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Mpegucnosue

Lenm v npuHumnol ctaHgapTusaumn B Poccuiickon ®epepaumnn yctaHosneHbl PegepasbHbiM 3aKOHOM OT 27
Aekabpa 2002 r. N 184-d3 "O TexHMYECKOM peryamposaHum”, a NnpaBuaa NpUMeHeHns HaUMOHabHbIX CTaHAapPTOB
Poccuitckoit ®egepaumm - TOCT P 1.0-2004 "CraHgapTtusauma B Poccuinckort ®epepaummn. OCHOBHbIE MNONOXKEHUA".

CBefgeHusa o ctaHgapTe

1. NoprotoBneH Accoumauuein WHKEHEepPOB MO KOHTPOM MUKposarpsasHeHnin (ACMHKOM) Ha ocHoBe
CcO06CTBEHHOTO ayTeHTMYHOro nepesoaa MNpasua, yKasaHHbIX B MyHKTe 4.

2. BHeceH TexHWYECKMM KOMWUTETOM Mo cTaHgaptu3aumm TK 458 "Mpom3BOACTBO M KOHTPOAb KayecTsa
JIeKapcTBeHHbIX cpeacTs".

3. YTBepxaeH v BBeaeH B aenctame MNpukazom PesepasbHOro areHTCTBa MO TEXHUYECKOMY PEry/IMpPOBaHUIO U
meTponorum ot 20 maa 2009 r. N 159-cT.

4. HacTtoAwmi cTaHpapT uaeHtuveH [MpaBuiam NpPoOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB ANA YenoBeka U
MBOTHbIX EBponeickoro Cotosa (EC Guide to Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use) no coctosaHuio Ha 31.01.2009, 3a ucKatoueHnem npunoxeHuns 20.

Mpy NpUMEHEHMN HaCTOALLEro CTaHAAPTa PEKOMEHAYETCA MCMOJIb30BaTb BMECTO CCbIIOYHbIX MeXKAYHAPOAHbIX
CTaHAApPTOB COOTBETCTBYHOLWME MM HaLMOHaNbHble CTaHAapTbl Poccuiickoir Pepepaumu, yKasaHHble B pasgene
"CBefieHMA 0 COOTBETCTBMM CCbIJIOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HALUMOHANbHbIM CTaHAapTam".

5. BzameH I'OCT P 52249-2004.

MHbopmaums 06 U3MEHEeHMAX K HacToslWeMy CTaHZaApTy nNyb/MKYyeTca B  €XerogHo M34aBaeMom
MHPOPMALMOHHOM YyKasaTene "HauuoHanbHble CTaHAapTbl", @ TEKCT U3MEHEHMI M MNOMPaABOK - B EXEeMEeCAYHO
n3gaBaembix MHOOPMAUMOHHBIX yKasaTensx "HaumoHanbHble cTaHgapTol". B cnyyae nepecmoTtpa (3ameHbl) wam
OTMEHbl HACTOAWEro CTaHAapTa COOTBETCTBYlOWEe yBeAoMIeHWe byaer onyb/iMKoBaHO B WMHPOPMALMOHHOM
yKasatene "HaumoHanbHble cTtaHAapTbl". COOTBETCTBYHOWAA MHDOPMALMS, YBEAOMIEHMA N TEKCTbl pasmelLatoTca
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TakKe B WHOOPMAUMOHHOW  cucTeme
oblero nonb3oBaHWA - Ha opuuManbHOM caiTe deaepanbHOrO areHTCTBa MO TEXHWYECKOMY PEryMpoBaHuio U
METPOo/IoTUMU.

BeepeHue

HacTtoawmii ctaHaapT ABaseTca MAEHTUYHbIM Nepesoaom npasmua GMP Esponelickoro Cotosa (GMP EC) "Good
Manufacturing Practice for Medicinal Products for Human and Veterinary Use" no coctosHuto Ha 31 aHBapa 2009 r.

Bnepsble npasuaa GMP EC 6biamn npuHatel B Poccun B 2004 r. B KavectBe TOCT P 52249-2004 "Mpasuna
NpPOM3BOACTBA U KOHTPOS KAYecTBa /IeKapCTBEHHbIX CpeAcTB", KOTopbIN cooTBETCTBOBaNA Npasuiam GMP EC 2003 r.
3a uctekuwee spemsa B npasmaa GMP EC BHeceHbl chegytowme cywecTBeHHbIe U3SMEHEHUA U AONOAHEHUA:

- nobaBneHbl HOBble TPEOOBAHUA B OCHOBHOM TEKCT;

- BHECEHbl U3MEHEHUA B:

npunoxeHue 1. Npon3BoACTBO CTEPUJIbHBIX IEKAPCTBEHHbIX CPEACTB;

npunoxeHue 3. NpounssoacTso pagmodapmaL,eBTUHECKUX NPenapaTos;

npunoxeHue 7. NponssoacTBO NEKAPCTBEHHbIX CPEACTB U3 PACTUTE/IbHOTO ChipbA;

npunoxeHune 13. Mpon3BoACTBO SIEKAaPCTBEHHbIX CPEACTB A4 UCCIeA0BaHUM;

- BBEZ,eHbl ABa HOBbIX MPUJIOKEHUA:

npunoxkeHune 19. KOHTpoibHbIe 1 apXMBHble 06pa3Lbl;

npunoxeHue 20. AHaNU3 PUCKOB ONA KAYeCTBa;

- BHECEH PAA APYTUX USMEHEHUN.

TakXe 6blna M3MeHeHa CTPYKTypa AaHHoro ctaHaapTa. B FTOCT P 52249-2004 npunoxkeHue 18 copepikano
"PyKoBOACTBO NO NPOM3BOACTBY aKTUBHbIX hapmaLeBTUYeckmx cybctaHumin (APC)", uto cooTBeTcTBOBasMO MpaBuiam
GMP EC Ha 2003 r. B HoBoW pegakuum npasun GMP EC TpebosaHusa K npowusBoactsy AD®C nepeHeceHbl U3
NPUJIOXKEHUA B OCHOBHYO YaCTb, KOTOPAsA COAEPXKUT Tenepb ABe YacTu:

-yacTb |. OcHoBHble TpeboBaHMA U

- yacTtb Il. OcHoBHble TpeboBaHMA K aKTMBHbIM dapmaueBTuyeckum cybctaHumam (APC), ncnonbsyembim B
KauecTBe UCXOAHbIX MaTepmasios.

MpunoxeHne 18 oTCYTCTBYET, XOTA COXPaHEH ero Homep. Takoi NOPALOK CTPYKTYpPbl CTaHAAPTa COXPaHEH U B
FOCT P 52249-20009.

B nocnegHioto pepakumto npasun GMP EC BeBegeHo npuaoxeHune 20 o6 aHanmMse pUCKOB, ABAAKOLLEeCs
TekcTom pykosogctea ICH Q9 "AHanus puckoB gns KadectBa" (Quality Risk Management). 3TOT TeKCT u3noxeH
HEKOHKPETHO WM HEMPUrofeH K MpaKTUYecKomy npumeHeHuto. B cBA3m ¢ atum npunoxkeHue 20 B TEKCT HOBOrO
CTaHAapTa He BK/OYEHO, O YEeM YKA3aHO B CHOCKAX B TEKCTE CTaHAapPTa, BblAE/NIEHHbIX KYPCUBOM.

Mo TeKCcTy CTaHAapTa OnyLLeHbl CCbiKM Ha AunpekTusbl EC, cogepxawmeca 8 opurmHane npasmun GMP EC.

O6nacTb NpMMeHeHUA

HactoAawmit ctaHaapT yctaHaBavBaeT TpeboBaHWMA K MPOM3BOACTBY M KOHTPOIO KayecTBa JIEKAPCTBEHHbIX
CPeACTB ANA Ye/I0BEKA U KUBOTHbIX.

CTaHAapT pacnpoCTpaHAEeTCA Ha BCe BUAbI NEKAPCTBEHHbIX CPEACTB U yCTaHaBAMBAET 0bLme TpeboBaHMA K UX
NPOM3BOACTBY M KOHTPOMIO KayecTBa, a TaKXKe cneuuanbHble TpeboBaHMA K MNPOM3BOACTBY aKTUBHbIX
dbapmaueBTUHecKmx cybcTaHumin (4acTb Il) u oTaeNbHbIX BUAOB NEKAPCTBEHHbIX cpeacTs (Mpunoxerua 1 - 19).

CtaHOapT He ycTaHaBAuBaeT TpeboBaHWMI K obecnevyeHMo MNPOMbILWIEHHOW 6e30MacHOCTM, MOXKapHOM
6e30nacHOCTH, B3pblBOHE30NACHOCTH, XMMUYECKOl 6e30nacHOCTU 1 6e30NacHOCTM APYrnxX BUAOB NPU NPOU3BOACTBE
NleKapCTBEHHbIX CPeacTs.
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Yactb |
OCHOBHbIE TPEBOBAHUA
1. OpraHu3aums paboTbl o obecneyeHUIo Ka4ecTsa
Obuwme nonoxeHmn

MpounsBoauTeNb NEKAPCTBEHHbIX CPEACTB AONKEH OPraHM30BaTb UX MPOM3BOACTBO TaK, YTOObI IEKAPCTBEHHbIE
cpeacTBa rapaHTUPOBAHHO COOTBETCTBOBA/IM CBOEMY Ha3HAYEHWUID M NpeabABAAEeMbIM K HUM TpeboBaHUAM U He
co3daBann pUCKa ana notpebuteneir M3-3a HapylleHMAa ycnoBUiA 6e30MacHOCTK, KadvecTBa AU 3¢GEEKTUBHOCTM.
OTBETCTBEHHOCTb 33 BbINOJIHEHME 3TUX TpeboBaHWI HecyT pyKoBOAUTENM M BCe pPabOTHMKM nNpeanpuAtuA-
Npou3BOAUTENSA, A TaKXKe NOCTaBLUMKN N ANCTPUOLIOTOPBI.

Ona pocTuMXKeHWa 3ToM Lenu Ha NpeanpuaTUU-NPOM3BOAUTENIE Ha OCHOBE HAcTOSLLero ctaHaapta (npasun
GMP) gonrKHa 6bITb co34aHa cMcTema obecneyeHns KayecTBa, BKAOYatowas B cebs opraHmsaumto paboTsl no GMP,
KOHTPO/1b KQYecTBa M CUCTEMY aHaIM3a PUCKOB.

LonkHbl 6bITb AOKYMEHTA/IbHO 0OPMEHBI B NO/IHOM 06beMe TpeboBaHMA K cucteme obecneyeHuMa KayecTsa
M OpraHM3oBaH KOHTPOAb 3PPEKTUBHOCTU ee ¢YHKUMOHUPOBaHUA. Bce 3BeHbs 3TOM cUCTEMbl caepdyeT
YKOMM/IEKTOBATb KBAaMPUUMPOBAHHBIM nepcoHanom, obecneunTb HeobxoaANMbIMU NoMeLLLEHUAMM,
obopygosaHMem u np. OTBETCTBEHHOCTb 33 GYHKUMOHMPOBAHME CUCTEMbI BO3NaraeTcsi, B MEPBYH oyepenpb, Ha
pyKoBOAMTENEN N YNONHOMOYEHHbIX AL,

OcHoBHble MPUHLUMNbI obecneyeHna KayecTBa, npaBmun GMP, KOHTPOASA KayecTBa M CUCTEMbl aHaNM3a PUCKOB
B3aMMOCBA3aHbl U UMEIOT NepPBOCTENEHHOE 3HAYEeHME B OpraHM3aLLMmM NPOMN3BOACTBA IEKAPCTBEHHbIX CPEACTB.

ObecneyeHune KavyecTBa (ynpaBaeHUe KayecTsom)

1.1. ObecneyeHne KadyecTBa (ynpaBieHWe KayecTBOM) ABNASETCA KOMMIEKCHOW 3ajiauveli, pelleHue KOTopoW
TpebyeT peanusaumm BCeX Mep, HamnpaB/eHHbIX Ha [AOCTUMKEHME YCTaHOB/NEHHbIX TPeboBaHWM K KayecTBy
NleKapcTBeHHbIX cpeacts. ObecneyeHWe KayecTBa OCHOBbLIBAETCA Ha BbIMOJHEHMM TpeboBaHWUIA HACTOALLEro
CTaHZapTa U APYrMx HOPMaTUBHbIX LOKYMEHTOB.

Cuctema obecneyeHUs KayecTBa (cMcTeMa KadyecTBa) Npu MPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB OOJIXKHA
rapaHTMpOBaTb C/ieaytoLee:

I. lekapcTBeHHble cpencTBa paspaboTaHbl ¢ yyeTom TpeboBaHMIA HacToAwero ctaHaapTa (npasun GMP).

Il. Ha BCe NMpPOM3BOACTBEHHbIE U KOHTPOJIbHbIE Onepauuu paspaboTaHa AOKYMEHTauMa, COOTBETCTBYoLLAn
TpeboBaHMAM HACTOALLErO CTaHAapTa.

Ill. OTBETCTBEHHOCTb M 06A3aHHOCTM BCeX PabOTHMKOB YETKO onpeaeneHsbl.

IV. MpeaycmoTpeHbl Mepbl, obecneunBaloline NPOM3BOACTBO, MOCTABKY M MCMNOAb30BaHME MCXOAHbIX M
YNaKOBOYHbIX MaTePMaN0B, COOTBETCTBYHOLLMX YCTAHOBAEHHbIM TPebOBaHUAM.

V. KOHTPO/Nb NPOMEXKYTOUYHOW MNPOAYKUMM W TEXHONOTMYECKOro npouecca (BHYTPMNPOWU3BOACTBEHHbIN
KOHTPO/b), aTTecTauus (McnbiTaHMA) npoueccos n obopyaoBaHMa NpoBoaaTcA B Heobxoagumom obbeme.

VI. MpousBOACTBO M KOHTPO/Ab T[OTOBOW MNPOAYKUMM BbINOAHAIOTCA MO YTBEPMKAEHHbIM MHCTPYKUMAM
(meToguKkam).

VIl. Peannsaums nekapcTBEHHbIX CPEACTB A0 BblAa4YM YNOAHOMOYEHHbIM ANLOM PaspelleHna Ha BbIMyCK He
AonycKkaetca. YNOAHOMOYEHHOE /NLO AO0MXKHO NOATBEPAMTb, YTO Kax4as cepua MNpoayKuuu npoussegeHa M
NpoBepeHa B COOTBETCTBMM C TPebOBAaHMAMM, YCTAaHOB/AEHHbIMM NPWU  FOCYLAPCTBEHHOM  perucrpauuu
NleKapCcTBEHHOTO CPeACTBa.

VIIl. CywecTBytowas cuctema mep obecneyvMBaeT KayecTBO JIEKAPCTBEHHbIX CPeACTB MPU WX XPaHEHUM,
OTrpy3Ke ¥ nocneaytouem obpaleHm B TeUEHWe BCEro CPOoKa rogHoCTy.
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IX. MNopagok nposegeHna
CaMOWHCNEKLMU /UM ayanTa KayecTBa NO3BOJIAET PEryaapHO oueHMBaTb 3GPEeKTUBHOCTb cUCTEMbI obecrneyeHus
KayecTsa.

TpeboBaHMA K NPOU3BOACTBY M KOHTPOIIO KauecTBa /IeKapcTBeHHbIX cpeacts (GMP)

1.2. HacrtoAawmit cTaHgapT HanpaB/ieH Ha obecrneyeHWe KayecTBa, T.e. obecrneyeHWe rapaHTUW TOro, YTO
NPOM3BOACTBO M KOHTPOJ/Ib KayecTBa MPOAYKUMU MOCTOSSHHO COOTBETCTBYIOT TpeboBaHMAM, YCTaHOBAEHHbIM Mpu
rocyapCcTBEHHON perucTpaunmn, HOPMaTUBHOM AOKYMEHTaUMK, CTaH4apTaM KayecTBa, M NPoAyKUMs COOTBETCTByeT
CBOEMY Ha3Ha4YeHwuo.

OcHoBHble TpeboBaHua GMP

|. Bce npom3BOACTBEHHbIE MPOLECCHI AO/MKHbI ObITb YETKO pPernameHTUpPOBaHbl U A0/KHbI NEPUOLUYECKN
nepecmaTpmBaTbCA C YYeTOM HaKoMAeHHoro onbita. CneayeT KOHTPOAMPOBaTb CTabUAbHOCTL MNPOM3BOACTBA
NIeKapCTBEHHbIX CPEACTB C 3aJaHHbIM Ka4ecTBOM B COOTBETCTBMM CO cneldUKaLumamm Ha HUX.

Il. ChegyeT NpoBOAUTL aTTecTauMio (MCNbITaHUA) KPUTUYECKUX CTaauiA NPOLLeCCOB NPON3BOACTBA, B TOM YMcie
NPV BHECEHWUU CYLLLECTBEHHbIX U3MEHEHUI B TEXHO/IOMMYECKMIA npoLiecc.

Ill. ChegyeT obecneunTb Bce HeobxoauMble YCAOBUA ANA BbINOAHEHMA TpeboBaHUIA HAcToAWEro cTaHaapTa, B
T.4. BK/tOYaA Hanmume:

- 06y4yeHHOro 1 aTTecToBaHHOIO NepcoHana;

- HEOBXOANMbIX NOMELLLEHUI 1 NaoLaaen;

- COOTBeTCTBYHOLLEro 060pyA0BaHMA U CUCTEMbI OBCNYXKUBAHUS;

- MaTepu1anos, CPeACcTB YNaKoBKMU U MaPKUPOBKM, YA0BAETBOPAIOLWMNX YCTaHOBAEHHbIM TPeboBaHNAM;

- YTBEPXKAEHHbIX UHCTPYKUMI U METOLUK;

- TpebyembIx YCIOBUI XPaHEHMA U TPAHCNOPTUPOBAHUA.

IV. MHCTPYKLMN N METOAMKMU AO/KHbI OblTb KOHKPETHBIMM, U3/0MKEHbI ICHO M OAHO3HAYHO B MUCbMEHHOWN
dopme.

V. MNepcoHan gonxKeH 6biTb 06yYeH NPaBUIbHOMY BbINMOJHEHUIO UHCTPYKLUUNA.

VI. B npouecce Nnpon3BoAcTBa c/iedyeT COCTaBAATb NPOTOKO/bl (3ano/iHAeMble PYKOMMCHbIM crocobom u/mam ¢
NPUMEHEHMEM  TEXHUYECKUX CPeACTB), [AOKYMEHTaZbHO noATBepKAawolme  daKkTMyeckoe nposeneHue
NpesyCMOTPEHHbIX MHCTPYKUMAMU TEXHONOTMYECKUX CTaAMiA M MNONyvYeHWe NpoAyKuuu Tpebyemoro KayecTsa B
KO/IMYEecTBe, COOTBETCTBYIOLLEM YCTAaHOB/JEHHbIM HOpMaM. Bce OTKAOHeHUs HeobxoguMmo pacciegoBaTb U
NPOTOKO/IMPOBATb B MOJIHOM 06beme.

VII. MpOTOKObI Ha CEPUIO NPOAYKLMM, B T.4. Ha AOKYMEHTaLMIO N0 peannsaumm npoayKLmm, A0MXKHbl AaBaTb
BO3MOXHOCTb NPOCNEKMNBATb U3rOTOBIEHNE KaXKA0W CEPUU U XPaHUTLCA B NoHOM o6beme B AOCTynHOMN dopme.

VIII. MopaaoK peannsaumm (oNToBOM NPOAaXku) NPOAYKLUMU AO/BKEH CBOAUTL K MUHUMYMY Nt060I pUCK Ans ee
KayecTsa.

IX. CneayeTt opraH13oBaTh cMCTeMy OT3bliBa 1060 cepum NPoAYKLUN U3 MPOAANKU UAU MOCTaBKU.

X. Peknamaumm Ha KauecTBo NPoAyKUMKM cnedyeT TllaTeIbHO paccMaTpuBaTh, a MPUUYUHbLI YXYALIEHMA KavyecTsa
pacciienoBaTh C NPUHATUEM COOTBETCTBYIOLWMUX Mep MO UX NPeaoTBPaLLEHMIO.

KOHTpoAnb KauecTBa

1.3. KOHTpoAb KayecTBa ABNAETCA YacTblo HacToslero cTaHaapTta (npasun GMP) n BKkalovaeT B ceba otbop
npob, npoBegeHVe WCMbITaHUA (aHanM30B) M OoPOpPMIEHME COOTBETCTBYIOLLEN AOKYMEHTAUMU. UMHCTPYKUMKM Mo
OopraHu3auun, OOKYMEHTUPOBAHUIO W Bblgaye pPaspelleHnA Ha BbIMYCK MPOAYKUMM [OMXHbI BKAHOYATb B cebs
nposeaeHMe BCeX HEOOXOAMMBIX WMCMbITAHWIA M 3anpellaTb MCMNO/Ib30BaHWME MCXOLHOMO CbipbA M MaTepuanos
peanu3aunio roToBon NPoAyKLMN A0 NOATBEPKAEHNA COOTBETCTBMA KauecTBa YCTaHOBAEHHbIM TpeboBaHUAM.
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OcHoBHble TpPeboBaHUS K KOHTPOJIO
KauecTBa:

|. Haanume HeobxoAMMbIX MOMELLEHUI N 060pPYA0BaHUA, 0BYYEHHOrO NepcoHana, yTBePKAEHHbIX METOAMK MO
oTbopy nNpob, nNpoBepKe U MPOBEAEHMIO UCMbITAaHUA WUCXOAHbLIX M YMaKOBOYHbIX MaTepuasnoB, NMPOMEKYTOYHON,
HepachacoBaHHON M TOTOBOM MPOAYKLMWU, KOHTPOJIO OKpPYyMKatowelh cpedbl B COOTBETCTBMM € TpeboBaHMAMM
HacTosAwero ctaHaapTa (npasun GMP).

Il. MpoBeaeHne ot6opa NPob MCXOAHbLIX M YNAKOBOYHbLIX MATEPUANOB, MPOMENKYTOUYHOM, HepachacoBaHHOMN U
rOTOBOM MPOAYKUMM aTTECTOBAaHHbIM MEPCOHANIOM B COOTBETCTBUM C METOAMKAMM, YTBEPKAEHHbLIMM OTAE/NOM
KOHTPO/IA KayecTsa.

[Il. MpoBeAeHWe UCNbITAHWI aTTECTOBAaHHBIMU METOAAMM.

IV. CocTaBneHue MPOTOKO/OB (3aMONHAEMbIX PYKOMUCHbIM CNOCOBOM M/MAM C NPUMEHEHMEM TEXHUYECKMX
cpeacTs), NOATBEPKAAOWMUX haKTUUECKoe NpoBeaeHne Bcex HeobxoauMbIx 0T6OPOB Npob, NPOBEPOK N UCMbITaHUN,
a TaKXe perncrpaunto ntobbix OTKNIOHEHWUI U pacciiegoBaHWUM B NOIHOM obbeme.

V. MoaTeepraeHWe TOro, YTO rOTOBAA MNPOAYKLMA COOEPMKUT aKTMBHble dapmMaleBTUYECKMe cybCTaHUUK
(MHrpegmMeHTbl), N0 KaYeCTBEHHOMY U KOJIMYECTBEHHOMY COCTaBy COOTBETCTBYIOWME TPeboBaHUAM, YCTAHOBAEHHbIM
Nnpw rocy4apcTBeHHOW perncrpauum, uMeeT Tpebyemyto YACTOTY, NPABUAbHO YNakoBaHa M MapKUPOBaHa.

VI. OdopmneHne nNpOTOKONOB MNPOBEPKU  MUCXOAHOIO  CbipbA M MaTepuanos, MNPOMEKYTOYHOW,
HepachacoBaHHOM M FOTOBOW MNPOAYKUMM, MX aHa/iM3 U cpaBHeHMe co cneundukaumamu. OueHKa NpoayKuuu
BK/IlOYaeT B cebsi M3yyeHWe Bcen HeobXxoaMmol NPOM3BOACTBEHHOM [AOKYMEHTALMM M aHaA/NU3 OTKAOHEHMU OT
YCTaHOB/IEHHbIX TPe6OBaHMA.

VIl. MonydyeHue paspelleHns Ha Npoaaky WAM MOCTaBKy AboM cepun nNpoayKkuMM TONbKO nocne
noATBep:KAeHUSA YNOJIHOMOYEHHbIM JIMLLOM €€ COOTBETCTBUS TPeboBaHMAM, YCTaHOBIEHHbIM MPU rOCyAapCTBEHHON
pernctpauum.

VIIl. CoxpaHeHWe A0CTAaTOYHOro KoMyecTBa 06pasLoB UCXOAHbIX MaTepManoB 1 NPOAYKUUN AN BO3MOMKHOM
NpPoBeEpPKM B cayvyae Heobxoaumoctu. Ob6pasubl NPOAYKUMM CnenyeT XpPaHUTb B MX OKOHYaTes/IbHOM yMnaKoBKe, 3a
NCKNOMEHNEM KPYMHbIX YNaKOBOK.

AHann3 KayecTsa NpoayKLnmn

1.4. CnepyeT perynsapHo NpoBOAWUTb aHaIM3 KavyecTBa NPOAYKUMU U 0GOPMAATL ero AOKYMEHTaIbHO B BUAE
aHaNNTMYeCcKoro 063opa ANA BCEX JIMLLEH3MPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, BKAOYaA NpefHa3HauYeHHble TONbKO
ONA 3KCNopTa, C Uenblo MPOBEPKU HEU3MEHHOCTU AEWCTBYHOLLIMX MPOLLECCOB, COOTBETCTBUA cneunduKaumam
MCXO4HbIX MaTepuasoB WM TFOTOBOM MNPOAYKUMWU Ana OOHapy)KeHuAa /obblX W3MEHEHUMA U TeHAEHUMA WU
NoATBEPXKAEHNA COBEPLUEHCTBOBAHUA MPOAYKUMKM U npoueccoB. Kak npaBuio, Takol aHanus ciefyeT nNpoBoauTb
OZIMH pas3 B rod, NPUHUMan BO BHUMaHWe pe3ynbTaTbl NPOBEAEHHbIX PaHEE aHA/IM30B.

MpoBeaeHWe aHaNU3a AOKHO BKAOYATb B Ce6A, KAK MMHUMYM, Cneayiollee:

I. AHaNM3 UCXOAHBIX WU YNAKOBOYHbIX MaTepuanos, UCNOb3yeMbIX AAA NPOU3BOACTBA NpoAyKumK, obpalan
0co0b60e BHMMaHMeE Ha MaTepmrasbl, NOYyYEHHbIE OT HOBbIX NOCTABLLMKOB.

Il. AHaNM3 BHYTPMMNPOM3BOACTBEHHOIO KOHTPOA (KPUTUYECKMX GAKTOPOB) U KOHTPOJIA FOTOBOM NPOAYKLUN.

Ill. AHanu3 Bcex cepui, ANA KOTOPbIX OTMEYEHbl OTK/NOHEHWA OT cneunMduKauuii, M pPesynbTaToB
pacciefoBaHUS 3TUX OTKJIOHEHUN.

IV. AHann3 BCeX CYLLECTBEHHbIX OTKJIOHEHWI MM HECOOTBETCTBMM, Pe3y/IbTaTOB UX PAccaefoBaHMA U OLEHKa
3ddeKTUBHOCTU NpenPUHMMAEMbIX KOPPEKTUPYIOLLMX AN NPeaynperKaatowmx mep.

V. AHanu3 Bcex USMEHEHWIA, BHOCUMbIX B NPOLLECChbl /UK aHaNUTMYECKUE MEeToabI.

VI. AHann3 N3MeHeHul B PErMCTPaLMOHHON AOKYMEHTaUMK (MpeacTaBAeHHbIX, NMPUHATBIX MW OTKIOHEHHbIX),
BK/1HO4As USMEHEHMA, OTHOCALLMECA K MPOAYKLUUK, NpeaHa3HAYeHHOM TONIbKO A8 SKCnopTa.

VII. AHann3 pe3ynbTaToB KOHTPOAA CTaBUNBHOCTU U NHO6bIX OTPULLATENbHbBIX TEHAEHLMNA.

VIIl. AHanu3 BO3BPaTOB NPOAYKLUWW, CBA3AHHbIX C KauyecTBOM, peKaamauuii M OT3blBOB MNPOAYKLUK WU
pe3ynbTaToB NPOBEAEHHbIX PAaHEe paccnesoBaHUN.
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IX. AHanu3 addeKTMBHOCTN N0ObLIX
paHee BHECEHHbIX U3MEHEHW B NPOLLECCHl AN 060pyA0BaHME C LLeNblo UX COBEPLLIEHCTBOBAHMS.

X. AHanuM3 3ameyvaHWit Ha BHOBb 3aPErMCTPUMPOBAHHbLIE NIEKAPCTBEHHbIE CPEACTBA MM MOCNAE BHECEHWA
N3MEHEHWI B LOKYMEHTbI, OTHOCALLMECA K FOCYAaPCTBEHHOW perncTpaumu.

XIl. PaccmoTpeHue pe3ynbTaToB aTrecTauum (McnbiTaHuiA) o6opyaoBaHMA, MPOLLECCOB U TEXHOOTMYECKUX Cpes,
HanpuMmep, CUCTEM BEHTUAALUN U KOHOULMOHUPOBAHMA BO34YyXa, NOATOTOBKMW BOZAbI, CKATOro BO34yXa U Ap.

XIl. PaccmoTpeHue paboTbl MO KOHTpakTam (pa3gen 7) C Uenblo NOATBEPNKAEHMA ee COOTBeTCTBMA
OENCTBYIOLMM LOKYMEHTAM.

MponssoauTenb U BRadenel, PerucTpaumMoHHOro CBUAETENbCTBA (€CM OHW ABASAIOTCA PasHbIMK NLAMM)
OO/MKHbI OLUEHUTb Pe3yNbTaTbl AAHHOIO aHann3a, YCTaHOBUTb HECOOTBETCTBMA U AaTb NPEAIOKEHNA NO NPUHATUIO
KOPPEKTUPYIOWMX WU npeaynpexaalowmx AencTBUn M HeobxoaAMMOCTM NpOBenEeHUA MNOBTOPHOM aTTecTauuu
(ncnbiTaHmit). ObocHOBaHMA ANA TaKUX AENCTBUIM AO/MKHbI BbITb 0GOPMAEHbI AOKYMEHTabHO. MpeanpuHUMaeMble
KOppeKTUpylowme u npegynpexatrowme AencTena AoMKHbl 6biTb nposeaeHbl 3PPEeKTUBHO M B YCTAaHOB/EHHbIN
cpoK. Cnepyet pa3paboTaTb MHCTPYKUMM MO KOHTPO/IO BbIMNOJIHEHMA 3TUX AEUCTBMA M OLEHKE MX Pe3ynbTaTos.
3 PEeKTUBHOCTb 3TUX MHCTPYKLMI [OMKHA ObITb NPOBEPEHA B NPOLLECCE CAMOMHCNEKLUMIA.

Echn Bnageney pervcTpaumMoOHHOro CBUAETENbCTBA He ABAAETCA Npou3BOAMTENIeM MNPOAYKUMU, TO B
cneumanbHOM COTNALLEHUN MeXAY STUMKW CTOPOHAMM A0KHA ObITb onpesenieHa OTBETCTBEHHOCTb KaXKA0M CTOPOHbI
B OTHOLWIEHWW MpPOBEAEHUA aHanAu3a KayecTBa. YMNO/NHOMOYEHHOE /NUO, MOATBEPKAAloWee COOTBETCTBUE CEpPUM
roToBOM NPOAYKLMM YCTaHOBAEHHbBIM TPEOOBAHUAM, COBMECTHO C AepiKaTeseM JILLEH3UN JOKHO ybeauTbea, YTo
aHa/IN3 KayecTBa NPOBEAEH CBOEBPEMEHHO U HaZNeKalMm obpasom.

AHanun3 puckos

1.5. AHanu3 pUCKOB ABAAETCA CUCTEMATU3UPOBAHHbLIM MPOLLECCOM OLIEHKM, MPUHATMA PELLEHUA U Mep,
CBAA3AHHbIX C PUCKaMM, BAUAIOLLMMM HA KAYecTBO NEeKAPCTBEHHOro cpeacrtsa. OH MoOXKeT NpoBOAUTBCA KaK B
NepcrneKkTUBHOM, TaK U B PETPOCMNEKTUBHOM (Ha OCHOBE NMpeaLecTBYOWMX AaHHbIX) NaaHe.

1.6. Cuctema aHann3a PUCKOB A0MKHA obecrneumBatb <*>:

- OLUEHKY pUCKA A/1A KayecTBa, OCHOBbLIBAACb Ha HAy4YHOM nNoaxone, onbiTe PaboTbl U, B KOHEYHOM cYeTe,
NCXoas M3 3aWmTbl noTpebutens;

- COOTBETCTBME MPUHUMAEMbIX MEP U CTEMEHb AOKYMEHTANIbHOrO 0POpPMAEHMA NPOLLECCa aHaNM3a XapaKTepa
pUCKa.

2. MNepcoHan

OpFaHM3aU,VIFI n d)yHKLI,MOHMpOBaHMe nponssoactea M CUCTEMDI obecnevyeHns KavecTtBa NEeKapCTBEHHbIX
cpeacTs 3aBMCAT OT NepcoHana. [llpeanpuAtve A0J/IKHO 6bITb YKOMNNEKTOBAHO NepCcoHa/iom HEO6XOAMMOV1
YNCNEHHOCTN U KBaﬂMCbMKaLI,MM. LJONKHOCTHbIE obAsaHHOCTU KaXXgoro coTpyaHuWKa AO0/XKHbI 6bITb Od)OpMJ'IeHbI
JOKYMEHTa/NIbHO U YCBOEHbI UM. Bce COTPYAHUKM TaKXKe A0/XKHbI 3HaTb Tpe6OBaHM‘i| HaCTOoALWEro CTaHAapTa (npanm
GMP), OTHOCALWMNECA K cd)epe nx oeATesIbHOCTHU, N NPOoXoanTb Ha4ya/IbHOE U NMOBTOPHOE o6yqume B COOTBETCTBUMN C
nx 06F|3aHHOCTF|MM, B T.4. NO Npasunaiam JINYHOW TUTUEHDI.

Obuwme nonoxeHmn

2.1. Mpeanpuatue A[OMXHO ObiTb YKOMM/IEKTOBAHO [AOCTaTOYHbIM KO/JMYECTBOM MEepCcoHana, MMeLWmMm
HeobX0ANMYHO KBAaNUPUKALMIO U MPAKTUYECKUI ONbIT paboTbl. JoNKHOCTHbIe 06A3aHHOCTU OTAENbHOTO COTPYAHMKA
He AO/IKHbI 6bITb CANWKOM 60NbLUMMUK U NPUBOLUTL K €70 YPE3MEPHON 3arpy*KEHHOCTU, OTPULLATENIbHO BAMAIOLLEN
Ha KayecTBO NMPOAYKLUN.

2.2. Mpeanpuatve [OMKHO WMMETb YETKYID OpraHM3auMOHHYK CTPYKTypy. ChyskebHble 06A3aHHOCTM
pYKOBOAALWMX PAaBOTHUKOB AOJIXKHbI ObITb U3/10XKEHbI B AO/IKHOCTHBIX MHCTPYKLMAX. PYKOBOAMTENN LO/KHbI UMETH
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O0CTaTOYHble NosIHOMOYUS ana

BbINONHEHUS cBOMX YHKUMIA. VX nonHoMouMsa moryT BbiTb nepedaHbl 0dUUMANBbHO HA3HAYEHHbIM 3aMECTUTENAM,
MMEIOLWMM O0CTaTOYHYO KBanudukaumio. CneayeT MCKAOUYMTb HeonpasBAaHHOe AybavMpoBaHME OTBETCTBEHHOCTU
COTPYAHWKOB, CBSI3AHHOW C BbINOJAHEHMEM TpeboBaHWIM HacToAWero CTaHAapTa, M He AOoMycKkaTb CAyyaeBs, Korga
KaKkne-nmbo GpyHKLUMM HN 32 KEM He 3aKpen/ieHbl.

PykoBogAwme paboTHUKM

2.3. PykoBoauTeNnM Npou3BOACTBa, PYKOBOAUTENb CAYKObl (0TAeNa) KOHTPONA KavyecTBa M YNOJHOMOYEHHOoe
Muo (nMua) AOoMIKHbI BbITb 3aHATHI Ha NPeAnpPUATUKM, Kak MpPaBwW/Io, NOJHbIKM pabounii geHb. PykoBogutenu
NpPon3BOACTBA U CNYXKObI (0TAENa) KOHTPOIA KayecTBa AOJIKHbI OblTb HE3aBUCMMbIMUM APYr OT Apyra. Ha 6osblimnx
npeanpuATMAX YacTb GYHKLMN, NepeyncieHHblx B 2.5 - 2.7, ponyckaeTcs, NpyM HeobxogMmocCTu, nepesasaTtb Apyrum
COTPYAHMKaAM.

2.4. O643aHHOCTM YNOJTHOMOYEHHbIX KLY,

a) B OTHOLWIEHUM NeKapCTBEHHbIX CPEACTB, BbINyLLEeHHbIX B Poccuitickonn ®epepaumm, yNnoaHOMOYEHHOE NULLO
OO/KHO TrapaHTUPOBATb, YTO Kaxgana cepus NpoayKuuMum 6blia M3roToB/ieHAa M MPOBEPEHA B COOTBETCTBUM C
YCTaHOB/IEHHbIMW TPEHBOBaAHUAMM.

b) B OTHOWEHWW NEKAapPCTBEHHbIX CPeACTB, BbINYWEHHbIX 3a npegenamu Poccuiickoli depepaunn,
YNONHOMOYEHHOe /NLO AOMKHO rapaHTUPOBaTb, YTO UMNOPTUPYEMAA Cepua NPOAYKUUM npoluaa MPOBEPKY B
nopaake, yctaHoeseHHom B Poccuiickoit Pepepaumnu.

c) Jo Bblaaum paspelleHnsa Ha BbINYCK IEKAPCTBEHHbIX CPeacTB B chepy obpalleHUs yNnoAHOMOYEHHOE ANLO
OO/KHO  AOKYMEHTa/ZIbHO NOATBEPAMTb, UTO Kaxgaa cepua NpoayKUWMW  yAOBAeTBOpseT TpeboBaHWUAM,
YCTAHOB/IEHHbIM NPU rOCY4apPCTBEHHOW PerncTpaumm.

KBannduKkauma ynosIHOMOYEHHOrO AMLA  AO/KHA  COOTBETCTBOBATb  YCTAaHOB/EHHbIM  TpeboBaHMAM.
YNONHOMOYEHHOE MU0 AOMXKHO BXOAWUTb B LITAT NpeanpuAaATMA - NPOM3BOAUTENA NeKapCTBeHHbIX cpeacts. Ero
06a3aHHOCTK MOryT ObITb NepesaHbl TOJIbKO NLAM, UMEIOLLMM CTATYyC YNOJHOMOYEHHOTO NLA.

2.5. OcHoBHbIe 06A3aHHOCTM PYKOBOAUTE/IA MPOU3BOACTBA

|. OpraHusauma nNpou3BOACTBA M XPaHEHUA MPOAYKUMM B COOTBETCTBUM C [OKYMEHTaUMEN C LeNbto
obecneyeHuna Tpebyemoro Kayecrsa.

Il. YTBEpXAEHNE MHCTPYKLMNA, CBA3AHHbLIX C NMPOU3BOACTBEHHbIM MPOLLECCOM, M obecnevyeHue UX TOYHOrO
BbIMNOJIHEHUA.

[ll. KOHTpONb paccMOTpeHuA M NOoANUCaHMA BCEX MNPOU3BOACTBEHHbLIX MPOTOKOJIOB NUUAMW, MMEIOLLMMMU
Heobxo4MMble NONHOMOYMA, A0 Nepesaym ux B Cy*KOy KOHTPONA KayecTBa.

IV. KoHTposb paboTbl NoaBesOMCTBEHHOrO MoApasAefieHusa, COAEPKAHUA NOMELLEHWUI, 3KCNayaTaumm u
TEXHMYECKOro obcnyRnsaHna obopyaoBaHuA.

V. KoHTponb nposeaeHusa paboT no attrectaumm (UCnblTaHUAaM).

VI. OpraHunsaums NnepBMYHOrO U NocaeayoLLero obyyeHns NpPomn3BoACTBEHHOIO NePCOHana.

2.6. OcHOBHble 06A3aHHOCTU PYKOBOAMTENS CNYXKObI KOHTPOAA KaYecTBa

l. YTBEpPXKAEHNE NN OTKNOHEHME UCXOAHDbIX M YTAaKOBOYHbIX MAaTEPUAIOB, MPOMEXKYTOUYHOM, HepachacoBaHHOWM
W rTOTOBOWM NPOAYyKLUNM.

[I. OueHKa NPOTOKO0B Ha CEPUIO NPOAYKLUMUN.

lIl. MpoBeaeHWe HEOBXOAMMbBIX UCMbITAaHUNA.

IV. YTBepaeHue cneumduKaLmii, MHCTPYKLMIA No oTOopy Npob, MeTOAMK UCMbITaHWUIA U APYrUX METOLMK Mo
KOHTPOJItO KayecTBa.

V. [lonyck K paboTe cneLmanmncTtoB-aHaIMTUKOB, PaboTatoWwmMX NO KOHTPAKTY, U KOHTPOIb UX AEeATENbHOCTU.

VI. KoHTponb paboTbl NoABeLOMCTBEHHOTO 0TAENA, 06CNYKMBAHUA ero NnomeLeHnin u obopyaosBaHuA.

VII. KoHTpoAnb NpoBeaeHus aTTecTaumm (MCnbiTaHui).
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VIIl. OpraHuzauma nepBUYHOro U
nocneaytouiero obyyeHmsa nepcoHana noaBeAOMCTBEHHOTO OTAeNa € y4eTomM ocobeHHOCTeN NponssoacTea. pyrue
06A3aHHOCTU COTPYAHMKOB CNYXKObl KOHTPOS KaYecTBa NpMBeAEHbI B pasaesne 6.

2.7. PyKoBoguTenn NpousBOACTBA WM CAYXKObl KOHTPONA KayecTBa MMEKT paf COBMECTHbIX 0bAa3aHHOCTEN,
OTHOCALLMXCA K 0becneyeHmto KayecTBa NPOAYKLMN. ITM 06A3aHHOCTM C yYeTOM AENCTBYIOWMX HOPM U MPaBUA MOTYT
BK/IlOYaTb B cebA cneaytoulee:

- YTBEPXKAEHME NMUCbMEHHbIX MHCTPYKLMNA, METOAMK N APYTUX JOKYMEHTOB, B T.4. BHECEHNE U3MEHEHWNI B HUX;

- KOHTPO/1b NPOM3BOACTBEHHON Cpesbl;

- KOHTPO/b COBNOAEHMA NPaBUA NPOU3BOACTBEHHOM TMINEHDI;

- aTTecTaumio (McnbiTaHMA) NPOLLECCOoB;

- obyyeHUe nepcoHana;

- YTBEPXKAEHME U KOHTPOJIb MOCTaBLLMKOB UCXOAHbIX MAaTEPMANOB;

- YTBEPXKAEHME U KOHTPOJIb MPOM3BOAUTENEN, PAaBOTAIOWMX NO KOHTPAKTY;

- onpeaeneHune ycioBUM XpaHEHMA MATEPUAIOB, MPOAYKLMN N KOHTPOAb UX cobatoaeHs;

- XpaHeHne AOKYMEHTOB;

- NOCTOSHHbIN KOHTPO/Ib COOTBETCTBUA TPpeOOBAHMAM HACTOALLErO CTAaHAAPTA;

- NpoBeAeHWe MHCMEKUUN, paccienoBaHuii U oTbopos Npob C Lenblo BbiABAEHUA (aKTOPOB, CMOCOBHbIX
NOB/IMATb HA Ka4eCTBO NPOAYKLUUMN.

ObyuyeHue

2.8. TlpeanpuAatTMe-nponsBoauTeNb [AOMKHO obecneunTo 0OyyeHME BCEX COTPYAHMKOB,  3aHATbIX
NPOM3BOACTBOM MM KOHTPOJSIEM KayecTBa (B T.4. TEXHMYECKUIN, OOCAYKMBAIOWMA NEPCOHAN M MepcoHan,
BbINOJIHAOWMI YOOPKY), a TaKKe APYrUX COTPYAHWKOB, AEATE/NbHOCTb KOTOPbIX MOMKET B/MATb HA KayecTBo
NpPoAYKLMM.

2.9. Momnmo 6a3oBoro obydyeHusa TpeboBaHMAM HacToALEro cTaHAaapTa (No Teopun 1 npaktuke GMP), BHOBb
NPUHATbIE COTPYAHUKN AOMMKHbI NPONTU 0ByYeHWe, COOTBETCTBYIOLLEE UX OOMKHOCTHbIM 0basaHHocTam. Cneayet
OpraHM3oBaTb nepuoauyveckoe obyvyeHue nepcoHana U oueHMBaTb 3GPEKTUBHOCTb 3TOro 0byYeHUsA Ha NpaKTUKe.
Oby4yeHue cnegsyeT NPOBOAWTb MO NPOrPAMMaM, YTBEPMKAEHHbIM PYKOBOAUTENAMWM MPOWU3BOACTBA WMAW CAYKObI
(oTgena) kKoHTpona KayecTBa. Ha npeanpuATUM LOMKHA XPAHUTLCA OKYMEHTaLMA O NPOBeAEHUM 0ByYeHUs.

2.10. CoTtpyaHuKkK, paboTatowme B 30HaX, B KOTOPbIX 3arpsA3HeHWe npeactaBasieT ONacHOCTb, Hanpumep, B
UMCTbIX 30HaX MAM B 30Hax pPaboTbl C CUAbHOAEMCTBYIOWMMM, TOKCUMYHbIMU, WHOULUPYIOLMMKN UK
CEHCUBMNN3NPYIOWMMIK BELLECTBAMM, A0/KHbI NPOMTH crneymanbHoe obyyeHue.

2.11. Mocetutenn wu/mam HeobydyeHHble COTPYAHUKM HE [O/KHbl [AOMNYCKaTbCA B 30HbI, CBA3aHHbIE C
NPOM3BOACTBOM U KOHTPOJIEM KayecTBa. [1pn HEOBXOAMMOCTM OHW LO/KHbI NPeABaPUTENBHO NPONTU UHCTPYKTAXK
Nno Mpasuaam JIMYHOW TFUTMEHbl, NOPALKY NEPEOAEeBaHNA U HOWEHUIO CNELMANnbHOM oaexapl. 3a 3TUMKU AULAMU
O0JIKeH ObITb OpraHM30BaH TWATENbHbIA KOHTPO/b.

2.12. MNpu obyyeHUU cnepyeT MNogpPobHO PasbACHATbL M 0bOCYKAaTb MNPUMHLMMbI obecneyeHua KadecTsa
NPOAYKLMM A8 X NOJHOMO YCBOEHMA U Aa/ibHENLLIErO NPUMEHEHUS.

MreHa nepcoHana

2.13. Ha npegnpuatTMmn AonxKHbl 6biTb pa3paboTaHbl M BHeAPEHbI MHCTPYKLMWM NO MYHOMN FMrMeHe NepcoHana ¢
yyeTom 0cobeHHOCTE KOHKPETHOrO NPOU3BOACTBA. MHCTPYKUMM O0NXKHbI YCTaHABAMBaTb TPEB6OBaHMA K COCTOAHUIO
34,0pOBbA COTPYAHUKOB, COBMOAEHNIO UMW IMYHOM TUIMEHBI U MPABUIAM HOLEHMA oAeXabl. JaHHble MHCTPYKUUK
OOMKHbI  coBMOAaTh BCE COTPYAHMKM, CBA3AHHbIE C HAXOMKAEHMEM B MPOU3BOACTBEHHbLIX MOMELLEHUAX W
NMOMELLLEHUAX KOHTPOJIA KayecTBa. PYKOBOACTBO MPeAnpUATUA HeceT OTBETCTBEHHOCTb 3@ BbIMOJIHEHWE MEePCOHAN0M
NPaBuA IMYHOM TMIMEHbl M OPraHM3aLM0 He06X0AMMOro 0byyeHus.
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2.14. Bce nuua, npuHUMaemble Ha
paboTy, AOMKHbI MPOUTU MeAMUMHCKMI ocMoTp. Ha npeanpuatm [omkHbl 6biTb paspaboTaHbl M BHeAPEHbI
WMHCTPYKLMM C MepeyHem MoKasaTeNen COCTOAHMA 340POBbSA, KOTOpble MOMyT OKas3aTb BAMAHME HA KAYecTBO
NPoAyKLMK. B cayyanx, cBA3aHHbIX C NPOU3BOACTBEHHON HEOBXOANMMOCTbBIO MM COCTOAHUEM 340POBbA, COTPYAHUKN
OO/IKHbI NPOXOANTb NOBTOPHbIN MEANLNHCKMIA OCMOTP.

2.15. /lImua ¢ MHPEKUMOHHbIMX 3a60MEBaHMAMU U MOBPEXKAEHUMAMM Ha OTKPbITbIX Yy4acTKax Tena He
[OMNYCKaloTCA K MPOU3BOACTBY 1EKAPCTBEHHbIX CPeaCcTB.

2.16. Opexpa COTPYAHMKA, BXOAALWEro B MPOM3BOACTBEHHbIE MOMELLEHUA, A0NAXKHA COOTBETCTBOBATb
Ha3HaYeHMIo 3TOro NOMeLLeHUA.

2.17. B npon3BOACTBEHHbIX U CKNAACKMX 30HaX 3anpeLlatoTca KypeHue, npuem NUWM WA NUTbe, XKeBaHue
Pe3MHKM, a TaKKe XpaHeHMe NULLEBbLIX NPOAYKTOB, HANUTKOB, TabAUYHbIX U34EAUA N IUYHBIX NEKAPCTBEHHbIX CPEACTB.
He ponyckaetca niobasa AeATeNbHOCTb, HapyLaloW,aa YCTaHOB/IEHHble MNPAaBWAA TUMMEHbl B MPOWU3BOACTBEHHbIX
NoOMeLLEHUAX UK APYTUX MECTax, KOTOpaa MOXET OKa3aTb OTpULaTesibHOe BAUAHUE Ha KaYeCTBO NPOAYKUUN.

2.18. HenocpeAcTBeHHbIA KOHTAKT OMEpaTopoB C OTKPLITOM npoayKkumen uam nwbbiMu  getanamu
060pyA0BaHUA, KOHTAKTUPYHOLLMMM C NPOAYKLMEN, HE AOMYCKaeTCA.

2.19. NepcoHan foMmKeH NPONUTU MHCTPYKTAXK NO NPaBUaIaM MbITbA PYK.

2.20. CneumanbHble TpeboBaHMA, OTHOCALLMECA K MPOU3BOACTBY OTAE/bHbIX BUAOB MPOAYKUUKM, Hanpumep,
CTEePUNbHbBIX NPenapaTos, NpuseaeHbl B [PUN0KEHMAX K HACcTOALLEeMY CTaHAAPTY.

3. NomeuieHnA 1 obopyaosaHue
Obume nonoxeHnn

MecTo pacnono)KeHus, MPOEKT, CTPOMTENbCTBO, MOHTa)K, OCHalleHWe W 06CNYKUBaHME NOMELeHUn U
060py0BaHUA AO/KHBI COOTBETCTBOBATb XapaKTepy BbIMOJIHAEMbIX PaboT. MNaHMPOBOYHbIE pelleHUA NOMELLLEH U
M  KOHCTPYKUMA o06opyaoBaHMA AO0/MKHbI MUHMMM3MPOBATbL PUCK OLWIMBOK, npeaycmaTpuMBaTb npoBeseHue
3pPeKTUBHOM YOOPKN U 0OCNYKUBAHMA C LEe/blo NPeaoTBPaLLeHUA NepeKkpPecTHOro 3arpsa3HEHUs, NOABAEHUA Mblan
WAW TPA3M U, B 06LLLEM ClyYae, YCTPaHeHMA N1oboro ¢akTopa, yXyAWwatowero Ka4ecTso NpoayKumm.

MNomeweHuna
Obume nonoxeHusn

3.1. PUCK 3arpsA3HeHMs maTepuasioB 1 MPOAYKLMM, CO34aBaeMblii OKpyXalollen cpeao NMpou3BoACTBEHHbIX
NoMelLLLeHU (34aHuniA), 4OoNKEH BbITb MMHMMAAbHBIM MPY YCNO0BUU COBNIOAEHNA BCEX MEP 3aLLMTI.

3.2. Mpwv 3KcnayaTauumn NomeLLeHnin cneayet cobaogaTe mepbl NpeaocToPoXKHOCTU. Mpy 3ToM NpoBeaeHue
TEXHMYECKOro 06CNYKMBAHMA M PEMOHTA HE A0/KHO OKa3blBaTb OTPULLATENIbHOTO BANAHUA Ha KAuyecTBO MPOAyKLUMN.
Y60pKa 1 Ae3nHbeKLna NOMELEHMI AONKHbI MPOBOAUTLCA B COOTBETCTBMU C MUCbMEHHbBIMU MHCTPYKLMUAMM.

3.3. OcBelleHre, TEMMNEPATYPHbIA PEXUM, BNAXKHOCTb BO3AyXa M BEHTUAAUMA O0NXHbI COOTBETCTBOBATb
Ha3HaYeHMI0 MOMELLEHMA W He OKasbiBaTb MPAMOr0 WMAM KOCBEHHOTO OTPULATENbHOTO BAMAHMA Ha paboty
060pyA0BaHNA N NEKAPCTBEHHbIE CPeACTBA BO BPEMA UX M3TOTOB/IEHNA U XPaHEHUSA.

3.4. MNpw NPOEKTUPOBAHMM M IKCNIyaTaLuMM NOMELLEHUIA A0NKHA bbITb obecneyeHa 3alMTa OT MPOHUKAHNUA B
HUX HACEKOMbIX MW KUBOTHbIX.

3.5. B nomeLLeHns He A0MKHbI 40NYCKaTbCA MLA, HE MMEIOLLME NpaBa A4OCTyNa B HUX.

Mpoun3BoACTBEHHbIE, CKNAACKME NOMELLEHMS U MOMELLEHNA KOHTPOIA KayecTBa He A0/KHbl MCMO/1b30BaThCA
[AN15 CKBO3HOIO NPOX0Aa NepcoHana, He paboTatoLWwero B HUX.

npOM3BO,CI,CTBeHHaFI 30Ha
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3.6. Ana MUHMUMM3aAUUKU pPUCKA ONA
3[1,0pOBbA NIOAEN U3-3a NEPEKPECTHBIX 3arpsA3HEHNN NPU NPOM3BOACTBE HEKOTOPbIX IEKAPCTBEHHbIX CPEACTB, TaKMX
KaK ceHcMbunusupyowme BewecTsa (Hanpumep, NEHULMAAUHDBI) UAKM BUONOrMYECKME NeKapCTBEHHbIE CpeacTBa
(Hanpumep, U3 KMBbIX MUKPOOPTraHM3MOB), CieayeT NPeayCMOTPETb CneLManbHble U U30ANMPOBAHHbBIE TEXHUYECKNE
cpeactBa (nomeleHuns, obopypoBaHue, cpeacTBa O6CAY:KMBaHMA WM Ap.). B ogHUX M Tex e nomeleHuax He
OONYCKaeTcaA MPOM3BOACTBO  OTAE/bHbIX BWAOB AHTUOMOTMKOB, HEKOTOPbIX TFOPMOHOB, LIUTOTOKCUHOB,
CUNbHOAENCTBYIOWMNX /IEKAPCTBEHHbBIX CPEACTB U MPOAYKUMN HEMEOMULMHCKOro HasHayeHusa. B MCKAOUMTENbHbIX
CAyyasx MpPOM3BOACTBO TaKMX MpPenapaToB AOMYCKaeTcA B OAHWUX MOMELLEHMAX MNPU  PasfefeHMM  LMKNOoB
Npoun3BoACTBa NO BPeEMEHM, C cOBAOAeHMEM CMeLManbHbIX Mep NPeAoCTOPONKHOCTM U NPOBEAEHNEM HEOBX0AMMON
atrectaumm (McnbiTaHWin). B 34aHMAX, UCNONb3YEMbIX ANA NMPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB, HE AOMYyCKaeTca
NpPou3BOACTBO AZ0B TEXHUYECKOro HazHaveHus (Nnectuumaos n repbuungos).

3.7. MNaHMpPOBOYHbIE pELIEHMA MOMELLEHUN, MO BO3MOMKHOCTU, [LO0MXKHbI COOTBETCTBOBATb JIOTMYECKOM
nocneaoBaTeNbHOCTU MPOU3BOACTBEHHbIX ONepaLnit u obecnevymsaTth BbiNoHEHWE TPEOOBaHMM K YnCTOTE.

3.8. MNnaHMpoOBOYHbIE pelleHUA paboumnx 30H U 30H XPaHEHUA BHYTPU MPOU3BOACTBA LOJIXKHbl 0becneynsaTtb
nocneaoBaTeNlbHOE M /IOTMYHOE pasmeleHne o60opyAoBaHMA W MATeEpPUaNoB, CBOAUTb K MUHUMYMY PUCK
nepenyTbiBaHUA Pas3/IMYHbIX JIEKAPCTBEHHbIX CPEACTB MAM MX KOMMOHEHTOB, MEPEKPECTHOro 3arpsasHeHua W
OWMBOYHOrO BbINOJHEHWUA AW NPOMYCKa NoObIX onepauunii No NPOU3BOACTBY MU KOHTPOO.

3.9. Ecan ucxofHble M NepBUYHblE YNAKOBOYHblE MaTepwuasbl, MPOMENKYTOYHblE WAM HepachacoBaHHble
NPOAYKTbl NOABEPraloTCA BO3AENCTBUIO OKPYKAIOLWLEN cpeabl, BHYTPEHHWE NOBEPXHOCTU NMOMELLEHWUI (CTEHbI, NOA U
NOTO/IOK) AO/XHbI ObITb FAAKMMU, HE MMETb OTKPbLITbIX COEANHEHUI U TPELWMH, He BblAENATb YacTUL, U AO/KHbI
obecneumBaTb BO3MOXKHOCTb 6ecnpenATcTBEHHOM U 3ddeKTUBHOM yOOPKKM, a TakKe, MNpU HeobXoAMMOCTH,
AesnHderumn.

3.10. KoHCTpyKLMA M pasmelleHne Tpyb, OoCcBETUTENbHbIX NPMOOPOB, 060PYAO0BAHUA BEHTUASALMU U T.N. He
OO/IKHbI UMETb MECT, TPYAHOAOCTYMHbIX A7 OYUCTKU. [0 BO3MOXKHOCTU UX 0OCYKMBaAHWE AONIMKHO OCYLECTBAATLHCA
C BHELIHEeN CTOPOHbI NPON3BOACTBEHHbIX MOMELLLEHWA.

3.11. TpybonpoBoabl AN CTOKOB (KaHanusauus) OO0/KHbI MMETb Heobxoaumble pasmepbl U BbiTb
obopyaoBaHbl YCTPOMCTBaMM, NpeaoTBpallalowmmm obpaTtHbid noTtok. Chneagyet msberatb NPUMMEHEHUA OTKPbITbIX
enobos. Mpn HEOHXOAMMOCTU OHU AO0KHbI ObITb HEFNYOOKMMM ANA YyA006CTBA OYUCTKM U AE3NHIEKLMN.

3.12. B npon3BOACTBEHHbIX 30HaX, B 3aBUCMMOCTM OT BblNYCKAaeMOW NPOAYKLUKN, BbINOJIHAEMbIX ONEpaLmnin 1
TpeboBaHMI K OKpy)Kalowen cpeae, caemyetr npeaycMatpmatb 3OGEKTUBHYHO CUCTEMY BEHTUAAUMM C
obecneyeHnem Tpebyemoit TemnepaTypbl U, NPM HEOOXOAMMOCTH, BAAXKHOCTM BO3A4yXa M ero GuabTpauum.

3.13. McxopHble maTepuanbl B3BELIMBAKOT, KaK NpaBuao, B cneuuanbHo o60pyAoBaHHbLIX AAs 3TOro
NoMeLLEHUSX.

3.14. Ecnu BbINO/MHEHME pPaboTbl COMPOBOXAAETCA BblAENEHUEM MblAM (Hanpumep, nNpu otbope npob,
B3BELUMBAHUKN, CMELLEHUWN, MPOM3BOACTBEHHbLIX OMEPALMAX M YNAKOBKE CYXMX MPOAYKTOB), TO HeobxoaMmo
npeaycMoTPETb Mepbl MO NPEAOTBPALLEHNIO NEPEKPECTHONO 3arpA3HEHUS U NPOBELEHUNIO OUUCTKMU.

3.15. Mpn nNpoeKkTMpoBaHUU (B T.4. pa3paboTKe MAAHMPOBOYHBIX PELUEHWUI) NMOMELLEHWI A1A YNaKOBKU
JIeKAPCTBEHHbIX CPEACTB CeayeT nNpeasycMaTpmBaTh CreLmManbHble Mepbl, NPeaoTBpaLllatowme nepenyTbiBaHne uam
nepeKkpecTHoe 3arpA3HeHne MaTepuasos U NPOAYKLUN.

3.16. Mpoun3BOACTBEHHbIE NMOMELLEHUS AO0MKHbI ObITb XOPOLIO OCBELLEHbl, OCOBEHHO B MecTax NpoBeAeHUs
BM3Ya/IbHOrO KOHTPOAA.

3.17. BHYTpMNPOU3BOACTBEHHbIN KOHTPO/Ib MOXET NPOBOANTLCA B 30HE NPOU3BOACTBA, €C/IN 3TO He co3aaeT
nomex A8 TEXHOOrMYECKOro npoLecca.

30HbI CKlagmpoBaHumA

3.18. 30HblI CKNAAMPOBaAHUA AO/KHbI MMETb [AOCTaTOYHYI0 BMECTMMOCTb Ana obecneyeHus Hag/exkallero
XpaHeHUs Pa3/INYHbIX KaTeropuit maTtepyanoB M MPOAYKUMM (MCXOAHOrO Cbipbi M YNAKOBOYHbIX MaTepuasnos;
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NPOMEKYTOYHOW, HepacdacoBaHHOW W
roToBOM MPOAYKUMKM; NPOAYKUMKM, HaxoAAWENCA B KapaHTMHE;, paspelleHHOM ANns BbINYCKa, OTK/JIOHEHHOM,
BO3BPaLLEHHON AN OTO3BAHHOM NPOAYKLUMM).

3.19. Mpn NPOEKTUPOBAHMM W OPraHU3aLMM 30H CKAAAMPOBAHUA cinedyeT npeaycMaTpuBaTb HagJjerKalme
YCNOBUA XpaHEHWA. 30Hbl CKAAAMPOBAHUA LONXKHbI OblITb YNCTBIMU U CYXMMM, B HUX AO/MKEH ObiTb obecneyeH
Tpebyemblli TemnepaTypHbIn pexum. Mpn HeobxoanmmocTn cieayeT obecneymBaTth cneumasbHble YCI0BUA XPaHEHUSA
(Temnepatypa, BNaXKHOCTb BO34YXa U T.M.) U UX KOHTPOJIb.

3.20. B 30Hax MPUEMKM M BblAAYM MaTepuanoB W NPOAYKUMM AO0/KHA ObiTb obecneyeHa mx 3awmrta oOT
HebNaronpuATHOrO BAMAHUA OKpyXKatowein cpenbl. MNPOEKT 30HbI MPUEMKU [OMKEH NpenycMmaTpuBaTb OYUCTKY
YNaKOBOK C MOCTyNaoWMMM MaTepmnanamm nepes ux CKNagmpoBaHmem.

3.21. Ecan pexkum KapaHTMHa obecneyvymBaeTca XpPaHeHWem NpoAayKUuuM B pasaesibHblX 30HaAx, TO 3TU 30HbI
OOMKHbI ObITb YeTKO 0603HaYeHbl. JOCTyn B HUX A0/KEH ObiTb paspelleH TONbKO ANLAM, MMEOLWMM Ha 3TO Npaso.
Jllobasa ppyras  cucTema, 3ameHAlowas ©u3Myeckoe pasgesneHne, AOMXKHA obecneymBaTb 3KBMBANIEHTHYIO
6e30nacHOCTb.

3.22. Ot60p Npob UCXOAHbIX MaTepPUanoB, Kak NpaBu/o, cneayeT BbINOAHATL B OTAe/bHOM 30He. MNpu oTbope
Npo6 B CKNAACKOW 30HE [O0/MKHbI ObiTb MPUHATBI MEpbl, NpeaoTBpaljalolMe MNPAMOE WAUM MepeKpecTHoe
3arpssHeHue.

3.23. OTK/IOHEHHble, OTO3BaHHblE W/M BO3BPALWLEHHble MaTepuanbl M NPOAYKUMIO CcnedyeT XpaHuTb B
N30/IMPOBaAHHbIX 30HaX.

3.24. CunbHOAENCTBYIOWME BELLeCTBA W MNpenapaTtbl AOMKHbI XPaHUTbCA B 6e30MacHbIX U OXPaHAEMbIX
NOMELLEHUSX.

3.25. [lonKHO 6bITb obecrneyeHO HagekHoe M 6He3onacHoe XpaHeHWe MnevyaTHbIX MaTepuanos BBUAY MX
KNOYEBOM PONN B NOATBEPKAEHUN NOEHTUYHOCTU IEKAPCTBEHHbIX CPEACTB.

30Hbl KOHTPO/1A Ka4yecTBa

3.26. Kak npaBuno, nabopatopum KOHTPOAA KayecTBa A0JIKHbl ObiTb OTAE/ieHbl OT MPOU3BOACTBEHHbIX
NMOMELLLEHWUIM. OTO 0COOEHHO BaXKHO A5 1abopaTopUit KOHTPOIA BUONOTMYECKUX, MUKPOBNONOrMYECKMX NpenapaTos
UKW PaSNoON30TONOB, KOTOPbIE TaKKe A0/IKHbI 6bITb OTAENEHbI APYT OT ApYyra.

3.27. MNpoeKT KOHTPO/IbHbIX labopaTopuii AONKEH COOTBETCTBOBATb TPEOOBAHUAM K BbINONHAEMbIM B HUX
onepaumsam. Mnowaab nabopatopunii 4oNXKHA BbITb 4OCTAaTOYHON A5 UCKIOYEHUS NEPENYTbIBAHUA U NEePEeKPEeCcTHOro
3arpA3HeHus, a TaKKe 1A XpaHeHMA 06pasLoB U LOKYMEHTALUMN.

3.28. [ns pasmeLleHns YyBCTBUTE/IbHbIX NPMOOPOB, HYXKAAIOWMUXCS B 3aWMTe OT 3/IEKTPOMATrHUTHbIX NOMEN,
BMOpaLMN, NOBbILWEHHOW BAAXHOCTU BO3AyXa WAW APYrUX BHEWHWX ¢(aKTOpoB, MoOryT 6biTb MpesycMOTpPEHbI
oTAe/bHble MOMELLEeHUA.

3.29. Ocobble TpeboBaHMa NpeabaBAAtOTCA K nabopaTopusam, B KOTOPbIX NpoBoaAaTca paboTbl ¢ obpasuamum
cneyndUYEcKnX BeLLLECTB, Hanpumep, 6UONOrMYECKUMU MU PAAMOAKTUBHBIMW MaTepuatamMu.

BcnomoraTenbHble 30HbI

3.30. KomHaTbl OTAbIXa M NPUeMa NULLLM A0/KHbI BbITb OTAENEHbI OT APYTUX 30H.

3.31. MNomelleHnsa Ans nepeoaesBaHUn, TyaneTbl U AyleBble KabuHbl A0MKHbI UMeTb YAO0bOHbIA A0CTYN; UX
NAaHUPOBKa U pasmepbl A0/KHbI COOTBETCTBOBATb YMC/NEHHOCTU NepcoHana. He gonyckaeTca BbIXo4, U3 TyasneTos
HenocpeacTBEHHO B NPOU3BOACTBEHHbIE NN CKAAACKMUE 30HbI.

3.32. PeMOHTHbIE Y4acTKM AO0NXKHbI 6biTb, MO BO3MOXHOCTU, OTAENEHbI OT NPOU3BOACTBEHHbIX NOMELLEHWA.
Mpn HeobXoAMMOCTM XpaHeHWUA 3amnacHbIX YacTeld U WHCTPYMEHTOB B 30HE MPOM3BOACTBA AO0/XKHbl ObiTbh
npeaycMoTpeHbl cneuyanbHble NoMeLLEeHNs UAN WKadbl.

3.33. MNomeLlleHns AN coaepsKaHna XUBOTHbIX AO/KHbI 6bITb N30/IMPOBaHbI OT OCTa/IbHbIX 30H, 060PYA0BaHbI
OTAENbHbIMU CUCTEMAMM BEHTUAALMU U OTAELNbHBIM BXOA0M.
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O6opynoBaHue

3.34. KOHCTpyKLMA, MOHTaXX M MNOPSAAOK TexHUYeckoro obcnyxmBaHMa o060pyaoBaHMA — OO/KHbI
COOTBETCTBOBATb €r0 HA3HAYEHMIO.

3.35. PaboTbl NO PEeMOHTy M TeXHUYEeCKoOMy O0obOCayKMBaHMIO 000pYyaOBaHMA HEe [A0JIKHbl OKa3blBaTb
OTPULLATENILHOIO BIMAHMA HA KaYeCcTBO NPOAYKLINU.

3.36. KoHCTpyKLMA npon3BoacTBeHHOro 06opynoBaHMa fAoaKHa obecneymBaTtb ya06CTBO M BOSMOXKHOCTb €ro
O4YUCTKN. Onepauum no ounctke o6opynoBaHMA [OMKHbI  BbINOAHATLCA B COOTBETCTBMM C  NOAPOOHLIMM
NMUCbMEHHbIMU MHCTPYKLUMAMKU. O60pya0BaHUE CneayeT COAEPKATb B CYXOM U YNCTOM COCTOAHUMU.

3.37. UHBeHTapb 1 maTepuasbl 414 MbITbA U OYMUCTKM HE A0XKHbI ObITb UICTOYHUKAMU 3arpA3HEHUS.

3.38. ObopyaoBaHue A0MKHO ObITb YCTAHOBAEHO TaK, YTOObI, MO BO3MOKHOCTU, UCKIOYUTb PUCK 3arpa3HeHUn
WK BbINOAHEHUA OWMBOUYHbBIX AEACTBUN.

3.39. TexHONOrM4eckoe ob6opyAOBaHNE HE AO/KHO BAMATL Ha KayecTBO MPOAYKUMM U NpeacTaBAATb Cobol
KaKylo-Mbo onacHocTb A5 NPoayKumMn. YacTu TexHoiormyeckoro ob6opya0BaHusA, KOHTaKTUPYOWMe C NpoayKLUMel,
He AO/XHbl BCTyNaTb C HEM B XMMWYECKYIO peakumio, BblAenATb uanm abcopbupoBaTb BELLECTBA, OKasbiBatowme
B/INAHME HA KayecTBO NPOAYKUMM.

3.40. MorpewHoCTb BECOB W APYyroro W3MepuTenbHOro o06opyaoBaHMA [OJ/I)KHA COOTBETCTBOBATb
NPOU3BOACTBEHHbLIM U KOHTPO/IbHbIM OMNepaumam, B KOTOPbIX OHM MCNOb3YIOTCA.

3.41. NMeproANYHOCTb KaNNBPOBKN (MOBEPKMN) MU3MEPUTENIbHBIX, PETUCTPUPYIOLMNX, KOHTPOJIbHbIX NPMBOPOB U
BECOB [0/I)KHA COOTBETCTBOBATb TPEOOBAHUAM MHCTPYKUUIN M METOAMK Ha 3TU Npubopbl. Pe3ynbTaTbl KaMBPOBKK
(noBepKM) AONKHbI BbITb 3a40KYMEHTUPOBAHbI.

3.42. CTaumoHapHble TpybonpoBoabl A0NXKHbI UMETb MAaPKUPOBKY C YKa3zaHWEM MPOXOAALIMX NO HAM BELLECTB
N, ecnu TpebyeTcs, HanpaB/ieHMA NOTOKa.

3.43. TpybonpoBoabl ANS BOAbl OUYULLEHHOW M BOAbI ANA UHbEKUMI (ANCTUNNMPOBAHHOW, AEMOHU30BAHHON U
ApYyrMx BMAOB BoApbl) creayeT obpabaTbiBaTb B COOTBETCTBMM C MHCTPYKUMAMW, B KOTOPbIX YKasaHbl npengesnbl
MWKPOBHOrO 3arpA3HEHUA U NPUHMMAEMble MePbl B C/Ty4ae UX NPeBbIWEeHMS.

3.44. HeucnpaBHoe obopyaoBaHue creayeT yAanATb M3 30Hbl NMPOWM3BOACTBA M KOHTPOJIA KayecTBa WM
0603Ha4YaTb COOTBETCTBYOLNMM 0Opa3om.

4. lokymeHTauma

MpaBWUAbHO COCTaB/AEHHAA AOKYMEHTALMA ABNAETCA Ba’KHOW YacTbio cucTembl obecneyeHns KayecTsa. Yetkoe
odopmMneHne fOKYMeEHTaLMKN NO3BOAAET NPEAOTBPATUTL OLUMOKM, BO3MOXKHbIE MPU YCTHOM OBLLEHUK, U NPOCAeAUTb
BCE 3Tanbl NPOM3BOACTBA KOHKPETHOW cepuu npoaykumn. CneunduKaumm, NPOMbIWAEHHbIE pPEernameHTbl,
MHCTPYKLMM, METOANKN M NPOTOKO/Ibl Ha CEPUIO NPOAYKLMM AOMKHbI BbITb 0POPMIEHbI HageKalmm 06pa3om 1 He
OONKHbI cogepaTb OWWBOK. [paBuabHOE WM TOYHOoe OdOopMIEHME AOKYMEHTaUMM MMeeT nepBOCTeNeHHoe
3HaueHue.

Obuwme nonoxeHmn

4.1. Buabl LOKYMEHTOB

Cneumduraums (specification): [AOKyMeHT, cogepskalnit TpeboBaHMA K maTepuanam W MNPOAYKTaM,
NCNOJIb3yeMbIM UM NOAYyYaeMbIM NPU NPOU3BOACTBE, ABNAAIOLWMNIACA OCHOBOM A1 OLEHKM KayecTBa JIeKapCTBEHHbIX
cpeacTs.

MPOMbILWNEHHbIA pPernamMeHT, TeXHOJIOrMYeckana WHCTPYKUMA M UHCTPYKUMA no ynakosBKe (manufacturing
formulae, processing and packaging instructions): QoOKymeHTbl, onpegensiowpne BCE WUCMONb3yeMble WUCXOAHble
maTepuansl U onepauym No NPOU3BOACTBY M YNAKOBKE NPOAYKLUU.
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NHCTpyKLUMA, MeToaMKa, npoueaypa
(procedure): AOKYMEHT, coAep’KallumMii YKasaHMA NO BbINOJNHEHUIO OTAENbHbIX BUAOB onepauuin (Hanpumep, no
OYUCTKE, NEePeoEBAHUNIO, KOHTPOJIIO OKpYrKatowen cpeabl, oT6opy Npob, NpoBeAEHUIO UCMbITAHWUIA, SKCAAyaTaLMK
obopypnoBaHus).

MpoTokon Ha ceputo (record): 4OKYMEHT, OTParkaloLWMiA NPOLLECC NPOM3BOACTBA KaXKA0W Cepun NpoayKumn, B
T.4. pa3pelleHmne Ha ee peannsaumio, n sce GaKkTopbl, BAUAIOLLME HA KA4ECTBO rOTOBOM NPOAYKLUMU.

4.2. NonxeH bbITb yCTaHOBAEH NOPALOK Pa3paboTkM, opopMAeHMA, BblAAUMN, U3BATUA LOKYMEHTOB M BHECEHUSA
B HUX WM3MeHeHMWN. [JOKYMeHTbl AOJIKHbl COOTBETCTBOBATb TPeOOBaHMAM, YCTAaHOBAEHHbIM MpPU pPerncTpauumn
JIeKapCcTBEHHOTO cpeacTBa.

4.3. JoOKyMeHTbl A0/1XKHbI ObITb NOAMMUCAHbI U YTBEPXKAEHDI IMLLAMU, UMEIOLLMMM NPABO NOAMMUCHU, C YKAa3aHMEM
aaTbl.

4.4. JOKYMEHT He O0/IKeH A0NYCKaTb ABYCMbIC/IEHHOIO TONKOBaHUA. Ha3BaHWe, BUA M Ha3HayYeHne AOKYMEHTa
OO/MKHbI BbITb YETKMMM U ACHBIMU. JJOKYMEHT A0/IKEH UMETb NIOTUYHYIO CTPYKTYPY, 06ecneymnBaioLLyto NPOCTOTY ero
nposepkn. Konum AOKYMEHTOB A0MKHbI BblTb ACHBIMU M YeTKMMKU. CNnocob CHATMA KOMU ¢ pabounx OOKYMEHTOB
OOJ/IKEH UCKNOYaTb BO3MOMKHOCTb NOSBIEHUA OLIMOOK.

4.5. JOoKyMeHTbl cnefyeT PerynspHo nepecmaTtpuBaTb W aKTyanusmposaTtb. [pu nepecmoTpe AOKYMEHTa
HeobX04MMO UCKOUYNTL UCMO/Ib30BAHME YCTAPEBLLEN BEPCUM.

4.6. He pekomeHayetcs opopmMAsATb AOKYMEHTbl B PyKOMMCHOM Buae. lNpu HeobXxoauMMOCTU [aHHble B
OOKYMEHT BHOCAT YETKMM, pPa3bopumMBbIM NOYEPKOM TaK, YTOObl BHECEHHbIE AaHHble Henb3a 6bl10 yaanuTb. Ana
BHECEHMA AaHHbIX B JOKYMEHTE A0/KHO ObITb NPeAyCMOTPEHO A0CTaTOYHO CBOOOAHOIO MecTa.

4.7. Npn BHECEHUN M3MEHEHWUIN B LOKYMEHTbl CAefyeT NPOoCTaBAATb AATy BHECEHMA M3MEHEHWUA U Nognucb
/ML, BHECLLEro 3To nameHeHue. Mpu Heob6Xo0ANMMOCTHM CeayeT yKasaTb NPUUYNHY BHECEHUSA U3MEHEHWUIN. BHeceHHble
N3MEHEHMA He A0/IXKHbI CO34aBaTb 3aTPYAHEHUI AN BOCNIPUATUA UCXOLHOTO TEKCTA.

4.8. NpoTokonbl cneayeT opopmaaTb OLHOBPEMEHHO C BbINOJIHEHWMEM COOTBETCTBYHOLMX AEUCTBUIA TAaKUM
06pazom, 4tobbl MOXKHO 6blI0 NpocieaUTb BCE OCHOBHbIE Onepauuun Npu NPoU3BOACTBE IEKAPCTBEHHbIX CPeACTB.
MpoTOKO/Ibl CAeAYET XPaHUTb HE MeHee OA4HOrO roZa Co AHA OKOHYAHWA CPOKA FOAHOCTM rOTOBOM NPOAYKUMMN.

4.9. 3an1cb JAHHbIX MOXKET BbINONHATLCA C MCNONb30BaHUEM 3IEKTPOHHOM TEXHUKK, doTorpadmMpoBaHmna nam
apyrux cpeacts, obecneuymBalowmx HafdeXHOe XpaHeHue WHOOPMAUMKM B COOTBETCTBMM C MHCTPYKUMAMK MO
NCMNO/b30BaHUIO 3TUX cpeacTB. CneayeT NpPoBepATb TOYHOCTb 3anuceit. Mpu BeAeHMUM AOKYMEHTALMN B 3/1IEKTPOHHOM
BMAE NpaBo OO0CTyNa WAM U3MEHEHUA [AAaHHbIX B KOMMbIOTEPE MOMYT MMETb TOJIbKO JiML@ C COOTBETCTBYHOLWMMM
NOJIHOMOYMAMM, MNPU 3TOM C/ledyeT BEeCcTU MPOTOKON WM3MEHEHUM W U3bATMIA. [nA orpaHuyeHus p[ocTyna K
3/IeKTPOHHOI 6ase AaHHbIX ceayeT MCNOAb30BaTb CUCTEMY NAPOJIEN UK APYIUX CPEACTB; BHECEHME 0COD0 BaXKHbIX
OaHHbIX OO0J/IKHO MPOBEPATHCA HE3aBUCUMMbIM crnocobom. pu XpaHeHMM MNPOTOKONIOB Ha Cepuu MPOAYKUUKU B
3/IEKTPOHHOM BUAE ANA 3alMUTbl OT NoTepu MHPopmMaumm HeobxooMMO CO34aBaTb Pe3epPBHbLIE KOMMKW HA MarHUTHbIX
HoCUTENAX, MUKPOdUIbMAX, Bymare WM MHbIX HaZEeXHbIX CpeacTsax. B nepnos xpaHeHWa 3TU AaHHble LO0KHbI
6bITb AOCTYMHbLIMM.

Ob6s3aTenbHas AOKYMeHTaumn
Cneundukaymm

4.10. CneumduKaummn COCTaBAAIOT W YTBEPNKAAIOT Ha MCXOAHblE, YNAaKOBOYHble MaTepuanbl U FOTOBYIO
npoaykumio. Mpu HeobXo4MMOCTM COCTaBAAOT chneunduKaumm Ha MPOMENKYTOUYHY0 W HepacdacoBaHHYO

NpoAyKuMIO.
CneumdurKaLmMm Ha UCXOAHbIE M YNAaKOBOYHbIE MaTepuabl

4.11. CI'IELI,M(I)VIKaLI,VIVI Ha UCXO4Hble MaTepuanbl, NEPBUYHHYIO YNAKOBKY WJ/IK NeYaTHblIE mMmaTepunasibl O01KHbI
BK/ItOYATb B cebn cnegywouime gaHHble:
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a) onucaHve maTepuanos, B T.u.:

- HAMMEHOBAHMWE M BHYTPU3aBOACKOM Koz,

- CCbI/IKY Ha papMaKomMelrHyo CTaTblo UK APYTYI0 HOPMATUBHYIO AOKYMEHTaUMIo (Mpu ee Hannuum);

- HAMMEHOBAHME YTBEPHKAEHHbIX MOCTABLLMKOB M, MO BO3MOXHOCTU, MEPBUYHOTO NPOU3BOAUTENSA MATEPUAIOB;
- 0bpaseLl, NeYaTHbIX MaTepManos;

b) meToankn otbopa Npob 1 NpoBeAeHUA UCMbITAHUIA UK CCbIIKM HA COOTBETCTBYHOLLME METOAMKMY;

C) Ko/IMYecTBEHHbIE Y KaYeCTBEHHbIe XapaKTEPUCTMKM C YKa3aHMEM A0NYCTUMbIX NpeaenbHbIX 3HaYeHW;

d) ycnosus xpaHeHUa 1 Mepbl NPeAOCTOPOIKHOCTH;

€) MaKCMMasbHbI CPOK XpaHEeHUA A0 NOBTOPHOrO KOHTPOA.

CrneumdumKaunmn Ha NPOMEKYTOYHYIO M HepacdacoBaHHYO NPOAYKLMIO

4.12. CneumduKaumm Ha NPOMENKYTOUHYIO U HepacdacoBaHHYO FOTOBYIO NPOAYKLMIO A0NXKHbI ObiTb B HAANYMMK
npu ee NpUobpPeTEHNN UAN OTTPY3KE M NPU UCNOAb30BAHUM AAHHbIX O MPOMEXKYTOYHOM NPOAYKLMU NPU OLLEHKe
KayecTBa roToBOW MNPOAYKUMW. ITU cneumduKaumm AOXKHbI OblTb aHANOTMMYHbI cneundUKaLUMAM Ha MUCXOAHble
maTepuanbl WUAW TOTOBYH MNPOAYKLUMIO B 3aBMCMMOCTM OT XapaKTepa MWCNONb30BaHUA MPOMENKYTOYHON UK
HepacpacoBaHHOM rOTOBOM NPOAYKLUMN.

CneumourKaLmMm Ha roTOBYIO NPOAYKLMIO

4.13. CneumdurKaLmMmM Ha rOTOBYIO NPOAYKLMIO AOMKHbI BKOYATh B CEBA Cneaytowme gaHHble:

a) HaMMeHoBaHMe NPoAYKUMM U Kog (Npyn HeobxoammocTn);

b) coctaB neKapcTBEHHOro cpeacTBa UK CCbiIKY HAa COOTBETCTBYIOWMNIA LOKYMEHT;

C) onucaHue NeKapcTBeHHOW GpopMbl U AaHHble 06 yNaKoBKe;

d) meTtoankm otbopa Npob 1 NpoBeAeHNS UCMIbITAHUIN (UM CCINKM Ha HUX);

€) KoNMYeCcTBEHHbIE M KaYeCTBEHHbIE XapaKTEPUCTUKM C YKa3aHWEM AOMYCTUMbIX NPeae/bHbIX 3HaYEeHU;

f) ycnoBus xpaHeHus u ocobble mepbl NPeAoCTOPOKHOCTU MPU 06PALLEHMM C IEKAPCTBEHHbIM CPEeACTBOM (Mpu
HeobxoaMMOCTH);

g) CPOK rogHoCTH.

npOMbILIJIIEHHbe/JI pernameHT n TexHonorm4yeckmne MHCTPYKLnn

Onsa Kaxporo BMAa NPOAyKUMU AO/KHbI ObiTb pa3paboTaHbl M yTBEPKAEHDI NPOMBbIWAEHHbIA perfameHT m
TEXHOJ/IOTMYECKME MHCTPYKLMM C YKa3aHMeM pasmepa cepum (MoryT 6biTb 06beaAnHEHbl B O4HOM LOKYMEHTE).

4.14. laHHble 0 NPOAYyKTe BK/OYaloT B cebs:

a) HaMMeHOBaHWE 1 Ko, B COOTBETCTBMM CO cneumduKaumen;

b) onncaHune nekapcteeHHON GOpMbI, €€ A03MPOBKN U pasMep cepuu;

C) nepeyeHb BCeX WCXOAHbIX MATEPMAZIOB C TOYHbIM HaMMEHOBAHMEM, YKasaHMEeM MWX KOAMYecTBa B
COOTBETCTBMMU C MPUHATON HOMEHKNATYPOM KOZO0B, @ TaKKe BCEX BELWLECTB, KOTOpble MOryT Npeobpa3oBbiBaTbCA B
XoAe TeXHONornM4ecKoro npouecca;

d) oknaaemblit BbIXog, rOTOBOM MPOAYKLMMU C YKaszaHMEM [OMNYCTUMBbIX NPEAENOB U BbIXOA, NPOMENKYTOYHbIX
npoAaykTos (Npu HeobxoaMmocTu).

4.15. TexHONOrMYECKMEe NHCTPYKLUKU BKIOYAIOT B cebs:

a) AaHHble O MeCTe HaXoXAeHMA NPON3BOACTBA M OCHOBHOM 060pPYA0BaHUY;

b) MHCTPYKLMM NO NOArOTOBKE OCHOBHOMO (KpUTUMYecKoro) obopynosBaHMs (Hanpumep, NO O4MCTKe, cOOpKe,
KannbpoBKe (NoBepKe), CTEPUIN3ALLUM) UK CCIKU Ha HUX;

c) nogpobHoe noctaguitHoe onucaHue TEXHOIOTMYECKOro npouecca (Hanpumep, NO KOHTPOAO MaTepuasnos,
npeasapuTencHoit ob6paboTKke, NoOCAefOBaTENIbHOCTM BHECEHMA MaTepuanoB, BPEMEHW NepemeLllnBaHuA,
Temnepartype u T.4.);
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d) onuncaHue BCex BUA0B
BHYTPUMNPOM3BOACTBEHHOrO KOHTPOAA C YKa3aHMem A0NYCTUMbIX Npeaenos;

e) ycnosBua xXpaHeHuAa HepacdacoBaHHOM MpoAyKUMW (B T.4. TpeboBaHWA K YMNaKoOBKe, MapKUpoOBKe) U
cneumanbHble YyCNoBUA XpaHeHUs (Npy HeobxoamMmocTu);

f) cneymanbHble Mepbl NPeaOCTOPONKHOCTH.

MHCTPYKUMKN NO yNnaKoBKe

4.16. inA Kaxaoro sMaa npoaykumm, pasmepa M Buaa YNakoBKU AOKHbI ObiTb pazpaboTaHbl M yTBEPKAEHDI
WHCTPYKLMM NO YNaKoBKe, BKAOYatoWmMe B cebs:

a) HaUMeHOBaHMe NPOAYKLMU;

b) onucaHune ee nekapcteeHHOW GOpPMbI U A03UPOBKK (NpU HEOBXOAUMOCTK);

C) KO/MMYEeCTBO NpPOAYKTa B OKOHYATENbHOM YMaKOBKE, BblpaXKEHHOE B eAMHULAX M3MepeHus (LUTyKax,
eAMH1LAX Maccbl UM obbema);

d) nepeyeHb BCcex yNakoBOYHbIX MaTepManoB, HEOOXOAUMbBIX AR CEPUM MPOAYKLUMN CTaHAAPTHOrO pasmepa, B
T.4. KOJIMYECTBO, Pasmep M TWUM YNAKOBOYHOIO MaTepuasa C yKasaHMeM Kofa WAW HOMepa B COOTBETCTBMM C WX
cneundukaumen;

e) obpaseu, AN KONWIO COOTBETCTBYHOLLEIO MEYaTHOro YNaKoBOYHOro matepuana (npu HeobxoamMmoctu) u
06pasLbl ¢ yKazaHMeM MeCTa HaHeCEHUA HOMEPa CepUN U CPOKa rOAHOCTU NPOAYKTa;

f) cneunanbHble mepbl NPEAOCTOPONKHOCTM, B T.4. TWATENbHYIO NPOBEPKY 060PYA0BAHUA U 30HbI YNAKOBKM,
rapaHTUPYOLMe YUCTOTY YNaKOBOYHOW INHUM Nepes, Havanom paboTbl;

g) onucaHMe npolecca ynakoBKM CO BCEMW OCHOBHbIMW BCMOMOTaTe/IbHbIMM OMepaLymamm U UCNOAb3yEMbIM
obopyaoBaHuem;

h) nogpobHoe onucaHune nNpoBefeHNA BHYTPUMNPOU3BOACTBEHHOIO KOHTPO/IA, B T.4. NOpALoK oTbopa npob u
yKasaHue JonyCcTMMbIX Npesenos.

JononHutenbHo MoryT 6bITb  pa3paboTaHbl  ApyrMe  AOKYMEHTbl, KOHKPETU3MPYIOLWME MOJIOKEHMUA
NPOMbILLAIEHHOFO perfameHTa.

MpoTOKOAbI Ha Ceputo NPOAYKLMHK

4.17. Ha Kaxkayl cepuio NpoayKuun aonxeH 6biTb COCTaBAEH MPOTOKO/ (NPOTOKON Ha CepUio NPOAYKLMK).
MPOTOKON A0/KEH XPaHWUTLCA B YCTAHOBJIEHHOM MopaaKe M 6biTb COCTaBJAEH B COOTBETCTBUM C TpeboBaHMAMM
MPOMBILL/IEHHbIX PEr1aMeHTOB M TEXHONOIMYECKMX WHCTPYKUMIA. MeToamKa COCTaB/leHWA MPOTOKOAA AO0/KHA
MCKAoYaTb OWKBKM Npu ero 3anosiHeHuu. B npoTokosne gosxeH 6biTb yKasaH HOMeEpP MPOU3BEAEHHOW cepun
NPoAyKLUMN.

Mepen Hauyanom Nt06Oro TEXHONOTMYECKOro npouecca HeobXOAMMO BbIMNOMHUTL MPOBEPKY M OPOPMUTH
NPOTOKON O TOM, 4To ob6opyaoBaHMe U pabouyee MeCcTo HaxoOATCA B YMCTOM COCTOAHWW, HE COAEpPIKaT OCTaTKOB
npeaplayuiero npoayKTa, AOKYMEHTaUuuM W Matepuanos, He OTHOCALLMXCA K AaHHOMY MpPOLEcCcy, U roToBbl K
NCNO/Ib30BaHMIO.

MPOTOKON Ha CEPUIo NPOAYKLMM AOMKEH BKAOUYATb B ceba cneaylouime AaHHble:

a) HaumeHOoBaHWe NPOAYKTa;

b) maty n Bpema Hayana M OKOHYAHMA OCHOBHbIX MPOMEMKYTOYHbIX 3TaroB W MOJIHOMO TEXHONOTMYECKOro
npouecca;

c) pamumnnio 1 MHULMaNbI COTPYAHMUKAE, OTBETCTBEHHOTO 3a BbINOJIHEHWUE KaXK 40 NMPOU3BOACTBEHHON CTaanm;

d) damunuio(n) n MHMLManbl onepatopa(os), OTBETCTBEHHOTO(bIX) 32 OCHOBHbIE CTaANMN NPOU3BOACTBA, a TaKXKe
bGamMuaUU M MHMLMANDI L, NPOBEPABLUMX BbINOJHEHNE KaXKA0W U3 3TMX onepaumii (Hanpumep, B3BeLMBaHNA);

e) Homep cepuM W/UAM HOMep aHanM3a, a TakKe (aKTUYeCKoe KO/IMYECTBO B3BELIEHHbIX MCXOAHbIX
MaTepuanos, B T.4. HOMEP CEPUMM U KO/AMYecTBO nO06aBiEHHbIX PereHepupoBaHHbIX WUAM nepepaboTaHHbIX
MaTepuanos;
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f) OCHOBHble TexHOoJIornyeckmne
onepauuu Unn AeincTena, a TakkKe oCHoBHoe 0bopyaoBaHue;

g) NPOTOKO/bl BHYTPMMNPOU3BOACTBEHHOIO KOHTPONA C YKa3zaHWEM UCNONHUTENEN U NONYUYEHHbIX Pe3ybTaTos;

h) BbIXxoA, NpoAyKUMK, NONYYEHHOW HAa OCHOBHbIX MPOMU3BOACTBEHHbIX CTaAUAX;

i) noapobHoe onucaHne NObIX OTKAOHEHWI OT MNPOMBbILWAEHHOTO perfiaMmeHTa W TeXHO/IOrMUYECKUX
WMHCTPYKLUMIA, NOANMCAaHHOE OTBETCTBEHHbIM JIMLIOM.

MpoTOKONbI Ha Ceputo NPOAYKUUW AONXMHbI 6biTb OPOPMAEHbI [AOKYMEHTaNbHO OAHOBPEMEHHO C
BbINO/IHEHWEM COOTBETCTBYIOLLEN onepaunn. MPOTOKON Ha Cepuio NPOAYKLMUU A0MKeH 6biTb NoAnucaH AULIOM,
OTBETCTBEHHbIM 33 NPOBEEHHbI TEXHO/IOTMUYECKUI MPOLLECC, C YKa3aHUEM AaTbl.

MpPOTOKO/Ibl HA YNAKOBKY CEPUM NPOAYKLMN

4.18. Ana Kaxpoi cepum WM 4acTu cepum NPOAYKUMU [O0MXKeH ObiTb COCTAaBAEH MPOTOKO/A HA YMNaKOBKY,
KOTOpPbIA c/iegyeT XpaHWTb B YCTAHOB/EHHOM nopagKe. [pOTOKON [O/KeH COOTBETCTBOBATb TpeboBaHUSAM
OENCTBYIOLLMX MHCTPYKLMI NO yNaKoBKe NpoayKumn. MeToz cocTaBieHMA NPOTOKO/I0B AOIKEH UCKAKOYATL OLWKOKK
npuv ero 3anosHeHWW. B NpoToKonax AOMXHbI OblTb yKasaHbl HOMEpP CepuUUM M KOAMYECTBO HepachacoBaHHOWM
NPoAYKLMM, MoA/IeKalllell YNaKoBKe, a TaKXKe HOMepP CEPUM U NIaHMPyeMOe KOJIMYECTBO FOTOBOM NPOAYKLMMU.

Mepepn Hayanom Nt0H6OMN YNAaKOBOYHOM onepauun HeobxoAMMO NPOBECTU MPOBEPKY U OPOPMUTL NPOTOKOA O
TOM, 4TO 0bopyAoOBaHME U paboyee MECTO HaxoZATCA B YUUCTOM COCTOAHWUM, HE COAEPHKAT OCTATKOB NpeapblayLero
NPOAYKTa, AOKYMEHTALMN U MATEPUAIOB, HE OTHOCALLMXCA K AaHHOMY NPOLECCY, U TOTOBbI K MCMO/Ib30BaHUIO.

MPOTOKON Ha YNAKOBKY CEPUM NPOAYKLUMM AOKEH BKAOYATL B ceba crepytolme gaHHble:

a) HaMMeHOBaHWe NPOAYKTa;

b) paty(bl) U Bpemsa onepauuii No yNakoBKe;

¢) bamuanio 1 MHMLMANbI NNLA, OTBETCTBEHHOIO 3a YNAKOBKY;

d) damuanmn n MHMLMaNbI YNaKOBLUMKOB, OTBETCTBEHHbIX 33 Pa3/INYHbIE CTaAMM YNaKOBKY;

€) NPOTOKONbI NPOBEPKU COOTBETCTBUA YNaKOBKM TPpebOBaHMAM UHCTPYKLMA MO YNAaKOBKe, B T.4Y. pe3y/bTaTbl
BHYTPUMPOM3BOACTBEHHOIO KOHTPOSA;

f) NnoapobHble AaHHbIe O BbIMOJIHEHUWN ONepaLLMiA MO YNaKoBKe, B T.4. CCbIJIKW Ha UCMONb3yemoe 0bopyaoBaHue
M YNaKOBOYHbIE INHUY;

g) obpasuybl NeyaTHbIX MaTepuanos, B T.4. 06pa3Lbl C 0603HaYeHNEM HOMepa CePUMU, CPOKa rogHOCTU U Ntoboi
AONONIHUTENbHOM NHPOPMALLUWK;

h) nogpobHoe onncaHue NO6bIX OTKAOHEHUIA OT NPOMbIWAEHHOTO PEernameHTa, MHCTPYKUMA MO YNaKOBKEe U
noanucaHHoe paspeleHne Ha OTKIOHEHUE;

i) KONNYECTBO U HAMMEHOBAHMUA BblAAHHbIX, UCNOJIb30BAHHbIX, YHUUTOMKEHHbIX UM BO3BPALLEHHbIX HA CKNag,
neyaTHbIX MaTepuanoB U HepachaCoBAHHOW MNPOAYKLMM W KONMYECTBO MOJIYYEHHOM FOTOBOM MNPOAYKUMW ANA
cocTaB/eHms obLero banaHca.

3T AaHHble cnepyeT 0POPMAATL AOKYMEHTANbHO OOHOBPEMEHHO C BbINOJIHEHWMEM COOTBETCTBYOLLEN
onepauuu. NPoTOKON Ha YNAKOBKY CEPUM MPOAYKUMN AOMKEH ObITb NOAMNNCAH INLLOM, OTBETCTBEHHbLIM 33 YMAKOBKY,
C yKasaHueMm Aatbl.

MHCTPYKLMM M NPOTOKObI

Mpnemka
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4.19. TlpuemKy Kaxgon cepum
Ka*KAOro BMAA MNOCTABAAEMbIX WMCXOAHbIX, YNAKOBOYHbIX W MevyaTHbIX MaTepuasoB NPOBOAAT B COOTBETCTBMMU C
NMUCbMEHHOM MHCTPYKUMEN. Mo pe3ynbTaTam NpUeMKM A0NKeH ObiTb 0GOPMAEH NPOTOKOA.

4.20. MNpoTOKONbl NPUEMKM AOXKHbI BKAOYaTb B cebA cneayowme AaHHbIe:

a) HaMMeHOBaHWe MaTepuana Nno HakAagHoM U 0603HaYeHMe Ha YNaKoBKe;

b) BHyTpM3aBoAcKOEe HaMMeHOBaHWE WAW KoA MaTepuana (ecnm OHM OTAMYAOTCA OT YKasaHHbIX B
nepeuncneHmmn "a");

C) paty npuemku;

d) HaMmeHoBaHMA NOCTABLLMKA M NPOU3BOAMUTENS (MO BO3MOXKHOCTH);

€) Homep cepumn NPon3BOANTENS;

f) obwee KONMUYECTBO NONYYEHHDBIX MaTEPUANOB M YNCIO0 eAMHUL, YNIAKOBKY;

g) Homep, NPUCBOEHHbIN NOC/E NPUEMKM;

h) 3ameuaHus (Hanpumep, 0 COCTOAHUMN YNAKOBKN).

4.21. CnepyeT paspaboTtaTb M yTBEPAUTb MHCTPYKUMUW MO BHYTPWM3ABOACKON MapPKMPOBKE, KapaHTUHY W
XPAHEHUIO UCXOAHDBIX, YNAKOBOYHbIX M APYTUX MAaTepUaioB.

OT6op npob

4.22. B MHCTpYKUMAX No oTbopy Npob A0NXKHbI BbiTb YKa3aHbl AL, YNOJHOMOYEHHbIE HA NPOBEAEHNE 3TUX
onepauuii, ucnosb3yemble METOAMKM W 060pyAOBaHME, KOAMYECTBO OTOMpaembiX MaTepuasnoB W Mepbl
NpPesoCTOPOXKHOCTM, UCKIOYAOLLME 3arpPA3HEHNE UM YXYAWEHNE KayecTBa npoayKumm (6.13).

MpoBeaeHMe UCNbITaHWI

4.23. Cnegyet paspabotaTb M yTBEPAUTb METOAMKM WUCMbITAHUN MATEPUAsZIOB U NMPOAYKLUMM HA Pa3ANYHbIX
3Tanmax npPoOM3BOACTBA C YKasaHMEM MWCNOJIb3YyEMbIX METoA0B W 000pyaoBaHWs. PesynbTaTbl MCMbITAHWUM
odopmnaAoTca B BUAE NpoTokona (6.17).

Mpouee

4.24. CnepyeT paspaboTaTb M yTBEPAUTb UHCTPYKLMU, PErNAaMEHTUPYIOWME BblAaYy YNOJHOMOYEHHBIM JIULLOM
paspeLleHunii Ha peannsaumio U OTKIOHEHWE MATEPUAIOB U NPOAYKLMN, B YaCTHOCTM, PaspeLleHnn Ha peanm3aumio
rotoBol Npoaykumum (2.4).

4.25. JOKyMEeHTaUMIO Ha peanusauumio KaxKaoW cepuu NpoAayKkuumu cneayeT XpaHuTb AnA obecnedyeHua (npu
HeobXxo04MMOCTU) BO3MOXKHOCTM ee ONepaTMBHOMO 0T3bIiBa B C/lyYae HeobxoanmocTu (pasaen 8).

4.26. Cnepyet pa3paboTaTtb U yTBEPAUTb METOAMKM (MHCTPYKLMK) Ha cheayrowme paboTbl:

- aTTecTaumio (UCnbITaHUs);

- MOHTaX 1 KannMbpoBKy (NoBepkKy) obopyaoBaHus;

- TeXHUYecKoe 06CNyKMBaHNE, OYUCTKY U Ae3UHEKUMIO;

- 0byyeHMe nepcoHana, obecneyeHne ero oaexKaomn, cobntogeHne npaBua IMYHON FMrMeHbl U Np.;

- KOHTPO/1b OKpY:KatoLwen cpeabl;

- 60pbby C NapasnuTamm, HACEKOMbIMW U APYTUMU KUBOTHLIMMU;

- peknamaumu;

- OT3bIB NPOAYKLNY;

- BO3BpaT NpoAyKuuu.

BbInonHeHMe Kaxaoi 13 yKaszaHHbIX paboT AoMKHO 6biTb 0hOpMIEHO B BUAE NPOTOKONA.

4.27. Cnepyet pa3paboTatb U yTBEPAWUTb MHCTPYKLUM MO 3KCMIyaTauMmM OCHOBHOMO MPOW3BOACTBEHHOIO U
KOHTPO/IbHO-aHAaNUTMYECKOro 060pyA0BaHUA.

He sBasemca oduuuansHol nydaukauyuel U HOCUM UHPOPMAUUOHHLIU Xapakmep. FOCT P 52249-2009 17
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM

0dpamumbCs K UCMOYHUKAM oduuuanbHozo onydaukobaHus.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



LR
Ny il CLLL i

4.28. Ona KpUTUYECKOro
obopynoBaHMA cedyeT BeCTM XKypHasbl C NMEepPeyYncieHMEM B HUX BCEX onepaumi no atrectaumm (UCNbITaHUSAM),
KannbposKe (MoBepKe), 06CNYKMBAHUID, OYUCTKE UAN PEMOHTY, B T.4. C YKasaHWem gaTt, bamMuanin N MHULMANOB, a
TaK»Ke noanucen nny, NPOBOAMBLLIMX 3TU OMNepauUum.

4.29. Mcnonb30BaHWE OCHOBHONO WM KPUTMYECKOro obopyaoBaHWsA M MPOU3BOACTBEHHbLIX MOLWLAAen, Ha
KOTOPbIX MPOBOAUINCL TEXHOJIOTMYECKMe onepauun, cnegyetr perncTpuposaTb B CreuManbHbIX KypHanax B
XPOHONOrMYeCcKOM nopasake.

5. Mpowussoacteo

Ona nonyyeHus npoaykummn Tpebyemoro Kayectsa TEXHOIOIMYECKME onepauymn caeayeT BbiNoHATb COrNacHo
NPOMbIWAEHHOMY PEer1aMeHTy W COOTBETCTBYIOLWMM WHCTPYKUMAM, TpPeboBaHMAM HaCTOALWEro CraHgapTa,
HOPMATUBHbIX LOKYMEHTOB M TpeboBaHMAM, YCTaHOB/IEHHbIM MPU PETUCTPALLMN IEKAPCTBEHHOTO CPeaCTBa.

Obume nonoxeHun

5.1. MNpou3BOACTBEHHbIA MPOLECC W €ro KOHTPOAb [AO/KHblI OCYLECTBAATLCA KBaNIMOULMPOBAHHbBIM
NepcoHaNoM.

5.2. Bce onepauuu c maTtepranamu v Nnpoaykumei (Hanpumep, NpMemKa, KapaHTUH, oTbop Npob, xpaHeHwue,
MapKMPOBKa, NOATOTOBKA, MPUIroTOBJAEHME, YNAKOBKA M OTrPy3Ka) AO0/KHbI BbIMOAHATLCA COFNACHO NMUCbMEHHbIM
MHCTPYKLMAM UAN METOAMKAM U, NPU HEOBXOAMMOCTU, NPOTOKOIMPOBATLCA.

5.3. Bce nocTynatowme matepuanbl OOMKHbI 6bITb NPOBEpPEHbl Ha COOTBETCTBME 3aKasy. Tapy M YNaKOBKY
cneayeT o4nLLaTb U MapKMpPOBaTh.

5.4. ®aKTbl NOBPEXKAEHUA Tapbl U YNAKOBKMW, KOTOPblE MOTYT OKa3aTb OTPULATE/NIbHOE BAMAHME Ha KayecTBO
MaTepuranos, cieayeT paccienoBaTb U MPOTOKOIMPOBATL C NOC/AEAYOWMNM CO0bLLEeHNEM 06 3TOM B OTAEN KOHTPOASA
KayecTsa.

5.5. Moctynatolwme matepuasnbl U NPOM3BEAEHHAA TOTOBAA MPOAYKLMA AO/KHbI HEMEA/IEHHO NOMeLLaThCs B
KapaHTUH, AeNCTBYIOLWMI NO NPUHLMNY Pa3AeibHOro XpaHeHUA AW 33 CYET OPraHM3aUMOHHBIX Mep, U CoAep»KaTbCs
B HEM [0 NMOJIyYEHUA PaspeLleHNs Ha UCNOIb30BaHUE UM OTTPY3KY.

5.6. MpuremKy NpoMeKyTOYHOW WM HepachacoBaHHOW MPOAYKLMU NPOBOAAT B COOTBETCTBMM C MpaBUIaMMy,
AEeNCTBYIOLMMU AN UCXOLHbIX MaTepuasios.

5.7. Bce maTtepuanbl M NPOAYKLUMIO C/leayeT XPaHUTb B COOTBETCTBYIOLLMX YC/NOBUAX, YCTAaHOBJIEHHbIX
npoussoautTenem, B nopsagre, obecneymsatowem pasgeneHne cepmn NpoayKLmm n ee obopoT Ha cknage.

5.8. [lnf rapaHTUK OTCYTCTBMA OTKNOHEHWI 3a AOMYCTMMbIE Npesesbl cieayeT 06ecneunTb KOHTPO/b BbIXOAaA
(BbINyCKa) NpoAyKLMKN U KONIMYECTBEHHOE COMOCTABNEHME €ro C AaHHbIMU MPOMbILWNEHHOTO PernameHTa.

5.9. He ponyckaeTcA oAHOBpPEeMEHHOE WAM NocnefoBaTe/ibHOE MpPOoBedeHME onepaunii ¢ PasUyHbIMM
NpPoAyKTaMu B O4HOM M TOM e NOMeLLEHMM NPU OTCYTCTBUM 3aLLMTbI OT PUCKa NepenyTbiBaHUA UAM NEPEKPECTHOro
3arpasHeHun.

5.10. MpoayKuma n matepuanbl AOMKHbI BbITh 3aWMLLEHBI OT MUKPOBHOrO U APYrMx BUAOB 3arpasHEHUn Ha
BCEX 3Tanax NpoM3BOACTBA.

5.11. Mpu paboTe C CyxMmu maTepuanamm W MPOAYKTaMM Heobxoaumo NpPWHMMaATb ocobble Mepbl
NpPegoCTOPOXKHOCTM MO MPeAoTBPalLEeHN0O 06pa3soBaHMA M PACNPOCTPAHEHUA MblAW, O0COBeHHO npu paboTe C
CUNbHOAENCTBYIOWMMMN U CEHCUBUNNZMPYIOLLMMU BELLECTBAMM.

5.12. B xo4e BbINOJHEHNA TEXHO/IOTMYECKOro NpoLEecca Ha BCeX MaTepuanax, ynakoBKax ¢ HepacpacoBaHHOM
NpoAyKLMen, OCHOBHOM 060pPYyA0BaHMM U MOMELLEHUAX LOMKHbI ObiTb 0603HaUYeHUA (MAPKMPOBKA) C yKasaHMeM
NPOM3BOSMMOM NPOAYKUMWM WAM MaTepuana, ero AO03MpPoBKM (Mpu HeobxoaumocTn) M Homepa cepun. MMpu
HeobXo0AMMOCTH cieayeT YKasbiBaTb CTaZAMIO TEXHOIOTMYECKOTo npoLiecca.

5.13. O603Ha4yeHMss (MapKMPOBKA) Ha ynaKoBKe, 060PYyA0BAHUM UM MOMELLEHUAX OO/KHbI ObITb YETKUMU,
OAHO3HAYHbIMK, YCTAaHOBNEHHOW ¢Gopmbl. Kpome npumeHeHUs OyKBEHHbIX OOO3HaYeHWi, pPeKoMeHAayeTcs

He aBnsemcs oduuuansHol nydaukauuel U HoCcUm UHGOPMAUUOHHLIU xapakmep. @  [OCT P 52249-2009 18
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM M
odpamumbsCa K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



LR
Ny il CLLL i

MCNONb30BaTb  LUBETOBYD  MapKUPOBKY,
YKasblBatoLyto cTatyc npoaykumnmn (Hanpumep, "Kapantmn", "MpunaTo", "OTkNoHeHO", "Ynuctoe" n T.n.).

5.14. CnepyeT KOHTPOAMPOBATb NPaBWJIbHOCTb COeAMHEHMA TpybonpoBogoB M Apyroro obopynosBaHus,
npeAHasHa4YeHHOro ANs TPAHCNOPTUPOBAHUA NPOAYKUMU U3 OA4HOM 30HbI B APYrytO.

5.15. He ponycKaeTcs OTKAOHEHWEe OT MHCTPYKUWn. Mpu HeobxogMmMoCTM NUCbMEHHOEe paspelleHne Ha
OTKNOHEHME OT UHCTPYKUMIA SONKHO ObITb NOYYEHO OT KOMNETEHTHbIX UL, U OTAENA KOHTPOAA KayecTsa.

5.16. B npon3BOACTBEHHbIE MOMELLLEHMA MOKET BXOAUTb TOJIbKO NEPCOHAN, MMEIOLWMIA NPABO A0CTYNa B HUX.

5.17. Kak npaBuao, B MNOMELWEHNAX M Ha 0b6OpyaoBaHMM, nNpefHasHayeHHbIX AAs8 MPOoU3BOACTBA
NleKapCTBEHHbIX CPeACTB, He A0MYCKAETCA U3roTOBAeHMe NPOAYKLNM HEMEAULMHCKOro Ha3HayYeHuA.

MpeaoTepalieHMe NepPeKPecTHOro 3arpA3HeHUs NP NPOU3BoACTBE

5.18. CnegyeT MCKNOYUTb BO3MOMHOCTb 3arpA3HEHUA MCXOAHbIX MaTepuasnoB WAM NPOAYKTOB APYyrnmu
maTepuanamm WAM NpoaykTamu. B npouecce nNpousBOACTBA PUCK CAY4allHOrO NEPEeKPEeCTHOro 3arpA3HeHus
BO3HWKAET NPU HEKOHTPONIMPYEMOM BbIAENEHUN MbINAKU, FA30B, UCMAPEHUIA, a3PO30J1EN UAN MUKPOOPraHM3IMOB U3
MaTepuanos (NPoayKLUMM) U OT OCTaTOYHbIX 3arpA3HEHU Ha obopyaoBaHUKM U ogexae ntogein. CTeneHb puUcKa
33aBUCUT OT TMNa 3arpA3HEHUA U NPOAYKTA, NOABEPKEHHOTO 3arPA3HEHUIO.

K Hanbosee onacHbIM 3arpsasHAOLWMUM BELLLECTBAM OTHOCATCA CeHCMbuamsmpytolme BelLecTsa, buonornyeckmne
npenapaTtbl, COAEPKAME KMBble MUKPOOPraHM3Mbl, HEKOTOPblE TOPMOHbI, LMTOTOKCUMHbI W Apyrue
cunbHoZencTBytowme BewecTsa. OCO6EHHO ONACHO 3arpssHEHNE MHBEKLMOHHbBIX MPenapaTos, a TaKKe NPenapaTos,
npegHasHayeHHbIX g1a npuema B 60/1bWNX 403aX U/UAW B TeYEHUE NPOLOIKUTENBHOTO BPEMEHM.

5.19. [Ansa npepoTBpalleHUs MNEepPeKPecTHOro 3arps3HeHuWa ciefyeT npegycMoTpeTb Heobxoanmble
TEXHUYECKME U OPraHM3aLMOHHbIE Mepbl, HanpuUmep:

a) Npou3BOACTBO B BblAeseHHbIX 30Hax (o0b6a3aTesibHOE A/A TAaKUX MPOAYKTOB, KAaK MEHUUMNWH, XUBble
BaKLUMHbI, BOaKTepuanbHble npenapatbl W3 MMUBbIX MUKPOOPraHM3IMOB M HeKoTopble ppyrve 6uonornyeckue
NleKapcTBEHHbIE CPeACTBA) WM pasfesieHue LMKIOB MPOM3BOACTBA BO BPEMEHM C COOTBETCTBYHOLLEN yHopKOM
nomeLLeHns n 06opya0BaHUA MeXAay LUKNaMu;

b) opraHM3aums BO34YLWIHbIX L0308 U BbITAXKHbIX YCTPOMCTB;

C) cBeAeHWe K MMHUMYMY PUCKa 3arpAa3HeHMs, Bbi3bIBa€MOr0 PELMPKYIAUNEN AN NOBTOPHBIM NOCTYNIEHUEM
HeobpaboTaHHOro MM HefoCTaTOMHO 06paboTaHHOro BO3AYXa;

d) xpaHeHue 3aWMTHOW (cneumanbHOM) opexabl B npeaesiax 30H MPOWM3BOACTBA MPOAYKLMUU C BbICOKMM
PUCKOM NepPeKpPecTHOro 3arpA3HeHus;

€) UcnoNb30BaHUE BbICOKOIPPEKTUBHBIX METOL0B OYMUCTKU U 06PabOTKM C LeNbio UCKIOYEHUS HeA0CTAaTOUYHOM
OYMCTKM, YaCTO ABAAIOLLENCA NPUYMHOMN NEPEKPECTHOIO 3arpA3HEHUS;

f) ncnonb3oBaHMe "3aKpbITbIX cMcTEM" NPOM3BOACTBA;

f) KOHTPONb HaNNUMA OCTATKOB NPeAbIAYLLErO NPOAYKTA UM MOIOLWMX CPEACTB M MAPKMPOBKA 060pYA0BaHUSA C
yKa3aHMeM CTaTyca YMCTOTbI.

5.20. CnepyeT nepuvoamyeckm npoBepsaTb 3PPEKTUBHOCTb Mep MO NPeAoTBPALLEHUIO MEepPeKPecTHOro
3arpA3HeHUs B COOTBETCTBUU C YTBEPKAEHHBIMU UHCTPYKLMAMM.

ATTecTaums (McnbiTaHus)

5.21. ATtectauma (McnbiTaHMA) HanpaBneHa Ha noBbleHWe 3¢pPeKTUBHOCTM paboTbl M NpoBOAMUTCA B
COOTBETCTBUM C YTBEPKAEHHbIMU MeToANKaMK. Ee pe3ynbTaTbl 40MKHbI 6bITb 0POPMIEHbI AOKYMEHTA/IbHO.

5.22. Npw yTBEPKAEHMUM HOBOTO NMPOMBbILLJIEHHOTO PEr/laMeHTa Uan MeToZa NPOU3BOACTBa CAedyeT NpoBepaTb
MX NPUrOAHOCTb AJ1A CEPUIMHOrO NPOM3BOACTBA. [O/IKHO ObITb NOATBEPIKAEHO, UTO AAHHbIM NMPOLECC, UCMONb3yeMble
mMaTtepuanbl 1 060pya0BaHUE NO3BOAIOT MOCTOAHHO NPOM3BOAMUTL NPOAYKLMIO TPEOYEMOrO KayecTsa.
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5.23. Mpwn CYLLLeCTBEHHbIX
M3MEHEHMAX TEXHOJIOTUW, B T.4. NOObIX M3MEHEeHUsAX obopyaoBaHWA WAW MaTepuasnos, CMOCOOHbIX BAWUATL Ha
KaQyecTBO NpoAYyKUMM MAM  BOCNPOU3BOAMMOCTb Mpouecca, c/reayeT npoBoAMTb aTTecTauuio  (MchbiTaHus)
COOTBETCTBYHOLMX NPOLLECCOB.

5.24. [OnAa nNOCTOAHHOrO MOATBEPXKAEHUA AOCTMKEHMA Tpebyembix pe3ynbTaToB creayeT NpoBOAUTb
NMOBTOPHYIO aTTeCTauMIo (MCMNbITaHUS) TEXHONOTMYECKMX NPOLLECCOB U METOAMK.

UcxoaHble maTepuanbl

5.25. ObecneyeHrne MUCXOO4HbIMW MaATEPUANaMU ABNAETCA OTBETCTBEHHOM onepauuei, Tpebytowein noaHbIX
CBEeAEHUI O NOCTaBLUMKaX.

5.26. WcxogHble MmaTepumanbl ciefyeT 3aKynaTb TOMbKO Y YTBEP)KAEHHbIX MOCTaBLMKOB (YKasaHHbIX B
cneundukaLmm) 1, No BO3MOMXKHOCTU, HEMOCPEACTBEHHO Y NPOU3BOAMTENEN 3TUX MaTepunanoB. TpeboBaHUA K HUM
OO/MKHbl  OblTb  yKasaHbl B CcleuMPUKauMAX Ha MUCXOAHbIE MaTepuanbl, YTBEPMKAEHHbIX MNPOM3BOAMUTENEM
JIeKapCTBEHHbIX CPeACTB, M COrNacoBaHbl C NOCTaBLWUKOM. Bce BOnpochkl, cBA3aHHbIE C MPON3BOACTBOM M KOHTPOJIEM
MCXOAHbIX MaTepuanos, B T.4. paboTa C HUMW, MAPKMPOBKA, YNAKOBKA, MNOPALOK MpeabAB/EHUA PEKNAMALUN U
OTK/NIOHEHMUSA, [OKHbI ObITb COrIAcCOBaHbl MEXAY NPOU3BOAUTENEM U NMOCTABLUUKOM.

5.27. B KaxkaoW nocTaBKe creayeT MPOBEPATb LLEJOCTHOCTb Tapbl, YNaKOBKM M MNAOMO, COOTBETCTBUE
HaKNaAHOW MapKMPOBKe Ha Tape (ynakoBke).

5.28. Mpwn nocTaBKe UCXOAHbIX MaTepPManoB U3 HECKOIbKUX CEPUN KaXKAYHO CEepUto cneayeT pacCcMaTpuBaTh Kak
He3aBMCUMYIO B OTHOLLIEHUM OTOOPa NPo6, NPoBeAEHUA UCMBITAHUI M NONYYEHUA PA3PELLEHNA Ha MCMOb30BAHME.

5.29. UcxopgHble maTepuanbl, HaxogsaWMecs Ha CKNage, AO/KHbI OblTb MAPKMPOBAHbl COOTBETCTBYHOLLMM
06paszom (5.13). MapKMpoBKa JO/MKHA COAEPMKATb, KAK MUHUMYM, CAeayoLWyo MHGOPMaUMIO:

- 0603HaYeHNe NCXOLHOTO NPOAYKTA U BHYTPU3ABOACKOM KOL,;

- HOMEep CepuMU, NPUCBOEHHbIN NPU NPUEMKE;

- cTaTyCc maTtepuana (Hanpumep, "KapaHtur", "UcnbitaHnsa", "PaspelueHo"”, "OTKAOHEHO" 1 T.N.);

- CPOK rO4HOCTM UK [aTy, NOC/e KOTOPOW HEOBX0AMMO NpoBeAEHNE NOBTOPHOIO KOHTPOA.

Ecnn cknapckoe XO3AMCTBO MOJIHOCTbIO OCHALLEHO KOMMbIOTEpPaMM, YKasbiBaTb BCHO 3Ty MHOpMauMio B
MapKMpOoBKe Heobs3aTebHO.

5.30. KoHTpo/sb NOA/MHHOCTU  COLEPHKMMOIO  KarKAOM YMaKOBKM C  MCXOAHbIMM  MaTepuanamwu
perfiaMeHTUPYeTCA COOTBETCTBYIOLMMM UHCTPYKUNAMM U MeTOANKAMU. YNAKOBKM € HepachacoBaHHOM NpoayKumei,
U3 KOTOPbIX 6bIIM 0TOBPaHbI NPO6bLI, AOMKHBI UMETb COOTBETCTBYIOLLYIO MapKUPOBKY (6.13).

5.31. Mpu nponsBoAcCTBE NIEKAPCTBEHHbIX CPEeACTB MOrYT UCMOJ/b30BaTbCA TOAbBKO UCXOAHble maTepuanbl C
HEeUCTEKLUMM CPOKOM FOAHOCTU U AONYLLEHHbIE OTAE/0M KOHTPO/IA KayecTBa.

5.32. WcxogHble maTepuanbl OO/MKHbI  BblAaBaTbCA TOJIBKO CMEUMANbHO Ha3HAYeHHbIMM ML aMKU B
COOTBETCTBMM C MUCbMEHHOW UHCTPYKLMEN, NPU STOM AOJIXKHbI BbINONHATLCA TPEOOBaHUA K TOYHOCTU B3BELLMBAHUSA
N OTMEPUBAHUA MaTEPUANOB B YNCTYIO U MapKUPOBAHHYHO Tapy.

5.33. CneayeT NpoBOAUTb HE3aBUCUMMYIO MPOBEPKY KaXKAOro BblAAHHOMO BELLECTBa, €r0 Maccbl U obbema.
Pe3ynbTaTbl NPOBEPKUN A0MKHbI 6bITb OPOPMAEHBI LOKYMEHTANBHO.

5.34. MaTtepuanbl, NOAyYeHHble ANA KaXKAon cepun, cneayet XpaHUTb B OAHOM MeCTe, KOTOpoe A0/KHO ObiTb
YyeTKo 0603HauyeHo.

MpomexKyTo4Has n HepacdacoBaHHaAA NPOAYKUMA

5.35. Mepepg Hayanom 060N TEXHONOMMYECKOW Onepaunn cieayet NPUHATbL Mepbl, rapaHTUPYOLME YNCTOTY
NpPou3BOACTBEHHON 30HbI M 06OPYAOBaHMA, OTCYTCTBME NHOObLIX UCXOAHbIX MaTepuanos, NPOAYKLMM, OCTATKOB
NPOAYKUUM UIN OOKYMEHTALMMW, HE OTHOCALLMXCA K AaHHOMY NpoL,eccy.

5.36. MpomeKyTouHYI 1 HepachacoBaHHYIO NPOAYKUMIO CAeayeT XPaHUTb B HaA/1eXKallmX YCNOBUSIX.

5.37. KpuTuuyeckune npouecchl AoMKHbI bbITb aTTectoBaHbl (5.21 - 5.24).
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5.38. BbinonHeHne BCEeX
HeobXxo4MMbIX onepauunii No BHYTPUNPOM3BOACTBEHHOMY KOHTPOJIHO M KOHTPOJIIO OKPY KatoLWLEN cpeabl A0MKHO ObiTh
0popMNEHO AOKYMEHTA/IbHO.

5.39. CneayeT perucTpmpoBaTtb U pacc/iefoBaTb Bce $aKTbl CYyLLECTBEHHOIO OTK/NIOHEHMA BbixoAa (KOnMyecTBa)
NPoAYKLUUM OT OXKNAAEMOTO.

YnakoBO4YHbIe maTepuanbl

5.40. 3aKynKe, XpaHEHUIO U KOHTPO/IIO NEPBUYHBLIX U MEYaTHbIX YNAKOBOYHbIX MAaTepManoB cnepyet yaenatb
TaKoe e BHMMaHMe, Kak U UCXOAHOMY CbIpPbiO.

5.41. Ocoboe BHMMaHWe chnefyeT yAenATb MNeyaTHbIM maTepuanam. Mx cnepyeT xpaHuTb B 6e3onacHbix
YCNOBUAX, UCKNOYAOWMX AOCTYN MOCTOPOHHUX NuL,. Pa3pe3aHHble 3TUKETKU N Apyrne pa3po3HeHHble maTtepuanbl
OO/MKHbI XPAHUTBCA WM TPAHCNOPTUPOBATLCA PA34EeNbHO B 3aKPbITOM Tape, MCKAlOYaloWen uX nepenyTbiBaHME.
PaspelweHne Ha MCNONb30BaHME YNAKOBOYHbLIX MATEpPUanoB [AONXKHO BblAaBaTbCA TONAbKO CrneumanbHO
Ha3HaYeHHbIMW IMLLAMU B COOTBETCTBUM C YTBEPKAEHHOM UHCTPYKLUMEN.

5.42. KaxaoW nocTaBKe WKW CepuUM MNEPBUYHBIX MAM MeYaTHbIX YNaKOBOYHbIX MaTepuanoB AOJIKEH ObiTb
NPUCBOEH HOMEP WU OTANYNTENbHDBIN 3HAK.

5.43. TlpocpoYeHHble WAXM HEenpurogHble K MCNOAb30BAHUIO MeYaTHble WAM NEepBUYHbIE YMAKOBOYHbIE
MaTepuanbl A0KHbI BbITb YHUUTOXKEHbI C 0POPMAEHNEM NPOTOKOA.

Onepaunm No ynakosKe

5.44, Mpwn ynakoBKe MPOAYKUMU [O/KEH ObiTb CBeAeH K MUHUMYMY PUCK NEpPeKpecTHOro 3arpasHeHus,
nepenyTbiBaHUA UK NogMeHbl. He gonycKaeTcs ynakoBbiBaTb NPOAYKLMIO Pas/IMYHbIX BUAOB B HENOCPEACTBEHHOM
61130CTV ApYr OT ApPYyra NPU OTCYTCTBUN PU3NYECKOTO pa3aeneHmns 30H.

5.45. Mepepn Havya/sioM onepauMini No ynakoBKe ciaeayeT ybeantbcs B TOM, YTO paboyas 30Ha, YNaKoBOYHbIE
JIMHUK, NeYyaTHble MalWHbl U Apyroe obopynoBaHME HAXOAATCA B YACTOM COCTOAHMM M HE copepKaT MaTepuasnos,
NPOAYKUMM WUNU OOKYMEHTOB, OTHOCAWMXCA K MpeAlecTsyoweir pabote M He MCMNONb3YIOWMUXCA B TEKyLlem
npouecce. O4ynCTKA JIMHUMM YNAKOBKU NPOAYKLMM AOJIKHA NPOBOAUTBCA MO  CNEeuManbHbiM  MHCTPYKUUAM.
HanmeHoBaHME M HOMEpP CepuM YMNaKOBbIBAEMOM MPOAYKUMM AOJXKHbI ObiTb YKasaHbl Ha KaxKAoON AUHUW UK
YCTaHOBKE.

5.46. MNpwn noctynneHnn NpoayKLMM U YNAaKOBOYHbLIX MAaTEPUANOB HA Y4aCTOK YNaKOBKKU cieayeT NpoBepuUTb MX
KO/IMYeCTBO, NOA/IMHHOCTb M COOTBETCTBME MHCTPYKLUMAM MO YNaKoBKe.

5.47. MNepBMYHaA ynakoBKa nepeg Ha4yaaom onepaLmm HanosHeHNA AoKHa bbiTb ynctoit. Ocoboe BHUMaHMe
cneayet obpaTUTb Ha yaaneHue Ntobbix 3arpsA3HAILWLMX BEWECTB (OCKONKOB CTEKIA, METaN/IMYECKUX YacTul, u np.).

5.48. MNocne HanoMHEHUs U YKYMNOPWMBAHUA MPOAYKUMM ee MapKUPOBKY C/leAyeT BbINOMHATb KaK MOMHO
6bicTpee. Ecnn 3To HEBO3MOMKHO, TO cnedyeT NPUHATb HeobxoaMmble Mepbl, NpeaoTBpaLlalolMe NepenyTbhiBaHUe
NPoOAYKLMM UNU OLLIMBOUYHYIO MapPKUPOBKY.

5.49. MpaBW/IbHOCTb BbIMNO/NHEHMA NOObLIX NEYaTHbIX onepauunit (Hanpumep, HaHeceHMAa KOAOB WAW CPOKa
rogHoCT1) NpU yNaKoBKe U Nocae Hee cielyeT TWaTebHO KOHTPO/IMPOBaTb U 0GOPMAATL AOKYMeHTanbHO. Ocoboe
BHMMaHMe cneayeT yaenaTb Py4yHON MAPKUPOBKE, KOTOPYH C/ledyeT KOHTPOAMpPOBaTb 4Yepes onpedeseHHble
WMHTEpPBa/bl BPEMEHMU.

5.50. Ocobble mepbl NPeAOCTOPOKHOCTN AONKHbI MPUHUMATBLCA NPU UCMNOIb30BAHUN Pa3pe3aHHbIX 3TUKETOK U
HaHeCeHMM nevyaTu BHE JIMHUM YNaKoBKW. [nA npeaoTBpalleHMA nepenyTbiBaHWMA MNedyaTHOro martepuana
peKoMeHAyeTCs UCNONb30BaTb STUKETKM B PY/IOHE BMECTO Pa3pe3aHHbIX STUKETOK.

5.51. CnegyeT KOHTPO/IMPOBATb NPABUAbHOCTb PAbOTbl 3/IEKTPOHHbIX CYUTbIBATE/NIe KOLOB, CYETYMKOB
3TUKETOK U APYrnx Nogo006HbIX YyCTPOMNCTB.

5.52. MapKupoBKa YMNaKoBOYHbIX MaTepuasioB, HaHECEHHAaA C MOMOLLbIO MeYyaTU WUAM MEeTOL4OM TUCHEHUS,
OOJ/IKHA BbITb OTYETNUBOM, YCTOMYMBOW K BO3AENCTBUIO CBETA (BbIrOPaHUIO) U yaaneHuto.
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5.53. pun KoOHTpone npouecca
YNaKOBKM NPOAYKUMWN Ha IMHUU cnefyeT NpoBepATb, KaK MUHUMYM, chegytoLlee:

a) o6W M B YNAKOBKY;

b) KOMNNEKTHOCTb YNaKOBKMU;

C) NPaBMABLHOCTb UCMO/Ib30BAHWUSA YNAaKOBOYHbIX MaTepPUanoB B COOTBETCTBUM C TPeOOBAHUAMM LOKYMEHTALUN
Ha AaHHYIO NPOAYKLMIO;

d) npaBUIbHOCTL HaHECEHWA MeYaTHbIX HaANuCcew;

€) NpaBMAbHOCTb PaboTbl YCTPOMCTB KOHTPOA Ha JIMHUM.

O6pa3subl NpoayKUMM, 0TOBPaHHbIE C YNAaKOBOYHOM IMHUK, MOBTOPHO HA IMHWIO He BO3BPALLAIOT.

5.55. EcnM npu ynakoBKe NPOAYKUMW BO3HWKAM HenpeaBuAaeHHble 06CTOATENbCTBA, OHA MOXeT ObiTb
BO3BpalleHa B NPOM3BOACTBO TO/IbKO NOC/E CeLManbHOW NPOBEPKU, MPOBEAEHUA paccie0BaHMA U C paspeLleHna
NNLA, MMEIOLWEero COOTBETCTBYHOWME MNOAHOMOYMA. YKasaHHble AEUCTBMA AOMXHbI ObiTb 0dOpMNEHbl B BuAe
NPOTOKO/I0B, KOTOpPbIE C/ieAyeT XPaHUTb B YCTAHOBJIEHHOM NOpAAKe.

5.56. Mpu cywecTtBeHHOM UK HEOBbIYMHOM PACXOXKAEHMM, YCTAHOBNEHHOM MPU COMOCTABAEHUM KOJMYECTBa
HepacdacoBaHHOM NPOAYKUMM, NEYATHLIX YNAKOBOYHbIX MAaTEPUANOB U KOMIMYECTBA eAMHUL, NOJlYYEHHON FrOTOBOW
npoAayKuuu, cnegyet nNpoBecTM paccnefoBaHMe UM YCTAaHOBUTb MNPUUMHY ITOMO PACXOXKAEHWUA A0 MNOAydYeHUs
pa3pelleHunsa Ha peannsaLmio 4aHHOW NPOAYKLNN.

5.57. lMocne 3aBeplieHUs onepaumi No YynakoBKe /obOble OCTaBLUMECA YMNAKOBOYHblE MaTepuanbl C
HaHEeCEHHbIM Ha HMUX HOMEPOM CEPUM AOJ/KHbI OblTb YHUUTONKEHbI C MOCNEAYHOLWMM COCTaBJAEHMEM MPOTOKO/A.
Bo3BpaT Ha CKNaZ HEMaPKMPOBAHHbLIX YNAaKOBOYHbLIX MATEpPWasioB MPOM3BOAAT B COOTBETCTBUM C YTBEPKAEHHOWN
WMHCTPYKUMEN.

loToBas NpoayKums

5.58. [lo Bblgauun paspeleHna Ha peanns3aumio rotoBana NpPoAyKUMA O0/KHA COAEPXKATbCA B KAapaHTUHE B
YCNOBUAX, YCTAHOBJIEHHbIX MPOU3BOAUTENEM.

5.59. MopAaoK OUEHKM KayecTBa rOTOBOM MPOAYKUMW U TpeboBaHMA K AOKYMeHTauuu, Heobxoaumble ans
Nosy4YeHUA paspeLlleHna Ha peasisaLnto, npmeeseHbl B paszgene 6.

5.60. Mocse BblAaum paspeLleHms Ha peannsaumio rotoBasa NpoayKuma A0/KHA XPaHUTbCA Ha CKAade roToBOM
NPOAYKLUUM B YCIOBUAX, YCTAHOB/IEHHbIX MPOU3BOAUTENEM.

OTK/IOHEHHble, NOBTOPHO MCNOJIb30BaHHbIE U BO3BpPaLLEeHHble MaTepuasibl

5.61. OTKNOHEHHble MaTepuanbl U NPOAYKLMNA AOKHbI UMETb YETKYIO MAaPKUPOBKY U XPaHUTbLCA pa3fesnibHo B
30Hax C orpaHuMyeHHbIM goctynom. OHM noanexkaT BO3BPaTy NOCTaBLUMKY, NnepepaboTke (ecnn sTo AOMNYCTUMO) UK
YHUUTOXKEHWUIO. Jltobble BbINONHEHHbIE AENCTBMA AO/MKHbI ObiTb AOKYMEHTaslbHO OGOPMIEHbI U YTBEPKAEHDI
NMUammn, UMeoLW MMM COOTBETCTBYOLLME NOTHOMOYNA.

5.62. MNepepaboTka OTKAOHEHHOM NPOAYKLMU AOMYCKAETCA B WCKAIOUYUTENBHBIX CAy4asaxX Npu yCciaoBuu
OTCYTCTBMA YXYAWEHUA KayecTBa [FOTOBOM NPOAYKUMM U BbINOAHEHMA Bcex TpeboBaHUN cneuuduKaumi.
MepepaboTKy OCYLLECTBAAIOT B COOTBETCTBMU C YTBEPKAEHHBIMU UHCTPYKLMAMM NOC/E OLLEHKN BO3MOXKHOTO PUCKA C
nocneaylowmm JOKYMEHTalbHbIM OpopmaeHUEM.

5.63. MNoBTOpHOE MCNO/Nb30BaHWE BCelN (MM 4YacTu) paHee MPOM3BEAEHHOW Cepuu NPoayKuuu Tpebyemoro
KayecTBa nyTem ob6beAMHEHWA ee C APYroW cepuert TOM e NPOoAYKUMM Ha onpenesieHHOM 3Tane npou3BOACTBa
OONYCKAeTCA TONbKO MOC/e NOoJyYeHUA NpeaBapuTe/IbHOro paspelleHuns, NoANMCaHHOro OTBETCTBEHHbIMM ANLAMM.
MoBTOpHOE UCNO/Ib30BaHME MPOAYKLMM JOMYCKAETCA TO/IbKO NOC/AE OLEHKN BO3MOXKHOIO pUCKa (B T.4. ero BAWAHUA
Ha CPOK FOAHOCTU CEPUN) NO YTBEPKAEHHOW MHCTPYKLMM C 0bOpMIEHMEM NPOTOKONA.

5.64. HeobxoaMMOCTb [ONOMHUTENIbHOFO KOHTPO/IA FOTOBOM NPOAYKUWMW, NpolweAliei nepepaboTky, nau
NPOAYKLMM, B KOTOPYIO BbiNa BKAKOYEHA paHee U3roToBAEHHaA NPOAYKLMA, onpeaenseT oTAe KOHTPOIA KavyecTsa.

[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM
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5.65. BosBpaweHHaa €  pblHKa

NPoAYKLMA, Hag, KOTOPOW Bbln yTpayeH KOHTPO/b CO CTOPOHbI MPOU3BOAUTENA, JOMKHA ObITb YHUUTOXKEHA, €CN He
NoATBEPXKAEHO COOTBETCTBME €€ KAyecTBa YCTAaHOB/JEHHbIM TpeboBaHMAM. PelueHMe O NOBTOPHOW NpPOAAMKE,
nepemapK1MpoBKe UAM MOBTOPHOM MCMOJIb30BaHMM MOMKET ObiTb MPUHATO TOIbKO MOC/AE CMeLManbHOro aHaausa,
NpoBeLEHHOrO OTAE/OM KOHTPO/A KayecTBa B COOTBETCTBUM C MUCbMEHHON MHCTPYKLUMeEN. Mpn aTom Heobxoammo
YUYMTbIBATb XapaKTep NPOAyKLMW, ee NPeabiCTOPUIO U COCTOAHWE, COBNI0AEHME CneuManbHbIX YCIOBUIA XPaHEHNA U
Bpems, npowesllee ¢ AaTbl BbiNycKa. MNpun Nt0b6bIX COMHEHUAX B OTHOLLIEHMM KayecTBa NPOAYKLMN He AOMNYCKaeTcA ee
NMOBTOPHOE WCMOJIb30BaHWE WAN MOBTOPHbIMA BbINYCK, HO AOMYCKaeTcA ee XMMMYeckaa nepepaboTka C uenbio
pereHepaunm akTUBHbIX MHIPeAMeHTOB. Bce BbINOAHAEMbIE AEACTBMA AOMKHbI 6bITb 0QOPMAEHbI AOKYMEHTA/IbHO.

6. KoHTpoAb KayecTBa

KoHTposib KayecTBa BKAo4YaeT B cebs otbop npob, npoBedeHMe UCMbITAHUA M MPOBEPOK HA COOTBETCTBUE
TpeboBaHMAM crneumMPUKaLNA, MHCTPYKLUA U APYrUX AOKYMEHTOB, OpraHM3aumto paboTbl, JOKYMEHTUPOBAHME U
BblJauyy paspeLleHnii Ha peanmsaumto. Llenb KOHTPOAA KayecTBa - He AONYCTUTb K UCMOIb30BAHWUIO MU peanmnsaumnm
MaTepuanbl AN NPOAYKLMIO, HEe yaoBaeTBopatoLme TpeboBaHMAM KavecTBa. [JeATeIbHOCTb NO KOHTPOJIKO KayecTBa
He orpaHMYMBaAETCA TONbKO PaboTol nabopaTopuid, a BKIOYAET B ceba TaKKe NpoBeAeHNE UCCAe0BaHUI, MPOBEPOK
M yyacTMe B MPUHATUM NOObIX pelleHnid, KacalowWwmMxca KayecTBa Mpoaykuuu. OCHOBOMOMAratoWMMm MPUHLMUIOM
KOHTPOAA KayecTBa ABNSETCA ero He3aBUCMMOCTb OT NPOM3BOACTBEHHbIX NoApasaeneHunit (pasgen 1).

Obume nonoxeHnn

6.1. Ha Kaxgom npegnpuaTMU-M3roToBuTene A0MKeH ObiTb OTAEN KOHTPOSA KayecTBa, He3aBUCUMMbIM OT
Apyrvx noapasgeneHuin. PykoBoguTenb 3TOro oTAena AO0/MKEH UMETb Heobxoaumbln onbIT U KBannduKaymio. K
OTAeNy KOHTPO/A KayecTBa OTHOCATCA OZHa UM HECKO/NIbKO KOHTPOJIbHbIX NabopaTopuii. Ana BbINOJHEHUSA CBOUX
dYHKUMI oTAen AonKeH bbiTb obecrneyeH BceMn HEOHBXOAUMbIMU pecypcamm.

6.2. OcHOBHble 006A3aHHOCTM HayasibHMKa OTAEeNa KOHTPOASA KayecTBa WM3/10XeHbl B pasgene 2. Ha otaen
BO3/1araloTcA TakXe 0653aHHOCTM no pa3paboTke, aTTecTauumn (MCMbITAaHUAM), BHEAPEHUIO BCEX WHCTPYKLUMI
(MmeToaMK) No KOHTPOJIIO KayecTBa; XPaHEHWUIO KOHTPOJIbHbIX 06pa3yoB MaTepuasoB M MPOAYKUUWU; KOHTPOJIO
NPaBUIbHOCTM MAaPKUPOBKM YMaKOBOK C MaTepuasamu M Npoaykumen; obecneyeHuo KOHTPOAA cTabuabHOCTU
NPOAYKLMM; y4acTUIO B pacciejoBaHMM PeKamMmaumii, CBA3aHHbIX C KAYeCTBOM NpoayKuuu, u T.n. Bce atn dyHKUmMM
OOJ/IKHbI BbINOJIHATLCA B COOTBETCTBMM C YTBEPXKAEHHBIMU MHCTPYKUMAMU C OPOpPMAEHMEM NPOTOKONO0B (npwu
HeobxoanmocTH).

6.3. Mpu oueHKe KayecTBa roTOBOM NPOAYKUMKU cledyeT pacCMaTpuBaTb BCe CONYTCTBYHOLWME GaKTopbl, B T.u.
YyC/IOBMSA  MNPOW3BOACTBA, Pe3y/nbTaTbl  BHYTPUMPOU3BOACTBEHHOrO KOHTPOASA, aHanu3 MNpon3BOACTBEHHOM
OOKYMeHTauMm (B T.4. JOKYMEHTaLUMM Ha YMaKOBKy), COOTBETCTBME crneuuduKaumsam Ha roToBYHO NPOAYKUMIO U
COCTOAAHME OKOHYaTeIbHOM YNaKOBKM rOTOBOM NPOAYKLNMU.

6.4. COTPYAHWKM OTAENa KOHTPOJIA KayecTBa A0/KHbI UMEeTb AOCTyNn B NPOU3BOACTBEHHbIE 30HbI ANA 0T6Opa
npob 1 NnpoBeAeHNA aHaNN30B.

OpraHusauma paboTbl KOHTPObHbIX NabopaTopuii

6.5. MomeweHna M 060pyAOBaHME KOHTPO/bHbLIX NabopaTopuii AOMXKHbI COOTBETCTBOBATb O6WMM W
cneumanbHbIM TpeboBaHUAM, NpeabABAAEMbIM K 30HAM KOHTPOIA KadyecTBa (pasgen 3).

6.6. MepcoHan, nomelieHna M obopyaoBaHMe NabopaTOPUn [O/IKHLI COOTBETCTBOBATb BUAY WM 0b6bemy
NPoM3BOACTBA. B OTAENbHbIX C/AyYasx AOMYCKAeTCa WCMNO/Mb30BaHWE CTOPOHHMX JiabopaTopuit Npu  yCA0BUM
BbIMOJIHEHUA UMW TPebOBaHWI, U3/I0XKEHHbIX B pasgesie 7, U BHECEHUA COOTBETCTBYHOLLMX 3anuceil B NMPOTOKOJbI
KOHTPO/Il KayecTsa.
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JoKymeHTaumA

6.7. JlOKymeHTauMA KOHTPO/IbHbIX NabopaTopuin [OKHA COOTBETCTBOBATb TPEOOBAHWUAM, WU3NOMKEHHbIM B
pa3sgene 4. K foKymeHTaLmMm No KOHTPOJIIO KayecTBa OTHOCATCA:

- cneymndmKaumu;

- METOAMKM 0TOOpPa Npob;

- MEeTOAMKM M MNPOTOKOAbI MPOBEeAeHUA UCMbITaHWA (B T.Y. aHaNUTUYECKME OMepaLMoHHble AUCTbI W/uau
nabopaTopHble KypHabl);

- aHaNUTMYECKMe oT4eTbl M/MAKn nacnopTa;

- pe3ynbTaTbl KOHTPOIA OKPYKAIOLLEN CPeabl B MPOMU3BOACTBEHHbIX MOMELLEHUAX;

- NPOTOKO/1bl aTTeCTaLMM (MCNbITaHWIA) aHAIMTUYECKUX METOAO0B;

- METOAMKM U MPOTOKOJIbl KaNIMBPOBKM (NoBepKK) NpnbopPoB 1 06CNYKMBAHUS anmnapaTypbl.

3T1a MHPOpMaUMA Bceraa AOMKHA ObITb rOTOBA K NPeACcTaBNEeHUIO B OTAE KOHTPOAA KavecTsa.

6.8. [lOKyMeHTaumMs MO KOHTPOAID KayecTBa, OTHOCAWAACA K MPOTOKO/AAM Cepuit MpoayKumu, AOKHA
XPaHUTbCA B TEYEHWE OAHOrO roga Nocse UCTe4YeHUA CPOKa roAHOCTM CEPUU U B TeYEHME He MeHee NATKU JieT nocne
NoATBEPKAEHNA YNOJAHOMOYEHHbBIM IMLLOM €€ COOTBETCTBMA YCTAaHOBNEHHbIM TpeboBaHUaM (2.4, nepeuncienune "c",
yacTs |).

6.9. [ns HeKOTOpbIX AaHHbIX (Hanpumep, pPe3yAbTaTOB aHANUTUYECKUX WCMbITAHWIN, BbIXOLOB TOTOBOM
NPOAYKLMM, NapameTPOB OKpYrKaloLein cpeabl U T.N.) uenecoobpasHo XpaHUTb NPOTOKO/bI B BUAE, NO3BOAAIOWEM
OLEeHMBaTb TEHAEHUNN N3MEHEHMWA NapamMeTpPOB.

6.10. B gononHeHWe K NpOTOKONaM Ha Cepuu NPOAYKUUU cneayeT XPaHUTb B AOCTYMHOM BUAE U APYryto
nepsuyHyto MHGopMaLmio (Hanpumep, NabopaTopHble KypHaabl U/UAK NPOTOKObI).

OT6op npob

6.11. OT60p nNpPob A0AKEH NPOBOANTHLCA B COOTBETCTBUWN C YTBEPXKAEHHBIMU UHCTPYKLMAMM, BK/THOYAOLWMMMU B
ceba:

- METOAMKY O0TOOpPa Npoob;

- NepeyveHb Ucnonb3yemoro obopyaoBaHuUs;

- KOINYecTBo Npob, KOTOopPoe A0/KHO ObITb 0TOBPaHO;

- MHCTPYKLMK MO pasgeneHnio oTobpaHHoM npobbl Ha YacTu (Npu HeobxoanumMocTw);

- TUN N XapaKTePUCTMKN Tapbl gns oTtbopa npob;

- HAHeCeHe MapPKUPOBKM Ha Tapy € 0TOBpaHHbIMKU Npobamu;

- cneumanbHble Mepbl NPeAOCTOPOXKHOCTU, 0COBEHHO B OTHOLIEHUWN CTEPU/IbHBIX M ONACHbIX BELLLECTB;

- YCNOBMA XPaHEHUs;

- MHCTPYKLMK MO OYUCTKE M XpaHeHUto obopyaosaHua ana otbopa npob.

6.12. OTO6paHHble KOHTPOJIbHbIE 06Pa3Lbl JOIKHbI NPEACTaBAATL COOOM NpeacTaBUTENbHYIO BbIBOPKY cepumn
MaTepuanoB MaM NPOAyKUMKU. Bo3amoxkeH oTOOp Npob, XapaKTepusyloLwWwmx KpUTUYECKUE CTagMU TEXHONOIMYECKOTO
npouecca (Hanpumep, ero Ha4asno UM OKOHYaHKE).

6.13. Ha mapKuMpoBKe Tapbl C 0TO6paHHbIMM Npobamu JoMKHbI ObITb YKa3aHbl ee cogepMmoe, Aatbl otbopa
npob, a Tak:Ke 0603HaYeHNe yNaKoBKM, U3 KOTOPOI 3T NPobbl H6biM 0To6paHbI.

6.14. PykoBoACTBO NO paboTe € KOHTPOJIbHbIMW M apXMBHbIMM 06pa3L,ammu npmuseseHo B MpuaoxeHun 19.

MpoBeaeHMe UCNbITaHWI

6.15. AHanUTUYECKME METOAMKMN JO/IKHbI ObITb aTTECTOBaHbI . BCce UCMbITaHMA, NpUBEAEHHbIE B HOPMATUBHOM
AOKYMEHTaUUN, JOMKHbI O6bITb NPOBeAEHbI B COOTBETCTBUM C YTBEPHKAEHHBIMU METOANKAMM.

6.16. MonyyeHHble pe3y/abTaTbl WCMbITAHUA AOMKHbI ObITb 0GOPMAEHBI AOKYMEHTA/NbHO C TLLATENbHOW
NPOBEpPKOW BCEX BHECEHHbIX AaHHbIX. Bce pacyeTbl cnegyeT TWwaTe/lbHO NPOBepATh.
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6.17. MNposoanmeble UCNbITaHMA
cnepyet oGopMAATb AOKYMEHTA/IbHO C YKa3aHUEM:

a) HaMMeHOoBaHMA MaTepuana UM NPOAYKLUN U, NPU HEOBXOAMMOCTU, NeKapPCTBEHHOM GOpMbI;

b) Homepa cepun n, npn HeobXo0AUMOCTU, HAUMEHOBAHMA NPOU3BOAMTENS U/UAN NOCTABLLNKA;

C) CCbIZIKM Ha COOTBETCTBYOLWME cieundUKauumn U MeTOANKN UCMbITAHWIA;

d) pe3ynbTatoB MCMNbITaHUI, B T.4. HAabNOLEHWA, BbIYMCAEHUA U CCbIIKM Ha BCE MPOTOKOJbl MPOBEAEHHbIX
aHan30B;

e) aatbl NpoBeAeHUs UCNbITaHWUI;

f) damunnin U MHMLMaNOB N, NPOBOAMBLLMX UCMbITAHUE;

g) damuanin u MHUUMANOB L, NOATBEPANBLUNX NPOBEAEHUE UCMbITaHUIA U Pe3y1bTaTbl BbIYUCAEHMNIA;

h) yeTKoro 3akntouyeHuMs o Bblgaye paspeleHna UM OTKAOHEHUU NPOAYKLMMK (MK APYroro peweHns o cTaTyce
npoAyKLuMm), AaTbl U NOANUCK OTBETCTBEHHOIO L.

6.18. Bce onepaumn no BHYTPUNPOU3BOACTBEHHOMY KOHTPO/IO, B T.4. ONepauuu, BbINOJHAEMbIE AULLAMMU,
HenocpeAcTBEHHO paboTalowmmmM B MNPOU3BOACTBEHHbLIX 30HAX, [AOJ/IKHbI MPOBOANTLCA B COOTBETCTBMM C
METOAMKAMM, YTBEPMKAEHHbIMM OTAE/NIOM KOHTPOAA KayecTBa, a MX pPe3ynbTaTbl AOMKHbI 6biTb 0dOpMAEHbI
OOKYMEHTaNbHO.

6.19. Ocoboe BHMMaHME cneayeT yaensaTb KayecTBy /1abopaToOpHbIX PeaKkTMBOB, MEPHOW JslabopaTopHOM
nocyabl U TUTPOBAHHbIX PAaCTBOPOB, CTaHAAPTHbIX 06Pa3LOB M NUTATENbHbIX cped. X NpurotoBaeHne N NoAroToBKa
[OO0MKHbI COOTBETCTBOBATb TPEOOBAHUAM UHCTPYKUMI, YTBEPKAEHHbIX B YCTaHOB/IEHHOM MOpPsAKe.

6.20. PeaKtuBbl, nNpegHasHa4yeHHble ANA AAUTENbHOrO WCMNONb30BAHUA, A0/MKHbI UMETb MapPKUPOBKY C
yKasaHMeM AaTbl MPUroTOBIEHMA M C NOANUCAMU UCNoNHUTeNel. Ha aTUKeTKe A0KeH BbITb YKa3aH CPOK rogHoCTH
HecTabuNbHbIX PEeaKkTUBOB, NUTATENbHbIX cped WU crneumdUYeckue YCoBUSA WUX XpaHeHus. s TUTPOBAHHbIX
pacTBOPOB c/eAyeT YKasbiBaTb AaTy MoOCAeAHEero YCTAaHOB/AEHMA TUTPA WM COOTBETCTBYHOLWMM MNOMNPABOYHbIN
KO3pPMUMEHT.

6.21. MNpn HeobX0AMMOCTU Ha Tape CaedyeT yKa3biBaTb AaTy MOJYYEHUA KaXKAOro BellecTsa, UCMOJib3yeMoro
0N NpoBeAeHMA WCMbITaHWA  (Hampumep, PeakTMBOB UM  CTaHAAPTHbIX 06pasuoB), C COOTBETCTBYIOWMMU
WMHCTPYKLMAMMU MO €ro MCNONb30BaHUIO M XPaHEHUI0. B HEKOTOpbIX CAy4Yasax MOCne MOAYYEHUSs WAU Nepes,
MCMO/Ib30BaHNEM PEAKTUBA MOXKET BO3HUKHYTb HE06X0AMMOCTb NPOBEeAEHNA €ro UCMbITaHNA Ha NOA/UHHOCTb U/NK
OPYroro ucnbiTaHms.

6.22. MBOTHbIX, MCNONb3YEMbIX A/1A KOHTPO/AA KOMMOHEHTOB, MaTepuanoB Wan NPoAyKuuuK, caenyet, npu
HeobX04MMOCTU, NOMeLLLATb B KAPaHTUH nepes Hayanom paboTbl C HUMU. YX0Z, 3@ XKMBOTHBIMU M KOHTPO/1b 33 HUMM
OO/MKHbI ObITb OpraHM3o0BaHbl TaK, 4YTOObl 06ecneuYnTb WX MAPUrOLHOCTb K WMCMO/Ib30BAHUIO MO Ha3HayeHuio.
KMBOTHbIE JONKHbI ObITb MAaPKUPOBaHbI, @ UICTOPUM PABOTbI C HUMK AO/IKHbI 6bITb 0GOPMAEHDbI LOKYMEHTANbHO.

Mporpamma nocneayoLwmx NCNbITaHU CTabUNbHOCTH

6.23. lMocne peanusaumm NEKAPCTBEHHOrO CpPeacTBa CnedyeT CUCTEMATUYECKM MPOBOAUTb WUCMbITaHUA ero
cTabunbHOCTM MO Nporpamme, MNO3BOAAIOWENA O6Hapy:KMBaTb NtOOble M3IMEHEHMS, UMelWMe OTHOoWeHMEe K
cTabunbHOCTM (Hanpumep, M3MEHEHWEe YPOBHA 3arpA3HEHUs WM XapaKkTepa pacTBopa), B COOTBETCTBUM C
peLenTypoit peann3oBaHHOro NPOAYKTa.

6.24. LUenblo nporpammbl NOCAeAyOWMX UCNbITaHUI CTaBUNBbHOCTU ABAAETCA KOHTPO/b CamMoro NpoayKTa B
TEYEHME €ero Ccpoka roAHOCTM M YCTAHOBNEHME TOro, 4YTO MNPOAYKT COOTBETCTBYET (MOKeT ObiTb MpU3HaH
COOTBETCTBYHOLMM) CNeLMbUKALMM NPU YCAOBUAX XPAaHEHMSA, YKa3aHHbIX B MapK1POBKe.

6.25. BblweyKasaHHble TpeboBaHWA OTHOCATCA, rMaBHbIM 06Pa30M, K FOTOBbIM JIEKAPCTBEHHbIM CPeaCcTBam B
YyMNaKoBKe, NpefHa3HaYeHHbIM A1 NPOAAXKM, HO CledyeT Tak:Ke 06paTUTb BHUMAHME Ha BK/OYEHWE B METOLMUKY
HepacdacoBaHHOW NpoAyKuuu. Hanpumep, ecnv HepacdacoBaHHY0 MPOAYKLMIO XPaHAT AAUTeNbHOE BPema 40
YNaKoBKM M/MAn nepepayn c Npou3BOACTBEHHOTO YYacTKa Ha y4aCTOK YMaKOBKM, TO CledyeT U3y4uTb M OLEHUTb
BAWAHWE 3TOro ¢akTopa Ha CTabUBbHOCTL FOTOBOW MPOAYKLMM MPU COOTBETCTBYIOLLMX MAPaMETPaX OKPYKatoLLen
cpenbl. Bonee TOro, cnesyer o06paTUTb BHMMaHME HA MPOMENKYTOUHYIO TMPOAYKLMIO, KOTOpas XPaHWUTCA W
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NCNob3yeTca B TeYeHWe OAUTENbHOro
nepuoga. UccnegoBaHme ctabunbHOCTU nepepaboTaHHbIX MPOAYKTOB NPOBOAAT NpU pa3paboTKke NeKapCTBEHHOro
CpeacTBa; Noc/ieaytowero KOHTPOAS CTabuUNbHOCTM TaKoro NpoayKTa He TpebyeTca. OaHaKo, Npy HeobxoaMMOoCTH,
MOXKET MPOBOANTLCA KOHTPO/Ib CTabUNbHOCTU NepepaboTaHHOro NPoayKTa.

6.26. Mporpamma nocnenyowmx UCbITaHUA CTabuAbHOCTU A0/MKHA ObiTb 0dOpMaEHaA B LOKYMEHTa/NbHOM
BUAE COr/MacHO obwum npasunam pasgena 4, yactm |, a pesynbtatbl paboTbl odopmieHbl B BUAE OTYETa.
ObopyaoBaHMe, UCMonb3yemMoe ANs NOCAeAyloWmUX WMCMbITaHUMM cTabunbHOCTM (B T.4. Kamepbl AAA KOHTPOJSA
CTabWUNbHOCTK), AOMKHO BbITb aTTECTOBAHO M OBC/NYKMBATLCA B COOTBETCTBMU C OBLIMMK NpaBuiamu pasgena 3,
yactu | n MpunoxeHua 15.

6.27. OT4yeT 0 paboTe MO Nporpamme NOCAEAYIOWMX UCTbITAHUN CTaBUNBHOCTU AOXKEH BKAOYATb B cebA BeCb
nepuos A0 UCTEYEHMA CPOKA rOL4HOCTM NPOAYKLMU U COAEep KaTb cieaytowme daHHble (HO He OrpaHMYMBaATLCA UMKI):

- HoMepa cepuit Ans pasAnYHbIX Nokasatesnei spPeKTUBHOCTU N pasMepoB CEPUN, ec/in TpebyeTcs;

- laHHble 0 PUINYECKNX, XMMUYECKUX, MUKPOBMONOTMYECKUX U BUONOTMYECKMX METOLAX UCTIbITAHUIA;

- KpUTEPUM NPUEMIEMOCTH;

- CCbIIKM Ha MeTOoAbl UCMbITaHUN;

- OMMcaHMe YNaKoBKM U CUCTEMbI YKYMOPUBAHUS;

- NepUOANYHOCTb UCMbITaHUI (AaTbl);

- OMuUcaHue YCNOoBMUI XpaHeHus (cnedyeT MCMNONb30BaTb CTaHAapTHble ycnosus ICH <*> npu gantenbHbIX
NCNbITaHWUAX, COOTBETCTBYIOWMX AaHHbIM MapPKUPOBKHK);

- Apyrue nokasaTtenn, oTHocALMECA K AaHHOMY JIeKapCTBEHHOMY CPeACTBY.

<*> #ICH - International Conference for Harmonization (MexayHapogHas KoHdepeHUMa No rapmoHM3aumm).
34ecb 1 ganee No TekcTy#.

6.28. OT4eT 0 paboTe NO Nporpamme NOCAEAYIOWMX UCTbITaHUI CTABUABHOCTU MOXKET OTAIMYATLCA OT OTYETA O
nepBOHaYaIbHOM AJNTENBHOM UCMbITAHUN CTabUABHOCTU, MPUAATAEMOrO K A0CbE HA NPOAYKT. 3TN OTINUMNA AONKHbI
ObITb yKasaHbl B oOT4yeTe (Hanpumep, NEPUOAMYHOCTb KOHTPOAA MAW NpoBefeHWe ero B COOTBETCTBMM C
pekomeHaaumamu ICH).

6.29. Yucno cepuit U NEPUOAMYHOCTb UCMbITAaHUI AONKHbI 0becneymBaTb AOCTAaTOYHbIN 06bEM AaHHbLIX ANA
NnpoBeLeHMA aHann3a TeHAEHUMN u3meHeHuA. Ecnm He yKasaHo MHoe, TO B MPOrpammy MCNbITaHUI CTabuUnbHOCTU
cnefyeT BKAOUUTL HE MeHee OJHOM Cepun NpPOM3BEAEHHON MNPOAYKLUMM 33 rof [ANA KaKAOoro 3HavyeHus
3bPEKTUBHOCTM M BUAA NEPBUYHON YNAKOBKMU (€CAM OHM pasnnyatoTcs). UCKAOUeHUEM ABAAKOTCA C/lyvau, KOoraa B
TeYeHue rofa AaHHbIA NPOAYKT He BbiNycKaaca. 18 NpoAyKTOoB, nocaeayowme UCnbITaHUA cTabuabHOCTM KOTOPbIX
TpebyoT MCNONb30BaHUA KUBOTHBIX U He CyLLEeCTBYeT a/ibTEPHAaTMBHOMO aTTeCTOBAaHHOIO MeToAa, NepMOANYHOCTb
KOHTPONA MOMKeT ObiTb YCTAHOB/MEHA C UCMO/Ib30BaHMEM aHanM3a PUCKOB. Mpu Hannuum B oTyeTe 060OCHOBAHMA
MOXKET UCMOJIb30BaTbCA MPUHLUMUN BbIHECEHMA 3@ CKOOKM U NMOCTPOEHUA MATPUL,.

6.30. B HeKoTOpbIX C/ydYasax B Nocaeayowme UCMbITaHUA CTabUAbHOCTU CaeayeT BKAOYaTb AOMNONHUTENbHbIE
cepun. Hanpumep, nocneayowme UCNbiTaHUA CTabuabHOCTU cnepyeT NPOBOAUTb MOCAe NH0ObIX CyLLEeCTBEHHbIX
M3MEHEHUN UK CYLLECTBEHHbIX OTKJIOHEHWUI B TEXHOJIOIMYECKOM MpOLLecce MAM ynaKoBKe. 3TO Ke OTHOCUMTCA U K
NtobbIM onepaumam No NOBTOPHON 06paboTke, NepepaboTKe NAK pereHepaLuun.

6.31. Pe3synbTaTbl MNOCAEAYIOWMX WCAbITAHUA CTaBUABHOCTM AOJIKHbI  ObITb  AOCTYMHbI  PYKOBOAALMM
paboTHMKaM, 0COHBeHHO ynosHOMOYeHHOMY nnLy (AMuam). Ecam nocneaytowme UcnbiTaHUA cTabuabHOCTM NPOBOAAT
He Ha MecTe MPOM3BOACTBA HepachaCOBAHHON WM FOTOBOM MPOAYKLMW, TO MEXAY YYacTBYHOLMMWU CTOPOHAMMU
OOJ/IKHO 6bITb 0POPMAEHO NMCbMEHHOE corlaleHne. Pe3ynbTaTbl NOCAEAYOWNX UCNbITaHWIA CTaOUIbHOCTU LOJXKHbI
HaxoAMTbCA HA MecTe NPOM3BOACTBA ANA NPEeACTaBAEHMA HAA30PHbIM OpraHam.

6.32. CnepyeT aHanu3MpoBaTb C/y4au BbIXOAa 33 Npeaenbl cneumMduMKaumn M CylwecTBeHHble HeobblyHble
TeHAeHUMN. J1Io6oN NOATBEP!KAEHHbIM BbIXO4 3a npedenbl cneundukaumMm WAN CyLLECTBEHHbIE HEraTUBHblE
TEHAEHUMWN [OMKHbI [OOBOAMTBCA A0 CBeAEHMA HaA30PHbIX OpraHoB. BO3MOMKHble pelleHua B OTHOLIEHWUMU
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BbIMYLLEHHbIX Ha PbIHOK CEPUIT NPOAYKLMM
cneayeT NPUHUMATL B COOTBETCTBUM C pas3geiom 8, YacTb | Mo cornacoBaHuio ¢ HaA30PHbIMM OpraHamu.

6.33. CneayeT AOKYMeEHTaNbHO OQOPMAATb UM AOMOJHATL 3aK/OYEHUA MO BCEM MOJIYYEHHbIM AAHHbIM,
BKJ/1I0YAsA NPOMEKYTOUHbIE BbIBOAbI. YKa3aHHOE 3aK/1lo4YeHUe cieayeT Nepuognyeckm paccMmaTpmueaTb.

7. PaboTa No KOHTPAKTaM Ha NPOM3BOACTBO NPOAYKLMM
W NpoBeeHne aHaIn308

Bo u3bexkaHune pasHOUTEHMUI, CMOCOOHbLIX NPUBECTU K YXYALWEHWIO KayecTBa MPOAYKUMW MW BbINOJHEHUS
paboT, cnepyeT TWATE/NbHO COCTaBAATb, COM/AcOBbIBaTb M KOHTPO/AMPOBaTb BbIMOJHEHME KOHTPAKTOB Ha
NpPou3BOACTBO NPOAYKUMU U NpoBeaeHNe aHaM30B. KOHTPAKT MeXKay 3aKa3uyMKOM U UCMOSIHUTENEM A0/IKEH ObiTb
odopM/IeH B NMUCbMEHHOM BUAE C YKa3aHMEM YETKO onpeaeneHHbiX 06f3aHHOCTel Kaxaoh M3 CTOPOH. KOHTpaKT
OOJIKEH YCTaHaB/MBaTb NOPAAOK AEVCTBUIM U OTBETCTBEHHOCTb YNOJIHOMOYEHHOIO /1ML 33 BblAavy paspeLlleHnn Ha
peann3aumio Kaxaon cepmm npoayKLumm.

MpumeyaHue - HacToswwmiA pasgen paccmaTpMBaeT TOIbKO OTBETCTBEHHOCTb NPOM3BOAMTENIEN 33 BbINOIHEHME
TpeboBaHMIt HacToALWEro CTaHAapTa.

Obume nonoxeHnn

7.1. KoHTpaKkT gJoskeH 6biTb opopmneH B MUCbMEHHOM BUAE W AO/KEH BKAOYaTb B ceba nepeyeHb
NPOM3BOACTBEHHbIX OMNepaumMii U/MAN  aHanu30B, BbINOJHAEMbIX Ha OCHOBAHUW MOJIOKEHUA KOHTPaKTa, W
NPOBOAMMbIX TEXHUUYECKMX MEPONPUATUNA.

7.2. BbINO/IHEHWE KOHTPAKTa Ha NPOU3BOACTBO W/UAK NPOBeAEHME aHaIN30B, B T.4. C YYETOM NPEA/IOKEHHbIX
M3MEHEHUA TEeXHWYECKOro WAM [APYroro XapakTepa, [O/IKHO COOTBETCTBOBaTb TPebOBaHMAM HOPMATUBHbIX
[OKYMEHTOB Ha MPOM3BOACTBO M TpeboBaHMAM, YCTAHOB/JEHHbIM MNPW  TOCYAAaPCTBEHHOW perucrpauun
NleKapCcTBEHHOrO CPeAaCTBa.

3aKas3umk

7.3. 3aKa34mMK HeceT OTBETCTBEHHOCTb 3a OLLEHKY KOMMETEHTHOCTU UCMONHUTENA U ero CNOCOHHOCTb BbIMOAHUTD
KOHTPAKT HagnexKawmm obpasom, a TakkKe 3a BKAOYEHME B KOHTPAKT MONOXKEHUI, obecneynsatowmx BbinOAHEHME
TpeboBaHMI HACTOALLErO CTaHAApPTA.

7.4. 3aKasumKk nNpepocTaBaAeT  UCNOAHUTENHD  MHPOpMauMio, HeobxoaMMyld  ANnA  BbINOJIHEHMA
NpesAycCMOTPEHHbIX B KOHTpPaKTe paboT B COOTBETCTBUM C TpeboBaHMAMM, YCTaHOBAEHHBIMM MPW FOCYAAPCTBEHHOM
perncTpauumn 1ekapCcTBeHHOTo CPeAcTBa, HOPMATUBHbBIX JOKYMEHTOB M HaLMOHANbHOMO 3aKOHOAATeNbCTBA. 3aKa3umK
OO/IKeH ybeamTbea B TOM, YTO UCNONHUTENb 06/1a43€T NOHOM MHPOopMaUmelt o GaKTOpaXx, CBA3aHHbIX C NPOAYKUNeln
nUnn paboTol, BbINOJHAEMOM NO KOHTPAKTY, U NPeACTaBASsIOWMX ONACHOCTb AN ero NoOMeLLeHUi, 06opynoBaHus,
nepcoHana, 4pyrnx matepmanos UM NPOAYKTOB.

7.5. 3aKasumK J0/KEH ybeauTbcAa B TOM, YTO BCA rOTOBAs NPOAYKUMA M MATepuanbl, NOCTaB/IEHHblE emy
NCNOSIHUTENEM, COOTBETCTBYIOT crneunpuKaumam, a paspelleHne Ha peanusaumio 3TOM MNPOAYKUMKU BblAAHO
YNOJHOMOYEHHbIM JINLOM.

UcnonHutenob
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7.6. WcnonHuTeno p[O/KEH WMETb
COOTBETCTBYIOWME MOMeELLeHMA, 0bopyaoBaHUEe, 3HAHWUSA, OMbIT U KOMMETEHTHbIA MNEepPCOHan ANA Haa/eXKallero
BbINO/IHEHUS KOHTPaKTa. KOHTPaAKT Ha NPOM3BOACTBO MOMKET BbIMNOAHATL UCNONHUTENDb, MMEIOLWMI paspeLlleHne Ha
NpPOM3BOACTBO SIEKAPCTBEHHbIX CPeACTB.

7.7. VicnoNHUTeNb AOJ/IKEH FapaHTUPOBaATb MPUroAHOCTb MOJIYYaeMbIX MM MaTepManoB M NPOAYKUMM ANs
NCMNO/Ib30BaHMS NO HAa3HAYeHMUIo.

7.8. cnonHUTeNb He A0/MKEeH MpuB/IeKaTb TPETbH CTOPOHY A/1A BbINOJHEHMA PaboT, NMOPYYEHHbIX emy Mo
KOHTpaKTy, 6e3 npenBapuUTenbHOr0 PacCMOTPEHMA U COMNACOBAHMA C 3aKa3uyMKOM. [pu 3aKAOYEHMM cornalleHuma
MeXay WCMNONIHUTE/IEM M TpeTbeil CTOPOHOM Ao0/KHA ObiTb obecneyeHa rapaHTUs TOoro, 4to WHPopmaumsa o
Npon3BOACTBE U NPOBEAEHNM aHANN30B ByaeT AOCTYMNHA 3aKa34yMKy B COOTBETCTBMU C NMOJIOKEHUAMU KOHTPAKTA.

7.9. UcnonHUTeNb He AO/IXKEH NpeAnpUHUMATL AENCTBUA, KOTOPble MOTYT OKa3aTb OTpULATEIbHOE BAMAHME Ha
KayecTBo NpoayKLuun, NPonsseaeHHoOM U/Mam npoaHaan3npoBaHHON MM B COOTBETCTBUM C MOJIOKEHUAMM KOHTPaKTa.

KoHTpakT

7.10. KOHTpAKT 3aKNIOYaeTCA MEXKAY 3aKa3yMKOM W UCNoSHMTenem. B KOHTpaKTe A0/IKHA ObiTb yKasaHa
OTBETCTBEHHOCTb CTOPOH 3@ NPOU3BOACTBO M KOHTPO/Ib NPOAYKLMU. TEXHUYECKME acNeKTbl KOHTPaKTa AO/IKHbI ObITb
COCTaB/IEHbl KOMMETEHTHbIMU AULAMK, 0BNAJAOWMMU COOTBETCTBYHOLLMMM 3HAHMAMM B 061ACTU TEXHOMOTMMU
NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB, MPOBEAEHMA aHanu3oB W TpeboBaHMI HacToAwWero craHaapTa. Bce
COrNalleHnsn Nno NPon3BOACTBY M MPOBEAEHWUIO aHAIM30B A0KHbI ObITb COFNAacoBaHbl 06EMMM CTOPOHAMM U LONKHbI
COOTBETCTBOBATb TPEHOBAHMAM, YCTAHOBNIEHHbIM NPU FOCYAapPCTBEHHON perncTpaLmm N1eKapcTBEHHOro CpeacTBa.

7.11. B KOHTpaKTe AONKHO ObITb YKA3aHO, KaKMM 06pa3om YNONHOMOYEHHOE INLLO, OTBETCTBEHHOE 33 BbIMYCK
cepun NpoayKUMM Ans peanusaumu, obecneuymBaeT rapaHTUIO TOro, 4YTO Kaxpgasa cepus MPOAyKuMM Obina
M3roToB/JIEHA U NPOLUAA KOHTPOIb B COOTBETCTBUM C TPEOOBAHUAMM HOPMATUBHOW AOKYMEHTAUMMN U TPebOBaHUAMMU,
YCTAaHOBNEHHbIMM NPU PETUCTPALMM JIEKAPCTBEHHOMO CPeaCTBa.

7.12. B KOHTpaKTe A0JIKHbl ObiTb YKasaHbl /iMLA, OTBETCTBEHHbIE 33 3aKYMKy, NpPOBeAeHME MCMbITaHUI U
Bblgauyy paspeleHuii Ha WUCMONb30BaHME MaTepuanoB, MPOM3BOACTBO, KOHTPOAb KadyectBa (B T..
BHYTPUMPOM3BOACTBEHHbIM KOHTPOJIb), 0TBOP Npob 1 NpoBegeHNe aHaNN30B. B KOHTpaKTe Ha NpoBeAeHMe aHaM3a
OO0/MKHO BbITb YKa3aHO, 06A3aH M UCNOAHUTENb OTOMPATL NPOOLI B MOMELLEHMAX NPOU3BOAUTENA NPOAYKLNN.

7.13. T[lpoToKonbl NPOU3BOACTBA, aHA/M30B M peanms3auMm NpPOAYKLUMM, a TaKKe COOTBETCTBYylOLWME
KOHTPO/IbHble 06pa3LLbl AO/KHbI XPAaHUTBLCA Y 3aKa3uMKa AW LOSIXKHbI 6bITb eMy JOCTYNHbI. [epevyeHb OKYMEHTOB,
OTHOCALLUMXCS K OLLEHKE KayecTBa MPOAYKUMM U CBA3AHHbLIX C PeKAamaumsimm Uam BO3HUKHOBEHMEM COMHEHUI B
KayecTBe NpoayKLMM, OO/KEH BbiTb onpeaeneH 3aka3sdyMKOM B MHCTPYKLUMAX MO OTKAOHEHUIO (OT3bIBY) NPOAyKLUMN.
ITM AOKYMEHTbI A0/IXKHbI ObITb AOCTYNHbI AN1A 3aKa34MKa.

7.14. B KOHTpaKTe AOMKHO ObITb MNPeAyCMOTPEHO MPABO 3aKa3yMKa Ha NOCELLeEHME MPOM3BOACTBA
NCNONHUTENA.

7.15. Mpwn 3aKNH04YEHMWN KOHTPaKTa Ha MpoBefeHWe aHa/M30B BO3MOXKHO WMHCMNEKTUMPOBAHME WMCMOAHUTENA
HaA30PHbIMM OpPraHamMm.

8. Peknamaumm 1 oT3bIB NPOAYKLUMN

Obume nonoxeHusn
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Bce peknamaumm w  mHbopmaums,
Kacalolwmeca NpoayKuMM C  NpeanosiaraeMbiMM  HapyleHUAMM  KayecTBa, [AOOJ/IKHbl  ObiTb  TWATe/NbHO
NPOaHa/IM3nPOBaHbl B COOTBETCTBUM C MHCTPYKLMAMU. Ha npeanpuaTnm AoakHa bbiTb co3gaHa cuctema 6bICTPOro u
3G PEKTUBHOTO OT3bIBA C PbIHKA NPOAYKLMU C ABHLIMWU UKW NPeANoNaraemMbiMn HapyLLEHUAMM KayecTBa.

Peknamaunu

8.1. Ha npegnpuaTMm foaxKeH bbiTb Ha3HAYeH COTPYAHMK, UMEIOLLMI B CBOEM PACNOPAKEHUM HEOOXOANMBIN
nepcoHan, OTBETCTBEHHbLIM 32 PACCMOTPEHME PeKNaMaL M U NPUHATUE peleHnid. Ecnm aToT coTpyAHUK He ABnAeTcA
YNO/IHOMOYEHHbIM JIMLLOM, TO AaHHOE INLO A0/IKHO ObiTb NOCTAaBAEHO B M3BECTHOCTb 060 BCex dpaKkTax peKknamaumia,
paccnenoBaHuUiA M OT3bIBOB MPOAYKLNMN.

8.2. [eNcTBMA NO PACCMOTPEHMIO PeEKNAAaMaALMM HA NPeAnofiOKUTENbHO HEKAYECTBEHHYIO MPOAYKUMIO U
NpUHATHE peweHna 06 0T3biBe NPOAYKLMU AOMKHbI ObITb M3/10XKEHDBI B COOTBETCTBYIOLLLEN MHCTPYKLUN.

8.3. CnepyeT npoBogMTb TWATE/bHOE paccnefoBaHME peKnamauuii U OOKYMeHTanbHO opopmMAaAaTb ero ¢
onucaHMem JeTaneit NpeTeH3uM Ha KadvecTBo npoaykumu. K 3Toii paboTe 06bIMHO cneayeT MpuBAEKaTb JWLO,
OTBETCTBEHHOE 33 KOHTPO/Ib Ka4yecTBa NPOAYKLMU.

8.4. Ecnn oOHapyXeHO WAW NOLAO3PEBAETCA HECOOTBETCTBME KauyecTBa KaKoM-Mbo cepum MNpoayKumm
YCTaHOB/IEHHbIM TPEBOBaHUAM, CleAyeT NPUHATL PeLLeHNE O NPOBEPKE aHANOMMYHbIX CEPUN. B YacTHOCTH, npoBepke
MOryT ObITb NOABEPTHYTbI APYrMe Cepun, coaepralime nepepaboTaHHbIN NPOAYKT U3 3TOM cepum.

8.5. PeweHuns M mepbl, NPUHATbIE NO AOOOM peKknamauun, AOAXKHbl ObiTb BHECEHbI B COOTBETCTBYHOLLMIA
NPOTOKO/ Ha Ceputo NPOAYKLMU.

8.6. MpoOTOKONbI peKnamauui cnepyetr peryaapHoO paccMaTpuBaTb M aHa/NM3MPOBATb C LENbH BbIBJAEHUA
cneunduyecknx 1 nosTopstoLmMxca pakTopos, TPebyowmx 0coboro BHUMAHMA U KOTOpble MOTYT NPUBECTU K OT3bIBY
NpoAyKUMN.

8.7. Ocoboe BHMMaHWe cnedyeT yAenAaTb OUEHKe TOro, ABAAETCA /M MPUYMHOM OT3biBa ¢anbCcudpuKaums
NpPoOAYKUMMN.

8.8. Mpn owmnbKax B NPOU3BOACTBE, YXYALEHUM KayecTBa NPOAYKLMU, OBHapyKeHnn danbcuduKkaumm mnm
OPYrMX Cepbe3HbiXx npobaemax C KAYeCcTBOM, B OTHOLIEHUM KOTOPbIX MNPeanpUHMMAIOTCA KOppeKTUpylowme
OEeNCTBUSA, NPON3BOANTENb 00653aH N3BECTUTL COOTBETCTBYIOLME KOMMNETEHTHbIE OPraHbl.

OT3bIB NpOAYyKUMHK

8.9. Ha npegnpuatmm fonxKeH bbiTb Ha3HAYeH COTPYAHMK, MMEIOLNI B CBOEM PACNOPANKEHUN HEOOXOANMbIN
MepcoHasn, OTBETCTBEHHbIV 33 CBOEBPEMEHHDI OT3bIB MPOAYKLMM C pbiHKA. KaK NpaBuio, 3TOT COTPYAHUK AOJIKEH
ObITb HE33ABUCUMbIM OT CAYXKD peannsaumuM U MapKeTuHra. ECnm 3ToT COTPYAHUK He ABAAETCA YNONHOMOYEHHbIM
JIMLLOM, TO A@HHOE INLLO AOMKHO 6bITb 0OCBEAOMIEHO 060 BCcex haKTax 0T3blBa NPOAYKUMMU.

8.10. lMopagoK OT3blBa NPOAYKUMW [OO0MKEH OblTb pernameHTUPOBAH MHCTPYKUMEN, KOTOpylo cneayeT
perynspHoO NpoBepATb U NepecMmaTpmBaThb.

8.11. OT3bIB NPOAYKUNN AONKEH OCYLLECTBAATLCA ONEPaTUBHO U B II0HOE Bpems.

8.12. KomneTeHTHble OpraHbl CTPaH, KyAa Morna bbiTb HanpasaeHa NPoAyKLUMA, A0MXKHbI ObiTb HeMeaNeHHO
MHPOPMMPOBAHbI O NPUHATUWN pelleHns 06 OT3biBe MPOAYKLMU B CBA3U C NOJO3PEHUMEM WM OOHAPYKEHUEM
HEeCOOTBETCTBUSA €€ KayecTsa.

8.13. lokyMeHTaums no oTrpy3Ke NPoAyKUMU A0SXKHA ObiTb AOCTYNHOW ANA Anua (nuL), oTBETCTBEHHOO(bIX)
33 OT3bIB NPOAYKLMU, U COAEP!KATb AOCTAaTOYHYIO MHPOPMALMIO 06 ONTOBLIX MOKYMaTeNAX M MPAMbIX 3aKa3zumKax
(appeca, Homepa TenedpoHoB/dpaKkcos B paboyee u B Hepabouee Bpemsa, HOmepa cCepuil M 06bEMbl MOCTABOK),
3KCMOPTHbIX NOCTAaBKax M NOCTaBKax 06pasuoB IeKapCTBEHHbIX CPEeACTB.

8.14. Ha oTO3BaHHOW MPOAYKLMU AO0/KHA OblTb COOTBETCTBYHOLLAA MAPKMPOBKA. OTO3BAaHHYHO NPOAYKLMIO
cnefyeT XPaHUTb B HAAEXKHO M30/MPOBaHHbIX 30HAX A0 NPUHATUA PeLIeHUA O ee AafibHelLeM UCMONb30BAaHUN UK
yTUAN3aLMM.
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8.15. MNocnenoBaTenbHOCTb AENCTBUIN
npyv OT3biBe NPOAYKUMU OO0MKHA 6biTb odopmaeHa AOKyMeHTanbHO. OKOHYaTe/bHbIA OTYET AO0/MKEH cofepyKaTb
6anaHc mexay KoaMyecTBOM NOCTaB/NeHHOW M 0TO3BaHHOW NPOAYKLUN.

8.16. 2pPeKTUBHOCTb MEPONPUATUIA NO OT3bIBY NPOAYKLMU CeayeT PeryaspHo aHaM3npoBaTh.

9. CamouHcneKkymm
Obuwme nonoxeHmn

CamouHcnekumsa (BHYTPEHHWA ayanT) A0AXKHA NPOBOAMTLCA C LENblo MPOBEPKU BbIMOJAHEHUA NpeanpuaTUem
TpeboBaHMIN HAaCTOALEro CTaHAaPTa U NPUHATUA HEOBXOAMMBbIX Mep MO YCTPaHEHWIO HeAOCTaTKOB.

9.1. C uenbto obecneveHns KavecTsa NPOAYKLMM BONPOCHI, CBA3aHHble C paboToi nepcoHana, NOMELLEHMAMM,
060opyaoBaHMEM, AOKYMEHTaLMEN, NPOU3BOACTBOM, KOHTPONEM KauecTBa U peannsaumeit N1ekapcTBEHHbIX CPeACTB,
MeponpuATUAMM NO paboTe C peknamauuMamn M OT3biBY MPOAYKLMM, a TaKKe NPOBEAEHUI0 CaMOMHCMEKLUWN,
[AO/KHbI PeryasapHO PaccMaTpmBaThCA B COOTBETCTBUM C YTBEPIKAEHHOMN NPOrpammoi.

9.2. CamoOMHCNEKUMA [A0/KHA MPOBOAUTLCA HE3aBMCMMO W TWATENbHO CMeuuasbHO  Has3HauyeHHbIM
COTPYAHUKOM(amu), cocToawmm(MmmM) B WTaTe npeanpuatna. MoxeT 6biTb NoMe3HbIM NpoBedeHNe He3aBUCMMOro
ayauTa 3KcnepTamm CTOPOHHUX OpraHn3aumi.

9.3. Pe3ynbTaTbl CAMOMHCNEKLMI A0/XHbI BbITb OPOPMAEHBI 4OKYMEHTaNbHO. MPOTOKO/IbI, COCTaBAEHHbIE MO
pesynbTaTam CaMOMHCMEKUMM, OO0/MKHbI BKAOYaTb B cebA BCIO MNOJyYeHHylo MHbOpMaLMio U Heobxoaumble
KoppeKkTupylowme aeictema (npu HeobxoammocTu). deinctena, npeanpuHMMaemble No pesyibTatam NpoBeaeHHOM
caMoMHCNeKUUn, cneayet opopmaAaTb AOKYMEHTabHO.
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Yactb

OCHOBHbIE TPEEOBAHNA K AKTUBHbIM
®APMALEBTUYECKMM CYBCTAHUUAM (ADC), UCMNONTb3YEMbIM
B KAYECTBE MCXOOHbIX MATEPUAIOB

1. BeepeHue

1.1. Uenb

[aHHan yacTb cTaHAApPTa ABASETCS PYKOBOACTBOM MO NMPUMEHEHWUIo npaBua GMP K npov3BoAcTBY aKTUBHbIX
dapmaueBTMyecknx cybctaHunii (APC) c uenbio obecneveHUs rapaHTUM UX KayecTBa M COOTBETCTBUA TpeboBaHMAM K
yucrorte.

TepmuH "npoussopacTBo" BKAOYaeT B ceba Bce Buabl onepaumin ¢ ADPC: npuMemKy WMCXOLHOFO CbipbA,
NpPou3BOACTBO, YNAKOBKY, NepeynakoBKy, MapKMPOBKY, NepeMapKMPOBKY, KOHTPOJIb KayecTBa, BbiNyCcK NpoAyKUuu,
XpaHeHWe M peanmnsaumio, a TaKKe COOTBETCTBylOWME Mepbl KoHTponsa. [MoHatua "gonxkeH", "cnepyet",
NPUMeHsieMble B HaCTOALLLEM PYKOBO/ACTBE, YKa3blBalOT Ha PeKOMeEHAaUMK, BbINOJHEHME KOTOPbIX Npeanoiaraerca,
33 UCK/IIOYEHMEM CNYYAEB, KOFAa MX BbINOJHUTb HEBO3MOMXKHO MAW OHWU MOTYT ObITb 3aMeHEHbI anbTePHATUBHbBIMM
OEeNCTBUAMM, MO KpaliHen mepe, C 9KBMBANEHTHLIM YPOBHEM 0becrneveHns KayecTBa NpoayKUmMu.

CTaHpapT He 3aTparneBaeT BONPOCOB 6e30MNacHOCTM NepPCcoHana, 3aHATOrO B MPOM3BOACTBE, M TpeboBaHWUN Mo
3aWwmTe OKpyKatoLel cpeapl. MponsBoanTENb HECET OTBETCTBEHHOCTb 33 6€30MacHOCTb NEPCOHAA U OKpYyXKatoLwein
cpeabl B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM.

CTaHpapT He ycTaHaBAMBaeT TpeboBaHUM, NpeabABAAEMbIX MpU  perucTpauumn (nogaye 3aABKM Ha
peructpaumnio) APC, n He 3ameHsaeT TpebosaHu Papmakonen, He 3aTparMBaeT NOJHOMOYMIA COOTBETCTBYHOLIMX
OpraHoB MO  YCTAHOBAEHMIO  cneunduyecknx TpeboBaHMn K ADPC pgns  BblgauM  paspelleHns  Ha
peanusaumio/npons3BoACTBO MAN MPUMEHEHWE NEeKapCTBEHHbIX cpeacTB. Cneayer BbIMNOHATL BCe TpeboBaHus,
YCTaHOB/EHHbIE NPWU rocyAapCcTBEHHOM permucTpaunm APC.

1.2. Obnactb NnpuMeHeHuA

CraHpapT ycTaHaBnmBaeT TpeboBaHuA K npounssoactsy APC, MCNob3yemMbiX B 1€KAPCTBEHHbIX CPeaCcTBax AA
YyenoBEeKa U KMBOTHbIX (MeAUUMHCKUX npenapaTtax). K npoussoactey ctepuabHbiXx AOC OHO NPUMEHMMO TOJIbKO A0
cTaguu crepunmsaummn. CTaHAapT HE PacnpOCTPAHAETCA HA NPOLECChl CTEPUAN3ALMM U NPOU3BOLACTBO CTEPUBHBIX
A®C B acenTUYeCcKux ycnoBuaAx. ITU NpoLeccbl cieayeT NPoBOAUTb B COOTBETCTBUM C TPeOOBAHUAMM HACTOALLEFO
CTaHgapTa (B T.4. npuBeAeHHbIMU B MNpunoKeHnn 1) u gpyrmx HOpMaTUBHbIX LOKYMEHTOB.

B cnyyae npousBoacTBa CpeacTB MPOTUB SKTOMApasuMTOB MOFYT MCMNO/Ib30BaTbCA ApyrMe HOpPMaTUBHbIE
OOKYMEHTbI.

CTaHAapT He pPacnpoCTPaAHAETCA HA NPOM3BOACTBO Lie/IbHbIX KNETOK, Lie/IbHOW KPOBM M MAa3mbl, MPOU3BOAHbIX
KpoBM W nnasmbl (GpakUMOHMPOBAHME MIA3Mbl), HO PacnNpPoCTpaHAeTcs Ha npoussoacTBo ADC, nosydaembix C
MCNONIb30BaHMEM KPOBM WM NAA3Mbl B KA4YecTBE MCXOOHOMO Cbipbs. Ha MpoM3BOoACTBO K/AETOYHbIX cybcTpaToB
(MmnekonuTaloWmMxX, PacTeHMN, HACEKOMbIX WAWM OaKTepwui, TKAHEM WM OPraHOB YKMBOTHbIX, B T.4. TPAHCrEHHbIX
MBOTHbIX) M paHHWE CTaAMM NPOM3BOACTBA MOIYT PaCrnpOCTPaHATbCA TpeboBaHMA HACTOALWLEro CTaHAApTa,
BbIXOAALLME 33 PaMKM JaHHOW 4acTM cTaHgapTta. CTaHaapT He pacrnpocTpaHseTcs Ha  MpPOM3BOACTBO
HepacdacoBaHHbIX JIEKAPCTBEHHbIX CPeACTB, HO PACNpPOCTPAHAETCS Ha aKTMBHble dapmaLeBTUYECKME cybCcTaHumu,
OoTHocAWwMecA K MNpunorkeHnsam 2 - 7 HaCcToALWEro cTaH4apTa.

Pasgen 19 craHgapTa coAepuT TpeboBaHWA, PacnpoCTpaHsloWMecs TOMbKO Ha npoussoacTeo ADC,
MCNONb3yeMbIX ANA MONYYEHWUA JIEKAPCTBEHHbIX CPeACTB, MpeAHa3HaYeHHbIX ANA KAMHUYECKMX WUCCNefoBaHWiA
(MccnepoBaTeNbCKUX IEKAPCTBEHHDBIX CPeACTs).

NcxoaHobih maTepuan ana npoussoactea A®C - cbipbe, MPOMENKYTOYHbIE NPOAYKTbl uan apyrne A®C,
ucnonblyemble B npomnssoactse APC n Brkatodaemble B ADC B KayecTBe CyLLECTBEHHOMO CTPYKTYPHOFO 3/1eMeHTa.
UcxoaHbii maTepuan gna npoussoactea AOC morKeT 6biTb NPOAYKTOM (MaTepuanom), NoayvyaemMbim OT OAHOTO UK
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60see NOCTaBLMKOB, WAW MATEPUANOM,
NPOM3BOAUMBIM Ha camom npeanpuaTMn. Kak npasuno, ana npoussonctea APC MCNONb3YHOTCA WUCXOAHbIE
MaTepuanbl C KOHKPETHBIMU XUMUYECKMMM CBOMCTBAMM U CTPYKTYPOIA.

Mponssoautens ADPC ponkeH onpeaenntb U AOKYMEHTaslbHO OGOPMUTbL CTaZMilo, C KOTOPOW [O/KHO
HauMHaTbcA npousBoactBo ADPC M3 MCXOAHOrO CbipbA. [AS NPOLECcCOB XMMMUYECKOro CUHTE3a 3Ta CTagus
onpeaenseTcs Kak cTagua BBOAA MCXOAHbIX MaTepuasnoB B TEXHONOIMYECcKUn npouecc npoussoactsa APC. Ons
Apyrux npoueccos (GepmMeHTaumnm, SKCTPAKLUUKN, OYUCTKU U NP.) SAHHYIO CTaAMI0 ONPeaenstoT C Y4ETOM KOHKPETHbIX
ocobeHHocTel npoussoacTea. B Tabauue 1 npusBeaeHbl CTagmMm NPoM3BOACTBA PasnnyHbix ADPC c BblaeneHuem
CTaguii, Ha KOTOPbIX MCXOAHbIM MaTepuasn, Kak NpaBuio, BBOAUTCA B TEXHOOTUYECKUIA NpoLecc.

HauunHas c aTol CTaanu Ha AaHHble NMPOMEXKYTOYHbIe NPOAYKTbI M/Man cTaamm npounssoactsa APC geincreyior
npaBua AaHHOW YacTu cTaHgapTa. OHU BKAOYAOT B cebs TpeboBaHUS K aTTecTauuu (MCMbITaHUAM) KPUTUYECKUX
CTaguii TEXHOIOTMYECKOTO MPOLLeCca, OKa3blBalOWMX BAMAHME Ha KadecTBo ADC. B To e Bpems Bblbop cTaauii
TEXHOJ/IOMMYECKOTO MpoLLecca A/ NPOBEeAEHWUA aTTecTaumnn (McnbiTaHuiA) He 06A3aTeNbHO O3HAYaeT, YTO 3TU CTaauu
ABNAKOTCA KPUTUYECKMMM oA KadecTBa ADC.

TpeboBaHMA HAcTOsALLEN YAaCcTU PACNPOCTPAHAIOTCA, KaK NPaBMAO, Ha CTaauMK, BblaeeHHble B Tabaunye 1 cepbim
¢$OoHOM. ITO He 03HAYaeT, YTO B MPOLLECCe NPOU3BOACTBA AO0JIKHbI BbINOJHATLCA BCE CTaZAMM, YKa3aHHble B AaHHOM
Tabnuue. CtporocTb cnegosanua TpebosaHmam GMP gonrkHa Bo3pacTaTb OT paHHMX CTaguit npomussogctsa APC K
33aBepLIAOLLMM CTagMAM TEXHOOMMYECKOTO MPOLECCa, OYMCTKM U ynaKoBKU. Pusnyeckyto o0b6paboTtky ADC, Takyto
KaK rpaHynaums, NoKpbiTMe 060104KOM AN GU3NYECKOE U3MEHEHME pa3sMepa YacTuL, (Hanpumep, rpybblit U TOHKWIA
nomon), cneayet NPoOBOAUTDL, MO KpaHel mepe, B COOTBETCTBMM C TPeOOBAHUAMM HACTOALLErO CTaHAapTa.

Tabnuua 1
NMPUMEHEHWE CTAHOAPTA A4 NPOU3BOACTBA A®C

Bug Cragun npomssoactea APC, Ha KOTOpble PacnNpPOCTPaHSAeTCA AaHHbIA cTaHaAapT
npou13BoACTBa (BblaE@NEHbI CepbiM GOHOM)
Xummnyeckum MponssoacTeo BBopa ucxoaHoro &lMpounssoactso &Bblgenenuve &dusmyeckasn
CMHTE3 NCXOAHOro maTtepmana APC NPOMEKYTOYHOrO | U OYMCTKA& 06paboTka u

maTtepuana ansa | B npouecc npoayKTa& YNaKoBKa&

A®C
ADC, MNonyyeHune M3menbueHune, &Bsoa ncxogHoro | &Bbliaenernue &dusmyeckasn
BblgeNieHHble n3 | (cbop) CMellnBaHue maTtepmana A®PCB |1 ounctka& 06paboTka U
WUCTOYHUKOB opraHa, n/mnn npouecc ynakoBKa&
YKMBOTHOTO XKUIAKOCTU UK nepBoHayasbHanA | Npou3BoACTBa&
NPOUCXOXKAEHMA | TKaHeNn obpaboTKa
ADC, Cbop pacteHnin | UsmenbyeHune n &Bgog ncxogHoro | &BbigeneHuve &dusnyeckan
BblAENEHHbIE U3 nepBoHayasbHaa |maTepuana AOCB | KM ounmcTKa& 06paboTka U
WUCTOYHUKOB SKCTpaKLums npouecc ynaKkoBKa&
pacTUTENbHOrO npounssoacTBa&
NPOUCXOXKAEHNSA
PactutenbHble Cbop pacteHnin | UsmenbuyeHune n - &[anbHelwasa | &dDPusnyeckan
3KCTPaKTbI, nepBoHaYyaNbHan 3KCTPAKUMA& 06paboTka U
ncnonb3yemblie B 3KCTpaKLums ynakoBKa&
Kauectee ADC

He aBnsemcs oduuuanbHol nydaukauyued U HOCUM UHGOPMAUUOHHLIU xapakmep.

. [OCT P 52249-2009 32
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM i
odpamumbCs K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



SIngng i L fin

NHdpacTpykTypa MHHOBaL WA

A®DC, coctoawume | Coop pacteHut | UsmenbueHue - - &®dusnyeckan
U3 pasmenbyeH- | u/mam Kynbtu- (pactupaHue) 06paboTka u
HbIX UAN BMPOBaHME U ynaKoBKa&
pacTepTbiX B cbop

NOPOLLOK

pacTeHui

buotexHonorua: | CospgaHue &MopnepxkunsaHne | &Kynbtypa &BbiaeneHve dusnyeckas
bepmenTauma/ | rnasHoro n paboyero 6aHKa KNeTok n/unm M O4YMCTKa& obpaboTtka u
Ky/nbTypa pabouero KNeToK& depmeHTaUMA& ynaKoBKa
KNIEeTOK 6aHKOB KNETOK

"Knaccuueckas" | CospaHue MNopnepkmBaHue | &BBog KNeTok B &BblgeneHune dusnyeckas
depmeHTaumA 6aHKa KneTok 6aHKa K/1eTokK npouecc M OUYNCTKA& obpaboTtka u
AN NPOM3BOA- dbepmeHTaLNNE ynaKoBKa
ctBa A®C

YCWUNEHWE TPEEOBAHUN GMP ->

HacToAawmit cTaH4apT He pacnpoCTPaHAETCA HA TEXHONOTUYECKME CTaANN, NPEALECTBYIOLME BBOAY NCXOAHbIX
maTtepuanos gnsa npomnssoactsa APC B TEXHOJ/IOTMYECKUI NpoLLecc.

TepmunH "akTuBHasa papmaueBTMUecKas cybcTaHuma" MOXKeT MCNOo/Ib30BaTbCA HapAaay C TEPMUHOM "aKTUBHasA
cybcTtaHums". TepmuHbl U onpeaeneHus, npusegeHHble B pasgene 20 yactu |, oTHOCATCA TOIbKO K 3ToM YacTu. Pag,
TEPMUHOB onpeaeneH B 4acTu | U AOMKEH UCNOIb30BATLCA B TOM }KE CMbIC/E.

2. ObecneyeHue KayecTBa

2.1. Obuwme nonoxKeHuns

2.10. OTBEeTCTBEHHOCTb 3a Ka4yecTBO BbIMYCKAaEMOro MNpPOAYyKTa HeceT BeCb MepcoHan npeanpuATUA-
nponssoauTens.

2.11. Ha Kaxgom npegnpuatum cnepyet paspaboTaTb, AOKYMEHTasbHO 0GOPMUTL M BHEAPUTb CUCTEMY
obecneyeHns KayecTBa, KOTOpas NpeayCMaTpPMBAET aKTMBHOE y4acTMe B HEN pyKoBoauTenel npeanpusTna U BCero
nepcoHana, 3aHATOro B NPOU3BOACTBE.

2.12. Cuctema obecrneyeHMs Ka4yecTBa OXBATbIBAET OPraHWU3aUMOHHYIO CTPYKTYPY, MHCTPYKLMMK, METOAMKM,
NpoLeccbl U pecypcbl, a TakkKe AencTBua, Heobxoaumble gns obecneyeHus rapaHTUm cooteeTcTBuas APC Bcem
TpeboBaHMAM K KayecTBy W 4yucToTe. [leaTenbHOCTb, CBA3aHHaA ¢ obecneyeHMem KauyecTBa, AOJ/IKHA ObITb YeTKO
onpeaeneHa v AOKYMeHTaNbHO opopmaeHa.

2.13. MopapasgeneHuns (otaenbl, cnyxbbl), OTBETCTBEHHbIE 32 obecneyeHUe M KOHTPOJIb KauyecTBa, AO/KHbI
6biTb He3aBUCMMbIMM OT NPOM3BOACTBA. ITU OYHKUMM MOTYT BbINOAHATL OTAE/bHble MOoApa3AeneHua Mo
obecrneyeHnto U KOHTPOJIIO KayecTBa 60 BbITb BO3/I0MKEHbI Ha OAHO ANLO (rpynny A1) B 3aBUCUMOCTM OT 06 beMOB
W CTPYKTYpbl NpeanpuaTma.

2.14. CnepyeT onpeaenvTb KPyr 1L, OTBETCTBEHHbIX 32 BbIMYCK MPOMEXKYTOUHbIX NpoaykTos n APC.

2.15. Bce pencTeusa No KOHTPOAO KayecTBa cneayet opopmMaAaTb LOKYMEHTA/IbHO HENOCPeACTBEHHO MpU UX
BbIMNOJIHEHUMN.

2.16. /ltobble OTKAOHEHMA OT MPUHATbIX WHCTPYKUUIA  [O/KHbI
OOKYMeHTanbHo. KpuTuMUecKne OTKNOHEHMA cnegyeT paccnefoBatb €
opopmneHnem.

2.17. He ponyckaeTtca BbINyCKaTb MM UCMO/Ib30BATb MaTepPMabl A0 NONYYEHUA NOJNOKUTENBHOFO 3aKAHOYEHMUA
oTaena(os) KayecTBa, €CIM He YCTAHOB/EH CNeuMasbHbli NOPAAOK, AONYCKAOWMIN COOTBETCTBYIOWME OTKIOHEHUS
(Hanpumep, BbIMYCK MATEPMAOB, HAXOAALMXCA B KapaHTUHE, NpuBeaeHHbIX B 10.20 HacToALLEero pyKOBOACTBA, UK
NCNO/Ib30BaHWUE CbiPbsA UM MPOMENKYTOUYHbIX MPOAYKTOB, OLEHKa KayecTBa KOTOPbIX eLLe He 3aBepLueHa).

6biTb  060CHOBaHbl M 0dOpPMIIEHbI
HeobXoAMMbIM  LOKYMEHTa IbHbIM
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2.18. CneayeTt paspaboTaTb nopaaoK
CBOEBPEMEHHOIO W3BELLEHMA PYKOBOACTBA MNpeanpuaTMA O pe3yabTaTax MHCMNEKUMA, NPOBOAMMbIX OpraHamu
KOHTPONA M HAA30pa, C/Ay4asax CepbesHOro HapyweHua TpeboBaHWIM HACTOAWEro CTaHZApTa, OOHapy)KeHuA
HEeCOOTBETCTBMA MPOAYKTA M MPUHATbIX Mepax (NpeTeH3usaX K KayecTsy NPOAYKUWMW, OT3blBax MPOAYKLUM,
3aK/OYEHUAX MHCNEKUUN U T.4.).

2.2. ®yHKUMM N OTBETCTBEHHOCTb NOAPA3AENEHMI NO 0HECNeYeHM0 U KOHTPOO KayecTBa

2.20. [deatencHocTb noapasgeneHuit no obecnevyeHMo U KOHTPOAID KayecTBa PacnpoCTPaHAeTCcA Ha BCe
ACNEeKTbl KayecTsa.

2.21. MoppasaeneHmsa no obecrneyeHUo U KOHTPOIKO KavyecTBa AO0/IXKHbl paccMaTpuBaTb M COrNacoBbiBaTb
(yTBEpKAaTb) BCE AOKYMEHTbI, UMEIOLLIME OTHOLLEHWNE K KaYecTBY NPOAYKLUN.

2.22. ®yHKUMM M OTBETCTBEHHOCTb CAYXKObl KayecTBa, He3aBMCMMOM OT MPOU3BOACTBA, HE MOryT ObITb
nepefaHbl ApPYyrMM nogpasgeneHvam mam nvuam. PyHKUMM M OTBETCTBEHHOCTb 3TOM CAYKObI A0MKHbI ObITb
odopmaeHbl LOKYMEHTANbHO 1 BKAOYATb B cebA, N0 KpalHen mepe, cieaytoLlee:

1. Bbinyck nam ot3biB At0bbix ADC. BbiNycK MAM OT3bIB MPOMEKYTOUHbIX NPOAYKTOB, MCMNO/Ib3yeMbIX BHE 30HbI
KOHTpO/A NpeanpUATUA-NPOU3BOAUTENA.

2. PaspaboTKky n BBOA B AEWCTBME CUCTEMbI BbIMYCKA WM OT3blBa CbiPbsi, NPOMEXKYTOUYHbIX MPOAYKTOB,
YNaKOBOYHbIX M NeYaTHbIX MaTepranoB (MaTepManos ANA MapKUPOBKH).

3. MpoBepKM Cepumn roToBol NPOAYKLMM U MPOTOKONOB NabOPATOPHbIX aHAIM30B Ha KPUTMUECKUX CTagmax
TEXHO/I0rM4YecKoro npouecca Ao sbinycka A®C B peanmsaumto.

4. PaccnefoBaHWe NPUYMH KPUTUYECKUX OTKJIOHEHWI NapamMeTpoB OT YCTAaHOBJIEHHbIX 3HAYEHUIM C NPUHATUEM
HeobXo4AMMbIX Mep U T.4.

5. CornacoBaHue Bcex cneundurKaLmii U TEXHONOTMYECKUX MHCTPYKLUI MO NPOM3BOACTBY NPOAYKLUUMN.

6. CornacoBaHue BCex MHCTPYKLMA U METOAMK MO KAa4yecTBY MPOMEKYTOUYHbIX NpoayKToB nan APC.

7. KoHTpob NpoBeaeHns BHYTPEHHNX NPOBEPOK (CaMOoMHCNEKLNI).

8. CornlacoBaHue NpomnsBoaMTENEN NPOMEKYTOUHbIX NPOAYKTOB M ADC, paboTatoLmMx N0 KOHTPAKTY.

9. CornlacoBaHue N3MEHEHWNI, KOTOPbIE MOTYT OKa3aTb BIMAHME Ha MPOMENKYTOYHbIE NPOAYKTbl U ADC.

10. PaccmoTpeHue 1 cornacoBaHMe NPOTOKOJIOB M OTYETOB O MPOBEAEHUM aTTecTauum (UCnbiTaHui).

11. KoHTpoAnb paccnenoBaHUA NPeTeH3Min, CBA3aHHbIX C KayecTBOM MPOAYKUUWU, N MPUHATUA HEOBXOAMMBbIX
mep.

12. KOHTPO/Ib CBOEBPEMEHHOIO BbIMNONHEHUA TEXHMYECKOTO OBCNYKMBaHMA U  KaZiMBpOBKM (NoBepKu)
KpUTUYECKOro 060pyA0BaHUA B COOTBETCTBUM C YCTaHOB/IEHHbIM NOPALKOM.

13. KoHTpo/ib NpoBegeHusa UCMbITaHU U 0pOPMAEHNA NX PE3YNbTATOB.

14. KoHTponb (Npy HeobXoAMMOCTM) AaHHbIX O cTabuabHOCTM ADC 1/MaM NPOMENKYTOUHbIX NPOAYKTOB ANA
060CHOBAHMA AaTbl UX MOBTOPHOIO KOHTPOIA, CPOKA FOAHOCTU U YCI0BUIM UX XPaHEHUS.

15. CocTaBneHue OTYETOB O KayecTse NpoAyKuuK (nogpasgen 2.5 HacToALWEro pyKOBOACTBA).

2.3. ®YHKUMK M OTBETCTBEHHOCTb NPON3BOACTBEHHbIX NOAPa3AeNeHUiA

®YHKUMKN U OTBETCTBEHHOCTb NPOM3BOACTBEHHbIX NOAPA3AENEHUI AONKHbI BbITb 0POPMAEHBI LOKYMEHTANbHO
1 BKAOYaThb B cebs, No KpaiHel mepe, cneaytolee:

1. Pa3paboTKy, NEPecMOTP U COrnacoBaHue (yTBEPXKAEHWE) UHCTPYKLUMIA MO NPOU3BOACTBY MPOMEKYTOUHbIX
npoayKktoB n/unn A®C, a TakKe obecneyeHne MHCTPYKUMUAMM BCEX MPUYACTHBIX NOAPA3AENEHUI U UCNIONHUTENEN B
COOTBETCTBUM C YTBEPKAEHHON MHCTPYKUMEN.

2. MpouseoactBo A®PC ©, npuM HeoBXOAMMOCTM, MPOMENKYTOUHbIX MPOAYKTOB B COOTBETCTBUM C
YTBEPKAEHHBIMU UHCTPYKLMAMMU.

3. PaccmoTpeHue BCeX MPOTOKOMOB MPOM3BOACTBA CEPUM MPOAYKUUU W MOATBEPKAEHUE WX MNOJHOTHI U
npaBuabHOCTM odopMaeHMA (NOANNCAHMSA) B YCTAHOBIEHHOM MOPSAKE.

4. KoHTposib npoBeAeHUs aHanAu3a BCeX OTK/AOHEHMI B npouecce MNPOM3BOACTBA WM pacc/nefoBaHWiA
KPUTUYECKMX OTKIOHEHMI C COOTBETCTBYIOLLIMM LOKYMEHTa/IbHbIM OpOpMIEHNEM.
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5. KoHTponb YUCTOTDI
NPOW3BOACTBEHHbIX MOMELLEHWUIN U, MPU HEOBXOANMOCTH, UX Ae3nHPEKUNU.

6. KOHTPO/1b BbINO/IHEHMA HEODBXOANMBIX KaIMBPOBOK (MOBEPOK) M XpaHEHUA NPOTOKOJIOB KaIMBPOBKU.

7. KoHTponb coaepaHus MoOMeWeHnn U obopyaoBaHMA B HaA/eXKallem COCTOSHUM W XpaHeHus
COOTBETCTBYHOLLMX NMPOTOKO/IOB.

8. KoHTponb BeaeHuAa M cornacoBaHuA (yTBep»KAeHWs) NPOTOKOJIOB M OTYETOB aTtTecTauuu (McnbiTaHWiA)
0b60pyaoBaHUA M NPOLLECCOB.

9. OueHKy npeasiaraemMblix U3MEHEHWUI B MPOAYKLNN, TEXHONOTMYECKOM NpoLuecce Uan 06opyaoBaHuUM.

10. KoHTponb npoBeaeHns aTTecTaumm HOBbIX U, MPU HEOBXOAMMOCTU, MOAEPHMIUPOBAHHbIX NMOMELLEHWNI U
obopynoBaHus.

2.4. BHyTpeHHWe ayanTbl (CAMOUHCNEKLUN)

2.40. lna noaTBeprKAeHMA cooTBeTCTBMA npousBoactsa ADPC TpeboBaHMAM HacTOALLEro CTaHAapTa cnedyet
perynapHo NpoBoAUTb BHYTPEHHME ayAUTbl COTNACHO YTBEPKAEHHOMY FpaduKy.

2.41. Pe3ynbTaTbl ayauTa v Nocieayolmne KoppekTupyowme gencreusa cnegyet oGopmaaTb AOKYMEHTAIbHO U
npeAacTaBAATb PYKOBOACTBY NpeanpuaTtua. [eicTeua no pesynbTataM ayauTa cieayeT BbINOHATb CBOEBPEMEHHO U
Hagnexalwmm obpasom.

2.5. AHanun3 KayecTsa NpoayKuum

2.50. [Ona noAaTBep)KAEHWA MOCTOAHHOIO COOTBETCTBMA TEXHONOTMMYECKOro npouecca YCTaHOB/EHHbIM
TpeboBaHMAM cnefyeT PeryaspHo NpoBoAMTb aHanm3 KadectBa A®C. TakoW aHanu3 cnefyeT NpoBOAMTb, KaK
NpaBuao, eXerogHo C Nocaeayowmm AOKYMeHTasbHbiM odopmneHnem. OT4eT 0 NpoBefeHMM aHann3a KayvecTsa
NPOAYKLMM SOKEH BKAOYATL B Ce6s, NO KpaliHel mepe, cnegytoLlee:

- paccMOTpeHMEe pe3yNbTaTOB BHYTPUMNPOMU3BOACTBEHHOIO KOHTPOAA WU uUcChbiTaHui APC no KpUTUYECKMM
napameTpam;

- QHanu3 faHHbIX 060 Bcex cepuAX MPOAYKLUMWM, KAYeCTBO KOTOPbIX He COOTBETCTBOBAJIO YCTAaHOBAEHHbIM
TpeboBaHUAM;

- aHa/IN3 BCEX CYLLECTBEHHbIX OTKNOHEHUW B TEXHOJ/IOFMYECKOM MNpoLecce U pesynbTaTbl pacciefoBaHUA WX
NPUYNH;

- paccMOTpeHMNe BCEX UBMEHEHMUI, BHECEHHbIX B TEXHO/IOTMYECKUI NPOLECC UM aHaNUTUYECKME METOAbI;

- paccMoTpeHMe pe3ybTaToB HEMPEPbIBHOFO KOHTPOA CTabUAbHOCTY;

- aHa/In3 BCex NpeTeH3M1iA, BO3BPATOB M OT3bIBOB, CBA3AHHbIX C KAYECTBOM NPOAYKLMM;

- aHaM3 3G PEKTUBHOCTU BCEX KOPPEKTUPYIOLLMX AEACTBMIA, NPUHATBIX NO pe3yabTaTamM ayguTa.

2.51. CnepyeT OLEHUTb pe3ynbTaTbl aHa/M3a W MNPUHATb pelleHne O HeobxoAMMOCTM MPUHATUA
COOTBETCTBYHOLLMX MEP MAN NOBTOPHOM aTTecTaumm (UcnbiTaHui). O6ocHOBaHME HEOHXOAMMOCTU ITUX MEP AO0/IHKHO
6bITb 0POPMIEHO AOKYMEHTANbHO. YKa3aHHble Mepbl AO/KHbI ObiTb BbINONHEHbI CBOEBPEMEHHO M HaA/1EXKaLLUM
obpasom.

3. MNepcoHan

3.1. KBannduKaums nepcoHana

3.10. MNpou3BoACTBO AO/MKHO OblTb YKOMMAEKTOBAHO HEOOXOAUMbBIM UYMCIOM COTPYAHWUKOB, MMEIOLLUX
cooTBeTCcTByloWee 06pasoBaHWe, npouwewnx obyyeHne W/ MAM MMeLWMX AOCTAaTOYHbIM OnbiT paboTbl B
npoussoactee AOC 1 NPOMENKYTOUHbIX NPOAYKTOB.

3.11. OtBeTcTBEHHOCTb M 06A3aHHOCTM BCEX COTPYAHWKOB, paboTalowmx B npoussoactee APC wu
NPOMEKYTOUHbIX NPOAYKTOB, A0NXHbI ObITb AOKYMEHTaIbHO 0GOPMIEHDI.

3.12. CnepyeT NpoBoaUTb perynsapHoe obyyeHWe nepcoHana c nNpusiaedYeHUEM CMeLnanncToB Heobxoammon
KBanudukaumm. I3T0 obyyeHWe [OMKHO OXBaATbiBaTb, KAaK MWHUMYM, BOMPOCbI, CBA3AHHbIE C BbINOJHEHWEM
KOHKPETHbIX onepauunii u TpeboBaHUN HACTOALLEro CTaHA4APTa B YacTM 06A3aHHOCTEl AaHHOro coTpyaHuKa. Cnenyet
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BE€CTU N COXPaHATb MPOTOKO/Ibl Oﬁy‘-lEHWiI
COTPYAHUKOB, a TaKXKe NpoBOoANTb NEPUOANYECKYIO OLLEHKY UX KBaI'IM(I)MKaLI,MM.

3.2. TvurneHa nepcoHana

3.20. MNepcoHan gonxeH cobaoaaTb NpaBuaa rMrneHsbl.

3.21. MepcoHan A0/XKEH HOCUTb YMUCTYIO OAEXAY, COOTBETCTBYIOLLYIO €ro NpPou3BOACTBEHHON AeATe/IbHOCTH.
Cnepyet onpeaenvtb NOpAAOK 3ameHbl 3Tol ogexkapl. Ona 3awmTtbl APC M NPOMEXKYTOYHbIX MaTepuanoB OT
3arpA3HeHus, NpM HeobXoaMMOCTH, cneayeT HOCUTb SONONHUTENbHbIE SN1EMEHTbI OA4EXAbI, MOKPbLIBAOLWME FO08BY,
JINLLO U PYKW.

3.22. CnepyeT nsberatb NPAMOro KOHTaKTa NepcoHana ¢ NPOMeXyToYHbIMK NpoayKkTamu n APC.

3.23. KypeHue, npuem nuuwm n HanuUTKOB, XEeBAaHNE PE3NHKM U XPaHEHUE NPOAYKTOB MUTAHUA L0MNYCKatoTCA
TOJIbKO B CMeLmasibHO BblAENIEHHbIX MEeCTax, OTAe/IEHHbIX OT NPON3BOACTBEHHbIX NMOMELLLEHWNA.

3.24. COTpYAHWKM C WHOPEKUMOHHbIMW 3ab0NeBaHMAMM WAN MMEIOLWME OTKPbLITbIE MNOBPEXAEHUA Ha
HE3aKpbITbIX Y4aCTKax Tena He AonyckatoTca K paboTe, ecnn 3TO MOXKeT OTpasuTbcsa Ha Kadectse APC. Jliobon
COTPYAHUK C 3ab60seBaHNEM WU HA/NMYMEM OTKPbITOM paHbl, BbIABAEHHbIMU NMPU MEOULMHCKOM OCMOTPE MK
HaboAeHUM, A0KEH BbITb OTCTPaHEH OT NPOU3BOACTBEHHbIX ONepaLmii, MPU BbINOJIHEHUN KOTOPbIX COCTOSIHUE €ro
3/10pOBbA MOXKET HEBNAronpmUATHO NOBAUATL Ha KayecTBo ADC, A0 BbI3AOPOBAEHUA UM NONYYEHUA MEANLMHCKOIO
3aK/IIOYEHMA O TOM, YTO HaxXOXAEHME 3TOr0 COTPYAHWKA Ha paboyem mecTe He npeacTaBAAET pUCKa Ans
6e3onacHOCT Uan Kavectsa ADC.

3.3. KoHCcynbTaHTbI

3.30. KoHcynbTaHTbl N0 BONPOCamM NPOU3BOACTBA M KOHTPOJIA KavyecTBa NPOMENKYTOUYHbIX maTepmanos nnm AOC
OO0MKHbl UMETb COOTBETCTBYlOWEee 06bpa3oBaHne, NOArOTOBKY W ONbIT PpaboTbl NN COYETAHME BbilLENEPEYMUCAEHHbIX
TpeboBaHU.

3.31. CnegyeT opraHM30BaTb BEAEHUE U XPaHEHWE MPOTOKOJ/IOB O MPOBEAEHUN KOHCY/IbTaUM C YKaszaHMeM
WMEeH, afpecos, cneLmanbHOCTEN U BUAOB YCAYT, MPEeAOCTaBAAEMbIX STUMM KOHCY/IbTAHTAMMU.

4. 3aaHunA, NOMeLWweHNA N NHXKeHepHble CUCTEMbI

4.1. MNpoeKTnpoBaHne N CTPOUTENLCTBO

4.10. Mpu pasmeLLeHMn, NPOEKTUPOBAHUM U CTPOUTENLCTBE 34aHUM M MOMELLEHWUIN, NpeaHa3HAYeHHbIX AAA
NPOM3BOACTBA MPOMEXKYTOUHbIX MpoaykToB M ADPC, cnepyeT npenycmatpuBatb yAOOCTBO MX 3KCNAyaTauuu u
06CNyKMBAaHMA B COOTBETCTBUM C BMAOM W CTagmelt npous3BoacTBa. [pM NpPoOeKTMpPOBAHUM NOMELLEHUI cneayeTt
CBOAMTb K MWHUMYMY BO3MOXHOCTb 3arpAsHeHua. Ecan gna npomerkyTouHbix npogyktoB u APC ycTaHOBAEHDI
TpeboBaHMA K MUKPOOHOW YMCTOTE, TO MPWU NPOEKTUPOBAHUWN MOMELLEHUI CAeayeT npesycmaTpmMBaTb 3alMTy OT
MMKPOBHBIX 3arpA3HEHMIA.

4.11. 3paHUsA M NOMELLEeHUs A0/KHbI MMETb AO0CTaTOYHblE Pasmepbl 41 pasmMelleHns o0bopyaoBaHUs U
MaTepmanos C Lesibio NPeaoTBPaLLEHNA NX MepenyTbiBaHMA U 3arpA3HEHNA.

4.12. ObopyaoBaHue, obecneumBalollee HagNeXKallylo 3aWmUTy MATepuanoB (Hanpumep, 3aKpbITaa Wan
N30/IMPOBAHHAA CUCTEMA), MOXKET YaCTUYHO BbIXOAWTb 3a Npesesibl NPOU3BOACTBEHHOIO NOMELLEHNA.

4.13. MNpwn opraHM3aummn NOTOKOB MaTepManoB W MepcoHasna B 34aHMAX MAU MOMELLEHUAX AO0MKHO ObiTb
npeaycMoTpPeHO NpeAoTBpaLLEHNE NePENYTbIBAHUA U 3arpA3HEHUA MAaTEPUANOB U NPOAYKLUN.

4.14. CnepyeT npegycmatpuBaTb OTAe/ibHble 30Hbl WUAM ApYyrMe afeKBaTHble peleHuA Aaa C/efyoLmx
onepauui:

- nonyyYeHun, naeHTUPuUKaLmm, otbopa NPob 1 HaxoKAEHUA B KapaHTUHE UCXOAHbIX MaTepuanos A0 Bblaauu
pa3speLleHuns Ha BbIMYCK UAN OTKNOHEHME;

- HAXOXAEHMA B KapaHTMHE A0 BbINMyCKa UM OTKIOHEHUA NPOMENKYTOYHbIX NPOAYKTOB nan ADC;
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- oTbopa npob NPOMEKYTOUYHbIX
npoAayKktos nan A®C;

- XPaHEHWA OTK/IOHEHHbIX MaTepPUaNoB A0 MPUHATUA peleHna o6 WX JanbHerwem WCnosb30BaHMMU
(Hanpumep, Nnpu Bo3BpaTe, NepepaboTKe UAN YHUUTOXKEHUN);

- XpaHEeHUA BbINYLLEHHbIX MaTepUanos;

- BbIMNOJIHEHMA TEXHONOTUYECKUX ONepaLmii;

- BbIMNOJIHEHMA OMEepauUuii NO yNakoBKE U MAapPKUPOBKE;

- npoBeaeHnsa NabopaTopHbIX aHaAIN30B.

4.15. CnegyeT npeaycmaTpuBaTb HeobxoAMMmble NOMELLLEHMA 1A NOATOTOBKM NepcoHana (MbITbe pyK U np.) u
TyaneTbl, 06ecneynTb NUx ropavein U xoN04HON BOAOM, MbIIOM UAU APYTMMU MOOLWMMKM CpeacTsamm, deHamm and
PYK WAM OAHOPA30BbIMM MOAOTEHUAMM. [lOMelleHMA A8 NOATOTOBKM NEpCcoHana WM TyaneTbl AOKHbI ObiTb
oTAeNeHbl OT NPOU3BOACTBEHHbIX 30H (HE UMETb B HUX MPAMOrO BbIX04a), HO AO/XKHbl 6bITb NErKOAOCTYNHBIMU AN
nepcoHana. Mpu HeobxoAMMOCTU creayeT NPeayCMOTPETb MOMELLEHUA ANA NPUHATMA Aylla U/ nepeoaesBaHus.

4.16. KaKk npaswu/o, nabopaTtopmm 1 NOMELLEHMA, B KOTOPbIX NPOBOAAT aHa/N3bl, A0/XKHbI ObiTb PACMNO/IOKEHbI
OTAEeNbHO OT NPOM3BOACTBEHHbIX 30H. Ecan npoBoaumMble B 30HaX TeXHONAOrMYeckue onepaunn He BAUAIOT Ha
pe3ynbTaTbl aHanuM3a, a pabota nabopaTopuii He OKa3blBAeT OTPULATENLHOrO BAUAHUA Ha MPOM3BOACTBO
NPOMEXKYTOUYHbIX MNpoaykToB M A®DC, nabopatopum (B 4acTHOcTH, nabopatopum BHYTPUNPOU3BOLCTBEHHOIO
KOHTPOAS) MOTyT BbITb PacnofioXeHbl B MPOM3BOACTBEHHbIX 30HAX.

4.2. NHKXeHepHble cuctembl

4.20. CnepyeT NpoOBOAMUTb ATTECTALMIO MHMKEHEPHOrO 06OPYAOBaHUA M TEXHOMOMMYECKMX cpes (Hanpumep,
napa, rasoB, CKATOro BO3A4yXa, CUCTEM OTOMJIEHUS, BEHTUAALMU, KOHAMUMOHWPOBAHMA WM Np.), KOTOpble MOryT
OKas3aTb B/IMAHME HA KAYeCTBO NPOAYKUMWU, M obecrneymBaTb MX KOHTPOJIb U TexHWYeckoe obcnyxkmeaHue. Mpu
HEeCOOTBETCTBMM MAPAMETPOB YCTAHOB/IEHHbIM 3HAYeHUAM cieayeT MNpUHMMaTb Heobxogumble Mmepbl. Ha
NpeAnpUATUN AO/KEH XPAHUTBLCA COOTBETCTBYIOLIMI KOMMIEKT AOKYMEHTALUMN.

4.21. Mpn HeobxoAMMOCTU cnegyeT NpeaycMaTpuBaTb CUCTEMbI BEHTUAALUM, OYUCTKM U BbITAXKKM BO34yXa.
Mpy NPOEKTUPOBAHNUM U MOHUTOPUHIE ITUX CUCTEM CAedyeT CBECTU K MUHUMYMY PUCK MPAMOTO U NepeKkpecTHOro
3arpA3HeHUA U NpeaycMOTPeTb COOTBETCTBYHOLUMIA KOHTPOJIb MapamMeTpoB Ha KaxAoh TEXHONOrMYecKon craauu
(Hanpumep, AaBneHUs BO34yXa, HAZIMYUA MUKPOOPraHM3MOB (MpU HEOBXOAMMOCTH), 3aMblIEHHOCTU, BIAXKHOCTU U
Temnepatypbl). Ocoboe BHUMaHWe cneayeT yAenuTb 30HaM, B KoTopbix A®PC noaBepratoTca BO3LENCTBUIO
OKpy:KatoLen cpesabl.

4.22. B Npou3BOACTBEHHbIX MOMELLEHMAX C PELMpPKynsauMein BOo3ayxa credyeT NpenycMmoTpeTrb Mepbl no
npeaoTBpPaLLEHMNIO PUCKA NPAMOTO U NepeKPecTHOro 3arpA3HeHnsn.

4.23. CnepyeT npeaycMoTpeTb MAPKUPOBKY WAM WMHON MeTohd WMAEHTUOUKALMW CTALMOHapPHbIX CUCTEM
Tpybonposogos (Hanpumep, NyTemM MAPKUPOBKM OTAENbHbIX TPYybOnNpoBoAoB, obecneyeHMem [AOKYMEHTaLUW,
NPUMEHEHMEM CUCTEM C KOMMbIOTEPHbIM YNpPaB/AeHWEM W KOHTpoNemM W np.). PacnonoleHue cucTembI
TPY6ONpPOBOAOB HE A0KHO NPEACTABAATL ONACHOCTb 3arpA3HEHUA NPOMEKYTOUHbIX NPoayKToB U ADC.

4.24. KaHannsaumoHHble Tpybbl J0MKHBI UMETb COOTBETCTBYOWME pa3sMepbl U, NPU HEOBXOAMMOCTU, UMETb
pa3pbiB CTpyM b0 Apyrue cpeacTsa NpeaoTBpalleHns obpaTHOro NoToKa.

4.3. MoarotoBKa BOAbI

4.30. Boga, ucnonbayemasa npu npomssoactee APC, aonkHa COOTBETCTBOBATb CBOEMY Ha3HAYEHWIO, YTO
OO0MKHO BbITb NOATBEPKAEHO AOKYMEHTANbHO.

4.31. 3a UCKNOYEHMEM OTAENbHO OrOBOPEHHbIX C/ly4aeB, KAayecTBO BOAbl, MCNOAb3yeEMON B NPOM3BOACTBE,
OOMKHO, KaK MUHUMYM, COOTBETCTBOBATb TPpeboBaHMAM AENCTBYIOWMX CTaHAAPTOB, NPeabABAAEeMbIM K NUTbeBOM
BoJe.

4.32. Echn gna obecneyeHna KadectBa APC xapaKTepUCTUK NUTbEBOM BOAbl HEZOCTAaTOMHO M HeobxoauMmbl
6osiee wecTkne TpeboBaHUA K XMMUYECKUM U/MAN MUKPOBMONOTMUYECKUM XapaKTEPUCTUKAM BOAbl, A0/KHbI 6bITb
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pa3paboTaHbl TpeboBaHWA K Boae Mo
OUBUKO-XMMMUYECKMM CBOMCTBAM, OBLLEMY YMUC/Y MUKPOOPraHU3MOB, UYMC/AY HEXKenaTenbHbIX MUKPOOPraHM3MOB
n/Unun coaepKaHuIo SHAOTOKCMHOB B BOJE.

4.33. CnegyeT npoBoAUTb aTTecTalMio npouecca NoAroToBKM BOAbl ONpeaeieHHOro KayecTsa, UCMnob3yemol
B TEXHO/IOTMYECKOM NpoLEecce, M KOHTPO/MPOBATb €e MapamMeTpbl C YCTaHOBAEHWEM HeobxoauMblX MNpeaenos
aencraums.

4.34. Ecnhm HecTepuabHble ADC npegHasHaveHbl 418 AasbHENLLEero Npon3BoACTBa CTEPUbHbBIX JIEKAPCTBEHHbIX
cpeacTs (MAn ux npousBoauTenb 3asaBasaeT o npurogHoctu A®C ans 3Toit uenu), TO BOAa, NpPUMeHsemas Ha
KOHEYHbIX CTaaMAX BblAE/NIEHUS U OYUCTKU, A0/KHA ObiTb NpoBepeHa Ha obLliee YNCA0 MUKPOOPraHU3MOB, YUCAO
HeXXenaTenbHbIX MUKPOOPraHM3mMoOB U YPOBEHb SHAOTOKCUHOB.

4.4, PaszgeneHune 30H

4.40. Ana npousBOACTBa MPOAYKLMU C BbICOKOW CEHCUBUAMUIMPYIOLLEN aKTUBHOCTBIO (MEHUUUANMHBI UK
uedanocnopuHbl M Np.) cneayet UCNONb30BaTb CMNeunanbHO BblAeNeHHble NMPOU3BOACTBEHHbIE 30Hbl, B COCTaB
KOTOPbIX MOTYT BXOAMUTb NOMELLEHWNA, BEHTUNALMOHHOE U/UAN TeXHoNornyeckoe obopygosaHue.

4.41. CneumnanbHble NPOU3BOACTBEHHbIE NAOWAAN AONXKHbI ObITb BblAENEHbI 418 NPOM3BOACTBA NPOAYKUMNU C
UHOULMPYIOLMMM  CBOMCTBAMM, BbLICOKOWM (apMaKONOrMYeCcKoM aKTUBHOCTBIO WMAM TOKCUMYHOCTbIO (Hanpumep,
HEKOTOPbIX CTEPOUAOB, LUTOTOKCUYECKMX NPOTUBOONYXONEBbIX CPEACTB), 32 UCKAOYEHMEM C/YHaeB, KOraa MeToabl
MHaKTMBaLMN U/MAN OYMCTKM 06OpYA0BaHUA NPOLWAN aTTeCTauuio (MCMbITaHUA) M BbIMNOAHAKOTCA B YCTaHOBAEHHOM
nopagke.

4.42. CnepyeT npeaycmMoTpeTb Mepbl NO NpeaoTBPaLLEHUIO NePeKPecTHOro 3arpPA3HeHUA Npu nepemeLleHum
nepcoHana, MaTepmasnos 1 T.4. U3 O4HOM 30HbI B APYryHO.

4.43. He ponyckaeTca NpoBOAMTb B 34aHMAX U/MAK Ha obopygoBaHMK, NpeaHasHauYeHHOM 418 NPoM3BOACTBA
A®C, ntobble NPOU3BOACTBEHHbIE ONepaumun (B T.4. B3BEWMBAHWE, PAa3MOl UAWN YNAKOBKY) C BbICOKOTOKCUYHbIMMU
HepapMaLEeBTUYECKMMW  MaTepuanamu, Hanpumep, repbuuymaamm wn  nectuumgamn. ObpalweHne ¢
BbICOKOTOKCUYHbBIMW HePapMaLLEBTUHECKMMM MATEPUATAMU U UX XPAHEHME A0/KHbI OblTb OTAeNeHbl oT APC.

4.5. OcBeweHune
4.50. Ons obneryeHua npaBUAbHOM 3KCNayaTauum, OOCNYKMBAHUA U OYUCTKU TMOMELLEHUI creayeT
npeaycmoTpeTb He06X0AMMbI YPOBEHb MX OCBELLEHMA.

4.6. CTOKM 1 oTxXoapl

4.60. CTOKM 1 oTXoAbl (Hanpumep, TBepAble, KUaKue nan razoobpasHble No6OYHbIE NPOAYKTbI NPON3BOACTBA)
OO0/KHbI CBOEBPEMEHHO M 6€30NacHO yAaNATbCA U3 34aHUM U OKPYXKatoLWen Ux 30Hbl ¢ cobt0AEHMEM CAHUTAPHbIX
HopM. KoHTeliHepbl u/nnun TpybonpoBoabl 418 OTXOA0B AOKHbI UMETb YETKYI0 MapKMPOBKY.

4.7.Y60pkKa, ae3anHbeKuna n TexHnyeckoe obcnyKnsaHue

4.70. 3paHMA U MOMELLEHUs, B KOTOPbIX MNPOU3BOAATCA MPOMEXKYTOUHblE MNPOAYKTbl U ADC, AOMKHbI
COOTBETCTBYHOLMM 06pa3om 06CNyKMBATLCA, PEMOHTMPOBATLCA U COAEPKATLCA B YACTOTE.

4.71. Ons nposeaeHus ybopku (06paboTkM, aAe3nmHdeKuuu) O0MKHbl ObiTb pa3paboTaHbl crneuuasnbHbie
MHCTPYKLMM C YKa3aHMEM MCMOb3yeMoro o6opyaoBaHMA, MaTepunanos U rpaduKos BbINOAHEHUA paboT.

4.72. Npn HeobxogMMOCTU ANA NPeAoTBPALLEHMSA 3arpA3HEeHUs 060pyA0BaHMA, CbiPbs, YNAaKOBOYHbLIX W
MeyaTHbIX MaTepMasnioB, NPOMEXKYTOYHbIX NpoaykToB U APC cnepyeT paspaboTaTb MHCTPYKUMM Mo 6opbbe ¢
rPbI3yHaMW, MCMO/b30BaHUID WHCEKTUUNAO0B, OYHIMUMA0B, GYMUTUPYIOWLMX CPEACTB, @ TaKKe YUCTAWMX WU
Ae3nHOULMpPYIoLWMX CpeacTs.
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5. TexHonornyeckoe obopynosaHue

5.1. Tpe6oBaHUA K KOHCTPYKLUN N MOHTaXY

5.10. ObopyaoBaHMe, NPUMEHAEMOE B MPOU3BOACTBE MPOMENKYTOUHbIX NPOoAYKTOB U ADC, AOMKHO UMETb
COOTBETCTBYHOLLYIO KOHCTPYKLMIO U pa3mMepbl U pacnofiarateCsa B MmecTte, yA0O6HOM A8 ero MCnonb30BaHMA, OYNUCTKM,
Ae3nHPEKLUN N TEXHUYECKOTro 06CyKMBaHUA.

5.11. MosepxHocTM 060py[0BaHMA, KOHTAKTUPYIOLLME C CbipbeM, MPOMENKYTOUYHBIMKW NpoayKTamMun unmn A®C, He
OOJIKHbI B/IMATb HA KAyeCTBO MPOMEXKYTOUHbIX NMPoAyKToB n ADPC M U3IMEHATb UX XapaKTEPUCTUKKU 3a npeaensbl
A0MYCTUMbIX 3HAYEHUN.

5.12. TexHonorM4yeckoe 060pya0BaHME AONKHO MCMO/Ib30BATLCA TOMIBKO MO HAa3HAYEHMIO.

5.13. OcHOBHOe 060pyAoBaHME W CTAUMOHApPHbIE TEXHO/IOTMYECKME IMHUKU (peaKTopbl, KOHTelHepbl Ans
XPaHeHWA, TEXHONIOTUYECKME IMHUM U NP.), UCMONb3yemMble B NPOU3BOACTBE MPOMENKYTOUHbIX NpoaykTos n A®C,
OO/IKHbI MMETb COOTBETCTBYHOLLYIO MAapKUPOBKY.

5.14. He ponyckaeTca KOHTAKT BCEX BELLECTB, MPMMEHSEMbIX B TeXHO/IorMyeckom obopyaoBaHUM (CMa3oK,
HarpeBaloLWmMX U OXNAXKAAOWMNX KULKOCTEN), C MPOMEKYTOUHBIMWU NpoayKTamu n APC, KOTOPbIN MOXKET NPMUBECTMU K
U3MEHEHMIO KauyecTBa NPOMEXKYTOUHbIX NpoayKToB n APC 3a npesesibl YCTAHOBAEHHbIX TpeboBaHWi. Heobxoammo
paccnefoBatb Ntobble OTKAOHEHMA OT 3TUX TpeboBaHWM, 4YTOObI He [OMyCcKaTb OTPULATENBHOMO BAUAHMUA
BCMOMOraTe/IbHbIX BELLECTB Ha NepepabaTtbiBaemble MmaTepuasbl. Mo BOSMOXHOCTU cefyeT UCNO/Ib30BaTb CMA3KNU U
macna, npegHasHavyeHHble 414 NULWEBOM NPOMbIWAEHHOCTH.

5.15. ObopypnoBaHWe, MO BO3MOMKHOCTU, OO/KHO OblTb 3aKPbITbIM WAN repmMeTUYHbIM. Mpu 1cnosb3oBaHMK
OTKpbITOro 060pyA0BaHMA HEOHXOAMMO NPUHNUMATb MEPbI MO CHUMEHMIO PUCKA 3arpsA3HEHNA 40 MUHUMYMA.

5.16. CneayeTt xpaHUTb AENACTBYIOLMIA KOMNAEKT AOKYMEHTaUMM HA 060pyA0BaHWE M YCTAHOBKM (Hanpumep,
KOHTPONbHO-U3MepPUTEIbHbIE NPUOOPLI, BCMOMOTaTe/IbHble CUCTEMBI U NP.).

5.2. TexHnuyeckoe obcnyKmMBaHMe M O4UCTKA 060pPYA0BaAHUSA

5.20. TexHuyeckoe obcnykuBaHue obopynoBaHUS c/edyeT NpPOoBOAUTb B COOTBETCTBUM C YTBEPKAEHHbIMU
rpadmMKamm U MHCTPYKLMAMM, B KOTOPbIX A0KHbI ObITb YKa3aHbl OTBETCTBEHHbIE /IMLLA.

5.21. WHCTPYKUMM no ouYnCTKe o060pyaoBaHWsAs M ero AOMycKy K MNocaeaylolemMy WCNoib30BaHUIO B
NPOW3BOACTBE MPOMENKYTOUHbIX MPoAyKToB M ADPC A0/KHbI OblTb A0CTAaTOMHO NOAPOOHBLIMM M coAaeprKaTb
cneayrouwme AaHHble:

- onpegeneHne OTBETCTBEHHOCTM 33 OYUCTKY 060opya0BaHuA;

- rpaduK NPOBEAEHMA OUMUCTKUN U, NPU HEOOBXOAMMOCTH, Ae3nHPeKunuy;

- noapobHoe onncaHMe MeToA0B M MaTepMasios, B T.4. MPUTOTOBAEHUSA MOOLLNX CPEACTB;

- MHCTPYKLMK No pa3bopKe n cbopKe Kaxkaoro y3na obopyaosaHua (Npy HeobxoaMmocTtm);

- NOPAJOK YAANEHUA U YHUUTOXKEHUA AaHHbIX O NpeablayLen cepum npoayKumm;

- MHCTPYKLMK NO NpeaoXpPaHeHUIo YNCTOro 060pyA0BaHNUSA OT 3arpA3HEHUA 40 Havaa ero UCNo/b30BaHMUS;

- MOpAJOK MNPOBEPKU YMCTOTbI 06OPYAOBAHMA HEMOCPEACTBEHHO Mepes, ero Mcnosb3oBaHMem (npu
Heob6xoaMMOCTH);

- MaKCMMaNbHO A0MNYCTMMOE BPeMsa Moc/ie OKOHYaHMA NPOU3BOACTBA A0 HaYana OuYUCTKM 0b6opyaoBaHua (Npu
HeobxoaMMOCTH).

5.22. inA npenoTBpalLeHMA NPAMOrO U NEPEKPEeCcTHOro 3arpA3HEHU UAK NepeHoca MaTepuanos, KOTOpble
MOTYT MOB/IMATb Ha COOTBETCTBME KAYecTBA MPOMENKYTOYHbIX NPoayKToB M APC ycTaHOBNEHHbIM TpeboBaHUAM,
cnefyeT npeaycMaTpuBaTb  HaAsieXKalllee XpaHeHWe, O4YMCTKY 000pyAoBaHUSA W NpuHagaexHocten (npu
HeobxoAMMOCTU, Ae3UHDEKLMIO UK CTEPUAN3ALNIO).

5.23. Qs 0b6opynoBaHus, NnpefHasHa4YeHHOro A1A HeNpepbIBHOFO NPOU3BOACTBA UM NPOU3BOACTBA LUKAAMM
CEPUA OOHWUX M TeX e NPOMEXYTOUYHbIX npoayktoB mam ADC, cneayeT npefycMOTPETb €ro OYMCTKY 4epes
onpezenieHHble MHTEPBa/ibl BPEMEHU ANS NPeLOTBPALLEHUS HaKOMJIEeHWA W MnepeHoca 3arpsasHeHuin (Hanpumep,
NPOAYKTOB pacnaga Uav HegomnyCTMMOM KOHLEHTPALUY MUKPOOPraHN3MOB).
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5.24. [ina HecneunanmsnpoBaHHOro
obopynoBaHMa mexay MpPou3BOACTBOM Pas3/IMYHbIX MaTepuanoB ciedyeT npeaycMoTPeTb €ro OYMCTKY C Lesblo
npeaynpexaeHma NnepekpecTHOro 3arpAasHeHma.

5.25. JonKHbl B6biTb YCTAHOBAEHbI AOMNYCTUMblE MNPeAesibHble 3HAYeHUs OCTATKOB 3arpsA3HEHWUM, a TaKxKe
MeTOAbl N MaTepunasbl, HeobxoauMble AN OYUCTKM.

5.26. lMpoBeaeHne OUYUCTKM 06opyaoBaHUA A0MKHO ObiTb AOKymeHTasnbHO odopmaeHo. ObopyaoBaHue
O0MKHO BbITb MPOMapPKMPOBAHO.

5.3. KanubposKa (nosepka)

5.30. KanmbpoBKy (NoBepKYy) KOHTPO/IbHO-U3MEPUTENLHOIO N aHaAUTUYeCKoro obopyaoBaHus (B T.4. Becos),
MMEIOLLEro KpUTMYECKoe 3HadeHue Ana obecrevyeHuMa KayecTBa MPOMENKYTOUHbIX npoayktos uau A®C, cneayet
NpoBOAMTbL B MIaHOBOM NopAaKe.

5.31. Kannbposky (nosepky) obopyaoBaHua cneayet NpoBoAUTb C UCMO/Ib30BaHUEM CTaHAAPTHbIX 06pa3sLoB
(sTanoHoOB), NpocnerKmMBaembIxX 40 COOTBETCTBYIOLWMX 3TAaNIOHHbIX 06pa3LLOB (€CAM OHU CYLLECTBYIOT).

5.32. MpoTOKO/bl NPOBeAeHUA KaMBPOBOK (MOBEPOK) A0NXKHbI COXPaHATLCA.

5.33. [aHHble O COCTOAHUW KannbpoBKM (NOBepKU) KpUTUUYecKoro obopyaoBaHWUA AO0MKHbI HaxoAMTbcA B
AOCTYNHOM MecTe.

5.34. He gonyckaeTca ncnoab3osaTth NpMbopbl, He COOTBETCTBYOLME TPebOBaHMAM KanMbpoBKK (MOBEpPKK).

5.35. [pu o6HapyKeHUM OTKAOHeHUI B paboTe KOHTPOJIbHO-U3IMepUTenbHOro obopyaoBaHMsa OT
YCTaHOB/IEHHbIX TPeboBaHUI cneayeT BbIACHUTb, MOTYT /I OHW OKa3aTb BAUAHME HAa KayecTBO MPOMENKYTOUYHbIX
npoayktos man A®PC, npoussBedeHHbIX C UCMONb30BaHUEM 3TOro 06opyaoBaHWA, NOCAe NocnedHero nposeaeHus
KannbpoBKK (noBepKu).

5.4. Cnctembl C KOMMNbIOTEPHbBIM YNPaBAEHUEM N KOHTPOEM

5.40. CucTeMbl C KOMMbIOTEPHbIM YMPaBleHUEM U KOHTPOAEM AOJIKHbl BbiTb aTTectoBaHbl (MCMbiTaHbl) C
y4yeTom pasHoobpasus, COKHOCTU U KPUTUYHOCTM UCMONb30BAaHNA KOMMbIOTEPOB.

5.41. MpUroaHOCTb CUCTEM C KOMMbIOTEPHbIM YNPaBJAEHUEM U KOHTPOJIEM M NMPOrpaMmmHoro obecneyeHma ana
BbINO/IHEHWUA NOCTaB/IEHHOM 3a4a4n A0/KHA BbITb MOKa3aHa NPU UX aTTecTauun (McnbiTaHUAX) B YCTAHOBJEHHOM U
OCHALWEHHOM COCTOAHMUAX.

5.42. Ecan nporpammHoe obecneyeHne aTTecToBaHO A0 €ro MoJiydyeHus, To He TpebyeTca NpoBoOAUTbL €ro
NMPOBEPKY B aHANOrMYHOM obbeme. EciM cuctema € KOMMbIOTEPHbIM YyMpaBJeHUMEM W KOHTPOJAemM He Oblia
aTTectoBaHa (MCMbiTaHa) NPU MOHTa)Ke, TO NPU HaIMYUU HeOBXOAMMOW AOKYMEHTALMM MOXKET BbITb NpoBeAeHa ee
peTpocneKkTMBHaA aTTecTauus (McnbiTaHMA).

5.43. CnepyeT npeaycmoTpeTb 3alWUTy CUCTEM C KOMMbIOTEPHbIM YyMNpaBAeHMEM W KOHTpoJaem OoT
HECaHKUMOHMPOBAHHOIO AOCTyNa WAM M3MEHEHUS AaHHbIX, @ TaKKe 3aluUTy OT NoTepu AaHHbIX (Hanpumep, npu
BbIK/IIOYEHUN KOMMbIOTEPA).

LonxHa peructpmpoBatbca MHGOPMALMSA O NOBbIX U3MEHEHMAX AaHHbIX, NOCAeAHEM BBOAE AAHHbIX, O TOM,
KeM M KOoraa oHU 6blin caenaHsi.

5.44. PaboTta 1 0bcnyKMBaHWE CUCTEM C KOMMbIOTEPHbIM YNPaBJEHUEM U KOHTPOAEM A0/KHbI MPOBOAUTLCA B
COOTBETCTBUM C UHCTPYKLUMAMM.

5.45. MNpu BBOAE CYLLECTBEHHOM MHPOPMALMN BPYYHYIO CreayeT npeaycMoTpeTb A4OMNOAHUTENbHYIO NPOBEPKY
NpaBUNbHOCTN BBOAA AaHHbIX. Takas NPOBEPKA MOMKET BbIMOHATLCA APYrMM ONepaTopom AMbo camoin CUCTEMON.

5.46. C6ou B paboTe CUCTEM C KOMMbIOTEPHbLIM YNPaBNEHUEM U KOHTPOJIEM, KOTOPbIE MOTYT OKasaTb BUAHME
Ha KayecTBO NPOMEXKYTOUHbIX NpoayKkToB nan APC, Ha HaZeXXHOCTb 3anucei Uan pesyabTaToB UCMbITaHWUM, creayet
perucTpupoBaTb U paccnenosathb.

5.47. BHeceHMe U3MEHEHMA B CUCTEMY C KOMMbIOTEPHbLIM YNpaBaeHUEM U KOHTPOSIEM AO0/KHO NPOBOAUTLCA B
COOTBETCTBMM C METOANKOW BHECEHUA U3MEHEHWUI, 0POPMAATLCA SOKYMEHTANbHO M YTBEPKAATbCA OTBETCTBEHHbIM
JIMUOM C TNpPOBEPKON BHECEHUA 3TUX WU3MeHeHMW. CnegyeT XpaHUTb MNPOTOKO/Ibl BCEX M3MEHEHUM W
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YCOBEpPLUEHCTBOBAHUM, BHECEHHDbIX B
KOMMbOTEP, NporpammHoe obecnevyeHne UAM NOOON APYron KPUTUUECKUI 31EMEHT CUCTEMbI C KOMMbHOTEPHbLIM
ynpaBieHNEeM N KOHTPOJIEM.

5.48. Ecnm cbom mam oTkasbl B paboTe cMCTEMbI MOTYT NMPMBECTU K HEOOPATMMOW NoTepe AaHHbIX, cneayeT
npeaycMoTpeTb pe3epsHyto cnuctemy. 11 BCeX CUCTEM C KOMMbIOTEPHbIM YPaBAEHUEM N KOHTPOJIEM A0/MKHbI BbITb
npeaycMmoTpeHbl Mepbl, rapaHTUPYIOLMe 3aLWMTy AaHHbIX.

5.49. [lonyckaeTtcA 3anncb MHOPMALLIMKM C MOMOLLbIO APYTMX CPEACTB.

6. [lokymeHTauma 1 NPOTOKObI

6.1. Cuctema AOKYMEHTAUMM U cneumduKkaumm

6.10. Pa3paboTKy, nepecmoTp, YTBEP)KAEHME W pPaACMNPOCTPAHEHME BCEX [AOKYMEHTOB, OTHOCALMXCA K
NPoOn3BOACTBY MNPOMENKYTOUHbIX MpoAyKToB wmanm ADC, cneasyeT BbINOAHATbL MO CAELMaNbHbIM  MHCTPYKLMAM
(meToamKam). 3TN AOKYMEHTbI MOryT 6bITb 0POPM/IEHbI KaK B MUCbMEHHOM, TaK U B 3/IEKTPOHHOM BUAE.

6.11. Bbinyck, nepecmoTp, 3aMeHa M OTMEHA BCEX AOKYMEHTOB AO/IKHbl KOHTPOMPOBATLCA C COXPaHEHWEM
CBeAEHNI 06 UX NpeablayLmnx BepCcusx.

6.12. Cneayer opraHu3oBaTb CUCTEMY XpPaHEHUS BCEX HEOBXOAMMbIX AOKYMEHTOB (OTYETOB O pPasBUTUU
npousBoAcTBa, ob6bemax NPOW3BOACTBA, 3aMeHe 060pyAoBaHMA M aTTecTauMm TEeXHONOTMYEeCKMX MNpOoLEeccos,
NPOTOKO/NIOB 0by4YeHMA MepcoHana, BbiMycKa MPOAYKUUW, KOHTPOSIA KayecTBa M peanusaunmn npoaykuuu u np.) u
YCTAHOBMWTb CPOKM XPaHEHUA 3TUX AOKYMEHTOB.

6.13. Bca AOKyMeEHTauUMsA O NPOU3BOACTBE, KOHTPOJIE KayecTBa U peasiM3auum npoaykumm AoIKHa XpaHUTbCS
He MeHee OZHOro roda Mnocse OKOHYaHWA CPOKAa roAHOCTM AaHHoli cepun. Ons APC c ycTaHOBNEHHOW AaTow
NOBTOPHOIO KOHTPOJIA CPOK XPaHEHUS A OKYMEHTOB - HE MEHee TPeX JIeT CO AHA MNOJIHOWN peanm3auum cepumn.

6.14. 3anuMcyu B NpPOTOKO/bI cneayeT BHOCUMTb B MpefHa3HayYeHHble ANA 3TOr0 MecTa cpasy e nocse
BbINO/IHEHUA AENCTBUIN C YKa3saHMEM OTBETCTBEHHOIO /iMUa, CAENABLUEro 3TU 3anucu, Tak, 4Tobbl X HeAb3a 6blno
yoanutb. WcnpaBneHua B 3anmMcax AOMKHbI OblTb BHeceHbl TakMm obpasom, 4Tobbl MOXKHO Obl10 NpoyecTb
nepBOHaYabHYO 3aNMcb. MicnpaBaeHMA JOMKHbBI COAEPKATb AaTy BHECEHUA U3MEHEHMI N NOAMNUCL OTBETCTBEHHOTO
nmua.

6.15. OpurnHanbl UAM KOMKUKM MNPOTOKOJIOB, PErUCTPUPYIOLLIME KaKne-Tnbo AeincTBus, ciedyeT XpaHuTb B
COOTBETCTBYIOWMX NOAPA3LENEHUAX B TEYEHME BCEro CPOKA XPaHeHWs AOKymeHTauuu. [onyckaerca XpaHuTb
NPOTOKO/Ibl B A4PYFMX MECTax, eC/IM UCNO/Ib3yeTCA 3NEeKTPOHHbIN UK ntoboi apyroi cnocob nepeHoca MHbopMmaLmu.

6.16. CneundurKaLumm, MHCTPYKLUW, METOAMKM W MPOTOKOAbI MOFYT XPaHUTbCA B BUAE OPUIMHANOB WU
3aBepeHHbIX Konuit (Hanpumep, GOTOKONUU, MUKPODUIbMBI, MUKPOOULLM UM APYrue TOYHble BOCNPOM3BELEHUS
OPUTMHANbHBIX AOKYMeHTOB). Mpy MCNONb30BaHUM MWUKPOPUABMUPOBAHUA WKW 3aNUCU B 3S/IEKTPOHHOM BUAE
cnenyeT MUMeTb CYMThbIBatoLLLee obopyaoBaHME U CPeACTBa ANA BbINOAHEHUA KOMUIA Ha KECTKUX HOCUTENAX.

6.17. CneumMduKaumm Ha Ccbipbe, MPOMENKYTOUYHbIE NPOAYKTbl (Npn Heobxogmmoctn), ADC, neyaTHbie U
YyNaKoBOYHble MaTepuanbl A0MKHbI BbiTb 0POpMIEHbI B NMCbMeHHOM Buae. MoryT notpeboBatbca cneumduKkaumm
ONs  Apyrux maTepuanoB (TexHonornyeckux Ao6aBoK, CMas3oK UM T.4.), UCNOAb3yeMbIX NpuM MNPOU3BOACTBE
NPOMEKYTOUYHbIX MPoAyKToB man A®PC, OKasblBalOWMX pellalollee BAMAHME Ha KayecTBo npoaykuuu. Kputepum
NPUeMIIeMOCTH AN BHYTPUNPOU3BOACTBEHHOIO KOHTPOASA TaKXKe A0MKHbI 6bITb 0GOpPMAEHbI B MUCbMEHHOM BUAE.

6.18. INeKTPOHHbIE NOAMNMUCK HA AOKYMEHTAX AOJIKHbI 6bITb MAEHTUDULMPOBAHbI U 3aLUMLLEHbI.

6.2. MPOTOKO/ OYMCTKM M MUCNOIb30BaHMA 060pyA0BaHMA

6.20. B npoToKO/ax MCMONb30BaHUA, OYUCTKKU, Ae3nHPEeKUMn wu/uam crepuansaumm u  ob6Cay>KMBaHUA
OCHOBHOro 060py[oBaHMA LO/KHbI ObITb yKasaHbl AaTa, Bpems, HaMMeHOBaHWME W HOMEpP KaxKAoh cepuw
NPOM3BEAEHHON Ha HEM MPOAYKLMM, 3 TaKKe MHGOPMALMA O iMLe, MPOBOAMBLLEM OYUCTKY U 0BCYKMBAHUE 3TOMO
obopyanoBaHus.

6.21. He TpebyeTca cocTaBNeHWE OTAE/bHbIX MPOTOKOJ/IOB OYMCTKM U UCMO/Ib30BaHNA 060pyA0BaHMA B C/yYae,
€C/IM OHO CrneuuanbHO NpeAHasHaYeHo A/1A NMPOU3BOACTBA OL4HOMO NMPOMEKYTOYHOrO Npoaykta uam A®C, n cepum
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3TOro NPOMEXKYTOYHOro NPOoAYKTa Unn APC

NPOM3BOSATCA B MNPOC/AENKMBAEMOW NocnefoBaTeslbHOCTU. [pu UCNoNb30BaHMM 060pyAOBaHUA CheumanbHOro
Ha3HaYyeHMs NPOTOKO/bl OYMCTKM, OBCNYHKMBAHMA U UCMNONb30BAHWUA MOTYT ObiTb YacTblo MPOTOKO/MA Ha Ceputo
NPoAyKLUMM naun 6biTb opopMaeHbI B BUAE OTAE/NbHbIX JOKYMEHTOB.

6.3. [POTOKONbI Ha CbIPbe, MPOMEXKYTOUHbIE MPOAYKTbI, NEYaTHbIe U YNAaKOBOYHble MaTepuanbl ana AOGC

6.30. T[IpoTOKOANbI Ha Cbipbe, MNPOMEXKYTOYHbIE MNPOAYKTbl, MeyaTHble W YNAKOBOYHble MaTepuansl,
ucnonbsyemole ana npomssoactsa ADC, fONKHbBI XPAHUTLCA B YCTAHOBAEHHOM MOpPAAKE U COAEpXKaTb caeaytolime
OaHHble:

- HaMMeHOBaHWe MNPOM3BOAUTENA, COAEPKAaHME U KOJIMYECTBO KaXKAOW MOCTaBKM KaxKAoW MapTUM Cbipbs,
NPOMENXKYTOUHbIX NPOAYKTOB MM MEYATHbIX M YNAKOBOYHbIX MaTepuanos gna npomssoactsa APC, HaumeHoOBaHUe
noctasumka, wudp(bl) uam Apyrod MAEHTUGUKALMOHHBLIN HOMEp MOCTaBlIMKA (ecan WU3BEeCTHbl), Homep,
NMPUCBOEHHbIM NPU NOCTYNIEHUM, U AaTa NOCTYMNJEHUS;

- pe3sybTaTbl NPOBEAEHHbIX UCMbITAHUIA AN NCCAeA0BaHNM U BbIBOAbI MO HUM;

- NPOTOKO/1bl, NPOCAEXKMBAIOLLNE UCMONb30BAaHNE MATEPUNAOB;

- NPOTOKO/1 O COOTBETCTBMM MaTepManoB, UCMONb3YEMbIX AN MAapPKUPOBKM U yrnakoBkM ADC, TpeboBaHUAM,
YCTaHOBNEHHbIM B cneumduKaumsx, n

- NPUHATOE pelleHMe OTHOCUTENIbHO OTKNOHEHHOrO CbipbA, MPOMEXKYTOUYHbLIX MPOAYKTOB WAM Ne4vyaTHbIX U
YNaKOBOYHbIX MaTePManoB, NCNoab3yemsbix B nponssoactee ADC.

6.31. Cneayet XpaHUTb yTBEPXKAEHHbIE 00pa3sLbl STUKETOK A1A CPaBHEHMA C HUMU BbINYyCKAaEMbIX 3TUKETOK.

6.4. MpomblWNEHHble pernameHTbl

6.40. C uenbto obecnevyeHns ogHO0H6PaA3NA MU NOBTOPAEMOCTM OT CEPUN K CEPUM AR KAXKAOTO NMPOMEKYTOYHOTO
npoaykta n A®C fonkHbl OblTb pa3paboTaHbl MPOMbIWIEHHbIE PEerfiaMeHTbl, NOoAMUCaHHbIE OAHWM JIMLLOM C
yKa3aHWeM [aTbl, NPOBEPEHHbIE U NOANUCAHHbIE APYTMM HE3aBUCUMMbIM JIMLOM CO CTOPOHbI OTAEea(0B) KavecTsa €
yKasaHuem aaTbl.

6.41. MpombiWwneHHble pernameHTbl AO/IKHbI coAepKaTb cneaylowme AaHHble:

- HaMMeHOBaHWE MPOM3BOAMMOIO MPOMEXKYTOYHOro npoaykTa uam A®PC M cCbIIKY Ha COOTBETCTBYHOLLMIM
JOKYMEHT (eC/M 3TO BO3MOXHO);

- MOJIHBbIX NepeyeHb Cblpbs U MPOMENKYTOYHbIX MPOAYKTOB COMMAaCHO WX HAMMEHOBAHUAM WM KOLAM,
[O0CTaTOYHbIM ANA MAEHTUDMKALMM BCEX UX NOKa3aTesien KayecTBa;

- KOIMYECTBO W/IN COOTHOLLEHME UCMOJIb3YEMbIX BUAOB CblPbsi UM MPOMENKYTOYHOIO NPOAYKTA, B T.U. e AUHULY
ero namepeHus. Ecanm ato KonmyectBo He sABAseTCA GUKCUMPOBAHHOM BENWYMHOW, TO B MPOTOKON AO/IKEH ObITb
BK/IIOYEH pacyeT A/1A Kaxgoro pasmepa Cepum UAU Npou3BOAnUTENbHOCTU. MNpu Haanumm ob60CHOBaHUA B NPOTOKOA
cnenyeT BKAOYATb AOMNYCTUMbIE OTKNOHEHWA 3HAYEHUI;

- MecTO NPOuU3BOACTBA U OCHOBHOE 060pPYA0BaHME;

- NOAPOBHbIE TEXHONOTMYECKME UHCTPYKLMM, BKtOYaOLWMe B cebn:

nocnenoBaTe/IbHOCTb OnepaLmii;

A0NYyCTUMble npesesbl U3MeHEHUA TEXHONOTMYECKUX NapaMeTpPOB;

WMHCTPYKLMM No oTOopy Npob M npoBeneHnto BHYTPUMNPOM3BOACTBEHHOIO KOHTPOA C YKasaHMEM KpUTepues
npuemiemocTtu (npu HeobxoanmocTn);

OrpaHWYEHMA NO BPEMEHU 3aBEPLUEHMA OTAENbHbIX TEXHONOMMYECKMX CTaann U/UAN BCErO TEXHOOTMYECKOro
npouecca;

npeanonaraemblii  BbIxOZ NPOAYKTa (C yKasaHMemM Haubonbliero W HaMMEHbLUero 3HaudyeHwin) ans
COOTBETCTBYHOLUMX CTAANN TEXHONOTMYECKOrO NPOLLECCA UIM OTPE3KOB BPEMEHMU;

ocobble yKazaHUA 1 Mepbl NPEAOCTOPOKHOCTU UK CCbIIKM Ha HUX (Npy HeobxoanmocTw);

WHCTPYKLMM NO XPAHEHUIO MPOMEKYTOYHOro npoayKkta mam A®C, nevyaTHbIX M YNaKOBOYHbIX MATEPMaNoB U
0C06bIM YCNOBUAM XPaHEHMA C YKa3aHUEM CPOKOB FrOL4HOCTHU.
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6.5. MpoToKkoAbl Ha ceputo
NPoAyKLMM (NPOTOKObI NPON3BOACTBA M KOHTPOIA KAYecTBa Cepun NpoayKumun)

6.50. [nAa Kaxaoro npomMexKyToyHoro npoaykta m A®DC cocTaBAAOT NPOTOKO/bI CEPUU  MPOAYKLINM,
BK/tOYaloLWmMe B cebs NosiHyto MHGOPMaLMIO O NMPOM3BOACTBE M KOHTPONE KayecTBa KaxKAow cepuu. [0 BbINycKa
NPOAYKLUMM NPOTOKON HA CepUto A0MKeH BbiTb NPOBEPEH C LENbIO NOATBEPKAEHMA COAEPMKALUNXCA B HEM AAHHbIX U
MX COOTBETCTBMA MPOMBIWAEHHOMY perfiameHTy. Ecnv npoTtokon Ha cepuio NPOAyKUMM OTHOCUTCA K 4acTu
MPOMbILAEHHOFO perfameHTa, B MNPOTOKOAE A0/MKHA OblTb CCbIIKA Ha COOTBETCTBYHOWMIA MNPOMBbILIEHHbIN
pernameHrt.

6.51. MNMpoTOKOAbI Ha ceputo NPOAYKUMM AO0MKHbI BblTb MPOHYMEPOBaHbl C MCMNONb30BAHMEM YHUKANBHOTO
HOMepa cepun an naeHTUGUKALMOHHOIO KoAa U NOANMUCaHbI C yKazaHMeM AaTbl. [pyn HenpepbiIBHOM NPOU3BOACTBE
00 NPUCBOEHMA OKOHYaTE/IbHOTO HOMEPA CEPUM B KaYecTBe MAEHTUUKALMOHHOIO KOAa AOMNYCKAeTCA UCMO01b30BaThb
Wwudp NpoAyKTa C yKasaHUeM [aTbl U BPEMEHM.

6.52. B npoTOKONax Ha cCeputo NpPoAyKUMU NOCAE 3aBEPLUEHMA KarKAoh BaXKHOW TEXHOI0MMYEcKon CcTaauu
cnepyet yKasblBaTb:

- AaTy U Bpems, Npu HeobxoaMmocCTy;

- OCHOBHOE MCNob3yemoe ob6opyaoBaHMe (HanpMmep, PEAKTOPbI, CYLWNIbHbIE annapaTbl, MeNbHULbI U T.4.);

- [aHHble O Kaxaok cepuu (B T.4. B3BELWMBAHWE, OTMEPMBAHME WU HOMEPA CEPWUI CbipbA, MPOMEKYTOUHbIX
NPOAYKTOB UK NOObIX APYrMX MaTepunanos, MCNOb30BAHHbIX B MPOU3BOACTBE);

- GaKTUYecKMe JaHHbIe KPUTUYECKMX TEXHONOTMYECKUX NapaMeTPOB;

- AaHHble 060 Bcex 0TObpaHHbIX Npobax;

- NOAMUCKM HEMNOCPEACTBEHHbIX WCMNOAHUTENEN U /UL, NPOBEPAIOWMX WAN  KOHTPOJIMPYIOLWMX KaXKAYH
KPUTUYECKYIO OMepauuio B JAHHOM npoLecce;

- pe3ynbTaTbl BHYTPMNPOU3BOACTBEHHOIO M N1aBOPATOPHOrO KOHTPOAS;

- GaKTUYeCKMI BbIXOA NPOAYKLMWN Ha COOTBETCTBYIOLLMX CTAAMAX UIWN HA ONpeeNeHHbI MOMEHT BPEMEHMU;

- AaHHble 06 ynakoBKe U MapKUPOBKE NPOMENKYTOYHOTO npoaykTa uam APC;

- 06pasuybl MapKMpPoBKM APC MAM NPOMEKYTOYHbIX MPOAYKTOB, EC/IN UX MOCTABAAIOT B TOTOBOM BUAE;

- Mobble OTK/JOHEHMA, MX OLEHKY, pe3y/bTaTbl paccnenoBaHua (Npu HeobXxoAMMOCTM) WM CCbINKY Ha
npoBeAeHHOE pacc/efoBaHUE (€C/IM OHO XPAaHUTCA B BUAE OTAE/bHOMO NMPOTOKOA);

- pe3ybTaTbl KOHTPOAA NPU BbINyCKe NPOAYKLUMN.

6.53. CnepyeT pa3paboTaTb MHCTPYKUMM MO PaCcCiefOBaHUIO KPUTUYECKMX OTKIOHEHMA U HECOOTBETCTBUSA
cepum NPOMENKYTOUYHbIX MaTepuanos uam ADPC TpeboBaHuasM cneunduKkaumin. B 3To pacciesoBaHue cnepyet
BK/OYATb W Apyrne cepuu NpoAyKUMM, KOTopble MOryT ObiTb CBfA3aHbl C AaHHbIM HECOOTBETCTBMEM WM
OTKJIOHEHUEM.

6.6. MpoToKo/bl NabopaTOPHOro KOHTPONA

6.60. B npoToKonax n1abopaTopHOro KOHTPOAA A0/KHA 6biTb MNOAHAA MHPOPMALMA O XO4e BCEX UCMbITAHWN,
NpoBeAeHHbIX A7 MOATBEPKAEHMA COOTBETCTBMA TPebOBaHMAM HOPMATUBHOW AOKYMEHTauuwu, B T.4. AaHHble
HabAlAEHUI M aHAaNN30B:

- ONUCcaHue NoJly4yeHHbIX Npo6, B T.4. HAMMEHOBAHME MaTepunana uam mecto otbopa Npobbl, Homep cepum Uam
APYroit OTAMYMTENbHbIN Koa, AaTa B3aTMA 06pasLa, KoIMYecTBO M AaTa NoCTynaeHMs 3Toil Npobbl B nabopatopuio;

- YKazaHue U/1UAn ccbiika Ha KaxAablii MICNOb30BaHHbIN METOZ KOHTPOAS;

- YKa3aHue mMaccbl MAK pasMepoB Npobbl 414 KaXKA0ro UCNbITaHMA COFNAcHO NPUHATON METOAMKE; AaHHbIE UK
CCbl/IKa Ha NPUroTOBNEHME M NPOBeAeHME UCMNbITaHMA 06Pa3LLOB CPaBHEHUA, PEAKTMBOB M CTaHAAPTHbIX PacTBOPOB;

- HeobpaboTaHHble B MpPoOLECCE Ka)KAOro WCMbITaHWA OaHHble B AOMNOAHEHMe K rpaduKam, Tabanuam u
CMEeKTPam, MoyYEHHbIM C UCMO/Ib30BaHMEM N1abopaTopHOro 060pyA0BaHUS, C HYMepaLumen (Kogom), No3BoAsOL e
onpeaenvTb UCMbITYEMOE BELLECTBO U CEPUID;

- BbIMUCNEHMA C YKA3aHMEeM efMHUL, M3MepeHus, Ko3dpOUUMEHTOB nepeBoda M KoadpouuMeHToB
3KBWMBAJIEHTHOCTY;

- pe3ynbTaTbl KOHTPOA U UX CPABHEHUSA C YCTAHOB/IEHHBIMW KPUTEPUAMM MPUEMIEMOCTH;
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- NoAnuUCb OTBETCTBEHHOro /iMuUa,
NPOBOAMNBLUENO KaxKAablli BUA KOHTPOAA, M AaTta(bl) ero npoBeaeHns u

- [ata M nognucb BTOPOro /MUA, 3aBepsAtowas TOYHOCTb, MOJHOTY WU COOTBETCTBUE YCTaHOB/IEHHbIM
TpeboBaHUAM.

6.61. CnegyeT TaKKe COCTaB/ATb NPOTOKO/bl C YKa3aHUEM:

- NtobbIX U3MEHEHMUI B NPUHATLIX METOAAX KOHTPOS;

- nepuMoamnyYeckoil KanmbpoBKM (nosepku) nabopaTopHbix Npubopos, obopyaoBaHUA W 3aNUCbIBAOLLMX
YCTPOWMCTB;

- UCNbITAHUI Ha cTabunbHOCTb ADC;

- pe3ynbTaToB UCCNEA0BAHNIM, He yA0BNETBOPAOLWMNX TPeOOBaHMAM cneundmrKalmm.

6.7. PaccmoTpeHue NpOTOKO/1I0B Ha CEPUIO MPOAYKLMN

6.70. [lnAa onpeaeneHna coOTBETCTBMA NPOMEXKYTOYHOro npoaykTa nan APC yctaHoBAEHHbIM TPebOBaHUAM A0
BbINYCKA WM PACNPOCTPAHEHMA JAHHON Cepum NPOAyKLMU cnenyeT pa3paboTaTb MHCTPYKLUKM MO PAacCMOTPEHUIO U
YTBEPXKAEHMIO (COrAacCOBaHUIO) MPOTOKONOB HA Ceputo MPOAYKUMM W MNpoBefeHU0 NabopaTopHOro KOHTPOAsA
KauecTBa NPOAYKLMU, B T.4. YNAKOBKY U MAapPKMPOBKY.

6.71. NMpoToKONbI Ha ceputo M NabopaTopHble NPOTOKOIbl KOHTPOASA KPUTUYECKUX TEXHONOTMYECKUX CTagui A0
BbINyCKa U peanusaumnmn cepmum APC f0nKHbI ObITb PACCMOTPEHBI U YTBEPKAEHbI OTAEN0M(aMM) KOHTPOAA KavecTsa.
MpOTOKO/bI BHYTPUNPOWU3BOACTBEHHOIO M N1aBOPATOPHOrO KOHTPOA HEKPUTUUECKMX TEXHOIOTMYECKUX CTaguii MOryT
ObITb  PaccMoOTpeHbl KBAaNMPULMPOBAHHbIM MPOM3BOACTBEHHBIM MNEPCOHAIOM  MAW  APYTMMM  OTAeNaMu B
COOTBETCTBMMU C UHCTPYKLIUAMM, COFIACOBAHHbIMM C OTAEe/10M(aMn) KayecTBa.

6.72. Bce OTKNOHEHUs OT crneumduKaumii U pacciefioBaHUA 3TUX Cy4aeB AOKHbI ObiTb PAacCMOTPEHbI A0
BbIMyCKa cepun B peanmsaumio.

6.73. Cnyb6a (0TAeNbl) KOHTPOA KayecTBa MOXKET NepesaTtb OTBETCTBEHHOCTb M NPaBO BblAauM paspelleHus
Ha BbIMYCK MPOMEXKYTOYHbIX MPOAYKTOB MPOM3BOACTBEHHOMY OTAeNy (Cay»Kbe), 3a MCKAoYeHMeM ciyvaes, Koraa
NPOMEKYTOYHbIE NPOAYKTbI MOCTABAAIOT 32 Npesesibl 30Hbl UX KOHTPOAA NpeanpuaTMeM-npounssoauTenem.

7. Pabota c matepmanamm

7.1. O6WMi1 KOHTPOSb

7.10. TMopAagoK nonyyeHuna, wuaeHTUOUKALUKM, KapaHTUHHOIO XpaHeHudA, obpauweHua, otbopa npob,
NpoBeAEeHUA KOHTPOAA U BblAauM paspelleHns Ha UCMNO/Ib30BaHUE WAU OTKIOHEHME MaTepuanoB A0JKeH ObiTb
YCTaHOBNEH B COOTBETCTBYIOLMX MHCTPYKLUAX.

7.11. Y npoussoauTeneil MpoMeKyToUHbIX npoayktos u/munm APC ponkHa 6biTb paspaboTaHa M BHeapeHa
CMCTeMa OLLeHKM NOCTaBLUWMKOB KPUTUYECKUX MaTepmnanos.

7.12. TMocTaBKa MaTepuanoB AO/KHA OCYLECTBAATbCA MNOCTAaBLWMKAMU, YTBEPXKAEHHBIMU OTAenoM(amm)
KayecTBa, B COOTBETCTBMM C COM/TACOBAHHbIMM cneundurKaumamm.

7.13. EcAM NOCTaBLMK KPUTUYECKOro MaTepuana He ABAAETCA NpousBoauTenem AaHHOro martepuana,
NpPOM3BOAUTENb NPOMEKYTOUHbIX NPOAYKTOB U/ nam ADC fonKeH MMeTb MHPOPMaLMIO O HaMMEHOBaHUU U aapece
3TOro NpomnsBoauTENs.

7.14. 3ameHa nNOCTaBLMKA KPUTMYECKOrO CbipbA JOO0J/IKHA NPOBOAMTLCA B COOTBETCTBMM C MpOLEAYPOM,
N3N0XKeHHOW B pasgene 13.

7.2. TIpyemKa 1 KapaHTUH

7.20. MNepen, NpYeMKON U NpPU NOSYYEHUN MATEPUANOB Ha KaxKAoM ynakoBKe MU rpynne yrnakoBOK AOJXKHbI
6bITb BM3YaNbHO MNpPOBEPEHbl MPaBWUALHOCTbL MAapKMPOBKM (B T.4. COOTBETCTBME Ha3BaHWA, MWCMNOJb3yEMOro
MOCTaBLMKOM WM 3aKa34YMKOM, €C/IM OHU OT/INYAKOTCA), COXPAHHOCTb YNAKOBOK, Ha/MuME MOBPEXKAEHHbIX nevatew,
CNnefoB BCKPbLITUA WU 3arpA3HEHWA YNakoBOK. MaTtepuanbl AOMKHbI HAXOAUTbCA HA KapaHTUHHOM XpaHeHuu [0
npoBegeHusA oTbopa Npob, Nx aHannsa (KOHTPOAA) U NOJTYYEHUA Pa3peLIEHNA HA UX UCMOIb30BaHUeE.
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7.21. Jo cmewmnBaHMA NOCTYNMBLUMX
MaTepuanoB C MMeKLWMMNCA 3anacamu (Hanpumep, C PacTBOPUTENAMW MAM 3anacaMu, HaxoAAWMMUCA B
XpaHUAULWAX) cnegyeT YCTaHOBUTb WX MOAJAMHHOCTb, MPW HeobXoAMMOCTM - MPOBECTU KOHTPOAb M MNOAYYUTb
paspeleHme Ha UX NCNosib3oBaHMe. Jna npeaoTBpaLLeHMAa HeNPABUIbHOMO pasmeLl,eHMA NOCTYNMUBLLUMX MAaTepmnanos
cpeam yKe XpaHALWMXCA MaTepmnanos A0KHbI ObiTb pa3paboTaHbl cneunanbHble MHCTPYKUMN.

7.22. CnepyeT WCKAOYUTb BO3MOMKHOCTb NMEPEKPECTHOro 3arpAsHeHua HepachacoBaHHOM MPOAYKLUKM, ecn
OHa NOCTaB/AAETCA B eMKOCTAX, He NpeAHa3HayYeHHbIX cneunanbHo anAa Hee. B KayecTBe gOKa3aTenbCTBa 3TOrO0 MOryT
MCNONb30BaTbCA:

- NAacnopT OYNUCTKMK;

- KOHTPO/b Ha HaIMYMe CNesoB NpUMeceis;

- ayauT nocTasLMKa.

7.23. bonbwmne emKOCTU ANA XPaHEHWA M COOTBETCTBYHOLWME KOMANEKTOPbI, IMHUM MO 3arpysKe U BbIrpyske
OOKHbI UMETb COOTBETCTBYIOLLYIO MapKUPOBKY.

7.24. Kaxkgan eMKOCTb UM Tpynna eMKOCTel (cepuii) maTepranos A0/XKHA UMETb YETKYI0 MapKUPOBKY (Wndp,
HOMEpP CepuM WAM MOCTaBKW, KOHTPaKTa, TOBAPHOW HaKNagHOM). ITM HOMepa AONXHbI MCNOb30BATbCA MpU
0603HauyeHMM PaCNoONOKEHUS KarKaon cepun. [lonkHa 6biTb paspaboTaHa M BHeapeHa cucTema 0603HauYeHus
CTaTyca Kaxkgom cepun.

7.3. OT60p Npob v NpoBeaeHME UCMNbITAHWIA NOCTYNUBLLMX MaTepPUanos

7.30. OnAa noaTBepXAeHMA MNOANMHHOCTM Ka)KAOM Cepuum maTepuanoB (3a WCKAOYEeHWeM MaTepuanos,
YKa3aHHbIX B 7.32) cnesyeT nposecTu xoTA 6bl 04HO UCMbITaHMEe. BmecTo npoBefeHUA Nocneayowmnx UCnbITaHU
MOKHO MCMO/Ib30BaTb aHA/MTUYECKMIA NAcnopT MOCTaBLUMKA NPU YC/IOBUKM, YTO HA NPeanpuATUM NpousBoamuTens
OeNCTByeT CMCTeMa OLLeHKM NOCTaBLUUKOB.

7.31. Cuctema OUEHKM MOCTaBLIMKOB A0/KHA BKAOYaTb B ceba pokasaTenbcTBa (Hanpumep, AaHHble O
KayecTBe npeablaylWmx MOCTaBOK) TOro, YTO MPOU3BOAMUTE/Ib MOMKET CTabuiabHO NOCTaBAATb MaTepuansl,
cooTBeTCcTBylOWME TpeboBaHMAM creundukaumn. Mpexxae yem ynpocTUTb npouesypy COBCTBEHHbIX NPOBEPOK,
cnepyeT NPOBECTU NOJIHbIA aHaNN3 He MeHee Tpex cepuin matepurana. MoaHbIR aHaAN3 J0NKEH NPOBOAUTLCA Yepes
onpegeneHHble WHTEPBanbl BPEMEHW W CPaBHMBATLCA C  aHAMTUYECKMM Macnoptom. [JlOCTOBEPHOCTb
aHaNIUTUYECKOro NacnopTa HeobXxoANMO perynapHo NpoBepaTb.

7.32. He TpebyeTca nposBegeHWe KOHTPOAA TEXHOMOrMYeckuMx A06aBOK, OMAacHOrO MAW BbICOKOTOKCUYHOTO
CbipbA, APYrMx cneumasbHbIX MaTepuasnos WAW MaTepuanos, NepegaBaemblXx B Apyroe noapasgeneHuve nog,
KOHTpPOAEM 3aKa3umKa, Npyv HaM4YnM aHaIUTUYECKOro nacnopTa Npon3BOAUTENA, NOATBEPKAAIOLEro COOTBETCTBUE
3TOro CbipbA YCTaHOBAEHHbIM TpeboBaHMAM. MaeHTUOMKALMIO 3TUX MaTepuanos MPOBOAAT MyTEM BWU3YyasNbHOMoO
OCMOTpPa YNaKOBOK, STUKETOK W perucrtpauum HomepoB cepuil. Ecan KOHTPOAb TakMX MaTepuasnoB Ha MecTe He
NPOBOAMTCA, TO 3TO A0IXKHO H6bITb 060CHOBAHO M OPOPMNEHO JOKYMEHTANLHO.

7.33. Mpobbl foMXKHbI ObITb penpe3eHTaTUBHON BbIBOPKOM cepun matepuana, U3 KOTOPOW OHM oTobpaHbl. B
meToamke oTbopa npob cneayeT yKasblBaTb YNCAO KOHTEMHEPOB, U3 KOTOPbIX AO/KHbI 6bITb B3ATbI NPOObI, N3 KaKoM
4aCcTU KOHTEeMHepa 1 B KAKOM KOIMYECTBE UX CaeayeT oToupaTb. YNCN0 KOHTEMHEPOB, U3 KOTOPbIX cleayeT oTobpaTb
npobbl, MU KonnyecTso NPob AONXKHbI ObITb YCTaHOB/EHbI B NiaHe oTbopa npob. CneayeT yunTbIBaTb KPUTUHHOCTb U
CTabunbHOCTL CBOWCTB MaTepuana, MHGOPMaLMIO O KayecTBe MpeaplaylimMx NMOCTaBOK W KO/AMYecTBe maTepuana,
HeobxoAMMOro AnA NpoBeAeHNA aHan3a.

7.34. OT6op Npob cnesyetr NpoBoAUTb B CNeLManbHO OTBeAeHHOM mecTe. MeToauka otbopa nNpob fonKHa
npegycmaTpuBaTb NpefoTBpalleHue 3arpA3HeHWA MmaTepuana, M3 KoToporo oTbupatotca npobbl, U Apyrux
MaTepuanos.

7.35. YNakoBKU, U3 KOTOPbIX 0TOMpPatoT Npobbl, AOMKHbI 6bITb aKKYPaTHO BCKPbITbI M 3aKpbITbl. Ha ynakosKax
[0NKHa 6bITb HAHECEeHa MAapPKMPOBKA, MOKA3bIBaloOLLAA, YTO M3 3TOW yNaKoBKM Obliv B3ATbI NPOObI.

7.4. XpaHeHune
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7.40. Mpwn obpalueHnn C
MmaTepuanamm n NX XpaHeHUU He JOMYCKAKTCA yXyaleHne NxX KayecTBa, 3arpasHeHne N nepekpecTtHoe 3arpasHeHue.

7.41. Matepuanbl, XpaHawmMeca B KapTOHHbIX 6apabaHax, MeLKax UimM KOpobKax, JOMKHbI OblTb PACNONOMKEHDI
Takum obpasom, 4Tobbl 66110 YA06HO NPoBOANTL YOOPKY M NpoBepKy. He gonycKkaeTca ckaaamMpoBaHMe maTepuanos
Ha nony.

7.42. lepuoa n ycnoBmA XpaHeHUA MATEPUaAsoB He AO0/IKHbl OTPULLATENbHO BAUATbL Ha MX KadecTBo. Kak
npasuio0, maTepuanbl, NOCTYNUBLLME NepBbIMU, CNesyeT NCNONb30BaTb B NEPBYIO ovepeb.

7.43. HeKoTopble maTepuasnbl MOMHO XpPaHUTb BHE MNOMELLEHWIA MPU YCNOBUW HAZ/ENKALLENA YMNAKOBKM,
YMTAaEMOM MAPKUPOBKU M BbINOJHEHMA HEOBXOAMMOIN OUMCTKM YNAKOBOK Nepes UX BCKPbITUEM U UCMOSIb30BAHUEM.

7.44. OTK/IOHEHHbIE MaTepuanbl AONXKHbI MMeTb COOTBETCTBYIOLLYIO MAapPKMPOBKY U NOMELLATbCA Ha KapaHTUH
(B M30naTOP BpaKa) ANA UCKNOYEHMA UX HECAHKLIMOHMPOBAHHOIO UCMO/Ib30BAaHMA B MPOU3BOACTBE.

7.5. MOBTOpPHbI KOHTPO/b
7.50. Mpu HeobxoaMmoCTM AnA onpeaeneHus NPUrogHoOCTU maTepuasnos (Hanpumep, nociae AJAUTENbHOro
XPaHEHWUs UK B pe3y/ibTaTe BO34ENCTBUA TEMNEPATYPbI UM BNAXKHOCTU) cneayeT NPoBOAUTbL MOBTOPHbIA KOHTPO/b.

8. TeXHONOrMYECKNIM NPOLLECC U BHYTPUMNPOU3BOACTBEHHbIM KOHTPOb

8.1. TexHoNOrM4eCKMe onepauunm

8.10. YcnoBusa B3BelMBaHMA MU OTMEPUBAHMA CbiPbA ANA NPOM3BOACTBA NPOMEXKYTOUYHbIX NpoayKToB u APC He
OOJ/IKHbI OKasblBaTb BAMAHWA Ha UX MPUrOAHOCTb. YCTPOMCTBA A/1A B3BEWMBAHWUSA WU OTMEPUBAHUA LO/MKHbI ObITb
HeobXxo04MMOIN TOYHOCTH.

8.11. Ecnu maTtepuan pasgenseTca Ha 4YacTM ANA nocnefylolero MCNonb3oBaHMA B MNPOU3BOACTBEHHbIX
onepauuax, To OH AOJIKEH MOMELLATbCA B CNeuuanbHy0 YNaKoBKY, MapKMPOBKA KOTOPOW COAEPKUT CaeayoLyto
nHbopmaumio:

- HaMmeHoBaHWe maTepuana u/unu Koga;

- HOMep, MPUCBOEHHbIA NPU NOAYYEHUUN, UIU KOHTPOJIbHbBIA HOMED;

- Maccy UaM mepy maTepuasna B HOBOM YNaKOBKe U

- ATy NOBTOPHOrO KOHTPO/IA, NPU HEOHXOANUMOCTH.

8.12. BbINo/sIHEHME KPUTUYECKUX ONEepaLLMii No B3BELLIMBAHMIO, OTMEPUBAHMIO UKW Pa3aeeHnto maTepmuana Ha
nopumMm [OOMKHO ObITb 3aBEPEHO MAM MPOKOHTPOSIMPOBAHO 3KBMBANEHTHbIM ob6pasom. [o Havana paboTbl
NPOW3BOACTBEHHbIA NEPCOHAN AOKEH YOeaNTbCA B TOM, YTO BCE MOJlyYeHHblE MaTepMasbl COOTBETCTBYIOT AaHHbIM,
YKa3aHHbIM B MPOTOKO/1E CEPUMN A1 NPOM3BOACTBA AAaHHOIO MPOMEXKYTOYHOro npoaykra nam A®C.

8.13. BbIinosHeHMe APYrUX KPUTUYECKUX AENCTBUIA [O0/MKHO ObiTb 3aBEPEHO WM MPOKOHTPOAMPOBAHO
3KBUBA/MIEHTHbIM 06Pa3OM.

8.14. Ha onpeaeneHHbIX CTaguaX TEXHOIOMMYECKOro npouecca HeobxoaMmo CPaBHMBATL GaKTUYECKUIA BbIXOA,
npoaykuMm (matepuanos) ¢ oxuaaembiM. OXKUAAEMbIA BbIXOA WM AOMYCTUMbIE OTK/IOHEHWUA [0/KHbI ObiTbh
onpegeneHbl Ha OCHOBAHWW pPE3yNbTATOB /1a0OPATOPHbIX, OMbITHbIX WM MPOM3BOACTBEHHbIX WCMbITAHWUNA,
nposeAeHHbIX npegsaputenpHo. OTKNOHEHWA OT  OXMOAeMOro BbIXOA4a, CBA3AHHble C  KPUTUYECKUMU
TEXHONOTUYECKMMU CTAAMAMMU, AOMKHbI OblTb pacciefoBaHbl AN ONpPeAeneHMs WX BO3MOMKHOTO BAMSHMA Ha
KauecTBO cepum NpoayKLumn.

8.15. Bce OTKNOHEHUA A0NKHbI 6bITb 0GOPMIEHbI AOKYMEHTANbHO C YKa3aHMeM NpuYmKH. Jlloboe Kputuyeckoe
OTK/NIOHEHME A0XKHO BbITb paccnefoBaHo.

8.16. HasHauyeHWe OCHOBHbIX eguHUL, 060pyA0BaHMA A0/KHO OblTb YKa3aHO Ha camom obopyaoBaHUM MU
OTPaYKEeHO B COOTBETCTBYIOLLEN AOKYMEHTALMUMN, CUCTEME C KOMMBIOTEPHBIM YNPaBAEHUEM U KOHTPOJIEM UK APYTUM
obpasom.

8.17. CnepyeT opraHM30BaTb KOHTPO/Ib MaTepunasnos, NpefHa3HavYeHHbIX 414 MOBTOPHOrO UCMOb30BaHUA UK
nepepaboTku, BO nsbexaHme x HeCaHKLMOHUPOBAHHOIO MCMOb30BAHMA.
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WHdpacTpykTypa MHHOBAUWIA

8.2.  OrpaHunyeHua Ha Bpems
BbINOJIHEHUA onepaLmii

8.20. TMpPOMBbIWIEHHbIM pPEernaMeHToM MOryT ObiTb YCTaHOBAEHblI OrpaHWYEHMA Ha BPEMA BbINOJHEHMUA
onepauuii (6.41). OTKNOHEHMA OT 3TUX OrpaHMdeHuni cnegyet 0oGoOPMAATL AOKYMEHTAZIbHO M MPOBOANTL UX OLLEHKY.
Takue orpaHu4yeHMa MoryT He noTpeboBaTbCA MPU NPOBEAEHUM TEXHOJIOTMYECKOTO MPOLLecca A0 AOCTUMKEHUSA
YCTaHOBJIEHHbIX 3HAYeHMI napameTpoB (Hanpumep, AoBogKa pPH, rMaporeHWsaumsa, CcywKa A0 3Ha4YeHwus,
YCTaHOBJIEHHOrO cneuMduKaumen), Tak Kak B 3TOM C/y4ae 3aBeplleHMe peakuumii Mau cTaguii nNpovs3BOACTBA
onpegenseTca Npy BHYTPUNpousBoacTBeHHOM oTbope Npob 1 KoHTpone.

8.21. YcnoBumA XxpaHeHUA NPOMENKYTOUHbIX NPOAYKTOB A0OKHbI 06ecneuynBaTb UX gaNbHENLLYIO NMPUTOL4HOCTb.

8.3. BHYTpMNpOM3BOACTBEHHbIN OTOOP NPOD N KOHTPONb

8.30. lnA KOHTPONA WU BbINOJHEHUA TEXHOMOTMYECKMX CTAaAMI, KOTOpble BAMAIKOT Ha MOKas3aTeNn KavecTsa
NPOMEKYTOYHbIX NPOoAYyKTOB M ADC, [0MKHbI O6biTb  paspaboTaHbl  MHCTPYKUMKU. [opagoK npoBeaeHuA
BHYTPMMNPOM3BOACTBEHHOIO KOHTPOASA W KPUTEPUM MNPUEMAEMOCTM ONPEeenAlT Ha OCHOBaHWMW WHbOPMaULUM,
NoJlydeHHOM Npu pa3paboTKe TEXHOIOrMYECKOro NPoLEecca, Uan No Npeablaylwemy onbiTy NPOU3BOACTBA.

8.31. Kputepun npuemnemoctv, BuA M 0OBEM WCMbITAHUA MOFYyT 3aBMCETb OT BMAA MNPOU3BOAUMbBIX
NPOMEKYTOYHbIX NPOoAYKTOB MaM A®C, NpoBOAMMON peaKkunn UAN TEXHONOTMYECKON CTaguu U CTeneHW BAMAHMA
3TOro MpoLuecca Ha KayecTsBO MPOAYKUMU. Ha paHHWUX TEeXHONOrMYecKux CTaguax OOMNyCKaeTca MpoBOAUTb MeHee
CTPOruiA BHYTPUNPOU3BOACTBEHHbIA KOHTPO/Ib; HA 60/1ee NO34HMX TEXHONOMMYECKMX CTaAMAX (Hanpumep, Ha cTaamaAx
BbIAEIEHNS N OUYUCTKM) KOHTPONb MOXKET ObITb 60/1EE KECTKUM.

8.32. Nopanok nposeaeHNA BHYTPUMNPOU3BOACTBEHHOIO KOHTPOIA HA KPUTUUYECKUX CTagMAX AOJIKEH BKAOYATb
B ce6A KOHTPONbHbIE TOYKM U METOAbl KOHTPOAA, BbiTb 0popmMaEH B MUCbMEHHOM BUAE W COFIACOBAaH C OTAE/0M
KOHTpOAA KayecTsa.

8.33.  BHYTpMNpPOWM3BOACTBEHHbIA  KOHTPO/Ib  MOET  MpPOBOAWUTb  MEpPCOoHan  NPOWU3BOACTBEHHOIO
nogpasgeneHna, UMeLWwmii HeobxoaAnMyo KBaANMPUKaLMIo, a HaNaZKy TEXHOMOIMYECKOro npouecca AonycKaeTca
npoBoAnTb 6e3 paspelleHnsa cay*Kbbl KOHTPOASA KAYeCcTBa, €C/IM OHa OCYLLECTBAAETCA B YCTAHOBAEHHbIX AONYCTUMbIX
npegenax, CoOrnacoBaHHbIX C OTAENOM KOHTPOAA KayecTBa. PesynbTaTbl TaKOro KOHTPOAA AO/KHbI  ObiTb
OOKYMeHTanbHO 0popMaEHbI B NOJIHOM 06beME M BXOAMUTb B MPOTOKOJ HA CEPUIO MPOAYKUMN.

8.34. MopsgoKk otbopa Npob NpomexKyTouYHbIX MaTepuasnos, npoayktoB n APC ponxeH ObiTb NpuBedeH B
OOKYMEHTaNbHO OPOPM/IEHHbIX U YTBEPXKAEHHbIX B YCTaHOBJEHHOM nopAgKe MmeToauKax. [MnaHbl U MeToauKu
oT60pa Npob fonKHbI 6bITb 060CHOBAHHLIMMU.

8.35. BHyTpunpounsBoACTBEHHbIM OT6OP NPO6 [JOMKEH NPOBOAUTLCA C  MCMO/Ib30BAHWMEM METOAMK,
npeaycMaTpuUBaoLWmMX NpeaoTBpaLLeHNe 3arpA3HEHUA MATEPMAIOB U APYTMX NPOMEKYTOUHbIX NPOAyKTOoB uan ADPC.
MpumeHsemble MeToapbl A0JIKHbI 06ecneynBaTb LLe0CTHOCTb NPob nocne nx otbopa.

8.36. Ecnn npu nposepke n/mnn HanagKke  TEeXHONOrM4YecKoro npouecca pes3ynbTathbl
BHYTPUMNPOM3BOACTBEHHOIO KOHTPO/IA OKaXyTCA He COOTBETCTBYOWMMM TpeboBaHMAM cneundukaumii, To
npoBeAeHMe aHaNM3a NPUYNH OTKAOHEHUI, KaK NpaBuo, He TpebyeTcs.

8.4. CMeLLaHHble cepnn NPOMEXKYTOYHbIX NpoayKToB nnm APC

8.40. B paHHOM pyYKOBOACTBE CMeLUMBaHME MaTepuanoB oOnpeaensercd Kak npouecc obbeanHeHus
MaTepManoB B paMKax OAHOM cneunduKaumm gna Npou3BOACTBa OAHOPOAHOTO MPOMEXNKYTOUYHOro NPoAyKTa UM
A®DC. BHyTpMnpoM3BOACTBEHHOE CMelluMBaHWe ¢paKkuMii ogHOW cepuu (Hanpumep, ob6begUHEHWE HECKOJIbKUX
3arpy3oK LUeHTpudyrn ns oaHoM KpMcTanan3aumoHHol cepmmn nnmn obbeguHeHme Gppakumnii U3 HECKONbKUX Cepuin ans
AanbHenlero npPou3BOACTBA) paccMaTpMBaeTcA KaK 4YacTb TEXHOJIOTMYECKoro npouecca WM He cuYMTaercs
CMeLINBaHMNEM.

8.41. He ponyckaeTca cMelMBaHUe cepun, He yaoBnaeTBopAtowel TpeboBaHuam cneundurKkaumm, ¢ gpyrumm
cepusamun. Kaxkaas cepmsa, BHOCMMas B CMeCb, A0JIKHa 6bITb NPoOM3BEeAEHa COrIacCHO YCTAaHOB/IEHHbIM TPeboBaHMAM,
WHAMBUAYAIbHO UCMbITaHa, M ee COOTBETCTBUE CneundmrKaLmMm AOMKHO OblTb MOATBEPKAEHO A0 CMELNBaHUA.

8.42. Kak npaBuno, CMeLmnBatoTCA:
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- Manble cepun Ana yBeaundeHua ee
pasmepa;

- OCTaTKM (T.e. OTHOCMTENIbHO Ma/ible KOAMYECTBA BblAe/IEHHOr0 MaTepuana) M3 Ccepuii 04HOro U TOro e
NpPoMeKyToYyHoro npoaykra nan A®C ans GopMmnpoBaHMA 0AHOM cepun.

Mpn HeoBXO4MMOCTM AOMYCKAOTCA U APYIMe CyYan CMeLIMBaHMA MATEPUASIOB.

8.43. MNpouecchl cMelnBaHmA cneayeT KOHTPOIMPOBaTb U 0POPMAATb B IOKYMEHTAIbHOM BMAE, @ CMELLAHHan
cepua AoKHa bbiTb, NpY HEOBXOANMMOCTU, UCMbITaHA Ha COOTBETCTBME YCTAHOBNEHHbIM TpeboBaHMAM.

8.44. B npoTOKO/MEe Ha Cceputo, MNOJYYEHHYHD MOC/Ae CMeLMBaHWA, AO0J/IKEeH MPOoCaeXmBaTbCA npoLecc
Npown3BoACTBa MHAMBUAYANbHbBIX CEPUN, GOPMUPYIOLLMX 3TY CMELLAHHYHO CEPUIO.

8.45. Ecnu pusnyeckme xapaktepuctukm APC asnatotca Kputudeckumn (Hanpumep, ASC npegHasHadveHa ans
MCMNO/Ib30BaHUA B TBEPAbIX A03MPOBaAHHbIX Popmax ANA MPUHATMA BHYTPb WM B CYCMeH3usax), TO onepauuu no
CMELLMBaHMIO A0/KHbI ObITb aTTECTOBAHbI A5 NOATBEPKAEHMA OAHOPOAHOCTN OKOHYATENbHOW cepun. ATTecTaums
OOJ/IKHA BK/OYaTb B ceba UCMbITaHUE KPUTMYECKMX MApaMeTpoB (pacnpegeneHune 4actul no pasmepy, obbemHas
NJIOTHOCTb NPY CBOBOAHOM 3acbINKe U yae/ibHasA NAOTHOCTb MPU YNIJIOTHEHWUM), HA KOTOPbIE MOKET NOBANATb NPoLEecc
CMeLmnBaHuA.

8.46. Ecnn cmellMBaHME MaTeEpPMaZoB MOMKET OKas3aTb HebnaronpuaTHOE BO3AEWCTBME HA CTabUIbHOCTbL
npoAyKuuMmu, To cneayeT NpPoBeCcTM UCMbITAHUA CTabUNbHOCTU OKOHYATEIbHOW CepUMn.

8.47. CpoK roAHOCTU WAM AaTa MNPOBEAEHWSA MOBTOPHOrO KOHTPOJIA CMELWIAHHOW CepuU AONXKHbI ObiTb
OCHOBaHbI Ha AaTe NPOU3BOACTBA CaMOM CTapoi GppaKLMN UAK CEPUM B CMECU.

8.5. KoHTpob 3arpAsHeHum

8.50. [onyckaeTcA nepeHOCUTb OCTaTKM MaTepuanos B NocCaeaylolune Cepum TOro Ke NPOMEXKYTOUYHOro
npoaykta nan A®C npu HaIM4MM COOTBETCTBYHOLLETO KOHTPO/IA. K HAM OTHOCATCA OCTaTKM, NPUANNAIOLLME K CTEHKAM
NU3MeNbYNTENA, CION BNIAXKHbIX KPUCTA/I0B, OCTaloWMIACA B LeHTpudyre nocne pasrpysku, U HenosaHoe yaaneHue
KUAKOCTEM WAW  KPUCTA//IOB U3 TEXHONOTMYECKOW EMKOCTM MNOoc/ie nepefayun maTepuana Ha Cheayloulyto
TEXHONOTNYECKYIO CTaauMIo. TaKoN NnepeHocC He A0KEH NPUBOANUTD K NePeHOCy NPOAYKTOB pacnaza UM MMKpPobHoro
3arpA3HEeHuns, KOTopble MOTYT OKa3aTb OTpULATEIbHOE BANAHME Ha YnctoTy APC.

8.51. MNpwn BbINONHEHUU TEXHONOTMYECKMX OMEpaunini He cnepyeT AOMNYCKATb 3arpsA3HEHMA MPOMENKYTOYHbIX
npoAayKtos nan AOC gpyrumun matepuanamu.

8.52. MNocne nposBefeHMA OYUCTKM 0bOpypoBaHMA cnepyeT MNPUHATb Mepbl NPeLOCTOPOKHOCTM, YTOObI
nsbexkatb 3arpAsHeHus APC.

9. YnakosKa n mapkuposka AD®C 1 NpomeKyTOUHbIX NPOAYKTOB

9.1. ObwMme NONOKEHUA

9.10. Cnepyet paspaboTaTb U [AOKYMeHTaNbHO OPOPMUTb METOAMKU Ha MOAyYeHWe, naeHTUOUKaLMUIo,
KapaHTMHHOE XpaHeHue, oT6op Npob, npoBedeHUE MUCCNeAO0BaHMA U/UAN UCMbITAHUA U Bblgadyy paspelleHua Ha
MCNONb30BaHUE, a TaKXKe Ha obpalleHMne C yNakoBOUYHbIMU 1 NeYaTHbIMK MaTepuanamm.

9.11. MaTepuanbl ANA YNaKOBKM U MapPKMPOBKWM A0/KHbI COOTBETCTBOBATb YCTAHOB/AEHHbIM TpeboBaHUAM.
MaTtepuanbl, He COOTBETCTBYIOUIME 3TUM TpPeboBaHWMAM, [OO/KHbI OTKAOHATLCA AN NpedoTBpalleHuA  UX
MCNONb30BaHUA B onepaLmax, 418 KOTOPbIX OHN HENPUroAHbI.

9.12. Cneayet xpaHUTb MPOTOKO/Ibl Ha KaXKAyo NOCTaBKY NMeyaTHbIX M YNaKoBOYHbIX MaTepuanos, cogepralipe
MHOOPMaLMIO O NOCTaBKE, OCMOTPE WM KOHTPOJIe 3TOr0 MaTepuana, a TakKe 3aK/lyeHue O paspelleHUMn ero
MCMONb30BaHUA UAN OTKIOHEHMUS.

9.2. YNakoBOYHble maTepuansl
9.20. YnakoBKa [0KHa obecneynBaTb Hag eXKallyo 3alnTy NPOMENKYTOUYHOro npoaykta nan APC ot nopum
WAW 3arpA3HEHUs, KOTOPbIe MOTYT MPOM30MTH B NPOLLECCe UX TPAHCMOPTUPOBAHMA UM XPaHEHWUA.
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9.21. YnakoBKM  AOJ/IKHbl  BbITb
YUCTbIMU U, eCcn 3TO OBYCNOBAEHO BUAOM MPOMENKYTOYHOro npoaykta uam APC, AoaKHbl NpoinTu obpaboTky
(ae3nHbekumio) ana obecneyeHmna Ux NPUrOAHOCTU ANA AaZibHEWMLIErO UCNO/Ib30BaHMA. YNaKoBaHHbIE MaTepuabl
He LL0/KHbI BCTYNATb B XMMUYECKME peakumnmn u 061aaatb aaauTUBHBIMU MAKM abcopbupyoLLMMM CBOMCTBaMM, YTOObI
He AOMYCTUTb U3MEHEHUA KavyecTBa NPOMEXKYTOYHOro npoaykTa uam A®C 3a yCTaHOB/IEHHble Npeaensbl.

9.22. MNpu NOBTOPHOM MCNONBL30BAaHMUM YNAKOBKU A0MKHbI BbIiTb OYMLLEHBI B COOTBETCTBUN C YTBEPKAEHHLIMM
WMHCTPYKUMAMM, @ BCe NpeablayLuine 3STUKETKU yaaneHbl.

9.3. BbINyCK M KOHTPO/1b NEeYaTHbIX MaTepuanos

9.30. JocTyn K MecTam XpaHeHMA nevyaTHbIX MaTepunasnoB AoKeH ObiTb paspelleH TOIbKO AMLam, UMerLWMMm
COOTBETCTBYIOLME MONHOMOYUA.

9.31. llopagoK onpegeneHnsa COOTBETCTBMA MEXAY KOMYeCTBOM OTNYLLEHHOro, MCNOAb30BAaHHOIO W
BO3BPALLEHHOIO MNEYaTHOrO MaTepuana U OUEHKM PACXOXKAEHUA MeXAY KONMYECTBOM MAPKMPOBAHHbIX YNaKOBOK U
BbIAAHHbIX 3TMKETOK A0J/KeH OblTb YKa3aH B MHCTPYKUMM. PakTbl HECOOTBETCTBMA LO/XHbI paccienoBaTtbcA, a
pesybTaTbl pacc/iei0BaHNA AONXKHbI ObiTb YTBEPKAEHbI OTAE/NOM KOHTPO/IA KayecTea.

9.32. BeCcb HEWCNONb30BaHHbIA MEYaTHbIA MaTepuan, COAEep)KaWMA HOMEP CEPUM WUAN APYIYI0 NeYaTHYH
MHOOPMALNIO O CEPUN, AONNKEH ObITb YHNUUTOXKEH. BO3BpaLLEHHbIM NeYaTHbIM MaTepuan O0/MKEH XPAHUTLCA TaKUM
o06pasom, 4Tobbl NPeaoTBPATUTL €ro NepenyTbiBaHMe U 0becneynTb Haanexallyo naeHTMdnKaumio.

9.33. Bblweawmnit ns ynotpebneHna n yctapeBLlIniA NevaTHbIM maTepuan 4oNKeH ObiTb YHUUTOXKEH.

9.34. CnepnyeT opraHM30BaTb KOHTPOJ/Ib 32 paboToON YyCTPOMCTB, NpeaHa3HaYeHHbIX A8 NedYaTaHusa 3TUKETOK
ON15 yNaKoBOYHbIX onepaumii, YTobbl rapaHTMPOBaTb COOTBETCTBME BCEX OTTUCKOB MPOTOKO/Y Ha Ceputo NPoAYKLUUM.

9.35. CneayeT opraHM30BaTh TLLATE/IbHbIN KOHTPO/1b STUKETOK, OTMNEYaTaHHbIX A1 CEPUKN, HA NX COOTBETCTBME
OAaHHOWN CepumU M yCTaHOBIEHHbIM TpeboBaHNAM. Pe3ynbTaT KOHTPONSA AOJIKeH 6biTb 0hOpPMAEH AOKYMEHTANbHO.

9.36. Obpa3seu, UICNoib3yemoi oTneYaTaHHOW STUKETKU A0MKEH ObITb BKKOYEH B MPOTOKOA CEPUMN NPOAYKLUUM.

9.4. Onepauunu No ynakoske U MapKMpoOBKe

9.40. Cneayet pa3paboTaTb U AOKYMEHTa/IbHO OPOPMUTb MHCTPYKLUM MO MUCMONb30BAHMIO YMAKOBOYHbIX U
NneyaTHbIX MaTEPMANOB.

9.41. CnepyeT pa3paboTaTb MHCTPYKUMM MO BbINOJHEHUIO MAPKUMPOBKKM, WMCKAOYatoWwMe nepenyTbiBaHMe
neyaTHbIX maTepuranos. Onepauum NO MAPKMPOBKE Pas3IMYHbIX MPOMEKYTOUYHbIX NPOoAYKTOB nan APC foKHbl BbiTb
pasrpaHuYeHbl pU3NYECKM UAN NPOCTPAHCTBEHHO.

9.42. DTUKETKKU, UCNO/Ib3yeMble Ha YNAaKOBKAX MPOMEXKYTOUYHbIX MPoayKkToB man ADC, JOMKHbI coAepKaTb
HaMMeHOBaHMe UAN UAEHTUPUKALMOHHDBIN Kod, HOMep cepuu NPoayKTa U YCN0BUA XpaHeHUs (B TOM cC/lyyae, Korga
3Ta MHpOPMaLMA ABNAETCA KPUTUYECKOM oA obecneyeHns KauecTBa NPOMENKYTOYHOro npoayKTa unm A®C).

9.43. Ecnn npomeKyTouHbI NpoayKT uam APC npegHasHayeHbl 414 nepefadv 3a npefenbl 30Hbl AeNCTBUA
CUCTEeMbl KOHTPOAA WX NpOU3BOAMTENIEM, TO MApPKMPOBKA TaKXe AO/MKHA coAeprKaTb HaumMeHOBaHMe W aapec
npeAnpuATUA-NPOU3BOANTENA, KOJIMYECTBO COAEPKMMOTO, CNeunasbHble YCI0BMA TPAHCMOPTUPOBAHMA U Ntobble
apyrve TpeboBaHuUA, NpesyCMOTPEHHbIE HOPMATUBHOMN AOKYMeHTaunel. Ecim ana npomeKyTouHbIX NPOAYyKTOB UAn
A®C ycTaHOB/IEH CPOK FOAHOCTU, TO OH AO/IKEH OblTb YKAa3aH Ha MapKMPOBKE M B aHAa/NMTUYECKOM nacnopTe. Ana
NPOMEeKYTOYHbIX MaTepuanos uam APC, npoweawnx NOBTOPHbLIA KOHTPOJIb, AaTa NOBTOPHOrO MCMbITAHUA A0/KHA
6bITb YKa3aHa Ha MAPKMPOBKE U B aHA/IMTUYECKOM Macnopre.

9.44. YnakoBoyHOe W nevyaTHoe obopyaoBaHME JOMKHO ObiTb MPOBEPEHO HEMOCPEACTBEHHO nNepes
MCNONIb30BaHWEM A1 FapaHTUM TOrO, YTO BCE MaTepUasibl, HE HYXKHble 414 NOCaeAytoWwen YNakoBKMY, Obinn yaaneHsi.
dTa NpoBepKa AO0/KHA ObiTb yYKa3aHa B MPOTOKOJIE Ha CEPUI0 MPOAYKLMU, KypHane obopyLoBaHUA WUAU Opyroi
OOKYMeHTauuu.

9.45. B cocTaB onepauuii Mo ynakoBKe BXOAWUT NPOBEPKA NPaBUIbHOCTU MAPKUPOBKU NEPBUYHbLIX U BTOPUYHbIX
YNaKOBOK MPOMENKYTOUYHbIX NPoAyKToB Man ADPC. Pe3ynbTaTbl 3STUX NPOBEPOK A0/KHbI ObITb YKa3aHbl B MPOTOKO/IAX
Ha cepuio NPOAYKLMU UNU KOHTPOIb KavyecTBa NPoAyKLUU.
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9.46. T[pomexKyTouyHble MNPOAYKTbI
unn A®C, otTnpasasemble 3a npeaesbl 30Hbl KOHTPONA NPOU3BOAUTENA, AONKHbI OblTb ONevYaTaHbl TAKMM 06pasom,
4yTOObI MPM MOBPEXAEHUN WAWN OTCYTCTBUWM MevaTM noay4vatenb ob6paTun BHMUMAHWE Ha BO3MOMKHOCTb 3aMeHbl
COAEepPKMMOTO.

10. XpaHeHue n peanusauyma

10.1. XpaHeHue Ha cknage

10.10. B nomeLlleHMAX ANsA XPaHEHUA MATEepPManoB A0/KHbI ObiTb NPeayCMOTPEHbl COOTBETCTBYIOLLNE YC/IOBUA
(Hanpumep, noanepXuBaHWE 3aZaHHOM TemnepaTypbl M BAAXKHOCTM, NpU HeobxogumocTn). Crnegyer BecTu
NPOTOKO/bl YCNIOBMI XPAaHEHWA, ECAN OHU ABAAKOTCA KPUTUYECKMMU A1 COXPAaHEHMA CBOMCTB MaTEPUANOB.

10.11. Bo n3bexxaHne Cay4yaitHOro UAM HECAHKLMOHMPOBAHHOIO MCMO/b30BaHMA HAXOLAWMXCA B KapaHTUHE,
OTK/NOHEHHbIX, BO3BPALLEHHbIX MAN OTO3BAaHHbIX MATEPUANIOB A0/KHbI ObiTb BblAeNeHbl OTAENbHbIE 30HbI ANA WX
BPEMEHHOro XpaHeHMsA 40 NPUHATUA peleHusa 06 UX AanbHelllemM MCMoJsib30BaHMM (ecan gpyroe He yKasaHo B
OOKYMeHTaumm).

10.2. Peanusauus

10.20. Peanusauma ADPC M NpomexKyTOUHbIX MNPOAYKTOB TPETbMM CTOPOHAM [AOMYCKAeTCA TO/IbKO Mnocne
NnoJly4eHnA paspeLlleHna OTAeNa KOHTPOIA KayecTBa Ha MX BbiNycK. B ycnoBuaAx KapaHTMHa APC 1 npomeKyTouHble
NPOAYKTbl MOTyT OblTb MepeBefeHbl B ApYyroe MoApasAeneHue MNpu HaAMYMKU pPaspelleHus oTAena KOHTPOAA
KayecTBa, COOTBETCTBYIOLWEN OKYMEHTALMN U OpraHn3aLmMn HagNexallero KOHTPoA.

10.21. TpaHcnopTtnposaHne APC M NPOMENKYTOUYHbIX MPOAYKTOB HEe AO0/KHO OKasblBaTb BAMAHUA HA MX
KayecTBo.

10.22. Ocobble ycnoBUs TPAaHCNOPTUPOBAHUA U XpaHeHMA ADC 1 NPOMEKYTOUHbIX NPOAYKTOB AOKHbI 6bITb
YKa3aHbl Ha 3TUKETKe.

10.23. MpounsBoanTesib AOKEH ybeauTbCA B TOM, YTO MOAPAAYMK, OCYLLECTBAAIOWMN TPAHCNOPTUPOBAHMNE
A®C 1 NpoMeKYTOYHbIX NPOAYKTOB MO KOHTPAKTY, 3HAET U cobntoaaet Tpebyemble yCNOBUA TPAHCNOPTUPOBAHUA U
XpaHeHwUA.

10.24. Ona obecneyeHUs BO3MOMKHOCTU ObICTPOro OT3biBa KarkAoW Cepun MNpPOAYKUUM A0J/IKHA ObITb
OpraHM30BaHa CMCTEMA OTC/IeXKMBaHMA 33 ee peannsaumen.

11. NabopaTopHbI KOHTPOb

11.1. O6wmnit KOHTPOb

11.10. Cnykba KOHTPO/A Ka4yecTBa AOJI)KHa MMETb B CBOEM pacnopaXeHuu Heobxoammbie nabopaTopHble
nomeLleHns n obopyaosaHue.

11.11. CneayeT pa3paboTaTb U AOKYMEHTa/IbHO 0HOPMUTL METOAMKN OTHOPa NPo6, NPOBEAEHUA UCMbITAHWUN,
BblAauM paspelleHMa Ha WCNO/JIb30BaHWE WAM OTK/NOHEHME MaTepuanoB, PErncTpaunm U XpaHeHUA AaHHbIX,
Nosly4eHHbIX B labopaTopuun. BegeHne NpoTOKO/I0B 1 OTYETOB A0/IKHO COOTBETCTBOBATL TpeboBaHUAM 6.6.

11.12. Bce cneundurKaumm, nnaHbl ot6opa Npobd U METOAUKM NPOBEAEHUS UCMbITAHUN AONKHbI OblTb HayYHO
060CHOBAHHbIMM M rapaHTUpOBaTb, 4YTO cbipbe, ADPC M NPOMEXKYTOUHble NPOAYKTbl, @ TaKXKe nedyaTHble U
yNaKoBOYHble MaTepuasbl COOTBETCTBYHOT YCTaHOB/IEHHbIM CTaHAapTam Kavectsa U/mam uynctoTbl. CneymdbuKkaumm u
METOAMKU  UCMNbITAHUA  [OMKHbI COOTBETCTBOBATb TPebOBaHMAM, YCTAaHOBAEHHbIM MPU  TFOCYAAPCTBEHHOM
peructpaunmn. [lonyckaetca Mcnonb3oBaTb crneumdukauum, He BxogAwMe B PerucTpauuoHHoe  AocCbe.
CneumduKaumm, nnaHbl oT6opa NPod N METOAMKN UCMbITAHWUN, B T.4. U3MEHEHUA K HUM, O0KHbI 6bITb pa3paboTaHsl
COOTBETCTBYIOLLMM NoApPasaeieHUeM, PacCMOTPEHbI U COracoBaHbl CO CNYXK60i (0TAeN0M) KOHTPONA KayecTsa.

11.13. Cneundukaumm gna AOGC omkHbl 6biTb paspaboTaHbl B COOTBETCTBMU C AENCTBYOWMMM HOPMAMU U
TEXHONOTUYECKMM MPOLECCOM W BKAOYaTb B cebsA KOHTPO/Mb 3a NpUMecimu (Hanpumep, opraHUYecKUMU W
HeopraHMYecKUMU NPUMECAMMU U OCTaTOYHbIM cogeprKaHuem pacteopuTeneit). Ecam ana APC npegycmoTpeHbl
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TpeboBaHUs K  MWUKpobuMosormyeckom
ynctote, TO B CcreumoUKaAUMKM  AOMKHbI ObiTb YCTAHOBMEHbI AONYCTUMblE nNpeaenbl AnA obuwero 4yucna
MWKPOOPraHU3MOB U HeXKenaTeslbHbIX MUKpoopraHusmoB. Ecam ana A®C npegycmoTpeHbl TpeboBaHMA K
anMpPOreHHOCTH, TO B cneundrKauum AoAKHbI 6bITb YCTAHOBAEHbI AONYCTUMbIE NPeaesbl K YPOBHIO SHAO0TOKCUHOB.

11.14. Bce onepauun KoHTpoaA B nabopatopmax A0MKHbI NPOBOANTLCA B COOTBETCTBUM C YyTBEPMKAEHHbIMMU
MeTOANKAMU (MHCTPYKUMAMM) U 0POPMAATECA B NMUCbMEHHOM BUAE HEMOCPEeACTBEHHO MOC/AE UX MPOBEAEHMA.
JNtobble OTKNOHEHMA OT YKa3aHHbIX METOAMK A0/IKHbI 6bITb 06OCHOBAHbI.

11.15. /liobble pe3ynbTaThl, BbIXOAAWME 33 PaMKU crneunmdukauuii, A0/MKHbI ObiTb paccnegoBaHbl U
odpopmMIeHbl B COOTBETCTBUMN C MPUHATON METOLAMKOMN, NpesyCcMaTpMBatoWwei NpoBeAeHME aHAIM3a AaHHbIX, OLEHKY
CyLecTBEHHOW npobiembl, onpeseneHue nyTel pelweHWs 3Ton npobnembl U dopmynnmpoBaHMeE BbIBOLOB W3
npoBeLEeHHOro paccnenoBaHua. llocne NoNyYeHUA pesynbTaToB, BbIXOAALLMX 33 PAMKK cneumdUKaLnin, NOBTOPHbIE
oT60pbl NPO6 M/MNK NOBTOPHbIE UCMbITAHWUA AO/KHbI MPOBOANTLCA B COOTBETCTBMM C NPUHATBIMU METOANKAMM.

11.16. PeakTunBbl M CTaHA4APTHbIE PACTBOPbI A0/IXKHbI MPUrOTaBAMBATLCA M MAapPKUPOBATLCA B COOTBETCTBUM C
NPUHATOM MeTogMKoN. [na aHa/MTUYECKMX PeakTMBOB W  pPAcTBOPOB c/edyeT MNPUMEHATb  MAPKUPOBKY
"Mcnonb3osaTb A0".

11.17. Ana nponssoactea APC HeobX0AMMO MMETb MepPBUYHbIE CTaHAAPTHble 06pasLUbl U AOKYMEHTAUMIO O
NPOUCXOXKAEHUN KaXK[oro CTaHAAPTHOro obpasua. [JaHHble 0 XPaHEHUU U UCNO/b30BAHUM KaXKAOTO NEPBUYHOTO
CTaHZAPTHOrO 0b6pasua COrnacHO PeKoMeHAAUMAM MOCTaBLUMKA AO/MKHbI ObiTb NpuBeseHbl B COOTBETCTBYHOLLMX
npoTokonax. [lepBuYHblE CTaHOAPTHble 06pasubl, NOAyYeHHble M3 OPULMANBHO MNPU3HAHHbIX MCTOYHUKOB W
XpaHALWMECA B COOTBETCTBUM C PEKOMEHAALMAMM NOCTaBLUMKA, MCNOb3YIOT 6e3 NpoBeseHNA UCMbITAHWUIA.

11.18. Mpn HEBO3MOMKHOCTM MOAYYEHMA MEPBUYHbLIX CTAHAAPTHbIX 06pasuoB M3 0dULMANBHO MPU3HAHHbIX
WUCTOYHMKOB crieayeT paspaboTaTb BHYTPEHHWE CTaHZAPTHble 06pasupl npoussoauTensa. [na ycTaHOBAEHMSA
NOA/IMHHOCTA W YUCTOTbI MEPBUYHOrO CTaHAAPTHOrO obpasua TpebyeTcs npoBeseHNE COOTBETCTBYHOLWENO KOHTPOAA.
MpoBeaeHMe KOHTPOAA A0KHO ObITb 0GOPMIEHO LOKYMEHTA/IbHO.

11.19. Cneayetr paspabotatb MOPAAOK WM3rOTOBNEHMA, YCTAaHOBAEHMA, WUAEHTUOUKALUUKU, WCMbITAHUN,
YTBEPKAEHUA U XPaHEHUA BTOPUYHbIX CTAHZAPTHbIX 06pasuoB. [MPUrogHOCTb KaXKAoM Cepun  BTOPMYHOTO
CTaHAapTHOro obpasua Ao/KHa ObiTb onpefeneHa 4O MOMEHTa NEPBOro UCNO/b30BaHMA NyTeM €ro CpaBHEHMUA C
nepBMYHbIM CTaHAAPTHbIM 0bpasuom. Kaxaas cepua BTOPUYHOro CTaHAApTHOro obpasua [0/KHA NepUoaMyecKku
NPOXOANTb NPOBEPKY (aTTecTaumio) B COOTBETCTBUM C YTBEPKAEHHO METOAMKOMN.

11.2. NposeaeHMe UCNbITAHUN MPOMEKYTOUHbIX NPOAYKTOB 1 ADC

11.20. AnAa noATBepKAEHMA COOTBETCTBMA KaXKAO0M CEpUM NPOMENKYTOUYHOro npoaykta u ADPC TpeboBaHMAM
cneumdmKaLnin LOMKHDBI 6bITb NPOBeAEHbI HEOOX0AMMble NabopaTopHbIE UCMbITaHMA.

11.21. [Ona kaxgo ADC ponxkeH O6biTb onpegeneH coctaB npumeceit  (MAEHTUOULMPOBAHHLIX U
HEUAEHTUPUUMPOBAHHDBIX), MNPUCYTCTBYIOWMX B OObLIMHOW CepuM, MNPOU3BEAEHHOW B XOAE KOHKPETHOro
KOHTPOMPYEMOTO TEXHONOTMYECKOro npolecca. OnncaHne Nnpumecei JOMKHO BKIOYATb B cebA MX NAEHTUDUKALMIO
WUAN KaKMe-IMbOo KayecTBEHHble aHaNUTMYECKMe MapaMeTpbl, No3BosAlolWMe ee uAeHTUdUUMpoBaTb (Hanpumep,
BpeEMA YAEP)KMBAHMA), [AMAMNA30H COAEPNKAHUA KaxKOoN BbISBAEHHOM NpUMEcHM W UX  KnaccuduKaumio
(HeopraHMyeckasn, opraHuyeckas, pactsopuTenb). CoctaB npumecelr 0ObIYHO 3aBUMCUT OT TEXHOIOIMYECKOTO
npouecca n npupogbl APC. Ona A®PC, nonyyaembix W3 pPacTUTENIbHOTO CbiPpbA WAM U3 TKAHEW MKMUBOTHDIX,
onpeaeneHne coctaBa npumeceit 0bblvHO He Tpebyetca. TpebosaHua K ADPC, nosydyaembiM BUOTEXHONOTMMYECKUM
nyTem, AOMKHbI ObITb YCTAHOB/IEHbI B COOTBETCTBYOLLEN HOPMATUBHON AOKYMEHTALMM.

11.22. Ona sbiaBnaeHMA n3MeHeHUn B ADC, nponcxoasalmx BCAeACTBUE UIMEHEHUI B Cbipbe, 060PYA0BaHUM,
pabouMx napameTpax MAM TEXHONOrMYECKOM MPOLLECCE, COCTaB NMpUMecei Nepuogmyeckn cnegyeT CpPaBHUBATL C
COCTaBOM MpuUMecen, yKasaHHbIX B AOKYMeHTaumu, obopmasaemoi npu rocyaapCTBEHHOM perncTpaumu, Mamn c
OaHHbIMM, NONYYEHHbIMU paHee.

11.23. CnegyeT NpoOBOAUTb KOHTPO/Ib MMKPOBHOW YMCTOTbI KaXK40M CeEpUMN MPOMEKYTOYHOTO NpoayKTa u ADC B
COOTBETCTBMU C YCTAHOBAEHHbIMU TpebOBaHMAMM.
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11.3. ATtrectauma  aHaAUTUYECKUX
meToauk (cm. pasgen 12)

11.4. AHanuTHMYeCcKmne nacnopTa

11.40. Ha Kaxaylo cepuio MPOMeXKyTodHoro npoaykta u/mam A®PC a0/KeH BblAaBaTbCA MOANUHHBIN
AHANIUTUYECKMI NacnopT.

11.41. AHanUTUYECKMI NacCnopT AO0/KEH coAep)aTb WHPOpPMaAUUIO O HAMMEHOBAHUM MPOMENKYTOYHOTO
npoaykta unm A®C, B T.4. 0 €ro YMCToTe, HOMEpPE CepUn 1 aaTe BbiNycKa. Jna npomeKyTouHbIx npoayktos n A®C ¢
YCTQHOBNEHHbIM CPOKOM FOAHOCTM MOCAEAHUIN A0KEH ObiTb yKa3aH B MapKMPOBKE M aHaAUMTUYECKOM nachnopTre.
[nsa npomerKyTouHbIX NpoayKToB uan APC ¢ AaTo NOBTOPHOFO KOHTPOASA 3Ta AaTa TaK)Ke A0/MKHA ObITb YKa3aHa B
MapKUPOBKe U/MAK aHaAMTUYECKOM nacnopTe.

11.42. B aHanUTMYEeCKOM nacrnopTe [AOJIKHbl OblTb MEpPeyYncneHbl BCE WCMbITaHWUA, MNPOBEeAEHHble B
COOTBETCTBMM C HOPMATMBHLIMU AOKYMEHTAMU UK TpebOoBaHMAMM 3aKa3uMKa, B T.4. KpUTEPUN MPUEMIEMOCTU U
NoJlydeHHble KOJIMYECTBEHHbIE Pe3y/ibTaTbl (MPU UX HANUYKK).

11.43. B aHanUTM4YECKOM MacrnopTte AO0/XKHA OblTb yKasaHa AaTa M Nognucb OTBETCTBEHHOTO /iMua oTAena
KOHTPO/IA Ka4yecTBa, @ TaKXe HaMmeHoBaHWe, aapec U TenedoH MepBUYHOro NpeanpuAtTMA-npomssoantena. Ecam
aHanu3 6bla NpoBeAEH HA BTOPUYHOM MpPesnpUATUM-YMNAKOBLLMKE MAM NPOU3BOAMUTENE, aHANUTUYECKUI macnopT
OO/MKEH COAEePKaTb HAMMeEHOBaHWe, agpec, TenedoH BTOPUYHOIO NpeanpUATUA-YNAKOBLUMKA UAM NPOU3BOSUTENA U
HanmeHoBaHWe NepBMYHOro NPOU3BOAMUTENSA.

11.44. Hosble aHanUTUYeCKMe MacCnopTa, BbINyCKaemble BTOPUUYHbIM MNpeanpUATUEM-YNAKOBLLUKOM WU
npowssoguTenem, NoCTaBWMKamMM UK TNLAMU, AEACTBYIOWMMU OT UX MMEHU, AOKHbI COAEPKATb HAMMEHOBAHME,
agpec n TenedoH nabopatopuun, NPOBOAMBLLEN 3TU aHANM3bI. B HUX TaKKe [0/KHbI ObITb YKa3aHbl HAUMEHOBAHME,
aZpec NepBUYHOro NPOM3BOAUTENA U OPUTMHAN NAcNopPTa Ha 3Ty CePUI0 NPOAYKLMUN C NPUNOKEHUEM €ro KOnuu.

11.5. KoHTposab cTabunbHocTn ADC

11.50. Cnepyet paspaboTtaTtb W [AOKYMEHTasbHO OGOPMUTb MPOrPamMmMy HEMPEpPbIBHOIO KOHTPO/A
cTabunbHocTM APC, pesynbTaTbl KOTOPOFO AO/IKHbI UCNOb30BATbCA A1A NOATBEPHKAEHMA YCAOBUIN XPAaHEHUS MpuU
nepecmoTpe CPoKa rogHOCTU AN CPOKA NPOBEeAEHMA MOBTOPHOTO KOHTPOA.

11.51. MeToAMKM UCNbITAHWNI Ha CTAaBUABbHOCTb 40/KHbI ObITb ATTECTOBAHbI.

11.52. Mpobbl Ana KOHTPOAA CTAabUNbHOCTU CnedyeT XPaHUTb B YNAKOBKaX, MMUTUPYIOLWMX KOMMEpYecKkue
ynakosku. Hanpumep, ana APC, noctaBasembiX B MeLLKaX, NOMELLEHHbIX B KapTOHHble 6apabaHbl, npobbl ans
KOHTPOA CTabuabHOCTM MOryT ObiTb YNaKOBaHbl B MELUKU M3 TOro e maTepuasna, nomelweHHble B HapabaHbl,
MEHbLUME NO Pa3Mepy M U3rOTOB/IEHHbIE N3 MOXOXEro UaKM TaKOTo Ke maTepuana, Kak u ana A®C, noctynarowmx B
peanusauumio.

11.53. [na noaTeBepKAeHUA AaTbl NPOBEAEHMA NOBTOPHOIO KOHTPOAA MAM CpoKa rogHocTn ADPC nepsble Tpu
peanusyemble Cepun, Kak MPaBUO, AOMKHbI 6biTb MCMbITaHbl HA CTabWAbHOCTb. Ecan pesynbTaTbl Npeapblaymx
MCNbITAHUI NOKA3bIBAlOT, YTO AaHHaA cepua ADC OyaeT coxpaHATb CTabMAbHOCTL ele He MeHee ABYyX JeT,
OOMNYCKAeTCAa UCNO/b30BaTb MEHee TPeX CEpPUN.

11.54. B nporpammy KOHTPO/A CTabUJbHOCTU eXEeroAHO AO/KHA BKAOYATbCA, NO KpaillHen mepe, xoTa Obl
ofHa cepusa npoussoamMmont ADPC (33 WCKAOYEHMEM C/yyaeB, Korga B 3TOT o4 ee MPOM3BOACTBO He
OCYLLECTBAANOCD).

11.55. Ana A®C c KOPOTKMM CPOKOM FOAHOCTM WCMbITaHMA caefyeT MNPoBOAMTb 4awe. Hanpumep, ana
6uoTexHonormyeckmx/bmonormyecknx n apyrmx APC co CPoOKOM XpaHeHMa oAWMH rog U MeHee npobbl Ha
CTabUNbHOCTL CneayeT oTOMPaTb U UCMbITbIBATL EXEMECAYHO B TEYEHME NMepBbIX 3 MeC. U 3aTeM C MHTepPBasiomM B 3
mec.

Mpy HaAMUYMKM JaHHbIX, NOATBEPKAAOLNX COXpaHeHUe cTabunbHoCTM ADPC, MOXKeT BbiTb PacCCMOTPEH BOMPOC
06 yBeAnYeHMM NepuoanYHOCTM UCNbITaHUI (Hanpumep, NpoBeAeHne UCMNbITaHWi Yepes 9 mec.).

11.56. Ycnosus xpaHeHMs NpU MNPOBEAEHUM WCMbITAHUIA HA CTAabUABbHOCTb [OJXKHbI, NO BO3MOMKHOCTH,
COO0TBETCTBOBATb TPeHOBAHMAM HOPMATUBHOM JOKYMEHTALMM K NPOBEAEHMUIO STUX UCMBITAHWUNA.
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11.6. CpoK rogHOCTM 1 gaTa NOBTOPHOrO KOHTPOAA

11.60. Ecnan npomerKyTOUHbIM MNPOAYKT NpeAHasHayeH Aa1Aa nepemelleHus 3a npeaenbl 30Hbl AeUCTBUA
CUCTeMbl yNpaBAeHUA KayecTBOM MPOM3BOAUTENA W ANA 3TOro NPOAYKTa YCTaHOBAEH CPOK rogHOCTM MAKM AaTta
npoBeAeHWsA NOBTOPHOIO KOHTPOAS, TO cneayeT UMeTb AaHHble Mo ero cTabuabHocTU (Hanpumep, onybiMKOBaHHYO
MHbOpPMaLUIO, Pe3yIbTaTbl UCMbITAHUIA).

11.61. Cpok rogHoct A®C 1 gata NOBTOPHOIO KOHTPOAA AOMXKHbI OblTb OCHOBaHbl Ha pe3yabTaTaX aHaAn3a
OAHHbIX, NOYYEHHbIX MPU UCMbITaHMAX Ha cTabuabHOCTb. O6bI4HO Ana APC Mcnoab3yoT AaTy NOBTOPHONO KOHTPOAS,
a He JaTy CpoKa rogHOCTU.

11.62. OnpeaeneHne npenBapuUTENbHOrO CPOKa rOAHOCTU WAM AaTbl NOBTOPHOrO KOHTposa APC moxker
OCHOBbIBATbCA Ha AaHHbIX MPOU3BOACTBA OMbITHLIX CEPUI B CAeAYHOWMX CAYyHanX:

1) npu Npon3BOACTBE OMbITHLIX CEPUIA UCMOIb30BAIMCh METOAbI, MOAENNPYIOLLME TEXHONOTMYECKUI Npouecc
npu NPOMbILLJIEHHOM NPOU3BOACTBE;

2) KauectBo A®PC cOOTBETCTBYET KauyecTBy MPOAYKLMM, KOTopas byaeT Mpou3BOAWUTLCS B MPOMBbILLAEHHOM
macliTabe.

11.63. Jna npoBeAeHMA NOBTOPHOrO KOHTPOAS AO/KEH MCMONb30BaTbCA 0Opasel, penpe3eHTaTUBHbIA AnA
aToM cepun.

11.7. Apx1BHble 06pasLbl

11.70. YnaKkoBKa M XpaHeHWe apxMBHbIX 06pa3LoB NpesHa3HaYeHbl A1 BO3SMOXKHOW OLLEHKM KayecTBa cepuit
A®C B byaywem, a He A1a NPOBEeAEHUS UCMBbITAHUIN STUX 06Pa3L0B HA CTaBUNbHOCTb.

11.71. MapKupoBaHHble apxMBHble 06pa3Lbl M3 Kaxgoi cepun APC cneasyeT COXpaHATb HE MeHee OAHOro
roga nocne UCTeYeHUa CPOKa rOAHOCTU AaHHOW cepun, onpeaeneHHOro NpousBoAMTENEM, UM B TEYEHME TPex neT
nocne Aatbl peanmsaumm 3TOM Cepun, B 3aBUCMMOCTM OT TOrO, Kakol cpok 6onbwe. Ona APC c gatoit NOBTOPHOro
KOHTPOAS aHANIOTUYHbIE apXMBHble 06pasubl cneayeT XpaHWUTb B TeYeHue Tpex JeT Nocsie Toro, KaKk ata cepus bbina
NMOJIHOCTbIO Peasin30BaHa NPOU3BOANTENEM.

11.72. ApxmBHble 0b6pasLbl JONKHbI XPaHUTLCA B TAaKOM *Ke WUIM B 3KBUBAJIEHTHOM YNaKOBKe, UCMO/b3yeMol
ana A®C, nmbo B ynakoBke, bonee 3alMLIEHHON, Yem YMNaKoBKa, B KOTOPOM peasnsyeTcs 3Ta MNPOAYKUMA.
KonnuecTBo apxmBHbIX 06pa3L,0B A0KHO BbiTb AOCTAaTOYHBIM 418 NPOBEAEHNUA HE MeHee ABYX MOJIHbIX aHa/IM30B B
cooTBeTcTBMM ¢ TpebosaHnamu Papmarkonen AnMbo, B cayyae oTCyTCTBMA COOTBETCTBYHOLWEN papMaKonenHoM cTaTbh,
OBYX MOJIHbIX aHaNIN30B COracHo cneumdUKauuu.

12. AtTectauma (McnbiTaHKUs)

12.1. MonntrKa npoBeaeHuMA aTTectTaumm (UCnbiTaHUR)

12.10. Obuias NoAnTMKa NpPeanpuAaTUA, LEeau M noaxod K npoueccam aTrecTaumu, B T.4. K aTrectauuu
TEXHOJIOTMYECKMX  MPOLLECCOB, METOA0B  OUMCTKM,  QHA/NIMTUYECKMX  METoAO0B, MEeToA4OoB  NpoBeAeHUs
BHYTPUNPOMN3BOACTBEHHOIO KOHTPO/IA, CUCTEM C KOMMNbIOTEPHBIM YNPaBAEHUEM U KOHTPOMEM U UL, OTBETCTBEHHbIX
3a pa3paboTKy, pacCMOTPEHUE, COrlacoBaHUe U OPOPMIEHME KarKAOW CTaaum aTTecTaummn (UCNbITaHWI), OONMKHbI
6bITb 0POPMNEHbI B MTMCbMEHHOM BUAE.

12.11. KaKk npaBwu/io, B xo4e pa3paboTku npouecca (M1 No MMerLmMMea AaHHbIM) A0KHbI BbITb ONpeaeeHbl
KpUTUUYECKME NapamMeTpbl (XapaKTEPUCTUKK) U Npeaenbl UX U3SMEHEHUI, HeobxoaMmble AN obecneyeHns HaaeKHOM
paboTbl. K TaKMm napameTpam OTHOCATCA:

- KPUTUUYECKUNE XapaKTEPUCTMKM, KOTOpPble A0/XKHbI ObITb YKa3aHbl ANa AgaHHOro npoaykTa (APC);

- TEXHOJIOTMYECKME MapaMeTPbl, KOTOPble MOTYT NOB/AUATb Ha KPUTUYECKME XapPaKTEPUCTUKMN KavecTBa ADC;

- NpegesibHble U3MEHEHMA KaXKA0ro KPUTUYECKOro napameTtpa npouecca, Kotopble 6yayT MCNO/Ib30BaTbCA B
X0 TEeKYLLEero Npon3BoACTBEHHOTO KOHTPOA.

12.12. Onepauum, KOTOPbIE CYMUTAIOTCA KPUTUHECKMMM A5 KadecTBa U ynctoTbl ADC, noanerkaT atrectaumu.

He aBnsemcs oduuuansHol nydaukauuel U HoCcUm UHGOPMAUUOHHLIU xapakmep. @  [OCT P 52249-2009 53
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM e A
odpamumbsCa K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



LR
Ny il CLLL i

12.2. [lokymeHTauma no atrecrauum
(ncnbiTanmam)

12.20. Ons Kaxaoro npouecca, noaserkallero atrectauuu, cnegyet paspaboTaTb METOAMKY npoBeaeHus
aTTecTaumm, COrnacoBaHHY0 MeXay CyK001 KayecTsa U APYrMMU OTAENAMU, UMEIOLLMMU K HEe OTHOLLEHME.

12.21. B mMmeToaMKe aTTecTauuMuM [OO/KHbI  ObiTb oOnpegesieHbl  KpUTUYeckue onepauun  (ctagmum)
TEXHOIOTMYECKOro MPOoLEecca U KpUTEPUU NPUEMAEMOCTH, a TaKKe BUAbI aTTecTaumm (Hanpumep, peTpoCcneKTUBHasA,
nepcneKkTUBHan, TEKYL,AA) M KOJIMYECTBO NPON3BOACTBEHHbIX LMKIOB, HEOBX0AMMBbIX 415 MPOBEeAEHUA aTTeCcTaL UK.

12.22. OT4eT 0 NpoBeAeHUM aTTecTalumn AOKEH COAEPKaTb CCbIIKY Ha METOAMKY aTTecTaumm (C yKasaHuem
BCEX 3aMeYEHHbIX OTK/IOHEHW) 1 BbIBOAbI C PEKOMEHAALMAMMK NO YCTPAHEHUIO He4,0CTATKOB.

12.23. /liobble OoTKNOHEHUs OT TpeboBaHNI METOAMKM aTTecTauMmn A0NXKHbI ObiTb 0POPMAEHbl B MMCbMEHHOM
BUAE N YTBEPXKAEHDI.

12.3. 3Tanbl aTTECTaUMM (UCNbITAHWUIA)

12.30. Oo npoBeaeHus paboT no aTtTecTauuM MNPOLLECCOB creayeT MPOBECTM aTTecTauuio KPUTUYECKOro
060pyL0BaHUA M BCMOMOraTe/ibHbIX CUCTEM B HEOBX0aMMOM 0bbeme. Kak NpaBmio, Takyto aTTecTaumio NpoBOSAT B
HECKOJ1bKO 3Tanos.:

- aTtTectauma npoekta (Design Qualification; DQ) - AOKymeHTanbHOe MNOATBEPKAEHWE TOrO, UYTO MNPOEKT
npousBoAcTBa (B T.4. NomelLeHWs, 0boOpyLOBaHME WAW BCMOMOraTesbHble CUCTEMbI) COOTBETCTBYET 334aHUI0 Ha
NPOEKTUPOBAHME U AENCTBYOWMUM HOPMaM;

- aTrecTaumMs ycTaHoBneHHoro obopygoBaHua (Installation Qualification; 1Q) - AoKymeHTasnbHOe
NoATBEPXKAEHNE TOrO, YTO YCTAHOBJEHHOE UM U3MEHEHHOe 060pyAoBaHWE, NMOMELLEHUS MAW BCMOMOrATE/bHblE
CUCTEMbI COOTBETCTBYIOT YTBEPKAEHHOMY NPOEKTY, 334aHUI0 Ha NPOEKTUPOBAHME U AENCTBYIOLLUM HOPMaM,;

- artrectauma oyHKUMOHMpYlowero obopygoBaHua (Operational Qualification; OQ) - AoKymeHTasnbHoe
NoATBEPXKAEHNE TOrO, YTO YCTAHOBJEHHOE UM U3MEHEHHOe 060pyAoBaHWE, NMOMELLEHUS WAW BCMOMOrATe/bHblE
cucteMbl GYHKUMOHUPYIOT HaZ/iexKallunum obpasom B Tpebyemom pexkume;

- aTrectaums B aKcnayatauumn (Performance Qualification; PQ) - AoKymeHTanbHOe NOATBEpPXKAeHMUe TOro, YTo
obopyaoBaHue, MOMELLEHMA N BCOMOraTe /ibHble CUCTEMbI MOTYT PaboTaTb COBMECTHO C HYXKHOM 3G EKTUBHOCTbLIO U
BOCMPOM3BOAMMOCTbIO B COOTBETCTBMMU C YTBEPKAEHHBIMU TPeOOBAHMAMU N XapPAKTEPUCTUKAMM TEXHOIOTMYECKOTo
npouecca.

12.4. AtTectaumsa (McnbiTaHMA) NpoLlecca

12.40. Atvtectaums (MCnNbiTaHWs) nNpouecca - [AOKYMEHTa/bHOe MoATBEPXKAEHWE TOro, 4YTo npoLecc,
NpoTeKalLWmin B npeaenax YCTaHOBJ/IEHHbIX NapameTpos, obecneunBaeT 3¢PeKTUBHOE W BOCMPOM3BOAMMOE
NPOM3BOACTBO MPOMENKYTOUHbIX NpoayktoB M ADC, yAO0BAETBOPAIOLWMX YCTAaHOB/AEHHbIM TpeboBaHUAM WU
nokasaTensm KayecTsa.

12.41. U3 Tpex BUA0B aTTecTalMu NpeanoYTUTEIbHbIM ABAAETCS NePCneKkTUBHAA aTTecTaums.

12.42. MepcneKTUBHYIO aTTeCTaLMIO NPUMEHSIOT A1a Bcex npoueccos npoussoactsa APC, onpeseneHHbIX B
12.12. MepcneKkTUBHan aTTecTauma, ucnoabyemas gas npouecca npounssoactsa A®C, gomkHa ObiTb 3aBeplueHa 40
BbIMYCKa Ha PbIHOK FOTOBOrO JIEKAPCTBEHHOTO CPEACTBA, NPOoM3BeAeHHOro 13 aton AGC.

12.43. TeKywana aTtrectauMa MOXET NMPOBOAUTLCA MPU OTCYTCTBUM AAHHbLIX O MOBTOPHbLIX TEXHOAOTMYECKUX
UMKNAxX. 9TO MOXKeT BbiTb 00yC/NI0BAEHO NPOM3BOACTBOM TOJIbKO OrPaHMYEHHOro Yncaa cepuin AOC, HeperyaapHbim
npoussoactsom cepuii AOC nam npomnssogcteom APC ¢ MCcNosb3oBaHMEM ATTECTOBAHHOIO Mpouecca, B KOTOPbIA
6blM BHeceHbl M3MeHeHuA. [lo 3aBeplieHus Tekyuwen artrectaumm cepum ADC moryT ObiTb BbINyLWEHbl U
MCNO/Ib30BaHbl 418 NPOM3BOACTBA FOTOBbIX /IEKAPCTBEHHbIX CPEACTB A1 UX PEeasM3aummn Ha pbiHKE HAa OCHOBAHUMU
TLWATENIbHOrO HEMPEPbLIBHOFO KOHTPOA U NPOBEAEHUA UCMbITAHWUI 3TUX cepuii ADC.

12.44. PeTpOCMNEKTUBHYIO aTTECTALMIO MPUMEHAIOT KaK MCKOYEHME A1 XOPOLO OTNAXKEHHbIX NPOoLEecCcos,
KOTOpble He NpeTepneBasiv 3HaYUTE/IbHbIX U3MEHEHUIN AnA KadectBa ADC 13-3a U3IMeHeHUI CbipbA, 060pPYyA0BaHUS,
CUCTEM, YCTPOMCTB MAN NPUMEHAEMOrO TEXHONOMMYECKOro npouecca. ITOT BUA aTTecTalMM MOXKET UCMOb30BaTbCA B
TOM C/lyyae, ecau:
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WHdpacTpykTypa MHHOBAUWIA

1) onpeaeneHsbl KpUTU4YecKme
XapaKTEePUCTMKKN KayecTBa U KpUTMYECKME NapamMeTpbl NpoLecca;

2) ycTaHOB/IEHbI COOTBETCTBYOLME BHYTPUNPON3BOACTBEHHbBIE KPUTEPUN NPUEMIEMOCTU U KOHTPOAA;

3) oTcyTcTBOBAAM CyLecTBEHHble cbou B Xo4e npouecca (KayecTse NPoAyKLMM) NO NPUYMHAM, HE CBA3AHHbIM C
owmnbKamm onepaTopa UaM oTKazamm 060pya0BaHMUA;

4) ycTaHOB/IEH COCTaB Npumecel ana cyuiecteyrowmx APC.

12.45. Cepum npoaykumm, oTObpaHHbIE [N NPOBELEHMA PETPOCMEKTMBHOM aTTecTaumu, LONXKHbI
npeacTaBnaTb cobol penpe3eHTaTUBHYO BbIDOPKY U3 BCEX CEPU, MPOU3BEAEHHbIX 338 PAaCCMaTPUBAEMbIA NeEPUOS,
BPEMEHMW, B T.4. BCEX CEPUIA, KOTOPbIE HE COOTBETCTBOBANM TPeboBaHUAM cneundurKaunii. Yncno asTmx cepunin Ao0NKHO
6bITb AOCTAaTOYHBIM A1A NOATBEPHKAEHNA cTabunbHOCTM npouecca. MNpu NnpoBeaeHMM PeTPOCNEKTUBHOM aTTeCTaumm
JONYCKAeTCA UCNO/1b30BaTb apXUBHble 06pasLbl.

12.5. Mporpamma aTrectauuu (McnbiTaHUIA) npoLecca

12.50. Yvcno npomnsBOACTBEHHbIX UMKAOB AN MPOBEAEHUs aTTecTaumn (MCMbITaHUIA) 3aBUCUT OT C/IOXKHOCTU
npouecca WAM XapaKTepa W3MEHeHMs napameTpoB npouecca. [na npoBeneHUs NepCcrnekTUBHON U TeKyliein
atrectauMmM cneayetr MWCMNONb30BaTb He MeEHee Tpex Moc/iefoBaTe/lbHO MPOU3BEAEHHbIX CEPUA MNPOAYKLUUK
HagneKallero Kayectsa. OAgHaKo MOryT 6bITb C/ly4au, NPU KOTOpPbIX A4 [A0KasaTenbCTBa CTabuibHOCTM npouecca
MOryT noTpeboBaTbCA AOMOJHUTENbHbIE MNPOU3BOACTBEHHbIE UWMKAbI (HAanNpUMEpP, CNOXKHbIE WAM ANUTENbHbIE
npoueccol nponssoactea APC). Mpu peTpoCneKTUBHbIX UCMbITAHUAX ANA NOATBEPXKAEHMA CTabUNbHOCTK npouecca
nccneaytoT gaHHble 10 - 30 nocnenoBaTeNbHbIX cepUit NpoayKumn. Mpu HanMYMM 0H6OCHOBAHUA 3TO YMC/IO MOMKET
6bITb YMEHbLUEHO.

12.51. B xope atrectauuu (UCnbITaHWI) Npouecca cnedyeT KOHTPO/IMPOBATb €ro KPUTMUYECKUE MapameTpbl.
MapameTpbl npouecca, He CBfA3aHHble C KayecTBOM MPOAYKUMW (Hanpumep, pacxof 3HEeprMn WAM CPOK
ncnosb3oBaHMA 060pya0BaHMA), 4OMYCKAETCA He BKAOYaTb B NPOLECC aTTecTauum.

12.52. ATTectaums npouecca A0MKHA NOATBEPANUTb, YTO YCTAHOBNEHHbIN cocTaB npumecennt APC HaxoauTca B
Aonyctumbix npegenax. CoctaB npumeceit (KaueCTBEHHbIM U KOAMYECTBEHHbIN) A0/XKeH ObiTb aHaforMyeH uau
Nlydlle cocTaBa nNpumecei, YCTaHOBAEHHOMO MO NPeaplAyLUMM AaHHBIM, UK, TAe NPUMEHUMO, BbITb Ny4ylle COCTaBa
npuMmecen, YCTaHOB/JIEHHOrO MNpu pa3paboTKe TeXHOJIOTMYEeCKoro npouecca, Uan npoduas NpuMecen B cepusx
NPoAYKUMMU, NpeaHa3HaYeHHbIX 415 NPOBEAEHUA KNNHUYECKUX UM TOKCUKONOTMYECKUX UCCNEef0BaHUN.

12.6. Nepmoanyeckas oLeHKa aTTeCTOBaHHbIX (MCMbITaHHbIX) CUCTEM W MPOLECCOB

12.60. Cuctembl U npoueccbl cnegyeT NepuoaMYEecKM OLEeHMBaTb ANA NOATBEPXAEHMA TOro, YTO OHMU
npogosKatoT pabotaTtb B aTTecToBaHHOM pexXume. oBTOpHaA aTTecTaumsa He TpebyeTca, ecin B CUCTEMY WK
npouecc He 6bl10 BHECEHO HUKAKUX CYLLECTBEHHbIX M3MEHEHUIA U aHANM3 KayecTBa NPOAYKLMN NOATBEPKAAET, YTO
3Ta cucTema Wam npouecc ctabuabHO NPON3BOAAT NPOAYKLMIO B COOTBETCTBMU C YCTAHOBNEHHbIMK TpeboBaHUAMMU.

12.7. ATTectayma meTo40B O4YUCTKHU

12.70. Kak npasBwno, cieayeT NpoBoAuTb aTTecTauuMio MeTOAO0B OYMCTKU. OBbIYHO aTTecTauuio MeToao0B
OUYMCTKM NPOBOAAT B CAyYasiX, KOrAda 3arpsisHeHUe UaM NepeHoc MaTepuanos NpeacTaBAAoT HauboNbLIMIA PUCK ANs
KayectBa APC. Hanpumep, Ha paHHUX CTaauAX NPOM3BOACTBA MOMKET OKa3aTbCA HEHY)KHOM aTTecTauMa MeToaoB
OUYNCTKM 060pya0BaHMA, €CIN BCE OCTAaTKM yAANAKTCA NOCAeAYOWMMM onepaLmaMmn OUNCTKN.

12.71. ATtTectaumMa MeTOAO0B OYMUCTKM O0/AXKHa OTparkaTb (GaKTUYECKUI  XapaKTep MCNo/b30BaHUA
obopynoBaHua. Ecan Ha oaHOM M TOM e 060pyA0BaHMM MPOU3BOAATCA PasindHble APC MAKM NPOMENKYTOYHbIE
NPOAYKTbl MU OYMUCTKA 3TOro 060pPYyAOBaHUA NPOBOAUTCA OAHUM U TEM Ke cnocobom, To ANs aTTecTaummn OUYUCTKU
MOKeT 6bITb BbIOpaH penpe3eHTaTUBHbIN 0bpaseL, NpoMeKyTouHoro npogyKkra nam A®C. 3T1oT BbIbOp A0MKEH ObITb
OCHOBAH Ha CBOWCTBAaX PacTBOPUMOCTM BELLECTBA M TPYAHOCTM €ro OYWMCTKM, a TaK¥Ke Ha pacyete AOMNYCTUMbIX
npeaenbHbIX 3HAYE€HNM OCTAaTKOB Ha OCHOBE €ro aKTUBHOCTM, TOKCUYHOCTU U CTabUNBHOCTH.

12.72. MeTogMKa aTTectalmMm OYMUCTKM OOJ/IKHA COAEPrKaTb XapaKTepuUCTUKY obopynoBaHMA, noaserallero
OUYMCTKE, MOPALOK OYUCTKM, MepeyeHb MATEPMANOB, AONYCTUMble MNpenesbHble 3HAYEeHUs YUCTOTbl, MapameTpbl,
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WHdpacTpykTypa MHHOBAUWIA

KOTOpble c/neayeT KOHTPOAMpOBaTb, U
NPUMeHseMble aHaNUTUYEeCKMe meToabl. B MeToguKe TakKe c/edyeT yKasaTb BUA oTbuMpaembix nNpob, meTtoapl ux
0TH60pa M MapKUPOBKM.

12.73. s onpeneneHma pacTBOPMMbIX U HEPACTBOPMMbIX OCTaTKOB Npu oTbope npob cnegyeT UCnob3oBaTtb
TaKMe MeToAbl, KaK B3ATME Ma3KoB, CMbIBOB WM a/ibTepPHATMBHbIE MeToAbl (Hanpumep, NPSMYIO SKCTPaKLUMIO).
Ucnonb3yemble metoabl 0T60pa Npob A0NKHbI NO3BOAATE NMPOBOAUTL KONMYECTBEHHOE OMNpeaeNeHne OCTaTKOB Ha
NOBEPXHOCTU 0OOPYyAOBAHUA MOCAe ero o4ucTkM. OT6op npob nyTem B3ATMA Ma3KOB MOMKET ObiTb He Bcerga
NPUMEHUM, €CAM MOBEPXHOCTM KOHTAKTa C NPOAYKTOM ABAAIOTCA TPYAHOLOCTYMHbIMM M3-3a OCOBEHHOCTEMN
KOHCTPYKUMM 060pyaoBaHMA U/MAN orpaHuYeHmnin npouecca (Hanpumep, BHYTPEHHUE MOBEPXHOCTM LWIaHroB, TPy6,
COCY[0B, PEaKTOPOB C ManeHbKUMW OTBEPCTUAMM) UAWU MpU pPaboTe C TOKCUYECKUMU MaTepuasamu, a TaK¥Ke C
ManiorabapuUTHbIM CNOMKHbIM 060pyA0BaHNEM (HaNnpUMeEp, C USMENBUYUTENSAMU N NCEBACOKUKUTENAMN).

12.74. CnepgyeT WCNONb30BaTb aTTeCTOBaHHble aHaAUTUMYEcKMe MmeToapbl, obsagatowme [A0CTAaTOYHOM
YYBCTBUTENIbHOCTbIO AN1A OnpegeneHns AOnyCTMMOrO YPOBHA OCTaTKOB WMAWM 3arpAsHeHWi. [lna Kaxaoro metosa
cnepyet onpenenntb ero BOCMPOM3BOAMMOCTb. lpedenbHble AOMYCTUMbIE KOIMYECTBA OCTATKOB A0/IKHbI ObiTb
peanbHO AOCTUMKMMbIMU, NPOBEPAEMbIMW U OCHOBbIBATLCA Ha OCTaTKe Hanbonee onacHoro BewecTsa. MpeaenbHbie
AONYCTUMblE YPOBHWU OCTAaTKOB MOTYT YCTaHaB/AMBATbCA HA OCHOBE MMHWMMAa/IbHOW U3BECTHOM hapMaKOo/I0rMyeckon,
TOKCUMKONIOrMYecKol nnmn pusmonormyeckon aktmsHoctn A®C nnmn ee Hambosiee oNacHOro KOMMNOHEHTa.

12.75. ns npoLeccoB, B KOTOPbIX CYLLECTBYET OrpaHMYeHME Ha obliee MUKPOBHOE 3arpasHeHne Nan ypoBeHb
3HAOTOKCUHOB B ADC, nnan apyrnx npoLeccos, A1 KOTOPbIX TaKoe 3arpsisHeHUe MOXKEeT NpeacTaBAAaTb 0MNacHOCTb
(Hanpumep, npu npounsBoacTse HecTepubHbiXx ADC, Mcnonb3yemblx B MPOU3BOACTBE CTEPUbHbLIX NpenapaTtos),
aTTecTauma OUNCTKU (ae3nHbeKkummn) o6opyaoBaHUS A0NXKHA BKAOYATb B cebA onpeaeneHne ypoBHSA 3arpasHeHuns no
MWKPOOPraHM3Mam 1 3HAOTOKCUHAM.

12.76. MNocne npoBeaeHMA aTTecTauMM MEeTOoAbl OYMCTKM [OO0/KHbI KOHTPOJIMPOBATLCA C onpeaeneHHom
NepuoaMYHOCTbIO AN NOATBEPMKAEHUS TOrO, YTO OHWM COXPAHAIT 3PPEKTUBHOCTL NPU UCNONb30BAHUN B TEKYLLEM
npoussoacTBe. YucToTy 000PYAOBAHUA MOMKHO KOHTPOJIMPOBATb AHANUTUYECKMMM METOoZaMM, a €ecan 3To
OONYCKaeTca, - NyTem BM3yasibHOrO OCMOTPa. BM3yanbHbI OCMOTP NO3BOAAET onpeaenntb 6osbluMe CKOMAeHUsA
3arpA3HEHU Ha MasblX MAOWAAAX, KOTOpble MOryT OCTaBaTbCA HeobHapyXeHHbIMW npu oTbope npob wn/uau
npoBeLeHUN aHAIN30B.

12.8. ATTectauma aHaIUTUYECKMX MeTOA0B

12.80. CnegyeT npeaycmaTpmBaTb aTTeCTaLMiO aHa/IMTUYECKMX METOAOB, 33 MCKAOYeHNeM dapmMaKonenHbIxX
WAN  APYrUX YTBEPXKAEHHbIX METOAO0B. B Ka)KAOM KOHKpeTHOM c/ny4vae cnepyeTr NoaTBepautb M opopmMuTb
OOKYMEHTa/IbHO NPUrOAHOCTb KaXKA0ro NpMMeHAeMoro aHaIMTM4eckoro metoaa.

12.81. Mpu aTTectaumm aHaANUTUYECKUMX MeTOA0B caeayeT MPOBepATb XaPaKTePUCTUKMK, BKAKOYEHHble B
PykosoacTeo ICH no atrectaumm aHanuTUYecKMx metoaos. O6bem nccneaoBaHUiA, BbINOJHAEMbIX NPU aTTecTaumm
aHaNUTUYECKMX MeTOA0B, AOJI}KEH COOTBETCTBOBATL Le/IAM aHa/iM3a U cTaauu npouecca npomssoacrsa A®C.

12.82. Tllepes Havyanom aTrecTtauuMm  aHaNUTUYECKMX METOAOB  cnefdyeT  MPOBECTU  aTTecTaumio
COOTBETCTBYHOLLLErO aHANUTUYECKOro 060pyA0BaHMA.

12.83. NMpoTOKONbI BCEX M3MEHEHWIN, BHOCUMbIX B aTTECTOBAHHbIA aHA/IMTUYECKUI METof, ChefyeT COXPaHATD.
B npoToKonax A0/KHbl OblTb YKasaHbl MPWYMHA, M3-32 KOTOPOM ObINO BHECEHO W3MEHEHME, M [AaHHble,
noATeep}KaatoLwme, YTO TOYHOCTb U AOCTOBEPHOCTb Pe3yNbTaToB, NOAYYEHHbIX NOC/Ae BHECEeHUA 3TOro U3MEHEHMUs,
COOTBETCTBYIOT XapaKTepUCTMKamM aTTeCTOBaHHOIo MeToaa.

13. KOHTpO/1Ib U3MEHEHUI

13.10. Ha npegnpuAaTMK AONKHA ObITb BBEAEHA U AOKYMEHTaIbHO OPOPMIIEHA CUCTEMA KOHTPOIS USMEHEHWI,
CNOCOBHBIX BAMATL HA NPOU3BOACTBO M KAYeCTBO NPOMENKYTOUHbIX NPOAYyKTOB M ADC,

13.11. fokymeHTanbHOEe 0POPMIEHNE, PACCMOTPEHWNE U YTBEPKAEHMNE U3MEHEHUI B Cbipbe, cneumuduKaLmsx,
aHA/IMTUYECKNX METOZaxX, MOMELLEHMAX, BCMOMOraTe/IbHbIX CUCTeMax, 060pyLoBaHUM (B T.4. B KOMMbIOTEPHOM
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obopyanosaHuu), TEXHONIOTMYECKUX
CTaguAx, neyaTHbIX WM YMAKOBOYHbIX MaTepuanax M KOMMbIOTEPHbIX MPOrpammax [AO/KHbl BbIMOAHATLCA MO
YTBEPXKAEHHDBIM MHCTPYKLUAM.

13.12. Bce npeanoxeHus no M3MeHeHUsaM, Kacatowmmcs cobnogeHuns TpeboBaHMM HACTOALWEro CTaHAApTa,
OO/MKHbI BbITb NOAFOTOB/IEHbI, PACCMOTPEHbI U COMAacoOBaHbl C COOTBETCTBYIOWMMM NOAPA3AENEHUAMU U CAyKOOWM
KayecTBa.

13.13. CneayeT OUEHUTb BO3MOMKHOE BAMAHME MPEAJSIONKEHHbIX U3MEHEHUM Ha KayecTBO MPOMEXKYTOUYHbIX
npoayktos n APC. Mpn 3TOM MOXKET NPOBOANUTLCA KnaccPUKauma U3MeHeHUn gna onpegeneHma obbvema pabot
npw atrectaumn. MameHeHns moryT 6biTb KnaccuduUUMpoBaHbl (HanpuMep, Kak He3HAYNUTE/IbHbIE UK CYLLECTBEHHbIE)
B 3aBMCMMOCTM OT UX XapaKTepa WU CTENEHWU BAUAHUSA, KOTOPbIE 3TU M3MEHEHUA MOTYT OKa3aTb Ha AaHHbIN npouecc.
Cnepyet onpepenntb M 06OCHOBATb, KakMe AOMNOJHUTE/IbHbIE MCNbITAHWMA W aTTeCTalLMOHHblE WUCCAeLO0BaHUSA
HeobXxo4MMbl ANA NOATBEPHKAEHUA BO3SMOXKHOCTU BHECEHUA NUSMEHEHUI B aTTECTOBAHHbLIN NpoLiecc.

13.14. MNpyn BHECEHUU U3MEHEHUI CcneayeT NPUHATb MepPbl MO NEPECMOTPY BCEX AOKYMEHTOB, Ha CoAep»KaHune
KOTOPbIX BIUAIOT 3TN U3MEHEHMUSA.

13.15. MNocne BHeCEHMA U3MEHEHUI CieAyeT OLEHUTb KauyecTBO MepBbIX Cepuit NPoayKLMU, NPOU3BEAEHHbIX
WM UCMbITAHHbIX C Y4ETOM 3TUX UBMEHEHUN.

13.16. CneayeT OUEHNUTb BO3MOMXKHOCTb BAUAHUA KPUTUUYECKMX N3MEHEHWUIA HA YCTAHOBAEHHbIE CPOKM FOAHOCTH
WAKM  AaTy NOBTOPHOro KOHTponsA. Mpu HeobxoaAMmMoCTM 06pasubl MPOMEXKYTOUYHbIX MNpPoAyKToB uan AdPC,
npousBefeHHbIX Mo MoaMPUUMPOBAHHOMY MpoLeccy, MOryT ObiTb BKAKOYEHbI B MPOrpaMmMy YCKOPEHHOro
onpeaeneHuns ctabunbHOCTM U/MAK B NPOrpammy HenpepbIBHOTO KOHTPOAA cTabuabHOCTU.

13.17. Bce npousBoAUTENM TOTOBbIX /IEKAPCTBEHHbLIX CPEACTB, KOTOPbIM nocTaBnstoT ADPC, AoMKHbI 6bITb
M3BELLEHbl 06 M3MEHEHUAX YCTaHOBJIEHHbIX METOA0B NPOM3BOACTBA M KOHTPOJIA KayecTBa, CMOCOOHbIX OKasaTb
B/INSIHNE Ha KavecTBo ADC.

14. OTKNoHeHMe 1 nepepaboTka maTepunasnos

14.1. OTKNoHeHUe

14.10. CnepyeT BbINONHUTb MAPKUPOBKY MPOMENKYTOUYHbIX MpoayktoB m A®PC, He ya0BAETBOPAHOLLUNX
TpeboBaHMAM cneundmrKaLmii, 1 NOMECTUTb UX Ha KAPaHTUHHOE XPaHEeHWe. ITU NPOMEKYTOYHble NPoayKTbl 1 ADC
MOryT OblTb BHOBb WMCMO/Ib30BaHbl B MPOWU3BOACTBE MM HanpasieHbl Ha NepepaboTKy B MPUBELEHHOM HUXKe
nopagke. OKoHYaTeslbHOE pelueHue 06 UCNO/Ib30BaHUU (YTUAU3ALMU) OTKIOHEHHbIX MaTepuasnoB OO/MKHO ObiTb
odopMIEHO JOKYMEHTaNbHO.

14.2. NMoBTopHaa 0bpaboTka

14.20. Kak npaBuno, A0MNycKaeTcs MOBTOPHOE WMCMO/b30BaHME MPOMEXKYTOYHbIX NpoayktoB u APC (B T.u.
MaTepranos, He yA0BAETBOPAOWMX TpeboBaHMAM cneumouKkaLmmn) B NPOU3BOACTBE M MX NOBTOPHasA 06paboTka
nyTeM MOBTOPEHMA CTaAMM KPUCTANAM3aLUMW UAW  APYTUX OUSUYECKMX WAW XMMMUYECKUX cTaguit 06paboTku
(Hanpumep, auctunnaumns, GuUAbTPaLMA, XpomaTtorpadus, U3MesbYeHME), BXOSALLMX B TEXHOOMMYECKUIA npoLecc.
OfHaKo B TOM C/lyyae, ecav Takue onepaumy NPoBOAAT NPU NPOU3BOACTBE BONbLUIMHCTBA CEPUIA NPOAYKLMM, OHU
AONKHbI BbITb BK/KOYEHbI B MPON3BOACTBO B KaUYeCTBE OTAE/NbHOMN CTaaAnM NPUHATOrO TEXHOIOTMYECKOro npoLiecca.

14.21. NpoaonkeHne TEXHONOTMUYECKOWN CTaAnM NOCAE TOTO KaK BHYTPUMNPON3BOACTBEHHbI KOHTPO/b NOKa3ar,
YTO 3Ta CTaAMA ELLE He 3aBepLUeHa, PacCMaTPUBALOT KaK Y4acTb NPOLECCa M He CYMTALOT NOBTOPHOM 06paboTKoM.

14.22. BBeaeHue He BCTYNMBLUEro B peakUMIO maTepuana BHOBb B MPOLLECC M MOBTOPEHWE XUMWYECKOM
peaKkuMu CYMTaloT MOBTOPHOM 06PabOTKOM, ecnu Takan onepaLmsa He ABAAETCA YacTblo TEXHOIOMMYECKOro npouecca.
Takolt noBTOpHOM 06paboTKe [OJ/IKHA NpesecTBOBaTb TWATE/NbHAA OLLeHKa, rapaHTUPYOLWas, 4YTO KayecTsBo
NPOMEXKYTOUYHbIX NPOAYKTOB U ADPC He yxyaluWTcA BCAeACTBME BO3MOXKHOIO 06pa3oBaHMA NOOOYHbIX MPOAYKTOB U
BELLECTB NPU AaNbHeNLIEeM NPOTEKAHUN peaKLUM.

14.3. NepepaboTKa
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14.30. Nepen NpUHATMEM peLleHna o
nepepaboTke cepuM NPOAYKUMW, He COOTBETCTBYIOLLEM YCTAaHOBAEHHbIM TpebOBaHUAM, cneayeT MpPoOBeCTU
paccnefoBaHWe NPUYMH TAKOTO HECOOTBETCTBUA.

14.31. OnAa cepuii NPOAYKUMW, MOAYYEHHbIX B pe3ynbTaTe nepepaboTKu, cnesyeT MPOBECTU €€ OLEHKY,
MCNbITAaHUA W, NPU HEOBXOAMMOCTM, - WCMbITaHMA HA CTabWUAbHOCTb C AOKYMEHTaNbHbIM OdOpMIEHMEM p[NA
NoATBEPKAEHMA COOTBETCTBMA €e KayecTBa KayecTBy MpoAyKuuMM, npousBeseHHOW no 6as3oBoi TexHonoruu. Ans
MeTOAMK nepepaboTKM MOXKET NCMOIb30BATLCA NOAX0A TEKYLLEN aTTeCTaLUKN. ITO NO3BOAAET OTpPaboTaTb METOANKY
N onpegenntb OXnpaemble pesynbTaTbl. [LONycKaeTca eANHUYHBIN BbIMYCK cepun nepepaboTaHHON NpoayKuMu Ha
OCHOBAHWM OTYETA O ee NPOM3BOACTBE.

14.32. Cnepyet pa3paboTaTb METOAMKU CPaBHEHWUA COCTaBa MPUMECEN B KaXKAoh cepum nepepaboTaHHOMN
NPOAYKUMM C COCTAaBOM NPUMECEN B cepuax MNpPoAyKUMM, Npou3BefeHHbix No 6asosoi TexHonoruu. Ecnm ana
OMUCAHUA XapaKTepPUCTUK cepumn nepepaboTaHHOM NPOAYKUMM HeAOoCTAaTOYHO OObIYHOro Habopa aHaANUTUYECKUX
MeTO/0B, CNeayeT NPUMEHATb ONONHUTENIbHbIE METOAbI.

14.4. PereHepauma maTepu1anoB 1 pacTBoputTeneu

14.40. JonycKaeTcs pereHepauma peakTMBOB, NPOMEKYTOUHbIX NPoAYKTOB nnan ADC (Hanpumep, U3 MaTOUYHbIX
pacTBOpoB WMAM UALTPATOB) MPU HAAUUMKM YTBEPKAEHHbIX METOAMK pereHepaumm M COOTBETCTBMA KayecTsa
pereHepuMpoOBaHHbIX MaTePUAIOB YCTaHOBNEHHbIM TPEOOBaHUAM.

14.41. lonyckaeTcA pereHepauma n NOBTOPHOE UCMOJIb30BAaHWE pacTBOpUTEsEel B TOM UKW ApYyrom npoLecce
Npu yCI0BMW KOHTPOJIA MPOLECCOB WX pereHepaumm U MNOATBEPXKLEHUA COOTBETCTBMA pacTBOpUTEnein
YCTaHOB/IEHHbIM TPeBOBaHUAM A0 MX MOBTOPHOMO MCMOJ/Ib30BaHMA MU CMELUMBAHMUA C APYTMMU MaTepuanamm.

14.42. [lonycKaeTca CMeLUMBaHNE CBEXKEMPUIOTOBJIEHHbIX U PereHepUpPOBaHHbIX PaCTBOPUTE/IEN U PEaKTUBOB,
€c/I NPU UCMbITaHUAX Bblia YCTAHOBAEHA BO3MOMHOCTb MX MPUMEHEHMA BO BCEX TEXHONOTMYECKUX MpoLeccax, B
KOTOPbIX OHM MOTYT UCNO/1b30BATLCA.

14.43. Wcnonb30BaHUE  pereHepuMpoBaHHbIX  pPacTBOpUTENEN,  MaTO4YHbIX  PaAcTBOPOB M APYrux
pereHepMpoOBaHHbIX MaTEPMANOB 4OKHO ObITb 0POPMAEHO AOKYMEHTANBHO.

14.5. Bosspart

14.50. Bo3BpallLeHHble NPOMEKYTOUYHbIe NPOAYKTbl A APC fOMKHbI MMETb COOTBETCTBYHOLLLYIO MAaPKMPOBKY U
nomeuwlaTbCA Ha KapaHTUHHOE XpaHeHUe.

14.51. Ecam ycnoBuA, B KOTOPbIX XPaHWIUCL WUAW TPAHCNOPTUPOBAJIMCL BO3BPALLEHHbIE MPOMENKYTOUYHbIE
npoAayKtol uam A®C o wmam B npouecce UX BO3BPATa, MM COCTOAHME MX YMNAKOBOK BbI3bIBAlOT COMHEHMA
OTHOCUTENbHO KayecTBa 3TUX MaTepMasioB, TO BO3BPALLEHHbIE NPOMENKYTOUHbIE NPOAYKTbl nan APC fonKHbI ObITb
nepepaboTaHbl, NOBTOPHO 06pPaboTaHbl AN YHUYTOXKEHbI B YCTAaHOBIEHHOM MOPAAKE.

14.52. CnepyeT XpaHWTb MPOTOKO/bI 0060 BCEX BO3BPALLEHHbIX MPOMENKYTOUHbIX NpoayKTax uanm A®C.
MpOTOKON KaXKA0ro Bo3BpaTa AOMKEH coaepXaTh:

- HAMeHOBaHWe 1 agpec rpysononyyarens;

- HAUMEHOBAHWE MPOMEXKYTOYHOTo NpoayKTa unnm APGC, Homep cepun 1 BO3BPaALLEHHOE KOINYECTBO;

- MPUYNHY BO3BpPaTa;

- YKa3aHue Ha NCMOo/Ib30BaHNE MU YHUUTOXKEHME BO3BPALLEHHOMO NPOMENKYTOUYHOrO NpoaykTa nan AGC.

15. Peknamauumn u oT3bIBbl

15.10. Bce peKknamauMm Mo KauyecTBy, MOJYYEHHble B YCTHOM WAW MUCbMEHHOM ¢opme, LOMKHbI
PerucTpMpoBaTbCA U pPacc/iefoBaTbCA B COOTBETCTBUM C YTBEPKAEHHOM UHCTPYKLMEN.

15.11. MpOTOKO/Ibl PaCCMOTPEHUA peKNamaumii 4ONXKHbI BKAOYaTb B cebs:

- UMA, OTYECTBO M GaMMANIO, A TaKKe aapec LA, NPeabABUBLLETO PEKAMALNIO;

- UMA, OTYECTBO M GaMMANIO, @ TaKKe JOMKHOCTb U HOMep TesledoHa N, MPUHABLLEFO PEKAaMALLUIO;

- CYTb peKsamMaumm (C yKasaHMeM HauMeHOBaHUA U Homepa cepun ADC);
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- 4aTy NOCTYNNEeHUA peKnamaunm;

- NepBOHaYaIbHO NPUHATLIE MepPbI (C YKa3aHWEM OTBETCTBEHHbIX UL, U AaTbl);

- JanbHelwune gencTeuns;

- OTBET Ha peKkaamaLMio (C yKasaHMeM AaTbl OTNPABKKU OTBETA);

- OKOHYaTeNbHOEe peLleHne No Cepun UAM NAPTUN NPOMEKYTOUHOro matepuana unam APSC.

15.12. TpOTOKOAblI PACCMOTPEHMA PeKNamaumin cnenyetr XpaHwuTb ANA OLEHKU TeHAEHUMI, 4acToTbl M
CEepPbe3HOCTM peKknamaumii No AaHHOMY NPOAYKTY U MPUHATUA AOMOJIHUTENbHbIX U CPOYHbIX MEP MO YCTPAHEHULO
HeAO0CTaTKOB.

15.13. PeweHune 06 oT3biBe caeayeT NPUHMMATb Ha OCHOBE MHCTPYKL MUK, Onpeaenstolen ycaosms oT3bliBa.

15.14. B WHCTPYKUMM MO OT3bIBY MNPOAYKUMM AOMKHbI OblTb YKasaHbl /Mua, y4acTBylOWMe B aHaause
noctynuelein uMHPopmaumm, npouesypbl Havana OT3biBa NPOAYKLMM, KPyr WU, KOTOPbIX caeayet
nponHdopmupoBaTb 06 0T3bIBE, U NOPALOK UCMONb30BAHMA (YTUAU3ALMM) OTO3BAHHOTO MaTepurana.

15.15. B cnyyae cepbe3HOM MAM MNOTEHUMANbHOM OMACHOCTM ANA  KM3HW  HaceneHua cnepyet
NPOMHGOPMMPOBATbL MECTHbIE, HAaLMOHa/bHbIE U/UAN MeXKAYHapOAHble KOMNETEHTHbIe OpraHbl U 06PaTUTLCA K HUM
¢ npocbboii 0 cogencTeunu.

16. PaboTa No KOHTPaKTy (B T.4. NpoBeAEHNE aHaNN30B)

16.10. Bce npowussoguTenun, paboTalowme MO KOHTPaKTy (B T.4. nabopatopuu), AOAXKHbI BbINOAHATH
TpeboBaHMA HacToAwero craHgapTa. Ocoboe BHMMaHMe AOMKHO OblTb yAeNeHO BOMpPOCam MNpesoTBPALLEHMSA
NnepeKpecTHOro 3arpsasHeHMs U obecneyeHmto NPOCAEKNBAEMOCTH.

16.11. 3aKa3uMK [O/KEH OLEHUTb CNOCOBHOCTb NOAPAAYMKA OCYLLECTBAATb HAa MecTe AeNermpoBaHHble emy
onepauum B COOTBETCTBMM C TPeHOOBAHUAMM HACTOALLErO CTaHAAPTa.

16.12. OTBETCTBEHHOCTb 3aKa3umMKa M NoapaaYMKa 3a cobnogeHme TpeboBaHNIN HACTOALWErO CTaHAAPTA, B T.u.
no obecneyeHuno Ka4yecTsa, 4OKHa ObITb onpeaeneHa B KOHTPaKTe (A0roBope) mexay HUMMU.

16.13. [orosop A[o0/KEH NO03BOAATb 3aKa3uMKy MNPOBOAUTL ayaAUT NPOM3BOACTBA NO4pPALYMKA HA ero
COOTBETCTBME HACTOALLEMY CTAHAAPTY.

16.14. Ecnn ponyckaeTtca paboTaTb No AoroBopy cybnoapsaa, To NoApaAUYMK He O0/KEeH nepenasartb TPETbel
CTOPOHE HMKAKOM YacTu paboTbl, NOPYYEHHOWN eMy 3aKa3uMKom, 6e3 npeaBapuTeIbHOIro COrIacoBaHUA C HAM.

16.15. MpownssoacTBeHHbIE M NabopaTOpPHbIE MPOTOKOJIbl AOKHbI XPAaHUTBLCA B MeCcTax NpoBeAeHMA 3TOro Buaa
OeATeNbHOCTU U BbITb IETKO AOCTYNHbIMM.

16.16. He gonycKaeTcs BHECEHWE U3MEHEHWI B TEXHONOIMMYECKUn npouecc, obopyaosaHue, cneunduKaumm,
MeTOZbl UCMbITaHWUI U Ap., OTHOCALLMECH K NPeaMeTy A0roBopa, 6e3 coriacoBaHUs € 3aKa34MKOM.

17. Peanusaumn, xpaHeHue, NepeynakoBKa 1 NepemapK1MpoBKa

17.1. ObnacTb NpUMeEHeHUA

17.10. 3TOoT pas3gen OTHOCUTCA K N0ObIM AeNcTBUAM (32 MCKAOYEHWEM MNPOM3BOACTBA), CBSA3AHHbIM C
peanusaumen, XxpaHeHNeM, NepeynakoBKON N NepeMapKMpPOBKOM NPOMENKYTOUHbIX NPoAyKTOB nan APC.

17.11. Bce /AuMua UM opraHuM3auuu, CBA3aHHble C peanusaumen, XpaHeHWem, MepeynakoBKON W
nepemapKMpoOBKOM NMPOMEKYTOUHbIX NPoAyKTOB UanM ADC, fomKHbI cobatoaaTh TPeboBaHUA HACTOALLErO CTaHAApTa
W, B YaCTHOCTM, JAHHOTO PYKOBOACTBA.

17.2. [pocnexmBaemMocCTb peannsyembiX MPOMEKYTOUHbIX NPOAYKTOB nan APC

17.20. Mpu peanusaumu, XpaHeHUM, NepeynakoBKe U NepemapKUpoBKe HeobxoaMmo obecneyntb MOJSHYHO
NPOCAEeXMBAEMOCTb peasin3yemMbiX MPOMEKYTOUYHbIX NPOoAYKTOB uam A®PC. [lna sToro cnegyer UMeTb U XPaHWUTb
cneayrowme AOKYMEHTbI:

- PEKBU3UTbI NePBUYHOro NpeanpuUATUA-NPOU3BOAUTENS;

- afipec nepBUYHOro NpeanpuATUA-NPoOU3BOANTENS;
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- 3aKasbl (A0roBOpPbI) Ha MOCTABKY;

- HaKNagHble (TPaHCNOPTHbIE AOKYMEHTbI);

- LOKYMEHTbI O NOJIyYEHUM IPY30B;

- HAMMEHOBAHMA UM 0603HAYEHMA MPOMEKYTOUHbIX MPOAYKTOB Uan ADC;

- HOMep Cepumn NPoAyKUMK, YKa3aHHOM NponU3BOANTENEM;

- LOKYMEHTALMIO Ha TPAHCMOPTUPOBAHME U peaninsaumio;

- BCE MOAJIMHHbIE aHA/IUTUYECKME NAcNopPTa, B T.4. NACNOpTa NEPBUYHOIO NPeANpUATUA-NPOM3BOAUTENS;
- AaTy NpoBeAeHMA NOBTOPHOIO KOHTPOIA UM CPOK rOA4HOCTM.

17.3. ObecneyeHmne KauecTsa
17.30. Peanusauua, xpaHeHue, nepeynakoBKa U NepemapKMpoBKA MPOMENKYTOUHbIX MPoAyKToB uan ADC
OOJIKHbI MPOBOAUTBLCS B COOTBETCTBUM C LOKYMEHTa/IbHO 0GOPMIEHHOW CUCTEMOM YrpaBieHUs KayecTBom (cm. 3.2).

17.4. NepeynakoBKa, NepeMapKMpoBKa 1 obpaLLeHne ¢ NPOMEKYTOUYHbIMU NpoayKTamu nam AGC

17.40. Bo n3bexkaHue nepenyTbiBAaHUA U yXYALWEHNS KAYeCTBa M YNCTOTbI MPOMEKYTOYHbIX NPOAYKTOB Uam ADC
nepeynakoBKa, NepemMapKNpPOBKa, obpalLeHne C MPOMEKYTOUHbIMU NPoAyKTamM Uan ADPC 1 UX KOHTPOAb A0/MKHbI
NpPOBOAMUTLCA B COOTBETCTBUM € TpebOBAHMAMM JAHHOIO CTaHAAPTA.

17.41. Bo wu3bexaHWe nNpPAMOro M MEePeKPeCcTHOro 3arpsA3HEeHWA NepeynakoBKa MPOAYKUMM [AOMXKHA
NPOBOANTLCA B YCTAHOB/IEHHbIX YC/IOBUAX OKPYIKatoLLen cpesbl.

17.5. CtabunbHoCTb

17.50. s noATBEPXAEHUA YCTaHOBAEHHbIX CPOKOB roAHOCTM UM AaTbl NOBTOPHOMO KOHTPOAA UCCNeA0BaHUA
CTabUNbHOCTU A0MKHbI NPOBOAUTLCA B caydasx, ecam ADC uMan NPomesKyTOUHbIA MPOAYKT NepeynakosbiBaloT B
yNaKOBKY PYroro Tuna, OT/INYatoLLyCA OT UCNOAb3YEeMOM NPOU3BOAUTENEM.

17.6. Nepegayva nHpopmaLmm

17.60. Mpwn peanmsaummn, XxpaHeHUU, NepeynakoBKe U NEPEMaAPKUPOBKE NPOMENKYTOUHbIX NpoayKkToB nam APC
cnepyeT nepefaBaTb 3aKasyMKam BClo MHPoOpMaLMio, nonydyaemyto oT npomssoamtens APC nam NpomeRKyTOUHbIX
NMPOAYKTOB, KacCaloLyloca KayecTBa MPOAYKUMM U peLleHUin YrnoJIHOMOYEHHbIX OPraHOB, a TaKXKe nepenasaTb
npounssoauTensim MHGOPMALLMIO OT 3aKa3UMKOB.

17.61. MNpu peanmsaunu, xpaHeHUU, NepeynakoBKe N NepemapKMpPOBKeE MPOMEXKYTOUHbIX NPOAYKTOB nan AGC
cnepyet NpeaocTaBAATb NOTpedbuTento HamMeHoBaHWE MNEPBUYHOrO npeanpuaTna - npomssoautens ADPC wam
NPOMEKYTOYHbIX MPOAYKTOB M HOMEpPA NOCTaBAAEMbIX CEPUI NPOAYKLMUN.

17.62. Mo TpeboBaHUIO YNONHOMOYEHHOFO OpraHa AOJ/IKHa NPefocTaBAATbCA MHPOPMaLMA O MEPBUYHOM
npeanpuATMM - NPOU3BOAUTENE NMPOMENKYTOUHbIX NPOAYKTOB Man ADPC. MNepBMyHOE NpepnpuATMe-NpPou3BOAUTENb
MOXKET KOHTAaKTUMPOBATb C YNOJIHOMOYEHHbIM OPraHOM HENOCPEeACTBEHHO UM Yepe3 CBOUX NpeacTaBUTENEN.

17.63. Cneayet cobntoaaTh cneumanbHble TPEO6OBaHUA K aHaIMTUYECKMM NacnopTam, npuseaeHHble B 11.4.

17.7. PaboTa c peknamauusimm 1 oT3blBaMu

17.70. Bce »Avua W opraHuM3auuu, CBA3aHHble C peannsaunen, XpaHeHWem, MepeynakoBKOM W
NnepemapKMpPOBKON MPOMEXKYTOUYHbIX MpPoayKToB WA ADC, AONKHBI XPaHWUTb MPOTOKOJbI BCEX MOCTYMMUBLUNX
peKfamaumini 1 0T3bIBOB B COOTBETCTBMM C TPEOOBAHUAMM, YKa3aHHbIMK B pasaene 15 HacToAwero ctaHaapTa.

17.71. NMpn HeobXO4MMOCTM 3TM NMLA W OpraHM3aumMn, a Takxke npoussoantenb APC MaM NPoMeRyTOUYHOro
NPOAYKTa AO/IKHbl PACCMOTPETb PeKNaMaLMI0 AN NPUHATUA PeLleHna O Aa/IbHENLLUX AENCTBUAX, B KOTOPbIX MOFyT
yyacTBOBaTb Apyrve noTpebutenn (3akasuuku), nosyyaswme 3707 ADC MAM  NPOMENKYTOUHBLIA NPOAYKT,
YNO/IHOMOYEHHbBIN OpraH WAW BCe 3auMHTepecoBaHHble CTOPOHbl. COOTBETCTBYHOLLEN CTOPOHOM A[O0/KHO ObiTb
npoBeAeHO pacciefoBaHME peknamaLmMm Uan OT3biBa NPOAYKLMW, pe3yibTaTbl KOTOPOro A0MKHbI 6biTb 0popmaeHbI
OOKYMEHTaNbHO.
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WHdpacTpykTypa MHHOBAUWIA

17.72. Ecnn peknamauma KacaetcA
npomssogutena A®C MAM NPOMENKYTOUHOrO MPOAYKTA, MPOTOKON PACcCAefoBaHMA AO/MKEH coAepKaTb Ntobble
OaHHble, MOAy4YeHHble OT fJaHHoro npoussoautens ADPC MAM NPOMENKYTOYHOro npogykta (B T.4M. AaTy u
HeobxoamMmyto MHPopMaLmIo).

17.8. PaboTa c Bo3BpaTtamu

17.80. PaboTy c BO3BpaTOM MNPOAYKUMM MPOBOAAT B COOTBETCTBUM C TpeboBaHmamu 14.52. Bce nvua wm
OpraHM3auuKn, CBA3aHHble C peasnsaumen, XpaHeHWeMm, MEepPeynakoBKOM M MepeMapKUPOBKON MPOMENKYTOUYHbIX
npoAyKTos nan A®C, ,ONXKHbI BECTU AOKYMEHTaLMIO NO BO3BpaLLeHHbIM ADC 1 NpOMEKYTOYHbIM NPOAYKTaM.

18. A®C, nponssoaumble NYTEM Ky/IbTUBMPOBAHMUA
KneTok (pepmeHTaLmm)

18.1. O6wue nonoxeHmn

18.10. B HacToAweM pasgene npmBeaeHbl cneuyanbHble NpaBuia NPOU3BOACTBA M KOHTPOAA KadectBa ADC
WA MPOMEXKYTOUHbIX NMPOAYKTOB MyTEM KyAbTUBMPOBAHMA (DepMeHTaLMnN) KNETOK C UCNOMb30BaHMEM MPUPOAHbIX
AN PEKOMBUHAHTHBIX OPraHU3MOB, KOTOPble He OblM B AO/IKHON Mepe yKasaHbl B Npeablaylmx pasgenax. 1ot
pasgen Henb3a OTAENUTb OT OOLWEero CogeprkaHuWa HacTosuwero ctaHgapTta. Bce TpeboBaHMA, ycTaHOB/EHHbIE B
HacToAWeM CTaHZapTe, ocTaloTcs B cune. CnegyeT 06paTtUTb BHMMAHWE Ha TO, YTO NMPUHLMNbLI pepmeHTaumm s
"Knaccmyecknx" nNpoueccoB  NOJYYEHUA HU3KOMOJEKYAAPHbLIX COEAMHEHW W MPOLLECCOB, MCMOJb3YHOLWMX
PEKOMBMHAHTHbIE U HEPEKOMBWHAHTHbIE OPraHM3Mbl ANs MoaydYeHus 6enKoB M/MAn NoaMnNenTUAOB, OAMHAKOBSI,
XOTA MPW 3TOM YpPOBEHb KOHTPOAS 3TUX MpoueccoB OyaeT pas3/IMuHbIM. B cnyyae, ecam 31O MMeeT 3HaYeHue, B
OAaHHOM pa3gfesie yKasblBalOTCA 3T pas3anumsa. B uenom ypoBeHb KOHTPOAA OMOTEXHONOTMYECKUX MPOLLECCOB,
MCNoNb3yeMblX A1 NPOU3BOACTBA OEMKOB M NOAMMNENTUAOB, OOMKEH OblTb 60see CTPOrMm, YemM KOHTPOJb Hag,
KNaccMyYecKMMm npoueccamm dpepmeHTaumnu.

18.11. TepmuH "OBMOTEXHONOFMYECKUI Mpouecc” OTHOCMTCA K WCMNOJIb3OBAHWUIO KNETOK WAM OPraHM3mos,
KoTopble gnsa npomssoactea APC 6blan NosAyyYeHbl AU MOAUPULMPOBAHbLI C UCMOJ/Ib30BAHMEM PEKOMOMHAHTHOM
OHK, rubpnaomHoi nnm Kakon-nmbo apyroi texHonormm. A®C, nponssegeHHble BUOTEXHONOMMYECKUMU METOLAMM,
06bl4HO NpeacTaBAAOT COOOMN BbICOKOMOJIEKYASIPHbIE COEAMHEHUNSA, TaKME KaK bDenku 1 noannentuabl, A8 KOTOpbIX
B 3TOM pa3gesie npueegeHbl cneumdmnyeckne TpebosaHMa. C NOMOLLBIO TEXHOAOTMKN peKombuHaHTHon AHK moryt
ObITb TaKXe npousBefeHbl HeKkoTopble APC C HU3KMMM MOJIEKY/IAPHBIMM Maccamu, Hanpumep, aHTUOMOTUKM,
AMWHOKUCNOTbI, BUTAMUHbI U Yr1eBOAbl. YPOBEHb KOHTPO/A 3a Takumu ADC foKeH COOTBETCTBOBATbL MpPaBU/am,
NPUMeEHAEMbIM A8 Knaccuyeckon epmeHTaumnu.

18.12. TepmuH "Knaccmyeckaa pepmeHTauma” oTHOCUTCS K npoLueccam, UCMO/b3YoWMM 414 NPOU3BOACTBA
A®PC MMKPOOPraHM3Mbl, CyLLECTBYIOLWME B Npupoge uaAM MOAMOUUMPOBAHHbIE TPAAULMOHHBIMM MeToAaMMu
(pagmaumeit, xumuyeckum mytareHesom). ADC, nonyyaemble meTogom "Knaccuyeckor depmeHTaumumn”, obbiyHO
ABNAOTCA HU3KOMOJEKYNAPHBIMU  COEAMHEHUAMM, TAaKMMWU KaK AHTUOMOTMKKM, AMMUHOKMCAOTbI, BUTAMMUHbI U
yrnesoapbl.

18.13. MonyyeHne ADPC M NPOMENKYTOUHbBIX MPOAYKTOB M3 KyAbTypbl KAETOK WUAW MeToAOM depmeHTauumm
BK/ItOYaeT B cebsa TakvMe OMONOrMYECKMEe MPOLLECCbl, KaK Ky/JbTUBMPOBAHME K/AETOK WM IKCTPAKUMSA M OYMCTKA
BELLECTB U3 KMBbIX OpraHM3moB. CieayeT 06paTUTb BHUMaHWE HA TO, YTO MOTYT CYLLECTBOBATb U AONOJHUTENbHbIE
cTagumn (Hanpumep, GU3MKO-XMMMYECKan MmoanduKaLma), KOTopble ABAAIOTCA YaCTbO TEXHOJIOMMYECKOro npouecca.
Ucnonb3yemble MCXOOHble MaTepuanbl (NUTaTenbHble cpeabl, KOMMOHeHTbl 6ydepa) moryt obecneumBaTb
BO3MOHOCTb POCTa MWKPOOHbIX 3arpA3HeHUi. B 3aBMCMMOCTM OT NpuUpoapl, MeToda MPUroTOB/EHUS U Uenei
ncnonb3oBaHma ADPC waAM NPOMENKYTOUYHOrO MNPOAYKTA HA OMpefesieHHbIX CTaauMAax MPOU3BOACTBA MOMKET
noTpeboBaTbcA NPOBEAEHNE KOHTPOAA MUKPOBHOro, BUPYCHOTO 3arpsAsHeHMs U/UAN YPOBHA SHAOTOKCUMHOB AaHHOW
NpPoOAYyKUMMN.

18.14. na obecneyeHmna KayectBa APC 1M NpoMerKyTOYHbIX NMPOAYKTOB Ha BCEX CTaAMAX NPON3BOACTBA AOKEH
ObITb YCTAHOBAEH HaANeXKaLWMIA KOHTPO/b. TaK KaK HACTOALLMI CTaHAAPT HAYMHAETCA CO CTagMM KYNbTUBMPOBAHMA
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Knetok (bepmeHTaumu), npegblgywme

cTaguun (Hanpumep, noanep:kMBaHMe OaHKa KNETOK) AO0/KHbI MPOBOAUTBCA MNPW  HANWYMM  HaZNEeXKALLEro
BHYTPUMNPOM3BOACTBEHHOrO KOHTPOA. HacToALMIA CTaHAAPT ONMUCbIBAET NPOLLECC KYAbTUBMPOBAHUA (bepmeHTaLMm)
KNeTOK C MOMEHTa, KOorga M3 6aHKa KAEeTOK MOCTyNaeT €MKOCTb C Ky/lbTypoi KAEeTOK A/sa WUCMOo/b30BaHWA B
Npou3BOACTBE.

18.15. [na cBefeHMA PUCKA 3arPA3HEHUA K MUHUMYMY CnefyeT UCNO/Ib30BaTb Heobxoanmoe o6opyaoBaHUE m
NPoOBOAUTL KOHTPO/Ib OKPYKalowen cpesbl. Kputepun npuemnemoctu KadecTsa M NepuogMyHOCTb NPOBeAeHMA
KOHTPOAS OKPYXKaloLWeln cpeabl 3aBUCAT OT TEXHOIOTMYECKOM CTagumn U YCI0BUIA NPOU3BOACTBA (OTKPbITasn, 3aKpbiTas
WAW 3aMKHYTas cucTema).

18.16. B uenom, TeXHO/IOTMYECKNIA KOHTPO/b AOMKEH YYUTbIBATD:

- noaaepKuBaHue B paboyem coctoaHMmn paboyero 6aHKa KNeTok;

- MPaBU/IbHYO MHOKYALMIO U PA3BUTUE KYbTYypPbl KNETOK;

- KOHTPO/Ib KPUTHYECKMX pabounx NapameTpos Bo Bpema GbepmMeHTaLUUN/KYAbTUBMPOBAHUA KNETOK;

- HernpepbiBHbIA KOHTPOJIb MPOLLECca POCTa KAETOK, MX XM3HecnocobHocTu (gns 60nbMHCTBA MPOLLECCOB
KYNbTUBUPOBAHMA KAETOK) U NPOAYKTUBHOCTY;

- MeToAbl C60pa U OYUCTKM, MPU KOTOPbIX MPOUCXOLMUT YAANEHME KNETOK, KNETOYHOro Aebprca U KOMMNOHEHTOB
NUTaTeNbHOMW cpegbl C OAHOBPEMEHHOM 3aLMTOM NPOMEXKYTOUYHOrO NpoAykTa uanm ADC oT 3arpasHeHus (B
YaCTHOCTU, MUKPOBMONOTMYECKOTO XapaKTepa) M NOTEPU KavecTBa;

- HEenpepbIBHbIA KOHTPO/Jb MMUKPOOHOrO 3arpsisHeHWA W, NpPU HeobXOAMMOCTM, YPOBHA 3HAOTOKCMHOB Ha
onpeaeneHHbIX CTaamnAx NPoOU3BOACTBA U

- BONPOCbI 3aLUTbl OT BUPYCHOTO 3arpa3HeHus, onmcaHHble B PykoBoactee ICH Q5A <*>,

<*> PykoBoacteo ICH Q5A "KauectBo 6UOTEXHO/IOrMYECKMX MpoAayKToB. OueHKa 6e3onacHOCTU BUPYCHOro
3aparkeHns BMOTEXHONIOTMYECKMX NPOAYKTOB, MPOM3BEAEHHbIX M3 K/JAETOK YeN0BEYECKOrO0 M MBOTHOIO
npoucxoxaeHua" #(Quality of Biotechnological Products: Viral Safety Evaluation of Biotechnology Products Derived
from Cell Lines of Human or Animal Origin)#.

18.17. Npun Heob6x04MMOCTHM CneayeT NoKasaTb, YTO OCTATKM cpebl, BeNKM KNEeTKU-X03AMHa, APYrre NPUMECH U
3arpsAsHeHun, CBA3aHHbIE C TEXHO/IOTMYECKMM NPOLLECCOM, YAANEHbI.

18.2. MopaeprkmBaHMe HAHKOB KNETOK U BeAeHWNE NPOTOKO/I0B

18.20. AocTyn K 6aHKam KNAEeTOK 0KeH OblTb OrpaHMYeH AULAMKU, UMEIOLLMMM Ha 3TO NOJHOMOYUS.

18.21. BaHKM KAETOK [A0/KHbI XPAHUTbCA B CheLManbHO pas3paboTaHHbIX YCloBMAX, obecneynmBatoLimx
noanepKMBaHMe }KM3HECNOCOOHOCTM M NPefoTBPALLAIOLLNX 3arpA3HEHNE KNETOK.

18.22. CnepyeT BECTU U COXPaHATb MPOTOKO/bI MCMO/b30BaHMA 06pasyoB M3 6AHKOB KNETOK M YCI0BUA WX
XPaHeHwUs.

18.23 BaHKK KNEeTOK A0MKHbI NEePUOaMNYECKN NPOXOANTb KOHTPOIb NPUTOAHOCTU UX UCNONb30BAHUA.

18.24. bonee nogpobHasa MHPopMaLMa NO comaeprkaHuto BaHKOB KAeTOK M3noxeHa B Pykosogctee ICH Q5A

<*> PykoBoactBo ICH Q5A "KayecTBo 6MOTEXHONOrMYECKUX NPOAYKTOB. BblAeneHwe W XapaKTepuCTUKa
KNeTOUHbIX CybCTpaToB, WCNOAbL3yeMbIX A8 NPOM3BOACTBA BUMOTEXHONOTMYECKMX/BUONOrMUECKMX MNPOAYKTOB"
#(Quality of Biotechnological Products: Derivation and Characterization of Cell Substrates Used for Production of
Biotechnological/Biological Products)#.

18.3. KynbTUBUPOBaHMeE KNeToK (pepmeHTaLms)

18.30. 3aKpbiTble cuCTEMbI cledyeT NPUMEHATb, MO BO3MOMKHOCTM, B TeX C/AyyasX, Korga Heobxoammo
[06aBnATb KneTouyHble cybcTpaThl, cpeabl, bydep u rasbl B acenTUYecKMX ycnoeuax. ECAn nepBuYHAA MHOKyAAUMA,
nocieaylowmii nepeHoc uan obasku (cpedpl, bydep) NPoBOAATCA B OTKPbLITbIX COCYAAX, OA CHUMKEHMA PUCKa
3apakeHus AO/MKHbI 6bITb pa3paboTaHbl M NPUMEHEHbI COOTBETCTBYOLWME METOAb! U NPOBEAEH KOHTPO/Ib.
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18.31. Ecnv MMKpobBHOoe 3arpAsHeHune
MOKeT OKa3aTb BAUAHWE Ha KayecTso ADPC, onepaumm € MCNOAb30BaHMEM OTKPbLITbIX COCYAOB CneayeT NpoBOAUTb B
b6uobesonacHbiXx WKadax (boKcax) mam apyrux ycTpomncteax, obecneymBatolmnX KOHTPOAb YC/AOBUIA OKpyrKatoLLel
cpeapl.

18.32. MNpu paboTe ¢ KynbTypamm KNeTOK NepcoHan AoaXeH ObiTb O4€ET B creuunanbHyo ogexay 1 cobaoaatb
crneumanbHble Mepbl NPeAOCTOPOMKHOCTY.

18.33. CnegyeT NpoBOAUTb HEMPEPbLIBHbIA KOHTPO/b KPUTUYECKMX paboumx napameTpoB (Hanpumep,
Temnepartypbl, pH, CKopocTu nepemelumBaHus, 40b6aBAEHMA ra3oB, AaB/JEHMA), KOTOPbIVA NO3BOAET rapaHTMPOBaTb
COOTBETCTBME YC/NOBUIN YCTAaHOBAEHHbIM MapameTpam npouecca. CnegyeT TakkKe NMOCTOAHHO KOHTPOAMpPOBaTb POCT
KNETOK, N3HEeCnocobHOCTb (a1a BONbLWMHCTBA KYAbTUBUPYEMbIX KNETOK) U UX NPOAYKTUBHOCTb. B 3aBUCMMOCTM OT
TMNA Npouecca KPUTUYECKME NAapaMeTpPbl MOFYT M3MEHATBLCA, @ B CAyvae KNacCMYecKon depmeHTaumm HeKoTopble
napameTpbl MOXXHO HEe KOHTPO/IMPOBATL (HaNnpUMep, *KU3HECNOCOOHOCTb KNETOK).

18.34. ObopyaoBaHue, UCNOsibayemoe A8 KyNbTUBMPOBAHMA KETOK, NMOCAe OKOHYaHMA Mnpouecca A0/XKHO
6bITb OUMLLEHO M cTepuan3oBaHo. Ob6opyaoBaHUe s NposeaeHUs GepMeHTaLUM TaKKe A0KHO ObiTb OUYMLLEHO,
0e3UHOULMPOBAHO UK CTEPUIU30OBAHO.

18.35. ina npepoTBpalleHns HebNaronpuaTHOro BAMAHUA Ha KadectBo APC cnegyeT cTepuan3oBaTb cpeasbl
KY/IbTUBUPOBaAHWA Nepes UCnob30BaHUEM.

18.36. MeTogMKn 0b6HapyXKeHUA 3arpA3HEHUS N NPUHATUA COOTBETCTBYIOLLMX MEpP AO0KHbI 6bITb 0GOPMAEHDI
OOKYMEHTaNbHO. K HUM OTHOCATCA METOAUKM onpeaeneHna BAUAHUA 3arpAsHEeHNA Ha NPOAYKLMIO, MeTOAbl OYUCTKU
obopynoBaHuA M npusepeHna obopyaoBaHWA B COCTOAHME TOTOBHOCTM A/A Aa/ibHEMWEro MCMNo/b30BaHMA.
MocTOpOHHWE MUKPOOPraHM3Mbl, OOHAPYKEHHbIE B NpoLecce GepMeHTALLMN, AOMKHbI ObITb MAEHTUOULMPOBAHDI, a
BAMAHME MX HA KAYeCTBO NPOAYKUMU AO/XKHO ObITb onpeaeneHo. Mpu pelweHnn Bonpoca o cyabbe nponsseseHHoM
NPOAYKUUM pe3yNnbTaTbl TAKUX OLEHOK A0NXHbI NPUHUMATLCA BO BHUMAHME.

18.37. MpoTOKOANbI O CAyYanx 3arpA3HEHMA cnenyeT COXPaHATb.

18.38. Mocne 04UCTKM YHUBEPCAbHOIO 060pyA0BaHNA MEXAY LIMKAaMM NPOU3BOACTBA Pa3/IMYHON NPOAYKLMNN
MoXKeT noTpeboBaTbCA NPOBeAEHWE LOMONHUTENbHBIX WCMbITAHUA C LENbIO CHUMXKEHUA pPUCKA MNepeKpecTHbIX
3arpsA3HEeHUN.

18.4. Cbop, BblaeNeHMNE U OYUCTKA

18.40. Onepauuun no cbopy maTtepuana (yOaNEeHUIO KAETOK WU KAETOYHbIX KOMMOHEHTOB Wan cbopy
KNIE€TOYHbIX KOMMOHEHTOB MOC/IEe PAa3PYLUEHUA KNETOK) AO/KHbI MPOBOAUTLCA Ha 060OPYA0BAaHUM U B 30HAX, MPOEKT
(KOHCTPYKLMA) KOTOPBIX LOKEH NPELYCMATPUBATL CHUMKEHWE PUCKA 3arpA3HEHUA 40 MUHUMYMA.

18.41. Cnepyet paspaboTtatb meToaMKM cbopa M OYMCTKM, NPUBOSALLME K YOANEHUIO MAM WMHAKTUBALMU
OpPraHU3MOB-NMPOAYLLEHTOB, KNETOYHOrO Aebpuca MU KOMMOHEHTOB cpeAbl (OKasbiBAKOWMX MPU 3TOM MUHUMAJIbHOE
BAMAHME HA Aerpajaumnto, 3arpAa3HeHne 1 NOTEPIO KaYecTBa) M rapaHTUPYIOLLME BbIXOA MPOMEKYTOUYHOrO NPOoAYKTa U
A®C HapnerKallero KavecTsa.

18.42. Nocne Mcnoab3oBaHMA 060pyA0BaAHNE AOKHO ObITb OYMLLEHO U A€3MHOULMPOBAHO B YCTAHOBNEHHOM
nopagKke. [POU3BOACTBO HECKONbKUX MOCNEA0BATENbHbBIX CEPUA  MPOMENKYTOYHOTO npoaykta u A®DPC 6e3
NPOMEKYTOYHOMN 0YMUCTKM 060PYA0BAHMA [OMYCKAETCA TOIbKO B TOM C/ly4ae, €C/iv 3TO He OKasbIBAET BAUAHUA Ha UX
KayecTBo.

18.43. Mpn UCNONb30BAHUMN OTKPbITbIX CUCTEM OYMUCTKA A0/KHaA NPOBOAMUTLCA B YCI0BUAX, 0becneynsatowmx
COXPaHEeHME KavyecTBa NPOAYKLUMU.

18.44. Ecnn obopypoBaHMe WUCMNOAb3yeTcs ANA NPOU3BOACTBA Pa3/IMYHbIX BUAOB NPOAYKLMU, TO MOTYT
NPUMEHATHCA AOMNOJHUTENbHbIE BUAblI KOHTPO/A, TaKMe KaK MCNOAb30BaHME CheuuManbHbiX XpomaTorpaduyecknx
CMOJ1 AW NpoBefeHne AO0NONHUTENbHbIX UCMbITaHUNA.

18.5. YpaneHue BupycoB (CTaamMm MHaAKTUBaLMK)
18.50. bonee nonHas nHpopmauma npmseseHa B Pykosoactee ICH Q5A <*>.
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<*> Pykosoacteo ICH Q5A "KauyectBo 6UOTEXHO/IOrMUYECKMX MpoayKToB. OleHKa 6e30nacHOCTU BUPYCHOro
3apa*keHna OMOTEXHONIOTMYECKMX MPOAYKTOB, MNPOM3BEAEHHbIX W3 KNETOK Ye/iOBEYECKOro W  XMBOTHOrO
npoucxoxaeHun" #(Quality of Biotechnological Products: Viral Safety Evaluation of Biotechnology Products Derived
from Cell Lines of Human or Animal Origin)#.

18.51. CTtagmv yaaneHusa n MHaKTMBaLMM BUPYCOB ABAAIOTCA KPUTUHECKUMU N HEKOTOPbIX TEXHONOTMYECKNX
NPOLLECCOB M A0NXKHbI NPOBOAMUTLCA B PAMKax NapameTpoB, YCTAaHOBAEHHbIX NPU UX aTTecTaunm (McnbITaHUAX).

18.52. Cnepyet npeAycMOTPETb MepPbl NPEAOCTOPOXKHOCTU ANA NPefoTBpaLLeHNA NOTEeHUNAIbHOMO 3aparkeHuns
BMPYCAaMM, HauyMHaA cO CTaguit o0 W nocne ypaneHusa (MHakTuBaumu) supycos. OTKpbITas 06paboTKa AO0MKHA
NPOBOAMTBCA B 30HAX, OTAENEHHbIX OT APYFMX TEXHONOTMYECKUX OMepaumMii U MMEWMX OTAENbHYK CUCTEMY
BEHTUAALMMN.

18.53. KaK npaBuno, AN pas/iMyHbIX CTaAMN OYMCTKM HE MCMOJIb3YHT OAHO U TO Ke obopyaoBaHue. Ecam
obopysoBaHMe UCNOb3YIOT A/1A Pa3HbIX CTAANA OYUCTKM, TO Nepes NOBTOPHbLIM MCNO/Ib30BaHUEM OHO A0/KHO HbiTb
OYULLEHO U Ae3UHOULMPOBAHO COOTBETCTBYIOWMM 06pa3om. CneayeT npeanpuHMMaTh Mepbl, NpeaoTBpaLliatoLlme
nepeHOC BUPYCOB C NpeablayLLmX CTaanin (Hanpumep, Yepes 060pyL0BaHNE UK OKPYXKaloLWyLO cpeay).

19. A®C, npegHa3HayeHHble gnA NpPoBeAeHMUA
KAMHUYECKUX UCCIeL0BaHNUM

19.1. O6wue nonoxKeHmsn

19.10. Mpu npounssoacTee HoBbIX APC, NCNONb3yEeMbIX 417 NPOBEAEHNS KAMHUYECKUX UCCNe0BaHUIA, NpU KX
pa3paboTKe MOryT NPUMEHATbCA He BCE BMAbl KOHTPO/A, PACCMOTPEHHble B Mpeablaywmx pasgenax [aHHoro
CTaHAapTa. B HacToAwem pasgene npuBeaeHsb! cneumanbHble TpeboBaHus K aTum ADC.

19.11. KoHTponb npoussoactsa APC, npeaHasHaYeHHbIX ANA KAWHUYECKUMX WCCNeaOoBaHUN, [AOMKeH
COOTBETCTBOBaTb TOM CTaguMu pa3paboTKM NeKapCTBEHHOro CpeacTBa, B COCTAB KOTOPOro OHa BxoauT. MeTtoabl
Npou3BOACTBA M KOHTpPONA KauyecTBa Takmx ADC [O0/mKHbl OblTb AOCTaTOMHO TMOKMMKU Ans TOro, u4TOObI
npeaycMoTpeTb U3MEHEHMA, BHOCUMbIE B HUX MO MepPe NOJNYYEHMA HOBbIX 3HAHMM O TEXHOJIOTMYECKOM MpoLecce u
NPOABUMMKEHUM NIEKAPCTBEHHOIO CPEACTBA C AOKAMHUYECKMX CTagMMA K KAMHUYECKMM CTaguMaM uccnenoBaHuin. Ecam
pa3paboTKa NeKapcTBEHHOro NpenapaTta AOCTUraeT cTaann, Ha KoTopol ata ADC npoussoauTca AnA NpUMeHeHUs B
NIeKapCTBEHHOM npenapaTte, NpeAHa3sHAaYeHHOM ANA MNPOBEAEHMA KAMHMYECKMX WUCCAefoBaHWIA, NPOM3BOAUTENMU
OONXKHbl rapaHTUPOBATb, YTO NPON3BOACTBEHHbIE MOLLHOCTW, COOTBETCTBYHOLME METOAbI MPOM3BOACTBA U KOHTPOA
obecneumnBatloT Heobxoaumoe KayecTso 1ok ADC.

19.2. KauvecTtBo

19.20. K npowussogctey A®DC, npeaHAsHAYeHHbIX AN WUCNO/b30BaHMA MPU MPOBELEHUU  KAUHUYECKUX
nccnefoBaHUM, AO/IKHbI NPUMEHATLCA TPeboBaHMA HACTOALLEro CTaHAapTa C Hagjexalen npoueaypon Bblgauu
pa3pelleHunsa Ha peannsaLmio KaxKaomn cepum.

19.21. [inAa Bblgaum paspeLlleHmnsa Ha peannsaLmio Uam oTKIOHeHWe Kaxaon cepum ADC, npegHasHaYeHHON aaa
MCNO/Ib30BaHUA B KAUMHUYECKUX UccaenoBaHuAX, Ao/keH(bl) 6biTb 0b6pa3oBaH(bl) oTaen(bl) KOHTPONA KayecTsa,
He3aBUCUMbI(e) oT Npon3BoACTBa.

19.22. OTtaenbHble paboTbl MO NPOBEAEHUIO KOHTPOIA, OObIYHO BbINOJIHSIEMbIE OTAE/IOM KOHTPO/IA KayecTBa,
MOTYT MPOBOANUTLCA B APYIMX NOAPA3AENEHUAX.

19.23. MeponpusaTna No KOHTPOJIO KayecTBa A0/KHbI BKIOYaTb B cebA NpoBeAeHUE KOHTPOIA UCXOAHbIX U
YNaKOBOYHbIX MAaTEPMA/IOB, @ TaKKe NPOMENKYTOUHbIX NPoAyKToB U ADC.

19.24. CnepyeT npoBOAUTb aHanM3 NHOObIX 3aTPyAHEHMM, CBSA3AHHbIX C MPOM3BOACTBOM M KayecTBOM

NPOAYKLMM.
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19.25. MapKupoBKa ADC,
NCNONb3YeMbIX B KNMHUYECKMX UCCNEe0BAHUAX, AOMKHA KOHTPOIMPOBATLCA YCTAHOBEHHBIM 06Pa3oM U cofepikaTb
MHPOPMALMIO O TOM, YTO 3TO BELLECTBO NpeHa3HavYeHo 418 UCCef0BaTeNbCKUX Lenel.

19.3. O6bopyaoBaHue

19.30. Npu NnpoBeaeHUM BCEX CTAANMN KIUHUYECKUX Pa3paboTok (B T.4. MPU UCMO/Ib30BaHMM OMbITHLIX Y4aCTKOB
nnn nabopartopuit) ana npoussoacrsa AGC, npegHasHaYeHHbIX A5 UCMOJIb30BaHUA B KIMHUYECKUX UCCIef0BaHUAX,
JO/MKeH ObITb YCTAHOBNAEH NOPAAOK MPOBEAEHUA KAaNNMOPOBKM M OYMCTKM 060OpPYyA0BaAHMA U METOAMKM OLLEHKKU €ro
COOTBETCTBMA CBOEMY Ha3HAYEHMUIO.

19.31. MNopAagok akcnayaTaumn obopyaoBaHNA AO/MKEH rapaHTUPOBaTb, YTO NPU paboTe ¢ maTepuanamm puUck
3arpA3HEeHUA U NePEKPECTHOTO 3arpA3HEHUA ByaAeT MUHMMAIbHBIM.

19.4. KOHTPO/b UCXOAHbIX MaTEPUANOB

19.40. UcxoaHble maTepuanbl, NpumeHsemble ansa npomssoactsa APC, npeaHasHavYeHHbIe A5 UCNOJb30BaHMA
B KIMHUYECKUX UCCNea0BaHMAX, AONKHbI ObITb UCMbITaHbl AW AONKHbI UMETb aHAaNIUTUYECKMIA NACNopT NOCTaBLMKa
M NPoBePATLCA HAa NOAJIMHHOCTbL. Hannune aHanMTMYECKOro nacnopTa NOCTaBLUMKA AOCTATOYHO ANA NOATBEPKAEHUA
KayecTBa maTepuana, npeacraBaAoL,Eero onacHoCTb.

19.41. B HeKOTOpbIX CAy4yaax NoATBEPKAEHUE NPUIOAHOCTM MCXOAHOro maTtepuana oA ero MCnosib3oBaHMA
MOXKeT 6biTb 060CHOBAHO He TOJIbKO pe3ynbTaTaMu aHa/NIMTUYECKOrO KOHTPO/SA, HO U YMPOLLEHHbIMM MEeToAamu
(Hanpumep, npoBepKo NpUrogHoOCTH).

19.5. Npoussoactso

19.50. Mpouecc npounssoacTea APC, npefHasHAYEHHbIX 417 UCMONb30BaHUA B KIMHUYECKUX UCCNen0BaHUAX,
OO/IKeH bbITb 3aperncTpupoBaH B 1abopaToOPHbIX KypHanax, NPOTOKOAAX CEPUN UAU NYTEM UCMOIb30BaHUA APYIUX
cpeacts. ITM  OOKYMEHTbl AOJ/IKHbI BKAoYaTb B ceba wuHPopmaumio 06 MCNONb30BaHUM TEXHOOrMYECKUX
MaTepuanos, obopyaoBaHMM, TEXHOIOTMYECKOM NPOLLecce U Hay4HbIX HabaloaAeHUAX.

19.51. Oxuaaembie BbIXOAbl MNPOAYKUMM MOTyT pasinyvatbca Oonee 3HauuTeNnbHO W OblTb MeHee
onpeaeneHHbIMU, YeM OXKUAaemble BbIXOAbl NPOAYKLMM NPOLECCOB, BbINOJHAEMbIX B NMPOMbILIEHHOM MacluTabe.
HeT Heo6Xx04MMOCTM NPOBOAMUTL U3YYEHME PA3INYMA BbIXOLOB NPOAYKLMUN.

19.6. AtTectaumsa (McnbiTaHMA)

19.60. Kak npaBuno, He TpebyeTca NpoBOAUTb aTTecTauuio (McCnbiTaHUsA) npouecca npoussoactsa ADC,
npeaHa3Ha4YeHHbIX AA UCNOAb30BAHUA B KIMHUYECKMX UCCea0BaHUAX, €Can Npon3BoguTca ogHa cepusa ADC mam
N3-33 UISMEHEHMUI, BHOCUMbIX B TEXHOJIOFMYECKUIN npouecc npu paspaboTke APC, NOBTOPHOE U3rOTOBJIEHWNE CEPUN
ABNAETCA 3aTPYAHMTENbHbIM UK HETOYHbIM. B 3TOT nepuog, pa3paboTkm Kayectso ADPC obecneunBaeTcs coyeTaHUeEM
KOHTPOA, KanMBbpoBKM (MOBepPKM) U aTTecTaumm obopyaoBaHUS.

19.61. ATTecTaumio npouecca B COOTBETCTBUM C pa3aesiom 12 HacToALLero CTaHAapTa caeayeT NPoBOAUTb ANA
cepuin A®C, npeaHasHayeHHbIX ANA peanusaumun, AarKe ecn Takue cepun Npous3BOAATCA HA OMbITHOM WMAM
MeJIkoMmacluTabHOM NPou3BOACTBE.

19.7. U3ameHeHMA

19.70. U3ameHeHMA cneayeT BHOCUMTb NO Mepe NpuobpeTeHusa HOBbIX 3HaHMI U pocTa MmacliTaba nponssoacTsa.
Ka)kpgoe w3MeHeHMe TexHO/MorMM MNPOU3BOACTBA, CheunduKauuii Uam MeToAMK WCNbITaHUA  AO0NXKHO ObiTb
3aperncTPUpPOBaHO YCTaHOB/IEHHbIM 0BpPa3oMm.

19.8. JTabopaTopHbI KOHTPOJIb

19.80. HecmoTpA Ha TO, YTO aHaANUTUYECKME METOAbl, MCMOJb3yemble ANA OUEHKWM KadyectBa cepunm ADC,
npegHasHavyeHHbIX N8 KAWMHWUYECKMX MCCNefoBaHMM, He MOryT ObiTb aTTecToBaHbl, OHWM AO/MKHbI ObiTb HayyHO
o60cHOBaHbI.
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19.81. [JonxHa bbiTb OpraHM3oBaHa
CUCTEMA XPaHEHMA apxMBHbIX 0b6pasuoB Bcex cepuii ADC, obecneyumBarollan XpaHEHWE KaXKAOro W3 apXMBHbIX
06pasLoB B AOCTAaTOYHOM KOJIMYECTBE W HAAJ/IEXaLLMX YCNOBUAX B TEYEHWe YCTaHOBNEHHOrO Mepuona BpemeHu
nocne NoayyeHUs paspelleHnsa Ha peanmsaunio, 3aBeplleHna KANHUYECKOro UCCNeaoBaHNA UAU OT3biBA 3aABKU Ha
HOBOe JIeKapCTBEHHOe CpeCcTBO.

19.82. Cpok rogHOCTN U AaTa NOBTOPHOMO KOHTPOA, yKa3aHHble B 11.6 HacToALWEero pykosoACcTBa, MPUMEHUMbI
K cywectsyowmnm ADPC, npefHa3HaYeHHbIM AN1A UCNOb30BaHMA B KIMHUYECKUX uccnegosaHmax. [na Hosbix APC,
HAXOOALWMXCA HA PAHHUX CTaAUAX KAMHUYECKUX NCCNen0BaHNN, NoNoxKeHuA 11.6, Kak NpaBuao, NPUMEHUMBI.

19.9. JokymeHTauuA

19.90. Cuctema AOKYMEHTALMKW AO0/IXKHA rapaHTUPOBaATb, YTO MHGOPMaLMA, NONYyYEeHHas B Xo4e pa3paboTku u
npoussoacTea APC, npegHasHAYeHHbIX A/1A UCMO/Ib30BAHUA B KAMHMYECKMX UccnedoBaHuax, byaetr odopmaeHa
OOKYMEHTaNbHO A0/IKHbIM 06pa3om M AOCTYNHA A4 UCMO/Ib30BAHMS.

19.91. Pa3paboTka M NpMMeEHEHWE aHaNUTUYECKMX METOA0B, UCMOJb3yeMbIX ANA MOATBEPXKAEHMA BbIMyCcKa
cepumn ADC, npegHasHaYeHHOW ANA KIMHUYECKUX UCCNeA0BaHUIA, AOKHbI ObITb 0POPMIEHBI AOKYMEHTA/IbHO.

19.92. [lonKeH 6biTb pa3paboTaH M BHeApeH MOPAAOK XPaHEHWUS MPOTOKOJIOB NPOWU3BOACTBA M KOHTPOAA
KauyectBa ADC M COOTBETCTBYHOLLEN AOKYMEHTaUMMK. ITOT NOPAAOK A0NKeEH obecneymBaTb XpaHEHME NPOTOKO/IOB U
OOKYMEHTOB B TeYeHMEe YCTAHOBNEHHOro nepuoga BPEeMeHW NOocC/ie MOJyYeHMA paspelleHna Ha peannsauumio,
3aBepLleHma KAMHNYECKOro NCCcneaoBaHMA UM OT3bIBA 3aABKM HA HOBOE 1IeKAapPCTBEHHOE CpeacTBo.

20. TepmuHbI U onpeaeneHnsa

AKTUBHasA papmaueBTMyeckas cybctaHums; ADPC (active pharmaceutical ingredient; API): ntoboe BelecTBo Unu
CMecCb BeLLecTs, NpeaHasHaYeHHble A1 NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB, KOTOpble B NpoLLecce NpoM3BOACTBA
JIeKapCTBEHHOIO CpeAcTBa CTAaHOBATCA aKTMBHbBIM MHIPEAMEHTOM 3TOrO JIeKapCTBEHHOTO cpeacTBa. Takue BellecTsa
npeaHasHadyeHbl A48 npoaBaeHna ¢GapMaKoIoTMYEeCKOM aKTMBHOCTUM WAM  Apyroro npsamoro 3dpdeKkta npu
ONAarHOCTUKe, fieyeHnn, obnerdeHnn CMMNTOMOB UK NpodUNaKkTUKe 60Ne3HU UAK AN BO3LENCTBUA Ha CTPYKTYPY
AN GYHKLMIO OpraHmM3ma.

Attectaumsa (qualification): goKymeHTanbHOE NOATBEPXAEHME TOro, YTO METOAMKa, npolecc, obopyaosaHue,
MaTepuan WAM CUCTEMA COOTBETCTBYIOT 3aJaHHbIM TPeboBaHMAM W UX WCMNONb30BaHWE [aeT OXKuUAaemble
pesy/ibTaThbl.

Buonornyeckana Harpyska (bioburden): ypoBeHb ¥ TUn (Hanpumep, NaTOrEHHbIX WM HEMNaToreHHbIX)
MWKPOOPraHM3MOB, KOTOPble MOTYT MNPUCYTCTBOBaTb B CbiPpbe, UCXOAHbIX MaTepuanax A®C, NPOMEKYTOUHbIX
npoayktax unm A®C. Bbuonormyeckas Harpyska He pacCMATPMBAETCA KaK 3arpA3HeHue, eciuM ee YPOBHU He
NPEBbILLAIOT YCTAHOB/AEHHbIE NpPeae/bHble 3HAYEHMA UM HE MPOUCXOLMUT OBHAPYKEHUS onpeaeneHHbIX NaToreHHbIX
MWKPOOPraHM3MOB.

BHYTpPUNPOU3BOACTBEHHbIA KOHTPOJIb (TEXHOJIOFMYECKUIA KOHTpOAb) (in process control (or process control)):
KOHTPO/b, MPOBOAMMbIN B XO4€ TEXHO/IOTMYECKOTO NPOLECCA C LEe/bio NPOBEPKU COOTBETCTBUA MPOMEKYTOYHOIO
npoaykta uan A®C ycTaHoBNEHHbIM TPEBOBaHUAM, NO pe3y/bTaTam KOTOPOro MOryT KOPPEKTMPOBATLCA MNAapaMeTpbl
TEXHONOIMYECKOro npotiecca.

BcnomoraTenbHble cpeacTsa (process aids): matepuanbl (3a UCKAOYEHMEM PACTBOPUTENEN), UCNONb3yEeMblE B
KayectBe A06aBOK MpW MPOM3BOACTBE MNPOMENKYTOYHOro npoaykta mam A®C, KOTopble CamM He y4yacTBYIOT B
XMMMWYECKON MM BMONOrMYECKON peakummn (Hanpumep, NOPOLWOK AN GUAbTPOBAHWUS, aKTUBMPOBAHHBIN Yrosb U
T.4.).

Boixog, oxkuzaemsbiii (yield, expected): KonvMyecTBO MM MNPOLEHT TEOPETMYECKOro BbIXOAA MaTepuana,
OXMnaaembli Ha N06ON COOTBETCTBYHOLLEN CTaguMM MPOM3BOACTBA, ONpeAensieMblit Ha OCHOBAHUM AaHHbIX,
npeaBapuTeIbHO MNOJIYY4EHHbIX NPWU  NPOU3BOACTBE 3TOTO MaTepuana B NabOPATOPHbIX, OMbITHLIX WK
NPOMbILLAEHHbIX YCIOBUAX.
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Bbixog, TEOPETMYECKUN (yield,
theoretical): KonuyectBo, Kotopoe 6bl10 6bl NonyyeHo Ha 060N COOTBETCTBYIOLLEN CTaauM MNPOU3BOACTBA,
paccynTaHHOE Ha OCHOBE KO/AMYECTBA MCMO/b3yeMOro matepuana B npeanosaraeMbix YCN0BUAX OTCYTCTBUA NtobbIx
noTepb UAK oWNBOK Npu GpakTUHECKOM NPOM3BOLCTBE.

Jata nNoBTOpPHOro KOHTpoAnA (retest date): pgaTta NPOXOXKAEHUS MaTepuasom MNOBTOPHOW MNPOBEPKU ANs
NoATBEPKAEHNA €ro NPUrogHOCTU ANA Aa/IbHENLWEero UCNo/ib30BaHUA.

3arpsasHeHue (contamination): HexkenatenbHoe BHECEHWE NPUMECEN XMMUUYECKOTO UM MUKPOBNONOTrMYEecKoro
NPOUCXOXKAEHUA UM MOCTOPOHHErO MaTepuana B UCXOAHbIM MaTepuras, NPOMEKYTOUHbIM NpoayKT unn ADC B xoge
npon3BoAcTBa, oTbopa Npob, yNakoBKM WK NepeynakoBKU, XPaHEHUSA UAN TPAHCNOPTUPOBAHMS.

MHCTpyKUMA, meToguKa, npoueaypa (procedure): OOKYMEHT, coAepyKaluMi YKasaHMA MO BbINOJHEHWUIO
OTAeNbHbIX BUAOB onepauuii (Hanpumep, NO OYMUCTKE, MEepPeoieBaHUI0, KOHTPOO OKpyKalollei cpeabl, oTbopy
npob, NpPoOBeAEHUIO WCMbITaHWUIA, 3KchayaTauuuM o6opydoBaHMA), KOTOPbIM NPSMO MAM KOCBEHHO CBfA3aH C
NPOM3BOACTBOM NMPOMENKYTOUYHOro NpoaykTa unm A®C.

McnbiTaHua (validation): cuiHOHUM TepmuHa "aTTecTaums".

UcxoaHbii matepuan APC (APl starting material): cbipbe, NpomesKyTOuHbIM NpPoAyKT uan A®PC, KoTopble
ucnonbytoTca npu npounssoactse APC u BHegpatoTca B CTPYKTYpy ADPC B KayecTBe CYLLECTBEHHOrO 3/eMeHTa.
UcxogHbih matepran ADPC mokeT ObiTb NpoayKTOomM (MaTepuasom), MnosydaembiM OT OAHOrO waun bonee
MOCTaBLWMKOB NO KOHTPAKTy (KOMMEPYECKOMY COrflalleHnto), WAM MaTepuanom, NPOU3BOAMMbBIM Ha CamMoMm
npeanpuatMn. Kak npasuno, ana npoussoactea APC MCNONb3ylOTCA WUCXOAHble MaTepuasbl C KOHKPETHbIMM
XMMWYECKMMM CBOMCTBAMM U CTPYKTYPOM.

Kannbposka (nosepka) (calibration): cm. obuwme TepMuHbl M onpeaeneHus.

KapaHTUH (quarantine): cTaTyc maTepuanos, U30/MPOBaHHbLIX GU3MYECKM MAM UHBbIM 0BPa3om Ha Bpema A0
BbIHECEHUA peLleHns 06 MX BbIMYCKE UM OTKNOHEHWN.

KoHTponb KauvectBa (quality control; QC): npoBegeHWe NPOBEPOK WAM WCMAbITAHUA HA COOTBETCTBUE
TpeboBaHMAM cneundurKaLlmi.

Kputepun npuemnemoctu (acceptance criteria): uncnosblie npegenbHble 3HaYEHUA, AMANa30Hbl UAK Apyrue
KpUTEPUU, MPUMEHAEMbIE A1 MPUEMKU Pe3y/1bTaTOB UCMbITaHUIA.

KpuTtnueckuin (critical): ctaaum TexHosorMyeckoro npouecca, TpeboBaHMA K UCMbITaHUAM, CYLLECTBEHHbIM
napameTpam WM YCNIOBUAM, KOTOpble credyeT 3afaTb U KOHTPOAMPOBaTb ans obecnedveHus cooTeeTtcTBuA APC
TpeboBaHMAM cneundurKaLmm.

JNlekapcTBeHHas cybcTaHuma (drug substance): cMHOHUM TepMuHa "aKTUBHaA dapmaueBTMyeckasa cybctaHuma".

JNlekapcTBeHHbI (MeguumHckuie) npenapat (drug (medicinal) product): gosnpoBaHHas ¢opma ieKapcTBEHHOO
cpeacTBa B NepBUYHOM OKOHYATENbHOM YNaKoBKe, NpeaHasHauYeHHOW A8 NPOoAaXKMU.

Martepwuan (material): cbipbe (MCXOOHble MaTepuasibl, PEaKTUBbI, PAaCTBOPUTENM), TEXHONOTUYECKNE A06aBKMY,
NPOMEKYTOUHbIE NPOAYKTbl, ADC, ynakoBOYHbIE M NeYaTHble MaTepuansl.

MaTouHbIi pacteop (mother liquor): ocTaToYHan »KMAKOCTb NOC/E NPOLLECCOB KPUCTAIN3ALNN U BbIAENEHUS.

MpumeyaHne - MaTOUYHbIN PaCcTBOP MOMKET COAEpKaTb HENpPOpearMpoBaBlUMe MaTepuasibl, MPOMEKYTOYHbIE
npoayKTbl, A®C n/uaM npumecu B CyLLECTBEHHOM KONMYECTBE, a TaK¥Ke WCMNO0/Ab30BaTbCA ANA AajbHenwein
06paboTKM.

MeTogmKka atTectaumm (ucnbiTaHuin)  (validation protocol): AoKymeHTanbHO OQOPMIEHHbIM  NnaH,
yCTaHaBAMBAIOLLMIA NOPAAOK aTTeCTaumMm (UCNbITaHUI) 1 oNpeaenatoWnii KpUTEPUM NPUEMIEMOCTH.

MpumeuyaHune - Hanpumep, meToamKa atTecTaumu (MCNbITaHMIA) TEXHONOMMYECKOro MPOLECCa, KOHKPETHO
onpeaenAlWan TexHosorMyeckoe 060pyAOBaHME, KPUTUYECKME TEeXHONOrMYeckue napametpbl (pabouune
AVanasoHbl), XapaKTepuUCTUKKU MPOLYKLMKM, OTOOP Mpob, AaHHblE WCMbITaHWA, KOTOpble LO/KHbI ObiTb COBpPaHBI,
KOJIMYECTBO LIMK/IOB aTTecTaumnu (MCnbiTaHWii) U Nnpuemaemble PesyabTaTbl UCTbITAHUNA.
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Homep cepuu (naptum) (batch
number or lot number): onpegeneHHoe couyeTaHne uubp, 6YKB M/MAM cMMBONOB, 0b6O3Hayalollee Ccepuio
npoayKumu. Mo HoMmepy cepum MOXKeT BbITb MPOC/IeXKeH Becb NpoLecc nponssoacTsa cepun APC 1 ee peanmsauuu.

ObecneyeHne KayectBa (quality assurance; QA): obuwana COBOKYMHOCTb OPraHM3auUMOHHbLIX MepPonpPUATU,
NpPoBOAMMBIX C Lesblo obecrieyeHua Tpebyemoro KadectBa Bcex ADC M nopaepskMBaHMA CUCTEM KayecTBa Ha
OOJ/I)KHOM YPOBHE.

Cnykba (otmen) KauvectBa (quality unit(s)): opraHusaumoHHoe noapasgeneHue, HesaBUCMMOE OT
Npou3BOACTBA, KOTOPOe HeceT OTBETCTBEHHOCTb 3a obecrneyeHWe M KOHTPO/Ib KayecTBa, npeacrasasiowee coboi
oTAeNbl KOHTPONA U obecrneyeHns Kayectsa IMB60 OAHO NINLLO UAK TPYNMy, B 3aBUCMMOCTU OT pasMepa U CTPYKTYpPbI
opraHusaumm.

OTknoHeHue (deviation): oTcTynaeHMe OT yTBEPKAEHHON MHCTPYKLUKN MM YCTAHOB/IEHHOTO CTaHAapTa.

MepekpecTHoe 3arpsAsHeHWe (cross-contamination): 3arpssHeHWe MaTepuana WAM MPOAYKTA  APYIMM
MaTepUaNomM UAN MPOLAYKTOM.

MNepepabotka (reworking): o06paboTka MpomMeXyToYHOro npoaykta unm ADPC, He ya0BNETBOPAOLINX
TpeboBaHMAM CTAaHAAPTOB WMAM cneumMduKaumii, C NOMOLLbIO OAHOM WM HECKOJIbKUX TEXHOOrMYECKUX CTagui,
OT/IMYAIOLLIUXCA OT YCTAHOB/JIEHHOrO TEXHONOMMUYECKOTO NPOLLECCa, C LEbI0 NOAYYEHUA MPOMEKYTOUYHOIO MPOAYKTa
nnm A®C npuemnemoro Kayectsa (Hanpumep, NEPEKPUCTANAN3ALMA C APYTUM PacTBOPUTENEM).

MoBTopHan obpaboTKa (reprocessing): NOBTOpHOE BBEAEHME MPOMENKYTOUHOTO NpoaykTa uan APC (B T.4. He
yAoBneTBopatolWmMX TpeboBaHUAM cneuudpuKaLmii) B NpoLecc U NOBTOPEHWE CTaAUU KPUCTANAM3aUMU UAN APYroW
COOTBETCTBYIOLEN CTaAMN XMMUYECKOW MAM du3nyeckol o06paboTkun (Hanpumep, AUCTUANALMKN, OUNBTPALMMK,
XpomaTtorpaduu, M3MeNbyYeHUs), KOTopasa ABAAETCA YacTblo YCTAaHOB/NEHHOrO TEXHOJ/IOMMYECKoro npotlecca.
MpofoKeHNEe TEXHONOMMYECKOW CTaauMM MOCAe TOro Kak BHYTPMNPOW3BOACTBEHHbIM KOHTPO/b MOKasas, YTo OHa
ele He 3aBepLUEHA, CYMTAETCA YacTblo TEKyLLero npouecca NPoM3BOACTBA M HE PacCMaTPMBAETCA KaK MOBTOPHasA
0bpaboTKa.

Moanuce (cornacoBaHue) (signature (signed)): cm. TepmuH "cornacosaHue".

Moapaaunk (contract manufacturer): npousBoanTeNb, BLINOAHAOWMI HEKOTOPble MNPOU3BOACTBEHHbIE
onepauumu oT UMeHW NepBOHaYasIbHOro NPOU3BOAUTENS.

Mpumecs (impurity): KOMNOHEHT, MPUCYTCTBYIOLLMIA B MPOMEKYTOYHOM MpoayKTe uam A®OC, KoTopsblii ABnseTca
HexKenaTeNbHbIM 4J1A 3TOro NPoayKTa.

Mpownssoacteo (manufacture): onepauumn U BUAbI KOHTPOA, CBA3AHHbIE C 3aKYMNKON MCXOAHbIX MaTePUasoB, UX
npuemkoin, 06paboTKoN, yNakoBKOM, BbIMYCKOM B peanunsaLmio, XpaHeHUem 1 oTrpyskoin ADC.

MpomeskyTouHbIA NpoayKT (intermediate): maTepuan, nonyyaemblii Ha ctagusax npomssogactsa APC, KoTopbliit
npeTepneBaeT AajibHellIMEe MONEKYNAPHbIE U3MEHEHUS MAM OUYMCTKY A0 TOro, Kak OH MOXeT cymTtaTbca ADC.
MpomesKyToYHble NPOAYKTbl MOTYT HE BblAENATLCA B KAYECTBE YMCTbIX NPOAYKTOB.

MprmeyaHue - HacToAwMI CTaHAAPT PACNPOCTPAHAETCA TO/IbKO Ha NPOMEXKYTOUYHbIE NPOAYKTbI, NPOM3BOACTBO
KOTOPbIX HAYMHAETCA CO CTaanN, ABAAIOLLENCA, NO AOKYMEHTaM Npoun3BoAMTeNs, Hauyanom npomssoactsa APC.

PactBopuTens (solvent): HeopraHMyYecKkas MAM OpraHUMYecKan KMAKOCTb, MCMO/Ib3yemMasn B KayecTBe HocuTenn
ANA NPUrOTOBNEHMA PACTBOPOB UK CyCMeH3uIA Npy NPOU3BOACTBE NPOMEKYTOYHOro NpoayKTa unm A®C.

Cepua (naptua) (batch or lot): onpegeneHHoe KonAM4ecTBO MaTepuanos, MPOU3BEAEHHbIX B OAHOM WU
HECKO/IbKMX TEXHO/IOTMYECKMX MPOLECcCax TaK, YTO MX MOMKHO CYMTaTb OAHOPOAHBLIMW B PamMKax YCTaHOB/EHHbIX
npegenos. lpu HenpepbiBHOM MNPOM3BOACTBE MOHATUE CEPUM MOXKET OTHOCUTLCA K ONpeneneHHOM YacTu
NPOAYKLUMM, XapaKTepu3yemol OAHOPOAHOCTbIO. Pasmep cepumn morKeT 6biTb YCTaHOB/IEH NO (GUKCMPOBAHHOMY
KO/IMYecTBy NpoayKLUMKN NMBO NO KOAUYECTBY NPOAYKLMMU, NPOU3BOAMMON 32 YCTAaHOBAEHHbI NEPUoa, BPEMEHN.

Cuctema c KOMMbIOTEPHBIM YNpaBiaeHMEM U KOHTposemM (computerized system): cuctema, BKAtOYaloLWas B cebs
BBOZ [OaHHbIX, WX 3/EKTPOHHYIO 06paboTKy M BbIBOL WHPOPMaUUKM, MUCMONb3YEMOM ANA PerucTpauun uam
aBTOMAaTUYECKOTO KOHTPOIS.
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CornacoBanue (noanwuck) (signed
signature): noAnucb ML, BbINMONHAIOLWErO KOHKPETHOE AencTBMe Uan 0630p, B BUAE COKPALLEHHOW WAW MOAHOM
bamMUAUM U MHULMANOB, CAENAHHOW OT PYKM, IMYHON NeyaTV AU aBTOPM30BAHHOM U 3aLUMLLEHHOW 3/1EKTPOHHOM
noanucu.

Cocras npumeceli (impurity profile): onvcaHne MaeHTUGUUNPOBAHHBIX U HEMAEHTUPULMPOBAHHBIX NPUMECEN,
npucytcTaytowmx 8 AGC.

Cneumdukaumsa (specification): nepeyeHb MWCMbITAHUINA, CCbINOK Ha aHa/UTMUYECKME METOAUKM MU
COOTBETCTBYIOLLME KPUTEPUU MPUEMNEMOCTM, YCTaHAB/IMBAIOWME YMC/IOBbIE TFPAHWLUbI, AMANA30HbI MAK Apyrue
KpUTEPUU ANA yKa3aHHbIX UCNbITaHWA. CneunduKauma ycTaHaBAIMBAET KPUTEPUN, KOTOPbIM LOIXKEH COOTBETCTBOBATb
mMaTepuan gjs Toro, YTobbl ero MOXKHO 6bI10 MPUMEHATb MO Ha3HayeHuto. MaTepuan CooTBETCTBYET TPeboBaHUAM
cneunduKaLmm, ecnm Npy UCbITAHUAX NO NMPUHATBIM aHAIMTUYECKUM METOLAM OH YA0BAETBOPAET YCTaHOBAEHHbIM
KPUTEPUAM MPUEMIEMOCTMH.

Cpok rogHoctu (expiry date or expiration date): fgata, yKasbiBaemasa Ha YynakoBKe/aTuketke A®DC,
ob03HayawlWan nepuos BpPeMeHW, B TeYeHMe KOTOPOro rapaHTUpyeTcs coxpaHeHue cBoictB APC B pamkax
YCTaHOB/MIEHHbIX CMeUMOUKALUMN NPU XPaHEHWUW B OMpPeAeneHHbIX YCNOBUAX W MOCAe KOTOpOro AaHHaa ADC He
OOJ/IKHA MCNONb30BaTbCA.

Coipbe (raw material): uncxoaHble MaTepuanbl, PeakTMBbl W  pPACTBOPUTENW, NpefHa3HaYeHHble Ans
N3roTOBAEHMA NPOMEKYTOUHOIO NpoayKTa an AC.

TexHONOrMYeCcKNn KOHTPOIb (process control): cm. TepMUH "BHYTPUNPOU3BOACTBEHHbIN KOHTPOIL".

TexHonormyeckunit npouecc (production): onepauunu, BKAOYaoLWMe B ceba NPUEMKY UCXOLHbIX MAaTEPUANOB, UX
06paboTKy, yNakoBKy W nonyvyeHue rotoson ASC.

YnakoBouYHbI MmaTepuan (packaging material): noboli matepuan, npeaHasHaYeHHbI AAA  3aUTDI
NPOMEKYTOYHOro npoayKta nan AGC npu xpaHeHUU 1 TPAHCMOPTUPOBAHMUM.

STaNnoHHbIM CTaHZAPT, BTOpPUYHbIA (reference standard, secondary): BelecTBo ycTaHOBNEHHOrO KayecTsa U
YUCTOTbI MO pPe3y/ibTaTam CPABHEHMA C NEePBUYHbIM 3Ta/SIOHHbIM CTAHAAPTOM, UCMOb3yeMOe B KayecTBe CTaHAapTa
CpaBHEHMA AN1A TEKYLMX NabopaTopHbIX aHAM30B.

DTaNoHHbIA CTaHAapT, nepBuuHbIK (reference standard, primary): BewwecTBo, NPW3HaAHHOE MNOAJMHHbBIM
MaTepUaNoM BbICOKOM CTEMEHU YMUCTOTbl MO pPe3ynbTaTamM OBLWMPHbLIX aHANUTUYECKUX WUCMbITaHWIA. ITOT CTaHAApPT
MOMKeT 6bITb: 1) nonyyeH M3 odMLUMaNbHO NPU3HAHHOIO UCTOYHMKA; 2) NPUrOTOB/EH MYTEM HE3AaBUCMMOTO CUHTE33;
3) nonyyeH U3 UMEIOLLErocs MPOMBbILNIEHHOTO MaTepuana BbICOKON CTEMEHM YUCTOTbl AU 4) NPUrOTOBAEH NyTeM
OaNbHenwWen OYNCTKU CYLLLECTBYIOLLEro NPOMbILIEHHOTO MaTepuana.
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NHdpacTpykTypa MHHOBaL WA

MpunoxkeHue 1
MPOWM3BOACTBO CTEPU/IbHbIX TEKAPCTBEHHbIX CPEACTB
MpuHUMNbI

K npousBoAcTBY CTEPWUIbHBLIX JIEKAPCTBEHHbIX CPeACTB MpeabaBaAloTcs ocobble TpeboBaHWA, KOTOpble
HanpaB/ieHbl Ha CBeAeHWEe K MWHUMYMY PWUCKa 3arpA3HEHUs MUKPOOPraHM3MamMu, YacTULAMW U NUPOreHamMu.
BbinonHeHMe 3TUX TPebOoBaHUI BO MHOTOM 3aBMCUT OT OMbITa NepcoHana, ero NoAroToBKM U OTHOLLIEHUS K paboTe.
OcobeHHO BbiCOKME TpeboBaHMA nNpPeabABAAKTCA K obecneyeHMO KayecTBa, MOArOTOBKE W  BbIMOJIHEHUIO
TEXHONIOTUYECKUX MPOLLECCOB, MUX TWATeNbHOM OTpaboTKe M aTTecTauum (McnbiTaHuaM). KOHTpoab 3aBepluatoLLei
CTaguu NPOU3BOACTBA UM KOHTPO/Ib FOTOBOM NPOAYKLUMN HE MOXET pacCMaTpuBaTbCA Kak eANHCTBEHHOe CpeacTBO
obecneyeHns CTePUAbHOCTM UK APYrUX NOKas3aTenen Kadyectsa NPoAyKLUUN.

MpumedyaHne - HacToAwMIA CTaHOAApPT He ycTaHaBAMBaeT MeToAbl OnpeAeneHus YUCTOTbl BO3AYXa,
NoBepXHOCTEM M MNp. NO MUKPOOPraHM3mMam M 4YacTuuam. ITu TpeboBaHMA NpuBeaeHbl B APYTMX HOPMAaTUBHbIX
AOKymeHTax (ctaHgapTax EH, UCO, TOCT P UICO u gp.).

Obume nonoxeHnn

1. MNpoun3BOACTBO CTEPU/IBHON MPOAYKUMM OO0MKHO ObiTb OPraHM30BaHO B UMCTbIX MOMELLEHMAX (30Hax) C
BO3AYLIHbIMK WAO3aMK AN obecnedeHns AocTyna nepcoHana u/unm nepemelleHns obopyaoBaHna U maTepuanos.
B uncTbIX NomeweHuax (30Hax) AO/XKEeH Noaaep’KMBaTbCA YPOBEHb YMCTOTbI MO COOTBETCTBYIOWEMY CTaHAApTy, a
BO34yX A0/IKEH nodaBaTbcs Yepes GuabTpbl Heobxoanmoi ahPpekTUBHOCTH.

2. NoAroToBKa UCXO4HbIX MATEPUANOB, NPUTOTOBAEHWE NPOAYKLUMU WU HAaNOJHEHWE AOJIKHbI BbINOAHATLCA B
OTAENbHbIX 30HaX (MOMeLLLeHMAX) B Npeaenax Y4CTol 30HbI (NomeLLeHns).

Mpouecchl NPON3BOACTBA CTEPU/bHBIX IEKAPCTBEHHbIX CPEACTB NOAPA3LENAOTCA HA ABE KaTeropuu:

- NpeaycmaTtpusatowme GUHULLHYIO CTEPUIN3ALMIO (T.€. CTEPUAN3ALMIO B FEPMETUYHOW NEePBUYHONM YNaKOBKE);

- NPOBOAMMbIE B aCENTUYECKMX YC0BMAX Ha O4HOM UAN BCEX 3Tamnax NPOU3BOACTBA.

3. YucTble nomew,eHmaA (30HbI) 414 NPOM3BOACTBA CTEPUIbHOM MPOAYKUMN KaccudULMPYIOTCA B COOTBETCTBUM
C TpeboBaHMAMM K OKpyKatowen cpege. Kaxpaa npomnsBoACTBEHHAA onepauuma TpebyeT onpeneneHHOro ypoBHSA
YMCTOTbI OKPY’Kalollel cpedbl B 3KCNAYaTUPYEMOM MOMELLEHMMU (30HE) C LEeNblo CBEAEHUA K MUHUMYMY PUCKA
3arpsAsHeHus NpoayKTa AN MaTepuasioB YacTULAMM AU MUKPOOPraHU3IMamu.

Ona obecneyeHWs COOTBETCTBMSA UWUCTbIX MOMELLEHMIA (YMCTbIX 30H) TpeboBaHWAM, NpPeabABAAEMbIM K
3KCN/lyaTUPYEMOMY COCTOSIHUIO, MPOEKTOM A0/IXKHO NpeaycmMaTpuMBaTbCA COOTBETCTBME 3aZaHHbIM Knaccam YMCTOTbI
BO3/yXa B OCHALEHHOM COCTOAHUM.

OcHalleHHOoe COCTOAHME - COCTOSIHME, B KOTOPOM YWUCTOE MOMELLEHME MOCTPOEHO W (PYHKLUMOHUPYET,
TexHonornyeckoe ob6opyaoBaHME NOHOCTbIO YKOMMAIEKTOBAHO, HO MepPCOHan OTCYTCTBYET.

dKcnyaTMpyeMoe COCTOSIHUE - COCTOAIHME YMCTOro NOMELLEHUSA, B KOTOPOM TexHoornyeckoe obopyaosaHue
dYHKUMOHMPYET B TpebyemomM pexkume € 3aZaHHbIM YMc/iom paboTatolero nepcoHana.

TpeboBaHMA K OCHALLEHHOMY WM 3KCMIyaTUPYEMOMY COCTOSHWIO AOJIKHbI OblTb YCTAaHOB/IEHbI ANA KaXKAoro
YMCTOrO NOMELLEHWNA UNU KOMMJIEKCA YMUCTbIX MOMELLLEHWIA.

YucTble 30HbI NPU NPON3BOACTBE CTEPU/IbHBIX IEKAPCTBEHHbIX CPEACTB NOAPA3AENA0TCA Ha YeTbipe TUNa:

A - NloKa/ibHaA 30Ha A/ NpoBeAeHMA onepaunii, NPeacTaBAsOWMX BbICOKMIA PUCK AN1A KayecTBa NpoayKumK,
Hanpumep, 30Hbl HANOJIHEHWUS, YKYMOPKW; 30HbI, rae amnynbl U GNaKOHbl HAaXO4ATCA B OTKPbITOM COCTOSIHUWU U
BbINO/IHAOTCA COeAMHEHUs 4acTen obopypoBaHMA B acenTMuYeckux ycnoeusax. Kak npaBuno, B TaKMX 30Hax
MCNONb3YIOT OAHOHaNPaBAeHHbI (NamUHapHbIM) NOTOK BO3AyXxa, obecneunmBaloWMii B HE3aMKHYTON YUCTOM 30He
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oaHopoaHyto ckopoctb 0,36 - 0,54 m/c
(pekomeHayemoe 3HauyeHue). [NopaeprKMBaHWE OAHOHAMNPaBJAEHHOCTM BO34YLWHOro MOTOKA [AOJ/IKHO 6biTb
noATBepXKAeHO MpU atTectaumm (McnbiTaHMAX). B 3aKpbITbiX M30/MPYIOWMX YCTPOMCTBAX M MepyaToyHbIX HGOKcax
OO0NYyCKaeTcs UCNo/ib30BaTb O4HOHANPaB/IEHHbIM NOTOK BO34yXa C MEHbLUEN CKOPOCTbIO;

B - 30Ha, HeEMoOCpPeACTBEHHO OKpyXKawwana 30Hy A 1 npegHasHayeHHaa ANa aCenTUYECKOro NpPUroToBAEHUA U
Hano/IHeHus;

C 1 D - uncTble 30HbI 415 BbINOJIHEHMA MEHEe OTBETCTBEHHbIX CTaAMMN NPOU3BOACTBA CTEPUIBHOM NPOAYKLUN.

Knaccndumkaumsa YnMcTbIX MOMELLEHUM U YNCTbIX 30H

4. Yuctble NoMeLLEeHNA U YUCTble 30HbI cneayeT Knaccuouumposatb no FOCT UCO 14644-1.

MopsafoK NoATBepXKAeHUA Kaacca YMUCTOTbl MPWU aTTecTauuu (MChbiTaHMM) M NOPAAOK TEKYLLEro KOHTPOAS
pa3nnyHbl. MaKcMManbHO [ONYCTMMasA KOHUEHTPALUMA a3p030JibHbIX 4YacTuL, AAA KaxKAOW 30Hbl NpuBeAeHa B
Tabauue.

3oHa | MakcuMmanbHO A0MNYyCTMMOE YMCAo YacTmy, B 1 Ky6. m Bo3gyxa
npwu pasmepe YactuL, paBHOM UM 6onbliem
B OCHALLEHHOM B 9KCM/yaTUPYEMOM COCTOSAHUM
COCTOAHUU
0,5 MKm 5,0 MKm 0,5 MKm 5,0 MKm
A 3520 20 3520 20
B 3520 29 352000 2900
C 352000 2900 3520000 29000
D 3520000 29000 He pernameHTupyetca He pernameHtunpyetca

5. Mpu atTectaumm 30H A Ha Knacc YNCTOTbl 06bem oTbMpaemoin Npobbl BO3AyXa A0XKEH ObITb He meHee 1 Ky6.
M AN KaxKaol To4Yku otbopa npob.

30He A cooTBeTCTBYEeT Knacc 4ymctoTbl Bo3ayxa 4, 8 UCO, onpeaensembiii TpeboBaHMEM K KOHLEHTPaLUK
yacTuy, ¢ pasmepamm >= 5,0 MKm.

30He B B OCHalLeHHOM cOCTOsiHUKM cooTBeTcTBYyeT Knacc 5 NCO ana obomx 3HaYEeHU NOPOroBbIX PasmepoB
yacTuu,

3oHe C (oCHalleHHOE W 3KChAyaTUpyemoe COCTOSIHME) COOTBETCTBYHOT Knacchbl ymctotel 7 MCO u 8 UCO
COOTBETCTBEHHO.

3oHe D (ocHaweHHOoe coCTosIHME) COOTBETCTBYET Kaacc unctotol 8 NCO.

Ona uenen knaccuomkaumm FOCT UCO 14644-1 ycTaHaBAMBaAET METOAMKY onpeaeneHns MMHUMAAbHOTO YMcaa
Toyek oTbopa nNpob M obbema Npobbl B 33aBUCMMOCTM OT MNPeAesbHO AO0MNYCTUMOW KOHLEHTpPAUMM 4Yactul, C
HanMbOoNbLIMM MOPOroBbIM Pa3MEPOM M METOZbI OLLEHKM NOAYYEHHbIX AaHHbIX.

6. [Mpu aTrectaumMmM YUCTbIX MOMELLEHWM Ha KAAcC YUCTOTbl CnegyeT WCNoab30BaTb MNepeHOCHble
(nepeaBukKHbIE) CYETUMKM HACTUL, C KOPOTKUMU NPOBOOTOOPHBIMM TPYOKaMK, MOCKONbKY B CUCTEMAX C YAAIE€HHBIMU
TOYKamm oTbopa NpPob AnHa TPYOOK BE/MKA U BbICOKA BEPOATHOCTb OCAXKAEHMA YACTUL, C pasmepamm >= 5,0 MKM Ha
CTeHKax TpyboK.

Mpu c4yeTe YacTMy, B OJHOHAMNpPaB/leHHOM MOTOKe BO3A4yXa CcneayeT MNPUMEHATb W30KUMHETUYECKMue
NPo600TH6OPHUKN.

7. ATTectauMA B 3KCMAYaTUPYEMOM COCTOAHMM MOMKET MPOBOAUTBCA B YC/NOBUAX AEWCTBYIOLLErO
TEXHONOTMYECKOro NPOoLLEecca, MMUTALMKM NPOLLECCa UAN NPU HAaNOAHEHUM CpeaaMu, ecan TpebyoTca UCNbITaHUA Ana
Hamxyawero cny4van. YKasaHuA No NpoBeAEeHWUI0 WUCNbITaHWUIA ANsA NOATBEPXKAEHWA HEnpepbiBHOrO COOTBETCTBMUA
3a4aHHOMY Knaccy umctoTbl npmsegeHsl B FTOCT P NCO 14644-2.

TEKyLLI,MVI KOHTPO/J1b YNCTbIX I'IOMGLLI,EHI/IVI N YUCTbIX 30H

He aBnsemcs oduyuanbHol nydaukauuel U HOCUM UHGOPMAUUOHHLIU Xapakmep.
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8. CnepyeT NPOBOAUTL TEKYLUMA KOHTPOJIb YUCTbIX MOMELLEHUIA M YMCTbIX 30H B NEPUOSA MUX IKCMIyaTaLUM.
TouKkn oTbopa Npob 1A TEKYLLErO KOHTPOA BbIOMPAtOT HA OCHOBE aHa/In3a PUCKA M PEe3yabTAToB, NOAYYEHHbIX NpPU
aTTecTaumMm UM UCMbITAHUKN YUCTbIX NOMELLLEHWI U/UNN YNCTBIX 30H.

9. KOHTPO/Ib KOHLEHTPALMM YacTUL, B 30HaX A LO/IKEH MPOBOAUTLCA B TEYEHWE BCErO BPEMEHW BbIMOJHEHMUSA
KPUTMYECKMX MPOLLECCOB, BKAOYAn onepaunmn cbopkm o60pya0BaHUs, 3a UCKAIOYEHMEM CyYaeB, KOraa 3arpasHeHus
MOTyT MOBPEAWTb CYETYMK YacTUL, WAW NpeactaBnAaTb Cob6oOM onmacHOCTb (Hanpumep, *KMBble OPraHM3mbl U
PaAMOaKTMBHbIE BeLLEeCTBa). B 3TUX C/ay4asax KOHTPOAb MpWU NOAroToBKe 060pyAoBaHWMA cneayeT NMpoBOAUTL A0
nonaBaeHna pucka. KOHTposb cnegyeT TakKe NpoBOANUTb MPU MMUTaUMK npouecca. MNepruoanyYHOCTb KOHTPOIA 30H A
n obbem Npob A0MKHbI BbiTb TAaKMMM, YTOObI BbIABUTL BCE BMELIATENLCTBA U Atobble HapyweHua B paboTte. Mpwm
NPEeBbILEHNN 3HAYEHNIN NpenenioB npeaynperKaeHUs AO0NKHbI No4aBaTbCA CUrHa/bl TPEBOrU. [lonycKaeTcs, 4To He
BCEraa MOMHO PErucTpMpoBaTb HU3KWE YPOBHM KOHLIEHTPAUMIM YacTuL € pasmepamu >= 5,0 MKm B6/M3U Touyek
HanoJIHEHMA B Xo4e NPoL,Eecca HanoNHeHNA 13-3a 06Pa30BaHUA YaCcTUL, UM KanesieKk B Xo4e CaMoro npotiecca.

10. PekomeHayeTcAa MCMO/Ib30BaTb TAKOM KOHTPOJIb U AN 30H B, HO NEepPMOAMYHOCTb KOHTPO/IA MOXKET ObITh
yBe/MYeHa. AKTYa/lbHOCTb KOHTPOIA KOHLEHTPALLMM YacTUL, 3aBUCUT OT 3GGEKTUBHOCTU Pas3feieHNa CMEXHbIX 30H A
n B. MepnoagMyHOCTb KOHTpPOAS M 06bem nNpob B 30HAX B A0/KHbI ObITb TaKMMMK, 4YTOObI OBHapyKUTb Ntoboe
U3MEHeHMEe YPOBHEW 3arpsAsHeHns u ntoboe HapyweHne B paboTe. Mpu NpesbiWEHUN NPEAENOB NPeAynpeXRaeHNA
OOJ/IKHbI NOAABATLCA CUrHA/bI TPEBOTU.

11. Cuctema KOHTPOA a3PO030/1bHbIX YaCTUL, MOXKET UMETb Pa3Hble UCMONHEHUA:

- COCTOATb M3 HE3AaBUCMMbIX CHETYMKOB YacTuL,

- 0bpasoBbIBaTb CeTb TOYEK NPOHOOTOOPa, KOTOpble MOCAEAOBATENbHO MOAKAOYAOTCA K Pa3BETBUTENID, a
yepes Hero - K CYETUMKY HaCTULL;

- ABNATbCA KOMOUHALMEN NepPBbIX ABYX.

Mpu BbIGOPE CUCTEM KOHTPOAA CNeayeT y4uTbiBaTb TpeboBaHWMA K pasmepam YacTuu. Mpu 1Mcnosib3oBaHUK
CUCTEM C YAaNeHHbIMW ToYKamu oTbopa npob creayeT yumTbiBaTb AJIMHY TPYOOK M paguycbl n3rmbos TpyboK c
YY4ETOM BO3MOMHOCTM OCeAaHMA 4YacTul, Ha CTeHKU TpyboK. Mpu BbibOpe cUCTEMbl KOHTPONS cieayeT TaKiKe
YUYUTbIBATb PUCK, UCXOAAWMI OT MaTepmasioB, UCMOJIb3YEMbIX B TEXHOJIOIMYECKOM MPOLLecce, Hanpumep, Haanuune
YKUBbIX MUKPOOPTraHM3MOB WU/IM PaZMOaKTUBHbIX papMaL,eBTUYECKMX NpenapaTos.

12. MNpu UCNONb30BaHUM aBTOMATU3MPOBAHHOM CUCTEMbI TEKYLLEro KOHTpPO/AA obbem Npob 3aBUCUT, Kak
npaBnIo, OT CKOPOCTM 0TOopa NPob. O6bem NPob NpU TEKYLLEM KOHTPOIE MOMKET OTAMYaTLCA OT o6bemMa npob npwm
aTTecTalMm YMUCTbIX MOMELLEHMUI N YNCTbIX 30H.

13. TeKywMmi KOHTPOAb KOHLEHTPAUMKW YacTuy, c pasmepamu >= 5,0 mKm B 30Hax A U B mmeet ocoboe
3HaYeHMe, NOCKOJ/IbKY OH BayKeH AJ/151 PaHHEr0 BbIABNEHUA HapyLLeHWit B paboTe.

CyeTumK YacTuL, MOXKET AaBaTb OWMOOYHbIE MOKAa3aHMA O HaAWuYMKM YacTuy, >= 5,0 MKM M3-3a Cay4YanHbIX
($aKTOPOB: 3N1EKTPOHHbIX LWYMOB, PaccesHHOro CBeTa, OWMOOK coBnageHus u T.4. O4HAKO eCNU CYETYMK NMOBTOPHO U
CUCTEMATUYECKM PETUCTPUPYET MAoe YMCIO YACTUL, TO 3TO YKA3bIBAET Ha BO3MOMKHOCTb 3arpA3HeHUs, YTo TpebyeT
paccnenoBaHus. Takne cobbITUA MOTYT ABAATLCA PaHHUM MNpeaynpexgeHnem ob OTKase CMCTeMbl BEHTUAAUMMK U
KOHAMUMOHUPOBAHUA, YCTAaHOBKM HANOJHEHMA WAW CBUAETENbCTBOBATb O HapPyLUEHUM NPaBWA  BbIMNOJAHEHMUA
MOHTaa, NYCKOHaNaL0uHbIX PaboT MM IKCNyaTaLUN.

14. CooTBeTCcTBME KOHUEHTPALMM YacTUL, B OCHALLEHHOM COCTOSIHUM 334aHHbIM TpeboBaHUAM (cM. Tabauuy)
OOJ/IKHO [0CTUraTbCA MOC/AE KOPOTKOrO BPeMEHM BoCCTaHOBMAeHMA 15 - 20 MUH. (pekomeHayemoe 3HauYeHue) npwm
OTCYTCTBMM NEPCOHANA NOcae 3aBepLIeHNs paboTbl.

15. Mpwu TekyLem KoHTpose 30H C 1 D B 3KCNAyaTUPYEMOM COCTOAHUK CieAyeT UCNO/1b30BaTb METOA aHaIM3a
puckos. TpeboBaHMsA M Npeaesbl NpeaynpeXxaeHua U TPeBOrM 3aBUCAT OT 0COBEHHOCTeN onepauuii, HO cneayeT
obecneymBaTb COOTBETCTBME PEKOMEHAYEMOMY 3HAYEHMIO BPEMEHM BOCCTAHOBEHUSA.

16. TpeboBaHMA K ApyrMM napameTpam, HanpuMMep K TemnepaTtype WU BAAXKHOCTW, 3aBUCAT OT NPOAYKTa U
XapakTepa BbINOAHAEMbIX onepaumit. ObecnedyeHne TpebOBaHUIN K 3TUM NapamMeTpam He AO0/KHO BAWMATb HA
BbINOJIHEHWE TpeboBaHMI K YMCTOTE.
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17. Hwxe npuBedeHbl npumepsl

onepaumii, BbINOJHAEMbIX B Pa3/IMYHbIX 30HaX (cM. Tabaunuy v pasaensl 28 - 35 gaHHoro MpunoxkeHus).
Mprmepbl onepaumii, BbINOAHAEMbIX B 30HAX Pa3/IMYHbIX TUMOB, NpMBeAeHbl B Tabavuax (pasgens 28 - 35):

3oHa | Mpumepbl onepaumii AnA NPOAYKLMM, NoanexKallei GUHULLHON
crepunmsaumm (pasgensi 28 - 30)

A HanosiHeHWe NPoAYKTOM, KOrZa ero Heab3a NoABepraTb PUCKY
3arpsAsHeHus

C MpuroToBneHMe PacTBOPOB, KOTAA UX HENb3S MOABEPraTb PUCKY
3arpsasHeHus. HanoaHeHWe NPoAyKTOM

D MpurotoBneHMe PacTBOPOB U NOArOTOBKA NEPBUYHOM YNAKOBKM,

maTepunanos un gp. anAa nocnegyrowero HanosiHeHUA

3o0Ha | Mpumepbl onepaumin ANA acENTUYECKOro NPUroTOB/IEHNA
(paspensl 31 - 35)

A AcenTuyeckoe NPUroToBAEHME U HaMNOHEHME
C MpuroToBneHMe PacTBOPOB, NogaexKawmx GUabTPaLum
D Onepaunn c maTepranamm nocsie MomKu

18. B acenTuMyeckom MNpoOM3BOACTBE HEOBXOOAMMO [OCTAaTOMHO YacTo MPOBOAUTbL MMKPOBUONOTMYECKUI
KOHTPO/Ib C UCNONb30BaHMEM METOAOB CEAMMEHTALMM Ha YalKK, oT6opa Npob B o6beme Bo3ayxa M C NOBEPXHOCTEMN
(Hanpumep, CMbIBbI M KOHTaKTHble NAacTUHbl). MeToabl oTbopa npob, Mcnosiblyemble B 3KCMAyaTUPyEMOM
COCTOAHWMU, He [O/KHbI BHOCUTb MOMEX B 3alMTy 30Hbl. Pe3ynbTaTbl KOHTPOAA c/leAyeT y4uTbiBaTb Npu
PacCMOTPEHUN [OKYMEHTALUMM Ha CEPUIO FOTOBOM NPOAYKUMWM W Bblgaye paspelleHua Ha ee BbiNyck. [locne
BbIMO/IHEHUA KPUTUYECKMX oOnepauuit cneayetr nNpoBOAMTb MUKPOBMOMOrMYECKUI KOHTPONb MOBEPXHOCTEN W
nepcoHana.

CneayeT Tak:Ke MNPOBOAWUTbL AOMNONHUTENbHbIA MUKPOBMONOTMYECKUI KOHTPO/Ib BHE TEXHOJIOTMYECKOro
npouecca, Hanpumep, Noc/ae aTTectauun (McnbiTaHUin) 060pyA0BaHUA, BbINONHEHUSA OYUCTKUN U AE3NHPEKLMUN.

19. PekomeHayemble npeaefibHble 3HAYeHWA [AONYCTUMOTO MWUKPOOHOro 3arpsA3sHEHMs UYMUCTbIX 30H B
3KCMNAYyaTUPYEMOM COCTOSHUM NpUBeAEHbI B Tabauue.

3oHa |PekomeHayemble npeaenbHble 3Ha4YeHUA
MMKPOBHOro 3arpsAsHeHnA <a>
B Bo3ayxe, CeaumeHTauma Ha KoHTaKTHble OTnevaTok
KOE/ky6. m YallKy AMameTpom NAACTUHbI nepyaTku
90 mm, KOE AnameTpom 55 mm, (5 nanbues),
3a4y4<b> KOE/nnactuHa KOE/nepuaTKka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -

<a> YKasaHbl cpegHne 3HavyeHuA.
<b> [lonycKaeTca 3KCNOHUPOBaHNE OTAE/bHbIX CEAUMEHTALNOHHbIX
NAacTUH MeHee 4 y.

20. B 3aBucmMmoctu ot PEe3ynbTaTOB NPOBOAMMOIO KOHTPO/IA CneaAyeT yCTaHOBUTL npeadesibHble 3Ha4YeHNA ONA
npeaynpexageHmna w“ ,Cl,eﬁCTBMFl ana noKasartenem 3arpA3HeHnA 4YactuuaMmn " MUKPOOPraHN3Imamu, a TaKXKe

He sBasemca oduuuansHol nydaukauyuel U HOCUM UHPOPMAUUOHHLIU Xapakmep. FOCT P 52249-2009 13
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM

06|3C1ITIUITII:>C9| K UCMOYHUKAM oduuuanbLHo20 OI’IL_.JB/'IUKOE)GHUH.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



Ny il CLLL i

npeaycmoTpeTb B WMHCTPYKLUMAX WM
METOAMKaxX NOPALOK BbIMOSHEHUA KOPPEKTUPYIOLWNX AEACTBUIA B C/ly4ae NPeBbIleHMs 3TUX NPeAebHbIX 3HaYEHU.

N3onn pyrowaa TexHonorma

21. NpuUMeHeHNe U30MPYIOLLENA TEXHONOTUU CBOAUT K MUHUMYMY BMAHWE YE/I0BEKA HA TEXHOJOTMYECKMe
30Hbl. B acenTuyeckom nNpou3BOACTBE 3TO MO3BOASAET 3HAYUTENIbHO CHU3UTb PUCK MUKPOOHOrO 3arpAsHeHuA
NPOAYKLUMM U3 OKpYKatoLwen cpeabl.

B M3onaTopax n nepesaTodHbIX YCTPOMCTBAX BCEX TUMOB AO/XKHbI BbINONHATLCA YCTAHOBAEHHbIE TPeOOBAHUA K
KayecTBy Bo3ayxa. [pu 3Tom cnegyeT yunTbiBaTb, B KAKOW CTENeHM BO3MOXKHbI yTeUKM (NoBpeXKaeHWs), Bbi3BaHHbIE
0COBEHHOCTAMM KOHCTPYKUMMU MAM MaTepuanos usonatopa. lMepesaToyHble ycTpoMicTBa MOryT 6biTb pasHbiMU: OT
KOHCTPYKUMA C OOMHAPHOM WAM  OBOMHOM  ABEPbID A0  MOJHOCTbIO  FEPMETU3MPOBAHHbLIX  CUCTEM,
npeaycMmaTpmBaloLLIMX NPOBEAEHNE CTEPUANBALMUN.

22. Mpouecc nepefayn MaTepuanos BHYTPb M HapyXKy M30AATOPaA ABAAETCA OAHMM M3 Hambosee CUbHbIX
NOTEHUMANbHbIX UCTOYHUKOB 3arpA3HeHnin. M3onatop npegHasHayveH ana NpoBeAeHMA onepaLlmii, NpeacTaBAAOWMX
BbICOKWMI PUCK A1A KAYecTBa NPoAayKLMuK. B TO e Bpema A0MNYCKaeTca opraHMsauma paboymx 30H BHYTPU M301ATOpa
6e3 04HOHANPaBAEHHOIO (NTaMWHapHOro) NOTOKa BO3AyXa.

23. TpeboBaHMA K YNCTOTE BO3AyXa B CPeLEe, OKPYKatoWen N30NATOP, 3aBUCAT OT KOHCTPYKLMMU M301ATOPA U
ero HasHayeHusa. ITy cpeay cneayeT KOHTPOAMPOBATb, M ANA aCENTUYECKOro Mpou3BOACTBA OHa [AO/KHa
COOTBETCTBOBATb, MO KpaliHel mepe, 30He D.

24. N3onaTopbl MOryT ObiTb BBEAEHbI B 3KCMIYaTaLMIO TONbKO MOC/E 3aBEPLUEHUA aTTecTaumm (MCnbiTaHwui),
KOTOpasa AO0/KHA y4YUTbIBaTb BCE KPUTMUECKME PaKTOPbl M30AMNPYIOLLEN TEXHOIOMMM, HANPUMEP TaKME, KaK KauecTBo
BO34yXa BHYTPM M CHAPYKM M30NsTOPa, NOPAAOK 0O6paboTKM U30/ATOpPa, TEXHONOMMIO Nepesayn M LLeS0CTHOCTb
nsonATopa.

25. CnepyeT yCTaHOBUTbL NMOPALOK TEKYLLEro KOHTPO/IA, BKAOYAOWMI B cebsi 4OCTAaTOYHO YacToe npoBeseHue
WCMbITaHUIM HA Ha/IMuKME YTeYeK B U30/IATOPE M cUCTEeME "'MepyaTKu - pykasa'.

TexHonorua "BblayBaHUe - HANOJIHEHWE - TepMmeTu3ayma’

26. YcTpoicTBo "BblayBaHMe - HAaNoO/HEHMe - repmeTusaumsa” npepcrasnseT cobon ycTponcTBO cneunanbHOM
KOHCTPYKLMMU, B KOTOPOM B TEYEHUEe OAHOro HENpPepbIBHOrO TEXHONOTMYECKOro LUMKAA U3 TepMONIacTUYHOrO
rpaHynsTa GopmMMpPYIOTCA YNaKOBKWU, KOTOPble HaMOJHAKTCA MPOAYKTOM M repmeTusmnpytotca. Bce 3T onepaumm
npoBogATCA B Npegenax o4HOro aBTOMATUMYECKOro Kommnaekca. YCTpoMCTBO "BblAyBaHWE - HaMoJHEHWe -
repmeTtnsauma”, Mcnosblyemoe B acenTUYECKOM MNPOM3BOACTBE U Mmetowee 30HY A € 3GDEKTUBHbIM MOTOKOM
BO34yXa, MOeT 6biTb YCTaHOB/AEHO, NO KpailHei mepe, B 30He C MpM yCNOBMM WMCMOb30BAHWA MEpPCOHANOM
oAeabl, NpumeHAeMol B 30Hax A 1 B. OKpyrKalowas cpega B OCHaLWEHHOM COCTOSHWUM A0/1’KHA COOTBETCTBOBATb
YCTaHOB/IEHHbIM TPeboBaHUAM MO YacTMLAM U MUKPOOPraHM3Mam, a B 3KCMAyaTUPyeMOM COCTOAHUM - TONbKO MO
MUKpPOOpraHnamam. YCTpoOWCTBO "BblAyBaHWE - HaMOJHEHME - repmeTusauma”, 1Mcnosb3yemoe B MPOM3BOACTBE
NPOAYKTOB, NOANEKALWMNX GUHULIHON CTEPUAN3ALMM, LOKHO YCTaHaBANBATLCA, NO KpaliHel mepe, B 30He D.

27. YunTbiBasa 0COBEHHOCTM 3TOW TEXHONOMMM, cneayeT obpaTuTb ocoboe BHUMaHUE Ha:

- KOHCTPYKUMIO K aTTecTaumio 060pyaoBaHus;

- aTTecTaumio 1 BOCNPOU3BOAMMOCTb NPOLLECCOB "ouncTKa Ha mecte" 1 "cTepunnsauma Ha mecte";

- NapameTpPbl YUCTOrO NOMELLLEHNA, B KOTOPOM YCTaHOBAEHO 060pyA0BaHME;

- 06y4yeHMe oNepaTopPoB 1 UX OAEKAY;

- AleNCTBUA B KPUTUYECKOWN 30HEe 060PYyA0BaAHMSA, B T.4. BbINOJIHEHME NOACOEANHEHMUI U COOPKU B aCENTUYECKUX
YC/0BMAX [0 Hayana HanoJHeHUs.

He aBnsemcs oduuuansHol nydaukauuel U HoCcUm UHGOPMAUUOHHLIU xapakmep. @  [OCT P 52249-2009 h
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MpoayKTbl, nogaexawme GUHULWHOMN
cTepunnsaumm

28. MNoarotoBKka KOMMOHEHTOB MEPBMYHON YMAKOBKU U APYrMX MaTepuasioB U NPUroToBaeHne 6oNbLIMHCTBA
NPOAYKTOB A0/XHa MPOBOAMTLCA, MO KpalHen mepe, B 30He D, ytobbl obecneynTb AOCTAaTOYHO HU3IKUI YPOBEHb
3arpA3HEHUA MUMKPOOPraHU3IMaMM M YacTULLAMK nepeg, cTagnamm GuabTpaumm u ctepnamnsaymm. MNpu NoBbILEHHOM
pUCKe 3arpsisHEHNA MUKPOOPraHM3Mamu (Hanpumep, Korga NPoAayKT ABAAETCA XOpoLel NUTaTesibHOW cpeson ans
MWKPOOPraHM3MOB WMN OH LO/IKEH XPAHUTbCA B TEYEHWE OINTENBHOTO BPEMEHU A0 CTEPUIU3ALMM, UM NpoLLecc
NpPOBOAAT, B OCHOBHOM, B HE3aKPbITOM 060pYy10BaHMM) TEXHONOTMYECKME ONepaLmm ciegyeT NpoBoauTb B 30He C.

29. HanonHeHue npoayKTtamu, noanexawmmm GUHULIHON CTepuan3aLmm, OMKHO NPOBOAMTLCA, MO KPanHeNn
mepe, B 30He C.

30. Mpw NOBbLILWEHHOM PUCKE 3arpA3HEHUA NPOAYKTA OT OKPYKalolel cpenbl, Hanpumep, ecan onepaumu
HaNO/IHEHMA NPOXOAAT MeASIEHHO MW YNAaKOBKM MMEIOT LUMPOKOE FrOpa0, AN UX HEOOXOAMMO AepPrKaTb OTKPbITbIMMU
60nee HECKONbKUX CEKyHA 4O repmMeTusaumu, HamnojsHeHWe AO0NKHO MPOBOAUTLCA B 30HE A, HaxogAwelcsa, no
KpanHen mepe, B 30He C. MpUroToBAEHNE N HANOJIHEHWE MA3AMU, KpemMamM, CYCMeH3naMMU U IMYIbCUAMU Nepes,
PUHULLHOM CTepuUnm3aLMen cneayeT, Kak NnpaBuno, NpoBoanTb B 30He C.

Acentnyeckoe n ponssoacTteso

31. Onepauum C KOMMNOHEHTAMWU MEPBUYHOM YMAKOBKU U APYrMMKM MaTepuasiamMum MNocne MOMKM OONXKHbI
npoBoANUTbCA, MO KpaihiHeh Mmepe, B 30He D. Onepaumu CcO CTEPUNBbHBIMU UCXOAHbIMM MaTepuanamum u
KOMMOHEHTaMM, €CAM Ha NOC/NeAyHoWMX CTagmaAxX NpoLecca He NpeaycMoTpeHa X cTepuamsauma nan dunbTpaumns
yepes GUNbTPDI, YAEPHKMBAIOLME MUKPOOPraHM3Mbl, A0MXKHbI NPOBOANTLCA B 30He A, HaxogdAllelca B 30He B.

32. MpurotoBneHne pacTBOPOB, KOTOPbIE B XOAE TEXHOJIOTMYECKOro MPOLLecca NogneKaTt CTepunmsyroLLen
dnnbTpaymm, 4oMKHO NpoBoAnTbCA B 30He C. Ecan dunbTpaums He npesycmMoTpeHa, NPUroTOBAEHNE MAaTEPUANOB U
NPOAYKTOB AO/IKHO MPOBOAUTLCA B 30HE A, HaxoAALLEeNCs B 30He B.

33. Onepaumn no nepepaboTke WM HAMOJIHEHUIO MPUIrOTOBJ/IEHHbIX B aCENTUYECKUX YCIOBUAX MPOAYKTOB
cnepyet NPoBOAMUTL B 30He A, HaxogALencs B 30He B.

34. TpaHCNOPTUPOBAHUE YACTUYHO 3aKPbITbIX MEPBUYHbLIX YNAKOBOK, HaNpumep, npu AMOoPU/IbHOM CYLLKE,
OO/MKHO [0 3aBepLUeHUs YKYNOpKM NpoBoauTbca nnMbo B 30He A, HaxoadAweica B 30He B, NGO BbINONAHATLCA B
repMeTMYHbIX NepesaToYHbIX YCTPOMCTBAX, NepemelLaemMbliX B 30He B.

35. MNpurotoBaeHNe U HanosHEHWE CTEPU/IbHBIX Ma3ei, KpeMOoB, CYCNeH3UN N 3MYIbCUIN JONKHO NPOBOANTLCA
B 30He A, HaxopgAwenca B 30He B, B TOM c/yyae, Korga npoayKT HAaxoAUTCA B OTKPbITOM BUAE U HE MOSNENUT
nocneayrowen duabTpaumm.

MepcoHan

36. B UMCTbIX 30HAX AOMYCKAETCA HAXOXKAEHNE TONbKO MUHMMA/IbHOTO HEOHX0AMMOro KO/IMYecTBa NepcoHana.
3T0 0cobeHHO BaXHO A/1A acenTUYECKOro MpousBoAcTBa. [POBEPKM M KOHTPO/bHble Onepauuu ciaegyet, no
BO3MOKHOCTU, NPOBOANTb, HAXOAACH 33 NPeAEeNaMmn YNCTbIX 30H.

37. Becb nepcoHan (B T.4. NepCoHas, 3aHATbIA OYUCTKOM U TEXHUYECKUM 0BCNyKMBaHMeM), paboTalowmin B
TaKMX 30HaX, LO/IKEH NPOXOAUTb CUCTEMATMYECKOe 0bydYeHMe No BOMpOcamM NPOM3BOACTBA CTEPUIIbHBIX MPOAYKTOB,
BK/IIOYAA TMIMEHY M OCHOBbI MUKpobuosormn. Cneayet 06paTuTb ocoboe BHUMaHME Ha MHCTPYKTaXK M KOHTPOJIb 3a
paboTHMKaMKM, He npowealwrmmn 0by4eHns, HO KOTOPbIM HEOBX0AMMO BXOAMTb B YUCTYIO 30HY (Hanpumep, Anuam,
3aHATHIM B CTPOUTE/IbCTBE UM TEXHUYECKOM 06CNYKMBaHUN).

38. He ponyckaeTcs BXOZ, B 30Hbl CTEPWUIbHOTO MPOM3BOACTBA NepcoHana, paboTatowero ¢ maTepnanamm us
TKAHEW KMBOTHBIX WM Ky/bTYPaMU MUKPOOPTraHWM3MOB, KOTOPbIE HE MCMOJIb3YHOTCA B TEKYLLEM TEXHOJIOTMYECKOM
npouecce, 3a UCKAOYEHNEM OCObbIX C/ly4yaeB, NPW KOTOPbIX HEOBXOAMMO COb0AEeHNE CNeunanbHbIX MHCTPYKLMMA
AN1A BXO4a B 3TU 30HbI.

[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM
odpamumbCs K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.
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39. Heobxoanmo BbINOMHATL
TpeboBaHMSA K IMYHOM TUrMeHe U ynuctoTte. NepcoHan, 3aHATbIN B NPOU3BOACTBE CTEPU/IbHbLIX MPEnapaToB, AOMKEH
3HaTb NOPAAOK OMOBELLEHMA PYKOBOACTBA (CNyKObl KayecTBa) o Mobbix dakTopax, KOTopbie MOryT NpuBECTU K
MOBbILEHMIO YPOBHA 3arpA3HEeHUs CBepX AO0MYCTMMOMN HOPMbl (KaK MO KO/MYECTBY, TaKk U MO PasHOBUAHOCTAM).
CnepyeT OpraHn30BaTb KOHTPOJIb COCTOAHMA 340POBbA MepcoHana. PeweHne o mepax B OTHOLWEHUW MepcoHana,
KOTOPbIA MOXKET CTaTb UCTOYHMKOM MWKPOOHOrO 3arpA3HEHUs, SOMKHO MPUHUMATBCA CheumanbHO HasHaYeHHbIM
ivuom.

40. B ynCTbIX 30HaX NepCcoHany 3anpeLlaeTcd HOCUTb Hapy4Hble Yacbl U OBEAMPHbIE YKPALIEHWA, a TaKXKe
NPUMEHATb KOCMETUKY.

41. NepeogeBaHNe N MbITbe CiIeAYeET BbINOIHATL B COOTBETCTBUMN C MHCTPYKUMAMM, YTOObI CBECTU K MUHUMYMY
PUCK 3arpA3HeHMA 04X abl, NPeaHa3HAaYeHHOM A1A YNCTbIX 30H, U BHECEHWUSA 3arpA3HEHMA B YNCTbIE 30HbI.

42. Opexpa N ee KavyecTBO AOJIXKHbl COOTBETCTBOBATb TEXHO/IOMMYECKOMY MPOLLECCY M TUMNY 30Hbl. Ee Hy)KHO
HOCUTb TakK, YTobbl 06ecneynTb 3alWMTy NPOAYKTA OT 3arpA3HEHUN.

43. K opexkae, npegHa3Ha4YeHHOM AN1A 30H Pas/IMYHbIX TUMOB, NPeAbABAAIOTCA caeaytolme TpeboBaHUA:

- 30Ha D: ronoBHoi ybop A0/KeH 3aKpbiBaTb BOIOChI. Bopoaa (Npu ee HaMUYKMKM) TaKKe A0JIKHA ObITb 3aKpbITa
cneumanbHol mackoi. CneayeT HOCUTb 3aLUMTHbIA KOCTIOM 06Wero HasHayeHWsi, COOTBETCTBYIOLWYIO 00yBb MM
6axunbl, Hagesaemble nosepx o0b6yBu. JONXKHbI ObITb NPUHATBI MEpbl AlA NPeAoTBPaLLEHMA MPOHUKAHUA Ntoboro
3arpsA3HeHUs B YACTYIO 30HY U3BHE.

- 3oHa C: rosioBHOM y60p A0NKEH 3aKPbIBaTb BOJIOCLl. BOpoaa U ycbl (MPU UX HAaNMUUK) TaKKe A0MKHbI ObITb
3aKpbITbl. CnegyeT HOCUTb KOCTIOM (KOMOBWHE30H WAWM KypTKa - OplOKKM), NAOTHO obnerarowmii 3anactbd, C
BOPOTHMKOM-CTOMKOM M COOTBETCTBYIOLLYIO 00YBb UK Baxunbl. Oaexaa n 06yBb HE A0NKHbI BblAENATb BOJIOKOH UK
yacTuu,

- 3oHbl A 1 B: ronoBHOM ybop A0AXKEH NOAHOCTbIO 3aKpbiBaTb BOJIOCHI, a TaKXe 6opoay M ycbl (Npu ux
HanmMuum). Kpaa ronoBHoro ybopa A0/XKHbl 6bITb yOpaHbl MO BOPOTHMK KocTioma. CneayeTr HOCUTb MacKy, YTobbl
npeaoTBPaTUTL PAaCcNPOCTPAHEHUE Kanenb, CTeEPUbHbIE, HEOMNYAPEHHbIE PE3MHOBbIE UAM NOAUMEPHbIE NEPYaATKM U
cTepubHble (Man ae3nHPUUMpPoBaHHbIe) 6axunabl. HUXKHAA YacTb WITaHUH A0/KHA BbITb 3anpaB/ieHa BHYTPb 6axua, a
pyKaBa ogexAabl - B NepYaTKW. 3alUUTHaA O4eKAa He AO/IKHA BblAENATb BOJIOKOH WM YACcTUL, U AOIKHA yAEepPKUBaTb
YyacTUupl, OTAENAIOWMECA OT TeNa.

44, Hapy»KHas ogexxaa He [0/1)KHa nonagatbh B KOMHaTbl A5 nepeoaeBaHus, Beaywme B 30Hbl B 1 C. Kaxkapbin
paboTHMK B 30Hax A M B pomkeH 6biTb obecrneyeH YUCTOM CTEPUNbHOW OfeMKAoW (CTepuM30BaHHON WU
npoweawein HeobxoaMmyto 06paboTKy) Ha Kaxayto cmeHy. Bo Bpemsa paboTbl nepyaTkM cnemyer perynspHo
Ae3nHoMUMpoBaTb. MacKku U NepyaTky caeayetT MeHATb, NO KPAaMHEN Mepe, KaxKayo CMEHY.

45. MNpun 06paboTKe 1 0bpaLLeHMN C 0AEKAON ANA YNCTbIX MOMELLEHNNA JONKHO ObITb UCKAOYEHO HAKOMIEHME
3arpA3HeHni, KOTopble MOTYyT OT Hee BNOCNeACTBUM OTAENNTLCA. ITU onepaumm cnenyeT BbiNoAHATL B COOTBETCTBMM
C MHCTpyKUMAMU. HKenaTenbHO MMETb OTAE/IbHble Y4YaCTKM ANA MOArOTOBKM Takon oaexabl (npadvedHblie). Mpu
HenpaBW/bHOM NOArOTOBKE OAEXAbl MOTYT MOBPEXKAATLCA BOMIOKHA TKAHW U YBE/IMUMBAETCA PUCK OTAENIEHMA YacTul,.

MomeweHmna

46. Ana toro yTobbI CBECTU K MUHUMYMY oTaeneHne 4actul, Unnm MMKpPOOpPraHMamoB UAN UX HaKoNeHwue,
obecneynTb BO3MOXKHOCTb MHOFOKpaTHOﬁ 06p360TKM Mmowuwmnmmm " p,e3MH¢MLI,MpYI'OLLI,MMM cpeacrsamm, BCe
OTKPbITblé MOBEPXHOCTU B YNCTbIX 30HAX OO01KHbI 6bITb rnagKknmun, HeENPOHULAeEMbIMU, 6es TpewnH n N3SN0MOB.

47. Y1obbl YMEHbLWWUTb HaKonaeHne nbianm " obneryntb OYUCTKY, B NOMeWEeHNN He [OONKHO 6bITb
TPYOHOOOCTYNHbIX AAA OYUCTKM MecCT. Koam4yecTBO BbICTYNatoLWMX yacTen 060py,EI,OBaHMFI, NONOK U CTeNnnaxkem
AO0/IXKHO 6bITb MUHUMA/IbHbIM. KOHCTDYKLI,VIFI ,D,Bepeﬁ AO0J/IXKHA nNpeaycmaTpunBaTb OTCYTCTBME TPYAHOOOCTYNMHbIX ONA
O4UCTKM mecT. Mo 3Tol NPUYNHE NPUMEHEHUNE Pa3aBUNKHbBIX ,u,Bepeﬁ MOKeT ObITb HeXKenaTeibHbIM.

48. NopBecHble NOTONKU AONXKHbI 6bITb repmeTndyHbiMmn C LLeNbro npeaoTsBpalleHna nonagaHnAa 3arpA3HEHUA
M3 NPOCTPAHCTBA HAa4 HUMU.
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WHdpacTpykTypa MHHOBAUWIA

49, MoHTax TpybonpoBoaos,

BO34YyXOBOZOB W ApPYroro o6opya0BaHNA ciefyeT BbINOMHATL TaK, YTOObl He Bbl10 TPYAHOLOCTYNHbLIX AN OYUCTKU
30H M NOBEPXHOCTEMN, a TaKXKe HErepMeTUYHbIX MeCT.

50. 3anpeluaeTca yCTaHaBAMBaTb PAKOBMHbI M CAMBbI B 30HAaX A U B, uUcnosb3yembix A1A acenTUYecKoro
npoussoacTBa. B pgpyrMx 30Hax cnepyeTr npegycmatpuBaTb paspbiB  CTPyM Mexay obopynoBaHWem WU
KaHaNM3auUMOHHON Tpyboi (BopoHKoW). Mpu yaaneHnm CTOKOB B UMCTbIX NMOMELLEHUAX 6onee HU3KUX KIaccoB
cneayeT npeaycMaTpuBaTh Tpanbl (rMapo3aTBopbl) A5 NpeaoTBpaLLeHUA 06paTHOro NoToKa.

51. KomHaTbl (nomelLeHUs) ana nepeoaeBaHusa A0NKHbI NPOEKTUPOBATLCA MO MNPUHLMMY BO3AYLUHbIX W/O30B.
OHKM poskHbl obecneumBaTb (U3MYECKOe pa3fefieHME pPasANYHbIX 3TanoB MNepeoseBaHuA, 4Tobbl CBOAUTL K
MWUHUMYMY 3arpA3HEHME TEXHOMOTMYECKOM O4eXabl YacTULLAMM U MUKPOOPraHM3mamu, u apdekTMBHoe obTekaHMe
NOMeLLEeHN MOTOKOM OTPUABTPOBAHHOIO BO3AyXa. 30HA nNepes BbIXOAOM W3 KOMHATbl (nNomeleHus) ans
nepeoseBaHNA B OCHALLEHHOM COCTOAHMM A0IKHA MMETb TOT XK€e KAacc YNCTOTbI, YTO M 30HA, B KOTOPYIO OHa BegeT. B
HEKOTOpPbIX C/Aydadax ANA BXOAA B YMCTble 30Hbl M BbIXOZA M3 HUX LienecoobpasHO MMeTb OTAENbHble KOMHATbI
(nomeweHnna) ana nepeogeBaHuA. YCTPOWCTBA A7 MbITbA PyK CaedyeT, Kak MpaBu/Io, YCTaHaBAMBATb TOJIbKO B
nepegHen 4YacT KOMHaTbl (MOMeLLeHMA) ANA NepeoaeBaHUs.

52. Obe aBepw BO3AYLWHOrO LWAKO3a HE [O/KHblI OblTb OAHOBPEMEHHO OTKPbITbl. [AA npeaoTBpalLeHus
OTKpbIBaHWA bOosee 4Yem OAHOW [BEPUM OAHOBPEMEHHO creayeT NPeayCMOTPETb cUCTeMY ONOKUPOBKU WK
OnNoOBEeLLEHUA (BM3YanbHYIO U/MAKN 3BYKOBYIO).

53. Cuctema BEHTMAALMM AOMKHA MOAAEPMKMBATL MONONKUTENBHBLIN Mepenaj AasBiaeHWUA N0 OTHOLWIEHMUIO K
OKpYy’KatowMm 30Ham 60slee HM3KOro Kjaacca WM COOTBETCTBYHOLWMIM MOTOK BO3A4yXa MpPUM BCEX YCAOBUAX
OYHKUMOHMPOBAHKUA, a TakKe 3dPeKTMBHOE 0O6TEKAHME BO34YXOM KOHTPOMPYyemOi 30Hbl. CocefHMe NomelLeHus
Pa3fINYHbIX KNACcCOB AO/MKHbI UMeTb nepenag aasnenus 10 - 15 Ma (pekomeHayembl ananasoH). Ocoboe BHUMaHWE
cnefyeT yaenatb 3awmTte 30H ¢ 6onbllelt CTENEHbH PUCKA, T.e. HENOCPeACTBEHHOMY OKPYMKEHWUIO OTKPbITOro
NPOAYKTa MAM KOMMNOHEHTOB, KOHTAaKTUPYIOWMX C nNpoaykTom. [pu paboTe € HEKOTOPbIMM MaTepUaNamM
(naToreHHbIMK, BbICOKOTOKCUYHBIMU, PAANOAKTUBHBIMU U MP.) UK KUBbIMM BUPYCaMUM, BaKTEPUAMM M NpenapaTamm
M3 HUX MOTyT NoTpeboBaTbCA CneumanbHble CNOCOObI NOArOTOBKM BO3AyXa M obecneyeHnsa nepenaaa AasnaeHua. s
HEKOTOpPbIX onepaumii MoXKeT NnoTpeboBaTbCA AEKOHTaMUHALUMA 0bopyaoBaHUA U 06paboTKa yaanaemoro Bosayxa.

54. CnepyeT HarnAgHO NOKasaTb, YTO HanpaBAeHWE BO3AYLUHbIX MOTOKOB He NpeACTaBAAeT pucKa Aans
3arpA3HeHus NPoAayKTa, Hanpumep, cieayeT yAO0CTOBEPUTLCS, YTO B 30HY, NPeACTaBAAOLLYI0 HAMOONbLWININ PUCK ANs
KayecTBa NPOAYKTa, C BO3AYLIHbIM NMOTOKOM He MOCTYMatoT YacTULbl, UICTOYHUKAMM BblAE/I€HMA KOTOPbIX ABAAOTCA
06cnyKMBAOLLMI NePCOHA, BbINOJHAeMan onepauns nam obopyaosaHue.

55. CnegyeT npeaycmMoOTpeTb CUCTEMY aBapUMHOro onoselieHua o6 OTKase cucTembl NMOAFOTOBKM BO34yXa,
YCTQHOBUTb LATYMKKM Mepenafa LaBAeHUs MexAy 30HaMW TaMm, T4e 3TO MMeeT BaXKHOoe 3HayeHue. 3HavyeHus
nepenaga AaB/eHMa HeobxoanMMo perynsapHo 3anuncbiBaTb UKW OKYMEHTUPOBATb MHbIM cnocobom.

O6opynoBaHue

56. JleHTbl KOHBeMepoB He AO0/KHbl MepecekaTb pasfenuTenbHblit 6apbep mexay 3oHamu A wam B wm
NPOM3BOACTBEHHOM 30HOM C MEHbLLEW YNCTOTOM BO34yXa, €CAN TONIbKO CamMa JIeHTa He NoABepraeTca HenpepbIBHOM
cTepunnsaumn (Hanpumep, B TYHHeNe CTepUAn3aumm).

57. KOHCTpyKUMA, YCTaHOBKa M pacnonoyeHne ob6opyaoBaHuA, GUTUHIOB (MeCT cOoeguHEeHMs) U 30H
06CNYKMBAHMA [AO/BKHbI  MpeaycMaTpuBaTb BO3MOXKHOCTb paboTbl C¢ 060pyAoBaHMEM, €ro TeXHWYEeCcKoro
06CNYKMBAHMA U PEMOHTA CHaPY*KM YUCTOM 30HBbI. B cyyae HEO6XOAMMOCTM NPOBEAEHNA CTEPUAM3ALUN ee cieayeT
BbINO/IHATL MNOC/Ie MaKCMMaAbHO NOHOM pa3bopkn 060pyA0BaHNA (HACKOIbKO 3TO BO3MOXKHO).

58. Ecv nNpyv NpOBEAEHUN TEXHUYECKOTO OBC/AYKMBAHMA WKW PEMOHTA 06OPYZ0BaHWUA, HAXOAALLErocs B
YMCTOM 30He, BblN HAPYLLIEH YPOBEHb YMCTOTbI (CTEPUNBHOCTU), TO Nepes BO306HOBNEHWEM NPOM3BOACTBA CleayeT
BbINO/IHATb COOTBETCTBYHOLLYIO OYUCTKY, Ae3MHPEKLMIO U/WAK CTePUAN3ALMI0 3TOTO 060pYA0BaHUA (30HDI).

59. MonyuyeHue BoAbl Tpebyemoro KayecTBa [AO/KHO MNPedycMaTpPUBATbCA MNPOEKTOM, KOHCTpPYKLMeNn,
MOHTa)XOM W TEXHUYECKMM OOCNyKMBaHMEM CUCTEeM MOATOTOBKM M pacnpegeneHns Boabl. He ponyckaetcs
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3KcnayaTauma obopynoBaHMA MOATOTOBKU

BOAbl CBEPX MPOEKTHON MOLWHOCTU. MPUroToBNEHWE, XPAaHEHWE U pacnpeesieHMe BoAdbl ANA UHbEKUUM cneayeT
BbINOIHATL TaK, YTOObI UCKAOYUTL POCT MUKPOOPraHM3MOB, HaNnpPUMep, 3a CYET NOCTOAHHON LMPKYNALUKN BOAbI NPU
Temnepartype Bbiwe 70 °C.

60. Bce Kputuyeckoe obopyaoBaHue (cTepuansaTopbl, CUCTEMbl MOAFOTOBKM U GUALTPaLUM BO3AYXa,
BO3A4YLHblE U ra3oBble GUAbTPbLI, CUCTEMbI MPUrOTOBEHMUA, XPAaHEHUA U pacnpeaeneHus Bogbl M Np.) NOANEKUT
aTTecTtaumm (MCNbITaHUAM) U NJIAHOBOMY TEXHUYECKOMY OBCNY»KMBaHMIO. Ero MOBTOPHLIN BBOA, B AEMCTBME AOJIKEH
6bITb paspeLleH B yCTaHOBAEHHOM NOpPAAKE.

OuuncTKa 1 gesnHobeKuns

61. Ocoboe 3HaveHMe nmeeT 06paboTKa YNCTbIX NOMELLEHWNI, KOTOPble AOMKHbI ObiTb TLWLATENBHO OYMLLEHbI B
COOTBETCTBMU C MHCTPYKUMEN. MNpun npoBeaeHnM aesnHPeKUnn He crenyeT orpaHnUYMBaTbCA NPUMEHEHMEM TOJIbKO
OZHOTO Ae3nHPUUMpYLOLLEro cpeacTBa. s 06HAPYKEHUS YCTOMYMBBIX LUITAMMOB MUKPOOPTraHM3MOB B MOMELLLEHMM
cneayeT NPOBOAUTL PErYNAPHbIA KOHTPO/b.

62. CnesyeT KOHTPOAMPOBATb MUKPOBHOE 3arpAsHEeHWE MOKWMX U Ae3nHOULMPYIOWMUX CPpeacTs. PacTBopbl
OONKHblI HaxoAuTbCA B NpeaBapuTenbHo 0bpaboTaHHbIX KOHTelHepax. XpaHeHue pacTBOPOB, AN KOTOPbIX He
npeaycmoTpeHa nocaeaylolan cTepuansaums, 4oNycKaeTcs TO/bKO B TeYeHWe onpesesieHHOro nepmMoaa BPEMEHM.
B 30Hax A n B cneayeT NpUMEHATb TONbKO CTEPU/IbHBIE MotoLMe U Ae3nHOMLMpYoLWMe CpeacTBa.

63. C uenblo yMeHblUeHMA MUKPOBHOTO 3arpA3HEHMSA HeAOCTYMHbIX AN OYUCTKM MECT MOMKET MCMNO/1b30BaTbCA
rasoBas gesvHderumns (pymuraumsa).

TexHoNorM4eckui n pouecc

64. Ha Bcex craguaAx nNpouM3BOACTBA, B T.4. HA CTaguAx, NpeaLecTsYlOWMX CTepuaunsauum, cnepyet
npeaycmaTpmBaTb MepPbI NO NpeaynpexKaeHUI0 3arpasHeHus.

65. He gonyckaeTcs NpUroToB/IeHUE JIEKAPCTBEHHbIX CPEACTB MUKPOOMOIOTMYECKOTO MPOUCXOXKAEHUA UK
HaMoO/HEHME MMM B 30HAX, WCMNOJIb3yeMbIX ANA NPOM3BOACTBA APYIUX JIEKAPCTBEHHbIX cpeacTts. Onepauunmn
Hano/IHeEHNA BaKUMHaMM y6VITbIX OPraHN3mMmoB WU SKCTPaAKTaMM 6aKTepvu7| nocne UX UHaKTUBaUUN MOTYT 6bITb
nposeaeHbl B TexX e nomeuwleHunax, 4Tto U onepaunnm HanoJHEHUA AOPYrMMU CTEPUNBbHBIMU NEKaPCTBEHHbIMU
cpeacTeamm.

66. Mpu atrectauMm (McnbITaHWMAX) acenTUYECKOro npouecca ciedyeT MpPoBOAUTb €ro UMUTAUMUIO C
MCNONb30BaHMEM nNUTaTeNbHOW cpeabl (HanonHeHue cpedamu). lMpu BblibOpe nUTaTeNbHOW cpedbl cneayeT
YUYMTbIBAaTb BWUA, /IEKAPCTBEHHOW GOPMbl U CENEKTUBHOCTb, MPO3PAYHOCTb, KOHLEHTPALMUIO M MPUTrOLAHOCTb 3TOW
nUTaTeNbHOM cpeabl ANA CTEpUNU3ALUN.

67. UmuTauma npouecca OO0/KHA KaK MOMHO 60see TOYHO OTparkaTb TEKyW MK MNpoLecc acenTUYeckoro
Npou3BOACTBa U BKAKOYATb B cebsa BCe ero KPUTMUYECKUE CTaAuu, a TaKKe y4uTbiBaTb Pas3fnyHble BO3AENCTBUA Ha
npouecc, KOTopble BO3HMKALOT B TEKYLLEM NPOU3BOACTBE, MU CUTyauuK "HauxyaLwero cay4yas".

68. UmuTaumio npougecca ¢ UCNONb30BAaHMEM MUTATENbHbIX cpes caeayeT NPoBOAUTb NPU NepBOHaYaIbHOM
aTTecTauMm npouecca CTepunnsaumnmn, B Xxoae KOTopoi A0NKHbI 6biTb NOCNEA0BaTENbHO NPOBEAEHbI TPU YCNELHbIX
UCNbITaHMA ANA KaxKAo CMeHbl OnepaTopoBs. B ganbHelwem cneayet NOBTOPATb UCMbITaHMA Yepe3 onpeaeneHHble
MHTEPBaANbl BPEMEHW, a TaK¥Ke nocie /obbiX CYLECTBEHHbIX MWM3MEHEHWH B CUCTEME BEHTUAAUMK W
KOHANMUMOHUPOBAHUA BO3ayxa, 060pyAOBaHWKM, MPOLIECCE WM KOAMYecTBe CMeH. Kak npaBuao, MCNbITaHUA C
NCNo/sib30BaHMEM NUTATE/IbHbBIX Cpes, cieayeT NOBTOPATL ABa pa3a B ro4, ANA KaXKA0M CMeHbl ONepaTopoB U KaxKaoro
npotiecca.

69. YMcno nepBMYHbIX YNAKOBOK C MNWUTaTe/NIbHOM Cpefsonl [OMKHO ObiTb A0CTaTOYHbIM A5 MOAYYeHMA
[OCTOBEPHON OLLEHKWU. [N ManblX CEPUA YNCO NEPBUYHBIX YNAKOBOK C MUTaTE/IbHOW CPeaoin AOMKHO ObiTb, Kak
MUHUMYM, PaBHO pPa3mepy cepum npoaykumm. UcnbiTaHMA NPOBOJATCA C Le/bl0 NMPOBEPKU OTCYTCTBMA POCTA
MUKPOOPraHM3MOB, NPX 3STOM A0/XKHbl BbIMOJIHATLCA CeAytoLme yCaoBUA:
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WHdpacTpykTypa MHHOBAUWIA

- NpU HanoaHeHMn meHee 5000 ea.

NPOAYKLMM HE JOMKHO ObITb HU OAHOM KOHTAMWHUPOBAHHOM e ANHULLbI;

- npu HanonHeHun ot 5000 ao 10000 ea. npoAyKUMK:

a) NpoBOAMTCA UCCNef0BaHUE MPUYMH M MOBTOPHOE HAMOJIHEHWE C UCMONb30BAHMEM MUTATE/IbHON cpeabl,
ecnn obHapyKeHa o4Ha KOHTaMWUHUPOBAHHAA eaAMHNLA;

6) npoBoAWUTCA MCCNeAOBaHWE MPUYMH W MOBTOPHAA aTtrectauMsa (MCnbiTaHWA), ecnnm obHapyKeHbl ABe
KOHTaMMUHUPOBAHHbIE eANHULLbI;

- Npu HanoaHeHun 6onee yem 10000 ea. npoAyKLMK:

a) NpoBOANTCA UCCNea0BaHME NPUYUNH, eC/IM ODHapyKeHa o4Ha KOHTAMWUHUMPOBAHHANA eaNHNLA;

6) npoBoAWUTCA MCCNeAOBaHWE MPUUYMH W MOBTOPHAA aTtrectauMsa (MCnbiTaHWA), ecnum OobHapyKeHbl ABe
KOHTaMMHMPOBAHHbIE EANHMLLbI.

70. Mpu ntobom uncne NepBUYHbIX YNAKOBOK C NUTATE/IbHOM Cpeaon nepnoanyeckoe nosaBaeHne MMKPOOHOM
KOHTaMMHaUMM MOXKET YKa3blBaTb HA Hannume HebonblUMX 3arpA3HEHUIA, KOTOpble AONXKHbI ObiTb paccnenoBaHbl.
Mpn obHapyXeHUN 3HAYUTENBHOM MMKPOOHOW KOHTaMMHaALMWU cnefyeT pacCMOTPETb MX BO3MOMKHOE B/MAHME Ha
CTEPUNBHOCTb CEPUN, BbIMYLLEHHbIX NOC/AE MNPOBEAEHUA MOCAEAHUX YCNEWHbIX WCMbITaHWI C Hamno/JHeHWem
nNUTaTeNbHbIMKU CpeJamu.

71. NpoBegeHne aTTeCcTaumm (MCNbITaHUI) HE LONKHO BHOCUTb MOMEXM B TEXHO/IOTMYECKMIA npoLLecc.

72. VCTOYHMKM BOAOCHAbXKeHWs, obopyaoBaHWe MNOATOTOBKM BOAbl M NPUrOTOBNEHHAs BoAda noanexar
PerynspHoOMy KOHTPOIO HA HanuymMe XMMUYECKUX U BUONOrMYECKMX 3arpsA3HEHUN U, B HEOOXOA4MMBbIX CAy4asnx, Ha
SHAOTOKCUHbI. [lo/KHa OblTb OpraHM3oBaHa CUCTEMA [AOKYMEHTUPOBAHMA PEe3y/NbTAaTOB KOHTPONA M NtobbIx
npeanpuHMMaeMblX AENCTBUN.

73. B unCTbIX 30Hax, 0COBEHHO B X0A4€ MpoLecca acenTMYecKoro Npom3BoACTBa, toban AeATeNbHOCTb AOMXKHA
ObITb CBEAEHA K MUHUMYMY; NepeaBuNKeHUA MepcoHana A0/KHbl COOTBETCTBOBATb YCTAaHOBAEHHbIM MpaBMaaM U
KOHTPOAMPOBATLCA C Lenbto u3bexaHua BblAENEHUA 4acTUL, M MUKPOOPraHW3MOB BC/IEACTBME MNOBbILIEHHOWM
aKTMBHOCTU MNepcoHana. YuuTbiBas crneundury npuMeHAeMon TEXHONOMMYECKON oaexAbl, cnepyet obecneunTb
nepcoHany KoMpopTHbIE YCIOBUA NO TEMMNEPATYPE U BAAXKHOCTM.

74. MuKpobHoe 3arpAsHeHMe Cbipbsi U UCXOAHbLIX MaTeEPMANoB SOMKHO OblTb MUHUMaNbHbIM. CneumduKaumnm
Ha HUX AOJIKHbI BKAOYATb B ceba TpeboBaHMA K MUKPOOMONOTMYECKOM YNCTOTE, eCIM HEOOBXOAMMOCTb 3TOro Hblna
yCTaHOB/IEHa B MPOLLECCe KOHTPOIA.

75. Nicnonb3oBaHWe B YMCTbIX 30HaX Tapbl (YNaKOBOK) M maTepurasnos, CNOCOOHbIX BblAENATb BOJIOKHA, AO/KHO
6bITb MMHMMAbHbIM.

76. CnepyeT npMHUMaTbL Mepbl N0 NPeaoTBPALLEHNIO 3arpA3HEHMA FOTOBOrO NPOAYKTa YaCcTULAMM.

77. Npn paboTe ¢ pasNMYHbIMKU AEeTansMu, Tapoh U obopygoBaHMEM MOC/E UX OKOHYATE/IbHON OUYUCTKU U
06paboTKM AOMKHO BbITb UCKNHOUEHO UX MOBTOPHOE 3arpsAsHEHuMe.

78. IHTepBanbl BPpEMEHN MEXKAY MOMKON, CYLIKOW U CTepuaM3aLMelt yNakoBKK, AeTanel n obopyaosaHus, a
TaKKe MeXay WX CTepuaM3aumelrt U UCNoNb30BAaHUEM AOJIKHbI ObiTb CBeAEHbl K MUHUMYMY. JNUTENbHOCTb 3TUX
WMHTEpPBaNOB AO/IKHA ONPeaeNnATbCA C y4eTOM YC/I0BUIM XPaHEHWMSA.

79. BpemAa mexay Ha4yasoM MNPUrOTOB/IEHMA pPacTBopa M €ro CcTepuansaumend UAM  CTEepPUIM3YIOLLEN
dunbTpaumen [oOMKHO ObiTb MMHMMAaAbHbIM. [na KaxKAoOro npoayKTa ciaeayer YCTAaHOBUTb  MAKCMManbHO
JO0NYyCTUMOE BPEMA C Y4ETOM COCTaBa NPOAYKTA U YCTAHOBNEHHOIO NOPAAKA XPaHEHUA.

80. MNepes cTepunnsaumnen cnesyer onpesenmnTb UCXO4HOE MUKPOOHOe 3arpsisHeHWe maTepuana (NpoayKTa),
nogsexauiero crepunmnsauum. Cnegyert yCTaHOBUTb NpedesibHble 3HAaYEeHMA 3arpAasHeHMa maTepuana (npoayKTa)
HeMnocpeACTBEHHO Mepes CTepunaM3aunen, KoTopble 3aBUCAT OT IPDEKTUBHOCTM MPUMEHAEMOro MeToaa
cTepuansaumm. YpoBeHb UCXOOHOrO 3arpA3HeHUA cnefyeT onpenenaTb ANA KaXAOoM Cepuu NpoayKUMKM KaKk ans
acenTMYecKoro NPom3BoACTBa, TaK U A/1A NPOU3BOACTBA NPOAYKLUMW, Nnoanexalleit GUHUILIHOM cTepuaunsaumu. Ecam
ONA npouecca cTepuansalmm NpoayKuuKn, nognexawen GUHUILHOM CTepuansaLmm, ycTaHoBAeHbl Bbonee xecTkue
napametpbl (c 3anacom - overkill), TO NPoBEpPKM UCXOLHOTO 3arpA3HEHWA MOTYT MPOBOAMUTLCA MEPUOLUYECKM B
COOTBETCTBMMU C rpadukom nposepoK. MNpu BbiNycKe MPOAYKUMM MO MapameTpam ciaeayeT NpoBepATb UCXOAHOe
3arpAsHeHWe ANA KarKAOW cepuu NpoAyKLMU, BKAKOYMB €e B CUCTEMY BHYTPMNPOWU3BOACTBEHHONO KOHTponA. Mpu
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HeobxoAMMOCTM  cnedgyeT  NPOBOAUTH

MCNbITAaHUA Ha NUPOreHHOCTb. Bce pacTBopbl (0c06eHHO MHGY3MOHHbIE pacTBOpbl BoNblIMX 06beMOB) Noaneskart
dUNbTPOBaHUIO 4Yepe3 GUALTPLI, YAEP’KMUBAOWME MUKPOOPraHU3Mbl M yCTaHaBAMBaeMble, MO BO3MOMKHOCTH,
HenocpeacTBEHHO nepea HanoAHeHUeM.

81. [leTann, KOMMNOHEHTbI NEPBMUYHOI YNAKOBKKU, 0bopya0BaHME M Apyrve NpeameTbl, UICNOb3yeMble B YUCTbIX
30HAxX acenTMYecKoro NpPoW3BOACTBA, AO/XHbI CTEPUIN30BATLCA M MOCTYMNaTb B YWUCTYIO 30HY 4yepe3 MpPoXogHble
CTepUAN3aTopbl, rePMETUYHO BCTPOEHHblE B CTEHbl, MO0 NepenaBaTbCcA APYrMM Cnocobom, 3alMLiaoWmMm OT
BHECEeHUs 3arpsasHeHnit. Heroptoyme rasbl A401KHbl NPOXOANTL Yepe3 GUIbTPbI, 3a4ePKUBAIOLLINE MUKPOOPraHNU3Mbl.

82. dddeKTnBHOCTL N1106Oro HOBOrO MPOLLECCa A0MKHA BbITb NOATBEPKAEHA NPU aTTecTaumnu (McnbiTaHuAx). Ee
pe3ynbTaTbl AOKHbI MOATBEPKAATLCA Yepes onpenesieHHble MHTePBa/ibl BPEMEHW, OCHOBbIBAACH Ha OMbiTe PaboTsl,
NN NPU BHECEHUM NIIOObIX 3HAUYNTEIbHbIX U3MEHEHUI B NpoLecc nan obopyaoBaHue.

Crepunuszaums

83. Bce npoueccbl CTepuaM3auMKM [O/KHbl 6biTb aTTecToBaHbl. TpebyeTcA ocoboe BHMMAHME, €C/u
NPMMEHSAEMbI METoA, CTEPUIM3aLMM He ONUCaH B AeicTBytowelt ®apmakonee <*> MaKM UCNONb3YeETCA ANA NPOAYKTA,
He ABAAIOLWErocs NPoCTbiM BOAHbIM AWM MACAAHbIM PAacTBOPOM. MpeanodYTUTENbHbIM ABASETCA METOA TEPMUYECKON
cTepunusaumn. B nobom cnydae MeToZ CTePUMAM3aLMM [LO/IKEH COOTBETCTBOBATb JIMLEH3MM Ha NPOM3BOACTBO U
perncTpaunmoHHOMy 40Cbe.

<*> #B GMP EC ykasaHo - B EBponeiickoit ®apmakonee#.

84. Ona noboro npouecca CTepuansaummn cnegyet nokasatb (C NOMOLWbO GUINYECKUX U3MEPEHUIA U, ecnun
BO3MOHO, OMONOrMYECKMX MHAMKATOPOB) €ro NpurogHocTb AAA AaHHOM npoayKumm wn 3dpdeKTMBHOCTL ANA
OOCTUNKEHMA TpebyeMbiX YCAOBUIN CTEPUIM3ALMM BO BCEX YaCTAX Kax[oro tmna 3arpysku. CooTBeTCTBME MpoLecca
YCTaHOB/MIEHHbIM TpeboBaHMAM CleayeT MOATBEPXKAATb 4Yepes onpenesieHHble MHTepBasbl BPEMEHM COrNacHo
rpaduKy (He meHee Yem OAMH pPas B rog, AW Nocse NtobbIX CYyLLECTBEHHbIX U3MEHEHUI 0bopyaoBaHusA). MNpoToKobI
BCEX UCMbITAHUIN cneanyeT XPaHUTb.

85. Mpouecc cTepunnsaumm gomkeH obecneumsatb 3GGEKTUBHOCTb CTEPUIM3ALLMM BCETO 0ObEMA 3arpy3Ku.

86. [lnA Bcex NMpOLLECCOB CTEpUAM3ALMM AO0/KHbI ObiTb pa3paboTaHbl M aTTeCTOBaHbl (MCMbITaHbl) CXEMb
3arpysku.

87. Buonornyeckme MHAMKATOPbI CAefyeT paccMaTpuBaTb B KayecTBe [AOMOJIHUTE/NbHOIO MEeTO4a KOHTPOJIS
crepunnsauyun. Buonormnyeckue MHAWKaTOPbI A0/1KHbI XPaHUTbCA U NCNOJIb30BaTbCA B COOTBETCTBUU C MHCTPYKUMAMMU
M3rOTOBUTE/IA, @ MX KAyecTBO [O/IKHO KOHTPOJ/IMPOBATHCA C MOMOLLbIO METOAOB MO3UTUMBHOIO KOHTpoAA. Mpu
MCNONb30BaHUN BUONOTMYECKUX WHAMKATOPOB C/lefyeT NpeayCMOTPeTb Mepbl, WUCKAKYaloLWmMe BO3MOXHOCTb
MMKpOﬁMOﬂOFMHECKOFO 3arpA3HeHnA oT CamMunx bunonornyeckux MHOWKATOPOB.

88. CnepyeT 4YeTKO oOnNpeaennTb Mepbl, obecrneuymBatowme pasgesieHMe NPOAYKTOB, MNPOWeawnx W He
npoweawnx ctepuansaumio. Ha Karkao KopsuHe, NIOTKE UAW APYro eMKOCTM ANA NPoAyKTa UAM KOMMOHEHTOB
JOMKHA OblTb 4YeTKas STMKETKa C HaMMeHOBaHMEeM MmaTepuana, HOMEPOM CEPUM W YyKasaHWeM, MpoLluesn OH
cTepunAnsaumio uam Het. Ans ob6o3HayveHun, Npowna M cepusa (MaM noacepus) NPoLecc CTEpUIN3aLUn UAKU HeT,
MOHO MCNO/Ib30BaTb TakKME WMHAMKATOPbLI, KaK aBTOK/NABHAA /IEHTA, HO OHW He O30T HALEXHOro NOATBEpPXKAEHMUA
TOro, YTO Cepua AeNCTBUTENBHO CTEPUIIbHA.

89. [lnsa Kaxkporo umkna crtepuamsaumnm cnegyet opopmaaTb NPOTOKObI, KOTOPble AO/XKHbI ObITb YyTBEPHKAEHDI
M BXOAMTb COCTABHOW YacTblo B JOKYMEHTALMIO Ha CEPUIO FOTOBOM NPOAYKLUM.
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TepMM‘-IeCKaﬂ crepunnsauma

90. Kaxkaplii LMKN TepMUYECKOM CTepuamMsauum [osKeH OblTb 3anMcaH B BMAE AMarpammbl "Bpems -
TemnepaTtypa" B AocCTaToyHO 6osbwom MaclwTtabe mam GbiTb 3aperncTpupoBaH C HeobBXOAMMOWM TOYHOCTbIO C
npuMmeHeHMeM AOpyroro obopyaoBaHMA. PacnosiokeHne AaTYMKOB TemmepaTypbl, MCMOAb3yeMbIX ANS KOHTPOJA
n/unn 3anucu, 40MKHO BbITb ONpeaeieHo BO BpemMa aTTecTaumnm (UCbITaHui) 1, NpuM Heo6X0AMMOCTH, NPOBEPEHO C
NMOMOLLLbIO APYrOro HE3aBUCMMOTO AaTYMKA TEMMEPATYPbl, PACMONOKEHHOTO B TOM Ke MecTe.

91. [JonyckaeTcs MCMNONAb30BaTb XMMUYECKME U BMONOTMYECKME MHONKATOPbI, HO OHW HEe AO0J/IKHbl 3aMeHATb
nposeaeHne GU3NYECKUX USMEPEHUIA.

92. lonXKHO ObITb NPeaAycCMOTPEHO A0CTaTOMHOE Bpems, YToObl BeCb 06bEM 3arpysku AOCTUT HeobXxoaAnMOoi
TemnepaTtypbl 40 TOro, Kak ByAeT HayaT OTCYeT BPEMEHU CTepUIM3aLMN. ITOT Nepuos AOMKeEH bbITb onpeaeneH ans
KaKZ4oro TMNa CTepuIM3yemoit 3arpysKku.

93. Mocne 3aBepLlUIeHMA BbICOKOTEMMEPATYPHOMN asbl LMKAA TEPMUYECKON CTEPUAN3ALUN CnedyeT NPUHATb
Mepbl MPOTUB 3arpsA3HEHWs 3arpyskuM B Mepuos oxnaxaeHus. CneayeT cTepuMaM30BaTb JOOYIO OXNax4aloLyto
UAKOCTb MAKM Ta3, BCTYMaloWMe B KOHTAKT C NPOAYKTOM, KPOME Cy4yaeB, KOrAa BO3MOMKHOCTb MCMOJ/Ib30BaHUA
HerepMeTMYHbIX YNaKOBOK UCKOYEHA U MPMBELEHbI COOTBETCTBYIOLLME AOKA3ATENLCTBA.

BnarkHoe Tenno (nap)

94. Mpw CcTepuaM3auUMKN BNAKHBIM TEMNOM (MapoM) cneslyeT KOHTPO/IMPOBATb TeEMMepaTypy U AaBneHue. Kak
npaBuao, cpeacTBa ynpaBaeHUsa A0KHbI 6bITb HE3aBUCMMbI OT CPEACTB KOHTPO/IA M 3aNUCbIBAIOLWMX YCTPOCTB. Ecan
AN 3TOW Len UCNob3yoTcA aBTOMATUYECKME CUCTEMbI YIPABEHNA U KOHTPOA, OHU AO/KHbI 6bITb aTTECTOBAHbI,
yTobbl rapaHTMpPOBATb MX COOTBETCTBME KPUTUYECKMM TpeboBaHMAM npouecca. HapyweHua B xode npouecca
OONKHbI  PErnmcTpMpoBaTbCA CUCTEMOM WM KOHTPO/AMPOBATbCA onepaTopom. B xoge npouecca cTepuavsauuu
NMoKasaHMA HEe3aBMCMMOTO AaTyMKa TemnepaTypbl AO0/KHbI MOCTOSAHHO CBEPATbCA C AaHHbIMW - AMarpammbl
3anucbIBalOLLEro ycTpoicTea. [nsa CTepUIM3aTOPOB, MMEIOWMX CTOK B AHE Kamepbl, MOMET BO3HUKHYTb
HeobXOAMMOCTb PEerncTpauumn TemrnepaTypbl B 3TOM TOYKE B TEYEHME BCEro UMKAA cTepuausauuun. Ecav B umkn
CTEPUNN3ALMN BXOLMT 3Tamn BAKYYMUPOBAHWA, TO ClefyeT AOCTAaTOYHO YacTo MPOBOAWUTL MPOBEPKM Kamepbl Ha
repMeTUYHOCTb.

95. Crepunausyemble NpegMeTbl, He HAXOAALLMECA B FePMETUYHbIX YNaKOBKAX, AOJIKHbI ObiTb 3aBEPHYTbHI B
MaTepuras, NPonycKaloWmii BO34YyX M Nap, HO NPeLoTBPALLAOLWLMI NOBTOPHOE 3arpsA3HeHWe 3TUX NpPeaMeToB nocse
cTepunusaumn. Heobxoanmo obecneyunTb KOHTAKT BCEX YacTel 3arpy3Ku CO CTEPUIM3YIOLLMM areHTOM NPy 3a4aHHbIX
Temnepartype 1 BpeMeHu.

96. Ona crepuansaumMmM AOSIKEH MCNOAb30BaTbCA Map COOTBETCTBYIOLLErO KAYecTBa, HEe COAeprKaliui
MOCTOPOHHMX BK/IOYEHWUA B TAKOM KOJIMYECTBE, NPW KOTOPOM MOXKET MPOM30MTM 3arpssHeHUe MpoayKTa WAu
obopyaoBaHus.

Cyxoe Tenno (xap)

97. Mpu cTepuaM3aLmm Cyxum TeNAOM (}Kapom) A0KHbI BbiTb NPeaycMOTPEHbI UMPKYAALMA BO34yXa BHYTPU
Kamepbl 1 NoAAepKUBaHNE N3BLITOYHOrO AaBAEHUA C Leblo NPeAoTBPALLEHMA NONaAaHMA BHYTPb HECTEPUABHOIO
BO3Ayxa. J1toboW NocTynatowmin BHYTPb BO34YyX A0/KEH NPOXOAUTb Yepe3 GUNbTPbI BbICOKOW apdeKkTneHocTH (HEPA-
dunbTp). ECAn cTepunmsauma npeaycmaTpuBaeT ycTpaHeHWe NMPOreHoBs, TO NPU aTTecTaumn (UcnbiTaHuAX) ciegyeT
NpPOBOAMTL NPOBEPKY Ha HAANYME SHAOTOKCUHOB.

PaguaumoHHas ctepuamsaumn

98. Pa,EI,VIaLI,VIOHHy}O CTepUanN3aLmio MCNONb3YHOT INaBHbIM o6pa30M Aana crepnansaumnmn TepmMmoyvYyBCTBUTETIbHbIX
maTtepnanos w“ NpPoOAYKTOB. Muorue NEeKapCTBEHHbIE CpeacTtBa W HEKOTOPblE YNaKOBOYHbIE MmMaTepualsibl
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YYBCTBUTEbHbI K MOHM3UpYOLLLEeMY

M3/ly4eHuto. B CBA3M C 3TMM AaHHbIA METoh, AOMNYCKAETCA TOMbKO ANA 3KCMEPUMEHTA/IbHOIO MOATBEPHKAEHMA
OTCYTCTBMA €ro OTPULATENIbHOIO BAUAHMA HA NPOAYKT. Kak npasuno, obnyyeHune yabTpaduonetoBbim U3nydyeHUeEM
He ABNAeTCA NPUeMAeMbiM METOLOM CTEPUNMU3ALUN.

99. Bo BpemAa npouecca CTepUAM3aALMM LO/KHO MPOBOAUTLCA W3MEPEHME MOMNOLWEHHON  A03bl
WOHU3UpPYIOLLEro M3nyvyeHuAa. [lna aToro cnepyeTr MUCNOb30BaTb A03MMETPbI, MOKA3aHUA KOTOPbIX HE 3aBUCAT OT
NCNOIb3yeMON MOLLHOCTU A03bl U3NYYEHWA, HO KOTOPble ONpPeaenAtdT KOANYECTBEHHOE 3HAYEHWE MOFOLLEHHON
[03bl HEMOCPEACTBEHHO B NPOoAYKUMKU. [INA KarKAOW 3arpysku B CTEPUIM3YEMOM NPOAYKUUN OO0KHO HaXoAUTbCA
[0CTaTOYHOE KOJIMYECTBO [A03MMETPOB, PaCMOJIOXKEHHbIX TakMm obpa3om, 4yTobbl B 06ayvyaemoilt 30He Bceraa
Haxoamnca posumetp. NonvmepHble A03UMMETPbl MOXHO MPUMEHATb TOMIbKO B TeYEeHWe YCTAHOB/JIEHHOrO CpOKa
AencTBMA KaIMbpPoBKN C UISMEPEHNEM UX ONTUYECKOM NJIOTHOCTU B TEYEHUE KOPOTKOIO BPEMEHM Nnocsie 06/1y4eHus.

100. B KauecTBe cpeacTBa AOMNOJAHUTENBHOTO KOHTPOAA MOTYT UCMO/1b30BaTbCA BUONOrMYECKME MHOMKATOPDI.

101. MeTogpl atTrectauMu (MCNbITaHWIA) OOMKHbI FAPAHTMPOBATb YY4eT BO3MOXKHbIX U3MEHEHWN MAOTHOCTU
YKNAOKM CTEPUNN3YEMON NPOAYKLUMN.

102. Mpwn npoBegeHUM npouecca pPaguMalMOHHON CTEPUAM3ALUN HE O0MKHO MPOUCXOAUTb CMeLLMBaHUA
06/1ly4eHHON M HeobnyyeHHOW NpoAyKuuM. Ha KarKaoi ynakoBKe A0/KHbI ObiTb HAaHECEHbl YyBCTBUTE/IbHbIE K
M3/ly4EHMIO LBETOBble MHAMKATOPbl AN TOro, 4TOObl Pas3/IMYMTLb YMNAKOBKW, NpoleAlwune M He npowealue
obyyeHue.

103. CymmapHas nor/ioweHHan 4o3a U3y4yeHua AoNKHa bbiTb HabpaHa B TeYeHMe BPEMEHU, OTBeAEeHHOro Ha
npouecc ctTepunmsaumn.

CTepmn n3aymna oKkCnMaom aTnneHa

104. MeTop cTepuanM3aLmuM OKCUMAOM 3TUIEHA MOMKET MCMOJIb30BaTbCA TO/IbKO B TOM C/yyae, eciu Henb3a
NPUMEHATb Apyrne meToabl ctepuamsaumn. Mpu nposeaeHUM atrTectaumu (MCMbITaHWA) credyeT MokasaTb, YTO
npoLecc cTepuansaLmm OKCMAOM 3TUIEHA He OKa3blBaeT BPeAHOro BAUAHUA Ha NPOAYKLMIO, @ 3aJaHHble YCI0BUA U
ONVUTENbHOCTb  Aerasauuun Mo3BOMAOT CHU3UTb OCTATOYHYH KOHLEHTpauMio rasa M MpOAyKTOB peakuun n[o
OONYCTUMbIX YPOBHEN, onpeaeneHHbIX A8 4aHHOIo BUAA NPOAYKUMM UNKM MaTepuana.

105. CywecTtBeHHOe 3HaYeHWe MMeeT HENOCPEeACTBEHHbIN KOHTAKT MeXAy FasoM M MWUKPOOPraHU3IMamm.
CneayeT NPUHATL Mepbl NPeAO0CTOPOXKHOCTU OT BKIOYEHMUA MUKPOOPraHM3MOB B MaTepuan (Hanpumep, B KpUCTaa bl
UM IModuM3npoBaHHbI 6enok). Ha mpouecc cTepuansaumm OKCMAOM 3TWEeHa MOTYT OKasaTb CYyLLECTBEHHOe
BAUAHME BUA, U KOJIMYECTBO YNAKOBOYHOIO MaTepuana.

106. TemnepaTypy M BNAAXKHOCTb 3arpy3ku nepen obpaboTkol rasom cneasyet NpuMBecTU B COOTBETCTBUE C
TpeboBaHMAMM npouecca. Tpebyemoe 4/1A 3TOro Bpema A0KHO ObiTb, O BO3MOXKHOCTU, MMHUMAJIbHbIM.

107. Kaxkabli UMKA CcTepuan3aumMn  [OOJIKEH KOHTPOJIMPOBATLCA C MCMO/b30BAaHMEM COOTBETCTBYHOLMX
OMONOIMYECKUX WHAMKATOPOB, pacnpefenieHHblX B AO0CTAaTOMHOM KOAMYecTBe MO BceMy 0Obemy 3arpysku.
MonyyeHHas nHGopmauma foNKHa BbiTb opopmaeHa AOKYMEHTAIbHO M BXOAWUTb COCTAaBHOM YacTblo B MPOTOKO/ Ha
Ceputo roToBoM NPOAYKLUM.

108. Ona KarKAoOro UMKAA CTEPUAM3ALMU AO0MKHbI OblTb OPOPMAEHbI NMPOTOKO/bI, COAEPKAME AaHHbIE O
O/IMTENbHOCTU UMKAQ, AaBNEHWUN, TEMNEPAType U BAAXKHOCTU B Kamepe BO BpemMA MPoLEecca, KOHUEHTPauumM rasa m
OaHHble 06 0bWwem Ko/aM4ecTBe MCMNOJIb30BAaHHOMO rasa. [laBneHuve u TemnepaTtypa AO/KHbI PErMcTpMpoBaThCA B
TeYeHWe BCero LMKAa CTepuansaumm Ha guarpamme. TW AaHHbIE AO/KHbI BXOAUTH COCTAaBHOM YacTbio B MPOTOKON
Ha CePUIO TOTOBOM NPOAYKLNM.

109. Mocne cTepuaMsauMM 3arpysky cnegyeT XpaHUTb Mog, KOHTPOAEM B BEHTU/IMPYEMbIX 30HAX, YTOOBI
obecneynTb CHUMKEHME OCTAaTOYHOM KOHUEHTPauMK rasa U NPOAYKTOB peakuMu A0 ONpefeseHHOro YpPOBHA. ITOT
NpoLecc NOANEXUT aTTecTauun (UCnbiTaHUAM).

CDVIJ'IpraLI,VIFI NEKapPCTBEHHbIX CPeacTB, KOTOPbIE HE MOTYT 6bITb CTepnan3oBaHbl B OKOHYaTe/IbHOM ynakoBKe
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110. MpoBeaeHue cTepuansytoLLein
dunbTpauMm He ABNAETCA AOCTAaTOYHbIM YCNOBMEM CTEPUM3ALUKM, €C/IM BO3MOXKHO MPOBEAEHUEe CTepuamsaumm
NpPoAyKUMM B OKOHYaTe/NIbHOW ynakoBKe. [peAnoyTUTENbHbIM ABNAAETCA MeToh CcTepuamsauum napom. Ecam
cTepUAM3aLMA MNPOAYKTA B OKOHYATe/IbHOM YMaKOBKE HEBO3MOMKHA, TO Mepen HamnojHeHWem pacTBOPOB MM
KUAOKOCTEM B NpeABapuUTENIbHO CTEPUIM30BAHHYIO OKOHYATE/IbHYIO YMAKOBKY WX caeayeT NponycTuTb 4epes
cTepuibHble GUABLTPLI C HOMWUHANbHBIM pasmepom nop He 6onee 0,22 MKM UK C 3KBUBAIEHTHbIMM CBOMCTBAMM MO
YAEPKAHNIO MUKPOOPraHM3MOB. Takme ¢uabTpbl MOTYT 3a4€ep*KMBaTb 0O/bLIYIO YacTb GaKTepuii AN NAECHEeBbIX
rpnboB, HO He BCe BUPYCbl MAW MMKOMAasMbl. [0 BO3MOMKHOCTM npouecc GuUAbTpaLMu cnegyeT AOMNOAHATb
Tepmuyeckoi obpaboTKoii.

111. B cBA3M € Tem, 4TO meToa GUAbTPALMM MOMKET BHOCUTb AONONHUTENbHbBIA PUCK 3arpPsA3HEHMA NPOAYKL MU
MWKPOOPraHM3MamM MO CPAaBHEHUIO C APYTMMM CNOCOBaMM CTEPUAM3ALNM, HENOCPEACTBEHHO Nepes HanoONHEHMEM
pekoMmeHAyeTCcA NpPoBOAWUTb MNOBTOPHYH OGWUABTPAUMIO NPOAYKTa 4Yepe3 AOMNOJHUTENbHbIN  yAEPKMUBAOLWLMIA
MWKPOOPraHM3Mbl CTEpPUAN3YIOLWNIA GUAbTP. OKOHYATENbHYIO CTEPUAM3YIOWYD GUABTPALMIO NPOAYKUUK cnepyeT
NPOBOANTb KaK MOXHO BIMKE K MECTY HanoHEHWUS.

112. Cnepyet ncnonb3oBaTb GUABTPbI C MUHMMANbHbIM OTAE/NEHMEM BOJIOKOH.

113. Mepea uvcnonb3oBaHWEM CcTepunusyrowero GuAbTpa M Ccpasy Mnocne ero WCnosib3oBaHWUA credyeT
NPOBEPATb €ro LLENOCTHOCTb TAKUM METOA0M, KaK NpoBepKa Ha "ToUKy ny3bipbKa", meTogom anddysmoHHOro noToka
WAN UCNbITAHWEM NO4, AaBNEHUEM.

Mpw atTectayum cnegyeT onpeaensatb Bpems, Heobxoaumoe ans GUAbTPaLUM pacTBopa 3aaHHOro obbema, u
nepenag gasneHus Ha ¢ounbTpe. Jllobble 3HaUMTENbHbIE OTK/IOHEHMA B NpOLLEcce NPOM3BOACTBA OT aTTECTOBAHHbIX
rnokasaTenen cnenyer perucTpupoBaTb M aHa/M3MpPoBaTb. Pe3ynbTaTbl 3TUX MPOBEPOK AOJKHbI ObiThb BKAOYEHbI B
NPOTOKO/bl Ha cepuio NpoayKunmn. Cpasy nocne Mcnonb3oBaHMA ceayeT NoATBepXAaTb LEeNOCTHOCTb KPUTUUYECKMX
rasoBbix M BO34yWHbIX ¢UAbTpOB. LlenoctHocTb Apyrux ¢unbTpoB Heobxoaumo noATBep:KAaTb 4yepes
COOTBETCTBYIOLWMNE NHTEPBA/IbI BPEMEHW.

114. He ponyckaeTcs MCNo/ib30BaTb OAMH U TOT e UAbTP B TedyeHue 6osiee ogHoro paboyero AHA, 3a
WCKNOMEHWEM C/ly4aeB, KOrga BO3MOXKHOCTb 6osiee A/IMTENBHOMO €ro UCnosib30BaHMA NOATBEPKAEHA aTTecTaumen
(ncnbitaHnamm).

115. ®unbTp He AO/MKEH OKa3blBaTb BAUMAHWE HA NPOAYKLMIO, 334EPKUBAA €r0 UHIPEeANEHTbl UM BbIAENAA B
Hero Kakme-n1bo BellecTsa.

3aBepLuiatoLiye onepaumm nNo NPUroTOBAEHUIO CTEPUBHON NPOAYKLMM

116. YacTnyHO yKynopeHHble $paaKkoHbl NOC/e 3aBepLUEHUS TMODUALHOTO BbICYLUMBAHUA A0J/IXKHbI HAX0AUTbCA
B 30He A A0 MX NOJIHOTO YKYNopmBaHMA NPo6KoiA.

117. EAVHMUBI NPOAYKLUMN A0/BKHbI YKYNOPMBATbCA aTTecToBaHHbIM MeToAoM. Mpu MCNoNb30BaHUN MeToaa
3ananku, Hanpumep, CTEKNAHHbIX UK NAACTMACCOBbIX aMny/, BCA NPoAyKuma noanexunt 100%-Homy KOHTPO/IO Ha
LEeNOCTHOCTb. B ApyrMx cayyasx KOHTPOAb LIEOCTHOCTM MNPOAYKUMU [AONXEH MPOBOAUTLCA YCTaHOBAEHHbIMU
MeToaamu.

118. Cuctema ykynopmsaHua $GpNaKoOHOB, HaMOJIHEHHbIX B aCENTUYECKUX YCOBUAX, He ABAAETCA MOHOCTbIO
LEeNOCTHOM A0 Tex Mnop, NoKa Ha YKynopeHHOM npobkoi dnakoHe He 6yaeT o6KaT (3akaTaH) aflOMUHUEBbIN
KONMa4yoK (KpbiwkKa). B cBA3M C 3TUM 06KMM Konnayka noc/ie yKynopusaHUA MPOBKOW cnedyeT BbINOAHATb Kak
MOMHO paHblle.

119. MoCKoAbKY MNpu O6XKMME KOIMAYKOB MOXKET BblAENATbCA 60/blIOe KOAMYECTBO HEMXU3HECMOCOBHbIX
yactuu, obopyaoBaHue Ana o6Mma cneayeT pasmellaTb OTAE/bHO M CHabXKaTb ero CUCTEMON BbITAMKM BO3AyXa
(mecTHbIMKM OTCOCamM).

120. YctaHOBKA M O0B6XMM KONMAYKOB MOryT MPOBOAMUTLCA KaK YacTb acenTUYeckoro mnpouecca c
NCNO/Ib30BaHNEM CTEPUbHBIX KONMAYKOB WM KaK YMCTbIM NPOLLeCC BHe acenTuyeckol 30Hbl. B nocnegHem cnyvae
$NaKoHbl AOMKHbI 6bIThb 3alUMLLIEHbI 30HOM A [0 rpaHULbl acenTUYeckoi 30Hbl. 3aTem YKyrnopeHHble npobKoi
$NaKOHbI AOMKHbI 6bITb 3aLMLLEHDBI BO3AYLWHOW Cpesoi, COOTBETCTBYHOLLEN 30He A, A0 06XKMMa Konayka.
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121. ®dnakoHbl 6e€3 Npobku mamM co
CMeLLEeHHOM npobkoli crneayeT yAanaTb A0 O06XKMMma Konnadka. Ecam gna ob6xxuma TpebyeTcs BmellaTeNbCTBO
Yyenoseka, cneayeT NPesyCMOTPETb MEPbI, UCKAIOYaloWMe ero NPsMON KOHTAKT C GNakoHaMuM W cBoAAWME K
MWHUMYMY BO3MOXHOCTb BHECEHMA MUKPODOHbIX 3arpA3HEHUIA.

122. 3pdpeKTUBHbIM CPeacTBOM 3aliUTbl MOTYT ObITb Bapbepbl MU U30AATOPLI, OrPaHUYMBatOWME AOCTYN B
pabouyto 30Hy, obecneuymBatowme Tpebyemble YCNOBUA M CBOAALLME K MUHUMYMY MPAMOMN AOCTYN 4YesoBeKa K
onepaunn obxmMma.

123. [MepBWYHblE YMAKOBKW, TEPMETU3NPOBAHHbIE MO BaKyyMOM (BaKyymHble YMaKOBKM), [OKHbI
NPOBEPATLCA Ha COXPAHEHME BaKyyMa NOC/e 3apaHee onpeaeeHHOro NPOMEKYTKA BPEMEHM.

124. TMepBUYHble YNAaKOBKM C MNPOAYKUMEN ANA MNapeHTepanbHOro BBeAEHMA HeobxogMmo npoBepATb
WHAMBUAYANIbHO (MOWTYYHO) HA HANMYMe MOCTOPOHHUX BKAKOYEHUN uan apyrux aedeKkTos. BusyanbHbI KOHTPO/b
cnenyet NpoBOAMTb MPWU YCTAHOBNEHHbIX YPOBHAX OCBeWEeHHOCTM M ¢oHe pabodero nonsa. Cnepyer perynsapHo
NpoBepATb 3peHne onepaTopoB, BbIMOJHAOWMX BU3yasibHbI KOHTPOAbL (€c/iM onepaTopbl MCMOJb3YOT OYKWU, TO
NpoBEepKa 3peHns NpoBOAMUTCA B OYKax). B xoae BM3yasbHOrO KOHTPOAS MPOAYKLMU PEKOMEHAYETCA A0CTaTOYHO
YacTo OpraHM30BbIBATL MepepbiBbl B paboTe onepaTtopos. MMpu MCNONBb30BAHUWU APYTUX METOAOB KOHTPOASA 3TOT
npouecc HeobxoAMMO aTTecToBaTb; COCTOAHME obopyaoBaHMA creayeT NepuoaMyveckn nposepATb. PesynbraTtbl
BM3Ya/IbHOrO KOHTPOA A0MKHbI 6bITb 0POPMNEHBI AOKYMEHTA/IbHO.

Ko HTPOJ1b Ka4eCTBa

125. UcnbiTaHMe rOTOBOM MPOAYKUMM Ha CTEPUIBHOCTb CledyeT paccMaTpuBaTb KaK 3aBeplualolwmii atan B
nocneaoBaTeNibHOCTM Mep, obecneyumBatowmx CTePUAbHOCTb NpoayKTa. [poBepKa CTEPUABHOCTM MPOAYKUUN
O0J/IKHA 6bITb aTTECTOBAHA 415 NPOAYKLMM KaXKA0ro Buaa.

126. B cnyyasx, Korga MOAyYeHO paspelleHMe Ha BbIMNYCK CTEPUAbHOM NPOAYKUMW MO napameTpam
(MpunoxkeHune 17), cnepyeT yaenutb ocoboe BHUMaHMEe aTTecTaumm (UCMbITAaHUAM) U KOHTPOAKO BCEro
TEXHOJ/IOrMYECKOTO NpoLLecca.

127. O6pa3ubl NpoAyKLMK, KOTOpble Oblin 0TOBPaHbI 4158 NPOBEAEHUA UCMbITaHMA HA CTEPUIBHOCTb, AOXKHbI
6bITb penpPe3eHTaTUBHbBIMM 418 BCEMN cepum NPOAYKLMU, OCOBEHHO A/1A TeX YacTel CepUM, BEPOATHOCTb 3arpA3HEHMUSA
KOTOPbIX MaKCUMasibHa, Hanpumep:

a) ona NPOAYyKTOB, pachacoBaHHbIX B aCENTUYECKMX YC/IOBUAX, B OTOOpaHHble 06pasubl AO/KHBI BXOOUTb
nepBUYHbIE YNAaKOBKM, HAMOJIHEHHbIE B HaYaie U B KOHLLE Cepuun, 1 nocse toboro cyLLecTBEHHOro BMellaTe/IbcTBa B
X0/ie TEXHO/IOTMYECKOTO NPOLLECCa;

b) ana NnpofyKTOB, NpoLwweaWwnX TENJOBYO CTEPUAN3ALLMIO B MEPBUYHON yNakoBKe, 0coboe BHUMaHWe cnesyet
y4enutb oTbopy 06pasLLoB N3 NoTeHUMaNbHO Hanbonee X0N04HOM YacTK 3arpy3Kun cTepuansaTopa.
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HOPACTPYKTYPa UHHOBALUWIA

MpunokeHune 2
MPON3BOACTBO BUONOTMYECKNX JTEKAPCTBEHHbLIX CPEACTB

KayectBO 6MONOrMYECKMX NEKAPCTBEHHbIX CPEACTB M MOPALOK MX KOHTPOAA BO MHOMOM ONpefensatTcs
TEXHOJIoTMei NpPou3BOACTBA, OT KOTOPOM B 3HAUYMTENIbHOM CTEMEHW 3aBUCUT OTHEceHWe OMoaorMyYecKkux
JNIEKAPCTBEHHbIX CPEeACTB K TOMY WMAM MHOMY BMay. B gaHHom [lpuaoxeHuMM paccmaTpuBaloTca craeaytowme
6101I0rMUYecKne NeKapcTBeHHbIe CpeacTBa (MeanLUUHCKME BUonormyeckme npenaparsl):

a) MUKPOBHbIE KyNbTYpbl, 328 UCKAHOYEHUEM NOYYEHHbIX MO TEXHONOTUM peKoMBUHaHTHOM AHK;

b) MUKpPOBHbIE N KNeTouHble KyAbTypbl, NOAyYEHHble MO PeKomMbUHaHTHON AHK TexHonorMm uam metoaom
rmépuansaumu;

C) 3KCTPAKTbI U3 BUONOTMUYECKUX TKAHEN;

d) »KMBble areHTbl, BblpalleHHble B SMOPUOHAX UM KUBOTHbIX.

K Takum meamumHCKMM BMoIorMyeckum npenapaTtam OTHOCATCA: BaKUMHbI, UMMYHHbIE CbIBOPOTKM, aHTUTEHDI,
FTOPMOHbI, LMTOKMHbI, GEPMEHTbI U Apyrne NpoaykTbl pepmeHTaumm (B TOM UYMC/ie MOHOK/IOHA/IbHbIE aHTUTeNa M
NPOAYKTbI, NonydYaembie U3 pekombumHaHTHon OHK).

K npoayKtam, yKasaHHbIM B nepeuncieHunun "a", npumeHnmsbl He Bce TpeboBaHMA HacToAwero MNpunoxkeHus.

MpumeyaHue - Mpu NOAroTOBKE HacTOALWEro cTaHAaapTa 6biiM yuTeHbl 0bwue TpeboBaHMA, NpeabABAseMble
BcemunpHoit opraHmsaumei 3apaBooxpaHeHma (BO3) K opraHnsaumMm NnpomnsBoACcTBa U KOHTPO/IbHbIM 1abopaTopusim.

B HacToAwem cTaHZapTe He nNpuBeaeHbl Tp86OBaHMﬂ K CI'IeLI,Md)M‘-IeCKMM BnOam 610N0rMYecKnx npenapaTtos.
Tp66OBaHVIFI K HUM YCTaHOB/1EHbI B CneuynazibHbIX HOPMaTUBHbIX AOKYMEHTaX.

Obuwme nonoxeHusn

Mpon3BoAcTBO  MeAUMUMHCKMX BMONOrMYecknx npenapaToB WMMeeT CBOK cneunduky, onpegensaemyto
XapaKTepom nNpoayKLUMM W TexHosornei npoussoactsa. [lpy nNpous3BOACTBE W KOHTPOAE MeAMULMHCKOM
61010rM4YecKon NPoAYKUMN HEOBXOAMMO NPUHUMATL CReLManbHble Mepbl NPeSOCTOPOMKHOCTH.

B oT/Ainune oT 0bblYHbIX IEKAPCTBEHHbIX CPEACTB, KOTOPbIe NPOU3BOAATCA C UCMNONb30BAaHUEM XMMUYECKUX U
bu3nyeckMx meTonoB, 06ECneyMBalOLLMX BbICOKYIO CTeneHb CTabuUAbHOCTM, MNPOU3BOACTBO  MEAMLMHCKUX
6MO0MI0rMYECKMX NpenapaToB CBA3aHO C OWMONOTrMYECKMMM Npoueccamum W MaTepuanamu, TaKMMM  Kak
KYNbTUBUPOBAHME KNETOK MW IKCTPAKUMA MaTepuana M3 KUBbIX OpraHM3moB. I3TU Buonoruuyeckme npoueccobl
XapaKTepu3yloTcs BapuabenbHOCTbO, YTO MPUMBOAWUT K HEMOCTOAHCTBY CMNEKTPa M MPUMPOAbl COMYTCTBYHOLUMX
npoaykToB. Bonee Toro, maTepuasnbl, UCNOAb3yeMble B MpOLLECCax Ky/bTUBMPOBaAHUA, caMu Mo cebe aABastoTCA
cybcTpaTtamm 4ia pocTa MMKPOOPraHU3MOB.

KOHTpo/b MeAMUMHCKUX BMONOrMYEecKMX MpenapaToB BKAOYaeT B ceba OMoNorMyeckMe aHanuMTUYecKue
MeToAbl, KOTOpble XxapaKTepusytoTca 6onee BbICOKOW CTeneHbio BapuabenbHoCTM, 4Yyem PU3UKO-XMMUYECKUNE
aHanuTMYeckme metoabl. MosTomy Npu NPOU3BOACTBE MEANLMHCKMX BMONOIMUYECKMX NpenapaTtoB 0coboe 3HaYeHne
UMEIOT MeToAbl BHYTPUMNPOU3BOACTBEHHOTO KOHTPOAS.

MepcoHan

1. Bce COTPYAHUKMN, pa6OTaIOLLI,l/Ie B 30HaXx npoumsBoacrtBa MmeanUNHCKUX 6ronorMyecknx npenapartos (B TOM
ymucne nepcoHan, 3aHATbIN O‘-IMCTKOVI, OGCHY)‘KMBBHMEM U KOHTpO/EM Ka‘-IECTBa), AO/IXKHblI  NPOXo4AUTb
A0ONO/HUTENIbHOE o6yqume B COOTBETCTBUM C MUX 0OA3AHHOCTAMWU U OCOBEHHOCTSMMU I'Ip0M3BOp,MMOl‘;1 npoAYyKLUUN.
COprAHMKM AO/TIKHbI UMETb A0CTAaTOYHYHO NOArOTOBKY B 06.1aCTM NINYHOM TUTUEHDI U MVIKpO6MOI'IOFVIM.
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WHdpacTpykTypa MHHOBAUWIA

2. [na ycnewHoOro BbINOJIHEHMA
CBOMX 0653aHHOCTEN NMLAM, OTBETCTBEHHbIM 33 MPOM3BOACTBO M KOHTPO/b KayecTBa NPOAyKUMMU, Hapaay c
OOCTaTOYHbIM MPAKTUYECKMM OMbITOM c/edyeT MMeTb Heobxoaumykto 6a30Byt0 MOAroTOBKY No bakTepuosioruu,
6uonormn, OUMOMETPUKN, XUMUK, MeauunHe, dapmaumn, dapmakosormm, BUPYCONOTUU, UMMYHONOTUM WU
BETEPUHAPUMN.

3. Ona obecnevyeHnss 6€30NaCHOCTU MNPOU3BOAMMON MNPOAYKUMU CAedyeT Y4YMTbiBaTb MMMYHHbIA CTaTycC
COTPYAHMKOB. Bce cOTPYAHUKM, 3aHATbIE B MPOMU3BOACTBE, TEXHUYECKOM 0OCNYKMBaHUKU, NPOBEAEHUN UCMbITAHNI K
yXoJe 3a ¥XMBOTHbIMU (B TOM UMCNE U KOHTPOJIEPbI), A0/IXKHbI, MO Mepe HeobXxoAMMOCTU, NPOXOAUTb BaKLMHALUIO, a
TaKXe perynapHoe meguumHckoe obcnegosaHue. NoMMMo o4veBUAHOM HeobXoAMMOCTM 3alunTbl MEpcoHana ot
MHPULMPYIOLWNX areHTOB, CU/IbHOAENCTBYIOWMX TOKCMHOB UAW anfepreHoBs, cieayeT NpeaoTBpallaTh 3arpAsHeHme
cepumn NPoOAYKUUM MHOULMPYIOLMMM areHTamu. KaK npaBuao, AoNycK NOCTOPOHHUX /1L, B MPOU3BOACTBEHHbIE 30HbI
[0/13KeH ObITb CTPOro OrpaHUYeH.

4. Heobxo04MMO WMCK/OYUTL AOMYCK B MPOU3BOACTBEHHYIO 30HY COTPYAHWUKOB C KaKUMU-TNOO U3MEHEHUAMMU
MMMYHHOIO CTaTyca, KOTOPbIM MOMKET OTpuLATe/NbHO MOBAMATb Ha KayecTBO MNPOM3BOAMMOrO NpoAayKra. B
npousBoacTBe BakuuHbl BUMX ©n npenapatoB Tyb6epKynvMHa MOryT 6biTb 3aHATbI TO/IbKO COTPYAHWKM, KOTOpble
perynapHo nNpoxoaaT NpoBepPKM UMMYHHOTO CTaTyca UK peHTreHorpaduyeckoe obcnenoBaHue rpyaHON KNETKU.

5. B TeyeHne paboyero BpemMeHW He AOMyCKaeTCAs Nepexod COTPYAHUKOB U3 30H, r4e BO3MOMKEH KOHTaKT C
KMBbIMM MUKPOOPraHM3MaMM WAN KUBOTHbIMWU, B 30HbI, rae NpoBoaaTcA paboTbl C ApPyron npoaykuuein unum
APYrMMUM MUKpoopraHuamamun. Ecam nogobHbix nepexonoB M3bexKaTb HEBO3MOXKHO, MEPCOHaN, 3aHATbIM B TaKOM
NpPou3BOACTBE, 0/I}KEH CTPOrO BbIMOJIHATL TPeb6OBaHMA NO AeKOHTaMMUHALUMMK, B TOM YUC/IE CMEHY oAeXabl U 06yBH,
W, NP1 HeobX0AMMOCTU, MPUHUMATL AyLU.

MomeleHus n obopyaoBaHune

6. TpeboBaHUA K YUCTOTE NPOU3BOACTBEHHbIX MOMELLEHWNI MO MUKPOOPraHNU3Mam M YacTMLaM 3aBUCAT OT BUAA
NPOAYKLUMM N TEXHONOTMYECKON CTaguMM C YYETOM YPOBHS 3arpsisHEHWUA WCXOAHbIX MaTepuasoB M OMacHOCTU
3arpA3HeHns roToBoM NPOLYKUMMN.

7. BBuay onacHOCTU MepeKkpecTHOro 3arpsasHeHua MeAMUMHCKMX BMONOrMYeckux npenapatoB, 0CO6EHHO Ha
cTagusax paboTbl C KMBbIMW OpraHM3Mamu, MoryT notpeboBaTbCA AOMNOJIHUTENbHbIE MEpPbl MPegoCTOPONKHOCTH,
Hanpumep, WCNONb30BaHWE CcneumanbHO MpeaHasHayeHHoro o060pyAoBaHUMA UM MOMELLEHMIA, OpraHM3aumsa
NpPou3BOACTBA MO NPUHLMMNY OTAENbHbIX UMKA0B PaboTbl U MCMONb30BaHME 3aKPbITbIX CUCTEM. YPOBEHb pasaeneHus,
HeobxoAMMbIV ANA NPeaoTBPaALLEHNA NEePEKPECTHOrOo 3arpa3HeHUs, onpeaenseTcs BUAOM NPoayKTa U napameTpammu
MCMo/ib3yeMoro 06opyaoBaHus.

8. [Ons npoussoacTBa BaKuumHbl BLUXK 1 paboTbl € KMBbIMM MWUKPOOPraHM3IMamu, WCMNOAb3yeMbIMU B
Npou3BOACTBE NPenapaTos TybepKyIMHa, KaK NpaBuaIo, HEOHXOAMMO NPUMEHATL TOJIbKO CleuunasbHble MOMELLEHMUA
n obopyaoBaHue.

9. Mpwu pabote c Bacillus anthracis, Clostridium botulinum u Clostridium tetani go 3aBeplweHns npouecca Mx
MHAKTUBALMKN HEOHXOAMMO UCMO/Ib30BaTb TO/IbKO CMeLMabHble MOMeLLEHMA U 06opyaoBaHME.

10. Ana ppyrvx cnopoobpasyowmnx OpraHM3MOB MOXKET MNPUMEHATbCA OpraHM3aumMa NpPoOu3BOACTBA MO
NPUHUMNY OTAENbHbBIX UMKAOB NPW YCAOBUW, 4YTO MpPM 3TOM WMCMNONb3YHOTCA MOMeLWeHna U obopyaoBaHue,
cneumanbHO npeaHasHayYeHHble 417 3TOW rpynnbl NPOAYKTOB, U OAHOBPEMEHHO NPOU3BOAMTCA MPOAYKUMA TONbKO
ofHOro BMAa.

11. Jns TakMX NPOAYKTOB, KaK MOHOK/IOHa/IbHble aHTUTENA U NPOAYKTbI, MPOU3BOANUMbIE MO PEKOMOUHAHTHOM
OHK-TexHONOMrMKN, [OMNYCcKaeTca MX OAHOBPEMEHHOE MPOM3BOACTBO B OAHOM 30HE C MCMO/Ib30BAHWEM 3aKPbITbIX
cmuctem 6uodepMeHTaTOpPOB.

12. Mocne ctagmu BblpalMBaHMA NOCAeAyOWME TEXHONOTMYECKME CTaAUN MOTYT NPOBOAMTLCA ANA Pa3HbIX
NPOAYKTOB OAHOBPEMEHHO B OAHOM NPOW3BOACTBEHHOM 30HE MPU YCAOBUMM MNPUHATUA AJEKBATHbIX Mep Mo
NpefoTBPALLEHUIO MEPEKPEeCTHOro 3arpAasHeHuA. [nAa ybuTbix BaKUMH M aHATOKCMHOB TaKoe MapansienbHoe
NPOM3BOACTBO BO3MOXKHO TO/IbKO NOC/IE MHAKTUBALLMK KYAbTYPbl UAW NOC/E ee AETOKCUKALMM.
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13. Ons npous3BoAcCTBa CTEPUIbHOM
NPoAyKLUMM CcnefyeT UCNO/b30BaTb MOMELLEHMA € UM3ObITOYHbIM — AaBneHwem. [na  npeaoTBpalleHus
pacnpocTpaHeHna 3arpasHeHMA 3a npeaesbl CneuManbHblX 30H, NOABEPraeMblX BO34ENCTBMIO MATOTEHOB, B 3TUX
30Hax c/iegyeT co34aBaTb OTPULATENbHBIN Nepenas AaBaeHus.

BoKcbl € oTpULAaTeNbHbIM Nepenagom AaBaeHUsa, UCMoNb3yemble ANnA paboTbl ¢ NaToreHamu B acenTUYecKux
YCNOBUAX, CIeAyeT OKPYKaTb CTEPUIbHBIMU 30HAMM C U3ObITOYHbIM AAB/IEHUEM.

14. MNpu Bblbope obopypoBaHua pna  uabTpaumMm Bo3gyxa CledyeT  y4uTbiBaTb 0OCOBEHHOCTU
NPOM3BOACTBEHHbIX 30H. Kak npaBuno, He cnegyeT NPUMEHATb PEUMPKYNALMIO BO3ZyXa M3 30H, B KOTOPbIX
npoBogATcA PaboTbl C XKUBbIMM NaTOreHHbIMU MUKPOOPraHM3MaMu (3a UCKItoYeHMeM 060CHOBaHHbIX C/ly4Yaes).

15. MNnaHnpoBKa NPOM3BOACTBEHHbIX 30H M KOHCTPYKLMA 060pyaoBaHMA A0/MKHbI 06ecneymBaTb BO3MOXKHOCTb
nposeaeHnsa nx 3GGEeKTUBHON OUUCTKU, Ae3NHPEKLUN UK CTepunansaummn (Hanpumep, ¢ UCNONb30BAaHUEM MeToZa
dymuraumm). 3T meToabl AONKHbI ObITb aTTECTOBAHbI (MCMbITaHbI).

16. KoHCTpyKuma obopynoBaHUA, MCNOMb3YEMOro Aasa paboTbl C KMBBIMM MWUKPOOPraHU3MaMM, [OJIKHA
WCK/t04aTb BO3MOXKHOCTb 3arpA3HEHMA 3TUX KyAbTYP U3 BHELHUX UCTOYHMKOB B XO4€e TEXHO0IMMYECKOro npoLiecca.

17. KoHcTpyKumMa TpybonpoBoaos, BEHTUAEN U GUABTPOB OUYUCTKM BO34YyXA AONKHA obecrneynBatb yaobcTBO
MX OYUCTKM WU CTepunusaummn. PekomeHayeTcs MCNosib30BaTb cUcTeMbl "oumcTka Ha mecte" (clean in place) wm
"ctepunnszauma Ha mecte" (sterilize in place). KoHCTpyKkumMAa BeHTUNEN Ha depMeHTaTopax A0JIKHA NpeaycMmaTpuBaTh
BO3MOHOCTb UX CTepuan3aumm napom. GuabTpbl AOMKHbI ObITb TMAPOGOOHBIMM, CPOK UX CAYKObI JOMKEH ObITh
onpeaeneH B npouecce atrectaumm (MCNbITaHUM).

18. KOHCTpYKLMA NEPBUYHON U30AALUUN [OMKHA UCKAOYATb PUCK YTEYKM, YTO AO0/IKHO ObiTb MNOATBEPKAEHO
pe3ynbTaTamMu UCMbITAHWUNA.

19. Xuakue oTxoAbl, KOTOpble MOFYT COAEP!KaTb MNaTOreHHble MMUKPOOPraHM3Mbl, AOJIXKHbI MPOXOAUTb
apPeKTUBHYIO Ae3nHPeKUMIO.

20. Bcnepctene BapuabenbHOCTM BUMONOTMYECKUX MPOAYKTOB MAM MPOLLECCOB B XOAE TEXHONOMMYEeCKoro
NpoLecca MOMKET BO3HUKHYTb HEOobBXOAMMOCTb OTMEPMBAHUA WAWM B3BELIMBAHUA KaKUX-IMB60 [06aBOK MU
WHrpeamMeHToB (Hanpumep, 6ydepos), NO3TOMy B MNPOM3BOACTBEHHON 30HE AOMYCKAeTCA XPaHUTb Hebosblune
3anacbl 3TUX BELLECTB.

BuBapumn 1 yxoz 3a ¥KMBOTHbIMMU

21. }¥MBOTHbIe MUCNOMb3YIOTCA A8 NPOU3BOACTBA PALA MEAULMHCKMX BUMONOTMYECKMX NPEenapaToB: BaKUMHbI
NpoTuB nosvommnenmTa (06e3bsAHbl), CbIBOPOTKM NPOTMB AA0B 3MeEN (Nnowwaan M Kosbl), BaKUMHbI NPOTUB BelueHcTBa
(KPOIMKM, MbIWIM U XOMSIKM) U CbIBOPOTOYHbIM TOHAZOTPONUH (nowaam). MMBOTHbIE UCMOML3YIOTCA TaKXKe ANd
KOHTPOANS KayecTBa HO/IbLUMHCTBA CbIBOPOTOK W BaKLUMH, HaNnpMMep, MbIlK (BaKLMHA NPOTUB KOKAIOLIA), KPOIMNKM
(Aana npoBeaeHUA UCMbITAHUI Ha NUPOTEHHOCTb), MOPCKKNE CBUHKM (BLIM-BaKLMHa).

22. Obume TpeboBaHWA K OpraHM3aLMU BUBaAPUEB, YXOAY 3a XKMBOTHbIMW M KapaHTUHY nNpuBeaeHbl B
COOTBETCTBYIOLLE HOPMATUBHOM AOKYMEHTaLMK. BuBapuu, B KOTOPbIX COAEPKaTCA XUBOTHbIE, UCNOIb3yemble AN
NPOM3BOACTBA M KOHTPO/IA KayecTsa MeAULMHCKMX BMONOTMYECKUX NPenapaTtos, A0/XKHbl BbiTb OTAENEHbl OT 30H
NpPou3BOACTBa U KOHTPOAA KadecTBa. COCTOAHME 340POBbA MUBOTHbIX, KOTOPbIE CAYXaT MCTOYHUKAMMU UCXOAHbIX
MaTepuanoB UAM UCNONb3YIOTCA ANA KOHTPOAA KayecTBa NPoAyKUUW U NPOBEeAEeHMA UCMbITaHUA Ha 6e30NacHOCTb,
OOJ/IKHO KOHTPO/IMPOBATbCA, a pe3y/bTaTbhl KOHTPOAA GUKCUPOBATLCA B AOKYMeHTauuun. [1na nepcoHana, 3aHATOrO B
3TWUX 30HaX, AO/MKHbI BbITb NPeAyCMOTPEHbl KOMHaTbI A4 NepeoaeBaHna 1 COOTBeTCTBYoWanA paboyas oaexaa. Mpu
MCNONb30BaHUN 06e3bAH ANA NPOU3BOACTBA UM KOHTPOAA KadecTBa MeAMUMHCKUX BMOoNorMyeckux npenapaTos
HeobxoaMmo yuynTbiBaTb 0cobble TpeboBaHUA, YKa3aHHble B Aeicteylowmx "HopmaTtusax BO3 ana 6uonormyeckux
BewectB" N 7.
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JoKymeHTaumA

23. B cneunduKaumm Ha UCXO[HbIE MaTepuasbl ANa NPOU3BOACTBA BUONOIMYECKMX MEANLNHCKUX NPenapaTos
cnefyeT BKAOYATb LOMNOSHUTENbHYIO WHOOPMAUMIO 06 WCTOUYHWMKE, MPOUCXONKAEHWUWU, METOAE NPOU3BOACTBA M
NPUMEHAEMbIX METOAAX KOHTPOIA KAYecTBa, B YaCTHOCTU, MUKPOOMOIOrMYECKOTO KOHTPOASA.

24. Kak npaBuno, cneunduKkaumm Tpebytotca TakxKe A1 NPOMEXYTOUHbIX U HepachaCoOBAHHbIX MeANLIMHCKUX
61oN0rMyecknx NnpenapaTos.

UcxoaHble maTepuanbl

25. CnepgyeT 4YeTKO onpeaenaTb WUCTOYHMK, MPOMUCXOXKAEHWE U MPUrOAHOCTb UCXOOHbIX MaTepuanoB ans
ncnonb3oBaHus. Ecim nposegeHne HEOBXOAMMbIX UCMbITAHUA 3aHMMAET MHOTO BPEMEHMU, OO0MYCKAaeTcs HauyMHaTb
06paboTKy UCXOAHbIX MaTepuanos 40 MOJAYYEeHUs Pe3y/ibTaToB 3TUX UCMbITAaHUI. B TakMX cnyyasx paspelleHue Ha
BbIMYCK CEPUM TOTOBOM NPOAYKLMMU 3aBUCUT OT NMOJIOKUTE/IbHbIX PE3YNbTAaTOB UCTbITaHUI MCXOAHbIX MaTepPUasoB..

26. Mpy HeobXoAMMOCTM CTEPUAN3ALUN WMCXOLHLIX MATEpPMaNoB NPeAnoYTUTE/IbHbIM ABAAETCS Ten/JoBOM
metoa. [na WMHaKTMBauuMM BMONOrMYECKUX MaTepuanoB MOTYT MCMNOAb30BaTbCA ApyrMe AONyCTUMble MeToApbl
(Hanpumep, 06paboTka MOHMU3UPYIOLLNM U3NYYEHUEM).

Cuctema noceBHbIX MaTepumanos un 6aHKOB KNEToK

27. Ona npenoTBpalleHna HeskenaTe/lbHOr0 U3MEHEHUA CBOMCTB, KOTOPOE MOXET MPOU30NTM BCAeacTBUE
MHOTOKpPaTHbIX MepecesoB WAM 6ONbLLWIOrO Yucna reHepaumin (naccakei), NPoOM3BOACTBO  MeAULMHCKUX
6MON0rMYECcKNX NpenapaTtos, NOay4aemMblX U3 KYAbTyp MUKPOOPraHM3MOB, KYAbTYP KNETOK WUAM Pa3MHOMKeHMEM B
3MBPUOHAX N KMUBOTHbIX, AO/KHO BbiTb OCHOBAHO Ha CUCTEME FNaBHOrO M paboyero 6aHKOB MOCEBHbIX KYAbTyp
N/VUNN KNETOK.

28. KonnuectBo reHepauuii (yABOEHUI, naccakei) mexkay noceBHbIM MaTepuasom uau 6aHKOM KNEeToK U
roToBOM MNpoAyKUMEN [OO0/IKHO COOTBETCTBOBATb TPEOOBAHUAM HOPMATMBHOW [AOKYMEHTAUMM U TpebOoBaHUAM,
YCTaHOBJIEHHbIM MPU PerucTpaummn eKapcTBeHHoro cpeactea. MacwrabupoBaHue npouecca He A0/IKHO U3MEHATb
3T0 dyHAAMEHTaIbHOE COOTHOLIEHME.

29. MoceBHble maTepuanbl U BaHKM KNETOK HeobXoAMMO COOTBETCTBYIOWMM 06pa3om XapaKTepusoBaTb U
NpoBepATb Ha OTCYTCTBME KOHTaMMHauuMW. B pJanbHelwem WX MNPUrogHOCTb AOMXKHa ObiTb MoATBep:KAeHa
CTabUNbHOCTbIO XapaKTEPUCTUK U KaYeCcTBOM NocC/ieoBaTe/IbHbIX CepUii NPoayKunn. MoceBHble MaTepuasbl U BaHKK
KNeToK CneayeT co3aaBaTb, XPaHWUTb M UCMO/b30BaTb TaKMM 06pa3om, YTOObI PUCK MX 3arpA3HEHUS UM U3MEHEHMS
6bl1 MUHUMAIbHBIM.,

30. [MMoceBHble MmaTepuanbl U 6HaHKM KAETOK HeobxoAuMMo co3gasaTb B KOHTPOJIMpyeMoW cpege,
obecneumBalollell 3alMUTy MOCEBHbIX MaTepuanoB M BaHKOB KAeToK M paboTalouiero ¢ HMMKM nepcoHana. Mpu
€034aHMM NOCEBHOrO MaTepuana n 6aHKa KNeTok He AoMNyCcKaeTca ogHoBpemeHHas paboTa B OAHOM 30HE UAN OAHUM
N TEeM e NepCcoHaNoM C APYTUMU KUBbIMU UAN UHOULMPYIOWLMMU MaTepranamm (Hanpumep, BUpycamm, TMHUAMK
AN WITAMMaMU KNETOK).

31. [daHHble, noaTBep}Aatolime cTabUAbHOCTb M BOCNPOM3BOAMMOCTb MOCEBHbLIX MaTepuanos M 6HaHKOB
KNeToK, HeobxoAnmMo 0dopMAATL B BUAE AOKYMEHTOB. EMKOCTHM, NpeaHasHauYeHHble ANA UX XpaHeHUA, A0KHbI 6bITb
repMeTUYHbIMM, YETKO MapKMPOBaHHbLIMU U XPaHUTbCA NpU Heobxoaumoi TemnepaTtype. HeobxoaumMo TWaTeNbHO
BECTU AOKYMEHTa/IbHbINA YUYeT XpaHALLMXCA eMKOCTeN. B X0N0ANNbHbIX YCTAaHOBKAaX TeMNepaTypy XpaHeHua cneayet
HenpepbIBHO PErucTpMpoBaTh, a B YCTAHOBKAX C XMAKMM a30TOM - KOHTPO/IMPOBaTb COOTBETCTBYIOWMM 0Bpa3oM.
Bce OTKNOHEHWMA MapaMeTPOB XpPaHEeHWs 3a YCTaHOBAEHHble FPaHMLbl U BbITEKalOLWME U3 3TOr0 KOppeKTupyoLme
OEeWCTBUA A0KHbI B6bITb 0GOPMEHbI B BUAE MPOTOKOA.

32. PaboTa c noceBHbIMM MaTepuanamm U HGaHKaMKM KNETOK [OJIKHA BbIMNONHATLCA TO/IbKO CheuMasnbHO
Ha3HaYeHHbIM NepPcoHaNoM Noj KOHTPOIeM OTBETCTBEHHOIO ANLA. JOCTyn K XpaHALLMMCA NOCEBHbIM MaTepuanam u
6aHKaM KNeTOK c/iegyeT KOHTPO/IMPOBaTb. PasnuuyHble MOCeBHble MaTepuanbl U BaHKU KNETOK cledyeT XpPaHWTb

[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM
odpamumbCs K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.
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Takum obpasom, 4Tobbl WCKAKOYaNachb
BO3MOXHOCTb MX NOAMEHbI UM NEPEKPECTHOro 3arpsA3HeHus. PekomeHayeTca pa3genaTtb NoceBHble maTepuabl U
H6aHKM KNETOK, M pasHble YacTu XPaHWUTb OTAE/IbHO BO M3bexaHue nx notepu.

33. OnepaumMmM CO BCEMU EMKOCTAMM, COAEPXKAWMMMU TNaBHbIM U pabounii 6aHKM KAETOK U MOCEBHbIX
MaTepuanos, cieayeT NPoOBOAMTb B OAHOM nopAAKe. EMKOCTb, OgHaXAbl B3ATYI0 M3 XpaHMAWULILA, He AONycKaeTca
BO3BpaLLaTh B XPaHWIMLLE NOBTOPHO.

MpuHumnbl paboTol

34. CneayeT NpoBepATb POCTOBbIE CBOMCTBA Cpeabl KY/IbTUBUPOBAHUA.

35. [lobaBneHMe maTepuanoB UAN Ky/bTyp B GepMeHTaTopbl U ApYyrue cocyapl, a TakxKe oTbop npob ns Hux
HeobxoAMMO MPOBOAMTL B TWATE/IbHO KOHTPOJIMPYEMbIX YCA0BUSX, 06ecrneunBatolmx HEBO3MOMKHOCTb BHECEHUS
3arpAsHeHuin. [lpu BHeceHuMM pob6aBoK wunm oTbope nNpobd HeobxoAMMO KOHTPO/IMPOBATb MPaBUAbLHOCTb
noacoeaMHEHUA COCya0B.

36. MNpoueccbl LeHTPUPYrnpoBaHMa Uan CMeLMBAHUA NPOAYKTOB MOTYyT NPUBECTM K 06pa3oBaHUIO a3po30/el,
NnoaTomy BO M3berkaHue nepeHoca *KMUBbIX MUKPOOPraHM3MOB 3TM MPOLECChl cneayeT NPoBOAUTb B M30AMPOBAHHbIX
30Hax.

37. Mo BO3MOKHOCTU, Cpeaa Ky/IbTUBUPOBAHMA A0MKHA ObITb CTepUAN30BaHa Ha mecTe (in situ). Mpun nogave B
depmeHTaTOpbI ra3os, cpes, KUCNOT UMK LWENOYEN, MEHOTACUTENEN U T.M., MO BO3MOXHOCTU, CieayeT UCNOoNb30BaTb
cTepunmayome PuUabTpbl, BCTPOEHHbIE B IMHUKU NOAaYn.

38. Ocoboe BHMMaHUe HeobXoAMMO YAeNsATb aTTecTauum (MCnbiTaHUAM) METOAO0B YAaNeHNA UNU UHAKTUBALUM
BMPYCOB (CM. COOTBETCTBYIOLLYIO HOPMATUBHYIO JOKYMEHTaLMIO).

39. Mpn MHAKTMBALMWN UAWN YOANEHUM BUPYCOB B XOA€E NPOM3BOACTBA HEOOXOAMMO NPUHMMATbL Mepbl NPOTUB
NOBTOPHOTO 3arpsisHeHMA 06paboTaHHOM NPOAYKLMU CO CTOPOHbI HE0BpaboTaHHOM NPOAYKLUMN.

40. Mpw NnpMMeHeHUN xpomaTtorpapuyeckmx MeToa0B UCNO/b3YIOT pasHble BUAbl 060pya0BaHUsA, KOTOPOE, KakK
npaBuao, AOJI}KHO ObITb CneumasbHO NPeAHa3HaYeHo A/ NPOBEAEHUA OYUCTKM OAHOro TMMa npoaykuun. Mexxay
cepuamMM NPoAyKLMN 3TO 060pyA0BaHNE A0MKHO MPOXOAUTL CTEPUAN3ALMIO NAN Ae3nHeKumMto. He pekomeHayeTca
MCNo/Ib30BaTb O4HO M TO *Ke 060pyAOBaHME Ha PasHbIX TEXHOOrMYECKUX cTaausax. CneayeT ycTaHOBUTb KpUTepun
NPUEMIEMOCTHU, CPOK CYXKObI U METOAbI CTEPUAN3ALUU AN Ae3UHPEKLMUN KOTOHOK.

KoHTposb KayecTBa

41. ina obecneyeHuns cTabuAbHOCTM KavecTBa MeAUUMHCKUX BMOI0rMYecknx npenapatos ocoboe 3HayeHue
MMEeT BHYTPUMPOU3BOACTBEHHbIN KOHTPONb. KOHTPOMbHbIE OMepauuu, MMelLWMe pellaollee 3HaveHue A
KayecTBa NpoAyKUMW (Hanpumep, OTCYTCTBME BMPYCOB), HO KOTOpble He MOryT 6biTb MPOBeAeHbl Ha TOTOBOW
NPOAyKLMM, cneayeT NpoBOAMTb Ha COOTBETCTBYIOLLMX MPOMENKYTOUHbIX CTaAMAX NPOM3BOACTBA.

42, O6pasubl NPOMEXKYTOUYHbIX MNPOAYKTOB HEOobXOAMMO XPaHWTb B COOTBETCTBYIOWMX YCAOBMAX, U WX
KO/IMYECTBO AO/IKHO BbiTb A4OCTAaTOYHbIM A1 NOBTOPEHUA UAN NOATBEPHKAEHWUA UCMbITAHUI NO KOHTPO/IIO KayecTsa
cepum NpoayKLMn.

43, HeKoTopble TEXHOMOMMYECKME MPOLECCHI, Hanpumep, depmeHTaumua, TPebyloT HenpepbIBHOrO KOHTPOAA
napameTpoB. 3TW AaHHble A0/KHbI BXOAMTb COCTAaBHOW YacTblo B MPOTOKO/ Ha CEPUI0 NPOAYKLMM.

44, TlpM UCNONb30BaHUM B NPOW3BOACTBE MNEPEBMBAEMbIX KYAbTYp WX CNeunduKy cnegyeT yuuTbiBaTb B
TpeboBaHMAX K KOHTPOJIIO KayecTBa.

He sBasemca oduuuansHol nydaukauyuel U HOCUM UHPOPMAUUOHHLIU Xapakmep. FOCT P 52249-2009 89
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM

06|3C1ITIUITII:>C9| K UCMOYHUKAM oduuuanbLHo20 OI’IL_.JB/'IUKOE)GHUH.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



SIngng i L fin

HOPACTPYKTYPa UHHOBALUWIA

MpunokeHue 3
MPON3BOACTBO PAANODAPMALIEEBTUYECKMUX MPEMAPATOB
Obuwme nonoxeHmn

MpounssoacTBOo pagnodapmaleBTUYECKMX MPenapaToB AO/KHO ObiTb OpraHM30BaHO B COOTBETCTBMM C
MpaBunamu NPOU3BOACTBA MU KOHTPONS KauyecTBa JieKapcTBeHHbIX cpeacts GMP (yactu | u Il HacToAwero ctaHaapTa).
[aHHoe [MpunoreHue ycTaHaBAuBaeT TpeboBaHuA, cneumduyeckme gns NpovsBoACTBa pagmodapmMaLeBTUUECKUX
npenaparos.

MpumeyvaHua:

1. JaHHoe lpunoxeHne He PacnpPOCTPAHATCA Ha NPUroToBAeHWe pagnmodapmMaLeBTUYECKUX MPenapaToB B
cneumanmnsnmpoBaHHbIX anTekax (B 1e4ebHbIX yUpeKaeHUAX NN AeACTBYIOWMX CAMOCTONATE/IbHO) C UCNOb30BaHMEM
PaAMOHYKNANAHbIX TFEeHEepaTopoB M HaboOpOB peareHToB B COOTBETCTBUMM C /ULUEH3NEN (perncTpaunoHHbIMK
OOKYMEHTamMu).

2. B cootBeTctBUM C TpeboBaHWSMM pagMauMOHHON 6e30MacHOCTM OTBETCTBEHHOCTb 33 MPUMEHEHUe
pagMaumMnm B MEAUUMHCKUX UenAax /NeXWUT Ha JfedyebHbix ydpexaeHuax (Bpayax). [Mpu  npumeHeHuu
paanodapmaleBTUYECKMX NMPenapaToB B AMArHOCTMYECKUX W TepaneBTUYECKUX Lenax AO0NXHa 6biTb obecneyeHa
BO3MOYHOCTb Y4acCTUs CNeLmnanumcTa no meauumMHCKon pusnKke 1 BbiNoHEHbI Apyrve TpeboBaHUs.

3. [daHHoe [lpunoxeHWe pacnpoCcTpaHAeTCA TaKXe Ha paguodapmauleBTMHECKMe  NpenapaTsl,
MCNONb3YOWMNECA B KNMHNYECKMX UCNbITaHUAX.

4. TpaHcnopTUpoBaHMe paanodapmaLleBTUYECKMX NPEeNnapaToB BbIMNO/IHAETCA B COOTBETCTBMU C TpeboBaHMAMMU
no pagmauuoHHon 6esonacHocTn MesayHapoaHoro AreHTctea nNo aToMHOW sHeprium (MATAT3) 1 HauMOHaNbHbLIMK
TpeboBaHMAMM.

5. MoryT u1cnonb3oBaTbCA METOAbl, OTAMYAlOWMECA OT NPUBEAEHHbIX B AAHHOM [pUIOXKEHUM, HO
No3BOANAOLWME BbINOAHUTL TpeboBaHMA Mo obecneyeHUto KayecTBa NPoAyKUMU. MNpu NpUMEHEHUN 3TUX METOLOB
cnepyeT nokasaTb, YTO OHWM obecneymBaloT ypPOBEHb KAyecTBa, 3KBMBAJIEHTHbIW, NO KpalHel mepe, TpeboBaHMAM
AaHHoro [MpunoxeHus.

BeseneHue

1. NMpownzBoacTBO pagnodapmMaLLeBTMHECKUX NPenapaToB M obpalieHne C HUMK NPeacTaBAseT NOTeHUMaNbHYIO
OonacHoCTb. YpOBEHb PWCKa 3aBUCMT OT TWUNA M3/YYEHWUA, 3SHEPrMM U3AyYeHWsa W nepuoda nosypacnaga
pagnoHykamaos. Ocoboe BHMMaHME cneayeT YAEAUTb NPeAoTBPALLEHUIO MEePEKPECTHOro 3arpAsHeHUs, HaauMuuio
OCTaTKOB PaAMOaKTUBHbIX MaTepnanos 1 yaaneHno OTXO408.

2. M3-3a TOro YTO PaAMOHYKANAbI MMEIOT KOPOTKMI CPOK XpaHEeHMs, AOMYyCKAeTcA BbiMyCcKaTb HeKoTopble
pagnodapmaLeBTMYECKME MpenapaTthl A0 3aBepLIeHWA KOHTPO/AA KayectBa. B 3aTom cnyyae B chneuuanbHoM
MHCTPYKLMM A0KEH BbITb YETKO M NoApo6HO onpesesieH NOPAAOK BbiNycKa NpenapaTtos, BK/AOYasn OTBETCTBEHHOCTb
nepcoHana n TpeboBaHUA K HENPepbIBHOW OLEeHKe 3GPEKTUBHOCTM CUCTEMbI 0becrneyeHns KayecTsa.

3. O6nactblo NpUMEHEHUA AaHHOTO [PUNONKEHUA ABNAETCA AEATENbHOCTb MPOMbIWIEHHbIX NPeanpUATUin,
AAEPHBIX LLEHTPOB, MHCTUTYTOB M MNIT-LEHTPOB NO NPOU3BOACTBY M KOHTPO/IIO KayecTBa:

- paamodapmMaLeBTUYECKMX NPenapaTos;

- pagmodapmaLeBTUYECKUX npenapatos gaa N3T (NO3UTPOHHO-3MUCCUOHHOM TOMOorpadum);

- PaAMOAKTUBHBIX NPeALLEecTBEHHMKOB 418 NPOU3BOACTBA paanodapMaL,eBTUYECKMX NPEnapaTos;

- PaAMOHYKINAHBIX FTeHepaTopoB.
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NHdpacTpykTypa MHHOBaL WA

Bua nponssoacTea MpaBuna GMP | CneayeT BbINOAHATb TPEOOBAHWUS HACTOSALLETO

He pacnpo- cTaHgapTa. Yactm Il n | (no mepe

CTpaHAatoTCA NPUBAMKEHUA CTaAMM NPON3BOACTBA K TOTOBOMY

<*> NPOAYKTY U COOTBETCTBYIOLIME NPUIOKEHUS)
PagnodapmaueBtmye- MpoayKkuma Xumnye- | Cragum MNepepaboTka, AcenTnyeckoe
CKue npenapatbl peakTopos u CKUi 0UUCTKN | popmuUpoBaHUe, npon3BOACTBO
PagnodapmauesTuye- LUMKNOTPOHOB CUHTE3 yNaKoBbIBaHME NN GUHULWIHAA
CKue npenaparbl 44 (HanonHeHwue, cTepununsaumsa
naTt dacosaHue)
PagnoakTmBHble
npeALwecTBeHHNKM
PagnoHyknnaHble Mpoaykuma TexHoNorM4Yecknin npouecc
reHepaTtopbl peakTopos u

LMKNOTPOHOB
<*> MuLeHb U cMcTeMa nepeaaym oT LMKAOTPOHA K YCTaHOBKE CUMHTE3a MoryT
paccmMaTpuBaTbCA Kak Nepsas CTaauAa NPOM3BOACTBA aKTUBHbIX papMaL,eBTUYECKMX
cybcTaHumi.

4. TpowusBoguTenb TrOTOBOro  pagnodapmaleBTMYECKOro npenapata [AO/KEH WMMeTb  OnucaHue
TEXHOJIOTMYECKOro npouecca Npou3BoACTBa aKTUBHOM dapmaueBTUYECcKol cybCcTaHLUMK, TOTOBOrO JIEKAPCTBEHHOIO
cpeacTBa M yKasaTb, Kakue TpeboBaHus GMP (dactb | uam ) HacToAwero craHAapTa pacnpocTpaHAOTCA Ha
pasNnyYHble TEXHO/OMMYECKMe onepauuun/craauu.

5. lMpousBoactBo pagModapmaLeBTUHECKMX NpPenapaToB AOJIKHO BbINONAHATLCA B COOTBETCTBMU C
TpeboBaHMAMU HOPM pPaAnaLLMOHHOM 6e30MacHOCTU.

6. MNpounsBoacTeo pagmModapmaLLeBTUUYECKUX MPENAPATOB, NPeAHa3HaYeHHbIX A1a NapeHTepanbHOro BBeAEHMS,
[OOMKHO BbIMOJIHATLCA B COOTBETCTBUM C TpebOBaHMAMMU, NPeabABASEMbIMU K CTEPUIBHOCTU TaKMX NpenapaTtos, C
cobnogeHnem, Nnpu HeobXoAMMOCTHN, acENTUYECKMX YCNOBMIA NPOU3BOACTBA B COOTBETCTBMMU C [MpunoxeHuem 1 K
HacTosLWeMy CTaHAapTy.

7. TpeboBaHMAa K paanodapmauleBTUYECKMM npenapatam WM MeTodamM WX KOHTPOANs YCTaHOB/EHbl B
dapmaKonenHbIX CTaTbAX UK APYTNX AOKYMEHTax <*>,

<*> #B opurnnHane npasun GMP EC ykasaHo: B EBponelickoit ®apmaKkonee wanM AMLEH3MM HA peanms3aumio
(marketing authorization)#.

KAnHWYeckme ncnbitaHma

8. Ha npousBoactBo paguodapmaLeBTUHECKMX NpPenapaTtoB, NpegHasHaYyeHHbIX ANA  KAWHUYECKMUX
nccnefoBaHUM, PaCNPOCTPAHAIOTCA TakXe TpebosaHusa MpunoxkeHns 13 K HacToAWweMy CTaHAAPTY.

ObecnevyeHne KayecTBa

9. ObecneuyeHune KayecTBa Npu NPOmU3BOACTBE pagnodapmMaLLeBTUHECKUX NpenapaToB MMmeeT ocoboe 3HayeHue
BBMAY WX chneunouyecknx ocobeHHOCTel, MasbiX 06BHEMOB CEpPUM M B HEKOTOPbIX CaydYasx HeobXoAMMOCTU
NpUMMeHeHus 0 3aBepLUeHns onepauuii Mo KOHTPOIO KayecTsa.

10. 3awyTa NPOAYKLMM OT 3arpsA3HEHNIA M NEePEKPECTHbIX 3arpAsHeHMI goMKHA 6biTb 06ecneyeHa TaK e, Kak
M Npu NpousBoacTBe Nt06bIX NIeKapCTBEHHbIX cpeacTB. Ho B AaHHOM cayyae npeabABAAeTCA AONONHUTEbHOE
TpeboBaHMe No 3aLLMTe NepPcoHana OT MOHU3UPYIOLLEro U3yYeHUs. B 3TuX ycnoBumax cuctema obecneyeHms KayecTsa
nprobpeTaeT NCK/IOYMUTE/IbHO BaXKHOE 3HadYeHue.
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11. CnepyeT nNpoBOAMTb OLEHKY W
PEerucTpaumio AaHHbIX MO KOHTPOAI MOMELWEHUA UM 0b60PYyAOBaHMA B COOTBETCTBMM C MX 3HAYEHWEM B
TEXHOJ/IOTMYEeCcKoM npouiecce.

12. MNpwn npousBoacTBe pagnmodapmaLLeBTUYECKUX NpenapaToB cneayeT B Heobxoanmom obbeme NpPoBOAUTH
atrectaumm (MCMbITaHWA) C YYEeTOM aHa/M3a PUCKOB B COOTBETCTBMM C TPeOOBAHMAMW [aHHOrO CTaHAapTa M
HOPMATUBHbIX OKYMEHTOB MO paZMaLMOHHON 6e30nacHoCTH.

MepcoHan

13. Bce TexHonorMyeckne onepaumm LOMXKHbI  BbIMOAHATLCA MNEPCOHANOM, MMEKLWMM CneumanbHyo
NoAroToBKY MO paguaunmoHHoin 6esonacHocTU. [epcoHan, 3aHATbIN B NPOU3BOACTBE, KOHTPO/IE KayecTBa U BbiNycKe
pagmodapmaLLeBTUYECKNX NPENnapaToB, AOKEH NPONTU cneunanbHoe obydyeHune, cBA3aHHOE C 0COBEHHOCTAMM 3TUX
npenapatoB. YMNO/JIHOMOYEHHOE /INLO HeceT MOJIHYI0 OTBETCTBEHHOCTb 3a BbINYCK paanodapmaLeBTUYECKUX
npenapaTos.

14. NMepcoHan, paboTaloLmii B 30Hax NPOU3BOACTBA paanodapmMaLeBTUYECKMX NPenapaToB (BK/OYasa 3aHATLIN
y60pKOI M TEXHUUYECKMM 0BCNYKMBAHUEM), AOJIKEH NPOUTU AONONHUTENBHOE 06yYeHMe, CBA3AHHOE CO cneunduKkom
NPOLECCOB U NPOAYKLMN.

15. Ecnn nNpou3BOACTBEHHblE MOMELLEHUA M 0bopyaoBaHME MCMONbL3YIOTCA TaKXKe A1A npoBedeHus
NUCcCNefoBaHU, TO WCCeAOBaTENbCKMIA MepcoHan AOMKeH nponTn obyyeHume no npasunam GMP. Cnyxba
obecneyeHUs KayecTBa [OJI)KHA paccMaTpuMBaTb M [aBaTb paspelleHue Ha npoBefeHue paboT, CBA3AHHbIX C
nccnefoBaHUAMM, ANA TOTO YTOObI UCKAOUYUTL UX ONacHOe BAUSIHUE Ha NPOM3BOACTBO.

MomelleHus n obopyaosaHue
Obuwme nonoxeHusn

16. NpownsBoacTBo pagnodapmaLeBTUYECKUX MPENapaToB AOJKHO OblTb OPraHM30BaHO B KOHTPOJ/IMPYEMbIX
30HaX, B KOTOpPbIX BbINOAHAITCA TpeboBaHMA K OKpyXKalowein cpese W paauvaumMoHHOM 6GesonacHocTu. Bce
TEXHONOTUYECKME OMepaumm OOJIKHbl  BbIMOMHATLCA B CMEUManbHbIX MOMELWEHUAX W Ha cneumasbHOM
obopyaoBaHUK, NpeaHa3Ha4YeHHOM A5 TPOU3BOACTBA paanodapmaLeBTUUECKMX NPEenapaTos.

17. CnepnyeT NpUHATL Mepbl MO NPefoTBPALLEHUIO NEPEKPECTHLIX 3arpA3HEHUN OT NepcoHana, MaTepuasnos,
PagMoaKTMBHBIX MaTepuanoB M np. Besge, roe 3TO BO3MOXHO, C/leAyeT WCMO/b30BaTb 3aKPbITOE WM
n3onanpoBaHHoe obopyaoBaHue. MpU UCNONb30BaHUM OTKPLITOrO OOOPYAOBaHMA ClefyeT MPUHATb Mepbl MO
CBEAEHMIO PUCKA 3arpA3HEHUI K MUHUMYMY. Mpy OLLEHKE pUCKa clieZyeT NOKasaTb, YTO YMCTOTA OKpYKaloWwen cpeabl
y40BNeTBOPAET TpeboBaHNAM, NPeabABAAEMbIM K TUMY BbIMYCKaeMOM NPOAYKLMMN.

18. Bxoa B MNPOM3BOACTBEHHbIE 30HbI AO/IKEH OCYLLECTBAATLCA 4Yepe3 KOMHaTbl NepeonesaHun
(caHNpONYCKHUKK) 1 AoNKeEH BbITb OrpaHUYEH TO/IbKO 418 NePCOHaNa, MMEILEro NPaBo A4OCTYNa B HUX.

19. CnepyeT NpoBOAMTb KOHTPO/b PabouMx MeCT M OKpy:Kalowei cpeapl Ha Hanmume (KOHLEHTpaumio)
PagNoaKTUBHBIX 3arpA3HEHUIA, YacTUL, U MUKPOOPraHn3moB. MopsaaoK NpoBeAeHUA KOHTPOAA yCTaHaBAMBaeTCA Npu
aTTecTaumm B 3KCMNAYyaTUPYEMOM COCTOAHUN.

20. [Ona obecnevyeHns Haanexkawel paboTbl MomelleHWin M obopyaoBaHMA cledyeT OpraHM3oBaTb WX
TEeXHUYecKoe o0bCnyKnBaHMe, NPOBOAUTL KaNnbpoBKy (NOBEPKY) M aTTecTaumio (McnbiTaHMA). 3T PaboTbl AONKHbI
BbINONHATLCA MOATOTOB/JIEHHBLIM NEPCOHaNOM, a (aKT WMX NPOBeAeHWA M MOAyYeHHble pPes3ynbTaTbl O0JKHbI
0hOPMNATLCA AOKYMEHTANbHO.

21. CnefyeT MPUHATL Mepbl MO 3aWWTe OT PAAMOAKTUBHOMO 3arpsA3HEHMs MOMeLLeHUn M obopynoBaHMS.
CnepyeT opraHM30BaTb KOHTPOJIb PAZMOAKTUBHLIX 3arpsA3HEHUIM HEenocpeAcTBEHHO C MOMOLLbIO A03MMETPOB MW
KOCBEHHO METOZLOM CMbIBOB.

22. MNoBepxHOCTM 060pYyL0BaHMA, COMPUKACAIOLLMECA C NPOAYKTOM, HE AOJ/IKHbI BCTYNaTb C HUM B PeaKuuIo,
HWYero He NPUBHOCUTL B HETO M He abcopbupoBaTb NPOAYKT, UTOObI HE U3MEHUTbL €ro CBOMCTBA.
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23.  Peumpkynauma Bo3gyxa U3
NoMeLLEeHUIN, B KOTOPbIX BbINOAHAETCA paboTa ¢ paguModapmaueBTUHECKMMM MpenapaTtamu, He AO0NycKaeTcs, 3a
UCKIOYEHNEM C/Iy4aeB, KOrga NMPUMEHEHME PeLMpPKYIauUMM O0BOCHOBAHO. B BbITAMKHbLIX CMCTEMax AO/KHa ObiTb
NpeaycMOTpeHa 3almTa OT 3arpA3HEHUA OKPYKAloWeh cpefbl PaAVNOAKTUBHbIMM YacTMUaMuM W rasamu. B
KOHTPOIMPYEMbIX 30HaX JOXKHA ObITb NPeAyCMOTPEHA 3aLLMTA OT 3arPA3SHEHUA YAacTULLAMMW U MUKPOOPraHU3MaMU.

24. Y10b6bl HE [OMYCTUTb PACAPOCTPAHEHMA PALMOAKTUBHBLIX YACTUL, MOXKET OKas3aTbCA HeobXxoAMMbIM
noaAepKMBaTb OTPULATENBHOE AABAEHWE B 30HAX, FAe HaXOAMTCA OTKPbLITbIM MPOAYKT. B TO e Bpema cneayet
3aWMTUTDL NPOAYKT OT 3arpA3HEHUI M3 OKpPYrKalowWwen cpeabl. ITO MOXKeT ObiTb AOCTUTHYTO 3a CYET NPUMEHEHMUA
6apbepHOt TEXHONOTUM U BO3AYLLUHbIX LUAIO30B.

Mpon3BOACTBO CTEPUIBHON NPOAYKUMUM

25. CtepunbHble pagnodapmaneBTMYEecKMe npenapaTbl PasaenatoTcsa Ha ABe rpynnbl:

- npenapaTbl, nognexawme GUHULIHON CTepUAM3aunM, T.e. CTEPUAM3ALMM B MEPBUYHON OKOHYATEbHOM
YMNaKOBKE;

- npenapatbl, He gonyckawouwue OUHUWHOW CTepuaM3aumnu, nNPOU3BOACTBO KOTOPbIX AOJIKHO ObiTb
OpraHM30BaHO B aCENTUUYECKUX YC/IOBUSIX.

TpeboBaHMA K YMCTOTE MOMELLEHUIN 3aBUCAT OT TOro, K KaKoM rpynne oTHocuTca npenapar. TpeboBaHuA K
4YncToTe Paboumx 30H, B KOTOPbLIX MPOAYKT UAN NEepBUUYHAA YNAKOBKA MOXKET HaXoAMTbCS B KOHTAKTE C OKPYyXKatoWwmm
BO34yXOM, NpuBeAeHbI B NpunoxeHnun 1 K HacTosawemy CTaHaapTy.

26. Onsa onpeaeneHusa TpeboBaHUI K nepenagam AaB/eHUs, HanpaBAeHUIO NOTOKa BO3AyXa M ero Kadyecrsa
MOTYT MCNONb30BaTbCs METOAbI aHA/IM3a PUCKOB.

27. B 3aKpbITbIX aBTOMATU3NPOBaAHHbIX CUCTEMAX, NPEACTaBAAOWMX COBOM, KaK NpaBMIo, ropaune Kamepbl C
pasmelLeHMEM B HUX YCTAaHOBOK XMMMUUYECKOTO CUHTE3a, CUCTEM OUYUCTKK, CTepunmsytowein dunbTpaumm "Ha amHum",
OO/MKHA ObiTb npeaycmoTpeHa 3o0Ha C. B ropauve Kamepbl, Haxogsawmeca B 3aKPbITOM COCTOSIHUW, OO/IKEH
NnoAaBaTbCA BO34YX C BbICOKOW CTEMEHbIO YNCTOTbI. ACENTUYECKME ONepaLum A0XKHbI BbINOAHATLCA B 30He A.

28. [lo Hauyana npomssoacTBa cbopKa CTepunbHOro 060pyA0BaHUSA U KOMNOHEHTOB (TPYBOK, CTEPUANSYIOLLINX
dUNBLTPOB), YKYNOPKa U repMeTm3aLma CTEPUIbHbIX G1aKOHOB AONKHbI BbIMOHATLCA B aCENTUYECKMX YCIOBUAX.

JoKkymeHTaumA

29. MopAagoK paspaboTKkM, NepecmoTpa, YTBEPHKAEHMA U BblAauM LOKYMEHTOB, OTHOCALLMXCA K NPOU3BOACTBY
paavodapmaLeBTMYECKUX NPenapaToB, A0MKeH ObiTb U310XKEH B CNeLMaNbHOM UHCTPYKLUN.

30. TpeboBaHMA K UCXOAHBIM M YNAKOBOYHbIM MaTepuanam, STUKETKaM U APYrMM CpeacTBaM MapKUPOBKM,
KPUTUYECKMM MPOMEKYTOUYHbIM MaTepuanam M roTOBOM MPOAYKUMM AOSXHbI OblTb YKasaHbl B creunduKraumax.
Cneundukaumm TakKe paspabaTbiBatOTCA HA KPUTUYECKME MaTepUabl U KOMMNOHEHTbI (BCNOMOraTe/ibHble BELLECTBA,
YNAOTHEHUSA, HAbopbl Ana cTepuamsytolelrt GunbTpauumn n 4p.), UCNosb3yemble B NMPOLLECCE M CNOCObHble OKasaTb
KpUTUYECKOE BANAHUE HA KayeCTBO NPOAYKLUUMN.

31. CnepyeT  yCTaHOBUTb  AONYCTUMble  nNpefesibHble  3HAYEeHUA  U3MEHEHUW  XapaKTEPUCTUK
pagmModapmaLeBTMUECKMX NPENapaToB, BKAOYas TpPebOBaHUA K BbINYCKY M CPOKY XpaHeHus (Hanpumep,
PaAMOXMMNYECKON YNCTOTbI, 06 BEMHOMN aKTUBHOCTU, PAANOHYKANAHON YNCTOTbI U YAENbHOWM aKTUBHOCTH).

32. B npoTOKONax Ha MCNO/b30BAHME, OYUCTKY, Ae3aKTMBALMIO, Ae3MHbEKLMIO (CTepUaM3aLnIo), TEXHUYEeCKoe
obcnyKMBaHMe celyeT yKasblBaTb AATy WU BPems BbINOJHEHMA Onepauuu, 3aBepATb NMPOTOKOA MOAMMCbIO NMLa,
BbINOJIHMBLUErO PaboTy, U, NPU HEOHXOANMOCTH, YKA3biBaTb HAMMEHOBaHWE NPOAYKTa U HOMEP CEPUM.

33. MpoToKoAbl creayeT XpaHUTb He MeHee YeM B TeyeHue Tpex NeT, eCAIM UHOE He YKa3aHo B Apyrux
OOKYMEHTax.

MNpownssoacTBo
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34. OpgHoBpemMeHHOEe NpPOU3BOACTBO
pasnnyHbIX paanodapmMaueBTUYECKMX NPENapaToB B 04HOM paboyeli 30He (ropsayelt Kamepe, N7aMMHaPHOWN 30He Uan
wrady) He p[onNyckaetcs, 4YTO BbI3BAHO HEOOXOAMMOCTbIO CHUMKEHMA A0 MMHUMYMa PUCKA MEepPeKpPecTHOro
3arpA3HeHUs PaLMOaKTMBHBIMU BELLECTBAMM UM NEPENnyTbIBAHUA MATEPMANOB.

35. Mpoueccbl 1 obopyaoBaHWe noajiexaTt aTrecTauuu (MChbiTaHMAM), B T.4. CUCTEMbI C KOMMbIOTEPHbIM
ynpasaeHnem, B cooTtBeTcTtBuM C [punoxeHnem 11 K HacToAwemy cTaHZapTy. Hosble npoueccbl nognexkat
nepcnekTUBHOM aTTecTaunu.

36. Kputnyeckne napameTpbl ciaefyeT, KaK NpasBuao, onpegenutb A0 NPoOBeAeHUA aTTectauuMm uam B ee
npouecce. lMpu 3TOoM cnegyeTr onpesennTb [ONYCTUMble MpefesibHble 3HAa4YeHUA W3MEHEHUI NapaMeTpos,
HeobxogMmble AnA cTabuabHOTO NPOM3BOACTBA.

37. Ona npoayKToB, HAMOJHAEMbIX B AaCENTUYECKUX YCNOBUAX, CneayeT NPOBOAUTb KOHTPO/b LLEeNOCTHOCTH
MembpaHHbIX GUNBTPOB, NPUHMMAA BO BHMMaHMe HeobxoaumocTb obecneyeHua pagmauMoHHON 6e30nacHOCTU U
COXPaHEHUA CTEPUNBHOCTU GUNBLTPOB.

38. YuuTbiBaa pagMaLMOHHYIO aKTMBHOCTb FOTOBOFO MPOAYKTA, AOMYCKAeTCA HaHOCUTb MAPKMPOBKY Ha
NepBUYHYIO YNAKOBKY A0 Havyana NpounsBoacTBa. Ha cTepuabHble NycTble 3aKkpbiTble GNAKOHbI MOXKET ObITb HAaHeceHa
MapKMpPOBKa C YaCTUYHON MHPOpMAUMEN A0 onepauymy HANOJHEHWUA, NMPW 3TOM CTEPUIBHOCTb He AO0/MKHA OblTb
HapyLleHa W He AO0/IKHO BblTb MOMEX A1 BU3YaNbHOIr0 KOHTPOIA HarnoIHEHHbIX GpJIaKOHOB.

Ko HTPOJ1b Ka4eCTBa

39. HekoTtopble paanodapmaLeBTUHECKME NpenapaTbl MOryT ObiTb BbIMyLWeEHbl U UCMONb30BaHbI HA OCHOBE
OLLEHKM AOKYMEHTALMM Ha CEPUIO A0 3aBEPLUEHMA BCEX XMMUYECKUX U MUKPOBMONOTMYECKUX UCTIbITAHWUIA.

OdopmneHune paspeLleHns Ha BbiNycK pagnodpapmaLeBTUHECKMX NPENAPATOB MOKET ObITb BbIMOJIHEHO B ABa U
60see 3TanoB 40 M NOc/e 3aBePLUEHMA AHAIMTUYECKOTO KOHTPOAA B NOJIHOM obbeme:

a) paspelleHve Ha BbINycK OPOPMAAIOT MOC/E OLLEHKM MPOTOKOJIA Ha Ceputo, B KOTOPOM LOJ/IHbl ObiTb
OTpayKeHbl YC/IOBUA MPOU3BOACTBA M Pe3ynbTaTbl aHAa/IMTUYECKOro KOHTPOAA; npenapaT A0 OTNPaBKU B KAUMHUKY
nmeeT cTaTyc "B KapaHTuHe";

b) nonyyeHne paspelueHuns Ha BbINyCK OT YNOJIHOMOYEHHOIO NLA NOCAe NPOBeAeHUS OLUEHKN OKOHYaTE/IbHbIX
pe3ynbTaToB aHa/JIMTUYECKOTO KOHTPOAS, BCEX OTK/AOHEHUI OT HOPMaJbHOro npouecca, KOTopble AOJIXHbI ObiTbh
odopm/ieHbl AOKYMEHTasIbHO, 060CHOBaHbI U yTBEPXKAEHbI. ECIM HeKoTopble pe3y/ibTaTbl KOHTPOJIA HEBO3MOMKHO
NoJlyYnTb A0 MCNONb30BaHMA MpenapaTa, TO YNOJHOMOYEHHOMY ULy cieayeT oGopMUTb paspelleHre Ha Bbinyck
npenapaTta yC/IOBHO A0 ero UCM0/1b30BaHUA M OKOHYaTes/IbHO 0GOPMUTL paspelleHre Ha BbIMYCK npenapaTta nocae
NOJIyYeHMUs BCEX PE3Y/IbTAaTOB KOHTPOAS.

40. BonbWWHCTBO paanodapmMaLeBTUYECKMX NPENnapaToB MCNO/b3YHOTCA B TeYEHME KOPOTKOro nepuoa
BpemeHun. CpOK rogHOCTU NpenapaTa AO/KeH ObITb YETKO YKa3aH.

41. MpenapaTbl, coAep:KaliMe PaaMOaKTUBHbIE M30TOMbI C OOMbLIMM NepuogomM nonypacnaga, cneayet
KOHTPOMPOBATL Ha COOTBETCTBME BCeM TpeboBaHMAM A0 0DOPMIEHUS paspeLleHUs Ha BbIMYCK YNOJHOMOYEHHbIM
iuom.

42. KoHTponb npob moxKeT 6biTb NpoBedeH He cpasy nocne ux otbopa, 4Tobbl obecneunTtb Tpebyemoe
CHUXEHWE YPOBHA AKTUMBHOCTM. Bce BMAbI KOHTPOAA, BKAOYAA KOHTPOJb Ha CTEPWUIbHOCTb, AONXKHbl ObITb
npoBeaeHbl Kak MOXHO bbicTpee.

43. TopsafoK OUEHKU NPOAYKUMUM W pe3ynbTaToB KOHTPOAA, KOTOPYH C/ledyeT MNpoBecTM A0 BblMycKa
NPOAYKLMM, [OMKEH ObITb U3/10XKEH B CNELMaNbHON MHCTPYKLUMK.

44. NMpoAayKuma, He COOTBETCTBYIOLLLAA YCTAHOBIEHHbIM TPEOOBaHMAM, A0/IXKHA ObITb OTK/IOHEHA.

Echn npepycmotpeHa nepepaboTka maTepuana, TO OHa [AOJXKHA BbIMNOAHATLCA MO MHCTPYKUuMKU. [oTOBas
NPOAYKLMA [AONXKHA COOTBETCTBOBATb YCTAHOB/AEHHbIM TpeboBaHMAM, YTO AO/IKHO OblTb MOATBEPXKAEHO [0 ee
BbiNycKa. He ponyckaeTcA nepepaboTKa BO3BPALLEHHOM NPOAYKLMW, C KOTOPOM cnefyeT obpalwiatbCa Kak C
PaZMOaKTUBHBIMU OTXO4aMM.
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45. B cneumanbHOM  UHCTPYKLUK
OOMKeH ObITb onpeaeneH NOpAAOK AENCTBMIA YNONHOMOYEHHOro /iMua B cayyae ObHapyXKeHWs HecooTBeTCTBUA
npoayKkuum TpeboBaHnam cneundmKaLmm nocsie ee oTrpy3kn Ao UCTEUYEHUS CPOKa rogHOCTU. Takme caydyamn 4OJIKHbI
6bITb paccnefoBaHbl C pPa3paboTKOM naaHa MeponpuUATUIA MO KX MPeaynperKAeHUo W AOKYMEHTA/IbHbIM
odpopmneHmem.

46. Mpn HeobxoaUMOCTU cneayeT MHGOPMUPOBATbL OTBETCTBEHHbIM NEPCOHaN fe4ebHOro yypexkaeHusa. 1o
cnepyet BbINOAHATL B Nopsaake, obecneymBatowem NpocaeKMBAemMocCTb BCEX AENCTBUIA.

47. JomkeH 6bITb pa3paboTaH MOPAAOK KOHTPOASA MCXOAHbIX matepuanos. Mpu Bbibope U yTBEepXKAeHUU
nocTasLLMKa cnegyeT ybeanTbca B TOM, YTO NOCTaBAAEMbIE UM MaTepuanbl HEM3MEHHO COOTBETCTBYIOT TpeboBaHUAM
cneumdmKkaunin. McxodHble M yNaKOBOYHble MATEPUAnbl M BCMOMOraTeNbHble MaTepuasbl OAA KPUTUYECKUX
NPOoLECCOoB AO/MKHbI NPMOBPETATbCA TONbKO Y YTBEPKAEHHbIX MOCTABLLMKOB.

KOHTpO/IbHbIE N apXMBHble 06pasLbl

48. N3 Kaxaon cepun HepachacoBaHHON NPOAYKUMU [ONKHbI ObiTb O0TOOBpaHbl NPobbl (KOHTPOJIbHbIE U
apxuBHble 06pasubl), KOTOPbIE OO0/KHbI XPAaHWUTLCA HE MeHee LEeCTU MEeCALEB NOoC/ie UCTeYeHUA CPOKa rogHoOCTU
roTOBOW NPOAYKLMMU, EC/IM MHOE He YCTaHOBNEHO NPU NPOBEAEHMMN aHANN3a PUCKOB.

49. Mpobbl UCXOAHLIX MaTepuanos, 3a WUCKAOUYEHWEM paCTBOPUTENEN, Fa30B WM BOAbl, MCMNO/b3yemMoil B
NPOM3BOACTBE, AO/IKHbI XPAaHWUTbCA HE MEHee ABYX NeT Moc/ae BbiNyCKa NPOAYKLMU. ITOT CPOK MOMKET 6biTb
COKpalLeH, ecnu B cneumndmKaumm Ha maTepuan yKkasaH 6os1ee KOpoTKuiA Nnepuos cTabuabHOCTY.

50. CornaweHvem C KOMNETEHTHbIMM OpraHamum MOMKeT BbiTb onpeaeneH Apyroi nopaaok otbopa npob
(KOHTPONBHBIX M aPXMBHbIX 06Pa3LLOB) UCXOAHbIX MaTePManos, NPOAYKLMU, N3rOTOBAEHHON MO UHONBUAYANbLHOMY
3aKasy WaM B ManblX KONMYECTBAX, AN €CAN UX XPaHEHME MOMKET Bbl3BaTb 0CObble TPYAHOCTH.

Peanunsaumna

51. [lonyckaeTcsa peanv3aumsa roToBOM NPOAYKUMM A0 NOAYYEHMA Pe3yAbTaToOB UCMbITAHUIM, eCiM cam MnpoLecc
peanusaummn HaxoauUTCA NoA KOHTPO/eM M npenapaT He 6yAeT UCMoNb30BaH A0 NOYYEHUA Pe3ybTaToB UCMbITaHWUIA
N UX OLEHKWN OTBETCTBEHHbIM IULLOM.

TepMuHbI 1 onpegeneHna

MpurotoBneHue (preparation): NpUroToBieHNe PagNOMEUYEHHOTO Habopa PASUOHYKANAOM, 3/TIOUPOBAHHBIM
M3 reHepaTopoB, UAN PaANOAKTUBHbLIMU MpeslecTBEHHUKaMU B leyebHOM yupexkaeHun. Habopbl, reHepaTopbl U
PaAMOaKTMBHbIE NPeALeCcTBEHHUKN A0MKHbI ObITb 3apPEerncTpMpoBaHbl B YCTAaHOBAEHHOM NOPSAAKE, a NPeanpUATUs-
NpPou3BOAUTENN AONKHbI UMETb IMLEH3MIO HA BbIMYCK AaHHON NPOAYKLMN.

MpomssoactBo  (manufacturing):  mM3roToBneHMe,  KOHTPOJIb  KayecTBa,  BbIMyCK W [0CTaBKa
paavodapmaLeBTUYECKMX NPENAPATOB, NOAYYEHHbIX U3 aKTUBHOM CYBCTaHUMKM U APYTUX MCXOAHbIX MAaTEPMAIOB.

lopayas kamepa (Hot-cell): 3awmuweHHoe (3kpaHMpoBaHHOe) paboyee mecTo A1A NPOU3BOACTBA M 0bpalleHuA
C PagMOaKTUBHbIMM MaTepuanamm. fopayas Kamepa He 06s3aTeNbHO A0KHA ObITb U30ATOPOM.

YnonHomoueHHoe nuuo (Qualified Person): cm. MpunoxeHune 16 K HacToALeMy CTaHAAPTY.
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NHdpacTpykTypa MHHOBaL WA

MpunorkeHue 4

NMPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB AN1A MUBOTHbIX
(KPOME UMMYHHbIX NEKAPCTBEHHbIX CPEACTB)

HacTtosauwee MNpuaoxeHne OTHOCUTCA KO BCEM /IEKAPCTBEHHbIM CPeACTBamM ANA MMBOTHbIX, 33 UCKAOYEHMEM
MMMYHHbIX J1€KapCTBEHHbIX CPeacTB (MPOM3BOACTBO KOTOPbIX paccmaTpuBaeTcs B [pUAOXKeHUM 5 K HacToAwemy
CTaHAAPTY) U IeKapCTBEHHbIX KOPMOB.

Mpon3soacTBo A06aBOK K IEKAPCTBEHHbIM KOPMam

B HacToAwem NprnaoxKeHnn NCNob30BaHbl cCheayowmne TEpMUHbI:

NekapcTBeHHble Kopma (medicated feeding stuff): nobas cmecb NeKkapcTBEHHbIX CPEACTB AN KUBOTHbIX U
KOPMOB, BblMyCKaemas B roTOBOM BUAE, NpeAHa3HaYeHHas A1 KOPMIEHUA }KUBOTHbIX 6e3 aanbHelwen o6paboTky,
KOTOpas paccMaTPUBaEeTCA KaK JIeKapCTBEHHOE cpeAcTBO H6narogapa CBOMM nedyebHbiM Man npodunakTUYEeCcKUM
CBOMCTBaM.

[J06aBKM K NIeKapCTBEHHbIM KOpMam (NpemuKcbl) (pre-mix): ntobble nekapcTBEHHbIE CPeAcTBa A1A KUBOTHbIX,
NPUroToBNEHHbIE 3apaHee A5 NOCNEAYHOLEro UCNONb30BaHMA B MPOU3BOACTBE /IEKAPCTBEHHbIX KOPMOB.

1. MNpousBoacTBo A06aBOK K JIEKAPCTBEHHbIM KOpmMamM TpebyeT WCNo/nb30BaHUSA 6GOMbLIOTO KOAMYECTBA
pacTUTENbHbIX MaTepuanoB, NPUBAEKAIOWMX HACEKOMbIX W Tpbi3yHOB. MomelleHUsa ans npousBoAcTBa A06aBOK
cnenyeT NpoeKkTUpoBaTb, 060pya0BaTh M 3KCNAyaTUPOBaTh TaKUM 06pa3om, YTOObI CBECTU K MUHUMYMY OMNaCHOCTb
NMPOHMKaHMA HACEKOMbIX W TpbiayHOB (4actb I, 3.4). C uenbio 60pbObI C HAMMK cledyeT NPOBOAUTbL PErynsapHyto
06paboTKy NoOMeLLLEHUIA.

2. U3-3a bonbworo obbema nbinv, obpasyloweroca nNpu NpPousBoAcTBe HepachacoBaHHbIX BELLECTB ANA
no06aBoK, o0coboe BHMMaHWE HeobXxoAMMO YyAenATb Mepam Nno  O6NErYeHU OYUCTKU  TMOMELLEHUNA WU
npeaoTBpaLleHNto MepeKpecTHoro 3arpsasHeHus (vacte |, 3.14), Hanpumep, NPUMEHEHUEM TEPMETUYHbIX
TPaHCMOPTEPOB M MblaenornotTutenei. Hapagy ¢ ucnonb3oBaHMEM Takoro obopyaoBaHMA cneayeT MNpoBOAUTb
TLWATE/IbHYIO U PETYNSPHYIO OYMUCTKY NPOU3BOACTBEHHbIX MOMELLEHUA.

3. Cneayet obecneynTb eanHO0HBpasne BbINOJHEHMA (OT CEpUN K CEPUM) CTaAMUA TEXHONOTMYECKOro npoLecca,
KOTOpble OKa3blBalOT CyLECTBEHHOE OTPULATE/IbHOE BAMAHME Ha CTabWIbHOCTb aKTMBHbIX BeLecTB (Hanpumep,
MCNo/1Ib30BaHKWe Napa Npu NPou3BOACTBE rpaHyn).

4. NpownssoacTeo A06aBOK LenecoobpasHo OpraHU30BbLIBaTb B CNELMANN3NPOBAHHbIX 30HAX, BbIHECEHHbIX 3a
npezesbl OCHOBHbIX NPOU3BOACTBEHHbIX NMOMELLEHWNI. B MPOTUBHOM C/lyyae 3TU Cneumnan3npoBaHHble NoMeL,eHuns
cnenyeT OKPYKUTb BydepHbiMM 30HaMK, YTOBbI OMACHOCTb 3arpsisHEHWUs APYrMX MPOU3BOACTBEHHbIX 30H Oblna
MUHUMAIbHON.

NMpon3BoaCcTBO NpenapaTos NPOTMB IKTONAPa3nTOB

5. HecmoTpsa Ha orpaHWyeHue, yKasaHHoe B 4acTu |, 3.6 HacToAwero cTaHgapTa, npenapaTbl NPOTMB
3KTONapasuToB, NpegHa3HaYeHHble ANA HAPYKHOMo NPUMEHEHMA, OTHOCALLMECA K SIeKaPCTBEHHbIM CPeacTBam A/A
MBOTHbIX M BK/IOYEHHblE B J/IMLEH3MIO Ha MPOW3BOACTBO, MOTMYT MNPOM3BOAUTLCA M HAMONHATLCA B 30HAX,
npegHasHaYeHHbIX ANA U3rOTOBAEHUA NECTULMAOB, NO NPUHUMNY Pa3aefieHHbIX BO BPEMEHW LUMKAOB NPOM3BOACTBA.
TaKue 30HbI He NpeAHa3HayeHbl 414 NPOM3BOACTBA APYINX BUAOB IEKAPCTBEHHbIX CPEACTB A1A MUBOTHbIX.

6. Ona npeaoTBpalleHMA MNepeKpPecTHOro 3arpAsHeHuA caedyeT WUCMO/b30BaTb aTTeCTOBaHHble MeToApbl
OuMCTKM. CnefyeT MpPUHATL Mepbl MO obecneyeHuto 6e30NacHOro XpaHeHWs NpenapaToB A/ KMBOTHbIX B
COOTBETCTBUM C TPEOOBAHMSAMM HACTOSALLErO CTaHAAPTA.
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npOMBBO,ﬂ,CTBO NEKaPCTBEHHbIX
cpencTs ANnAa XMBOTHbIX, cogepKawnx neHNUNATNHDbI

7. Wcnonb3oBaHve NEHWUWNIMHOB B BETEPUHApPUM He MpeaAcTaBAseT TaKoro pPUCKa C TOYKU 3peHus
TMNepPCeHCMBUIN3ALLUM KMBOTHDBIX, KaK B C/y4ae WX MCMOJb30BAaHUA 4YE/I0BEKOM. 3aperucTpupoBaHHble Cyyau
rmnepceHcMbunmsaumm y nowagen n cobak 6oianm 0bycnosneHbl APYrMMKU TOKCUYHBIMW BeLLECTBaMU (Hanpumep,
MOHOPOPHLIMU AHTMOMOTMKaMK gns nolagein). Takue npenapatbl PeKOMeHAYeTcs MPOoM3BOAWUTbL B CheumnanbHo
npeAHasHaYeHHbIX U30/IMPOBaAHHbIX MOMELLEHMAX (YacTb |, 3.6), HO 3Ta peKOMeHAALUMA MOMKET He PacnpPOCTPAHATLCA
Ha c/lyyYam, Korga noMelleHusa npesHasHavyeHbl TObKO A1 MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB 1A HUBOTHbIX.
OfHaKo HeobxooMMO MPUHATL BCE HEobXoAMMble Mepbl MO MPEeAOoTBPALLEHWUIO NEPEKPECTHOrO 3arpA3HeHus U
obecneyeHnto 6€30MacHOCTM MepcoHana B COOTBETCTBMM C TpeboBaHUAMM HacToAlero craHgapta. [Mpu
MCMO/Ib30BaHWM OOLWMX MOMELLEHUIA NPOU3BOACTBO MPOAYKLMU, COAEPNKALEN MNEHULMANUHDLI, [LOMKHO ObiTb
OpraHW30BaHO MO NPUHLMNAM pPasAeNeHHbIX BO BPEMEHW LMK/IOB MPOM3BOACTBA WM AOJINKHO COMPOBOXAATHCA
aTTeCTOBaHHbIMUW METOAMKAMM AEKOHTAMMHALNKN U OYUCTKN.

XpaHeHue obpasyos (4actb 1, 1.4, nepeuncnexue Vil n 6.14)

8. B cBs3M c 6onbliMmM 06bEMAMWU OKOHYATE/bHbIX YNaKOBOK HEKOTOPbIX NEeKapPCTBEHHbIX CpeAacTB ANnA
KNBOTHbIX (B YaCTHOCTHU, ,D,O6aBOK) npon3soauUTENO MOXET OKa3aTbCA Hey,EI,O6HbIM XPaHUTb 06pa3u,b| Ka)K,D,Oﬁ cepun
npoayKunn B UX OKOHYaTeNIbHOM YNaKOBKe. OpHako nponssoauTenb AO0NKEH obecneunTb XpaHeHne JO0CTaTO4YHOro
KO/In4ecTtBa apXuUBHbIX O6pa3LI,OB Ka)KAOVI cepmn npoaykumm B COOTBETCTBMMN C TpEGOBaHMFIMM HacToAlero
CTaHAapTa.

9. B ntobbix CNly4aAax ynaKoBKa AN1A XPaHEHUA apPXUBHbIX o6pa3u,os AO/1XKHa 6bITb M3roTOB/IEHA M3 TOrO Xe
mMaTepunana, 4To U MapKMpoBaHHaA NepBn4HaA ynakoBKa, B KOTOpOVI 3TOT NPOAYKT peann3yeTca Ha PbIHKE.

CTepubHble IeKapCTBEHHbIE CPEACTBA ANA }KUBOTHbBIX
10. /lekapcTBeHHble CPEACTBa A1 }KMBOTHbIX, Nognexawmne GUHULLHON CTepuIM3aLmMn, MOryT NPou3BoAUTLCA

B YUMCTbIX 30Hax bosiee HM3KOro Knacca, Yem 31o Tpebyercsa B MpunoxeHmn 1 (ecan peweHne o6 3TOM MPUHATO B
YCTaHOB/IEHHOM MOPAAKE), OAHAKO TUMN 30HbI MOMELLEHUI A0MKEH BbITb He HMXKe D.
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MpunoxkeHue 5
NPON3BOACTBO MMMYHHbIX NEKAPCTBEHHbIX CPEACTB AN1A }KUBOTHbIX
Obuwme nonoxeHmn

MpPon3BOACTBO MMMYHHbIX JIEKAapPCTBEHHbIX CPEACTB A/1A KUBOTHbIX UMeeT pAn 0cobeHHOoCTel, KoTopble
cneayet NPMHUMaTb BO BHUMaHWE NpU opraHnsaLmm cuctembl obecnedyeHmns KavecTsa.

MN3-3a 6ONbLIOFO KO/AMYECTBa BWUAOB KMBOTHbIX WU COMYTCTBYIOLMX MATOreHHbIX MUKPOOPraHU3MOB CMEKTP
NpPoAyKUMM, NPOU3BOAMMON Ha MPeAnpuATUM, MOXKeT ObiTb O4YeHb LWMPOKUM Npu Hebonblom obbeme
npoussoAcTBa. B cBA3M C 3TUM NPOU3BOACTBO 06bIYHO OpPraHU3yeTcsa Mo NPUHLMMY OTAE/bHbIX UUKAOB. Bonee Toro,
BBUAY OCOBEHHOCTEeN 3TOro NPomn3BOACTBA (CTaAnU KYAbTUBUPOBAHUSA, OTCYTCTBME PUHULLIHON CTEpUAM3aLMM U T.N.)
HeobxoaMma TUlaTeNbHaA 3aWMTa NPOAYKUUM OT MPAMOrO M MEPEeKPecTHOro 3arpsAsHeHun. bonblioe BHUMaHMe
cnefyeT yaenaTb 3aliuTe OKpysKawollei cpedbl, 0COBEHHO MPU UCMNO/Ib30BaHUM MATOreHHbIX WAW 3K30TUYECKMX
MWKPOOPraHM3moB. Mpu MCNONb30BaHUN MUKPOOPraHM3MOB, MaTOreHHbIX ANA YenoBeKa, 0COBeHHO TuiaTesbHO
cneayeT 3aWmLLaTh paboTatolmii nepcoHan.

C yyeTom 3TUX GaKTOPOB, a TaKKe HecTabuabHOCTU CBOWMCTB, XapaKTePHOM ANA MMMYHHbIX MpenapaTtos, u
OTHOCUTENbHO HU3KOMN 3hPEKTUBHOCTU NPOBOAUMBIX UCMbITaHUI (B YaCTHOCTM, MPU KOHTPONE KayecTBa roTOBOM
npoaykumm) cuctema obecnedyeHuna KayectBa npuobpeTaeT ocobeHHO BaKHoe 3HadeHue. [pu npoussoacTse
MMMYHHbIX NE€KapPCTBEHHbIX CPEACTB AR KUBOTHbIX 0COBYIO POJib UrpaeT NOCTOAHHbIN KOHTPO/b 3a cobaogeHnem
BCcex TpeboBaHWUI, U3MOXMEHHbIX B YacTu | HacToAwero cTaHgapta M AaHHom [MpunoxeHun. CneayeT NpoBOAUTH
HenpepbIBHYIO OLLEHKY AaHHbIX, NOy4aeMbIX B X04e KOHTPOAA pPa3/INyHbIX acneKkToB npou3soacTsa (obopyaosaHue,
nomeLlleHns, NPoayKumMa M T.N.) Ha cooTBeTcTBMe TpeboBaHMAM HacToAllero cTaHgapTa. PelleHua u aeincrsus,
npeanpUHATbIE HA OCHOBAHUW 3TOM OLEHKM, A0NXHbI BbITb 0POPMIEHbI AOKYMEHTaNAbHO.

MepcoHan

1. Bce coTpyaHUKM (BKAKOYas NepcoHas, 3aHMMAIOLLIMACA OYUCTKOMN U 0bcay»KmnBaHnem), paboTalollme B 30Hax
NpPou3BOACTBA MMMYHHOM MNPOAYKUMU, AOJIKHbI MPONTM 0Oy4YeHMEe MO NUYHON TUTMEHe M MUKpobuosormm wm
O0NOoNHUTEeNIbHOE 06yYeHNe B COOTBETCTBUM CO crneumdUKon Npon3BoaMMON NPoayKLnu.

2. Jlnua, oTBETCTBEHHbIE 3@ MPOMU3BOACTBO M KOHTPO/Ib KayecTBa, AOJIKHbI MMeTb 6a30Byl0 MOATOTOBKY MO
cneaylowmMm npeametam (BCEM UM HEKOTopbiM): BakTepuonorum, buonorumn, GUOMETPUU, XMMUKN, UMMYHOIOTUN,
MeauuMHe, napasutosornn, dapmaummn, Gapmakosornn, BUPYCOSIOTMU U BETEPUHAPUM, a TaKkKe Heobxogumble
3HAHMA MO 3aLLMTe OKPYKaloLLeNn cpeabl.

3. MNepcoHan AonKeH ObiTb 3aWMLLEH OT BO3MOXKHOIMO 3apaXKeHWA MUKPOOPraHM3MamMu, UCMOJIb3yeMbIMU B
npoussoactee. [pU MUCNOAb30BAaHUM MMKPOOPraHM3MOB, W3BECTHbIX KaK BO3byauTenu 6onesHel 4esnoBeka,
Heobxo4MMO MPUHMMATbL 0CObble Mepbl MO 3alMTe NepcoHasna, PaboTaloWero ¢ 3STUMM MUKPOOPraHM3IMamMK Uan
3KCNEePUMEHTANIbHBIMM KUBOTHbLIMM.

B cnyyae HeOBXOAMMOCTM NePCOHANY AO0MKHbI ObITb CAeNaHblI MPUBMBKN COOTBETCTBYOLLMMM BaKLLMHAMU, U OH
OOJIKEH NPoXoauTb MeaNUMHCKOe 0bcen0BaHMe.

4. HeobxoaMmo NpMHMMATb COOTBETCTBYIOLLME MeEpPbl NPOTMB MNEPeHOCa MWMKPOOPraHU3MOB JIOAbMMU 33
npesesbl NPOM3BOACTBEHHOW 30HbI. B 3aBMCMMOCTM OT BUAA MUKPOOPraHNU3MOB K TaKUM MepamM OTHOCATCS MOJIHOe
nepeogeBaHue 1 06s3aTenbHOE NPUHATUE AyLIa Nepes BbIXOA0M U3 NPOU3BOACTBEHHOM 30HbI.

5. Mpu npousBoACTBE MMMYHHOW MNPOAYKUMW OCODYH0 Ba)XHOCTb MpeacTaBAAeT PUCK NPAMOro U
nepeKpecTHOro 3arpA3HeHWI, BbI3bIBAEMbIX MEPCOHANIOM.

[na npepoTepalleHMA NPAMOro 3arpA3HeHUs, BbI3bIBAEMOrO NepcoHaNoM, NpeaycMaTpUMBaETCA BbIMOJAHEHME
pAga Mep M WHCTPYKUMW, BKAOYaloWmMx B ceba MCNoNb30BaHWE 3alMTHOM OAeXKAbl Ha Pas/IMyHbIX CTaAMUAX
TEXHONOIMYECKOro npotiecca.
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Ona npeaoTBpaLLeHma
NepeKkpecTHOro 3arpA3HEeHUs MepcoHan He AO/IKEH NepemelaTbCs M3 OLHOM 30Hbl B Apyryto 6e3 cobnrogeHus
NPaBW/, UCKNIOYAIOWMX PUCK MepeHoca 3arpsasHeHua. ITW npaBuia AO0MKHbI ObiTb U3NOXEHbI B MHCTPyKUMK. B
TeyeHMe paboyero BpeMeHW MepcoHan He AO/IKEH NepexoguTb M3 30H, rAe BO3SMOMHO 3arpAsHeHMe XKUBbIMU
MWKPOOPraHM3MamMM WM COLEPIKATCA KMBOTHblE, B MOMeLLeHus, rae paboTaloT C APYrMMM NPOAYKTaMU WK
MWKpOOpraHnamamu. Eciv  Takux nepemeweHnin unsbexkaTb HEBO3MOXHO, MEpPCOHan, 3aHATbIA B TaKOM
NPOW3BOACTBE, AO/IKEH C/lef0BaTb YETKO YCTAHOB/IEHHbIM METOAMKAM AEKOHTaMUHALMK, B T.4. BbIMNOJNHATb CMEHY
ofexabl, 06yBu, 1, N0 Mepe HeobXoAMMOCTU, MPUHMMATL AyLU.

MPUHATO CYMTATb, YTO MEPCOHAN He CTA/IKMBAETCA C PUCKOM 3arpsA3HEHUA MPU BXOAE B M30JIMPOBAHHYIO 30HY
019 NPOBEPKU Ky/bTyp, HaXoAAWMXCA B FepMeTUYECKM 3aKpbITbIX KOHTeMHepax, MOBEPXHOCTb KOTOPbIX MPOLSa
OEKOHTaMWHALMIO, eciu B 3TOW 30He B TeyeHue nocaegHux 12 4 He Benucb paboTbl € OTKPbITbIMU
MWKPOOPraHM3Mamm (3a UCKAtOYEHNEM PABOTbI C IK3OTUYECKMMWN MUKPOOPraHM3MaMm).

MNomeweHuna

6. MpM NPOEKTUPOBAHMM MNOMELLEHUN [O0XKHA ObiTb MNpeaycCMOTPeHa 3alpTa Kak npoayKuuu, Tak u
OKpyKatolwen cpeabl. ITO MOXeT O6biTb AOCTUFHYTO 33 CYET WCNOAb30BaHWUA W30/IMPOBAHHbIX, YUCTbIX,
YNUCTbIX/U30NNPOBAHHBIX UNU KOHTPOANPYEMbIX 30H.

7. Onepauuun c KUBbIMU MWUKPOOPraHM3MamM [ONXHbI NPOBOAUTLCA B M30AMPOBAHHbLIX 30HaX. YPOBEHb
M30M1ALMKN A0MXKEH 3aBUCETb OT NAaTOreHHOCTU MUKPOOPraHM3MOB U OT TOro, 6blIM N OHM KnaccudULMPOBaHbI Kak
3K30TUYeCKMe.

8. Onepaumm ¢ MHAKTUBUPOBAHHBIMW MUKPOOPraHNU3Mamu cneayeT NPoBoAUTb B YMCTbIX 30HaX. YMCTble 30HbI
cnefyeT TaKXe MCNonb3oBaTh Npu paboTe ¢ HeMHOULMPOBAHHBIMU KAETKaMM, BblaeNeHHbIMU U3 MHOTOKAETOUHbIX
OpraHM3moB, 1 B HEKOTOPbIX C/lyYasx npu paboTe co cpegamu, NpoleaWwnmMmm CTEPUAU3YIOLLYIO0 GUAbTPaLMIO.

9. Onepaumm ¢ OTKPbITbIMM NPOAYKTAMWU MUAM KOMMOHEHTAMWU NEPBUYHOMN YNAKOBKM, KOTOPbIE He MmogjerkaTt
JanbHeWllen crtepunansaumm, cneayetr nposBoauTb B 60oKce (yCTaHOBKE) C OAHOHAMNpPaBAeHHbIM (namMHapHbIM)
NOTOKOM BO3AyXa (30Ha A), HaxoadALlemca B 30He B.

10. Ecam npon3BoACTBO MMMYHHbIX IEKAPCTBEHHbIX CPEACTB ANA XMBOTHbIX HAXOAUTCA B TOM e 34aHUN, TO
Apyrve onepaumm C XUBbIMU MUKPOOPraHM3mMamu (KOHTPONb KayecTBa, UCCNeAdOoBaHUA M AMArHOCTMKa M T.n.)
OOJIKHbI BbINOJIHATLCA B OTAE/bHbIX U30/MPOBaHHbIX NomeleHuax. CTteneHb U30aALUK 3aBUCUT OT MaTOreHHOCTU
OAHHOTO BMAA MUKPOOPraHM3MOB M OT TOro, Bbi 1N OH KNaccUdULMPOBAH KaK 3K30TMYECKMIA. Mpu BbINOAHEHUU
OVNArHOCTMYECKUX ONepaLmin CyLLecTBYEeT PUCK 3arpA3HEHMA BbICOKOMATOrEHHbIMM MWUKPOOpPraHnsmamun. YpoBeHb
N30/1ALMKN OOMKEH COOTBETCTBOBATbL BCEM BbiLLENEPEeUNCIeHHbIM PUCKaM. M30n5aumMa MOXKET NoTpeboBaTbCsA TaKXkKe B
CNyyasnx, Korda KOHTPO/b KayecTBa WM Apyrue onepauum MpoBOAATCA B 34aHUAX, PaCMONOXKEHHbIX B6AU3M
NPOW3BOACTBEHHbIX 3A4aHMIA.

11. M30nMpoBaHHble MOMELLEHMA AO0NXKHbI BbiThb ferko Ae3nHobuumMpyembiMn. MNpu NPOEKTUPOBAHUU 3TUX
nomeLLeHuin cneayeT npeaycMaTpuBaTh:

a) OTCYTCTBME NPAMOrO BbIXO4a BEHTUAUPYEMOrO BO3AyXa HapyKy;

b) Hanuume seHTUAAUMKM C obecneyeHMem OTpULATENBHOrO nepenaga AasneHua (paspexkeHusn). Bosayx
OOMKeH yaanatbca yepe3 HEPA-GUAbTPbI. He gonyckaeTcs peumpKynaums Bosayxa B Ty e 30HY, 33 UCKAYEeHneM
C/y4aeB ero AONONHUTENbHOM oUYNCTKM HEPA-dunbTpamm (06bIMHO 3TO YCNOBME BbINOAHAETCA NPU MPOXOXKAEHUU
pPeuMpPKYIMPYIOWEro Bo3AyXxa 4epe3 nputodHble HEPA-GUALTPbLI, KOTOpble WCMOAb3YIOTCA ANA 3TOW  30HbI).
MocTynaeHune Bo3ayxa 13 OAHOM 30HbI B APYrYHO AOMNYCKAETCA B TOM C/1y4ae, eC/iv BbITANKHOW BO34yX NPOXOAUT Yepes
ABa noc/sefoBaTe/lbHO ycTaHOBAEeHHbIX HEPA-puabtpa. Mpu 3TOM A0MKHbI BbITb NPeayCMOTPEHbl HENPepPbIBHbIN
KOHTPONb LENIOCTHOCTM MepBoro ¢GpuabTpa U cpencTBa 6e30MacHOro yAaneHus BbITAMKHOMO BO34yXxa B C/ydae
noBpeXKaeHus aToro puabTpPa;

C) BO3AyX, BbIXOAAWMIA M3 MPOU3BOACTBEHHbIX 30H, B KOTOPbIX MpPoOBOAUTCA paboTa C 3K30TMYECKMMU
MWKPOOPraHM3Mamm, AO/MKEH NPOXOAUTb Yepes ABa NocnefoBaTeslbHO ycTaHOBAeHHbIX HEPA-¢unbTpa. Mpu sTom
peuMpKyNALNA BO34yXa MeKay NPOM3BOACTBEHHbIMW 30HAMU He AOMNYyCKaeTcs;
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d) Hannume cuctembl cbopa wu
Oe3MHOEKLMM KUAKMX OTXOLO0B, BKAOYAA KOHTAMUHUPOBAHHbLIA KOHAEHCAT U3 CTEPMAM3ATOPOB, BUOPEAKTOPOB U
T.n. TBepaple OTX04bl, B T.4. TPYMbl XMBOTHbIX, CAedyeT Ae3MHOMUMPOBATb, CTEPUAN30BATb WU CHKUraTb.
KoHTamMHMpoBaHHble UAbTPbI HEOBX0AMMO YAaNATb 6e3onacHbIM crnocobom;

€) KOMHaTbl gns nepeofeBaHUs ciedyeT MPOEKTUPOBaTb WM MCMOJIb30BaTb KaK BO3AylIHble LW/O3bl U
obopyaoBaTbh, NP HEOOBXOANMOCTH, YMbIBAJIbHUKAaMM U AylUeBbIMM KabuHamu. Cxema nepenaga AaBaeHus BO34yxa
OO/MKHA NPeaoTBpallaTb ABUMKEHME BO34yXa Mexay paboudelt 30HOM WM OKPY)KaloWen cpenoi, a TaKKe pPUCK
3arpA3HeHua oaeXabl, UCroJib3yemol BHe paboyeit 30HbI;

f) ana nepemeweHna obopyaoBaHMA A0/KHA ObiTb NpeaycMOTPEHA CUCTeMa BO3AYLWHbIX LUJHO30B,
KOHCTPYKLMA KOTOPOW AONXKHA NpefoTBpalaTe ABUMKEHWE 3arpsisHEHHOro Bo3AyXxa pabouyeit 30Hbl BO BHELLHIOW
cpeay M PUCK 3arpasHeHMA obopygoBaHWA BHYTPU WJ/o3a. Pasmep wWko3a AOMKEH MO3BOJIATbL MPOBOAUTL
3bdEKTUBHYIO AEKOHTaMMHALMIO MOBEPXHOCTM MepemellaeMbiX maTepuanoB. PekomeHayeTca ycTaHaB/iMBaTb Ha
OBEPU W03 Tallmep, NO3BOJAKOLWNIA KOHTPOMPOBATb BpeMA, [OCTAaTOMHOEe AAA nposBefeHua 3ddeKTUBHOM
OEKOHTaMUHALUK;

g) BO MHOrMxX cayyaax ana 6e3onacHoro yaaneHua oTxogoB8 M Nojayun CTEPUIbHbIX NpeaMeToB HeobxoaMmo
MCNONb30BaTb NPOXOAHOW AaBTOK/AB C ABYMSA ABEPAMMU.

12. Bo3aywHble WAO3bl ANA Nepegayvn maTepuanoB M KOMHaTbl 414 nepeofeBaHus crnepyet obopyaosaTb
GNOKMPYIOLLMMM  YCTPONCTBAMM, MPENATCTBYHOWMMM OAHOBPEMEHHOMY OTKpbiBaHWUIO 6onee ogHon asepu. B
KOMHaTbl g8 nepeogeBaHua ciegyeT MOAABAaTb OYMLLEHHbIM BO34yX TOMO e KayectBa, 4YTO M AnA
NPOM3BOACTBEHHbIX 30H. OHU AO/XHbI ObITb 060PYAOBaHbI CUCTEMAMM YAaNeHUA BO34yxa, obecneymsatowmmm
BO34yXO0OMEH, HE3aBUCHMMbI OT NPOU3BOACTBEHHbIX 30H. BO3ayLHble WAtO3bl ANA Nepesayn MaTepruanos LOKHbDI,
KaK MpaBua0, BEHTUAMPOBATLCA TaKUM e 0Opa3om, O4HAKO [OMYCKAaeTCa NPUMEHATb HEBEHTUIMPYEMbIE LO3bI
WAN WAto3bl, 060pyA0BaHHbIE TONBKO NPUTOYHBIMU CUCTEMAMM.

13 CTagmm TeXHONOTMYECKOro NPOLLECCA, NPU KOTOPbIX MOXKET NPOU30MTH 3arpasHeHne NPOAYKLMK (XpaHeHe
KNEeTOK, NOAroTOBKA Cpea, KY/NbTUBMPOBaAHWE BUPYCOB M T.M.), AOJIXKHbI BbIMONHATLCA B OTAE/bHbIX 30Hax. Ocobas
NpPeAoCTOPOXKHOCTbL TpebyeTca Npu paboTe € *KMBOTHLIMWU U NPOAYKTaMU XKMBOTHOTO NPOUCXOXKAEHMSA.

14. Onepaumm ¢ MUKPOOPraHM3MamMu, NPOSBAAIOLLMMM BbICOKYIO YCTOMUMBOCTb K Ae3nHdeKunn (Hanpumep,
cnopoobpasytowme b6akTepun), 40 UX MHAKTMBALMU cnedyeT BbiNOJHATb B M30/IMPOBAHHbLIX 30HAX, CreuuasnbHO
npeaHasHaYyeHHbIX 410 NPOBeAEeHUA TaKUX onepaumii.

15. B npon3BOACTBEHHOW 30HEe cneayeT OAHOBPEMEHHO NPOBOAMTbL PaboTbl TONBKO C MUKPOOPraHM3Mamm
OZIHOTO BMAa, 33 UCKOYEHNEM MPOLECCOB CMELLMBAHUA U MNOCAeAYOWEro HaNnoAHeHUs.

16. CneaoyeT npeaycmaTpuBaTb BO3MOMKHOCTb NpoBeAeHMsA nOe3vHOeKLMM MPOM3BOACTBEHHbBIX 30H B
NPOMEKYTKaxX Mexay Npon3BOACTBEHHbIMU LIMKIAaMM C UCNOIb30BaHMEM aTTECTOBAHHbIX METOA0B.

17. [onycKaeTcA Npou3BOACTBO MMKPOOPraHM3MOB B KOHTPOJIMPYEMbIX 30HaX MNPU YCNOBMM, YTO OHO
OCYLLLECTBAAETCA B MOJIHOCTbIO 3aKPbITOM U CTEPUIN3YEMOM TENI0BLIM METOAOM 060PYA0BaHUK, @ BCe COeAMHEHUS
nocne 3aseplleHua paboTbl M Nepen pa3bopKoOW TaKKe MnoaBepraloTca TENNoBOM CTepuamsaumun. [onyckaetca
cbopKa coeanHeHUI Nog, NOKaAbHbIM O4HOHANPABAEHHbIM (NaMUHAPHbBIM) MOTOKOM BO34yXa NPW YCIOBUU, YTO UX
KOJIMYECTBO OFPaHMYEHO, UCMOJIb3YIOTCA COOTBETCTBYIOWME acCENTUYECKME METOAbI U OTCYTCTBYET OMACHOCTb YTEYKM.
MapameTpbl Npouecca CTepUAn3aummn, NCNoNb3yemMoro nepes, pasbopKkon coegMHEHUN, AOMKHbI MPOMTU aTTeCTaLMIo
(ncnbiTaHMA) oA BCeX UCMONb3yeMbIX MUKPOOPraHM3MOB. B npeaenax o4HOM 30HbI pasHble NPOAYKTbl MOTyT 6biTb
3arpy»eHbl B pasHble 6MOpPeaKTopbl TO/IbKO NPWU OTCYTCTBUM PUCKA C/IyYaliHOTO NepeKkpecTHOro 3arpssHeHns. Pabota
C MMKPOOPraHM3MamM, K KOTOPbIM NPeabaABAAoTcA ocobble TpeboBaHMA U30AALMUN, AOIKHA BbINONHATLCA TO/IbKO B
cneumanbHo BblAeNEHHbIX 30HAX.

18. B nomMeLLeHUsX ANA COAEPIKAHUS HUBOTHbIX, NpeaHa3HaYeHHbIX A8 UCNOAb30BaHMA (MM UCNOIb3YyeMbIX)
B NPOM3BOACTBE, C/leayeT NOAAEPKMBATL PEXUM U30IMPOBAHHOW W/UAN YNCTOMN 30HbI U OTAENATb UX OT NOMELLEHUI
ONA coneprKaHMA APYrMxX XUBOTHbIX. [OMeLLeHMA, rae COAEep)KaTCA KMBOTHbIE, UCMOJIb3yeMble A1 KOHTPOAA
KayecTBa NPOAYKLMM (B T.4. C NPUMEHEHNEM NATOrEHHbIX MUKPOOPraHW3MOB), LLO/IKHbI ObITb M30/IMPOBAHbI.

19. [locTyn B NpOU3BOACTBEHHbIE 30Hbl MOXET MMETb TOJIbKO MEPCOHA/, MMEIOLWMIA Ha 3TO paspeLleHue.
Pexknum foCTyna B NPOU3BOACTBEHHbIE 30HbI A0/IXKEH ObITb YCTAHOB/IEH B CNELMabHON MHCTPYKLUUM.

He aBnsemcs oduyuanbHol nydaukauuel U HOCUM UHGOPMAUUOHHLIU Xapakmep.
[lns o3HakoMneHus ¢ akmyanbHoU pedakuuel JoKyMeHmMa pekoMeHOYeM
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20. TexHuyecKaa  AOKymeHTauma
npeanpuaTUs A0JIKHa coaeprkaTb He0bxoAnMbIe AaHHbIE O NPOU3BOACTBEHHbIX MOMELLEHUSX.

3TW AaHHble OONXKHbI BKAOYATb B cebA naaHbl MOMELLEHUM, UX IKCM/IMKALMIO, NMOSACHUTENIbHYIO 3anUCKy U
Apyrne maTtepuanbl, BXOoAAllME B MNPOEKT MNPOU3BOACTBA, MO3BOMAIOWME YCTAHOBUTb HA3HAYeHME W YCI0BUA
NCNO/Ib30BaHMA BCEX MOMELLEHMI, @ TaKXKe BMAbI BMONOrMYECKMX areHTOB, C KOTOPbIMKU NPOBOANTCA paboTa. MNoToKm
No4en U NpoAyKUMM TaKXKe [O/MKHbl ObiTb 4eTKo 0603HauyeHbl. HeobxoaMmo yKasaTb BMAbl KUBOTHbIX,
COAEpPIKALLMXCA B BMBApUAX WAM  OPYrMX MOMELLEHMAX, a TakXe Buabl paboT, BbiNoAHAEMbIX BO6AWU3K
NpPOW3BOACTBEHHOIO y4acTKa.

[JOKymMeHTauua Ha M30/AMpPOBaHHble W/MAN UYUCTble 30Hbl AO/KHA COAEpKaTb MPUHLMMNNANBHYIO CXemy
BEHTUAALMU C YyKa3aHMEM MECT MNPUTOKA WM BbITAXKKM BO3Ayxa, OUABTPOB U UX chieumduKaumii, KpaTHocTen
BO34yX00OMeHa M nepenaaos AasaeHua. CneayeT yKasaTb, MeXAY KaKUMKU NMOMELLEHUAMM NPESYCMOTPEH KOHTPO/b
nepenaga AasaeHWs C MOMOLLbIO AaTYNKOB (MHAMKATOPOB).

Ob6opyaosaHue

21. KOHCTpYKUMS M MOHTax 0060pyAOBaHUA AO/KHblI COOTBETCTBOBATb crneumduyeckum TpeboBaHUAM ans
KarKaoro BuAa NpoayKumu.

Mepen BBOAOM B 3KCMAyaTaumto obopyAoOBaHMA ero creayeT aTTecToBaTb, a 3aTeM OPraHM30BaTb €ro
TEXHUYECKoe 06CyKMBaHME N NPoBeAEHNE NOBTOPHOM aTTecTaumu.

22. ObopypoBaHWe [O0MKHO obecneymsBaTb YAOBNETBOPUTE/bHYIO MEPBUYHYIO M3ONALMIO OUONOrMYECKMX
areHToB. KOHCTPYKUMSA M MOHTaXK 000py[0BaHUA [OKHbI, NpW HeobxogumocTn, obecneumBaTb €ro erkyo u
3bPEKTUBHYIO AEKOHTAMMUHALMIO U/WUAKN CTEPUAN3ALNIO.

23. KOHCTpYKUMA W MOHTaX 3aKpbiTOro o60pyAoBaHWMA, WUCNONb3YeMOro Ans MepBUYHOM U30NALMU
OMONOIMYECKUX aAreHTOB, LO/IKHbI MpeaycMmaTpuBaTb NpefoTBpalleHne yTeuyek uan GopMMpoBaHME Kanesib U
asposonen.

BBoApbl M BbIBOAbI ra3oB A0/KHbI ObiTb 3alLMLLEHbl TaK, YTOObl 0b6ecneuynBaTb HYXKHYHO CTeneHb WU30AALMM,
Hanpumep, NyTeM MUCMOJIb30BaHUA CTEPUANIYIOLLNX TMAPOPODOHbIX GUNLTPOB.

Ona nogayun wnum yaaneHus matepuasnioB Cnegyer MCMO/Ib30BaTb CTEPUIM3YEMYIO 3aKpPbITyto cuctemy amnbo
YC/I0BMA NAMMUHApPHOro NOTOKa BO34yXa.

24. MNepen ncnosb3oBaHMeM 0OOpyAOBaHWE cledyeT CTEepPMAM30BaTb NPeAnoYTUTE/IbHO CyXMM MNapom noj,
AasneHunem. [lpyrme metoabl NPUMEHMMbI B TOM C/yvae, ecnm obopyaoBaHMe He AOMNYCKAeT CTepUIN3aLmMio Napom.
BarkHO He nponycTuTb Npun 06paboTKe Takne BUAbl 060pyA0BaHMA, KaK LeHTpUdYrn 1 BogaHble 6aHW.

O6opynoBaHne, UCMOIb3YEMOE A8 OYUCTKU, Pa3AeNeHUs NN KOHLEHTPUPOBAHUSA, AOKHO, KaK MUHUMYM,
CTEPUIN30BATLCA UM AE3NHOULMPOBATLCA MPU Mepexode OT O4HOro BMAa NpPoAayKTa K apyromy. Heobxoaumo
nuccnenoBatb BAMAHWE METOAOB CTepuaM3aumMm Ha 3GPEKTUBHOCTb M aATTECTALMOHHbIN cTaTyc 060pyn0BaHUA C
Le/iblo onpeaeneHnn CPoKa ero aKcnayaTaumu.

Bce meToabl CTEPUAN3ALMMN AOMKHDBI ObITb aTTECTOBAHDI.

25. KOHCTpyKLMA 06opyAoBaHMA A0MKHA UCKIOYATb BO3MOMXKHOCTb NepenyTbiBaHUA PasAUYHbIX OPraHM3mMoB
nnn npoayKtos. TpybonpoBoapl, KnanaHbl U GUABLTPbI A0NKHbI MAaPKMPOBATLCA B COOTBETCTBMM C MX HAa3HAUYEHUEM.

[Ona ynakoBOK C WMHPEKUMOHHBIMM U HEUHOEKUMOHHbIMW MATepuasamu, a TaKXKe, KaK npasuao, Ans
Pa3fINYHbIX OPraHM3MOB W KNETOK C/ieAyeT WCNosb30BaTb OTAe/NbHble MHKyb6aTopbl. CopepkaHuMe B OAHOM
WHKybaTope 60see OJHOrO TUMA OPraHM3IMOB WAM TWUMA KAETOK [OMYCKAaeTca TO/MbKO B C/y4ae NPUHATUA
HeobXo4MMbIX Mep MO FrepMeTM3aunKn, MOBEPXHOCTHOM AEKOHTaMWMHAUMKM WM pasgeneHuto ynakosok. Cocygpbl ¢
KyAbTYpaMM AO/IKHbl ObITb NPOMapKMPOBaAHbI MHAMBUAYanbHO. OuucTKa M Ae3vHdeKuMAa 3TUX CocynoB U
WMHKY6aTOpPOB MOTYT HbITb 3aTPYAHEHbI N TPeb60BaTb 0cOH6Oro BHUMaHUA.

KOHCTpYKLUMA M nopAagoK 3SKcnayaTaumMu obopyfoBaHMA, WMCMONAb3YEMOro ANA XpaHeHWUA OMONorMYecKux
areHToB UM NPOAYKTOB, AO/MKHbI UCKOYaTb Nt060e BO3MOXKHOE NepenyTbiBaHME.
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Bce xpaHAwmMeca ob6pasubl AO0MKHbI
MMEeTb YETKYIO M OAHO3HAYHYI0 MApPKUPOBKY M HaXxOAWUTbCA B KOHTelHepaX, 3aliMLLEeHHbIX OT yTeuku. PesepBHble
noceBHble KyAbTYPbl KNETOK U OPraHN3MOB AO/IKHbI XPaHUTbCA B cneLlmManbHO NpeaHasHayeHHoM 060pya0BaHUN.

26. HekoTopble BuAbl obopyaoBaHuAa (Hanpumep, obopyaoBaHue, Tpebylollee KOHTPOASA TemnepaTypbl)
JO/KHbI BbITb OCHaLLEHbl PEerncTPUPYIOWMMIN YCTPOMCTBAMU U/ MAN cucTeMamMy curHaausaummn. Bo msbeskaHue
OTKa30B COBMECTHO C aHa/M30M PErncTpMpyembiX AaHHbIX C/llegyeT OpraHuM3oBaTb CUCTEMY MPOPUNAKTUYECKOTO
obcnyKumBaHuA.

27. 3arpy3ka NModUbHbIX CYLIW/bHbLIX YCTAHOBOK [AOJ/IKHA MPOMUCXOAUTb B YMCTON/N30/IMPOBAHHOWN 30HeE.
Onepauuu no pasrpyske ANOPUNLHON CYLUUABHOW YCTAaHOBKU MPUBOAAT K 3arpA3HEHUIO OKpyKatollein cpeapl. B
CBA3U C 3TUM MPU UCNONb30BaHMUU NTMOPUNBHBIX CYLLINAbHBIX YCTaHOBOK, OTKPbIBAIOLLMXCA C OHOIN CTOPOHbI, YUCTOE
nomMmelleHne AO0/IKHO MNPOUTU AEeKOHTaMMHaLMIO A0 NepemelleHMa B 3Ty 30HYy ApYyroih cepum npoaykuuu, 3a
WCKNIOYEHNEM CEPUIA C OAUHAKOBbIMM OpraHnamamn. [ByCTOPOHHUE NMOPUAbHbBIE CYLLIWU/IbHbIE YCTAHOBKN [O/KHbI
CTepPUIN30BaTLCA NOC/E KAaXKA0ro LKA NPOM3BOACTBA, EC/IN TONIbKO OHM HE OTKPbIBAIOTCS B YUCTYHO 30HY.

Ctepunmnsauma ANOPUNBLHBIX CYLLIWAbHbBIX YCTaHOBOK AO0NXHA MPOBOAMTLCA B COOTBETCTBMU C NMYHKTOM 24
AaHHoro MpunoxeHus. B cnyyae opraHMsaumm paboTt No NpUHUMNY OTAENbHbIX LMKAOB NPOM3BOACTBA UX cieayeT
CTepunn3oBaThb, NO KpaliHen mepe, Noc/ie KaXaoro umkia.

KUBOTHbIE Y NOMELLEHUA AN UX COAEPMKAHUA (BUBApPUM)

28. O6ume TpeboBaHUA K COAEPIKAHMNIO KUBOTHbIX, MOMELLEHUAM ANA HUX, yXo4y U KapaHTUHY NpuBeaeHbl B
COOTBETCTBYIOLLE HOPMaTUBHOM AOKYMEHTALMMN.

29. BuBapun A0KHbI 6bITb M30AMPOBaAHbI OT APYrMX MPOU3BOACTBEHHbIX NOMELLEeHUN. VX NPOEKTbl A0NXKHbI
6bITb BbINOJIHEHbI C COBNOAEHMEM HEOBXOANMBIX TPEOOBAHUN.

30. CaHuTapHOe COCTOSIHME YMUBOTHbIX, WCMNO/b3yeMblX B MPOM3BOACTBE, HeOobX0AMMO OLEeHUBaTb,
KOHTPONMPOBaTb U peructpupoBatb. MpaBuna obpalleHMA C HEeKOTOPbIMM BUAAMW KUBOTHbIX NPUBEAEHbI B
cneumanbHbIX PYKOBOACTBAX.

31. uMBOTHble, BMONOrMYECKNE areHTbl U MNPOBOAUMbBIE WCMbITAHUA AOMKHbI BbiTb YETKO MapKUPOBaHbI
(AOKyMeHTMpOBaHbI) B COOTBETCTBUWN C YCTaHOB/MIEHHOW CUCTEMOM BO M3bexKaHWe pUcKa nepenyTbiBaHMA U C LENbio
KOHTPO/A BCEX BO3SMOMHbIX BUA0B ONacHOCTEN.

Je3snHoekuma. YHUUTOXKeHME OTX040B

32. Je3nHdeKkumsa n/vam yHUUTOXKEHNE TBEPAbIX U KUAKUX OTXOA40B MOTYT MMETb 0COBEHHO BaXKHOE 3HavYeHune
npyv NPOW3BOACTBE MMMYHHOM NPOAYKUMW. B cBA3M C 3TMM HeobxoAuMm TWATENbHbIM MOAXOA K MeTodam U
060pyA0BaHNIO, UCMONb3YEMbBIM A8 NPeAOTBPaLLEHNA 3arPA3HEHUA OKPYKaIOLWEN Ccpeabl, a TaKKe K UX aTTecTaumnm
(ncnbiTaHuam).

NpounssoacTeo

33. U3-3a WMpPOKOro pasHoobpasua Nnpoaykumm, 601bLIOro KoAMYeCTBa CTaauin Npu NPOM3BOACTBE MMMYHHbIX
NeKapCTBEHHbIX CPeACTB A1 XUBOTHbIX M XapaKTepa b1MonorMyecknx npoueccos ocoboe BHUMaHUE cieayeT yaenaTb
CTporomy cobAloAEHUIO aTTeCTOBAHHbIX METOA0B, MOCTOAHHOMY KOHTPOJIIO BCEX TEXHOJIOTMYECKMX CTagui
NpoM3BOACTBA M MPOBEAEHUIO BHYTPMNPOU3BOACTBEHHOrO KOHTponsa. Ocoboe BHMMaHMe cnegyeT obpaTuTb Ha
NCXOAHble MaTepuanbl, cpeapl KyAbTUBMPOBAHUA M MOCEBHOW MaTepuan.

UcxoaHble maTepunanbl

34, TpeboBaHWA K MCXOO4HbIM MaTepuanam [O/MKHbI 6biTb YETKO onpeaeneHbl B AOKYMEHTaNbHO
odopMeHHbIX crneundouKkaumax. CneumdukaumMm OOMKHbI  COAEpsKaTb AaHHble O MOCTaBWMKe, MeToae
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NPOM3BOACTBA, €0 MeCTe PaCnoIOKEHUA U
BMAAX XKMBOTHbIX, U3 KOTOPbIX M3BIEKAIOTCA 3TN UCXOAHbIE MaTepuasbl, a TaKKe cnocobbl X KOHTPoA. OcobeHHyto
PO/Ib UrPAOT MUKPOBMONOTMYECKMe METOLbI KOHTPOAA.

35. Pe3ynbTaTbl WUCMbITAHWMIM WUCXOAHbIX MaTepuanoB AOJ/KHbI COOTBETCTBOBATb crneuuouKkaumam. Ecau
npoBeAeHMe UCMbITAaHUN 3aHMMAET MHOTO BpemeHu (Hanpumep, aiua (3IMOPUOHbI) 6e31eKo3HbIX IMHUIA NTUL),
MOMET BO3HWKHYTb HEOBX0AMMOCTb 06PabOTKM UCXOAHBIX MaTepPMaNoB A0 NONYYEHUS Pe3ybTaTOB aHANIUTUUYECKMX
MCMbITAaHUM. B 3TUX cnydasax noJsiydeHMe paspelleHuMa Ha peanusauuio FroTOBOM NPOoAyKUMM  3aBUCUT OT
NOJIOXKUTE/IbHbIX PE3YNbTaTOB UCMbITaHUA UCXOAHbIX MaTePUasoB.

36. Ocoboe BHMMaHMKe cieayeT yaensTb aHHbIM O cucTeme obecneyeHms KayecTBa, NPUHATOM Y NOCTABLUMKA,
06 ouEeHKe NPUroAHOCTU UCTOYHMKOB MaTepmrasnos 1 Tpebyembix g obecneyeHuns KayecTsa TecTax.

37. Tam, rae 370 BO3MOXKHO, CaedyeT CTePMAN30BaTb UCXOAHbIE MaTepmanbl TENN0BbIM MeToa0M. [lonycKkaeTca
MCMNONb30BaTb U APYr1e aTTecToBaHHblE METOAbI, HaNnpUMep, MOHU3UPYIOLLEE U3/TyYeHNE.

Cpegpbl

38. CnocobHoCTb cpel NoaaeprKMBaTb HEOBXOAMMbIA POCT KAETOK AO/KHA 6biThb 3apaHee MoATBepXKAEeHa
COOTBETCTBYHOLWMM 06pa3oMm.

39. MNpeano4yTUTeNbHO, YTObbI Cpeabl CTEPUAN30BANUCL HA mecTe (in situ) nan Ha AnHKUK. MpeanoYTUTENbHbIM
ABNAETCA MeToh, TensnoBolk 06paboTku. lasbl, cpegbl, KMCNOTbI, WEN0YM, NEeHOracuTenu W Apyrue BELLEecCTBa,
BBOAMMbIE B CTEPU/IbHBIN BMOPEAKTOP, A0KHbI ObITb CTEPUIBHBIMMU.

Cuctema nocesHbIX MaTepmanos un 6aHKOB KNEeToK

40. [OnAa npepoTBpaLLEHMA HEXenaTenbHOro W3MeHeHWA CBOWMCTB TMOCEBHOrO MaTepuana BCaeacTBue
MHOTOKPATHbIX NepecesoB Mau 60NbLIOrO YnCAa reHepaLmnii NPOU3BOACTBO MMMYHHbIX IEKAPCTBEHHbIX CPeacTB ANnA
YKMBOTHbIX, MOJIy4aeMbIX U3 MUKPODOHbIX, KNETOYHbIX UAWN TKAHEBbIX KyAbTyp WAW PAa3MHOXKEHMEM B 3MOBpPMOHaxX n
YKMBOTHbIX, AO/I}KHO BbITb OCHOBAHO Ha CUCTEME MOCEBHbIX MaTepPManoB AN 6AaHKOB KNETOK.

41. KonnyecTBo reHepaumin (yaBOEHWA, maccakein) mexkay MOoCeBHbIM MaTepuasom MAM BaHKOM KNEeToK u
roTOBOM NpPOAYKLUMEN [OMKHO COOTBETCTBOBATb LAHHbIM HOPMATMBHOM AOKYMeEHTauMn u  TpeboBaHUAM,
YCTaHOB/IEHHbIM MPU PErUCTPALLIUMN NIEKAPCTBEHHOMO CPEACTBA.

42. MNoceBHble MaTepuanbl M BaHKM KNETOK cnefdyeT COOTBETCTBYHOLWMM 0Opa3om xapakTepus3osaTb W
KOHTPONMPOBATb Ha Hanuume 3arpAsHeHui. [lloceBHble MaTepuanbl M GaHKM KNETOK [OOJ/IKHblI CO343BaTbCH,
COAEPXKaTbCA U UCMO/Ib30BaTbCA TaKMM 06pas3om, YToObl CHU3UTb A0 MMHUMYMA PUCK 3arpAsHeHMA uaun noboro
nameHeHua. Mpun co3gaHnM NOCEBHbIX MaTepnanos Uan 6aHKOB KAETOK He A0MYCKaeTcA ogHOBpPeMeHHas paboTa B
TON e 30HEe WM TEM e NEePCOHANIOM C APYIMMMU KMBbIMU UAN UHOEKLMOHHbIMM MaTepuanamu (Hanpumep,
BMPYCAMU WU KNETOYHBIMU IMHUAMM).

43. inA 3aWwmTbl NOCEBHOrO MaTepurana u baHKa KNETOK, a TaKKe paboTatoLWero ¢ HUMKW NepcoHana u BHELIHeW
cpeapbl NoceBHble MaTepuasbl U BaHK KNETOK A0J/IKHbI CO34aBaTbCA C COOAOAEHNEM YCTAHOBEHHbIX TPEOOBAHUI K
OKpYy*KatoLwen cpeae.

44. NpoucxoxaeHne, popma 1 ycnoBUA XpaHEHUA NOCEBHONO MaTepuana AO/KHbI 6bITb MONHOCTBIO OMNMCAHbI
B COOTBETCTBYIOLLEN AOKYMEHTauuu. Heobxoaumo MmeTb [0KA3aTeNbCTBa CTabUAbHOCTM M BOCMPOM3BOANMOCTU
NMOCEBHbIX MATEPMA/IOB U KNETOK. EMKOCTU A5 XpaHeHWUs A0NXKHbI 6bITb rePMETUYHO 3aKPbITbl, YETKO MapKUPOBAHbI
N XpaHUTbCA Npu Tpebyemon TemnepaTtype. YCN0BUA XPaHEHUA AOJXKHbl KOHTPO/AMpoBaTbcA. Heobxoammo Bectu
TLWATE/IbHbIM YYET KaXka0M eANHNLbI XPaHEHWUSA.

45. K paboTte ¢ maTepuanom A0NYyCKAOTCA TOIbKO CMeLMasbHO Ha3HAYeHHble COTPYAHUKK. PaboTa gonkHa
NPOBOAMTLCA NOJ KOHTPO/SIEM OTBETCTBEHHOrO AMLA. PasnnuyHble nNoceBHble MaTepuasbl U BAHKW KNETOK cneayet
XpaHWUTb TakMm 0bpasom, 4Tobbl He AOMNycKaTb MepenyTbiBaHWMA WAW MepPeKpecTHOro 3arpasHeHuA. HenatenbHo
pa3nenATb NoceBHble MaTepuasnbl U HaHKM KNETOK Ha YacTM U XPaHWUTb UX B PA3INYHBIX MeCTax, YToObl YMEHbLUUTb
0NacHOCTb NOJIHOM NoTepW.
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MpuHLMnbl paboTbl

46. B xo4e TeXHONOIMMYECKMX MPOLLECCOB ceayeT usberaTb UAM CBOAUTb K MUHMMYMY 0bpas3oBaHWe Kanenb
unn neHbl. Mpoueccbl LEeHTPUDYIMPOBaAHUSA UM CMELIMBAHUA, KOTOpble MOTYT NPUBECTM K 06pa3oBaHMIO Kanesb,
AONXKHbI NPOBOAUTLCA B M30/AMPOBAHHbLIX WAM YMCTbIX/M30/IMPOBAHHbIX 30HaX BO M3beaHWe MnepeHoca KMBbIX
OpraHM3MoB.

47. Cny4yaliHble NMPOJMBbI XMUAKOCTEN, 0CODEHHO CcOoAepXKalLMX KUBble OpPraHn3mMbl, Heobxoaumo 6bICTPO U
6e3onacHbIM Ccnocobom MKBUAMPOBATb. [NA  Ka)KAOro TUNa MMKPOOPraHM3MOB CaedyeT MCNo/b30BaTb
aTTecToBaHHbIE METOAbl AEKOHTaMUHAUMN. MPU MCNONb30BAHUM PA3ANYHBIX LITAMMOB BaKTepuUii 04HOTrO BUAA UK
OYEHb MOXOMKMX BMPYCOB ITOT MPOLECC MOXKET ObiTb aTTeCTOBAaH TOJIbKO AJ1A OAHOMO W3 HUX, €CiVU JaHHble O
CYLLLECTBEHHOM PAa3/IMYMM UX YCTOMUYMBOCTM K BO34EMCTBUIO UCMO/Ib3YEMOro areHTa OTCyTCTBYIOT.

48. Onepaumu, BKIOYatloLWme B cebs nepemelLeHMe TaKMX MaTePUANOB, KaK CTepUbHbIE Cpeabl, KybTypbl NN
NPOAYKTbl, OOJ/KHbI MPOBOAUTLCA B MpenBapuUTE/IbHO CTEPUIM30BAHHbLIX 3aKpbITbiX cucTemax. Ecam  ato
HEBO3MOXKHO, oOMepauuMM Mo MNepemelleHnio  MaTepuanoB  AOJIKHbI NPOBOAUTLCA B OAHOHAMNpPaB/EHHOM
(namunHapHOM) NoToKe BO3ayXa.

49. lobaBneHne cpes UK KyNbTyp B bMopeakTopbl (bepMeHTaTOpbI) U Apyrve cocyabl A0KHO NPOBOANTLCA B
TIWATENbHO KOHTPOJIMPYEMBIX YCNOBUAX, oObecrneymBatloWMX HEBO3MOXKHOCTb BHECEHUs 3arpasHeHua. [pwu
006aBNEHNU KyNbTyp HEOHXOAMMO TLLATENbHO NPOBEPATb NPaBU/IbHOCTb COEAMHEHMA COCYA0B.

50. Mpn HeobxoamMmocTn (Hanpumep, Korga ABa M bonee depmeHTaTopa PacrnosioKeHbl B OA4HOW 30He)
oTBepcTMA Ansa oTbopa Npob n BHeceHus 406aBOK A0NKHbI CTEPUIN30BATbLCA Napom (nocne nogcoeauHeHUs, nepes,
nogavyein nNpoayKta v nepepn otcoegMHEHMEM). B apyrux cnyyasx AOMyCKaeTca XMmuyeckas Ae3vHPeKumns BXOAHbIX
OTBEPCTUI U 3aliMTa COEANHEHNI NOA TAMUHAPHbLIM NOTOKOM BO34yXa.

51. ObopypoBaHue, nabopaTtopHas nocyAa, BHELIHWE MOBEPXHOCTM YMAKOBOK C MNpoAyKuuen wu gpyrue
noAobHble matepuasnbl Nepen NepemelleHneM M3 U30/IMPOBAHHOM 30HbI AOJIKHbI ObiTb Ae3UHPULMPOBaHbI C
NCNo/ab30BaHMEM aTTecToBaHHOro metoaa (NyHKT 47 aaHHoro MpunoskeHua). Ocobyio Npobaemy MOXKeT Bbi3biBaTb
BeieHMEe AOKYMEHTALMKN Ha Ceputo NpoayKuum. TosbKo abCoOTHbLIN MUHUMYM AOKYMEHTaUMn, Heobxoanmmoin ons
cobnoaeHns TpeboBaHWIA HaCTOALWEro CTaHAapTa, AOJ/IKEH MOoCTynaTb B 30HY M Mokuaatb ee. MNpu cnyyalHom
3arpA3HeHUn (Hanpumep, Kanasmu WaM aspo3oisaMK) WAM NPU UCMOJIb30BAHUM IK30TUYECKMX MUKPOOPraHU3MOB
bymaxkHaa [OOKYMEeHTauMAa [O/KHA [Ae3MHOMUMpOoBaTbCA B LWAO3e A4 NepemMelleHus obopyaoBaHua Uau
nepeaaBaTbCa C UCMNOIb30BaHMEM POTOKONUKN nan dakca.

52. }uakne nnm TBepapble oTXoabl, TakMe Kak aebpuc, nocsie otbopa matepmana U3 auL, ogHOPa3oBble 6yTbiIn
ONA  KYNbTyp, HeMKenaTesbHble KyAbTypbl WAM OUONOrMYECKMEe areHTbl LefecoobpasHo CTepuiv3oBaTb WAU
Ae3nHOMUMpPOoBaTb Nepes Ux yaaieHnem us U3oMpoBaHHOM 30Hbl. B HEKOTOPBIX Cay4Yanx NpMeMIeMbIMU CHMTAOTCA
W gpyrve MeToAbl, HanNnpPUMep UCNONb30BaHME FEPMETUYUYHbIX KOHTEMHEPOB UK TPYBONPOBOAOB.

53. Heobxoaumo TUATENIbHO KOHTPO/MPOBaTb, YTOObI B MPOW3BOACTBEHHYIO 30HY MOMaganu TONbKO Te
npeameTbl U MaTepuassbl, B T.4. JOKYMEHTaLMA, KOTOPbIe OTHOCATCA K MPOU3BOAMMON NPOoAyKLUMU. s KOHTPONA 33
COOTBETCTBMEM KO/IMYECTBA BHOCUMbIX M BbIHOCUMbIX MPEAMETOB U MaTepuanos, BO U3beraHMe Ux HaKonneHua B
NpPou3BOACTBEHHOM NOMELLEHUM, AONKHA AEACTBOBATb CUCTEMA YYeTa.

54. TepmocToiKMe npegmMmeTbl U MaTepuanbl AOXKHbI MOCTYNaTb B YACTYHO WUAN YUCTYHO U30/IMPOBAHHYIO 30HY
yepes NpoxoAHble aBTOKMaBbl UAM neuyn. YyBCTBUTEbHbIE K Harpesy NpeameTbl MU mMmaTepuasnbl AONXKHbI NOCTyNaTb
yepes BO3AYLWHbIA WA3 € OAOKUpyeMbIMW ABEPAMW, rAe 3TUM NpeameTbl M MaTepuanbl NOABepralTcs
Ae3nHoekumn. [JonyckaeTca cTepuansaums npeameToB U maTepuanos B APYrom MecTe, ec/ii OHU MOCTyNaloT Yepes
LINtO3 B ABOMHOM 060104Ke ¢ cobogeHnem HeobXoAMMbIX Mep NPeAOCTOPOXKHOCTU.

55. Bo u3bexkaHue 3arpasHeHns UaM NogMeHbl KyabTypbl KNETOK MAN MUKPOOPTraHU3MOB B MHKYOALMOHHbIM
nepuvog HeobxoAUMMO MNPUMHUMATb Mepbl NPeAoCTOPOXKHOCTU. [lo/IKHA CyL,ecTBOBaTb METOAMKAa OUYUCTKU U
Oe3nHbEeKLMM WHKybaTopoB. YNaKOBKM, HaxoZawmeca B WHKybaTopax, AO/KHbI OblTb YETKO W TWaTeNbHO
MapKMPOBaHbI.
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56. B O4HOM nomeLeHnmn
[OMNYCKaeTca 04HOBPEMEHHOE NPOBeAeHNe onepaLmii TONbKO C OAHUM BUONOTMYECKMM areHTOM, 33 UCK/IOYEHNEM
onepaumii No CMeLWNBAHNIO U NOCAEAYOWEMY HAMOAHEHWIO MM NPU UCMONb30BAHUN NOJTHOCTLIO 3aKPbITbIX CUCTEM.
B npomexKyTKax Mexay OnepaumsmMmu C pPas/iMYyHbIMKU KUBbIMU OUONOrMYECKMMW areHTaMu MpPOM3BOACTBEHHbIE
NOMeLLEHUA A0NKHbI TPOXOaNTb 3PPEKTUBHYIO Ae3nHPeKUULO.

57. MNpoayKTbl fONXKHbI MHAKTUBUPOBATLCA NyTem A06aBAEHMA MHAKTMBATOPA C NOCAEAYIOWMM TWATENbHbIM
nepemelumBaHmem. lNocne 3Toro cmecb A0/KHA NEPEHOCUTLCA BO BTOPOWM CTEPWUJIbHBIN COCYA, 33 WMCKAIOYEHUEM
cny4yaes, Korga ¢opma M pasmep cocysa NO3BO/AIOT €ro SIerko nepeBopayMBaTb M BCTPAXMBATb TaKMM obpasom,
4yTOObI BCE BHYTPEHHME NOBEPXHOCTU CMAYMBAINCb KOHEYHOM CMECBIO KYNbTypa - MHAKTMBATOP.

58. Cocygabl, copepalme MHAKTMBMPOBAHHDLIA MPOAYKT, HE AOMYCKaeTCcA OTKpbIBaTb. M3 3TUX COCyAoOB He
JONyCKaeTca oTOMpaTb Npobbl B 30HAX, FAEe COAEP)KATCA *KMBble BMONOrMYeckme areHTbl. Bclo mocnegytouyto
06paboTKy MHAKTMBMPOBAHHbLIX MNPOAYKTOB CnenyeT MPOBOAMTb B YMCTbIX 30Hax A M B uamM B 3aKpbiTom
obopypoBaHMn, NnpegHa3sHaYeHHOM A1 MHAKTUBMPOBAHHbIX MPOAYKTOB.

59. HeobxoaMmo ypenAtTb Cepbe3Hoe BHUMMaHMe aTtTecTaumm (MCMbITaHUAM) METOZO0B CTEepWUIM3aunu,
Ae3nHbeKLMm, yaaneHna BUPYCOB U MHAKTUBALMU.

60. HanosHeHWe, N0 BO3MOXKHOCTU, CneayeT NpPoBOAUTb HEMEAIEHHO NOC/e 3aBEPLLUEHUA NPON3BOACTBEHHbIX
onepauyuit. lo Havana onepaunn HanoJHEHUA EMKOCTU C HepachacoBaHHON NPOAYKUMEN AONKHbI ObITb FePMETUYHO
3aKPbITbl, MapKMPOBaHbl U XPAHWUTLCA NPU YCTAHOBAEHHbIX TEMMNEPATYPHbIX YCNOBUAX.

61. [lonxkHa cywecTsoBaTb cucTema, obecneymBatollan KOHTPOb LENOCTHOCTU U FTEPMETUYHOCTM YNaKOBOK
nocne Hano/HeHwus.

62. ®naKkoHbl, coAepKallmMe KMBble OMONOrMYECKME areHTbl, AONXKHbI ObiTb 3aKPbITbl KPbIWKAMM TaKMM
obpasom, 4Tobbl 0becneumMBanacb HEBO3MOMKHOCTb 3arpA3HEHWUs APYron NPOAYKUMW MAN MPOHUKAHWE KMBbIX
areHTOB B ApYrve 30Hbl MW BO BHELLUHIOW cpeay.

63. Mexay Hano/sHEHWEM MEePBUYHbBIX YNAKOBOK, MX MAapPKMPOBKOM M YNAKOBKOW NO PA3NMYHBIM MPUYMHAM
MOXKET MPOUTU ONpefeneHHbI OTPe30oK BpeMeHW. [o/KHbl BblTb pa3paboTaHbl M AOKYMEHTanbHO 0dOopMEHbI
METOAMKM, ONUCHIBAIOLLME NOPALOK XPaHEHMA HEMAPKMPOBAHHbIX KOHTEHEPOB, obecneynBatowme HEBO3SMOXKHOCTb
MX NogMeHbl M Hapgnexkawme ycnosums XxpaHeHua. Ocoboe BHMMaHMe caefyeT yAensaTb XPaHEHUIO TEPMO- U
CBETOYYBCTBUTENIbHOW NPOAYKLMW. TemnepaTypa XpaHeHUs [oAXKHa 6biTb 334aHa.

64. Ha Karkgol TexXHONOrMYecKoM cTaguu cieayeT NPoBOAUTb COMOCTaB/EHUE PEeasibHOro U OXKUAAEeMOro
BbIXOZa NPOoAyKUMK. Bce cylecTBeHHbIe OTKIOHEHWS JONKHbI ObITb pacciefoBaHbl.

KoHTposb KayecTBa

65. B obecneyeHnn cTabnibHOCTM KayecTBa BUONOrMYECKMX IEKAaPCTBEHHbIX CPeacTB 0coboe 3HaYeHne nmeet
BHYTPUMNPOM3BOACTBEHHbIN KOHTPO/b. BUAbl KOHTPOAA, KOTOPbIE MMEIOT peLlalol,ee 3HaYeHNe ANA OLLEHKMN KayecTBa
(Hanpumep, KOHTPO/Ib Ha OTCYTCTBME BUPYCOB), HO HEe MOryT 6biTb NPOBEAEHbl Ha FOTOBOM MPOAYKLMW, OOJMHHbI
BbINONHATLCA HAa O4HOW M3 NPeLIEeCTBYHOLMX CTaan NPOU3BOACTBA.

66. [na NOBTOpPEHWA WAM MNOATBEP)KAEHWUA pPEe3yNbTaTOB KOHTPOAA KayecTBa CEPUM MPOAYKLMU MOMKET
BO3HWKHYTb HEOB6X0AMMOCTb XPaHEeHWUA MNpPW COOTBETCTBYIOLIMX YCNOBMAX A[0CTaTo4HOro obbema o06pasuos
NPOMEXKYTOUYHbIX MPOAYKTOB.

67. MoOXKeT BO3HUKHYTb Heob6X0AMMOCTb HEMpPepbIBHOrO KOHTPOAA MapameTpoB B Xoge npouecca
Npou13BoACTBA (HanpUmep, HENPEPLIBHOTO KOHTPOAA GU3NUYECKMX NAapaMeTPoB B Xxo4e dbepmeHTaumm).

68. PacnpocTpaHeHHON MPaKTUKON ABNAETCA HENpPEpPbIBHOE Ky/bTUBMPOBaHME 6MONOrMYEcKOl MPoAyKLMM.
MpM Takom meTode MNpPOM3BOACTBA HEO6XOAMMO MPUHATL BO BHMMaHWe ocobble TpeboBaHMA K OpraHvM3auuu
KOHTPOJIl KauyecTBa NPOAYKL MM,
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NudpacTpykTypa MHHOBaUWiA
MpunnoxkeHue 6

MPOM3BOACTBO MEAUUMHCKUX TA30B
1. O6ume nonoxKeHun

Hactosuwee MNpunorKeHne pacnpocTpaHaeTca Ha NPOMbIW/IEHHOE NPOM3BOACTBO MEAULMHCKUX ra30B, KOTopoe
OTHOCUTCA K CMNeuuMannsMpoBaHHbIM MPOMBIWNEHHBIM MPOLLECCaM W OCYLLEeCTB/AAETCA, KaK MpaBWMao, Ha
HedapmaLeBTMUECKMX Npeanpuatuax. [puioXeHue He pPacnpocTpaHAeTcs Ha NpPoM3BOACTBO WM obpalleHue
MEANUMHCKUX ra3oB B OOJIbHWULAX, peryivpyemoe crneumanbHbiMWU HOpMamu. Tem He MeHee, COOTBETCTBYHOLLME
pa3genbl A4aHHOro MpunoKeHMa MoryT BbiTb MCMOJIb30BaHbl B KAa4eCcTBe OCHOBbI 415 OpraHu3aL My 3Tol paboTbl.

Mpon3BoACTBO MeOULMHCKMX Fa30B, KaK MPaBu/IO, OCYLLECTBASETCA B 3aKpbITOM obopyaoBaHuu. Bnarogaps
3TOMY PUCK 3arpA3HEHUSA 4aHHOW NPOAYKUMN U3 OKPYKatoLLEl cpeabl ABASETCS MUHUMAIbHbIM. OAHaKo cywecTsyeT
PUCK NepeKpPecTHOro 3arpA3HeHns g4pyrumm rasamu.

Mpon3BOACTBO MEOMUMHCKMX ra30B CleAyeT OCYLLeCTBAATb B COOTBETCTBMM C HACTOALLMM CTaHOAPTOM,
dapmakoneiHbIMMN TPeBOBAHNAMM U APYTUMMU AOKYMEHTaMMU.

MpumeuyaHune - HacTosAwee [pUNONKEeHWE PACNPOCTPAHAETCA TOMbKO Ha OpraHM3auMio NPOWM3BOACTBA M
KOHTPO/Ib KayecTBa MeAMLUMHCKMX rasoB. TpeboBaHMA K MPOMbILLIEHHOW 6e30nacHOCTM NpuM MX MPOU3BOACTBE
YCTaHOB/IEHbI B COOTBETCTBYIOLLMX HOPMATUBHbIX AOKYMEHTaX.

2. NepcoHan

2.1. YNonHOMOYEHHOEe NNLO, OTBETCTBEHHOE 3a BblAady paspelleHnid Ha BbIMYCK MeANLUHCKUX ra30B, AOKHO
MMeTb cneunanbHble 3HaHUA B 061acTU NPOU3BOACTBA M KOHTPO/IA KayecTBa MeaMLMHCKUX ra3os.

2.2. MNepcoHan, 3aHATbIN B NPOU3BOACTBE MEAMLMHCKUX ra3oB, AO/BKEH NMOHMMaTb TPpeboBaHMA HaCTOALLEro
CTaHAapTa B OTHOLIEHUN MEAMLMHCKMX ra3oB, 3HATb KPUTUYECKWN BasKHble acmeKTbl M BO3MOMKHYIO OMacHOCTb A8
NauneHTOB, KOTOPYIO MOTYT NPeACTaBAATb COBOI NeKapCTBEHHbIE NpenapaThl B BUAE MeANLMHCKUX ra3os.

3. NomeweHua n obopyaosaHme

3.1. MomeweHna

3.1.1. Onepaunun HanoNAHEHUA MeAUUMHCKMMM rasamu cnefyeT OCYLLeCTB/ATb B 30HAX, OTAENEHHbIX OT 30H
Hano/HeHMA HEMEeANUMHCKMMM razamu. 3anpeLtaeTtca obmeH 6annoHamm (KOHTeliHepaMmmn) mexay 3TMMKU 30Hamu. B
NCKIOUYUTENbHbBIX CyYasX AOMyCKaeTca HanoJIHeHNe MeANLUNHCKUX U HEMEAULMHCKUX Fra30B B OAHOW U TOW e 30He
No MPUHUMNY OTAEbHbIX LMKAOB MNPOM3BOACTBA MPU YC/AOBUM, 4YTO MPEAYyCMOTPEHblI CNeuManbHble Mepbl
NpeaoCTOPOXKHOCTM M NPOBOANTCA HeobXxoAnMan aTTecTauma (McnbiTaHuA).

3.1.2. MNomelLeHNs, B KOTOPbIX BbINOMHAIOTCA OMNepauun Mo MNPOU3BOACTBY, MPOBEAEHWMIO WUCMbITAHUI U
XPaHEHWMIO MEAMLUMHCKUX Ta30B, AO/KHbI MMETb AOCTAaTOYHYIO MOWaAb A8 MCKAOYEHUA NepenyTbiBaHuA.
MomelleHUna AO0MKHbI cogepaTbCA B 4YMCTOTEe M obecneumBaTb Tpebyemblli MOPAAOK pPaboTbl M XpaHeHun
NPOAYKLMM.

3.1.3. Paamepbl U N1aHNPOBKA 30H HAMOJHEHWNA AOMKHbI NPeayCcMaTpPUBaTh:

a) oTAe/bHblE MaPKUPOBaHHbIE 30HbI A1A Pa3/INYHbIX ra3oB.;

b) ogHO3HayHOe 0603HauYeHne U pasgeneHne nycTbix 6anNoOHOB (KOHTelHepoB) U 6anNoOHOB (KOHTelHepoB),
Haxo4ALWMXCA Ha pasHbIX cTagusax npoussoacTsa (Hanpumep, "Oxuaaet HanonHeHua", "HanonHen", "KapaHtuH",
"OpobpeH", "OTKNOHEH").
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Cnocob, NUCcnonb3yembii ans
OOCTUNKEHMA 3TUX YPOBHEN pasfeneHus, 3aBUCUT OT XapaKTepa, 06bema MU CNOXKHOCTM TEXHONOTMYECKOro npoLecca.
Mepamu pasaeneHuna MoryT CIYKUTb 30Hbl C Pa3METKAMM NOA, Neperopoaku, bapbepbl, 0603HaUYeHUA U T.4.

3.2. O6bopynoBaHue

3.2.1. Bce obopynoBaHme ana Npov3BOACTBA U NPOBEAEHMA AHANM30B AO/IKHO MPOXOAUTb NEPUOLNYECKYHD
aTTecTaumto U KanmbpoBKy (MOBEpPKY).

3.2.2. la30om cneayeT HaMoMHATL TONbKO NpeAHa3HaYyeHHbI a1a Hero 6annoH (KoHTelHep). Tpybonposogbl,
Mo KOTOPbIM NPOXOAAT rasbl, HE AO/KHbl MMETb COEAMHEHWI, 3@ MWCKAOYEHMEM aTTECTOBAHHbIX MPOLECCOB
aBTOMATUYECKOTo HanosHeHUA. PacnpegenntencHble KOANEKTOPbI AONXKHbI ObITb 060PYA0BaHbI COEANHUTENBHBIMMU
aNeMeHTaMM N5 HAaMNOJIHEHUA, COOTBETCTBYHOLLMMM TOIbKO KAanaHy A1A KOHKPETHOrO ra3a UM KOHKPETHOM cMecH
rasoB TakMm 06pasom, 4Tobbl K 3TOMY KOAAEKTOPY MOrAK BbiTb NOACOEAMHEHDBI TO/IbKO COOTBETCTBYOWME 6ANNOHbI
(KoHTelHepbl). TpeboBaHMA K UCMOJIb30BAHUIO pacnpeaemMTeNbHbIX KONEKTOPOB U UX COEAUHEHUIA C KaanaHamu
6annoHoB (KOHTEMHEepPOB) MOTyT ObiTb YCTAHOB/EHbl B COOTBETCTBYHOLLMX HAUMOHAJIbHbIX MAWM MEXAYHapPOAHbIX
CTaHAapTax.

3.2.3. PaboTbl NO PEMOHTY U TEXHUYECKOMY 0OCAYXKMBaAHUIO 060PYA0BAHNA HE AO/KHbBI BAUATL HA KAYecTBO
MeNLMNHCKUX ra3os..

3.2.4. Cnepyet nsberaTb HaNONHEHUA HEMEAMUMHCKMX ra30B B 30HaX U HA 060pyA0BaHMM, NpeaHA3HAYEHHbIX
ONA NPOM3BOACTBA MEANLMHCKMX ra3oB. MCKAIOYEHNA JONYCKAOTCA B C/IyYasX, KOrAa KauecTBo rasa, UCMo/b3yemMoro
ONA HEMeAMUMHCKUX Lenei, No MeHblled Mepe, SKBMBAJIEHTHO KayecTBy MeAMLMHCKOro rasa u cobatogatorcs
TpeboBaHMA HacToAwero cTaHgapTa. MNpu 3Tom gna NpesoTBPALLEHMA 3arpASHEHUA MEAWMUMHCKOrOo rasa cieayet
MCNONb30BaTb aTTECTOBAHHbIM METOZ, KOTOPbIA WCKAOYAeT MPOHUMKAHWE HEMEOMULMHCKMX [a30B B JIMHUIO,
06CNYKMBAIOLLYHO 30HY HANOJIHEHUA.

3.2.5. Pe3epByapbl g8 XpaHEHUs U NepenBUKHbIE UMCTEPHbI ANA AOCTaBKM A0/KHbI OblTb NpeaHasHaYeHbl
ONA OAHOro BMAA rasa onpefenieHHoro Kavectsa. CxUMKEHHble MEAMUMHCKME rasbl AOMYCKAETCA XPaHWUTb WAn
TPAHCNOPTMPOBaTb B TEX }KE pe3epByapax, YTO U aHANOTUYHble HEMEAMLUMHCKME rasbl, NPU YCI0BMU, YTO KavyecTBO
nocaefHUX, N0 MeHbLUE Mepe, 3KBMBAJIEHTHO KayecTBy MeANLUMHCKNUX ra3oB.

4. lokymeHTauma

4.1. laHHble, BKNKOYEHHbIE B MPOTOKO/IbI AR KaXKA0W CEPUN HAMOJIHEHHbIX 6aI/IOHOB (KOHTEMHEPOB), AO/IKHbI
cogepkaTtb MHPopmaumo 060 BCeX OCHOBHbIX MapameTpax COOTBETCTBYIOWMX CTagui HanosHeHus. MpoToKosbl
cepum AO/IKHbI CoOAepKaTb C/ieayoLLyo MHGOPMALMIO:

- HAaMMEHOBaHWeE NPOAYKUMU;

- AaTy W Bpems onepaulmuii No HanoJIHeHUIo;

- CCbI/IKY Ha UCNOJIb3yeMyt0 YCTaHOBKY AR HAaNONHEHUSA;

- ucnonb3yemoe 060pya0BaHHUE;

- HAaMMEHOBaHMe rasa M CCbIIKY Ha cneunduKaumio ANa AAHHOTO rasa WaM Ha cneumMduKaumMm ANA Kaxkaoro us
rasos, BXOAALMX B CMECb;

- onepaumu, NpeaLlecTeytolMe HanoaHeHnto (7.3 gaHHoro MNpunoxkeHns);

- KOINYecTBO M 06bem 6anIoHOB (KOHTeHepPOoB) A0 1 NOCAe HAaNOJIHEHUS;

- GaMMUAMIO M MHUUMANbI LA, MTPOBOAMBLLENO OMEPaLMi0 HANOHEHUS;

- GaMmMAnK U MHUUMANbI AKL, BbINOMHABLUMX KaKAyl0 OTBETCTBEHHYIO OMNepauuio (OYUCTKY SIMHUKU, NPUEMKY
6annoHOB (KOHTeHepoB), ONOpPoXKHEHMEe 6aNNOHOB (KOHTEMHEPOB) U T.N.);

- OCHOBHble MapameTpbl, NOATBEPKAAOWME NPABUIbHOCTb HANOAHEHMA NPU CTaHAAPTHbIX YCN0BUAX;

- pPe3yNbTaTbl UCMbITAaHMI NPU KOHTPOIE KAaYecTBa U B CNyYasx, KOraa Kanambposka 060pyL0BaHNA NPOBOAMTCS
nepes KaxA4bIM UCMbITaHMEM, cneuMdUKaLMIO CTaHAAPTHOTO rasa U pesy/ibTaTbl KOHTPOJIA KaIMBPOBKY;

- pe3ynbTaTbl KOHTPOA HAaNoHeHUA 6aNNOHOB (KOHTEeMHEePOB);

- 0bpaseu, STUKETKM C HOMEPOM CEPUY;

- NoApPo6HY0 MHGOPMALMIO O Nt0OBIX 3aTPYAHEHUAX UM HEODbIYHBIX CIYyYasX;

[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM
odpamumbCs K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30
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- yTBEpPXKAEHHOE NUCbMeHHoe
paspelleHmre Ha tloboe OTKIOHEHWE OT MHCTPYKLMIA N0 HaMOHEHWIO;

- AaTy M Nognucb KOHTPOAEpa, OTBETCTBEHHOIO 3a ONepaumio Harno/IHeHWA, NOATBEPKAAIOLLYHO NPaBUAbHOCTb
npoBegeHWaA paboTbl.

5. MpounsBoAacTBO

5.1. Bce KpUTHMYECKME CTagUM TEXHOIOTMYECKUX MPOLECCOB Nog/iexKaT aTrectaunm (McnbiTaHuam).

5.2. MpownseoacTBo HepachacoBaHHOM NpoayKuuK (6ank-npoayKra)

5.2.1. Ma3bl, NpeaHa3Ha4YeHHble ANA MeULUMHCKOro NpUMeHeHuUA, NpomM3BoAAT NYTEM XMMWYECKOro CUHTEe3a
WAWN NONYYAOT M3 MPUPOLHbIX WMCTOYHWKOB, MPU HEeobXoAMMOCTM, C NPOBEAEHMEM MNOCAEAYHOWEN OYUCTKM
(Hanpumep, Ha ycTaHOBKe pasgeneHMA BO34yxa). Takue rasbl MOXKHO paccMaTpuMBaTb Kak ¢dapmaueBTUYecKue
cybcTaHumMmM nnmn HepacdacoBaHHblE NEKAPCTBEHHbIE CPEACTBA.

5.2.2. Mpun HeobxoaMmocTu creayeT AOKYMEHTaNbHO pernameHTMpoBaTb TpeboBaHWA K 4uCTOTe, APYrum
COCTaBAAOWMM U BO3MOMKHbLIM MPUMECAM, KOTOpPble MOryT NPUCYTCTBOBATb B MCXOA4HOM ra3e U Ha CTaguAax ero
OUYUCTKU. [INA KaxKaoro npouecca A0/1XKHbl ObiTb pa3paboTaHbl COOTBETCTBYIOLME TEXHO/IOTMYECKUE CXEMDbI.

5.2.3. Bce ctaaun pasgeneHma U OUYUCTKU AOJIKHbI BbITb pa3paboTaHbl TakMm 0bpasom, 4Tobbl obecneymnTb Mx
MaKCMManbHY0 3pPeKTMBHOCTb. Hanpumep, NpMmecH, KOTopble MOTYT OKa3aTb OTPMLATENIbHOE BAMAHME Ha CTaamIo
OYUCTKM, CneayeT yaanaTb A0 ee Havana.

5.2.4. Ctaguv pasgeneHuns U OYMCTKM NoAsiexKaT atrectaumm (MCnbiTaHUAM) B OTHOLWEHUU 3GDEKTUBHOCTU U
KOHTPO/IMPYIOTCA B COOTBETCTBMM C pesy/bTaTaMK aTTecTaumm (McnbiTaHU). BHYTPUNPON3BOACTBEHHbIN KOHTPO/b
MOKEeT BK/loUYaTbh B ceba HenpepbiBHOE NpoBeAeHUe aHanM3oB. Mopaaok obcnyxumBaHMa 060pya0BaHNA U 3aMEHbI
pacxoAHblx AeTanen (Hanpumep, GUAbTPOB OUMUCTKU) A0MKEH ObITb OCHOBAH Ha pe3y/ibTaTax KOHTPOAA W aTTecTauuu
(ncnbitaHni).

5.2.5. Mpn Heobxoa4MMOCTU B AOKYMEHTALUMUM C/iedyeT YKasbiBaTb Npee/ibHble 3HaYeHMA TeMnepaTypbl B Xoae
TEXHO/IOTMYECKMX NPOLECCOB, U3MEPEHHON NP BHYTPUNPOU3BOACTBEHHOM KOHTPO/IE.

5.2.6. KomnbloTepHble CUCTEMbBI, UCNOAb3yeMble 1A YAPABAEHUA WUIN HENPEPbIBHOIO KOHTPOAA MPOLECCOB,
OO0/KHbI 6bITb AaTTECTOBAHbI.

5.2.7. Ona HenpepbIBHOrO npouecca caedyeT AOKYMEHTA/IbHO ONpeaennTb MOHATUE Ccepuu NPOAYKUUM,
KOTOpOe A0/IKHO ObITb COr1acoBaHO C NOPALAKOM NPoBeLAEHMA aHan3a HepachacoBaHHOIO rasa.

5.2.8. B xoae npouecca Nnpon3BoAcTBa C/eayeT NOCTOAHHO KOHTPOAMPOBATb KAayecTBO rasa U cogeprkaHue B
Hem npumece.

5.2.9. CneayeT NpoBOAUTb MUKPOBUOIOTMYECKMIA KOHTPO/Ib BOAbI, UCNO/b3yeEMON ANA OXAAXKAEHMA BO BpeMs
CXKaTuA BO34yXa, €C/IN OHA UMEET KOHTAKT C MEAULMHCKMM ra3om.

5.2.10. Bce onepaunn nNo TPaHCNOPTMPOBAHMIO CHKUMKEHHbIX FAa30B M3 MecTa NepPBUYHOrO XpaHeHuA, B T.u.
npoBegeHMe KOHTPOAA nepes TPAHCMOPTUPOBAHWEM, AOO0/IKHbI BbINOAHATHCA B COOTBETCTBMW C MHCTPYKUMAMM,
HanpaB/IeHHbIMW Ha NpeaoTBpalleHMe Nboro 3arpAasHeHns. TpybonpoBoa, ANA TPaHCNOPTUPOBAHUA ra3a [AOJIKEH
6bITb 06opyaoBaH 06paTHbIM KnamaHOM WAW APYrMM aHaNOrMyHbIM ycTpoicTBom. Ocoboe BHMMaHWe cneayet
YOENaTb OYUCTKE TMBKUX COeAUHUTENIbHBIX 3/IEMEHTOB, LUJTAHTOB U MECT COeAMHEHMA.

5.2.11. BHOBb NOCTYNMBLUMIA ra3 gonyckaeTca Aob6aBnATb B pe3epByapbl, B KOTOPbIX XPaHUTCSA 3TOT Ke ras u3
npeaplaymnx noctaBokK. Mpu 3Tom pesynbTaThbl aHaM3a NPobbl A0MKHbI NOATBEPANTb, UTO KAYeCTBO NOCTaB/EHHOMO
rasa COOTBETCTBYET yCTaHOB/IEHHbIM TpeboBaHUAM. Takana Nnpoba MoKeT 6bITb 0OTOBpaHa U3:

- NOCTaB/IEHHOrO rasa nepeg gobasneHMem Uam

- pe3sepByapa c HepacdacoBaHHbIM ra3zom nocne AobaBneHns U CMeLNBaAHUS.

5.2.12. HepacdacoBaHHble rasbl, npeAHasHaYeHHble gns MeauLMHCKOro NpPUMEHeHUs, ciedyeT onpeaensito
KaK cepuio NPOAYKLMU, KOHTPOIMPOBATbL COF/TACHO COOTBETCTBYOLWMM TPebOBaHWAM M BblAaBaTb PaspeLleHme Ha Ux
Hano/IHeHue.

5.3. HanonHeHne n mapKnpoBKa
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5.3.1. o npoBeaeHua onepauum
Hano/IHEHMA CefyeT onpeaenTb NOKasaTenun (NapameTpbl) cepun NPOLYKLNN.

5.3.2. BannoHbl (KOHTEWHEpbl) ANA MEOMUMHCKMX T[a30B  [AOJIKHbl COOTBETCTBOBATb YCTAaHOBEHHbLIM
TEXHUYECKMM TpeboBaHUAM. oce HaNONHEHMA KnanaHbl cneayeTt NAoMOUpPoBaTh A1 KOHTPOIA NEPBOrO BCKPbITUA.
Onsa obecneyeHns afeKBaTHOWM 3alUMUTbl OT 3arpA3HEHUSA PEKOMEHAYETCA YCTaHaB/AMBaTb Ha 0aNNOHbI KnanaHbl
YOEPKUBAHMA OCTaTOMHOIO AABAEHMUS.

5.3.3. PacnpeaenuTesibHblii KOANEKTOP ANSA HANOJHEHMA MEeAMUMHCKMMMU rasamm M H6anioHbl (KOHTelHepbl)
AOMKHbI BbITb NpeaHa3HayeHbl A1A OHOTO ONpeAe/NeHHOro rasa UaM cmecu rasos (3.2.2 gaHHoro MpunoxeHus).
CnepyeT opraHn3oBaTb CMCTEMY KOHTPOA 3a 06opoTom 6annoHOB M KnanaHoB..

5.3.4. OunCTKY M NpoayBKy 060pyA0BaHUA, NpeaHa3HAYeHHOro A1A HAaNOJIHEHMA, U TPybonpoBOAOB cheayeT
NpPoBOANTL B COOTBETCTBMM C YTBEPKAEHHBIMU MHCTPYKUMAMM. ITM onepaumm MmeroT ocoboe 3HavyeHue nocne
TEXHUYECKOrO O0OCNYXKMBAHMA CUCTEMbI WAW HapylweHWs ee LenocTHocTW. [llepen Bblgayvein paspelleHMa Ha
MCNosib30BaHME CUCTEMY HeobxoAMMO NpPOBEPUTb Ha OTCYTCTBME 3arpAsHeHWin. CnepyeTr BeCcTM WM COXPaHATb
NPOTOKO/1bl O4MUCTKM 060pPYA0BAHMSA.

5.3.5. BusyanbHoe obcnesnoBaHme 6annoHOB (KOHTEMHEPOB) Ha MPOW3BOACTBEHHOM Y4acCTKe MPOBOAMTCA B
cnenyoLwmx cay4vanx:

- NPW NOCTYNNEHUN HOBbIX 6aNNOHOB;

- 10 1 nocne Ntoboro UCMbITAHUA TMAPOCTATUHECKUM AABNEHNEM UAW SKBUBANEHTHOIO UCMbITAaHMUA.

Mocne ycTaHOBKM K/lanaHa ero ciefyeT AepKaTb B 3aKPbITOM NOJIOXKEHUN ANA NPeAOoTBPALLEHMA NOCTYNNEHUA
noboro 3arpssHeHus B 6annoH (KoHTelHep).

5.3.6. Nepepg Hayanom onepaunmn HanoAHEHUA cnenyeT NPoOBOAUTD:

- NPOBEPKY OCTaTo4YHOro AasneHua (ot 3 go 5 6ap) ANa noATBEPXKAEHWUA TOoro, Yto 6annoH (KoHTelHep)
NMO/IHOCTbIO HE OMOPOXKHEH;

- n3bATME HaNIOHOB (KOHTEMHEPOB), B KOTOPbIX OCTaTOYHOE AaB/eHMe He OBHapy)KeHo, Ana NpoBeaeHus
OOMNOJIHUTENbHBIX MEp, MO3BONAIOWMX YCTAHOBUTb, YTO 3TU HanNoHbl (KOHTEMHepbl) He cogep:KaT Boay UAU apyrue
3arpAsHAOLLME BELLECTBA; 3T AENCTBUMA MOTYT BKOYATb B Ce€6A OYMUCTKY C NPUMEHEHUEM MPOLUEALINX aTTeCTaUmIo
METOZ0B NN BU3Ya/ibHbI KOHTPO/Ib;

- KOHTPOJIb MOBpEeXAeHHbIX 6ansoHOB (KOHTEMHEPOB), C KOTOPbIX AOMXHbI ObiTb YAaNEHbl 3TUKETKW,
onpegenaoLmne Cepmio NPOAYKLNK, U BCE APYTUe ITUKETKY;

- BU3YyaslbHbIA KOHTPO/Ib BHELLHEro BUAA KarKAOro KnanaHa M 6annoHa (KoHTeliHepa) Ha Ha/iuyue BMATUH,
MPOXOros OT AYroBOW CBapKW, CKOJIOB, APYrMX NOBPEXAEHUA U 3arpsA3HEHUI Macnamu uamM cmaskamu. Cneayet
NPOBOAMUTb HageXKalWmMmM 06pa3omM OYMCTKY, UCMbITAHWUA N TEXHUYECKOE 06CyKuBaHWe 6annoHOB (KOHTelHepoB);

- NpoBepKy Kaxpgoro 6annoHa (KOHTeMHepa) WAM KNanaHHOrO COeAMHEHUs KPUOTeHHOro cocyda Aans
onpeneneHna COOTBETCTBMA €ro TMNna JaHHOMY MeANLMHCKOMY rasy;

- npoBepky "Koga AaaTtbl mucnbiTaHMA" 6annoHa (KOoHTelHepa), yAOCTOBepslolWy, YTo 6blno npoBeaeHO
ucnblTaHne 6annoHa (KOHTeMHepa) rMAPOCTATUYECKUM AaBiAeHWEM (MNU 3KBUBANEHTHbIM WCMbITAHWMEM) U CPOK
OEeNCTBUA pe3yibTaTOB UCMbITAaHUIA HE UCTEK B COOTBETCTBMM C AENCTBYHOLLMMW HOPMAMK;

- NPOBEPKY HaIMUMNA Ha KaxKAOM BansioHe (KOHTeMHepe) LUBETOBOro KOAA NO COOTBETCTBYHOLLLEMY CTAaHAAPTY.

5.3.7. CnhepyeT TWATENbHO BbINOAHATb NOAFOTOBKY 6a/i1/10HOB (KOHTEMHEPOB), BO3BPALLEHHbIX A1 NOBTOPHOIO
Hano/IHEHMA, YTODbl PUCK 3arpA3HeHUs Obll MUMHUMAAbHLIM. [NA CKATbIX FA30B MaKCMMaibHOE TeopeTUyecKoe
coaeprKaHne npUMecu Npu gasaeHUn HanonHeHua 200 6ap AoAKHO cocTaBnATb 500 06bEMHbIX YacTel Ha MUIMOH.
[na ppyrnx AaBneHnii onpesenaoTca 3IKBUBAJIEHTHbIE 3HAYEHMA.

MNoarotoska 6an/10HOB (KOHTEMHEPOB) BbINOJHAETCA CAeayoLMM 06pasom:

- M3 Kaxpgoro 6ansoHa ypansetrcs BeCb OCTABLUIMIACA ra3 NyTeM OTKauMBaHMA (No KpaliHel mepe, A0
ocTaToyHoro abcontoTHoro gasneHma 150 mbap) nau

- B KaXkgom bannoHe (KoHTeiHepe) cbpacbiBaeTca AaBneHVEe M BbIMOJHAETCS Moc/ieaylolwas npoaysBKa C
MCMO/Ib30BaHMEM aTTeCTOBAHHbIX METOAOB (Y4acTMyHOe co3gaHue M36bITOYHOrO AaBneHus He meHee 7 6ap ¢
nocaeayowmm cbpocom).
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WHdpacTpykTypa MHHOBAUWIA
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Ona 6annoHoB (KoHTelMHepoB),
060py0BaHHbIX KNanaHaMW OCTaTOMHOTO (MOIOXKUTENIbHOTO) AaBNAEHMA, AOCTaTOMHO OAHOWM OTKAYKM Nog, BaKyyMOM
80 pasneHua 150 mbap. B npoTMBHOM cayyae cnefyeT NpoBOAMTb NOJHbIA aHAAW3 OCTABLUErOCA rasa B KaXKAOM
6annoHe (KoHTelHepe).

5.3.8. 3anonHeHue 6annoHOB (KOHTEeMHEepOB) credyeT MPOBEPATb B YCTaHOBJAEHHOM nopsaake. OaHUM U3
rnokasaTenen Toro, UYto 6anNoH (KOHTelHep) HanoAHAETCA HaaNeKalnm 06pa3omM, MOXKET CYXKUTb OlLyLLeHWe Tenna
NpW NerKOm NPUKOCHOBEHMM K BHELWWHe 060/104Ke 6ansioHa (KoHTeliHepa) B Xo4e HanoAHeHUs.

5.3.9. Kaxaplt 6annoH A0MKEH UMETb MapKMPOBKY U LBETOBOM Kod. Homep cepun u/vnun gata HanosHeHus, a
TaK¥Ke JaTa UCTEYEHUA CPOKA FOAHOCTM MOTYT ObITb YKa3aHbl HAa OTAE/NbHON 3TUKETKE.

6. KoHTpOb KavecTBa

6.1. KayecTBo BOAbI, UCNONb3YEMOM ANA NPOBEAEHMA UCMbITAHUA TMAPOCTAaTUMECKMM OaBAEHUEM, AONKHO
COOTBETCTBOBATb, MO MeHblUEA Mepe, KayecTBy MNWUTbEBOM BOAbl M MNOABEPraTbCA  MOCTOAHHOMY
MMKPOBNONOrMUYECKOMY KOHTPOJIIO.

6.2. MpoBeaeHWe WCMbITAHUA W BblAaya pPaspeLleHns Ha BbIMYCK KaXK4oro MeAMUMHCKOrO rasa AOJIXKHbl
OCYLLECTBAATLCA B COOTBETCTBMM C ero cneunduraumen. Kaabll MeaUUMHCKMIA Fa3 QO/MKEH UCMbITbIBAaTbCA HA
COOTBETCTBME BCEM HOPMATUBHbIM TpebOBaHMAM C WHTEPBAsNAMM, AOCTAaTOYMHbIMW ANA FAapaHTUM MNOCTOSHHOIO
cobnogeHns aTnx TpeboBaHMit.

6.3. Ha npoBeaeHune HanosHeHUs HepacdacoBaHHOrO rasa A0/IKHO BblaaBaTbca paspeweHue (5.2.12 aaHHoro
MpunoxeHus).

6.4. Ecnv oAMH MeOMUMHCKUI ra3 HAaNoHAETCA Yepe3 MHOTOUMMHAPOBBIN KOAIEKTOP, TO, NO KpalHel mepe,
OAMH 6annoH C rasom OT KaxAOoro HAMONHEHWUA Yepe3 KOJIJIEKTOP [OO0/IKEH NPOBepATbCA Ha NOAJMHHOCTD,
KO/IMYECTBEHHOE COAEP)KaHUE W, MPU HeobXOoAMMOCTM, Ha coAepraHue BoAbl MPU Kaxkaoh cmeHe 6GannoHoB
(KoHTeliHepoB) Ha KoNneKTope.

6.5. ECiv 0AMH MeANUMHCKKUIA ra3 HanosHAeTCA B 6annoHbl (KOHTeMHepbl) NyTeM MHAMBUAYAbHOW onepaumm
HanosIHeHWA, TO, MO KpailHel mepe, oAMH 6annoH (KOHTelHep) NpU KakAOM HenpepbiBHOM LMKIe HanoJIHeHUs
JOoMmKeH OblTb MpoBepeH Ha MOAJIMHHOCTb M KOJIMYECTBEHHOE coAeprkaHue. MNpumepom HenpepbiBHOrO UMKAA
HaMNOJIHEHMA ABAAETCA NPOU3BOACTBO B TEYEHME OLHON CMEHbl OAHUM U TEM }Ke NEePCOHANIOM C MCNONb30BaHMEM
ofaHoro obopyLoBaHUA 1 04HOM cepun rasa B 6ank-popme.

6.6. EChM MeAMUMHCKMI ra3 roToBMTCA NyTeM CMelluBaHus B 6annoHe (KOHTeWlHepe) AByx wuau 6onee
pa3/IMYHbIX ra3soB W3 OLHOFO M TOFO Ke pacnpesenuTeNbHOro KOJIZIEKTOPA, TO MPU KaXKAOM UMKNe paboTbl
KOJIIEKTOpa cneayeT UCMbITbIBaTb COAEPXKUMOE, KaK MUHUMYM, ogHoro 6annoHa (KoHTeliHepa) Ha NOANMHHOCTb U
KO/IMYEeCTBEHHOE COAEpPrKaHNE BCEX KOMMOHEHTOB Fa30BOM CMeCU U, NPU HEOBXOAMMOCTU, Ha CoAepKaHMe BOAbI U
NPaBWUIbHOCTb COOTHOLWIEHMA ra3oB B cMecu. Ecnn 6annoHbl (KOHTEMHepPbl) HAMOAHAKTCA MO OTAENbHOCTU, TO
KarKablit 6annoH (KOHTelHep) cnepyeT MCNbITbIBaTb HA MOAJMHHOCTD M KONMYECTBEHHOE COAeprKaHue Bcex
KOMMOHEHTOB ra30BOM CMeCU, M, KaK MUHUMYM, OAMH OaNnoH (KOHTEMHepP) M3 KaXKAOro HemnpepbiBHOTO LMKNA
HanoJIHEHMA - HAa NPABUIbHOCTb COOTHOLLEHMWA ra30B B CMECH.

6.7. Ecnv rasbl CMeLUMBAIOTCA Ha IMHMM Nepes HanoiHeHWeM (Hanpumep, CMecb oKcuaa as3oTa/Kucaopoaa), To
cnenyeT NPOBOAMTL MOCTOAHHDBIM aHA/IM3 HaMNoOIHAEMOMN CMecH.

6.8. Ecnn 6annoH (KoHTeliHep) HaMo/HAETCA HECKO/IbKMMM Fa3aMu, TO MNPOLECC HAMOJIHEHUA [OJIXKeEH
obecneymBaTb NPaBUIbHOE CMELLIMBAHWE ra30B B KaXKA0M BansioHe (KOHTeMHepe) U NONHYH0 FOMOTeHHOCTb CMECH.

6.9. Kaxkablii HANONHEHHbIN 6annoH (KOHTeMHep) Nnepes on1oMOMpoBaHMEM 419 KOHTPOIA NEPBOro BCKPbITUSA
OOJ/IKEH MPOXoAMTb UCMbITaHWE Ha FePMETUYHOCTb C MCMNO/Ib30BaHMEM COOTBETCTBYOLWEro metoga. CneayeT TakKe
NPOBOAMTL NPOBEPKY Ha repMETUUYHOCTb HaIOHOB (KOHTEHEPOB), U3 KOTOPbLIX OTOMpPannch NPobbI AN aHaN30B.

6.10. Ecan KpWOreHHbIM Fa30M HAMOMHAKTCA KPWOTreHHble cocyabl ANA MNOCTaBKM noTpebutenam, To
COAEPKMMOE KaXA0oro cocya cneayeT UCnbiTbiBaTb HA NOANMHHOCTb U MPOBOANUTbL €r0 KOIMYECTBEHHbIM aHaNun3.

6.11. He TpebyeTca otbupaTb Npobbl N3 KPUOTEHHbIX COCYA0B MOCAE UX HAMONHEHWUA B TOM C/ly4ae, eC/iv OHU
XpaHATCA y noTpebutene M NOBTOPHO 3aMOMHAKOTCA Ha MecTe M3 MNepenBUMMKHbIX LUCTEPH, MPU YCI0BUMU, 4TO
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KOMMaHWA, OCYLLEeCTBAAIOWAA HanoJHeHue,
npefocTaBNfeT aHaAUTUYecKMit nacnopT npobbl, OTO6paHHOW M3 TaKOM LMCTepHbl. KpuoreHHble cocyabl,
XpaHAwWmMeca y noTpebuteneld, cnedyeT NepuoAMYECKM WCMbITbIBaTb ANA MNOATBEPMKAEHMA COOTBETCTBUA MX
coaepknumoro dapmakoneriHbim TpeboBaHUAM.

6.12. He TpebyeTca coxpaHAaTb 06pasLbl cepuit NPoayKLMN, ECIU 3TO HE NPeayCMOTPEHO AOKYMEHTauuen.

7. XpaHeHue 1 BbINyck

7.1. HanonHeHHble 6annoHbl (KOHTEMHEPDBI) AO/MKHBI COAEpKaTbCA Ha KAapPaHTMHHOM XPaHEeHUW A0 BblAayu
paspelleHma Ha BbINYCK YNOJIHOMOYEHHbIM JIULLOM.

7.2. BannoHbl (KOHTElHEpPbI) C rasomM c/egyeT XPaHWUTb B CrelMasbHO OTBEAEHHOM MecTe, 3alMLEeHHOM OT
BO3AENCTBMA 3IKCTPEMaA/bHbIX TemMnepaTyp. 30Hbl XPaHEHUA [OMKHbI  OblTb  YMCTbIMM, CYXMMM, XOPOLUIO
NPOBETPUBAEMbBIMA M B HWUX HE [OO/KHbI XPaHUTbCA TOpPHOYME MaTepuasbl C LUEeAbld COXpaHeHua 6annoHos
(KOHTeliHepOoB) YNCTbIMM K MOMEHTY UX UCMONb30BaHUA.

7.3. MNopAfOK XpaHeHUA [OO/KEeH MNpesycMaTpuBaTb pasfefibHoe XpaHeHue 6annoHoB (KOHTeMHepoB) c
Pas3fINYHBbIMK Fa3aMu, HAMONHEHHbIX U NYCTbIX 6aNNOHOB (KOHTEMHEpPOB), a TakKe obecneumBaTb NOPAAOK 060poTa
3aMacoB COrNacHoO oYepesHOCTM NOCTYNAEHMA NPOAYKLMN HA CKNag ("nepBbiM NOCTYNWUA - NepBbIM BblgaH").

7.4. Bo Bpema TpPaHCNOPTUPOBAHMA Tra30Bble OaANNOHbI (KOHTEMHepbl) AOMKHbI ObiTb 3alUMLEHbl OT
HebnaronpuATHLIX YCNOBMIA OKpyKalowen cpeapl. [NA ra3oBblX CMeceil, B KOTOPbIX NPU 3aMopaxKkMBaHWUU
NpoucxoauT pasaenerue das, fL0NKHbl ObiTb 0becneyeHbl 0cobble YCI0BUA XPAaHEHWNA U TPAHCMOPTUPOBAHMUS.

TepmuHbl N onpepeneHna

BannoH (cylinder): TpaHCNOPTUPYEMbINA KOHTEMHEP BMECTUMOCTbIO He 6onee 150 N BoAbl, HaXoAALLMICA NoOA,
nasneHnem (ana ueneit gaHHoro MpunoskeHus).

MpumeyaHne - B Hactosawem [punoxeHun onpegeneHve 6annoH nogpas’ymeBaeT B COOTBETCTBYHOLLEM
KOHTeKCTe noHATue "cBaA3Ka 6annoHoB" (ynakoBka).

a3 (gas): BelecTBo UM CMech BellecTs, KoTopble npu aasneHun 1,013 6ap (101,325 kMNa) u Temnepatype 15
°C Haxo4ATCA NOJIHOCTbIO B ra3oo0bpasHOM cocToAHUM uau npu 50 °C gaBneHune napos npesbiwaet 3 6ap (300 KMa)
(1ISO 10286:1996. Gas cylinders - Terminology. Bilingual edition).

30Ha (area): 4acTb NOMeLLLEHUA, CNEeLMANbHO BblAeNEeHHAsA AN MPOU3BOACTBA MEAULMHCKMX Fa30B.

UcnbiTaHne ruapocTatvyeckum gasneHuem (hydrostatic pressure test): ucnbiTaHue, NPOBOAMMOE C LLE/bIO
obecneyeHns 6e30nNacHOCTM B COOTBETCTBUM C TPEOOBAHUAMM HAUMOHA/bHbIX U MEXAYHapOAHbIX HOpM AAs
NPOBEPKM TOFO, YTO HANNOHbI UM pe3epByapbl MOTYT BblAEPKaTb BbICOKME AaBNEHUS.

KnanaH ypeprkaHWsa ocTaTodHOro pgasneHua (minimum pressure retention valve): KnanaH, CHaGXKeHHbIN
obpaTHOMN cuUcTeMON, MNoAadeprKMBalOLWLEN onpeneneHHoe paBneHne (okono 3 - 5 6ap Bblwe aTtmochepHoro
OaB/IeHUsA) U NPeAOTBPALLAIOLLLEN 3arpsA3HEHME KAamnaHa NpU UCNO/Ib30BAHUN.

KoHTeliHep (container): KpuoreHHblA cocyn, unctepHa, 6ak, 6annoH, cBszka 6annoHOB uUau nobas apyras
yNaKoBKa, KOTOpas BCTYNAeT B HEMOCPEACTBEHHbIA KOHTAKT C MEANLMNHCKMM FasoMm.

KpuoreHHbIN ras (cryogenic gas): ras, Kotopbliii npu gasneHmm 1,013 6ap cxuKaeTcs nNpu TemnepaType HUxe
muHyc 150 °C.

KpuoreHHbIn cocyn (cryogenic vessel): cTauMOHapHbIA MAM NEPEHOCHOW TEPMMYECKM W30AMPOBAHHDIN
KOHTeMHep, CKOHCTPYMPOBAHHbLIA AR XPAHEHWUS CHUMKEHHbIX MW KPUOTEHHbIX ra3oB. M3 KpuMoreHHoro cocyaa ras
oTbuMpaeTca B ras006pasHOM UM KULKOM COCTOSHUM (oA Lenei aaHHoro MpunoxkeHwus).

MaKcManbHbIA TEOPETUYECKUA OCTaTOYHbIM ypoBeHb Npumecu (maximum theoretical residual impurity):
npMMech rasa OT BO3MOMKHOIO Mpeablaylwero 3arpA3HeHus, ocTaBlanaca B HannoHax nepes HanojHeHWeM nocne
npegsapuTenbHon 06paboTKu.
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MpumevaHue - Bbiuncnenue
MAKCMMa/ZIbHOIO TEOPETUYECKOTO YPOBHA NMPUMECU MMEET 3HAYEHUE TONbKO ANA CXKaTbIX FA30B B NPEANO0XKEHUN,
YTO 3TM rasbl BeAyT cebs Kak naeasbHble.

MeauumHcKui ra3 (medicinal gas): ntoboit ras uam cmecb rasos, NpegHasHayYeHHble A1 BBegeHNA 60bHbIM B
TepaneBTUYECKUX, AMATHOCTUYECKMX WAM NPOPUNAKTUYECKUX Lenax [AAA OKasaHuA ($apMaKoJ/iIorMyeckoro
BO3AENCTBMA U Knaccuduumpyemble Kak 1eKapCTBEHHbIE CPeaCTBa.

HepacdacosaHHbili ras (bulk gas): nwboi ras, npegHasHayaemblh AN MeAMLMHCKOrO MCMOAb30BaHMUA,
KOTOPbIV NpoLles BCe TEXHONOMMYECKME CTaAMM, 32 UCKNIOUYEHMEM CTaANM OKOHYATEIbHOM YMaKOBKM.

O6paTtHbIt KnanaH (non-return valve): KnanmaH, KOTopblii MO3BOJIAET MOTOKY MPOXOAMTb TOJIbKO B OZHOM
HanpaB/ieHMM.

OTKaumBaTb (evacuate): yaansTb OCTaTOYHbIN ra3 U3 KOHTEMHEPA C NOMOLLbIO BaKyyMa.

MpoaysKa (purge): onepauus No onopPoXKHEHUIO 1 NPOYUCTKe HansoHa:

- MeTogoM cbpoca M OTKaYMBaHUA UK

- MeTogom cbpoca, YacTUYHOro CO34aHWA WM3BbLITOYHOrO [AaB/EHWA pPaccMaTpMBAaeMbiM FasoM W €ero
nocaeayowmm cbpocom.

PacnpegenutensHbit Konnektop (manifold): obopyaoBaHMe uAM yCTPOMCTBO, CKOHCTPYMPOBaHHble AAA
0[HOBPEMEHHOIO OMOPOXKHEHWNA UAN HAaNOJIHEHWUA Fa30M O4HOro MaK 6oaee KOHTEMHEPOB.

Pesepsyap (tank): cTauMoHapHbIM KOHTEHEP AN XPAaHEHUA CHKUMKEHHOTO UM KPUOTEHHOrO rasa.

Cépoc (blowing down): cbpoc gaBneHus 4o aTMoCcPepHOro 3HaYeHUs.

Cesizka 6annoHoB (cylinder bundle): cbopka KecTKo 3aKpensieHHbIXx B Kapkace 6annoHoB, KOTopble
NoAcCoeAMHAIOTCA K pacnpeaenuTeNbHOMY KONNEKTOPY, TPAHCNOPTUPYIOTCA M MUCNOb3YIOTCA Kak OA4MH B10K.

CKaTblii ra3 (compressed gas): ras, KOTOpbIi NpWM HAMOAHEHUW MNOJ [aBJAEHMEM OCTaeTcA MOJHOCTbIO B
rasoobpasHom Buae npu Temnepatype muHyc 50 °C (ISO 10286).

CxkukeHHbIN ra3 (liquified gas): ras, KoTopblli NpyM HAaMOAHEHWUWU NOJA, LABNAEHUEM HaxoAuTcA B AByX(pasHOM
COCTOSIHMM (ra3 Hafg XUAKOCTbO) Npu TemnepaType muHyc 50 °C.

YcTaHOBKa pasgeneHuns Bosayxa (air separation plant): yctaHoBka gia ot6opa aTmocdepHOro Bosayxa 1 ero
pasfaeneHns MyTeM OYUCTKU, GUALTPALMM, CHKATUA, OXNANKAEHUA, CHUKEHUA U OUCTUANALMM Ha rasoobpasHbii
KMCIOPOA, a30T M aproH.

LUucrepHa (tanker): nepeaBukHON KOHTEMHEP ANA XPAHEHUA CHUKEHHOTO UM KPUOTEHHOTO rasa.
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NHdpacTpykTypa MHHOBaL WA

MpunokeHue 7
NMPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB U3 PACTUTE/IBHOIO CbIPbA
Obuwme nonoxeHmn

JlekapcTBeHHble CpeacTBa M3  PacTUTENIbHOTO CbipbA  MMEIOT CAOMKHYI0 npupogy W pasHoobpasHble
XapaKTEPUCTUKN, B CBA3M C YEM MPU UX NPOU3BOACTBE OCOBYIO POSb UrpaeT KOHTPO/b MCXOLHbIX MAaTepuasnos,
YCNOBUIA XpaHeEHMA N nepepaboTKu.

NcxoaHbIMM MaTepuanamu npu NpPousBOACTBE IEKAPCTBEHHbIX CPeACTB U3 PACTUTENIbHOTO Cbipbs <*> moryT
6bITb HeObpPaboTaHHbIE PacTeEHUA, PACTUTENbHOE Cbipbe <**> nan npomexkyTouHble NPOAYKTbl. PacTuTenbHoe cbipbe
OOJ/IKHO MMeTb Tpebyemoe KayecTBO M COMPOBOXKAATbCA OOKYMEHTauMen ANA NpoM3BOAUTENA MPOMENKYTOYHbIX
NPOAYKTOB M JIEKAPCTBEHHbIX CPeACTB M3 PaCTUTENbHOrO CbipbfA. Oas Toro ytobbl ybegutbca B OAHOPOAHOCTU
COCTaBa PACTUTENIBHOIO CbipbA, MOXET noTpebosaTbca 6onee noapobHaa nHGopmauma o cnocobe ero noayydeHus
(BblpawmBaHus). BarxkHbiMM GAKTOPAMM, BAUAIOLLMMM HA KAYeCcTBO PacTUTE/IbHOMO CbipbA, ABAAIOTCA BbIOOP CEMSH,
yCcNnoBuA BblpawMBaHuAa M cbopa. 9T aKTopbl MOryT OKasaTb BAMAHWE HA CTAabWAbHOCTb FOTOBOIO MPOAYKTa.
PekomeHZauMM B OTHOWEHMU CUCTEMbl obecneyeHMA KayecTBa MPM BblPALLMBAHUM WM 3aroTOBKE PaCTEHWUIA
npueeaeHbl B pykoBoactBe HMPC <***> "PyKkoBoACTBO NO BbIpaliMBaHWIO M CHOPY MCXOAHbIX MaTepuanos
pacTutenbHoro npoucxoxaeHunsa" (Guideline on Good Agricultural and Collection Practice for starting materials of
herbal origin).

<*> #B paHHOM [PUNOKEHUW MOL NEKAPCTBEHHbIM CPEACTBOM M3 PACTUTENbHOMO CblpbA MOHMMAOTCA U
TPAAMUMOHHbIE NEKAaPCTBEHHbIE CPEeACTBA M3 PACTUTENBHOIO CbiPbSA.

<**> TepMmuHbl gaHbl no Aupektmuse 2004/24/EC ot 31 mapTa 2004 r., gonoaHawwen Aupektusy 2001/83/EC o
JIeKaPCTBEHHbIX CPeACTBaX A1 UCNO/Ib30BaHUS Ye/I0BEKOM B OTHOWEHMM TPAAMLMOHHBIX IEKAPCTBEHHbIX CPeacTB
M3 PacTUTENIBHOIO CbIpPbS.

PactutenbHoe cbipbe (Herbal substances) - B ocHOBHOM, Lenoe, pasgeneHHoe 1 pa3pe3aHHOe pacTeHMeE, YacTu
pacTeHWs, MOPCKUX Bogopocnen, rpmbos, NMWANHUMKOB B HeobpaboTaHHOM, 0ObIMHO BbICyLWEHHOM ¢dopmMe, HO
MHOTZa U B CBEXem BuAe. HekoTopble aKccyaaThl (BblAeNeHUA) U3 PacTeHW, KOTOpble He MPOLWWIW CreLmaibHyo
06paboTKy, TaKKe OTHOCATCA K PacTUTENIbHOMY Cbipblo. B HAMMEHOBaHUKM PacTUTENBbHOTO CbipbA AOXKHbI 6bITb TOYHO
yKa3aHbl UCNO/Ib3yemMas YacTb PacTeHMNA U BOTaHNYECKOe HaMMEHOBaHWeE N0 BUHOMUHANBHOW cUCTEME.

MpOoMesKYTOUHbIA NPOAYKT M3 pacTuTesibHoro cbipbA (Herbal preparations) - npogyKT, NoONyYyeHHbIV NyTem
nepepaboTKM PacTUTENBHOIO CbipbA, HaNPUMEP, IKCTPAKLMEN, NEPEroHKON, OTXKUMOM, pasaesieHMemM Ha ppakuumy,
OYUCTKON, KOHLEeHTpauuen mnn depmeHTaumen. K npomexyTouyHbIM NPoAyKTaM OTHOCATCA WM3Me/SIbdeHHOEe WK
npeBpaLLeHHOe B NOPOLIOK PaCcTUTENIbHOE Cbipbe, HACTOMKM, SKCTPAKTbI, 3PUPHbIE Mac/a U BELLEeCTBa, BblAe/IeHHbIe
B NpoLecce nepepaboTku.

<*¥*¥%*> HMPC - KOMUTET MO JIeKapCTBEHHbIM CPeACcTBamM M3 pacTuTenbHoro cbipbs (Committee on Herbal
Medicinal Products) EBponeiickoro areHTcTBa no JiekapcTeeHHbIM cpeacteam (EMEA - European Medicinal Agency)#.

[daHHoe TlpunoxeHWe pacnpoCTPaHAETCA Ha BCE MCXOAHble MaTepuasnbl PacTUTENbHOTO MNPOUCXOMKAEHUA:
NeKapcTBeHHbIe PacTeHUA, PacTUTE/IbHOE Cbipbe U MPOMEKYTOUHbIE MPOAYKTbI U3 PACTUTEIbHOIO ChipbA.

NnntocTpauma NpMMeHeHMs HacToAlero cTaHgapTta (npasun GMP) K Npov3BoACTBY IeKapCTBEHHbIX CPeACTB U3
PacTUTENbHOrO CbipbA NpuBeaeHa B Tabanue <*>.
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HOPACTPYKTYPa MHHOBALWIA

<*> NlaHHaA Tabauua getanusmpyeT Tabaunuy 1 yactv Il B OTHOWEHUM PACTUTENBHOIO CbipbA.

Cragua npomsBoAcTBa MNpaBuna BblpawmnBaHMA u cbopa Yactb Il Yactb |
pacteHun (GACP) <**> CTaHAapTa CTaHpapTa

BbipawuBaHue, c6op 1 3aroToBKa pacTeHui,
MOPCKMX BOAOPOCNEN, rPU60OB U
NINWANHUKOB M cbop aKccyaaToB
(BbloeNneHun)

Pe3Ka 1 cylwKa pacTeHuid, Bogopocnen,
rpuboB, NMWaNHNKOB M 3KCCYAaToB
(Bbloenexnn) <1>

OT}KMM M3 pacTeHuii U NeperoHKa <2>

N3menbueHne, nepepaboTka akccyaaTos,
3KCTPAKLUMA U3 pacTeHUN, pa3gefieHne Ha
bpaKkumuK, o4UnCTKa, KOHUEHTPALMA UK
depmeHTauma cybcTaHumii U3
PacTUTENBHOTO CbIPbS

HanbHelwan nepepaboTka B
roTOBYIO NPOAYKUMIO, BKNKOYAS
yNaKoBbIBaHWeE rOTOBOTO
NleKapCcTBEHHOTO CPeacTBa

MpumeyaHue - KnaccudmKkauma McxoaHblx matepmanos no GMP 3aBUCUT OT UX UCMO/Ib30BaHUA NPOU3BOANUTENEM
NleKapcTBEHHOTO cpeacTBa. MaTepuan MOXKeT 6bITb KNaccMULMPOBaH Kak akTMBHaA dapmMaueBTUYECcKasn
cybCTaHUMA, NPOMEKYTOYHbIN UM FOTOBbIN NPOAYKT.

OTBETCTBEHHOCTb 33 KJacCMOUKALMIO HECET NPOM3BOAUTE/b IEKAPCTBEHHOIO CpeaCcTBa.

<1> MNpowussoguTenb AoMKeH yoeamTbea, YTO 3TU CTagUM COOTBETCTBYIOT TPEOOBAHUAM, YCTaHOBAEHHbBIM NPU
rocyapCTBEHHOM perncTpaumn. Ansa ctaami, BbINoJHAEMbIX B NOJIEBbIX YC/10BUSAX (B COOTBETCTBUM C YKAa3aHHbIMU
BblLle TpeboBaHMAMM), CAeayeT, NPU HeEOBXO0AMMOCTH, PYKOBOACTBOBATLCA [paBmMaamum BbipalmeaHmsa u cbopa
pacteHuit (GACP). Ha nocnegylowmx cTagusax pesku 1 CyLIKK cneayeT pyKoBOACTBOBaTbCA NpaBuiamm GMP.

<2> DKCTPAKLMIO U3 PACTEHUN U AUCTUNNALMNIO, ECIM OHU BXOAAT B NepeyeHb 3aroToBUTE/IbHbIX onepaumii 4na
obecneyeHns cOOTBETCTBMA NPOAYKLMM TpeboBaHMAM cneunbuKaumin, AONYCKAeTCca NPOBOAUTL B MOJIEBbIX
ycnosusx. Mpu aTom pacTeHma JOMKHbI ObITb BblpalLleHbl B COOTBETCTBUU € TpeboBaHMAMKM GACP. 3To gonyckaeTtcsa
B UCK/IIOUUTE/IbHbBIX C/TYYasaX U AOXKHO OblTb OTPaXKeHo B TpebOBaHUAX, YCTaHOBAEHHbIX MPU rOCYAapCTBEHHOM
perucTpaumu. [1na onepaunii, BbINOIHAEMbIX B MOAEBbIX YCNOBUAX, AOMKHO ObiTb 06ecneveHo BeaeHme
[OKYMEHTaLMN, KOHTPOIb W aTTecTaums B COOTBETCTBUM ¢ TpeboBaHuaMU GMP. KoHTpoanpytowme opraHbl MoryT
OCyLLEeCTBAATb HAA30p 33 STUMM Onepaunamu.

<**> 0Ony6iMKoBaHbl EBponeiickum AreHTCTBOM Mo JIeKapCTBeHHbIM cpeacTeam (EMEA).
MomeleHuns n obopynoBaHue
CKNnaackue 30Hbl

1. PactutenbHoe cbipbe cnegyetr XpaHWUTb B OTAE/bHbIX 30HAX. DTN 30Hbl O0/KHbI 6bITb 3almuleHbl OT
NMPOHUKAHMUA B HWUX HACEKOMbLIX WU XWUBOTHbIX, ocobeHHo FPbI3YHOB. Cne,u,yeT npegycMmoTpeTtb Mepbl NpoTUB
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pacnpocTpaHeHua *KMBOTHbIX "
MUKPOOPraHM3MOB, MPUBHOCUMbBIX C PACTUTE/IbHbIM CbIPbeM, AAA NpeaoTBpalieHua depmeHTauuMmM WMAM pocTta
NnneceHn, a TaKKe MPOTUB NEPEeKPecTHOro 3arpAsHeHuA. KapaHTMHHOE XpaHeHue MOCTYNMBLUEro pPacTUTEeNbHOro
CbIpbA U AONYLWEHHOIO K MCNO/b30BaHUIO AO/IKHO ObITb OPraHM30BaHO B Pa3/INYHbIX BbIFOPOXKEHHbIX 30HAX.

2. 30Hbl XpaHeHWUA [OO0KHbI XOPOLWO npoBeTpuBaTbCA. [lOpAAOK pasmMmeleHUA YNaKOBOK He [O0NXKeH
NpenATCcTBOBaTb CBOOOAHOM LMPKYAALMM BO3AYXA.

3. Ocoboe BHUMaHWe cnepyeT yaenatb OOCAYKMBAHUIO WM UYMCTOTE CKAALCKUX 30H, B KOTOPbIX MOMET
0b6pa3oBbIBaTLCA Mbl/ib.

4. AnAa XpaHEeHUA pacTeHUI, SKCTPAKTOB, HAaCTOEK M APYron NpoayKuum moryT notpeboBatbcs ocobble ycnoBus
Mo B/IAXKHOCTU, TEMNEPATYPE U OCBELLEHHOCTU, KOTOPble He0bxoaMMo obecneynTb U KOHTPOJIMPOBATb.

MponssoacTBeHHAA 30Ha

5. Mpwn otb6ope npob, B3BEWMBAHMM, CMELUMBAHUM U APYIUX TEXHONOTMYECKUX OMepaumax C pacTUTENbHbIM
CbIPbEM U MPOMENKYTOUYHbIM MPOLAYKTOM, COMPOBOXAAMLMXCA MblieobpasoBaHWeM, cneayeT NPUHUMATL 0cobble
Mepbl N0 MNOAAEPKAHUIO YMCTOTbI, @ TAKKe MO NPefoTBPALLEHMIO NEPEKPECTHOro 3arpAasHeHusa (yaaneHue nbinu,
BblAe/IeHNE CrneLManbHbIX MOMELEHUIA 1 T.N.).

O6opynoBaHue

6. Mcnonbayemoe B TexHo/OrMYeckom npouecce obopyaoBaHve, GUAbTPYIOLWME MaTepuanbl U NpP. AOMKHbI
6bITb COBMECTMMbI C PACTBOPAaMM 3KCTPAKTOB, YTOBbl He AONYyCTUTb BblAe/eHWe M HexkenaTenbHylo abcopbumio
BELLECTB, KOTOPbIE MOTYT OKa3aTb B/MAHME HA NPOAYKT.

JoKkymeHTaumaA
CneumdmKaunmM Ha UCXOLHbIE MaTepUansl

7. NpoussoanTenn NeKapCTBEHHbIX CPEACTB U3 PACTUTE/IbHOTO CbiPbs AO/IKHbI y6eanuTbca B TOM, YTO OHM
MCMO/Ib3YIOT TO/IbKO UCXOZHbIE MATepUasbl PAaCTUTENbHOTO NMPOUCXOXKAEHMSA, COOTBETCTBYIOWME TpeboBaHuaM GMP
1 TpeboBaHUAM, YCTaHOBNEHHbIM NPWU FOCYAapCTBEHHON perncTpaumm.

Cnepyet B MNoMHOM 06beme BEeCTM [AOKYMEHTAUMIO O MNPOBEAEHWW ayAMTOB TMOCTABLMKOB MCXOLHbIX
MaTepraNoB PACTUTE/IbHOTO MPOUCXOMKAEHUSA, BbIMOJHEHHbIX NPOU3BOAMTE/IEM JIEKAPCTBEHHOTO CPEeACTBA WU MO
ero nopyyeHuto. KOHTPO/IbHbIN aHaM3 aKTUBHbIX CYOCTAHLMI MMEET UCKIOUYUTE/IbHO BaKHOE 3HAYEeHUE B OLLEHKe
KauyecTBa MCXOAHbIX maTepuanos. MNponsBoamTenb A0MKeH ybeanTbesa, YTO NOCTABLLMKM PACTUTENbHOMO CbiPbA UK
NPOMEXKYTOUYHOW NPOAYKLUMU U3 NEeKapCTBEHHOMO CbipbA BbINOAHAIOT TpeboBaHuA MpaBua BbipawmeaHua n cbopa
pacteHnin (GACP).

8. MomMUMO JaHHbIX, NPUBEAEHHbIX B HacToAwem cTaHgapTe (4Yactb |, pasaen 4), B cneundukauumn Ha
pacTUTeNbHOE Cbipbe M MPOMEKYTOUYHbIE NPOAYKTbI, MCMO/Ab3yemMble ONA MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB,
cneayeT BKAOYaTh:

- 6MHOMMHaNbHOE HaMMEHOBaHWe, nNpMHATOe B 6OOTaHMKe, C YyKasaHMem, npu HeobxoAMMOCTH,
COOTBETCTBYIOLWErO KnaccudumkaTopa (Hanpumep, "Knaccudpukatop pacteHuin n xneoTHbix" Kapna JInHHes); gpyryto
MHdOopMaUmio, HaNnpUmep, HAMMEHOBAHME KY/IbTYPHOTO COPTa PACTEHUA U Ero XEMOTUMNYECKYHO Pa3HOBUAHOCTD;

- NnogpobHylo MHPOPMaLMIO O MPOMUCXOXKAEHUM pacTeHMA (CTpaHa MAW MECTHOCTb, M MPU HeobXxoaAMMOCTH,
Ky/bTypa, BpemMs M cnocob 3aroToBKM, UCNOJIb30BaHME NECTULMAOB, BOSMOXHOCTb 3arpA3HeHUn PagnoaKTUBHbIMU
BELLECTBAMM U T.4.);

- YKa3aHue 06 MCNoNb30BaHUM BCErO PAcTEHMUS WM TOIbKO €ro YacTtu;

- AHHbIE O METOAE CYLIKW, eC/IU UCMO/Ib3YIOTCA BbICYLLUEHHbIE PacTeHUS;

- OMMCaHWe PacTeHws, a TaKXKe AaHHble ero Makpo- U MUKPOCKOMUYECKOTO UCCEA0BaHWI;
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- pesynbtaTbl  WUCAbITAHWA  Ha
NOA/NIMHHOCTb, B T.4. UCMbITAHWUA HA MNOAJMHHOCTb WM3BECTHbIX aKTUBHbIX MHIPeAUEHTOB WUaM MapKepoB. Cnepyet
NpoBecTM crneumanbHble TecTbl, eC/IM BO3HWKAET nogo3peHue o dpanbcuduKaumn UamM nogmeHe NeKapCTBEHHOTO
CbipbA; ANA onpeneneHns NogAMHHOCTU HeoHBX0AMMO MMETb COOTBETCTBYHOLLME 06pasLLbl CpaBHEHUS;

- BNAXKHOCTb PaCTUTENIbHOTO Cbipbs, ONPeE/IEHHYI0 B COOTBETCTBUM C HOPMATUBHBIM AOKYMEHTOM <*>;

- MO BO3MOMHOCTW, OMUCAHME OCHOBHbIX MHIpeamMeHToB, 061a4at0WMX YCTAHOBAEHHOM GapMaKoNOrnMYecKoi
AKTUBHOCTbBIO, I MAPKEPOB;

- MeToAbl OMnpeaeneHna COAEep!KaHMA NecTUUMOOB M UX AONYCTUMblE KOHUEHTpPALMM B COOTBETCTBUM C
HOPMaTUBHLIMW LOKYMEHTAMM WU, NPU UX OTCYTCTBUMW, aTTECTOBAHHbIM METOAOM, EC/IN HE NPeAyCMOTPEHO MHOEe
<KES,

- UCMbITAHMSA Ha 3arpsAsHeHne rpnubamm n/mnm baktepmamm (8 T.4. apNaTOKCMHAMM, APYTMMU MUKOTOKCUHAMM U
necT-uHdecTaumHamm) U npegenbHble 3HaYeHUA AOMYCTUMOTO 3arpA3HEHUS;

- UCMbITAaHMA Ha COAEPKaHNE TOKCMYHbBIX METANN0B U APYIMX BO3SMOXKHbIX MOCTOPOHHMX NpUMeceit;

- UCMbITAaHMA Ha BKAOYEHNE MHOPOAHbIX MaTEPUANOB;

- Apyrve BUAbl KOHTPO/IA B COOTBETCTBUM C HOPMATUBHBIMU AOKYMEHTAMM <***>,

<*>#B npasunax GMP EC yka3saHo "B cooTseTcTBuM ¢ EBponeiickoit Papmarkoneein”.

<**> B npaBunax GMP EC ykasaHo "B cooTBeTcTBUM C EBponelickoit ®apmakoneen”.

<***> B npasunax GMP EC yka3aHo "B COOTBETCTBUW C 0BLLEH AN CNeunanbHOW CTaTbeld Ha pacTuUTeNbHoe
cbipbe EBponelickoit ®apmakonen"#.

Noban obpaboTKa, obecneunBatoLlan YyMeHbLIEHWE 3arpA3HEHN rpnbamm, 6akTepusmm n Np., 4ONXKHA ObiTb
odopmaeHa LOKYMEHTaNbHO W BKAlOYaTb B ceba noapobHyto MHbopmaumio o npouecce 06paboTKM, NPOBOAMMBIX
UCMbITaHUAX U NpeaenbHbIX 3HaYEHUAX OCTAaTOYHOTIO 3arpAsHeHNA.

TexHonornyeckme MHCTPYKLMK

9. TexHONOrMYecKne WMHCTPYKLUMM [O/KHbI COAEpXKaTb OMMCaHWe Pas/INYHbIX onepauuin, NPoOBOAMMBIX C
pacTUTeNbHbIM CbipbeM (OYMCTKA, CylKa, M3MesbYeHMe, NpocemMBaHWe U Mp.), a TakXe JaHHble O BPEeMEHW U
TemnepaType CyWKWU U MEeToAax, UCMNO/b3yeMblX A/A KOHTPOAA pPa3mepoB GparMeHTOB MM 4vacTul. OHM TaKxke
[OJIXKHbI cofepKaTb ONMcaHMe METOLO0B YAANEHMSA NOCTOPOHHMX MaTepuasos (Hanpumep, NpocemBaHne u np.).

10. Ocoboe BHMMaHMe cneayeT obpaTUTb HA Ha/MuYME WMHCTPYKLMIA U MPOTOKO/IOB, YAOCTOBEPAOLIMNX, YTO
KarK[an ynakoBKa TWaAaTe/bHO OCMOTPEHa Ha npeamMeTt onpeaeneHna danbcuduKkauum, NoAMeHbl AN NPUCYTCTBUA
MOCTOPOHHMX BELLECTB (YacTWL, MeTaNNa UAKN CTEKNA, OCTAaTKOB UM IKCKPEMEHTOB KMBOTHbIX, KAMHEM, Necka v T.4.)
WU CNepoB rTHUEHNA UK PA3NIOXKEHMA.

11. TexHONOMMYECKME MHCTPYKLMM AOMKHbI TaK¥Ke COAepKaTb NOPAAOK Mau cnocob yaaneHuUAa NOCTOPOHHMUX
BELLECTB WU METOAbl OYUCTKM (0TOOpa) pacTUTENbHbIX MATEPUANOB A0 MOMELLEHUA PACTUTENbHOTO Cbipbs Ha
XpaHeHWe nnaun Ao Havyana npons3BoACTBa.

12. VHCTPYKUMKM NO NPUTOTOBNIEHUIO AOJ/IKHbI COAEPXKATb NOAPOOHOE OnucaHWe PacTBOpPUTENEN, BPEMEHU U
TeMnepaTypbl 3KCTPAKLUUN, CTaAMIN KOHLLEHTPaUUKN U MeToA0B paboTbl.

KoHTponb KayecTBa

OTt6op npob

13. Tak Kak HeobpaboTaHHOE /IeKapCTBEHHOE Cbipbe MNOJYYaloT M3 OTAE/IbHbIX PaCTeHWUI, OHO ABAAETCA
HeoaHopoaHbiM. OT6Op NpPob AO0MKEeH NPOBOAMTL cheumanbHO Ob6yyeHHbI nepcoHan ¢ cobaogeHnem ocobolt

NPeaoCTOPOXKHOCTU. [MOANMHHOCTD KaXkAoW CcepuM NpPoAyKUMM AO0/BKHa 6biTb NoATBEpXAeHa OTAe/bHbIM
AOKYMEHTOM.
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14. CnepyeT COXpaHATb KOHTPO/IbHbIE
06pasLbl pacTUTEZIbHOrO MaTepuana, 0COBEHHO eC/iM PAaCTUTENIbHOE CbiPbe HE OMMCAHO B HOPMATUBHbIX LLOKYMEHTAX
<*>, [pn U3roToBAEHNN NOPOLLKOB CNEeAYET COXPAHATb 06pa3Lbl HEPA3MONOTOrO PACTUTEIbHOIO MaTepuana.

15. MepcoHan, BbINONHAIOLWMIA KOHTPOJIb KAa4ecTBa, A0/IKEH UMETb CNeLnanbHyo NoAroTOBKY U ONbIT paboTbl ¢
pacTUTENbHbIM CbipbeM, MPOMEXYTOUYHbIMW MPOAYKTAMU WU NIEKAPCTBEHHbIMW CPeACTBaMU U3 PacTUTENIbHOro
CblpbA A4NA NPOBEAEHMA UCMbITaHWUI NOCTaBAAEMOro PacTUTENbHOIO CbiPbA Ha NOAJMHHOCTL M HanuymMe NPUMecen,
BbIAB/IEHUA POCTa KOJIOHMI rpnbOoB, 3apaykeHuns napasmTamm, HeO4HOPOLHOCTU U T.M. B MOJNYYEHHOM Cbipbe.

16. NoANMHHOCTb M KAYeCcTBO PACTUTENIbHOTO CbIPbA, MPOMEMKYTOUHbIX NMPOAYKTOB U N1EKAPCTBEHHbIX CPEACTB U3
PacTUTENIbHOTO CbIPbA AO0JIKHbI KOHTPO/IMPOBATLCA B COOTBETCTBUM C HOPMATUBHOW JOKYMEHTALMEN <**>,

<*> #B npasunnax GMP EC ykasaHo "ecnu oHo He onucaHo B EBponeiickoit ®apmakonee n ®apmakonee cTpaHbl
- yneHa EC.

<**> B npasunax GMP EC yka3aHO Ha Heo6XxoaAMMOCTb cOOTBETCTBMA EBpONneickomy pyKoBOACTBY MO KayecTsy
N cneunduKaumMaM Ha NEeKapCTBEHHble CPeACTBA M3 PACTUTE/IbHOTO CbipbA M TPAAMLMOHHbIE JIEKAPCTBEHHbIE
cpeacTBa M3 pacTUTE/IbHOTO CbipbAa U, NPy HeobxoanmocTu, EBponeickoin dapmakoneet.
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MpunnorkeHune 8
OTBOP MPOB MCXOAHbIX M YNAKOBO4YHbIX MATEPUATIOB
Obuwme nonoxeHmn

Otbop npob sBnsieTca BaXXHOW onepauuen, Npu KOTOpoh bepeTcs TOMIbKO Masias 4aCTb MaTepuasios,
npeaHasHayeHHbIX A41a NPOM3BOACTBA BCEM cepum npoayKumu. HenpepactaBuTesnbHas npoba He no3BondeT AaTb
rapaHTMPOBaAHHOE 3aK/YeHne O KayecTBe Bcel cepuu. MpaBuabHbIM 0TOOP Npob ABNAETCA OAHMM M3 OCHOBHbIX
KOMMOHEHTOB CUCTEMbI 0becnevyeHns KavyecTsa.

MpumeyaHune - MNopagok otbopa npob npuseaeH B 6.11 - 6.14 HacToAwero crtaHgapTa. B HacToswem
MpuaoxxeHUn npuBeaeHbl A0NO/HUTENbHbIE YKa3aHMA No oTbopy Npob MCXOAHbIX U YNAaKOBOYHbIX MaTepUasios.

MepcoHan

1. NepcoHan, 3aHMMaloLWMnca oTbopom Npob, Jo/MKEH NPOXOANUTL HaYa/lbHOE U CUCTEMATUUYECKOE NOBTOPHOE
obyueHue no Bonpocam oTbopa nNpob. Mporpammbl 06y4eHUA AONKHbBI BKAKOYATb B cebs:

- nopAAoK oTbopa nNpob;

- MUCbMEHHbIE MHCTPYKLMKM No oTbopy npob;

- meToAabl U 060pyaOBaHUE, UCNOIb3yemble Npu oT6ope Npob;

- MeToAbl NPeAO0TBPALLEHMA NEPEKPECTHOTO 3arpaAsHeHns;

- Mepbl NPEAO0CTOPONKHOCTU NPU paboTe C HeCTabUAbHLIMU U/UAN CTEPUIBbHBIMM BELLLECTBAMU;

- OUEHKY BHELWHEro BMAa MaTepmanos, YNakoBOK N STUKETOK;

- NOPAAOK AOKYMEHTa/IbHOIro opopmMIeHNa NobbIX HeNpeaBUAEHHbIX AN HEOBbIYHBIX 06CTOATENLCTB.

UcxoaHble maTepuanbl

2. MoANMHHOCTb BCEWN CEPUMN UCXOOHBIX MAaTEPMAIOB MOXKET BbiTb rapaHTMPOBAHa TOJIbKO NpU B3ATMM NPob 13
BCEX YNMAKOBOK W NPOBEAEHUM TeCTa Ha NOA/IMHHOCTb Kaxkaolh npobbl. Jonyckaetcs oT6op Npob 13 YyacTu ynakoBOK
NPpY HaAWYUK aTTECTOBAHHON METOAMKM, WCKAIOYAIOWEN BO3MOMKHOCTb HEMNpaBUAbHOMW MapKUPOBKU KarKaoW
YMNaKOBKM C UCXOAHbIMM MaTepuanamu.

3. Mpw aTTecTaLmMm TaKON METOANKM CeayeT y4YnUTbIBaTb:

- OAHHble O Npou3BoOAMTENle M NOCTAaBLUMKE, @ TAKKe YPOBEHb BbIMNOJIHEHMA UMW TPpeboBaHMI HACTOALLErO
CTaHAapTa;

- cMcTemy obecrneyeHmn KayecTsa NPeanpuaTUA - NPOU3BOAUTENSA UCXOAHbIX MaTepuasnos;

- YCI0BUS NPOM3BOACTBA U KOHTPOJIA UCXOAHbIX MaTepuanos;

- XapaKTep 1 CBOMCTBA MCXOAHbIX MaTEPUasOB, a TaKKe Noay4aemol U3 HUX NPoayKLUUN.

Mo 3TMM AaHHbIM MOKHO aTTecToBaTb METOAMKY, AOMycKatouyo oTbop nNpob He M3 Kaxkaoh YNaKoBKM C
NCXOAHbIMW MaTepuasaMun NPU BbIMNOJHEHWUM CAeAYIOWNX YCNOBUNA:

- UCXOAHble MaTepuMasbl NOCTYNaOT OT OAHOIO NPOU3BOAUTENA UAWN C OAHOO NPeANpPUATUSA;

- MCXOAHble MaTepuanbl MNOCTYNalT HenocpeacTBEHHO OT MNPOM3BOAMTENA WAW B OMe4vyaTaHHOM
npousBoauTeNemM ynaKoBKe, MPUYEM 3TOT MOCTaBLIMK MMeeT 6esynpeyHylo penyTauuio, a ayauT ero CUCTEMbI
obecneyeHUs KadyecTBa peryasipHO NpoBoAuTCcA MoKynaTenem (Mpou3BOAUTENEM JNIEKAPCTBEHHbLIX CPeACTB) MU
odULUMaNbHO YNONHOMOYEHHbIM INLLOM.

MeTogMKy Henb3A aTTecToBaTh B CAEAYHOWMX CAyYanX:

- UCXOAHble MaTepurasibl NOCTYNAOT OT NOCPEeAHMKOB U MPOU3BOANTE b HEM3BECTEH UAN HE NPOLLEes ayauT;

- UCXOAHble MaTepurasibl UCNONb3YOTCA 458 NPOM3BOACTBA NapeHTepasbHOM NPOAYKLUMM.

4. KayecTBO CEPUMN UCXOAHbIX MaTepManoB MOXKeT ObiTb OLLEHEHO NyTeM OTOOpa penpe3eHTaTUBHOM NpPobbl U
npoBefeHMA UCMbITaHUK. [ns 3TOM Uenu MOryT WMCNoJsib30BaTbCA Npobbl, B3ATble A/1A NPOBEAEHMA TecTa Ha

He sBasemca oduuuansHol nydaukauyuel U HOCUM UHPOPMAUUOHHLIU Xapakmep. FOCT P 52249-2009 118
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM

06|3C1ITIUITII:>C9| K UCMOYHUKAM oduuuanbLHo20 OI’IL_.JB/'IUKOE)GHUH.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



SINgng i-iTi L i

WHbpacTpyKkTypa MHHOBaUWI

noaiMHHocTb.  KonmnyectBo  06pasuos,

oTbMpaembIx AN NONYYEHUA penpeseHTaTMBHOM Npobbl, onpeaenseTcs CTaTUCTUYECKMM METOA0M M YKasbiBaeTcA B
nnaHe otbopa npob6. KonnyectBo oTaenbHbiXx 06pasLoB, KOTOpble MOTYT 6biTb CMellaHbl gAa NoaydYeHus obuiein
npobbl, onpeaenseTcs C y4eToM BUAA MaTepuana, AaHHbIX O MOCTaBLLMKE, a TaKKe ero 04HOPOAHOCTY.

YnakoBoYHble maTepuasbl

5. Mpw coctaBneHnn nnaHa ot6opa Npob ynakoBOUHbIX MaTepunanos HeO6X0AMMO NMPUHUMATb BO BHUMaHME UX
KO/IMYECTBO, TpebyemMoe KauecTBo, XxapaKTep maTepuasnios (Hanpumep, NepsuYHbIe YNakoBoYHbIe MaTepuanbl u/man
neyaTHble YyMaKkoBOYHble MaTepuasnbl), METOAbl MPOW3BOACTBA, a TaKXe MHbopMaumio 0 cucteme obecneveHms
KayecTBa y MPOM3BOAMTENA YMNAKOBOYHbLIX MaTEpPMasioB, MOJIYYEHHYIO MPWM NPOBeAeHUM ayauTta. Konuuectso
oTbupaembix Npob onpeaenseTca CTaTUCTUYECKM M YKa3biBaeTca B niaHe otbopa npob.

He aBnsemcs oduyuanbHol nydaukauuel U HOCUM UHGOPMAUUOHHLIU Xapakmep.
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MpunnoxkeHue 9
NPOW3BOACTBO XUAKOCTEW, KPEMOB N MA3EN

Obuwme nonoxeHmn

B npouecce npou3BOACTBA KUAKOCTEW, KpemMoB M Masen cnegyeT npuHMMaTb o0cobble mepbl
NpPeaoCTOPOXKHOCTU U3-3a UX NPEPaCcrnoNOKEHHOCTU K MUKPOBHOMY M MHOMY 3arpAsHeHuto. NosTomy Heobxoaumo
NPUHMMATb CNeLunanbHble Mepbl MO NpPeaynpeXaeHnto N1b0oro BUAa 3arpAsHeHns.

MomeLleHns 1 obopyaoBaHue

1. [Ona 3awutbl OT 3arpAasHEHMs NpW MPOM3BOACTBE M MepemelleHMM NpPoAyKUMM pPeKoMeHayeTcs
MCMNO/Ib30BaTb 3aKpbiTble cucTemMbl. MPOM3BOACTBEHHbIE 30HbI, B KOTOPbIX HAaXOAMUTCA OTKPbITaa MNPOAYKUMA MK
OTKpPbITbIE YMCTble YNAKOBKW, KaK NpaBuio, cneayet obopyaoBaTb spPEKTUBHOW CUCTEMOIN BEHTUNALMUMN, UMEOLLEN
dUNBTPLI OYNCTKM BO3AYyXa.

2. KOHCTpPYKLUMSA W pacrnonoXKeHWe pPeaKTopoB, eMKocTel, TpybonpoBOAOB WM  HACOCOB  AOJ/KHbI
npegycmaTpuBatb yA06CTBO MX OYMCTKM W, MPU HeobxoAMmocTW, Ae3vHbeKumn. B 4acTHOCTM, B KOHCTPYKUMU
060pyA0BaHNA AOMKHO 6biTb CBEAEHO K MUHUMYMY HanMume HegoCTYMHbIX 30H WM TYNWKOB, B KOTOPbIX MOTYT
KOHLLEHTPUPOBATLCA OCTaTKM MaTepMnanoB, Bbi3bIBatOLWME PA3MHOMKEHNE MUKPOOPTraHM3MOB.

3. Mo BO3MOXHOCTM He cneadyeT MWCNoNb3oBaTb obopygoBaHMe W3 cTekna. Kak npasuio, Aetanu
060pya0BaHNA, BXOZALLIME B KOHTAKT C MPOAYKUMEW, AOMKHbI 6blTb WM3roTOBAEHbl W3 BbICOKOKAYECTBEHHOW
HepKaBetoLwel cTanu.

MponssoacTeso

4. [onKHbl BblTb YCTaHOB/IEHbI TPEBOBAHMA K XMMUYECKOMY U MWUKPOBMOMOrMYECcKoMy KayecTsy BOAbl,
MCMo/Ib3yeMoi B MPOM3BOACTBE, M ObBecrneyeH KOHTPOJb BbIMNOJHEHUA 3TUX TpebosaHui. Bo u3bexaHune pucka
Pa3MHOMEHNA MMKPOOPraHM3MOB CledyeT Hagnexawmm obpasom opraHM3oBaTb OBCAYXKUBaHME CUCTEM
NOAroToBKM BoAabl. ocne 06paboTKM CUCTEM MNOATOTOBKM BOAbl XMMUYECKMMWU CPeACTBaMM WX HeobXoAumo
MPOMbITb MO aTTECTOBAHHON METOAMKE, rapaHTUpPYIOLLEN NoHOE yaaneHue Ae3nHOULMPYIOWNX BELLECTB.

5. KauecTBo maTepunasios, Nosydaembix B LMCTEPHAX, CledyeT NPoBepATb A0 MX NepemeLLeHUA B eMKOCTM As
XpaHeHus.

6. Cneoyer KOHTpPO/AMpOBaTh nepedady maTtepuanos no Tpybonposogam, 4To6bl rapaHTUPOBaTb WX
NOCTYN/AEHNE B HYXKHOE MECTO.

7. B nomeLLeHUAX, r4e COAEPHKUTCA OTKPbITAA NPOAYKUMA UM YMCTbIE YNAKOBKK, HE AONYCKAETCA HAaXoXKAeHne
MaTepranos, CnocobCTBYIOWMX BblAENEHNIO BOJIOKOH U APYTUX 3arpAsHAIOWMX BEWECTB (Hanpumep, U3 KapTOHHbIX
WNU gepeBsaHHbIX NOAA0HOB).

8. Bo Bpems onepauuit HanosHeHua cnegyeT obecneynBaTb OAHOPOAHOCTb (FOMOTEHHOCTb) CMmeceW,
cycneHsui u T.0. Mpouecc nepeMellnBaHMA U HaNONHEHMA NOAEXKUT aTTecTaumn (cnbitaHnam). Ocoboe BHUMaHKe
HeobxoaAMMO yaenaTb obecneyeHUo OAHOPOAHOCTM CMECW B Hadane, Mocie OCTaHOBOK M B KOHLE npouecca
Hano/HeHWA.

9. EcnM roToBbli MPOAYKT YNAKOBbIBAETCA He Cpasy MoC/ie OKOHYaHWA MNPOM3BOACTBEHHbIX Onepauni,
HeobXoAMMO YCTaHOBUTb MaKCMMalbHO AOMYCTUMOE BPEeMA OO0 ero YMNakoBKM W COOTBETCTBYHOLWME YCNOBUA
XpaHeHus.
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MpunorkeHune 10
NPOW3BOACTBO A3PO30/IEMN ANA UHTANALMIA

Mpon3BoacTBO aspo30/eir ANA WHrafAUMA, HanosHAeMblX B 6asnoHbl, CHAbGKEHHbIX [03UPYOLWUMU
KNanaHamu M HaxoZAWMXCA Nog, gasneHnem, o61afaeT XxapakTepHbIMM 0COBEHHOCTAMM U K HEMY NPeabABAALOTCA
crneunanbHble TpeboBaHMA. YCnoBMA NPOM3BOACTBA A0/IKHbI obecrneynmBaTb MaKCMMA/bHYHO 3alLUTY MPOAYKTa OT
3arpA3HeHUs MMKPOOpraHMamamm 1 Yactmuamm. Ocoboe 3HauyeHUe MMeeT KayecTBO AeTasel KaanaHoB, a B cay4dae
CYCMeH3unit - UX O4HOPOAHOCTb.

Obuwme nonoxeHmn

1. Kak npaBunio, Ncnosb3ytoTcs ABa MeToAa NPOn3BoACTBA M HAMONHEHUA:

a) ABYXCTyneHYaTblt MeTog, (HanoNHeHWe Noj AaBeHnem).

AKTUBHbIA WHrpeaueHT BBOAWUTCA B MNPOMENNIeHT C BbICOKOM TOYKOM TemnepaTypbl KUMeHMs, YMnaKoBKa
Hano/NHAETCA [030M aKTUBHOMO MHrpeAMeHTa, Ha Hee HaAeBaeTcA KnamaH W MNponenneHT C HU3KOW TOYKOM
Temnepatypbl KWUMEHUA BBOAUTCA Yepe3 OTBepPCTMEe KnanaHa. TemnepaTypa aKTUMBHOMO WHrpeaueHTa
noAAep*KUBaeTCa HU3KOWN BO M3bexKaHMe NoTepb 3a cyYeT UCNapeHuns;

b) ogHOCTYneHuyaTbIt MeToa, (X0N0oAHOE HAaMNo/IHEHME).

AKTUBHbIA WMHIpeaMeHT BBOAMTCA B CMeCb NPOMeNNeHTOB MoA, BbICOKMM AaBaeHuem W/MAuM npu HU3KOoM
Temnepartype. 3aTemM NPoBOAUTCA HaNOJAHEHME YNaKOBKN B OAMH NpUem.

MomeleHUs n obopyaoBaHue

2. Mpon3BOACTBO U HaMNO/IHEHWE PEKOMEHAYETCA NPOBOAUTL, MO BO3MOMKHOCTU, B 3aKPbITbIX CUCTEMAX.

3. Tam, rae nNpPoOAyKUMA WAM €€ UUCTble KOMMOHEHTbl COAEPXKaTCA OTKPbITbIMM, MOMELLEHUA [AO/KHbI
COOTBETCTBOBATb, Kak MWHMMYM, 30He D. Bo3ayx B HMX [0/MKeH nogasaTtbcA 4epe3 OUALTPbLI, a AO0CTyn
OCYLLECTBAATLCA Yepes BO3AYLLUHbIE L03bI.

Mpon3BOACTBO M KOHTPO/Ib KauecTea

4. [osupytowue KaanaHbl ANA aspo30sel ABNATCA 6osee CNO0MHbIMK MO CPAaBHEHUIO C BOJIbLLIMHCTBOM
YCTPOMCTB, MCNONAb3yeMbIX B papMaLLeBTUHECKON MPOMBbIWIEHHOCTU. TEXHUYECKME YCNOBUS Ha HUX, METOLMUKMU
oTbopa 06pasLLOB MU KOHTPO/Ib A03MPYIOLWMX KAanaHOB AO/KHbI COOTBETCTBOBATL TPeboBaHUAM, NPeabABAAEMbIM K
KayecTBy Takoi npoayKummn. Ocoboe 3HayeHMe MMeeT NPOoBeAEeHWE ayauTa cucTembl obecrneyeHus KayecTBa y
Npou13BOAUTENA A03UPYIOLLMX KAaMNaHOB.

5. Bce neTyuune BewecTsa (Hanpumep, *KUAKNE UAK ra3o06pasHble NPONenneHTbl) AOMKHbI 6biTb NPONYLEHbI
yepes PUNLTP, YAEPHKMBAIOWMI YacTMubl C pasmepammn 6onee 0,2 MKM. PeKomMeHAYeTcsa, MO BO3MOMKHOCTH,
NPOBOAMTb AONOJHUTENbHYIO PUALTPALMIO HENOCPEACTBEHHO Nepes, HanoNHEHMEM.,

6. YNaKoBKM M K/anaHbl [O/KHbI MPOXOAUTb OYMCTKY NO aTTeCTOBAHHOM (MCMbITaHHOW) MeToauKe,
YUMTbIBalOWEW CBOWCTBA NpoAyKUMM UM obecneuvBalolwein OTCYTCTBME 3arpA3HEHWA  BCMOMOraTe/bHbIMU
TEXHO/IOTMYECKMMW CpeacTBaMmn (Hanpumep, CMasOuHbIMM), a TaKKe MUKPOOHOro 3arpasHeHus. Mocne OuYMCTKK
KAanaHbl cnefyeTt XpaHWUTb B YUCTbIX 3aKPbITbIX yNaKoBKax. Bo n3beraHue BHECEHWUA 3arpA3HEHUA NPY NOCAeAYIOLWMX
onepauusax (Hanpumep, npu otbope npob A[NA NPOBEAEHWA UCMbITaHUI) HeobXoAMMO NPUHUMATL Mepbl
NPesoCTOPOXKHOCTM. YMaKOBKM LO/KHbI MOCTYNaTb Ha JIMHWUIO HAaMOJNHEHMS OYULLEHHBIMW WM OYUCTKA O0JIKHa
NPOBOAMTLCA HA IMHUU HENOCPEACTBEHHO Nepes HanoIHEHNEM.

7. Heobxoaumo obecneuntb OOHOPOAHOCTb CYCMEH3MM B TOYKE HAMoOJIHEHWA B XOA4Ee BCEro npolecca
HanoJIHeHWs.

He sBasemca oduuuansHol nydaukauyuel U HOCUM UHPOPMAUUOHHLIU Xapakmep. FOCT P 52249-2009 122
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8. Mpun MCNONb30BaHUM
OBYXCTYMEHYaToro MeTona ANA NOJyYeHWUa 3afaHHOM CMecn Heobxoaumo obecneynTb TOUHYID MAcCy BBOAMMbIX
BelwecTs8 Ha obomx stanax. MoaTomy Bo MHOrMX caydaax uenecoobpaseH 100%-Hbl KOHTPONb MACChbl Ha KaXKAOM
aTane.

9. KOHTpOAb Nocne HanoO/IHEHMA AOKEH NOATBEPAMTL OTCYTCTBME yTeueK. Bce NpoBepKM Ha Hanmuune yteyek
cnenyeT NPoOBOAUTL TaK, YTOObI He AOMYCTUTb MUKPOBHOIO 3arpsAsHEHMA UM OCTAaTOYHOM BAaru.

He aBnsemcs oduyuanbHol nydaukauuel U HOCUM UHGOPMAUUOHHLIU Xapakmep.
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM
odpamumbsCa K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.
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HOPACTPYKTYPa UHHOBALUWIA

MpunoxkeHune 11
CUCTEMbI C KOMMNbKOTEPHbIM YMNPABEHWEM U KOHTPOJIEM
Obuwme nonoxeHmn

BHeapeHuMe cucTem ¢ KOMMbIOTEPHbBIM YpPaBAEHUEM U KOHTPOJIEM B MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, B
T.4. CUCTEM XPaHEHMUA, pacnpeseneHnUs U KOHTPOA KayecTBa, He AOJ/IKHO MPUBOAUTL K HapyleHUo TpeboBaHWi
HacToALWEro cTaHgapTa. 3ameHa onepaumid, BbINOJHAEMbIX BPYYHYIO, CUCTEMaMM C KOMMbIOTEPHbIM YNpaBieHUEM U
KOHTPOJIEM He A0/KHA MPUBOAMUTL K YXYALWEHMIO KayecTBa NPOAYyKLUMM UAN HapyLIEeHUAM B cucTeMe obecnedyeHus
KayecTtBa. HeobxoaAMmMo yyecTb PUCK MOTEPU OTAE/bHbIX CBOWCTB Mpeablayliero nopsaka paboTbl, CBA3AHHbINA C
YMEHbLUEHNEM POJIM ONEPATOPOB.

MepcoHan

1. BaxkHylO pOoNb UrpaeT TecHoe B3aMMOAeNCcTBME PYKOBOAALLMX PabOTHUKOB U COTPYAHMKOB, paboTalowmx C
CMCTEMAMM KOMMbIOTEPHOro YMNpaBAeHMA M KOHTPOAA. J/lMua, 3aHMMalolmMe OTBETCTBEHHbIE AOMKHOCTM, LOMKHbI
NPONTM HeOBXOAMMYIO NOATOTOBKY AN PaboTbl B paMKax MX MOJHOMOYMIA C CUCTEMAaMM, B KOTOPbIX MCMONb3YHOTCA
KOMMNbloTepbl. ITO A0MKHO 06ecneynTb 4O0CTaTOYHO BbICOKMI YPOBEHb IKCNEPTM3bI NPW NPOEKTUPOBAHMM, MOHTAMKE,
atTecTaumm (MCNbITaHMUAX) U 3KCNAyaTaLMM CUCTEM C KOMMbIOTEPHbIM YNPaBAeHNEM U KOHTPONEM.

ATtTecTaums

2. Obbem HeobXxo4MMOW aTTeCTaUMM 3aBUCUT OT HA3HaAYyeHUA NPUMEHAEMOW CUCTEMbI, BUAA aTTecTauuu
(nepcnekTMBHOM WAN PETPOCNEKTUBHOM) U BBEAEHMA B CUCTEMY HOBbIX 3/1EMEHTOB. ATTecTauus [OJiXKHa ObiTb
HEOTbEM/IEMOM YacTbiO BCErO KM3HEHHOIo LUMKAA CUCTEMbI, BKAl4alowero B cebs 3Tanbl pa3paboTky,
NPOrpaMmMUPOBaHNA, UCMbITAHUI, COAYN B IKCMAyaTaLMio, AOKYMEHTaNbHOro odpopmaeHusa, GpyHKLUMOHUPOBAHMSA,
KOHTPOAS U MOAEPHMU3ALMNN.

TpeboBaHuA K cucTeme

3. ObopynoBaHuWe crenyeT pasmellaTb B HaZ/eXkallMX YC/IOBUAX, UCKAOYAIOWUX BAUAHUE MOCTOPOHHMX
¢daKkTOpOB Ha paboTy cucTemsl.

4. Cneayet paspaboTtaTb M perynapHo obHOBAATb AeTasibHOe OMNMCaHWe CUCTeMbl (B T.4Y. COOTBETCTBYOLLMX
cxem). ITO onucaHMe [OO/MKHO BKAOYaTb B ceba oblwpe NOoNOoXMEeHWsA, HasHayeHue, COCTaB CUCTEMbI, Mepbl
6e3onacHocTM, 061acTb NPUMEHEHUA, XapPaKTePUCTUKM MCMNONb30BaHMA KOMMbIOTEPA M €ro B3aMMOAencTBue C
APYrMMM CUCTEMaMM 1 NPOLLECCAMM.

5. MporpammHoe obecneyeHne ABAAETCA OCHOBOM KOMMbIOTEPHbIX cUcTeM. M0/1b30BaTeNb AOIKEH yoeanTbes
B COOTBETCTBMM NPOrpaMMHOro obecneyeHuns TpeboBaHMAM CUCTEMbI KayecTBa.

6. CucTemMa C KOMMbIOTEPHLIM YNPaBAEHMEM W KOHTPOJIEM AO/XKHA BKAOYaTb B cebsA, MO BO3MOMKHOCTH,
BCTPOEHHbIE NPOrpamMmmbl NPOBEPKMN NPABUALHOCTN BBOAA M 06paboTKM AaHHbIX.

7. Mepea Hayanom paboTbl HEOHXOAMMO NPOBECTU TWATE/NbHYID MNPOBEPKY CUCTEMbI C KOMMbIOTEPHbLIM
ynpaBieHNeM U KOHTpPOAeM M ybeauTbCa B ee COOTBETCTBUM YCTaHOB/EHHbIM TpeboBaHuAM. Mpu 3ameHe py4HoW
CUCTEMBI HA CUCTEMY C KOMMbIOTEPHBIM YTNPaBJAEHUEM U KOHTPOJIeM cieayeT obecneunTb Ux napannesbHyto paboty
B TEYEHME HEKOTOPOTro BPEMEHM, PACCMATPMBAs 3TO KaK YacTb NpoLeaypbl KOHTPOAA U aTTecTaLuu.

8. BBOA AaHHbIX U UX KOPPEKTUPOBKA MOTYT BbIMOHATLCA TOJIbKO COTPYAHMKAMU, VUMEKOLWMMMU 1A 3TOro
foctyn. Ana npefoTBpaLLeHns HeCaHKUMOHMPOBAHHOIO BBOAA AaHHbIX C/Ie4yeT UCNO/Ib30BaThb CeLMasibHbIe KoK,
NaeHTUOMKALMOHHbIE KapTbl, MePCOHasIbHbIE KOAbl U ApP. OrPaHMYUTENIN AOCTYNA K KOMMbIOTEPHLIM TEPMUHANAM.

He sBasemca oduuuansHol nydaukauyuel U HOCUM UHPOPMAUUOHHLIU Xapakmep. FOCT P 52249-2009 124
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[onkHa 6biTb paspabotaHa M BHeapeHa

npoueaypa Bblga4yn, OTMEHbl U U3MeHeHUA NpaBa AOCTyNa K BBOAY U UCNPABAEHUIO AaHHbIX, B T.4. Nnepuoguyeckas
CMeHa /MYHbIX naponeit. o BO3IMOXMKHOCTM cneayeT MNPUMEHATb CUCTEMBI, MNO3BO/AIOLLIME PErUCTPUPOBATL
HeCaHKLMOHMPOBAHHbIE NOMNbITKU BXOAa B CUCTEMY.

9. Mpn py4yHOM BBOAE KPWUTMYECKMX [AaHHbIX (Hanpumep, Maccbl UAM HOMEpPA CEpUM WHrpeaMeHTa npu
B3BELUMBAHUK) HEOOXOAMMO MPOBOANTL AOMOJAHUTENbHYIO NPOBEPKY NPaBMAbHOCTM BBOAA AaHHbIX. ITa NpoBepKa
MOKeT BbITb NpoBeAeHa APYTMM ONEPaTOPOM UM AaTTECTOBAHHBIMM 3NEKTPOHHbBIMW CPeACTBaAMM.

10. Cuctema [O/MKHA pPerncTtpmpoBatb MMeEHa OMNepaTopoB, BBOAALMX WAW MNOATBEPKAAOLWMX BBOL,
KPUTUYECKMX OAHHbIX. JJONYCK K UCMPaBAEHUIO BBEAEHHbIX AAHHbIX AOKEH OblTb OFpaHMYEH Y3KMM KPYyrom auu,.
BHeceHne n06Oro WM3MeEHEHMA, Kacaloweroca BBOAA LOaHHbIX, TpebyeT chneumanbHOro AOMycka W A0/KHO
NPOTOKOAINMPOBATLCA C YKAa3aHMEM MNPUYUHbI BHECEHUA W3MeHeHMW. HeobxoaMmo paccMoTpeTb BO3MOMKHOCTb
BK/IIOYEHMA B cMCTEMY GOPMMPOBAHMA NPOTOKONA BCEX OMNepaLMii NO BBOAY U UCMPABAEHUIO AAHHbIX.

11. U3meHeHMa B cucTeme WAM B MPOrpammHOM obecrneyeHuM AO0NXKHbI MPOBOAUTLCA B COOTBETCTBMU C
onpeaeneHHOM npoueaypon, BKAloYatoweln B cebs AeACcTBMA NO aTTecTaumu, MPOBEPKE, COrnacoBaHUIO U
OKOHYaTe/IbHOMY BHECEHWIO M3MEHEHWUN. N3meHeHMA [0MKHbI BHOCUMTBCA TONbKO MO COTNAcOBAHUIO C JIULOM,
OTBETCTBEHHbIM 32 KOHKPETHbIN Y4aCTOK CUCTEMBI, U OPOPMAATLCA AOKYMEHTA/IbHO. Bce cylecTBeHHbIE M3MeHEeHNA
noanexat atrectauumu.

12. Ansa npoBefeHMs ayAuTa KadvecTBa A0/KHa OblTb obecneyeHa BO3MOMKHOCTb MOJYYEHUA YETKMX
pacneyaTaHHbIX KOMWIN AaHHbIX, XPaHALWMXCA B 3/IEKTPOHHOM BUAE.

13. JaHHble A0NXKHbI 6bITb 3aLMLLEHBI GU3NYECKMMU UNU SNEKTPOHHBIMU METOAAMM OT UX NpPesHaMepPEHHOro
WAWN CAYYAMHOTO YHUYTOXKEHUA B COOTBETCTBMM € 4.9 HacTosALlero cTaHaapTa. Heobxoammo npoBepATb HALEKHOCTb U
TOYHOCTb [OaHHbIX M MOPALOK JocTyna K Hum. Ecam nnaHupyetcA BHeCeHME W3MEHEHWIA B KOMMbIOTEPHOe
obopynoBaHMe WAM  MNporpammHoe obecrnevyeHWe, BblleyKasaHHble MNPOBEPKM AONKHbI  MPOBOAUTLCA C
NepmoaMYHOCTbIO, ONpesensieMoin C y4eTOM NPUMEHAEMbIX HOCUTeler MHGopmauuu.

14. [aHHble AO/MKHbI ObiTb 3alMLLEHBI MYTEM WX PErynspHOro KonupoBaHWA. Konuu cnepyer XpaHuTb B
TeYeHWe YCTaHOB/IEHHOIO NeprMoaa BPEMEHU B N30/IMPOBAHHOM M 6€30MacHOM MOMELLLEHUN.

15. Ha cnyyalhi OTKa3oB B CUCTEME C KOMMbIOTEPHbIM YMNpPaB/iEHNEM W KOHTPOJAEM [AOJIKHO ObITb
npeaycMoTpeHo HeobxoamMmoe pesepBHoe obopypoBaHMe. Bpems npuBedeHwWs pesepBHOro o0b60pynoBaHMA B
OencTBne onpegenserca AoNycTMMbIM MHTepPBasiom B paboTe cuctembl. Hanpumep, Hdopmaumsa, Heobxoammas ans
0T3blBa NPOAYKLUMM, [ONKHA BbITb NONYYEeHa KaK MOXKHO bbicTpee.

16. Cnepyet paspaboTtaTb M aTTectoBaTb MNOPALOK AENCTBMA Ha C/y4yail OCTAaHOBKM WM HEUCNPABHOCTU
cucTembl. Bce HeMcnpaBHOCTU M Mepbl NO UX YCTPAHEHMIO A0/1KHbI 6bITb 0GOPMAEHDBI LOKYMEHTAIbHO.

17. MopAanoK BeAeHMA [AOKYMEHTAUWMKM, aHanM3a OWMBOK W KOPPEKTUPYIOWMX OEUCTBUN [ONKEH 6biTb
YCTAHOB/IEH B CELManbHOMN MHCTPYKLUN.

18. Mpwn 06CcNyKMBaHMM KOMNbIOTEPHOTO 060PYAO0BAHUA APYrON OpraHn3aumen He0HXo0AMMO 3aKTHOUNUTL C HeW
odu1LManbHbIN A0roBOp, B KOTOPOM A0/1KHA ObITb TOYHO ONpeaeneHa OTBETCTBEHHOCTb 3TOW opraHM3aumu (pasaen 7
HacToALWEero ctaHAapTa).

19. B cayyaax, Koraa BbINYCK Cepun NpOAYKUUU OCYLLEeCTBAAETCA C WCNO/Ab30BaHMEM CUCTEMbl C
KOMMbIOTEPHbIM YNPaBAEHUEM W KOHTPOJEM, 3Ta CMCTeMa AOJIKHA npeaycmMaTpuBaTb AOMYCK K BbINYCKY cepuu
NPOAYKLMM TONIbKO YNOJHOMOYEHHOIO N M 0becneymBaTb NPU STOM €ro YeTKYH0 NAEHTUDMKaUMIO.

He aBnsemcs oduuuansHol nydaukauuel U HoCcUm UHGOPMAUUOHHLIU xapakmep. @  [OCT P 52249-2009 125
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MpunnoxkeHune 12

NCNo/Ib30BAHUE NOHU3UNPYIOLLETO U3NTYHEHUA
B MPON3BOACTBE JIEKAPCTBEHHbIX CPEACTB

MpumeuaHne - MpoussoamTens NPOAYKLUMU, AN KOTOPOM MOHU3MPYIoLLlee 06aydeHne ABASAETCA COCTaBHOM
YacTbl0 TEXHOJIOTMYECKOro MNpoLecca, [AO0/KEH TaKXe PYyKOBOACTBOBAaTbCA HOPMATUBHbIMM  AOKYMEHTaMW,
pernameHTUPYOLLMMMU UCMOIb30BaHNE MOHN3UPYIOLLLETO U3/TyYeHUA NPM NPOU3BOACTBE NEKAPCTBEHHbIX CPeACTB.

Obuwme nonoxeHmn

NoHu3npytowee U3nydyeHne MOXKeT UCMNOAb30BaTbCA B NPOU3BOACTBEHHOM NPOLLECCE AN CHUMKEHUA CTEMeHU
6ro3arpasHeHus, CTepUIN3aLmnm UCXo4HbIX MaTepPManoB, yNakoBKM UK nsagenuii, o06paboTkn npenapaTtoB Ha OCHOBE
KPOBW U ApYrux uene.

CywecTtByeT ABa BUAA PaAMaLMOHHbIX YCTAHOBOK: C PAANOHYKANAHBIMW UCTOYHUKAMM FramMma-uU3NyyeHma u c
YCKOPUTENAMMU 3/1EKTPOHOB BbICOKOM 3HEPTUM.

UCcTOUYHNKN ramma-msnyquMVl

Mcnonb3yloTca ABa pexkuma 06paboTku:

a) NOPLMOHHBII: NPOAYKUMA pasmeLLaeTcs B PUKCMPOBAHHOM MOOKEHMUM BOKPYT UCTOYHUKA U3/YYEHUA U He
MOKET BbITb 3arpy*KeHa UK BbIrpy*KeHa Bo Bpema 061yyeHus;

6) HenpepbIBHbIN: aBTOMATU3MPOBAHHAA TPAHCMOPTHAA cCUCTEMa AOCTaBAAET MPOAYKUMIO B Kamepy ANs
061y4eHmUs, NepemMeLL,aeT ee C YCTaHOBJEHHOM CKOPOCTbIO N0 334aHHOMY MapLLPYTY, @ 3aTeM BbIBOAUT U3 Kamepbl.

PagunaumoHHble YCTaHOBKM C YCKOPUTENAMMW 3/1EKTPOHOB

MpoayKuMio nepemeLLatoT nog HenpepbiBHbIM MAM MMMYAbCHBbIM MYYKOM 3/IEKTPOHOB BbICOKOW 3HEPTUM,
KOTOPbIM CKAHUPYIOT B 060MX HanpaBAeHUAX NePREHANKYNAPHO K NEpPEMELLEHNIO MPOAYKLNN.

OTBETCTBEHHOCTb

1. PagnaumoHHyto 06paboTKy MPOAYKLMU MOMKET NPOBOAUTL HEMOCPEACTBEHHO ee MPOM3BOAUTENb WU MO
KOHTPaKTy OpraHM3aums, MMEIoLWan B PacnopsiKeHNN PaamvaumoHHYIO YCTaHOBKY. Mpy 3TOM OHM A0/IXHbI UMETb
paspelweHmns, odOpPMIEHHbIE B YCTAHOBAEHHOM NOPAAKE.

2. MpousBoguTenb papmaLeBTUYECKOWN NPOAYKLMM HECET OTBETCTBEHHOCTb 3@ KaYecTBO MPOAYKLMM, B T.4. 33
pe3ynbTaTbl BO34ENCTBMA WMOHU3MPYOWEro u3nydyeHua. OpraHvsauums, NPOBOAAWASA PaAvauMOHHY0 06paboTKy,
HeceT OTBETCTBEHHOCTb 3a TO, YTOObl Kax4as ynakoBKa Moayyduna 403y, onpeaeneHHylo npoussoauTenem (B T.u4.
yMNaKoBKa C NpoAyKLMeii, camas yaaneHHasa oT UCTOYHMKA U3/yYEHUS).

3. Tpebyemas nornoweHHasa 403a C YKasaHMEM YCTaHOB/IEHHbIX NpeaesbHbIX 3HaYeHNI A0NKHA 6bITb YKasaHa
B TEXHWUYECKOM AOKYMEHTALMMN HA NPOAYKLMIO.

JosnmeTpua
4. [lo3umeTpua - U3MepeHue MOrMOLLEHHOM A03bl MOHU3MPYIOLLErO M3YYEeHUs C MOMOLLBIO A03MMETPOB.

MoHUMaHWe NPUHUMNOB PaboTbl M NPaBUIbHOE NUCMONb30BaHNE TEXHUKU UMEIOT BaXKHOE 3HayeHue gns atrectaumm
(ncnbiTaHMiA), HaNagKM M KOHTPOIA Npouecca.

He sBasemca oduuuansHol nydaukauyuel U HOCUM UHPOPMAUUOHHLIU Xapakmep. FOCT P 52249-2009 126
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5. KanubpoBKa Kargon napTuu
pabounx L03MMETPOB A0/IKHA BbITb NPOCAEKMBAEMON BNIOTb 40 HALMOHANILHOIO UM MEXKAYHAPO4HOTO 3TAa/IOHOB.
CnepyeT cTporo cobnogaTb YCTaHOBAEHHYIO NePUOAMYHOCTb KaIMBPOBKMU.

6. [lnA onpeaeneHns N3MeHeHMs NOT/NOLLEHNA WTATHbIX A03MMETPOB Noc/ie 061y4YeHUs Kak npu Kannbpoeke,
TaK U NpV NPOBEAEHMM A03UMETPUN AOMKEH UCMONb30BATLCA OAMH U TOT Ke Npubop. Mpu MCNoab30BaHMM Pa3HbIX
NpMb0oPOB OHU A0/IXKHbI ObITb KanMbpoBaHbl B abCONOTHBIX €ANHULAX NOTNOLLEHUA.

7. B 3aBMCMMOCTM OT TUMa MUCMOJIb3YEMbIX LO03MMETPOB HEOHXOAMMO YYWUTbIBaTb BO3MOMHbIE WUCTOYHMKMU
MOrPEeLIHOCTH, 3aBUCALLME OT BAAXKHOCTU, TEMMNEPATYpPbl, Mepuoaa BpeMeHn mexay obaydyeHuem U usmepeHuem, a
TaK)Ke MOLLHOCTM MOT/IOLEHHOM [03bl.

8. Mpubopbl, Ucnonbyemble ANA U3MEPEHUSA U3MEHEHUS MOTNOWEHNA LO3MMETPOB MO AJIMHE BOJIHbI U AN
M3MepeHUa TOJMHbBI  O03MMETPOB, Heobxogumo KannbpoBaTb. [lepnoauyYHOCTb KaiMBPOBKM 3aBUCUT OT
HasHa4yeHusA/cTabnabHOCTU U cnocoba NpUMeHeHNa UCNonb3yemoro npubopa.

ATTecTaums (McnbiTaHMA) Npolecca

9. ATTectauma (McnbiTaHUA) - AeNCTBUE, A0Ka3biBatolLLee, YTO NPOLECC, T.e. MoAyYeHUe NpoayKuuein 3agaHHoM
NOrNOLLIEHHOM A03bl, AOCTUrAET OXMAAEMbIX pe3ynbTaToB. TpeboBaHMUA K aTTecTaumMu (MCNbITaHUAM) NpuBeaeHbl B
PYKOBO/CTBAX MO UCMO/Ib30BaHUIO MOHU3UPYIOLLENO U3/TyYeHMA B NPON3BOACTBE NIeKaPCTBEHHbIX CpeacTB <*>,

<*> #Hanpumep, B TOCT P NCO 111374.

10. ATtTectauma (MCNbITaHMA) AOMKHA BKAOYATb B c€6GA COCTaBNEHWE KapTbl AO3HOMO MoAsA, YTO6bl YCTaHOBUTL
pacnpeaeneHue MOrNOWEHHOM A03bl BHYTPM 06/y4aeMOro KoHTeMHepa C NpoAyKuMen npu onpeseneHHoM
KOH}UrypaLmm ynakoBKM NPOAYKLUN.

11. CneumnduKaumm Ha npouecc obayyeHnUa 40NKHbI BKNHOYATb B cebs:

a) onucaHue ynakoBKKM NpPoayKunu;

b) KoHdUrypaumio(M) yKnagkm npoaykummM BHYTPU KOHTelHepa. ECAn B KOHTeMHepe HaxogmTca MpoayKLus
Pas/NMYHbIX BMAOB, HeobxoaMmo 06paTMTb ocoboe BHMMAHME Ha BO3MOXKHOE HedoobaydeHve NPoAYKUMM C
BbICOKOW MJIOTHOCTbIO WM 3aTEHEHWE APYIUX U34eNWIA TakoW npoayKumen. Kaxablii cnocob yKnaakum B KOHTEMHep
PasHbIX BUAOB NPOAYKLIMM A0KEH ObITb ONMUCAH B TEXHUYECKOWN JOKYMEHTALLMM U aTTECTOBAH;

C) KOHOUrypaumto pacnosioKEeHUs KOHTEMHEPOB BOKPYr WMCTOYHMKA (MOPLMOHHBIN pPeXnm) Uanm mapLipyt
06.1y4yaembix 06 LEKTOB BHYTPU Kamepbl A1a 061ydeHus (HenpepbiBHbIN peKnm);

d) BepxHee MW HUKHee MpeAenbHO [OMNYCTMMble 3HAYeHWs MOI/IOWEHHON f[03bl B MPOAYKUMMK (M
COOTBETCTBYHOLLME NMOKa3aHUA L03MMETPOB);

€) BepXHee 1 HUXKHee npefesibHble 3HaYeHMWs NOrIOWEHHON A03bl B TPOAYKLMM MO BceMy 06beMy KOHTeliHepa
M COOTBETCTBYIOLLME METOAbI LO3UMETPUM O/17 KOHTPOJIA 3TUX 3HAUYEHUIA;

f) opyrve mapameTpbl npouecca, B T.4. MOLLHOCTb MOI/IOLLEHHOW [03bl, MAaKCMMa/ibHOE Bpems 0b6/yyeHus,
KOJIMYECTBO LIMKIOB 06 yYeHMs U T. 4.

Ecnv obyyeHWe NpPoOBOAMTCA MO KOHTPAKTY TPETbel CTOPOHOW, B KOHTPAKT AOJ/IKHbI ObiTb BK/KOYEHbI, KaK
MUHUMYM, TpeboBaHUSA, yKazaHHble B nepeuncnenusx "d" u "e".

ATTecTaums ycTaHOBKM

0O6uwme nonoxeHmn

12. ATtTecTauma 3aK/A0YAETCA B  IKCNEPUMEHTA/IbHOM MOAYYEHUUM U AOKYMEHTUPOBaHUW  HaKTos,
[0Ka3blBaOWMX, YTO paamMaLMOHHaA YCTaHOBKa cnocobHa B TedeHne AUTE/IbHOTo BpemMeHU ¢YHKUMOHMPOBaTh B

YCTaHOBJ/IEHHbIX Npeaenax cornacHO AOKyMeHTauMn Ha npouecc. CornacHo DaHHOMY [1pUAOKEHUIO YCTaHOB/IEHHbIE
npeaenbl - MakCMmaibHOE U MUHMMaAJ/IbHOE A0MYCTUMblIE 3HaAYeHUA I'IOFI10LLI,eHHOl7| A03bl B NpoAyKL1N (I'IO Bcemy
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obbemy obnyyaemoro KOHTEeNHepa).
MN3meHeHMAa B paboTe YCTAaHOBKM, KOTOPble MOMYT MPMBECTM K BbIXOAY 3HAYEHWI MNOrAOWEHHOW A03bl 33 3TU
npeaesbl, HA NPU KakMUX YCNOBUAX HE A0XKHbI NPoUcxoanTb 6e3 Begoma onepaTtopa.

13. ATTecTauma A0/1KHa BKAOYaTb B cebs:

a) OCHOBHble MapameTpbl YCTaHOBKU;

b) KapTy so3Horo nons;

C) AOKYMEHTUPOBAHME;

d) TpeboBaHMA K NOBTOPHOMY BBOZY YCTAaHOBKM B 3KCM/yaTaLMIO.

MCTOYHMKN raMmma-umsnyyeHuaA

14. OcHoBHble NnapameTpsbl

MornolleHHas A03a B NPOAYKLMW 3aBUCUT OT CNeaytoLMX OCHOBHbIX GaKTOPOB:

a) aKTUBHOCTM U FEOMETPUN UCTOYHUKA U3NYYeHUs;

b) paccTosiHMA OT UCTOYHMKA 40 KOHTENHEpa;

C) NPOAOIKUTENBHOCTU 0BNYYEHNS, KOHTPOIMPYEMOI TalkMEPOM UM CKOPOCTbIO ABUMKEHNA KOHBENEPA;

d) coctaBa M NNOTHOCTM MaTepuana, a TaKXKe HaAMuusa APYron MNpoAyKUMUU MeXKAYy WCTOYHUKOM U
paccMmaTpuUBaeMOoWM YacTbio KOHTEHepa.

15. CymmapHasa nornoleHHan [03a 3aBUCUT TaKKe OT maplupyTa, N0 KOTOPOMY ABUKYTCA KOHTEMHepbl Npu
HeNpPepbIBHOM peXume o06/y4eHus, UAM OT KOHOMUrypauum 3arpyskuM npu MOPUMOHHOM peXMme 0b6ydyeHua u
KO/IMYECTBA LMKI0B 061yYeHus.

16. Npu dMKcMpoBaHHOM MapLpyTe (Npu HenpepbIBHOM 06/1y4eHNI) UK Npu GUKCUPOBAHHOM KoOHUTypaLumm
3arpysku (Npu NopuMOHHOM pexume 06/yyeHMns), a TaKKe ANA MOCTOSHHOM MOLWHOCTM WMCTOYHWMKA U BMAA
NPoAYyKLMM OCHOBHbIM NapaMeTPOM YCTaHOBKW, KOHTPOJIMPYEMbIM OMEPaTOPOM, ABAAETCA CKOPOCTb KOHBEWEepa Un
BpeMms, YCTaHOB/IeHHOE Ha Tanmepe.

KapTta go3Horo noas

17. Mpw onpegeneHnn KapTbl JO3HOIO NOAA Kamepa ana 061ydeHns foaKHa 6biTb 3aN0NHEHA KOHTEeMHepamm
C MynsKamu uam obpasuamu NPoayKUUM OAHOPOAHOW NAOTHOCTU. JlO3MMETPbl A0MKHbI ObITb PacnofoXKeHbl He
mMmeHee 4emM B TpexX 3aNO/IHEHHbIX KOHTeVIHean, OKPYXXEHHbIX aHa/IoOrMYHbIMU KOHTeVIHepaMM Uan mynaxamu
npoaykumn. Ecan npoayKuusa ynoxeHa HepaBHOMEPHO, AO03MMETPbl A0/MKHbI ObiTb pa3smelleHbl B Hosbliem
KONIMYeCTBE KOHTEMHepPOoB.

18. PacnosiokeHne [03MMETPOB 3aBUCUT OT pasmepoB o00/y4aemoro KoHTelhHepa. Hanpumep, ans
KoHTeMHepoB pasmepom 1,0 x 1,0 x 0,5 m f03MMeETPbI MOTYT pPacnoaaraTtbCA B y3/1aX TPEXMEPHOMN PELLUETKU C Larom
20 cm C y4eTOM BHeLUHeN NOBEPXHOCTU KOHTelHepa. Ecam npeanonaraemole 30HbI C MAKCUManbHOM U MUHUMAJIbHOM
003aMW M3BECTHbl M3 NpeablayLmX OMbITOB, TO YacTb A03MMETPOB MOXKET OblTb M3bATA M3 30H CO CPEAHUMMU
3HAYEeHMAMM 403 U NOMELLEHA B 30HbI C 3KCTPEMANIbHBIMWN 3HAaYEHMAMM A03bl € Warom 10 cm.

19. B pe3ynbTaTe 3TOM NpoLeaypbl AOMKHbI OblTb OnpeaeneHbl MMHUMA/IbHAs U MAaKCUMMa/IbHas NOT/IOLLEHHbIe
003bl, NONYYeHHble NPOAYKUMEN B KOHTEMHEPE M Ha ero NMoBepxXHOCTU ANA 33JaHHOW KOMOBMHAUMW NapameTposB
YCTaHOBKM M 06/1y4eHMA, NAOTHOCTU U KOHOUTYPALIMM YKNALKM.

20. B upaeanbHOmM cnyvae pnA onpeaeneHuAa KapTbl A03HOrO MNOJA C/leAyeT MCMNO/b30BaTb 3TaJIOHHbIE
O03MMETPbI, MOCKONbKY OHU UMEIOT HanboNbLUIYIO TOYHOCTb. JOMNycKaeTcsa MCNO/Ib30BaTh WTaTHble A03UMeTPbI. Mpu
3TOM B 30Hax C npejnosaraembiMM MAKCUMaabHbIMU U MWUHUMANAbHbIMW 3HAYEHUAMWU MOFNOLLEHHON [03bl
06nyyeHns, a TaKXKe B TOYKaX, MNpefHa3HaAYeHHbIX A8 KOHTPO/A MpoLecca, BO3/e LWTAaTHbIX A03MMETPOB
pPEKOMEHAYETCA NOMeLLaTb 3TafIOHHble A03MMETPbl. [oNyyeHHble 3HAYeHUA MOrOLEHHOM A03bl 6yAyT MMETb
CNyYaliHY0 NOrPeLIHOCTb, KOTOPasa MOXET BbITb onpeaeseHa NyTeEM MHOTOKPATHbIX U3MEPEHWUIA.
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21. MwuHuMmanbHas Habnwogaemas
0033, M3MepaemMas LWTAaTHbIMKU A03UMETPamMM, HeobxoaMman ANA NOJlyYEeHUA BCEMM KOHTEMHEepPamu MUHUMAIbHOM
Tpebyemon [03bl, AO/KHA OblTb YCTAHOB/EHA C YYETOM C/ly4aMHOM MOrPEWHOCTU MCMNONAb3YEMbIX LUTATHbIX
003MMETPOB.

22. Bo Bpems onpegeneHns KapTbl AO3HOrMO NOJA MNapameTpbl YCTAaHOBKM HeobxoaAuMmo noaaeprKmBaTtb
NOCTOAHHbLIMUM, KOHTPOJIMPOBATb U PErNCTPMPOBATL. DTN 3aMUCKM BMECTE C pe3y/bTaTaMu 403MMETPUMN U OPYTUMMU
NOJIy4eHHbIMW NPOTOKONAMU CEeAYET COXPAHATD.

PaanaLMOHHbIE YCTAaHOBKU C YCKOPUTENAMM S/EKTPOHOB

23. OCHOBHble MapameTpbl YyCTAaHOBKM

MornouwieHHan 4033 MOHU3UPYHOLLEFO U3NYYEHMA B MPOAYKLUM 3aBUCUT OT CAeAYHOLMX OCHOBHbIX GpaKTOpOB:

a) XapaKTepUCTMKM My4yKa (3HEpPrMM SNEeKTPOHOB, CpeaHero ToKa MNy4yka, WUPWHbI Pa3BEPTKU U
HEepPaBHOMEPHOCTM MyYKa NO WUPUHE Pa3BEPTKM);

b) ckopocTu KoHBeliepa;

C) cocTaBa M NAOTHOCTU NPOAYKLNNK;

d) coctaBa, NAOTHOCTM WM TOJLWMHBI MaTepuana, HaxXOAALWEroca MEXKAY BbIXOAHbIM OKHOM W 06ayvaemoi
YacTblo NPOAYKLMY;

€) paccTonHMA OT BbIXOAHOMO OKHA A0 KOHTEHepa.

24. OCHOBHbIMM NapameTpPamu, KOHTPOIUPYEMbIMW ONEPATOPOM, SIBAAIOTCA XapaKTEPUCTUKM NyYKa U CKOPOCTb
KOHBelepa.

25. KapTa gosHoro nonsa

Mpy onpeaeneHnn KapTbl AO3HOrO MOAA AO3MMETPbI CAeAyeT pacnosaraTb MeXAy CNOSMM FOMOreHHOro
NOrNOTUTENA, UMMUTUPYIOLLErO PeanbHY0 MPOAYKUMIO, UAW MEXAY CNOSAMW PeasibHOW MPOAYKUMM OAHOPOAHOWM
NAOTHOCTW TaK, YTO6bl He meHee 10 n3mepeHUn bblM NPoOBeAEHbI B Npesenax MakCMManbHOro npobera snekTpoHoB
(nyHKTbI 18 - 21 gaHHoro MpunoxeHus).

26. Mpun onpeaeneHMn KapTbl AO3HOrO noas no obvemy obsiydaemoro ob6bekTa napameTpbl pagMaLMoOHHON
YCTAHOBKU HeobxoaAuMo noanepKuBaTtb MNOCTOAHHbIMWM, KOHTPOJIMPOBATb M PErUCTPUMPOBATb. ITM 3anuUcKU cnepyet
COXPaHATb BMECTE C pe3y/ibTaTaMu LO3MMETPUN N APYTUMU SAHHBIMMU.

MOBTOPHbIN BBOA, YCTAHOBKM B 3KCMyaTaLLMIO

27. Mpouepypa NOBTOPHOTO BBOAA B 3KCM/yaTauMio LO/KHA NPOBOAMTLCA 3aHOBO KaAblid pas, Koraa
NPOMCXOAAT M3MEHEHMA NPOLLECCa UAM NapaMeTPOB PaanaLMOHHON YCTaHOBKM, CNOCOb6HbIe MPUBECTU K M3MEHEHUIO
pacnpeaeneHus MNOTrNOWEHHOM f[03bl B KOHTelHepe Ana o06aydeHus (Hanpumep, nNpu 3ameHe obaydyatenn
pagmnaLMoHHOWM ycTaHoBKK). O6bem paboT No NOBTOPHOMY BBOAY B 3KCM/IyaTaUMIO 3aBUCUT OT CTEMEHN U3MEHEHUM,
BHECEHHbIX B KOHCTPYKLMIO 06ayyaTens paavauMOHHOM YCTaHOBKU WMAM KOHPUrypauuio 3arpysku. Mpu Hanmumm
COMHEHUIA NpoLeaypy NOBTOPHOIO BBOAA YCTAHOBKM B 3KCMAyaTaLMIO cieayeT NpoBecTU 3aHOBO.

MomeweHmna

28. Bo u3bexkaHne MepeKpecTHOro 3arpAsHeHWA B MOMELLEHUWM O0/KHbI BbiTb NPeAyCMOTPEHbI Mepbl Mo
pasaeneHunto 061yyYeHHbIX U HeobaydyeHHbIX KOHTelMHepoB. Ecn maTepranbl HaXOAATCA B 3aKPbITbIX KOHTEMHEpPaX U
OTCYTCTBYET PUCK MEPEKPECTHOro 3arpasHeHuns, HeT Heobxo4MMOCTM Npu 0baydeHUn oTaenAaTb dapmaueBTUYecKkue
mMmaTtepuanbl OT HedapmaLeBTUYECKUX. J1l06an BO3MOMKHOCTb 3arpA3HEHUA NPOAYKUMU PALUOHYKAUAAMMU LO/KHA
6bITb UCKIOYEHa.
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TexHONOrMyeckmi n pouecc

29. KoHTelHepbl € npoAayKuuel cneayeT ycTaHaBAMBaTb B COOTBETCTBUMM C KOHUrypaumein 3arpysku,
onpefeneHHol B Npouecce aTrectauum (McnbiTaHuii).

30. B xome 0b6nyy4yeHMA MOrM/NOWEHHAs [03a Ha MOBEPXHOCTM KOHTEMHepa [AO/IKHA KOHTPOAMPOBATbCA B
COOTBETCTBMM C aTTeCTOBAHHbIMW (MCMbITAHHLIMU) AO03UMETPUYECKUMU METOAMKAMU. 3aBUCUMOCTb MEXIYy 3TOM
[030M W 0301, MOMMOWEHHOM NpPoAyKUMEN BHYTPU KOHTEWHepa, A0/XKHA ObiTb YCTAaHOBJIEHA MPWU aTTecTaumu
(ncnbiTaHMAX) paAMaLMOHHON YCTaHOBKM.

31. Onsa Toro 4ytobbl pas3nmyatb 06/y4eHHble U HeobJsiyYeHHble KOHTeMHepbl, AOMYCKAETCA WUCMO/b30BaHMe
WMHOMKATOPOB WMOHM3MpPYIOWEro msnyyeHusa. OQHAKO MX He cnefyeT WMCMNOAb30BaTb B KayecTBe €AUHCTBEHHOrO
cpeacTsa, onpeaensouLero npaBuabHOCTb NPOBEAEHMA NpoLecca.

32. OaHoBpemeHHyo 06paboTKy pasHbIX BUAOB NPOAYKLMM B OLHOM 3arpyske cinenyeT NpoBOAUTb TONbKO
TOrga, Koraa no pesysibTaTamM 3KCM/yaTauMy YCTaHOBKU MAKM MO APYrMM AaHHbIM YCTAHOBJ/IEHO, YTO MOFIOLWEHHas
0032 B KaXX40M BMUAE NPOAYKLMM HAXO4MTCA B YCTAaHOB/IEHHbIX Npeaenax.

33. Mony4yeHue Tpebyemoi NOrNOLWEHHON A03bl 061yYEeHNA 33 HECKO/IbKO LUKNOB M3NYYEHUA A0/KHO BbiTb
COrnacoBaHO Mexay NpoussoauTenem 1 opraHusaumeit, nposogaiieit obaydeHune. MNonHas go3a 06aydeHNa AOMKHA
6bITb NOMyYeHa B TeyeHWe npeasapuTesibHO YCTaHOBAEHHOrO MHTEpPBana BpemMeHu. MponssoauTens A0MKeH BbiTh
yBeAoMNeH 0 ¢aKTax HesannaHUpPOBaHHbLIX NEepPepbiBOB MEXAY LUMKAaMKU 0BayYeHUA, ecan NpPoAo/BKUTENbHOCTb
nepepbiBOB NPeBbIWAET paHee CornacoBaHHble 3HaYEeHUs.

34, O6ayyeHHaa NpPoAyKUMA Bceraa Ao/KHa 6biTb oTAaeneHa oT HeobayyeHHo. Cnocobbl AOCTUMKEHUA 3TOTO
BK/IOYatOT B cebA MCNoNb30BaHMe MHANKATOPOB pagnaumn (NyHKT 31) M cooTBETCTBYIOLLEN NNaHUPOBKU NOMeELLEHUIA
(nyHkT 28).

Famma-mnsnyyerHue

35. Npu HeNpepbIBHOM peXKMMe 06/1y4eHUs J03MMETPbI AO/IXKHbI ObITb PAaCcNO/IOKEHbl TaKUM 06pasom, YToObI
nof, BO34eNCTBUEM U3TyYEHUA OLHOBPEMEHHO HAXOAUNCh HE MEHEE A,BYX AO3MMETPOB.

36. MpK NOPUNOHHOM PEKMME B TOYKE KOHTPOIS MUHMMAJIbHOTO 3HAYEHUS MOT/NOWEHHOM A03bl 06/1yYeHmUs
[OJIXKHbI ObITb PACNOJIOXKEHDI HE MEHEe ABYX AO3MMETPOB.

37. Npw HenpepbIBHOM pexxnme 0b6ayueHnsa AoMKHa ObiTb NpeaycMoTpeHa MHAMKaumaA Tpebyemoro pabouero
MOIOXKEHUA UCTOYHMKA. MMONOKEHME WUCTOYHMKA U ABUMKEHME KOHBenepa A0/KHbl ObiTb CBSi3aHbl 6/10KMPOBKO.
CKOPOCTb ABUXKEHMSA KOHBEepa He0bX04MMO NOCTOSHHO KOHTPO/IMPOBATL U PErUCTPUPOBATD.

38. MpM NOPUMOHHOM pexume 06ayyYeHMA nepemMelleHne WUCTOYHMKA W MPOAO/IKUTENbHOCTb KaXaoro
06.1y4yeHUs NPoAYKLMM LOMKHbBI KOHTPO/IMPOBATLCA M PErUCTPUPOBATLCA.

39. CnenyeT KOpPPEKTMPOBaTb BpemMsa 0b6ay4yeHUs U CKOPOCTb ABUMKEHMA KOHBelepa C y4eTom pacrnaga uau
003apALKN UCTOYHMKA M3nyYeHUA. MepruoanYHOCTb aTTecTaumMm (MCnbiTaHMA) NAapPamMeTPOB YCTAHOBKU UM CKOPOCTH
KOHBelepa A0/1XKHA COOTBETCTBOBATb NapaMeTpam nsnyyatens.

PagnauyoHHaA yCTaHOBKA C YCKOPUTEIEM 3/IEKTPOHOB

40. Jo3meTp 0KeH 6bITb pasmeLLeH Ha KaXKA0M KOHTEMHEpPE B KOHTPO/IbHOWM TOYKe.

41. HeobxoaMMO HenpepbIBHO PETMCTPUPOBATL CPpeaHee 3HaUYeHMe TOKa MyYKa, SHEPTUIO 3EKTPOHOB, LNMPUHY
Pa3BEPTKM U CKOPOCTb KOHBeMepa. ITU NapameTpsbl, 338 UCK/IOUYEHNEM CKOPOCTU KoHBelepa, HeobXxoANMO NPoBepPAThL
yepes onpegeneHHble MHTepPBasbl BPEMEHM, YCTAHOB/JEHHbIe MNPWU aTTecTaumu, MOCKO/bKY OHWM NOABEPIKEHbI
CNOHTaHHOMY U3MEHEHMUIO.

JoKkymeHTaumA
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42. Konnyectso NOCTYNUBLUNX
KOHTEMHEPOB M KOHTEWHEPOB, Npoweawunx o6sy4yeHWe U BbIBE3EHHbIX C MPeAnpUATUS, OOKHO COBMagatb M
COOTBETCTBOBAaTb 3HAYEHUAM, YKa3aHHbIM B COMPOBOAMTE/IbHON AOKYMEHTaUMW. JIlobble pPacXoXKAEHWUs OO0/XKHbI
NPOTOKO/INPOBATLCA N paccnefoBaTbCs.

43. OnepaTop paanauMOHHOM YCTaHOBKU A0/XEH MOATBEP!KAATb B MUCbMEHHOM BUAE AMana3oH 3HaYeHWM
MOrNOLWEHHbIX 403, NONYYEHHbIX KaXKAbIM KOHTEMHEPOM NPU KaXKA0W 3arpy3Ke Uan B Cepumn npoayKumum.

44. TexHoONOrMYeCKMe NPOTOKO/bl MU MPOTOKO/bI KOHTPOAA AAA KaXKAoW cepun NPOoAyKUMM, npollepLuer
0bnyyeHne, [OMKHbI MPOBEPATbCA WM MOAMUCHIBATLCA CMeuManbHO Ha3HAYeHHbIM JIMLOM UM XPaHUTbCA Ha
npegnpuatum. MeTog 1 MecTo XpaHeHMA A0/MKHO ObiTb onpeaeneHo No AOFOBOPEHHOCTU MeXAYy OpraHusauumen,
npoBoguBLIel 0b61y4eHne, U NPousBogMTENEM.

45. [JoKymeHTaLmMaA, OTHOCALLAACA K aTTecTaummn (MCNbITaHUAM) paanaLMOHHOM YCTaHOBKU, A0/IXKHA XPaHUTbCA
B TEYEHME OAHOr0 roAa MoC/ie UCTEYEHUA CPOKa FOAHOCTU MAM, NO KpalHel mepe, B TedeHWe NATM NeT nocne
BbIMyCKa nocneaHel NpoayKLmm, npoweauwel 061y4eHne Ha 3TOM YCTaHOBKE, B 3aBUCMMOCTM OT TOrO, KaKoW nepuog,
Jonblue.

MWMKpPOBMONOrMUYECKUNI KOHTPOb
46. OTBETCTBEHHOCTb 3a NMpoBeAeHMEe MUKPOBMONIOTMYECKOro KOHTPOASA, B T.4. 33 KOHTPOJIb OKpyKatoLiei

cpegbl B MeCcTe npoumsBoacTBa MNpoAyKUMUM U KOHTPOIb NpoAayKuun nepenq OGHV‘-IEHMEM, I'IpOBO,CI,MMbIﬁ B
COOTBETCTBUU C HOpMaTMBHOl}'I ,D,OKyMEHTaLI,MEVI, HeCeT Nnpon3soanTeNb 1€KAaPCTBEHHbIX CPEACTB.
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NHdpacTpykTypa MHHOBaL WA

MpunoxkeHune 13

MPOMN3BOACTBO JIEKAPCTBEHHbLIX CPEACTB
ANA KNIMHUYECKUX UCCNEOOBAHUM <*>

<*> #lna obecneyeHns WAEHTUYHOCTM Tekcta c [Mpasunamm GMP EC B Hem COXpaHEHbl CCbIJIKM Ha
HOPMATMBHO-NpPaBOBble AO0KYMeHTbl ECH.

Obuwme nonoxeHmn

JlekapcTBeHHble CpeacTBa ANA KAMHUYECKMX MCCNeaoBaHMIA A0/KHbl OblTb M3roToB/AEHbI B COOTBETCTBUN C
npaBMamMmmn NPOM3BOACTBA JIeKapPCTBEHHbIX cpeacTs (GMP), M3/10XKEHHBIMW B HACTOALLEM CTaHAApPTe.

CnegyeT npMHUMaTb BO BHUMAHWE U ApYrMe pYKOBOACTBA C Y4EeTOM CTafmm pa3paboTkm npenapaTta. MeToamku
paboTbl 4OMKHbI ObITb TMOKMMK N AONYCKATb BHECEHNE N3MEHEHMIA N0 Mepe NOAYYEeHUA AONOJAHUTENbHbIX AAHHbIX O
npoLecce U COOTBETCTBOBATbL CTaAMM pa3paboTkM npenapara.

MpY KAMHUYECKNX UCCNELOBAHUAX MOXKET BO3SHUKHYTb AOMOAHUTENbHbIM PUCK ANnA cyObeKTOB nccnenoBaHui
NO CPaBHEHMIO C NaUMeHTamMu, KOTOopble NMPUHUMAIOT MMeloWMeca Ha pbiHKe npenapatbl. Uenbto npasmn GMP B
NPUMEHEHUN K NPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB ANA KAMHWUYECKUX WUCCNefOBaHWM ABNAETCA MCKAKOYEHMe
pUcka AnA cybbeKToB MCCNELOBaHUIA U BAMAHMA Ha Pe3ynbTaTbl KAMHWUYECKUX WUCCAEAOBaHUMA HeAOCTaTOYHbIX
6€e30MacHOCTH, KayecTBa AN 3GPEKTUBHOCTU, 0BYCNOBAEHHbIX HEAOCTaTKaMM B NPOM3BOACTBE. B paBHOM mepe 3Tu
TpeboBaHMA NpegHa3HaveHbl gasa obecneyeHMa NOCTOAHCTBA OT CEPUM K CEPUN OAHOFO U TOTO ¥Ke SIeKapCTBEHHONO
cpeacTsa ANA UCCNeAOBaHWUM, UCNO/b3yeMOro B O4HOM MAM B PasHbIX KAMHUYECKMX MCCAeA0BaHMAX, a TaKXKe
OOKyMeHTanbHOro odopmaeHMa ©  0OOCHOBaHWSA M3MEHEHWI B npouecce paspaboTKM  mUccaesyemoro
NleKapCTBEHHOro cpeacTBa.

Mpon3BOACTBO JIEKAPCTBEHHbBIX CPEACTB ANA WUCC/ef0BaHWA CBA3AHO C AOMNONHUTE/IbHOM CAO0XHOCTbIO MO
CpPaBHEHUIO C 3aperncTpmpoBaHHbIMU NEeKAPCTBEHHbIMU CPeACcTBaMWU U3-3a OTCYTCTBUA YCTAaHOBNEHHOrO NOpPAAKA,
PasHbIX CXeM KJAMHUYECKUX UCCNEeO0BAHUA U, KaK CneacTBue, pasHbix TpeboBaHMI K ynakoBKam, HeEoH6XxoanMmocTu
paHAOMM3aLMU N KOAMPOBAHUA (MacKMpPOBaHWA, UCNOJIb30BaHUA CNEMOro MeToAa), a TakKe U3-3a 60NbLIOro pUcka
NnepeKpecTHbIX 3arpA3HEeHUI 1 nepenyTbiBaHMA NpenapaToB. bosee Toro, AaHHble 06 3pGEKTUBHOCTM M TOKCUYHOCTU
npenapata MoOryT ObITb HEMNoJIHbIMKM, NpoLecc MOXKeT OblTb He aTTecToBaH B MOJHOM obbeme WM MOFyT
MCNONb30BaTbCA  3aPErMcTPMPOBAHHbIE  /IEKAPCTBEHHbIE CPeacTBa, KoTopble 6bliM  MepeynakoBaHbl UK
MoaMdpULMpPOBaHbI.

B cBA3K C 3TMM MEepCcoHan [OMKEH B NOJIHOM mepe NOHMMATb npaBuaa GMP B OTHOLWEHMWN NEKAPCTBEHHbIX
cpeacTs ANA UCCNeoBaHUMA U MPOMATU COOTBETCTBYIOLLYHO NOArOTOBKY. [LOMIXKHO 6bITb YCTAHOBEHO B3aMMOLENCTBUNE
CO CNOHCOPAMMU KANHUYECKUX UCCNen0BaHUMN, Ha KOTOPbIX IEXKUT BCA OTBETCTBEHHOCTb MO BOMPOCAM KJAMHUYECKUX
nccneaoBaHNM, BKAKOYAA KAYeCTBO IEKAPCTBEHHbIX CPEACTB ANA UCCNeL0BaHUA.

Bo3pocLuan C/AOKHOCTb TEXHOIOMMYECKUX MpoLeccoB TpebyeT NpUMeHeHMA BbICOKOIhGDEKTUBHOM CUCTEMDI
obecneyeHuns KayecTsa.

B fgaHHOM T[lpMAOXKEHMM TaKKe ycTaHOBAeHbl TpeboBaHMA K ODOPMNEHUIO 3aKa3oB, OTIPY3Ke,
TPAHCMOPTMPOBAHMIO M BO3BPATy MATEPUAsIOB ANA KAMHUYECKMX MCCAeA0BaHWM, KOTOpble B3aMMOCBA3aHbI U
[OONONHSAIT PYKOBOACTBO MO KAUHUYecKMMm nccnegosaHmnam (Good Clinical Practice).

MpumeyaHne - CybbekTaM KAMHUYECKUX UCCNEeA0BAHNI MOTYT BbITb NpeaocTaB/eHbl NpenapaTbl, KOTOpble He
ABNAOTCA UCMbITYEMbIM NpenapaTom, Naauebo uam npenapatom cpaBHeHU. Takne npenapaTtbl MOryT NPUMEHATHLCS
ON1A CONYTCTBYIOWEN Tepanum Uan ANA OKasaHUA MeULMHCKOM NOMOLLN C UeNblo NPOPUNAKTUKN, AUATHOCTUKN N
neyeHus, u/mnan Bcneactene HeobxogMMoCTM obecneyeHna agekBaTHOrO MeaMUMHCKOTO yxoaa, NpeayCMOTPEHHOro
Ona cybbeKkToB UccnenoBaHuii. Takne cpeacTBa TaKKe AOMNYCKAETCA NPUMEHATb B YCTAHOBJIEHHOM NOPAAKE A8 TOTO,
yTOObI BbI3BATb (M3MOOTMYECKYIO PeaKuMio. ITU MpenapaTtbl He ABAAKOTCA NEKAPCTBEHHbIMU CPeACTBAMMU ANs
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nccneaoBaHUm n moryT 6bITb

npeaocTaBaeHbl CNOHCOPOM WAW uccnegosaTesnem. CMOHCOP AOMXKEH rapaHTMPOBaTb, YTO [AaHHble npenapaThbl
COOTBETCTBYIOT 3anpocy (3anABKe) Ha paspelleHUe NpoBedeHUA KAUHUYECKUX UCCNefoBaHUn U umeloT Tpebyemoe
KayecTBO C y4yeTOM Lenn uccnenoBaHWit. Mpu 3TOM OH AO/BKEH MPUHATbL BO BHMMaHWE WCTOYHUK MpenapaTos,
ABNAIOTCA /1M OHW 3aPEerncTpUMpoBaHHLIMU NIEKAPCTBEHHbIMM CpeACcTBaMM M BblAM AU OHM NepeynakoBaHbl.
PekomeHayeTcs NpuUBeKaTb K 3TOM paboTe yNno/NHOMOYEHHOE NLO U YUUTbIBaTb €r0 MHEHUE.

TepMuHbI n onpegeneHna

Cnenoit meToa, KoamnpoBaHue, macknposaHue (blinding): npoueaypa, npu KoTopoit ogHa nan 6onee CTOPOH,
YYacCTBYIOWMX B MCCeA0OBAHUM, OCTAlOTCA B HeBeAEHWW OTHOCUMTENbHO Uuenu(eil) AaHHOro uccnegoBaHus.
EAMHWYHBIN cnenoli meTos 03HayaeT HeOoCBEeAOMIEHHOCTb CyObEKTOB UCC/AeA0BaHUA, a ABOMHON C/leno meTtoq, -
HEOCBEAOM/IEHHOCTb O LEeNAX KAWHWYECKOro wuccneaoBaHWs CyObeKTOB UCC/ed0BaHUA, WccneaoBaTenew,
HabntogaTtenei U B HEKOTOPbIX C/YyYasaX UL, aHaN3UPYIOLWMX NOJyYeHHble AaHHble. B OTHOLWEHWUN IeKapCTBEHHOTO
cpeactsa  ANAa  KAMHUYECKMX WUCCNeAOoBaHWA  CNEMOWM  MeToZ, O3HayaeT npefHamMepeHHOe MacKupoBaHue
WMOEHTUYHOCTU 3TOr0 NIEKAPCTBEHHOrO CPeACTBA B COOTBETCTBUM C YKA3aHUAMM CNOHcopa. [ekoanposaHue (cHATHE
MaCKMpPOBKM) 03HAYaET pacKkpbiTe MHPOPMALUKN 06 NAEHTUYHOCTM Npenapara.

KnnHuuyeckoe uccnegosanue (clinical trial): uccnegosaHue, nposogMmoe € y4acTMEM YeNlOBEKA B KayecTBe
cybbeKTa ANA  BbIABNGHWA  MAW  MNOATBEP)KAEHUA  KAMHWYECKMX, (apMaAKONOTMYECKMX  W/uam  gpyrux
dbapmakogMHaMUYECKUX IPPEKTOB MUCCNEOYEMOro IeKapCTBEHHOTO CPEeACTBa U/WAM HeXKenaTesNbHbIX peakuuin Ha
Hero, U/MAM U3y4eHMs ero BcacbiBaHWA, pacnpegeneHusa, metabonvMsma M BbiBEAEHMA C LENbl0 OLEHKM ero
6e3onacHOCTU U/nnm apdeKTUBHOCTM.

Mpenapat cpaBHeHMA (comparator product): paspabaTbiBaeMoe MM MMEIOLLEECA HA PbIHKE JIEKAapPCTBEHHOE
cpeacTso (4NA NONOKMTENbHOIrO KOHTPOAA) uam nnauebo, Ucnosblyemoe B KayecTBe npenapaTa CpaBHEHMA MpU
npoBeAeHUU KNINHUYECKUX UCCNeL0BaHUNA.

JlekapcTBeHHOe cpeacTBO A8  KAMHUYECKUX wuccnedoBaHuid  (investigational product): aosvpoBaHHas
NiekapcTBeHHan ¢opma aKTUBHOM papmaLeBTUYECKOMN cybCcTaHUMM naun naauebo, uccaeayeman UamM UCnonb3yemas B
KayecTBe npenapata CpPaBHEHWA MpPUM  MPOBEAEHMM  KAWHUYECKOro  WUCCAedOBaHMA,  BKAOYas  yKe
3aperncTpupoBaHHbIe NEKAPCTBEHHbIE CPEeACTBa, €C/IN CNOCOH UX NPUMEHEHUA UK NPOU3BOACTBA (1€KapCTBEHHAsA
dbopma MM ynakoBKa) OT/IMYAETCA OT 3aPErucTpMpoBaHHON GOPMbI, U B Cy4ae MX UCNOMb30BaHMA MO eLle He
0f,0OpEeHHbIM MOKa3aHWUAM, UAM ANA MNOAYYEeHUA A0NOJAHUTENbHON WHPOpMauMM 06 y¥Ke 3aperncTpupoBaHHOM
[03UPOBaHHOWM NeKapcTBeEHHOM dopme.

MepBuyHaa ynakoBKka (immediate packaging): KoHTelMHep wAM pgpyroli BWUA, YNaKOBKM, WMEHOLMIA
HenocpeacTBEHHbI KOHTAKT C JIEKapCTBEHHbIM CPeACcTBOM UM UCCIeAyEMbIM IEKaPCTBEHHbBIM CPEACTBOM.

Nccneposatensb (investigator): AMuo, oTBETCTBEHHOE 33 NPOBeAEHME KIMHUYECKOTO UCCIeA0BaHMA B MeCTe ero
BbiNO/MIHEHUA. [pM nNpoBeAEeHUN KAMHUYECKOrO WCCAeA0BaHUA TPYNnoW  Auy, wccnegosatenem  sBAAeTcA
PYKOBOAMTENb rPYMMbl, KOTOPbIA MOXET Ha3blBaTbCA BEAYLLMM UCCIef0BaATENEM.

MpounsBogutens/mmnopTep NeKapCcTBEHHOIO cpeacTtsa ana KAUHUYECKNX nccnenoBaHuin
(manufacturer/importer of investigational medicinal products): aMuo, nmerollee NpasBo Ha NPoOMU3BOACTBO (MMMNOPT)
nccneayemoro eKapcTBeHHOro cpeacTsa, 0GoOpPMIEHHOE B YCTAHOBIEHHOM MOPAAKE.

3akas (order): 3agaHWe Ha NPUroTOBAEHME, YNAKOBKY M/MAN AOCTaBKY OMPEeAEeNeHHOro Ko/MYyecTBa eguHuLL
JIeKAPCTBEHHOIO CPeaCTBa A8 KIMHUYECKUX UCCNEA0BAHUN.

Hapy»Has ynakoBka (outer packaging): ynakoBKa, B KOTOpPYO NOMeLLEHA NePBUYHAA YNAKOBKA.

Jocbe Ha nekapctBeHHoe cpeactBo (product specification file): komnnekT fOKYMEHTOB, cogeprKalmx BCHO
MHPOPMaLMIO, HEODXOAMMYIO ANA COCTAaBAEHMA NOAPOOHbLIX MHCTPYKLUUA NO M3rOTOBNEHWUIO, YNAKOBKE, KOHTPOJIO
KayecTBa, Bblgaye paspelleHna Ha peasiv3auuio Cepun U OTrpy3Ke JSIeKAapPCTBEHHOrO CPeAcTBa A1A KAMHUYECKUX
nccneaoBaHUN.
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Pangomusaums (randomization):
npuceoeHne cybbekTam WCCNeAOBaHUA WMAM  KOHTPOAbHbIM rpynnam o603HauYeHuin, codep’Kaliux 3neMeHT
CNYYaMHOCTH, C LeNblo CHUMEHWNA BO3MOXHOCTU HEOObEKTUBHOIO 3aKNH0YeHUA.

Kog paHgomusaumm (randomization code): nepeyeHb, coaeprKaliMii onNMcaHME NIeYEHUN KaXKaoro cybbekTa
nUccnefoBaHUI C y4eTOM PaHA0MMU3aALMUMN.

TpaHcnoptuposaHue (shipping/dispatch): onepaumMmM no ynakoBke W TPaHCMOPTUPOBAHMUIO 3aKasaHHbIX
JIeKapCTBEHHbIX CPEACTB AN1A KNNHUYECKUX UCCAeA0BaHUA.

CnoHcop (sponsor): ¢u3MYecKoe WAM OPUANYECKOE NULO, ABAAIOWEECAs WMHULMATOPOM KIMHUYECKOTO
nccnenoBaHMA M Hecylee OTBETCTBEHHOCTb 3a €ro OpraHmn3aumnio U GUHaHCMpPOBaHUe.

ObecneyeHune KayecTsa

1. Cuctema obecneuyeHns Kauyectsa, paspaboTaHHas UM nNposBepeHHas MPOM3BOAUTENIEM WM UMMNOPTEPOM,
[JOJ/IKHA COOTBETCTBOBATb TPebOBaHUAM HACTOALLEro CTaHAapTa, OTHOCALMMCA K /IeKapCTBEHHbIM CPpeacTBam Ans
nccnenoBaHWn, AO/MKHA ObiTb  AOKYMeHTanbHO odopmaeHa M 6biTb  AOCTYMHA CAOHCOPY KAMHMYECKOro
nccnenoBaHus.

2. CneumduKaumm W TeXHONOMMYECKMEe WHCTPYKLUMM Ha NeKapcTBEeHHble CcPeAcTBa ANA  KAUHUYECKUX
nccnenoBaHUn MOryT U3MEHATLCA B npolecce WX pa3paboTku. B cBA3M C 3TUM Ao0/KeH 6biTb OpraHM3oBaH WX
KOHTPO/b M NPOC/IEXKNBAEMOCTb BCEX U3MEHEHMUIA.

MepcoHan

3. Becb nepcoHan, MMeKLWMNn OTHOWEHNE K JIEKAPCTBEHHbIM CPeacTBaM ANA KNAMHUYECKUX MCCeaoBaHUM,
OONKEH NPONTM NOATOTOBKY, CBA3AHHYIO CO cneundpmKoi A4aHHOTo BMAa NPOAYKLMN.

4. YNONHOMOYEHHOE NMLO HeceT 0Cobyto OTBETCTBEHHOCTb 33 TO, YTODObI BbINOAHAAUCL BCce TpeboBaHUs
AaHHoro MpunoxeHua. [nAa 3Toro ynoNHOMOYEHHOE NMLO AOJKHO MMETb XOPOLYH MOoArOTOBKY B obnactu
pa3paboTKmM NpenapaTos, NPOLLECCOB U KNMHUYECKMX UCCNeA0BaHNN. PYKOBOACTBO A4 YNOAHOMOYEHHOMO /ivua Mno
oueHKe (cepTuduKaummn) NeKapCTBEHHbIX CPEeACTB AN KANHUYECKUX UCCeloBaHUI NpuBeaeHO B MyHKTax 38 - 41
HacToAwero MNpunoxkeHus.

MomelteHuns n obopynoBaHue

5. Mpu paboTe ¢ eKapCTBEHHbIMK CPEACTBAMU ANA KNIMHUYECKUX UCCNeaoBaHnn MHGOPMaLLMA O TOKCUUYHOCTH,
3G PEKTUBHOCTU U CEHCUOBUNU3UPYIOLLEN CNOCOBHOCTU MOXKET OblTb HEMOJIHOM, B CBA3W C Yem cieayeT yAenuTb
ocoboe BHMMaHME CBEAEHWMIO K MMUHUMYMY PUCKA NEPEKPEeCTHbIX 3arpAsHeHui. KoHCTpyKkuma obopyaoBaHuA M
NPOEKT MOMELLEHWNIA, MeTOAbl UCMbITAHWI M KOHTPOASA M AONYCTUMblE KOHLEHTPaUMKM OCTAaTKOB NOCAE OYMCTKM
OOMKHbI yYMTbIBATb MpUpPoOAy 3TUX puckoB. CneayeT ob6paTUTb BHMMaAHME Ha opraHusauumio paboTbl LMKAAMK
(kamnaHuamu), ecnmn ato uenecoobpasHo. Mpu BbIBOPE MOIOLLETO CPeACTBa CAeAyeT yYecTb PacTBOPUMOCTb B HEM
npenaparta.

JoKkymeHTaumA
CneumduKaLnmn U NHCTPYKLNK

6. Cneumdukaumm (Ha wUcxogHble MaTepuanbl, NEepPBUYHbIE YMAKOBOYHbIE MaTepuasbl, MPOMEKYTOUYHbIE
NPOAYKTbI, HepachaCoBaHHYID W TOTOBYID MPOAYKLMIO), MNPOMBIWJIEHHbIE PErn1aMeHTbl, TeXHONOrMYecKkue
MHCTPYKLMM, @ TaK¥Ke MHCTPYKUMM MO YraKoBKE MPOAYKLMMU AO/KHbI ObiTb, MO BO3MOMHOCTM, NOJIHbIMU AAA
CYLLLECTBYIOLLErO YPOBHA 3HAHMIA. Mo mepe pa3paboTKkM nNpenapaTta ux cieayeT nepuogmyecky nepecmaTpuBath (npm
HeobxoanmocTn). Kaxkpas HoBas Bepcua [AOKYMEHTa [O/IKHA Y4YuTbiBaTb MOCAeAHME AaHHble, UCMO/b3yeMyto
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TEXHO/I0TUIO, HOpPMaTUBHbIE "
dapmaKoneliHble TpeboBaHMA CO CCbIIKOWM Ha NpeablayLLyto Bepcuto ann obecneyeHns npocnexnsaemocTu. Jliobble
M3MEHEHMA, KOTOpble MOrYT MMETb MOCNeACTBMA ANA KayecTBa npenaparta, B YaCTHOCTM ANA ero cTabuabHOCTU U
6103KBMBANIEHTHOCTU, C/lIeAyEeT BHOCUTb B COOTBETCTBMU C MMCbMEHHbIMM TPeboBaHUAMM.

7. ObocHoBaHMA Ana WU3MeHeHW cneayeT oPOPMAATb AOKYMeHTasbHO. locneactBus W3MEHeHun ans
KayecTBa npenapata M NOCAeAyoWMX KAUHUYECKMX MWCMbITaHWI HeobxoaMmMo aHanM3upoBatb M 0dOpPMIATb
AOKYMEHTaNbHO.

3aka3

8. 3aKas po/KeH coaeprkaTb TpeboBaHME HA U3roTOBAEHME U/UAW YNAKOBKY ONpesesieHHOro YMcna efuHUL,
NPoOAyKUMM W/MAKM ee OTrpysKy. 3aKa3 MpPOM3BOAMUTENIO AAETCA CMOHCOPOM MAW ANLOM, AENCTBYIOWMM MO ero
nopyyeHuto. 3aKkas fosmkeH 6blTb 0dpopmieH B MUCbMEHHOM BuAe (HO MOMKET nepesaBaTbCAd U 3/EKTPOHHbIM
cnocobom) 1 6bITb JOCTATOYHO YETKMM BO M3bEXKaHWE PasHOYTEHMIA. 3aKa3 Jo/KeH 6biTb 0dULMANIBHO YTBEPKAEH U
MMETb CCbINKY HA YTBEPXKAEHHOE [0Cbe Ha IeKapcTBEHHOE CPEACTBO UM MPOTOKO KAMHUYECKUX UCMbITaHMIA.

Jocbe Ha nekapcTBeHHOe cpeacTBo

9. Jocbe Ha NeKapcTBEHHOE CPEeACTBO AO/MKHO HENpepbiBHO 0OHOBAATLCA MO Mepe pa3paboTku npenapara,
obecneymBas NOrMYECKYl0 CBA3b C Npeaplaywumm Bepcuamu. [ocbe AOMKHO BKAOYaTb B ceba cneayrolme
OOKYMEHTbI (MK copepKaTb HAa HUX CCbINTKK):

- cneunduKaLmMm U aHanUTUYECKME METOAMKMU AN UCXOAHbIX WU YNaKOBOYHbIX MAaTEPManoB, MPOMEKYTOUYHON,
HepacdacoBaHHOM M FOTOBOM NPOAYKLUMY;

- TEXHO/I0TMYECKMeE NPOLECChl;

- METOAMKM BHYTPMUMNPOU3BOLCTBEHHOIO KOHTPOA;

- YTBEPKAEHHYIO KOMUIO STUKETKM;

- NPOTOKO/Ibl KNIMHUYECKUX UCCNeL0BaHUI U Koabl peanmsaumm (Npu HeobxoaAnmocTm);

- TeXHUYECKMe corlalleHmns ¢ 3aKkasymMKaMm No KOHTpaKTam (Mpu HeobxoammocTu);

- AaHHble 0 CTabuabHOCTY;

- YC/IOBUSA XPaHEHMA U TPAHCMOPTUPOBAHMA.

[aHHbIN nepeyeHb He ABAAETCA McuyepnblBatowMm. OH MOXKET M3MEHATbLCA B 3aBMCMMOCTM OT npenapaTa u
CTagmu ero paspaboTku. Cogeprkallanca B Hem MHGOPMaLLMA SOMKHA CNYXKUTb OCHOBOM NPU OLEHKe FOTOBHOCTU A5
NPUEMKN U BblAauyn paspelleHns Ha BbINYCK YNOJHOMOYEHHbIM JIMLOM, KOTOPOe AO/IKHO MMETb AOCTyn K 3TOM
nHoopmauumn. Ecam pasnnyHbie NPOUM3BOACTBEHHblE CTagMM NPOBOAAT B PasHbIX MeCTax, OTBETCTBEHHOCTb 3a
KOTOpble HecyT pasHble YNOAHOMOYEHHble /Mua, [AOMYCKAeTcA BeCTM OTAeslbHble [0Cbe C OrpaHUYeHHoW
MHbOPMaUMEN, OTHOCALLMECA K ONpeaeleHHOMY MecCTy.

MpombiWwneHHble per1ameHTbl U TEXHONOMMYECKMe NHCTPYKLLUK

10. Kaxkaan Nnpon3BoACTBEHHAA Oonepauma Uam onepaums no oTrpysKe A0/IKHA BbIMOAHATLCA B COOTBETCTBUE C
YeTKOM W [A0CTaTOYHO MOJSIHOM MUCbMEHHOW MHCTPYKUMEN M CONPOBOXAATbCA OPOpMAEHMEM MpoToKona. Ecan
onepaums He ABAAETCA MOBTOpPAEMOM, TO He 0653aTe/lbHO COCTaBAATb MPOMbIWIEHHbIN PerfameHT w
TEXHO/IOTMYECKME MHCTPYKUMKU. MPOTOKObI MMelT ocoboe 3HayeHue AN MOAroTOBKM OKOHYATE/IbHbIX TEKCTOB
AOKYMEHTOB, KoTopble 6yAyT MCNo/Ib30BaThCA MPU CEPUMHOM MPOU3BOACTBE NOCAE NOAYYEHUA PErucTPaLnoHHOro
YAOCTOBEPEHMUS.

11. UHpopmaumio, coaeprKallytocs B fOCbe, CieayeT UCMO0/1b30BaTb NPU pa3paboTke NoAPOOHbIX MHCTPYKLMIA
MO U3roTOBNEHMIO, YAKOBKE, UCTbITAHUAM A1 KOHTPOJIA KAYecTBa, YC/I0BUAM XPaHEHUs M TPAHCTIOPTUPOBAHMA.

MHCTPYKLMM NO ynaKkoBKe
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12. NNekapcTBEHHbIE CPEACTBA AR KNMHUYECKMX UCCNeA0BaHUI AONKHbI YNTAKOBbIBATLCA MHANBUMAYANbHO ANA
Karkaoro cybbeKkta UcnbITaHWi. KonnMyecTBo eavHUL, YyNaKoBbIBAEMON MPOAYKUMM AOKHO ObiTb onpeseneHo Ao
Hayasa onepaumit NoO YNakoBKe C YYETOM KOANYECTBA eANHUL, HEODXOAMMbIX ANA NPOBEeSEHUA KOHTPOA KavecTBa,
N apxuBHbIX 0b6pasLoB. Mocne OKOHYaHUA YMAaKOBKM M MapKMPOBKU Heobxogumo noasecTn 6anaHc (BbIMOJHUTL
COMOCTaB/IEHNE) KaXKAOro BMAA YNAKOBOYHbIX MaTepuasnos, HepachacoBaHHOW M FOTOBOM NPOAYKLMU ONA KaxKgoM
CTaZnn NPOU3BOACTBA.

MpoTOoKObl NPOU3BOACTBA, UCMbITAHUIA U YNAKOBKW CEPUM NPOAYKLMN

13. MpoToKObl NPOM3BOACTBA M YNAKOBKN CEPUN NPOAYKLMU SONKHbI cogepKaTb NOAPOBHYO MHPOpMaLMIo,
[OCTaTOYHYIO A1A NPOCAEKMBAHMA BCE NOCNeA0BaTe/IbHOCTM OnepaLmiA, a TaKKe BCe CYLeCTBEHHble 3ameyaHus,
Jaowme HoBylo MHOOPMAULMUIO O MPOAYKTE U BHECEHUN M3MEHEHWI, NO3BOAAIOLMX NOAYYUTb LONONAHUTESNbHbIE
JaHHbIe 0 NPOAYKLMMK, YCOBEPLUEHCTBOBATL NPOU3BOACTBEHHbIM NPOLLECC U TEXHONOTMYECKNE UHCTPYKLMN.

14. MpoTOKO/Ibl NPOU3BOACTBA CEPUN NPOLYKLUMN AO/MKHBI XPAHUTLCA HE MEHEE MATU /IET NOCae 3aBepLUEHUA
UM odMLMaNbHOTO NPEKPALLEHUA NOCNEAHENO KAMHNYECKOTO UCMbITaHUSA, B KOTOPOM 6bl/1a MCNO/Ib30BaHa 3Ta cepums
<*>,

<*> #3911 TpeboBaHNA ycTaHOBAEHDI B CT. 9 [lnpekTtnsbl 2003/94/ECH.
NpounssoacTeo
YnaKoBOYHble MaTepuanbl

15. B cneuMduKaumax M MHCTPYKUMAX (METOAMKAX) KOHTPOAA KayecTBa AO/IKHbl 6biTb YKasaHbl Mepbl No
NpegoTBPALLEHUNIO CIYYANHOTO CHATUA KOAMPOBAHMA (MAacKMPOBKM) M3-3a PasNMUMIA BHELLHEro BUAA PasHbIX cepuit
YNaKOBOYHbIX MaTepranos.

TexHonornyeckme onepaunm

16. Ha ctagnv pa3paboTKu IeKapCTBEHHOrO CPEeACTBA CieayeT OnpeaenunTb KpUTUYECKME MapameTpbl U BUAbI
BHYTPUMNPOM3BOACTBEHHOIO KOHTPOJIA A1 KOHTPOJIA TEXHO/IOTMYECKOro npoLecca. BpemeHHble napameTpbl U BUAbI
BHYTPMMNPOM3BOACTBEHHOIO KOHTPOJIA MOFYT ObiTb MOJyYEHbl M3 MPOLUNAOrO OMbiTa, B TOM YMCAEe M3 NpeablayLmx
uccnefoBaHWiA. PyKoBoaAwMIA nepcoHan n[O/KeH yaenstb ocoboe BHUMAHWE pPaspaboTKe WHCTPYKUMUA WU
MOCTOSSHHOMY WX Pa3BUTUIO C Y4eTOM OMbiTa, NpuobpeTaemoro B npouecce npousBoacTea. KoHTposmpyemble
napameTpbl 40/1XKHbl 6bITb 060CHOBAHbI B COOTBETCTBUM C MMEIOLLLENCA B aHHOE BpemaA nHpopmaumen.

17. He o06sa3aTenbHO NPOBOAUTL aTTECTALMIO (MCMbITAHUA) TEXHONOTMYECKUX MPOLLeCCOB MPOU3BOACTBA
NIEKapCTBEHHbIX CPeACTB A/ UCCefoBaHMI B obbeme, NpeaycMaTpvBaemMoM A/ CEPUAHOTO NPOU3BOACTBA, HO
nomelLeHus 1 obopyLoBaHMe AO/KHbI ObiTb aTTecToBaHbl. [1A CTEPUIbHLIX JIEKAPCTBEHHbIX CPEACTB aTTecTalus
(McnbiTaHMA) NpPOLECCOB CTEPUMAM3ALMM [AOKHA MPOBOAUTLCA MO TEM Ke CTaHAapTam, YTo U ANA CepPUIHOro
NpPOM3BOACTBA NPOAYKLMM, Pa3peLleHHOM K peannsaumu.

AHanorMyHbIM obpasom (npwm HeobxoaAnmocTH) cnegyet NnoATBEPXAATb 3 PEKTUBHOCTD
WMHaKTMBaUMWU/yganeHua BUPYCOB M /UM ApYyrUX 3arpasHeHWin 6uonormuyeckoit npupogapl gna obecneyeHun
6e30MacHOCTM NPOAYKLUMN BUOTEXHONOMMYECKOTO MPOM3BOACTBA B COOTBETCTBUM C MPUMHLMNAMW W METOAAMM,
cogeprKalmMmMmnca B PyKoBOACTBax B 4aHHOM obnactu.

18. AtTecTauma (McnbITaHUA) acENTUYECKMX NPOLLECCOB NpeacTaBaseT 0cobylo TPYAHOCTb MPU ManbiX pasmepax
cepuii Npoaykumn. B 3aTMX cayyasx YyMcao eAuHUU, HaMOAHAEMbIX Cpedamu, MOXKeT bbiTb paBHO Hambosbluemy
pasmepy cepumn NpoayKumm. Mo BO3MOXKHOCTM (B TOM YMcae A8 UMMTaLMKU NpoLecca) caedyeT HanoHATb cpeaamm
6o/ibllee YMCAO eauHuL, NPoayKumu ana obecneyeHus 6osblieit AOCTOBEPHOCTM pe3ynbTaToB. HamnonHeHue u
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npenmywectBeEHHO pydYHbIMKU UM NONYaBTOMaTU4YeCKMMM  onepauuammn, npeacrtasaalowmmm puck  OnAa
CTEPUNBHOCTU. B cBAa3n c atum cneapyer yaenntb nosblilleHHOE BHUMMaHWMeE 06y‘4€HM}O nepcoHana M artrecrtauunnm
MEeTOo40B aCeENTUYECKOIo Npon3sBoacTBa A1 KOHKPETHbIX OnNepaTopoB.

TpeboBaHuWA K Npenapary cpaBHeHUA

19. Mpu CyLLECTBEHHbIX M3MEHEHMUAX JIEKAPCTBEHHOIO cpeacTBa ob6bem MHbOPMaUUK 0 Hem (Hanpumep, no
CTabWUNbHOCTM, CPaBHUTE/IbHON PACTBOPMMOCTU, BUOAOCTYNHOCTU) AO/MKEH BbiTb AOCTYNHbIM AAA AEMOHCTPaLUM
TOro, 410 3TN U3MEeHeHUA He OKaXXyT CywecCTBeHHOro BJMAHUA Ha WUCXOAHble MNapaMeTpbl KayveCTBa 3TOro
JIeKapCTBEHHOro cpeAcTBa.

20. CpoK rogHoCT1 npenapaTa CPaBHEHUS, YKa3aHHbIM Ha NepBOHaYa/IbHOM YNaKOBKE, HE MOMKET ObITb TaKUM
e AN nepeynakoBaHHOrO B APYryto YNakoBKy npenapaTta, NMOCKOJ/IbKY NMpU 3TOM MOXKeT bbiTb He obecneyeH
3KBMBAJIEHTHbIA YPOBEHb 3allUTbl MW HapylleHa COBMECTMMOCTb C MPOoAyKTOM. [oatomy crnoHcop (uau auuo,
AelicTylollee OT ero MmeHun) obasaH onpenennTb COOTBETCTBYIOLMIA CPOK FOAHOCTM (C ydyeTom BMAa npenapaTa,
XapaKTepPUCTUK YNaKOBKU W YCNOBUI XpaHeHuA). HOBbI CPOK roAHOCTM A0/KeH 6biTb 060CHOBAH U He MOMKeT
NPeBbIlLaTh YKa3aHHbIN Ha NepBOHaYaAbHOM YNaKoBKe. DTOT CPOK A0/KEH BbiTb COBMECTUM CO CPOKOM XPaHeHUA U
ONUTENbHOCTBIO KAMHUYECKUX UCCNea0BaHUIA.

Onepaunn No KOAMPOBaHUIO (MAaCKMPOBAHMIO)

21. Mpy NPUMEHEHUN KOAMPOBAHMA (MaCKMPOBAHMA) AOJ/IXKHA CYWECTBOBAaTb CUCTEMA, FapaHTUpYIOLLan
MaCKMPOBKY U ee noagepuBaHue. B To e Bpema 3Ta cucTeMa A0JIKHA NO3BOMIATb MAEHTUPUUMPOBATbL, NpuU
~n

HeobXxoAMMOCTH, KoaMpOBaHHbIN ("cnenoit") npenapat, B TOM yMc/ie HOMepPa cepuil 40 MackupoBaHua. Cneayet
npeaycMoTpeTb BO3MOXHOCTb BbICTPOro CHATUA MaCKMPOBKMN B SKCTPEHHbIX CAyYasX.

Koa paHgomusaumm

22. B MHCTPYKUMAX [O/XHbl ObiTb YEeTKO onucaHbl Bce onepauun (bopmupoBaHMe, pacnpocTpaHeHue,
obpauweHne U XpaHeHue) C obbIM KOAOM PaHAOMM3aLUM, UCMONb3YyeMbIM ANSA YNAKOBAHHbIX J1€KAPCTBEHHbIX
CpeacTB ANA KAMHUYECKUX MCCNeaoBaHMMA, a TaKXe MeToabl CHATUA Koga. CneayeT BBECTM COOTBETCTBYIOLLYHO
OOKYMeHTauumto.

Onepauyn No ynakoske

23. Mpu ynakoBblBaHWM NEKAPCTBEHHOrO CPeACTBa A/A WCCNAeA0BaHUIA MOMET OKasaTbCA Heobxogumbim
0A4HOBpeMeHHOe o06palleHne C PasAMYHbIMM NPOAYKTaMM Ha OAHOM M TOM e YNaKoBOYHOM AWMHMU. PuUCK
nepenyTbiBaHWA NPOAYKTOB AO/IKEH BbIiTb CBEAEH K MUHMMYMY 33 CHET NPUMEHEHUA cneumanbHbIX METOA0B paboThl
n/unn cneunannsmpoBaHHoro o6opyaoBaHMA U 0byyeHna nepcoHana.

24. Onepaumy No yNakoBKE M MapKMPOBKE NIEKAPCTBEHHbIX CPeACTB ANA UCCaefoBaHMI MOryT 6biTb Honee
CNIOXKHBIMW M NOABEPIKEHHbIMM OWNBKamM (KOTopble TpyAHEe BbIABAATL), YEM NPV NPOU3BOACTBE ANA Peannsaumm,
0COBEHHO MpY KOAWPOBaHWM MPOAYKTOB C MOXOXMM BHEWHWM BMAOM. B cBA3M € 3TMM TpebyeTca NpuHMMaTb
ocobble Mepbl NO NPeAoTBPaALLEHMIO OLMBOK B MapKMpPOBKe, Hanpumep, 3a cYeT BeaeHna 6anaHca (conoctaBneHms)
3TUKETOK, OUYMUCTKM IMHUU, BHYTPUNPOU3BOACTBEHHOrO KOHTPOAA CNeLmManbHO NOArOTOBAEHHbIM NEPCOHANIOM.

25. YNaKoBKa [0J/IKHA rapaHTMPOBaTb COXPAHHOCTb JIEKAPCTBEHHOTO CPeAcTBa B TPebyemMom COCTOSIHMM Mpu
TPAHCMOPTMPOBAHUN U XPAHEHMM B MPOMENKYTOUYHbIX MyHKTax. BTOpWYHaA ynakoBKa AO/KHA ObiTb TaKoK, YTobbI
6b110 cpasy 3aMeTHO Ntob6oe HapyLIeHWe ee LeNOCTHOCTM NMPY TPAHCMOPTUPOBAHUM.

MapKuposka
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26. B Tabauvue npuBeaeHbl TpeboBaHUA, cogep)kawmeca B MyHKTax 26 - 30 HacTosawero MNpunoxkeHus.
MapKkupoBka p[omKHa obecneyunBatb 3aWMUTy CyObEKTa WUCCNeAO0BaHWA, BO3MOXKHOCTb NPOCAEKMBAHMA W
naeHTMOMKauMKn npenapaTa v UCMbITAaHWA U CNOCOBCTBOBATL NPABUIbHOMY NMPUMEHEHWUIO IEKAPCTBEHHOMO CPeaCTBa
AN uccnegoBaHun <*>. MapKUMpOBKa A0/KHA coAep’kaTb caeaylollyo MHopmMaLnio, ecim He 0bOCHOBaHO ee
oTcyTcTBME (Hampumep, MPWM  HANMUYUW  LLeHTPA/SIM30BAaHHOM 3/IEKTPOHHOM CUCTEMbI  PaHAOMMU3NPOBAHHOIO
KOAMPOBaHUA):

a) HaumeHoBaHuWe (Mms), aapec n TenedoH CNOHCOPa, KOHTPAKTHOM MCCenoBaTeIbCKOM OpraHu3auumn uam
uccneposatena, paboTaloWmMX MO KOHTPAKTY (OCHOBHOM KOHTaKT A/A MOAyYeHUs MHbopmMauuu O npenapare,
KJIMHUYECKUX UCCIeL0BaHUAX U AJ1A SKCTPEHHOTO AeKOAMPOBaHMA);

b) nekapcrteeHHyo popmy, cnocob BBEAEHUS, KOANYECTBO A03MPOBAHHbLIX €ANHUL, U B CAydYae NpoBeaeHUs
OTKPbITOrO NCCAeA0BaHUA - HAMMeHOBaHMe/ NP eKapCTBEHHOrO CPeACTBa U ero aKTMBHOCTb/3hdEeKTUBHOCT;

C) Homep cepun n/unu Koa Ana naeHTUGUKaLUN COAEPKUMOro M onepaLmMm Mo ynaKkoBke;

d) Homep (Koa) wccnegoBaHMA, MO3BOMAKOWINK  UAEHTUPUUMPOBATL UCCAeAOBaHWE, MeAULMHCKOoe
yuperKaeHWe, uccnenoBaTena U CNOHCOPa, €C/IN 3TO HE YKa3aHo B APYrOM MecTe;

€) WAEHTUOUKALMOHHBIN Homep/nedyebHbli HOMep CybbeKTa KAMHWYECKOrOo WCCAeoBaHWUA W Npu
HeobXx04MMOCTM HOMEP NOCELLLEHMS;

f) dbamunuio n nHMLMansbl uccnegoBatens (ecnn He yKasaHo B nepeuncneHumax "a" namn "d");

g) VHCTPYKUMM NO NpUMeHeHUto (MOXKeT ObiTb npuBeAeHa CCblIJIKa Ha JINCTOK-BKAAAbIW AnBO Apyroi
NOACHUTENIbHbBIA AOKYMEHT, NpefAHa3HayeHHbI s cybbeKkTa KAMHUYECKOro UCCAefOBaHMA WAW NMLA, KOTOpoe
BBOAWT Npenapar);

h) Hagnucb "ToNbKO ANA KAMHUYECKUX UCCnefoBaHUA" AKX aHaNornMyHyo GoOpMyIMPOBKY;

i) ycnoBuma xpaHeHus;

j) cpok wucnonb3oBaHMA C yKasaHWMemM Mecsua WM roga TakMm obpasom, 4Tobbl M3berkaTb 060l
HeonpeaeneHHocTn (MoXeT bbiTb YKa3aHa AaTta, A0 KOTOpOoli HeobxoaMMo MCMNo/ib30BaTb Npenapat, CPOK FroAHOCTU
WU AaTa NOBTOPHOIO KOHTPOAA);

k) Hagnucb "XpaHUTb B HeAOCTyNnHOM Ans AeTeld mecte", 3a MCKAIOYEeHMEeM Ccaydyaes, Koraa npenapart
npeaHasHayeH 411 UCNOJb30BaHUA TOIbKO B YC/IOBUAX CTaLMOHapa.

<*> #3911 TpeboBaHUA ycTaHoBAEHbI CT. 15 Anpektnsbl 2003/94/ECH.

27. Appec n Homep TenepoHa OCHOBHOFO KOHTAKTHOrO Auua Aaa nepefgaym MHGOPMaLMM OTHOCUTENbHO
npenapaTta, KAMHUYECKOro UCCAeA0BaHUA U CPOYHOTO AEKOAMPOBAHUA MOFYT ObiTb He YKasaHbl Ha 3TUKETKe, ecau
Ccyb6BbeKTY UccnenoBaHUA NpenocTaB/eHbl IMCTOK-BKAAAILW UAW KapTOYKa, Ha KOTOPOW YKa3aHbl 3TW AaHHbIe, a TaKXKe
OaHa UHCTPYKLUMA AeprKaTb MX Npu cebe NocToAHHO.

28. [aHHble O0/IXKHbI BbITb NpUBeAeHbl Ha 0bULMANbHOM A3bIKe (A3blKax) CTpaHbl, rae 6yaeT NPUMEHATLCS
NleKapCTBEHHOE CPeacTBO ANA uccnefosaHuii. [laHHble, NpuBeAeHHble B NyHKTe 26 AaHHOTO MPUNOKEHUSA, AOKHbI
HaxoAMTbCA KaK Ha MepPBUYHON, TaK M Ha BTOPWUYHOM ynakoBKe (gaHHble MOTyT 6biTb He yKasaHbl Ha NepBUYHOWN
YNaKOBKe B C/ly4asx, YKasaHHbIX B NyHKTax 29 u 30 HacTtoawero MpunoxeHusa). TpeboBaHua K MHPoOpMaLUN,
NPUBOAMMON Ha NEPBUYHON U BTOPUUYHOWN yNaKoBKax, NpuBeaeHbl B Tabamue 13.1. TakxKe Ha STUKETKaX MOXKET ObITb
npuseaeHa MHGOPMALMA HA APYTUX A3bIKaX.
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Tabnuua 13.1
OBWAA MHOPOPMALMA O MAPKUPOBKE (MYHKTbI 26 - 30)

a) HawmmenomBaHme (umMmdA), azpec u TejedoH Obumy ciy4dan
CIIOHCOpa, MCCJIeNOBaTeJIbCKOM OpIraHM3alUM WJIU IO [NepBUYUHOM M HaAPYXHOM
uccyenoearensa, padoTawomero o KOHTPAKTy YIIaKOBOK (MIYHKT 26)
(OCHOBHOM KOHTaKT IJIg [IOJydeHMs MHbOopMauum O

npernapare, KJIMHUMUECKUX MCCIJIENOBAHUAX U VubopMaums,
SKCTPEHHOM IEKOOVUPOBAHUMU) ; yKasaHHasgs B NYyHKTax
b) nexapcrTBeHHas dopma, crnocob BBeIeHUHd, a <1> - k Tabnamis

KOJIMUECTBO IOO3MPOBAHHEIX €IMHUIL, M B Clydae
OTKPHITOTO MCCJIENOBAHMS HaMMeHOBaHue/umobp
JIEKAPCTBEHHOTO CpPeNCTBa M €TI0 akTui/sdberT-Th;
C) HOMep cepuM U/WUIM KOO IJIS MOSHTUOUKALMM
COOEPXMMOTO M OllepalMM 10 YIaKOBKeE;

d) HoMep (xOI) MCCJeNOBaHMs, [I03BOJISLIUMN
NOSHTUOMUIMPOBATh MCCJIeOOBaHMEe, MeIMLMHCKOEe
ydpexneHue, MCCJeloBaTeJid M CIOHCOpa, €eCJM BCce
DTO He yKaszsaHO B IOPYyI'OM MecCTe;

e) MOeHTUOMKALMOHHEI HOMEp/JieueOHE HOMEp [lepBruHasa ynakoBKa
cyOBeKTa KIMHUUECKOI'O MCCJIeOOBaHMA U, IIPpU EcaM HNepBUUHYD YINaKOBKY U
HeOoOXOOMMOCTHM, HOMEP I[NOCEUeHUd; BTOPUUHYD YIAaKOBKY XPaHSAT
f) dbamMmnusa M MHMUMAJIEL MCCJIenoBaTesisa (ecnu He BMecTe (nmyHKT 29) <5>
yKazaHo B nyHkTax "a" wunu "d" Tabiuus) ;

g) MHCTPYKLUMM IO IIPMMEHEHMI (MOXeT OHTb a <2>, b <3>, ¢, d, e

IpMBeIeHa CCHJIKAa Ha JIMCTOK-BKJIQZHI JIMOO IPYITOM
IIOSCHUTENbHEM INOKYMEHT, NpelHa3HAUEHHBM IJII
cybpekTa KIMHMYUECKUX MCCJIedOBaHMM UM Jula,
KOTOpOe BBOIMUT Ipenapar);

h) vamnmuce "TOJNBKO IJIS KJIMHUUECKUX MCHIBITaHMUNM"
WM aHaJoTM4YHasa QOopMyJIMpPOBKa;

i) ycrnoBuSa XpaHeHUS;

j) CPOK MCIOJIL30BaHMUA C yKal3aHMEeM Mecsdla U [lepBUYHaS ylIaKoOBKa
roma TakuM obpaszomM, UTOOH m3bexaTb JiOoM BamcrTeps MM yrnakoOBKMU
HeolnpenesyieHHOCTHU (MOxeT OBIThH yKazaHa IaTa, IO MaJjioro pasMepa
KOTOPOM HeOoOXOIOMMO MCIIOJNIb30BaTh IIpelapaT, CpPok (nyaxT 30) <5>
TOOHOCTM WM HaTa IOBTOPHOI'O KOHTPOJA) ;

k) Hamnmuce "XpaHUTHL B HEIOOCTYIIHOM IJig IeTeu a <2>, b <3>, <4>, c,
mMecTe", 3Ba MCKJIUEHMEM CllydaeB, KoT'Ja npenaparT d, e

IIpegHa3HadveH OJId MCIIOJIB30OBaHMA TOJIBKO B CTall.

<1> Apgpec u HoMep TejlepOHaA OCHOBHOTO KOHTAKTHOTO JIMla IOJsA Nepelaunu
nubopMalMM OTHOCMUTEJILHO Ipelapara, KIMHMYECKOI'O MCCJIENOBaHMSA M CPOYUHOTO
OEeKOOMPOBaHMA MOXeT OHTbH He yKasaH Ha DTUKETKe, eClM CyOBeKTy
MCCJIeNOBaHUM MNPeloCTaBJIeHH JIMCTOK-BKJIANBII MJIM KapTOdKa, Ha KOTOPOM
yKas3aHel 3TM OaHHEE, M IJaHa MHCTPYKLMA OepXaTb UX Hpu ceBe MNOCTOAHHO (CM.
NYHKT 27 DaHHOTO IIpMUJIOXEeHMA) .

<2> Appec u HoMep TeJylepOHaA OCHOBHOI'O KOHTAKTHOTI'O JIMLA IJIA Iepelauu
nHbopMalMM OTHOCMUTEJILHO IpernapaTa, KJIMHMYEeCKOI'O MCCJIeNOBaHusa U
SKCTPEHHOT'O IEKOIMPOBaHMS Ha STUKETKE He yKas3HBalT.

<3> Cnocof BBeIeHMSs HOONyCKkaeTCsA He YyKas3EBaTb TOJIBKO IJIS TBEPILIX
JIeKAPCTBEHHBX QOPM NJisd OPaJIbHOTO MNPMMEHEeHMS.

<4> JlonyckaeTcCs He yKas3HBaTb JIEKAPCTBEHHYID (OPMYy U KOJMUUECTBO
IOO3MPOBAaHHBIX E€IMHMUILI.

<5> EcymM Ha BTOPUYHOM yNaKOBKE COINEPXMUTCs MHOoOpMaums, IpUBEINEHHAA B
IIYHKTE 26 IDAaHHOTO I[IpUIIOXEeHUS.
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29. Ecam npenapaT noaroToBneH Ans cybbekTa uccnegoBaHWM WMAM NULA, KOTOpoe BBOAMT Npenapart, To
NMepBUYHYIO M BTOPUYHYIO YMNAKOBKM C/iedyeT OCTaBiATb BMECTE, M MPU 3TOM Ha BTOPUYHOWN YMaKOBKE AOJIXKHbI
cofeprKaTbcA AaHHble, NpuBeAeHHble B NMyHKTe 26 Hactoswero MpuaoxkeHua. Ha aTMKeTKe NepBUYHOM YMaKOBKMU
(nnm noboro yKynopeHHOro A03MpPYIOLWEro YCTPOMCTBA, COAEPKALLErO NEePBMYHYIO YNAKOBKY) HEOOX0AMMO YKa3aTb
cneayouyo nHGopmMaLumio:

a) HaMmeHoBaHMe (MMS) CMOHCOPa, UCC/Ie0BaTENbCKOrO YUYPEXAEeHNA UAN UccnenoBaTtens, paboTalowmx no
KOHTPaKTY;

b) nekapctBeHHyto dopmy, cnocob BBeAeHMA (MOXKHO He yKasblBaTb AN TBEPAbIX EKAPCTBEHHbIX GOPM ANs
Opa/ibHOro NMPUMEHEHUA), KOMYECTBO A03MPOBAHHbIX €4UHUL, U B C/ly4ae NPOBEeAEHMUSA OTKPbITOro UCCNefoBaHuUA,
HaMmeHoBaHMe/lWndp NeKapcTBEHHOro CPEeACTBA, a TaKXKe aKTMBHOCTb/3$dEeKTUBHOCTD;

C) Homep cepun n/unu Koa, No3BoAALIME MAEHTUOULMPOBATL COAEPKMMOE M OnepaLmnn No YNakoBKe;

d) Homep (Koa) wccnegoBaHMA, MO3BONAKOWMIA  UAEHTUPULMPOBATL UCCAEAOBaHUE, MeAULMHCKOoe
yypexKaeHue, uccienoBartesis U CNOHCOPaA, eC/IN BCE 3TO He YKa3aHo B APYromM MecTe;

e) WAEHTUPUKALUMOHHBLIN Homep/nedyebHblit HoMep CybbeKkTa KAMHWYECKOro WCCNedoBaHMA W, Mpu
HeobX04MMOCTU, HOMEP €ro NOCeLLEHMUS.

30. Ecnv nepBUYHOKM YMaKOBKOMW ABNAETCS 6AMCTEP UAM OHa MMeeT Masbli pasmep, Hanpumep amnysbl, Ha
KOTOPbIX HE MOTYT BbITb Pa3MeLleHbl AaHHble, NPUBeAEHHbIE B NYHKTe 26 HacToAwero MpuaoXKeHua, A4oKHa ObiTb
npeaycMoTpeHa BTOPMYHAA yNaKoBKa C 3TUKETKOW, coAeprKallei 3TM gaHHble. OQHAKO Ha NEPBUYHOWN yrNaKoBKe
OO0MKHbI BbITb YKa3aHbl:

a) HaumeHoBaHWe (MMs) CNOHCOpa, UCCea0BaTEeIbCKOrO yYpeXAeHMA UAU UccnenoBaTens, paboTatowmx no
KOHTPAKTY;

b) cnocob BBegeHMA (MOXKHO He yKa3biBaTb 4151 TBEPAbIX IEKAPCTBEHHbIX GOPM AN1A OPaNbHOTO NPUMEHEHUA),
M B CAyvyae NpoBeAeHUs OTKPbITbIX UCCNeoBaHWN, HaMmeHoBaHMe/WMbp NeKapCTBEHHOrO CPeAcTBa, a TaKkKe
aKTUBHOCTb/ 3PPEKTUBHOCTb;

C) Homep cepun n/uau Koa, No3soAsALIME NAEHTUOULNPOBATL COAEPIKMMOE M OnepaLmnn No YnakoBKe;

d) Homep (Koa) wccnegoBaHMA, MO3BOAAKOWMK  UAEHTUPMUMPOBATbL UCCAeAOBaHUE, MeAULUHCKoe
yypexkaeHue, uccienoBartesia U CNOHCOPa, eC/IN BCE 3TO He YKa3aHo B APYromM MecTe;

e) WAEHTUPUKAUMOHHBLIN Homep/neyebHblit HOMep CybbeKTa KAWHWYECKOro WUCMbITaHWMA W, Mpu
HeobXxo4AMMOCTU, HOMEP Ero MoCeLLEeHUS.

31. [na noACHEHUA yKa3aHHON Bbile MHPOPMALMU MOTYT BbITb UCMO/b30BaHbI CUMBOJIbI UAW MUKTOTPAMMbI.
MoeT 6bITb NpeacTasieHa A0NoHUTENbHAA MHGOPMaLMA, NpeaocTepeReHmne n/muam NHCTPYKLMK No obpalleHuto
C npenapaTom.

32. B HeKOTOpbIX CAyyasx <*> npu MNPOBEAEHUM KAMHUYECKUX MUCCNEAOBaHWA Ha MepBUYHOWN YMaKoBKe
OONONHUTENIbHO A0/MKHbI BbITb NPUBEAEHbI Cneaylolwme AaHHble (Tak, YTOObl OHW He 3aKpbiBaiM NepBOHaYaIbHYIO
3TUKETKY):

| - HaumeHoBaHWEe (MMA) CNOHCOpa, WMCCNEeAOBATENbCKOrO Y4YpeXKAeHUs UAM UccienoBaTens, C KOTopbIM
3aKN0YEH KOHTPAKT;

I - Homep (Koa) wccnenoBaHWs, MO3BONAWMNA  UASHTUPUUMPOBATL MEAMLMHCKOE Y4YpexKaeHue,
nccnepoBartens n cybbekta uccnegoBaHUN.

<*> H#3T1 cnyyaun yKasaHbl B ctaTbe 14 Aupektusbl 2001/20/EC 1 OTHOCATCA K CUTyaUMAM, KOraa:

- HeT HeobX04MMOCTU B Pa3AebHbIX NPOLECCax NPOM3BOACTBA UAN YNAKOBKY;

- MpW nccnegoBaHMM UCMONb3YIOTCA IEKAPCTBEHHbIE CPEACTBA, 3aPErnMcTPUpoBaHHble, NPOM3BEAEHHbIE UK
MMMNOPTUPOBAHHbIE B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHOAATENLCTBOM;

- B WCCNeAoBaHMAX NPUHUMAIOT y4yacTMe MauMeHTbl C Temu 33a60/1eBaHUAMM, KOTOpble COOTBETCTBYIOT
MOKa3aHMAM K MPUMEHEHMUIO, YKA3aHHbIM B MHCTPYKLMW MO NPUMEHEHMUIO, YTBEPXKAEHHOW MNpPW pPerncTpauuun
JIeKapCcTBEHHOTO cpeacTBaH.
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33. Ec/m HeobxoAuMMO U3MEHUTb

0ATYy MCMNO/Ab30BaHWA NEKAPCTBEHHOrO CPeAcTBa, CleAyeT HAaHEeCTU Ha yNaKOBKY AOMNOJHUTENbHYIO 3TMKeTKy. Ha
OONONHUTENIbHOW 3TUKETKe A0/KHA ObiTb YKasaHa HOBas AaTa, 4O KOTOPOM cnedyeT MCMO/b30BaTb npenapart, a
TaKXe MOBTOPHO YyKasaH Homep cepuu. [ONONHUTENbHYHO 3TUKETKY MOXKHO HaKnemBaTb MOBEPX CTapoi AaTbl
MCNO/Ib30BaHMA, HO OHA He A0/KHA 3aKpPblBaTb UCXOAHbIN HOMEP CEPUM, YTO CBA3AHO C KOHTPOAEM KayecTBa. ITy
onepaumio MOXKHO OCYLWECTBAATb Ha MPOM3BOACTBEHHOM YYacTKe, KOTOpbii MMeeT Ha 3To npao. [lpu
HEeobXoAMMOCTM 3TO MOMKET OCYLLECTBAATLCA B WUCC/AeA0BaTeNbCKOM y4yperkaeHun dapmauesTom, NpoBoAAlMM
K/IMHUYECKME WCNbITaHMA, AMBO nop ero HabawgeHMem, a TakXe ApyrMM MeAUUMHCKMM PaboTHMKOM B
COOTBETCTBMU C TpebOBaHMAMW AEMCTBYIOLEro 3akoHoAaTenbCTBa. ECAM 3TO HEBO3MOMKHO, OMepaumio MOXKeT
OCYLLECTBAATb /IMLLO, KOTOPOE MPOLLIO COOTBETCTBYHOLLEE 0byyeHMe. Onepaunio cieasyeTt OCYLLEeCTBAATb COMAcHO
npuHumMnam GMP B COOTBETCTBMU CO CMELMaNbHbIMM U CTaHAAPTHbIMU METOAMKAMMU U, NpU HeobXoAMMOCTH, Mo
KOHTPAKTYy; Onepaumio AO0KHO KOHTPO/IMPOBaTb BTOPOE Auuo. [onoNHUTENbHOE 3TUKETUMPOBaHWE caeayet
TWaTe/ibHbIM 06Pa3oM AOKYMEHTMPOBATb KaK B AOKYMEHTaX KAMHUYECKUX WUCCAeAOBaHWIA, TaK M B MPOTOKOAAX
cepumn.

Ko HTPOJ1b Ka4eCTBa

34. NoCKONbKY NPOLECCbl MOTyT 6bITb HECTAHAAPTHLIMM UKW HE B NONHOW Mepe aTTeCcToOBaHHbIMKM, BO3pacTaeT
3HaueHWe WCNbITaHWA Ana  obecneyeHUs rapaHTMM TOro, YTO Kaxk4as cepua NPoAYKUMW COOTBETCTBYET
cneunouKaummn Ha Hee.

35. KOHTPO/Ib KayecTBa HEOBXOAMMO OCYLLECTBAATbL B COOTBETCTBMM C AOCbE HA /IEKAPCTBEHHOE CPEACTBO U
COrNacHO WHOpMaLMK, NpesoCTaBAEHHON CMOHCOPOM KOMMNETEHTHOMY OpraHy npu 3anpoce paspeweHus Ha
nposefeHe KAMHMYECKMX UCCaefoBaHuit <*>. CneayeT NpoBOAUTb MPOBEPKY 3GPEKTUBHOCTM KOAMPOBaHUA U
pe3ynbTaTbl ee 0GOPMAATb SOKYMEHTANbHO.

<*> #3T1 TpeboBaHNA ycTaHOBEHbI B CT. 9(2) AnpekTmebl 2001/20/ECH.

36. HeobxoAMMO XpaHUTb 06pa3Libl Kax 40N cepun NekapCcTBEeHHOro CpeacTBa ANA UCCAeaoBaHUin, B TOM Yncie
KOAMPOBaHHOIO npenapaTa, Ha MNPOTAXEHUW He MeHee NATU fieT Noc/ie 3aBeplleHns Uan odpuuManbHOro
npeKpaLLeHna NocNeaHero KAMHNYECKOro ccneaoBaHmns, Npu NPoBeAeHNN KOTOPOro Bblaa MCno/ib3oBaHa 3Ta cepus
<**>'

<**> #B EC 3T TpeboBaHWNA ycTaHOBAEHbI B cT. 9 [lnpektnsbl 2003/94/ECH.

37. Cneayet yaennTb BHUMaHWE XpaHeHWo 06pasLoB AN Ka40ro LMKAa ynakoBKu/nepmnoaa UCnbITaHUA 40
TeX Nop, Noka He OyaeT cocTaB/fieH OTYET O KAMHUYECKUX MCCnenoBaHMAX, 4YTobbl obecneynTb BO3MOMKHOCTb
NoATBEPXKAEHUA WAEHTMYHOCTM nNpenapata Mpu  pacciegoBaHUMM B C/Ayyae MPOTMBOPEYMBLIX pPe3y/bTaToB
nccneaoBaHuUmn.

Bblaaya paspelueHma Ha BbINyCK cepuit

38. He pgonyckaeTca Bblgaya paspelleHns Ha BbIMYCK JIeKapCTBEHHbIX CPEeACTB A4 UCCAeA0BaHUIA (CM. MyHKT
43 HacTosuwero [puaoxeHua) 40 Tex MNOp, MNOKa YNOAHOMOYEHHOE /MU0 He YAOCTOBEPUT BbIMOJHEHMWE
YCTaHOB/IEHHbIX TPE6OBAHMI U TpeboBaHUI gaHHOro MpuaoxKeHua <***> (cm. NyHKT 39 HacToswero MpuaoxKeHus).
YNoAHOMOYEHHOE ML AO/KHO YUNTbIBaTb GaKTOPbl, NpUBEAEHHbIE B NyHKTe 40 HacToAwero MpUaoKeHUs.

<*¥**> #B EC TpeboBaHMA K BblAaye paspelleHns Ha BblNYCK IeKaPCTBEHHbIX CPeaCTB, NpeaHa3HauYeHHbIX s
nccaeaoBaHuiA, YNOJHOMOYEHHbIM IMLOM U3/103KeHbl B cTaTbe 13.3 Aunpektmsbl 2001/20/ECH.
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39. Ha BbIMONAHEHUE
YNONHOMOYEHHbIM JINLOM CBOMX 0053aHHOCTEM B OTHOLLIEHWM SIEKaPCTBEHHbIX CPeACTB A5 UCCAeAO0BaHUIM BAUAIOT
pasHble GaKTopbl.

B 60/blUMHCTBE C/ly4aeB HEOBXOAMMO yUnTbIBaTh cneadytowee (tTabanua 13.2):

a) npenapaT npousBeaeH B Poccuiickoli depepaumm, HO He 3aperucTpupoBaH B Poccuiickoit depepauum:
HeobX04MMO yKa3aTb, YTO JIeKaPCTBEHHbIE CPeACTBA A5 UCCAe0BaHUIA NPOM3BEeAEHbI U MPOBEPEHbI B COOTBETCTBUM
¢ TpeboBaHnamM GMP, M3NOXKEHHbIMM B HACTOAWEM CTaHAAPTe, [AOCbe HA JIeKApPCTBEHHOE CpencTBo MU
nHpopmaumeir, NnpeaocTaBleHHON CNOHCOPOM KOMMETEHTHOMY OpraHy Npu 3anpoce paspelleHusa Ha nposeaeHue
KJMHUYECKUX UCCIef0BaHUM <*4>;

b) npenapat HaxoauTcA Ha pbiHKe Poccuiickon ®depepaummn, noctaBaseTca NpousBoAUTENEM WK
ANCTPMObIOTOPOM, KOTOPLI MMEET Ha TO NPaBo, U 3aperncTpmpoBaH B Poccuiickon ®egepaumm He3aBUCMMO OT TOTO,
roe npousBogmMTca npenapat. Ero 06A3aHHOCTM yKasaHbl Bbille, HO 06beM NpeacTaBAEHHbIX AaHHbIX MOXeT bbiTb
orpaHuyeH MNOATBEP)KAEHMEM TOro, 4YTo nNpenapaTbl COOTBETCTBYIOT YBeAOMJ/IEHMIO/3anpocy Ha paspelleHune
npoBeAeHUA KINHUYECKMX UCCIeA0BaHNI M 0O0IM nocaeaytouen o6paboTKM C Lesiblo KOANPOBaHUS, creumasibHOM
YNaKoBKU MM MapKUPOBKWU A/iA 3TOro uccrefgoBaHus. [Jocbe Ha /IeKapCTBEHHOE CPEeACTBO TaKMKe MOMKET ObiTb
OrpaHMYeHHbIM Mo 06bemy (CM. NYHKT 9 gaHHoro MpunoxeHus);

C) npenapaT BBE3EH M3 APYroi cTpaHbl: HEO6XOANMMO YKa3aTb, YUTO OH NPOU3BEAEH U NPOBEPEH B COOTBETCTBUM
c TpeboBaHMaMM GMP (KaK MMHMMYM, 3KBUBANEHTHbIMW W3M0KEHHbLIM B HacTOSLWEM CTaHAapTe), OAOCbe Ha
JIeKapCTBEHHOE CPeacTBO M MHPOpMaLMel, NpeaocTaB/eHHON CNOHCOPOM KOMMETEHTHOMY OpraHy npu 3anpoce
paspelleHnsa Ha npoBeAeHNe KAMHNYECKOro UccieaoBaHua <*5>. ECan nekapcTBeHHble cpeacTBa ANA UccieqoBaHNin
BBE3€EHbl U3 APYrol CTpaHbl U ABNAIOTCA 06bEKTOM cornalleHus, NPUHATOro mexay Poccuiickon deaepauymeit u sTon
CTPaHOW, Hanpumep TaKMM, KaK CoOrnalleHne O B3aMMHOM MpuU3HaHMK, Nboe noaobHoe cornaweHue
npeaycmaTpuBaeT NPUMEHEHME 3KBUBANEHTHbIX cTaHAapToB GMP B oTHOWeEHMM 3TOoro npenaparta. MNpu oTcyTCTBUK
COrNalWeHnss o B3aMMHOM MpPU3HAHMM YMOSHOMOYEHHOE /IMLO Ha OCHOBE MHPOPMaLMM O CUCTEME KayecTBa
npousBoaUTeNs LONKHO YCTaHOBUTb, YTO MPUMEHAIOTCA 3KBUBAZIEHTHble cTaHZapTbl GMP. 3Ty MHPopmaumio, Kak
npaBWo, NONYYAOT NYTEM y4acTMA B ayAuUTe CUCTEM KayecTBa npousBoguTenein. 1 B nepBom, 1 BO BTOPOM Cayyae
YNOJHOMOYEHHOE NNLLO MOMKET BbINOIHUTb OLLEHKY COOTBETCTBMA HA OCHOBAHMM AOKYMEHTALMKN, NPeLoCTaBAEHHOM
Npoun3BoAUTENEM U3 APYTON CTPaHbl (CM. NYHKT 40 gaHHoro MpunoxkeHus);

d) MNpu BBO3e NpenapaToB CPaBHEHMUS, KOr4a HEBO3MOXKHO MOJYYMTb FapaHTUIO TOro, YTO Kakaasa cepus
npoaykuum bblna npousseneHa B COOTBETCTBUWM C 3KBUBAJMIEHTHbIMU CTaHAapTamu GMP, ynosiHoMo4yeHHOe Lo
OO/MKHO YKasaTb, YTO Kaxgas Npou3BefeHHas cepus npolwsaa Bce HeobxogMmble BUAbI KOHTPOAA U UCMbITAHWUR,
HeobxogMmble A1A NOATBEPKAEHMA ee KayecTBa, B COOTBETCTBMM C MHOOPMaLMei, NpesoCcTaBNeHHOoM CNOHCOPOM
KOMMETEHTHOMY OpraHy npu 3anpoce paspeLleHnsa Ha NpoBeAeHNe KAMHUYECKUX UCCNedoBaHui <*>,

<*> #Cm. ctaTbio 13.3, nepeuncnenue "c" AupekTtmsbl 2001/20/EC.
<*4> Cm. ctatbio 13.3, nepeuncnenmne "a" Aupextusbl 2001/20/EC.
<*5> Cm. cTatbio 13.3, nepeuncnenmne "b" Anpektunenl 2001/20/ECH.
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Tabnuua 13.2

NH®OPMALMA O BbIOAYE PASPELLEHWMA HA BbINYCK CEPUN
JIEKAPCTBEHHOTIO CPEACTBA O18 UCCNEAOBAHWUM

YuuTeBaeMele GakTopel <3> [lpenapaT, WMeEKRUUNICs VIMOOPTUPYEMEI NpenapaT
Ha PBHKE

lIpenapart, |[Ipenapart, |[Ipu Ilpu [IlpenapatT
NpomsBe— |[IpoM3Be— |[OTCYyT- |HaJMuUM |CPaBHEHUH,
IEeHHE B |IOEHHHEM B |CTBUM |JIMIEeH- |KOoI'Ia HEe MOXeT
PO Ges P® npm JIMLEeH— | 31K OBITh IIOJIy4YeHa
JIMUEH3UM | Halndum 3UN OOKYyMEHTalUuA,
JIMLIEH3UA NOOTBEPXOAn—

mas, 4YTO OH
NpoOMU3BEIEH B
COOTBETCTBMU C
YCTaHOBJIEHHEIMM
TpeOOBaHUAMN

o HNpoBEeIEeHMS KIMHUUECKMX MCCIen.

a) YcJoBUSA TPAHCHOPTMPOBAHUA U Ja
XPaHeHUsA

b) ®daxTopm <1>, nDomTBepXIAawLMeE,
4uTO KaxIas cepusd Npou3BeleHa U
paspelleHa IJiAa BRIIYyCKa B
COOTBETCTBUM C YCTAHOBJICHHEMM
TpebOoBaHMAMU Ia <2>
nny npaswuiammu GMP - Ja

c) HoxymeHTauusd, Ia
CBUIETEeJIbCTBYyMAA, UYTO Kaxnas
cepua OblJla paspelleHa OJid BHIIYCKa
B COOTBeTCTBMM C TpeboBaHMAMU GMP

d) IoxyMeHTauus, HOATBepXxIamnuas Ia
COOTBETCTBME MpelapaTa yCTaHOB—
JIEHHEIM TpeOOBaHMAM K pPerucTpalmumn
¥ BBHIAYE paspelleHMs Ha BHIIYCK

e) PesynbTaTE BCEX MNPOBEPOK U
VICOBITaHUM, OCYWEeCTBJIAEMBIX IJII
OLIeHKM KaudeCTBa BBE3E€HHOM cepuwu,
B COOTBETCTBMU C TpebOOoBaHMUAMU, - Ia -
YCTaHOBJIEHHEIMM [IPM pPerucTpaluu,
niaM pocbe Ha JIC Ha - Ha
Ecay 5Ty NpOBEepPKM M MCIBEITAHMUA Ja Ja Ja
NpoOBEeIEeHE BHe POoCCHUIMICKOM
denepaunm, cienyeT NpencTaBUThb
HeOoOxXOIMMbEIE INOKYMEHTH, a
YIIOJIHOMOYEHHOE JIMLO HOOJIKHO
ykKasaTb, YTO OHM OBUIM NPOBEIEeHH B
cooTBeTCTBUM C TpeboBaHmamu GMP,
KaK MMHMMYM, DSKBUBAJIEHTHEMU
HaCToOAlleMy CTaHOapTy

[locJyie NMpoOBeneHUs KIMHUUECKUX
VCCJIENOBaHUM
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f) B momoJsiHEeHMEe K OlleHKe,
OCylleCTBJISEMOM Iepen MNPOBeIeHMEM
KJIMHMYECKMX MCCJI€OOBaHMM, BCEe
IOIIOJIHUTEeJIbHEIe baKkTops <1>,
nomTeepxXxIaplMe, 4YTO Kaxnasad cepus
OblJla KOOMpPOBaHa, ylakKoBaHa B
CreluMajlbHYyl YNaKOBKYy IJII UCCJIeIOo—
BaHMSA, MapKupoBaHa M MCIETaHa B
COOTBETCTBUM C YCTaHOBJIEHHEMMI

TpeOOBaHUAMA Ia <2>
uny npasuiiaMmm GMP, kakK MMHMMYM, - Ha
SKBUMBAJIEHTHEIMM HaCTOAleMYy

CTaHOapTy

<1> 3Tm dakTOpH HpMBeIeHH B NyHKTe 40 HacToAmeTro [IpUIIOXEHMS.

<2> Ecim mMMeeTCs COIJIalleHMe O BB3aMMHOM [PMSHAHMM UJIM OpyTroe CcoIJlalleHue U
NPUMEHAKNTCA 3SKBMBAJIEHTHEIE HOPMBEI GMP.

<3> JoJXHEl OBITH YYTEHHl YIIOJIHOMOYEHHBIM JIMIIOM, KOTOPOEe OLIeHMBAET COOTBETCTBUE
cepuy Inepen BHIOAUel pa3pelleHMs Ha BEHIIYCK.

40. Mpwn OUEHKE KaxKaon cepun NpPoAyKLUUM nepes Bblaayer paspeLlleHms Ha BbiNyCcK caeayeT paccMmaTpmBaTh:

- MPOTOKOAbI Cepun, B TOM YUCAEe MPOTOKOJ/Ibl KOHTPOA KayecTsBa, NPOTOKOJbl BHYTPUNPOU3BOACTBEHHOIO
KOHTPOJIA U AOKYMEHTALMIO, CBUAETE/IbCTBYHOLLYHO O COOTBETCTBMU A0Cbe Ha IeKapCTBEHHOE CPeaCTBO 3aKasy U Koay
paHaoMusaLmn. B 3TM NpOTOKO/bI A0MKHbI ObITb BHECEHBI BCE OTK/IOHEHMA WKW BHECEHHbIE B MIAHOBOM MopsAaKe
M3MEHEHMA, a TaKKe Ntobble AONONHUTE/IbHbIE NPOBEPKU WU UCNbITaHUA. [TPOTOKObI AONXKHbI ObITb NOAHBIMKU U
COrNacoBaHHbIMM C NEPCOHANIOM, YNOJHOMOYEHHBIM HA 3TO B COOTBETCTBUM C CUCTEMOM KAYecTBa;

- YCN10BMA NPOU3BOACTBA;

- flaHHble 06 aTTecTauum (MCNbiTaHMAX) TEXHUYECKUX CPeACTB, MPOLLECCOB M METOAO0B;

- NPOBEPKY OKOHYATE/IbHOW YMaKOBKMU;

- pe3ynbTaTbl 0ObIX aHAZIM30B UM UCMIBITAHWIN, NPOBEAEHHbIX MOC/E UMMNOPTUPOBAHMUA, C/IU HEOBXOAMMO;

- OTYeTbl O CTabUAbHOCTY;

- laHHble O NOCTaBLUUKE N MPOBEPKE YCIOBUIN XPaHEHUA U TPAHCNOPTUPOBAHUSA;

- OT4YeTbl 06 ayaUTax CUCTEMbI KayecTBa NPon3BoaUTeNs;

- [OKYMEHTbI, noaTeepXAatolwme npaBo NPOU3BOAUTENA HA NPOU3BOACTBO JIEKAPCTBEHHbLIX CpPeacTB AN
NccNefoBaHUM, WAN COOTBETCTBYHOLUME AOKYMEHTbl HA SKCMOPT, BblAaHHbIE KOMMETEHTHbIMM OpraHaMu CTpPaHbl-
aKcnopTepa;

- Npu HeobXoAMMOCTM HOpPMaTUBHble TpeboBaHMA B PErnmcTPaLuMOHHOM AOKYMEHTauuu (AUueHsuu) no
npumeHeHuto ctaHaapToB GMP 1 ntobble opuumanbHble NOATBEPKAEHMA BbINOAHEHUA TpeboBaHMII GMP;

- BCe Apyruve $aKkTopbl, KOTOpblE YNOJIHOMOYEHHOE /INL0 CYMTAET 3HAYMMbIMM AN1A KayecTBa CepUn.

3HayeHWe BblwenpuBeaeHHbIX GaKTOPOB 3aBUCUT OT CTPaHbl, B KOTOPOM NPOM3BOAAT Npenapat, npeanpuaTma-
npousBoauTens, ctatyca npenapaTa Ha pbiHKE (ABAAETCA N OH 3aperncTPUPOBaAHHbIM, 3aPErMcTPUPOBaH N OH B PO
WAW B APYIMX CTPaHax), a TakKe oT ¢a3bl pa3paboTKu.

CrnoHcop ponxKeH ybeamTbca B TOM, YTO BCe PaKTOpbl, NPUHATbIE BO BHUMAHWE YNONHOMOYEHHBIM JIMLIOM,
BbINONHAOWMM OLLEHKY CEepUW, COOTBETCTBYIOT WMHPOPMaLUKM, NPenoCTaB/leHHOM KOMMETEHTHOMY OpraHy npu
3anpoce paspeLweHnsa Ha NPoBeaeHNE KANHUYECKUX UCCIeA0BaHNI (CM. TaK:Ke NYHKT 44 aaHHoro MpunoxkeHus).

41. Ecnu neKapcTBeHHble CPeacTBa ANA UCCeA0BaHNN NPOU3BOAAT M YNAKOBbIBAOT Ha pas3HbIX y4YacTKax, 3a
KOTOpble HEeCcyT OTBETCTBEHHOCTb pa3Hble YMNOJHOMOYEHHblE /INMLA, HEOBXOAMMO BbINOAHATL TpeboBaHuA
MpunoxeHua 16 K HacToALLeMy CTaHAAPTY.

42. Ecnn cornacHo [AeincTsylowemMy 3aKOHOZATENbCTBY YMAKOBKA WM MapKUMPOBKA OCYLLECTBAAETCA B
NCCNefoBaTENIbCKOM  yupeXaeHun ¢dapmauesToM, MPOBOAMBLUMM  KNMHUYECKME WUCCNefOBaHWA, Mog, ero
HabnogeHnem, nAnbo ApyrMM MeAUUMHCKMM pPaboTHMKOM, TO KOHTPO/b 3TOW AeATeNbHOCTM He BXOAMT B
06A3aHHOCTN YNOJIHOMOYEHHOTO AnLa. OAHAKO CMOHCOP HECET OTBETCTBEHHOCTb 33 AOKYMEHTasibHoe odopmaeHne
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paboTbl U BbINONHEHWE €€ B COOTBETCTBUM C
TpeboBaHMaMMU GMP Mo 3ToMy BONPOCY OH AO/IKEH NOAYYNTb MHGOPMALLMIO OT YNOJHOMOYEHHOIO /ML,

TpaHcnopTMpoBaHue

43. TpaHCNoOpTMpPOBaHWE MpenapaTtoB A8 WCCNeAOBaHWA cledyeT OCyWecTBAATb B COOTBETCTBUMM C
WMHCTPYKLMAMMU, NpesoCcTaBNeHHbIMU B PacnopsrKEHME COHCOPOM UK ANLOM, AEACTBYIOWMM OT €F0 UMEHM.

44. JlekapcTBEHHble CpeacTBa 418 UCCNe0BaHUA cneayeT XPaHUTb Noj KOHTPOJIEM CNIOHCOPA A0 3aBepLlleHuns
ABYX 3TanoB npoueaypbl BblgayM paspelleHnA Ha BbIMYCK: OLLEHKM COOTBETCTBMA YMNOJIHOMOYEHHbIM AULOM U
BblJa4M paspeLleHMA Ha BbiNyCK nocne cobaoaeHma TpeboBaHUI AeNCTBYIOLLErO 3aKOHOAaTEeNbCTBA <**>,

<**> #B EC a10T nopsaaokK peryanpyetca Anpektusoit 2001/20/EC (ctatba 9)4.

45. 1o NoCTaBKM NEKAPCTBEHHbIX CPEACTB A/1A UCC/eA0BaHUN K MeCcTy NpoBeAeHUs UCCAef0BaHUN A0/KHbI
6bITb 3aKOYEHbI COrNALLEHUA NO AEKOANPOBAHUIO YNONHOMOYEHHbBIM Ha TO MEPCOHANOM.

46. CnepnyeTt XpaHUTb NOAPOOHbLIN NepeyeHb OTIPYKEHHOM NPOAYKLUMWN, COCTaB/IEHHbIN NPOMU3BOANTENIEM WU
nmnoptepom. Ocoboe BHUMaHMe creayeT yaenaTb TOYHOCTU YKAa3aHMA HaMMEHOBAHUSA M agpeca noJsyyaTtens.

47. MNepepayy NekapCTBEHHbIX CPEACTB A1A UCCNea0BaHMIA U3 O4HOM0 MecTa NPOoBeAEeHUsA UCCNefoBaHUN Ha
Apyroe cnenyet NpoBOAMTb TONIbBKO B UCKAOUMUTENbHbIX Cay4vasx. Mopagok nepegaym gokeH ObliTb yCTaHOBAEH
MHCTpyKUMel. CneayeT NpoBepUTb UCTOPUIO NIEKAPCTBEHHONO CPeACcTBa 3a TOT MEepMoA, Koraa OH Haxoau/ca BHe
KOHTPO/A NPOU3BOAUTENS, HAMPUMEP, C NMOMOLLbIO OTYETOB O KAMHUYECKMX UCCNEAO0BAHUAX UNM AOKYMEHTOB 06
YC/IOBUSAX XPaHEHUA Ha Npeablaylem MecTe NnpoBedeHusa ncciegoBaHnini. Takana NpoBepKa A0/KHA YYUTbIBATLCA MNpPU
OoUEeHKe CcTabunbHOCTU MpPOAYKUMW, NpeaHasHayeHHOW ana nepegadn. K yyacTuio B npoBepke Heobxoanmo
npuBieKaTb YNo/HOMOYEHHOe nuuo. lNpu HeobxoauMMOCTM npenapaT cieayeT BepHYyTb NPOM3BOAMTENO WK
APYyromy WMelolemMy Ha TO MpaBO NpoM3BOAMTENO A/ NOBTOPHOM MapKUPOBKU W AN €ro  OLEHKM
YNONHOMOYEHHbIM fiMUOM. CrneayeT XpaHWTb MPOTOKO/bI M obecrneymBaTb MOJIHOE OTC/IEXKMBAHME MOA0OHbIX
nepeaau.

Peknamauumn

48. PesynbTatbl N1060r0 pacciefoBaHWA, CBA3AHHOIO C KayecTBOM MpenapaTa, SO/IKHbl ObiTb PacCMOTPEHbI
Npo13BOAUTENIEM MAN UMMNOPTEPOM WM CMOHCOPOM. B 3TOM A0/IKHbI Y4acTBOBATb YNOJIHOMOUYEHHOE JINLO U /IMLa,
OTBETCTBEHHbIE 32 NPOBEAEHUE KAMHUYECKUX UCCNEA0BAHWUN, YTOObI OLLEHUTb BO3MOXKHOE BJIMSHWE Ha UCMbITaHWA,
pa3paboTKy npenapata n cybbeKTOB UcCnef0BaHUN.

OT3bIBbl M BO3BPaATHI
OT3bIBbI

49, MopagoK BO3BpaTa /IEKAPCTBEHHbIX CPEACTB ANA UCCNeAOBaHUM U ero AOKYMEHTANbHOro opopmieHus
[AONKEH BbITb COrNacoBaH MeXay CNOHCOPOM W MPOU3BOAUTENEM UM UMMNOPTEPOM. MccneaoBaTenb U Apyrue amua
AONKHbI NOHMMaTbL CBOM 06A3aHHOCTU NPU BbINONHEHMM BO3BpaTa.

50. CnoHcop Ao/KeH ybeauTbCcA B Ha/NMuMM Yy MOCTaBLMKA MNpenapaTta CpaBHEHWUA WAWM APYrMX NeKapcTs,
MCMNOMb3YEMbIX B KAMHUYECKMX MCCAeL0BaHUAX, a TaKKe CUCTeMbl AN M3BELLEHMA CMOHCOPa O Heobxo4MMOoCTU
oT3blBa Ntobo cepumn npenapara.
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Bosspartbl

51. JleKapcTBEHHble CpeacTBa A/1A WCCNeAOoBaHUIA cieayeT BO3BpallaTb B COOTBETCTBMM € TpeboBaHMAMM
CMOHCOPa U UHCTPYKLMEN.

52. Bo3BpalleHHble /IeKapCTBEHHbIE CPeACTBa A1 UCCAeA0BaHWUIA A0/MKHbI BbiTb YeTKO 0603HayeHbl. Mx
cnenyetr XpaHWTb B CreumasbHO OTBEAEHHOMN KOHTPOAMpyemol 30He. CnefyeT COXpaHATb AOKYMEHTaLMio Ha
BO3BpallleHHbIE JIEKaPCTBEHHbIE CPeCTBa.

YHUYTOKEHMNE

53. CnoHCOp HeceT OTBETCTBEHHOCTb 33 YHUUTOMEHME HEWUCNONb30BaHHbIX W/UAM  BO3BPALLEHHbIX
NEeKapCTBEHHbIX CPEACTB AN UCCNeAoBaHMi. He [0MycKaeTca YHUUTOMKEHME NeKapCTBEHHbIX CPeacTs A/if
KJIMHUYECKUNX NCCnenoBaHmin 6e3 nosyyeHus paspeLleHuns oT cnoHcopa.

54. lna Kaxaoro mecra npoBeAeHUa UCCAeA0BaHNA M KaXaoro nepuoaa ucciefoBaHunii CoHCop WAK AnLo,
[JeNCTBylollee OT €ro WMEeHW, [O/KeH CocTaBnAaATb 6anaHc M MpoBepATb KOMMYECTBO Mpenaparta, KoTopoe
MOCTaB/lIEHO, WMCMNO/Mb30BaHO W BO3BPALLEHO. YHWUTOMEHME HEMWCMNO/Ib30BaHHbIX NE€KapCTBEHHbIX CPeAcTB Ans
nccneaoBaHUiA ON1A AAaHHOTO MecTa NpoBeAeHUA UCCNefoBaHWA WAM AaHHOro nepuoja WMcCiefoBaHW cieayet
OCYLLECTB/IATbL TO/IbKO MOC/IE NPOBEAEHNA paccnefoBaHna, NpeaocTaBaeHnsa 06bACHEHNIN N06bIX HECOOTBETCTBUIN U
coctaBneHmsa 6anaHca. JJokymeHTanbHoe opopMAEHME ONepPaLmii NO YHUUTOXKEHMIO Npenapata HeobXxoaAMMo BecTu
Takum 06pa3om, 4ToBbl MOXHO 6bIN0 NpeacTaBuUTb OTYET 060 Bcex onepaumax. MPOTOKOMbI CNedyeT XPaHWUTb Y
crnoHcopa.

55. B c/lyyae YHUUTOMKEHMA NpenapaToB CMOHCOPY AO0/KeH BblTb NpeacTaBfieH akT € yKasaHuem AaTbl UAu
APYroil JOKYMEHT 06 YHUUTOMKEeHUU. B 3TUX JOKYMeHTax ciedyeT 4YeTKO yKasaTb Homepa cepuii u/unm Homepa
nauneHToB (Mamn obecneymTb BO3MOMHOCTb UX OTCIIEKUBAHUA), N KOSIMYECTBO YHUUTOMKEHHDbIX NpenapaTos.
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HOPACTPYKTYPa UHHOBALUWIA

MpunorkeHue 14

MPOMN3BOACTBO JIEKAPCTBEHHbLIX CPEACTB
N3 KPOBU UJTN NMNTASMbl HETOBEKA

Obuwme nonoxeHmn

Ona 6MONOrMYecknX NeKapCTBEHHbIX CPEeACTB, MOJIyYAaeMbIX M3 KPOBW MM MAa3mbl YesIOBEKa, UCXOAHbIM
MaTepUanom ABASIOTCA KNETKU U XUAKaA YacTb KPOBM - Naasma. J/lekapcTBeHHble cpeacTBa, Nojydyaemble U3 KPoBu
WAM nnasmbl YesnoBeKa, o06nagatoT pAAOM OCODEHHOCTeN, CBf3aHHbIX C MPUMPOAOA MCXOAHOFO MaTepuana.
Hanpumep, uWCXOAHbIN MaTepuan MOXKeT coAepraTb OMoIorMyeckme areHTbl, NPeX[ae BCero BUPYChHI,
pacnpocTpaHstowme 3abonesaHna. besonacHoCTb NEeKAaPCTBEHHbIX CPEACTB 3aBMCUT KaK OT MPOBEPKUM WUCXOLHOIO
maTepuana M ero MUCTOYHMKA, TaK W OT NOCNeAyloWMX MPOU3BOACTBEHHbLIX OMepauui, B T.M. OT YAANEHUA U
MHAKTUBaLUKN BUPYCOB.

OcHoBHble TpeboBaHMA HACTOALWLEro CTaHAapTa PacnpPoCTPaHAIOTCA Ha MPOM3BOACTBO NPOAYKLUMU Ha OCHOBE
YyenoBEYECKOW KPOBWU WUAM MNAa3Mbl, €CNIM He OroBOPeHO MHoe. Ha Takue NpousBoACTBa MOTYT PacnpoCTPaHATHLCA
TakKe TpeboBaHua paga [MpunoxeHuin (Hanpumep, MO MNPOU3BOACTBY CTEPUAbHbLIX JIEKAaPCTBEHHbIX CPeacTs,
MCNONb30BaHUIO WOHU3UPYIOWETO  U3NYy4Y4eHWUA, MNPOU3BOACTBY 6OMONOrMYECKMX MeAMUMHCKUX MNpenapartos,
MCMNONb30BaHUIO CUCTEM C KOMMbIOTEPHbIM YNPaBAEHUEM U KOHTPONEM U T.4.).

MOCKO/IbKY Ka4ecTBO roToBOM NpoAayKLmMM onpeaenaeTca BCeMu 3Tanamu Npou3BOACTBa, B T.4. CBOpom Kposu
WAWN NAa3Mbl, BCE onepaLmm A0MKHbI BbINOAHATLCA B COOTBETCTBMM C NMPUHATON cUCTEMOM obecneyeHns KavecTsa U
TpeboBaHMAMM HACTOALLErO CTaHAapTa.

CneayeT NpvHUMaTbL Mepbl NO MNpeaoTBpalleHuto nepedadn UHOEKUMOHHbIX 3a601eBaHNii U BbIMOAHEHUIO
TpeboBaHMIA COOTBETCTBYIOLINX HOPMAaTUBHbIX AOKYMEHTOB, OTHOCALLMXCA K Nnasme, AN GppakUMOHMPOBAHUA U
MeAULIMHCKUX MPOAYKTOB, MOJIYYEHHbIX U3 KPOBU UK Naasmbl. CieslyeT pYKOBOACTBOBATLCA TaKyKe TpeboBaHUAMM,
pernameHTUpyloWwummM nogbop AOHOPOB KpOBM, MNAasmMbl U 0bOCNedoBaHME [OHOPCKOM KPOBWU, a TaKKe
pPeKoMeHAaLMAMM MO U3TOTOBIEHWNIO, UCNOb30BaHMIO U 0becneyeHnto KauecTBa KOMMOHEHTOB KPOBMU.

B HactoAwem [MpunoxKeHUM He paccMaTpUBalOTCA KOMMOHEHTbI KPOBW, NMPUMeEHAeMble B TPaHChy3MOHHOM
meguunHe. O,D,HaKO MHOTrne n3s npmseneHHbIX NONOXKeHUM MOoryT 6bITb npuMeHeHbl NP N3rotoB1IEHNN KOMMOHEHTOB
KpoBU, U KOMNETEHTHbIE OPraHbl MOTYT NPUHUMATb PeKOMeHAaUNN C y4ETOM HacCToALLero anI'IO)KEHMFI.

TepMuHbI 1 onpegeneHna

KpoBsb (blood): uenbHaa KpoBb, 3aroToBaeHHaa OT OAHOro AOHOpPa W obpaboTaHHas ANsA NepenvMBaHua UaU
JanbHellero NnponssoacTBea.

KomnoHeHTbl KpoBu (blood components): ucnonbsyemble Aaa fedvebHbIX LeNei COCTaBAAOWME KpPOBM
(apuTpOUUTLI, NEerKoUMTLI, NAa3ma, TPOMBOUMTLI), KOTOpble MOTYyT 6biTb MPUrOTOB/IEHbI LEHTPUDYrMpoBaHUEM,
dunbTpaumen M 3aMmoparkKMBaHUEM C UCMO/Ib30BaHNMEM METOA0B, YCTAaHOB/IEHHbIX B GaHKe KPOoBM.

Mpoaykt Kposu (medicinal products derived from blood or plasma; blood product <*>): nekapctBeHHOe
CPeACTBO, MOY4aeMOEe U3 KPOBU UM NIa3Mbl Ye0BEKa.

<*> #OnpepeneHune aaHo no Aunpektuse EC 2002/98/ECH.
Ob6ecnevyeHmne KavecTsa

1. ObecneyeHre KayecTBa PacnpoCTpaHAeTCA Ha Bce CTaAuMM MPOM3BOACTBA FrOTOBOro NpoAykta oT cbopa
MCXO4HOro MaTtepuana (B T.4. oTbopa AOHOPOB, KOHTEMHEPOB AN KPOBW/MAasmbl, aHTUKOArynsaHToB M Habopa
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peakTMBOB [A/1A TecToB) A0 XpaHeHwus,
TPaHCMOPTMPOBaHMA, NpoLecca nepepaboTKM, KOHTPOA KayecTBa M AOCTAaBKM rOTOBOM NpoayKuun. Bce npoueaypbl
[O0KHbI COOTBETCTBOBATb TPeboBaHUAM HacToALlwero MNpunoxkeHus.

2. KpoBb nnu niasma, MCNob3yemMble B KaYecTBe UCXOAHOro maTtepuana Ana Npomu3BOACTBA JIEKAPCTBEHHbIX
CpeacTs, AOMKHbI 6bITb 3arOTOB/IEHbI B CMELMAbHbIX YYPEKAEHNAX U MPOBEPEHDI B YTBEPKAEHHbIX N1abopaTopusx.

3. B 3aroTtaBauBalolei OpraHM3aunmM A0MKHbI ObiITb MHCTPYKUMMK, onpeaensioline nNpurogHoCTb KaxKaoro
OOHOpPa K caaye KpoBW U Naa3mbl (MCXOAHOrO matepuana 4 Npou3BOACTBA JIEKAaPCTBEHHbIX cpeacTs). PesynbTathl
MCNbITAHUN MONYYEHHOTO WCXOA4HOrO MaTepuana AOJKHbl OblTb AOKYMEHTasibHO 0GOpMAeHbl W AOCTYMHbI
NPOM3BOAUTENTIO JIEKAPCTBEHHbIX CPEACTB.

4. Cnctema NOCTOAHHOIO KOHTPOA KavyecTBa AOJIKHA NMPOCNEXKMBATb 3Tanbl U3rOTOBAEHUA JIEKAPCTBEHHOIO
cpeacTBa, NOMY4EHHOIo U3 KPOBU MM Naa3Mbl YeI0BEKA, TaKMM 06pa3om, 4ToObl BbiABAATL t0Oble OTKNIOHEHMA OT
TpeboBaHMI K KayecTsy.

5. JlekapcTBeHHble CpeacTBa, MOJIYYEHHbIE M3 KPOBWM W NAA3Mbl  4YesIOBEKA, BO3BpPALLEHHbIE KaK
HEeNCnoab3oBaHHbIe, Kak MPaBu/Io, NOBTOPHO NoTpebutento He BblaaoTca (cm. 5.65 HacTosLlero ctaHAapTa).

MomeleHUs n obopysoBaHue

6. MomelleHna, ncnonbayemble ana cbopa KPOBM MAW MNa3Mbl, AO/KHbI MMETb [A0CTaTOYHble pasmepbl,
YOOBHYIO MNaHWPOBKY W pPacnonoXKeHue A1A NpoBeAeHUAs OCHOBHbIX onepauuii, caHMTapHoi 06paboTkM u
obcnyknsaHma obopyaosaHma. Onepauumn nNo 3arotoske, 06paboTKke U NPOBEAEHUIO UCMbITaHUI KPOBU U MAa3Mbl
cnefyeT NPOBOAUTL B pasHbiXx nomelleHusx. MNpu cobecefoBaHMM C AOHOPOM AO0/MKHbI COBAOAATLCA YCAOBUA
KOHOUAEGHUMANbHOCTU UHDOPMaLUH.

7. KoHcTpyKuma obopygoBaHWAa ANA MNPOM3BOACTBEHHbIX npoueccos, cbopa MCXoQHOro matepuana wu
nposeAeHMUA MUCNbITaHWIA A0/KHA COOTBETCTBOBAaTb €ro Le/feBOMy Ha3HauyeHutio u obecneumBaTb BbINOJHEHME
TpeboBaHuii 6e3onacHocTn. Ob6opyaoBaHMe AO0/KHO ObITb aTTecToBaHO A0 BBOoAA B 3Kcnayatauuio. Cneayet
NPoBOAUTL PerynapHoe TexHuyeckoe obcnesoBaHWe U KanubpoBKy (nosepky) obopyaosaHua ¢ odopmaeHUem
HeoHX04MMOM LOKYMEHTALMMN.

8. MMpu npousBoACTBE /NEKAPCTBEHHbIX CPEACTB M3 MJ1a3Mbl KPOBW MpeaycMaTpuBaloTCa onepauun
WMHAKTUBaALUMM WAM  yAaneHuAa BUPYcoB. Bo u3berKaHWe nepeKpecTHOro 3arpsAsHeHMsa HeobxoauMmo YeTKo
pasrpaHuMYMBaTh NOMeLleHMA U obopyaoBaHMe gaa maTepuana, nogBeprHytoro obpaboTke No MHaKTUBALMU UK
YO3aNeHo BUPYCOB, M MaTepuasna, He NpoLleLIero TakmMe onepaumu.

C6op KpoBW 1 Niasmbl

9. B3aMMOOTHOLLEHMNA MEXKAY NPOU3BOAMTENEM NEKAPCTBEHHbIX CPEeACTB U3 KPOBM MAM NAa3Mbl YE/I0BEKA U
yupeKaeHnem, 3aroTaBanBatloWMM KpoBb (Na1asmy), UanM opraHusaumeli, OTBETCTBEHHON 3a c6op KpoBM (Nnasmbl),
onpeaenalnTca 4OroBOPOM, COAEpPKaHMe KOTOPOro A0J/IKHO COOTBETCTBOBATb YCTAaHOBAEHHbIM TpeboBaHUAM.

10. J/INYHOCTb KarKaoro foHopa caeayeT yCTaHaBAMBaTb Npu NpUemMe M NPoBepATb Nepes, B3ATUEM KPOBU.

11. MeToga Ae3svHOEKUNN KOXKM A0HOPa A0XeH bbiTb YeTKo onpeaeneH n obocHoBaH. Heobxognmo cTporo
CneaoBaTh NPUHATOMY MeToAy.

12. Homep 0TO6paHHOW NOPLIUM KPOBU Ha STUKETKE A0MKEH NepenpoBepPATbCA HE3aBUCMMO Pa3HbIMM AULLAMM
ONA YBEPEHHOCTU B ero MAEHTUYHOCTM, YKa3aHHOM Ha ynakoBKe KpoBW, obpasue Ana uccnefoBaHWi M B 3anuci,
cAenaHHoOM Npu caaye KPoBMy.

13. MNacTUKOBbLIA MELIOK ANA KPOBU U cUCTEMbI ANs adepesa A0MKHbI 6biTb OCMOTPEHbI A0 MCMOAb30BaHUA
Npyv B3ATUM KPOBWM WM MIAa3Mbl A0S BbIABJAEHUS MOBPEXAEHWUNA WAM  3arpA3HeHUs MuKpodsopon. [ns
NPOCNEXKMBAHUA OBUNKEHUS KAXKL0N egUHULBI KPOBW (MN1a3Mbl) cneayeT 3aperncTprpoBaTb HOMepP 3aBOACKOW cepun
NIACTUKOBOIO MELLKa U cucTembl ga adepesa.

MpocnexmMBaemMocCTb KpoBY (MNa3mbl) M AeUCTBMSA, BbINOIHAEMble nocsie cbopa KpoBu (naasmbl)
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NHdpacTpykTypa MHHOBaL WA

14. [lonkHa 6bITb OpraHM30BaHa CUCTEMA, MO3BONAIOLLAA MPOCAEXKMBATD MPOXONKAEHUE KAKAOW eAnHULbI
KpoBM (Naasmbl) Ha BCex 3Tanmax ee MPUroTOB/AEHMUA, HaYMHAA OT AOHOPA M A0 MPUMEHEHWUA MPOAYKTa, B T.4. A0
notpebutena (60NbHULbLI WAW  MNPAKTUKYIOWEro Bpada). ITOT NOTpebuTesb HeceT OTBETCTBEHHOCTb 3a
NOeHTUOMKaAUMIO peLmnueHTa.

15. VYuypexpgeHue, 3aroTaBamBalollee KpPOBb WAM NNA3My, W MPOU3BOAMTENbL MNPEnapaTtoB  AO/IXKHbI
MHPOPMMPOBATb APYT APYra B CEeAYHOLMX CyYasnX:

- 0bHapYKeHne HeCOOTBETCTBMA 340P0BbA AOHOPA YCTAaHOBAEHHbIM KPUTEPUAM;

- 0bHapyKeHuWe y AOHOpa NpU caadve KPOBWU NMO3UTUBHOIO pesy/ibTaTa TeCTUPOBAHUS HA MapKepbl BUPYCOB Npu
OTpULATE/IbHbIX Pe3yabTaTax, NoJlyYeHHbIX NPU NpeaplayLWwmX caadyax KpoBu;

- BbIfIB/IeHME HECOOTBETCTBUA NPOBEAEHUS TECTUPOBAHMA Ha HA/IMUYME BUPYCOB AENCTBYIOLWEN UHCTPYKLUK;

- bonesHb AOHOPA, Bbi3BaHHAA MEPEHOCMMbIMKM MpenapaTammn KpoBu MHPEKLMOHHbIMK areHTamu (HBV, HCV,
HAV v gpyrumn Hu-A , Hn-B, Hn-C Bupycamm renatmta, HIV 1 n 2 n apyrumm mn3secTHbIMM B HacTosAllee BpemA
BMpPYCamMu);

- BblAB/IEHME Yy AOHOpa 6bonesHn KpoTtudenbs - Akoba (Creutzfeldt - Jakob) (CJ nan vCID);

- obHapyKeHue y peuunmeHTa MHEKUMOHHOro 3ab6os1eBaHMA, UCTOYHUKOM KOTOpOro 6bin (Man mor 6biTh)
OOHOp.

MopagoKk MHGOPMUPOBAHMA N HEOBXOAMMbIE AENCTBUA NPU BOSHUKHOBEHUWN NMEPEUYNCAEHHbIX Bblle CUTYaLNI
pernameHTUPYIOTCA MHCTPYKumei. CnegyeT NpoBOAMTbL aHANM3 Npeaplaywmx ciydaes cgaum Kposu (nnasmol) 3a
nepuos He meHee 6 Mec., NPeALeCTBYOWMI NOCAeAHEN cAavye KPOBM C HEraTUBHbIMM pesyabTaTamu Tecta. Mpwu
BbIAB/IEHUN OOHOIO M3 MEPEYUC/IEHHbIX Cy4aeB CiefyeT MOBTOPHO PAacCMOTPETb M OUEHUTb AOKYMEHTaLMIO Ha
ceputo npoayKkumn. TpebyeTca TWaATENbHO OLEHUTb HEOBXOAMMOCTL OT3blBa BCEM CEpUM, MPUHMMAA BO BHUMAHWE
BuA, 3aboneBaHMA, obbem nyna KpoBWU (Nnasmbl), MHTEPBA/N BPEMEHM MeXKAy cAadvert KpoBu M 06paboTkoit
CbIBOPOTKM, XapaKTEPUCTUKY MPOAYKTA M TEXHO/IOTMIO NpousBoacTBa. ECAM ycTaHOBAEHO, YTO B MyN BKAKOYEHA
nnasma, uHouumposaHHaa HIV uan supycamm renatmutos A, B mnm C, ata MHPopmauma, Hapagy C peleHuem
NPeanpuATUSA O BO3MOXKHOCTU MPOAO/IKEHUA NPOU3BOACTBEHHOIO MpoLecca M3 3TOro nysaa Kposu (naasmbl) nuau
Heobxo4MMOCTM OT3bIBa 3TOr0 NPoAyKTa(0B), AOBOAMTCA A0 CBEAEHUA KOHTPOJIMPYIOLWMNX OPraHoB.

MpOM3BOACTBO M KOHTPO/Ib KayecTsa

16. [o BbiNnycKa ANA WMCNONb30BaHWUA W/MAM GNAaKOHMPOBAHMA KPOBb M MAa3Ma, a TaKKe MPOAYKTbl WX
nepepaboTKM A0NKHbI BbITb UCMbITAHbI C UCMO/b30BAHNEM aTTECTOBAHHbIX METOA0B TpebyemMoin YyBCTBUTENBHOCTU U
cneundUYHOCTM K Cneayowmm mapKkepam Bo3byantenen TpaHCMUCCUBHBIX 3a60neBaHNIA:

- HBsAg;

-aHTuTena K HIV1 n HIV 2;

- aHTUTena K HCV.

Ecam oaMH M3 3TUX TecToB AaeT NOBTOPHbIN MONOMKWUTENbHbIA Pe3ynbTaT, TO NOPUMIO KPoBM (Niasmbl)
OTK/NIOHAIOT. B HOPMaTMBHbIX JOKYMEHTAX MOXKET BbITb NPeLyCMOTPEHO NPOBEAEHMNE AOMNONHUTENbHbIX TECTOB.

17. TemnepaTypy XpaHEHWA KPOBM, NAA3Mbl U MPOMENKYTOYHbIX NMPOAYKTOB BO BPEMA CKAaAMPOBAHUA WU
TPAHCMOPTMPOBAHMA OT 3aroTaBAMBAIOLWMX YUYPEXAEHUN [0 nepepabaTtbiBalOWmMX nNpeanpuatTuii  cneayet
pernameHTMPOBaTb. 3TN YCNOBUA HeobXoaMMO cobto4aTb NPU AOCTaBKe NPOAYKUMM NOTpebuTeNto.

18. MepBbli1 TOMOreHHbIV Nya Naasmbl KPoBK (B T.4. Nocsie OTAENEHWUA KPUOMpeumnutaTta) Ao/KeH ObiTb
MCMbITAaH C MCMNOJIb30BaHMEM aTTECTOBAHHbLIX METOAO0B TPebyemMoW YyBCTBUTENbHOCTM WU crneunduyHocTM. Mpu
NpoBeLeHUN 3TUX TECTOB B Ny/e Ma3Mbl KPOBU HE A0/KHA BbIABAATLCA MOJIOXKMTENBHAA pPeakLma Ha cnepytowme
MapKepbl cneunpruyecknx TPaHCMUCCUBHBIX MHOEKLMOHHbIX areHTOB:

- HBsAg;

-aHTMTena kK HIV1 mn HIV 2;

- aHTUTena K HCV.

Mpy NONOXKUTENbHBIX pe3y/ibTaTax 3TOT Nyl He AO/IKeH ObITb AONYLLEH K MPOU3BOACTBY.
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19. B nNpou3BOACTBEHHbIN npouecc
MOXKeT ObiTb AONyLWEH Nyn naasmbl, npoweawuin tectmpoBaHne Ha HCV RNA metogom NAT (TexHonorus
aMnanduUKaumm HyKAemHoBbIX KucaoT;, nucleic acid amplification). [Ana wcnbiTaHus cneayetr WMCNo/b30BaThb
aTTecToBaHHble METOAbI AOCTAaTOYHOWN YYBCTBUTENIBHOCTM M CNEUNPUUYHOCTH.

20. TpeboBaHMsA K NPOBEAEHMIO UCMbITAHMIA HA HAaIMYME BUPYCOB AN APYTUX MHOEKLMOHHbIX areHTOB A0KHbI
6bITb cHOPMYIMPOBAHBI C Y4ETOM 3HaHUI 06 ONacHOCTU MHOEKLMOHHbIX areHTOB U MPUrOAHOCTM MPUMEHAEMbIX
MeTOA0B UCMbITAHUNA.

21. DTUKETKM Ha KOHTeWHepax C OTAEeNbHbIMM A03aMW MAa3Mbl, XpaHAWMMUCA nepes obbegMHEHMEM U
dpaKkLMOHNPOBAHMEM, AO/IKHbI COOTBETCTBOBATL YCTAHOBAEHHbIM TPebOBaHUAM. ITUKETKU AO/IKHbI COAEPKATb, MO
KpaliHe mepe, cneayolwyo WHGOPMaUUIO: WAEHTUPUKALUMOHHBIA HOMep OTOOpaHHON MopuUMU  KPOBMU,
HaMMeHOBaHWe M agpec AOHOPCKOro UEeHTpa WM TpaHChY3MOHHOM Ccay»Kbbl, OTBETCTBEHHOM 3a npenapatbl,
CEPUMNHbI HOMEP KOHTeHepa, TemnepaTypy XpPaHeHUs, NOJIHYI0 Maccy Uan o6bem naasmbl, TUM AHTUKOArYIAHTA U
ATy 3aroTOBKM M/MAKN pasgeneHna Kposu.

22. C uenblo YyMeHbLIEHMA PUCKA MUKPOOHOIO 3arpA3HEHUA NAa3mMbl AN BHECEHUA MHOPOAHOrO maTepuana
onepaunun no o6beANHEHWNIO U PAa3MOpPaXKMBaAHULIO M1Aa3Mbl CiedyeT NPOBOANTL B YNCTOM 30He He Hue D; nepcoHan
npu 3TOM AO0NKEH UMETb COOTBETCTBYIOLLYIO OAEXAY, Macku U nepyaTku. Heobxoanmmo perynapHO KOHTPOAUpPOBaTb
MeToAbl OTKPbIBAHUA KOHTEMHEPOB, 06beAMHEHMA U Pa3MOpPaXKMBaHMA NAa3Mbl, Hanpumep, NyTem NpoBeAeHUA
NCNbITAHUI Ha Ha/IMYME MUKPOBHOIO 3arpsasHeHus.

23. CnepyeT 4eTKO pasrpaHUYMBaTb MPOMEXKYTOYHbLIA MAW FOTOBbIM MPOAYKTbI, Npowealne onepaunmn no
WMHAKTUBALUUM UKW yOANEHUIO BUPYCOB, OT MaTepPMUanoB, He NOABEPTHYTbIX AaHHOM 0bpaboTKe.

24. He ponyckaeTca NpoBoAUTb aTTectaumio (UCnbITaHUA) METOA0B YAa/NeHMA UAN MHAKTUBALUM BUPYCOB Ha
obopynoBaHMM, UCNONb3yeMOM ANA NPOM3BOACTBA, BO WM3be)aHWe 3arpAsHeHWs npoayKUMU BUpycamu,
NPUMEHAEMbIMU ANA aTTecTauum (McnbiTaHui).

XpaHeHne obpasuos

25. Mo BO3MOXHOCTU MHAMBUAYA/bHbIE 06pa3sLbl KPOBM CAeAyeT COXPaHATb A5 obaeryeHus nposeneHunn B
c/ly4yae HeobxoAMMOCTU PETPOCMNEKTMBHOMO aHaan3a. Kak npaBuio, 3TO BXOAUT B 06A3aHHOCTb 3aroTaB/IMBalOLLEro
yupexkaeHusa. O6pasubl Kaxkgoro nysa naasmbl AO/XKHbI XPaHUTbCA B COOTBETCTBYHOLLMX YC/IOBUAX HE MeHee 04HOro
roga nocnae OKOHYaHUS CPOKa roAHOCTM NPOAYKTA, UMEIoLWEro Hanbonee NPOAO/IKUTENbHbIN CPOK XPaHEHWUS.

YTunusaums ot6pakoBaHHOW KPOBKU/MAa3Mbl M MPOMENKYTOUHbIX NPOAYKTOB

26. OpraHusauma oXKHa pas3paboTaTb M BHEAPUTb MHCTPYKLMIO No 6e3onacHom u 3dPeKTUBHOM yTUAM3ALLUN
0T6paKoBaHHbIX KPOBKU/NAa3Mbl MU MPOMENKYTOUHbIX NPOAYKTOB.
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MpunoxkeHune 15
ATTECTALMA NPOLLECCOB 1 OBOPYAOBAHWA
OCHOBHble NONOXKeHUA

1. C uenbio AOKa3aTeNbCTBA COOTBETCTBMA NapaMeTpoB KPUTUUYECKMX npoLeccos (06opyaoBaHua) 3a4aHHbIM
TpeboBaHMAM NPOM3BOAMUTENN NIEKAPCTBEHHbIX CPEACTB AO/IKHbI MPOBOAMTL aTTecTaumio (McnbiTaHUA) NPOLLECCOB U
060pyA0BaHNA, MCMOAb3YeMbIX MPU MPOU3BOACTBE /IEKAPCTBEHHbIX CPeAcTB. ATTectauma (MCMbITaHMA) TaKkKe
NPOBOAMTCA MPU CYLLECTBEHHbIX U3MEHEHUAX B NOMELLEHMAX, 060PYA0BaHNN 1 MPOLECCaX, KOTOPble MOFYT OKasaTb
BAMSAHME HA KayecTBO nNpoaykuuu. [nsa onpegeneHus cocTaBa M obbema paboT Mo artrectaumm cnepyet
MCMo/b30BaTb MOAX0A, OCHOBaHHbIN Ha OLEHKE PUCKOB.

MnaHMpoBaHWe paboT no atrectaumm (UCNbITaHUSAM)

2. ATtectaumsa (McnbiTaHWA) NpoBOAUTCA B naaHoBoM nopsake. OcHOBHOM cocTaB paboT no aTrecTauuu
DO/IKeH 6bITb 0pOpPMNEH B BUAE NPOrpPaMMbl aTTecTal M (UCNbITaHUIA) MAU SKBMBANIEHTHOM AOKYMEHTE.

3. Nporpamma aTTecTaummn ABAAETCA UTOTOBbIM AOKYMEHTOM, COCTaBAEHHbIM B TAKOHUUYHOW, TOUHOW M ACHOW
dopme.

4. B nporpammy aTTecTauumn A0AKHbI 6bITb BKAOYEHbI, N0 KpaiHell mepe, cieayloline gaHHble:

a) uenb NpoBeaeHMA aTTectTauum;

b) opraHusaumoHHaa cxema nposBeaeHNA aTTecTaunm;

C) NnepeyeHb BCex NOMeLLEHUI, cuctem, 0bopyaoBaHUA U NPOLECCOB, NoAeXaluux aTrectaumm;

d) dopma BeaeHUA AOKYMEHTALMKU (MPOTOKONOB U OTYETOB);

e) aTanbl U rpaduK BbINOAHEHUA paborT;

f) KOHTpOAb U3MeEHeHUN;

g) CCbIIKM Ha CyLLeCTBYoLWME AOKYMEHTbI.

5. B cnyyae BbINOJIHEHUS BONbLUMX MPOEKTOB MOMKET NoTpeboBaTbCA pPa3paboTKa OTAe/bHbIX MPOorpamm
aTTecTaumu.

JoKkymeHTaumA

6. TpeboBaHWA K NpOBEAEHUIO aTTecTauuu (UCMNbITaHWI) OOMKHbI ObiTb MPUBEAEHbI B YTBEPXKAEHHOM
MeToamuke. MeToamKa [0/KHA CcoaeprKaTb TpeboBaHMA K KPUTMYECKMM npoueccam (06opyaoBaHMIO) N KpUTepun
OLLEHKM.

7. B xope npoBeAeHMs aTTecTaumMy FOTOBMTCA OTYET, COAEPKALMM CCbIIKM HA METOAMKY aTTecTaumu,
pe3ynbTaTbl aTTecTaumm ¢ 06bACHEHMEM MIOObIX OTKAOHEHWA W BbIBOAAMM, B T.4. PEKOMEHAALUMUN NO YCTPAHEHUIO
HefocTaTKoB. Jliobble W3MeHeHWAa B METOAMKe aTTecTauuu [OJIXKHbl OblTb 0OOCHOBaHbl M AOKYMEHTa/bHO
odpopmneHbl.

8. MNocne ycnewHoro 3aBepleHMa JAaHHOro 3Tana aTrectaumm oPpopmMANseTcs 3aKAYeEHME O BO3MOXKHOCTU
nepexoaa K cneayrolemMy sTany aTrectaumm.

ATTecTaumA npoeKkTta
9. nepBbIM 3Tanom B KOMMJIEKCe pa60T no artrecraumm HOBbIX I'IOMeLLI,EHMVI, cmcrem man O60pyp,OBaHVIFI

ABNAETCA aTTeCTaLUnA NPoeKTa.
10. CneagyeT NokasaTb U AOKYMEHTA/IbHO 0POPMUTL COOTBETCTBME NPOEKTa TpebosaHnam GMP.
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ATTectauus YCTaHOB/IEHHOTO
obopyaoBaHun

11. ATTecTaumto yCTaHOB/IEHHOTO 060pYA0BaHMUA CAefyeT NPOBOAUTb A5 HOBbIX UM PEKOHCTPYMPOBAHHbIX
NoMeLLEeHUI, cuctem U 06opyL0BaHUS.

12. Mpw aTTeCTALUM YCTAHOBAEHHOIO 060PYA0BAHUA NPOBEPAIOTCA, KaK MUHUMYM:

a) MOHTaxk obopyaoBaHus, TpyboMpoBOAOB, CUCTEM OBOCNYKMBAHMA W WHCTPYMEHTOB Ha COOTBETCTBUE
yepTeram u cneundurkaumm;

b) nonHota W cooTBeTCTBME MNPEAOCTaBAAEMON MOCTABLMKOM AOKYMEHTauMM Mo  3Kcnayatauum U
TEXHUYECKOMY 0OCNYKUBAHUIO;

C) HanMuMe AOKYMEHTaLMM No KanMbpoBKe (noBepke);

d) cooTBeTcTBME MaTepuanoB U 0B6OPYAOBaHUA YCTAHOBNAEHHbIM TpeboBaHUAM (npoekTy). Mpu aTTecTauuu
YCTaHOBNEHHOIo 060pyA0BaHNA MOTYT TaKKe NPOBOAUTLCA U Apyrue paboTbl.

ATTecTauma B OCHaWEHHOM COCTOAHUM

13. ATTecTaums B OCHALWLEHHOM COCTOSIHMM (aTTecTauma QyHKUMOHMpYylowero obopynoBaHMA) BbINOAHAETCA
nocse ycnewHoro 3aBepLleHuns aTTecTalmn ycTaHOBIeHHOro 06opyaoBaHus.

14. Npw aTTecTaumm B OCHALLEHHOM COCTOAHWUM BbIMOAHAIOTCA, KAK MUHUMYM:

a) MCNbITaHMA U NPOBEPKM, UCX04A U3 cneumdUUecknx 0cobeHHOCTelN NPOoL,EeCccoB, CUCTEM M 060pYA0BaHNS;

b) ncnbiTaHna GyHKUMOHMPOBaHUA 0bopyaOBaHMA NpU Pabounx napameTpax, PaBHbIX BEPXHUM M HUKHUM
AONYCTUMbIM Npeaenam, T.e. B YCN0BUAX "HauxyaLwero cayyas”.

Mpu aTTecTaumm B OCHaLLEHHOM COCTOSHMUM MOTYT BbINOJIHATLCA U Apyrue paboTsl.

15. MNocne 3aBeplueHUa aTTectauMm 060pyA0BaHUA B OCHALLEHHOM COCTOSIHMM [O/KHbI 6biTb pa3paboTaHbl
MHCTPYKLMM MO 3KCM/yaTauumu, KanmbpoBsKe (MOBEpPKe) M 0YMCTKE, MPOBEAEHO ObyyeHMe NMepcoHasa M HaslaxKeHa
CUCTEMA TeXHWYECKoro obcny:kmeaHuaA. Mocne 3Toro MOXKHO MPOBOAWUTb OOULMANBHYIO NPUEMKY MOMELLEHUN,
cuctem n obopyaoBaHus.

ATTecTaums B aKCnayaTaumm

16. AtTectauua B 3Kcnsyatauumu (atrectauusa sKcniyatMpyemoro o60pyfoBaHMA) BbINOJHAETCA Mocne
yCNeLHoro 3aBepLleHna aTTectalumn yCTaHOBAEHHOTO M GpyHKLMOHMPpYoLwero obopyaoBaHus.

17. Mpwu aTtTecTaumm sKcnayaTupyemoro obopyA0BaHMA BbINOJHAKOTCA, KAK MUHUMYM:

a) UCMbITaHMA M NPOBEPKM C MCMO/Ib30BaHMEM peasibHbIX MATepuasnoB, aTTECTOBAHHbIX 3aMeHUTenen uau
MMUTaTOPOB NPOAYKTa C y4eToM cneumbuKM NpoLeccoB, NOMeLLLEHUI, cuctem unm obopyaoBaHusa;

b) ucnbiTaHna 1 nposepku Npu pabounx napameTpax, PaBHbIX BEPXHUM U HUNKHUM OOMNYCTUMbIM npegenam.
Mpu aTTecTaumm sKcnayaTMpyemoro obopyaoBaHUA MOTYT TaKkKe NPOBOAMTLCA U Apyrue paboTbl.

18. HecmoTpa Ha To, YTO aTTecTauma sKCNayaTMpyemoro 060py0BaHNA PacCMaTpPUBAETCA KaK OTAENbHbIN BUA,
paboT, B HEKOTOPbIX C/IyHasx OHA MOXKET BbINONHATLCA B COMETAHUM C aTTecTaumelt B OCHaLLEHHOM COCTOAHMUM.

ATTecTauma aKCcnayaTMpyemblx NOMELLEHUI, cucTeM M 060pyA0BaHUA

19. B npouecce TeKyLiei aKcnayaTaumMm ciegyeT noayyaTb AaHHble, 060CHOBbLIBalOWME U NOATBEPKAAOLWME
cooTBeTcTBME Paboumx KPUTUUECKMX NMapamMeTpoB 3afaHHbIM TpeboBaHMAM. MHCTPYKUMM (MEeTOAMKKM) M OTYeTbl No
3KCM/IyaTaumu, KanubpoBKe, OYMCTKE, TEXHUUYECKOMY OOCNYKMBaHUIO M OOyyeHWI0 NepcoHana AOJ/IKHblI ObiTb

odopMIEeHbl OKYMEHTANbHO.

ATTecTtauma (McnbiTaHKUA) Npouecca
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Obuwme nonoxeHusn

20. M3noxkeHHble B HacTosAwem pasgene TpPeboBaHUA OTHOCATCA K NepBOHAYasNbHOM aTTecTauuu HOBbIX
npoueccoB, nocneaytoLei aTTecTaunm M3SMeHEHHbIX MPOLLECCOB M NOBTOPHOM aTTecTauuu.

21. AtTecTaumAa npouecca, Kak NpaBuao, AO/MKHA OblTb 3aBeplleHa A0 Havana peasnsaunm NeKapCcTBEHHbIX
cpeAcTB (nepcnekTMBHan aTrecTaums). B UCKAOUMTENbHbBIX CAy4vasX, KOrAa NpoBecTU NepCcneKkTUBHYO aTTecTauuio
HEBO3MOXHO, MOXET BO3HWMKHYTb HEObBX0AMMOCTb MPOBEAEHMA aTTecTauun npouecca B Xo4e NPOM3BOACTBA
(Tekywiaa attectauma). [eicTeoBaBlIME B TEYEHNE HEKOTOPOro BPEMEHM MPOLECChl TaKKe noaneskaT atrectauum
(peTpocneKkTuBHaA aTTecTauma).

22. CnegyeT NpoBOAMTb aTTecTauMio NMomelleHui, obopyaoBaHMA, MPOLLECCOB M aHA/NIUMTUYECKMX MEeToA0B
KOHTpoAA. MNepcoHan, NpoBoAALLMIA aTTeCTaLuto, A0KEH NMPONTN COOTBETCTBYOLLEE 0byYeHMe.

23. CnepyeT nepuoamvyecknm oueHMBaTb OGYHKUMOHUPOBAHWE MNOMELLEHUN, cucTem, o6OopyaoBaHUA W
NMPOLLECCOB C Lie/1blo NOATBEPKAEHUA UX PAabOTbl B COOTBETCTBUM C 3aaHHbIMU TPebOBaHUAMN.

nepCHEKTM BHAA atTecrtauunA

24. B cocTaB paboT 1 AOKYMEHTALMM NO NEPCNEKTUBHOMN aTTeCTalMmM BXOAAT, KaK MUHUMYM:

a) KpaTKoe onucaHue npoLecca;

b) nepeyeHb KPUTUYECKUX CTaANIM NpoLecca, KOTopble Nog/exaT UCCe0BaHNIo;

C) nepeyeHb MCNOAb3YEMbIX MOMeLWEHUA U 0b6opyaoBaHMA (B T.4. KOHTPOJbHOE, W3MEpUTENbHOE U
pernctpupytowee obopyaoBaHMe) C yKazaHMEM Hanuma ceeaeHnii 06 nx KannbpoeBke (NoBepKe);

d) cneumdurKaLmm Ha roToByO NPOAYKLMIO;

€) nepeyeHb UCNO/b3YEMbIX aHAIUTUYECKUX METOAOB (NpW HeobXoANMOCTH);

f) npegnaraemole BUAbI BHYTPUNPOU3BOACTBEHHOTO KOHTPOIA U KPUTEPUN MPUEMNEMOCTMH;

g) AoNnoNHUTENbHbIE UCMBITAHUA U KPUTEPUM NPUEMIEMOCTU U aTTeCTaLMA aHaIMTUYECKMX METOAO0B;

h) nnaH oT60opa Npob;

i) nopsaok obopMIEHUA N OLLEHKM Pe3y/bTaToB;

j) 06A3aHHOCTU N OTBETCTBEHHOCTb JIMLL, Y4ACTBYHOLLMX B NPOBEAEHUM aTTecTalmu;

k) npeanonaraembiii rpadpuk BbINOAHEHUA paborT.

MoryT TaKke NpoBoAMTbLCA U Apyrue paboTol.

25. Npu npoBeaeHUn 3TUX paboT (B T.4. NPU NCNONb30BAHUN MaTEPMANOB B COOTBETCTBUMN CO cneundukaumeit)
MOXKeT ObiTb NPOU3BEAEHO HECKO/IbKO CEPUIN FTOTOBOM MPOAYKLMM NPU OBbIYHBLIX YCA0BUAX. TEOPETUYECKM YUCNIO0
NPOW3BOACTBEHHbIX LUMKAOB M HabAOAEeHUN AONKHO ObiTb AOCTAaTOUYHbIM, YTOObI BbISBUTb TEHAEHUMN U3MEHEHUA
napameTpoB U MOAYYUTb AOCTATOUYHbIE AaHHble AN OUEHKWU. [nA aTrectaumy nNpouecca cYMTaeTcsa A0CTaTOYHbIM
BbINOJIHUTL TPU NOCAEeA0BaTE/IbHbIX CEPUM (MPOU3BOACTBEHHBIX LMKAQ), MPU KOTOPbLIX MapameTpbl HaxoAaTcA B
3aJaHHbIX Npeaenax.

26. Pazmep cepum npu aTrecTaummn AO/MKEH ObiTb PaBHbIM Pasmepy Cepun npu NPOMbILNEHHOM BbIMyCcKe
NPOAYKLMM.

27. Ecnv npegnonaraeTca Npojarka MAM MOCTaBKa CEPUA, NMPOU3BEAEHHbIX NPWU aTTeCcTaumm, TO YCIOBUA UX
NpPou3BOACTBA A0/KHbl MOJIHOCTbIO COOTBETCTBOBATb TPEOOBaHMAM HACTOAWEro CTaHZapTa M HOPMATUBHOM
OOKYMeHTauMK, B T.4. yCNEWHOe NpoBeAeHMe aTTecTaunu.

Tekyluan aTTectaums

28. B WCKNIOUMTENIbHBIX C/ly4asXx AOMYCKaeTcs He 3aBepliaTb NMporpammy atrectaumm A0 Hayana CepuinHoro
Npou13BOACTBA.

29. PelleHve 0 NpoBEAEHUN TeKyLLel aTTecTalmm A0KHO 6biTb 06OCHOBaAHO, AOKYMEHTaIbHO 0QOPMAIEHO U
YTBEPKAEHO IMLAMU, UMEIOLWMMM Ha 3TO NPaBo.
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30. K aoKymeHTauum no npoBeaeHuo
TeKyLen aTTecTaumm NpeabasaaoTcaA Te e TpeboBaHMs, YTO M NPU NEPCNEeKTUBHOM aTTecTaluu.

PETpOCHEKTVI BHaA atTecrtauunA

31. PeTpocnekTuBHaAa aTTecTauMA MOXKET MPOBOAUTLCA TOJIbKO ANA XOPOLWO OT/IaXKEHHbIX MPOLLEeCcCoB.
MNpoBeaeHMe ee He AOMYCKAETCA, €C/IN B COCTAB NPOAYKLMKN, TEXHONOTMYECKMI NpoLecc i o6opyaoBaHue HeAaBHO
6b1211 BHECEHBI U3MEHEHMUA.

32. PeTpocCneKTUBHaA aTrectaunsa TakMX MPOLLeCCOB OCHOBbLIBAETCA Ha NpealecTBYOWKMX AaHHbIX. [pn aTom
TpebyeTca pa3paboTKa cneunanbHON METOANKM U NPOBEAEHME aHANM3A SAHHbIX NPeALEeCcTBYIOLWEN 3KCNAyaTaLmm C
BbIBOAAMMU U peKOMEHAAUNAMMU.

33. WUcxogHbIMM  JAHHBIMKM - N8  NPOBEAEHUA PETPOCNEKTUBHOM aTTecTaumn  ABAAKOTCA  NPOTOKO/bI
Npou3BOACTBAa WM YMNAKOBKW CEPUMA MNPOAYKUMM, KOHTPOJIbHblE KapTbl MNPOW3BOACTBA, KYPHanbl NpPOBeAeHMA
TEXHUYECKOrO 0OCNYXKMBAHWUA, AaHHble 06 M3MEHEeHWM B MepcoHase, MOTEHLMaNbHbIX BO3MOMKHOCTAX Mpouecca,
AaHHble O rOTOBOW MPOAYKLMM, B T.4. KapTbl TEHAEHUMI, a TaKXe pe3y/nbTaTbl U3y4eHUa ee CTabuabHOCTU Mnpw
XpaHeHuu.

34. Cepun npoayKummn, oTobpaHHble AN NPOBEAEHMA PETPOCNEKTUBHOM aTTecTauum, AOMKHbI NPeaCcTaBaATb
penpeseHTaTMBHYIO BbIOGOPKY A5 BCEX CEPUM, U3FOTOB/IEHHbIX B TEYEHWE paccMaTpMBAEeMOro nepuoaa, B T.4. Bce
cepun, He cooTBeTCTBYOWME crneumduKaumam. KonmyectBo NPOAYKUMM AONKHO OblTb AOCTAaTOYHbIM, 4YTOObI
nokasaTb CTabuabHOCTb npouecca. Mpu nposBeaeHUM PETPOCNEKTUBHOW aTTecTauuu npouecca ANA NoayyYeHus
OaHHbIX B [0CTaTOYHOM KO/MYECcTBE W pPa3HOObpasum MoKeT noTpeboBaTbCA NpoBeAeHWe AOMONHUTENbHbIX
MCNbITAHUIN aPXMBHbIX 06Pa3LOB.

35. [InA oueHKM cTabuMAbHOCTM Npouecca Npu NPoBeSeHNN PETPOCNEKTUBHOW aTTecTauumn cnesyeTt BbiNOJAHUTD
aHanu3 gaHHbIX no 10 - 30 nocnepoBaTenbHO NPoOU3BEAEHHbIM cepuaM. [JonycKkaeTca NpoBepATb MeHbLUee YUCNOo
cepuii NPU HaIMYUK COOTBETCTBYIOLLErO 06OCHOBAHMSA.

ATTectaums npoLeccos OYMCTKM

36. ATTecTaLus NPOLECCOB OYMUCTKM BbIMOJHAETCA C LLe/1bio NOATBEPKAEHUA 3PDEKTUBHOCTU METOLOB OYUCTKM.
Mpw 3ToM [0MKHbI BbITb 3afaHbl A4ONYCTMMbIEe NpeaesibHble 3HaYeHMUA Ha OCTaTKM NPOAYKLMU, MOIOLNX CPEACTB U
MUKPOBHOE 3arpsAsHeHue. ITU NpeaesibHble 3Ha4YeHWA L0/IKHbI ObiTb PeasibHO AOCTUKMMBIMU U NMPOBEPSEMbBIMM.

37. ins onpeneneHns yCTaHOBAEHHbIX NPeLesioB OCTAaTKOB BELLECTB UM 3arpsA3HEeHUI cieayeT UCMo/1b30BaTb
aTTECTOBaHHbIE aHAIMTUYECKME METOZbI C LOCTAaTOYHOM YYBCTBUTE/IbHOCTbIO.

38. Kak npaBu/io, aTrecTaumio TMPOLECCOB OYMUCTKM CledyeT MpoBOAMTb TOJIbKO A1 MOBEPXHOCTEWN,
KOHTaKTUPYIOLWMX C NpoayKToM. CneayeT TakxKe NPUHMMaTb BO BHUMaHMe AeTann obopyaoBaHuA, He BCTynalowme B
KOHTaKT ¢ npoAyktom. CneayeT NpoBOAUTb aTTeCcTauMio AMTENbHOCTM MHTEPBANOB BPEMEHM MEXKAY OKOHYAHWEM
npoLecca U OYMCTKOW, a TaKKe OUYUCTKOM M Hayanom ciegytolero npouecca. Cnegyet onpeaennts MeToabl O4UCTKM
N MHTEpBa/ibl BPEMEHWN MeXKAY NPOBEAEHNEM OYUCTKM.

39. [Jna MeToA0B OYMCTKM CXOAHbIX BUAOB NPOAYKLUMM M NPOLECCOB A0MYyCKaeTca Bbi6paTh NpeAcTaBUTEbHbIN
pAg, aHaNOrMYHbIX MaTepManoB M MNPOLECCOB. B TakMX CAyyasx MOMKHO MNPOBOAMTb OAHO aTTecTauMOHHOe
nccnepoBaHue Ans "Hamxyalero caydan”, npyu KOTOPOM YUYMUTLIBAKOTCA BCe KpUTMUeckne GaKkTopbl.

40. [ina aTTecTaumm MeToda OYMCTKM AOCTAaTOYHO YCMELWHOro NpoBeAeHMsA TPeX NocaefoBaTeNbHbIX LMKIO0B
OUMNCTKM.

41. MeTog "npoBepATb, NOKa He ByAeT UNCTO" He 3aMeHAET aTTeCcTaLMIo NPOLECcca OYUCTKMN.

42. B KayecTBe MCK/IOYEHUS MPU aTTECTALMUM NPOLLECCOB OYMCTKM LOMYCKAETCA MCMO/b30BaHWE MaTepuasos,
KOTOpblE UMUTUPYIOT PU3UKO-XMMUYECKME CBOWCTBA YAA/NAEMbIX BELLECTB, €CIU NOCAeAHME ABASIOTCA TOKCUYHBIMM
WY OMACHbIMMU,
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KoHTpoAb M3meHeHuM

43. BHeceHWe W3MEHEHWI B WUCXOAHble MaTepuasnbl, KOMMOHEHTbl MNPOAYKUMWU, TEXHOJIOrnYecKkoe
obopyaoBaHMe, NapamMeTpbl OKPYrKalollleld NPOM3BOACTBEHHON cpeabl (MW NAOLWAAKM), MeToAbl NPOU3BOACTBA U
KOHTPOAS, KOTOpble MOryT MOBAMATb Ha KayecTBO MPOAyKTa WM BOCMPOUM3BOAUMOCTb MPOLLECCa, AONKHO
BbINONHATLCA MO  CheuManbHO pPa3paboTaHHbIM  MHCTPYKUMAM. MeToabl KOHTPOAA M3MEHEHWN  AO/IKHbI
npeaycmaTpuBaTb NOJIy4eHME A0CTAaTOYHO MOJIHbIX AaHHbIX, YTObObl YbeauTbea, YTo B UISMEHEHHOM npouecce byaet
NpPou3BoAUTLCA NPOAYKT TPebyeMoro Ka4yecTsa B COOTBETCTBUMN C JIOKYMEHTALINEN.

44, Bce n3meHeHUA, KOTOpble MOFYT OKasaTb BAMAHME HA KAvyeCTBO MNPOAYKUUM MAN BOCMPOU3BOAMMOCTb
npouecca, A0MKHbl ObITb 060CHOBaHbI, 0POPM/IEHBI LOKYMEHTANbHO U yTBepKAeHbl. CneayeT OUuEeHUTb BO3MOXKHOE
B/INSIHNE U3MEHEHWI B MOMELLEHUAX, CUCTEMAX AN 0O0PYA0BAaHNUM HA NPOAYKLUMIO, B T.4. HA NpoBeAeHNe aHaAn3a
PUCKOB, U onpeaennTtb HeobXxoaAMMOCTb NpoBefeHUs U obbem pPaboT Mo MOBTOPHONM aTTecTaumm (NOBTOPHbIM
UCMbITaHUAM).

MoBTopHan atTecTauma (MOBTOPHbIE UCMbITaHWA)

45, CnepgyeT BbINOAHATL NEPUOAMYECKYIO OLLEHKY MOMeLLeHMIi, cuctem, obopyaoBaHMA U NPOLLECCOB (B T.u.
NPOLECCOB OYUCTKM) ONA NOATBEPNKAEHMA WX COOTBETCTBMA 3afaHHbIM TpeboBaHMAM. Ecan cyliecTBeHHble
M3MEHEHMA OTCYTCTBYIOT, TO BMECTO MOBTOPHOM aTTecTaummn 0CTaTOYHO COCTaBUTb OTYET, CBUAETE/bCTBYIOWMM O
TOM, YTO NMOMELLLEHWSA, CUCTEMBI, 060PYA0BaHNE N NPOLLECCHI COOTBETCTBYIOT YCTAHOBAEHHbIM TPE6OBaHUAM.

TepmuHbl N onpepeneHna

MpuBeaeHHble TEPMUHBI, OTHOCALMECA K aTTecTauuu U UCMbITaHUAM, He BKAoYeHbl B pasgen "TepmuHbl U
onpegeneHunn" HacToALWero CTaHAapTa, HO UCMONb3YIOTCA B aHHOM MPUNOXKEHUN.

AHanus puckos (risk analysis): MeToA OLEHKM M ONUCAHUA KPUTUUYECKUX MapaMeTPOB Npu GYHKLMOHMPOBAHUN
obopyaoBaHUs UM NpoLlecca.

AtTectauma B akcnayaTaumm (performance qualification; PQ): AOKymeHTanbHOE MOATBEP)KAEHME TOro, 4To
NoMeLLeHUsi, cuctembl M o0bOpyaoOBaHME B KOMMJeKce paboTatoT 3¢$EPEeKTUBHO M C BOCAPOM3BOAMMbIMM
nokasaTensiMm B COOTBETCTBUM C TMPOMbIWJEHHbIM PErNaMEHTOM, TEXHOJIOTMYECKUMMW  UHCTPYKLUMAMU U
cneumduKaumen Ha NPoOaYKT.

Attectauma npoekta (design qualification; DQ): AoOKymeHTanbHoe MNOATBEPKAEHWE TOrO, YTO MPOEKT
npousBoAacTBa (B T.4. MOMELLEHMA, CUCTEMbI M 0OOPYAOBaHWE) BbINOJHEH B COOTBETCTBUM C 33aJaHMEM Ha
NPOEKTUPOBAHME, HACTOALLMM CTaHAAPTOM M APYTUMU HOPMATUBHbBIMU LOKYMEHTAMM.

AtTectauma npouecca (process validation): AOKymeHTanbHOe NoOATBEPNKAEHME TOro, 4TO Npouecc,
BbIMNOJIHAEMbIA B pPaMKaxX YCTAHOB/IEHHbIX MapaMeTpoB, MpoTekaeT 3PpPeKTMBHO U C BOCMPOU3BOAUMbBIMMU
napameTpamu, NpPOM3BOAA JNEKAPCTBEHHOE CPeAcCTBO, YAOBAETBOpAlOWEee BCeM 3afaHHbIM TpeboBaHMAM K
NPOAYKLMM N ee KayecTsy.

ATTecTaums yctaHoBneHHoro obopyaosaHua (installation qualification; 1Q): goKymeHTanbHOe noATBEPKAEHUE
TOrO, YTO MOHTaX MNOMELLEHUIN, cucTeM W 060pPYAOBaHUA (YCTAHOBAEHHbLIX WAW WM3MEHEHHbIX) BbINOJHEH B
COOTBETCTBMU C NMPOEKTOM U APYroM TEXHUYECKOWN LOKYMEHTALMEN.

ATTecTaums B OCHAWEHHOM COCTOAHWUK; aTTecTauusa OyHKUMOHMpYowero obopyaosaHua (operational
qualification; OQ): p[oOKymeHTasbHOE NOATBEP)KAEHWE TOro, UYTO MNOMELLEHMs, cuctembl M 0bopyaoOBaHME
(ycTaHOBNEHHbIE UK M3MEHEHHbIe) GYHKLUMOHMPYIOT B COOTBETCTBUM C NpeabABaaeMbiMM TpeboBaHUAMM BO BCEX
pexumax paboTbl.

Nmntupyrowmin npoaykt (simulated product): maTtepuan, KOTopbiii NO CBOUM GUINYECKUM U, MO BO3MOMKHOCTH,
XMMUYECKMM XapaKTepUCTMKaM (Hanpumep, BA3KOCTU, pasmepam yactuy, pH v np.) 630K NPoAyKTy, K KOTOpoMy
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OTHOCUTCA aTTecTaumsa. Bo MHOMMX caydanx
3TUMM XapaKTepUCTUKaMmn moryT o61agaTh cepun nnauebo (NpPoayKTa, He CoaeprKallero akTMBHOrO UHIpeaneHTa).

KoHTponb uameHeHuit (change control): goKymeHTanbHO 0dOpPMAEHHbIA MNOPAAOK, COMNACHO KOTOPOMY
npeacTaBUTeNU Pa3NUYHBIX CMeuuanbHOCTe paccMaTpMBaloT MPeAoKeHHble WMAM CYLLEeCTBYIOWME U3MEHEeHUs,
KOTOpble MOryT NOB/IMATbL Ha cTaTyc "ATTectoBaHo" Ana nomeweHunin, 06opyaoBaHMA AN NPOLECCOB U onpeaensatoT
HeobxoaMMOCTb AeNCTBMIN, KOTOpPbIE AOJIKHbl 06ecneymTb U AOKYMeHTasibHO 0pOopMUTL NoAAEpPKaHUE CUCTEMbI B
ctatyce "ATtTectoBaHo".

Hauxyawwmin cnydait (worst case): ycnoBUSA MAM KOMIMJIEKC YC/IOBUM, OTHOCALLMXCA K BEPXHUM U HUNKHUM
npefesbHbIM 3HAYEHMAM MAPaMeTPOB MNPOU3BOACTBEHHOTO MNPOLECCa W CBA3AHHLIX C HUMKM  (AKTOPOB,
onpeaeneHHbIX AOKYMEHTauMel, KoTopble MOTyT MPUBECTM K CaMOM BbICOKOM BEPOSATHOCTU nosABiaeHUA bpaka B
npouecce WAM MPOAYKTE MO CPABHEHWUIO C UAeaNbHbIMM YCNOBUAMMU. TaKuMe ycCnoBUA He Bcerga obasaTesibHO
NPUBOAAT K BpaKy B NPOLLECCEe UK NPOAYKTE.

MepcnekTuBHaA aTtTecTauma (prospective validation): aTTectaums, BbiNONHSAeMas [0 Hayana CepPUNHOro
Npou3BOACTBA NPOAYKUMN, NPeAHa3HAaYEeHHOM 4na peannsaumu.

MoBTOpHanA aTTecTaumMsaA; NOBTOPHbIe UCNbITaHMsA (re-validation): noBTopeHWe NepBMYHOI aTTecTauumn npouecca
Ana obecneyeHus rapaHTUM TOro, YTO U3MeHeHuWAa B npouecce (obopyaoBaHWK), BHECEHHble B COOTBETCTBUMU C
npoueaypoit KOHTPONA U3MEHEHUI, He YXYALLIAT XapaKTePUCTUKKN NpoLecca M KauecTBo NPoayKLUUN.

PeTpocnektuBHasa aTtecTauusa (retrospective validation): atrectauma cepuiiHoro npouecca npPoOM3BOACTBA
peann3yemoro nNpoayKTa, OCHOBaHHaA Ha MNOAYyYeHHbIX AaHHbIX O MPOMU3BOACTBE M KOHTPOE CEPUIA NPOAYKLMMN.

Cuctema (system): kKomnnekc 060pyaoBaHus, MMetolLLero obliee HasHadveHue.

TeKkywan atrectauma (concurrent validation): atrectauus, BbinonHAemas BO BpemMsa TeKyllero (cepuiiHoro)
nNpon3BoACTBa NPOAYKLUUN, NpeAHa3HauYeHHoN ANA peannsaumu.
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MpunoxkeHue 16

MNOATBEPKAEHWE YNO/THOMOYEHHBIM IMLLOM COOTBETCTBUA CEPUN
NPOAYKLNWM C LLE/TbIO EE BbITTYCKA

1. O6nacTb NpUMeHeHUs

1.1. B HactoAwem [IpuUAoKeHUM YCTAHOBMEHbI NOPAOOK MOATBEpPXKAEHWA COOTBETCTBUA, BbINOJHAEMOro
YNOJHOMOYEHHbIM /IMLLOM, U TPebOBaHUA K BbINYCKY CEPUIA NIEKAPCTBEHHbIX CPEACTB B PeEaNM3aLMio COracHo
OENCTBYIOLLLEMY MOPALKY.

1.2. B MpunaoKeHnn pacCMOTPEHbI TaKXKe C/y4yaun, Korga npousBoACTBO Cepunm NpoayKumMu manm nposeneHue
aHaNM30B pasfgeneHo Ha HECKOJ/IbKO 3TarnoB, BbIMNOJHAEMbIX B Pa3HbIX MeCTax UKW pasHbIMU Npou3BoaUTENAMM, A
TaKe Korga cepuio NPoMeKyTOYHOM uaun HepachacoBaHHOM NPoAYKLUMU Pa3aenatoT Ha ABe U 6bosee cepuii roToBoOM
NpPoAYKLUMN.

Hactosauwee [MpunoxKeHne pacnpoCcTpaHAETCA TaKKe Ha NeKapCTBeHHble CpeacTBa, npegHasHayeHHble AnA
KNMHUYECKUX UCCNea0BaHN, MPOU3BOACTBO KOTOPbIX MMEET cBoM ocobeHHocTH (MpunoxkeHne 13).

1.3. HactoAuwee lNpunoxeHne He OXBaTbiBAaeT BCE BO3MOMKHbIE CAy4au MOATBEPXKAEHMA COOTBETCTBMA U HE
OTHOCUTCA K MNPOAYKLUMM, BbIMYCK KOTOPOW pPernameHTUpyeTcs crneumnanbHbiMM TpeboBaHUAMM (TaKMMK, KaK
npenapaTtbl KPOBM MAN UMMYHHbIe NpenapaTbl, MHCYAUHbI, ra3bl MEegUUUHCKOrO NPUMEHEHUA U NIEKAPCTBEHHbIE
cpeacTsa AnAa aeten).

1.4. OcHoBHble TpeboBaHMA K BbIMYCKY CEPUM MNPOAYKUUM MPUBOAATCA B JIMLEH3MM Ha NPOM3BOACTBO U
OOKyMeHTax, 0GOpPMAEHHbIX NP rocyAapCTBEHHOM perncTpaumm. Hu ogHo 13 NonoxeHUn HactoALwero MpunoxeHua
He MOXET UCMNO/b30BaTbCA, €C/IN OHO BbIXOAWUT 33 PaMKM YCTaHOB/IEHHbIX TpebOBaHMUN.

2. OCcHOBHbIE NMOAOXKEHUA

2.1. Kaxkpaa cepus rotoBoi NpogyKUMM [ONAXKHA NOAYYUTb OT YNOJHOMOYEHHOIO ANLA NOATBEPKAEHME ee
COOTBETCTBMA YCTAHOBAEHHbIM TpeOOBaHMAM A0 ee BbiNycKa B peasiM3aLmio Ha BHYTPEHHEM PbIHKE WM Ha SKCMOPT.

2.2. Llenbto KOHTPOAA 33 BbIMYCKOM CEpUMN NPOAYKLNM B peannsaLuto ABAAIOTCA:

- obecneyeHne rapaHTUM TOro, YTO MPOM3BOACTBO M KOHTPO/Ib KayecTBa Cepuu NpoayKLMWU COOTBETCTBYHOT
TpeboBaHMAM NULLEH3UN Ha NPOU3BOACTBO, PEMMCTPALLUOHHOIO AOCbE U HACTOALLEro CTaHAapTa WAM aHaN0rMYHOro
CTaHOapTa ,u,pyroﬁ CTpPaHbl, NPU3HAHHOTO 3KBMBAJZIEHTHbIM HACTOALWLEMY CTaHAAPTY,

- BO3MOXHOCTb OMEpPaTUBHOIO HaXOXAEHWA YMNOJHOMOYEHHOro Auua, KOTOpOe BblAAN0 paspelleHne Ha
peann3aumio cepum NPoAyKLMM (B CNydanx peknamaLmMm amn oT3biBa NPOAYKLMK).

3. BeegeHune

3.1. Mpon3BOACTBO CEpPUM JIEKAPCTBEHHbIX CPeACTB, B T.4. KOHTPOJ/Ib KayecTBa, pa3feniaetcA Ha Ccraguw,
KOTOpble MOTYyT BbIMNOJIHATLCA B PaA3/INYHbIX MeCTaX W pasHbiIMKM nNpousBoauTenamu. Kaxpaa craguAa A0KHa
BbIMNO/IHATLCA COrNacHO COOTBETCTBYHOWLMM HOPMATUBHbIM OOKYMEHTaM, Tpe6OBaHMHM HacToAWwero CraHgapTta “
AGVICTBVPOU.LeMy 3aKOHOAAaTENbCTBY Poccuiickoi Cbep,epau,mm. ITUM LONXKHO PyKOBOACTBOBATbCA YNO/IHOMOYEHHOE
NnUo, ocyulectendarollee npouenypy noarsepxaeHnAa COOTBETCTBMA Ccepumn roToBom npoAayKunn yCTaHOBJ/IEHHbIM
Tpe6OBaHMﬂM nepepa sbinyCKOM ee B peasindauuto.

3.2. Ha NpakKTnKe ogHO yNnO/IHOMOYEHHOE L0 MOXET HE 3HATb ocobeHHocTel Ka*40ro 3tana npoun3soacTea.
YNoNAHOMOYEHHOE /UL, KOTOpoOEe noAaTBepXKOaeT COOTBETCTBME CEPUMN roToBOM npoAayKuumn, no oTae/ibHbIM
BONMPOCam MOXET ONUPaTbCA Ha 3aKNKOYEHNA APYTUX YNTOJTHOMOYEHHbIX UL, B I'IOp,OﬁHbIX CQy4aAax ynos1HOMO4YeHHOe
nnUo  OONTXKHO 6bITb 3apaHee yBepeHO B HaAEeXHOCTU 3TUX 3aKJ'I}O‘-IeHMl‘;1, nexoga M3 JIMMHOIO ONbiTa MU Ha
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OCHOBaHUWN NOATBEPKAEHUSA, NOJYYEHHOTO
OT APYrMX YNOJIHOMOYEHHbIX 1ML, BHYTPW YCTaHOBAEHHOM CUCTEMbI KayecTBa.

3.3. Mpu BbLINOAHEHUN OTAENbHbIX 3TanoB MPOM3BOACTBA B APYroi CTpaHe aHanorMyHble TpeboBaHWUA K
COOTBETCTBMIO MPOM3BOACTBA W NPOBEAEHUIO KOHTPOIA KayecTBa NpeabABAAOTCA U K YyYaCTHUKY MPOM3BOACTBA B
3TOl cTpaHe. B 3Tom cay4ae Npon3BOACTBO 1EKAPCTBEHHbIX CPEACTB TaKXKe A0/IKHO OCYLLECTBAATLCA B COOTBETCTBUU
C NMUEH3Mel Ha MPOU3BOACTBO M TPebOoBaHMAMW PErvcTpaLMoHHOro gocbe. [pousBoauTenb AOMKEH UMETb
NIMLEH3NIO HA OCYLLECTBAEHME CBOeN AeATeNbHOCTM B COOTBETCTBMM C 3aKOHOM CBOEW CTPaHbl M BbIMOAHATbL
TpeboBaHMA HACTOALLEro CTaHAAPTa UAW CTaHAAPTa, NPU3HAHHOMO 3KBUBA/IEHTHLIM EMY.

4. Obwme NoNoKeHuA

4.1. Pa3nnyHble cTagumn (3Tanbl) NPOM3BOACTBA, BBO33, KOHTPO/IA M XPaHEHWUA OAHOW W TOW Ke cepun
NPOAYKLUM MOTYT BbIMOJIHATLCA B pPa3HbIX MmecTax. Bce aTm mecta n NpoM3BOACTBEHHbIE MIOLWAAKN AOMKHbI UMETb
OfHY WAWN pa3fesibHble NULEH3UW Ha MPOM3BOACTBO M OCYLLECTBAATb AEATENbHOCTb MOJ KOHTPOJEM, MO KpalHewn
Mepe, OAHOro YMNOAHOMOYEHHOIO AMULA, MNOATBEPNKAAOLErO COOTBETCTBME 3TOM CEpPUM  YCTAHOBAEHHbIM
TpeboBaHMAM A0 ee BbiNyCcKa B peanmsaLmio.

4.2. PaznuyHble cepmn NpoayKLMN MOTYT NPOU3BOAUTLCA MU MMMIOPTUPOBATLCA M BbINYCKATbCA B NPOAAXKY B
pa3HbIX CTpaHax, uMeloWwmMx cornaweHve c¢ Poccuinckont depepaupeit 0 B3aMMHOM MNPU3HAHUKU  YCNOBUM
npown3BoAcTBa U peannsaumu. Mpu sTom gepratenb JMLEH3UN HAa NPOU3BOACTBO, UMEIOLLMIA MPABO Ha BbIMYCK cepun
NpoAyKUUM B peanusaumio, AO/KEeH MMeTb B CBOEM pacrnopsaXeHUUM TOYHOe YyKasaHue ajpeca NAoWaAKW, Ha
KOTOpoit Oblia BbiNywWeHa KOHKPETHas cepua MNpoAyKUuMKU, U WHPopmauMio 06 YyNnoAHOMOYEHHOM JMLE,
OTBETCTBEHHOM 3a NOATBEPKAEHME COOTBETCTBMA €€ KaYecTBa YCTaHOBEHHbIM TPeboBaHUAM.

4.3. YNoNHOMOYEHHOE NNUO, NOATBEPXKAAloLEee COOTBETCTBME CEPUM FOTOBOM MPOAYKLMW YCTaHOBAEHHbIM
TpeboBaHMAM Nepey, BblAaueln paspelleHns Ha peannsaLmio, MOXKET OCHOBbIBATb CBOE PeLUeHUE Ha IMYHOM 3HAHMMU
BCEX UCNO/b3YEMbIX B MPOU3BOACTBE MOMELLEHUIA U NPOLLECCOB, OMbITE Y4aCTBOBABLUErO B MPOM3BOACTBE NEPCOHANA
N NPUMEHAEMON cMCTeMbl KavecTBa. OHO MOXKET TaKXKe ONUPaTbCA Ha 3aK/0YeHMEe CO CTOPOHbI OAHOro uan 6onee
YNO/MIHOMOYEHHbBIX /UL, O COOTBETCTBUM MPOMENKYTOUYHbIX 3TanoB MNPOW3BOACTBA YCTAHOB/EHHbIM TPebOBaAHUAM.
3akntoueHne [0MKHO ObiTb 0GOPMAEHO AOKYMEHTA/IbHO U AO/KHO ACHO OnpefenAatTb npegmeT NoATBepXAeHUA
cooTBeTcTBMA. [NMOpAAOK NOATBEPKAEHNA AOMKEH BbITb OPOPMNEH LOKYMEHTANILHO.

4.4. MoaTeepxaeHne TpebyeTca B TOM C/yyae, KOr4a YrnoJIHOMOYEHHOE NIMLO OMUPAETCA Ha 3aK/odeHue
Apyroro ynoaHomo4eHHoro nvua. OHO AO0MKHO COOTBETCTBOBATb MOMOXEHMAM pa3gena 6 HacToAwero ctaHgapTa.
YnonHomoyeHHOe MU0, NOATBEPKAAtolWee COOTBETCTBME CEpUM TFOTOBOM  MNPOAYKLMU  YCTAaHOBJAEHHbIM
TpeboBaHMAM, [OO/KHO rapaHTMPOBaTb COOMOAEHME [OOroBOpPEHHOCTEM W TpeboBaHWI K npoueaypam,
onpefesieHHbIM B YKa3aHHOM JoKymeHTe. dopma AOKYMEHTa onpeaensietcd CTOpoHamu (Hanpumep, B BuAe
WMHCTPYKLMM B PaMKax OpraHn3aumm nam 4oroBopa Mexay Pas/iIMyHbiMM OpraHn3aumamm).

4.5. YKasaHHOe nNOATBEPXKAEHME [O/KHO BKAOYATb B cebs 0053aTeNbCTBO CO CTOPOHbI MOCTABLYMKA
HepacdacoBaHHOIrO MAM NPOMEKYTOYHOrO NPOAYKTa CTaBUTb B M3BECTHOCTb MoJsiydatens(eit) npoaykumm obo Bcex
OTK/IOHEHUSAX, pe3ynbTaTax, BbIXOAAWMX 33 PaMKM cneumduKaLmii, HECOOTBETCTBUAX TPeOOBaHUSAM HaCTOALLEro
CTaHZApTa, PaccaefoBaHUAX, PEKNAMAUMAX UAU APYIUX CODObITUAX, KOTOpble AOMKHO MPUHMMATL BO BHMMAHWE
YNOJNHOMOYEHHOE /ML, OTBETCTBEHHOE 3a NOATBEPXKAEHME COOTBETCTBMA CEpPUM FOTOBOM NPOAYKLMU BCEM
YCTaHOB/IEHHbIM TPEBOBaHUAM.

4.6. MNpu nCNONb30BaHUU CUCTEM C KOMMbIOTEPHbIM YMNpaB/ieHMEM W KOHTPOAEeM ANA AOKYMEHTasibHOro
odopmneHMA NoATBEPXKAEHMA COOTBETCTBMA W pa3pelleHMA Ha BbINYCK Cepuu  NpoayKuumn cnepyeT
pyKoBoAcTBOBaTbCA [MpaBunamu, npmseaeHHbIMU B [MpuaoxkeHnn 11.

4.7. NpK HaNU4MM NOATBEPKAEHUA COOTBETCTBUA CEPUM FOTOBOM NPOAYKLMU, BbIAAHHOMO YNOJAHOMOYEHHbIM
nvuom, He TpebyeTcAa NOBTOPEHMA 3TOM NpoLeaypbl B CTpaHax, umetowmx ¢ Poccuinckon depepaumein cornalieHme o
B3aMMHOM NPU3HaHWKU pe3yabTaToB Nog06HOM Npoueaypsbl.
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4.8. BHe 32aBUCMMOCTUN OT KOHKPETHbIX
MepPONPUATUI NO NOATBEPHKAEHUIO COOTBETCTBMA M BbIMYCKY MPOAYKLMW [O/KHA CyLLeCcTBOBaTb Npoueaypa
BbIIB/IEHWNA W BbICTPOro 0T3biBa BCEN NPOAYKUNKM, KOTOPas MOXKET NPeAcTaBAATb ONAacHOCTb ANA noTpebutenen.

5. MpoBeaeHMe UCMbITaHWUIA M BbINYCK B peannsauuio CepuMu NPOAyKUMU, NMPOU3BEAEHHOM BHYTPWU CTPaH,
nmetowmx ¢ Poccninickont Pepepaumert cornaweHne o B3aMMHOM NPU3HaHUK

5.1. Mpoun3BoAacTBO PacnosiOKeHO B OAHOM MecCTe.

Ecnu Bce ctagum (Mnm atanbl) NPOM3BOACTBA M KOHTPOJIA BbINOJIHAIOTCA B Npeaenax 04HOW NPon3BOACTBEHHOM
naowaaKku, BbiMNO/IHEHWE OTAE/IbHbIX MPOBEPOK MOXKET ObITb nepegaHo Apyrum nnuam. YnoaHomo4eHHoe anuo,
noATeepaatolee COOTBETCTBME CEpPUM TOTOBOW MNPOAYKLMM, HeceT MepCcoHasibHYl0 OTBETCTBEHHOCTb 33
[OCTOBEPHOCTb Pe3y/ibTaTOB MPOBEPKM B PaMKax YCTAHOBNEHHON CUCTEMbl KayecTBa M MOMKET MPMHUMATb BO
BHMMaHME 3aK/AOYEHUA O COOTBETCTBMM YCTAHOBAEHHbIM TPeOOBAHUAM MPOMENKYTOUHbIX 3TanoB OT APYrux
YNO/THOMOYEHHbIX N, OTBETCTBEHHbIX 3@ 3TU CTaAUN.

5.2. PasniMyHble cTagmm Npom3BOACTBA BbIMOMHAOTCA B Pa3HbIX MecTax.

Ecnn pasnnyHble cTaguu Npou3BOACTBA CEPUM MPOAYKLUMWM BbINOAHAIOTCA Ha pPasHbIX MPOM3BOACTBEHHbIX
naowagKax B npegenax OAHOM OpraHW3auuu, TO YNOJIHOMOYEHHOE JIMLO AO/MKHO OTBEYaTb 33 KarKAyt CTaguio
npoussoacTsa. MoaTeepkaeHWe COOTBETCTBMA CEPUN FOTOBOM NMPOAYKLUMWN YCTaHOBNEHHbIM TpeboBaHMAM AOKHO
BbIMNOJIHATLCA YNOJHOMOYEHHbIM JIMLLOM MPOU3BOAUTENA, KOTOPOE MO0 HeceT NepcoHasbHY OTBETCTBEHHOCTb 3a
BCE CTagMM NPOU3BOACTBA, MO0 NPUHMMAET BO BHUMaHME 3aK/OYEHNA O NPeALecTBYOWMNX CTaamaAxX, caenaHHble
YNONHOMOYEHHbIMU NNLLAMWN, OTBETCTBEHHbBIMM 32 3TN CTaANUM.

5.3 OtaenbHble NPOMEXKYTOYHbIE CTAaANN MPOU3BOACTBA BbIMOMHAKTCA APYroi opraHM3aumen.

OaHa unn 6onee NPOMENKYTOUHbIX CTagMi MPOM3BOACTBA M KOHTPOAS KayecTBa MOryT ObiTb BbIMOJIHEHDI
Opyron opraHusaumen. YNONHOMOYEHHOE J/IMLO 3aKa3uMKa MOXKET MPUHMMATb BO BHUMaHME 3aKJlo4YeHue
YNO/IHOMOYEHHOIO INLA UCNONIHUTENA O COOTBETCTBYHOLLEM CTaAuM, HO OHO HeceT OTBETCTBEHHOCTb 3a TO, YTO 3Ta
paboTa BbINONHAETCA B COOTBETCTBMM C AOroBopom. oaTBepkAeHMEe COOTBETCTBUA CEPUM FOTOBOM MPOAYKLMM
YCTaHOBNIEHHbIM  TPebOBaHUAM  AOMKHO ObiTb  BbINOJHEHO  YNO/JIHOMOYEHHbIM  /IMLOM  MPOM3BOAUTENSA,
OTBETCTBEHHOTO 32 BbIMYCK CEPUN NPOAYKLIMM HA PbIHOK.

5.4. N3 cepumn HepacdacoBaHHOM NPOAYKLMN B PA3ANYHbBIX MECTax NPOM3BOAMTCA HECKO/bKO Cepuii roToBOM
NPOAYKLMM, KOTOPble BbIMNYCKAOTCA HA PbIHOK Ha OCHOBAaHMUM OAHOW JIMLEH3MM Ha NpaBoO NPOMU3BOACTBA
JIeKapCTBEHHbIX CPeacTB.

5.4.1. YNnoAHOMOYEeHHOe NNLOo AeprKaTensa AMUeH3UM Ha NPaBo NPOWM3BOACTBA NIEKAPCTBEHHbIX CPeaCTB U UX
peanusauumio, BbinycKatoLee ceputo HepacdacoBaHHOM NPOAYKLMM, MOXKET NOATBEPKAATb COOTBETCTBUE BCEN cepun
roToBOM NPOAYKLMKM A0 MOMEHTA BblNyCcKa ee Ana peannsaumu. B aTom cnydae ynonHomouveHHoe nmuo nmbo bepet
Ha cebAa nepcoHasbHYO OTBETCTBEHHOCTb 33 BCE CTaANM NPOM3BOACTBA, MO0 NPUHMMAET BO BHUMAHWE 3aK/tOYEHUSA
0 KayecTBe CEPUN NPOAYKLNK, MOJTYYEHHbIE OT YNOJHOMOYEHHbIX JIUL, C MECT BbINYCKa CEPUIA TOTOBOM NPOAYKUMMN.

5.4.2. [lonyckaeTcA TaK»Ke NOATBEPXKAEHME COOTBETCTBMA KaMKAOM CEPUM FOTOBOW MPOAYKUMM OO MOMEHTA
BbINyCKa €e B peanusaumio YMNO/JHOMOYEHHbIM JIMLOM MPOU3BOAUTENA, KOTOPbIN BbIMOJHUA MNOCAEAHIOK
NPOW3BOACTBEHHYIO OMNEpaLMio, NPeALIEeCcTBYOWYO BblINYCKY CEPMM FOTOBOW NPOAyKUMU. B 3TOM cnyyae oHO anbo
b6epeT Ha cebs MepcoHasbHYHO OTBETCTBEHHOCTb 3a BCe CTaAMM NPOU3BOACTBA, AMOO NPUHMMAET BO BHMMAHMUE
3aK0YEHME O KayecTBe Cepum, Noay4eHHoe OT YNOJIHOMOYEHHOrO 1ML C MecTa BbiMyCKa cepumn HepacdpacoBaHHOM
NpPoAyKUMMN.

5.4.3. Bo Bcex cnyyadx OpraHusauMm NpoOuM3BOACTBA FOTOBOM NPOAYKLMW B PasHbIX MeCTax Ha pasHbiX
NPOW3BOACTBEHHbIX MOLWAAKAX B PaMKax OAHOM NIMLEH3MW HA MNpaBO MPOW3BOACTBA NEKAPCTBEHHbIX CPEACTB
JO/MKHO OblTb OnpefeneHo OfHO AuuUo (Kak MpPaBuao, YMOJHOMOYEHHOE J/IMLO MNPOU3BOAMUTENSA CEepUn
HepacpacoBaHHOW NPOAYKLMKM), KOTOpPOe HeceT MOJIHY0 OTBETCTBEHHOCTb 33 BbIMYCK BCEX Cepuii rOTOBOW
NPOAYKLMM, MONYYEHHbIX U3 OAHOW cepun HepachacoBaHHOM MNPOAYKUMU. ITO ANLO AOMKHO 3HATb O t0ObIX
npobnemax, CBA3aHHbIX C Ka4yecTBOM Nt0b6OM cepun roToBOM MPOAYKUUKM, U KOOPAMHWPOBaTb Ntobble AencTBuA,
CBA3aHHbIe C KAYeCTBOM cepun HepachacoBaHHOM NPOAYKLUMN.
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Homepa cepuit HepacdacoBaHHON U
npousseLeHHON U3 Hee rOTOBOM NPOAYKUMM MOTYT HEe COBNaAaTb, HO MeXAY HUMU AONKHA NPOC/EXMBATLCS CBA3b,
odopmneHHan 4OKYMEHTaNbHO.

5.5. U3 cepun HepacdhacoBaHHOW MNPOAYKLUMM B PasHbIX MECTax Ha pasHbIX MA0LWaAKax Mpou3BOAMTCA
HECKOJIbKO Cepuit roToBOWM NPOAYKUMM, KOTOpble BbIMYCKAOTCA Ha OCHOBAHMM pPasHbIX JIMLEH3WUA Ha MpaBo
NPOW3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

5.5.1. YNoAHOMOYEHHOE IMLLO NPOU3BOAUTENA TOTOBOW NPOAYKUMMU, NOATBEPKAAIOWEE COOTBETCTBME CEPUM
roToBOM NPOAYKLMN YCTAaHOB/IEHHbIM TPebOBaHMAM, MOMKET NM60 B3ATb HA ceba NepcoHasbHY0 OTBETCTBEHHOCTb 33
BCE CTaguu NPOM3BOACTBA, /MO0 OCHOBbLIBAaTbCA HA 3aK/AOYEHMM, MOJIYYEHHOM OT YMOJHOMOYEHHOrO /Mua
npounssoauTens HepacdhacoBaHHOMN NPOAYKLUUMN.

5.5.2. Jliobas npobnema, cBA3aHHaA C KayecTBOM /060N Cepum rOTOBOM MPOAYKUMU, UCTOYHMKOM KOTOPOW
MOT/1a ABUTbCS UCXOAHas cepua HepachacoBaHHOM NPOAYKLUMU, A0MKHA ObiTb coobLieHa YNoAHOMOYEHHOMY finLy,
OTBETCTBEHHOMY 3a MOATBEP)KAEHME KayecTBa 3TOM cepum HepacdacoBaHHOM npoaykumu. [locne 3Toro
YNO/NHOMOYEHHOE /INLO AO/IKHO NpeanpUuHATbL BCE Heobxoaumble AEUCTBUMA B OTHOLUEHWM BCEX CEPUN FOTOBOWM
NpoAyKLUMK, NPoM3BEAEHHbIX U3 AAaHHOW cepun HepachacoBaHHON NpoayKumu. NMopagoKk AeNcTBUM B STOM Ciyyae
O0MKeEH BbITb YCTAaHOB/NEH B COOTBETCTBYHOLLEN MHCTPYKUNMU.

5.6. Ceputo TroTtoBol nNpoOAyKUMM 3aKynaeT W peanusyet gepxKaTeNb JULUEH3UM HA MPOU3BOACTBO
JIeKapCTBEHHbIX CPEACTB B COOTBETCTBMU C COBCTBEHHOM NNLEH3NEN Ha peanm3aumnto npoaykumnu. (3To nponcxoaur,
Hanpumep, Korga opraHM3auma, NocTasBasoWwan npenapart-AKeHepuK, 3akynaeT roToByo NPoayKuUunto, COOTBETCTBME
KOTOPON He 6blno MOATBEPKAEHO HA OCHOBAHUM NIMLEH3UW NPOM3BOAMTENSA, W BbIMYCKAaeT ee Ha OCHOBaHWUU
cobCTBEHHOM INLEH3UM Ha NPABO NPOU3BOACTBA U peanm3aumnm N1eKapCcTBEHHbIX CpeacTB.)

B atoM cuTyauMmM YNoNHOMOYEHHOE /INLO OpraHuWsauMW, 3aKynawlwenhn npoayKUMIO, He UMEIOLLYHo
OOKYMEHTaNbHbIX Pe3y/IbTaTOB NOATBEPKAEHUA COOTBETCTBUS, AO/IKHO NOATBEPAUTL COOTBETCTBME YCTAaHOBEHHbIM
TpeboBaHMAM 3TON CEpUM FOTOBOM NMPOAYKUMW OO0 MOMEHTA ee peanmnsaumu. MNpu 3TOM yNnoSIHOMOYEHHOE /MU0
3aKynatouielt opraH13aLmmn NPUHMMaeT Ha ceba OTBETCTBEHHOCTb 33 BCE CTaAMM MPOU3BOACTBA MW OCHOBbIBAETCA
Ha 3aK/IH0YEHNN O KaYecTBe CEepUM NPOAYKLMU YNOJHOMOYEHHOTO INLLA OPraHN3aLMmn-NOoCTaBLLMKA.

5.7. Nabopatopua KOHTPO/IA KayecTBa JIEKAPCTBEHHbIX CPEACTB WU NPOM3BOAMTE/Nb SIEKAPCTBEHHbIX CPeacTB
OEeNCTBYIOT Ha OCHOBAHWUM Pas/INYHbIX IMLEH3UIN Ha NPaBO NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB.

YNO/HOMOYEHHOE /INLO, MOATBEPNKAAOLWEEe COOTBETCTBME CEPUM TOTOBOM MPOAYKUMKM YCTAaHOBAEHHbLIM
TpeboBaHMAM, MOXET NMPUHATb Ha cebs OTBETCTBEHHOCTb 3a MPOBEAEHME WCMbITAHWA NIEKAPCTBEHHbIX CPeacTs
nogobHon nabopaTtopueilt UAM MOXKET OCHOBbIBATbCA HA MOATBEPXKAEHMM HeobXOO4MMOro KayecTBa MpoBeLeHus
MCMNbITaHWU U Pe3ynbTaToB, TMOJYYEHHbIX OT APYroro YMNOJHOMOYEHHOro /uua. [puM  OTCYTCTBMM TaKoro
NoATBEPXKAEHNA YNOJTHOMOYEHHOE /IMLLO AO0/IKHO 3HaTb paboTy AaHHOM N1abopaTopum U METOAUKU, MPUMEHSEMbIE B
Hel, oNA NOATBEPXKAEHUA COOTBETCTBUA KauecTBa AaHHOW roToBOM NpoAayKLMK.

6. ObA3aHHOCTH YNOTHOMOYEHHOTIO NnLa

6.1. MNepen ocyuwecTBneHMem nNpoueaypbl NOATBEPMKAEHMA COOTBETCTBMA CEPUM TOTOBOM MNPOAYKUMM A0
MOMEHTA €€ BbINycKa Ha PbIHOK YNOJHOMOYEHHOE /IML,0 A0/IKHO rapaHTUPOBaTh cleaytolee:

a) cepua roToBOM NPOAYKUMM M NPOLLECC ee MPOM3BOACTBA COOTBETCTBYIOT JIMLEH3MOHHBLIM YCNOBUAM W
perncTpaunoHHOMyY A0CbE;

b) cepua roToBoi NpoAyKUMKN NpPoU3BeaEHa B COOTBETCTBUM C TPeBOBAHMAMM HACTOALWEro CTaHA4APTa, a ANA
cepum NpoAyKUMM, WMMNOPTUPYEMOM W3 AOpyrol CTpaHbl, - B COOTBETCTBMM C NpaBMAaMyv NPOM3BOACTBA
NeKapcTBEHHbIX CPeacTs, NO KpaliHe Mmepe, 3KBUBAAEHTHbIMU TPeBOBaHMAM HACTOALLErO CTaHAAPTa;

C) OCHOBHbIE MPOLECCHI MPOU3BOACTBA U METOAbI KOHTPO/IA aTTeCTOBaHbl (MCMbITaHbI) C y4eToM QaKTUYECKUX
YC/I0BUI NPOM3BOACTBA M MPOTOKOJ/IOB Ha CEPUI0 NPOAYKLIMM;

d) nobble OTKAOHEHWA WAW 3aNJaHUPOBAHHbIE U3MEHEHWs B TEXHO/IOTMYECKOM MPOLECCe WU KOHTpo/e
KayecTBa 6blnn yTBEPXKAEHbI OTBETCTBEHHLIMU NIMLUAMWU. J1I0Oble OTKIOHEHMSA OT JIMLLEH3MOHHbIX YC/NOBUI Ha
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NPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTs u
pPerncTpaunmoHHOro gocbe 66U COrnacoBaHbl C COOTBETCTBYHOLWMM KOMMETEHTHbIM OPraHoOM;

e) npoBeAeHbl Bce HEOOXOANMbIE NMPOBEPKM M UCMbITaHMA (B T.4Y. AOMNOJAHUTENbHbIA O0TO6OP NPo6, NPOBEPKU U
NCNbITaHWSA, BbI3BAHHbIE OTK/IOHEHUAMMW B TEXHOIOTMYECKOM NPOLLecce Uan NAaHOBbIMU U3MEHEHUAMM);

f) AOKymeHTauMa nNo NpPoM3BOACTBEHHOMY MPOLIECCY U KOHTPOIO KayecTBa opopmsieHa B YCTAaHOBAEHHOM
nopaake;

g) npoBesieHbl ayAnTbl B COOTBETCTBUMU C TPeboBaHUAMM CUCTEMbI 0becneyeHns KavecTsa;

h) npuHATBI BO BHMMaHMe Bce ¢GaAKTOPbl, KOTOpPble MO MHEHWIO YMNOJHOMOYEHHOro /NLa ABAAOTCA
CYLLECTBEHHbIMM A/15 KayecTBa AaHHOM Cepum NPoayKLNK.

YNO/HOMOYEHHOE /L0 MOXKET UMEeTb A0MNOJIHUTE/IbHble 0653aHHOCTM B COOTBETCTBMU C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pegepaumun Unm A0MKHOCTHBIMU MHCTPYKUMAMM.

6.2. YNO/HOMOYEHHOE /MLUO, MNOATBEP)KAAIOLLEE COOTBETCTBME MPOMEXKYTOUYHOM CTaAuM NPOU3BOACTBA
cornacHo 4.3 Hactosawero [MpuaoXeHua, MmeeT B OTHOLWIEHUM 3TOM CTaAMM TaKMe Ke 00A3aHHOCTU, KaK W
YNONHOMOYEHHOE NIMLLO, BbINYCKaloLLee CeEPUIO FOTOBOM NPOAYKLMK (eCAM APYrOe He YKa3aHo B AOKYMeHTaLUum).

6.3. YNO/IHOMOYEHHOE /INLO AONXKHO NOAAEPKMBATb CBOK KBa/MPUKALUIO Ha TpebyeMomM ypoBHE C YYETOM
M3MEHEHMMN B CUCTEME YNPABIEHNSA KAYECTBOM.

6.4. Mpu npmMBAEYEHNN YNIONHOMOYEHHOIO INLA K NOATBEPKAEHUIO COOTBETCTBUA CEPUN NPOAYKLUN, KOTOPYHO
OH 3HaeT HeAoCTaTOYHO (Hanpumep, NPU OCBOEHWW HOBOMO BMAA MNPOAYKUMM WAW NpM nNepexode Ha Apyroe
npeanpusaTve), YnoJiHOMOYEHHOE NULO AO/XKHO MOAYYMTb HEOoBXoAMMYI KBanMdUKauMio, NpU 3TOM MOXKET
notpeboBaTbCs NPoOBEeAEHME NOBTOPHOM aTTecTauuu.

7. TepMuHbI 1 onpegeneHns

Cepua HepacdacoBaHHoM rotoson npoaykumum (bulk production batch): cepus npoaykuum c pasmepom,
YCTaHOB/IEHHbIM NPW PErncTpaLumn NeKapcTBEHHOTO CPeACTBa, roToBasA K pacoBKe B OKOHYATE/IbHYIO YNaKOBKY Nb60
Haxo4AWwanaca B UHAMBUAYANbHbIX YNAKOBKaX W roToBas A1 KOMMJIEKTOBAaHUA OKOHYaTe/bHbIX ynakoBok. Cepus
HepacdacoBaHHOM MNPOAYKLUMM MOXKET COAEepXKaTb, HAMPUMEp, XUAKUIM HepacdaCoBaHHbIM MNPOAYKT, TBepAble
dopmbl (TabNeTKM MM Kancybl) UM HAaNOIHEHHbIE aMMybl.

OueHKa CcoOTBeTCTBMA cepum rotosoi npoaykummn (certification of the finished product batch):
OOKyMeHTanibHoe 0popMIEHNE COOTBETCTBUA CEPUM FOTOBOM NPOAYKLUU YCTaHOBIEHHbIM TpeboBaHMAM A0 BbiNycKa
cepuu B peanusaumio.

MoaTeepxaeHue (confirmation): nognucaHHoe cBUAETENLCTBO TOTO, YTO NMPOLLECC UAW UCMbITAHMUA BbIMOHEHbI
B COOTBETCTBMM C npaBunamum GMP u TpeboBaHMAMM, YCTAHOBAEHHBIMW MPU FOCYAAPCTBEHHOM perucrTpaumm, m
cornacoBaHHoe B NMUCbMeHHOM $dopmMe C YNOSHOMOYEHHbIM JIULLOM, OTBEYAIOLWMM 33 OLLEHKY COOTBETCTBUA CEpUU
roToBOM NPOAYKLMM [0 ee BbiNycKa.

Cepwusa rotosol npoaykumu (finished product batch): B KoHTeKkcTe HacToAwero MNpUnoXKeHNA o3Ha4YaeT cepuio
NPOAYKLMM B OKOHYATE/IbHOM YNAKOBKeE, FOTOBYIO K BbIMYCKY B peannsaumtio.

MmnopTep (importer): obnagatens npasa (aepkaTenb AMLEH3UN) HA UMMOPT JIEKAPCTBEHHOTO CPEACTBA.

CornaweHue o B3aMmHOM npusHaHum (Mutual Recognition Agreement - MRA): cornaweHue o B3aUMHOM
NPU3HAaHWM WHCMNEKUMIA CO CTPaHOM, B KOTOPOW MpoM3BOAATCS (M3 KOTOPOWM MOCTaBASOTCA) BBO3MMblE
JIeKapCTBEHHbIE CPeaCcTBa.

YnonHomoueHHoe nuuo (Qualified Person): cm. nyHKT 50 pasgena "Obuwue TpeboBaHua 1 onpegeneHma”.
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HOPACTPYKTYPa UHHOBALUWIA

MpunoxkeHue 17
BbIMYCK NO NAPAMETPAM
1. O6buwme nonoxkeHmn

1.1. OnpegeneHve "BbiNyck MNo napameTpam”, ucnonblyemoe B p[aHHOM [IpMAONKEHUW, OCHOBAHO Ha
onpegeneHnn EBponenckoit opraHnsaLmm No Kavectsy M NoApasyMeBaeT BbiMyCK NPOAYKLMM Ha OCHOBE AaHHbIX O
3HAYEeHUAX NapaMeTpPoB, NOJIYYEHHbIX B XO4e TEXHO/IOTMYECKOro NPoLLecca, U AaHHbIX O COOTBETCTBUM MPOU3BOACTBA
TpeboBaHMAM HACTOALLEFO CTAaHAAPTA, KOTOPbIE FAPAHTUPYIOT, YTO NPOAYKUMA MMeeT Tpebyemoe KayecTso.

1.2. BbiNyck Mo MapameTpam [AOJKEH YAOBNETBOPATb OCHOBHbIM TPebOBAHMAM HACTOALLErO CTaHAapTa,
COOTBETCTBYHOLMX NPUNONKEHNIN N UBNOKEHHBIM HUXKE TPEOOBAHUAM.

MpumeyaHune - MMopAAOK BblOAYM 3aKAKOYEHUA O BbINMYCKE OTAENbHOrO BMAA MPOAYKUUM MO MapameTpam
OO/IKeH BbITb YCTAHOB/IEH B COOTBETCTBYHOLLUX HOPMATUBHbIX SOKYMEHTaX.

2. Bbinyck no napamerpam

2.1. MNpoBeaeHMe NOMHOMO KOMMAEKCa NPOBEPOK MU KOHTPOAA MapaMeTpoB B MpoLecce NpoM3BOACTBA MOXKeT
obecneunTb 6onee BbICOKYID CTeneHb COOTBETCTBMA FOTOBOW NpoAyKUMM npeabaBasemMbiM TpebosaHMAM Mo
CpPaBHEHMUIO C KOHTPOJIEM FOTOBOM NPOAYKLMMU.

2.2. KOHTpOAb OTAeNbHbIX MNOKasaTesnell roToBo NPOAYKLMM MOXKET BbiTb 3aMeHeH KOHTPOAeM NapameTpos
TEXHONOTMYECKOro npouecca npu NPousBoACTBe MPOAyKUMKW. PaspelueHne Ha BbiNyCK MO napameTpam BblaaeTcs,
N3MEHAETCA WM U3bIMAETCA NULAMMU, HECYLLMMMU OTBETCTBEHHOCTb 3a OLEHKY KadecTBa MpoAyKLMM, COBMECTHO C
KOMMNETEHTHbIMMN INLAMM, OCYLLLECTBAAIOLLMMM KOHTPO/Ib Ka4eCcTBa JIeKapCTBEHHbIX CPeACTB.

3. Bbinyck no napameTpam g/1s CTepuabHOM NPoAYKLUN

3.1. B sTom pasgene ycTtaHoB/eHbl TpeboBaHMA K BbIMNYCKY MO MapameTpam roToBoW npoaykumun b6e3s
NpoBeLEHUA UCMbITAHUA HA CTepPUAbHOCTb. OCHOBaHMEM A1 OTMEHbl UCMbITaHUA Ha CTEPUSIbHOCTb MOTYT ObiTb
TONbKO [aHHble pe3ynbTaToB aTTecTauuun (MCMbITaHW1) MPOLECCOB CTEPWUIM3ALMM Ha COOTBETCTBME 3afaHHbIM
TpeboBaHUAM.

3.2. WcnbiTaHMA Ha CTePUAbHOCTb MO3BOJIAIOT OOHAPYXKUTb TONbKO 3HAYMUTE/IbHbIE HAPYLIEHMA B cUCTEME
obecneyeHuns cTepuUNbHOCTU.

3.3. Bbinyck no napameTtpam AONYCKAeTCs TONbKO B TOM C/lydae, ec/in napameTpbl npouecca crepuamsaumm
ceEpUM NPOAYKUMM TapaHTUPYIOT, 4YTO aTTeCTOBaHHbIA (MCMbITaHHbIA) Mpouecc CcTepuansaumuM COOTBETCTBYET
npeabasaseMbiM TPeboBaHMUAM.

3.4. B HacToslee Bpemsa BbINyCK NO MapamMeTpam A[OMNYCKAaeTCs TO/bKO AAA MpPenapaTos, MNog/erKalimx
GUHMLIHOM cTepUNM3aLMN B NEPBUYHON YNaKOBKE.

3.5. lnsa Bbinycka No napameTpam MPUMEHAIOTCS MeToAbl CTepPUaM3aLNKN, COOTBETCTBYIOLWME TpeboBaHMAM
aencrsyowen Papmakonen.

3.6. Bbinyck nNo napameTpam He NpPUMEHAETCA NpU MNPOM3BOACTBE HOBbLIX MPENapaTos, MOCKONbKY ANf
NoJlydeHUA NpencTaBuUTE/IbHbIX Pe3ynbTaToB 06 MCMbITaHUAX Ha CTepUbHOCTb Tpebyetca Bpemsa. B oTaenbHbix
Cly4anx pesynbTaTbl UCMbITAHWA BbINYCKAeMbIX MpenapaToB Ha CTEPUAbHOCTb MOTYT PACPOCTPAHATLCA TaKKe Ha
HOBbI/ NpenapaT, ec/in B Hero BHeCeHbl TO/IbKO HE3HaYUTEeIbHblE U3MEHEHUA B N1aHe obecnedyeHnsa CTepPUAbHOCTH.

3.7. Mpn aHanu3e pUCKOB cUCTeMbl obecrnevyeHUs CTEePUNbHOCTU cneayeT ob6paTUTb BHUMaAHME HA OLLEHKY
C/ly4aeB BbINyCKa HECTEPUIbHON NPOAYKLUMN.

3.8. Mpeapiaywmii onbiT PaboTbl NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB AO/KEH CBMAETE/NbCTBOBATH O
COOTBETCTBMM €ro NpoM3BOACTBA TPeHOBAHMAM HACTOALLEro CTaHAapTa.
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3.9. Tlpu oueHke COOTBETCTBUA
npoussoacTBa TPeboBaHMAM HaCTOAWEr0 CTaHAAPTa CcAefyeT Y4YMTbiBaTb BblBAEHHbIE C/Ay4YauM HapyweHus
CTEPUNBHOCTU MPOAYKUMKM, Pe3ynbTaTbl UCMbITAHUMA HA CTEPUIBHOCTb AAHHOIO NpenapaTa, a TaK¥Ke pe3y/bTaTbl
UCNbITAHUIN CTEPUIBHOCTM NPENapPaToOB, CTEPUINIYEMbIX TAKMM Ke UAWM aHANOrMYHbBIM cnocobom.

3.10. Y4yacTOK NpOM3BOACTBA M CTEPUAM3AUMM AOMKHbI O0BCAYKMBATb KBAAMPUUMPOBAHHbLIE WHXKEHEP WU
MUKpPObMoNoru, umetrome onbiT paboTbl N0 obecneyeHunto CTepUIbHOCTH.

3.11. Pa3paboTka M MepBOHayanbHasA aTrectauus (McnbiTaHMA) NPOAYKLUMU M TEXHONOTMYECKOro npolecca
OO/MKHbI  FapaHTUpPOBaTb, 4YTO Mpu COBAOAEHUM BCEX YCAOBMWA LLENIOCTHOCTb M KayecTBo MNpoaykumu 6yayTt
COXpaHeHbl.

3.12. K paccmMOTpeHMio M3MEHEHWI [O0/KHbI MPUBAEKATLCA /AMLQ, OTBETCTBEHHbIE 33 obecnedyeHue
CTEPUIBHOCTU, YTO AOMKHO BbITb YY4TEHO B CUCTEME KOHTPOIA USMEHEHU.

3.13. ChepyeT opraHn30BaTb CUCTEMY KOHTPOJIA MUKPODBHOro 3arpsasHeHMA NPOoAYKLMN Nepes, CTepuansaumen.

3.14. [JonkHa b6bITb UCKAOYEHA BO3MOXKHOCTb MepenyTbiBaHMA MPOAYKUMKM, Mpolleslleid U He npolleaLeit
cTepuamsaumio, 4to obecneumBaeTca nyTem GU3NYECKOro pasfeneHus NpoAayKUMW WAW  UCMOJIb30BAHUEM
3NEKTPOHHbIX CUCTEM, NPOLLEALIMX aTTECTALMIO (UCMbITaHUA).

3.15. MNpoToKOoANbl CTEPUAN3AUMM LONKHbI NPOBEPATbCA Ha COOTBETCTBME TpeboBaHMAM cneumduKaumm ¢
NpuB/IEYEHMEM HE MeHee [ABYyX He3aBUCUMMbIX MCNOAHUTeNner. TakoM KOHTPO/Ib MOXKEeT MNpPOBOAMTBLCA ABYMA
COTPYAHWKAMM USIU COTPYLAHUKOM U KOMMbIOTEPHOW CUCTEMOM, NpoLleLel aTTecTaumio (UCNbITaHus).

3.16. Nepep, BbINYCKOM KaXKA0W cepum NpoayKuUMmK cneayeTt A0MNONHUTENBHO NOATBEPAMUTL C/ieaytoLuee:

- BCE NNaHOBble PaboTbl N0 06CAYKMBAHUIO M TEKYLLME NPOBEPKMN MCMOb3YEMOTO CTEPUIN3ATOPA BbINOJIHEHDI;

- BCE PEeMOHTHble pPaboTbl M M3MEHEHWUS COFNACcOBaHbl C MUKPOOMOMOrOM U WMHMKEHEPOM, KOTOpble HecyT
OTBETCTBEHHOCTb 3a Npouecc cTepuansaunu;

- Ucno/sib3yemble NpMbopbl NPoLWAN KannbpoBKy (NoBepky);

- CPOK AeNCTBUSA aTTecTaumm (MCNblTaHUIM) cTepuam3aTopa 41A AaHHOM 3arpy3KM He UCTEK.

3.17. Ecan noayyeHo paspelleHme Ha BbINYCK Cepum NPoayKuMmM No napameTpam, TO peLlleHna O BbiMyCcKe nnm
OTOPAKOBKE CepuMM MPOAYKUMW AOMKHbI  OblTb OCHOBaHbl Ha TpeboBaHUAX YTBEPMKAEHHbIX WHCTPYKLMI
(cneunduraumin). Mpu HEBLINOAHEHUU 3TUX TpebOoBaHMIA BbINYCK NPOAYKUMM He AOMYyCKAeTCA Aarke Mpu yCloBUM
YCNewHOoro NpoBeAeHuA UCMbITAHMA Ha CTEPUIBHOCTb.

TepMuHbI 1 onpegeneHna

Bbinyck no napameTpam (parametric release): cuctema Bbinycka NPOAYKLMM HA OCHOBE AAHHbLIX O 3HAYEHUSAX
nMapameTpoB, MOJIyYEHHbIX B XO4e TEXHOJIOTMYECKOro MpoLuecca, M JaHHbIX O COOTBETCTBUM MPOM3BOACTBA
TpeboBaHMAM HACTOSALLErO CTaHAAPTA, KOTOPbIE raPaHTUPYHOT, YTO NPOAYKUMA 06/1aaaeT TPebyembIM KaUeCcTBOM.

Cuctema obecneyeHns cTepunbHocTM (sterility assurance system): Komnnekc mep no obecneyeHuto
CTEPUNBHOCTU NPOAYKLUNN.

[na npenapaTos, NoAanexalmx GUHULIHON CTepUAM3aLMK, STOT KOMIMIEKC Mep BKItOYAET B ceba creaytoLee:

a) pa3paboTKy NpoayKTa;

b) nonyyeHuve p[aHHbIX 06 WCXOAHLIX MaTepuanax WM TEXHONOTMYECKMX BCMOMOraTesibHbIX CPeacTBax
(Hanpumep, rasax M CMa3o4YHbIX MaTepuanax) M, NO BO3MOXKHOCTM, NPOBEAEHWE WX MUKPOBMONOrMYecKoro
KOHTpOAS;

C) NpoBefeHNe KOHTPO/IA 3arpA3HEHNA B X04€ TEXHONOMMUYECKOro NpoLecca 414 NpeaoTBpalleHns nonagaHusa
MUKPOOPraHM3MOB B MPOAYKUMIO M MX PA3MHOMKEHWA. ITO A0CTUraeTca MyTEM OYMCTKM W Ae3MHObEeKuMM
NMOBEPXHOCTEN, BCTYMAlOWMX B KOHTAKT C MPOAYKUMEW, BbINOAHEHMEM PaboT B YMCTbIX MNOMELWLEHMAX AAA
NpegoTBPALLEHUA MNOMAJAHUA  3arpA3HEeHUn U3  BO34yxa, MNPOBELEHMEM TEXHOJIOFMYecKoro npouecca ¢
OrpaHUYeHUAMUN BO BPEMEHM U, MO BO3MOXKHOCTU, GUAbTPaLMUK;

d) npenoTBpaleHMe nepenyTbiBaHNA NPOM3BOACTBEHHbLIX MOTOKOB CTEPU/IN30BAHHOM U HECTEPUIN30BAHHOM
NPOAYKUMK;

€) coxpaHeHue LUeNoCTHOCTM NPOAYKLMM;

He aBnsemcs oduuuansHol nydaukauuel U HoCcUm UHGOPMAUUOHHLIU xapakmep. @  [OCT P 52249-2009 163
[lna o3HakoMneHus ¢ akmyansHoU pedakuuel dokymeHma pekoMeHdyeM T
odpamumbsCa K UCMOYHUKAM oduuuanbHoz2o onydaukoBaHus.

Mo Bo3Hukwum Bonpocam, odpawadmeck: +7 (831) 262 11 30



Ny il CLLL i

f) npouecc crepuamsauymu;

g) BClO cucTemy KadyecTBa, B T.Y. cucTemy obecneyeHUs CTEPUALHOCTU, @ MMEHHO: KOHTPO/Jb M3MEHEHUN,
obyyeHre nepcoHana, HanuumMe MUCbMEHHBIX MWHCTPYKUWUIA, KOHTPOAb 3a BbIMYCKOM NpPOAYKUMM, NAaHOBOe
TexHMYyeckoe 06CNYy)KMBaHWE, aHanu3 oWKWBOK M npeaoTBpalleHne OWUMBOK NO BMHE YenoBeKa, aTrectauuio
(ncnbiTaHMA), KannbpPoBKY (NoBEpKy) U T.4,

MpunoxkeHue 19
KOHTPOJ1bHbIE N APXUBHbIE OBPA3LbI
1. O6nacTb NpUMeHeHUs

1.1. Hacrtosuwee [MpunoxeHue ycTaHaBAMBAET TpeboBaHWA K OOpaALLEHUIO C KOHTPOAbHbIMKM 06pa3LaMM
NCXOAHBIX, YNAaKOBOYHbIX MaTepMaNoB, rOTOBOM NPOAYKLMM U C apXMBHbIMM 0O6pa3LLaMmn roTOBOM NPOAYKLUNN.

1.2. CneumanbHble TPebOBAHUA K JIEKAPCTBEHHbIM CPEACTBAM A8 UCCNeA0BaHNA NpuseaeHbl B NpUaoKeHnN
13 K HacTOALWEeMY CTaHAAPTY.

1.3. HacToswee lMpuaorkeHWe Tak»Ke pacnpocTpaHaeTca Ha paboTy ¢ apXMBHbIMM 06pasLLaMmn NeKapPCTBEHHbIX
CpPeacTs, peasmsyemblx (MMNOPTUPYEMBbIX) HECKONBKUMU ANCTPUOBIOTOPaMU.

2. Obuwme nonosKeHuns

2.1. Obpasubl cnegyeT XpaHUTb A8 NPOBeAeHUA:

- AaHA/IUTUYECKUX UCCNea0BaHWA;

- aHa/In3a roToBOM NPOAYKLUMK B C/ly4ae HeobXo4MMOCTH.

C yyeTom BbllLeyKa3aHHOro o6pasLbl MOXKHO pasaenuTb Ha ABe rpynnbi:

KoHTponbHbIi obpasey, (Reference Sample) - obpaseuy, (npoba), oTobpaHHbI(ad) U3 CEpUM UCXOOHDIX,
YMNaKOBOYHbIX MaTepPNanoB UAM rOTOBOWM NPOAYKLMM, KOTOPbIN XPaHUTCA ANA NPOoBeAeHMA aHaM3a B TeYEeHUe CPoKa
rogHoctu cepum (nNpu HeobxoammocTu). CnegyeT COXpaHUTb 06pasubl C KPUTUYECKUX MPOMENKYTOUYHbIX 3Tanos
(Hanpumep, nocne KoOTOpbIX NpeaycMaTpuUBaeTCs MpPOBeAeHUe aHa/lUMTUYECKUX WCCNeaoBaHWin W Bblgaya
pa3speLleHnidi Ha BbIMYCK) M MPOMEXKYTOYHbIX MPOAYKTOB, KOTOpble MOCTaBAAKOTCA 3a Npedesibl 30Hbl KOHTPOASA
Npou13BoOaUTENSA, €C/IM CTaBUNBbHOCTL 06Pa3L,0B A0MYCKAET 3TO.

ApxunBHbIN 0bpased, (Retention Sample) - o6pasel, B OKOHYaTENbHOW YNaKoBKe, 0TOH6PaHHbIN U3 CEPUN FOTOBOM
npoayKumu. Ero xpaHAaT B Lenax NoATBEPXKAEHUA MAEHTUYHOCTU. Hanpumep, B TEYEHME CPOKA XPaHEHUA cepuu
MOXeT noTpeboBaTbcd OCMOTP 06pasua MAM  YNaKOBKM, MapPKMPOBKWM, NMUCTA-BKNaAblwa (MHCTPYKLMM MO
NPMMEHEHUIO), NONyYeHNEe UHPOPMALUM O HOMEPE CEPUM U CPOKE rOAHOCTU. MICKNOUYEHMA AONYCKaoTCA TObKO B
TexX cny4yasnx, Korga npeabsasasemble TpeboBaHWA MOryT 6biTb BbINOAHEHbI 6€3 coxpaHeHua aybaukaTos obpasuos
(apxmBHbIX 06pasLOB), HaNpUmep, NPU YNAaKOBKE MasblX KOAMYECTB MNPOAYKLMN U3 CepUM, NPeaHa3HauYeHHbIX ANs
Pa3NIMYHbIX PbIHKOB, AW NPW NPOM3BOACTBE NEKAPCTBEHHbIX CPEACTB, UMEIOLLMX OYEHb BbICOKYHO CTOMMOCTb.

Bo MHOMMX CAy4yasx KOHTPOJIbHble M apXmBHble 06paslbl NPOAYKUMN UOEHTUYHbI U ABAAIOTCA eANHULLAMM
NPOAYKUMM B OKOHYaTe/NbHOW YMaKoBKe. B TakMx cayyasax KOHTPONbHble M apxMBHble o06pasubl MOryT
paccMaTpuBaTLCA KaK B3aMMO3aMeHseMble.

2.2. MNpounssoauTesnb, UMNOPTEP M/UAK CyBBbEKT, BbIMyCKaOWMIA CEPUI0 NPOAYKLMK (CM. NYHKTbI 7 U 8 AaHHOro
MpuaoxeHna), AOMKHbI XPaHUTb KOHTPO/IbHbIE U/UAKN apXxMBHble 06pa3ubl OT KaX4oW cepum roToBoi NpPoAyKLMM.
Mpoun3BOAUTENb TaKKe AO/IKEH XPAaHUTb KOHTPOJIbHbIE 06pa3Lbl OT KaXK40W CEPUM UCXOOHbIX MaTepuanos (Kpome
UCKNIOYEHWNIA, MPUBEAEHHbIX B MYHKTE 3.2 AaHHOro MpuaoXKeHna) u/Mam NpomMeskyTouHoW NpoayKumMn. Ha Kaxaom
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y4yacTKe NO YNaKoOBKe cneayeT XpaHuTb
KOHTPO/IbHble 06pasubl OT Ka)KAOW Cepuu MNepPBUYHbIX YMNAKOBOYHbLIX MaTEPUasioB M MeyaTHbIX MaTepuasos.
[onyckaeTca BKAOYaTb MeyaTHble MaTepuanbl B COCTAB KOHTPO/bHbIX W/MAM apXMBHbIX 06pa3LOB rOTOBOW
NpoAYyKLUMN.

2.3. KOHTpO/ibHble M/Man apxuBHble 06pasLpbl XapaKTepUsyloT CEPU0 rOTOBOWM MPOAYKUMU UAN UCXOOHbLIX
MaTepuUanoB, ABNAKOTCA MNPUIOKEHUEM K MPOTOKOAY Cepunm U MOryT OblTb OUEHeHbl B C/ay4vae, Hanpumep,
peKknamaumini Ha KayecTBO JIEKAPCTBEHHONO CPeACTBA, MPOBEPKM COOTBETCTBUA TPeBOBaHUAM, YCTaHOBAEHHbIM NpU
roCy4apCcTBEHHOW PErncTpaLmmn, NPOBEPKM MAPKMPOBKM M YNAKOBKM MAM NpPU NPOBEPKE HAL30PHLIMM OpraHamwu
(nHCnekumen).

2.4. CnenyeT BECTU AOKYMEHTALMIO, MO3BOIAIOLLYIO NPOCAeAUTb NPOUCXOXKAeHWe 06pasuoB, U NpeacTaBasTb
€ee B HaJ30pHble OpraHbl.

3. CpoK xpaHeHuA

3.1. KoHTpoAnbHble M apxuBHble 06pasubl OT KarKAOM Cepun roTOBOWM MPOAYKUMWM CnefyeT XPaHuTb, Kak
MWHMMYM, B TEYEHWEe CPOKa roAHOCTM CEPUM U OOHOrO roga Mocsie MCTeYeHUA CPOKa roAHOCTU. KOHTPO/bHbIN
obpasel, 4o/KeH 6bITb YNaKOBaH B €ro NepBMYHYIO YNAKOBKY MKW B YNAKOBKY, COCTOALLYIO M3 TOMO Ke maTepuana,
YTO M NepBMYHAA YNaKOBKA, B KOTOPOW NpenapaTt peanmsyeTca Ha pbiHKe (YKasaHWA B OTHOLIEHWU MMNOPTUPYEMbIX
NEeKapPCTBEHHbIX CPEACTB A/1A KMBOTHbIX, KPOME MMMYHHbIX NpenapaTos, AaHbl B NyHKTax 8 n 9 MpunoxeHus 4 K
HacToAleMmy CTaHaapTy).

3.2. O6pasupl MCXOAHbIX MaTepuanoB (Kpome pacTBOpWUTENEN, rasoB WAM BOAbl, NpegHasHauYeHHbIX A0S
TEXHO/IOTMYECKMX LLeNel) LOMKHbI XPaHUTLCA B TeYEeHME He MeHee ABYX JIET Nocae BbiNycKa NpogyKLuuK, ecnm bonee
ANVTeNbHbIN Nepuoa He NpeaycMoTPEH HOPMATUBHBIMU AOKYMEHTAMM. ITO BPEMSA MOKET BbITb COKPALLEHO, ECN B
cneunouKauMm ykasaH 6onee KOpoTKMIA nepuos CTabuibHOCTM MaTepuana. YNakoBOYHble maTepuanbl AOKHbI
XPaHMTbCA B TEUEHME CPOKA XPaHEHMA COOTBETCTBYIOLLLErO rOTOBOMO NPOAYKTa.

4. KoInyecTBO KOHTPO/IbHbIX U apXMBHbIX 06pasL,oB

4.1. KonnyectBo KOHTPO/IbHBIX M apXMBHbIX 06PasLLOB AOMKHO ObiTb AOCTATOUHbIM A/17 MPOBEAEHUA He MeHee
[ABYKPATHOTO aHa/IMTUYECKOTO KOHTPO/ISA CEPUMN MPOAYKLMM B COOTBETCTBMU C TPEOOBAHWAMM, YCTAHOB/IEHHBIMW MPU
rocyapCTBEHHON perucTpaumu. B cayyae HeobxoaMmocTu cnefyeTt A/1A KaXAOro BUAA aHa/IMTUUECKOTO KOHTPOAA
MCNO/Nb30BaTb HEBCKPbITble YMaKOBKW. Jllobble WCKAOYEHUA [OMXHbI ObiITb 0OOCHOBaHblI M COMAcOBaHbl C
COOTBETCTBYHOLLUM OPraHOM.

4.2. Heobxoammo cobnogatb TpeboBaHMA B OTHOLWEHUM KOAMYECTBA KOHTPOAbHbIX 06pasuos w, npwu
Heobx04MMOCTH, apXUBHbIX 06Pa3LLOB.

4.3. KoHTponbHble 06pasubl AOMKHbI OblTb NPEACTaBUTENbHBIMU NS CEPUM UCXOAHBIX MaTeEPUasnos,
NMPOMEKYTOUYHOM UKW TOTOBOM NPOAYKLMW, U3 KOTOPOM OHW oToBpaHbl. [ns KOHTpons Haubonee KPUTUYECKMX
3TanoB npouecca (HanpMmep, Ha4yana WAM KOHLA MpoLecca) MoryT oTbmpaTbca AOMNOAHWUTENbHble 06pasupl. Eciu
npoLecc yNakoBKM CEPUUN BEAETCA B XOAe ABYX U bonee onepaumii No yNakoBKe, TO NOC/e KaxaoW U3 3TUX onepaLuii
cnepyetr oTbupaTb He MeHee OJHOIO apxMBHOro 06pasua. Jltobble UCKAOYEHUS AOMKHbI BbiTb 060CHOBaHbI U
COrnacoBaHbl C COOTBETCTBYIOLLMM OPraHOM.

4.4. Bce Heobxoaumble maTepuanbl M obopyaoBaHue ANA NPOBEAEHUS KOHTPO/NA B COOTBETCTBMMU CO
cneundurKaLmelt A0MKHbI ObITb B HAAUYUM (MM BbITb NEFKO AOCTYMHBLIMW) 10 UCTEYEHUSA CPOKA FOAHOCTU NoCNefHEN
BbINYCKAaeMOW cepum 1 0O4HOTO rofia Noc/ie UCTEYEHUS CPOKA FOAHOCTY.
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5. Ycnosua xpaHeHua

5.1. XpaHeHMe KOHTPO/IbHbIX 06pa3L0B TOTOBOM MPOAYKUMM M aKTUBHbIX CybCTaHUMN [AO0MKHO ObiTb
OpraHM30BaHO B COOTBETCTBUM C TPebBOBAHMAMW HOPMATUBHbLIX AOKYMEHTOB Ha JI€KApCTBEHHble CPeacTBa U
aKTUBHble cybcTaHuuu.

5.2. YcnoBua XpaHeHMA [OMKHbl COOTBETCTBOBATb TPebOBAHWMAM, YCTAaHOBAEHHbIM MPW  perncrTpauuun
JIeKapcTBEHHOro cpeacTBa (Hanpumep, TpeboBaHWUI K MOHUMXKEHHOM TemnepaType, ecaun TpebyeTcsa).

6. MMMcbmeHHble cornaweHunsa

6.1. Ecnn pepxkatenb NUUEH3UM Ha NPOU3BOACTBO He ABAAETCA OAHOBPEMEHHO PUANYECKUM JINLOM,
OTBETCTBEHHbIM 33 BbIMNYCK CEPUM NPOAYKLMM B Poccuitickon Pegepaunm <*>, 0653aHHOCTb N0 OTOOPY U XpaHEeHWUIo
KOHTPO/IbHbIX/apXMBHbIX 06pa3uoB A0/KHA b6biTb onpedeneHa B MNUCbMEHHOM COFNALUEHUW MeXAy ABYMA
CTOPOHaMM B COOTBETCTBMU C pa3genom 7 vyactu | gaHHOro ctaHAapTta. ITO TaKXKe KacaeTca C/y4vyaes, Koraa Kakas-
nMbo AeATenbHOCTb MO MPOM3BOACTBY MAM BbIMYCKY CEPUM NPOAYKLMM MPOBOAMUTCA HE HA TOM NpeanpuaTum
(npomnsBoacTBe), KOTOpoe HeceT 06LLY0 OTBETCTBEHHOCTb 33 CEPUIO NPOAYKLMU Ha pblHKe Poccuninickon Pepepauunn
<*>, MNopafoK oTbopa M XpaHEHUA KOHTPOJIbHbBIX M APXMBHbIX 06Pa3L0B A1A KaXKAOro NpeanpuaTma (nponssoacTsa)
OO/IKeH ObITb onpeseneH B MMCbMEHHOM COTlallEeHUN.

<*> #B opurnHane npasun GMP EC ykasaHo EC (3gecb n ganee no Tekcry)#.

6.2. YNonHOMOYeHHOE NNLO, KOTOPOe BblAaeT paspelleHne Ha BbINycK, A0MKHO ybeauTbca B TOM, YTO BCe
KOHTPO/IbHbIE U apXMBHble 06pasubl OyAyT B HaNMYMKM B TEYEHWE YCTAaHOBNEHHOrO nepuoaa. MNpu HeobxoamMmocTu
nopAZoK NoslydeHMsa 06pasu,oB JOMKEH OblTb onpeaeneH B MMCbMEHHOMN dpopme.

6.3. Echrm B npou3BoAcCTBE rOTOBOM MPOAYKUMM NPUHMMAET y4yactme 6osnee O[HOroO nNpeanpuATuA
(nponsBoacTBa), TO NOPALOK OTOOPA M MECTa XPaHEHMA KOHTPONbHbIX M APXMBHbIX OOPasLOB AO0/MKHbI ObiTb
onpegeneHbl B TMCbMeHHOM dopme.

7. KoHTponbHble 06pa3upl. O6wue nonoKeHuns

7.1. KoHTponbHble 06pasubl NpeAHasHayeHbl A1 NPOBEAEHMA aHanvM3a U AOJKHbI ObiTb AOCTYMHbI ANS
nabopatopuu, MMelOLen aTTecToBaHHble METOAMKKM ero nposegeHusa. O6pasubl  UCXOAHBIX MaTepuasos,
MCNoNb3yeMbIX B MPOW3BOACTBE JIEKAPCTBEHHbIX cpeacTB B Poccuitickon degepaumm <*>, n obpasupl rotoBow
NPOAYKLMM OOMKHbI XPaHUTLCA Ha NPeANPUATUN - NPOMU3BOANUTENE FOTOBbIX JIEKAPCTBEHHbIX CPEeACTB.

7.2. MopsafoK 0bpalleHnsa ¢ KOHTPObHbIMKM 06pa3LaMu roTOBbIX JIEKAPCTBEHHbIX CPEACTB, NPOM3BOAMMBIX B
OPYrux cTpaHax:

7.2.1. Echn cTpaHa MMeeT corfalleHne O B3aMMHOM MNpu3HaHuKM c Pocculickoli Pepepaumein <*>, T0
KOHTPOJIbHble 06pasubl MOFyT OTOMPATLCA M XPAHUTBCA Ha MpeanpuaTUM-NpousBoauTene. 3TO AOKHO ObiTb
0dOpPMIEHO NUCbMEHHbIM COT/TalleHMeM MeX4y UMNopTepomM BHYTpU Poccuiickon ®epepaumm n npomssoguTenem,
Haxo4AWMMCA 33 ee npeaenamu.

7.2.2. EcnvM cTpaHa He MMeeT corfalleHuMa O B3aMMHOM MpusHaHuu ¢ Poccuitickoit depepaumeit, TO
KOHTPO/bHble 00Opasubl FOTOBOM MPOAYKUMKM cnedyeT oTOMpaTb M XPaHWUTb Ha YNOJHOMOYEHHOM NPEANPUATUM,
pacnosioxeHHom B Poccuiickoit ®epepaunn. OT6op 06pasLLOB A0/IKEH BbINOJAHATHCA B COOTBETCTBMM C MUCbMEHHbIM
COrNallEHNEM MEXKIAY BCEMU CTOPOHaMW. PeKomeHAayeTca XpaHWTb obpasupl Tam, r4e MNPOBOAWMIICA KOHTPO/b
NpPoAyKLMM Npu ee BBO3E.

7.2.3. KoHTposibHble 06pasubl UCXOAHbLIX M YNAaKOBOYHbIX MaTepPUanoB CAeayeT XpaHWTb Tam, r4e OHU
MCNoNb30BaNCh AN NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB.
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8. ApxMBHble 06pa3Lbl
Obume nonoxeHun

8.1. ApxmBHble 06pa3Lbl AOMKHbI ObITb NPEACTAaBUTENBHBIMU SN CEPUM TOTOBOM NPOAYKLUKU, peannsyemon B
Poccuitckoit depepaumm, M UCNOABb30BATLCA ANA KOHTPOAA C LEeNbio NOATBEPKAEHMA COOTBETCTBUA TpeboBaHUAM,
YCTAHOB/IEHHbIM NpPU rOCYAapPCTBEHHON perncTpaumm, nam TpeboBaHnam 3akoHoaaTenbcTBa Poccuinckoin Pepepaumm
(Mckntoyas TexHU4Yeckne napameTpbl). B cBA3M c 3TMM apxumBHble 00pasubl AONXKHbI XPaHUTbCA B nNpeaenax
Poccuitckoit ®epepaumnmn. PekomeHayeTca XpaHUTb UX B MECTe HaXOXAEeHWA YNOAHOMOYEHHOrO /MU, BblAaBLIEro
pa3spelleHme Ha BbINMyCK NPOAYKUUN.

8.2. Ecnn pelictByeT cornalwleHMe O B3aMMHOM MPU3HAHMM M KOHTPOJIbHbie 00pasubl XpaHATcA Y
Nnpou3BOAMUTENA, HaXoAAlWeroca B CTpaHe 3a npeaenamm Poccuitickon depepaummn (CM. NYHKT 7.2.2 AaHHOTO
MpunokeHus), oTaenbHble apxMBHble 06pasLbl AO/KHbI XpaHUTbcA B Poccuiickoit ®Pepepaumm (cm. nyHKT 8.1
AaHHoro MpunoxeHus).

8.3. ApxuBHble 06pasLbl AOKHbI HAXOAUTLCA Y NPOU3BOAUTENSA, UMEIOLLETO JNLEH3MUIO, U BbITb AOCTYNHbIMU
ONA npeacrasmTeNneil HaA30PHbIX OPraHoB.

8.4. Ecnn B nocnenoBaTenbHOCTM "BBO3 - MPOLLECC YNAKOBKMU - KOHTPOAb - BbINYCK cepun” yyactsyeT b6onee
OfHOro Npou3BoanTENA B Npegenax Poccuinckon depepaupnm, To OTBETCTBEHHOCTb 33 OTOOP M XPaHEHWE aPXMBHbIX
06pa3LoB f0KHa ObITb ONpeaeneHa MMCbMEHHbIM COralleHNEM MEKAY YY4aCTBYOLWUMU CTOPOHAMM.

9. KOHTpO/NbHble W apxuBHble 06pasubl NPOAYKUMM, WMMNOPTUPYEMON (peannsyemoit) HeCKONbKUMU
AncTpmbbloTopamm

9.1. EcAn BTOPUYHYIO YMNaKOBKY NEKapCTBEHHOro CPeAcTBa He BCKPbIBAlOT, TO C/leAyeT XPaHUTb TONbKO
NCNOb3yeMblii YNaKOBOUYHbIN MaTepua, NOCKOAbKY PUCK NepenyTbiBaHUA NPOAYKLMUMN HU3OK UM OTCYTCTBYET.

9.2. Ecnv BTOPWMYHYIO YMAKOBKY BCKPbLIBAKOT, Hanpumep, AJA 3aMeHbl KapTOHHOM KOPOOKM WM JIUCTKa-
BKAaApbllia, TO c/aeayeT oTbupaTtb OAMH apPXUBHbIM 0bOpaseu, A8 KaXK[aon onepauuu npouecca YnakoBKM, T.K.
CYLLEeCTBYET PWUCK nepenyTbiBaHMA MNPOAYKUMM B npouecce ynakoBku. Cneayer npeaycMOTPeTb MNOPSAAOK,
No3BoJIAOWMI BbICTPO onpeaensaTb BUHOBHOTO B NepenyTbiBaHUKM (MpoOM3BOAUTENb UAW AUCTPUBBLIOTOP), T.K. OT
3TOro 3aBMCUT 06beM OT3bIBAaEMOM MPOAYKLUMN.

10. KoHTpo/IbHblE M apxMBHble 06pa3Lbl B Cy4ae AMKBUAALMM NpeanpuaTUa-NponsBoanTens

10.1. B cnyyae AvMKBMAAUMKU NpeanpuaTUA-NPOU3BOAMTENSA U OT3biBa (OTMEHbBI, UCTEYEHUS CPOKa AeNCTBUs)
JIMLUEH3UN HA NPOM3BOACTBO HA PbIHKE MOMKET OCTaTbCA 6O/bLIOE KOMMYECTBO CEpPUA MPOAYKLUN C HEUCTEKLIUM
CPOKOM rogHocTU. B 3aTom cnyyae npoussoguTeNnb 06A3aH nepedaTtb KOHTPO/bHbIE UM apxMBHble 06pasubl (M
COOTBETCTBYIOLLYIO AOKYMEHTALMIO) HA XpaHeHMe B nNpegHa3HaYeHHoe Ans 3Toro mecto. MNpounsBoanTenb A0MKEH
obocHoBaTb Nepes HaA30PHbIM OPraHOM [AOCTAaTOYHOCTb MPUHATLIX MEP MO XPaHEeHUID U BO3MOMKHOCTb Nepeaayn
06pasyoB A1a NpoBeAeHUs OLEHKU U aHanu3a, npu HeobxoaMMOCTU.

10.2. Ecnv npon3BOAUTENb HE MOMKET CAEeNaTb 3TOro, TO BbINOJHEHWE HEOBXOANMBIX AEUCTBUA MOMKET BbiTh
nepegaHo apyromy npoussoauTento. [lep»kartenb AULEH3MM Ha NPOU3BOACTBO HECET OTBETCTBEHHOCTb 3a TaKylo
nepeaady yHKUMUI 1 3a npeacTaBieHne Heobxoanmon nHdopmauum Haa3opHOMY opraHy. Kpome Toro, oH 0/1KeH
COornacoBaTb C HaA30PHbIM OPraHOM A0CTaTOYHOCTb MEp MO XPaHEHUIO KOHTPO/IbHbIX U apXMBHbIX 06pa3LoB.

10.3. 3T TpeboBaHUA PACNPOCTPAHAIOTCA TaKKe Ha Cayyalh AMKBUAALMU MPOU3BOACTBA, HaxoAALLerocs 3a
npegenamun Poccuitickon ®epepaumm. B aTom ciyyae umnopTep HeCeT OTBETCTBEHHOCTb 3@ NPUHATME HEOBXOAUMBIX
Mep 1 CornacoBaHue ¢ COOTBETCTBYHOLLMMM OpPraHamu.
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WMHdpacTpyKkTypa MHHOBaUWKN

OBWMWE TEPMUHbI 1 ONMPEAENEHNA

B HacTosALLEM CTaHAAPTE UCNObL3YIOTCA CeAytoLLMe TEPMUHbI C COOTBETCTBYIOWMMM ONpeaeeHNaAMU:

1. Atrectauma; wucnbitaHua (qualification, validation): aokasaTenbcTBO TOro, 4YTO MeTOAMKa, MPOLECC,
obopyaoBaHMe, matepuasn, onepauma UAM CUCTEMa COOTBETCTBYIOT 3aZ4aHHbIM TPebOBaHMAM U UX UCMONb30BaHME
OENCTBUTENIbHO AAET OXKMZAAeMble Pe3ybTaTbl.

2. BannoH (cylinder): cocya Ana xpaHeHUs rasa npu BbICOKOM AaBEHUM.

3. baHku knetok (cell bank):

Cuctema 6aHKkoB Knetok (cell bank system): cuctema, npu KoTopoi nocnemoBaTenbHble CEPUM NMPOLYKLUU
NPOM3BOAAT W3 KJAETOYHbIX KyAbTyp, MpUHaANeXKalWmx rnaBHOMy 6aHKy KAeTOK, KOTOpbIM MOJIHOCTbIO
OXapaKTepu3oBaH Ha MOAJIMHHOCTb U OTCYTCTBME 3arpsA3HEeHWn. HeKoTopoe KOo/IMYecTBO eMKOCTel rnaBHoro 6aHKa
KNeToKk wucnonbsyetca pna popmmpoBaHusa pabodero HaHKa KaeTok. Cuctema 6aHKOB KAETOK [0/KHa 6biTb
aTTectoBaHa (MCMbiTaHa) Ha onpeaeneHHOe KO/MYEeCcTBO MepeceBOB WM KOJIMYECTBO YABOEHUI MONyAaumu, A0
AOCTUXEHMS KOTOPBIX OHW MOTYT MCMONb30BaTbCA B TEKYLLLEM NPOU3BOACTBE.

InaBHbIV 6aHK KneTok (master cell bank): KynbTypa KNeToK, NONHOCTbIO OXapaKTepU3oBaHHAA Ha NOAJIMHHOCTb
M OTCYTCTBME 3arpsA3HEHUI, pacnpeeneHHas No eMKOCTAM B MnpoLlecce O4HOM onepauuu Takum obpasom, YTobbl
obecneynBanncb ee OAHOPOAHOCTb WM CTabwuabHOCTb. KaK MpaBWo, rNaBHbIM 6GaHK KAETOK XpaHUTCA nNpwu
Temnepatype muHyc 70 °C unum HuxKe.

Pabounit 6aHK Knetok (working cell bank): KynbTypa KneTok, oTobpaHHas M3 rnaBHoro 6aHKa KAeTok ans
NPUroTOBAEHMA MPOU3BOACTBEHHbIX KYAbTYP KNETOK. Paboune 6aHKM KNETOK XpaHAT npu Temnepatype muHyc 70 °C
WU HUMKe.

4. Bbuonornueckne areHTbl (biological agents): MMKpoopraHusmbl, B T.4. MOJYYEHHblE METOL4AMWM TEHHOW
WHKEHEPWUK, KYNbTYPbl KNETOK U 3HA0MNAPa3nTbl, NAaTOTEHHbIE AN HEMATOTEHHbIE.

5. BruopeakTtop (biogenerator): nsonnpoBaHHaa cuctema (Hanpumep, depmeHTaTop), B KOTOPYO BMecTe C
OPYTMMK maTepuanamMu BBOAAT GMOMOrMUYECKME areHTbl U B pe3ysibTaTe NpOoTeKalowel peakumm npoucxoauT ux
pa3sMHOXeHWe nan obpasoBaHMe ApPYrux BelecTB. BMopeaKTopbl, Kak npasBuao, obopyayoTca ycTpoicTBamm gnn
PerynmpoBaHns, KOHTPOA, 0b6aBAEHMA U U3BNIEYEHUA MaTepPUaoBs.

6. BHYTPMNPOU3BOACTBEHHbIN KOHTpPOAb (in-process control): KOHTPOAb, BbINOJHAEMbI B XoAe
TEXHONOTMYECKOro Mnpouecca C Lenbi NPOBEPKM COOTBETCTBMSA MPOAYKUMM 33aJaHHbIM TpeboBaHMAM, No
pe3ynbTaTamM KOTOPOro MOXKET BbIMOMHATLCA KOPPEKTUPOBKA MapameTpoB TexHosornyeckoro npouecca. KoHTposb
COCTOSIHMA OKpyXKalowen cpedbl UaM o0bopyaoBaHMA PAacCMaTPMBAETCA KaK 3/1eMEHT BHYTPUMPOM3BOACTBEHHOMO
KOHTpONS.

7. BosBpar (return): BO3BpaT JIeKapCTBEHHOIO CPEACTBA €ro NPOU3BOAUTESIO UM MOCTABLLUKY.

8. BosaywHblit wto3 (air-lock): orpaHMyeHHOE NPOCTPAHCTBO C ABYMA MAM HECKOAbKUMU ABEPAMMU MEXKIY
ABYMA WM HECKONbKMMM MOMELLEHMAMM (Hanpumep, Pas/MYHbIX KNacCOB YWUCTOTbI), MpeaHasHayeHHoe ANA
pasaeneHus BO3AyLWHbIX cpes NOMeLLeHWl Npu BXo4e B HUX. BO3ayLiHbIN W03 CAYKUT A4NA Nepexoha nepcoHana
WY NepemeLLLeHNA maTepuanos.

9. lFotoBas npoaykuus (rotosbii npoaykT) (finished product): nekapcTBeHHoe cpeACTBO, Mpolleallee Bce
aTanbl TEXHONOMMYECKOrO NPOLECCa, B T.4. OKOHYATENbHYIO YNAKOBKY.

10. WM3onupoBaHHaa 30Ha (contained area): 30Ha, o6opyAoBaHHaA COOTBETCTBYHOLWMMWU GUABTPAMU U
YCTPOMCTBAMM MOAFOTOBKM BO3AyXa 414 NPefoTBPALLEHMA 3arpAsHEHUA BHELHeN OKpyKatlowel cpeabl
6M0N0rMYECKMMM areHTaMm, NPUCYTCTBYIOLMMM B 3TOW 30HE.

11. Usonayusa (containment): mepbl NO OrPaHUYEHUIO PAaCNPOCTPaHEHMA BMONOrMYECKOro areHTa MaN APYroro
BELLECTBA 3a Npeae/bl Onpeae/IeHHOro NPOCTPAHCTBA.

MepBMYHAA M301AUMA: M30MALMA, NPENATCTBYIOWAA MPOHUKAHUIO BUONOTMYECKOTO areHTa B OKPYKaIoLLYHO
cpesy, HenocpeacTBEHHO Mpuaeralowyto K paboueit 30He. [pegycmaTpuBaeT MWCMO/b30BAaHME  3aKPbITbIX
KOHTEeHEepPOB MM 6e30nacHbIX BUoNornMyecknx WKapos M MeToLoB 6€30MacHOro BbIMOJHEHUA TEXHOIOTUYECKMX
onepauui.
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BropuuyHaa u3onauuMa:  mMsonaums,

NPenATCTBYOLWAA NPOHUKAHUIO BMONOTMYECKUX areHTOB BO BHELLHIO OKPYXKAIOLLYIO Cpeay Uaun B apyrue paboune
30Hbl. [pegycmaTpuBaeT WMCNO/SIb30BaHWE MOMELLEHUA CO CNeumasbHbIMM CUCTEMAaMM MNOAFOTOBKM BO34yXa,
BO3AYLWHbBIX LWAO30B M/UAN CTEPWUIM3aTOPOB AN NepemelileHns maTepuanoB M obecrneumsaer 6HesonacHoe
BbIMNOJIHEHNE TEXHONOTMYECKUX omnepauui. Bo MHOMMX ciayyasx UCNosib3yetca ANA noBbiweHus 3¢GdeKTUBHOCTU
nepBUYHON N30AALMMK.

12. UHcTpyKums; meToaumKa; npoueaypa (procedure): QOKYMEHT, COAEPKAWMIM YKa3aHMA MO BbINOJHEHWUIO
OTAeNbHbIX BUAOB onepauuin (Hanpumep, No O4YMCTKe, NepeoieBaHMI0, KOHTPOIO OKpyKatolen cpedpl, oTbopy
npo6, NpoBeAeHMIO UCMBITAHWUI, SKCNyaTauumn obopyaoBaHus).

13. UHduumpoBaHHbIl (infected): 3apakeHHbIN YyKepoaHbIMU BUONOTMYECKUMM areHTaMu U CnocobHbI K
pacnpoCcTpaHeHUIO MHpEKLNN.

14. UcnbiTanua (validation): cm. atTectaums.

15. WUcxoaHble maTepuanbl (starting material): noboe BewecTtsBo, wcnonbyemoe A8 NPOU3BOACTBA
JIeKapCTBEHHbIX CPEACTB, KPOME YNAaKOBOYHbIX MaTepPUanos.

16. Kanunbposka; nosepKa (calibration): onepauuu, ycTaHaBAMBaloOWMe NpPU ONPeAEsIEHHbIX YCAOBUAX
33aBUCMMOCTb MeXAY 3HAYEHUAMMU, PETUCTPUPYEMbBIMU KOHTPONbHO-U3MEPUTENbHBIMKU Npubopamn (cuctemamm) u
COOTBETCTBYHOLUMMM CTAHAAPTHBIMU BEIMUMHAMM (3TaIOHAMM).

17. KapaHTuH (quarantine): cTaTyCc MCXOAHbIX MWAWM  YNAKOBOYHbLIX MATEPMANoB, MNPOMEKYTOUHOMN,
HepacdacoBaHHOM MAM TOTOBOW MNPOAYKUMW, U30AMPOBAHHLIX GUIMYECKM WAU WMHBIM 0Bpa3som, A0 BblHECEHUA
peleHmns 06 X BbIMYCKE UAWN OTKAOHEHUM.

18. Konnektop (manifold): yctpoiictBo nam obopynoBaHMe, No3BoAOLLEE OAHOBPEMEHHO HAMOMHATbL rasom
HEeCKONIbKO 6annoHOB (KOHTEMHEPOB) N3 0AHOIO MCTOUYHMKA.

19. KoHTponnpyemas 3o0Ha (controlled area): 30Ha, NoCTpoeHHasA U 3KCNAyaTUpyemMasa TakMm obpasom, YTobbl
npefoTBPaTUTb BHECEHME BO3MOMKHOIO 3arpA3HEHWA U C/ydailHoe pPacnpoOCTPaHEHME KUBbIX OPraHM3MOB
(Hanpumep, MOXKET MMETb CUCTEMY BO34YXOMNOATOTOBKM, COOTBETCTBYIOLWYIO 30He D). CTeneHb KOHTPOASA 3aBUCUT OT
CBOWCTB OPraHM3MOB, MCMO/Ib3yeMbIX B TEXHO/MOrMYECKOM npouecce. Kak MMHMMYM, TaKas 30Ha [OJIKHA MMETb
oTpuUaTeNIbHOE [aB/IeHWE NO OTHOLEHUIO K CMEXHbIM MOMELEHUAM M BO3MOMKHOCTb 3PeKTUBHO yaanatb
He3HauuTe IbHble KOJIMYECTBA a3P030/IbHbIX 3arpA3HEHUA.

20. KoHTponb KavecTsa (quality control): cm. nyHKT 1.4 pa3gena 1.

21. KpuoreHHbii cocyp (cryogenic vessel): cocys ANA XpaHEHUA CXKUMKEHHbIX Fa3oB MPU CBEPXHU3IKUX
Temneparypax.

22. KynbTypa Kknetok (cell culture): kneTouHas macca, NnosiydeHHan B pesyabTaTe BblpallMBaHMSA in Vitro KNeToK,
N30/IMPOBAHHbIX OT MHOTOKNETOUYHbIX OPraHU3MOB.

23. NlekapcTBeHHoe pacTeHne (medicinal plant): pacTeHvMe uam YacTb ero, UCNONb3yeMoe A1A MeAULIUHCKUX
uenen.

24. JlekapctBeHHoe cpeactBo (medicinal product): noboe BewectBo MAM  KOMBUHAUMA BELLECTB,
npeaHasHavyeHHoe ANa IevyeHUs Uan NpodUNaKTUKKM 3a601eBaHNI Y YeNOBEKA WU XKUBOTHbIX. J1l060€ BELLECTBO MK
KOMOWHaLMA BeLLecTB, BBOAUMOE YEe/NOBEKY WM KUBOTHbIM C AUAFHOCTUYECKMMU LLENSIMU A1 BOCCTAaHOBAEHMA,
KOPPEKTUPOBKM MU U3MEHEHUA GU3NONOTMYECKMX QYHKLIMIA YENOBEKA UM KUBOTHbIX, TAK¥Ke PacCMaTpMBaETCA Kak
JleKapCcTBEHHOE CPeacTso.

25. JlekapcTBeHHOe cpeacTBO U3 pacTutenbHoro cbipba (herbal medicinal product): nekapcrtBeHHoOe cpeacTBoO,
cogepikalllee B KayecTBe aKTUBHbIX WHIPEAMEHTOB TOJ/IbKO BELLECTBA PaACTUTENIbHOTO NPOUCXOXKAEHUA wn/unn
npenapaTbl HA UX OCHOBE.

26. HepacdacoBaHHbIli roToBbI NpoayKT; 6ank-npoaykT (bulk product): npoayKkT, npoweawnin Bce
NPOW3BOACTBEHHbIE CTaAMM, 32 UCK/IHOYEHNEM OKOHYATE/IbHOM YNAKOBKM.

27. Homep cepuu; Homep naptum (batch number or lot number): onpeaenerHHoe coyetaHune undp n/mamn byks,
0603HavatoLLee ceputo NPOAYKLUN.

28. MNepekpecTHoe 3arpsAsHeHue (cross contamination): 3arpasHeHWe maTepuanoB UAWM MPOAYKLMU APYrMMU
MaTepuanamm uam NpoayKLmen.
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29. MepepaboTtka (reprocessing):

NoBTOpPHaA 0bpaboTKa cepum UAN YaCTK CePUM NPOAYKLIMW, HE COOTBETCTBYIOLWEN 3aAaHHbIM TpebOBaHMAM, HauMHanA
C onpegeneHHoOn cTaguMu NPOM3BOACTBA, ANA MOJYYEHMA NPOAYKLUMM Tpebyemoro Kavectsa nocse MNpoBeAeHUs
OLHOWM UM HECKO/IbKUX A0MOIHUTENbHbIX ONEepPaLLUit.

30. MoBTOpHOE MCMNOb30BaHMeE (recovery): BKAOYEHME NPOU3BEAEHHOM paHee cepun NpoayKLmm Tpebyemoro
KayecTBa (MK ee YacTu) B APYTyHo CEPUIo NMPOAYKLMKN Ha onpeaeeHHON cTagmMm Npon3BoACTBa.

31. NoceBHoW maTepuan (seed lot):

Cuctema noceBHbix MaTepuanos (seed lot system): cuctema, npu KOTOpoOlM MocC/nefOBaTesbHble cepumn
NPoAYKLMM NOyYatoT U3 INaBHOIo NOCEBHOIO MaTepuasna Npu onpegeseHHOM KonMyecTBe nepeceBoB (naccakeit). B
TEKyLLEM MPOM3BOACTBE PabouMiA NOCEBHOM MaTepuan roToOBMTCA W3 [TaBHOMO MOCEBHOro maTepuana. [OTOBbIN
NPOAYKT NpoM3BOAUTCA U3 paboyero NoceBHOro maTepuasna, npu 3TOM YMC/IO MEPEeceBOB M3 1AaBHOMO NOCEBHOrO
MaTepuana He LO/MKHO NMpeBblWwaTbh 3HAYEHUs, YCTAHOBNEHHOTO NMPU KAMHUYECKUX MCMbITAHUAX BAKUWMH, UCXo4a U3
TpeboBaHuii 6e3onacHocTM M 3PpPeKTUBHOCTU. [lpoUCXOXKAEHWE [/TaBHOrO MNOCEBHOrO MaTepuana U UCTOpUs
nepeceBOB M3 HETo A0/KHbI 0GOPMAATLCA AOKYMEHTANbHO.

[naBHbIM NoceBHOM MaTepuan (master seed lot): KyabTypa MMKPOOPraHM3MOB, pacrnpeneneHHas U3 0AHOro
HepacdacoBaHHOro NPOAYKTA MO EMKOCTAM B MpoLecce OAHONM onepaummn Takum obpasom, 4Tobbl obecnevmBaanch
OLHOPOAHOCTb, CTabWUABHOCTL M He AONYCKAaNoCb 3arpasHeHue. [NaBHbIA MOCEBHOM MaTepuan B XUAKOM Buae
XpaHAT npu Temnepatype muHyc 70 °C; B "ModUAN3NPOBAHHOM BUAE - NMPU TemnepaType, obecneunsatowen ero
CTabUNbHOCTD.

Pabounit nocesHoit matepuman (working seed lot): KynbTypa MWMKPOOPraHM3MOB, MOJIyYEHHAA M3 [NABHOrO
MOCeBHOro MaTtepuana W npefHasHavyeHHas ANA MCNoAb30BaHMA B Mpou3BoAcTBe. Pabounii noceBHOM maTtepuan
pacnpesenaerca no eMKOCTAM U XPAaHUTCA aHANOTMYHO XPAHEHMIO I1TaBHOIO MOCEBHOIO MaTepuana.

32. Npoussogutens (manufacturer): geprkatenb AMLEH3MUM HA NPOU3BOACTBO.

Mpumeyarue - Mpeanpuatne, ocyllecTeasAowee xoTa 6bl 0AMH 3Tan MPOW3BOACTBA, PACCMATPUBAETCA KakK
NpPOu3BOAUTE b IEKAPCTBEHHbIX CPEACTB.

33. MNpowussoactso (manufacture): Bce onepaunmn u BUAbI KOHTPOAA, CBA3AHHbIE C NONYYEHUEM, MPUEMKON U
06paboTKOIM MCXOAHbIX MaTEPMaoB, YNaKOBKOM, BbINMYCKOM B Peasin3aLnio, XpaHEHUEM U OTIPY3KOM IEKAPCTBEHHbIX
cpeacTs.

34. MpomeKyTouHbI NpoaykT (intermediate product): yacTMyHo 06paboTaHHbIN MaTepuas, KOTOPbIM AoNKeH
NPOWMTU AanbHeNnLne CTaaumn NPoM3BOACTBA, NPEXAE YEM OH CTaHeT HepacdacoBaHHbIM rOTOBbIM NPOAYKTOM.

35. MPOMbILWAEHHbIA PernameHT, TEXHOJIOTMYECKME UHCTPYKLUMM U MHCTPYKLUMKM Mo ynakoske (manufacturing
formulae, processing and packaging instructions): QOKymeHTbl, onpegenslowpne BCE WUCMO/b3yeMble UCXOAHble
MaTepuasbl U onepaLmm No NPoU3BOACTBY U YNaKOBKE MPOAYKLNN.

MpumeyaHua:

1. TpPOMbIWNEHHBLIN pPEernameHT ABNAETCA TEXHONOTMYECKMM [OKYMEHTOM [JEWCTBYIOLWLEro CEepPUNHOro
Nnpou3BoACTBa, YCTaHaBAMBAIOWMM METOAbl NPOU3BOACTBA, TEXHONOTMYECKMEe HOPMaTMBbI, CpeacTBa, YCNOBUA U
nopsaoK NpoBefeHMA TEXHOIOMMYECKOro npouecca M obecneynBatoMm MoJlydYeHUe IeKapCTBEHHOMO cpeacTBa C
noKasaTensiMM KayecTBa, OTBeYatloWnmMmn TpeboBaHUAM HOPMATUBHON AOKYMEHTAL UK.

2. [laHHbI TEPMWH UCNOb3YETCA TONIbKO B 061aCTU NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

3. T[IpOMbIWNEHHbIN pernameHT He OTHOCUTCA K TEeXHUYECKMM pernameHtam, npeaycMoTPeHHbIM
depepanbHbiM 3aKOHOM "O TEXHMUYECKOM peryanposaHumn'.

36. MpoToKon Ha cepuio (record): 4OKYMEHT, OTparKatoLmMidi NpoLEecc MPON3BOACTBA KaXKA0oW Cepun NpoayKumn,
B T.4. paspelleHne Ha ee peannsaLmio, 1 Bce GpaKkTopbl, MMEIOLLME OTHOLIEHME K KaYecTBY roTOBOW NPOAYKLMM.

37. PagnodapmauesTuyecknit npenapat (radiopharmaceutical): nwboe nekapcTBeHHoe CpPeAacTBO,
cogepkallee B roTOBOM BuAe OAUH uau bonee pagvoHyKIMAOB (pagMOaKTUBHBIX M30TOMOB), UCMOAb3YEMBIX AJ1A
MeLMULMHCKUX Lenen.
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38. PactutenbHoe cbipbe (crude
plant; vegetable drug): cbipble nan BbiCyLEHHbIE NEKAPCTBEHHbIE PACTEHUA UM UX YaCTHU.

39. PeructpaumoHHoe pgocbe (registration dossier): KOMMNNEKT AOKYMEHTOB M MaTepMasnoB YCTAaHOB/IEHHOM
CTPYKTYPbI U COAEPHKAHUA, NPEeACTaBAAEMbIN BMECTE C 3aABKOM Ha PErncTpaLmio IeKapCTBEHHONO CPEACTBA, a TaKKe
YTBEPKAEHHDIV B NPOLECCe perncTpaumn.

40. Cepwua; naptua (batch; or lot): onpeaeneHHoe KOAMYECTBO OAHOPOAHbLIX WMCXOAHbIX M YNAaKOBOYHbIX
MaTepuanoB MUAM OLHOPOAHOM NpoAyKuMM, 06paboTaHHOM B XO4e OAHOW MAM HECKONbKUX MocnenoBaTesibHbIX
TEXHO/IOTMYECKMX CTagun .

MpumeyaHue - Npu HEOBXOAMMOCTU HA ONpeaeNeHHbIX CTaAMAX NPOU3BOACTBA CEPMA MOXKET bbITb pasgeneHa
Ha noacepun, obvegmMHAEMble BMOCNEACTBUM B OAHOPOAHYIO CEpUIO NPOoAYKUMK. [pn HenpepbiBHOM NPOM3BOACTBE
NMOHATUE CEPUM OONKHO OTHOCUTBLCA K ONpeaeneHHON YacTn NPOAYKLMKN, XapaKTepusyemMon 04HOPOLHOCTLIO.

C TOYKM 3PEHUA KOHTPOA FOTOBON MPOAYKUUM Cepua NMPOAYKUMM BKAIOYAET B cebA COBOKYNMHOCTb eAMHML,
O03MPOBaHHOM (GOPMbI JIEKAPCTBEHHbIX CPEeACTB (NeKapcTBeHHOW (OpMbl), U3rOTOB/IEHHbLIX M3 OAHOro 0b6bema
MCXOA4HOFO MaTepuasa U Npoleawnx eaumHyo NnociefoBaTelbHOCTb NMPOU3BOACTBEHHbLIX ONepaumn Uan eguHbIn
UMKN CTEPUAM3ALMU; NPU HENPEPLIBHOM MPOU3BOACTBE - BCE €4MHULbI, NPOU3BEAEHHbIE B 334aHHbIN MHTEpPBan
BPEMEHM.

41. CxuKeHHble rasbl (liquifiable gases): rasbl, KoTopble nNpuW CTaHAAPTHbIX TemMepaType M AaBAEHUU
Hano/IHEHMA HAXoAATCA B 6asNIOHE B CXHUMKEHHOM BUAE.

42. Cuctema (system): cOBOKYMHOCTb B3aMMOCBA3AHHbLIX AENCTBUA WM TEXHUYECKMX CPeACTB, 0bpasytolmx
eauHoe uenoe.

43. CucteMa € KOMNbIOTEPHbIM YNPaBAeHNEM M KOHTposem (computerized system): cuctema, BKAtoYatOLWas B
ceba BBOA, AaHHbIX, UX EKTPOHHYD 06paboTKy M BbIBOA WMHPOPMALMK, UCMONb3YEeMON AaA perncTpauum uam
ABTOMATUYECKOFO KOHTPONA.

44. ConocTtaBneHue; Bbixoa npogykumn (reconciliation): cpaBHeHMe oxKugaemoro u ¢akTnyeckoro o6bLemoB
NPOW3BEAEHHOM AW UCMOJIb30BAHHOM NPOAYKLUMN C YHETOM CTaHAAPTHBIX OTKJIOHEHWA.

45. Cneumduraums (specification): goKymeHT, cogepskalinii TpeboBaHUA, NpeabsBAseMble K MaTepranam U
NPoAYKTaM, MCMOJIb3yEMbIM WM MOAYy4YaeMbIM NPU MPOM3BOACTBE, ABAIOLWMIACA OCHOBOWM A/ OLEHKM KayecTBa
JIeKapCTBEHHbIX CPeaCTs.

46. CtepunbHocTb (sterility): oTcyTCTBME XUBbIX MUKpPOOpraHM3moB. TpeboBaHMA K NPOBEAEHUIO KOHTPO/A
CTEPUNBbHOCTU NPUBEAEHBI B COOTBETCTBYHOLLLEM HOPMATUBHOM AOKYMEHTALMMU.

47. TexHonornyeckuit npouecc (production): onepaumm, BKAOYaoWmMe B cebsa Npuemky n obpaboTKy MCXOAHbIX
MaTepuanoBs, yNakoBKY M NoJlydyeHne roToBoro NpoayKTa.

48. YnakoBKa (packaging): Bce onepauuu, B T.M. HaAMOJHEHWE W MaApPKUPOBKA, MPOBOAUMbIE C
HepacdacoBaHHbIM NPOAYKTOM A7 NONYYEHUs TOTOBOIO NPOAYKTA.

MpumeyaHne - CTepusibHOE HaMNOJIHEHWE, KaK MPaBW/IO, He CneAyeT paccmaTpmMBaTb KaK 4YacTb npouecca
YyNaKoBKWU. B aTom cnyyae HepachacoBaHHbIM MPOAYKTOM CYMTAIOTCA HAMOJHEHHble NMepBUYHblE KOHTEMHepbl 6e3
OKOHYaTe/IbHOM YNaKOBKW.

49. YnakoBouYHbIit maTepuan (packaging material): noboit matepuan, NpMMeHAEMbIM ANA ynNnakoBblBaHMUA
NIEKAPCTBEHHbIX CPeacTB, 3@ MWCKAIOYEHWMEM BHELWHEN YNAKOBKWM, MWCNO/Ab3YEMOW AN TPaHCNOPTUPOBAHMUA.
YnakoBoYHble MaTepuasbl AEeNATCA HA NEPBUYHbIE U BTOPUYHbIE B 3aBUCMMOCTM OT Ha/IMUMA NPAMOTO KOHTaKTa C
NPOAYKTOM.

50. YnonHomoueHHoe nuuo (Qualified person): coTpyaHWK npeanpuaTUMA-NpoM3BoAMTENA, MPUHUMAIOLWLMIA
OKOHYaTe/IbHOE peLleHne O BbiNMyCKe CepUM NEKAPCTBEHHOTO CpeacTBa.

51. YucTan 30Ha (clean area): 30Ha, NOCTPOEHHasA U 3KCNyaTMpyeman Takum obpas3om, YTO B Hell cBedeHo K
MWHUMYMY NPOHMKaHMe, 0b6pa3oBaHMe N HaKOMNeHWe 3arpsisHeHU B BUAE YaCTUL, U MUKPOOPraHU3MOB.

MpumeyvaHue - TUnbl YUCTbIX 30H onpeaeneHsbl B MpunoxeHun 1.
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WHbpacTpyKkTypa MHHOBaUWI

52. Ywucran

M30/1IMpOBaHHAA 30Ha

(clean contained area): 30Ha, NOCTPOEHHAA U 3KCMIyaTUPyeMan TakMm 0bpasom, YTO OHa O4HOBPEMEHHO AB/AETCS
YMCTOM U N30/IMPOBAHHOM 30HOIA.

53. 3JK3oTuYecKMin opraHusm (exotic organism): 6GMONOrMYECKUA areHT, Bbi3biBalOWMN 3aboneBaHue,
OTCYTCTBYIOLLEE B AaHHOM CTpaHe unu reorpaduyeckoit 3oHe, TM60 ABNAIOLINIACA 06 BEKTOM NPODUNAKTUYECKMX MepP
WA NPOTPaMMbl MO €ro YCTpaHeHWIo.

CBEAEHMA
O COOTBETCTBUM HALMOHAJIbHBIX CTAHAAPTOB
POCCUINCKOM ®EAEPALIMM CCIIOYHBIM MEXAYHAPOHbBIM
(PEFTMOHA/IbHBIM) CTAHIAPTAM

0O603HayeHus
CCbI/IOYHOTO
MeXayHapoaHoro
cTaHaapTa

0O603Ha4YeHNe U HAaMMeHOBaHWe CcoOoTBeTCTBYHOLLErO
HaUMOHa/NbHOIO CTaHAapTa

MNCO 11137:1995

FOCT P MCO 11137-2000. CTepuansauma meamuumnmHCKoM
npoaykumu. TpeboBaHUs K Bangaunm n TekyLemy
KOHTpOt0. PagnaumoHHas ctepmansaums

NCO 14644-1:1999

FOCT NCO 14644-1-2002. YucTtblie NnoOMeLLEHMA U
CBfiI3aHHbIE C HUMW KOHTpOMpyemble cpeabl. Yactb 1.
Knaccndumkauma unmcToTbl BO3ayxa

NCO 14644-2:2000

FOCT P NCO 14644-2-2001. Yuctble nOMeELLEHMA U
CBA3aHHbIe C HUMW KOHTPOAMpPYyemble cpeabl. HYacTb 2.
TpeboBaHMA K KOHTPO/IO U MOHUTOPUHTY ANS
noaTeepXAeHMA noctoaHHoro coorsetctema FOCT P
MCO 14644-1
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