Kog (Mpy HEOOX0AMMOCTH);

©) (b) cocTaB nekapCTBEHHOrO CPEACTBA WM CCbISIKY HA COOTBETCTBYIOLLYH (hapMaKonemHy CcTaTblo,
HOPMaTUBHYIO AOKYMEHTALMIO UM HOPMATUBHbBIN JOKYMEHT;

B) (C) onmcaHune nekapCcTBEHHON (POpMbI M NOAPOBHbBIE CBEAEHUSA 00 ynakoBKe;

r) (d) MHCTpyKLMKM No oTOopy NPod M NPOBEAEHMIO UCTIbITAHUI;

A) (e) ka4eCTBEHHbIE U KONMYECTBEHHbIE XapaKTEPUCTUKN C yKa3aHWeM AONYyCTUMbIX NpeaenbHbIX 3HAYEHWI;

e) (f) ycnoBusi xpaHeHMs 1 Mepbl NPEAOCTOPOXHOCTM NPU UCNONb30BaHUM (rae NPUMEHUMO);

X) (g) cpok rogHoCTw.

npOMbILIJﬂeHHbIVI pernaMmeHT n TexXxHonorn4eckne NHCTpPyKunn

115. Ha kaxgoe npov3BOAMMOE IeKapCTBEHHOE CPEACTBO W Kaxdbll 0ObeM cepuu HeobxoaMMO UMETb
NPOMbILLIIEHHBIA  PErnamMeHT, YTBEPXAEHHbLIA pPYKOBOAMTENEM MPOU3BOAUTENS JIEKAPCTBEHHbLIX CPeacTs, U
TEXHONOrMYeCcKMe NHCTPYKLNN.

116. (4.17) MNMpoMBbILWNEHHbIN pernameHT BKOYaeT B cebs nepedeHb Mcnonb3yemblix hapMaueBTUHEeCKnX
cybcTaHuuM 1 BCMOMOraTerbHbIX BELLECTB C YKadaHMeM KONMMYEeCTBa KaXKO4oro M3 HuX, AaHHble 00 MCnonb3yemMom
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obopynoBaHuKM, onucaHue TEXHONOrMYeckoro npouecca M MeTOAOB KOHTPONsA Ha BCex dTanax npov3BoAcTBa
nexkapcTBeHHbIx cpeacTB. O6wme TpeboBaHUst K CTPYKTYpe U MHble TpeboBaHUSA K CoAepXXaHUo NPOMbILLNEHHbIX
pernameHTOB yCTaHOBMEHbI COOTBETCTBYHOLLMMU HOPMATUBHBIMU NPaBoBbIMU akTaMmu Poccuiickon depepaunm.

117. (4.18) TexHONoOrM4yeckne NHCTPYKLUMM BKITIOYAIOT B cebs:

a) (a) QaHHbIe O MeCTe OCYyLLeCTBIEeHNs npouecca U 06 OCHOBHOM 0BOpydOBaHWM, KOTOPOE OOJMKHO Mpu
3TOM MCNONb30BaTLCS;

0) (b) meToabl uUnNKU CCbINIKM Ha MEeTOoAbl, KOTOpble WCMOMb3YyTCA ANS MOATrOTOBKU MPOM3BOACTBEHHOMO
obopynoBaHusi (HanpymMep, O4UCTKa, MOHTaX, KanMbpoBka, cTepunusaums);

B) (C) MHCTPYKUMM MO NpoBepke Toro, Yto obopygoBaHne M pabovee MecTo CBOOOAHbI OT MpeablayLlemn
NPOOYKUUW, HEHYXHbIX ONis 3anfaHMpoBaHHOIro mpouecca OOKYMEHTOB W MartepuarnoB, a Takke Mo NpoBepke
4YNCTOTbl OBOPYAOBAHNSI U €ro TOTOBHOCTY K CrieAytoLLemy npoLeccy;

r) (d) nogpobHoe onucaHwe Kaxaoro OencTBusa (Hanpumep, NPOBEPKU MaTepuanoB, npeaBapuTernbHOW
06paboTkn, nopsaka 3arpysku Cbipbsi, KPUTUYECKUX MapaMeTpoB npoLecca (Bpems, Temneparypa);

A) () VHCTPyKuMM No BMAaM KOHTPONs B MpoLecce Npou3BOACTBa C yKa3aHMem [OMyCTUMbIX Npenenos
KOHTPONMpYyeMbIX NapameTpoB.;

e) (f) TpeboBaHus Kk xpaHeHno HepacdacoBaHHOW NPOAYKUUN, BKMOYas Tapy, MapKMpoBKY U crneuunanbHble
YCINOBUSA XpaHeHwus, rae aTo TpebyeTcs;

X) (g) cneumnaneHble Mepbl NPEAOCTOPOXHOCTH.

WHCTpYKUMM MO ynakoBke

118. (4.19) ina kakgoro nekapcTBEHHOro CpeacTBa, pasMepa M Tuna ynakoBKv SOSKHbI OblTb yTBEPXKOEHbI
WHCTPYKLUMW NO yNakoBKe, BKMYaloLWwme cneayowme cBeAeHNs UMK CCbINKN Ha HUX:

a) (a) HaumeHoBaHWe NeKapCTBEHHOro npenaparta, BKIoYas HoMep cepumn HepacacoBaHHOW NPOAYKLMN U
roTOBOWN NPOAYKLUN;

6) (b) onncaxue ero nekapcTBeHHOW HOPMbI 1 AO3MPOBKM (FAe NPUMEHNMO);

B) (C) KONMYECTBO NEKapCTBEHHOrO CPeACTBa B OKOHYATENbHOW YNaKoBKe, BbIPAXXEHHOE B LUTYKaX, eanHuLax
maccbl unum obbema;

r) (d) nonHbI NepeyveHb BCeX HEOOXOAMMbIX YNAKOBOYHbLIX MaTepuarnos, BKOYas UX KONMYECTBO, pa3Mepsl
M TUMbI C yKas3aHWeM Koda Unn Homepa, OTHOCALLMXCA K creumnduKkaumaM Ha Kaxablil ynakoBOYHbIN MaTtepuman;

Aa) (e) roe npumeHuMo, obpaseL, UM KOMWIO COOTBETCTBYIOLUMX MeyvaTHbIX YNakOBOYHbIX MaTepuasnoB U
006pa3ubl, ykasblBalLue Ha MecTO HaHeCeH s Homepa Cepun U Cpoka rogHOCTU NPOAYKLMH;

e) (f) ykasaHus no npoBepke OYUCTKM MCMOSfb3yeMoro obopyaoBaHus n paboyero mecta oT npedblayLuen
nNpoayKuun, AOKYMEHTOB U MaTtepuanos, KOTOpble He TpebyoTea Ans NpoBeAeHUs 3annaHpoBaHHbIX onepawumnn
Mo ynakoBKe (YMCTOTa NIUHMM), a TakkKe YNCTOTbl U FOTOBHOCTWN AaHHOrO 060pyAoBaHMs K MCMONb30BaHUIO;

X) (g) Mepbl NPeaoCTOPOXHOCTM, BKMOYas TLlATenbHYIO MNPOBEPKY 30HblI YNakoBkM u obopyaoBaHus,
rapaHTMpyloLLmMe O4YMUCTKY YNakoBOYHOW NUHWUM Nepen Havanom paboTsl;

3) (h) onncaHme npouecca ynakoBKW, BKOYas BCe BakHble BCMOMOraTesbHble onepauum n Ucrnonb3yemoe
obopyanoBaHue;

n) (i) onucaHue KOHTpOMs B Mnpouecce MPOM3BOACTBA C YyKasaHWsaMU Mo OTOopy npo6 v AoNyCTUMbIX
npeaenos.

[ocbke Ha cepuio

119. [Jocbe Ha cepuio COAEPXUT 3anucym Mo NPOU3BOACTBY CEpun, 3anucy Mo ynakoBKe cepuum U gpyrue
OOKYMEeHTbI, noareepXxaarwuime npons3BoacTtBo cepun B COOTBETCTBUM C HaACTOALLMMMU I'IpanmaMM, a TakKkke
OOKYMEHTbI AnA peann3aunmn cepuun.

3anuncu no Npon3BoacTBY Cepum

120. (4.20) Ha kaxgyo nNpovsBefeHHYH Ceputo AOMMKHbI COXPaHATbCS 3anvMcyn No MPOU3BOACTBY CepuM,
KOTOpble OCHOBBLIBAIOTCA Ha MPOMBILMEHHbIX perfiaMmeHTax W TEeXHOMOMMYECKUX WHCTPYKUMSIX W codepxar
creayoLLyo MHPopMaLuio:

a) (a) HaMMeHOBaHWe N HOMep cepun NPoayKLU MU,

6) (b) matbl M BpeMs Havana W 3aBepLUeHWs TEXHOMOrMYeckoro mpouecca, a Takke OCHOBHbIX
NMPOMEXYTOUHbIX CTaauWN;

B) (c) hammnmio(n) 1 mMHMUManNbl onepatopa(oB) KaXkaAOW OCHOBHOW TEXHONOIMYEcKOW onepauuu u, npwm
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Heob6xoouMMOCTH, N1La, NPOBEPMBLLETO KaXaylo U3 9TUX onepauui;

r) (d) Homep cepum n (UNU) HOMEpP aHANUTUYECKOrO KOHTPONHA, a Takke (aKTUYeCKnm OTBeLLUEHHOe
KOMNYECTBO WCXOOHOrO ChIPbSl KaXXAOro Buaa (BKMYas HOMEp cepum U KonudecTtBo ntoboro [obGaBneHHoro
pereHepuMpoBaHHOro unu nepepaboTaHHOro Chipbs);

A) (e) OCHOBHble TEXHONOrM4yeckMe onepaumMm WM JOenCTBMS, a TaKKe OCHOBHOE MWCNofb3yemoe
obopyaoBaHue;

e) (f) sammMcmM no KOHTpOM B Mpouecce MNPOM3BOACTBA C YKa3aHWEM WCMOSNHUTENEN W MNONYyYEHHbIX
pe3ynbTaToB.;

X) (g) BbIXOA NPOAYKUMM Ha Pa3NNYHbIX CTaaMsx NPOu3BOACTBA;

3) (h) onucaHve OTKMOHEHUN OT MNPOMBILIIEHHOINO perfameHTa W  TEXHOMOMMYECKNX WHCTPYKLUNA,
noanucaHHoe yrnoHOMOYEHHbIM MNLIOM C YKa3aHneM Aathbl;

) (i) noagnMch nuua, OTBETCTBEHHOMO 3@ TEXHOMOrMYECKUA NpoLece, C ykazaHMeM Aathbl.

121. 3anucu no npousBOACTBY CepUU NPOAYKLUMM OMOPMASIOTCSA [OOKYMEHTanbHO OAHOBPEMEHHO C
BbINOSIHEHNEM COOTBETCTBYHOLLEN OnepaLumm.

122. B cnyyae ecnun BannanpoBaHHbIA NPOLECC NogBepraeTcs NOCTOAHHOMY MOHUTOPWUHIY U KOHTPOFO, TO
aBTOMaTUYECKM CO3[aBaEMble OTYETblI MOMYT OrpaHMYMBaTLCA OOLLMM 3aKIIOYEHMEM O COOTBETCTBMM U OTYETAMMU
006 OTKMOHEHMSAX U (UNN) OTCTYNMEHUSAX OT cneundukaLmn.

3anucu no ynakoBKe cepun

123. (4.21) Ha kaxxgyto Nnpon3BeAEHHYHO CEPUIO UMM YaCTb CEPUUN LOIDKHBI COXPaHATLCS 3anucu No yrnakoBke
cepun. OHU JOMKHBI OCHOBBIBATLCS Ha COOTBETCTBYHOLLUMX YaCTAX MHCTPYKLMIA NO yNaKkoBKe.

124. 3anvcum No ynakoBKe cepun AOMKHbI BKMNoYaTb B cebs cnegytowme gaHHbIe:

a) (a) HaMMeHOBaHWe N HOMepP Cepun NEeKapCTBEHHOIO CPeACTBa;

©0) (b) paTy (oaTbl) 1 BpeMsa NpoBeAeHMs onepaLmii No ynakoBKe;

B) (C) dpamunuio(M) M uHMUMansLl onepatopa(oB) KaXKOOW OCHOBHOW TEXHOSIOTMYECKOW onepauun u, npu
HeobXx0AMMOCTH, Nnua, NPOBEPMBLLETO KaXaylo U3 3TUX onepauui;

r) (d) sanncm npoBepok MOEHTUYHOCTU M COOTBETCTBUS MHCTPYKLMSAM MO YNakoBKe, BKMOYasi pesyrnbTaThl
KOHTpOMs B NpoLiecce NPou3BOACTBA;

4) (e) cBegeHus o0 OCyLLECTBMNEHHbIX Onepauuax MO YMNakoBKe, BKIHOYAS CCbUIKM Ha WUCMOMb30BaHHOE
obopyaoBaHue 1 yNnakoBOYHbIE NTUHWK;

e) (f) obpasupbl MCNOMNBL30BaAHHOIO NEYaTHOro yNakoBOYHOIO MaTepuarna, Bkoyas obpasLbl C HAaHECEHHBIMU
HOMEpPOM Cepun, CPOKOM rOOHOCTU U MPOYMMU LOMNOMHUTENBHBIMU MapKUPOBOYHLIMU OAHHBIMU;

X) (g) onucaHue OTKIMOHEHWN OT WHCTPYKUWMWA MO YyNnakoBKe, NOAMWCAHHOE YMOMHOMOYEHHbIM FMLOM C
yka3aHuem gathbl;

3) (h) KonMYecTBO M CCbINKY Ha HOMEP WM HaMMEeHOBaHMEe BCEX NeyvaTHbIX YNakOBOYHbIX MaTepuarioB U
HepacdacoBaHHON NPOAYKLUMWU, BblOAHHbLIX, MCMNOMNb30BaHHbIX, YHUUYTOXEHHbIX UMM BO3BpALLEHHbIX Ha cknag, a
TakKe KONMUYeCTBO FOTOBOrO MPOAYyKTa ANfs COCTaBMeHus matepuanbHoro 6amnaHca. ONEeKTPOHHbIA KOHTPOmb B
npouecce ynakoBKU SIBNSETCA OCHOBaHWEM 151 HEBKMIOYEHNS Takon MHopmaunu;

) (i) nogn1ch Nunua, OTBETCTBEHHOIO 3a NPOLIECC YNaKOBKW, C yka3aHneM AaTbl.

Mpouenypsl 1 3anucu
Mpuemka

125. (4.22) Ha npremKy Kaxxgon NOCTaBKM KaXOoro B1uaa MCXOAHOIO Chipbs (B TOM Yncne HepacdacoBaHHON,
NMPOMEXYTOYHOW WM FOTOBOW MNPOAYKLUMKU), a Takke MEepPBUYHbIX, BTOPWUYHBIX W MeYaTHbIX YNaKOBOYHbIX
mMaTepuanoB OOSMKHbI ObITb B HANMYNK YTBEPXAEHHbIE NPOM3BOAMTENEM NPOLEAYpPbl U NOATBEPXKAAOLWME 3anmCK.

126. (4.23) 3anvcuy no npuemke JOIMKHbI coaepXaTb:

a) (a) HaMMeHOBaHMe MaTepuana B HaknagHow 1 Ha Tape;

©0) (b) BHyTpM3aBOACKOE HAMMEHOBAHME (€CMM OHO OTNIMYAETCS OT HAMMEHOBAHWS, YKa3aHHOMO B NMOAMYHKTE
"a" HacTosLero NyHkTa) u (1nu) kog matepuana (Npyu HeO6XOAMMOCTH);

B) (C) AaTy nNpueMku;

r) (d) HaumeHoBaHWe NOCTaBLLUMKa U HAUMEHOBaHWe NPOU3BOAUTENS;

4) (e) Homep cepuun nponssBoauTenNs;
e) (f) obLee KONMYECTBO NOMYYEHHbIX MaTEPUAnoB N YACIO €AVMHUL, YNaKOBOK;
X) (g) HOMep cepun, NPUCBOEHHbIV MOCIe NPUEMKU, rae NPUMEHNMO;
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3) (h) nobble cyLecTBEHHbIE 3aMeYaHNs.
127. (4.24) MNMpomnssoauTens JOMKEH YTBEPAMTbL NpoLeaypbl N0 BHYTPU3aBOLACKOW MapPKUPOBKE, KapaHTUHY 1
XPaHEHUIO UCXOOHOIO Chipbs, YNAKOBOYHbIX 1, €Cnn HeobxoauMo, Apyrnx maTepmuanos.

OT60p npob

128. (4.25) MNMpousBoanTenb OOIMKEH YTBEpAUTb npoueaypbl no otbopy npod, cogepxawme cBegeHusa ob
ucrnomnb3yemblx MeTogax u obopyaoBaHMM, KONMYecTBax, KOTOpble [OMMKHbl ObiTb OTOOpaHbl, u  NbbIX
nognexawmx cobniogeHuio Mepax MpegoCTOPOXHOCTM BO M3bexaHume KOHTaMuHauuum martepuana wnu nioboro
YXYOLEHNS ero ka4yecTsa.

lNpoBegeHne ncnbiTaHum

129. (4.26) lMpoussogutenb OOMKEH YTBEPAMTb METOAWMKU WCMbITAHWA WMCXOOHOrO CbIpbsi, YNaKOBOYHbIX
MaTepuanos U MNPOAYKUMWM Ha pas3fU4HbIX CTaausx MNPOM3BOACTBA C YyKa3aHWEM WCMOMb3yeMblX METOOO0B U
obopynoBaHus. [NpoBeaeHHbIe UcMbITaHWUs 0POPMNATCS JOKYMEHTanNbHO.

MNHble pencTBua

130. (4.27) TlNpousBoauTens [OOMKEH YTBEPAMTb MpoLeAypbl, YCTaHaBnMBalLWME MOPSAOK BbiNycka W
3abpakoBKM CbipbsA U NPOAYKLUUKN, B YACTHOCTU, BbiAa4Yn YNONMHOMOYEHHBIM(M) NULOM(amn) pa3peLleHmns Ha BbiMyck
rotoBom npogykumu. Bce 3anmcm OomkHbl ObiTb AOCTYNHbI YNOAHOMOYEeHHOMY nuuy. HomkHa 6biTb BHegpeHa
cuctema ans obo3HayeHust cneumanbHbiX HAbNAeHUN N NOOBbIX N3MEHEHWI B OTHOLLEHMM KPUTUYECKUX OAHHbIX.

131. (4.28) MpomnssoamnTenb OMKEH BECTU U COXPaHATb 3anvcy No peanu3auny Kaxxgon cepyum Nnpoaykuumn B
uensix obneryeHnst oT3biBa 3TON Cepum B Criydae Heo6X0AMMOCTH.

132. (4.29) HeobxogumMo MMETb MUCbMEHHO MW3MOXEHHbIE MNPUHUMMBI, Mpoueaypbl, MnaHbl, OTYETbl U
OTHOCALUMECA K HMM 3anucu nNpeanpuHATbIX OEWCTBUMIA UMM CAENaHHbIX 3aKYeHur, rae nNpUMEHUMO, B
OTHOLLEHUU:

Banvaauun 1 ksanudukaumm npoLeccoB, 000pyLOBaHUSA U CUCTEM;

MOHTaXa U KanmbpoBkyn 06opyaoBaHuUS;

nepeHoca TEXHOMOIMI;

TEXHUYECKOro 06CNYXMBaHMUS, OYNCTKU N Ae3UHEKUMY;

nepcoHana, BKMNYas uaeHTUdUKaUu nognucen, obydeHve HacToAwmMM [lpaBunam u TEXHUYECKUM
BOMpocaMm, nepeogeBaHne U rurmeHnyeckne TpeboBaHuns, a Takke NpoBepKy ahdeKTUBHOCTU 06yUEHNS;

MEPONPUATUIA, HaNpPaBIEHHbIX HA OCYLLECTBNEHNE KOHTPONSA NOSIBNEHNSI U pacnpoCTpPaHEHWs BpeanTenew;

npeTeH3uu;

OT3bIBOB NPOAYKLINY;

BO3BPaTOB NPOAYKLMMK;

KOHTPOSIS USMEHEHUN;

paccnefoBaHus OTKIOHEHU N HECOOTBETCTBUN;

BHYTPEHHEro ayanTa Kadectsa v (Mnun) cooTBeTCTBUSA TpeboBaHUsAM HacToswmx MNpasur;

0606LLeHNns 3an1cer (HanpumMep, ob3opa kavyecTsa NPoAyKLUMM) NpY HEOOXOAUMOCTY;

OLLeHKN, NpOBEeAEeHHON B TOM YUCME B MECTe OCYLLECTBMNEHUS AeATeNnbHOCTU NocTaBlmKa (ganee - oueHka
nocTaBLiuKa).

133. (4.30) lMpomnsBoauTenb AOMKEH YTBEPAUTb OAHO3HAYHbIE MHCTPYKLMU MO 3KCMyaTauun OCHOBHbIX
€VHU1L, NPON3BOACTBEHHOIO N KOHTPOJBHO- aHaNMTUYECKOro 000pyaoBaHUS.

134. (4.31) lMpousBoanTenb OOMKEH BECTU PErUCTPALMOHHbIE XXypHanbl Ans Havbonee BaXHOro Wnu
KPUTMYECKOrO TEXHOMOMMYECKOrO U KOHTPOIIbHO- aHanmMTUYeckoro obopyanoBaHus, a Takke Ansl NMOMELLEHWN, rae
npovsBogunacb Npoaykums. B aTux xXypHanax AOMmKHbl PErMcCTpUpOBaTbCA B XPOHOMOrMYECKOM nopsigke noboe
UCMONb30BaHNE 3TUX MNoMeleHnn, obopyooBaHMs M METOAOB, MNPOBEAEHME KanubpOBKM, TEXHUYECKOro
06CnyXMBaHWSA, OYUCTKM UM PEMOHTA C YKa3aHMeM AaT U NuL, BbINOMHUBLUUX 3TN paboThl.

(4.32) MNMpounsBoanTens AOMKEH BECTU YYeT JOKYMEHTOB B paMKax CUCTEMbI yYNpaBneHnsi Ka4ecTBOM.

NMPON3BOACTBO (IMMABA 5)

MpuHUKMN
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135. TexHonornyeckMe onepalun OCYLLECTBRSIOTCA MO YE€TKO YCTaHOBMEHHbIM Mpoueaypam, oTBedvarT
HacTosilwmMm [MpaBunam Ans nofyyYeHuss npoaykumm TpebyemMoro KaydectBa M COOTBETCTBYHOT FMUEH3MM Ha
NPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB U PEMMCTPaLMOHHOMY LOCHE.

O6bwume TpeboBaHus

136. (5.1) TlpoM3BOOCTBEHHbIA  MPOLECC  AO/MKEH  OCYLLECTBMATbBCA M KOHTPONMPOBATbLCS
KBanmMuUUUpOBaHHbLIM NEePCOHanoMm.

137. (5.2) Bce gencteus, NpoBogMMbIe C UCXOAHLIMU CbipbEM, YNaKOBOYHBIMU MaTepuanamu u npoaykumen,
Takve Kak npvemka, kapaHTuH, oTOop Mpob, xpaHeHne, MapkNpoBKa, Bblgavya B NPOM3BOACTBO, TEXHOMOMMYECKUI
npouecc, ynakoBka W peanu3aums, OOJDKHbl OCYLECTBNATLCA COrfacHO npouedypaMm U MHCTPYKUUSM,
YTBEPXAEHHBIM NPOM3BOAMTENEM, N ODOPMAATLCH AOKYMEHTANbHO.

138. (5.3) Bce noctynawouwume ncxogHoe Cbipbe U YNakoBOYHbIE MaTepuanbl AOMKHbl ObiTb NPOBEPEHbI,
4yTOObI rapaHTMpoOBaTb, YTO MOCTaBKa COOTBETCTBYET 3akasy. TapHble MecTa AOMKHbl ObiTb OuuLLeHbl (mpu
HeobXx0AMMOCTI) U MapKUPOBaHbI C ykazaHnem Tpebyemon nicopmavmu.

139. (5.4) dakTbl noBpexaeHWs Tapbl U ynakoBkM W Mobble Apyrme npobnembl, KOTOpble MOryT
HeOnaronpuATHO MNOBMMATE Ha Ka4yeCcTBO WCXOOHOIO ChIpbS M YMaKOBOYHbIX MaTepuanoB, OOMMKHblI ObiTb
paccnenoBaHbl, 0opopMIIEHbl JOKYMEHTANbHO, a MHPOPMaLMsa O HUX AOIMKHA ObiTb JAONOXEeHa B noAapasfgeneHve
KOHTPOIS KayecTsa.

140. (5.5) [lMocTtynatowume wCcxoOHOE Cbipbe W YMAKOBOYHbIE MaTepuanbl M NPOU3BEAEHHAs roToBas
NPOAYKUNS OOMKHbI HEMEONEHHO MOMELLATbCA B KapaHTUH, AeMCTBYIOLIUM NO NPUHLMNY pasgenbHOro XpaHeHus
MNM 3a CYET OpraHM3auuoOHHbIX Mep, U codepXaTbCsa B HEM OO0 MNONYYEHUS paspelleHus Ha WCMOoNb30BaHue
NCXOOHOIO CbIPbS UMW PaspeLLeHNst Ha BbIMyCK rOTOBOW NPOAYKUMM.

141. (5.6) [Mpuemka 3akynaemMom MPOMEXYTOYHOW W HepacacoBaHHOW MpoAyKUMM MNPOBOANUTCH B
COOTBETCTBMU C NpaBunamMu, 4ENCTBYIOLMMW ANS UCXOOHOTO CbIPbS.

142. (5.7) Bce wucxogHoe cCbipbe, YMNakoBOYHbIE MaTepuanbl M MNPOAYKLUMIO creayeT XpaHuTb B
COOTBETCTBYHOLUMX YCMOBUSX, YCTAHOBMEHHbIX NPoM3BoAMTENEM, B onpedeneHHoMm nopsake, obecneynsaowem
pasgeneHune rno cepusiM 1 YCTaHOBMEHHYIO o4epeHOCTb UCMONb30BaHNS CKNaZCKMX 3anacos.

143. (5.8) lNpousBoanTenb AOMKEH MPOBOAWTL MPOBEPKM BbLIXOAOB W MaTepuanbHoro 6anaHca, 4ToObl
ybeauTbCsl B OTCYTCTBUM OTKIMOHEHWI, NPEBbILLIAKLLNX AONYCTUMbIE NPpeAerbHble 3HaYeHus.

144. (5.9) He ponyckaeTca ogHOBpPEMEHHOE Unu nocrnegoBaTenbHOe NpoBeaeHue onepaunin ¢ pasnnuyHbIMU
npoaykTamMm B OAHOM U TOM >Xe MOMELLEeHUKU, 3a WCKMIYEeHUeM Tex cnydaeB, Korga He CyllecTByeT pucka
nepenyTbiBaHWUS UMK NEPEKPECTHON KOHTaMUHaL K.

145. (5.10) lMpoaykumsi, UCXOQHOE Cbipbe M YNaKOBOYHbIE MaTepuanbl AOMKHbl OblTb 3awwmeHbl OT
MUKPOBHOW 1 Opyror KOHTaMUHaL MKW Ha BCex CTaansax NpOM3BOACTBaA.

146. (5.11) MNpu paboTe c cyxummu mMartepuanamm u NpoAyKUMENn HeobxoouMO MPUHUMATb Ocobble Mepbl
NpegoCTOPOXHOCTU MO MpefoTBpaLleHnio 0bpas3oBaHMs M pacnpoCcTpaHeHUs Mbln. OTO OCOBEHHO BaXKHO Mpu
paboTe C BbICOKO aKTUBHBIMW Y CEHCMBUNN3MPYIOLLMMIN BELLLECTBAMM.

147. (5.12) B TeyeHue Bcero BpeMeHW Mpouecca Mpou3BOACTBa BCE WUCMOMb3yeMble UCXOAHOE Cbipbe,
yNaKkoBOYHblE MaTepuarbl, Tapa Ans HepacdacoBaHHOW NPOAYKLUW, OCHOBHblIE €AVMHULBbI 000pyAoBaHUSA 1, Npwu
HeobX04MMOCTI, MOMELLEHUSA OOMKHbl OblTb MapKMpoBaHbl 3ITUKETKAMU WM MHBIM CMOCOOOM C yKasaHueMm
NPOU3BOAUMON MPOAYKUUN M 06pabaTbiBaeMOro WUCXOOHOrO Chbipbsi M YNMAKOBOYHbLIX MaTepuarioB, a Takke
0031pOoBKM (rae MpUMEHMMO) M HOMepa Cepun MpPou3BOAMMON MPOAYKUMK. Takad MapKUpoBKa OOIMDKHA Takke
yKasblBaTb CTaaui0 TEXHONOMMYECKOro npolecca (rae npuMeHUMo).

148. (5.13) OTUKETKMN, NPUKPENSIEHHbIE K KOHTE/HEpaM, 0OOPYAOBaAHUIO UMM NMOMELLEHNSAM, OOIMKHbI ObiTh
YETKUMW, OAHO3HAYHbIMKM, YCTAHOBIEHHOM npou3BoguTenem ¢opmbl. PekomeHayeTca B OOMOSNIHEHME K
MHGOPMAaLIMM Ha ATUKETKaX AN yka3aHus cTaTyca MCNnonb30BaTh LBETOBYIO MapKMPOBKY.

149. (5.14) MNMpoussBoguTenb AOIMKEH KOHTPONMPOBAaTb NPaBUIIBHOCTb COeAMHEHNsT TPYOONpOBOAOB 1 OPYTNX
yactern obopyaoBaHMs, MPUMEHSEMbIX 4115 TPAHCNOPTUPOBKM NPOAYKLMN N3 OGHOW 30HbI B APYTYHO.

150. (5.15) He ponyckaiwTca nwobble OTKMOHEHMS OT MHCTPYKUMA unu metoauk. Ecnu npowusowno
OTKINOHEHNE, TO OHO [JOMKHO OblTb MUCBMEHHO CaHKUMOHUPOBAHO IMLOM, MMEKLMM COOTBETCTBYOLLME
NOMTHOMOYMSI, C MPUBMEYEHNEM MPU HEOOXOAMMOCTUN NOAPa3AeNeHNsa KOHTPONA KavyecTBa.

151. (5.16) B npousBoacTBEHHbIE NOMELLEHNS MOXET BXOAUTb TOMbKO NepcoHarn, MeLWUin npaBo gocTyna
B HUX.

152. (5.17) B nomelyeHusix n Ha obopynoBaHuM, NpedHa3Ha4YeHHbIX ANs NPOU3BOACTBA NEKAPCTBEHHbIX
CpeAcTB, He JonyckaeTcs NPOM3BOACTBO MNPOAYKLUMU, HE ABNSAOLLENCS NeKapCTBEHHbIMU CpeaCTBaMM.
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MpenoTBpalleHne NepekpecTHON KOHTaMMHaL MK NPy NPOU3BOACTBE

153. (5.18) JomkHa BbITb UCKNIOYEHA KOHTAMUHALUS UCXOOHOMO ChIpbsl UMM NPOAYKUUN OPYIMM UCXOAHbIM
CblpbeM UnM npoaykumMen. Puck cnyvyalHOM nepeKkpecTHOW KOHTaMMHaUuKW BO3HWKAeT B pesynbTaTe
HEKOHTPONIMPYEMOrO pacnpoCTpaHeHUs Mblfn, ra3oB, MapoB, a’3po30Syiel UMM MUKPOOPraHU3MoB, B pe3ynbTaTe
06paboTKM MCXOAHOrO ChipbS M NPOAYKUMM, BCMEACTBUE HanuuMs OcTaTKoB Ha obopyaoBaHuM U Ha ofgexae
nepcoHana. CTeneHb pucka 3aBUCUT OT TuMa KOHTaMWMHaHTa W KOHTaMuHWpyemoun npogykumn. K Hambonee
OonacHbIM KOHTaMMHaHTaM OTHOCATCH BELLECTBa C BbICOKOW CEHCUOMMM3NPYHOLEN aKTUBHOCTLIO, Buonornyeckme
nekapcTBeHHble Mpenaparbl, cogepXalimne XuBble MUKPOOPraHu3Mbl, onpegenieHHble TOPMOHbI, LIUTOTOKCUYECKNe
nekapcTBeHHblE NpenapaTbl U ApyrMe BbICOKO akTVBHbIE BellecTBa. Hanbonee onacHom ABAsieTCA KOHTaMUHaUMS
NnekapCTBEHHbIX MpenapaToB, MpeAHasHayYeHHbIX AN MHbEKUWA, a Takke fekapCTBeHHbIX npenapaTos,
nNpMHUMaeMbix B 6onbLUMX Ao3ax v (Mnu) AnuTenbHOe BpeMsl.

154. (5.19) [Ona npepoTBpalleHUa MNEpPEeKPecTHON KOHTaMWHAUMM OOSMKHbI  OblTb  MPeayCMOTPEHbI
COOTBETCTBYHOLUNE TEXHNYECKME U (MNN) OPraHM3aUMOHHbIE MEPbI, B TOM YKChE:

a) (a) Npon3BoACTBO B BblAeNEHHbIX 30Hax (0b6s3aTensHoe AN Takux NPOAYKTOB, KaK MEHULWNINHDI, XUBble
BakuWHbI, JEeKapCTBEHHble npenapaTtbl, COAepXaliue >KUBble MUKPOOPraHu3mbl, W HEKOTOpble Adpyrue
Guonorvdeckne nekapcTBEHHble npenapaTbl) WM MPOWM3BOACTBO MO MNPUHLUMMY NPOU3BOACTBEHHBLIX LMKIOB
(kamnaHum c pasgeneHnemM Bo BpEMEHMW) C MOCNEAYOLLEN COOTBETCTBYIOLLEN OUNCTKON;

0) (b) obecneyeHve BO3OYLIHLIMU LUMHO3aMU U BbITSXXHBIMW YCTPONCTBAMMU;

B) (C) cBedeHMe K MWHMMYMY puUCKa KOHTaMWHauUWUW, BbI3bIBAEMOrO PELMPKYNAUMEN UMM MOBTOPHbLIM
nocTynneHneMm HeobpaboTaHHOrO UM HeJgoCTaTOYHO 0OpaboTaHHOro BO34yXa;

r) (d) xpaHeHue 3awWWUTHOW oOAexabl BHYTPU MOMELLEHMN, B KOTOPbIX OOpabaTbiBaeTca NpoayKums,
co3garoLas 0CO6eHHO BONbLUOW PUCK NEPEKPECTHON KOHTaMUHaLWW;

A) (e) npumeHeHMe MeToOOB OYMCTKM M OEKOHTaMuMHauuM C M3BECTHOW 3(AEKTUBHOCTBIO, TaK Kak
Hea(PHEKTUBHO ouULLeHHOe 06opyaoBaHMe 06bIYHO ABASETCH MCTOYHUKOM NEPEKPECTHON KOHTaMUHaLUWK;

e) (f) ncnonb3oBaHwme "3akpbITbIX CUCTEM" NPOM3BOACTBA;

X) (g) KOHTPONb HaNN4YMsA OCTaTKOB Y NPUMEHEHNE ITUKETOK, YKa3biBaloLLMX CTaTyC OYUCTKM 06opyaoBaHus.

155. (5.20) [lpousBoguTenb [OMKEH nepuoaudecku nNpoBepsaTb MpoBeAeHWe MeponpuaTuiA - no
NpegoTBpaLLEHNI0 MEPEKPECTHOM KOHTaMuHaUMM U KX 3EEKTMBHOCTb B COOTBETCTBUM C YTBEPKAEHHLIMU

npouegypamu.
Bannpauyus

156. (5.21) Meponpuatva no BanugauMn [OIMKHbI OblTb OCHOBOW AN Hagnexallew opraHusauun
NpOu3BOACTBA W KOHTPOJIA KayecTBa NeKapCTBEHHbIX CPEACTB B COOTBETCTBMM C HacToawmmn lNMpasunamu. OHu
OOMKHbI NPOBOAUTBLCA B COOTBETCTBUWM C YCTAHOBIEHHbIMW Mpouenypamu. [NonyyeHHble pesynbTaTbl U BbIBOAbI
OOMKHbI BbITb 0OPOPMIEHbI AOKYMEHTamNbHO.

157. (5.22) lpu BBEeAeHWM HOBOrO MPOMBILLNIEHHONO perfiaMeHTa WM HOBOro MeToAa MNpOM3BOACTBA
Heobx0AMMO AdokasaTb WX MPUrOAHOCTb AN CEePUNHOro NPov3BOACTBa. [OMMKHO ObiTb A0Ka3aHO, YTO AaHHbIN
npoLecc Mpov3BOACTBA NPU MCNOMb30BaHWM NMPEAYCMOTPEHHBIX UCXOOHOMO Cbipbs, YNaKOBOYHbLIX MaTepuanos U
o6opyaoBaHMsa NO3BOSSET NOCTOAHHO NPOU3BOAUTL NPOAYKLMIO TpebyeMoro KayecTsa.

158. (5.23) CywecTBeHHble UW3MEHEHUS Mpouecca MNPOM3BOACTBA, BKM4Yas nwboe n3MeHeHue
0o6opyaoBaHNA UMM UCXOAHOMO CbIPpbSi M YMAKOBOYHbIX MaTepuanoB, KOTOpble MOryT MOBNMATb Ha KavyecTBO
NpoAayKuun 1 (MNn) BOCMPON3BOAMMOCTb NpoLecca, A0MMKHbI MPOUATH Banvaaumio.

159. (5.24) lMpoueccbl M npoueaypbl cnegyeT noaBepratb MNepuoguyeckon peBanvaauuu (NOBTOPHON
Banugauun) ons rapaHTum Toro, YTO OHU OCTaKTCA MPUTOAHBIMW ANs AOCTUXEHMS TpebyembIxX pe3ynbTaToB.

McxogHoe chipbe

160. (5.25) 3akynka UCXOQHOrO Cbipbsi SIBNSAETCA BaXKHOW onepauunen, B KOTOPYI AOIMKEH ObiTb BOBNEYEH
nepcoHan, pacnonararLwmin Nogpo6HbIMA U NONHBIMU CBEAEHUSIMU O NOCTaBLUMKaX.

161. (5.26) VicxogHoe cbipbe OOIMKHO 3aKynaTbCs TOMbKO Y YTBEPXKAEHHbIX MOCTaBLUMKOB, yKasaHHbIX B
COOTBETCTBYHOLLEN cneundukaLmu, 1 Npu Hanuuum BO3MOXHOCTU HEMNOCPEACTBEHHO Y MPOM3BOAUTENEN NCXOOHOMO
Cbipbsi, KOTOpble OyayT SIBNSATbCA MOCTaBLUMKAMU WMCXOOHOrO Cbipbs. PekomeHayeTtcs, uTobbl chneundumkaumu,
YyCTaHOBIEHHblE NPOM3BOAWTENEM JIeKapCTBEHHbIX CPeACTB Ha WCXOAHOe Cbipbe, ObiMM  cormacoBaHbl C
nocTaBLiMKamun. Bce acnekTbl nNpou3BoACTBa W KOHTPOMS WUCXOOHOrO Cbipbsi B OTHOLWeEHWM TpeboBaHui K
obpalleHno, MapKMpoBKe, ynakoBke, npoLeaypam oTOpakoBKW, a Takke PaCCMOTPEHMIO NPETEH3UA AOMKHbI ObITb
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cornacoBaHbl Mexay NPou3BOANTENEM NEKapCTBEHHbIX CPEACTB 1 MOCTaBLLUKOM.

162. (5.27) B kaxpgowm noctaBke [OOSMKHbI MPOBEPSATLCA LENOCTHOCTb YMakoBKM M nromb, cooTBeTcTBUE
YKa3aHHbIX B HaknagHown cBeAeHWU 3TUKeTKam nocTaBsLLmKa.

163. (5.28) Ecnn ogHa nocTtaBka UCXOAHOrO ChipbA COCTOUT M3 Pa3fUYHbIX CEPUN, TO Kaxayl cepuio
HeobOX04MMO paccMaTtpuBaTb Kak OTAENbHYH B OTHOLEHWM oTbopa npob, NMpoBedeHUs UCMbITaHMA U Bblgayu
paspeLLeHnst Ha UCMONb30BaHMe.

164. (5.29) Haxogsuieecs B cknagckon 30HE MCXOOHOE Cbipbe OOMMKHO ObiTb COOTBETCTBYHOLLMM OOpa3om
MapkupoBaHo (nMyHKT 148 Hactoawmx [MpaBun). OTWKETKM [OOMKHbl COAepXaTb B TOM 4uUCre CrneayloLyto
MHdopMaLnIo:

HaVMeHOBaHWe NPoAyKUMM 1 NpU HEOOXOAMMOCTU BHYTPU3aBOACKON KOZ,;

HOMeEp cepumn NpomsBoauTeNs 1 (UnM) HOMep cepun, NPUCBOEHHbBIN NPY NPUEMKE;

roe npuMEHMMO, CTaTyC COAEPXMMOro (Hanpumep, "B KapaHTuHe", "Ha wucnbiTaHuun", "paspelueHo",
"3abpakoBaH0");

CPOK roOHOCTU Unu, rae NpMMeEHMMO, aaTy, nocrne Kotopon TpebyeTca npoBegeHne NOBTOPHOIO KOHTPONS.

Ecnn ucnonb3yloTca MOMHOCTLIO KOMMbIOTEPU3MPOBAHHBLIE CUCTEMbI XPaHEHWs, TO YyKa3biBaTb BCK 3Ty
NHAOPMALIMIO Ha 3TUKETKE He 0bA3aTenbHO.

165. (5.30) lNpousBoauTenb OOMKEH YTBEPAMTb Mpouedypbl WM Mepbl, rapaHTUpylowue MNOANMHHOCTb
COLEPXKNMOro KaXkaoro KOHTEMHepa UCXOOHOIO Cbipbs. KOHTEHEPI, U3 KOTOpbIX Oblnn 0ToOpaHbl NPoOkI, JOIKHbI
ObITb MpOMapKMpoBaHbI (MYHKT 216 HacTosAwmx Mpasun).

166. (5.31) lNMpousBoouTenb OOMKEH MCMOMNb30BaTb TOMBKO TO WCXOAHOE ChbIpbe, KOTOPOE paspeLleHo
nogpasgeneHmem KOHTPOMs KayecTBa M MMEET HE UCTEKLIMIA CPOK FOOHOCTMW.

167. (5.32) WcxogHoe cbipbe [OMKHO BblgaBaTbCsl TOMbKO CreuuarnbHO Ha3HayYeHHbIMW NuuaMui B
COOTBETCTBMM C YTBEPXKAEHHOM npoueaypon, 4Tobbl rapaHTMpoBaTb, YTO HY)XHOE WCXOOHOE Cbipbe TOYHO
OTBELLEHO UM OTMEPEHO B YNCTYIO U Haanexalmm obpasoM MapkupoBaHHYHO Tapy.

168. (5.33) JomkHa NpoBOANTLCHA HE3aBUCUMAs MPOBEPKa KaXaoro BblIAAHHOTO MCXOAHOMO Chipbs, a Takke
ero maccol unm obvema. Pesynbtathl IpoBepKky AOMKHbI BbITb 0POPMNEHbI JOKYMEHTAMNbHO.

169. (5.34) VcxogHoe cbipbe, BblgaHHOE ANA KaXdoW cepuu, OOMKHO XPaHUTbCS BMECTEe U 4YeTKO
MapKMpoBaTbCS.

TexHonormyeckune onepawuum: NPoOMeXyTo4YHast
N HepacgacoBaHHasl NpoayKLUs

170. (5.35) [lepepn Hadvarnom nOON TEXHOMOMMYECKOW onepauuMn [OIKHbI OblTb MPUHATBI  Mepbl,
rapaHTupylowme, 4to paboyas 3oHa n obopyaoBaHWe OYULLEHbI U OCBOOOXAEHbI OT ft0BOro UCXOOHOro Chipbs,
NpOAYKLUUW, OCTATKOB NPOAYKLMMN UNN AOKYMEHTaL MU, HE UMEILLMX OTHOLLEHUS K 3annaHnpoBaHHOW onepawmu.

171. (5.36) NpomexyToyHas n HepacdacoBaHHasa NPOAYKLMS AOIMKHA XPaHUTLCSA B HaANexalmux ycroBusx.

172. (5.37) Kputudeckue npouecchl 4OMMKHbI NPOMTK Banugaumio (MyHkTel 156 - 159 HacToawwmx MNpasun).

173. (5.38) JomkHbl 66T NpoBeAeHbl U AOKYMEHTanbHO 0POpMIieHbl BCe HEOOXO0AMMble MEPONPUATUS NO
KOHTPOIMIO B NpoLecce Npon3BoACcTBa U KOHTPOSHO MPOU3BOACTBEHHOW cpefpbl.

174. (5.39) Jloboe cylLlecTBEHHOE OTKIMNOHEHWE OT OXWOAEMOro BbIXxOAa MPOAYKUMM [OIDKHO ObITb
0pOpMIIEHO AOKYMEHTaNbHO 1 paccneaoBaHo.

YnakoBo4Hble mMaTtepuanbl

175. (5.40) 3akynke v KOHTPOJIIO NMEPBUYHbBIX U NeYaTHbIX YNaKOBOYHbIX MaTtepuanos, a Takke obpalleHnto ¢
HYMK HeOBXOAMMO yAenAaTb Takoe Xe BHUMaHMne, Kak U UCXOAHOMY CbIpbiO.

176. (5.41) Ocoboe BHUMaHME HEOOXOAMMO yAenaTb neyaTHbIM MatepuanamMm. OHM JOIMKHbI XpPaHUTbCS B
Ge3onacHbIX YCIOBMSAX, UCKMOYAOLWMUX OCTYN NOCTOPOHHMX N1L. Pa3pesaHHble 3TUKETKM U OpYyrue pa3po3HEHHbIe
neyaTHble MaTepmanbl OOMMKHbI XPaHUTBCA M TPAHCMOPTUPOBATLCH Pa3feNibHO B 3aKPbITOM Tape, MCKMoYaloLwen
ux nepenyTtbiBaHWe. PaspelleHne Ha MCNoNb3oBaHWE YNAaKOBOYHbLIX MaTepuanoB AOMMKHO Bbl4aBaTbCA TOMbKO
crneumanbHO Ha3Ha4YeHHbIMU NMLaMu B COOTBETCTBUU C YTBEPXKAEHHOW npoLeaypomn.

177. (5.42) Kaxpgon noctaBke WMy Cepumn NepBUYHBIX UMW NeYaTHbIX YNaKoBOYHLIX MaTepuarioB [OMKeH
ObITb MPUCBOEH NOEHTUDMKALMOHHBIN HOMEP UNN NAEHTUHUKALMOHHDBIA 3HAK.

178. (5.43) lNpocpoyeHHble NN HENPUroadHbIE K UCMOMb30BaHUIO MeYaTHble UM NepBUYHbIE YNAKOBOYHbIE
mMaTepuanbl LOMMKHbI ObITb YHUUYTOXEHbBI C AOKYMEHTarnbHbIM 0hOpMITEHNEM.

Onepauun No ynakoBke
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179. (5.44) MNpwn cocTtaBneHMn NnaHoOB onepauuii No ynakoBke ocoboe BHMMaHue JOMKHO OblTb yaAeneHo
CBEAEHMI0O K MUHVMMYMY pUCKa MepeKkpecTHOW KOHTaMuHauuw, nepenyTbiBaHWs unvM nogmeHbl. He ponyckaetcs
ynakoBbIBaTb NPOAYKLUMIO pPasnnyHbiX BUAOB B HenocpeacTBEHHOW 6nmusoctu Apyr OT Apyra, 3a MCKIHYeHWeMm
cnyyaes, NpegycmaTtpuBaloLLmnx usnyeckoe pasgerneHue.

180. (5.45) lNepen Hayanom onepauuit NO ynakoBke AOSMKHbI ObITb NPeanpuHSITLI Mepbl, rapaHTUpyoLLne,
yTO paboyas 30Ha, YNaKOBOYHbIE MMHUK, NMEeYaTHble MaLlUHbI U Apyroe obopyaoBaHue ABASIOTCA YMCTbIMU U He
cogepXaTt nwobble UCMOMb30BaBLUMECS] paHee JleKapCTBEHHble CpeacTBa, YMakoBOYHbIE Martepuanbl  Wiv
OOKYMEHTbI, eCrin OHM He TpebyloTcsa Ana 3annaHupoBaHHOW onepauun. O4ncTka NMHUKM OOSDKHA MPOBOAMTHCS
COrNacHo yTBEPXXAEHHOW npoLeaype.

181. (5.46) HaumeHoBaHMe 1 HOMEp cepumn ynakoBbIBAEMOW NPOAYKLUN AOMKHbI BblTh yKadaHbl Ha KaXaoM
YyNakoBOYHOM MECTE UIN NINHUMN.

182. (5.47) Mpwn nocTynneHnM NPoAYKLMU N YNakoBOYHbIX MaTepmnanosB Ha y4acTOK YNakoBKU AOMKHO ObiTb
NMPOBEPEHO MX KONNYECTBO, MAEHTUYHOCTb U COOTBETCTBUE MHCTPYKLUMAM MO YrNaKoBKe.

183. (5.48) Matepumanbl nNepBMYHOW YMAKOBKM Mepen Havarom onepauyMyM HamnonHeHWst AOSKHbl ObiTb
yncTeiMm. Heobxoammo obecneunTb npedoTBpalleHne U ycTpaHeHne niobor KOHTaMUHaUWMW, TakoW Kak OCKOMKU
CTeKna n metanfmyeckme 4actuupl.

184. (5.49) PekomeHayeTcsl OCYLLECTBNSATL MAapKMPOBKY Kak MOXHO ObicTpee nocne dacoBKU U YKYMOPKW.
JomkHbl ObITb MPUHATHI HEOOXOAMMbIE Mepbl, FapaHTUPYKLME, 4Y4TO He NpouM3onaeT nepenyTbiBaHUSA UMK
OLIMBOYHON MapPKUPOBKMN.

185. (5.50) lNpaBunbHOCTL BbINOSMIHEHMS NIOOLIX MeYaTHbIX onepauuin (Hanpumep, HaHeceHUs HOMepOoB
cepun, Cpoka rogHOCTM), OCyLLEeCTBNSEMbIX MO0 Kak OTAernbHas TeXHoMnornyeckasa onepauums, nmbo B npolecce
ynakoBKW, HeobxoanMo TaTenbHO KOHTPONMpoBaTb M 0hOpMASATb AoKyMeHTanbHo. Ocoboe BHUMaHWE AOIMKHO
ObITb yAeneHo py4HON MapKUPOBKE, KOTOPYIO HEOBXOOUMO perynspHO NnepenpoBepsiThb.

186. (5.51) Ocobble mMepbl NPegOCTOPOXKHOCTM AOMMKHbI cOBNoaaThCa MPUM MCMOMNb30BaHMM pa3pe3aHHbIX
3TMKETOK M HaHECEeHMU MapKMPOBKW BHE MWMHUKM ynakosBku. [na npegoTBpalleHus nepenyTbiBaHWs neyvyaTHOro
mMaTepuana pekoMeHayeTCs UCMOoMb30BaTb 3TUKETKN B PYNIOHE BMECTO pa3pe3aHHbIX 9TUKETOK.

187. (5.52) [lMpowussoguTenb [JOMKEeH MNPOBOAUTbL MNPOBEPKWU, rapaHTUpyloLlmne, 4YTO BCE SNEKTPOHHbIe
YCTPONCTBA CUYNTBLIBAHWS KOAA, CHETUMKN STUKETOK U aHAINOMMYHble YCTPOKCTBa paboTalT NpaBuibHO.

188. (5.53) MapkupoBKka YMNakoOBOYHbIX MaTepuarioB, HaHECeHHas C MOMOLbK MevyaTtn unu MeToaAoM
TUCHEHMS, OOMKHA ObITb OTYETNIMBOM U YCTOMYMBOW K BbILBETAHWUIO UM CTUPAHUIO.

189. (5.54) lNpu koHTpone npoLecca ynakoBkM NPOAYKUMW Ha NIMHUKX OOMKHO MPOBEPSATLCS, B YaCTHOCTMH,
cnepywliee:

a) (a) obLmMi BHELLUHUI BUA YNAKOBOK;

0) (b) KOMNNEKTHOCTb YNaKoBOK;

B) (C) ucnonb3oBaHWe Hagnexalmx BuaoB NPOAYKLMN U YyNakoBOYHbIX MaTepuarnos;

r) (d) npaBUNbHOCTb HaHECEHMUS OO0 MapKUPOBKY;

A) (e) npaBMnbHOCTb PaboTbl KOHTPOMbHBLIX YCTPONCTB Ha NUHUN.

190. O6pa3supl, B3sTble C YNAKOBOYHOMW NIMHWUW, HE cnedyeT Bo3BpallaTb NOBTOPHO Ha MMHUIO.

191. (5.55) Ecnu npu ynakoBke NpogyKumyM BO3HUKNWM HenpeaBuAeHHbIe 0OCTOSATENBCTBA, OHA MOXET ObITb
BO3BpallleHa B MPOM3BOACTBO TOMbKO MOCME CreuManbHOW MNPOBEpPKM, MPOBEAEHWUsi paccrnefoBaHust U C
paspeLleHnst NMua, MMEILLIEro COOTBETCTBYIOLLME MOMHOMOYMSA. YKa3aHHble OENCTBUS OOMKHbI ObiTb 0OPMIIEHbI
B BuJe NpOTOKOma, KOTOPbIA HEOOXOAMMO XpPaHWUTbL B YCTAHOBIIEHHOM MOPSOKE.

192. (5.56) lMpun cyLwecTBEHHOM WM HEOOLIYHOM PaCXOXAEHMU, YCTAHOBIIEHHOM BO BPEMSsI COCTaBIEHUSA
mMaTtepuaneHoro 6anaHca, Mexgy KOnMyecTBOM HepacdacOBaHHOM MpOoAyKUWM, Me4YaTHOro YnakoBOYHOMO
mMaTtepuana u 4YMCrom NPOW3BEAEHHbIX €OUHMWL, TOTOBOM MpoJyKuMM HeobGXxoguMMO NPOBECTU paccrnefoBaHue U
YCTaHOBUTb NPUYUHY 3TOr0 PacxoxgeHus 40 BblAdaun pa3peLleHmns Ha BbiMycK.

193. (5.57) lNocne 3aBeplleHns onepauuin Mo ynakoBke MOOble OCTaBLUMECH YNAKOBOYHbIE MaTepuarnbl C
HaHECEHHbIM Ha HUX HOMEPOM Cepwuu [AOMKHbl OblTb YHUYTOXEHbI C MOCMNEeAyWUM OOKYMEHTarnbHbIM
ocdhopmneHuem. BosBpar Ha cknag HeMapKMpOBaHHbIX YNakOBOYHbIX Matepuanos Npou3BOAAT B COOTBETCTBUM C
YTBEPXKAEHHOW NPOLLeypON.

oToBas Npoaykums
194. (5.58) o Bblgauun paspeLleHUs Ha BbIMyCK rotoBas NpoAyKUUSA OOIPKHa coaepXaTbCs B KapaHTUHE B

YCINOBUSIX, YCTAHOBMNEHHbIX MPOU3BOOUTENEM.
195. (5.59) [lo MomeHTa nony4YyeHus paspeLleHnst Ha BbIMyCK AOJPKHA ObiTb MpoBedeHa OLeHKa KayecTBa
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roTOBOM MPOAYKUUN U HEOBXOOAMMOW AOKYMEHTauun B nopsgke, YCTaHOBMEHHOM nyHkTamu 202 - 236 HaCcTOoALWNX
Mpasun.

196. (5.60) lNMocne Bblgayn paspelleHnst Ha BbINMYCK roToBasi NMPOAYKUNS AOMKHA XPaHUTLCA Kak npurogHasi
ANs peanusaunm B YCNOBUSX, YCTAaHOBIIEHHbIX MPON3BOAUTENEM.

OTKITOHEHHbIE, NOBTOPHO MCMNOJ1Ib30OBaHHbI€ N BO3BPALLEHHbIE
maTtepuanbl U NnpoayKuunaA

197. (5.61) OTKNOHEHHble MaTepuarnbl U NPOAYKUMUS OOIMKHbI MMETb YETKyl0 MapKMpOBKY U XPaHUTLCS
pas3genbHO B 30Hax C orpaHnyeHHbiM gocTtynom. OHM noanexart Bo3BpaTy MOCTaBLUUKy, nepepaboTke (ecnu 3To
OOMNYCTUMO) UMK YHUUTOXEHUIO. JlioOble BbINOMHEHHbIE AEWCTBUSA AOMKHbI OblTb OPOPMMNEHbI JOKYMEHTANbHO U
CaHKUMOHMPOBAaHbI NMuamMm, UMeLLUMN COOTBETCTBYIOLLME MOFTHOMOYMS.

198. (5.62) MNepepaboTka OTKNOHEHHOW NPOAYKLMU AOMYCKAETCH B UCKITIOYUTENBHbIX CRyvasx npu ycrnosuu
OTCYTCTBMSA yXYALIEeHUS KadvecTBa rOTOBOM MPOAYKUUM W BbIMNONIHEHMS Bcex TpeboBaHun cneumndukaumin.
MepepaboTka QoOMKHaA OCYLLECTBNATLCA B COOTBETCTBUM C YTBEMKAEHHLIM MPOMBILLMEHHbIM PerfiamMeHTom nocne
OLEHKN BO3MOXHOIO pyrcKa C nocneayowmm 4OKyMEHTanbHbIM 0POpMIEHNEM.

199. (5.63) TloBTOpHOE WCMNOMbL3OBaHWE BCEW CEPUM WNM YacTU paHee MNPOM3BELAEHHBIX Cepun
COOTBETCTBYIOLLEIO KayecTBa nyteM OO0beAuHEHWS C cepuelrt TakoW >xe MpogyKuuu Ha onpeaerneHHow crtaguu
NPOW3BOACTBA, NPEAYyCMOTPEHHOW MPOMBbILISIEHHBIM perfiameHToM, AOMKHO ObiTb CaHKUMOHMPOBaHO 3apaHee C
Y4YETOM OLIeHKN BO3HMKAIOLLMX PUCKOB, BKITHOYas foboe BO3MOXHOE BIIMSAHWE HA CPOK rOAHOCTU. [edaTenbHOCTb Nno
MOBTOPHOMY MCMOSIb30BaHWUI0 AOMKHA BblTb OPOpMIIeHa JOKYMEHTanNbHO.

200. (5.64) HeobxogmmocTb [OOMOMHUTENBLHOrO KOHTpons nobow roToBow MpoAyKuMu, npoLleaLlen
nepepaboTKy, Unn NPoAaykuMmn, B KOTOPYIo Obina BKMOYEHa MOBTOPHO WCMOMb30BaHHas npoAaykuus, onpeaenset
noapasgeneHne KOHTPOs KadecTBa.

201. (5.65) BosBpalleHHass C pblHKa NPOAYKUUSA, Hag KOTOpPOW Oblnm yTpayeH KOHTPOSlb CO CTOPOHbI
npoussoauTens, AormkHa BblTb YHUYTOXEHA, €Cnn He NMOATBEMKAEHO COOTBETCTBME €€ KavyecTBa YCTaHOBIEHHbIM
TpeboBaHuaM. PelieHne o0 NOBTOPHOW Mpogaxe, NepemMapkMpoBKe MMM NOBTOPHOM UCMOMb30BaHUM MOXET ObiTb
MPUHATO TOMbKO MNOCMe CrneuuanbHoOro adHanusa, MpPOBEeAeHHOro fnoApasfeneHneM KOHTpOnsA KayecTBa B
COOTBETCTBUM C YTBEPKAEHHOW npouedypon. pu 3Tom HeobXoAMMO yuuTbiBaTb XapakTep NPOAyKuuM, ee
NpeabICTOPUD 1 COCTOosiHMe, cobnogeHne cneumarnbHbiX YCNOBUWA XpaHEHUs W BpeMs, npolleflwiee ¢ Aatbl
Bbinycka. [lpu nobbIX COMHEHUsIX B OTHOLUEHWM KavecTBa MPOAYKUMM He [JoMyckaeTcd ee NOBTOpHoe
MCMoNb30BaHME MNN NOBTOPHBIA BbIMYCK, HO AOMYCKaeTcs ee xmMmuyeckas nepepaboTka C Lenblo pereHepaumm
aKTUBHbIX NHIPeaneHTOB. Bce BbinonHsemble AeNCTBUSA AOMKHbI ObiTb 0POPMMNEHbI LOKYMEHTasbHO.

KOHTPOJ1b KAYECTBA (I'TIABA 6)
MpuHUKMN

202. KoHTponb kadecTBa Bknto4vaeT B ceba otbop npob, npoBeaeHME MCMbITAHUA M MPOBEPOK Ha
cooTBeTCTBME TpeboBaHuMaM cneumdukaunii, WHCTPYKUUA W  OpyrMxX [OKYMEHTOB, oOpraHusauuio paboThl,
OOKyMeHTanoHoe odopMneHne 1 Bblgayy paspelleHunid Ha BbinycK. Llenb KOHTpomns kayectBa - He OOMYCTUTb K
MCNONb30BaHWIO MMM peanusauum MaTtepuanbl UNM NPoaykuuio, He YAOBMETBOPSAOLME YCTaHOBMEHHbIM
TpeboBaHuaM. KoHTponb KadecTBa He orpaHMuMBaeTCsl nlabopaTopHbIMU paboTamm, OH OOIMKEH COMPOBOXAATb
NpUHATUE BCEX peLUeHUin, Kacalwuxcsa KadectBa npoaykumn. OcHoBononarawwmMm MApUHUMNOM  AnS
yAOBNETBOPUTENBHON paboTbl MNoApasdeneHns KOHTPOMNS KayecTBa CUMTAeTCsa ero He3aBUMCMMOCTb  OT
NPOu3BOACTBEHHbIX NogpasaeneHun (NyHkTol 5 - 23 HacTosAwmx Mpasun).

O6wume TpeboBaHus

203. (6.1) B cTpykType Kkaxgoro npou3BoauTens AOMMKHO ObiTb nogpasfgerneHne KOHTPONsA KavecTsa,
He3aBuCKMMOe OT Apyrux noapasgeneHunii. PykoBoautens 3TOro nogpasgeneHus 4omKeH MMeTb COOTBETCTBYHOLLYIO
KBanumkauuo 1 onbIT paboTbl, B €ro NoAYMHEHUN OOSKHbI HaxoOAWTbCS OA4HA WM HECKOSbKO KOHTPOSbHbIX
nabopaTtopwuii. MNogpasgeneHne JOmMKHO GbiTb 06ecnevyeHo 4OCTaTOYHbIMM pecypcamu, YToObl rapaHTMpOBaTh, YTO
BCE MepOoNpUSITUSI MO KOHTPOJSIO KayecTBa NpoBoaATCs apdeKTUBHO 1 HAAEXKHO.

204. (6.2) OcHoBHble 00513aHHOCTU PYKOBOAUTENS NOAPA3AeNeHUs KOHTPOSS Ka4yecTBa U3MNOXEHbI B MyHKTax
24 - 45 nactoawumx Mpasun. Ha nogpasgeneHve KOHTPONsA kavyecTBa MOryT ObiTb BO3MOXeHbl MHble 006513aHHOCTH,
B TOM uucre paspaboTka, Banugauuss u BHeOpPeHWe BCEX MpoLedyp MO KOHTPOM KavecTBa, XpaHeHue
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KOHTPOIbHbIX 0Bpas3LoB MCXOOHOMO Chipbd, YNAKOBOYHbIX MaTtepuanoB M npoaykuuu, obecnevyeHne npaBuUnbHOM
MapKUPOBKN YNAKoOBOK C MCXOAHbIM CbIPpbEM M NpoAayKUMen, HabnoaeHme 3a cTabunbHOCTBIO NPOAYKUUK, ydacTue
B paccrnefoBaHum NpeTeH3nn B OTHOLLEHUN KayecTBa NpoAyKUMN. YKa3aHHble 00513aHHOCTY OOIMKHbI BbINONHATHCS
B COOTBETCTBUM C YTBEPXKAEHHBIMU NpoLeaypaMu 1 Npu Heo6xoaMMoCcTn 0PopPMNATLCS JOKYMEHTanNbHO.

205. (6.3) lNMpu oueHke kadecTBa rOTOBOW MPOAYKLUW AOSMKHbI paccMaTpuBaTbCsi BCE COOTBETCTBYHOLUME
dakTopbl, BKMOYaA YCMOBMS MPOWM3BOACTBA, pe3ynbTaTbl KOHTPONSA B Mpouecce npousBoAacTBa, 0030p
NPOU3BOACTBEHHOW OOKYMEHTaumu (BKMYasi JOKYMEHTaUMI0O Ha YMakoBKY), COOTBETCTBME cheuudmkaumam Ha
rOTOBYIO NPOAYKLMIO U MPOBEPKY OKOHYATENbHOM YNAaKOBKU FOTOBON NPOAYKLNN.

206. (6.4) MNMepcoHan nogpasaeneHnst KOHTPOA Ka4ecTBa AOMMKEH UMETb JOCTYN B NPOM3BOACTBEHHbIE 30HbI
anst otbopa npob 1 NnpoBeaeHUsa He0bXoOAUMBIX CCNEeSOBaHNN.

MpaBnna HagnexaLllero nabopaTopHOro KOHTPONA Ka4yecTBa

207. (6.5) MNomelweHna n obopyaoBaHUe KOHTPOSbHbLIX NlabopaTopuii OMKHbI COOTBETCTBOBATL OOLMM U
crneumanbHbeiM TpeboBaHMAM, NpeabaABAseMbIM K 30HaM KOHTPOMS KadecTBa, YCTAHOBMEHHbIM MyHKTamu 46 - 91
HacToawmx MNpaswun.

208. (6.6) MNMepconan, nomelleHus n obopygoBaHue nabopaTopun JOMKHbI COOTBETCTBOBATL BUAY U 06bemMy
npousBoacTBa. B oTAenbHbIX cryyasix AONycKaeTcs WUCMNONb30BaHWE CTOPOHHWMX fabopatopuii npu yCrioBum
BbIMOMHEHNA MMU TpeboBaHWIi, W3NOXEHHbIX B nyHkTax 237 - 255 Hactoawmx [lpaBun, u BHECEHUS
COOTBETCTBYHLLUMX 3anNncen B JOKYMEHTBI MO KOHTPOSHO KayecTBa.

[okymeHTaums

209. (6.7) [okymeHTauusas KOHTPONbHbIX nabopaTtopunm [OMmKHa COOTBETCTBOBAaTb TpeboBaHUAM,
N3NOXeHHbIM B NyHkTax 92 - 134 HactoAwwmx MNpasun. BaxHasa 4acTb 9TON AOKYMEHTaLMn OTHOCUTCS K KOHTPOSO
KayecTBa.

210. B nogpa3sgeneHnm KOHTPOMs KayecTBa AOMkHa ObITb Nerko AoCTynHa criegylollas JOKyMeHTaums:

cneundukauuu;

npouenypsbl oT60pa Npoo;

METOAMKN N JOKYMEHTBI MO NPOBEAEHHBIM UCMbITAHUAM (B TOM YMCIEe aHanMTU4eCKne onepalmoHHbIE NINCTBI
n (unn) nabopaTtopHble XypHarbl);

aHannTM4eckue OTYETLI U (MNK) OOKYMEHThI, NOATBEPXKAAOLLNE KAYeCTBO;

pe3ynbTaTbl MOHUTOPWHIa NPON3BOACTBEHHON cpeapl, rae TpebyeTcs;

NPOTOKOIbI Banuaaunm MeTOANK UCMbITAHWUIA, TAe NPUMEHUMO;

npoLeaypbl 1 NPOTOKOMbl KAaNMBpoBKM NPUBOPOB U TEXHUYECKOTO 06CnyXnBaHMs obopyaoBaHuUS.

211. (6.8) Ilobas JOKyMeHTaums MO KOHTPOSIO KayecTBa, OTHOCALLAACS K 3anMcam No Npou3BoaCTBY Cepun
NpoayKUUW, OOJMKHA XPaHUTLCH B TeYeHWe OZHOro roga nocrne UCTeYeHUs cpoka rogHOCTN CEpUnN U B TEYEHMe He
MeHee NATW feT MOocre OLEHKA COOTBETCTBUSA CEepun YNOMHOMOYEHHbIM NMLUOM B YCTaHOBIIEHHOM mMopsiake
(nognyHkT "B" nyHkTa 28 HacTosAwwmx Mpaswun).

212. (6.9) Ons HekoTOpbIX BMAOB AaHHbIX (HanpuMmep, pe3ynbTaToB aHanUTUYECKUX UCNbITaHUKM, BbiXxoAa
rOTOBOM NPOAYKLUMW, MNapamMeTpoB MNPOM3BOACTBEHHOW Cpedbl) PEKOMEHOYeTCA XpaHuTb 3anvcu B Buae,
NO3BOMAIOLLEM OLEHMBATb TEHAEHUNN M3MEHEHUSA NapaMeTpOB.

213. (6.10) B gpononHeHne k nHdopmMaLmMm, ABASIOLENCS YacTbio AOCbE Ha Cepuio, AOMKHbI COXPaHATLCH U
ObITb NErkogoCTYMHBIMU ApYrue NCXodHble AaHHble, TakMe Kak nadbopaTopHbIe XypHarnbl U (Mnx) 3anucu.

Ot60p npob

214. (6.11) lpoussogutenb [OIMPKEH OCYLWECTBNSATbL OTOOP Mpo6 B COOTBETCTBUMM C YTBEPXKAEHHbIMU
npoweaypamu, KOTopble ONpeaensoT:

cnocob otbopa npobbi;

ucnonb3yemoe 060pyaoBaHuE;

Konm4ecTBo obpasua, KOTopoe A0MKHO BbiTb 0TOBpPaHo;

npouenypbl No pasgenexHnto otobpaHHoro obpasua Ha YacTtu (npyu HeobxoanmocTw);

TWN N COCTOSIHWE Tapbl, UCMONMb3yeMon A5is oToopa npobbi;

naeHTUdrKaLmo Tapbl ¢ 0TOOpaHHbLIMKU Npobamn 1 Taphbl, U3 KOTOPOW OblNK 0ToOpPaHbLI NPOGLI;

nobble ocobble Mepbl NPeaoCTOPOXHOCTU, KOTopble Heobxogumo cobntogaTtb, ocobeHHO npu oTbope
00pasL0oB CTepUIbHbIX U BpeAHbIX BELLECTB;
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YCIOBUSI XpaHEHWS;

npoLieaypbl MO OYNCTKE U XpaHeHUo obopyaoBaHus ang otéopa npob.

215. (6.12) OtobpaHHble KOHTpOMbHble o6pasubl AOMKHbI MNpPeacTaBnsaATb CoboV NpeacTaBUTENbHYHO
BbIOOPKY CEepum MCXOOHOrO Cbipbs, YMAKOBOYHbIX MaTepuanoB WNU roToBow npoaykuuun. MoryT ObiTb Takke
oTobpaHbl AONONHUTENbHbIE 0Opasubl AN MOHWTOPWHra Havboree BaXKHbIX 3TanoB npolecca (Hanpumep, ero
Hayana wurm oKOHYaHwus).

216. (6.13) Ha aTtukeTke Tapbl C 0TOOpaHHbIMK 0bpa3suammn A0MmkHbI ObiTh yKa3aHbl ee coaepXXnmoe, Homep
cepuu, gaTta otbopa npob, a Takke 0603HaAYEHME YNAKOBKN, N3 KOTOPOW 3T MPOOLI ObINN 0TOOPaHBbI.

217. (6.14) OJononHuTenbHble TPeb6OBaHUSA B OTHOLLEHMM KOHTPOJBbHbLIX N apXMBHbLIX 06pa3LoB NpMBEAEHbI B
MpunoxexHun N 18 k HacTosAwmMm NpaBunam.

lNpoBegeHne ncnbiTaHum

218. (6.15) MeTogmku KOHTpONSA KadecTBa AOMKHbI ObiTb BanuaupoBaHbl. Bce ucnbitaHus, npyBeaeHHbIe B
perncTpaumMoHHOM A0Cbe, AOMKHbI OblTb NPOBEAEHbI B COOTBETCTBMM C YTBEPKAEHHBIMU METOANKAMMU.

219. (6.16) MNony4eHHble pesdynbTaTbl UCMLITAHUIA AOMKHBI ObiTb AOKYMEHTanbHO 0opMIIEHbl M MPOBEPEHDI
ONsi rapaHTUM UX COOTBETCTBUSA OPYr Apyry. Bce pacyeTbl AOMKHbI TLWATENbHO NPOBEPSATHCS.

220. (6.17) MNpoBoAnMblE UCMbITAHUS OOJMKHBI PETMCTPUPOBATLCA C YKa3aHMeM B JOKYMEHTax, B TOM 4yucre
crnepywLmnx AaHHbIX:

a) (a) HaMMeHOBaHNE UCXOLHOTO ChIpbs, YNAKOBOYHbIX MaTtepuanos UM NPoAyKUMU 1 Npu HeobxoanmmocTm
nekapcTBEHHON OOPMbl;

©) (b) HOMep cepun, NPUCBOEHHbIN NPY MPUEMKE, U, TAe MPUMEHNMO, HOMEP CEepUM NPOU3BOAUTENS, a TaKke
HavMeHoBaHuWe NponsBoanTens u (Mnn) NOCTaBLLUKa;

B) (C) ccbinka Ha COOTBETCTBYLME cneumdukaumm n npouenypbl MCNbITaHWUI;

r) (d) pesynbtaTtbl MCMbITAHUA, B TOM 4ucre HabN4eHUs, BbIYMCIEHUS, U CCbINKU Ha BCE [OOKYMEHTHI,
copepXaliue pesynbTaTbl NPOBEAEHHbIX aHann30B;

4) (e) oaTtbl NpoBeaeHUs NCMbITaHUR;

e) (f) hamunun n nHMumanel Uy, NPOBOAMBLUNX UCTbITAHWE;

X) (g) damunum n nHMLMansl vy, NPOBEPUBLUNX NPOBEAEHNE UCTIbITAHWUIA U pe3yrnbTaTbl BbIMUCIIEHWN, Tae
NPUMEHNMO;

3) (h) ogHO3HAYHOE 3aKkNoYeHNE O Bbidaye paspelleHns Uy OTKIIOHEHUN NPOAYKUUN (MnK Apyroe pelueHne
0 cTaTyce npogykuuu), gata u nognucb OTBETCTBEHHOIO Nuua.

221. (6.18) Bce onepauun no KOHTPOMO B NpoLecce Npon3BOACTBA, BKMOYas Te, KOTOPble BbINOMHATCA B
NPOU3BOACTBEHHOW 30HE MNPOM3BOACTBEHHbLIM MEPCOHanoM, HeobxoAMmoO OCyLecTBAATb B COOTBETCTBUM C
MeToaMKaMu, YTBEPXKOEHHbIMU noApasferieHneM KOHTPOMs KavecTBa, a WX pesynbTaTbl OOSMKHbl  ObiTb
ohopMMeHbl AOKYMEHTarnbHO.

222. (6.19) Ocoboe BHMMaHME HeOOXOOAMMO YyAENATb KavyecTBY IabopaTOpPHbIX pPeakTMBOB, MEPHOM
nabopaTtopHOM MOCyAbl M TUTPOBaHHbIX pPacTBOPOB, CTaHAAPTHbIX 06pa3LoB M nuTatenbHbIX cped. WUx
NPUroToBNEHMEe N NOArOTOBKA AOSMKHbI COOTBETCTBOBaTL TPEOOBaHUAM YTBEPKAEHHBIX UHCTPYKLUNA.

223. (6.20) JlabopaTopHble pacTBOpbl PEaKTUBOB [JOMKHbI MMETb MApPKMPOBKY C YyKa3aHMem pJathbl
NPUroTOBMNEHMS U C NOANMUCAMWU UCNONHUTENEN. Ha 3TuKeTKe OOMmMKeH ObiTb yKa3aH CPOK rogHOCTU HECTabuIbHbIX
peakTMBOB M MUTaTENbHbIX cped M crneuudurdeckue ycrnoBUsi UX XpaHeHusi. [na TUTPOBaHHbIX PacTBOPOB
HeobX0QMMO yKasbiBaTb [[aTy MOCMEOHEro YCTaHOBMEHUS TUTPa W COOTBETCTBYIOLLMIA  MONPaBOYHbIN
KO3 DULMEHT.

224. (6.21) lpn HeobxoaMMOCTM Ha Tape cregyeT ykasbiBaTb AaTy MOMYYEHUS KaKOoro BeLlecTBa,
MCNonb3yemMoro Ans MpoOBeAEeHUs UCMbITaHMW  (Hanpumep, peakTMBOB W CTaHAapTHbIX obpasuoB), C
COOTBETCTBYHOLUNUMWN NHCTPYKLMSIMU MO €ro UCMOMb30BaHWIO U XpaHeHUIo. B HEKOTOpbIX cnyvasax nocne nonyyYyeHus
Unu nepep WCMONMb30BaHMEM peaKkTMBa MOXET BO3HUKHYTb HEOOXOAMMOCTb MPOBEAEHUSA €ro UCMbiTaHWs Ha
WMOEHTUYHOCTb U (MI) APYroro UCMbITaHUs.

225. (6.22) >KnBOTHbIE, MCMONb3yeMble AMS KOHTPONS KOMMOHEHTOB, UCXOOHOrO Chipbs WMAM MPOAYKUWW,
OOIMKHbI MPW HEOOXOAMMOCTM NMOMELLATLCA B KAPaHTUH Nepes Hayvanom paboTbl C HAMU. YX0[4 3a XUBOTHLIMU U UX
KOHTPONb AOMKHbI ObITb OpraHM3oBaHbl TakuMm o0b6pa3oM, YTobbl 0becnevnTb UX NPUrOLHOCTL AN UCMONb30BaHNS
Nno HasHayeHuto. XKNBOTHbIE JOIMKHBLI ObITb MAPKMPOBaHbI, @ AaHHbIE O NPeALIEeCTBYHOLLEN paboTe C HUMWU JOJKHbI
6bITb 0POPMIIEHBI JOKYMEHTANBHO.

I'Iporpamma nocneayrouiero nyvyeHus cTabunbHoCTK
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226. (6.23) [locne BbiNnycka B oObpalleHne HeobxoaAMMO MPOBOAUTE MOHUTOPUHI  CTabunbHOCTU
nekapCcTBEHHOro npenapaTta B COOTBETCTBMM C MPOrpaMMOK, KOTopas MO3BOMUT BbIABUTL kakne-nnbo npobnemoi
CO CTabunbHOCTBLIO NEKapCTBEHHOro npenaparta AaHHOro coctaBa B MOTPebuTenbCKon ynakoBke (Hanpumep,
N3MEHEHNs1 coaepXXaHusa npumecen unu Nnpodunsi pacTBopeHus).

227. (6.24) Uenbio nporpaMMbl MOCMEAYKOLIEr0 U3y4eHWst CTabunbHOCTM SBMSAETCS  MOHUTOPWHI
NeKkapCTBEHHOro npenapara B Te4eHMe BCero Cpoka rogHOCTU U onpeaeneHne Toro, YTOo OH COOTBETCTBYET CBOEWN
cneundukalmm npu cobniogeHn yCrioBUin XpaHeHUs, yka3aHHbIX B MapKUPOBKe.

228. (6.25) BblweykasaHHble TpebOBaHWSI OTHOCATCS, FMaBHbIM 0O6pPa3oM, K FOTOBbIM JIEKAPCTBEHHbLIM
npenapatam B MOTPEOMTENbCKOW YNakoBKE, HO HEOOXOOUMO TakkKe BKIOYMTH B MpPOrpaMmy MocrenyoLlero
n3yyeHns crtabunbHOCTM HepacdacoBaHHyO npodykumio. B 4yacTHocT, ecnm HepacdacoBaHHY MNPOAYKLUIO
XpaHAT AnuTensHoe BpeMsi A0 YNakoBKku U (Mnv) nepefayn ¢ nponsBoACTBEHHOrO y4acTka Ha y4acToK YMaKoBKW,
HeobXxoOMMO WM3YyYMTb W OUEHUTb BRMAHWE 3TOro daktopa Ha CTabunbHOCTb rOTOBOM MPOAYKUMW MpU
COOTBETCTBYWLUMX MNapamMeTpax OKpyxawLen cpedbl. YkKasaHHoe TpeboBaHME MpUMEHsieTCa Takke K
NPOMEXYTOYHOW NPOAYKLMM, KOTOPas XPaHUTCSA U UCMONb3yeTcs B TeYeHne AnuTensHoro nepyoga. iccneposaHve
CTabunbHOCTM NEKapCTBEHHOro npenaparta, KOTOpbI FOTOBMTCA HEMOCPEACTBEHHO nepend MNpYIMEHEHNEM,
nNpoBoAAT npu pa3paboTke NekapCcTBEHHOro npenapaTa. BkniwoyeHve Takux nekapCTBeHHbIX MpenapaToB B
nporpaMmy MnocrnenylLlero udyvyeHuss crabunbHocTM He Tpebyetcsa. OpHako, ecnv MPUMEHWMO, MOXET
NPOBOAMTLCS NocneayLLee ndydyeHve ctabunbHOCTM Takoro npenapara.

229. (6.26) MNMporpamma nocnegyoLlero n3y4yeHus ctTabunbHOCT AoMKHa ObITb 0hopMIieHa AOKYMEHTanNbHO
B COOTBETCTBMM C TpebOBaHUAMMW, YCTaHOBMEHHbIMM MyHKTamu 92 - 134 HacToswwmx [NpaBun, a pesynbtaTbl
paboTbl odpopmneHbl B Buge otdeta. ObopyaoBaHue, NCMOMb3yeMOe A1 U3y4eHUss cTabuneHoCcTh (B 4acTHOCTH,
KnMMaTudeckne Kamepbl), AOMKHO OblTb KBanMUUMPOBAHO W [OIMKHO OBCHYXMBaTbCAd B COOTBETCTBUMM C
TpeboBaHMAMMK, YCTAHOBMEHHbIMU NyHKTamMun 46 - 91 Hactoawwmx Mpasun u MNpunoxennem N 15 Kk HacTosAWUM
MpaBunam.

230. (6.27) OT4yeT 0 paboTe Mo MporpaMmme MOCMEAYLLEro N3y4yeHns ctabunbHOCTU OOIMKEH BKMOYaTb B
cebs BeCb Nepnof A0 UCTEYEHMS CPOKa roOAHOCTU MPOAYKUMK 1 cogepXaTb, B YACTHOCTU, CNeayloLne AaHHbIe:

Homep(a) cepumn(i) ONsA pasnUyHbIX JO3MPOBOK M PasHbIX Pa3MepoB Cepui, rae NPUMEHNMO;

AaHHbIE 0 (PUBNYECKMX, XMMUYECKMX, MUKPOBMONOrMYecknx n BMoNormyecknx MeTofgax UCMbITaHui;

KpUTEpUM NpUeMeEMoCTH;

CCbIfIKM HA MeTOoAbl UCTbITAHWN;

onncaHue BMAa YNakoBKu;

NepuoanYHOCTb UCTbITAHWI (TOYKU KOHTPOSIS BO BPEMEHN);

onncaHve YCNoBUM XpaHeHus (HeobxoAMMO WUCMNoNb30BaTh CTaHO4APTM3UPOBAHHbIE B  HOPMATUMBHBIX
npaBoBbix akTtax Poccunckon depepaumm  ycrnoBus AN ONUTENBHOMO  UCMbITAaHUS  CTabunbHOCTM,
COOTBETCTBYHOLINE AaHHBIM PErMCTPALIMOHHOTO AOCHE);

Apyrve Heobxoammble nokasaTtenu, cneumdpnyeckne Ans 4aHHOro NekapcTBEHHOro npenaparTa.

231. (6.28) OT4eT 0 paboTe nNo nporpamme NOCAEAYOLEr0o U3y4eHNss CTabnnbHOCTN MOXET OTNu4aTbCs OT
oT4eTa O NepBoOHaYanbHOM ONUTENBHOM UCMbITaHUM CTabunbHOCTU, NPeaCcTaBNEHHOro B permcTpaLMoHHOM A0Cbe,
npu ycrnosum ob60CHOBaHWSA N OOKYMEHTanbHOro oopMreHns B oTyeTe (B TOM YucCre OTNNYUS B NePUOANYHOCTU
UCNbITaHUR).

232. (6.29) Yucrno cepuii U NEPUOAMYHOCTb MCMbITAHUA LOIMKHBI O0becneynBaTb [OCTATOYHbIA OOBEM
OaHHbIX AN NpOBedeHUs aHanu3a TeHAEeHUWUA M3MeHeHusi. B nporpamMmy nocrnegylowero uUsyvyeHust exerogHo
OOIMKHA BKIMHOYATLCS Kak MUHUMYM OfHa Cepusi NpOu3BeeHHOMO NiekapCTBEHHOIO NpenapaTa B KaXaon 0O3NPOBKe
N B K&XXOOM BMAe NEPBUYHON YNaKOBKU. VICKMOYeHMeM ABMSIIOTCA Criyyan, korga B TeYeHue roga He Npov3BeAeHO
HW OLHOW Cepun JaHHOro NekapCTBEHHOrO npenapara, ecnv uHoe He Byget obocHoBaHO mpoussogutenem. Ans
nekapCcTBEHHbIX MpenapaTtoB, nocnegywlee u3yyeHne CcTabunbHOCTM KOTOpbIX TpebyeT uCNonb30BaHWA
XMBOTHbIX U HE CYLLECTBYET anbTepHaTUBHbIX BanMAMPOBaHHbIX METOAMK, NEPUOSUYHOCTb KOHTPONA MOXET ObITb
yCTaHOBMEHa Ha OCHOBAHWUM OLEHKU PUCKOB. MOryT Mcnonb3oBaTbCs paMOYHbIe WM MATpUYHbIE CTPYKTYPbI Mpu
OOKYMeHTanbHOM 0OPMIEHMIN, ECIIN NX MPUFOAHOCTb COOTBETCTBYIOLWMNM 06pa3om Hay4yHO 06OCHOBaHa.

233. (6.30) B HekoTOopbIx cnyyasx B nocnegylooullee udyvyeHue CTabunbHOCTM OOSPKHbI  BKNHOYaTHCS
JononHutenbHble cepun. B yacTtHocTu, nocrnegyrowlee nsyveHne ctabunbHOCTU HEOOXOAMMO MPOBOAWUTL Mocrie
noOOro 3HaYUTENBHOIO M3MEHEHUS WU 3HAYUTENIBHOTO OTKIMOHEHWst B MPOLIECCE NPOM3BOACTBA UMM YNAKOBKU.
OTO Xe OTHOCUTCS U K NoObIM onepaumam Nno NoBTopHoM obpaboTke, nepepaboTke v pereHepaumm.

234. (6.31) PesynbTaTbl NocneayoLwero n3y4eHuss ctTabunbHOCTM AOMKHbI ObITb AOCTYNHbI OTBETCTBEHHOMY
nepcoHany M 0coGeHHO ynosiHOMoYeHHOMY(bIM) nuuy (nuuam). Ecnu nocnegyouiee m3ydeHue ctaburnbHOCTU
OCYLLECTBMNAETCA He Ha MecTe Mpou3BoACTBa HepacacoBaHHOM MMM TFOTOBOM NPOAYKUMMW, TO MEXAy
y4acTBYWOLMMN CTOpPOHaMU [OIDKHO ObiTb  OOPMIIEHO COOTBETCTBYKOLLEe cornaweHne. Pesynbrathbl
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nocnenyowero M3ydyeHnsa cTabunbHOCTU AOMKHbI HAXOOUTbCA Ha MecTe NPOM3BOACTBA AN npeacTaBneHus
yNOMHOMOYEHHOMY defepanbHOMY opraHy UCMONHUTENbHON BNACTu.

235. (6.32) [lNpousBoauTenb AOMKEH aHanu3upoBaTb Crydyau BbIXxoga 3a npefensl cneumdukaumm u
CYLLIECTBEHHbIE HEeTUNWYHble TeHaeHuMW. JioGon noATBEPXKAEHHbIN BbLIXOA 3a npefdensl cneuudukauum munm
CYLLECTBEHHbIE HeraTuMBHble TEHOEHUMM OOSKHbI AOBOOUTBLCS OO0 CBEAEHUSA YMONIHOMOYEHHOro dedeparnbHOro
opraHa ucnonHuTenbHon Bnactu. B cooTBeTcTBMM C TpebOBaHUAMW, YCTAHOBMEHHBIMW MNyHKTamu 256 - 272
HacTosawwmx lMpaBun, a Takke NpW KOHCYNbTauuM C YNOMHOMOYEHHbIM doefeparnbHbiM OpraHoM MCMOSNTHUTENBHON
BMacTu crieqyeT pacCMOTPETb BO3MOXHbIE OENCTBUSA B OTHOLLEHUN CEPUN, HAXOAALMXCS Ha PbIHKE.

236. (6.33) 3aknoyeHnss No M3y4eHUo CTabunNbHOCTUM, B TOM YUCIIE MPOMEXYTOUYHblE BbIBOAbI, OOIDKHbI
0ohopMAATECS OKYMEHTanbHO. [laHHble No cTabunbHOCTM criegyeT noAaBepraTe nepuognyeckomy ob3opy.

OEATENbHOCTb, MEPEAABAEMAS ANA BbINONMHEHUSA APYIOW
OPIrAHN3ALINN (AYTCOPCWHT) (TTTABA 7)

MpuyHumn

237. Nwbas gesaTenbHOCTb, HA KOTOPYID pacnpocTpaHsAlTca HacToswme [MpaBuna v kotopas nepegaHa
Apyrovi (CTOpOHHeW) opraHu3aumn (nepedaHa Ha ayTCOPCWHI), Haanexawmm obpasom onpegensercs,
COrMacoBbIBAaeTCA M KOHTponupyeTtcs  BO  M30exaHwe  pa3HOYTEHMW,  CMNOCOOHbIX  MpuBECTM K
Heya4OBMEeTBOPMTENbHOMY KavecTBY MNpPOOYKUMM WnM BbIiNOMHAEMbIX paboT. [doroBop Mexay 3aKka3uumkom u
NCMONHWTENeM 3aKMi4yaeTcsa C yKasaHMeM YeTKO oOnpedeneHHblx 00A3aHHOCTeNW KaXaoW Wu3 CTOPOH W
npegycmaTtpuBaeT NOpsAoK AENCTBMW U OTBETCTBEHHOCTb YMONTHOMOYEHHOrO Nnvua 3a Bblgadvy paspelleHus Ha
BbIMYCK KaXgou Cepun npogyKkumm.

238. TpeboBaHusa, ycTaHOBMEHHble nyHkTamum 237 - 255 HactodAwmx [lpaBun, He OTMEHST
cooTBeTCTBYOLWMNX o0bs3aHHOCTEN npousBoguTener Mo  (PopMUPOBAHWIO  PErUCTPAUMOHHOIO OOCbe U
HeoBOXOAMMOCTU HanmMuns JMUEH3MUM Ha MPOM3BOACTBO JeKapCTBEeHHbIX cpeacTB. OHW He ycTaHaBnuvBalT
OTBETCTBEHHOCTb UCMONHUTENS M 3aka3d4ymka nepeq notpebutenem, kotopas onpegeneHa MHbIMM HOPMaTUBHBLIMU
npaBoBbIMK akTamu Poccuiickon ®eaepaunn.

O6wume TpeboBaHMsA U pekoMeHaaumm

239. (7.1) B poroBop, MNO KOTOPOMY OCYLIECTBRSieTCA nepedaya [eATenbHOCTM Ha ayTCOPCUHT,
pekoMeHAyeTCs BKMoYaTb yka3aHus Ha NPOAYKUMIO, paboTbl UNK yCyru, OCyLeCcTBIIeHME KOTOPbIX NepeaaeTcs Ha
ayTCOPCUHT, a TaKkke BCE CBA3aHHbIE C TaKOW AeATENbHOCTHI TEXHUYECKME U MHbIE COrnalleHns K 4OroBopy.

240. (7.2) OoroBop, N0 KOTOPOMY OCYLLECTBNSAETCA nepegada OesTENbHOCTU Ha ayTCOPCWHI, a Takke BCe
npeanoXeHHble U3MEHEHUS TEXHUYECKMX UMM WHbIX COrMalleHuMn AOIMKHbl COOTBETCTBOBATb 3aKOHOAATENbCTBY
Poccuickon ®egepauun n pernctpaumoHHOMY AOCbEe Ha COOTBETCTBYHOLLYIO NPOAYKLMIO.

241. (7.3) Ecnu topuandeckoe nvuo, Ha WMS KOTOPOro BblAAHO PerucTpauvoHHOEe yOoCTOBepeHue, U’
npoussoauTenb He SBNAITCS OOHON OpraHusaumen, To Mexay HAMU OOIMKHbI ObiTb 3aKMmyeHbl COOTBETCTBYOLLME
cornatleHns ¢ y4eToM NOMOXEHNI, YCTAaHOBMEHHbIX MyHKTaMu 237 - 255 HacTosawwmx MNpasun.

3akasuuk

242. (7.4) ®apmaLeBTMYECKas CUCTEMA Ka4eCcTBa 3aka34yuka JOJPKHA BKYaTh B Ce0S KOHTPOMb 1 NPOBEPKY
nobon geaTenbHOCTU, NepeaaHHON Ha ayTCOPCUHI. 3akas3ymk rapaHTUpyeT NpoBEeAEHNE KOHTPONSA OEATENBHOCTH,
nepeaaHHON Ha ayTCOPCUHI. DTOT KOHTPOSb AOIMKEH BKITHOYATh MPUHLMNbI YNPaBAEHUs pUcKaMmn Ons kadectsa u
YUUTBIBATb HUXKENMPUBEOEHHBIE MOSTOXEHUS.

243. (7.5) Jo nepepayn geaTenbHOCTM Ha ayTCOPCUHI 3aKa3yuK OOIDKEeH ybeauTbCs B NpaBoOCNOCOOHOCTH
ncnonHutTens (B TOM YMCre B HaNU4mMmM y Hero HeobxogMmMon B COOTBETCTBMU C 3aKOHOAATENbLCTBOM Poccuickon
depepauymun NUUEH3NN), B €ro KOMNETEHTHOCTU U HanMM4yMn y HEro BO3MOXXHOCTW BbINOMHUTL 00si3aTenbCcTBa Mo
OOroBoOpy Hagnexawmm obpa3om B COOTBETCTBMU C TpeboBaHUsiMM HacToAwwmx MNpaBun. PekoMmeHayeTcs Takke
BKIIOYATb B JOrOBOP MNOMoXeHusi, obecnednBatoLme BbINONHeEHWE TpeboBaHUn HacToAwmx Mpaswmn.

244, (7.6) 3akas3uuKk OOIMKEH NPefoCTaBWUTb MCMOSNTHUTENO BCHO MHOPMaUMO U CBEAEHUsl, Heobxoanmble
ONs Hagnexawero  UCMOMHEHUsT MNPEeAYCMOTPEHHbIX  [JOrOBOPOM  00SA3aTenbCTB B COOTBETCTBUM  C
3akoHogaTenscTBoM Poccuiickon ®efepauumn n peructpauuoHHbiM Aocke. 3akasymk JOMKEH rapaHTUpoBaTh, YTO
MCMNOMHUTENb MOSIHOCTLID OCBeaoMIleH 000 Bcex (hakTopax, CBA3aHHbIX C MPOAYKUMEN WK LOeATENbHOCTLIO,
nepegaBaemMon Ha ayTCOPCUHI, KOTOPble MOryT MPeACTaBnsATb ONACHOCTb ANS ero noMelleHun, o6opyaoBaHus,
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nepcoHana, UCXo4HOro ChbIpbs UNW APYron NPOoAYKLNN.

245. (7.7) 3aka3uyuk OOMKEH KOHTPONUPOBaTb U NPOBEPATb AEWCTBUS UCMNONMHUTENSA, a Takke BHeapeHue
ncnonHutTenem nwboro HeobxoaNMOro ynyyLeHus.

246. (7.8) 3aka3uuk aBnseTcs OTBETCTBEHHbIM 3a@ MPOBEPKY U OLEHKY 3anucen 1 pe3ynbTaTos, CBA3aHHbIX C
OeATenbHOCTbI0, NepeaHHon Ha ayTCOPCUHr. 3akasynk JOImkeH ybeanTbCcs CaMOCTOATENbHO MM HAa OCHOBaHWU
NOATBEPKAEHUS YNOMIHOMOYEHHOTO fMUa WCMONHUTENS, YTO BCA MPOOYKUWS U maTepuarnbl, NOCTaBlEHHbIE eMy
ucnonHutTenem, 66InmM NPponsBeaeHbl B COOTBETCTBUM C HacTosWw MK MNMpaBunaMm u permcTpaumoHHbIM JOCHE.

WcnonHutenb

247. (7.9) UcnonHntenb JOMKEH MMeTb HEOBXoaMMble 3HaHUSA, ONbIT U KOMMETEHTHbIN NepcoHan, a Takke
pacnonaratb COOTBETCTBYHOLLMMY NOMeLLeHnAMIN, obopyaoBaHMEM ANS Hagnexalero NcnorHeHns ob6a3aTensCcTs
no JOroBopy.

248. (7.10) UcnonHntenb JOMKEH yAOCTOBEPUTBLCS, YTO BCA MPeAoCTaBMeHHas emMy npoAayKums, ucxogHoe
Cblpbe, YNakoBOYHbIE MaTepuarnbl U CBe4eHWS NPUrogHbl A8 NCMONb30BaHUSA MO HAa3HAYEHWIO.

249. (7.11) NcnonHuTenb He OOMKEH nepefaBaTbh TPeTbeln CTOPOHe paboThl UK YCNyru, NopyvyeHHbIE eMy
no porosopy, 6e3 npeaBapuTENbHOIO PacCMOTPEHWS W COrflacoBaHMA C  3aka3vukom. [lpu  3aknoyeHun
COrnalleHns Mexagy MWCNOofHUTEeNnemM Mn TpeTbel CTOPOHOW AomkHa ObiTb obecneveHa rapaHTUs TOro, 4TO
nHdopmaums, BKMYas cBedeHuss 0O oueHke COOTBETCTBUS TPeTbel CTOPOHbI, MPedoCTaBsAeTCA TakMM Xe
0b6pa3om, Kak Mexay NepBoHaYanbHbIMU 3aKas3yvkoM U UCMOMHMTENeM.

250. (7.12) WcnonHutenb He AOIMKEH MPOWM3BOAUTb HECAHKLUMOHMPOBAHHbIE WM3MEHEHMS, BbIXOAsLlMe 3a
paMKu [0roBopa, MOCKOMbKY 3TO MOXEeT HebnaronpusTHO NOBMAMATb Ha KayecTBo paboT, NpoBOAMMBbIX AnS
3aKkas4uka.

251. (7.13) WUcnonuutenb JoOMmKeH MOHWMMaTb, 4To paboTbl, NnepedaBaeMble Ha ayTCOPCWHI, BKIOYas
npoBedeHWe aHanuM3a No  JOroBopy, MNPOBEPSIOTCH  YNOMHOMOYEHHbIMM  dbegepanbHbiMM  OpraHamu
NCMNOMHUTENbHOW BNACTW.

[orosop

252. (7.14) Mexay 3aka34MkoM W MWCMOMHUATENEM [OIPKeH OblTb 3akmyeH [OOroBop, B KOTOPOM
pekoMeHayeTCst ONpeAenvTb UX B3auMHble 00si3aTenbCcTBa M Mpoueaypbl nepegadn nHopmMaumm, CBs3aHHble C
OeATenbHOCTLI0, NepefaBaeMon Ha ayTCOPCUHT. TeXHUYeCKMe acnekTbl JOroBOpa OOJPKHbI COCTABMASATLCS NMuamu,
UMEKLUMN COOTBETCTBYIOLLME 3HAHUSA, CBsI3aHHble C [OEeSATEeNbHOCTbIO, NepedaBaeMon Ha ayTCOPCUHI, U
HacToAwmmn [pasunamu. CornacoBaHHble CTOPOHaMU YCIOBWUSI OOrOBOpa W BCE CBSA3aHHble C [OroBOPOM
TEXHUYECKME U MHbIE COMMalleHusl OOMMKHbl COOTBETCTBOBATb 3akoHodaTenbcTBy Poccuinckon depepaumm u
perncTpaumoHHOMyY OOChE.

253. (7.15) B poroBope pekoMeHOyeTCH ykasblBaTb, Kakas M3 CTOPOH OTBeYaeT 3a KaxAapli aTtan
OEeATenbHOCTU, MepefaBaeMon Ha ayTCOPCWMHI (Hanpumep, YynpaBreHuWe 3HaHWSMW, MNEPEHOC TEXHOMOoruMu,
obecneyeHne LenM MNOCTABOK, 3akfiOYeHMe [oroBopa C TPETbEeN CTOPOHOW, 3aKynky WCXOOHOr0 Cblpbs,
MaTepuarnoB 1 UX Ka4ecTBO, MPOBEAEHME UCTbITAHWUI U BbliAayy pa3peLleHns Ha UCNONb30BaHNE MCXOAHOTO Chipbs
N yNakoBOYHbIX MaTepuaroB, NPOBeAEHNE NPON3BOACTBA M KOHTPOMS kKayecTBa (BKMHOYas KOHTPOMb B mpouecce
npouseBoacTea, oTbop 0b6pasLoB 1 UX aHanua)).

254. (7.16) Bce 3anuvcu, cBA3aHHble C AeSATEeNbHOCTLIO, NepefaBaeMon Ha ayTCOPCUHT, HanpuMmep, 3anucu
Npou3BOACTBA, aHanu3a 1 peanusauum NpoAyKLMU, a Takke COOTBETCTBYIOLLME KOHTPOMbHLIE 00pasubl JOIMKHbI
XPaHUTbCS Y 3aKasuyuka, UK 3aKa3ymk OOJPKEH UMETb K HMM gocTyn. JIloOble 3anucu, OTHOCALLMECS K OLIEHKe
KayecTBa NpoayKuun, B criydae npeabsiBrieHUs NpeTeH3ni, NpeanonaraemMoro HeCoOTBETCTBUS TPeOOBaHNAM Mnn
npv paccrnefoBaHnn B Criyvae nNpeanonoXeHus o gpanbcudukalmm npogykumMm AormkHbl ObiTb OCTYMHBI 3aKa34mKy
N TOYHO onpeAderneHbl B €er0 COOTBETCTBYIOLLMX NpoLeaypax.

255. (7.17) B goroBope pekoMeHayeTcs npegycMaTpuBaTb NPaBO 3aKkasyuka Ha ayauT nepegaBaeMoy Ha
AYTCOPCWHI  OeATEeNbHOCTW, KOTOpasi BbIMOJIHAETCA MWCMOMHUTENEM UMM B3aMMHO COrMacoOBaHHOW TPETbeW
CTOPOHOW.

MPETEH3MN N OT3bIB NPOOYKUNU (TTIABA 8)
MpuHUKMN

256. Bce npeTeH3un n nHpopmaums, Kacarwmecs noteHumManbHO HegobpokayeCTBEHHbLIX NIEKAPCTBEHHbIX
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cpencTs, TWATENbHO paccrnenyloTcss B COOTBETCTBUM C YTBEPXKAEHHbIMU npoueaypamu. NponssoanTtens mmeet
cuctemy ObicTporo M 3dEKTUBHOIO OT3biBA C pPblHKA MPOAYKLMU C BbISIBNEHHBIMW WAW NpeanonaraeMbiMu
HapyLleHMsMI KavyecTBa.

MpeTeH3nn

257. (8.1) NMpounsBoanTenb OOMMKEH HA3HAYUTb PabOTHMKA, OTBETCTBEHHOIO 3@ PacCMOTPEHME NPETEH3UN U
MPUHATME PELLEHUI, MMEIOLLIEro NpaBo MpuBnekaTb HeoOXoaMMbIA nepcoHan. Ecnu aToT paboTHWK He ABnsieTcs
YMNOJSTHOMOYEHHbIM MMLIOM, TO YNOMHOMOYEHHOE JNIULIO JOJMPKHO ObITb MOCTaBMEHO B M3BECTHOCTb 060 BCeX dpakTax
npeabsiBNEHNs NpeTeH3nn, paccneaoBaHMin U OT3bIBOB NPOAYKLUN.

258. (8.2) [HenctBua nNO pacCMOTPEHUIO MNPETEeH3MM Ha NoTeHUManbHO HegobpokayecTBEHHbIE
NeKapcTBEHHble CpeacTBa M NO MPUHATUIO pelleHus o6 OT3biBe MNPOAYKLUMM OOMXKHbl ObiTb W3NOXeHbl B
COOTBETCTBYIOLLMX YTBEMKAEHHbIX NpoLeaypax.

259. (8.3) JliobGas npeTeH3nss MO KavyecTBY MNPOAYKUUM AOMMKHA OblTb 3aperncrpMpoBaHa C yKasaHUeM
UCXOAHbIX AaHHbIX W TWaTenbHO paccrnepoBaHa. K atom paboTe, kak npaBurno, crnegyeTt npusBnekatb nvuo,
OTBETCTBEHHOE 3a KOHTPOJIb KA4eCcTBa NPOaYKLU MK,

260. (8.4) Ecnn obHapyxeHO Mnu nogo3peBaeTcsl HECOOTBETCTBME Ka4yecTBa Kakon-nnbdo cepuv Npoaykuum
YyCTaHOBMNEHHbIM TpeboBaHMAM, HEOOXOOUMO MPUHSITL PELUEHNEe O MPOBEPKE aHaNOMMYHBIX CEPUN, a Takke Tex
Cepuii, KOTOpble MOTYT BKIOYaTb NPOAYKTHI, NONYYEHHbIE NPK NepepaboTke HeJobpokavyeCcTBEHHOW CeEpUn.

261. (8.5) PelweHns n mepsbl, NPUHATbIE MO pe3ynbTaTaMm pacCMOTPEHUst NbOoN NpeTeH3un, AOMKHbI ObITb
3aperMcTpupoBaHbl 1 BKIMOYEHbI B COOTBETCTBYHOLLEE AOChE HA CEPUIO.

262. (8.6) 3anncu paccMOTpeHUsa npeTeH3ni OOMKHbI PErynsipHO aHanM3npoBaTbCH C LEfblo BbiBNEHNS
crneumduyeckmx 1 NoBTOPAOLLMXCA PaKTOPOB, KOTOopble TPEBYOT 0C0H60ro BHUMAHUA U MOTYT MPUBECTU K OT3bIBY
NpOAYKLNN.

263. (8.7) Ocoboe BHUMaHVWE HeOBXOOUMO YAEenATb OLEHKe TOro, ABMSEeTCS NN MPUYMHON NPEeTEeH3UM
hanbcmdukaunsa NpoayKLUmm.

264. (8.8) B cnyyae ecnu npousBoguTene MpeanpuHUMaeT OEWUCTBUSA, SBMSOWMECA CneacTBUEM
BO3MOXHbIX OLIMOOK B NPOM3BOACTBE, YXYOLWEHUS KadecTBa MNpOAyKUWUW, BbISABMEHUs danbcuguumpoBaHHON
NpoayKUUM WNU  OPYrUX CepbesHblX MNpoOMneM, CBs3aHHbIX C Ka4yeCTBOM MPOAYKUUW, [OIDKEH ObITb
NPOUH(OPMUPOBAH COOTBETCTBYIOLLUIA YNOTHOMOYEHHBIN hefepanbHbli OpraH UCNONMHUTENBLHOW BNACTy.

OT3bIB NPOAYKLUM

265. (8.9) lMpousBogutens [OMKEH Ha3Ha4MTb PABOTHWMKA, OTBETCTBEHHOINO 3@ CBOEBPEMEHHbLIN OT3bIB
NPOAYKUMM C pblHKA, UMEKLIEro MNpaBo MpuBnekatb Heobxoaumbli nepcoHan. Kak npaBuno, 3TOT pabOoTHUK
OOIKeH OblTb HE3aBMCMMbIM OT MOApa3deneHun peanusaumm u mMapkeTuHra. Ecnm atoT paboTHMK He aBnseTcs
YMOMHOMOYEHHBIM NULOM, TO YMNOSIHOMOYEHHOE IMUO AOMKHO OblTb OcBedoMneHo o060 Bcex chakTax oOT3biBa
NpOAYKLNN.

266. (8.10) MNopsigok oT3biBa NPOAYKUUM [OMKeH OblTb pernameHTUpoBaH YTBEPXOEHHOW Mpouedypou,
KOTOpYIO crieyeT perynspHo NpoBepsATb 1 Npu He0OBXOOUMOCTH NepecMaTpuBaTh.

267. (8.11) OT3bIB NPOAYKLUN OOIMKEH OCYLLECTBNATLCA ONEepaTMBHO U B Nto6oe Bpems.

268. (8.12) KomneTeHTHble opraHbl Bcex CTpaH, Kyda Obina HanpaBneHa nNpoayKuusi, AOMKHbl ObiTb
HeMeANeHHO MH(OPMUMPOBaHLI O MNPUHATUM pelleHns 06 OT3blBE MPOAYKUUM B CBA3U C MNOJO3PEHWEM WIU
oBHapyXeHMeM HeCOOTBETCTBUS €€ Ka4ecTBa.

269. (8.13) 3anucK no oTrpy3ke AOIMKHbI ObITb OOCTYMHbLI NUUy (NMuam), OTBETCTBEHHOMY(bIM) 3@ OT3biB
NPOAYyKUMN, U codepXaTb OOCTAaTOYHY MHGOpMauMio 06 opraHvM3aumsx ONTOBOM TOProOBMM JeKapCTBEHHbLIMU
CpeAcTBaMM U MpsMbIX 3akasyukax (agpeca, Homepa TernedoHoB M (Mnn) dakcoB B paboyee M B Hepabouyee
BPEMSl, HOMepa cepun u O0O0beMbl MOCTaBOK), BKMOYaAs IKCMOPTHbIE MOCTaBKM WM MOCTaBKM 00pasuoB
NEeKapCTBEHHbIX CPeacTB.

270. (8.14) Oto3BaHHyl0 NPOAYKLUIO HEODXOAMMO MPOMAapKUMpOBaTb M XpaHUTb OTAENbHO B Ge3onacHow
30He BMSOTb [0 NPUHATUA PELLEHMS O €€ JaNbHEeNweM NCNONMb30BaHUMN NN YHULTOXEHNN.

271. (8.15) TlocnepoBaTenbHOCTL [OEWCTBUA MpU  OT3biBE MNPOAYKUUM OOMKHA ObiTb odopmneHa
OOokyMeHTanbHo. OKOH4YaTemnbHbIA OTYEeT [OSKEH COoAepXaTb MaTepuarnbHbli GanaHc Mexay KOonMMYeCcTBOM
NOCTaBMNEHHOW 1 BO3BPALLEHHON NPOSYKLNN.

272. (8.16) S IDEKTMBHOCTL MEPONPUATUIA MO OT3bIBY NPOAYKLMU OOMKHA perynsipHoO aHann3npoBaTbCs.

CAMOWHCIEKLIMS (TNABA 9)
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MpuHUKMN

273. CamouHcneKkumMss npoBOAUTCA C LENb0 MPOBEPKM BLINOMHEHUS npoudBoanTenem TpeboBaHun
HacTosAwmx [NpaBun n npeanoXeHnsa HeobXoaNMbIX KOPPEKTUPYHOLLMX AENCTBUN.

274 (9.1) Bonpocbl, KacawoliMecsi nNepcoHana, MOMeLleHMn, obopynoBaHusi, OOKYMEHTauuu,
TEXHOMNOrMYEeCKOro npoLecca, KOHTPOJIA Ka4ecTBa, peannsaLmnmn NekapcTBEHHbIX CPeacTB, MeponpuaTui no paboTte
C NpeTeH3nsMM, OT3bIBOB MpOAYKUMW, a Takke [OeATEeNbHOCTU MO NPOBEOEHWMI0 CaMOWHCMEKUMNW, OOIKHbI
perynsipHo aHanM3upoBaTbCs B COOTBETCTBMM C 3apaHee YTBEPXAEHHOW MporpaMMon Mo onpeneneHHomy
rpadvKy 4ns NPpOBEPKN UX COOTBETCTBMSA NMpUHLMNAM hapMaLeBTUYECKON CUCTEMbI KadecTBa.

275. (9.2) CamouHcnekuunsa AomkHa npoBOAUTBECS HE3aBUCUMO W TLATENbHO crneumansHO HasHayYeHHbIMU
KBanMUUUPOBaHHLIMA NULAMK, COCTOSAWMMM B LwWTaTte npoussogutend. [pu HeobxogumocTn MoxeT ObiTb
NpoBeAEH He3aBUCHMbIN ayauT NPOU3BOAUTENS IKCNepTaMm CTOPOHHUX OpraHn3aLui.

276. (9.3) Pesynbratbl CaMOMHCNEKUUA [OMKHbI ObiTb  OdopmneHbl  gokymeHTanbHo. OTyeTsl,
COCTaBMEHHble MO pe3ynbTaTaM CaMOMWHCMNEKUUA, AOMMKHbI BKMYaTbh B cebA BCHO MOMy4YeHHy MHgopmauuo 1
HeobXxoAMMble KOppeKTupylowme AeWcTBus (rae npumeHumo). [denctsus, npegnpvHUmMaeMblie MO pesynbTaram
NPOBEAEHHbBIX CAMOVHCMNEKLUIA, Takke cneayeT ohpopMmaTb JOKYMEHTambHO.

IV. OCHOBHbIE TPEBEOBAHUA K PAPMALIEBTUYECKMM CYBCTAHLMAM,
NCIMONb3YEMbIM B KAHECTBE MCXOAHOIO CbIPbA (HACTb 1)

BBEOEHWE (1)

277. Opuguyeckme nuua, Ha UMS KOTOPbIX BblAaHbl PErMCTPALMOHHbIE YOOCTOBEPEHUSA, U NPOU3BOAUTENN
OOJDKHbl MCNOJNb30BaTb B KaydeCTBe WUCXOOHOro ChbipbA TOJIbKO Te (*)apMaLl,eBTI/I'-IeCKI/Ie CyﬁcTaHLI,I/II/I, KOTOpble
npousseneHsl ¢ cobniogeHnemM HacToswmx MNpasun.

Uenb (1.1)

278. Hactoswas rmaBa ycTaHaBnuBaeT TpeboBaHWsA, KacallMecs Haanexaiwiero npou3BoACTBa
dapmaueBTUUECKMX CYOCTaHUMIA C COOTBETCTBYIOLLEN CuUCTEMOW YynpaBneHws kadectBoMm. OHa Takke
npegHasHavyeHa And uenen obecneyeHus KayecTBa W UMCTOTbl OEWCTBYHOLUMX BeLEeCTB B COOTBETCTBUM C
npeabsABnAeMbIMU K HUM TpeboBaHNAMM.

279. B HacTtosdwewn rnaBe TepMuH "nNpom3BOACTBO" BKNoyaeT B ceba Bce BuAbl onepauni C
dapmaueBTUYEeCKUMM  CyOCTaHUMAMKU: NPUEMKY MaTepuanos, MPOU3BOACTBO, YMaKoBKy, MNepeynakoBKy,
MapKUPOBKY, NepeMapKMpOBKY, KOHTPONb KayecTBa, BblAavy paspeLlueHnst Ha BbiMyCK, XpaHeHne u peanunsauuio, a
Takke COOTBETCTBYIOLUME Mepbl KOHTpons. TpeboBaHusA, yCTaAHOBMEHHblE HACTOSLEN [NnaBon, SABMSATCS
obsasatenbHbiMK, ecnu  [punoxeHumammn K HactoswmMm [lpaBunam He ycTaHOBMEHbl WHble TpeboBaHus,
noanexaiume nNpMMeHeHNI0 B COOTBETCTBYIOLLMX Cryyasix, a TakKe ecnu cobnogeHne ykasaHHblx TpeboBaHMn He
MOXeT OblTb 3aMEHEHO anbTepHaTUBHbIMU AeNCTBUAMKU, obecneunBalowMMy MO KpanHeEn Mepe SKBUBANEHTHbIV
YPOBEHb KayecTBa NPOAYKLUUM.

280. Hactoawme T[lpaBuna He ycTaHaBnuBalT TpeboBaHWsA, npenbsBrseMble MpU  perncrTpaumm
hapmaueBTuyeckmx cybcrtaHumin. lMpomssogutens 06s3aH BbLIMNOMNHATL BCe TpebOOBaHWs, yCTAHOBMEHHble Mpwu
BKIMOYEHUN dhapmaLieBTUHECKMX CyGCTaHLuiA B rocy4apCTBEHHbIV peecTp nekapCTBEeHHbIX CPeacTB.

Ob6nactb npumeHeHus (1.2)

281. Hactodwasa rnaeBa ycrtaHaBnvBaeT TpeboBaHMs K NPOM3BOACTBY hapmaueBTUYECKMX CyOCTaHUWN,
ncnonb3yemblx B MPOM3BOACTBE NeKapCTBEHHbIX NpenapaTos ANs MEeOULUHCKOTO N BETEPUHAPHOIO NPUMEHEHNS, B
TOM 4uncCre K NPOM3BOACTBY (hapMaueBTUYECKNX CyOCTaHLUMiA, Nony4aeMbIX C UCMOMNb30BaHNEM OOHOPCKOM KPOBWU
UNU Nnasmbl B Ka4ecTBE UCXOOHOro cbipbs. OHa NMPUMEHSIETCH KO BCEM MCXOOHbIM OEeNCTBYHOLUMM BeLLlecTBam
coBMecTHO ¢ Mpunoxennsmm N N 2 - 7 kK HacToswwmm MpaBunam, rae cogepkartcs AONOSMHUTENbHbIE TpeboBaHUSA
ONns onpefeneHHbIX BUA0B AeACTBYIOLLMX BELLECTB.

282. MNyHKTbI 622 - 644 HacToswmx MNpaBun cogepxat TpeboBaHUs, KOTOpbIE PACNPOCTPAHAKTCH TOMNbLKO Ha
Npou3BoACTBO (papMaLeBTUHECKMX CYOCTaHUMIA, UCMOMb3yeMbIX AONsl NOJNYYEHUS FIEKapCTBEHHbLIX MpenapaTos,
npeAHasHayYeHHbIX Ans KIMHUYECKUX UCCeLOBaHNI.

283. K npousBogcTBy CTepurbHbiX apMaueBTUYECKNX CYOCTaHUMIA TpebOoBaHWS HacTosLEen rnaBbl
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NPUMEHNMbI TONBKO A0 CTagun cTepunusaumn.

284. HacTtosiwas rnaBa He pacrnpoCTpaHseTCsl Ha MPoLEecChbl CTepunmM3aunm 1 NpoM3BOACTBA CTEPUNbHbIX
apmaueBTUHECKMX CYOCTaHUMM B acenTUYecKUxX YCMoBWUSIX. Takve npouecchbl AOMKHbl NPOBOANTLCA B
COOTBETCTBMM C nNpuHUMnamu Hactodawmx [lpasun, TpeboBaHuAMU, un3noxeHHoiMu B [punoxeHun N 1 K
HacTosawmM [NpaBunam, a Takke B MHbIX HOPMaTMBHBIX NPaBoBbIX akTax Poccuiickon ®epepaumu.

285. Hactodwasa rnaBa He pacnpoCTpaHAETCA Ha LeribHYI0 [OOHOPCKYI0 KPOBb M MNra3My, MOCKOMbKY
TpeboBaHMA MO B3ATMIO U UCMBITAHUIO KPOBW OMNPEAEnsioTCS COOTBETCTBYHOLUMMW HOPMATMBHLIMU MPaBOBLIMU
aktamn Poccuiickon ®Pepepaumm, a Takke Ha HepacacoBaHHble flekapCTBEHHbIE NpenapaTsl ("aHrpo”, "vH 6ank").
Ecnu HopmaTyBHEIMM NpaBoBbIMK akTamu Poccuiickon Pefepaumm ycTaHOBMNEHbI cnelmaneHble TpeboBaHus ans
obecneyeHns KayecTBa NMpU NPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB Afsl BETEPMHAPHOIO MPUMMEHEHWS NPOTUB
3KTOMapasnToB, Takme TpeboBaHNsa AOMKHbI cobnogaTbes.

286. WcxopHoe cbipbe Ans npou3BoacTBa hapmaueBTUYECKUMX CYOCTaHUMA - 3TO UCXOOHOE Chbipbe,
NPOMEXYTOYHbIE NPOAYKTLI UNKU apyrne dapmauesTnyeckme cybcTaHummn, KOTopble UCNOMb3yT B MPON3BOACTBE
dapmaueBTUYeckMX CybCTaHUMM W KOTOPble Kak BaXHbI CTPYKTYPHbIM dparMeHT BBOAAT B CTPYKTYpY
hapmaueBTMHeCKOn cybcTaHumK. VicxogHoe cbhipbe AN Npov3BOACTBa (hapmaueBTUHECKMX CyOGCTaHUMA MOXeT
npmobpeTtaTbCs NO AOrOBOPY Y OAHOMO UMW HECKOMbKMX MOCTaBLUMKOB NGO Npou3BOAUTBLCS CaMOCTOSATENbLHO.
VMcxogHoe cbipbe Ans nNpov3BoAcTBa hapMaueBTUYECKUX CYOCTaHUMWA, Kak MpaBuiio, MMEEeT YCTaHOBIEHHblE
XMUMUYECKME CBONCTBA N CTPYKTYPY.

287. lNpownsBognTenb OOMKEH ONpefenuTb U OOKyMeHTanbHO OOOCHOBaTb CTaauilo, C KOTOPOW LOSMKHO
HauMHaTbCsl MPOU3BOACTBO dhapMaLeBTMYeckon cybcTaHumn. [ins NpoueccoB CMHTE3a 3Ta cTagus onpegensieTcs
Kak cTagns BBOAA B TEXHOMOMMYECKUA MNpOLLeCC WMCXOOHOro ChipbsA Ans NPOW3BOACTBa hapMaLeBTU4ECKMX
cybctaHuun. [ns gpyrux npoueccos (Hanpumep, Ans depMeHTaumun, 3KCTpakuuu, OYUCTKU) AaHHYI0 CTaguio
ONpeaenstoT C y4eTOM KOHKPETHbIX ocobeHHocTen npomssoacTBa. B tabmvue N 1 npusegeHbl TpebosaHus
OTHOCWUTENbHO MOMEHTa, Korda oOOblMHO BBOAAT B MNPOLECC WCXOQHOE Chbipbe Ans  NpovM3BOACTBA
hapmaLeBTUYeCKMX cybcTaHumMi. HauymHas ¢ aTon ctagum, Ha AaHHble MPOMEXYTOYHbIE NPOAYKThI U (Mnn) cTagun
npov3BoacTBa (apmMaLeBTUYECKMX CYOCTaHUMIA pacnpocTpaHaTca TpeboBaHus HacTodwen rnaebl. OHu
BKNIOYaKOT B cebs Banuaaumio KPUTUYECKMX CTagun NPOM3BOACTBEHHOrO Mpouecca, OKasbliBalwWwuxX BAVMSHWE Ha
KadecTBO (papmMaLeBTUYECKMX CyOCcTaHuun. B TO ke Bpemsi BbIOOp Npou3BoauTENEM CTaauM TEXHONOMMYecKoro
npouecca Ans NpoBeAeHUs Banufaumm He obsizaTenbHO O3HA4YaeT, YTO 3Ta CTagusl SIBNAETCA KPUTUYECKOW.
TpeboBaHUsA HacToSALLEeN rMaBbl PaCNPOCTPAHSOTCA, Kak NpaBuio, Ha ctagun, BblaeneHHsle B Tabnvue N 1 cepbim
hOHOM. JTO He 03HaYaeT, YTo B NpoLecce NPOM3BOACTBA AOMKHbI BbIMOMHATLCHA BCE CTaAuU, yKazaHHble B JaHHON
Tabnuue. CTporocTe cregoBaHus TpeboBaHMAM HaCTOsILEN NaBbl OOIDKHA BO3pacTaTb OT pPaHHMX CTagun
npouseBoacTea hapMaueBTUYECKUX CYOCTaHUMIA K 3aBepLUaloLLMM CTaansiM TEXHOMOMMYECKOro NpoLecca, OYUCTKM
n ynakoskn. OB6paboTky dusmyeckumm metTogamu gapMaueBTUHECKUX CYOCTaHUWMWA, Takyl Kak rpaHynsums,
NoKpbiTUe 060MoYKON MU U3Mdeckoe U3MEeHeHWe pasMepa 4vactuy (Hanpumep, rpydbli U TOHKUIM MOMOS),
crnepyeT NpoOBOAWTL MO KpanHew Mepe B COOTBETCTBUM C TpeboBaHuammn Hactosawmx MNpasun. Hactodawasa rnasa
He npuYMeHsIeTCs K CTagusiM, KOTOpble NpeAwecTBYOT BBEOEHVMIO B NPOLIECC BELIEeCTB, OnpedeneHHbIX Kak
NCXOOHOE Cbipbe AN NPOM3BOACTBa (hapmMaLeBTUYECKNX CyBCTaHLNN.

288. B HacTosLWwen rmase ncnonb3yetcs TepmuH "dapmauesTuyeckas cybectaHuma" (PC), koTopbln cnegyet
paccmatpuBaTh Kak B3auMMO3aMeHsieMbli C TEepMWHOM "akTuBHbIN dhapmaleBTuYeckun wuHrpegmeHt" (ADPU).
TepMuHbl, ynoTpebrnisiemble B HacTosiLel [naBe, U onpedeneHns 0603HaYeHHbIX WMWU MOHSATUA (KOTOpble
npuBeaeHbl B NyHKTe 645 HacTosAwmx MNMpaBun) Ncnonb3yTca TOMNbKO ANd Lenen HacTosLen rnasbl.

Tabnuua N 1. MpumeHeHune rnaebl |V HacToswmx MpaBun K Npon3BoACTBY hapMaLeBTUHECKMX CyOCTaHLui

Tun Cragum npomssoncTsa ®C, Ha KOTOPEE pPaCHpOCTpaHdaeTcda IJjaBa IV

NIPOM3BOLNCTBA HacToAamux IIpaBuiy (BBEIOEJIEHE CepbM QOHOM)

XyMmuaeckoe [IpomsBOOCTBO BeeneHue B [Ipoms3BOOCTBO Breimesnienmue |[ObpaborTka

IIPOM3BOIACTBO MCXOOHOT'O CHPBA |OpoLecc IPOMEXYTOUHOT'O M OuMCTKa |busmueckuUMu

oina @C MCXOOHOTO nponykra (oB) MEeTOOoaMU ¥

CEHIPbA IJIA YIIaKOBKa
[IPOM3BONCTBA
oC

®C, nosyuaemele |COOp OpPI'aHOB, Peska, BBeneHue B BrimesieHue |O6paboTka
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13 CHPbS XKMOKOCTEN MIu CMelMrBaHMe rnpolecc M ouMcTKa |dusmMdecKUMHU
XMBOTHOTO TKaHEeMn n (mnam) MCXOOHOTO MeToIaMM U
IPOUCXOXIOEHMU S nepBUYHAS CEIPbS IJIiA yInakoBKa
obpaboTka npomussoncTea 9C
®C, nomnydaemrele |[COOp pacTeHUN Peska u BBeneHue B Belmesienne |ObpaboTka
"3 CHpPbSA nepBUYHASL npouecc M OUMCTKa |bMu3nuecKUMU
PacTUTEJIBHOT'O 3KCTpaKLMa MCXOIHOTO MeTonaMmu M
IPOUCXOXIOEHMU S CEIPbS IJIiA yInakoBKa
npomssoncrea ¢C
PacTuTeJibHEE Cbop pacTeHuM Peska u - DanpHenmasa | ObpadoTka
3KCTPaKTH, nepBUYHAS 3KCTpakUud | pusmuecKkmuMm
VCIOJIb3YyEMEIE B 3KCTpaKLUMsa MeTomaMu M
kauecTBe OC yIakKoBKa
®C, cocrodamme Cbop pacTeHuM u|Peska u - - ObpaboTka
jZic] (m1m) (mm) dusMUeCcKUMU
pas3MesibUeHHBIX KyJIb TUBUPOBAHUE | MBMEJIbUSHKE MeTOomaMu M
MM PacTepTHX B|U cOoOp yIaKoBKa
IIOPOLIOK
pPacTeHUM
Buorexuosiorusa: |[Coz3nmaHue NonmepxaHue |KynbTuBupoBaHUE |Bulnenenre |ObpaboTka
bepMeHTALMA U TJIaBHOTO U pabouero KJIETOK ¥ (MJIM) |M OUYMCTKa |dMsmuecKuUMU
(mm) pabouero OaHKOB |[DaHKa KJIeTOK |bepMeHTaUUa MeTomaMm U
KyJIb TUBUPOBAHUE | KJIIETOK yInakoBKa
KJIETOK
"Knaccuueckaa" |CosnmaHue [loomepxaHue |BBOI KJIETOK B Belmesienme |OBpaboTka
bepmMeHTauMsa 0Jis|0aHKa KJIETOK BaHKa KJIETOK |mpolecc M oumMcTKa |bmusmnuyeckKkuMm
npomussoncTaa OC bepmMeHTaALUM MeTomaMm u
yInakoBKa
\
YcuneHnve tTpe®oBaHUM \
/
/

YIMPABJIEHVE KAYECTBOM (2)

MpuHumMnbl (2.1)

289. (2.10) OTBETCTBEHHOCTb 3a KQ4YeCTBO JOIMKEH HECTU BECb NepcoHarn, 3aHATbIN B NPON3BOACTBE.
290. (2.11) Kaxgbin npousBoauTenb [OMKeH paspaboTaTb, OOKYMEHTANbHO OMOPMUTL U BHEOPUTb
3(PDEKTUBHYIO CUCTEMY YNPaBIIEHMS KAYECTBOM MPU Yy4acTUN PYKOBOASALLETO 1 MPON3BOACTBEHHOIO NepcoHana.
KayeCTBOM [OfKHa OXBaTbiBaTb OPraHW3aLMOHHYK CTPYKTYpY,

291.
npoLeaypsl,

(2.12)

npoLeccsi

Cuctema ynpasneHus
a Takke [eaTenbHOCTb,

U pecypchl,

Heobxogumylo Ons obecrneyeHus rapaHTuu

cooTBeTCcTBMA PC BceM TpeboOBaHUSIM COOTBETCTBYHOLMX CneuMdukauuii B OTHOLLEHWM KayecTBa M YUCTOTHI.

npOI/ISBOLI,VITeJ'Ib OOoJDKeH onpenennte U OOKYMeHTalbHO Oq)OpMI/ITb BCe BuUAbl AOeATelIbHOCTHU,

OTHOLUEeHne K Ka4eCTBY.

292.
obecneyeHuss u

(2.13) Y npousBogunTens [OSMKHbI
KOHTpONs

Ka4yecTBa,

KOTOpble [OOJTKHbI

ObiTb CO34aHbl

noapasgeneHus,

nmetoLme

BbINOMHsAWOLWME  DYHKLMK
OblTb  HE3aBUCUMbIMW OT MPOU3BOACTBEHHOIO

noapasgeneHunsa. YKkasaHHble (byHKLI,l/II/I MOTYT BbINOJTHATLCA nnéo oTaenbHbIMK nogpasgeneHnamm obecneyeHuns n
KOHTPOJ1A Ka4yecTBa, nnbo MOoryTt ObITb BO3MOXEHbI HA OAHO NMLO UNK rpynny nuyg B 3aBUCMMOCTKU OT pa3mMepoB ”
CTPYKTYPbl OpraHmnsauuin.
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293. (2.14) HeobxogumMo TOYHO onpeaenuTb NuL, YNONMHOMOYEHHbIX BblAaBaTb paspelleHne Ha BbINycK
NPOMEXyTOo4HOM npoaykuumn n ®C.

294. (2.15) Bce pencTBus, UMelOMe OTHOLUEHUE K KavecTBY, OOSMKHbl ODOPMAATLCS AOKYMEHTanbHO
HenocpeacTBEHHO NPW NX BbINOSTHEHNN.

295. (2.16) Jltoboe OTKIOHEHWE OT YCTAHOBSIEHHbIX MpoUedyp AOIMKHO OGOPMIIATLCA AOKYMEHTANbHO U
obocHoBbIBaTbCA. Heobxogumo npoBOAWTb paccrnefoBaHuWE KPUTUYECKUX OTKITOHEHUNW, a Takke odopMNSATb
OOKYMEHTarbHO Takoe paccreoBaHue 1 caenaHHble BbIBOAbI.

296. (2.17) NcxogHoe chipbe Onis Npou3BOACTBa hapMaueBTMYECKNX CybCTaHUUn U maTepuarnbsl He MOryT
ObITb paspelleHbl K BbIMYCKY WM WCMOMb30BaHbl A0 MOMyYeHUs YAOBNETBOPUTENBHOMO 3aKM4YeHus Mo
pesynbTaTaM OLLEHKW, NpOBeAEeHHOW nogpasgerneHnem (nogpasgeneHusaMn) kadectsa, ecriv y MpousBoguTens
OTCYTCTBYIOT COOTBETCTBYIOLUME CUCTEMBI, paspeluarolime Takoe UCrnonb3oBaHve (Hanpumep, BbIMNYCK B cTaTyce
KapaHTWHa, Kak onucaHo B NyHKTe 472 Hactoawwmx [lpaBun, nubo ucnonb3oBaHWE WCXOLHOrO CbIpbsl UMK
NPOMEXYTOYHOW NPOAYKLMM, OLLEeHKa KavyecTBa KOTOPbIX ELle He 3aBepLueHa).

297. (2.18) [TlpoussoguTenb [JOrmkeH paspaboTate npouenypbl CBOEBPEMEHHOrO  OMOBELLEHMS
pykoBoAsLero nepcoHana ob MHCNeKumsax ynorHOMOYEHHOro dpedeparnbHOro opraHa WCMONHUTENbHOW BNAacCTMy,
HegocTaTkax B OTHOLWEHUWM cobnogeHns TpeboaHui Hactosawmx lMpasun, gedekrax NPOAYKLUUN U O MPUHATMK
COOTBETCTBYHOLUUX Mep (Hanpumep, 0 PpaCCMOTPEHMMN MPETEH3NIA B OTHOLLUEHUN KavecTBa, 06 OT3blBax NPOAYKLUM,
0 OeNCTBMSAX YNOMHOMOYEHHOro hefiepanbHOro opraHa UCNOMHUTENbHOW BNacTw).

298. (2.19) Ona [OCTWXEHUS Lenu ynpaBfeHUst KayecTBOM [JOMKHa ObiTb BHeApeHa BCECTOPOHHE
paspaboTaHHas 1 nNpaBuIbHO PYHKLMOHUPYIOLLAA cucTemMa KadecTBa, BKovaowasa B cebst opraHnsaumio paboTbl
no HacToswwwmMm [NpaBunam, B TOM YMCre KOHTPOSb Ka4ecTBa 1 CUCTEMY YNPaBreHUsi puckaMu A KadecTBsa.

Cunctema ynpasneHus puckammn ans kavecrtsa (2.2)

299. (2.20) YnpaBneHue puckamu anga KayecTsa ABMsiE€TCS CUCTEMATUYECKUM MPOLLECCOM OLIEHKM, KOHTPOIS,
nepegayn wuHdgopmaumm m obsopa puckoB Ans kadectBa PC. ITOT npouecc MOXHO OCYLIeCTBNATb Kak
NepCneKkTUBHO, Tak N PETPOCMNEKTUBHO.

300. (2.21) Cuctema ynpaBsreHus puckamm ans kayectsa AOMKHa rapaHTUpoBaTh, YTO:

OueHKa puckoB 0a3mpyeTcst Ha HayyHbIX 3HAHMSAX, OMbITE NMPOM3BOACTBA M B KOHEYHOM CYETe CBsi3aHa C
3almMTON NauneHTa nytem obmeHa nHpopmaumer ¢ npnobpetarenem ©C;

YPOBEHb yCWUNWIA, bopmanusaumn n SOKYMEHTANbHOro ohOpMIIEHUS MpoLecca ynpaBreHns pyuckamu ansi
KadecTBa COM3MEPUM C YPOBHEM PUCKOB.

O6sa3aHHOCTM Nnogpasfenenns (nogpasgeneHni) kadectea (2.3)

301. (2.30) Nogpasgenenne (nogpasgeneHns) KayecTBa AOMKHO (4OMKHbI) BbiTb BOBNEYeHO(bl) B pelueHne
BCEX BOMPOCOB, OTHOCSALLMUXCS K KAYECTBY.

302. (2.31) TlogpasgeneHve (nogpasgeneHvs) kadecTBa [OOSMKHO (OOMXKHbI) paccmaTpuBatb U
cornacoBsbiBaTb BCE AOKYMEHTbI, UMEIOLLME OTHOLLEHNE K Ka4eCTBY NPOayKLNN.

303. (2.32) OcHoBHble 06513aHHOCTU HE3aBMCMMOrO(bIX) noapasfeneHnst (nogpasfeneHunil) KadectBa He
noanexart nepegadve Opyrum nogpasgeneHnsamM. 3T obsa3aHHOCTU AOMKHbl ObiTb JOKYMEHTanbHO odhopMIeHbI U
BKINOYaTh B ce64, B YaCTHOCTK, CrieayloLLee:

a) (1) Bblgavy paspeLleHns Ha BbiNyCK Unmn oTKNoHeHne Bcex PC, a Takke BblAayy paspelleHns Ha BbiNycK
WUNM OTKIMOHEHWE MPOMEXYTOYHOW MNpOoAYKUMKW, NpedHa3HauYeHHOW AN WCMoNnb3oBaHUs BHe cdhepbl KOHTpONs
npou3soauTens;

0) (2) cosmaHMe cuCTeMbl BbI4AuYM paspelleHnss Ha BbIMYCK WM OTKIIOHEHUS MCXOOHOTO  CbIpbS,
NMPOMEXYTOYHOW NPOAYKLUMM, YNAKOBOYHbLIX MaTepMarnoB 1 MaTepranoB ANS MapKUPOBKY;

B) (3) NpoBepKy COCTaBMEHHLIX 3an1cer No NPOM3BOACTBY CEPUM U LOKYMEHTOB NTabOpaTOPHOro KOHTPONS B
OTHOLLEHMMN KPUTUYECKMX CTaAuMn npouecca nepe Bbligaden paspeweHms Ha Boinyck OC;

r) (4) obecneyeHne paccnenoBaHnsi NPUYMH KPUTUYECKUX OTKIIOHEHWI U UX YCTPAHEHME;

A) (5) cormacoBaHve nnu yTBepxaeHne Bcex cneundukaumnii 1 OCHOBHbIX NMPON3BOACTBEHHbIX MHCTPYKLUNN;

e) (6) cornacoBaHue N yTBepXAeHVWe BCeX Mpoleayp, KOTopble MOryT OKasbiBaTb BIUSIHWME Ha KayecTBO
nNpomMexyTo4Houn npoaykuumn unu eC;

X) (7) obecneyeHne NpoBeAeHNs BHYTPEHHUX ayaUTOB (CaMOWHCMEKLMIA);

3) (8) ogobpeHne nponssoanTENen NPOMEXYTOHHOM Npoaykuun n dC, paboTaroLwmux No 4OroBopy;

n) (9) yTBepxaeHUe M3MEHEeHWN, KOTopble NOTEHUManbHO MOryT MOBMAWUSATb Ha KauyeCTBO NPOMEXYTOYHOW
npoaykumm nnn eC;
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K) (10) npoBepKy 1 yTBEP>KAEHNE NPOTOKOMOB 1 OTYETOB NO Banugauuu;

n) (11) obecneyeHne npoBedeHMsI paccnefoBaHUs U NPUHATUS PELLEHU NO NPETEeH3MsIM, CBSA3aHHbIM C
KayecTBOM;

M) (12) KOHTPONb CBOEBPEMEHHOMO BbIMOSIHEHUS TEXHWYECKOro OB6CNy>XuBaHUS, KannbpoBKW W MOBEPKK
KpuTM4eckoro obopyaoBaHus;

H) (13) obecneyveHne COOTBETCTBYIOLUMX MCMbITAHUA UCXOAHOIO ChbipbS U MaTepuanos U OOKYMEHTanbHOro
opopmneHns pesynbTaTos;

0) (14) obecnedveHve Hanuuus OaHHbIX O CTAOMNBHOCTM ANs MOATBEPXAEHWS YyCTaHaBnMBaembix Aat
npoBeAeHUst MOBTOPHbIX UCMbITAHUA NN UCTEYEHNS CPOKOB FOAHOCTM, a Takke ycrnoBui xpaHeHnus ®C u (wnwn)
MPOMEXYTOYHON MPOAYKUUM B TEX CRyyasx, Korga ato LenecoobpasHo;

n) (15) nposegeHne 063opoB kavecTBa npoaykuun (NyHkTbl 307 - 308 HacToAwwmx Mpaswun).

O65a3aHHOCTM NO NPON3BOACTBEHHOW AEATENLHOCTY (2.4)

304. O6sA3aHHOCTM MO NPOW3BOACTBEHHON AEATENbHOCTW AOMKHbI ObiTb AOKYMEHTanbHO OgOPMMEHbl U
BKNtOYaTb B cebsi, B 4aCTHOCTU, cneaytoLlee:

a) (1) paspaboTky, nepecmoTp, YTBEPXAEHME W pacrnpeferieHne WHCTPYKUMA MO NpOu3BOACTBY
NPOMEXYTOYHOW npoayKumm unn ®C B COOTBETCTBMM C YTBEPXKAEHHON NpoLeaypow;

0) (2) nponssoacteo ®C M nNpy HEOOXOOAMMOCTM MPOMEXYTOYHOW MPOAYKUUW B COOTBETCTBMU C 3apaHee
YTBEPXXAEHHBIMU UHCTPYKLMSAMU;

B) (3) paccMoTpeHue Bcex 3anucen No NPOWM3BOACTBY CEpPUU MPOAYKUUU U NOATBEPXKOAEHWE MOSTHOTbI UX
3anofiHeHUst U NognNucaHus;

r) (4) obecnevyeHme 06s13aTENBHOrO AOKYMEHTUPOBAHUSA BCEX OTKIOHEHWA OT MnpoLecca Npou3BOACTBA U
NMPOBEAEHUS WX OLEHKW, a Takke paccrefoBaHUsi BCEeX KPUTUYECKMX OTKIMOHEHUA W  OOKYMEHTarbHOro
0hOpPMIIEHUS NONYYEHHbIX BbIBOAOB;

a) (5) obecneveHne YNCTOTbI NPON3BOLACTBEHHbLIX MOMELLEHU U NPU HEOBXOANMOCTUN NX Ae3UHeKLnu;

€) (6) obecneyeHne BbINONHEHNS HEOHXOAMMBIX KANMOPOBOK, @ TaKKe BEAEHMUS U XpaHEHNs 3anucen;

X) (7) obecneyeHne obcnyxmBaHnsa nomMeLLeHNA 1 060pyaOBaHNSA, a TakKe BEAEHUS U XpPaHEHMWS 3annce;

3) (8) obecneveHne NPoOBEPKM 1 COrnacoBaHns NPOTOKOIOB Banuaaummn n OTYETOB;

1) (9) oueHKy NpeanaraeMbiX U3MEHEHWUI B OTHOLLEHUW NPOAYKLMM, Npouecca unmn obopyaoBaHus;

K) (10) obecneyeHve kBanMUKALUN HOBbIX U NMPU HEOOXOAMMOCTU MOLEPHU3VMPOBAHHBLIX MOMELLEHUA U
obopynoBaHus.

BHyTpeHHWe ayauTbl (camomHcnekuus) (2.5)

305. (2.50) Ons nogteBepxdeHusa cooTBeTcTBUs npou3dBoactBa PC TpeboBaHuAM HacToAwwmx [pasun
npoussoauTenb JOMKEH PErynspHo NpoBOAUTbL BHYTPEHHWE ayauTbl COTNAacHO YTBEPXXAEHHOMY rpadonky.

306. (2.51) PesynbTaTbhl BHYTPEHHErO ayguTa M MOCNEAyHOLIME KOPPEKTUpYLWMe Oenctens Heobxoanmo
OOKYMeHTanbHO odopMNATb W  [OBOAMTb OO CBEAEHWS PYKOBOASLIEro nepcoHana npouvssoauTens.
CornacoBaHHble KOppeKTUpytoLme AeACTBUSE OIMKHbI OCYLLECTBATECA CBOEBPEMEHHO U 3 EKTUBHO.

00630p kavecTBa NpoaykLmu (2.6)

307. (2.60) Ans nogTBEPXXAEHWSI MOCTOSIHCTBA NpoLecca Npon3BoacTBa HE0OX0AUMO PerynsipHoO NPOBOANUTL
00630p kayectBa PC. Takne 0630pbl Ka4yecTBa AOSMKHbI NMPOBOAUTBLCS, KakK NPaBWIO, €XEerogHo C NnocreayloLwmm
OOKyMeHTanbHbIM odhopmMneHnem. OHM JOIKHbI BKITIOYaTh B cebs No kpaviHen mepe cregyloLlee:

0030p pe3ynbTaTOB KOHTPOSS B MPOLECCE MPOU3BOACTBA MO KPUTUYECKMM Toudkam M ucnbitaHun OC no
KPUTUYECKMM NapamMeTpam;

0030p BCEX CEpUI, HE COOTBETCTBYHLLUX YTBEPXKOEHHBIM cneundrkaumnsv;

0030p BCEX KPUTUYECKUX OTKIIOHEHUIN UITM HECOOTBETCTBUN N CBSA3AHHBIX C HUMMW paccrnenoBaHui;

00630p NOObLIX NU3MEHEHW, BHECEHHbIX B MPOLLECCHI UMW aHaNMTU4YeCcKne MeTOANKY;

0630p pe3ynbTaToB NPOrpaMmMbl U3yHeHNsI CTAOUNBHOCTY;

0030p BCeX BO3BPATOB, NPETEH3UI U OT3bIBOB, CBSI3aHHbIX C KAYECTBOM,;

0630p 4OCTAaTOYHOCTM KOPPEKTMPYIOLLMX AENCTBUNA.

308. (2.61) Heobxogmmo aHanuavpoBaTb pe3ynbTaTbl ykazaHHOro ob3opa M oueHuBaTb, criegyeT nu
npegonpvHuMaTh  KOPPeKTMpylollee [OEWCTBME WM MPOBOAUTL  MOBTOPHy Banupaumo. O6ocHoBaHue
HeobX0OMMOCTHM TaKoro KOPPEKTUPYIOLLLETO OENCTBUS OOIMKHO ObiTb 0hopMNeHo AoKyMeHTanbHo. CornacoBaHHbIe
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KOPPEKTUPYIOLLNE OEACTBUSI LOIMKHBI OCYLLECTBATLCA CBOEBPEMEHHO M 3Q(PEKTMBHO.
MEPCOHAT (3)
Keanudwmkauus nepcoHana (3.1)

309. (3.10) [llpousBoguTenb [OOMKEH WMETb [AOCTATOMHOE KOMMYECTBO MepcoHana, WMetoLLero
cooTBeTCcTBylOLlee ob6pa3oBaHue, MNOArOTOBKY M (Mnv) onblT paboTbl ANA OCYLIECTBMEHWs MNpPOu3BOACTBa
npomMexyTo4Hon npoaykumm n ®C, a Takke Hag3opa 3a X NPon3BOACTBOM.

310. (3.11) OB6sa3aHHOCTM BCEro nepcoHana, 3aHATOro B NPOWM3BOACTBE NMPOMEXYTOUYHOW npoaykuum n OC,
OOIMKHbI BbITb TOYHO onpeaeneHbl U U3NoXeHbl B MMCbMEHHON hopMe.

311. (3.12) [MpousBoguTenb [AOMKEH perynspHo npoBoauTb OOy4YyeHWe nepcoHana C npuBrAeYeHnem
KBanM@ULUUPOBaHHbIX CMeLnanmncToB no BOMpPOCaM, CBA3aHHbIM C KOHKPETHbIMW onepauusiMu, BbINONHAEMbIMU
paboTHMkoM, a Takke c TpeboBaHuAMM HacToswwmx [lpaBun, MMeKLWMMM OTHOLIEHUE K (YHKLMOHANbHbLIM
06sa3aHHOCTAM paboTHuka. Heobxogmmo BecTu 3anucu no OByyYeHMI0 M NPOBOAWUTb NEPUOANYECKYHD OLIEHKY
obyyeHus.

l'vrueHa nepcoHana (3.2)

312. (3.20) NepcoHan gomkeH cobnofaTe caHNTapHble NpaBuna.

313. (3.21) lNMepcoHan AOMKEH HOCUTb YUCTYH, COOTBETCTBYIOLLYIO €ro NpOW3BOACTBEHHOW AEATENbHOCTU
ogexay, KOTopyl npu HeobxooumocTw crnegyeT MeHaATb. [Ans 3awuTbl NpOMEXyTodHon npogykuumn n C ot
KOHTaMuHauum npu  HeobXxoAuMMOCTM  AOfKHa  UCMOMb30BaTbCA  OOMOMHUTENbHAas  3awuTHas  odexaa,
3aKpbIBaIOLLYIO FOMIOBY, NINLO, PYKU 1 KUCTU PYK.

314. (3.22) MNMepcoHan gomkeH usberatb HENOCPEACTBEHHOIO KOHTaKTa C NPOMEXYTOYHON MPOAYKUMEN UIn
®C.

315. (3.23) KypeHwue, npuem nuLLn, NUTbE, XXEBAHUE N XPaHEHME NULLIEBbIX NPOAYKTOB AOMYCKAlTCS TOMbKO B
cneumanbHO NpeAHa3HayYeHHbIX 30HaX, OTAENEHHbIX OT MPON3BOACTBEHHBIX 30H.

316. (3.24) Mpun Hanuuun y pabOTHUKOB WHEEKLMOHHBLIX 3ab0neBaHU UMM OTKPbITbIX MOBPEXOEHWA Ha
He3aLUMLLEHHbIX y4acTKax NOBEPXHOCTU Tena TakMe paboTHWMKU OOMKHbI ObiTb OTCTPaHEHbI OT y4acTusa B paboTe,
nockonbKy npu aTom kavectso ®C nopBepraetcs pucky. JTioboro paboTHUKa € ABHbIMK NpU3Hakamu 3abonesaHus
WUNN OTKPbITBIMWA MOBPEXAEHNAMM KOXM (N0 pesynbTaTtam MefuuuHckoro obcnefoBaHus wnv HabmogeHus)
HeobX04MMO OTCTpPaHWUTb OT paboT, MpU BLIMNOSIHEHWMU KOTOPbIX COCTOSIHWE €ro 340pPOBbA MOXET OKa3aTb
HebnaronpuaTHOe Bo3aencTeme Ha kadecTBo ®C, 40 BbI3AOPOBAEHUSA UMK NOMYyYEHNS MEOULIMHCKOTO 3aKNioYeHns
0 TOM, YTO yyacTue aToro paboTHMKa B NPOM3BOACTBE He NpeAacTaBnsaeT pucka and 6e3onacHoOCTN UM KayecTsa
®C.

KoHcynbTaHThl (3.3)

317. (3.30) KoHcynbTaHTbl NO BONpocaM MpPoOU3BOACTBA M KOHTPOMS NPOMEXYTOYHOW npoaykumm unu OoC
OOIDKHbI UMETb COOTBETCTBYIOLLEe 06pasoBaHue, NMOArOTOBKY M OnbIT paboTel nnn noboe nx coyetaHne Ans TOro,
4YTOObI KOHCYNBbTUPOBATL MO BONPOCAaM, Af1A PELIEeHNs KOTOPbIX NX NpUrnacunm.

318. (3.31) Heobxooumo BecTu 3anucu ¢ ykasaHvem hamunumn, MMeHn, oT4ecTBa (Npy Hanuyum), agpeca u
KBanumKaLum KOHCYNbTaAHTOB, a Takke Tuna NnpegocTaBnseMbiX UMW YCITyT.

3O0AHVA U NMOMELWEHNA (4)
lMpoekTupoBaHue n cTponTenscTeo (4.1)

319. (4.10) 3gaHus n nomeLLeHus, ucrnosnb3yemble Npyu NPOU3BOACTBE MPOMEXYTOYHON npogykummn n ®C,
HeobxoQMMO pacnonaratb, MPOeKTMPOBaTh U KOHCTPyMpOBaTh Takum obpa3oM, YTobbl o6ecnevynTb BO3MOXHOCTb
X O4YUCTKKU, OBCNyXMBaHUA U QYHKUNOHMPOBAHUS B COOTBETCTBMM C TUMNOM W CTaguer Npou3BOACTBA.
MoMeLLeHns OOMKHbI NPOEKTUPOBATLCHA TakuM 06pa3om, YToObl CBECTM K MUHUMYMY BO3MOXHYIO KOHTaMUHALUIO.
Ecnu yctaHoBReHbl cneumdukauum B OTHOLLIEHUN MUKPOBUOMNOrMYecknx nokasatenemn npoMeXXyTOHHOW NpoayKUun
unu ®C, nomelleHns HeobxoauMo NPOeKTUpoBaTb TakMm 00pa3oM, YTOObl MO BO3MOXHOCTU OrpaHUYUTb PUCK
HexxenaTenbHON MUKPOOHOWM KOHTaMUHALIN.

320. (4.11) 3paHua M MNOMELLUEHMS [OOIDKHbI ObITb [OCTAaTOMHO MNPOCTOPHBIMW AN NPaBUITbHOIO
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pacnonoxeHust 060pyaoBaHWs, XpaHeHUs N NepeMeLLeHnsa maTepmanos, YTobbl NpegoTBpaTUTL NepenyThiBaHue U
KOHTaMMHaLMIO.

321. (4.12) Ecnu obopygoBaHue (Hanpumep, 3akpbiTble WNU M3ONUPOBaHHbIE CUCTEMbl) obecneumBaeT
HaJEeXHYI0 3alUMTy MaTepmanoB, TO OHO MOXeT ObiTb pacnonoXeHO BHE MOMELLEHUS.

322. (4.13) lNepemelleHe MaTepuanoB M NepeaBMKEHNE MepcoHana B 34aHMM M MOMELLEHUSIX OOJDKHbI
ObITb MPegyCMOTPEHbI Taknm 06pa3om, YTOObl NpefoTBpaTUTL NepenyThiBaHNE U KOHTaMUHALUMIO.

323. (4.14) JomkHbl O6bITb ONpefeneHbl KOHKPETHbIE 30HbI UMM APYrne CUCTEMbI KOHTPOMS ANS crnegylowmx
onepauun:

npvemka, ngeHtudmkaums, otéop npob n kapaHTVH NOCTyNaKLWUX MaTepmnanos 4O BblAavM pa3peLleHns Ha
NCMOMb30BaHWe NN 0 OTKIOHEHNS;

XpaHeHne MNpOMEXyTouHOM npoaykumm n ®C B kapaHTUMHE OO BblAayn paspelleHuss Ha BbINyCK UM A0
OTKITOHEHWS;

oT60p Npob NpomMexyTouHon npoaykuum n dC;

XpaHeHMEe OTKMOHEHHbIX NCXOLHOMO Chipbs M YNAKOBOYHbBIX Marepuanos Ao u3baBneHust ot HUX (Hanpumep,
BO3BpaTa, NOBTOPHON 06paboTKM UNN YHUUTOXKEHNS);

XpaHeHne MaTepuarnoB, KOTOPbIE pa3peLLeHbl K UCMOMb30BaHMIo;

TEXHOJMOrMYeckMe onepauuu;

onepauum no ynakoBKe Y MapKMpOBKE;

npoBegeHne nabopaTopHbIX aHaNM30B.

324. (4.15) lNMpoussogutenb OOSMPKEH MPegyCMOTPETb HanMune HeobxoanMbIX MOMELLEHUI ANA NOLATOTOBKU
nepcoHana (B YaCTHOCTW, ANsi MbITbSl PYK) U TyaneTHbIX KOMHaT B JOCTaTOYHOM KONWYEeCTBE M NOAAEPXUBaTb B
HUX ynctoTy. K HUM pgomkHa ObiTb nogBedeHa ropsiiad u xonogHas BOAA, OOIMKHbI OblTb B HANU4YMM MbINO MK
WHOEe MolLlee CpeacTBO, BO3AYLUHbIE CYLUMIIKM MMM OOHOPA30Bble MONOTEHUA. YMbIBANbHUKM U TyarneTHble
KOMHaTbl OOMKHbl OblTb OTAENEHbI OT NPOU3BOACTBEHHbIX 30H, HO NErkogocTynHbl. [JomkHO ObiTb obecneyeHo
HanuuvMe NomeLleHn anga nepeonesaHnsi U Npy HeOOXoaMMOCTU AN NPUHATMA aylia.

325. (4.16) llabopaTopHble 30HbI, MeCcTa BbINOMHEHUS NabopaTopHbiX paboT pekomeHayeTcs oTaensTb OT
NpPOM3BOACTBEHHbLIX 30H. HekoTopble nabopaTopHblie 30HbI, B YACTHOCTU, 30HbI, UCMOMb3yeMble ANSA KOHTPOMs B
npouecce MpPOU3BOACTBA, MOXHO pa3MellaTb B MNPOM3BOACTBEHHbIX 30HAX NpW YCMOBUW, YTO oOnepauuun
TEXHOMNOrMYEeCKOro npoLecca He OkasbiBalOT HEDGNAroNnpUSATHOrO BIIMSAHMSA HA TOYHOCTb JTabOPaTOPHbIX M3MEPEHUIA,
a nabopaTopHble paboTbl He Oka3blBalOT HeONaronpuATHONO BO3AEWCTBUSI HA TEXHOJOTMYECKUI MNpoLEecc,
NPOMEXYTOYHYI0 Npoaykumio unm OC.

WHxXeHepHble cuctemsl (4.2)

326. (4.20) Bce vHxXeHepHble CUCTEMbl, KOTOpble MOryT MOBAUSATbL Ha KavyecTBO MpOAyKuuW (Hanpumep,
cucTembl obecneyeHns napom, rasamu, CxaTbiM BO34YyXOM, a Takke CUCTEMbl HarpeBaHWsi, BEHTUNSAUMU WU
KOHOULMOHMPOBaHNA BO3AdyXa), OOJKHbI MPONTM KBanudukaumwo. Heobxognmo cooTBeTCTBYHOWMM 06pasom
KOHTponupoBaTb Ux paboTy 1 NpeanpvHMMaTh Mepbl, €Crnv NpeBbllleHbl 4ONYCTUMbIE npeaenbl KOHTPONMpyeMbIX
napameTpos. [1pon3BoanTENb OMMKEH NMETb B HANMMYNM YEPTEXN ITUX MHKEHEPHbBIX CUCTEM.

327. (4.21) lNpn HeobxogumocTn crnegyeT NpegycMaTpuBaTb COOTBETCTBYHOLLUME CUCTEMbI BEHTUNALMU U
dvnbTpaumMn Bo3dyxa, a TakkKe BbITSXKHbIE YCTPOMCTBA. OTU CUCTEMbI AOMKHbI ObITb CMPOEKTUPOBaHbLI U
CKOHCTPYMpPOBaHbl Takum o06pa3om, 4YTOObl CBECTM K MUHMMYMY PWUCK KOHTaMWHaUUM WU MNepeKkpecTHom
KOoHTamuHauun. OHM Takke OOMMKHbI ObITb CHabXeHbl 06opyLoBaHMEM ANA KOHTPONS AaBMEHNs BO3ayxa, Hanmums
MUKPOOPraHn3moB (ecnu aTo HeoBXoaMMO), 3anbINIEHHOCTU, BMAXXHOCTU U TEMNepaTypbl, ecnn aTo Tpebyetcs ans
OaHHOM cTaguu npomusBoacTeBa. Ocoboe BHUMaHWe cnedyeT ygenaTb 3oHam, B koTopbix ®C nogsepratoTcs
BO3JENCTBMIO OKpYXatloLlen NpoM3BoOACTBEHHON cpeabl.

328. (4.22) B npon3BoaCTBEHHbIX MOMELLEHUSAX C peuupKkynsumnen Bo3ayxa criegyet npegycMoTpeTb Mepbl
Mo NPeAoTBPAaLLEHMIO PUCKA KOHTaMWHALUN 1 NEPEKPECTHON KOHTaMUHaLUNN.

329. (4.23) CtaumoHapHble TpybonpoBoabl criegyeT AOMKHbIM 06pa3om naeHTuduumpoBaTb. OTO MOXET
ObITb CAENaHO C NMOMOLLLI0O MapKUPOBKM OTAENbHbLIX TPYOONPOBOAOB, COOTBETCTBYIOLLEN AOKYMEHTaUMU, CUCTEM
KOMMbIOTEPHOIO KOHTPONSA MK MHbIMKU cniocobamu. TpybonpoBoabl cnegyeT pacnonaratb TakuMm 0b6pasom, Y4ToObl
n3bexaTb pUcka KOHTaMMHALMN MPOMEXYTOYHOM NpoAaykumumn nnm ®C.

330. (4.24) CtaumoHapHble TpyboNpoBoAdbl LOIMKHBI MMETH COOTBETCTBYHOLLME pa3mepbl U ObiTb CHabXeHbI
CMCTEMOW BO3AYLIHOrO 3aTBOpa MMM, €Ccnu 310 Heobxodumo, YCTPOWCTBOM ANis MpefoTBpalleHnsi obpaTHoro
noToka.

Bopa (4.3)
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331. (4.30) Bopa, ucnonb3dyemass B npoussoactee ®C, pormkHa COOTBETCTBOBaTb MpeanornaraeMomy
HasHauyeHwuto. CobnogeHne gaHHoro TpeboBaHnsA AOMKHO BbITb NOATBEPXKAEHO NogpasaeneHmemM KayecTaa.

332. (4.31) KadyectBO BOAbl, UCNONb3yemMon B MPOU3BOACTBEHHOM MpoLecce, OOMKHO COOTBETCTBOBATb
TpeboBaHMAM HOPMaTUBHbLIX MPaBOBbIX akToB Poccuiickon depepaunn, npeabsBsSeMbiM K Ka4ecTBYy MUTLEBOW
BOAbI.

333. (4.32) Ecnn pns obecneveHuss kavyectBa PC xapaKTepuUCTUK MUTLEBOM BOAbI HEAOCTATOYHO U
Heobxoaumbl Bonee xecTkme TpeboBaHUSA K XMMUYECKUM U (MN1) MUKPOBMONOrMYECKUM XapakTepucTukam Boapl,
OOIMKHbI ObITb paspaboTaHbl COOTBETCTBYOLLME crneundmrkalmm Ha Bogy no M3nyecknm CBOMCTBaM, XUMUYECKUM
cBoWcTBam, O6LEMy YMCIYy MWKPOOPraHM3MOB, HEAOMYCTUMBbIM MUWKPOOPraHuamMam w (Mnv) CcoaepXaHuio
3HOOTOKCWMHOB B BOAE.

334. (4.33) Ecnu npoussoauTens noasepraeT BOAY, WUCMNOMb3yemyld B MNPOM3BOACTBE, cheunanbHOW
0bpaboTke AnA OCTMXKEHUSA onpeaeneHHoro KayecTsa, To npouecc o6paboTkmM AOMKEH NPOWTU Banuaaumio n ero
HeobX0AMMO KOHTPONMPOBaTb C Y4ETOM YCTaHOBIEHHbIX NPeaenos.

335. (4.34) Ecnu nponsBogutens HectepunbHon GC HamepeBaeTCs MCMNOMb30BaTh CBOK MPOAYKUMUIO AN
nocrneayowero NponsBoAcTBa CTEPUNBHONO MEKapCTBEHHOMO npenaparta unu yTBepXaaeT, YTo ero npoaykumsi
npurogHa Ans MNofyyYyeHus CTEPUNbHOrO FeKapCTBEHHOrO Mnpenaparta, To Boda, UCMonb3yemasi Ha MocnegHux
CTagusX BblOENEHNst N OYNCTKU, AOIDKHA NoABepraTbCs MOHUTOPUHTY M KOHTPONMPOBAaTLCSA B OTHOLLEHMMU 0OLLero
KOnM4ecTBa MUKPOOPraHM3MOoB, HEAOMYCTUMbIX MUKPOOPraHU3MOB U 3HAOTOKCHMHOB.

PazgeneHue 30H (4.4)

336. (4.40) Tllpom3BoACTBO NPOAYKUUM C BbICOKOW CEHCUOMMM3MPYIOLLEN aKTUBHOCTbID, TakKoOM Kak
NEHULMNANHBI UNK LedanocnopuHbl, HE06X0AUMO OCYLLECTBNATL B CneunanbHO BblAeNeHHbIX NPOU3BOACTBEHHbLIX
30Hax, KOTOpble MOryT BKMOYaTb MoMelleHus, obopydosBaHne Ans obpaboTkum BO3AyXxa M TEXHONOrnmyeckoe
obopynoBaHue.

337. (4.41) CneumanbHO BblAeNeHHbIEe MPOU3BOACTBEHHbBIE 30HbI AOIMKHbI ObITh NPEeAYCMOTPEHb! Takke Ans
BeLleCTB C MHMUUMPYIOLLMMK CBOWNCTBaAMW, C BbICOKOW (papMakofiorMyeckon akTUBHOCTbIO UMM TOKCUYHOCTbIO
(Hanpumep, HekoTOpble CTepoudbl UMN LUTOTOKCMYECKME NPOTMBOONYXOfieBble CPeACcTBa), 3a UCKIHOYEHMEM Tex
Cry4yaeB, Korga yCTaHOBMEHbl U OCYLLECTBMAIOTCA BannaMpoBaHHble npoueaypbl UHAaKTUBaLuUM 1 (Mn) O4YUCTKK.

338. (4.42) MNpowusBoauTenb [JorkeH pa3paboTatb M BBECTM B OEWCTBME Mepbl, Heobxoaumble Ans
npefoTBpaLLeHns NepekpecTHON KOHTaMMHAaLKMM CO CTOPOHbI NEPCOHana, a Takke MCXOAHOrO Cblpbs, YNAKOBOYHbIX
mMaTepuanoB, MPOMEXYTOYHOW MPOAyKUuuW, OBOpPYAOBaHWA M WHbIX NPEeAMEeTOB, MepeMeLlaloLmxcs U3 OAHOW
BblJENEHHOW 30HbI B APYryto.

339. (4.43) IMobble TexHomormvyeckne onepauunm (BKMOYas B3BELUMBaHWE, pasMoOfl UMM YNakoBKY) C
BbICOKOTOKCMYHBIMU HedbapmMaLeBTUYEeCKMMI BELLeCTBaMU, TaKMMK Kak repbuunabl U nectuumnabl, He 4onyckaeTcs
NPOBOAUTL B TEX Xe 3A4aHusAX 1 (UNun) Ha ToM ke 06opyaoBaHUK, KOTOpble MCNOoNb3ylTca Ana npoussoacTea dC.
Pabota c TakmMn BbLICOKOTOKCMYHBIMU HedapmaueBTUYECKMMU BellecTBaMM U WX  XpaHeHne OOSIKHbI
OCyLLEeCTBNATbLCA oTAENbHO OT PC.

OcgelyeHune (4.5)

340. (4.50) Bo Bcex 30Hax [omkHO ObITb obecrnedyeHo ocBelleHVe, Heobxogumoe AOns Toro, 4Tobbl
NPOBOAUTbL OYUCTKY, TEXHUYECKOE OOCNYXUBaAHWE MU Haaexallee BbINONTHEHNE onepaunii.

Ctoku n otxogpl (4.6)

341. (4.60) Ctoku, oTxogpl M Apyrme oTpaboTaHHble MaTepuansl (Hanpumep, TBepAble, XuOKMe U
razoobpasHble Mo6OYHbIE NPOAYKTbI NPOM3BOACTBA) BHYTPUM U CHapPYXW 30aHUIA, a TakkKe Ha HENnocpeacTBEHHO
npunerawwen Tepputopun Heobxoaumo CBOEBpEeMEHHO ydanaTb, obecnedvBas ©Ge3onacHocTb M cobniogas
caHuTapHble npasuna. KoHTteriHepbl 4ns Mmycopa v (Mnm) CToYHble TPYObl AOMKHbI ObITb YETKO MPOMapKMPOBaHbI.

CaHuTapHas obpaboTka 1 TexHn4eckoe obcnyxusaHue (4.7)
342. (4.70) 3paHusa, ucnonb3yemble Npy MPOU3BOACTBE MPOMEXYTOYHOM npogykumm n ®C, Heobxogumo

Hapnexalumm obpasoM obcnyxmnBaTh, PEMOHTMPOBATL M codep)kaTb B YACTOTE.
343. (4.71) [lMpousBoanTenb LOMKEH paspaboTaTb [LOOKYMEHTbI, OMpedensitome OTBETCTBEHHOCTb 3a
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npoBefeHne caHuTapHou o6paboTku, B KOTOPbIX NpuBEAEHbl rpaduku NPOBEAEHUS OYUCTKWU, NepeydUcrieHbl
MeToabl, 06opyaoBaHMe U MaTepuansl, UCNOMb3yeMble NP OYUCTKE 3A4aHUIA U MOMELLEHUA.

344. (4.72) Mpn HeobGxoammocTu Ans TOro, 4tobbl n3bexatb KOHTamuHauuu obopyaoBaHWS, UCXOLHOro
Cblpbsi, YNAKOBOYHbIX MaTepuManoB M MaTtepuanoB ANd MapkMpOBKW, NPOMEXYTOYHOW npoaykumm n ®C, OOMmKHbI
ObITb Takke paspaboTaHbl npouedypbl MO WCMOMb30BaHWMIO CPEACTB MNPOTUB  TPbI3YHOB, WHCEKTULMAOOB,
dyHrMUnaoB, GYMUraHTOB U CPeacTB OUMCTKU U ae3nHdekuun OC.

TEXHOJIOTMYECKOE OBOPYOBAHME (5)
MpoekTnpoBaHue n moHTax (5.1)

345. (5.10) O6opynoBaHue, NCNOMNb3yeMoe Npu NPoM3BOACTBE MPOMEXYTOUHOM npoaykumm n ®C, fomKHO
NMEeTb COOTBETCTBYIOLLYIO KOHCTPYKLMIO, COOTBETCTBYIOLUME pa3Mepbl K pacnonaratbCs B COOTBETCTBUMU CO CBOUM
HasHayeHneM W Takum ob6pasom, 4YTOObLI nepcoHanm MOr OCYWEeCTBMASATb O4YUCTKY, [Ae3uHdekumio (npu
HeobXx0AMMOCTU) U TEXHMUYECKoe 0BCnyxXnBaHne aToro 0bopygoBaHuS.

346. (5.11) lMoBepxHOCTM 0OOPYAOBaAHUSA, KOHTAKTMPYHOLUME C WCXOOHBIM CbIPbEM, MPOMEXYTOYHLIMM
npogyktamn mnm ®C, He OOMKHbl BNWATb Ha KAayeCTBO MPOMEXYTOYHbIX MPOAYKTOB M PC U M3MEHATb WX
XapaKkTepucTuKX 3a npeaenbl 4ONYCTUMbIX 3HAYEHWIN, YCTaHOBMEHHbIX B cneumguKaLmnsx.

347. (5.12) TexHonorunyeckoe obopydoBaHMe HEOOXOAMMO MCMONb30BaTb TOMbKO B Mpedenax paboumx
AMana3oHOB, YCTAaHOBIEHHbIX NPY KBanuuKauuu.

348. (5.13) OcHoBHOe 06opyaoBaHWe (HanpuMmep, peakTopbl, EMKOCTW ANS XPaHeHWs) U CTauuoHapHble
TEXHOMNOrM4Yeckne NUHUM, UCNofb3yemble B MPOM3BOACTBE MPOMEXYTOYHOM npodykumm munm ®C, AomkHbl BbITb
COOTBETCTBYHOLNM 06pa3om naeHTudmunpoBaHbI.

349. (5.14) IMobble BewecTBa, Heobxoanmble ANa PYHKUMOHMPOBAHMSA 0BOpPYAOBaHWS, Takne Kak CMasku,
XMAOKOCTW OIS HarpesBa WnuW xnagareHTbl, He OOMMKHbl KOHTaKTUpOBaTb C MPOMEXYTOYHOW npoaykumen mnm dC,
4YTOObl HE M3MeHATb KX KavecTBo. [lpomsBoguTenb OOIMKEH MPOBECTU OUEHKY MoBbIX OTKMOHEHW OT 3TOro
TpeboBaHus, 4ToObI YyOeamTbCs, YTO OTCYTCTBYET HebGnaronpuaTHoe BO3OEeNCTBME ITMX MaTepuanos, BMsOLLEE
Ha MPUrOAHOCTb NPOMEXYTOYHOW npoaykumen mnu ®C Ana ucnonb3oBaHus. Tam, rge 3TO BO3MOXHO, OOSKHbI
MCMoNb30BaTbCs CMa3kn U Macna, npegHasHaveHHble A8 NULWEBON NPOMbILLIIEHHOCTY.

350. (5.15) Bo Bcex cnyyasx, Koraa 310 NPUMEHUMO, JOIMKHO MCMOMb30BaTbCA 3aKpbiTOe UMW repMeTU4HO
3akpblBatoLLeecs obopyaoBaHue. Mpu MCNONb30BaHNM OTKPLITOro 060pyaoBaHMSA MW ero OTKPbITUM HeobXxoaMMOo
NPUHATb Mepbl NPeJOCTOPOXHOCTM, YTOObI CBECTM K MUHUMYMY PUCK KOHTaMUHALMW.

351. (5.16) Y nponsBoguTens OOMMKEH UMETLCSA B HANUYMU akTyarbHbIA KOMMEKT YepTexen Ucrnorb3yemMoro
obopyaoBaHusl, a TakKe KPUTMYECKUX CUCTeM OBBHA3KM (Hampumep, KOHTPOMbHO-U3MepUTENbHbIX NpMbopos,
BCMOMOraTeribHbIX CUCTEM).

TexHuyeckoe obcnyxunsaHune n oymctka obopygosaHus (5.2)

352. (5.20) lMpodmnakTnyeckoe TexHuyeckoe obcnyxmBaHme obopynoBaHMs HeoBXxOAMMO MNpPOBOAWUTL B
COOTBETCTBUM C YTBEPXAEHHbIMW rpadukamu W npoueaypamu, B KOTOPbIX AOSKHa ObiTb onpegerneHa
OTBETCTBEHHOCTb 3a UX NpoBeJeHue.

353. (5.21) MpousBogutens JOMMKEH pa3paboTaTe MHCTPYKLMU NO 04NCTKE 060pyAOBaHNS 1 nocneayoLemy
NnonyyYyeHUo paspeLleHusl Ha ero UCMnosfb3oBaHWE Mpu NPOU3BOACTBE MNPOMEXYTOYHOM npoaykumm n ®C.
Mpouenypbl O4NCTKN AOSMKHbI BblTh ONUCAHbI 4OCTATOYHO NOAPOOHO, YTOOLI ONepaTopbl MOMN MPOBOAUTL OUYUCTKY
obopynoBaHus Moboro Tuna BOCNpon3BoaNMbIM M 3PEKTUBHBIM CNOcob6oM. ST Npoueaypbl OJIKHbI BKITHOYATb:

yCTaHOBMEHWE OTBETCTBEHHOCTM 32 OYUCTKY 000pya0OBaHUS;

rpadukm O4MCTKK, BKITOYas (Mpu HeobxogumocTn) rpadmkn caHnTapHon obpaboTku;

nofHoe onucaHve MEeTOAOB U MaTepuanos, BKIOYas NPUroTOBNEeHMe CPEeACTB, MCNOMb3YyeMbIX AMS OYUCTKM
obopyaoBaHus;

WHCTPYKUuM no pasbopke u cbopke kaxgon (Npu HeobxoAMMOCTM) eauHuubl obopydoBaHus Ans
obecneyeHns Hagnexallien o4mMCTKY;

WHCTPYKLUK MO yOaneHnio MapKMpoBKW NpeabiayLlen cepuu;

WHCTPYKLMM NO 3aLLMTE YUCTOro 000opyaoBaHUS OT KOHTaMUHaLMK Nepes ero NCnofnb3oBaHUeM;

NopsiAoK MPOBEPKU YUCTOTbl 0OOpPYAOBaHWMA HEMOCPEACTBEHHO Neped ero UCMonb3oBaHWEM, ecnn 3TO
NpaKkTUYEeCKN OCYLLLECTBUMO;

yCcTaHoBreHne (korga npMMEeHNMO) MakCUMarbHOro NpoMeXyTka BpeMeHU Mexay OKOHYaHueM npouecca u
OYUCTKOM 00OpyaoBaHUS.
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354. (5.22) O6opynoBaHMe U NPUHALNEXHOCTUM OOMXKHbI OYMLLATBCH, XPaHUTbCA M NpU HeobXoaAMMOCTH
noaBepraTbCs caHUTapHon ob6paboTke NN CTepunmn3oBaThCH AN NpeaoTBpaLLeHMs KOHTaMUHaUM1M unm nepeHoca
MaTepuana, KoTopble MOryT U3BMEHUTb Ka4yeCTBO NPOMeEXyTouHon npoaykuun n ®C 3a npegensl, yCTaHOBMNEHHbIE B
cneundukaumnsax.

355. (5.23) Ons obopynoBaHusi, NpeaHasHa4eHHOro Anis HENnpepbIBHONO TEXHOMOrMYECKoro npouecca unm
ONsl NPOM3BOACTBA KaMMaHUsIMU (NPOM3BOACTBEHHLIMU LIMKIIaMK) nocnefoBaTenbHbIX CepUi OOHOW U TOW e
NMPOMEXYTOYHOW NPOAYKUMM UNn ogHon n Tton xe PC, HeobXxooumo MPOBOAMTL OYMCTKY Yepes3 ornpederieHHble
NMPOMEXYTKA BpEeMEeHW BO uM30exaHWe HaKOMMeHUss U MepeHoca KOHTaMWMHAHTOB (Hampumep, MNpPOAYKTOB
pasnoXeHns UM HeJoMnyCTUMOro KOfnMyYecTBa MUKPOOPraHN3MOB).

356. (5.24) ObopynoBaHue, Ucnonb3yemMoe Ansi NPOU3BOACTBA pa3HbiX MaTepuanoB, JOIPKHO ovMwaThCs B
NpOMEXYTKax Mexay NX CMEHON BO n3bexaHme nepekpecTHon KoHTaMuHauuu.

357. (5.25) lNMpousBoauTens OOMMKEH YCTaHOBUTb M OBOCHOBATb KPUTEPUM MPUEMIIEMOCTU B OTHOLLEHUU
OCTaTKOB, a Takke OCyLecTBUTb U 060CHOBATL BbIOOP NpoLieayp OYUCTKM U MOKOLLUX CPEACTB.

358. (5.26) ObopynoBaHne OOMKHO ObITb COOTBETCTBYIOLWMM 06pa3oM NPOMapKMPOBAHO B OTHOLLUEHUWN €ro
COAEPXKMMOIO U COCTOSIHUS YNCTOThI.

Kanunbposka (5.3)

359. (5.30) KanubpoBKy KOHTPOMbHO-U3MEPUTENBHOTO WM aHanuTnyeckoro obopyaoBaHus (B TOM 4yucne
BeCOB, MpubopoB [AONA MOHMTOpPMHra), WUMEILLEro KpuUTMdyeckoe 3HadeHne pAnd obecneveHnst KadecTBa
NPOMEXYTOYHOW npoAyKumm unn ®C, HeobXxoaMMO NPOBOANTL B COOTBETCTBMUN C YTBEPXKAEHHBIMU MHCTPYKLUMAMUN U
YCTaHOBMEHHbIM rpacrKom.

360. (5.31) KannbpoBka gomkHa NpoBOAUTLCA C MCMNONb30BaHNEM COOTBETCTBYIOLLUX CEPTURMULMPOBAHHBLIX
CTaHOapTOB MM COMOCTaBMMOro CO CTaHAapTOM obpasua nmMbo aTanoHa (ecnv TakoBble CYLLECTBYIOT).

361. (5.32) 3anucu npoBeaeHNs KanMBbPOBOK AOMKHbI COXPaHATLCA.

362. (5.33) Tekywmm crtaTyCc KanmbpoBKM KPUTUYECKOrOo 0BopyaoBaHMsa OOSMKeH ObITb M3BECTEH U AaBaTb
BO3MOXHOCTb €ro npoBepkKu.

363. (5.34) He ponyckaeTca ucnonb3oBaHWe nNpubOpoB, KOTOPble HE COOTBETCTBYIOT KpUTEPUAM
KannbpoBKu.

364. (5.35) OTKNOHEHUsT OT YTBEPXAEHHbIX CTaHAapTOB KanMOpPOBKM ANs KpUTMYeckux npubopos
HeobxoQMMO paccnefoBaTtb, YTOOblI onpeaenvTb, NMOBMAMANO MM 3TO HA KaydeCTBO NMPOMEXYTOYHON MPOJyKUUK U
®C, npon3BeAEHHbIX C UCMONb30BaHNEM AAHHOIO 060PYAOBaHUA MOCHE ero NocnegHern yecnewHom kKanmbpoBku.

KomnbloTepuanpoBaHHble cuctemsl (5.4)

365. (5.40) KomnbioTepuanmpoBaHHble CUCTEMbI, OTHOCALIMECH K HacToswwmm [lpaBunam, nognexar
Banmgauun. OOGbeM BanMaauum 3aBUMCMT OT MHOroobpasusi, CIOXHOCTM W  KPUTUYHOCTU MNPUMEHEHUS
KOMMNbIOTEPU3NPOBAHHBLIX CUCTEM.

366. (5.41) Hapnexawme kBanudukauma MOHTaxa W kKBanudukaumsa QOYHKUMOHUPOBAHUS LOSIKHbI
NPO4EMOHCTPMPOBaTh MPUTOAHOCTb KOMMbIOTEPHOrO 06OpyAOBaHMS W MNporpammHOro obecneveHuss Ans
BbINONHEHWNSI NOCTaBNEHHbIX 3a4au.

367. (5.42) Vicnonb3yemoe nporpammHoe obecnedeHune, KOTopoe Obino KBanvduuMpoBaHo, He TpebyeT
npoBefeHUs UCMbITaHUM TOro Xe YpoBHA. Ecnu cyulecTBylollas cucTemMa He npollna Banuaauuio BO BpeMms
YCTaHOBKW, MPU HaNMYnn COOTBETCTBYIOLLEN JOKYMEHTALMU MOXHO MPOBECTN PETPOCMNEKTUBHYIO BanuaaLmio.

368. (5.43) Heobxogumo, 4Tobbl KOMMLIOTEPU3NPOBAHHBIE CUCTEMBI UMENN JOCTATOYHBIN YPOBEHb KOHTPONSA
ONs NpegoTBpalleHns HEeCaHKUMOHWPOBAHHOIO AOCTyNa K AaHHbIM UMM U3MEHEHWs AaHHbIX. [ormkHa ObiTb
npegycMoTpeHa 3alumTa OT NoTepu AaHHbIX (Hampumep, Npu BbIKMOYEHUN komnbloTepa). MHdopmauusa o nmobbix
M3MEHEHNAX AdaHHblX, O MnocnegHeM BBOAE [AaHHbIX, O TOM, KEM W Korga OHW Obinv caenaHbl, NOANEXWT
permcTpaumm.

369. (5.44) lNMpoussogutenb OOMMKEH MMETb YTBEPXAEHHbIE Mpoueaypbl N0 3KCNfyaTauum n TEXHNYECKOMY
06CNyXMBaHUIO KOMMbIOTEPU3MPOBAHHBLIX CUCTEM.

370. (5.45) Ecnu kputnyeckMe OaHHble BBOAST BPYYHYK, HEOOXoOAMMO NpeayCcMOTPEeTb AOMONTHUTENbHYIO
NpoBEepKY TOYHOCTU UX BBeAEHUs. Takylo NPOBEPKY MOXET BbIMNOMHUTL BTOPOW ornepaTop unu cama cuctema.

371. (5.46) Cbou B paboTe KOMMbIOTEPU3MPOBAHHBLIX CUCTEM, KOTOPbIE MOTYT MOBMMATL Ha KayecTBO
npomexyTo4Hon npoaykuun mnu ®C, Ha [OCTOBEPHOCTb 3anncen Wnu pesynbTaToB WCMbITaHWA, noanexar
OOKYMeHTansHoMy ohopMMeHUIo U paccnegoBaHuIo.

372. (5.47) N'ameHeHns1 B KOMMbIOTEPU3MPOBAHHBLIX CUCTEMAaxX HEOOXOOMMO OCYLLECTBNATL B COOTBETCTBUM C
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npoueaypamn BHECEHUS W3MEHEHUN, OMuUManbHO WX CaHKLMOHUPOBATb, OMOPMNATE AOKYMEHTanNbHO U
TecTMpoBaTth. [1OMKHbI COXPaHATLCHA 3anmMCU BCEX M3MEHEHURN, BKNYas mMoandukaumio U ycoBepLUeHCTBOBaHUE
KOMMNbIOTEPHOro 060pPYAOBaHUA, NPOrPAMMHOI0 06ecneyeHnsa u Opyrux KPUTUHECKUX KOMMOHEHTOB CUCTEMBI. OTH
3anucu OOMKHbI ObITh fOKa3aTeNbCTBOM TOr0, YTO CMCTEMA NOAAEPXKMBAETCSA B BaNMAMpPOBaHHOM COCTOSAHUMN.

373. (5.48) Ecnn cbon mnm nonomka CUCTEMbl NPUBOAUT K MOCTOSIHHOW MoTepe 3anucen, Npou3BOAUTENb
OOMMKEH NpPeayCcMOTPETb CUCTEMY PE3EpPBHOr0 KOMMPOBAHWS MHGopMauuu. Bo Bcex KOMMbOTEPU3MPOBAHHbLIX
cucTemax JOMKHbI ObITb NPeayCcMOTpeHbl CpeAcTBa, obecneunBatoLLme 3awmTy aHHbIX.

374. (5.49) B ponosnHeHne K KOMMNbLIOTEPHOM CUCTEME OOMNYyCKaeTCs 3anvcb OaHHbIX U APYrMM CriocoOomMm.

OOKYMEHTAUMA N SANUCHK (6)
Cuctema gokymeHTauum u cneundukaumm (6.1)

375. (6.10) Bce ookymeHTbl, nMeloLmne OTHOLIEHNE K NPOM3BOACTBY NPOMEXYTOYHOM npoaykumm nnm OC,
HeobXx0AMMO COCTaBnATb, MPOBEPSATb, YTBEPXKAAaTb W PacnpoCTpaHATb B COOTBETCTBUW C YTBEPXKAEHHbIMM
npoussogutTeneMm npouegypaMmu. Takue OOKYMEHTbl MOryT ObiTb OOPMIEHbl Kak B MUCbMEHHOM, Tak U B
3NEKTPOHHOM BUAE.

376. (6.11) Beigady, nepecMoTp, 3aMeHy U n3batue Bcew JOKYMeHTaunn Heo6X0AMMO KOHTPONMPOBaTh C
COXpaHeHneM cBefeHUn 06 Ux NpeabloyLmX BEPCUSIX.

377. (6.12) lNpownsBoguTenb [OOMKEH OpPraHUM3oBaTb CUCTEMY XPaHEHUS BCEX LOKYMEHTOB (Hampumep,
OT4ETOB O pa3paboTKe, OTHYETOB O MaclTabMpoBaHUM, OTYETOB O Mepefadvye TEXHOMOIMMIN, OTYETOB O Banvaauuu
npouecca, 3anucen no oOyyeHuto, 3annceri NO NPOU3BOACTBY, OOKYMEHTOB MO KOHTPOMO M 3anucen no
peanu3aunmn) ¢ ykazaHueM CPOKOB XPaHEHWUSI TaKUX JOKYMEHTOB.

378. (6.13) Bce 3anucu no Nnpon3BOACTBY, KOHTPOIO 1 peanu3auum HeobxoamMo XpaHuTb He MeHee 1 roga
nocrne MUCTeYeHUs cpoka rogHOCTU cepumn. 3anucu, cogepalimMe AaHHble MOBTOPHbIX McnbiTaHuin ®C, [OMKHbI
XpaHUTbCA He MeHee 3 neT nocne NofHOW peanu3aumm cepun.

379. (6.14) 3anucu HeobxoAMMO BbINOSNHATL HECMbIBAEMbIMW YEePHUITaMU B CrieumnanbHO NpegyCMOTPEHHbIX
ONnsl 3TOro MecTax cpasy e nocre BbINOMHEHWUsT OnepaLmi; NUuo, caenasLllee 3an1ch, JOJMKHO ObiTb 0603HaYeHo.
VcnpaBneHust B 3anucsax OOSMKHbI ObITb MOANUCAHbI C NPOCTaBNeHMEM AdaTbl. Takue WUCMpaBNeHUs He OOJIKHbI
NpensiTcCTBOBaTb MPOYTEHMIO 3aMMCK B €€ NepBoHaYanbHOM BUae.

380. (6.15) B TeveHne nepuoga XxpaHeHUst OpuUrMHanbl Uy KONuM 3anncemn AOMKHbI ObITb NErkogoCTyMHbl Ha
NPOU3BOACTBEHHOW MNIOLWAAKE, FAe OCYLecTBNANuCcb paboTbl, onncaHHble B 3TMX 3anucax. [Jonyckaetcs Takke
ObICTpOe NonyyYeHne 3anucen 3 Opyrmx MecT XpaHeHNsi C MOMOLLbIO SFIEKTPOHHbIX UMW OPYrUX CpeacTB.

381. (6.16) Cneuudpmkaumm, MHCTPYKUUK, NpoLeaypbl U 3anncn MOXHO XpaHuTb Nnbo B opurnHane, nubo B
BUAE KOMUIN, TakMX Kak OTOKOMUN, MUKPOMUITbMbI, MUKPOMULIN UnNn apyrne oopmbl TOYHOIO BOCMPOU3BEOEHUS
opurMHanbHbIX  3anucen. Ecnm ncnomb3oBanncb  METOAbl  YMEHbLUEHUS  OpurvHana,  Hanpumep,
MUKPOUIbMUPOBAHME, WM JNEKTPOHHbIE 3anncu, TO HeobBXoOMMO MMETb COOTBETCTBYHLLEE CYMTbiBaloLLee
obopynoBaHue, a Takke CpeacTBa AN U3rOTOBMEHNS nevaTHbIX KOMUA.

382. (6.17) TlpowussoguTenb [OmMKeH paspaboTatb M 0OOPMUTbL LOKYMEHTANbHO cneuvdukaumm Ha
NCXOOHOE Chbipbe, MPOMEXYTOYHYI0 Mpodykumio (Mpu HeobxogmmocTtun), PC 1 martepmanbl ANA MapKUPOBKM U
ynakoBkW. [1ONONHUTENBHO MOryT NMoHagobuTbca cneumdukaLlnm Ha HeKOTopble Apyrve martepuansl (Hanpumep,
BCMoOMoraTtenbHble Matepuarnsl, NpokKnagk1), UCMnonb3yeMble B XO4e NMPOM3BOACTBA MPOMEXYTOYHOW MpogyKuun
unn @C, kotopble MoOryT ObiTb KpuTuyeckumy pOns kadectBa. Heobxogmmo ycTaHOBUTH UM 0hOpPMUTH
OOKYMEHTarbHO KpUTEPUN NPUEMIIEMOCTM 41151 KOHTPOSS B NPOLECCE NPOV3BOACTBA.

383. (6.18) Ecnu uncnonb3ylTCs 3MEKTPOHHbIE MNOAMUCUM Ha [OKYMEHTax, TO OHW [JOIDKHbl ObiTb
NOeHTUMLMPOBaHbI N 3aLUULLIEHBI.

3anucu o4ncTkM 1 NcnonbL30BaHMsa obopygoBaHus (6.2)

384. (6.20) B 3anucax ncnonb3oBaHUSA, OYMCTKW, CaHUTapHOM 06paboTku n (unn) crepunusauuu, a Takke
TEXHUYecKoro obCnyXMBaHWS OCHOBHOTO 00OpyaOBaHMSA [OOMKHbl OblTb  ykasaHbl gata, Bpems (npu
HeobX0AMMOCTHM), HaVMeHOBaHWe NPOAYKUWUM, HOMEP KaXAoW cepun npou3BedeHHOW Ha 3Tom obopyaoBaHuu
NpoAayKUUW, a Takke NnLo, KOTOPOe NPOBOAMIIO OYMCTKY U TEXHUYECKoe OBCnyXMBaHue.

385. (6.21) He TpebyeTcs cocTaBneHust oTAENbHbIX 3aNUCENA OYUCTKM M UCMONb30BaHUS obopynoBaHuS B
criyyae, ecnv OHO creuuanbHO MpeaHasHayeHo ANis MpoM3BOACTBA OOHOMO HaMMEHOBAHUS MPOMEXYTOYHOro
npogykta unu ®C n cepum I9TOro MpoMexyToyHoro npoaykta unu ®C npomsBOAATCA B MNPOCIEXMBAEMOW
nocregosaTtenbHOCTU. B crnyyasx ncnonb3oBaHUS crneunanbHO NpeaHasHayeHHoro obopyaoBaHWs 3anucu ero
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OYUCTKWN, TEXHUYECKOro OOCNyXMBaHWS U 3Kchnyatauum MoryT OblTb NMOO YacTbio Jocbe Ha ceputo, nunbo
OTOENbHBLIM JOKYMEHTOM.

3anuncu Ha UCXoQHOE Chipbe, MPOMEXYTOYHbIE
NPOAYKTbI, YNaKkoBOYHbIE MaTepuarbl U MaTepuarnbl A4S MapKUPOBKM
dapmaueBTNYeckux cybctaHuun (6.3)

386. (6.30) HeobxogmMmo BeCTM 3anvMcy Ha UCXOAHOE Chipbe, MPOMEXYTOYHbIE MPOAYKThI, YNaKOBOYHbIE
maTepuansl, MaTepuvansl Ans mapkuposku ®C, cogepxalime cneayowme aaHHble:

HaVMeHOBaHWe NPoON3BOANTENS, NOAEHTUDMKALMIO N KONMMYECTBO KaXKOO0W MOCTABKU KaXKOO0W CEPUM UCXOOHOMO
CbIpbsi, NPOMEXYTOUYHOW NPOAYKLIMM UMM YNAKOBOYHbBIX MaTepuanoB U MaTepuanos aAng mapkmposku OC;

HaMMeHOBaHMe MNOCTAaBLLUMKA; KOHTPOMbHbIA HOMeEp (HOMepa) MnocTaBLuMKa (eCnu M3BECTEH) MNM OpYrown
NOEeHTUPMKALNOHHBIN HOMEP; HOMEP, MPUCBOEHHbIV NPU NPUEMKE, U AaTa NPUEMKM;

pes3ynbTaTbl BCEX NPOBEAEHHbIX UCMbITAHWUIA UM NPOBEPOK U CAEeNaHHbIE Ha UX OCHOBaHUW BbIBOAbI;

3anuncu, B KOTOPbIX OTCNEXMBAETCH UCMOMb30BaHME MaTepuarnos;

OOKYMEHTaLMIO MO OLUEHKE M NMPOBEpPKEe YNakOBOYHbLIX MaTepuanos u matepuanos gns mapkuposkn ®C Ha
COOTBETCTBME YCTAHOBMIEHHbIM CreLMdrKaLnam;

OKOHYaTeNbHOE peLleHne OTHOCUTENBbHO OTKITOHEHHBIX MCXOAHOMO Cbipbsi, MPOMEXYTOYHON NPOAYKUUN UMK
YyNaKoBOYHbIX MaTepunanos 1 MatepuanoB anst Mapkmposku OC.

387. (6.31) MNpousBoanTEnb OOMMKEH XPaHUTb YTBEPXKAEHHblIE 00pasubl 3TUKETOK ANS CPaBHEHWUS C HUMWU
BbIMyCKaeMbIX 3TUKETOK.

MpOMBILINEHHBIN PernamMeHT 1 TEXHONOrMYeckue NHCTpyKUun (6.4)

388. (6.40) Ona obecnevyeHnss ogHOPOAHOCTU OT CepuMM K Cepum npousBoauTeNnb AOMKEeH paspaboTtatb
NPOMBbILLIIEHHbIE pernaMeHTbl Ans kaxagoro suga ®C, koTopble yTBEPXKOATCA pykoBogMTENeM npoussogutens, a
TakKe He3aBMCMMO NPOBEPSAIOTCH, NOAMUCHLIBAIOTCH NMLOM M3 NoapasgeneHns kavyecTsa C NpocTaBneHnem Aatbl.
Ha ocHOBaHUM MNPOMBILMEHHbIX perfameHToB pa3pabaTbiBalOTCA TEXHOMOrMyeckne WHCTPYKUMWM ANS Kaxaon
CTagMn TEexHOMorM4yeckoro npouecca W (Unu) Ans Kaxgoro Buaa MNPOMEXYTOYHOW MpoAyKUuuW, KOTopble
NoAMNMCbLIBAOTCA OJHUM NULIOM C NPOCTaBrfieHWEM aTbl, a TakKe He3aBWCHMO MNPOBEPSOTCH, NOANUCHIBAIOTCS
nMUOM M3 noapasfeneHus KavecTBa C MpocTaBfeHneM Aatbl. [MpOMbILNEHHbIV pernameHT BKMoYaeT B cebs
nepeyeHb WCMOMb3yeMblX MaTepuarnoB C yKasaHWeM KONMYecTBa KaxKOoro M3 Hux, AaHHble 06 Mcrnonb3yemom
obopyaoBaHMKM, OnNncaHne TEXHOMOMMYecKoro npoLecca U MeTo4oB KOHTPONS Ha Bcex atanax npoussoacTtea PC.
O6wwe TpeboBaHWsa K CTPYKTYpe M MHble TpeboBaHMS K COAepKaHUIO MPOMbILLNEHHbIX PErNaMeHTOB YCTaHOBIEHbI
COOTBETCTBYHOLMMWN HOPMAaTUBHbBIMMW NPaBoBbIMK akTamu Poccunckon egepaumn.

389. (6.41) TexHonorM4yeckne MHCTPYKLMM SOIMKHbI BKITHOYaTb:

HavMeHOoBaHMe BbIMyCKaeMoW NPOMeEXyTOYHOM npodykummn unn ®C 1 ctagumn TEXHONOrMYecKoro npouecca, a
Takke, ecnv NpMMeHNMo, COOTBETCTBYIOLLNIA KOO OOKYMEHTa;

NOMHbIN NepeYvYeHb UCXOAHOMO ChIPbSA Y MPOMEXYTOYHOW MPOSYKUMM C YKa3aHMeM HaMMEeHOBaHWA N Kogos,
[OCTaTOMHO cneumduyHbIX ANs TOro, Y4Tobbl MOXHO ObINO NPOBECTU MAeHTUUKaUWMIO U onpedenuTb nobble
cneumanbHble XapakTePUCTUKN KayecTBa;

TOYHOE yKasaHue KONM4YecTBa UM COOTHOLLEHME KaXAoro HaMMeHOBaHMA UCMOSb3YeMOro UCXOAHOTO Chipbsi
WM NPOMEXYTOYHOW NPOAYKUMM C YyKasaHMeM eauHUL un3MepeHusi. Ecnn Takoe KONMMYecTBO He ABnsAeTcs
dmKcpoBaHHbIM, TO HEOOXOAMMO NPUBECTU pacyeT AN KaXK4oro pasmepa Cepum Unu pexxmma TeXHONorM4eckoro
npouecca. Takke Heob6X0ANMO yka3aTb OTKIIOHEHWS OT yKa3aHHbIX KONMYECTB, €Crn OHN OBOCHOBaHBI;

MECTO OCYLLECTBIEHNSI TEXHONOMMYECKOro nNpoLuecca U OCHOBHOE TEXHOMOrm4yeckoe obopygoBaHue, KoTopoe
npu 9TOM UCMOMb3yeTCs;

noapo6HbIe TEXHONMOrMYeckne 4encTBms, B TOM Yucre:

nocrefoBaTeNnbHOCTb, KOTOPYK HEOOXoAMMO cobrnoaaTh;

ucnonb3yemble guana3oHbl NapameTpoB NpoLecca;

yKasaHusl no otbopy npob M KOHTPOMIO B NpoLecce NPOU3BOACTBA C yKa3aHWeM KpUTEpPUEB MPUEMIIEMOCTH,
Korga aTo HeobxoauMmo;

npegenbHble CPOKN 3aBepLUeHNs OTAENbHbIX CTaaMin TEXHONOMMYeCcKoro npouecca v (Mnu) Bcero npouecca B
Lenom, korga aTo Heobxoanmo;

oXuaaemble AManasoHbl BbIxo4a NPOAYKLMM Ha COOTBETCTBYIOLLMX CTaaMsaX npouecca Uinu B onpeaeneHHoe
BpewMs;

ocobble yka3aHusi U1 Mepbl NPEAOCTOPOXHOCTU, KOTopble Heobxoammo cobnoaatb, UM COOTBETCTBYIOLLME
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NepeKpeCTHbIE CCbINKN Ha HUX, Korga 3To HeobxoaMMmo;

YyKa3aHUa Mo XpaHeHWo MpoMexyTouyHon npoaykumm unn OC ang obecneyeHus uX NPUTrOOHOCTU K
NCNONb30BaHMIO, BKMIOYAs YNakOBOYHbLIA MaTepuan u maTtepman Ans MapkMpoOBKW, a Takke ocobble yCcnoBus
XpaHeHUs C yka3aHMeM CPOKOB, Koraa aTo LenecoobpasHo.

[Hocbe Ha ceputo (3anucK No NPOM3BOACTBY U KOHTPOIHO
kayecTBa) (6.5)

390. (6.50) [nsa kakgoro NpoMexyToyHoro npogykra u ®C gomkHO ObiTb NMOArOTOBIIEHO AOCHE Ha CEeputo
npoaykuun, Bkrovarowlee B cebss NonHy MHOpMaumMio O MPOU3BOACTBE M KOHTPOSE KayecTBa KaXaow Cepuu.
BblgaBaemas ¢opma aOnsg BHeECEHWs 3anmcel No NpOM3BOACTBY AOSMKHA COOTBETCTBOBATb TEXHOMNOrMYECKOW
WHCTPYKUMN U SBMATbCS akTyanbHOW Bepcuen. Ecnu cdopma ona BHeCeHUsa 3anvMcen no NPOu3BOLACTBY Cepuu
COCTaBfeHa Ha OCHOBaHMW OTAENbHOM YacTW TEXHOMOrMYECKOW WHCTPYKLUKW, TO TakoW [OKYMEHT [OSKeH
coAepXaTb CCbIfIKY Ha UCMONb3yeMy AENCTBYIOLLYIO TEXHOMOrMYECKYH NHCTPYKLNIO.

391. (6.51) ®opmbl ANA BHECEHUs 3anucen [OMKHbl ObiTb MPOHYMEPOBaHbl C yKa3aHWEM KOHKPETHOro
HOMepa cepuv nu MAeHTUUKaLMOHHOIO HOMepa, a Takke NoANNcaHbl C NPoCcTaBneHemM gatel Npu Bolgade. Mpu
HenpepbIBHOM MPOM3BOACTBE KOO MPOAYKUUKW, a Takke daTa M BPeMsi BbiMycka MOrYT CIYXWUTb OOHO3HAYHbIMM
naeHTudmrkaTopamm 4o NPUCBOEHNSI OKOHYATENBHOIO HOMEpPa CEpUN.

392. (6.52) B pocbe Ha cepuio (3anucax MO MPOM3BOACTBY M KOHTPOSKO KayecTBa) Mpoaykuuy nocre
3aBEPLUEHUS KaXXO0W BAXXHOW TEXHOJOTMYECKON CTaanM AOMKHbI ObITh YKa3aHbl crieayowmne cBegeHus:

aarta w, roe NpMMEeHNMo, BpeMs;

OCHOBHOE 1cnonb3yeMoe obopyaoBaHme (Hanpumep, peakTopsbl, CYLUNIKK, MENbHULbI);

cneundmnyeckas naeHTUUKaLNS KaxXKOoW cepuu, BKMOYasi maccy, euHuulbl U3MepeHus, Homepa cepui
NCXOOHOrO CbIpbs, MPOMEXYTOYHON MPOAYKUMM unu nobbiXx maTtepuanos, NpOoLeALlnMX NOBTOPHY0 obpaboTky B
Xo4e Npov3BOACTBA;

3aperncTpmpoBaHHble hakTnyeckme pesyrnbTaTbl KPUTUYECKMX NapaMeTpoB NpoLecca;

AaHHble 0 NbbIX NpoBeAeHHbIX 0T6opax Npoo;

NOAMUCK §nL, BbINOMHABLUMX KaXKAyl KPUTUYECKYH cTaguio npu paboTe, a TakkKe OCYLLECTBMSABLUMX
HenocpeaCTBEHHbIN HaA30p U NPOBEPKY;

pe3ynbTaTbl UCMbITAHMIA B NPOLIECCe NPOM3BOACTBA M NabopaToOpHbLIX UCTMbITAHNI;

aKkTU4eCKnii BbIXOL Ha COOTBETCTBYIOLLMX CTAAUSAX UMK B ONpeaerneHHoe BpeMs;

onncaHme ynakoBKN MU MapKMpOBKU A1 NPOMEXYTOYHON npoaykuum unm OC;

ob6pasey aTukeTkM Ana ®C mnm NnpoMeXXyTo4HOWM NPOAYKLUMM, ECIIN OHU NPOU3BEAEHbI AN NPOAAXN;

noboe 3amMeyeHHOe OTKMOHEHWe, ero OueHka, WHdopmaums O NpOoBEeAeHHOM paccrefoBaHun (npu
HeobX0AMMOCTI) UNK CChIflKa Ha Takoe paccnefoBaHune, eCrim COOTBETCTBYIOLLME AOKYMEHTbI XPaHATCH OTAENbHO;

pe3ynbTaTbl KOHTPOMS NPUW Bblgavye paspeLleHns Ha BbIMyCK.

393. (6.53) [lNpousBoguTenb [OMmKeH paspaboTaTb W yTBEpAUTb Mpoueaypbl, KOTopble Heobxoanmo
cobnogate nNpu paccnefoBaHV KPUTUYECKUX OTKIOHEHU UMW MPU HECOOTBETCTBUM CEPU MPOMEXKYTOYHOM
npogykuum nnn ®C nx cneumdukauusam. Takoe paccrnefoBaHue OOSMKHO pacnpoCcTpaHATbLCA U Ha Opyrne cepuu, K
KOTOpPbIM MO Obl UMETb OTHOLLEHNE AaHHbIE HECOOTBETCTBUSA UM OTKIIOHEHWSI.

JokyMeHTbl nabopaTopHOro KOHTpors (6.6)

394. (6.60) JokymeHTbl NabopaTOPHOro KOHTPONSA AOIMKHbI BKIHOYATb MOMHYK MHGAOPMaUMIO O AaHHbIX,
MONMy4YeHHbIX B XO4€ BCEX WCMbITaHWW, MPOBEAEHHbIX ANs MOOATBEPXKOEHWUS COOTBETCTBUS YCTAHOBIIEHHbLIM
cneundukaumam m obwen dapmMakonenHom cratbe, papMakonemHom ctaTbe, HOPMATUBHOW OOKYMEHTauuu unu
HOPMaTUBHOMY JOKYMEHTY, BKIOYas UCCregOBaHNs U KONMYECTBEHHbIE ONPEeAENneHnsi, a UMEHHO:

onncaHme obpasuoB, MOMYYEHHbIX ONS MPOBEAEHUS MWCMbITaHWs, BKIOYas Has3BaHWe WCXOOHOrO CbIpbs,
mMecTo oTtbopa npobbl, HOMEpP cepuv UNU APYron XapakTepHbI Kod, Aaty otbopa npobbl 1, roe NpUMEHVMO,
Konm4ecTBo obpasua, NpeAcTaBnNeHHOoro Ansi NpoBeAeHUs NCMbITaHUI, 1 AaTy ero Nony4yeHus;

OnUcaHue Kaxaoro UCrnonb3yemMoro MeTofa UCNbITaHUIA UK CCbINKY Ha Takou MeTOoA;

ykasaHve maccbl obpasua wnu Apyrux eavHul, usmepeHus ans obpasua, UCMonb3yemoro Ans KaxAaoro
UCNbITaHUS, B COOTBETCTBUU C OMUCAHHbIM METOAOM; AaHHble O MPUrOTOBMAEHUMM U UCMbITAHUN CTaHOAPTHbIX
06pasL0oB, peaKTMBOB 1 CTaHOAPTHbIX PaCTBOPOB MM COOTBETCTBYHOLLME NEPEKPECTHbIE CCINKY;

MONHbIe 3anucu BCEX WUCXOAHbIX [aHHbIX, NONydyaeMblX B XOO€ KaXAoro WCMNbiTaHud, B AOMOSfHEHUE K
rpadukam, Tabnuuam m cnekTpam, MoNyYeHHbIM C MOMOLbK NabopaTopHbIX NpMOOPOB, Hagnexalmm obpasom
naeHTNULMPOBaHHbIE A5 KOHKPETHOrO BeLLecTBa U cepumn, nogsepraemMbiX UCMbITAHUIO;
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3anmncu BCEX pacyeToB, BbIMOMHEHHbIX B CBSA3M C MPOBEAEHNEM UCMbITaHWUS, BKMOYasa €AMHULblI U3MEPEHMS,
Ko3ahbmLmMeHTbl nepecyeTa 1 PakTopbl KBUBANEHTHOCTY;

N3NOXeHne pe3ynbTaToB UCMbITAHUA N NX COOTBETCTBUS YCTAHOBMNEHHbLIM KPUTEPUSIM MPUEMMEMOCTH;

noanuch nuua, NPoBOAMBLLETO KAXKA0E UCMbITaHWe, 1 AaTy (4aTbl) MX NPOBEAEHNS;

AaTty n NoAnuCb Nuua, CBMAETENbCTBYIOLEro, YTO OpWUrMHanbl 3anncen Obln NpoBepeHbl B OTHOLLIEHWUU
TOYHOCTW, MOJIHOTbI 1 COOTBETCTBUS YCTAHOBIIEHHBIM TPEOOBaHUSM.

395. (6.61) Heobxoanmo Takke BECTU NOSHbIE 3aMNNCU C YKa3aHNEM:

NoObIX N3MEHEHWI YCTaHOBMEHHbIX aHaANUTUYECKUX METOANK;

nepuoguyeckon kanubpoBkM nabopaTtopHoro obopyooBaHuA, annapaTtoB, CPEACTB  M3MEPEHUn U
perncTpupyoLwmnx YCTPOWCTB;

Bcex ucnbitaHnn ®C Ha cTabunbHOCTb;

paccrneaoBaHnst OTKIOHEHN OT cneumndukaumi.

O630p gocbe Ha cepuio (6.7)

396. (6.70) [Ons onpegeneHuss COOTBETCTBUS MNPOMEXYTOMHOM npoaykuun wnnm PC  yCcTaHOBMEHHbLIM
cneumndmkaunsam nepep Bblgaven paspeLleHns Ha BbIMYCK Cepuy Wnu nepen ee peanusaumen OOMKHbl ObiTb
pa3paboTaHbl npoueaypbl, KOTOpPbIM HeobGxoAMMO crnegoBaTb Mpu o0630pe W yTBEPXOEHMM 3anucen no
NPOM3BOACTBY M N1abopaTOPHOMY KOHTPOSKO CEPUIA, BKIOYAs YNAKOBKY N MapKMPOBKY.

397. (6.71) 3anncy nNo Npom3BOACTBY cepui U NnabopaTOpHOMY KOHTPOMO KPUTUYECKMX CTagunm npolecca
nognexaT MpoBepke W MNOATBEPXAEHUIO noapasgeneHveM (nogpasfgeneHvsmn) kadecTBa nepea Bblaavew
paspeLleHns Ha BbINYCK UNun nepeg peanusauunen kaxxgown cepum ®C. 3anncm no nponsBoACTBY M nabopaTopHoOMy
KOHTPOMO ANS HEKPUTMYECKUX CTagun npouecca MOryT ObiTb NpoBepeHbl KBanMUUMPOBaHHLIM NEPCOHAarom
NMPOU3BOACTBEHHOrO nodpasgeneHvs  wunu  Opyrux nogpasfgeneHun B COOTBETCTBUM € mpouedypamu,
YyTBEPXAEHHBbIMW NogpasgeneHvem (nogpasaeneHnsmMm) kKayecTsa.

398. (6.72) Bce oTKNOHEHUs, OTYETbI O paccrnefoBaHMAX U OTKIMOHEHUAX pes3ynbTaToB OT crneuudukauni
Heobx0AMMO OueHMBaTb B npouecce ob3opa OOCbe Ha Cepuio nepeq BblAayen paspelleHns Ha BbIMYCK 3TOM
cepuu.

399. (6.73) MNogpasgeneHue (nogpasgeneHuns) kayectsa MoxeT (MOryT) nepefasatb NPOU3BOACTBEHHOMY
nogpasgeneHnto  obsA3aHHOCTUM M MOMHOMOYMSA B OTHOLUEHWM BblAA4M paspelleHus Ha MCMNonb3oBaHue
MPOMEXYTOYHOM NPOAYKUMM 3a UCKIYEeHWeM Tex Cryyaes, Korga Mpoaykuusi npedHasHaveHa Ans nocTaBku 3a
npegensl cdepbl KOHTPOMSA NPOM3BOAUTENS.

PABOTA C MCXOOHbIM CbIPbEM (7)
O6wwmii koHTponb (7.1)

400. (7.10) MNpownsBognTenb OOMMKEH YTBEPAWUTb AOKYMEHTbl, OMUCbIBalOLWME MPUEMKY, MAESHTUdUKaLuio,
nomeLleHre B KapaHTWH, XpaHeHue, obpalleHue, otbop npob, NnpoBeaeHWe UCMbITaHUIA, a Takke ogobpeHne unm
OTKINOHEHWE UCXOAHOrO ChIPbS.

401. (7.11) TMpoussoautTenn MNPOMEXYTOYHOW MpoaykumMu n (unuv) ®C OOMKHbI UMETb CUCTEMY OLEHKMU
NMOCTaBLLMKOB NCXOOHOIO CbIpbsl, KPUTUYECKOro Af1A KadYecTBa.

402. (7.12) TllocTtaBka WUCXOOHOr0 Cbipbs [OMXHa OCYLECTBNATbCS MOCTaBLUMKaMU, YTBEpPXAEHHbIMU
noapasgeneHmem (nogpasfeneHnsamMm) kKayectsa, B COOTBETCTBUM C COrflacoBaHHbIMU creumndukaumamu.

403. (7.13) Ecnv nocTaBLMK KPUTUYECKOrO WMCXOOHOTrO Chipbsi HEe SBMSETCS €ero npou3soguTenem, To
npou3BoauTernb NPOMEXYTOYHOW Npoaykuun u (unm) ®C gomkeH 3HaTb Ha3BaHVe M agpec NPoOM3BOAUTENS 3TOro
NCXOOHOTO CbIPbS.

404. (7.14) 3ameHa nocTaBLLMKa KPUTUYECKOTO UCXOAHOrO Chipbs AOIMDKHA NMPOBOAUTBLCS B COOTBETCTBUM C
nyHktamu 540 - 547 HacToawwmx MNpasun.

Mpuemka n kapaHTuH (7.2)

405. (7.20) Mpun nonyyeHun u nepen NPUEMKON Kaxaoe TapHOe MeCTO C UCXOAHbIM CbipbeM WNWU rpynna
TapHbIX MecT obcregylTcs BM3yanbHO Ha MNPaBWIbBHOCTb MapKUPOBKM (BKMYasi COOTBETCTBME Ha3BaHWMN,
NCMNOMb3yeMbIX MOCTABLUMKOM W 3aKa34MKOM, E€CMW OHWM OTNIM4YaloTCsA) M HanuumMe MOBPEXOEHUA KOHTENHepa,
NOBPEXAEHHBIX MNNOMO, CBUOETENbCTB MOCTOPOHHErO BMELUATENbLCTBA MW KOHTaMuHaumu. WcxogHoe chbipbe
OOMMKHO codepXaTbCs B KapaHTMHe A0 oTOopa npob, NpoBEepKM Unu NPOBEAEHUS UCMbITAHWA U OO0 MOMyYeHus
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paspeLLeHns Ha ero NCnosb3oBaHue.

406. (7.21) Jo cmewwmBaHUSA MNOCTYMMBLUETO WUCXOOHOMO Cbipbsi C MMEKLWMMUCH 3anacamu (Hanpumep,
pacTBOpUTENAMW WNW 3anacamm B HakKonuTernbHbIX OyHkepax) MNocTynuBLUEEe WCXOOHOE Cblpbe AOIMKHO ObITb
0603Ha4YeHO Kak cooTBeTCTBYyWLee TpeboBaHWAM K 3TOMYy WCXOOQHOMY Cbipblo, npoweflwee Heobxoanmble
UCMbITaHWS, €CrM NPUMEHNMO, U paspeLleHHoe Ans ucnonb3oBaHus. Heobxoammo paspaboTtaTe npouegypbl Mo
npegoTBpaLLEeHNo OLLIMOOYHON BbIFPY3KU MOCTYNUBLLErO UCXOOHOIO Chipbs B UMEKLLMIACA 3anac.

407. (7.22) TpousBoguTenb AOIMKEH MWCKMUYUTL BO3MOXHOCTb MEPEKPECTHOW KOHTaMUHALUW MOCTaBKM
"aHrpo", ecnM oOHa OCYyLIeCTBNSETCA B €EMKOCTSX, He mnpefHasHavyeHHblX chneunansHo ansg Hee. [ns
NOATBEMKAEHUS] 3TOMO MOTYT UCMOMb30BaTbCs OQHO MIM HECKOJSTBKO CrieayHLMX AoKa3aTenbCTB:

Hanuyne OOKyMEHTa, NOATBEPXKAAIOLLEINO OUUCTKY;

UcnblTaHWe Ha Hanuyme criegoB NPUMECEN;

OLeHKa nocTaBLUmKa.

408. (7.23) bonblune eMKOCTU ANs XpaHeHUs U obcnyxuBatolume ux TpybonpoBoapl, NMMHUN HAaNoONMHEHUs 1
pa3rpy3ku OOSMKHbI UMETb COOTBETCTBYHOLLYIO MapKMPOBKY.

409. (7.24) Kaxpgoe TapHOe MeCTO WnW rpynny TapHbIX MECT C WCXOAHbIM CbIpbEM (Cepuen MCXOAHOro
Cbipbsl) HEOOXOAMMO MAEHTUUUMPOBATbL C MOMOLLBIO XapakTepPHOro Koda, HomMepa CepuyM unum HOMepa,
MPUCBOEHHOIO MpY NpUEMKE. YKa3aHHbI HOMEpP OOJMKEH UCMOfb30BaTbCA MPU PerucTpaumm MecTOHaxXOXAeHUs
Kaxkgon cepum. omkHa ObITb cucTeMa MaeHTUMKaUUM cTaTyca Kaxaomn cepun.

OT160p Npob6 1 NpoBeeHNe UCTbITAHWI NOCTYMMUBLLNX UCXOAHOTO
cblpbs U MaTepwuanos (7.3)

410. (7.30) Onsa noaTBepXAeHUs MNOAMMHHOCTM KaXdoW Cepuum WUCXOAHOrO Cbipbs M MaTepuarnoB (3a
WCKMIOYEHMEM WMCXOOHOrO CbipbS WU MaTepuanoB, yKasaHHbIX B nyHkTe 412 HacTtoswwmx [Npasun) Heobxognmo
NpoBeCcTM XOTA Obl OOQHO MchbiTaHue. Ecnn npousBoauTens MMEeT CUCTEMY OLEHKM MOCTaBLUMKOB, TO BMECTO
NpoBeAeHUs APYrmx UCMbITaHUN MOXHO MCNOMNb30BaTb AOKYMEHT NOCTaBLUMKa, NOATBEPXOAIOLWNA KAa4eCTBO.

411. (7.31) MNMpouenypa yTBEpXKAEHUSA NOCTaBLLMKa OOIDKHA BKOYaTb OLEHKY CMOCOBHOCTN NpoM3BOAMTENS
MOCTOSIHHO MOCTaBNATb Cbipbe M MaTepuarbl, COOTBETCTBYIOLME crieundukaumam (HanpyMep, AaHHbIe 0 KayecTse
npeablgywimx nocrasok). [ponsBoanTens npexae YeMm COoKpaTUTb OObeM WCMbITAHWI MPU BXOAHOM KOHTpPOIe,
OOIDKEH MPOBECTU MOSHbIA aHanu3 Kak MUHMMYM Tpex cepuii. B nobom cnyyae nomHbl aHanm3 Heobxoaumo
NpoBOAWTbL Yepe3 onpedeneHHble MPOMEXYTKM BPEMEHW M CPaBHMBaTb ero pesynbTaTbl C AaHHbIMU JOKYMeHTa
nocTaBLLMKa, NOATBEpXAalwLwero kadectso. [JocTOBEpPHOCTb AaHHbIX AOKYMEHTOB, MOATBEPXKOANLUMX Ka4yecTBo,
NOANEXMNT perynsipHoOn NpoBepke.

412. (7.32) He TpebyeTca npoBedeHWe KOHTPONS TexHonormdeckux p[obasBok, OMacHoro wnu
BbICOKOTOKCUYHOIO Cbipbsi, APYrMX cneumanbHblX MaTepuanos wnv MaTepuanos, fnepegaBaembiXx B Apyroe
nogpasgeneHve Mo KOHTPOMEM 3akas3uuka, MNpW Hanuuum [OOKYMEHTa MNpOov3BOAMTENS, MNOATBEPXAaoLLero
KayecTBO, YAOCTOBEPSIOLWEro COOTBETCTBME ITOrO Chipbsi YCTAHOBMNEHHbIM TpebosaHuaM. NaeHTudunkaumsa atmx
mMaTepuanos NpPoBOAUTCH MyTeM BU3yarlbHOW MPOBEPKM TapHbIX MECT, 9TUKETOK U perncrpauum HOMepoB Cepun.
OTcyTCcTBME KOHTPOMS TAKOro Chipbsi HA MeCTe AOIMKHO BblTb 060CHOBAHO M OPOPMIIEHO AOKYMEHTamMbHO.

413. (7.33) Mpobbl JOMKHbI ObITb pPenpe3eHTaTUBHbI ANsi CEPUN UCXOOHOTO Cbipbs, U3 KOTOPOW OHWU
oTobpaHbl. B MeToankax otbopa Nnpob AoMmKHbI OblTb YCTAHOBMEHb! YACMO TapHbIX MECT, M3 KOTOPbIX HEOOX0AMMO
oTbmpaTtb npobbl, U Ta YacTb TapHOro MecTa, oTkyda GepeTcd npoba, a TakkKe KONMMYECTBO CbIpbsi, KOTOPOEe
AOIDKHO ObiTb 0TOOPaAHO M3 KaXAoro TapHOro mecrta. Yucno TapHbIXx MecT Ans otbopa npob u pasvep npobbl
OOIMKHbl OblTb ykasaHbl B nnaHe oTtbopa npob, B KOTOPOM YYMTbIBAETCS KPUTMYHOCTb CbIPpbS, U3MEHYMBOCTb
CBOWICTB CbIpbsl, MpealwecTBYOWUA ONbIT paboTbl C MOCTABLUUMKOM B OTHOLLUEHUW KayecTBa, a Takke KONM4YecTBo,
HeobxoauMoe Ans aHanuaa.

414. (7.34) Otb6op npob6 HeobxoAMMO nNPOBOAUTH B OMNPEAErieHHbIX MeCcTax W B COOTBETCTBUM C
WHCTPYKUMSIMW, NpeAHa3HaYeHHbIMW AN NpedoTBpaleHnss KOHTaMuHauuMm OToOpaHHOM npobbl M Apyrux
mMaTepuanos.

415. (7.35) TapHble mecTa, M3 KOTOPbIX OTOMPaKT Npobbl, HEOOXOAMMO OTKpPbIBaTb OCTOPOXHO M nocne
oTbopa nNpobbl HEeMeaneHHO CHOBA 3aKpbiBaThb. Takune TapHble MecTa noAsexat MapKMpoBKe Ans yka3aHus dakTta
oTbopa npobbi.

XpaHeHue (7.4)

416. (7.40) ObpalleHre C UCXOAHbIM ChIPbEM U €r0 XpPaHEHWE OOIMKHO OCYLLECTBNSATLCH Takum obGpasom,
yTOOBbI NPEOOTBPATUTDL Er0 PA3NIOXKEHNE, KOHTAMUHALMNIO U MEPEKPECTHYHO KOHTaMNHALMIO.
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417. (7.41) VicxogHoe cbipbe, xpaHsuweecs B pmbpoBbix H6apabaHax, Melkax unum swmkax, He AOMKHO
pasmellaTtbCa Ha nony. YkaszaHHoe Cbipbe HeobxoamMmo pacnonarate Takum obpasom, 4Tobbl obecneynTb
BO3MOXHOCTb Npuv HEOOXOAUMOCTM NPOBECTU OUUCTKY U OCMOTP.

418. (7.42) NcxogHoe cbipbe AOMKHO XPaHUTLCS MPU Takux YCrOBUSX U B TEYEHWE TaKoro cpoka, KoTopble
He OKa3blBalOT HebnaronpusiTHOrO BO3AENCTBMS Ha MX kayecTBO. PekomeHngyetcs cneauTtb 3a Tem, 4TOObI
NCXOOHOE Cbipbe, MOCTYNMBLUEE paHbLue, ObINIo CNONb30BaHO B MEPBYIO O4epeb.

419. (7.43) HekoTopoe WCXOQHOE Cbipbe B COOTBETCTBYIOLUMX TapHbIX MECTaxX MOXET XPaHUTbCHA BHeE
MOMELLEHVM MpU YCNOBUWM, YTO MAEHTUUUMPYIOLLME 3TUKETKM OCTalTca pas3bopyvBbiMM, a TapHble MecTa
Hagnexalym obpa3omM ounLLaloT Nepes BCKPbITUEM M UCMOMNb30BaHNEM.

420 (7.44) Ona Toro 4TOObI MPedoTBPaATUTL HECAHKLMOHUPOBAHHOE MWCMONb30BaHME B MPOU3BOACTBE
OTKIOHEHHOrO MCXOAHOIO Chipbs, OHO AOMKHO OblTb NPOMAaPKNMPOBAHO M HAXOAUTBLCH NOA KOHTPOMEM B KapaHTUHE.

MoBTOpHas oueHka (7.5)

421. (7.50) Mo mepe HeobxoaNMMOCTU NCXOOHOE Cbipbe AOMKHO NoABEPraTbCA NOBTOPHOW OLUEHKe ANs TOro,
4YTOObI ONpeaenuTb ero NPUMrogHOCTb AN UCMONb30BaHWs (HanpuMmep, nocne NpoAOIPKUTENbHOrO XpaHeHUs unm
BO34ENCTBUS TeNna Unm BnaxHocTu).

TEXHOMOMMYECKU MPOLIECC W KOHTPOJIb B MPOLIECCE
NMPON3BOACTBA (8)

TexHonornyeckne onepauun (8.1)

422. (8.10) VicxogHoe cbipbe Ans npomsBoAcTBa MpomexyTovHown npoaykummn n ®C crnegyeT B3BelwMBaThb
UNn OTMepuBaTb B COOTBETCTBYHOLIUX YCIOBUAX, HE OKasbiBalOWUX BIUAHWS HA €ro npurogHocTb Ans
ncnonb3oBaHus. Heobxoanmo, 4Tobbl BECbl 1 YCTPOMNCTBA AMs U3MEPEHNS 06bemMa MMEenn TOYHOCTb, MPUEMNEMYIO
AN npeanonaraeMoro UCnosib30BaHUS.

423. (8.11) Ecnn ucxogHoe cbipbe OenaT Ha HeCKOMbKO Nopuuin Ang nocrnefyloulero Ucnonb3oBaHus B
TEXHOMNOrMYECKUX onepaumnsx, KOHTEMHEpP, B KOTOPbIA NMOCTYNaeT UCXOQHOE Cbipbe, AOMKEH OblTb NPUrogHbIM ANs
3TOro N MapkMpoBaH Takum obpasom, 4Tobbl Gbina B HanMumM1 cnegyowas MHdopMauus:

Ha3BaHMe UCXOOHOrO0 Cbipbs U (MNK) ero Koa;

HOMep, NPVCBOEHHbIV NPY NPUEMKE, NN KOHTPOIbHbBIA HOMED;

mMacca unu o6 beM MCXOOHOIO Cbipbs B HOBOM KOHTEMHEPE;

npv HeOBXoANMMOCTM JaTa NPoBeAEeHUS MOBTOPHOM OLLEHKN UMW MOBTOPHBIX UCMbITAHWUN.

424. (8.12) Heobxogumo HabniogaTb 3a KPUTMYECKUMWU OMepauusiMi B3BELUMBAHWS, OTMEPMBAHUSA UK
pasgeneHns u yaocToBepsiTb WX BbINONHEHWE nMOO noaBepraTb WX SKBMBANEHTHOMY KOHTpornto. [lepeq
NCNONb30BaHNEM MWCXOOHOrO CbIpbsi MPOU3BOACTBEHHbIA MEPCOHan LOMKEH YOOCTOBEPUTBCS B TOM, YTO OHO
OENCTBUTENBbHO SIBNSAETCH TEM ChIPpbEM, KOTOpPOE ykas3aHo B ¢opMe And 3anvMcu no npou3BOACTBY Cepun Ons
AaHHOW NpOMeXyTouHOM npoaykunm unm eC.

425. (8.13) BbinonHeHue Apyrnx KpUTUYECKUX onepauui OOMKHO Takke NPOBOAUTLCA MOA KOHTporiem
BTOPOro crneuuanucTa unv nogBepratbCcs 3KBUBaNEHTHOMY KOHTPOJSTHO.

426. (8.14) Ha onpefneneHHbIX cTaguax TEXHOMNOMMYECKOro npouecca hakTuyeckme BbiIXoAbl OOIMKHbI ObITb
conocTtaeneHbl ¢ oxngaeMbiMu. OxngaemMble BbIXoAbl B COOTBETCTBYIOLLMX NpeAenax AOMKHbI ONpeaenaTbes Ha
OCHOBaHUM AaHHbIX NPOBEAEHHbIX paHee nabopaTopHbIX, OMbITHLIX WX MPOMBILMEHHbIX UCMbITAHUA. MpUYnHbLI
OTKITOHEHUIA OT OXWOAEMOro BbIXO4A, CBSI3@HHbIE C KPUTUYECKMMWU CTagusMm Mnpouecca, AOJPKHbl ObiTb
paccrnenoBaHbl, YTOObI onpefenuTb WX BIUSIHWUE (MM BO3MOXHOE BIIMSIHME) Ha KayeCTBO COOTBETCTBYHLLMUX
cepun.

427. (8.15) Jloboe OTKIOHEHUEe [AOMMKHO ObiTb OCOpPMIEHO [OKYMeHTanbHO M ob6bscHeHo. Jloboe
KPUTMYECKOE OTKITOHEHWE AOIMKHO ObiTb paccrnefoBaHo.

428. (8.16) TexHOMOrM4yecknn CTaTyc OCHOBHbIX €AMHMWL, 0DOpyaoBaHUS [OMMkeH ObITb ykaszaH nmbo Ha
KOHKPETHbIX eauHuuax obopyaoBaHusi, NMMOO B COOTBETCTBYHOLIEN AOKYMEHTauMu, nubo C UCMOfb30BaHUEM
CMCTEM KOMMbIOTEPHOIO KOHTPOSS, MO0 C MOMOLLBIO anbTePHATUBHbLIX METOAOB.

429. (8.17) lMpoussoanTenb AOMKEH KOHTPONMpPOBaTb MaTtepuanbl, NpeaHasHavyeHHble AN MOBTOPHOM
06paboTkn nnu nepepaboTkn, 4Na NpefoTBpaLLEHUS] HECAHKLMOHNPOBAHHOMO MCMNOMb30BaHMSI.

OrpaHu4yeHne BpeMeHu BbINONHeHUs onepauui (8.2)
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430. (8.20) Ecnn B TexHonornyeckom WHCTpyKuum (nNyHKT 389 Hactoswmx [lpaBun) ycTaHOBRNEHbI
OorpaHu4eHus No BpemeHu, ux Heobxoammo cobnogaTe Ana obecnevyeHms ka4ecTBa NPOMEXYTOYHOW NPOAYKLUNA U
®C. lNMponssBoguTens OOMKEH AOKYMEHTanbHO OOPMNATE OTKIOHEHWUS OT 3TUX OrpaHUYEHUN U NMPOBOAUTL MUX
oueHKky. Takue orpaHuyeHus Moryt He noTpeboBaTbCs MNpu MPOBEOEHUN TEXHOMOMMYECKOro npolecca [o
OOCTWDKEHNSI YCTAHOBIEHHbIX 3HAYeHWI MnapamMeTpoB (Hampumep, AOCTWKEeHWe Heobxogmmoro 3HayeHust pH,
rMaporeHM3aunsi, cylika OO MpefBapuTenbHO YCTAHOBIIEHHOM BENWYMHBI MapameTpa), MOCKOSIbKY 3aBeplueHue
peakuMi WnM CTagui npouecca onpegensieTcsa nocpeacTBoM oTbopa npob w uMchbiTaHUn B npouecce
Npou3BOACTBA.

431. (8.21) lpomexyTouHy0 NPOOYKUMIO, MpedHasHavYeHHY Ona AanbHenwen obpaboTku, Heobxoommo
XpaHUTb Npun onpegeneHHbIX YCIoBUsaX, YTOObl 06ecneyntb ee NPUrogHOCTb AN AanbHENLWero NCnonb30BaHus.

OT60p Npob 1 KOHTPONb B NpoLiecce nponssoacTea (8.3)

432. (8.30) lMpomusBoanTens OOmkeH paspaboTaTb M YTBEPAUTb WMHCTPYKUMM MOHUTOPMHIA npouecca u
KOHTPOMS BbINOMHEHMA Tex CTagun npouecca, KOTopble SBMSATCS MPUYMHOM HENOCTOSHCTBa MokasaTenen
KadecTBa npomexytodHom npogykumm n ®C. lMopagok npoBeAeHWs KOHTPOMNsS B npouecce Npov3BOACTBA M
COOTBETCTBYHOLUME KPUTEPUN MPUEMIIEMOCTM [AOMKHbl OblTb OMNpedeneHbl Ha OCHOBaHWM WHOPMaUWK,
Nony4YeHHON Ha cTagumn pa3paboTKu, UM Ha OCHOBaHWW NPEALLECTBYHOLLENO ONbiTa NPON3BOACTBA.

433. (8.31) Kputepuun npuemnemocTtu, Tun n o6bem NCMNbITaHUI MOTYT 3aBUCETb OT MPUPOALI BbIMYCKAaEMbIX
NPOMEXYTOYHOW npoaykumm n OC, peakumm wunu ctagumn npouecca W CTeneHu BrUSHWUS TEXHONOrm4yeckoro
npouecca Ha HEMOCTOAHCTBO KayecTBa MPOAYKUUKW. Ha HavamnbHbIX CTagusix npouecca OOnycTMMO NpoBeAeHue
MEeHee XeCTKOro KOHTPOns B npouecce npousBoAcTBa, Torga kak Ha 6onee nosgHux cTagusx npouecca
(Hanpumep, cTagun BblAENEHNS U OYUCTKM) HEOBXOAUMO NPOBOANTL Bonee XeCTKUA KOHTPOIb.

434. (8.32) Kputudeckume aTanmbl KOHTPONS B Mpouecce NPOU3BOACTBA WU MOHUTOPWHI  KPUTMYECKNX
MPOLECCOoB, BKIIOYAA TOYKM M METOAbl KOHTPONS, OOMKHbI ObiTb M3NOXEHblI B MMCbMEHHOM BUAE W YTBEPXKOEHbI
noapasgeneHmem KOHTpOns KayecTBa.

435. (8.33) KoHTponb B nmpouecce MpoOM3BOACTBA [OJPKEH OCYLLECTBMATb KBANUUUMPOBAHHbIN
NPOU3BOACTBEHHBIN NepcoHan. KoppekTupoBaTb Npouecc MOXHO 6e3 NpefABapuTeNbHOM CaHKLMK nogpa3neneHms
KadecTBa, €CnM Takasd KOpPPEKTMpPOBKa MPOBOAUTCA B 3apaHee YCTAaHOBMEHHbLIX MpedernbHbIX 3HAYeHusX,
YTBEPXKAEHHBIX MNogpa3geneHvemM kadectBa. Bce wucnbiTaHuss M ux pe3ynbTaTbhl OOIMKHbI ObiTb MOMHOCTBIO
0ohopMIeHbl AOKYMEHTarbHO Kak 4acTb AOCbE Ha CEpPHUIO.

436. (8.34) Metogbl oTOOpa nNpob6 AnA MaTepuanoB, HaxoZsAWMXCA B Mpouecce Npou3BOACTBA,
NPOMEXYTOYHOW npoAaykumn n ®C gormkHbl ObiTb NPUBEAEHbI B MHCTPYKUMAX, YTBEPXKOEHHbLIX MPON3BOAUTENEM.
MnaHbl oT6opa Npob 1 MeETOAMKM OOIMKHBI 6Ha3npoBaTbCA Ha HAY4YHO 0OOCHOBaHHOM nopsiake oTbopa Npoo.

437. (8.35) [lpousBoauTenb [AOMKeH OCyWwecTBASATb OTOOp nNpob6 B npouecce npomsBoacTBa C
ncrnonb3oBaHMeM npoueayp, npegycMmaTpmsaiowmx npegoTBpalleHe KoHTaMmHaumm oTobpaHHOro martepuana u
apyron npomexyrtodHonm npogykumm unm PC. Heobxogmmo paspaboTtate npouedypbl Ans obecneyeHus
COXpaHeHus LuenocTtHocTn obpasuoB nocre otbopa.

438. (8.36) lNpn npoBegeHMM MCMbITAHUM B MNpoLecCe MPOU3BOACTBA, KOTOPblE OCYLLECTBASKT C LENbH
MOHWUTOPWMHIa W (MNM) KOPPEKTUPOBKM Mpouecca, kak npaeBuno, He TpebyeTcss paccrnefoBaTtb Ccrnyvau
HEeCOOTBETCTBMUSA CneumdPukaumnsam.

CwmeluvBaHmne cepuin MPOMEXYTOYHON NPOAYKUUK
unun dapmaveBTUYECKUX cybcTaHumi (8.4)

439. (8.40) B HacTosien rnaBe CMeLUMBAHME OMNpeAenseTcsl Kak npouecc 00beauHEeHWs BeLLecTB,
COOTBETCTBYIOLLMX TpebOBaHUAM O4HONM crneumdukaunm, ans nonyydyeHnst OAHOPOAHON NPOMEXYTOYHOW NPoayKLmnn
unn ®C. CmewmBaHMe B npouecce NpOM3BOACTBA 4YacTen OOHOW U TOW e cepun (Hampumep, obbeguHeHune
HECKONbKUX 3arpy3oK LeHTpUdyrn n3 ogHON cepun, Nony4yeHHON Npu Kpuctannuaaummn) nnn obbeguHeHne Yacten
pasnuuHbIX Ccepun aAnsa nocregywowen obpaboTkM cuMTaeTcsi 4acTbio TEXHOMOrMYECKOro npouecca U He
paccmMaTpuBaEeTCA Kak cMeLunBaHue.

440. (8.41) CmewmuBaHue cepui, He oTBevawwmx TpeboBaHuaAM cneumdukaunin, ¢ ApyruMuM CepusiMmn ¢
uenbto obecrneyeHnst COOTBETCTBUS creuudmkaumam aBnseTca HegonycTumbiM. Kaxpgas cepus, Bxogswas B
COCTaB CMeCH, JOKHa OblTb Npou3BeaeHa No YCTAaHOBIIEHHOW TEXHOMOMMU, MHOUBMAYANbHO UCMbITAaHA U JOMKHA
COOTBETCTBOBAaTb YCTAHOBIEHHbIM cneuugukaumam nepes CMeLIMBaHneM.

441. (8.42) Onepauun cMeLInMBaHUSA NpUeMnemsl, B YaCTHOCTH, AN:

CMeLLMBaHWsI HEBObLUMX Cepu NS yBENMYEHUs pasMmepa Cepum;
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CMeLUMBaHNs OCTaTKoB (TO €CTb OTHOCUMTENbHO HEOOMbLUMX KOMWYECTB BblAEMNEHHOro BeLLEeCTBa) Cepui
OZIHOM M TOW e NPOMEXYTOYHON NPOAYKLUN NN ogHou 1 Ton xxe ®C ansa nonyvyeHus eguHon cepun.

442. (8.43) [lpomsBoauTenb [OMKEH KOHTpPONMpoBaTb M OOPMNATE [OKYMEHTanbHO npouecchbl
cmelwwmBaHus. [lonyyeHHaa B pes3ynbTaTe CMELWMBaHUA cepusl, rae NpUMMEHMMO, [OOIDKHa MNoABepraTbes
UCMbITAHMSAM Ha COOTBETCTBME CrieUndUKaLmnsam.

443. (8.44) Jocbe Ha ceputo, oTpaxatoLee CMellnBaHue, JOMKHO obecneunBaTb BO3MOXHOCTb 0OpaTHOro
NPOCNEXNBaHUSA OTAENbHbIX CEPUN, N3 KOTOPLIX cAenaHa CMecChb.

444. (8.45) B Tex cnyyasix, korga dgusndeckme xapaktepuctukm OC aBnsoTCs KpUTUYECcKMMn (Hanpumep,
®C, npegHasHayeHHble AN MONyyYeHMs TBepAblX fekapCTBEHHbIX hOPM UMM CYCMEH3U Ansi Npuema BHYTpPb),
onepauun cMellMBaHusa Heobxoaumo BanuMaupoBaTth, YTobbl rapaHTUpoBaTb OAHOPOOAHOCTL 06 bEAUHEHHOW CEpPUN.
Banupauusa gomkHa BKkNoYaTb NPOBEAEHUNE UCTNbITAHUIA KPUTUYECKUX XapakTepUCTUK (Hanpumep, pacnpeaeneHus
YacTuy No pasmepam, HaCbINHOW MNAOTHOCTU U MAIOTHOCTU MPKU YNNOTHEHMM), HA KOTOPbIE MOXET OKa3aTb BrUSHUE
npoLiecc CMeLLMBaHWS.

445. (8.46) Ecnn cmewwmBaHMEe MOXET OkasaTb OTpuuatenbHoe BO3AENCTBME Ha CTabuNbHOCTb,
Npov3BOAUTENb JOIMKEH MPOBOAUTL UCMBITAHUA CTAaBMMbHOCTU OKOHYATENbHbLIX CEPUA, MOMYYEHHBIX B pe3ynbTaTte
CMELLMBaHWSI.

446. (8.47) OaTa OKOHYaHWsi CpOKa FOQHOCTM WNWM OaTta NpPOBeAEHMS MOBTOPHbIX WCMbITAHUA Cepuw,
Nnony4yeHHON B pe3yrnbTaTe CMELUMBAHWS, AOIDKHA OMNpPefensTbCA Ha OCHOBaHWMM AaTbl MPOU3BOACTBA CaMmbiX
CTapblX OCTATKOB MITM CaMOW CTapoi Cepumn B CMECH.

KoHTponb KoHTamuHaumm (8.5)

447. (8.50) [Oonyckaetcs BHOCWUTb OCTaTkM BewecTB (B 4aCTHOCTW, OCTaTKW, HanunwimMe Ha CTeHKY
N3MENbYMTENS, CMOM BIIAXHbIX KPUCTANOB, OCTABLUMXCA Ha CTeHKax Gaka ueHTpudyri nocne pasrpysku, oCTaTky,
obpasoBaBlUMECs B pe3ynbTaTe HEMnofHOW BbIrPY3KM XWUAKOCTEW WM KpucTanmnos u3 paboyen emMKocTu npu
nepeHoce BelleCcTBa Ha Crneayllyl cTtaguio npouecca) B nocregyrolune cepum TOM Xe MNPOMEXYTOYHOW
npoaykuumm nnn ®C npu ycnosmmn NnpoBeAeHNs COOTBETCTBYIOLLEro KOHTPOIS. Takoe BHECEHME HE JOIDKHO MOBMeYb
3a coboln nepeHoca MNPOAYKTOB Pa3foXeHUs WU MUKPOOHOW KOHTaMuHauuw, KOTopble MOryT OoTpuuaTenbHO
NOBMUATbL Ha YCTaAHOBIEHHbIN Npoduns npumecen OC.

448. (8.51) TexHonorvyeckue ornepaumm OOIDKHbI NPOBOAUTLCA TakMMm oOpas3om, 4YToObl MpegoTBpaTUTb
KOHTaMMHaLUU0 MPOMEXYTOYHOM npoaykuun nnu ®C apyrumm Belectsamum.

449. (8.52) C uenbio NpegoTBpaLLEHUS KOHTaMUHaUUKM NMPOU3BOANTENb AOMKEH cobnogaTe ocobble mepbl
npegocTopoXHOCTH Npu paboTe ¢ PC nocne ee OYUCTKM.

YNAKOBKA I UAEHTUSULINPYIOLLAA MAPKWPOBKA ®APMALIEBTUHECKNX
CYBCTAHLINM N MPOME>XXYTOYHOW NPOAYKUAN (9)

Obwwe TpeboBaHusa (9.1)

450. (9.10) T[lpousBoguTenb [JOSKeH YTBepAUTb Mpoueaypbl, ONUCbIBalLWMe NopsaoK MpueMKu,
naeHtTudmrKaumm, NomeLlLleHnss B KapaHTWH, oTbopa npob, uccrnegoBaHUA WM (MNM) WUCMbITAHMSA U BblOA4m
paspelleHnss Ha UCNOoNb30BaHWE YNaKOBOYHbLIX MaTepwanoB M MaTepuanoB ANA MapKUpPOBKM, a Takke NopsaoK
obpalleHnsi ¢ TakuMK MaTepuanamm.

451. (9.11) VYnakoBouHble MaTepuansl W MaTepuanbl ONA MapKUPOBKM OOIMKHbI COOTBETCTBOBATb
crneumdukaumsam. Te N3 HMX, KOTOpble HE COOTBETCTBYHOT TakMM cneundumkaumnsam, JOSDKHbI OblTb OTKITOHEHbI st
NpeAoTBpPaLLEHMS UX UCMONb30BaHUS NPU BbIMOMHEHUUN onepauunii, Ansl KOTOPbIX OHWM HEMPUTOAHbI.

452. (9.12) MpowusBoguTesnb AOOMKEH BECTW 3anucu OMs KaXKOOW MOCTaBKM STUMKETOK M YNMaKOBOYHbIX
MaTepuarnoB C yKasaHMEM [aHHbIX 00 UX Mpuemke, NMPOBEPKE UIM UCMbITAHUWU, a Takke 06 WX MPUHATUN UIK
OTKITOHEHWMW.

YnakoBo4yHble MaTepuansl (9.2)

453. (9.20) Tapa pomkHa obecneuvBaTh Hagnexailyl 3aWwuTty OT MopYM WKW KOHTaMuHaLuu
NPOMEXYTOYHOW NpoayKumm unm ®C Bo BpeMS TPaHCNOPTUPOBKM U XPaHEHUSA B MPeSYCMOTPEHHbIX YCIOBUSAX.

454. (9.21) Tapa gormkHa OblTb YNCTOM W, ecnn 3Toro TpebyeT xapakTep NPOMEXYTOYHOW MPOAYKLUUN UMK
®C, noaeepratbCa CcaHUTapHo# oOpaboTke pfOns obecneyvyeHnss ee MNPUrogHOCTM AN MCMONb30BaHUSA MO
HasHauyeHuo. Takas Tapa He JoikHa obnagaTb XMMWYECKOW aKTMBHOCTBIO, abcopbupyowmnmmn CBOMCTBAMU UM
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CNYXXUTb WMCTOYHMKOM MOCTOPOHHUX MpuMMecen, 4TOObl HE BbI3biBaTb W3MEHEHWA KayecTBa MNPOMEXYTOYHOM
npoaykumm nnn ®C ceepx npefernbHbiX 3Ha4YeHU, YCTAHOBMEHHbIX B cneundmkaunm.

455. (9.22) Ecnn Tapa npegHasHayeHa NS NMOBTOPHOrO MCMOMb30BaHWS, OHa [OOIDKHA O4vMLLAaTbCA B
COOTBETCTBMU C YTBEPXKAEHHbIMU MHCTPYKLUMSMMK, a BCe NpeablayLline 3TUKETKU AOIDKHblI ObiTb yAaneHbl unu
cTepThl.

Bblaaya aTMKeTOK 1 KOHTponb (9.3)

456. (9.30) JocTtyn B 30Hbl XpaHEHWsT 3TUKETOK [OOIMKEH OblTb paspelleH TOfbKO Nuuam, MMEKLMM
COOTBETCTBYHOLLUE NOSTHOMOUHSI.

457. (9.31) lNpowusBoguTens AOMKEH MNPUMEHATb Mpoueaypbl COMOCTaBMEHUS KOMWYECTBa BblAaHHbIX,
NCMNOMb30BaHHbIX M BO3BPALLEHHbIX 3TUKETOK ANS OLEHKU PacXOXOEHUS MeXAy KONMUYECTBOM MapKUPOBAaHHbLIX
YyNaKkoBOK U KOMMYECTBOM BblaHHbIX 9TUKETOK. PakTbl pacxoxaeHns HeobxoamMMo paccrieqoBaTb, a MOfyYeHHble
pe3ynbTaTbl AOMKHbI BbITb YTBEPXAEHbI NogpasgeneHvemM (nogpasgeneHnsaMmu) KavecTaa.

458. (9.32) Bce Hencnonb3oBaHHbIE 3TUKETKM C HOMepamu Cepui Unu ApYron nevatHow MHdopMauuen,
OTHOCSILLENCS K 3TUM CepusiM, OOSPKHbI ObiTb YHUYTOXEHbI. Bo3BpalleHHble 3TUKETKM Heobxoaumo cogepxatb u
XpaHUTb Takum obpas3om, 4TOObl NpefoTBpaTMTb  MX  NepenyTbiBaHMe U obecneuntb  Hagnexailyo
naeHTMdurKaumio.

459. (9.33) YcTapeBLUMe 3TUKETKN OOIMKHbI ObITb YHUYTOXEHDI.

460. (9.34) lNpownsBoauTenb [OOMKEH KOHTponupoBaTb oOOOpydoBaHWEe, MCMonb3yeMoe Ans neyataHus
3TMKETOK MpU ornepauusix ynakoBKM, B Lensax obecneyeHusi COOTBETCTBUSI BCEX OTTUCKOB MEYaTHOMY TEKCTY,
yKa3aHHOMY B 3anucsix No Npon3BoACTBY Cepuun.

461. (9.35) OTnevaTtaHHble 3TUKETKW, BbldaBaeMble Afs OnpegeneHHon cepun, AOIMKHbl TwaTenbHO
NpoOBePATLCA B OTHOLEHWM MX MOASIMHHOCTU U COOTBETCTBUSA YCTAHOBMEHHbIM TpeboBaHusaM. PesynbTaTtbl Takon
NPOBEPKN AOMKHbI OPOPMAATLCH AOKYMEHTamNbHO.

462. (9.36) Obpasey, oTNeYaTaHHOW ITUKETKN, COOTBETCTBYHOLLUIN UCNONBb30BaHHBIM 3TUKETKaM, Heo6XxoaMMOo
BKIIOYaTb B 3anNvncu No Npou3BoaCcTBY CEpUN.

Onepauun no ynakoBke u mapkuposke (9.4)

463. (9.40) TlNpousBoauTENnb [OIMKEH YTBEPAUTb WHCTPYKUMW, NpefHasHadeHHble Ans  obecneyeHus
NpaBUIIbHOrO UCMOMb30BaHMS YNakOBOYHbLIX MaTepuarnoB 1 3TUKETOK.

464. (9.41) lMopsgok oOcCywecTBNeHWUs onepauun Mo MapKMpPOBKE [OIDKEH WCKMNYaTb BO3MOXHOCTb
nepenyTbiBaHUS MaTepuanoB Afs MapkupoBku. Heobxoammo dmsnyeckoe vnv NpoCTpaHCTBEHHOE pasgeneHune
paboT, CBA3aHHbIX C Ppa3HOW NPOMEXYTOYHON npoaykuunen nnm eC.

465. (9.42) OTukeTkn, wncCnonb3yemble AN MapKMPOBKM HApPYXXHON MOBEPXHOCTM KOHTEMHEPOB C
npomMexyToyHon npogykumen unu OC, OOMKHbI coAepXaTb HasBaHUE UNU MAEHTUUKALMOHHBLIN KO, HOMep
cepuv NPOAYKLUMW WU YCMNOBUS XpPaHEHUs, eCnv Takasd MHpopmauns ABMSeTCs KpUTudeckon Ans obecneveHus
KayecTBa NPoOMeXyTo4YHOW npoaykuumn nnm eC.

466. (9.43) Ecnn npomMexyTouHasa npoaykums unu ®C npegHasHayeHbl ANs TpaHCNOPTUPOBKKU 3a npedens
cdepbl KOHTPONSA CUCTEMbI YNpaBfeHUss maTtepuanamyv npou3BOAMTENs, TO Ha 3TUKETKE OOMMKHbI ObiTb Takke
yKa3aHbl Ha3BaHMe W agpec MpPoOM3BOAUTENS, KONMMYECTBO COAEPXKMMOro, 0COOble YCrOBWUS TPaHCMOPTUPOBKU U
nodble cneuunansHble TpeboBaHMS, YCTaHOBMEHHbIE hapMaKoNemHbIMU CTaTbsiMW, HOPMATMBHON OOKYMEHTaUMNEN
WUNU HOPMaTMBHbLIMW JOKYMeHTamMu. [ns npomMexxyToyHon npoaykuumn n ®C, KoTopble MMEKT YCTaHOBMNEHHbIN CPOK
FOAHOCTU, Ha 3TUKETKE M B OOKYMEHTe, MOATBEPXKAAKLWEeM KavyecTBO, AOMKHa OblTb yka3aHa daTa UCTeYeHus
cpoka rogHocTu. [na npomexyTtoyHou npogykuun n ®C, B OTHOLEHUM KOTOPbIX YCTAHOBMEHa AaTa MOBTOPHbIX
UcMblTaHWN, Takas gaTa AoMmkHa OblTb yka3aHa Ha aTuKeTke U (Mnu) B AOKYMEHTE, NOATBEPKAaloLLEM KavyecTBo.

467. (9.44) MNpounssoaguTens JOMKEH NPOBEPUTbL NOMeLLeHMs 1 0bopyaoBaHve AN YNakoBKU U MapKMPOBKU
HenocpeacTBEHHO nepen UX UCMNoNb3oBaHWEM, Y4TOObl ybeauTbCs, YTO ydaneHbl BCe martepuarnbl, KOTOpble He
HyXHbl OnS cnegyloowen onepaumm ynakoBku. Takas npoBepka AOMmkHa ObiTb odopMreHa AOKYMeHTanbHO B
3anMcsix No NpoM3BOACTBY CEPUU, B XypHane MCnonb30BaHUs MOMELLEHMI M 3KCMyaTaumm obopyaoBaHUs Wnu
OoTpakeHa B ApYron cucteme JOKyMeHTauuu.

468. (9.45) TlpousBoguTenb [OOMMKEH MNPOBEPUTL YNAKOBAHHYIO W  MapKUPOBaHHYK MPOMEXYTOUYHYHO
npogykuuto unn PC, 4ytobbl yOoeauTbesi, YTO NepBUYHAs U BTOPMYHASA YNakoBKa AN CEPUN UMEET MpPaBUbHYHO
MapKMpoBKy. Takas npoBepka AOMmkHa OblTb YacTblo onepauuu Mo ynakoBke. PesynbTaTbl yka3aHHOW NPOBEPKU
OOIKHbI BbITb OTPaXXeHbl B 3anNncsiX Mo NPOU3BOACTBY CEPUM UM B JOKYMEHTAaX MO KOHTPOTHO.

469. (9.46) YnakoBKu C NpOMEXYTOYHOM npoaykumen nnn OC, nognexaiime TpaHCNOPTUPOBKE 3a Npegenbl
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cepbl KOHTPONSA Npou3BoauTENd, HeobxoaumMo onnombupoBaTb TakMMm obpasom, 4ToObl B cCnyyae HapyLlleHus
UNKn oTCyTCTBUA NNOM6bI NOnyyaTens Mor o6paTuTb BHUMaHME Ha BO3MOXHOCTb U3MEHEHNST COAEPXKUMOTO.

XPAHEHUWE N PEANTNM3ALMA (10)
XpaHeHue Ha cknage (10.1)

470. (10.10) MNMpounsBoanTenb AOMKEH NPegyCMOTPETL MOMELLEHNSA U TEXHUYECKNE CcpeacTBa, Heobxoanmble
ONsl XpaHeHNsi BCeX MatepuanoB B COOTBETCTBUM C YCTAHOBMEHHbIMU YCINOBUSAMU (HAanpuMep, KOHTPONMpyeMble
TemnepaTypa ¥ BraXHOCTb, Korga 3To Heobxoammo). Heobxoanmo BecTu 3anncu napameTpoB 3TUX YCIIOBUM, €CIN
OHU ABMSOTCH KPUTUYECKUMM ONsi COXPAHEHMSI CBOWCTB MaTtepumarnos.

471. (10.11) MNMpounssoguTens AOMKEH BbIAENUTb OTAENbHbIE 30HbI AN BPEMEHHOIO XpPaHEeHUst HaXOASLUXCS
B KapaHTUHe, OTKIOHEHHbIX, BO3BPALLEHHbIX WNW OTO3BaHHbIX MaTepuanoB [0 MNPUHATMSA peleHns o6 ux
WCNONb30BaHUN, €CnM He WMeeTCd [pYyron CucTeMbl [Ans npefoTBpalleHUs HenpeaHaMepeHHOro  unum
HECaHKLMOHMPOBAHHOIO UCNONb30BaHNS YKa3aHHbIX MaTepuarnos.

Peanusauwus (10.2)

472. (10.20) Peanusauma ®C 1M NpoMEXYTOYHbIX MPOAYKTOB TPETbUM NuLaM JonyckaeTcsi TOMbKO nocne
BbldauM nogpasgerneHnem (nogpasgeneHusMu) KadecTBa paspelleHuMs Ha uX BbiNyCK W NOATBEpPXOeHWS
COOTBETCTBUSA CEepuM YMONHOMOYEHHbIM nMuoM. PC 1 NpoMexyTouyHas NPOAYyKUMA B CTaTyce KapaHTMHa MoryT
ObITb nNepedaHbl B Opyroe nogpasgeneHve, Haxogsweecd B cdepe KOHTPOMs MNpou3BOAWTENs, €cnm 3To
paspelleHo noapasgeneHvem (nogpasgeneHmsamn) kadectsa U NPM HanNMuuM COOTBETCTBYIOLUMX KOHTPONSA U
AOKyMeHTauumm.

473. (10.21) Ycnosua TtpaHcnoptupoBkn PC 1 NPOMEXYTOYHOW MPOAYKUMM HE [OOSPKHbI OKa3biBaTb
OTpMLaTENBHOIO BO3AENCTBUS HA UX KA4YeCTBO.

474. (10.22) Ocobble ycnoBus TPaHCMOPTUPOBKU UnM XpaHeHus PC mnm NpomMexyTO4HOW MNpPOAYKLUK
BOIDKHbI OblTb YKa3aHbl HA 3TUKETKE.

475. (10.23) MpownsBoanTenb JOmMKeH yoeauTbca B TOM, YTO UCMOMHUTENDb, OTBETCTBEHHbIN 3a NEpPEeBO3KY
®C nnv npomexyTovHoOM NpoayKumun, ocBegomneH 06 yCrnoBMaX TPaHCNOPTUPOBKN U XpaHeHMs 1 cobnogaeT ux.

476. (10.24) MNMpousBoauTenb OOIMKEH UMETb CUCTEMY, NMO3BOMNSAIOLLYIO0 ObICTPO YCTAHOBUTL NYTW peanusalmm
KaXxgoln cepum NpoOMEXyTo4HoN npogykumm u (unm) ®C B Lensx obecnevyeHnss BO3MOXHOCTU UX OT3bliBa.

NABOPATOPHBIV KOHTPOJb (11)
O6wwi koHTponb (11.1)

477. (11.10) HesaBucumoe nogpasgeneHue (nogpasgeneHus) Kkayectsa OOSMPKHO (AOSMKHbI) UMETb B CBOEM
pacnopsbkeHMM COOTBETCTBYOLLME NTabopaTopHbIE NOMELLLEHUS U 060pYAOBaHME.

478. (11.11) lMpousBoguTenb OOMMKEH YTBEPAUTb WMHCTPYKUMM, OMUCbIBawLWMe oT6op npob, npoBedeHue
ucnblTaHMN, ogobpeHne WM OTKIOHEHWE MaTepuarnoB, a TakKe [OKYMeHTanbHOe OMOpPMIIEHME W XpaHEHMWe
nabopaTopHbIX OaHHbIX. BegeHne nabopaTopHbIX 3anucelt  [OOMMKHO COOTBETCTBOBaTb  TpeboBaHUSM,
yCTaHOBMEHHbIM nyHKTamu 394 - 395 HacToswux MNpasun.

479. (11.12) Bce cneuudpmkaumm, nnaHbl otbopa Npobd U MEeTOAMKA MCNbITAHUA LOIDKHbI OblTb Hay4HO
00OCHOBaHbI M [OIMKHBbI FApaHTMPOBaTb, YTO WUCXOLHOE Chipbe, MPOMEXyTouyHas npoaykumsl, OC, 3TUKETKN M
yNakoBOYHbIE MaTepuarnbl COOTBETCTBYIOT OOWMM apmakonevHbIM CcTaTbaM, (apMakonemHbIM CcTaTbsMm,
HOPMAaTUBHOW AOKYMEHTALMM WM HOPMATUBHOMY OOKYMEHTY MO KayecTBy M (unu) umctote. Cneuundpmkauymm um
METOOVKN UCMbITaHUA AOSMKHBI COOTBETCTBOBATb TpeboBaHMAM perncTpaumoHHoro gocke. NponsBoanTens Takke
MOXET YTBEPAUTb creundukaumm, OOMNonHswWwmue cneundukaumm pernctpaumoHHoro gocbe. Crneumdukaumm,
nnaHbl oTéopa Npod 1 METOAMKM UCMBITAHWIA, BKMOYAs BHOCUMbIE B 3TU LOKYMEHTbl M3MEHEHUS, OOIDKHbI OblTb
COCTaBMeHbl COOTBETCTBYHOLUMM MoApasfeneHveM nNpousBOAMTENs, a Takke MpoBepeHbl U  yTBepXAeHb!
nogpasgeneHvem (nogpasgeneHnammn) kKadyecTaa.

480. (11.13) MpousBoanTenb OOMKeEH yTBepAMTb chneuundmkaumm gna ®C, cooTBeTCTByHOLIME O6LIMM
hbapmakonemnHolM CcTaTbsaM, ¢apMakoneHbiM CTaTbsiM, HOPMAaTMBHOM [OOKYMEHTauuW UnmM HOpMaTUBHOMY
OOKYMEHTY M COrnacylLlmnecs ¢ npoLeccoM npoussoactsa. Cneundukauum OOMKHbI coaepatb TpeboBaHus K
KOHTPOIO npuMmecen (Hanpumep, OpraHMYecknMx M HeopraHuyeckux MpuMecer U OCTaTOYHbIX pacTBopuUTEnen).
Ecnn umeetca cneundmkaumnsa gnsg ®C B OTHOLIEHUM MUKPOBUONOrMYECKON YMCTOThI, TO ANnga obLuero KonnyecTea
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MUKPOOPraHM3MoB 1 AN HegOonYCTUMbIX MWKPOOPraHnM3mMoB HeobXoAMMO YCTaHOBWTbL npefensl, Tpebyolime
NPpUHATUA Mep B COOTBETCTBMM C npoueaypamu, YTBEPXAEHHbIMU npoussoauTeneMm. Ecnm  umeetcs
cneumdukauma ang ®C B OTHOLIEHUN COAEPX)KaHMS 3HAOTOKCMHOB, TO HEO6XOAMMO YCTaHOBUTL COOTBETCTBYHOLLMNE
npeaensl, TpedyloLuime NPUHATUA Mep B COOTBETCTBUM C NpoLeaypaMu, YTBEPXKAEHHbIMU NPOU3BOANTENEM.

481. (11.14) Bce npoueaypbl nabopaTOpHOro KOHTPOMsS AOMKHbI MPOBOAMTLCA B COOTBETCTBMM C
YTBEPXXAEHHBIMU MHCTPYKLMAMU N OPOPMISATLCA B MMCbMEHHOM BMAE BO BPEMSI BbINONHEHUS. JTloOble OTKNOHEHWS
OT BblLLEYKa3aHHbIX NpoLeayp AOJPKHbI ObITb AOKYMEHTarbHO 0hOpPMIIEHbI C COOTBETCTBYIOLLMM OO BACHEHNEM.

482. (11.15) IltoGble nomny4yeHHble OaHHbIE O HECOOTBETCTBMM cneundukaumm HeobxoamMmMmo paccrnenoBaTb 1
OOKyMeHTanbHO 0dOopMIsATbL COrMacHO YTBEPXAEHHOW npoueaype. B cooTBeTcTBMM C 3TOW npoueaypon
HeobXx04MMO NpoaHanM3nMpoBaTh JaHHbIE, AaTb OLIEHKY TOro, MMEKTCS NN CyLeCcTBEHHbIe Npobnemel, onpeaenutb
HeobxoOouMble KOppekTupyloLlwmMe AeWCTBUMS W caoenatb BbiBoAbl. JIloBor noBTOpHbIM OTOGOp npob u (unu)
MOBTOPHbIE WUCNbITAHMA MOCNEe MONMy4YeHUs pe3ynbTaTtoB O HECOOTBETCTBUMM creuudukaumm Heobxoammo
NpoBOAMTbL COrNacHoO yTBEPXXAEHHONW npouenype.

483. (11.16) lMpoussoanTens OOMKEH rOTOBUTbL M MapKMpoBaTb peakTuBbl U CTaHAAPTHblE PacTBOPbI B
COOTBETCTBMM C YTBEPXKOEHHBIMU MHCTPYKUMAMU. Ha nocyae ¢ aHanMTMYECKMMIN peakTMBaMy UM CTaHgapTHbIMU
pactBopamu (ecnm 3710 uenecoobpasHo) gormkHa ObiTb ykaszaHa gaTta, 4O KOTOPOW OHM MOFyT WCMONb30BaThbCA
("vcnone3oBaTb 40").

484. (11.17) Mpun npomnssoactee ®C (Npn HEOOXOAMMOCTU) HEOOXOAMMO MMETb NEPBUYHbIE CTaHAAPTHbIE
06pa3sLbl. ICTOYHUK KaXXgoro nepBUYHOro ctaHgapTHoro obpasua fomkeH ObiTb 3adMKCUPOBaH B JOKYMEHTALUN.
Heobxooumo BECTU 3anucu XpaHeHUs KaxOoro NepBUYHOrO CTaHgapTHoOro obpasua u ero UCnosb3oBaHWs B
COOTBETCTBMM C peEKOMeHAauusAMu nocTaBlimka. [lepBuyHble CcTaHOapTHble o06pasubl, MOMy4YeHHble U3
oduumanbHO MPU3HAHHBIX MCTOYHMKOB M XpaHALMECS B COOTBETCTBUM C peKOMEHOauUAMU MocTaBLuMKa, Kak
npaBumo, Ucnonb3yloT 6e3 NpoBeaeHNst X UCMbITAHUN.

485. (11.18) lNpun oTCyTCTBUM NEPBUYHOrO CTaHA4apTHOro obpasua y oduumansHO NPU3HAHHOTO MCTOYHMKA
AorkeH B6biTb paspabotaH "BHYTPEHHMIN" NepBUYHLIV CTaHAapTHbIN obpaseu. [nd 4OCTOBEPHOro ycTaHOBNEHMWS
NOASIMHHOCTU M YUCTOTbl TaKOro MNEepPBUYHOrO CTaHAapTHOro obpasua HeobxoouMMO MNPOBECTVM Hagnexalume
ncnbitTaHus. Heobxoanmo coxpaHaTb COOTBETCTBYIOLLYIO JOKYMEHTALMIO MPOBEAEHNS 9TUX UCTIBITAHUN.

486. (11.19) MNpownssoguTenb JOMKEH rOTOBUTb, MOEHTUMULUMPOBATL, UCMbLITbIBaTb, YTBEPXKAATb U XpaHUTb
BTOPWYHbIE CTaHOapTHble obpasubl Hagnexawwmm obpasom. [leped nepBbiM WUCMONb30BaHMEM HeobXxoaumo
onpeaenaTe NPUrO4HOCTb KaXAoW Cepuy BTOPMYHOMO CTaHZapTHOro obpasua nyTem CpaBHEHWUsI C MEPBUYHBIM
CTaHOapTHbIM obpasuom. Kaxgasa cepusi BTOPMYHOrO CTaHZapTHOro obpasua [ormkHa Nepuoamnyecku
noaBepraTbCs NOBTOPHOW KBanndukaLmm B COOTBETCTBMU C MPOTOKOIIOM.

McnbiTaHns NpoMeXXyTO4HOW NPoAYKUMY U dhapMaLeBTUYEeCKUX
cybctaHuun (11.2)

487. (11.20) Ons kaxgon cepum NpomexyTodHou npoaykuum n ¢C AomkHbl NPOBOAMTBCS HeobxoavMble
nabopaTopHbIe UCTbITaHWS C LeNblo NMOATBEPXKAEHUSA COOTBETCTBUSA cneundukaunsam.

488. (11.21) Kak npasuno, ansa kaxgoro ®C cnegyet yctaHaBnmBatbh Npodunb NpUMecein, ONUCbIBaoLLUn
NAEHTUDMLNPOBAHHBbIE N HENAEHTUMULNPOBAHHBLIE NPUMECK, MPUCYTCTBYOLNE B TUNNYHON CEPUM, MOSTYHEHHON B
pe3ynbTate oOnpeaeneHHoro KOHTPONMPYEMOro TEeXHOMorMyeckoro npouecca. [lpodune npumecei JormkeH
BKMOYAaTb MAEHTUMKAUMIO UK Kakyto-nMBO KauyeCTBEHHYI0 aHaNMTUYECKYI0 XapakTepucTuky (Hanpumep, Bpems
yOepXuBaHus), npedenbl COAepXaHWs Kaxaon OOHapyXvBaeMoW MpuMecu U Kriaccudumkaumio  Kaxaoon
NaeHTUMLUMPOBAHHON MNpuUMecH (Hanpumep, OpraHMyeckas M HeopraHuyeckas npuvMecKu, pacTBOPUTENDb).
Mpodmnb npumecen, kak NpaBuIo, 3aBUCUT OT 0COBEHHOCTEN TEXHOMNOrMYECKoro npowecca un npouncxoxgeHmsa ©C.
B GonblwuHCTBE CrnyvyaeB HET Heob6XxoAMMOCTM onpedenaTe npodunb npumecen ansg ®C pacTUTENbHOrO Unn
XXMBOTHOMO MPOUCXOXOEHMS.

489. (11.22) MNMpocunb npumecen Yepes onpenerieHHble NPOMEXYTKN BPEMEHN HEOOXOOUMO CpaBHUBATL C
npodmnem npumMecen, NpuBeLeHHbIM B PETMCTPALUOHHOM AOCbE, UMK C paHee NOMNyYeHHbIMU AaHHbIMU, YTOObI
0BHapyxuTb n3ameHeHus B ®C, asnsowmecs pes3ynbTaToM U3MEHEHMN UCXOOHOro Cbipbs, NapameTpoB paboThbl
06opyaoBaHMs MM TEXHONOMMYECKOro npoLecca.

490. (11.23) NpownsBoanTenb OOMMKEH MPOBOAMTL COOTBETCTBYHOLUME MUKPOOMONOrMYECKME UCTbITaHWSA O
KaXKgom cepumn NPOMeXXyTouHoM npoaykumm n ®C, ecnm nx MMkpoburornormyeckas YUnctota HopMmMpyeTcs.

Banupaumsa aHanutnyeckux metoauk (11.3)

491. Banuaaumna aHanuTU4Yeckux MeToauk OOSMKHa OCYLEeCTBNATLCA B COOTBETCTBUM C nyHKkTamn 511 - 539
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HacToswwmx Mpasun.
[okymeHTbl, noaTBEpXAatoLLme kavyectso (11.4)

492. (11.40) Ona kaxxgon cepumn NpoOMEXyTOYHOW npogykuun mnn ®C aormkeH no 3anpocy BblgaBaTbCst
opurMHan JOKyMeHTa, MoATBEPXKAatoLwero KayecTso.

493. (11.41) [okymeHT, noaTBepXAatoliMiA KayvecTBO, [OOIMKEH codepxaTb WHgopMauumio O HasBaHuu
NpOMEXyTOYHOW npoaykumm unn ®C, Bknovas npu HeobXxo4MMOCTI COpPT, HOMEpP cepun 1 gaTy Beinycka. Ecnv gna
npomMeXxyToyHon npogykuun mnu ®C ycTaHOBMeHa AaTa MCTEYEHUs Cpoka FOAHOCTW, dTa daTa AOIpkHa ObiTb
yKa3aHa Ha 3TUKeTKe MU B JOKYMeHTe, MOATBepKAatoLeM kavyecTBo. Ecnn ansa npomexxytouHon npogykumm nnm oC
yCTaHOBMeHa Aata NOBTOPHOro UCMbITaHUA, TO 9Ta AaTa AoSkHaA OblTh yKazaHa Ha 3TUKETKEe U (UNKn) B JOKYMEHTE,
NOATBEPXKAAKOLLEM KavyecTBO.

494. (11.42) B pokymeHTe, MOATBEPXOAlOWEM KavyeCcTBO, AOMKeH ObITb MNpuMBeAeH nepeyeHb BCex
UCNbITaHUIN, NPOBEAEHHbIX B COOTBETCTBUM C TpeboBaHuaMM obLien hapmakonemHon ctatbk, hapmakonemHom
cTaTbW, HOPMATMBHOWM JOKYMEHTaLUN UM HOPMAaTMBHOIO AOKYMEHTa, a Takke TpeboBaHuamu nokynatena ®C nnm
NPOMEXYTOYHOM MPOAYKLMM, BKITOYAsa JONYCTMMbIE NpeAenbHble 3HAYEHUA U NOMyYeHHbIe YNCIOBbIE pe3ynbTaThl
(roe aTo NpMMeHnmo).

495. (11.43) [dokymeHT, noATBepXAalwoLWnUiA KayvecTBO, [OIMKEeH ObITb nognucaH paboTHMKamm
nogpasgenexuns (nogpasdeneHuin) KadectBa, MMEHLMMM COOTBETCTBYHOLLUME MOMHOMOYMS, C MNPOCTaBlEHMEM
OaTtbl N codepxaTb HaUMEHOBaHWe, agpec U HoMmep TenedoHa NepBoHaYanbHOro npoussoautens. Ecnv aHanma
Obin MpoBefeH OpraHusalunen, OCYLLECTBMSIOWEN NepeynakoBKy WAM MNOBTOPHYD 00paboTky, B OOKYMEHTe,
NOATBEPXKAAKLWEM KavyecTBO, HeobxoAMMO ykasaTb ero HaumeHoBaHue, agpec, Homep TenedoHa W ykasaTb
HaMeHOBaHWe NepBoHaY4YanbLHOro NPOU3BOANTENS.

496. (11.44) Ecnu opraHusaumsamm, OCYLLECTBSIOWNMN NepeynakoBKy M (uUnm) NOBTOPHYH 0OpaboTky,
BblJAOTCS HOBbIE JOKYMEHTbI, NOATBEPXKAAOLLME KAa4eCTBO, TO B HUX OOIMKHbI ObITh yKa3aHbl Ha3BaHwe, agpec u
Homep TenedoHa nabopaTopuu, nNpoBoAMBLUEN aHanu3bl. TakMe [OOKYMEHTbl, MOATBEpXKOallme KavyecTso,
OOIDKHBbI TaKKe codepXaTb CCbIIKY Ha HauMEHOBaHME WM agpec nepBOHaYanibHOro MNpouM3BOAMTENS M Ha
nepBOHaYarbHbIAN JOKYMEHT, NOATBEPXKAAOLUNA KAYECTBO, KOMUIO KOTOPOro Heobxoanmo npunaraTb.

KoHTponb ctabuneHocTn hapmareBTMyeckmx cybctaHuuim (11.5)

497. (11.50) TlpoussoguTens [JoskeH paspaboTaTb [AOKYMEHTanbHO OMOPMIIEHHYD NporpamMmmy
NPOSOSIKAOLLMXCA UCNBbITAHUIA, NPeaHa3HavYeHHY0 AN KOHTponsa ctabuneHocTn xapaktepuctuk ®C. INony4veHHble
pe3ynbTaTbl HE06XOAMMO MCMOMNB30BaTL ANs NOATBEPXKAEHUS HAANeXallMX YCNOBUA XPaHEHNsT U AaT NpoBeAEeHUs]
NMOBTOPHbIX UCMBITAHUA NN UCTEYEHUSA CPOKA rO4HOCTM.

498. (11.51) MeTogukM mcnblITaHWN, UCMONb3yeMble NPU UCCNEAOBaHUN CTabUNBbHOCTWU, AOIMKHbI MPONTH
Banuaauuo n obecneynmBaTtb NonyvYeHne Heob6XoAMMbIX AaHHBLIX O CTabUMBHOCTH.

499. (11.52) Obpasubl AN MCNbITaHUS Ha CTabuNbHOCTb HEOBXOAMMO XpaHWUTb B Tape, MogenupyloLen
notpebutenbckyto Tapy (ynakoeky). Hanpumep, ecnn ®C peanusyloT B MeLUKax, ynakoBaHHbIX B (pmbpoBbie
GapabaHbl, To 06pa3ubl Ans UCNbITAHWA Ha CTabWNbHOCTb MOryT OblTb YyMakoBaHbl B MELUKUW W3 TOrO Xe
mMatepuana, noMmelleHHble B 6apabaHbl MeHbLLErO pasMepa, U3roTOBMEHHbIE M3 MaTepuarna, aHanorm4Horo unm
naeHTu4Horo Matepuany gubposbix 6apabaHoB, B koTopbix ®C nocTynaeT B NpoAaxy.

500. (11.53) Kak npaBuno, B nporpammMy MOHUTOPUHra CTabunbHOCTW AN NOATBEPXKAEHUSI AaT NPOBeaeHs
MOBTOPHbIX MCMNbITAHUA UMW UCTEYEHUSI CPOKa FOOHOCTW OOJSBKHbI OblTh BKIOYEHbI MEPBLIE TPU peanunsyemblie
Npon3BOACTBEHHbIE cepun. Ecnu gaHHble NpeaBapuUTENbHONO UCCNEAOBaHUSA CBUOETENLCTBYHOT, YTo PC MoxeT
COXpaHsiTb CTabUNBHOCTL NO KpavHen Mepe B TedeHne AByX NeT, JOMYCKaeTCsa MCNoNb30BaTb MEHEE TPEX CEPUMN.

501. (11.54) Tlocne 3TOro B MporpamMy MNPOAOIPKALNXCA MWCMbITaHUA CTabunbHOCTM Heobxoanmo
BKIMOYATb Kak MUHUMYM OAHY npou3BedeHHyto cepuio ®C B rog (3a MCKMOYEHMEM Tex CryyaeB, Korga
NPOV3BOACTBEHHbIE CEPUN B AaHHOM rofy He BbIMYCKanuCb) M HE MEHee OAHOro pasa B rog npoBOAUTL ee
UCNbITaHUS s NoATBEPXKAEHMS CTAabUITBbHOCTW.

502. (11.55) B oTHoweHUN ®C ¢ KOPOTKMMM CPOKAMUN XPaHEHMUS UCMbITAHUSA HeOBX0AMMO NPOBOAUTL Yalle.
Hanpumep, ans tex 6uotexHonormdeckux, buonorndeckux n gpyrux ®C, cpokM XxpaHEeHWUst KOTOPbIX COCTaBMSAT
OOMH TOA4 WM MeHblle, Heobxoaumo oTOMpaTb 006pasubl Ans MCNbITaHUA Ha CTAabWNBHOCTL U MPOBOAUTL
UCMbITaHMS EXXEMECSYHO B TEYEHME NEPBbLIX TPEX MECSLEB, @ 3aTEM Kaxable Tpu mecsaua. Ecnn nmetotcsa aaHHble,
noaTeBepxpawolime, 4to crabuneHocTte PC coxpaHsieTcsi, TO [JOMyckaetcs yAJMHEHUE MEepuodoB  Mexay
UcnblTaHMAMK (Hanpumep, AEBATb MECALEB).

503. (11.56) lMNpu mucnbiTaHuAX Ha CTabUNbHOCTL pekoMeHayeTcs obecneuvvMBaTb COOTBETCTBME YCIOBUMA
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xpaHeHus Pykosoactey MexayHapoaHon KoHdepeHumn no rapmoHmsaumm "M3yyeHue cTabunbHOCTU HOBbIX
nekapcTBeHHbIX cybcTaHumi n npenapaToB” (ICH Q1A) <*>.

<*> CnpaBo4Ho: PykoBoactBo MexayHapoaHom koHepeHumm no rapMmoHusauumn "UN3yyeHne ctabunbHOCTU
HOBbIX JleKapCTBEHHbIX cybctaHumn u  npenapatosB” (ICH Q1A) onybnukoBaHo no agpecy B
MHOPMaLMOHHO-TENEKOMMYHUKALMOHHOMN cetn "MIHTepHeT":
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step4/Q1A R2_Guideline
pdf

[aTbl uCTeveHnsa cpoka roaHOCTU U NPOBEAEHNS MOBTOPHbIX
ucnbitaHum (11.6)

504. (11.60) Ecnu npomexyTovHas NpoayKuus npegHasHavyeHa ans nepegayu 3a npegenbl cepbl KOHTpPons
CMUCTEMBI YNpaBfeHnss maTepuanamm npousBoauTens M ANs Hee onpefeneHa gata UCTeYeHus cpoka roAHOCTU
UNU npoBeAEeHNs MOBTOPHbLIX MCMbITAHWWA, TO AOMKHA ObiTb B Hanuuuu mHOpMauuMs, nogTeepxaatollasi ee
cTabunbHOCTb (HanpumMep, onybnMKoBaHHbIE AaHHbIE, pe3ynbTaTbl UCTLITAHWN).

505. (11.61) OaTtbl McCTeYeHWs cpoka FOQHOCTU WM MPOBEAEHWs MOBTOPHbIX UcMbiTaHun PC AOMKHbI
OCHOBbIBaTbCSl Ha pe3yrnbTaTax OUEHKU AaHHbIX, MOMYYEHHbIX NpU U3ydeHun ctabunbHocTu. O6bIMHO ana ®C
NCMNonb3yoT AaTbl NPOBEAEHMS MOBTOPHbBIX UCMbITAHWUIA, @ HE AaTbl UICTEYEHUS CPOKa rOQHOCTMU.

506. (11.62) MNpenBapuTenbHble AaTbl UICTEYEHMS CpOKa rOOHOCTM UM NPOBEAEHNst MOBTOPHbLIX UCMbITAHUA
®C MoryT OCHOBbIBaTbCA Ha pe3yrnbTaTax, MOSNyYEeHHbIX Afsl OMbITHLIX Cepui, ecnu: 1) Ans OMbITHLIX Cepun
NCMNOMnb3ylTCS CNOCO6 NPOM3BOACTBA WM Mpoueaypbl, MOAENMPYIOLWME OKOHYATENbHbIA NPOLECC NPOMbILLIIEHHOIO
npomsBoactea M 2) kadectBo PC COOTBETCTBYET KayecCTBY BeLLeCTBa, KOTOpoe OyaeT BbinyckaTbCa B
NPOMbILLIIEHHOM MacLuTabe.

507. (11.63) na npoBeaeHns NOBTOPHbLIX UCTbITAHWUI HEOBX0AMMO OTBMpaTh penpeseHTaTyBHbIE 06pasubl.

ApxuBHble obpa3supl (11.7)

508. (11.70) ApxuBHble 06pa3subl HEOBXOOAMMO YNAKOBLIBATL WU XPaHUTb C LENb0 BO3MOXHOW OLIEHKU
kadecTBa cepuin ®C B ByayLiem, HO He ANs NPOBEAEHMUS UCMbITAHUIA HA CTabUNbHOCTb.

509. (11.71) Hagnexawmm o6pa3oM MapKMpoBaHHble apxuBHble 0Opasubl Kaxgon cepun PC [OSKHBI
XpaHUTbCA B TeYeHWe OAHOro roga nocrne AaTtbl UCTEYEHMSI CPOKa FOAHOCTU cCepuu, KoTopas onpeaensiercs
npou3BoauTENEM, UMM B TEYeHME Tpex NeT Mnocrne peanusauuum cepuym B 3aBUCUMOCTU OT TOrO, KakoW CPOK
agnseTca 6onee panutenbHbiM. ApxuBHble 06pasubl ®C C yCTAHOBMEHHOW [AaTOW MOBTOPHLIX WCMbITAHWN
HeobXoOUMO XpaHUTb B Te4YeHue Tpex feT nocrne TOoro, kak cepua Obina MNOMHOCTBIO peanu3oBaHa
npovsBoguTenem.

510. (11.72) MNpwu xpaHeHUn apxmBHOro obpasua Heo6xo4MMO NCNONBb30BaTh TAKYH XXe CUCTEMY YMaKOBKU, B
koTopon xpaHutca ®C, unu Takyto, KOTopas 3KBMBANEHTHA CUCTEME YMaKOBKW, NpeAHa3Ha4YeHHOW ANns MPOLaXMy,
unu obecneuvmBaeT nydwyo 3awmty. [Npou3BoauTEnb AOMKEH XPaHUTb apxMBHbIM obpaseL B KONMYECTBE,
OOCTaTOYHOM AN NPoBefeHUs Kak MMHUMYM [BYX MOSMHbIX aHanM30B B COOTBETCTBUM C OOLLeN dhapMakonenHomn
cTatben, dpapmakonenHom ctaTbel Unu fnpu OTCYTCTBUM ¢hapMakonerHon cTaTbM - ABYX MOSHbIX aHanusoB B
COOTBETCTBMU C HOPMaTUBHOW JOKYMEHTaLMEN UK HOPMATUBHBLIM JOKYMEHTOM.

BANVMOALNA (12)
MonuTnka Banuaauun (12.1)

511. (12.10) T[lpousBoguTene Q[OMKEH [OKyMEHTanbHO OMQOPMUTL OOy MOMWTUKY B OTHOLLUEHWUU
Banugauun, ee 3agavv U MPUHUMNbI, BKIIOYas Banugauumio TEXHOMOMMYECKUX MPOLEeCCOoB, Mpouenyp OYUCTKM,
aHanMTUYeCKnx MeToOUK, mpouenyp KOHTPONS B MpoLecce NMpou3BOACTBa, KOMMbHOTEPU3MPOBAHHBIX CUCTEM U B
OTHOLUEHMM NWL, OTBETCTBEHHbLIX 3a pa3paboTky, MPOBEpPKy, YTBEPXKAEHWE W AOKYyMEeHTanbHoe OdopMIieHne
Kaxxgoro atana sanugauuu.

512. (12.11) KpuTnyeckme napameTpbl U (MNKN) XapaKTEPUCTUKKU, Kak NpaBuno, crnegyeT onpefensaTb Ha
cTagum pa3paboTkn UnyM Ha OCHOBaHUWM AaHHbIX NPeABapuUTENbHOrO OnbiTa paboTbl; crneayeT Takke onpeaenvTb
OnanasoHbl 3HAaYEHUI 3TUX KPUTMYECKUX MapameTpoB U (UNKN) XapakTepUCTUK, Heobxoammble Ans obecneveHus
BOCNPOM3BOAMMOCTM npoLecca. Mpu aTom Heo6Xx0AMMO:

onpegenuTb Kputudeckne xapakrepnctnkn ®C kak npogyKunu;
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yKkasaTb napameTpbl npouecca, KoTopble MOryT BfMATb HAa KpUTUYECKNE nokasaTtenu kadectea OC;

YCTaAHOBUTb AMana3oH 3HAYEeHW KaXXOOro KpUTUYECKOro napameTpa npolecca, KOTOpbl npeanonaraercs
ncnonb3oBaTh NPU CEPUNHOM NPOM3BOACTBE N KOHTPOIE npoLiecca.

513. (12.12) Onepauuu, KOTOpblE€ CUYMTAKOTCHA KPUTMYECKMMU AN KadectBa U umuctotel ®C, nognexat
Banugauun.

[okymeHTaumsi no Banuaauum (12.2)

514. (12.20) Ons kaxgoro npouecca, nognexalwero sBanugauuun, OoimkeH ObiTb paspaboTaH MpPOTOKON
Banupauun. OTOT NPOTOKON AOIMKeH ObiTb MpoBepeH W yTBepXAeH nogpasdeneHuem (nogpasgeneHmsmn)
KayecTsa 1 ApyrmmMu COOTBETCTBYIOLLMMU NogpasaeneHnsamu.

515. (12.21) B npoTokone Banupauuu [OMXHbl ObITb onpedeneHbl KpUTUYECKME cTaguu npouecca wu
KpUTepun nNpuemMnemMocTy, a Takke Bu NpoBOAMMON Banuaauuun (Hanpumep, peTpPOoCrneKTUBHAs, NepcneKkTuBHag,
COMyTCTBYOLLAA) U KONUYECTBO NPOUN3BOACTBEHHbIX LINKMOB.

516. (12.22) OT4yeT O Banugaumu OOIMKEH codepXaTb NepekpecTHble CCbIfKM Ha MPOTOKON Banupauun 1
0bobLwaTtb nonyvyeHHole pes3ynbTaTtbl, OObACHATL Mtobble OBOHapY)KEHHble OTKIMOHEHWs C COOTBETCTBYHOLLUMMU
BbIBOZAAMM, BKIHOYAIOLLMMMW PEKOMEHOYEMbIE U3MEHEHUS A11S NCMPaBeHNsa He4OCTaTKOB.

517. (12.23) Niobble OTKNOHEHWUsI OT MPOTOKOMNa Banuaaunn OOMMKHbI ObiITb 0OPMIEHbI JOKYMEHTANBHO C
COOTBETCTBYHOLUUM 0OOCHOBaHNEM.

Keanudwmkauusa (12.3)

518. (12.30) Oo Havana paboT no BanugauuMm npouecca Heobxooumo 3aBeplnTb KBanudukaumo
KpuTM4eckoro obopyaoBaHusi U BcrnomoraTenbHbIX cucteM. Keanudukaumio o6blMHO NPOBOAAT MO CREeAyHLMM
aTanam (No OTAENbHOCTU UMK B COBOKYMHOCTH):

KBanudukaumsa npoekTa: JOKYMeHTanbHO 0OpPMIIEHHOE NOATBEPXKAEHMNE TOro, YTO NPEANOXEHHbIN NPOEKT
NMPOWU3BOACTBEHHbIX MOMELLEHMI, OOOpPyAOBaHUS WM CUCTEM SBMASETCA MNPUIOAHBIM AnS NPUMEHEHUS Mo
Ha3Ha4eHuIo.

KBanuduKaumsa MoOHTaxa: AOKyMeHTanbHO ohopMiieHHoe NOATBEPXAEHUE TOro, YTO MOHTaX MOMELLEHWN,
cucteM n obopyaoBaHus (YCTAHOBIEHHbBIX UM MOAUMMULNPOBAHHbBIX) BbIMOSIHEH B COOTBETCTBUU C YTBEPXKAEHHBIM
NMPOEKTOM, peKOMeHAaLUusM1 N3rotoBmTens u (Mnu) TpeboBaHMAMY NPON3BOAMTENS NIeKapCTBEHHbIX CPeaCTB.

KBanmdmkaunsa MyHKUMOHNPOBAHWSA: AOKYMEHTanbHO opopmMmreHHoe NOATBEPXKAEHNE TOro, YTO NOMELLEHUS,
cucTeMbl 1 obopygoBaHue (YCTaHOBMEHHbIE U MoandUUMpoBaHHbIe) OYHKLMOHWUPYIOT B COOTBETCTBUM CO CBOUM
npegHa3Ha4YeHneM BO BCEX NPeayCMOTPEHHbIX pexumax paboTsl.

KBanudurKaumsa SKcrnfyataumm: OOKYMeHTanbHO O(OPMIEHHOE MNOATBEPXKAEHME TOro, YTO MOMELLEHUS,
cucTeMbl M obopyaoBaHME MpU COBMECTHOM WCMONb30BaHMM paboTatoT apdeKTMBHO U C BOCMNPOM3BOAUMbIMU
nokasaTtensiMu B COOTBETCTBUU C YCTAHOBMEHHBIMU TPEOOBaHNAMU U XapaKTepUCTUKaMn npoecca.

Moaxoakl k Banvaauum npouecca (12.4)

519. (12.40) Banupauua npouecca nNpoOBOAMTCSA B Uensx [JokasaTenbcTBa TOro, YTO Mpolecc,
byHKUMOHMPYIOWNIA B Mpedenax YCTaHOBMEHHbIX NapamMeTpoB, obecneunBaeT 3deKTMBHOE U C
BOCMPOM3BOAUMbBIMU pe3yrbTataMn MPOM3BOACTBO MPOMEXYTOYHOW npoaykumm unu OC, COOTBETCTBYIOLLMX
npeaBapuTenbHO 3adaHHbIM cneuudurkauuam 1M nokasatensMm kadectBa. Pesynbratel Banupauuu npouecca
nognexart OKYMeHTarlbHOMY OhOPMIIEHMNIO.

520. (12.41) CywecTtByeT Tpu noaxoda K Banugauun: MNepcrnekTUBHas Banugauusi, CONyTCTByKLas
BanugaumMss Uu peTpocnekTMBHaa Banuaauud. [lepcnekTuBHas Banugauusa SBASETCS NPEeAnoOYTUTENbHBIM
noaxoaoM, HO MMETCH UCKITIOYEHUS, NO3BONSAIOLME UCNONBb30BaTh Apyrne nogxoabl.

521. (12.42) lNMepcnekTuBHY Banupauuio pekoMeHAYeTCHA BbIMOMHATL ANsi BCEX MPOLLECCOB, CBSA3AHHbIX C
nponseogcteom ®PC, kak ykaszaHo B nyHkTe 513 Hactoswwmx lMpaeun. MNMepcnekTuBHas Banugaums, NpoBoanMas
Ans npouecca, cBs3aHHoro ¢ npounssoactsoM ®C, gomkHa ObiTb 3aBeplUeHa OO0 Hayana peanusauuu rotoBoro
nekapcTBEHHOro npenaparta, npon3BeaeHHoro n3 aton OC.

522. (12.43) ConyTtcTByloWan BanuMpgauus MOXeT ObiTb MpoBefeHa MpU OTCYTCTBUM [OaHHbIX ANs
NMOBTOPSAIOLLMXCA TEXHOMOMMYECKUX LIMKIOB, €Crnu BbIMyLLEHO orpaHuveHHoe uucno cepun ®C, ecnu cepum ®C
BbIMycKanucb pegko unu Obinv npousBefeHbl NOCPeACTBOM  BanvaMPOBaHHOIO Mpouecca, KoTopbld Obin
moaudumumpoBaH. [o 3aBeplleHust conyTtcTBylowen Banugaumm cepum ®C  MoryT ObiTb  BbIMyLWEHBI U
NCMomnb30BaHbl ANA NPOU3BOACTBA JleKapCTBEHHOro npenaparta, npegHasHayeHHoro And peanusauuun, npu

CtpaHuua 57 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

YCNoBWUW NOMHOIo KOoHTpons cepun ®C.

523. (12.44) Kak wucknioveHne MoOxXeT ObiTb MNpoBedeHa peTpoCneKkTMBHAs Banuaauus Ans XOpOoLUo
OpraHn30BaHHbIX MPOLECCOB, B KOTOpble He OblNI0 BHECEHO 3HAuYMTENbHbIX WU3MEHeHWn aAnsg nonydyeHus C
TpebyemMoro kadecTBa BCNeACTBME U3MEHEHUIN UCXOOHOro Cbipbd, 060pyaoBaHUSA, CUCTEM, TEXHUYECKMUX CPEACTB
UM TEXHOMOMMYECKOro npouecca. Takon NOAXOA K Banugaunm MoxeT OblTb MCNOSb30BaH, ECIK:

a) (1) onpegeneHbl KpUTUYECKME NOKa3aTeNn Ka4ecTBa U KpUTUYECKne napaMmeTpbl NpoLiecca;

0) (2) ycTaHOBMEHbI Hagnexalne KpUTEPUN NPUEMINEMOCTM U KOHTPOMS B NpoLiecce Npon3BOACTBa;

B) (3) oTcyTcTBOBanM cyulecTBeHHble cbou B xope npouecca wnv Opak mpogaykumy Mo NpuyYuHaMm, He
CBSI3aHHbIM C OLIMOKaMu onepaTtopa unu otkazaMmu obopyaoBaHus;

r) (4) OblnnM ycTaHoBMEHbI Npodunu npumecen ans gaHHon ¢C.

524. (12.45) Cepun, oTobpaHHble [nsi pPeTPOCNEeKTMBHOM Banupauuu, [OOIDKHbI NpeacTaBnATb
penpeseHTaTUBHYIO BbIOOPKY M3 BCEX CEepuin, NPOM3BELEHHbIX 3a MPoBepsieMbl Nnepuon, B TOM 4ucne nodbix
cepun, He COOTBETCTBYHOLUMX cneumndukaumsam. MNpyn 9TOM KOMMYECTBO TakKMX CEPUN AOMKHO ObITb AOCTAaTOYHbLIM
AN gokasaTtenbCTBa MOCTOSHCTBA npouecca. B uensax nonyyeHust gaHHbIX ANs peTPOCMEKTUBHOM Banvaaumu
npouecca MoxXeT BbITb MPOBEAEHO MCMbITaHNE apXMBHbIX 06pa3LoB.

lMporpamma Banugaummn npouecca (12.5)

525. (12.50) KonnyecTBo Npon3BOoACTBEHHBIX LUKIOB, HEOBXOANMBIX A4S Banugaumu, OOMKHO 3aBUCETb OT
CNOXHOCTM npouecca WM OT 3HAYMMOCTM M3MEHEHUM npouecca, noAanexawmx paccMoTpeHuto. [ns
NepcnekTUBHOM M COMNYTCTBYHOLIEN BanuaauuMyM OOMKHbI OblTb UCMOMb30BaHbl AaHHblE, MOMyYeHHble AN Tpex
nocnenoBaTernbHbIX MNPOU3BOACTBEHHBIX CEpUA MPOAYKUMM Hagnexawero kadectsa. OpHako MoryT ObiTb
cuTyaumu, Korga ans gokasaTtenbCTBa MOCTOSHCTBA npolecca HeobXxoaMMbl AOMOMHUTENbHbBIE NPOU3BOACTBEHHbIE
UMKNbl (Hanpumep, Npouecchl Npou3BoAcTBa CnoxHbix PC nnu anutensHble npouecckl npoussogctea PC). Ana
OLIEHKM MOCTOSIHCTBA npouecca npyv pPeTpoCMNeKTUBHOM Banugauuwn, Kak npaBuno, Heobxoammo uccrenoBaTb
AaHHble ana 10 - 30 nocnegoBaTeNbHbLIX CEPUN, HO MPY COOTBETCTBYIOLLEM ODOCHOBAHMM 3TO YMCIO MOXET ObITh
YMEHbLUEHO.

526. (12.51) Bo Bpemsi npoBeeHMs UCCreAoBaHWI No Banugaumm npouecca HeobxoanmMo KOHTpONMpoBaTb
N NpoBepsiTb €ro KpuTudeckue napameTpbl. [MapameTpbl npouecca, He CBsi3aHHble C KayeCTBOM, HanpuMmep,
nepemMeHHble, KOHTPONMPYEMbIE B LIENAX COKpaLLEHWUs1 MOTPeONeHNss 3HEPTUU NN UCTONb30BaHNA 060pya0BaHUS,
MOXXHO He BKIloYaTh B Banvaauumio npouecca.

527. (12.52) Banungaums npouecca AOMkKHa noaTBepxaaTtb, YTO npodunb npumecen Ana kaxgon OC
HaxoauTca B 3afaHHbix npegenax. [Mpodwne npumecen JomkeH ObiTb cxodeH (MMbo ObITb nydwe) ¢ paHee
nony4eHHbIM Npodunem, a Takke (rae 310 NPUMEHNMO) ¢ NpodnneM NpMMecen, yCTaHOBMNEHHBIM Mpu pa3paboTke
npoLecca unu cepumn, UCNosb30BaHHbIX 41 OCHOBHbIX KITMHUYECKMX M TOKCUKOMOrMYECKNX nccneoBaHuin.

Mepuoanyeckasn npoBepka BanuampoBaHHbix cuctem (12.6)

528. (12.60) Cuctembl 1 npoueccbl He06Xx0AMMO NoAaBepraTb NEPUOANYECKON OLEHKe AN NMOATBEePKASHUS
TOro, YTO OHWU MO-MPEXHEMY (DYHKUMOHMPYIOT NpaBuribHbIM obpasom. Ecnv B npouecc mnm cuctemy He Obino
BHECEHO CYLLEeCTBEHHbIX M3MEeHeHW K o630p kavecTBa MOATBEPAMII, YTO cUCTeMa WM NpoLecc MOCTOSIHHO
obecneunBaloT MPOM3BOACTBO MaTepuana, COOTBETCTBYKOLLEro cneumdukaumsam, Kak npaBuno, OTCYTCTBYeT
HeobX0AMMOCTb B NPOBEAEHUN NOBTOPHON Bannaauuu.

Banugauuns ounctkm (12.7)

529. (12.70) Tlpouenypbl OYUCTKM, KaK MPaBWIO, AOIDKHbI MPONTM Banugaumio. Banupauuo ouuncTkm
NPOBOAAT B Crydasx, NPy KOTOPbIX KOHTaMWHAUKWS UM NEPEHOC BELECTB NpeacTaBnsaioT HanbonbLuyo OnacHOCTb
ans kavectsa ®C. Hanpumep, Ha HadvamnbHbIX CTagusAX TEXHOJIOMMYECKOro npouecca MOXeT He TpebosaTtbcs
npoBedeHUs BanvMgauum npouegyp O4YMcTkn obopydoBaHMs, €CnM  OCTaTouvHble BelwecTBa yAansiT Ha
nocrneayoLmx CTagnsix O4MCTKN.

530. (12.71) Banugauusa npoueayp OYUCTKM [OIDKHA OTpaxaTb haKTUYECKUA XapakTep WMCNonb30BaHWUS
obopynoBaHusi. Ecnn pasHble @C nnv pasnuyHyto NPOMEXYTOYHYI0 MPOAYKLMIO NPOM3BOAAT HA OOHOM U TOM Xe
obopyaoBaHUM 1 3TO 06OPYAOBaAHNE OYULLAIOT OOHUM U TEM Xe Cnocobom, To AnA BanuaaumMm OYUCTKU MOXHO
BbiOpaTb penpeseHTaTUBHYH MPOMEXYTOYHYO npogykuuto nnm ®C. Takon BbIGOp LOMMKEH OCHOBLIBATLCHA Ha
OaHHbIX O PacTBOPMMOCTU U TPYAHOCTSX OYUCTKWU, a Takke Ha pacyeTe npefenbHOro coaepxaHusi OCTaTKoB, C
Yy4ETOM WX aKTUBHOCTM, TOKCUYHOCTU N CTAabUINBHOCTH.
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531. (12.72) B npoTokone Banugauum OYUCTKM OOMXKHbI ObITb onucaHbl 0BopyaoBaHWe, noanexailee
O4UCTKe, NpoLeaypbl, MaTepuansl, NPUEMNEMbIE YPOBHU OYMCTKU, KOHTPOMMPYEMbIE N perynvpyemMble napameTpbl
W aHanuTuyeckme MeToauku. B npoTokone Heobxooumo Takke ykasaTb BuAbl OTOupaembix npob, cnocobbl mx
oTOOopa U MapKNPOBKN.

532. (12.73) Ansa obHapy>XeHNs Kak HepacTBOPUMBIX, Tak U PacTBOPUMbIX OCTaTKOB MeToAbl 0T6opa npob
OOIMKHbI BKMOYaTb, UCXOAS U3 CUTyauuwn, B3ATME MasKoB, CMbIBOB WM gpyrne MeTogbl (Hanpumep, MNpsimyro
3KCTpaKumio). Vcnonb3yemble meToabl oTbopa Mpob [OMKHbI MO3BONATb KOMMYECTBEHHO OMNpedensTb YPOBHM
OCTaTKOB Ha NoBepxHOCTSAX obopydoBaHus nocrne ounctkn. Metog otbopa npo6 mocpencTBOM B3ATUMS Ma3KOB
MOXET OKa3aTbCs MPaKTUYECKN HEOCYLLECTBUMbIM, €CMNIN KOHTAKTUPYIOLKNE C NPOAYKTOM MOBEPXHOCTM SIBASOTCA
TPYOHOOOCTYMHBIMW  BCIEACTBUE KOHCTPYKTUBHbIX OCOBEHHOCTeW o00opyooBaHUA (Hampumep, BHYTPEHHUE
MOBEPXHOCTM LUMAHIOB, TPaHCMOPTHbIX TPybONPOBOAOB, E€MKOCTM pEeakTOpOB C Y3KUMM [OKaMK, a Takke
HebonbLlOoe No pa3mMepy crioxHoe 0BopyaoBaHWe, Hanpumep, MUKPOHW3ATOPbl U MUKpopacnbinutenun) n (unm)
€eCnu CyLLecTBYIOT orpaHMyeHnst npouecca (Hanpumep, 06paboTka TOKCUMYHbIX BELLECTB).

533. (12.74) Heobxogumo ucnonb3oBaTb BanMAWPOBaHHbIE aHanuMTUYecKMe MeTOoAMKM, obnagarwouime
OOCTaTOYHOW YYBCTBMTENbHOCTBIO ANs OOHapyXeHWst OCTaTKOB WM KOHTaMuHaHTOB. [lpeden obHapyxeHus
KakOoW aHanmMTu4YecKon MEeTOAMKU O0SMKEH ObITb 4OCTATOYHbIM Ans OGHapyXeHUa onpeaerieHHoro npuemMnemoro
YPOBHS OCTaTKa UM KOHTaMUHaHTa. [na MeToaukm HeoOXO4MMO YyCTaHOBUTL AOCTUIraeMbI YPOBEHb M3BMNEYEHUS
BewlecTBa. [lpegenbl cogepXaHus OCTaTKOB [AOMKHbl ObiTb peanbHbIMW, OOCTUXMMbIMU, MPOBEPSEMBIMUA W
OCHOBbIBaTbCSl Ha coAepXaHuM Hambonee BpeaHoOro octaTka. Mpegensl MOXHO yCTaHaBNMBaTb, OCHOBLIBAsACH Ha
MUHMManbHOM obnajatwleM Uu3BeCTHOM (apMaKkoNorM4yeckor, TOKCUKOSOMMYECKON unu  uU3nMororn4eckon
aKkTMBHOCTbIO Konnyectee ®C unu ee Hanbonee BpegHOrO KOMMOHEHTA.

534. (12.75) [Ona npoueccoB, B KOTOPbIX CYyLIECTBYeT HeobXOOMMOCTb CHWXEHWs obLiero konuyecrsa
MUKPOOPraHM3MoB Mnu 9HAOTOKCUHOB B PC, mnn gns gpyrmx npoLeccoB, rOe MOXET MMETb 3HayeHune Takas
KOHTaMuHaums (HanpyMmep, NPOM3BOACTBO HecTepunbHbiXx ®C, ncnonb3yembix Afis NPOM3BOACTBA CTEPUITbHBLIX
nekapCTBEHHbIX MpenapaToB), WCCnegoBaHWE O4YUCTKM M (Mnu) caHuTapHom obpaboTkn obopyaoBaHus
Heo6xo4MMO NPOBOANTL B OTHOLLEHMM KOHTaMUHALUMU MUKPOOPraHn3Mammn 1 3HOOTOKCUHAMU.

535. (12.76) [lpousBoauTenb [OIDKEH KOHTPONMpoBaTb npouedypbl OYWUCTKM C  onpederneHHown
NepuoanYHOCTLIO Mocne Banuagauun, YTobbl yoeauTbes, YTO 3T Npouenypbl ABASIOTCA 3MEKTUBHLIMU NPU UX
MCMONMb30BaHMM BO Bpems TeKyllero TexHoMormyeckoro npouecca. Yncrtoty obopydoBaHus, korga 9To
OCYyLLEeCTBMMO, HEOOXOAMMO KOHTPONMPOBaTb MOCPEACTBOM MPOBEAEHUS aHaNUTUYECKUX WCMbITaHUA WU
BM3yanbHOro ocMoTpa. BuayanbHbIli OCMOTP NO3BONSAET OOHAPYXWUTb 3HAYUTENbHbBIE CKOMMEHUS KOHTaMUHAHTOB
Ha HebomnblIMX y4YacTkax, KOTOpble MOryT OKasaTbCs He OOHapyXeHHbIMWM WHbIM crnocobom npu oTbope Npob wu
(nnn) ananuse.

Banupauma aHanutnyeckux metoauk (12.8)

536. (12.80) Ucnonb3yemble aHaNUTUYECKUE METOAMKM AOMMKHbI MPOWTK Banupauuio. NpurogHocTb BCeX
NCNoNb3yeMbIX METOAMK UCMbITaHNA HEO6XOAMMO, TEM HE MEHEee, NPOBEPATL B pearbHbIX YCNOBUAX NPUMEHEHNS,
a pesynbTaThl 0POPMIIATb AOKYMEHTANbHO.

537. (12.81) Banupgaums MeTOAMK [OIMKHa MPOBOAUTBCHA C YY4ETOM XapaKTepuUCTUK, MpuBEOEeHHbIX B
PYKOBOACTBaxX MO Banupauuym aHanutuieckux metoguk. O6bem NpoBOAMMON aHaANUTUYECKON Banugaumnm SOSMKEH
3aBUCeTb OT LeNM aHanusa u ctagumn TeXHONorn4yeckoro npouecca npomssogacrtea ®C.

538. (12.82) o Havana Banupauun aHanUTUYECKMX METOAMK LOIMkHA OblTb NpoBedeHa COOTBETCTBYyHOLLAs
KBanudukaLmsa aHanuTn4eckoro ooopynoBaHus.

539. (12.83) Heobxoaumo BecTu MOMHbIE 3anucK JOObIX M3MEHEHUI BanMOUPOBAHHOW aHANUTUYECKON
MeToOuKN. Takme 3anuMcu [JOIDKHbl OTpaXaTb MNPUYMHY W3MEHEHMSI U COOTBETCTBYKOLUME [AaHHble Ans
NoATBEPXKAEHMS TOrO, YTO M3MEHEHME MPUBOAUT K pe3yrbTaTtaM, KOTOpble CTOSb X€ TOYHbl U HAAEXHbI, Kak U
pe3ynbTaTbl, MOfIy4YEHHbIE C MOMOLLLIO NPUHSATON METOLMKMN.

KOHTPOIb UBMEHEHUM (13)

540. (13.10) lNpousBoaguTenb [OMKEH pas3paboTaTb CUCTEMY KOHTPONS W3MEHEHWA ANsl OLEHKU BCEX
N3MEHEHWI, KOTOPbIE MOTYT MOBMNUATH HA MPOU3BOACTBO U KOHTPOMb MPOMEXYTOYHOM Npoaykummn n OC.

541. (13.11) lpousBoanTens AOMKEH YTBEPAUTb Mpoueaypbl ANnd wnaeHTuduKauumn, LOKYyMeHTanbHOro
0ohOpMIEHUsl, COOTBETCTBYIOLLEN MPOBEPKM W YTBEPXKOEHUS WU3MEHEHWA B OTHOLUEHUM WCXOOHOIO CbIpbS,
cneunduKaLmin, aHanUTUYECKUX METOOUK, MOMELLEHWUA, BCroOMOoraTernbHbIX CUCTEM, 0OopyaoBaHust (BKMtovas
KOMMbloTEpHOE 06opyaoBaHME), CTaaui NpoLiecca, YNakoBOYHbIX MaTtepuarnoB, MatepuanoB Ans MapkUpoBKK, a
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TaKke KOMMbITEPHOro NPOrpaMmMHOro obecneyeHums.

542. (13.12) Ilto6Gble NpeanoXeHns N0 N3MEHEHUAM, KacaloLWMMCS OpraHn3aumm npousBOACTBa U KOHTPOIS
KayecTBa NeKapCTBEHHbIX CPEACTB, AOMKHbI ObITb NOArOTOBMEHbI, MPOBEPEHbI U YTBEPXKAEHBI COOTBETCTBYHOLLUMM
nogpasaeneHnsiMu, a 3aTem NPoBEpPEHbI U YTBEPXKAEHbI NoApa3aeneHeM (nogpasgeneHnsmmn) kadyectea.

543. (13.13) HeobxoaMmo OUEHUTb BO3MOXHOE BNUSIHUE MPEAfIOKEHHOTO M3MEHEHUS Ha KadecTBO
npomexyToyHon npogykumm nnm ®C. lMpouenypa knaccudmkaumm M3MEHEHUn MOXET MOMOYb B onpeneneHuun
obbema wucnbiTaHWi, Banuauuym u OOKyMeHTauuu, Tpebyembix Ans ob6OCHOBaHMS WM3MEHEHWI, BHOCUMBbIX B
BanMaupoBaHHbIN npouecc. ViameHeHus moryT ObiTb KnaccnuumpoBaHbl (HanpuMmep, Kak CyLeCTBEHHbIE WIn
HeCyLLIeCTBEHHbIE) B 3aBMCMMOCTM OT UX XapakTepa u obbema, a Takke BNUSAHWUS, KOTOPOE OHU MOrYT OKa3aTb Ha
npouecc. C yyeToMm 060CHOBAHHOMO 3aKITHOYEHUSI MPOU3BOAUTENb AOIDKEH ONPeAenuTb, Kakne AOMONHUTENbHbIE
UCNbITaHUSA 1 NCCNeaoBaHUA Mo Banugauumn HeobxoauMbl Ans 060CHOBAHUS TAKNX U3MEHEHWA.

544. (13.14) lNpn BHeOpEHUN YTBEPXKAEHHbIX U3MEHEHUA HeOOXOAMMO NepecMoTpeTb BCE AOKYMEHThI, Ha
cofepXaHue KOTOpbIX BUSAIOT 3TU U3MEHEHNSI.

545. (13.15) MNocne BHeaApeHUs N3MeHeHnsH HeobXxoauMO NMPOBECTU OLIEHKY NEpPBbIX CEpUN, NPON3BEAEHHbIX
W UCNbITaHHbIX NOCIEe BHECEHUSI 3TOr0 M3MEHEHUS.

546. (13.16) lMpousBoanTene OOMKEH OLEHUTb BO3MOXHOCTb BO3AEWCTBUS KPUTMYECKUX WU3MEHEHWUA Ha
CTabunbHOCTb M, CreAoBaTeNibHO, HA YCTAHOBIIEHHbIE AaTbl MOBTOPHbLIX UCMbLITAHUA UNW OaTbl UCTEYEHWUST CpoKa
rogHocTu. MNpu HeobxoammocTn obpasubl NPOMEXyToYHOM npogykuun unm ®C, koTopble 6binv Npou3BeneHsl
nocpeacTBOM M3MEHEHHOTO MpoLecca, MOryT ObiTb BBEAEHbLI B NPOrpamMMy YCKOPEHHOIO N3y4YeHust CTabnnbHOCTY 1
(vnn) BKNOYEHBbI B NPOrpaMMy MOHUTOPUWHIA CTabUNbHOCTH.

547. (13.17) TllpousBoauTenb [OOMKEH NPOMHAOPMMPOBaTb COOTBETCTBYIOLUUX MNPOM3BOAUTENEWN
NEeKapCTBEHHbIX npenapatoB 00 M3MEHEHUAX B YCTAHOBMEHHBbIX TEXHONOMMYECKMX npoueccax M npouenypax
KOHTPOIS NpoLecca, KoTopble MOryT NOBMAMSATL Ha kavyecTBo PC.

OTKNOHEHWE 1 MOBTOPHOE NCIMONb3OBAHNE MATEPWAIOB (14)
OTtknoHeHne(14.1)

548. (14.10) T[lpomexyTouHyto npogykuuio u @OC, KOoTOopble HEe COOTBETCTBYIOT YTBEPXKAEHHbLIM
cneumdmkauusm, HeobxoauMO YeTKO MPOMapKMpoBaTb COOTBETCTBYIOLIMM OOpas3oM M copepxaTb B YCMOBUSAX
KapaHTuHa. Takas npomexyTouHas npoaykums mnm P®C MoxeT nogBepraTbCA MNOBTOPHOW 06paboTke wunu
nepepaboTke. OkOHYaTeNbHOE pelleHne B OTHOLUEHWM OTKIMOHEHHbIX MaTepuanoB AOMKHO ObiTb 0dopMIIeHO
[OKYMEHTarbHO.

MoeTopHas obpaboTka (14.2)

549. (14.20) NoBTOpPHOE BBEAEHME B MPOLIECC NMPOMEXYTOYHON npoaykunn unm ®C, Bknoyas NpoayKumio, He
COOTBETCTBYIOLLYIO cneuudukaumsam, 1 nx noBTopHas obpaboTka nyteM NOBTOPEHUS CTaaun KpucTannmsaumm nnm
OPYrMx COOTBETCTBYIOLMUX CTagum o00paboTkm Xumuyeckumyn unu  usndeckumun crnocobamu  (Hanpumep,
ONCTUNNAUKNS, UNbTpaums, XpomartorpadupoBaHMe, W3MENbYEHUE), SBMSAIOWNXCA YacTblo YCTAHOBIEHHOMO
NPOU3BOACTBEHHOrO npouecca, 06blYHO cunTarTca npuemnembiMu. OpHako ecnu noBTOpHas obpaboTka
ucnomnb3yetcss Ans OOmnblUMHCTBA Cepui, TO ee HeobxoAuMMO BKMIOYUTH B KayecTBe YacTu CTaHOapTHOro
TEXHOMOrM4Yeckoro npotiecca.

550. (14.21) NpogormkeHne OCyLWeCTBNEHUS CTaaumn TEXHONOMMYECKOro npouecca nocrie Toro, kKak KOHTPorb
B Mpouecce NPOu3BOACTBA MoKasar, YTO CTaausl He 3aBeplUeHa, CYMTAeTCsl YacTbio OObIMHOro mpouecca, a He
NMOBTOPHOM 00pabOoTKOW.

551. (14.22) MNoBTOpHOE BBEOEHNE HEMPOPEarnpoBaBLLErO BELLECTBA B NMPOLIECC U MOBTOPHOE NPOBEAEHME
XUMUYECKON peakumm CYMTAKTCS MOBTOPHOM 0OpaboTkor, ecrnn 3TO He SABMSIeTCA 4acTbl YCTAHOBIIEHHOMO
npouecca. Takorn NoBTOpHOM 06paboTKe JOIMKHA NpeaLecTBOBaTh TWaTeNbHas OLeHKa, rapaHTMpyloLwas, YTto 370
He MOBMMSET OTpuUATENIbHO Ha KayecTBO MPOMEXYTOYHOW npoaykumm mnu OC BcneactBue BO3MOXHOMO
06pa3zoBaHusa MNOBOYHbIX MPOAYKTOB U BELLECTB, NPOpearnpoBaBLUNX CBEPX YCTAHOBNEHHOW HOPMBI.

MepepaboTka (14.3)
552. (14.30) Mepen NpuHATUEM pelleHuss 0 nepepaboTke cepuid, He COOTBETCTBYHOLUX crneLmduKaumsim,

HeobX0AMMO NPOBECTM paccriefoBaHme NPUYKMH Takoro HECOOTBETCTBUS.
553. (14.31) Cepun, nopgBeprHyTble nepepaboTke, OOSMKHbI ObiTb OObekTamu (ecnu ang 3STOoro ectb
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OCHOBaHUSA) COOTBETCTBYIOLLMX OLIEHKW, WUCMNbITAHWW, WUCCNeaoBaHMs CTabuUnbHOCTM U OOKYMEHTanbHOro
odopmneHusi, 4Tobbl rapaHTUpoBaThb, YTO nepepaboTaHHas NPOAYKLMS MO KayeCTBY 3KBMBANEHTHa NpoayKuuu,
npou3BegeHHON MNOCPeACTBOM MepBOHAYanbHO YCTAHOBMEHHOIO MPOM3BOACTBEHHOro npouecca. Hawvbonee
uenecoobpasHbiM MOAXOAOM K Banupauuu npoueayp nepepaboTkn ABNAETCA COMyTCTBYKOLWAa Banuaauus.
[aHHbI Noaxoa No3BoNsAeT COCTaBMTb 3anucu npoueaypbl nepepaboTkn, YCTaHOBUTBL NMOPSOOK ee NpoBedeHns U
onpegenuTb oXugaemble pe3ynbraThl. Ecnv nepepaboTke nognexunt TOMbKO OAHA cepusl, TO MOXeT ObITb
COCTaBMEH NMMCbMEHHbIN OTYET, a CepUs pa3peLLeHa K BbiMyCKy cpa3y nocrne noarBepxaeHuns ee KayecTsa.

554. (14.32) MNMpownsBoguTenb OOIMKEH YTBEpAMTb NpoLeaypbl AN CpaBHEHUSI NPouUnsa NpUMecen Kaxaomn
nepepaboTtaHHOM cepun € npounaMM MNpPUMECEN CeEpPUI, MNPOU3BEAEHHBIX MOCPEACTBOM YCTaHOBMEHHOIO
npouecca. Ecnnm npumeHsiemble aHanMTU4eckMe METOAMKM He MNO3BONAT  Hagnexawum obpasom
oxapakTepunsoBaTb nepepaboTaHHyO cepuio, TO creayeT BOCNOMNb30BaTbCA ONONHUTENbHBIMU METOAMKAMM.

PereHepauua matepuanos n pacteoputenemn (14.4)

555. (14.40) PereHepauus (Hanpumep, W3 MaTOYHOW XMAKOCTU WAM  (UNBTPATOB) pPEaKTUBOB,
NPOMEXYTOYHOW npogykumm unnm ®C cuntaeTcs JONYCTUMOM NPY HanNu4Mmn yTBEPXXAEHHbIX Npoueayp pereHepaumm
M COOTBETCTBUM pEereHepuMpoBaHHbIX MaTepuanoB crneuudukaumam, MOAXOAAWMM AN npeanoriaraeMoro
MCMONb30BaHNA TakMX MaTepunaros.

556. (14.41) JonyckatoTca pereHepaums U NOBTOPHOE UCMOSb30BaHNE PacTBOpPUTENEN B TEX XKe UMW OpYyrux
nmpoueccax npu YCroBMM, YTO MpoUeaypbl pereHepauMnm KOHTPONWMPYIOT W MpoBepstloT And obecneveHns
COOTBETCTBUS pacTBopuTenen crneumdukaumam nepeg mx MOBTOPHbIM WMCMOSb30OBAHMEM WM CMELUMBAHMEM C
ApyrMMu ogobpeHHbIMM MaTepuranamum.

557. (14.42) JonyckaeTca cMelumMBaTh HOBbIE N pereHepupoBaHHbIE PacTBOPUTENY U PeakTuBbl, €CNW B Xoa4e
COOTBETCTBYHOLUMX UCMbITAHWMIN MOKasaHa UX NPUrOAHOCTb Af1S BCEX TEXHOMOrMYEeCKUx npoLeccoB, B KOTOPbIX OHU
MOryT MCMONb30BaTLCS.

558. (14.43) Wcnonb3oBaHwe pereHepupoBaHHbLIX PaCTBOPUTENEN, MaTOYHbLIX >KUOKOCTEN W  ApYrux
pereHepMpoBaHHbIX BELLECTB AOIMKHO ObiTb 0hOpMIIEHO AOKYMEHTAanbHO.

BosBspart (14.5)

559. (14.50) [lpousBoguTtenb [OIPKEH Hagnexawmm obpa3om  MapKkMpoBaTb  BO3BpaLLEHHYIO
NPOMEXYTOYHYHO NPOAYKLUMIO UK Bo3BpaLleHHble PC 1 cogepxaTtb UX B YCIOBUSIX KapaHTUHA.

560. (14.51) Ecnvm y npou3BOAMTENS BO3HUKAKT COMHEHUS OTHOCWUTENbHO COOMIOAEHMS Haanexalimx
YCIOBUI XPaHEHUS1 NN TPAHCMOPTUPOBKM BO3BPALLEHHON NPOMEXYTOYHOW NPOAYKLUMM NN Bo3BpaLLeHHbIX PC o
Unu B NpoLecce Mx Bo3BpaTa UM OTHOCUTENBHO COCTOSIHUS Tapbl B YACTW BO3MOXHOMO BIIMSIHUSA Ha Ka4yecTBO, TO
BO3BpalLleHHas MPOMEXYToYHas npoaykumsa wnm Bo3sBpaweHHble OC noanexatr noBTopHoM obpaboTke,
nepepaboTKe NN YHUUTOXEHUIO B 3aBUCMMOCTM OT KOHKPETHOW CUTyaLnM.

561. (14.52) MNMpounssognTens OOMKEH BECTW 3anvcy BO3BpaTa MpOMEXyTouyHou npoaykuumn nnu eC. Ons
Ka)kgoro Bo3Bpara B JOKyMEeHTauum Heobxoaumo ykasarhb:

HaVMeHOBaHWe 1 agpec rpysononyyvaTens;

HaVMeHOBaHWe NPOMEXYTOYHOM Npoaykuum nnu ®C, Homep cepumn 1 Bo3BpaLLEHHOE KONUYECTBO;

NpuYvHYy BO3BpaTa;

yKasaHue Ha UCMOSb30BaHNE NN YHUYTOXEHUE BO3BPALLEHHON NPOMEXYTOYHONM npoaykumum unu ©C.

MPETEH3MN N OT3bIBbI (15)

562. (15.10) T[lpousBoauTenb [JOIDKEH [OOKYMEHTanbHO OQOpPMIATb WM paccrnegoBaTb  COMacHoO
YTBEPXXAEHHOW MHCTPYKLUMM BCE MOMYyYEHHbIE UM MPETEH3UN OTHOCUTENBHO KayecTBa HE3aBUCUMO OT TOTO, B KaKow
dopme (YCTHOM U NMMCbMEHHOM) U3MNOXEHbI TaKNe NMPEeTEH3NN.

563. (15.11) 3anncu paccMoTpeHUss MPEeTEH3NN OOIMKHBI coAepXaTh:

HaumeHoBaHue 1 agpec nuua, NpeabsBUBLLETO MPETEH3NIO;

damunnio, UMs, 0TY4ECTBO (MPWU HanNU4MK), a NpPU HeobxoaANMOCTM Takke AOMMKHOCTb Nnua, NPeabsBMBLUETO
NpeTeH3unto, n HoMmep ero TenedoHa;

CyTb NpeTeH3uu (BKrtoyas HassaHune u Homep cepumn PC);

AaTy NoCTynneHnsi NnpeTeH3nu;

nepBoHa4anbHO NPUHATbLIE Mepbl C yKaszaHueM AaTbl 1 nuua, NPpUHSABLLEro Mepbl;

JanbHenwmne gencTBmsS NO PaCCMOTPEHUIO NPEeTEeH3uu;
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OTBET, OTNPaBMEHHbIN NULy, NPeabaABUBLLEMY NPETEH3MIO (BKMOYAa AaTy OTNPaBKM Takoro oTBeTa);

OKOHYaTeNbHOE peLleHne OTHOCUTENBHO CepUM UK NapTUM NPOMEXYTOYHON Npoaykumnm nnn OC.

564. (15.12) 3anucn paccMoTpeHus npeTeH3uin HeobXoanMMO COXPaHSATb AN OUEHKW TeHAEHLMN, 4YacToTbl
MOCTYNNEHNS MNPETEH3UN U WX CEPbe3HOCTU ANA MNPUHATUSA LOMOMHUTENBHOrO U, nNpu HeobxoammocTw,
HeMeaneHHOro KOPPEKTUPYIOLLIEro AENCTBUS.

565. (15.13) lNNpousBoauTenb AOMMKEH YTBepAUTb Npoueaypy ANA onpegeneHnss obcToATenscTB, Npu
KOTOpbIX HEOOX0AMMO paccMaTpmBaTh BONPOC 00 OT3bIBE NPOMEXYTOYHON npoaykuun unm ®C.

566. (15.14) Tlpouenypa OT3blBa [OMMKHA ONPeaensTb, KTO AOIMKEH MpUMHMMAaTb y4vacTue B OLEHKe
NHGOpPMaLMK, Kak HeO6X0AMMO HavMHaTb NpoLeaypy OT3blBa, KTO AOIMKEH ObiTb NPOMHOPMMpPOBaH 06 OT3bIBE U
Kak HeobxoQumo NocTynaTb C OTO3BaHHbIM MaTepuarnom.

567. (15.15) B cnyyae cepbe3HOW WMAM NOTEHUMANbHO YrpoXaroLllen XU3HW CUTyauunm npousBOAUTENb
OO0IKeH NpomHdopMupoBaTtb 06 3TOM YNONMHOMOYEHHbIV ddeaeparnbHbli OpraH UCMONMHUTENBHOW BNacTu, a Takke
KOMMNEeTEeHTHbIe OpraHbl BCex CTpaH, kyaa bbina HanpasneHa NnpoayKuus.

MPON3BOACTBO MO AOIrOBOPY (BKITKOYAA NABOPATOPUN) (16)

568. (16.10) Bce ucnonHutenu, paboTarowue no goroopy (Bknoyas nabopaTtopuu), JOMKHBI cobnogaTb
TpeboBaHua HacTtoswmx [Npasun. Heobxogmmo ygenutb ocoboe BHUMaHue NPedoTBPaLLEHUI0 MepeKpecTHON
KOHTaMuHauum n obecneveHnto NpocnexmBaemMocTu.

569. (16.11) 3akas3uumk [OIDKEH OUeHMBaTb MCNonHWTens, paboTatwlero no [AoroBopy (BkMNoyas
nabopaTtopun), C Uenblo OnNpedeneHnus COOTBETCTBMSA  KOHKPETHbIX oOnepauui, BbIMOSIHAEMbIX  Ha
NPOU3BOACTBEHHbIX NIOLaAKax UCnonHuTens, paboTatowwero no gorosopy, TpebosaHuam HacToawmx MNpasun.

570. (16.12) B porosope, 3akno4aeMoM Mexay 3aKasyvkoMm M UCMOMHUTENeM, pekoMeHayeTcs noapobHo
onpegenaTe 0683aHHOCTM CTOPOH B OTHOLWEHWM cobnopeHns Tpebosanun Hactoawmx [lpasun, Bkno4vas
MEPONPUSTUSA KaXO0W U3 CTOPOH Mo obecneyeHnto kKadecTaa.

571. (16.13) PekomeHgyeTca npegycMmaTpumBaTb B AOrOBOPE BO3MOXHOCTb 3aka3umka NpoBOauTb ayauT
AeAaTenbHOCTU UCMONMHUTENS Ha COOTBETCTBME TpeboBaHuaM HacToawwmx Mpaswun.

572. (16.14) PekomeHayeTcsa npegycmatpmBaTb B [JOroBOpe YCNOBME O TOM, YTO WUCMNOMHUTENb Bnpase
npuBnekaTb TPeTbWX N1, A5 UCMONHEHNS JOroBOPa TOMbKO C COrfacusi 3aKkas4vmka.

573. (16.15) lNpomn3BoacTBEHHbIE N NabopaTopHble 3anucu HeobXoAMMO XpaHWUTb Ha MPOU3BOACTBEHHOM
nnowiagke, Ha KOTOPOW BbINOMHAMUCHL paboTbl. Takue 3annMcy A0mKHbI ObiTb Nerko 4OCTYMHbI.

574. (16.16) PekomeHgyeTca npegycMmatpuBaTb B JOrOBOpe YCroBME O TOM, YTO UCMOMHUTENb He Brnpase
BHOCWUTb W3MEHEHWS B COrfacoBaHHble CTOPOHaMW TeXHOMOrMyecku npouecc, obopyaoBaHWe, MeTOAMKM
ucnblTaHMN, cneumdukaunm, a paBHO B UHblE YCIOBUS JoroBopa 6e3 cornacus 3akasyuka.

OPFAHU3ALINW, OCYLLECTBASAIOWME MEPEYNAKOBKY
N (UNN) MEPEMAPKUPOBKY (17)

O6nactb npumeHeHus (17.1)

575. (17.10) TpeboBaHus, ycTaHOBNEHHbIE NyHKkTamu 575 - 589 HacToswmx MNpaBun, pacnpocTpaHsaTCcsa Ha
opraHu3aumv, OCYLLECTBMSIOWME NepeynakoBky W (MnM) NepeMapKMpoBKY, KOTOpble He SABMSOTCA
nepBoHavarnbHbIMU NpoussoguTensamMmm ®C nnm NpoMeXXyTOYHOWM NPOAYKLMM.

576. (17.11) OpraHu3aunm, OCyLLEeCTBMSIOWME NepeynakoBKy U (Mnv) NnepemMapKMpoBKY, OOJPKHbI cobnogaTh
TpeboBaHWA HACTOSILLIEN TTaBbl.

MpocnexuBaemMoCTb peann3oBaHHbIX papmaLeBTUYeCKMX cybcTaHuumn
1 MPOMEXYTOYHOMW Npoaykumum (17.2)

577. (17.20) OpraHu3aumv, OCYLLECTBASIOWMNE NepeynakoBky W (Unu) nepemapkupoBKy, AOMKHbI
obecneunBaTb MOMHYIO MPOCMEXUBAEMOCTb peanusyembix umn ®C 1 NpomexyTouHou npoaykumu. Ons atoro
HeobX0AMMO MMEeTb 1 XpaHUTb criedytoLine JOKYMEHTbI U CBeAEeHMS:

HaMMeHOBaHVe NepBOHaYanbHOro NPON3BOAUTENS;

agpec nepBoHaYanbLHOro NPoM3BoANTENS;

3aKasbl Ha MOCTaBKYy;

HaknagHble (TPaHCMNopTHbIE OOKYMEHTbI);

AOKYMEHTaL Mo O MPUEMKE;
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Ha3BaHue unu obosHaveHne OC MM NPOMEXYTOYHOWN NPOLYKLMM;

HOMEpP Cepum, NPUCBOEHHbLI NMPOU3BOANTENEM;

MHOPMAaLINIO O TPAHCMOPTUPOBKE M peanusauuy;

BCE OpurMHanbl [OKYMEHTOB, MOATBEPXAALWMNX KayecTBO, BKIOYas [AOKYMEHTbI, noATBepxaarolime
Ka4yecTBO, MOMy4YEHHbIE MOCE NePeynakoBkN U (Mn) NepemMapKUpPOBKX, a Takke NofydeHHble OT NepBOHAYanbHOro
npou3BoaNTENS;

AaTy NnpoBeaeHUs MOBTOPHbLIX UCMbITAHUA MU AaTy UCTEYEHMS CpoKa rOAHOCTMU.

YnpaBneHue kavyectBom (17.3)

578. (17.30) OpraHusaumu, ocyLeCTBNAIOLWME NepeynakoBKy U (Mnu) NnepemMapkMpoBKyY, AOMKHbI CO34aTh U
BHEAPUTb 3(PPEKTUBHYIO CUCTEMY YNPaBEHNa Ka4eCTBOM, Kak yka3aHo B nyHkTax 289 - 308 HacToawwmx Npaswun,
a Takke BECTU HEeOOXOANMYIO LOKYMEHTALMIO.

lMepeynakoBka, NnepeMapkMpoBKa 1 XxpaHeHue dapmManeBTU4EeCKnx
cybCcTaHuun 1 NPOMEXyTOYHON NpoayKuun (17.4)

579. (17.40) lMepeynakoBKy, NepeMapkupoBKy U xpaHeHne ®C 1 NPOMEXYTOYHOM NPOAYKLMU HEOOXOAMMO
OCYLLECTBMNATL B COOTBETCTBUM C TpeboBaHWsaMM HacTosAwmx [NpaBun, 4ytobbl nsbexaTb nepenyTbiBaHWS WK
yTpaTbl NOANMHHOCTU NMB0 YMcToThl PC MM NPOMEXKYTOYHON NPOAYKLUNN.

580. (17.41) MNepeynakoBKy HEOOXOAMMO OCYLLECTBMATL B COOTBETCTBYIOLLMNX YCIOBUSAX MPON3BOACTBEHHOMN
cpeabl 4ns NpeaoTBpaLleHnss KOHTaMUHALUN U NEPEKPECTHOM KOHTaMUHALIUN.

CrabunbHocTb (17.5)

581. (17.50) Ecnn ®C unu npomMeXyTOoYHYIO NMPOAYKLUIO NepeynakoBbiBaloT B Tapy (MEPBUYHYHO YNaKOBKY),
TUN KOTOPOW OTMAMYyaeTcsa OT wucnonb3dyemoro npoussoguteriem ®C MM NPOMEXYTOYHOW MPOAYKUUKU, TO
HeobxoaMmo nccrnegoBaTb CTabMNBbHOCTL ANs 0OOCHOBAHMA YCTAHOBMEHHbIX AaTbl UCTEYEHMS CpoKa roAHOCTU
Wnu gatbl NPOBEAEHNS MOBTOPHbIX UCTbITAHWUN.

Mepepaya nHcopmarmm (17.6)

582. (17.60) OpraHuzauumn, ocyllecTBNALWME MepeynakoBky w (MNK) NepemMapkUpoBKY, OOIDKHbI
nepegaBaTb BCHO MWHpOpMaUMioO O KayecTBe W pelleHMsX YNONHOMOYEHHOro bedeparnbHOro opraHa
NCMNOMHUTENbHOW BNAcTK, NONyyYeHHyo oT npoussogutens ®C nnn npoMexyTodHon npogykumm, npuobpetaTento,
a uHdopmauuio ot npuobpeTartens - npounssoguTento PC nnu NPoMeXxXyToHHON NPOAYKLUN.

583. (17.61) OpraHmnsauun, ocyLLeCTBNSAIOLINE NepeynakoBKy 1 (Mnn) nepeMapkMpoBky, npu peanusauun ®C
UNN  MNPOMEXYTOYHOM MNPOAYKUMM npuobpeTaTento [AOMKHbl yKa3biBaTb HaMMEHOBaHME MepBOHAaYarbHOro
npoussogutens ®C nnm NpoMexxyTo4HON NpoayKUMmM n HoMep (HoMepa) NoCTaBNsieMON cepum.

584. (17.62) OpraHnsauun, OCyLLECTBASOLINE NEPEYNAKOBKY U (UNn) NnepemMapKkMpoBKy, 0653aHbl Takke no
3anpocy YMoSIHOMOYEHHOro efeparnbHOro opraHa WCMOMHUTENBbHOW BnacTy nNpefocTaBuTb MHOPMaUMIoO O
nepBoHavarnbHoM npoussoauterie ®C U NPOMEXYTOYHON NpoayKumKn. MNepBoHavanbHbIN NPOU3BOAUTENL MOXET
npefocTaBuTb  Takylo MHQOpMauuio  YNoNHOMOYEHHOMY befepanbHOMY OpraHy WCMNOMHUTENBHOW BMacTu
HenocpeacTBEHHO UMK Yepes3 CBOMUX NpeacTaBuTENEn.

585. (17.63) B oOTHOWeEHUN [JOKYMEHTOB, MOATBEPXOAMOWMNX KayecTBo, Heobxogumo cobntogatb
cneumanbHble TpeboBaHWs, NpeayCMOTPeHHble NyHkTamn 492 - 496 HacToAwwmx Mpaswn.

Pabota c npeTteH3namun 1 ot3biBamu (17.7)

586. (17.70) OpraHusaumu, OCYLLECTBRSOWMNE MNepeynakoBky U (MnvM) nepemapkuMpoBKYy, OOIMKHbI BECTU
3anMcu paccMOTPEHMS MPEeTEeH3U 1 OT3bIBOB MO MpaBuiamM, npegyCcMOTPEeHHbIM MyHKTamn 562 - 567 HacToALmMX
MpaBwn, B OTHOLLIEHWM BCEX NPETEH3MIN 1 OT3bIBOB, KOTOPbIE NOMagaloT B cdepy NX AeaTeNbHOCTU.

587. (17.71) MNMpun HeOOXOAMMOCTM OpraHn3aLmm, OCyLLECTBAIOLLME NEPEYNAKOBKY U (UNN) NepeMapKknpoBKy,
OOIDKHbI paccMaTpvBaTb MPETEH3U0 BMECTe C NepBoHayasnbHbiM npoussoauTenem ®C unu NpoMexyTOYHOM
npoaykuun, 4tobbl onpedenuTb, cnegyeT N NpeanpuvHUMaThb AanbHenlne AeWCTBUSA COBMECTHO C ApYrnMu
npuobpeTtaTenamu, KOTOpble MOrMM NonydnTb Takve xe @PC unuM npoMeXyTOuHyl npogykumio, nubo ¢
YNOfIHOMOYEHHbIM hefepanbHbiM OpraHoM WCMOMHWUTENbHON BRactTn, nNMbo CO BCEMU 3auHTEPEeCOBaHHLIMU
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ctopoHamu. PaccnepoBaHve nNpuYMHBI MPETEH3UW WM OT3blBa [AOIMKHO NPOBOAUTBCH UM O0POPMAATLCA
OOKYMEHTanbHO COOTBETCTBYIOLLE CTOPOHOWN.

588. (17.72) Ecnu npeTteH3usa kacaeTca nepBoHayanbHoro npoussogutens ®C unu npoMexyTo4YHOWN
NPOAYKUMN, TO 3anNncu pacCMOTPEHUS NPETEH3UN, KOTOpble BeAyT OpraHu3aLmm, OCyLLeCcTBNALLME NePeynakoBKy
1 (Mnn) NepemMapKkupoBKy, OOJIKHbI COAepKaTb Ntobble OTBETbLI, MOMYyYEHHbIE OT NEPBOHAYaNbHOIO NPOU3BOANTENS
®C nnm NpoMexxyTo4HON Npogykumm (BKNoYasa aaTty u NpegoCcTaBeHHY MHOoPMaLmio).

Pabota c Bo3Bpatamu (17.8)

589. (17.80) PaboTta c Bo3BpaTaMy MPOAYKUMM OOJPKHA NPOBOAUTLCS B COOTBETCTBMM C TpeboBaHUsAMU,
YyCTaHOBMNEHHbIMKU NyHKTOM 561 HacTtosawwmx [lMpasun. OpraHusauun, OCYLLECTBASIOWME MNepeynakoBky u (1nm)
nepemMapKMpoBKY, AOMKHbI BECTU JOKYMEHTaUUI0 No Bo3BpaLleHHbIM ®C 1 NpoMEXXYTOYHOW NPOLYKLMM.

CMNEUMANBHOE PYKOBOACTBO MO ®APMALIEBTUYECKNM
CYBCTAHLUNAM, MPON3BOAVMBIM MYTEM KYJIbTUBUPOBAHUA KNETOK
NN ®EPMEHTALINW (18)

O6wwe TpeboBaHus (18.1)

590. (18.10) B nyHktax 590 - 621 HacTtosiwmx [lpaBun onpeaeneHbl crneunanbHble TpeboBaHUSA
OTHOCUTENbHO KOHTponsa ®C WM  NPOMEXYTOYHOM MNPOAYKUMW, KOTOpble MNPOM3BOAATCA MNOCPeaCcTBOM
KynbTUBMPOBAHWS KNETOK Unn pepmMeHTaumm ¢ Ucrnonb3oBaHneM NpupoaHbIX UM PEKOMBUHAHTHBIX OPraHU3MOB.
YkasaHHble TpeboBaHMs He [OSKHbl paccMaTpvBaTbCs OTAENbHO OT  APYrnX, MOCKONbKy TpeboBaHus,
npMBeAeHHbIe B APYrMX NyHKTax HactoAwwmx [pasun, Takke npuMeHMMbl K Takon npoaykuun. Onga "knaccmyeckux"
MPOLECCOB MOMYyYEeHUS HU3KOMONEKYNSPHbIX BeWwecTB W Ans NPOoLeccoB, B KOTOPbIX WCMOMb3YHTCH
pekoMBUHaHTHbIE N HEPEKOMOMHAHTHbIE OpraHu3Mbl Ans Npou3BOACTBa 6enkoB M (Mnv) NoONMNenTUaoB, OOMKHbI
NMPUMEHSATLCH OOHW M TE Xe NPUHUMNbI pepMeHTaummn, XoTa CTeneHb KOHTpOons npu atoM 6yaeT pasnuyHown. B
OaHHbIX MNYHKTaxX ykasaHbl OTWM pasnuuus, ecnnm OHW CYLLEeCTBYIOT Ha npaktuke. CTeneHb KOHTpons
BUOTEXHONOMMYECKNX NPOLECCOB, MCNOMb3yeMblX ANA Npou3BoAcTBa 6enkoB v NonunenTuaoB, Bbille, YeM ANd
Krnaccuyeckmx npoLLeccoB epMeHTaumm.

591. (18.11) TepMuH "BGUOTEXHONOTMYECKMIA NPOLIECC” OTHOCUTCS K UCMOMb30BaHMIO KNETOK UM OpraHn3moB,
MOMyYeHHbIX UNN MOAMMULMPOBAHHBIX MOCPEACTBOM TexHomnormn pekoMouHaHTHon [OHK, rmbpugomHon wnm
Apyrovi TexHonoruu, ¢ ueneto nponssoactea ®C. PC, nomnyyeHHble C MOMOLLbIO BMOTEXHONOMMYECKUX NPOLECCOB,
OObIYHO COCTOSIT M3 Takmx BbICOKOMOSEKYNSPHbLIX COeAMHEHWW, Kak 6enknm v nonunentuabl, cneumanbHble
TpeboBaHMA B OTHOLUEHUM KOTOPbIX MpuBedeHbl B nyHkTax 590 - 621 HacTtoswwmx [Mpasun. Mo TexHonorum
pekombuHaHTHon OHK Takke moryT 6biTb nony4veHsl onpegeneHHbie ®C ¢ HU3KOW MOMEKYNAPHON Maccown, Takve
KaKk aHTUBOMOTWKW, aMWUHOKUCIOTbl, BUTAMWUHbI U yrneBodbl. YpPOBEHb KOHTpons aTux BugoB PC aHanornyeH
YPOBHIO, NPUMEHSAEMOMY 115 KNnacCcuyeckon pepmeHTamu.

592. (18.12) TepmuH "knaccuyeckasd depmeHTaumns" oTHOCMTCA K npoueccam nonyvyeHus dC, B KOTOPbIX
MCMONb3YTCA MPUPOOHbIE MUKPOOPraHM3ambl U (UNN) MUKPOOPraHM3Mbl, MOAUMULMPOBaHHbIE OOLLENPUHATLIMU
mMeTogamu (Hanpumep, NOCPEACTBOM OBNyYeHUs UM Xummdeckoro mytareHesa). ®C, nonyyeHHble NOCPEACTBOM
"knaccuyeckon depmeHTauun”, obblYHO SIBNSAIOTCA MPOAYKTaMM C HU3KOW MOJSEKYISPHONW MaccCoW, TakuMKn Kak
aHTMONOTUKN, aMUHOKMUCNOTbI, BUTAMUHbI U YrNeBoabl.

593. (18.13) lMNpowussoacteo ®C mnn NPOMEXYTOYHON MPOAYKUMM M3 KMNETOYHLIX KyNbTyp WU MEeTOAOM
depmeHTaumm BkIoYaeT B cebs Takme npouecchl, Kak KyNbTUBMPOBaHNE KINETOK UMK 3KCTparMpoBaHne u o4mcTka
mMatepuana, NnoslydeHHOro OT XMBbIX OpPraHM3MoB. 3TV NPOLECChl MOryT BKMKOYaTb AOMNOMHMTENbHbIE CTaguw,
ABMSIOWMECS 4YacTbl0 NPOM3BOACTBEHHOrO rMpouecca, Takme Kak U3MKO-XxMMuMyeckas mogudmkaums.
Mcnonb3yemoe mcxogHoe cbipbe (cpedbl, OydepHble KOMMOHEHTLI) MOXeT obecrnevmBaTb BO3MOXHOCTb pOCTa
KOHTaMWHMPYIOLLMX MUKPOOPraHu3moB. B 3aBMCMMOCTM OT MCTOYHMKA, cnocoba nonyvyeHns u npegnonaraemoro
npumMmeHeHnss ®C nnm NPoOMeEXXyTOYHON NPOAYKLUMN MOXET ObiTb HEO6X0AMM KOHTPOMb BMOHarpy3ku, KOHTaMUHaLMK
BMpycaMmu 1 (MnNn) SHOOTOKCMHaMWM BO BpPeMs MPOM3BOACTBA M MOHUTOPMHra npouecca Ha COOTBETCTBYHOLLMX
cTagmsx.

594. (18.14) Ona obecneveHnss KadecTBa MNPOMEXYTOYHOW npoaykumm un (unn) ®C Ha Bcex cTagusix
NpPOM3BOACTBA AOSKEH ObiTb YCTAHOBIEH Haanexallmm KOHTponb. HecmoTpst Ha TO, 4YTO HacToswas rnasa
NPUMEHSETCS, HayMHasi CO CTafuu KynbTUBMPOBAHUSA KNETOK WUnu pepmeHTauun, npealecTsylolme cragum
(Hanpumep, co3gaHue GaHka KreTok) HeobXoAMMO OCYLLeCTBAATb MPW  Haanexawem npou3BOACTBEHHOM
KOHTpore. HacToswas rnasa oxBaTbiBAeT KyNbTUBUPOBAHWE KIETOK WNW depMeHTauuio, HaduMHas C Toro
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MOMEHTA, Koraa M3 GaHka KneTok U3BnekatT pnakoH € KynbTYpPON KNeTOoK ANsi UCMONb30BaHUs B NPOU3BOACTBE.

595. (18.15) [na cBegeHUa K MUHMMYMY puUcKa KOHTaMuHaLMM NPOU3BOAMTENb [OMKEH MCNOMb30BaTb
Hagnexatllee obopyaoBaHMe M NPOBOAUTbE KOHTPOMb MPOM3BOACTBEHHOM cpedbl. Kputepun npuemnemoctun ans
KayecTBa NPOU3BOACTBEHHOW cpefbl M 4acTOTa KOHTPONSA 3aBUCAT OT CTaguMM U YCMNOBUN TEXHOMOrMYecKkoro
npouecca (OTKpbITble, 3aKpbITble U N30JTIMPOBAHHbLIE CUCTEMBI).

596. (18.16) Mpu TEXHONOrMYECKOM KOHTPOJIE HEOOXOAUMO YUYUTLIBATS:

nogaepxaHune padoyero 6aHka KNeTok (ecrnm oH umeeTcs);

npaBuIbHbINA MOCEB 1 POCT KyNbTYpbl;

KOHTPOMb KpUTUYECKMX paboyvmx napaMeTpoB BO BPEMS KyrbTUBMPOBAHWS KNETOK v dhepMeHTaumm;

KOHTPOMb MpoLiecca pocTa KMNeTok, UX XMU3HeCcnocobHocTH (ans 60MnbWMHCTBA NPOLECCOB KyNbTUBMPOBAHNS
KNeToK) 1 NPOAYKTUBHOCTU, rAe 3TO NPUMEHUMO;

npouenypbl cbopa M OYMCTKU, MPM KOTOPbIX MPOUCXOOUT yOaneHue KreToK, KMeTOYHbIX OCTaTKOB W
KOMMOHEHTOB cpef C OO4HOBPEMEHHON 3aLLUUTON NPOMEXYTOYHON npoaykuumn unm ®C oT KoHTamuHaumm (0cobeHHO
KOHTaMMHaL M1 MUKPOBUONOrM4yeckon Npupoabl) N OT YXYALLEHUSA Ka4eCcTBa;

KOHTpPOmnb OWOHarpy3kM M ypOBHEN SHAOTOKCUMHOB (NpM HeOoBXOOMMOCTM) Ha COOTBETCTBYHOLUUX CTaausiX
TEXHOMOrM4YeCcKoro npouecca;

BOMPOCHI BUPYCHOM 6e3onacHoCTy.

597. (18.17) Tam, rge I3TO NPMMEHUMO, AOIPKHO OblTb [AOKa3aHO, 4YTO KOMMOHEHTbl cpen, O6ernku
KINETOK-X0351€B, [OpYrMe CBsI3aHHble C MPOLLEeCCOM W COMyTCTBYHOLIME MNPOAYKLUUN MPUMECUM U KOHTAMWHaHTBI
yAaaneHso.

MoppepxaHne 6aHka kneTok n BegeHve 3anucen (18.2)

598. (18.20) Ooctyn Kk 6GaHkamM KNeTOK AOMKeH ObiTb paspelleH TOMbKo fvuam, MMEKLWMM Ha 3TO
MOMTHOMOYMS.

599. (18.21) BbaHku KNeToK [OOMMKHbI XPaHMTbCA B YCMOBUSIX, CheumanbHO NpeAHa3HayYeHHbIX Ansg
obecneyeHns Nogaep>KaHMs XN3HECTIOCOOHOCTU KNETOK M NPpeAoTBPaLLEHUS KOHTaMUHALMK.

600. (18.22) MNpoussoanTenb AOMKEH BECTU U COXPaHATb 3anvMcyh UCNOMb30BaHUA U YCIOBUN XpaHEeHUs
dnakoHOB 13 6aHKOB KNETOK.

601. (18.23) B cny4yae HeobxoaMMOCTM OaHKM KMNEeTOK OOSPKHbI MEPUOAMYECKM MPOBEPATLCA C LENbo
onpegeneHns nx NPUrogHoOCTM AN UCNOMb30BaHMS.

602. (18.24) Ecnu HopmaTuBHLIMU NpaBoOBLIMU akTaMu Poccunckon defepaunm ycTaHoOBMNEHbI cneyuarnbHble
TpeboBaHWs B OTHOLLEHUW cogepkaHns 6aHKOB KNeTokK, Takme TpeboBaHWa OOMKHbI cobnogaThbes.

KynbTuBnpoBaHue kneTok unu pepmenHtaums (18.3)

603. (18.30) Ecnu kneTo4uHble cybcTpathl, cpeabl, 6ydepbl 1 rasbl Heob6xo0aAMMo f06aBNATE B acENTUYECKUX
YCIOBWSIX, TO MO BO3MOXHOCTU OOIDKHbI MCMOMb30BAaTLCS 3aKpbITble UM U30NIMPOBaHHbIE cucTeMbl. Ecnn noces B
nepBoHavanbHOM €MKOCTU WM MocnenylLlne nepeHocbl unu pobaBneHust (B 4acTHOCTW, cpepn, Oydepos)
BbIMOSHSAOTCS B OTKPbITBIX EMKOCTSAX, TO HEOOXOAMMO OCYLLECTBMATb KOHTPOSIb M COOTBETCTBYHOLLME MpoLeayphl
ONsi CBeAEHMS K MUHUMYMY pUCKa KOHTaMyHaLNK.

604. (18.31) Ecnn MuKpoOHasa KOHTaMMHaUMA MOXeT MNoBnuATb Ha kadectBo PC, TOo onepaumm c
NCMNonb3oBaHWEM OTKPbITBIX EMKOCTEW [OMKHbI MpoOBOAUTbLCA B 0Ookce, obecnedvBaroiem 6GUONOrMYeckyto
6e3onacHoCTb, NNy B NPOU3BOACTBEHHOW cpefe, KOHTPONMPYEMOW TakuM e obpasom.

605. (18.32) lMNMpwn paboTe c KynbTypaMu KNETOK NepcoHan AOMMKeH ObiTb OA4ET B ChneuuanbHylo ogexay u
cobntoaaTth creymanbHble Mepbl NPegOCTOPOXHOCTH.

606. (18.33) [Onsa obecneyeHunss MNOCTOSIHCTBA YCTAHOBIIEHHOrO Mpouecca Mpou3BOAUTENb [OIDKEH
KOHTPONMPOBAaTL KpUTUYeckne pabouve napameTpbl (Hanpumep, Temnepatypy, pH, CKOpOCTb NepemeLLvBaHus,
nobaBneHve rasoe, AaerieHue). Takke Npou3BOAUTENb OOIDKEH KOHTPONMPOBATL POCT, XU3HECNOCOBHOCTL (Ans
OOMbLUMHCTBA MNPOLIECCOB KYNbTUBMPOBAHUSA KIETOK) W, T4e 3TO MNPUMEHMMO, MNPOAYKTMBHOCTb KMETOK.
Kputndeckue napameTtpbl OyayT pasnuyHbIMK OT NpoLecca K NPOoLLEeCCy, U ANs Knaccu4eckon doepMeHTaumnm MoXeT
He noTpeboBaTbCst KOHTPOSb ONpeaeNneHHbIX NapameTpoB (HaNpPUMep, XXM3HECMOCOBHOCTM KNEeTOK).

607. (18.34) O6opynoBaHne, UCMONb3YEMOE AN KYNbTUBUPOBAHUSA KNETOK, MOCMe UCMONb30BaHNS OOJIKHO
ObITb o4uLLEHO K cTepunuaoBaHo. Mpu HeobxoamMmocTn obopydoBaHve O NPOBEAEHUs bepMeHTaumnm Takxe
OOIMKHO ObITb OYMLLEHO, NOABEPrHYTO CaHUTaApHON 06paboTKe UNK CTEPMITM3OBAHO.

608. (18.35) [MutatenbHble cpegbl nepeg WX MUCNOMNb30BAaHWMEM HEOOXOAMMO CTepunu3oBatb Ans
npeAoTBpaLLeHMst HEBAronNnpUsITHOrO BNMSIHUS Ha kadecTeo PC.
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609. (18.36) [lpomsBoguTenb [JOMKEH YTBEpPAMTb Npouenypbl Ans  BbISIBIEHUA KOHTaMuMHauuMuM U
onpeneneHus OencTBUin, KoTopble Heobxoammo ocyuiecTButb. K HUM OTHOCATCS npoueaypbl onpeaeneHus
BNUSHMSA KOHTaMUHAUMW Ha NPOAYKUMIO U Mnpoueaypbl AeKOHTaMumHauum obopyooBaHMS M BO3BpaLLEHUst ero K
COCTOSIHUIO, MO3BOSSAIOLLIEMY MCMOMNBb30BaTh 3TO 060pyL0BaHME ANA NPOM3BOACTBA NOCNEAYIOWNX CEPUN.

610. T[lpousBoguTens [OMKEH Npu HeobxoouUMOCTN MAEHTUPULNPOBATbL MOCTOPOHHWE OPraHU3wmel,
obHapyXeHHble B XO[€e NpOLIeCCOoB (hbepMeHTauun, 1 OLEHUTb BIIMSHME UX MPUCYTCTBUS Ha KayecTBO MPOAYKLUW.
PesynbTaTbl Takux OLEHOK AOMKHbI ObiTb MPUHSATHI BO BHUMaHWE MNPV PELUeHUM BOMpoOca O BO3MOXHOCTMU
NCMNoNb30BaHWs NOMYyYEeHHOro MaTtepuana.

611. (18.37) NpounsBoanTenb OOIMKEH COXPaHATb 3anucK criyvYaes BbISIBNEHNST KOHTaMUHALWW.

612. (18.38) lNocne o4MCTKM yHMBEpcarnbHOro (MpegHasHa4YeHHOro Ans npowu3BOACTBA MHOMMX BWOOB
npoaykumnn) oBOpYyAOBaHUA MEXAY UMKNamMu Mo MNpOM3BOACTBY pPa3HOW MNpoAayKuMm MoxeT notpeboBaTbes
npoBefeHne JOMNONHUTENBbHBIX UCNBbITAHMI C LIeNbo CBEAEHNSA K MUHUMYMY PUCKa NEPEKPECTHON KOHTaMMHaLMK.

C6op, Bbligenexve n ounctka (18.4)

613. (18.40) Ctaguun cbopa Kak Ans yoaneHUs KIeTOK MMM KIeTOYHbIX KOMMOHEHTOB, Tak u ansg cbopa
KNETOYHbIX KOMMOHEHTOB MOCHE pa3pyLUeHUs OOIDKHbI OCYLLECTBIATHCA C MOMOLLLI0 060pygoBaHUSA U B 30HAX,
npegHasHa4YeHHbIX ANS CBEAEHUSA K MUHUMYMY pUCKa KOHTaMUHaL K.

614. (18.41) Tlpouenypbl cbopa M O4YMCTKM, MO3BOMAKOLWME YyAaAnNATb WM MHAKTUBMPOBATb
MUKPOOPraHU3M-NpoayLIEHT, KNETOYHbIE OCTaTKU U KOMMOHEHTbI cpef (Mpu CBEAEHUU K MUHUMYMY paspyLUeHUs,
KOHTaMMHaUUN N CHWKEHWUSI KavyecTBa), AOMKHbl obecneynBaTb NoslydeHne NPOMEXYTOYHOW npoaykuum unu dC
NMOCTOSIHHOIO Ka4yecTBa.

615. (18.42) MNMocne ncnonb3oBaHusa Bce 06opyaoBaHue JOMKHO ObiTb OYNLLEHO 1 MOABEPTrHYTO CaHUTapHON
obpaboTke B ycTaHOBMEHHOM nopsake. [ponsBoACTBO HECKOMbKMX NocnefoBaTerbHbIX CEPUN MPOMEXYTOYHOWN
npoaykumm n ®C 6e3 o4ncTkM 060pyaoBaHMA JOMNYCKAeTCsa TOMNbKO B TOM Clyyae, eCnin 3TO He OKa3blBaeT BIIMSHUS
Ha MX Ka4yecTBo.

616. (18.43) MNpu McnonNb30BaHUM OTKPLITbIX CUCTEM O4YUCTKA AOSDKHA NPOBOAUTLCS B KOHTPONMPYEMbIX
YCINOBUSAX MPON3BOACTBEHHOM cpefpbl, 06eCneyYnBaoLLMX COXpaHEHME KayecTBa NpoayKLuu.

617. (18.44) Ecnu obopyaoBaHmne UCNonb3yeTcs As NPOM3BOACTBA pPasfMyHbIX BUAOB NPOAYKLMKU, TO MOTYT
NPUMEHATLCSA OOMONTHUTENbHBIE BUAbI KOHTPOMs, TaKMe Kak MCMONb30BaHUE creuumanbHbIX Xpomatorpadguyeckmx
CMOI UINN NPOBEAEHNE AONOSNHUTENBHBLIX UCTbITAHWIA.

Cragun yganeHusa nnn nHaktusaumm supycos (18.5)

618. (18.50) Ecnn HopmaTuBHBIMM NpaBoOBbLIMU akTaMmu Poccunckon defepannm ycTaHOBMNEHbI crneyuarnbHble
TpeboBaHVsA B OTHOLLEHWWN yaaneHns Unm MHakTuBaLumn BUPYCOB, Takme TpeboBaHUsA AOMKHbI COBMNoaaThCS.

619. (18.51) Ctagum yganeHus n MHaKTMBaLum BUPYCOB SABNSAIOTCA KPUTUYECKUMN CTagusamm obpaboTkm ans
HEeKOTOPbIX MPOLECCOB, N NX HEOBXOAUMO OCYLLECTBNATL B NpeAenax napaMmeTpos, NPOLIeALMX Bannaaumtio.

620. (18.52) Tlpoussogutenb QJOMKEH MPUHMMATb Hagnexawme Mepbl MpegoCTOPOXHOCTU  Ang
npegoTBpaLLeHnss MOTEHUMANbHON KOHTaMUHAUMKM BUpycamu NPOAYKLMKW, MNpolledlen cTaguv yganeHus unm
WHaKTMBaUMM BUPYCOB, OT MPOAYKUUW, KOTOpasd 3Tu cTagum He npowna. MoatoMy o6paboTky B OTKPbITbIX
cucTemMax HeoOXOOMMO OCYLLECTBNATbL B 30HaX, OTAENEHHbIX OT OPYrMX 3TanoB TEXHOMOrMYeCcKoro npoiecca u
UMeoLNX OTAENbHbIE cUCTEMbl 06paboTkM BO3ayxa.

621. (18.53) OgHo m TO Xe 0bopyooOBaHWE, Kak NPaBUIIO, HE UCMOMb3YIOT Ha PasfUYHbIX CTaaUAX OYUCTKM.
Ecnn HeobxogmMmo ucnonb3oBaTb OAHO U To e obopygoBaHve, neped MOBTOPHbLIM MCMOMb30BaHNEM €ro
HeobXx0AMMO Hagnexawum obpasoM OYUCTUTL M MOABEPrHYTb caHuTapHom obpaboTke. [NponsBoanTenb AOMKEH
npegnpvHUMaTh Hagnexaiime Mepbl MPegoCTOPOXKHOCTY AN NpegoTBpaLleHns BO3MOXHOIO NepeHoca BUPYCOB C
npegblaywmx ctagun (Hanpumep, Yepes obopyaoBaHve Unm NPon3BOACTBEHHYIO Cpeay).

S®APMALIEBTUYECKME CYBCTAHLNWN, MPEOHA3SHAYEHHbBIE
AnA KNMHWYECKNX UCCITEQOBAHNN (19)

O6wwe TpeboBaHus (19.1)
622. (19.10) He Bce BMAbI KOHTPOrS, ONUCaHHbIE B NpeablayLMX MYyHKTax HacTosLen rnasbl, NPUMEHUMbI

npu npousBoAcTBe opurMHanbHoi $C, npeAHasHayYeHHOW ANs MPOBEdEeHWs WUCCNedoBaHWi BO BpeMsi ee
pa3paboTku. B nyHkTax 622 - 644 Hactoawmx MpaBun npuBeaeHsl cneynanbHble TpeboBaHus k atum OC.
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623. (19.11) KoHTponb, ocywecTtBnsemMbin npu npoussoactee ®C, npegHasHaYeHHbIX ANS KIMHUYECKNX
nccnegoBaHuM, OOMKEH COOTBETCTBOBATb hasde pas3paboTku NnekapCTBEHHOro npenapara, B COCTaB KOTOPOro
Bxoant OC. [Mpouecc n METOAMKM WCCNeOoBaHUM AOMKHblI OblTb MMBKMMKM ana obecneyeHusi BO3MOXXHOCTU
BHECEHMSI UBMEHEHUI MO Mepe HaKOMMEeHUs1 3HAaHUN O Npouecce U NPOABWKEHUS UCCIEAOBaHNIN NEeKapCTBEHHOIO
npenapata OT [JOOKIMHUMYECKMX UCCNefoBaHMM K KNMHWYECKMM  uccnepoBaHuaMm.  Korgoa paspaboTka
NEeKapCTBEHHOro npenapara gocturaet ctagum, Ha kotopor @C nony4varT Ans NPUMEHEHUs] B NEKAapCTBEHHOM
npenapaTte, NpeaHasHa4eHHOM AONs KNMHWYECKUX MCCnenoBaHWiA, NPOU3BOAUTENM AOIMKHbI rapaHTUpPOBaTh, YTO
®C npousBeneHbl C MNOMOLLBK MOAXOASALWMX TEXHUYECKMX CPEACTB C WUCMONb30BAaHMEM COOTBETCTBYHOLLMX
npoueayp Npov3BoACTBa M KOHTPONS, Heobxoanmblx Ans obecneveHms kavectesa OC.

KauectBo (19.2)

624. (19.20) MNpwn npoussoactee PC, npegHa3HAYEHHbIX ANA KAMHMYECKUX uccnegoBaHuin, Heobxoaumo
NMPUMEHSATL COOTBETCTBYOLWME TpeboBaHus HacToAwmx MNpasun v Hagnexailyo npoueaypy ogobpeHns Kaxaon
cepun.

625. (19.21) Heobxogmmo opraHudoBaTb HesaBucumoe(ble) OT NpoM3BOACTBA NOApa3geneHve
(noppasgeneHunst) kadectBa Ans OO0OpEeHWs UMM OTKIOHEHUS Kaxaow cepum PC, npegHasHayeHHOM AONd
KMMHUYECKNX NCCNeaoBaHNN.

626. (19.22) HekoTopble U3 OYHKLMIA NO NPOBEAEHUIO UCMBITAHUIA, BbINOMHAEMbIX 0ObIYHO NoApa3geneHvemM
(noppasageneHnsiMm) kKayecTsa, MOXHO OCYLLIECTBNATL B APYTUX NOAPA3AENEHUSIX.

627. (19.23) MeponpusiTusg B OTHOLUEHWWM KayecTBa OOJPKHblI BKMHOYATb CUCTEMY MCMbITAHUA MCXOLHOTO
CbIpbS, YNAKOBOYHbIX MaTepmnanos, MPOMEXYTOYHOW npoaykumumn n ®C.

628. (19.24) [llpowusBoguTenb JOMKEH aHanuM3npoBaTb NPobnembl, CBA3aHHblE C NPOWM3BOACTBOM U
kayectBom ®C, npegHa3HAYEHHbIX A8 KIIMHUYECKMX UCCrefOBaHNN.

629. (19.25) Tekct mapkuposkn PC, npegHasHayeHHbIX ANS KAMHUYECKUX WccregoBaHui, Heobxoanmo
Hagnexawmm obpa3oMm KoHTponuposaTb. B HeM gomkHO ObiTb yka3aHO, YTO BELECTBO NpedHasHavyeHo Ans
nccrnegoBaTenbCkUX Lenen.

MomeleHus n o6opygoBaHue (19.3)

630. (19.30). Bo Bpems Bcex a3 KIMHUYECKOrO WUCCNedoBaHUs, BKMYas WUCMNOSb30BaHUE OMbITHbIX
y4yacTkoB unu nabopartopuin anga npomssocTsa cepuin ®C, npegHasHaYeHHbIX AN KIMHUYECKUX MCCnegoBaHun,
AOIDKHbl ObITb NMpeayCcMOTPeHbI Npoueaypbl, rapaHTupylowme, 4To o6opyaoBaHNe NpokanMbpoBaHO, OYULLEHO U
COOTBETCTBYET CBOEMY Ha3HAYEHMIO.

631. (19.31) [lMopagok akcnnyaTauum o0OOPYyAOBaHUSA AOMMKEH rapaHTMpoBaTh NpoBefeHue paboTr ¢
MCXOOHBIM CblpbeM TakuMm 00pas3oM, 4TOObl CBECTUM K MUWHUMYMY PUCK KOHTaMuMHauuM W MepekpecTHOM
KOHTaMuHauuu.

KoHTponb ncxogHoro cbipbs (19.4)

632. (19.40) UcxogHoe cbipbe, Ucnonb3yeMoe npu npounssoactTse ®C, npegHasHayYeHHbIX 4515 KIMUMHUYECKUX
nccrnegoBaHun, HeoOXOOMMO OLEeHMBaTb MOCPEACTBOM MPOBEAEHMS WUCMbITAHWUA WNW nonyyYaTb BMECTe C
pe3ynbTataMmy aHanusa, npoBeAeHHOro noctasLukoM. [pou3BoauTenb Takke [OIMKEH NPOBOAUTbL MUCMbITaHWe
NCXOOHOrO CbIpbsi HA NOAMMHHOCTbL. ECnn BELWEeCTBO cuMTaeTcsl onacHbIM, TO 4OCTAaTOMHO aHanu3a, NpoBeAeHHOro
NOCTaBLUNKOM.

633. (19.41) B HekoTopbix chy4Yasx nNPUrOAHOCTb WMCXOOHOrO ChbIpbS MOXHO ONpedenaTb nepen
NCMNONIb30BaHNEM HA OCHOBAHWUM Pe3ynbTaToB, MOMy4YEHHbIX MPU NPOBEAEHMM peakuun HebonbLioro MacwTtaba (To
€CTb WUCMbITAaHUN  (PYHKLMOHANbHOW NPUrOAHOCTU), YTO MpeanodyTUTENbHEee, YeM MNpPOBEeAEHWE  TOSbKO
aHanUTUYECKNX UCMbITaHUN.

Mpounssoactso (19.5)

634. (19.50) MNpowusBoactBo PC, npeAHa3HaAYEHHbIX ANA  KIMHUYECKUX WCCNefoBaHUN, Heobxoammo
dmkcmpoBaTh B nabopaTopHbIX XXypHarnax, B 3anucax Ha CEPUI0 UM C MOMOLLbI0 OPYIMX NOAXOASILNX CPeacTB.
OTVM [OOKYMEHTbl [OIDKHbI BKMoYaTb WHopmaumio 00 uncrnonb3oBaHMM MaTepuanoB, 06 06opyaoBaHuw,
TEXHOMOrM4YeCcKoM NpoLecce, a Takke HayvHble HabnaeHus.

635. (19.51) Oxnpaemble BbIXOAbl NPOAYKLMW MOTYT OTNIMYATLCA OT OXMOAAEMbIX BbIXOLOB MPOAYKLUKN B
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npoueccax, BbiNosiHAEeMbIX B MPOMbILLITEHHOM mMacLutabe, n 6bITb MeHee onpepgeneHHbIMM No CpaBHEHUIO C HUMW.
PaccnepoBaHus npu4nH OTKIMOHEHNI OT BENNYNHBI OXXWMAAEMOro BbiXoAa He Tpe6yeTC;|.

Banupaumsa (19.6)

636. (19.60) Ecnu nponseeneHa ogHa cepusa ®C nnbo ecnu nameHeHns npouecca Bo BpeMsi paspabotkm ¢C
AenalT BOCMPOM3BOACTBO CEPUN 3aTPYOHUTENbHLIM MW HETOYHbLIM, Banupauus npouecca npoussoactea PC,
npegHasHa4YeHHOW AN KNMHUYECKUX MCCredoBaHMn, oOblMHO HelernecoobpasHa. Ha aton ctagum paspaboTkum
kadectBo PC obecnedrBaeTcsi COYETAHMEM KOHTPOMs, KanubpoBKM M MNpuM HeobXoAMMOCTU KBanudukaumnm
obopyaoBaHus.

637. (19.61) Ecnu cepum nNpou3BOAATCH A1 KOMMEPYECKOro WCMNoNb30BaHWA, Banuaauumilo npolecca
HeobxooMMO NPOBOAWTL B COOTBETCTBUM C nyHkTamu 511 - 539 HacTtodAwmx lMpaBun, gaxe ecnv Takue cepum
NPOn3BOAATCS B ONbITHOM WX ONbITHO-NPOMbILLSIEHHOM MacLuTabe.

N3meHeHus (19.7)

638. (19.70) lNpousBoamTens OOMKEH BHOCUTbL COOTBETCTBYIOLUME WU3MEHEHWs BO BpeMsi pa3paboTku no
Mepe npuobpeTeHns HOBbIX 3HAHMIM M pocTa MaclTaba npoussBoacTBa. Kaxkgoe uamMeHeHne B TEXHOOrMYECKOM
npouecce, cneumdukauusax unm MeTogmnkax ucrbliTaHuin HeO6X0AMMO Haanexalmm odpa3om perncTpmpoBaTb.

JlaGopatopHbIn kKoHTpOrb (19.8)

639. (19.80) HecmoTpsa Ha TO, YTO aHanNUTUYECKME METOOUKW, UCMOoMb3yeMble AN oueHku cepum PC,
npeaHasHayYeHHOM AN KNUHUYECKUX WCCrefoBaHWi, MOTryT elle He MPOMTU Banugauuio, OHU AOMKHbl ObiTb
Hay4HO 06OCHOBaHbI.

640. (19.81) MNpomssoamTens OOMKEH OpraHM3oBaTb CUCTEMY XPaHEHMS apXMBHbIX 0BPasLOB BCEX CEPUN.
OTa cuctema gomkHa obecneumBaTb COXpaHeHME AOCTAaTOYMHOrO KOMMYEeCcTBa KaXZoro apxmBHOro obpasua B
TEYEeHWe YCTAHOBIIEHHOINO MNepuoa BPEMEHM MOcne ofdoOpeHus, 3aBeplUeHUs WU OT3blBa 3asiBKM Ha
perncrTpaumio.

641. (19.82) OnpepgeneHne gaTbl UCTEYEHUSA CpOKa FOAHOCTU M AaTbl NpOBeAeHUA NMOBTOPHbLIX UCMbITaHUNA,
Kak ykasaHo B nyHkTax 504 - 507 HacTtodwwux [MpaBun, NpMMEHMMO MO OTHOLWEHMIO K cyuwecTtByowum PC,
npeaHasHadeHHbIM ANs KIMHUYECKMX uccredoBaHuin. Ona HoBbix PC, HaxoddWMXCs Ha paHHUX CcTagmsx
KMMHUYECKUX WccneaoBaHunii, TpeboBaHUA, ykasaHHble B NyHkTax 504 - 507 HacTtosAwwmx [MpaBun, obbl4HO He
NPUMEHSIIOTCS.

HokymeHTaums (19.9)

642. (19.90) Cnctema OOKyMeHTauuuM AOMKHa rapaHTUpoBaTtb, YTO MHGOpMaLUuMs, MOofydYeHHas B Xoge
pa3paboTku n npomnssogctTea OC, NnpeaHasHaYeHHbIX A8 KMMHUYECKUX UCCrneaoBaHun, dyaet AOmKHbIM oGpa3om
odopMrieHa JOKYMEHTANbHO 1 AOCTYNHA ANst UCNONb30BaHMS.

643. (19.91) PaspaboTka M NpUMEHEHWEe aHanUTUYECKUX METOAMK, MCMONb3yeMbIX AN NoATBEpXAEeHUs
Bbinycka cepun OC, npegHasHaydeHHOW [ANs  KIWHWYECKMX WCCNEedOBaHWA, LOIMDKHbl ObiTb  OochopMIieHbl
OOKYMEHTarbHO.

644. (19.92) TlpousBogutenb [OMKEH pa3paboTaTb M BHEOPUTb CUCTEMY XpaHEHUs 3anucen no
NMPOV3BOACTBY M KOHTPOJIKO M COOTBETCTBYHLLEN AOKYMEHTauMM. JTa cuctema AofmkHa obecneyvvBaTb XpaHeHue
3anucen U OOKYMEHTOB B TEYEHWEe YCTAHOBMIEHHOrO nepuoga BpPeEMeHW nocne ogobpeHus, 3aBeplueHust UIn
OT3bIBa 3asIBKU Ha permcTpaumio.

TEPMWHbI 1 OMPEQENEHNA (20)

645. [Ina uenen HacToslllen rnaBbl KPpOME TEPMUHOB W onpefeneHnin, npeaycMoOTpeHHbIX rnason |l
HacTosALwmx [NpaBun, NCNONb3yTCA TakKe CNneayloLme OCHOBHbIE MOHATUS:

OvoHarpyska - ypOBEHb W BWO MWKPOOPraHW3MOB (Hanpumep, HenpuemriemMble WU  OOMyCTUMble
MUKPOOPraHn3Mbl), KOTOpPblE MOryT MPUCYTCTBOBaTb B UCXOOHOM Chipb€, MCXOOHOM Cbipbe Afis NpoM3BOACTBA
dapmaLeBTUHECKON CYOCTaHUUWM, MPOMEXYTOYHOWM MpoayKumMM unu B hapmaueBTUYeCKoW cybcTaHumu.
BuoHarpysky He cnefyeT cuMtaTb KOHTaMUHAUMEN, ECMU €€ YPOBHM HE NPEBbLILIAIOT YCTAaHOBMEHHbIE NPeAenbHbIe
3Ha4YeHus unu He obHapyXeHbl MMKPOOPraHU3Mbl, onpeaensiemMble kak HegoMnyCTUMbIE;
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BCMomoraTteribHble MaTepuanbl - MaTepuanbl, 3a WCKMIOYEHUEM pacTBOpUTErNen, KOTOpble SBMSHOTCA
BCMOMOraTenbHbIMU NMpU NPOM3BOACTBE NPOMEXYTOYHOM NPOAYKLMN Unu papmavrieBTu4eckon cybctaHumm n camm
no cebe He y4yacTBYOT B XUMMYECKOW MM OMOMOrMyeckon peakuumn (Hanpumep, punbTpylolmne maTepuansl,
aKTUBMPOBAHHbLIV Yrosb);

BbIXO[, OXWOAEMbIN - KONIMYECTBO Marepuana Wnu npoLeHT OT TEOPETUYECKOro BbiXOA4a, OXuaaemble Ha
nobon COOTBETCTBYIOLEN CTaaMM TEXHOJOMMYECKOro Mpouecca, OCHOBaHHbIE Ha [AaHHbIX, NpeaBapuTenbHO
Mony4YeHHbIX NPy NPOM3BOACTBE 3TOro Marepuana B nabopaTopHbIX, OMbITHLIX UMW MPOMBbILLIIEHHBIX YCIOBUSIX;

BbIXO, TEOPETUYECKUA - KONMMYECTBO, KOTOpPOE OMpedeSieHO Ha OCHOBaHWM KOMMYecTBa WUCMOMb3yeMOro
mMatepuana n MoXeT ObiTb NPOM3BEAEHO Ha MOOON COOTBETCTBYIOLLEN CTaaMM TEXHOMOMMYECKOro npolecca npu
YCINOBUWN OTCYTCTBUS KakMX-Nnbo NoTepb UM OTKITOHEHWI B YCINIOBUSIX pPearibHOro TEXHOMOMMYECKOro NpoLecca;

AaTta UCTeyeHus cpoka rOAHOCTW - AaTta, yKasaHHas Ha ynakoBke M (unu) aTukeTkax dhapmaueBTUHECKON
cybcTaHuumn 1 obo3HavaloLwasa nepuos BpeMeHu, B TeYeHUe KOTOPOro Npu XpaHeHUn B YCTaHOBMEHHbIX YCIOBUSAX
XapakTepucTukm papmaueBTU4eckon cybCcTaHuuM [OMKHbI OCTaBaTbCs B npegenax cneumdukauun, u no
NCTEYEHMM KOTOPOro chapmaLeBTMYECKYIO CyOCTaHLMIO HEMb3S NCNONb30BaTh;

Aata NoBTOPHOrO MCMbITaHUSA - AaTta NPoBeAEeHMs MOBTOPHOrO KOHTPOMs MaTtepuana ans noAaTBepXOeHus
€ro NpUrogHOCTM ANns AanbHENLWero NCnonb30BaHus;

NCXOOHOE Cbipbe AnNsi MPOU3BOACTBAa hapMaLeBTUHECKOW CyOCTaHUUN - Cbipbe, MPOMEXYTOYHAA NPOAYKLMS
unu gpyrue dapmaueBTmdeckme cybCcTaHuuMKM, KOTOpble UCMOMb3yTCs ANA Npou3BOACTBa dhapMaleBTUYECKUX
cyOCTaHuuM n BXOOAT B CTPYKTypy apmaueBTMYecKOn cybcTaHUMM B KavyecTBE BaXXHOTO CTPYKTYPHOrO
dparmeHTa. NcxogHoe cbipbe Ans NPOM3BOACTBa hapMaueBTUYECKOW cybcTaHuum MoxeT ObiTb npuobpeTeHo
npousBoguTeneM Mo [AOrOBOPY Y OOHOrO WM HECKOMbKWX MOCTaBLUMKOB, NMOO MOXET Mpou3BOaUTBCA UM
camocTosATeNbHO. MIcxogHoe chbipbe Ans Mpou3BOACTBa hapmaueBTMYECKOW CybCTaHuuMW, Kak npaBurio, uveet
YCTaHOBMEHHbIE XMMUYECKME CBONCTBA N CTPYKTYPY;

KOMMbIOTEPHAss CUCTEMa - [pynna KOMMOHEHTOB annapaTtHoro obecneyeHns UM COOTBETCTBYHOLLErO
nporpaMmHoOro obecnedyeHnsi, CNPOEKTMpOBaHHAs U CMOHTUPOBaHHasA Takum ob6pa3om, 4TOObl BbIMNOMHSATH
onpeneneHHyo QyHKUM0 nnn Habop yHKUNR;

KOHTaMmMHaLMs - HexenaTenbHOe BHECEHNE NPUMeCcen XMMNYECKON MM MUKPOBMONOrMyeckon npmpodbl Unm
WMHOPOAHBLIX BELLECTB B MCXOZHOE Cbipbe, MPOMEXYTOYHYK npoaykuuio unn ®C BO Bpems TEXHONOrMYECKOro
npouecca, otbopa npob, ynakoBKu UIn NepeynakoBKU, XpaHEHNUS UNN TPAHCMOPTUPOBKMY;

KpUTEPUM NPUEMIMIEMOCTM (OOMYCTMMbIE HOPMbI) - 4YWUCNOBbIE Mpefenbl, WHTEpBanbl UMW gpyrue
COOTBETCTBYHOLLUME MEPbI ANsi NPUHATUSA pe3ynbTaToB UCNbITAHWI;

KPUTUYECKUIA - TEPMWH, OTHOCSLLIMIACA K MPOU3BOACTBEHHOW CTaguW, YCIOBUIO TEXHOMNOMMYECKOrO npoLiecca,
TpeboBaHWIO MCMbITaHUA unu nNboMy Apyromy CyLleCTBEHHOMY MapameTpy WivM npegMeTy, KOTOpble AOMMKHbI
KOHTPONMPOBATLCA B Npefenax 3agaHHblX KpuTtepues Ans obecneyeHnss COoTBETCTBUS NIEKAPCTBEHHOIO cpeacTea
n (unn) dbapmMmaueBTU4eckon cybcTaHLMmn yTBEPXOAEHHON cneumndukaunm;

MaTtepuan - obulee noHsTME, o0bO03HavawLllee Chbipbe (MCXOOHOE Cbipbe, PEeaKkTUBbI, PaCcTBOPUTENN),
BCMOMOraTenbHble MaTepuanbsl, MPOMEXYTOUHYD NPOAYKUMIO, hapMaLeBTUYECKYD CyOCTaHUMIO, YNakOBOYHbIE
MaTepwuansl, Matepuanbl 4nsi MapkUpOBKY;

MaTO4YHas XMOKOCTb - OCTAaTOYHAas XMOKOCTb NOCIe NPOoLEeCcCoB KpUcTannusauum unu eolgeneHms. MatouHas
XMOKOCTb MOXET cofepxaTb HenpopearnpoBaBlUME BeLLECTBa, MNPOMEXYTOYHbIE MPOAYKTbl, HEKOTopble
KonumyectBa (hapmaueBTUYeECKOM cyOcTaHumm u  (Mnu) npumecenr. OHa MoxeT ObiTb McCnonb3oBaHa Ans
AanbHenwen obpaboTku;

obecneyeHve KayecTBa - COBOKYMHOCTb BCEX OPraHU3auMOHHBLIX MEPOMNPUATUA, HamnpaBfiEHHbIX Ha
obecneyeHne TOro, 4YToOblI BCE fEeKapCTBEHHble cpeAcTBa WU (Mnu) dapmaueBTUyYeckne cyobcTaHUuMM MMenu
KayecTBO, HeOOXOAMMOE AN MX npegnosiaraemoro NpPUMEHEHUs, a BCE CUCTEMbl KayecTBa NoAAEepXKMBaNuUCb B
paboyemM CoCTOSAHUM;

OTKIJTOHEHWE - OTCTYMNSIEHNE OT YTBEPXKAEHHON MHCTPYKLUN UM YCTAHOBNEHHOIO CTaHAapTa;

nepepaboTka - npoBedeHWEe OOHOW WM HECKOMbKUX CTagunl, OTNMYaloWMXCsa OT  YCTAHOBMEHHOIO
NMPOM3BOACTBEHHOIO MpoLecca, ¢ uenbio 06paboTkM Takorm MPOMEXYTOYHON NPOSYKUUN UM hapmMaleBTUYECKON
cybcTaHuun, KOTOpas He COOTBETCTBYET CTaHAapTaM wunu cneuudukaumsam, Ons nofydeHust NPOMEXYTOYHOW
npoaykuum mnu chapmaueBTUHECKOW CyOCTaHUUM MPUEMIIEMOrO KayecTBa (Hampumep, nNepekpucTannmMsauusi c
MOMOLLbIO OPYroro pacTBOpUTENS);

NoAnMcaHo, NOANUCH - NOAMUCL NMLA, KOTOPOE BbIMOMHANO ONpeAeneHHoe OeNCTBUME MMM OCYLLECTBSANO
npoBepky. ATa NoanMcb MOXeT ObiTb B BUAE MHULMANMOB, MOJSIHOMO PYKOMWCHOTO BapuaHTa haMunmu, UMEHU u
oT4yecTBa (NPU HanuuMn), PyKONUCHOW NOAMNUCKU, NMNYHOW NevaTu UnM ayTEHTUYHOW M 3aLUULLIEHHON 3NEKTPOHHON
nognucy;

nogpasgeneHve (nogpasgeneHvs) kayectsa - nogpasfeneHue, KoTopoe He3aBUCUMO OT MPOM3BOACTBA U
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BbINONHAET 006A3aHHOCTM Kak No obecrneyeHunto kadecTBa, Tak U MO KOHTPOMK KavecTBa. ATO MoryT 6biTb nnbo
oTAenbHble noapasaeneHns obecneveHms kadecTBa U KOHTpONS KavecTBa, NMnMbo O4HO NUUO MMM rpynna nuu B
3aBMCUMMOCTM OT MacluTaba u CTpYyKTypbl OpraHu3aumm;

npumechb - Mnobon KOMMOHEHT, MPUCYTCTBYIOLLUA B MPOMEXYTOYHOW MPOAYKUMM unu capmMaLeBTU4EeCKon
cybcTaHuum, Hannume KOTOPOro HeXenaTenbHO;

npous3soguTens, paboTalowmn No OOroBopy - MPOU3BOAUTENb, BbIMOMHAKLWNA ONpPeAeneHHbin  BUA
NPOU3BOACTBEHHOW AeATENBbHOCTM NO MNOPYYEHUIO NEPBOHAYaNbHOrO NPOM3BOAUTENS;

NPOTOKON Banugauuyn - OOKYMeHTanbHO OMOPMIIEHHbIA MMaH, YyKasblBalOLWWUWA, Kak crnegyeT MpoBOAMTb
Banuaauulo, W ONpedensiowun  Kputepuu npuemnemoctu. B yacTHocTu, B npoTokone Banugaumu
NPOU3BOACTBEHHOIO NpoLecca A0MKHbI ObITb yka3aHbl TEXHONOrM4yeckoe obopygoBaHue, KpMTUYEeCKNe napameTpsbl
npouecca 1M ero paboume pexumbl, XapakTepUCTUKM MPOoAyKUMM, OTOOP npob, AaHHble UCNbITAHWMK, KOTOpbIe
HeobxoaumMo cobpaTb, KONMMYECTBO BanMaaLMOHHbIX LUKIOB U NpUemMrieMble pe3ynbTaTbl UCMbITaHUN,

npooune nNpuMecen - OnuMcaHue UAEHTUMPUUUPOBAHHBIX W  HEUAEHTUPULUPOBAHHLIX NpUMECEN,
NPUCYTCTBYOLLUMX B (hapmaLeBTU4eckomn cybctaHuum;

pacTBOpUTENb - HeopraHuMyeckass WM opraHuvyeckas XuOKoCTb, MCMNOMb3yeMasi B kavyecTBe cpedbl Angd
NPUroTOBNEHNST  PacTBOPOB UMW  CYCMEH3WA Npu  MPOM3BOACTBE  MPOMEXYTOYHOW  MPOAYKUUM  Unn
dhapmaLeBTUYECKON CyOCTaHLUNK;

CTaHOapTHbI obpasel, BTOPWYHBIN - CyBCTaHUUS YCTAHOBMEHHOrO KayecTBa W YMCTOTbI, YTO AoKasaHo
nocpeacTBOM CpPaBHEHUSA C MEPBUYHbIM CTaHAaApTHbIM 006pa3uom, MCMonb3yemasi B KayecTBe CTaHOapTHOro
obpasua onsa Tekylwmx nabopaTtopHbIX aHanm3os;

CTaHOapTHbIM obpa3sel, NepBUYHbIA - CyOCTaHUuA, KoTopasi ABMSeTCs MOAMWHHBIM BELLECTBOM, YTO ObINO
JOKa3aHO C MOMOLLbI0 pPaCLUMPEHHbIX aHanMTUYEeCKMX WCMbITAHUA, U KOTopas OofbkHa obnagaTb BbICOKON
CTENEeHbI YUCTOTbl. ATOT CTaHAAPT MOXeT ObiTb: 1) nonyyeH M3 oduunanbHO NPU3HAHHOTO UCTOYHUKA Unn 2)
nony4eH NOCpeacTBOM HE3aBMCUMOrO CUMHTEe3a, Unn 3) NonyyYeH M3 NCNonb3yeMoro B NpovM3BOACTBE BeLLECTBa C
BbICOKON CTEMNeHbld 4YUCTOTbl, MAM 4) NpUroTOBMIEH NOCPEACTBOM MOCMeayolWen OYNCTKA BeLLecTBa,
NCNoNb3yeMoro B NPOU3BOACTBE;

dapmaueBTnyeckne cybetaHumm (PC) - nekapCTBeHHble CcpeacTBa B BMAE [OENCTBYIOLIMX BeLLECTB
Guonormyeckoro, GUOTEXHONMOIMMYECKOrO, MWHEPANbHOIO WM XUMWYECKOro MNpoUCXoXOeHus, obnagatowme
hapMaKkonorMyeckon akTMBHOCTbIO, MpedHa3Ha4yeHHble [Ans NPOW3BOACTBA, W3rOTOBMEHUSA JIEKAapCTBEHHbIX
npenapaToB ¥ onpegenstowme nx 3pdekTMBHOCTb <*>,

<*> [lyHkT 2 cTtaTem 4 PepepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 o6palieHunn
nekapcTBeHHbIx cpeacTB” (CobpaHue 3akoHogatenscTBa Poccuinckon ®enepauum, 2010, N 16, cT. 1815).

Mpunoxexne N 1
K Mpasmnam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK

NPON3BOACTBO CTEPUIIbHBLIX NEKAPCTBEHHbLIX CPEOCTB
[. MIPMHLAMN

1. K npou3BoacTBy CTepWrbHbIX NEKApPCTBEHHbIX CPEACTB MpeabsBnsioTcs ocobble TpebGoBaHus, YTOOLI
CBECTU K MUHUMYMY PUCK KOHTaMWHALMM MUKPOOPraHu3mamu, Yactmuamum 1 nuporeHaMmu. YKkasaHHble NoroXeHus
3aBUCAT OT KBanudukaumm npou3BOACTBEHHOIO MepcoHana, ero obyvyeHus M OTHOWeHWs Kk pabote. Ons
obecnevyeHns kKayecTBa Npu NPOU3BOACTBE CTEPUIIbHbIX NpenapaTtoB HEOOXOAMMO MpUAEPXKUBATLCS T aTeNbHO
pa3paboTaHHbIX U BanuaMpoBaHHbIX cnocoboB Npou3BoAcTBa M npoueayp. KoHeuHas ctagusi npousBoacTBa wnu
KOHTPONb FOTOBOW MPOAYKLMUWN He SIBNSTCA €AUHCTBEHHLIM CPEeACTBOM OOGECMNEYEHUs1 CTEPUNBHOCTU UM APYruX
nokasaTtenemn ka4ecTsa NPoOaYyKLUN.

2. [leTanbHble MeTOAbl ONpeAeneHns YUCTOTbI BO3AyXa, MOBEPXHOCTEN U APYINX OO LEKTOB MOHUTOPUHIA Mo
MUKpOOpraHu3mMam 1 YacTuuam onpeaeneHsl HopMaTUBHBLIMY NpaBoOBLIMK akTamu Poccuiickon deaepavmu.

[l. OBWWME TPEBOBAHUA
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3. (1) CTepunbHy0 NPOAYKLMIO HEOOXOAUMO NPOU3BOANTL B YUCTLIX 30HAX, 4OCTYN B KOTOpbIE NepcoHana u
(vnn) noctynneHue obopyaoBaHMS, UCXOAHOIO CbIPbS U YMAKOBOYHbIX MaTepuanoB AOMKHbI OCYLLECTBRSATLCA
yepe3 BO3QyLUHble LWNHO3bl. B uncCTbiX nomelleHuax (30Hax) OOMKEeH noaaepXuBaTbCs YPOBEHb YUCTOThI,
OTBEYaKLUA COOTBETCTBYIOLLEMY YPOBHIO YACTOThI, B HUX HEOOXOOUMO NOA4aBaTb BO34yX, KOTOPbIN NPOLLEN Yepes
UnNbTPbLlI COOTBETCTBYOLWEN 3(PPEKTUBHOCTN.

4. (2) PasnunyHble onepauuy Mo MNOArOTOBKE KOMMOHEHTOB, MPUIOTOBIIEHMIO MPOAYKLMU W HaNOJHEHUHO
OOMMKHbl  OCYLLECTBMSATLCA B OTAENbHbIX 30Hax (MOMELEHMAX) BHYTPM YMCTOW  30HblI  (MOMELLEHMS).
TexHonornyeckne onepauum AenaTCA Ha [BE KaTeropvu: nepeas, korga npoaykuvio noasBeprarT (PUMHULLHOW
cTepunu3auum (B NepBUYHON YMakoBKe), U BTOpasi, Koraa onepaumn Ha HECKOSbKUX MITM BCEX CTaOUSIX BbIMOMHSAT
B aCenTMYECKNX YCrOBUSAX.

5. (3) Yuctble 30HbI (NOMeLLEHMs) ANA NpOM3BOACTBA CTEPUNBHOM NPOAYKUMU KnaccuduuupyloTcs B
COOTBETCTBMM C TpebyemMbiMM XapakTepucTukamm npousBOACTBEHHOW cpefpl. Kaxpgas npousBoacTBEHHas
onepauusa TpebyeT onpefeneHHoro YpoBHS YNCTOThI NPOU3BOACTBEHHOW Cpebl B SKCNIyaTMPYEMOM COCTOSIHUM C
LUenblo CBEOEHWS K MUHUMYMY pUCKA KOHTaMUHAUMW 4YacTuuaMm UM  MWUKPOOPraHmsMamu npogykra unm
obpabaTtbiBaemMoro MCXO4HOTO ChlPbs Y MaTepuanos.

6. Ons obecnevyeHnss cOOTBETCTBMS TpeboBaHMAM B "IKChiyaTMPyeMoM" COCTOSIHUM YUCTble 30HbI
(nomeLLeHns) OOMKHbI ObiTb CNPOEKTMPOBAaHbI Tak, YTOObI 06ecneynTb TOYHO OnpedeNnieHHbI YPOBEHb YUCTOTHI
BO34yxa B "OCHaLLEeHHOM" COCTOSIHUM.

7. "OcHallleHHoe" COCTOsIHME - COCTOSIHME, B KOTOPOM YMCTOE MOMELLEHME MOCTPOEHO U (DYHKLMOHUPYET,
TexHonormdeckoe obopygoBaHUE MONTHOCTLI0 YKOMMIIEKTOBAHO, HO NMEpPCOoHan OTCyTCTBYET.

8. "OkcnnyaTupyemoe" COCTOsiHME - 3TO COCTOSIHME, NP KOTOPOM YMCTOE MOMELLEHUE U TEXHOMOrm4eckoe
obopynoBaHue pyHKUMOHMPYIOT B TpeBGyeMOM pexmme ¢ 3agaHHbIM KONMMYeCTBOM paboTaloLlero nepcoHana.

9. TpeboBaHusa K "ocHalweHHOMY" ¥ "3KcnnyaTupyemomy" COCTOSHMAM AOSMKHbI ObiTb YCTaHOBMEHbl AN
Ka)kOoro YNCTOro MOMeELLEHMS UMW KOMMIEKCA YNCTbIX MOMELLEHUA.

10. YncTble 30HbI (MOMELLeHNs) NpyM NPOU3BOACTBE CTEPUIbHbBIX JIEKapCTBEHHbIX CPeacTB noapasgensTcs
Ha YyeTbIpe knacca:

Knacc A - nokanbHasi 30Ha ANA NPOBEAEHMS onepauui, NPeacTaBnsAlLWUX BbICOKUA PUCK ANS KayecTBa
NpPOaYKUUW, B YaCTHOCTW, 30HbI HAMOSHEHUS], YKYMOPKW, 30HbI, rae aMnyrnbl U rakoHbl HAaXoOATCS B OTKPbITOM
COCTOSIHMN U BbINOJHAKTCA COeAMHEHUsI YacTel 0bopygoBaHUsl B acenTUYeckux ycroBusax. Kak npasuno, Takue
ycnoBus obecneynBaroTCa naMMHapHbIM MOTOKOM Bo3gyxa Ha paboyem mecte. CUCTEMbl TaMMHApPHOrO noToka
BO34yxa [OJPKHbI obecnednBaTb paBHOMEPHYIO CKOPOCTb Bo3gyxa B AvanasoHe 0,36 - 0,54 m/c (HopMaTuBHOE
3HayeHne) Ha paboyelrt MOBEPXHOCTU, HaxoOsLEeNcs B OTKPbITOW 4MCTOM 30He. [ogdepxaHue namMuMHapHOCTH
OOJMKHO ObITb [OKa3aHO M npoBanuaupoBaHO. B 3akpbiTbix M3onaTopax v Gokcax ¢ nepyaTkamu SOMycKaeTcs
NCNonb30BaTh O4HOHAMNPABMEHHbIN NOTOK BO3AyXa C MEHbLLUMMW CKOPOCTSAMU;

knacc B - 30Ha, HenocpedCTBEHHO OKpyXawLllasi 30HY knacca A, npegHasHavyeHHyl ANd acenTU4eckoro
NPUroTOBNEHNST U HANOJTHEHNS;

knaccel C u D - yncTtble 30HbI NSt BBINOMIHEHUST MEHEEe KPUTUYHbLIX CTAgMn MPOM3BOACTBA CTEPMUITbHOWM

NPOAYKLMMU.

1. KMTACCUOUKALINSA YACTbIX MOMELLEHWN U YACTbIX 30H

11. (4) YucTble nomelleHNss N YNCTble 30HbI KraccuduumpyroTea <*>. [NoaTeepxaeHWe Kracca YUCTOThl
HeobxoOuMMO 4YeTKO OTAensaTb OT MOHMTOPWHra NPOW3BOACTBEHHOW cpedbl NpW NpoBeAeHWM npolecca.
MakcnmanbHO AonyCcTUMasa KOHLEHTPaLUMsl aspo305ibHbIX YacTuL, NS KaXXAoro knacca npusegeHa B Tabnvue N 1.

<*> CnpaBo4yHo: TOCT P NCO 14644-1 (EN ISO 14644-1).

Tabnumua N 1
3oHa | MakcumanbHO JoMyCTUMOE YUCIO YacTul B 1 KyD. M Bo3gyxa npu pasmepe 4yacTtul, paBHOM Unu
oonbLuem
B ocHalleHHOM cocTossHMK B akcnnyaTtupyemMom cocTosiHUM
0,5 MKm 5,0 MKm 0,5 MKm 5,0 MKm
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A 3520 20 3520 20

B 3520 29 352 000 2900

C 352 000 2900 3520000 29 000

D 3520 000 29 000 He pernameHTupyetcs He pernameHTupyeTtcs

12. (5) Onsa uenen knaccudmkauum B 3oHax knacca A MMHUManbHbIi 06beM oTbupaemon nNpobbl Bo3ayxa
JomkeH ObITb He MeHee 1 M3 gna kaxaon Toukm otbopa npob. Knacc A cootsetctByet knaccy NCO 4.8 no
nokasaTento NpedenbHOro KonnyecTBa YacTul, B BO3gyxe paamepoM = 5,0 Mkm.

Knacc B (B 0CHaLLEHHOM COCTOSIHUK) NO KONMMYECTBY adpo30ribHbIX YacTul cooTBeTcTByeT knaccy MCO 5 no
KONM4ecTBY YacTuL, 060MX yKa3aHHbIX pasmMepoB.

Knacc C (B OCHalEHHOM UM 3KCNMyaTUPYEMOM COCTOSIHMAX) MO KOMMYECTBY a3pO30fbHbIX YacTul
cootBeTcTBYeT knaccy MCO 7 n MCO 8 cooTBETCTBEHHO.

Knacc D (B ocHaLLleHHOM COCTOSIHMM) MO KONMMYECTBY adp030JibHbIX YacTuy, cooTBeTcTBYEeT knaccy NCO 8.

[nsi NoATBEpPXXAEHUS Knacca YMCTOTbl MPUMEHSIETCA MeToauka <*>, B KOTOPOW pernameHTUpoBaHbl Kak
MUHMManbHOE KONMMYECTBO TOYEK Ans oTbopa npod, Tak n o6bem Npodbl ¢ y4eTOM NpPeaernioB AaHHOTO Kracca Ans
KOnmM4ecTBa YacTuLl, HanbonbLUEro U3 ykazaHHbIX pa3mMepoB, a Takke MeTO OLEHKM NOMyYeHHbIX OaHHbIX.

<*> Cnpagouro: FTOCT P 1CO 14644-1 (EN ISO 14644-1).

13. (6) Ons nogTBepxaeHus knacca HeobxoaMMO WCMONb30BaTb MOPTATMBHbLIE CYHETYMKM 4YacTuy C
KOpPOTKUMU Tpybkamu ans otbopa npob M3-3a OTHOCUTENBHO BbICOKOTO YPOBHSA OCaXAEeHUs 4acTuy, pasmepoM
= 5,0 MKM B AOWCTaAHUMOHHbIX cCuUCTEMax Ana otbopa npob ¢ AnvHHbIMKM Tpybkamn. B cnyvae cuctem
OfHOHanpPaBIIEHHOro NOTOKa BO34yxa AOIMKHbI MCNONb30BaTbCH U3OKUHETUYECKNE Hacagkv ans otbopa npob.

14. (7) MNoaTeBepxaeHWe Knacca B 3KCNnyaTMpyeMoM COCTOSIHUM OOMYCTMMO NPOBOAUTbL BO Bpems paboTbl
unu Npu MogenuposaHum paboynx onepauun, UM NP HanonHEHUN nNuTaTenbHbIMKU cpegamu, Kak Toro Tpebyet
MOAEenupoBaHWe cuTyauuu, Mpu KOTOPOW UMWUTUPYIOTCA MpedenbHO JOoMycTUMble napaMeTpbl  BedeHUs
TEXHONOrM4ecKoro npolecca npu caMmbix HebnaronpuATHbIX hakTopax u ycnoBusix (ganee - HaMXyALMA cry4van)
<*>,

<*> CnpaBo4HO: YKa3aHus No NpOBEeAeHWI0 UCMbITaHWN ANS NOATBEPXAEHUS MOCTOSHHOMO COOTBETCTBUSA
3agaHHOMY knaccy 4ictoTel npusedeHbl B ctaHgapte FTOCT P UCO 14644-2 (EN ISO 14644-2).

IV. MOHATOPWHI YACTbIX MOMELLEHWA N YACTbLIX 30H

15. (8) Heobxognmo MpoBOAMTb TEKYLUMA MOHWUTOPWMHI YMCTbIX MOMELUEHUM U YUCTbIX 30H B NEpuoA WX
akcnnyaTtauun. Toukm oTbopa npob Ons TeKylwlero MOHMTOPUHra BbIOMpalOT Ha OCHOBE aHanm3a PUCKOB U
pe3ynbTaToB, NOYYEHHbIX NPW KNacCUPUKALUN YUCTbIX MOMELLEHWUI U (MNN) YUCTBIX 30H.

16. (9) Onsa 30H knacca A MOHUTOPUHI YacTul, OOIMKEeH MPOBOAUTLCHA HENpepbiBHO Ha BCEM MNPOTSXEHUU
KpuTuyeckoro mnpouecca, Bkmtoyaa cbopky obopygoBanus. [Npu Hapnexawem o060CHOBaHWMM WCKMOYEHME
COCTaBMAT NPOLECCHI C NPUMEHEHNEM 3arpsA3HAIOLLMX BELLECTB, KOTOPbIE MOTYT NOBPEAUTb CHETUMK YaCTUL, Unn
npencTaBnsiTb coO0OM ONAacHOCTb, B YACTHOCTU, XUBbIE OpPraHM3Mbl UMW paguornornyeckas onacHocTb. B Takux
crnyyasix MOHWUTOPWHI CrefdyeT OCyLecTBNATb BO BpeMsi 0OblYHLIX Onepauui no HacTpoike obopynoBaHUsA [0
MOMEHTa NosIBNEHNs1 pucka. Takke Heo6X0ANMO NPOBOANTL MOHUTOPUHT BO BPEMS MOAENUPOBaHMSA onepauuin. B
30Hax knacca A MOHUTOPUWHI OOJMKEH MPOBOAMTBCS C TAKOW 4YacTOTOW U npu Takom obbemMe oTOupaembix npob,
4TO6BI MOXHO ObINO 3adhMKCMPOBaThL BCE BMeLLATENbCTBA, Cry4YaliHble COObITUS 1 Nobble NOBPEXAEHUS CUCTEMBI,
a B Criyyae BblxO4a 3a npefgen npegynpexaeHus - NogHATb TpeBory. HenmocpeacTBEHHO B MeCTe HanosIHEHUS He
BCerga BO3MOXHO NPOAEMOHCTPUPOBATbL HU3KME YPOBHU YacTuy pasmepoM = 5,0 MKM B npouecce HamnomnHeHus
n3-3a o6pasoBaHMsa YacTuL, UK Kanesnb M3 Camoro NpoaykTa.

17. (10) PekomeHayeTcs, 4Tobbl Takas e cucteMa NnpumeHsinacb Ans 30H knacca B, xoTa yactota otbopa
npo®6 MOXeT OblTb MeHblen. BaXHOCTb CUCTEMbI MOHWUTOPUHrA 4YacTul, [JOIPkHa ObiTb onpeaeneHa
AP PeKTUBHOCTLIO pasfeneHus Mexay pacrnofioXeHHbIMU psaoM 3oHamu knaccoB A u B. B 3oHax knacca B
MOHWUTOPWHI JOMMKEH MPOBOAUTLCA C TAKOW YacTOTOW U COOTBETCTBYOLMUM 06BbEMOM OoTOMpaemblx nNpod, 4TOObI
MOXHO ObINo 3aduKCUpoBaTb M3MEHEHWS YPOBHSI KOHTaMuHauuu 1 nobble yxyaleHuss paboTbl CUCTEMBbI, a B
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cny4yae BbIXoa 3a YpPOBEHb TPEBOMM MOXHO ObIfo Obl NPUHATL SKCTPEHHbBIE MEpbI.

18. (11) CnucteMbl MOHUTOPUHIa adpPO30SIbHbBIX YaCTUL, MOFYT COCTOATb M3 HE3ABUCUMbIX CHETYMKOB YacTuL,
N3 CMCTEMbI NOCNeaoBaTeNnbHO PACNONOXEHHbIX ToYek oTbopa Npob, npucoeauHEHHbIX Tpy6oNpoBoAOM K OQHOMY
CYETUMKY 4YacTul, unm obbeauHATb 3T ABa noaxoaa. [pu BbibOpe CUCTEM KOHTPONSA AOMKHbI YYUTbIBATLCHA
TpeboBaHusa Kk pasamepam yacTtuu. [py ncnonb3oBaHMK yganeHHbIx cuctem otbopa npob HeobxoauMOo yunTbiBaThb
ONvHy TpyboK M paguycbl M3rMboB TpyOOK C y4eTOM BO3MOXHOCTW ocedaHus yactuy B Tpybkax. Npu BbiOOpe
CUCTEMbI MOHUTOPMHIra HEOOXOAMMO TaKkKe y4YUTbIBaThb MOOON PUCK, UCXOAALMIA OT Marepuarnos, UCMOMNb3yEeMbIX B
TEXHOMNOrMYEeCKOM MpoLecce, Hanpumep, HanMyne >XUBbIX MUKPOOPraHN3MOB MITM PaAVNOAKTUBHBIX NIEKAPCTBEHHbIX
npenapaTos.

19. (12) MNMpwn ncnonb3oBaHNN aBTOMATU3MPOBAHHOM CUCTEMbI TEKYLLLEFO MOHUTOPMHIa 06bemM Npod 3aBUCKUT,
Kak npaBuno, oT ckopocTn otbopa npob ncnonssyemomn cuctembl. O6bem Npod Npu TekyLeM MOHUTOPUHIE MOXET
oTnuyaTtbest oT o6bema Npobd npu NpoBeAeHUN KBanM@UKaLmm YNCTbIX NOMELLEHUIA U YNCTbIX 30H.

20. (13) B 30oHax knacca A n B MOHWUTOPUHI KOHLEHTpaumMm YacTuy, pasmepom = 5.0 MKM nmeet ocoboe
3Ha4yeHue, TMOCKONbKY 9TO SABNAETCH BaXHbIM MHCTPYMEHTOM OWArHOCTUKM AONA  paHHEro BbISIBNEHUS
HecooTBeTCTBUA. MIHOrga nokasatenu KonmMyecTsa yactuy pasmepoMm = 5.0 MKM MOryT ObiTb OLIMOOYHEIMU 13-3a
3NEKTPOHHOrO LWyMa, NOCTOPOHHEro CBeTa, CNydYamHOoro credeHus obcToaTensCcTB n npoudnx haktopoB. OgHako
€Cnn CYETYMK nocrefoBaTeNlbHO U CUCTEMATMYECKN PErMcTpupyeT mMarnoe 4MCcno 4acTuu, TO 3TO yKasbiBaeT Ha
BO3MOXHOCTb KOHTaMUHaLUun, 4To TpebyeT paccnegoBaHus. Takue cnydyam MoryT 3abnaroBpeMeHHO ykasbiBaTb Ha
HENCNPaBHOCTb CUCTEMbI BEHTUMNSALMM U KOHOULMOHUPOBAHUS, YCTAHOBKN HAMOSIHEHUS UMX CBUOETENbCTBOBATL O
HapyLLUEeHMM NpaBun BO BpeMs Hanazku obopynoBaHms Unv ero aKcniyataumu.

21. (14) JonycTumoe KONMYecTBO YacTwLl AONS OCHALLEHHOrO COCTOSIHWSA, yKaszaHHOe B Tabnuvue, OOIMKHO
JoCTUratbCs Nocrne KOpOoTKOro nepumoga OYUCTKM NPOAOIDKUTENbHOCTBI0 15 - 20 MUHYT (HOpMaTUBHOE 3HAYeEHUE)
npu OTCYTCTBMU NepcoHarna nocrie 3aBepLlieHns paboTol.

22. (15) MoHutopuHr 3oH knacca C m D B akcnnyaTMpyeMOM COCTOSIHUM [OJDKEH OCYLLECTBNSATLCS B
COOTBETCTBMU C MpUHUMNAMKU YNpaBfieHUs puckamm Onsd KadectBa. TpeboBaHWSI K YPOBHIO TPEBOMM U YPOBHIO
aenctenst OyayT 3aBMCETb OT XapakTepa BbINOMHAEMbIX onepauui, ogHako B NOOOM crydae AOIMKHO ObITb
OOCTUTHYTO pEKOMEHA0BAHHOE 3Ha4YeHme "nepmoaa O4ncTkm".

23. (16) Opyrue nokasatenwu, Takme Kak Temnepartypa u OTHOCUTENbHAas BNAXHOCTb, 3aBMUCAT OT NPOAYKLUY 1
XapakTepa BbINOMHAEMbIX onepaumi. 3T napameTpbl HEe AOMKHbI BIMATb Ha YCTAHOBMEHHblIE HOPMAaTUBbI
YUCTOTHI.

24. (17) lMpumepbl onepauun, KOTOpble crnegyeT BbIMNOMHATb B 30HaX C pasHbIMU Kaccamu YUCTOTHI,
npueeneHbl B Tabnuue N 2, a Takke B NyHkTax 35 - 42 HacToswero MpunoxeHust.

Tabnuua N 2
Knacc MpumMepbl onepauni Ang npoayKumm, noanexatlien uHULLIHOM cTepunmaanmm (NyHkTbl 35 -
37 HacTogwero MpunoxeHus)
A HanonHeHue npoayKumn, KOTOPYIO HENb3A NoABEPraTb PUCKY KOHTaMUHaLUK
C MpuroToBneHme pacTBOpPOB, KOTOPbIE HENB3A NOoABepraTe PUCKY KOHTAMUHALMK. HanonHeHne
npoayKuum
D lMpurotoBneHne pacTBOPOB M MOArOTOBKA NEPBUYHOM YNAKOBKW, MaTtepuarnos ans

nocrneayoLLero HanonHeHus

Knacc Mpumepbl onepaunii AN NPUroToBMEHUS B aCenTUYeCKUX YCrnoBusax (MyHKTbl 38 - 42
HacTosLero MNMpunoxeHus)

A AcenTunyeckoe NpuUroToBrieHne N HanonHeHne
C MpuroToBneHne pacTBOpoOB, Nognexalimx punbTpaunm
D Onepauun ¢ maTepuanamMmm Nocrne MowKm
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25. (18) Tlpu BbINOMHEHWM aCENTMYECKMX MPOLLECCOB  HEeobOXOAMMO  MOCTOSIHHO — MPOBOAUTb
MUKPOBMOMNOrnMYeCKMin MOHUTOPUHI C UCMONb30BaHUEM CEAMMEHTALMOHHOINO U acnMpaunoHHOro MmeToaoBs otbopa
npo6 Bo3ayxa, otbopa Npob ¢ MOBEPXHOCTENM METOAOM CMbIBOB TaMMOHOM W C UCMOSb30BaHUEM KOHTAKTHbIX
nnactuH. Metogel oTbopa npob, Mcnonb3yemble B IKCMIyaTUPYEMOM COCTOSHUW, HE AOSMKHbl HAHOCWUTb Bpen
3awmTe 30Hbl. Pe3ynbTaTbl MOHUTOPUHIA AOMKHbI YYUTLIBATBCA MpU NpoBedeHun ob3opa JOCbe Ha cepuo Ongd
BblJayn paspeLleHnst Ha BbIMyCK rOTOBOM Mpoaykumu. lNocne BbINOMHEHUS KPUTUYECKUX onepauuin Heobxoanmo
NMPOBOAWTbL MOHUTOPMHI MOBEPXHOCTEW W nepcoHana. Takke [OIPKeH MpoBOAUTBCA  OOMONHUTENbHbIN
MUKPOBUOMNOrM4eCKkUin MOHUTOPUHT BHE TEXHOMOrMYEeCcKoro mpouecca, B 4YacTHOCTM, Nocrne Banuaauun CUCTEM,
OYNCTKU U Ae3nHGEKUMM.

26. (19) PekomeHayemble npegenbl NpY  MUKPOOMOMOrMYECKOM  MOHUTOPUHIE YUCTBIX 30H B
3KCnnyaTMpyemMom CoCTOsiHUM npuBeaeHsbl B Tabnuue N 3.

Tabnuua N 3
Knacc PekomeHayemble npeaernsl MUKPOOHON KOHTaMuHauum (a)
B Bo3ayxe, CeagvmMeHTaums Ha KoHTakTHble nnacTnHbl | OTnevaTok nepyatku (5
KOE/ky6. m yawky gmameTtpom 90 anameTpom 55 mm, nanbues), KOE/nepyatka
MM, KOE 3a 4 4 (b) KOE/nnactuHa
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
MpumeyvaHwue:
(a) MNpuBegeHbl cpeaHne 3HayYeHus.
(b) OToenbHble NNACTUHBI ANs ceAUMEeHTaunM MOryT SKCMOHUPOBaTbCA MeHee 4 4acos.

27. (20) Mo pesynbTataM MOHWUTOPMHIa 4YacTul, W MWKPOOPraHM3MOB [AOSKHbl ObiTb YCTaHOBMEHbI
COOTBETCTBYHOLUME Npedenbl: ypoBEHb TPEBOMM 1 ypOBEHb AEeNCTBMA. B onepaumoHHbIX npoueaypax AOMMKHbI ObiTb
onuncaHbl KOPPEKTUPYOLLMEe AENCTBUSA B CryYae NpeBbILLEeHNs 3TUX Npeaeros.

V. N30NNPYIOWAA TEXHOJIOMNA

28. (21) Wcnonb3oBaHne u3onupyolen TEXHOMNOrMM CBOAUT K MUHMMYMY BMeLLATENbCTBO YerioBeka B
NMPOU3BOACTBEHHBIX 30HaX, B pe3ynbTaTe Yero 3HAYUTENbHO CHWKAeTCA PUCK MUKPOOHOM KOHTaMUHaLMK
NpoAYyKUMN, NPOU3BEAEHHON B aCENTUYECKNX YCIOBUSAX, U3 NPOM3BOACTBEHHOM cpefdbl. CyllecTByeT MHOMO TUMOB
N30MATOPOB M MepedaToYHbIX YCTPOWCTB. M30MATOp M ero KOMMMEKTYyloWwue AOMKHbl OblTb CKOHCTPYMPOBAHbI
Takum ob6pasom, 4ToObl B COOTBETCTBYHOLLIEN 30HE 0OecneunBanocb Heobxoanmoe Ka4yecTBo Bo3ayxa. Msonatopsl,
M3roTOBMEHHbIE M3 pasHblX MaTepuanos, B OOMblIeNn WM MeHbLIEN CTeneHun NOoOBEPXKEHbl MOBPEXAEHUIO
nsonauum n pasrepmeTusaumn. NepegatovHbie yCTPOWCTBA MOTYT ObITb PasHbIMU: OT KOHCTPYKUMIA C OAMHAPHON
UnN1 ABOWHON OBEPbLIO A0 MOMHOCTBI FrEPMETU3NPOBAHHBIX CUCTEM, BKITHOYAOLLMX YCTPOWUCTBA ANs CTepunmM3auun.

29. (22) MNepepaya maTepuanoB BHYTPb W HapyXy u3onaTopa SABMASETCS OOHWM M3 camblX OO0mnbLUnX
NnoTeHUMarnbHbIX UCTOYHUKOB KOHTaMUHaLMK. OObIYHO NPOCTPAHCTBO BHYTPU M30MATOpa ABMSETCS OrpaHU4eHHON
30HOW ONs NpoBeAeHWs onepaunin, NpeacTaBnsoLWLUX BbICOKME PUCKU ONS KayecTBa npoAaykuuun. B To xe Bpems
JonyckaeTcsi, YTo B paboyel 30He BCeX TaKMX YCTPONCTB MOXET OTCYTCTBOBATb JTAMUHAPHLIMA NMOTOK BO3A4yXa.

30. (23) TpeboBaHus K 4MCTOTE BO34yxa B Cpefe, OKPYXKaloLen M3oNsaTop, 3aBUCAT OT KOHCTPYKLUK
n3onaTopa W ero HasHayeHus. YnctoTy 3TOM cpefdbl HEOOXOOUMO KOHTPONMMpOBaTb, M AMNS aCEenTUYEeCKOro
Npoun3BoACTBa OHa A0SMKHA COOTBETCTBOBATb, MO KpanHen Mmepe, Knaccy 4mctoTbl D.

31. (24) N3onaTtopbl MOryT ObiTh BBEAEHbI B 3KCMfyaTauuto TOMbKO NOCHe NPOBEAEeHUss COOTBETCTBYHOLLEN
Banugauun. Banngaumsa gomkHa yuntbliBaTb BCE KPUTMYECKUE PAKTOPbl M3ONMPYIOLLEN TEXHOMOMUN, B YaCTHOCTN,
KayecTBO BO3[yXa BHYTPU U CHapyxu M3onaTopa, Nopsaok Ae3nHdekumu mnsonstopa, npouecchbl nepefavv u
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LLeNIoCTHOCTb N3onsTopa.
32. (25) Heobxogmmo npoBOAWTL HenpepbiBHbI MOHUTOPWHE, BKMOYaWmMn B ceba yacTble UCMbITaHUS
repMeTMYHOCTU U30NATOpa M y3noB "nepyaTtku - pykasa".

VI. TEXHOJIOI'MNA "BblAYBAHWE - HAMONHEHWE - TEPMETU3ALINA"

33. (26) YcTponcTBO "BbloyBaHME - HaMosiHEHWE - repmeTu3auus” npeacTaBnsieT cobon yCTPOWCTBO
cneumanbHOW KOHCTPYKUWMM, rAe B OAHOM aBTOMAaTUYECKOM KOMMIIEKCE B TEYEHWEe OOHOr0 HenpepbiBHOIO
TEXHOMOrMYECKOro LUMKNa M3 TepMOMIacTUYHOro rpaHyndta (OPMUPYIOTCS YNakoBKW, KOTOPbIE HAamOMHSKTCH
NPOOYKTOM W repMeTM3NpPYTCA. YCTPOWUCTBO "BblAyBaHWE - HaMOSIHEHME - repmeTu3aums”, Ucrnosfb3yemoe B
acenTMYecKOM MNPOU3BOACTBE M MMelollee 30HY knacca A ¢ 9dEKTMBHbIM MOTOKOM BO34yxa, MOXeT ObiTb
yCTaHOBMEHO, NO KpamHen Mepe, B 30He krnacca C npu yCrnoBun UCNOMb30BaHUA oaexabl, NPUMEHAEMON B 30HaxX
ans knaccos A u (mnn) B. lMpousBoacTBeHHass cpeda B OCHALLEHHOM COCTOSIHUWM OOfKHa COOTBETCTBOBaTb
YCTaAHOBMEHHbIM HOPMaTUBaM MO YacTuluaM U MUKPOOPraHM3Mam, a B SKCMIyaTUPyeMOM COCTOSIHUM - TOMbKO MO
MUKpOOpraHnamam. YCTpOMCTBO "BbiAyBaHWe - HamnofHeHue - repmetusauus”, ncnonb3yemoe B MpousBoacTBE
nNpoAyKuun, noanexaiien GUHULLIHON CTEPMNM3aumnmn, JOMKHO YCTaHaBNMBATLCS, MO KpanHen mepe, B 30HE Kracca
D.

34. (27) YuutbiBass 0cO6EHHOCTM yKa3aHHOWM TEXHONOrMM, Heobxoammo obpallate ocoboe BHMMaHME Ha:

KOHCTPYKLMIO U KBanndukaLmo od6opynoBaHus;

Banvaauuio U BOCNpoM3BOAMMOCTb NPOLLECCOB "ouncTKa Ha MecTe" n "ctepunusaums Ha mecte";

NPOCTPAHCTBO YMUCTOrO NMOMELLEHMS, KOTOPOE SBNSIETCA NPOM3BOACTBEHHOW CPeaov Anst pa3MeLLEHHOro Tam
obopynoBaHus;

obyyeHune onepaTopoB 1 UX OAeXAY;

AENCTBNS B KPUTMYECKOM 30He obopyaoBaHWs, BKIOYas BbIMNOMHEHWE MNOACOeAVMHEHUA u cOOpkM B
acenTnUYecKnxX yCroBmsaxX 4O Havana HanosrHeHus.

VII. MPOAYKLWA, MOABEPITAEMAA ®UHWLLIHOW CTEPUNN3ALIN

35. (28) TllogroToBka KOMMOHEHTOB MEPBUYHOM YMAKOBKM W OpPYrux MartepuanoB W MNPOU3BOACTBO
GonbLUMHCTBA BUAOB NPOAYKLUM OOIMKHBI MPOBOAUTLCSA B NMPOM3BOACTBEHHOW cpefe, No KpanHen mepe, knacca D,
4yTOObl 0bOecnednTb [OCTAaTOMHO HU3KUA YPOBEHb PUCKOB KOHTAMUHALUMM 4YacTuuamum UM MUKPOOPraHv3mamu,
noaxoasawmi ona dounstTpauum n ctepunusaumm. Ecnu mmnkpobHas koHTaMuHauust NPeacTaBnsieT BbICOKUE UMM
0COBEHHbIE PUCKM ANst NPOAYKUUM (B YaCTHOCTU, KOrga NpOAYKUMS ABMSETCA XOPOLIEN NUTaTenbHON cpeaon Ans
pocTa MWKPOOpraHnsMoB nuMbo ee cTepunusauuu npegwecTsyeT ANUTENbHbIM Nepuog BpemeHu, nmbo
TEXHOMOrM4YeCckUn npouecc BedeTcs Mno OGonbler 4acTu B OTKPbITbIX E€MKOCTHAX), MpUroToBneHue cnegyet
OCyLecTBNATb B MPOU3BOACTBEHHOM cpeae knacca C.

36. (29) HanonHeHue npoayktamu, nognexawumm (UHULLIHOM CTepunmnsaumm, OOSDKHO NPOBOAUTLCS B
Npou3BOACTBEHHOW cpefe, No KpanHen mepe, knacca C.

37. (30) lNMpw NoBbILLEHHOM pUCKE KOHTaMUHALMKW NPOAYKTa OT NPOM3BOACTBEHHOWN Cpedbl, B YACTHOCTU, eCrnn
onepawun HanoNHEHNS MPOXOAAT MeANIEHHO MMM YNaKOBKM UMEIOT LUMPOKOE ropsio, uinn nx Heobxoammo gepxatb
OTKPbITbIMU BONIee HECKONMbKMX CEKYHA [0 repMeTu3alunn, HanosiHeEHNe AOMKHO NMPOBOAMTLCS B 30HE Knacca A ¢
OKpyxatoLlen cpefon, no kparvHen mepe, knacca C. lNMpurotoBneHve un ¢acoBky Ma3seun, KPpemoB, CYCMEH3UN U
aMynbcuii nepen UHULIHON cTepunu3aunein HeobxoauMo, Kak NpaBuo, OCYLLECTBNATb B MPOU3BOACTBEHHOW
cpege knacca C.

VIll. ACENTUYECKOE NMPOUNU3BOACTBO

38. (31) Onepauun ¢ KOMMOHEHTaMM NEPBUYHON YNAKOBKU U APYrUMU MatepuanaMmm nocrne MONKU OOIDKHbI
NPOBOAUTBLCS B MPOU3BOACTBEHHOW cpefe, No KpanHew mepe, knacca D. O6paboTky CTepunbHOrO MCXOOHOro
CblpbS W KOMMOHEHTOB, €CNM B JarnbHenWeM He npedycMOTpeHa CTepunu3aums unm  cTepunuaylouiasi
dunbTpaums, HeobxoonMO OCyLLECTBNSATL B pabo4elt 30He knacca A ¢ Npon3BoACTBEHHOM cpeon knacca B.

39. (32) [llpurotoBneHne pacTBOpPOB, KOTOpble B Xo4e TEeXHOMOrM4yeckoro npolecca nognexar
cTepunusylowen dunbTpauun, [OOMKHO NPOBOAMTLCA B MNpoM3BOACTBEHHOW cpede knacca C. Ecnwm
cTepunuaylowas guneTpaumsa He NpoBoAMTCS, TO NOArOTOBKAa MaTepuanos U MPOU3BOACTBO MPOAYKUMU JOMKHbI
ocyLecTBNATLCA B paboyen 30He kracca A ¢ NpoM3BOACTBEHHOW cpefon knacca B.

40. (33) ObpaboTKy M HanofnHeHne NPOAYKUUKN, NPUrOTOBIIEHHON B aCEMTUYECKUX YCINOBUSAX, HeobGXooumo
npoBoauTb B pabo4eli 30He krnacca A ¢ Npon3BOACTBEHHON cpenon knacca B.
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41. (34) MNMepepayy (TPaAHCNOPTUPOBKY) HE OKOHYaTENBHO YKYNOPEHHbIX NEPBUYHBLIX YNAKOBOK C NPOAYKLUUEN,
Hanpumep, NMoUNU3NPOBaHHOW, OO0 3aBEPLUEHUS Npouecca YKYnopkn HEOBXOAMMO OCYLUECTBASATbL UMW B 30HE
Knacca A, HaxogsLlencsa B Npou3BOACTBEHHON cpefe knacca B, nnu B repMeTudHbIX NepeaaToyHbIX KOHTEeHepax
B NPOU3BOACTBEHHON cpefe knacca B.

42. (35) MNMpuroToBrneHMe 1 HanNorHEHNE CTEPUSIbHLIX Ma3en, KPEMOB, CYCMEH3UA 1 3MyNbCuin Heobxoammo
OCYLLECTBNATL B 30HE Krnacca A, HaxodsLwencs B Mpou3BOACTBEHHOM cpefe knacca B, ecnv npoaykuusa HaxoguTcs
B OTKPbITbIX EMKOCTAX U B AanbHENLEeM He NOABEPraeTcs CTepunmaytowen dounstTpaumn.

IX. MEPCOHAI

43. (36) B umucTbix 30Hax QONycKaeTcs HaxOXAeHWe TOMbKO MUHWMAanbHO HeobXxoAMMOro Konm4ecTsa
nepcoHana, 4To oCobeHHO BaXKHO ONA acenTM4ecKoro npounssoAcTea. [1poBepkn n KOHTPOSbHbIE onepauun, npu
HanMunM BO3MOXHOCTW, CriedyeT NpoBOANTb, HAXOAACH 3a NpeaenamMmn YMCTbIX 30H.

44. (37) Becb nepcoHan (B TOM 4Yucre MepcoHan, 3aHATbI OYMCTKOW U TEXHUYECKUM OBChyXuBaHWEM),
paboTaloWwuin B TakMx 30HaxX, QOOJKEH MpoXoauTb perynspHoe obyyeHne MO BOMpocaM Haanexalero
Npou3BOACTBa CTEPUIbHOM MPOAYKUMUW, BKITOYAs BONPOCH! FTMIMeHbl U OCHOBbI MUKpobuonormun. Ecnu cywecteyet
Heob6X04MMOCTb TOrO, YTOObl MOCTOPOHHME NWLA, HE MpOoLUeALIe Takoro odyyeHus (Hanpumep, paboTatoLwme no
OOroBOpYy CTPOWUTENM UMW Hanag4yukm obopyaoBaHWs), HAaXOAUNUCh B YMCTOM MOMELLEHUW, TO yKal3aHHble nvua
OOIMKHbI MPONTU NOAPOOHBIA UHCTPYKTaX M 3@ HAMU LOIDKHO OblTh YCTAHOBIIEHO CTPOroe HabnwgeHue.

45. (38) Bxog B 30HbI CTEPUNBHOIO NPOM3BOACTBA NEPCOHana, paboTatoLLEro C CbIpbeM U3 TKAHEN XXMBOTHbIX
UNn KynbTypamy MWKPOOPraHW3MOB, KOTOpble HE MWCMONb3ylTCA B TEeKylemM TEeXHOJOrM4eckoM npotecce,
AonyckaeTcsi TONbKO B Criyyae, ecnv nepcoHan cobnogaeT ycTaHOBNEHHbIE NpoLeaypbl B OTHOLIEHMW BXOAA.

46. (39) HeobxoomMmo BbINOMHATbL TPebOOBaHUA K NMYHOW TrUrMeHe u uvuctote. [lepcoHan, 3aHsTbIN B
NPOU3BOACTBE CTEPWUIbHBIX NIEKapCTBEHHbIX CPeacTB, OOMKEH OblTb MPOUHCTPYKTUMPOBAH O TOM, YTO OH 0bs3aH
coobwaTte o0 nobbix O6CTOATENBLCTBAX, KOTOpble MOryT ObiTb MPUYMHOW PacnpOCTPaHEHUs HegonyCTUMbIX
KOnmM4ecTBa MM BMOOB KOHTAMWHAHTOB; MPU BO3HWKHOBEHMM Takux 06CTOATENbCTB HEOOXOAMMBI Nepnoanyeckme
MeOMUMHCKME OCMOTPbl COTPYAHUKOB. [encTBus, KoTopble HEOBXOAMMO NPeAnpUHSATL B OTHOLLIEHUWM NepcoHana,
KOTOPbIN MOXET CTaTb UCTOYHUKOM MUKPOOHOW KOHTaMWHALMK, OOJPKHBI ONPeaensaTbCcs CnelmanbHO HasHauYeHHbIM
nvuoM, obnagarwmum Heo6X0AUMBIMM MOSTHOMOYUSIMMU.

47. (40) B 4ncTbix 30HaxX 3anpelaeTcs HOCUTb HapyyHble 4acbl U OBENUPHbIE YKpalUeHUs, a Takke
NCMNomnb30BaTb KOCMETUKY.

48. (41) MNepeopeBaTbCAd M MbITbCS HEOOXOAMMO B COOTBETCTBUMU C YTBEPKAEHHLIMU MPOM3BOAMTENEM
WHCTPYKUUSIMUK, pa3paboTaHHbIMK TakuMm obpas3om, 4Tobbl CBECTU K MUHUMYMY PUCK KOHTaMUHaLMKU oAexabl ANns
paboTbl B YNCTbIX 30HAX UMW BHECEHNS KOHTaMWHAHTOB B YMCTbIE 30HbI.

49. (42) Opexaa v ee Ka4yeCTBO AOMKHbI COOTBETCTBOBAaTb TEXHOMOMMYECKOMY NPOLIECCy 1 Kraccy pabouyen
30HbIl. Ee HyXHO HOCKTb Tak, 4ToObl 06ecnevnTb 3aLmTy NPOAYKLUN OT KOHTaMUHaLUN.

50. (43) OnucaHue HeobxooUMON oaeXabl ANS KaXO0ro Krnacca YMCTOThbl MOMELLEHMI NPUBEAEHO HUXKE:!

knacc D: Bonocel, a Takke 6opoga u ycbl (MpU HanmMyMM) OOMKHbI BbITb 3aKkpbiThl. HeobxoaMMo HocuTb
OObIYHbIN 3aLLMTHBIN KOCTIOM Y COOTBETCTBYIOLLYIO 00yBb nnu 6axunbl. [omkHbl BbITb NPUHATLI COOTBETCTBYHOLLME
Mepbl 4N NpeJoTBpaLLeHnst Mobov KOHTaMUHALMW YACTON 30HbI U3BHE;

knacc C: Bonockl, a Takke 6opoga v ycbl (Mpy MX HANM4YUMKU) OOIMKHbI ObITb 3akpbITbl. HE0OX0AMMO HOCUTL
KOMOWHE30H MM GPHOYHbIA KOCTIOM, MAOTHO obGnerarwmin 3anscTbsd U MMEKLUA BbICOKMN BOPOTHUK, a Takke
COOTBETCTBYHOLLYI0 00yBb Unn 6axmnbl. OT ogexabl u 00yBM NPaKTUYECKM HE OOSMKHbI OTAENATLCS BOSIOKHA MMM
YacTuubl;

knacc A/B: ronosHow ybop OOSKEH MONHOCTbIO 3akpbiBaTb BOMOCHI, a Takke 6Gopogy v ycbl (Mpu ux
HamMuuM), n porkeH ObiTb BCTaBNeH B BOPOTHWK KOCTIOMA, Ha nuue HeobXOAMMO HOCUTb Macky Ans
npegoTBpalleHnss pacnpoCTpaHeHust kanenek. Takwke HeobXxoAMMO HOCWMTb COOTBETCTBYHOLMM 06pa3om
NPOCTEPUMN30BaHHbIE M HEONyApPEHHbIE PE3VMHOBbIE UMW MMAacTMKOBbIE MEepYaTKM U MPOCTEPUNTM3OBAHHYIO UMK
nNpoae3nHMULMPOBaHHYI0 00yBb. HwKHME Kpas WTaHuH OOIMKHbI ObITb 3anpaBnieHbl BHYTpb 0OyBM, a pykaBa
ogexapl - B nepyaTtkn. 3awmTHasa ogexaa NpakTU4eckn He OOMKHa BblOENATb BOMOKOH MMM 4acTuy M OOIDKHa
3agepkMBaTb YacTULbl, OTAENAIOLWMECS OT Tena.

51. (44) YnuuHyio ofgexay 3anpellaeTtcs BHOCUTb B KOMHaTbl ONA MepeofeBaHud, KoTopble BedyT B
nometleHus knaccoB B u C. Kaxabin paboTHMK B 30He knacca A/B gormkeH ObiTb obecneyeH YMCTON CTEPUNBHOM
(MpoCTEPMM30BaAHHOM WX MpOLUEWEN COOTBETCTBYIOLLYIO CaHWTapHyl0 oBpaboTKy) 3allMTHOW ofexaow Ha
Kaxgyto pabouyto cmeHy. lNepyaTku BO Bpemsi paboTbl HEOOXOAMMO PperynsipHo AesnHduuyupoBatb. Macku u
nep4yaTky HeobxoaMMO MEHSATL, MO KpanHe Mepe, KaXayr CMEHY.

52. (45) Opgexay Onst YACTbIX NMOMELLEHMI HEOOXOAMMO ouunwaTh U obpabaTbiBaTb Takmm obpas3om, YTOObI

CtpaHuua 76 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

OHa BnocneacTBun He CcTaHoBUITacb I'Ipl/l‘-ll/lHOVI KOHTaMuMHauun. OTu onepauunn AOOIMXKHbl BbIMOJIHATLCA B
COOTBETCTBUM C YyTBEPXKAEHHbIMU NHCTPYKUNAMN. ,D,J'Iﬂ NOArOTOBKN TAKOW OAeXAbl KenaTtenbHO MMeTb OTAENbHbIE
npavye4yHble. Henpasmanaﬂ 06pa60TKa oaexabl noBpeXaaeT BOJIOKHA TKaHU, YTO yBenun4imBaeT PUCK OTAeNeHUA
YacTtuu,.

X. NOMELWEHWA

53. (46) B umcTbix 30Hax Bce OTKPbITblE MOBEPXHOCTU AOMMKHbI ObITb rMagkMMu, HENpoHUUaeMbiMU U
HenoBpeXaeHHbIMKN, YTOObl CBECTU K MUHMMYMY OOpa3oBaHWe M HaKoMMeHue 4acTul, UM MUKPOOPraHvM3MoB, a
TakKe No3BOMNSATb MHOTOKPATHO NPUMEHATb MOKOLLME U, NP HeOBX0ANMOCTU, Ae3NHMULMPYIOLLNE CPEACTBa.

54. (47) Ona yMeHbLUEHNSs HAKOMMEHUS Mbin 1 obnerdyeHns ybopkn B NOMELLEHUSX HE AOIMKHO ObiTb He
NOAAaIOLNXCH OYUCTKE YriyBneHuin n JOMKHO BbiTb Kak MOXHO MEHbLUE BbICTYNALWMX Kpaes, MOIoK, WKadgos K1
obopynoBaHus. [Bepu [OOMKHbI OblTb CKOHCTPyMpoBaHbl 6e3  yrnybneHun, HeQOCTYNHbIX ANS  OYUCTKW,
NCMNonb30BaTb pa3aBuMXXHbIE ABEPU HEXENATENBHO.

55. (48) lMogBecHble NOTOMKM AOMKHbI OblTb FEPMETUYHBIMKM C Lenbl npegoTBpalleHns nonagaHus
KOHTaMWHaHTOB 13 NPOCTPaHCTBa Hag HUMM.

56. (49) MoHTax TpybonpoBodoB, BO3OyXOBOAOB M Apyroro obopynoBaHus HeobXoaMmo BbIMOMHSATL Tak,
YTOObI HE ObINO yrnyGneHnn n He3akpbITbIX OTBEPCTUI, a Takke OTCYTCTBOBANN NOBEPXHOCTU, HE AOCTYMHbIE AN
OYUCTKMN.

57. (50) 3anpelaeTcs ycTaHaBnvMBaTb PaKOBWMHbI M CNMBbI B 30Hax krnacca A u B, ucnonb3yembix ans
acenTuMdeckoro npoussoacTBa. B gpyrMx 3oHax HeobGxogumo npegycMmaTtpuBaTb paspbiB  CTPyM  Mexay
obopyaoBaHMeM M KaHanusauuoHHow Tpybon (BopoHkom). CTOKM B MOMy B YMCTbIX KOMHaTax C Gornee HU3Kum
KnacCcoM YMUCTOTbI AOIMKHbI BbITh 06ecneyeHbl cudoHamm unu rmgposaTeopamun Ans npegoTBpalleHms obpaTHoro
noToKa.

58. (51) KomHaTbl ans nepeogeBaHUs OOMMKHbI ObiTb CKOHCTPYMPOBAHbI Kak BO3AYLUHbIE LUMO3bl U AOIKHbI
ncnonb3oBaTbCs Ana obecnedveHns MPU3nYeckoro pasaeneHns pasHblx 3TanoB CMEHbl 04exabl U, TakuMm obpasom,
CBOAWNTb K MWHMMYMY KOHTaMMHALUMIO 3alMTHOW OAeXAbl MUKpoopraHuamamuv u yactuuamv. OHWM OOMKHbI
abdekTUBHO 0OTEKaTbCA OTUNBLTPOBAHHBIM BO34YXOM. 30Ha nepes BbIXOOOM W3 KOMHaTbl (MOMELLeHUs ) Ons
nepeogeBaHnsl B OCHALLEHHOM COCTOSIHUM LOIDKHA MMETb TOT XKe KIacC YMCTOTbl, YTO M 30HA, B KOTOPYI OHa
BefeT. B HekoTOpbIX cny4dyasx Anst BXOAa B YMCTble 30HbI M BbiIXo4a M3 HMX LienecoobpasHo MMeTb OTAeNbHbIe
KOMHaTbl (NOMeLLeHns) Ans nepeofeBaHus. Kak npaBuno, ycTponcTBa AN MbITbS PYK AOMKHbI ObITb TONBKO B
Hayane KOMHaT Anis nepeogeBaHus.

59. (52) Obe gBepw BO3QYLUHOrO LIM03a HE MOTYT ObITb OTKPbITbl OAHOBPEMEHHO. [N npegoTBpalleHus
O[HOBpPEMEHHOIO OTKpbiBaHWs Gonee ogHoM ABepu AorkHa paboTaTb GMOKMPOBOYHAs cuctema wnu cuctema
BM3yanbHOro v (Mnu) 3ByKOBOTO NpeaynpexaeHus.

60. (53) MNMogaya oThbMNbTPOBAHHOIO BO34yXa AOJPKHA NOAAEPXKMBaTL MONOXUTENbHBLIN Nepenag AaBneHus
OTHOCUTENbHO NPOU3BOACTBEHHbLIX 30H C Boree HWU3KMM Knaccom Mnpu Bcex paboumx ycnoBusX, a BO3OYLUHbINA
NOTOK AOMmKeH apdekTnBHO 06TekaTb 30HY. CMEXHbIE NOMELLEHNS C pa3HbIMU KriaccamMm YNCTOTbI AOMKHbI UMETb
pasHuuy B gaerneHun 10 - 15 lMa (HopmaTuBHoe 3HayeHune). Ocoboe BHUMaHWE cnefyeT yaensatb 3awuTe 30Hbl
HambonbLUNX PUCKOB AN KayecTBa NPOAYKUUN, TO ECTb MPOU3BOACTBEHHOW Cpeae, HeNOCPeACTBEHHOMY BIIUSHUIO
KOTOpOW NoABepraeTcsa NPOAYKLUMS UM OYMLLIEHHBIE KOMMOHEHTHI, KOHTaKTUpYLWUWe ¢ npoaykumen. [JonyckarTcs
pa3Hble BapuvaHTbl B OTHOLLEHWM MoJayvM Bo3dyxa W nepenaga OaBMeHUR, KOTopble MOryT notpeboBaTbesl M3-3a
NPUCYTCTBUSI HEKOTOPbIX MaTepuanos, B YaCTHOCTW, NATOMEHHbIX, BbICOKOTOKCUYHbIX, PAANOAKTUBHBIX UMK KUBbIX
BMPYCOB UNun GakTepuarnbHbIX MaTepuanoB, WM npenapaTtoB M3 HUX. NS HEKOTOpbIX onepauuin MoxeT ObiTb
HeobxoOoumMa AeKOHTaMUHaLMS NoMeLLeHnn 1 0bopyaoBaHusa n obpaboTka Bo3ayxa, yaaniemoro U3 YNCTOW 30HbI.

61. (54) HeobxoomMmo noaTBepAnTb, YTO HarnpaBieHWe BO34YLUHbIX NMOTOKOB HE MPEACTaBMsieT PUCKOB ONS
KOHTaMuvHauum npoaykta, B TOM 4Mcre criegyeT yooCTOBEPUTLCH, YTO B 30HY, MPeAcTaBnsiowyo Hanbonblime
PUCKM A58 Ka4ecTBa NpPoAyKTa, C BO3AYLUHbIM MOTOKOM HE NMOCTYNaloT YacTuLbl, MICTOYHUKaMM BblAENEeHNst KOTOPbIX
ABMSTCA 00CNyXMBaIOLLMI NepcoHar, BbINOMHAeMas onepaums nnm obopygoBaHue.

62. (55) JomkHa 6bITb NPegycMOTpeHa CUCTEMA aBapUAHOIO OMNoBeLLeHNsa 06 0TKase CUCTEMbI BEHTUIALUMN,
Ecnu pasHuua B OAaBneHMU Mexay [ABYMsi MOMELLEHMSIMU SBNSETCS KPUTUYHOW, MeXOy HUMW Heobxoammo
YCTaHOBUTb AaTyukK nepenaga gaBneHus. 3HavyeHus nepenaga gaBreHusl HEOOXOAMMO perynsipHoO 3anucbiBaTb
1N oPopMnsTb AOKYMEHTaNbHO UHBIM CNOCOBOM.

Xl. OBOPYJOBAHWE

63. (56) He ponyckaetcs, 4ToObl 4Yepe3 neperopoaky, OTAEeNnswLWy 30Hy knacca A wim B ot
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NpOM3BOACTBEHHOW 30HbI C HGonee HW3KOM YMCTOTOW BO3Ayxa, NPOXOAMNa fNeHTa KOHBeWepa, 3a UCKMYeHUEM
crnyyaeB, Korga cama feHTa MoABepraeTcsi HenpepbiBHOW cTepunu3aumm (Hanpumep, B CTEPUNN3aulUOHHOM
TYHHene).

64. (57) O6opygoBaHue, GUTUHIM (MecTa COeAuHEeHMs)) U 30Hbl OBCNYXUBaHUS pekoMeHayeTcs
NMpoeKkTMpoBaTb W YyCTaHaBnMBaTb TakuM obpa3om, 4ToObl paboTel ¢ obopygoBaHMEM, €ro TexHWYeckoe
obCcnyXvMBaHWE U PEMOHT MOXHO ObINTO NPOBOAUTL CHAPYXW YMCTOW 30HbI. Ecnn Heobxoguma cTepunu3aumsi, To
OHa JormkHa bbITb NpoBeAeHa Nocre MakCMMarbHO NoMnHoM cbopkm obopyaoBaHus.

65. (58) Ecnn TexHuueckoe obcnyxmBaHue o000pyaoBaHMsi ObiNlo NPOBEOEHO BHYTPUM YUCTOM 30HbLI U
HeobXx0oA4MMble HOPMbI YUCTOTHI U (MK) acenTUKM ObINn HapyLLeHbl BO BPeEMS 3TOM paboThl, TO 30Ha AOMKHa ObiTh
ouveHa, npogesvHduumpoBaHa u (unu) npoctepunusoBaHa (B 3aBMCMMOCTM OT TOro, YTO MNOAXOAWUT) A0
BO306HOBNEHMS npouecca.

66. (59) YcTtaHOoBKM AN MNOArOTOBKM BOAbI U CUCTEMbI €e pacnpepeneHvs cnefyeT NpPOEeKTMpoBaTh,
KOHCTPYMpOBaTb WM 3KCMnyaTupoBaTth Tak, 4Tobbl obecneunTb HagexHoe obecneveHne BogoV COOTBETCTBYHOLLENO
kadecTtBa. Wx Hemnb3s aSKkchnnyaTMpoBaTb CBEpX MPOEKTHOW MowHocTh. Boagy Ang wHbekuuin Heobxoammo
npou3BoauTb, XpaHWUTb W pacnpegensaTb TakuMm o6pas3om, 4ToObl MpegoTBpaTUTbL POCT  MUKPOOPraHW3MOB,
Hanpumep, 3a CHET ee NOCTOSAHHON LMPKynsauun npu temnepatype Boiwe 70 °C.

67. (60) Bce obopygoBaHue, Takoe Kak CTepunmnsaTopbl, cuctemMbl 06paboTkM n dunbTpaumm BO34yXa,
BO3QYLUHblE U ra3oBble UNbTPbI, CUCTEMbI 06PabOTKM, NOMYYEHUSA, XPaHEHNUSI U pacnpeneneHnsa BoAbl LOJDKHbI
nognexaTb BanuMaauum W NNaHOBOMY TEXHUYECKOMY OOCNyXMBaHWIO, a Ha WX MOBTOPHOE BBeAEHVE B
aKcnnyaTaumio JOIMKHO ObiTh BbIAAHO paspeLleHmne NuLoM, MMEHLWMM COOTBETCTBYIOLLME MOSTHOMOUUSI.

Xll. CAHUTAPHAA OBEPABOTKA

68. (61) CanutapHas oOpaboTka 4MCTbIX 30H WMeeT 0cobo BaxHOoe 3HaveHue. 30Hbl Heobxooumo
TWAaTeNbHO OYULLATb B COOTBETCTBUU C YTBEPXKAEHHOW NPOU3BOAMTENEM WMHCTPyKUuMen. B cnyyae npoBepeHus
Ae3nHEeKUMN OOMKHbI MPUMEHATLCA HECKONBbKO TUMOB AE3UHMUUMPYOLWMX CPeacTB. [1nsa BbISBNEHUS pas3BUTUS
PE3NCTEHTHbIX LUTAMMOB MUKPOOPraHnM3mMoB HEOOX0ANMO NPOBOAUTL PEryNsPHbIA KOHTPOSb.

69. (62) Mowwwne un pesvHbUUMpYOLIME cpeacTBa HEOOXOAMMO KOHTPOMNMPOBaTb B OTHOLUEHWUU
MUKpoBuonormyeckonm YncToTel. Mix pactBopbl HEOOXOAMMO AepXaTb B NpeaBapUTENbHO OYULLEHHBLIX KOHTENHEpax
(Tape) n XpaHUTb NULb Ha MPOTSXKEHWM YCTAHOBIIEHHbLIX CPOKOB, 3a MCKMOYEHMEM TEX pacTBOPOB, KOTOpble
npocTepunu3oBaHbl. Mowwwme n gesnmHduUuupyoLwme CpeacTea, ucrnornb3yemble B 3oHax knaccos A u B, nepeg
NCMNONb30BaHWEM LOIMKHbI ObITb CTEPUITBHBIMMN.

70. (63) Ona CHWXEeHUsT MUKPOOHOW KOHTaMuMHaUUW B HEAOCTYMHbIX MeCcTax MOXeT ObiTb nonesHa
dymuraumst YACTbIX 30H.

Xlll. TEXHONOMMYECKWMI NPOLIECC

71. (64) Ha Bcex cTagmsix Npou3BOACTBa, B TOM 4YMCMe Ha CTagusax, NpealecTBYHLMX cTepunusauuu,
Heo6xooMMO NPUHMMAaTL Mepbl, CBOAALLME K MUHUMYMY KOHTaMUHALUIO.

72. (65) Npon3BoaCTBO NEKapCTBEHHbIX CPEACTB MUKPOOMONOrMYECKOro NPOUCXOXAEHWUS UMW HaMNOSHEHNe
UMW B 30HaAX, UCMOMb3yeMbIX ONs MPOM3BOACTBA APYrUX NEeKapCTBEHHbIX CPeAcTB, He gonyckaeTcs. BakuuHbl,
cogepxawme ybuTble MUKPOOPraHuambl unu OakTepuanbHble 3KCTPaKkTbl, MOCMe WHaKTMBauum MoryT ObiTb
paccacoBaHbl B TEX XKE NMOMELLEHUSIX, YTO U OPYr1e CTEPUIbHbIE NIEKapCTBEHHbIE CpeaCTBa.

73. (66) Banupgauua npoueccoB, MNPOBOAMMBIX B acenTUYECKMX YCMOBUAX, [OIKHA BKMOYaTb
MOZENMpOoBaHNE MNpoLiecca C UCMOMb3OBaHMEM MUTATENbHOW cpefbl (HaMOfIHEHWE NUTaTEeNbHbIMU cpedami).
MuTaTenbHyto cpefy HeobxooMMoO BbIOMpATh C Y4ETOM JleKapCTBEHHOW hOpMbl NIEKAPCTBEHHOrO npenapara, a
TaKkKe CEeNeKTMBHOCTU, NPO3PaYHOCTUN, KOHLEHTPALUN 1 MPUrogHOCTM NUTATENbHON cpeapbl ANs cTepunusaummn.

74. (67) MogenvpoBaHue npouecca [OIMKHO Haubonee TOYHO WMWUTMPOBATb CEPUMHBIA  Mpouecc
acenTU4eckoro mNpPOu3BOACTBA WM BKMoYaTb B Cebsi ero nocnegoBaTeslbHble KPUTUMYECKME CcTaguu. Takke
HeobXoOMMO y4MTbIBaTb pPa3fuyHble BMeLlaTeNnbCTBa, KOTOPble MOryT BO3HUKHYTb BO BpeMsi OObIYHOro
NPOn3BOACTBEHHOIO MpOLecca, a Takke CUTyaummn "Hauxyguero cryyas”.

75. (68) MopgenupoBaHMe npouecca MpuM NepBOHaYanbHOW Banuiauuu [OMKHO BKNOYaTb TpwU
nocrneaoBaTenbHbIX YOOBNETBOPUTENBHbLIX MCNbITAHUS 0N KaXJoW CMeHbl onepaTtopoB. B pganbHenwem umx
Heob6X04MMO MOBTOPATbL Yepe3 YCTaHOBIEHHbIE MPOMEXYTKM BPEMEHU, @ Takke Mnocre foboro cywecTBEHHOrO
N3MEHEHNSI B CUCTEME BEHTUMALUN U KOHAMLMOHMPOBaHUS BO3ayXa, B 000pyA0BaHNM, MpoLECCe UMK KoNnyecTee
cMeH. MogenvpytoLme npoLecc UcMbiTaHWsA JOJMKHBI NOBTOPSATLCS ABaXAbl B rog AN KaX40W CMEHbI OnepaTopoB
N Ka)xgoro npouecca.
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76. (69) KonuuecTtBo KOHTENHEPOB (NEPBMYHBIX YNAKOBOK), NpeAHa3HayeHHbIX Ans (pacoBKM nuUTaTenbHbIX
cped, AOMKHO ObiTb AOCTaTOMHbIM, 4TOBbI OBecneynTb OOCTOBEPHYIO OUeHKy. B cnyvae Hebonblimx cepui
KONMMYEeCTBO KOHTEMHEPOB Ans hacoBKW NUTaTENbHLIX Cped AOMKHO, Kak MWMHUMYM, COOTBETCTBOBATb pasMepy
cepuv npogykumn. HeobxoaMmo CTpemMuTbCs K OTCYTCTBUIO pOCTa MUKPOOPraHM3MoB, MpuM 3TOM Moanexart
NMPUMEHEHWIO CNeayIoLLMe HOPMbI:

a) ecnu HanonHanu meHee 5 000 eavHWL NPOAYKUMW, HE OOIMKHO OblTb HWM OOHOW KOHTaMWHUPOBAHHOM
eavHUUbI;

©0) ecnu HanonHsanm ot 5 000 go 10 000 eanHML NpoayKUMK, TO:

ogHa (1) KOHTaMMHMpOBaHHas eAuHMLA SBNSETCH OCHOBaHMEM AN paccrefoBaHUs MPUYMH U NOBTOPHOM
dacoBku nUTaTEnNbHLIX CPes;

ABe (2) KOHTaMWHWPOBAHHbIE eQUHWLbI - NPOBOAUTCH paccrnefoBaHue NPUYMH 1 MOBTOPHasA Banuaauus;

B) ecnn HanonHAnm ceeiwe 10 000 egmHuy, TO:

ofHa (1) KOHTaMUHMPOBaHHAas eauHULAa ABMSAETCS OCHOBaHWEM AN paccrnefoBaHns NPpUYnH;

ABe (2) KOHTaMWUHWPOBAaHHbIE eQUHWLbI - NPOBOAUTCH paccnefoBaHue NPUYMH 1 MOBTOPHAsA Banvaauus.

77. (70) lMpu nobom Konm4ecTBe MEpPBUYHBIX YNAKOBOK C NUTaTeNbHOW Cpedon nepuoguyveckue criyyau
0BHapyXeHns MUKPOBHOM KOHTaMMHALMM MOTYT yKasblBaTb Ha Hanmyne HebOoMNbLUMX YPOBHEN KOHTAMUHAHTOB, YTO
JOIMKHO ObITb paccnegoBaHo. [py OBOHApYXeHWM 3HAYUTENbHOW MMUKPODHOM KOHTaMMHauuMnm Heobxoaumo
paccMoTpeTb BO3MOXHOE BMMSHWE Ha CTEePWNbHOCTb CEpWUi, BbIMYLEHHbIX MOCne MNpOBeAeHUs MNOoCneaHuX
yCNeLHbIX UCMbITaHWUIM C HAaNONTHEHNEM NUTaTENbHbIMU CPedamMu.

78. (71) Heobxogumo obecneunTb ycrnoBusl, Mpu KOTOpbIX niobas Banupauus He co3gaeT puck And
TEXHONOrMYeCcKnx NpoLEeCcoB.

79. (72) WctouHukn BogocHabxeHws, obopyooBaHve ANA NOATrOTOBKM BOAblI M NPUrOTOBMEHHas BoAa
nognexaT perynsapHOMYy MOHWUTOPUHIY Ha HanuumMe XMMUYECKUX M OBMONorMyeckux KOHTaMWMHAHTOB U B
HeobXOoAMMbIX Cnyvasx Ha OSHAOTOKCMHbI. PesynbTaTbl MOHMTOPMHra M NOBbIX NPeanpuHATbIX  AeNCTBUN
Heobx0AMMO 0POPMIATL JOKYMEHTANbHO.

80. (73) B uucTbix 30Hax, ocobeHHO B xode mnpoLecca acenTUyeckoro MpOu3BOACTBA, AEATENbHOCTb
nepcoHana AomkHa 6blTb MMHUManNbLHOW, a ero nepeasnXkeHne AOMKHO ObiTb pasMepeHHbIM U KOHTPONMPYEMbIM
BO u3bexaHve un3ObITOYHOrO BblOENEHMA YacTul W MUKPOOPraHM3MOB, OOYCMOBMEHHOIO MOBbILLIEHHOMW
ABUraTenbHON aKTUBHOCTbIO. TemnepaTypa 1 BAaXXHOCTb OKpYXatoLen cpeibl A0IMKHbI ObITb HE OYEHb BbICOKMMMU,
4yTOObI HE CO3AaBaThb AUCKOMdopTa C y4eTOM CBOMCTB UCMONb3YEeMON OAeXAbl.

81. (74) MukpobHasi KOHTaMMHaUMs WMCXOOHOrO Cbipbsi U MaTepuarnoB [OIPkHA ObiTb MWHUMANbHOWN.
Cneumndumkaummn Ha HUX OOMKHbI BKNoYaTb B cebsa TpeboBaHNs K MUKPOOMONOrMiyeckon YncroTe.

82. (75) B uucTbix 30Hax HeobGXOOMMO CBOOUTbH K MWHMMYMY Hanuive KOHTEMHEPOB M MaTepuaros, OT
KOTOPbIX BO3MOXXHO OTAENEHNE BOMOKOH.

83. (76) Heobxogumo npuvHUMaTb Mepbl MO MNPeAOTBPALLEHU0 KOHTaMUHAUMM FOTOBOM MpOOyKUUK
YacTuuamm.

84. (77) Tllo OKkOHYaHWM Mpouecca OYUCTKU KOMMOHEHTOB, KOHTeWHepoB W o6opyaoBaHMS C HUMU
HeobxoaMMo 06XxoanTbCH Tak, YTOObI He NPOMCXOAMNa UX NOBTOPHAsA KOHTaMUHALMS.

85. (78) WnTepBanbl BpemMeHW Mexay MOMWKOW, CYLIKOW W CTepunu3aumen KOMMOHEHTOB, KOHTEWHEPOB U
obopyagoBaHMsa, a Takke Mexgy WX cTepunu3auver M nocneaylowmyM  MCNonb3oBaHWeM [OSKHbl  ObiTb
MWHUMarbHLIMW U UMETb OrpaHM4eHne No BpEMEHWN, COOTBETCTBYHOLLLEE YCIOBUSIM XPaHEHUSI.

86. (79) Bpemsa mexay Havanom NpUroToBEHUS pacTBopa U ero crtepunusauven unmu ctepunusyolen
dunbTpaumeri [OMKHO ObiTb MUHMManbHbIM.  [ns  kaxgoro Buaa MpoaykummM HeobXoaMmo yCTaHOBUTL
MaKkcumarnbHO JOMyCTUMOe BPeEMs C yHeTOM ee CocTaBa M YCTaHOBIEHHOro Nopsaaka XpaHeHus.

87. (80) MNMepep cTepunusaument HEO6XO0ANMO KOHTPONMPOBATL YPOBEHb MUKPOOHOM KOHTaMUHaLU UK. [OmKHbI
ObITb yCTaHOBMNEHbl paboyne rpaHuubl KOHTaMUHAUMWM HEMOCPeACTBEHHO Mepen CcTepunu3aumen, KoTopble
COOTHOCATCA C 3(PPEKTUBHOCTLIO MCMONbL3YyeEMOro meToda. YpoBeHb MWKPOOHOM KOHTaMuHauuum Heobxoaumo
KONMMYECTBEHHO OMNpeaendATb AN KaX4OW Cepun Kak NpogyKuuu, HamnofIHEHHOW B acenTUYeCKUX YCIOBUSAX, TaK U
npoaykuun, noasepraeMon (puUHULLHOW cTepunusauun. Ecnn ons nekapcTBeHHbIX npenapaTos, noaBepraeMbixX
UHULIHON CTepunm3aumu, YCTaHOBMNEeHbl 6Gonee >XecTkMe napameTpbl CTepunusauuu, ypoBeHb MUKPOBHON
KOHTaMWHaLUMM MOXHO KOHTPOMMpOBaTb TONbKO Yepe3 COOTBETCTBYIOLLME UHTEPBAaribl BPEMEHMW COrfacHo rpaduky.
Mpn ncnonb3oBaHMM CMCTEM BbiMycka MO MapameTpam onpedeneHne MUKPOOHOM KOHTaMuHauuu Heobxoanmo
NpoBOANTL AN KaXAOW cepum 1 paccMaTpuBaTb Kak UCMbITaHWe B npouecce npou3soAcTea. MNpu HeobxogmmocTu
OOIDKEH OCYLLECTBMATLCA KOHTPONb YPOBHSI 9HOOTOKCMHOB. Bce pactBopbl, 0COBEHHO WHMY3MOHHbBIE XUOKOCTM
GonbLioro obbema, HeobxoaMmo noaBepraTe CTepMnU3ytoLen unbTpaumMm No BO3MOXHOCTU HENoCpeaCTBEHHO
nepea HanosiHeHeMm.

88. (81) KOoMNOHEeHTbI, KOHTEHepbl, 060pyaoBaHNe 1 nobble apyrne npegMeTbl, HE06XoaNMbIE B YMCTON
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30He, 0cobGeHHO npu paboTe B acenTUYeCKMX yCroBUAX OOMKHbI ObITb NPOCTEPUNN30BaHbI U NepeaaHbl Tyaa vyepes
BMOHTMPOBAHHbLI B CTEHY MPOXOAHOM CTepunu3aTop C ABYCTOPOHHUMM AOCTYNOM WMAW MHbIM CNOCOOOM,
npeaoTBpaLlaloLMM KOHTaMuHaumio. Heroproune rasbl JOMKHbI NPOXOauTb Yepe3 hunbTpbl, 3a4epXuBatoLllme
MUKPOOpPraHn3mbl.

89. (82) 3dhdekTMBHOCTL NOGOro HOBOro MpoLecca AofmkHa ObiTb MOATBEPXAEHA NPY Banuaaunm, KOTOpYHo
HeobXx04MMO perynsipHo NOBTOPSITb B COOTBETCTBUM C MfIaHOM, Y4UTbIBaOLWMM rpadouk akcnnyaTaumm, a Takke npu
noboM 3HaUUTENBHOM U3MEHEHMM B NpoLiecce unm obopyaoBaHmm.

XIV. CTEPUITN3ALINA

90. (83) Bce npouecchbl cTepunusaumm ormkHbl Nporty Banuaaumio. Ocoboe BHMMaHMe HeobxooMmo, ecnuv
NPUMEHSIEMbI METOA cTepunu3auun He onucaH B [ocyaapcTBeHHon dapmakonee Poccunckon depepaumm mnm
ucnonb3yetca And MpoAyKTa, He SBMSKOWErocsa npocTbiM  BOAHBIM  MAM  MacnsiHbiM  pacTBOPOM.
[MpegnoyTuTenbHbIM ABNSETCA MeTod Tepmudeckon crtepunusauuun. B niobom cnydae meton crepunm3aumm
OOMKEH COOTBETCTBOBATb NMMLUEH3MM Ha NPOM3BOACTBO N PEMMCTPaLMOHHOMY AOCHE.

91. (84) lMNepen BbIGOPOM NOGOro NpoLecca crepunmusaumm Heob6xoauMO NPOAEMOHCTPUPOBATL C MOMOLLIbIO
hn3M4ECKUX M3MEPEHUN KN, €CNN BO3MOXHO, OMOMOrMYEecKNx WHAMKATOPOB, YTO OH NOAXOAWUT AONSA OaHHOW
npoayKunm n adpeKkTnBeH AN OOCTUXKEHUS HEOOXOOMMbIX YCIOBUA CTEPUNM3aLIMM BO BCEX YACTAX KaXOoro tmna
3arpysku. Banupaumio npouecca Heobxooumo NMOBTOPSITb Yepe3 YCTAHOBIEHHbIE rPAaUKOM MPOMEXYTKU, HO He
pexe OAHOro pasa B rod, a Takke BCErfa B Clyvyae BHECEHMS CYLLECTBEHHbIX WU3MEHeHWn B obopyaoBaHue.
Heobxooumo xpaHuTb 3anvcuy ¢ pesynbTaTaMmu.

92. (85) Ons adpekTmMBHOM CTepunu3auMum BeCb MaTepuan B LUenoM [OmKeH OblTb MNOABEpPrHyT
Heobxogumon obpaboTke, a npouecc opraHu3oBaH Takum obpas3om, 4Tobbl rapaHTMpoBaTb, YTO [AOSDKHAA
abdheKkTUBHOCTL ByaeT AOCTUrHyTa.

93. (86) [lns BCEX MPOLLECCOB CTEpUnM3auun OOMKHbI ObiTb pa3paboTaHbl U OOIMKHBI NPONTU Banugauuio
cnocobbl 3arpysku.

94. (87) NprmeHeHne BMonorMyeckmx MHANKaTOPOB AOIMKHO paccMaTpmMBaTbCS TOMbKO Kak AOMONTHUTENbHbIN
MEeTOA KOHTpons cTepunu3aumu. buonorvdeckue wuHAMKaTopbl HEOOXOOUMO XpaHWTb W WCMONb30BaTb B
COOTBETCTBMU C MWHCTPYKUMAMU NPOU3BOOUTENS, @ WX Ka4eCTBO KOHTPONMpoBaTb METOAaMu MO3UTUBHOIO
KOHTpons. B cnyyae wucnonb3oBaHWs OMOMOrMYECKMX WHAMKATOPOB HEoOXOoOAMMO MpUHSATbL CTporMe Mepbl,
npegoTBpaLlaoLme MUKPOOHYHO KOHTaMUHALUUI0 OT CaMUX UHOMKATOPOB.

95. (88) OomkHbl ObITb YETKO ONpeaeneHbl Mepbl, 06ecneunBatoLLMe pasaeneHne Npoaykumm, npoweawen u
He npolwejwen crepunu3auymio. Ha Kaxgon KopauHe, fOTKE WKW OPYrod eMKOCTW ONd Mpogykumv Wnm
KOMMOHEHTOB [J0JPKHA ObITb YeTkas 3TMKeTKa C HaMMEHOBaHMEM Marepuana, HOMEpPOM CepumM U yKasaHUEM,
npoLlen OH cTepunu3auuio unu Het. Npyn HeoBxoauUMOCTM MOryT GbITb MCMONMb30BaHbl TakMe WMHOUKATOPBI, Kak
aBTOKNaBHas neHTa, AN ykasaHws TOro, MpoLuna nv cepus (MM 4acTb cepun) Npouecc cTepunusaummn, ogHako
OHW He JaloT AOCTOBEPHOrO NOATBEPXKAEHUSA TOrO, AENCTBUTENBHO NN CEPUS CTEPUIbHA.

96. (89) Ons kaxgoro uuMkna crepunu3auun HeobxoouMMO COCTaBMATb 3anvMCK, KOTOPble OO0SMKHbI ObiThb
YTBEPXAEHbI B paMKax npoLeaypbl BblAayun paspeLleHns Ha BbiMyCK CEpUN.

XV. TEPMUYECKAA CTEPUITNSALMA

97. (90) Kaxabll UMKN TEPMUYECKOW CTepunu3auum OOrmkeH ObiTb 3anucaH B Buae AvarpaMmbl B
KoopauHaTax BpeMmsi-TeMrnepaTtypa B JOCTaTOYHO GonblioM macwTtabe unu ObiTb 3aperncTpupoBaH C NMOMOLLBHO
OpYyroro cooTBeTCTBylLEero obopynoBaHWsi, MMEKLWeEro HeobxooumMyto NpaBWUiIbHOCTb M TOYHOCTb. MecTo
pacnonoXeHusi TemnepaTypHbIX [OAaTYMKOB, MCMOSMb3YyeMbIX [Af11 KOHTpoNns wu (Mnn) 3anucu, OOJMKHO ObiTh
onpefeneHo BO BpeMs BanvgauMM M B Clydae HeoOXOOMMOCTU Takke MPOBEPEHO C MOMOLLLI OpYroro
HEe3aBMCMMOro TeMnepaTypHOro Aartyunka, pacnonoXeHHOro B TOM XXe MecTe.

98. (91) [onyckaeTca MCNOMNb30BaTb XUMUYECKME U OMONOrMYEecKMe WHOMKATOPbI, HO OHWU HE [OOJDKHbI
3aMeHATb nNpoBeAeHne PU3NYECKUX U3SMEPEHUN.

99. (92) [HomkHO ObITb MPegyCMOTPEHO [OCTAaTOYMHOE Bpemsl, 4YToObl BeCcb OOBLEM 3arpys3ku [OCTUr
HeobXxooMMON TemnepaTtypbl 4O TOro, kak OyaeT HayaT OTCYET BPEMEHM cTepunu3aumn. OTOT nepuog LOJKEH
ObITb ONpefeneH Ans KaX40ro Tuna cTepunu3yeMon 3arpy3ku.

100. (93) lNocne 3aBeplleHNs BbicOKOTEMMEpaTypHON dasbl LMKNa TepMUYECKOW CTepunmusalmm AOMKHbI
ObITb NPUHATBI Mepbl NPEeLOCTOPOXHOCTH, NPeAoTBpaLLaloLLMe KOHTaMWHALMIO NPOCTEPUNN30BAHHONM 3arpyskn BO
Bpemsi oxnaxaeHus. Jliobaa oxnaxgatowas XuakocTb UK ras, KOHTaKTUMPYOLWME C NPoAyKUMEN, OOMKHbI ObiTbh
NpOCTEPUNN30BaHbl, KPOME Crly4yaeB, Koraa BO3MOXHOCTb UCMOMb30BaHMSA HErepMeTUYHbIX YNaKOBOK UCKMOYEHa U
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npuBeAeHbl COOTBETCTBYIOLLME J0Ka3aTenbcTaa.
XVI. CTEPUNTN3ALNA NMAPOM

101. (94) Tlpu cTepynusauMm napoMm HeOoOXOOAMMO KOHTPONUPOBaTb TeMmnepaTypy W [AaBrieHue.
PekomeHnayeTtcsi, 4ytobbl cpedcTBa ynpaBfeHust Obin He3aBUCUMbI OT CPEACTB KOHTPOMS M 3anucbiBaloLmx
ycTponcTB. Ecnu gnsa aTton uenu ncnonb3yTcs aBTOMaTtu4eckne CUCTEMbl yNpaBneHns U KOHTPOISA, OHU OOMKHbI
NponTM Banugauuio, 4YTOObl rapaHTMpPOBaTb WX COOTBETCTBME TPeOOBaHUAM K KPUTMYECKOMY MpOLECCy.
HapyweHus B xoge npouecca AOSPKHbI PErMCTPUPOBaTLCA CUCTEMON M HAaxo4UTbCSA MoA Haa3opoM onepaTtopa. B
X04e npolecca CTepunM3auny NokasaHusi He3aBUCUMOTO AaTyuka TemnepaTypbl HEO6XOOUMO NMOCTOSIHHO CBEPSATb
C AaHHbIMW AuarpamMmbl 3anucbiBaloLLero yctponcrtea. [And cTrepmnusatopos, MMEKLMX CTOK B [OHE Kamepbl,
MOXET BO3HUKHYTb HEOOXOAMMOCTb peructpauumu Temnepatypbl B 3TOM TOUKe B TeYeHWe BCero uukna
cTepunu3auuun. Ecnu B Lnkn ctepunusaunm BXoguT aTan BakyyMMpoBaHUs, TO HEOBX0ANMO perynspHoO NpoBOAUTb
NPOBEPKN KaMepbl Ha repMETUYHOCTb.

102. (95) Crepunusyemble npegMeTbl, HE HaxOAsLMEecss B TFepMETMYHBbIX YMaKoBKaX, AOMKHbI ObiTb
3aBepHyTbl B Matepuan, NponyckalLwuin Bo3ayxX 1 nap, HO NpeaoTBpaLLaloWwmnin NOBTOPHYK KOHTAMUHALUMIO 3TUX
npegMeToB nocrie ctepunusauun. Heobxogumo obecneunTb KOHTAKT BCEX YacTEW 3arpy3ku CO CTEPUNU3YIOLLUM
areHToOM NMpu 3a4aHHbIX TeMnepaType 1 BpeMEHMU.

103. (96) Heobxogumo obecneunTb, YTOObI ANS CTEPUNU3ALMU NPUMEHSASNCA Nap Hagnexallero Kadecrsa,
He coAepXallMi Takoro KonvdecTBa MpUMEcen, KOTOpoe MOrNo Obl Bbi3biBaTb KOHTaMUHALMIO NPOAYKLMM UIK
obopyaoBaHus.

XVII. CYXOXXAPOBAA CTEPUINN3ALINA

104. (97) Mpun cyxoxapoBon CTepunM3auum AOMKHbl OblTb NPEeAyCMOTPEHbl LMPKYNSaUMsa BO34yXa BHYTPU
Kamepbl 1 nogaepaHve M3bbITOYHOrO AaBrneHus Ans npegoTspalleHus nonagaHvus BHYTPb HEE HECTEPUbHOro
Bo3gyxa. Jltobon mocTynawLwmnin BHYTPb BO3AYX AOMMKEH MPOXOAMTb Yepe3 (UNbTPbl BbICOKON 3EKTMBHOCTM
(HEPA-dbunbTp). Ecnn cTepunusaumsa npegycMmaTtpvBaeT yCTpaHeHMe NMPOreHoB, TO Kak 4acTb Banugauuu
AOIMKHbI ObITb MPOBEAEHbI UCMbITAHWS C MPeAHaMepPeHHbIM UCMOMNb30BaHWEM 3HAOTOKCUHOB.

XVIIIl. PADMALUMOHHAA CTEPUNTN3ALINA

105. (98) PagmauumoHHyld cCcTepunusauuio  MCNoNb3ylT rNaBHbiM obpa3oM aAns  cTepunusauuun
TEPMOYYBCTBUTENBHBIX MaTepranos 1 npoaykumn. MHorme nekapcTBeHHbIE CPEeACTBA U HEKOTOPLIE YMAKOBOYHbIE
MaTepwuanbl YyBCTBUTENbHbI K MOHU3MPYIOLLEMY U3NYYEHMIO, CrieqoBaTerbHO, 3TOT METOA AOMYCTUM TOSbKO TOrAa,
Koraa ObINo 3KCNEpPUMEHTaNbHO MOATBEPXOEHO OTCYTCTBME BPEOHOro BNUSAHWUS Ha npogykuuto. Kak npasuno,
obnyyeHune ynbTpadrnoneToBbIM U3Ny4eHUEM He ABNAETCA NpMeMeMbIM METOOOM CTEpUM3auuu.

106. (99) Bo Bpemsa npouecca cTepunmMsaumMm AOMMKHO MPOBOAMTLCA W3MEPEHWUE MOrMOLEHHOW [O03bl
WMOHM3MPYIOLLEro M3nyvyeHus. [ns 3Toro cnegyeT MCNonb30BaTh A03MMETPbI, NOKa3aHUs KOTOPbIX HE 3aBUCAT OT
NCMNOMb3yeMOM MOLLHOCTU [03bl U3MNy4YEeHUsl, HO KOTopble 06EecneynBaloT KONMMYECTBEHHYI perncTpauuilo [o3bl
N3Ny4YyeHnsi, MOIMOLLEHHYI0 caMol npoaykuven. [o3vmeTpbl OOMMKHbI ObiTb pasMelleHbl cpeau 3arpys3ku B
OO0CTaTOYHOM KOJNIMYECTBE M Ha JOCTaToOYHO BGNmM3KoM paccTosiHAM Opyr OT Apyra, YTobbl rapaHTMpoBaTh Hannune
003MMETPOB BO BCeX MecTax, noaBepraemMbix obnydeHuto. MNMnactmaccoBble A03MMETPbI LOIMKHbI NMPUMEHATHCA
nVWb B npegenax cpoka AeNcTBMS UX kanubpoBku. NokasaHus 003MMeTpoB HeobXoaAMMO CHMMaTb B Te4yeHue
KOPOTKOro OTpe3ka BpeMeHM nocre obnyyeHus.

107. (100) B kadvectBe cpencTBa OOMOMHUTENBbHOrO KOHTPOMS MOTMYT MCMONb30BaTbCsA OGuonormdeckue
WHONKaTOPBbI.

108. (101) TlNpoueaypbl Banugauuu OOMXKHbl rapaHTMPOBaTb, YTO YYTEHO BIIUAHME Pa3HOW NIIOTHOCTU
YKNaaKku CTEPUITM3YEMOW MPOOYKL MK,

109. (102) lMpouenypbl obpalleHus Cc maTepuanamv OOMKHbI NpeaoTBpalatb NepenyTbiBaHWe Mexay
06ny4YeHHBIMWN 1 HEOONYYEHHbIMU MaTepuanamu. Ha kaxayro ynakoBKy OOJPKHbI OblTb HAHECEHbI YyBCTBUTENbHbIE
K M3Ny4YeHMI0 LBETOBble MHAMKATOPbI ANs TOro, YToObl pa3nuuyaTb YNakoBKW, MpolleAllne U He npoluelve
obnyyeHue.

110. (103) CymmapHasi nornoweHHas [o3a M3NyvyeHuss AorkHa OblTb HabpaHa B TeYeHWe BPEMEHW,
OTBEEHHOro Ha NpoLiecc cTepunmsauuu.

XIX. CTEPUNTN3ALINA OKCMAOM STUNEHA
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111. (104) 3T1oT MeTOo4 MOXET ObiTb MCNOMb30BaH TOMbKO TOrAa, Korga HEBO3MOXHO MCMONb30BaHue
apyroro cnocoba. Bo Bpems Banupauuu npouecca OOMKHO ObiTb AOKa3aHoO, YTO OTCYTCTBYET MnoBpexaaroliee
BNUSIHME Ha MPOAYKUMIO, a NpedyCMOTPEeHHble Ans Aerasauun ycrnoBus M BpemMsl TaKOBbl, YTO KOMUYECTBO
OCTaTOYHOrO rasa W MNpPOAYKTOB peakuuMm OyaeT HaxOAuTbCs B OOMNYCTUMBIX Mpederniax, YCTaHOBMEHHbIX ANis
OaHHOTO B1Aa NpoayKuMm unm matepuana.

112. (105) CywecTBeHHOe 3Ha4yeHMe WMeeT HemnocpeacCTBEHHbI KOHTaKT Mexay rasom U
MUKpoopraHnamamy. Heobxoaumo MpuHATbL Mepbl NPEAOCTOPOXHOCTU OT BKIKOYEHUS MUKPOOPraHu3MoB B
matepuan (Hanpvmep, B KpWUCTamnmbl MU BbICyLEHHbIN 6enok). Bug n KonnyecTBo ynakoBOYHBLIX MaTepuarios
MOTYT CyLLIECTBEHHO MOBNUSTb Ha NpoLecc.

113. (106) MNepen obpaboTkoM razom AOMKHO BGbITb 06ecneyeHo COOTBETCTBME BNAXHOCTU U TeMnepaTypbl
maTepunanos TpeboBaHuaM npouecca. Tpebyemoe And 3TO0r0 BpeMsA [OOMKHO ObiTb, MO BO3MOXHOCTH,
MUHUMarsbHbBIM.

114. (107) Kaxgpm UMK CTepunu3auum OOSPKEH KOHTPONMMPOBATLCA C MOMOLLbIO COOTBETCTBYHOLLMX
OMONOrMYecKknx NHANKaToOpPoB, HEOHXOAMMOE KONMMYECTBO KOTOPbIX AOMKHO ObiTb paBHOMEPHO pacnpenerneHo no
Bcen 3arpyske. [lonyyeHHas npu 3TOM WHOpMauMss OOMKHaA COCTaBMATb YacTb LOCbe Ha CEepuo roOTOBOM
NpoayKLUUN.

115. (108) Onsa kaxgoro uukna cTepunusaumn OOMKHbI ObiTe 0POPMIEHbI 3anMcK C yKa3aHWeM BPeEMEHM
MOMHOrO 3aBepLUeHMs UUKNa, AaBfieHusl, TeMnepaTypbl U BNaXHOCTU B KaMepe BO BpeMsA Mpouecca, a Takke
KOHUEHTpaumm U oOLlero KonvMyecTBa WCMONb30BaHHOrO rasa. [aBneHne u TemnepaTtypy HeobxoaMmo
perncTpupoBaTb Ha MPOTSKEHUM BCEro LMKMa Ha guarpamme. OTW 3anvMcu OOJKHbI COCTaBMSATb YacTb AOChbEe Ha
Ceputo roToBOW NPOSYKLUNN.

116. (109) 3arpysky nocne crepunusauum Heo6XoOMMO XpaHWUTb MO KOHTPOMEM B YCMOBUSAX BEHTUMSILMM,
4TObOBI 06ECNEUNTL CHUKEHNE COOEPXKAHUSA OCTAaTOYHOrO rasa 1 NpoAyKTOB peakuun 00 YCTaHOBMEHHOro npeaena.
OTOT npouecc A0MKEH NPOMTU Banuaauuto.

XX. oUNbTPALUNA NEKAPCTBEHHBIX CPEACTB, KOTOPBLIE HE MOI'YT BbITb
NMPOCTEPUIN3OBAHBLI B OKOHYATEJIbHOW YINAKOBKE

117. (110) TMpoBepeHve cTepunuayowen uUNbTpaunUM He 4HBMASEeTCS [AO0CTaTOYHbIM  YCroBUMEM
cTepunusauuu, ecnu BO3MOXHO MpoOBeJeHue CcTepunusaumMM npoaykuMM B OKOHYaTerNbHOW  ynakoBKe.
MpeonoyTuTEnbHLIM ABMSETCA MeTo CTepunuaauun napom. Ecnv npoaykumsa He MOXET ObITb NPOCTEPUNN30OBaHA
B OKOHYaTerNbHOM YMaKOBKE, TO PaCTBOPbl MMM KUOKOCTM MOTyT ObiTb NPOdUIIbTPOBaHbI Yepe3 CTepUnbHbIN
PUNBLTP ¢ HOMUHaNbHBIM pasMmepom nop 0,22 MkM (MM MeHee) nnm Yepes PUNbTP C aHaNOrMYHON CMNOCOBHOCTBLIO
3afepxmMBaTb MMUKPOOpPraHM3Mbl B NpeaBapuUTENbHO MPOCTEPUIIM30OBAHHbLIE KOHTEMHepbl (ynakoBku). Takue
GunbTpbl MOryT yaanaTe OOMbLWMHCTBO GakTepuii U NNecHeBbIX rPUOOB, HO HE BCE BUPYCbl WU MUKOMMA3Mbl.
Moatomy pomkHa ObiTb paccMOTpeHa BO3MOXHOCTb AOMOSHEHUSA mnpouecca unbTpauun TEPMUYECKON
0b6paboTKon onpeaeneHHon CTeNeHMU.

118. (111) B cBs3m ¢ Tem, 4To Npu cTepunuayowen dunsTpaumm no CPaBHEHUO C APYrMMuK npoueccamu
cTepunusauumn cyulectsyeT NOTEHUManbHbIM [OOMNONHUTENbHBLIA PUCK, HEMOCPEeACTBEHHO nepen acoBkown
pekoMeHayeTCca MOBTOpHas unbTpauus yYepes AOMOSNHUTENbHbLIA CTEPUNU3YIOWUA PUNLTP, 3adepXuBaroLmin
MUKpoOpraHuamel. NocnegHoow cTepunuayoLyo hunbTpauuio HEOOXOAMMO OCYLLECTBNATbL Kak MOXHO Onvke K
MecTy (pacoBKu.

119. (112) Heobxogumo ncnonb3oBatb QUNbTPbLI C MUHUMAIbHBLIM OTAENEHNEM BOJIOKOH.

120. (113) Tllepen wvcnonb3oBaHMEM CTepunuaylowero unbTpa U cpasy Mocne €ero UCnosb30BaHus
HeobOX0AMMO MPOBEPATb €ro LeNOCTHOCTb TakMM MeTOOOM, KaK "Toyka nysbipbka', metogoM Anddy3MOHHOrO
noToka Wnu ucnbiTaHMeM Nog AaeneHveM. [pu Banupauumn OOMKHbI ONpPeaensaTbcs Bpems, Heobxoaumoe Ons
dunbTpaumm pacTeBopa 3agaHHoro obbema, W nepenag AaBneHun Ha unbTpe. Jliobble CylWeCcTBEHHbIE
OTKITOHEHUSI OT YKa3aHHbIX MapamMeTpoB BO BPEMsl TEKyLLEro npou3BoacTBa HEOOXOAMMO perncTtpupoBaTb U
nccnepoBaTb. Pe3ynbTaThl 3TUX NMPOBEPOK OOIMKHbI ObITb BKIMOYEHbI B JOCHE HA ceputo npoaykumn. Cpasy nocne
MCMNonb3oBaHMs HeobXoOUMO MOATBEPXKAATb LENOCTHOCTb KPUTUYECKUX [as3oBblX W BO3AYLIHbIX (OUNbTPOB.
LlenocTHoCTb Apyrnx ounbTPoB A0SMKHA NOATBEPKAATLCS Yepe3 COOTBETCTBYIOLME UHTEPBaribl BpEMEHMU.

121. (114) He gonyckaeTcsa ncnonb3oBaTb OOUH U TOT e hunbTp B TeyeHne bonee ogHoro paboyero gHs,
3a MCKIIOYEHWEM Crly4aeB, Korga BO3MOXHOCTb 0Oonee [OnUTENbHOrO €ro MCnonb3oBaHUs MOATBEPXAEHA
Banuaaumnen.

122. (115) ®uvnbTp He OOMKEH okasblBaTb BNUAHWME Ha MPOAYKLMIO, 3afepXuBasi ee UHrpeaueHTbl unu
BblOENsAN B Hee Kakme-nnbo BellecTsa.
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XXI. OKOHYAHME NPOLIECCA MPOW3BOACTBA CTEPWUTbHOM NPOAYKLIMA

123. (116) YacTnyHO yKynopeHHble hriakoHbl MOCMne 3aBepLlUeHUst NMMOMUIBHOIO BbICYLLMBAHWUS OOIDKHbI
HaxoaWTbCS B 30HE Kracca A 0O MX OKOHYAaTENbHOIo YKYNopuBaHUsi NPOOKOW.

124. (117) KoHTenHepbl (MEpBUYHbIE YNAKOBKM) OOIMDKHbI ObITh YKYNOPEHbI COOTBETCTBYIOLWLMMN criocobamu,
KoTopble npownu Banugauuio. [lpy wcnonb3oBaHMM MeToda 3anarku, Hanpumep, CTEeKMsHHbIX — unn
nnacTMaccoBbIX amnyn, Bcs npoaykums noanexut 100%-HOMy KOHTPOSO Ha LenocTHOCTb. B gpyrmnx cryyasix
KOHTPOIb LLeNOCTHOCTM NPOAYKLUMM OOJPKEH NPOBOAUTLCS YCTAHOBEHHBIMU METO4AMM.

125. (118) Cuctema yKkynopvBaHusA prakoHOB, HaMOMHEHHbIX B aCenTUYEeCKUX YCIOBUSAX, HE sIBnsieTcs
MOMHOCTbIO LIEMOCTHOW A0 Tex Mop, Nnoka Ha YyKynopeHHoM npobkon cpnakoHe He 6GyneT obxart (3akaTtaH)
anoMUHNEBBIN KONMNayok (Kpbilwka). B cBsa3M ¢ aTum 06xunm konnayvka nocne ykynopusaHusi npobkon Heobxoanmo
BbINOMHATb Kak MOXHO paHbLLUe.

126. (119) lMNockonbKy Npu oGXUMEe KONMNa4ykoB MOXET BblAENATbCA OONbLUIOe KOMUYECTBO MeXaHU4YeCcKux
Yyactuu, obopygosaHue Ans obxvma HeobxoaMMo pasmeLlaTb OTAENbHO M CHabXaTb CUCTEMOM BbITSXKM BO34yXa.

127. (120) O6xmm KOMNa4ykoB Ha (onakoHax MOXeT MPOBOAMTBCS KaK YacTb acenTUYecKoro rnpouecca c
NCMNONb30BaHWEM NPOCTEPUNN30BAHHbBIX KOJMAYKOB UMK B YCMOBUSX YNCTOrO NOMELLEHMS BHE aCENTUYECKOW 30HbI.
B nocnegHem cnydae dnakoHbl JOMKHbI ObITh 3alLMLLEHbl 30HOM Knacca A, NoKa He MOKMHYT acenTUYECKYo 30HY,
N B JanbHenWwem yKynopeHHble npobkamu dnakoHbl AOJPKHbI ObiTh 3alUMLLEHbl MyTEM NOAAyYn YUCTOro BO3Ayxa
Knacca A, noka Ha HuUx He ByayT o6xaTbl KOnnayku.

128. (121) ®nakoHbl 6€3 NPOOKM UMM CO CMELLLEHHON NPpobKoW Heobxoanmo yaanaTe 4o o6xnma konnadka. B
crnyyae ecnu npu OBXMME KOMNMMaykoB HEeOoO6XOAMMO BMeELLATEeNbCTBO YenoBeKka, ONA UCKIYEHUS NPSMOro
KOHTakTa ¢ onakoHamMmM U MMHUMU3ALMM MUKPOBHOW KOHTaMuHaumMy OOMKHA UCMOMb30BaTbCs COOTBETCTBYHOLLASNA
TEeXHOnorus.

129. (122) ObdhekTUBHBIM CPEACTBOM 3alnTbl MOryT ObiTb Bapbepbl UM M30NATOPbLI, OrpaHMYMBaKoLLmne
aoctyn B pabouyto 30HY, obecneumBarowme Tpebyemble YCNOBUS M CBOASALME K MUHUMYMY MPAMOW AOCTyN
YyernoBseka K onepaumun obxnma.

130. (123) lNepBuYHbIE YNaKOBKW, repMeTU3NpOBaHHble MO BaKyyMOM (BaKyyMHble YMNakoBKW), AOMKHbI
NPOBEPATLCSA Ha COXpaHeHWe Bakyyma Nocre 3apaHee onpeaerieHHoro NpoMeXyTka BpeMEHN.

131. (124) MNepBUYHbIE YNAKOBKM C NPOAYKLMEN AN NapeHTeparnbHOro BBeAeHNs HeobxoanMo MpoBepSATb
WMHAMBUAOYANbHO (MOLWTYYHO) Ha HaNMMuMe MOCTOPOHHMX BKIMKOYEHWA UMW OPYrMX HECOOTBETCTBUWM MO KadecTBy.
BuayanbHbI KOHTPONb OOIMKEH MPOBOAMTBCS MPU YCTAHOBMEHHBIX YPOBHSAX OCBELLEHHOCTM U (hoHe pabouyero
nons. Heobxooumo perynsipHO MpoBepsATb 3pEHWe ONepaTopoB, BbIMOMHALWMX BU3yarbHbIN KOHTPOMb (€ecrnu
onepaTtopbl WCMOMb3YOT OYKW, TO NPOBEpKa 3peHus NpoBOAUTCS B o4kax). B xoge Bm3yanmbHOro KOHTpOns
nNpoayKuuM pekoMeHOyeTcsa [AOCTaTOYHO 4YacTo OpraHu3oBbiBaTb nepepbiBol B paboTte onepatopos. [lpu
MCMOMb30BaHUM OPYrMX METOOOB KOHTPOMs MpOLEecC KOHTpOoMs Heob6XxoaMMo BanuampoBaTtb, COCTOSIHUE
obopyaoBaHnss Heob6XxoAUMO NEepUOAMYECcKU NpPoBepsiTb. PesynbTaTbl BU3yarbHOrO KOHTPOMNSA AOIMKHbI ObiTb
ohopMMeHbl AOKYMEHTarnbHO.

XXIl. KOHTPOJIb KAHECTBA

132. (125) WcnbiTaHve roToBbIX MPOOYKTOB Ha CTEPUNIBHOCTb HEOBXOAMMO paccMmaTpuBaTb TONBKO Kak
3aBepLUaloLLMiA 3Tan B CEPUN KOHTPOMbHBIX MEPOMNPUATUN, rapaHTUPYIOLLUX CTepunbHOCTb. MeToamka ncnolitaHus
Ha CTepPUNbHOCTb JOJPKHA ObITh BanManpoBaHa Anst Kax4oro npoaykra.

133. (126) B cnyyasix, Korga nofny4yeHo paspelleHne Ha BbIMyCK CTEPUbHOM MpoAyKuuWM No napameTpam
(Mpunoxenne N 17 k HacToAwwmMm [NpaBunam), ocoboe BHUMaHWE OOIMPKHO yAENsATbCHA BanugauuMm U KOHTPOI
BCEro TEXHONOrM4YecKoro npowecca.

134. (127) Bbibopka 06pasuoB npoaykuun, KoTopble Obinm oTOOpaHbl Onsi NPOBEAEHWS MCMbITAHWUS Ha
CTEpPWIbHOCTb, AOMkHa OblTb penpes3eHTaTVBHOW AN BCeM cepunm UM 0bA3aTenbHO BkMoyatb obpasupl,
oTobpaHHbIe U3 Tex YacTen cepuu, AN KOTOpbIX NpegnonaraeTca HanbonbLMN PUCK KOHTaAMUHAL MK, B YACTHOCTK:

a) (a) 4Ns NpoayKTOB, HAMNOJIHEHHbBIX B aCENTUYECKMX YCIOBMAX, 00pasLbl OOJKHBI BKMOYATb KOHTEMHEpbI
(nepBUYHbIE YNAKOBKM), B KOTOPbIE MPOMCXOAUNO HaNorHEeHWe B Hayane 1 B KOHLIe NPOM3BOACTBa Cepuu, a Takke
nocne noboro 3Ha4YMTENBLHOrO BMELLATENLCTBA;

©0) (b) Ans npoAyKTOB, NPOLUEALUNX TEPMUYECKYIO CTEPUMM3ALINIO B OKOHYATENbHOM YNakoBKe, AOMKHO ObiTh
yAeNeHo BHUMaHWe oTbopy Npob 13 NOTEHUMANbHO CaMbIX XOMNOAHbLIX YacTen 3arpysKku.
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Mpunoxexue N 2
K lNMpasunam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK

NnPOM3BOOCTBO
BUOJTOMMYECKKX (B TOM YNCITE IMMYHOBWOITOIr'MYECKKX)
SAPMALIEBTUHECKNX CYBCTAHLINN N NEKAPCTBEHHbIX NMPEMAPATOB

I. OBJTACTb NMPUMEHEHWNA

1. TexHonorns npomssoacTBa Guonornyecknx (B TOM 4ucrne ummyHobuonormdeckmnx) dapmaueBTUHECKUX
cybcTtaHuun n OBMonornyeckMx nekapCcTBEHHbIX npenapaTtoB (ganee - "Guomornyeckne apmaleBTuyeckue
cybcTaHuuMMm M neKkapcTBeHHble  npenapatbl’) SBNAETCA  KpUTUYeckuMm  akTopoMm,  Onpeaensiowmm
COOTBETCTBYHOLUUIA PErynaTOpHbIA KOHTponb. PapmaueBTnyeckme cybCcTaHUuuM WM NekapcTBeHHble npenapaThbl
MOryT ObITb onpegeneHbl Kak OMonornyeckne B 3HaAYMTENbHOW Mepe UCXOAsl U3 TEXHOMOrMM UX NPOu3BOACTBA.
Hactosiwee [lpunoxeHne CnyXuWT pPyKOBOACTBOM [Afsi BCEro crekrpa Owuonornyeckux dapmMaleBTUYecKkmx
cybcTaHuun 1 BUONOrMYeCcKMX NeKapCTBEHHbBIX NPenapaToB.

2. TpeboBaHus, yCTaHOBMEHHblE HacTOAWMM [lpunoxeHwem, pacnpoCTpPaHSTCA Ha aHTMOMOTMKM Ha
Buonormyeckux cTtagmsax Ux Npom3BoacTea. [paBvna NponsBoACcTBa NeKapCTBEHHbIX NpenapaTos, NONMYYEHHbIX U3
HpakLNOHMPOBaAHHOW AOHOPCKOWN KPOBY MUK Nnasmbl, yctaHoBmneHsl Mpunoxexnnem N 14 k HacToswwmm MNpasunam,
a Ans HeTPaHCreHHbIX PacTUTENbHBLIX NeKapCTBEHHbIX npenapaTtos - MpunoxeHnem N 7 k HacTosawmMm Npasunam.

3. Hactosiwee lMNMpunoxeHne pasgeneHo Ha ABEe OCHOBHbIE YacTu:

a) (a) Obwee pykoBoacTteo (HacTtb A) - coaepXut JoONoNHUTEmNbHbIE NpaBuna NPou3BoACTBa BMONOrnyecknx
dapmaueBTUYeckMx CybCcTaHUMn M NekapCTBEHHbIX MpenapaToB, HayMHas OT KOHTPOMNS MOCEBHbIX KymnbTyp U
GaHKOB KNETOK 1 3aKaH4MBas 3aKMUYUTENbHLIMU OnepaumsamMmu 1 NpoBegeHNEM UCTIbITAHNIA;

0) (b) CneunanbHoe pykoBOACTBO MO OTAEMNbHLIM TMNam npogykumn (Yacts B) - cogepxnt gononHutensHoe
PYKOBOACTBO ANA OTAENbHbIX TUMOB Ouonormyeckux dapmaueBTUYeckMx CcyOoCTaHUMA W NEeKapCTBEHHbIX
npenapaTos.

4. O6nacTb NpUMeHeHust HacTosLero MpunoxeHnsa BKIIOYaAET ABa acnekTa:

a) (a) cTagust NpomM3BOACTBA: 4O TOrO MOMEHTa, Noka Ouonornyeckve gpapmaueBTMyeckme cybcTaHuumn He
CTaHyT CTEPUNbHBbIMW, OCHOBHbIM AOKYMEHTOM Ans HuX sBnsetcd rnasa |V HacTtoswwmx MNpasun. MNpasuna gnd
nocrnegywwmnx crtagun npou3BoAcTBa OMOMOrMYecKMx nekapcTBEeHHbIX MpenapaTtoB copepxatcsa B rnase |l
HacToswwmx Npasun;

0) (b) BMA npoadykummn: HacToswee [NpunoxeHne SBNAETCA PyKOBOASALWMUM AOKYMEHTOM ONA BCEro cnekrpa
Bronormyeckux nekapcTBEHHbIX NpenapaTos.

5. 31n gBa acnekta npeactasneHsl B Tabnmue N 1. YpoBeHb TpeboBaHuI ycunmMBaeTcsa no mepe nepexopa
OT paHHUX K NO3OHMM CTaansM NPou3BOACTBa bronormyecknx papmaueBTUHECKNX CYOCTaHLUMIA, OOHAKO NMPUHLUMMbI
HacToswmx MNpaBun gomkHbl cobnogaTbcs Beeraa.

6. Ecnn HopmaTMBHbIMM nNpaBoBbIMW akTtamu Poccuickon defepauny ycTaHOBMEHbl creuunarnbHble
TpeboBaHus:

a) (a) ona TKaHeMm M KIeToK, WCMOoNb3yeMblX Ans MPOU3BOACTBA JIEKAPCTBEHHLIX CPEACTB, KOTOpble
CTaHoBATCS 6uonormyeckumn apmaueBTUYECKMMM  CYOCTaHUMAMM  ONA  HEeKOTOpbIX BMAOB OMONOrnyeckmx
nekapCTBEHHbIX NpenapaTos;

©0) (b) B OTHOLLEHMWN BLICOKOTEXHOMOIMYHbIX JIEKAaPCTBEHHbIX NpenapaToB, B KOTOPbIX KPOBb UMW KOMMOHEHTbI
KPOBM MCMONb3YTCA B Ka4eCTBE WCXOOHOrO ChbipbA B 4YacTW yCTaHOBMNEHMS TpeboBaHuM K OTOOpPY AOHOPOB, K
KayecTBy U 6e3onacHoOCTM npu 3abope, TECTUPOBaAHUKN, 06paboTke, XpaHEHUN N TPAHCMOPTUPOBKE YENTOBEYECKOM
KPOBU 1 €€ KOMMOHEHTOB;

B) (C) 4NA NPOM3BOACTBA U KOHTPOIISA reHeTUYeCKM MOAUULMPOBaAHHbBIX OPraHU3MOB, B OTHOLLEHUN KOTOPbIX
OorkHa ObiTb obecneveHa 1M cobnogeHa COOTBETCTBYOLLASA M30NSALMSA U ApYrMe Mepbl 3alinTbl HA 06bekTax, rae
ocyllecTBnseTca kakas-nmbo paboTta C reHeTMyeckn MoAUMUUUPOBAHHLIMU MUKPOOPraHnMamMamu, B LEnsx
YyCTaHOBMNEHUS N cobnogeHnst COOTBETCTBYIOLLEro YPOBHSA Guonorvdeckon Ge3onacHocTu, - Takne TpeboBaHWs
OOIMKHbI cobnoaaTbCes.

Tabnuua N 1. O6nacTtb npMMeHeHus HacTosLwero MNMpunoxeHus
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Tun m MCTOYHMUK | [IprMep NpoOyKUUU [IpuMeHeHMe HacToAwMx [IpaBuil K CTaAMAM NPOM3BOICTBA (BBIOEJIEHO
MaTepuasioB cepsiM boHOM)
1. XMBOTHOTO T'enapuH, WHCYJNH, Cbop pacTeHUM, Peska, N3omaumsa un I[lpuroToBJeHMKE,
I bepmeHTH, Oenku, OpPraHOB, TKaHEMU cCMellMBaHMe U OUMCTKA HallOJIHEHUEe
PaCTUTEJIBHOT'O SKCTPAaKTH MM XUIOKOCTEMN (M) nepBUYHaS
MIPOMCXOXIEHUA aJIJIepT'eHOoB, <1> oBbpaboTka
HETPAHCIEHHEE |BEICOKOTEXHOJIOTMYHEE
JIeKapCTBEHHEIE
npernapaTe, MMMYyHHBE
CEIBOPOTKM
2. BupycH wnin BupycHEle uimn CozmaHue u KynbTypa KIJIIETOK VHakTMBaLMA I[lpuroToBJeHMKE,
Baxkrepun/ OakTepualibHEe nogmepxaHue n (mnm) npu HalloJIHEHUe
bepMeHTauMsa/ |BakUMHBE, GEPMEHTH, TJIaBHOTO <2> U bepmeHTaLMSA HeobxoIMMOCTH,
KYJIb TYPH Oenkn pabodero ©GaHKOB U3OJIALUUA U
KJIETOK KJIETOK, IJIABHOT'O ouMCcTKa
u pabouero
BUMPYCHEIX
IOCEBHBIX
MaTepnuasos
3. PexoMOMHaHTHEE CozmaHue u KysnbpTypa KIJIETOK Nszonauusda, I[IlpuroTOBJIEHHUE,
BuorexHOJIOTHUA NPOIOYKTEL, nonmepxaHue n (mnm) OUMCTKA, HalOoJIHEeHMEe
/bepmenTauns/ MOHOKJIOHAJIb HElE TJIaBHOTO U bepmeHTaLMA MoOOMOMKaLMA
KYJIb TYPBL aHTUTeNa, pabodero ©OaHKOB
KJIETOK aJiylepTeHbl, BAaKLMHEH, |KJIEeTOK, IJIaBHOM
JIeKapCTBEHHbE n pabouent
npenapaTe 'e€HHOMU IIOCEBHBEIX KYJIbTYP
Tepanuu (BUPYCHEHE U
HEeBMPYCHEE BEKTOPEHL,
T1JIa 3MMUIIEL)
4. XMBOTHOTO PexoMOMHAHTHEE TJI1aBHBEI U Peska, Nzomngauusa, I[IlpuroToBJIEHUE,
NIPOMCXOXIEHUS Genku, paboumni CMellMBaHMeE U ouMCTKaA U HalloJIHEHHUE
TPaHCI'€HHBIE BEICOKOTEXHOJIOT'MUHEIE | TPAHCTEeHHEM OaHK | (M) [IepBUYHAS mMoIoubmkaumsa
JIeKapCTBEHHEE obpaboTka
npenapaTe
5. PexoMOMHaHTHEE T'JIlaBHBIL U BrlpammeaHue, I[lepBruHaA, I[lpurorosBjeHne,
PacTurenbHOTO Oesiky, BaKLUHEL, paboumnn cbop pacTeHmM SKCTPaKUUA, HallOJIHEHUEe
IPOUCXOXIOEHMA aJJIepIeHEl TPAHCT'EHHBI OaHK <3> MBOJIAUMSA,
TPaHCI'€HHBIE O4YMCTKa,
MoOubMKaLMS
6. depMeHTH], Cbop XxmOKoCTen CMemrBaHUEe U somauua u I[lpuroToBJIEHUE,
UeJIOBEYECKOT'O |[MOJIydeHHEIE M3 MOuM, () nepBUYHAS ouMCcTKa HalloJIHEHHUE
NPOUCXOXOEHMUSA TOPMOHBI obpaboTka
7. JlekapCTBEeHHEE Joraumusa, I[Ipon3BOOCTBO T'enernueckad |lIpuroToBJieHUEe,
UYeJjioBeyeCcKoI'o npenapaTe I'e€HHOM rnocraBkKa U BEKTOPOB <4>, MoOMOMKaLMa HalloJIHEHue
n (mim) Tepanmn: VICIIBITaHMA OUMCTKa KJIETOK U KJIETOK BHE
XMBOTHOT'O TeHEeTUUYECKN VMICXOOHBIX TKaHel/ obpaboTka opraHmsMa,
IPOUCXOXIOEHUSA MOIOMOMLMPOBaHHLIE KJIETOK <6> OumcrTka u cosznmaHue
KJIeTKM obpaboTka TJIaBHOTO U
NPOMU3BONCTBEHHEIX pabouero
BEKTOPOB <5> 1 ©0aHKOB
KJIETOK KJIETOK MJIU
KJIETOYHOT'O
3arnaca
JlekapCTBEeHHEE JoHnauus, CosnmaHue Nzomaumsa I[IlpuroToBJIEHUE,
npenapaTe Tepanuu nocraBka u TJIaBHOT'O U KJIETOK, coenMHeHue,
coMaTude CKMMA VICIIBITaHMA pabouero GaHKOB ouMCTKa HaroJIHEHMEe
KJI€e TKaMM VICXOIHEIX TKaHel/ KJIETOK WIIU KyJIbTYD,
KJIeTOK <6> KJIETOYHOT'O coeIMHEHMre C
3amnaca HEKJIe TOUYHEIMMI
KOMIIOHEHTaMM
JlekapCTBEeHHEIE Ionauus, IlepBUYHaA Nzonaumsa I[lpuroToOBJIEHUE,
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npernapaTe TKaHEeBOU nocraBka Uu obpaboTka, KJIETOK, cCoennHeHue,
VHXEeHepUn MCIBITaHMA N30JIAumMda n OUuMCTKa HaIllOJIHEHME
VMCXOOHBIX TKaHeli/ ouMCcTKa, KYyJbTYD,
KJIETOK <6> cosnaHue coenMHeHMre C
TJIaBHOTO U HeKJIe TOYHBIMIM

pabouero OAHKOB |KOMIIOHEHTaMM
KJIETOK, 3arnaca
[IEPBUYHEIX KJIETOK

Ycunenue TpebBoBaHUM \

TepMMHbIHpMBeﬂeHbIBHaCTOHmeM|1pMﬂOXGHMw

<1> NMyHKTbI 87 - 94 HacTosALwero MNMpunoxeHus.

<2> [MyHKTbI 54 - 62 HacTosALwero MNMpunoxeHus.

<3> [Ins BbipawuBaHus, y6opk1 1 nepBnyHon obpaboTkn, KOTOpble OCYLLECTBIIAIOTCA B NOMIEBbLIX YCIOBUSAX,
MOXeT npuMeHaTbCsa PyKkoBOACTBO MO MNpaBwuinaMm Haanexalwlero BblpaliyMBaHus M cbopa MCXOQHOrO CbIpbs
pacTUTENbHOrO NPOUCXOXAEHUS.

<4> Korga 37O BMpYCHbIe BEKTOPbI, MPUMEHSAETCS CTpOoKa 2 Tabnuupl.

<5> TpeboBaHUA K 4eroBeYECKMM TKaHSAM W KneTkam, UCNofb3yemMbiM Mpy NMPOU3BOACTBE NEKapCTBEHHbIX
cpeacTs, COAepXKaTcs B HOPMaTMBHbBIX NPaBoBbIX akTax Poccuickon ®egepauun.

Il. TPNHUMN

7. Tpon3BoacTBO OMonorMyecknx dapmaueBTUYEeCKUMX CYOCTaHUMA U NeKapCTBEHHbIX MpenapaTtoB MMeeT
CBOKO cneunduky, OnpeaensieMylo XapakTepom MpPOAYKUMM W  TEXHONOorMen npousBoAcTBa. XapakTep
NpPOu3BOACTBA, KOHTPONS WM MNPUMEHEHWst BMONorMyecknx rnekapcTBEHHbIX MpenapaTtoB TpebyeT ocobbix Mep
NPeAOCTOPOXHOCTMU.

8. B oTtnnume oT 0ObIYHbIX NEKAPCTBEHHbIX CPEeACTB, MPOU3BOAMMBIX C WUCMOMb30BAaHMEM XMMWUYECKUX U
$U3N4EeCKMX METOAOB, CMOCOOHBIX [OEMOHCTPMPOBATH BBLICOKYHD CTeneHb HaAeXHOCTW, MNpPOM3BOACTBO
Buronormyeckmx apmaueBTUYECKNX CyOCTaHLMIN U NEeKapCTBEHHbIX MpenapaToB BKOYaeT B cebsa Mcnonb3oBaHue
BOMONorM4Yeckmx NPOLLIECCOB 1 MaTepUarnoB, TakMX Kak KynbTUBMPOBaHWE KNETOK UMM SKCTparmpoBaHue matepuana
M3 >XMBbIX OPraHU3MoB. YKasaHHble OuonorMdeckne npoueccbl MOryT AEMOHCTPUPOBATb CBOWCTBEHHYK UM
N3MEHYMBOCTb, YTO MPUBOAUT K CYLLECTBEHHOMY AMana3oHy NobOYHbIX NPOAYKTOB pas3nuyHon npupogpl. Noatomy
NPUHLUMMBI YpaBNeEHUa puckamy Aris KavyecTBa OCODEHHO BaKHbl AN AaHHOMO Kracca MaTepuarioB M OOJDKHbI
cobnogatbcsi nNpu pas3paboTke METOOOB KOHTPONSE Ha BCEX CTagusix MNPOW3BOACTBA AN  MUHUMU3ALUU
BapuabenbHOCTU U YMEHbLIEHUSA BO3MOXHOCTU KOHTaMUHALUN U NEPEKPECTHOW KOHTaMUHaLNW.

9. Matepuansl, nuTaTenbHble Cpedbl U YCMOBUS KYNbTUBUPOBAHMSA LENEBbLIX MUKPOOPraHM3MOB, KyrbTyp
KNeTOK, BWPYCOB BO MHOIOM CMOCOOCTBYOT BO3MOXHOCTM POCTa KOHTAMUHMPYKOLIMX areHToB. MHorvne
NeKapCcTBEHHble npenapaTtbhl UMEKT OrpaHUYEHHYK YCTOMYMBOCTb K LUMPOKOMY CMEKTPY METOAO0B OYMCTKM, B
0COBEHHOCTM K MeTodaM, NpefHa3HaYeHHbIM ONs MHAKTUBALMU UMM YCTPAHEHMSI MOCTOPOHHUX BUPYCHBIX
KOHTaMMHaHTOB. 1N cBeAEHNs1 K MUHUMYMY BO3MOXHOCTU TaKOW KOHTaMUHALMM MPON3BOANTESb OOJDKEH YAENSTh
OCHOBHOE BHMMaHWe MNMaHUPOBAHUIO TEXHOJTOMMYECKOro mnpouecca, KOHCTPyKUMM obopynoBaHWsi, MOMELLEHUNR,
cucTem obecneveHust, yCrioBUsIM NpUroToBreHns n gobaeneHus 6ydepo u peareHToB, 0TOOPY Npod 1 ob6yyeHnto
nepcoHana.

10. Cneumdmkaumm Ha Npoaykuuto (B YacTHOCTM, chneuudumkaumm B oOwmux capmakonenHblx cTaTbsX,
hapmakonemnHbIX CTaTbAX, PErMCTPaLMOHHOE AOCbE) OOIMKHBLI ONpeaensTb, MOryT nn (M ecnu MOryT, TO A0 Kakown
CTEMNEHN U OO KaKkow CTafuun) BellecTBa M Matepuarnbsl UMeTb ONpefeneHHbIn YypoBeHb GMOHArpy3kmM UIm e oHu
OOIMKHbI ObITb CTepUnbHbIMK. [POM3BOACTBO TAKKe AOMMKHO COOTBETCTBOBATL APYrMM TPeboBaHUSAM, U3ITOXKEHHBIM
B PErmMcTpaLMoHHOM Jocke NBo B NPOTOKOSE KIMHUYECKOro UCCNefoBaHusl (Hanpumep, KONM4ecTBO reHepaumn
(yoBoeHwui, naccaxen) Mexay NOCEBHOM KynbTypoWn M 6aHKOM KIeToK).

11. Ona GuonornyeckMx maTepuanoB, KOTOpble He MOryT ObiTb MPOCTEPUIN30BaHbI (Hanpumep, nytem
dunbTpaumm), NPON3BOACTBO OOIDKHO NPOBOANTLCS B aCENTUYECKUX YCINOBUAX NS MUHUMU3ALUN pUCKa BHECEHUS
KOHTaMMHaHTOB. [na pernameHTauuu OnpefernieHHbIX MPOU3BOACTBEHHbLIX METOAOB, HaMpuUMep, ONS yaaneHus
WKW  WHaKTMBaUMM  BUPYCOB, HeobXoouMMO  PYKOBOACTBOBATbCA  COOTBETCTBYHOLIMMUW  YTBEPXOEHHBIMU
npoueaypamu. NpuMeHeHne COOTBETCTBYIOLLErO KOHTPOSI M MOHUTOPMHIa 3a COCTOSIHUEM MPOM3BOACTBEHHOM
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cpedbl, W, roe 9TO SBMsSieTCA BO3MOXHbIM, CUCTEMbI YOOpPKM U CcTepunusaumm "Ha MecTe" BMecTe C
MCNONb30BaHNEM 3aKPbITbIX CUCTEM MOXET 3HAYUTENbHO YMEHbLUMTb PUCK CAy4YarHOM KOHTaMuHaumm U
NnepeKkpecTHOM KOHTaMMUHaLUN.

12. KoHTponb BkNtovaeT B cebsa Buonornyeckme aHanutuyeckne MeTonbl, KOTopble XxapakTepusytotcsa bonee
BbICOKOM CTeneHblo BapuabenbHOCTW, YeM (U3NKOo-XMMudeckne wmetoabl. [loatomy npu npou3BoacTee
Guonormyeckux apmaueBTUYeckMx CybCcTaHUMM W NEeKapCTBEHHbIX MpenapaTtoB KIYEBYK ponb  urpaet
HaZeXHbI NPOV3BOACTBEHHbIV NPoLECC, 1 0coboe 3HaYeHNe MMEeET KOHTPOSIb B MpoLiecce NpoM3BOACTBA.

13. buonorvyeckne nekapcTBEHHbIE NpenapaTbl, B COCTaB KOTOPbIX BXOASAT AOHOPCKME TKaHU UIKU KNeTKu,
Kak Hanpumep, onpeferieHHble BbICOKOTEXHOJOMMYHbIE NEKapCTBEHHbIE MpenapaThl, OOMKHbI COOTBETCTBOBATb
TpeboBaHuAM 3akoHogaTenbctBa Poccwuiickon ®egepaumm B 4acTu MPOCMAEXUBAEMOCTH, yBEeOOMITEHUS
YMOMHOMOYEHHOro heepanbHOro opraHa UCNOMHUTENbHOW BNACTU O HEOGNAaronpusITHbIX peakUmnsax U KIMHUYECKMX
cnyyasx B Xode Tepanuu, a Takke B 4acTu TexHudyeckux TpeboBaHun no wugeHTudpumkauum, obpaboTke,
NpeaoXpaHeHWo, XPaHEHUIO 1 TPaHCMOPTUPOBKE AOHOPCKMX TKaHeW n kneTok. 3abop matepuanos 1 npoBeaeHune
UCNbITaHUIN AOMKHbI MPOBOAUTHCS B COOTBETCTBUM C CUCTEMOM KayecTBa, AN KOTOPOKM onpefeneHbl cTaHaapTbl 1
TexHnyeckne TpeboBaHus.

14. bBwvonornuyeckne dapmaueBTudeckue cybcTaHUMM W NeKapCTBEHHble npenapatbl  OOSKHbI
COOTBETCTBOBaTbL TpeboBaHMAM HOpPMaTMBHbIX MpaBoOBbiXx akToB Poccuiickon ®degepaumyv B OTHOLLIEHWUU
YMEHbLUEHNS puUcka nepepadv Bo3OyauTens rybyaTon aHuedanonatMn XMBOTHBLIX U NATEHTHLIX BUPYCOB 4epes
nekapcTBeHHble Npenaparbl 4118 MEAULIMHCKOTO NMPUMEHEHWS U AN MPUMEHEHUSA B BETEPMHAPUN.

lll. OBLLEE PYKOBOACTBO (UACTb A)
MepcoHan

15. (1) MNepcoHan, paGoTawwmii B 30HaX NPOU3BOACTBA M KOHTponsa Guonornyeckux dapmaueBTUYEeCKUX
cybCcTaHUMn 1 nekapCTBEHHbIX NMpenapaTtoB (B TOM 4MCre NepcoHarn, 3aHATbI OYMCTKOM, OBCny>XMBaHWEM UMK
KOHTPOSIEM Ka4ecCTBa), AOIMKEH NMPOXOAnNTb 0byveHne 1 nepmogmnyeckoe NOBTOPHOE 0Oy4YeHne B COOTBETCTBMM CO
CBOMMW 00SA3aHHOCTAMM U CleuuduKkor MNpPOM3BOOUMON  NPOAYKLUMKM, BKMYass BCe 0cobble  Mepbl
NpPegoCTOPOXHOCTU ANs 3aLMTbl NPOAYKLMM, MEPCOHaNa u oxpaHbl OKpyXKatoLLen cpeabl.

16. (2) Ons obecnedeHuss Ge3onacHOCTM MNPOAYKLUUWM OOSPKHO MPUHUMATbLCA BO BHUMAHWE 340pPOBbE
nepcoHana. COTpyOHUKM, 3aHATble B MPOM3BOACTBE, TEXHUYECKOM OOCMYXMBAHWW, MPOBEAEHUN WCMbITAHUA W
yxode 3a XMBOTHbIMM (B TOM YMCME OCYLIECTBNAOWME KOHTPOMb), MpU HeoOXOAMMOCTM [OMKHbl ObITb
BaKLUMHMPOBAHbI COOTBETCTBYHOLLMMY CNELUNPUIECKUMN BaKLMHAMW, a TakkKe LOIDKHbI MPOXOAMTb PerynsipHble
MeOMLMHCKUE OCMOTPbI.

17. (3) Itobble 3aboneBaHnsa nepcoHana, kKoTopble MOryT HebnaronpusATHO NOBNUSATL Ha KAYeCTBO MPOAYKTA,
OOJDKHBbI NpensiTcTBoBaTb paboTe Takoro nepcoHana B MPOU3BOACTBEHHOW 30HE, a COOTBETCTBYHOLLME 3anucu
coxpaHaTbcda. B npomssoacTee BakumHbl BLK 1 nekapcTBeHHbIX npenapatoB Tyb6epkynuHa MoryT ObiTb 3aHATHI
TONbKO COTPYAHWKU, KOTOPbIE PErynsipHO MPOXOAST MPOBEPKY MMMYHHOrO cTaTyca WM PEHTreHonornveckoe
obcnepoBaHve rpygHon knetku. COTPYAHVMKM OOIDKHbI MPOXOAUTb MEOULMHCKMA OCMOTP C Y4eTOM puUCKa,
KOTOPOMY OHW MnoABepXeHbl. MeauuMHCKMA ocMoTp TpebyeTca Ans nepcoHana, paboTawlero ¢ onacHbIMM
opraHuamamu.

18. (4) C uenbo MMHMMM3ALMM BO3MOXHOCTW MEPEKPECTHON KOHTaMUHALMN HEOOXOAMMO KOHTPONMpPOBaTb
OorpaHuM4yeHne OBWXEHUS nepcoHana (B TOM 4ucre COTPYOHUKOB CIyObl KOHTPONsS KayecTBa, CneunanictoB Mo
obcnyxmBaHuMio M ybopke) Ha OCHOBE MPUHLMMNOB yNpaerieHusl puckamu Anst kadectea. Kak npaswno, He
O0onycKaeTcsa Nepexoq COTPYAHUKOB M3 30H, rAe BO3MOXEH KOHTAKT C XXUBbIMW MUKPOOPraHM3mMamu, reHeTUYeCKu
MOAMMULNPOBAHHBIMU OpPraHn3Mamu, TOKCUHaMW UMW >XMBOTHBIMW, B 30HbI, rAe NpoBoaaTcs paboTbl C Apyromn
NPOAYKUMEN, MHAKTUBMPOBAHHON NPOAYKUMEN Unu SpyruMn opraHmaMamun. Ecnu nogobHeix nepexonoB n3bexarb
HEBO3MOXHO, OOIDKHbI ObITb MPUHATBI MEpbl ANSA KOHTPOMsS KOHTaMMHAaLMKM COrMacHO MpuHUMMNAM YrpaBleHust
puckamu s KayecTsa.

MomeleHns 1 o6opyaoBaHue

19. (5) CreneHb KOHTpPONs MNPOU3BOACTBEHHOMW Cpedbl B OTHOLIEHUMWM KOHTaMMHaUMM YacTuuamu wu
MUKPOOPraHn3mMamy B MPOU3BOACTBEHHBIX MOMELLEHUSIX [OIPKHA COOTBETCTBOBATb BMAY (hapmaLeBTUYECKON
cybCcTaHuuM, NPOMEXYTOYHOW W TOTOBOW MpoaykuMM W cTagum TexHorormdeckoro npouecca. [lpy atom
Heob6X04MMO YyUNTbIBATb YPOBEHb KOHTAMUHALIMM UCXOOHbBIX MaTepuarnoB U CTeNeHb pUcka Ans roToBOro NpoaykTa.
B nporpammy MOHWTOpUMHra NpPOM3BOACTBEHHOW Cpeabl OOJMPKHbI ObiTb LOMONHUTENBHO BKIHOYEHbI METOAbI OIS
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onpeneneHnsa npuUcyTCTBUsS cneumpuiecknx MUKPOOPraHn3MoB (B YaCTHOCTW, OpraHu3mMa-xo3siMHa, OpPOXOKEBbIX,
nnecHeBbIX rPMBOB, aHa3POBHbIX MUKPOOPraHM3MOB), €CIIM Ha 3TO yKasbiBaeT NpoLEecc ynpasneHns puckamun Ans
KayecTBa.

20. (6) Npoun3BoaCTBEHHbIE N CKNAACKME NOMELLEHNST AOMKHbI BbITb CNPOEKTMPOBaHbI C y4eToM TpeboBaHUN
K Knaccam 4uCTOTbl, @ MNPOLECChbl CnnaHMpoBaHbl Takum o6pas3om, 4ToObl MNPefoTBPaTUTh KOHTaMWHALMIO
NpOAYKUUM NOCTOPOHHMMU BelecTBaMu. pefoTBpalleHne KOHTaM1HaumMK sBnsieTca bonee apeKTUBHBLIM, YEM
ee obHapyxeHWe M ycTpaHeHue, XOTH KOHTaMuMHauus MOXeT MPOsiBUTbCS BO BPeMsi TakMx MPOU3BOLCTBEHHbIX
MpoLEeCcCcOoB, Kak (bepMeHTauus M KynbTMBUPOBAHME KIETOYHbIX KynbTyp. KOHTpOMbHbIE W3MeEpeHWsi, BKIoYas
KOHTPOMb CUCTEM ODEecneyvyeHnsi U KOHTPOSb MPOU3BOACTBEHHONW cpenpbl, AOMMKHbI NPOBOAUTBLCA B COOTBETCTBUM C
NpUMHUMNaMmK ynpaBrieHns puckaMu NS KayecTBa Ha yyacTkax, rge npoxogsdT OTKPbITbie MPOLECChl U MpoayKUns
MOXeT ObITb NogBepXeHa HemnocpeacTBEHHOMY BO3AEWCTBMIO NMPOUM3BOACTBEHHOW cpefbl (Hanpumep, BO BpeMsi
nobaBneHus BcnomoraTenbHbIX BellecTB, cpen, OydeposB, rasoB, paboT BO Bpemss NPoOM3BOACTBA
BbICOKOTEXHOMOMMYHbIX feKapcTBEHHbIX npenapatoB). [lpu Bbibope nocnepoBaTenbHbIX KNAcCOB YMCTOTbl B
NPOM3BOACTBEHHbLIX MOMELLEHUAX U COOTBETCTBYIOLLMX METOAOB KOHTPOMSA NMPUHUMMbLI YNpaBneHus puckamy Ans
KayecTBa AOMMKHblI YYUTbIBATb MNPUHLMMbI, M3MOXEHHbIE B COOTBETCTBYHOLUMX NyHkTax [lpunoxeHma N 1 «k
HacToswmm Mpasunam.

21. (7) PaboTta c XvBbIMW KreTKamu, YCTOMYMBBIMU K Cpede MPOM3BOACTBEHHbLIX MOMELLEHWN, OOJDKHA
OCYLLECTBMATLCA B CreuManbHO npefHasHayeHHbIX MpPOU3BOACTBEHHbIX MoMmelleHuax. Ecnn B npousBoactse
NPUMEHSTCA NaToOreHHblE MUKPOOpraHuMambl (Hanpumep, 1 1 2 rpynnbl NATOFEHHOCTH), TO Takke Heobxoanmo
NCMNonb30BaTh TOMbKO CNeunanbHO NpeaHa3HayYeHHbIe AN 3TOro NPOM3BOACTBEHHbLIE MOMELLEHUS.

22. (8) Vicnonb3oBaHMe OOHOro MOMELLEHMS ONS NPOWM3BOACTBA HECKOSBbKUX NEKAPCTBEHHbLIX NMpenapaTtoB
MOXET ObiTb paspelleHo, €CnU MEePEeyUUCTIEHHbIe HWXKE WM  SKBMBANEHTHbIE (hakTopbl U MeponpuaTUS
(cooTBeTCTBEHHO paccMaTpuBaeMbiM TUMaM NPOAYKLUW) SBMASKOTCA YacTbio 3(PMEKTUBHON CTpaTErMm KOHTPONS,
HanpaBreHHON Ha NpeaoTBpaLLeHne NepekpecTHON KOHTaMUHaLNK:

a) (a) 3HaHMe OCHOBHbIX XapaKTEePUCTUK BCEX KNETOK, OpraHM3MOB W MOObIX MOCTOPOHHMX areHToB
(Hanpumep, NaToreHHOCTb, BO3MOXHOCTb OOHapyXeHusi, YCTOWYMBOCTb, BOCMPUUMYMBOCTb K MWHAKTUBaLMK),
paboTa C KOTOPbIMU OCYLLECTBNSAETCS B OOHUX U TEX Ke MOMELLEHUSX;

©) (b) Nnpu nponsBoACTBE MPOAYKLMM U3 MHOTOYUCITEHHBIX MarieHbKUX CepUR, NofyvyaemblX U3 pasfmyHoro
NCXOOHOro Chbipbs (HanpuMMep, FeKapCTBEHHbIE MpenapaTbl Ha OCHOBE KIETOYHbIX TEXHOMOrMn) Ha CcTaguun
pa3paboTku cTpaTerMm KOHTPOMS OOIDKHbI YYMTbIBATLCA Takue (pakTopbl, Kak COCTOSHME 300pOBbsS LOHOPOB C
Lienblo CHWXKEHUSA pucKa MOJTHOM NOTEPU MPOOYKLNK;

B) (C) npedoTBpalleHe nonagaHus XMBbIX MWUKPOOPraHW3MOB WM CMOP B CMEXHbIE MOMELLEHUS UNKN Ha
obopygoBaHMe nyTeM OMNpPedeneHnss BCEeX MOTEeHUManbHbIX MaplipyTOB MEPEKPECTHOW KOHTaMUHaUMM W
NCNONb30BaHNSA OOHOPAa30BbIX KOMMOHEHTOB W COOTBETCTBYHLLMX WHXEHEPHbIX MeponpuaATui (Hanpumep,
3aKpbITbIX CUCTEM);

r) (d) HanuumMe MeponpUATUA KOHTPONSA MO yAaneHuIo MWKPOOPraHM3MOB M CNOp neped nocneayowmm
Npov3BOACTBOM Apyron npoaykuun. [lMpoueaypbl OYUCTKM M OEKOHTaMUHAUUW OT MUKPOOPraHM3MOB U CMop
OOMMKHbI ObITb OTBaANMAUPOBaHbI (B TOM 4uCre AN CUCTEM OTOMMEHUS, BEHTUNAUMM W KOHAMLMOHMPOBAHMS
BO34yXxa);

4) (e) ecnu MWKPOOPraHm3Mbl SBMASKOTCA YCTOMYMBBLIMW K YCIOBUSIM MPOW3BOACTBEHHOW cCpedbl U B
pacrnopsKeHUN NMEKTCA COOTBETCTBYIOLLME METOAbl, KOHTPOSb MPOU3BOACTBEHHONM cpefpbl, cneundudeckuin ans
nony4aemMoro MuKpoopraHvama, HeoOXoAMMO NMPOBOAUTH B CMEXHbIX 30HAaX BO BPeMsi MPOM3BOACTBa M nocrne
3aBEPLUEHUST OYUCTKM W [EKOHTaMuHauun. Takke HYXHO MpPUHMMaTb BO BHUMAHWE PUCKW, CBA3aAHHbIE C
NCMnonb3oBaHWEM ONPenEeNeHHOro KOHTPOIbHO-U3MepUTENbHOrO 0bopydoBaHWsA (HanpuMmep, AN onpeaeneHust
yacTuy B BO3yxe) B 30HaX, rae npoBogAaTcs paboTbl C XKuBbIMK 1 (1K) cnopoobpasyroLmmMy MUKPOOPraHM3mamu;

e) (f) npogykuus, obopymoBaHue, BcroMoraternbHoe obopygoBaHve (Hanpumep, Ans KanubpoBku U
Banugauun) n 0gHOpPa3oBble MaTepuanbl JOMMKHbI NepeMeLlaTtbCcs B npegenax npegHasHadYeHHbIX 30H U JOIDKHbI
YyAanAaTbCA M3 3TUX 30H Takmm obpas3om, YToObl NPeaoTBpaTUTb KOHTaMUHALMIO APYIMX 30H, APYron NPOAYyKUUN Ha
pasnuyHbIX CTaausix NMPOM3BOACTBA (B YACTHOCTU, crnegyeT npefoTBpaTUTb KOHTAaMUHALMIO MHAKTMBUPOBAHHbBIX
NPOAYKTOB UITM aHATOKCMHOB HENMHAKTUBMPOBAHHBIMU MPOAYKTAMM);

X) (g) NPoM3BOACTBO Ha OCHOBE MPUHLUUNA NPOBEAEHMS OAHOTUMHbBIX LIMKITOB NPOU3BOACTBA (KaMnaHui).

23. (9) HeobxoguMmMocTb Hanuuusi chneunanuavpoBaHHbIX MOMELLeHUA Ans UHULWHOW o6paboTkn (B
YaCTHOCTW, ANsl NPUrOTOBIEHNS, HANOMHEHUS, YNaKOBKM) OyAeT 3aBUCETb OT NEPEYUCNEHHBIX BhilLe (hakTopoB, a
Takke OT OOMOSNTHUTENbHbLIX (DAKTOPOB B OTHOLUEHMM CMELMdUKM BUONOrMYeckoro NekapcTBEHHOro npenapara u
XapaKTepucTuk Apyron npoaykuuu, BkMoyasi nobble Hebuonormveckne npoayKTbl, NPOM3BOAMMbIE B TEX Xe
nomMelleHusax. Ha 3aknountenbHbIX cTagusix MoryT notpeboBaTbCsi ApYrMe Mepbl KOHTPOMs OnpenerieHHON
nocrnegoBaTenbHOCTU J00aBneHus BeLLecTB, CKOPOCTM MEepeEMELUUBAHUS, KOHTPOMNS BpPeMEHU U TemnepaTypbl,
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npenenbHOro BpeMeHu BO3AENCTBUSA CBETa U repMeTun3aumm (M3onsumm), a Takke B npouegypax oO4MCcTKM B criyyae
nponuea (paccbinaHus).

24. (10) MeponpuaTtua u npouenypsl, Heobxoaumble anst obecneveHnss 6e30NacHOCTU NPOU3BOACTBEHHON
cpenbl M NepcoHana, He JOSMKHbI MPOTUBOPEUYNTE MEPONPUATUAM W Npoueaypam, HeobxoanmeiM Ans obecneyeHms
KayecTBa npogykra.

25. (11) Cnctembl BO3QyxONnoAroTOBKN AOMKHbI ObITb CMPOEKTUPOBaHbI, CKOHCTPYMPOBaHbI U 06CNYyKUBaTHCS
Takvum 06pa3om, YToObl NCKTYNTL PUCK NEPEKPECTHON KOHTaMUHALMW MeX4y pasfuYHbIMW NPOVU3BOACTBEHHBLIMA
30HaMn. TakKe MOXET BO3HUKHYTb HeOOXOAMMOCTb B OTAENbHbIX CUCTEMax BO34YyXOMOArOTOBKM OIS
onpegerneHHbiX 30H. PelleHne OTHOCUTENbHO MCMONb30BaHUA CUCTEM BEHTMRAUuM 6e3 peumpKynsumm LOIDKHO
ObITb MPUHSITO HA OCHOBAHWW NPWHLMMNOB YNpPaBieHUs pyCckamMu AN KavyecTsa.

26. (12) PaboTty co cTepunbHoOi npoaykumen HeobxooMmMo BECTU B 30HaX C M3ObITOYHbIM JaBNEHWEM, HO B
0COBbIX 30HaX B TOYKaX foKanusauuy NaToreHHbIX MUKPOOPraHM3mMoB HeobXoAMMO COo3faBaTb OTpULATENbHbLIN
nepenag OaBneHUs Ans NpefoTBpalleHns pacnpoCTpaHeHWs KOHTaMWHAHTOB 3a npeensl 3Tux 3oH. Ecnv ang
paboTbl B acenTMyecknx yCrnoBusX C MaTepuanamu, COCTaBnsoWMMK O0CObbIN pUCK (Hanpumep, ¢ NaToreHHbIMM
MUKPOOPraHn3mMamu) MCMonb3ylTCA 30Hbl C MOHWXKEHHbIM AaBrneHnem unm 6esonacHble GOKCbl, UX cnegyeT
OKpyXaTb 30HaMu COOTBETCTBYHIOLLErO Kracca YMCTOThbl C M3ObITOYHLIM AasrneHneM. [laHHble nepenaabl AaBrneHns
OOMMKHbI ObITb YETKO OnpefernieHbl U AOMMKHbI HaxOAWUTbCS NMoA MOCTOSHHLIM KOHTPOMIEM C COOTBETCTBYHOLLUMMU
HacTpOMKaMn aBapnnHOWN cUrHanunsauuu.

27. (13) KoHcTpykuusi obopynoBaHMs, WUCMONb3yeMoro ansd paboTbl € XMBbIMM MMWKPOOPraHM3Mamu U
KneTkamu, BKNtoyasi obopygoBaHue ans otéopa npo0d, AoMmKHa UCKNoYaTh BO3MOXHOCTb KOHTaMMHaUMM BO BPEMS
npoBeaeHusi pabor.

28. (14) KoHcTpykumsi, obecnedvBalowlas MNEPBUYHYIO W3OMAUMIO, OOJDKHA UCKMNOYaTb PUCK  YTEUKU
Buonormyeckux areHToB B HenocpeacTBEeHHOe paboyvee MnpOCTPaHCTBO, YTO OOIMKHO ObiTb MNOATBEPXKAEHO
pesynbTatamum TECTUPOBaHUS C ONpPeAeneHHON NepMoauYHOCTbIO.

29. (15) Mpn HanMyun BO3MOXHOCTU PEKOMEHOYETCHA WCMNOMb30BaTb CUCTEMbI "OYMCTKM Ha MecTe" u
"obpaboTkm napom Ha mecTe" ("cTepunu3aumm Ha mecTte"). KOHCTpYKUMS BEHTUNEN Ha depMeHTaTopax AOIhKHa
npegycMmaTtpuBaTb BO3SMOXHOCTb UX CTEpUnmM3aumm napom.

30. (16) Bo3ayLuHble dounbTpbl OMKHBI ObITh rMAPO(OGHBIMU, CPOK MX CNYXObl JOIMKEH ObITb onpeaeneH B
npouecce BanujauuuM MyTeM MPOBEPKM LENOCTHOCTU C  ONpedesieHHONW MNepuoAMYHOCTBIO  COTAcHO
COOTBETCTBYHLUMM MPUHLIMMAM YNpaBeHns puckammn ons kavyecTsa.

31. (17) KOHCTpYKLMA ApEeHaXHbIX CUCTEM [OMKHa NO3BOMATb NPOBOAUTL A(PPEKTUBHYIO HENTPANU3aUmo U
OEKOHTaMMHALMIO CTOYHbIX BOA OIS UCKIIOYEHMS pUcKa NepeKpecTHOM KOHTaMuHaummn. JomkHo 6biTb obecneveHo
BbINMONMHEHNe TpeboBaHMI 3akoHogaTenbctBa Poccuiickon dPepepaumm € LEnbld  MUHUMMU3ALMKU  pUCKa
KOHTaMuMHauum OKpyxXalolen cpefbl B COOTBETCTBUM C pUCKaMW, CBA3AHHbIMKM C BMONOrMyeckom OnacHOCTbHO
0TX0O0B NPOV3BOACTBA.

32. (18) BBuay n3MeH4MBOCTM CBOWCTB OMOMOrMYECKMX NEeKapCTBEHHbIX CPeacTB WM MpoLEeccoB KX
npov3BoACTBa HEOOXOOUMO OTMEpMBaTh UMM B3BELUMBATb Kakoe-nnMbo COOTBETCTBYHOLLEE U (MNn) KPUTUYECKoe
NCXOOHOE Cbipbe (Hampumep, nuTaTenbHble cpedbl M Oydepbl) B x0A4e TexXHOomormyeckoro npouecca. B atux
crnyyasix B NPOW3BOACTBEHHOW 30HE AONyckaeTCs XpaHeHWe HebomnbliMX 3anacoB 3TOT0 UCXOOHOMO CbipbA Ha
NPOTSXKEHUN CpOKa, YCTAHOBMIEHHOIO Ha OCHOBAHWM COOTBETCTBYHLUMX KpuTepueB (Hanpumep, ANMTENbHOCTb
NPOU3BOACTBA CEPUN UMW ANIMTENBHOCTbL KaMnaHum).

JK1UBOTHbIE

33. (19) Ona npoussBoactBa OBMONMOrMYECcKnX JeKapCTBEHHbIX MpenapaToB MCMONb3YKTCA pasHble BuAbl
XMBOTHbIX. MOXHO BblAenuTb ABe 6ombLumne rpynnbl UICTOYHUKOB:

a) (a) xuBble XMBOTHble, 0O6beaUHEHHbIE B rpynnbl, cTaga, ctan. Hanpumep, ob6e3bsHbl (BakuMHa NpoTuB
nonvomuenuTta), nowagw, oBubl U KO3bl (MMMYHHblE CbIBOPOTKW MNPOTUB SAOB 3MeW W CTOMOHSAKA), KOLLUKU
(annepreHbl), KpOMMKW, MbIUM M XOMSIKM (BakuMHa npOTUB OeleHCTBa), KO3bl, KPYMHbIA poraTtbli CKOT
(TpaHcreHHble NPOAyKTHI);

6) (b) TKaHN M KNETKN XXMBOTHOIO NPOUCXOXAEHWUS, U3BMEYEHHbIE U3 YMEPLLBIIEHHbIX XMBOTHbLIX (OBLbI U
CBVHbM), UCMOMb3yeMble AN MPOM3BOACTBA BbICOKOTEXHOMOMMYHbIX NEKapCTBEHHbIX NPenapaToB UMK Kak Cblpbe
Ans (bepMeHTOB, aHTMKOAarynsHTOB U FOPMOHOB.

34. XXuBoTHble TakkKe WCMONb3YTCA AN KOHTPOMNS KayecTBa B COOTBETCTBMM CO cneumduKkalmsMm
(MMpOreHHoOCTb, TOKCUYHOCTb, 6e3BpegHOCTb, cneumduyeckas akTUBHOCTb).

35. (20) B gononHeHWe K BbIMNONTHEHWIO HOPMATUBHBLIX TPeOOBaHUI B OTHOLLEHMU ry0yaTon aHuedanonaTnm
XMBOTHbIX, [ApYyrme oOnacHble areHTbl (BO3byaWTenn 300HO30B, aHTPOMO300HO30B >KMBOTHbIX) AOMMKHbI
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KOHTPONMMPOBaTbCA W PErmcTpupoBaTbCs COMMACHO MOCTOSIHHO AENCTBYOLWEen nporpaMme MOHWUTOpuHra. [Ons
opraHm3aumm Takux nporpamm HeobxoAMMO nonyyaTb KOHCYNbTauuio COOTBETCTBYHOLLEro crneuuanucta. B
cnyyasx 3aboneBaHus >XMBOTHbLIX-AOHOPOB UMW XXMBOTHbIX, KOTOPbIE MCMNONb3YITCA B Ka4eCTBe Cblpbs, AOIMKHbI
ObITb MpoBeAeHbl W 3aperncTpupoBaHbl COOTBETCTBYIOLUME WCCMEAOBaHUA Ha npegmMeT NPUrogHocTu 3TuX
XMBOTHBIX U MPUrOAHOCTUN XMBOTHBIX, NPEObIBABLUNX B KOHTAKTe C BOMbHbLIM XXUBOTHbLIM, NS UCMONb30BaHWSA NpU
NPOM3BOACTBE (B Ka4eCTBE MCXOAHbIX MaTepuanoB WM UCXOOHOIO Cbipbs), MPU KOHTPOME KadyecTBa NPOAYKUUM U
npu npoBedeHWM wucnbiTaHMn Ha 6esonacHocTb. [ormkHa ObiTb paspaboTaHa npoueaypa PeTpOCneKTUBHOro
aHanusa, no3BonfAllas MpUHUMaTb peLleHne OTHOCMTENMbHO FOAHOCTM Guonormyeckon apmaueBTUYeckon
cybGCTaHUUM WM feKapCTBEHHOro npenapata, B COCTaB KOTOPOro BXOAMT WMV MpW MPOW3BOACTBE KOTOPOro
MCrornb3oBascsa Takon maTtepuan XMBOTHOTO MPOUCXOXAEHUS B KavyeCcTBE UCXOAHOro matepuana unm nMcxogHoro
cbipbs. [1na ycTaHOBREHWs TOro, Kakasi U3 AoHauun nocrneaHen nokasana oTpuuaTternbHbli pe3ynbTaT Ha Hanmdme
3aboneBaHvs, Tam rae MPUMEHMMO, NPOBOAMUTCS MNOBTOPHOE TECTUpPOBaHWEe o00pasuoB, COXPAHEHHbLIX Mpu
npegblaylweM B3ATMM MaTepuana OT TOr0 Xe XMBOTHOro-AOHOpa (eCnv TakoBble WUMETCS), YTO BNWUSET Ha
npouecc MPUHATMSA AaHHOro pelleHus. Mpu onpegeneHun nepuoaa U3bATUS XUBOTHBIX U3 MPOrpamMmbl AOIDKEH
YYnTbiBaTbCA  NEepuod  BblBEAEHUS  NEeKapCTBEHHbIX  CpeacTB,  MCNONb30OBaBLUMXCA  ANA  BBeAeHus
XMBOTHbIM-A0HOPAM Wi XMBOTHbIM, KOTOPbIE UCMOMb30BaNMNCh B KAYECTBE ChIPbS, YTO JOMKHO BbITb OPOPMIEHO
OOKYMEHTarnbHo.

36. (21) Ocoboe BHMMaHME HEOOXOAUMO yAenATb MNPeAOoTBPALLEHVIO W MOHWUTOPUHIY WHMEKLMOHHbIX
3ab0neBaHVn y XMBOTHbIX, KOTOPblE UCMONb3YIOTCA B KayeCTBE Cbipbf, U Y XMBOTHbIX-OOHOPOB. lNpuHUMaeMble
Mepbl OOSKHbI BKMOYATb KOHTPOSb UCTOYHMKOB, MOMELLEHWIN, NacTouL, KOHTponb Bruonormyeckon 6e30nacHoOCTH,
PEXMMOB MPOBEAEHNS WUCMNbITAHWA, KOHTPOSb BCMOMOraTesibHbIX MaTepuanoB W KOPMOB NS KUBOTHBIX.
OcobeHHY0 3HaYMMOCTb UMEKT NMPOBEPKU XMBOTHBIX, CBOBOAHBIX OT cneunduyecknx natoreHoB. [JoOmkHbl ObiTb
onpegeneHsl TpeboBaHWA K COOAEPKaHUIO MU MOHUTOPUHTY 340POBbSA APYrMX XMBOTHbIX (Hanpumep, XMBYLUMX B
CTasx unu cragax).

37. (22) Ans nekapCTBEHHbIX NpenapaToB, NMPOM3BEOEHHbIX C UCMOMNb30BAHUEM TPAHCTEHHbIX XUBOTHBIX,
AoMmkHa ObiTb obecrnedyeHa OTCNEXMBAEMOCTb UCXOAHbLIX XMBOTHbIX, UCMOMb30BaHHbLIX ANS CO34aHWA U3 HUX
TPaHCreHHbIX XXMBOTHbIX.

38. (23) Ocoboe BHMMaHWE AOMKHO ObiTb YAENeHO BbINOMHEHWIO TPebOBaHMIM HOPMATMBHBLIX MPABOBbIX
aktoB  Poccunckon  degepauun,  perynvpylowmx — BOMPOCHl  3aliUTbl  KUBOTHbLIX,  WCMOSMb3yeMbIX B
3KCNnepuvMeHTarbHbIX Lensax, B OTHOLWEHUN BUBapUEB, B KOTOPbIX COAEPXATCH XUBOTHbIE, YX04a 3a XUBOTHLIMU U
KapaHTuMHa. BuBapuu, B KOTOPbIX COAEPXKATCS XMUBOTHbLIE, UCNONb3yeMble sl NPON3BOACTBA U KOHTPONS KayecTBa
BGuonornyecknx dapmaueBTUHECKUX CYOCTaHUMIA 1 NeKapCTBEHHbIX NpenapaToB, AOMMKHbI ObiTb OTAeNeHbl OT 30H
Npou3BOACTBA M KOHTPONS KayecTsa.

39. (24) Ons pasnuuHbiX BMOOB XMBOTHbLIX AOMKHbI OblTb ONpedeneHbl OCHOBHbIE MOKasaTenun, KOTopble
3aTeM KOHTPOMMPYKT U perucTpupytoT. [lokasatenu MoryT BkNo4yaTb BO3pacT, MOS, BEC U COCTOSIHNE 340POBbSA
XNBOTHbIX.

40. (25) Ona npegoTBpalleHns pucka nepenyTbiBaHUS XUBOTHbIX, BUONOrM4eckux areHToB 1 pesyrnbTaToB
NPOBEAEHHbIX UCMbITaHUN WM NpefoTBpaLLeHnss BO3MOXHbIX OMacHOCTEW, OOSPKHA CyLlecTBOBaTb cucTema uX
naeHTudmrKaummn.

JokymeHTaums

41. (26) [Anst ICXOQHOTO ChIpbs U UCXOOHBIX MaTepmnanos A5 NPon3BoACcTBa OBUONOrMYECKUX NeKapCTBEHHbIX
npenapaToB MoxeT noTpeboBaTbca [ONOMHUTENbHAs MHGopMaunss 06 WCTOYHUKE, NPOUCXOXAEHUW, LEMU
NnoCcTaBOK, METOAE NMPOM3BOACTBA M MPUMEHSAEMbIX MeToAax KOHTPONA KayecTBa AN obecrnedeHns HeobXxoaumoro
obbemMa KOHTPOnsi, B TOM YMCIEe MUKPOOMONOrM4ecKoro KOHTPOSs.

42. (27) Ona HekoTOpbIX TUMOB NPOAYKUMM MOXeT notpeboBaTbCcsa cneumdunyeckoe onvcaHne MmaTepuaros,
BXOOSALWMX B  CEpuMo, B  YACTHOCTM, COMATMYECKMX  KIETOK, WCMOSfb3yeMblX MNpuM  MPOU3BOACTBE
BbICOKOTEXHOJSTOMMYHbIX JIEKAPCTBEHHbBIX NMpenapaToB. B OTHOLWEHMM ayTONOrMYHOro fIeKapCTBEHHOrO npenapaTa 1
NEeKapCTBEHHOro npenapara OT crneumanbHO nogobpaHHOro AOHOpa, NPOAYKUMS OOIDKHA paccMaTpuBaTbCs Kak
ofHa cepusi.

43. (28) Ans nekapcTBEHHbIX NpenapaToB, NPU NPOM3BOACTBE KOTOPLIX UCMNOMb3YIOTCS YernoBeyecKmne KrneTkn
WUNM TKaHW OOHOPOB, OOJMKHA OblTb obecrneyeHa NonHas NPOCMNEXMBAEMOCTb, HAaYMHAsA OT MCXOLHOTO Chipbs U
mMaTepuarnos, B TOM Yucrie cogepxatias nHpopmaumo o060 Bcex BelecTBaxX, KOHTaKTMPOBaBLUMX C KIeTKamMu uUnm
TKaHAMK, BMMOTb A0 MOATBEPXAEHUS MOMyYEHUs JIEKAPCTBEHHOro npenapata B MecTe €ero npUMEHEHMs.
OpHoBpeMEHHO C 3TMM formkHa OblTb obecrneyeHa aHOHUMHOCTL MAaUMEHTOB W KOHUOEHUMAaNbHOCTb
WHpopmaumm 006 wmx 3pgopoBbe. CooTBETCTBYHWOLIME  3anucu, obecneudvBalmne MNpPOCNEXUBAEMOCTb

CtpaHuua 90 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

nekapcTBEHHOro npenapara, A0MKHbI XPaHUTLCA B TeYeHne TpUaLaTh NeT nocne Aathl OKOHYaHWs CpoKa rogHOCTH
nekapctBeHHoro npenapata. Ocoboe BHMMaHME [OOMKHO YOENnATbCA o6ecrneyvyeHulo  MPOCNexXnBaemMocTu
cneundUYecKnx NekapcTBeHHbIX Npenaparos AN WCMOMb30BaHWA B O0CODbLIX Cryvasix, kak Hanpumep Knetku oT
cneumnansHo nogobpaHHOro goHopa. [Npou3BOACTBO NEKApCTBEHHbIX CPEACTB C WUCMOMb30BaHMEM KOMMOHEHTOB
KpOBW B Ka4eCTBe UCXOAHOIo ChbipbsA UMM MaTepuanos JOMKHO COOTBETCTBOBATL TpebGoBaHMAM 3aKOHOA4ATENbLCTBA.
Mpy nNpPoOM3BOACTBE BbICOKOTEXHOMNOMMYHBIX JEKApCTBEHHbIX MpenapatoB OofkHa ObiTb  oGecnedveHa
MPOCNEXMBAEMOCTb YeNoBEYECKMX KIEeTOK, B TOM YMCIle reMOMNo3TUYECKUX CTBOMOBLIX KneTok. MeponpusaTtus,
obecrneynBaioLne NpoCcnexmnBaeMocTb U XpaHeHne OOKYMEHTaUMn B TedeHne HeobGxoanmMoro nepuoaa BpemeHu,
[OIMKHbI ObITb BKIIOYEHb! B TEXHWYECKME COrMalleHnUs Mexay BOBMeYeHHbIMU B TaKyl0 AeATeNbHOCTb CTOPOHAMU.

MponssoacTeo

44. (29) YuntbiBas BO3MOXHYIO BbICOKYD M3MEHYMBOCTb CBOWCTB BUOMOrM4eckux BeLecTB U NPOAYKTOB,
Heobxoammo obecneynTb Ha pasHbIX 3Tanax XM3HEHHOro uMKna NpoAaykuun (Hanpumep, Ha atane paspaboTku
npouecca) NoBbILWEHNE HAOEeXHOCTU WM YCTOMYMBOCTM MpoLecca, CHMUXas TeM cambiM ero BapuabenbHOCTb U
noBbilas BOCMPOM3BOAMMOCTb. [1OBTOpPHas oueHka [OMxHa MpOBOAUTLCA B npouecce 0630poB KayvecTBa
NPOAYKLUN.

45. (30) lNockonbKy cpeabl M peakTuBbl B YCMOBUAX KyNbTUBMPOBaHWA obecneumBaloT pPOCT KMeToK unu
MWKPOOPraHn3MoB, KOTOpble, Kak NpaBumo, ABMAAIOTCS MOHOKYNbTypamu, ocoboe BHMMaHWe OOMKHO yAensaTbCs
cTpaTerMn KOHTPONS KayecTBa AN rapaHTuv NpeaynpexaeHns u MuHMMusaunm 6uoHarpyskn n CBA3aHHOIO C Hen
3arpAsHeHns meTtabonutamMum M 3HOOTOKCMHaMW. [Ins BbICOKOTEXHOMOMMYHbIX fleKapCTBEHHbIX MpenapaToB Ha
OCHOBE KIIETOK, KOTOpble, Kak MpaBuiio, NPOW3BOASATCA ManbiMU CEPUAMW, PUCK MEPEKPECTHOW KOHTamMuHauum
Mexay KNeTOYHbIMW feKkapCTBEHHbIMU MpenapaTamMy OT pasHbIX OHOPOB C Pa3fU4YHbIM COCTOSHMEM 340POBbS
OOMKEH KOHTPONMPOBAaTbLCS COMNAacHO YCTaHOBMEHHbIM TpeboBaHMAM 1 npoueaypam.

McxogHoe Cblpb€ N UCXOOHble MaTepuarnbl

46. (31) CnenyeT 4eTKO ONpeAensaTb UCTOYHUK, MPOUCXOXAEHNE U NPUrOAHOCTb BUOMOrMYECKNX MCXOQHOTO
CbIpbsl U UCXOAHBIX MaTepmnanos ANa NocrneayLlero nx UCNonb3oBaHus (HanpuMmep, KpMonpoTeKTopbl, NUTatoLue
KNeTKW, peareHTbl, NuTaTernbHble cpefdbl, Oydepbl, CbIBOPOTKN, hepMEHTbI, LUMTOKMHbI, hakTopbl pocTta). Ecrniun
npoBeAeHne HeobBXOOUMBIX UCMbITAHWMI 3aHMMaeT MHOro BPEMEHU, AOMYyCKaeTcs HaunHaTb 06paboTKy UCXOAHbIX
MaTepuanoB A0 NONydYeHUs pesynbTaToB 3TUX UCMbITAHUA, HO ANS UCMOMb30BaHUA 3TUX UCXOOHbIX MaTepuanos
OOIMKHO ObITb YYTEHO WX BRUSIHAE Ha OpYrne Cepunm B Cry4vae BbISIBIIEHWS HECOOTBETCTBUS M OLLEHEHbI PUCKU
COrnacHO MpuHUMNam ynpaBfeHUsa puckamu Ans kadyecTBa. B TakuMx cnyvasx Bbigava paspelleHusi Ha BbIMyck
cepumn rotoBOM MPOAYKUMW 3aBUCUT OT YAOBMNETBOPUTESNbHBLIX PE3YNbTaTOB UCMNbITAHWMIA UCXOAHOrO Chipbs. Ha
OCHOBaHUM TpebOBaHUIM K COOTBETCTBYOLLMM CTaausAM NPOn3BOACTBA AOMKHA NPOBOAUTLCH MAEHTUUKALNS BCEX
UCXOAHbIX MaTepuanoB. [ononHutenbHble TpeboBaHMa Ana OMOMOrMdyecknx fekapcTBEHHbIX MpenapaToB
nsnoxexol B rnase |l HacTtoswux Mpasun n MpunoxeHnn N 8 k HacToAwmMm lNpaBunam, a ana GMONOrMyYeckmx
dapmavneBTnyeckux cybctaHuunm B rnaee 1V HacTosawmx Mpaswun.

47. (32) lNMpu oueHKe PUCKOB KOHTaMMHaUUW UCXOAHOrO ChIPbSl U MCXOAHbLIX MaTepuanoB BO BpPeMs MX
NPOXOXAEHNA MO Lenn NocTaBoK 0coboe BHMMaHMe HeoOXOOUMO yOensaTb PUCKY, CBSI3aHHOMY C rybyartomn
aHUedanonaTnen XUBOTHBIX W MaTEHTHbIMU BMpycamu. Takke OOMKHO ObiTb yOeneHO BHUMaHWE WUCXOOHbLIM
mMatepuanam, HenmnocpeacTBEHHO KOHTAKTUPYIOLWMM C TEXHOMNOrMYeckuM obopyaoBaHNEM UMM NPOAYKUMEN (TakUM
Kak nuTaTenbHble cpefbl, UCMOMb3yemMble ANs CUMYMSLMM acenTUYecKoro po3nvBa, U CMasoyHble mMaTepuansl,
KOTOpPbIE MOTYT KOHTAKTUPOBaTb C MPOLYKTOM).

48. (33) BcrnepctBue TOro, YTO PUCKM BHECEHUSI KOHTAMWHAUMW M COOTBETCTBYHOLLME MOCNEeACcTBUS ANs
roTOBOro fieKapCTBEHHOrO npenapata He 3aBUCAT OT CTaguu NpOu3BOACTBA, YCTAHOBIIEHWE CTpaTErnMm KOHTPOSS
ONs  3aWwuTbl  NPOAYKUMW, NPUrOTOBIEHUS pacTBopoB, OydepoB u gobaBnsieMbiX KOMMOHEHTOB [OIMKHO
OCHOBbIBATbCA Ha MPUHUMNAX W PYKOBOASALUMX YKa3aHUSIX, COOEpPXalUMXCS B COOTBETCTBYHOLUMX MyHKTaX
MpunoxeHusa N 1 k HacTosawwmm lNMpasunam. Ocobyto BaXXHOCTb MMEKT KOHTPOSbHbIE MEPONPUATULA, HeobxoanMble
0N NpoBEepKMN KayecTBa UCXOAHbIX MaTepmarnos, a Takke Ang npoLlecca acenTMyeckoro NPon3BoACcTBa NPoayKUUK
Ha KNEeTOYHOW OCHOBe, rae (PUHULIHAs CTepunu3aunsi He SIBMSETCA BO3MOXHOW, a CMoCOOHOCTb YyAarneHus
MUKPOOHBLIX NOBOYHBIX NPOAYKTOB orpaHudeHa. Koroa B permctpaumoHHOM O0Cbe WIN MPOTOKONE KIMHUYECKMX
NCCrneoBaHUM YCTAHOBMEH [OMYCTUMbIA TWUM UM YPOBEHb OMOHArpy3ku, Hanpumep, Ha CTaauMu MonyyYeHus
chapmMaLeBTMYECKON CyDOCTaHUMK, Torga crpaTerMs KOHTPOMsl OOMKHA npedycmatpyBaTtb CrnocoObl, KOTOPbIMM
OyneT NooAepXKUBaTLCS YCTAHOBIEHHBIN YpOBEHb OUOHArpy3ku.

49. (34) MNpn HeobBXOANMOCTN CTEPUIM3ALMM NUCXOLHOTO ChbipbS M MaTepuarioB, Takas CTepunmaaums, npu
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HanMunuM BO3MOXHOCTW, [OOSPKHA MNPOBOAUTLCA TepMmyeckuMm MeTtodom. [lpn HeobxoaMMOoCTM MOryT Takke
ncnonb3oBaTbCA Apyrne COOTBETCTBYHOLWME METOAbl, WCMONb3ylwnecs Ans WHaKTusauum Buonornyeckmx
MaTepunanos (B YaCTHOCTU, paauauus n punbTpaums).

50. (35) MoxeT noTpeboBaTbCcA npoBedeHWe OPYrUX MEepPOnpuAaTUA, B YacTHOCTW, WUCMNONb30BaHWE
aHTUOMOTMKOB Ha paHHMX 3Tanax NPOW3BOACTBA C LENbi YMEHbLUEHWs GuoHarpysku, KoTopasi BO3MOXHAa Mnpu
MOCTaBKe XMBbIX TKaHeW W KrneTok. PekomeHayeTcsi N0 BO3MOXHOCTM n3beratb Takmx MeponpusaTuii, HO B cryyae
HeobX0AMMOCTM UX UCNOSb30BaHNE AOIMKHO ObiTb 0BGOCHOBAHO, a MX NPUMEHEHWe B TEXHOMOrMYEeCcKOM npoLecce
OOIDKHO ObITb MpekpalleHo Ha CTaguuv, YKasaHHOW B PEermcTpauvMoHHOM [OCbe WM MPOTOKOME KIMHUYECKUX
nccrnegoBaHun.

51. (36) Ons 4yenoBe4yeckux TKAHEW W KIETOK, UCMONb3yeMbiX B KayeCTBE WMCXOAHbIX MarepuanoB Anis
B1onorMyecknx nekapcTBEHHbIX CPEACTB, HEOBXOANMO yunTbIBaTL cneayoLme TpeboBaHus:

a) (a) ux npuobpeTteHne, goHaUMa 1 NpoBeAeHUEe UCMbITAHUA OOIMKHO OCYLLECTBNATLCA B COOTBETCTBUU C
HOpMaTMBHbIMU NpaBOBbIMU akTamu Poccunckon ®epepauun. OpraHnsaumm, NOCTaBNsAOLWME UCXOOHOE ChIpbE,
OOMKHbl UMETb paspeLleHne yNnonHOMOYEHHOro dhedeparnbHOro opraHa UCMONHUTENbHOW BRiacTn B COOTBETCTBUU
¢ 3akoHogaTenbcTtBOM Poccuiickon ®egepauun. Hanmume Heobxoammbix paspeLleHnin JOMmMKHO BbiTb MPOBEPEHO B
paMKax CMCTeMbI yrpaBneHUs NocTaBkamu;

6) (b) B cnyyasx MMNopTMpOBaHMSA TakMx YerioBeYeCKUX KNeTOK U TKaHeW U3 ApYrnx CTpaH, AOSMKHbl ObiTb
cobnofeHbl cTaHAapTbl KOHTpoOns kavecTBa M GesonacHOCTW, COOTBeTCTBYOLWME TpeboBaHUSM HOpPMAaTUBHbIX
npaBoBbIX akToB Poccuiickon ®eagepauuu;

B) (C) B HekoTOpbIX cny4asx paboTa C KneTkamMyu W TKaHAMMW, MCMOMb3yeMbiMU B KavecTBe WCXOAHbIX
mMaTtepuanoB Ans 61onornyecknx nekapcTBeHHbIX NpenapaTos, 6yaeT NpoM3BoANTLCA B OpraHvM3aumsax no B3sSTUIO
n (unun) Nnposepke TKaHeW, B TOM 4YuChe ANs CO34aHus HayarbHbIX KIEeTOYHbIX BAHKOB MM KNEeTOYHbIX NNHUA,
npeawecTBYOWMX CO34aHuI0 rnaBHoro 6aHka kneTtok. B TakvMx crnyyasix B COOTBETCTBUM C 3aKOHOOATEIbCTBOM
Poccuickon ®egepauunm JomkHO 6biTb HA3HAYEHO NULIO, KOTOPOE OTBEYAET 3a yKka3aHHble 3Tanbl paboThbl;

r) (d) oTBeTCTBEHHOE NMMLO B OpraHM3aumm no B3ATMIO M (UNKN) NPOBEPKE TKaHen BbiAaeT paspelueHne Ha
NCMNonb30BaHWe TKaHeW M KNeToK nepep Mx NoCTaBKOW NPOM3BOAWTENIO NEKapCTBEHHOrO npenapara, nocne 4yero
NMPUMEHSTCA CTaHAapTHbIE MpoLedypbl KOHTPOMS MCXOOHbBIX MaTepuanoB. PesdynbTaTbl UCNbITAHWIA BCEX TKAHEN
N KNEeToK, NMOCTaBMseMbIX OpraHusauuven no B3ATUMIO U (MXM) NpPOBepKe TKaHew, AOMKHbl ObiTb NpeaocTaBfeHbl
NPOM3BOAUTENIO  NeKapcTBEeHHOro npenapaTta. [aHHas uWHdopmauns [ofmkHa  Mcrnonb3oBaTbCA  ANS
COOTBETCTBYIOLLErO pasfernieHns matepuanoB W onpegeneHus cnocoboB xpaHeHusi. B cnydae HeobxoammocTu
BO3MOXHa [OCTaBKa TKaHeW W KNeTOK MPOM3BOAMTENIO NIEeKapCTBEHHOro npenapara A0 NofyyYeHus pesynbTaToB
NCMbITaHWI OT OpraHn3auuy No B3ATUIO U (MNK) NPOBEpKe TKaHeN. 3TO BO3MOXHO NPU HanNMyMm COOTBETCTBYHOLLMX
Mep KOHTpONs AN npefoTBpalleHVsl NepeKkpecTHOM KOHTaMMHauMM TKaHaMU W KkrneTkamu. Takas pgocTtaBka
BO3MOXHa C pa3peLleHns OTBETCTBEHHOIO N1LUa B OpraHM3aunm no B3ATUIO 1 (MNN) NPOBEPKe TKaHew;

A4) (e) TpaHCnopTUpPOBKa 4YeroBeYeCKMX TKaHeW W KNeToK K MpOou3BOACTBEHHOW Mnowagke AOIbkHa
OCYLLECTBMNATLCA B COOTBETCTBUM C COrNawleHneM Mexgy OTBETCTBEHHbIMW CTOpoHamu. [1ponsBOACTBEHHblE
nnowankM OOMMKHbl MMeTb AOKYMEHTanbHOe MOATBepXAeHue cobnogeHus COOTBETCTBYIOLMX Cheumnyeckmx
YCNOBUIN XPaHEHNS U TPaHCNOPTUPOBKY;

e) (f) pomkHbl cobnogaTecs TpeboBaHMA NPOCNEXNBAEMOCTH, HAYMHAS C OpraHM3auuy nNo B3ATUIO U (Mnn)
npoBepke TKaHen A0 AOCTaBKW MorydaTento 1 BKIYas MaTepuarnbl, HAXOAMBLUMECHA B KOHTAKTe C KNeTkamu unm
TKaHAMU;

X) (g) BOMKHO ObITb 3aKMOYeHO cornaweHne Mexgy OTBETCTBEHHbIMW CTOpOHamu (Hanpumep,
NPOV3BOAUTENSAMMU, OpraHN3aumnsmMu Nno B3ATUIO U (MNN) NPOBEpPKe TKaHeW, CMOHCopaMu, NLamMun, Ha NMS KOTOPbIX
BblAaHbl PerncTpaunoHHble YAOCTOBEPEHWs), KoTopoe onpegenseT cdepbl OTBETCTBEHHOCTU KaXdOW M3 CTOPOH
(BKNtOYas ykazaHne OTBETCTBEHHbIX Y YMONTHOMOYEHHbIX NUL).

52. (37) B oTHOLIEHUN reHHOoM Tepanun HeoOXo0AMMO yYnTbIBaTb cnegyoLme TpeboBaHuns:

a) (a) ans npoaykuuw, NPoOM3BEAEHHOW C WCMONb30BaHMEM BUPYCHbIX BEKTOPOB, MCXOAHble MaTtepuansbl
ABMSOTCA KOMMOHEHTaMW, M3 KOTOPbIX MOMyYEH BUPYCHbIW BEKTOP, TO €CTb [MaBHbI BUPYCHbIA MOCEBHOW
mMatepuan unm nnasmuapl, KOTOPbIMN TPaHCULIMPYIOT NaKyLWMe KNETKN, 1 FMaBHbIN GaHK KNeToK, NCMOMb3yeMbln
AN NIMHAN NaKyoLWNX KNEeTOK;

6) (b) ana npogykumun, NPou3BeAeHHON C UCMONb30BaHMEM NNasmMui, HEBUPYCHbIX BEKTOPOB U reHETUYECKM
MOAMMULMPOBAHHBIX MMKPOOPraHW3MOB, 3a WCKMYEeHVeM BUPYCOB W  BUPYCHbIX BEKTOPOB, WCXOAHbIMU
mMaTepvanamu SiBAsOTCS KOMMOHEHTbI, UCMOMb3yeMble ANs CO34aHUs KeTOK-NPOAYLIEHTOB, TO eCTb Nna3mubl,
GakTepusi-Xo3auH U rnaBHbln 6aHK PeKOMOMHAHTHBLIX MUKPOOPraHU3MOB;

B) (C) AN reHeTM4yeckM MoAMMUUMPOBAHHBIX KIMETOK UCXOAHbIMWM MaTepuanamu SBMSATCA KOMMOHEHTHI,
ncrnonb3yemble Ans MONy4YeHUs reHeTUYeCcKn MoAMMULUMPOBAHHBLIX KIETOK, TO eCTb MCXOoAHble maTtepuanbl Ang
NMPOV3BOACTBA BEKTOPOB, @ TakKe KMeTKU YeroBeKa UNn XMBOTHbIX;
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r) (d) npuHuMnbl HacToawmx [paBun NPUMEHSAIOTCS, HaYMHAsA OT CUCTEMbl BaHKa KNeToK, MCMorb3yemMoro
ONs NpoM3BOACTBA BEKTOPA UMK Nnas3Muabl, KOTOPble UCNONb3YOTCHA AN NepeHoca reHoBs.

53. (38) lNMpu Npou3BOACTBEHHLIX NpoLECCax, B KOTOPbIX KMETKU YerioBeka WM XUBOTHbIX UCMOMb3YHTCS B
KayecTBe NUTAKOLWMUX KMETOK, OOIDKEH MNPOBOAUTLCS COOTBETCTBYIOLLUMIA KOHTPOMb WCTOYHUKOB, MWCMbITAHUN,
TPaHCMOPTUPOBKN W XPaHEHUS AaHHbIX MaTepuanoB, BKMIOYad KOHTPOSib B COOTBETCTBMU C TpeboBaHMAMMU
3akoHogaTtenbcTBa Poccunckon degepaumm.

Cuctema noceBHO KynbTypbl 1 GaHKa KNeTok

54. (39) [Ona npepoTBpalleHMs HeXenaTeslbHOr0 WM3MEHEHMSI CBOWCTB, KOTOPOE MOXET MNpPOU30NTU
BCNEeACTBUME MHOrOKpaTHbIX MepeceBoB WM  OOMbLWIOIO 4ucra reHepauui, nNpousBOACTBO BUONOrMYecknx
hapmaueBTUYeCcKMX CybCTaHUMM U NeKapCTBEHHbIX MpenapaToB, MofyYyaemblX U3 KynbTyp MUKPOOPraHW3moB,
KynbTyp KNEeTOK UNN pasMHOXEHWEM B 3MOPMOHAaxX, TKaHAX M OpraHax XMBOTHbIX, AOIMPKHO OblTb OCHOBAHO Ha
cucTeme rnaBHOW M paboyven BMPYCHLIX MOCEBHbIX KynbTyp U (unun) 6aHKoB KneTok. Takas cucrema MoxeT BbiTb
HenpMMeHMMON KO BCEM TUMNAaM BbICOKOTEXHOMOMMYHbIX NIEKapCTBEHHbIX NpenapaTos.

55. (40) KonunuecTtBo reHepaunii (yoBOEHWUI, naccaxemn) Mmexay NOCEBHOMN KynbTypow unm 6aHKOM KMeToK U
Guonornyeckon apmaueBTUyeckon cybcTaHumen Nnbo nekapcTBeHHbIM NpenapaToM AOSMKHO COOTBETCTBOBATb
TpeboBaHuAM cneundnkaumin B permcTpaumoHHOM AOCHE UM MPOTOKOSE KIMHUYECKUX NCCre0BaHWi.

56. (41) CosgaHue cuctemM NOCeBHbIX KynbTyp M GAHKOB KMeTOK, BKMNoYas rnaBHble u pabovme nocesBHble
KynbTypbl, AOIMKHO ABMNATLCH YACTbIO YNPAaBEHNS XU3HEHHBIM LIMKITOM MPOAYKUMM U MPOBOAMTLCA B HaAnexalmx
ycnosusx. [Npon3BoacTBeHHas cpefa AOMKHA HAaXOAUTLCHA MOA4 COOTBETCTBYIOLLUMM KOHTporeM Ansd obecneveHus
6e3onacHOCT CUCTEM MOCEBHBbIX KynbTyp M 6aHKOB KNeTok, a Tawke nepcoHana, pabotawowero ¢ Humu. [pu
CO30aHWM MOCEBHbIX KyNnbTyp 1 BaHKOB KNETOK He JOMnycKaeTcs OAHOBPEeMeHHas paboTta ¢ OpYrMMu XXMBbIMU UMK
MHOULMPYIOLWUMX MaTepuanamv (Hanpumep, BUpycamu, MMHUSMU UK LWITaMMaMK KNEeTOK) B OAHOW 1 TON e 30He
WNM OOHOIO M TOro Xe nepcoHana. [omkHa ObiITb JOCTyNHa [OKyMeHTauus, nossondwlowas obecneuntb
NPOCNeXMBaeMoCTb CTaaun, NPeALleCTBYIOWNX reHepauun rnaBHOW NOCEBHOW KynbTypbl UNuW rrnaBHOro OaHka
KNeToK, rge MoryT 6biTb NPMMEHEeHbl TOMbKO MpuHUMMbLI HactoAwmx [Npasun. [JaHHas OOKyMeHTauus OOIbPKHa
BKMOYAaTb MH(OPMAaLMI0O OTHOCUTENBHO KOMMOHEHTOB, WMCMOSIb30BABLUMXCA BO BpeMsi paspaboTkM U BO3MOXHO
BMMAIOLWMX Ha 6e30MacHOCTb NPoAYKUMU (Hanpumep, peareHTbl 6MONOrMYecKoro NPONCXOXAEHMWS), OT HauyanbHOro
MCTOYHUKA M A0 FMAaBHOrO KNEeTOYHOMO UMM rMaBHOro NOCEBHOro 6aHka, ecrnv NpUMeHnMo.

57. (42) Mocne ¢OpMMPOBaHUSA OCHOBHOro M paboyero GaHKOB KMETOK M MOCEBHbLIX KyNbTyp AOSKHbI
cobnogaTtbCca npoueaypbl MO KapaHTUMHY M pa3pelueHnto 6aHKOB K MCMofb30BaHuM. JOmkHbl ObiTb NpoBedeHbl
COOTBETCTBYIOLUME KBaANUMUKaLUMA M UCMbITAHUS B OTHOLLUEHUW KOHTaMWHaHTOB. VX danbHewnwas npurogHocTb
BMNOCnNeacTBMM AOMKHaA ObITb noATBepxaeHa CTaburibHOCTLIO XapakTepUCTUK M KayeCTBOM NOCneaylLmx cepumn
npogykuun. [loka3atensCTBo CTabuNbHOCTM U BOCMPOM3BOAMMOCTM MOCEBHbLIX KynbTyp WM 6GaHKOB KMeToK
HeobxoaMmMo odopMNATL AOKyMeHTanbHo. CofdepxaHue 3anvcer [OSMKHO MNO3BONATb MPOBOAMTL  OLEHKY
TeHAeHUun.

58. (43) MNoceBHble KynbTypbl M OaHKM KNETOK HeobXoAMMO co3daBaTb, XPaHWUTb M MCMOMNb30BaTb TaKUM
06pa3oM, YTOObI PUCK MX KOHTaMUHALMUMW UM U3MEHEHUS OblNT MUHUMAarbHBIM (HanpuMep, XPaHuTb B repMETUYHbIX
KOHTenHepax B XuaKoMm asoTe). B cnyyae xpaHeHus pa3nmMyHbIX NOCEBHbIX KyfbTyp U 6aHKOB KNETOK B OAHWUX U TeX
e 30Hax WM C UCMOoNnb3oBaHWEeM OAHOro M TOro e obOopyaoBaHUS OOMKHbl ObiTb MPUHATHI Mepbl MO
npefoTBpaLLEHNo NepenyThiBaHUA W NEPEKPECTHON KOHTaMMHaUMM C  Yy4eToM WHAEKLMOHHON npupoabl
mMaTepunanos.

59. (44) JllekapcTBeHHble npenapaTtbl Ha OCHOBE KIEeTOK OObIYHO MPOU3BOOATCS U3 KIETOYHOro 3anaca,
MOMYYEeHHOIO0 M3 OrpaHWYEHHOro KONM4yecTBa naccaxen. B oTtnnume oT OBYXypOBHEBOW CUCTEMbI [MaBHbLIX U
pabounx OaHKOB KIETOK, KONMYECTBO MPOM3BOACTBEHHbIX LIMKIIOB Ha OCHOBE KIETOYHOro 3anaca OrpaHuyeHo
KONMMYEeCTBOM aruKBOT, MOMyYEHHbIX MOCHe pOCTa, U HE pacnpoOCTPaHAETCS Ha BECb XU3HEHHbIN LMK NPOAYKUMK.
lMpoTokon Banuaauun OOMMKEH y4YMTbIBaTb M3MEHEHNS KIeTOYHOro 3anaca.

60. (45) EmKOCTM AN XpaHEeHUs OIMKHbI ObITb FTEPMETUYHO 3aKpbIThbl M YETKO MapKMpOoBaHbl; MX Heobxoanmo
cogepxaTb Mpu COOTBETCTBYOLLEA Temnepatype. Heobxoammo BeCTM AOKYMEHTamNbHbIA Y4YeT XpaHALMXCA
eMKocTen. TemnepaTtypy XpaHeHus cnegyeT HenpepbiBHO PerncTpupoBaTtb, a B YCTAHOBKaX C XWOKAM a30TOM
KOHTpOnupoBaTb €ro ypoBeHb. OTKIOHEHWs napameTpoB XpaHeHWs OT YCTAaHOBMEHHbIX Mnpedenos u nobble
npeanpuHATbIE KOPPEKTMPYIOLWUE 1 Npeaynpexaaowmne 4ecTBUA AOMKHbI ObiTb 0OPMMIEHbl AOKYMEHTarbHO.

61. (46) PexomeHayeTcsa pasgenaTb 3anachkl Ha YacTu U XpPaHUTb pasferibHO BO U3bexaHune MonHom yTpaThl.
KoHTponb MecTopacnonoxeHus AomkeH obecnevmBaTh BbINOIHEHVE YKa3aHHbIX Bbille TpeboBaHuWN.

62. (47) YcnoBusi xpaHeHusi U 0OpaboTKM 3anacoB [OJMKHbI ONPEAEnATbCA COMMacHO TeM Xe CcambiM
npoueaypam v napametpam. [locne B3ATUS KOHTEWHEPOB U3 XpaHWUMULLA MOCEBHOW KyNnbTypbl Unu 6aHKa KneTok
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He JonyckaeTcs BO3BpaLlaTh MX B XpaHUNuLLE NOBTOPHO.
MpuHumMnbl paboTsl

63. (48) lNMpn ynpaBneHMN M3MEHEHUSIMU C YCTAHOBIIEHHOW MEPUOANYHOCTBLIO AOMKHbI paccMaTpuBaTbCs
acbdekThl, BKIHOYAA KyMYNSTUBHble 3dEKTbl M3MEHEHWA (HanpuMmep, B MPOM3BOACTBEHHBLIX Mpoueccax),
BMMSIOLLME Ha KayecTBo, 6e30nacHOCTb 1 3PEKTUBHOCTEL MOTOBOIO JIEKAPCTBEHHOIO Npenapara.

64. (49) Kputndeckue onepaumoHHble (TEXHONOMMYECKNE) Unn gpyrme NcxodHble napamMeTphbl, BAnSLWmne Ha
KayeCTBO Jil€KapCTBEHHOro mnpenapaTta, [AOMKHbl ObiTb OMNpederneHbl, BanuaupoBaHbl, OOKYMEHTUPOBaHbl WU
NO4AEPXKUBATLCS B COOTBETCTBMM C YCTAHOBIEHHBIMU TPEOOBaHUSMMN.

65. (50) Crtpaterns KOHTPONA MOCTYNNEHNUS WUCXOOHOMO ChipbS W UCXOAHBIX MaTepuarnoB B
NPOU3BOACTBEHHbIE 30HblI [OIMKHA OCHOBLIBATbCH HA MPUHUMNAX YnpaeneHus puckamu Ans kadectsa. [ns
acenTuyecKkMx NpoLeccoB TEPMOCTONKME NUCXOOHOE Chipbe W UCXOAHbIE MaTepuarnsl, nonagatwwmue B YUCTYIO Unn
YACTYI0O U W3ONUPOBAHHYIKO 30HY AOSDKHbI, MPU HanmuM4MM BO3MOXHOCTMW, MOCTYNaTb B HMX 4Yepe3 MNpPOXOAHON
aBTOKMaB WM CyxOoxapoBol Likad. HeTepmMoCcToMKkMe WUCXOOHOE Chipb€ W WUCXOAHble MaTepuanbl OOMMKHbI
BHOCUTbCA 4Yepe3 BO3AylUHble LWNo3bl ¢ ONOKMPOBKOWM ABepewn, noaBeprasdcb npoueaypaMm 3ddeKTMBHON
caHuTapHou obpaboTkn noBepxHOCTW. Paspeluaetcsa cTtepunu3aums npeamMeToB M MaTepuarnoB B APYroM MecTe
npu YCrOBWMM, YTO OHWU coAepXaT KONMMYeCTBO OOEPTOK, COOTBETCTBYHOLUMX YUCHY CTagui, HEOOXOAMMbIX AN
NPOXOXOEHNSA B YUCTYHO 30HY, N BHOCATCS] B HEE Yepes BO3AYLUHbIN W3 ¢ cobniogeHmemM cOoTBETCTBYHOLLNX MEP
NpPegoCTOPOXHOCTU NyTEM CaHUTapHOM 06paboTKn NOBEPXHOCTEN.

66. (51) JomkHbl ObITb NOATBEPXKAEHLI POCTOBLIE CBOWCTBA NMUTATENbHBIX CPE C LeNblo foKasaTenbcTea Mx
NPUrogHoOCTM ANs npeanoriaraeMoro UCnornb3oBaHus. [utaTensHble cpeabl OOMKHbI MPU HANMYMM BO3MOXHOCTU
cTepunu3oBaTbCsd Ha MecTe. [lpu nnaHoBOW nogaye rasoB, NUTaTeNbHbIX Cpend, KUCIOT WUNu  Lenoyen,
neHoracutenen kK depmeHTepam MNpu HanMuum BO3MOXHOCTU PEKOMEHAYETCS WUCMofb3oBaTbh CTepunuaytoimne
PUNBLTPbLI, BCTPOEHHbIE B JIMHUM NOAAYMN.

67. (52) JobaBneHne BeLLeCcTB Unn KynbTyp B depMeHTepPbl 1 Apyrue cocydbl, a Takke oTbop npob m3 Hux
Heobx0AMMO NPOBOANTL B TLATENbHO KOHTPONUPYEMbIX YCMOBWUSX AMS NpedoTBpalleHus KoHTamuHauuu. Mpu
BHeCceHun fobaBok nnm otbope Npob HeOOXOAMMO KOHTPONMPOBaTh NPaBUIBHOCTb NOACOEAMHEHNS COCYLOB.

68. (563) Ecnm 310 HeobGxoouMmoO, [OOSMKEH OCYLLECTBMSATLCA MOCTOSHHbIA  KOHTPOSlb  HEKOTOPbIX
NPOV3BOACTBEHHbLIX MpoLeccoB (Hanpumep, pepMeHTalumn) ¢ BHECEHUEM pe3ynbTaToB KOHTPOMS B 3anucu no
npoussBoacTBy cepun. [lpu npousBOACTBE C UCMNOMb30BaHMEM MeToda HENpPepbIBHOMO KyrNbTUBUPOBAHUSA
HeobxoouMmo cobntogatb cneuuanbHble TpeboBaHWS K KOHTPOMK KayecTBa, MOAnexallne NpUMEHEHU0 B
pesynbTaTte BbibOpa Takoro NPon3BOACTBEHHOrO MeToaa.

69. (54) lMpoueccbl LEHTPUDYTMPOBAHMSA M CMELUMBAHMSA MPOOYKTOB MOryT NpMBECTW K OBpas3oBaHuio
asposoneun, NoaTtomy BO u3bexaHue MepeKkpecTHOMW KOHTaMMHAUMM Takue Mpouecchbl cnegyet npoBoauTb B
N30MMPOBAaHHbIX 30HaX.

70. (55) Mpu cnyyanHowm yTeuke, B OCOBEHHOCTU >XMBbIX MUKPOOPraHU3MOB, OOJDKHbI ObITb MPUHSATHI
HeoTnoxHble Mepbl 6e3onacHocTU. [ns Kaxgoro BuAa WM rPynnbl  MUKPOOPraHU3MoB AOMKHbl  ObiTb
npegycMoTpeHbl crneuunanbHble MeponpuaTus no AekoHTamuHauuu. py MCnonb3oBaHUM PasfiMyHbIX LUTaMMOB
GakTepuii OQHOrO BMAA MIM OYEHb MOXOXMX BUPYCOB 3Ta Mpouenypa MoXeT ObiTb BanuaMpoBaHa B OTHOLLEHWUU
TOMbKO OOHOMO M3 HWUX, €CNN Y HUX HET CYLLECTBEHHbIX Pasfuynii B YCTOMUYMBOCTU K COOTBETCTBYIOLLEMY areHTy
(areHTam) ona gekoHTaMnHauuu.

71. (56) Ecnu matepwuanbl, ucnonb3yllmecs Ans MPOU3BOACTBA W KOHTPOMs, BKMoYas OymaxkHble
OOKYMEHTbI, SBHO $ABMAITCA KOHTAMWHUPOBAHHBLIMW, Hanpumep MPOMUTLIMU XKUOKOCTAMWU, a3po30fsMu Unu
NOTeHUMarnbHO OMacHbIMW MWKPOOPraHM3mMamm, TO OHU OOIDKHbI ObiTb COOTBETCTBEHHO AE3NHULMPOBAHbI, MUIn
nHdopMaLmsa JoMmKHa nepegaBaTbCs Apyrumu cnocobamum.

72. (57) lMNpwn nHakTMBaUMM WNu yganeHuM BMPYCOB B XOAe Mpou3BoACcTBa HEOOGXOAUMMO NpUHMMAaTb Mepbl
NPOTUB NOBTOPHOW KOHTaMMHaunyM o6paboTaHHON NPOAYKLMN CO CTOPOHbLI HEOBPaboTaHHON NPOAYKLNN.

73. (58) [Ons npogykToB, WHAaKTUBUPYEMbIX MpyM MomowmM JobaBneHus peareHToB (Hanpumep,
MUWKpPOOpPraHn3mbl B MpoLEecce MPOM3BOACTBA BaKLUWMH), NPOLECC AOMKEH rapaHTUpoBaTb MOMHYK WMHAaKTMBaLMIO
XMBbIX MUKpPOOpraHMaMoB. [locne TwiaTenbHOro CMelUMBaHUS KynbTypbl M MHAKTUBMPYIOLLLErO areHTa OOIDKHbI
YYUTLIBATLCH BCE KOHTAKTUPYHOLLME C NPOAYKTOM NMOBEPXHOCTU, NPeObLIBABLUNE B KOHTAKTE C KYNbTYpPOMN.

74. (59) MNpu npumeHeHWn xpomaTtorpacmyeckmx MEeTOAOB MCMONb3YT pasHble BUAbl 000OpPYyOOBaHUS.
MpuHUMNBI ynpaBneHUss puckamu Afis KadYecTBa AOIMKHbI cobnogaTteca npu paspaboTke cTpaternv KOHTPOns
copbeHTOB, KOPNYCOB KOMOHOK M Apyroro obopyaoBaHMs Mpu MX UCMOMb30BaHUM AMNs MPOU3BOACTBA B pexume
KamMnaHui unu B NpoM3BOACTBEHHON cpefe, NpeAHa3Ha4YeHHON AN NPOU3BOACTBA HECKONbKUX TUMOB MPOAYKLMN.
He pekomeHOyeTCd WCMOMb30BaHWe OOHUX W Tex e COpOEHTOB Ha pasHbIX TEXHONOMMYECKUX CTagusix.
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Heobxooumo ycTaHOBUTL KPUTEPUWN NPUEMIEMOCTU, YCNOBUS paboTbl, METOAbl BOCCTAHOBMEHUS, CPOK CNYx0bl U
MeTOAbl CTEPUNM3aUmm Unu Aes3mHgeKLmnm KOnoHoK.

75. (60) [dononHuTenbHble MWHCTPYKLUUW OTHOCUTENbHO WCMOMNb30BaHWs 06MnydYeHHbIX 0BopyooBaHUS U
MaTepunanoB n3noxeHsl B MNpunoxeHnn N 12 k HacTodAwmm MNpasunam.

76. (61) HomkHa cyuiecTtBoBaTb CUCTEMA, rapaHTUpyoLLlasi LLEeNOCTHOCTb U repMeTUYHOCTb KOHTEMHEPOB
nocrne ux HamnosfHeHusi, © NPeayCMOTPEHbI Npoueaypbl Ha criyyan fbbiX yTeYek UM NpockbinaHnin 1 NponvMBoB, B
crnyyae ecnv npogykT Wiy MPOMEXYTOYHBIN NPOAYKT NpeacTaBnsitoT ocobbin puck. [ns onepauuin nNo pos3nuey 1
ynakoBKe [OJDKHbI CyLLeCcTBOBaTb Mpoueaypbl nNo cobnogeHuio ycroBui, obecnedvBalowmx nopaepKaHve
npoayKTa B yCTaHOBMEHHbIX Npegenax (Hanpumep, Bpems 1 (Mnv) Temnepartypa).

77. (62) Pabota c kOHTeMHepamu (Hanpumep, ¢ amnynamu, dnakoHamu), cogepXxawimmm Guonornyeckune
areHTbl, [OIPKHa MNpOBOAWUTLCA Takum obpasom, 4Tobbl M3bexaTb KOHTaMUHAUWWM OPYruX JeKapCTBEHHbIX
npenapaToB UMM NMPOHWKHOBEHWS XUBbLIX areHTOB B MPON3BOACTBEHHYIO UMW OKpyXatoLwyo cpedy. [Ansa npuHaTus
peLleHns OTHOCUTENbHO yrnpaBneHns AaHHbIMWU PUCKaMy AOIDKHbI BbITb MPUHATLI BO BHUMaHWE XU3HECNOCOBHOCTb
TaKkuMx OpraHM3moB 1 ux bronorudeckas knaccudmkaums (rpynna naTtoreHHoOCTH).

78. (63) Heobxooumo yaensitb AOMKHOE BHUMAHWE MOArOTOBKE, MeYaT, XPaHEHUIO U HAHECEHUIO 3TUKETOK
Ha ynakoBKy, B TOM YMCfle HAHECEHWIO Ha MEPBUYHYIO N BTOPUYHYIO YNAKOBKY cneundudeckon nHdpopmauun ans
nawumeHT-cneumduyecknx NPoayKToB MM o6 UCnonb3oBaHUM METOO0B FeHEeTUYECKON NHXeHepuun. B cnyyae ecnm
BbICOKOTEXHOIMOIMYHbIE JIEKAapCTBEHHbIE MpenapaTbl MNpefHas3HaYeHbl AfA  ayTONOMMYHOro MPUMMEHEHMWs, Ha
9TMKETKE [OIDKHbI YKa3blBaTbCA YHMKalbHbIA MAEHTUMUKATOP NauMeHTa U HagnMcb "TOMbKO AN ayTONorMyHoro
npumMeHeHus". Ecnn BHELLHSA ynakoBka OTCYTCTBYET, AaHHAsA MHAOpMaumMs OOMKHa yKasblBaTbCsl HA NEPBUYHOMN
yNakoBKe.

79. (64) B cnyyae ucnonb3oBaHWs CBEPXHU3KUX TeMnepaTtyp XpaHeHUs YCTOMYMBOCTb MapKMPOBKU K
ncnonb3yembiM TemnepaTypam AorkHa bbiTb nogTBEpPXKAEHA.

80. (65) Korga wHdoOpmMauus O COCTOSIHMM 300pOBbS OOHOpa (YernoBeka WNM XMBOTHOIO), MMeloLwas
3HayeHve AN KadecTtBa NPOAYKUUW, CTAHOBWUTCS [AOCTYMHOW MOCNe 3akynkud, 37O OOSMKHO Y4MTbiBaTbCH B
npouegypax oT3biBa.

KOHTpOJ'Ib KavyecTtBa

81. (66) KoHTponb B mpouecce Npou3BoACTBa ABMNsieTcA Ooree BaxHbIM Ans obecneyeHus ctabunbHocTu
kadyecTBa Ouonormyeckmx capmaueBTUYecKux CybCTaHUMA M NeKapCTBEHHbIX MpenapaTtoB, Yem Ans Opyrux
nekapcTBeHHbIX npenapaTtoB. MexonepaunoHHbIN KOHTPOSb [OIMKEH OCYLECTBNSATLCA Ha COOTBETCTBYIOLLNX
CTagusix NPOU3BOACTBA C LieNblo KOHTPOMS YCINOBUIA, ABMNSIOLLMXCH BaXHbLIMW AN Ka4ecTBa roToBOro NpoaykTa.

82. (67) B cnyyae ecnv npomexXyTOYHble MPOAYKTbl MOTYT XPaHUTBLCS Ha MPOTSXEHUN ANUTENBHOIO BPEMEHU
(oHW, Hegenu wnu ponblie), AOMKHa OblTb pacCcMOTpeHa BO3MOXHOCTb BKIMOYEHMS B TEKYLLYH nporpammy
UCMblTaHMA CTabUNBHOCTM TakUX CEepun TOTOBOW NPOAYKLMKW, KOTOPble NPOu3BedeHbl M3 MNPOMEXYTOYHbIX
NPOAYKTOB C MaKCMMarbHbIM NEPMOLOM XpPaHEeHUs B Mpouecce Npou3BoacTBa.

83. (68) Ecnn ato gonyckaeTcs perMcTpaumoHHbIM AOCbe, AN OnpederneHHbIX TUMOB KNeTok (Hanpumep,
ayTONOMMYHbIX KMEeTOK, WUCMOSb3yeMbIX B MPOU3BOACTBE BbICOKOTEXHOMOMMYHbLIX JEKapCTBEHHbIX MpenapaTos),
KOTOpble MOTyT ObITb OOCTYNHbI B OrPaHUYEHHbIX KONWYeCcTBaX, NPOBEAEHME WUCMbITaHUA WU MOPAAOK XpaHeHUs
KOHTPOSbHbIX 0Opa3L 0B MOTyT ObITb U3MEHEHbI, YTO OhOPMNAETCA AOKYMEHTanbHO.

84. (69) Ona KNeTOYHbIX BLICOKOTEXHOMOMMYHbLIX NEKapCTBEHHbIX CPeACTB TECTbl HA CTEPUNBHOCTb OOIDKHbI
NpoOBOANTBLCA Ha KynbTypax KneTok unu 6aHkax KreTok, CBOOOAHbIX OT aHTUOMOTUKOB, AMNA MNOSyyYeHus
JoKasaTenbCTBa OTCYTCTBMS KOHTaMuHauuu baktepusamm n rpubamu, a Takke Ans BO3MOXHOCTU OBHapyXeHus
OpraHmM3moB, TpebyoLwux cneumanbHbIX YCIOBUW KyNbTUBUPOBaHUSA (€CNN MPUMEHNMO).

85. (70) CooTBeTcTBYIOWAA CTpaTerns KOHTPONA [OOJDKHA OCYLECTBNATbLCA ANd  Npou3BOACTBA
BGuonormyecknx rnekapCTBEHHbIX MpenapaTtoB C KOPOTKUM CPOKOM FOAHOCTW, onpedensieMbiM B HACTOSLEM
MpunoxeHun kak cpok Ao 14 gHewn, ANs KOTOpbIX TpebyeTca BbIMyCK Cepun elle A0 OKOHYaHWs MpoBedeHWUs
UCMbITAHMN KavecTBa BCEW NapTUM TOTOBOW NPOAyKUMM (Hanpumep, MWCCredoBaHME CTEpPUNbHOCTU). Takom
KOHTpONMb AOMKeH OblTb OCHOBaH Ha TrNyboOKOM MOHMMaHWM CBOWCTB JIEKApPCTBEHHOrO Mpenapata U
NPOU3BOACTBEHHOrO Mpouecca M AOMMKEH YYMTbIBaTb KOHTPOSb M XapakTepHble CBOWCTBA MCXOOHOMO Chipbs U
NCXOAHbIX MaTepuanoB. Heobxogumo HanmmumMe 4YeTKOro M MOSIHOTO OMucaHusA BCel Mpoueaypbl BbIMycKa,
BKMOYalolwero 00s3aHHOCTU  OTAeNbHbIX PabOTHMKOB, Y4acTBYIOWMX B OLEHKE MNPOM3BOACTBEHHbIX U
aHanMTUYecknx AaHHblX. [JormkHa NpoOBOAUTLCHA HenpepbiBHast oueHka 3dpdeKTMBHOCTU cucTeMbl obecneveHus
KayecTBa, BKMOYas BedeHMe 3anucew, MO3BONSIOWMX OLeHMBaTb TeHAeHuuW. [omkHbl OblTb MpeaycMOTpeHb
anbTepHaTMBHbIe MeToAbl (Hanpumep, ObiCTpble MUKpoGMOMNOrMyeckme MeTodbl) MOMy4YeHUs COOTBETCTBYHOLLUX
pes3yrnbTaToBs, MO3BONALMX NPOBOANUTL NpeaBapuTeNnbHOE NOATBEPXKAEHNE COOTBETCTBUSA CEPUIN B CydasaX, ecrim
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HEBO3MOXHO MPOBECTU MCMbITaHWsi rOTOBOr0 NeKapCTBEHHOrO mpenapaTta M3-3a ero KOPOTKOro cpoka rogHOCTW.
Mpouenypa NoaTBepXOEHUSA COOTBETCTBUS U BbIMyCKa CepuM MOXET NpoBOANTLCS B ABa 1 bonee aTana:

a) (a) oueHka OTBETCTBEHHbIM(-bIMW) NULIOM(-aMK) 3anncen, KacalrLnxcs npouecca NpomM3BoAcTBa cepun, 1
pe3ynbTaToB MOHUTOPWUHIa NPOM3BOACTBEHHOM cpeapbl (€Cnn NPUMEHNMO), KOTOPbIE AOMKHbI OXBAaTblBaTb YCIOBUS
NMpou3BOACTBA, BCE OTKIIOHEHUS OT CTaHAAPTHbIX MPOLEeayp W CYLLECTBYHOLIME aHanMTUYecKne pesynbTaTtbl AN
NEPBUYHOIO paspeLLeHnsi Cepun NPoayKTa K BbIMYCKY YNONTHOMOYEHHbIM fLIOM;

0) (b) oueHKka ynonmHOMOYEHHbIM NMLOM PE3YyrbTaToOB OKOHYaTENbHbIX aHANUTUYECKUX UCMbITAHUIA U OPYron
OOCTYMHOW WHcopmMaumyM AN 3aKMYUTENbHOIO MOATBEPXKAEHUS COOTBETCTBUS CEPUM  YCTAaHOBIIEHHBIM
TpeboBaHusM.

86. HomkHa ObITb NpegycMOTpeHa mnpouenypa, onucbiBawwass HeobxoauMble MeponpuaTus (BKIoYas
B3aMMOJENCTBME C MeOULMHCKUMM paboTHMKaMK), B Criydae NnosydyeHus pesynbTaToB UCMbITAHUN, BbIXOOALWMX 38
rpaHuubl crneumdukaumin. Takve cnydam [OSMKHbI paccrnefoBaTbCsl B MOMHOM 0OO6beme, COOTBETCTBYHOLLME
KOoppekTupylowme u npegynpexpalowme OencTBusl, HamnpasfeHHble Ha npefoTBpalleHne BO3MOXHOCTU
MOBTOPEHUS TAKNX Cry4yaeB, JOIDKHbI PErMCTPMPOBATLCS JOKYMEHTANbHO.

IV. CMELIMATIBHOE PYKOBOACTBO MO OTAESIbHBIM TUMAM MPOAYKLIN
(YACTb B)

JlekapcTBEHHbIE NpenapaTbl X)XUBOTHOTO NpoucxoxaeHus (B1)

87. HacTtosllee pykoBOACTBO NPUMEHSETCH K MaTepuarnam XMBOTHOMO NPOUCXOXOEHUSA, B TOM 4ucre K
mMaTtepuanam, MOfyYeHHbIM W3 TakuxX MpeanpuaTui, Kak CKOTOBGOMHW. [OCKOMbKy Lenu nocTaBoK MOryT ObiTb
OBLUMPHBIMU Y CIIOXHBIMMW, AOMKHbI NMPUMEHSATLCA CPeAcTBa KOHTPOMSA, OCHOBAHHbIE Ha NPUHLUMNAX ynpasreHus
puckamn ansa kadectsa. [lpu 3tom HeobxogMmo yuuTbiBaTb TpeboBaHusa [ocypapcTBeHHOM hapmakoneun
Poccuiickon ®epgepaumun, BknoYas MNpoOBeAEHUE COOTBETCTBYHOLUMX WCMbITAHUW Ha onpedeneHHbIX CTagusx.
[domkHa BecTuCb COOTBETCTBYKOLAA AOKYMeHTauus, obecneuymBarollas NpoCnexunBaemMocTb Lenu MOCTaBOK C
YETKMM YyKas3aHMeM POMW KaxKAOro yvacTHMKa Lenu MOCTaBOK, BKIHOYas, Kak npasBuno, JOCTaToOvHO nogpobHoe
onncaHne cxembl NOCTaBOK.

88. (1) HeobxoaMmo Hanuuue nporpaMM MOHUTOPMHIa OMacHbIX Afs 4YeroBeka OO0ne3Hen >XUMBOTHbIX
(BeTepuHapHoe ocBugeTenscTBoBaHue). NMpu oueHke HaKTOPOB pucka AOMMKHbI ObiTb MPUHATHI BO BHUMaHue
COOOLLEHUsT 3acnyXmBalLmMX [JOBEpUe WUCTOYHUKOB OTHOCWUTENbHO pacnpocTpaHeHHOCTM 3aboneBaHus Ha
TeppuTOpUM rocyfapcTea, B TOM YUCHe coaepxallme MHPopMaLMio O NPOBEPKE COCTOSHUSA 310POBbS XUBOTHbIX U
nporpaMmme(ax) KOHTPONsA Ha rocygapCTBEHHOM M MECTHOM YPOBHSIX, BKITOYAs MepOnpUsATUSA KOHTPOISA UCTOYHUKOB
(Hanpumep, depmbl MM 3aroHbl AMs CKOTa), M3 KOTOPbIX MOMyYeHbl >XUBOTHbIE, W KOHTPOMNb BO BpeMsi
TPaHCMOPTUPOBKN JKUBOTHbIX Ha CKOTOBOMHIO. OpHOW ©3 oOpraHuM3auun, OCYLLECTBNSLWEA MOHUTOPUHI
3aboneBaemMoCTV XXMBOTHbIX B MUpe, siBnseTca MexagyHapoaHoe anu3ooTuyeckoe 61opo.

89. (2) CkoTOBOMHN JOMKHBI COOTBETCTBOBAaTL TPeboBaHMAM, YCTaHOBNEHHBIM HOPMAaTUBHBIMWU NMPaBOBbLIMYU
aktamu Poccunckon degepaumm, NpyM UCNONb30OBAHUU UX B KA4YeCTBE MOCTABLUUKOB TKAHEW XXMBOTHbIX. [OMKHbI
ObITb MPUHATBHI BO BHMMaHue CBedeHVs OT YNONHOMOYEHHOro dedeparnbHOro opraHa UCMOMHUTENbHOW BNacTMy,
noagTeepxaatoLwmne cobnogeHne TpeboBaHMn 6e30NacHOCTM 1 KavyecTBa KOPMOB, YCTaHOBIIEHHbIE HOPMAaTUBHbLIMU
npasoBbIMKU akTamu Poccuiickon ®depepaumm n (Mnuv) ApPYrux CTpaH, M3 KOTOPbLIX Cbipbe WUMMOPTUPYETCA B
Poccuiickyo ®enepauuio.

90. (3) MepornpusaTHa MO KOHTPOSIO UCXOOHOIO ChIPbS U NCXOOHBIX MaTepuanosB Ha Taknx NpeanpuaTusX, Kak
CKOTOOOMHMW, JOIMKHbI BKIHOYaTb OnpederneHHble 3NeMeHTbl CUCTEMbl yrpaBeHns KavyecTBOM Ans obecneyeHns
YAOBINETBOPUTENBHOIO YPOBHA NPOMeCcCMOoHanbHOV MNOATrOTOBKM MepcoHana, MpocrnexnBaemMocTV MaTepuanos,
KOHTPOMS 1 CTaburbHOCTK.

91. (4) JomkHbl ObITb NPeAyCMOTPEHbI MEPOMNPUATUS MO KOHTPOJII0 MCXOOHbIX MaTtepuanoB UM UCXOQHOTO
cbipbs, obecneuynBatome npegoTepalleHme BMeLaTenbCTB, BAMSIOWMX HA Ka4eCTBO yKa3aHHbIX MaTepuarnoB umm
Cblpbs, UNW, MO MEHbLUEN Mepe, NpefoCTaBnsowWwmMe WMHGOpMaUMio O NPOBEAEHMU TakKMX MepPOnpUATUA MNpu
NPOOBMXEHUN WCXOAHbIX MaTepuanoB WM WCXOOHOrO Cbipbsi MO MNPOWM3BOACTBEHHOW LEMOYKEe WNKN Lienoyke
noctasBku. [laHHblE MePONPUATUSA AOMKHbI MPOBOAUTLCH B OTHOLLEHUN NEpPeMELLEHNS YKa3aHHbIX MaTepranos uUnm
CbIpbsi OT MeCT NepBUYHOro cbopa, NPoBeAEHUsI YaCTUYHOM U MOSNHON OYMCTKM A0 MECT XPaHEeHUs, HaKomMeHus,
pa3MeLLeHNs U HaxoXaeHUs y NocpeaHNKoB. HeobxoamMmMo ocyLecTBNATL AeTanbHY0 perucTpaumio NpoBeaeHHbIX
MEpONpUATUA B pamMKax CucTeMmbl, obecneyvBalollel NPOCNEXMBAEMOCTb MPOAYKUWUW, BKIOYas perncrpaumio
NoBbIX HApPYLUEHWIA, CBA3aHHbIX C HAMW paccreoBaHui U NPUHATLIX Mep.

92. (5) [omkHbl NPOBOAMTLCA MOCTOSIHHbIE OLEHKM MNOCTABLUMKOB WCXOAHOMO Cbipbsi U UCXOOHbIX
mMaTtepuanos, noareepxaatLlme cobnogeHne TpeboBaHNn KOHTPOMNSA UCXOOHOTO ChiPbS U UCXOAHBIX MaTepuanos
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Ha pasHbIX CTagusix Npou3BoAcTBa. [Mpou3BoanTenb OOMKEH MMETb MOMHYK AOKYMEHTaUMI0 O paccnefoBaHusaX
NPOVCLUECTBUIN, MNPOBEAEHHbIX C TLATENbHOCTbIO, COOTBETCTBYIOLLEA 3HAYUMMOCTM nNpoucllecTBur. [ormKHbl
cyllecTBOBaTb cuctembl, obecneunBatome nposeaeHne 3PEKTUBHBIX KOPPEKTUPYIOWMX U NpeaynpexaatoLLmx
OEencTBUN.

93. (6) KneTkM, TkaHM W oOpraHbl, WCMONb3yeMble [Afs MNPOM3BOACTBA KCEHOTEHHbIX KIEeTOYHbIX
neKapCTBEHHbIX NpenapaTtoB, AOMKHbI ObiTb MOMYyYEHbl MCKIIOYUTENBHO OT XXMBOTHBIX, KOTOpblE COOEpXaTcs B
HeBoOJle B YCMOBUSX OTCYTCTBUS KOHTaKTa C APYrMMU XMBOTHBIMU U BbipalLMBalOTCS CneuuanbHoO A58 3TUX Lenen.
Hu B Koem criyyae He JOonyCKaeTCsi UCMONb30BaHUE KINEeTOK, TKaHEeN U OPraHoB AMKUX XXMBOTHBIX UMM XXUBOTHBIX CO
ckoToboeH. Takke He [OMNycKaeTCs MWCNONb30BaHWE TKaHEW >XMBOTHBIX-OCHOBAaTENEW (XKMBOTHbIA OpraHusm,
HeCyLMN 4YyXXepodHbli reH). Heobxogumo BecTM HabnwogeHue M OOKYMEHTAUuMIo OTHOCUTENbHO COCTOSIHMSA
3[10POBbSI XXMBOTHbIX.

94. (7) MNpn KCEHOreHHOW KMNeTOYHOW Tepanuu M obpalleHMn KCEHOreHHbIX NEeKapCTBEHHbIX MpenapaToB
OOMKHbI cobntogaTtecs TpeboBaHMs HOpMaTMBHBIX MpaBoBblX akToB Poccuiickon depepauun, kacarowmecs
NMOCTaBKN U UCMbITAHUIN KNETOK XXUBOTHbIX.

JlekapcTBeHHble npenapatbl annepreHos (B2)

95. UcxogHble maTepuanbl MOryT ObiTb MPON3BEAEHbI MYTEM U3BIEYEHNS] N3 €CTECTBEHHBIX MCTOYHMKOB MK
C UCMNOob30BaHMEM TeXHONorMm pekombuHaHTHon HK.

96. (1) na rapaHTMK COOTBETCTBMSA NOCTaBKM MCXOOHbBIX MaTepuarnosB AOMKHO CyLLeCTBOBATb UX ONUCAHKE,
BKIIOYaloLLlee Heobxoaumble AeTanu, B 4YacTHOCTU, OOLLENPUHATOE W HayvyHOe HasBaHWe, MPOUCXOXAEHNME,
npupoAay, npegenbl COAepXaHusl KOHTaMWHAHTOB, METOA B3ATUSA TakMx MmatepuanoB. Martepuanbl XMBOTHOMO
NPOUCXOXAEHNS AOIMKHbI OblTb NONYyYeHbl OT 300POBbIX XUBOTHBLIX. [4Ns KONOHUIA (HanpuMep, Knewen, XMBOTHbIX),
KOTOpblE WCMONb3YTCA ANA 9KCTPaKUMW anfnepreHoB, LOMKHa CylwecTBOBaTb COOTBETCTBYHLLAA cuctema
KOHTpons, obecneudnBatowaa buonornyeckyto 6e3onacHocTb. JlekapCTBEeHHbIE MpenapaTtbl annepreHoB AOMKHbI
XPaHUTbCS B COOTBETCTBYIOLLMX YCMNOBMKAX, 06ecnedunBaroLLmx nx Ka4ecTao.

97. (2) CtagmMm TexXHONMOrM4eckoro npouecca, BKIYalLwme npeasapuTenbHyto ob6paboTky, aKCTpakuuio,
dvnbTpaumio, Ouanus, KOHLUEHTPMPOBAHWE UMM Nnodunmaaumio, OOSPKHbl ObiTb  AeTanbHO onucaHbl U
BanManpoBaHbl.

98. (3) Mpoueccbl Moaudukaumn, ucnornb3yemble O NPOM3BOACTBA MOAUMULMPOBAHHBIX 3KCTPaKTOB
annepreHoB (HanpumMep, annepromaos, KOHLIOrAaToB), JOMKHbI ObITb ONUCaHbI B COOTBETCTBYIOLLEN JOKYMEHTALUN.
lMpomexyTouyHble  MpoayKTbl B TEXHOMOIMMYECKOM Mpouecce [OOIMKHbl  ObiTb  MOEHTMUUMPOBaHbI U
NMPOKOHTPONMPOBaHBI.

99. (4) CMecn 3KCTPAKTOB annepreHoB AO0MKHbI ObITb NPUIOTOBIEHBI N3 OTAENBbHbLIX 3KCTPAKTOB MCXOLHbIX
MaTepuanos, MOMYYEHHbIX M3 OAHOr0 MUCTOYHUKA. Kaxabli oTOenbHbIA 3KCTPAKT AOMMKEH ObITb onpeneneH Kak
oTAaenbHasa hapmMaLeBTudeckas cybctaHums.

INekapcTBeHHbIE NpenapaTtbl MMMYHHbIX CbIBOPOTOK XMBOTHbLIX (B3)

100. (1) MNpowusBoauTenb [OSMKEH yOenATb 0coboe BHMMaHWe KOHTPOSM aHTUreHOB OMONOrMyeckoro
NPOUCXOXOEHNUST AN rapaHTUM WX KayecTBa, MOCTOAHCTBA M OTCYTCTBUS NOOOYHBLIX areHToB. [logrotoBka
MaTepuanos, WCMNOMb3yeMbIX AN WUMMYHM3aUUW XUBOTHLIX (Hanpumep, UCNONb3oBaHWe W (Mnn) BedeHue
aHTUreHoB, ranTeH-HOCUTENEN, aObloBaHTOB, CTAOWNM3UPYIOLWMX areHToB), U XpaHeHWe Takux Marepuarnos
HenocpeacTBEHHO nepej VMMyHM3auuen [OOMKHO MNpoM3BOAUTBCH B COOTBETCTBUM C  [JOKYMEHTanbHO
0OpPMIIEHHBIMU NpOoLieAypamMu.

101. (2) Mpoueaypbl MMMYyHM3ALMK, WCCIELOBaHWUS KPOBM U OTOOpa KpPOBM AOSMKHbI MPOBOAUTBHCS B
COOTBETCTBUM C PEMMCTPALMOHHBIM JOCHE.

102. (3) YcnoBus Npou3BOACTBA JIEKAPCTBEHHbLIX MpernapaTtoB M3 cybdparmMeHToOB aHTUTen (Hanpumep,

y4yacTKkn cBA3blBaHUS aHTUreHa Fab un F(ab')z) 1 nobble ganbHenwne MogMduKaumm OOSMKHbI COOTBETCTBOBATb

BannanpoBaHHbIM N YyTBEPXAEHHbIM nNapamMeTpam. Ecnn (bepMEHTbI, ncnonb3dyembie Npu npon3BoacTee, COCTOAT
N3 HECKONbKNX KOMMOHEHTOB, AoMmkHa ObiTb obecneyeHa nx cTabunbHOCTb.

BakuuHbl (B4)

103. (1) Mpu wncnonb3oBaHMM 3MOPUOHOB NTUL, OOMKHO ObiTb 0OecneyeHO 340pPOBbLE BCEX CTaM,
NCNoNb3yeMbIX 118 UX NonydeHus (ons ctan, cBob6oaHbIX OT cneundmrnyecknx NaTtoreHoB, 1 Ansa 340POBbIX CTan).
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104. (2) OomkHa npoBOAUTLCA Banuaaumst LIENOCTHOCTU KOHTEMHEPOB, WCMONb3yeMblX ANs XpaHeHus
NPOMEXYTOUYHbIX NPOAYKTOB, U BPEMEHU NX XPaHEHWS.

105. (3) B 30Hax, cogepxalmx XuBble OMONOrMyeckMe areHTbl, 3anpellaeTcs OTKPbiBaHWE COCYAOB,
copepXalmnx UHaKTUBUPOBaHHbIE NeKapCTBEHHbIE Npenapartbl, 1 0T6op NPod 13 HKX.

106. (4) MNocnepoBaTenbHOCTb NPMOaBNEHNS aKTMBHBIX KOMMOHEHTOB, agblOBaHTOB W BCMOMOraTeNbHbIX
BELLECTB B MpoOLEeccCe MNpouM3BOACTBA MPOMEXYTOYHOMO WNM TFOTOBOrO MNpOAyKTa [JOJKHa COOTBETCTBOBATb
TEXHOMOrMYECKUM UHCTPYKLUSAM.

107. (5) B cnyyae ucnonb3oBaHMA AN NPOM3BOACTBA WM UCMbITAHUA MUKPOOPraHM3MOB, KOTOPbLIM
MPUCBOEH BbICLLUMI YpOBEHb GMOMOrMYECcKon OMacHOCTM (Hanpumep, NaHOeMUYecKue LWTamMMbl), OOMMKHbI ObiTb
obecneyeHbl Heobxooumble Mepbl u3onAUUKW. [OmMKHO ObITb MOMYYEeHO [OOKYMEHTarbHOe MOATBEPXKAEHNE
paspelleHns Ha npoBedeHne YNOMSHYTbIX MEPONPUATUA OT COOTBETCTBYIOLLMX YMOMHOMOYEHHbIX dheaepanbHbiX
OpraHoB MCMOMHUTENbHOW BnacTu. [laHHaa JOKyMeHTaumnsa AomkHa ObiTb B HANMMUMN 1 AOCTYMNHA AN NPOBEPKMY.

PekombuHaHTHble npoaykThl (BS)

108. (1) Ons obecneyeHns NOCTOAHCTBA CBOWCTB NEKAapCTBEHHOrO npenaparta, Coaepallero onycTumMble
npuMecu B OMpedereHHOM AvanasoHe, OOMKHbl cobnaaTbCA BanuAMPOBAaHHbIE YCIOBUS TEXHOMOMMYECKUX
MPOLLECCOB MpW pocTe KNeToK, 3Kkcnpeccun 6Oenka wn ounctke. [ns obecneveHuss OTCYTCTBMS BUPYCHOW
KOHTaMuHauMM B oOnpefdereHHbIX Tunax KreToK, WCMoNb3yeMblXx B MNPOU3BOACTBE, MOryT noTpeboBaTbCcs
JOnonHuTenbHble  Mepbl. [nA  nekapcTBEHHbIX nNpenapaTtoB, MNPOW3BOACTBO KOTOPbLIX MpedycmartpusBaeT
MHOrOKpaTHble COOpbl KNETOK Mpu  KyNbTUBMPOBaHWM, €ro NpPOOOSIKUTENbHOCTb [OIPKHA HaxoauTbCs B
YTBEPXAEHHbIX Npeaenax.

109. (2) lpoueccbl OYUCTKM OT HexenaTenbHbIX MNPOAYKTOB, WUCTOYHUKOM KOTOPbIX SABMAIOTCH KNETKM
X035MHa, B YaCTHOCTM OT GenkoB, HYKIMEWHOBbLIX KWUCMOT, YrNeBOA4OB, BUPYCOB M APYrMxX NpuUMecewn, AOSDKHbI
NPOBOANTLCH B paMkax onpegeneHHbIX BanmaupoBaHHbIX Npeaenos.

JlexapcTBeHHbIE NpenapaTtbl MOHOKIMOHanNbHbLIX aHTuTen (B6)

110. (1) MoHOKNOHarnbHbIe aHTUTENa MoryT OblTb MPOU3BEAEHbI U3 MbILLMHBIX UM YENOBEYECKNX TMbpnaom
MNW C MNOMOLLbD TexHomormnm pekombuHaHTHonm [OHK. [Ons obecnedeHust GesonacHocTM W kadecTBa
NeKkapCTBEHHOro npenaparta AOIKHbI MPOBOAWMTLCA COOTBETCTBYIOLUME MEPOMNPUATUS KOHTPOMS B OTHOLUEHMU
NCXOOHBbIX KMETOK (B TOM 4ucrie, NUTaKOLMX KNETOK, B Cry4yae UX WUCMOMb30BaHUSA) U UCXOOHbIX MaTepuarnos,
Mcnomnb3yemblX ONA co34aHusa rmopuaombl M (MNM) NMHMKM KNetok. Heobxooumo yooCTOBEPUTLCH, YTO AaHHbIE
MeponpusaTUS NPOBOASATCA B yTBepXAeHHbIX npegenax. Ocoboe BHMMaHWe OOIMKHO YAENATbCA AOoKa3aTenbCTBy
OTCYTCTBMS BMPYCOB B JleKapCTBEHHOM npenapate. [na pgokasaTenbCTBa MNPUrogHOCTUM JeKapCTBEHHbIX
npenapaToB, NPOM3BEAEHHbIX HA OAHOM N TOM Xe TEXHONOrMYeCcKon OCHOBE, BO3MOXHO MCMONb30BaHNE AaHHbIX,
NOMyYeHHbIX NPU UCTbITaHUM OGHOIO U3 HUX.

111. (2) JomxHa GbITb NpOBeAeHa NpoBepKa TOro, YTO KPUTEPUM Ha MPOMEXKYTOYHOM UM KOHEYHON CTagusix
NPOn3BOACTBEHHOIO NpoLecca KOHTPONMPYIOTCA U HAXOAATCH B YTBEPXKAEHHbIX npegenax.

112. (3) MNpon3BoACTBEHHbIE YCMOBMSA Afsi NpUrotoBneHus cybdparmeHToB aHTMTen (Hanpumep, Fab,

F(ab')z, scF v) u nobGbix apyrMx mMogudmkaumii (Hanpumep, BBeOEHUS PaguMoakTUBHbLIX METOK, KOHborauuw,
XMMUYECKOrO CBSI3bIBaHUS) AOMKHbI COOTBETCTBOBATbL BaflMAMPOBaHHbLIM NapaMeTpam.

JlekapcTBeHHbIe NpenapaTbl TPAHCTEHHbIX XUBOTHbIX (B7)

113. ObGecneyeHne MOCTOSHCTBA WCXOOHOrO MaTepuana, MOJlYYEHHOr0 W3 TPAHCTEHHOTO MCTOYHUKA,
sBnsieTca 6onee npobnemaTnyHbIM, YeM MPU UCMONb30OBAHUN CTaHAAPTHBIX HETPAHCTEHHbBIX BMOTEXHOMOrMYECKMX
nctovyHmkoB. CnepoBaTenbHO, [OMKHbI COOMOAATbCA MNOBbIWEHHbIE TpeboBaHWs O AoKasaTenbCTBa
MOCTOSIHCTBA BCEX CBOWCTB JIEKAPCTBEHHOIO Npenapara oT CEpUn K CEpUN.

114. (1) OAns nponsBoacTBa GMONOrMYECKMX NEKApCTBEHHbIX NPenapaToB MOryT UCMOb30BaTLCA pasnnyHble
BMAbI >KMBOTHbLIX, B TOM YXCME MOTyT MPOBOAUTLCS B3ATUE U OYMCTKA OMONMOrMYECKMX >KuOkocten (Hanpumep,
Mosoka). KMBOTHblE [OIMKHbI UMETb YETKYHD U YHUKamNbHYO MAapKMPOBKY, M OOJKHbI ObiTb NpegyCcMOTpeHbI
aybnupytowme mMmepbl Ha criyqan yTpaTbl NEPBUYHONO MOEHTUULIMPYIOLLErO MapKepa.

115. (2) YcnoBus cogepXaHusi U yxoa 3a XMBOTHbIMW JOJDKHbI 06ecneymBaTb HaMMEHbLUNA BO3MOXHbIN
KOHTaKT )XMBOTHbIX C NATOreHHbLIMWU areHTamMmun 1 300Ho3aMu. [JormkHbl BbiTb pa3paboTaHbl COOTBETCTBYOLLME MEPbI
3alWmTbl OKpyxatLen cpedpl. JomkHa ObiTe pa3paboTaHa nporpaMma HabnogeHNs 3a 300POBbEM XUBOTHBIX C
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COOTBETCTBYIOLLMM BHECEHMEM 3anucen B [AOKYMeHTauuio. Takke [OOMmkHbl OblTb paccnefoBaHbl noOble
WHUMAOEHTbI N onpenenieHo uUX BNUSIHME Ha BO3MOXHOCTb AalibHEWLEero WUCMosfb30BaHUS XMBOTHOMO U paHee
Mony4yeHHbIX cepui npoaykumMu. HeobxoauMmo yaooCcTOBepuTbCs, 4YTO Mobble nekapcTBEHHble npenapaTbl,
NPUMEHSIBLUMECA OIS NEYEHUS >XMBOTHbIX, HE NPUBEAYT K KOHTaMUHALWW NPOU3BOAMMOrO NEeKapCTBEHHOro
npenapara.

116. (3) HomkHa cywecTBoBaTb AOKYMEHTALMS C POAOCITIOBHOM OT XXMBOTHOIO-OCHOBATENS A0 XXMBOTHBIX,
NCNONb3YIOLMXCA O NpoM3BOACTBa. 3arnpeliaeTtcs CMelMBaHME MaTepuarnoB, MOMYyYEeHHbIX W3  pa3HbIX
TPaHCreHHbIX JIMHUIA XMBOTHBIX, TaK Kak OHU NMPOUCXOAAT OT PasHbIX XXMBOTHLIX-OCHOBATENEN.

117. (4) YcnoBusi, npu KOTOPbIX MPOU3BOOUTCSA B3ATWE MaTepuarnoB, OOMMKHbI COOTBETCTBOBATb HOpMam
PErncTpaumMoHHOro AOChLEe N MPOTOKOSMA KMMHUYECKNX MCcrnedoBaHuin. 'paduk B3ATUS Matepuarna u ycrioBusi, npu
KOTOPbIX XXMBOTHblIE MOryT ObiTb MCKMIOYEHbI M3 MpoLiecca NpoM3BOACTBA NEKAPCTBEHHOro npenapara, AOMKHbI
COOTBETCTBOBAaTb YTBEPXKAEHHbIM NpoLeaypam U KpUTepusam npnemnemMocTy.

JlekapcTBeHHbIe NpenapaTbl TpaHCreHHbIX pacteHun (B8)

118. ObGecneyeHne MOCTOSHCTBA WCXOQHOrO MaTepwuana, MOJSlyYEHHOr0 W3 TPAHCTEHHOTNO MCTOYHUKA,
ABnsieTca 6onee npobnemaTtuyHbIM, YeM MPY UCMONb30BaHMN CTAHAAPTHBIX HETPaHCTeHHbIX BUOTEXHOMOMMYECKNX
nctovyHnkoB. CnepgoBaTtenbHO, [AOMKHbI COOMNOAATbCA MOBbIWEHHble TpeboBaHWA AnA  AokasaTenbcTea
MOCTOSIHCTBA BCEX CBOWCTB NeKapCTBEHHOrO npenapaTa OT Cepun K Cepum.

119. (1) Onsa npepoTBpalLeHns KOHTaMUHALUMW haBHbIX M paboumx TpaHCreHHbIX 6aHKOB MOCTOPOHHVMM
mMatepvanaMmuM pacTUTENbHONO MPOMCXOXOEHUS W COOTBETCTBYOLWMMW MOCTOPOHHMMMW  areHTamum  MoryT
noHagobuTbCcA OOMONHUTENbHBIE MEPbl, NPeAWeCcTBYOWNE UNKN criegylowme 3a MeponpuaTusaMm, ykasaHHbIMU B
O6wem pykoBoactBe (nNyHkTbl 15 - 86 HacTtoswero [MpunoxeHus). KoHTponb cTabunbHOCTM reHa [OOSKeH
NPOBOAUTLCS Ha MPOTSHKEHNN ONPEAENEeHHOro KONMYeCcTBa reHepauui.

120. (2) Ons obecneyeHns nocTosHCTBa cbopa ypoxas OT pasHbIX KynbTyp PacTEHUN pacTeHWUs OOSKHbI
NMETb YEeTKYI0 N YHUKANbHYIO MapknpoBKY, U OOSMKHbI OblTb yKa3aHbl MX OCHOBHbIE XapaKTepucTtuku. B yactHocTw,
COCTOSIHME 3[0pOBbS PACTEHUW, BXOOAWMX B KynbTypy, AOIDKHO KOHTPOMMPOBaTbCA C  OnpeaerneHHow
NepuoaNYHOCTBIO Ha MPOTSXKEHUN Nepuoaa BblpallMBaHUS.

121. (3) JomkHbl ObITb YyCTAHOBMEHbI MEpbl NPEAOCTOPOXHOCTU ANSA 3aWwmThl KynbTyp. 10 BO3MOXHOCTH
HeobXoAMMO MMWHMMM3NPOBaTb WX KOHTaMUHaUMIO MWKPOOMOMOTMYECKUMW areHTamum W MepeKkpecTHY
KOHTaMUHaUMIO pacTeHusamun apyroro Buaa. JomkHbl ObiTb NPUHATEI Mepbl AN NPeAoTBPALLEHUs KOHTaMuHauum
riekapCTBEHHOro npenapara TakuMmui Matepuanamu, Kak nectuumabl U ynobpenus. JomkHa ObiTb paspaboTaHa
nporpaMma MOHWUTOPWMHIa C COOTBETCTBYIOLUMM BHECEHMEM 3anucen B AOKYMEHTauMio, Takke AOSKHbl OblTb
paccnegoBaHbl Nobble MHUMOEHTb 1 ONPEeAerneHo X BMSHWE Ha BO3MOXHOCTb JaNbHEenwero MCnosb30BaHus
KynbTypbl B MPON3BOACTBEHHOM npoLiecce.

122. (4) JomkHbl BbITb YETKO OMMCaHbl YCMOBWS, ONpeaensiowme crnydyau, Korga pacTeHuss mMoryT ObiTb
UCKMIOYEHbl W3 MNPOM3BOACTBEHHOrO npouecca. Heobxoaumo ycTaHOBMTL nNpedenbl NpuemnemMocTn Ans
mMaTepuanos (Hanpumep, OCHOBHbIX 6enkoB), KOTOpble MOryT NomellaTb npoueaype O4YUCTKM NPOAYKUUN. [OImKHO
ObITb MOATBEPXKAEHO, YTO pe3ynbTaTbl HAXOAATCH B Npegenax yTBepXKaeHHbIX HOPM.

123. (5) OomkHbl ObITb 3adMKCMPOBaHbI YCIOBUS OKpyXKaloLlew cpedbl (TemnepaTtypa, [OXAb), KOTopble
MOryT MOBMMATb HA KAYECTBEHHblE XapakKTepPUCTUKW NeKapCTBEHHOro npenapaTa, a Takke Ha NpOu3BOACTBEHHbIN
BbIXOA PEKOMOMHaHTHOro 6enka, HauMHasi OT BpEMEHU NOCEBAa, Ha MPOTSXKEHUW KyNbTUBUPOBAHWSA U A0 MOMEHTa
cbopa M NPOMEXYTOYHOrO XpaHeHus cobpaHHbix MaTtepuanos. [Mpu odopmneHnn yka3aHHOM AOKyMeHTauuu
JOIKHbl cobnogaTtbea TpeboBaHWA HOpMaTMBHBLIX MPaBOBbIX akToB Poccuiickon ®epepauun, perynupyowmx
BOMNPOChHI BblpalimBaHus 1 cbopa pacTeHun.

JlexapcTBeHHble Nnpenapatbl reHHou Tepanun (B9)

124. CywecTByeT HECKONbKO TUMOB JIE€KAPCTBEHHbIX MpenapaToB reHHOW Tepanuu (NeKapCTBEHHbIE
npenapaTbl reHHOW Tepanuu, cogepxallme nocrefoBaTeNbHOCTL(TU) PEKOMOMHAHTHBIX HYKMEUHOBBIX KUCMOT MUn
reHeTM4Yeckn MoanduUnpoBaHHbIi(ble) MUKpPOOpraHuam(mbl) unu supyc(bl), 1 NekapcTBeHHble npenapaTbl FreHHOM
Tepanun, cogepxalline reHeTu4eckn MoanuuLnpoBaHHbIe KNeTKW), KOTopble OXBaTbiBalOTCH nyHkTamu 124 - 136
HacTodwero [lpunoxeHus. [Ona nekapCcTBeHHbIX MpenapaTtoB rEHHOW Tepanuu Ha OCHOBE KIeTOoK MoryT
NPUMEHSITLCA HEKOTOPbIE NONIOXEHUSA, U3MNOoXeHHble B NyHkTax 137 - 144 HacTosiwero MNpunoxeHus.

125. (1) Bcnegcteue TOro, UTo KMNeTKW, UCMOMb3yeMble ANis MPOUM3BOACTBA NEKapCTBEHHbLIX MpenapaToB
reHHON Tepanuu, Nony4yeHbl UK OT fden (ayTONorMyHble UNM anmnoreHHbIe), UNKN OT XUBOTHLIX (KCEHOreHHbIE),
CyLeCTBYET MOBbIWEHHbIA PUCK WX KOHTaMMHauMu noboyHbIMM areHTamu. [Ond um3onsummn ayTonornyHbIX
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MaTepunanos, NOMy4YEeHHbIX OT MHPULMPOBAHHBLIX AOHOPOB, AOMKHbI, ObITb NPEAYCMOTPEHbI 0CODOLIE MEPONPUATHUS.
[na TakMx MCxoOHbIX MaTepuanoB, a Takke Ans KPUONPOTEKTOPOB, NMUTATENbHbIX Cpef, KNEeTOK M BEKTOPOB,
HaOEeXHOCTb KOHTPOINbHbLIX U UCMbITaTENbHbIX MEPOMNPUATUA OOIMKHA OblTb OCHOBaHa Ha NPUHLMNAxX ynpaBneHus
puckamm ons kavyecta U JOMMKHA COOTBETCTBOBATb PerMcTpaLmMoHHoMy aocke. Co3aaHHbIe KNeToYHbIE NTIMHUKN AN
Npou3BOACTBa BUPYCHbIX BEKTOPOB M NPOBEAEHNS KOHTPOMbHBIX U UCMbITATENMbHLIX MEPONPUSATUA AOMKHbI Takke
OCHOBbLIBaTbCSl Ha MpuHUUNAxX YNpaBfieHWs puckamu Ansi KadectBa. B cnydyae HeobGXOAMMOCTU [OOMKHbI
NCMNOMb30BaTbCS BUPYCHbBIE NMOCEBHbIE KYNbTYpbl M CUCTEMbI BAHKOB KITETOK.

126. (2) Ha Bo3MOXHOe cogepaHue npuMeceln, NMOCTOPOHHMX areHTOB M MEPEKPECTHY KOHTaMWHaLMIO
BMMAIOT Takne bakTopbl, Kak MpUpoAda reHeTU4eckoro marepuana, Tun Bektopa (BMPYCHbIA UM HE BUPYCHBIN) 1
TUM KMETOK, YTO JOJPKHO ObITh YYTEHO NpuM pa3paboTke obLien cTpaternm MMHMMM3aumm pucka. Ha ocHoBe AaHHON
cTpatermm [OMXKHbl ObiTb paspaboTaHbl TEXHOMOrMYecKUi MNpPOLECC, CMPOEKTUPOBAHbI MPOU3BOACTBEHHbIE U
cknagckve nomelleHns n obopyaoBaHue, paspaboTaHbl npouenypbl YOOpPKM W AeKOHTamuHauuu, a Takke
yMakoBKM, MapKUPOBKU 1 peannsauuu.

127. (3) MNpomnsBoACTBO U UCMbITaHWE FEKAPCTBEHHbLIX MpenapaToB reHHoW Tepanuwn TpebyeT pelleHus
cneumndunyecknx BOMPOCOB 6Ge3onacHOCTM W KavyecTBa rOTOBOrO flekapCTBEHHOro npenapata W BOMPOCOB
©e30nacHOCTU MauMeHToB U nepcoHana. [OormkeH NPpUMEHSTbLCA MOAXO0A, OCHOBAHHbBIA HA YyNpaBliEHUU pUCKaMmu,
anst obecneyeHnss Ge3onacHOCTM MNepcoHana, OKpyXawllen cpedbl M NauMeHTOB, a TakkKe MPUHATbI Mepbl
KOHTPOMNS COOTBETCTBEHHO YCTAHOBMEHHOMY Kraccy Owuonormyeckon omnacHocTu. Mepbl no obecneyeHuto
6e3onacHOCTV OOIMKHBI COOTBETCTBOBATL TPEOOBaHUSIM HOPMATMBHBIX NPaBOBbIX akToB Poccuickon ®eaepauun.

128. (4) NepenBwxeHne nepcoHana (BknoYas NepcoHarl, 3aHsATbIA KOHTPOSIEM KayecTBa, U 06CnyXuBatoLun
nepcoHan) W MOTOKA MaTepuarnoB, BKMYash Te, KOTOpble XPaHAT W WUCMbITbIBAKT (HanpuMep, WUCXOOHble
MaTepwuansl, 0bpasLbl Ans BHYTPUNPOM3BOACTBEHHOIO KOHTPOMs, 06pasLbl roTOBOro NekapCTBEHHOro npenapaTa
n Npobbl NPOM3BOACTBEHHOW Cpefbl), AOMKHbI OPraHM30BbIBAaTbCA Ha OCHOBE MPUHUUMOB YMPaBeHUs puckamum
ansa kadectBa. 10 BO3MOXHOCTM MpUM 3TOM MCMNOMb3YKT OOHOHAMpaBfieHHble MOTOKU. [OMKHO Yy4nUThIBATLCA
nepeMeLLeHne Mexay 30HaMu, COoAepPXalUMMU pasfnYHble TEeHETUYECKNM MOoAMULMPOBAHHbIE OPraHu3mbl, U
30HaMM, COAePXaLLMMU reHeTUYECKN HE MOONMULMPOBAHHbIE OPraHU3MBbI.

129. (5) MNpn npoekTMpoBaHWM NOMELLEHUA U OBOPYAOBAHUA OOSMKHbI OblTb YYTEHbl BCE BO3MOXHbIE
cneumanbHble npouenypbl, Tpebywlwmeca ONS AEKOHTaMUMHaUMW WM OYMCTKM OT OpraHu3MoB, KOTOpble
MCMOMb3ylTCS  NpY  NMPOM3BOACTBE JleKapCTBEHHOro npenaparta. [lporpamMma  MOHUTOPMHIa  COCTOSIHUSA
NPOU3BOACTBEHHOW Cpefbl, ECNM 3TO BO3MOXHO, A0MKHA ObITb AOMNOMIHEHA MeTo4AMU ONpeaernieHnst MPUCYTCTBUS
cneunduiecknx MUKPOOPraHNM3MoB, KyrNibTUBMPOBAHNE KOTOPbLIX MPON3BOANIIOCh.

130. (6) Mpu ncnonb3oBaHMN BUPYCHBLIX BEKTOPOB C OFPaHUYEHHON CMOCOOHOCTBIO K pennvKaumMm OOMKHbI
NpUMHUMATbLCA Mepbl MO NPefoTBPALLEHMIO MOoMNadaHus BMPYCOB [OUKOro TwUMa, KOTOpoe MOXEeT MNpPUMBECTU K
BO3HMKHOBEHUIO PEKOMONHAHTHBIX BEKTOPOB, CMOCOBHBIX K penfinkaumu.

131. (7) OomxeH ObITb MpegyCMOTPEH MNnaH aBapWiHbIX MEPONPUATUA Ha CcryyYan HenpeaBUOEHHOro
BbIOpOCa XMBbLIX MUKPOOPraHnamoB. [MnaH [ormkeH BKNOYaTb OnMcaHWe METOO4OB W npouenyp No usonsaumm
MUKPOOPraHM3mMoB, 3aluMTe onepaTopoB, YOOpke, MO MpOBedeHU0 AeKoHTamuHauum un  Be3onacHomy
BO306HOBNEHMIO akcnnyaTauun. [OmkHO ObiTb OLEHEHO BnMsHUE BbIOpOCa Ha NekapCTBEHHble npenaparhbl,
HaxogsLWmeca B HENOCPEACTBEHHOW Bnn30oCcTn, 1 Ha nobble Opyrve NnekapCcTBEHHbIE NpenapaThbl, Haxoaswmecs B
30Hax, NOOBEPXKEHHbIX TAKOMY BbIGpOCY.

132. (8) JomkHbl ObITb NPeAyCMOTPEHbI Mepbl ANsl OTAENEHUsI NMOMELLEHMI Ansi MPOU3BOACTBA BUPYCHbIX
BEKTOPOB OT ApPYrMX 30H. QPEKTUBHOCTL Mep, UCNONb3yeMbIX ANA pas3deneHus, AormkHa ObiTe gokasaHa. Beaae,
roe aTo MPUMMEHUMO, crnedyeT MCnofb3oBaTb 3akpbiTble cucTembl. [ormkeH ObiTb nNpegoTBpalleH Bbibpoc
BMPYCHOro MaTtepwuana npu otbope obpa3uoB, BBegeHUM oO6aBOK U Nnepefade MaTepuarnos.

133. (9) He ponyckaeTtcsi conyTCcTBylOLLEE NPOM3BOACTBO PAa3fUYHbIX BEKTOPOB rEHHOW Tepanum B OOHOWN U
Ton xe 30He. OpHOBpemMeHHOe NPOM3BOACTBO HEBUPYCHbIX BEKTOPOB Ha OOHOM  yyacTke [OIKHO
KOHTPONMPOBATLCA COrMacHO MpuHUMNaM YyrpaBleHns puckamyn Ans kadectBa. [omkHa ObiTb nokasaHa
adheKTUBHOCTL Npoueayp nepexona Mexay KamnaHusamMu.

134. (10) Ons obecnevyeHuss NPOCHEXMBAEMOCTM JIEKAPCTBEHHOrO npenapaTa OT HauvalnbHbIX CTagumn
(Mnasmugpl, ueneBble reHbl U PerynaTopHbie nocnenoBaTenbHOCTU, GaHKM KMEeTOK, a Takke 3anac BUPYCHbIX MUK
HEBUPYCHBLIX BEKTOPOB) 1 40 FOTOBOrO JIEKAPCTBEHHOIO Npenapara SOJPKHO ObiTb B HANW4YumM AetanbHoe onMcaHue
NpPOU3BOACTBA BEKTOPOB U rEHETUYECKN MOONDULMPOBAHHbIX KMETOK.

135. (11) [llepeBo3ka nekapCTBEHHbIX MNpPenapaToB, COAEPXalUMX WM COCTOALLMX W3 TFeHEeTUYeCcKu
MOANMUNPOBaHHbLIX OPraHN3MOB, A0MMKHA COOTBETCTBOBATL TPEOOBaHMAM 3akoOHO4ATENLCTBA.

136. (12) K nepeHocCy reHOB B KNETKU-PELIMNUEHTbI, KOTOPbIA NPOBOAUTCH BHE OpraHu3ama, npeabsBnsiTcs
cnepywowme TpeboBaHus:

a) (a) Takow npouecc OOIPKEH NMPOUCXOAWTb B MOMELLEHUSAX, NpedHasHayYeHHbIX AN OaHHbIX OEVCTBUA U
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MMEIOLLIMX COOTBETCTBYIOLLMIA YPOBEHb U30NSALUN;

6) (b) HeobxogmMmo npuHATL Mepbl (Bknoyas TpeboBaHWs, ykasaHHble B MNyHKTe 24 HacTosLWero
MpunoxeHns) ONS YMEHbLUEHUS BO3MOXHOCTM MEPEKPECTHOM KOHTaMMHAUMM W NepenyTbiBaHUS  KIETOK,
MONYyYeHHbIX OT pasHblX NauMeHToB. [OMmKHO ObITb Takke NpedyCMOTPEHO WUCMONb3OBaHWE BanuaMpOBaHHbIX
npouenyp o4mctkn. OQHOBPEMEHHOE WMCMOMb30BaHWE pPasHbIX BUPYCHbLIX BEKTOPOB AOMMKHO KOHTPONMPOBATLCS B
COOTBETCTBMU C MPUHLMNAMK yNpaBneHns puckammn ans kadectea. He paspeluaeTtcsi MCNONb30BaHNE HEKOTOPbIX
BMPYCHbIX BEKTOPOB (HanpvmMep, peTpo- MU NEHTUBMPYCOB) ANS NPOW3BOACTBA reHETUYECKU MOAMMULIMPOBaHHbIX
KNeTOoK 4O JoKa3aTenbCTBa OTCYTCTBMS B HUX MOCTOPOHHErO BEKTOPA, CMOCOBHOro K pennukauuu;

B) (c) TpeboBaHMSA MNPOCNEXMBAEMOCTU LOMKHbI OblITb cobntogeHbl. Heobxogumo 4yeTkoe onpegeneHune
cepuv MPOAYKUUWM, HAYMHas OT KIETOYHOro Chipbs M 3akaH4yMBas KOHTEMHEPOM C rOTOBbIM JIEKAPCTBEHHbLIM
npenapaTom;

r) (d) dwusnko-xummyeckne CBOWCTBA FEKApPCTBEHHbIX MpenapaTtoB, MpuM MPOM3BOACTBE KOTOPbIX
ncrnonb3yloTcs Hebuomnornyeckne cpeacTsa [OCTaBKM reHa, OOMKHbl ObiTb UCCNeAoBaHbl U AOKYMEHTanbHO
NOATBEPKAEHDI.

JlekapcTBeHHbIE NpenapaTtbl Tepanum CoOMaTUYECKMMM KneTkamm
N NnekapcTBeHHbIe NpenapaTbl TKAaHEBON NHxeHepumn (B10)

137. lns nekapCTBEHHbIX NMpenapaToB reHeTUYECKN MOANMPULNPOBAHHBIX KNETOK, KOTOPbIE HE onpeaeneHb
Kak nekapCTBEHHble MpenapaTbl FEHHOW Tepanuu, MOryT MpPUMEHATbCA MyHKTbl 124 - 136 HacTosLero
MpunoxeHus.

138. (1) Ona nNpou3BOACTBA [AaHHbIX JI€KAapCTBEHHbIX MpenapaToB MO BO3MOXHOCTU AOMMKHbI ObITb
NCNONb30BaHbl pa3peLleHHble UCTOYHUKM (Hanpumep, paspeLleHHble K MPUMEHEHUI0 NeKapCTBEHHbIE CpeacTBa
UNn MeguuUHCKUE U3aenus) OOMNOMHUTENbHBbIX MaTepuanoB (B YaCTHOCTM, KINETOYHbIX MPOAYKTOB, BMOMONeKyn,
OvomaTepuanos, NOAAEPXKMBAIOLNX CUCTEM, MATPULL).

139. (2) B cnyyae ecnu nsgenus, Bknoyas Te, KOTOpble NPOM3BOAAT Ha 3aKa3, ABMAITCA COCTAaBHOMW YacTbio
roToBOWN NPOAYKUMN, AOMKHbI cobnogaTeca cnegyrowmne TpeboBaHus:

a) (a) mexgy npousBoAUTENEM FfEKApPCTBEHHOro npenaparta M Mpou3BOAUTENEM MEOMLMHCKOrO MU3genus
OOIMKHO ObITb 3aKMOYEHO cornalleHve, cogepallee 4OCTAaTOYHY0 MHOPMaLMI0 O MEOMLUHCKOM M34enuu, ns
TOro, 4tobbl N3bexarb M3AMEHEHUS ero CBOMCTB BO BPpeMS NPOM3BOACTBA BbICOKOTEXHOOMMYHOIO FIEKapCTBEHHOMO
npenapaTa. YKaszaHHOE COrfawleHne OOJMKHO coAepxaTb TpeboBaHMe O KOHTPONe M3MEHEHWN, NPeanoXeHHbIX
ONst MEOMUWHCKOIo N3fenus;

0) (b) cornaweHne npousBoOAUTENEM JIEKAPCTBEHHOrO Mpenapata M MpoU3BOAUTENEM MEOULMHCKOrO
n3genusa [OIMKHO Takke npegycmaTpuBatb obmeH wuHdopmauuen o6 OTKMNOHEHUAX, MMEBLUMX MECTO npwu
Npo13BOACTBE MEOULMHCKOrO N3aenus.

140. (3) BcrnemctBue TOro, 4YTOo comaTMyeckue KNeTKU MOMy4YeHbl UM OT NoAen (ayTonornyHble unm
anmnoreHHbIe) UMM OT XXMUBOTHbIX (KCEHOrEHHbIE), CYLLECTBYET MOBbIWEHHbIA PUCK MX KOHTaMUHALMU NOGOYHBIMYK
areHTamu. [Ins n3onsumm ayTonornyHbiX MaTtepuarnos, NoflydeHHbIX OT MHULMPOBAHHBLIX JOHOPOB, AOMKHbI ObiTb
npeaycMoTpeHbl ocobble meponpuatus. JomkHa ObiTb obecnevyeHa HageXHOCTb KOHTPOSIbHBIX U UCTbITaTENbHbIX
MEepONpUSTUA ONst TaKUX UCXOAHbIX MaTepuaros.

141. (4) Ecnu HeBO3MOXHO NPOBECTU CTEpUNM3aLMio rOTOBOrO fiekapCTBEHHOro npenaparta npuv NOMOLLM
CTaHOAPTHbIX METOAOB, HaNpumep unbTpaunen, CTagmm TEXHONOIMYECKOrO MpoLuecca AOIMKHbI ObiTb NpoBeaEHbI
B acenTUYeCcKMX YCrOoBUSIX.

142. (5) JomkHOe BHMMaHWe HeobxoAMMO yAenaTb cneumduyeckum TpeboBaHUSIM Ans BCEX CTaguvn
KPVMOKOHCEepBaLm1, Hanpumep, CKOPOCTU U3MEHEHUS TeMnepaTyp BO BPEMS 3aMOPaXMBaHUSA N Pa3MOpPaXXMBaHUSI.
Tun Kamepbl XpaHeHMus, CrnocoObl pa3MeLleHuss MaTepuarioB M MpOLECcChl U3BMEYEHUS OOSMKHbI CBOAUTL K
MUHUMYMY PUCK MEPEKPECTHON KOHTaMuHauuu, obecneymBaTb KayecTBO JIEKAPCTBEHHBLIX MNpenapatoB W
crnocobCcTBOBaThH MX MpaBWUIIbHOMY M3BneveHuto. [na obecnedeHns 6e3onacHOCTM paboTbl C NEKapCTBEHHbIMU
npenapatamu, B COCTaB KOTOPbIX BXOAAT MO3UTUMBHbIE CEPOSIOTMYECKME MAapKepbl, @ TaKKe XpaHEHUs ITUX
NEeKapCTBEHHbIX NpenapaToB AOMKHbI UCNOSb30BaTbCA AOKYMEHTaNbHO 0OpPMIEHHbIE NpoLeaypbI.

143. (6) JormkHbl ObITb NPOBEAEHBI UCTBITAHUSA CTEPUNIBHOCTU HA NPEAMET OTCYTCTBMS BakTepuanbHOW unm
rPMOKOBOWM KOHTAaMUHALMK B KynbTypax KNeToK unun 6aHkax KNeTok, He cogepXalumx aHTUOMoTunku. [ormkHa Takke
YYUTBIBATLCH HEOOXOOUMOCTb OnpeAeneHust cneumduyeckmx MUKPOOPraHM3MoB, Tpebyowmx crneuunanbHbiX
YCINOBUN KyNbTUBUPOBAHUS.

144. (7) B cnydyae HeobxoOMMOCTM [OIDKHA MNPOBOAMTBLCS NpoOrpaMmMa MOHUTOPUHra CcTabunbHoCTH,
BKIIOYAKOLLAA HanuuMe KOHTPOSbHLIX W apXMBHbIX OOpasLOB B KONMMYECTBE, OOCTATOMHOM [N NpoBefeHus
JarnbHenLWnxX NcnbiTaHn.
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V. TEPMUHbI N ONPEOENEHUA

145. ins uenen HacTosiwero NpunoxeHna KpoMe TEPMUHOB U OnpeaeneHnin, NpeaycMoTpeHHbIX rnason i
HacTosawmx [NpaBun, NCNOMNb3YTCA Takke crnefyolme OCHOBHbIE NMOHATUSA:

agbIoOBaHT - XMMUYECKOe U B1onornyeckoe BeLECTBO, YCMITMBAIOLLLEE UMMYHHYIO PeakUMIO Ha aHTUTEH;

annepreHbl - BelwecTBa aHTUTEHHOW UM ranTeHHON NPUPOAbl, CMOCOOHbIE CEHCUOUNIM3NPOBaTbL OPraH13m 1
BbI3bIBaTb annepruio;

anneprovabl - XUMUYECKM U3MEHEHHbIE anfiepreHbl C MOHWKEHHOW peakTUBHOCTbI MMMyHornobynuHa E
(IgE);

aHTUreHbl - BellecTBa (Hanpumep, TOKCUHbI, YyxepoaHble 6enku, Gaktepuu, KneTku TKaHu), CnoCObHbie
BbI3BaTb cneuuduyeckme UMMYHHbIE peakLnu;

aHTUTena MOHOKMOHAnNbHbIE - TOMOreHHas nonynsaAumMs aHTUTen, CnocCoBHbIX MNPUCOEOUHATBCS K
€AVHCTBEHHOMY 3nuTony (aHTUreHHOW AeTepPMUHAHTE), NONy4YeHHasa U3 eANHCTBEHHOrO KNoHa NMMEOLMTOB Unmn ¢
MOMOLLIbIO TEXHONOMN pekoMOuHaHTHon [HK;

aHTUTena nNOMUKIOHAmNbHbIE - aHTUTEena, MNOoMydeHHble OT HECKOMbKUX KMOHOB nMMdounToB U (1nn)
BblpaboTaHHbIE YENOBEYECKNM WS XXMBOTHBIM OpraHM3MOM B OTBET Ha BBEAEHNE aHTUreHa;

aHTMTENno - ©Oenkn, npou3BedeHHble B-numdouunTamn, KoTopble crneunduryeckn CBA3bIBAOTCS C
onpefeneHHbIMn aHTureHamu. Ha ocHoBe KMoYeBbIX pasnuyuin B MeTodax MX MpPOou3BOACTBa BblAensAwT ABa
rMaBHbIX TUNA aHTUTEN: MOHOKNOHANbHbIE aHTUTENa M NONUKINOHAarbHbLIE aHTUTEenNa;

DOaHK KNeTOK - COBOKYMHOCTb COOTBETCTBYHOLUMX KOHTEMHEPOB, XPaHALLMXCS B ONpPedeneHHbIX YCMOBUSIX,
COAEPXKMMOE KOTOPbIX MMEET OAHOPOAHbIN cocTaB. CoaepXMMOe KaK4oro KOHTerHepa npeacraBnsdetr cobon
KpaTHbIN €4WHbIV NYN KNeToK;

Ovonorndeckass dapmaueBTnyeckaa cybctaHums - dapmaueBTuyeckad cybcTaHumsi, npousBedeHHas C
NCNoNb30BaHNEM OGUONOrMYECKOro MCTOYHMKA WM 3KCTparMpoBaHHasi U3 GMONOrMYeckoro UCTOYHUKA, KOoTopas
JomkHa OblTb OXapakTepu3oBaHa C UCMOMNb30BaHNEM (PUIUNYECKUX, XUMUYECKMX U BUONOMMYECKUX UCMbITAHUA U
Ka4yeCcTBO KOTOPOW onpefensieTcs 3TMMU UCMbITaHUSIMU B COMETaHMM C KOHTPOMEM NPOLIECCOB €€ NPOU3BOACTBA;

OvonornyeckMin NekapCcTBEHHbIV MpenapaT - fekapCTBEHHbIN npenapart, dapmaueBTnyeckas cybcTaHums
KOTOpoOro sBnsieTcst buonornyeckon hapmaueBTUYECKON CyOCTaHUeN;

OvoHarpyska - ypOBEHb W BWO MWKPOOPraHW3MOB (Hanpumep, HeMNpUeMmIieMble WU  OOMYyCTUMble
MUKPOOPraHu3ambl), KOTOpble MOryT MPUCYTCTBOBaTb B WCXOOAHOM Cblpbe, UCXOOHOM Cbipbe Ans NpoM3BOACTBa
dhapMaLeBTMYECKON CYOCTaHUMM, NPOMEXYTOYHOW NPOAYKUUM WM B dapMaueBTUYecKon CcybcTaHuuu.
BuoHarpysky He crneglyeT cuMtaTb KOHTaMUHaUMEN, eCN ee YPOBHU He NPEeBbILIAT YCTaHOBMNEHHbIE NpeferibHble
3Ha4YeHusa unu He obHapyXXeHbl MUKPOOPraHn3Mbl, onpeaensemMble Kak He4onyCTUMbIE;

BEKTOP - areHT TPAHCMUCCUUN, NEPEHOCALLNN rEHETUYECKYHO MHCHOPMALINIO OT OOHOW KINETKU UM OpraHn3ma K
OpYron, HanpuMep nrasmMuabl, IMNOCOMbI, BUPYCHI;

BUPYCHbIN BEKTOP - BEKTOP, NPOW3BEAEHHbIN NyTem Moaudukaumm Bupyca C MNOMOLLB METOAOB
MOJEKYNsipHON Brnonorum onst yaepXXmBaHnst HEKOTOPbIX, HO HE BCEX, MAaTEPUHCKMX reHoB Bupyca. lNpu yaaneHun
reHOB, OTBETCTBEHHbLIX 3a CMOCOOHOCTb BMpYCa K pennukaumm, CO34aHHbI BEKTOP SBNAETCSH HECNOCOOHbIM K
pennukauumu,

BHEe XMBOro opraHvu3mMa - npouecc, Npu KOTOpoM npoueaypbl NPOBOASATCH Ha TKaAHSAX UMW KNeTKax BHE XNBOro
opraHusma c nocrieayoLwmm BO3BpaTOM TKaHEN UNn KNeTok B XXMBOW OpraHusmM;

BHYTPW XXMBOro opraHvuamMa - npoLeaypbl, MpoOBOANMbIE BHYTPU XMBbIX OPraHU3MOB;

BCMomoraTternbHble BellecTBa - BellecTBa HEOPraHW4ecKoro WNU OpraHMYecKoro MNPOUCXOXAEHWUS,
ucnonb3yemble B MpoLEecce NpPOM3BOACTBA, M3rOTOBMEHMS JIEKAPCTBEHHbIX MpenapaTtoB Ans NpuaaHus 1M
HeoOX0AMMbIX (OU3MKO-XMMUYECKUX CBOWCTB <*>, Kkpome papmaueBTUYEeCKNX CyOCTaHUMA M YNakOBOYHOIO
MaTepuana;

<*> TlyHkTt 3 cTtatem 4 ®PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalueHum
nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHopaTtenscTBa Poccuickon ®epepauun, 2010, N 16, cT. 1815).

ranTeH - Mosekyna C HM3KOW MOJIEKYNSAPHOA MAcCOW, He SABMSLWAACS aHTUreHOM Mo CBOEW npupoge Ao
MOMEHTa KOHblorauuu ¢ "Mornekyrnomn-Hocutenem";

reH - nocnegosatensHocTb AHK, kogupytoLas ogmMH unm Heckornbko 6erkos;

reHeTU4eckn MoaMdUUMPoBaHHbIA opraHuam (FMO) - mobon opraHMaM, 3a WCKIOYEHVMEM OpraHuama
YyeroBeka, B KOTOPOM FeHETUYECKUA MaTepuan Oblfl U3BMEHEH Takum 0b6pa3om, YTO JOCTUYb TAKOro U3MEHEHWS B
pes3ynbTaTe eCTeCTBEHHOIO CKpeLUMBaHus 1 (Mnn) eCTeCTBEHHOW pekoMbrHaLumn HEBO3MOXHO;
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rmbpugoma - wuMMopTanu3oBaHHas  ("GeccmepTHas") NMHUA  KNETOK, MNPOU3BOAsLAs  Xernaemble
(MOHOKNOHanbHbIE) aHTUTena M obblMHO Monyyaemass nyTemM WCKYCCTBEHHOro cnvsHus B-numdouutoB ¢
ONyXoneBbIMU KNeTKamu;

rnaBHbIA BaHK KNeToK - anuKBoTa OAHOTO Nyna KreToK, KOTOPbIN Bbif NOMyYeH N3 KOHKPETHOMO KIMOHA KNeTOoK
npu onpedeneHHbIX YCroBuaX, pacnpegeneHHas BO MHOXECTBO KOHTEMNHEPOB U XPaHALWASACca Npy onpeaeneHHbIX
YCMOBUSX;

rMaBHbIV BMPYCHBIN NOCEBHOW MaTepuan - anukeoTa OOHOMO Myra BMPYCOB, KOTOPbIA Obin MOMyyYeH 13
KOHKPETHOro KroHa BUPYCOB NPV OnpefeneHHbIX YCMNOBWAX, pacrnpefernieHHas BO MHOXECTBO KOHTEWHEepOoB W
XpaHALLaacs Npu onpeaeneHHbIX YCroBusX;

rMaBHbI TPaHCreHHbIN GaHK - anukBoTa OAHOro Myna KMAeToK TPaHCreHHbIX PacTeHW WKW XKMBOTHBIX,
KOTOpbIN Obifl NONy4eH W3 KOHKPETHOrO KIOHa KNEeToK Mpu onpedeneHHbIX YCroBuSX, pacnpegeneHHas BO
MHOXECTBO KOHTENHEPOB U XPaHALWAACs Npy ONpeaeneHHbIX YCHoBUsX;

3aKpbiTas cuctTema - CMCTeEMa, B KOTOPOM chapmaLueBTnyeckas CybcTaHLmMsa unu nekapCTBEHHbIN npenapar He
NMEIT HEMOCPEACTBEHHOro KOHTakTa C MPon3BOACTBEHHOW Cpeaow;

30Ha - onpegeneHHbIn Habop NoMeLleHnn B Npegenax OgHOro 34aHns, B KOTOPbIX MPOU3BOAUTCH OOWH UMK
HECKONbKO NeKapCTBEHHbIX NpenapaToB U KOTOPblE MMEIOT OTAEMNbHYI0 CUCTEMY BO34YXOMNOArOTOBKY;

300HO3 - MHEKLUMNOHHBbIE U UHBA3UOHHbIE 3a60neBaHNs XNBOTHbIX, KOTOPbIE MOTYT NepedaBaTbCs YENOBeKY;

ucnonb3oBaHve B YCMOBMAX u3onaumm - mobasa  OedATenbHOCTb, MNpPUM  KOTOPOW  FeHeTUYEeCKM
MOAMMULMPOBAHHBIE OPraHN3Mbl MOMyYatoT, KyNbTUBUPYIOT, XPaHAT, TPAHCNOPTUPYIOT, paspyLLaloT, YHUUYTOXaKT
WM MCNOMb3YIT KakUM-Mbo cnocobom M Mpu KOTOPOM MCNOMb3YKTCHA ChneuuanbHble Mepbl U3onauun ans
OrpaHMYeHnsi PacnpocTpaHeHWUs 3TUX opraHM3mMoB K obecneyeHus 6e30MacHOCTM HaceneHus U OXpaHbl
OKpY>KatloLLen cpeapl;

ucxogHble matepuanbsl - BCe MaTtepuarnbl, U3 KOTOPbIX NleKapCTBEHHOE CPeACTBO unun hapmauesTunyeckas
cybCcTaHuns NPoM3BOANTCS UMW IKCTPArnpyeTcs, 3a UCKNI0YEHEM YNaKOBOYHbIX MaTepuanos. [Ana Guonornyeckmx
nekapCTBEHHbIX MpenapaToB UCXOAHbIE mMaTepuansl NpeactaBnsalT cobor nobblie cybcTaHumm BGMONOrMyeckoro
NMPOUCXOXOEHWS, TakMe Kak MUKPOOPraHu3Mbl, OpraHbl U TKaHW PacTUTENbHOro UMW XMBOTHOMO MPOUCXOXAEHUS,
KNEeTKM MMM KUOKOCTM (BKMOYas KPOBb M Mfa3My) YernoBeYecKOro UMM XXMBOTHOMO MPOUCXOXAEHMS, a Takke
BGuoTexHonorm4yeckne KrneTouHble cyocTpaThbl (PEKOMOMHAHTHBIE M MPUPOAHBIE), BKIOYas NEPBUYHBbIE KINETKY;

KNeTOYHbIV 3anac - NePBUYHbIE KIETKU, Pa3MHOXUBLLMECH A0 3a4aHHOr0O KONM4ecTBa KIEeTOK, pa3aeneHHble
Ha anuKBOTbI M UCMONb3yeMble B Ka4eCTBE UCXOAHOrO Matepuana ans Npov3BoACcTBa OrpaHWYeHHOro KoNnyecTea
Cepvi NnekapCTBEHHbIX NpenapaToB Ha OCHOBE KIeTOoK;

OTBETCTBEHHOE NNLIO - CMeunanbHO HasHaYeHHoe NUUO B OpraHu3auum no Npom3BoAcTBY Guonornyeckux (B
TOM uucrne MMMyHobuonormyeckmx) dapmMauLeBTUYECKUX CyOCTaHUMI M neKkapCTBEHHbIX NpenapaToB, KOTopoe
HeceT OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, 4To Buonormyecknin matepman (B TOM YnUCne KNETKU U (MK) TKaHW YernoBeka) NoryyeH,
NMpoOBEpPEeH, MCMONb30BaH B MpoLecce NPoM3BOACTBa NEKApPCTBEHHOro CpeacTBa, BKMOYas KOHTPOMb KavecTBa
rOTOBOro MpoAyKkTa, a Tawkke XpaHurncsa u 6bin oThyweH B COOTBETCTBMM C 3akoHoAaTenbCcTBoMm Poccuickon
depepauymuy;

npegocTaBrneHne YNonHOMOYEHHbIM dedeparnbHblM  OpraHaMm UCMOMHUTENbHOW Bnactn Heobxoavmon
NHdOpMaLMN OTHOCUTENbHO NpeanucaHni, paspeLlleHmnin, akkpeamTauum unu NMueH3npoBaHns;

BbIMOMIHEHNE B OpraHuW3auMum Mo MPOM3BOACTBY OMOMorMyecknx (B TOM 4YMCrie WMMMYHOBMOMOrMYecKmXx)
dapmaLeBTUUECKMX CYGCTaHLMIA 1 NTeKapCTBEHHbIX NpenapaToB Bcex TpeboBaHui 3akoHogaTenbcTBa Poccuinckom
degepaumm.

OTBeTCTBEHHOE NULO AOIMKHO OTBEYaTh CNeAyHLLIMM YCIOBUSM B OTHOLLEHMMW KBanudmkauuu:

UMeTb BbICLLIEE MeanumnHckoe, hapmaLleBTuyeckoe nnm brmonormyeckoe obpasoBaHue;

UMeTb CTax paboTbl He MeHee ABYX NET B OAHOM WM HECKONbKMX OpraHm3auusx COOTBETCTBYHOLLErO
npoduns.

YKa3aHHble Bbilie 0683aHHOCTM OTBETCTBEHHOro nuua MoryT ObiTb mepefaHbl APYrUM Nuuam, UMELnM
COOTBETCTBYHOLLYIO KBanndukaumio n ctaxk paboTbl Ans BbINOMHEHUS 3TUX 0693aHHOCTEN.

OpraHusaumm no nNpoussBoacTBy OMOMOrMyecknx (B TOM Yncne MMmMyHoburonorndyecknx) cdapmaueBTuYecKmnx
cyGCTaHUUA 1 neKapCTBEHHbIX NpenapaTtoB OOMKHbl coobWaTtb B YNOMHOMOYEHHbIN heaepanbHbIi opraH
NCMONHUTENbHON BriacTv haMunuio, UMsi U OTYECTBO (NPY HanM4MKn) OTBETCTBEHHOTO N1Ua, a Takke nuu, KOTOPbIM
nepegaHbl 06513aHHOCTM OTBETCTBEHHOrO Nuua, BMecTe ¢ uHdopMaumen 0 KOHKPETHbIX 06A3aHHOCTSIX, KOTOpble
Ha HMX BO3MOXEHbI.

Ecnu oTBeTCcTBEHHOE NWLO UMK NULA, KOTOPbIM NepeaaHbl 0653aHHOCTN OTBETCTBEHHOMO N1La, 3aMeHS0TCA
Ha MOCTOSIHHOW UMW BPEMEHHON OCHOBE APYIMM NULIOM, OpraHusaums No NpousBOACTBY Guonornyeckux (B ToM
yucne MMMyHobuonormyeckmx) apmaueBTUyecknx CybcTaHUuMM U NeKkapCTBEHHbIX MpenapaToB AOSKHa cpasy
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yBEAOMUTb YMOMHOMOYEHHbIN dhefeparbHbii OpraH UCMOMHUTENbHOM BNAcTh 0 haMunumn, UMeHn u otyecTse (npwm
Hanu4MM) HOBOro OTBETCTBEHHOIO N1LA M AaTe ero HasHaveHus;

NnepeHoC reHOB - MPOLECC MepeHoca reHa B KMeTKW, BKIYasi CUCTEMY 3KCMPEeCcCun, coaepKallyiocs B
cucTeMe AOCTaBKW, KOTOpasa HasbiBaeTcs BeKTOpOM. BekTop MoxeT OblTb Kak BUPYCHOrO, Tak M HEBUPYCHOTO
npoucxoxaeHusi. Nocne nepeHoca reHOB reHeTMYeckn MOAMMULMPOBAHHBIE KMETKM Takke MOryT HasbiBaTbCsH
"TpaHCOpMUPOBaHHbIE KNETKN";

nuTaloLWme KIeTkM - KINeTKW, WUCMNofb3yemble B KOMOWHWPOBAHHOW KynbType Ans MNoaAepXKaHus
NAPUNOTEHTHOCTU (CMOCOBHOCTM AN dEPEHUMPOBATLCS B MHOXECTBO CMELManvM3upoBaHHbIX TUMOB KMETOK)
CTBOMOBbIX KNEeTOK. [ KynbTypbl Y€NTOBEYECKMX dIMOPUOHANbHBLIX CTBOJIOBbLIX KIETOK TUMUYHbIE MUTAaOLWMEe CIou
COCTOSIT U3 3MOpMOHanbHbIX pndpobnacTtoB mbiwn (APM) nnm amOpuroHanbHbIX prnbpobnacToB Yenoeeka (OPY),
B KOTOpPbIX CneunansHbIMKU MeETOAaMU NpeoTBpaLLeHo AeneHune;

nnasmuga - yactb JHK, obbiyHO cyuiecTBylowaa B 6akTepmnanbHON KneTke B BUAE KOMbLEBOW CTPYKTYPbI,
OTAENEHHOM OT KMeTo4yHoM Xpomocom. [lnasmmpga MoxeT ObiTb mMoaudmumpoBaHa C MOMOLLBD METOA0B
MoreKkynspHon 6uonorun, BoigeneHa ns 6akrepnansHOM KNeTkM 1 UCNOMNb30BaHa Afs NepeHoca u BCTpanBaHug ee
OHK B reHom gpyrou knetku;

noagepxueatowas cuctema (scaffold) - cpeacTBo nogaepkku, CPeAcTBO JOCTaBKM UM MaTpuua, KoTopble
obecneynBaloT CTPYKTYpYy WU COOEWCTBYOT MUrpauumu, CBA3bIBAHWIO WU TPAHCMOPTY KNeTok u  (1nwm)
6GMONOrMYeckn akTUBHBIX MOJEKYIT;

noMmeLleHve [Ond NpOM3BOACTBA HECKONbKMX FNEKApCTBEHHbIX MNpenapaTtoB - MOMELWeHMe  AOng
nocrneagoBaTenbHOro NPOM3BOACTBA UM NMPOM3BOACTBA MO MPUHLUUMNY KaMMNaHU PasnnyHbIX rpynn Guonormyeckmnx
dhapmaueBTMyeckux CcybCcTaHUMM UM NEeKapCTBEHHbIX MNpPenapatoB, B KOTOPOM KOMMMEKT MCMNONb3yemMoro
obopynoBaHusa MOXeT ObITb CneumManM3MpoBaHHbIM U HECNELNANU3NPOBaHHbIM NS KaXaon oTAeNbHOW rpynmbl
cybCcTaHUun Unm nekapcTBEHHbIX NPenapaTos;

npegHamepeHHbIn  BbIOBPOC - MNpeAHaMepeHHbI  BbIMYCK B OKPYXalOLWyl cpeny reHeTuyecku
MOAMMULNPOBAHHBIX OPraHU3mMoB, [fs KOTOPbIX HE WCMONb3YKTCA chneumanbHble Mepbl M3onauMu  ansd
OrpaHUYeHns pacnpocTpaHeHus 3TUX opraHM3MoB K obecneyeHns 6e30MacHOCTM HaCeNeHust N OKpYXatoLen
cpenpbl;

NPOM3BOACTBO MO MPUHUUMNY KaMnaHui - NocriefoBaTenbHOe NPOM3BOACTBO psga Cepuii OQHOMO U TOro Xe
NneKkapCcTBEHHOro npenaparta B TeYeHUe OnpeaernieHHoro nepnoaa BpeEMEHU, Nocrne KOTOPoro NPOBOAATCS CTporve
KOHTPOMbHbIE MEPONPUATUSA Nepen MNepekrnioyeHeM Ha NPOM3BOACTBO APYroro fiekapCTBEHHOro npenapara.
JlekapcTBeHHble npenapatbl He MPOU3BOOATCS OLHOBPEMEHHO, HO AN UX MNpPOM3BOACTBA MOXET ObiTb
NCMNOMb30BaHO OOHO U TO e 06opyaoBaHuE;

npouenypa peTpoCNeKTMBHOrO aHanm3a - JOKYMeHTanbHO odopMIiieHHasa npoueaypa, obecnedyvBarowias
OTCNnexuBaHue  OGuomnormdeckux  apmaueBTUYECKMX  CyOCTaHUMW  uNu  NeKapCTBEHHbIX  MpenapaTtos
HECOOTBETCTBYHOLLErO KavyecTBa BCNEACTBME MCMOMb30BaHUA 3abpakoBaHHbLIX >KMBOTHBLIX WM YErOBEYeCKMX
MaTepunanoB u3-3a NPUCYTCTBUSA B 3TUX MaTepuanax KOHTaMUHUPYHOLWEro(Wmx) areHta(oB) unu npu BbiSBNEHUU
HeraTMBHbIX (PaKTOPOB Y XXMBOTHbLIX UNW NIOAEN, ABMAOLLNXCS UCTOYHUKOM 3TUX MaTepuarnos;

pabounit GaHK KNEeTOK - FOMOrEHHbIN Myn MUKPOOPraHM3MOB MMM KNETOK, MOMyYeHHbIX U3 rnaBHOro 6aHka
KNeToK U OOHOPOAHO pacnpefeneHHbIX B onpeaeneHHoe Yncro KoHTernHepoB. Paboumnin GaHK KNeTok XpaHuTcs B
yCNoBusx, obecneymBaloLLnx ero ctTabmnbHOCTb N UCNONb30BaHNE B MPOU3BOACTBE;

pabounii BUPYCHbIA NOCEBHOW MaTepuan - roOMOreHHbIV Myn BUPYCOB, MOJTYYEHHbIX U3 [MTABHOMO BMPYCHOTO
NMOCEBHOIro MaTepvarna U O4HOPOAHO pacnpederneHHbIX B ONpeaeneHHOe YUCIo KOHTeNnHepoB. Pabo4unini BUPYCHBIN
MOCEBHOM MaTepuan XpaHuTCA B YCnoBusix, obecrneyuBalowmx €ero CcTabunbHOCTb M MCMNONb3OBaHME B
NPOU3BOACTBE;

paboumnii TpaHCreHHbIN BaHK - FTOMOrEHHbIN Myn KNeTOK TPAaHCTEHHbLIX PACTEHWUIA UIM XUBOTHbBIX, MOMYYEHHbIX
N3 rMaBHOro TpaHCreHHoro 6aHka U OQHOPOAHO pacnpeneneHHbIX B onpeaeneHHoe YMcno KoHTenHepoB. Pabouni
TPaHCreHHbIW GaHK XpaHWUTCS B yCroBuUSAX, obecrneuMBalmx ero CcrabunbHOCTb UM MCMOMb30BaHME B
NpoV3BOACTBE;

cB0oOOAHbIE OT crneunduryecknx NaToreHOB - XXUBOTHble MaTtepuanbl (Hanpumep, Kypbl, 3MOPUMOHbI UIK
KyNbTYpbl KNETOK), UCMOMb3YHLMECS AN NPOU3BOACTBA UIM KOHTPOSS KadecTBa GMONTOrMYECKMX NeKapCTBEHHbIX
npenapaToB, MOMyYEHHblE M3 TPYNMN XMBOTHbIX (Hanpumep, cTag WM cTaw), CBOOOOHbLIX OT OMNpeaereHHbIX
natoreHoB. Takue cTaga Unu ctam ONpeaensaiTCs Kak rpynmnbl XXMBOTHBIX, KOTOPLIE XUBYT B 00LLEN cpeae u uMmetoT
yXaXvBaloLWUA 32 HUMKU NepcoHar, KOTOpbI He npebbiBaeT B KOHTAKTe C >KMBOTHbIMW, HECBOBOAHLIMU OT
cneunduiecknx NaToreHos;

COMaTU4YEeCKMNE KIETKM - BCE KINETKU Tena YerioBeka Wiu XMBOTHOIO, KPOME PernpoayKTUBHBLIX KIETOK. OTu
KNeTkKn MOryT ObiTb ayToONorMyHbiMM (OT TOro e naumeHTa), asnsoreHHbiMM (OT OPYroro 4YeroBeka) WIu
KCEHOreHHbIMW (OT >KMBOTHOFO) COMaTUYECKMMM XMBbIMW KIETKaMu, MaHUMynsauum ¢ KOTOPbIMW UIU U3MEHEHWEe
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KOTOPbIX MPOBOAMIIUCE B YCIOBUSIX BHE XMBOrO OpraHu3ma C nocnegylolum BBEOEHUMEM B OpraHusMm 4yernoBeka
AN JOCTUXKEHUSA TepaneBTUYECKOro, AMarHoCTUYECKOro Unm NpomnakTu4eckoro 4encTeus;

TPaHCreHHbIN - OpraHn3M, coaepxallimn B cBOen 0ObIYHON reHEeTUYECKON CTPYKTYpe YyXKepoaHbI reH Ansi
akcnpeccun buonornyecknx apmaLeBTUYECKUX MaTepuarnos;

ypOBeHb Guonorvdeckon Ge3onacHOCTM - yCroBusa um3onsuuu, Tpebyowueca ans G6esonacHon paboTel ¢
MUKPOOPraHM3MaMy pasHbliX YPOBHEW NMaTOreHHOCTWU, Ha4ynHas OT 4-W rpynnbl NAaTOreHHOCTU (HaMMEHbLUUIN PUCK,
ManoBepoOSTHO MPUBOAALWMA K 3aboneBaHuio yenoseka) U O 1-M rpynnbl MNaTOFEHHOCTU (HaWMBLICLUUIA PUCK,
BbI3bIBAKOLLNI TSKEMble NErko pacnpocTpaHaemMble 3aboneBaHus);

yncTas KynbTypa (akCeHudHasi KynbTypa) - KynbTypa, CoAepallas OOVHaKOBble MUKPOOPraHu3mbl U He
KOHTaMMHMPOBaHHas NobbIMW APYrMMKU OpraHn3Mamu.

Mpunoxexune N 3
K lNMpasunam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK

NPOM3BOACTBO PAOVOPAPMALIEBTUHECKNX NIEKAPCTBEHHbBIX CPEACTB
[. MPUHLAM

1. MNponsBoacTBO pagnodapMaueBTUYECKNUX NeKapCTBEHHbIX CPeACTB AOIMKHO ObiTb OpraHvM3oBaHO B
COOTBETCTBMM C MpuHUMNamu, npmBegeHHbiMn B rnaeax Il - IV HacTtoawwmx lMNpaesun. Hactosiwee lMNpunoxeHue
yCTaHaBnMBaeT crneunansHblie npaBsuna Ans NponsBoACTBa pagnodapmaLeBTUYECKNX NNEKaPCTBEHHbIX CPeacTB.

2. Mpn npumeHeHun HacToAwmx MNpaBun Heob6xooMMO yunTbIBaTb criegyoulee:

a) gaHHoe lNpunoxeHne He pacnpoCTPaHATCH Ha U3roToBMeHWe pagvodapmaleBTUYECKUX NeKapCTBEHHbIX
CpeacTB B anTeYHbIX OpraHn3aumsax n BETEpUHAPHbIX anTeYHbIX OpraHn3aumsx;

0) HacToswee [lpunoxeHne pacnpocTpaHseTcs Takke Ha pagvodapMaleBTMYECKME JEeKapCTBEHHbIE
CpeacTBa, UCNOb3YOLWNECH B KIIMHUYECKUX UCCNefoBaHUAX;

B) TpaHCNOpTMPOBKa paavodapmMaueBTUYEeCKUX NeKapCTBEHHbIX CPeACTB BbIMOMHAETCA B COOTBETCTBUU C
TpeboBaHMAMUN MO pagnauMoHHon 6e3zonacHocTM MexayHapoOHOro areHTcTBa no aTomHon aHeprun (MAFATI) u
TpeboBaHMsAMM HOPMaTUBHbLIX MPaBOBbLIX akToB Poccunckon depepaumny;

r) OONyCKaeTCsl UCNoNb30BaTb METOAbI, OTNMYAKOLIMECS OT NPUBEAEHHbLIX B HacTosiwem [MpunoxeHuu, HO
No3BONAOLLME BbINONMHATL TpeboBaHMa Mo obecnevyeHuo kadecTBa npoaykuun. Takme meToabl AOMKHbI ObiTb
BannamMpoBaHbl U obecneuymBaTb YPOBEHb KayecTBa, HE HWXE, YeM YpOBEHb KayecTBa B COOTBETCTBUU C
TpeboBaHMAMM, YCTAHOBMEHHBIMU HACTOALLMM [puUnoxeHuem.

Il. BBEOEHVE

3. (1) TMNpousBoacTtBo pagmocapMaueBTUHECKNX JIEKAPCTBEHHbIX cpeacTB M obpalleHve C  HUMK
npeacTaBnseT NoTeHUManbHYH0 OMacHOCTb. YPOBEHb PUCKOB 3aBUCUT, B YaCTHOCTW, OT TUMa MOHU3UPYOLLLEro
N3Ny4YyeHnsi, 3HEpPrun M3rnyyYeHus U nepuoga nonypacnaga paguvoHyknuaoB. Ocoboe BHUMaHWE HeOOXOAMMO
yaenaTb NPedoTBPaLLEHUIO NEPEKPECTHON KOHTaMWHaLMKW, XPaHEHWI0 OCTaTKOB PaavOaKTMBHbLIX MaTtepuanos U
yAaneHuo 0TXo40B.

4. (2) BcnegctBue TOro, YTO HEKOTOPble PaAOVOHYKMMAbLI UMEKT KOPOTKUM CPOK XpaHeHus, OonycKkaeTcs
BblMycKkaTb B obpalleHve cogepxaiwime nx pagnodapmaleBTMYeckue NnekapcTBeHHble cpeacTBa 4O 3aBepLUeHns
UCMbITAHMI KOHTPOMs kayecTBa. B aTom cnydae B cneumanbHOW npouenype OOSKeH ObiTb 4eTko M nogpobHo
onpegeneH NopsigoK Bbldayy paspelleHust Ha BbIMyCK, BKOYas OTBETCTBEHHOCTb MEepcoHana v HemnpepbIBHYIO
OLEeHKY 3(PhEKTUBHOCTUN CUCTEMbI ODECnEeYeHNst KavecTsa.

5. (3) ObGnacTblo npuMmeHeHuss HacTtoswero [punoxeHus ABNSETCA LEATENbHOCTb MNPOMBILMEHHbIX
NPOV3BOACTB, 9AEPHbIX LLEHTPOB, MHCTUTYTOB U M3 T-LEeHTPOB MO NPOU3BOACTBY U KOHTPOIIO KayecTBa CrieayoLLmx
TMNOB MPOAYKLMM:

paguogapmMaLeBTUYECKNX NeKapCTBEHHbIX CPeacTs;

paguodapmMaLeBTUYeCKNX NekapCcTBeHHbIX cpeacTs Ans M3T (No3MTPOHHO-IMUCCUOHHON TOMOrpadun);

paguoakTUBHbBIX NpeflecTBEHHUKOB 1S  MNpPOoM3BOACTBA  paavodapmMaueBTUYECKMX  NeKapCTBEHHbIX
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CpencTs;
PaANOHYKNNOHbIX reHepaTopoB.
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LMKNOTPOHOB <2>

Bua nponssoacTsa HacTosuwue Heobxoaumo BbinonHATe TpeboBaHusa rmae Il - IV HacTosAwmx Mpasun
MpaBuna He (no mepe npubnmkeHnsa ctagum NPoM3BOACTBA K TOTOBOMY MPOAYKTY
pacnpocTpaHsitoTcst | TpeboBaHMsA YCUNUBAKOTCS), BKITHOYasi COOTBeTCTBYOLWME [punoxeHus
<*>
PagvodapmaveBTtuyeckmne Mpoaykuwns XnMuyeckumin Cragun O6paboTka, AcenTtnyeckoe
neKkapcTBEHHble cpeacTeBa peakTopoB U CUHTE3 OUYUCTKMN NPUroToBNEHNE, npon3BoaCTBO
PagvodapmaueBTuyeckme LUMKNOTPOHOB <1> O03/pOBaHne UnNu pUHNLLHasN
nekapcTBeHHble cpeacTBa cTepunusauus
ana NaT
PaanoaktuBHble
npeaLwecTBEHHUKN
PagvnoHyknngHble Mpoaykums TexHonornyeckuii npouecc (cbopka KOMOHKW, reHepaTtopa, 3apsgka
reHepartopbl peakTopoB n reHeparopa)
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<*> MuwweHb 1 cucTema nepeaayu oT LMKNOTPOHA K YCTAaHOBKE CMHTE3a MOryT paccMmaTprBaTbCA Kak nepBas
CcTaavs Npomn3BoAcTBa hapMaLeBTUHECKUX CYOCTaHLMNA.

<1> lMpoaykuus, nonyyeHHasl B pesynbTaTe pagnoXmMMUYECcKOro BblAeNeHns pagnoHyknnaa n3 obry4yeHHom
pagnoakTMBHOWM MULLIEHM.

<2> [poaykuusi, NoflyYeHHasa B pe3ynbTaTe pagMoXMMUYECKOro BblAeneHnst MaTePUHCKOro paanoHyknuaa
13 06ny4eHHON pagnMoaKTUBHON MULLIEHMW.

6. (4) lNpoussoguten roToBOro paguodapmaleBTUYECKOrO NEKapCTBEHHOIO CpPeAcTBa AOMMKEH MMETb
onucaHme  TEeXHONOrM4yeckoro mnpouecca MNpouM3BoACTBa  hapmaueBTMYeckon  cybcTaHuun,  roToBOro
NneKkapcTBEHHOro CpeacTBa U ykasaTb, kakne TpeboBaHua Hactoawmx Mpasun (rmasa lll unu rmaea IV HacTosAwmx
MpaBun) pacnpocTpaHATCA Ha pa3nuyHble TEXHONOrM4YeckMe onepauum n (unu) ctagun.

7. (5) [lpousBoactBo pagmodhapMaueBTUHECKUX TNEKAPCTBEHHbIX CPEACTB [OOSDKHO BbIMOSNHATECS B
COOTBETCTBMM C TpeOOBaAHNSMN HOPM pagnaLmnoHHON 6Ge3onacHOCTH.

8. (6) [lpomsBoacTBo pagnodapMaLEeBTUYECKUX JEKAPCTBEHHbIX CpPeAcTB, MNpeAHas3HayeHHbIX Anis
napeHTepanbHOro BBEOEHWsi, OOIMKHO BbINOMHATECA B COOTBETCTBMM C TpeboBaHWSIMW, NpeabsBNSAeMbiMU K
CTEPWUIBHOCTM TakWX JeKapCTBEHHbIX CPeACTB, C cobnogeHMeM B COOTBETCTBYHOLUMX CryyYasdx acenTUYecKnx
YyCroBui Npon3BoacTBa B cooTBeTcTBMM C Mpunoxennem N 1 kK HacTosiwmm NMpasunam.

9. (7) Cneundukauum n MeToabl KOHTPONSA KavyecTBa paguodapmaueBTUYECKUX FeKapCTBEHHbIX CpeacTB
ycTaHoBneHbl B [locygapcTBeHHON dhapmakonee Poccuiickon degepaumm unm B permcTpaumoHHbIX 4OCbe Ha 3Tu
neKkapcTBEHHbIE CPeACTBa.

KnnHnyeckne nccnenoBaHus

10. (8) Ha npousBoactBo paguochapMaueBTUHECKMX NEKAPCTBEHHbIX CPeacTB, MNpeaHasHadYeHHbIX Ans
KNMHUYECKUX UCCNeaoBaHnmM, pacnpocTpaHsatoTes Takke Tpebdosanua Mpunoxenma N 13 k HacTosAwmm MNpasunam.

[ll. OBECMNEYEHNE KAYECTBA

11. (9) ObGecneyeHne kavecTBa Mpu NPOU3BOACTBE paanodapMaLeBTUYECKMX JEKapCTBEHHbLIX CPEACTB
nveeT ocoboe 3HayeHWe B BuAy MX crneumdunyecknx ocobeHHOCTeNn, mManbiXx 0OGbeMOB Cepuii U B HEKOTOPbIX
cry4yasix HeobXo0AUMOCTM UX MEAMLMHCKOro NPYMeHeHUst 4O 3aBepLUeHUst onepaLmii No KOHTPOSIO KavyecTBa.

12. (10) 3awmTa NpogayKuMmM OT KOHTAMUHALMN N NepeKpecTHOW KOHTaMuMHauun AomkHa bbiTb obecneveHa
Tak Xe, Kak M npu npou3BoAcTBE MOObLIX NeKapCTBEHHbIX cpeacTB. B gaHHOM cnyyae npegbssBnseTcd
AononHuTensHoe TpeboBaHue Nno 3awmuTe NPOM3BOACTBEHHON Cpedbl U MepcoHana OT MOHU3NPYIOLLETO U3NYyYeHUS.

13. (11) bonbwoe 3HayeHWe uMeeT Hagnexaiwias permcTpaums OaHHbIX MOHWUTOPWMHIa MOMELLEHUN U
npoueccoB. OueHKa 3TUX AaHHbIX ABNSAETCH YacTbio NpoLecca BbiMycka cepun B obpalleHue.

14. (12) MNpw npoussoacTBe pagvodapMaLeBTUYECKNX NeKapCTBEHHbIX CpeacTB criegyeT B HEOOXOAMMOM
obbeme npoBOAUTb KBanudwukauumio W Banupgaumio. [na onpedeneHnss obbema paboT no kBanudumKauum u
Banuaauum [OOIDKEH NPUMEHSATbCA MOAXOA, OCHOBAHHBIAN Ha ynpaBfeHUWW puckamu, C OCOObIM BHMMaHWEM K
kombuHaumm TpeboBaHun HacToAwmx MpaBun 1 pagmaunoHHoN 6e3onacHoCTw.

IV. MEPCOHAN

15. (13) Bce TexHomornyeckue onepauvu AOMKHbl BbINOMHATECA MEPCOHaNoM, MMEKLWNM chneunanbHyo
MOAroTOBKY MO pagmauuoHHon 6esonacHocTu. [lepcoHan, 3aHsATbIM B MPOM3BOACTBE, KOHTPONE KavecTBa U
BbiMyCcke paguodapmauleBTUYECKUX NEeKapCTBEHHbIX CPEeACTB, [AOMKeH npowTu obydyeHue, CcBA3aHHOE C
0COBEHHOCTAMM cucTembl obecneyeHns kKadecTBa paguodapmaueBTUYECKUX FEeKapCTBEHHbIX CpeacTB.
YNOMHOMOY€EHHOE NMLO SIBNSAETCA OTBETCTBEHHbLIM 33 BbIMYCK paaModapManeBTUYECKNX NIEKAapCTBEHHbIX CPeaCTB.

16. (14) MepcoHan, pabGoTawwmii B 30HaxX MNPOU3BOACTBA paanodapMaLeBTUHECKMX FEKAaPCTBEHHbIX
cpeactB  (BKMYas nepcoHan, 3aHATbid  yOOpKOM U TEXHWYECKMM  OOCNyXMBaAHWEM), [OOJSDKEH NPOWTU
OononHuTensHoe oby4yeHne, CBA3aHHOE CO CNeLMdUKON MPOLLECCOB U NPOAYKLUN.

17. (15) Ecnv npoun3BOACTBEHHbLIE MOMELLEHNS M 00OpyooOBaHUE UCMONb3YOTCHA Takke AN NpoBeAeHUs
nccrnegoBaHui, TO NepcoHarn, y4acTBYIOLWMIA B UCCNEe0BaHNSX, AOMMKEH NPONTN 0OyyeHne HacToswmm MNpasunam.
HelictBusi no obecneyeHMIo KavyecTBa 3aKYalTCs B PacCMOTPEHMU U Bblgaye paspeLleHusl Ha NpoBefdeHue
paboT, CBA3aHHbIX C UCCIIeJ0BaHNSMM, 118 TOro YTOBbl UCKMIOYNTL X ONAacHOE BINSIHUE Ha NPOM3BOACTBO.
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V. NTOMELWEHWA N OBOPYOOBAHUE
O0LKe nonoxeHus

18. (16) [MpousBoacTBO paanodapMaLeBTUYECKMX JIEKAPCTBEHHbIX CPeacTB AOMKHO MpOBOAUTLCS B
KOHTPONMMPYEMbIX 30Hax, B KOTOPbIX BbIMOMHATCA TpeboBaHWs K MPOU3BOACTBEHHOW cCpede M paanalyOoHHON
6e3onacHocTn. Bce TexHomornyeckMe onepauvMyM LOIDKHbI BbIMOMHATECA B CheuuanbHbIX MOMELLEHMSAX WM Ha
cneumanbHOM 00OpyooOBaHUM, KOTOpble MpedHasHadYeHbl AN  MpouM3BoAcTBa  pagnodapmaueBTUYECKMX
nekapCTBEHHbIX CPeACTB.

19. (17) Heobxogumo NpuHATbL Mepbl NO NPeAoTBpPaLLEHMIO NEPEKPECTHON KOHTaMuHaLMM OT nepcoHana,
NCXOOHOrO CbIpbsi, MaTepManoB, PaauoHyKNnaoB. Tam, rae 3To BO3MOXHO, HEO6XOAUMO UCMONb30BaTh 3aKpbITOe
unu msonuposaHHoe obopyaosaHue. [Npu ncnone3oBaHMM 0b6opynoBaHMS OTKPLITOrO TUna UM NpyM OTKPbIBAHWUM
obopyaoBaHua OOMKHbI ObiTb MPUHATBEI MEPbI MO CBEAEHUIO pUCKa KOHTAMUHAUMU K MuHUMyMy. [lpu oueHke
pUCKOB Heobxoaumo mMokasaTb, YTO 4MCTOTa NPOM3BOACTBEHHOM cpedbl yaoBneTBopseT TpebosaHuAM,
npeabaABNAEMbIM K TUNY BbIMyCKaeMow NPOAYKLMN.

20. (18) Bxopg B Mpov3BOACTBEHHbIE 30HbI JOMMKEH OCYLLECTBNATLCA Yepe3 KOMHaTbl ANs nepeofeBaHus
(caHnNpOMyCKHWMKKM) 1 OOIMKEH ObITh paspeLleH TOMbKO A8 NepcoHana, UMeLLEero NpaBo 4OCTyNa B HUX.

21. (19) HeobxogmMmMo NpoBOAWUTb MOHWUTOPUHI paboumMx MecCT M NPOWM3BOACTBEHHOW Cpefbl B OTHOLUEHWUU
YPOBHA paguaumn, KOHLEHTpauum 4acTuy W MMKpOoOpraHuamoB. [lopsigok npoBegeHus MOHUTOPUHra
yCcTaHaBnMBaeTCs Npu KBanudmkaumm akcnnyataumu.

22. (20) [Ons rapaHTum TOro, YTO WCMOMb3yeMble MOMeELleHUs u obopyaoBaHMe COOTBETCTBYIOT
npeabaBnsemMbiM K HAM TpeboBaHUAM M NpoLny KBanudukaumo, HeobxoamMMo MpoBOAUTE NPOUNaKTMYECcKoe
TexHuyeckoe obcnyxuBaHue, KanubpoBky W  KBanudukaumo. Takume paboTbl AOMKHbI  BbINOMHATLCS
NMOArOTOBIIEHHBIM MEPCOHANoOM, a (akT MX NPOBeAEHUA M MOoNydeHHble pe3ynbTaTbl AOMKHbI OOPMIIATHCS
OOKYMEHTanbHo.

23. (21) Heobxogumo npvHUMaTL Mepbl MO 3aWwmUTe MPOU3BOACTBEHHOW 30HbI OT PagMOaKTUBHOIO
3arpsidHeHust. [lomkeH ObiTb OpraHM3oBaH HagneXxallnin KOHTPOSb PaAN0aKTUBHBIX 3arps3HEHUA NPAMbIM METOAOM
C NOMOLLbIO LO3UMETPOB MUIMM KOCBEHHO - METOAOM MA3KOB B YCTAHOBIIEHHOM MOpPsOKe.

24. (22) ToBepxHocTM obBOpyooOBaHMSs, comnpukacaltomecs C NpoAyKTOM, He AOIDKHbI BCTynmaTb C HUM B
peakumio, He OOSMKHbI HMYEro BbIOENATb U He AOMKHbl abcopbupoBaTb NPOAyKT, 4TOObl TakMM 06pas3oM He
N3MEHUTb Ka4yeCTBO paamModapMaLeBTUHECKOrO NIEKapCTBEHHOIO CpeacTaa.

25. (23) Peuupkynauus Bo3gyxa U3 MOMELLEHMA, B KOTOpbIX  BbIMNOMHAETCs pabota ¢
pagvodapMaLeBTUHECKUMIN NTIEKapCTBEHHBIMU CPEACTBaMW, HEe OOMyCKaeTCs, 3a UCKIIOYEeHWeM crnydaes, korga
NpUMEHeHNEe peumpkynsumm o60CHOBaHO. B BBITSXKHBIX CUCTEMax AOMkHa ObiTb MpegycMOTpeHa 3awmTta oT
3arps3HEHMsT OKpYXKaloLLen cpedbl PaguMoOaKkTUMBHbIMK YacTULaMuM U rasamu. B KOHTponmupyembix 30HaX OOSDKHa
ObITb NPEgYCMOTPEHA 3alLnTa OT KOHTaMUHALMM YacTULamMm U MMKPOOPraHM3mMamu.

26. (24) Onsa Toro, 4ToOblI HE AOMNYCTUTL PACNpPOCTPAHEHMS PAAMOAKTMBHbBIX YAaCcTUL, B 30HaX, rAe HaxoamTcs
OTKPbITbIN MPOAYKT, HEOOXOAMMO MOLAEpPXMBaTb OTpULATENbHOE [OABMEHWE MO OTHOLUEHUIO K OKPYXKaHLLUM
30HaM. B To xe Bpemsl NpoayKT AOMKEH ObiTb 3alUMLLEH OT KOHTaMUHaLMKU U3 NMPOU3BOACTBEHHON cpefpbl, B TOM
yncne MNocpeacTBOM MPUMEHEHUST GApbepPHON TEXHOMOrMU M BO3QYLUHbLIX LUMHO30B, paboTawwWwmx no nNpuHLMNY
Kackaga gaBreHun.

Mpon3BOACTBO CTEPUNBHOW NPOAYKLIMK

27. (25) CtepunbHble paguodapmaueBTUYECKNE NEKApCTBEHHbIE CPEACTBa pasfdendalTcs Ha ABe rpynmbl:
NeKapCTBEHHble npenapaTbl, BbIMYCKAEMble B acenTUYeckux YCroBUSX, W JieKapCTBEHHbIe MpenapaTshl,
nognexawme @GUHUWIHOM cTepunu3aumn. B npomsBoacTBe [OMKEH NOAOEPXKUMBATBLCS YPOBEHb YUCTOTHI
NMPOU3BOACTBEHHOW Cpedbl, COOTBETCTBYIOLMM BWAY BbINOMHAEMbIX onepaunn. [ormkHbl cobnogatbes
yctaHoBneHHble lMpunoxenvem N 1 k HactoswmMm [NpaBunam TpeboBaHMa K unctotTe paboumx 30H, B KOTOPbIX
NPOAYKUNS UMK NepBUYHAA YNaKoBKa MOXET HaXOAUTLCSA B KOHTAKTE C OKPY>KaloLLUM BO3AYXOM.

28. (26) Ona onpeaeneHus TpeboBaHUA K nepenagam [ABfEHUS, HanpaBfeHUO NOTOKa BO34yxa U €ero
KayecTBa MOryT UCNONb30BaTbCHA METO/bl OLEHKN PUCKOB.

29. (27) B 3aKkpbITbiX aBTOMATU3MPOBAHHLIX CUCTEMAaXx, MPeACTaBMSOWMX COOON, Kak npaBuIio, ropsuune
Kamepbl C pa3MeLLeHneM B HUX YCTaHOBOK XMMMUYECKOrO CUHTE3a, CUCTEM OUYUCTKU, CTepunuayloLlen unbstpalmm
"Ha NuHUKN", goctaTodHo obecneyunTb knacc YncToThl C. B ropsumne kamepbl, HAXOASLWMECS B 3aKPbITOM COCTOSIHUAN,
JOIMKeH nogaBaTbCsa BO3ayx nocne unbTpaumm ¢ BbICOKON CTEMEHbBIO YACTOThI. AcenTnyeckme onepaunm SOMKHbI
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BbIMONHATLCA B 30He Knacca A.

30. (28) Ho Havana npowusBoacTtBa cbopka CTepunbHOro obopyooBaHWS M KOMMOHEHTOB (TPyOOK,
CTepunnsyrLimnx CbVIJ'IprOB), nogcoeanHeHue TNIMHUN nogayun )KI/Ip,KOCTeI7I K YKYNOpeHHbIM TrepMeTU4YHbIM
CTEPUNIbHBIM d.)J'IaKOHaM, OOJDKHbI BbINOJNTHATBLCA B aCeNTUYeCKNX yCrnoBUaAXx.

VI. QOKYMEHTALINA

31. (29) Bce ookymMeHTbI, Kacatowmecsi Npou3BOACTBa paanodapMaLeBTUYECKMX NIEKAaPCTBEHHbBIX CPeacTB,
OOMKHbI  paspabaTbiBaTbCs, COMMACOBLIBATbCH, YTBEpPXAaTbCA W pacnpefenstbCcd B COOTBETCTBMM C
YTBEPXKAEHHOM Npouenypon.

32. (30) TpeboBaHMa K MCXOOHOMY CbIpblO, YNaKOBOYHbIM Matepuanam, maTepuanam Ansi MapKUpPOBKW,
KPUTMYECKOM MPOMEXYTOYHON MPOAYKUMM W FOTOBbIM paanoapmMaueBTU4ECKMM NeKapCTBEHHbIM CpeacTBam
OOMMKHbI ObITh yKasaHbl B cneuundurkaumax. JomkHbl ObiTe Takke cneumdurkauum Ha Kputudeckne matepuansl U
KOMMOHEHTbI (B 4aCTHOCTW, Ha BCroMoOraTenbHble MaTepuansl, YNAOTHEHWdA, Habopbl ONs CTepUNU3yoLLEN
dunbTpaumm), UCNonbL3yemble B MpoLecce MNpou3BOACTBA M CMOCOBHbIE OKasaTb KpUTUYECKOEe BIUSAHME Ha
Ka4yecTBO MPOAYKLMMW.

33. (31) Ona papuodapmaueBTUYECKNX FEKAPCTBEHHbIX CPeacTB HeOoOXOAMMO YCTaHOBWUTb KpUTEpUU
nprMemMremMocTu, BKIoYas crneundukaumMm Ha MOMEHT BbiMycka M Ha Mepuog cpoka rogHocTu (Hanpumep, Ans
pPaavoOXMMMUYECKON YNCTOTbI, OO EMHOI aKTUBHOCTU, PaAMNOHYKMUAHON YNCTOThI U yAEMNbHOW aKTUBHOCTH).

34. (32) B 3anucsix NoO UCMOMb30BaHWIO, O4YWUCTKE, Oe3aKTMBauuM WM CTepunu3auuun, TEeXHUYECKOMY
0o6CnyXMBaHMUIO OCHOBHOTO 06OpyadoBaHMA LOMKHbI ObiTb yKa3aHbl daTa W BpeMsi BbIMOSIHEHMS oMepauuu,
npocTaBneHa nognucb Nuua, BbIMOMHUBLLEro paboTy, a Npy HEOBXOAMMOCTU TaKxKe yKasblBaldTCs HauMeHOBaHWe
NPOAYKLMN 1 HOMEP CEPUM.

35. (33) 3anucu HeobxoAMMO XpaHUTb B TEYeHMEe He MeHee Tpex NeT, eCnu HOPMaTWMBHbIMWU MPaBOBbIMU
aktamu Poccunckon ®egepaumm He YCTaHOBIEH MHOW CPOK XPaHEHUS.

VII. MTPON3BOACTBO

36. (34) OgHoBpeMeHHOe NPOM3BOACTBO PasfMyHbIX paanodapmMaueBTUHECKUX NeKapCTBEHHbIX CPeACcTB B
ofHon paboyen 30He (ropsider Kamepe, NaMMHapHOM 30He WK WkKady) He AONycKaeTcs C Lenbl CBEeAeHUst K
MUHMMYMY pUCKa NEePEKPECTHOro 3arpsa3HeEHUs paguoakTMBHBIMU BELLECTBAMM UMK NePENyTbIBAHNST MaTepuaros.

37. (35) Ocoboe BHMMaHWe HeoOxoguMMO  yaensiTb Banuaauunu, BKJTtOYast Banugauuto
KOMMbIOTEPU3NPOBaAHHBIX cucteM B cooTBeTcTBUM C [lpunoxeHunem N 11 k HacTosdwmm [lpasBunam. HoBble
NpPOLIECChI AOSMKHBI MPONTU NEPCNEKTUBHYIO Banvaaumio.

38. (36) Kputnueckne napameTpbl JOIMKHbI ObiTb ONpeaeneHbl 40 UNKn B NpoLiecce NpoBeAeHnst Banvaaumu.
Mpwn aTOM cnenyeT onpefenaTe JONYCTUMbIE NpeaeribHble 3Ha4YeHUs USMEHEHUI NapamMeTpoB, Heobxoaumble A
cTabunbHOro NPoM3BOACTBA.

39. (37) Ona npoaykToB, HaMOMHAEMbIX B aCEenTUMYECKUX YCIOBUSX, AOSMKEH MNPOBOAUTLCA KOHTPOSb
LEeNTIOCTHOCTM MeMOpaHHbIX UMbTPOB, NPUHMMAA BO BHUMaHue HeobXoaAuMOCTb obecneyeHus paguauvoHHOW
6e30MacHOCTU U COXPaHEHUSA CTEPUINBHOCTU OUINBTPOB.

40. (38) YuntbiBasd pagvaLMOHHYIO aKTUBHOCTb rOTOBOM NPOAYKLUMN, ONYCKAaeTCA HAHOCUTb MapKUMPOBKY Ha
NMepBMYHYIO YMAKOBKY [0 Hayana npou3BOACTBa. Ha cTepunbHble nycTble 3akpbiTble (riakoHbl MOXeT ObiTb
HaHeceHa MapKMpOBKa C 4acTMYHOW MHopMaumeln OO0 ornepauru HanofHEeHWsi, NpY 3TOM CTEPUNIBHOCTb He
OOIMKHa ObITb HapyLLeHa U He JOMKHO ObITb MOMEX 41151 BU3YalnibHOMO KOHTPOSSA HANOMHEHHbIX (IakoHOB.

VIll. KOHTPOIJTb KAHECTBA

41. (39) PagnodapmaueBTuyeckne nekapCTBeHHbIe CPeAcTBa MOryT ObiTh BbIMyLIEHbl U MCMNOMNb30BaHbl Ha
OCHOBE OLIEHKWN JOKYMEHTaLMM Ha Cepuio 0 3aBEPLUEHUSA BCEX XMMUYECKUX U MUKPOBMONMOrMYECKNX NCMbITaHUNA.

42. OhopmneHre paspeLleHns Ha BbiMyCK pagmodapManeBTUHECKUX NeKkapCTBEHHbIX CPeACTB MOXET ObIThb
BbIMOSIHEHO B ABa M Gornee atana 4o v nocre 3aBepLUeHns aHanMTUYeCcKoro KOHTPOSs B NMOMTHOM oObeme:

a) (a) oueHka ynormHOMOYEHHbLIM NULOM J0Cbe NPOM3BOACTBA CEPUU, KOTOPOE OOSMKHO OXBaTbIiBaTb YCINOBUS
Nnpou3BoACTBa W aHanUTUYECKUA KOHTPOSb, MPOBEAEHHble [0 MOMEHTa paspelleHns TPaHCNOPTUPOBKM
paavodapMaLeBTUYECKOrO fleKapCTBEHHOTO CpeacTBa B CTaTyce "KapaHTUH" B KNMHMYECKOe nogpasaerneHune;

6) (b) ynonHomMouyeHHOe NULO BblAaeT paspelleHne Ha BbiNyCcK Nocrne nNpoBefeHUs OLEHKM OKOHYaTEeNbHbIX
pe3ynbTaToB aHanMTMYECKOro KOHTPONS, BCEX OTKMOHEHMI OT HOpPManbHOro Mpouecca, KOTopble OOMKHbI ObiTb
odpopmIeHbl AOKYMeHTanbHo, 060CHOBaHbI U yTBepXaeHbl. Ecnvn HekoTopble pesynbTaTbl KOHTPOMS HEBO3MOXHO
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nony4YnTb [0 WCMNONb30BaHWS NEKApCTBEHHOro CpeacTBa, TO YMNONMHOMOYEHHOMY nuuy cnegyet 0dOopMUTb
paspelleHne Ha BbIMYyCK NeKapCTBEHHOro CpeacTBa YCMNOBHO [0 Hayana ero UCMnonb30BaHWUs M OKOHYaTeNbHO
0hopMUTL paspeLLeHme Ha BbINMYCK NeKapCTBEHHOMO cpeacTBa nocne nonyyYeHus Bcex pe3ynbTaToB KOHTPOMS.

43. (40) BonbwuHCTBO pagmodhapmMaueBTUYECKMX JeKapCTBEHHbIX CPeacTB WUCMOMNb3yeTCcss B TeyeHue
KOpPOTKOro mnepuoga BpPeMEHU, 4YTO OOYCrnOBMEHO KOPOTKMM MEepuoaoM nofypacnaga paguoHyknugos, MO3TOMY
CPOK roQHOCTY NEKapCTBEHHOTO CPeACcTBa AOIMKEH ObITb YETKO yKa3aH.

44. (41) PagnodapmaleBTUYeCKkme fekapCTBEHHble CpeAcTBa, codepXaluMe paguoHyknuabl ¢ G6onblmM
nepuodom nonypacnaga, crnegyet KOHTPONUpOBaTb Ha COOTBETCTBME BceM TpeboBaHuAM [0 odopmrieHus
paspeLLeHnst Ha BbIMYCK YNONTHOMOYEHHbBIM FIULOM.

45. (42) KoHTpornb npob moxeT OblTb NPOBeAEH He cpaldy nocrne ux otbopa, 4Tobbl 06ecneunTs Tpebyemoe
CHWXEHMEe YPOBHSA aKTMBHOCTWU. BCe BUAbI KOHTPONS, BKMOYAsS KOHTPOSb Ha CTEPUIbHOCTb, AOMKHbI NPOBOAUTHCA
Kak MOXHO ObICcTpee.

46. (43) YTBEpKOEHHaAs Npon3BOAMTENEM MpoLeaypa AOSPKHA YCTaHaBNUBATL NOPSAOK OLEHKN NPOAYKLUMA U
pe3ynbTaToB KOHTPOIS 4O OTNpPaBKu NPOAYKLUNN.

47. (44) MNMpoaykumsi, He COOTBETCTBYIOLWAA YCTaHOBMEHHbIM TpeboBaHusAM, AomkHa 6biTb OTKMoHeHa. Ecnu
npeaycMoTpeHa nepepaboTka martepuana, To OHa AOMKHa BbIMOMHATLCA MO 3apaHee yTBepXXOEeHHOW npoueaype.
[oTOBas NMpoayKumsi 4OMMKHA COOTBETCTBOBATL YCTAHOBMEHHBIM TPEOOBaHWUSM, YTO AOMMKHO ObITb MOOTBEPXKOEHO
0o ee Bbinycka. He gonyckaeTtcst nepepaboTka BO3BpaLLEHHOW NpoayKLUmn, C KOTOPOW criedyeT obpaluartbcs Kak ©
paanoaKTMBHLIMU OTXOAaMMU.

48. (45) B cneumanbHon npouenype AoMmKeH ObITb onpeaeneH NopsiAoK 4ENCTBUIA YNONTHOMOYEHHOTO Nnua B
cnyyae obHapyXeHus HECOOTBETCTBMSA NPOAYKUUM TpeboBaHMAM creumndukaLmmn nocne ee oTrpy3kn 4o UCTEYEHNS
cpoka rogHoctu. Takme cnydam JoOmmkHbl OblTb paccrnefoBaHbl, OOMKHbl ObiTb BbINOMHEHbI HEOOXoAWMbIE
npeaynpexaatoLlime 1 KOppPeKTUPYoLLME MEPONPUATUS ANs HeaonyLeHs nogobHbix cutyauui B bygyuiem. 970t
npouecc AOIMKeH BbITb JOKYMEHTansHO 0OOPMIIEH.

49. (46) llpum HeobxOAMMOCTU MPOU3BOAUTENb [AOMKEH WHAPOPMUPOBATL OTBETCTBEHHbLIN MEepcoHan
MeLMLMHCKON opraHmnsaumn. [1na cogencTemsa 3TOMy AO0MmkHa ObITb 06ecneyeHa NpocnexmBaemMocTb B OTHOLLEHUN
paguodapmaLeBTUYECKMX NNEKaPCTBEHHbIX CPEaCTB.

50. (47) OomkeH ObITb yCTAHOBMNEH MOPSAOK KOHTPOMSA MCXOAHOrO Cbipbs M MaTtepuanos. [Npu Beibope u
YTBEPXXAEHUN MOCTaBLUUKa crnegyeT ybeauTbcs B TOM, YTO MOCTaBIISIEMble UM UCXOOHOE Cbipbe U MaTepuanbl
HEM3MEHHO COOTBETCTBYIOT TpeboBaHMsAM creuundmkaumin. MNcxogHoe cbipbe, YNakOBOYHbIE MaTepuanbl |
BCMOMoraTtenbHble Matepuanbsl Ons KPUTUYECKUX MPOLLECCOB AOMMKHbI NMpUOBpeTaThCsi TONMBKO Y YTBEPKAEHHbLIX
MOCTaBLLMKOB.

IX. KOHTPOJbHbIE N APXUBHbBIE OBPA3LIbI

51. (48) OT kaxgow cepumn HepacdacoBaHHbIX pagmodapMaLeBTUYECKNX NEKapCTBEHHbIX CPeACTB AOITKHO
ObITb 0TOBpPaHO AocTaTovyHOe KOnM4ecTBO 06pasuoB, KOTOPble AOMKHbI XPaHWUTLCH HE MeHee LIeCTU MecsueB
nocne UCTe4YeHNs cpoka rogHOCTW rOTOBOW NPOAYKLMW, €CMM MHOE He YCTaHOBIIEHO MPU MCMONb30BaHUN nNpoueayp
ynpaBreHnst puckamu.

52. (49) OGpasubl MCNonb3yemMoro B NPOM3BOACTBE MCXOOHOIO Cbipbsl, 3@ WCKIMOYEHNEM pacTBOpPUTENEN,
rasoB W BoAbl, JOJDKHbI XPaHUTBCA HE MeHee [ABYX FNEeT Mocre BbiMycka MpoayKumn. ATOT CPOK MOXET ObiTb
COKpalleH, ecrnu B crneyundmrkaumm Ha cbipbe ykasaH 6onee KOpoTKuiA nepuog cTabunbHOCTK.

53. (50) Ona otbopa n xpaHeHWst NPOO MCXOAHOrO Chipbsi, MaTepManoB, NPOAYKLMWU, MPOU3BEAEHHbIX MO
WHAMBUAOYaANbHOMY 3aKa3y Uiv B ManbiX KOJIMYECTBaX UMK eCnn UX XpaHeHMe MOXET Bbl3BaTb 0COOble TPYAHOCTH,
MOXeT ObITb onpegeneH MHOW NopsagoK 0Tbopa 1 XpaHeHwus.

X. PEAITM3ALINA

54. (51) Ons paguodapMaueBTUYECKMX FeKapCTBEHHbIX CPEACTB [AOMycKaeTcs peanu3auus rotoBOn
NPOAYKUMN B KOHTPONMPYEMBIX YCMOBUSAX OO MOMydYeHUs1 pe3ynbTaToB BCEX HEOOXOOUMbBIX MCMbITaHWA. [pn aTOM
OOIMKHO ObITb rapaHTMPOBaHO, YTO JNIEKAPCTBEHHLIN NpenapaT He OyaeT NPUMEHEH B MEAMLMHCKOM OpraHm3aumm
00 nony4vyeHus yooBneTBOPUTENbHbBIX pe3yrnbTaToB UCMbITAHUA N X OLLEHKN YNONTHOMOYEHHbIM MULIOM.

Xl. TEPMUHbI 1 ONPEOENEHUA

55. Ina uenen Hactoswero NpunoxeHnsa Kpome TEPMUHOB M onpeeneHuni, NnpeaycMoTpeHHbIX rnason |l
HacToswmx [NpaBun, NCNONb3yTCA Takke CrneayLlme OCHOBHbIE MOHATUS:
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ropsiyas Kkamepa - W30NMPOBaHHOE WM HEW3O0NMPOBAHHOE 3JKpaHWPOBaHHOE pabovee MecTo Ans
npou3BoacTea U obpalleHns ¢ paaMoakTMBHLIMU MaTepuanamu,;

NPUroToBreHNe - NOAroToBKa Habopa B MeAWLMHCKOM OpraHM3auumn nyTeM BHECEHWSI B HEFO PaauMoHyKNnaa,
3MOMPOBAHHOIO M3 reHepaTopa, UM C MOMOLLBID PagMoaKTUBHbLIX NpeallecTBeHHMKoB. Habophkl, reHepaTopbl U
pagnoakTMBHbIE NPeaLeCcTBEHHUKN LOSKHBI ObITb 3aperncTpupoBaHsbl B YCTAHOBMEHHOM MOPSIAKE;

PagMoOaKTMBHLIA NPEALECTBEHHUK - paavMoakTMBHOE BELLEeCTBO, MpedHasHayeHHoe [Ans  BBEAEHWS
pPagVoHYKINMAHOW METKU B ApYroe BELLECTBO Nepes ero NpuMeHeHneM;

pagmodapMaleBTUYECKUE NEKAPCTBEHHbIE CPEACTBA - NEKAPCTBEHHbIE CPeACcTBa, KOTOpble coaepXaTt B
roToBOW ANs UCMONb3oBaHWs opMe OAWH PaaMOHYKNMA WM HECKONbKO PagMOHYKNMAOB (pagvoaKTUBHBLIX
N30TOMoB) <*>,

<*> [yHkt 10 ctatbu 4 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalieHuun
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

Mpunoxexne N 4
K lNMpasunam Hagnexatwen
NPOV3BOACTBEHHOW NMPaKTUKK

OCOBEHHOCTHU
NPON3BOACTBA NNEKAPCTBEHHbIX CPEACTB AJ1A BETEPUHAPHOIO
MPUMEHEHUA (KPOME MMMYHOBWUOJTIOTMYECKMX NEKAPCTBEHHBLIX CPEACTB
ANA BETEPUHAPHOIO NMPUMEHEHUA)

1. Hactosawee I'Ipwno>+<eH|/|e OTHOCUTCA KO BCEM JleKapCTBEHHbIM cCpeactBaM aOnda BeTEepPUHAPHOIro
NPpUMEHEeHUA, 3a UCKIHOYEHNEM MMMYHOGI/IOJ'IOFI/I‘-IGCKVIX NNIeKapCTBEHHbIX CpeacTB And  BeTepuHapHOro
NnpuMeHeHNnd, Npon3BoACTBO KOTOPbIX perynmpyeTcad anJ’IO)KeHI/IeM N 5 K HacToAWMUM npaBI/IJ'IaM.

[. MPOM3BOACTBO JIEKAPCTBEHHbLIX MPEMAPATOB
MPOTWB SKTOMNAPA3NTOB

2. (5) HecmoTpsa Ha orpaHudeHue, YCTaHOBMEHHOE MNYHKTOM 52 Hactoswux [paBun, nekapCTBEHHbIe
npenapaTtbl MNPOTMB SKTOMApPasvTOB, KOTOpble MNpefHas3HayeHbl AN HaPY)XHOro MNPUMEHEHUsl, OTHOCATCH K
NeKapCTBEHHbIM CpeacTBaMm A1 BETEPUHAPHOIO NPUMEHEHUS U BKIKOYEHbI B NULEH3NIO Ha NPOU3BOLACTBO, MOTYT
nNpov3BOaUTECSA U hacoBaTbCA B 30HaX, MNpeAHasHadeHHbIX ONS NPOU3BOACTBA MECTUUMAOB, MO MPUHLMNY
pasgeneHHblX BO BPEMEHWU LMKMNOB npousBoacTtBa. OAHako B 3TUX MOMELLEHUSAX HEe [OIDKHblI MPOM3BOOUTHCS
Apyrue BuAbl eKapCTBEHHbIX CPEACTB ANs BeTEPUHAPHOro NpUMEHEHMS.

3. (6) Ona npepoTBpalleHUss NEepPeKkpecTHOW KOHTaMuHaLuu npomusBoauTeNb [OOIMKeH WCnonb30BaTb
COOTBETCTBYWLUNE BanuMaupoBaHHble MeToAdbl O4uCTKU. Heobxooumo npuHATL Mepbl MO obecneveHuto
©Ge30MnacHOro XpaHeHus1 NeKapCTBEHHbLIX MpenapaTtoB ANsi BeTepMHapHOro MNpUMEHeHUst B COOTBETCTBUM C
TpeboBaHusiMM HacTosLWwmx MNpasun.

II. MTPON3BOACTBO NEKAPCTBEHHbLIX CPEACTB A4 BETEPUHAPHOIO
NMPUMEHEHUA, COOEPXKALLMX NEHNUNNTNHBI

4. (7) Vcnonb3oBaHve NEHULWNNMHOB B BETEpUHapUM He MpeacTaBnsieT TaKoro pucka C TOYKU 3peHus
rMNepceHcUbUnNmn3aUnm XMBOTHBIX, KaKk B Crydae WX WUCMONb30BaHUS YeroBEeKOM. 3aperncTpupoBaHHble cryyau
rMnepceHcMbunmsaumm y nowanen n cobak 6binm obycroBneHbl ApYrMMyM TOKCUYHBIMW BeLLecTBaMmu (Hanpumep,
MOHOOPHBIMU aHTUGMOTUKAMK AN noluafeit). Takue nekapcTBeHHble MnpenapaTbl pekoMeHAyeTcs Npou3BoanTb
B creuvarnbHo npegHasHayYeHHbIX U30MMPOBaHHbIX MOMELLEHMSX, 38 UCKMIYEHUEM CllydYaeB, Korga nomeLleHus
npenHasHaveHbl TOMNbKO ANs NPOV3BOACTBA NEKapCTBEHHbIX CPEACTB AN BeTepuHapHoOro npumeHeHus. B niobom
crnyyae npousBoauTenb [OOMKEH MNPUHATL Bce HeobxoOuMble Mepbl MO NPEeAoTBPAaLLEHUID NepeKpecTHOW
KOHTamMuHaUuM 1 obecnedyeHnio 6e30NacHOCTM NepcoHana B COOTBETCTBUM C TpeboBaHUAMU HacToAWMX MMpasun.
Mpn ncnonb3oBaHMM OBLLMX MOMELLEHWUIA NPOU3BOACTBO MPOAYKLUMM, codep)Kalle NEeHUUUMMUHBI, OOIMKHO GbiTb
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OpraHn3oBaHO Mo npuHUMNam pasgerieHHbIX BO BPEMEHU LMKIMNOB Mpou3BOoACTBaA M OOJDKHO COMpPOBOXAATbCA
cooTBeTCTBYHOLLMMN BannanpoBaHHbIMXA METOANKAMUN OEKOHTaAMUHAUNN U OHNUCTKN.

. XPAHEHWE OBPA3LIOB

KoHcynbTaHTlIntoc: npumevanune.
Mo Bonpocy, kacarolwemMycs nopsiaka XpaHeHus nekapcTBeHHbIX CPeACTB ANs BETEPMHAPHOIO NPUMEHEHUs,
cm. Takke lNpukas MuHcenbxosa Poccum ot 15.04.2015 N 145.

5. (8) B cBs3n ¢ 6onbwmnMy 06 beMamMmn OKOHYaTeNbHbIX YNAakOBOK HEKOTOPLIX IeKapCTBEHHbIX CPeAcTB Ans
BETEPUHAPHOIO NPMMEHeHNs (B YacTHOCTW, Ao6aBOK), AonycKaeTCcs XpaHuTb obpasubl KaXaon cepumn NpoayKuum
He B WX OKOHYaTenbHOM ynakoBke. OgHako npousBoAuTENb AOMMKeH obecneuntb XpaHeHue [OoCTaTOYHOro
KONM4YecTBa apxMBHbIX 0Opa3L0B KaXaou cepymn NpoayKumnm B COOTBETCTBMM C TpeboBaHMAMM HacToswmx [MNpasun.

6. (9) B nobom cnyyae ynakoska Ans XpaHeHMs apXvMBHbIX 06pa3sLoB A0MmKHa ObiTb NPoOM3BeAEeHa N3 TOMO Xe
mMaTepuana, 4To U nepBuYHas ynakoBKka, B KOTOPOW 3TOT NPOAYKT peanun3yeTcs Ha pbiHKe.

IV. CTEPUJIbHBLIE IEKAPCTBEHHbBIE CPEACTBA
AnA BETEPUHAPHOIO NMPUMEHEHWA

7. (10) B cnyyasix, npegyCcMOTPEHHbIX HOPMAaTMBHLIMW MpPaBOBbIMW akTamu Poccunckon depepaumm,
nekapcTBeHHble cpeacTBa Afs BETEPUHAPHOrO MPUMEHEHUs, nognexawme (OUHULIHON CTepunusauun, Moryt
NpPOn3BOAUTLCS B YMCTbIX 30HaX Oonee HU3KOro Kracca Mo CPpaBHEHUIO C TEM, Kak 3To onpeaeneHo B [NpunoxexHun
N 1 k HacTosiwmm lMpaBunam, Ho He Huxe knacca D.

Mpunoxexne N 5
k MNpaBvnam Hagnexatwuemn
NMPOW3BOACTBEHHOW NPAaKTUKK

OCOBEHHOCTHU
NMPON3BOACTBA MMMYHOBNONOIMYECKNX JIEKAPCTBEHHbLIX CPEOCTB
AnA BETEPUHAPHOIO NMPUMEHEHUA

[. AIPNHLAIM

1. MNMpon3BoACTBO MMMYHOBMONOTMYECKMX NEKapCTBEHHbIX CPEACTB AN BETEPUHAPHOro NpUMEHeHns nveet
0COBEHHOCTU, KOTOpble HeOBXoaANMO Yy4UTbIBaTb NPU BHEAPEHUM U OLeHKe 3ahdeKkTMBHOCTU dhapMaLeBTUYECKON
CUCTEeMbI Ka4ecTBa.

2. N3-3a 6onbLIoro konuyecTsa BUOOB XMBOTHbLIX U COMYTCTBYHOLLMX MNATOr€HHbIX MUKPOOPraHN3MOB CreKTp
NPOVM3BOAUMON MPOAYKLUUN MOXKET ObiTb O4eHb LUMPOKMM Npu Hebornblwom ob6beme nponssoacTsa. [1pon3BoacTsBo
00bIYHO OpraHu3yeTcs Mo MPWHUMMY OTAemNbHbIX UMKNOB. BBMAy ocobeHHocTew Takoro mpousBoacTBa (ctaguu
KyNbTMBMPOBAHUSA, OTCYTCTBUE (DUHMLLIHOW CTepUnM3aumn, nHble 0CobeHHOCTU) Heobxoauma TwartenbHas 3awmTa
NPOAYKLUUWN OT KOHTaMWHaLUW N NepeKpecTHOW KoHTamuHauun. MNMponsBoAcTBEHHAs OKpyxXaiowas cpeda AorkHa
3aWwmwaTbCs, OCOOEHHO MpW  MWCMOMb30BaHWM MNAaTOreHHbIX WIN  3K30TUYECKMX MUKpoopraHusmoB. [pu
NCMNOMb30BaHNM MUKPOOPraHW3MOB, MaTOreHHbIX AMs 4YenoBeka, OCOGEHHO TuaTenbHO HeobxoaMMOo 3almwaTtb
nepcoHarn.

3. C yyeToM ykKasaHHbIX aAKTOpPOB, a Takke BapuvabenbHOCTU CBOWCTB UMMYHOBMONOrMYeCcKux
NeKapCTBEHHbIX MpenapaTtoB U OTHOCUTENBHO HU3KOM 3PEEKTUBHOCTM MPOBOAMMbBIX MCMbITAHUMA ANA NOMyYeHus
OOCTaToOYHOW MHGOPMaUMM O NPOoAYKUMKU (B YACTHOCTU, NMPU KOHTPOME KavyecTBa rOTOBOW MPOAYyKUUKM), OCOGEHHO
BaXKHOe 3HavyeHne umeeT (papmaueBTMyecKkas cMcTemMa kadyecTsa.

[l. MEPCOHAN
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4. (1) Bce paboTHukM (BkntoYas nepcoHan, 3aHMMaloWMNCA OYUCTKON U OBCRyXMBAHMEM MNOMELLEHUA U
obopynoBaHus), paboTtarolime B 30HaX NPOM3BOACTBA UMMYHOBMOMNMOrMYECKOM MPOAYKUUU, LOMKHbI MPOWTK
obyyeHne nNo NMYHOWM rMrmeHe n MukpobuonorMmn u OonoNHUTENLHOE obyveHne B COOTBETCTBUM CO Crneundukon
NpoV3BOAUMOM NPOAYKLUN.

5. (2) Jluua, oTBETCTBEHHBIE 33 NPON3BOACTBO U KOHTPOMb KayecTBa, B COOTBETCTBMMN C BbINOSTHAEMbIMU MU
hYyHKLUMAMN OOMKHBI MUMETb MOArOTOBKY MO TakUM NpeaMeTam, Kak: 6aktepuonorus, buonorud, buomeTpus, Xumus,
UMMYHOIOIMS, MeguuunHa, napasutonorud, dapmauns, hapMakonoris, BUPYCONoOrMsi 1 BeTepuHapusl, a Takke
obrnagate HEOOXOAMMBIMW 3HAHWSIMM MO OXPaHe OKpyXatoLwen cpeabl.

6. (3) MNMepcoHan gomkeH ObITh 3aLUMLLEH OT BO3MOXHOMO 3apaXXeHWsi MUKPOOPraHn3Mamu, UCnonb3yembiMuy
B npousBoacTee. [1py MCNonb30BaHMM MUKPOOPraHU3MOB, SIBNAOLWMUXCA Bo3byautensmu GonesHenm yenoseka,
HeobxoAMMO NpYHMMaTbL 0COoBble Mepbl MO 3awWmTe nepcoHana, paboTalLero ¢ STUMU MUKPOOPraHM3Mamu Unu
3KCMEepPUMEHTanNbHbIMU XUBOTHBIMU.

7. B cnyyae HeobGXoAMMOCTM nepcoHan AOoMmKeH ObiTb BakUWMHMPOBaH. PaboTHMKM OOMXKHbI MPOXOAUTb
MeaunumHckoe obcrnegoBaHme.

8. (4) Heobxoammo npuHMMaTh COOTBETCTBYIOLUME MEpPbI NPOTUB NMEpPeHOoca MUKPOOPraHM3MOB MAbMU 3a
npeaensl NPOM3BOACTBEHHOM 30HbI. B 3aBMCMMOCTM OT BUAA MMKPOOPraHM3MOB K TakMM Mepam MOryT OTHOCUTLCS
norHoe nepeoaeBaHne 1 0ba3aTenbHoe NPUHATUE Ayla nepen BbIXO4O0M U3 NPON3BOACTBEHHON 30HbI.

9. (5) lNpu npousBoacTBE MMMYHOOMOMOrMYECKOM NPOAYKUMM OCODYHO OMacHOCTb MpeacTaBrsieT pPUCK
KOHTaMMHauum W  NEepekpecTHOM KOHTaMUHaUMK, Bbl3blBaeMOW nepcoHanom. [Ona  npefoTBpalleHus
KOHTaMuMHauuW, Bbi3bIBAEMOW MEPCOHANoM, NepcoHan OOJPKEH BbINOMHATL psg Mep M nNpoueayp, BKIIOYaloWmxX B
cebs ncnonb3oBaHMe 3alUTHON OAEXAbl Ha PA3NNYHbIX CTagusaX TEXHOIOMMYECKOro npouecca.

10. [Ina npegoTBpalleHns NepekpecTHOM KOHTaMUHaL MM NepcoHan AOMKEH NepeMeLlaTbCa M3 OOHOW 30HbI
B APYryto ¢ cobniogeHnem npaBus, UCKMIOYaKLWNX PUCK KOHTaMUHaLMW. DTN npaBuna SOMKHbI ObITb N3MOXEHbI B
WHCTpyKuMn. B TeyeHne pabovero BpeMeHM MEpPCOoHan He [OIDKEH MEepPexoauTb W3 30H, Fae BO3MOXHa
KOHTaMMHaLMS XMBbIMU MUKPOOPraHM3mMamMm Unm COAEPXKaTCsA XMBOTHbIE, B MOMELLEHWS, rae paboTatoT ¢ gpyrumm
NPOAYKTaMn Unn MmMkpoopraHmamamu. Ecnm takmx nepemerteHun m3bexaTb HEBO3MOXHO, NEPCOHAs, 3aHATbIN B
Takom MNpOM3BOACTBE, AOIMKEH CnegoBaTb YETKO YCTAHOBMEHHbIM METOAUKAM AEKOHTaMUHauuu, B TOM 4ucne
BbIMOMHATL CMEHY ofexabl, 00yBM, 1 MO Mepe HeoBXOANMOCTU NPUHUMATL OyLU.

11. B uensx npumeHeHunst HacTosiero MNMpunoXxeHus cYMTaeTcsl, YTO NepcoHan He CTankMBaeTCs C PUCKOM
KOHTaMuMHauum npu BXOAEe B MW3ONMPOBAHHYK 30HY, FAE KynbTypbl HaxXoOATCS B TEPMETUYECKU 3aKpbITbIX
KOHTelHepax, MOBEPXHOCTb KOTOPbLIX MpOLUna AEKOHTaMUHALMIO, eCrnv B 3TOW 30He B TeyeHue nocrnegHux 12
YacoB He Benucb paboTbl C OTKPbITBIMW MWUKPOOPraHM3Mamu (3a WUCKIHYEeHMEM paboTbl C 3K30TUYECKMMM
MUKpOOpraHuamamm).

[ll. MTOMELWEHWA

12. (6) Mpn NpoekTMpoBaHMN MOMELLEHWUA AOMKHa ObiTb NpeaycMoTpeHa 3aluta Kak npogykuuu, Tak u
NPOu3BOACTBEHHOW cpedbl. OTO MOXeT OblTb AOCTUrHYTO 3a CYET MCMONb30BaHUS W30MMPOBAHHBLIX, YUCTbIX,
YNCTbIX N3OMNMPOBAHHBIX UM KOHTPOMNMPYEMbIX 30H.

13. (7) Onepaumu ¢ X1MBbIMU MUKPOOPraHU3Mamn AOMKHbI NPOBOAUTLCH B M30NMPOBaHHbIX 30HaX. YPOBEHb
N30MAUUN OOMKEH 3aBUCETb OT MATOFEHHOCTUM MUKPOOPraHM3MOB M OT TOTO, BbINM NN OHM KNnaccudULMpPOBaHbl Kak
3K30TUYECKME.

14. (8) Onepaumn C MHaKTUBMPOBAHHLIMWU MWKPOOPraHM3Mamu AOfKHbI MPOBOAUTBECS B UYUCTbIX 30HaX.
YucTble 30HbI HEOBXOOMMO TaKke UCMONb30oBaTb Npu paboTe ¢ HEMHMPUUUPOBAHHLIMU KNETKaMu, BblAENEHHbIMU
M3 MHOFOKMETOYHbIX OpraHmsMOB, W B HEKOTOpbIX Ccryyasx npu pabote co cpedamu, Mpowenwumm
CTEPUNUIYIOLLYIO OUIbTpaLMIO.

15. (9) OnepaumMm C OTKPbITBIMM MPOOYKTAMW WIIU KOMMOHEHTaMW MNEPBUYHOW YMaKOBKW, KOTOPble He
nognexaT JanbHewuwewn cTepunu3auuv, OOIDKHbl MPOBOAMTBCS B OOkce (YCTaHOBKE) C OAHOHamnpaBMeHHbIM
(namuHapHbIM) NOTOKOM BO3A4yXa Kracca A, HaxogsLiemcs B 30He knacca B.

16. (10) Ecnm npou3BoACTBO WUMMYHOBMOMOrMYECKUX NEKapCTBEHHbIX CPeacTB Ans BeTepuMHapHOro
NPUMEHEHUS HaAXO4MTCA B TOM Xe 34aHuu, TO Apyrve onepaumy C XUBbIMA MWUKPOOPraHM3Mamu (B 4YacTHOCTH,
KOHTPONb KayecTBa, WCCRefoBaHWs W AMarHoctuka) AOMKHbl BbIMOMHATECH B OTAENbHbIX U30MMPOBaHHbIX
nometleHusax. CTeneHb M30NSALMU 3aBUCUT OT MNATOFEHHOCTW LAHHOro BMAA MUKPOOPraHU3MOB M OT TOro, Obin nun
OH KnaccuduuupoBaH Kak 9K30TUYeCKUid. [pu BbINOMHEHUUM [UMarHOCTUYECKUX Onepauun cyulecTByeT puck
BHECEHUSI BbICOKOMATOreHHbIX MuKpoopraHuamoB. CTeneHb wu3oNaUMM  OOMKHa COOTBETCTBOBaTb BCEM
BbILLEMNEPEYUCIIEHHBIM pUCKaM. M30msaunst MoXeT noTpeboBaTbCA TakkKe B Cryyasx, Korga KOHTPOSb KadecTBa U
Apyrve onepauuv NpoBoAATCS B 34aHUSIX, PACMONOXEHHbIX BONN3M NPOM3BOACTBEHHbIX 34aHUNA.
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17. (11) VsonupoBaHHble NOMELLEHUs AOIMKHbI OblTb Nnerko AesvHUUMPYeMbIMW U OOSMKHbI OTBEYaTb
cneaywowmnm TpeboBaHUAM:

a) (a) oTcyTCTBME NPAMOrO BbIXOA4A BEHTUNUPYEMOro BO34yXa HapyxXy;

©) (b) Hannune BeHTUNALMN ¢ 0BecneyeHnem oTpuLaTenbHOro nepenaga AaeneHus (paspexeHus). Bosayx
OOIMKEH yaanaTbca Yepes punbTpbl BbICOKOI(MEKTUBHOM OYMCTKM Bo3adyxa oT yacTtuy (ganee - HEPA-punbTpbl).
Peuunpkynaumnsa sosgyxa He [AOMycKaeTCs, 3a UCKNIYEHUEM CNyyaeB peLupKynsuun B TOW Xe caMOW 30He Mnpu
YCIOBUN [OMNONHUTENBbHON ouncTkn Bo3gyxa HEPA-dunbtpamm (06bIMHO 3TO YCnoBME BbIMOSHSETCS MpU
NPOXOXOEHNN peLunpKynupyoLero Bosayxa yepes nputodHole HEPA-UnbTpbl, KOTOPbIE UCNONBL3YITCA AN 3TOW
30Hbl). lMocTynneHve Bo3gyxa w3 OOHOM 30HbI B APYryt0 AOMyCKaeTcs B TOM Clyvae, ecriM BbITSHXKHOM BO3AYyX
npoxoauT 4epes ABa nocnegoBatenbHO ycTaHoBNeHHblx HEPA-cdunbTpa. Npu 3TOM npousBoauTenb AOMKEH
OCYLLECTBNATb HEMPEPbIBHbLIN KOHTPOIb LIENTIOCTHOCTM NepBoro unbTpa u npegycMoTpeTb cpeactsa 6esonacHoro
yAaneHus BbITSXKHOro BO3ayxa B Cliydae NnoBpexaeHus 3Toro punstpa;

B) (C) BO34yX, BbIXOASLLMN U3 NPOU3BOACTBEHHBLIX 30H, B KOTOPbIX NPOBOAUTCHA paboTa € 3K30TMYECKUMMU
MUKpPOOpraHn3mMamu, AODKEH MPOXOAMTb Yepe3 ABa nocregoBaTenbHO ycTaHoBneHwHbix HEPA-cwnbTtpa. MNpu
3TOM pPeumpKynauus Bo3gyxa Mexay npon3sogcTBEHHbIMU 30HaMU He AONYCKaeTCs;

r) (d) Hann4ume cnctembl cbopa u Ae3nHEKLMN XKNOKNX OTXOA0B, BKMOYAs KOHTAMUHUPOBAHHbLIA KOHAEHCaT
u3 crepunusaTopoB, 6uopeakTopoB. TBepable OTX0Abl, B TOM 4uCre Tpynbl XMBOTHbIX, HeOOXOAMMO
Oe3nHduumpoBaTtb, cTepunu3oBaTb WM cxuratb. KoHTamMuMHUpoBaHHble GUNBTPbBI HEOOXoAMMO yaansaTb
6e3onacHbIM cnocobowm;

4) (e) komHaTbl 4na NepeofeBaHnst AOMKHbI MPOEKTMPOBATHLCS M UCMONb30BaTbCA Kak BO3AYLUHbIE LUMO3bl U
ObITb 060pYyAOBaHbl, NP HEOOXOOUMOCTH, YMbIBanbHUKaMN 1 aylieBbiMU kabuHamu. Cxema nepenaga gaBrneHus
BO34yxa AOIPKHA NpedoTBpalLaTth ABWKEHNE BO3dyXa Mexay NPOn3BOACTBEHHOM 30HOM M OKpyXatoLlen cpeaon, a
TaKkKe PUCK KOHTaMUHaUMK ogexabl, UCNOMNb3yeMOoV BHE NPOU3BOACTBEHHON 30HbI;

e) (f) ans nepemelweHnss obopyaoBaHus HeobxoouMMO MpegycMOTPeTb CUCTEMY BO3OYLUHbIX LUMHO30B,
KOHCTPYKUMS KOTOPOW AOIMKHa npeaoTBpawatb ABMKEHWE KOHTaMWHUPOBAHHOIO Bo3dyxa paboyen 30HbI BO
BHELLHIO Cpedy W PUCK KOHTaMuHauuu o0bopygoBaHus BHYTpW wnio3a. Pasmep wmn3a JomkeH no3BonATb
NpoBOAUTL IMMPEKTUBHYIO AEKOHTaMUHALMIO MOBEPXHOCTW nepeMellaeMblx maTepuanoB. PekomeHgyetcs
yCTaHaBnMBaTb Ha [ABepu LUno3a TanMep, No3BONSAOLWNA KOHTPONMPOBaTbL BpeMsi, 4OCTaTOMHOe ANnS NpoBeaeHus
3 PEKTUBHOM AEKOHTaMMHALNN;

X) (g) BO MHOrMx cnydasx gns ©6e3onacHoro yganeHus OTXOAOB WM Mogayvv CTepWnbHbIX NPeaMeTOB
Heob6Xx04MMO MCMNOMb30BaTh NPOXOAHOW aBTOKMNAB C ABYMS ABEPSAMU.

18. (12) TllepepaToyHble WMO3bl W KOMHATbl AN NepeojeBaHus OOMKHbl ObiTb  00OpyAoOBaHbI
GNOKMpYOLMMK NN OPYTUMWN NOAXOAALLMMN YCTPOWCTBAMU, NPENATCTBYIOWMMU OAHOBPEMEHHOMY OTKPbIBAHUIO
b6onee yem ogHow ABepu. B koMHaTbl AN nepeogeBaHus Heobxooumo nogaBaTb OT(MUNLTPOBaHHbLIN BO3OYyX TOW
e CTeneHn OYMCTKW, YTO 1 ANs NPON3BOACTBEHHbIX 30H. OHM AO0MKHbI BbITb 060pYAOBaHbI CUCTEMaMKM yaaneHus
BO3gyxa, obecneumBaloWyMy BO30yXO0OMEH, HE3aBMCHMMbIN OT MPOM3BOACTBEHHbIX 30H. epedaToyHble L3kl
OOIMKHbI, Kak NpaBuIo, BEHTUNNPOBATLCHA TakMM Xe 06pa3oM, OAHAKO AOMYCKaeTCs MPUMEHSITb HEBEHTUNNPYEMbIE
LUMTHO3bl MK WIo3bl, 060pyA0BaHHbIE TONBKO MPUTOYHBIMU CUCTEMAMU.

19. (13) CTagmm TEXHONOrMYEeCKOoro npouecca, Npu KOTOPbIX MOXET MPOU3ONTU KOHTaMuHaUuUsA NpoAyKuun
(Hanpumep, XxpaHeHue KIeToK, MNPUroToBNEeHWe cpepn, KynbTUBMPOBAHWE BUPYCOB), AOMKHbl BbIMNOMHATLCA B
oTgenbHbIX 30Hax. Ocobas NpegoCTOPOXHOCTL TpebyeTcsa npu paboTe C XMBOTHLIMU U NMPOAYKTAMMU XKMBOTHOMO
NPOUCXOXAEHUS.

20. (14) Onepaumm € MUKpOOpraHu3mMamu, nNPOSABASIOLMMU BbICOKYIO YCTOMYMBOCTb K Ae3uvHdeKunn
(Hanpumep, cnopoobpasyowmne bakrepun), 40 UX MHAKTUBALMKN OOIMKHBLI BLINOMHATECA B M30NIMPOBAHHLIX 30HaX,
cneumanbHO NpeaHa3HaYeHHbIX 4N9 NPoBeaeHNs TakuxX onepauui.

21. (15) B npon3BOACTBEHHON 30HE AONyCKaeTCs OAHOBPEMEHHO NPOBOAUTbL paboTbl C MUKPOOPraHM3mMamm
TONbKO OAHOMO BUAA, 38 UCKIMIOYEHVEM NPOLIECCOB CMELLMBaHUA 1 nocneayoLen acosku.

22. (16) TlMpoussoguTenb [OMMKEH MNPOEKTMpPOBaTb MNPOM3BOACTBEHHbIE 30HbI Takum ob6pasom, 4TOObI
npegycMoTpeTb BO3MOXHOCTb MPOBEeAeHUs Ae3nHeKkunM Mpou3BOACTBEHHbIX 30H B MNPOMEXYTKax Mexay
NPOU3BOACTBEHHBIMU LIMKINaMy C UCMOSb30BaHNEM BanuanpoBaHHbIX METOAOB.

23. (17) OdonyckaeTcs Nnpon3BOACTBO MUKPOOPraHU3MOB B KOHTPONUPYEMbIX 30HaX Mpu YCMOBWUW, YTO OHO
OCYLLECTBMNAETCA B MOMHOCTbI 3aKPbITOM M TEPMUYECKM CTepunmu3yemom obopyaoBaHUKM, a BCe COEeAMHEHWUS
nocne 3aBepLueHns paboThl U Nepen pa3bopKoi Takke NoABEPravTcs TEPMUYECKON cTepunuaaummn. [JonyckaeTcs
BbINONHEHNE COEeAMHEHUN MOA FNOoKanbHbIM FlaMWHapPHbLIM MOTOKOM BO34yxa Mpu YCAOBUWU, YTO WX KONMYECTBO
OrpaHUYeHo, UCNONb3YITCA COOTBETCTBYHOLUME acenTUyeckme MeTodbl W OTCYTCTBYET OMacHOCTb YTEYKMW.
MapameTpbl npouecca cTepunu3aumu, WCMNOMb3yemoro nepesn pasbopKoW COeAMHEHWA, [OOMKHbI  MPOWTK
Banugaumio s BceX UCMONb3yeMbIX MUKPOOPraHn3MoB. B npegenax ogHoOW 30HbI pa3Hble NPOAYKTbl MOTyT ObiTh
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3arpyxeHbl B pasHble OMOpeakTopbl TOMBKO MpU OTCYTCTBUM pUCKa CRy4arHOM MEpPEeKPecTHOW KOHTaMUHauuw.
OpHako paboTa C MUKpOOpraHmamamu, K KOTOpPbIM MpeabsaABAsioTCs ocobble TpeboBaHWs M30MALMM, AOMKHA
BbINONMHATLCS TONBKO B 30HAX, CNeLnansHO BblAeMNeHHbIX AMst TakoW NPOaYKLMM.

24. (18) B nomelleHusax Ona COAEPXKaHUS XKMBOTHbIX, MpedHa3Ha4yeHHbIX AfS WUCNOoNb30BaHWs (Mnu
NCNoONb3yeMbIX) B MPOU3BOACTBE, HEOOXOOMMO MOAAEPXKMBATL PEXMM M30NMPOBAHHOMW M (MNN) YMCTOM 3OHbI.
Takvne noMeLeHnsa OOMKHbI ObITb OTAENEHbI OT NOMELLEHUA AN COAEPXKaHUSA OPYrUX XXMBOTHbIX. lNomMelweHns, rae
COAEpXaTCsl XUBOTHbIE, UCMOSb3yeMble OJI1 KOHTPONS KavecTBa MNpoaykumm (B TOM 4ucre C NpUMEHEHUEM
NaToOreHHbIX MUKPOOPraHN3MOB), AOMKHbI ObITb COOTBETCTBYHOLLMM 00pa3oM M30SIMPOBaHbI.

25. (19) JocTtyn B NpOM3BOACTBEHHbIE 30HbI MOTYT UMETb TOMBLKO PabOTHUKN, MMEIOLLIME HA 3TO paspeLleHne.
HeobxoaumMo MMEeTb SICHYK M KpaTKytd WMHCTPYKLMIO MO PeXumy AOoCTyna B NPOU3BOACTBEHHbLIE 30HbI, KOTOPYH
peKOMeHAyeTCH BbIBECUTb Ha CTEHE.

26. (20) JokymeHTauus, cogepxallas AaHHble O MPOU3BOACTBEHHbLIX NOMELLEHUSIX, AOIMKHA BbiTb 4OCTYNHOM
B COCTaBe OCHOBHOIO A40Cbe NPOU3BOACTBEHHOWN MOLLAAKM.

27. JomkHa ObITb 0becneyeHa COOTBETCTBYIOLLAA AeTann3aums Npu onMcaHum Npon3BOACTBEHHbIX Y4aCTKOB
W 30aHUA (NyTeM BKMOYEHUSA MMaHOB MOMELLEHUN U UX IKCMIMKaUUKM), Ha3HAYeHUs U yCroBUA MNCMONb30BaHWS
BCEX MOMELLEHWN, a Takke BUOOB OMONMOrMYecknx areHToB, C KOTOpbIMU NpoBoAUTCS paboTta. [omkHbl BbiTb YeTKO
0003HauveHbl Takke HanpaBneHus OBWXEHWUSsI NMepcoHana v npoaykuuu. Heobxoammo ykasaTb BUAObl XUBOTHbIX,
coAepXalmxcs B BMBApUSX UMW APYrnx MOMELLEHUsIX MPOM3BOACTBEHHOM MroWaaku, a Takke Buabl pabor,
BbINOSIHAEMbIX BOMNM3M NPOM3BOACTBEHHOMO y4acTKa.

28. TnaHbl M30NMPOBaHHBIX U (MNN) YUCTbIX MOMELLEHMA U 30H OOJPKHbI COAEpXaTb OMUCAHWE CXEMb
BEHTUIAUMM C YKa3aHMEM MECT MPUTOKA W BbITSXKKM BO34yxa, MUCMonb3yembiX UbLTPOB M UX crieumdukaumi,
KpaTHOCTEeNn BO34yxooOMeHa M nepenagoB faBreHud. HeobGxoammo ykasaTb, MEXAY Kakumu mnomeLleHUsiMu
npeaycMOTPEH MOHUTOPWHI Nepenaga AaBrneHus C NOMOLLbIO MaHOMETPOB.

IV. OBOPYJOBAHWE

29. (21) Ncnonb3yemoe obopynoBaHMe OOMKHO OblTb CKOHCTPYMPOBAHO U CMOHTMPOBAHO TakMM 06pasom,
4YTOObI COOTBETCTBOBATL TPEOOBaHMAM ANS KaX40ro BUAa NPOAYKLUN.

30. Mepen BBOOOM 060PYOOBAHWS B 3KCMyaTaUMl OHO OOSPKHO MPOWTM KBanMduKauulo U Banvgauuto, a
3aTeM MPOXOANUTb PErynspHOe TEXHNYECKOe 0BCNy>XMBaHNE M NOBTOPHYIO BanvaaLmio.

31. (22) OG6opymoBaHMe [OMKHO obecneyvBaTtb  YOOBMETBOPUTENBHYIO  MEPBUYHYIO  U30MALUIO
Guonormndeckux areHToB. KOHCTPYKUMA 1 MOHTax obopyaoBaHMS AOMKHbI NpyM HeOOXoAMMOCTU obecneunBaTb ero
Nerky 1 apekTUBHYIO AeKOHTaMUHaLUMIo U (M) cTepunusauuio.

32. (23) KOHCTpyKLMA M MOHTaX 3aKkpbITOro obGOpydOBaHWs, MCMNOMb3YEMOro AN MEPBUYHOM M30Msuun
Buonormdyeckux areHToB, [OOSPKHbI MpedycMmaTpuBaTb nNpegoTBpalleHve yTeyek, obpasoBaHusd kanenb U
aspo3sonen.

33. BBoagbl 1 BbIBOAbI ra3oB AOMMKHbI ObiTh 3alulieHbl TakuM obpa3om, 4ToObl obecneymBaTb HYXKHYHO
CTeneHb M30MAUUKN, HaNnpMMep, NyTeM UCNONb30BaHWSA CTEPUNUIYHOLLUX rMapodobHbIX MUNbLTPOB.

34. Ona nogauu unu yganeHus matepuanoB HeobXxoOumo MCNoMb3oBaTb CTEPUNU3YEMYIO 3aKpbITYIO
cucTemy nMbo COOTBETCTBYHOLLME YCIOBUSI TaMMHAPHOIO NoToka Bo3ayxa.

35. (24) Tlpu HeobxoguMmMocTu nepeq wWcnonb3oBaHMeM o6opydoBaHVME [OMMKHO CTepuUnM3oBaTbCs
NpegnoyTUTENBHO CYXMM Mapom nog AaereHneM. [pyrve meToAbl NMPMMEHUMbI B TOM Criyyae, ecrnv CBOWCTBaA
obopyaoBaHUst He [OMyCcKalT ero crtepunusauuio napoM. BaxkHo He nponyctutb npu obpaboTke Takue BUAbI
obopynoBaHus, Kak LeHTpudyrm u BogsHbie 6aHm.

36. OGopynoBaHue, WCMONb3yeMoe ANs OYUCTKW, pasfderneHnss WM KOHUEHTPUPOBAaHUA, OOIMKHO, Kak
MUHMMYM, CTEPUMM30BaTBCS MW Ae3NHPULMPOBATLCS NPU Nepexoae OT UCMONb30BaHUSA OAHOMO BMAA NPoAyKTa K
apyromy. Heobxogumo uccrnegoBaTb BRMSIHME METOOOB CTepunusaumm Ha 3PdEKTUBHOCTb M BanngauMOHHbIN
cTaTyc obopyaoBaHus C Lenbio onpegeneHns cpoka ero akcnmnyarauuu.

37. Bce MeTOAbl CTEPUIM3ALMUN OOIDKHbI ObITb BanuaMpoBaHbl.

38. (25) KoHcTpykumsi 0OOpyAOBaHUSA [OJDKHA WCKIKYaTh BO3MOXHOCTb MEpenyTbiBaHMs pPasfinyHbIX
OpraHM3moB UNM NPoaykToB. TpybonpoBoAbl, knanaHbl U UNbTPbI JOJMKHBI MAPKMPOBaTLCA B COOTBETCTBUM C UX
HasHa4YeHneM.

39. 1N KOHTENHEPOB C MHPUUMPOBAHHBIMU N HEMHULNPOBAHHBIMM MaTepuanamMm, a Takke, Kak npaBuno,
ONsl PasfnUYHbIX OPraHM3MOB UNN KNETOK HeobXoouMOo UCMonb3oBaThb OTAerNbHble UMHKYyOaTopbl. CoaepxaHue B
OfHOM WHKybaTope Goniee oOHOro TUNa OPraHM3MOB MIU TUMA KMETOK OOMYCKAeTCsa TOMbKO B Crydae MpUHSTUS
HeobXxo4MMbIX Mep MO repmeTu3aunm, NOBEPXHOCTHOW AEKOHTaMUHALUUM U pasdeneHunio KoHTelHepoB. Cocyabl ©
KynbTypamu 1 NpOYUM COAEPXKMMbIM AOIMKHbI BbITb NPOMapKNMpOBaHbl MHAMBKUAYaNbHO. OuncTka n gesnHdekums
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3TUX COCYA0B U MHKYGATOPOB MOryT BbiTb 3aTpyAHEHbl U TpeboBaTb 0CO60ro BHUMaHUA.

40. KoHCTpyKUMSa 1 NopsaoK akcnnyaTaumm obopyaoBaHUs, MCMONb3yemMoro Ansa XpaHeHust Gruonornyeckux
areHToB Ny NPOAYKTOB, AOIMKHbI UCKMOYaTh N060oe BO3MOXHOE NepenyThiBaHWe.

41. Bce xpaHswmecs obpasubl OOMKHbI MUMETb YETKYHD W OAHO3HAYHYI MapKUPOBKY W HaxoAUTbCA B
KOHTerHepax, 3alULLEHHbIX OT YyTeYkW. 3anacbl NOCEBHbIX KyNbTyp KIETOK Y OPraHM3MOB AOIDKHbI XPaHUTBLCS B
cneumanbHO NpeaHa3HaYeHHoOM 06opyaoBaHMK.

42. (26) HekoTtopble Buabl obopygoBaHus (Hanpumep, obopynoBaHue, Tpebytolee KOHTPONS TeMnepaTypbl)
OOMKHbI ObITb OCHALLEHbl PErMCTPUPYIOLLMMUK YCTPOWCTBaMM M (MNK) cuctemamm curHanmsaumn. Bo msbexaHue
0TKa30B Takoro obopyaoBaHus NPOM3BOAUTENb OOJDKEH COBMECTHO C aHanM3oM TEHAEHUWUA B PErMcTpupyembix
OaHHbIX OpraHM3oBaTb CMCTEMY NPOUNAKTUYECKOrO OBCTY>KMBaHUS.

43. (27) 3arpyska nMOUNBbHBLIX CYLUUMbHBLIX YCTAHOBOK [OMMKHA MPOMCXOAUTb B 4MCTOM M (Mnn)
nsonuposaHHon 3oHe. Onepaunmn No pasrpyske NMOUIbHON CYLUUIBHOW YCTAHOBKM NMPUBOAAT K 3arpsi3HEHUIo
oKpyxatoLlen cpeabl. B ¢BA3M ¢ aTUM Npu MCNOMb30BaHUN NMOGUIbHBIX CYLLUMABbHBIX YCTAHOBOK, OTKPbIBAIOLLMXCS
C OOHOW CTOPOHbI, YNCTOE MOMELLEHNE OOMKHO MPOWTM AEKOHTaMUHALUMIO 0 NepeMELLEHNst B 3Ty 30HY Opyrom
cepunm npoayKumn, 3a WCKIIOYEHMEM CEpUMN C OOWHAKOBbIMU oOpraHu3aMamu. [BYCTOPOHHME nMNOUbHbIE
CYLUMIMbHbIE YCTAHOBKM OOJPKHbI CTEPUNU30BATLCSA MOCME KaXAOro LMKMa npovM3BOACTBA, €CMU TOMbKO OHWU He
OTKPbIBAKOTCHA B YUCTYHO 30HY.

44. Ctepunusaums NTMOMUIBHBIX CYLLUIIbHBIX YCTAHOBOK AOIPKHA NPOBOAUTLCA B COOTBETCTBUM C MYHKTaMM
35 - 37 HacToswero lNpunoxeHus. B cnyyae opraHusaumm paboT No NpUMHLUMMNY OTAENbHBIX LIMKIOB Npon3BoacTBa
nx Heob6X0OUMO CTEPUIM30BaTh, MO KpaHewn Mepe, Nocre KaXxaoro uukna.

V. )KMBOTHbIE N BUBAPUA

45. (28) O6wwne TpeboBaHUA K COOEPXKaHWIO >KUBOTHbIX, MOMELUEHUAM AONS HUX, yXoOy W KapaHTUHY
np1BeAeHbl B COOTBETCTBYHIOLLMX HOPMATMBHBIX NPaBoBbIX akTax Poccuickon ®eaepaunn.

46. (29) BuBapun OOMmMKHbI ObITb M30NMPOBAHbLI OT APYINX MPOU3BOACTBEHHbLIX NomeleHni. OHU OOMKHbI
ObITb CKOHCTPYMpPOBaHbI ¢ cobnogeHnemM HeobxoauMbIx TpeboBaHWA.

47. (30) CaHnTapHOe COCTOSIHME XMBOTHBIX, MCMOMNb3yeMbIX B NPOM3BOACTBE, HEOOXOOUMO OLIEHMBATb,
KOHTponvpoBaTb W pernctpuypoBaTb. Ecnn HopmaTvBHbBIMM NpaBoBbIMM akTamu Poccunckon ®epepaumm
yCTaHOBMEHbI NpaBuna obpalleHnsi ¢ oTAeNbHBIMY BUOAMM XUBOTHbLIX (Hanpumep, JIMHUM XUBOTHBLIX, CBOOOAHbIX
OT NaTOreHoB), Takne npaeuna 4OMKHbl cobnoaaTbLCS.

48. (31) XuBoTHble, OuWonornyeckMe areHTbl WM MNPOBOAMMbIE UCMBITAHUS OOMKHbI ObITb YeTKO
nOeHTUMLMPOBaHbl B COOTBETCTBUM C YCTAHOBIIEHHOW CUCTEMOW BO W3DexaHWe pucka nepenyTbiBaHWS U C
LeNiblo KOHTPONSA BCEX BO3MOXHbIX BUOOB OMACHOCTEMN.

VI. AESNHPEKUMA. YOANEHWE OTXOO0B

49. (32) OesuHdekumsa u (unu) yganeHve TBEPAbIX W KUOKMX OTXOAOB MOryT MMeTb OCOBEHHO BaxHoe
3HayeHne npu nNpou3BOACTBE MMMYyHOOMONornyeckom npogykumm. B cBA3M ¢ 3TMM HeobxoauMm TwaTerbHbIN
nogxopd K metogam n obopyaoBaHuMio, UCMOSb3yeMbiM ANA NpedoTBpaLLeHWs 3arpasHeHNst oKpyxatoLen cpeapl, a
Takke K Ux Banvaauumm.

VII. MPON3BOAOCTBO

50. (33) Ws-3a wwmpokoro pasHoobpasusi npoaykuumn, GOnbLIOro KonmMyecTBa CTagui Mpu NPOU3BOLCTBE
UMMYHOBMOMOIrMYECKNX  feKapCTBEHHbIX MpenapaToB [Ofis  BETEepMHApPHOrO MNPMMEHEHWs U xapakTtepa
6uonornyecknx npoueccoB ocoboe BHMMaHWE HEOOXOAMMO yaensiTb CTPOromy COOGMOAEHMI0 BanvaupOBaHHbLIX
TeXHOoJNIorm4ecknx npoileccoB, MOCTOAHHOMY KOHTPOJIIO BCeX TEXHOJI0MM4YeCcKnx CTap,VIVI npoun3ssoacTea u
NpOBEAEHUI0 KOHTpons B npouecce npomssoacTBa. Ocoboe BHMMaHue HeobxoaMmo 06paTuTb Ha KCXOQHOEe
Cbipbe, cpeabl KyNibTUBNPOBAHNA U NCMNOJIb30OBAHNE CUCTEM NOCEBHbIX KYINbTYp.

VIII. NICXOOHOE CbIPLE

51. (34) TpeboBaHUsA K UCXOLHOMY ChIPbO OOJPKHBI ObITh onpegeneHsbl B cneyundukaumax. Cneundumkaumm
OOJIMKHbI coaepaTb AaHHble O NOoCTaBLUNKe, METOAE NPOM3BOACTBA, €0 MECTE PACMONOXEHMS U BUOAX XKUBOTHbIX,
N3 KOTOPbIX MOSTYYEHO 3TO UCXOLHOE Chipbe, @ Takke O crnocobax ero KoHTpons. OcobeHHyto ponb urpatwT
MUKpPOOMONnornyeckne MetToabl KOHTPONS.
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52. (35) PesynbTaTbl MCMbITAHUA MCXOOHONO Chipbsi OOIMKHbI COOTBETCTBOBATL crneumdukaumnam. Ecnu
npoBefeHne NCNbITaHU 3aHMMaeT MHOro BpeMeHu (Hanpumep, cBoboaHble OT cneundurdecknx natoreHoB (SPF)
anua (aMOpUOHBI) NTUL), MOXET BO3HWKHYTb HEeobOXxoaMmMocTb 06paboTKM WMCXOOHOro Chipba OO0 MOMy4YeHUs
pe3ynbTaTtoB aHANUTUYECKMX UCTbITaHUA. B 3Tnx cnyvasx nonyyeHue paspeLleHns Ha BbiNMyCK roTOBOW MPOAYKLMM
3aBUCUT OT MOMOXUTENbHBIX PE3YNbTATOB UCMbITAHUSA NCXOAHOTO ChIPbS.

53. (36) Ocoboe BHMMaHME HEOOXOAMMO yAenaTb AaHHbIM O cucTemMe obecneveHust KayecTBa MocTaBLUMKA
Mpy OLEHKEe COOTBETCTBUSI MCTOYHUKOB CbIpbs U MaTepuanoB U o6bemMe UcnbiTaHui, TpebyeMbix Npu NpoBeaeHUn
BXOOHOIO KOHTPONSA KayecTBa.

54. (37) Mpn HaNM4YUN BO3MOXHOCTU HEOOXOAMMO CTEPUNN3OBATL UCXOOHOE Cbipbe TEPMUYECKMM METOAOM.
[onyckaeTcs ncnosnb3oBaTth U gpyrue BanuampoBaHHble METOAbI, HAaNPUMeEpP NOHU3MPYHOLLEEe U3NydeHune.

Cpeabl

55. (38) PocToBble cBONCTBa Cpen OOIMKHbI 3apaHee NoATBEPXKAaTbCA COOTBETCTBYOLLMM 06pa3omMm.

56. (39) MNpegnoytnTensHO, YTOOLI Cpeabl CTEPUNM3OBANMNCh HA MecTe Unu Ha nuHuK. MNMpeanoyTUTENbHBIM
ABMNsieTCA MeTod TepMuyeckol cTepunusaumu. [asbl, cpegpbl, KUCNOTbI, LENo4vu, MneHoracutenu wu apyrue
BelllecTBa, BBOAUMbIE B CTEPUSIbHBIN BuopeakTop, A0SKHbI ObiTb CTEPUIBHBIMMU.

Cuncrtema noceBHbIX KynbTyp 1 0aHKOB KINeTok

57. (40) [Ons npepoTBpalleHUs HeXenaTenbHOro W3MEHEHWUsI CBOWCTB, KOTOPOE MOXET MNPOU3ONTU
BCNeACTBUME MHOTOKPAaTHbIX NepeceBoB My BONbLIOro Yncna reHepauuin, NPOM3BOACTBO UMMYHOBNOMOrMYECKNX
NeKapCTBEHHbIX MpenapaToB ANs BETEPMHAPHOIO MPUMEHEHUS, NONyvyaembIX W3 KynbTyp MUKPOOPraHu3MoB,
KynbTyp KMNeToK, TKaHEN UNn pasMHOXEHWEeM B 3MOPMOHAax W XXMBOTHbIX, OOMKHO OblTb OCHOBaHO Ha cucTteme
MOCEBHbIX KyNbTyp unn 6aHKOB KNETOK.

58. (41) KonunuyecTtBo reHepauuii (yoBOEHUI, naccaxken) mexay noCeBHOW KynbTypon nnv GaHKOM KNeTok u
roTOBOWN NPOAYKUMEN OOMKHO COOTBETCTBOBATL TPEOOBaHUAM PErMCTPALMOHHOIO JOCHE.

59. (42) MNoceBHble KynbTypbl U OaHKW KNETOK HEOOXOAMMO pasnu4yaTb U KOHTPONUPOBATbL Ha OTCYTCTBUE
KOHTaMWHaHTOB. [111A HOBbIX NMOCEBHbIX KYNbTYP AOIMKHbI ObITb YCTaHOBNEHbI KPUTEPUM NpueMnemMocTy. loceBHble
KynbTypbl 1 6aHKM KNeTOK OOMKHbI CO34aBaTbCH, COAEPXKaTbCA M UCNOMb30BaTbCA TakMM obpa3oM, YToObl cBECTH
K MUHUMYMY PWUCK MX KOHTaMuHauum vnu noboro mameHeHus. Npu co3gaHum NOCEBHbIX KynbTyp Mnu GaHKoB
KMeToK He gonyckaeTcs ogHOBpeMeHHas paboTa B TOM e 30He UMW TOro Xe nepcoHana ¢ ApYrumMu XUBbIMU UK
NHULMPYIOLLMMN MaTepranamMm (HanpuMep, BUpycaMm ninm KNeToYHbIMU IMHUAMNA).

60. (43) CosgaHue MNOCEBHOM KynbTypbl MnM GaHKa KMEeToKk HeobxoaMmo npoBOAUTL C cobrnogeHvemM
YCTaHOBMEHHbIX TpeboBaHUN K NPOM3BOACTBEHHOW cpefe ANs 3aliMTbl MOCEBHbIX KynbTyp M GaHKka KneTok, a
Takke paboTaloLLero ¢ HAMK NepcoHara n OXpaHbl BHELLHEN OKpY>KatoLLen cpeabl.

61. (44) MpowucxoxgeHve, dopMa M YCNOBUSA XpPaHEHUS MOCEBHbIX KyNbTyp AOMKHblI OblTb MOMHOCTbLIO
onucaHbl B COOTBETCTBYWOLEN [AOKyMeHTauumu. Heobxogumo wumeTb [JokasaTenbcTBa CTabunbHocTn u
BOCNPOM3BOAMMOCTM MOCEBHbIX KyNbTyp M KNeTok. EMKOCTM ans xpaHeHus AOmKHbl BbiTb repMETUYHO 3aKpbiThl,
YeTKO MapKMpoBaHbl WU XpaHWTbCs Mpu Tpebyemow TemnepaTtype. [lpov3BoguTenb OOMKEH KOHTPONMpoBaTb
YCMOBMSA XpaHEeHWs1 NOCEBHbIX KyNbTyp M KneTtok. Heobxoammo BecTu TLaTenbHbIA Y4eT KaX4oro XpaHsawerocs
KOHTEWHepa.

62. (45) K pabote c martepuanomMm [OMycKalwTCs TONMbKO creuuanbHO HasHadeHHble paboTHuku. PaboTta
AOIDKHa NpOBOAMTLCS MOA KOHTPOMeM OTBETCTBEHHOro nuua. PasnuuHble NOoceBHble KynbTypbl M GaHKM KNeTok
HeobX0AMMO XpaHWUTb Takum obpasom, YTOObI He JonyckaTb NepenyTbiBaHWUS UMW NEPEeKPEeCTHOW KOHTaMUHaUWK.
PekomeHayeTcs pas3gensatb MOCEBHble KynbTypbl M OaHKM KMNETOK M pasHble 4YacTu XpaHuTb OTAENbHO BO
n3bexxaHune nx NofiHOM yTpaThl.

MpuHUMNBI paboThl

63. (46) B xogoe TeXHONOrMYecKMx NPoLLeCcCoB HEOOX0AMMO u3berate NN CBOAUTL K MMHMMYMY 0Opa3oBaHue
Kanenb unu nexbl. MNpouecchl LEHTPUAYIMPOBAHUSA UNN CMELLMBaAHUS, KOTOpPblE MOTYT NPUBECTU K 06pa3oBaHuIo
Kanenb, OOMKHbI MPOBOAMTBLCS B M3OMNMPOBAHHBIX €MKOCTAX MITM B YWCTbIX M (MNN) M3ONMPOBAaHHbIX 30HaX BO
n3bexaHne nepeHoca X1BbIX OPraHN3MOB.

64. (47) CnyyaviHble NPONUBLI XNOKOCTEN, 0COBEHHO coaepXKalluX XUBblE OpraHn3mMbl, HE0OX0ANMO ObICTPO
n 6GesonacHbIM cnocoboM nuKBMAMpoBaTb. [N Kaxaoro Tuna MUKPOOPraHM3MOB [AOSMKHbI MCMONb30BaTbCS
BanuaMpoBaHHbIE Mpoueaypbl AeKOHTamMuHauuu. [pu MCNonb3oBaHUM PasfMYHbIX LWTaMMOB OakTepuin ogHOro

CtpaHuua 118 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

BMAA UNN OYEHb MOXOXMX BUPYCOB Npoueaypa AeKOHTaMUHauumM MoxeT BbiTb BanuamMpoBaHa B OTHOLLEHUU TOMbKO
O[HOTO M3 HUX NPW OTCYTCTBUW CYLLLECTBEHHbIX Pa3nNnynin B YCTOMYMBOCTU K BO3AENCTBUIO AEKOHTaMUHaL MK,

65. (48) Onepauuun, BknovawLlwme B ceba nepemelleHne TakMx mMaTepuanoB, Kak CTepurbHble cpenbl,
KynbTypbl UK NPOAYKTbI, AOIMKHBI NPOBOAUTLCSA B NPEABAPUTENBHO CTEPUNN30BAHHbLIX 3aKPbIThIX cucTemax. Ecnm
3TO HEBO3MOXHO, Ofnepauuyn Mo MNepeMeLLeHN0 MaTepuanoB AOMKHbI MPOBOAMTLCSA B flaMWHApPHOM MOTOKe
BO34yXa.

66. (49) OobaBneHve cpen wnM KynbTyp B OuOpeakTopbl M ApyrMe cocydbl OOIMKHO MPOBOAWTLCS B
TLWATENbHO KOHTPONIMPYEMBIX YCMOBUAX, OOEcneymBalolMX HEBO3MOXHOCTb BHECEHWUS KOHTaMUHaHTOB. [lpwu
[obaBneHuun KynbTyp HEOOX0AMMO TLAaTeNbHO NPOBEPSATL NPaBUITbHOCTb COEAMHEHMS COCYO0B.

67. (50) MNpn HeobxoamMmocTn (HanpuMep, Koraa aBa un 6onee hepMmeHTaTOpa PaACMONOXEHbI B OOHOW 30HE)
oTBepcTus Ana otbopa npob M BHeceHWs O0OaBOK M COeOAMHUTENbHbIE 3MEMEHTbl AOMKHbl CTepUnn3oBaTbCcH
napom (nocne noacoedvHeHWs, nepe nogadven npoaykta W nepen otcoedvHeHnvem). B gpyrmx cnydasx
AOMNyCKaeTCs XMMmnyeckas Ae3nHMEKUUA BXOAHbIX OTBEPCTUM M 3alumMTa COeQUHEHUN Noa NamMmHapHbIM NOTOKOM
BO34yXa.

68. (51) ObGopynoBaHue, nabopatopHas MoOCyaa, BHELUHME MOBEPXHOCTU KOHTEMHEPOB C MPOAYKLMEN U
apyrve nogobHble matepuansl nepes nepeMeLleHmemM M3 n3onMpoBaHHOW 30HbI JOMKHbI ObITb AE3MHMULMPOBAHDI
C Mcnonb3oBaHWeEM BanuanpoBaHHoro Metoda. Ocobyo npobnemy MOXeT Bbi3blBaTb BeAEHNE LOKYMEHTaLMN Ha
ceputo npoaykumn. Tonbko abComnoTHBIA MUHUMYM OOKYMEHTaumMu, Heobxogumon ans cobnopenns TpeboBaHmi
HacTosawmx NpaBun, JomkeH nocTtynaTtb B pabodyto 30HY U nokngatb ee. [pu ABHOW KOHTaMuHaumu (Hanpumep,
Kanngamm unm aspos3onisMn) UM Npu UCMofb30BaHMM 3K30TUYECKMX MUKPOOPraHNM3MOB OyMakHasi JOKYMeHTauums
OOImKHa Ae3nHdULMpoBaTbhCa B LWUMD3e AN1A nepeMelleHns obopyaoBaHns v nepeaaBaTbCs C UCMOMb30BaHMEM
doTokonmu nnu dakca.

69. (52) Xwugkme wnn TBepable OTXOAbl, TakMe Kak ckopryna nocne oTtbopa martepuana u3 suu,
OfHOpa3oBble OyTbiNM ONS KynbTyp, HeXenatenbHble KynbTypbl WnM Buonornmyeckne areHTbl, Heobxogonmo
cTepunu3oBaTb MM Ae3vHdUUMpoBaTh nNeped ux yaaneHnem M3 M30nMpoBaHHOM 30Hbl. B HekoTopbIX cryyasx
npMemMnemMbIMM CUMTAKTCA W ApyrMe MeToAbl, HamnpuMmep WCMONb30BaHME TFepMETUYHbIX KOHTEMHEPOB WIn
TpybonpoBOAOB.

70. (53) NpownsBoanTENb OOMKEH OCYLLECTBMAATL TLWATENbHbIA KOHTPOIb TOro, YTobbl B MPON3BOACTBEHHYIO
30HYy nonajanu TONMbKO Te NpeaMeTbl, MaTepuanbl, B TOM 4uCre [OOKYMEHTauusl, KOTopble OTHOCATCS K
NPOU3BOAUMON NPOoAYKLUMK. [INst KOHTPOMsi 3@ COOTBETCTBMEM KONMYECTBA BHOCHMMbIX W BbIHOCUMbIX NPEAMETOB U
mMaTtepuanoB BO U3bexaHWe WX HaKOMMEHUS B MPOW3BOACTBEHHOM MOMELLEHMM AOMKHA OEeNCTBOBaTb cucTema
yyeTa.

71. (54) TepmocTonkuMe npeameTbl U MaTepuanbsl JOMKHbI NOCTYNAaTh B YUCTYHO NN YACTYIO U3ONTMPOBAHHYHO
30HY Yepes3 NPoXoAHbIe aBTOKMaBbl UMM CyXOXapoBble nevn. YyBCTBUTENbHbIE K HArpeBy NpeameTbl U MaTepuansl
OOMXKHbl MOCTynaTh 4epe3 BO3QYLIHbIA L3 C BGnokMpyembiMn ABepsiMU, rAe 3TW npeaMeTbl U MaTtepuansl
noasepratoTca AesnHdekumun. [lonyckaeTcs cTepunu3aums npegmeToB U MaTepmarnoB B APYroM MecTe, eCriM OHU
nocTynatoT Yepes W3 B ABOVHON 0bornoyke ¢ cobnogeHnem HeobxoaMmMbIX Mep NPeaOCTOPOXKHOCTY.

72. (55) MNMpounssognTenb JOMKEH NPUHUMAaTbL COOTBETCTBYOLLME Mepbl MPegoCTOPOXHOCTU BO M3bexaHue
KOHTaMuMHauumM Unu nepenyTbiBaHWUSA KynbTyp KNETOK UM MUKPOOPraHM3MOB Ha NPOTSXKEHUU nepuoga nHkybaumm.
Heobxooumo yTBepauTb METOAMKY OYMCTKM U Ae3uHdeKumMnm uHkybatopoB. KoHTenHepbl, Haxogswmecs B
NHKybaTopax, AOIMKHbI ObITb YETKO U TLWATENbHO MapKNPOBaHbI.

73. (56) B ogHOM nomeLLleHUM JonyckaeTcs oQHOBPEMEHHOE NpoBeaeHMe onepaunii TONbKO C OOHUM >XMUBbIM
GMoNorMyeckum areHToM, 3a WCKIYEHMEM OMepauui Mo CMELLUMBAHUIO W nocriegytowen acoBke uMnvM npu
NCMNOMb30BaHMM MOMHOCTBI 3aKPbITbIX cUCTEM. B nmpomexyTkax mexay onepauusMn C pasfnyHbIMU KMBLIMM
BGMONoOrMYecKkUMmn areHTaMmn NPON3BOACTBEHHbIE MOMELLEHUS AOMKHbI MPOXOANTb Ae3MHeKUnto.

74. (57) lNpoayKTbl AOMXHblI MHAKTUBMPOBATbCA MNyTeM A06aBMeHUs MWHaKTMBaTopa C MNOoCregyrLmm
TWaTenbHbIM nepemMeluBaHneM. ocne 3Toro cmecb OOSMKHa NMEepPeHOCUTLCH BO BTOPOW CTEPUITbHBLIN COCYA, 3a
UCKMIOYeHMeM crny4vaeB, korga oopma u pasmep cocyga MO3BOJSSKOT €ro Nierko nepesopadvMBatb M BCTPAXMBATb
TakvMm 06pa3oM, YTOObI BCe BHYTPEHHME MOBEPXHOCTM CMavMBanncb KOHEYHOW CMECHIO KyNnbTypbl U MHaKTUBaTOpa.

75. (58) Cocygpl, cogepXalime MHaAKTUBMPOBAHHBIN NPOAYKT, HE JOMycKaeTcsa OTKpbiBaTb. 3 aTnx cocynos
Takke He pJonyckaetca oTbupaTb npobbl B 30HAX, r4e COAepXaTcsa >XuBble Ouonorudeckue areHTbl. Bcio
nocneayowyo o6paboTKy MHAKTUBUPOBAHHbIX NMPOAYKTOB HEOBX0AMMO MPOBOAMTL B YACTLIX 30HaX Krnaccos A u B
uUnu B 3akpbiTom 060pyaoBaHMK, cneumanbHO NpegHa3Ha4YeHHOM AN MHAKTUBMPOBAHHBLIX NMPOAYKTOB.

76. (59) Heobxogumo ypensaAtb ocoboe BHUMaHWE Banujauuv METOLOB CTepunu3aumu, Les3vHdekuuwu,
yAaneHuss BUPYCOB U UX MHaKTMBaLMMW.

77. (60) HanonHeHne OOMKHO MPOBOAMTLCA B TEYEHUE KaK MOXHO Ooree KOpPOTKOro NMpOMeEXyTka BPEMEHM
nocrne 3aBeplleHus Npou3BOACTBEHHbLIX ornepaumin. EMkocTM ¢ HepacdacoBaHHOM NpoAykuuen [0 Havana
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onepauum HanNoNHEHUs1 OOIMKHbl OblTb FEPMETUYHO 3aKpbITbl, COOTBETCTBYHOLIMM 0Opa3soM MapKMpOBaHbl U
XPaHUTbCS NPU YCTAHOBMEHHbIX TEMMNEPATYPHbIX YCIIOBUSIX.

78. (61) lMpownssoguTens JomkeH paspaboTaTte cucteMy, obecneumBaloLlyld KOHTPOMb LENOCTHOCTU W
repMeTUYHOCTM YNaKOBOK MNOCNE HaMOMHEHUS.

79. (62) ®nakoHbl, cogepxalyme xumBble BoONOrMyeckne areHTbl, AOMMKHbI ObiTb 3aKPbITbl KPbILUKAMW TakUM
06pa3oM, YTOObl UCKINIOYNTE BO3MOXHOCTb KOHTaMUHaUUM ApYror NpoAyKLUMM UM NMPOHUKHOBEHWE JKUBbLIX areHToB
B ApYrue 30Hbl UM BO BHELLHIOK Cpeay.

80. (63) Mexagy HanonHEHMEM MEPBUYHbLIX YMAKOBOK, MX MapKUMPOBKOW M YMaKOBKOW MO pasfiNyHbIM
npu4vHamM MOXET NPOWTUN onpedeneHHbI MPOMEXYTOK BpeMeHu. [1pon3BoamTens AOMKEH YTBEPAMTbL MpoLeayphl,
onucbiBaloLWwmne MOpsifoK XpaHEeHUs1 HEMAapPKMPOBAHHBIX KOHTEMHEpPOB ANA NpeAoTBpalleHMs BO3MOXHOCTU UX
nepenyTtbiBaHMA 1 obecneymsatoLLimMe Hagnexawue ycrnosusa xpaHeHms. Ocoboe BHUMaHne HeobxoaMmo yaensaTb
XpaHeHutio TepmonabunbHOM U CBETOYYBCTBMTENbHOW npoaykuuun. [lpousBoauTenb [OOMKEH YCTAHOBUTL
TpeboBaHusa K TemnepaType XpaHeHus.

81. (64) Ha kaxgon TexHONornyeckom ctagum HeobxoaMMO MPOBOAWTL COMOCTaBMAEHUE (akTUYECKOro u
OXMAaeMoro Bbixoga nNpoaykumn. Bece cylecTBeHHbIe OTKNOHEHMS OOMKHbI ObITh paccnenoBaHsbl.

IX. KOHTPOIlb KAHYECTBA

82. (65) B obecneyeHnn cTabunbHOCTU KayecTBa MMMYHOBMOMNOrMYECKNX NIEKapCTBEHHbBIX CPeacTB ocoboe
3HaYeHne MMEET KOHTPOSb B MpoLecce Npou3BoAcTBa. Buabl KOHTPOMs, KOTOpblE MMEIOT peluakollee 3HadeHue
ONsl OLeHKM KayecTBa (Hanpumep, KOHTPOIb Ha OTCYTCTBME BMPYCOB), HO HE MOTYT ObiTb NPOBEAEHbI B OTHOLLEHWM
rOTOBOW NPOAYKLMU, AOIMKHbI BbINOMHATLCS HA OOHON M3 NpeaLllecTBYOLWNX CTaaui NpoM3BoACTBa.

83. (66) [Ona nNOBTOPHOrO nNpPOBEAEHWS KOHTPOMsS KayecTBa cepuy NPoAyKUMM WNM MNOATBEPKOAEHWUS
pe3ynbTaToOB Takoro KOHTPOMS MOXET BO3HWKHYTb HEOBXOOAMMOCTb XpaHeHMs OOCTaTovHoro obbema obpasuos
NMPOMEXYTOYHBIX MPOAYKTOB NPU COOTBETCTBYIOLLUMX YCIOBUSIX.

84. (67) MoxeT BO3HWKHYTb HEOBXOAMMOCTb HEMPEpPbIBHOrO KOHTPONSA napaMeTpoB B Xoge npouecca
npoussoacTea (Hanpumep, HENPEepPbIBHOMO KOHTPOISA (PM3nYecknx napameTpoB B xode depmeHTaummn).

85. (68) lMpu HenpepbiBHOM KynbTUBMPOBaHUW OUOMOrMiyeckon npoaykuum Heobxogumo cobnopaTtb
cneumanbHble TpeboBaHNS K OpraHn3auum KOHTPOIS KayecTBa NPOAYKLMN.

Mpunoxexune N 6
K MNpaBunam Hagnexatwuemn
NPOV3BOACTBEHHOW NPaKTUKN

NMnPON3BOACTBO MEANLUMHCKNX TASOB
[. IPNHLUMN

1. Hactoswee MpunoxeHne perynupyeTt Npou3BOACTBO ra3oB kKak hapmaueBTudeckux cyoctaHumi (PC) u
NpoM3BOACTBO ra3oB Ans MeAMULMHCKOro NpuMeHeHns (ganee - meauumHckue rasbl). Npon3BoacTBO MeAULIMHCKMX
rasoB, OTHOCSILLMXCS K JIeKapCTBEHHbIM CpeacTBaM, HeobxoAMMO OCYLLECTBMATb COMMacHO COOTBETCTBYHOLUMM
HOpMaTUBHbBIM MpaBoBbIM akTam Poccunckon ®egepaumun.

2. Hacrtosiwee lMpunoxeHve He pacnpoCTpaHAeTCs Ha nonyvyeHue u obpalleHne MeOUUMHCKUX ras3oB B
MEeOMLMHCKUX OpraHmn3aumnsx, ecnv Takomn npouecc He SIBNSETCS NPOMbILLIIEHHbIM NPOM3BOACTBOM.

3. PasrpaHunyenve mexay nponssogctsoM ®C 1 NpoM3BOACTBOM JIEKapCTBEHHbIX MpenapaToB AOSMKHO ObiTb
YeTKO OnpederneHo B KakAoM perncrpaumoHHoMm pgocbe. OObIMHO CTagum NpPOM3BOACTBA W OYMCTKM rasoB
oTHocATcA K npomsBoacTey ®C. Masbl OTHOCATCA K NeKapCTBEHHbIM npenapataM ¢ MOMEeHTa NepBOro CoxpaHeHust
rasa, npegHa3Ha4YeHHOro Ans Takoro UCronb30BaHus.

4. B ncknoumTernbHbIX crydasix HenpepbiBHbIE NPOLIECChHI, IAe HEBO3MOXHO MPOMEXYTOYHOE XpaHeHue rasa
mexay npoussogcteom ®C M NpoM3BOACTBOM JIEKAapCTBEHHOrO npenaparta, HeoOXOAMMO paccMaTpuBaTb Kak
NPOU3BOACTBO NEKAaPCTBEHHbIX MpenapaToB, YTO AOMMKHO ObITb YETKO YKa3aHO B PEMMCTPaLMOHHOM JOCHE.

Il. IPOV3BOACTBO FA30B KAK ®PAPMALIEBTUYECKMX CYBECTAHLMI
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5. a3kl kak hapmaueBTUdeckne cybcTaHumMm MoryT BbiTb NPON3BeAEHbl NyTEM XMMUYECKOrO CUHTE3a UNn 13
HaTypanbHbIX UCTOYHWKOB, B TOM 4MUCrie NyTEM UX OYUCTKM (HanpuMmep, Ha 3aBodax Mo BbIOENEHMI0 ra3oB U3
BO34yXxa).

6. (1) MNpousBoanTenb OOMKEH OCYLLECTBMASATb TEXHONMOIMMYECKMe MPOLECChl MOMyYeHUs ra3oB yKa3aHHbIMU
BbILLE cnocobamu B COOTBETCTBUM € TpeboBaHuamM rmasbl [V HacTosawwmx Mpaswn, npy aToM:

a) (a) TpeboBaHMs K NICXOQHOMY CbIpblo ANs dhapmaueBTuyiecknx cyobctaHumn (nyHkTol 400 - 421 HaCTOALWMX
[MpaBwnn) He NPMMEHUMBbI K MPOU3BOACTBY hapMaLeBTMYEeCKux CybcTaHUuMi - ra3oB METOAOM pasferneHns Bo3gyxa
(ogHako npowusBogWTENb [AOMKEH rapaHTUMpoBaTb, YTO KayeCTBO WCMOMb3yeMOro BO34yxa COOTBETCTBYET
YCTaHOBMEHHOMY M M3MEHEHWS KavyecTBa BO34yxa M3 BHELLHeW cpefbl He ByayT okasbiBaTb BMMSHWE Ha KayecTBO
rasos, NponssoanMbix kak ®C);

©) (b) TpeboBaHMs K HeNpepbiIBHOMY U3y4YeHUIO CTabMNbHOCTU ra3oB Kak papmaueBTU4EeCKMX CybCcTaHuun
(nyHKTbI 497 - 503 HacTosAwmx MpaBun), OCYLLECTBIIAEMOMY C LieNbio NOATBEMKAESHUS YCIOBUIN XPaHEHUS U Cpoka
rOAHOCTU UNWU gaTbl NOBTOPHOIO KOHTponsa (NyHkTol 487 - 490 HacTosawwmx [paBun), He NPUMEHSAITCA B Criyyae,
ecnvM Ans MNepBUMYHOrO M3Y4eHUss CTabunbHOCTM OblNM MCNOMb30BaHbl AaHHbIE, COAEpPXalUMecs B Hay4yHOW
nuteparype;

B) (c) TpeboBaHUSA K KOHTPOMbHbIM U apxumBHbIM obpasuam (nyHkTbl 508 - 510 HacToswmx [paBun) He
NPUMEHSTCA K rasaMm Kak dapMaueBTMYEeCKUM CyOCcTaHUMAM, €cnv HOPMAaTMBHbIMW MpaBOBbIMW  aKTaMu
Poccunckon degepaumm He NpegyCMOTPEHO MHOE.

7. (2) NpownsBoguTenb OOMMKEH MPOBOANTL NOCTOSHHBIN MOHUTOPWHI Ka4ecTBa ra3oB Kak dhapMaLeBTUYEeCKUX
cyOCTaHUun, MpPOU3BOANMBIX HEMPEPbIBHBIM METOAOM (Hanmpumep, pas3geneHveM Bosgyxa). Pesynbrathbl
MOHUTOPWHIra HE06X0AUMO XPaHMTb B BUAE, NO3BONAIOLLEM OCYLLECTBIATbL OLEHKY TEHAEHLNN.

8. (3) (a) YcnoBusi TpaHCMOPTUPOBKM W [OCTaBKM HepacdacoBaHHbIX rasoB kak apmaueBTUYECKUX
cybCcTaHuun JOMKHbI COOTBETCTBOBaTb TPeboBaHMAM, YCTAHOBMEHHbLIM AN MEAULMHCKMX ra3oB (MyHKTbl 29 - 31
HacTosiwero MNpunoxexus);

9. (b) Onepaumm HanonHeHus 6annoHOB WNN MNEPEHOCHbIX KPUOreHHbIX €eMKOCTeN rasamu Kak
dapmMaLeBTUYEeCKUMM  CyOCTaHUMAMM  HeobXoaMmo  NpoBOAMTb B COOTBETCTBMM € TpeboBaHuaMMU,
YCTaHOBMEHHBbIMWU ANA MeOUUMHCKUX rasoB (NyHKTbl 32 - 48 HacTtoswero [Npunoxenus), n TpeboBaHuamM,
yCTaHOBMEHHbIMU NyHKTaMu 450 - 469 HacToswumx MNpasun.

. NTPON3BOACTBO MEOAMUMHCKUX TA3OB

10. Npon3BoACTBO MEAMLMHCKMX ra3oB, Kak MpaBuo, OCYLLECTBMNAETCA B 3akpbiTOM o6opyaoBaHun. B cBasu
C 3TMM PUCK KOHTaMMHaLUW AaHHOW MPOAYKUMM M3 NMPOU3BOACTBEHHOW Cpefbl SBNAeTCs MUHUManbHbiM. OgHako
CyLLEeCTBYET PUCK KOHTaMWHaLUUW UMW NEePEeKPeCcTHON KOHTaMUHaUMU APYrMMuK rasaMmu, OCOGEeHHO Npu MOBTOPHOM
NCNONb30BaHNN EMKOCTEN.

11. (4) TpeboBaHus, npumeHsiemble K 6annoHam, Takke pacnpoCTPaHAKTCA Ha rpynnbl (CBA3KK) GannoHoB
(3a ucknoyeHem crnyvyaeB XpaHEHUs U TPAHCMOPTMPOBKU B CneumanbHbIX KOHTeNnHepax).

MepcoHan

12. (5) MNepcoHan, 3aHATbIA B MPOU3BOACTBE U peanv3auny MeguLmMHCKUX ra3oB, JOIMKEH NPonTun obyveHune
Nno opraHu3aumv NPOM3BOACTBA U KOHTPOMSA KavyecTBa NEeKapCTBEHHbIX CPEACTB NPUMEHUTENBHO K AHHOMY BuAOy
npogykuun. MepcoHan [OMKeH 3HaTb KPUTMYECKU BaXKHble acrekTbl M BO3MOXHY OMACHOCTb JeKapCTBEHHbIX
npenapaToB B Buae MeAULMHCKMX ra3oB. BoguTenu, ocyllecTBRsiOLmne NepeBo3Ky MEAMLMHCKMX ra3oB, Takke
OOJDKHBI MPONTU COOTBETCTBYHOLEE 0OYyYeHNeE.

13. (6) lNepcoHan npuBnekaembix MO [OTOBOPY WCMOSHUTENEW, KOTOPbIM MOXET oKasaTb BMSHUE Ha
KayecTBO MEAMLMHCKMX ra3oB (Hanpumep, nepcoHars, OCYLLECTBSLWUNA TeXHUYecKoe obcnyxusaHme 6annoHoB
UNK KnanaHoB), AOMMKEH NMPONTU COOTBETCTBYHOLLEE 0byyeHme.

MomelleHns n obopyaoBaHue
MNomelueHus
14. (7) BannoHbl M NEPEHOCHBIE KPUOTEHHbIE EMKOCTM HEOBXOAMMO NPOBEPSTL, NOArOTaBNMBATL, HAMNOMHATL

N XpaHUTb B 30HaX, OTAEN1IeHHbIX OT 30H pa60TbI C HeMeaAMUNHCKUMU ra3amMn. 3anpeu.|,aeTcs1 o6MeH GannoHamu u
NepeHOCHbIMN KPUOTreHHbIMN eMKOCTAMU MeXay 3TUMU 30HaMW. OpHako B Of0HMX U TeX Xe 30Hax ponyckaeTtcd
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KOHTPOMb, NOArOTOBKA, HAaMOMHEHWe U XpaHeHWe MeAUUMHCKUX U HeMeOUUMHCKUX ra3os, ecnu TpebosaHus K
HEeMeaMLUHCKMM rasam COOTBETCTBYIOT TpeboBaHUAM K MEOULMHCKUM rasam, a Npou3BOACTBEHHbIE onepaunn C
HeMeaMLMHCKMMUW ra3aMu OCYLLECTBIISIOTCH B COOTBETCTBUM € TpeboBaHaMM HacToawmx [Mpasun.

15. (8) MNomeleHnsa, B KOTOPbIX BbIMOMHAKTCA Onepauun no Npou3BOACTBY, MPOBEOEHUID WCMbITAHUA U
XpaHEHWI0 MEeOULMHCKUX ra3oB, AOMKHbI MMETb AOCTaTOYHYIO NIowWanb ANS UCKIIOYEHNUS pUcka nepenyTbiBaHuS.
lMnaHnpoBKa NomeLLeHnin JormkHa obecneynBaTs:

a) (a) oTaenbHble MapKUPOBaHHbIE 30HbI A1 Pa3fMYHbIX ra30B;

0) (b) ogHo3HauHOe o603HauyeHWe W pasgerneHne nycTbiX G6annoHOB M (MNM) MEPEHOCHBIX KPUOrEHHbIX
eMKOCTeNn, a Takke 6anmnoHoB M (MNN) NEPEHOCHBIX KPUOTEHHbIX €MKOCTEW, HaXOASALMXCS Ha pasHbIX CTagusix
npousBoacTBa (Hanpumep, "oxungaeTt KOHTpons", "oxuaaeT HanonHeHus", "kapaHTuR", "pa3pellen”, "3abpakoBaH",
"roToB Kk oTnpaske").

16. CnocobGbl pasgeneHns 3aBUCAT OT XxapakTtepa, obbemMa M CNOXHOCTU TEeXHONOrM4eckoro npolecca.
Mepamun no pasgeneHunio MoryT ObiTb 30HbI C pa3MeTkaMy Ha nony, neperopoaky, 6apbepbl, 0603Ha4YEHUS.

17. (9) MNycTble 6annoHbl U (MNKM) NEPEeHOCHbIE KPUOTEHHbIE €MKOCTN MOCie COPTUPOBKM MITM TEXHUYECKOrO
06CnyXMBaHMSA MU HaMOMHEHHble BannoHbl U (UNK) NEPEHOCHbIE KPUOTEHHbIE EMKOCTU HEOBXOAMMO XpaHuTb noj
HaBecamy, 3aWMLAOWMMM UX OT HeBnaronpuATHbIX MOrogHbIX YCroBMW. HanonHeHHble ©anmnoHbl u (unn)
NepeHoOCHbIE KPUOTEHHbIE €MKOCTU HEeobXOOAUMO XpaHWUTb B YCIOBUSAX, FAPaAHTMPYIOLLMX UX OOCTaBKY B YMCTOM
BMAE, OTBEYAIOLLEM YCIOBUSAM MX UCMOSNb30BaHUS.

18. (10) [lpoussogutenb p[osmkeH obecneymBaTb oOcCOOble YCINOBUSA XpaHEHWsl, COOTBETCTBYHOLLME
TpeboBaHMAM perMcTpaumMoHHOro gocke (Hanpumep, A1 ra3oBbiX CMeCeW, B KOTOPbIX MPOUCXOOUT pasgereHune
a3 B cnyvae 3amMopaKuBaHus).

O6opynoBaHue

19. (11) O6opynoBaHme OOMKHO OblTb CNPOEKTUPOBAHO Takum 06pasom, 4YTOObI rapaHTMpOBaTb, YTO ra3
HanonHseTca B COOTBETCTBYWOLWMA KOHTeWHep. Kak npaBwno, He [JOmkHO OblTb CcOoeavHeHWn mexay
TpybonpoBogamMu, Mo KOTOPbIM NPOXOAAT pasnuyHble rasdel. B cnydyae ecnu Takue coeguHeHus Heobxoaumbl
(Hanpumep, obopynoBaHuMe, UCMONb3yeMoe ANsl HAaMOSIHEHUS CMECSIMU ra3oB), NPOU3BOAUTENb LOIDKEH NPOBECTU
COOTBETCTBYIOLLYIO KBanudukauuio Ang rapaHTumM TOro, YTO OTCYTCTBYET PUCK MEpPeKpecTHOM KOHTaMuHauum
pasHbiMM razamu. B pgononHeHwe Kk gaHHOMy TpeOoOBaHWIO pacnpefenuTernbHble KOMMEKTOpbl OOSPKHbI ObiTh
obopyaoBaHbl  cneunduieckuMn CoeauHUTENbHBIMUA 3eMeHTamMn. Ecnv HopmMaTuMBHLIMM MPaBOBbIMW  aKTamMu
Poccuiickon ®efepauumn ycTaHoOBNEHbI TPEOOBaHUSA K MUCMOMNb30BAHUIO pacnpefenuTenbHbIX KOJNEKTOPOB M UX
CoeOuHeHUn c knanaHamy 6annoHoB, TakMe TpeboBaHMA [OSKHBI cobnogaTbcsa. Vcnonb3oBaHMe Ha OAHOM
NPOU3BOACTBEHHOM Yy4YacTKe COeAMHEHWN, COOTBETCTBYIOLMX Pa3fuyHbIM CTaHgapTaM, Heobxoaumo TLiaTenbHO
KOHTpONMpoBaTb, TaK Xe Kak WU WCMonb3oBaHMe afanTtepoB, MPUMEHEeHMEe KOTOPbIX HeobXoAMMO B HEKOTOPbIX
crnyyasix CoeaMHeHUs cneumunyecknx CUCTEM HaMOMHEHNS.

20. (12) PesepByapbl AOns XpaHEHUs W NEPeABMXHble LUCTEPHbl [OMS [OCTaBKM LOMXKHbl  ObITh
npegHasHadeHbl TOMbKO AMs OAHOrO BMAa rasa onpefgeneHHoro kadectsa. MeauvuuHckve rasbl gonyckaeTcs
XpaHUTb UMM TPaHCNOPTUPOBaTh B TEX e pe3epByapax, YTO U aHanormyHble HemeauUMHCKME rasbl Npu yCroBuM,
YTO KaA4yecTBO MOCMEOHWUX, MO KpawHen Mmepe, 3KBUBANIEHTHO Ka4yecTBY MeAWLMHCKUX rasoB, M cobnwpgatoTcs
TpeboBaHua HacTosawmx [NpaBun. B Taknx crnyy4asx nNpou3BOAUTENb AOMKEH OCYLLECTBMAATb U OOKYMEHTANbHO
odopMUTL NpoLeaypy ynpasneHus puckamu.

21. (13) O6was cuctema pacnpeferneHns rasa C KONnekTopamyv MeOULMHCKOTO U HeMeOUUMHCKOro
HasHa4yeHus LOMNycKaeTCcs NULb NPU HanM4YMM BanuanpoBaHHOrO MeToaa HeLoNyweHns o6paTHOro NOToka rasa u3
HeMeaMLUHCKON CUCTEMbI B MEONLIMHCKYHO.

22. (14) TMMpowusBoanTenb AOIMKEH MMETb KOJNEKTOPbl HAMOMHEHUs, npefHa3HayeHHble ONs OfHOro
MEOMUMHCKOrO rasa wnvM Afs OfnpederieHHOW CMeCM MEOMUUHCKMX Tras3oB. B ucknouutenbHbIX Ccryydasx
OOMyCKaeTCsl HarnoriHeHWe Tras3oB Ans  ApYrMX MEOVUUMHCKMX Lernen € MCMoNb30BaHUEM  KOJEKTOPOB,
npegHasHa4eHHblX Ans  MEeAWUMHCKMX ra3oB, €ecnv [JoKasaHa Takad BO3MOXHOCTb W TakoW mpouecc
KOHTponupyeTcd. B aTux cnydasix KayecTBO HEeMeOMUMHCKOrO ras3a [OSmkHO ObiTb, MO  KpaviHew mepe,
9KBMBANEHTHBIM KayecTBY MEAMLMHCKOro rasa W [OIbkHbl cobnogatbca TpeboBaHust HacToawwmx [paswn.
HanonHeHue JOMKHO NPOM3BOAUTBLCA MO NPUHLIMMY OpraHu3auum LIMKNOoB Npou3BOACTBa.

23. (15) PaboTbl MO PEMOHTY U TEXHMYECKOMY 0OCYyXMBaHMIO 0O60pYyA0oBaHMS (BKITOYas OYUCTKY U NPOAYBKY)
He [OJPKHbI BMMATH Ha KayeCcTBO MeAMUMHCKMX ra3oB. B yacTHocTu, npovsBoauTenb OOIKeH paspabotartb u
OOKYMEHTanbHO OgOpMUTb MEPONPUATUS, NPOBOAUMBLIE MOCME PEMOHTA U TEXHWYECKOro OOCMNyXuUBaHWS,
COMPOBOXAAKLWNXCA pasrepmeTnsaumnent cuctem. Npom3BoanTens OOMKEH rapaHTMpoBaTb, YTO obopyaoBaHue
cBoboagHO OT NOOM KOHTaMMHaUUW, KOTOpasi MOXeT OKa3aTb BIIMSIHWE Ha KayeCTBO FOTOBOro MpoAykTa OO ero
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Bbinycka. [MponssBoguTens AOMKEH XpaHUTb 3anncu o NpoBeaeHHbIX paboTax.

24. (16) NpoussoanTenb AomkeH paspaboTaTb 1 JOKYMEHTanbHO opopMnTb NpoLeaypbl, OCYLLEeCTBAsSEMbIe
npy Bo3BpaTe LUCTEPHbl Ha y4acTOK paboTbl C MEAMLMHCKMMY ra3amu nocne TpaHCNOpPTUPOBKU HEMEOULMHCKOrO
rasa B yCrnoBusiX, ykasaHHbIX B nyHkte 20 HacTosiwero [NpunoxeHus, unu nocne onepauumi no TEXHUYECKOMY
obcnyxuBaHuio. Takaa npoueaypa AoMKHa BKITYaTb aHanmUTUYeCcKMe NCMbITaHus.

[okymeHTauus

25. (17) [OaHHble, BKMOYEHHble B [[OCbe Ha KaKAyld CEepuio HamoNHeHHbIX 6anfoHoB (NepeHOCHbIX
KPUOreHHbIX €eMKOCTeWN), AOIMKHbI MO3BOMATb MpocneauTb UHGopMaumio 060 BCex OCHOBHbIX MapameTpax
COOTBETCTBYHOLUMX CTaANUN HAMOSTHEHWS AN KaXK4oro HanonHeHHoro 6annoHa.

26. [locbe Ha cepuio JOMKHO cogepxaTb crneayLyo uHdopmaumio (ecnm aTo NPUMEHUMO):

a) (a) HaMMmeHoOBaHWe NPOAYKUMY;

©) (b) Homep cepun;

B) (C) oaTy v Bpemsi NpoBedeHns onepaumm no HanomHEHWIO;

r) (d) nmepcoHan, BbINOMHSBLUWA OCHOBHblE CTaguM npouecca (Hanpumep, OYUCTKY FMHUIA, NPUEMKy
mMaTtepvanos, MOArOTOBKY SIMHWI HanoOMHEHUs, NPOBEeAEHNE HaMONHEHNs);

4) (e) ccbinky Ha Homep(a) cepuun(un) rasa(oB), KOTOPbIA MCMOMb30Basnca A4S onepauvin Mo HamnoHEHWUIO
cornacHo nyHkTy 32 HactosLero [NpunoxeHus, BKNOYasa ero ctaTyc (paspeLleHne K HanosTHEHWIO);

e) (f) ucnoneayemoe obopynoBaHue (Hanpumep, KONSeKTop HaMnoHEHWS);

X) (g) konuuyectBO 0annoHOB W (MNM) MEPEHOCHBLIX KPUOTEHHbIX EMKOCTEW [0 Onepaumm HamnosIHEHMS,
BKIIOYasA MAEHTUMDUKALMOHHbIE AaHHbIE KaXa0N eMKOCTU N ee reOMeTpUYEeCckuin obbem;

3) (h) onepauwnu, BeINONHEHHbIE A0 HanonHeHus (NyHKT 41 HacToswero MpunoxeHns);

) (i) knoyeBble NapameTpbl, Heobxoaumble ANA NOATBEPXAEHMS NPaBUILHOCTWM NPOBEAEHUS onepauun no
HanoNHEeHWI0 NpU CTaHAAPTHBIX YCMOBUSX;

K) (j) pesynbTaTbl COOTBETCTBYIOLUMX MPOBEPOK, rapaHTUpyLmuX, 4TO BannoHbl U (UnKn) nNepeHoCHble
KPUOTEHHbIE eMKOCTM Bblnn HanoMHeHbI;

n) (k) obpasey ITUKETKN CEPUN;

M) (I) cneumdmkaumio NekapCcTBEHHOrO CPeACcTBa M pe3ynbTaTbl KOHTPONSA KadecTBa (BKMOYAs CCbINKM Ha
TeKyLllee COCTOAHWE KanmbpoBkM 060pyAOBaHUS, NCMONBb30BAHHOIO B XOA4€e UCMbITaHU);

H) (m) KonuuecTBO 3abpakoBaHHbIX 6anNMoOHOB M (MNKN) NEPEHOCHBLIX KPUOTEHHbIX €MKOCTEN C NpuBegeHneM
NX MHOMBUAYanbHbIX MAEHTU(MKALNOHHBIX AaHHbBIX U NPUYMHBI 3aOpPakoBKY;

0) (n) noapoGHble cBegeHNsi 060 Bcex Npobnemax M OTKNOHEHMWSX, YyTBEPXKOEHHOe pa3peLlueHne Ha ntoboe
OTKMOHEHWE OT MHCTPYKUMIA NO HaMOMHEHWIO;

n) (o) paspeLueHre ynornHOMOYEHHOrO fiMua Ha BbiMyCK CEPUU C MPOCTaBMNEHHbIMU AAaTOW 1 NOAMUCHIO.

27. (18) TMMpoussBognTenb [AOMKEH XPaHWTb [OCbEe Ha Kaxayl Cepuvio rasa, npegHasHayvyeHHylo Ans
HanonHeHus pesepByapOB B MEeAWLMHCKMX OpraHu3aumsax. [locbe AOMKHO BKMOYaTb Creayowyo MHOpMaLmnio
(ecnn aTO NPUMEHNMO):

a) (a) HaMMeHOBaHMe NPOAYKUMY;

©0) (b) Homep cepuy;

B) (C) CCbINKy Ha WOEHTU(UKALUWOHHBIA HOMEep eMKOCTU (UMCTepHbl), B KOTOPOM cepus paspelleHa K
peanusauuu;

r) (d) oaty n Bpems onepawum No HaMOMHEHWIO;

4) (e) nepcoHan, BbINOMHUBLLMI HANOMHEHWE eMKOCTU (LIUCTEPHDI);

e) (f) nHdopmaLmio 0 eMKOCTU (LUMCTEPHE), U3 KOTOPOM NPOU3BOAMIIOCE HaMONHEHWE, UHGpOpMaLMS O rase,
NCMNONb30BaBLLUEMCS AN HAMOJHEHUS;

X) (g) cBegeHns 060 Bcex CyLLEeCTBEHHbIX AeTarnsiX HanoMHeHNs;

3) (h) cneumdwmkaumio Ha roToBbIV NEKAPCTBEHHbIN NpenapaT U pe3ynbTaTbl KOHTPOMNS KayecTBa (BKIOYas
CCbIJIKM Ha TeKylllee COCToAHME KanmbpoBkn 060pyaoBaHNst, UCNOMb30BAHHOIO B XOA4E UCTbITaHWN);

n) (i) noapobHble cBegeHns 060 Bcex npobnemMax M OTKIIOHEHUSIX, YTBEPXKOEHHOe paspelueHne Ha nwoboe
OTKIOHEHWEe OT UHCTPYKLMI MO HANOSTHEHUIO;

K) (j) pa3peLLeHMe yNONHOMOYEHHOTO NLA Ha BbIMYCK CEPUU C NPOCTaBIIEHHBbIMW AATOW U NOAMNUCHIO.

28. Ecnu HopmaTtuBHbIMW MpaBoBbIMM akTamu Poccuiickon ®Pepepaumy YCTaHOBMEHbI CrneuuanbHble
TpeboBaHWs K COAEePXaHUI0 yKazaHHOTro JoCkbe, Takme TpeboBaHMsA A0MKHbI cobnoaaThes.

MpoLiecc nponssoacTea
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I'Iepemeu.l,eHme N AoCTaBKa KPNOreHHbIX N CKUXKXEHHbIX ra3oB

29. (19) lNepemelueHne KPUOTEHHbIX UMM CXKWKEHHbIX ra3oB C MeCTa MEepPBUYHOrO XpaHEHMUsl, BKo4as
KOHTPOMb Nepea nepemMeLleHnem, JOIMKHO OCYLLECTBMATLCA B COOTBETCTBUM C BanuaupoBaHHbIMK Npoueaypamu,
paspaboTaHHbIMM C Uenbl NpedoTBpalleHMsl BO3MOXHOW KOHTaMuHauuu. TpybonpoBod, MO KOTOpPOMY
nepemeliaeTca ras, QJofbkeH ObiTb obopygoBaH oOpaTHbIM KnamaHOM WAW  APYrMM  COOTBETCTBYHOLLUM
ycTponctBoM. [Mbkne coeamHeHusi, HeCcTauuoHapHble COeAVMHUTENbHbIE LUMaHrM U cpeacTBa Ans COeAVMHEHWS
nepeg Ucnonb3oBaHWEM AOITKHbI ObITb MPOMbITHI MOTOKOM COOTBETCTBYHOLLLErO rasa.

30. (20) WnaHrn, ncnonbdyemble A1 HanosIHEHUS Pe3epBYyapoB U LIMCTEPH, AOMKHbI ObiTb 060pyAOBaHbI
cpeaoctBaMu Ol COEOVHEHWs, cneuuanbHO npedHas3HadeHHbIMW Ans JaHHOW npoaykuuu. Mcnonb3oBaHue
afjanTtepoB, MO3BOMSAIOWMX MOAKMNOYaTb pesdepByapbl WM UWCTEPHbI, AOMKHO Hagnexawumm obpasom
KOHTPONMpPOBaTLCS.

31. (21) Nopava rasa B pesepByapbl, COAepXKaLlMe aHaNOrM4YHbIN ra3 Takoro e YPOBHA KayecTBa, MOXET
ObITb OCYyLLECTBNEHa NPW HanUuMM MNOMOXWTENbHbLIX Pe3ynbTaToOB MWCMbITAHUI KavecTBa NogaBaemMoro rasa.
O6paseL moxeT ObITb OTOOPaH kak U3 NogaBaemMoro rasa, Tak U U3 pesepsyapa nocrne 3asepLueHns nogayn rasa.
Ocobble ycrnoBMsi B OTHOLUEHWW KOHTPOMsS KadecTBa NPV HaMoONHEHMM pe3epByapoB, PacnOfIOXKEHHbIX Y
npuobpeTtaTenen, n3noxeHol B NyHkTe 56 HacTosiwwero MNpunoxeHus.

HanonHeHue n MapKnpoBKa GannoHoB n NepeHOCHbIX
KPUOreHHbIX EeMKoCcTeNn

32. (22) lNepen HanomnHeHvem 6annoOHOB M MNEPEHOCHbIX KPUOFEHHbIX €eMKOCTen cepusi(un) rasa(os)
porkHa(bl) 6bITb MaeHTUdUUMpoBaHa(bl) U NPOKOHTpPONMpoBaHa(bl) B COOTBETCTBUM CO crneumdukauusamm un
paspeLueHa(bl) NS NPoBeaeHUs HanoNHEHS.

33. (23) B cnyyae ocyuwecTBneHUs HenpepbiBHbIX MNPOLECCOB Ans obecrneyeHus COOTBETCTBMA rasa
cneundukaumam HeobxoauMo yCTaHOBUTbL COOTBETCTBYIOLLME TOYKM KOHTPONSA NPON3BOACTBA.

34. (24) BannoHbl, NEpPEeHOCHbIE KPUOTrEeHHbIE €MKOCTU M KnamaHbl OOSPKHbl OTBEYaTb YCTaHOBIIEHHbLIM
TEXHUYECKMM creundukaumam n TpeboBaHNsaM permcTpaumoHHoro gocbe. OHU OOMKHbI ObITb NpeaHasHayveHbl
TONbKO AN OOHOIO MeAMLMHCKOrO rasa WUnu onpeaeneHHon cMecu MeAUUMHCKUX ras3oB. bannoHbl AomkHbl ObiTb
MapKMpoBaHbl C UCMOJSIb30BaHNEM LIBETOBOW MapKMPOBKN B COOTBETCTBUW C YCTaHOBMNEHHbIMU TpeboBaHuamu. Ong
obecrneyeHns 3alWMTbl OT KOHTaMuMHauuMu 6annoHbl OOMKHbl ObiTb OCHaLlEeHbl KnamaHamu yaepaHus
MWHUMarbHOIO A4aBMeHNs C MexaHn3Mamun NpeaoTBpaLleHns NoToka B o6paTHOM HanpaBreHuN.

35. (25) bannoHbl, NepeHOCHbIE KPUOTEHHbIE EMKOCTU U KranaHbl AOJKHbI OblTb MPOBEpPEHbI Nepes NePBbIM
ncrnonb3oBaHMeM B MPOM3BOACTBE U OOCNyXmBaTbCa Hagnexawum obpasom. [Npyu ucnonb3oBaHuM M3genun
MEOMUMHCKOrO HasHa4yeHus MX TexHM4Yeckoe obCnyxmBaHue AOIPKHO OCYLLECTBMASATLCH COrNMacHO MHCTPYKUMAM
npoussogutens 6annoHoB, NEPEHOCHbIX KPUOreHHbIX EMKOCTEN W KranaHoB.

36. (26) Onepaumm No NpPoBEpPKE M TEXHUYECKOMY OBCNYXMBaHWIO HE OOSPKHbI OKasbiBaTb OTpULATENbHOMO
BO30EWNCTBUSA Ha KayecTBO M Be3onacHOCTb fekapCTBEHHOro npenaparta. Boga, ucnonb3yemas ans ucnblitaHun
GannoHoB rMapocTaTM4Yeckum AaBrneHueM, AOofkHa oTBeyaTb TpeboBaHWsM B OTHOLUEHUM KayecTBa MUTbEBOW
BOAb!.

37.(27) Ans rapaHTUmn OTCYTCTBUSA KOHTaMWUHaLUW BHYTPEHHEE COCTOsIHME OannoHOB A0 YCTaHOBKU KranaHa
OOIDKHO noABepratbCA  BM3yanbHOMY OCMOTPY Ha npegmMeT OTCYTCTBUSI OCTaTkoOB BOAbl WM ApPYrux
KOHTaMMHaHTOB. YKasaHHyl0 onepauuio HeobXxoOAMMO BbIMOMHATL Kak 4YacTb MPOBEPOK W TEXHUYECKOro
ob6ecnyxunaHna. OHa foMmKHa OCYLLECTBNSATHLCS:

B OTHOLUEHMM HOBbIX 6anmnoHOB, BNEPBble NCMOMb3YHLNXCA ANS MEAWLVNHCKMX ra3os;

nocrne npOBEAEHUS WCMbITAHUM TUOAPOCTAaTUYECKMM [OaBfEHUMEM WNN 3KBMBANEHTHbIM MWCMbITAHMEM C
OEMOHTaXeM KranaHa;

KaXXObll pa3 Npu 3amMeHe KnanaHa.

38. lNocne ycTtaHOBKM KnanaH AOMMKEeH HaxOAMTbCS B 3aKPbITOM COCTOSIHUM ANs npegoTBpalleHus niobon
KOHTamuvHauun. B cnyvyae BO3HMKHOBEHMS MOObLIX COMHEHWUA OTHOCMTENbHO BHYTPEHHEro COCTosHMA 6annoHa
KrnanaH JorpkeH ObiTb AEMOHTUPOBAH, a BHYTPEeHHee COCTosiHMe B6anmnoHa nogBeprHyTo ocMoTpy Ans obecneyeHus
YBEPEHHOCTU B OTCYTCTBUM KOHTaMUHaLNW.

39. (28) [lMpousBoguTenb [JOMKEH OCYLWECTBMATL TEXHUYECKOe OOCMNyXMBaHWE W PEMOHT 6ansoHoB,
NepeHOCHbIX KPUOTEHHbIX eMKOCTeR M knanaHoB. [Mpu BbIMONHEHWM 3TUX paboT Mo AoroBopy paboTbl AOIMKHbI
BbIMOSIHATLCA TONbKO MWCMOMHUTENAMM, yKasaHHbiMM B JoroBope. B pgoroBopbl, B COOTBETCTBMM C KOTOPbIMU
paboTbl NepeaalnTcs Ha ayTCOPCUHT, PEKOMeHOYeTCs BKMNoYaTb TEXHUYECKME YCMOBUS BbIMONHEHUSI TakMxX paborT.
lMpomssoanTenb [OOMKEH NPOBOAUTL MNPOBEPKW BLIMOMHEHWUS WCNOMHUTENAMW YCMOBMIW [OroBopa, BKOYas
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ycrnosus 0 cobniogeHnn TpebosaHun Hactoswux MNpaswun.

40. (29) lMNpowussoaouTenb OomMKeH paspaboTaTb CMCTEMY, MO3BONSAOLWY0 obecneunTs NPOCNexmnBaeMocTb
6annoHoB, NePEHOCHbLIX KPUOTEHHbIX EMKOCTEN U KinanaHoB.

41. (30) MNMpoBepkun, NnpoBoaUMbIE Nepes onepaumnen HanorHeHUs, AOMKHbI BKNIOYaTb:

a) (a) npoBepky 6annoHOB NO YTBEPKAEHHOM Mpoueaype B OTHOLIEHUN HAaNMUYnsa OCTaTOYHOro M36bITOYHOMO
OaBreHnsa ons kaxgoro 6annoxa:

ecnn 6annoH obopydoBaH KnanaHoOM yAepXaHWsi MUHUMAarbHOro AaBrfieHusi, TO NMpu OTCYTCTBMM cUrHana,
CBUOETENbCTBYIOWEro O HalNMyum OCTaTOYHOIO M3ObITOMHOrO AaBreHus, OOMkHa OblTb nNpoBedeHa npoBepka
KnanaHa, ecnu knanaH yHKUMOHUPYET HenpaBuIibHO, OanmnoH [ormkeH ObiTb OTMpaBfeH Ha TexXHWYeckoe
obcnyxumBaHue;

ecnn 6annoH He obopyaAoOBaH KNanaHoOM yaep>KaHUa MUHUMArbHOrO AaBrneHus 1 B 6annoHe He 0BHapyXeHo
OCTaTOYHOro M36bITOYHOrO AaBreHns, Takon 6annoH AormkeH BbiTb OTNpaBneH Ans NPoBeaeHUs ONOMHUTENbHbIX
UCMBITAHMIN C LEenbio NPOBEPKN OTCYTCTBUS KOHTaMUHAUMM BOOAOW MNW OPYrMMW BelLlecTBaMu; OOMOMHUTENbHbIE
Mepbl MOryT BKMOYaTb BU3yarbHbII OCMOTP BHYTPEHHEro COCTOSHWS ©annoHa, KOTOpbI NpOBOAWUTCS Mocne
OYUCTKN C UCMONb30BaHWEM BanMaMpPOBaHHOIO METOAa;

©) (b) npoBepky TOro, YTO NAEHTUMPUKALNOHHbBIE STUKETKM NpeablayLLen Cepumn OTCYTCTBYIOT;

B) (C) NMpoBepKky TOro, YTO BCE MNOBpEXAEHHblE WAEHTUMUKALNOHHBbIE 3TUKETKM MpOoAyKTa yAareHbl U
3aMeHeHbI;

r) (d) BHEWHUA BM3yanbHbI OCMOTP Kaxgoro 6annoHa, NepeHOCHOW KPUOreHHOW eMKOCTU W KnamaHa c
Lienbio BbISIBIIEHNSI PpAKOBWH, CBAPOYHBLIX NPOXWIoB, APYrMX NOBPEXOEHUA Y KOHTaMWMHALMM MacnamMu, a Takke npu
HeobX04MMOCTUN MPOBEAEHNE OYUCTKN;

A) (e) npoBepKy coeavHeHus naTpybka kaxgoro 6HannoHa wnu NEepeHOCHOW KPUOreHHOW €MKOCTWU Ha
COOTBETCTBME TUNY COeQUHEHUS ANs HAMONTHAEMOro rasa;

e) (f) npoBepky AaTbl crneayloLlero UCMbiTaHUsA KnanaHa (4ns KrnanaHoB, Nognexaliux nepuoguyeckomn
nposepke);

X) (g) nposepky 6anfnoHOB WM MNEPEHOCHbLIX KPUOTrEeHHbIX €MKOCTeW Ha npeameT MNpoBedeHUs BCeX
HeobOXOAMMbIX UCMbITAHUA  (HanpuMep, NPOBEpPKY rMApOCTaTUYECKMM AaBfEHUMEM UMM 3KBUBANEHTHbIM
UcnblTaHMeM), MpoBeAeHNEe KOTOpbIX TpebyeTcss B COOTBETCTBMM C HOPMATMBHBIMWM MNPaBOBLIMW  aKTaMM
Poccuiickon ®efepauuu, u NpoBepKy 4eNCTBUTENBHOCTU PesynbTaToB 3TUX UCMbITaHWIA;

3) (h) npoBepky LBETOBOV MapKMpOBKW Kakgoro 6anmnoHa B COOTBETCTBMM C PErMCTPaLUOHHBIM [OChbe
(uBeTOBast KOANPOBKA COMNACHO YCTAHOBMEHHLIM TPeboBaHMAM).

42. (31) Paamep cepumn gomkeH ObITb onpeaeneH B 3aBUCMMOCTM OT ornepauumn HanosHeHus.

43. (32) bannoHbl, Bo3BpaLLlaemMble Ha MOBTOPHYK 3anpaBKy, OOMKHbl ObiTb TWATeNbHO NOArOTOBMEHbI C
LUenbio MUHMMU3aALUM pUCKa KOHTaMMHaUUW B COOTBETCTBMM C YCTaHOBMEHHbIMW npoueaypamu. MeTtoauku,
BKIIOYaKLLME npoueaypbl OTKauMBaHWs W (Mnv) NPOAYBKW, AOMKHbI ObiTb BanuaupoBaHbl. [na cxaTbiX rasos
TeopeTuyeckoe coaepxaHue npumecu npu gaerneHun HanornHeHusa 200 6ap [omkHO cocTaenaTb He 6onee 500
006BbEeMHbIX YacTen Ha MUMOH npu TemnepaType 15 °C. [nsg gpyroro gaBneHUs onpeaenstTcs 9KBMBaANEHTHbIE
3HayeHwus.

44. (33) C uenbio MUHMMMU3ALMWN pUCKa KOHTaMUHALMMW NEPEHOCHbIE KPUOreHHbIE eMKOCTM, BO3BpaLLaeMble
Ha MOBTOPHYH 3anpaBKy, OOSPKHbI TWATeNbHO MOArOTaBMMBATLCHA COMNMACHO YTBEPXAEHHbIM npouenypam. B
YaCTHOCTU, NEPEHOCHbIE EMKOCTH, B KOTOPbIX OTCYTCTBYET OCTaTOMHOE AaBfieHne, OOSMKHbI OblTb MOATOTOBMEHLI C
ncnonb3oBaHWeEM BanMaMpoBaHHOro MeToaa.

45. (34) MNpounsBoaguTenb OOMKEH NPOBOAMTL COOTBETCTBYOLLME NPOBEPKM Ans obecrneveHuss npaBuUIIbHOIO
HanosHeHUs KaXxgoro 6annoHa u (Mnm) NepeHOCHON KPUOTEHHOM EMKOCTMU.

46. (35) Kaxabin HanonHeHHbIM 6annoH OO YCTAHOBKM YCTPOMCTBA KOHTPOMS MEPBOro BCKPbITUSA (MYHKT 47
HacTosiwero MpunoxeHns) AOMmMKeH BbiTb MPOKOHTPONMPOBaH C MCMOMb30BaHNMEM COOTBETCTBYHOLLEro MeToda Ha
OTCyTCTBME YyTeyku. Mcnonb3yembii MeTod KOHTPONSA He AOIPKEeH MNpMBOAWTb K KOHTaMMHAUMM MOBEPXHOCTU
natpybka knanaHa 6annoHa. MNpu HanMYMM BO3MOXHOCTW TakoW KOHTPOJb AOIDKEH OCYLLECTBNATLCA nocrne otbopa
BCex 00pa3L0oB ANA KOHTPOIA KavyecTsa.

47. (36) lMocne HanonHeHus naTtpybku knanaHoB 6annoOHOB AOMKHbI ObITb 3aKPbITbl KOMMadykamu Ans
3alWMTbl OT KOHTamuHauun. Ha 6annoHbl U NepeHOCHbIE KPUOFEHHbIE €MKOCTU [OOSMKHblI OblTb YCTaHOBMEHbI
YCTPOWCTBA KOHTPONSi NEPBOrO BCKPbITUS.

48. (37) Kaxgbim GannoH unu nepeHocHas KpUOreHHass eMKOCTb [OOJDKHbI ObiTb MPOMapKMpoBaHbl C
NMOMOLLbIO STUKETOK. HOMeEp cepumn 1 CPOK roaHOCTM MOTYT ObITb YKa3aHbl HA OTAENbHON STUKETKE.

49. (38) MNMpu Npon3BOACTBE MEAMLIMHCKMUX ra30B NyTeM CMELUMBaHUS ABYX unu Gonee pasnuyHbIX ra3os (B
NVHUX  ONs HamomnHeHuMst N0 HenocpeACTBEHHO B 6annoHax) npov3BoAMTENb [OOSPKEH MCMONb3oBaTb
BanvaupoOBaHHbIN MeTo CMELLUMBAHUSA, KOTOPbIA rapaHTUpyeT, YTO rasbl AOIDKHbIM 00pa3oM CMeLlaHbl B KaXKAoM
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OannoHe, n obecne4ynBaeT roMOreHHOCTb CMECH.
KoHTponb kayecTBa

50. (39) Kaxpas cepvs MeaMLUMHCKOro rasa (6anmoHbl, MEPEeHOCHbIE KPUOrEHHbIE €MKOCTU, pe3epByapbl B
MEeOUUMHCKUX opraHm3aumsix) JdorkHa OblTb MPOKOHTPONMpOBaHa B COOTBETCTBUM C  YCTAHOBIIEHHLIMU
TpeboBaHMAMUN. B OTHOLIEHUM KaXXOOW CEpPUMN OOIMKHO ObITb MOMYYEHO paspelleHne YNOSTHOMOYEHHOro nvua Ha
BbIMYCK.

51. (40) MNnaH oTt6opa Npob 1 06bEM NPOBOAMMbBIX UCMLITAHUIA AOJMKHBI OTBEYaTb CreayoLlwmmMm TpeboBaHnaM
B OTHOLWEeHMN 6annoHoB (ecnu B npoLeaypax He yCTaHOBIEHO UHOE):

a) (a) ecnn TONbKO OOAUH MEAWLMHCKMM ra3 HanonHaeTcs B 0annoHbl C UCNONb30BaHMEM KOMMekTopa, K
KOTOPOMY OAHOBPEMEHHO MOACOEAMHSAIOTCH HECKONbKo BannoHoB, rad AormkeH ObiTb NPOKOHTPONUPOBAH, Kak
MWHUMYM, U3 OAHOro BannoHa Ans yCTaHOBMEHMS NOASIMHHOCTU M KONMMYECTBEHHOrO onpeaerneHus, obpasubl
OOMKHbI OTOMPATLCH OT KaXXAOoro LMKna HanonHeHus npu 3aameHe 6annoHoB, NOAKMOYEHHbIX K KOMMEKTOoPY;

©) (b) ecnu TONbLKO OAMH MEAWLMHCKMI ra3 HamnomnHseTcsa B 6annoHbl B paMkax O4HOro Npov3BOACTBEHHOIO
UMKna B OOMH MPOMEXYTOK BPEMEHW, TO MO KpavHen mepe oavH 6anmoH mpu Kaxgom HENpPepbiBHOM LMKNe
HanosHeHUs OOMKEH ObITb MPOBEPEH HA NMOAMMHHOCTL M KONIMYECTBEHHOE cofepaHue. Npumepom HenpepbIBHOrO
UMKIa HarnosfiHeHUs SBMsieTCs NpPOU3BOACTBO B TeYEHME OAHOW CMEHbl OOHUM U TEM e MepcoHanoM C
ncnonb3oBaHMeM ogHOro o6opyaoBaHMsA 1 OOHOWM cepum rasa, KOTopbi pacdacoBbIBarcs;

B) (C) ecnv MeguUMHCKUIA ra3 roToBUTCS NyTeM cMelunBaHuns B 6annoHe AByx unu 6onee pasnuyHbiX ra3oB
M3 OOHOrO W TOrO0 e pacnpefenuTenbHOro KOmnmekTopa, TO ra3 u3 Kaxgoro OannoHa [ormkeH ObiTb
MPOKOHTPOMNMPOBAH Ha MOASIMHHOCTbL M KONMUYECTBEHHOE COAEepXaHue BCeX KOMMOHEHTOB ras3oBon cmecu. B
OTHOLLIEHMM BCMOMOraTebHbIX BELWECTB (MPU X Hann4iumn) UcnbiTaHMe Ha NOASIMHHOCTb MOXET BbINOMHATLCA AN
ofgHoro GannoHa M3 UuKna HamonHeHust (Mnu Ans KaXkgoro HenpepbiBHOrO UMKnia HanornHeHus). MeHbliee
konm4yectBo 6anmnoHOB MOXET noABepratbCsd MWCMbITaHUSIM B CnydYae UCNOMNb30BaHWS BanvanpOBaHHbIX
aBTOMaTU3MPOBAHHbLIX CUCTEM HAMOSTHEHWS;

r) (d) B OTHOLIEHMM ra30B, CMELUMBaHWE KOTOPbIX MPOUCXOQNT OO HanomnHeHus, Heobxoammo cobniogatb Te
e MPUHLMNbI, YTO U B OTHOLLUEHUWN HaMOMHEHUSA OOHMM ra3oM, KOr4a Ha JIMHUWM OCYLLECTBISETCA HENPEPbIBHbIV
KOHTPOMb CMECU ra3oB, MCNOSMb3yeMbIX A1 HANOSHEHUS.

52. B OTHOWeEHMN ra30B, CMELUMBAHWE KOTOPbIX MPOMCXOAMT [0 CTaguMu HamnofHeHus, Heobxoaumo
npuaepXmBaTbCa TEX Xe MPUMHUUMOB, Kak M AN ra3oB, CMELUMBaHME KOTOPbIX NpoBoAWUTCst B GannoHax, npu
OTCYTCTBMM Ha NNHUN HENPEPBLIBHOTO KOHTPOISA CMECK ra3oB, UCMOMb3yeMbIX ANS HAMOIHEHUS.

53. [lomKkHbI BbIMOMHATLCA UCMbITAHWUSI HA COAEePXXaHWe BoAbl, ECNN MPoOU3BoaUTENEeM He 0OOCHOBaHO MHOE.

54. [lonyckaeTcs ucnonb3oBaHve Apyrux Metoguk otbopa obpasuoB 1 UCNbITAHUA NPU HANWYUKN TaKOro e
YpOBHS obecneyveHus kayecTea.

55. (41) BaBepiatoLime UCMbITaHUSE MEPEHOCHbBIX KPUOTEHHbIX EMKOCTEN AOSMKHbI BKIKOYATb UCMbITAHUSA Ha
MOAMWHHOCTL W KOMWYECTBEHHOE oOnpedeneHne B KaXOoW €eMKOCTM, €CnM MHOe He npedycMOTPEHO
yCTaHOBMEHHbIMU TpeboBaHNsIMU. BbIGOPOYHBIN NOCEPUIHBIA KOHTPOSb MOXET MCMOMb30BaTbCH TOMbKO B Cny4ae,
ecnu 6bINo gokasaHo, YTO nepes MOBTOPHbIM HAMOMHEHWEM KPUTUYECKUE XapaKTepUCTUKM OCTaTOYHOro rasa B
Ka)K,o eMKOCTU ocTanucb 6e3 uamMeHeHu.

56. (42) He TtpebyeTca npoBegeHve oTOOpa 0OpasuoOB MOCrie MOBTOPHOrO HAMOMHEHUS] KPUOTEHHbIX
eMKocTel npuobpeTtatenerri B MeCTe UCMNOMNb30BaHWs (pe3epByapbl B MEOUUMHCKUX OpraHuM3aumsix unm
NepeHoCHblE KPUOTEHHblE EMKOCTM) M3 ChneuuanbHo npedHasHa4vyeHHbIX UWCTEPH NPU HanMUuun [OOKYMEHTA,
NOATBEPKAAMLLEN0 KA4YeCcTBO COAEPXMMOro WCMOonb3yemon uucTepHbl. [lpy 3ToM nocne nocnegoBaTenbHbIX
MOBTOPHbIX HanNOJIHEHU NMPOU3BOAUTENb OOIMKEH AOKa3aTb, YTO KA4yeCTBO ra3a B €MKOCTHAX MOAAEepXKuBaeTcs Ha
YyCTaHOBMEHHOM YpPOBHE.

57. (43) He TtpebyeTcs coxpaHATb KOHTPOIbHbIE M apxvBHble 06pasubl cepuii NPoAyKUMM, €Crn 3TO He
npegycMOTPEHO AOKYMEHTauunen.

58. (44) He TpebyeTca npoBedeHVMe NPOOOIDKAKLIErOCA WU3y4YeHUs1 CTabWMbHOCTW, €cnv MepBUYHOE
n3yyeHne ctabunbHOCTH ObINO 3aMEHEHO UCMOMNb30BaHNEM AaHHbIX, COAEPXALLUXCS B HAY4YHOW nuTepartype.

TpaHcnopTMpoBKa rasos
59. (45) HanonHeHHble rasoBble GannoHbl U NepeHOCHbIe KpUOreHHbIe eMKOCTU AOMKHbI ObIiTh 3aLUMLLEHbI BO

BpeMA TpaHCNOPTUPOBKW, B YaCTHOCTWU, OOCTaBNATbCA 3aKa34dnkam B YUCTOM COCTOAHUU, COOTBETCTBYHLLEM
ycnosuam mx JanbHenwero Ucrnosb3oBaHus.
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IV. TEPMWHbI 1 OMPEOEJIEHNA

60. Ana uenen Hactodawero MNpunoxeHnsa Kpome TEPMUHOB M OnpeaeneHui, NpeaycMOTpeHHbIX rnason |l
HacToswmx [NpaBun, NCNONbL3YTCA Takke CrneayLme OCHOBHbIE MOHATUS:

amMOynaTopHbI  KPUOTEHHbIN  COCYyA - MEPEeHOCHOMW  TEepMUYECKM  M3ONIUMPOBAHHLIA  KOHTEMHEp,
CKOHCTPYMPOBAHHBIN AN XPaHEHUS CXWKEHHOrO KUCIopoAda W MCMOMb30BaHMsA ra3oobpasHoro kucropoga Ha
OOMY y nauueHTa;

ras - BELWEeCTBO MM CMeCb BellecTB, KoTopble npu gaeneHun 1,013 6ap u Temnepatype nnoc 20 °C
HaxodAaTCA MOJIHOCTbIO B ra3oobpasHOM COCTOsSIHUM MMM npu Temnepatype nnoc 50 °C paBneHve ux napos
npe.biwaeT 3 6ap;

ra3 kak papmaueBTuyeckas cybcTaHumMs - ras, npegHasHavyeHHbln AN MCNONb30BaHWS B KavecTBe
dapmaLeBTUYECKon cybcTaHuMm Ang NponM3BOACTBa NEKapCTBEHHOrO npenapara;

rpynna (cesska) GannoHoB - cobpaHHble W 3akpenneHHble BmecTe 6annoHbl, NOAKMYEHHble Yepes
pacnpegenuTenbHbIA KONNEKTop, TPaHCNoOPTUPYEMbIE N UCNONb3yeMble Kak eUHOE Lenoe;

ucnblTaHue rMmapocTaTMYeckm AaBneHneM - UcnblTaHue, NPOBOAMMOE C Lenbio obecneyeHns 6e3onacHoCTm
B COOTBETCTBMU C YCTaAHOBMEHHbIMU TpeboBaHWsAMM A8 NPOBEPKM TOro, 4to 6anmoHbl MnuM pesepByapbl MOryT
BblAepXaTb 3annaHMpoBaHHbIE BbICOKNE AaBMNeHUs;

KnanaH - YCTPONCTBO A1 OTKPbIBAHMS U 3aKpbIBaHUS KOHTENHEPA;

KnanaH ygepXaHus oCTaTOYHOro AaBfieHMs - KnanaH, yCTaHOBIEHHbIA Ha GannoHe v nogaepXvBarowui B
ucnonb3oBaHHOM GannoHe [JaBneHue Bbile aTMOCHEPHOro C UeNbl NpefoTBpaLLEHUss KOHTaMUHALMK
BHYTPeHHero obbema 6annoHa;

KOHTEWHEep - KpuOreHHbl cocyq (6ak, umctepHa wmnv mMobunbHasi KPUOreHHass eMKOCTb ApYyroro Tuna),
6annoH, ceaska 6annoHoB unu nobas gpyras ynakoBka, KOTOpasi HAXOAMTCA B HENOCPEACTBEHHOM KOHTakTe C
MeOULMHCKUM rasom;

KPWOreHHbIV ras - ra3, Kotopbln oxukaeTtcs npy gasneHun 1,013 6ap npu Temnepatype Huxe muHyc 150 °C;

MaKCMMarbHbIN TEOPETUYECKNIA OCTaTOYHBLIN YPOBEHb NpuUMecH - rasoobpasHas MpMMecb OT BO3MOXHOTO
obpaTHOro nNoToka rasoB, OCTaBLUASsICA MOcne npeaBapuTenbHon obpaboTkn GanmnoHOB nepen ux HanosIHEHUEM.
PacyeT MakcMManbHOro TeopeTUYecKoro YPOBHA MNPUMECcUM UMeeT 3HadeHue TOSbKO AMfs CXaTblX rasoB npwu
NpeanonoXeHUn, YTo 3TK rasbl Be4yT cebs kak naeanbHble;

MEeOULMHCKUIA ra3 - nobol ra3 unm cMech rasos, SIBNALLNECS NTEKAPCTBEHHBIMY NpenapaTamu;

obpaTHbIV KnanaH - KnarnaH, KOTOpbI MO3BONAET NOTOKY MPOXOAUTE TOMBKO B OAHOM HarnpaBneHuu;

OoTKauMBaThb - yoansaTb OCTaTOYHbIN ra3 u3 KOHTenHepa U (MnNn) cucTemMbl C NOMOLLBLI0 Bakyyma [0 AaBreHus
MeHbLue 4Yem 1,013 Gap;

NEepeHoCHOM  KPWOTEHHbIn  cocyd -  TMEepPeHOCHOMW  TepMUYECKNM  U3ONUPOBAHHBIA  KOHTEWHep,
CKOHCTPYMPOBAHHbIN A7 XPaHEHUss B HEM BELLEeCTB B XWAKOM COCTOSIHUW. B uenax npumeHeHus HacTosLero
MprnoxeHnsa gaHHbI TEPMUH HE BKMOYaeT NoHATUE "umnctepHa" (tanker);

npoayBka - ydaneHue OCTaTOYHOro rasa M3 KOHTewHepa W (Mnu) cucTembl MNyTem nepBOHayanbHOro
HarHeTaHusa gaBrneHus ¢ NOMOLLBIO MCMOMb3YEMOro rasa ¢ nocnegyowmm cbpocom aasnexums rasa go 1,013 6ap;

pasgeneHve Bo3dyxa - pasgeneHne aTMocgepHOro BO3[4yxa Ha COCTaBrsowne ero rasbl nyTem
hpaKLMOHHOW AUCTUMMALMM NPU KPUOTEHHbIX TeMnepaTypax;

pacnpefenuTenbHbll  Konnektop - obopydoBaHWe WM YCTPOWCTBO,  CKOHCTPYMPOBAHHbIE — AMS
O[JHOBPEMEHHOIO OMOPOXHEHNSI UM HANOMNHEHUS TAa30M OLHOrO M 6onee KOHTENHEPOB;

pesepByap - CTaUMOHAapPHbLIA TEPMUYECKN W3ONUPOBAHHLIN KOHTEWHEP ANs XPaHEHUs CXUMXKEHHOro Wnmu
KPUOreHHOro rasa, Takke Ha3blBaeMbli "CTaunOHapHbIN KpUOreHHbI cocya'”;

cbpoc gaBneHus - onepauus o yaaneHuto OCTaTOYHOro rasa M3 KoHTenHepa n (Unmn) cMcTemMbl 40 BENUYMNHBI
ocTtaToyHoro gaesneHus 1,013 6ap nytem coeguHeHUs KOHTENHepa U (UNn) CMCTEMbI C aTMOCHEPHBIM BO3LYXOM;

cXaTbln ra3 - ras, pacdacoBaHHbI Mo AaBfNeHWeM C Lenbilo TPaHCMOPTUPOBKKW, KOTOPBLIN OCTaeTcs
MOMNHOCTbLIO B ra3006pa3HOM COCTOSIHUM Npy TemnepaType Bbie MuHyc 50 °C;

CKWXEHHBbIW ra3 - ras, pacgacoBaHHbIN C Lienblo TPaHCMOPTUPOBKKW, KOTOPbLIA OCTAeTCA YaCTUYHO >KUOKUM
unu TBepAbIM Npu Temnepartype Bbiwe MuHyc 50 °C;

LUMcTepHa - TEPMUYECKU W30NMPOBAHHBLIA KOHTEWHEpP, YCTaHOBMEHHbLIM Ha TpPaHCMNOPTHOe cpeacTsBo Ans
NepeBO3KU CXKMKEHHOTO UK KPUOFEHHOrO rasa.
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Mpunoxexne N 7
k MNpaBrvnam Hagnexatwuemn
NPOV3BOACTBEHHOW NPaKTUKK

NPOM3BOACTBO NEKAPCTBEHHbBIX PACTUTEJIbHbIX MPEMNAPATOB
[. MPUHLAM

1. JlekapcTBeHHble pacTuTenbHble npenapaTtbl WMMEKT CHOXHYI npupody W pasHoobpasHble
XapakTepucTuKX, No 3TOW NMPUYMHE MPWU UX NPOU3BOACTBE OCOOYI0 POfb UrPaeT KOHTPOMb UCXOAHbIX MaTepuarnos,
YCNOBUN XpaHeHus 1 nepepaboTku. NcxogHbiM mMaTepmanoM npu Npou3BOACTBE MNEKapCTBEHHbIX PacTUTENbHbIX
npenapaToB SBMSAETCH NEKapCTBEHHOE pacTUTEenbHOe cbipbe. JlekapCTBEHHOE pacTUTENbHOE Cbipbe AOMKHO
nvetb Tpebyemoe kayecTBO, a noAaTBepxaallwme 3TOT pakT [aHHble [OMMKHbl OblTb  MpegocTaBreHsbl
MOCTaBLUMKOM WCXOAHbIX MaTepuarnoB MNPOVM3BOAMTENIO FEKapCTBEHHOrO pacTuTenbHOro npenaparta. [Ons
obecneyeHnss KayecTBa I€KapCTBEHHOrO pacTUTENbHOro Chipbs MOXeT noTpeboBatbcd 6Gonee nogpobHas
nHdopmauma o cnocobe ero nonydeHus (BblpawmsaHus). OT60p cemsH, yCroBus KynbTUBUPOBaHMA u cbopa
ypoxas ABNSATCHA BaXKHbIMW acrnektaMu KadecTBa feKapCTBEHHOrO pacTUTENbHOrO ChipbA M MOrYT BAWATb Ha
MOCTOSIHCTBO KayecTBa [rOTOBOrO f€KapCTBEHHOro pacTUTenbHOro npenapata. [Ona uenew Hagnexaiwero
BblpalimBaHna u cbopa pacTeHui B OTHOLIEHUW COOTBETCTBYIOLLENW CUCTeMbl obecrnedyeHns KadecTsa
pekoMeHAyeTCs MNpUMEeHATb YyTBepxaeHHoe KomuTteToM MO pacTuTenbHbIM JEeKapCTBEHHbIM MpenapaTam
EBponerickoro areHTCTBa MO fleKapCTBEHHbIM cpeacTBam PykoBoACTBO MO  nNpaBwunam  Hagnexailero
BblpaLMBaHNs 1 cbopa MCXOAHOO Cbipbs PpacTUTENBHOMO nponcxoxgeHns (GACP) <*>.

<*> CnpaBou4Ho: PykoBoACTBO MO npasBunam Hagnexaiwero BblpalwuBaHus M cbopa MCXOOHOro Cbipbs
pactutensHoro npoucxoxaeHus (GACP) onybnukoBaHo no agpecy B MH(pOPMaLNOHHO-TENEKOMMYHUKALNOHHOW
cetn WHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003362.pdf

2. Hactosuwee anIﬂO)KeHMe pacrnpocTpaHdeTCA Ha BCe WUCXOOHble MaTepuarbl pacTUTesibHOro
NPOUCXoXXaeHnA, B TOM YUCIe Ha JieKapCTBEHHOE paCTUTESIbHOE Cbhipbe.

3. OcobeHHocTH NPUMEHEHNA pPa3finyHbIX NpaBwuil, B TOM 4UCIl€ HaACTOALUUX I'Ipanm, K Npon3BoACTBY
NeKapCTBEHHbIX paCTUTESIbHbIX NpenapaToB NnpueeaeHbl B Tabnuue N 1.

Tabnunua N 1. OcobeHHOCTM npumeHeHus [NpaBun K NPOM3BOACTBY NEKapCTBEHHbLIX PaCTUTENbHLIX NpenapaToB
<*>

<*> B pgaHHoW Tabnuvue npeactaBneHa pacluMpeHHas nogpobHas nHdopMaumsa B OTHOLWEHWM pasgena no
nekapCcTBeHHbIM pacTuTenbHbIM Npenapatam Tabnuubl N 1 B rmase |V HacTosawwmx Mpaswun.

Buabl pabot [Mpasuna maBa IV a.a lll
Haanexatlero HaCTOALLMX HaCTOALLNX
BblpalymMBaHnsa u Mpasun Mpasun

cbopa (GACP)

KynbTuBmnpoBaHue n cbop pacteHuin, BOOOpPOCIeNn,
rpnboB 1 nuwanHukoB, cbop aKccyaaToB
(BblOENEHNN)

Peska n cylwika pacTteHuit, Bogopocnew, rpubos,
NULLIANHUKOB U 3KCCyaaToB (BblAeneHumn) <*>

OTXUM pacTeHUN 1 NeperoHka <**>

NamenbuyeHune, ob6paboTka aKccyaaToB, 9KCTPaKLMS
U3 pacTeHuin, pakLMOHMPOBaHME, OYNCTKE,
KOHLEHTPUpOBaHWe uUnu pepMeHTaums
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pacTUTENbHbIX CybcTaHUMi

HanbHenwas obpaboTka Ana nonyvyeHus
nekapcTBeHHOM POpMbI, BKMOYAsA YNakoBKY
nekapCcTBEHHOro npenapaTta

MpumeyaHus:

<*> [lpou3BoguTenn OOJKHbI FAPaHTMPOBaTb, YTO AaHHblE CTaguW OCYLLECTBMSKOTCA B COOTBETCTBUMM C
yCTaHOBMEHHbIMK TpeboBaHuAMKU. [Ns HayanbHbIX CTaauMi NPUMMEHUMblI CTaHAapTbl PykoBoAacTBa Mo npaBwunam
Hagnexallero BblpalwmBaHua M cbopa MCXOOHOro Cbipbsl pacTutenbHoro npoucxoxgeHusa (GACP). Hactoswue
[MpaBuna NpUMEHATCA K NPOU3BOACTBEHHbLIM CTaaNsIM PE3KN N CYLLIKU.

<**> B OTHOWEHMN CTagui OTKMMa PacTEeHWA W NEpPeroHkn (ecrnm Heobxoammo, 4YToObl 3TM paboThbl
COCTaBMANMN HEOTbEMIIEMYIO YaCTb Onepauui 3aroTOBKU C LIENb0 COXPaHEHUs KayecTBa MPOAYKUUW B pamKax
YTBEPXKAEHHBIX crneundukauuin) cuntaeTcss npuvemMnemMbiM WX MpoBefeHWe B YCNOBUSIX 3arOoTOBKW, €cnu
KynbTMBUPOBaHME ocylectBnserca B cooTBeTctBum ¢ GACP. Takue ycnoBus cnegyeTt paccmartpuBaTh Kak
UCKMoYeHMe N ODOCHOBLIBATb B JOKYMEHTax pPermcrpauMoHHOro gocke. [ns TakMx paboT, ocyLlecTBhsieMblX B
YCINOBUSIX 3aroToBKW, Heobxoaumo obecneuynTb COOTBETCTBYIOLLYIO [AOKYMEHTAaLMI0, KOHTPOMb W Banvgauuio
cornacHo npuHumnam Hactosiwmx MNpaswun.

[l. TOMELLEHWA N OBOPYOOBAHUE
30HbI XpaHeHUst

4. (1) JlekapcTBEHHOE pacTUTErNbHOE Cbipbe HEOOXOAMMO XPaHWUTb B OTAENbHbIX 30HAaX. OTU 30HbI AOIMKHbI
ObITb 3aLMLLEHbI OT MPOHUKHOBEHUS B HUX HACEKOMbIX M XMBOTHbIX, OCODEHHO rpbI3yHOB. [JOMmKHbI OblTb NPUHATHI
ahbekTnBHbIE Mepbl MO MNPeLOTBPALLEHMIO PacnpPOCTPpaHEHUS MOObIX TaKMX XMBOTHBIX U MWUKPOOPraHM3MOB,
NMPUBHOCUMMBIX C JIEKAPCTBEHHbIM PaCTUTENbHBIM ChIPbEM, AN NpefoTBpalleHnss epMeHTauun unm pocta
nneceHn, a Takke NepeKkpecTHOn KoHTaMmHaumm. Heobxoaumo ncnonb3oBaTth BblAEMNEHHbIE 30HbI AN KapaHTMHA
MOCTyNatoLLIEro NeKapCTBEHHOIO PaCTUTENBHOIO ChiPbsi U NIEKAPCTBEHHOIO PACTUTENBHOMO Cbipbsl, Pa3peLleHHOro
ONS UCrosib30BaHUA.

5. (2) 3oHa xpaHeHWsa OOMmKHa XOpOLWO BeHTUnMpoBaTbes. Mopagok pasMelleHns ynakoBOK He OOSbKeH
npensiTcTBOBaTh CBOOOAHOW LIMPKYNALMM BO34yXa.

6. (3) Ocoboe BHMMaHWE HEOOXOAMMO YOENATb YACTOTE U Haanexallemy OOCNyXMBaHWUIO 30H XpaHEHWs,
0cobeHHO Tam, roe obpasyeTcs Mbifb.

7. (4) Ecnu gnsa xpaHeHUss NCXo4HbIX MaTepuanoB 1 NIEKAPCTBEHHBLIX PacTUTENbHbBIX MpenapaToB TpebyoTca
ocobble yCrnoBusi B OTHOLLEHWMM BM@XHOCTW, TeMnepaTtypbl M 3awuTbl OT CBETa, TakuMe YCcroBus HeobXxooumo
obecneunBaTb N KOHTPONUPOBATD.

lMponssoacTBeHHas 30Ha

8. (5) MNpu oTbope npo6, B3BELWMBAHUW, CMELUMBAHMM W JOPYTUX TEXHONOMMYECKMX onepauusax C
NeKapCTBEHHLIM PaCTUTESNbHBLIM CbIpbEM, COMPOBOXAAKLWMUXCA Mbleobpa3oBaHMeEM, HeobxoAuMO NpUHMMaTb
ocobble Mepbl MO NOAAEPXKAHMIO YUCTOTbI, @ Takke MO NPefoTBPALLEHUIO NEPEKPECTHOTO 3arps3HeHns (yaaneHue
NbInK, BbiAENeHne cneumanbHbIX MOMELLEHWN).

O6opynoBaHue

9. (6) O6opynoBaHue, MUNBTPYIOLLME U MHbIE MaTepuarbl, UCNOfb3yeMble B MPOU3BOLACTBEHHOM MpoLecce,
OOMKHbl OblTb COBMECTUMBbI C pacTBOpUTENEM, WCMOMb3yeMblM ANs  3JKCTpakuuwn, Ans npegoTBpalleHuvs
Kakoro-nnbo BblAENEHUS UMK HexenaTenbHOoM abcopbunn nekapCTBEHHOIO PacTUTENBHOIO CbiPpbs, KOTOPbIE MOTYT
MOBNUSITb HA NPOAYKLMIO.

Il. QOKYMEHTALMA

Cneu,mcbwkau,mm Ha NCXOaHOE Cblpbe
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10. (7) MpousBoanTenu nekapcTBEHHbIX pacTUTEmNbHbLIX NpenapaTtoB OOIMKHbI YyO6eanTbcs B TOM, YTO OHM
MCMNOMb3YT TOMbKO TO fleKapCTBEHHOE pPacTUTENbHOE Cbipbe, KOTOPOE MNpPOU3BEAEHO B COOTBETCTBUMM C
HacToawmmy [NpaBunamm (¢ ydyetom Tabnuusl N 1 Hactosiwero [NpunoxeHus) M perncTpaumoHHbIM [OChe.
Heobxoaumo MMeTb McYepnbiBaloLWY AOKYMEHTaLUMIo, KacaloLlyioCcs OLEHKW MOCTaBLUMKOB WCXOOHOMO CbIpbs
pacTUTENbHOro MPOUCXOXAEHWS, MpoBedeHHON nMbo caMmum Npou3BOAMTENEM JeKapCTBEHHOrO PacTUTENbHOro
npenapaTta, nMb0 MO ero MOPy4YeHMI0 WHbIMKM nuuamu. PesynbTaTbl OLEHKUM MOCTaBLUMKOB B OTHOLUEHWUU
11eKapCTBEHHOrO PacTUTENbHOMO Cbipbs SABMSAIOTCA OCHOBOMOMAaralwWmMMn AN KadecTBa WMCXOQHOMO  CbIpbS.
Mpomssogutens obpallaeT BHMMaHWEe Ha TO, YTO MOCTaBLUMKM JIEKAPCTBEHHOrO PacTUTENbHOIO CbipbS UMK
npenapaTta paboTalT B COOTBETCTBMM C PyKOBOACTBOM MO MpaBwuiaM Haanexallero BblpaliymBaHusa u cbopa
WCXOAHOrO Chipbsi pacTuTensHoro nponcxoxaeHus (GACP).

11. (8) Ana Toro 4tobbl cooTBETCTBOBaTL TPEOOBAHUSAM, YCTAHOBIEHHLIM MyHKTamn 92 - 134 HacTosAWwmx
MpaBun, B cneuudmkaumm Ha neKkapCTBEHHOE pacTUTENbHOE Cbipbe€ WU feKapCTBEHHblE pacTUTENbHbIE
npenapaTbl HEOBXOAMMO BKMOYaTh:

Hay4yHOe HasBaHWe pacTeHus B COOTBETCTBUM C BuHapHOoM cuctemow (pod, BuAbl, NOABWMALI U (UNn)
pa3HOBMAHOCTW, a Takke aBTopa (Hanpumep, JIMHHeN), Npu HeobxoaMMOCTK Takke crneayeT NPeacTaBUTb UHYIO
nHdopmaumio (HanpMMep, Ha3BaHWe copTa, XeMOTUNUYECKYIO Pa3HOBUAHOCTbL);

noapoOHble AaHHbIe O MPOUCXOXAEHWUU PacTeHus (B YaCTHOCTM, CTPaHa Wiv pervoH npouspacrtaHus nubo
KyNMbTMBMPOBaHMS, BpPeMs W Crnocob 3aroTOBKW, BEPOATHO WCMOMb30OBaHHble NEeCcTUUMAbl, BO3MOXHOE
pagnoakTMBHOE 3arpsasHeHune);

cBeeHMs O TOM, Kakasi(ne) yacTtb(1) pacteHus ucnonb3yeTcs(toTcs);

UHGOPMaLMIO O CNocobe CyLLIKX, eCrN NCMOMb3YIOT BbICYLLEHHbIE PacTeHWS;

onncaHme neKapCTBEHHOr0 PacTUTENbHOrO Chbipbs, a TakkKe AaHHble ero Makpo- M MUKPOCKOMUYECKOro
nccnegoBaHUiA;

AaHHble O HeOoBXOAMMbLIX WCMbITAHUSAX Ha MOAMMHHOCTL, BKMYas Mpu HeobxogumocTW WUCMbITaHWMSA Ha
MOAMWHHOCTL AN  WHIPEOUEHTOB C W3BECTHOW TepaneBTUYECKOW aKTUBHOCTbIO wnn  MapkepoB. Ecnu
nekapCcTBEHHOE pacTUTenbHOE Cbipbe MOXHO anbcuduumpoBats M (UNu) MNOAMEHUTb, TO HeobxoanMmbl
cneundunyHble guddepeHumpylowme ncnbitanns. [na onpegeneHns MOASIMHHOCTU B PaCMOPSKEHUN OODKEH
ObITb ayTeHTUYHbIM obpa3seL, AN CpaBHEHUS;

cogepxaHve Braru B FeKapCTBEHHOM pacTUTENbHOM Cbipbe, OMpedenseMoe B COOTBETCTBUM C
TpeboBaHuamu MocygapcTBeHHON hbapmakonen Poccuiickon Pepepaumu;

METOOMKN KONMYECTBEHHOrO onpeaeneHns KOMNOHEHTOB C M3BECTHOWM TepaneBTUYECKOW akTUBHOCTBIO UMK,
ecnu HeobxoOoMMo, MapKepoB, a Takke MeToAbl, NpurogHble AN onpederneHWs BO3MOXHOW KOHTaMuHauun
nectmuugamm 1 npegenbsl NpUEMNEMOCTN B COOTBETCTBMU C TpeboBaHuamu [ocygapcTBeHHOW dapmakoneun
Poccuinckon  depepaumun, wnuv, nOpu  OTCYTCTBMM  (papmakonemHbix  TpeboBaHui, COOTBETCTBYHOLLMN
BanuaupoBaHHbIN MeToA, ecriv He 060CHOBAaHO MHOE;

METOAMKM WUCMbITaHWWA NO onpedernieHvuio rpubkoBod ¥ (MNK) MUKPOBHOM KOHTaMWHaUUW, BKNOYas
adnaToKCUHbI, Apyrne MMKOTOKCUHBI 1 MHBa3uio napasvTamu, a Takke onyCcTUMble npegensl, eCrim Heobxoammo;

METOAMKN WCMbITAHUN Ha HanuyMe TOKCUYHBIX MEeTansnoB, a Takke Ha BO3MOXHble KOHTaMWHaHTbl W
npumecu, ecnym Heobxoanmo;

METOAMKN NCNbITAHWI Ha Hanuyne MHOPOAHbIX MaTepuanos, ecnn Heobxoanmo;

Apyrve BuAbl KOHTPONS B COOTBETCTBUMM C TpeboBaHusiMvu [ocymapcTBeHHow capmakonen Poccuiickon
degepaumm.

12. Jiobas npoBeneHHast o6paboTka ANsi CHUWKEHUS TPUOKOBOM M (MNN) MUKPOGHOW KOHTaMUHaUMM nnbo
OPYron uHBasum JoImkHa 0POpMNSATLCA AOKYMEeHTanbHO. Heobxoaumo nmeTb B pacnopshKeHuun cneumdukaunm un
METOAMKN, KOTOpble OOIDKHbI BKMYaTb NogpobHble cBedeHus O mpouecce obpaboTku M UCMbITaHUSAX, a Takke
npegernbHble 3HaYeHNs1 OCTaTOYHOM KOHTaMUHaLUNN.

TexHonorn4yeckme MHCTPYKLUM

13. (9) B TexHONMOrMYecKknx MHCTPYKLMAX AOMKHbI OblTb OnmncaHbl pasnuyHbie onepawmm, OCyLLECTBISEMbIE C
NeKapCTBEHHbIM PacTUTENbHBLIM CbIPpbEM, TakMe KakK O4YMCTKa, CyLlKa, U3MerbYeHWe M MpoceuBaHue, a Takke
OaHHble O MPOAOIMKMTENBHOCTU U TeMnepaType CyLKA U MeTodax, WCMOSb3yeMblX AN KOHTPOSs pa3MepoB
hparMeHTOB KyCOYKOB UK YacTuL.

14. (10) OJomkHbl ObITb YTBEPXKAEHHBIE MHCTPYKUMM U 3anncK, KOTOpble rapaHTUPYIOT, YTO KaXgoe TapHoe
MECTO C JIeKapCTBEHHbIM pPacTUTENbHbBIM CbIpbEM MPOBEPEHO C UENbl OOHApYKeHUA  KaKon-rmbo
danbcmdukaummn, NogMeHbl, HaNMMYUs NMOCTOPOHHMX MaTepuarnoB (Takux Kak pparMeHTbl MeTanna wunm cTekna,
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OCTaTKM XUBOTHBIX UMM NX 9KCKPEMEHTbI, KAMHW, NeCOK) NMBO NPU3HAKOB FTHUEHWS.

15. (11) TexHonornyeckne NHCTPYKUMM OOMKHbI COAepXKaTb MeToAdbl yaaneHus NoOCTOPOHHUX MaTepuanos u
COOTBETCTBYIOLUME METOAMKM OYMCTKM U (Mnn) oTbopa maTtepmana pacTUTENbHOrO MPOUCXOXOEHWUS nepen ero
XpaHeHVeM B KayeCTBe pas3peLlleHHOro meKapCTBEHHOIO pPaCTUTENbHOrMO Chipbs WNW  neped  Hayanom
NpPOV3BOACTBA.

16. (12) WNHCTpyKuMM MO NpPOW3BOACTBY NEKAPCTBEHHbLIX pacTUTENbHbIX NpenapaToB AOMKHbl BKMHOYaTb
nogpobHble cBeAeHUs O pacTeBopuTene, NPOAOIHKUTENBHOCTU U TeMnepaType SKCTparnpoBaHus, MHpopmaLuuo o
noBbIX CTaANAX KOHLEHTPUPOBaHNSA 1 UCMOMb3yeMblX cnocobax.

IV. KOHTPOIJ1b KAYECTBA
OT160p Npob

17. (13) MNockonbKy nekapcTBEHHOE pacTUTENbHOE Cbipbe NO CBOEW NpUpoAe HeEOAHOPOAHO, oT6op npob n3
HEero [OOJPKEeH OCYLLeCTBNATb MepcoHan, obnagawwmi cneumansHbiIMM HaBblikamu. Kaxayio cepuo criegyet
noeHTnMLMpoBaTh NO OKYMEHTALMUN Ha 3Ty CEPUIO.

18. (14) HeobxoguMMo COXpaHsATb KOHTPOSibHble 00pasubl NEeKapCTBEHHOIO PacTUTENbLHOrO cbipbs. [Mpw
NPOU3BOACTBE MOPOLUKOB HEOOXOAMMO COXpaHsiTb 0Opasubl HEM3MENbYEHHOIO JIEKapCTBEHHOIO PACTUTENbLHOIO
CbIpbS.

19. (15) MNepcoHan, NpPoOBOAALLMI KOHTPOSb KayecTBa, LOIDKEH MMETb CrneumarnbHyl0 MOArOTOBKY W OMbIT
paboTbl C NEKapCTBEHHbIM pPacTUTErNbHBIM CbipbeM, MPOMEXYTOYHBIMW NPOAYKTAMU WIN  NEeKapCTBEHHbIMU
pacTUTenbHbIMU NpenapaTtaMy s NPoBeAeHUs UCMbITAHUA Ha NOASIMHHOCTbL U HanNu4ne NpMMecen, BbiSIBNEHNS B
nony4eHHOM Cbipbe pocTa rpMboB, 3apaxeHus ambapHbIMU BpeaAUTENSMU, BbISIBIIEHUS HEOAHOPOAHOCTU ChipbS.

20. (16) NMoANUHHOCTL M Ka4yeCTBO NEKapCTBEHHOTO PACTUTENBHOMO ChiPbS, NPOMEXYTOYHbLIX NMPOAYKTOB U
NEKapCTBEHHbIX pacTUTENbHbLIX MpenapaTtoB HeobxoaMmo onpeaensTs B COOTBETCTBMM C  TpeboBaHusIMM
locynapctBeHHon papmakonen Poccuickon Pepepaumv, HOPMaTUBHOW AOKYMEHTaUMM WM HOPMaTUBHOIO
OOKYyMeHTa.

MpunoxexHne N 8
K MNpaBunam Hagnexatwuemn
NPOV3BOACTBEHHOW NPaKTUKK

OTBOP MPOB NCXOOHOIO CbIPbA U YINAKOBOYHbBLIX MATEPUATIOB
[. AIPNHLAIM

1. OT60p Npob6 ABNsiETCA BaKHOW onepauuven, Npu KOTOPOW OTOMpaeTcs TONbKO Hebornbluas YacTb CEpPUM.
[ocTOBEpPHbIE 3aKMIOYEHNSA MO OTHOLLEHUIO KO BCEWN CEPUM HE MOTYT OCHOBBIBATLCSI HA UCTIbITAHMAX, NPOBEAEHHbIX
Ha HenpeacTaBuTeENbHbIX Npobax. [MpaBunbHbIN  OTOOP NpPo0  SABMAETCA  HEOTLEMIIEMOW  YacTbio
hapmMaLeBTMYECKON cUCTEMbI kavecTBa. MpaBuna otbopa npob ycTaHoBNEHblI NyHkTamu 214 - 217 HacToALWMX
Mpasun. Hactoswee lMpunoxeHne cogepxuT AONOMNHUTENbHbIE TpeboBaHUA No oTéopy Npo6 MCXOAHOrO ChIpbS U
yNaKoBOYHbIX MaTepuanos.

[I. MEPCOHAN

2. (1) MepcoHan, nposogsAwmMn OT60p Npob, AOIMKEH MPOWTM HavanbHOe obyveHue M B nocrnenyroLliem
perynsipHo ofyyaTbCs OUCUUMNIMHAM, UMEKLUM OTHOLIEHME K MpaBunibHOMY oTOopy npob. Takoe obyyeHue
OOJMKHO BKITHOYATb pacCMOTPEHUE CrieayHLmMX BOMPOCOB:

nopsiaok otTbopa npoo;

YTBEPXAEHHbIE MPOU3BOAUTENEM MHCTPYKLMKU MO 0TOOpY Npoo;

MeToabl U 000opynoBaHue, NCMoNb3yeMble Mpu 0Toope Npob;

PUCK NEPEKPECTHON KOHTaMUHALNN;

Mepbl NPEeaOCTOPOXHOCTU, KOTOpble HEOOXOAMMO MNPUHMMAaTb B OTHOLWIEHMM HeCTabuibHbIX W (Mnn)
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CTepUIbHbIX BELECTB,

BaXXHOCTb NMPUHATUA BO BHUMaHWE pe3yrnbTaToB Bmsyaanon OLEeHKM BHELWlHero smga MmatepuanoB, ynakoBOK
N 3TUKETOK;

BaXXHOCTb AOKYMEHTalbHOIro Oq)OpMJ'IeHI/IFl nobbIX HenpeaBnaeHHbIX UIn HEeOObIYHbIX 0BCTOATENLCTB.

1. N"CXOOQHOE CbIPbE

3. (2) MoAnVHHOCTL BCEN Cepun MCXOOHOTO CbiPpbs, Kak MpaBuio, MOXeT ObiTb rapaHTMpOBaHa TONbKO TOrAa,
koraa otaernbHble Npobbl 6binn 0TOOpPaHbl U3 BCeX eMKOCTEN N UCTbITaHUe Ha MAEHTUYHOCTL ObINo NpoBeaeHo Ans
kaxgon npobbl. [onyckaeTca oTbupaTb MpoObl TONbKO M3 YacTW eMKOCTeW, ecnm paspaboTaHa npollelias
Banugaumilo npouenypa, rapaHTMpyrolas, YTo HU OOHa eMKOCTb C UCXOOHbIM CbipbeM He Obina HenpasBuIibHO
MapKupoBaHa.

4. (3) MNpw Takon Banuaauumn HeodXoaUMO y4nTbiBaTb, NO KparHEN Mepe, crieayoLlime acnekTb:

AaHHble O npou3BOAMTENE WM NOCTaBLMKE (UX TUM W TeKyllee COCTOsfHME), a Takke WX MNOHMMaHue
TpeboBaHui HacToAwmx MNpasunm;

Hanuyne cucteMbl obecneyvyeHnst Ka4yecTsa y NPOM3BOAMTENST MCXOAHOTO CbIPbS;

YCNOBMWS NPOM3BOACTBA, NPY KOTOPbIX MCXOAHOE Chbipbe MPOM3BOASAT U KOHTPOMMPYIOT;

XapakTep M CBOWCTBA MCXOOHOMO CbIpbsi M NEeKapCTBEHHbIX MpenapaToB, Afs NPOM3BOACTBA KOTOPbIX OHO
OyaeT ucnonb3oBaTbCs.

5. NMpwn Takon cucteme npoueaypa, Npollealas Banugaumnio n ocsoboxgarLas oT NPoBeAeHNS UCTbITaHWI
NOASIMHHOCTM UCXOAHOIO CbIPbS B KaXO0MW NOCTyNaloLen eMKOCTH, MOXeT ObITb npuemnema Ans:

NCXOOHOrO Cbipbs, NOCTYMNAOLEro OT OAHOIO NPOU3BOAUTENS UM C OOHOW NPOVU3BOACTBEHHOWN NIOLWaaKK;

NCXOOHOrO Cblpbsl, MOCTYMaloLWero HenocpeacTBEHHO OT MPOWM3BOAWUTENS UMM B €MKOCTW, onevyaTaHHOM
npoussoguTenemM, npuyem 3TOT MOCTaBLUMK MMeeT Be3ynpeyHyro penyTauuio, U ecrim NpoBOASATCA perynspHble
ayauTbl cucTembl obecneyeHus kavecTBa MNpOM3BOAUTENS Mokynatenem (Npov3BoavTenem fekapCTBEHHOro
npenapaTta) unn ouumanbHO akkpeaUTOBAaHHBIM OPraHOM.

6. Takaa npouegypa He MOXeT YAOBNETBOPUTENBHO NPOMTN Banugaumio U NCNonb30BaTbCs ANs:

NCXOZHOTO CbIpbsi, MOCTaBMAEMOro nocpeaHkamm, Korga npon3soanTeNb HEM3BECTEH UMK He NoABepraeTcs
ayouty;

MCXOAHOTO CbIpbs, MCNOSb3yeMOro AN NPOM3BOACTBA NapeHTeparbHbIX NeKapCTBEHHbIX Npenapartos.

7. (4) KayecTBO cepuu UCXOOHOrO Cbipbsi MOXET ObiTb OLieHeHO npu oTbope M NPOBEAEHWMU UCMbITaHWA
npeacTaBuTeNbHON Npobbl. [Ons aTon uenu MoryT ObiTb MCMOMb30BaHbl Mpobbl, OTOOPaHHbIE ANA UCMbITaHWUA
nognuHHoctn. KommyectBo npo6, OTOGpaHHbIX ANS MONyYeHWUs MpeacTaBuMTEeNnbHOW Mpobbl, OOMKHO ObiTb
onpeaeneHo CTaTUCTUYECKN 1 yKasaHo B nnaHe otbopa npob. KonnyecTtBo otaenbHbIX Npob, KOTopble MOryT BbITb
cMelaHbl Ans (opMupoBaHUsa cpefHen npobbl, Takke [OMKHO ObiTb ONpedeneHo C y4eTOM BMAa CbIpbS,
cBeJeHMIn 0 NocTaBLUMKe U OQHOPOAHOCTU cpeaHen nNpodbl.

IV. YITAKOBOYHbLIE MATEPWAIbI

8. (5) B nnaHe no otbopy nNpo® ynakOBOYHbLIX MaTepuanoB OOMMKHO ObiTb YYTEHO, MO KpawHen Mmepe,
criegytoulee: Mony4YeHHoe KonmyectBo, Tpebyemoe KayecTBO, XapakTep maTepwana (Hanpumep, nepBUYHble
ynakoBOYHble MaTtepuanbl U (UnM) nevaTHble YNakoBOYHble MaTepuanbl), MeToAbl MPOM3BOACTBA, a TaKke
cBefeHus O cucTeme obecneveHust KayecTBa NPOM3BOAMUTENS YMAKOBOYHbIX MaTepuarnoB, OCHOBaHHble Ha
pe3ynbTatax npoBegeHus ayautoB. Konnyectso oTbmpaembix Npob AomKHO ObiTe onpeaeneHo CTaTUCTUYECKN U
yKasaHo B nrnaHe no otéopy npoo.

MpunoxexHne N 9
K MpaBunam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK
NPOM3BOACTBO XXWOKOCTEW, KPEMOB 1 MA3EN

[. MPUHLNM

CtpaHuua 132 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

1. XKunpgkoctn, kpembl M Ma3nm OCOBGEHHO noaBepXXeHbl MUKPOBGHOM U WMHOW KOHTamuHauuu. [loatomy
HeobxooMMO NPUHMMAaTBL crneLmanbHble Mepbl NO NpeaynpexaeHnto Nobonm KOHTaMUHaLUK.

[l. TOMELLEHNA N OBOPYOOBAHUE

2. (1) Ons 3awmTbl OT KOHTaMuMHauUW MPU MPOM3BOACTBE U MEpPEMELLEHUN MPOAYKLMM pEKOMEHOyeTCs
MCMNonb30BaTh 3aKpbiTble cUCTeMbI. [1PON3BOACTBEHHbIE 30HbI, B KOTOPbIX HAXOAWUTCS OTKPbITad NPOAYKUWUS Unn
OTKPbITbIE YMCTbIE YMAaKOBKW, Kak MpaBwuio, Heobxoanmo 3(PPEKTUBHO BEHTUNMPOBaATb OT(PMALTPOBAHHBLIM
BO30YXOM.

3. (2) KoHCTpyKuMS U pacnonoXeHue peakTopoB, €MKOCTEW, TpybonpoBOAOB M HACOCOB [OOIMKHbI
npeaycmatpueatb yaobCcTBO MX OYUCTKM W, MpUM HEoBXOAMMOCTW, caHuTapHon obpaboTku. B uyactHocTu, B
KOHCTPYKUMM 0BopyaoBaHWs OOMMKHO ObiTb CBEOEHO K MUHUMYMY HamuyuMe HeOOCTYMHbIX 30H UMM Yy4acTKOB, B
KOTOPbIX MOMYT CKannuBaTbCs OCTaTKU NPOAYKUMM, CO3aaBas cpeay Ans pasmMHOXEHUS MUKPOOPraHM3MOB.

4. (3) MNpn HanM4Mm BO3MOXHOCTWU He cnegyeT MCNOnb3oBaTb annapaTtypy u3 ctekna. Kak npasuno, yactu
obopyaoBaHusA, KOHTaKTUpylOWMe C Npoaykuuen, [OMMKHbl OblTb  W3rOTOBMNEHbI K3  BbICOKOKAYECTBEHHON
HepXxaBeloLLen cTanu.

. NIPON3BOACTBO

5. (4) HeobxogMmMo yCTaHOBUTb W KOHTPONMPOBATb KAa4YecTBO MWCMOMb3yeMOW BOAbl B OTHOLUEHWUM
XUMUYECKON WU MUKPOOMONOrM4eckom YMCToTbl. Bo un3bexaHue pucka pasMHOXEHUS MUKPOOPraHM3MOB
obcnyxMBaHMe CUCTEM MOATOTOBKM BOAbl AOMKHO ObiTb OpraHM3oBaHO Hagnexawwmm obpasom. [Nocne nobon
XUMUYECKON CaHWUTapHon o6paboTkM cucTeM MOArOTOBKM BOAbl MX HEOOXOOUMO NPOMbIBaTb B COOTBETCTBMM C
npouenypow, npowedLlen Banugaumto, KOTopas rapaHTUpyeT NonHoe yaaneHve Ae3vH(UUMPYIOLWMX CPeacTB.

6. (5) KauectBo cCbipbsi, MoOMy4aeMoro B €MKOCTsIX 6onblioro obbema, AOMKHO MNPOBEPATbCS OO0 WX
nepeMeLLeHnsa B EMKOCTU AN XpaHeHMs.

7. (6) Heobxogumo KoHTponupoBaTb nepefadvy cbipbs Mo TpybonposBogam, 4TOObl rapaHTMpoBaTb WX
NOCTYMNMNEHNE B HY>XHOE MECTO.

8. (7) B nomeweHusax, roe coaepkutcs OTKpbITas NPOAYKUUSA WM OTKPbITble YUCTblE YMNAKOBKU, He
JonyckaeTca HaxoXOeHue MaTtepuarnoB, OT KOTOPbIX BO3MOXHO OTAEeNeHWe BOMOKOH UM APYrMxX KOHTaMWUHAHTOB
(Hanpumep, KapTOH UNK AepeBAHHbIE NOAA0HbI).

9. (8) Bo Bpems dhacoBkM HEOOX0OUMO 06ecneyYnTb COXpaHeHe OOHOPOAHOCTU CMECEN, CYCNEH3UN U UHbIX
HepacdacoBaHHbIX npoAykToB. [lpoueccbl cmewwmBaHusa ¥ acoBkM AOMKHbI nNpovTu Banugauumio. Ocoboe
BHUMaHVe Heobxooumo yaenaTb obecrneyeHuto OAHOPOAHOCTM CMECUM B Hadarne, nocrne OCTaHOBOK U B KOHUE
npouecca HanosHeHns.

10. (9) Ecnu roToBbIi MNPOAYKT YNaKOBbIBAETCS He cpady, HeobXxooumo YCTaHOBUTb MaKCUMarbHO
AonycTumMoe BpeMsi [0 ero yrnakoBKW, a Takke COOTBETCTBYILLME YCINOBUSA XpPaHEHUs, KOTopble CreayeT CTpOoro
cobnogatb.

Mpunoxexne N 10
K lNMpasunam Hagnexawen
NPOV3BOACTBEHHOW NPaKTUKN

NnPON3BOACTBO
AO3MPOBAHHbLIX ASPO30JTIbHbIX JIEKAPCTBEHHbIX NMPEMNAPATOB
rnoa AABNEHMEM ONA WHTANAUNA

[. MPUHLNM
1. MNpoun3sBoacTBO aapo30rbHbIX NeKapCTBEHHbIX Npenaparos Mo AaBreHneM ¢ J03VPYIOLWLUMK KianaHamu,

npegHasHayeHHbIX ONS WHransuuin, TpebyeT 0cobOoro BHMMaHUA U3-3a CcrneundUYecKkoro Xapakrepa 3ToW
nekapcTBeHHol opMbl. OHO AOMMKHO OCYLLECTBIATLCH B YCMOBUSAX, CBOASALMX K MUHUMYMY KOHTaMUHaLMIO
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MUKpoopraHuamamu n yactuuyamu. O4veHb BaXHO Takke obecneunTb KavyecTBO AeTarnen knanaHa, a B crnydvae
CYCMNEH3UI - X OQHOPOOHOCTb.

Il. OBLUME TPEBOBAHUA

2. (1) Kak npaBurno, ncnonb3ytoTcs ABa MeToaa Npon3BoAcTBa U HAaNOJTHEHUS:

a) (a) cuctema [OBYXCTagMWMHOIO HamnosiHeHMs (HanornHeHwe no4 [AaBrneHueMm): dapMaleBTuyeckas
cybcTaHuus cycneHgupyeTcsl B MpoOnensieHTe C BbICOKOW TeMmnepaTypowl KMMEeHWUs, 003y CyCcrneH3un nogawT B
KOHTelHep, BCTaBNAT N 06XMMAIOT KranaH 1 Yyepes LITOK KnanaHa BBOASAT MPOMNENeHT C HN3KOW TeMnepaTypon
KMNEeHWs ONis NOoMyyYyeHusl roTOBOr0 NeKapCTBEHHOro npenaparta, Npu 3TOM MOAAEPXKUBAKT OOCTATOYHO HU3KYHO
TeMnepartypy CycneHaum cpapmauesmqecxoﬁ CyﬁcTaHLLI/II/I B nponenneHTte Ana CHWXEeHUA noTepb 3a c4eT
ncnapeHus;

6) (b) npouecc ogHOKpaTHOrO HamnoNHEeHWs (XonogHoe HanorHeHwe): dapmaueBTUYECKYD CyOBCTaHUMIO
CyCMeHOUpYT B CMECU NPOMensnieHTOB U CoAepXaT CYCNeH3uto nog AaBneHueM WUnv Mpu HU3KOW TemnepaType,
nmbéo OoQHOBpPEMEeHHO noa AaBleHunemMm U npu HU3KOWN TeMmnepartype, 3ateM npoBoAUTCA HanoJIHEHUWE YNaKOBKU
CyCneH3nemn B OAMH Npuem.

1. MOMELLEHNA N OBOPYOOBAHUE

3. (2) MNpon3BoacTBO W HanoOMHEHWMe MpW HannynM BO3MOXHOCTWM HeobXxoAMMO MNPOBOAUTbL B 3aAKPbITbIX
cucTemax.

4. (3) 3oHa, B KOTOPOW NPOAYKUMA UNWN YACTblE KOMMOHEHTbI COAEPKaTCA OTKPbITbIMU, AOMMKHA CHabxaTbes
OT(PMNLTPOBAHHBLIM BO34YXOM UM COOTBETCTBOBATb TpebOBaHMAM K MPOU3BOACTBEHHOW Cpede, No KpanHen mepe,
knacca D. BxoguTb B 30HYy cneayeT Yepes BO3A4YyLUHbIE LUMo3bl.

IV. MPOM3BOACTBO N KOHTPOJIb KAHECTBA

5. (4) JosupytoLme knanaHbl 4N aspo3onen SABNATCA 6onee CroXHbIMU N0 CPaBHEHNIO C OOMbLUMHCTBOM
YCTPOWCTB, UCMONb3yeMbIX B (hapMaLeBTUYECKOW MPOMBILLNIEHHOCTU. 3TO JOIMKHO ObITh YY4TEHO B cnieumduKauusx
Ha HWMX, a Takke npu oTOope npobd wu wucnbiTaHnsx. Ocoboe 3HayeHWe MMeeT NpoBedeHUe ayauTa
hapmMaLeBTMHECKON CUCTEMbI Ka4eCTBa y MPON3BOANTENSA AO3MPYHOLLMX KIlanaHoB.

6. (5) Bce xungkoctu (B TOM YMCNE XUOKME UMW CKMKEHHbIE MO AaBreHNeM razoobpasHble NponenseHThl)
OOMMKHbI ObITb NPOUNBTPOBAHbI AN yAaneHWs YacTud, pasMep KoTopbix Oonbwe 0,2 mkMm. Tam, rge ato
BO3MOXHO, pEKOMEHOYETCsl NPoBeAEHME LONONTHUTENBHOM (OUNbTPaLMM HENOCPEACTBEHHO Nepes HanoMHEHMEM.

7. (6) KoHTerHepbl M knanaHbl HEOOGXOAMMO oOuMLaTh COrMacHO BanuavMpoBaHHOM npolenype, Kotopas
COOTBETCTBYET Ha3HAYeHMO NEeKapCTBEHHOro npenaparta M obecneuymBaeT OTCyTCcTBME NOOGON KOHTaMuHaLumu,
TaKoW Kak KOHTaMUHAUUSA TEXHOMNOrMYEeCKUMM BCMOMOraTesfibHbIMU MaTepuanamu (Hanpumep, cMasodHbIMK) Unu
MUKPOOHasi KoHTaMmHaums. Nocne O4YUCTKM KnanaHbl OOIDKHbI XPAHUTLCA B YUCTbIX 3aKPbITbIX €MKOCTSAX, TakKe
OOSKHbI ObITb MPUHATLI MEPbI MPEAOCTOPOXHOCTY, NPefoTBpaLLaloLLne KOHTaMMHALMIO BO BPEMS MOCNenyLmnx
onepauun, Hanpumep, Npy oTbope NPod. YNakoBKu1 AOMKHbLI MOCTYNaTh Ha NUHUIO HAMOJTHEHMS B YNCTOM BuAae Unm
O4ULLIATLCS HA NUHUN HENOCPEACTBEHHO Nepes HanofIHeHNeM.

8. (7) Heobxoanmo obecneuntb OQHOPOOHOCTbL CYCMEH3MM B TOYKE HaMofIHEHUS B XO4e BCEro npotiecca
HanonHeHus.

9. (8) MNpu ncnonb3oBaHMM MeToAa ABYXCTAAMWHOIO HamMoMHEHWs AnS OOCTUXKEHUSA NpaBuibHOrO COCTaBa
HeobxooumMo obecnevnTb TOYHYKH MacCy BBOAMMbBIX BeLEeCTB Ha o06eux ctagusx. [1o3ToMy BO MHOrMX crnydasix
uenecoobpaseH 100%-HbI KOHTPOSb MACChl Ha KaXXO0W CTaauu.

10. (9) KoHTponb mocrne HamonHeHus OOIDKEeH NoATBepAMTb OTCYTCTBME yTedek. [1poBepKy Ha Hanuuue
yTeuyek cnenyet NPoOBOANTbL TaK, YTOObI HE JONYCTUTb MUKPOOHOM KOHTaMMHALMK UITM OCTATOYHOM BNaru.

Mpunoxexnne N 11
K MpaBunam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK
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KOMIMbIOTEPU3NPOBAHHBLIE CUCTEMbI
[. MPUHLAM

1. HacTtosiee MpunoxeHne NpUMeHsIeTCst KO BCEM TUMaM KOMIMbIOTEPU3MPOBAHHbBIX CUCTEM, UCMOMb3YEMbIX
B paMKax OesiTENbHOCTU, perynupyemon TpeboBaHnamm HacToawmx MNpasur.

2. KomnbloTepuanpoBaHHasi cucTeMa npeacTaBnseT coboi Habop nporpaMMHbIX W annapaTHbIX
KOMMOHEHTOB, KOTOPbIE COBMECTHO BbIMOJHSIOT OnpeaerieHHble (YHKLMMN.

3. MpvmeHeHne KOMMbIOTEPU3NPOBAHHOIA cucTeMmbl HAOJDKHO ObITb BanvMaupoBaHo,
MHpOPMaLIMOHHO-TEXHOTOTMYecKas MHGPaCTPYKTypa A0SKHA NPONTU KBanvduKaumio.

4. Ecnn KoMnbloTEpM3NpOBaHHasA CUCTEMA 3aMeHsIeT PydYHOe ynpaBreHue, 9TO He AOIKHO NpMBOAUTL K
CHIDKEHWMIO KayecTBa MNPOAYKLUMM, TEXHOMOrMYEeCcKoro KOHTPONsa wunu obecnedeHust kadectea. O6Lime pucku
npouecca He JOIKHbI Bo3pacTaTb.

II. OBLUME TPEBOBAHUA
YnpasneHue puckamm (1)

5. YnpaBneHve puckamn OOMMKHO MPUMEHATbLCA B TEYEHME JKWM3HEHHOTO LMKNa KOMMNbIOTEPU3MPOBAHHON
cucteMbl B uenax obecneyeHuss 6e30MacHOCTM MAaLMEHTOB, LEMOCTHOCTU AaHHbIX W KayecTBa npoaykuuu. B
pamMKax CWUCTEMbl YNpPaBfieHUs pUCKaMWu pelleHWs no o0bemy BanuMOauMOHHbIX WCMbITAHUA W MPOBEAEHUI0
KOHTPOMEn LEenOCTHOCTU OaHHbIX AOMXHbl OCHOBbLIBATbCS Ha OBOCHOBAHHOW W AOKYMEHTanbHO O(OPMIIEHHON
OLEHKE PUCKOB KOMMbIOTEPU3NPOBAHHON CUCTEMBI.

MepcoHan (2)

6. Heobxogumo noggepxuBaTb TECHOE COTPYOHUMYECTBO MEXAY BCEM 3HAYUMbIM  MEPCOHANoM,
BOBIIEYEHHbIM B AaHHbIN NpoLecc, TakuM Kak Bragenew, npowuecca, Bnagenew cucTeMbl, YNoNHOMOYEHHbIE nuLa u
TEXHMYECKUA nepcoHan. Becb nepcoHan gomkeH MMeTb HeobXoauMyto KBanudukauuilo, YpoBeHb OOCTyna u
onpefeneHHble MONTHOMOYMS ANs BbINOMHEHNS BO3MOXEHHbIX HA HEr0 06513aHHOCTEN.

MocTaBLwukn 1 nposaraepsbl ycnyr (3)

7. (3.1) B cnyyae ecnu ans nOCTaBKW, YCTAHOBKW, HACTPOWKW, 3agaHus KOHUrypaumm, MHTErpMpoBaHus,
Banuaaunm, TEXHUYECKOro OOCNyXMBaHWs (B TOM 4ucne 4epes3 yaarneHHbl [OCTymn), Moamduvkauum unm
noagepXaHnst KOMMNbIOTEPU3UPOBAHHBLIX CUCTEM, OKa3aHWSA CBS3AHHbIX C HUMMK YCNyr unm obpaboTkM AaHHbIX
npuBneKalTca TpeTbu nuua (B 4aCTHOCTM, MOCTaBLUMKM, NPOBavaepbl YCNyr), TO Mexay Mpou3BOAUTENEM U
YKa3aHHbIMW TPETbUMM MULLAMWN 3aKIoYarTCa LOroBopbl. TakMmMm JOroBOpaMyM peKOMEHAYeTCs YyCTaHaBNMBaTb
OTBETCTBEHHOCTb TPETbUX NUL, 3a Haanexallee NCNOofHEHMEe CBOUX 06A3aHHOCTEN.

8. (3.2) KomneTeHTHOCTb WM HAOEXHOCTb MOCTABLUMKOB SABMSIOTCS KMHOYEBLIMW YCIOBMAMU Bblbopa
nocTaBLLMKa MPOrpaMMHOro npogykta unu ycnyr. HeobxoanmocTb OLEeHKM NocTaBLiMKa ofmkHa OblTb OCHOBaHa
Ha OLEHKe PUCKOB.

9. (3.3) HokymeHTauus, npunaraemasd K KOMMEPYECKU BbIMyCKaeMblM TOTOBbIM [fs WUCMNOMb30BaHMUS
NporpaMMmHbIM NPOAYKTaM, AOIMKHA OblTb paccMOTpeHa YMNOfHOMOYEHHbIMM paboTHUMKaMM NPOU3BOAUTENS Ha
npeameT COOTBETCTBUS TPeOOoBaHNAM NPOM3BOOUTENS.

10. (3.4) NHbopmaumst 0 cucTeme kavyecTBa U OLEHKaxX MOCTaBLUMKOB MIM pa3paboTyMKoB MPOrpaMMHOro
obecneyeHnst N yCTaHOBIEHHbIX KOMMbIOTEPU3UPOBAHHBLIX CUCTEM LOMMKHA ObITb AOCTYNHA AN NpeaoCTaBreHus
nunuam, oCyLLECTBIIAIOLWMM NPOBEPKY, MO UX TPeDOBaHMIO.

. CTAONA MPOEKTA
Banupauus (4)
11. (4.1) BanupauuoHHass OOKyMeHTaUMs W OTYeTbl [OIDKHblI OXBaTbiBaTb COOTBETCTBYHOLUME CTaaum
KN3HEHHOro LMKIa KOMMbITEPU3NPOBAHHOW cucTeMbl. MpoussBoantens OomkeH obocHoBaTb CBOM CTaHOapThl,

NPOTOKOIbI, KPUTEPUM NPUEMIIEMOCTM, NPOLEaYPbLI U 3arnMCcK Ha OCHOBE OLEHKN PUCKOB.
12. (4.2) BanugaumMoHHasi [OOKYMEHTauusl [OOJDKHa BKIHOYATb 3anuMcuM  KOHTPONS W3MEHEHM (ecnu
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NPUMEHNMO) N OTYETLI O NMOBLIX OTKNOHEHUSIX, BbISBIEHHbIX B X04€ npouecca Banuaauun.

13. (4.3) [domkeH OblTb B HanuuMM TeKylWMA nepedyeHb (peecTp) BCEX  MCMOMb3yeMblX
KOMMNbIOTEPU3UPOBAHHBLIX CUCTEM C YKasaHWeM uX QyHKUMOHaNbLHOCTK, nognagawmowen nop TtpeboBaHus
HacToswwmx Mpasun.

14. Ons KPpUTUYECKMX KOMMBbIOTEPM3UPOBAHHBLIX CUCTEM OOJPKHbI ObiTb B HanuumMu nogpobHoe Tekyliee
onuncaHve U3NYEeCKMX 1 NOrM4eckux B3aMMOCBA3€EN, NOTOKOB AAHHbLIX U MHTEPENCOB C APYrMMM CUCTEMaMMN UIK
npoueccamu, Tpebyemble pecypcbl BCEro KOMMbIOTEPHOro 00OpPYyoOBaHUS W MporpammHOro obecneveHwus,
OOCTYrMHble Mepbl 6e3onacHoOCTy.

15. (4.4) Cneuudmkaumm TpeboBaHWA NOSMb30BaTENsl AOIMKHbI OMUCbIBaTb Heobxoaunmble pyHKLMM
KOMMNbIOTEPU3NPOBAHHON CUCTEMBI HA OCHOBE JOKYMEHTanbHO OOPMIIEHHOW OLIEHKM PUCKOB W BIIUSHWS C TOYKU
3peHusa cobniogeHnsa Hactoswumx MNpasun. TpeboBaHUA NonNb3oBaTENS AOMKHbI MPOCNEXNBATLCA HA NPOTSHKEHUN
BCEro XW3HEHHOro LMKIa KOMNbOTEPU3UPOBAHHON CUCTEMBI.

16. (4.5) lNMpounsBoauTene OOMKEH NPeanpuUHATL BCE MEPbI, rapaHTUMpYyoLLMe, YTO KOMMbITEepU3NpoBaHHast
cuctema paspaboTaHa B COOTBETCTBUM C Hagnexalwien CUCTeMOWN ynpaBrneHus KadecTBoM. [locTaBLUMK AOMKeH
ObITb OLleHEH COOTBETCTBYOLWUM 06pasom.

17. (4.6) C uenbio BanuMaauMn KOMMNbIOTEPU3UPOBAHHBLIX CUCTEM, M3rOTOBMEHHLIX NO WMHAUBMAYaNbHOMY
3aKa3y unm MoAM@PUUMPOBAHHBIX B COOTBETCTBUM C TpeboBaHMAMKM 3akasduka, Heobxoammo paspaboTatb
OOKYMEHTUPOBAHHYHO NPOLLeAypY OLEHKN KavyecTBa M IKCMyaTaUMOHHBIX XapakTepUCTUK KOMMNbOTEPU3MPOBAHHON
CMCTEMBI Ha BCEX 3Tanax ee XM3HEHHOro LiKna ¢ 0hopMIIEHMEM COOTBETCTBYHOLLNX OTHETOB.

18. (4.7) Heobxogmmo npenctaBuTb AoKasaTenbCTBa COOTBETCTBMS METOOOB U CXEM TeCTUpOBaHMS
KOMMNbIOTEPU3NPOBAHHON CUCTEMBbI. B YacTHOCTUW, OOMKHbI ObiTb paccMOTpEeHbl NpeAenbl NapameTpoB CUCTEMbI
(mpouecca), rpaHuubl gaHHbIX W o0bpaboTka owunbok. HeobxoaMmMo AOKyMeHTanbHO O(OPMUTL  OLEHKY
COOTBETCTBMSA MPUMEHEHUSA aBTOMaTU3NPOBAHHbLIX CPEACTB TECTUPOBAHNS U PEXMMOB UX PaboThbl.

19. (4.8) Ecnn gaHHble nepeBoaaTCcs B Apyron bopmat Unv cucTemy AaHHbIX, Banugauns 4ODKHA BKNoYaTb
NPOBEPKY HEM3MEHHOCTM 3HaYeHMs U CMbICNa AaHHbIX B MPOLECCe NX MUrpaumn.

IV. CTAOUA SKCITYATALMN
OaHHble (5)

20. KoMnbloTepU3MpoBaHHble CUCTEMbI, OCYLLECTBIISAIOWME 3MEKTPOHHbIA OOGMEH [aHHbIX C APYrMMu
cucTemMaMu, OOMMKHbI BKIOYaTb COOTBETCTBYHOLIME BCTPOEHHbIE CPeACTBa KOHTPOSS NpaBuIlbHOro 1 6esonacHoro
BBOZA U 06paBOTKN AaHHLIX C LIENb MAHUMAU3ALIUM PUCKOB.

KoHTponb To4HOCTH (6)

21. OAna KpUTWMYECKMX [AaHHbIX, BBOOUMBIX BPYYHYIO, HEOOXOAMMO npeayCcMOTPETb [AOMONHUTENbHbIN
KOHTPOIb TOYHOCTM BBOAA AaHHbIX. OTOT KOHTPOJSIb MOXET OCYLLECTBNSATLCS BTOPLIM ONEPaATOPOM WIK C NMOMOLLbHO
BanuaMpPOBaHHbIX 3MEKTPOHHbIX cpeacTB. KpUTUYHOCTb M MNOTeHuuanbHble MNOCNEACTBMS OLMOGOYHOrO WK
HenpaBWMbHOIO BBOAA AaHHbIX B CUCTEMY [OIMKHbI OXBaTbiBATLCS CUCTEMOW YNPaBREHUsi pUCKaMU.

XpaHeHune gaHHbIX (7)

22. (7.1) OaHHble OOMKHbI ObITb 3alyMLLieHbl OT NOBPEXAEHWN Kak OU3NYECKUMWU, TaK U SNEKTPOHHbIMU
Mepamu. COXpaHEeHHble [OaHHble OOIMKHbI MPOBEPATbCS Ha [OCTYMHOCTb, YATAEMOCTb M TOYHOCTb. [ocTyn K
OaHHbIM J0MMKeH ObiTb 06ecneyeH Ha NPOTSXKEHUN BCEro nepuoaa Nx XpaHeHusl.

23. (7.2) HeobxoouMmMo BbIMOMHATE PETYNsSiPHOE pPe3epBHOE KOMUPOBaHME BCEX HEOOXOOUMbBIX OaHHbIX.
CoxpaHHOCTb M TOYHOCTb PE3epBHbIX KOMUI, a Takke BO3MOXHOCTb BOCCTAHOBIIEHUS OaHHbIX OOJMKHbI ObITb
NpoBepeHbI B NpoLiecce Banuaauumn n nepuoguyeckn KOHTPONMpoOBaTbLCS.

Pacneuatku (8)

24. (8.1) HeobxogmMMo UMeTb BO3MOXHOCTb MOMYYEHWUs] YETKUX MeYaTHbIX KOMWA OaHHbIX, XPaHALUXCA B
3NEeKTPOHHOM Buae.

25. (8.2) Ona 3anucei, cCONpoBOXAAKLINX pa3peLleHme Ha BbIMyCK cepuu, OofmkHa ObiTb nNpegycMoTpeHa
BO3MOXHOCTb MOSly4YEHWUs1 pacneyaTok, yKasblBalOWMX, W3MEHANUCb NN Kakne-nubo [aHHble C MOMEHTa WX
nepBoHa4vanbHOro BBOAA.
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KoHTponbHble crieabl (9)

26. Ha ocHOBe OLEeHKM pUCKOB HEOBXOOUMO yAenuTb BHMMaHWE BCTPavBaHWIO B CUCTEMY BO3MOXHOCTU
C030aHus 3anvceln BCeX CYLLECTBEHHbIX U3MEHEHUA U yOaneHWh, CBA3aHHbIX C 00MnacTbio AENCTBUS HACTOSILLMX
MpaBun (cuctema, cosgarowias "KOHTpPOsbHble crnedbl"). MpUYnHBbI Taknx CBA3aHHbIX C HacTosAwmMMK [paBunamm
N3MEHEHWA WINU yaaneHun OaHHbIX OOSMKHbI ObiTb 0POpPMIEeHbl AOKYMeHTanbHO. KOHTpoOnbHbIe criefbl AOMKHbI
ObITb JOCTYMHLIMU, UMETb BO3MOXHOCTb MX NPeobpa3oBaHnsi B MOHATHYIO AN Nonb3oBaTtenen gopMy, perynspHo
npoBepsATbCS.

YnpasneHvne nameHeHnsMmu n koHgurypauuen (10)

27. Jliobble U3MEHeHNs1 B KOMMNbIOTEPU3NPOBAHHOW CUCTEME, BKIHOYAs KOHUrypaumto CUCTEMbI, OOIDKHbI
NPOBOAMTBLCA TOMBKO KOHTPONUPYEMbIM CNOCO60M B COOTBETCTBUM C YCTAHOBMNEHHOM NpoLeaypon.

Mepuoagnyeckas oueHka (11)

28. KOMﬂbIOTepVI3I/IDOBaHHbIe CUCTEMbI OOJKHbI Nnepnogny4eckn oueHmnBaTbCA ANA noaTeBepXngeHmna T1oro, 4to
OHU OCTarkTCA B BannanpoBaHHOM COCTOAHUN N COOTBETCTBYHOT TpeGOBaHMﬂM HacToALlWUnx I'lpaBMn. Takune oueHkn
OOJDKHbI BKIMKOYaTb, B Cliy4ae HeobxoauMocCTH, OLEHKY TeKylwlero gmanas3oHa (byHKLI,VIOHaJ'IbeIX BO3MOXHOCTEMN,
3anucen OTKITOHEHWIA, cOoeB, r|p06r|eM, ncTopun OOHOBNEHUN, oT4eTbl 00 KCnnyaTaunn, HaOeXHOCTH,
3aWMLEeHHOCTN 1 O BanngaunMoHHOM CcTaTyce.

3awura (12)

29. (12.1) Onsa obecneveHns gocTyna K KOMMNbOTEPU3UPOBAHHON CUCTEME TOMbKO NMUAaMU, UMELWNMN Ha
3TO nNpaBo, HeOBX0AMMO NCMONb30BaThL hranydeckne n (MnNu) normnyeckne anemMeHTbl KOHTpons. CooTBeTCTBYOLWME
cnocobbl NpeaoTBpaLLEeHMs HECaHKLUMOHNPOBAHHOMO AOCTYyNa K CUCTEME MOryT BKNtoYaTb B cebsi UCnonb3oBaHne
KMoYen, KapTovek JOCTyna, NepCoHanbHbIX KOAOB C NaponsmMu, GUOMeTPUYECKNX AaHHbIX, OFPaHNYEHMs JOCTyNa K
KOMMNbIOTEPHOMY 060PY40BaHMIO M 30HAM XpaHEHUS OaHHbIX.

30. (12.2) CteneHb 3alnTbl 32aBUCUT OT KPUTUHHOCTU KOMMbIOTEPU3NPOBAHHON CUCTEMbI.

31. (12.3) CosgaHve, U3MEHEHNE U aHHYNMPOBaHWe NpaB JOCTYNa AO0MMKHO ObiTb 3aperMcTpupoBaHo.

32. (12.4) JomkHa BbITb pa3paboTaHa cucteMa ynpaBreHust AaHHbIMU U AOKYMEHTaMu ANa naeHTndukaummn
onepaTopoB, OCYLUECTBNALWMX BXOA4, a TakkKe AN peructpauun M3MeHeHus, MOATBEPXAEHUS Unv yoaneHus
OaHHbIX, BKNOYasa gaTy 1 BpeMS.

YnpasneHue nHumaeHtamm (13)

33. Bce nHUMAeHTHbl (HenpeaBUOEHHbIE crnyyan), BKNOYas CUCTEMHbIE COOM M OLWIMOKU OaHHbIX, OOIDKHbI
ObITb 3anucaHbl U oLeHeHbl. Heobxoanmo ycTaHOBUTL OCHOBHYH NMPUYUHY KPUTUYECKMX COOEB M MCNONb30BaTh 3Ty
NHGOPMALIMIO B KAYECTBE OCHOBbI KOPPEKTUPYIOLLNX 1 NPeaynpexaatoLwmx 4enCTBUNA.

OnekTpoHHasa noanuck (14)

34. OneKTpOoHHbIE 3anncK MOryT ObITb MOAMUCAHbI B 3NIEKTPOHHOM BUAE. DNEKTPOHHBLIE NOAMUCU JOJDKHbI:
a) (a) B paMkax opraHMsaumm UMeTb TaKOe e 3Ha4YEeHne, Kak PyKOMUCHbIE NOAMNUCY;

©0) (b) 6bITb HEPA3PLIBHO CBA3AHHBIMY C COOTBETCTBYHOLUMM 3aNUCAMMU;

B) (C) BkNtoYaTb BpeMsi U JaTy, korga oHy Obinv NOCTaBMEHbI.

Boeinyck cepun (15)

35. Ecnu ana perucTpauun  npouedypbl  odoGpeHVMss M BbiMycka Cepun  UCTONb3yeTcs
KOMMbIOTEPU3NPOBAHHAs CUCTeMa, OHa [JOoIbkHa NpedocTaBnATb AOCTyN AN  BbiNycka CepuM  TONbKO
YNOMHOMOYEHHOMY 1LY, a Takke A0SKHA YeTKO MOEeHTMMULMPOBaTb U PErMCTPUPOBATL YNONIHOMOYEHHOEe MWL,
KOTOpoe 0[06puNo U BbINYCTUNO cepuio. ATW OEWCTBUA [AOJIKHbI OCYLUECTBNATLCA C  WCMONb30BaHWEM
3MEeKTPOHHON Noanucu.
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HenpepbiBHOCTL paboThl (16)

36. C uenbio obecnevyeHmss paboTOCNOCOOGHOCTN KOMMbIOTEPU3MPOBAHHBLIX CUCTEM, COMPOBOXAALLNX
Kputn4eckne npouecchl, H606XO,EI,I/IMO NPUHATL Mepbl MNPeaoCTOPOXHOCTU AONnA rapaHTun HenpepbiBHOCTU
NoaOEPKKM STUX NMPOLECCOB B Clyyae BbIXO4A CUCTEMbI U3 CTPOS (Hanpumep, C UCMOSIb30BaHUEM PYYHOW WIK
anbTepHaTUBHOM cucTemsbl). Bpemsi, Heobxoaumoe Ans BBEAEHWUS B AENCTBME anbTEPHATUMBHBIX CPEACTB, AOMKHO
YyUYNTbIBATb PUCKM M COOTBETCTBOBATb KOHKPETHOW KOMMbIOTEPU3MPOBAHHOW CUCTEME W COMPOBOXOAEMOMY
paboyemy npoieccy. TN Mepbl JOIMKHbI ObITb HaANEXawmnm 06pa3om ohopMIIEHbI LOKYMEHTaNbHO U NPOBEPEHDI.

ApxuupoBanue (17)

37. JaHHble MOryT apXMBMpoBaTbCA. DTN AaHHblE AOMKHbI MPOBEPATHCA HA AOCTYNHOCTb, YAOBCTBO YTEHUS
N LenocTHoCTb. Ecnn B KOMMNbIOTEPU3NPOBAHHOW CUCTeMe HeobXoAMMO NPOBECTU CYLECTBEHHbIE W3MEHEHUs
(HanpumMep, KOMMbIOTEPHOrO OBOOPYAOBAHMSA UMW NPOrpammHOro obecneyeHws), orkHa ObiTb obecneyeHa wu
npoBepeHa BO3MOXHOCTb BOCCTAHOBMNEHUS AaHHbIX.

V. TEPMWHbI 1 OMPEOENEHVA

38. [Ina uenen HacTosiwero MpunoxeHns Kpome TEPMUHOB N ONpeaesieHui, npegycMoTpeHHbIX rrnason |l
HacTosAwmx [NpaBun, NCNoNb3yTCA Takke CreayLlme OCHOBHbIE MOHATUS:

BMnagernevy npouecca - nuuo, OTBETCTBEHHOE 3a pabo4uni npouecc;

Bnageney CUCTEMbl - J§MUO, OTBETCTBEHHOE 3a [AOCTYNHOCTb W TEeXHM4eckoe obcnyxusaHve
KOMMNbIOTEPU3NPOBAHHON CUCTEMbI U 6E30NaCHOCTb AaHHbIX, HAXOOALWMXCS B 3TOW CUCTEME;

XWU3HEHHbI LMK - BCE CTaguu CyLEeCTBOBaHUS KOMMbIOTEPU3MPOBAHHOM CUCTEMbl OT (POpMUPOBAHMSA
nepBoHavanbHblX TpeboBaHUN [0 NpekpalleHns 3KCcnfyaTtauun, BKMYas MpPOeKTMpoBaHWe, onpegeneHve
TeXHN4Yecknx TpebosaHuii, NporpaMmmMupoBaHne, TECTUPOBaHNe, yCTaHOBKY, paboTy n obcnyxnsaHue;

WH(OPMaLIMOHHO-TEXHONOIMYECKas WH(pacTpykTypa - KOMMblOTEpHOe ob6opynoBaHWe U MporpammMmHoe
obecneyeHne, Takoe Kak ceTeBoe nporpammHoe obecrneyeHne M onepauMoHHblIE CUCTEMbI, KOTOPbIE MO3BOMAT
NPUMEHNUTb UX AN BbINONIHEHUSA ONpeAeneHHbIX YHKUMN;

KOMMbOTEPU3NPOBAHHAaA CuUctemMa, W3rotoBrieHHaa nNMo wuHAMBUAyallbHOMY 3aka3y - WuHOMBUAYyallbHO
CnpoeKkTnpoBaHHaaA KoOMNbOTEPU3INPOBaHHaA CUMCTEMa ANA obecneyeHus KOHKpPETHOro pa60L|ero npouecca;
npurioxeHne - nporpamMmmHoe obecneyeHue, yCTaHOBJIEHHOE Ha onpe/:l,eneHHoﬂ nnachopme nnn

KOMMblOTepHOM 060pYAOBaHMK M NpeaocTaBnsiowee cneumarnbHble yHKUMOHANbHbIE BO3MOXHOCTY;
cepuiiHoe nporpamMmMHoe obecrnedeHre - KOMMepPYeCkM AOCTYNHoe NporpaMmHoe oGecneyeHune, NPUroAHOCTb
KOTOPOro A5 UCNOMb30BaHNA NPOAEMOHCTPUPOBaHa GOMbLIMM KONMYECTBOM MONb3oBaTenen.

Mpunoxexne N 12
K MpaBmnam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK

NCMNOJIb3OBAHVE
NOHN3UNPYIOLWEIO N3NYYEHUA B NMPON3BOOCTBE
JIEKAPCTBEHHbIX MPEIMAPATOB

1. MNpownsBoanTens NpoayKuMW, ONS KOTOPOM MOHU3MpYyloLWee obnyyYyeHne SIBNAETCS COCTaBHOW 4YacTbio
TEXHOMOrM4ecKoro npouecca, AOMKeH Takke PYKOBOACTBOBATLCA HOPMATUBHLIMU NPaBOBLIMKU akTamun Poccuiickon
defepaumy, pernameHTUPYOLWMMM  UCMONb30BaHWE  MOHU3MPYIOLWLEro  M3Ny4YeHUus npu  Npou3BOACTBE
nekapCTBEHHbIX CPeacTB.

|. BBEOEHUVE

2. I/|0H|/|3|/|py+ou.|,ee n3ny4vyeHme MoXeT UCNnonb3oBaTbCA B MpoM3BOACTBEHHOM npouecce AnA pasfinyHbIX
uenen, BKoYasi CHUWXKEHME CTeneHu 6MOHal'py3KVI n ctepunn3aunto NCXoaHoOro CblpbA, KOMMNOHEHTOB YNaKOBKU U
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npoayKumn, a Takke ob6paboTkn npenapaToB KPOBMU.

3. Ncnonb3yeTca ABa BUAA MOHU3MPYIOLLETO U3NYyYEeHUS: raMmma-usnyyeHme ot pagnoakTUBHOIO MCTOYHMKA U
BbICOKOIHEPreTMYeCKoe 3MNeKTPOHHOE n3nyyvyeHue (beta-usnyyeHune), nony4yeHHoe C MOMOLLLIO YCKOPUTENS.

4. MNpu ramma-nsny4eHmm MoryT OblTb MCNOMNBb30BaHbI ABa pasnuyHbIX pexnma obpaboTku:

a) (i) MOPUMOHHBIA PEXMM: NMPOAYKUMS pa3MellaeTcss B (PUKCMPOBAHHOM MOJIOKEHWUM BOKPYr WUCTOYHMKA
N3Ny4YeHnst 1 He MOXET ObITb 3arpyxeHa Wi BbIrpy>KeHa, Noka OTKPbIT MCTOYHMK MOHU3NPYIOLLETO U3NYYEHUS;

©0) (ii) HenpepbIBHbIV pEXMM: aBTOMaTU3MpPOBaHHasi CUCTEMa TPaHCMOPTUPYET MpOAYKUUIO B Kamepy Ans
06My4YeHMs] MUMO OTKPbITOTO MCTOYHUKA WOHU3UPYIOLLEro W3My4YeHus, nepemellaeT ee C COOTBETCTBYHOLLEN
CKOPOCTbIO MO 3aJaHHOMY MapLUpyTy, a 3aTeM BbIBOAUT U3 KaMepbl.

5. PagraumnoHHble YCTaHOBKM C YCKOPUTENAMW 3MEKTPOHOB: NMPOAYKLUMIO NepeMeLLaloT Yepes Henpe pbiBHbIN
UNU NynbCUPYIOLLMIA MYy4OK 3NEKTPOHOB BbICOKOM 3Heprun (beta-usnyyeHue), pasBepTKy KOTOPOro npov3BoasaT B
0bounx HanpaBneHnsiX NepPneHanKynNAapHO K NepemMeLLeHMI0 NPOaYKLUN.

II. OTBETCTBEHHOCTb

6. (1) PagnaumoHHyio 0bpaboTky neKkapCTBEHHbIX MpenapaTtoB MOXeT MPOBOAUTb HENOCPEACTBEHHO ee
NPOM3BOAUTENb NN NO AOrOBOPY C HUM OpraHu3aums, MMeoLwas B pacnops>KeHUun pagnaunoHHyo YyCTaHoBKY. [pu
3TOM Kaxabli U3 HUX OOMKEH MMEeTb COOTBETCTBYIOLLYIO NIMLEH3MNIO Ha NPON3BOACTBO JIEKapCTBEHHbIX CPEACTB.

7. (2) lNMponssoauTenb HeceT OTBETCTBEHHOCTb 3a KayeCcTBO MPOAYKUMW, B TOM 4ucrie 3a pesynbTaTbl
BO3OENCTBUS MOHM3MpYoLWero wusnyyenHus. OpraHusauus, npoBoaswas pagunaunoHHylo obpaboTky, HeceT
OTBETCTBEHHOCTb 3a TO, YTODbI KaXaas ynakoBka nonyyunna gosy, onpegeneHHyo npom3sogutenem (B TOM vucne
camas ygareHHasi OT UCTOYHMKA U3NyYeHWsl ynakoBKa C NpoayKLMeR).

8. (3) Tpebyemas posa Cc 0BOCHOBaHHbIMM NpeferibHbIMU  3HAYEeHUSIMU OOMKHa OblTb yka3aHa B
perncTpaumMoHHOM A0Cbe Ha NeKapCTBEHHbIN nNpenapar.

. AOSNMETPUA

9. (4) OosumeTpuss - STO U3MEPEHWe MOrMOLWEHHOW [03bl MOHU3UPYIOLLEro W3ny4eHuss C MOMOLLbIO
[03nMeTpoB. NoHMMaHWe NPUHLMNOB paboTbl 1 MpaBUiibHOE UCMONb30BaHWE TEXHUKM UMEIOT BaXKHOE 3HadeHue
Ana Banuaauuy, BBoAa YCTAHOBKW B 3KCNyaTaumio U KOHTPOMS npoLlecca.

10. (5) KanubpoBka kaxgon naptum paboumx O03MMETPOB [O/KHa OblTb MPOCMEXMBAEMOW BMOTb OO
HaLMOHanbHOro WM MexayHapoaHoro aTtanoHoB. Cpok OevicTBUS KanmbpoBKM AOSKeH ObiTb YCTaHOBIIEH,
060CHOBaH M CTPOro BblaepKaH.

11. (6) Ons onpegeneHvs M3MEHeHUs MOKa3aHMM LTaTHbIX OO3MMETPOB nocrne obnyyeHus U npu ux
KanmbpoBKe AOMKEeH UCMOMNb30BaTbCA OAMH M TOT e nNpmbop. MNpu ncnonb3oBaHMM pasHblix MPUHOPOB OHU OOSKHbI
ObITb KanNUMbpoBaHbl B aBCONMIOTHLIX eANHMLAX NOrMOLLEHUS.

12. (7) B 3aBMCMMOCTM OT TMNa NCMNOMb3yeMblX AO3UMETPOB HEOOXOANMO YYUTbIBaTb BO3MOXHbIE UCTOUYHMUKN
MOrpeLLHOCTEN, BKMOYas BMNAXHOCTb, W3MEHEHWUs TemnepaTypbl, Nepuog BpEMEHU Mexgy obrnydyeHvem u
N3MepeHneM, a Takke MOLLHOCTb NOrMOLLEHHON A03bI.

13. (8) AnvHy BonHbI Npubopa, UCNonb3yemMoro Ans U3MepeHnsi UBMEHEHUI B MOTMOLEHUN 0O3MMETPOB, U
npubop, Mcnonb3yembli AN U3MEPEeHUs TOSLWMHbI [O03UMMETPOB, HeOOXOAMMO perynspHoO NpoBepsATb NyTeM
KannubpoBKn Yepe3 onpederieHHble BpeMeHHble WHTepBarbl, YCTAHOBMEHHble Ha OCHOBaHWM CTabWMbLHOCTW,
Ha3Ha4eHus n cnocoba npumeHeHns npubopa.

IV. BAIIMOALINA MPOLECCA

14. (9) Banupgauua - 370 OencTBue, LoOKasblBalollee, YTO MPOLEecC, TO €CTb MOoJflydeHue npoayKumnemn
3a[jaHHON MOrJOLLEHHON [03bl, JOCTUraeT OXuaaemblx pesdynbTaTtoB. Ecnu npy ncnonb3oBaHMM MOHU3MPYHOLLENO
M3nydeHnss B MNPOU3BOACTBE JIEKAPCTBEHHbLIX CPEeACTB HOPMAaTUBHbIMM MPaBOBbIMM akTamm Poccuinckon
depepauymmn ycTaHOBIEHbI AOMONHUTENbHBIE TPEOOBaHMSA K Banvaaumu, Takne TpeboBaHns A0MMKHbI coOnoaaThes.

15. (10) Banugauua gorkHa BknovaTb B ceOA cocTaBreHue KapTbl LO3HOMo Morns, YToObl yCTAHOBUTL
pacnpegeneHve nornoLeHHoO 403kl BHYTPM 06y4aemMoro KoHTeHepa C NpoayKumen npy onpeaeneHHon cxeme
pasMeLLeHMs MPOaYKLUNN B HEM.

16. (11) TexHuyeckne TpebOOBaHMSA K npoueccy obny4YyeHWss OOMKHbI BKMoyaTb B cebsi, B 4acTHOCTW,
cnepywllee:

a) (a) nogpobHble cBeaeHUs 06 ynakoBke NpoayKLuu;

0) (b) cxemy(bl) yknagkvm NnpogykuuMm BHYTPU KOHTENHepa Aanst obny4veHus. Ecnu B ob6nyyaemom KOHTenHepe
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HaxoOATCA pasnuyHble BuAbl Npoaykuuu, ocoboe BHUMaHWE Heobxoaumo yaenaTb ToMy, 4TobGbl NnoTHas
NpoayKUMS MOnyyuna MOMHYI0 [03Yy W He 3KpaHuposana gpyryio npogykuumio. Kaxgein crnocob yknagku B
KOHTENHep pa3sHbIX BUOOB NPOAYKLMM OOMKeH ObiTb onpeaeneH B COOTBETCTBYIOLLEN Npoueaype U SOMKEeH NPonTu
Banuaaumio;

B) (C) CxeMy pacrorfioXeHUs KOHTEMHEPOB BOKPYr WMCTOYHMKA (MOPUMOHHBIA PEXUM) UM MapLupyT
00ny4aeMbix 0OBLEKTOB BHYTPY KaMepbl A1151 065y4eHns (HENPEpPbIBHLIN PEXUM);

r) (d) BepxHee 1 HWXHee NpedenbHO AOMYCTMMbIE 3HAYEHMWS MOTMOLLEHHOW 403kl M3NYYEeHUs AN NpoayKumum
N COOTBETCTBYIOLLME METOAbLI JO3MMETPUY;

A4) (e) BepxHee W HWXHee MpedenbHble 3HAYEeHWs! MOrMOLEHHOW A03bl M3nyveHusa Ans obnydyaemoro
KOHTelHepa 1 COOTBETCTBYIOLLME METOAbI 4O3UMETPUN ANS KOHTPOSA 3TON NOrMOLWEHHON A03bI;

e) (f) opyrve napameTpbl npoLecca, BKMYas MOLUHOCTb MOMMOLWEHHOMW [03bl, MakCUManbHOEe BpeMs
3KCMO3MLMM, YNCIO SKCMO3ULNIA, KONMYECTBO LIMKIOB 061TyYeHus.

17. Ecnu oGnyyeHne nNpoBOAAT NO OroBOpY, TO B TAKOM [JOroBOpe peKkoMeHAyeTcs npefycMoTpeTb, Mo
KpamHen mepe, noanyHkTbl " u "g" nyHkta 16 HacToswero [lpunoxeHus, onpegensoowme TexXHU4eckue
TpeboBaHua K npoueccy obnyvyeHus.

V. BBO[ YCTAHOBKW B SKCIJTYATALMIO
Obuwume TpeboBaHus

18. (12) BBog B akcnnyaTauuio - 3TO 3KCMEPUMEHTANIBHO MOSyYEHHOE WM AOKYMEHTanbHO OGOpPMIIEHHOE
AoKas3aTenbCTBO TOro, YTO pagunaLMoHHas yCTaHOBKa Npu paboTe B COOTBETCTBUM C TEXHUYECKUMU TpeboBaHNSMMU
K npoueccy nocTosHHO OygeT paboTaTb B 3apaHee YCTaHOBMEHHbIX npegenax. CormacHo HacTosiwemy
[MpunoxeHunio 3apaHee yCTaHOBMEHHbIE Mpedenbl - 3TO0 MakCMMarnbHOe W MUHWMAarbHOEe OOMYCTUMble 3HAYeHUSs
003bl, NpegHa3Ha4YeHHoW AN nornoweHnsa obnyyaemMbiM KOHTEAHEPOM. MI3MeHeHus B paboTe yCTaHOBKK, KOTOPbIE
MOTYT NPMBECTU K BbIXOAY 3HAYEHUIN MOrNOWEHHON KOHTEMHEPOM A03bl 3a 3TV NPeAernbl, HU MPU Kaknx ycrnoBusax
He JOIMKHbI NpoucxoanTb 6e3 BegomMa onepaTtopa.

19. (13) BBoAa B aKcnnyaTtaumio JOMMKEH BKIoYaTh B cebs cnegyoLlmne anemMeHThI:

) (@) nnaHupoBaHue;

) (b) cocTaBneHue KapTbl JO3HOrO Nons;

) (C) BOKyMeHTanbHoe ohopMIieHUE;

r) (d) onpegenexne TpeboBaHUi kK NMOBTOPHOMY BBOAY YCTAHOBKM B 3KCMlyaTauuto.

a
6
B

MICTOYHUKM raMmma-u3nyvyeHus
KoHcTpyKums

20. (14) NMornoweHHas [o3a, MOnyyYeHHasd onpegeneHHon 4YacTbito obrnyvyaemoro KOHTenMHepa B ntobon
onpeaeneHHon ToUKe BOKPYr uanyyaTtens, 3aBUCUT, B YaCTHOCTU, OT CrieyoLmx hakTopoB:

a) (a) aKTMUBHOCTb M rEOMETPUSA UCTOYHUKE U3NYYEHNS;

0) (b) paccTosiHMe OT UCTOYHUKA OO KOHTEMHEPA;

B) (C) NPOAOMKUTENBHOCTL 06MyYeHMs, KOHTPONMpyeMas TanMepoM UINN CKOPOCTLI0 ABUXKEHNS KOHBEepa;

r) (d) coctaB 1 NAOTHOCTL MaTepuana, BKNOYasa APYryo NpoayKUMIO MeXZy UCTOYHWKOM W onpeaerieHHON
YacTblo KOHTENHepa.

21. (15) CymmapHas normnoLlieHHas go3a 3aBUCUT Takke OT MapLlpyTa, Mo KOTOPOMY OBWXKYTCS KOHTENHEpPbI
NpW HEMPEPbIBHOM pexXnMme 06ydeHuns, nnm OT CXEMbl 3arpy3ku Npu NOPLMOHHOM pexume obnyveHusi, a Takke oT
KONM4yecTBa LIKIOB 06y4eHus.

22. (16) lNMpwn durKcmpoBaHHOM MapLUpyTe (Npyv HENpPepbIBHOM OBOMyYeHnW) v npyu PUKCMPOBaAHHOW CXeme
3arpy3ku (Npy MOPLMOHHOM pexume oOnyyeHus), a Takke Mpu MOCTOAHHOW MOLLUHOCTM MCTOMHMKa W BuAe
NPOAYKLUUM OCHOBHbIM MapamMeTpOM YCTaHOBKW, KOHTPONMPYEMbIM ONepaTopoM, SIBMSIETCA CKOPOCTb KOHBewepa
NN Bpemsi, yCTaHOBIIEHHOE Ha Tanmepe.

CocTaBneHue kapTbl O3HOMO Mons
23. (17) MNpwn coctaBneHun KapTbl AO3HOrO MONSA kKamepa Ans 06nyyYeHus [OSKHa ObiTb 3anonHeHa

KOHTEHepaMn C MynsbkamMmu unu obpasuamy NpoayKuuM OAHOPOAHONW MNOTHOCTW. [o3nMeTpbl OOMKHbI ObiTb
pacrnosioXeHbl He MeHee YeM B Tpex 3anoSIHEHHbIX KOHTEWHepax, KOTopble MPOXOAAT Yepes3 usnydatenb. ITu
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KOHTENHePbl AOMKHbI OblTb OKPYXXEHbl aHANOMMYHbIMU KOHTEAHEPaAMM UMK MynsbkaMu npoaykumu. Ecnn npoaykums
yrnoxeHa HepaBHOMEPHO, AO3MMETPbI JOMKHbI ObITh pa3melleHbl B 6onbLiemM KONnM4ecTse KOHTENHEPOB.

24. (18) PacnonoxeHue [O3UMMETPOB 3aBUCUT OT pa3mepoB obryvyaemMoro KoHTenHepa. Hanmpumep, ons
KoHTenHepoB pa3mepom 1 x 1 x 0,5 m, 4O3MMETpPbLI MOryT pacnonaraTbCs B y3nax TPEXMEPHOWN peLleTKn C Wwarom
20 cM C y4yeTOM BHELIHENn MOBEPXHOCTM KOHTerHepa. Ecnu npegnonaraemble 30HbI C MakCMMarnbHOW W
MUHMManbHOW 003aMW U3BECTHbI U3 NpeablayLIMX OMNbITOB, TO YacTb AO3NMETPOB MOXET OblTb U3bsATa M3 30H CO
CpeaHVMM 3HaYEeHNsIMM 003 U NMOMELLEHA B 30HbI C 3KCTPEMarbHbIMW 3Ha4YeHUsiMM 403kl ¢ LWwarom 10 cm.

25. (19) B pe3ynbTaTte aTOM NpoLeaypbl OOMMKHbI ObiTb onpeaeneHbl MMHMMarnbHas 1 MakcMMarbHasi 4o3bl,
MOrMOLLEHHbIE NPOAYKLUMEN N MOBEPXHOCTbIO KOHTEHepa Mpu 3agaHHbIX napamMeTpax YCTaHOBKM, MIIOTHOCTM
NPOOYKUUN U CXEME 3arpy3Ku.

26. (20) B wupeanbHoMm crniyyae Ansa onpegeneHns KapTbl AO3HOTO MONs HeobxoaMMO MCMonb3oBaTb
3TanoHHble JO3NUMETPbI, NOCKOMNbKY OHU UMEKT BOMbLUY0 TOYHOCTb. Takke OONYCTUMO UCMNOMb30BaHWE OObIYHbIX
O03MMETPOB, HO peKoMeHayeTcs pasMellatb pagoM € HUMMW  3TanoHHble O03MMETpbl B MecTax, rae
npeanonaralnTca MUHUMANbHAs M MakcumManbHas [03bl, U B OObIMHO KOHTPONMMPYEMOM MECTE B KaXaoM
MOLENbHOM KOHTenHepe Ana o6ny4vyeHus. [onyyYyeHHble 3HAYEeHUSA NOrMOLLEHHOM [03bl OyayT MMeTb CryvanHyo
MOrpeLUHOCTb, KOTOpas MOXET ObITb onpeAeneHa nyTemM MHOrOKpaTHbIX U3MEPEHMI.

27. (21) WNamepeHHast OObIYHBIM [03MMETPOM MUWHMManbHas Habniogaemas [osa, Heobxogumasi ans
rapaHTMM TOro, YTO BCE OOJydeHHble KOHTEWHEepbl MOMyYuMnM MUHMManbHyto Tpebyemyio [o03y, AomkHa ObiTb
yCTaHOBMEHa Ha OCHOBAHWUW 3HAHMWS CIy4aiHOW MOrPELUHOCTN N3MEPEHNST LITATHBIX 4O3UMETPOB.

28. (22) Bo Bpemsi onpegeneHus kapTbl JO3HOMO MO NapamMeTpbl YCTaHOBKM HEOOX04MMO NOAAEpPXKMBaTb
MOCTOSIHHBIMW, KOHTPONMPOBaTb W PErMcTpMpoBaTtb UX. OTWM 3anncyu BMECTe C pesynbTaTtamu OO3UMETPUU U
OPYrMMM NOydeHHbIMM 3annucsamMmm Heob6xoaMMO COXPaHSTb.

PagvaumnoHHbIe yCTaHOBKU C YCKOPUTENSMU 3MEeKTPOHOB
KoHcTpykuus

29. (23) lMornoweHHas go3a MOHU3MPYIOLWEro U3nyyYyeHns B NPOAyKUUN 3aBUCUT OT CredyroLmnX OCHOBHbIX
daKkTopOoB:

a) (a) xapaKTep1CTUKM Ny4vKa, @ UMEHHO: 3HEPrus ANIEKTPOHOB, CPEAHWNIA MOTOK NyyKa, LWWPWUHA Pa3BepTKn U
paBHOMEPHOCTb Ny4ka No WMpUHe pa3BepTKy;

©) (b) ckopocTb kOHBeNEP3;

B) (C) cocTaB 1 NIIOTHOCTb NPOAYKLMM;

r) (d) coctas, MAOTHOCTb U TOMLWMHA MaTepuana, HaxoAsLWerocs Mexay BbIXOAHbIM OKHOM M obnydyaemon
YacTbio NPOaYKUNY;

A) (e) paccTosiHMe OT BbIXOAHOIO OKHa A0 KOHTeWHepa.

30. (24) OcHOBHbIMM MapameTpamMu, KOHTPONMPYEMbIMU OMEePaToOpoM, SBASKOTCA XapaKTepUCTUKU Mnydka W
CKOPOCTb KOHBeWepa.

CoctaBneHune KapTbl 4O3HOIo nons

31. (25) lNpwn cocTaBneHnn KapTbl JO3HOrO MOMs OO3MMETPbl HEOOXOAMMO pacnonaraTb Mexgy CIosiMu
FOMOreHHOro MOorfoTUTENs, MOAENVPYIOLLEro peanbHyl0 MPOAYKUMIO, UMK Mexay CrosiMu obpasuoB NpoayKumu
OOHOPOAHOWM MMAOTHOCTW Tak, YTobbl He MeHee 10 m3mepeHun Gbinu NpoBedeHbl B Mpeferniax MaKCMMarbHOro
npobera anekTpoHoB. Heobxognmo Takke cobnogate TpeboBaHUA, N3NOXEHHbIE B MyHKTax 24 - 27 HacTosLwero
MpunoxeHus.

32. (26) lNpw onpegeneHnM KapTbl OO3HOIMO MONA NapaMeTpbl paguauMoOHHON YCTaHOBKM Heobxogumo
NnogaepXuBaTb MOCTOSHHBIMW, KOHTPONMPOBaTb M PErMcTpyMpoBaTb WMX. OTM 3anncyn BMecCTe C pesynbTaTtamu
O03MMEeTPUM U OPYTMMU NONYYEHHbIMU 3anMcaMn HEOBXOAMMO COXPaHATb.

|-|OBT0prIl71 BBO/[ YCTaHOBKW B 3KCnyaTtauuo

33. (27) lMNMpoueaypa NOBTOPHOro BBOAA B IKCMnyaTauuio AOMKHa NpoBOAUTLCS 3aHOBO KaXAblil pas, korga
NPOUCXOOAT W3MEHEHMs1 Mpouecca WNu napameTpoB pPaavMauMOHHOW YCTAHOBKM, CMNOCOOHbLIE MOBNUSATL Ha
pacnpegeneHve nornoLleHHon 4o3bl B 00y4aeMoM KOHTEHepe (Hanpumep, Npu 3aMeHe CTePXXHen obnydyaTens).
O6bem paboT Mo NOBTOPHOMY BBOAY B 3KCMyaTauuio 3aBUCUT OT CTENEHUN U3MEHEHWUI, BHECEHHbBIX B KOHCTPYKLMIO
obnyyaTtens pagvauMOHHOW YCTaHOBKM Wnn B KOHdUrypauuio 3arpy3ku. Mpyv Hanmmymm COMHEHWI Mpoueaypy
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MOBTOPHOro BBOAA YCTAHOBKW B 3KCMNyaTauunio HeobxoamMmo NpoBecTn 3aHOBO.
VI. MOMELLEHNA

34. (28) MomelleHna criegyeT NPOEKTMPOBaTb W IKCMyaTUpoBaTh TakMM 06pa3oM, YTOObl 06MyyYeHHble
KOHTElHepbl Bbinv oTAeNeHbl OT HEOOMYYEeHHbIX BO U3GexaHe NepekpecTHoW KoHTaMuHaumu. Ecnv maTepuansl
o6pabaTbiBaloT B 3aKPbIThIX KOHTEMHepax Ans o6ryyeHusi, To HeT Heo6Xo0AUMOCTY OTAeNsATb hapmaleBTUYecKme
n HecbapMaueBTUYECKME MaTepuanbl Apyr OT gpyra mnpu YCroBWM, YTO B MOCMeayloweM He GyaeT pucka ux
KOHTaMUHaLWW.

35. JTio6ast BO3MOXKHOCTb 3arpsisHeHVs1 NPoAYKLMM paauoHYKNMaaMy AomkHa ObiTb UCKIOYEHa.

VIl. TEXHONOIMMYECKUW MPOLIECC

36. (29) KoHTerHepbl ¢ npogykumen Heobxoammo 3arpyxaTb B COOTBETCTBUM CO CXemon(amu) 3arpysku,
yCTaHOBMEHHON(bIMM) B NpoLecce BanMaaumm.

37. (30) Bo Bpemsa npouecca [o3y 0bnyveHms gns obny4yaeMbiX KOHTEMHEPOB HEOOXOAMMO KOHTPONMPOBaTh
C UCMOMb30BaHWEM MpPOLUEALIMX aTTecTauuio O03UMETPUYECKUX METOAMK. 3aBUCUMOCTb MeXAdy 3TOW J030M U
00300, MOrMOLEHHOW MPOAYKUMEN BHYTPU KOHTEWHepa, AormkHa ObITb YCTaHOBIEHa Npu BanMgauuu npouecca u
BBOJE pagVaLMOHHOW YCTaHOBKU B 3KCNIyaTaumio.

38. (31) Ona Toro 4toObl pasnuyatb OOMy4YeHHble W Heobny4YeHHble KOHTEWHepbl, Heobxoanmo
NCMNomnb30BaTh MHOUKATOPbl MOHN3MPYIOLLETo M3nydeHusa. OgHako TakMe MHOMKATopbl HE AOMKHbI MCNOMb30BaThCA
B KayeCTBe €AMHCTBEHHOrO CpefcTBa pPasfUYeHUs WM Kak €QMHCTBEHHbIN MokasaTernb yOOBNeTBOPUTENbHbIX
pe3ynbTtaTtoB 06paboTku.

39. (32) OgHoBpeMeHHy0 06paboTKy pasHbIX BUOOB NPOAYKUMM B OAHOW 3arpyske B paavauuoHHON Kamepe
Heobx0AMMO MPOBOAMTL TOMbKO TOrda, Korga no pesynbTaTam dKCnfyaTauum yCTaHOBKW MW NO APYTUM AaHHbIM
YCTaHOBMEHO, YTO NOrNOLWeHHas 4o3a B KaX40M OTAENbHOM KOHTENHEPEe HaxOAMTCS B YCTAHOBIEHHbIX Npeaernax.

40. (33) Ecnn Tpebyemasn gosa manydeHus nonydaetca 6onee yem 3a 0gHy 3KCNosmumio unu bornee Yem 3a
OQVH MpPOXOA Yepe3 paaunauMoHHY Kamepy, 3TO OOSMKHO ObiTb COrmacoBaHO C HOPUOUYECKMM JIULIOM, Ha MMS
KOTOpPOro BbI4AHO perucTpauMoHHOe yaocToBepeHue. MNpu 9TOM ykasaHHasi go3a [ormkHa ObiTb MoryyeHa B
TeyeHne npegBapuTenbHO YCTaHOBINEHHOTO NPoOMeEXyTka BpeMeHu. KOpuauyeckoe nuuo, Ha UMS KOTOPOro Bbl4AaHO
perucTpaumMoHHOe YOOCTOBEPEHUE, AOMKHO ObiTb YBEOOMIIEHO O He3anfaHUPOBaHHLIX MepepbiBax BO BPEMS
06nyyeHus, ecnv OHN YOUHSIOT Npouecc obny4yeHnst CBblLLEe 3apaHee CornacoBaHHOIO BPEMEHM.

41. (34) ObnyyeHHasn npodyKuMsa Bcerga OoSPKHa ObiTb oTaeneHa ot HeobnydeHHow. Cnocobbl JOCTMKEHUS
3TOro BKMHOYalT B cebs mcnonb3oBaHWe MHAMKATOPOB paguauunun (NyHKT 38 HacTtoswero MNpunoxeHus), a Tawkke
COOTBETCTBYHOLLYIO MAaHUPOBKY NoMeLLeHnn (NyHKT 34 HacTosAwero MNpunoxeHns).

lamma-nsny4yarerns

42. (35) MNpwn HenpepbIBHOM pexunme 0bnyyYyeHus JO3MMETPbl AOIMKHbI ObITb PacnonoXeHbl Takum obpasom,
4YTOObI MOA BO3OENCTBMEM U3NYYEHUS] OOHOBPEMEHHO HaxOAMIMMCb HE MeHee ABYX OO3MMETPOB B TEYEHUE BCErO
npotecca.

43. (36) lMpu NOPUMOHHOM pexumMe He MeHee OBYX AO03MMETPOB [OMXHbl NoABepratbCcs BO3AEWCTBUIO
WNOHM3MPYIOLLLEro U3NyYeHUsl B MecTax nosry4yeHns MMHUMansHom A03bl.

44. (37) lMNpw HenpepbIBHOM pexume 06rnydYeHus OOrmkHa ObiTb NpedycMOTpeHa WHAMKauus Tpebyemoro
paboyero nonoXeHUs UCToYHMKA. [loNOXEeHWe WCTOYHMKA W OBWXEHME KOHBerepa [AOSMKHbl ObiTb CBs3aHbI
6nokupoBkon. CKOpOCTb ABWXEHMSA KOHBENepa He06X0ANMMO NOCTOSIHHO KOHTPOMMPOBaTh U PEMMCTPUPOBATD.

45, (38) MNpu NOPUMOHHOM pexume 0bnydYeHnst NnepemMeLLieHMe UCTOYHMKA U BPEMS SKCMO3MLMKN OJ1S KKO0N
cepumn NpoayKLUN OOIMKHBI KOHTPONMPOBATLCS U PErMCTPMPOBATLCS.

46. (39) Ona nony4yeHuss >xenaemon [o03bl HEOHXOOUMO KOpPPEKTMpOoBaTb BpeMsi OBMyYeHUs U CKOPOCTb
OBWKEHMS1 KOHBENepa C y4eToM pacrnaga unm [o3apsgkm UCTOYHMKa uanyydenus. Cpok AenCcTBMS napameTpoB
YCTaHOBKW UM CKOPOCTM KOHBelepa Heobxoanumo uKcnpoBaTb AOKYMEHTaNbHO 1M CTPOro cobnioaarhb.

PagvaumnoHHble YCTaHOBKU C YCKOPUTENSMU 3N1EKTPOHOB
47. (40) B kaxablln KOHTENHEP AOIMKEH OblTb NOMELLEH O03UMETP.

48. (41) HeobxoamMmMo HenpepbiBHO PErMCTpMpoBaTh CpeHee 3Ha4YeHne NOToKa Nny4vka, 3HEPIUi0 ANEKTPOHOB,
LUMPWHY Pa3BEPTKN U CKOPOCTb KOHBeVepa. OTW napameTpbl, 338 UCKIMIOYEHMEM CKOPOCTM KOHBenepa, Heobxoaumo
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KOHTPONMMPOBATb B YCTAHOBJIEHHbIX npeaenax, onpeneneHHblX BO BpeMA BBOAA B 3KCMyaTtaunto, NOCKOJIbKY OHU
noasep>xXeHbl CMOHTaHHbIM U3MEHEHUAM.

VII. QOKYMEHTALINA

49. (42) KonnyecTBO NOCTYMUBLUMX KOHTEMHEPOB N KOHTEMHEPOB, MpOoLUeALMX 00fy4YeHne N BbIBE3EHHbIX C
NPOU3BOACTBEHHOW  MMOLWAAKM, [OOJPKHO COBMagaTb W COOTBETCTBOBAaTb  3HAYEHWAM, YKa3aHHbIM B
CONpOBOANTENBHON JOKYMeHTauuu. Jllobble pacxoXaeHus AOMKHbI PErMcTpMpoBaTbCs U paccnenoBaTbCes.

50. (43) OnepaTop pagvauUMOHHON YCTAHOBKM LOJDKEH YAOCTOBEPATb B MUCbMEHHOM BMAE Ouanas3oH
3HaYeHWI NOMMOLLEHHbIX 03, MOMYyYEHHbIX KaXXablM KOHTEMHEPOM MPU KaXKAOW 3arpy3ke unu B cepun npoaykumm.

51. (44) TexHonorvyeckne 3anucu M 3anMcyu NO KOHTPOMO AN KaXOoW cepvuu NpoayKuum, npoluefllein
obnyyeHve, OOMKHbI NPOBEPATHCA M MOANUCHLIBATLCA CleuuanbHO Ha3Ha4YeHHbIM MLOM U coxpaHsaTees. MeToa u
MECTO XpaHeHWs JOIMKHbl BbiTb CornmacoBaHbl Mexay opraHusauuen, NpoBoauBLLEN OBnyyYeHue, U IPUANYECKUM
NMLOM, Ha NMSi KOTOPOTO BblAaHO PEermcTpaLmoHHOe yaoCTOBEPEHME Ha NeKapCTBEHHbIV npenapar.

52. (45) [JokymeHTauus, OTHOCALWA@sACA K Banvaauvum paguauMoOHHOW YCTaHOBKM, OOMXKHA XPaHUTbCA B
TEeYeHne OJHOro roga Mocne MCTEeYEHUs Cpoka roAHOCTM UMK, MO KpanHen Mepe, B TedYeHue NSTU neT nocne
BbiMyCcKa MOcCnegHen Npoaykuuu, npowegwen obnyvyeHne Ha 3TOW YCTaHOBKE, B 3aBUCUMOCTW OT TOrO, KaKOW
nepvog gonblLue.

IX. MMIKPOBVONOIMYECKMN KOHTPOINb

53. (46) OTBETCTBEHHOCTb 3a MWKPOOMOMOrMYECKNA MOHUTOPUHI HECET MPOU3BOAUTENb JeKapCTBEHHbIX
cpeacTtB. OTOT MOHWUTOPWHI MOXET BKMAYaTb MOHUTOPUHI MPOWM3BOACTBEHHOM Cpefbl U KOHTPOMb MPOAyKUMM
nepeg obnyyeHnem, kak yCTaHOBIIEHO B PErMCTPaLMOHHOM A0ChE.

MpunoxexHne N 13
K MpaBunam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK

NEKAPCTBEHHBIE MPENAPATbI AN KNMHUYECKUX MCCNELOBAHNN
[. AIPNHLAIM

1. JlekapcTBeHHble MpenapaTbl AN  KIMHUYECKUX WUCCNeOoBaHMi  [OOMKHbI OblTb Npou3BedeHbl B
COOTBETCTBUMN C HacToswumn [paBunamm U ¢ y4eTOM MOSOXEHMIN COOTBETCTBYIOLIUX HOPMAaTUBHBLIX MPaBOBbIX
aktoB Poccuitickonn depepaunm B 3aBUCMMOCTU OT CcTagum paspaboTkuM nekapcTBEHHOro npenapata. Metopbl
paboTbl AOSMKHbI ObITb FTMOKMMK, YTODOLI 06ecnevmBaTb BO3MOXHOCTb BHECEHWUSI U3MEHEHMI NO MEPE PacLUMPEHUS
3HaHWUIA 0 MpoLiecce, U AOSMKHbI OTBEYaTb CTaaun paspaboTkM NiekapCTBEHHOro npenapara.

2. Mpun KNMHUYECKUX UCCNEAOBaHUSIX MOTYT BO3HMKHYTb OOMOMHUTENbHbIE PUCKU ONS Y4aCTBYOLWMUX B HMX
nauueHTax Mo CpaBHEHUIO C puUckamn Afs Tex NauMeHToB, KOTOpble MNPUHUMAalOT 3aperncTpupoBaHHbIe
nekapcTBeHHble npenaparTbi.

3. TlpumeHeHne HacToswmMx [lpaBun K NPOU3BOACTBY MCCredyeMbIX TeKapCTBEHHbIX NpenapaTos
HamnpaBneHO Ha WCKMIOYEHUEe PUCKOB AN MaLMEeHTOB, a Takke Ha TO, 4YToGbl Ha pe3ynbTaTbl KIUMHUYECKMX
“ccrnefoBaHWn He MOBMUSANM HeOoCTaTOYHble GEe30MacHOCTb, KauyecTBO UMM 3hheKTUBHOCTb J1eKapCTBEHHOIO
npenapara, sIBAsoLWnecs CreacTBMEM ero HeHaaslexallero NpovnsBoACcTBea.

4. B paBHOl Mepe 3TU TpeboBaHUS NpegHasHayeHbl Ans obecrneyeHus MOCTOSHCTBA OT Cepuu K cepum
OQHOro M TOrO0 e WCCNeayemMoro IeKkapCTBEHHOro npenaparta, WCMOSib3yeMOro B O4HOM MM B pasHbIX
KMUHUYECKNX WCCreaoBaHusX, a Takke Ans [OKYMEHTanbHOro ogopMrieHnst U 06OCHOBaHUS W3MEHEHWI B
npouecce pa3paboTky TAaKoro fiekapCTBEHHOro Npenapara.

5. Mpon3BoacTBO MccreayeMblX riekapCTBEHHbIX NpenapaToB CBA3aHO C AOMOMHUTENbHOW CMOXHOCTLIO MO
CpaBHEHUIO C MPOWU3BOACTBOM  3aperMcTpuMpoOBaHHbIX NEKapCTBEHHbIX MpenapaTtoB M3-3a  OTCYTCTBUS
YCTaHOBIEHHbIX Npoueayp, CYLLECTBYIOLWMX pasfiMuMii B cXemax KMMHUYECKUX UCCNedoBaHWUA U, Kak CrieacTeume,
pa3Hbix TpeboBaHWA K ymakoBkaM, HeoOXOAMMOCTM paHZOMM3auMM U KOAMPOBaHUS  (MacKMpoBaHMs,
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ucnonb3oBaHne "cnenoro" MeToda), a Takke Wu3-3a 0OO0nbWOro pucka NEepekpPecTHOW KOHTamMuHauum wu
nepenyTbiBaHUS NeKapCTBEHHbIX npenapatoB. Kpome TOro, AaHHble 06 3(MdEKTUBHOCTU U TOKCUYHOCTMU
neKkapcTBEHHOro npenapara MoryT ObiTb HENOMHbLIMKU, Banuaaums npouecca MoxeT ObiTb HEMOMHOW Unu MOoryT
MCNONb30BaTbCHA 3aperncTpupoBaHHbIE JeKapCTBEHHbIE nNpenapaTbl, KOoTopble ObiNM nepeynakoBaHbl Wnv
HekoTopbIM 0b6pasom mMoanduLmMpoBaHbl. lNepcoHan NPonM3BOAMTENS AOIMKEH MPONTU MOATOTOBKY MO MPUMEHEHMIO
HacTosAwmx [lpaBun B OTHOLIEHWMM UCCREQYeMbIX JIeKapCTBEHHbIX npenapaTtoB. [OMmMKHO ObITb YCTaHOBIEHO
B3aMMOJENCTBME CO CMOHCOPaMM KIIMHWYECKMX WCCNedoBaHWiA, KOTOpble SBMSAOTCA OTBETCTBEHHbIMW 3@
OpraHM3aumio KNMHWYECKUX WCCNedOBaHUNM, BKMOYas KayecTBO WUCCreQyeMblX JIeKapCTBEHHbIX MNpenapaTtoB.
Bospocliass  CMOXHOCTb  TEXHOMOrMYEecKkUx  npoueccoB  TpebyeT  MpUMEHEHUS  BbICOKOI((EKTUBHOM
hapmMaLeBTMHECKON CUCTEMbI Ka4ecTBa.

6. Hactoawmm [llpunoxeHunem Takke ycTaHoBMeHbl TpeboBaHMA K OGOPMMEHMIO 3aka3oB, OTrpyske,
TpaHCNOPTUPOBKE N BO3BPATY NEKapPCTBEHHbIX NpenapaToB, NpeaHasHayYeHHbIX AN KMMHUYECKNX NCCnegoBaHum.

neKapCTBeHHble npenapartbl, HE ABnA0LWMneca nccnegyemMmbiMmn

7. MaumeHTam mMoryT ObiTb NpeaoCcTaBreHbl IEeKapCTBEHHble Npenapartbl, KOTOpble He SABMSTCS
nccnegyembiMu npenapatamu, nnauebo nnu npenapatamu cpaBHeHUsi. Takne nekapcTBeHHble npenapaTtbl MOryT
NPUMEHATLCA B KayecTBe COMYTCTBYWOLIEN Tepanuu Wnu ANS OKasaHusi MeOMLMHCKOW MOMOLWM C Lenblo
NpoOUNakTMKM, AWArHOCTUKU WNK NeveHusl, u (Mnu) BCneacTBUe HeobxoaMMocTM obecneyeHus nauueHTam
MeOUUMHCKOro yxoda. Takue npenapaTbl Takke [OMYCKAeTCs MNPUMEHsITb B COOTBETCTBMM C MPOTOKONOM
KIMUHUYECKOTO UCCNeAOoBaHNa C Lenbl CTUMYNUPOBaHUsi (OU3NOMNOrMYECKO peakuun. ST neKapCTBEHHble
npenapaTtbl He SBSATCA MWCCreayeMbiMW NEeKapCTBEHHbIMU MpenapaTtaMM U MOryT ObiTb NpefoCcTaBrEHb
CNoHCOpOM unu nuccneposaTenem. CNoOHCOP OOMMKEH rapaHTMpOBaTb, YTO [aHHblE NEeKapCTBEHHble npenaparbl
COOTBETCTBYHOT 3asiBMEHWI0 O BblAaye paspelleHusl Ha NpoBefeHME KIMHUYECKOrO WCCIEeLOBaHWS U MMeEeT
Tpebyemoe AONs uUenu wuccnegoBaHus kKadecTBo. [lpM 3TOM OH [OOMKEH MNPUHSTb BO BHMMAaHWE MWCTOYHMK
neKapCTBEHHbIX NpenapaToB, sSIBMAIOTCA N TakMe rnekapcTBeHHbIe npenapaThl 3aperncTpMpoBaHHbIMU U Gbinv Nn
OHM nepeynakoBaHbl. PekoMeHayeTcs npuBrekatb K 3ToW paboTe YnONHOMOYEHHOE NULO U YYUTbIBaTb €ro
MHEHMe.

ﬂVILI,eH3I/IpOBaHI/Ie npon3soacTBa U NoarotoBka K NpuMeHeHUo

8. Kak nonHoe npou3BOACTBO, Tak W OTAerbHble CTaguu NPOU3BOACTBa MUCCredyeMblX IeKapCTBEHHbIX
npenapaToB, a TaKkKe pasfuyHble MpoUecChl WX pasfeneHusd, YnakoBkM WnM uxX nepejaya noanexar
NUEeH3NpoBaHmMio. JMLeH3ns Ha Mpou3BOACTBO feKapCTBEHHbIX CPeAcTB He TpebyeTca Ans nogrotoBKM K
NPUMEHEHUIO NCCneayeMblX NekapcTBeHHbIX NpenapaToB B MeOULUHCKUX OpraHu3aumsx.

9. B pamkax yka3aHHbIX MNOMOXEHMIN Nog NOArOTOBKOW K MPUMEHEHWIO MOHUMAETCs MPOCTOW Mpouecc, Takon
Kak:

pacTBOpeHVe unu gucneprupoBaHue uccrnenyemoro nekapCTBEHHOro npernapaTta Ans ero BBeAeHus
nauueHTy, nnu

pasBedeHMe UM CMellvBaHWe uccnegyembix(oro) rnekapcTBeHHbIX(0ro) npenapaTtoB(a) € ApYruMm
BELLEeCTBOM (BellecTBamu), UCMOrb3yeMoro(blX) Kak HOCUTESb C Lerbio BBeJeHUS NekapcTBEHHOro npenapara.

10. CwmelumBaHMEe HECKOMbKNUX WHIpeauMeHTOB BMeCTe, BKMYas [eWCTBylllee BellecTBO, C LUenbto
nony4yeHus uccneayemMoro nekapcTBEHHOro npenaparta He IBNAeTCA NOArO0TOBKON K MPUMEHEHUIO.

11. Wccnepyemblii NeKapCTBEHHbIA npenapat [ofmkeH OblTb B HanmuuMM OO npouecca MOAroTOBKM K
NPUMEHEHMUIO.

12. Tlpouecc nNOArOTOBKM K MPUMEHEHUIO PEeKOMEHOYETCH OCYLWeCTBASATb HeNocpeacTBEHHO mnepen,
BBEAEHNEM.

13. Takon npouecc AOMKeH OblTb M3MOXEH B 3asiBIIEHMM O Bblgade paspelleHus Ha npoBedeHue
KMMHUYECKOro unccnegoBaHns v (unu) Jocbe MCCNedyeMOoro IeKapCTBEHHOro mnpenapata M B MPOTOKone
KMMHUYECKOro uccrnegoBaHus nmbo B COOTBETCTBYIOLLEN MHCTPYKLUN, UMEIOLLIENCH B MEAMLUHCKON OpraHn3aLmu.

Il. TEPMWHbI N ONPEOEJIEHNA

14. Ons uenei HacToswero MpunoXxeHns UCMonb3ylTcs CrieayloLe OCHOBHbIE MOHATUS:

[0Cbe Ha NekapcTBEHHbI Npenapar - KOMMMEKT JOKYMEHTOB, codep Kallux BClO MHAOpMaLMIo (MN1 CCbISKK
Ha COOTBETCTBYIOLUME AOKYMEHTbI), HEOOXOAUMYIO AN COCTaBreHusl NoApobHbIX MHCTPYKLUIA NO NPOW3BOACTBY,
yrMaKoBKe, KOHTPOJTI0 KaYecTBa, Bblaaye paspeLlleHnst Ha BbiMyCK Cepuu 1 OTrpy3Ke UCCNeAyeMOoro fiekapCcTBEHHOro
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npenapaTa;

3aKka3 - 3agaHue Ha MpousBOACTBO, YMNAKOBKY W (Mnun) OOCTaBKy OMNPeAeneHHOro KonuvectTsa eauvHuL
nccnepyembix(oro) nekapCcTBeHHbIX(0ro) npenapartos(a);

UMMopTepP MCCNeayemoro fekapcTBEHHOro cpeacTsa - NULO, MMEIoLee NpaBo Ha UMMOPT UccregyemMoro
riekapCTBEHHOro npenapaTa, 0hOpMIIEHHOE B COOTBETCTBMM C HOPMAaTMBHBIMW NPaBOBbIMU akTamu Poccuickon
denepaumu;

uccnegosatenb - U3MYECKOe MMUO, Hecyllee OTBETCTBEHHOCTb 3a MpoBedeHWe KIMHWYECKOro
nccnegoBaHvs B MeAMLMHCKOW OpraHnsaumu. B cnyyae npoBeaeHns nccnegoBaHus B MEOULIMHCKOW opraHm3auum
rpynnon nuu nccnegosatenem (MMeHyemMbIM Takke rmaBHbIM UccnefoBaTenem) ABnseTCA PyKOBOAMTENb rpynnbl;

uccnegyeMblii NIekapCTBEHHbIV MpenapaT - fekapcTBeHHbIM npenapaT wnu nnauebo, nccnegyemble vmm
ucnonb3yemble B KavyecTBe MpenapaTa CpaBHEHWS Mpu NpoBedEeHUM KIuHWYeckoro uccnegosaHus. K
nccrnegyembiM fiekapCTBEHHbIM MpenapaTaMm OTHOCATCS Takke YyXe 3aperucTpypoBaHHble IeKapCTBEHHbIE
npenapaTbl, €crv cnocob nx NpUMeHeHNss N NPoOu3BOACTBA (NekapcTBeHHas bopMa UNu ynakoBka) oTnnyaeTcs
OT 3aperMcTpmpoBaHHOrO, a Takke B Criydyae MX MCNONb30BaHWsS MO elle He oA40OpeHHbIM MoKasaHuaM unu ang
nonyyYeHns JONONTHUTENbHOW MHOPMaLMK 06 yxKe 3aperncTpupoBaHHON NeKapCTBEHHOW hOpPME;

KNMHUYeCKoe uccregoBaHue - nboe uccnegoBaHve, NPOBOAMMOE C ydacTMEM YenoBeka B KayecTBe
cyObeKkta QAN BbISBMEHWUS WM MOATBEPXAEHUS  KIUHUYECKUX, (DapMakonormyeckmx u (Mnu) apyrux
dhapmakognHamuyecknux 3dpekToB mccriegyemoro(bix) nekapctBeHHoro(blx) npenapata(oB) u  (unu) Ans
BbISIBNEHNSA HexXenaTterbHbIX peakunin Ha Hero (HUX), 1 (Mnn) Ansa u3yvyeHus ero (Mx) BcacblBaHus, pacnpegeneHus,
meTabonuama v BbiBEEHMS C LENbIO OLEHKM ero (ux) 6esonacHocTu u (Mnn) adeKTMBHOCTY;

OTrpy3ka - ofepauuu Mo ynakoBKe Ans OTIPY3KM W MO TPAHCMOPTUPOBKE 3aKa3aHHbIX Mccregyemblix
nekapCTBEHHbIX NpenapaTos;

npenapaT CpaBHEHUS - UCCMNedyeMbl TeKapCTBEHHbIV NpenapaTt unm 3aperncTpmpoBaHHbIN NeKapCTBEHHbIN
npenapaT (ANs akTMBHOrO KOHTpons) nnbo nnauebo, wcnonb3yemble ANA CpaBHEHUS Npyv NpoBedeHUM
KMMHUYECKNX NccneaoBaHnii;

PaHAOMMU3AUMOHHBIN KOA - CMWUCOK, MO3BOMSOLWNA YCTAHOBUTb, KaKyld Tepanuio C y4eToM paHaoMu3auuu
nonyyaeT Kaxabl NauneHT;

paHgoMu3aums - npouecc pacnpeferieHns naumeHTOB MO rpynnaM NeyeHUs UM KOHTPONS Cry4anHbIM
06pa3om, NO3BOMSALLNIA CBECTU K MUHUMYMY CYObEeKTUBHOCTD;

"crnenon" metoa ("mMackmpoBka") - MeTog, Npy NPUMEHEHNM KOTOPOro ofgHa unm 6onee CTOPOH, Y4aCTBYHOLLMX
B uccrefoBaHUW, He MHAOPMUPOBaHbLI O MPOBOAUMOM(bIX) TepaneBTUYEeCKOM(MX) HaszHayeHuu (HasHayeHusx).
Mpocton "cnenon" MeToa4 O3HayaeT HeOCBEAOMIEHHOCTb MauueHTa(oB), a [ABovWHoM "cnenon" meTton -
HEeOCBEOMIEHHOCTb O MNPOBOAMMOM(bIX) TepaneBTU4ECKOM(UX) HasHayeHun (HasHayeHusix) nauueHTa(os),
nccnegosaTens(en), HabnogaTenen M B HEKOTOPbIX CAy4Yasx Nul, aHanu3MpyloLmMX MNOMyyYeHHble AaHHble. B
OTHOLLIEHMN UCCreayeMoro nekapcTBeHHOro npernaparta "cnenon" meTon o3HavaeT npegHamMmepeHHY MacKMpOoBKY
NMOEHTUYHOCTWN 3TOr0 fEeKapCTBEHHOMO npenaparta B COOTBETCTBUM C MHCTPYKUMAMU CrioHcopa. PackpbiTve kopa
(cHATME MacKkMpoBKM) O3HayaeT packpbiTe WHOPMauuMM, no3BonsALWeNn wugeHTUdMUMpoBaTb paHee
3aMacKMpOoBaHHbIN NeKapCTBEHHbIV Npenapar;

CMOHCOp - OpMANYECKOe MNULIO, OCYLLECTBRSAOLWEE OpraHM3aumio NpoBeaeHUs KMMHUYECKOro uccrnegoBaHus
rniekapCTBEHHOro npenapara Ans MeauLUHCKOro MPUMEHEHMS.

[. YMPABNEHME KAHECTBOM

15. (1) ®apmaueBTUYeCkas cUCTeEMa KadvecTBa, paspaboTaHHas 1 NpoBepeHHas Npou3BoauTENEM, OOIDKHA
COOTBETCTBOBATb TpGﬁOBaHVIFlM HacToALWNX I'Ipanm, OTHOCAWMMCA K uUccnegyemMmblM  JieKapCTBEHHbIM
npenapaTam, JOIDKHA ObITb AOKYMEHTaNbHO 0bopMIieHa 1 AOCTYMHa CMOHCOPY.

16. (2) CneunduKaLmmn n TEXHONOMMYECKNE MHCTPYKLMU Ha Uccnedyemble nekapcTBeHHble npenapaTbl MOryT
M3MeHATbCA B Mnpouecce ux paspaboTkm, HO npu 3TOM Heobxoaumo obecneunTb WX MOSHbIA KOHTPOSb U
NPOCNEXNBAEMOCTb BCEX N3MEHEHUN.

IV. MEPCOHAN

17. (3) Becb nepcoHarn, edaTesibHOCTb KOTOPOro ced3aHa C uccrnegyemMmbiMn nekapCTtBeHHbIMU npenapatamu,
OOJ1KeH HpOIZTM cooTBeTCTBYHOLLEE o6yquV|e, CBA3aHHOE COo CHELI,M(*)I/IKOVI O0aHHOro Bmaa npoaykuunn.

18. Jaxe B cny4dadx, Korga wrart pa6OTHMKOB HEMHOIMOYMCIIEHHbIN, Ans npon3BoacTea Kaxkaomn cepun
nccnegyemMblX nekapCTBEeHHbIX npenapaTtoB OOJKeH ObITb onpeneneH OTAENbHbIN nepcoHarn, oTBevalLWun 3a
npon3BoACTBO N KOHTPOJIb KayecTBa.

CtpaHuua 145 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

19. (4) YnonHoOMOYeHHOe nWUO AOMKHO obecneyvnTb Hanmune COOTBETCTBYIOLLMX CUCTEM, OTBEYaIOLLMX
TpeboBaHuaM HacToswero [lpunoxeHuns. [Ons STOro ynorHOMOYEHHOEe IUUO AOIMKHO MMEeTb Haanexaluyto
MOAroToBKY B ob6nactn pa3paboTky NekapCTBEHHbIX NpenapatoB WM NPOBEAEHUS KIMHUYECKUX WCCnegoBaHum.
PykoBoacTBO ANs YNONMHOMOYEHHOrO Nnuua no oueHke MUccrneayeMblX NeKkapCTBEHHbIX NpenapaToB NpUBEAEHO B
nyHkTax 61 - 65 HacTodwwero MpunoxeHus.

V. NMOMELLEHNA N OBOPYOOBAHUE

20. (5) MNpwn paboTe c uccrnegyeMbiMW neKapCTBEHHbIMWM MpenapataMy WHGOPMaUMs O TOKCMYHOCTM,
aKTUBHOCTU N CEHCUOUMU3MPYIOLLMX CBONCTBAX MOXET ObITb HEMONHON, B CBA3WN C 3TMM MPOU3BOAUTENb AOMMKEH
yaenaTe ocoboe BHUMaHWE CBEAEHWI0O K MWHUMYMY PUCKOB MEPEKPEeCTHOW KOoHTamuHauuun. KoHCTpykums
obopyaoBaHNs U MOMELLEHUN, METOAbI UCMbITAHUA U KOHTPOMSs, a Takke npegensl AOMYCTUMbIX KOHUEHTpauumn
OCTaTKOB MOCMEe OYUCTKM [OMKHbl YYMTbiBaTb XapakTep YyKasaHHbIX PUCKOB. B coOTBETCTBYIOWMX CryyYasx
npoussoauTenb [AOMXeH obpawaTtb BHMMaHue Ha opraHu3aumilo paboTbl NPOM3BOACTBEHHLIMU  LIMKNAMWU
(kamnanmamn). MNpu BbIBOpEe MotOLWeEro cpedctsa HeobHXoAMMO yyYWUTbiBaTb PaCTBOPUMMOCTb J1€KapCTBEHHOro
npenapaTa Ans KNMHUYECKNX UCCrneaoBaHuin.

VI. JOKYMEHTALUNUA
Cneundukauum n UHCTPYKLUA

21. (6) Cneundmkauum (Ha UCXOOHOE Cbipbe, MEPBUYHbIE YMAKOBOYHbIE MaTepuarnbl, NPOMEXYTOYHble
NPOAYKThl, HepacaCoBaHHYO N rOTOBYIO MPOAYKLMIO), pernaMeHTbl, TEXHOMNOrMYECKNE MHCTPYKLMN U MHCTPYKL MK
Mo ynakoBKe AOMKHbl ObiTb HACTOMbKO MOMHBIMU, HACKOMBbKO 3TO MO3BOMSET CYLLECTBYHOLUN YPOBEHb 3HAHWUI O
npoaykre. Mo xopy pas3paboTkm nekapCTBEHHOro npenapata Mx HeobxoouMO MNepuUoOAMYECKM OLEeHUBaTb U
0bHOBNATE (Mpu HeobxoaumocTun). B kaxaon HOBOW BEepCUMM OOIDKHbI ObiTb YY4TEHbl Camble MocrnegHue AaHHble,
ucrnonb3dyemasi B HacToslee BpeMs TexHonorus, tpebosaHus [ocymapctBeHHoW dapmakonen Poccunckon
depepaummn n HopMmaTUBHLIX NPaBOBbLIX akToB Poccuiickon ®enepauun. Hoeasi Bepcust omKHa Takke coaepxaTb
CCbINIKY Ha npeapiayLlylo Bepcuio ansi obecneyeHnss NpocrnexmBaeMocT M3mMeHeHun. MpousBoanuTenb OOSMKEH
yTBEPAUTL Mpouenypy ANns BHeCeHUs NobbiX N3MEHEHWI, KOTOPbIE MOTYT MOBMMATL HA Ka4yeCTBO UCCNEeLYyEMOro
NeKapcTBEHHOro npenapara, B YaCTHOCTM, Ha ero cTabunbHOCTb U GUO3KBMBANEHTHOCTb.

22. (7) O6ocHOBaHUSI [AnNsi BHECEHUST W3MEHEHUM [OOMKHbl OblTb [AOKYMEHTanbHO OMOPMIIEHBI.
MpousBoauTenb [OOMKEH MNpOaHanNM3nMpoBaTb BMWSHWE BHECEHHbIX M3MEHEHUM Ha KayecTBO WCCregyemoro
NEKapCTBEHHOro npernapata M Ha NPOBOAMMBbIE KNMHWYECKME uccrefoBaHusi. PesynbraTbl Takoro aHanusa
OO0IMKHbI ObITb 0CPOPMIEHbI LOKYMEHTANbHO.

3aka3s

23. (8) 3aka3 pgomkeH cogepxaTb TpeboBaHME Ha NPOU3BOACTBO U (MNM) YNAKOBKY OMpPeaeneHHoro Yucna
eOouHUL, nNpoaykuMm u (Mnn) ee OTrpy3Ky. 3aka3 NpPOM3BOAUTENO HaNpPaBnsieTCsl CMOHCOPOM WM  JALOM,
OENCTBYIOWMM NO ero nopydyeHuto. 3aka3 fdomkeH OblTb odopmneH Ha OymaxHoM HocuTene u (Mnu) B
9M1EKTPOHHOM BMAE M OblTb OOCTATOMHO YETKUM BO M30exaHwe pasHouTeHWN. 3akas [oSmkeH OblTb yTBepXKaeH
NMLOM, UMEIOLLMM COOTBETCTBYIOLLME NMOSNTHOMOUUS, U UMETb CChINIKY Ha AOCbe Ha NeKapCTBEHHbLIN Npenapar U Ha
MPOTOKON KNMMHUYECKUX UCCNeaoBaHUM.

[ocbe Ha nekapCTBEHHbIN Npenapat

24. (9) Hocbe Ha nekapCTBEHHbIN MNpenapaT AO/MKHO HEeNnpepbiBHO OOHOBMATLCA MO Mepe pa3paboTku
nekapcTBeHHOro npenapata. [py atom npomsBoauTens AOMKeH obecrneynTb MPOCNeXnBaemMocTb NpPeablgyLmX
BEPCUN JOCbe Ha NeKapCTBEHHbIV Npenapar.

25. [locbe Ha neKkapCTBEHHbIM NpenapaTt AOSMKHO BKMYaTb B cebsi, B YAaCTHOCTW, cneayowme OKYMEHTbI
(vnn cogepxaTb CCbIMNKM Ha HUX):

crneundmrKaLmm n aHanUTUYeckMe MeETOAMKN HA UCXOOHOE Chipbe U YNAaKOBOYHbIE MaTepuansl;

crneundmrKaLmm 1 aHanUTUYeCcKMe METOLAMKN Ha NMPOMEXYTOYHYH, HepacdacoBaHHYK U FOTOBYIO MPOOYKLNIO;

TEXHOMOrMYeCcKMe NHCTPYKLINK;

METOAMKN KOHTPOISA B NPOLecce NPOU3BOACTBA;

YTBEPXKAEHHYIO KOMUIO 3TUKETKM;
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NPOTOKOSbI KITMHUYECKUX UCCNESOBAHUI U, B COOTBETCTBYIOLLUMX CRy4asx, paHAOMU3AUNOHHbIE KOAbI;
AOroBOPbI C UCMONHUTENAMMU, YKa3aHHble B NyHkTax 237 - 255 HacTosAwmx Mpasun (Nnpyn HeobxoammMocTn);
JaHHble 0 cTabunbHOCTY;

YCNOBUS XpPaHEHUs 1 TPaHCNOPTUPOBKM.

26. TpuBedeHHbIN nepevyeHb [OOKYMEHTOB MOXET W3MEHSATbCA B 3aBMCUMMOCTM OT JIeKapCTBEHHOrO
npenapaTta u ctagumn ero paspaboTkn. Cogepxallascs B JoCbe MHMOPMauMs AOIMKHA CMAYXWUTb OCHOBOW Npwu
OLeHKe rOTOBHOCTW ANS NMPUEMKU U BbiAauy paspeLleHmns Ha BblMyCK KOHKPETHOW CEpUN YMONTHOMOYEHHbIM INLOM,
KOTOpOe [AOIPKHO WMMeTb [AOCTyn K Takom uHdopmaumu. Ecnm pasHble ctagum npouecca npou3BOACTBa
OCYLLECTBMSAIOT Ha pasHbIX yvacTkax, rae OTBETCTBEHHOCTb HEeCYT pasHbleé YMONMHOMOYEHHbIe nuua, AoMnycKaeTcs
BECTW OTAEeNbHble [0Cbe C OrpaHUYeHHoOW WHdOopMauMen, WMelolen OTHOWEeHMe K OesATenbHOCTU Ha
COOTBETCTBYIOLLUMX y4acTKax.

PernameHT n TexHonorn4eckue MHCTPYKUNN

27. (10) Kaxpgas npou3BOACTBEHHAs onepauuss unuM onepaums No OTrpy3Ke AOIDKHA BbIMOMHATLCA B
COOTBETCTBMU C YETKOW U JOCTATOYHO MOSMHOW MHCTPYKUMEN M CONPOBOXAATLCA OPOPMIIEHNEM COOTBETCTBYHOLLMX
sanucen. Ecnm onepauus He sdABngeTca MOBTOpPSeMONW, TO He o0b6sA3aTenbHO COCTaBMATb pernameHT u
TEXHOMOrM4yeckne MWHCTPyKuMu. 3anucu mmeroT ocoboe 3HayeHue aAns MNOAroTOBKM OKOHYATESbHbIX TEKCTOB
AOKYMEHTOB, KOTopble OyAyT MCNonb3oBaTbCA NPU CEPUNHOM MPOM3BOACTBE MOCHe NOMyYeHUss perncTpaLMoHHOro
YAOCTOBEPEHMS Ha NlekapCTBEHHbIV npenapar.

28. (11) Hdopmaums, cogepxallascsa B 4OCbe Ha NeKapCTBEHHbIV Npenapar, A0MMKHA MCNoMb30BaTbCs Mpu
paspaboTke NoapPO6HbLIX MHCTPYKLUIA MO NPOU3BOACTBY, yNakoBKe, UCNbITaHUAM ANS KOHTPOMNS KayecTBa, yCroBUAM
XpaHeHus 1 TPaHCMOPTUPOBKM.

MHCTpyKUMM No ynakoBke

29. (12) NccnepyeMble nekapCTBEHHbIE MpenapaThl, Kak NpaBuIo, AOMKHbI YNaKoBbIBATbLCS MHAUBUAYATNBHO
Ans Kaxgoro nauneHta. KonnyecTso eauHUL, ynakoBbIBaeMOW NPOAYKLUM OOMKHO ObITb onpefeneHo Ao Havana
onepauuii MO ynakoBKe C y4EeTOM KONMMYecTBa eAuHUL, HeobxoouMmbiX Ans NpoBeAeHUs KOHTPOMs kayecTsa, U
oTbopa apxuBHbIX 06pa3LOB ANst XpaHeHUs. Nocne OKOHYaHUsSI YNakoBKM U MapKUpPOBKM HEOBXOAMMO COCTaBUTL
MaTepuanbHbIi 6anaHc, YTobbl rapaHTMpoBaTb NPaBUIbHBIA YHET KaXAoro BMAa NpoaykumMun Ans Kaxaon ctaguu
NPOM3BOACTBA.

3anvcu No NPon3BOACTBY, KOHTPOSIO M YNaKOBKE CEPUUN NPOAYKLNM

30. (13) Oocbe Ha ceputo [OIMKHO copepXaTb AOCTAaTOMHO MOAPOBHYH MHpopmMaumo Ans TOYHOro
npocnexuBaH1a NocneaoBaTeNbHOCTM onepaumin. 3To OCbe AOMKHO coaepaTb BCE CYLLECTBEHHbIE 3aMeyaHus,
000CHOBbIBaOLIME UCNONBb30BaHHbIE NPOUeaypbl UM BHECEHHbIE U3MEHEHUS, Oalolme HOBYK MHGOPMAaLMIO O
NeKapCcTBEHHOM npenapaTe 1 NO3BONALLME YCOBEPLUEHCTBOBATL NPON3BOACTBEHHbBIE OnepaLun.

31. (14) 3anucyM No Npon3BOACTBY Cepun NPOAYKUMU OOMKHbI XPaHUTbCSH HEe MeHee NATU neT nocrne
3aBepLUEHNs UM NpeKpalleHnsi NocneaHero KIMHUYEeCKoro MccnenoBaHnsi, B KOTOpoM Oblina Mcnonb3oBaHa 3Ta
cepwus.

VII. NTPON3BOOCTBO
YnakoBo4YHblE MaTepuarsl

32. (15) B cneuudmkaumsax n MetTogukax KOHTPOMs KayecTBa AOMKHbI ObiTb MpegyCMOTPeEHbl cneumanbHbie
Mepbl MO MNPedOTBPALLEHUIO CITyYaWHOrO pPacKoOUPOBaHWS M3-3a pasnMyUi BHELLHEro BuAa pasHbiX cepui
yNaKoBOYHbIX MaTepuanos.

TexHonornyeckme onepawumm

33. (16) Ha craguu pas3paboTkM nekapCTBEHHOro npenapara HeobxoAWMO onpefennuTb KpUTU4eckue

napameTpbl 1 BUObl KOHTPOMS B npouecce npounsBoAcTBa. BpemeHHble napaMeTpbl 1 BUAbI KOHTPONS B npoLlecce

Mpou3BOACTBA MOryT ObiTb OMpederieHbl Ha OCHOBE MpPUMOBGPETEeHHOro omnbiTa, B TOM 4ucCne npeablaywmx
nccnegoBaHum no paspaboTke. OTBETCTBEHHbIN MepcoHan AOMMKEeH yaenaTb ocoboe BHMMaHWe paspaboTke
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HEeOBXOAMMbBIX WHCTPYKUMA M MOCTOSHHOMY WX COBEPLUEHCTBOBAHMIO C Y4eTOM oOMnbiTa, npuobpetaemoro B
npouecce nNPOM3BOACTBA. YCTaAHOBIEHHbIE W KOHTPONMPyeMble napameTpbl AOMKHbl ObiTb O0BOCHOBaHbI B
COOTBETCTBMM C MMEIOLLIENCH B JaHHOE BpeMs UHpopmaLnei.

34. (17) JonyckaeTca He NPOBOAMTb Banuaauuio TEXHONOMMYEeCKNxX NpoLL.eccoB NPoM3BOACTBA UccneayembIxX
nekapcTBEHHbIX MpenapaTtoB B obbeme, npegycmaTpMBaeMoM Of1 CEPUMHOrO npowssoactea. B nwbom cnyyae
nomMeLleHns n obopygoBaHue OOSMKHbI ObiTb KBaNMUUMPOBaHbl. 0N cTepuibHbIX NEKAPCTBEHHBIX MpenapaToB
Banuaauusi NpoLeccoB CTepUnM3aunm SOIPKHA NPOBOAMTBLCS B TOM e obbeme, YTO U ANS 3aperncTpmpoBaHHbIX
nekapcTBeHHbIX  MpenapatoB. B cooTBeTcTBywWMX  cnydasx, Aand  obecneyeHns  6e3onacHoOCTM
OUOTEXHONOMMYECKMX JTEKAapCTBEHHbIX NPenapatoB Afst KINMHUYECKUX WCCnefoBaHWA MNPOM3BOAMTENb OOJIKEH
noaTBepanTb 3PEKTUBHOCTE UHAKTUBaUMK U (MK) yoaneHus BUPYCoB U (Mnn) gpyrux npumecen 6nonornyeckoro
NPOUCXOXOEHNS B COOTBETCTBMU C HayYHbIMU MPUHUMNAMU U METoAaMW, U3NOXEHHbIMA B COOTBETCTBYHOLLMX
pyKOBOACTBaX.

35. (18) Banupauma acentMyecknx nNpoueccoB NpeacTaBnsieT Ocobylo TPyQHOCTb NPU Manbix pasmepax
cepuii npoAdykumu. B aTux cnyyasx 4ucno egumHuL, NPOoAyKUMW, HanofnHsembIX cpedamu, MoxeT ObiTb paBHO
Hambonblemy pasmepy cepym npoaykumu. MNMpu Hanu4yMm BO3MOXHOCTM (B TOM 4Yucrne ANs MmuTaumu npouecca)
npoussoauTenb OOIMKEH HAMNoOMHATL cpegamu Hanbonbluee YMCno eguHnL Npoaykumm ans obecneyexHms 6onbLuen
OOCTOBEPHOCTU pe3ynbTaToB. HamonmHeHne u repmetvsauust SBMSIOTCS NPEUMYLLECTBEHHO PYYHBIMU  UIKU
nonyaBTOMaTU4eCKUMK onepaumsamMun, NpeacTaBnsaoWMMM pUCK AN cTepunbHocTU. B cBA3nM ¢ aTum Heobxogmmo
yAENUTb MOBLILEHHOE BHUMaHWE OOYy4eHWI0 MepcoHana M MPOBEAEHW0 BanujaumM MeTOOOB acenTUyecKoro
NPOu3BOACTBA C y4acTUEM KaxJoro onepartopa.

TpeboBaHus kK npenapaTty cpaBHEHUS

36. (19) Ecnu npenapaTt cpaBHeHWst NoABepraeTcs M3MEHEHUAM, NMPOU3BOAUTENb OOIMKEH obecneuvnTtb
OOCTYNHOCTb  JaHHbIX  (Hanpumep, MO  CTAbWNbHOCTWM, CPaBHUTENbHOMY  W3YYEHUIO  PaCTBOPUMOCTH,
©O1MOO0CTYMHOCTHM), MOATBEPXKOALNX, YTO TaKMEe M3MEHEHUS HE OKaXyT CYLUIEeCTBEHHOrO BMMSIHUSA HA UCXOAHbIE
napameTpbl Ka4yecTBa 3TOro fiekapCTBEHHOroO npenapara.

37. (20) Cpok rogHoOCTM npenapaTta CpaBHEHUS, YKa3aHHbIN Ha MepBOHaYaribHOW YNakoBKe, MOXEeT He
coBMagaTb CO CPOKOM rOAHOCTM MpenapaTa, NepeynakoBaHHOrO B APYryl YMNakoBKy, He oGecrneynBaroLLyto
9KBMBANEHTHbIA YPOBEHb 3alUTbl UMM ECNN Takas ynakoBKa HecoBMecTuUMa C npenapatom. B cBsasu ¢ atum
CMOHCOPp WNWM NUUO, OEeNCTByKLlee OT €ro WMEHM, AOMKHbl ONpedenuTb npuemnemyto gaTy, A0 KOTOpOM
OonyckaeTcsl UCNonb3oBaThb Mpenapar, y4uTbiBas NpUpoAy npenapara, XapaKTepuCTUKWA YNakoBKU U YCMOBWS, B
KOTOpbIX OydeT XpaHuTbCsA 3TOT npenapaT. HoBbIM CPOK rogHOCTM [OSMKeH OblTb ODOOCHOBaH M He MOXeT
npeBbILAaTb CPOK FOAHOCTU, YKa3aHHbIN Ha NepBoHa4vanbHOW ynakoBke. CpoK rogHOCTM OSMPKEH COrnacoBbiBaThCS
C ANUTENBHOCTBIO KIMHMUYECKOrO MCCNeoBaHNS.

Onepauuun no kognposaHuio ("cnenomn” MeToa)

38. (21) Ecnu uccnegyemble nekapCTBeHHble MpenapaTtbl KOAWMPYKT, TO AOMKHbI ObiTb paspaboTaHbl
cuctembl, obecneyvBaloliMe KOOUPOBKY M €e COXpaHeHMe, HO Mpu  HeobXxooumocTu no3sonswlime
noeHTnuLuMpoBaTb 3akoauMpoBaHHy ("creny") NpoAaykuMioo, B TOM 4UCHEe HoMepa Cepuin uccregyemoro
NekapCcTBEHHOro npenapata [O oOnepauunm no KoaupoBaHuto. [lpomsBoguTenb [OIMKEH MpefycMOTpeTb
BO3MOXHOCTb BbICTPOW MAEHTUMUKALUKN NCCNeaYEMOro NIeKapCTBEHHOTO Npenaparta B 3KCTPEHHbIX Criyyasix.

Koa paHgomusaumm

39. (22) B vHCTpyKUMSIX OOMKHbI ObITb OMMCaHbl BCe Npoueaypbl MO CO34aHuio, 3aluTe, pacnpegerneHuio,
00paboTke M XxpaHeHuw nboro koga paHAOMU3aUUKM, WCMOSIb30BAHHOIO AN YNaKOBaHHbLIX MCCenyeMbiX
NeKapCTBEHHbIX npenaparos, a TaKkkKe MeToadbl packpbITUA Koaa. ﬂpomssop,menb AOJITKEeH BECTU
COOTBETCTBYHOLLME 3AMUCH.

Orlepau,vm Nno ynakoBke

40. (23) MNpw ynakoBke WCCNEAYyeMOro JeKkapCTBEHHOINo npenapata MOXET okasaTbCsl HeobXOo4MMbIM
OOHOBpPEMEHHOE HaxOXAeHWe Pas3nNuyHbIX BMOOB MPOAYKUMM Ha OOHOW YNakoBOYHOW nuHwuW. [MpoussoauTenb
OOIDKEH CBECTM K MUWHUMYMY PWUCK MNepenyTbiBaHWA NEeKapCTBEHHbIX MNpernapaTtoB MyTeM BbIMONHEHUS
COOTBETCTBYIOLLMX MpoLeayp 1 (unu) npUMMeHeHns cneumnanbHoro 0bopyaoBaHNS N COOTBETCTBYHOLLEro obyyeHuns
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nepcoHana.

41. (24) Onepauuun nNo ynakoBKE U MapKMPOBKE WCCMeAyeMbiX NEKapCTBEHHbIX npenapaTtoB MOryT ObiTb
bonee CNOXHbIMW W MNOABEPXKEHHbIMU OWMOKaM, KOTOpble TpyAHEe BbIABMNATb, 4eM Mpu MpoM3BOACTBE
3aperncTpupoBaHHbIX fnekapcTBeHHbIX npenapatoB. OCOBGEHHO 3TO KacaeTcs UCCrnedyeMblX NeKapCTBEHHbIX
npenapaToB C MOXOXMM BHELLUHMM BWUOOM Mpu MUCMOfb3oBaHMM "cnenoro” meTtoga. B cBssu ¢ aTum TpebyeTtcs
NpvHMMaTb 0cobble Mepbl MO NpeAoTBpaLLEHMIO OWNOOK B MapKMpOBKe, HaNpuMep, 3a cyeT cBedeHus GanaHca
3TUKETOK, OYUCTKM JMHWUM, OCYLLECTBIIEHMSI KOHTPONs B MNpoLecce MpOu3BOACTBa creunanbHO O0Oy4YEeHHbIM
nepcoHarsnom.

42. (25) YnakoBka OOMmKHa rapaHTMpoBaTb COXPaHHOCTb MCCNEeQyeMOro IeKapCTBEHHOro npenaparta B
Hagnexallem COCTOSIHAM NPU TPaHCMOPTUPOBKE M XPaHEHUN B MPOMEXYTOUYHbIX MyHKTax HasHavyeHus. BropuyHas
yrnakoBKa O0SKHA OblTb Takomn, YTOObI ObINO Cpa3y 3aMeTHO ee BCKpbITUe unu nioboe MHoe BMellaTenbCTBO BO
BPEMS1 TPAHCMOPTUPOBKM.

MapknpoBka

43. (26) B T1abnvue N 1 obbeguHeHbl TpeboBaHus, copepxawmecd B nyHkTax 43 - 48 HacrtosLwero
MpunoxeHusa. MapkupoBka [orfmkHa obecneumBaTb 3alIMTy MaUMEHTa, BO3MOXHOCTb MPOCEXUBAHUA U
naeHtTumkaumMm nekapcTBEHHOro mnpenapata W UWCCNeAoBaHMs, a Takke CnocobcTBOBaTb NpPaBUSIbHOMY
NPVMMEHEHMIO UCCregyeMoro fiekapCTBEHHOrO nNpenaparTa.

44. Ha aTukeTKax OOIDKHA coAepxaTbCsa crieyrowlas nHpopMmaums, ecnm He 0DOCHOBaHO ee OTCYTCTBUE
(HanpvmMep, NpK HaNMYUN LLEHTPanNM30BaHHON SNEKTPOHHOW CUCTEMbI PAHAOMMU3MPOBAHHOIO KOAMPOBAHWS):

a) (a) HanmeHoBaHue (Ums), agpec U Homep TernedoHa CroHCcopa, PUANYECKOro nuua, NPUBAEYEHHOro
CMOHCOPOM K OpraHusauum nNpoBeAeHUsT KIIMHNUYECKOro NCCNeaoBaHuns (ganee - KOHTpaKTHas uccrnegoBaTenbekas
opraHusaumsi) unu uccnegosartens (OCHOBHOIMO KOHTaKTHOrO nvua Ans nosnyyeHust MHopmauunm OTHOCUTENBHO
NeKapCTBEHHOro npenapara, KINMHUYECKOro ccrneaoBaHus v Ans 9KCTPEHHOro packogmpoBaHus);

6) (b) nekapctBeHHas dopma, cnocob BBeOEeHMS, KONMMYECTBO [AO03MPOBAHHbLIX €AWHUL, M B Ccriyyae
NpoBefeHUs OTKPbITOrO MCCreoBaHust - HaMMeHoBaHve u (Mnn) wudp nekapcTBEHHOro npenapara M ero
O03NPOBKY U (MNK) aKTUBHOCTb;

B) (c) HOMep cepuu 1 (MNK) Ko ANs naeHTUMUKaLmMm CoaepXXMmMoro 1 onepawmm no ynakoske;

r) (d) Homep (kog) uccnenoBaHWs, MO3BOMSAKOWNA MAEHTUULUPOBATL UCCredoBaHWe, MeOULMHCKYIO
opraHu3auuio, uccriefoBaTens U CNoHcopa, eCNK 3TO HE YKa3aHo B APYroM MeCTE;

4) (e) naeHTUrKaLmMoHHbIV Ko naumeHTa u Homep Bu3uTa (Mpu Hanuuun);

e) (f) hamunus n nHuymnansl nccnegosaTens (ecnu He ykasaHo B noanyHkTax "a" nnm "r'");

X) (g) ykasaHusa MO UCnomnb3oBaHWO (MOXeT ObiTb MpuBeAeHa CCbifka Ha NUCTOK-BKNadbiw nubo gpyron
MOSICHUTENbHBIA  AOKYMEHT, NpefHas3Ha4yeHHbl ANg nauveHTa Wnv  nuua, OCYLLECTBMSALWEro BBeOeHue
NeKkapCcTBEHHOro npenapara);

3) (h) Hagnuck "[Ona KNMHUYeCKux nccnegoBaHmin®;

n) (i) ycnosus xpaHeHus;

K) (j) cpok Mcnonb3oBaHUS C ykasaHMem Mecsua W roga Takmm obpasom, 4ToObl usbexaTb nobon
HeonpeaeneHHoCcTM (MOXeT ObiTb ykaszaHa [farta, [0 KOTOpoW HeobXoOuMO WCMONb30oBaTb NeKapCTBEHHbIV
npenapaT ANs KNUHUYECKUX UCCNeaoBaHWIN, CPOK FOAHOCTU N AaTa NOBTOPHOIO KOHTPONS);

n) (k) Hagnucb "XpaHuTb B HeOoCTYyNnHOM And AdeTern MecTe", 3a WCKMYeHWem crydyaes, Korga
nekapCTBEHHbIN NpenapaTt npegHasHa4veH AN MCNosib30BaHUS TONbKO B YCIOBUSIX CTalMoHapa.

45. (27) Appec v Homep TenedoHa OCHOBHOIO KOHTaKTHOrO nuua Ans nepegadn uHdgopmaumm
OTHOCWTENBHO NIEKapCTBEHHOro npenapara, KNMHUYEeCKOro UCCNefoBaHNsA 1 3KCTPEHHOIO packogmpoBaHWS MOryT
OblTb He yKa3aHbl Ha 3TUKETKE, €Cnv NauueHTy npegocTaBneHbl MHCTPYKUMS MO NMPUMEHEHUIO UK KapToyka, Ha
KOTOPOW yKa3aHbl 3TV AaHHble, a TakkKe AaHa MHCTPYKUMS AepxaTb UX npu cebe NoCTOsIHHO.

46. (28) [OaHHble [OMKHbI OblTb MpuBEAEHbl Ha PYCCKOM s3blke. [aHHble, yKa3aHHble B MNyHKTe 44
HacTodawero [punoxeHus, AOMKHbI HAXOOMTbCA Kak Ha MEPBUYHOMW, Tak U Ha BTOPMYHOM YnakoBke (Kpome
Cry4yaeB, OMMCaHHbIX B NyHKTax 47 - 48 HacTtoswero MNpunoxeHus). TpeboBaHns K COAePXKaHUIO MapKMpPOBKN Ha
3TMKETKaX Ha MEPBUYHOWM M BTOPWUYHOM YynakoBKax npuBedeHbl B Tabnuue 1. Takke Ha 3TUKETKAx MOXET ObiTb
npvBeaeHa NHopMaLmsa Ha OpYrnx S3blkax.

47. (29) B cnyyasx, korga uccnegyemMblii nekapcTBeHHbIW npenapar, nepefasaeMblii NauueHTy unu nuuy,
OCYLLECTBMNAOWEMY BBEAEHME WCCNEAYEMOro JleKapCTBEHHOrO MpenapaTta, COMpPOBOXOAETCS BTOPUYHOWN
yrNakoBKOW, cofepXallern WHOopMauuio, yKasaHHylo B NyHKTe 44 Hactosiwero [MpunoxeHusi, MapKuMpoBka
NepPBUYHOM YNakoBKM (UNu mnOOro 3aneyaTtaHHOro [JO3MPYHOLLEro YCTPOWCTBA, COAEPXaLLero nepBUYHYHO
yNakoBKy) OOJKHA COAepKaTb CreayloLLyto MHopMaLmio:
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a) (a) HaMmeHoBaHwMe (MMs1) CNOHCOpPAa, KOHTPAKTHOW MCCneaoBaTeNbCKOW OpraHu3aunm nnn nccnegoBaTens;

©) (b) nekapctBeHHasa ¢opma, cnocob BBeAeHUA (MOXeT He yKasbiBaTbCHA ANS TBEPAbIX NepopanbHbIX
¢opM), KONMYECTBO A03NPOBAHHbIX €AUHUL, U B Criydae NpoBeaeHUs OTKPbITOro UCCrefoBaHns - HAUMEHOBaHWE U
(vnn) wncp nekapcTBEHHOro NpenapaTa u ero A03MPOBKY U (UNN) aKTUBHOCTb;

B) (C) Homep cepun 1 (MnK) Kog AN NAeHTUMMKaLMN CoaePXKMMOro 1 onepawlmmn no ynakoBKe;

r) (d) Homep (kog) wuccrnegoBaHuA, MO3BOMSKOWMA MAeHTUMUMpOBaTE WCCregoBaHWe, MEeOULMHCKYH
opraHm3auuio, uccriefoBaTens U CNoHcopa, eCNn 3TO HE YKa3aHo B OPYroM MecCTE;

a) (e) naeHTUMMKaLMOHHbIV Kog NauneHTa u Homep Bu3uTa (Mpy Hanumumn).

48. (30) Ecnn nepBMYHON YMaKoBKOW siBNSieTCA OnMCTep unM OHa MMeeT Manblid pasmep (Hanpumep,
amnynbl, Ha KOTOPbIX HE MOryT ObiTb pas3MelleHbl JaHHble, yKa3daHHble B NyHKTe 44 HacToswero [NpunoxeHus),
JomkHa OblTb NpefycMoTpeHa BTOpPMYHAs ynakoBKa C 3TUKETKOMW, codepallen 3TW AaHHble. [lpy atom Ha
NepBUYHONM YNakoBKe OOJMKHbI ObITb yKka3aHbl:

a) (a) HaMmeHoBaHwMe (MMs1) CNOHCOPAa, KOHTPAKTHOW MCCneaoBaTeNbCKOM OpraHu3aunm nnn nccnegoBaTens;

6) (b) cnocob BBegeHus (MOXHO He ykasblBaTb A5A TBEPObIX nepoparnbHbiX opm), 1 B Criydae npoBeaeHust
OTKPbITOr0 UCCNeAoBaHUS - HaMMeHoBaHue n (Mnu) Wwndp nekapcTBEHHOro npenaparta u ero 4o3vposka u (Mnwm)
aKTUBHOCTb;

B) (C) HoMep cepun 1 (MnK) Kog OIS NAEHTUMMKaLMN COOEPXKMMOro 1 onepaLmmn no ynakoBKe;

r) (d) Homep (kog) wuccrnegoBaHUSA, MO3BONALWUA MOEHTMUUMPOBATbL WUCCNedOoBaHUE, MEeLMULUHCKYIO
opraHu3auuio, uccriefoBaTens 1 CNoHcopa, eCnin 3TO HE YKa3aHo B APYroM MecCTE;

4) (e) naeHTNUKaLMOHHbIN Ko NalMeHTa u HoMep BM3uTa (Mpu Hanmumm).

Tabnuua 1. CymmapHas uHopmaums o mapkupoBke (NyHKTbl 43 - 48)

a) HaVMeHOBaHMe (MMsA), aIpec M HoOMep TeJjedoHa

CIIOHCOpPa, KOHTPAaKTHOM MCCJIefoOBaTEeNbCKOM
OopraHM3alun ZRpZs MccJyiegopaTensa (OCHOBHOTO OEMMﬁ CJIYUAUN
KOHTAKTHOI'O Jula MOJ4 [OJy4YeHMud nHOOPMAa LM g NePBUUYHOM YHNaKOBKU U
OTHOCUTEJIEHO JIEKAaPCTBEHHOTI'O npenapara, BTOPMYHOM yHNAaKOBKM (IIYHKT
KJIMHMYECKOI'O MCCJIeOOBaHMA UM OJId DSKCTPEHHOI'O 44)
packooupoBaHuUA) ;
Vupopmaumsa,
yKasaHHad B IIOANYyHKTax
"a' <1> - ";g"

IIEPBMUYHAA YIIAKOBKA
Eciy NepBUMUHYK YIAaKOBKY
¥ BTOPUUHYK YINaKOBKY
XpaHAaT BMecTe (nyHkT 47)
<5>

Vupopmaumsa,
yKa3aHHas B IOOINYHKTAax

©) JlekapcTBeHHasa GopmMma, criocob BBEeIEeHUHd, "a" <2> """ <3> "s" "p"
KOJIMYECTBO LOOBMPOBAHHEIX E€OMHUIIL, M B CJllydyae "o"
NpoBEeIeHUI OTKPBEITOT'O UCCJIeOBaHUA -

HaMMEeHOBaHue U (1) mmdp JIEKAPCTBEHHOTO

npenapara ¥ ero HOO3MPOBKa M (MJIM) aKTUBHOCTL;
B) HOMEp cepuM ¥ (MiaM) KoOI IJjig MIeHTUOUKaumUm
CONEepPXUMOT'O M OollepaluM IO YyIaKOoBKe;

) HOMEpP (xom) MCCcJenoBaHus, O3B OJISOUMM
NIeHTUOULIUPOBATH uccJgenoBaHme, MeOULIMHCKYIO
OpTraHmM3aluon, MUCCIemOoBaATEN IS WU CIOHCOpa, eCciu
5TO He YyKaszsaHO B IOPYyTOM MecTe;

I) MUISHTUOUKALMOHHEI KOOI IIallMeHTa M HOMep
BMBUTA (OpM HaIuU4duMu) ;
e) obaMuiImMsa M MHMULMAJBE MCCJIeIoBaTelis (ecnm  He
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ykKasaHo B noanyHkrax "a" wuam "no");

X)) YKa3aHMUSa TII0 MCIIOJIb30BaHUI (MoxeT OBITH
npmuBeleHa CChUIKA Ha JMCTOK-BKJIANBII JMOO IOPpyToM
IOSACHUTEJILHEIM INOKYMEHT, TIpeOHas3HaUYeHHBM IJig
nanuMeHTa MM JMia, OCYHEeCTBJSIEero BBeIoeHue
JIEKapCTBEHHOT'O IIperapara) ;

3) Hazgnomuch "9 KIMHUMUECKMUX MccJemoBaHmm";

1) YCJIOBUS XPaHEHUS; IIEPBMUHAA YIIAKOBKA

K) CPOK MCIIOJIB30BAHUA C YyKaszsaHMEeM Mecsdlua U BiKCTEpPE MM YyIaKOBKU
roma TakuM oOfOpasoM, dYTOOH M30exaThb h:elee) s MaJjloTo pasMepa (OyHKT 48)
HeonpenejyieHHOCTM (MoxeT OBITh yKasaHa naTa, oo <5>

KOTOPOM HEOOXOOMMO MCIIOJNIL30BATH JIEKAPCTBEHHEIM

npenapaT, CPOK I'OODHOCTM MM HaTa [IOBTOPHOIO VubopMmauus,
KOHTpOJ’[H),‘ YKa3aHHad B IIOAOIIYHKTAX
J1) Hamonuch "XpaHUTb B HEOOCTYIIHOM IJid IeTeu "a' <2> "o" <3>, <4> "p"
mMecTe", 3a UCKJIOUEeHMEM CcIIydJaes, Korma "o o "g"
JleKapCTBEHHEBIN npenapat npelHa3HaueH s

MCIOJIb30BAHUA TOJIBKO B YCJOBMAX CTallMoHapa

MpumevaHus:

<1> Agpec n Homep TernedoHa OCHOBHOrO KOHTaKTHOrO fmMua Ans nonydeHns nHopmMaum OTHOCUTENbHO
neKkapcTBEHHOro npenapara, KIWMHUYECKOr0 WCCRefOoBaHUA W SKCTPEHHOIO PackoAupOBaHWS MOXET He
cofepXaTbCAd Ha OTUKETKe, ecnu nauMeHTy MNpPefocTaBreHbl WHCTPYKUMS MO MPUMEHEHUIO FeKapCTBEHHOro
npenapaTta unu KapTouka, rae ykasaHbl 3Tv JaHHble, a Takke JaHa MHCTPYKUMS AepxaTtb ux npu cebe Bce Bpems
(nyHKT 45 HacToswero MNpunoxeHus).

<2> He HyxHO pasmeliatb agpec U HOMep TernedoHa OCHOBHOIO KOHTaKTHOro nuua Ans nHdopmaumun
OTHOCUTESbLHO NeKapCTBEHHOro npenapara, KIMHNYECKOro NCcriefoBaHUs U 9KCTPEHHOTO PacKoAMPOBaHUS.

<3> Cnocob BBeAEeHUSA MOXHO He yKasblBaTb Afs TBEpAbIX NepoparbHbIX JIeKapCTBEHHbIX (OPM.

<4> MOXHO He yKasblBaTb JleKapCTBEHHYIO (DOPMY U KONMYECTBO A03MPOBAHHBLIX €ANHUL.

<5> Ecnu Ha BTOPWYHOM YMaKoBKe cOAepXuTcs uHdopmauus, npveBefeHHas B MNyHKkTe 44 HacTosLero
MpunoxeHus.

49. (31) Ona nosiCHeHWs yKa3aHHOW Bbiwe WHGOPMauMM MoryT ObiTb MCMOMb30BaHbl CMMBOSbI UMK
nukTorpammbl. MoxeT ObITb MpeacTaBrneHa [AONOMHUTENbHAA WMHAOPMaLMs, NpeaocTepexeHus u  (unm)
WHCTPYKUUM MO 0OpaLLeHmIo C NIEKAapCTBEHHBIM NpenapaToMm.

50. (32) B cnyyae nposefeHUs KNMHUYECKNX nccnegoBaHum, Kkorga:

a) HeT HeobXoOUMOCTH B OTAENbHBIX NPOLIECCax NPON3BOACTBA UMK YNaKOBKY;

©) npu uccnegoBaHMU WCMONb3YHOTCA NEKapCTBEHHbIE CPeACcTBa, 3aperncTpupoBaHHble, MPOU3BEAEHHbIE
UM MMNOPTUPOBAHHbIE B COOTBETCTBUM C 3akoHOAaTeNnbCTBOM Poccuiickon denepauum;

B) B WCCNEAOBaHUM MPUHMMAOT yy4acTue nauueHTbl C TeMu 3aboneBaHUsSMK, KOTOpble COOTBETCTBYIOT
NMOKa3aHNSAM K NPUMEHEHMI0, YTBEPXKAEHHBIM NPU perucTpaumm,

- Ha NEepPBUYHOM YMaKkoBKe Tak, YTOObl HE 3aKPbITb OPUIMHANBHYH STUKETKY, OOMOMHUTENBHO OOIDKHbI ObITh
npuBeLEHbI CriefyoLme OaHHble:

(i) HasBaHMe (MmS) cnoHcopa, KOHTPAKTHOW UCCefoBaTENbCKOM OpraHn3aLmm unm nccnegoBartens;

(i) Homep (ko) wccredoBaHWS, MO3BONSALWMN  MOEHTUMUUMPOBaTL  MEAULMHCKYI0 OopraHu3auuio,
nccregoBaTens U cydobekTa nccrnefoBaHusl.

51. (33) Ecnu HeobxoAMMO W3MEHWUTb [aTy, OO KOTOPOW MOXET WCMNOMb30BaTbCA UCCresyeMbli
neKapCTBEHHbIN NpenapaT, Ha yNakoBKY AOIMKHA OblTb HAaHeCEeHa AONOMNHUTENbHAsA 3TUKeTKa. Ha gononHUTensHON
3TMKETKe OOSKHaA ObITb yka3aHa HoBas AaTa, 40 KOTOPOW AONyCckaeTCst UCMorb30BaTh NIEKAapCTBEHHLIN NpenaparT, a
Takke MOBTOPHO ykasaH Homep cepun. [JONONHUTENbHYK 3TUKETKY MOXHO HakneuMBaTb NOBEpX CTapov Aathl
MCMNONb30BaHNSA, HO OHa HE OO0JPKHA 3aKpbiBaTb MCXOAHbLIA HOMEpP Cepuun, KOTOpbI HEOoDXoauM AN KOHTPOMs
KayecTBa. HaHeceHne [ONOMHUTENBHOM STUKETKM [LOSDKHO OCYLLECTBNATLCA OpraHvM3auvsMu, UMeLmMMm
NNLEH3NI0 Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB UMM JIMLEH3NI0 Ha dapMaueBTUYECKY0 OAeATeNbHOCTb
(XpaHeHMe neKkapCTBEHHbIX MpenapaTtoB ANd MeOULMHCKOro npuMeHeHus). lNMpu HeobXoaMMOCTU HaHeceHue
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OONOMHUTENbHOW  3TUKETKU MOXET OCYLeCTBNATbCA B MEAWUUMHCKOW opraHusaumn  capmMaleBTU4ECKUM
paboOTHMKOM OaHHOW OpraHuM3aumm WNu nogd ero KOHTponem, nubo MeaMUUHCKMM paboTHUKOM MEeAMLMHCKOMN
opraHmMsauum B COOTBETCTBUM C TpeboBaHmAMM 3akoHogaTenbcTBa Poccuiickon ®depepaumn. Ecnm 910
HEBO3MOXHO, HaHeceHue [OOMOMHUTENbHON  3TUKETKM MOXET  OCYLECTBNATb  MOHUTOP  KIMHUYECKOTro
nccneaoBaHusl, KOTOPbIA NpOLIEeNT COOTBETCTBYHOLWEE 00yveHMe. YkasaHHy onepauunto Heobxoanmo NpoBoanNTL B
COOTBETCTBMM C HacTosiwmmu lNMpaBunamu, cneumanbHbIMU U CTaHAAPTHLIMU OMNepauMoHHbIMK Npoledypamu, a
npyu HeoOXoOMMOCTM NepefaBaTb MX BbINMONHEHWE OPYron opraHusaumm no gorosopy. [NpoBeaeHwe ykasaHHOMN
onepauum LOMKEH KOHTPONUpPOBaTb ApYyron paboTHMK. HaHeceHne [ONOMHUTENbHOM 3TUKETKM OOIMKHO ObiTb
TwaTtenbHbiM 06pa3oM 0POPMITEHO AOKYMEHTANIbHO Kak B AOKYMEHTax KIIMHUYECKOro WCCrefoBaHusl, Tak U B
O0Cbe Ha cepuio.

VIIl. KOHTPOJIb KAHECTBA

52. (34) MMockonbky npoueccbl MOryT OblTb HE OKOHYaTenbHO ONpedeneHbl WM He B MOMHOW Mmepe
BannanpoBaHbl, HeOb6XxoaMMO yaensaTb ocoboe BHUMaHWE UCMbITAHUSAM Ana obecrneyeHus rapaHTuM TOro, YTo
Kaxxgas cepusi NpoayKuum COOTBETCTBYET crneumndukaLmm.

53. (35) KoHTponb kavectBa HeoOXOAMMO OCYLLECTBMATb B COOTBETCTBUM C [AOCbE HA JIEKAapCTBEHHbIN
npenapat. [pousBoauTenb AOMKEH NPOBOAUTbL NPOBEPKY 3PAPEKTUBHOCTU KOOUPOBAHMA U OOKYMEHTanbHO
odopmMnATbL ee pesynbTaThbl.

54. (36) O6pasubl MccrneayeMblx NeKapCTBEHHbIX MpenapaToB AOIPKHbI XpaHUTbCA B ABYX Lensx: Ans
obecneyeHns Hanuumsa obpasua gns aHanUTUYECKUX UCMbITaHUM U ona obecneyeHms Hanuuusa obpasLa roToBoro
nekapcTBeHHOro npenapara. Takum obpasom, obpasubl MOXHO pasfenuTb Ha ABE KaTeropumn:

KOHTPOInbHbIA 0bpasel, - 0bpasubl Cepun UCXOOHOrO Cbipbs, YNAKOBOYHbLIX MaTtepuanoB, NeKapCTBEHHOMO
npenapaTa B NEPBUYHON YNaKOBKE UM FOTOBOrO JIEKAPCTBEHHOrO Mpenaparta, KOTopble XpaHsaT Ans NpoBeAeHust
aHanu3a B Cnyyae BO3HUKHOBEHUSA Takol HeobxogumocTtu. [MpomsBoguTens OOSMKEH COXpaHATb obpasubl C
KPUTMYECKNX NPOMEXYTOYHBIX CTaaui (Hanpumep, CO CTagui, NOCNe KOTOpbiX NpeaycMmatpuMBaeTcs nNpoBeaeHue
aHanuMTUYeCcKMx MCccnenoBaHMi U Bblgava paspeLleHun Ha BbiMyCK) U obpasubl MPOMEXYTOYHbIX MPOAYKTOB,
KOTOpble MOCTaBNATCA 3a Mpegenbl 30Hbl KOHTPONSA MPOU3BOAUTENS, €CnU 3TO MNO3BONsieT CTabunbHOCTb
00pasuos.;

apxuBHbI obpasel - obpasel, B OKOHYaTENbHOM YyNakoBKe, OTOOPaHHLIN U3 cepuu roToBOM Mpogykumnn. Ero
XpaHAT B Uensax noaTBepXAeHUs WAEHTUYHOCTW. Hanpumep, B TeveHMe Ccpoka XpaHeHus cepun MOXeT
notpeboBaTtbCca OCMOTP o0Opasua WM ynakoBKW, MapKMPOBKW, WHCTPYKLUUW MO MNPUMEHEHMWIO, MOMNyyYeHue
WHopMaLnm 0 HoMepe cepumn U Cpoke roAHOCTN.

55. Bo MHOrux cny4dasx KOHTPOSbHbIE U apXMBHble 0Opa3sLbl rOTOBOM MPOAYKUMU UOEHTUYHBI U SBNAOTCA
eavHMLaMn NMPOAYKLMM B OKOHYATENbHOW ynakoBke. B Takux cnydasix KOHTPOSibHbIE U apXuBHbIE 06pa3sLbl MOryT
paccMmaTpuBaTbCs Kak B3aumodameHsiemble. KOHTPOnbHbIE U apXMBHbIE 06pasubl NCCNeayeMOro NekapCTBEHHOro
npenapaTta, B TOM YUCre 3aKOANPOBAHHOIO NIEKAPCTBEHHOIO nNpenapara, AOMKHblI COXPaHATbCA HE MeHee ABYX NneT
nocrne 3aBepLUEHUs UNU NPEKpaLLeHNss NOCNeaHero KNMHMYECKOro MCCrneaoBaHUs, B KOTOPOM MCMOMb3oBanach
OaHHasi cepus (B 3aBMCUMOCTM OT TOrO, Kakon M3 NEpUOAOB ObLUE).

56. MNMpousBoauTenb OOMKEH yOENATb BHUMaHUE XpaHEHUI0 apXUBHbIX 06pa3uoB A0 TeX Mop, Noka He byaeT
COCTaBMEH OTYET O KNIMHWYECKOM MCCreaoBaHuK, Ans obecneyeHns BO3MOXHOCTU NMOATBEPKAEHUS UOAEHTUYHOCTHU
NeKkapCTBEHHOro npenaparta, 4YTO HeobXxoOuMO nNpu  paccrnefoBaHUAX HeMnpeABUOEHHbIX CryyYyaeB WM
NPOTMBOPEYMBBLIX pe3ynbTaToB TakuX UCCNefoBaHUN.

57. (37) MecCTO XpaHeHMs1 KOHTPOJIbHbIX U apXUBHbIX 0Opa3LoB OOJMKHO ObiTb OnpedeneHo B cornallieHum
MeXAy CMOHCOpOM u npoussogutenem(smu). K Takum mectam HeobxogmMmo obecneunTe CBOEBPEMEHHbIN JOCTYN
npeAacTaBuTENEn YNOTHOMOYEHHOro doeeparibHOro opraHa UCMONHUTENBHON BNacTw.

58. KoHTponbHble 006pasubl rOTOBOrO JIEKAPCTBEHHOrO MnpenapaTta LOMKHbI COXpaHsTbCca B Poccuiickon
depepaumun nnn B TpeTben cTpaHe, ecnu mexay Poccuiickonn ®epepaumnen M TpeTben CTPaHOM-3KCMOPTEPOM
CYLLIECTBYIOT COrfnalleHusi, KOTOpble rapaHTUPYIOT, YTO NPOU3BOAMTENb NCCIEAYEeMOro NIeKapCTBEHHOrO npenapaTa
npuaepXmnBaeTca NpaBuin Hagnexalwero Npou3BoACTBa, TPEOOBaHNA KOTOPbLIX HE HWXKe TpeboBaHWUIA HACTOALLMX
MpaBun. B wucknounTenbHbIX Crnyvasix KOHTPOSibHble 0Opasubl FOTOBOrO JIEKApCTBEHHOrO MpenapaTta MoryTt
XpaHUTbLCA Yy NPOM3BOAWUTENS B TpeTbel cTpaHe. B yka3aHHOM cny4ae 3TO [OSMKHO ObiTb 0BOCHOBaHO W
OOKYMeHTanbHo opopMNeHo B BUAe cornalleHuss Mexay CnoHcopoM, umnopTtepom B Poccunckyio ®enepaumio u
npovsBoauTenemM fnekapcTBEHHOro npenapaTa B TpeTbel cTpaHe.

59. Konun4ecTBO KOHTPOSbHbIX 00pa3LoB OOSMPKHO ObiTb AOCTATOMHLIM AN NMPOBEAEHMS HE MeHee ABYX
MOMHbIX aHanUMTUYECKNX WCCNeaoBaHUA cepun MNPOAYKUMM B COOTBETCTBMM C TpeboBaHMAMM [OCbe Ha
JNeKapCTBEHHbIN npenapaT, NOAaHHOro B YNOMHOMOYEHHbIN (hefepanbHblii OpraH UCMOMHUTENLHOW BRacTn Ans
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nony4yeHus paspeLleHns Ha NpoBeaeHME KITMHNYECKOro NccneaoBaHus.

60. [Ons apxuBHbIX 0Opa3uoB [JOMNycKkaeTCs XpaHUTb WMHAPOPMALMIO B OTHOLLUEHUM OKOHYaTenbHO
yrNaKkoBaHHbIX €AMHUL, NEeKapCTBEHHbIX NpenapaTtoB B BUAE MUCbMEHHbIX UMW 3NEKTPOHHbIX 3anucen, ecnu Takue
3anucu obecneuymBalroT [OCTaToOvHy0 UWHdoOpmauumio. B nocrnegHem criyyae cuctemMa XpaHeHuUs [OSbKHa
COOTBETCTBOBaTbL TpeboBaHMAM, ycTaHoBMneHHbIM [Mpunoxenrem N 11 k HacToAwmm Mpasrunam.

IX. BbIOAYA PA3PELLEHUA HA BbIlNYCK CEPUM

61. (38) He gonyckaeTcsa Bblgaya paspelleHusi Ha BbIMyCK UccrnegyeMbiX NeKkapCTBEHHbIX MpenapaTtoB Ao
TexX Mop, NMoka YMoSIHOMOYEHHOE NULO He YOOCTOBEPUT BbIMOJSIHEHWE YCTAHOBMEHHbIX TpeboBaHWI C y4yeToM
NOMNOXeHW, NPegyCMOTPEHHbIX NMyHKTamMKn 62 - 63 HacTosLwero MNpunoxeHus.

62. (39) Ha BbInonHeHWe yNOMHOMOYEHHbIM IMLOM CBOMX OOSI3aHHOCTEN B OTHOLLUEHMM WUCChnenyeMblX
nekapCTBEHHbIX NpenapaToB BAUSIOT pasHble akTopbl, KOTOPbIE NEPEUYNCIIEHBI HAXE:!

a) nekapCTBEeHHbIV Npenapar npousseaeH B Poccuiickon Peaepalmm, HO He 3apermctpupoBaH B Poccuiickon
®egepaumun: Npyv nogadve 3asdBreHWs Ha Bblgavy paspelleHWs Ha npoBedeHVe KIMHUYECKOro MccrneaoBaHus
HeobXx0AMMO yOOCTOBEPWUTb, YTO UWCCMedyeMbll NEeKapCTBEHHbIN npenapaT npousBeeH W MNpOBEepeH B
COOTBETCTBMU C TpeboBaHMAMKU HacToAwmx [paBun, OCbe Ha NEKAPCTBEHHBIN NpenapaTt, a Takke YTo MMeeTcd
cooTBeTCTBYyOWas uHdopMaLms, npegocTaBneHHass CNOHCOPOM  YMOMHOMOYEHHOMY deadepanbHOMY oOpraHy
WCNONHUTENBHOW BNacTy;

0) nekapcTBeHHbIN NpenapaT 3apeructpupoBaH B Poccuiickon ®enepauun, noctaBnsieTcs opraHusauunen
ONTOBOW TOProBnW, kKoTopas Haxoautca B Poccuickon defepaumun, He3aBUCMMO OT TOro, rge npomsBoauTCs
nekapCTBEHHbIN npenapaT: OencTBylOT TpeboBaHMA, NepeyvncrieHHble B MOAMyHKTEe "a" HacToslero myHkTa, HO
06beM NpefocTaBneHHbIX AaHHbIX MOXET BbiTb OrpaHuyeH NoATBEPXKOAEHMEM TOro, YTO NeKapCTBEHHbIV npenapat
COOTBETCTBYET 3asBMEHWI0 Ha Bblayy paspelleHusl Ha npoBedeHMe KINMHWYECKOro uccregoBaHus u niobon
nocneaywowen o6paboTkn C Lenbio KOOUPOBaHWS, OCYLLECTBINEHNS CneLnansHON yNnakoBKU UM MapKUPOBKX Ans
3TOro uccrnepoBaHus. [locbe Ha nekapCTBeHHbIN npenapaT Takke MoXeT BblTb OrpaHMYeHHbIM No 06bemy (MyHKTbI
24 - 26 HacToswwero MNpunoxeHns);

B) JleKapCTBEHHbIV MpenapaT WMMMNOPTUPOBaH HEMNOCPEACTBEHHO M3 TPeTbeW CTpaHbl: HeoOXoAMMO
noaTBepauTb, YTO OH NPOM3BEedEeH M MPOBEpeH B COOTBETCTBMM C MNpaBuraMmn Haanexaiwiero rnpousBoAcTBa,
TpeboBaHMA KOTOPbIX HE HWXe, YeM TpeboBaHusa HacTosAwmx lMpaBwn, Oocbe Ha NEKapCTBEHHbIN npenapaTt, a
TaKkke 4YTO WUMeeTCsa COOTBeTCTBywLWas uHdopMaums, npeaocTaBneHHass CroHCOPOM  YNOSTHOMOYEHHOMY
hbenepanbHOMY opraHy UCMONHUTENBHOW BNAcT Npu nogaye 3asBreHns Ha Bblgadvy paspelleHns Ha nposefeHue
KNHUYecKoro uccriegosaHnsa. Ecnu uccnegyemble nekapcTBeHHble npenapaTtbl BBE3eHbl U3 TpeTbel CTpaHbl U
SABNAIOTCA 06bEKTOM cornalleHus, NpUHATOro mexay Poccuiickon depepaument n 3Ton CTpaHOW, Hanpumep TakuM,
Kak cormaweHue O B3auMMHOM Mpu3HaHuu, nwboe nogobHoe cornalleHwe npegycmaTpuBaeT MNpUMeHeHue
TpeboBaHWIN B OTHOLLEHWM 3TOrO fIeKapCTBEHHOMO Npenapara, He Hke, Yem TpeboBaHmsa HacToAwumx MNpasun. Mpu
OTCYTCTBMM COrMalIEHNs O B3aUMHOM MPU3HAHMU YNOMHOMOYEHHOE NULO Ha OCHOBE MHGOpPMauun O cucTeme
KayecTBa NpoOU3BOAUTENS OOIPKHO YCTAHOBWUTb, YTO NPUMEHAIOTCH TpeboBaHus He Hwxke, 4yem TpeboBaHus
HacTosawwmx [MpaBun. 3Ty MHOPMaUMIO, Kak npaBuro, NonyvalT nyTemMm yvyactusd B ayauTe papmaueBTUHECKON
CUCTeMbl KadecTBa npoussoanTenen. 1 B nepsoM, 1 BO BTOPOM Crydae ynorHOMOYEHHOE NULO MOXET BbIMOMHUTL
OLIEHKY COOTBETCTBUS Ha OCHOBaHMM [AOKYMeHTauuu, NpefoCTaBfieHHOW npousBoguTenem u3 Apyroh CTpaHbl
(nyHKT 63 HacToswero MNpunoxeHus);

r) Npu BBO3e MpenapaTtoB CpaBHEHWs, KOorga HEBO3MOXHO rapaHTUMpoBaTb, UYTO Kaxaas cepusi NpoayKuum
Obina npousBegeHa B COOTBETCTBUM C TpebOBaHWSIMM He Hmxe, 4YeM TpeboBaHus Hactosawmx [Npasun,
YMNOSTHOMOYEHHOE NWLO AOIMKHO NMOATBEPAMTb, YTO KaXaas Npou3BedeHHasi cepusi MpoLuna BCe BMAbI KOHTPONA U
UCMblTaHWN, HeobXoauMMbIX AONs MOATBEPXKAEHWS ee KavyecTBa, a TakKe 4YTO MMeeTcs COOTBETCTBYyHLas
nHdopmaums, NpeaocTaBneHHasi CMOHCOPOM YNOMHOMOYEHHOMY dhedeparnibHOMY OpraHy UCMOMHUTENBHOW BacTu
npu nogaye 3asBreHNs Ha Bbi4ady paspeLlleHns Ha NpoBeAeHNe KITMHUYECKOro NCCreoBaHus.

63. (40) MNpun oueHKe KaXAOW Cepun MPOAYKUMM Mepen Bbloadveln paspelleHusi Ha BbIMYCK OOIMKHbI ObITh
paccMOTpEHbI criefyowme akTopbl, 06CTOATENLCTBA U AOKYMEHTbI:

JOCbe Ha cepuio, B TOM 4YUCMe 3anucyu MO KOHTPOMNIO KayecTBa, 3anucuM MO KOHTPONIO B npouecce
Npov3BOACTBA U 3anucK paspeLleHns Ha BblNYCK, CBUOETENbLCTBYIOLLME O COOTBETCTBUN CEPUN NPOAYKLMU OOChbe
Ha nekapCcTBEHHbIN NpenapaT, 3aka3sy, NPOTOKONy UccneaoBaHusa 1 Kooy paHaomusauun. B atn 3anncu OOmKHbI
ObITb BHECEHbl BCE OTKIMOHEHMSI WINW BHECEHHble B TMIIAHOBOM MOpSAKE M3MEHeHUs, a Takke nobble
OOMONHUTENbHbIE NPOBEPKM WM UCMbITAHWSA. 3anucu OOMKHbl ObiTb MOMHBIMU U AOMKHbI ObITb COrnacoBaHbl
nepcoHarnomMm, yrnonHOMOYEHHbLIM Ha 3TO B COOTBETCTBUM C papMaLleBTUHECKOM CUCTEMOWN KayecTBa;

yCroBus Npon3BOACTBA;
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AaHHble 0 Banugauuv obopyaoBaHus, NpoLEeCcCOB 1 METOOMK;

npoBepKa OKOHYAaTENbHON YNaKOBKY;

pes3ynbTaTtbl NtobbIX aHaNM30B UM UCMbITaHWUIA, MPOBEAEHHbLIX NOCIEe UMNOPTUPOBAHMUSA, eCn Heo6XxoanMmo;

OoT4YeTbl 0 CTabunbHOCTK;

AaHHble O MOCTaBLUUKE U MPOBEPKE YCIIOBUN XPAHEHWUS N TPAHCMNOPTUPOBKY;

oT4yeTbl 06 ayauTax CUCTEMbI Ka4eCcTBa NPON3BOANTENS;

AOKYMEHThI, MoATBEpXAalLme npaBo MNPOM3BOAMTENS Ha MNPOM3BOACTBO WUCCREeAyeMbIX JEKapCTBEHHbIX
npenapaToB (BkNtoYas npenapaTbl CPaBHEHUS) HA 3KCMOPT, BblgaHHbIE YNOMHOMOYEHHbIM heaepanbHbIM OpraHoMm
NCMNONMHUTENbHOW BNacTu;

TpeboBaHNs HOpMaTMBHBIX MpPaBOBbiXx akTtoB Poccuiickon Pepepaumm B OTHOLIEHWMM PErMCTPaLMOHHOMO
aocbe, npumeHsiemble TpeboBaHua HacToAwmx [paBun u  nwobble NOATBEPXKAEHWUS  YNONHOMOYEHHOro
deaepanbHOro opraHa UCNONHUTENbLHON BriacT o cobntogeHnn TpedoBaHnin Hactoswwmx Mpasun;

WHble (PaKkTopbl, KOTOPLIE YNONTHOMOYEHHOE MU0 CHATAET 3HAYUMbIMW B OTHOLLEHUM KayecTBa Cepun.

64. 3Ha4YMMOCTb BblLLENPMBEAEHHbIX PAaKTOPOB 3aBUCUT OT CTPaHbI, B KOTOPOW NPOU3BOAAT NEKapCTBEHHbIN
npenapaT, Npov3BOAWTENS, cTaTyca perncrpauuu rfekapCTBEHHOro npenaparta (3apeructpypoBaH N OH B
Poccuickon ®egepauny unu B TpeTbUX CTpaHax), a Takke oT drasbl KnMHu4eckon paspabotku. CnoHCop AOoMmKeH
rapaHTMpoBaTb, YTO BCe (PAKTOPbl, MPUHATbIE BO BHUMAHWE YMOSIHOMOYEHHBIM JIULIOM, BbIMOMHAOLWUM OLEHKY
cepun, COOTBETCTBYIOT WMHGOPMaLMKW, MNPELOCTABMEHHOW  YMOMHOMOYEHHOMY befepanbHOMy — OpraHy
UCMONMHUTENbHOW BMNAacTM MNpu nojadve 3asiBIEHUs Ha Bblgady paspeLlleHnsl Ha MNpoBedeHuEe  KIMHUYECKOro
nccrnegoBaHus (NyHKT 68 HacTosiwero MpunoxeHus).

65. (41) Ecnu nccnegyemble NekapCcTBEHHbIE NpenapaTbl MPOU3BOAAT M YNAKOBbLIBAKOT HA pasHbIX yYacTKax,
3a KOTOpble HECYT OTBETCTBEHHOCTb pa3Hble YNOMHOMOYEHHbIE Mnuua, OOSMKHbI ObiTb cobniogeHbl TpeboBaHus,
ycTtaHoBneHHble Mpunoxernvem N 16 k HacToswwmm MNpasunam.

66. (42) Ecnu HacToswwmmn lNpaBunamn, a Takke WHbIMA HOPMAaTMBHBbIMU MPaBOBbIM akTam Poccuiickon
degepaumn nNpegycCMOTPEHO OCYLLECTBNEHVWE Onepauuin MO YNakoBKE WM MapKMpoBke B MeOWLUMHCKOW
opraHusaumm dapmaueBTUYecKUM paboTHMKOM UMW MOA €ero KOoHTponem, nnbo MeaguuuHcKkum paboTHMKOM
MeOMLMHCKOW OpraHm3aummu, ygocToBepeHns AaHHbIX onepauuii ynosIHOMOYEHHbIM NUUoM He Tpebyetca. OgHako
CMOHCOpP HeceT OTBETCTBEHHOCTb 3a obecnevyeHne Hagnexawlero [OKYMeHTanbHOro odopMIeHns OaHHON
OeATenbHOCTW, COOTBETCTBUE TpeboBaHMAM HacTosawwmx [MpaBun M Npy HEOOXOAMMOCTU [OMMKEH NPOBOAUTH
KOHCYNbTauMmM C YNONTHOMOYEHHbBIM SIULIOM.

X. TPAHCINOPTUPOBKA

67. (43) Wccnepyemble nekapcTBeHHble mpenapaTbl AOIMKHbI OCTaBaTbCHA MO KOHTPONeM CrnoHcopa Ao
3aBepLUEHNs OBYX3TanHOW npoueaypbl Bblady paspeLlleHnss Ha BbIMyCK: OLEHKM COOTBETCTBUSA YNONHOMOYEHHbIM
NMLOM 1 Bblga4M CMOHCOPOM pa3speLLeHnss Ha BbIMYCK A718 UCMOMb30BaHMSA B KIMHUYECKOM MCCregoBaHuy nocne
cobnogeHns yctaHoBneHHbIx TpebosaHun. Oba aTana AOMKHbl ObiTb OPOPMMAEHbl JOKYMEHTanbHO, a 3anucu
OOMKHbI XPaHUTBLCA HENOCPEACTBEHHO Y CMOHCOPA UMM Y Nnuua, KOTopoe AEUCTBYET OT €r0 UMEHN.

68. (44) TpaHCMOPTUPOBKY UCCMeAyeMbIX JIEKAPCTBEHHbIX MpenapaTtoB HeOoOXOoAMMO OCYLIEeCTBASATbL B
COOTBETCTBMU C UHCTPYKLUUAMU, NPESOCTABNEHHBIMU B pacrnopsXeHne CroHCOPOM UMK NULIOM, AENCTBYIOWUM OT
€ro MeHu.

69. (45) Do noctaBkM mMccnegyembiX NeKkapCcTBEHHbIX MpenapaTtoB K MeCTy npoBefeHus uccrneaoBaHun
AOIDKHbI ObITb YCTAHOBEHbI MPaBMa No PackoaMpoBaHUIO NEKapCTBEHHbIX NMpenapaToB NepcoHanoM, NMerLWwmum
COOTBETCTBYIOLLME NONHOMOYUHUS.

70. (46) HeobxooumMo XpaHUTb NOAPOOHLIN MNepeyvyeHb OTIPYKEHHOW MPOAYKLUMM, COCTaBMEHHbIN
npoussogutenem unu nmnoptepom. Ocoboe BHMMaHne TpebyeTcs yaendaTb TOYHOCTU yKa3aHUsA HanMeHOBaHUA U
agpeca nonyyarens.

71. (47) MNepepady uccnenyemMbix NekapCTBEHHbLIX NpenapaToB U3 OQHOr0 MecTa NPOBEAEHUST UCCIIeLOBaHNI
B Apyroe HeobXx0AMMO NPOBOAWUTb TOMbKO B UCKMIOYMUTENbHBIX crydasx. [opsgok Takon nepegayn gosmkeH ObiTb
YCTaAHOBMEH CTaHOAPTHOW oOrnepauuoHHOW npouenypon. Heobxoaumo npoBepuTb COBOKYMHOCTb MMEKLMXCS O
nekapcTBEHHOM MpenapaTe CBEAEHUW 3a TOT nepuog, Korga OH HaxOAMrCs BHE KOHTPONS Npou3BOAMTENS,
Hanpumep, C NOMOLLIbIO OTYETOB O MOHUTOPUHIE KIMUMHUYECKUX UCCNeoBaHUA UK perucTpaumm yCrnoBun XpaHeHns
Ha npeablgyleM MecTe MpPOBEeAeHUs UCCrefoBaHui. Takas npoBepka [AOMKHA Y4uMTbiBaTbCA NPU  OLEeHKe
BO3MOXHOCTU Mepegayn npogykuun. K yyacTuio B npoBepke HeoGXoAMMO MpuBrekaTb YNONIHOMOYEHHOE fuvuO.
Mpn HeobXxoOAMMOCTWU fneKapCTBEHHbIN npenapat AofkeH ObiTb BO3BpalleH NpPOU3BOAMTENO Ansi MOBTOPHOW
MapKMpOBKM N ANSA ero OLUeHKU YNOMHOMOYEHHbIM NMULoM. HeobxoamMmo xpaHuTb 3anvcu u obecneynBaTb NOnHoe
oTcnexusaHve nogobHbIxX nepedav.
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XI. MPETEH3UN

72. (48) BbiBogbl no pesynbTatam noboro paccrnegoBaHus, NPOBEOEHHONO B CBHA3WM C MOCTYNNEHWEM
NMpPeTeH3nMn Mo KayecTBY NEKapCTBEHHOro nmpenapara, paccMaTpyBaloTCs NPOM3BOAWTENEM MMM UMMOPTEPOM WU
CMOHCOPOM (€Cnn 3TO He OZHO W TO Xe Nnuuo). B 3ToM AOMmKHbI y4acTBOBaTb YMOMHOMOYEHHOE MMLUO M nvua,
OTBETCTBEHHbIE 3a NPOBEAEHME COOTBETCTBYHOLLErO KIMHWUYECKOro WCCIefoBaHWs, YTOObl OLEHWUTb BO3MOXHOE
BMUSHWE NPETEH3NN Ha KINMHNYeCcKoe nccrefoBaHue, paspaboTKy NekapCTBEHHOro npenaparta v NauMeHToB.

Xll. OT3bIBbl M1 BO3BPATHI
OT3blIBbI

73. (49) Nopsigok oT3bIBa Uccneayembix NEekapCTBEHHbIX NpenapaToB U ero 4OKYMEHTaNbHOro oopmIieHms
AOMKeH BbITb cornacoBaH Mexgy CMOHCOPOM WM MPOU3BOAUTENEM UMM MMMOPTEPOM (ecnn 3TO He OAHO U TO Xe
nvuo). Wccneposatenb U MOHWUTOP KIMHWMYECKOTO WCCRefoBaHWs AOMKHbI MOHUMAaTb CBOWM 0BA3aHHOCTU Mpw
BbIMOSIHEHWM OT3blIBa.

74. (50) CnoHcop AofkeH rapaHTMpoBaTb, YTO MOCTaBLUMK NOOOro npenapara CPaBHEHWUS WM ApPYrux
rieKkapCTBEHHbIX MpenapaToB, MCNOMb3yeMblX B KIMHWYECKOM WCCNEeAOBaHWW, MMeeT CUCTeMy Ans WU3BeLeHUs
cnoHcopa 0 HeobxoANMOCTU OT3blBa NOOOro NOCTaBMEHHOrO NNEKapCTBEHHOrO npenapara.

BosBpatsl

75. (51) BosBpat nccnegyembix NekapCTBEHHbIX NpenapaTtoB AOMKEH OCYLLECTBASATLCA B COOTBETCTBUM C
TpeboBaHMAMUN CNOHCOPA, YCTAHOBMNEHHBIMW B COOTBETCTBYIOLLMX NpoLeaypax.

76. (52) BosspaleHHble uccrniegyemble — fiekapCTBEHHble  npenapaTtbl  AOMKHbl  ObiTb  4eTKO
naeHtuumumposaHbl. OHW  OOMKHbI XPaHMTbCA B CrneuvanbHO npegHa3Ha4YeHHOW KOHTPONMPYEMOW  30HE.
Heobxoanmo coxpaHsATb 3anMcu Mo yyeTy BO3BPaLLEHHbIX NeKapCTBEHHbIX Npenaparos.

X, YHUHTOXEHUE

77. (53) CnoHcop HeceT OTBETCTBEHHOCTb 3@ YHUYTOXEHME HEUCMONb30BaHHbLIX U (MNK) BO3BPALLEHHbIX
nccregyembix NeKapCcTBEHHbIX npenapatoB. He [gonyckaeTcs YHUUYTOXEHWEe ucCrnedyeMblX fekapCTBEHHbIX
npenapaToB 6e3 Nony4YeHns NMMCbMEHHOrO paspeLleHus CrnoHcopa.

78. (54) OAna kaxgoW MeauLMHCKOW OpraHu3auuu, NpoBodAlEen KNMHUYeCcKoe uccrnenoBaHve, U Kaxaoro
nepuoga mccnegoBaHWs CMOHCOP WM MNMLUO, AENCTBYlOLLEEe OT ero MMeHMW, JOIKeH (PMKcupoBaTb, COCTaBMATb
GanaHC W npoBepsiTb KONMMYECTBO WUCCMEeAyeMOro fieKapCTBEHHOro mnpenapaTa, KOTOopoe MoCTaBreHo,
NCMOMb30BaHO 1 BO3BPALLEHO. YHNUYTOXEHNE HENCMONb30BaHHbIX MCCedyeMblX NeKapCTBEHHbIX NpenapaToB Ans
OaHHOW MeOMUMHCKOW OpraHv3auuv unv AaHHOro nepvoga uccrefoBaHUi AOMYyCKaeTCs OCYLWEeCTBASATb TOSbKO
nocrie Toro, Kak 6ydeT npoBedeHO paccrefoBaHue, NpedoCcTaBfeHo yAOBNeTBOPUTENIbHOE 00bACHEHWE MbbIM
HEeCOoOTBETCTBUAM, @ TakkKe COCTaBfieH MaTepuanbHbii 6anaHc. [JokymeHTanbHoe odpopmreHne onepauui no
YHUUTOXEHMIO NeKapCTBEHHOro mnpenapata Heobxogumo BecTM Takum obpasom, 4ToObl cyllecTBoBana
BO3MOXHOCTb MOAroTOBUTb OTYET 000 BCex onepauusax. 3annucu Mo YHUYTOXEHMI0O HeobBXoOMMO XPaHuTb Yy
crnoHcopa.

79. (55) B cnyyae yHUUTOXEHWs UCCreQyeMbiX IEeKapCTBEHHbIX MpenapaToB CMNOHCOPY AOIMKEH ObiTb
npeacTaBreH akT C yka3aHuem AaTbl WU MHOW OOKYMEHT 06 yHuWYTOXeHMU. B aTux gokymeHTax OOMmKHbl ObiTb
yKka3aHbl HOMepa cepuil u (Mnu) Koabl naumeHToB (NMnbo obecneyeHa BO3MOXHOCTb UX OTCIEXMBAHWS), a Takke
KONMYECTBO YHUYTOXEHHbIX JIEKapCTBEHHbIX NpenapaToB.

Mpunoxexne N 14
K MpaBunam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK
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NnPON3BOACTBO
NEKAPCTBEHHBIX MPEMNAPATOB, MONYYAEMbIX 13 JOHOPCKOW KPOBW
N NMNA3MbI

|. TEPMWHbI N ONMPEOENEHNA

1. Ana uenen HacToALero MNMpunoXeHnsa NCMonb3yTCA CriefyloLne OCHOBHbIE NMOHATUS:

KOMMOHEHT KpOBM - TepaneBTWYecKas COCTaBNAOLWAA KPOBW (3pUTPOLMTBI, NEeNKouMTbl, TPOMOOUMTLI U
nna3ma), kotopas MoXxeT ObITb NOAroTOBMEHa PasfMYHbIMM MeToA4amu;

KPOBb - LieflbHas KpoBb, KOTOpas B3ATa Y AOHOpa n obpaboTaHa ans TpaHcdysun nnu Ana AanbHenwero
NpOu3BOACTBA;

nekapcTBeHHble npenaparbl, nony4yaemble U3 JOHOPCKOW KPOBWU MW Nra3mbl - NeKkapCTBEHHbIe npenaparhbl
Ha OCHOBE KOMMOHEHTOB KPOBW, NPOMU3BEAEHHbIE NPOMbILLMIEHHBIM CNOCOBOM;

obpaboTka - nbon M3 3TanoB MOMyYeHUss KOMMNOHEHTOB KPOBM, KOTOPLIA OCYLLECTBMASAETCH nocne B3sATUS
KpOBM Mepen nNonydYeHuem KOMMOHEHTa KpOBMW, HanpuMmep, cenapaums U 3amMopo3ka KOMMOHEHTOB kposu. B
HacTosieM MNpunoxeHun nog o6paboTkoN AONONHUTENBHO NOHMMAIOT BbINOMHAEMbIE B OpraHM3aumusix no B3ATUIO
KpOBUW onepauun, KoTopble ABNSIOTCA creunduyeckumm Ans nnasmsl, UCNonb3yeMon Ans dpakumoHUpoBaHNS;

OCHOBHOE [0Cbe Mna3mbl - OTAENbHbIA OOKYMEHT, KOTOPbIN He BXOAWUT B PerucTpaumoHHoe [ocbe Ha
rnieKkapCTBeHHbIA npenapart. YKa3aHHbI OOKYMEHT COAEpPXUT BCH Heobxoaumylo noapobHylo uHdopMaumio B
OTHOLUEHUU XapaKTepUCTUK LIeNbHON JOHOPCKON Niia3mbl, UCMOSMb3YEMON Kak MCXOOHOE Chipbe AN NPOoM3BOACTBA
MPOMEXYTOUHBIX opakuuin u (Mnun) cybdpakumin, BCnoMmoraTenbHbIX BeLecTB U dhapmaueBTU4eCcKMX cybcTaHumni,
KOTOpble SABNSATCA YacTbio NNasMbl, IEKAPCTBEHHbIX NPenapaToB Unv n3genun MeguUmMHCKOro Ha3HayeHus;

OTBETCTBEHHOE NULO - crneunanbHO Ha3HayeHHoe NMLUO B OpraHu3auMu no B3ATUIO U MPOBEPKE KpPOBMW,
KOTOpOEe HeceT OTBETCTBEHHOCTb 3a:

obecneyeHve TOro, YTO KPOBb WM €€ KOMMOHEeHTbl Obinn B3ATbl M NPOBEPEHbl B KaXOoW eavHuue
He3aBMCMMO OT WX MpefHasHadYeHus, a Tawkke 3a TO, 4YTOo (B cCrnyyae npegHasHavyeHus Ans TpaHcdy3um) ux
obpaboTka, xpaHeHue u OTnyck ObinM npou3BedeHbl B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuiickon
depnepaumu;

npegocTaBneHve YnoriHOMOYEeHHbIM dedeparibHblM  OpraHaM WCMOMHUTENbHOW BRAacTu Heobxoaumon
NHOPMaLIMM OTHOCUTENBHO NpeanuCcaHuin, paspeLleHnin, akkpeamTaumm unm NMUEH3NpoBaHns;

BbIMOSMIHEHWE B OpraHusauuyM Mo B3STUIO W NpPOBEpKe KpoBWM Bcex TpeboBaHuA 3akoHodaTenbCcTBa
Poccuinckon degepaumn.

OTBETCTBEHHOE NMLO AOMKHO OTBEYaTh CrneayloWwuM YCNoBUsM B OTHOLLEHUW KBanduKaunm:

UMeTb BbICLLIEE MeanUMHCKoe Unm buonormdyeckoe obpasoBaHue;

UMeTb CTax paboTbl He MeHee ABYX NeT B OQHON UMM HECKOMbKUX OpraHu3auusix no B3siTUIO U NpoBepke
KPOBMW, OCYLLECTBMSOWMX 3abop M (Mnn) MCNbITAHUS KPOBW YerioBeka, ee KOMMOHEHTOB, MMM WX MOmyyYeHue,
XpaHeHue n pacnpegenexue.

YKasaHHble Bbile 06S3aHHOCTM OTBETCTBEHHOro nvua MoryT ObiTb nepedaHbl ApYruM nvuam, UMeKLwum
COOTBETCTBYIOLLYIO KBanndukaumio n ctaxk paboTbl Ans BbINOMHEHUS 3TUX 0693aHHOCTEN.

OpraHusaummn no B3ATWUIO U NPOBEPKe KPOBU AOMKHbI CcOObLATh B YNONMHOMOYEHHbIA defeparnbHbli opraH
NCMNOSMHUTENBbHOW BnacT hamunmio, UMa U 0TYECTBO (MPU HaNMYMM) OTBETCTBEHHOIO LA, a TakkKe NuL, KOTOPbIM
nepefaHbl 06513aHHOCTM OTBETCTBEHHOMO Nvua, BMecTe ¢ MHdopmaumen 0 KOHKPETHbIX 06513aHHOCTAX, KOTopble
Ha HUX BO3ITOXEHbI.

Ecnu oTBeTCTBEHHOE NWLO UK NULA, KOTOPbIM NepeaaHbl 0683aHHOCT OTBETCTBEHHOMO NMLIA, 3aMEeHSI0TCS
Ha MOCTOSIHHOW WM BPEMEHHOW OCHOBE APYrMM NULIOM, OpraHv3aunsi No B3ATUIO U NPOBEPKe KPOBW AOMKHA cpasy
yBEOOMUTb YNONTHOMOYEHHbIVW dhefeparbHbI OpraH UCMOMHUTENBHOW BRactu 0 haMunmm, UMeHn 1 oT4ecTBe (npu
HanM4ynM) HOBOrO OTBETCTBEHHOIO NLA M JaTe ero HasHayeHus;

nnasma ansg paxkuMoHUpPOBaHWS - XUAKas YacTb JOHOPCKOW KPOBW, KOTOpas OCTaeTcs nocrne OTAeneHusi
KMETOYHbIX KOMMOHEHTOB KPOBM, OTOOpaHHas B KOHTEMHEP C aHTUKoarynsHTtom, nnbo KoTopasi ocTaeTcs mocne
cenapauum ¢ MOMOLLbIHO HEMPEPbLIBHOW (bunbTpauum Unm LeHTpUAYrmpoBaHns KPOBM C aHTUKOArynsiHTOM BO Bpems
npoueaypbl adpepesa. MNnasama Ana dpakUMOHUPOBaHUSA NpefHasHavyeHa Ans MpPou3BOACTBa feKapCTBEHHbIX
npenapaToB, Mosfly4aeMblX U3 nnasmbl, KOTopble onuckiBalTca B ocyaapcTBeHHon dapmakonee Poccuinckon
denepaumn, B 4HacTHOCTH, anbbymmnHa, (hakTopoB CBEPTbIBAHWS KPOBU U MMMYHOTI06ynMHa 4YenoBeka;

npenapaTbl KPOBU - fleKapCTBEHHbIE NpenapaThbl, NONyYeHHbIE N3 JOHOPCKOW KPOBU UNN Mra3mebl;

nporpamMmma pakLMOHNPOBaHUSA MO OOroBOpY ANs TPeTbUX CTpaH - (bpakuMOHMpOBaHME MO AOroBOpY Ha
npeanpuaTUn No PPakLUUOHMPOBAHWUIO UMK MPOU3BOACTBY fEKapCTBEHHbLIX NpenapaTtoB M3 AOHOPCKOW nNrasmel,
koTopoe HaxoauTtcsa B Poccuiickon degepaumm, C MCNONb30OBaHMEM UCXOOHOMO Cbipba U3 APYTMX CTPaH, Npu 3TOM
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npovsBeaeHHas NPoayKumMsa He NpefHasHavyeHa ans npumeHeHnst B Poccuiickon depepaumy;

opraHusaumsi no B3ATUIO U NPOBEPKE KPOBWU - HOpPUOUYECKOE NULO, KOTOpOe HeceT OTBEeTCTBEHHOCTb 3a
nobon acnekT B3SITUS M NPOBEPKM JOHOPCKOM KPOBWU MMM KOMMOHEHTOB KPOBWU HE3aBUCUMO OT UX AafbHenLero
npeaHasHadeHus, a Takke 3a ux obpaboTKy, XpaHeHue M MOCTaBKy B cryvae, Korga OHW npefHasHayveHbl Ans
TpaHcdy3mn. ITOT TEPMUH He pacnpocTpaHseTcs Ha 0aHKM KpoBu B OONbHULAX, HO pacnpoCTpaHAeTcs Ha
opraHm3aumm, B KOTOpbIX MPOBOAAT Mra3madbepes;

dpakunMoHMpoBaHNE, NpeanpusTue No PPakLUOHMPOBAHUIO - TEXHOITOTMYECKUIA MPOLLECC Ha MpeanpusaTimn
(MpegnpuATMM NO  PpakUMOHUPOBAHMIO), BO BPEMS KOTOPOrO BbIAEMST KOMMOHEHTbI MMa3mbl C MOMOLLbIO
PasnmnyHbIX PU3NYECKNX N XMMUYECKMX METOAOB, HAaNpUMep, TakMx Kak ocaxgeHue, xpomartorpadusi.

Il. OBJTACTb NMPUMEHEHWUA (1)

2. (1.1) NonoxeHua HacTosiwero [lpunNOXeHMs pacnpoCTPaHAKTCA Ha nekapCTBEHHble npenaparhbl,
nony4yaemble W3 [JOHOPCKOWM KPOBU wNM Nna3mbl, pakumoHnpoBaHHoW B Poccunckon Pepepaumm  unu
nmnopTnpoBaHHon B Poccuickyto Pegepaumio. Hactoswee MpunoxeHne pacnpocTpaHAeTcs Takke Ha MCXOQHOoe
Cbipbe AMs Takmx NeKkapCTBEHHbIX MmpenapaToB (Hampumep, AOHOPCKYID Mnasmy). YCTaHOBMEHHbIE HACTOSALMM
MpunoxeHnem TpebGoBaHMSA MNPUMEHUMbI Takke K CTabwunbHbIM pakuusM [OOHOPCKOW KPOBU AWM Nnasmbl
(Hanpumep, anbbymuHa), KOTOpPblE BKMOYAKOT B U34eN1s MeQULMHCKOrO Ha3HaueHus.

3. (1.2) Hactoswee lNMpunoxeHne yctaHaBnuBaeT cneumanbHble TpeboBaHMsA B OTHOLUEHUW NMPOM3BOACTBA,
XpaHeHVs 1 TPaHCMOPTUPOBKN AOHOPCKON Nnasmbl, NCMONb3yeMon Ana pakuMOHUPOBaHMSA U ANS NPOM3BOACTBa
riekapCTBEHHbIX NpenapaToBs, Nony4Yyaemblx U3 JOHOPCKON KPOBU WM MiiasMbl.

4. (1.3) B HacToswem lMNpunoxeHnn ycTaHOBMEHbI cneumanbHble NMOMOXeHUs B Cry4yasx, Korga UCXOA4Hoe
Cblpb€ MMMNOPTMPYETCH U3 TPETbUX CTPaH, a Takke B Crydyasx nporpamm ppakuMOHMPOBaHMSA MO OOroBOpYy Ans
TPETbUX CTPaH.

5. (1.4) Hactoswee lNpunoxeHne He NPUMEHSIETCA B OTHOLUEHWM KOMMOHEHTOB KPOBW, NpeAHa3HayYeHHbIX
Ans TpaHcdy3un.

. NPUHUAMBI (2)

6. (2.1) JlekapctBeHHble npenapaTtbl, Nonyyaemble U3 [OHOPCKOW KPOBWM MMM MNnasmbl (a Takke ux
dapmaueBTMyeckne cybcTaHLumm, UCMONb3yeMble KaK MCXOLHOE Cbipbe), AOIMKHbI COOTBETCTBOBATbL TpeboBaHMAM
HacTodawmx NpaBun, a Takke perucTpaLmMoHHOMY 10Cbe Ha NekapcTBeHHbIN npenapaT. OHW paccMmaTpmBaloTCs Kak
Guonorvdeckne nekapcTBEHHble Mpenapatbl M WUCXOOHOE Cbipbe, B KOTOpbIX copepxartcs Ouonornyeckue
cybCcTaHUUKN, Takue Kak YenoBeYeckue KNeTKM WM XMAOKOCTM (BKMNoYas KpoBb wunu nnasmy). Bcnepcrteue
O1onorM4yeckor NpuMpoabl UCTOYHMKOB Cbipbsl MOCNEOHWE MMEKT OnpedeneHHble XapakTepHble OCOBEHHOCTW.
Hanpumep, ncxogHoe cbipbe MOXET ObiTb KOHTAMUHUPOBAHO MWHMUUMPYIOWMMW areHtTamn, B OCOOEHHOCTM
Bupycamu. [MoaTomy kavyecTBO M 6e30MacHOCTb TaKMX JIeKapCTBEHHbIX MpenapaTtoB 3aBUCAT OT KOHTPOMS
WUCXOAHOrO CbIpbS M UCTOYHMKA €ro MPOUCXOXAEHWs, a Takke OT AanbHEenWwmx TEeXHOMOrMdeckux npouenyp,
BKITOMasA MPOBEPKY HA MHADEKLMOHHbIE MAPKepbl, yaaneHue U MHAKTMBaLWIO BUPYCOB.

7. (2.2) Bce capmaueBTUYECKME CYOCTaHUUKU, UCMOMb3yeMble Kak UCXOQHOE Cbipbe ONSA NeKapCTBEHHbIX
npenapaToB, OOIMKHbI OTBeYaTb TpeboBaHuAM HacToAwmx [MpaBun (NyHKT 6 HacTosiwero [Mpunoxenwus). B
OTHOLLUEHMUN B3SAATUS N NPOBEPKM UCXOOHOIO CbIpbsi, MOMy4aemMoro M3 AOHOPCKOM KPOBW MU Mna3mbl, Heobxoanmo
npuaepXxmBaTbCca Hwxkecneaywwmx TpebosaHuin. B3ATve M npoBepka LOIMKHbI MPOBOAMTLCA B COOTBETCTBUU C
Haanexallen cucTeMon kadecTBa, TpeOOBaHMAMN COOTBETCTBYHOLLNX HOPMATUBHbBIX NPaBOBbIX akTOB Poccuinckom
depepaummn n cneuundpmkaumamm. JOImKHbI BbINONHATECS YCTAaHOBIIEHHbIE HOPMATUBHLIMW MPAaBOBbLIMU aKTaMu
Poccuiickon ®epepaummn TpeboBaHMs B OTHOLUEHMM MNPOCIEXMBAEMOCTM OT [[OHOpa OO0 peuunMeHTa m B
OTHOLLUEHMM YBEOOMSIEHUA O MNODBOYHBLIX AEWCTBMAX W HeXenaTtesnbHbIX peakumsx. [lpu 3ToM Heobxoaumo
pykoBoAcTBOBaTbCs [ocyaapcTBeHHon hapmakoneen Poccunckon ®epepaumn.

8. (2.3) NmnopTupoBaHHOE W3 TpeTbMX CTPaH WUCXOOHOE Cbipbe ANA MPOU3BOACTBA JIEKAPCTBEHHbIX
npenapaTtoB, MOMy4YaeMblX W3 [OHOPCKOW KPOBU WNM Mfasmbl, €CnM 3TU JekapCTBEHHblE npenapaTtbl
npeaHasHadeHbl ANs NpUMMeHeHus unu peanusauun B Poccuiickon depepalmu, OOMKHO OTBeYaTb HOpMaM He
HWXe, YeM fencteyowme B Poccuiickon defepauum HOPMbl B OTHOLLEHUM CUCTEM KavecTBa OpraHusauumi no
B3ATUIO U MPOBEpPKE KPOBU. Takke OOIMKHbI COOMoAaThCA YCTAHOBIEHHbIE HOPMATMBHBIMU MPaBOBbLIMU aKkTamu
Poccuiickon ®epepaumm TpeboBaHMs MO MNPOCMEXMBAEMOCTU OT [OHOpa OO PeuunuMeHTa M B OTHOLUEHMU
yBeOOMIIEHUIA O MODOYHbIX [JEWCTBUAX W HeXenaTemnbHbIX peakuussx U obecneynmBaTbCsl COOTBETCTBUE
YCTaHOBMEHHbLIM HOPMaTMBHbLIMKM MNPaBOBbIMU akTamu Poccuiickon ®epepauun TpeboBaHWSIM K KpoBU U ee
KOMIMOHEHTaM.
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9. (2.4) MNpwu BbINOMHEHUN NporpaMm pPaKLUMOHMPOBAHMSA MO AOrOBOPY C TPETbUMM CTpaHaMu UCXOLHOEe
Cbipbe, WMMOPTUPOBAHHOE W3 APYrUX CTpaH, AOIDKHO COOTBETCTBOBaTb YCTAHOBIEHHLIM HOPMAaTMBHbLIMU
npaBoBbiMKN akTamu Poccunckon depepaunn tpeboBaHusm. PaboThl, npoBoanmblie B Poccuiickon depepauuu,
OOIMKHBI B MOMHOM Mepe COOTBETCTBOBATb Hactoswum [lpaBunam. Heobxoammo BbINOMHATL AEWCTBYKOLLME B
Poccuickon ®epepaumm TpeboBaHNsi B OTHOLLEHMM CUCTEM Ka4yecTBa OpraHu3aLmin no B3aTUIO N MPOBEPKE KPOBMW.
Takke [OOMKHbI CcOOMAATbCA YCTAHOBMEHHbIE HOPMAaTUBHLIMW NpaBoOBbIMU akTamu Poccunckon Pegepauun
TpeboBaHMA MO MPOCHEXUBAEMOCTU OT AOHOpAa A0 peuunuMeHTa M B OTHOLUEHUU YBEAOMMEHUIA O MOOOYHbIX
OENCTBUSIX N HeXemnaTenbHbIX peakunsix n obecnedynBaTbCs COOTBETCTBME AENCTBYOLWUM TpeboBaHMAM K KPOBU U
€€ KOMIMOHEHTaM.

10. (2.5) Hacrtoswme [paBuna pacnpoCTpaHAKTCA Ha Bce CTaguu Mnocrne B3STUA M NPOBEPKU KPOBWU
(Hanpumep, 06paboTka, BKNoYasa pasgeneHne, 3amoposka, XpaHeHue 1 TpaHCNopTMPOBKa K npom3soautento). Kak
npaBumno, ykasaHHasi AesTenbHOCTb AOMMKHA HaxoauTbCsa B cdepe OTBETCTBEHHOCTU YMNONHOMOYEHHOro nuua
npoussogutens. Ecnn cneuudpmyeckue atanbl 06paboTkn npegHasHayeHHOW Ans PpakuUMOHUPOBAHUA MNa3mbl
NpoBOOATCA B OpraHuM3auuu no B3SATUIO U MPOBEPKE KPOBWU, B TakKOW oOpraHmsaumm MoxeT ObiTb cneuuwanbHO
Ha3HayeHo YMOMHOMOYEHHOE §nWLO, OAHAaKo €ero npuUCYTCTBUME W OTBETCTBEHHOCTb MOryT He coBnagaTb C
NPUCYTCTBMEM U OTBETCTBEHHOCTBIO OTBETCTBEHHOIO Nuua. [Ansa paspeLleHnst Takon cuTyaumm n ansg obecneyeHuns
TOro, 4YTto 0653aHHOCTM YMNOMHOMOYEHHOrO JfMua, MPeayCMOTPEHHbIE HOPMAaTUBHLIMW MPAaBOBLIMM akTamu
Poccuiickon ®depepaunn, BBLINOMHAKTCA Hagnexawym obpasoMm, npegnpuatne no  dpakuMoHUPOBaHMIO
(MponsBoanTENb NEKApPCTBEHHBLIX NPEnapaToB) B COOTBETCTBUKN C NyHKTaMu 237 - 255 HacTosawmx MNpaBun 4OMmKHO
3aKMYUTL JOrOBOP C OpraHusauMen no B3ATUMIO U MPOBEpKe KpoBW. B ykasaHHbIi JOroBop pekoMeHgyeTcs
BKIIOYATb COOTBETCTBYyKOLWME 00A3aHHOCTM U nogpobHble TpeboBaHws pgna  obecneveHuss KadecTBa.
OTBeTCTBEHHOE NULIO OpraHmM3aumm Mo B3SATUIO U NPOBEPKE KPOBM U YNOMHOMOYEHHOE NULO NpeanpuaTusa no
dhpakLMoHMpoBaHMO (MPOM3BOAUTENS NEKAPCTBEHHbIX NpenapaToB) AOMKHbI NPUHUMATL yYacTue B COCTaBMEHMU
Takoro gorosopa. [na noaTBepXKAEeHUS TOro, YTO OpraHu3aLmsa no B3ATUIO U NPOBEPKE KPOBU UCMOSHAET YCNOBUS
Takoro 4oroeopa, ynofHOMOYEHHOE NULO JOIMKHO obecneynTb NpoBegeHNe COOTBETCTBYOLLNX ayaANTOB.

11. (2.6) CneumnanbHble TpeboBaHUA K OOKyMEHTauuu v Apyrme MeponpusaTvs B OTHOLUEHWMM WMCXOZHOro
CbIpbsi ANsl NONTyYaeMbIX M3 Nnasmbl NIEKapCTBEHHbIX MpenapaToB yKa3biBalOT B OCHOBHOM [OChE MNia3Mmbl.

V. YMPABNEHME KAHECTBOM (3)

12. (3.1) YnpaBneHue Ka4eCTBOM JOJIKHO OXBaTbiBaTb BCe CTaauu OT oTOOpa JOHOPOB A0 NMOCTaBKM rOTOBOW
npogykuun. Heobxoammo cobniogatb YCTAHOBIEHHbIE HOPMaTUBHbIMW MPaBOBbIMKM  akTamu  Poccuickon
depnepaummn TpeboBaHNA B OTHOLLEHMUN MPOCMEXMBAEMOCTU KaK Ha aTane, npefBapsitolleM NOCTaBKy Nnasmbl Ha
npeanpuaTne no pakuMOHMPOBAHMIO, TaKk U Ha 3Tamne MOCTaBKW, a TakkKe Ha BCEX CTagusix, CBA3aHHbIX CO
B3STUEM W MPOBEPKON [OHOPCKOW KPOBU WMNKU Mnasmbl, NpeAHasHadeHHbIX A5 NPOM3BOACTBA fEKAPCTBEHHbIX
npenapaTtos.

13. (3.2) C6op kpoBM unNu nnasmbl, KOTOPblE WCMOMbL3YIOTCS Kak MCXOQHOE Cbhipbe Ans Npov3BOACTBa
NeKapCTBEHHbIX NpenapaTtos, He06X04MMO NPOBOAMTL B OpPraHmn3auusix no B3siTUIO U NPOBEPKE KPOBMU, a NPOBEPKY
npoBogMTb B rabopaTopusix, KOTOpble MNPUMEHSIIOT CUCTEMbl KayecTBa, OTBevYawlne YCTAHOBMEHHbLIM
HOPMaTUBHBIMW MNpPaBoBbIMK akTamu Poccunckon ®Pegepauum TpeboBaHMAM, WMEKT COOTBETCTBYHOLLEE
paspelleHne, BbldaHHOE YMNOMHOMOYEHHbIM defeparnbHbiM OpPraHoM MWCMOMHUTENbHOW BRacTu, W noanexar
perynsapHoMy MHCNEKTUPOBAHUIO B COOTBETCTBUU C 3aKoHoaaTenbcTBoM Poccuiickon ®egepaunu. MNMpu Hannuum y
npousBoauTenst nporpaMmM pakLMoHNPOBaHMS MO AOroBopam Anst TPETbUX CTPaH OH 0053aH yBe4OMUTb 06 3TOM
YNOMHOMOYEHHbIN pefeparnbHbl opraH UCMOMHUTENbHOW BNacTu.

14. (3.3) B cnyyae umnopTa nna3mbl U3 TPETbMX CTPaH OHa AOIDKHA MOCTaBNSATLCH TOMbKO YyTBEPXKAEHHBIMM
nocTaBLuKaMKn (Hanpumep, opraHM3auusiMmn no B3ATUIO U MPOBEPKE KPOBW, BKMOYAsA BHELWHME cknagbl). Takue
MOCTaBLUUKN OOIDKHbI ObiTh yKasaHbl B crieuMduKkaumsix Ha UCXOAHOE Cbipbe, YCTAHOBIEHHbIX NPeanpusitueM no
paKkUMOHMPOBAHNIO UMW MPOU3BOAUTENEM, W YTBEPXKAEHbI YNOSIHOMOYEHHbIM defeparnbHbiM  OpraHoM
WCMNOSNHUTENBHON BractM B Cryvyasix M B MNOpsgke, NPeayCMOTPEHHbIX HOPMAaTUBHbIMWM MPaBOBbIMU aKTaMu
Poccunckon ®epgepauun, a TakKe YNOMHOMOYEHHBIM NUUOM MpeanpuaTMs  no  PPaKLUOHMPOBAHMIO,
pacnonoxeHHoro B Poccuiickon ®epepaumm. OueHka 1 Bblgava paspelleHnst Ha UCnonb3oBaHue nnasmbl (Nfasmbl
ansa dpakuMoHMPOBaHNS) Kak MCXOOHOMO Cblpbsi OCYLLECTBISIETCA B COOTBETCTBUM C MyHKTOM 39 HacTosuiero
MpunoxeHus.

15. (3.4) MNpegnpusatve no pakLMOHUPOBAHUIO UMW MPOU3BOAUTENL FOTOBLIX NIEKAPCTBEHHbLIX NpenapaToB
OOMMKHBbI  NPOBOAWTL  KBanudukaumuio MNOCTaBLLMKOB, BKMOYad OLEHKY MNOCTaBLUMKOB B COOTBETCTBUM C
YTBEPXAEHHBIMM NpolenypaMu. Heobxo4MMo NpoBOANTL PerynsipHyto MOBTOPHYHO KBanudmKaLmio NoCTaBLLMKOB C
y4yeToM noaxoaa, OCHOBAHHOIO Ha OLEHKe PUCKOB.
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16. (3.5) MNpepnpustve Nno pakLMOHUPOBAHMIO UMK MPOU3BOANTENb FOTOBbLIX NEKAapCTBEHHbIX NpenapaToB
OOMXKHbl  3aKMYUTbL  [OroBOPbl C  OpraHM3aumMsiMM MO B3ATUIO W MNPOBEPKE KPOBW, KOTOpble SBNSANTCA
nocTasLLMKaMW.

17. B Takne goroBopbl pekoMeHOyeTCs BKMoYaTb, B YaCTHOCTU, cneaytoLme ycroBus:

onpegerneHne o683aHHOCTEN N OTBETCTBEHHOCTY;

TpeboBaHMs K CUCTEME KayecTBa U AOKYMEHTauumu;

KpuTepum oTbopa JOHOPOB 1 MPOBEAEHUE VUCTbITAHWUIA;

TpeboBaHus K cenapaumm KpOBM Ha KOMMOHEHTbLI KPOBU U NIa3my;

3amMopo3Ka nasmbl;

XpaHeHve 1 TpaHCNopTMPOBKa NIia3mbl;

NPOCMNEXMBAaEMOCTb U MH(OPMUMPOBaHWE MOCMNEe caa4M U B3ATUS KPOBM (B TOM 4ucne O NoBOYHbIX
apcpekTax).

18. Ha npegnpusitum no pakuMOHMPOBAHUIO UMW Y NMPOU3BOAMTENS NEKapCTBEHHbIX NpenapaTtoB AOMKHbI
ObITb B HanmmuuMu pesynbTaTbl UCMbITAHUA BCEX €AMHWUL, UCXOAHOMO Cbipbsl, MOCTABIEHHbLIX OpraHu3aumen no
B3ATUIO M NpoOBepke KpoBW. Ecnun kakad-nmbo ns ctagmm ocylecTBNAETCS Ha OCHOBaHMKM gorosopa cybnogpsaa,
Takon JOroBOp AOIMKEH ObiTb 3aKmoyYeH B MMCbMEHHOWN hopMme.

19. (3.6) Ona nnaHMpoBaHWs!, OLEHKM U AOKYMEHTarbHOro 0OpPMIIEHUS BCEX M3MEHEHUN, KOTOpble MOryT
oKasaTb BNUsIHWE Ha KadyecTBO M 6e30MacHOCTb NPOAYKLUUN UMK NPOCIEXMBAEMOCTb, AOMKHA ObiTb yCTaHOBMNEHA
Hagnexallas cMctema KOHTPons uaMeHeHun. Heobxogumo oueHMBaTb NOTEHUManbHOe BNWSHUE MpefiaraeMbix
nameHeHnn. [ormkHa ObiTb onpegeneHa HeobxoAMMOCTb [OOMOMHUTENbHBIX WCMbITAHUA WU MPOBELAEHUSI
Banugauum, ocobeHHO Ha CTagusaXx MHaKTMBaLUMW U yoaneHus BUPYCOB.

20. (3.7) Ans MMHMMM3aUMK PUCKOB, CBA3AHHbLIX C MHAULIMPYIOLMMW areHTaMu 1 HOBbIMU MHPULMPYIOLWLMMM
areHTamu, OOMmKkHa ObITb BHeApeHa Hagnexaiwas cuctema Mep B OTHOWeHun BesonacHocTu. Takas cuctema
OOIMKHa BKItoYaTb B cebsi oLeHKy PUCKOB Ans TOro, YTo0bI:

onpegenuTb BpeMS yOepXvBaHWUS MNPOM3BOACTBEHHOrO 3anaca (Bpems BHYTPEHHEro kapaHTuHa) nepea
obpaboTkor nnasmbl, YTOObl U3bATL A03bl, KOTOPbIE Bbi3bIBAOT COMHEHUS (O03bl, B3SiTble B Te4YeHUe nepvoaa,
onpeaeneHHoro HopMaTUBHbLIMK NpaBoBbIMK akTamu Poccunckon Pegepaumnu, npexae Yem ByaeTt ycTaHOBMEHO,
YTO J03bl, B3ATbIE OT JOHOPOB C BbICOKMM PUCKOM, AOITKHbI ObiTh MCKITHOYEHBI N3 00paboTku, HanpuMep, B CBSA3M C
NONOXUTENbHBIM pe3ynbTaToM TecTa);

yYnTbiBaTb BCE acrekTbl, CBSI3aHHbIE CO CHWKEHMEM KOnuMyecTBa BMPYCOB M (MNW) UCMbITAHUAMU Ha
MHULMPYIOLLNE areHTbl U UX aHanory;

OonpefenuTb BO3MOXHOCTU CHIDKEHNSI KONMYECTBA BMPYCOB, ONpeaenunTb pa3mep cepum UCXOOHOro Chipbs U
Opyrve CyLlecTBEHHbIE acnekTbl Mpouecca Npou3BoaCTBa.

V. MPOCIEXVBAEMOCTb U MEPOMPUSITUS, MPOBOAUMBIE MOCHIE B3ATUSA
KPOBM (4)

21. (4.1) OomkHa GbITb OpraHuM3oBaHa cucTema, NO3BOMSAOLWAA NPOCNEeAUTb KaXayr COAHHYI0 O03Y KPOBU
UnNu nnasmbl OT AOHOPa U NpoLUeaypbl ee B3ATUS Yepe3 opraHvM3aumio No B3ATUIO M MPOBEPKE KPOBM OO cepumn
nekapCcTBEHHOro npenapaTa, a Takke B 00paTHOM HanpaBneHuw.

22. (4.2) OomkHa ObiTb onpedeneHa OTBETCTBEHHOCTb 3a MPOCMEXMBAEMOCTb MPOAYKUUKU (OTCYTCTBUE
Kakoro-nnbo atana He gonyckaeTcs):

OT [JOHOpa W [03bl, B3ATOW B OpraHuM3auMmM Mo B3SATUIO M MPOBEPKE KPOBW, [0 NpeanpuaTtust no
hpakUMOHNPOBaHWID, YTO SIBNSETCA 00A3aHHOCTBIO OTBETCTBEHHOIO fnula opraHusauuu no B3ATUIO U MPOBEPKe
KpOBY;

OT npeanpuaTusa no PaKUMOHMPOBAHMIO OO NPOU3BOAMTENS JIEKAPCTBEHHOrO Mpenapata M nboro
cybnogpsgynka, Hes3aBMCMMO OT TOro, SIBNSIETCA M OH MpOU3BOAUTENEM feKapCTBEHHOrO npenapaTta wnu
n3genus MeguLUHCKOro Ha3HavyeHus, Yto ABnsaeTcs 00513aHHOCTBIO YMOMHOMOYEHHOro nmua.

23. (4.3) OaHHble, HeobxoaMMble ANS MOMHOW NPOCNEXMBAEMOCTU, AOMKHbI XpaHUTbCs He meHee 30 ner,
€CNnn NHOE He YCTaHOBJIEHO 3akoHoaaTenbCcTBoM Poccunckon ®epepaumn.

24. (4.4) JoroBopbl, ykasaHHble B NyHKTe 16 HacTosiwwero MNpunoxeHus, Mexay opraHMsaumsmMm no B3sSTUIO U
NpoBepKe KPOBWU (B TOM 4YMCre KOHTPOIbHbIMKU nabopatopusmn) u npegnpusatemM no OpakuuoHMPOBAHUIO WKW
Npou3BoOaUTENEM BKIOYAIOT YCIOBUS, OMNpedenstowme, YTo MpoCrexXnBaemMocTs 1 MepOnNpusiTUA nocrie B3ATUSA
KPOBM OXBaTbIBAOT BCHO LEMOYKY OT B3STUSA Mfa3Mbl OO BCEX MNPOM3BOAUTENEN, OTBETCTBEHHLIX 3a Bbigady
paspeLLeHnsi Ha BbIMYCK FOTOBOW NMPOAYKL M.

25. (4.5) OpraHuzaumm no B3ATUIO U MpPOBEpPKe KPOBW [OMXKHbI YBEAOMMSATb nNpeanpustve Mo
(PPaKUNOHMPOBAHNIO UMW NPOU3BOAUTENS O KakoM-nnbo crnydae, KOTOpbIA MOXET MOBMAWATb Ha Ka4yecTBO UMu
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©e30nacHOCTb NPOAYKLMM, a Takke coobLluaTb ApYryto BaXKHY0 MHpopMaLMio, MOMy4YEeHHYO Nocne npuema goHopa
UNU BblJauM paspelleHns Ha BbIMyCK Nna3mbl, Hanpumep, obpaTHyo MHdopmauuio (MHpopMaumio, NONy4YEHHYO
nocne B3saTMSA KpoBM). Ecnn npeanpuaTtne no ppakunoHMpOBaHUIO UMM NPOU3BOANTENL HAXOAATCA HA TEPPUTOPUN
Opyron cTpaHbl, uHdoOpMauui HeobxoamMmo coobliaTb npou3BoauTento, Haxoadwiemyca B Poccuiickon
denepaummn, OTBETCTBEHHOMY 3a BblAayy pa3peLleHns Ha BbIMyCK flekapCTBEHHbIX NpenapaToB. B obounx criyyasix
Takasi MHopMaLus, ecnvm oHa MMeeT OTHOLLEHME K KadecTBY 1 6e30nacHOCT! roTOBOW NMPOAYKUUK, OOIDKHA ObiTh
JosefeHa [0 CBeAeHUs YNONIHOMOYEHHOro dhefiepanbHOro opraHa UCNOMHMUTENBHOW BNAacTu, B BEAEHNM KOTOPOro
HaxoaaTcs npeanpusaThe No PPakuUOHMPOBAHNUIO UM NPOM3BOAMTENb.

26. (4.6) B cnyyae ecnu pesynbTaTOM WHCMEKTUPOBAHUS YMONTHOMOYEHHbIM degepanbHbiM OpraHoM
WCMONMHUTENbHOW BMAACcTM OpraHm3auum no B3SiTUIO M MPOBEPKE KPOBWU SBMASETCA aHHYNMPOBaHWE mNULEH3WM,
HeobxooMMO Takke HanpaBuTb YyBeJOMMEHME B COOTBETCTBUM C NYHKTOM 25 HacTogawero MpunoxeHus.

27. (4.7) B cTtaHgapTHbIX onepauMoHHbIX npoueaypax OOMKHO ObiTb onvcaHo ynpasneHne nHdopMalmen,
nony4eHHON nocrie B3ATUS KPOBW, MPM 3TOM JOIDKHbI ObiTb YYTEHbl MULEH3MOHHbIE TpeboBaHusa M npoueaypbl
MHOPMUPOBAHMSA  YNONHOMOYEHHOro  (befgepanbHOro  opraHa WCMONHUTENbHOW  Bractu.  MeponpuaTus,
npoBoAMMblE NOCHE B3ATUSA KPOBU, AOMKHbI OCYLLECTBSATLCA B COOTBETCTBMM C TpeboBaHMAMM, YCTAHOBMNEHHbIMM
HOpMaTMBHbIMU NPaBOBbLIMK akTamu Poccuiickon depepaumn.

VI. MOMELLEHNA N OBOPYOOBAHME (5)

28. (5.1) B uensix cBegeHWss K MUHUMYMY BO3MOXHOCTM MMWKPOOHOW KOHTaMUHAUUW WU BHECEHMS
MOCTOPOHHEro0 MaTepuana B Cepuio Mna3mbl OTTauBaHWe W obbeguHeHve eguvHWL Nnas3mbl  OOJDKHbI
NpoOM3BOAUTBLCH B 30HaX, KOTOPblE COOTBETCTBYIOT ycTaHoBNeHHbIM lMpunoxernnem N 1 k HacToawwmm [NpaBunam
TpeboBaHMaM Knacca 4McTOTbl He Huxke knacca D. Heobxogumo wvcnonb3oBaTb COOTBETCTBYIOLLYIO OAEXAY,
BKIIOYAA Macku Ha nuue n nepyaTtku. Bce gpyrme onepaumm ¢ OTKPbITOW NpoAyKUMEN B XOO€e TEXHONOrMYecKoro
npouecca OOMKHbl OCYLLECTBMATLCS B YCNOBUSIX, KOTOPblE YOOBNETBOPSIOT COOTBETCTBYHOLMM TpeboBaHUSM,
ycTaHoBneHHbIM [Mpunoxennem N 1 k HacToAwmm Npasunam.

29. (5.2) B cooTtBeTCcTBMM C TpeboBaHUAMK, ycTaHOBNEHHbIMU [Mpunoxernnem N 1 k HacToswmm lMNpasunam,
OOIMKEH OCYLLECTBNSATLCS PErYNAPHbLIA MOHUTOPUHT MPOU3BOACTBEHHOW OKpYXKatoLen cpepbl, 0COOEHHO BO Bpems
OTKpbIBaHWS1 KOHTEWHEPOB C MAa3MoW, a TakKe BO BpeMs NMPOLLECCOB OTTauBaHWs U o0beanHeHus. JomkHbl ObiTh
YCTaHOBMEHbI KPUTEPUN MPUEMITIEMOCTMU.

30. (5.3) lMNpwu nponsBoaCcTBE NeKapCTBEHHbIX NpenapaToB, MonyvyaeMblX U3 OOHOPCKOM Nrasmbl, OOMKHbI
MCMONb30BaTbCA COOTBETCTBYHOLLUME METOAbl MHAKTUBALUUW WX yAareHus BUPYCOB M NPUHMMATbCS Mepbl MO
NpegoTBpaLLEHNI0 KOHTaMMHauMM obpaboTaHHOM NMpoAyKuMu elle He obpaboTaHHOM npoaykumen. [Ons cragun
TEXHOMOrM4YeCcKoro npouecca, KoTopble NPOBOASTCS MOCMe BUPYCHOW MHaKTMBALMKU, HEOOXOOUMO MCMONb30BaTb
crneumanbHO npegHa3HavYeHHble OTAerNbHbIE MOMELLEHUSA 1 00opyaoBaHue.

31. (5.4) Ons Toro 4toObl HE cO34aBaTb PUCKM KOHTAMUHALMW TEKYLLLEro NpOM3BOACTBA BUPYCaMu, KOTOpbIe
NCNONb3YTCA BO BPEMS BanvAaUMOHHbIX UCMbITAHUIW, Banvaaums METOOOB CHUWXEHMSI KONMYecTBa BUPYCOB He
OOJPKHa NMPOBOAMTBCA C UCMONb30BAaHUEM MPOU3BOLACTBEHHbBIX TEXHUYECKUX CpeacTB. Banvpgauuio B yka3aHHOM
cnyvyae HeobxoAMmMO nNpPOBOAUTbL B COOTBETCTBMM C TpeboBaHMAMM, YCTAHOBMEHHBIMU COOTBETCTBYHOLLMMU
HOpMaTMBHbLIMW NpaBOBbLIMU akTamn Poccunckon degepaumn.

VII. MPON3BOACTBO (6)
WNcxopHoe cobipbe

32. (6.1) NcxopHoe cbipbe AOMKHO oTBevaTb TpeboBaHusam [focypapcTBeHHow chapmakonen Poccuiickon
degepaumn, a TaKke ygoBNeTBOPATb YCMOBWUSIM, KOTOPbIE COOEpXaTcs B COOTBETCTBYIOLEM PErMcTpalyMoHHOM
Aocbe, B TOM YMCMe B OCHOBHOM [J0OCbe MNna3mbl. YKas3aHHble YCIOBUS BKMNOYalOTCA B AoroBop (NyHKT 16
HacTosiwero [MpunoxeHus) Mexgy opraHusaumMen no B3ATMIO W MNPOBEPKE KPOBWM W NpeanpusatvemM no
dpakynoHmpoBaHuio Nnbo nponssogutenem. CobnogeHne ykasaHHbIX TpeboBaHMM HEOBXOAMMO KOHTPONMPOBATb
C MOMOLLLI0 CUCTEMBI KayecTBa.

33. (6.2) NcxogHoe cbipbe Ans nporpaMmm ppakunMoHMpOBaHUA MO LOroBOpY AN TPeTbUX CTpaH AOIMKHO
COOTBETCTBOBATb TpebOBaHNAM, NPEAYCMOTPEHHBIM MYHKTOM 9 HacToswero MNpunoxeHusl.

34. (6.3) B 3aBucumocTu oT Tuna cbopa (Hanpumep, cOop LENbHOW KPOBWM UM aBTOMaTUYeECKUIn adepes)
MOryT noTpeboBaTbCs pasnuyHble cTagum obpaboTtkn. Bce ctagum obpaboTkm (Hanpumep, pasgeneHve, B TOM
yncne ueHTpudyrmpoBaHne, oTbop npob, MapKUpOBKa, 3aMOpaKMBaHWE) [OIMKHbI OblTb oOnpedeneHbl B
NHCTPYKLNSIX.
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35. (6.4) Heobxogmmo mnsberatb kakoro-nnbo nepenyTbiBaHWS eauHuL, 1 06pasLoB, 0COBGEHHO BO BpeMsi
MapKMpOBKW, a Takke KakoW-nmbo KOHTaMuHaLuK, Hanpumep, Npu OTpPe3aHuMm CermMeHToB TpyboK wnm
YKYNOpMBaHUN KOHTENHEPOB.

36. (6.5) 3amopaxuBaHne SBNAETCA KPUTUYECKOW CTaaven BblaeneHusi NpoTerHOB, KOTOpble B nnasme
ABNATCA NabunbHbIMK, Hanpumep, akTopoB cBepTbiBaeMoCTW. 10 3TOM MpuYMHE 3aMOpaXMBaHUE OOMKHO
OCYLLECTBMATLCA C MOMOLLbI BanuMAaMpOBaHHbLIX METOAOB KaK MOXHO ObiCTpee nocne B3sATus kpoBu. [pu aToMm
Heobxoaoumo npugepxmnBatbesa TpedoBaHun MocygapcTBeHHOM dhapmakonen Poccuinckon deaepaumn.

37. (6.6) YcnoBus XpaHeHMss W TPaHCMOPTUPOBKM KPOBM UMM nNnasMbl K MNPeanpuaTuio Mo
hpakuMOHNPOBaHMIO JOMMKHBI BbiTh onpegeneHbl U 4OKYMEHTanbHO 0OpMIIEHBl HA BCEX aTanax Lenu nocTaBKu.
MpeonpuaTre No pakUMOHMPOBAHMIO HEOOXOOUMO yBeOOMIIATb O JHOObIX OTKMOHEHMAX OT YCTaHOBIIEHHON
TemnepaTypbl. Heobxoammo ucnonb3oBaTb 0OOpyAoOBaHME, KOTOpPOE MpOLUNo KBanudukauuio, 1 npoueaypbl,
KOTOpble MNPOLUNKU BanuaaLuto.

OueHka v Bblgaya paspeLleHuns Ha BbinycK nNnasmbl
Ans PpakuNOHMPOBAHWS, UCNOMNb3YEMOW KakK MCXOAHOE Cblpbe

38. (6.7) PaspelueHune Ha BbiNycK nnasmbl Ans pakLMOHUPOBaAHUS (M3 KapaHTMHA) MOXET NPOU3BOAUTBLCS
TONbKO MOCPEACTBOM CUCTEM M MpoLeayp, KoTopble obecneynBaloT Ka4ecTBo, Heobxoaumoe A5 NpOM3BOACTBA
rotoBor npogykumu. T[lnasma MoxeT ObiTb MNOCTaBneHa npegnpuaTMio MNo  (ppakuMoOHMPOBAHNUID UMK
NPOU3BOAUTENIO TOMBKO MOCHE AOKYMEHTANbHOMO NOATBEPXKAEHUS OTBETCTBEHHBLIM NMLOM (MMM B Crnyvae B3ATUSA
KPOBW WMMK Mria3mbl B TPETbMX CTPaHax - JIMLOM C aHanornyHblMu 00S3aHHOCTSIMU M KBanuduKauuen) Toro, 4to
nnasma Aang @pakuMoHMpPOBaHUSE COOTBETCTBYET TpeboBaHuMaAM U cneuudmkaunsam, YCTaHOBMEHHbIM B
COOTBETCTBYIOLLMX OOrOBOpax, a Takke TOro, YTo BCe cTtaguun Obinv NpoBeAeHbl B COOTBETCTBUM C HACTOALLMMU
[NpaBunamn.

39. (6.8) Vcnonb3oBaHMe Bcex KOHTEWHEpPOB C Nnasmov Ans PPakuUMOHMPOBAHWS MpW MOCTYNNEeHUM Ha
npeanpuaTne no PakUMOHMPOBAHMIO AOMKHO OblTb pa3pelleHO YNOSTHOMOYEHHbIM MULOM. YNONHOMOYEHHOE
NUUO  OOSPKHO MNOATBEPAMTb, YTO Mnasma COOTBETCTBYET BceM TpeboBaHuMaM dapMakonerHbiXx craTen
"ocynapctBeHHoW dhapmakonen Poccuinckon defepaunn, a Takke yooBneTBopseT YCroBUSM COOTBETCTBYHOLLENO
pervcTpaumMoHHOro 4ocke, B TOM YMCME OCHOBHOIO AOChbe Miasmbl, UKW B Cy4ae MCNONb30BaHUS NnasmMbl Ans
nporpaMmm pakUMOHMPOBAHNS MO AOroBOPY ANsl TPETbMX CTpaH BceM TpeboBaHUSIM, MPegyCMOTPEHHBIM MYHKTOM
9 HacTosiero MNpunoxeHus.

O6paboTka nNnasmbl Ans pakLUoHMPOBaHUS

40. (6.9) Cragum npouecca (pPakUNOHNPOBAHUSA pPa3nMYyaldTCa B 3aBUCMMOCTU OT MNpOAYKUUW 1
npoussogutens. Kak npaBuno, OHW BKOYAKT pasnunyHble onepaumn pakuMoHMPOBaHUSA, a HEKOTOPbIE U3 HUX
MOryT CMOCOBCTBOBATL MHAaKTMBALMM UNWU yAaneHuo BO3MOXHOW KOHTaMUHaL MU,

41. (6.10) HomxHbl 6bITb ycTaHOBMeHbl TpeboBaHWs K npoueccam obbeanHeHus, oTbopa npob wu3
00beAVHEHHON MNNasMmbl, PPakUMOHUPOBAHUS U UHAKTMBAUMW WNW yAaneHus BUPYCOB, KOTOpble HeobxoaMmo
cobntoaaTb.

42. (6.11) MeTogpl, uUcnonb3yemble B MNPOLIECCE BUPYCHOW WHAKTMBaUUW, HEOOXOOMMO MNPUMEHSATb CO
cTporMm cobniogeHneM BanvaMpOBaHHbIX Mpouedyp. Takue MeTodbl AOMKHbl COOTBETCTBOBaTb MeTodam,
KoTopble Oblnu WCNOMb30BaHbl NpW Banuaauum npoueayp BUPYCHOM WHaKTMBaumu. [OMmMKHO NpPOBOAUTLCHA
TWaTenbHOE paccrnegoBaHWe BCEX HeydaBLUMXCA npoueayp  BUMpYCHOW  MHakTMBauun. CobniopeHue
BanmMaupoBaHHOIO TEXHOMOrMYEeCKoro npouecca $BMASeTCA OCOBEHHO BaXHbIM B Mpouedypax CHUDKEHWS
KOnM4ecTBa BMPYCOB, NOCKOMbKY Kakue-nmbo OTKIOHEHUS MOTyT NPeAcTaBnsATb PUCKM ANnd 6e30nacHOCTM roTOBOM
npogykuun. JOmkHbl ObITb B HANNYUK NPOLLEAYPbl, KOTOPbIE YYUTBIBAKOT YKa3aHHbIE PUCKM.

43. (6.12) Kakyto-nnbo nOBTOpHyt0 00paboTKy unm nepepaboTky MOXHO MNPOU3BOAMTL TOJSIBKO MNOcCHe
NPOBEAEHUS MEPONPUATUA MO YNPaBMEHUIO pUCKaMU ANS KayecTBa M TONMbKO Ha oOnpeferneHHbiX CTagnsx
TEXHOMNOrM4YeCcKoro npoLecca, YTo yKkas3blBaeTCH B COOTBETCTBYIOLLEM MPOMBbILLIIEHHOM perfamMeHTe.

44. (6.13) [HomkHa ObiTb OpraHM3oBaHa cucTeMa [ANS YETKOro pasfeneHus u (unu) pasnuyeHus
rniekapCTBEHHbIX MpenapaToB WM NPOMEXYTOYHOW MPOAYKLMM, KOTOpble MNPOLWMAM W KOTOpble He npoLnu
npoLeaypy CHKEHNS BUPYCHOW Harpysku.

45. (6.14) B 3aBucuMOCTM OT pesynbTaTa TLWATeNbHO NPOBEAEHHOro MnpoLecca ynpasreHua puckamu (c
yY4eTOM BO3MOXHbIX OTMMYMA B 3NUOEMMOSIONMYECKMX OaHHbIX) MOXeT OblTb paspelleHo MpoM3BOACTBO MO
NPUHLMMNY NPOU3BOACTBEHHBIX LIMKMOB B Crly4ae, €Cnn Ha O4HOW NpPOW3BOACTBEHHOW nnowagke obpabaTtbiBatoT
nnasmy MM MPOMEXYTOYHYI MPOAYKLMIO PasfMYHOrO MPOUCXOXAEHMS, BKNoYas Heobxoaumble npoueaypbl

CtpaHuua 161 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

YeTKOro pasfgeneHns 1 HanuuMe YCTaHOBMEHHbIX BanMAMPOBaHHbIX Mpoueayp O4YnCTKA. TpeboBaHusa Ang Takumx
MEpPONPUSATUIA  OOIMKHbI OCHOBbIBATbCS Ha COOTBETCTBYIOLLMX HOPMAaTMBHbBIX MpaBoBblIX aktax Poccuickon
depepaumun. C nomoLlbld nNpoLecca ynpaBfeHus puckamu [OMKeH ObiTb pelleH BoOnpoc O HeobxoouMmocTu
NCNoNb30BaHUA cneunanbHOro o0b6opyaoBaHus B cnydae peanusaumm nporpaMmm opakLmMoHMpoOBaHUs N0 OOroBOpPY
C TPETLUMU CTPaAHaMMW.

46. (6.15) Cpok xpaHeHust ons MPOMEXYTOYHOW NPOAYKUUK, NpeaHa3HaYeHHOW Ansl XpaHeHusl, Heobxoaumo
yCTaHaBMnMBaTb Ha OCHOBaHUW AaHHbIX O CTabUNbHOCTW.

47. (6.16) [oskHbl OblTb YCTAHOBMEHbI WM [OOKYMEHTanbHO OdOpMIeHbl TpeboBaHMSA K XPaHEHUIO U
TPaHCMOPTUPOBKE MPOMEXYTOYHOW MPOAYKLUMM U TOTOBBLIX JIEKAPCTBEHHBIX MPenapaTtoB Ha BCex dTamax uenu
noctaBok. Heobxoanmo mcnone3oBaTe 060pyAoBaHME, KOTOPOE MPOLUO KBanudukaumio, 1 npouenypbl, KOTopble
npoLunn Banuaauuio.

VIll. KOHTPOJIb KAHECTBA (7)

48. (7.1) TpeboBaHMA K WCMbITAHUAM Ha BUPYCbl UNW  ApyrMe WHAUUMPYIOLWNE areHTbl OOMKHbI
yCTaHaBMNMBaTbCA C Y4E€TOM HOBbIX 3HAHWA 006 MHMUUMPYIOWMX areHTax U HanmuMyus BanugupoBaHHbIX METOAO0B
NCNbITaHUN.

49. (7.2) MNepBbln OQHOPOAHBIN NyN Nna3mbl (HanNpumep, Nocrne oTAeneHus KpuonpeuunuTata oT nnasmbl)
HeobX0AMMO KOHTPONMPOBATL C MCNOMb30BaHNEM BanMaMpPOBaHHbIX METOAOB C Haanexallen YyBCTBUTENbHOCTbIO
M cneunmpunYHOCTLIO COrMacHO COOTBETCTBYOWMM (hapMakonenHbiM cTaTbsaM [ocygapcTBeHHOW dapmakonen
Poccuinckon ®egepaumn.

IX. BbIJAYA PA3PELLEHUS HA BbIMYCK MPOMEXYTOYHOW 1 FOTOBOM
NPOMYKLNM (8)

50. (8.1) JomxeH ObITb paspeLUeH BbIMyCK TOMbKO TaKMX CEPUN, KOTOpble NMPOM3BEAEHbI U3 MYMOB Na3mbl,
MPU3HaHHbIX B pe3yrnbTaTe KOHTPOMS HeraTMBHLIMU B OTHOLLUEHUN MapPKEPOB BUPYCHBLIX MHAPEKUUA, nepeaaBaembix
Yepes KpoBb, a Takke COOTBETCTBYHOLIMMM TpeboBaHUAM chapmakonenHbix cTaTel focyaapcTBeHHON dhapmakonen
Poccuickon ®egepaumn (Bknovasa kakve-nnbo cneumanbHble Npedensl, orpaHM4MBaoLLmne cogepxaHue BMpycoB)
N yTBEPXOEHHBIM creuudukaumam (B 4aCTHOCTU, OCHOBHOMY OCbE NNasmbl).

51. (8.2) Bolgaya paspelueHns Ha BbINYCK MPOMEXYTOYHON NPOoayKUUK, NpeaHa3HayeHHoW AN AanbHenwen
06paboTkn BHYTPUNPOM3BOACTBEHHOW MIIOLAAKA UMW MOCTaBKM Ha APYryio MNPOM3BOACTBEHHYKO Nfowaaky, a
Takke BblJava paspelleHUs Ha BbIMYCK rOTOBbLIX J1€KAapCTBEHHbLIX MpenapaTtoB [OSMKHbI  OCYLLECTBATLCA
YNOSTHOMOYEHHbIM NNLIOM C cOBnogeHneM ycTaHOBMNEHHbIX TpeboBaHuN.

52. (8.3) YNOMHOMOYEHHOE NMLUO OOMKHO OCYLLECTBMASATh BblAayy paspelleHnss Ha BbiMyCK MPOMEXYTOYHOMN
WNM roToBOW NPOAYKLUKN, UCNONb3yeMONn Ans NporpaMm OpakuMoHMpPOBaHUS MO OOrOBOPY AMS TPeTbMX CTPaH, Ha
OCHOBaHUM HOPMATMBOB, COMMAacoOBaHHbIX C 3aKa3yMkoOM, a Takke B COOTBETCTBMM C TPeBGOBaHWSMM HACTOSALLUX
Mpasun. Ecnn TakMe rnekapcTBeHHble npernapaTbl He npeaHasHadeHbl AN NpuMeHeHus B Poccuinckomn
degepaumn, K HAM MOTYT HE NMPUMEHSATLCH TpeboBaHusa dapmakonenHblx ctaTen ocygapcTBeHHON hapmakoneun
Poccuinckon degepaumn.

X. XPAHEHVE OBPA3LIOB MynoB MiA3Mbl (9)

53. (9.1) OguvH nyn nna3mbl MOXeT OblTb UCMOMb30BaH ANs MPOU3BOACTBA HECKOSbKMX Cepui u (Unu)
nekapcTBeHHbIX npenapaTtoB. KOHTponbHble 06pasLbl Kagoro nyna nnasmbl, a Takke COOTBETCTBYHOLLME 3anucu
OOMKHbl XPaHUTBCA HE MeHee OAHOro roga MocCne OKOHYaHWs CpoKa XpaHeHUsi MOMyYeHHOro M3 3Toro nyna
nekapCTBEHHOro npenapara ¢ HaMbonbLUMM CPOKOM XpaHEHUS U3 BCEX NEKapCTBEHHbIX NMpenapaToB, MNOyYeHHbIX
13 3TOro nyna nnasvbl.

XI. YOANTEHUNE OTXOO0B (10)

54. (10.1) Heobxogumo yTBepAMTb Npouenypbl 6e30nacHOro XxpaHeHus U yaaneHus oTxo4oB, 04HOPA30BbIX
1 3abpakoBaHHbIX MaTepuarnoB (HanpumMep, KOHTAMUHUPOBAHHbLIX €OUHUL, €AVHUL, OT NHPULMPOBAHHbLIX JOHOPOB,
a TaKKe KpoOBW, Nra3mbl, NMPOMEXYTOYHOW NPOAYKLMU WK TOTOBbLIX JIEKAPCTBEHHbLIX MPenapatoB C UCTEKWUM
CPOKOM rogHOCTM), YTO AOMKHO 0DOPMIATLCS AOKYMEHTArbHO.
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MpunoxeHne N 15
K lNMpasunam Hagnexawen
NPOV3BOACTBEHHON NPaKTUKK

KBANMMOUKALINA N BAITMOALNA
[. MPUHLAM

1. B Hactosiwem [MpunoxeHnn unsnoxeHbl TpeboBaHuWsa K kBanudukaumm M Banugaumm, NpuMeEHMMble K
NpOV3BOACTBY NeKapCTBeHHbIX npenapatoB. C Lenbio JoKasaTenbCTBa COOTBETCTBUS MapaMeTpOB KPUTUYECKMX
npoueccoB (06opyaoBaHus) 3agaHHbIM TpeboBaHMAM NMPOU3BOANTENN OOSMKHBI MPOBOAUTL Banvaaumio NpoLeccos
n obopynoBaHusi, UCMONb3yeMbIX MPU NPON3BOACTBE NEeKapCTBEHHbIX CpeAcTB. Banngauua takke npoBoanTca npu
CYLLIECTBEHHbIX M3MEHEHMAX B MOMELLEHUSIX, 000PYAOBaHUM M MpoLieccax, KOTopble MOTryT OkasaTb BMAMsIHME Ha
Ka4yecTBO npoaykumu. [Ons onpegeneHust coctaBa M obbema paboT no Banvaaumm HeobXoAMMO MCMOoNb3oBaTb
noaxopn, OCHOBaHHbIN Ha OLIEHKE PUCKOB.

Il. MITAHUPOBAHWME BANWOALUNN

2. Bcio pedtenbHocTb nNo BanugaumMm HeobxoouMMoO nnaHupoBaTb. KniouyeBble 3SnMeMeHTbl Mnporpammbl
Banuauum Heobxooumo 4YeTKo onpeaenutb U oopMUTb AOKYMEHTanbHO B OCHOBHOM MrlaHe Banugauuv vnm
aHanormyHbIX JOKyMeHTax.

3. OcHoBHOV nnaH Banuaauum JormkeH ObiTb 0600LialWUM JOKYMEHTOM, COCTaBIEHHbIM B JTAKOHUYHON,
TOYHOW 1 SACHOW hopMe.

4. OCHOBHOW NMnaH Banuaauun AOMMKEH codepaTb, B YACTHOCTU, CrieayroLLyo MHOpMaLuio:

a) (a) uenb npoBeAeHWs Banuaauuu;

©0) (b) opraHn3auUMoHHY0 CXemy OeATENbHOCTU MO BanvMaauum;

B) (C) nepeyeHb BCeX MOMELLEHUN, cUCTeM, 060PYAOBaHMSA 1 NPOLECCOB, Noanexaluux sanujauuu;

r) (d) dopmy AoKymMeHTauuu B BUuae popMbl, KOTOPYIO criefyeT UCMonb30BaTh 415 NPOTOKONOB U OTYETOB;

4) (e) nnaHnpoBaHue n rpacmk BbINONHEHMS paboT;

e) (f) KoHTponb n3MeHeHun;

X) (g) ccbInkn Ha cywecTByOLWNE AOKYMEHThI.

5. B cny4yae oOCyLeCTBNEHUS KPYMHbIX MNPOEKTOB MOXET BO3HUKHYTb HEOOXOAMMOCTb COCTaBMeHWUs
OTAEeNbHbIX OCHOBHbIX NAHOB Banugauuu.

. QOKYMEHTALMA

6. Heobxoanmo paspaboTaTb MMCbMEHHBIN NPOTOKOM C yKasaHWAMW OTHOCUTENbHO TOro, Kakum obpas3om
OyoyT npoBedeHbl KBanudukauuva M Banuvaaums. Takon NPOTOKON AOMmkeH ObiTb NpoBepeH M yTBepxkadeH. B
NPOTOKOEe A0MKHbI OblTh YKa3aHbl KpUTUYECKUE 3Tanbl U KpUTEPUU NPUEMIIEMOCTH.

7. JomkeH GbITb NOArOTOBMEH OTYET C NEPEKPECTHbIMM CCbINIKaMW Ha MPOTOKOM KBanudwukauum u (Mnm)
Banugauun, obobwawmii NonyyeHHble pesynbTaTbl, COAEpPXaluMn KOMMEHTapuuM OTHOCUTENbHO mMobbix
3aMeYeHHbIX OTKIMOHEHWA W BbIBOAbI, BKMOYas pPEKOMEHAYeMble U3MeHeHWsi, Heobxoaumble ANS yCTpaHeHus
OTKMNOHEHWI. JlloOble M3MEeHeHUs, BHECEHHbIE B MaH, KOTOPbIN NpuBedeH B MPOTOKoNe, HeobxoaMmo opopMnATb
AOKYMEHTanbHO C COOTBETCTBYOLLNM 0GOCHOBaHNEM.

8. lNocne ycnewHoro 3aBepweHus kBanudukaumm Heobxoaumo odopmute oduuMansHOE NMUCbMEHHOE
paspeLlleHve A8 nepexoaa K criefylolemy artany ksanudukauuy n sanvaauum.

IV. KBANTMOUNKALINA
Keanudukaums npoekta
9. MNepBbIM 3N1EMEHTOM NPOBEAEHMS BanuaaumMm HOBbIX MOMELLEHUA, CUCTEM UNN 06OPYAOBaHUS ABMSETCH

KBanudukaLmsa npoekTa.
10. Heob6xoammo nokasaTb U JOKYMEHTanbHO 0QOPMUTb COOTBETCTBUE MPOEKTa TpebOoBaHMAM HACTOSILLUX
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Mpasun.
KBanudukauunsa moHTaxa

11. KBanudukaumio MoHTaxa HeobXxoaMMo NPOBOAUTL AN HOBLIX UM MOANMULMPOBAHHBLIX MOMELLEHWN,
cucTem 1 obopyanoBaHus.

12. KBanudvkaunsi MOHTaxa JOJPKHA BKMOYaTh creyoLwme areMeHTbl (HO He OrpaHUYMBaTLCS UMMK):

a) (a) npoBepKy MoOHTaxa obopyaoBaHWsi, TPyOOMNPOBOAOB, BCMOMOraTefibHbIX CMCTEM M MPMOOPOB Ha
COOTBETCTBME YTBEPXKOEHHOMY NPOEKTY, BKIOYAsA TEXHNYECKYIO AOKYMEHTALMIO, YEPTEXM U cneumdurkaunm;

0) (b) oueHKy MOMHOTBI U COMOCTABMEHNE MHCTPYKLMI MOCTaBLUMKa MO JKCnnyaTauum u pabote, a Takke
TpeboBaHWI K TEXHNYECKOMY OBCNYKNBAHWIO;

B) (c) oueHky TpeboBaHMI K KanMBpPOBKe;

r) (d) npoBepky MaTtepunarnosB, NCNOMNb30BAHHbLIX B KOHCTPYKLINSX.

KBanudukauns @yHKLMOHUPOBaHUS

13. KBanudukaums dyHKUMOHNPOBaHNSA O0IMKHA CrieaoBaTth 3a kBanvdukaumen MoHTaxa.

14. KBanudvkaumst yHKLMOHMPOBaHUSA OOIDKHA BKNOYaTh criegylolme aneMeHTol (HO He orpaHM4MBaThbCs
nmn):

a) (a) ucnelTaHms, Ncxods M3 3HaHWI O NpoLeccax, cuctemax u 0d6opyLoBaHUuy;

0) (b) ucneiTaHua dyHKUMOHMPOBaHUSA 06OpPyaoOBaHUS Mpy pabounx napameTpax, PaBHbIX BEPXHUM WU
HVXXHUM JOMYCTUMbIM Npeaenam, TO eCTb B YCMOBUsX "HamxydLero crnydas”.

15. YcnelwHoe 3aBepLueHne ksanumkaumm QyHKLULMOHMPOBAHWS AOMKHO CNOCOBCTBOBATL OKOHYATENbHOMY
0POPMIEHUIO UHCTPYKLUUIA NO KanMbpoBKe, aKChyaTauum n 04UCTKe, MPoBeAEHNI0 0Oy4YeHMs onepaTopoB, a Takke
YyCTaHOBMEHUIO TpeboBaHUN K NpOMUNaKTU4EeCKOMy TEXHUYECKOMY O0bcnyxnBaHuio. TOMbKO Mocne 3Toro
3aKa34MKOM MOXeT NpOBOAUTLCH NPUEMKa NOMELLEHMI, CUCTEM 1 060PyaOBaHMS.

KBanudukauusa akcnnyaTtauum

16. Ksanudukaumsa akcnnyaTaumm BbIMOSHAETCA MOCe YCNELWHOro 3aBepLleHns KBanugukaumm MoHTaxa u
KBanuukaumm yHKUNOHMPOBaHWUS.

17. Ksanudumkaums akcnnyataumm 4ormkHa BKNOYaTb creayolmne anemMeHTbl (HO He orpaHu4MBaTbCs UMN):

a) (a) wvcnblTaHus € UCNOMb3OBaHWEM MaTepuarnoB, MNPUMMEHsieMbIX B NPOU3BOACTBE, BblOpPaHHbIX
3amMeHuTenen C aHanorMyHbIMK CBOWCTBaAMW WNW MoAenupylowero npenapara, pa3paboTaHHble Ha OCHOBaHUM
3HaHWI O MpoLecce, a TakKe O TEXHUYECKUX cpeacTBax, cMctemax unm obopygoBaHuu;

6) (b) ucnbiTaHns npu pabounx napameTpax, PaBHbIX BEPXHUM W HWXHUM AOMNYCTUMbIM NpeaenbHbIM
3HaYEHNAM.

18. HecmoTps Ha TO, 4TO kBanudukauus aKcnnyatauum paccMaTpuvBaeTCs Kak oTAenbHbli aTan paboT, B
HEeKOTOpbIX Cny4asx LenecoobpasHo NPoBOAUTL €€ COBMECTHO C KBanudukaumnen PyHKLMOHUPOBaHUS.

KBanudukauymnsa yctaHOBNEHHbIX (MCNONb3yeMbIX) TEXHUYECKNX
cpeacTB, NOMeLLeHn u obopyaoBaHUs

19. Heobxogumo wuMeTb [aHHble, 0OOCHOBbLIBalOWIME W MNOATBEPXKAANOLIME COOTBETCTBUE paboumx
KPUTUYECKMX NMapaMeTpoB 3afaHHbiM TpeboBaHusM. VIHCTPYKLMM MO KarnvbpoBKe, OYMCTKE, NMPOdUIaKTUYeCKOMy
TEXHUYECKOMY OGCINYKMBaHMIO U 3KCMyaTaumu, a Takke no oO6y4eHUo onepaTopoB M BEAEHMIO OTYETOB AOTKHbI
OblTb AOKYMEHTanbHO 0DOPMIIEHBI.

V. BANMOAUMA MPOLIECCA
Obuwume TpeboBaHus

20. TpeGoBaHMs U MPUHUMUMBI, U3NOXEHHble B HacTosleM [pUMoXeHWn, NPUMEHUMbI K MPOU3BOACTBY
nekapcTBeHHbIX ¢opMm. OHM pacnpocTpaHsAlTCs Ha MNepBOHAYanbHyl0 BanMaauuilo  HOBbIX MPOLIECCOB,
nocneayoLLlyo Banuaaumio M3MeHeHHbIX MPOLECCOB M MOBTOPHYO Banuaauuio.

21. Banupgauus npolecca, Kak npasuno, AorkHa 6biTh 3aBeplleHa [0 Hadvana peanusauuMum 1 npoaaxu
nekapcTBEHHOro rnpenapara (nepcrnekTvBHas Banvaauus). B nckniountenbHbIX criydasx, Korga Takas Banugauus
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HEeBO3MOXHa, MOXET BO3HWKHYTb HeOBOXOAMMOCTb MpPOBEAEHUs BanugauuM MpoLEeccoB BO BpPeMS TEKyLlero
npoussoacTBa (COnyTCTByOLWas Banugaums). pouecchl, KOTOpble yXe MNPOBOAWMNUCH B TEYEHWe HEeKOTOPOro
BpEeMeHW, TaKke noanexar Banvaauun (petTpocnekTuBHas sanvgaums).

22. Wcnonb3yemble MOMELLUEHUs, CUCTEMbI W obopyaoBaHME [OMKHbI ObiTb  KBaNMMUUMPOBAaHbLI, a
aHanuTu4eckne MeTOAMKM MUCMbITaHWW - BanuaupoBaHbl. [lepcoHan, mpuHMMalWMi yyacTve B MpoBedeHun
Banuaauun, AomkeH ObiTb COOTBETCTBYIOLLMM 06pasom 0by4yeH.

23. Heobxoanmo npoBOAMTbL NEPUOAMYECKYIO OLIEHKY NMOMELLEeHWUA, cucteM, 0bopyaoBaHNS M NpoLEeccoB C
Lienbio NOATBEPXAeHNA nx paboTbl B COOTBETCTBMU C 3a4aHHbIMU TpeboBaHNAMM.

rlepCI'IeKTVIBHaﬂ Bannaauna

24. MNepcnekTuBHas Banugauusa AoSMKHa BKIOYaTb cnefyoLmne aneMeHTbl (HO He OrpaHMyYnBaTLCA NMN):

a) (a) kpaTkoe onucaHme npouecca;

©0) (b) nepeyeHb KpUTUYECKNX CTAAMIN NpOLeCcca, NoANexallnx UCCneaoBaHuio;

B) (C) nepeyeHb MCNONb3yeMbIX MOMELLEHUn M obopyaoBaHusA (BKMNOYas U3MeEpUTENbHOE, KOHTPOIbHOE,
pernctpupytoLlee obopyaoBaHue) ¢ ykazaHmem ceeeHnn ob ux kannbposke;

r) (d) cneumdmkauum Ha roToBy NPOSYKLMIO NPY BbIMYCKE;

4) (e) npu HeobxoaUMOCTH NepeyeHb aHanNMTUYECKNX METOOUK;
e) (f) npeanaraemble TOYKM KOHTPOMSA B MpoLLecCe NPON3BOACTBA U KPUTEPUUN MPUEMITEMOCTH;

X) (g9) nNpu HeobxoAMMOCTW [OMOMHUTENbHbIE WCNbITaHWSA, KOTOpble HeobxoAMMO npoBecTn, BMecTe C
KpUTEPMAMN NPUEeMNEMOCTU 1 Banugaumen aHanuTu4ecknx MeToamK;

3) (h) nnan ot6opa npob;

n) (i) meToabl perncTpaunm 1 OLEHKN pe3yrnbTaTos;

K) (j) dyHKUUM 1 06A3aHHOCTK;

n) (k) npeanonaraembiv rpacumk BbINONHEHWS paboT.

25. C nomoLpblo YCTaHOBIIEHHOIO npouecca (MCNonb3ys KOMMOHEHThI, COOTBETCTBYIOLUME cneundukaumsam)
MOXHO NPOWU3BECTW pPAg CEPUA TOTOBOM MNPOAYKUMU MpPU OObIYHBIX YCIOBUSX. TeopeTuyecKku KOnmyecTBO
BbIMOSIHEHHbIX NPOW3BOACTBEHHbIX LUMKIIOB W cAernaHHbIX HabmiogeHu OOMKHO ObiTb AOCTaTOMHbIM ONS TOro,
4YTOObI NO3BONMUTL YCTAHOBUTb OObLIYHYIO CTEMEeHb M3MEHYMBOCTU U TEHAEHUMU, a Takke Nony4uTb Heobxoanmoe
KONMYeCTBO [AaHHbIX And oueHkM. [Ons Banugauuy npouecca cyuTaeTcsd [OCTaTOYHbIM  BbIMOMHUTL  TpW
nocriegoBaTtenbHble CepUM UNN LKA, NP KOTOPbIX NapaMeTpbl HAXOAATCA B 3a4aHHbIX npegenax.

26. Pasmep cepun npu BanvaauuMm JOIKeH ObiTb paBHbIM pasMepy Cepuv Npu NPOMBbILLSIEHHOM BbiMyckKe
NPOAYKLUN.

27. Ecnn npeanonaraeTcsa npogaxa unum nocraska cepui, NpoM3BeAeHHbIX NPy Banugauun, TO YCroBus mx
Npou3BOACTBA AOJPKHbI MOMHOCTBIO COOTBETCTBOBaTb PErMcCTPauMOHHOMY AoCbe U TpeboBaHMAM HacToAWMX
MpaBun, BKMOYas yooBneTBOpUTErbHbIN pe3ynbTaT NpoBeAeHus Banugaunm.

ConyrcTtBylolas Banungauus

28. B WCKMOYMTENbHBIX CIy4Yasix [OOMyckaeTcsl HauyuHaTb CepuiMHoe MNPOW3BOACTBO A0 3aBEpLUEHUs
nporpammbl BanuaaLuu.

29. PelleHve O MpoBeAeHMM COMyTCTBYKOLWIEN Banugauuu OO/MKHO GbiTb 06OCHOBaHO, AOKYMEHTanbHO
0hOPMIIEHO M YTBEPXKAEHO N1LAMU, UMEIOLLUMM COOTBETCTBYIOLLEE NOTHOMOoYMeE.

30. TpeGoBaHUA k AOKYMeHTauMn Ans ConyTCTBYIOLLEN Banuaaunm sSBnaoTcsa TakuMm xe, Kak U TpeboBaHus,
yCTaHOBINEHHbIE AN NEePCreKTUBHON BanuaaLuum.

PeTpocnektuBHas Banngaums

31. PeTpocnektuBHasi Banugauus MOXeT MPOBOAUTBHCHA TONbKO Afsi XOPOLWO OTpaboTaHHbIX MPOLECCOoB.
lMpoBeneHne peTpOCNEKTMBHOW Banugauunm He [OMNyckaeTCs, ecrn B COCTaB MNPOAYKUMM, TEXHOJTOMMYECKUIA
npouecc unu obopynoBaHme HeaBHO ObiNv BHECEHBI U3MEHEHMUS.

32. PeTpocnekTBHasa Banuaauns ykazaHHbIX NPoLECcCOB OCHOBLIBAETCS Ha NpeaLlecTBYIOLLMX AaHHbIX. [Tpy
3TOM TpebyloTCsl COCTaBMeHMe CreuManbHOro MpoTokona M oTyeTa, a Takke npoBedeHMe o630pa AaHHbIX
npeaLlecTBylOLLEen SKCnyaTaLmm ¢ Bbiaavyen 3aknioveHns n pekomeHgaLumm.

33. VIcTOYHMKKN OaHHbIX NS Takor Banuiauuun OOSKHbI BKNOYaTb (HO HEe orpaHnynBaTbCcs UMMK) 3anucu no
Npov3BOACTBY W YMNakOBKe Cepuin NpoayKUWMW, KOHTPOrbHble KapTbl MNPOM3BOACTBA, >XYpHamnbl NpoBeAeHUs
TEXHUYECKOro 0OCNyXXMBaHWUs, AaHHble 006 M3MEHEHMsX B MepcoHarne, UCCrefoBaHUs BO3MOXHOCTEN MpoLecca,
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JaHHble O FOTOBOW MPOAYKLMM, B TOM YMUCIE KapTbl TEHAEHLUMI, @ TaKkkKe pe3ynbTaTbl U3ydeHus ee cTabunbHOCTM
npy XpaHeHuu.

34. Cepum npoaykumm, otobpaHHble Ans NpOBeAEHWUs PeTPOCMNEKTUBHOW Banuaauuum, AOMKHbI SBMASTbCA
npeacTaBuMTENbHOW BbIOOPKOW AN BCEX CEepUin, NPOU3BEAEHHbIX B TEYEHME paccMaTpuBaemoro nepuoaa, B TOM
yncne BCeX Cepui, He COOTBETCTBYHOLWMX creundukaumsam. KonmyecTBo cepui npoayKumm OOIMKHO ObiTb
OOCTaToOYHbIM  Ansi Toro, 4ToObl Jokas3aTb CTabunbHOCTbL Mpouecca. [lpu nNpoBedeHUM pPeTPOCMEKTMBHON
Banugauum npowuecca MoryT noHagobmutbCcs OOMONHUTENbHBIE UCMbITAHUSA apXMBHbIX 06pas3LoB ANS MOMyYeHus
HeobXx04MMOro KonnyecTsa unm HeobxoauMoro Bnaa AaHHbIX.

35. [Ona oueHkn cTabunbHOCTM Mnpouecca Npu NpPOBEAEHUM PETPOCMNEKTUBHOW Banugaumm Heobxoammo
BbINOMHUTE aHanu3 gaHHeix no 10 - 30 nocnepoBaTenbHO MPOM3BEAEHHBIM CEPUsiM, OOHAKO MpW Hanuynm
COOTBETCTBYIOLLIEr0 060CHOBAHWS KONMYECTBO UCCNeayeMbIX CEPUA MOXET OblTb YMEHbLLEHO.

V1. BANMOALNA OYNCTKA

36. Banugaumio O4YMCTKM HeobXxOoAMMO MpPOBOAMTL ANnA TOro, 4Tobbl noaTBepAuTb 3MEKTUBHOCTb
npoueaypbl o4ncTkm. OBGOCHOBaHME BbIOpaHHbLIX MPedenoB Ansi NEPEHOCUMMbIX OCTaTKOB MNPOAYKTa, MOMOLLMX
cpencTs, a Takke MUKPOOHOM KOHTaMUHALMK LOIMKHO OCHOBBIBATLCA Ha CBOMCTBAxX MPUMEHSIEMbIX MaTepuarios.
3TV NpegernbHble 3Ha4YEeHUS OOIMKHbI ObITb peanbHO JOCTUXKMMBIMU U MPOBEPSEMbIMMU.

37. Ona obHapyXeHus OCTaTKOB WM KOHTAaMWMHAHTOB HeOOXOOUMO WCMONb30BaTh BanMAMPOBAHHbIE
aHanuTudeckne meTtoauku. [penen oOHapyxeHWst Ons KaXkOow aHanuTU4eckon MEeTOAMKU [JOMmKeH ObiTb
OOCTaTOYHbIM AMs TOro, YToObl 0GHAPYXNTb YCTAHOBMNEHHbIA AONYCTUMbIA YPOBEHb OCTaTka Uiy KOHTaMUHaHTa.

38. Kak npaBuno, Heobxooumo npoBOAWTbL BanuaauMilo TOMbKO Mpoueayp O4YUCTKM MOBEPXHOCTEN
obopyaoBaHusA, KOHTaKTMpylLWMX ¢ npogykuuen. OpHako HeobxoouMMo yaenaATb BHMMaHve U getansam
0o0opyaoBaHusA, He KOHTaKTMpylLWMM C npogykuuen. Heobxogmmo npoBOoAWTbL Banvgaumio  LOAUTENbHOCTU
WHTEPBANoOB BPEMEHU MEXAY OKOHYaHMEeM MpoLecca U OYMCTKOW, a Takke Mexay O4YMCTKOM W Hayanom
cnegywowero npouecca. [HomkHbl OblTb onpegeneHbl MEeTOA4bl OYUCTKM WM MHTEpBamnbl BpPEMEHU MeXay
npoBefeHNEM OYNCTKMN.

39. Ina npoueayp OYUCTKM, CBA3AHHbIX C OYEHb CXOAHbLIMW NPoAyKTamMu M npoueccamu, AonyckaeTcs
BbIOpaTb MpeacTaBuMTENbHBIA PO CXOOHBIX MPOOYKTOB M MpoLEeccoB. B Takmx criydasx MOXHO MpPOBECTUM OLHO
BanuaaumoHHoOe uccrnegoBaHue C WUCMOMb30oBaHWEM noaxoda "Hamxydlun criyyan”, npu KOTOPOM YYTEeHbl BCe
KpuTuyeckne daktopbl.

40. Ona sanupauuu npoueaypbl OYUCTKM OOCTATOMHO YCMNELIHOro NpoBedeHWUs Tpex nocnegoBaTernbHbIX
LUKIOB OYNUCTKM.

41. MeTog "ncnbiTbiBaTb 40 TEX MOP, NoKa He DyAeT YMCTO" HE 3aMeHsIET Banuaauuio npoLeaypbl OUUCTKN.

42. Ecnn ygansemble BelecTBa SABNATCA TOKCUYHBIMU UM ONACHBIMU, TO B NMOPSIAKE UCKITHYEHNSI BMECTO
HUX MOXXHO MUCMONb30BaTb Npenaparbl, MOAENMpPYLLME (PUNKO-XMMNYECKNE CBOMCTBA TaknX BELLECTB.

VIl. KOHTPOINb M3MEHEHUIA

43. MMpousBoauTenb OOMKEH YTBepAMTb mMpouedypbl C ONUCaHWEM [EUCTBUM, KOTopble Heo6GXoaMMo
NpeanpuHATb, ecnu npeanornaraeTca U3MeHeHWe UCXOAHOTO Cbipbsl, KOMMOHEHTOB MPOAYKTa, TEXHOMOrMYeCKoro
o6opyaoBaHusl, NapamMeTpoB OKpYXKatoLleli NPon3BOACTBEHHOW cpedbl (MnK yyacTka), cnocoba Npov3BoACTBa UK
MeToda KOHTpomns wunu nioboe Opyroe U3MeHeHMe, KOTOPOe MOXET MOBMUSATb Ha KayecTBO MPOAYKUMM WK
BOCMPOM3BOAUMOCTb npouecca. Mpoueaypbl KOHTPONA U3MEHEHWNIA AOIMKHbI 06ECNeUYnTb NonyYyeHne 4oCTaTOUYHOro
KOMWYecTBa AaHHbIX A5 MOATBEPXAEHUSI TOro, YTO W3MEHEHHbI MPOLIECC MO3BOMAET Mony4Yarb MNPOAYKLMIO
TpebyeMoro Kayectsa, COOTBETCTBYIOLLYIO YTBEPXOEHHbLIM creuudukaumnam.

44. Ha Bce nsmeHeHus, KOTOpble MOTYT OKa3aTb BMUSIHME Ha Ka4eCcTBO MPOAYKLMMW UMK BOCMPOU3BOAMMOCTb
npouecca, AOMKHbl BbiTb MoAaHbl 3asaBKM B paMkax hapMaLeBTUYECKON CUCTEeMbl KadecTBa. Takue U3MeHeHust
[OMMKHbI BbITb AOKYMEHTaNbLHO 0PopPMIIEHb!, yTBepxaeHbl. HeoGX0aMMO OLIeHUTb BO3MOXHOE BRNAHME U3MEHEHWI
B NOMeLLeHuax, cuctemax n obopyaoBaHUm Ha NPOAYKLIMIO, B TOM YMCIe NPOBECTM aHanu3 puckos. JormkHbl BbiTb
onpeaeneHbl HEOGX0AMMOCTb U 06 BEM NOBTOPHON KBanNMdUKaLumum 1 NOBTOPHON Banuaauum.

VIIl. MOBTOPHAA BANMMOALINA
45. HeobxoaMmMo NpoBOAWTb NEPUOAMYECKYH0 OLEHKY MOMELLEHUI, cucTeM, oGopyaoBaHna U MpoLEeccoB,

BKM4Yaa npouenypbl OYUCTKW, O5NA noATBepXOeHUA UX COOTBETCTBUA 3adaHHbIM TpeGOBaHI/IFlM. Ecnn
cyuleCTBeHHble WM3MEHEeHUA OTCYTCTBYHT, TO BMECTO I'IOBTOpHOVI Banungaunnm p[ocTtaTto4yHO COCTaBUTb OTYeET,
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CBUOETENbCTBYIOWNA O TOM, YTO TMOMELLEHUs, CUCTEMbI, 0OOpyaOBaHWE W MpPOLEcChbl COOTBETCTBYIOT
yCTaHOBMEHHbIM TpeboBaHMAM.

IX. TEPMWHbI 1 ONMPEOEJIEHNA

[Ona uenen Hactosiwero lNpunoxeHns KpomMe TEPMUHOB W onpeaeneHuin, npeaycMoTpeHHbIX rrnason |l
HacToswmx [NpaBun, NCNONb3yTCA Takke CreayLlme OCHOBHbIE MOHATUS:

aHanmM3 pUCKOB - METOA4 OUEHKM M ONWCaHMSA KPUTUYECKMX MapamMeTpoB Mpu  PyHKLUOHMPOBAHWUN
obopyaoBaHus, CMCTEM UK MpoLiecca B CBSA3M C YCTAHOBIIEHHOM OMacHOCTbIO;

BanvMaauus O4MCTKM - JOKYMEHTanbHO 0PopMIIEHHOE NOATBEPXAEHME TOro, YTO YyTBEPXKAEHHas npoueaypa
O4MCTKN oBecneymBaeT Takylo YMCTOTYy 0BopyaoBaHuUs, KoTopasi Heobxoamma Ans NPou3BOACTBa NEKapCTBEHHbIX
cpencTs;

Banuaauus npouecca - JOKyMeHTanbHO oopMIeHHOe NOATBEMKAEHNE TOro, YTO NPOLIECC, BbIMONHAEMbIN B
paMKkax yCTaHOBMEHHbIX MNapamMeTpoB, OcylecTBnseTca 3dMeKTMBHO, BOCNPOM3BOAMMO W MNPMBOAUT K
Npou3BOACTBY NEKapCTBEHHOrO npenaparta, COOTBETCTBYIOLLErO 3apaHee YCTaHOBMEHHbIM creundukaumsam u
XapaKTepucTkam KadecTBa;

KBanudmkauma MOHTaxa - AOKYMEHTanbHO O0OPMIIEHHOE NOATBEPXKAEHMNE TOr0, YTO MOHTaX MOMELLEHUN,
cuctem 1 obopynoBaHus (YCTaHOBMEHHBIX UM MOAMMULMPOBAHHBIX) BbIMNOMTHEH B COOTBETCTBUUN C YTBEPXKAEHHbLIM
NMPOEKTOM U peKOMEHAALMAMN NX MPON3BOANUTENS;

KBanudmkauma NnpoekTa - JOKyMeHTanbHO opopMIieHHOE NoATBEPXAEHME TOrO, YTO NPEANOXEHHbIN NPOEKT
NPOU3BOACTBEHHBIX MOMELLEHMI, 00OPYAOBaHUS WM CUCTEM SABMSETCSA MPUTOAHLIM ANs NPUMEHEHUS MO
Ha3Ha4YeHwIo;

KkBanumkaums POYHKUMOHMPOBAHUA - [OKyMEHTanbHO OdOpMIEHHOe MOATBEePXKAEHWe TOro, 4To
noMeLleHns, cuctembl W 0BOpyaoBaHWe (YCTaHOBMEHHbIE WM  MOAUMULMPOBAHHbIE) (YHKUMOHWUPYIOT B
COOTBETCTBMU C NpeabsBnsgeMbiMm TpeboBaHUAMN BO BCEX NPEAYCMOTPEHHbIX pexumax paboTbl;

KBanudmkauma akcnnyataumn - AOKYMEHTanbHO O(OpPMIIEHHOE MOATBEPXKAEHME TOro, YTO MNOMELLEHMUS,
cuctembl 1 obopyaoBaHMe MpU COBMECTHOM MCMONb3oBaHUM paboTtaloT adhEeKTMBHO U C BOCMPOU3BOOUMBIMU
nokasaTensMy B COOTBETCTBUM C yTBEPXKAEHHBbIMU TPeBOBaAHMAMUN N XapaKTEPUCTUKAMKN NpoLecca;

KOHTPOSb U3MEHEHUN - AOKYMEHTanbHO 0POPMIIEHHbIN NOPSOOK, COrMacHO KOTOPOMY KBannuunpoBaHHbIe
NpeacTaBuUTENN pasnMYHbIX CrNeuManbHOCTEN paccMaTpuBaloT MPEArIOXKEHHbIE UNKN PAaKTUYECKNM BHECEHHbIE
N3MEHEHWs, KOTOpPble MOTYyT MOBMNUATH Ha BanMauUpPOBAHHOE COCTOSIHME MOMELLEHUA, 0OOpyaoBaHUS, CUCTEM MIK
npoueccoB. Llenb Takoro KOHTpons - onpeaenvTb HEO6XOAUMOCTb MEPONPUATUIA, KOTOPbIE JOJKHBI 06ecneunTs 1
OOKYMEHTarbHO yAOCTOBEPUTL NoAAEPKaHNE CUCTEMbI B BanMaMpOBaHHOM COCTOSIHUM;

MoOenupylLwuin npenapaTt - matepuarn, KOTOpbI MO CBOMM (PU3NYECKUM W, MO BO3MOXHOCTU, XMMUYECKUM
XapakTtepucTukam (Hanpumep, BS3KOCTW, pa3mepam 4vactuu, pH) 6nu3ok npogykTy, B OTHOLUEHUM KOTOPOro
npoBoauTcs Banugaums. Bo MHOrMx cnyyasx 9TUMKM  XapakTepuctmkamm MoxeT obnagaTtb cepus
npenapaTta-nnauebo (NpoaykTa, He coaepxallero hapmaueBTU4eckon cybctaHumm);

HauXydwun cnydanm - oOnpegerneHHble CTaHAapTHbIMU OMepauMOHHbIMK  MpouedypamMn  yCnoBus Wv
KOMMNIIEKC YCMOBUMA, OTHOCALLMECS K BEPXHUM W HWKHUM NpeaernbHbIM 3Ha4YeHnsM paboymx napameTpoB npouecca
N CBA3aHHBIM C HUMKU dhaKTopaMm, KOTOpble OOYCrNOBNMBaOT HaMOOMbLUY BEPOATHOCTb MNOSABNEHWMS cOoA B
npouecce unu Bpaka B NPOAYKTE MO CPABHEHWIO C MAeanbHbIMW YCNOBUSAMWU. Takue ycrioBus He 06s3aTenbHO
NPMBOAAT K cOO0 B NpoLiecce Unu nosieneHunio 6paka B NpoaykTe;

nepcnekTMBHasa Banupauus - Banugauusi, BbiNoOMHAeEMasl 40 Havana CeEpUNHOro NpoM3BOACTBA MPOLYKLUM,
npegHasHa4YeHHoOW ANs peanu3aunu;

NnoBTOpHas Banugauus - MOBTOPEHME Banupauum npouecca And obecneyeHws rapaHTUM TOro, 4YTO
n3MeHeHns B npouecce u (unm) obopyaoBaHMM, BHECEHHbIE B COOTBETCTBUM C NPOLIEAYPON KOHTPOMS N3MEHEHWH,
He yXyOLatT XapakTepuCTUKM NpoLiecca 1 KayecTBOo NpogyKuuu;

peTpocnekTuBHas Banvpauus - Banugaums CEpUMNHOro mpouecca NpomM3BOACTBa peanu3yemoro npoaykra,
OCHOBaHHasi Ha COOpaHHbIX AaHHbIX O MPOU3BOACTBE U KOHTPONE Cepuii NPOAYKLMNUY;

conyTcTBylOLWasa Banvgauus - Banugauuns, BbIMONHAEMas BO BpPeMs TeKylero (CepMmHOro) npov3BOACTBa
npoayKuun, NnpeaHasHa4YeHHon Ans peanusauum.

MpunoxexHne N 16
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k MNpaBvnam Hagnexatwuemn
NPOV3BOACTBEHHOW NPaKTUKU

NOATBEPXOEHUE
YNOJIHOMOYEHHbLIM JIMLIOM COOTBETCTBUA CEPUM NMPOAOYKLUMW C LIENBIO
EE BbIMYCKA

[. OBNACTb NMPUMEHEHWA (1)

1. (1.1) Hactosiwee [lNpunoxeHne onpegensieTr Nopsigok MOATBEPXKOEHWUS COOTBETCTBUS, BbIMOJIHSEMOrO
YMNOMHOMOYEHHbIM NULOM, NPU BBOAE B rpaxdaHCKuii 0BOpOT cepui NeKkapCTBEHHbIX CPeAcTB (B TOM 4ucne
3aperncTpupoBaHHbIX UNU NPOM3BEAEHHbIX AN SKCNopTa NeKapCTBEHHbIX NpenapaTos).

2. (1.2) Hactoswee [MpunoxeHne Takke pacnpoCTpaHseTcss Ha cnydau, Korga npov3BOACTBO Ccepuu
NPOAYKUMM UK NMpOBEAEHNE aHaNU30B pasfdeneHo Ha HEeCKOSbKO 3TanoB, BbIMOMHSAEMbIX B Pa3HbIX MeCcTax unuv
pasHbIMM MNPOU3BOAMTENSAMM, a TaKKe KOraa Cepuio MPOMEXYTOYHOW MNM HepacdacoBaHHOM NPOAYKUUU
pasgensalT Ha OBe u Gonee cepun rotoBon npogykuuun. Hactodwee lMNpunoxeHne MoOXeT ObiTb NMPUMEHEHO K
nekapCcTBEHHbIM NpenapaTtam, npegHasHavyeHHbIM A5 KMMHUYECKUX NCCNeoBaHNN.

3. (1.3) Ecnn HopMaTMBHbIMKM MpaBoBbIMKM akTamu Poccuiickon ®Pefepaummn yCcTaHOBMEHbI CneumarbHble
TpeboBaHMa K BBOOY B rpaxdaHCKuU 0OOOpPOT HEKOTOPbIX MNpenapatoB KpPOBM UM MMMYHOOMONOIMYECKMX
nekapCcTBEHHbIX NpenapaToB, Takme TpeboBaHUs OOMKHbI cobnoaaThes.

4. (1.4) OcHoBHble TpeboBaHMA K BbIMYCKY CeEpuMU MpOAYKUMM NPUBOOATCS B COOTBETCTBYHLLMUX
perncTpaumoHHOM A0Cbe, MPOMbILLSIEHHOM pernameHTe un cneundukauymax. NonoxeHnsa Hactoswero MpunoxexHus
NPUMEHSIIOTCS B 4acTu, HE NPOTMBOPeYaLLen TakuM OCHOBHbIM TpeboBaHUAM.

I1. IPUHLMAI (2)

5. (2.1) Kaxxgasa cepws roToBon NpogyKuMy AOMMKHA NOMNy4MTb OT YNONMHOMOYEHHOrO nuua noaresepxaeHue
€e COOTBETCTBUS YCTaHOBMEHHbIM TPeOOBaHMAM [0 €€ Bbinycka Ha BHYTPEHHUI PbIHOK UIX Ha 3KCMOPT.

6. (2.2) Lenamu perynupoBaHus npoueaypbl Bbinycka cepun NpoayKUMm ABNAKTCA:

rapaHTus TOro, 4To cepwusi Oblna Npon3BefeHa n NpoBepeHa B COOTBETCTBUM C NMLEH3MEN HA MPOU3BOLCTBO
NeKapCTBEHHbIX CPeACTB, TPebOBaHUSIMU PEMMCTPALMOHHONO JoCkbe, TpeboBaHUAMK HacToAwmx Mpasun, a Takke
WHbIMU TPeDbOBaHMAMMK, YCTAHOBIIEHHLIMU HOPMaTUBHBLIMWU NPaBoOBbIMK akTamun Poccuiickon ®egepaunn, nepes ee
BbIMYCKOM;

rapaHTus Toro, YTo Npu HeobxoaMMOCTU MccneaoBaHus Bpaka unu oT3biBa cepym YNONHOMOYEHHOE NULLO,
KOTOpOe Bbl4ano pa3speLleHre Ha ee BbiMyCk, U COOTBETCTBYIOLLME 3anmcy MOryT BbiTb NTErko MaeHTUAULMPOBAaHbI.

IIl. BBEAEHME (3)

7. (3.1) Mpoun3soacTBO Cepun nekapCTBEHHbIX CPeACTB, B TOM YMCNE KOHTPOISb KavyecTBa, pasgensercs Ha
cTagun, KOTopble MOTYT BbIMOJSHATLCS Ha pasHbIX MPOU3BOACTBEHHbLIX NMOWAAKaxX U pasHbIMY NPOM3BOAMTENSIMU.
Kaxpass ctagnss [oSbkHa BbIMOMHATECA B COOTBETCTBMM C  TpebOBaHWSIMU  MPOMBILLSIEHHOTO pernaMeHTa,
TpeboBaHuAMM HacToAwmMx [MpaBMn M MHBIX HOPMATMBHBIX MpaBOBbIX akToB Poccuickon Pepepaumm.
YNONMHOMOYEHHOE NULLO, OCYLLIECTBNSAOLEE NpoLeaypy NOATBEPKAEHUS] COOTBETCTBUS CEPUM FTOTOBOW NMPOAYKLUN
yCTaHOBMNEHHbIM TpeboBaHMAM Nepen ee BbIMYCKOM, JOIMKHO PYKOBOACTBOBATLCH Yka3aHHbIMU TpeboBaHUAMM.

8. (3.2) Ha npaktuke ogHO YMOMHOMOYEHHOE MULUO MOXET He 3HaTb OCODOEeHHOCTEeM Kaxgoro artana
Npou3BoACTBa. YMOMHOMOYEHHOE NMLO, KOTOpPOEe MOATBEPXAAaeT COOTBETCTBME CEpMM FOTOBOM MPOAYKLMUW, MO
OTOEeNbHbIM BOMpPOCaM MOXET ONMpaTbCs Ha 3aKMOYeHUs APYrux YMNOMHOMOYEHHbIX vy, B Takux cnyyasx
YNOSTHOMOYEHHOE NUNUO AOMKHO ObiTb 3apaHee yBEpeHO B HAAEXHOCTU 3TUX 3aKIOYeHWUWA, UCXOAS M3 FIMYHOTrO
onbiTa UNM Ha OCHOBaHUW MNOATBEPXKOEHMWS, MOMYYEHHOrO OT APYrMX YMNOTHOMOYEHHbIX NL, BHYTPU YCTaHOBIIEHHON
CMCTEeMbI KavyecTBa.

9. (3.3) lNMpu BbINONHEHUN OTAENbHLIX CTaAWA NPOM3BOACTBA B APYroi CTpaHe aHanormyHble TpeboBaHus K
COOTBETCTBMIO NPOM3BOACTBA M NMPOBEAEHNIO KOHTPONS KaydecTBa NPeabsaBnAOTCA U K y4acTHMKY NPON3BOACTBA B
3TOM cTpaHe. B 3ToM cny4ae npOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB TakKkKe [OOMMKHO OCYLLIECTBNATLCA B
COOTBETCTBMU C TpeboBaHWAMM perncTpauuoHHoro gocke. [MpousBogutenb [OMKEH MMETb JULEH3UKO Ha
OCYLLECTBIEHNE CBOEN OEATENbHOCTM B COOTBETCTBMU C 3aKOHOM CBOEW CTpaHbl W BbINOMHATL TpeboBaHus
HacToswmx MpaBun unmn Npaeun Hagnexawero Npou3BoACTBa JIEKAPCTBEHHLIX CPEACTB, TpeboBaHMA KOTOPbIX HE
HUXe, YeM TpeboBaHus HacTosAwmx [Npasun.
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IV. OBIUME TPEBOBAHWA (4)

10. (4.1) PasnuyHble ctagum (3Tanbl) NPOUM3BOACTBA, BBO3a, KOHTPONSA M XpPaHEHUs OAHOW U TOWN Xe cepumn
roTOBOW MPOAYKLMM Nepes ee BbiNMyCKOM MOryT OCYLLECTBNATLCA Ha pasHbiX NPOU3BOACTBEHHbLIX Mrowagkax. Bece
3TV NPOM3BOACTBEHHbIE MMOWAAKMA AOMMKHbI ObiTb NUUEH3NPOBaHbI U OOIMKHBI OCYLLECTBNATL AESATENbHOCTb Nog
KOHTpONeM, Mo KpavHen Mepe, OAHOro YNOSTHOMOYEHHOro nuvua, nogTBepXaaroLlero CooTBETCTBME 3TOW cepuu
YyCTaHOBMEHHbIM TpeboBaHMAM [0 ee Bbinycka. OgHako Haanexallee MNpPOM3BOACTBO KOHKPETHOW cepumn
NPOAYKUMN HEe3aBUCUMO OT YMUCra 3afeNCTBOBaAHHLIX MPOU3BOACTBEHHbLIX NMOWAAoK AOMKHO HaxXOAUTbLCA MoA
06LWMM Hag30pOM YMOIHOMOYEHHOrO Nvua, MOATBEPXKAAMLWEro COOTBETCTBME ITOW CEepuu roTOBOW MpOJyKLUUW
yCTaHOBMEHHbIM TpeboBaHMAM nepes BbiMyCKOM.

11. (4.2) PasnnyHble cepuu NpOAYKUMW MOTyT NPOU3BOAUTLCA UMW UMMOPTMPOBATLCS W BbiNycKaTbCs B
pasHblIX CTpaHax, umewwmx cornaweHune ¢ Poccuinckon depepaumeir 0 B3aUMHOM MNPU3HAHMM  YCIOBUM
npousBoacTBa u peanu3auyun. [Npu 9TOM NMLO, HA MMSA KOTOPOro BblAaHO PerncTpaumoHHOEe YOOCTOBEpeHue, a
Takke kaxgas Npou3BOACTBEHHAdA Nnollagka, MMerLasa npaBo Ha BbIMYCK CEpUU NMPOAYKUMU, OOSPKHbI UMETHL B
CBOEM pacrnopskeHuuM TOYHOEe YyKasaHue agpeca Mnollaku, Ha KOTOpow Obina BbiNyLleHa KOHKpeTHas cepus
npoaykuun, n nHdopmMaumio o6 ynoriHOMOYEHHOM NuLe, OTBETCTBEHHOM 3a MOATBEPXAEHUE COOTBETCTBUSI €€
KadyecTBa yCTaHOBMNEHHbIM TpeboBaHNAM.

12. (4.3) YnonHOMOYeHHOE 5nMuUO, MOATBEPXKAALLIEE COOTBETCTBME CEPUMM TOTOBOW MPOAYKLUK
YyCTaHOBMEHHbIM TPpeboBaHUSAM nepeq BblAayen paspelleHnsi Ha BbIMYCK, MOXET OCHOBbLIBaTb CBOE pELUeHME Ha
NNYHOM 3HaHMM BCEX MCMOMb3yeMblX B MPOW3BOACTBE MOMELLEHUA M MPOLLeCcCoB, OMblTa y4yacTBOBaBLUIEro B
NpovM3BOACTBE MepcoHana W NPUMEHSEMON CUCTEMbl KayecTBa, B paMKax KOTOPOW OCYLLECTBMSETCS
NpOM3BOACTBO. YKa3aHHOE YMOMIHOMOYEHHOE JTMLO MOXET TakkKe ONMpaTbCs Ha 3akrioYyeHUe CO CTOPOHbI OOHOro
unu 6Gonee yNoNMHOMOYEHHbIX IML, O COOTBETCTBUM MPOMEXYTOUHbIX CTafui NPOU3BOACTBA YCTAHOBMNEHHbLIM
TpeboBaHusM.

13. Takoe 3aknioveHue, BblgaBaemMoe APYrMMWU YMNOFHOMOYEHHLIMU NUUAMW, OOIMKHO OblTb OopMMeHo
OOKYMEHTanbHO 1 JOMKHO YEeTKO onpenenaTe npeameT NoATBepXaeHns cooTBeTcTBus. [opagok nogTBepXaeHust
OOIMKeH ObITb 0POPMIEH LOKYMEHTAIBHO.

14. (4.4) Tllopagok noATBEPXOEHWs, YKasaHHbld B nyHkTe 13 Hactoswero [lpunoxeHus, AOMKeH
cobnogatbCa BO BCeX CrydasiX, Korga YMONHOMOYEHHOE fWLUO OMuMpaeTcsi Ha  3akrioveHwe Opyroro
YMOMHOMOYEHHOro nuua. Takon JOKYMEHT [OIDKEH COOTBETCTBOBATb MOMOXEHUAM, NPeSYCMOTPEHHbIM MyHKTaMu
237 - 255 Hactosiwmx [lpaBun. YNonMHOMOYEHHOE NULUO, MNOATBEPXAatollee COOTBETCTBME CEPUN FOTOBOM
NPOAYKUUN YCTAHOBIEHHLIM TPEOOBaHWUSIM, JOIMKHO rapaHTMPOBaTb BLINOMHEHNE MEPONPUSTUN, ONPEeAEeNeHHbIX B
YKa3aHHOM JokymeHTe. ®dopma [OOKyMeHTa, B KOTOPOM W3MOXEH MOPSAOK MNOATBEPXKAEHUs, [OOSDKHA
COOTBETCTBOBaTb B3aMMOOTHOLUEHWSIM CTOPOH. Hanpumep, Takon [OKYMEHT MOXeT NpeacTaBnsiTb cobon
CTaHOaPTHYH OMEpPaLMOHHYHO MpoLeaypy NpoM3BOaUTENS UAM SOrOBOP MeXAy pasfnnyHbiMU NMPOU3BOAMTENSMMU,
OaXe ecriv OHW BXOOAT B OOHY M TY e rpynny KOMnaHun.

15. (4.5) YkasaHHbIA OOrOBOP Mexay npou3BoautTensdmu BknodaeT B cebsa 006s3aTenbCTBO CO CTOPOHbI
nocTaBLiuKa HepacaCoBaHHOIO WU MNPOMEXYTOYHOrO MPOAYKTA CTaBUTb B WM3BECTHOCTb nonydartens(en)
npoaykuum ob0 BCeX OTKIOHEHUsIX, pe3yrnbTaTax, BbIXOASALWMX 33 paMKu cneundukauun, HecoOTBETCTBUSAX
TpeboBaHuaAM HacToswmx [MpaBwn, paccnefoBaHUSAX, MPETEH3UAX WNW OpYrMx COObITUAX, KOTOPbIE [OIDKHO
NpUHMMaTb BO BHUMaHWe YMNONTHOMOYEHHOe nULO, OTBETCTBEHHOE 3a NoATBepXAeHWe COOTBETCTBUS Ccepun
roTOBOM NPOAYKLUUN BCEM YCTaHOBIEHHLIM TpeOoBaHMAM.

16. (4.6) Ecnn ana gokymeHTansHoro oopmMmneHns NoaTBEPXKAEHUSI COOTBETCTBUS U Bbldayn paspeLleHust
Ha BbIMYCK CEpUM MPOAYKUMM MCNOMNb3YHT KOMMbIOTEPU3UPOBAHHYIO CUCTEMY, Heobxoaumo obpatute ocoboe
BHUMMaHWE Ha BbINONHEHWEe TpeboBaHun, npeaycMoTpeHHbIX MpunoxeHmem N 11 k HacToswwmm MNpasBunam.

17. (4.7) Tllpun HanmuMumm NOATBEPXKAEHUS COOTBETCTBMA CEpUM TFOTOBOW MPOAYKUUW, BblAaHHOIO
YMNOSTHOMOYEHHbIM NULOM, He TpebyeTcs NOBTOpeHMs 3TOW Mpouedypbl B CTpaHax, umetwowmx ¢ Poccwuiickon
depepaumen cornaweHme o B3aMMHOM MPU3HAHUN pe3ynbTaToB NOAOOHONM NpoLenypbl.

18. (4.8) BHe 3aBUMCUMOCTU OT KOHKPETHbIX MEPONPUSATUA MO MOATBEPKAEHWIO COOTBETCTBMSA W BbIMYCKY
Ccepuii OOIPKHa CyllecTBoBaTb Mnpoueaypa ObiCTPOro BbISIBNEHUSA M OT3blBa BCEW NPOAYKLMMW, KOTOpasi MOXeT
npeacTaBnsiTb ONAacHOCTb Ansi noTpebutenen.

V. NMPOBEJEHNE VICI'II:IIAHI/II?I W BbINYCK CEPUN MPOOYKLNN,
NMPON3BEOEHHOW B POCCUNCKOW ®EOEPALINA (5)

19. (5.1) B cnyyae ecnv npou3BOACTBO PacrofioKEeHO Ha OOHOW JNULEH3MPOBAHHOM MPOWU3BOLACTBEHHOWM
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nnowagke:

Ecnn Bce ctagun npousBoacTBa M KOHTPOMS OCYLLECTBASIOTCA Ha OOHOW NPOWM3BOACTBEHHOW nnoliagke,
BbINOMHEHNE OTAENbHbIX MPOBEPOK W KOHTPOMbHLIX Onepauuin MoOXeT ObiTb nepefaHo ApyrMMm  nvuam.
YNONMHOMOYEHHOE NULO 3TON MPOU3BOACTBEHHOW Nnowagkv, NOATBEpXAalollee COOTBETCTBME CEpUWN roTOBOW
npoayKuun, obblMHO HECET NepcoHarnbHYH OTBETCTBEHHOCTb 3a L4OCTOBEPHOCTb PE3YNbTaToOB MPOBEPKU B paMKax
YCTaHOBMEHHOW CcUCTEMbI KayecTtBa. OOHaAKO YMOMMHOMOYEHHOE NNLO MOXET MpUMHUMaTb BO BHMMaHWE Takke
3aKMYEHNST O COOTBETCTBUM YCTAHOBIEHHbIM TPEeOOBaHUSM MNPOMEXYTOYHbLIX CTadui, BblAaHHbIE OPYTUMWU
YMNOMHOMOYEHHbIMW NLAaMKN Ha 3TOW NoLaaKke, KOTopble HECYT OTBETCTBEHHOCTb 3a 3TU CTaaun.

20. (5.2) B cny4yae ecnuv pasnu4yHble cTagny NpOU3BOACTBA BbIMOMHATCS Ha pa3HbiX NMPOU3BOLCTBEHHbIX
nnoLiaakax ogHOro NponsBoanTens:

Ecnu pasnnyHble cTagumn nponsBoACTBa CepyM MPOAYKLUMM OCYLLECTBNSAOTCHA Ha pasHbIX NPOM3BOACTBEHHbIX
nnowagkax B npeaenax ogHoW opraHm3aumm (He3aBMCMMO OT TOro, PacnpoCTPaHSAETCH NN Ha HUX OOHa U Ta Xe
NVLEH3NS Ha NPOM3BOACTBO NEKAPCTBEHHbLIX CPEACTB UMW HET), TO YNONHOMOYEHHOE NULIO AOMKHO OTBeYaTb 3a
Kaxxgylo ctaguio npomssofcTsBa. [MoaTBepxaeHWe COOTBETCTBMSA CEepuM FOTOBOW NPOAYKUMM YCTAHOBIIEHHbLIM
TpeboBaHMAM [OOSDKHO  BbIMOMHATHCS  YNOMHOMOYEHHbIM  NMLUOM  MpOM3BOAUTENS, KOTOpoe nmbo Hecet
nepcoHanbHyl0 OTBETCTBEHHOCTb 3a BCe CTaguu MPOM3BOACTBA, MO0 MPUHMMAET BO BHUMAHWE 3aKOYEHUS O
npeaLwecTBYOLWKNX CTaamsaX, caenaHHble YNOoNMHOMOYEHHbIMY NLaMn, OTBETCTBEHHbIMU 3a 3TU CTaauu.

21. (5.3) B cny4ae ecnu HeEKOTOpblE NMPOMEXYTOYHbIE CTaany NPOU3BOACTBA OCYLLECTBIIATCA MO AOrOBOPY
Opyron opraHusauuen:

OpHa vnu Gornee MPOMEXYTOYHbIX CTaguMi MPOU3BOACTBA M KOHTPOMsS KayecTBa MOTYT BbIMOMHATLCA B
Opyron opraHusauumm nNo OOroBopy B COOTBETCTBUWM C MOSIOXKEHUAMU, NPeayCMOTPEHHbIMU nyHkTamu 237 - 255
HacToAwmx [lpaBun. YNONMHOMOYEHHOE NUUO 3aka3dMka MOXET MpuHMMaTb BO BHUMAHWE 3akryeHue
YNONTHOMOYEHHOIO fnula UCMNOMHUTENS O COOTBETCTBYHWLIENW CTaauuM, HO OHO HeceT OTBETCTBEHHOCTb 3a
obecneyeHne TOro, 4To 3Ta paboTa BLINOMHAETCS B COOTBETCTBMM C ycrnosBusMn gorosopa. [loarBepxaeHue
COOTBETCTBMA CEpPUM TOTOBOW NPOOYKUMU  YCTAHOBMEHHbIM TpeboBaHWSIM OOIMKHO ObiTb  BbIMNOSTHEHO
YMOMHOMOYEHHbBIM NIULIOM NPOU3BOAMTENS, OTBETCTBEHHOIO 3a BbIMYCK CEPUM NPOSYKLUN.

22. (5.4) B cniyyae ecnu 13 cepum HepacdacoBaHHOW MPOAYKLUMM HA pa3HbiX NPON3BOACTBEHHbIX NioLwankax
NpoOu3BOOATCA HECKONbKO CEepui FOTOBOW MPOAYKUWMW, KOTOpble BbIMYCKAKOTCA Ha PbIHOK HA OCHOBaHWWM OOHOro
perncTpaumoHHOro YaoCTOBEPEHUS:

a) (5.4.1) YnonHomMo4eHHOE NULUO NPOU3BOANTENS, UMEIOLLLEro NULEH3NI0 Ha MPOM3BOACTBO fleKapCTBEHHbIX
CPeAcCTB, BbiMyckatollee cepuio HepacacoBaHHOW MPOAYKUMK, MOXeT NoATBEpPXAaTb COOTBETCTBME BCEX Cepuin
roToBOM MpoayKkuuu nepen wx BbinyckoM. B aTtom crnydae ynonHoModeHHoe nuuo nmbo OepeTr Ha cebs
nepcoHanbHyl OTBETCTBEHHOCTb 3a BCe CTaauv NPOM3BOACTBA, NMMOO NPMHMMAET BO BHWMAaHMe 3aKkMioYeHus B
OTHOWEHMM cTagum acoBkn U (MNK)  YNAKOBKW, BbIOAHHbIE  YMNOMHOMOYEHHBIMU  NMUAMK  MAOLWAfoKk,
OCYLLECTBMAAIOLLMX 3TU CTaguu;

0) (5.4.2) [JonyckaeTcs Takke nNoATBEPXOEHWE COOTBETCTBUS KaXOoW Cepuum rOTOBOW MNPOAyKUMM [0
MOMEHTa €€ BbIMycka YNOSTHOMOYEHHbIM NNLIOM NPOU3BOAUTENS, KOTOPbIN BbIMOMHWI 3aKMOYMTENBHYIO onepaumio
dacoBkn n (unu) ynakoBku. B aTom cnyvyae ynonHOMOYeHHoe nuuo nunbo GepeT Ha cebsa nepcoHanbHYH
OTBETCTBEHHOCTb 3a BCe CTaguu Mpomu3BoACTBa, MO0 MPUHMMAET BO BHMMaHMe 3akfiovyeHne O KayecTBe cepuw,
nony4eHHoe oT YNONMHOMOYEHHOrO Nuua ¢ MecTa Bblfycka cepun HepacdacoBaHHOW NpoayKLU My,

B) (5.4.3) Bo Bcex cnyyasax opraHusauuv Npou3BOACTBa rOTOBOW MPOAYKUMM B pasHbIX MecTax Ha pasHbIX
NPOU3BOACTBEHHBIX MIOLWaAkax B paMKkax OOHOr0 pPerMcTpauMoHHOro yOOoCTOBEPEHMS OOJMKHO ObiTh onpeaeneHo
OIHO NWLO (Kak NpaBumno, YNonHOMOYEHHOE NULLO NPOM3BOANTENS Cepun HepacacoBaHHON NPoAYKLUKN), KOTOpoe
HeceT MOSHYK OTBETCTBEHHOCTb 3a BbIMYCK BCEX CEPUN FOTOBOW MNPOAYKLWUW, MOMYYEHHbIX U3 OOHOW cepuu
HepacdacoBaHHON NPOAYKUMU. OTO NNLO AOMMKHO 3HaTb O Nobbix Npobnemax, CBA3aHHbLIX C Ka4yeCTBOM obon
Ccepuu rotoBoM MPOAYKUMU, U KOOPAMHMPOBATL OCYLLECTBIIEHNE BCEX HEOOXOAMMBbIX Mep, NpeanpuHUMaeMbiX B
CBSA3M C Hann4ynem npobnembl B OTHOLLEHUM Cepun HepacacoBaHHOW NPOAYKLMM.

HecmoTpst Ha TO, 4YTO HOMepa cepuii HepacacoBaHHOW M rOTOBOW MPOAYKUMM HEeOoOsI3aTeNbHO OOJDKHbI
coBnagaTb, He0b6XxoOuMO AOKyMEHTarnbHO 0POPMUTL CBA3b MEXAy HOMepamy 3TUX Cepuir, YTOObl MOXHO Oblno
obecneuntb NpoOCneXnBaHue nNpu aygnte.

23. (5.5) B cnyyae ecnu 3 ogHoWn cepuu HepacacoBaHHOW MPOAYKLUMM B pasHbiX MECTax Ha pasHbIX
NPOV3BOACTBEHHBLIX MMoLlaakax dacylTcs U (MnM) ynakoBbIBAlOTCA HECKOSIbKO Cepuil roToBOM MpPOAYKUMW,
KOTOpble BbINYCKaOTCS Ha OCHOBaHUU pasHbIX PerMcTpaumoHHbIX YOOCTOBEPEHUIM (YTO UMeeT MeCTO, HanpuMmep,
Koraa TpaHCHauuoHanbHasi KOMMaHus BnageeT HauMOHaNbHbIMW PEerucTpauMoHHbIMU  YOOCTOBEPEHUSMU Ha
nekapcTBEeHHbIV npenapaTt B HECKONbKWUX rocygapcTBax UnnM Npov3BoauTenb BOCMNPOU3BEAEHHbIX NEKapCTBEHHbIX
npenapaToB npuobpeTaeT HepacdacoBaHHbIN NeKkapCTBEHHLIN MpenapaTt, dacyeT u (Mnu) ynakoBbiBaeT €ro, u
BbIMyCKaeT rOTOBbIV fiekapCTBEHHbIV Npenapar No cBoemMy COGCTBEHHOMY permcTpaunoHHOMY yOOCTOBEPEHMIO):
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a) (5.5.1) YnonHomo4eHHOe nuLO NpoM3BOAUTENSA FOTOBOW MPOAYKUMW, NOATBEpXAaloLllee COOTBETCTBME
cepunm roToBOM NPOAYKUUW YCTaHOBMNEHHbIM TpeboBaHusM, MoxeT nnbo B3ATb Ha cebs nepcoHanbHyo
OTBETCTBEHHOCTb 3a BCe CTaauMuM MpousBoACTBa, MO0 OCHOBLIBATLCS HA 3akMlOYeHUM, MOMYyYEHHOM OT
YNOSTHOMOYEHHOIO Nuua NPoM3BOAMTENSA HepacdacoBaHHOW NPOAYKUMM;

0) (5.5.2) Jlobas npobrnema, cBsA3aHHas C Ka4yecTBOM MO0 cepum roTOBOWM MPOAYKUMU, UCTOYHMKOM
KOTOpOM Morfa SBWUTbCA UCXOOHasi cepus HepacdacoBaHHOW Mpoaykumu, [JofkHa ObiTb coobLleHa
YNONTHOMOYEHHOMY fWLy, OTBETCTBEHHOMY 3a MOATBEPXAEHWE KayecTBa ITOW Cepuu HepacdacoBaHHON
npogykuun. Nocne 3aToro ykazaHHOEe YNOSIHOMOYEHHOE NULO OOMKHO MpeanpuHATbL BCce Heobxoaumble OeNCTBUS B
OTHOLLEHMN BCEX CEepui rOTOBOW MpOAyKUWUW, MPOU3BEOEHHbIX U3 OAaHHOW cepumn HepacacoBaHHOW MPOAYKLUMN.
Mopsaok OencTBU B 9TOM CryyYae A0MKeH ObiTb YCTAaHOBMEH B COrMaLLEHNN.

24. (5.6) B cnyyae ecnu cepuio rotToBoW MPOAYKUMWM 3akynaeT M peanuadyeT Npou3BOAUTENb, MMEHOLLMN
NVLEH3NI0 Ha MNpPOU3BOACTBO NEKapCTBEHHbIX CPEACTB B COOTBETCTBUW C COBCTBEHHbIM PErmcTpaunoHHbIM
YAOCTOBEpPEHNEeM (4TO MMeeT MeCTO, Hanpumep, Koraa npousBoauTEnb, NOCTABMSIOWMA BOCNPOM3BEAEHHbIN
nekapCTBEHHbIN npenapar, SBNSeTCA NMUOM, Ha MMS KOTOPOro BblA4aHO PErMcTpauMoOHHOE YOOCTOBEpeHue Ha
nekapCTBEHHbIN npenapart, MpPoM3BOAWMBIN APYrMM Mpou3BoAUTENEM), MU MEepBbl NPOM3BOAMTENb 3akynaet
roTOBYIO NPOAYKLMIO, COOTBETCTBME KOTOPOK elle He Bblno noaTBepXaeHo ee Npom3BOAMTENEM, U BbiMyCcKaeT ee
Ha OCHOBaHUM COOCTBEHHOW fMLEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB U COOCTBEHHOrO
permcTpaumMoHHOro yaoCTOBEPEHMS:

YNONMHOMOYEHHOE MU0 MNPOU3BOAUTENS], 3aKynalLwero MpogykuMo M He MMELWero [OKYMeHTalbHbIX
pe3ynbTaToB MOATBEPXOEHUS €e COOTBETCTBUSA, AOIDKHO CamMO MNOATBEPAWUTb COOTBETCTBUE YCTAHOBIIEHHbLIM
TpeboBaHMAM 3TOM Cepuum TOTOBOW MNPOAYKUUW nepen €ee BbiMyckom. [lpy 3TOM YNOMHOMOYEHHOE IULO
3aKynaoLlero npov3BoAuTENd MpUHUMaeT Ha cebs OTBETCTBEHHOCTb 3a BCe CTaauuM NPOM3BOACTBA MNU
OCHOBbIBaeTCH Ha 3aKMnYeHnm o} KayecTBe cepum nNpoAyKuun YNONTHOMOYEHHOTO niua
npou3soauTens-nocTaBLUuKa.

25. (5.7) B cnyyae ecnu nabopatopusi KOHTPONsS KavyeCcTBa NeKkapCTBEHHbIX NMpenapaTtoB U NPou3BoaUTENb
ABMSOTCA pa3HbIMX OpraHn3aumsamn:

YnonHoOMoO4YeHHOe nuuo, noaTreBepXdallee COOTBETCTBME CepuMM FOTOBOW MPOOYKUWW YCTAHOBMEHHBIM
TpeboBaHMAM, MOXET NPUHATbL Ha cebA OTBETCTBEHHOCTL 3a NabopaTopHbIe UCNbITaHWs, NPOBeAEHHbIE NOAOGHOW
nabopaTtopuen, unu ydnTbiBaTb NOATBEPXKOEHME B OTHOLUEHMMW UCMBITAHWIA, Bbi4AHHOE OPYIMM YMONTHOMOYEHHbIM
nvuoM. [pu OTCYTCTBMU TaKOro MOATBEPXKAEHUS YMNOMHOMOYEHHOE §WLO [AOMKHO 3HaTb paboTy [aHHON
nabopatopun U METOAMKW, NMPUMEHSAEMbIE B HEW ONA MOATBEPXOEHUS COOTBETCTBUSI KadecTBa LAHHOM FOTOBOM

MPOAYKLMN.
VI. OBASBAHHOCTW YNONHOMOYEHHOI O JIMUA (6)

26. (6.1) Nepea ocyLwiecTBNEHMEM NpoLEAYPbl NOATBEPXKAEHUA COOTBETCTBUS CEPUM TOTOBOW NPOSYKLUM A0
MOMEHTa €€ BbINyCKa YMOMHOMOYEHHOE NUUO AOMKHO ybeauTbCsl, B YACTHOCTWU, B BbIMOMHEHUM CREeayLmnX
TpeboBaHuii:

a) (a) cepusa rotToBoOW MPOAYKLMM U NPOLIECC €€ NPOU3BOACTBA COOTBETCTBYIOT MOMOXEHUSIM HOPMAaTUBHbIX
OOKYMEHTOB;

0) (b) cepusa rotoBow NpogykuMy NponsBedeHa B COOTBETCTBUU € TpeboBaHnaMM HacToswmx MNpasun, a gns
cepun NpogyKumnm, UMNOPTUPYEMON U3 APYrMX CTPaH - B COOTBETCTBUM C NpaBunamMvn Haanexallero npovM3BoacTea
nekapCTBEHHbIX CPeACTB, Mo KparHen Mmepe, TpeboBaHUSA KOTOPbIX HE HXKe, YeM TpeboBaHua HacTosAwmx Mpasunm;

B) (C) OCHOBHble NpoLecchbl MPOM3BOACTBA M METOAbl KOHTPONS BanvMAMPOBaHbI, YYTeHbl (hakTU4eckue
YCITOBWSI MPOU3BOACTBA M LOChbE Ha CEPUI0 MPOAYKLINN;

r) (d) nobble OTKNOHEHUS NN 3anTaHNPOBAHHbIE U3MEHEHUST B TEXHOJTOMMYECKOM NMPOLECCe UM KOHTPOrse
KayectBa Obinv  yTBEPXAEHbI  NUUAMM, MMEKLWUMKM  HEoOXOAMMbIE  MOJSIHOMOYMSI, COOTBETCTBYHOLLUN
YMOMHOMOYEHHbIN oefeparnbHbii OpraH UCMOSTHUTENBHOWM BNAcTX OCBEAOMIIEH O NMOOLIX U3MEHEHUSX, TPEOYOLLMX
BHECEHMS U3MEHEHUA B PErncTpaumMoOHHOE OOCbe UMW NINLEH3UK Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPeACTB, U
Nofny4eHo paspeLleHne ynofiHOMOYEHHOro defeparnbHOro opraHa WCMNOSHUTENBbHOW BNacTU Ha BHECEHME TaKuX
N3MEHEHWUI;

4) (e) npoBefeHbl Bce HeobxoanMble NMPOBEPKN U UCTbITAHUSA (B TOM YMUCIe OOMOSHUTENbHLIN O0TOOp Npob,
WHCMEKTMPOBAHWNE, NPOBEPKU U UCTbITAHUS, BblI3BaHHbIE OTKMOHEHUSAMM B TEXHOMOMMYECKOM MpoLiecce UnvM BBUAY
NNaHoOBbIX U3MEHEHU);

e) (f) AoKymeHTaumMs No NPoM3BOLACTBEHHOMY MPOLECCY U KOHTPOSIO KayecTBa COCTaBlieHa WM yTBEpPXAEHa
nepcoHanom, MMeLM HeobxoanmMble NOTHOMOYMS;

X) (g) BCe ayauTbl NpoBeAEeHbl B COOTBETCTBMM C TpeOOBaHNSIMU CUCTEMBI 06EeCNeYeHns: KayecTBa;
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3) (h) NpuHATBI BO BHMMaHue Bce (hakTopbl, KOTOPbIE, MO MHEHWUI0 YMNOMHOMOYEHHOIO Nuua, SABMSKTCS
CYLLIECTBEHHbIMU 41181 KaYecTBa AaHHOW Cepum NPoayKL MK,

27. YNOMHOMOYEHHOE muUO MOXeT UWMeTb [OMOfHWUTENbHble 0083aHHOCTM B COOTBETCTBUM C
3akoHopatensctBoMm  Poccuiickorn  depepaumn  unu - JOMMKHOCTHBIMWM - UHCTPYKUMAMK,  YTBEPXKAEHHbIMU
Npou3BoauTENEM.

28. (6.2) YNONMHOMOYEHHOE NLO, NOATBEPXAALEE COOTBETCTBME NMPOMEXKYTOUYHOW CTagmMu NPOU3BOACTBA
B COOTBETCTBMM C nNyHkTamum 12 - 13 Hactoswero [MpunoxeHus, BbINOMHSAET 00A3aHHOCTW, aHanornyHble
0053aHHOCTSIM, YKa3aHHbIM Bbille, MO OTHOLLEHMWIO K 3TOW CTagun.

29. (6.3) YnonHoMo4eHHOe N1LO AOMMKHO NoaAepKMBaTb CBOK KBaNM@UKaLUMIO Ha COBPEMEHHOM YPOBHE B
CBeTe JOCTWKEHWUA Hay4YHO-TEXHUYECKOro Nporpecca u y4nTbiBaTb M3MEHEHUS B CUCTEME YNpPaBEHUs] Ka4eCTBOM,
UMeKLLMe OTHOLWEHME K MpOAyKLMM, COOTBETCTBME KOTOPOW YCTaHOBMNEHHbIM TpeboBaHuaAM noaTBepxaaeT
YNOMHOMOYEHHOE NnLLO.

30. (6.4) Npu nNpuBReYeHNM YNOMHOMOYEHHOro nuua K MNOATBEPXOEHUI0 COOTBETCTBUSA CEpUM NPOOyKLMMU,
KOTOPYK OH 3HaeT HedoCTaTOYHO (Hanpumep, NpyM OCBOEHUM HOBOrO BMAA NPOOYKLMU WNW NPU nepexode Ha
apyroe npegnpusitue), YMOfTHOMOYEHHOE INUUO AOMMKHO MOMNydYnTb COOTBETCTBYIOLWLME 3HAHWS U ONbIT,
HeobxoauMble A58 BbINOMHEHNST 3TUX 06A3aHHOCTEN.

31. B CcOOTBETCTBUM C HOpMATUBHLIMK MpaBOBbIMW akTamu Poccunckon degepaumm Ha ynosIHOMOYEHHOE
nmuo  MoxeT ObiTb  BO3MNoXeHa 0053aHHOCTb  YBEOOMMATH  YMOSIHOMOYEHHbIW  dbeaepanbHbll  opraH
NCMNOMHUTENbHOW BNAcT O TAaKOM U3MEHEHNW, YTO MOXET NoTpeboBaTb NOBTOPHOM aTTecTaunm.

VII. TEPMWHbI N ONPEOENEHWA (7)

32. [na uenen HacTosiwero MNpunoxeHns Kpome TEPMUHOB M onpedeneHvi, npeaycMoTpeHHbIx rnason |l
HacToswmx [NpaBun, NCNONbL3YTCA Takke CreayLme OCHOBHbIE MOHATUS:

OLEeHKa COOTBETCTBMS CEpMM FOTOBOW NPOAYKUMM - OOKYMEHTanbHoe OdOpMIeHne COOTBETCTBUSA Cepun
roTOBOM NPOAYKLUUN YyCTaHOBMNEHHbIM TpeboBaHaM A0 ee Bbinycka;

NOATBEPXKAEHNE - MNOAMMCaHHOE CBUAETENbCTBO TOrO, YTO MPOLECC WM MUCNbITAHWS BbINOMHEHbI B
COOTBETCTBUM C TpeboBaHmAMM [IpaBun opraHnsauuv NpPOM3BOACTBA WM KOHTPONSA KayecTBa JleKapCTBEHHbIX
cpeacts u TpeboBaHUSIMM, yCTaHOBMEHHBIMU NPY rOCyAapCTBEHHOW permcTpauun, cornacoBaHHoOe B NMMCbMEHHOM
dopme C YNoMHOMOYEHHBIM fIULIOM, OTBEYalLMM 33 OLEHKY COOTBETCTBUSI CepuM roTOBOM MpOAyKUMM OO ee

BbIMyCKa;
cepuA roToBOW npoaykuumn - cepua npoaykunum B OKOHYaTesbHON ynakoBKe, roToBas K BbIMYCKY;
cepuA HepaC(*)aCOBaHHOVI npoaykumn - cepud npoaykumm - yCtaHOBJIEHHOro npu perncrpauum

nekapcTBEHHOro npenaparta pasmepa, rotoBasl K (hacoBKe, OKOHYATENbHOW YyMakoBKe, NMMOO Haxoaswasica B
WHOVBMAYArbHbLIX ~ YMakoBKax W rotoBasl [Ansl  KOMMMEKTOBaHMS  OKOH4YaTeslbHbIX  ynakoBok. Cepusi
HepactacoBaHHOW NPOAYKUMM MOXET cofepXkaTb, HanpuMmep, XUAKWMA HepacdacoBaHHbIA MPOAYKT, TBepable
rnekapcTBeHHble POpPMbI (TaBGNEeTKN UMK Kancyrbl) UMM HAaNOJHEHHbIE aMnyrbl;

cornawleHne O B3aVMHOM MPU3HAHUM - COrMalleHne O B3aMMHOM MPU3HAHWM MHCMEKLMA CO CTpaHoW, B
KOTOPOW Npon3BOASTCS (M3 KOTOPOW MOCTaBMSAOTCSA) BBO3VMbIE JIeKapCTBEHHbIE CpecTBa.

Mpunoxexne N 17
K lNMpasunam Hagnexawen
NPOV3BOACTBEHHOW NPaKTUKN

BbIMYCK MO MAPAMETPAM
1. MPUHLIMM (1)

1. (1.1) Beinyck no napameTpam - 3TO CUCTEMa BbiNycka MPOAYKLMMW, rapaHTUpyloLlas, 4To nNpoaykuus
obnapaet TpebyeMbiM kayecTBOM, Ha OCHOBaHUW MWHopmauun, NONy4eHHOW BO BPEMSI NMPOM3BOACTBEHHOMO
npouecca, a Takke Ha OCHOBaHMM COOTBETCTBUS onpedeneHHbiM TpeboBaHMaM HacToswmx [pasun,
OTHOCSILLMMCS K BbIMYCKY MO napameTpam.

2. (1.2) Bbinyck no napameTpaM [OOJDKEH yOOBNETBOPSATb OCHOBHbIM TpeboBaHusM Hactoswux [lpaBwun,
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BKIOYasi COOTBETCTBYIOLME [TPUNOKEHNA K HUM U U3NOXEHHbIE HIDKE TpeboBaHus.
[l. BbIMYCK MO NMAPAMETPAM (2)

3. (2.1) MpoBeneHne BCEOOLEMIIOWENO KOMMIEKCA MPOBEPOK W KOHTPONsS MapaMeTpoB B npouecce
MPOM3BOACTBA MOXeT oGecneynTb 6oree BbICOKYIO rapaHTUI0 COOTBETCTBUSI TOTOBOM MPOAYKUMM cneuudmkauum,
YeM WCMbITaHWsl TOTOBOW MPOAYKLIMM.

4. (2.2) Bbinyck no napameTpam MOXeT OblTb paspelleH B OTHOLIEHUM HEKOTOPbLIX CcreumarnbHbIX
napameTpOB B KayecTBe anbTepHaTVBbl TPaaULMOHHOMY UCMbITAHUIO FOTOBOWM NpodyKkumun. PaspeluaTtb BbiNyck Mo
napameTpam, OTKa3blBaTb B HEM UIM aHHYNMPOBATL PaspeLLleHMe Ha BbiMyCcK MO NapamMeTpam OOMKHb COBMECTHO
[AOSMKHOCTHBIE N1LA YNONHOMOYEHHbIX dheaeparbHbIX OpraHoB UCMOMNMHUTENBHOWM BRACTU, B KOMMNETEHLMIO KOTOPbIX
BXOOMT OLIEHKa NpoayKUUM Npu pernctTpauum u nposeaeHne MHCNekumin no cobnogeHnto Hactoawmx Mpasun.

1. BLIMYCK MO MAPAMETPAM ON151 CTEPUIIBHOW MPOLYKLNU (3)

5. (3.1) NyHktammn 5 - 21 HacTosAwero MNpunoxeHus yctaHoBNeHbl TpeboBaHUA K BbIMyCKy No napameTpam
roToBOM MpoayKkuun 6e3 NpoBeAeHUst UCTbITaHWUA Ha CTEePUNbHOCTb. VCKNIOYEHWE UCMbITaHWA Ha CTEPUIbHOCTb
ABMNSIETCA MPaBOMEPHbIM TOMBKO MPWU HanuM4yMM YCMEeLHOro NoATBepXOEeHMs TOro, YTO 3apaHee YCTaHOBJIEHHbIE
YCNOBUSA Npu Banugaumm npowecca ctepunmusauum obinm JOCTUTHYTHI.

6. (3.2) VicnblTaHnsa Ha CTEPUNBHOCTb NO3BONSAT 06HAPYKMUTb TONBKO 3HAYMTENbHbIE HAPYLLEHNSI B CUCTEME
obecneyeHns CTEPUIbHOCTMU.

7. (3.3) Bbinyck no napameTpam [JOMyckaeTcA TOMbKO B TOM Chy4vae, ecnu napameTpbl npouecca
cTepunu3aunm cepuu NPOAYKLUUW rapaHTMpYlOT, YTO BanuaMpPOBaHHbIA Npouecc cTepunu3aumm obecneyvnsaeT
CTEPUIIbHOCTb NPOAYKLUM.

8. (3.4) Bbinyck no napameTpam AOMycKaeTcsl TOMbKO AMsl NIEKapCTBEHHbIX NpenapaTtoB, noAriexaliux
PUHULLHON CTEpUnIM3aunm B NEPBUYHON YNAKOBKE.

9. (3.5) [Ona Bbinycka no napameTpam MOryT ObITb pacCcMOTPEHbl MEeToAbl CTepunuM3auuu,
npegycmaTtpuBatolie B COOTBETCTBUM € TpeboBaHusaMu TocyaapcTBeHHon dhapmakonen Poccuiickon ®epepaumm
Mcnonb3oBaHWe Napa, Cyxoro Xapa u MOHU3NPYIOLLETO U3MNyYEHHS.

10. (3.6) Bbinyck no napameTpam He NPUMEHSAETCSA MpU MPON3BOACTBE COBEPLUEHHO HOBbIX NEKAPCTBEHHbIX
npenapaToB, Tak Kak y4OBMNEeTBOPUTENbHbIE pe3yNnbTaTbl UCMbITAHWI HA CTEPUIIBHOCTL B TEYEHME ONPEeAENEHHOro
nepuoga BpeMeHU SIBMSOTCS YacTbio KpUTEpUEB MpuemnemMocTu. B oTaenbHbIX criyyasix JaHHble UCMbITaHUS Ha
CTEPUIBHOCTb, YKe MMEeKLLMecs s OpYrMx npenapartoB, MOXHO CYMTaTb JOCTAaTOYHbIMK AN HOBOrO npenapara,
B KOTOPbIA BHECEHO TOMbKO HEe3HaYMTENbHOE M3MEHEHMNE C TOYKM 3peHUs 06ecneyeHms CTEPUITbHOCTM.

11. (3.7) HeobxoaMmo NpoBOANTL aHanNM3 pUCKOB CUCTEMbl 0BecneYvYeHnsi CTEPUNbBHOCTU, HanpaBfeHHbIN Ha
OLIEHKY pUCKa BbINyCka HECTEPUIIBHOM NPOAYKLUMN.

12. (3.8) [peabigywun onblT paboTbl NPOM3BOAMTENS NEKAPCTBEHHbIX MpenapaToB  AOIDKEH
CcBMOeTENbLCTBOBaTb O COOTBETCTBUM €ro Npon3soacTea TpebosaHmam HacToawmx Mpasun.

13. (3.9) Npwn oueHke cooTBETCTBUS NPOM3BOACTBa TpeboBaHMAM HacTosAWwmMX MpaBun AOMKHbI Y4UTbIBATHCA
BbISIBIIEHHbIE Cly4YauM HapyLUeHWUs1 CTEPUNBHOCTU MPOAYKUUK, a Takke pe3ynbTaTbl UCMbITAHUIA Ha CTEPUITbHOCTb
OaHHOTO NlekapCTBEHHOTO MpenapaTa C TOYKM 3pEHUS NIEKapCTBEHHbIX NPenapaToB, CTEPUNU3YEMbIX TaKUM Xe UIn
aHanorm4HbIM crnocooom.

14. (3.10) YyacTtok npou3BoACTBA W CTEpUNM3auun AOMmKeH ObiTb obecrneveH KBanMPUUUPOBAHHBLIM
WHXEHEPOM, MMEILLIMM ONbIT padoTbl N0 0OECMNEYEHUIO CTEPUINIBHOCTU, U KBANU(ULMPOBAHHLIM MUKPOGUONOroMm.

15. (3.11) PaspaboTka 1 nepBuyHasi Banugauus npogykta OOSMKHbI obecneumBatb, YTO Mpu cobnoaeHumn
BCEX COOTBETCTBYIOLLMX YCNOBUA OyaeT BbinycKaTbCA NPOAYKLMS OAMHAKOBOrO KayecTBa.

16. (3.12) Cwucrtema KOHTPONSA W3MEHEHMW [OIDKHA npedycMatpuMBaTb WX aHanu3 MepcoHanom,
obecneynBaOLLM CTEPUITBHOCTb.

17. (3.13) Heobxogumo opraHn3oBaTb CUCTEMY KOHTPONSA MUKPOOHOW KOHTaMuHauum neKapCTBEHHOMO
npenapaTa nepea crepunusaumen.

18. (3.14) [domkHa ObITb MCKMNOYEHA BO3MOXHOCTb MepenyTbiBaHUA MpoOayKUUW, Mpowenwen u He
npowewen crepunusaumio, 410 obecnednBaeTcss nyTeM (U3NYECKOro pasgeneHuss NpoAyKUuMU — UIn
NCMNOMb30BaHWEM 3MEKTPOHHbBIX CUCTEM, NPOLUEALLNX Banugauuto.

19. (3.15) 3anucum no cTepunm3aumm HeobxoOAMMO NPOBEPSiTb Ha COOTBETCTBME TpeboBaHMAM
cneunduKkaLmMn ¢ NPUBIIEYEHUEM HE MeHee [BYX HEe3aBUCUMbIX CUCTEM KOHTPOMs. TakoW KOHTPONb MOXeT
NPOBOAUTLCS ABYMS COTPYAHMKAMU UMM COTPYLHMKOM Y KOMMbIOTEPHOW CUCTEMOWN, MpoLLeWEen BanMaauuto.

20. (3.16) [llepen BbLINYCKOM KaXdow cCepuu MPOAYKLMM HEeOoOXoAUMO [OOMOSIHUTENBHO MOATBEPAUTL
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crnepywouiee:

BCE MNNaHoBble pPaboTbl MO TEXHUYECKOMY OOCMYXMBaHUIO U TeKylliue npoBEPKM UCNONb3yeMOoro
cTepunm3saTopa BbIMNOSHEHbI;

BCE PEMOHTHble paboTbl U U3MEHEHWs COrnacoBaHbl C WHXEHEPOM U MUKPOOMOMOroMm, KOTOpble HeCyT
OTBETCTBEHHOCTb 3a NPOLIECC CTepUnm3auny;

ncnonb3yemble NpMbopbl NPOLWNKN KannbpoBkKy (MOBEPKY);

CPOK AeNCTBMA BanMaauum ctepunusartopa Anst JaHHON 3arpy3ku He NCTEK.

21. (3.17) Ecnu BblgaHO paspelleHne Ha BbIMyCK CepUM NMPOAYKLMM MO NapamMeTpaM, TO PELUEHUs O BbiNycke
WNN OTKITOHEHUWN CEPUW MPOJYKUMU AOMKHbI ObITb OCHOBaHbI HA TPEOOBaHUAX YTBEPXKOEHHbLIX MHCTPYKLMIA B 4acTu
BbilMycka Mo napametpam. [lpu HeBbINOMHEHWW 3TUX TpeboBaHWW BbIMYCK NPOAYKLMM MO NapaMmeTpam He
JonyckaeTtca aaxe rnpu yCnoBum yCrneLLHoro NpoBeaeHNs UCMbITaHNS Ha CTEPUIbHOCTb.

IV. TEPMWHbI 1 ONMPEOEJIEHNA

22. [ina uenen HacTosero MNpnnoxeHnss UCNONb3YHTCA CNeayloLne OCHOBHbIE MOHATUS:

BbIMyCK MO NapameTpaM - CucTema Bbinycka NpogyKkunu, KoTopas 4aeT rapaHTuio TOro, YTo NpPoayKums nmeet
Tpebyemoe KayecTBO, Ha OCHOBE WHGOPMaUMK, MONYYEeHHOW B XOA4e MPOM3BOACTBEHHOrO Mpouecca U B
COOTBETCTBUMN C KOHKPETHbIMW MpaBunamy opraHv3auum npou3BOACTBA M KOHTPONS KavecTBa NeKapCTBEHHbIX
CpeacTB, CBA3aHHbIMM C BbIMYCKOM NO NapameTpam;

cuctema obecneveHnss CTEpUIbHOCTU - KOMMMEKC Mep No obecrneyeHnio CTepUrbHOCTM npoaykumu. Ons
rnieKkapCTBEHHbIX MpenapaToB, noanexawmx (UHULLIHOWM CTepunusaummu, 3TOT KOMMSIeKC Mep BKro4vaeT B cebs
crnepywouiee:

a) (a) paspaboTKy nekapCTBEHHOro nNpenapara;

6) (b) 3HaHMe u, NO BO3MOXHOCTU, KOHTPOSb MMKPOBMONOrMYECKMX XapaKTepUCTUK MCXOOHOro Chipbs U
TEXHOMNOrMYEeCKUX BCMNOMOraTernbHbIX CpeacTs (Hanpymep, ra3oB 1 CMa3o4HbIX MaTepuarnos);

B) (C) MpoBeAeHNe KOHTPONSA KOHTaMWHauum B Xo4e TEXHONOrMYecKoro npouecca Ans npeaoTBpalleHus
nonagaHvs MMWKPOOPraHW3MOB B MPOAYKUMIO U UX Pa3MHOXEHWUs, YTO OObIYHO OOCTUraeTcs NyTeM OYUCTKU U
caHuWTapHoi 06paboTKM NOBEPXHOCTEN, KOHTaKTUPYHLWIMX C NPOAYKUMEN, NpeaynpexaeHust KOHTamuHauum us
BO34yxa NocpeacTBOM MpoBedeHusi paboT B YMCTbIX NOMELLEeHNAX, MpoBedeHNneM TEXHOIOrMYecKoro npowecca ¢
OrpaHNYEeHNsiM1 BO BPEMEHMU 1, B COOTBETCTBYIOLLMX Cyyasx, UCNONb3oBaHWeM cTagui counbTpaumuy;

r) (d) npepoTBpaweHne nepenyTbiBaHWA  MPOM3BOACTBEHHbIX  MOTOKOB  CTEPWUMM3OBAHHOW U
HecTepuUnn3oBaHHOW NPOAYKUWMK;

A) () NOCTOosAHHOE AOCTUXEHMNEe KavecTBa NPoAyKUnK;

e) (f) npouecc crepunusauuu;

X) (g) cuctemy KayecTsa B LieSIOM, B TOM YUCNe CMCTeMY OBecneyvyeHnss CTepuribHOCTU, a8 MMEHHO: KOHTPOIb
n3MeHeHur, oby4yeHne nepcoHana, Hannyne yTBepXXaeHHbIX MPoOn3BoANTENEM UHCTPYKLMIA, KOHTPOSb MPW BbIMyCke
npoayKuun, NnaHoBoOe TexHWYeckoe obcnyxusaHune, aHanu3 cboes B paboTe, NnpegoTBpalleHne ownbok No BUHe
nepcoHana, Banuaauuio, kanmbposky (NOBEpKY).

Mpunoxexue N 18 (19)
K lNMpasunam Hagnexawen
NPOV3BOACTBEHHOW NPaKTUKN

KOHTPOJbHbIE N APXVBHBIE OBPA3LbI
I. OBNACTb NMPUMEHEHWA (1)

1. (1.1) Hactosiwee [punoxeHne ycTaHaBnuBaeT TpebOoBaHUA K OTOOPY U XPaHEHMIO KOHTPOJIbHbIX
06pasLoB NCXOOHOrO Cbipbsi, YNAKOBOYHBLIX MAaTEPUAroB WM rOTOBOW NMPOAYKLUMU U apXMBHbIX 0Opa3uoB rotoBow
NpoayKLUUN.

2. (1.2) CneuunanbHble TpeboBaHMS B OTHOLUEHUWU JEKAPCTBEHHbLIX MpenapaToB, NpeAHa3HayYeHHbIX AN
KNMHUYECKUX uccneoBaHum, ycraHosrneHsl MNpunoxeHvem N 13 k Hactoswum MNpasunam.

3. (1.3) Hactoswee T[lpunoxeHne Takke pacnpocTpaHseTcsd Ha paboTy € apxuBHbiMM Obpasuamu
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NekapCTBeHHbIX CpeacTs, peann3yemMblX (VIMI'IOpTI/IpyeMbIX) HEeCKONbKMMKW oOpraHn3aumnamm ONTOBOWN TOproBIun
NeKapCcTBeHHbIMU CpeacTBaMn.

I1. MTPUHLMM (2)

4. (2.1) Obpasubl XpaHAT Ona OOCTWXKEHUsI ABYX Lenen: Bo-nepBbiX, 4Tobbl 0becneunTb Hanuune obpasua
ANa  aHanUTUYecKMX WuccnegoBaHuW, BO-BTOPbIX, 4YTOObI obecneuntb Hanuuve obpasua MONHOCTbIO FOTOBOW
npoaykuun. C y4eTom AaHHbIX Lenen o6pasubl MOryT ObiTb NOAeNeHbl Ha ABe KaTeropum:

KOHTPOIbHBIN 06pasel, - obpasel, 0TOGPaHHBIN U3 CepMU UCXOOHOMO Cbipbs, YNAKOBOYHOro Matepuana unu
rOTOBOW MPOAYKUUW, KOTOPbIN XPaHWUTCHA O MpOBedEeHUs aHanv3a B TeYeHWe Cpoka roAHOCTM cepun B Criyyae
BO3HMKHOBEHUSA Takon HeobxogmmocTn. Heobxoammo coxpaHATe o6pasubl, OTOOpaHHble Ha KPUTUYECKMX
NPOMEXYTOYHbIX CcTagusax (HanpvMmep, MOCre KOTOpbIX MpeaycMaTpuBaloTCa MNpPOBEAEHUE aHaNUTUYECKUX
nccrnegoBaHM M Bblgava paspelleHuMn Ha  BbiNyck), M obpasubl MPOMEXYTOYHbIX MPOOYKTOB, KOTOpble
NMOCTaBNATCA 3a Npeaerbl 30Hbl KOHTPONS NPOU3BOANTENS, €Cnn CTabunbHOCTL 06pasLIOB 3TO AONYCKaeT;

apxuBHbI obpasel - obpaseL, B OKOHYaTENbHOMW yMakoBKe, OTOOPaHHbLIN U3 Cepun roToBOW MPOAYKUUW,
KOTOPbIN XPaHAT B LEeNsx NOATBEPXAEHUA UOEHTMYHOCTU. Hanpumep, B TeYeHWe Cpoka XpaHEeHUsi Cepumn MoryT
noTpeboBaTtbcs OCMOTP ob6pasua Wnu YnakoBKW, MapKUPOBKW, WHCTPYKUMM MO MPUMEHEHWUIO, MonyyYeHue
nHdopMauMn 0 HOMEepe Cepum U Cpoke roAHOCTU. B mckniountenbHbiX criydasix ykasaHHoe TpeboBaHue MOoXeT
GbITb cobntogeHo 6e3 xpaHeHus aybnukaTos obpasLoB, B YaCTHOCTM, ecnn HebonbluMe cepun ynakoBblBaOT AN
pasHbIX PbIHKOB MW NPU MPOM3BOACTBE OYEHb JOPOrMX NeKapCTBEHHbIX NpenapaTos.

5. Bo MHOrMx crny4yasix KOHTPOSibHblE W apxMBHble 00pas3ubl rOTOBOW MPOAYKUMN WAEHTWUYHBI U SBAAIOTCA
eAMHMLaM1 NPOAYKLMN B OKOHYATENbHOW ynakoBke. B Takmx crnyyasx KOHTPOSibHblE U apXuBHble 06pasLbl MOryT
paccmaTpMBaTbCH Kak B3aMMO3aMeHsieMbIe.

6. (2.2) Y npoussoguTens, umnoptepa unn Ha npeanpusatuuv, rae Bbl4aeTcs paspeLleHne Ha BbIMyCcK cepumn
(kak ykazaHo B nyHkTax 20 - 25 HacToswero MpunoxeHns), 4OMKHbI XPaHUTLCH KOHTPOSbHbIE U (MNKM) apXMBHbIE
ob6pasubl Kagow cepun roToBOW MNPOAYKLMKW, a Yy MpPOU3BOAUTENS - KOHTPOSbHble O0Bpasubl Kaxkaonm cepuu
NCXOOHOro Cbipbs (MCKMYeHUsa ykadaHnbl B nyHkte 10 HacTtodwero [MpunoxeHus) u (Mnv) NpoOMEXYyTOYHOW
npogykuun. Ha kaxgowm npou3BOACTBEHHOM MMOWaAKe, OCYLECTBASIOWEN YNakoBKy, OOMMKHbl XPaHUTbCHA
KOHTPOSbHble 00pasubl KaXOow Cepun MNepBMYHbIX YMNaKOBOYHbLIX MaTepuanoB W nevaTHbIX MaTepuanos.
[HonyckaeTca BkM4YaTb nevaTHble MaTepuanbl B COCTaB KOHTPOMbHbLIX M (MNKN) apXxuBHbIX 0OpasLoB roToBOW
NPOAYKLUN.

7. (2.3) KoHTponbHble 1 (Mnn) apxmBHblE 0Opa3Lbl XapakTeEPU3YKOT CEPUI0 TOTOBOW NPOAYKLMM UITN NCXOOHbIX
CbIpbsi U MaTepurarnoB, ABNSIOTCS NPUIOXKEHNEM K AOCbe Ha CEPUIO U MOTYT ObITb OLleHEHbI, B YACTHOCTK, B Cryyae
npenobsBNeHUs NpPeTeH3WW K KayecTBY JleKapCTBEHHOro npenaparta, MPOBEpKM COOTBETCTBUSA TpeboBaHUSAM,
YCTaHOBMEHHbIM MPU FOCYAapCTBEHHOW perncTpaummn, nNpoBEepkU MapKMPOBKM W YNaKOBKM MMM NpW MNpoBepke
YNONTHOMOYEHHbIM (hefepanbHbIM OPraHOM UCTMIONHUTENBHOW BRacTn (MHCNEKUNEN).

8. (2.4) Heobxognmo BecTu 3anucu onsa obecneveHns npocnexvsaemoct obpasuos. 3anncu AormkHbI BbiTb
OOCTYMHbI YNONTHOMOYEHHbIM beaepanbHbIM OpraHamM UCNOMHUTENBHOW BRacTu.

. AJIMTENIbHOCTb XPAHEHWA (3)

9. (3.1) KoHTponbHble M apxmBHble 0Opa3ubl KaXOOW cepuv rOTOBOW MPOAYKLUUN HEOOXOAMMO XPaHWUTb, MO
KpanHen Mepe, B TEYEHUEe Cpoka rogHOCTM CEpPUM N OQHOrO roga nocrne UcTedeHns cpoka rogHocTu. KoHTpOnbHbIN
obpasel, OomkeH ObiTb ynakoBaH B €ro nepBUWYHYI0 YNakoBKy. B crnydae ecnu nepBuyHas ynakoBka SBMseTCs
0OYeHb DOrMbLLIOW, KOHTPOSbHLIN 0bpaseL; MOXeT ObITb YNakoBaH B YNaKOBKY, COCTOSILLYH M3 TOro e marepuana,
4YTO M MEepBUYHAs YMNaKoOBKa, B KOTOPOW BbIMyCKAETCsl NIEKAPCTBEHHbIM npenapaT. COOTBETCTBYHLIME YKa3aHUA B
OTHOLLUEHMM  UMMOPTUPYEMBIX JEKApCTBEHHbIX MpenapaTtoB ANl BETEPMHAPHOINO  MPUMEHEHUs  Kpome
MMMYHOOMOMOrMYecknx NekapCTBEHHbIX MpenapaToB NpMBogaTcsa B NyHKTax 5 - 6 Mpunoxernnss N 4 kK HacToAWMM
Mpasnnam.

10. (3.2) O6pa3subl MCXOOHOTO Cbipbs (KPOME pacTBOpUTENEW, rasoB Unu BoAbl, NpegHas3Ha4YeHHbIX Ans
TEXHOMOrMYEeCKNX uUernen) OOIMKHblI XPaHUTBCS B TedeHWe He MeHee ABYX INeT nocne Bbifycka NeKkapCTBEHHOro
npenapaTta, ecnu 6onee onUTEnNbHbLIN NEPUOL HE NPEAYCMOTPEH COOTBETCTBYHOLLUMMM HOPMATUBHBIMW NPaBOBLIMM
aktamu Poccuiickon Pepepaumn. YkasaHHbI nepuog MOXeT ObiTb COKpalleH, ecnv B crneuudukauum ykasaH
bonee KOPOTKMIA Nepuof CTabUNbHOCTU Cbipbsl. YNAKOBOYHbIE MaTepuarnbl AOSKHbI XPaHUTLCS B TeYEeHMe cpoka
ro4HOCTWN COOTBETCTBYHOLLEro roTOBOro NpoayKTa.

IV. KONMNMYECTBO KOHTPOJIbHbLIX N APXNBHbBIX OBEPA3LIOB (4)
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11. (4.1) KonnyecTBO KOHTPOSbHBLIX 06pa3uoB AOMKHO BbiTb 4OCTATOYHLIM AN NPOBEAEHUS HE MEHEee YeMm
OBYKPATHOrO MOMHOMO aHanuWTUYEeCKOoro KOHTPOMs Ccepuu Mpoaykumm B COOTBETCTBMM C  TpebosaHuaMmu,
YCTaHOBMEHHbIMW NPW rOCyAapCTBEHHON peructpaummn. Npu HeobxoaMMoCTM ANS KaX4oro Buaa aHanmtuyeckoro
KOHTPOMNS OOMKHbI MCNOMNb30BaTbCsl HEBCKPbIThIE YMAKOBKW. JlloOble UCKMOYEHMS M3 3TOro TpeboBaHUst SOIMKHbI
ObITb 0OOCHOBaHbI M COrNacoBaHbl C YNOJIHOMOYEHHbIM befeparnbHbIM OPraHOM UCTMOMHMTENBHOW BNacTw.

12. (4.2) Ecnu HopmaTMBHbIMX MpaBOBLIMM akTamyn Poccuinckon depepaummn yCTaHOBIEHbI TpeboBaHUS B
OTHOLUEHMN KOMWYECTBA KOHTPOJIbHbIX 0Opas3LoB W apxuBHbix 00pa3uoB, Takne TpeboBaHWs [OOMMKHbI
cobntoaaTtbes.

13. (4.3) KoHTponbHble o6pasubl OOMKHbI ObiTb MNpPeACcTaBUTENbHBIMW AN CepUM UCXOOHOIO ChIpbS,
NPOMEXYTOYHOM UNU TOTOBOW MPOAYKLUMW, U3 KOTOPOM OHW OTOOpaHbl. [ns KOHTpons Haubonee KpUTUHECKMX
3TanoB npolecca (B 4YaCcTHOCTM, Hayana unu KoHua npolecca) MOryT oToupaTbCs AOMNOMHUTENbHbIE OOpasLbl.
Ecnu npouecc ynakoBku cepuu BedeTcs B xode ABYX M 6onee oTAenbHbIX onepauvi no ynakoBke, TO nocre
Ka>kaonm M3 3TuX onepaunn HeobxoamMMo oTbupaTb He MEHee OOHOro apxmBHOro obpasua. Jliobble ucknwyeHms n3
atoro TpeboBaHMA [OMMKHbI ObiTb OBOCHOBaHbI M COrMacoBaHbl C  COOTBETCTBYIOLWMM  YNONHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOMHUTENbHOW BNacTu.

14. (4.4) Heobxogmumo obecneunTb, 4TOObI B TEYEHWE OOHOrO roda Mocre WCTeYEeHUs! Cpoka FOAHOCTU
nocrnegHen npou3BEeAEHHOW CEepuM UMENUCb B HanmMuMuM unu ObinM Nerko AOCTYNHbl Bce Heobxoaumble
aHanuMTu4eckne martepuansl M 00OpyooOBaHME C LEMb0 MPOBEAEHUSA BCEX MPUMBEAEHHBIX B crneuudukaumnm
ncnblTaHWNA.

V. YCJIOBUA XPAHEHUA (5)

15. (5.1) XpaHeHne KOHTPOMbHbIX 06pa3LoB roTOBOW NPOAYKLUUN U dhapMaLeBTUYECKUX CybCTaHLMN AOIMKHO
OCYLLECTBMNATLCH B COOTBETCTBUM C TpeboBaHMAMU HOPMaTUBHbBIX NPaBOBbIX akToB Poccuiickon ®eagepaunn.

16. (5.2) VYcnoBua xpaHeHuWs [OOMKHbI COOTBETCTBOBaTb TpeboBaHMAM, YCTAHOBNEHHbLIM  MpU
rocy4apCTBEHHOWN perncrpauum nekapcTBEeHHOro cpeacTsa (Hanpumep, XpaHeHne npu NOHWXEHHOW Temneparype,
ecnv TpebyeTtcs).

VI. COIMALWIEHNA (6)

17. (6.1) Ecnu nuuo, Ha wMMA KOTOPOro BbIAAHO perucTpaLMoHHOe YOOCTOBEpeHue, He SABMseTcsd
O[IHOBPEMEHHO pUAMYECKUM MNULIOM, OTBETCTBEHHbLIM 3a BbINYCK cepun npoaykumm B Poccuiickon ®epepauuu,
00513aHHOCTE MO OTOGOPY M XpPaHEHWUIO KOHTPOMbHBIX M apxXuBHbIX 06pasuUoB JomkHa ObITb onpegeneHa B
cornalwleHnm mexagy CTopoHamu B COOTBETCTBUM C NyHKkTamm 237 - 255 HacTosawwmx MNpasun. 3To Takke KacaeTcd
crnyyaesB, Korga kakas-nnbo AeATenbHOCTb MO NPOU3BOACTBY WM BbINMYCKY CepyM NPOAYKLUN MPOBOAUTCHA Ha TOW
NPOn3BOACTBEHHOW NIOLWaaKe, KoTopas He NPUHAANEXMT NPoU3BOAUTENID, OTBEYAKOLWEMY 33 CEPUI0 MPOOYKLNK,
obpawatowytocs B Poccuiickon ®egepauun. MNMopsgok oTbopa M XpaHEeHUss KOHTPOMbHbIX U apXuBHbIX 06pa3LoB
ONs KaKOow MpOu3BOACTBEHHOW NIOLWAAKW, BOBMNEYEHHOW B MNPOU3BOACTBO, AOMKEeH ObiTb onpedeneH B
cornaleHnn mexay npousBoauTens My, KOTOpbIM 3TN NPOM3BOACTBEHHbIE NMOWAaAKM NpuHaanexar.

18. (6.2) YnonHomo4eHHOE nNUUO, KOTOPOE BblAaeT paspelleHne Ha BbINYCK Cepun fnekapcTBEHHOro
npenapaTa, OO/MKHO obecneunTb AOCTYNMHOCTb BCEX COOTBETCTBYHOLUUX KOHTPOJIbHBIX U apXMBHbIX 06pa3uoB B
TeuyeHne npuemnemoro BpemeHu. [lpu HeobxogumocTu Bce TpebGoBaHUS B OTHOLUEHMM Takoro p[ocTyna
yCTaHaBnMBalTCA B COrnalleHuu.

19. (6.3) B cnyyae ecnm B Npou3BOACTBE [OTOBOW MPOAYKUMW 3a4eNCTBOBaHbl  HECKONbKO
NMPOU3BOACTBEHHbBIX MNMOWAA0K, MpUHaAnexawmnx pasHbiM NPOM3BOAUTENAM, HanuuuMe COrnaweHnn Mexay
yKa3aHHbIMY MPOU3BOAUTENAMU SABMSETCS KIOYEBbIM ycrioBmem cobniogeHus TpeboBaHuy no otbopy v mecty
XPaHEHUS KOHTPOJIbHBIX Y apXMBHbIX 06pasLIoB.

VII. KOHTPOJIbHbIE OBPA3LbI. OBLLUNE NMONOXEHUA (7)

20. (7.1) KoHTpomnbHble 0Opasubl NpeAHa3HayeHbl AN MPOBEAEHWUs aHanmM3a W [OSMKHbl ObiTb Nerko
OOCTYMHbl Ana nabopaTtopuu, MMelLWen BanvMaMpOBaHHbIE METOOUKM MpPOBeAeHUs Takoro aHanusa. Ob6pasubl
NCXOOHOro Cbipbsl, UCMONb3yEMOro B NPOWM3BOACTBE JIEKAapCTBEHHbLIX NpenapatoB B Poccuiickon depepaumu, m
o6pasubl rOTOBOW NPOAYKUMM [OOMMKHbI XPaHUTbCA Ha TOW NPOWM3BOACTBEHHOM MMoWadke, Ha KOTOpPOW
OCYLLECTBNAETCHA NPOU3BOACTBO FOTOBLIX JIEKAPCTBEHHbIX MPEnapaToB.

21. (7.2) Topsigok oOpaweHns C KOHTPOSibHbIMM oObOpasuamu  TOTOBbIX JIEKAPCTBEHHbIX CpenacTs,
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NpOM3BOAUMbIX B APYrMX CTpaHax:

a) (7.2.1) B cnyyae ecnn mexay Poccuickon denepaumeint 1 COOTBETCTBYIOLLMM FOCY0apCTBOM 3aKMio4eHo
cornalleHne O B3aUMHOM MPU3HAHMKW, KOHTPOSbHble 00pasubl MOryT oTbupaTbCsa W XPaHUTbCS Ha TOW
NPOV3BOACTBEHHOW MNNOLLaAKe, Ha KOTOPOM OCYLLEeCTBNSAETCA NPOM3BOACTBO. JTO AOMKHO ObiTb OhOpMNeHO
cornaweHnem (B COOTBETCTBUM C NyHKTaMu 17 - 19 HacTosiwero NpunoxeHunsa) mexagy nmnoptepom B Poccuiickon
denepaumun n nponsBognTeNeM, HaXoasLMMCS 3a ee npegenamu;

0) (7.2.2) B cnyyae ecnu Poccuiickas ®Pepepaumss He MMeeT C COOTBETCTBYHOLIMM FOCy4apCTBOM
cornalwleHnss O B3aMMHOM MPU3HAHMKU, KOHTPOIbHble OOpasubl FOTOBOM MNPOAYKUMM [OMKHbl OTOMpaTbca U
XpPaHUTbCA Ha MNPOM3BOACTBEHHONW nolagke, pacnonoxeHHon B Poccunckon Pepepaumm. OT60p 00pasuos
OOIMKEH BBINOMHATECA B COOTBETCTBMM C COrMalleHUEM (COrfalleHnsiMM) Mexagy BCeMU 3auHTEepecOBaHHbIMU
ctopoHamu. OBpasubl peKOMEHAYETCHA XpaHUTb TaMm, rae NpoOBOAMIICS KOHTPOMb NPOAYKLUUN NpU ee BBO3E;

B) (7.2.3) KOHTpOrnbHbIE 0BpasLbl MCXOAHOMO ChbIPbSA U YNAaKOBOYHbLIX MaTepuarioB AOSMKHbI XPaHUTLCHA TaM,
rae OHV MCNOoMb30Banunchb Ang NPon3BOACTBA rOTOBbIX NEKAaPCTBEHHbIX NpenapaTos.

VIll. APXVBHBIE OBPA3Lbl. OBLLUME NONOXXEHWA (8)

22. (8.1) ApxuBHble 06pa3ubl AOMKHbI NPEACTaBMATL CEPUI0 TOTOBbIX fIeKapCTBEHHbIX MpenaparoB B TOM
BMAOe, B KOTOPOM OHW peanusytoTca B Poccuickon ®egepauum n MOryT UCMonNb3oBaTbCA ASA KOHTPOMS C Lenblo
NOATBEPXKAEHUS COOTBETCTBMSA TpeboBaHWSAM, YCTAHOBMEHHbIM MNPU FOCYAApCTBEHHOW pernctpaumn, U WUHbIM
TpeboBaHWAM, yCTaHOBMIEHHbIM HOPMAaTMBHBIMW NPaBOBbIMK akTamu Poccuiickon Pegepaummn. ApxmBHble obpasLbl
pekoMeHAyeTCs XpaHWUTb Ha NIoLwaake, Ha KOTOPOW HaxoAWTCS YNOSIHOMOYEHHOE NULO, BbiAaBLuee paspeLleHune
Ha BbINYCK NPOOYKLUNN.

23. (8.2) B cooTtBeTCcTBMM C NyHKTOM 22 HacTtoswero NpunoxeHusa B criydyae ecnu umeeTtcs AencTBylollee
cornalwleHve o B3auMHOM MPU3HaAHWWM N KOHTPOMbHble 0Bpasubl XpaHATCA y nNpou3BoauTens, HaxoasLlierocs 3a
npegenamu Poccuiickon ®eagepauun (NnoanyHKT "a" nyHkTa 21 HacTtoswero NpunoxeHns), otTaenbHble apXuBHbIE
obpasubl OMKHBI XpaHUTbest B Poccuiickon ®epepauun.

24. (8.3) ApxvBHble obpa3subl OOJMKHbI HaxOAMTbCSA Ha NPOM3BOACTBEHHOW Mowaake, NpuHagnexallen
NPOV3BOAUTENIO, MMEKLWEMY JIULEH3NIO Ha NPOM3BOACTBO JIeKaPCTBEHHbIX CPeAcTB, M OblTb AOCTYMHbIMU ONSA
yNofIHOMOYEeHHOro dedeparnbHOro opraHa UCMONHUTENbHON BRacTy.

25. (8.4) Ecnu B nocnepoBaTtenbHOCTU "BBO3 - MPOLIECC YNAKOBKW - KOHTPOMb - BbINYCK cepun" ydacTByeT
Gonee ogHoro npoussoauTens B npegenax Poccuiickon Pefepaumm, TO OTBETCTBEHHOCTb 3a OTOOP M XpaHeHue
apxvBHbIX 00pasuoB AOMKHa ObITb onpegeneHa cornaweHneM (cornaweHusiMu) Mexagy BCemW yyacTBYOLWUMU
CTOpOHaMmM.

IX. KOHTPOJIbHbLIE N APXMBHBIE OBPA3LbI MTPOOYKLINW,
VMMOPTUPYEMOW (PEAITMIYEMOW) HECKONTBbKMW OPIAHU3ALINAMN
OrNnTOBOW TOPIoBJI JIEKAPCTBEHHBIMW CPEAOCTBAMMW (9)

26. (9.1) Ecnu BTOpUYHYIO yNnakoBKY NEKapCTBEHHOro npenapata He BCKPbIBalOT, TO HEOOXOAMMO XpaHUTb
TOMNbKO UCMONb3yeMbI YNakoBOYHbIA MaTepuari, MOCKOMbKY PUCK NepenyTbiBaHWs NPOAYKUUW HE3HAUUTENEH Unu
OTCYTCTBYET.

27. (9.2) Ecnu BTOpMYHYIO YNAKOBKY BCKPbIBAKOT, HAanpuMmep, A58 3aMeHbl KapTOHHOW Naykyu UM UHCTPYKLUUK
No NPYMEeHeHUIo, To HeobxoanmMo oTbMpaTb OAMH apXUBHbIN obpaseL, ANa Kaxa4own onepauuy npouecca ynakoBKy,
TaK Kak CyLlecTBYeT PWUCK NepenyTbiBaHWSA MNpOAYKLUW B Mpouecce ynakoBku. [orkeH ObiTb MpeaycMOTpeH
nopsigoK, NMO3BONSWNIA BLICTPO ONpeaenvTb BUHOBHOIMO B nepenyTbiBaHuM (MPoOM3BOAMUTENb WM OpraHv3auus
ONTOBOW TOPrOBNM fNIEKApCTBEHHLIMU CPEACTBaAMU), TaK Kak OT 3TOr0 3aBUCUT 0OBbEM OT3bIBAEMOI NPOAYKLUN.

X. KOHTPOJbHBIE U APXVBHBIE OBPA3LIbI B CIYYAE NIMKBUOALINA
NMPOU3BOOUTENS (10)

28. (10.1) lMocne nukBuMpauuu npou3BOAUTENS U NpekpalleHus (B pesynbTaTe aHHYynMpoBaHWUS WUNu
NCTeYeHns cpoka AeNCTBWS) NULEH3MN Ha MPOM3BOACTBO NEeKapCTBEHHbIX CPEACTB B MpoAaXKe MOXET OCTaTbCs
GonbLUOe KONMYECTBO CEPUIN NPOM3BEAEHHBIX 3TUM NPOM3BOANUTENEM NEKAPCTBEHHBIX NPenapaToB ¢ HENCTEKLWM
CPOKOM roHOCTU. [INs OCTaloLMXCS Ha PblHKE CEPUI NPON3BOAUTENb AOIMKEH 3aKMO4MTb AOrOBOPbLI N0 Nepejade
KOHTPOSbHbIX U apXuBHbIX 00OpasLoB (a Takke COOTBETCTBYKOLLEW OOKYMEHTauuu, Kacalowewncs HacToswmux
lMpaBun) Ha XxpaHeHWe B MpegHas3HayeHHoe Ans 3Toro mecto. [lpousBoauTens AOMMKEH NpeacTaBUTb B
YNOSIHOMOYEHHbLIN  doefepanbHbli  OpraH  UCMOSIHUTENbHOW BRacTU  [OKa3aTenbCTBO TOro, YTO MNPUHATHI

CtpaHuua 177 n3 178



Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015)
"O6 yTBepxxaeHum MNpaBun Hagnexallen Npon3BOACTBEHHOW ...

JOoCTaTouYHble Mepbl MO XpaHeHuto, a obpasubl, ecnu HeobxoauMo, MOryT BbiTb NErkoAOCTYMHbI AN NPoBeAEHUs
OLIEHKM N aHanuaa.

29. (10.2) Ecnn npousBoauTens He MOXET NMPeanpuHATbL YKa3aHHble Mepbl, TO BbINONHEHNE HEOOXOOUMbIX
aencteui MmoxeT BbITb NepegaHo Apyromy npoussoautento. JIMuo, Ha UMS KOTOPOro BblAAHO PErMcTpalyMoHHOE
yAOCTOBEPEHNE, HeCeT OTBETCTBEHHOCTb 3a Takylo nepegadvy yHKUMIA 1 3a NpeacTaBreHne Bcen Heobxoaumon
nHdOpPMaLMM YNONMHOMOYEHHOMY beaepanbHOMy OpraHy MCNOMHWTENbHOM BriacTu. JlMuo, Ha WMMsi KOTOPOro
BblJAHO PEerncTpauuoHHOe yOooCTOBEepeHMe, OOMMKHO CorfacoBaTb C YNOMIHOMOYEHHbIM hefepanbHbiM OpraHoM
NCMNONMHUTENbHOW BNacTh AOCTAaTOMHOCTb Mep MO XPaHEHMIO KOHTPOJIbHBIX Y apXUBHbLIX 06pa3uoB.

30. (10.3) 3TM TpeboBaHMA pacnpoCTPaHSOTCS Takke Ha CcnyyYal nuKBMOaAUMM NpPOU3BOACTBA,
HaxogsLleroca 3a npegenamu Poccuiickon ®epgepauun. B atom cnydyae umnoptep HeceT OTBETCTBEHHOCTb 3a
obecneyeHne TOro, UTO YKa3aHHbIe [OOrOBOPbl XPaAHEHWs] 3aKMYeHbl W COrfacoBaHWE C  YNONMHOMOYEHHbIM
deneparnbHbIM OpraHOM MUCMOMHUTENBHOW BriacTy NPOBEAEHO.
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