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BeepeHve

B MVpOBOIi NpakTUKe OAHUM W3 BaXKHEMLUUX JOKYMEHTOB, onpeaensiowmum Tpe6oBaHns K Npon3BoaCcTBY
1 KOHTPOJII0 KaYecTBa /IeKapCTBEHHbIX CPEACTB A1 YE/T0BEKA U XMBOTHbIX, ABNSAIOTCA «[paBuna npousBoa-
CTBa /lekapcTBeHHbIX cpeacTB» — «Good Manufacturing Practice for Medicinal Products (GMP)».

OHW HanpaB/eHbl Ha o6ecneyveHre BbICOKOTO YPOBHS kayecTBa Y 6€30NacHOCTU NIeKapCTBEHHbIX CPeACTB
1 rapaHTMpoBaHue TOro, YTO NeKapCTBEHHOE CPeACTBO M3rOTOB/IEHO B COOTBETCTBMM CO CBOEN thopmysioii
(cocTaBOM), HE COAEPXUT MOCTOPOHHUX BK/KUEHWI, MApKMPOBAHO HajnexaliMm o6pas3oM, ynakoBaHO U
COXPaHsieT CBOW CBOWCTBA B TeUEHME BCErO CPOKa rofHOCTM.

Mpasnna GMP ycTaHaBnMBalT TpeboBaHNA K cUCTEME YNpaB/ieHUs KayecTBOM, KOHTPOJIIO KayecTBsa,
nepcoHasy, NoMelLLeHnsM 1 060pyA0BaHMI0, AOKYMEHTaL MU, NPON3BOACTBY NPOAYKLMUN 1 NPOBEAEHNIO aHaW-
30B M0 KOHTPaKTam, peknaMauusm, nopaaky 0T3biBa MPOAYKLMM U OpraHmM3aLuM CaMmouHCIEKLNIA.
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HALUWOHA/NBbHBLINA CTAHAAPT POCCUNUCKOW OEOLEPALUWN

MPABUMIA MPON3BOACTBA N KOHTPOJIA KAYECTBA
NEKAPCTBEHHbIX CPEACTB

Good Manufacturing Practice for Medicinal Products (GMP)

[ata BBefeHnsa — 2005—01—01

O6nacTb NpUMEHEHHNS

HacTtosimii ctaHaapT ycTaHaBnMBaeT Tpe6oBaHWsl K NPOU3BOACTBY U KOHTPOJIO KAYecTBa SIekapCTBEH-
HbIX CPEACTB A/151 YeNIOBeKa W XNBOTHbIX.

CTaHaapT pacnpocTpaHsieTcsl Ha BCe BUAbl NEKAPCTBEHHbIX CPEACTB M yCTaHaB/IMBAET 06Lme TpeboBa-
HUS K X MPOM3BO/ACTBY M KOHTPOJII0 KAYeCTBa, a Takxe creyunasnbHble TPe6oBaHus K Npou3BOACTBY OTAENbHbIX
BWAOB JIeKapCTBEHHbIX cpeAcTB (NpunoxexHust 1 — 18).

CTaHgapT He pacnpocTpaHseTcs Ha obecrneyeHre NPOMbILLNIEHHONM 6€e30MacHOCTM, NoXapHol 6e3onac-
HOCTW. B3pblBO6GE30MACHOCTN. XMMNYECKO 6e30MacHOCT U 6e30MacHOCTM APYrUX BUAOB MpW NPOU3BOACTBE
JIeKapCTBEHHbIX CPEACTB, TPE6OBaHNSA K KOTOPLIM NPUBEAEHbI B 4PYTMX HOPMATUBHbIX AOKYMEHTaX.

OCHOBHbIE TPEBEOBAHUNA

1 YnpaBneHue KkayecTsoM

MpuHymnbl

11 MNpow3BoauTenb NeKapCTBEHHbIX CPeACTB LO/IKEH OpraHM3oBaTb WX MPOWM3BOACTBO TaK. UTOOLI
JIEKApCTBEHHbIE CPELCTBA rapaHTUPOBAHHO COOTBETCTBOBA/IN CBOEMY HA3HAUYEHMWIO U MPeAbsAB/ISEMbIM K HAM
Tpe6oBaHWsM U He co3faBanv pucka Ans notpebuteneii Us-3a HapyLLEHNsl yCOBWIA 6e30MacHOCTM, KauecTsa
nnu achhekTUBHOCTU. OTBETCTBEHHOCTL 3a BbINOIHEHWE 3TUX TpE6GOBaHUIA HECYT PYKOBOAWTENM 1 BCe pa6oT-
HUKW NPeAnpuUsTUS-NPOM3BOAUTENS, a Takke NOCTaBLUMKU U AUCTPUOLIOTOPSI.

[ONs focTuxKeHUs 3Tol Lenn Ha NpeAnpusTAM Ha OCHOBE HacTosLiero ctaHgapTa (Mpasun GMP) gonxHa
6bITb CO3AaHa cucTeMa obecneyeHrst KauecTBa, Bk/IoYaoLWwas B cebsi opraHn3aLmio KOHTPOIS KauecTBa.

CnepyeT AOKyMEHTa/IbHO 0(POPMUTL B NOSIHOM 06bEME TPeGOBaHMS K CUCTEeME 06ecneyeHnst KauecTsa
U OpraHu3oBaTb KOHTPOSIb IPMEKTUBHOCTU €e (DYHKLMOHMPOBaHUSA. Bce 3BeHbs 3TON cucTeMbl cregyet
YKOMMNIEKTOBATb KBa/MDULMPOBAHHLIM NEPCOHANOM, 06ecneunTs HE06X0AVMbIMU NMOMELLEHNUSIMI, 060PYy0-
BaHMeM u np. OTBETCTBEHHOCTb 3a (DYHKLMOHWPOBAHWE CUCTEMbl BO3NaraeTcs, B MepBYH ouyepefb, Ha
pykoBoauTeneit u YNosHOMOUEHHbIX JINLL.

OCHOBHble MPUHLMMbI 06ecnedyeHus kauecTsa. MNpasun GMP 1 KOHTPONsA kauyecTBa B3aMMOCBSI3aHbl U
VMEIT NepPBOCTENEHHOE 3HAYEHNE B OpraHu3aLmn Npon3BOACTBA SIEKAPCTBEHHbIX CPELCTB.

O6ecneyveHne kayecTsa

1.2 OGecneyeHre kayecTBa SBMSIETCA KOMMIEKCHOW 3afjaueii, pelueHne KoTopoii TpebyeT peanusalum
BCEX Mep. HanpaB/ieHHbIX Ha AOCTUMXKEHMe 3aAaHHbIX TPeGoBaHWii K KauyecTBY /IeKapCTBEHHbIX CPEACTB.

Ob6ecneyeHne Ka4ecTBa OCHOBLIBAETCS Ha BbINOIHEHUM TpeGOBaHVIVI HacTodALWlero craHgapTa n gpyrmx Hopma-
TUBHbIX OKYMEHTOB.

M3gaHne ohuumnansHoe
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Cuctema obecneyeHuss Kavectsa (cucTemMa kadvecTsa) Npu NPOU3BOLCTBE JiIeKapCTBEHHbIX CPefcTB
[OMKHa rapaHTUpoBaTh criegytoLee:

| NlekapcTBeHHble cpefcTBa pa3paboTaHbl C y4eToM Tpe6oBaHuii HacToALLero cTaHgapTa u TpebosaHuii
K paboTte nabopartopwuii.

Il Ha BCe Npon3BOACTBEHHbIE Y KOHTPO/IbHbIE ONepaummn paspaboTaHa fOKyMeHTaLuUsA B COOTBETCTBUM C
HacTosALWMUM CTaHAapTOM.

Il OTBETCTBEHHOCTL 1 0643aHHOCTN BCEX PAOOTHUKOB YETKO OnpefesieHsbl.

IV TpegycMoTpeHbl Mepbl, o6ecneunsaroLme NPoM3BOACTBO, MOCTABKY W UCMO/b30BAHNE UCXOAHbIX U1
yNaKkoBOYHbIX MaTtepuanos, COOTBETCTBYHOLMX 3aJaHHbIM TpeboBaHNAM.

V KOHTPONb NPOMEXyTOYHOM NPOAYKLUM U TEXHOMOMMYEeCcKoro npouecca (BHYTPUNPOU3BOACTBEHHbIN
KOHTPO/b), atTecTauus (sanugauus) npoLeccos 1 060pyf0BaHNsA NPOBOAATCA B HEO6X0AMMOM 06beEME.

VI Tpon3BoACTBO ¥ KOHTPO/Ib FOTOBOW NPOAYKL MM COOTBETCTBYIOT YTBEPXKAEHHBIM MHCTPYKUMUAM (MeTOo-
avkam).

VIl Peanu3auus nekapCTBEHHbIX CPEACTB A0 BblAauu YNOJHOMOYEHHLIM NIMLLOM paspeLleHns Ha BbInyck
UCKIOYEeHa. YNONHOMOYEHHOEe NNL0 AO/HKHO NOATBEPAMUTbL, UTO Kakzas cepus NpoAykuuu npoussefeHa u
npoBepeHa B COOTBETCTBUW C YCTAHOB/IEHHbIMU TPEOOBAHVAMM.

VIII CyuwiecTByiollas cuctema Mep obecnevmBaeT ypoBEHb KauyecTBa JIEKAPCTBEHHbLIX CPEACTB Npu Ux
XpaHeHun, oTrpyske n nocnegyroweMm ob6palleHn B Te4eHne BCero cpoka rogHocTu.

IX Mopagok npoBeAeHWs caMOMUCNEKLUN WK ayauta kavecTsa MO3BOMSET PerynspHoO oueHuBaTb
3(hhEKTUBHOCTL CUCTEMBI 06ECneYeHns KayecTsa.

Tpe6oBaHUs K NPOM3BOACTBY M KOHTPOJIIO KayecTBa JIeKapCTBEHHbIX CPEeACTB

1.3 HacTosuwnii cTaHaapT BXOAMT B CUCTEMY KayecTBa M Hanpas/ieH Ha o6ecredyeHue rapaHTiu Toro,
4TO MPOM3BOACTBO U KOHTPOJIb KauecTBa MPOAyKLMU NOCTOSIHHO COOTBETCTBYHOT TPEGOBAHMSM, YCTAHOBIIEH-
HbIM B JOKYMEHTALUN.

OcHoBHble Tpe6oBaHus

| Bce Npov3BOACTBEHHbIE NPOLLECCHI AO/MKHbI ObiTb YETKO pernaMeHTUpoBaHbl U Nepuoauyeckv nepe-
cMaTpmMBaTbCA C YYETOM HaKoMIeHHoro onbita. CnedyeT KOHTPO/MPOBaTb CTabuIbHOCTL NPOV3BOACTBA fe-
KapCTBEHHbIX CPeACTB C 3afaHHbIM KA4eCTBOM B COOTBETCTBMM CO cneunudmnkaumamm Ha HuX.

Il CnepyeT npoBoAMTb aTTecTaumio (BamaaLmio) KpUTUYeCKUX cTaanii NpoLLeccoB NPOM3BOACTBA, B TOM
4yncne nNpu BHECEHUN CYLLLECTBEHHbIX U3MEHEHUI B TEXHOOTMYECKWI npoLecc.

Il CnepyeTt o6ecneuntb BCe HeO6X0AMMbIE YCIOBUA 4715 BbIMONIHEHNSA TPe6oBaHUA HACTOSALWEro cTaH-
fJapTa. B T. Y. BKloYas Hanmuue:

a) 0by4yeHHOro n aTTecToBaHHOro nepcoHana,;

b) HEobXxoAUMbIX MOMELLEHNIA 1 naowaaen;

C) COOTBETCTBYIOLLEro 060PYA0BAHUS N CUCTEMbI 06CYXUBAHUSA:

d) matepuwanos, CPefCTB YNakoBKM N MapKUPOBKU, YA0BNETBOPAIOLWMNX 3aA4aHHbIM TPe6OBaHNAM:
€) YTBEPXAEHHbIX MHCTPYKUUIA 1 METOANK;

f) TpebyeMbIX yC/I0BWI1 XpaHEHNS U TPAHCNOPTUPOBaHNUS.

IV IHCTPYKLMW 1 METOAMKN [OKHBI 6bITh KOHKPETHBIMU, U310XKEHbI ACHO Y OJHO3HAYHO B MUCbMEHHOW
hopwme.

V TMepcoHan fomkeH 6biTb 06y4YeH NpaBUIbHOMY BbINOHEHWUIO UHCTPYKLUIA.

VI B npouecce Npou3BoACTBa c/iefyeT cOCTaBNATb MPOTOKO/IbI (3ano/IHAEMble B PYKOMUCHON chopme
n/vnn ¢ nCnonb30BaHMEM TEXHUYECKUX CPeACTB), LOKYMEHTanbHO noATBEpXjatoLme hakTnyeckoe nposege-
HVe NpeayCMOTPEHHbIX UHCTPYKLMSAMUW TEXHOMNOMMYECKUX CTaauiA 1 NonyyeHne Npoaykuun Tpebyemoro kauye-
CTBa B KO/IMYECTBE, COOTBETCTBYIOLLEM YCTAHOB/IEHHBIM HOPMaM. Bce 0TKNoHeHuss He06x0AMMO paccnefoBaTtb
1 NPOTOKONNPOBAaTb B MO/IHOM O6BbEME.

VIl MpoToKonbl Ha cepuio, B T. Y. AOKYMEHTAaLMI0 N0 peann3auuy nNpoayKLuu, fO/MKHbI faBaTh BO3MOX-
HOCTb MPOCNexmBaTb W3rOTOB/IEHVE KaXKAON cepun NPOAYKUMM U [O/DKHbI XPaHWTbCA B MOSIHOM Oobbeme B
OOCTYynHOM hopmo.

VIII Mopsgok peanu3auuy (ONTOBOV NPOAaXu) NPOAYKLMN AO/MKEH CBOAUTL K MUHUMYMY Nt06OI puck
4NN ee KayecTsa.

IX CnepyeT opraHu3oBaTtb CUCTEMY OT3blBa /1060 cepumn NPoAYKLMM N3 NPOAAXU UK MOCTaBKMU.

X Peknamauuy Ha kayecTBO MPOAyKUMW credyeT TaTeNlbHO paccMaTpuBaTh, @ NPUUUHLI YXYALLIEHWS
KayecTBa pacc/iefoBaTtb C NPUHATMEM COOTBETCTBYIOLMX MEP MO UX NPeAoTBPaLLEHNIO.

2
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KoHTpo/b KayecTBa

14 KoHTponb kayecTBa Bk/toyaeT B cebs oT60op nNpob, NnpoBefeHve ncnbiTaHuii (aHann3os) n odopmie-
HWe COOTBETCTBYHOLLEW AOKYMEHTaunn. VIHCTPYKLMKU Mo opraHun3auuy, AOKYMEHTUPOBAHMIO U Bblgaye paspe-
LeHWs1 Ha BbINYCK NPOAYKLMW AO/XHbI BKIOYATb B ce6si NpoBefeHNe BCeX HEeOBXOAUMbIX WCMbITaHUA 1
3anpellaTb UCNOb30BaHUE NCXOLHOTO Chipbsa U MaTepuasnoB U peannsalyio roToBoi NPOAYKL MK 1,0 NOATBEPX-
[leHNsl COOTBETCTBUS KayecTBa YCTaHOB/IEHHbIM TPEGOBaHUAM.

OCHOBHble TpeﬁOBaHMﬂ K KOHTPO/1K0 Ka4vyecTBa

1 Hannune HeobXxoAMMbIX NOMeLLEeHNI 1 060py0BaHUs,, 06YYEHHOr0 NepcoHana, yTBepXAeHHbIX MeTo-
AVK no oT6opy nNpo6, NpoBepke ¥ NPOBEAEHUI0 UCMbITaHWUA UCXOAHbLIX U YyNakoBOYHbIX MaTtepuasnos, Npome-
XYTOYHOI. HepacgacoBaHHO ¥ rOTOBOV NPOAYKL UK, KOHTPOJTIO OKPYXXatoLLeil cpefbl, B Crlyyae Heob6xoammoc-
™.

Il MpoBepgeHne oT60pa NPO6 NCXOAHBIX N YyNaKOBOYHbIX MaTepPMasnioB, NPOMEXYTOYHONR, HepacdacoBaH-
HOW 1 roTOBOW NPOAYKUUWM aTTecTOBaHHbIM NMEPCOHasIoOM B COOTBETCTBUM C METOAMKAMU, YTBEPXAEHHbIMU
OTA,e/I0M KOHTPONSA KayecTsa.

Il MposeaeHWe ncnbITaHUi aTTeCTOBaHHbIMU (BaNIAMPOBaHHLIMW) METOLAMM.

IV CocTaBrieH/e NpoTOKO/I0B (3anoNHAEMbIX PYKOMUCHBIM CNOCO60M U/MMN C NMPUMEHEHNEM TeXHUYec-
KUX CpefCcTB), NOATBEPXAAOLWNX (hakTUieckoe npoeefeHne Bcex HeobxoAyMbIXx 0T60pPOB NPo6, NPOBEPOK U
UCNbITaHWiA, a Takke perncTpaunio Nobbix OTKNOHEHWIA 1 pacciiefoBaHuii B NOIHOM o6beme.

V TogTBepXaeHne Toro, YTO roToBast NPOAYKUNA COAEPXUT akTUBHbIE MHTPeANEHTbI N0 KAYeCTBEHHOMY
N KONMYECTBEHHOMY COCTaBy, COOTBETCTBYIOLIME PerncTpaumMoHHOMY fOCbe, MMeeT Tpebyemyl 4MCTOTY,
npaBubHO ynakoBaHa WU MapkupoBaHa.

VI OdpopmneHve NpoTOKO/I0B MPOBEPKM NCXOAHOIO Chipbs Y MaTepuasioB, NPOMEXyTOUHOW, Hepacda-
COBAHHOI 1 rOTOBOI NPOAYKLUM, UX aHaNN3 1 cpaBHeHKe co cneuudmnkaumsamu, OueHka NPoAYKLUM BKIoYaeT
B Ce0s1 n3yyeHve Bceli He06X0AVMMOW NPON3BOACTBEHHON AOKYMEHTALMN 1 aHaNn3 OTKIOHEHUIA OT yCTaHOB-
NeHHbIX TpeboBaHwWii.

VIl MonyyeHne paspelleHus Ha NpoAaxy Wau nocTaBky MO0 cepun NPOAYKLUKM TOMbKO Moc/e nog-
TBEPXAEHUS YNOTHOMOYEHHBIM NINLOM ee COOTBETCTBUS PErncTpaunoHHOMy [OCbe.

VIII CoxpaHeHne [OCTAaTOYHOIO KoAM4yecTBa 06pasLoB MCXOAHbLIX MaTepuasioB U NPOAYKUUN ANS BO3-
MOXHO MpoBepKM B criydae HeobxoanmocT. O6pasLbl NPOAYKLMN CneayeT XpaHUTb B CBOEN OKOHYaTe IbHOM
ynakoBke, 3a UCK/I0UYEHNEM KPYTHbIX YNaKkOBOK.

2 lMepcoHan

MpuHyMnbl

OpraHusaumsa 1 hyHKLMOHNPOBaHME NPON3BOACTBA M CUCTEMbI 06ECcneyvYeHunss kayecTsa SIeKapCTBEHHbIX
CpeacTB 3aBUCAT OT nepcoHana. MpeanpuaTtve AO/MKHO ObiTb YKOMMIEKTOBAHO NEPCOHASIOM Heo6X0AMMOiA
YNCMEHHOCTU U KBanmkaummn. Jo/MKHOCTHbIE 0653aHHOCTUN KaX40ro COTPYAHMKA AOKHbI 6bITb 0DOPM/IEHBI
OOKYMEHTaIbHO U YCBOEHbI KaXKAbIM COTPYAHMKOM. Bce COTPYAHMKM Takke AO/MKHbI 3HaTb TpeboBaHMA HaCTO-
auiero craHgaprta (Mpasun GMP). oTHocsAwmMecs K cdepe UX AeATeNbHOCTU, U NPOXOAUThH HayasbHoe U
NnoBTOpHOE 06y4YeHne B HEOOX0AMMOM 06beME, B T. Y. MO NpaBuaiam SINYHOWN MMrMeHbI.

Ob6wmre nonoxeHus

2.1 MepcoHan, paboTawLimii B NPON3BOACTBE JIEKAPCTBEHHLIX CPEACTB, AO/KEH 06nafaTh Heo6xoau-
Mol KBanudukaumein n npakTMYecKUM OMbITOM. [lO/DKHOCTHbIE OGS3aHHOCTM OTAE/IbHOTO COTPYAHMKA He
[OMXHbI ObITb C/INWIKOM 06bEeMHbIMU U CMOCOGCTBYIOLMMU €10 Ype3MEPHO 3arpyXeHHOCTH, 0TpULaTebHO
B/IMSIIOLLEN HA KA4YeCTBO NPOAYKLUU.

2.2 Ha npefnpusiTuu fo/xHa 6blTb YeTkas opraHu3auuoHHas CTpykTypa. CryxeGHble 06s83aHHOCTU
PYKOBOAALMX pPa6OTHUKOB LO/MKHbI GbITh U3MTOXEHb! B JO/MKHOCTHBIX MHCTPYKUUAX. PyKOBOAWUTENU LOMKHBbI
061aaTh 4OCTATOUHLIMU MOSIHOMOUUSIMUA A5 BbINO/IHEHUS CBOMX (DYHKUMIA. VX MOMHOMOYMS MOTYT GbiTb
nepefaHbl 0(QMLMANBEHO HA3HAYeHHbIM 3aMecTUTENIIM, UMEILLMM [0CTaTouHyl0 KBanudukauuo. Cnegyet
UCKIOUUTL [y6/IMpOBaHNe OTBETCTBEHHOCTU COTPYAHUKOB, CBA3aHHOI C BbINOIHEHWEM Tpe6GOoBaHW HacTos-
Lero craHgapTa.

PykoBoasiLine paboTHUKM

2.3 PykoBoguTenu npousBOACTBa, PyKOBOAWUTENb CIYX6bl (OTAena) KOHTPONs kayectsa W YMNOHOMO-
YeHHOoE L0 (1La) AOMKHBI BbITh 3aHATLI HA NPEANPUSTAN NOMHbIV pabounii AeHb. PykoBoAWUTeNM NPOU3BOL-
CTBa M cNyxo6bl (0TAena) KOHTPONA KayecTBa AO0/MKHbI OblTb He3aBUCHUMbIMK ApYr OT Apyra. Ha 60/blwmnx

3



FOCT P 52249—2004

npeanpuaTUAX YacTb OYHKLUWIA, NepeuncneHHbix B 2.5—2.7, nepegaeTcs, Npy HE06XoAMMOCTH, APYTUM COTPYA-
HUKaM.

2.4 O6A3aHHOCTU YMOSTHOMOYEHHbIX L,

a) [lna nekapCTBEHHbIX CPeACTB, BbIMyWEeHHbIX B Poccuiickoin depepaunn. YNosHOMOYEHHOE NMLO
[O/KHO rapaHTUpoBaTth, YTO Kaxaas cepus npoaykuumn oblna npoussefeHa v nposBepeHa B COOTBETCTBUM C
YCTaHOBJ/IEHHbIMW Tpe6OBaHUSAMMY;

b) [ns nekapcTBEHHbIX CPeACTB, BbiNyLLEHHbIX BHE Poccuiickoin ®epepaunn. YNoHOMOYEHHOE NULO
[OJ/KHO rapaHTMpoBaTh, YTO UMNOPTUPYEeMas cepus NPOAYKLUN NPOLL/Ia NPOBEpPKY B Nopsiike, ycTaHOBEHHOM
ona Poccun;

c) [lo Bblgaun pa3peLueHunst Ha BbiMyCck IeKkapCTBEHHbIX CPeACTB B chepy o6palleHns YNosTHOMOYeHHoe
NNL0 A0KHO AOKYMEHTaIbHO NOATBEPANUTL, UTO Kaxkaas cepusi npoayKLmMmn yA0B/IeTBOPAET COOTBETCTBYIOLLUM
[OOKYMeHTaM.

KBanudukaums YNOJHOMOYEHHOTO fiMua AO0/HKHA COOTBETCTBOBATb YCTAHOBJIEHHbIM TpeboBaHMAM.
YNo/sHOMOYEHHOe NUL0 A0/KHO BXOAWUTL B LUTAT NPEANpUATUA — MPOU3BOAUTENSA IEKAPCTBEHHbLIX CPeACTB.
Ero 06s3aHHOCTY MOryT 6bITb NepeAaHbl TOIbKO IMLaM, UMEKLUM cTaTyc YNOSIHOMOYEHHOT0 Nuua.

2.5 OcHOBHble 0653aHHOCTM pyKOBOAWUTENS NMPOU3BOACTBA

| OpraHusaumsi nNpov3BOACTBA M XpaHeHWs NPOAYKLMU B COOTBETCTBMM C [JOKYMeHTauuel ¢ Lenbio
obecneyeHnss Tpebyemoro Ka4yecTaa.

Il YTBEpXAeHVEe UHCTPYKUWIA, CBA3AHHbIX C MPON3BOACTBEHHBLIM NPOLECCOM, N 06ecneyeHre nx TOYHOro
BbINOSTHEHUS.

Il KOHTpoNb 3a paccMOTpeHneM ¥ nognucaHmemM BceX NPon3BOLACTBEHHbIX MPOTOKO/I0B NnMuammu, UMero-
LWMMKN HeobxoAMMble MOSIHOMOUMS, A0 NMepefayn ux B CyX0y KOHTPONS KayecTBa.

IV KoHTponb 3a paboToil CBOEro NnoApasgeneHuns, CogepXaHmem noMeLLeHnii, akcnayartaymen n TexHu-
yecknm o6cnyxmnBaHmem o6opyaoBaHuS.

V KoHTposb 3a npoBefeHneM paboT no arrectauun (Bamgauun).

VI OpraHusauus nepByYHOrO 1 NocneayoLwero 0byyeHns nNpou3BoACTBEHHOIO NepcoHana.

2.6 OCHOBHble 0683aHHOCTU pyKoBOAUTENS CNYXObl KOHTPONS KayecTBa

| YTBepxaeHve nnv oTKNOHEeHNE NCXOAHbIX U YNaKoBOYHbIX MaTteprasnoB, NPOMEeXyTO4HO, Hepacdaco-
BaHHOI# U rOTOBOI NPOAyKLuK.

OueHKa NMPOTOKO/10B Ha CEPUI0 NPOAYKL UK.

Il MpoBeaeHe HEOBXOANMbBIX UCMbITAHWIA.

IV YTBEpXAeHNe cneuundukalmnii, MHCTPYKLMIA No 0TGOPY NPO6, METOAMK UCMIbITAHWIA U APYTUX METOAUK
Mo KOHTPOJIO KayecTsa.

V [onyck k paboTe cneunanmcToB-aHa/IMTUKOB. paboTaloLwmx No KOHTPaKTY, Y KOHTPO/Ib 3a UX AesATeslb-
HOCTbIO.

VI KoHTposib paboTbl N0ABEAOMCTBEHHOIO OTAENa, 06CYXMBAHUSA €ro NOMeLLeHU U 060pyA0BaHUS.

VIl KoHTposnb npoBefeHns atrectauum (Banugauun).

VIl OpraHu3auus nepBMYHOrO 1 nocnegytoLlero obyyeHus nepcoHana noaBeAoMCTBEHHOrO oTAena.

[pyrne 0683aHHOCTN COTPYAHNKOB OTAENA KOHTPO/A KayecTBa NpuBeeHbl B pasgene 6.

2.7 PykoBoauTesM Npou3BOACTBA U OTAeNa KOHTPO/IA KavyecTBa MMEKT psif, COBMECTHbIX 06513aHHOCTeR,
OTHOCSLLMXCSA K 06ecneyeHunio kKa4yecTBa NpoayKunm. T 0653aHHOCTY C YHETOM AeiCTBYHOLLNX HOPM 1 NpaBu/
MOTyT BK/tOYaThb B cebsa crnepyolee:

- YyTBEpPXAEHWNE MUCbMEHHbIX UHCTPYKLMWA, METOAMK U APYTUX LOKYMEHTOB, B T. Y. BHECEHNE N3MEHEHWIA
B HUX;

KOHTPO/Ib 3a OKpYXatoLLell cpefoli Ha NPou3BOACTBE;

KOHTPO/Ib 32 CO6/II0AEHNEM NPaBW/ NPOVU3BOACTBEHHON TUMMEHDI;

aTTectauuio (BasiMaaumio) NpoLeccos;

o6y4yeHue nepcoHana;

YTBEPXAEHUE U KOHTPO/Ib 3a NOCTaBLYMKAMMN UCXOAHbIX MaTepuasios;

yTBEPXAEHNE U KOHTPO/b 3a NPOU3BOAWNTENSAMM, paboTaroLWwMMmM NO KOHTPaKTY;
onpejeneHve ycroBuii XpaHeHNss maTepmasnios, NPOAYKLUN N KOHTPOb 3a NX COBN0AeHNEM;
XpaHeHne NpoTOKO/OB;

NOCTOSHHbI/ KOHTPO/Ib COOTBETCTBMA TPe60BaHNAM HaCTOSILLEro cTaHAapTa;

npoBeAeHne NHCNekyuid, paccrefoBaHnin 1 0T60POB NPO6 C Lesbio BbiSiBEHUA (PakTOpOB, CNOCOGHbIX
NOB/VATbL HA KA4eCTBO NPOAYKLUN.
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ObyueHne

2.8 MNpeanpusaTre-npon3BoaMTesb J0/HKHO obecneuntb 0byyeHne BCex COTPYAHUKOB, 3aHATbIX NPOMU3-
BOACTBOM WM KOHTPO/IEM KayecTsa (B T. 4. TEXHUYECKUIA, 06CNYXUBAOLLMIA NepCcoHa U NepcoHas, BbIMOHSO-
Wwunii y6opky), a Takke gpyrux COTPYAHNKOB, AESTENBHOCTL KOTOPbIX MOXET NOBANATb HA KAYECTBO NPOAYKLMN.

2.9 MNomumo 6a30Boro obyveHmsa TpeboBaHWSAM HACTosLWero ctaHgapTa (no Teopun n npaktnke GMP)
BHOBb NPUHSTbIE COTPYAHVKN L0/IKHbI NPOATH 06y4YeHUe B COOTBETCTBUM C UX AOTHKHOCTHLIMU 0653aHHOCTSIMU.
CnepfyeT opraHu3oBaTtb nepuoanyeckoe obyyeHne nepcoHana u oueHmBaTb 3hPEKTMBHOCTb 3TOT0 06y4eHus
Ha npakTuke. ObyuyeHue cnegyet NPOBOAMTL MO NporpaMMam, yTBEPXAEHHbIM PyKOBOAUTENSIMU NMPOV3BOACTBA
nnu cnyxo6bl (0TAENa) KOHTPOA KayecTBa. [pOTOKOMNbI 06yYEeHNS AO/MKHBI XPaHUTLCA Ha NpeanpuaTun.

2.10 CoTpyAHuku, paboTaroLme B 30HaX, B KOTOPbIX 3arpsa3HeHne npeAcTaBnseT onacHoCTb, Hanpuvep,
B UMCTbIX 30HaX WM B 30HaX paboTbl C CU/IbHOAENCTBYHOLLMMMN, TOKCUYHBIMU, MHPULNPYIOLWUMI WU CEHCUOW-
NN3MPYIOLLMMUM BELLEeCTBaMM, JO/KHbI MPOATU cneunanbHoe obyveHure.

2.11 MNocetutenn w/vnn HeoGyyeHHble COTPYAHVKA He AOJ/KHbl AOMYCKaTbCA B 30Hbl, CBSA3aHHbIe C
NpPOM3BOACTBOM M KOHTPOJ/IEM KadyecTsa. [1pn HE06X0AMMOCTHU, OHY A0/KHbI NPeABapuUTeNbHO NPOATU UHCTPYK-
TaXk MO NpaBuiaM SIMYHON TUTMEeHbl, NOPSIAKY NepeofeBaHUsl 1 HOLIEHWUIO crneuuansHoin ofexabl. 3a aTuMm
nLamMu fo/KeH 6biTb OpraHM3oBaH TLLATESIbHbIA KOHTPOSb.

2.12 Tlpu obyyeHun cnepyeT NoApobHO pas3bsACHATb M 06CYyXAaTh KOHLENUNo obecnevyeHns kadyecTsa
AN ee NOMIHOro YCBOEHMS U fanbHENLWero NpyMeHeHus.

FvrmeHa nepcoHana

2.13 Ha npeanpuATUM AOMKHbI ObiTb paspaboTaHbl MpaBwWia IMYHON TUIMEHbI MepcoHana C y4yeTom
0Cco6eHHOCTEW KOHKPETHOro npov3soAcTea. Npasuna fOoMKHblI CoAepXaTb MHCTPYKLUW, pernameHTupytoLme
Tpeb0oBaHNA K COCTOAHNIO 3[,0POBbS, COGMOAEHMNIO TUTMEHBI Y NOPSAAKY HOLLEHUS OAeXAbl. VIHCTPYKL MUK JODKHBbI
cobnofaTe BCe COTPYAHUKN, KOTOPbIE CBA3aHbI C HAXOXAEHWEM B NPON3BOACTBEHHbLIX NOMELLEHNAX 1 NoMe-
LLIEHMAX KOHTPO/IA KayecTBa. PyKOBOACTBO NpeanpusaTMa HeceT OTBETCTBEHHOCTL 3a BbINOSIHEHNE NePCOHasIoM
npasu/ rMrMeHsbl 1 opraHn3anmnio Heo6XoANMOro obyyeHus.

2.14 Bce nuua, NpMHUMaemble Ha paboTy, [0/MKHbI NPOXOAMTb MeANLMHCKM ocMOoTp. Ha npeanpusaTin
[O/MKHbI ObITb MHCTPYKLMK C NEPeYHEM Mokasartesieil COCTOSIHUA 3[40P0Bbs, KOTOPblE MOTYT OKa3aTb BAMSAH/E
Ha KayeCcTBO MPoAyKuun. B cryvasx, cBA3aHHbIX C MPOW3BOLCTBEHHOV HEO6XOAUMOCTBIO WU COCTOSHUEM
3[,0pOBbS, COTPYAHWKM AO/KHBI MPOXOANTL MOBTOPHBIA MEANLMHCKUA OCMOTP.

2.15 /lnua ¢ MHAEKLUMOHHbIMN 3a60/1eBaHUAMN U NOBPEXAEHUAMWN Ha OTKPbITBIX yyacTkax Tena He
JonyckalTcsa K MPon3BOACTBY SIeKapCTBEHHbIX CPECTB.

2.16 Opexpa BXOAALEro B NPOU3BOACTBEHHbIE MOMELLEHNUA [0/HKHa COOTBETCTBOBAaTb Ha3Ha4YeHWHo
3TOro NOMeLLeHus.

2.17 Bnpou3BOACTBEHHbLIX U CKNAACKMX 30HaX 3anpeLLaloTcs KypeHue, npuem nuLLm Uamv nuTebe, XesaHme
Pe3nHKN, a Takke XpaHeHue MULLEBbLIX MPOAYKTOB, HANWUTKOB, TabauHbIX U3AENNIA N NMNYHBIX NEKAPCTBEHHbIX
cpeacts. He gonyckaeTtcs nobas AeaTenbHOCTb, Hapywawlwas npasuaa rMrimeHbl B NPOU3BOACTBEHHbIX
NMOMeLLIEHUAX UK APYTUX MecTax, KoTopas MOXET oka3aTb oTpuuaTesibHOe B/IMAHME Ha KayeCTBO NPOAYKUUN.

2.18 HenocpenacTBEHHbIN KOHTAKT ONEpPaToOpoB C OTKPLITOM NpoAyKUMUei nnm nobsbiMu feTansiMm o6opy-
[OBaHVA. KOHTaKTUPYOLW UMK C NPOAYKUMER, He fonyckaeTcs.

2.19 lepcoHan fomKeH NPOATU MHCTPYKTaX NO NpaBuiaM MbITbs pyK.

2.20 CneumnasnbHble Tpe60BaHNA, OTHOCSALLMECS K NPOVU3BOACTBY OTAE/bHbIX BULOB NPOAYKLMKM, Hanpw-
Mep, CTePUNbHBIX Npenapartos, AaHbl B MPUIOXKEHUAX K HACTOALWEMY CTaHAapTy.

3 lNomeueHnsa n obopynosaHune

MpuHyMnbl

MecTo pacnosioxeHus, NPOeKT, CTPOUTENbCTBO, MOHTaX, OCHALLLEeHNe 1 06CNyXVBaHNe NoMeLLeHuin n
060pyA0BaHNA AO/KHbI COOTBETCTBOBATL XapakTepy BbINOMHAEMbIX Pa6boT. MnaHMpoBKa MOMELLEHWUA U KOH-
CTPYKLMA 060pyA0BaHNA AO/HKHBI MUHUMU3NPOBATL PUCK OLLMGOK, NpeaycMaTpusath nposefeHne shekTns-
HOW y6OpKMN 1 06CNYXMBAHUS C Liefbio NPeoTBpaLleHnss NepekpecTHOro 3arpsA3HeHNs, NOSBIEHNS NbIIN UK
rpAsu n. B obuiem cnyyae, ycTpaHeHus no6oro haktopa, yxyawalowero KayecTso NPOAYyKLWN.
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MomeleHuns

O6wme nonoxeHns

3.1 Puck 3arpsis3HeHus MaTeprasios v NpoAyKLMK, CO34aBaeMblil OKpyxatoleil cpeaoii npon3BoaCcTBEH-
HbIX MOMELLEHU (34aHUi), [OMKEH 6bITb MUHUMA/IbHBIM MPU YCNI0BUM COB/IOAEHUSA BCEX MEP 3aLUUThI.

3.2 Mpwu aKcnyatauumy nomeLleHuii cneayeT BbiMoHATL Mepbl NPefOCTOPOXHOCTY, NpU 3TOM NpoBeje-
HUe TEXHWUYECKOro 06CNYXMNBAHUS N PEMOHTA He [0/KHO OKa3blBaTb BPEAHOTO BAMSHWS HA KAauyecTBO NPOAykK-
umn. Y6opkKa 1 Ae3nHpeKLUs NOMELLEHNI JOMKHBI BbINOMHATHCA B COOTBETCTBUM C MUCbMEHHBIMU UHCTPYK-
LmMaAMU.

3.3 OcBelueHue, TeMnepaTypHbIii peXxuM, BNaXHOCTb U BEHTUNALMUA [O/KHbI COOTBETCTBOBATL Ha3Ha-
YEHUIO NOMELLEHNS N HEe OKa3blBaTb NPSIMOTO UM KOCBEHHOMO OTPULLATE IbHOTO B/IUSHKS HAa pa6oTy 060pyAo-
BaHWS 1 NIeKapCTBEHHbIE CPeACTBa BO BPEMS UX U3rOTOB/IEHUS U XpaHEeHUs!.

3.4 Tpu NPOEKTUPOBAHMM 1 IKCTIyaTauum NoMeLleHunii crnegyeT npegycMoTpeTb MakCUMasbHYio 3allu-
TY OT NPOHVKAHUS B HUX HACEKOMbIX U/ XMBOTHBIX.

3.5 B nomeLleHnsi He [ONycKawTCs NULa, He MMelowe npaea AoCTyna B HUX. MPou3BOACTBEHHbIE,
CKNafcK1e NOMELLEHVS M OMELLEHWSI KOHTPOJIA KauecTBa He JO/IKHbI UCMO0JIb30BaTbCA A/151 CKBO3HOTO NMPoXoja
nepcoHana, He pa6oTAOLLErO B HUX.

Mpon3BoacTBEHHAA 30Ha

3.6 [N MMHMMU3auMn pucka ans 340p0oBbsA N0Aeil 13-3a NepekpecTHbIX 3arpsA3HeHnii npyu NPoM3BOACT-
BE HEKOTOpPbIX /IEKAPCTBEHHbIX CPEACTB, Taknx Kak ceHcubunmaupyowme Bellectsa (Hanpumep, NeHULUNIu-
Hbl) UM 6Gronorvyeckne npenapartbl (Hanpumep, M3 XMBbIX MUKPOOPraHW3MOB), criegyeT npeaycMoTpeTb
crneymasnbHble Y N30/IMPOBaHHbIe TEXHUYECKMe cpeacTBa (NnomelleHusl, 06opyaoBaHune, cpeacTsa 06CnyxumBa-
HMA 1 Ap.). B 0QHWX 1 TeX Xe NoOMeLLeHUsX He JonyckaeTcs NPOM3BOACTBO OTAE/bHbIX BUAOB aHTUOMOTHKOB,
HEKOTOPbIX FTOPMOHOB, LIUTOTOKCUHOB, CU/IbHOAENCTBYIOLNX IEKAPCTBEHHbIX CPeACTB U NPOAYKUUN HeEMean-
LIMHCKOr0 HasHavyeHus. B ncknuntenbHbIX cnydyasx nNpov3BOACTBO Takux npenaparosB [0MNycKaeTcs B O4HUX
NoMeLLEeHNsAX Npu pasfeneHnn LMKI0B MPOU3BOACTBA MO BPEMEHW, C cObGAAeHMEM crneuunanbHbiX Mep
npeLoCTOPOXHOCTU M NPOBEAEHMEM HEOBXOAUMOl aTTecTauny (Banugalumn). B 3gaHusix, UCNosib3yemMbix Ans
Npon3BOACTBa JIEKAPCTBEHHbIX CPeACcTB, He [AOMycKaeTcs NPOW3BOACTBO SA0B TEXHWYECKOro HasHayeHus
(nectMunpos 1 repbULUAOB).

3.7 MNnaHMpOBOYHbIE pELUEHUS MOMELLEHWA N0 BO3MOXHOCTM AO/DKHbI COOTBETCTBOBATbL JIOTMYECKON
nocnegoBaTesibHOCTM NPOM3BOACTBEHHbIX Onepauuii 1 obecneyrBaTh BbINOHEHNE TpeboBaHuii K UncToTe.

3.8 MnaHnpoBOYHble pelleHns paboymx 30H U 30H XpaHeHWUss BHYTPY NMPOM3BOACTBA AO/IKHbI 0b6ecneyu-
BaTb NnocriefoBaTes/IbHOE U NIOTMYHOE pasMelleHrie 060pyA0BaHMA 1 MaTepmanoB, CBOANTb K MAUHUMYMY PUCK
nepenyTbiBaHWA Pas3NyHbIX /IEKAPCTBEHHbIX CPEACTB WM UX KOMMOHEHTOB, NEPeKPecTHOro 3arps3HeHns u
OLLUMGOYHOrO BbINOJIHEHMSA UK MPOMNYyCcKa N6bIX onepauuii No NPOM3BOACTBY WU KOHTPOJIHO.

3.9 Ecnu ncxopgHble 1 nepBryHble YNaKOBOYHbIE MaTepuasibl, TPOMEXYTOUHbIE WU nepacgacoBavHbie
NpoAYKTbl NOABEPralTCsA BO3AENCTBUIO OKpYXalLlel cpefibl, BHyTPEHHWE NOBEPXHOCTU NOMeLLEeHN (CTeHbI,
nos 1 MOTOJI0K) AO/DKHbI ObITb FMAAKUMU, HE UMETb OTKPbITbIX COeAUHEHNI 1 TPELLVH, He BblAENATb YacTul n
[OMKHbI 06ecneynBaTb BO3MOXHOCTb 6eCNPensaTCTBEHHON 1 3hDEKTNBHOW YOOPKU 1 Ae3MHdEKLUN.

3.10 KOHCTpyKUuMs n pasmelleHne Tpy6, oCBETUTEIbHbIX NPUO60POB, 060PYAOBAHUS BEHTUAALUN U T. M.
He AO0/MKHbl MMeTb MECT, TPYAHOAOCTYMHbIX AAS OYUCTKU. [0 BO3MOXHOCTU WX O6CNyXMBaHUE [O/MKHO
OCYLLeCTBNATLCA C BHELUHEN CTOPOHbI NPOM3BOACTBEHHbIX NOMELLEHNIA.

3.11 Tpy6onpoBogb! A4/15 CTOKOB (kaHa/mM3auums) 4O/HKHbI UMEeTb HE0OX04UMbIe pasmepbl 1 6bITb 060pY-
[OBaHbl yCcTpoicTBaMu, NpefoTBpallalowmMMy o6paTHblil NoToK. CnegyeT nsberatb OTKPbIThIX Xenob6os. MNpu
Heo6X0AMMOCTIN OHU A0/MKHbI 6bITb HErNY6O0KUMU ANA yA06CTBA OUYUCTKU U fe3uHekuun.

3.12 B npou3BOACTBEHHbIX 30HaX, B 3aBMCMMOCTY OT BbINyCKaeMOoi NPOAYKLNM, BbIMOMHAEMbIX onepa-
unin 1 TpeboBaHUii K OKpyXatoLLei cpege, cnegyet npegycMaTpuBatb 3eKTUBHY CUCTEMY BEHTUNALNM C
obecnevyeHnem Tpebyemoii Temnepartypbl U. MPY HEOBGXOAMMOCTU, B/IAXHOCTU U OUUCTKM BO3AyXa.

3.13 VicxogHble MaTepuasibl B3BELIMBAKT, Kak NpaBw/io, B cneunasibHO 060pyAOBaHHbIX ANA 3TOro
NoMeLLeHNsAX.

3.14 Ecnu BbiNosiHeHVe paboTbl COMPOBOXAAETCH BblAe/IEHUEM MbiIM (Hanpvumep, npu oT6ope npoob,
B3BELUVBAHUW, CMeELUeHUW, MPOU3BOACTBEHHbLIX OMepauusx U ynakoBKe CyXux MpOAYKTOB), TO Heo6XxoAnMOo
npeaycMoTpeTb Mepbl N0 NPeAOoTBPaLLEHUI0 NePEKPECTHONO 3arpsA3HEHUsA 1 NPOBELEHNI0 OUUCTKM.

3.15 MMpwu npoekTnpoBaHun (B T. Y. pa3paboTke MIAHWPOBOYHBIX PELLUEeHNIA) NOMELLEHWA A1 YNaKkoBK/
neKapcTBeHHbIX CPeACcTB criegyeT npedycmarpusaTb cneumanbHble Mepbl NPOTUB NepenyTbiBaHUA UK nepe-
KPEeCTHOro 3arpA3HeHns MaTtepuasnos 1 NPoayKLuuK.

6
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3.16 Mpon3BoACTBEHHbIE MOMELLEHNA AOKHbI 6bITb XOpOoLo ocBeLlleHbl, 0CO6EHHO B MecTax BbIMOsIHe-
HUA BN3YasIbHOIO KOHTPO/IA.

3.17 BHyTpMﬂpOMSBOﬂ,CTBeHHbIVI KOHTPO/1b MOXET NnpoBOoAUTbCA B 30HE NnpoussoAcTBa, €C/im 3TO0 He
co3gaeT nomMmex Ana TexXxHos1orn4eckoro npouecca.

30HHbI CKnagunpoBsaHusa

3.18 30HbI CKNAAMPOBaAHUS AO/MKHbI ObITb 4OCTATOYHOM BMECTUMOCTM AN 06ecneyeHns Haanexallero
XpaHeHUs pasNNyHbIX KaTeropuii maTepuanos 1 NPoAyKUUN (MCXOAHOTO CbiPbS M YNAKOBOYHbIX MaTepuasios;
NPOMEeXyYTOYHON, HepacthacoBaHHOM 1 TOTOBOW NPOAYKLMU: NPOAYKLMUW, HaxoAsLencs B KapaHTUHe, paspe-
LLIEHHOM ANA BbiNyCKa, OTKNOHEHHOW, BO3BPALLEHHOW WA 0TO3BAaHHON NPOoAYyKLWK).

3.19 MNpu npoekTMpoBaHUn 1 opraHu3auun 30H CKlagnmpoBaHusa crefyeT npefycMmarpusath Hanexa-
LMe ycnoBusa XpaHeHusl. 30HbI CKNaAnpoBaHns A0MKHbI ObiTb YACTBIMK, CYXMMU U UMETb TpebyeMblli Temne-
paTypHbIii pexum. MNpu HeobxoanmMocTu cnedyeT obecneumsaTb cneLmasbHble YC0BUA XpaHeHns (Temnepa-
TYpY, BN@XHOCTb U T. M.) U UX KOHTPOSb.

3.20 B 30Hax Npuemku 1 Bblgayn matepuasios 1 NpoaykuMn fosmkHa OblTb obecrneyeHa ux 3awura ot
He61aronpuATHbLIX NOrOAHbIX YC0BUIA. MNPOEKT 30HbI MPUEMKUN JODKEH NpeAycMaTpmMBaTb O4MCTKY YNakoBOK C
nocTtynawoLwmMmy matepuanamn nepes nx cKknagmpoBaHnem.

3.21 Ecnu pexuM kapaHTuHa obecrneunBaeTca XxpaHeHneM npogyKLummn B pasae/ibHblX 30HaX, TO 3TU 30HbI
[OKHBI UMETb YeTkoe 0603HayYeHune. [1ocTyn B HUX [0/MKEH ObiTb pa3peLleH TO/IbKO Muam, UMeLMM Ha 3T
npaso. /llobas gpyras cuctema, 3ameHsaowas uanyeckoe pasgeneHne, fo/mKHa obecneynsartb 3KBUBAIEHT-
Hylo 6e30nNacHOCTb.

3.22 OT60p Npob MCXOAHBLIX MaTepuasnioB, Kak NpaBuo, cnesyeT BbiNOMHATL B OTAENbHON 30He. Mpu
oT6ope Npob B CKNAACKON 30He HEOO6XOAMMO MPUHATL MEPbI NPOTUB NPAMOr0 UK NEPEKPECTHOrO 3arpA3HeHNS.

3.23 OTKNOHEHHble, O0TO3BaHHbIE WM BO3BPALLEHHbIE MaTepuasbl U NPOAYKUNIO cnefyeT XpaHuTb B
N30/IMPOBAHHbIX 30HaX.

3.24 CwunbHoAelicTBYyOLWME BelecTBa 1 npenapaTbl AO/HKHbI XpaHUTLCSA B 6€30NacHbIX N OXpaHAeMbIX
noMeLLeHnsAX.

3.25 Cnepgyet obecneuntb HagexHoe 1 6e3onacHoe xpaHeHve nevaTHbIX MaTepnasnoB BBUAY UX KMtoye-
BOVi PONW B NOATBEPXAEHUN UAEHTUYHOCTU IeKapCTBEHHbIX CPeACTB.

30HbI KOHTPO/IA KayecTBa

3.26 Kak npasuno, nabopaTopun KOHTPONS KayecTBa AO0/DKHbI ObiTb OTAENEHbl OT MPOU3BOACTBEHHbIX
nomeLleHnii. 3To 0COBEHHO BaXKHO 4715 1abopaTopuii KOHTPONS BUONOTUYECKNX, MUKPOBMONOTNYECKNX Npe-
napatos WK pPagnon3oTonoB, KOTOPble Takke [O0/MKHbI ObiTb OTAENEHb! APYT OT Apyra.

3.27 TpOoeKT KOHTPO/IbHLIX /labopaTopuii AO/HKEH COOTBETCTBOBATb TPEOOBAHUSAM K BbINOMHSAEMbIM B
HUX onepauusm. Mnowaab nabopaTopuii f4o/mKHA OblTb AOCTATOYHON ANA WUCKAOYEHWUA nepenyTbiBaHWsA ©
NepekpecTHOro 3arpsA3HeHns, a Takke 415 XpaHeHns 06pasLoB U NPOTOKO/OB.

3.28 [na pasMelleHns 4yBCTBUTE/NbHbIX MPUOOPOB, HYXAAOLWMUXCA B 3alMTe OT 3/1eKTPOMarHUTHbIX
nonei, BubpaLnmn, NOBbLILEHHON BNAXHOCTU WAN APYTUX BHELIHMX (haKTOPOB, MOryT ObiTb MpeaycMOTPEHbI
oTAe/IbHble MOMELLEHUSA.

3.29 Ocobble TpeboBaHMA NpeabsaBAATCA K nabopaTopusiM, B KOTOPbIX MPOBOASATCS paboThl ¢ 06pas-
Luamu cneunduyecknx BelecTs, Hanpumep, 6UONOrMYECKUMN NN PAANOAKTUBHBIMU MaTepuanamu.

BcnomoraTtesibHble 30HbI

3.30 KomHaTbl 0TAbIxa M Nprema NuLLy J0MKHbI 6bITh OTAEeHbl OT NPOU3BOACTBEHHbIX NMOMELLEHUA.

3.31 TMomelyeHns A8 NepeoAeBaHusi W XpPaHEHUS OAEXAbl, TyaneTbl W AylleBble LO/KHbl UMETb
YAO0G6HbI OCTYN, UX NIAHUPOBKA U pasMepbl A0/HKHbI COOTBETCTBOBATL YMC/IEHHOCTU NepcoHana. He gonyc-
KaeTcsi BbIXOA 13 TyasieTOB HenocpeACTBEHHO B MPOM3BO/ACTBEHHbIE UMW CKNAACKNE 30HbI.

3.32 PeMOHTHbIe y4acTKn LOIKHbI ObITb, MO BO3MOXHOCTU, OTAE/EHbI OT NMPON3BOACTBEHHbIX NOMeLlle-
HUA. Mpy HEOGXOAMMOCTY XPaHEHUs! 3anacHbIX YacTell U UHCTPYMEHTOB B 30He NMPOU3BOACTBA A0/KHbI 6biTh
npeAycMoTpeHbl cnelnanbHbie NOMeLeHUst UK LWkagbl.

3.33 lMomeLLeHus 415 cofepXaHust XUBOTHBIX A0/DKHbI ObITh N30IMPOBaHbl OT OCTaJIbHbIX 30H. 060pY-
[l0BaHbl OTAE/IbHLIMU CUCTEMAMU MOATOTOBKM BO3A4yXa U OTAE/bHbLIM BXOLOM.

O6opyaoBaHue

3.34 KOHCTPYKLWsi, MOHTaX W NOPSALOK TEXHUYECKOrO 06Cy)XMBaHUS 060pyA0BaHUA [O/KHbLI COOTBET-
CTBOBaTb €r0 Ha3HAYeHUIO.
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3.35 PaboTbl MO PEMOHTY N TEXHWYECKOMY OOCNYXMWBaHUI0O 060pyAOBaHWS He AOJ/DKHbl OKasbiBaTb
OTpULATE/ILHOTO B/IMSIHUA Ha KayeCcTBO NPOAYKLUN.

3.36 KOHCTpyKUMSi MpoM3BOACTBEHHOrO 060pyA0BaHNS A0/MKHA 06ecneunBaTh y406CTBO U BO3MOXHOCTb
ero O4YnUCTKW. Onepame Mo OYUCTKe 060py,£l|OBaHI/IFI AO0/DKHbI BbINO/MHATLCA B COOTBETCTBUUN C HO,quﬁHbIMVI
NUCbMEHHbIMU UHCTPYKUusimu. O60opyLoBaHue criefyeT coaepXaTb B CYXOM U YUACTOM COCTOSIHUN.

3.37 VIHBeHTapb 1 MaTepuasibl A1 OUNCTKN He AODKHbI ObITb CTOYHUKAMU 3arpsA3HEHUS.

3.38 O6opyLoBaHMe AOMKHO OblTb YCTAHOB/IEHO Tak. YTOObI, MO BO3MOXHOCTU, UCKNIOUYNUTb PUCK 3arpsis-
HEHUSI WU BbINOJTHEHMSA OLINOOYHBIX AeACTBUIA.

3.39 TexHonornyeckoe o060pyAoBaHNE He AO/MKHO BAWATH HA KayecTBO MPOAYKLMW W NpeacTasnsTb
KaKy-/1160 onacHOCTb. YacTu TEXHOIOTMYECKOro 060py10BaHUS, KOHTAKTUPYHOLLME C NPOAYKLUEN, He [ODKHbI
BCTynaTb C Heli B peakuuio, BblAeNsaTb unm abcopbupoBaTtb BELWECTBA, OKasbiBalLLNe BIMSHME HA Ka4ecTBO
NpoAayKLMK, B Takoli CTENEHU, YTOGbI 3TO MOT/1I0 NPeACTaBAATb ONACHOCTb.

3.40 MorpelwHocTb NPUGOPOB AN U3MEPEHNS MaCChl U APYroro N3MepuTeibHOro 060pyA0BaHNs 40XK-
Ha COOTBETCTBOBaTb NMPOU3BOACTBEHHbLIM U KOHTPOJ/IbHbIM onepaunam, B KOTOPbIX OHXN UCNO/b3YHOTCA.

3.41 MMepuoAnYHOCTb KanMbpOoBKM (MOBEPKU) N3MEPUTESbHBIX, PETUCTPUPYIOLLMX, KOHTPOJIbHbLIX NPU60-
poB 1 060pyAoOBaHNs ONS M3MEPEeHWs MacChl AO/HKHA COOTBETCTBOBATb YKa3aHHOW B COOTBETCTBYHIOLLUMX
MeToaukax. Pe3synbTaTbl KaMbpoBkM (NOBEPKM) AO/KHbI BbiTb JOKYMEHTUPOBAHbI.

3.42 CrauuoHapHble Tpy60onpoBoAbl A0/MKHbI GbiTb MapKMpoBaHbl C ykaszaHWeM MpoXo4swuX No HUM
BELLEeCTB U. ecsin TpebyeTcs, HanpaB/ieHMs noToka.

3.43 Cuctembl Tpy6OMpoBOAOB A7 BOAbl OUULLEHHOV U BOAbl ANSt MHBEKUWI (AUCTUNNMPOBAHHOWM,
[EeVNOHN30BaHHOM 1 ap.) cnegyeT o6pabaTbiBaTb B COOTBETCTBUM C MHCTPYKLMSMU, B KOTOPbIX YKa3aHbl YPOBHU
[AelicTBUS N0 MUKPOBHOMY 3arpsi3HEHUIO U TpebyeMble KOPPEKTUPYOLLME MEpBI.

3.44 HewncnpaBHoe 060pyA0BaHNE [OMKHO ObiTb U3BATO U3 30HLI NPOM3BOACTBA M KOHTPO/IA KavyecTBa
1AM 0603HaY€HO COOTBETCTBYHOLMM 06pas3oMm.

4 [oKymeHTauumA

MpuHymnbl

MpaBWbHO cocTaB/ieHHas [OKyMeHTaUuMs SABASETCA BaXHOI YacTblo cUCTeMbl o6ecneveHns kadyecTsa.
YeTkoe ohopMIEHNE [OKYMEHTALMUN NO3BOSIET NPELOTBPATUTL OLIMGKM, BO3MOXHbIE NPW YCTHOM OGLLEHUU,
1 npocneauTb BCe 3Tanbl NPOM3BOACTBA KOHKPETHOW cepun npoaykuuu. Cneundukanum, npombiWIeHHbIe
pernameHTbl, UHCTPYKLUW, METOAMKM U MPOTOKO/1bI CEPUU MPOAYKLMN AO/KHBI 6bITh OOPMIEHBI HAA/IEXALLMM
06pa3oM 1 He [OKHbI COAEPXKATb OLLIMBOK.

Ob6ume nonoxeHus
4.1 Bupabl [,OKYMEHTOB

cneundukauns (specification): JoKymMeHT, cofepxalwuii Tpe6oBaHNA K maTepuanam 1 NpoayKTam,
MCnosib3yeMbiM UK NoslyvyaemblM Npu NPOV3BOACTBE, ABNSAIOLMIACA OCHOBOW 717 OLeHKN kayecTBa 1eKkapcT-
BEHHbIX CPeACTB.

NPOMbILWIEHHbIA pernameHT, TexHonormyeckas MHCTPYKLMS M MHCTPYKLMA NO ynakoBke (manu-
facturing formulae, processing and packaging instructions): [JokymeHTbl, onpeAensioLne Bce NCnosb3ye-
Mble NCXOAHblE MaTepuasbl 1 onepauuy No NPoOn3BOACTBY UM YNakoBKe NMPOAYKLMM.

WHCTPYKUUA, MeToguka, npoueaypa (procedure): JOKyMeHT, cofepxallnii ykazaHnsi N0 BbIMOSHEHUIO
OTAEeNbHbIX BUAOB onepauuii (Hanpumep, No 04YNCTKe, NepeoAeBaHnio, KOHTPOJIIO OKpyXatoLeii cpeabl, oT6opy
npo6, NpoBeAEeHNI0 UCTbITAHUIA, aKCnyaTauum 060pya0BaHNS).

npoTokon Ha cepuio (record): [lokyMeHT, OTpaxatoLuii Xo4 NPON3BOACTBA KaXKA0M cepun NpoayKuuu,
B T. Y. paspeLleHne Ha ee peannsaunio, n Bce dakTopbl, BAUSIOLME HA KAYEeCTBO FOTOBOI NPOAYKLUN.

4.2 CnepyeT BBECTM YeTKyl0 cucTeMmy paspaboTku, OohopmMIeHMs, pacnpocTpaHeHus U nepecMmoTpa
[OKYMEeHTOB. [lo/keH 6biTb YCTAHOBMEH MNOPSAOK UX BblAaun, BHECEHUS U3MEHEHWUN U U3BATUSA. [JOKYMEHTbI
[OMKHbI COOTBETCTBOBATL PErUCTPALMOHHOMY A0CHE.

4.3 [lokyMeHTbl AO/KHbI OblTb NOANMCaHbl U YTBEPXAEHbI NMLAMU, MMEKLWMMU MpaBo NoAnucK, ¢
yKasaHvnem fartbl.

4.4 [lokyMeHT He [OJ/DKeH AonyckaTb ABYCMbIC/IEHHOTO TO/IKOBaHWA. HasBaHue, BMA W HasHauyeHue
[OKYMeHTa [0/KHbl ObITb YUETKAMU 1 ACHBIMU. [lOKyMEHT AO/MKEH MMETb IOTUYHYI0 CTPYKTYpPY, obecneynBsato-
LY NPOCTOTY €ro NpoBepkn. Konum ¢ fOKYMEHTOB AO/MKHbI ObiTb ACHLIMU 1 YEeTKMMKU. CNOCO6 CHATUS KOMNWIA
C paboynx JOKYMEHTOB JO/DKEH UCK/THOYATb BO3MOXHOCTb MOSIB/IEHNSA OLINOOK.
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4.5 [loKyMeHTbI criefyeT perynsipHo nepecMaTpuBath 1 akTyaimsmposaTtb. Mpu nepecMoTpe JoKyMeHTa
Heo6X0AMMO UCK/THUYNTL UCMONb30BaHME ycTapeBLUeli BepCuu.

4.6 He ponyckaeTcsi ohopmMIeHe AOKYMEHTOB B PyKONWCHOM Buae. Mpu HEOGXOAMMOCTU AaHHble B
[OKYMEHT BHOCAT YETKMM, Pa3GopyUMBbIM MOYEPKOM TaK. UTOObl BHECEHHbIE faHHble HeNb3s 6bl10 yAanTb.
[nsi BHECEHUA AaHHbIX B AOKYMEHTE AO0/HKHO ObITb NPeAyCMOTPEHO A0CTaTOYHO CBOGOAHOIO MecTa.

4.7 Tlpn BHECEHUN U3MEHEHUI B JOKYMEHTbI crefyeT NpocTaB/isATh AaTy BHECEHWUS U3MEHEHWS W Noa-
nucb Nnua, caenaswero aTo uameHeHve. Mpyu HEO6XO0AMMOCTU CriefyeT yKa3aTb NPUYMHY BHECEHUS] U3MEHe-
HWIA. BHECEHHbIE N3MEHEHMWS HE A0/KHbI MPENSTCTBOBATL BOCNPUSITAIO UCXOLHOIO TEKCTA.

4.8 TpoToKosibl creayeT othopMIsSTb OHOBPEMEHHO C BbINOSIHEHUEM COOTBETCTBYHOLLMX AEACTBUIA TakuM
06pa3om, 4To6bl MOXHO 6bI/10 NPOCeANTL BCE OCHOBHbIE ONepaLymn Npu NPou3BOACTBE /IEKAPCTBEHHbIX CPECTB.
MpoToKosibl CrieAyeT XpaHUTb HEe MEeHee OAHOr0 rofa Co AHsSI OKOHYaHUsi CpoKa roAHOCTU FOTOBOV NPOAYKLMM.

4.9 3anucb AaHHbIX MOXET BbINMOMHATLCS C UCNOMb30BAHWEM 3/1IEKTPOHHOW TEXHUKK, (poTorpaduposa-
HUSI UKW A PYTUX CPEACTB, 06ecneynBaLL X HagexXHoe XpaHeHue nHhopmaLm B COOTBETCTBUM C UHCTPYKLUUSA-
MW MO UCMOMb30BaHUIO 3TUX cpeacTB. CrefyeT NPOBEPSITb TOYHOCTL 3anuceil. Mpu BegeHUN OKYMeHTaLUn B
3/1eKTPOHHOM BUWAe NpPaBo A0CTyna WM W3MEHeHUs faHHbIX B KOMMblOTEPE MOIYT MMETb TOSIbKO Nuua C
COOTBETCTBYHLMMY MOJTHOMOUMUSMU, NPU 3TOM C/ieyeT BECTU NPOTOKOS USMEHEHWIA N N3BbATUIA. [N orpaHu-
YyeHust OoCTyna K 3/1eKTPOHHOW 6a3e AaHHbIX CrieflyeT UCno/b30BaTb CUCTEMY Naposiei Uam Apyrux cpeacTs;
BHeceHWe 0c060 BaXKHbIX JaHHbIX AO/HKHO NPOBEPSATLCA HE3ABUCKMbIM CNOCO60M. Mpu XpaHeHUN NPOTOKO/I0B
Ha cepuu NpoAayKuuuM B 3/IEKTPOHHOM BMAE A/1A 3alWMTbl OT NOTEPM MHOpMaLMM Heo6XxoAMMO co3gaBaTb
pe3epBHble KOMWM Ha MarHUTHbIX HOCUTENsIX, MUKpodmabMax, Gymare WM WHbIX HAAEXHbIX cpeacTBax. B
nepuog, XpaHeHusl 3T AaHHble LO/IKHbI GbITb AOCTYMHBLIMU.

O6s3aTtenbHas gOKyMeHTauus

Cneundukaymm

4.10 Cneuyudmkaumny cocTaBnsTCA U YTBEPXAATCA Ha UCXOAHbIE, YNaKoBOYHbIe Matepuasbl 1 roTo-
BYI0 MpoAykuuio. MNpn Heo6XoAMMOCTN COCTaBNATCA cneundukalm Ha NPOMEXYTOUHYI0 U nepactacoBaH-
HYI0 NPOAYKLMIO.

CneuundukaLnum Ha UCXO4HbIE U YNAKOBOYHbIe MaTtepuansl

4.11 Cneundmkauuy Ha NCXOAHbIe MaTepuasbl, NePBUYHYIO YNAKOBKY UM NeyaTHble MaTepuasibl 4OXK-
Hbl BK/IOYaTb B Ce65 crnefylolne AaHHbIe:
a) onucaHue maTepvasos, B T. ..
- HavmeHoBaHue 1 BHYTPU3aBOACKON KOA,
- CCbI/IKY Ha thapmakoneiHyto cTaTbio (Mpy ee Hasmunm);
- HavMeHoBaHWe YTBEPXAEHHbIX NOCTaBLUMKOB W, MO BO3MOXHOCTU, MEPBUYHOrO NPOU3BOAUTENSA
martepuanos;
- obpasel, neyaTHbIX MaTepuasios:
b) MeToAuku oT6opa Npo6 v NPOBELEHUS UCNbITAHWUI UK CCbINIKU HA COOTBETCTBYIOLLME METOAUKN:
C) KO/IMYeCTBEHHbIE U KaYeCTBEHHbIE XapakTePUCTUKN C yKasaHueM AoNyCTUMbIX Npeaesos;
d) ycnoBusi xpaHeHus U Mepbl NPeAOoCTOPOXHOCTY;
€) MakCMMasibHblli CPOK XpaHeHWs 40 NOBTOPHOrO KOHTPOS.

CneunduKayMm Ha NPOMEXYTOUHYI0 1 HepactacoBaHHY0 NPOAYKLNIO

4.12 Cneuyudurkaumm Ha NPOMEXYTOUHYIO U HepactacoBaHHy NPOAYKLMIO COCTaBASAIOTCA NPy NOCTYynN-
NIeHNn ee Ha npeanpuaTue, peanu3aunmn Wan UCNob30BaHUN NPOMEXYTOUYHOW MPOAYKLMMN NPU OLEeHKe kade-
CcTBa rOTOBOW MpoAyKuMn. 3T cneumdurkaumm AOMKHbI 6biTb aHaIOMMYHbl cneundrkaunsam Ha UCXOLHble
mMaTtepuanbl WAN FOTOBYIO MPOAYKLMIO B 3aBUCMMOCTM OT XapakTepa WCMNonb30BaHUS NPOMEXYTOYHOU Uin
HepactacoBaHHON NPOAYKLMN.

CneunduKaumm Ha roToByl NpoayKLuio

4.13 Cneundmkaummn Ha rotoByto NpoAyKLMI0 AO/KHbI BKIOYATL B cebs cnegylowime AaHHble:

a) HavMeHoBaHue MpoAykuuu u kog, (Mpy HeobxoauMocCTK);

b) cocTaB npenaparta Wau CCbl/IKYy Ha COOTBETCTBYHOLNI [OKYMEHT;

C) onucaHue nekapcTBeHHON hopMbl U flaHHble 06 ynakoBke;

d) meToauku oT6opa NPo6 U NPOBEAEHUSI UCNbITAHWIA (UM CCbINKN Ha HUX);

€) KO/MYeCTBEHHbIE U KAYeCTBEHHbIE XapaKTePUCTMKN C ykazaHneM A0NyCTVMbIX NPeaesos:

f) ycnoBus xpaHeHus u ocobble Mepbl NPEAOCTOPOXHOCTN Npu 06palLeHny ¢ npenapaTom (Npu Heob6xo-
anmocTn);

[1) CPOK rofjHOCTMW.
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ﬂpOMbILIJl'IeHHbIVI pernaMmeHT N TeEXHONOrn4yeckne NMHCTPyKUnun

[ns kaxporo Buga npoAykuun v pasmepa cepvun NpoAyKuuu Jo/mKeH 6biTb paspaboTaH u yTBepXAeH
NPOMbILLUSIEHHbIV perfameHT.

MPOMBbILLNEHHBIV pernameHT BkIoYaeT B cebs faHHbIe 0 MPOAYKTE U TEXHOIOTMYECKNe UHCTPYKL UK.

MpPOMBbILLNEHHBIVE pernaMeHT MOXeT cofiepxaTb UHCTPYKLUM N0 yNakoBke 1 Apyrue pasgessbl.

4.14 [aHHble 0 NPoAyKTe BKIOYAlOT B Cebs:

a) HaMMeHOBaHWe 1 KOf B COOTBETCTBMM CO cneundnkalmei;

b) onucaHve nekapcTBEHHON hOpMbI, €e A03MPOBKN U pasMep cepuu;

C) nepeyeHb BCEX WCXOAHbIX MaTepuanoB C TOYHbIM HaUMEHOBAaHWEM B COOTBETCTBUWM C MPUHATOMN
HOMEHKaTypoWi 1 yka3aHnem nx KogoB, a Takke ykasaHneM BCexX BeLecTB, KOTOpble MOryT Npeobpa3oBbiBaTh-
CA B X0fe TEXHO/IOMMYECKoro npotecca;

d) oxmaaemblil BbIXO[, roTOBOV NPOAYKLMUM C yKa3aHWeM AONYCTUMbIX NPeAesioB 1 BbIXO NPOMEXYTOY-
HbIX NPOAYKTOB (Mpy HEO6X0ANUMOCTH).

4.15 TexHOnormyeckme MHCTPYKL MU BKNOYAIOT B Ce65:

a) fJaHHble 0 MecTe HaxoXAeHnss NPON3BOACTBA U OCHOBHOM 060pYAO0BaHWN:

b) WHCTPYKLMU NO NOArOTOBKE OCHOBHOIO 060pPYA0BaHMA (Hanpumep, no 04ncTke, cbopke, KaNMbpoBKe
(noBepke), cTepunn3aLmn) NN CCbISIKU Ha HUX;

C) nogpobHoe nocTaguiinoe onucaHne TeXHOOrMYECKOro npouecca (HanpuMmep, No KOHTPOJIK MaTepu-
anos, npegaputenbHOi 06paboTke, NocnefoBaTelbHOCTY BHECEHWS MaTepuasioB, BPEMEHU NnepemMelunBa-
HWS. Temnepartype v T.4.);

d) onucaHue Bcex BUA0B BHYTPMNPOM3BOACTBEHHOIO KOHTPOSA C yka3aHWem A0onyCTUMbIX Npeaesnos;

B) YCNOBMWA XpaHeHWsa HepacacoBaHHON NpoAykummn (B T. Y. TpeboBaHMA K ynakoBke, MapKupoBKe) 1
cneymnasibHble YCoBNUS XpaHeHus (Mpu HEOBX04MMOCTN);

0 cneumanbHble Mepbl NPeAO0CTOPOXHOCTY.

MHCTPpYKLUM NO ynakoBke

4.16 [AnA kaxgoro suga Nnpoaykuuu, pasmepa v Buga ynakoBKM AO/DKHbI ObITb pa3paboTaHbl U YyTBEPX-
[JeHbl VHCTPYKLMM NO YNaKoBKe, KOTopble A0/IXHbI BKIOYaTb B Ce6S:

a) HavMeHOBaHWe NPOAYKLMH;

b) onucaHue ee nekapcTBEHHON DOpMbl U f,03UPOBKK (MPWU HEOBXOAMMOCTW);

C) KO/IMYeCcTBO MpOAyKTa B OKOHYaTE/bHOW YNakoBKe, BblpaXXEHHOEe B efuHMLaX U3MepeHus (LUTykax,
mMacce uan obbeme);

d) nepeyeHb BCeEX YNakOBOYHbLIX MaTepuasioB, HEOOXOAUMbIX AN Cepun MPoAyKLuMU CTaHJapTHOro
pasmepa, B T. Y. KO/IMYECTBO, pasmMep W TUM YNakoBOYHOIO Marepuasa C ykasaHMeM Kofa Wi Homepa B
COOTBETCTBMM C UX cneuudnkalmei;

e) obpaseL, UIv Konuio COOTBETCTBYIOLLIETO NeYaTHOro ynakoBo4yHoro marepuasna (npy HeobxoammocTn)
1 06pasLbl C ykazaHMeM MecTa HaHeCeHUsi HoMepa Cepun 1 CpokKa rofHOCTU NPOAYKTa;

0 cneunasibHble Mepbl MPeAOCTOPOXHOCTW, B T. Y. TWATEsIbHYIO NPOBEPKY 060pyA0BaHUS U 30HbI
yNakoBKM, rapaHTUpyoLLe YNCTOTY YNakoBOYHON NMHUW nepes Hayanom paboTsl;

[) onucaHue npouecca ynakoBkuM CO BCEMU OCHOBHbIMW BCOMOraTeibHbIMK onepauusMu 1 UCnosnb3ye-
MbIM 060pyf0BaHNEM,;

h) noapobHoe onucaHve nposefeHVs BHYTPUNPOU3BOACTBEHHOIO KOHTPOAS, B T. Y. MOPSA0K oT6bopa
npo6 1 ykasaHue fonyCcTUMbIX Npeaesnos.

JononHutensHo MoryT 6bITb pa3paboTaHbl Apyrne [OKYMEHTbl, KOHKPeTU3VpYoLwme NooXeHns npo-
MbILL/IEHHOTO pernameHTa.

[MpoTOKO/bI Ha Ceputo NMPoAYKLUN

4.17 Ha Kaxayt cepuio NpoAyKLuM COCTaBsieTCs NPOTOKON (MPOTOKOM Ha cepuio npoaykuum). MpoTto-
KOJIbl XPaHATCS B YCTAHOB/IEHHOM MopsiiKe. MNPOTOKO/Ibl A0/KHbI 6biTb COCTAB/IEHbI B COOTBETCTBUM C NPOMBbILL-
NIEHHLIMW perfiaMeHTaMy ¥ TEXHONOTMYECKAMN MHCTPYKUUSMU. MeTofuKa COCTaBeHUsl NPOTOKO/IOB AO/KHA
UCK/TI0YaTb OLIMGKM MpW KX 3anofIHEHUW. B npoTokosie fo/mkeH 6biTb ykasaH HOMep Mpov3BeeHHOl cepum
npoayKuuK.

Mepeq Hauanom N6oro TEXHOIOMMYECKOTo NpoLecca He06X0AMMO MPOBEPUTL M OhOPMUTL MPOTOKOS O
TOM, 4TO 060pyAOBaHNE 1 paGouee MECTO HaXOAATCS B UUCTOM COCTOSIHUM, HE COAepXaT OCTaTKOB npeablay-
LLero NpoAyKTa, fOKyMeHTaUUu 1 MaTeprasnoB, He OTHOCSLLMXCS K JaHHOMY NpoLieccy, U ToTOBO K UCMO/b30-
BaHMI0.

MpOTOKO/ Ha CEpUI0 NPOAYKLMM [O/MKEH BKOYaTh B cebsi criedylowme AaHHble:

a) HauMMeHoBaHVe NpPoayKTa;
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b) paTy v Bpemsa Hayana v OKOHYaHWA OCHOBHbIX MPOMEXYTOUYHbIX 3TAMOB U NO/IHOTO TEXHO/I0TMYECKOro
npowecca;

C) hamunnio N nHUUManbl COTPyAHWKa, OTBETCTBEHHOIO 3a BbIMO/IHEHWNE KaxkOW Npov3BOACTBEHHON
craguu;

d) dhamunuio(n) n uHMUMansl onepatopa(os), OTBETCTBEUHOrO(bIX) 38 OCHOBHbIE CTaAMN NPOU3BOACTBA,
a Takke hamuaMnm 1M MHULMAaNbLl L. MPOBEPSIBLUMX BbINOMHEHWE KaXAoi U3 aTux onepauuii (Hanpumep,
B3BELLMBAHUSA);

e) Homep cepun Wnunm HOMep aHanu3a, a Tawkke (pakTMyecKkoe KOJIMYeCTBO B3BELLEHHbIX WUCXOAHbIX
matepuanos, B T. 4. HOMEpP Cepun N KOUYECTBO J06ABMEHHbIX PEreHepupoBaHHbIX UK nepepaboTaHHbIX
maTepuanos:-

f) oCHOBHble TexHo/OrMYeckne onepauun unmn gericTeus, a Takke OCHOBHOe 060pyAoBaHue;

) NPOTOKO/bl BHYTPUNPOU3BOACTBEHHOTO KOHTPOIS C yKa3aHneM UCNOHUTE e 1 NONyYeHHbIX pesy b-
TaToB;

h) BbIX0A, NPOAYKLMU, NOMYYEHHOI HA OCHOBHbIX MPOV3BOACTBEHHbIX CTAAUSX;

i) nogpo6Hoe onucaHve NO6bIX OTKNOHEHWU A OT MPOMBILIEHHOTO pernaMeHTa n TeXHONOTNYECKNX WH-
CTPYKUWiA, NOANNCAHHOE OTBETCTBEHHBIM SINLOM.

3Ta nHhopmaumsa ochopmaseTcs AOKYyMEHTaNlbHO OAHOBPEMEHHO C BbIMOSIHEHMEM COOTBETCTBYIOLLEN
onepaumn. MNMPOTOKOA Ha Cepuio NMPOAYKLMN NOANMNCLIBAETCSA NMLOM, OTBETCTBEHHBIM 3a NMPOBELEHHbIA TEXHO-
NOrMYecKnii npouecce, ¢ ykasaHwem Aartbl.

MpPOTOKO/bI HA YNaKoBKY CEepun NpoayKunm

4.18 [nA Kaxoi cepun uam 4actu cepum NpPoAyKUMM LOMKHbI COCTaBMSTLCA NPOTOKO/Ibl HA YNakoBKy,
KOTOpble XpaHATCA B YCTAHOBMIEHHOM nopsake. MPOTOKOMbI fO/MKHbI OblTb OCHOBaAHbI Ha AEWCTBYIOLNX WH-
CTPYKLMAX NO ynakoBke. MeToAnka cocTaB/ieHWsi MPOTOKOIOB OJKHA UCKYaTh OWNGKM NpU 3anonHeHnn. B
MPOTOKONax ykasblBalOTCA HOMEP Cepymn 1 KONMYEeCTBO HopactacoBaHHOW NpoAyKL My, NoAnexatlyeli ynakoske,
a TakKe HOMEpP CEpPUM U NIaHMPYEMOE KOMIMYECTBO FOTOBOI NPOAYKL UK.

Mepea Havyanom Mo6oi ynakoBOYHONM onepauyn Heo6XxoarMo NPOBEPUTL U 0DOPMUTL MPOTOKOST O TOM,
4yTO 06opynoBaHMe U paboyee MeCTO HaXoAATCSH B YACTOM COCTOSIHUW, HE COAepXaT OCTaTKOB npefblayLiero
npoAaykTa, AOKYMEHTaLuun 1 MaTepmanos, He OTHOCALLMXCS K JaHHOMY NPOLECCY, U TOTOBbI K UCMOJIb30BaHUI0.

MpPOTOKOMbI HAa YNaKOBKY CepyM NPOAYKLMU AO/MKHbI BKIIOYATb B ce65 cneaytolime AaHHble;

a) HaumeHoBaHWe NPoAyKTa,;

b) paty (bl) 1 BpeMs onepauuii No ynaKkoBKe;

c) hamunuu v nHULManbl NMua, OTBETCTBEHHOTO 3a YNaKOBKY;

d) dhamunum n nHMUMansl ynakoBLLMKOB A5 pasfnyHbIX CTaanii ynakoBKuy;

€) NpPOTOKO/Ibl NPOBEPKM COOTBETCTBUS YNaKOBKM TPe60BaHUSAM HCTPYKLMIA MO yNnakoBKe, B T. Y. pesysib-
TaTbl BHYyTPUNPOM3BOACTBEHHOTO KOHTPONS;

f) noApo6Hble faHHble O BbINOSIHEHUM onepauuii No ynakoBke, B T. Y. CCbIJIKM HA UCNOb3yemMoe 060py-
[loBaHWe 1 ynakoBOYHbIE TMHUN;

) o6pasubl NeyaTHbIX MaTepuanos, B T. 4. 06pasLibl C 0603HAYEHNEM HOMEpPA CEPUN, CPOKA FTOLHOCTU 1
no6oli 4oN0HUTENbHON MHopMaLuK;

h) noapo6Hoe onucaHwe N6bLIX OTKNOHEHWUA OT UHCTPYKLMIA MO ynakoBKe, NOANMCaHHOE OTBETCTBEHHbLIM
nmuom;

i) KONIMYECTBO M HAUMEHOBaHWE BblAaHHbIX, UCMO/Ib30BAHHbIX, YHUUTOXEHHbIX WU BO3BPALLEHHbIX HA
cKnaf neyaTHbIX MaTepuanoB N HepacacoBaHWOoW NPOAYKLMM U KONMYECTBO NOMYYEHHOI TOTOBO NpoAyKL MM
0N cocTaB/ieHnst obuiero 6aiaHca.

31 AaHHble 0hOPMAAITCA [OKYMEHTaIbHO OAHOBPEMEHHO C BbINO/IHEHNEM COOTBETCTBYHOLLEN onepa-
umn. TIPOTOKON Ha YNakoBKy Cepuyu NPOAYKUMWU NOAMUCHIBAETCA INLOM, OTBETCTBEHHbIM 3a YMNakoBKy, C
yKasaHuem aarbl.

VIHCTPYKLUMN N NPOTOKObI
Mpuemka

4.19 MMpuemMka KaxLioii Cepuu KaxAoro BuAA NOCTABASEMbIX WCXOAHbLIX, YNAKOBOYHbLIX U MeyaTHbIX
mMaTepuasioB BeAeTCsl B COOTBETCTBUM C MUCbMEHHOI UHCTPYKLUME. Mo pesynbTataMm NpreMkn cocTaBnsieTcs
NPOTOKOSI.

4.20 TpOoTOKO/bI MPUEMKU JO/MKHBI BK/IOYATL B cebsl crieaytolive aHHbIe;

a) HaMMEHOBaHKe MaTepvana no HaknaAHol 1 0603HAYEHNIO HA YNAKOBKE;

b) BHYTPM3aBOACKOE HAMMEHOBAHWE WK Kof MaTepuana (Mpu oTAn4um oT nepedyncieHns ay;

C) JaTy npuemky;
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d) HammeHoOBaHue nocTaBsLUMKa U NPOM3BOAMTENS (MO BO3MOXHOCTM):

B) HOMEp cepuy NpPou3BOAUTENAM

f) obuiee kONMYECTBO NOSTYYEHHBIX MaTepuanoB 1 YNCO efUHUL, YNAKOBKN:

[1) HOMep, NPUCBOEHHbIV NOCe NPUEMKN:

h) 3ameyaHus (Hanpymep, O COCTOSIHUM YNaKOBKM).

4.21 CnepgyeT paspaboTtaTb 1 YTBEPAWUTb UHCTPYKLUMM NO BHYTPU3ABOACKON MapKMpOBKe, KapaHTUHY U
XpaHeHMo NCXOAHBIX, YyNaKoBOYHbIX U APYrMX MaTepuasios.

OT160p Npob

4.22 B WHCTPYKUMAX N0 0T60PY NPO6 [O/MKHbI ObITh YKa3aHbl N1La, YNOJHOMOYEHHbIE Ha NpoBeAeHne
3TUX onepauuii, ncnonb3yemble METOAVKM U 060pyAOBaHMe, KOMYeCTBO 0T6MpaeMbiX MaTepuanos 1 Mepbl
NpefoCTOPOXHOCTU, UCK/TYaKoLLne 3arpsisHeHne unn yxyaleHme kadectsa npogykuum (6.13).

MpoBeaeHue ncnbiTaHnii

4.23 CnepyeT paspaboTaTb 1 yTBEpPANTb METOAVKM UCMbITAHNIA MATEPUAIOB Y MPOAYKLMN Ha PasnyHbIX
3Tanax Npou3BOACTBA C YKazaHMEM UCMOMb3yEMbIX METOL0B 1M 060pyA0BaHust. Pe3ynbTaTthl NCnbiTaHuii ogop-
MASKTCA B BUAE npoTokona (6.17).

lMpoyee

4.24 CnepyeT pa3pabotaTb W YTBEPAWUTb MHCTPYKLWW, PErnameHTMpylolime Bblgady paspeLueHnin Ha
peanunsauuio 1 OTKOHeHWe MaTepuanoB U NPOAYKUUM, B YaCTHOCTU, pa3pelleHuii Ha peanunsalmio roToBoW
NpoAyKLMMN YNONHOMOYEHHbIMU Anuamm (2.4).

4.25 TIpOTOKOMbI peanu3aumn Kaxgoh cepun Npoaykumm cnefyeT XpaHuTb AnsA obecnedvenwsa (npu
Heo6Xx04MMOCTV) BO3MOXHOCTU ee onepaTnBHOro oT3biBa (pasgen 8).

4.26 CnepyeT pa3paboTaTtb U yTBEpAUTb METOANKM (MHCTPYKLMKM) Ha cnegytolime paboTsl:

- arrecrtauuio (Banugaumio);

- MOHTaX 1 KanmbpoBky (noBepky) o60opyAoBaHUS:

- TexHu4yeckoe 06CnyxuBaHue, OUYNCTKY U Ae3MHMEKLMIO:

- obyyeHune nepcoHana, obecneveHne ero ofexaon, cobnogeHne npasua IMYHON TMIMEHBI 1 MP.;

- KOHTPO/b OKpYXatoLLleli cpeabl;

- 6opbOY C NnapasuTamu, HaCeKOMbIMUN 1 APYTUMU XUBOTHLIMU;

- peknamaumu;

- 0T3bIB NPOAYKLUK;

- BO3BpaT NPOAYKLUN.

BbINoNHEHME KaXA0W 13 yka3aHHbIX paboT ohopmMaseTcs NPOTOKOIOM.

4.27 CnepgyeT pa3paboTtaTb M yTBEpPANTb MHCTPYKLMM NO 3KCNyaTauMm OCHOBHOMO NpPOU3BOACTBEHHOTO
N KOHTPO/IbHO-aHA/IUTUYECKOTO 060PYyA0BaHUS.

4.28 [nsa KpuTnyeckoro o60pyA0BaHNs cnegyeT BECTV XXypHasbl C NEPEYNC/IEHNEM B HUX BCEX onepauuii
no arrectaummn (Banugauuun), kannbposke (NoBepke), 06CNYXMBaAHUIO, O4YMUCTKE WU PEMOHTY, B T. Y. AarT,
dhamunuii 1 MHULMaNoB, a Takke NOANUCENR UL, NPOBOAMBLLMX 3TW ONepauun.

4.29 Vcnonb3oBaHne OCHOBHOIMO WM KPUTUYECKOro 060pyAoBaH/A M NPOM3BOACTBEHHbIX Nolafen,
rfe BbINOJIHSA/IMCb TEXHO/IOTUYECKE onepaumu, crnegyeTt perncTpMpoBaTh B CneLluanbHbIX XypHasiax B XPOHO-
NOrnyeckom nopsgke.

5 lNponssoAacTBO

MpuHymnbI

Ons nonyyeHusi NpoAykuMu TpebyeMoro kauyecTBa TEXHO/IOTUYECKUE Onepauuu criefyeTt BbINoJHATh
COr/1acHO NPOMbILLISIEHHOMY PerfiaMeHTy ¥ COOTBETCTBYHOLLMM MHCTPYKLMSIM, TPE60BAHNAM HACTOSILLLErO CTaH-
[lapTa. HOpMaTKBHbIX JOKYMEHTOB 1 PerucTpaLMoHHOro AOChe.

O6wme NoNoxeHns

5.1 TMpon3BOACTBEHHbIN NPOLLECC U €r0 KOHTPO/Ib AO/KHbI BbINOHATLCS KBANNMULMPOBAHHbLIM NEepco-
HasoM.

5.2 Bce onepauuu ¢ MmatepvanamMmu 1 npoaykuuen (Hanpumep, nNpremka, kapaHTuH, oTéop npob, xpaHe-
HVe. Mapk1poBka, NMOAroToBKa, NPUroTOB/IEHNE, YNakoBKa 1 OTrpy3Ka) AO/MKHbI BbIMOMHATLCS COMMacHo NMCh-
MEHHbIM VHCTPYKLUMAM WX MeToAMKam W. Npu HeobxoAMMOCTU, MPOTOKO/IMPOBATLCS.

5.3 Bce noctynatoLme MmaTepuasnbl O0/MKHbI 6bITb MPOBEPEHbLI HA COOTBETCTBUE 3akasy. Tapy 1 ynakoBky
cnefyeT ounLaTb U MapKMpoBaTh.
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5.4 ®akTbl NOBPEXAEHNA Tapbl U YNakoBKW, KOTOPbIE MOTYT OKasaTb OTPULLATE/IbHOE B/IUAHME Ha Kade-
CTBO MaTepuasioB, cnefyeT paccfiefjoBaTb W NPOTOKO/IMPOBATL C Mocredylowum cooblieHnem B OoTAen
KOHTPONA KavecTsa.

5.5 MocTynatwoLne Matepuassl 1 NpousBefeHHas rotoBas npoayKumsa f0/KHbI HeMe/1IeHHO noMeLaTb-
CA B KapaHTWH, AeCTBYIOWMNA N0 NPUHLMNY pa3feflbHOr0 XpaHeHWs Wan 3a CYeT OpraHn3auMoHHbIX Mep. U
cofiepxaTbCa B HEM [10 MOJIyYEHUA paspeLleHns Ha UCMOoNb30BaHNe UIn OTrPy3Ky.

5.6 TMpuemMka NPOMeXyTOUHOW 1 HepacthacoBaHHOW NPOAYKL UK BbIMOSHAETCA MO NpaBuiam, AeiiCcTByo-
MM A1 UICXOAHbIX MaTepuasios.

5.7 Bce matepuasnbl ¥ NpOAYKUUIO crefyeT XpaHUTb B COOTBETCTBYHOLLMX YCNOBUSAX, ONpeaensiemMbixX
npovsBoguTeneM, B nopsake, obecneyvBalolwem pasgeneHne cepuii NpoaykumMm n ee 060poT Ha cknage.

5.8 [ina rapaHTun OTCYTCTBUS OTK/IOHEHWI 3a AONyCTUMble Npefenbl cnefyet ob6ecneynTb KOHTPOsb
BbIXOJa NPOAYKLUUN 1N KOTMYECTBEHHOE COMNocTaB/IEHNE Oro C flaHHbIMU MPOMBILLIEHHOTO perfiaMeHTa.

5.9 He ponyckaeTcsi 04HOBPEMEHHOE WK MocnefoBaTesibHOe NpoBefeHne onepaunini ¢ pasinyHbIMm
npoAyKTamu B Of4HOM M TOM e MOMELLEHUM NpW OTCYTCTBUM 3aLUUThbl OT pUcKa nepenyTbiBaHNA WU NepekpecT-
HOrO 3arpA3HeHuns.

5.10 Mpoaykuus v matepuansl JO/KHbI ObiTh 3aluLLLEHbI OT MUKPOBHOIO 1 APYrnX BUAOB 3arpA3HeHui
Ha BCex aTanax npou3BoAcTBa.

5.11 Mpwu paboTe c cyxumu maTepuranamu n npogykTamMmm HeobxoanmMo NpuHNMaTb 0cobble Mepbl Npeao-
CTOPOXHOCTK NO NpefoTBpaLLeHo 06pa3oBaHnAa U pacnpocTpaHeHus Mblav, 0CO6eHHO Npu paboTe ¢ CU/bHO-
[OeNCTBYIOWUMY N CEHCUBUNN3NPYIOLL UMY BELLLEeCTBaMU.

5.12 B xofe BbINOMHEHNSA TEXHOIOMMYECKOro nNpoLecca Ha Bcex matepuanax, ynakoBkax ¢ Hepacdaco-
BaHHOI Npoaykuueli, OCHOBHOM 060pYA0BaHUN 1 MOMELLEHNUAX AO/MKHbI ObiTb 0603HaYEeHMS (MapKUPOBKA) C
yKasaHuem Npou3BOAMMOI NPOoAyKUMU UAW maTepuana, ero [03VPOBKONA (Mpy Heo6XxoauMmocTv) U Homepa
cepuu. Npu HeOH6XOAUMOCTH CrieflyeT ykasblBaTb CTaANI0 TEXHOIOTMYECKOTro npotecca.

5.13 O603HaveHns (MapkMpoBKa) Ha yrnakoske, 060py0BaHUN WY NOMELLLEHUAX [O/KHbI OblTb YETKU-
MW. OfHO3HaYHbIMW, YCTAHOB/IEHHOW hopMbl. Kpome nprvMeHeHus 6yKBeHHbIX 0603HaYeHnii pekomeHayeTcs
MCMNoMb30BaThb LBETOBYIO MapKMpPOBKY, YKasblBalollyto cTaTyc npoaykummn (Hanpumep. «KapaHTuH». «lpuHsa-
TO», «OTKNIOHEHO», «HncToe» N T. N.).

5.14 CnepyeT KOHTpPOAMpOBaTb NPaBUbHOCTb COEANHEHNS TPYO6OMPOBOAOB 1 APYroro 060pyaoBaHus,
cnyxallero Ans TPaHCMoOPTMPOBaHWA NPOAYKUMN U3 OLHON 30HbI B ApYryI0.

5.15 He gonyckaeTcsi OTK/IOHEHUE OT MHCTPYKUMWiA. MNpu HEO6XOAMMOCTM NUCbMEHHOEe paspeLleHne Ha
OTK/IOHEHWE OT MHCTPYKLMIA AOHKHO ObITb NOTlYMEHO OT KOMMNETEHTHbIX /INL, 1 OTAENA KOHTPOA KayecTsa.

5.16 B npou3BOACTBEHHbIE NOMELLEHNSA MOXET BXOANTb TOMbKO NepCoHas, MMeLwmnii npaso gocTyna
B HUX.

5.17 Kak npasuso, B NOMELLEHMAX U Ha 060pyA0BaHNM, NpeHa3HaYeHHbIX 415 NPOM3BOACTBA /leKapcT-
BEHHbIX CPE/CTB, HE AOMYyCKAaeTCA U3rOTOBIEHME NMPOAYKLUN HEMEAULMHCKOTO HasHauyeHus.

MpepoTBpalleHe NepekpecTHOro 3arpsisHeHUsl Npu NPoM3BoOACTBE

5.18 CnepyeT UCKIOYNTL BO3MOXHOCTbL 3arpsA3HEHNS UCXOAHbIX MaTepuanos UNn NPOAYKTOB APYTrumMu
marepuanamu unu npogykramu. B npouecce npou3BOACTBa PUCK Cy4YaliHOTO NEpPeKpPecTHOro 3arpsA3HeHus
BO3HVKAET NPV HEKOHTPONMPYEMOM BbIAENEHUN MbIW, Fa30B, CNapeHWil, aapo3oneli A MUKPOOPraHN3MoB
13 matepuanos (MPOAYKLMM) 1 OT OCTATOUHbIX 3arpA3HeHWit Ha obopyfoBaHMM W ofexae nogeir. CteneHb
pvicka 3aBUCUT OT TUMa 3arpsA3HeHns N NPOAYKTa, NOABEPXXEHHOIO 3arpPA3HEHNIO.

K Hanbosiee onacHbIM 3arpssHAOWMM BelllecTBaM OTHOCATCA CeHenbunusnpyouime selyectsa, 61oso-
rmyeckve npenapartbl, COAepxallne X1Bble MUKPOOPraHM3Mbl, HEKOTOPbIE TOPMOHbI, LUTOTOKCUHbI U gpyrue
cunbHoAeNncTBYOWMe BewecTBa. OCOB6EHHO onacHo 3arpsA3HeHne MHbEKLMOHHbIX NpenapaTos, a Takke npe-
napartoB, NpegHa3HayYeHHbIX ANA npuema B 60/1bLIMX A03aX WWAN B TeYeHUe NPOAOIKUTENbHOTO BPEMEHMW.

5.19 [lna npefoTBpaLLeHns NepekpecTHOro 3arpsAsHeHns cnegyeT npefycMoTpeTb creayrolmne TexHu-
yeckune 1 opraHn3aunoHHbIe Mepbl:

a) Npou3BOACTBO B BblAE/EHHbIX 30Hax (06sA3aTenbHoe ANA NEHULMNNIMHOE. XMBbIX BakUuH, 6akTepu-
aNbHbIX MPenapaToB W3 XMBbIX MWKPOOPraHW3MOB M HEKOTOPbIX APYr1X GMonormyeckMx npenaparos) wam
pasfeneHvie LMKI0B NPOM3BOACTBA BO BPEMEHU C COOTBETCTBYIOLLEl yOOpKol nomelleHns 1 obopyaoBaHus
MexXay umkiamm.

b) opraHv3aLusi BO3AYLUHbIX LU030B U BbITSXHbIX YCTPONCTB;

C) CHWXEeHWe pucka 3arpsa3HeHNs, Bbi3bIBAEMOro peLvpKyaaumeid nan NoBTOPHbIM NOCTYNEHUEM HeO6-
paboTaHHOro WAn HeAOCTaTOYHO 06paboTaHHOrO BO3AYyXa,;

d) xpaHeHue 3awuTHON (cneunansHO) oaexabl B npefenax 30H NpoM3BoACTBA NPOAYKLMUN C BbICOKUM
PVCKOM NEPEKPECTHOro 3arpA3HeHus;
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B) 1CMOJIb30BaHNE BbICOKOIPPEKTUBHBIX METOLO0B OUMCTKM 1 06PaBOTKY C LIESbI0 UCKOYEHUsT HeJoCTa-
TOYHOI OUMCTKM, YACTO ABNAIOLLENCA NPUUMHOI NEPEKPECTHOrO 3arpsi3HEeHNS;

0 1CNO/Ib30BaHNE «3aKPbITbIX CUCTEM» NPON3BOACTBA;

[l) KOHTPOJIb HANNUMSI OCTATKOB NpeablAyLLEero NPOAYKTa UM MOKLWKX CPEeACTB 1 MapKMpOBKa 060pya0-
BaHWs C ykaszaHWeM craTtyca Y/ACTOTbI.

5.20 CnepyeT nepuoavyecky npoBepsiTb 3(peKTMBHOCTL MEP MO MPefoTBPALLEHNIO NEPEKPECTHOTo
3arpsi3HeHNsl B COOTBETCTBUW C YTBEPXAEHHBIMU UHCTPYKLMSIMU.

ATTecTauus (Banugauyus>

5.21 AtTectauus (Banvpaums) HanpasfieHa Ha nosblleHne ahhekTMBHOCTU paboTbl M NPOBOAUTCS B
COOTBETCTBMMN C YTBEPXAEHHbIMU MeToaukamu. Ee pe3ynbTaTtbl A0/MKHbI ODOPMASATLCA AOKYMEHTa/IbHO.

5.22 Mpu yTBEPXAEHUM HOBOTO MPOMBILIIEHHOTO pernamMeHTa Win mMetofa Mnpov3BOfCTBa crefyet
npoBepsATb UX NPUTOLHOCTb ANS CEPUAHOrO NMPOM3BOACTBA. [JO/MKHO ObiTh NOATBEPXKAEHO, YTO AaHHbIA Npo-
Liecc. ucnonb3yemMble MaTepvansl 1 060pyf0BaHNe NMO3BOMAIOT NOCTOSHHO NPOU3BOAUTL MPOAYKLMIO Tpebye-
MOro kayecTsa.

5.23 MMpu cywecTBEHHbIX U3MEHEHUSX TEXHOMOMMKU, B T. Y. MO6bLIX N3MEHEeHUAX 060pyAoBaHNA Man
mMartepuasios, CNOCOOHbIX BAMATL HA KaueCTBO NPOAYKLMKU UM BOCNPOU3BOAUMOCTL Mpouecca, credyeT npo-
BOAUTb aTTectauuio (Banngauunio) COoTBETCTBYIOLNX NPOLLECCOB.

5.24 inA NOCTOSIHHOTO MNOATBEPXAEHUA [OCTWXEHUA TpebyeMbix pe3ynbTaToB crefyeT NpoBOAUTH
NOBTOPHYIO aTTecTaunio (Banvgaumnio) TEXHOIOTMYECKUX NPOLEeCcCoB Y METOAMK.

McxoaHble maTtepuansl

5.25 O6ecneyeHne CXOAHbIMM MaTepuanamu ABnsSeTcs OTBETCTBEHHON onepauwveit, Tpebytoweli non-
HbIX CBEJIEHWI 0 NOCTaBLLMKAX.

5.26 VcxogHble matepuasibl crieflyeT 3akynaTb TOMIbKO Yy YTBEPXAEHHbIX MOCTaBLUMKOB (YKa3aHHbIX B
cneundurkaLmm) n. N0 BO3MOXHOCTU, HENOCPEACTBEHHO Yy NPOU3BOAMTENEN 3TUX MaTepnasnioB. TpeboBaHus K
HVUM [0/DKHbI 6bITb YKa3aHbl B cneuudmnkauusax Ha UCXofHble MaTepuasibl, yTBEPXAEHHbIX Npou3BoauTenem
NleKapCTBeHHbIX CPeACTB, U COor/lacoBaHbl C MOCTaBLUMKOM. Bce BOMpOChI, CBSA3aHHbIE C MPOU3BOACTBOM U
KOHTPO/IEM UCXOAHbIX MaTepuasnos, B T. 4. paboTy C HUMMK, MapKMPOBKY, YNaKoBKy, NOPSAAO0K NpeabsaBieHus
peknamaumii 1 OTKNOHEHUS, cnefyeT cornacoBbiBaTb C NPOU3BOANTENIEM W NMOCTABLLMKOM.

5.27 B Kaxfoin noctaske cnegyeT NpoOBeEPsATb Le/IOCTHOCTb Tapbl, YNakoBkM U NJoM6, COOTBETCTBUE
HaknagHoW MapkMpoBke Ha Tape (ynakoBke).

5.28 [lpu nocTaBke NCXOAHbLIX MaTEPUasIOB U3 HECKOJIbKUX CEPUIi KaxkAylo Cepuio cnedyeT paccMmarpu-
BaTb Kak He3aBWCMMY0 B OTHOLLUEHWU OTHOpa Npo6, NPOBEAEHUS WUCMbITaHW U NOMYYeHUs paspelleHns Ha
ucnosb3oBaHue,

5.29 McxogHble maTepuarnbl, HaxoAsaLWMecs Ha cknage, A0/HKHbI ObiITb MapkMpoBaHbl COOTBETCTBYOLLM
o6pasom (5.13). MapKknpoBKa [0/KHA COAepXaTb, Kak MUHUMYM, C/eAyIoLLy0 HopMaLuio;

- 0603HaYeHne NCXOAHOT0 NPOAYKTa W BHYTPU3aBOACKOW Kog,;

- HOMeEep cepwu, NMPUCBOEHHBIA NpU NPUEMKE;

- cTaTtyc matepuana (Hanpumep. «KapaHTuH». «/cnbiTaHns». «Pa3peleHo». «OTKIOHEHO» U T.M.);

- CPOK rogHOCTW WK Aaty, nocne KOTopoi HeO6X0AMM MOBTOPHbIV KOHTPOSb.

Ecnu cknapckoe X03AiCTBO NMOMHOCTHI0 OCHALLEHO KOMMbIOTEpPaMu, ykasbiBaTb BCIO MHOPMALMI0 Ha
MapKMpoBke HeobssaTesbHO.

5.30 KOHTPO/Ib MOAIMHHOCTW COAEPXMMOTO KaXA0M YNakoBKM C UCXOAHbIMW MaTepuanamv pernamMmeH-
TUPYeTCS COOTBETCTBYIOLMMWN UHCTPYKLMAMMN 1 METOAMKaMU. YNakoBku ¢ HepactacoBaHHOW npodykuunei, n3
KOTOPbIX 6blIM 0TO6PaHbI NPO6LI, AO0MKHLI UMETb COOTBETCTBYIOLLYIO MapKMpoBkKy (6.13).

5.31 Mpy Npon3BOACTBE NNEKAPCTBEHHbIX CPEACTB MOTYT UCMO/Mb30BaTLCA TOMILKO UCXOHble MaTepuasbl
C VEeNCTEKLLUNM CPOKOM FOAHOCTU U [ONYyLEHHbIE OTE/I0M KOHTPO/IA KauyecTsa.

5.32 VicxogHble Matepuasbl f0/KHbI BblAaBaTbCA TOMLKO CrneumasibHO Ha3HayeHHbIMU NnLamm B COOT-
BETCTBUW C MUCbMEHHOWN MHCTPYKUMEW, NPU 3TOM [O/DKHbI BbIMOMHATLCA TPe6oBaHUS N0 TOYHOCTY B3BELUVBA-
HUSA 1 OTMEPUBAHUA MaTepMasioB B YACTYIO M MapPKUPOBAaHHYIO Tapy.

5.33 CniepfyeT BbINONHATL HE3ABUCKMYIO NPOBEPKY KaX/0ro BblaHHOro BelecTsa, ero Macchl 1 06bema.
Pe3ynbTaTbl NPOBEPKN AO/KHbI ObITb OPOPMIIEHbI JOKYMEHTA/IbHO.

5.34 MaTepuasnbl, BbiaHHbIe 415 KXA0W cepun, cnefyeT XpaHuTb B OHOM MECTE C YeTKO MapKUPOBKOIA. -

MpomMexyToyHast n HepactacoBaHHasa npoayKLUusa

5.35 MMepep HavanoM 06O TEXHOMOMMYECKO onepauun crefyeT MPUHATb Mepbl, rapaHTupyoLme
UMCTOTY NPOU3BOACTBEHHON 30HbI M 060PY0BAHUS, OTCYTCTBME /H0GbLIX UCXOAHbLIX MATEPUAIOB, NPOAYKLMUM,
0CTaTKOB NMPOAYKLUN UMW [OKYMEHTALUMN, HE OTHOCSILLMXCS K AaHHOMY npoLeccy.
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5.36 MNpomexyTouHyIo N HepacacoBaHHY0 NPOAYKLMIO CnefyeT XpaHUTb B Hagexalnx ycroBusix.

5.37 KpuTtuueckne npouecchl fo/MKHbl 6bITb aTTecToBaHbl (Bannanposatsl) (5.21 — 5.24).

5.38 BbInosiHeHne Bcex HEOHXO0AMMbIX Onepauuii Mo BHyTPUNPON3BOACTBEHHOMY KOHTPOJIIO Y KOHTPOSIIO
oKpyxarLeli cpefpl AOMKHO BbiTb 0ChOPMIEHO [OKYMEHTABHO.

5.39 Bce (hakTbl CyLLECTBEHHOTO OTKMOHEHUS BbIXOAa NPOAYKLMN OT 0XUAAEMOro cnefyeT perucTpupo-
BaTb U paccnefosartb.

YnakoBoYHble matepuansl

5.40 3akynke, XpaHeHUI0 W KOHTPOIO MEPBUYHBIX U NeYyaTHbIX YNaKoBOYHbIX MaTepuanos cnegyet
YOENATb TaKoe Xe BHUMaHWNe, Kak 1 UCXOLHOMY CbIpblo.

5.41 Ocob6oe BHUMaHWe cnefyet yAenaTb nevyatHbIM marepuanam. VIx cnegyeTt XpaHuTb B 6e30nacHbIX
YCNOBUAX, UCKNOYAKOLWMX AOCTYN NOCTOPOHHUX /UL, PaspesaHHble 3TUKETKU U Apyr1ne pa3po3HeHHble mare-
pvianbl 4O/KHbI XPaHUTLCS U TPAHCNOPTMPOBATLCA Pa3fesibHO B 3aKpbITON Tape, NCKAYarLwe ux nepenyTbl-
BaHVe. Pa3pelleHne Ha UCMnosib30BaHne ynakoBOYHbIX MaTepuasios [O/IXKHO BblAaBaTbCs TONbKO CneumansHo
Ha3Ha4YeHHbIMW SMLLaMN B COOTBETCTBUN C YTBEPXAEHHOW VHCTPYKUVEN.

5.42 Kaxpaol noctaske Uau Cepyn NepPBUYHbLIX WK NeYaTHbIX YNakOBOYHbIX MaTeprasioB AO/MKEH GblTb
NPUCBOEH HOMEP UIW OTANYUTENbHbIN 3HaK.

5.43 TlpocpoyeHHble WK HemnpurofHbie K MCMo/Sb30BaHWIo MedvatHble WA NepBUYHbIE YMakoBOYHbIE
martepuasibl fO/MKHbI OblTb YHUUTOXEHBI C OhOpMAEHNEM NPOTOKONA.

Onepauuun no ynakoske

5.44 TNpu ynakoBke NPOAYKUWUW [O/MKEH ObiTb CBEAEH K MUHUMYMY PUCK MEPEKPECTHOrO 3arpsA3HeHus,
nepenyTbiBaHUsA WX NoAMEHbI. He fonyckaeTcs ynakoBbiBaTb NMPOAYKUMIO pas3/iNyHbIX BUAOB B HEMOCPEACT-
BEHHOI 6130CTV APYT OT Apyra nNpu oTCYyTCTBUU (DM3NYECKOTO pasfesieHns 30H.

5.45 Tepep HayasioM onepaumii No ynakoBke cnepyeT y6eanTbCst B TOM. YTO paboyas 30Ha, ynakoBou-
Hble JIMHWK, NeyaTHble MalVHbl U Apyroe 060pyfoBaHNe HaxoAATCA B YUCTOM COCTOSIHUM U He copepxart
mMaTepuanos, NPOAYKLUN UK LOKYMEHTOB, OTHOCALLMXCS K NpeALwecTByoLweli paboTe 1 He NCNONb3YLLMXCS
B TekyLleM npouecce. OuncTka MMHUN YNakoBKW NPOAYKLUM AOKHA BbINOMHATLCA MO CreuuasibHbIM UHCTPYK-
uuam.

5.46 HaumeHoBaHWE U HOMEpP CEpUM ynakoBbIBAEMON NPOAYKLUM AO/MKHbI ObiTh yKasaHbl Ha Kaxaoi
JIVHUN UK yCTaHOBKe.

5.47 Tlpn nocTynaeHnn NpoayKuny 1 ynakoBOUYHbIX MaTtepuanos Ha y4acTOK YNnakoBKW crefyeT npose-
pUTb NX KONIMYECTBO, NOA/IMHHOCTL U COOTBETCTBME UHCTPYKLMUSAM MO YrNaKoBKe.

5.48 lMepBuyHasa ynakoBka A1 Hano/HEHWA nepef Havyanom ornepauuy HanosIHEHUs [O/KHa ObiTb
ynctoil. Ocoboe BHMMaHWe cnepyeT o6paTuTb Ha yaaneHue M6biX 3arpsasHALWMX BelecTB (OCKOSIKOB
cTekna, MeTasl/IM4Yecknx YacTuy, 1 np.).

5.49 Tlocne HanonHeHUA 1 yKynopusaHUsA NpPoayKLuMn ee MapKMpOBKY CriefyeT BbINOMHATL Kak MOXHO
6bicTpee. Ecnv 3TO HEBO3MOXHO, TO C/iefyeT NPUHATL HEOBX04UMbIe Mepbl NPOTUB NepenyTbiBaHWUA NPOAYKL MK
UV OLUMGOYHOW MapKMpPOBKMU.

5.50 MMpaBW/ILHOCTb BbINOIHEHUS MHOObLIX NeYaTHbIX onepauuii (Hanpumep, HaHeceHns KOAOB WM CPOKa
rofHOCTUN) NPV yNakoBKe 1 Noc/ie Hee TLaTeIbHO KOHTPoiMpyeTca 1 ohopmaseTca AOKyMeHTaslbHo. CnegyeTt
YAENATb BHUMaHME pyYyHOV MapKMpoBKe, KOTopas A0/HKHa KOHTPONMPOBAaTbLCS Yepes peryisipHble NHTepBasbl
BpEMEHN.

5.51 Ocob6ble Mepbl NPeAOCTOPOXHOCTUN [O/MKHBI MPUHUMATBLCA NPU NCNOMb30BaHUN pa3pe3aHHbIX 3Tu-
KeTOK M HaHeCeHMN NeyaTu BHe NIMHWUM YNakosku. [11a npefoTepaLleHns nepenyTbiBaHUa NevyaTHoro matepuana
pekomeHAyeTCsi UCMO/Ib30BaTb 3TUKETKM B Py/IOHE BMECTO pas3pe3aHHbIX 3TUKETOK.

5.52 CnegyeTt KOHTPO/MPOBaTb NPaBWU/IbHOCTb PaboTbl 3/1IEKTPOHHbIX CUMTbIBaTENE KOAOB, CHETUMKOB
39TUKETOK M APYrMX NOAOGHbIX YCTPOICTB.

5.53 MapknpoBka YnakoBOYHbIX MaTepuasnoB, HaHeCeHHas neyaTbio UM TUCHEHWEM, AO/KHa ObiTb
OTYET/IMBOM, YCTONUYMNBON K BO3AEHCTBUIO CBeTa (BbIrOPaHUIo) 1 yaaneHuio.

5.54 Tpu KOHTposie npouecca ynakoBKM MPOAYKLUUW Ha NIMHUW cnefyeT MpoBepATb, Kak MUHUMYM,
crnepyouiee:

a) 06Kl BUA yNakoBKu;

b) KOMMIEKTHOCTb YNaKoBKY;

C) NPaBWIbHOCTb MCMOJ/Ib30BaHWSA YNakOBOYHbIX MaTepuasioB B COOTBETCTBUM C [AOKyMeHTauuein Ha
[JaHHYI0 NPoAyKUUIo;

d) nNpaBMNBbHOCTb HAHECEHMA MeYaTHbIX Haanucel;

€) NpaBWIbHOCTb PABGOThl YCTPONCTB KOHTPONS HA NINHWN.

O6pasLbl NPoAYyKLUMK, B3ATble C YNAaKOBOYHOW /IMHWUK, MOBTOPHO Ha JIMHWIO HE BO3BpaLLaloTCs.
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5.55 Ecnu npv ynakoBke NPOAYKUWMW BO3HUKIN HenpeaBUAEHHblE OOGCTOSATENbCTBA, OHA MOXET ObiTb
BO3BpaLlleHa B Npon3BOACTBO TO/IbKO NOC/E CneLmanbHoi NpoBepPKU, NPOBEAEHNS pacc/iefoBaHus U ¢ paspe-
LIEeHNA LA, MEeHOLLero Ha 3T0 MOSIHOMOYMS. YKa3aHHble AeCTBUS AO/MKHbI 6biTb 0HOPM/IEHbI MPOTOKOIAMM,
KOTOpblE cnefyeT XpaHUTb B yCTAHOB/IEHHOM MOpPsiJKe.

5.56 [lpu CcyLLEeCTBEHHOM UM HEOOLIYHOM PaCXOXAEHWUN, YCTAHOBIEHHOM NPY CONOCTaB/IEHUU KOMYe-
CTBa HepacacoBaHHOWN NPOAYKL MM, NeYaTHbIX YNaKOBOYHbIX MaTeprasioB 1 KOMYecTsa eANHNL, NOyYEeHHO
roTOBOW MpoAyKuuW, cnefyeT NPOBECTV pacc/iefoBaHWe U YCTaHOBUTb MPUYMHY 3TOF0 PacXOXAEeHUS [0
NosyYeHns paspeLleHns Ha peanv3aunto faHHo! NPoayKUNK.

5.57 [llocne 3aBeplleHns onepauuii No yrnakoBke /06ble OCTaBLUMECS YNaKOBOYHblE MaTepuasibl C
HaHeCEHHbIM HOMEPOM Cepun A0/MKHbI GbiTb YHUUTOXEHbI C COCTaB/IeHWEeM MpoTokosa. BosepaT Ha cknag
yNakoBO4YHbIX MaTepuanoB C OTCYTCTBYHOLLMM HOMEPOM CEPUN BbINMONTHAETCA B COOTBETCTBUN C YTBEPXAEHHOU
VNHCTPYKLMEN.

roToBas nNpoaykuus

5.58 [0 Bblgaun paspelleHns Ha peasm3aumnio rotoBas NPoAyKUnsa Ao/HKHA cofepXaTbCa Noj KapaHTu-
HOM B YC/NIOBUSIX XpaHEHUS!, YCTAHOB/IEHHbIX MPON3BOANTENEM.

5.59 TMopsAfoK OLeHKV KayecTsa roToBov NPoAyKuun 1 TpeboBaHus K JOKYMeHTaunm, Heobxoammble Ans
nosly4eHuns paspeLleHns Ha peannsauuio, npusejeHsl B pasjersne 6.

5.60 lMocne Bblgaun paspelleHns Ha peasm3aumio rotoBas NPOAYKUUS XPaHUTCA Ha Cknaje roToBOW
npoaykuun B yCnoBusXx, yCTaHOBMEHHbLIX NPOU3BOAUTENEM.

OTK/IOHEHHbIE, NOBTOPHO UCNoJsib30BaHHblIE N BO3BpalleHHbIe MaTepuasbl

5.61 OTKIOHEHHbIE MaTepuasibl U NPOAYKLUUA AO/DKHBI UMETb YETKYIO0 MapKUPOBKY U XPaHUTLCA pasfesb-
HO B 30Hax C OrpaHuyYeHHbIM gocTynoM. OHWM nognexart BO3BpaTty MoCTaBLUMKy, nepepaboTke (ecnu 3To
[0MNyCTUMO) UAWN YHUUTOXEHWIO. JTilobble BbINONHEHHbIE AEVCTBUSA AO0/MKHbI AOKYMEHTa/lbHO 0OPMAATLCS U
YTBEPXAATLCA CrelnasibHO HasHaYeHHbIM MepCcoHasIoM.

5.62 TMepepaboTka OTKIOHEHHOW NPOAYKLMM JOMYCKAETCA B WCKIOUUTENbHbIX CAyYasx npu ycnosuu
OTCYTCTBMSA CHWKEHNSA KauyecTBa roToBOi NPOAYKLMM 1 BbIMOMIHEHUSA BCex TpeboBaHwWii cneundmkaymii. Mepe-
paboTKa OCyLLEeCTBASAETCA B COOTBETCTBUN C YTBEPXAEHHBIMU MHCTPYKLUSAMU NOC/IE OLLEHKA BO3MOXHOTO pUcka
C nocneayroLwmmM OoKyMeHTaIbHbIM 0hOpMIEHNEM.

5.63 [MoBTOpPHOE MCMNO/Nb30BaHNeE BCEN (MM YacTn) paHee NPon3BeeHHON cepumn NpoayKumMmn Tpebyemo-
ro KayecTBa nyTem 06beAVHEHUs ee C APYroii cepueli TOro e NpoaykTa Ha onpeaeneHHoOM aTane NpousBoj-
CTBa [lonyckaeTcs TOJIbKO Moc/e nosiyd4eHns npefBaputesibHoro paspeLlleHus, nognncaHHoro OTBETCTBEHHbI-
MU nmuamu. MNMoBTOpPHOE MCMOb30BaHMe NPOAYKUUM AOMNYCKAaeTCA TONbKO NOC/E OLLEHKM BO3MOXHOIO pucka (B
T. Y. ero BAVUSHUA Ha CPOK FOAHOCTY Cepum) No YTBEPXKAEHHON MHCTPYKLMM ¢ odhopMaIEHNEM NPOTOKONA.

5.64 HeobxoaMMOCTb AOMNO/THUTE/IBHOTO KOHTPO/IS FOTOBOM NPOAYKUMKW, NpoLlelein nepepaboTky, nnm
npoAyKuMn, B KOTOPYH OblN BK/IOYEH paHee WM3roTOB/EHHbIA MPOAYKT, onpefensieTcsa OTAe/IoM KOHTpons
KauecTBa.

5.65 Bo3BpalyeHHas ¢ pbiHKa NPOAYKUWS, Haf KOTOPOI 6blN yTpayeH KOHTPO/Ib CO CTOPOHbI MPOU3BOAN-
TeNs. fo/mKHa 6bITb YHUUTOXEHA, EC/IN He NOATBEPXAEHO COOTBETCTBUE ee KayecTBa 3afaHHbIM Tpeb6oBaHNAM.
PelleHne 0 NOBTOpHOI Npogaxe, eBPOMApPKMPOBKE WM pereHepauuy MOXeT ObiTb MPUHATO TOSIbKO mocrie
cneumanbHOro aHanmsa, NpoBeeHHOro OTAe/I0M KOHTPO/IA KayecTBa B COOTBETCTBUM C MUCbMEHHOW MHCTPYK-
uuei. Mpn aToM HEO6XOAMMO YUnTbIBATbL XapakTep Npoaykuuu, ee NpeabiCTOPUI0 1 COCTOAHNE, CobaeHe
cnewmanbHbIX yCNI0BUIA XpaHeHNA 1 BpeMsi, NpoLuesLuee ¢ faTbl Bbinycka. Mpu nto6biX COMHEHWAX B OTHOLIEHWN
KayecTBa NPoAyKLMM He AoNycKaeTcs ee NOBTOPHOE NCNOb30BaHWe MW NOBTOPHbI BbINYCK, HO AoNyckaeTcs
ee xMMuyeckas nepepaboTka C Lenblo pereHepaumm akTUBHbIX UHIPeAMeHTOB. Bce BbinonHsAeMble geincTeus
[OJIXKHbI TLWATe/IbHO NPOTOKOIMPOBATLCA.

6 KoHTpoOsib KauyecTBa

MpuHymnbl

KOHTpO/Ib KauecTBa cBsizaH C OTGOPOM Mpo6, NpoBeAeHUeM UCMbITaHUi ¥ NPOBEPOK Ha COOTBETCTBUE
Tpe6oBaHUAM crneuudrKalmnii, MHCTPYKLWIA U ApYrUX AOKYMEHTOB, C OpraHu3aumei pa6oTsl, JOKYyMEHTUPOBA-
HMeM ¥ Mnpoledypamy Bbigauu paspelleHuii Ha peanusaumio. Lleib KOHTPONsS kKauecTBa — He AONYCTUThL K
UCMO/b30BaHMIO MU peann3auum matepuasbl WU NpoayKLmMio, He yA0BNETBOPsioLe TpeGoBaHUAM KauecT-
Ba. Cnyx6a KOHTPO/A KayecTBa BbIMOJHSET WCC/EA0BAHWS, MPOBEPKM W Y4acTBYET B MPUHATUM OGbIX
peLueHwii, KacatoLmUxcs KauecTsa NpoayKumu. OCHOBOMONATAIOLWMM NPUHLMNOM 06ecrnedveHns KOHTPOS Kaue-
CTBa SIB/SIETCS HE3aBUCUMOCTb OTAeNa KOHTPoss kauecTsa (pasgen 1).
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Obuwumne nonoxeHus

6.1 Ha kaxaom npeanpusiTun, BbiMycKaloLLeM 1eKkapCTBEHHbIE CPeACTBa, A0/MKEH ObITb OTAEN KOHTPONS
KayecTBa, He3aBUCKMbIV OT APYrUX nogpasneneHnii. PykoBoauTeib 3Toro otaesna fo/MKeH UMETb HeOGXoan-
Mblli ONbIT U KBaUUKaum. K oTaeny KOHTPOs KayecTBa OTHOCATCS OAHA WU HECKOJIbKO KOHTPOJIbHbIX
na6opartopwuii. Ana BbINOHEHMS CBOMX (DYHKLMWIA OTAEN A0/HKEeH ObiTb obGecrnevyeH BCEMU HEOOXOAUMbIMU
pecypcamu.

6.2 OcHOBHble 0653aHHOCTN HavyaslbHVKa OTAeNna KOHTPOS KayecTBa U3/0XeHbl B pasgene 2. Ha otaen
BO3/1araloTca TaKkke 06s3aHHOCTM Mo paspaboTke, aTTecTauuu (Banvgauumn), BHEAPEHUIO BCEX WHCTPYKL Wi
(MeToAMK) MO KOHTPOJIK KaYecTBa; XpaHEHWHD KOHTPO/IbHbIX 06pasL0B MaTepnasioB U NPOAYKLUN; KOHTPOJIH
NpaBW/IbHOCTU MapKMPOBKM YNakoBOK C MaTepuasiaMu 1 npoAykuueli; obecneyeHunto KOHTPoNs cTabuibHOCTH
NpoAyKUMW; yyacTuio B paccnefoBaHuy peknamaunii, cBA3aHHbIX C Ka4eCTBOM MNpoAykuuu, u T. n. Bce atn
hYHKL UM JODKHBI BbINMO/IHATLCA B COOTBETCTBUM C YTBEPXKAEHHBIMU MHCTPYKUUSIMU C 0CQOPM/IEHNEM MPOTOKO-
nos (Npun HeobxoaMMocCTH).

6.3 Mpu oueHKe KayecTBa roTOBOI NPOAYKUNM CNefyeT paccMaTpuBaTth BCE COMYTCTBYHOLLME (DAKTOPbI,
B T. Y. yC/IOBMS NPOM3BOACTBA, pe3y/bTaTbl BHYyTPMNPOM3BOACTBEHHOMO KOHTPOS, aHa/iM3 Npov3BOACTBEHHO
[OKyMeHTaumu (B T. Y. AOKYMEHTALMMN HA YNaKOBKY), COOTBETCTBME cneuudukaumam Ha roToByo NpoAyKLUNIO 1
COCTOSIHME OKOHYaTe/IbHOl YNakoBKM rOTOBOIN NPOAYKLMU.

6.4 COTpyAHVKM OTAena KOHTPONS KayecTBa AO/KHbI MMETb AOCTYN B NPOW3BOACTBEHHbIE 30HbI A/
oT60pa Npob 1 npoBefeHNs aHanusa.

OpraHusauua paboTbl KOHTPO/IbHbLIX abopaTopuii

6.5 MomelleHnsi 1 06OpPYyAOBaHME KOHTPOJIbHBIX /1a6OpaTopuii [OMKHLI COOTBETCTBOBATL OOLMM U
cneyuanbHbIM Tpe6oBaHWAM, NPeabsaBISEeMbIM K 30HaM KOHTPO/IS kauecTsa (pasgen 3).-

6.6 MepcoHan, nomelleHns u o6opyfoBaHue na6opaTopuii LOMKHbI COOTBETCTBOBATL BUAY U 0GbEMY
NPOV3BOACTBA. B OTAE/bHbIX C/yuyasx AOMNyCcKaeTcsi UCNOo/b30BaHWe CTOPOHHUX fabopaTtopuii Npu ycioBum
BbINO/IHEHUS UMW TPEGOBaHWIA, U3NOXEHHbLIX B pazfene 7, U BHECeHUs COOTBETCTBYHOLLMX 3anuceii B NpoToKo-
Jibl KOHTPO/S KAYEeCTBa.

[JokymeHTauumsa

6.7 [oKyMeHTauna KOHTPOMbHbIX NabopaTopuii AO/MKHA COOTBETCTBOBATL TPEGOBAHNAM, N3/TOXKEHHbLIM
B pasfene 4. K fokymeHTauun no KOHTPOIO KayecTBa OTHOCATCS;

- cneymdmrkauum;

- MeToaukn otbopa npob;

- METOAMKM 1 NPOTOKO/bl NPOBEAEHNSA UCNbITAHWUIA (B T. Y. aHAIUTUYECKNe OonepaLyoHHble NNCTbI W/nnn
nabopaTtopHbIe XypHasbl);

- aHa/mMThyeckne oTyeTbl W/WAN NacnopTa,;

- pesynbTaTbl KOHTPO/IA OKpYXatoLlelt cpefbl B NPON3BOACTBEHHbIX MOMELLEHUSIX;

- NPOTOKO/bI aTTecTauun (Banngaunm) aHaIMTMyeckux MeTogos;

- MEeTOAUKN ¥ NPOTOKO/bl KaIMOGPOBKM (MOBEPKM) NPUBOPOB 1 0BCYXMBAHUS annapatypbl.

OTa nHdopmauus Bcerga fomkHa 6bITb roToBa K NpeAcTaBNeHnto B OTAEN KOHTPO/SA KavyecTBa.

6.8 [lokymMeHTaumna No KOHTPOJI0 kayecTBa, OTHOCALLAACA K MPOTOKOMAM Cepuii NpoAyKUWM, AO/mKHA
XPaHUTbCS B TEYEHUE OAHOrO0 rofa nocne NCTeYeHUs cpoka rogHoOCTN cepun.

6.9 [na HeKOTOpbIX AaHHbIX (Hanpumep, pe3ynbTaToB aHa/IMTUYECKUX WUCMbITaHWi, BbIXOLOB rOTOBO
NpoAyKUMKN, NapameTpoB OKpyXaroLei cpefbl 1 T.M.) Lles1ecoobpasHo XpaHuTb NPOTOKO/bI B BUAE, NO3BOSIAI0-
LLeM OLEeHMBaTb TEHAEHLUN U3MEHEHNA NapameTpoB.

6.10 B pgonosHeHue Kk NpoToKoNnam cepuii MPoAykuuu cnefyeT XpaHUTb B AOCTYNHOM BWAE U APYryto
nepBUYHYI0 MHhopMauuo (Hanpumep, nabopaTopHbIe XypHasibl /WA NPOTOKONbI).

OT60p Npob

6.11 OT60p Npob JO/HKEH MPOBOANUTLCA B COOTBETCTBUM C YTBEPXKAEHHBbIMU WHCTPYKLMSMU, BKIOYatO-
LWMMK B cebs;

- MeToAuKy oTbopa npob;

- nepeyeHb MCMO/b3yeMoro 060pyoBaHus;

- KONn4ecTBO 0T6MpaeMsbix nNpob;

- WHCTPYKLMW NO pa3feneHnto oTo6paHHoN Npobbl Ha YyacTy (Npu Heo6xoanMocTH);

- TUM U XapakTepucTukun Tapbl 418 oTéopa npoob;

- HaHeceHue MapKMpOBKM Ha Tapy c 0To6paHHbIMU Npobamu;

- cneynasbHble Mepbl MPefoCTOPOXHOCTM, 0COBGEHHO OTHOCUTENIBHO CTEPU/IbHbIX U ONACHbLIX BELLECTB;
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- YCNOBUS XpaHeHus:

- UHCTPYKLUUM NO OYUCTKE U XpaHEHUI0 060pyaoBaHMa Ana oTéopa npob.

6.12 OTO6paHHble KOHTPO/IbHbIe 06pasLbl AO/MKHLI NPeACTaBNATb Penpe3eHTaTuBHY0 BbIGOPKY cepun
mMartepuasioB Uan NPoAyKuun. Bo3moxeH oT60p Npob, xapakTepusyoLwmnx KpuTnieckne cTagmm TexHonornyec-
KOoro npouecca (HanpvmMep, ero Hayasio Win OKOHYaHue).

6.13 Ha mapkupoBke Tapbl ¢ OTOOpaHHbIMKU Npobamu JOMKHbI ObiTb yKasaHbl ee cofepxumoe, Aathbl
oT60pa NpPob 1 ynakoBKM, U3 KOTOPbIX 3TU NPO6LI 6bIAN OTOBGPAaHbI.

6.14 OTO6paHHbIe NPO6bI KaXKAO0M Cepun roTOBOV NPOAYKLMK [O/MKHBI XPAHUTLCA B TEYEHNE OAHOTO0 roga
nocse NCTeYeHuss cpoka ee rogHocTn. oToBas NPoAyKLMS A0/MKHA, KaK MpaBuio, XpaHUTbCS B CBOEN OKOHYa-
TeNbHOW YyNakoBKe N B PEKOMEHA0BaHHbIX YCNOBUAX. KOHTPO/MbHbIE 06pasLbl UCXOAHOrO Chipbs (KpOMe pac-
TBOpPUTENel. ra3oB 1 BofAbl) AO/HKHbI XPaHUTLCS HE MeHee ABYyX /IeT noc/e Bbifayn paspelleHns Ha peanusa-
Lo NPOAYKLMK, €C/IN 3TO ;0NYCKAeTCA UX CTabuNbHOCTLIO. MNpn MeHbLLeM neproge cTabubHOCTH, ykasaHHOM
B COOTBETCTBYHOLLEN cneundukaummn, Bpems XpaHeHnss MOXeT 6biTb COKpalleHo. KonmuecTBO KOHTPO/bHbIX
06pasL 0B MCXOAHOIO Cbipbs, MaTepUasnoB U MPOAYKLUU AO/MKHO ObiTb [OCTATOYHLIM ANA NPOBEAEHUS WX
MO/IHOTO NOBTOPHOIO KOHTPOSIA.

MpumeyaHune — MNpu HEO6XOANMOCTU CPOK XpPaHEeHNss 06pa3L0B UCXOAHOIO Cbipbs AO/MKEH OblTb HE MeHee
CpOKa XpaHeHunsa COOTBeTCTByPOLLLeVI roToBOW npoaykuuun.

MpoBeaeHue ncnbiTaHmii

6.15 AHanuTuyeckue METOAMKU AO/MKHbI 6bITh aTTecToBaHbl (BasiManpoBaHsl). Bee ucnbitaHus, npuse-
[eHHble B HOPMATWMBHOW AOKyMEHTauuW, AO/KHbl ObiTb BbINO/IHEHbI B COOTBETCTBAU C YTBEPXAEHHLIMU
MeToAuKaMu.

6.16 MonyyeHHble pe3ynbTaTbl UCNbITAHWI [O/MKHLI 0HOPMAATLCS AOKYMEHTA/IbHO C TLLaTeIbHOW Npo-
BEPKOI BCeX BHECEHHbIX AaHHbIX. Bce pacuyeTbl AO/MKHbI TLWATENIbHO MPOBEPATLCS.

6.17 MpoBoguMble UCMbITaHUA credyeT 0hOPMAATbL JOKYMEHTaIbHO C yKa3aHueM:

a) HaMMeHOBaHWA mMaTepuana Win nNpoaykuMn 1 f03MPOBaHHON DOpMbI;

b) HOMepa cepuu U HaMMeHOBaHWUS NPOU3BOAUTENA U/UN NOCTaBLLKKA;

C) CCbIIKM Ha COOTBETCTBYHOLLME creundnkaumm 1 MeTOLUKA UCNbITaHWIA;

d) pesynbTaToB WCMbITAHWIA, B T. Y. HAOMIOAEHNSA, BbIYUCIEHNSA U CCbIIKU Ha BCE nacrnopTa aHa/n3os;

e) faTbl NpoBeAeHNs UCNbITaHWIA:

f) chamunuii 1 MHULMaNoB NnL,. NPOBOAMBLUMX UCMbITAHUE;

4) damunuii n nHMUKranos NuL, NOATBEPXAABLUNX NPOBEAEHNE NCNbITaHWI 1 pe3y ibTaTbl BbIYVC/IEHWI;

h) ofHO3HAYHOrO 3aK/NIOYeHNs O Bblgaye paspeLleHns UM OTKIOHEHUN NPOAYKLUMKU (MW ApYroro pelle-
HMA O cTaTyce NPoAyKuun), Aatbl U NOANUCK OTBETCTBEHHOIO NnLa.

6.18 Bce onepaluu No BHyTPUNPON3BOACTBEHHOMY KOHTPOJ/IIO, B T. Y. Onepaumm, BbiNoHAEMbIE NULaMU,
HenocpefCcTBEHHO paboTalwWwyMn B MPOU3BOACTBEHHbIX 30HaX, AO/IKHbI NPOBOAUTLCA B COOTBETCTBUM C
MeToAMKaMu, yTBEPXAEHHbIMU OTAE/10M KOHTPO/IA KauyecTBa, a ux pesyibTaTbl 0OPMAATLCA AOKYMEHTabHO.

6.19 Oco60e BHUMaHMWe crnenyeT yaenaTb kayecTBy labopaToOpHbIX PeakT1BOB, MEPHOI nabopaTopHol
nocyfibl 1 TMTPOBAHHbLIX PACTBOPOB, CTaHAaPTHbLIX 06pasL 0B U NUTaTesbHbIX cpel. OHU JOMKHbI TOTOBUTLCA B
COOTBETCTBUU C MUCbMEHHBIMU UHCTPYKLUAMU.

6.20 PeakTuBbl, NpefHasHayeHHble A1 ONTENBHOTO UCNONb30BaHUA, AO/KHbI UMETb MapKUPOBKY C
yKkasaHvuem AaTbl NPUroTOBMEHWSA W C MOAMUCAMW UCMONHUTENel. Ha aTukeTke AO/KeH 6biTb ykasaH CpoK
rOAHOCT HecTabuibHbIX PeakTMBOB, NUTATesbHbIX Cpef W chneuudunyeckme ycnosus WX XpaHenus. [ns
TUTPOBaHHbLIX PacTBOPOB CnefyeT ykasbiBaTb JaTy NOC/MeAHero yCTaHOB/EHUS TUTPa U COOTBETCTBYIOLLWIA
nonpaBoYHbIi KO3DULMEHT.

6.21 lpu Heo6xoaMMOCTU Ha Tape crieflyeT ykasblBaTb AaTy NoslyYeHus Kaxjoro BeLectsa, Ucnosb3y-
eMoro /19 NpoBeAeHNsA UCNbITaHWi (HanpyMep, peakTMBOB U CTaHAapPTHbIX 06pas3L0oB) C COOTBETCTBYOLLMM
VNHCTPYKUMAMMU MO UX WUCNOMb30BaHUIO U XpaHeHWo. B HEeKOTOpbIX Criydasx Mocne MosiydyeHus Win nepeq
MCMNO/Ib30BaHNEM peaKkTUBa MOXET BO3HUKHYTb HEOOXOAUMOCTb NPOBEAEHNS €r0 UCMbITAHUS Ha NOA/IMHHOCTb
n/vnu apyroro ucnbiTaHus.

6.22 )KVMBOTHbIX, UCMOMb3YEeMbIX /11 KOHTPOJIA KOMMOHEHTOB, Marepuasios uav npoaykuuu, cnegyer,
npu Heo06Xxo0AMMOCTH, NMOMELLATb B KAPaHTUH nepeg, paboToi C HUMW. YXO4 Y KOHTPO/b 38 XMBOTHbIMMW AODKHbI
6bITb OpraHn3oBaHbl Tak. YTOObI 06ecneynTb UX NPUrOAHOCTL K UCMOJIb30BAHMIO MO Ha3HaYeHuo. XXMBOTHbIE
[O/MKHBI ObITb MapKMpPOBaHbl, NCTOPUM PaBOTbl C HAMMN JO/MKHbI 6bITb 0OPOPMIIEHbI AOKYMEHTA/IbHO.
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7 Pa6oTa no KOHTpakTaMm Ha NMpov3BOACTBO NPOAYKLUMM U NPOBEAEHNE aHANN30B

MpuHymnbl

Bo n36exaHue pazHoOUTEHUIA, CMOCOGHbIX MPUBECTU K YXYALIEHWIO KAYecTBa NPoAyKLUM NN BbIMOSHEHNS
paboT, cnegyeT TwWaTeNbHO COCTaB/ATb, COracoBbiBaTb W KOHTPO/IMPOBATb BbIMO/IHEHME KOHTPAKTOB Ha
npon3BOACTBO NPOAYKUNN U NpoBefeHne aHann3oB. KOHTpaKT Mexay 3aka3uuMkom 1 UCNONHUTENEM [O/IKeH
6bITb COCTaB/IEH B MUCbMEHHO hopme € yka3aHneM YeTKO onpefeneHHbIX 0653aHHOCTEeN KaX 40 U3 CTOPOH.
KOHTpaKT f0/MKeH ycTaHaBNnBaTb NOPALOK 4ENCTBUIA M OTBETCTBEHHOCTb YNO/THOMOYEHHOTO I1La 3a Bblgadvy
paspeLleHmnst Ha peanm3alnio Kaxaon cepumn NpoayKLmu.

NMpumMmeyaHue — HacToawwmi pasgen paccMaTpuBaeT TO/IbKO OTBETCTBEHHOCTbL NPOU3BOAUTENEI 3a BbINONIHEHNE
TpeboBaHuii HacTosALWero ctaHgapTa.

Obwumre nonoxeHus

7.1 KoHTpakT AOo/KEeH OblTb COCTaB/IEH B MUCbMEHHOWN chopme 1 foMKeH BkIoYaTb B cebs nepeyeHb
NPOM3BOACTBEHHbIX onepauuii W/Mnm aHanusoB, BbINOJIHAEMbIX HA OCHOBAHMM KOHTPakKTa, W MPOBOAUMbIX
TeXHUYECKUX MEPONpPUATHIA.

7.2 BbINO/IHEHWE KOHTPaKTa Ha MPOM3BOACTBO W/MAW MPOBEAEHME aHA/IN30B, B T. Y. C YYEeTOM npeaso-
XEHHbIX U3MEHEHWI TEXHUYECKOTO WM APYroro xapakrepa, A0/HKHO COOTBETCTBOBaTbL TPeboBaHMAM HopMa-
TUBHbIX JOKYMEHTOB Ha NPOWU3BOACTBO Y PErMCTPALMOHHOTO AOCbE HA AaHHYI0 NMPOAYKLMIO.

3akasuuk

7.3 3aka3unk HeceT OTBETCTBEHHOCTb 3a OLEeHKY KOMMNETEHTHOCTU MCMOSIHUTENS U ero CnocobHOCTb
BbINO/THUTb KOHTPaKT Hagfexalinum o6pasom, a Takke 3a BK/I0YEHME B KOHTPaKT MOI0XeHul, obecneymsato-
L MX BbINOIHEHNE TPebOoBaHWii HACTOALLEro cTaHjapTa.

7.4 3akasuvk npefocTaBnseT UCMOMHUTENI0 MH(OPMaLMo, HEeOBXOAVMYIO AN BbINOSIHEHUS Npegyc-
MOTPEHHbIX B KOHTpakTe paboT B COOTBETCTBUM C TpebOBaHMAMU PErMCTPaLMOHHOIO J0Cbe, HOPMATUBHbIX
[OKYMEHTOB U1 3aKOHOAATEeNbCTBA. 3akasuuk JO/MKeH ybeanTbea B TOM, YTO UCNOMHWUTENb 06nagaeT nosHOM
nHdopmavmeii o hakTopax, CBA3aHHbIX C MPOAYKUMEN i paboToil, BbINOTHAEMON N0 KOHTPaKTy, 1 NnpeacTas-
NALLWNX ONacHOCTb AN1A ero nomeLleHnit, o6opyfoBaHus, nepcoHana, Apyrux matepmanos Uav NpoaykKToB.

7.5 3akasuvk fosmkeH ybeanTbCs B TOM. YTO BCA roToBasi NPOAYKUMA U MaTepuasibl, NOCTaB/EHHbIE eMy
UCNOSTHUTENEM, COOTBETCTBYIOT cneuudukaumam, a paspeLlleHre Ha peannsaumio 3Toi NpoaykKumMn BblAaHo
YNOMHOMOYEHHBIM JIULLOM.

NcnonHutens

7.6 WcnonHuTenb [O/MKEH MMETb COOTBETCTBYHOLUME MNOMELLEeHUs, 06GOpyAoBaHWe, 3HaHWs, OMbIT W
KOMMETEHTHbIV MepcoHan NS HaAJ/IeXallero BbIMOIHEHUS1 KOHTPakTa. KOHTPakKT Ha NMpou3BOACTBO MOXET
BbINOJIHATL UCMOMHUTESb, UMEIOLLMIA paspeLLeHre Ha NPOU3BOACTBO SIeKAPCTBEHHbIX CPEACTB.

7.7 VICnonHUTENb JO/MKEH rapaHTMpoBaTh NPUrOAHOCTb NOJTyYaeMbiX UM MaTepPUaioB U NPoayKLUn Ans
UCMO/b30BaHNS MO Ha3HAYEHUIO.

7.8 VcnonHutenb He JO/MKEH NPUBMEKATb TPEThIO CTOPOHY /15 BLIMOSHEHWsI paBoT UMM KX YacTu, NopyYeH-
HbIX EMY M0 KOHTPakTy, 6e3 npesBapuTe/IbHOr0 PACCMOTPEHMWST U COMMIACOBAHNSI C 3aKasuuKoM. Mpy 3akioueHnn
COrNalleHns Mexay WUCMOSHUTENEeM U TPeTbeil CTOPOHON A0MXHA ObiTb rapaHTUst TOro, YTo MHopMauus o
NPOV3BO/ACTBE 1 NPOBEAEHNMN aHaNM30B ByAeT JOCTYNHA 3aKa3urky B COOTBETCTBUM C KOHTPAKTOM.

7.9 WcnonHuTeslb He AO/MKEH NpeAnpuHUMAaTh AeiCTBUS, KOTOpble MOryT oKkasaTb OTpuUuaTesibHoe B/U-
sIHME Ha KauecTBO NPOAYKL UM, NPOU3BEAEHHON N/MIW NPOaHANN3MPOBAHHOM M B COOTBETCTBUM C KOHTPAKTOM.

KoHTpakTt

7.10 KOHTpakKT 3akniouaeTcs Mex/ay 3aKkasumkoM U UCMOoSHUTENEM. B KOHTpakTe ykasbiBaeTcs OTBETCT-
BEHHOCTb CTOPOH 3a MPOW3BOACTBO U KOHTPO/b MPOAYKLMN. TeXHUYECcKMe acnekTbl KOHTPaKTa AOMKHbI 6biTh
COCTaB/IEHbl KOMNETEHTHLIMW NULAMK, 061a4atoLMI COOTBETCTBYIOLWMMY 3HAHUAMMU B 0671aCTV TEXHOIOMMM
NPOKU3BOACTBA /IEKAPCTBEHHbLIX CPEACTB, NPOBELEHNsI aHaM30B U TpeboBaHWii HacTosLero ctaHaapTa. Bee
COINaLlEHUsi MO MPOW3BOACTBY W NPOBEAEHNI0 aHANM30B A0/HKHbI GbiTb COTNlacoBaHbl 06eMK CTOPOHAMK 1
[O/IXHbI COOTBETCTBOBATL TPEGOBAHUAM PErUCTPALMOHHOIO A0Che.

7.11 B KOHTpakTe [O/KHO GbiTb YKa3aHo, KakuM 06pa3oM YMNOSHOMOYEHHOE SNLO, OTBETCTBEHHOE 3a
BbIMYCK CEPUM NPOAYKLWN 415 peanm3auuu, rapaHTupyeT, 4To Kaxaas cepusi Nnpoaykuum 6bi1a N3rotoeneHa u
MPOKOHTPO/IMPOBaHA B COOTBETCTBUM C TPEGOBAHUAMU HOPMATWBHOW AOKYMEHTALUWM WM PEerucTpaumoHHOro
focbe.

7.12 B KOHTpakTe [0/KHbI GbiTb YKasaHbl NUla, OTBETCTBEHHbIE 3a 3aKynky, NpoBeAeHUe UCMbITaHWA U
BblAauy paspeLleHus Ha 1CMo/b30BaHe MaTepPUasioB, NPOU3BOACTBO, KOHTPOSIb KayecTBa (B T. Y. BHYTPUNpO-

19



FOCT P 52249—2004

N3BOACTBEHHBIA KOHTPO/Ib), OTOOP NPO6 M NposBefeHne aHann3oB. MNpu 3ak/lYeHNN KOHTpakTa Ha aHanu3
nNpoAyKLMN f0/1XHA 6bITb MpefycMOTpeHa BO3MOXHOCTb NpoBeeHns oTbopa Npo6 UCnosiHUTeNeM B noMelLie-
HUAX NPOV3BOAUTENA NMPOAYKLUN.

7.13 lpoToKoNbl NPOU3BOACTBA, aHaIM30B U peasim3aun NPoAYKLNN, COOTBETCTBYIOLLME KOHTPO/IbHbIE
06pasLbl [O/MKHbI XPAHUTLCA Y 3aKasuuka Uan JO/MKHbI 6bITb MY AOCTYMHbI. [epeyeHb JOKyMeHTOB, OTHOCA-
LMXCA K OLleHKe KayecTBa NPOAYKUUM W CBA3AHHbLIX C peknamMauusamMu Uanm BO3HUKHOBEHWEM COMHEHWA B
KayecTBe npoAyKuuu, Ao/mKeH 6bITh onpefenieH 3aka3unkom B UHCTPYKLMAX NO OTK/IOHEHUIO (0T3bIBY) MPOAYyK-
LUyn. 3Tn AOKYMEHTbI AO/MKHBI ObITh 4OCTYMNHbI ANA 3aKa3unka.

7.14 B KOHTpakTe A0/HKHO 6bITb NPefyCMOTPEHO NpaBo 3akas3ynka Ha nocelleHne NponsBoaCcTBa MCnos-
HUTens.

7.15 Tlpu 3aK/10YEHUN KOHTPaKTa Ha NpoBeeHre aHaIM30B BO3MOXHO MHCMEKTUPOBaHNE UCMOMHNTENA
Ha/l30pHbLIMK OpraHamu.

8 Peknamauun v 0T3bIB NPOAYKLUUN

MpuHynnbl

Bce peknamaLumm 1 nHpopmMaLms, kacatoLlmecs NpoayKLumn ¢ npeanonaraeMsiMyi HapyLLEHUSIMY KavecT-
Ba. JO/DKHbI ObITh TLLATENbHO NPOaHaIM3MpoBaHbl B COOTBETCTBUM C MHCTPYKUMAMU. Ha npeanpusaTumn Ao/mkHa
6bITb CO34aHa cuctema 6bICTPOro U 3¢h(PEKTUBHOIO OT3biBA C PbiHKA NPOAYKLMM C IBHbIMWU AW Npeanonarae-
MbIMW HapyLIEeHUSMU KauecTBa B C/ieAyHLmX cyyasx:

a) MpoAyKuus okasanacb ONacHO npu 0BObIYHbIX YCNOBUAX NPUMEHEHWS;

b) MpPOAYKUUS TepaneBTUYeCckn Hea(pheKTMBHA,;

C) MO KaYeCTBEHHOMY M KO/IMYECTBEHHOMY COCTaBYy NPOAYKLUNA HE COOTBETCTBYET COCTaBY, yKasaHHOMY
B permcTpaLMoHHOM A0ChE;

d) KOHTpO/b rOTOBOrO JIEKAPCTBEHHOIO CPEACTBA WU/UMN UHTPEAVNEHTOB, KOHTPO/Ib MPOMEXYTOUHbIX CTa-
OVl NPOM3BOACTBEHHOrO MpoLuecca He MPOBOAUICSH WM He BbINOMHAIMCL TpeboBaHNs unn obssaTenbcTBa,
OTHOCALLMECSH K YC/IOBUSAM BblAauu paspelleHns Ha Npou3BOACTBO N1IeKapCTBEHHbIX CPeACTB;

e) npu Apyrux HenpeaBUAEHHbIX 06CTOATENbCTBAX.

Pexnamauyun

8.1 Ha npeanpusiTum fo/mKeH 6biTb HA3HAYEH COTPYAHUK, UMEKLLMIA B pacnopshKeHUn Heo6XoAuMbIii
nepcoHas, OTBETCTBEHHbI 3a pacCMOTpPeHVe peknamMauuii 1 NpUHATME pelueHuit. Ecnm 3ToT COoTpyAHUK He
ABNSETCA YNOSIHOMOYEHHbIM nauvuowm, 10 YNonHOMOYeHHOoe nnyo A0J/HKHO ObITb NOCTAB/IEHO B M3BECTHOCTb O
BCeX hakTax peknamayuii, paccnefoBaHuil U 0T3bIBOB NPOAYKLMN.

8.2 [le/icTBMA MO pacCMOTPEHUIO peknamauunii Ha NpeanonoXUTEIbHO HeKaYeCTBEHHYO NPOAYKLUIO U
NPUHATNE peLleHns 06 0T3bIBE NPOAYKLUN AO/MKHbI ObITb U3/T0XEHLI B COOTBETCTBYIOLLEN NHCTPYKLUN.

8.3 CnepyeT obecneunTb TLWaTeNbHOCTb paccnefoBaHNs peknaMauun 1 ero fJokymeHTanbHoe odop-
M/IEHUE C OnMcaHneM feTaneli o060l NPeTeH3nn Ha KauecTBO Npoaykuun. K aToli paboTe 06bIYHO NpuBreka-
eTCcs MU0, OTBETCTBEHHOE 3@ KOHTPO/Ib KayecTBa NpoayKLuu.

8.4 Ecnn o6HapyXeHO unv nofo3peBaeTcs HEeCOOTBETCTBME KayecTBa Kakoi-nmbo cepumn npoaykumu,
cnepyeT NPUHSITL PELLEHUE O MPOBEPKE aHANIOTUYHbIX CEPUIA. B YaCcTHOCTU, NpoOBEPKE MOTYT NOAEXaTb Apyrue
cepun, cogepxatlyme nepepaboTaHHbIl NPOAYKT U3 3TOW cepun.

8.5 PelleHns 1 Mepbl, NPUHATbLIE NO 11060 peknamaumm, fo/MKHbI OblTb BHECEHbI B COOTBETCTBYHOLLMIA
NPOTOKO/1 Ha Cepuio NPOAYKLNN.

8.6 lMpoTokosbl peknamauunii cnegyeT perynspHo paccmaTpmBaTh M aHaIM3MPOBaTh C Lie/bHo BbISIBIEHNUS
cneundnyecknx 1 NOBTOPSAKOLWMXCA (PakTOPOB, TPEOYHLMX 0CO60r0 BHUMAaHUS U CNOCOGCTBYOLNX OT3bIBY
nNpoAyKLuK.

8.7 Mpu yxyAweHnn kavyecTsa NpoayKUUy Wam Apyrux npobaemax ¢ ka4ecTBOM, B OTHOLIEHUMN KOTOPbIX
npeAnprvHYMAaloTCS KOPPEKTUpYLLINe AeCTBUS, NPOM3BOAUTE b 06513aH M3BECTUTb COOTBETCTBYHOLLME KOM-
NeTeHTHbIe opraHbl.

OT3bIB MpoAyKUUn

8.8 Ha npeanpuaTiu JO/MKEH 6biTb Ha3HaYeH COTPYAHUK, UMEKLLMIA B pacnopsiKeHU Heo6XoaUMbIi
nepcoHas, OTBETCTBEHHbIN 32 CBOEBPEMEHHbIN OT3bIB NPOAYKLMM C pbiHKa. Kak npasuio, 310 /L0 A0/KHO
6bITb HE3ABMCUMbIM OT CYX6 peanusaunm U MapkeTuHra. Ecnv aToT COTpyAHVK He SBNsieTcA YNOMHOMOYEH-
HbIM JINLOM, TO YNO/THOMOYEHHOE NNL0 [O/IKHO ObITh OCBEA0MJIEHO 060 BCEX (haKTax OT3bIBOB NPOAYKLWN.

8.9 Mopagok OT3blBa MPOAYKLMU AO/MKEH 6biTb pernameHTUpOBaH WHCTPYKUMER, KoTopyl cnegyet
perynsipHo NpoBepsiTb U NepecMaTpuBath.

20



FOCT P 52249—2004

8.10 OT3bIB NPOAYKLMN [O/MKEH OCYLLLECTBNATLCA ONepaTUBHO U B Nll060e Bpems.

8.11 KomneTeHTHble opraHbl CTpaH, Kyfa Morna 6biTb HanpasneHa NpoayKuus, AOMKHbI O6blTb HeEMe[-
NIEHHO MH(OPMUPOBaHbI O NPUHATUN pelleHns 06 0T3biBE NPOAYKLMM B CBA3W C MOA03PEHVEM UM OBGHapYXe-
HVEeM HecoOTBETCTBUSA ee KayecTsa.

8.12 [lokymeHTauuMsa No oTrpy3ke NpoAyKUMM AO/MKHA OblTb OCTYMHOW ANA nuua (1ny), OTBETCTBEHHO-
ro(blX) 3a OT3blB MPOAYKLMU, N COAEpXKaTb AOCTATOUHYIO MHOPMaLMo 06 ONTOBbLIX NOKynaTenax v npsiMbiX
3aka3uumkax (agpeca, Homepa TenedoHoB/hakcoB B paboyee 1 B Hepabouee BpeMsi, HOMepa cepuii 1 06bEMbI
NOCTaBOK), 3KCMOPTHbIX NOCTaBKax M noctaBkax 06pasLoB S1eKkapCTBEHHbIX CPeACTB.

8.13 Ha 0TO3BaHHOI NPOAYKL UM AO/MKHA BbITb COOTBETCTBYIOLLAA MAPKMPOBKa. OTO3BaHHYHO NPOAYKL M0
cnefyeT XpaHuTb B HAAEXHO N30/IMPOBaHHbIX 30HaX A0 NPUHATUA peLleHns 0 ee AasibHeliLeM CNob30BaHnm
Unu yTunusauum.

8.14 TlocnepoBaTteNnbHOCTbL AEWCTBUIA NPU 0T3bIBE NPOAYKLMUM f0/MKHA ObITh 0OhopMIeHa JOKYMeHTa b-
HO. OKOHYaTeslbHbI OTYeT JO/MKEH cofepxaTb 6anaHc Mexay KOMMYeCcTBOM MOCTaB/IEHHON W OTO3BAHHOWA
npoAyKL 1.

8.15 3 heKTMBHOCTbL MEPONPUATUI MO OT3bIBY NPOAYKLNW CrefyeT peryispHo aHanmsnpoBsartb.

9 CamowuHcnekums

MpuHyMnbl

CamovHCneKumsa A0/KHA NPOBOAMTLCS C Liesiblo MPOBEPKM BbIMOSHEHWS NpeanpusaTuemM TpeboBaHuii
HacTosLwero ctaHfapTa v NPUHATUA HEO6X0AMMbIX Mep N0 YyCTPaHEeHWI0 HeJ0CTaTKOB.

9.1 C uefbio BbINOIHEHMA NPUHLMNOB 06ecrneyveHns kavyecTsa BONPOCHI, CBSA3aHHbIE C paboToi nepco-
Hana. cogepxaHnem nomeLleHunid, akcnayarauvein o6opyaoBaHns, OKyMeHTaLmell, NPOM3BOACTBOM, KOHTPO-
NleM KayecTBa v peanmsauveii nekapCcTBeHHbIX CPeACTB, MeponpuaTuaAMK No paboTe ¢ peknaMauusamu 1 oT3biBy
NpoAyKuMK, a Takke NPoBEeAEHUI0 CAMOUHCNEKUUIA, AO/MKHbI PErynspHO paccMaTpuBaThCs B COOTBETCTBUM C
YTBEPXAEHHOW Nporpammori.

9.2 CamouHCcneKunsa Ao/mKHa NPOBOANTLCA HE3AaBUCHMO Y TLLATE/TbHO CreuyanbHO Ha3HauYeHHbIM /IMLIOM
(nuuamm) u3 wrata npegnpuaTus. Mone3Ho NPoOBOAWTL HE3ABUCUMBbIA ayuT 3KCnepTamMmy CTOPOHHMUX OpraHu-
3aUMiA.

9.3 Pe3ynbTarbl NPOBEAEHUSI CAMOUHCNEKLWI AOMKHbI ObITb 0HOPMAIEHbI LOKYMEHTaIbHO. MPOTOKONbI,
COCTaB/IeHHble MO pe3y/nbTatam NPoBeAeHVUS CaMOWHCMNEKUMA, [O/MKHbI BKIOYaTh B CEOSA BCIO MOSTyUYEHHYHO
MHdOPMaL M0 U He06X0AMMbIE KOPPEeKTUpYoLMe AeiAcTBUS (Mpu Heo6xoaumocTw). [elicTBrSA, NPUHYMaeMble
no pesynbTatam caMOUHCNEKUMWA, cnegyeT 0DOPMIATb AOKYMEHTAsIbHO.
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Mpunoxexve 1

Mpon3BOACTBO CTEPU/bHBIX JIEKAPCTBEHHbLIX CPEACTB

MpuHUuunnol

K Npon3BOACTBY CTEPU/IbHBIX NIEKAPCTBEHHbIX CPEACTB NPESbABNAAIOTCA 0CO6ble TPEGOBAHWS, HANpaB/eHHble Ha
CBEfleHUe K MUHMMYMY pucka 3arpsi3HeHnsi MUKPOOpraHnaMamu, YacTulaMu U nporeHaMmu. BoinonHeHne atux Tpe6osaHuii
BO MHOrOM 3aBWCWT OT OMblTa NepcoHana, ero NoAroToBKM M OTHOWeEHWs Kk pa6oTe. OCOGEHHO BbiCOkMe TpeGoBaHWS
npeabsaBAATCS K 06ecneyeHnto kayecTBa, NOATOTOBKE W BbINOJIHEHUIO TEXHOMOTMYECKMX MPOLIeCCOB, UX TLATesbHOM
oTpaboTke U aTTecTauuu (Banugauuu). KOHTPOIb KOHEYHOl CTagun NPoM3BOACTBA WM KOHTPO/Ib TOTOBOTO NPOAYKTa He
MOXeT paccMaTpuBaTbCs Kak eMHCTBEHHOE CPeACTBO 0GECMNEeYeHNsi CTEPUNLHOCTU WK APYrMX MokasaTenel kauecTsa

npoayKuum.

NMpumedyaHune — HacToAwmii cTaHAapT He ycTaHaB/IMBaeT METOAbl ONpeAeneHust YACTOTbl BO3AyXa,
NOBEPXHOCTEN 1 NP. N0 MUKPOOPraHn3Mam 1 yactuyam. AT Tpe6oBaHUS NPUBOAATCS B 4PYTMX HOPMATUBHbIX JOKYMEHTax
(ctaHpgaptax CEN. CO. TOCT P CO u gp.).

O6wwne nonoxeHus

1 MNMpoun3BOACTBO CTEPUSIbHBIX MPenaparTos AO/HKHO OblTb OPraHN30BaHO B YNCTbIX NOMeLLEeHNAX (30HaX) C BO3AyLU-
HbIMW LW03aMn N5 obecneveHns focTyna nepcoHana u/wnu nepemelieHns o60pyAoBaHNa U maTtepuanos. B uncTbix
nomMeLLeHnax (30Hax) AO/HKEH NOAAEPXUBATbCA YPOBEHb YNCTOThI MO COOTBETCTBYIOLLEMY CTaHAapTy, @ BO3AyX AO/HKEH
nogaBaTbCsi Yepes PUNbTPbI HEOGX0AUMON 3P HEKTUBHOCTU.

2 TopAroToBka NepBUYHON YNakoBKW, NPUrOTOBAEHME NPOAYKTA U HANOMHEHNE A0MXKHbI BbINONHATLCS B OTAE/bHbIX
YNCTbIX 30HaX (MOMeLLLEHUSX).

Mpouecchl NPOM3BOACTBA CTEPU/IBbHBIX IEKAPCTBEHHbIX CPEACTB NOAPa3fensaloTca Ha ABe KaTeropun:

- npepycmatpuBaioLie UHULLHYI0 CTepunnsanuio (T. e. CTepuAn3aLmio B repMeTUYHON NepBUYHON ynakoBKe):

- NPOBOAVMbIe B acENTUYECKNX YC/IOBUAX HA OJHOM WM BCeX aTanax Npou3BoAcTBa.

3 YucTble nomeleHuns (30Hbl) A5 NPOU3BOACTBA CTEPWUIbHON NPOAYKLMN KNaccuuumpyoTcs B COOTBETCTBUN C
TpeboBaHMAMK K OKpyxXawolell cpege C Lenblo CBEAEHUA K MUHUMYMY puUcKa 3arpsa3HeHus npoaykra Wi maTepuasnos
yactTuyamu M mMukpoopraHmamamu. Kaxpgas npousBofAcTBEeHHas onepauus TpebyeT onpefeneHHOro YpoBHSA YUCTOTbI
oKpy>atoLeii cpefibl B 3KCnyaTUpyeMOM COCTOAHWN.

[na obecneyeHns COOTBETCTBUSA YNCTbIX MOMELLEHNI (YNCTbIX 30H) TPe60oBaHUAM, NPpeAbABISEMbIM K 3KCNyaTupy-
€MOMY COCTOSIHWIO, UX MPOEKT A0/HKEH NpeAycMaTpuBaTh AOCTUXEHNE 3afiaHHbIX K1acCOB YNCTOThI BO3AyXa B OCHALLEHHOM
COCTOSIHWN.

OcHallleHHOe COCTOsIHMe — COCTOsIHWMEe, B KOTOPOM YMCTOe nomelleHne PyHKLMOHNPYET, TexHonornyeckoe o6opy-
[loBaHMe NOMHOCTbI0 YKOMMIEKTOBAHO, HO MePCOHan OTCyTCTBYeT.

JKcnayaTupyemoe COCTOsIHMEe — COCTOSIHME 4YMCTOro MOMELLEHWs, B KOTOPOM TexXHOMonTyeckoe o60pyfAoBaHune
dhyHKUMOHMPYeT B TpebyeMoM pexunmMe € 3afaHHbIM YACIOM paboTaloLero nepcoHana.

YncTble 30HbI MPY NPOU3BOACTBE CTEPUIIbHBIX TeKAapPCTBEHHbIX CPeACTB NoApa3AensaoTcs Ha YeTbipe Tuna:

A — nokanbHas 30Ha AN NPOBeAeHUs onepauuii, NpeacTaBAAOLWNX BbICOKUIA PUCK AN KauyecTBa NpPoAyKuuu,
Hanpumep, 30Hbl HaNOIHEHUS, YKyNOPKX, BCKPbITUSi aMnyn v dh1akoHOB, COeANHEHUst YacTeil 060pyAoBaHuUs B acenTuyec-
KX ycnosusx. Kak npasunio, B Takmx 30Hax NCNO/b3yOTCA OfHOHaNpaBeHHbI (NaMUHapHBbIi) NOTOK Bo3dyxa, obecneymn-
BalLWMA B HE3aMKHYTO YMCTOI 30He 0fHOPOAHYI ckopocTb 0,36—0.54 m/c (pekoMmeHayemoe 3HauveHune). MogaepxaHue
OfHOHaNpaB/IeHHOCTU BO3AYLUHOIO NOTOKA AO/HKHO 6biTb NOATBEPXAEHO Npu aTTecTauun (Banugauuu). B 3akpbiTbix
N30/MPYIOLLMX YCTPOCTBAX U NepyYaToUHbIX 60KCax MOXHO UCMO/b30BaTh OAHOHANPAB/IEHHbI NOTOK BO3AyXa C MEHbLLe
CKOPOCTbI0;

B — 30Ha, HemocpeACTBEHHO OKpyxXawlas 30Hy A W npegHasHadeHHas A5 acenTUYyeckoro NpUroToBEHUS W
HanosiHeHus;

C 1 D — y4uncTble 30HbI AN BbINOSIHEHUSI MEHEE OTBETCTBEHHbIX CTafMii NPOM3BOACTBA CTEPUIBHON NPoAyKLUN.

Knaccudukaums 30H No 3arpsisHeHnto Bo3gyxa yacTuuaMu npusefeHa B Tabnuue.
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MakcMMasibHO JOMYCTUMOE YUC/Io YacTuL, B 1M3B034yxa, MpW pasMepe YacTuLl, paBHOM Win Gonbluem (a)

Tun 30Hb! B OCHALLIEHHOM COCTOsIHUN (b) B 3KCIU/lyaTVpyemMoM COCTOsIHMM (b)
0.S mKm (d) 5 MKM 0.5 mkm (d) 5 MKm
A 3 500 1(e) 3 500 1(e)
B (c) 3500 1<e) 350 000 2000
C (c) 350 000 2 000 3500 000 20 000
D(c) 3500 000 20 000 He pernamenTtupyetcsa (f) He pernameHTtupyetcs (f)

MpumeyvaHunsa

(a) KoHueHTpauwusa yacTuL, C pasmepamMmu, paBHbIMU UAW NPEBbILLAILWWMN YKa3aHHble 3HaYeHNs, onpeaenseTcs c
NOMOLLbIO ANCKPETHOrO CHETYMKA a3p030/IbHbIX HACTULL.

B 30He A cnefyeT npegycmaTpuBaTth HEMPepPbIBHbIA KOHTPO/Ib KOHLEHTpaLWmn YacTul,. PekomeHgyeTca npegycmat-
pvBaTb Takoli KOHTPO/b U B 30He B*.

Mpwn Tekywem KOHTpone 30H A 1 B oTéupatoTcs npobbl 061WmMm 06bemom He meHee 1 M3. Takoii xe o6bem nNpobbl
pekomeHayeTca U AN 30Hbl C*.

(b) YpoBeHb 3arpsisHeHus yactTuuamu, nokasaHHblil B Tabnuie A5 OCHALEHHOr0 COCTOSIHUA, [OIKEH AOCTUraTbCs
yepes 15— 20 MuH (peKkomeHyemoe 3HaYeHe BpeMeHN BOCCTAHOB/IEH W) NOC/e 3aBepLUeHns npoLecca npu oTCyTCTBUN
nepcoHasna. YpoBeHb 3arpA3HeHns yactuuamu 415 30Hbl A B 9KCMyaTVpyeMoM COCTOSIHUM AO/DKEH NOALEePXMBATbCA B
30He, HemnocpejCcTBEHHO OKpyXawlleid NpoAyKT, Korga NPOAYKT WKW OTKPbITas ynakoBka WMeKT NPAMON KOHTakT C
oKpyxXatoleii cpesfoi.

[lonyckaeTcsi, 4TO B NpoLecce Hamno/HeHWs He Bcerja MoxeT 6biTb MOKa3aHO COOTBETCTBME CTaHjapTam no
yacTmuam, NOCKOsIbKY caM NPOAYKT MOXEeT BblAeNATb YacTULLbl UK Kanesbku.

(c) B 30Hax B. C n D kpaTHOCTb BO34yxO0OOMeHa [O0/KHA ONpeAensiTbCa C yyeTOM pas3MepoB MOMELLeHus,
Haxogsdlerocsa B HeM ob6opyaoBaHua u nepcoHana. [na 304 A. B n C cuctema nofrotoBkn Bo3gyxa [0/KHA UMETb
cooTBeTCTBYIOWME hnnbTpbl (Tna HEPA).

(d) 3HayeHus MakCMMasIbHO A0MNYCTUMOrO YMCNa a3p030/ibHbIX YacTul, ¢ pasmepammn 0.5 MKM 1 60/1ee B OCHaLLEeH-
HOM 1 3KCNIyaTupyeMOM COCTOSAHUAX OPUEHTUPOBOYHO COOTBETCTBYHOT Kaccam 4YnctoTel no FOCT NCO 14644-1.

(e) MpepnonaraeTcsa, 4TO B BO3JyXe 3TWUX 30H YacTulbl C pasmepamu 5 MKM U 60/1ee [0/KHbl OTCYTCTBOBATb.
MoCcKONbKYy HEBO3MOXHO CTATUCTUYECKN OCTOBEPHO A0Ka3aTb NOSIHOE OTCYTCTBME YacTul, 415 9TUX CllyYaeB yCTaHOBEH
npegen — 1 yactvua>'m3. BbINoIHEHWE 3TOT0 YC/I0BUA cnefyeT nokasatb Npu aTTectauuy YACTOro NoMeLLeHuns.

(f) TpeGoBaHuA K 3TOli 30HE M AONYCTUMbIE NpeAesibl 3aBUCAT OT XxapakTepa BbINO/HAEMbIX B Heli onepauuii.

* 3Tu TpeboBaHusA BBeAeHbl Ana ctpaH EC B ceHTsa6pe 2003 r. NS NpoM3BOACTB, BbINyCKalOLWMUX NPOAYKLNIO ANS
BHYTPEHHEro pbliHka Poccuiickoil ®epepauyun 1 Ana cTpaH, He BXoaswWwmx B EC:

- HenpepbIBHbIA KOHTPO/b KOHLLEHTPaLUM YacThL, MOXET ObITb 3aMEeHEH Ha MepuognYeckunii KOHTPOsb, NPOBOAUMBI
Yyepes HebOMbLUVe NHTepBasbl BPEMEHU, HanpuMep, nepes Ha4yasoM CMeHbl U NOC/Ne ee OKOHYaHUs;

- BMecTO oT60opa Npobbl € 06LWKM 06BEMOM He MeHee 1uw- MOXeT ObiTb MCMONb30BaH MeTo[ nocnefoBaTesIbHOro
oT60pa npo6 no FOCT NCO 14644-1—2002 «YunCTble NOMELLEHNSA U CBA3AHHbIE C HUMU KOHTPO/MpyeMble cpeabl. YacTb 1.
Knaccudurkauma unctoTel BO3gyxa».

Tpe6GoBaHusi K ApyrMM napameTpam (Temnepatype, OTHOCUTENIbHOW BAAXHOCTW W Ap.) 3aBUCHAT OT MpoaykTa u
XapakTtepa TeXHO/IOrMYeckux onepauuii. TM napameTpbl He CBA3aHbI C KNaccaMu YUCTOThI.
Mpumepsbl onepauuii, BbINOMHAEMbIX B 30HaX pas/iMyHbIX TUMNOB, NpUBeAEHbI B Tabnuyax (MyHkTbl 11 n 12):

Tun 30HbI MpuMepsb! onepawumii 415 NPOAYKTOB, NOA/IEXALLMX (DUHULLHONM CTepunn3aLmy (MyHKT 11)
A HanonHeHve NPoAyKTOM, KOrAa ero Hesb3si NoABepratb PUCKy 3arpsisHeHNst
C MpuUroToBNEeHME PacTBOPOB, KOrAa UX Hesb3si MOABEPraTb PUCKY 3arpsisHEHUS

HanosnHeHve npoaykTom

D MpuUroToBneHe pPacTBOPOB W NOATOTOBKA MEPBUYHON YNaKoBKM, MaTepuasnos u Ap. 41s nocnegy-
IOLLEero HanoHeHNst

TUN s0um MprMepb! onepauuii Ans acenTUYeckor NPUroToBeHNs (MYHKT 12)
A AcenTtuyeckoe NpuUroToB/iEHNE 1 HanoHeHne
C MpuroToBneHne pacTeopoB, Noaexalinx unbtTpayum

D Onepauuu ¢ matepuanamu nocne Mowiku
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4 CnepyeT npegycMaTpuBaTtb KOHTPO/Ib YACTOTbI 30H Pa3/IMYHbIX TUMOB MO YaCTULAaM B 3KCMyaTPyeMOM COCTOSHUN.

5 B acenTuyeckoM Mpou3BOACTBE HEO6XOAMMO AOCTATOYHO Y4acTO MPOBOAWUTL MWUKPOBMOMOTrMYECKUiAi KOHTPONb C
MCNOMb30BaHNEM MeTOAO0B CeAMMeHTauMn Ha Yalku, oTéopa npob B ob6beme BO3Ayxa U C MOBEPXHOCTel (Hampumep,
CMbIBbl V1 KOHTaKTHble NiacTWHbl). MeTofbl oT60pa Npo6, MCNoMb3yeMble B 3KCMyaTUPyeMOM COCTOSIHUM, He AOJSKHbI
BHOCUTb NMOMEX B 3aLUTy 30Hbl. Pe3ynbTaTbl KOHTPONA creayeT yunTbiBaTb NPU PACCMOTPEHUN [OKYMEHTaLMUN Ha ceputo
roToBOI NpoAykumu. Mocne BbINOHEHWUA KPUTUYECKMX onepauuii cnegyeT NpoBOAUTb MUKPOGMONOrMYECKU A KOHTPO/b
NoBEPXHOCTEl 1 nepcoHana.

CnepyeT Takke MpPOBOAUTL [OMOMHWUTE NbHbIA MUKPOBMOMOTNYECKNA KOHTPO/Ib BHE TEXHONOrMYecKoro npotecca,
HanpuMep, nocne arrectayumn (Banugaumm) o60pya0BaHns, BbINOSHEHUA OYUCTKN U Ae3UHMEKUNN.

PekomeHayemble npegesnbl AONYCTUMOrO MWUKPOBGHOTO 3arps3HEHUsi YUCTbIX 30H B 3KCMIyaTMpyemMOM COCTOSIHUM
npuseeHbl B Tabnuue.

PekomeHayeMble npeaenbl MUKPOGHOro 3arpasHeHnsa (a)

THun 30HL! cefMMeHTalLNsA Ha vawKky KOHTaKTHBIE MNACTUHbI oTneuaTok nepyaTku
O aossyxe. KOE Awm* AvameTpom 90 mMMm. AvnameTpom SS MM, (5 nanbues).
KOE 3a 4 u (b> KOE/nnactuna KOE”"nepuaTka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 —
D 200 100 50 —

MpumeuvaHuns
(a) YKa3aHbl cpefjHMe 3HayeHus.
(b) fonyckaeTcs 3KCNOHMPOBaHNE OTAE/bHbIX CEAVMEHTALNOHHbIX MNNACTUH MeHee 4 u.

6 B 3aBMWCMMOCTM OT pe3y/nbTaToOB NPOBOAMMOrO KOHTPO/NS CrefyeT YCTaHOBUTb Npefenbl NpefynpexaeHuns u
LeNCTBUS 4151 noKasaTe el 3arpAsHeHns 4acTuLaMm U MUKPOOpraHm3mMamm, a Takke NpesycMOTPeTb BbINOJIHEHNIO KOPPeK-
TUPYIOLMX AeCTBUIA B Clyyae NpeBblleHns 3TUX Npesenos.

N3onupytowwas TexXHoNorms

7 TIpUMeHeHue U30nMpyloLLeit TEXHOMOTMN CBOAUT K MUHUMYMY B/IMSIHUE YenoBeKa Ha TeXHOMormyeckme 30Hbl. B
acenTnyeckom Npou3BOACTBE 3TO NO3BOMAET 3HAYNTENIbHO CHU3UTb PUCK MUKPOGHOTO 3arpsA3HeHns NpoayKuMn u3 okpy-
Xawleli cpeabl.

B n3onsiTopax U nepefaTtoyHblX YCTPONCTBAx BCEX TUMOB AO/MKHbI BbIMOMHATLCS YCTAHOB/EHHbIE TPeGOBaHWS K
KayecTBy Bo3fyxa. [pu aTom cnepyeT yuuTbiBaTb, B Kakoil CTeneHW BO3MOXHbl yTeuyku (MOBpexXAeHWs), Bbl3BaHHble
0CO6EHHOCTAMM KOHCTPYKL MK UM MaTepranos n3onatopa. NepegaToyHble yCTPONCTBa MOTYT O6bITb Pa3HbIMU: OT KOHCTPYK-
Luii C 0ANHAPHON MW ABOWHOI ABEpPbI0 A0 NOMHOCTLIO repMeTU3NPOBaHHbIX CUCTEM, NMpejycMaTpuBaloLX NposegeHne
cTepuamsanuu.

Mpouecc nepefayn matepnasnos BHYTPb 1 HAPYXY M301ATOpa SIBAETCA OA4HUM U3 Hanbonee CUbHbIX NOTeHLManb-
HbIX MCTOYHMKOB 3arps3HeHuii. MpocTpaHCTBO BHYTPU M30NSTOpA NpefHa3HavyeHo A5 NpoBefeHus onepauunii, npegcras-
NAOLWNX BbICOKUIA pUCK ANA KauecTBa NpoAyKLuK. B Toxe Bpems gonyckaeTcs opraHusauns paboumx 30H BHyTpy nsonstopa
6€e3 o HOHaNpPaBNEHHOrO (laMUHApHOro) nNoToka Bo3ayxa. TpeboBaHusA K YNCTOTE BO3AyXa B cpefe, OKpyXxatLiei nsons-
TOp. 3aBUCAT OT KOHCTPYKLMKN U301STOPa U ero HasHaueHus. 3Ta cpeja [o/HKHA KOHTPONMPOBAaTLCA, U 415 acenTUYeckoro
Nnpou3BOACTBa COOTBETCTBOBATL, MO KpaliHel mepe, 30He D.

8 l3onATopbl MOTyT 6bITh BBEAEHbI B 3KCMyaTaL Mo TOIbKO NOC/Ie 3aBepLlueHns atTectauuy (Banvgaunm), kotopas
[O/MKHA y4MTbiBaTb BCE KpUTUYeckue (hakTopbl WM3onupyloweli TexXHoMornm, HanpuMmep, KayecTBO BO3fyxa BHYTpU W
CHapyXu nsonatopa, Nopsaok 06paboTkn N301ATOpa, TEXHONOTMIO Nepejayn n LenocTHOCTbL n3onaTopa.

9 CnepyeT ycTaHOBUTb MOPAAOK TeKyLLEro KOHTPONsA, BK/YawLWWii B cebs [OCTATOYHO YacToe npoBedeHue
MCMbITAHUI Ha HanMume yTeuyek B N30N1ATOPE N CUCTEME «MNepyaTkn— pykaBa».

TexHonorma «BblAyBaHMEe — HaNO/IHEHNE — repmeTmnsaymna»

10 YCTpOWCTBO «BblfyBaHWe — HaMNo/IHEHWe — repmeTusauns» — 060py0BaHNe cneunasibHON KOHCTPYKLUK, B
KOTOPOM B TeYeHMe OAHOr0 HENpPepbIBHOrO TEXHO/IOTMYECKOro LMKIa W3 TEPMONAACTUYHOMO TpaHynsTa opMupyoTcs
ynakoBKM, KOTOpble HANOMHATCA NPOAYKTOM W repMeTusunpytoTca. Bece aTv onepaumu npoBogsaTcs B npefenax ofgHoro
aBTOMaTM4YeCcKoro komnnaekca. O6opy0BaHNE «BblAyBaHWE — HAMO/IHEHUE — repMeTHU3aLmns», UCNOb3yemMoe B acenTu-
4eckoM MPOM3BOACTBE U MetoLLee 30HY A ¢ 3¢ (heKTUBHBIM NOTOKOM BO34yXa, MOXET GbITb yCTAHOB/IEHO, MO KpaiiHeii Mepe,
B 30He C Npu ycnoBuy MCNONb30BaHUS NepcoHanoM ofexfbl, npuMeHsieMoil B 30Hax A u B. Okpyxawwias cpepa B
OCHalLeHHOM COCTOSIHUM A0/MKHA COOTBETCTBOBATL YCTAHOB/EHHbIM TPEGOBAHMSAM MO YacTULAM M N0 MUKPOOPraHu3mMam,
a B 3KCN/lyaTUpyeMOM COCTOSIHUM — TO/IbKO MO MUKpoopraHuamam. OGopyfoBaHuWe «BblAyBaHWe — HamnosHeHne —
repmMeTn3aLus», UCNONb3yeMOe B NMPOM3BOACTBE NMPOAYKTOB, Nognexawinx hVHUWHOW cTepuamsaumm, 4oMKHO ycTaHaBs-
nuBaTtbCcs. No KpaiHei mepe, B 30He D.
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Oco6oe BHUMaHWe crneayeT 06patuTb Ha cregyloLee:

KOHCTPYKLMIO 1 aTTecTaumio 060pys0BaHus;

aTTecTauuio 1 BOCNPOM3BOANMOCTb NPOLECCOB «OUNCTKA HA MECTE» U «CTEPUIN3ALMS HA MECTE;

napameTpbl YUCTOTO NOMeELLEHNsl, B KOTOPOM YCTaHOB/IEHO 060pyf0BaHue;

06yueHne onepaTopoB 1 UX OAEXAY;

[eficTBUA B KPUTUYECKOI 30HE 060pYA0BaHWs, B T. Y. BbINMOSHEHWE NOACOEAUHEHU U CEOPKU B aceNTUYECKNX
YC/IOBUSIX 4,0 HAYasia HanoHeHUs.

MpoayKThl, nognexawine hUHUWHON cTepunusaLum

11 MoproToBka MEpPBUYHON YNakoBKM, MaTepuasioB U 60/bLIMHCTBA NPOAYKTOB A0/HKHA NPOBOAUTLCS, MO KpaiHewn
Mepe, B 30He D. 4yTo6bl 06ecneynTb AOCTATOYHO HU3KUIA YPOBEHb 3arpsi3HEHUS MUKPOOPraHM3mMamy 1 YacTuuammn nepep
cTaguamu cunbTpaymm n ctepunmsauuun. MNpu NOBbILEHHOM PUCKe 3arpsi3HEHUS MUKpoOpraHusmamu (Hanpumep, korga
NPOAYKT, ABNALNIACA XOpoLlel nuTaTesbHOW cpesoi 4N MUKPOOPraHM3MOB, AO/HKEH XPaHUTLCA B TeYeHne ANNTeNbHOro
BpPEMEHN A0 CTepuamMsauuMm UAM OH O6bIYHO TOTOBMTCA B OTKPbITbIX €MKOCTAX) TEXHONOrMyeckne onepauuu cnepyet
nNpoBOAMTL B OKpyxatoleli cpege tuna C.

HanonHeHue npoaykTamu, nognexawmumm UHULWIHOK CTepunm3anmm, L4oMKHO NPoBOANUTLCS, MO KpaiHeil mepe, B
30He C.

Mpu NOBbLILIEHHOM pUCKe 3arpsi3HEHUS NPOAYKTa OT OKpYXalLeil cpesbl, HaNnpMMep, ecnun onepaLmm HanosHeHUs
NPOXoAAT MeAMIEHHO UM YNaKoBKM UMEIOT LIMPOKOe ropso, UanM ux Heobxoaumo gepxaTb OTKPbITbIMK 60/1e€e HECKOMbKNX
CeKyHA [0 repmMeTu3aumun, HanosIHEHME AO0/HKHO NPOBOAUTLCS B 30He A. Haxoasilleilics B okpyxawwei cpege trna C.
MpuroToBneHne N HaNo/IHEHVE Ma3siM1, KpeMamu, CyCMeH3NAMU 1 AMYIbCUaMU nepes PUHULLHOV cTepuiv3saunen cnegy-
eT. Kak npaBuio, NPOBOAUTL B OKpyxXatoLieii cpese Tuna C.

AcenTtnyeckoe Npon3BoACTBO

12 Onepauuu ¢ Matepuanamu nocsie MOWKM AOMXHbI MPOBOAWUTLCSA, NO KpaliHelh Mepe, B okpyxatwweli cpese
Tuna D. Onepayuu co CTEPU/IbHBIMU UCXOAHbIMW MaTepuanamv U KOMMOHEHTaMW, eC/iM Ha Noc/efylWwmnx cTagusix
npouecca He npeAycMoTpeHa Ux crepunusauns unv unbTpauns Yyepes unbTpbl, yAepxuBaioLlie MUKPOOPraHU3MBbl,
[O/MKHBI MPOBOANTLCS B 30HE A. Haxogslelica B okpyxalolieii cpege tuna B.

MpuroToBneHne pacTBOPOB, KOTOPbIE B XOA4€ TEXHOMOMMYECKOro nNpoLecca noasaexar cTepunusyioLein dpunstpayum,
[L0/XHO NpoBoAMTLCS B 30He C. Ecn hunbTpayms He npefycMoTpeHa, NPUroToB/ieHne MaTeprasnioB U NPOAYKTOB AO/IHKHO
npoBOANTLCS B 30HE A. KOTOpasi HaxoAMTCA B OKpyXxatoleil cpege Tuna B.

Onepauuu no nepepaboTke ¥ HANOJTHEHUIO NMPUTOTOB/IEHHbIX B aCENTUYECKUX YCNIOBUAX NMPOAYKTOB crnefyeT npoBo-
AVTb B 30He A. HaxogsLielics B okpyxarwLieli cpege tmna B.

TpaHcnopTMpoBaHMe YacTUUYHO 3aKpbITbIX MEPBUYHbIX YNakoBOK, Hanpumep, nNpu NnounabHol cylike, AO/MKHO A0
3aBepLUeHNa YKynopkn NpoBOANTLCA NGO B 30He A, Haxodsleiics B okpyxatwuieli cpege tuna B. nM6o B repMeTUUHbIX
nepefaToyHbIX YCTPOCTBax B OKpyxatoLlleii cpeae tuna B.

MpurotoBneHne n Hano/IHeHNe CTEPUbHbIX Ma3eli, KPEMOB, CYCMEeH3UA U IMYNbCU [OHKHO NPOBOAUTHLCS B
30He A, Haxogslieiics B okpyxaioLieli cpege Tuna B. B ToMm cniyyas, Korga npoAykT He 3aliuLieH OT okpyxatoLein cpeabl
1 He NoAnexuT nocneayouei punbtpaymn.

MepcoHan

13B 4MCTbIX 30HaX JO/HKHO HAXOAUTLCA MUHUMa/IbHO HE06X04MMOE KO/TIMYecTBO nepcoHana. 3To 0CO6EHHO BaXHO
NS acenTuyeckoro nponssoAcTea. MpoBepkn N KOHTPO/IbHbIE Onepauumn cnegyeT, Mo BO3MOXHOCTU, MPOBOANTL, HAXOAACH
3a npegenamm YnMcTbIX 30H.

14 Becb nepcoHan (B T. Y. MepcoHas, 3aHATbIA OUNCTKOW U TEXHUYECKUM 06CNYXUBaAHNEM), paboTaloLWmnii B Taknx
30Hax, AO/HKEH MPOXOAUTb cucTematmyeckoe obyyeHne No Bonpocam NPOM3BOACTBA CTEPWUSIbHbIX NPOAYKTOB, BKIHOYAs
TUrneHy 1 ocHoBbl MUKpo6uonorun. CnepyeT o6paTuTb 0C060€ BHUMaHWE Ha MHCTPYKTaX U KOHTPO/b 3a paboTHUKaMK, He
npowegwMmn Takoro 06y4yeHWs, HO KOTOPbIM HEO6XOAMMO BXOAWTb B YUCTYH 30HY (Hanpumep, Suuam, 3aHATbIM B
CTPOUTENLCTBE WN TEXHUYECKOM 06CAYXMBaHUN).

15 HeponyckaeTcs BXOA B 30Hbl CTEPU/ILHOTO NPOU3BOACTBA NepcoHana, paboTatLliero ¢ Matepmanamv U3 TkaHei
XUBOTHBIX WUAW KyNbTypamy MUKPOOPraHM3MOB, KOTOpble He WCMOJIb3YITCA B TeKylleM TeXHONOrM4yeckom npotecce, 3a
UCKNOYEHNEeM 0coBbIX CyvaeB, NPu KOTOPbIX HEO6X0AMMO COGN0AEHUE CrieunanbHbIX UHCTPYKLUWIA AN BXOAA B 3TU 30HbI.

16 Heo6xoAWMO BbIMOMHATL TpeboBaHMS K IMYHOW rUTMEHe W uyucToTe. lepcoHan, 3aHATbli B NPOU3BOACTBE
CTepW/bHbIX MpenapaTos, JO/DKEH 3HaTb NOPAAOK ONOBeLLeHMs pykoBoAcTBa (Cnyx6bl kauyecTsa) O N0ObIX hakTopax,
KOTOpble MOryT NPMBECTN K MOBbILEHNIO YPOBHS 3arpsisHeHWs CBepx A0NYyCTUMOW HOPMbI (Kak Mo KO/M4ecTBy, Tak U no
pasHoBuAHOCTAM). CnefyeT opraHn3oBaTb KOHTPO/Ib 3a COCTOSAHMEM 3[10POBbS NepcoHana. PelleHne o Mepax B OTHOLLe-
HWM NepcoHana, KOTopbli I0XeT CTaTb NCTOYHUKOM MUKPOOGHOrO 3arpsisHeHns, 4OKHO NPUHUMATLCA cneymanbHo HasHa-
YeHHbIM INLOM.

17 NMepeogeBaHne N MbITbe CrieAyeT BbINOHATL B COOTBETCTBUN C MHCTPYKLMUAMU, YTOObI CBECTU K MUHUMYMY PUCK
3arpsAsHeHns ofexabl, NnpefHasHauyeHHoN AN YNCTbIX 30H. ¥ BHECEHWA 3arPA3HEHNS B YNCTbIe 30HbI.

18 B unCTbIX 30Hax NepcoHasy 3anpeLaeTcs HOCUTb HapYUHbIEe Yachl U IOBE/TMPHbIE YKPALLEHUS, a Takke NPUMEHATb
KOCMEeTUnKy.

19 Opexpa 1 ee Ka4ecTBO AO/DKHbI COOTBETCTBOBATb TEXHO/IOTMYECKOMY MPOLLECCy 1 TUMy 30Hbl. Ee HYy>XHO HOoCKTb
Tak. 4To6bl 06ecneunTb 3aWnTy NPoAyKTa OT 3arpA3HeHuii.
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K ogexae, npegHasHauYeHHO AN 30H pas/IMUHbIX TUMOB, NPEABABNAITCA cnegytolme Tpe6oBaHus.

3oHa D. ['010BHOI Y60p [0/MKEH 3aKpblBaTh BOMOCLI. Bopoga Tawke goshkHa 6bITb 3akpbiTa (CneynanbHOi Mackoii).
CneflyeT HOCUTb 3alWTHbI KOCTIOM OGLLEro HasHauyeHusi, COOTBETCTBYIOLLYIO 06yBb UM Gaxuibl, HafeBaemMble NoBepX
06yBu. [Jo/XHbI 6bITb NPUHATLI MEPbI 415 NPefoTBpaLLeHNs NPOHNKAHUA N060ro 3arpsA3HEHNs B YNCTYIO 30HY U3BHE.

3oHa C. F0N10BHOI Y6Op f0/MKEH 3aKpbiBaTh BOMOCHl. Bopoga 1 ycbl Takxe A0/KHbI ObITb 3aKpbiThl. CefyeT HOCUTb
KOCTIOM (LeNbHbIA UK COCTOALWMI U3 ABYX YacTeid), NN0THO o6nerawwuii 3ansacTbs, C BOPOTHUKOM-CTOMKOM 1 COOTBETCT-
BylOLLYI0 06YBb Wnu 6axunbl. Ofexaa n 06yBb He [O/KHbI BblAENSATb BOMIOKHA WU YaCTULbI.

30HbI A 1 B. T0n0BHO y60p f0/MKEH NOMHOCTbIO 3aKpbiBaTh BOMOCKI, & Takke 60pogy un yckl (Npu nx Hanuuun). Kpas
ro/I0BHOTO y60pa A0/KHbI GbiTb y6paHbl No4 BOPOTHUK kocTioma. CneflyeT HOCUTb Macky, YTo6bl NpefoTBpaTUThL pacnpo-
CTpaHeHue Kanesnb, CTepusibHble, HEONyApPeHHbIe Pe3NHOBbIE UM NONMMEpPHbIe NepyYaTku U cTepubHblie (MK Ae3uHpULM-
poBaHHble) 6axunbl. HWKHSAA YacTb WTaHWH J0/KHA GbiTh 3anpasBfieHa BHYTPb 6axui, a pykaBa ofex/bl — B nepyarku.
3awmnTHan ogexaa He f0/KHa BblAeNsATb BOTOKHA UK YacTuLbl U AO/IKHA YAEPXMBaTb YacTuLbl, OTAensowmecs ot Tena.

20 HapyxHasa ofexja He [0/KHA nonajaTb B KOMHaTbl A5 NepeofeBaHus, Befylime B 30Hbl B 1 C. Kaxablii
paboTHMK B 30HaX A U B go/mkeH 6biTb 06ecneyeH YNCTON CTEPUNbHOW OAEXA0N Ha KaxAylo cMeHy. Bo Bpems paboTbl
nepyaTku cnegyet perynspHo fe3vHpuumposaTtb. Macku v nepyaTtku cnegyeT MeHsaTb, N0 kpaliHeil Mepe, Kaxaylo CMeHy.

21 Opexpa, npefHasHauyeHHas 4719 YNCTON 30HbI, AO/MHKHA OUNLATLCSA N XPaHUTLCS TaknuM 06pa3om, 4To6bl UCKII0-
YNTb HaKoMIEHWe 3arpA3HeHnii, KOTopble MOryT OT Hee BNOC/MeACTBAM OTAANUTLCA. DTN onepauun cnegyeT BbINOMHATL B
COOTBETCTBUU C MHCTPYKLUMSIMU. XKenaTesibHO UMeTb OTAesbHble YYacTKu A5 NOATOTOBKM TakoW ofexabl (npayeyHble).
Opexaa, NoAroToB/eHHas HeHaanexalm o6pasom, NoBpexgaeT BOIOKHA TKaHU 1 YBeUYMBAET PUCK OTAENEHNS YacTu,.

MomeleHna

22 [1ns TOro Yyto6bl CBECTU K MUHUMYMY OTAE/IEHNE YaCcTUL, NI MUKPOOPraHN3MOoB, NN UX HakKoneHne, obecneunTb
BO3MOXHOCTb MHOFOKpaTHOW 06paboTkn MOKLWUMN U AE3UHPULUPYIOWUMI CPeCTBAMU, BCE OTKPbITbIE MOBEPXHOCTU B
YNCTbIX 30HaX AO/KHbI ObIThb rMaAKUMKN, HENPOHULLAEMbIMU, 6€3 TPeLH 1 U3/10MOB.

23 YT06bl YMEHbLINTL HAKOM/IEHWNE Nbl/IN 1 061ErYNTb OYUCTKY, B MOMELLEHUN HE AO/DKHO ObiTb TPYAHOAOCTYMHbIX
ANA o4ncTkn MecT. KonnyecTso BbICTynawwWwmx Yacteii 060pyfoBaHns, NOMOK N cTeNnaxei 4O/MKHO 6biTb MUHUMAbHBIM.
KoHCcTpykuua fBepeii AoMkHA npeaycmMaTpuBaTb OTCYTCTBME TPYAHOAOCTYMHbIX ANA OYUCTKM MecT. [10 3TOW npuuuHe
NPUMeEHeHVe pasfBMKHbIX ABepeil MOXeT 6biTb HeXenaTesibHbIM.

24 TlogBecHble NOTOMIKN AOJ/IKHbI ObITb repMETUYHLIMU C Lefblo NpeAoTBpalleHns nonajaHus 3arpssHeHus u3
NPOCTPaHCTBa Haj HUMU.

25 MoHTax Tpy6onpoBoAOB, BO3YyX0BOJOB U ApPYroro o60py0BaHus cnefyeT BbIMOHATL TakK. YTO6bl He 6bl10
TPYAHOAOCTYMHbIX A1 OYNCTKN 30H M MOBEPXHOCTEN, a Takke HerepMeTUYHbIX MecCT.

26 3anpelyaeTcs ycTaHaBMBaTb BOPOHKM W KaHa/M3aLnoHHble Tpybbl B 30Hax A 1 B. ncnonb3yembix Ans acentu-
4yeckoro npom3BoAcTBa. B gpyrux 3oHax cnefgyet npegycmarpuBaTb paspbiB CTPyU Mexay 060pyAoBaHneM u KaHanusaum-
OHHoOli Tpy60Ii (BOPOHKOIA). Mpun yaaneHnn CTOKOB BYUCTbIX MOMeLLLeHUAX 6onee HU3KUX KNaccoB caefyeT npegycmaTpusaTb
Tpanbl (rMApo3aTBopsbl) ANA NpefoTBpalleHns o6paTHOro NoToka.

27 KomHartbl (NomeLLeHuns) 419 nepeofeBaHna AO/MKHbI NPOEKTUPOBAaTLCA N0 NPUHLMAY BO3AYLWHbIX LWA308. OHK
[O/IXHbI 06ecneynBaTh Pru3nyeckoe pasfeneHme pasinyHbix 3Tanos nepeofesaHns, YTo6bl CBOANTL K MUHUMYMY 3arpss-
HeHne TeXHOMorMyeckoli oAexabl YacTuuamu U MuKpoopraHmamamu, n adhekTBHoe ob6TekaHne MOMeLeHNn NOTOKOM
oThmnbTpoBaHHOrO BO3Ayxa. NocnefHas 4acTb KOMHaTbl (MOMeLeHNs) 4N NepeofeBaHns B OCHALLEHHOM COCTOSHUU
[O/DKHA UMEeTb TOT Xe KIacc YMCTOThl, YTO M 30HA, B KOTOPYIO OHa BefeT. B HEeKoTopbIX cayyasx Lenecoo6pasHo nmeTb
oTfefbHble KOMHATbI (MOMELLLEHNA) 19 NepeoeBaHuns 4151 BXOAA B YUNCTbIE 30HbI U BbIXOAA U3 HUX. YCTPOWCTBA /1A MbITbsi
pykK cnegyeT, Kak Nnpasusio, yctaHaB/MBaTb TO/IbKO B NepeAHeil YacTu KOMHaThl (MOMeLLeHns) 418 nepeogeBaHus.

28 OO6e gBepun BO3AYLIHOIO LL/03a He AO/DKHbI 6bITb OHOBPEMEHHO OTKPbLITHLI. [118 NpefoTBpaLleHns OTKpbIBaHUSA
6o0n1ee yem OfHON [BEPU OAHOBPEMEHHO CrneayeT npeAycMoTpeTb CUCTEMY 6/I0KMPOBKW WX ONOBELLEeHUs (BU3yasibHYIO
N'MNN 3BYKOBYIO).

29 Cuctema obecneyeHns oThuabTPOBAHHLIM BO3AYXOM 40/KHA NOAAEPXMNBATL MONOXNTE NbHbIA Nepenag gasne-
HUSI MO OTHOLUEHUIO K OKPYXaloL MM 30Ham 60/iee HM3KOro Tuna v COOTBETCTBYIOL M NMOTOK BO3AyXa Npu BCEX YCNOBUAX
hyHKUMOHNpPOBaHUS, a Takke ath(PekTNBHOE 06TeKaHNe BO34yXOM KOHTPOMPYEMOii 30Hbl. CoceaHve NoMelLeHns pasany-
HbIX TUMNOB AOJ/KHbI MMeTb nepenaj Aasnexnusa 10 — 15 Ma (pekomeHgyemoe 3HayeHue). Ocoboe BHMMaHWe cnepyet
yAenaTb 3awute 30H ¢ 60nblueil CTeneHbld pucka, T. €. HenocpefcTBEHHOMY OKPYXEHWIO OTKPbITOrO mpoaykta wnu
KOMMOHEHTOB, KOHTAKTUPYIOLMX C NPOAYKTOM. Npu paboTe ¢ HEKOTOPbIMKU MaTepuanammn (NatoreHHbIMU, BbICOKOTOKCUYHbI-
MW. pafMoaKkTUBHLIMW U NP.) WU XNUBLIMW BUpycaMun, 6akTepusiMu n npenapataMn 13 HUX MOryT notpe6osaTbcsa cneymanb-
Hble cnocobbl NOArOTOBKM BO3Ayxa 1 obecneyeHuss nepenaga AabneHus. [lna HEKOTOPbIX onepauunii MoxeT noTpeb6oBaTbCs
[eKkoHTaMuHaumsa obopyaosaHns n obpaboTka yaansieMoro sosgyxa.

30 CnepyeT HarnsafgHoO nokasartb, YTO Hanpas/ieHWe BO3AYLIHbIX MOTOKOB HE NpefcTaBNAeT pucka AN 3arpa3HeHns
npoAykTa, Hanpumep, cnegyeT y[0CTOBEPUTLCS, YTO B 30HY, NPeACTaB/AOLLYI0 HanboNbLLNA PUCKANS KavecTBa NPOAYKTa,
C BO3/[YLUHbIM NOTOKOM He MOCTYNaT YacTuLibl, ICTOYHUKaAMW BblAENEHUSI KOTOPbIX ABMAIOTCSA 06CNYXMNBAIOLL M NepcoHan,
BbINOSIHAEMas onepauus unu obopyaosaHue.

31 CnepyeT npeAycMoTpeTb CUCTEMY aBapuiiHOro onoseLleHns 06 oTkase cUCTeMbl MOATOTOBKM BO3A4yxa, ycTaHo-
BUTb AaTuuKu nepenaja fas/eHns Mexay 30HaMu, Tam. rge aTo UMeeT BaxkHOoe 3HavyeHne. 3HaveHus nepenaja fasneHus
Heo6Xx0A4MMO perynsipHo 3anucbiBaTb UM OKYMEHTUPOBATb MHbIM CNOCO6OM.
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O6opygpoBaHune

32 JleHTbl KOHBEEPOB He A0/MKHbI NepecekaTb pasgenvTenbHblil 6apbep Mexay 3oHamu A nnv B 1 paboueii 30Hoi
C MeHbllUel YnCTOTOl BO3Ayxa, ecin TO/bKO cama /ieHTa He NnoABepraeTcs HeMnpepbIBHOW cTepunusauyun (Hanpumep, B
TYHHene cTepunusaumm).

33 KoHCTpyKuus, ycTaHOBKa 1 pacnofioxeHne o6opyaosaHns, UTUHIOB (MECT COeMHEHNS) U 30H 06CNYXNBaHNS
[OJDKHBI NpefycMaTpuBaTh BO3MOXHOCTb paboTbl C 060pyA0BaHEM, €70 TEXHUYECKOT0 06CNY)XXMBAHUS M PEMOHTA CHapPYXK
YNCTOW 30HbI. B cnyyae Heo6xo4MMOCTV NpoBeAeHNs cTepunnsanun ee cneayeT BbINONHATL NOC/Ee MaKCUMasibHO NOHOMN
pas36opkn 060pyf0BaHUSA (HACKONIbKO 3TO BO3MOXHO).

34 Ecnu npu npoBefeHWn TeXHUYEeCKOro 06CAyXuBaHWUsa WM peMoHTa 060pyfoBaHus, HaxoAALWerocs B YACTOWA
30He, OblJ1 HapyLeH YPOBEeHb YNCTOTbI (CTEPUIBHOCTK), TO Nepes BO306GHOB/IEHWEM NPOU3BOACTBA CrefyeT BbIMOMHATH
COOTBETCTBYIOLLYIO OUMCTKY, AE3NHMEKLNI0 N/MAK CTEPUIN3ALINI0 3TOTO 060PYA0BaHUA (30HbI).

35 lonyyeHne BoAbl TpebyeMoro kayecTBa [AO/HKHO rapaHTUPOBaTbCSH MPOEKTOM, KOHCTPYKUMEW, MOHTaXoM K
TeXHUYeCKMM 06CyXMBaHMEM CUCTEM MOATOTOBKM U pacnpefeneHns Bogbl. He gonyckaeTcs akcnayataymsa 060pyfoBaHns
NoAroTOBKW BObl CBEPX NPOEKTHOM MOLHOCTH. MNPUroToBNEHNE, XPaHEHWE U pacnpeaeneHne Bogbl 4NA UHbekUuii cnegyeT
BbINOJIHATb Tak. YTO6Gbl UCKIUYNTL POCT MUKPOOPraHW3MOB, Hanpumep, 3a CYeT NOCTOSAHHOW LMPKYNAUUM BOAbI NpU
Temnepartype Bbiwe natc 70 °C.

36 Bce kpuTuyeckoe obopygoBaHue (CTEpUN3aTopbl, CUCTEMbI NOAFOTOBKM U (hnubTpPaLuMmn BO3ayxa, BO3AYyLIHbIE U
rasoBsble QUNbTPbI, CUCTEMbI NMPUrOTOB/IEHNSA, XPAHEHUSA U pacnpeaeneHus BoAbl U Np.) NoAaexar atrectauuu (sanugauum)
1 N1aHOBOMY TEXHUYECKOMY OBCYXMBaHMIO. VIX NOBTOPHBIA BBOA B flelicTBME [O/MKEH OblTh paspeLleH B yCTaHOB/IEHHOM
nopsagke.

OuuncTtka un gesnHdekyms

37 Oco6oe 3HaueHue umeeT 06paboTKa YUCTbIX MOMELLEHWIA, KOTopble AOMKHbI 6biTh TWATe/IbHO OYULLEHbI B
COOTBETCTBUM C UHCTPYKLMei. Mpn nposefeHun Ae3nHgekuun He cnefyeT orpaHnynBaTbCs NPUMEHEHNEM TONbKO O4HOMO
fAe3nHduumpyowero cpeactsa. [na o6HapyXeHUs YCTONUYMBLIX LWITAMMOB MUKPOOPraHU3MOB B NOMELLEHUN cnegyeT
NPOBOANTL PerynspHblii KOHTPOSb.

38 CnepgyeT KOHTPOANPOBaTb MUKPOBHOE 3arpA3HeHne MOKLWMX U Ae3MHDULMPYIOLW X cpeacTB. PacTBopbl f0/KHbI
HaxoAuTbCA B NpefBapuTenbHO 06paboTaHHbIX KOHTeliHepax. XpaHeHWe pacTBOPOB, A1 KOTOPbIX He MpejycMoTpeHa
nocnepgyiwouias ctepunnsanus, onyckaeTcs To/bKO B TeHeHMe onpejesieHHoro nepuoga speMeHn. B 3oHax A n B cnegyet
NPUMEHATb TONIbKO CTEPU/IbHbIE MOKOLWMe U fe3nHpuLMpyoLme cpeacTsa.

39 C uefiblo YMeHbLUEHNA MUKPOOHOIO 3arpA3HeHns HefOCTYMNHbIX A9 OYUCTKM MEeCT MOXEeT MCMo/ib30BaTbCA
rasosas ge3nHdekuymsa (pymurauns).

TexHonornyeckuii npowecc

40 Ha Bcex cTaguax NPOU3BOACTBA, B T. Y. HA CTAAWSX, NPEALIECTBYIOLWNX CTEPUIN3aLMY, cesyeT npeaycmarpu-
BaTb Mepbl N0 NPEAYNPEXAEHNIO 3arpA3HEHUS.

41 He gonyckaeTcsl NPUroToB/IeHUE NIeKapCTBEHHbIX CPEACTB MUKPOGMOIOrMYECKOro NPOMUCXOXAEHUA UK Hanon-
HEHUE UMW B 30HAX, UCMOJb3YEMbIX A1 MPOU3BOACTBA APYTUX IEKAPCTBEHHbIX CPeAcTB. Onepayun HanosHeHUs Bakuu-
Hamn yGUTbIX OPraH13MOB UM IKCTPaKTaMM 6aKTepuil NOC/e UX MHAKTUBALMM MOTYT GbiTb BbINOIHEHbI B TEX XE NoMelLe-
HUSIX. YTO W ONepayuun HanoHEHNUs APYTVUMU CTEPU/IbHBIMU NIEKAPCTBEHHBIMU CPEeACTBaMU.

42 MMpu aTTecTauun (BanngaLmm) acenTuyeckoro npoyecca cnegyet NpoBOANTL €70 UMUTALLMIO C UCNIOb30BaHUEM
nuTaTesnibHOM cpeabl (HanonHeHue cpegamu). MNpu BoIGOpe NUTaTeNbHOM Cpesbl CrieAyeT yUuThIBaTh 403UPOBAHHYIO0 hOpPMY
NPoAyKTa W CENEeKTUBHOCTb, NPO3PAYHOCTb, KOHLEHTPALMI0 U MPUTOAHOCTL 3TOI NUTaTesbHO cpeapl ANs cTepunusauum.
MMuTaums npouecca fo/mKHA Kak MOXHO 6Ke 0TpaxaTb TeKyLinii NpoLecc acenTMYeckoro NPpou3BoACTBA W BK/OYAThL B
cebs Bce KpUTMUECKNE CTAUN TEXHOMOMMYECKOro npoLecca. ATOT TECT TaKKe AO/HKEH YUUTbIBATL pPa3/iMuHbie BO3AeicTBNS
Ha npoLecc, KOTOPbie BO3HMKAIOT B TeKyLLeM NMPOU3BOACTBE, a Takke CUTyaLun «HAUXYALLIEro ciayJyass..

MmuTaymio npouecca ¢ UCnosib30BaHNEM NUTATE/bHBIX CPES, CeayeT NPoBOAUTL MPU NEePBOHAYASILHON aTTecTauum
npouecca cTepunusauum, B Xof4e KOTOPOi nocnefoBaTesibHO NPOBOAATCS TPU YCMELWHbIX UCMbITaHuA. B ganbHeiilwem
cnepyeT NOBTOPSTb UCMbITAHUS Yepe3 ONpefefieHHble WHTEPBa/bl BPEMEHW, @ TakkKe MOC/e N6bIX CYLLeCTBEHHbIX
M3MEHeHUIt B cucTeMe BEHTUIALMM N KOHAWULMOHNPOBaHUSA BO3ayXa, 060py0BaHUM, NPOLEecce UM KONMYEeCTBE CMEH.

Kak npaeusio, NCMbITAHWS C UCMO/Ib30BAHMEM NUTATE/IbHLIX CPEeJ CeayeT NoBTOPSTh 4BA pasa B rof AN1s Kaxaoh
CMEHbl U KaXAOro npouecca. Yncno nepBUYHbIX YNakoBOK C NUTaTesbHOW cpeaoii AOMKHO GbiTb AOCTATOUHBIM ANs
NOJIyYeHUst JOCTOBEPHONW OLEHKU. 11151 MasnblX CEepuii YNC/IO NEePBUYHBLIX YNAKOBOK C NUTATE/IbHOW CPesoit A0/MKHO BbiTh
paBHO pa3Mepy cepun NPoAyKuMW. VCNbITaHWsi MPOBOAATCA C Lie/bio NPOBEPKM OTCYTCTBUSI POCTa MUKPOOPTaHU3MOB BO
BCEX ynakoBKax, 0fHaKO AOMYyCTUMbIM CYUTAETCS YPOBEHb 3arpsis3HeHUs ynakoBok MeHee 0.1% C LOBEepUTE/bHbIM UHTEp-
Basnom 0,95. MpousBoAuTENb AOMKEH YCTAHOBUTL YPOBHU MpeAynpexaeHus n geictsus. JlloGoii ciyyail BbisBNEHUs
3arpsi3HEHNs NOANEXUT PaccnefoBaHuio.

43 TMpoBegeHune aTTecTauum (Basmgauum) He LO/MKHO BPEAUTL TEXHOIOTMYECKOMY NPOLECCY.

44 ACTOYHWKM BOLOCHaBXKeHUsl, 060pyAoBaHMe NOArOTOBKM BOAbI U MPUIOTOB/IEHHAsA BOAA NOANEXaT perynsipHoMy
KOHTPOJII0 HA HA/IMUME XUMUYECKUX 1 GUOMTOTUYECKNX 3arPsi3HEHUI N. B HEO6XOAMMbIX C/lyyasix, Ha 3HLOTOKCUHbI. Jo/mKHa
6bITb OpraH©3oBaHa cucTemMa JOKYMeHTUPOBaHNS Pe3yNbTaToB KOHTPO/ISA W M06bIX NPeAnpUHNMAaEMbIX AeACTBHIA.

45 B unCTbIX 30HaX, 0COGEHHO B X0/f€ NpoLecca acenTMYeckoro Npon3BoACTBa, t06ast 4eATEeNIbHOCTb JO/KHA OblTh
cBefieHa K MUHUMYMY; NepeaBvXeHnst nepcoHana Ao/MKHbI MOLUUHATLCS NPaBUNam U KOHTPONIMPOBATLES C Liesblo u3be-
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XaHWs BblLeNeHust YacTuL, 1 MUKPOOPTraHM3MOB BC/IeACTBYE MOBbILEHHOW aKTMBHOCTY NepcoHana. YuuTbiBas cneuudmky
nNpUMeHsieMoli TexHonornyeckoli ogexabl, cnefyet obecneuyntb nepcoHany KoM OpPTHble YC/OBUS MO Temnepartype u
BNAXHOCTU.

46 MuKpo6HOe 3arpsi3HeHne CbIpbA Y UCXOAHbIX MaTepnanos J0MKHO 6biTb MUHUMaIbHBIM. CneundukaLum Ha HUX
[OJIKHBI BK/IlOYaTh B ceba TpeboBaHUS K MUKPOOMONOTMYECKON YnctoTe, ecim He06XO0ANMOCTb 3TOro OblNla yCTaHOBEHA
B NpoLiecce KOHTPONS.

47 Vcnonb3oBaHWe B YACTbIX 30HaX Tapbl (YNakoBOK) 1 MaTepuanos, CNOCOGHbIX BbIAENATb BOMIOKHA, AO/MKHO BbITb
MUHUMaSTbHBIM.

48 CnepyeT NpuHUMaTh Mepbl N0 NPeoTBPALLEHNI0 3arpsi3HEHUS TOTOBOTO NPOAYKTa vyacTuuamu.

49 Tpwu paboTe C pa3nnyHbIMK feTanamu, Tapoii 1 060pyAoBaHNeM NOC/e NX OKOHYaTeIbHON 04UnCTKN 1 06paboTku
[LO/DKHO GbITb UCKMIOYEHO UX MOBTOPHOE 3arpsisHeHue.

50 WHTepBaibl BpEMEHW MeXAY MOWKONM, CyLIKOW 1 cTepunusaumneii ynakoBku, getaneil n obopynoBaHus, a Takke
MexXay WX cTepunusaunein u Ucnonb3oBaHWEM [O/KHbI GbiTb CBEfEeHbl K MUHUMYMY. [MTeNbHOCTb 3TUX WHTEpBasioB
[OJIKHA OnpeAenaTbCa C YH4EeTOM YC/I0BUIA XPaHEHUS.

51 Bpemsi MexAy HayasoM NpUroTOB/IEHNA pacTBopa W ero ctepunusauuein unum crepunusylowein dunbtpaumvei
[O/MKHO 6bITb MUHUMAsbHLIM. [1A KaXAoro npoaykTa cregyeT yCTaHOBUTb MakCUMasbHO AOMNYyCTUMOE BPeMs C yYeToM
cocTaBa NpoAykTa 1 yCTaHOB/IEHHOTO Nopsfka XpaHeHus.

52 lMepepn cTepunusauueli cnegyeT NpoBOAUTL OT60OP Npo6 ANS NpoBefeHUss MUKPOOMOIOrMYECKOro KOHTPONS.
CnepyeT ycTaHOBUTb Npefesibl YpOBHA 3arpA3HeHNs, NpoBepseMoro HenocpeAcTBEHHO nepef cTepunusauveil. BennunHa
3TUX NpefenoB 3aBUCUT OT 3PMEKTUBHOCT MPUMEHAEMOro MeToda cTepunusauyuun. MNpu Heo6XoANMOCTU NPOBEPSAIOT
0TCYTCTBME NMPOreHoB. Bce pacTBopbl (0CO6EHHO MHPY3NOHHbIE pacTBOpbl 60/1bLLNX 06BEMOB) ClleAyeT NponyckaTb Yepes
huNbTPLI, yAEpXMBaKOLMe MUKPOOPraHW3Mbl, YyCTaHaB/IMBaeMble HEMOCPEeACTBEHHO Nepes HanoIHEHUEM.

53 [leTanu, KOMNOHEHTbI NEPBUYHOI ynakoBKu, 060pyaoBaHune 1 Apyrie npeaMeTbl, UCNO/b3yeMble B YACTbIX 30HaX
acenTuyeckoro NPon3BOACTBA, JO/HKHbI CTEPUIN30BATLCA U MOCTYNAaTh B YACTYIO 30HY Yepes NMPOXoAHble CTEPUIN3aTopbI,
repMeTUYHO BCTPOEHHble B CTEHbl, NM60 nepefasBaTbCA APYrMM CNOCO6GOM, 3alluLialOWMUM OT BHECEHUS 3arps3HeHuid.
Heroptouue rasbl AO/MKHbI NPOXOAUTL Yepe3 IubTPbI, 3aepXuBatoLime MUKPOOPraHnu3Mbl.

54 CnepyeT npoBoAuUTL aTTecTaymio (Banmaaunmio) No6oro HOBOro npouecca. PesynbraTbl aTTecTayuv (Banmaannm)
[O/MKHBI NOATBEPXAATbCS Yepes onpeesieHHble UHTepBasibl BpEMEHU, OCHOBbIBAsACb HA OMbITe PaboTbl, NN NPU BHECEHWUN
No6bIX 3HAUNTENBHBIX M3MEHEHWIT B Mpouecc uan obopygosaHue.

Crepunusauyuns

55 Bce npouecchl cTepuansauny 4omMxkHbl 6biTb aTTecToBaHbl (Banuanpoeaxsl). TpebyeTcs ocob0oe BHUMaHWe, ecnmv
nNpUMeHseMblii MeTo cTepunusaunnm He onucaH B AelicTByloweli ®apmakonee wau ucnonb3yeTcs ANA NpoAykTa, He
AB/AIOLLLEroca NPoCTbIM BOAHbIM UM MAc/NSAHbIM pacTBOpPoM. MpefnoyTUTeNbHbIM ABNSAETCS METOA TeNno0Boi cTepunnsa-
uun. B niobom cnyvyae meTog cTepuamnsanmmn Ao/HKeH COOTBETCTBOBATh JIMLLEH3UN HA NPOM3BOACTBO U PerncTpaluoHHOMY
focbe.

56 [ns n6oro npouecca ctepunnsauny cnegyet nokasartb (C MOMOLLbI0 (PU3NYECKUX U3MEPEHUI 1 6MONOTMYeCKUX
MHAMKaTOPOB) ero NPUroAHOCTb ANS AaHHOW NpoAyKuun 1 3 eKTUBHOCTb ANA [OCTUXEHNA TpebyeMbix ycnoBuii ctepu-
nn3auun BO BCeX YacTax 3arpy3ku kaxaoro suga. CooTBeTcTBUe npoLecca 3agaHHbiM TpeboBaHUAaM criegyeT NoATBEPX-
faTb Yepes onpejesneHHble UHTepBasbl BPpEMeHW (He MeHee 4YeM OfWH pa3 B rog Wau nocne Nb6biX CyLeCTBEHHbIX
n3MeHeHwuli B 060pyfoBaHum). MpoTOKOMbI BCEX UCMbITAHUI cnefyeT XpaHuTb.

57 Mpouecc cTepununsaunm fJomkeH obecneunsatb athhekTMBHOCTL CTepuan3aLmMmn Bcero o6bema 3arpyski.

58 [lnA BCex NpoueccoB cTepunusaumyu AO/KHbI O6biTb pas3paboTaHbl M aTTecToBaHbl (BanMAaMpoBaHbl) CXeMbl
3arpysku.

59 Buonornyeckue UHAUKATOPbLI credyeT paccmaTpvBaTb B KauyecTBe AOMOMIHUTENIbHOTO MeTofa KOHTPOssA cTepu-
nusauun. Bronoruyeckne MHANKaTOPbI AO/MKHbI XPAHUTLCSA U UCMO/Ib30BATLCS COMMIACHO UHCTPYKLMAM U3rOTOBUTENS, a UX
Ka4yecTBO [O/HKHO KOHTPO/IMPOBATLCA C NOMOLLbIO METOA0B MO3UTUBHOTO KOHTPOAS. MpK NCNONb30BaHNN GUONOTNYECKNX
MHAMKATOPOB ciedyeT NpefycMOTpeTb Mepbl, UCK0YaloL e BO3MOXHOCTb MUKPOBMONOrMYECKOro 3arpsi3sHeHns oT caMux
61010rN4YeckNX MHANKATOPOB.

60 CnepyeT ueTKo onpejenvTb Mepbl, obecneuvBalwolne pasgeseHne NpoAykToB, NPOLEAWNX U He NpoLeaLnx
cTepunusauuio. Ha kaxpgoli KopsuHe, N0TKe UKW APYroii eMKOCTU AN NPOAYKTa WU KOMMNOHEHTOB [O/KHA ObITh YeTkas
3TMKeTKa C Ha3BaHWEM MaTtepuana, HOMEPOM CEPUN U yKasaHneMm, NpoLuen OH CTepuan3anmnio umn HeT. lns o603HaveHns,
npowna nu cepust (MAM Nogcepus) npouecc CTepuansauuu UM HeT. MOXHO WCNOMb30BaTb Takne WHAMKATOPbI, Kak
aBTOk/1aBHasA /IeHTa, HO OHU He JalT HAaJeXHOro yka3aHus Ha TO. YTO cepus AeliCTBUTENIbHO CTepU/IbHA.

61 [lns kaxgoro uukna ctepunusauyuu cnegyet oQopMasATb NPOTOKOMbI, KOTOPbIe AO/MKHbI YTBEPXAATLCSA U BXOAUTb
COCTaBHOW YacTblo B MPOTOKO/ CEPUM TOTOBOI NPOAYKLMN.

Tennosasa cTepunusauuns

62 Kaxgblii UMK TENnoBOW cTepuan3auun A0/KeH 3anucbiBaTbCA Ha gMarpamMMe «Bpemsi — Temnepatypa» B
[0CTaTO4YHO GO/bLWIOM MaclTabe U PermncTpupoBaThcs ¢ HE06X04MMOI TOYHOCTbHIO NPU NOMOLLM APYToro 060pyA0BaHMS.
PacnosioxeHue 4aTynMkoB TeMnepaTypbl, NCNOb3YEMbIX AN151 KOHTPOAS U/MAVW 3aNUCK, AO/DKHO 6bITb ONpPeAeseHo BO BpeMsi
aTTecTauuu (Basimgaumm) u. No BO3MOXHOCTW, MPOBEPEHO MO APYTOMY HE3ABUCHMOMY AaTUMKY TEMNEPATYPbI, PACTONOXKEH-
HOMY B TOM Xe MecTe.
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63 [lonyckaeTcsa NCnoab30oBaTb XMMUYeckne n 61Monornyeckne MHAMKaTopbl, HO OHW He J0/DKHbI 3aMeHsTb hranyec-
Kune n3mepenus.

64 [lo Hauyana oTcyeTa NPOAO/DKUTENIbHOCTU CTepuamnsauun Ao/HKHO ObiTb NPefyCMOTPEHO A0CTAaTO4YHOE BPeEMS,
obecneumnsatollee fOCTMXEHNE TpebyeMoii TemnepaTypbl Bcero o6bema 3arpy3sku. 3To Bpems A0/HKHO onpefensTbes Ans
KaXAoro BuAa 3arpy3ku oTgeslbHo.

65 lMocne 3aBeplueHMs BbICOKOTeMMNepaTypHOi chasbl Lukna TenaoBoi cTepunusauuu cnegyet NPUHATL Mepbl
NpOTMB 3arpsA3HEHNs 3arpy3ku B nepuog oxnaxgexusi. CnegyeT cTepunmsosatb N106YH0 0XNaXAA0LWYI0 XUAKOCTb UK ras,
BCTynawuine B KOHTAKT C MPOAYKTOM, KpOMe cflyyaeB, KOr4a BO3MOXHOCTb MCMOJ/Ib30BaHWSA HErBPMETUYHbIX YNaKoBOK
UCKIOYEHa U NpUBeAEHbl COOTBETCTBYIOLME AoKa3aTebCTBa.

BnaxHoe Tenno (nap)

66 Mpu cTepunnsaumu BAaxHbLIM TENAOM (NapoM) CredyeT KOHTPONMpPOBaTb TEMNepaTypy M BAAXHOCTb. Kak
npaBsuo, cpeAcTBa ynpasBaeHns J0MKHbI 6bITb HE3ABUCKUMbI OT CPEACTB KOHTPOS U 3anNuCbiBaKOLLMX YCTPOACTB. Ecnn gns
3TOI LeNM UCNONb3YHTCS aBTOMATUYECKME CUCTEMbI YNPABEHUS U KOHTPO/IS, OHW AO/MKHbI GbITb aTTECTOBAHbI (BaMau-
poBaHsbl), 4TOGbI rapaHTVPOBaTb UX COOTBETCTBME KPUTUYECKUM TpebGoBaHMsIM npolecca. HapyweHus B xofe npouecca
LOJKHBI PErMcTPUpPOBaTLCS CUCTEMON M KOHTPO/IMPOBATLCA ONepaTopoM. B xoge mpouecca CTepunvsauuy nokasaHus
He3aBMCUMOTO JaTunka TemnepaTypbl A0/KHbI MOCTOSHHO CBEPSATLCA € AaHHLIMU AuarpaMMbl 3anucbiBatoLLLero ycTpoincT-
Ba. [lna CTEpUIN3aTOPOB, UMEILLNX CTOK B IHE KAMEPbI, MOXET BO3HWKHYTb HEO6X0AMMOCTb PErncTpauum Temnepartypsbl
B 3TOI TOUKe B TEYEHMEe BCETO LuKAa cTepuansaumumn. Ecav B LMK cTepunmsanmm BXoAuT hasa BakyyMnpoBaHus, To cregyet
[l0CTaTO4YHO YACTO NPOBOAWTL NPOBEPKM KAMEPbLI HA FEPMETUYHOCTb.

67 CTepunnayemMbie NpeaMeThbl, He HAXOAALWMECS B repMeTUUYHbIX yNakoBKax, J0/KHbI 6bITb 3aBEPHYTHI B MaTepuas,
nponyckawLmii Bo3ayx 1 nap. HoO NpefoTBpaLLaloLLKNil NOBTOPHOE 3arps3HeHne 3TUX NPeAMETOB Nocne CTepunnsauuu.
Heo6xo0AMMO 06ecneunTb KOHTAKT BCEX YACTeil 3arpysku CO CTEPUIU3YIOLLMM areHTOM Mpu 3afaHHbIX TeMnepaType u
BpPEMEH!.

68 [ns cTepunusayum AO/MKEH NCMO/b30BaTLCA Nap COOTBETCTBYIOLLEIO KAYECTBA, HE COAEPXaLL Uil BKTHOUYEHWI B
Takom KoJMyecTBe, Npu KOTOPOM MOXET NMPOU30ITH 3arps3HeHne nNpoaykTa unu o6opyfoBaHus.

Cyxoe Tenno(xap)

69 MMpu cTEpPUAM3aLMU CYXUM TENIOM (KapoM) fO/MKHbI GbiTb NPeAyCMOTPEHbI LUPKY SIS BO34YyXa BHYTPU KaMepbl
1 noagepxXaHue U3GbITOYHOTO AABMIEHUS C LEeNblo NPpesoTBPaLLeHns nonagaHus BHYTPb HECTEPUILHOTO Bo3ayxa. J11060ii
nocTynaoLuii BHyTpb BO3AYX A0/DKEH NPOXOAUTL Yepe3 (pUNbTPbI BbICOKON adhdhekTUBHOCTM (Tuna HEPA). Ecnu cTepunu-
3auua npegycMaTpuBaeT yCTpaHeHWe NUPOreHoB, TO NpU aTtTecTauuy (Banugauuu) cnepyeT BbIMOMHSATL TECTbl HA 3HAO-
TOKCUHbI.

PaavaunoHHas cTepunusauus

70 PapguauvoHHas cTepunusauus UCnofib3yeTca raBHbIM 06pa3oM Ans cTepunmsaunm TepMOoYyBCTBUTESbHbIX
MaTepuasioB 1 NPoAykToB. MHOrme nekapcTBeHHble CpeACcTBa M HEKOTOPbIE yMakoBOYHble Matepuasbl YyBCTBUTESbHbI K
VNOHU3MPYIOLLEMY U3/TyHeHUI0. B CBA3W C 3TUM AaHHbI MeToA AonycKaeTCs TONIbKO NPW 3KCNeprMeHTalbHOM NOoATBepXae-
HAM OTCYTCTBMSA €ro BPEAHOro BAWAHMSA Ha MpoAaykT. Kak npaewno, obnyyeHve ynbTpadmMonetoBbiM WU3/TyYEHUEM He
ABNSAETCA NpUemseMbiM METOLOM CTepUIn3aLmm.

71 Bo Bpems npoiecca cTtepuamnsanumn Ao/HKHa N3MepAaTbCa MOMOLWEeHHan A03a NOHM3NPYIOLLEro nsnyyexus. Ans
3TOro crnefyeT UCNO/b30BaTh JO3UMETPbI, MOKa3aHUSA KOTOPbIX HE 3aBUCAT OT UCMO/Ib3YeMOI MOLLHOCTMN A03bl U3/TyHYeHus,
HO KOTOpble faloT KONNYeCTBEHHOe 3HaYeHWe NOrOWEeHHOW A03bl HENOCPEACTBEHHO B NPOAYKUMN. [INS KXol 3arpysku
B CTEPUIN3YEMOI NPOAYKLUN AOMKHO HAXOAUTbLCS AOCTATOYHOE KONYECTBO A03MMETPOB, PacnooXeHHbIX TakuM obpa-
30M. YTOGbl B 06/1y4yaemMoii 30He Bcerja Haxoawncs Ao3umeTp. MonmmepHble A03MMETPbl MOXHO MPUMEHSTb TOJIbKO B
TeyeHne ycTaHOB/IEHHOIO CpPoKa [AeicTBUA KannMbpoBKM C M3MEPEHMEM UX OMTUYECKOlM NIOTHOCTU B TEYEHWe KOPOTKOro
BpeMeHN nocne o61yveHns.

72 B kauecTBe cpe/cTBa [AOMNOTHUTEIbHOTO KOHTPOS MOTYT MCMO/Ib30BaTLCA 6UOMOrMYecKne NHANKATOPbI.

73 MeTogukn aTTectaymn (Banmaauumn) 4O/MKHbI rapaHTUpPoBaTh y4eT BO3MOXHbIX U3MEHEeHWA NAOTHOCTM yKnaaku
CTEepUIN3yeMOoi NpPoayKLmMn.

74 Tlpu npoBefeHUN npouecca pajualMoHHON cTepuansanmmn He fO0/MKHO OblTb CMELVBaHNA 061y4eHHON U Heob6-
Ny4YeHHOI NpoayKummn. Ha kaxaoi ynakoBke criegyeT UCMO/Ib30BaTb YyBCTBUTE/TbHbIE K U3/TyYEHWIO LiBETOBbIE MHAMKATOPbI
ANS TOro, 4To6bl Pa3NNuMTb YNakoBKW, MpOLLeALlre U He npolleAllne obayyeHuve.

75 CymmapHas nornoweHHasa fosa W3nyvyeHns Ao/hkHa ObiTb HabpaHa B TeyeHue BpPEeMEHMW, OTBELEHHOro Ha
npouecc cTtepuansayuu.

CTepnnusauuns oKCULOM 3TUNEHA

76 MeTog cTepunusaumy OKCUAOM 3TU/IEHA MOXET MCMOJb30BaTbCs TOMbKO TaM. [4e Hefb3si NPUMEHsTb apyrue
MeToAbl cTepunusauyuv. Mpu nNpoBedeHwy aTTecTauun (Banvpauuu) cnegyet nokasaTb, YTO NPOLECC CTEPUIN3ALUU
OKCUJOM 3TU/IEHA HE OKa3biBaeT BPeLHOr0 BAUSHUA HA NPOAYKUMIO, a 3afjaHHble YC/IOBUSI U A/IMTENbHOCTL ferasauum
NO3BONAIOT CHU3UTb OCTATOUHYIO KOHLEHTPALMIO rasa 1 NPOAYKTOB peakuyuy 40 AONYCTUMbIX YPOBHEN, onpefeneHHbIX 4Ns
[aHHOTo BMAa NpoAyKuuu uau mMatepuana.

77 CylwecTBEHHOE 3HAYEeHUE UMEET HEMOCPEACTBEHHbLIA KOHTAKT MEeXAy rasoMm U mMukpoopraHusmamu. Cnegyet
NPUHATL Mepbl NPEAOCTOPOXHOCTY OT BK/IOYEHUSI MUKPOOPraHW3MOB B (narepuan (Hanpumep, B KpUCTan bl AW TMOUAN-
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3MPOBaHHbI 6en0kK). Ha npouecc ctepuansauny OKCUAOM 3TUIEHA MOTYT OKa3aTb CyLeCTBEHHOE BANAHME BUJ, U KOMn4ye-
CTBO YyNakoBOYHOro MaTepuana.

78 TemnepaTypy W BNaXHOCTb 3arpy3ku nepef o6paboTkoii rasom crnegyeT NpuBecTU B COOTBETCTBME C TpeboBa-
HUsMK npouecca. Tpebyemoe 4N 3TOr0 BPEMSA JO/DKHO OblTb N0 BO3MOXHOCTU MUHUMASbHbIM.

79 Kaxgablil Lukn ctepunnsanum Ao/mxeH KOHTPOIMPOBATLCS C UCMO/Ib30BaHWEM COOTBETCTBYHOLNX GUOIOTNYECKNX
MHAVKATOPOB, pacnpejefieHHblX B AOCTATOYHOM KO/MYecTBe Mo BCeMy 06beMy 3arpysku. [onyvyeHHas uHdopmauus
[O/MKHA 0POPMIATHLCSH AOKYMEHTANIbHO U BXOAWUTbL COCTABHOW YacTbio B MPOTOKOJ Ha CEPUIO FOTOBOM NPOAYKLMN.

80 [lns KaxAoro umkna ctepuansaummn fosxHbl 6biTb 0DOPMIEHBI MPOTOKOMbI, COAepXalle JaHHble 0 ANTeNb-
HOCTM LMKNa, fjaBneHun, Temnepartype 1 BaxHOCTV B KaMepe BO BpeMsi Mpouecca, KOHLeHTpaLumn ra3a uaHHbsle 06 o6uem
KONMYecTBe MCMO/b30BAHHOrO rasa. [laBneHne u TemnepaTypa AO0/DKHbI PErMcCTpUpoBaTbCA B TeyeHWe BCEro Lukna
cTepununsauynu Ha guarpamme. dTv AaHHble A0/KHbI BXOAWUTb COCTABHOM YaCcTbio B NPOTOKO/ HA CEPUI0 rOTOBOM NPoAyKLUH.

81 Mocne cTepuan3auun 3arpysky crefyeT XpaHWTb MO KOHTPOMEM B BEHTW/IMPYEMbIX MOMELLEHUAX, 4ToObI
o6ecneynTb CHUXEHNE OCTATOYHONM KOHLeHTpaLun rasa v npofykToB peakuun o onpeseneHHoro yposHs. 3TOT npouecc
noanexuT attectaunn (sanmgauun).

CDVIJ'IpraLWIﬂ NNeKapCTBEHHbIX CPeaACTB, KOTOpPbIE HE MOTYT 6bITb cTepunmnsoBaHbl B I'IepBI/ILIHOI7I ynakoBke

82 [poBepaeHne cTepunusyioleii unbTpaLumn He SBASETCA 4OCTATOUYHbIM YCI0BUEM CTepUIn3aLun, eciiv BO3MOX-
Ha cTepunu3aLus NpoAyKTa B OKOHYATeNbHOW NepBUYHOI ynakoBke. MpeAnoyTUTENbHbIM ABASIETCA MeTo4 CTepuansauum
napom. Ecnu cTepunusaums npogykta B OKOHYATe/IbHOW NepBUYHOI ynakoBKe HEBO3MOXHA, TO Mepef HamnosHeHWem
pacTBOPOB WU XUAKOCTE B npeaBapuTesibHO CTEPUIN30BAHHYIO0 NEPBUYHYI0 YNAKOBKY MX crefyeT nponyckaTb vepes
CcTepu/ibHble (PUNLTPbI C HOMWHANIbHLIM pa3MepoM nop He Gonee 0,22 MKM WU C 3KBUBASIEHTHbIMW CBOCTBaAMMW MO
yAEepXaHWio MUKPOOPraHM3MoB. Takne unbTpbl MOTYT 3afepXunBaTb 60/bLIY0 YacTb 6akTepuii N NNecHeBbIX rPUGOoB,
HO He BCE BMPYCbl WU MUKONMasMbl. M0 BO3MOXHOCTW npouecc gunbTpauum cnefyeT JONOMNHATL COOTBETCTBYOL el
TepMoo6pabOoTKOWA.

83 B cBsi3n C TEM. 4TO y MeToAa hunbTpaunm ecTb AONOSHUTENbHBIA PUCK 3arpsi3HEHNs MUKPOOpPraHu3mamm no
CpaBHEHWIO C APYTMMU criocobammn cTepun3aumny, HenocpeACcTBEHHO Nepes HanosIHEHNeM MOXHO PEKOMEHA0BATL NOBTOP-
Hyto chunbTpauno NpoAykTa Yepes fONONHUTENbHbIN YAEPXUBAIOLWMNA MAKPOOPraHU3Mbl CTEPUAN3YIOLWNIA unbTp. OKOH-
yaTefibHyl0 CTEPUIN3YIOLLYI0 (hUNbTpaLMio NPoAyKTa creAyeT NPoBOAUTL Kak MOXHO 6/11Xe K MECTY HanoSIHEHUS.

84 CnepgyeT Ucnonb3oBaTb PUALTPLI C MUHUMALHBIM OTAENIEHNEM BOJIOKOH.

85 [epes MCnosib30BaHWEM CTepuan3ylowwero uabTpa u cpady nocre ero UCMnonb3oBaHWs creayeT NpoBepuUThb
OTCYTCTBUE Y HEro NOBPEXAEHWI TakuM MeTOLO0M, Kak TECT Ha «TOUKY Ny3blpbkay», MeToA0oM AN dy31OHHOTO nNoToka unm
BbIEPXKOI NOA AaBNEHNEM.

Mpu atTectauun cnepyeT W3MepsATb BPEMS, HEOGXOAMMOE ANsi (hMNbTpaLMu pacTBopa 3afjaHHOro obbema, U
nepenag gasneHusi Ha unbTpe. Jllo6ble 3HAUMTENIbHbIE OTK/IOHEHWUS B MNpoLecce MPOU3BOACTBA OT aTTECTOBAHHbIX
nokasateneii cnefyeTt perucTpupoBaTtbh U aHanM3npoBaTb. PesynbTaTbl 3TUX NPOBEPOK AO/MKHbI GbITb BK/KOYEHbI B NPOTO-
KOMbl Ha cepuio npoAykuuun. Cpasy nocsie UCnosb30BaHusa cnegyeT NoATBEPXAATb LLe/I0CTHOCTb KPUTUYECKUX Fa3oBbIX W
BO3AYLUHbIX (PUNLTPOB. LLeN0CTHOCTb APYrMX (PUNIbTPOB HEOGXOANMO NOATBEPXAATb YepPe3 COOTBETCTBYIOLLME MHTEPBaSIbI
BPEMEHU.

86 He gonyckaeTcs MCNONb30BaTb OAUH U TOTXe DUNbTP B TeueHne 6onee of4HOro paboyero AHs. 3a UCKNOYEHNEM
cny4aes, Korga 6onee AnuMTenbHOE €ro UCNONb30BaHUE NOATBEPXKAEHO aTTecTaumeil (Banugauymei).

87 lMpuMmeHsieMblii (hUNbTP He AO/MKEH OKa3blBaTb BIMAHWE Ha NPOAYKT, 3aepXnNBasi er0 KOMMOHEHTbI UNW BblAENSSA
B HEro Kakue-im6o NocTOPOHHME BellecTBa.

3aBepLIeHNe NPOU3BOACTBA CTEPUIILHON NPOAYKL MM

88 [lns yKyTa0pMBaHUS NEepBUYHOW ynakoBKuU CrieflyeT UCNONb30BaTb aTTecToBaHHble (Ba/MAUPOBaHHbIE) METOAbI.
MepBuYHbIE YNaKoBKWN, repMeTU3NpOBaHHbIe 3anaikoii (HanpuMep, CTEKNAHHbIE WAW NAacTMaccoBble aMmnynbl), nognexar
100%-Hoii NpoBepKe Ha repMeTUYHOCTb. TepPMETUYHOCTb APYrX NEPBUYHBIX YNAKOBOK O/I)XHA NPOBEPSITLCA MO COOTBET-
CTBYIOLMM METOAMKaMm.

89 lNepBUYHbIE YNAKOBKM, repMeTU3MPOBaHHble N0 BakyyMOM (BakyyMHble YNakoBKM), AO/DKHbI MPOBEPATLCSA Ha
coxpaHeHue Bakyyma C onpejesieHHON NepuoAnvHOCTbIO.

90 MMepBUYHbIE yNakoBKV C NPOAYKLUMe Ana napeHTepanbHOro BBeeHUst He06X0ANMO NPOBEPSTL NHANBUAYANBHO
Ha Ha/fyne NOCTOPOHHMX BK/TOYEHWI nnn Apyrux gedekToB. BusyanbHblil KOHTPOb cnedyeT NPOBOAUTbL NpY TpebyemblxX
YPOBHSIX OCBeLleHHOCTN 1 dhoHe pabouyero nons. CnepyeTt perynsapHo NpoBepsiTb 3peHNe onepaTopoB, BbIMOMHAOLLNX
BM3yasibHblil KOHTPO/Ib (ECNM ONepaTopbl MCMO/b3YT OUKM, TO NPOBEPKa 3pEeHNSA NPOBOANTCA B 04Kax). B xofe Bu3yanbHoro
KOHTPONA NPOAYKLUM peKoMeHAyeTCs OpraHM3oBbIBaTb YacTble nepepbiBbl B paboTe onepatopos. [pu MCNo/b30BaHUK
ApYrMx MeTofoB KOHTPO/A 3TOT NpoLecc Heo6xoANMO aTtTecToBaTthb (Ba/MAanMpoBaTh): COCTOSAHNE 060pyA0BaHUS cnegyet
nepuoanyeckn NpoBepsTb. Pe3ynbTaTbl BU3yanbHOr0 KOHTPONAA AO/MKHbI 6bITb 0POPMIEHbI JOKYMEHTabHO.

KoHTpOoNb KayecTsa

91 VcnbiTaHue roTOBOTO NPOAYKTA HA CTEPUSILHOCTL CrlefyeT paccmarpuBaTh fiMlb Kak 3aBepliatolnii atan B
nocnefoBaTelbHOCT Mep. 06ecneunBatLLX CTEPUILHOCTb NPOAYKTA. TECT Ha CTePUIbHOCTL A0/IXEH ObITb aTTECTOBAH
(BanMaupoBaH) ANA NPOAYKLUM KaX4Oro Buga.

92 Tpu nonyyYeHUn paspelleHnst Ha BbIMYCK CTEPUIbHON NPOAYKUMM MO napameTpam cnegyeT yAenuTb ocoboe
BHMMaHve aTTecTauuu (BanugaLum) u KOHTPOII0 BCEro TEXHOI0TMYECKOro npoLecca.

30



FOCT P 52249—2004

93 O6pasupbl NPOAYKUNK, KOTOpble 6bl 0TO6GPaHbl AN NPOBEAEHNS UCTbITAHUS HA CTEPUNBbHOCTb, JO/IKHbI ObiTb
penpeseHTaTMBHbIMW A5 BCel cepun NpoayKLumMmn, 0CO6EHHO A5 Tex yacTeil cepun, BEPOSTHOCTb 3arps3HeHUst KOTOPbIX
MakcumMasibHa, Hanpumep:

a) ANs NpoAykToB, pacacoBaHHbIX B acENTUYECKMNX YCNO0BUSAX, B 0TO6paHHble 06pasLibl AO/MKHbI BXOAUTL NEPBUY-

Hble YNakoBKW, HaMOJIHEHHble B Hayase U B KOHLe cepuu, u nocne nobOro CywecCTBEHHOro BMellaTenbCTBa B Xofe
TEXHOI0TMYeCcKoro npoLecca;

b) 4NA NPOAYKTOB, NpoleALlunX TEnJoByl CTepuiv3auuilo B NepBuUYHOl ynakoBke, oco60e BHUMaHue cnegyet

yfAenuTb 0T60py 06pas3L0oB 13 NoTeHuMasbHO Hanbonee X0/I0AHO YacTu 3arpyskn cTtepuaunsaropa.

MpunoxexHune 2

Mpou3BOACTBO MEAULMHCKUX GMONOTMYECKNX NpenapaTos

KauyecTBo MeULMHCKMX BMOOrMYECKUX NPenapaToB 1 NopsifoK UX KOHTPO/IS BO MHOTOM ONPEAENATCA TEXHOMO-
rveii NpousBoACTBA, OT KOTOPOIt B 3HAUMTE/IbHOI CTENeHn 3aBUCUT OTHECEHUE MEeAULMHCKUX GMONO0XYeCKNX npenaparos
K TOMY WM NHOMY BUZy. B JaHHOM NPUIOXEHNN pacCMaTpUBatOTCA CNeaytolme MeanUMHCKMe 61MONorMyeckne npenaparbl:

a) MUKpPOGHbIE Ky/bTYpbl, 38 UCKIOYEHNEM MOJTYyYEHHbIX MO TEXHONOTMN PEKOMOUHaHTHOW JHK;

b) MWKPOGHbIE U KNETOYHbIE KYNbTYpPbl, NOMYYEHHbIE MO PEKOMOUHAHTHOM JHK TeXHOMOrMKU 1AM METOA0M rMopuamn-
3auuu;

C) 3KCTPaKTbl N3 BUONOTUYECKNX TKaHelk;

d) XVBble areHTbl, BbipalleHHble B 3MBGPUOHAX UK XUBOTHBIX.

K TakuMm MeguLMHCKUM B1ONOrMYECcKUM npenapaTam OTHOCATCS: BaKLMHbl, UMMYHHbIE CbIBOPOTKM, aHTUrEHbI, FTOPMO-
Hbl. LUTOKUHbI, pepMEHTbI U ApYyrue NPoayKTbl hepmMeHTaumnm (B T. Y. MOHOK/IOHA/IbHbIE aHTUTeNa v NPOAYKTbI, Nosyyaemble
13 pekomMbuHaHTHol AHK).

K npogykram, ykasaHHbIM B MepeyncneHnn a), npuMeHumsl He Bce Tpe6oBaHUst HACTOSLLLETO NPUIOXEHNS.

NMpumeuanune — MNpy NOArOTOBKE HACTOALLENO CTAHAAPTA GbI/I yUTEHbI 06LME TPE6OBaHUSA, NPeAbABNSEMbIE
BcemupHoii opraHusauyeil 3gpaBooxpaHenuns (BO3) K opraHusaLu NpousBoACTBa Y KOHTPO/bHLIM NabopaTopusim.

B HacTosiLieM cTaHgapte He npuBefeHbl TPe6oBaHUs K Creuuguyeckum Bugam 6GUOSIOTMYEcKUX Npenaparos.
Tpe6oBaHWs K HUM aHbl B CMeLyasbHbiX HOPMATUBHbIX OKYMEHTax.

O6umne NoNoXeHns

Mpon3BOACTBO MEAMLMHCKMX GUOMOTNMYECKUX MPenapaTtoB UMEeT CBOK Cneunduky, onpeaensieMyld XapakTepom
NPOAYKLMU W TexHosorvel npousBoAcTBa. Mpu NPOU3BOACTBE U KOHTPO/e MeAULMHCKOW 61MOMorMyeckoii NpoayKumm
He06X04MMO NPUHUMATL CNeymanbHble Mepbl NPeA0CTOPOXHOCTU.

B oTnnume oT 06blYHbIX SIeKAPCTBEHHbIX CPEACTB, KOTOpble NPOU3BOAATCS C UCMO/Ib30BAHWEM XUMWUYECKUX U
(hM3nuecknx MeToa0B, 06eCneunBarLLMX BbICOKYIO CTENEHb CTabUIbHOCTH, NPOU3BOACTBO MEANLMHCKUX GUONOTMYECcKnX
npenapaToB CBsi3aHO C 6MONOrMUYECKMMU NpoLieccamMn 1 MaTepuanamu, TakuMy Kak KyfbTUBMPOBaHUE KNETOK UM KCTpa-
KM MaTepuana u3 XuBblX OPraHn3MoB. TN 6MON0XYECKME NPOLECCHl XapakTepUsyTca BapnabenbHOCTbI0, YTO NPUBO-
[UT K HEMOCTOSIHCTBY CMeKTpa U Npupofbl CONYTCTBYIOWNX NPOAYKTOB. Bonee Toro, MaTepuarsl, UCMOMb3yeMble B NpoLec-
cax Ky/NbTUBUPOBaHWS, camu Nno cebe ABNAITCA cy6cTpaTamu A5 pocTa MUKPOOPTraHN3MOB.

KOHTPONb MeAMLUMHCKMX GUOMIOrMYecKnx MpenapatoB BK/YaeT B cebs 6MOM0rMYeckne aHannTMyeckne Metogbl,
KOTOpble XapakTepu3syloTcsi 60/1ee BbICOKOW CTeNeHb0 BapnabenbHOCTU, YeM (DU3UKO-XUMUYECKME aHATUTUYECKNE MeTo-
Abl. M03TOMY Npy NPOU3BOACTBE MEAULMHCKNX BUOMOXUYECKUX NPENapaToB 0C060e 3HaYeHNe UMEKT MeToAbl BHYTPUMPO-
V3BOACTBEHHOTO KOHTPOSIS.

MepcoHan

1 Bce coTpyfHWKK, paboTaloLme B 30Hax Npon3BOACTBA MeANLMHCKMX Bronornyecknx npenapartos (B T. Y. Nepco-
Han. 3aHATLIA 0YNCTKOW, 06CNYXNBAHNEM WM KOHTPOMEM KayecTBa), 40/DKHbI NPOXOANUTb AONOMHUTENIbHOE 06y4YeHune B
COOTBETCTBUM C UX 06513aHHOCTSIMU U OCOBEHHOCTAAMU NPOU3BOAUMON NpoayKuun. COTPYAHUKN JOMKHBI UMETb [OCTATOY-
Hyl0 NOArOTOBKY B 061aCTN INYHOW TMIMEHbI U MUKPOGUONOTUN.

2 [nsA ycnewHoro BbINO/HEHNA CBOMX 06513aHHOCTEeN nuuam, OTBETCTBEHHbLIM 3a NPOU3BOACTBO U KOHTPO/Ib KayecT-
Ba NPOAYKLWMW, Hapsigy C [OCTaTOYHbIM MPakTUYeCKUM OMbITOM cnefyeT MMeTb Heo6XxoAuMylo 6a30BYH0 NMOATOTOBKY MO
6akTepuonoruun, 6uonorun, GUoMeTpumn, XUMUM, meguuuHe, dapmauuv, hapmMmakonoxmu, BUPYCONOTNN, UMMYHONOXMN U
BeTepuHapuu.

3 [Ansa obecneyeHuns 6e30NacHOCTV NPOU3BOAMMOI NPOAYKLUM CnefyeT yUnTbiBaTb UMMYHHbIA CTATYC COTPYHMKOB.
Bce COTpyAHWKM, 3aHATbIe B MPOM3BOACTBE, TEXHUYECKOM 06CNYXNBaHWUW, NPOBEAEHNN UCNbITaHNIA 1 yXofe 3a XUBOTHbIMU
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(B TOM unC/Ee U KOHTPO/EPBI), AO/DKHbI, N0 MEPE HEOBXOAMMOCTU, MPOXOANUTL BaKLMHALMIO, @ TAKXE PeryisipHoe MeguLuH-
ckoe o6cnefosaHne. NMOMUMO OYEBUAHON HEOGXOAMMOCTU 3aLWUTbl MEPCOHANA OT UHPULMPYIOLLNX areHTOB, CUNbHOAEN-
CTBYIOLLMX TOKCMHOB UMW a/fiepreHoB, credyeT npefoTBpaliaTh 3arpsa3HeHne cepun npoayKuuM MHULMPYIOWUMK areH-
Tamu. Kak npaswso, fonyck NOCTOPOHHUX NXL, B NPON3BOACTBEHHbIE 30HbI fO/IXEH GbITb CTPOTO OFPaHNYEH.

4 Heo6X0AMMO UCKIOUUTL AOMYCX B NPOU3BOACTBEHHYIO 30HY COTPYAHUKOB C KAKMMU-TMGO USMEHEHUAMU UMMYH-
HOro cTaTtyca, KOTOpbIi MOXeT OTpuLaTeIbHO NOBAMSATL HA KAYECTBO NPOM3BOAMMOrO NPOAYKTa. B Npon3BOACTBE BaKLMHbI
BLPK 1 npenapaToB Ty6epkynnHa MOryT 6GbiTb 3aHATbl TOSIbKO COTPYAHUKW, KOTOPblE PErynsipHO NPOXOAAT NpOBEPKN
MMMYHHOFO cTaTtyca WUau peHTreHorpaduyeckoe o6cnefoBaHmne rpyaHoN xnen<u.

5 B TeuyeHne paboyero BPEMEHW He [OMYCKAETCS Nepexos COTPYAHWNKOB M3 30H. FAe BO3MOXEH KOHTAKT C XUBbIMU
MWUKPOOPraHU3MamMu MW XUBOTHbIMW, B 30HblI PaboTbl C APYroii NpoAyKuuei unu Apyrumyu MUKpoopraHuamamu. Ecnu
Nof0GHbLIX NEepPexosoB M3bexarb HEBO3MOXHO, NEPCOHas, 3aHATbI B TAaKOM NPOU3BOACTBE, JO/IKEH CTPOH BbINOMHATH
Tpe6oBaHMA N0 4EKOHTAMUHALWY, B T. U. CMEHY OfEXAbl 1 06yBU, N. NPU HEOGXOAMMOCTM, NPUHUMATL AyLL.

MNMomeleHus n o6opyfoBaHue

6 Tpe6oBaHMsi K YNCTOTE NPOU3BOACTBEHHbLIX MOMELLEHUA N0 MWUKpOOpraHM3mMam W YacTuuam 3aBUCAT OT BuAa
npoAyKTa v TeXHONOrMYeckoi cTagun, ¢ y4eTOM YpOBHS 3arps3HeHnss UCXOAHbIX MaTepuasioB N 0NacHOCTU 3arpsasHeHus
roTOBOW MPOAYKLUN.

7 BBuAy onacHOCTU NEpPeKpPecTHOro 3arpsisHeHUss MeAULMHCKUX 6MONOrMYecknx npenapaTos, 0CO6EHHO Ha CTafusaxX
paboTbl C XNBbIMW OpraHn3Mammu, MoryT NnoTpe6oBaTbCs A4OMNONHUTENbHbIE MePbl NPEA0CTOPOXHOCTHU, HANPUMep, UCMOb-
30BaHue cneunanbHO NpejHasHa4yeHHOro 060pyAoBaHNA U NOMELLEHNI, opraHn3aunsa Npon3BoACTBa NO NPUHLMNY OTAeNb-
HbIX LMKNOB paboTbl M UCMOMb30BaHNE 3aKPbITbIX CUCTEM. YPOBEHb pasfeneHuns, HeobxoAuMbllii 418 npefoTBpalleHuns
nepeKkpecTHOro 3arpsa3HeHns, onpeaensieTca BUAOM NpoayKTa u napamMmeTpaMmm UCrnosib3yemoro o6opyaosaHus.

8 [lna npousBoAcTBa BakUMHbl BLIXX 1 paboTbl C XWBbIMW MUKPOOPraHM3Mamm, UCNonb3yeMbiMy B MPON3BOACTBE
npenapartos Ty6epKy/iMHa, kak Npasuio, HeE06XO0ANMO NPUMEHATL TO/IbKO CneunasbHble NoMeLLeHns n o6opyaoBaHme.

9 Mpwu pa60Te C Bacillus anlhrads. Clostridium botuhnum W Clostridium tetani 40 3aBeplleHNa npouecca ux
MHaKTMBaLMN HEO6XOANMO MCNOMb30BaTh TO/ILKO CNeLnanbHble NOMeLLeHNa 1 060pyfoBaHme.

10 Ana gpyrux cnopoo6pasylolnx OpraHu3mMoB [IOXET NPUMEHATLCA opraHu3auns Npou3BoACTBa MO MPUHLMIY
OTAE/bHbIX LUKI0B NPU YC0BUK, YTO MPK 3TOM UCMOMNb3YIOTCA NOMeLLeHnsa n 060pyfoBaHue, cneymanbHo npefHasHavyeH-
Hble 415 3Tol rpynnbl NPOAYKTOB, 1 OHOBPEMEHHO NMPOM3BOAMTCS NPOAYKLUMA TOSIbKO OAHOrO BUAA.-

11 Ans Taknux NpoAyKTOB, KaK MOHOK/IOHA/IbHbIE aHTUTesna v NPoAyKTbl, MPOU3BOAVMMbIE MO PEKOMOUHaHTHON AHK
TEXHON0TNK, flonyCcKaeTcst UX OfHOBPeMeHHOe NPON3BOACTBO B OAHOI 30HE C MCMO/Ib30BaHNEM 3aKpbITbIX CUCTEM Guodep-
MEHTATOPOB.

12 Mocne cTaguu BblpalMBaHua nocneaylolime TexXHonornyeckne crtagum MoryT NpoBOANTLCA A9 Pa3HbIX NPOAYK-
TOB OAHOBPEMEHHO B OAHOI NPOW3BOACTBEHHOV 30HE MPW YCNOBUM NPUHATUAA afeKBaTHbIX Mep Mo NpefoTBpaLieHuto
nepeKkpecTHOro 3arpasHeHns. Ana yéuTbix BakLUH U aHATOKCUHOB Takoe napasifie/lbHoe NPon3BOL4CTBO BO3MOXHO TO/IbKO
nocsie HakTUBaLmmn KynbTypbl UK NOCNE €B AeTOKCUKaLmn.

13 [Ansa npon3BoacTBa CTEPWUIbHOW NPOAYKL MK CneAyeT UCNob30BaTh NOMELLEHUS C M30bITOYHbIM AaBneHnem. ins
npefoTBpaLLeHns pacnpocTpaHeHUs 3arpsisHeHns 3a npedenbl cneuunanbHbIX 30H. NOABEpPraeMbIX BO3AeWCTBUIO natore-
HOB. B 3TMX 30Hax cregyeT co3fjaBaTb OTpMLUATE bHbIV Nepenaj AaBieHus.

Bokcbl € oTpuuartenibHbIM nepenajoMm [AaBfieHus, UCMNo/sb3yeMble ANA paboTbl C naToreHamu B acenTUYeckux
YCNOBUSAX, CnefyeT OKpyXXaTb CTEPU/IbHbIMU 30HAMU C U36bITOYHbIM JaB/IEeHNEM.

14 Mpwu BbIGOpe 06opyAOBaHMA UNbTpaLMn Bo3dyxa crefyeT YUnTbiBaTb 0CO6GEHHOCTU NPOU3BOACTBEHHbIX 30H.
Kak npaBuno, He NpuMeHsAeTCa peunpKynaumsa Bo3gyxa U3 30H, B KOTOPbIX BbINO/IHAETCA paboTa C XMBbIMW NaTOreHHbIMN
MUKpOOpraHu3mamu (3a ucknroyeHnem 060CHOBaHHbIX CllyYaeB).

15 MnaHupoBKa NPOU3BOACTBEHHbIX 30H U KOHCTPYKLMA 060pyA0BaHus A0KHbI o6ecneunBaTb BOSMOXHOCTb NPO-
BeAeHMsA nX 3P PEKTUBHOW OUUCTKM U AEKOHTAMUHALMK (Hanpumep, ¢ UCMoNb3oBaHWeM MeToaa dymurauum). MetToanku
OUYMCTKN 1 fleKOHTaMUHaLMN A0MKHbI 6bITb aTTeCTOBaHbl (Banngmpceatsbl).

16 KoHCTpykuus o60opyaoBaHns, UCMONb3YyeMoro 45 paboTbl C XUBbIMU MUKPOOPraHn3mMamu, fo/HKHa UCKNYaTb
BO3MOXHOCTb 3arpA3HeHns aTUX Ky/IbTyp U3 BHELWHUX UCTOYHWUKOB B XO/ie TEXHO/IOTMYECKOro npolecca.

17 KoHcTpykums TpybonpoBOAOB, BeHTUNEW U (DUIbTPOB OYMCTKM BO3fyxa A0/HKHa obecneumBaTb YA06GCTBO MX
0YMCTKMN 1 CTepunmsaunm. PekoMeHayeTcst UCNO0/b30BaTh CUCTEMbI «OUYUCTKA HA MECTE» (dean in place) U «CTepunnsayms
Ha MecTe» (sterilize in place). KOHCTPYKLUUS BEHTWUeN Ha hepMeHTaTopax AO/HKHA nNpegycMaTpuBaTb BO3MOXHOCTb UX
cTepunusauuy napom. ®uabTPbl AOKHbI ObITb TMAPOMOOHBIMU, CPOK UX CNYXObl JO/KEH ObiTb onpefesieH B xoje
aTTectauuu (Banugaumn).

18 KOHCTpYKLMA NepBUYHO M30MALMM AOMKHA UCKAOYATb PUCK YTeUKM, YTO credyeT NoATBepxXAaTh UCTIbITAHUSIMU.

19 Xupgkue oTXoAbl, KOTOpPble MOTYT COAEpPXaTb NaToreHHble MUKPOOPraHn3Mbl, AO/KHbI MPOXOANTL 3P HEKTUBHYIO
[JeKOHTamMuHauuIo.

20 Bcnepgcteue BapuabenbHOCTM 6UMOMOTMYECKNX MPOAYKTOB WM NPOLLECCOB B XOA4e TEeXHONOrMYeckoro npouecca
MOXEeT BO3HVKHYTb HE06XOANMOCTb BOTMEPUBAHUM UM B3BELUUBAHNMN KaKUX-TM60 06ABOK NN UHIPEANEHTOB (Hanpumep,
6ychepoB), NOITOMY B NPOU3BOACTBEHHOI 30HE foMycKaeTcs XpaHUTb HeGoMblLMe 3anackl 3TUX BeLecTs.
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BI/IBapI/II/I nyxopn 3a XMBOTHbIMU

21 >XMBOTHblE MCNOMb3YIOTCA 4/19 NPOM3BOACTBA PAAa MeAULMHCKMX 6MON0rMYyecknx npenapaTos: BakyMHbl NPOTVB
nonvomunenunta (06e3bsiHbl), CbIBOPOTKU NPOTUB A40B 3Meil (lowaam 1 Ko3bl), BakLMHbI NPOTUB GelleHcTBa (KPOMKM, MbILLN
1 XOMSIKM) 1 CbIBOPOTOYUHbI TOHAA0TPONWH (Nowaamn). XXMBOTHbIE UCMO/b3YIOTCA Takke 4719 KOHTPONSA KauecTBa 60N1bLINH-
CTBa CbIBOPOTOK M BaKUWH, HanpuMep, Mbilin (BakyMHa NPOTMUB KOKMOLWa), Mopckne cBuHkn (BLK BakumHa), a Takke ans
npoBefeHNs NCMNbITaHNi Ha NUPOreHHOCTb (KPOANKK).

22 O6Lwme TpeboBaHUS K OpraHn3auny BUBapueB, yXo4y 3a XMBOTHbIMU U KAPAHTUHY NPVBEEeHbl B COOTBETCTBYIO-
el HopMaTWUBHOW AOKYyMeHTauuu. BuBapuu, B KOTOPbIX COAEPXKATCSA XMBOTHbIE, WCNOMNb3yeMble ANA NPOU3BOACTBA U
KOHTPONS KauecTBa MeANLMHCKMX 61MOornyecknx npenapaTos, AO/KHbI ObiTb OTAENEHbI OT 30H NPOU3BOACTBA U KOHTPONA
kayecTBa. COCTOSIHME 3[J0POBbSA XXMBOTHBIX, KOTOPbIE CYXAaT UCTOYHUKAMU UCXOAHbIX MaTepranos Ui UCNONb3YOTCA ANA
KOHTPONS KavyecTBa NPOAYKUUW 1 NPOBELEHUSI UCMbITaHUI Ha 6€30NacHOCTb, AO0/HKHO KOHTPONNPOBATLCSA, a pe3ynbTaTbl
KOHTpONSA PuKCUpoBaTbCA B AOKYMeHTauuu. [nsa nepcoHana, 3aHATOrO B 3TWMX 30HAaX, JO/DKHbl ObiTb MpeAyCMOTPEHbI
KOMHaTbl /19 nepeojieBaHns 1 COOTBETCTBYOLWasa paboyas ogexaa. Mpu ncnonb3oBaHun 06e3bsH 4719 NPOU3BOACTBA UK
KOHTPONS KayecTBa MeAULMNHCKUX 6UOorMyYecknx npenapartoB HEOH6X04MMO yunTbiBaTh 0COOblE TPE6OBaHNSA, yKa3aHHbIe
B AelicTByrowmx «Hopmatueax BO3 gna 6ronornyeckmx sewectso N9 7.

[okymeHTauunsa

23 B cneuudukauum Ha ucxogHble maTepuasnbl AN NPOU3BOACTBA GMONOrMYECKNX MeAULMHCKAX npenapaTos
cnefyeT BKIOYATb JONOMHUTENBHYO MHOPMaLMio 06 UCTOYHMKE, NPOUCXOXAEHUN, MeToAe NPOM3BOACTBA U NPUMEHse-
MbIX MeTofax KOHTPONIA KayecTBa, B YaCTHOCTU, MUKPOBMNONOrMYECKOK KOHTPOSSA.

24 Kak npasunio, cneuudukauny TpebylTca Takke ANA MPOMEXYTOUYHbIX U HepacacoBaHHbIX MeULMHCKUX
6ronornyecknx npenapartos.

MponssoacTeo

McxoaHble matepuanbl

25 CnepyeT 4eTKo onpesensiTb UCTOUYHMK, MPOUCXOXAEHWE W NPUTOAHOCTb UCXOAHBIX MATepPUanoB A UCMONb30-
BaHusi. Ecnu npoBefeHue Heo6XOAMMbIX WCMbITAHWA 3aHWMaeT MHOMO BpeMeHW, AOMycKaeTcsi HauuHaTb 06paGoTKy
WCXOAHLIX MATepuasioB A0 NOSyYEHUs] PE3Y/bTATOB 3TWUX MCMbLITAHWIA. B Takux Clydasx paspelueHue Ha BbliMyCkK cepuu
rOTOBOM NPOAYKL MM 3aBUCUT OT NOIOXKUTENbHBIX PE3YNbTATOB UCMbITAHWUA UCXO4HBIX MATepUasos.

26 Mpu HEOBXOANMOCTY CTEPUNU3ALMN UCXOAHLIX MATepUasioB NpPeAnouTUTE/IbHLIM SIBISIETCS TEMIOBOW METOA.
[Onsi iHaKTUBaLMN BUONOTNYECKUX MATepPManoB MOTYT UCMONb30BATLCS A4pYyrue foNyCcTUMbIe MeToAsl (Hanpumep, 06pa6oT-
K& NOHU3NPYIOLLUM U3NTyHEeHUEM).

Cunctema NocCeBHbIX Matepuasnos u 6aHKOB KNeTokK

27 [ns npeAoTBpaLLEHUs HeXxenaTesbHOro M3MeHeHWst CBOCTB, KOTOPOE MOXET NPOU3oNTU BCleAcTBME MHOrO-
KpaTHbIX nepeceBoB WK 60MbLIOTO YiCa reHepauuii (naccaxeii), NPOM3BOACTBO MeANLMHCKNX Buonornyecknx npenapa-
TOB, MOlyYyaeMblX W3 KyNbTyp MUKPOOPraHU3MOB, Ky/bTYp K/I€TOK UM Pa3MHOXEHNEM B AMOGPUOHAX U XUBOTHbLIX, AO/HKHO
6bITb OCHOBAHO Ha CUCTEMe raBHOro 1 paboyero 6aHKOB NOCEBHbIX Ky/NbTyp U/MAN KNETOK.

28 KonunuecTBo reHepauuii (yABOEHWIA, naccaxeil) Mexay NoCeBHbIM MaTtepuasioM uav 6aHKoM KNeToK U roToBOi
npoAykuueii A0/XKHO COOTBETCTBOBATb TPE6OBAHNAM HOPMATVUBHOW AOKYMEHTALMU 1 perncTpalmoHHoro gocke. MacuwTa-
6upoBaHune npoLecca He JOKHO U3MEHATb 3TO PyHAAMEHTaIbHOE COOTHOLLEHME.

29 TlloceBHble MaTepuanbl U 6aHKN KNeTok He06X0AMMO COOTBETCTBYIOLLMM 06pa3oM XxapakTepunsoBaTh 1 NPOBepsATb
Ha OTCYTCTBME KOHTaMuHauuu. B ganbHelwem nx NpurogHocTb 4o/HkHa 6biTb NOATBEPXAEHA CTABUNBHOCTbLIO XapakTepuc-
TMK N Ka4yeCTBOM noc/nefoBaTeflbHbIX Cepuii npogykuun. NoceBHble MaTepuanbl 1 6aHkU KIeTok cnefyeT co3fjaBaTtb,
XPpaHUTb 1 UCMO/Ib30BaTb TakMM 06pa3oMm, YTOObI PUCK UX 3arPA3HEHUS NN U3MEHEHUS Bbl1 MUHUMATbHBIM.

30 lMoceBHble maTepuasnbl U 6aHKM K1eToK Heo6xoAnMOo co3faBaTh B KOHTPO/IMpyeMmoli cpefe, obecneunsaroLei
3alNTy NOCEBHbIX MaTepunanos 1 6aHKOB KETOK 1 paboTaloLero ¢ HUMK NnepcoHana. Mpu co3gaHnn NOCeBHOro Matepuana
1 6aHKa KNeTok He gonyckaeTcsi ofHOBpeMeHHas paboTa B OAHON 30He UM OJHUM W TEM e MepcoHanom c ApYrumu
XMBBIMU UV MHPULMPYOLWUMIU MaTepuanamu (Hanpumep, BupycaMmu, IMHUAMU UK WITaMMaMmn KNeTok).

31 [aHHble, noaTBepxAawlme cTabunbHOCTb U BOCNPOU3BOAMMOCTbL MOCEBHbLIX MaTepuasoB U 6aHKOB KIETOK,
Heo6xo041MMo 0hopMAATL B BUAE JOKYMEHTOB. EMKOCTKN, NpefHa3HaueHHble 41 X XPaHEHUS, JO/KHbI 6biTb FepMeTUYHbI-
MW. YeTKO MapKUpPOBAHHbIMU 1 XpPaHWUTbLCSA NPU Heo6Xo4UMOi TemnepaTtype. Heo6Xo4MMO T aTeIbHO BECTU, [JOKYyMEHTas b-
HbIli y4eT XpaHALWKNXCA eMKOCTel. B XonogubHbIX yCTaHOBKax TeMnepaTypy XpaHeHus cnefyeT HenpepbiBHO perncTpmpo-
BaTb, & B YCTAHOBKax C XWAKMM a30TOM — KOHTPO/IMPOBaTbh COOTBETCTBYIOLNM 06pa3om. Bce OTkKNOHEHNs napameTpoB
XpaHeHUsi 3a yCTaHOBJ/IEHHbIE rPaHULbl U BbiTEKalolMe U3 3TOr0 KOppeKTUpyloLmne feiicTBnUsA [OMKHbI ObITb 0POPMAEHbI
NPOTOKO/IOM.

32 Pa6oTa C noceBHbIMW MaTepuanamMum U GaHkamy KNeTOK BbIMOSHSAETCA TOJIbKO CheuuasbHO HasHa4YeHHbIM
nepcoHanoM noj KOHTPo/fieM OTBETCTBEHHOro nuua. [ocTyn K XpaHsAWMUMCS NOCEBHbIM MaTepuanam u 6aHkaMm KIeTok
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cnepyeT KOHTpPo/AMpoBaTb. Pas/iMyHbie MOCEBHble Matepuasbl U 6aHKM KNeTok crnefyeT XpaHuTb Takum 06pas3om, YTOObI
McKntoYanacb BO3MOXHOCTb UX NOAMEHbI UMW NePeKPecTHOro 3arpsasHeHns. PekoMeHayeTca pas3fensTb NOCeBHble mMaTe-
pvanbl 1 6aHK1 KNeToK 1 pasHble YacTh XpaHuTb 0TAe/IbHO BO n3bexaHne nx notepu.

33 Onepauun co Bcemy eMKOCTSIMU, COAepXalnMmn rnaBHblli U pabounii 6aHKM KNETOK U NOCEeBHbIX MaTepuasnos,
cnefyeTt NpoBOAUTL B OAHOM nopsgke. EMKOCTb, 0AHaxXAbl B3ATas U3 XpaHUuULLa, He MOXeT 6bITb TyAa Bo3BpalleHa.

MpuHUMNbl paboTbl

34 CnepyeT npoBepATb POCTOBbIE CBOWCTBA Cpefbl Ky/bTUBMPOBAHNS.

35 [lo6aBneHne matepuanoB Uy KynbTyp B (DepMeHTaTopbl W ApyrMe cocyfbl, a Takke oT60p nNpo6 n3 Hux
Heo6Xx0A4MMO NPOBOAUTL B TLATENIbHO KOHTPO/IMPYEMbIX YC0BUSAX, 06ecneynBatoLmx HeBO3MOXHOCTb BHECEHUS 3arpss-
HeHwiA. Mpu BHeceHun ao6asok nn oTbope NPo6 Heo6XO0ANMO KOHTPOIMPOBaTh NPaBUIbHOCTbL NOACOEANHEHNS COCY0B.

36 MMpoueccbl LeHTpUYrupoBaHns UM cMellMBaHWsa MPOAYKTOB MOTyT MpUBECTU k o6pasoBaHuio asposoneit,
No3TOMy BO U36exaHne nepeHoca X1UBbIX MUKPOOPTraHM3MOB 3TU NpoLecchl cnegyeT NPoBOAUTL B U30/IMPOBAHHbIX 30HaX.

37 Mo BO3MOXHOCTW, cpefa KyNbTUBMPOBaHUA A0/MKHA ObiTb CTepuan3oBaHa Ha MecTe (i situ). [Mpu nogadve B
chepmeHTaTOpPbl rasos, cCpeA, KUCMOT UAW Wenoyeid, neHoracutTeneid u r.n., N0 BO3MOXHOCTW, cnedyeT WCnonb3oBaTb
cTepunumsytolme uabTPbl, BCTPOEHHbIE B IMHUN NoAaun.

38 Ocob6oe BHUMaHue HeobxoAMMO yaenaTb afrectauymu (Banugauuu) MeTofoB YAaNeHUs UM UHaKTMBaLWun
BMPYCOB (CM. COOTBETCTBYIOLLYIO HOPMATUBHYIO [JOKYMEHTaLMI0).

39 [Mpu MHaKTUBaLUK UK yAaneHnn BUPYCOB BX0e NPon3BOACTBa HE0O6X0AMMO NPUHATL MepPbl NPOTUB MOBTOPHOTO
3arpsis3HeHuns 06paboTaHHO NPoAYKL MK CO CTOPOHbI Heo6paboTaHHO NPOAYKLMA.

40 B xpomaTtorpaduueckux MeTogax UCMofb3yoTCca pasHble BUAbl 060pyA0BaHNA, KOTOPOe AO0/KHO 6bITh cneyu-
anbHO NpefHa3HavyeHo A5t NPOBEAEHNSt O4MCTKM OHOrO0 TUNa NPoAyKLUMM. Mexay cepusamu npoAykuum ato o6opyoaHmne
[O/MKHO NPOXOANTL CTEPUIM3aLnio UNn fesnHdekuno. He pekoMeHayeTca CNob30BaTb OAHO U TO Xe 06opyoBaHne Ha
pasHbIX TEXHOMOrMYecknx ctagusax. Cnegyet yCTaHOBUTb KpUTEPUM NPUEMIEMOCTH, CPOK CYXObI 1 MeTOAbI CTepuansaunm
NN Ae3nHg ek KOMOHOK.

KOoHTpoONb KayecTsa

41 B obecneyeHn cTabuNbLHOCTY KAauecTBa MeULMHCKUX GMOMOrMYeckux npenapaToB oco6oe 3HaueHue umeeTt
BHYTPUNPOU3BOACTBEHHbIV KOHTPO/Ib. KOHTPO/IbHbIE OMEpaLMu, UMEKLLMe pellaiollee 3HadeHue 415 KayecTBa nNpoayKLnm
(Hanpumep, OTCYTCTBME BUPYCOB), HO KOTOPbLIE HE MOTYT GbiTh NPOBEAEHbl HA FOTOBOM NPOAYKLUM, CefyeT NPpOBOAUTL Ha
COOTBETCTBYIOLLMX MPOMEXYTOUHBIX CTAANSAX NPOU3BOACTBA.

42 O6pasubl MPOMEXYTOYHbIX NPOAYKTOB HEOGXOANMO XPaHUTb B COOTBETCTBYIOLIMX YCOBUSAX, U UX KOJIMYECTBO
[,O/MKHO GbITh AOCTATOUHBIM 411 NOBTOPEHUS NN NOATBEPXKAEHUS UCTLITAHWIA MO KOHTPO/IIO KAUeCcTBa Cepun NPOLYKLUN.

43 HekoTopble TEXHOOTMYECKWEe MPOLECCHI, Hanpumep, epMeHTauus, TpebyloT HempepbLIBHOMO KOHTPO/IS napa-
MeTpOB. TV AaHHbIE AO/KHbI BXOAUTb COCTABHON YaCTb0 B MPOTOKO/ HA CEPUI0 NPOAYKLNN.

44 TlpW “cnonb30BaHUM B NPOM3BOACTBE NEPEBUBAEMbIX Ky/TbTYP UX CNELUUKY criefyeT yuuTbiBaTb B Tpe60BaHUsAX
K KOHTPOO KauecTBa.
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Mpunoxexne 3

Mpou3BOACTBO pagmoapmMaL,eBTUUeCcKnX npenapaTos

O6uime nonoxeHns

Mpoun3BoACTBO paguodapmMaleBTMYecKUX NpenapaToB U pa6oTa ¢ HUMK NPeACTaBAT NOTEHLMASIbHYI0 ONACHOCTb.
CTeneHb pucka 3aBUCUT, B YACTHOCTW, OT BUAA M3/lydeHUs 1 nepuoga nosypacnaja pagumoakTuBHbIX U30Tonos. Oco6oe
BHUMaHWe crefyeT yaensiTb NpefoTBPaLLEeHUI0 NepeKpecTHOro 3arpsi3HEHNs, PacnpoCTPaHEHNIO PAANOAKTUBHOIO 3arpsis-
HEHUS U YTUNU3ALMU PALAMNOAKTUBHBLIX OTXOLOB. HYXHO yuuTbiBaTb, YTO paguoapMaueBruyeckme npenapatbl 4acto
U3roTOB/IMBAIOTCS HEBOMbLUMMYN cepusiMU. BCieACTBME TOTO YTO Nepuog nosiypacnajga MHOTUX pagmodapMaleBTuyeckmx
npenapartoB HeBE/UK, UX peann3alus MOXeT OCYLLEeCTBAATLCA 40 3aBEPLUEHNsI UCTIbITAHWIA N0 KOHTPOJIIO KauecTBa. B aTom
cnyyaB 0c060€ 3HAUEHNE NPUOGPETAET HeNpPepbIBHAS OLeHKa 3P EKTUBHOCTM CUCTEMbI 06ECNEYEHUS KAueCTBa.

NMpumeuyaHne — MpousBoACTBO paguochapmaLeBTUYECKX NpenapaTos A0/IHKHO COOTBETCTBOBATb Tpe6oBaHUSAM
HOPMAaTMBHbIX LOKYMEHTOB, COAepXalliux OCHOBHble TPeGOBaHWSA K 3aliuTe HaceNeHUs U nepcoHana OT BO3AeicTBus
VOHU3UPYIOLLETO U3/yYEHUs, a TaKkKe TPe60BaHNAM HaLMOHaIbHOTO 3aKoHO4aTebCTBa.

MepcoHan

1 Bce coTpyAHukM (B T. 4. mepcoHas, 3aHATbIi y6opkoii n obcnyxunsaHnem), paboTatoume B 30Hax Npon3BoAcTBa
pagnoaKTUBHON NPOAYKLUN, [OKHbI NPOATA [ONONHUTENbHOE O06y4YeHue U Heob6XO4MMYH0 MOArOTOBKY MO 3aljute OT
paguauun.

MomeweHna n obopyposaHne

2 PaAnoakTMBHYI NPOAYKUWIO criedyeT XpaHuTb, obpabaTbiBaTb, YNakoBbiBaTh M KOHTPONNPOBATL B CleunanbHO
npefHa3HavYeHHbIX W N30/IMPOBaHHbIX MOMeLLeHnsAX. TexHonornyeckoe o6opygosaHmne 4aa NpousBoacTBa pagnodapma-
LleBTUYECKMX NpenapaToB He [O/HKHO UCMONb30BaTbCA A1 APYIMX Lenei.

3 [na npefoTBpalleHus pacnpocTpaHeHUs pagnoakTUBHBIX YacTul, B 30HaX, B KOTOPbIX NpoBOAATCA paboTbl
pafMoaKkTUBHON NpoayKuueil, MOXeT oka3aTbCsi HEO6XOAMMbIM CO3fjaBaTb OTPULATENbHbIA Nepenaj AaB/ieHWUs no OTHO-
LUEHWIO K OKpYXatoLumM nomeLleHusam. MNpu aToM Takke Heo6XoAMMO nNpefoTBpallath 3arpsasHeHne Nnpoaykumumn yactuuamm
13 Bo3ayxa paboyeil 30HbI.

4 TMpn npousBOACTBE CTEPUSIbHOWN NPOAYKLUM YCOBUS B Ppabounx 30HaxX, B KOTOPbIX MPOAYKUWA UK nepBuyHas
ynakoBka NnoABepralTcs BO3AelCTBUIO OKpyXatoLelt cpepl, f,O/KHbI COOTBETCTBOBATL TpeGoBaHMAM npunoxenuns 1. 3mm
yC0BWs MOryT 06ecneunBaTbCa NCNONb30BaHeM 060pyA0BaHNA C OAHOHAMNPABAEHHbIM (TaMUHapPHbIM) MOTOKOM BO3AyXa,
nogasaembiM 0T HEPA-(UnbTPOB. 1 BO3AYLWHbIMY LWO3aMu. Takum Tpe6oBaHWAM MOXEeT yA0BNeTBOPATb NOMHOCTLIO
n301mMpoBaHHOe obopyaoBaHne. 3To 06opyJoBaHNe JO/HKHO HAXOAUTLCA B YNCTbIX 30HaX, NO KpaliHeil mepe, He Huxe D.

5 Kak npaBuno, He NpUMeHsAeTCca pereHepauyus Bo3gyxa U3 30H paboTbl (obpalieHns) ¢ pagnoakTUBHbIMK BeLecT-
BaMM (3a UCKIOYeHMeM 06OCHOBAaHHbLIX Ciy4yaeB). [ UCKIOUYEHNS BO3MOXHOCTU 3arps3HeHWs okpyxatoliei cpegbl
paAnoakTMBHbIMI BelecTBaMn He06X04MMO npeAycmMaTpuBaTb COOTBETCTBYIOLLLYIO OYMCTKY BbITSHKHOIO BO34yXa, a Takke
3awuTy oT nonajgaHnsa Bo3fyxa B YACTYIO 30HY Yepes BbITSXHbIE BO3yX0BO/bl (HANpuUmep, Npu BbIK/TIOYEHHOM BbITSXHOM
BeHTUnATOpe).

MponssoacTeo

6 Bo u3bexaHue MepeKpecTHOro 3arpsi3HeHUst UK MepenyTbiBaHUs He AOMYCKaeTCsi MPOM3BOACTBO Pas/iNyHbIX
TUNOB PAAMOAKTUBHOW NMPOAYKLMU HA OLHUX W TEX Xe YCTaHOBKaxX B OZHO W TO Xe BpeMsi.

7 Tpu HEO6XOAMMOCTU MPUHATUS PELUEHNSI O BbIMYCKE MM OTGPAKOBKE Cepun MPOAYKLUU L0 3aBEPLUEHUSI BCEX
HEeo6X0AMMbIX UCMbITaHMIi 0c060€e 3HaYeHne UMeeT NpoBejeHue aTtTecTauun (Banugaunm) npoLeccos, BHYTPUNPOU3BOL-
CTBEHHOTO KOHTPOJISi U MOHUTOPMHIA TEXHOIOTUYECKMX NapamMeTpoB U OKpYXaloLwei cpefs.

KoHTponb KauyectBa

8 TMpu BbiNycke cepuy NPOAYKLUM 0 3aBepLUEHNSI BCEX HEOGXOAUMbIX UCMbITaHW MOXeT NOTPe6oBaTLCs NPUHATHE
YNO/IHOMOYEHHbIM /IMLOM PeLleHus O NPUroAHOCTY Cepun, 0YOPMJIEHHOTO B YCTAHOB/IEHHOM nopsigke. Mopsgok aeincTenii
B3TOM C/ly4aB [O/IXEH BbiTb U3/I0XEH B UHCTPYKLMW, COAEPXALL el AaHHbIe O NPON3BOACTBE U KOHTPO/IE KAYeCTBa, KOTopble
HEO6X04MMO YYeCTb NpY NPUHATAN PELIEHUS O NMPUTOLHOCTY CepUM NPOAYKLMN. B 9TOW MHCTPYKLWU TaKKe A0/DKHbI GbiTh
yKa3aHbl AeliCTBUSI YNOMHOMOUYEHHOTO NiMLa B Clydae, ecny Nocfe peann3auyunm cepun Npoaykuum 6bi10 BbISBNEHO ee
HECOOTBETCTBUE YCTAHOB/IEHHLIM TPEGOBAHNSM.

9 Heo6X0AMMO XpaHWUTb 06pasLybl KaX40l cepun NPOAYKLMM, eC/n Apyrie yKasaHus B JOKYMeHTaLum OTCYTCTBYIOT.

Peanu3auns n 0T3bIB NPOAYKLUK

10 CnepyeT XpaHuTb NoApoGHY0 JOKYMEHTALMIO HA peanu3auuio Npoaykuun. Mepbl, NprHuMaemMbie 4N npekpa-
LLLEHUS UCMIONb30BAHMS 6PAKOBAHHbIX PaaNodapMaLeBTUYECKUX NPenapaTos, NPUBOAATCS B UHCTPYKLMAX, KOTOPLIE LOJIX-
Hbl NPeyCcMaTpUBaTh 0T3bIB TAKOM NPOAYKLMN B CAMOE KOPOTKOE BpeEMS.
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Mpunoxexve 4

Mpoun3BoACTBO NEKAPCTBEHHbIX CPEACTB A8 XUBOTHbIX
(KpoMe MMMYHHbIX npenapaToB)

Hacrosiee npunoxeHne OTHOCUTCS KO BCEM SIEKAPCTBEHHLIM CPEACTBAM /151 XKMBOTHbIX, 3@ UCK/IOUEHNEM UMMYH-
HbIX NpenapaToB (MPOM3BOACTBO KOTOPbIX PACCMATPUBAETCS B MPUIOXKEHNN 5 K HACTOSILLEMY CTaHAAPTY) U TIEKapCTBEHHbIX
KOPMOB.

Mpon3BoACcTBO J06aBOK K IeKAPCTBEHHbLIM KOpMaMm

B HacToALWeM NPUoXKEHUN UCMO/b30BaHbI Cieaytoline TEPMUHBbI:

nekapctBeHHble kopma (medicated feeding stuff): /llo6as cmecb NeKapCcTBEHHbIX CPEACTB A1 XUBOTHbIX W
KOPMOB, BblNyckaemMas B roTOBOM BWAe, NpefHa3HauyeHHas A5 KOPMIEHNS XNBOTHbIX 6e3 AanbHelileli o6paboTkn, koTopas
paccmaTtpuBaeTcs Kak lekapCTBEHHOe CpeACTBO 6rarogaps CBOMM le4ebHbIM Uan NPouaakTMYecknM CBOCTBaM.

fo6aBku (MpeMukchl) (pre-mix) K nekapcTBEHHbIM KopMam: Jllobble nekapcTBEHHble CpeacTBa A XUBOTHbIX,
NPUroTOB/IEHHbIE 3apaHee A4/18 NocneayloLero Ncnoib3oBaHnsa B NPON3BOACTBE S1EKAPCTBEHHbIX KOPMOB.

1 MpousBoAcTBO [06aBOK K SleKapCTBEHHbIM KOpMaM TpebyeT UCnosib30BaHWA 60/bLIOr0 KONnyecTsa pactTutesb-
HbIX MaTepuasos, NPUBIEKAOLMX HACEKOMbIX U FPbI3yHOB. [TOMeLLeHNs AN NPoM3BOACTBA J06aBOK criefyeT NpoeKTupo-
BaTb. 060py0BaTh M 3KCN/yaTUpoBaTh TakuM 06pa3oM, 4TO6bl CBECTU K MUHUMYMY ONACHOCTb MPOHUKAHUS HACEKOMbIX U
rpbi3yHoB (3.4). C uenbto 60pb6bl C HUMK CreayeT NPOBOANTL PerynsipHyto 06paboTKy NoMeLLeHuiA.

2 W3-3a 6onbworo obbema nbian, o6pasytoLieroca npu NponsBoAcTBe HepacacoBaHHbIX BelwecTs A5 [06aBok,
oco60e BHMMaHNe Heo6XoANMO yAenATb MepaM No 06/1eryeHnio O4MCTKN NOMeLLeHNIA U NpefoTBpaLLeHNI0 NepekpecTHOro
3arpsisHenuns (3.14). Hanpumep, NPYUMeHeHNeM repMeTUYHbIX TPAHCMOPTEPOB W NblienornoTuTeneir. Hapagy ¢ ncnonb3o-
BaHWEM Takoro o60pyAoBaHuNsA cnegyeT NPOBOANTL TLATE/bHYIO W PEryisApHYI0 O4UCTKY NPON3BOACTBEHHbIX NOMELLEHWA.

3 Cnepyet obecneunTb OJHOPOAHOCTb BbIMOSIHEHNS CTaAuii TEXHOIOMMYECKOro npouecca, KOTopble OKasbliBalT
CyllecTBEHHOe OTpuuaTesibHOe BAUSIHME Ha CTabWNbHOCTb akTMBHbLIX BELLECTB (Hanpumep, MCMNofb3oBaHWe napa npu
NpPOn3BOACTBE rpaHy”n).

4 TMpownsBoAcTBO [06aBOK LilenecoobpasHo OpraHn3oBbIBaTb B CNeLuan3npoBaHHbIX 30HaX, BbIHECEHHbIX 3a npe-
[leNlbl OCHOBHbIX MPOW3BOACTBEHHbIX NOMeLLeHNiA. B NPOTUBHOM cyyaB 3Tu cneunanu3npoBaHHble NoMelLeHns cnegyet
OKPYXWTb 6y(hepPHbIMU 30HAMM, YTOGbI OMACHOCTb 3arpsI3HEHUS APYTUX NMPON3BOACTBEHHbIX 30H Gblla MUHUMAIbHOA.

Mpon3BoACTBO Npenaparos NPOTMB 3KTONAPasnToB

5 HecmoTpsa Ha orpaHunyeHune, ykasaHHoe B 3.6 HacTosLero ctaHgapra, npenaparbl NPOTUB 3KTONapasnToBs, npesa-
HasHayYeHHble /11 HAPYXXHOTO NPYMEHEHUA, OTHOCALLMECA K SIeKapCTBEHHbIM CPEACTBAM /1 XUBOTHbIX U BK/TOYEHHbIE B
NVLEH3N0 Ha NPOM3BOACTBO, MOTYT MPOU3BOAUTLCA W HAMOMHATLCA B 30HaX, NpefHasHayeHHbIX ANS U3roTOB/EHMSA
necTUUMAoOB, NO MPUHUWUNY pasfesieHHbIX BO BPEMEHW LUMK/I0B MPOU3BOACTBA. TakuWe 30Hbl He npegHasHayeHbl 4N
Npoun3BoACTBa APYrMX BUAOB SIEKAPCTBEHHbIX CPEACTB /15 XXUBOTHbIX.

6 [ns npegoTBpalleHns NepekpecTHOro 3arpsa3HeHns cnegyeT UCN0/b30BaTb aTTeCTOBaHHbIE (BaNAMPOBaHHbIE)
MeTOAUKN ouncTkn. Cnegyet NPUHATL Mepbl N0 obecneyeHMo 6e30MacHOro XpaHeHwus npenapaTtos A1 XUBOTHbIX B
COOTBETCTBUM C TPe6OBaHMAMM HACTOALWEero cTaHgapTa.

Mpon3BOACTBO IEKAPCTBEHHbIX CPEACTB 4151 XWBOTHbIX, COAEPXALMUX MEHULUNNNHBI

7 Wcnonb3oBaHue NEHWUUMINIVHOB B BeTEPUHAPUM He NpeACTaBseT Takoro pUcka ¢ TOUKU 3peHUst rmnepceHcmén-
NIU3ALNY KMBOTHBIX, KaK B C/ly4aB WX UCMOJIb30BAHUS YE/I0BEKOM. 3aperucTpUpoBaHHbIE C/lydan rnepceHcubnnnzanmum y
nowagei v cobak 6bla 06yCN0BAEHbI APYTVMU TOKCUYHBIMUW BellecTBaMu (Hanpumep, MOHOOPHLIMU aHTUBMOTUKaMU A4S
nowageii). Takue npenapatbl pekOMeHAyeTcsi MPOM3BOANTbL B CMeLnanbHO NpesHasHaueHHbIX N30/IMPOBaHHbLIX NoMelle-
HUAX (3.6), HO 3Ta PEKOMEHAALMS MOXET He PACcMPOCTPAHATLCS HA C/lydau, KOrAa NOMELLEHNUs NPeaHAa3HAYEHbI TOMTbKO 415
NpON3BOACTBA N1eKAPCTBEHHbLIX CPEACTB 47151 XUBOTHbIX. OJHAKO HE06XO0AMMO MPUHATL BCe HE06XOAMMble Mepbl Mo
npesoTBPALLEHUI0 NEPEKPECTHOTO 3arpsA3HEHNs U 06ecneyeHnto 6e30NacHoOCTX NepcoHasna B COOTBETCTBUN C TPe60BaHNS-
MU HacTosilero ctaHgapTa. Mpu UCnonb30BaHUM O6LLMX MOMELLEHNI NPOM3BOACTBO NPOAYKLMM, COAepXaLlei neHuyu-
NIUHbI, [O/MKHO GbITb OPraHM30BaHO MO NPUHLMNAM Pa3feneHHbIX BO BPEeMEeHW LUK/I0B NPOM3BOACTBA U O/KHO CONPOBOX-
[,aTbCs aTTECTOBAHHbIMM (Ba/IMAMPOBAHHLIMI) METOANKAMYN AEKOHTAMUHALMUMN N OUUCTKM.

XpaHeHue o6pasuos (1.4 , nepeuncnenus VIl n 6.14)

8 B cBs3N C 60/1bWIMMU 06BLEMAMY OKOHYATE IbHBIX YNAKOBOK HEKOTOPbIX JIEKAPCTBEHHbIX CPEACTB AJ/151 KMBOTHbIX
(B 4yacTHOCTH, O6GABOK) NPOU3BOANTENIO MOXET OKa3aTbCsi HEYA0GHBIM XpaHUTb 06pasLbl KaXKAoi cepum NpoAyKLUu B UX
OKOHUYaTesbHOM ynakoBke. OiHAKO NPOU3BOAUTENb AO/HKEH 06ECNeUnTb XpaHeHne AOCTaTOUYHOro KOMYECTBa apXuBHbIX
06pasLoB Kaxaoi cepuu NpoAyKLMy B COOTBETCTBUM C TPEGOBAHMSIMU HACTOSILLENO CTaHAapTa.

9 B/to6bix cyyasx ynakoBka 15 XpaHeHUs apXMBHbIX 06pa3LoB fO/MKHA 6bITb U3rOTOBNEHA U3 TOFO Xe Matepuana,
UTO U MapKMpOBaHHAsi NepBUYHAS YNAKOBKa, B KOTOPOK 3TOT NPOAYKT PeasM3yeTcsi Ha pPbiHKe.

CTepunbHble NeKkapcTBEHHble cpeacTBa A8 XUBOTHbIX

10 JlekapCTBEHHblE CPEACTBA A/ XMBOTHbIX, NoANexawne (UHUILHON CTepuausaumm, MoryT npou3BOAUTLCS B
UMCTBLIX 30HAaX 60/1Ee HU3KOTO Kacca, YeM 3To TpebyeTcsi B NpuioxeHun 1 (ecnu peleHne 06 3TOM MPUHATO B yCTAHOB-
NEHHOM NOPsAKE), O4HAKO TUM 30Hbl NOMELLEHNIi JO/MKeH 6biTb He Huxe D.
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Mpunoxexne 5

Mpon3BoACTBO UMMYHHbIX TEKAPCTBEHHbLIX CPEACTB ANA XUBOTHbIX

O6Wwune NoNoxeHns

Mpon3BOACTBO UMMYHHBIX JIEKAPCTBEHHbBIX CPEACTB AJA XWBOTHBLIX UMeeT psf 0co6eHHOCTell, koTopble cregyeT
NPUHYMATL BO BHUMAaHWE NpK OpraHm3alny CUCTeMbl 06ecneyeHnst kadecTsa.

M3-3a 60/1bLLIOTO KONIMYECTBA BUAOB XMBOTHbBIX U COMYTCTBYIOLLMX NATOFEHHbIX MUKPOOPraHW3MOB CNEKTP NPOAYKLNH,
NPOV3BOAMMOIA Ha NPEANPUATAN, MOXET 6blTb OUEHb LIMPOKMM MPU HEGO/LILIOM 06beMe NMPOU3BOACTBA. B CBA3M ¢ 3TUM
NPoV3BOACTBO 06bIYHO OpPraHU3yeTcsi NO NPUHLMMY OTAENbHbLIX LMKIO0B. Bonee Toro, BBUAY OCOGEHHOCTEl 3TOro Npous-
BOACTBA (CTaAun Ky/bTUBUPOBAHUSA, OTCYTCTBME (PUHWLLHON CTepuivsaunu u T. N.) HeobxoAnma TlaTesbHas 3aluTa
NPOAYKLMM OT NPSIMOTO M NEPeKPecTHOro 3arpsisHeHnit. Bonblioe BHUMaHVe crefyeT yaensTh 3aluTe okpyxatoLeit cpedpl,
0COBEHHO MPU MCMO/Ib30BAHUM NATOTEHHbIX MU 3K30TUUECKMX MUKPOOPTaHM3MOoB. MNpu UCnosib30BaHUM MUKPOOPTaHU3MOoB,
NaToreHHbIX A/ YenoBeka, 0CO6EHHO TlaTeslbHO ciedyeT 3aluuiats paboTanLuili nepcoHan.

C yuyeToM 3Tux (haKTOpOB, a TakKe HECTABUIbHOCTU CBOWCTB, XapakTepPHO A5 UMMYHHbIX NPENAPATOB, 1 OTHOCK-
TeNIbHO HU3KOM 3IPEKTUBHOCTU MPOBOANMBIX UCMbITAHUA (B YACTHOCTW, MPU KOHTPO/Ie KauyecTBa roTOBOW NPOAyKLuUM),
cuctema 06ecrneyeHnst kKayecTea NpuoGpeTaeT 0CO6EHHO BAXHOE 3HAuUeHWe. Mpu NPOM3BOACTBE MMMYHHbIX IEKAPCTBEH-
HbIX CPEACTB /151 XXMBOTHBIX 0CO6YIO0 POJib UTPAET NOCTOSAHHbIV KOHTPOSTb 3a CO6/I0AeHeM BCeX TPeGOBaHNiA, N3N0KEHHbIX
B OCHOBHOIi YacTu CTaHAapTa U HACTOSILLEeM NpUIoXeHun. CnefyeT NPOBOANTL HENPEPbLIBHYIO OLEHKY aHHbIX, MO/Ty4aeMblX
B XOZle KOHTPOJ/IS Pa3/INyHbIX acNekToB Npou3BoAcTBa (060pyA0BaHNe, NOMELLEHNs, NPOAYKLMS U T. N.) HA COOTBETCTBUE
Tpe6oBaHWAM HACTOALLEro cTaHaapTa. PeleHus u aeicTBus, NpeanpuHATbIE HA OCHOBAHWU 3TOW OLEHKU, LOMKHbI ObITh
0(hOpPM/IEHBI LOKYMEHTA/BHO.

MepcoHan

1 Bce coTpyAHVKy (BK/THOYas MepcoHarl, 3aHATbIA 04NCTKO 1 obecnyxnsaHnem), paboTarLine B 30Hax NponM3BoACcTBa
VUMMYHHOW NpOAYKLUWU, [OMKHbI NPOATN 06yYeHMe NO IMYHOW TMrneHe n MMKpo6GMOIorMn 1 AONOSTHUTENbHOE 06yYeHne B
COOTBETCTBMM CO Crneund Ko Npon3BoANMON NPOAYKLUN.

2 Jluua, oTBETCTBEHHbIE 3a NPON3BOACTBO W KOHTPO/b KayecTBa, [O/MKHbI UMeTb 6a30BYI0 MOArOTOBKY N0 cieayto-
wyM npegmetam (BCEM WAWM HEKOTOPbIM): 6akTepuonoruv, 6uonorun, 6UOMeTpun, XUMUW, UMMYHOSIOTUW, MeAuLuHE,
napasutonoruu, hapmauyun, hapmakonorun, BUpPYconorni 1 BeTepuHapumn, a Tawkke HeobxoAuMble 3HaHUS MO 3awuTe
oKpy>XatLei cpepl.

3 MepcoHan Ao/mKeH 6biTb 3allWLLeH OT BO3MOXHOI0 3apaXeHns MUKpoopraHm3Mamu, MCnosib3yemMbiMu B NPOU3BOA-
cTtBe. Mpy NCNoNb30BaHNN MUKPOOPraHN3MOB, U3BECTHbIX Kak BO36yauTenun 6onesHell YenoBeka, HEO6X0AMMO NPUHUMATb
ocobble Mepbl N0 3aLiuUTe nepcoHana, paboTaloLero ¢ aTMMM MUKPOOPraHNn3mMamMun NN aKCNepUMeHTaIbHbIMU XUBOTHbLIMU.

B cnyyae He06X0AMMOCTN NePCOHan AO/HKEH NPUBMBATLCSA COOTBETCTBYOLUNMY BaKLMHAMW Y NPOXOAUTb MeANLMH-
ckoe obcnegoBaHuve.

4 Heo6x0AMMO NpUHMMATbL COOTBETCTBYHOLLME Mepbl MPOTUB NepeHoca MUKPOOPraHM3MOB MOAbMU 3a npepesbl
npon3Bo/CTBa. B 3aBMCUMOCTY OT BMAa MUKPOOPraHN3MOB K TaKUM Mepam OTHOCATCS MOJIHOe nepeojeBaHne 1 obssartesnb-
HOoe NpUHATUe Aylia nepef BbIXOA4O0M U3 NPOU3BOLCTBEHHON 30HbI.

5 Mpu Npov3BOACTBE UMMYHHOI MPOAYKLMM OCOOYI0 BaXHOCTb MpeAcTaBnseT PUCK MPSMOro M nepekpecTHoro
3arps3HeHnii, Bbi3biBaeMblX NepCoHaNoM.

[ns npepoTBpalleHnsa NPSAMOro 3arpsa3HeHns, Bbi3bIBAEMOro NepcoHas oM, npefycmMmaTpuBaeTcs BbiMO/HEHNE paja
Mep 1 WHCTPYKLWIA, BKIOYaKOLWNX B ce6A NCNONb30BaHNWe 3allUTHON oAexAbl Ha Pas/IMUHbIX CTaAUAX TEXHONOrMYeckKoro
npouecca.

[na npefoTBpaLieHns NepekpecTHOro 3arpsA3HeHns nepcoHan He A0/HKeH nepemeLlaTbCsa U3 O4HO 30HbI B ApYyryto
6e3 cobnaeHVa npasus, UCKIYALWNX PUCK NepeHoca 3arpsisHeHuns. 3T npasnna fOo/MKHbI OblTb N310XKEHbI B UHCTPYK-
umn. B TeueHne pabouero BpeMeHU nepcoHan He AO/HKEH NepexofuTb U3 30H. FAe BO3MOXHO 3arps3HeHue XUBbIMU
MWUKPOOPraHn3mMaMu Uan CofepXartcs XUBOTHbIe, B NOMeLLeHus, rae paboTarT ¢ APYruMyu NpoAyKTaMu niam MUKpoOpraHns-
mamu. Ecnv Takmx nepemelleHmnii n3bexarb HEBO3MOXHO, NEPCOHas, 3aHATbIV B TaKOM NPOU3BOACTBE, J0/KEH CleAoBaThb
4YeTKO YCTAHOB/IEHHbIM MEeTOAMKaM fleKOHTaMUHaLMK, B T. Y. BbINOIHATb CMEHY 0fieXbl, 06yBU, 1, N0 Mepe HeEO6X0ANMOCTH,
NPUHUMATb AyL.

MpUHATO cuMTaTh, YTO NEPCOHAN He CTa/IKMBAETCA C PUCKOM 3arpsi3HEHUs NpK BXOAEe B W30/IMPOBAHHYIO 30HY ANA
NPOBEPKUN Ky/IbTYP, HAXOAALMNXCSA B TePMETUYECKN 3aKpbITbIX KOHTEIHepax, MOBEPXHOCTb KOTOPbIX MpoLia AeKoOHTaMuHa-
LMI0. eC/N B 3TOI 30He B TeueHne nocnefHux 124 He Benncb paboTbl C OTKPbITHIMU MUKPOOPraHn3mamu (3a UckyeHnem
c/lyyaeB 9K30TUYECKNX MUKPOOPraHW3mOoB).

MomeweHnsa

6 Mpu NpoekTUpoBaHWM NOMELLEHNA AoMKHA 6blTb NPeAYyCMOTPeHa 3alyuTa Kak NpoAyKLuMKu, Tak U oKpyxatoLiei
cpeapbl. 3T0 MOXeT 6biTb AOCTUTHYTO 3a CMET WUCMO/b30BAHUS W30/IMPOBAHHBIX, YNCTBIX, YNCTbIX/U30/IMPOBAHHBIX WK
KOHTPONIMPYEMBIX 30H.
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7 Onepayuu C XUBbIMU MUKPOOPTraHM3MamMmn LO/DKHbI NMPOBOAUTLCA B U30/IMPOBAHHbIX 30HAX. YPOBEHb U30MALUN
[lO/KEeH 3aBUCETb OT NATOreHHOCTN MUKPOOPraHW3MOoB U OT TOro, 6bI/IM NI OHU KNaccuuLMpoBaHbl Kak aK30TUYeCKme.

8 Onepauyuu € MHaKTUBMPOBAHHLIMW MUKPOOPraHM3Mamu cregyeT MNPOBOAWTL B UMUCTbIX 30HAX. YUCTble 30HbI
cnefyeT Takke WCNosb30BaTb Npu paboTe ¢ HEUHPULMPOBAHHLIMI KNeTKaMu, BblAeNeHHbIMA U3 MHOTOK/1IeTOUHbIX opra-
HW3MOB. 1 B HEKOTOPbIX Cayyasx npu paboTe co cpejamu, NpoLeLWVMN CTEPUN3YIOLLYIO huabTpaumio.

9 Onepauyuu ¢ OTKPbITBIMK NPOAYKTAMU WU KOMMNOHEHTaMN NEPBUYHON YNakKoBKW, KOTOpPble He Nognexar ganbHei-
weii cTepunusauymu, cnegyet NpoBoanTb B 6okce (yCTaHOBKE) C OAHOHAaNpPaBfeHHbIM (amMUHapHbIM) MOTOKOM BO3AyXa
(30Ha A), HaxogsweMcs B 30He B.

10 Ecnv npon3BOACTBO HaXO4MTCA B TOM Xe 34aHuu, TO Apyrne onepawuuv CXXnebiIM1M MUKPOOPraHmaMamu (KOHTpPob
KayecTBa, NCCNEAOBaAHNA U AUArHOCTUKA W T.M.) AO/KHbI BbINOMHATLCA B U30/IMPOBAHHBIX U BbIAENEHHbIX NOMELLEHUSAX.
CTeneHb N30N1ALUN 3aBUCUT OT NATOreHHOCTY 3TOrO BUAa MUKPOOPraHM3MOB U OT TOr0, GblN /1N OH KnaccudununpoBaH Kak
3K30TUYECKUIA. Mpy BbINOTHEHUW ANATHOCTUYECKUX ONepaLnii CyLLecTBYeT PUCK 3arpsi3HEHNS BbICOKONATOrEHHbIMWU MUKPO-
opraHusMamu. YpoBeHb MW30M5LUKM [O/DKEH COOTBETCTBOBATb BCEM BbllENepeynucsieHHbIM puckam. Mzonauma mMoxet
noTpe6oBaTbCs U B Cayvasix, KOrga KOHTPO/Ib kayecTBa U Apyrue onepawym npoBoAATCA B 34aHUSIX, PACMONI0XEHHbIX BGN3U
NPOV3BOACTBEHHbIX 34aHNIA.

11 WN3onmpoBaHHble NOMELLEHUA AO0/KHbI Nerko AesvnHduuympoBaTbca. MNpu NpoekTMpoBaHWM 3TUX MOMELLLeHW
cnefyeTt npegycmaTpuBarthb:

a) OTCyTCTBME NPSMOro BbIXOA4a BEHTUIMPYEMOrO BO3AyXa Hapyxy;

b) Hannume BeHTUNAUUM C obecneyeHnem OTpULATENLHOrO nepenaga AasneHus (paspexeHus). Bosgyx gosmkeH
yaanatecsa yepes HEPA-cbunbTpbl. He gonyckaeTcs peuupkynsuus Bo3gyxa B Ty Xe 30HY, 3a UCK/OUYeHNeM cyyaes ero
fononHuTenbHoli ounctkn HEPA-chunbTpamu (06bIYHO 3TO YCNOBUE BbIMOMHAETCA NPU NMPOXOXAEHUN PEeLVpPKYIMpYoLWero
BO3JyXxa yepes NpuTo4Hble HEPA-pUNbTPbLI. KOTOPblE UCMOMbL3YIOTCA ANA 3TON 30HbLI). MOCTynneHne Bo3gyxa U3 OAHOM
30HbI BAPYryI0 OMYCKaeTCs B TOM C/lyYaB, €C/IN BbITSXKHOI BO34YyX NPOXOAMUT Yepes 4Ba Noc/refoBaTe/lbHO YCTaHOBIEHHbIX
HEPA-cbunbTpa. Mpyn 3TOM A0/MKHbI 6bITb NPefyCMOTPeHbl HenpepbiBHbIA KOHTPO/b LLeN0CTHOCTU nepBoro huabTpa u
cpeacTBa 6e30NacHOro yaneHus BbITSXKHOMO BO3JyXa B Cllyyae NoBpexAeHus aToro unbtpa;

C) BO34yX, BbIXOASALLMIA N3 NPON3BOACTBEHHbIX 30H. B KOTOPbLIX NPOBOAUTCA paboTa ¢ 3K30TUHECKMMU MUKPOOPraHn3-
MaMu, AO0/HKeH NPOXoAuTb yepes fABa NocsefoBaTeslbHO ycTaHOBNeHHbIx HEPA-cunbtpa. Mpu atom peumpkynsuus
BO3JyXa Mexgay Npou3BOACTBEHHbIMU 30HaMu He gonyckaeTcs;

d) Hanuuue cuctembl c6opa 1 Ae3nHMEKLNN XNAKUX OTXOA0B, BK/IOYAA KOHTAMVUHUPOBaHHbLIN KOHAEeHcaT U3 cTepu-
nm3aTopoB. 6MOpPeakTopoB U T. N. TBEpPAble O0TXOAbI, B T. Y. TPYMbl XUBOTHbIX, CnefyeT Ae3nHpuunpoBaTb, CTepuIn3oBaTb
nnm cxuraTtb. KOHTaMUHUPOBaHHbLIB (DUIbTPLI HEOOXOAMMO YAanaTb 6e3onacHbIM cnocobom;

B) KOMHaTbl NepeofeBaHus crefyeT NpoekTMpoBaTh M UCMO/b30BaTh Kak BO3AYLUHbIE L3kl U 060pYAOBaTh, NpU
Heo6x0AMMOCTH, yMblBaNlbHUKaMK 1 AywesbiMn. CxeMa nepenaja AaBfeHus Bo3ayxa Ao/KHa npeAoTepalaTb ABUKEHNEe
BO3AyXa Mexfy pabouei 30HOW 1 OKpyXaloL el cpefol, a Takke PUCK 3arpA3HeHUs oAexXAbl, NCNONb3yeMoii BHe paboueii
30HbI;

f) ans nepemelieHns o6opynoBaHust fo/MKHA OblTb NPeAycCMOTPeHa cucTemMa BO3AYLUHbIX LWI30B, KOHCTPYKLUMS
KOTOpOi NpepoTBpalyana Gbl ABMKEHNE 3arpsA3HEHHOTO BO3Ayxa paboyeil 30Hbl BO BHELLHIOW Cpefy ¥ PUCK 3arpsasHeHns
o6opyaoBaHus BHYTPW LWo3a. Pasmep wo3a AO/MKEH NO3BONATb NPOBOAUTL 3P HEKTUBHYIO AEKOHTaAMUHALNIO NOBEpPX-
HOCTW nepeMeLllaeMbix MaTepnanoB. PekomeHayeTcs ycTaHaBAMBaTb HA ABEPY LW/t03a Talimep, NO3BONSIOWMIA KOHTPOIN-
poBaTb Bpemsi, oCTaTouHoe 41a NpoBeAeHns 3h(EKTUBHON AeKOHTaMUHaLUK;

[l) BO MHOTWX C/lyyasx /1 6e30NacHOro yaaneHns 0TX0A0B v nofjaun CTEPUNbHbIX NPpeAMeToB HE0GXO4UM NPOXOA-
HOI aBTOKNaB C ABYMS iBEPAMU.

12 BospylHble WO3bl ANA Nepejayn maTepuanos v KOMHaTbl nepeofeBaHus cnegyeT o6opyaosaTb 6/10kupyto-
LMK yCTpoiicTBaMu, NPENsSTCTBYOLWMMU OAHOBPEMEHHOMY OTKpbIBaHWIO 60nee ogHol ABepu. B KOMHATbI NepeofeBaHns
cnefyeT nojasaTb OYWLLEHHbIV BO3[yX TOrO Xe KauyecTBa, YTO W AN MPOWU3BOACTBEHHbIX 30H. OHW AO/KHbI 6bITb
060pyA0OBaHbl cUCTEMaMU yaaneHns Bo3fayxa, obecneynBaloWwuMm Bo3gyXxo006MeH, He3aBUCUMbI OT NPOU3BOACTBEHHbIX
30H. Bo3ayliHble W03kl 418 Nepejayn MaTepuanos AO/DKHbI, Kak NpaBuio, BEHTUIMPOBATLCS TakuM xe 06pa3oMm, 0fHakKo
fonyckaeTcst NPUMEHATb HEBEHTUPYEMbIE LUJTIO3bl AW LLU03bl, 060PYAOBaHHbIE TO/IbKO NPUTOYHLIMU CUCTEMAMMU.

13 CTaguun TexXHOMOrMYeckoro npouecca, Npu KOTOPbIX MOXET NPOU30WTW 3arpsa3HeHne nNpoaykuun (XxpaHeHue
KNeToK, MOAroTOBKa cpef, Ky/NbTUBMPOBaHWE BUPYCOB U T. M.). AO/DKHbI BbIMOMHATHCA B OTAE/bHbIX 30Hax. Ocobas
npefoCTOPOXHOCTL TpebyeTcs nNpu paboTe C XMUBOTHLIMU U NPOAYKTAMMU XUBOTHOTO NPOUCXOXAEHUS.

14 Onepauumn ¢ MUKPOOPraHM3Mamu, NPosIBASIOWUMY BbICOKYIO YCTOWUYMBOCTb K fe3uHdekyun (Hanpumep, crnopo-
obpasytolme 6akTepun), A0 UX MHAKTUBALUN cneayeT BblAeNsiTb B M30/IMPOBAHHbIX 30HaX, CNeLuanbHO npegHa3HavyeHHbIX
[ANA NPOBEeAEHUA Taknx onepauuii.

15 B npou3BOACTBEHHOW 30He cnefyeT OfHOBPEMEHHO NPOBOAWUTbL PaGOTbl TO/ILKO C MUKPOOPraHn3mMamMu OfHOro
BUAa, 3a UCKNI0YEHNEM NPOLLEeCCOB CMELUEHNS 1 NOCNeAYIOLEero HanoHeHNs.

16 CnepgyeT npegycmaTpuBaTb BO3MOXHOCTb MPOBeAeHNs Ae3NHMEKLNN NPON3BOACTBEHHBIX 30H B MPOMEXYTKax
MeXay NPon3BOACTBEHHBLIMU LMKAAMUN C UCMO/Ib30BAHMEM aTTECTOBAHHbIX (BaNNAMPOBaHHbIX) METOAOB.

17 [lonyckaeTcsi Npou3BOACTBO MUKPOOPraHN3MOB B KOHTPOIMPYEMBbIX 30HAX NPW YCI0BWU, YTO OHO OCYLLeCTBASIET-
CS B MONIHOCTbIO 3aKPbITOM M CTEPUIN3YyeMOM TensI0BbIM MeToA0M 060pyA0BaHNM, a BCe COeAVHEHNA NOC/e 3aBepLUeHmns
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paboTbl 1 nepef pasbopkoii Takke nojABepralTCA TENJ0BOA cTepunusauun. JonyckaeTcs cb6opka coeAvHeHWi nog,
NoKanbHbIM OAHOHANPaBEHHbIM (TaMUHAPHbIM) NMOTOKOM BO3AyXa Npu YC10BUM, YTO UX KOSIMYECTBO OrPaHNYeHo, NCNosb-
3yl0TCS COOTBETCTBYIOLME acenTnyeckme MeToAbl M OTCYTCTBYET OMacHOCTb yTeuku. [apameTpbl npouecca cTepuasanum,
nucnonb3yemMoro nepep pasbopkoil coefuHeHWid, [O/KHbI NPOITM aTTecTauuio (Banujauuio) Ans BCeX UCMNONb3yemblx
MUKPOOpraHn3moB. B npegenax 0AHOM 30HbI pasHble NPOAYKTbl MOTYT 6bITh 3arpyXXeHbl B pasHble 61opeakTopbl TO/IbKO Npu
OTCYTCTBMU pUCKa C/ly4aliHOTO NepekpecTHOro 3arpsisHeHus. Pabota ¢ MUKpoopraHuaMamu, K KOTOpbIM NpeAbaBASIOTCS
ocobble Tpe6oBaHNA N30NALMKN, [O/DKHA BbINONHATLCA TONLKO B CNeLnanbHO BbigENeHHbIX 30HaX.

18 B nomelyeHnsax 415 COAEPXaHUA XUBOTHbIX, NPeAHa3HaYeHHbIX A1 UCNO/b30BaHUA (UKW UCNOJb3yeMbIX) B
npousBoAcTBe, cnedyeT NOALEepPXUBaTb PEXUM U30JVPOBAHHON W/MAN YUCTON 30HBI N OTAENATL UX OT MOMELLeHWd Ans
cofepXaHuna ApYrnx XMBOTHbIX. [TOMeLLeHus, rae cogepxaTcs XUBOTHbIE, UCMONb3yeMble /15 KOHTPONSA kKayecTBa NpoaykK-
uum (B T. Y. N C NPUMEHEHWEeM NaToreHHbIX MUKPOOPraHM3MOB), A0/KHbI 6biTb N30MPOBaHbI.

19 [locTyn B NpOM3BOACTBEHHbIE 30HbI MOXET UMETb TO/IbKO NepPCOoHas, UMEILWN Ha 3TO paspelueHne. Pexum
[ocTyna B NPOM3BOACTBEHHbIE 30Hbl A0/IXEH ObITb ONpefenieH cneynanbHoi UHCTPYKLUNEN.

20 TexHuyeckas [OKyMeHTauusa MpeanpuaTvia JO/HKHA CofepXaTb HeobXoAVMble AaHHble O MPOV3BOACTBEHHbIX
nomeLLeHnsX.

3TV AaHHble A0/KHbI BKIOYATh B Ce6A NaaHbl MOMELLEeHWIA, UX IKCAAMKaLmio, MOSCHUTENIbHYI0 3anucky 1 gpyrue
marepuarnbl, BXOASILLME B MPOEKT NPON3BOACTBA, MO3BONALME YCTAHOBUTH Ha3HAUYeHWe 1 YCNI0BUSA UCNO/Mb30BaHNS BCEX
nomeLLeHnit, a Takxe BUAbl GONOrMYECKNX areHToB, C KOTOPbIMU NPOBOAMUTCA paboTa. MoToku Noael N NPoAYKLUMN Takke
[OJKHbI ObITb YeTKO 0603HayeHbl. HeobxoAMMO ykasaTb BUAbl XUBOTHbIX, COAEpXalinxcs B BUBapPUAX UAW APYrux
nomeLeHnsax, a Takke Buabl paboT, BbINOHAEMbIX B613KN NPOVN3BOACTBEHHOrO yyacTka.

JlokymeHTaLmnsa Ha N30/IMPOBaHHbIE N/MAN YACTbIE 30HbI AO/DKHA CoAepXaTb NPUHLMNVANbHYO CXeMY BEHTUAALUN C
ykasaHueM MecT NpuToKa 1 BbITSXKKM BO3Ayxa, (hunbTPOB U 1X cneundmkaunii, kpaTHocTeld Bo3gyxoobMeHa 1 nepenagos
faBneHus. CnepgyeT ykasaTb, MeXAy Kaknmy MOMeLLeHMAMY NpesycMOTPeH KOHTPO/b nepenaja AaB/ieHNs C NOMOLLbO
[aT4ynkoB (MHAMKATOPOB).

O6opyaosaHue

21 KOHCTPYKLMA M MOHTaX 060py0BaHNsA A0/MKHbI COOTBETCTBOBATL Creundnyeckum TpeboBaHNAM A5 Kaxaoro
BUAa NPoAyKLWN.

Mepep BBOAOM B akcnayataumio o6opyfoBaHns ero cnegyeT atTectoBaTbh, a 3aTeM OpraHn3oBaTth €ro TEXHUYeckoe
obcnyxumBaHve 1 NpoBefeHne NOBTOPHOW aTTecTayuu.

22 O6opyfoBaHue [0/MKHO obecneunsaTtb yA0BNETBOPUTENIbHYIO NEPBUYHYIO U30NSALMI0 BUOMNOTMYECKUX areHToB.
KOHCTPYKUMA 1 MOHTaX 060pyA0BaHNSA [O/MKHbI, NPU HEOO6XOANMOCTH, 06ecneynBaThb ero nerkyto n aPekTUBHYI AEeKOH-
TamuHaLuuio n/mnu cTepunmsaumio.

23 KOHCTPYKUMA ¥ MOHTaX 3aKkpbiTOro 060pyAoBaHns, UCMOb3yeMOoro A8 NepBUYHON U30NALNN BUONOTNYECKUX
areHToB, AO/MKHbI NpeAgycMaTpuBaTh NpeAoTBpaLleHne yTeyek nan hopmMnpoBaHue kanenb 1 asposoneil.

BBO/AbI 1 BbIBO/AbI TA30B J0/IKHbI ObIThb 3aLLMLLEHbI TAK. 4UTOObI 06ecneUnBaTh HYXHYIO CTeNeHb U30NALMK, Hanpuvep,
nyTem UCnosib30BaHMsA CTEPUNNIYIOLLUX TMAPODO6HbLIX (hunbTPOB.

[ns nogauv unu yaaneHns matepuanos cnefyet UCnosib30BaTb CTEPUIN3YEMYIO 3aKpbITYio cucTemy, b0 ycnosms
NlaMVHapHOro NoToka BO3AyXxa.

24 Tlepep ncnonb3oBaHnem o6opyjoBaHue cnefyeT CTepuansosatb NpeAnoyTUTeIbHO CyXUM Napom noj Aasne-
HueMm. [lpyrve meToAbl NPUMEHUMbI B TOM C/lyyaB, ecain 060pyAoBaHve He fonyckaeT cTepuansaumnio napoM. BaxHo He
nponycTuTb Npu 06paboTke Takne BUAbI 060pyA0BaHUSA, KakK LEHTPUMYIN 1 BOAAHbIE 6aHW.

O6opyAoBaHne, NCNob3yeMoe 15 OYNCTKN, PasfeneHuns Ui KOHUEHTPUPOBaHUS, O/DKHO, Kak MUHUMYM, cTepu-
nm3oBaTbCa AW Ae3nHULMpoBaTbCs NpU nepexoge OT OA4HOro BMAA Npofykra k gpyromy. Heo6xogumo wccnefosatb
B/IMSIHNE MeTOA0B CTepunmsauun Ha apekTMBHOCTb W aTTecTaluoHHbIN cTaTyc 060pyAoBaHns C Lenbio onpefeneHns
Cpoka ero akcnayarauuu.

Bce meToauku cTepunnsanmum AomxkHbl 6biTb aTTecToBaHbl (BasuAvpoBaHbl).

25 KOHCTpyKUMA 060pyA0OBaHNsA [O/MKHA UCKOYaTb BO3MOXHOCTb NMepesyTbiBaHUA Pas3/IMyHbIX OpPraHn3mMoB Uau
npoaykTos. Tpy6onpoBoApl, knanaHbl v UNbTPbI JO/HKHBI MapKMPOBaTbCS B COOTBETCTBUN C UX HA3HAYeHNEM.

Ana ynakoBOK C MHPEKUMOHHBIMU U HEMHMEKLMOHHBIMU MaTepuanamu, a Takke, kak npasuio, A8 pasanyHbIX
OpraHM3MoB U KNeTok cregyeT UCNoNb30BaTh OTAENbHbIe UHKy6aTopbl. CofepxaHue B 04HOM UHKy6aTope 6onee 0AHOrO
TMMa OpraHM3mMoB WM Tuna KNeToK AOMyCKaeTCcs TOMbKO B Clyvyae MPUHATUA HeobXoAMMbIX Mep Mo repmetusauuu,
NOBEPXHOCTHOW [eKOHTamMuHauuu W pasfeneHunto ynakoBok. Cocyfbl C KynbTypamMu AO/DKHbI GblTb MPOMapKMpOBaHbI
MHAMBUAYanbHO. OuncTka 1 Ae3nHgeKLnsa aTUX CoCyA0B U MHKY6aTOpoB MOryT 6biTb 3aTpyAHEHbl 1 TpeboBaTb 0CO60ro
BHUMAaHMUS.

KOHCTpyKumMs N nopsgok akcnayaTauum o60opy0BaHus, CNOb3YyeMOoro A5 XpaHeHns 61oN0rnyecknx areHToB unm
NpoAYyKTOB, A0/KHbI UCKIOYATb Nt060e BO3MOXHOE nepenyTbiBaHue.

Bce xpaHswwmeca obpasubl AO/MKHbI UMETb YETKYI W OAHO3HAYHYIO MapkMpPOBKY U HaxOAWTbCA B KOHTeliHepax,
3alULLEHHbIX OT yTeYKU. Pe3epBHble MOCEBHblIE KyNbTypbl KAETOK W OPraHM3MOB AOJ/IKHbI XpaHWTbCA B cneuuansHo
npeAHasHa4yeHHOM 060pyAOBaHNN.
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26 HekoTopble BuAbl 06opyAoBaHus (Hanpumep, o6opyaoBaHue, Tpebyioliee KOHTPOA TemnepaTypbl) JO/KHbI
6bITb OCHALLLEHbI PETUCTPUPYIOLLMMYI YCTPOCTBAMU /MM CUCTEMaMM CUTHaNM3auun. Bo nsbexaHne 0Tkasos, COBMECTHO
C aHaNIN30M PerncTprpyemMbiX AaHHbIX, CefyeT OpraHu3oBaTb CUCTEMY NPOUIAKTUUECKOTO 06CNYXMBAHNS.

27 3arpyska Mo ubHbIX CYLUINIbHbBIX YCTAHOBOK JO/KHA NPONCXOANTL B YNCTON/M30NMPOBaHHOI 30He. Onepauum
no pasrpyske NMOMUNbHON CyLWWbHOW YCTAHOBKM NPUBOASAT K 3arpsi3HEHUIO OKpyxatolleli cpefbl. B cBsA3n ¢ aTum npu
1CNOMb30BaHUM NMOUIBHBIX CYLIW/bHBIX YCTAHOBOK, OTKPbIBAIOLMXCS C OAHOW CTOPOHbI, YACTOE MOMELLEHNE JOMKHO
NpoWTK AeKoKTaMUHaLMIo [0 NepeMeLLeHUs B 3Ty 30HY ApYroii cepumn NpoayKLumn, 3a UCKYEHNEM Cepuii C 0MHAKOBbIMMU
opraHusmamu. [BYCTOPOHHWE NIMOMUSIbHbIE CYLIUMbHBIE YCTAHOBKU [OJIKHbI CTEPUIN30BATLCS MOC/E KaXAoro uukna
NPOV3BOACTBA, €C/IN TO/IbKO OHU HE OTKPLIBAKTCS B YUCTYHO 30HY.

CTepunmsauus NMoubHbIX CYLLUNbHbLIX YCTAHOBOK JO/HKHA NPOU3BOAUTLCA B COOTBETCTBMM C MYHKTOM 24 aHHOTO
npunoxeHusi. B cnyyae opraHusayum pa6oT no NpUHLMNY OTAENbHbIX LUMKI0B NPOM3BOACTBAax» UX cnejyeT cTepuan3osaThb,
no kpaiiHeli mepe, Nocne Kaxaoro uvkna.

XXUBOTHbIE 1 NOMELLEHNA ANA UX COAEPXAHUS (BUBApPUN)

28 O6uwue Tpe6oBaHUA K COAEPXAHUI0 XUBOTHbIX, MOMELLEHNUSIM A/l HUX. YXO4Y U KapaHTUHy NpuBeAeHbl B
COOTBETCTBYlOLLE/i HOPMATUBHOI AOKYMEHTaLWN.

29 BuBapwu AO/MKHbI 6bITb U30/IMPOBAHbI OT APYTMX NPOU3BOACTBEHHBIX NOMELLEHNA. VIX MPOEKTbI AO/MKHBI BbITh
BbINOJIHEHbI C CO6/MI0AEHUEM HEO6X04UMbIX TPeGoBaHWIA.

30 CaHuTapHOe COCTOSIHWE XMBOTHbIX, UCNOMb3YEMbIX B MPOU3BOACTBE, HEO6XOAMMO OLEHNBATL, KOHTPO/IMPOBATL
1 perucTpupoBaTb. MpaBuna o6palleHnsi ¢ HEKOTOPLIMU BULAMM XUBOTHbIX NPUBEAEHbI B CNeLManbHbIX PyKOBOACTBAX.

31 XXnBOTHbIE, GNOIOTUYECKME areHTbl N NPOBOAMMbIE UCMbITAHUS AO/MKHBI GbITb YETKO MApKUPOBaHb! (4OKYMEHTH-
poBaHbl) B COOTBETCTBUM C YCTAHOB/MIEHHOW CUCTEMOI BO M36exaHWe pucka nepenyTbiBaHWS U C LENbio KOHTPONA BCex
BO3MOXHbIX BU0B ONACHOCTENA.

Le3nHpekynsi. YHUUTOXEHNE OTXOA0B

32 [le3avHieKUnsi UMM YHUYTOXEHUE TBEPABIX W XWUAKUX OTXOAOB MOTYT WMETb OCOGEHHO BaKHY0 POJib Mpu
NPOM3BOACTBE VMMYHHOI NPOAYKLWW. B CBA3M C 3TUM HEOBXOAWMM TwaTenbHbIli NoAxos K MeTofam U 060pyLoBaHUL0,
UCMO/b3YEMbIM ASIA NPeoTBPaLLeHUs 3arpsi3HEHNS OXpYXXalolei cpeapl, a Takke K Ux atTectauun (Banugauum).

MpounssoaCcTBO

33 M3-3a WMpoKoro pasHoo6pasuns NpoayKLnum, 60M1bLIOro KonyecTsa cTaguii Npy NPoN3BoACTBE UMMYHHBbIX Slekap-
CTBEHHbIX CPEACTB /19 XMUBOTHbLIX U XapakTepa 61M010rMyeckux npoLeccoB 0co60e BHUMaHWE crnegyeT yaensTb CTPOoroMy
cO6N0EHNI0 aTTECTOBaHHbIX (BaNMANPOBaHHbLIX) METOA0B, NOCTOSIHHOMY KOHTPOJI0 BCEX TEXHONOrMYECKUX cTafuii npo-
M3BOACTBA U NPOBEAEHWI0 BHYTPUMNPOMU3BOACTBEHHOTO KOHTponsi. Oco6oe BHWMaHWe cnepyeT 06paTuTb Ha UCXOAHblE
maTepuasnsl, cpefbl KyNbTUBMPOBAHUA U NOCEBHOI MaTepuan.

McxogHble matepuarnsl

34 Tpeb6oBaHMsi K UCXOAHbIM MaTepuanam [O/DKHbl OblTb YETKO onpefefieHbl B JOKYMEHTaNbHO 0ChOPMAEHHbIX
cneuundukaymax. Cneyundurkaymm gomkHbl cogepxartb AaHHble 0 NoCcTaBluke, MeToAe NPON3BOACTBA, ero MecTe pacno-
NOXEHUA N BUAAX XUBOTHbIX, W3 KOTOPbIX W3B/EKAOTCA 3TU UCXOAHble MaTepuanbl, a Takke Cnocobbl UX KOHTPONSA.
OC06€eHHO BaXHbl MUKPOGMOOrnyeckne MeTofbl KOHTPONS.

35 PesynbTaTthl UCMbITAHUI UCXOA4HBIX MaTep1anoB A0/KHbI COOTBETCTBOBATL cneyundukaymsam. Ecnn nposegexune
MCMbITAHUI 3aHMMaeT MHOTO BpeMeHu (Hanpumep, Aiua (3MOPUOHBI) 6€3/1eMKO3HbIX IMHUIA MTUL), MOXET BO3HUKHYTb
Heo6Xx04MMOCTb 06paboTKM MUCXOAHbIX MaTepuanos A0 MNOMYYeHUs pes3ynbTaToB aHaMTUYeCKUX WUChbiTaHui. B aTux
cnyyasx nosyyeHne paspeLleHuns Ha peanunsalmio roToBol NPoAYyKUUM 3aBUCUT OT MOJTOXUTE bHBIX Pe3y/1bTaToB UCMbITa-
HUS UCXOAHBIX MaTepuanos.

36 Ocoboe BHMMaHWe cnepyeT yAenaTb AaHHbIM O cucTemMe obecneyeHns kavyecTsa, MPUHATONM y NocTaBlmka, 06
OLleHKe NPUroAHOCTM UCTOYHWNKOB MaTepunasnos 1 TpebyemMbix A obecneyeHns KkayecTsa TecTax.

37 Tam. rge 3TO BO3MOXHO, cneAyeT CTepunn3oBaTb UCXOAHble Matepuanbl TensoBbiIM MeToAoM. JonyckaeTcs
1MCnonb3oBaTh W Apyrue aTTecToBaHHble MeToAbl, HanpuMep, MOHU3MPYIOLLEe U3NydeHue.

Cpepgbl

38 Cnoco6GHOCTL cpef NoALepPXMNBaTb HEOBXOAMMbIA POCT KNETOK f0/MKHA 6blTb 3apaHee NOATBEPXKAEHA COOTBET-
CTBYOLWMUM 06pa3oMm.

39 TMpefgnouTuTENbHO, YTOGLI CpeAbl CTEPUIM30BANNUCL Ha TieeTe (jin situ) WAW HA NUHWUKU. TpeAnoYTUTENbHLIM
ABNSETCA MeToj TennoBoi 06paboTkn. [asbl, cpeabl, KUCNOThI, LWeoun, NBHOTacurenn u Apyrue BeliecTsa, BBOAUMbIE B
CTepubHbI 6UOPeakTop, fOMXHbI, B CBOK 04epeab, ObiTb CTEPUIbHBIMU.

CunctemMa NOCEeBHbIX MaTepmanos v 6aHKOB KIeToK

40 [nsA npeAoTBpaLLEHNSs HEXeNaTeNbHOT0 N3MEHEHNS CBOMCTB NOCEBHOIO MaTepuana BCAEACTBNE MHOTOKPATHbIX
nepecesBoB UK 60bLIOTO YACNA reHepauuii, NPOM3BOACTBO UMMYHHbIX 1€KAPCTBEHHbLIX CPEACTB AN XMUBOTHbIX, Nosyya-
€MbIX U3 MUKPOGHbIX, KNETOUHbIX MW TKAHEBbLIX Ky/bTYp, WK PA3MHOXEHUEM B 3MBPUOHAX U XMBOTHbIX, JO/IKXHO 6bITb
OCHOBaHO Ha CUCTEeMe MOCEBHbIX MaTeEPKNanoB MU 6aHKOB KETOK.
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41 KonunyecTBo reHepauunii (yABOEHWA, naccaxeii) Mexjy NOCeBHbIM Matepuasiom Win 6aHKOM KIeTOoK U roToBOA
npofyKuueli JOKHO COOTBETCTBOBATb [JaHHbIM HOPMATUBHOI JOKYMEHTALUN U PEFUCTPaLMOHHOIO JOChe.

42 TloceBHble maTepuasnbl U 6aHKMN KNETOK crefyeT COOTBETCTBYIOLWMM 06pa3om xapakrepu3oBaTb U KOHTPONNPO-
BaTb Ha HasMune 3arpsisHeHunii. MoceBHble MaTepuasbl U 6aHKN KNeToK A0/KHbI CO3[jaBaTbCs, COAepXaTbCsa N UCNO/b30-
BaTbCA TakMm 06pasoM, 4TO6bI CHU3UTL 10 MUHUMYMAa PUCK 3arpA3HEHNSA UK N1I060ro n3MeHeHus. Mpu co3faHnn NOCeBHbIX
maTtepuasnos nan 6aHKOB KNETOK He fonyckaeTca ogHOBpeMeHHasn paboTa 8 Toii e 30He UIn TeM e NepCoHanoM ¢ Apyrumu
XUBbIMU UMW UHEKLMOHHBIMW MaTepuanamu (Hanpumep, BUpycamu Uan KNeTOUHbIMU INHNAMN).

43 [lns 3awmTbl CamMoro NOCeBHOr0 MaTepuana unu 6aHka K1eTok, a Takke paboTaloLiero ¢ HUMK nepcoHana u
OKpyXatoLiei cpeibl NOCEBHbIE MaTepuabl NN 6aHK KNeTOK [O0/KHbI CO3/aBaTbCA B HEO6XOAUMbIX YC/I0BUAX.

44 TpowucxonsaeHve, hopma W YyCNoBUS XPaHEHUS NOCEBHOTO Matepuana [O/KHbl GbiTb MOMHOCTbIO OMUCAHDI.
Heo6x041MM0 UMeTb loKkasaTenbCTBa CTabuabHOCTN U BOCNPOM3BOAMMOCTMU NOCEBHLIX MaTepuasnos n kneTok. EmkocTtn gna
XpaHeHUs AO/KHbI ObITb TePMETUYHO 3aKpbIThbl, HETKO MapKMpOBaHbl 1 XpaHUTLCS Npu Tpebyemol TemnepaType. Ycnosus
XpaHeHns AO0/MKHbI KOHTPONMpoBaTbCcs. Heo6X041MMO BECTU TLATeNbHbIN yYeT Kax o eJUHULbI XPaHEHUS.

45 K paboTe ¢ maTepnanom [10NyCKalTCA TO/IbKO CneunasbHO HasHavyeHHble COTPYAHNKM. PaboTa o/KHa NpoBo-
AMTbCA NOJ, KOHTPOJIEM OTBETCTBEHHOIO NNLA. PasnnyHble NoceBHble MaTepuanbl U 6aHKN KNeToK cneayeT XpaHuTb Takum
06pa3om, 4TOObLI He AonyckaTb fiepenyTbiBaHAa UM NepeKpecTHOro 3arpAsHeHus. XXenaTefbHO pasfenAaTb NoCeBHble
matepuanbl U 6aHKN KNeTOK Ha YacTW U XPaHUTb UX B Pa3NyHbIX MecTax, YTo6bl yMeHbLWNTb ONACHOCTb MOJHOI noTepw.

MpuHumnnbl paboTsbl

46 B xoAe TeXHONOrn4yeckux npoLeccos crnegyeT usberatb MW CBOAUTb K MUHUMYMY o6pa3oBaHue kanenb uau
neHbl. Mpoueccbl LEeHTPUYrMpoBaHus UM CMeLleHusl, KoTopble MOryT MpUBECTU K 06pa3oBaHWi0 Kanesb, JOSKHbI
NpoBOANTLCS B M30IMPOBAHHbLIX UIN YACTbIX/M30/1MPOBaHHbIX 30HAX BO n3bexaHne nepeHoca XVBblX OpPraHn3mMoB.

47 CnyualiHble NPOSIMBbI XMUAKOCTEW, 0COBEHHO COAepXaLlnX XUBbIE OpPraHn3Mbl, He06X0ANMO GbICTPO 1 6e3onac-
HbIM CNOCO60M NMKBUAMPOBATL. [18 KaXA0ro Tna MUKpOOPraHn3MoB ciiefyeT UMeTb aTTecToBaHHble (BanuanpoBaHHble)
MeTOAMKN AeKOHTaMuHauun. Tam. rae UCNonb3ylTCA pas/vyHble WTaMMbl 6akTepuili O4HOT0 BUAA WU OYEHb MOXOXMe
BMPYCbl, 3TOT NPOL,ECC MOXET BbITb aTTeCTOBaH (Ba/IMANPOBaH) TONbKO /151 OAHOIO U3 HUX. EC/IN AaHHble O CYLLEeCTBEHHOM
pasIMunmn nx ycToUYnBOCTM K BO3AENCTBMIO NCNO/Ib3YEMOr0O areHTa OTCYTCTBYIOT.

48 Onepauuu, BkIUallme B Ce6s nepemelieHne Takux maTepuasnos, Kak cTepusbHble cpefpl, KynbTypbl Uau
nNpoAyKTbl, AO/KHbI MPOBOAUTLCA B NMPefBapuUTe/IbHO CTEPUIN30BaHHbIX 3aKPbITbIX cUCTeMax. Tam. rae 3To HeBO3MOXHO,
onepawuu no nepemMeLLeHnio MaTepuasnos A0/MKHbI NPOBOANTLCSA B OAHOHANPABEHHOM (TaMUHAPHOM) NOTOKE BO3AyXa.

49 [lobaBneHune cpef Uan KynbTyp B 6uopeakTopbl (hepmeHTaTOpbl) U Apyrne cocyAbl AOKHO NPOBOANTLCSA B
TWaTesbHO KOHTPONMPYEMBbIX YC/IOBUAX, 06ecneymBaioLlinX HEBO3MOXHOCTb BHECEHUS 3arpssHeHus. Mpu gob6asneHun
KynbTyp HE06X0AMMO TLiaTeIbHO NPOBEPAThL NPaBUIbHOCTb COEANHEHUA COCYAOB.

50 Tam. rge 3To Heob6xoAMMO (Hanpumep, Koraa ABa U Gonee (hepmeHTaTopa PacnosioXeHbl B OAHOI 30HE),
oTBEpCTUA ANa otbéopa Npob u BHeceHWs [06aBOK AO/KHbI CTepun3oBaTbCs Napom (nocsie NoAcoeAvHeHus, nepefg
nogayein nNpoaykra u nepep oTcoefuHeHuem). B apyrux cnyyasx gonyckaeTcs Xumuueckas fge3nH(eKUUss BXOAHbIX
OTBEPCTUIA 1 3aLunTa COeUHEeHN No4 NaMUHapHbIM NOTOKOM BO3AyXa.

51 O6opypoBaHue, nabopaTopHas nocypaa, BHeELIHWEe MOBEPXHOCTM YNakoBOK C NpoAykuuei n gpyrme nogobHble
matepuanbl nepefj nepemMelieHNeM M3 U30/IMPOBAHHOW 30HbI AO0/KHbI ObITh AE€3UH(ULMPOBaHbI C WCMNONb30BaHUEM
aTTeCcTOBaHHOrO (BanMAMPOBAHHOrO) metoda (MyHKT 47 gaHHOro npunoxeHus). Ocobyio npobriemy MOXeT Bbi3blBaTb
Be/leHVe AOKyMeHTaL MmN Ha ceputo Npoaykuun. ToNbko abCoMOTHBI MUHUMYM AOKYMeHTauMmn, Heobxoanmoii ansa cobio-
feHna TpeboBaHWii HacToAWero cTaHgapTta, AO0/DKeH MocTynatb B 30HY M nokugaTb ee. Mpu cayvailHOM 3arps3HeHun
(Hanpumep, KanasgMW WK aspo30aSMU) AN NPU UCMOb30BAHNN 3IK30TUHECKMX MUKPOOPraHn3mMoB GymaxHas AoKyMeHTa-
umMs fo/mkHa Ae3nHguMUMpoBaThCa B W/O3e ANA NepeMelleHns 060pyAoBaHust Uan nepefaBaTbCs C UCNONb30BaHUEM
choTokonuu nnu hakca.

52 XXupgkue nnu TBepAble 0TX0Abl, Takue kak aebpuc, nocne otéopa marepuana us auy, ogHopasoBble 6yTbinv ans
KyNnbTyp, HeXenaTesnbHble Ky/bTypbl U 6uonornyeckme areHTbl LiesecoobpasHo CTepuan3oBaTtb UM gesnHguumposaTb
nepeg yAaaneHueMm ux W3 W30/IMPOBAHHON 30HbI. B HEKOTOPbIX Cryvyasx NPUMEMIEMbIMU CYATAOTCA U Apyrue MeTofbl,
HanpmMmep UCnosib30BaHne repMeTUYHbIX KOHTeiHepoB 1an Tpy60onNpoBOAOB.

53 Heo6xo4MMo TLaTesIbHO KOHTPONMPOBaTh, YTOGLI B NPOM3BOACTBEHHYIO 30HY nonajanu ToNbKo Te npeaMeTbl 1
martepuasnsbl, B T. 4. JOKYMeHTaLWs, KOTOpble OTHOCATCS K MPOWU3BOAVMMOV NpoAyKuun. [N KOHTPONA 3a COOTBETCTBUEM
KONMYecTBa BHOCUMbIX M BbIHOCUMbIX NPeAMETOB U MaTepuasnoB, BO M36exaHne MX HakonaeHUs B NPOU3BOACTBEHHOM
nomMeLeHnn, fo/mKHa CylecTBoBaTb cucTeMa yveTa.

54 TepmocToiikue npeAameTbl U MaTepuasibl 4OMKHbI NOCTYNaTh B YUCTYIO UIN YUCTYIO U30IMPOBaHHYIO 30HY Yepes
NPOXoAHble aBTOKNaBbl UAM Meun. YyBCTBUTE/bHblEe K HarpeBy npeAMeTbl M mMatepuanbl JO/DKHbI MNOCTynaTtb 4epes
BO3JYLUHBIN W03 C 6IOKMPYEMbIMU ABEPSIMU, TAe 3TV NpeaMeTbl U MaTepuasnbl nogsepraTcs gesnHdekuun. [lonycka-
eTcA cTepununsaumsa NnpejMeTos U MaTepuasnos B 4PYroM MecTe, eC/in OHM NOCTynaloT Yepes W3 B ABOHON 060104ke C
co6N0AEHNEM HEOGXOAUMBIX NPEAOCTOPOXHOCTEN.

55 Bo nsbexaHune 3arpsisHeHNs Uam nogmeHbl KynbTypbl KNETOK UM MUKPOOPTraHN3MOB B MHKYOaLMOHHbIV nepuog
HEeo6X04MMO NPUHUMATb Mepbl NPeA0CTOPOXHOCTY. [Jo/KHA CyLLecTBOBaTb MeTOAMKA OUNCTKN 1 fe3nHeKLnn nHkybaTo-
pOB. YNakoBku, HaxogsALmecs B uHKybaTtopax, 4O/KHbI 6bITb YETKO U TLATENIbHO MapKVpoBaHbI.
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56 B 0AHOM NOMeLLeHMN AONYyCKaKTCA OAHOBPEMEHHbIE Onepauny ToNbKo C OAHUM GMOMOrMYECKMM areHToMm, 3a
UCKIOYEeHeM onepauuii No cCMeLeHno 1 nocaeayowemMy HanoHEeHNI0 UM NPU UCNONb30BaHUN MOMHOCTLIO 3aKPbIThIX
cuctem. B npomexyTkax mexay onepauumsMn € pasfiMyHbIMK XUBbIMW 6GUONOTNYECKAMUN areHTamMn MPOM3BOACTBEHHbIE
nomeLLeHNsA AO/MKHbI NPOXOAUTL 3P EKTUBHYIO Ae3UHeKLMIO.

57 TMpoAyKTbl AO/MKHbI MHAKTUBMPOBATLCS NyTem fo6aBneHNa nHakTusaropa ¢ nocnegyowmm TwarebHbIM nepe-
MelmBaHneMm. MNocse 3Toro CMech A0/XKHa NePeHOCUTHLCS BO BTOPOV CTEPU/IbHbLIN COCY/, 3a UCK/TIUYEHNEM CyYaeBs, Korga
dopma 1 pasmep cocyfia No3BOJIAIOT €ro /Ierko nepesopaynsarb U BCTPAXMBATL TakuM 06pa3om, YTOObl BCe BHYTPEHHME
NOBEPXHOCTN CMa4YnBasiMCb KOHEYHOI CMeCbio Ky/nbTypa-uHakTusaTop.

58 Cocyfbl, cofepxalime UHaAKTVBUPOBaHHbI NPOAYKT, HeMb3s OTKPbIBaThb. VI3 3TUX COCYA0B Henb3si 0T6MpaTh
npobbl B 30Hax, rae CoAepxartcs XuBble 6uonornyeckme areHTbl. Bcio nocnepgytoulyio 06paboTky MHAKTUBMPOBAHHBIX
NpoAyKTOB cnefyeT NPOBOAUTb B YACTbIX 30Hax A 1 B nin B 3aKpbITOM 060py0BaHNN, NpeAHasHayeHHOM /19 MHAKTUBK-
pOBaHHbIX NPOAYKTOB.

59 Heobxoaumo yaenaTb cepbe3Hoe BHUMaHWe atTecTauun (Banvgauumn) MetTofos cTepunmnsauynu, gesnHdgekumn,
yAaneHns BUPYyCOB U UHaKTUBaLMK.

60 HanosnHeHue, N0 BO3MOXHOCTK, CneAyeT NPOBOANUTL HEMEAJ/IEHHO MOC/1e 3aBepLlleHnsa NPon3BOACTBEHHbIX one-
pauuii. [lo Hayana onepaynmn HanosIHEHNA EMKOCTU C HepacdacoBaHHOW NPOAYKUMEN [0/MKHbI ObiTb FTepMETUYHO 3aKPbITbI,
MapK1MpOBaHbl 1 XPaHUTLCA NPU Hag exalnux TemnepaTypHbIX YC0BUAX.

61 [lonmxHa cyuiecTBoBaTb cucTema, obecneynBaoLlias KOHTPO/b LEeOCTHOCTU U repMEeTUYHOCTU ynakoBOK nocne
HanosiHeHus.

62 ®nakoHbl, COAepXaLline XnBble 6110N0rMYeckne areHTbl, 3aKpblBalOTCA KpbilKaMu TakuMm 06pa3om, 4Tobbl obec-
neynBanacb HEBO3MOXHOCTb 3arpsA3HeHns APYroi Npoaykuuv uam NpPoHWKaHWe XWBbIX areHToB B Apyrne 30Hbl UIn BO
BHELLHIOW cpejy.

63 Mexay Hano/IHEHNeM NepBUYHbIX YNAKOBOK, UX MapKMPOBKOW M YyNakKOBKOW MO pasfiMyHbIM MPUYMHaM [/IOXeT
NpoiiT onpeaesneHHbI 0Tpe3ok BpeMeHW. [Lo/xHbl 6bITb pa3paboTaHbl U OKYMeHTalbHO 0DOpMAEHbI METOANKM, ONUCHI-
Balolme NopsifoK XpaHeHUss HeMapk1upoBaHHbIX KOHTeliHepoB, obecneunBatoLme HeBO3MOXHOCTb VX MOAMEHbI U Hagse-
Xauine ycnosua xpaHenusi. Ocoboe BHUMaHue cnegyeTt yAenaTb XpaHEHNI0 TEPMO- U CBETOUYYBCTBUTE/IbHOW NPOAYKLMUN.
TemnepaTypa XxpaHeHus fo/KHa 6bITb 3a/aHa.

64 Ha Kaxpaoii TeXHOMOrMYeckoi ctaguu cnefyet NpOBOAUTL COMOCTaB/IEHNE PeanbHOro U 0XWAaeMoro Bbixoda
npoaykuuu. Bece cyuecTBeHHble OTKNOHEHUS AO/MKHbI OblTb pacc/efoBaHbl.

KoHTpONb KayecTsa

65 B ob6ecneyeHun cTtabunbHOCTU KavyecTBa GMONOrMYECKUX NleKapCTBEHHbIX CpeAcTB ocoboe 3HayeHue umeer
BHYTPUMNPON3BO/CTBEHHbI KOHTPO/b. BuAbl KOHTPONS, KOTOpble MMET pelualoliee 3HavyeHue A5 OLEeHKW KadvecTsa
(Hanpumep, KOHTPO/b Ha OTCYTCTBME BUPYCOB), HO HE MOTYT ObITb NPOBEEHbI HA FOTOBOI NPOAYKLNW, fO/MKHbI BbIMOTHATb-
CA Ha 0fHOI U3 NpeALWecTBYOWMUX CTaANA NPOM3BOACTBA.

66 [15 NOBTOpPEHMSA WM NOATBEPXAEHWSA pe3ynbTaToB KOHTPO/A KayecTBa Cepun NpPoAyKLMMN FNOXKET BO3HUKHYTb
Heo06X04MMOCTb XpaHeHNs Npu COOTBETCTBYIOLLMX YCNIOBUAX fOCTATOYHOr0 06bema 06pa3LoB MPOMEXYTOUHbIX MPOAYKTOB.

67 MoxeT BO3HUKHYTb HEO6XOAMMOCTb HEMpepbIBHOrO KOHTPO/IS mapameTpoB B Xofe npoLecca npou3BOAcCTBa
(Hanpumep, HeNpepbIBHOTO KOHTPO/A hU3MYECKUX NapamMeTpoB B xoAe hepmeHTalmm).

68 PacnpocTpaHeHHOV NpaKkTUKOW SBNAETCA HenpepbiBHOE Ky/lbTUBMpOBaHWe 6Guonoruyeckoidi npogykuuu. Mpu
TakoM [fieToie Npon3BOACTBA HEOOXOAMMO NPUHATL BO BHMMaHNe 0cobble TpeboBaHNS K OpraHn3aLm KOHTPOIs kayecTea

npoAyKLum.

42



FOCT P 52249—2004

Mpunoxexne 6

Mpon3BoACTBO MeANLNHCKUX ra3oB

1 O6wue NonoxeHus

B HacTosILEM MPWUIOXKEHUN pacCcMaTpuBaeTCs NMPOMbILLIIEHHOE NPOWN3BOACTBO MEAMLMHCKIX ra3oB, KOTOPOe OTHO-
CUTCS K Creumann3MpoBaHHbiM NPOMbILIEHHBIM NPOLLEccaM U OCYLLECTB/SETCS, Kak Npasuio, Ha HeapMaLeBTUYecKnx
npeanpuaTusx. MNpunoxeHne He pacnpoCTpaHseTCs Ha NPOU3BOACTBO U O6palleHne MeAWLMHCKUX Ta3oB B 60/bHULAX,
perynvpyemoe cneuuasnbHbIMU HOpMamu. Tem He MeHee, COOTBETCTBYIOLME pa3fenbl JaHHOTO NPUNOXKEHNUs MOTYT 6biTb
CNO/b30BaHbl B KAYECTBE OCHOBbI A1 OpraHm3auum 3aToii pa6oTsl.

Mpon3BOACTBO MEAULMHCKMX Fa30B, Kak NpaBuio, OCyLLeCcTBNAETCs B 3aKpbiTOM 060pyoBaHnU. Bnarogaps atomy
PUCK 3arpsiBHEHWSI AAHHON NPOAYKLMU W3 OKpyXatolieil cpeapl ABASETC MUHUManbHbIM. OfHAaKO CyLecTBYeT puck
NepeKkPecTHOro 3arpsisHeHns ApyrumMu rasamu.

Mpon3BOACTBO MEAULMHCKNX Ta30B C/EeAYeT OCYLLEeCTB/sATh B COOTBETCTBIAM C HACTOSALMM CTaHAAPTOM, (hapmako-
neiHbIMU TPEeGOBAHUAMM W APYTUMN JOKYMEHTaMu.

MpurumMmeuaHne — TpeboBaHUS HACTOALLETO MPUIOKEHWUS PACNPOCTPAHSIOTCA TONMbKO Ha OpraHu3auuio
NPOW3BOACTBA U KOHTPO/IS KAYeCTBa MeAMLMHCKNX ra3oB. Tpe6oBaHus NpOMbILIEHHOW 6€30MacHOCTH NPU NX NPOU3BOA-
CTBE NpvBeAeHbl B APYTMX HOPMATUBHBIX JOKYMEHTaXx.

2 MepcoHan

2.1 YNonHOMOYEHHOE L0, OTBETCTBEHHOE 3a Bblfady paspeLleHnii Ha BbINYCK MeANLIMHCKMX ra3oB, fOIXHO UMETb
cneumanbHble 3HaHKUs B 061aCT NPON3BOACTBA U KOHTPOJIS KAUECTBA MEAULUHCKUX Fa30B.

22 [lepcoHasn, 3aHATbIi B NPON3BOACTBE MEAWLMHCKUX ra3oB, AO/KEH NOHMMATb TPe6GOBaHWNSA HACTOSALLEro CTaH-
fapTa B OTHOLIEHUN MEAMLMNHCKMX ra30B, 3HATb KPUTUUYECKM BaXHbIE aCNeKTbl W BO3MOXHYH ONacHOCTb /18 NauueHTos,
KOTOPYI0 MOTYT NpefCcTaBAaTb /IekapCTBEHHbIe npenapaTbl B popMe MeAULMHCKUX ra3oB.

3 MNomelweHna n obopygoBaHne
3.1 MomeLeHuns

3.1.1 Onepauuu HanoMHEHNS MEAULMHCKUMUN N HEMEULMHCKUMU rasamu credyeT oCyLecTBNATbL B 30HaX, oTAe-
NIEHHbIX OT 30H HaMOJIHEHUA HeMeULVHCKMMK ra3amu. 3anpelaeTtcs o6MeH 6annioHamun (KOHTeliHepamun) Mexay aTumun
30HaMU. B 1CKNOUNTENbHBIX CAyYasx AONyCKaeTcs HanoMHEHNEe MeANLVHCKUX U HeMeAULMHCKUX ra3oB B OHON U TOW Xe
30He N0 NPUHLMMY OTAENbHbIX LWKI0B NPON3BOACTBA MPU YC/I0BUW, YTO NPESYCMOTPEHbI CnelnanbHble Mepbl NpesocTo-
POXHOCTU 1 NPOBOAUTCA Heobxoanmasa aTTecTauns (Banugauns).

3.1.2 TomelleHUsi, B KOTOPbIX BbIMOMHSATCSA onepauuy no npovu3BOACTBY, MPOBEAEHUIO UCMbITAHWUA N XPAHEHWIO
MeANLMHCKUX Ta3oB, AO/HKHbI WMeTb [OCTaTO4HY naowab ANA WUCKIYEHUA nepenyTbiBaHna. MoMeLeHns [OSKHbI
coflepxaTbCa B YNCTOTe 1 obecneynsatb TpebyeMblii NOpafokK paboTbl U XPaHEHUA NPOAYKLMN.

3.1.3 Pa3mepbl U NNaHNPOBKa 30H HAMOIHEHWA [O/KHbLI NpeaycMaTpuBaTh:

a) oTAeNlbHble MapKMPOBaHHbIE 30HbI 4151 PA3/INYHbIX [a308;

6) ofHO3HauHOe 0603HauYeHne u pasgeneHne nycTbix 6ann1o0HOB (KOHTeHepoB) N 6annoHOB (KOHTEHepOoB), Haxo-
[AALLNXCA Ha pasHbIX CTaANAX NPon3BoACcTBa (Hanpumep. «OxugaeT HAaNOHEHNSA». «HanonHeH». «KapaHTuH». «Of06peH».
«OTKNOHEH»).

Cnoco6, ncnonb3yemblit AN AOCTUXEHNSA 3TUX YPOBHEl pasfeneHuns, 3aBUCUT OT XxapakTepa, 06bemMa 1 CI0XKHOCTH
TEXHOI0TMYecKoro npouecca. Mepamn pasfeneHns MoryT CAYyXWTb 30HbI C pasmeTkamu nosna, neperopogku, 6apbepsl,
0603Ha4YeHns n Ta.

3.2 O6opypoBaHue

3.2.1 Bce o6opygoBaHue 415 NPOU3BOACTBA U NPOBEAEHNSA aHaNN30B A0/KHO NPOXOANTL Nepuoanyeckyto aTTec-
Tauuo 1 KannbposKy (NOBEPKY).

3.2.2 Ta3 cnepyeT nogaBaTb TO/MbKO B NpeAHasHayeHHbIl Ans Hero 6annoH (koHTelHep). Tpy6onpoBogbl, no
KOTOPbIM MPOXOAST rasbl, He A0/KHbI UMETb COeAVHEHWNI, 3a UCKMIOUYEHNEM aTTeCTOBaHHbIX NMPOLLECCOB aBTOMATUYEeCKOro
HanofHeHus. PacnpegenutesibHble KONIEKTOPbI JO0/MKHbI 6bITb 060PYA0BaHbI COEANHUTENbHBIMY 3/1IEMEHTaMM A5 HANOS-
HEeHUsi, COOTBETCTBYIOLMMUN TONbKO KnanaHy AN KOHKPEeTHOro rasa WM KOHKPeTHOW CMecu ra3oB Tak. Y4ToGbl K 3TOMY
KONNEKTOPY MOMN NOACOEANHATLCA TOIbKO COOTBETCTBYOLWME 6annioHbl (KOHTeliHepbl). Wcnonb3oBaHne pacnpepenv-
Te/IbHbIX KOIJIEKTOPOB U UX COELUHEHWNIA ¢ kKnanaHaMu 6an10HOB (KOHTEiHePOB) MOXEeT peryimpoBaTbCa HaLoHanbHbIMK
WM MeXAYHapoHbIMU CTaHgapTaMu.

3.2.3 PaboTbl N0 PEMOHTY U TEXHUYECKOMY 06CNYXMNBaHUIO 060pY0BaHNSA He AO/KHbI BAUATL HA Ka4yecTBO Meau-
LIMHCKMX rasoB.

3.2.4 Cnepyet nsberatb HanosIHEHUs HEMEAMULIMHCKUX ra3oB B 30HaX W Ha 060pyA0BaHWUU, NpegHa3HavYeHHbIX ANs
NPoM3BOACTBA MeAULMHCKUX ra3oB. VICKnoueHus fonyckaloTcsi B C/yyasx, Korga kauyecTBO rasa, UCMosib3yemoro Ans
HeMeULMHCKMX Lienei, No MeHbluei Mepe, 3KBUBA/IEHTHO Ka4yecTBY MeAWMLMHCKOTO rasa v TpeboBaHWA HaCTOALLEero
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cTaHAapTa cobnogatTcs. Mpu 3TOM ANA NpeA0TBPALLEHUS 3arpsA3HEHNA MEAULMHCKOTO rasa ciefyeT UMeTb aTTecToBaH-
HbIi (BaNMAMPOBaHHbINA) METOZ, KOTOPbIA UCKNI0YAET NPOHNKaHNEe HeMeLULMHCKUX Ta30B B IMHWI0, 06CYXUBAIOLLYIO 30HY
HanonHEHNS.

3.25 PesepByapbl 4151 XPaHEHWsI N NepefBUXHbIE LIUCTEPHbI 415 [OCTABKW LOMKHbI 6bITh NpefHasHaueHbl Afist
0fHOTO BMAA rasa OnpesAesieHHOro kadecTsa. CXKEeHHbIe MeANLMHCKNE rasbl MOXHO XPaHUTb UM TPAHCNOPTMPOBaTL B
Tex Xe pesepByapax, UTo ¥ aHasIornyHble HEMeANLMHCKIE rasbl, MPU YCM0BUM, YTO KAUECTBO NOC/ELHUX, N0 MEHbLUEN Mepe,
3KBUBASIEHTHO KAYEeCTBY MEANLUHCKMX ra30B.

4 [lokymeHTaumsa

4.1 [laHHble, BK/IOYEHHble B NPOTOKO/bI AN KaXAOW Cepun HamoSIHEHHbIX 6anfoHOB (KOHTEMHEPOB), [0/KHbI
cogepxaTtb MHopmaumio 060 BCex OCHOBHbIX NapameTpax COOTBETCTBYIOLWMUX CTaauii HanosnHeHus. MpoTokonbl cepun
[O/MKHBI coAepXaTb CrneAytoLLyo UHopMaLmio:

HaumeHoBaHWe NpPoAyKLuu:

AaTy 1 Bpems onepauuii No HanosIHeHWo;

CCbI/IKY Ha UCNOJIb3yeMyto YCTAaHOBKY A/151 HANOMHEeHUS:

- ncnosnb3lyemoe obopyaoBaHue;

Ha3BaHuWe rasa 1 CCbiXy Ha cneyudukaunio ANa 4aHHOTO rasa Uan Ha cneuyundukaunm 0a Kaxaoro us rasos,
BXOASLLNX B CMECD;

- onepauuu, npeAwecTByOLWmMe HanoHeHnto (7.3 faHHOT0 NPUIOXEHNS);

- KONM4yecTBO M 06beM 6annoHOB (KOHTEiHepOB) A0 U NOC/E HANONHEHNS;

- (haMmuanio 1 HMYManbLl NMua, NPOBOAVBLLETO ONepaLuio HanoHEHUS:

- haMunanm u nHULManbl NnL. BbIMOMHABLLMX KaXKAYl0 OTBETCTBEHHYIO onepauuio (O4NCTKY MHUK, NpuemMky 6anno-
HOB (KOHTEelHepOB), ONOPOXHEHNEe 6anN0HOB (KOHTEHepoB) 1 T.N.);

- OCHOBHble MapameTpbl, NOATBEPXAAOLME NPABUIbHOCTL HAMOHEHNS NPU CTaHAAPTHBIX YCNOBUAX:

- pe3ynbTaTbl UCMbITAHWIA NPU KOHTPOJIE KayecTBa W B Cy4yasx, korga 060pyAoBaHue Kanubpyetca nepes Kaxabim
ucnblTaHneMm, cneymndurkanmno cTaHAapTHONO rasa U pe3dynbTaTbl KOHTPONA KaNNGPOBKY;

- pesynbTaTbl KOHTPO/SA HAMOMHEHNS 6anNOHOB (KOHTEiHepoB);

- obpaseLl, 3TUKETKN C HOMEPOM Cepuu;

- NOAPOGHYI0 MHOPMaLNIO 0 NH6bIX 3aTPYAHEHUSAX NN HEOBbLIYHbIX Cy4Yasnx;

- yTBEpPXAEHHOe NCbMEHHOE pa3speLleHne Ha Nto60e OTKNOHEHUE OT UHCTPYKLUIA NO HaMOMHEeHWIO:

- AaTy v nofnucb KOHTposiepa, OTBETCTBEHHOrO 3a onepauuio HanosIHeHWs, NOATBEPXAAlolWylo NpaBubHOCTb
npoBeAeHns paboTbl.

5 MpownssoacTeo
5.1 Bce KpuTuyeckne ctagnm TeXHOMOTMYECKNX MPOLECCOB noAnexar aTrectauuu (Banugaumn).
5.2 Mpon3BoACTBO HepacacoBaHHOW Npoaykuun (6ank-npoaykTa)

5.2.1 Ta3sbl, NpefHasHa4yeHHble 4719 MEeAULMUHCKOK MPUMEHEHMUS, NPOM3BOAAT MYyTEM XMMUYECKOro CUHTEe3a Wau
nosyyalT U3 NPUPOAHbLIX NCTOYHMKOB, NPV HEO6XOAMMOCTH, C NocneayloL el O4NCcTKol (HanpuMep, Ha yCTaHOBKe pasfe-
NneHns Bo3ayxa). Takme rasbl MOXHO paccMaTpusaTh kKak hapmaleBTuyeckne cybcTaHumm nnn HepacacoBaHHble nekap-
CTBEHHblE CpefcTBa.

5.2.2 TMpu Heo6Xxo4MMOCTH cnefyeT AOKYyMEHTa/IbHO pernameHTMpoBaTb Tpe6oBaHNA K YNCTOTe, APYTM COCTaBA-
IO UM 1 BO3MOXHbIM NPUMECAM, KOTOPblE MOTYT NPUCYTCTBOBATb B UCXOAHOM ra3e 1 Ha CTafusx ero O4ncTkn. [N Kaxaoro
npouecca J0/KHbl 6bITb pa3paboTaHbl COOTBETCTBYIOLLME TEXHOMOTMYECKNE CXEMBI.

5.2.3 Bce cTagum pasgeneHvs M 04UCTKU AO0/KHbI 6biTb paspaboTaHbl Takum ob6pas3om, 4To6bl obecneuntb ux
MakcuMasbHylo 3(hekTUBHOCTL. HanpvmMep, npvMecu, KOTopble MOFyT oka3aTb OTpuLaTeslbHOe BNSHWE Ha CTajuto
OUNCTKM, criefyeT yAansTb 40 ee fOCTUXKEHUS.

5.2.4 Ctapuu pasfeneHus n oO4NCTKM nognexar artectauuv (Banugauun) B OTHOWEHUN 3hEKTUBHOCTU U KOHTPO-
NMpYIOTCA B COOTBETCTBUM C pesy/nbTaTamu atTectaumun (Banugaunmn). BHyTpMNpon3BoACTBEHHbI KOHTPO/Ib MOXET BK/IHO-
yaTb B ce6s HenpepbiBHEE NPOBeAeHNe aHann3os. Mopsagok 06cnyxmBaHns 060pyA0BaHNSA U 3aMeHbl PaCX0HbIX geTanei
(Hanpumep, UNLTPOB OUNCTKM) AO/MKEH GblTb OCHOBAH Ha pe3y/bTaTax KOHTPONA W aTtTecTauun (Banuaauun).

5.2.5 Mpu HeobxoaMMOCTV B AOKYMeHTauuu cnefyet ykasbiBaTb NpefefibHble 3HauYeHWs Temnepatypbl B xofe
TEXHOMI0TNYECKMX NPOLEeccoB, N3MEPEHHON Npy BHYTPUNPON3BOACTBEHHOM KOHTpOE.

5.2.6 KOoMNblOTEPHbIE CUCTEMBI, NCMO/b3YyEMblE AN YIPABIEHUA NN HENPEPbLIBHOTO KOHTPO/IA NPOLECCOB, [O/KHbI
6bITb aTTeCTOBaHbl (BaMANPOBaHbI).

5.2.7 Ana HenpepbIiBHOrO npouecca crnegyet AOKYMEHTas/IbHO ONpefennTb MOHATUE cepuy MPoAyKLMMK, KOTOpoe
[0/DKHO 6bITb COracoBaHoO C NOPSIAKOM NpoBefeHns aHannsa HepacacoBaHHOrO rasa.

5.2.8 B xofe npouecca Npov3BoAcTBa ciefyeT NOCTOSAHHO KOHTPO/IMPOBATL KAa4eCTBO rasa 1 cofepxaHvie B Hem
npumMecei.

5.2.9 CnepyeT npoBOANTL MUKPOGMOIOrNYECKNil KOHTPOIb BOABI, UCMNOb3YEMOM 4151 OXNaXAEHUS BO BPEMS CxXaTUs
BO3JyXa, €C/IN OHa NMeeT KOHTaKT C MeAULUHCKUM ra3oMm.

5.2.10 Bce onepauuv no TpaHCMOPTUPOBAHUIO CXVKEHHbIX ra3oB U3 MecTa NepBUYHOIO XpaHeHus, B T. 4. Nposeje-
HMe KOHTPONSA nepef TPaHCNOPTUPOBAHNEM, AO/DKHbI BbIMOMHATLCA B COOTBETCTBMM C UHCTPYKLMAMM, HanpaBfeHHbIMU Ha
npegoTBpalleHne 160ro 3arpssHeHns. Tpybonposos 419 TPaHCNOPTUPOBaHKA rasa Ao/MKeH 6biTb 060pyA0BaH 06paTHbIM
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K/lanaHoMm Wan 4pyruM aHanorMyHbIM yCTpoiicTBOM. Oco60e BHUMaHWe cneayeT yaenaTb OUUCTKE TMBKUX COeANHUTEbHBIX
3/1EMEHTOB, LW/AHTOB U MECT COEAUHEHUS.

52.11 BHOBb NOCTYNWBLUWIA ra3 MOXHO A06ABNATL B pe3epByapbl, B KOTOPbIX XPAHUTCS 3TOT Xe ras u3 npegblayLmx
noctaBok. Mpw 3TOM pe3ynbTaTbl aHann3a Npoobl JOMKHbI NOATBEPAUTL, YTO KAYECTBO NOCTAB/IEHHOTO rasa CoOTBETCTBYeT
YCTaHOB/EHHLIM TpeGoBaHusM. Takas npo6a MOXeT 6bITb 0OTOGpaHa 13:

- 1ocTaB/IEHHOrO rasa nepef fAo6aBneHnem um

- pe3epByapa ¢ HepachacoBaHHbIM ra3oM Mocne fo6aBeHNs Y CMELLEHUS.

5.2.12 HepaccacoBaHHble rasbl, NpeHasHauyeHHble 4NA MeAULMHCKOTO NPUMEHeHUs, cnesyeT onpeaensTb kak cepuo
NpOAYKLMM, KOHTPOMMPOBATbL COMMIACHO COOTBETCTBYHOLMM TPEGOBAHUSIM U BblaBaTh Pa3peLlEHNE Ha UX HAMOJHEHVE.

5.3 HanonHeHue n mapkmposka

5.3.1 [lo npoBeAeHWs onepauyunii HanosnHeHWs cnedyeT onpeAenuTb nokasarenu (napameTpbl) cepun NPoAYKLNN.

5.32 BannoHbl (KOHTelHepbl) AN MeAULMHCKUX ra3oB AO0/IKHbI COOTBETCTBOBATb YCTAHOBNEHHLIM TEXHUYECKUM
Tpe6oBaHuAM. Mocne Hano/sIHeHUs knanaHbl cnegyet N1oMbuposaTh A5 KOHTPOA NEPBOro BCKPbITUA. 1A obecneveruns
afleKBaTHOW 3alinTbl OT 3arpsA3HeHNs pekoMeHAyeTcs ycTaHaB/MBaTb Ha GasnoHbl knanaHbl YAepXWBaHUA OCTATOYHOrO
faBneHus.

5.3.3 PacnpegenutenbHblii KONNEKTOP ANS HANOHEHNA MeAULMHCKUMU ra3amu n 6anioHbl (KOHTeHepbl) AO/MKHbI
6bITb NpefHa3HayeHbl 415 O4HOT0 ONpefesieHHOro rasa UM cmecw rasos (3.2.2 gaHHoro npunoxeHus). CnegyeT opraHu-
30BaTb CUCTEMY KOHTPONA 3a 060pOTOM 6an/IOHOB U KNanaHoB.

5.3.4 OuncTKy 1 npoayBKy 060pyf0BaHNs 4151 HANO/THEHUA 1 TPY6ONPOBOOB ClefyeT NPOBOAUTL B COOTBETCTBUN
C YTBEPXAEHHbIMU MHCTPYKLUMUAMU. DTN onepauun nMeloT ocoboe 3HaYeHne nocne TEXHUYECKOro 06CnyXnBaHnsa cuctem
VN HapyLlLeHns ee LenocTHocTY. Mepey Bbifadeii paspelleHnst Ha UCNoNb30BaHne cucTemMy Heo6x04MMO NPOBEPUTL Ha
OTCYTCTBUe 3arpasHeHnii. CnefyeTt BECTU 1 COXPaHATb NPOTOKO/bI O4MCTKM 060pyf0BaHUS.

5.3.5 BusyanbHoe o6cnepoBaHne 6an/10HOB (KOHTEiHEPOB) HA NPOM3BOACTBEHHOM y4YacTke NPOBOAUTCA B crepy-
OLWKX cnyyasnx:

- NpY NOCTYN/IEHUN HOBbIX 6Ga/IIOHOB:

- [0 1 nocne No60ro UCNbITaHNA rMAPOCTATUYECKUM AaBIEHNEM UM 3KBUBANEHTHOTO UCMbITaHUS.

Mocne ycTaHOBKW kfanaHa ero cfedyeT AepxaTb B 3aKpPbITOM MOSIOXEHUN ANA NPefoTBpalleHns NocTynneHns
No60ro 3arpA3HeHns B 6an0oH (KOHTelHep).

5.3.6 lNepepn Hayanom onepauuun HanosIHEHUA crefyeT NPoBOAUTb:

- MpoBepKy ocTaTo4HOro gasneHus (o1 3 fo 5 6ap) 4NS NOATBEPXAEHUS TOr0, YTO 6annoH (KOHTeliHep) NOMHOCTbLIO
He OMOPOXHEH:

- n3bATUE 6anNNoHOB (KOHTEHePOoB), B KOTOPbLIX OCTATOYHOE AaB/ieHne He 06HapyXeHo, AN NPOBeeHNs AONOHU-
TefIbHbIX Mep, NO3BOSAOLWMX YCTAHOBUTb, YTO 3TN GannoHbl (KOHTEHEpPbI) He coAepxaT BoAy AW Apyrue 3arpasHsioLine
BellecTBa; 3TV AeiiCTBMA MOryT BK/lOUaTh B Ce6S 0UNCTKY C MPUMEHEHMEM NMpoLLeAWwnX aTTecTauuio (BannjaLmnio) MetTo08
VNN BU3YaslbHbI KOHTPOSIb;

- KOHTPOJIb NOBPEXAEHHbIX 6aN0HOB (KOHTEiHepOB), C KOTOPbIX A0/MKHbI GbiTh yAaneHbl aTUKeTKW, onpegensioLue
cepuvio NpoayKuun, 1 Bce Apyrue aTUKeTKu;

- BU3yasibHblii KOHTPO/Ib BHELWHETO BUAA KaXAO0ro knanaHa 1 6anioHa (KoHTeliHepa) Ha Hannume BMATUH, NPOXOroB
OT [lyroBoOIi CBapku, CKOI0B, APYrNX NOBPEXAEHW 1 3arpA3HeHnii macnamu unu cmaskamu. CnegyeT NpoBOAUTL Haaexa-
W1M 06pa3omM OUUCTKY, UCMbITAHNA U TEXHUYECKoe 06CnyXnBaHe 6ani0HOB (KOHTeliHepoB):

- NpOBepKy Kaxoro 6annoHa (KOHTeliHepa) UK KnanaHHOro COeAMHEeHNs KPMOTEHHOTO cocyaa ANa onpegeneHns
COOTBETCTBMS €0 TUna AaHHoMy MeULMHCKOMY rasy;

- NpoBepky «kofa AaTbl UCNbITaHNA» BannoHa (KoHTeliHepa), yA0CTOBEPSIOLLYI0, YTO 6bISI0 NPOBEAEHO MCMbITaHNe
6ansioHa (KOHTeliHepa) rnapocTaTMyeckum AaBneHnem (M 3KBUBANEHTHbIM UCMbITAHNEM) U CPOK AeiCTBNSA pe3ybTaToB
MCMbITAHUIA HE NCTEK B COOTBETCTBUW C Ae/CTBYIOLMMU HOpMamu;

- NPOBEPKY HanMuus Ha kaxaom 6annoHe (KOHTeliHepe) LIBETOBOrO Koja Mo COOTBETCTBYIOLEMY CTaHAAPTY.

5.3.7 CnepyeT TwarteNbHO BbIMOHATL MOArOTOBKY 6a//10HOB (KOHTelHepoB), BO3BpaLLeHHbIX A5 MOBTOPHOrO
HanosIHeHUs, YTOGbI PUCK 3arpA3HEHUS 6bl1 MUHUMAaNbHBIM. [N CXKaTbiX ra3oB MakcumasibHOe TeopeTnyeckoe cofepxa-
HUe npumecyn npu AaBneHnn HanosnHeHus 200 6ap A0/MKHO cocTaBnATb 500 06bEMHbIX YacTel Ha MUAAVOH. ANs Apyrux
faBneHnii onpeensioTcA aKBUBAIEHTHbIE 3HAYEHUS.

MogrotoBka 6ann10HOB (KOHTEiHEPOB) BbINOIHAETCA CeAyloWwmm obpasom:

- 13 kaxpgoro 6annoHa yAanseTcs BeCb OCTaBLUMIACA ra3 nyTeM oTkaumBaHusa (Mo kpaiiHeli mepe, O OCTATOYHOrO
abcontoTHoro gasneHuns 150 kittap) nnm

- B Kaxaom 6annoHe (KoHTeliHepe) copacbiBaeTca faBneHne W BbINOHAETCA Nocnefyowas npogyBka ¢ UCNnosb30-
BaHWEM aTTeCcTOBaHHbIX (BanngMpoBaHHbIX) METOA0B (YacTUYHOe co3faHne U36bITOYHOTO AaB/ieHns He MeHee 7 6ap C
nocnegywwmm c6pocom).

[na 6annoHoB (KOHTeliHepoB), 060pPYyA0BaHHbIX KnanaHaMmn 0CTaTo4YHOro (MNoM0XNTENbHOrO0) fAaB/ieHNs, AOCTaTO4YHO
OAHOI OTKauku nofj BakyymoMm A0 Aasnenusi 150 mb6ap. B npoTuBHOM cnyyae cnegyeT NpoBOAUTb MOJIHbIA aHanus
oCTaBLUerocs rasa B kaxaom 6annoHe (KkoHTeliHepe).

5.3.8 3anonHeHune 6annoHoB (KOHTeliHepoB) cnefyeT NPOBEPATb B ycTaHOBNEHHOM nopsigke. OAHUM K3 nokasate-
neii Toro, 4To 6an10H (KOHTENHEP) HANOHAETCA HaA/1exalum 06pa3oM, MOXET CNYXWUTb OLlyLleHne Tensia npu Nerkom
NPUKOCHOBEHUW K BHeLLHeli 060/104ke 6annoHa (koHTeliHepa) B Xofe HanosHeHus.
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5.3.9 Kaxgblii 6annoH fo/KeH UMeTb MapkUpoBKY ¥ LIBETOBOI Kog. HoMep cepun u/wnu gata HanosiHeHus:, a Takke
fata UCTeYeHUsi cpoka rofHOCTY MOTYT 6bITb YKa3aHbl Ha OTAENbHON TUKETKe.

6 KoHTponb KauecTBa

6.1 KauecTBO BOAbI, UCMOMb3YyEeMOVi 4151 NPOBEAEHNS UCNbITAHWIA TMAPOCTATUYECKUM fiaBIEHNEM, JO/HKHO COOTBET-
CTBOBaTb. N0 MeHbLUE Mepe, KauecTBY NUTbLEBOI BOAb! U NOABEPraTbCs MOCTOSSHHOMY MUKPOBMOAOrMYECKOMY KOHTPOIO.

6.2 lMpoBefeHne uUCnbiITaHU 1 Bblgadya paspelleHnss Ha BbIMyCK KaX/Aoro MeAnLMHCKOTO rasa foJ/hKHbl OCyLiecT-
BNATLCSA B COOTBETCTBUM C ero cneyundukauymein. Kaxaplii MeauLMHCKNI ra3 4oMKeH UCMNbITbIBATbCS HA COOTBETCTBUE BCEM
HOpPMaTVBHbLIM TPE6OBaHNAM C MHTEpPBaNaMU, JOCTATOUHbIMU /15 rapaHTUK NOCTOSAHHOIO COBI0AEHNA 3TUX TpeboBaHWiA.

6.3 Ha npoBefeHne Hano/HeHWs HepacacoBaHHOIO rasa [AO/HKHO BblgaBaTbCcsA paspellieHne (5.2.12 gaHHoOro
NPUIOXEHNS).

6.4 Ecnu ofuH MeAULMHCKWI ra3 HanonHAeTCcs Yepes MHOTOLMANHAPOBLIV KONeKTop, TO. No KpaiiHeli mepe, oAVH
6an/10H C rasoM OT KaXAOro Hano/HEHUs Yepe3 KOSIIEKTOP AO0/HKEeH MPOBepsATbCA Ha NOAIMHHOCTbL, KO/IMYECTBEHHOe
cofiepxaHue 1, Npy Heo6Xo0A4MMOCTH, Ha cofiepxaHne BoAbl, MPY KaxAoi cmeHe 6a110HOB (KOHTeiHepOoB) Ha KO/IeKTope.

6.5 EcCnnm oAMH MeAMUMHCKWUIA a3 HanosnHseTcs B 6anioHbl (KOHTelHepbl) nyTem WHAMBKUAYaslbHOW onepauuu
HanosIHeHus, To. No kpaiiHeli Mepe, OANH 6annoH (KOHTeliHep) NPU KaXX40M HenpepbIBHOM LiUK/Ee HANOTHEHNS AO/MKEH GblTh
npoBepeH Ha NOA/IMHHOCTb W KONMYECTBEHHOE cofepxaHue. MpuMepoM HenpepbIBHOTO LMKAa Hano/HeHUs ABnseTcs
Npou3BOACTBO B TeYEHNE OfHOI CMEHbl OAHUM U TEM Xe NepCcoHasIoM C UCNOb30BaHWeM OfHOro 060pyA0BaHNA U OAHOM
cepuu rasa B 6asnk-chopme.

6.6 Ecnn MeAWLMHCKWIA ra3 roToBUTCA CMelleHneM B 6asisioHe (KOHTeliHepe) ABYX unu 6o/1ee pa3fnyHbIX rasos U3
O/IHOTO 1 TOrO e pacnpefennTesibHOro KOMeKTopa, TO MpU KaxAoM Lukne paboTbl KO/eKkTopa creayeT MUChbiTbiBaTb
coflepxnmoe, Kak MUHUMYM, OfHOro 6ansoHa (KOHTeliHepa) Ha NOA/IMHHOCTb W KO/IMYECTBEHHOE cofepXaHue Bcex
KOMMOHEHTOB ra3oBoli CMecu W. Npy He06XOANMOCTH, Ha cofepxaHne BoAbl Y MPaBUIbHOCTb COOTHOLLEHNS ra3oB B CMECH.
Ecnun 6annoHbl (KOHTeHepbl) HAMOMHAOTCA NO OTAENbHOCTW, TO KaXKAbl 6annoH (KOHTeliHep) cregyeT WUCNbITbiBaTh Ha
NOA/IMHHOCTb U KONIMYeCTBEHHOE CofepXXaHne Bcex KOMNOHEHTOB ra3oBoii CMecK, . kak MUHUMYM, OfUH 6annoH (KOHTel-
Hep) U3 KaX/oro HenpepbIBHOTO LKA HANO/THEHUS — Ha NPaBUIbHOCTb COOTHOLWEHUA ra3oB B CMECH.

6.7 Ecnu rasbl CMelIMBAOTCA Ha /IMHUM Mepej HanosHeHMeM (Hanpumep, cMecb Okcupaa asoTal/kucnopoga), To
cnefyeT NPOBOAUTL NOCTOAHHbIA aHaIn3 HanosIHAEMOW cmecu.

6.8 Ecnu 6annoH (koHTeliHep) HanoIHAEeTCA HeCKObKMMU rasaMu, TO NPoLecc HanoIHEHNs Jo/KeH obecneynBaTb
npaBW/IbHOE CMeLLIVBaHNe ra3oB B KaX40M 6annoHe (KOHTeliHepe) v MOJIHYI0 FTOMOTeHHOCTb CMECH.

6.9 Kaxpablli HanonHeHHbI 6annoH (koHTeliHep) nepes onn1oM6MpoOBaHWEM 415 KOHTPO/A NepBOro BCKPbITUA [0N1-
XXEH NPoXoANTb UCMbITAHWE HA FEPMETUYHOCTb C MCMO/Ib30BaAHMEM COOTBETCTBYIOWEro meToAa. CnedyeT Takke NpoBepsiTh
Ha repMeTUYHOCTb 6aNIOHbI (KOHTEWHEPBI), U3 KOTOPbLIX OT6MpPanncb NPo6bl 415 aHA/IM30B.

6.10 ECnu KpWMOTreHHbIM ra3oM HamnosHAKTCSA KPUOTeHHble COCyAbl AN NOCTaBKM MOTPebuTensmM, To coaepxnmoe
KaxAoro cocyfia crnefyet UCMbITbIBaTb Ha NOA/MHHOCTL U NPOBOAUTL €70 KONIMYECTBEHHBIA aHanus.

6.11 He TpebyeTcsa oT6upaTb NpPobbl W3 KPUOFEHHbIX COCYAO0B MOC/e UX HAnoO/HEeHWs B TOM C/y4yae, ecnu OHW
XpaHATCS y noTpe6uTesnei n NOBTOPHO 3ano/HATCS Ha MecTe W3 NepeABUXHbIX LUCTEPH, NpY YCNI0BUU, YTO KOMNAaHWS,
ocylecTBAIOWAA HanonHeHne, NpegocTaBnseT aHaIMTUYECKNil nacnopT Npo6bl, 0TO6paHHOI 13 Takoi uucTepHbl. Kpro-
reHHble COCyAbl, XpaHawmecs y notpebuteneii, cnefyeT nepuogmyeckn NCNbITbiBaTb AN NOATBEPXKAEHNA COOTBETCTBUSA
X cogepxumoro hapmakoneiiHbiM Tpe6oBaHNAM.

6.12 He TpeGyeTcs coxpaHsaTb 06pasLbl cepuii NPOAYKLWN, €CNN 3TO He NpeAyCMOTPEHO AoKYMeHTaLue.

7 XpaHeHue u Bblinyck

7.1 HanonHeHHble 6annoHbl (KOHTeHepbl) AOMKHbI COAEPXaTbCs Ha KapaHTUHHOM XpaHeHUn 0 BblAayn paspelle-
HUS Ha BbINYCK YMO/IHOMOYEHHbIM JINLOM.

7.2 BannoHbl (KOHTelHepbl) C ra3oM cneayeT XpaHuTb B CneLlunanbHo 0TBEJEHHOM MecTe, 3alyWLeHHOM OT Bo3jeit-
CTBUS IKCTPEMasIbHbIX TeMNnepaTtyp. 30Hbl XPaHEHUA [0/MKHbI 6bITb YNCTLIMU, CYXUMUW, XOPOLLO NPOBETPMBAEMBIMU U B HUX
He AO/KHbl XpPaHWTbLCA roprYne maTtepuasnbl, C Lefblo coXxpaHeHus 6annoHOB (KOHTENHepOoB) YMCTbIMU K MOMEHTY WX
MCNO/b30BaHWS.

7.3 MNopagok xpaHeHNsa [OMKeH NnpeAycMaTpusath pasfesibHoe XpaHeHne 6a110H0B (KOHTeiHepoB) C pasNyHbIMU
rasamu, HanosIHeHHbIX U NycTbIX 6a110HOB (KOHTEliHepoB), a Takke obecneynBaTtb NOPsAAOK 060poTa 3anacos COrnacHo
oyepeAHOCTN NOCTYNAEHUS NPOAYKUUN Ha cknag («nepBbiM MOCTYNUA — NEPBbIM BblfaH»).

7.4 BoBpems TpaHCNOPTMPOBAHMWSA ra3oBble 6ai/10Hbl (KOHTEeHepPbI) A0/DKHBI ObiTb 3aLMLLEHbI OT HE61aronPUATHbLIX
NoroAHbIX ycnosuii. [lnA rasosbix CMeceli, B KOTOPbIX MPU 3amMOpaxuBaHUW NPOUCXOAUT pasgeneHve das. [O/DKHbI
co6nt0AaTbCs 0CO6ble YCNOBUSA XPAHEHUS 1 TPAHCNOPTUPOBAHNS.

TepMuHbl 1 onpegenexHns

6annoH (cylinder): TpaHcnopTMpyeMmsblii KOHTeliHep BMeCTUMOCTbI0O He 6oniee 150 N BoAbl, HaxoAsAwWMACA nog,
AaBfneHneMm (4Ns uenei 4aHHOTO NPUMOXEHUS).

MpumeyaHue — BJaHHOM JOKYMEHTE onpegesieHne 6asoH NoApasyMeBaeT, B COOTBETCTBYIOLEM KOHTEKCTE,
NOHATUE CBsA3Ka 6a1/10HOB (yNakoBka 6as/I0HOB).
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ras (gas): BewecTBo nnv cmech BelecTs, koTopble Npu gasnennun 1.013 6ap (101.325 kMa) n Temnepatype 15 aC
Haxof4ATCA MOSIHOCTbIO B ra3006pa3HoM cocTosHuM unn npu 50 °C gaBneHne napos npesbiwaeT 3 6ap (300 kMa)
(ISO 10286:1996 Gas cylinders — Terminology. Bilingual edition).

30Ha (area): YacTb NomeLLeHNs, cneunanbHo BblAeneHHas Ana Npon3BoACTBa MeNLMHCKMX ras3os,

ncnelTaHne rmgpoctatnyeckum gaeneHnem (hydrostatic pressure test): VcnbiTanue, nposogumoe no coobpa-
XeHUsiM 6e30MacHOCTA B COOTBETCTBUM C Tpe6OBaHMAMMN HaLMOHAbHbIX Y MeXAYHAPOAHbIX HOPM A1 NPOBEPKM TOrO, YTO
6an10HbI W pe3epByapbl MOTYT BblAepXaTb BbICOK/E JaBeHNs.

KnanaH yaepxaHus octaToyHoro gasneHus (minimum pressure retention valve): KnanaH, cHa6XeHHbI o6pat-
HOW cucTemoli, nogaepxnaaioLeil onpegeneHHoe gasneHne (0kono 3—5 6ap Bbille aTMOCEPHOro AaB/ieHns) U npeaoT-
BpaliatLeii 3arpsasHeHne knanaHa npy MCnosib30BaHNK.

KOHTeliHep (container): KpuoreHHblii cocys, uucTepHa, 6ak. 6annoH, cBaska 6annoHoB unv nobas apyras ynakoska,
KoTopasi BCTynaeT B HEMNOCPEACTBEHHbIA KOHTAKT C MEAULMHCKUM ra3oMm.

KPMOTeHHbIW ras (cryogenic gas): a3. kotopblii npu gasnenunn 1,013 6ap cxmxaeTcs npu TeMmnepatype Huxe
MuHyc 150 "C.

KpUoreHHbI cocyp (cryogenic vessel): CTaunoHapHblii WA NepeHOCHOR TepMUYeCcKy N30/IMPOBaHHbI KOHTeliHep,
CKOHCTPYUPOBAHHbIW AN XPAHEHUSI CXKMKEHHbIX WM KPUOTEHHbIX ra3oB. M3 KpUOreHHOro cocyga ras oT6upaeTtcs B
razoo6pasHoOM UAW XWUAKOM COCTOSIHUM (AN Leneit AaHHOro NPUAoXKeHNs).

MaKCUMasbHbIi TeOpeTUYeCKNin oCTaTOUYHbIN ypoBeHb npuMecn (maximum theoretical residual impurity):
MprMech rasa oT BO3MOXHOIO npefblyLiero 3arpsisHeHus, ocTasluasca B 6annoHax nepej HanosHeHeM nocra npejsa-
puTenbHoi 06paboTku.

MpnmeyaHune — Bblunc/ieHe MakCMMasibHONo TEOPETUYECKOTO YPOBHA NMPUMECH MMeeT 3HaYeHne TObKO As
CXaTblX ra3oB B NpPeAnosioXXeHnn, 4To aTu rasbl BeayTt cebs Kak naeanbHble.

MeauuuHcknii ra3 (medicinal gas): /1l060#i ra3 unu cmecb rasoB, NpeAHasHavyeHHble An8 BBeAeHUS 60/1bHbIM B
TepaneBTUYECKNX, ANArHOCTUYECKNX WU NPOUNaKTUUECKX Lenax 4s okasaHnsa hapMakoiormyeckoro Bo3aeincTems n
KnaccuuympyemMble Kak nekapcTBeHHble cpeacTsa.

HepacdacoBaHHbI ra3 (bulk gas): /ltlo60li ras. npegHasHavaemblii NS MeAULUHCKOTO NCMNOb30BaHNs, KOTOPbIN
npoLuen Bce TEXHONOrMYeckne cTagun, 3a UCKIIOYEHNEM CTaANN OKOHYaTEeIbHOW ynaKkoBKu.

o6paTHbI knanaH (non-return valve): KnanaH, KOTOpblii NO3BONSIET NPOXOAMTb NOTOKY TO/IbKO B OHOM Hanpas-
neHun.

oTkaumBaTh (evacuate): YaanaTb OCTaTOUHbIA ra3 n3 KOHTeliHepa C NOMOLLbIO Bakyyma,

npogyska (purge): Onepauus No ONOPOXHEHWUIO U NPOYUCTKe GannoHa:

- MeTofoM c6poca ¥ oTkaumBaHus uau
- MeTofoM cbpoca, YHaCTUYHOTO CO3aHuns M36bLITOYHOTO faB/IeHNsA paccMaTpyBaeMbIM ra3oM 1 ero nocneayoLmm
cbpocom.

pacnpepenutensHblii konnektop (manifold): O6opysoBaHue Uan yCTPOCTBO, CKOHCTPYMPOBAHHbIE AN OfHO-
BPEMEHHOT0 OMOPOXHEHWUA UM HANO/IHEHNS O4HOT0 UK 6onee KOHTeliHepoB A1 rasa.

pesepsyap (tank): CTaunoHapHbIii KOHTEHEP A5 XPaHEHUS CXXUKEHHOTO WA KPUOTEHHOrO rasa,

c6poc (blowing down): Cépoc gaBneHuns go atmocepHoro.

cBfA3ka 6annoHos (cylinder bundle): C6opka XecTko 3akpeneHHbIX B kapkace 6a/1/10HOB, KOTOPble NOACOeANHA-
10TCA K pacnpeAenutenbHOMY KO/I/IEKTOPY, TPaHCNOPTUPYIOTCA U UCMOMb3YOTCA Kak OANH 610K.

cxaTblii rasz (compressed gas): [a3. KOTOPbIV NPV HANO/THEHWUW NOJ AaB/IEHWEM OCTaeTCs MOMHOCTLI0 ra3oobpas-
HbIM Npy Temnepatype mMuHyc 50 'C (ISO 10286).

cXvxeHHbln ra3 (liquified gas): Mas. kOTOPbIA NpW HaNO/IHEHWW MOJ fAaBf€HMEM HaxoAUTCA B ABYX(A3HOM
COCTOSIHUM (ra3 Hag XUAKOCTbIO) Npu Temnepartype MmuHyc 50 °C.

ycTaHOBKa pasfeneHus Bo3ayxa (air separation plant): YcraHoBka Ana oT6opa aTMocqepHOro Bo3gyxa u
pasfeneHnsa ero O4YWUCTKOW, hunbTpauuen, cxatnem, oxnaxAeHWem, CKWKeHWem U AUCTUNNsauueil Ha rasoobpasHbiii
KMcnopog, asoT v aproH.

uuctepHa (tanker): MepeABUXHON KOHTeHEpP ANA XPAHEHWUA CXWXEHHOrO WU KPUOTeHHOrO rasa.
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Mpunoxexve 7

Mpon3BOACTBO /IEKAPCTBEHHbIX CPEeACTB U3 PACTUTE/IbHOIO ChipbA

O6uime nonoxeHns

NekapcTBeHHble CpeAcTBa U3 PACTUTENIbHOTO CbipbS MMEIOT C/IOXHYI0 NPUpoay, Pa3Hoo6pasHble XxapakTepUCTUKM 1
60/1bLIOE YNCNO aKTUBHbIX WHIPEAVEHTOB, COAepXaliMxcs B MasblX KonnyecTsax. B cBf3M ¢ 3TUM Npu Npou3BoAcCTBe
NekapCcTBEHHbIX CPeACTB U3 pacTUTENbHOr0 Cbipbs OCOOYI0 pOsib MrpaeT KOHTPO/Ib MCXOAHBIX Matepuasios, YCNOBWI
XpaHeHus u nepepaboTku.

MomeuteHus
Cknafckue 30Hbl

1 NcxopHoe pacTuTenbHoe cbhipbe (T.e. Heo6paboTaHHble pacTeHuns) cnefyet XpaHUTb B OTAE/NbHbIX NOMELLEHUAX.
3TN nomMeLleHusi AO/MKHbI OblTb XOPOLIO NPOBETPUBAEMbLIMU W 3ALLMULLEHHBIMWA OT MPOHUKAHUA HACEKOMbIX U XUBOTHBIX,
0CO6EHHO rpbI3yHoB. CnedyeT nNpefycMOTpeTb Mepbl NPOTUB PACNpPOCTPAHEHUS XUBOTHLIX U MUKPOOPraHM3MOB, NPUBHO-
CUMBIX C PacTUTE/IbHbIM CbiPbEM, & TaKXe MPOTUB NePeKPecTHOro 3arpasHeHuns. MNopsaok pasmeLleHns ynakoBok He 0KeH
npensiTcTBOBaTb CBOGOAHON LMPKYNALMU BO3AyXa.

2 Ocoboe BHUMaHWe criegyeT yaenaTb 06CNYXUBAHUIO N YNCTOTE CKNAACKNX 30H. B KOTOPbIX MOXeT 06pa3oBbiBaThb-
CA NblNb.

3 [lnA XxpaHeHUs pacTeHuid, 3KCTPaKTOB, HAaCTOeK 1 APYyroi npoAykumn mMoryT notpe6oBatbcs 0cobble ycnoBus no
B/IQXHOCTW, TeMNepaTtype v OCBELLEHHOCTH, KOTOpble He06X0ANMO 06ecneynTb U KOHTPO/IMPOBaTb.

npOI/I3BO,D|CTBeHHbIe 30HbI

4 Tpu oT6ope Npo6, B3BELUMBAHUM, CMELUEHUN N APYTUX TEXHOIOTMYECKNX OnepaLusix ¢ pacTUTENIbHbIM CbipbeM,
CONPOBOXAAKLWMNXCA NblNeobpasoBaHneM. cnefyeT NPUHUMAaTb 0CO6ble Mepbl MO NOAAEPXKAHWIO YUCTOTbI, & Takke no
npesfoTBpaLLEeHNI0 NePeKPeCcTHOro 3arpsasHenns (yaaneHue nbiav, BblAeneHne cneunanbHbix NoMeLweHnii u T. n.)

[fokymeHTaumns
Cneyndukaymm Ha NCXoAHbIe MmaTepuanbl

5 MMoMnMO AaHHbIX, MPUBEAEHHbIX B HacTosAwem cTtaHgapTe (4.11). B cneundukaymm Ha pacTuTesibHOe Cbipbe,
ncnonb3yemoe 415 NPON3BOACTBA /IEKAPCTBEHHbIX CPEACTB, CneayeT, Mo BO3MOXHOCTU, BKIOYaTb:

- HaumeHoBaHue, NpUHATOe B 60TaHuKe C ykazaHueM, npu HeobxoAnMocTH, knaccudukaropa (Hanpumep. «Knaccu-
dhmkaTop pacTeHuit 1 XUBOTHbIX» Kapna JInHHes);

- noApobHY0 MHbopMaLMIo O MPONCXOXAEHUN pacTeHWs (CTpaHa Uan MecTHOCTb, Npu He06XoAMMOCTH, KyNbTypa,
BpemMs 1 cnocob c6opa, NCnosib3oBaHUe NecTUUnaoB v ap.);

- ykasaHue 06 UCMO/Ib30BaHNN BCEMO PacTeHWUs UAN TOMbKO ero 4acTtu;

- [laHHble 0 MeToAe CYLIKU, eC/n NPUOGPETEHb! BbICYLLIEHHbIE PacCTEHUS:

- onucaHue pacTeHus, a Takke AaHHble ero Makpo- U MUKPOCKOMMYECKOro uccnefoBaHuii;

- AaHHble 06 NCNbITaHUAX HA NOA/TMHHOCTb, B T. Y. UCNbITAHWUSA HA NOA/IMHHOCTb A1 U3BECTHbIX aKTUBHbIX UHIPeau-
€HTOB UM MapKepoB; A4N1A onpeaeneHns NoAMHHOCTU He06X0ANMO UMEeTb COOTBETCTBYIOLMEe 06pasLbl CPaBHEHNS;

- N0 BO3MOXHOCTU, ONUCAHNE OCHOBHbIX MHIPeAMEHTOB, 061aaloLWmnX yCTaHOBIEHHON (DapMaKko10rnyeckomn akTue-
HOCTbI0. U MapKepoB:

- Trerogbl onpefeneHns cogepxaHua nectuymaos U Ux 4ONyCTUMbIE KOHLEHTpaLmn:

- WUCMbITaHUA Ha 3arpAasHeHune rpubamu uvrtm 6akTepmsiMu (B T. 4. adpNaToKCUHbI U NeCT-UHPecTaurHbl) 1 npegensbl
[ONYCTUMOTO 3arpsA3HeHuns:

- UCMbITaHUSI Ha COAEpPXaHMne TSXeNbIX MeTannoB u APYrnx BO3MOXHbIX MOCTOPOHHUX NpUMecei;

- UCMbITAHUS Ha BK/IOYEHNE MHOPOAHbIX MaTepranos.

NMo6as 06paboTka, HanpaBneHHast Ha YMeHblUeHUe 3arpsisHeHuii rpubamu, GakTepusimm u np., AOSHKHA OblTb
[OKyMeHTanbHO odopmieHa. Takas [OKyMeHTauus [O/hkHa BKAuyaTb B cebsa noApobHylo mHdopmauuio o npolecce
06paboTkn, NPOBOANMbIX UCMLITAHWUAX U Npefenax oCTaTOYHOro 3arpsi3HeHus.

TexHoMornyeckne WHCTPYKL UM

6 TEeXHONOTMYECKNe UHCTPYKLMN AOMKHBI COLEPXaTb ONMCaHNE Pas/IUYHbIX onepauuii, NPOBOAUMbIX C pacTUTENb-
HbIM CbIpbeM (CyLIKa, M3MesibYeHne, NpoCcernBaHne 1 np.), a Takke AaHHbIe O BPEMEHU ¥ TemnepaType CyLUKW 1 MeTogax,
MCNONb3yeMbIX 4151 KOHTPONS Pa3MepoB hparMeHToB UM YacTuL. OHW Takke AO0/XHbI COfepXaTb OnMcaHne MeTofoB
yfaneHusi NOCTOPOHHUX MaTepuanos (Hanpumep, NpocenBaHue v np.).

WIHCTPYKLMM MO NPON3BOACTBY SIeKapCTBEHHbIX CPEACTB U3 PACTUTENBHOTO CbiPbs JOXHbI BK/OYATL B CE6S AaHHble
06 X OCHOBE W/IM PacTBOPUTESIE, BPEMEHN 1 TEMMNEpPATYpe 3KCTpakKLmmn, NoApo6HOe onvucaHne BCeX CTaAuil KOHLEHTPMPO-
BaHUA 1 UCNONb3YyeMbIX METO/O0B.
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OT60p Npob

7 Tak kak Heo6paboTaHHOE fleKapCTBEHHOE CbIPbe MOJyYaloT U3 OTAE/IbHbIX PACTEHWIA, OHO ABNSETCA HEOAHOPOA-
HbIM. OTGOpP NPO6 cnefyeT NPOBOANTL C 0COBOI NPEAOCTOPOXHOCTBLIO CNeLManbHO 06YYEHHbIM NePcoHanom. NMoaanHHOCTb
KaXaol cepun foMxHa NOATBEPXAATLCA OTAENbHBIM [OKYMEHTOM.

KoHTponb kayecTBa

8 lMepcoHan, 3aHsiTbIli KOHTPOIEM KayecTBa, JO/HKEH UMeTb cneunanbHylo NoAroToBKy B 06/1aCTU IEKAPCTBEHHbIX
CPeACTB 13 PACTUTENBLHOTO Cbipbs AN1S TOFO, YTOGLI OH MO MPOBOAUTL UCMLITAHUS MOCTABASAEMOr0 PACTUTENIbHOTO Chipbs
Ha NOAMIMHHOCTb W Ha/IMune NpuMeceil, BbIBNATb POCT KOMIOHUIA rpuGOB, 3apaxeHne napasutamMm, HEOAHOPOAHOCTb U T. M.

9 TMOANMHHOCTb M KA4yecTBO /IeKapCTBEHHbIX CPEACTB U3 PacTUTENIbHOTO CbIPbS [O/XHbI KOHTPONMpOBaTbCA B
COOTBETCTBMM C HOPMATUBHOW AOKYMeHTaLuel.

MpunoxeHne 8

OT60p NPO6 UCXOAHBIX N YNAKOBOYHbIX MaTepnanos
O6ume nonoxeHns

OT60p NP6 sABSIETCS BaXHOI onepauyeit, Npu KoTopoii 6epeTcsi TONbKO Manas YacTb MaTepuasnos, NpegHasHaueH-
HbIX AN NPOM3BOACTBA BCell cepuu. HepenpeseHTaTuBHasi npoba He NO3BO/SET 4aTh rapaHTMPOBaHHOE 3aK/YeHNne o
KauecTBe Bceil cepuu. MpaBubHbIi 0T60pP NPO6 SBASETCS OLHWM M3 OCHOBHbIX KOMMOHEHTOB CUCTEMbI 06ecneyeHns
KayecTBa.

NMpumeuaHune — MopsgokoT6opa Npo6 NpuBeaeH B NyHKTax 6.11—6.14 HacToswero cTaHgapTa. B HacToswem
NPUIOKEHNN NPUBEAEHbI AOMNO/THUTE/IbHBIE YKA3aHUS N0 0TGOPY NPO6 NCXOAHBIX U YNAKOBOUHBIX MATEPUAsIOB.

MepcoHan

1 MepcoHan, 3aHATbI 0T6OPOM NPO6, fO/MKEH NPOXOAUTL HAUYaIbHOE N CUCTEMATUYECKOe NOBTOPHOE 06y4YeHune no
Bonpocam ot6opa npo6. MNporpammbl 06y4eHUs AO/KHbI BKIOYATbL B cebs:
nopsaok otéopa npoo;
NUCbMEeHHble UHCTPYKLMK No 0T60py Npo6;
MeTofbl 1 060pyfoBaHMe, UCNob3yemMblie Npu oT6ope npob;
MeTo/bl NPeAoTBpaLLeHNs NepekpecTHOro 3arpsasHeHns;
Mepbl NPefoCTOPOXHOCTU NpK paboTe ¢ HeCTabUAbHbIMW U/MNN CTEPUNBHBIMU BeLLecTBamu;
BaXXHOCTb y4yeTa BHelLUHero Buaa MaTepuasnos, yNnakoBOK 1 3TUKETOK;
HEeo6Xx04MMOCTb NPOTOKO/IMPOBAHUA MOOLIX HENPEABUAEHHbIX NN HEOBbIYHbIX 06CTOATENLCTB.

McxogHble matepuarnsl

2 TOA/IMHHOCTL BCEN CEPUM UCXOLHBIX MATEPUAIOB MOXET 6bITh rapaHTUPOBaHa TOJILKO NpuW B3siTUM Npo6 13 BCex
yNakoBOK ¥ NPOBEAEHUN TecTa Ha NOAJIMHHOCTb KaX Aol Npo6bl. lonyckaeTcsi 0T60P Npo6 M3 YacTu ynakoBOK Npu HAMMUMK
aTTecTOBaHHONW MeTOAWKM, MCK/Yaloleli BO3MOXHOCTb HenpaBufibHOW MapKMpPOBKM KaXAoW YNakoBKM C WCXOLHbIMM
maTepuanamu.

3 TMpu atTecTauny Takoi METOANKY ClesyeT yunTbiBaTh:

- [aHHble 0 NPOM3BOAMTENE 1 NOCTABLLVKE, & TAKKE YPOBEHb BbINO/IHEHUA UMU TPEGOBAHWI HACTOSLLEro CTaHAAPTa,;

- cucTemy obecnedeHus KadecTsa NpeanpuATAsS — NPOM3BOANUTENA UCXOAHbIX MaTepuasos;

- YCNOBUWSi NPOM3BOACTBA U KOHTPO/ISI UCXOAHbIX MaTepuaos;

- XapakTep ¥ CBOICTBA UCXOAHbIX MATEPUANOB, a Takke NosyyaemMoii U3 HUX NPOLYKLMUM.

M0 3TUM JaHHBLIM MOXHO aTTECTOBATh METOAMKY, A0MYCKAIOLLYI0 OT60P NPO6 HE N3 KaXAOI YNakoBKU C UCXO4HBIMM
maTepuanamu npu BbIMOSIHEHUN CeAYIOLMX YCOBUIA:

- UCXOAHbIE MaTepuasbl MOCTyNnakT OT O4HOTO NPOU3BOAUTENIS UMW C OJHOTO NPEANPUATUS;

- UCXOAHblE MaTepuasnbl MOCTynaloT HemocpeACTBEHHO OT NMPOW3BOAUTENISI UM B OMeyaTaHHOW Npou3BofUTeneM
ynakoBke, Mpuyem 3TOT MOCTaBLYMK MMeeT GesynpedHylo penyTauuio, a ayAuwT ero cuctembl o06ecneyeHusi kayectsa
perynspHo nNpoBoAuTCs mokynatesem (MPou3BOAWTENIEM NTEKAPCTBEHHbIX CPEACTB) UM O(ULMAIBHO YNOHOMOYEHHbIM
NULOM.

Takyo MeTOAMKY Heslb3s aTTecToBaTh B C/eAYIOLWMX ClydasX;

- UCXOAHbIE MaTepuasbl NOCTYNaKT OT NOCPESHUKOB 1 NMPOU3BOAUTENb HEN3BECTEH UMW HE NPOLUEN ayfuT;

- UCXOAHblIE MaTepuanbl UCNOMb3YTCA A5 NPOM3BOACTBA NapeHTepasibHON NPoayKLumMK.

4 KauyeCTBO CEpUU MCXOAHbIX MaTepuanoB MOXeT 6biTb OLEHeHO nyTem 0T6opa penpeseHTaTUBHON NPoGbl U
NpoBeAeHNs UCTIbITaHWIA. [LNA 3TOW LeNn MOryT NCMNOMb30BATLCS NPO6LI, B3ATbIE A1 NPOBEAEHNS TECTa Ha NOA/IMHHOCTb.
KonimyectBo 06pasLioB, 0TGMPaEMbIX A1 NONyYeHUs penpe3eHTaTMBHO Npo6bl, onpeaensieTcs CTaTUCTUYECKUM METOL0M
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1 yKasblBaeTcs B niaHe ot6opa npo6. KosimyecTBo oTAeNbHbIX 06pa3LoB, KOTOPbIE MOTYT 6biTh CMELLAHbI A8 NOJyYeHus
o6Leil npobbl, onpesensieTcs ¢ yieToM BUAA MaTepuana, 4aHHbIX 0 NOCTaBLLMKe, a TaKKe ero 04HOPOLHOCTM.

YnakoBo4Hble maTepuanbl

5 Mpu coctaBneHun nnaHa oT6opa Npo6 ynakoBOUHbIX MaTepuanoB Heo6GXOAMMO NPUHUMATb BO BHUMaHWE WX
KO/IMYeCTBO, TPEBYEMOE KAUeCTBO, XapakTep MaTepnanos (Hanpumep, NePBUYHbLIE YNAKOBOYHbIE MaTepuanbl n/uam neyat-
Hble YNaKkoBOYHble MaTepuasbl), MeToAbl NPOU3BOACTBA, a Takxe WH(opMauuio 0 cucTeme obecneveHus KadvecTsa y
Npon3BOAMUTENS YNAKOBOUYHbIX MaTepuasios, NosyyeHHyo Npu nposegeHun ayanta. Konunyectso otTérpaembix Npo6 onpe-
fensieTcs CTaTUCTUYECKN U yKasblBaeTCs B NaaHe oT6opa npoo.

MpunoxeHue 9

Mpon3BOACTBO XNAKOCTEW, KPEMOB U Masei
O6wwne nonoxeHus

B npouecce Npon3BOACTBA XWAKOCTEN, KDEMOB W Maseli cnefyeT NpUHMMaTb 0coGble Mepbl MPefOCTOPOXHOCTH
BBUAY WX NPEAPACTONIOKEHHOCTU K MUKPOBHOMY 1 UHOMY 3arpsisHeHmto. Mo3aToMy HE06X0AMMO NPUHUMATL CrelmrasbHble
Mepbl N0 NpeaynpexaeHuto Nto6oro Bua 3arpsasHeHus.

MNMomeleHus n o6opyfoBaHue

1 [ina 3awmnTbl OT 3arps3HEHUst Npy NPOW3BOACTBE W MepemelleHun NpPoAyKLUM pPekoMeHAyeTCs UCMOoNb30BaTh
3aKpbITbIe CUCTEMbI. [POM3BOACTBEHHbIE 30Hbl, B KOTOPbIX HAXOAMTCS OTKPbITAasi MNPOAYKUWS WM OTKPbITbIE UYNCTblE
ynakoBKM, Kak npaBuno, cnegyeT 060pyAoBaTb 3)(WEKTUBHON CUCTEMON BEHTUNALWK, UMetoleli (PUNLTPbI OYUCTKN
BO3yxa.

2 KOHCTPYKUMS U pPacnofioXeHWe peakTopoB, eMKocTeil, Tpy6onpoBOLOB M HACOCOB [O/MKHbLI NpejycMaTpuBaThb
yA06CTBO MX OUYUCTKU U. NPU HEOBXOAUMOCTHU, Ae3UH(EKLMN. B YACTHOCTH, B KOHCTPYKLMUN 060PYA0BAHUS AO/IKXHO GbITb
CBEAEHO K MUHWMYMY Ha/nuuve MepTBbiX 30H W TYNWKOB, B KOTOPbIX MOMYT KOHLEHTPMPOBATLCA OCTATKUM MaTepuasnos,
BbI3bIBAKOLLME PA3MHOXEHNE MUKPOOPTraHW3MOB.

3 o BO3MOXHOCTM, He PEKOMEHAYeTCs WUCMo/b30BaTh 060pyLOBaHMe U3 cTekna. Bo MHOMMX ciyyasx getanu
060pyA0BaHMs, BXOASLME B KOHTAKT C NPOAYKLMEN, JO/MKHbI U3rOTaBNMBATLCSA U3 BbICOKOKAYECTBEHHOI HepxaBetolueit
cranu.

MpownssogcTso

4 CnepyeT 3ajiaBaTb Tpe6OBaHUS K XUMUYECKOMY U MUKPOBMOMOrMYECKOMY KadyecTsy BOAbl, WCMO/b3yemoii B
NPON3BO/ACTBE, U 06ECcneUYnBaTh KOHTPO/Ib BbIMOSIHEHUS 3TUX TPE6OBaHUii. Bo n3bexaHne prcka pasMHOXEHUs MUKPOOP-
raHu3MoB criefyeT Hajnexauium o6pa3oM opraHu3oBaTb 06CNYXWBaHWE CUCTEM MOATOTOBKM BOAbl. Mocne o06pa6oTku
CUCTEM MOATOTOBKM BOAbI XUMUYECKAMMU CPEACTBAMU UX HEOGXOAWMO MPOMbITL MO aTTECTOBAHHON (BasIMAMPOBAHHON)
MEeTOAMKE, rapaHTUpyHoLLeil NoJIHOE YAaneHue 4e3MHMULUPYIOLLINX BEeWecTB.

5 KauyecTBO maTtepuasioB, MoJjiyyaeMbiX B LUCTEpHax, crefyeT NMPOBEPsTb 40 WX MepemMelleHus B eMKOCTU Ans
XpaHeHust.

6 CnepyeT KOHTPONMPOBATL NepeAady MaTepuanos No TpyGonpoBoam, YTo6bl rapaHTUpPoOBaTh UX NOCTYMN/IeHNe B
HY)XHOe MecTo.

7 B noMmeleHnsix, Tae COAEpXUTCS OTKpbITas NPOAYKUWS WM YACTbIE YNakoBKU, He [OMYyCKaeTCs HaxoxgeHue
mMartepuasnos, CNOCOGCTBYIOLLMX BbIAENEHNIO BO/IOKOH U APYTMX 3arpsi3HAIOLWMX BEWECTB (Hanpumep, U3 KapTOHHbIX U1
[epeBsAHHbIX NOAA0HOB).

8 Bo BpeMsi onepauuii HanosHeHus ciefyeT o6ecneynBaTb O4HOPOLHOCTbL (TOMOTEHHOCTb) CMECEH, CYCMNEeH3Ui
1 T. n. Mpouecc nepeMeLinBaHNs W HANOMHEHWsI MOANEXUT atTectauuu (Banugauuun). Oco6oe BHUMaHWE HEOBXOANMO
yAensTb 06ecneyeHnto 0AHOPOAHOCTI CMECH B Ha4ase, Nocie OCTAHOBOK U B KOHLE NpoLecca HanoHeHusI.

9 Ecnv roToBblii NPOAYKT YNakoBbIBAeTCsl He Cpa3y Nocsie OKOHYaHWUs NPOM3BOACTBEHHbIX onepauuii, Heo6xoa1Mo
YCTaHOBUTb MaKCUMaJsIbHO AOMYCTUMOE BPEeMs 0 er0 YNakoBKM 1 COOTBETCTBYIOLLNE YC/TOBUSI XPAHEHUS.

50



FOCT P 52249—2004

Mpunoxexnue 10

Mpou3BOACTBO a3p0o30/ieil AN UHTansauui

Mpon3BOACTBO a3apo30neit AN NHIANsALWIA, HANOMHAEMbIX B 6a/1/10HbI, CHAGXEHHbIX LO3UPYOWUMK KnanaHamu u
HaxoAsLWUXCs Noj faBneHneMm, 061ajaeT XapakTepHbIMW OCOGEHHOCTSIMU U K HEMY MpeAbsBASIOTCA CrneyuanbHble
Tpe6oBaHus. YC0BUs NPOM3BOACTBA J0/IKHbI 06€CneunBaTs MakCUMaslbHYIO 3aLUTy NPOAYKTa OT 3arpsi3HEHUst MUKPOOP-
raHu3Mamu u yactuuamu. Oco6oe 3HauYeHne UMeeT KauecTBO AeTaneil knanaHoB, a B C/lyuyaB CycneH3nii — nx ogHopoa-
HOCTb.

O6Wwme No0XKEHNS.

1 Kak npaBuno, Ucnosib3yTca ABa MeTo4a NMPOM3BOACTBA U HAMOHEHNS:

a) [ABYXCTyneHuyaTblil MEeTOA (HanofHeHWe Noj AaBfeHuem).

AKTVBHbIA VHIPEAWEHT BBOAUTCS B NPOMNESINIEHT C BbICOKO TOUKOW TemnepaTypbl KUMeHWs, ynakoBka HanonHseTcs
L0301 aKTUBHOTO MHIPEAMEHTA, HA Hee HafeBaeTCs KnanaH W NPOMesIeHT C HWU3KOW TOUKOW Temnepatypbl KuneHus
BBOAMTCS uepe3 OTBepCTUe knanaHa. TemnepaTtypa akTWBHOMO MHIpefueHTa MOALEPXMBAETCS HU3KON BO M3GexaHue
noTepb 3a CYET UCnapeHus:

b) OfHOCTYNeHuYaThblii METOA (XONOA4HOE HamnosHEeHNE).

AKTVUBHbI UHTPEAUEHT BBOAUTCSA B CMECH MPOMNE/I/IEHTOB NOJ BbICOKUM JaB/IEHNEM W/WUW NPU HWU3KO TeMnepaType.
3aTem Npou3BOAUTCS HAMOJTHEHWE YNAaKOBKN B O4UH NPUeM.

MomeweHns n o6opygoBaHue

2 Tpou3BOACTBO M HAMOJIHEHNE PEKOMEHAYETCS NPOBOANTL, N0 BO3MOXHOCTM, B 3aKPbITbIX CUCTEMAX.

3 Tam. rge nNpoaykuusi Uau ee YNCTble KOMMOHEHTbI COAepXaTcs OTKPbITbIMU, NOMELLEHUs AO/KHbI COOTBETCTBO-
BaTb, Kak MWHMMYM, 30He D. Bo3gyx B HWX AO/MKEH nojaBaTtbCsA yepes3 (hunbTpbl, a JOCTYN OCYWEeCTBAATLCS 4epes
BO34YLUHbIE W/I03bI.

Mpon3BOACTBO U KOHTPO/Ib KayecTsa

4 [osupylowme knanaHbl Ans aspo3osnieil ABNAOTCA 60nee CNOXHbIMK, YeM GO/bLIVHCTBO YCTPOICTB, NCNOMb3Yye-
MbIX B (hapmaLeBTUYeCKO NPOMbILWAIEHHOCTW. TEXHUYECKNE YCNIOBUSA Ha HUX. METOAMKM oT6opa 06pasLoB v KOHTPOSb
[03UpYIOLLMX KNanaHoB A0/XHbI COOTBETCTBOBATL TPE6OBAHUAM, NpebABASEMbIM K kayecTBy Takoi npogykuun. Oco6oe
3HauyeHve nmeeT NpoBejeHNe ayAnTa cuctembl obecnevyeHns kayecTsa y Npovn3BoAMTENS A03MPYIOLNX KanaHoB.

5 Bce neTyune BelecTsa (HanpumMep, Xugkue nnau ra3oobpasHbie NponessieHrbl) AO/MKHbI OblTb NPONYLLEHbl Yepes
hunbTp, yaepxuBaoLwWwuii yactuubl ¢ pasmepamu 6onee 0,2 MKkM. PekoMeHAyeTcs, N0 BO3MOXHOCTW, NPOBOANTL AOMOHN-
TenbHy hnAbTPaLMI0 HENOCPEACTBEHHO Nepes Hano/IHEHNEM.

6 YnakoBKW 1 KnanaHbl AO/HKHbI MPOXOAUTL OYUCTKY B COOTBETCTBUM C aTTECTOBAHHON (BanniMpoBaHHO) MeToan-
KOWA. yumTbliBaloLlell cBoiCcTBa NPOAYKLMM 1 06ecneunBatoLleil OTCyTCTBME 3arpsA3HEHUSI BCMOMOraTe ibHbIMU TEXHOOM-
Yeckumu cpefactBamy (HanpvMep, CMas3oyHbIMK), @ Takke MUKPOOGHOro 3arpssHeHus. MNocne o4nCTKU knanaHbl crnegyet
XPaHUTb B YACTbIX 3aKPbITbIX yNnakoBkax. Bo nsbexaHvne BHeCeHWs 3arpasHeHns npu nocneayoLmx onepaymsax (Hanpuvep,
npu otbope Npo6 AN NpPOBeAEeHNs WCMbITaHWi) He06XoAMMO NPUHUMATL Mepbl NPefOCTOPOXHOCTA. YNaKoBKM A0KHbI
nocTynaTtb Ha IMHWIO HANOTHEHNSA OYULLLEHHBIMW UMW OYULLATHLCS HA IMHUU HENOCPeSCTBEHHO Nepes HanosHeHneMm.

7 Heobxoanmo obecneunTb O4HOPOAHOCTL CYCNEH3NN B TOUYKE HaMOIHEHWS B XO[e BCero npouecca HanosIHeHus.

8 lpu ucnonb3oBaHWM ABYXCTYNeHYaToro metoga AN MONYyYeHUs 3afaHHON cmecu Heobxogumo obecneunTb
TOYHYI0 Maccy BBOAUMbIX BelecTB Ha 060ux aTanax. [0aToMy BO MHOMUX ciydyasx uenecoobpaseH 100%-Hblli KOHTPOb
Macchbl Ha KaXAom aTane.

9 KOHTpO/b nocne HamosSIHEHUS AO0/XeH NOATBEPAUTb OTCYTCTBME yTeuek. Bce mpoBepkun Ha Hanmume yTeuek
cnefyeTt NpoBOANTL Tak. 4TO6bI He foNycKaTb MUKPOGHOTO 3arpsi3HeHNA UM OCTaTOYHON BRaru.
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Mpunoxexne 11

cuctemsbl C KOMNbHOTEPHbLIM ynpaB/IEeHNEM N KOHTPO/EM
OCHOBHbIE MOJIOXEHUA

BHepeHWe CUCTEM C KOMMBIOTEPHBLIM YIPAB/IEHNEM W KOHTPO/IEM B NMPOMU3BO/ACTBE /IEKAPCTBEHHbIX CPEACTB, B T. Y.
XpaHeHwe, pacnpejeneHne u KOHTPO/Ib KAUeCTBa, He A0/KHO NPUBOAUTL K HAPYLLEHMIO MPUHLMMNOB HACTOSLLEro cTaHaapTa.
3ameHa pyuHbix onepayuil CUCTEMamMm C KOMMbIOTEPHbBIM YNIPAB/IEHUEM 1 KOHTPOJIEM HE A0/IKHA MPUBOANTL K YXYALLIEHUIO
KauecTBa NPoAyKLMM MU HApYLLeHUsAM B cUCTeMe 06ecrneyeHnst kayecTBa. HE06X0AMMO YUYeCTb PUCK NOTePU OTAENbHbBIX
CBOMCTB NpegblAyLLero nopsigka paboTbl, CBA3AHHbIN C YMEHbLEHUEM POJIM ONEpaToposB.

MNepcoHan

1 BaxHylo po/fib UrpaeT TeCcHoe B3auMoelicTBUEe PyKOBOASLLUX PABGOTHUKOB U COTPYHNKOB, 3aHATLIX C cUCTEMAMU
C KOMMNbIOTEPHLIM YNpaBNeHUEM W KOHTPOMIEM. JTMLA, 3aHUMatoLe OTBETCTBEHHbIE JOMKHOCTY, [OMKHbI NPOATU HEO6XO0-
AUMYI0 MOAFOTOBKY AN paboTbl B pamkax WX NOSIHOMOYWIA C cMcCTeMamu, B KOTOPbIX UCMO/b3YIOTCH KOMMbIOTEPLI. ITO
[LOIXHO 06€CNeynTb OCTATOYHO BbICOKMIA YPOBEHb 3KCNEPTU3bI MPW NPOEKTUPOBAHNU, MOHTaXe, aTTecTauuu (Banuaaumm)
1 3KCN/IyaTayuym CUCTEM C KOMMbIOTEPHLIM YNPABAEHWEM U KOHTPONEM.

ATTecTaumnsa

2 O6beM Heo6X04MMON aTTecTaluy 3aBUCUT OT HA3HAYEHUSI NPUMeHsIeMOli CUCTEMBI, Bua aTTecTauun (nepcnek-
TUBHOW WM PETPOCMEKTUBHO) U BBEAEHUSI B CUCTEMY HOBbIX 3/1IEMEHTOB. ATTecTauusi AO/HKHA PAacCMaTpUBaThCs Kak
HeoTbeMm/ieMasl 4acTb BCEro LMKMA XW3HW CUCTEMbI, BK/KOYaiolWwero B cebs atanbl pa3paboTku, NporpaMMuUpoBaHus,
UCMbITAHWiA, CAauN B IKCMyaTaunio, OKYMEHTANbLHOTO 0OPMIEHNS, (DYHKLMOHNPOBAHMUS, KOHTPOJISt 1 MOLEPHN3ALNM.

Tpe6oBaHusi K cucteme

3 O6opygnoBaHue cnegyeT pasmelyaTb B HaAeXallmx YC0BUSIX, NCKIOYaLWKUX BANSHNE NOCTOPOHHUX hakTOpoB
Ha paboTy cucTembl.

4 CnepyeT paspaboTatb 1 perynsipHo 06HOBNATH feTa/lbHoe onncaHue cucTemsl (B I. 4. COOTBETCTBYIOLLUX CXEM).
DTO onucaHme J0/MKHO BKIKYaTb B ce65 06LLMe NOMOXEHUSA, HA3HAYeHNe, COCTaB CUCTEMbI, Mepbl 6e3onacHoCcTU, 061acTb
NPUMEHEHWNS, XapakTepucTVKN NCMoNb30BaHNsA KOMMbIOTEPA W ero B3auMoAeicTBue ¢ 4pyrMMy cucTemamu u npoleccamu.

5 lMporpaMMHoe obGecneyeHve sIBNSIETCA OCHOBOW KOMMNbHOTEPHbIX cucTeM. Monb3oBaTenb AO/MKEH y6eanuTbCa B
COOTBETCTBUM MPOrpaMMHOro obecneyeHns TpeboBaHMAM CUCTEMbI KayecTBa.

6 CucTema Cc KOMMNbOTEPHbLIM YNpaB/eHNEM 1 KOHTPOIEM [OJIXHA BKOYATb B ce6S1, MO BO3MOXHOCTW, BCTPOEHHbIE
nporpaMmMbl MPOBEPKM NPaBU/IbHOCTU BBOAA M 06pPabOTKM faHHbIX.

7 MepepHayanom paboTbl HEO6XOANMO NPOBECTM TLATE bHY NPOBEPKY CUCTEMbI C KOMMbIOTEPHBLIM YNpPaBieHneM
N KOHTpOnem u yb6eanTbCa B ee COOTBETCTBMM 3ajaHHbIM TpeboBaHuAM. MNpy 3aMeHe py4yHO CUCTEeMbl Ha CUCTEMY C
KOMNbIOTEPHbLIM yNpaBfieHNEM U KOHTpo/NeMm credyeT obecneuntb WX napannenbHylo paboTy B TeYeHMe HeKoToporo
BPEMEHM, paccMaTpmBas 3TO Kak 4acTb NpoLeaypbl KOHTPOS U aTTecTauum.

8 BBOJ AaHHbIX M UX KOPPEKTMPOBKA MOTYT BbIMOMIHATLCA TOIbKO COTPYAHMKAMM, UMEIOLLMMUK AN 3TOr0 AocTyn. Ans
npefoTBpaLLEHUSI HECAHKLVMOHUPOBAHHOIO BBOAA AaHHbIX ClleflyeT NCNo/b30BaTh CrelunanbHble Kun, naeHTudukanm-
OHHble KapTbl, NEPCOHasbHbIE KOAbI U Ap. OTPAHNYUTENN AOCTYNa K KOMNbIOTEPHbIM TepMuHanam. [lonxHa cyliecTBoBaTtb
npoueaypa Bblaaun, OTMEHbI U U3MEHEHNA NpaBa AoCTyna K BBOAY W UCMPaB/IEHNIO AaHHbIX, B T. Y. Nepuojumyeckasl CMeHa
NINYHBIX Naporsieii. Mo BO3MOXHOCTM crieflyeT MPUMEHATb CUCTEMbI, MO3BO/IAIOLME PEMMCTPMPOBATL HECAHKLMOHMPOBaHHbIe
nonbITKA BXoAa B CUCTEMY.

9 [lpu py4yHOM BBOAE KPUTUYECKNX f@aHHbIX (HanpuMep, Maccbl U HOMepa CepUN UHrpejueHTa Npy B3BeWnBaHuN)
HEe06X0A4MMO [ONOMHNUTENbHO NMPOBEPUTL NPABULHOCTL BBOAA [AaHHbIX. Ta NpoBepka MOXET O6biTb NpOBeAeHa APYrvM
onepaTtopoM Wu aTTeCTOBaHHbIMU 3N1EKTPOHHLIMU CpeacTBamu.

10 Cuctema fo/kHa peructpvpoBaTb MMEHa ONepaTtopoB, BBOAALWMX WUAN NOATBEPXKAAKLLMX BBOA KPUTUYECKUX
AaHHbIX. Jlonyck K ucnpaefeHni0 BBEAEHHbIX AaHHbIX AO/MKEH 6biTb OrpaHUyYeH y3kMM Kpyrom nuu. BHeceHue nwb6oro
M3MEHEHUS, KacaloLeroca BBOAa AaHHbIX, TpebyeT cneunanbHOro 4onycka v A0/MKHO MPOTOKO/IMPOBATLCA C yka3aHnem
NPUYMHbI U3MEHEHNIA. He06X0ANMO pacCMOTPEeTb BO3MOXHOCTb BK/IIOYEHUS B CUCTEMY (POPMUPOBAHUSI NPOTOKO/IA BCEX
onepauuii mo BBOAY U MCNPABNEHMNIO AaHHbIX.

11 M3MeHeHMs B CUCTEME UM B NPOrPaMMHOM 06GecneyeHnmn A0MKHbI NPOBOANTLCS B COOTBETCTBUM C ONpesesneH-
HOIl MpoLleypoii, BKNloYatoLeln B cebs aeiicTBNA No atTectaunm, NpoBepke, COrNacoBaHWI0 Y OKOHYaTeIbHOMY BHECEHUI0
N3MEHEHUIA. IBMEHEHUS [O/MKHbI BHOCUTLCS TO/IbKO MO COrMacoBaHMUI0 C NNLOM, OTBETCTBEHHbBIM 32 KOHKPETHbI y4yacTok
CUCTEMBI, 1 0hOPMIATLCA [OKYMEHTaNbHO. Bce cylecTBeHHble N3MEHEHNA noAnexar aTrectaymu.

12 [ins npoBefeHus ayauta kavyecTBa Heo6xoAumMa BO3MOXHOCTb MOJYYEHUS YETKUX pacnevyaTaHHbIX KONWii faH-
HbIX. XPaHSALLNXCA B 3/IEKTPOHHOM Buge.

13 [aHHble AO/MKHbI 6bITh 3aliMiLieHbl (U3NYECKUMWU W 3/IEKTPOHHLIMKW MeToAaMu OT NpefHaMepPeHHOro wnu
C/y4aiiHOro YHUUTOXEHUS B COOTBETCTBUM € 4.9 HacToALwero ctaHgapTa. Heo6xoArMo NpoBepsATb HAAEXHOCTb U TOYHOCTb
JaHHbIX ¥ NOpPAAOK AocTyna K HUM. Ecnv nnaHvpyeTcs BHeceHue WM3MeHeHWli B KOMMbOTepHoe o6opyAoBaHue Wau

52



FOCT P 52249—2004

nporpaMmHoe obecneyeHne, ynoMsHyTble MPOBEPKN [O/DKHbI NPOBOAUTLCA C NEPUOANYHOCTLIO, ONPeaeNnsaeMoil ¢ yueTom
NpUMEHSAEMbIX HOoCUTeNen nHdopmalmu.

14 [laHHble JO/DKHbI ObITb 3alULLEHBI NYTEM WX PErynspHOro KonuposaHus. Konun cnegyeTt XpaHUTb B TeYeHue
yCTaHOBJ/IEHHOTO NEpPVUoJa BPEMEHW B N30/IMPOBAHHOM W 6€30MNacHOM NOMELLEHNN.

15 Ha cnyuall 0TKa30B B CUCTEME C KOMMbIOTEPHbIM ynpasiieHNeM U KOHTPONEM [O/DKHO GbiTb NPefycMOTPEHO
Heobxoaumoe pe3epsBHoe 060pyjoBaHve. Bpema npuseaeHus pesepsHOro o6opyfoBaHusa B feiicTBue onpepgensercs
[LONyCTUMbIM WHTEPBA/ZIOM B paboTe cucTembl. Hanpumep, nHdopmauus, Heo6xoammas ANA 0T3biBa NPOAYKLMMN, JO/KHA
6bITb NOJly4eHa Kak MOXHO BbicTpee.

16 Cnepyet pa3pa6oTaTtb W aTTecToBaTb NOPSAJOK AeliCTBMA Ha CyYail 0CTAHOBKM MM HEMCNPaBHOCTU CUCTEMDI.
Bce HencnpasHOCTM 1 Mepbl N0 UX YCTPaHEHWIO A0/MKHbI BbITb 0DOPM/IEHbI [JOKYMEHTa/IbHO.

17 Mopapok BefleHna AOKYMEHTauuu, aHannsa oWnboK 1 KOPPeKTUPYLWUX AeNCTBUA Ao/mKeH 6biTb onpefeneH
cneunanbHol UHCTPYKLMEN.

18 Mpu o6CNyXMBaHNM KOMMNbIOTEPHOrO 060pYyA0BaHWA ApPYroii opraHusauueli Heo6XoAMMO 3aKN0UUTb C Hel
ohuunanbHblil 4OroBOp, B KOTOPOM C/iedyeT YeTKo onpeje/inTb OTBETCTBEHHOCTb 3TOV opraHusauuun (pasgen 7 HacTos-
uiero ctaHgapTa).

19 B cnyuasx, Korga BbiMyCK Cepuu NpoAyKLUKU OCYLLECTBAAETCA C UCMO/Ib30BAHMEM CUCTEMbI C KOMMbIOTEPHBLIM
ynpas/fieHMeM 1 KOHTPONIEM, 3Ta CMCTEMA J0/KHA NpejycMaTpuBaTth [ONYCK K BbINYCKy CEPUM NPOAYKL MW TOSIbKO YMOJTHO-
MOYEHHOr0 Inya 1 obecneunsaTb NPy 3TOM €ro HeTKy UAeHTUMUKaLmio.

Mpunoxexne 12

Micnonb3oBaHWe MOHU3MPYIOLLETO U3/TyYEHUA B NPOU3BOACTBO JIEKAPCTBEHHbLIX CPeacTB

MpumeyaHune — MponsBoguTens NPOAYKUNMN, AN1S KOTOPOW NOHU3MpYlOLee 061ydYeHne siBSieTC COCTaBHOM
4acTblo TEXHONOTMYECKOro nNpouecca, A0/MKEH Takke PYKOBOACTBOBATLCA HOPMATUBHLIMU [OKYMEHTaMW, pPernaMeHTupy-
IOLMMMN UCNONb30BAHNE MOHU3UPYIOLLETO U3/TyYEHNSI NPU NPOV3BOACTBE /IEKAPCTBEHHbIX CPEACTB.

BeepgeHune

VoHn3upytoLiee n3nyyeHne MoxeT UCMO/b30BaTbCS B NPOU3BOACTBEHHOM MpoLecce A5 CHUXEHUSA cTeneHn 6uo-
3arpsA3HEHNs. CTEPUNU3ALMN UCXOAHBIX MaTepuanos, yNnakoBku Unu ngenuii, 06paboTkv npenapaToB Ha OCHOBE KPOBMW U
Apyrux uene.

CylecTByeT fiBa B/AA PafuaLOHHbIX YCTAHOBOK; C PAAVOHYKINAHBIMU UCTOYHUKAMU ramMMa-n3y4yeHuns u ¢ ycko-
pUTENAMU 3/1EKTPOHOB BbICOKOW 3HEpruu.

FamMmMma-ycTaHOoBKMU

B03MOXHbI iBa pexuma o6paboTku;

a)nopunonne ii: MPOAYKUNA pasMelyaeTcs B (QUKCUPOBAHHOM MOJIOXEHUN BOKPYT MCTOYHMKA U3NYYEHNA U HE MOXeT
6bITb 3arpy)XeHa Waun BbIrpy)XXeHa BO Bpemsi 06/1y4eHus;

6)Henpepbi BHbI i ABTOMATU3NPOBAHHAA TPAHCMOPTHAA cMCTeMa AoCTaBNsAeT NPOAYKLUNIO B kaMepy AN 061ydeHus,
nepemellaeT ee ¢ 3afaHHOI CKOPOCTbIO N0 3a4aHHOMY MapLUpyTy, a 3aTeM BbIBOAWT W3 Kamepbl.

PaaunaunoHHble yCTaHOBKM C YCKOPUTENSAMU 3/1EKTPOHOB

MpogyKuuio nepemeLlalnT Noj HenpepbiBHbIM WA UMMY/bCHLIM MYYKOM 3/1EKTPOHOB BbICOKOW 3HEPruu, KOTopbIii
CKaHMUPYIOT B 060MX HANPAaB/IEHUAX NEePNEHANKYIAPHO K NEPEMELLEHMNI0 NPOSYKLUN.

OTBETCTBEHHOCTb

1 PagunauvoHHyto 06paboTKy NpoAyKLUM MOXET NPOBOANTL HEMOCPEACTBEHHO €€ NPON3BOANTE b UK NO KOHTPAaKTY
chupma, nmetoLLan B pacnopsxeHun paguaunoHHy yCTaHOBKY. MNpu 3TOM OHW A0/IKHbI UMETb paspeLleHns, 0thopM/IeHHble
B YCTaHOB/IEHHOM MOpPsfKe.

2 lMpowussoauTens hapmaueBTUYeCKo MpoAyKLUM HeceT OTBETCTBEHHOCTb 3a KayecTBO NpoAykuuu, B T. 4. 3a
pesynbTaTbl BO3eCTBUS NOHU3UPYIOLLLETro U3nyyeHns. dupma, NpoBoAALLas paAnalnoHHyl0 06paboTky, HeceT OTBeTCT-
BEHHOCTb 3a TO. YTO6bI KaxAas ynakoska noayumna Ao3y, onpefesieHHyo nponssoguTenem (B T. 4. ynakoBka C NpoayKume,
camas yfianeHHas oT UCTOYHUKA U3NYHEeHUS).

3 Tpebyemas nmorioweHHas fo3a C yka3aHMeM yCTaHOBJ/IEHHbIX MpeAesioB AO/HKHA 6biTb Yka3aHa B TEXHWYECKON
[OKyMeHTaLun Ha NpoAyKLMIO.

fo3umeTpusa

4 [o3umeTpusi — U3MepeHue Nor/oLLeHHOM J03bl MOHU3NPYIOLLETOo U3/TyYeHUsl C NOMOLLbI0 J03MMETPOB. MoHuMa-
HWE NPUHUMMNOB Pa6oThbl U NPABUJILHOE UCTIO/Ib30BaHME TEXHUKN BXHbI 4/151 aTTeCTaumn (Banuaaumn), HanagKku n KOHTposs
npouecca.
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5 Kanubposka kaxpgoi napTum paboynx JO3UMMETPOB A0/HKHA ObiTb MPOCAEXMBAEMON BMIOTb [0 HALVMOHAbHOIO
NN MEeXAYHapOAHOro 3Ta/IOHOB. YCTaHOB/EHHYI0 NEPUOANYHOCTL KaNn6GpoBKM creayeT CTporo cobnogarb.

6 [ns onpefeneHnsa 3MeHeHUs1 NOr/OWEeHNs WTaTHbIX 03NMEeTPOB nocse 06/y4eHns Kak Npu KanmbpoBke, Tak u
npv NpoBeAeHNN L031MeTPUU A0/HKEH UCNOMb30BATLCSA O4UH U TOT Xe nNpubop. Mpu ncnosb3oBaHnn pasHbiX NPUGOPOB OHK
[OJIXHbI ObITb KaIM6poBaHbl B a6CONIOTHBIX eAVHULLAX NOrNOWEHUS.

7 B 3aBMCUMOCTYM OT TUNa NCNOMb3yeMblX 03MMETPOB HEOO6XOA4MMO YUNTbIBATb BO3MOXHbIE UCTOYHUKM NOTPELLIHOC-
TW. 3aBUCALLME OT BAXHOCTU, TeMnepartypbl, NepnoAa BpeMeHn Mexay o06/ydeHnemM 1 n3mepeHunem, a Takke MOLLHOCTH
NOr/OLWEeHHON [03bl.

8 TMpu6opbl, UCNoNb3yeMble 415 USMEPEHUSI N3MEHEeHNS NOTOLWEeHUst A031MEeTPOB NOANINHE BOJHbI U AN U3Mepe-
HUS TOMLWMHbI A03MMETPOB, HEO6X0ANMO KanmbposaTb. [epnoANYHOCTb KannbpoBKM 3aBUCUT OT HasHaueHusi, cTabunb-
HOCTW 1 cnoco6a NpYMeHeHus.

ATTecTauus (Banugauusa) npouecca

9 AtTectauus (Banupauusa) — fAeiicTBue, fokasbiBaloliee, YTO npouecc, T.e. NoslyyeHne nNpoAykuunein 3afaHHoiM
NOrNOLWEeHHONi [03bl, AOCTUrAeT OXUAaeMbix pe3ynbTatoB. TpeboBaHus k atTectauyun (Banugauumn) npusegersl B FOCT P
NCO 11137—2000 «CTepunumsaumsa MeauLmHCKUX ugenuii. Mmkpo6uonoruyeckne metogsl. Yacts 1. OueHka nonynsymm
MWKPOOPraHn3MOoB Ha MPOAYKLNU» U APYTUX HOPMATUBHbIX AOKYMEHTaXx.

10 ATTecTauua (Banupauus) Ao/kHa BkIoYaTb B ce6si cocTaBlieHne KapTbl fA03HOT0 Nons, YTobbl yCTaHOBUTbL
pacnpegeneHve NoraoweHHOoN f403bl BHYTPY 06/ly4aeMoro KoOHTeliHepa ¢ npoAykuuei npu onpegenerHHoli KoHurypaumum
ynakoBKv NpoayKLuu.

11 Cneuudpmkauny Ha npouecc o6/1y4eHns AO/KHbI BKOYaTh B cebs:

a) onucaHue ynaxkoBKuU NPOAYKLMUN:

b) KOHMUrypaumio(n) yknagku npoaykLmMmn BHyTPU KoHTeliHepa. Ecnun B KOHTeliHepe HaxXoAUTCA NPOAYKLUS pasnuny-
HbIX BUA0B, HE06X0ANMO 06paTUTL 0CO60e BHNUMaHME Ha BO3MOXHOE Hef006/1y4eHne NpoAyKLUM C BbICOKOW NAOTHOCTbIO
UMW 3aTeHeHne ApYrux usgenuii Takoii npogykumnei. Kaxpablii cnoco6 yknafkn B KOHTeWHep pasHbiX BUAOB NPOAYKLUW
[0/MKeH 6bITb ONMUCaH B TEXHUYECKOW AOKYMEHTALMN 1 aTTecToBaH (Ba/IManpoBaH);

C) KOHGMrypawuuo pacrnonoxeHust KOHTeHepoB BOKPYT UCTOYHMKA (MOPLMOHHbBIN PEXUM) NN MapLIpyT 06/1y4aeMbIx
06bEKTOB BHYTPU Kamepbl 4715 06/1y4YeHns (HeNpepbIBHbI PeXum):

d) BepxHWii N HWKHWUIA NpeAenbl AonyckaeMblX 3HAYEHWU NOrNoLWeHHOW A03bl B NPOAYKLMKN (M COOTBETCTBYHOLLME
nokasaHusa [03MMeTPOB):

€) BepXHWii N HWKHWIA npefenbl 3HA4YEHWII NOrNOLEHHOW A03bl B MPOAYKLUMM NO BCeMy 06bemy KOHTeliHepa wu
COOTBETCTBYHOLLME METOAbI 4O3VMETPUMN ANA KOHTPO/A 3TUX 3HAUYEHWIA:

f) apyrve napameTpbl npouecca, B T. Y. MOLHOCTb NOTM/IOWEHHON A03bl, MakCMManbHoe Bpemsi 061y4eHns, konuye-
CTBO LIMKNOB 06/1y4eHnsa n T. 4.

Ecnun 06nyyeHne NpoBOANTCS NO KOHTPAKTY TPeTbeil CTOPOHOM, B KOHTPAKT AO/DKHbI 6blTh BKIOYEHbI, KAK MUHUMYM,
nepeuncnexmns d) u B).

ATTecTaumsa ycTaHOBKMN
O6uime nonoxeHns

12 ATTecTauusa 3ak/i4aeTcss B 3KCMEPUMEHTA/IbHOM MOJyHEeHUN U JOKYMEHTUPOBaHUMN (DakKToB, AOKa3blBaloLmX,
4YTO pajnaunoHHas ycTaHOBKa CNoco6Ha B TeUeHne AINTENbHOr0 BpeMeH) (PYHKLVOHNPOBATb B yCTAHOB/IEHHbIX Npejenax
COrnacHo JokyMeHTauum Ha npouecc. CornacHo JaHHOMY MPUIOXKEHWI0, YCTaHOB/IEHHbIE Npefesbl — MakCcumasibHoe 1
MUHMMa/IbHOE [OoNyCKaeMble 3Ha4YeHVs MOrOLWEeHHOM f03bl B NPOAYKUNM (MO BCEMY 06beMy 06/1y4aemMoro KoHTeliHepa).
M3meHeHns B paboTe yCTaHOBKW, KOTOPblE MOTYT NPUBECTY K BbIXOAY 3HAYEHWI NOrMOLWEHHOW [03bl 32 3TN Npefesbl, HY
npu Kakux ycnoBusAX He AO/DKHbI MponcxoAnTb 6e3 BeJomMa oneparopa.

13 ATTecTauumsa fO/KHA BKOYaTh B cebs:

a) OCHOBHble NnapameTpbl yCTaHOBKMU;

b) KapTy [JO3HOrO Mnoss;

C) [OKYMEHTUpOBaHMe:

d) Tpe6GoBaHusi K NTOBTOPHOMY BBOZAY B 3KCMayaTaumio.

Famma-ycTaHoBKM
14 OcCHOBHble napamMmeTpbl

MornoweHHan fo3a B NPOAYKLUN 3aBUCUT OT CNefyloWnX OCHOBHbIX (DakTopoB:

a) aKTWBHOCTW W FEOMETPUMN UCTOUHMKA N3NYYEHNs:

b) paccTosiHMA OT UCTOYHUKA [0 KOHTeliHepa:

C) NMPOAO/MKUTENBHOCTU 06/TYYEHNS, KOHTPOIMPYEMOV TaliMEPOM, UMK CKOPOCTLI0 ABUXEHUS KOHBeliepa;

d) cocTaBa 1 NNOTHOCTU MaTepuana, a Takke Hannuua Apyroi NPoayKLUM MeXAy UCTOUHUKOM U paccmaTpuBaemoii
yacTblo KOHTelHepa.

15 CymmapHas nornoljeHHas fo3a 3aBUCUT Takke 0T MapLupyTa, No KOTOPOMY ABUXYTCA KOHTelHepbl npu Henpe-
PLIBHOM pexviMe 06/y4YeHUs, UK OT KOHGUTypaumumn 3arpy3ku npy NopLUOHHOM pexunmMe 061y4eHUs 1 KonnyecTsa LMKIoB
061yyeHuns.
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16 Mpn ukcupoBaHHOM MapLipyTe (Mpu HenpepbiBHOM 06/1y4eHun) uam npu UKCUPOBAHHONW KoHUrypauum
3arpysku (Npy NOPUMOHHOM pexume 06/ydeHunsn), a Takke A1 NOCTOAHHOW MOLYHOCTM WUCTOYHMKA U BUAA NPOAYKLMM
OCHOBHbIM NMapameTpoM yCTaHOBKW, KOHTPOIMPYEMbIM ONepaTopoM, ABSETCA CKOPOCTb KOHBeliepa uim Bpems, yCTaHOoB-
NneHHoe Ha Taiimepe.

KapTa fo3Horo nons

17 Mpw onpefeneHnn kapTbl AO3HOrO NOMSA kamepa AN 06/7y4eHUs AO0/KHA OblTb 3anofIHeHa KOHTeliHepamu c
Mynsxamu npoAaykuuu nam obpasyamm npogykunm of4HOPOAHON NAOTHOCTU. [l03MMeTpbl AO/KHbI ObITb PACMONOXEHBI He
MeHee YeM B TpeX 3ano/IHEHHbIX KOHTelHepaXx, OKPY>XXEHHbIX aHa/IorMYHbIMU KOHTEHepamMn uan Mynsxamm npoayKuum.
Ecnu npoaykums ynoxeHa HepaBHOMEPHO, A03UMETPbl J0/KHbI 6bITb pa3MeLleHbl B 60/1blIEM KOMYECTBE KOHTEiHepoB.

18 PacnonioxeHve [03MMETPOB 3aBUCUT OT pasmepoB 06/yyaemMoro koHTeliHepa. Hanpumep, Ans KOHTeliHepoB
pasmepom 1,0 x 1,0x 0.5 M NoAX0A4MT pacnosioxeHve JO3MMETPOB B y3/1ax TPEXMEPHO pelueTku ¢ warom 20 CM. C y4eToMm
BHeLUHel NOBEPXHOCTUN KOHTeliHepa. Ecnun npegnonaraemblie 30Hbl C MaKCMMasibHOW N MUHUMabHON A03aMy N3BECTHBI U3
npebiaywmx onbiTOB, TO YacTb JO3MMETPOB MOXET 6biTb U3bATA M3 30H CO CPEAHMMMU 3HAYEHUSAMU 403 U NOMELLEHA B
30HbI C 3KCTPEMA/IbHbIMU 3HAYEeHUAMM [03bl C warom 10 cm.

19B pesynbTare 3To NpoueAypbl A0/KHbI 6bITb ONpeAeneHbl MUHUMabHAs 1 MakcuMabHas norioLweHHble A03bl,
noslyyeHHble MPoAyKunell B KOHTeiHepe 1 Ha ero MOBEepXHOCTW ANSA 3afJaHHOl KOMOGMHaLMU napameTpoB YCTAHOBKU U
06/1y4eHus, NIOTHOCTU 1 KOHpUrypaummn yknagku.

20 B ngeanbHOM cnyvyae /151 ONpeAesieHns KapThl O03HOT0 Nos cnefyeT UCNosib30BaTh 3Ta/IOHHbIE [O3UMETPbI,
NOCKO/IbKY OHU UMEeIT HanbonbLyl TOYHOCTb. [onyckaeTcs WCNONb30BaTh LUTATHbIE AO3MMETPbI, NPU 3TOM B 30HaX C
npegnonaraeMbiMm MakCMMasabHbIMU U MUHUMaSIbHBIMU 3HAYEHUAMW NOT/IOLWEHHON A03bl 06/1yYeHNs, a Takke B ToUkax,
npejHasHavyeHHbIX 419 KOHTPOMA npouecca, BO3Je WTaTHbIX 03MMETPOB PeKoMeHyeTca nomMelaTb 3Ta/loHHble [03U-
MeTpbl. [ToNyYeHHble 3HaYEHNs NOTIOWEHHON A03bl ByAYT UMETb C/y4aiiHylo NOrpeLHoCTb, KoTopasi MOXeT 6bITb onpege-
JleHa Nnpu MHOTOKPaTHbIX U3MepeHusX.

21 MwuHumanbHas Habnwogaemas f[osa, usMepsemas WTaTHbIMWU A03VMeTpaMu, Heobxoaumas ANA MNoayveHus
BCEMW KOHTeliHepaMu MWHWMasnbHOl Tpebyemol [03bl, AO/HKHA YyCTaHaBAMBATLCA C YYBTOM C/yuvaiiHOV MOrpewHocTu
MCNOJb3yeMblX WTATHbIX 03UMETPOB.

22 Bo BpeMms onpejesieHns kapTbl O3HOT0O N0/t NapameTpbl yCTAHOBKM HE06X0ANMO NoAAepXnBaTbh NOCTOSHHbIMU,
KOHTPO/IMPOBAaTh 1 PErncTpupoBaTb. TN 3arnnMcu BMecTe ¢ pesysibTaTaMmu O3UMETPUN U APYTUMUN NOYYEHHbIMU NPOTOKO-
namu cnepfyet CoOXpaHaThb.

PagnaunoHHbie YCTAHOBKM C YCKOPUTENAMU 3/1EKTPOHOB
23 OCHOBHble MapameTpbl yCTAaHOBKM

MornouwerHHas f03a MOHWU3NPYIOLLErO U3/YYEeHUs B NPOAYKLMN 3aBUCUT OT ClIeAYyLLUX OCHOBHbIX )aKTOpPOB:

a) xapaKkTepucTuku nydyka (3HEeprun 3NeKTPOHOB, CPEAHEro Toka Nyyka, LUMPUHbLI Pa3BepTkM U HEPaBHOMEPHOCTU
nyyka no WupuHe pasBepTku):

b) CKOpPOCTM KOHBEliepa,;

C) cocTaBa W NNOTHOCTU NPOAYKLNY;

d) cocTaBa, NIOTHOCTU W TONLWMHLI MaTepuUana, HaxoAsWerocs Mexay BbIXOAHbIM OKHOM U 06/71y4aemMoii YacTbio
npoayKuuu;

€) PaccTOsiHUS OT BbIXOAHOMO OKHA 0 KOHTelHepa.

24 OCHOBHbIMW napameTpamy, KOHTPOAMPYEMbIMW OMNEpaTopoM, SIBMIAIOTCA XapakTepUCTUKM Nyuyka UM CKOPOCTb
KOHBeiepa.

25 KapTa f03Horo nons

Mpwu onpegeneHnn kapTbl JO3HOTO NONA AO3UMETPbI CnejyeT pacnonaratb Mexay C/109MWU FOMOreHHOro NornoTuTe-
NS, UMUTUPYIOLLET0o peasibHY0 NMPOAYKLUMIO, NN MeXAy CNOSIMU peasibHOl NpoAyKLUV OJHOPOAHONR NIOTHOCTK Tak, YTo6bI
He meHee 10 n3mepeHunii 6bI1n NpoBefeHbl B Npefenax MakCMMasibHoro npo6era anekTpoHoB (MyHKTbl 18—21 paHHOro
NPUNOXeHUs).

26 Mpu onpeaeneHnn kapTbl JO3HOO NONSA N0 06beMy 06/1y4aemMoro o6bekTa napameTpbl pagnaLMoHHON yCTaHOBKM
Heo6xo04MMOo NoaAepXNBaTbh NOCTOSAHHBLIMU, KOHTPONNPOBATL U PerncTpuposaTb. CneayeT COXpaHsaTb 3TU 3anucu BMecTe
C pesynbTatamut O3UMETPUN W APYTUMUN JaHHbIMU.

Mpoueaypa NOBTOPHOTO BBOAA YCTAHOBKM B 3KCN/yaTayuio

27 BBOpA B 3KCMAyaTauuio AO/KEH NPOBOANTHLCA 3aHOBO BCAKWUIA pas. Korja npoucxoAaT U3MEHeHus npouecca uim
napamMeTpoB pajvaLVOHHOR YCTaHOBKM, CNOCOGHbIE MPUBECTU K W3MEHEHWUIO pacnpefesnieHns NOrMoWEeHHOR [03bl B
KOHTeliHepe Ans o6nyyeHus (Hanpumep, npu 3ameHe obnyyatens pagnalnoHHONR ycTaHoBKkM). Obbem paboT no nosTop-
HOMY BBOJY B 3KCM/yaTauuio 3aBUCUT OT CTENeHW U3MEHEeHUIi, BHECEHHbIX B KOHCTPYKLMIO 06nyyaTens pajgualvoHHoi
YCTaHOBKM UN KOHMIypauuio 3arpysku. Mpu Hanuyumm COMHeHW npoLieaypy NOBTOPHOrO BBOAA YCTAHOBKW B 3KCMyaTa-
uuio cnefyeT NpoBecTU 3aHOBO.

MomeweHnsa

28 Bo M3bexaH1e NepekpecTHOro 3arpsi3HeHUs B MOMELLEHNN AODKHbI 6bITh MPEAYCMOTPEHbI MEPbI MO Pa3Le/eHNo
06/1y4eHHbIX N HEOBYUEHHbIX KOHTEHepOoB. ECNn MaTepuasnbl HAXOAATCS B 3aKPbITbIX KOHTelHepax 1 0TCYTCTBYET puck
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NEepPeKPecTHOro 3arpsi3HEHNsI, HET HEOBXOANMOCTI MPU 06IYUEHNN OTAENATL (DapMaLleBTMYeCKUe MaTepuasbl OT Hedap-
MaLeBTUYECKUX. J1l06as BO3MOXHOCTb 3arpsi3HEHNUs NPOAYKLMN PAANOHYKINAAMU LOMKHA 6biTh UCKOYEHA.

TexHonornyeckuii npouecc

29 KoHTeliHepbl ¢ NpoAyKLUMei Ao/MKHbI YyCTaHAaBNNBATLCA B COOTBETCTBUM C KOHpUrypaumeii 3arpysku, onpegenex-
HOIl B Mpouecce atTectauuv (Banngauum).

30 B xofe 06/1y4eHns nornoLleHHas Ao3a Ha NoBepXHOCTY KOHTeliHepa A0/1XHa KOHTPOIMPOBATLCS B COOTBETCTBUN
C aTTecToBaHHbIMW (BaNUAMPOBaHHbLIMU) AO3VMETPUYECKMMN MeToAMKamn. 3aBUCUMOCTb Mex/y 3TOi [0301 1 [030M,
nornoLeHHol npogykumeli BHyTpu KOHTeiHepa, fo/mkHa 6biTb yCTaHOB/IEHA Npu atTecTauumn (Banugaummn) paguaLlmnoHHoi
yCTaHOBKM.

31 [ins TOoro 4to6bl pasnuyaTtb 06/1yYeHHble W HeOo6/yYyeHHble KOHTEeMHepbl, MOXHO UCMO/b30BaTb WHAMKATOPbI
MOHU3NpYtoLWero n3nyyerns. OfHako OHN He [O/DKHbI UCNOMb30BaThCA B KauecTBe eMHCTBEHHOro CpejcTsa, onpegens-
loLLLEero NPaBuIbLHOCTL NPOBEAEHUS npoLecca.

32 OpHoBpeMeHHYyl0 06paboTKy pasHblX BUAOB NPOAYKLWUW B OAHOI 3arpyske crnegyeT NpoBOAMTb TOJIbKO Toraa,
Korga no pesysnbTaTam akcnayarauum yCTaHOBKN UK MO APYTUM faHHbIM U33BCTHO, YTO MO0 EHHas A03a B KaXA40M BUAE
NpoAYKUMUN HaXOANTCS B yCTaHOB/EHHbIX Npejenax.

33 MonyuyeHune Tpebyemoli NOrNOLEHHOW [03bl U3/TyYEeHUsI 32 HECKOJIbKO LMKI0B 06y4eHUs [O/MKHO GbITb corna-
coBaHO MexAy Npoun3BoAnTenemM 1 opraHusaumeii, nposogsiiein obnyyerune. NMonHasa fosa 061yveHns fomkHa HabupaTbes
B TEYEHWe npejBapuTesibHO YCTAHOB/IEHHOIO UHTepBana BpeMeHu. Mpon3BoanTenb AO/IKeH GbiTb YBEAOM/IEH O (hakTax
He3annaHVpoBaHHbIX NEPEPbLIBOB MEXAY LnknaMn 061y4yeHuns, ecnv npofoKMTeIbHOCTb NepepbIBOB NpeBbilaeT paHee
COrnlacoBaHHbIE 3HAYEHUSI.

34 O6ny4yeHHass NpoAyKuus Bcerfa [o/mkHa 6blTb OTAeneHa OT HeobsyyeHHoi. Cnocobbl [OCTUXEHWUS 3TOro
BK/IOYAIOT B ce6S1 UCNO/b30BaHNe HAMKATOPOB paavauuy (NyHKT 31) 1 COOTBETCTBYIOLLEN NN1aHNPOBKM MOMELLeHNIA (MyHKT 28).

Famma-unsnyvexue

35 Tpn HenpepbIBHOM pexume 06/yYEHUst [O03UMETPbl AO/KHbI GbiTh PACMON0KEHbI TAKUM 06pa3oM, YToGbl NoA
BO34EMCTBNEM U3/TyYEHUS] OLHOBPEMEHHO HAXOAN/INCH HE MEHEE [BYX [O3VUMETPOB.

36 TMpyv NOPLMOHHOM pexuMe B TOUKE KOHTPO/IS MUHUMA/IbHOTO 3HAUYEHWS MOT/IOWEeHHOM f03bl 06/1y4eHUs LOMKHbI
6bITb PACMOIOKEHBI HE MEHEE ABYX [03UMETPOB.

37 Tpwv HenpepbIBHOM pexume 061ydeHUs fo/MKHA GbITh NpegycMoTpeHa nHaukauus TpeGyemoro pa6oyero noso-
XEHUSI UCTOUYHMKA. [MOIOKEHNE WUCTOUHMKA U [BUXEHWE KOHBEepa A0/KHbI GbiTb CBA3aHbl 6/10KMPOBKONA. CKOpPOCTb
[BUXEHNSI KOHBelepa Heo6X041MO NOCTOSIHHO KOHTPONMPOBATL U PErMCTPUPOBATD.

38 Mpu NOPUMOHHOM pPEXKMe 06/TyYEHUs NMepemMeLeHne UCTOUHUKA U MPOAOIKNTENLHOCTD KAXAOr0 06/1yyYeHns
NPoAYKLNN LOMKHLI KOHTPO/IMPOBATLCSA U PErMCTPUPOBATLCS.

39 CrefyeT KOpPpeKTMPOBaThL BpEMSs 06JTy4EHNS U CKOPOCTU BUXKEHNS KOHBEepa ¢ y4eToM pacnaga wim 4o3apsaku
UCTOYHMKA M3nyyeHus. MepuognyHOCTL aTTecTaumm (Banmganum) napaMeTpoB YCTAHOBKM WU CKOPOCTH KOHBeliepa f01X-
Ha COOTBETCTBOBATL MapamMeTpam usnydartesns.

PagnaunmoHHaa ycTaHOBKa C YCKOpPUTEIeM 3/1IEKTPOHOB

40 [03MeTp SOMKEH 6bITh pa3MeLleH Ha KaXAOM KOHTeliHepe B KOHTPO/IbHOM TouKe.

41 Heo6XOAMMO HEMPEPBLIBHO PErMCTPUPOBaTh CPEAHEE 3HAYEHME TOKAa MyuKa, IHEpPruio 3/1eKTPOHOB, LUMPUHY
pasBepTKU W CKOPOCTb KOHBeliepa. ST napaMeTpbl, 3a UCK/II0UYEHNEM CKOPOCTU KOHBEepa, AO/KHbI NPOBEPATLESA Yepes
ornpefesieHHbIe MHTEPBAsIbl BPEMEHU, YCTAHOB/IEHHbIE MPW ATTECTALMM, NOCKO/IbKY OHW NOABEPXEHbI CMOHTAHHOMY U3Me-
HEHMI0.

OokymeHTauus

42 KonuyecTBO NOCTYNWBLUUX KOHTEHEPOB W KOHTENHEPOB, MPOLLEALINX 06/1yHEHNE 1 BbIBE3EHHbIX C NPEANPUATUS,
[LO/IXHO coBnajaTtb U COOTBETCTBOBATL 3HAYEHUSIM, YKa3aHHbIM B COMPOBOAUTENLHON AOKYMEHTauNK. Jllo6ble pacxoxae-
HUSI [OMXHBI MPOTOKO/IMPOBATLCS U PacC/efoBaThCs.

43 Onepartop paauaunoHHOl YCTaHOBKM A0/MKEH NOATBEPXAaTb B NUCbMEHHOM BUAE AManas3oH 3HauYeHuid norno-
LLEHHbIX 4,03, MNOJTYYEHHbIX KAXAbIM KOHTEAHEPOM NPY KQXKAO0K 3arpy3ke Uam B CEpUN NPOAYKLMN.

44 TexHonoruyeckue NpPoToKO/bl U NPOTOKOMbI KOHTPOSA ANS KaXAO0W cepun NpoayKuumn, npoweaLlei obnyyeHve,
[OMXHbI MPOBEPSTLCA U MOANUCHIBATLCA CMELMANbHO HA3HAYEHHBIM JINLLOM U COXPaHATLCA Ha npeanpustuv. MeTog u
MeCTO XpaHeHWsi onpeAensTCcs No 4OrOBOPEHHOCTV Mexay hupmoii, npoBoamBLuell 061yYeHne, 1 NPOU3BOANUTENEM.

45 [lokyMeHTauus, OTHOCSLWAsACs K aTTecTauuun (Banugauyun) pagumaunoHHON YCTAHOBKM, [O/KHA COXPaHATbLCA B
TeyeHWe 04HOrO rofa nocsie OKOHYaHUS CPOKa roHOCTU NPOAYKLMM MW B TEYEHWE NATU NET NOC/E BbiNyCKa Ha peanv3aumnio
nocnefHei npoAykuum, npoweaLwei o61ydeHne Ha 3Tol YCTaHOBKE, B 3aBUCUMOCTY OT TOTO, Kakoil Nepuog Aosblue.

Mukpo6unonornyeckunini KOHTPOIb

46 OTBETCTBEHHOCTb 3a NpoBeAeHue MUKPOBUOOTMYECKOTO KOHTPOSS, B T. Y. 32 KOHTPO/b OKpYyXatoLieii cpeapl B
MecTe NPOoU3BOACTBA NPOAYKLMM N KOHTPO/Ib MPOAYKLUM NEPes 06/1ydeHnem, NPOBOANMbIN B COOTBETCTBUM C HOPMATMBHO
[OKyMeHTalmell, Bo3naraeTcs Ha NPOU3BOAUTESNS TIEKAPCTBEHHbIX CPEACTB.
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MpunoxexHne 13

Mpon3BOACTBO /IEKAPCTBEHHbLIX CPEACTB 418 KINMHNYECKUX NCCnefoBaHunii
BeegeHue

JNlekapCcTBEHHblE CPeACTBa, NPefHa3HAYEHHbIE A5 NPOBEAEHNUS KIMHUYECKUX UCCNEAOBAHUIA, NPOM3BOAATCS, Kak
npasuno, B Na6opaTopHbIX YCNOBUSX MO HECTAHAAPTHLIM MeToAMKaM. HacTosiliee NpunoxXeHne aBnseTcs pykoBoACTBOM
No COCTaB/IEHNIO 3aKa30B, JOCTABKE U BO3BPATY /IEKAPCTBEHHbIX CPEACTB A8 KNMUHUYECKUX NCCNef0BaHuiA.

TepMuHbl 1 onpegeneHns

cnenoii metog (blinding): Mpoueaypa, npyu KOTOPOW oAHa uAuM 6Go0ee CTOPOH, Y4YacTBYHOLWMUX B KAWNHUYECKOM
nuccnefioBaHWn, AepXaTcsa B HEBELEHUW OTHOCUTeNbHO uenu(eil) gaHHOro uccnenoBaHus. EfWMHWMUHLIA cnenoii meToq
03HauaeT HeOoCBEAOMEHHOCTb Cy6bEeKTOB MCCNefoBaHus, a ABOIHON cnenoli mMeTos — HeOoCBEAOM/IEHHOCTb O Lensx
KNIVHWYECKOro nccnefoBaHns cy6bekToB UCC/efloBaHns, uccnegosatenei, Habngartenei u. B HEKOTOPbIX CayYasx, v,
aHann3npyLWnxX NosyyeHHble AaHHble.

KknnuHnyeckoe uccneposanue (clinical trial): MccnepoBaHme, npoBogMmMoe C yyacTMeM YesloBeka B KavyecTBe
cy6bekTa /19 BbISIBNIEHUS WU NOATBEPXAEHNSA KITMHUYECKUX, hapMakonornyecknx n/unm gpyrux apmakognHaMmmyeckmx
adhchbekTOoB nccnegyemoro npenaparta(oB), U/Mnn HexenaTenbHbIX peakunii Ha uccregyemblii(e) nekapcTBEHHbIN(e) npe-
napartbl), uWvnn nsyyeHma eTo(ux) BcacblBaHus, pacnpefenieHns, Metabonusma n BbiBeeHUs1 C Lesiblo OLEeHKN ero(ux)
6esonacHocTn n/unn apPekTMBHOCTN.

npenapart cpaBHeHua (comparator product): Pa3pabaTbiBaeMoe WM UMEIOLWEEC Ha pbiHKe NnekapcTBEHHOe
CpeaCcTBO (MOMOXUTENbHBI KOHTPO/b) WK Naue6o, NCNonb3yeMoe B KaYecTBe npenaparta CpaBHEHWA Npyu NpoBeaeHNM
KNMHNYECKNX nccnefoBaHuii.

NnekapcTBEHHOEe CPeACTBO ANA KIMHUYECKUX nccnegosaHuii (investigational product): [losupoBaHHas nekap-
CTBEHHas hopma aKTUBHOI (hapmaLeBTUYeckoil cybecTaHummn v nnaue6o, nccnegyemas unm ucnosiblyemas B kayectse
npenapaTta CpaBHEHUS NPV NPOBEAEHUN KIIMHUYECKOTO NCCNe0BaHuns, BKOYas yXKe 3aperncTpupoBaHHble 1eKapCTBeH-
Hble npenapartbl, eCiv CNOCO6 UX NPUMEHEHUSI UV NPOU3BOACTBA (lekapcTBeHHas hopMa UK ynakoBka) oTmyaeTcs ot
3aperncTpmMpoBaHHol hOpPMbI, UK B C/lyHae NX NCMOIb30BaHNA NO elle He 0A06PeHHbIM NoKasaHuaM, Uan AN NoayveHns
[ONONTHUTENBHON NHbopMaLn 06 yxe 3aperncTpMpoBaHHON [03VPOBAHHON NlekapcTBEHHON hopme.

nccnegosatens (investigator): /nuo, oTBETCTBEHHOE 3a NMPOBEAEHNE KINHWYECKOro NccnejoBaHns B MecTe ero
BbINONHEHWA. Tpu NpoBefeHun KIMHWYECKOro UCCNefoBaHua rpynnoit nui uccnepoBaTenemM sIBNSETCA PYKOBOAWUTENb
rpynnbil.

3akas (order): 3agaHue Ha NpUroToB/iIEHNE, YNAKOBKY /WU JOCTaBKY ONpeaenieHHOro KonnyecTsa eguHuL, nekap-
CTBEHHOIO CpeAcTBa ANA KIMHUYECKNX uccaefoBaHuii.

Aocbe Ha nekapcTBeHHoe cpepacTBo (product specification file): Komnnekt fokymeHTOB, cogepXaliux BCHO
MHhopmMaLmio, He06X0AUMYI0 A1 COCTABNEHNSA NOAPOGHBIX UHCTPYKLUIA MO U3rOTOBNEHMIO, YNaKoBKe, KOHTPO/II0 KauecTsa,
Bbljaye paspeLleHns Ha peanmsalunio cepun n AocTaBKe IeKapCTBEHHOTO cpescTBa.

oTrpyska (shipping/dispatch): Onepauun no ynakoBke W OTNpaBKe 3aka3aHHbIX N1IeKapCTBEHHbIX CpeAcTB AN
KNIMHWYECKNX UccefoBaHuii.

cnoHcop (sponsor): ®u3nyeckoe UK lOpUAMYECKoe NNLO, ABNSIOLLEECH MHULMATOPOM KIMHUYECKOro nccnefosa-
HUSI 1 Hecyllee OTBETCTBEHHOCTb 3a €ro opraHvM3auuio u hHaHCKpOoBaHue.

YnpasneHue Ka4yecTtBoMm

1 KaTTectauuun (Banmgaunm) HeKOTOpbIX TEXHOMOMMYECKNX NPOLLeCCOB, NPUMEHSAEMbIX NPV NPOU3BOACTBE SIeKapCT-
BEHHbIX CPeACTB A1 KIMHNYECKUX UCCNeA0BaHUNA, He UMeKLWmnX perncTpauun, He MoryT 6biTb NpeabAB/IeHbl Takne xe
Tpe6oBaHWA, Kak Npy NPON3BOACTBE 3aperncTPUPOBaHHbIX IeKapCTBEHHbIX CPeACTB. [INA CTepubHbIX NpenapaTos artTec-
Tauus (Banmpauns) NpoLeccoB cTepuansalumn 4o/HkHa NpoBOAMTLCA B TOM Xe 06beme, YTO 1 A5 3aperncTpupoBaHHbIX
nekapcTBeHHbIX Npenapatos. CrneundukaLum N TEXHONOrMYeckne NHCTPYKLUN Ha NekapCcTBeHHble cpeAcTBa A8 KNUHU-
YecKMX MccrefoBaHnii MOryT U3MEHATLCS B NpoLiecce nx paspaboTku, 4To NpeabaBAseT 0cobble TpeboBaHNA K HANNYMIO
BbICOKO3(h(DEKTUBHOW CMCTEMBbI 06ecneyeHmns kayecTsa.

2 Cuctema obecneuyeHuns kayecTsa, paspaboTaHHas Npou3BoauTenem, Jo/KHa yunTbiBaTb TpeboBaHus HacTosALe-
ro cTaHfapTa, OTHOCALMECS K SIeKapCTBEHHbIM CPeAcTBaM ANA KIMHUYECKUX UCCefoBaHWi, N Ao/xHa 6biTb JOKYMEH-
TanbHO ohopmIeHa ¥ yTBepXAeHa CNOHCOPOM KAVHUYECKOro UCCNe0BaHus.

3 Onepauyunu no ynakoBke 1 MapkvpoBKe /ieKapCTBEHHbIX CPeACTB A5 KNVHUYECKUX UCCNefoBaHuii 4acTo BbINo-
HAKTCA NOC/e BblAaun paspeLleHns Ha peanunsaLmio cepumn HepacacoeaHHO NPOAYKL N B COOTBETCTBUN C KOHKPETHbIMU
Tpe6oBaHUAMU WCCNefoBaHU U MMEIOT NepBOCTENEHHOe 3HauyeHue ANS LLeNOCTHOCTU KMHWYECKUX uccnefoBaHuii. B
CBA3W C 3TUM B COOTBETCTBUM C HOPMATUBHbLIM JOKYMEHTOM, pernaMeHTUpyloWwmnM npasuaa npoBefeHns KINHUYeCKUX
nccnefoBaHWii, N NyHKTOM 9.2 HacTosLWero cTaHAapTa NpoBeeHne CaMoMHCeKL MU AU HE3aBUCUMOTO ayanTa siBNseTcs
HeoTbeM/IeMOIi COCTaBHOI YacTblo CUCTEMbI 06ecneyeHns kavecTea.
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MepcoHan

4 HecwmoTpsi Ha HEGO/bLIOE KOIMYECTBO NEPCOHAa, 06bIYHO 3aHATOTO s MPOU3BOACTBE SIEKAPCTBEHHBIX CPEACTB
L1151 KNMHUYECKUX MccnefoBaHuit, LOMKHbI 6bITb HA3HAYEHb! OTAE/bHbIE COTPYLHUKN, OTBETCTBEHHbIE 33 NPOU3BOACTBO U
KOHTPO/Ib KauecTBa. Bce NPOM3BOACTBEHHLIE ONEPALMN JOKHbI BbINOHATLCSA NOA PYKOBOACTBOM YETKO ONpeAeeHHOro
OTBETCTBEHHOTO Nnua. MepcoHan, fawwuii paspeLieHne Ha BbiMyCK 1eKapCTBEHHbIX CPEACTB ANS KNMHUYECKUX UcCneso-
BaHUiA. 4o/MmKeH 061a4aTh HEO6XOANMbIMI 3HAHWSIMM MO BONPOCAM CUCTEMbI KOHTPO/IA KA4YeCTBa, TPe60BaHU HACTOALLEro
CTaHAapTa U HOPMATUBHbIX JOKYMEHTOB, OTHOCSILLUXCS K AAHHOMY BUAY NPOAYKUMU. flnua, OTBETCTBEHHbIE 3a BbIMYCK
NPOAYKUMN, [O/MKHbI 6bITh HE3ABMCUMbIMU OT /UL, OTBEYAIOLLUX 3@ NPOU3BOACTBO. *

MomeweHns n obopygosaHune

5 Tpu Npon3BOACTBE NEKAPCTBEHHbIX CPEACTB ANS KTMHUYECKUX NCCNef0BaHunii BOAHOM MOMeLLEeHUN O4HOBPEMEH-
HO MOTyT NPOBOANTLCA OMepaunn ¢ pasHbiMu NPoAyKTaMu. B cBA3W C 3TVM noBbllLaloTcA Tpe6oBaHNA K 3aLinTe OT pucka
3arpsi3HEHUs, B T. 4. OT NEPEKPECTHOro 3arpA3HeHns 1 nepenyTbiBaHNA NPOAYKTOB, NyTeM UCMNO/Ib30BAaHUA COOTBETCTBYIO-
LMX UHCTPYKLIWA.

6 [pou3BOACTBO OTAE/bHbIX BUAOB NPOAYKTOB, NEPEeYNCeHHbIX B MyHKTe 3.6 HACTOsALLero cTaHAapTa, MOXeT ObITb
OopraHnM3oBaHO He B CreluasibHbIX NOMeLleHNaX 1 060pyAoBaHUM, a No MPUHLMUNY OTAENbHbIX LMK/I0B MPOM3BOACTBA.
MockobKy TOKCUYHOCTb BeLLLeCTB He BCerAa U3BecTHa, ocoboe BHUMaHue ciegyeTyaensaTb MeTogukam oUncTku. Mpu aTom
cnepyeT yuuTbiBaTb PacTBOPUMOCTL NpenapaToB 1 BCMOMOraTe ibHbIX BELWECTB B pPa3/IMYHbIX pacTBopax, npejHasHayeH-
HbIX A1 OYNCTKU.

7 ATTecTaumsa (Banupauns) CTePW/bHbIX MPOLECCOB NPU He6OMbLIOM OObeMe Cepun cBA3aHa C HEKOTOPbIMU
TPyAHOCTAMU. B 3Tux cayyasx KOMYECTBO HaMOSIHEHHbIX eAVHWL, [MOXeT coBNafaTb C MakCHMaslbHbIM KOMYECTBOM
e/VHML, HaNoIHAEeMbIX NPU NPOV3BOACTBE. HanoHeHNe 1 repMeTu3aLms MOryT BbINOMHATLCSA BPYUHYIO, YTO nNpescTaBnseT
onacHoCTb AN CTEPUILHOCTU NpoAyKuun. B aTom cnyyae ocoboe BHUMaHue cnegyeT yAensATb KOHTPOO COCTOAHUS
oKpyxatwleli cpefbl.

[okymeHTauma

8 Cneuundukayum (Ha UCXOAHbIE MaTepuasbl, NEPBUYHbIE YNAKOBOUYHbIE MaTepuasibl, NPOMEXYTOUHbIE NPOAYKTbI,
HepaoMacoBaHHy0 1 FOTOBYHO NPOAYKLMIO), NMPOMBbILW/IEHHbIE PErNaMeHTbl, TEXHOMOTMUYECKNE WHCTPYKLUW, @ TakKe WH-
CTPYKL MM NO YNaKoBKE MPOAYKLMM MOTYT U3MEHSATLCA NO Mepe pa3paboTku npenapata. Kaxaas HoBas Bepcus AoKyMeHTa
[O/MKHA YUuTbIBATh MOCNeAHNE AaHHble, UCMOMb3yeMylo TEXHOIOTNI0, HOPMAaTMBHbIE U hapMakoneiiHbie TpeGoBaHUs co
CCbINKOW Ha npefblayllyto Bepcuio Ans o6ecnevyeHnss NpocnexmBaeMocTu. MPUYKMHbI BHECEHUS W3MEHEHWI cnepyeT
NPOTOKONNPOBATb.

9 B cnyyasix, Korga oTcyTcTBYeT HE0GXOAMMOCTb B COCTaBMIEHWUN NPOMbILLIEHHOTO PernaMeHTa u TeXHOMOTMYeCcKUX
VHCTPYKUMIA, cnefyeT ANs KaxAol NPOW3BOACTBEHHON onepauuu wav NOCTABKU COCTABASTb MHCTPYKLUW W NPOTOKOSIbI,
0hOpM/IEHHbIEe B MUCbMEHHOM BUAe. [POTOKOMbI MMEIT OCOGEHHO BaXHOE 3HAYeHWe Npu nepexofe K cepuitHomy
NpPOU3BOACTBY ¥ NOAFOTOBKE OKOHYATE/IbHOTO KOMMIEKTa JOKYMEHTALMN.

10 MpoTOoKONbI NPOU3BOACTBA CEPUIl NNeKaPCTBEHHbIX CPeACTB CreAyeT XpaHUTb He MeHee ABYX NeT nocne 3asep-
LEeHNst UK 0hULMabHOTO NPEKPALLEHUS KTUHUYECKUX UCCNEA0BAaHWIA NN B TEYEHNE NEPUOAA BPEMEHU, YCTAHOBIEHHOTO
B COOTBETCTBYIOLLEN [OKyMEeHTaLnN.

3akas

11 3aka3 MOXeT BKk/ouaTb B ce6s1 NPOVM3BOACTBO /WU YNAKOBKY HEKOTOPOrO Ynucia eAnHUL NMPOAYKUUN WU UX
OTrpy3Ky. MpOW3BOANTENID NEKAPCTBEHHbIX CPEACTB A/ KIMHUYECKUX WCCNefoBaHUil 3aka3 MOXET BblAaBaTb TOSIbKO
CMOHCOP KAMHWYECKOTO MCCNeaoBaHus. 3aka3 [O/IKEH COCTABNATLCA B NMUCbMEHHOM Bufe (HO MOXeT nepefaBaTtbCs W
3/1eKTPOHHBIM CNOCO60OM) U GbITb [OCTATOYHO YETKUM BO U30exaHue pasHoUTEHW. 3akas JO/KeH 6biTb ouLManbHO
YTBEPXKAEH U UMETb CCbINIKY HA YTBEPXAEHHOE [OCLE HA NIeKApCTBEHHOE CPEACTBO.

[ocbe Ha fiekapCcTBEHHOE CPeacTBO

12 Bcsi vHopmauums, Heo6xoauMas AN COCTaBMIEHNUS MOAPOGHLIX MUCbMEHHbLIX UHCTPYKLWKA MO NPOU3BOACTBY,
ynakoBKe, KOHTPOJII0 KauecTBa, BbIMyCKy CEpUM NPOAYKLMM, XPaHEHWIO U/iNu OTrpy3ke, [O/MKHA COAepXaTbCsi B OCbE Ha
NeKkapcTBeHHOE CPeACTBo. [lochbe Ha NeKkapCTBEHHOE CPEACTBO AOHKHO HEMPEPbIBHO 06HOBAATLES, 06ecneunsas sormuec-
Kytlo CBSi3b C NPeAbIAYLLAMN BEPCUIMU.*

MpoMBbILWIEHHbIE PETfIaMEHTbI U TEXHOIOTUYECKNE UHCTPYKLUN

13 No6ble N3MEHEHNA B MPOMbILLIIEHHbI pernfaMeHT N TeXHONOrMYeckne NHCTPYKLUW credyeT BHOCUTbL B COOTBET-
CTBUU C UHCTPYKUWE, HanpaBfeHHON Ha OLEHKY BAMSHUA 3TOr0 W3MEHEHMUsi Ha CTabuIbHOCTb U GUO3KBMBANEHTHOCTb
nekapcTBEHHOro cpefctea. Bce naMeHeHUss fO/MKHbI 6bITb OPOPMAIEHBI MPOTOKOIOM W YTBEPXAEHbl OTBETCTBEHHbIMMW
nmuamu.

WHCTpYKLUMK No ynakoske

14 YnakoBka W MapKMpoBKa SIeKapCTBEHHbIX CPEACTB AN1A KIMHUYECKUX UCCNeAoBaHWiA, kak npaBu/o, ABASIOTCA
60/1€e€e COXHbIMM ONepaursaMmn B CBA3K C 60/bLLel ONaCHOCTbIO BO3HUKHOBEHUS OLLINGOK (KOTOpble TPyAHEE BbISBUTb), YEM
ynakoBKa 3apermcTpupoBaHHbIX SleKapCTBEHHbIX CPEACTB, Tak kak Npu 3TOM UCMO/b3YTCA «Cenble» 3TUKeTKW. B cBsA3n

3ATUM HeOGXO,qVIMO yaoenatb ocoboe BHUMaHue yyeTy 3TUKETOK, KOHTPO/TK0 YNCTOTbI yI'IaKOBOHHOI7I JIVHUN N TA.. a Takke
He3aBUCUMbIM NpoBepkam, NPoBOANMbIM COTPYAHMKaMU OTAeN1a KOHTPO/1A KayecTBa.
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15 JlekapCTBEHHble CpefcTBa A5 KIMHUYECKUX UCCNefoBaHWi [OMKHbI YNakoBbIBaTbCA WHAWBUAYaNIbHO ANA
KaXk4oro 60/1bHOrO, BK/TOYEHHOTO B K/IMHUYecKoe uccnepoBaHne. OCHOBOIM MHCTPYKUUI NO ynakoBke siBnsieTcs 3akas. B
OT/IMYME OT NPaBU/ YNaKoBKU, NPUHSATLIX MPW CEPUITHOM NPOM3BOACTBE PETMCTPUPOBAHHbLIX TEKAPCTBEHHbIX CPEACTB, cepus
NIEKaPCTBEHHbIX CPEeACTB ANS KNUHUYECKUX UCCNEL0BaHMNIA TNOXET BbiTh pasfesnieHa Ha pas/inyHble YNakoBOYHbIE Cepuy,
KOTOpble yNakoBbIBAOTCA MO OTAENbHOCTU B pa3HOe BPeMs.

16 KonuyecTBO €4MHUL, yNaKkoBbIBAEMOW NPOAYKLMM AOMKHO GbiTb ONPEAENIEHO A0 HaYana onepauuii No ynakoske
C y4eToM KO/IMYecTBa eAuHUL, Heo6GXOAWMbIX NS NPOBEeAEHUS KOHTPONA KayecTBa, M apxuBHbIX o6pasuos. Mocne
OKOHYaHMWSI YNakoBKUW U MapKvpoBKW Heo6GXOAMMO NOABECTM GanaHC ynakoBOYHbIX MaTepuanos, HepacthacoBaHHON U
rOTOBOI NPOAYKLMN.

WHCTpYKUMM No Mapkupoeke

17 OTuKeTKM AOXKHBI COAepXaTb CneayioLlyto nHhopmaymio:

a) HaMMeHOBaHue cnoHcopa:

b) [03VMPOBaHHYI0 NekapcTBEHHY hopMy, cnocob BBeAeHUs, KOIMYECTBO A03. a Takke HasBaHue/Wwndp nekapcrt-
BEHHOIO CpefCcTBa U aKTMBHOCTL/A03MPOBKY B C/lyyaB OTKPbITOrO UCCNEefOBaHNA:

C) HOMep cepuu U/unu Kog. No3BoNAKLWNE NAeHTUNLMPOBaTL COAEPXMMOE 1 ONepaLmio Mo ynakoBKe;

d) nAeHTU(UKALNOHHLIV (PaHAOMU3ALMOHHbI) HOMEP UCMbITYEMOro Nnua;

€) yKasaHus no NpyMeHeHuIo;

f) Hagnucb «TONbKO ANSA KNUHWYECKUX UCCNEen0BaHNR»;

) haMuanio n nHULMansl nccnefosartens {€C/iM OHWU He BK/TIOYEHbI B KO UCC/IeA0BaHWIA):

h) koA KNMHUYeckoro uccnefoBaHuns, NO3BONAOWNI MAEHTUDULMPOBATL UCCefoBaTeIbCKUIA LEHTP 1 uccneosa-
Tens:

i) ycnoBusa xpaHeHus:

j) cpok ucnonb3oBaHus B Mecauax/rogax (gata ucteyeHus cpoka rofHoCTu, CPOK rOJHOCTU Un faTa NoBTOPHOro
KOHTPONSA Npu Heo6xoaAnMocCTH);

k) Hagnucb «XpaHWTb B HEAOCTYMHOM A5 AeTel T/ieeTe», 3a UCK/0UYEeHNeM Tex CiyvaeB, KOrAa NpoaykT npegHa-
3Ha4YeH TOMbKO A1 UCMOb30BaHNA B YCNIOBUAX CTalMoHapa.

BHellHAs ynakoBka [NOXET cofepXaTb CUMBO/IbI WM MUKTOrpaMMbl 151 MOSACHEHWS HEKOTOpol MHdopmauuu,
YyNOMSAHYTON BbiWwe, U TpeboBaHue «Bo3BpaTuTb NyCcTyl yNnakoBKY U HEWCNO/b30BAaHHOE NeKapCTBEHHOE CPefCTBO».
B cooTBeTCTBUM C 3aKa30M MOXeT 6bITb ykazaHa A0oNoHUTeNbHasA UHhopmauusa (Hanpumep, NnpejocTepexeHne N UHCTPYK-
ums no obpatyeHmnto). Konum kaxaoro tmna aTMKETOK AO/DKHbI XPaHUTLCA B NPOTOKO/IE CEPUN.

18 Ha nepBuWyHyt0 ynakoBKy fO/KHa 6biTb HaHeceHa MHopMaunsa No NyHKTY 17. nepeyncneHns a) — K) AaHHOro
NPUIOKEHNA Aaxe B Clyyae, eC/n ykasaHHas MHdopmauus npusejeHa Ha BTOPUYHOI ynakoske.

19 Ecnv Ha BTOPWUYHOI ynakoBke yka3aHa BCA MHGOpMauusa no NyHkTy 17. nepeuncneHus a) — K) AaHHOro
NPUIOXKEHNA, a NePBUYHON YNaKOBKOW ABNAOTCA 61CTEPbI NN NEepBUYHANA ynakoBka HEGO/bLIOro pasMepa 4pyroro smga
(Hanpumep, amnysnbl), Ha KOTOPOW He ymellaeTca ykasaHHas WHOpMaLWs, TO Ha Takoii ynakoBke, Mo kpaiiHei mepe,
[0/MKHa 6bITh NpuBeAeHa HhopmaLna cornacHo NyHKTy 17. nepeuncnenuns a), c) n d) n cnoco6 esegexns (4na amnyn).

20 MMpu NpofneHun cpoka rofAHOCTU NeKapCTBEHHOrO CPefCcTBa A8 KIMHUYECKUX UCCNefoBaHuiA K HeMy [o/KHa
6bITb NMPUKPENIEHa [ONONHNTEIbHAA 3TUKETKA, HA KOTOPOI A0/KeH BbiTb YKa3aH HOBbIi CPOK FOAHOCTU 1 MOBTOPEH HoMep
cepun. HoBasl aTMKeTKa MOXET 3aKpblTb CTapbllii CPOK FOAHOCTU, HO B LIe/ISIX KOHTPONA KayecTBa OHa He [Jo/KHa 3aKpbiBaTb
opur1HanbHbli Homep cepun. Onepauns NnepemapknpoBkN MOXET NPOBOAUTLCS B UCC/IE0BaTENLCKOM LieHTpe Habnoaa-
Tenem(smu) unn apmaLeBToM 3TOro LieHTpa B COOTBETCTBUM C MPUHATBIMU MHCTPYKLUUAMU MW YCNIOBUAMW KOHTPakKTa.
OTa onepauus 40/KHA NPOBOAUTLCA NOJ KOHTpOsieM BTOPOro nvua. CBuaeTenb,CTBO O MPUKPENIEeHNN AO0N0NHNTENbHON
3TUKETKM [O/IKHO BbITb BK/IIOYEHO B COCTaB AOKYMEHTALMN O NPOBEAEHNN K/TMHNYECKOTO UCCe0BaHNs U MPOTOKON Cepuu.

MpOTOKONbI NPOM3BOACTBA U YNAKOBKU CEPUM NPOAYKLUN

21 TMpoTOKO/bI MPOU3BOACTBA U YNAKOBKM CEPUM MPOAYKL MM AO/KHBI COAepXaTb NogpO6HYI0 MHdhopMaumio, focTa-
TOUYHYIO /151 NPOCNEXUBaHUS BCE NOC/efoBaTe/IbHOCTM onepauuil, a Takke BCe CYLLeCTBEHHble 3amedaHus, fawouime
HOBYIO MHDOPMALMIO O MPOAYKTE, NMO3BOMSIOLME YYULWNTL NPOU3BOACTBEHHbIV MPOLECC U NOATBEPAUTHL UCTO/b3yEMbIe
MEeTOAMNKN.

MponssoacTeo
McxoaHble maTtepuansl

22 CTabunbHOCTb TEXHOMOMMYECKOTO NpoLiecca B 3HAUNTE/IbHOW CTEMEHU 3aBUCUT OT KAuyecTBa UCXOLHOTO CbipbSi.
Mo3aTomy crnefyeT yCTaHOBUTb XUMUYECKME U hu3nyeckne CBONCTBA NCXOAHbIX MaTepnanos, BHECTU UX B crieyudmkauymum
1 OpraH130BaTh UX KOHTPO/b. CneundukaLy Ha akTUBHbIE UCXOHbIE MATepuasbl LO/KHbI ObiTb N0 BO3MOXHOCTM 6onee
NOJIHBIMW 1 COOTBETCTBOBATHL COBPEMEHHOMY YPOBHIO 3HaHWiA. B xoe pa3paboTku NekapcTBEHHOro cpeacTBa cneunduka-
UMM KaK Ha aKTMBHbIE, Tak W Ha BCMOMOraTesflbHble WCXOAHbIE MaTepuanbl cnefyeT Nepuofuyecku nepecMarpusatbh U
aKTyanusupoBatb.

23 [ns BbISIBEHUS NPUUMHBI W BblAAYU Pa3peLLEHUs HA OTKNOHEHWE B TEXHOIOTMYECKOM MpoLiecce Heo6XoAnMO
MMeTb NOAPOGHYH MHOPMALIMIO O KAYEeCTBE aKTUBHbIX U BCMOMOraTe bHbIX UCXOAHbIX MaTepuasnos.
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TexHosornyeckmne onepauunun

24 Ha cTagum pa3paboTku SleKapCTBEHHOTO CPeACTBa He BCerja MOXHO NpoBecTu aTTectauuio (Banvpauuio)
MeToAMK. BcnefcTBue 3TOrO TPYAHO 3apaHee YCTaHOBUTb KPUTUYECKME TEeXHO/orMyeckue napameTpbl U MeToAbl UX
BHYTPUMNPOM3BOACTBEHHOTO KOHTPOS. B 3TUX cnyyasx kpuTuyeckne napameTpbl BbiGUpalTcs no aHanornn. OCHOBHOM
nepcoHan AoMKeH yAensaTb 0cob6oe BHUMaHWE COCTABNEHUID BCeX HEOGXOAUMbIX UHCTPYKLWIA W UX CBOEBPEMEHHOMY
OGHOB/IEHUNIO HA OCHOBE HAKOM/IEHHOTO ONbITa.

25 OAHOW M3 CYLECTBEHHbIX COCTaBAIOLWMNX KOHTPONS TEXHONOTMYeckux onepauuii aBnseTcs conocTas/ieHne
BbIX0Za NpoAyKuuu. Heo6XoaMMO NOCTOSIHHO CPaBHMBATL (PaAKTUUECKWI U TEOPETUYECKUI BbIXOAbI MPOAYKLUM U paccre-
[,0BaTb NPUYUHbI TH0GbIX CYLLLECTBEHHbIX OTKTOHEHWIA.

26 WHakTvBaumio/yaaneHne BUPYCOB U/UMN APYTvX 3arpsisHEHW GMOTOTMYECKOTO XapakTepa criefyeT npoBoAnTb B
TOM Xe 06beme, YTO U ANA 3aPErucTPUPOBAHHBIX SIeKapCTBEHHbIX CPeACTB. VIHCTPYKLMM NO 0UYNCTKE [OKHBbI ObiTb O4eHb
4eTKUMKU 1 paspabaTbiBaTbCsi C YYETOM HELOCTATOYHOCTU MHDOPMAaLMKM O TOKCUYHOCTW NEKAPCTBEHHOrO cpeAcTBa AN
KTMHWYeCKnX nccnegosanuii. Ecnv npoueccsl (Hanpumep, CMELLEHKE) He NpoLwIn aTTecTauuto (Banmaauuto), Heo6xoaumo
NPOBOAUTbL AOMNONHUTENbHBIE UCMbITAHUA KOHTPONS KayecTsa.

Tpe6oBaHus K npenaparty cpaBHeHus

27 B KIMHUYECKUX UCCNefoBaHuAaX, Korga nccneayemoe nekapcTBeHHoe CpeAcTBO CpaBHUBAETCA C 3aperncTpmpo-
BaHHbIM NpenapaTtom, Heo6xoAnMo o6ecneymnTb LLe/IOCTHOCTb M Ka4ecTBO Npenaparta cpaBHeHWA (TOTOBOI nekapCTBEHHOIA
¢hopMmbl, YyNakoBOUHbIX MaTepnasioB, YC/I0BUIA XpaHeHUs v np.). Ecnn Heo6xoAnMo NPOBECTN CYLLeCTBEHHbIe U3MEHeHUst
NeKkapcTBEHHOro npenapata, o6bem MHcopmauun o Hem (Hanpumep, No CTabUIbLHOCTU, CPaBHUTENLHOW pacTBOPUMOCTH,
610A0CTYMHOCTH) AO/MKEH 6bITb 4OCTATOUYHBIM /19 FapaHTWUM TOT0, YTO 3TN U3MEHEHNSA HE OKaXyT CYLLeCTBEHHOIO B/IMSHUSA
Ha NcxoaHble napameTpbl KayecTBa 3TOr0 SlIeKapCTBEHHOrO npenapara.

28 CpoK rogHOCTM npenaparta cpaBHeHWs, yKkasaHHbIi Ha NepBoHavYanbHOM ynakoBke, He T/TOXEeT OCTaBaTbCsA TaknM
Xe AnA nepeynakoBaHHOro npenapara. [103ToMy cnoHcop 0653aH onpefennTb COOTBETCTBYIOLMIA CPOK FOAHOCTH (PyKO-
BOACTBYSICb BUAOM npenapaTta, xapakrepucTukaMu ynakoBku U yCIOBUSIMU, B KOTOPbIX 3TOT npenapar 6yAeT XpaHUTbCa) u
ykasaTb ero Ha aTukeTke. HOBbI/i CPOK FOAHOCTM HE MOXET MpeBblaTh yKasaHHbIli Ha nepBoHavanbHOW ynakoske. Ecnn
[aHHble 0 cTabunbHOCTU Npenaparta OTCYTCTBYOT WM CTabunbHOCTL Mpenapata He MOXeT ObiTb o6ecneyeHa B xofe
NpoBeAEeHNs KTIMHNYECKOro NCCe0BaHns, HOBbI CPOK rOAHOCTM AO/KEH 6bITb He 6onee 25 % nepuoga BPeMeHN Mexay
faTamu nepeynakoBKM U UCTEYEHUS MPeXHero cpoka rogHoOCTW npenaparta uam 6 Mec oT AaTbl NepeynakoBKku npenapara,
B 3aBMCMMOCTW OT TOTO, KaKOW CPOK MeHbLUe.

Kogn paHgomusaumm

29 B MHCTPYKUMAX [O/KHbI ObITb YETKO ONMCaHbl Bce onepauuu (popmmrpoBaHue, pacnpoctpaHeHue, obpalyeHne
nXpaHeHune)c M1o6bIM KOAOM paHAOMU3aLMMN, UCMOMb3YEeMbIM A/151 yNaKOBaHHbIX IEKAPCTBEHHbIX CPeACTB 418 KITUHNYECKNX
ncecnefoBaHuii.

Cnenoii metop

30 CnepyeT pa3paboTatb CUCTEMY, NO3BOMSAIOLLYI TOYHYIO UAEHTUUKALNIO «CNEeNbIX» Npenaparos. 3Ta cuctema,
Hapsiay € KOAOM Y CMUCKOM paHAoMU3aLMm, 4O/HKHA NO3BOIATL NPaBUIbHO MAEHTU(NLMPOBATL TeKapCTBEHHOE CPeacTBo,
B T. Y. 106YI0 HEO6XOAMMYIO NPOC/IEXMBAEMOCTb K KOAAM U HOMEPY Cepumn NekapCTBEHHOTO CpecTBa A0 onepauun no ero
«Cnenomy» pasfesneHuto.

31 O6pasubl «Crenbix» NekapCTBEHHbIX CPeACTB ANSA KIMHUYECKNX NCCef0BaHNii HE06X0AMMO COXPaHATb.

KoHTponb KayecTBa

32 TlocKofibKy MHOTMe NpoLecchl He MOTyT 6biTb CTaHAAPTM30BaHbI M aTTecToBaHbl (BanMAMpoBaHsl). Bo3pacTtaeTt
pO/ib MPOBEAEHNS UCTILITAHUI KOHEYHOTO MPOAYKTA HA COOTBETCTBUE TPE6OBAHUAM CrieLupUKaLmii.

33 KOHTponb KauyecTBa AO/KEH yAeNsATb 0c060e BHUMAHWe COOTBETCTBUIO TPe6OBaHNSAM cneundmkauuii, oTHoOCA-
LUXCS K 3 PEKTUBHOCTM /IEKAPCTBEHHBLIX CPEACTB, & MMEHHO:

- TOYHOCTU TEpaneBTUYECKON NN Pa3oBoii f03bl (TOMOTEHHOCTU, O4HOPOAHOCTY A03MPOBAHMS);

- BbICBO6OXAEHMIO aKTUBHbIX BELeCTB (PAaCTBOPMMOCTY, BPEMEHU PAaCTBOPEHUS U T.M.);

- oueHKe cTabunbHOCTW (MPU HEOGXOAWMOCTW, B YC/IOBUSIX YCKOPEHHOTO CTApeHWsi M CTPECCOBbLIX YC0BUSX),
onpeaeneHnio NpeaBapuTeIbHbIX YCIOBUA XpaHEHUSt U CPOKa TOAHOCTY npenaparta.

Mpu HEOGXOAMMOCTU KOHTPO/Ib KauecTBa JO/KEH BK/toYaTh B cebs NOATBEPXAEHNE COOTBETCTBUS BHELUHErO BUAA,
3anaxa u BKyca «Crenblx» NeKapCTBEHHbIX CPEACTB.

34 3a XxpaHeHWe KOHTPOJIbHbIX 06Pa3L0B KaXAO0W Cepuu NPOAYKLUM HECET OTBETCTBEHHOCTbL NPOU3BOAMTENL WK
MMMOpTep, KOTOPbIA BbINYCTUN 3Ty CEpUI0 A/1s1 UCMONb30BaHUs B Poccuiickoii ®egepauun. O6pasibl crefyeT XpaHuTb B
NepBUYHOI yNakoBKe, UCMO/b3YeMOii NPy NPOBEAEHUN UCCIEL0BAHNS, WU B YNAKOBKE A/ XPaHeHUs HepacacoBaHHOMO
nekapcTBeHHoro cpeAcTBa. O6pasLibl XpaHATCS He MeHee 0fHOr0 rofa nocse oKOHYaHUs CpoKa rogHOCTW NIeKapCTBEHHOO
CPEACTBA WM He MeHee [BYX JIeT MOC/e OKOHUAHUS K/IMHWUYECKUX UCCMefoBaHuii, B 3aBUCMMOCTM OT TOTO, Kakol CpoK
6onble. Ecnu o6pasel, XxpaHUTCA B ynakoBKe, OT/IMYHON OT YNakOBKW, WCMO/b3yeMoil NMpu NpoBeAeHUN KNMHUYEecKoro
UCCNEeA0BaHus, TO 4151 NOATBEPXAEHUS CPOKA FOAHOCTY Mpenapata B 3TO YNaKoBKe 40/KHbI 6bITb JaHHbIE OTHOCUTESILHO
€ro cTabunbHOCTU B 3TOI ynakoBKe.
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Bblfaya paspeleHuns Ha BbiNyCck cepun

35 Bblgava paspelleHnst Ha BbiMyCK IEKAPCTBEHHONO CPeACTBa BO MHOMMX C/lyyasx NpOBOAMUTCS B ABa 3Tana (4o u
nocne ero OKOHYaTeNbHON| ynakoBkw):

- Npu NPOBeAEHUN OLEHKN HepactacoBaHHOW NPOAYKLMN AO/MKHbI 6bITb PACCMOTPEHbI BCE CYLLECTBEHHbIE (PaKTO-
pbl, B T. Y. YC/IOBUSA NPOU3BOACTBA, PE3Y/bTaTbl BHYTPUNPON3BOACTBEHHOIO KOHTPONS, NPON3BOACTBEHHAS AOKYMEHTaLNs,
COOTBETCTBME TPEGOBAHUSM [OCLE HA JIEKAPCTBEHHOE CPEACTBO W 3aKasy.

- NpU NPOBEAEHUN OLEHKMN FOTOBOMO JIeKapCTBEHHOrO CpPeAcTBa NOMUMO BCeX (PakTOPOB, BK/OUEHHbIX B OLEHKY
HepaccacoBaHHOW NpoAyKLuuW, cneayeT paccMaTpuBaTh YCN0BUS, B KOTOPbLIX MPOBOAMUTCS YNakoBKa, pe3ynbTaTthl BHYTPU-
NPOU3BOACTBEHHOIO KOHTPOIS, AOKYMEHTAaL IO N0 yNakoBKe, COOTBETCTBME Tpe6oBaHWAM JOCbe Ha NeKkapcTBEHHOe cpes-
CTBO U 3aKasy.

CBob6ogHOe nepemelyeHune

36 TMocKo/bKy Bbladya pa3peLleHnii Ha BbiNyCK JIEKAPCTBEHHbIX CPEACTB A5 KMHUUYECKUX UCCef0BaHUMA («TEXHU-
Ueckuil 3eM1eHblii CBET») OCYLLECTBISIETCS NEPCOHAIOM COOTBETCTBYHOLLEN KBANUUKaLuu, To NPy HANNUUU AOKYMEHTaSTb-
HOTO CBMAETENLCTBA O NPOBEAEHUU HEOBXOANMbIX NPOLEAYP KOHTPOJIS 1 BbiNycka NPOAYKLUU He TpebyeTcs NnpoBeaeHune
aHa/M30B KayecTBa 3TO NPOAYKUMW Nocne ee OTrpy3ku B Apyrve rocyjapctsa, umelolwue ¢ Poccuiickoilt ®egepauueit
COOTBETCTBYHOLLME COMMaLlEeHUs!.

KOHTpaKT Ha NPOM3BOACTBO ¥ NPOBEJEHNE aHaNN30B

37 MOMUMO NPOYMX YC/IOBUIi B KOHTPaKTe AO/HKHO 6blTb YETKO yKasaHo, YTO [aHHOe JIEKAPCTBEHHOE CPEACTBO
npefHasHa4yeHo 415 NPoBeAeHUst KNUHNYECKUX UCCneoBaHnil. Heo6xo4MMo TECHOe B3aMMOoAeicTBne Mexay KOHTpareH-
Tamu.

Peknamauun

38 BbiBOAbI N0 pe3ysbTatam to60oro pacc/efoBaHns, NPOBEAEHHOTO B CBA3M C peknamaumeii, 0MKHbI 06CyXaaTh-
€Sl MEXAY CMIOHCOPOM K/IMHWYECKOTO UCC/Ie0BaHUsA U NMPON3BOAUTENEeM (MPK pasHOracusax), Ui Mexay oTBETCTBEHHbIM
JIULOM NPOU3BOAUTENS W IMLAMU, OTBETCTBEHHbLIMU 33 MPOBEAEHNE COOTBETCTBYIOLLErO K/IMHUYECKOTO UCC/EA0BaHus, C
LiefIblo OLLeHKM BO3MOXHOTO BNUSIHUA peknamauuy Ha AaHHoe nccnefoBaHue n paspaboTky 3TOro IeKApCTBEHHOTO cpes-
cTBa.

OT3bIB 1 BO3BpaT

39 [leiicTBUS No BO3BPATY /IeKAPCTBEHHbIX CPEACTB A5t KTMHUYECKUX UCCiefoBaHuii (Hanpumep, 0T3biB 6pakoBaH-
HOro npenapaTa, Bo3Bpart noc/ie 3aBeplUeHunsi UCCNeA0BaHns, BO3BpAT NPenapaTos ¢ UCTEKLWUM CPOKOM FO4HOCTH) JOSIKHbI
6bITb NPVBEAEHbI B UHCTPYKLMSAX, pa3paboTaHHbIX U 0DOPMIIEHHbIX AOKYMEHTasIbHO. MoMUMO nuL(a). OTBETCTBEHHbIX(0r0)
3a 0T3bIB Npenapata, ¢ UHCTPYKLUAMM A0/KHbI 6bITb 03HAKOM/IEHbI CMIOHCOP K/IMHUYECKOTO UCCNEA0BaHNSA, UCCNeoBaTe b
1 Habnwgartesb.

OTrpyska. Bo3spart. YHUYTOXEHNE

40 OTrpy3Ka, BO3BpaT N YHUYTOXEHUNE Hencnosib30BaHHOM npoaykunn [O0J/DKHbI BbIMOSIHATLCA B COOTBETCTBUU C
NMNCbMEHHbIMU UHCTPYKUNAMN.

OTrpyska

41 OTrpy3ka NeKapCTBEHHbLIX CPEACTB, NpegHasHaueHHbIX 47151 KAIMHUYECKUX UCCef0BaHNi, BbINOMHSAETCS B COOT-
BETCTBWM C 3aKa3aMu Ha OTIpy3Ky, NPeAoCcTaBIsSiEMbIMU CTIOHCOPOM.

42 JlekapCTBEHHOE CPEACTBO A5 KNIMHUYECKNX UCC/IEf0BaHN MOXeT 6biTh OTNPAB/EHO B aApec uccnegosarens
TOJIbKO MOC/1e NPOXOXAEHUS NpoLeaypbl BbiNycka NpoAyKLuuW, BKIOUatoLweil B ce6s ABE CTafuun: BbIMyCK NPOAYKLMM nocne
KOHTPO/ISi KAUecTBa («TEeXHUYECKUI 3e/eHblli CBeT») 1 paspelleHre Ha UCMob3oBaHue NPoAyKLMUM, BblgaBaemMoe CroHCOo-
poMm («NoATBEPXAAOLWMIA 3eNeHbI CBET»). PaspelleHns A0/MKHbI 6bITb 0DOPMIEHbI [OKYMEHTA/IbHO U COXPaHEHbI.

43 YnakoBka fofxHa o6ecneuynmBaTb COXPaHHOCTb 1 6€30MacHOCTb MPOAYKLMUM NPU TPAHCTIOPTUPOBAHWUY 1 NPOMEX-
YTOYHOM XpaHeHun. Heo6X04MMO BbISIB/IATL (PaKTbl BCKPLITUS U HAPYLIEHWUS] BHELIHEN YNAaKOBKM NPy TPAHCMOPTUPOBAHNN.

44 CnoHcop AOMXeH obecneuvBaTb OTIPY3Ky NPOAYKLMU Hafnexallero kauyecTBa U AOCTaBKY €€ N0 HYXHOMY
agpecy.

45 Heo6X04UMO XpaHWTb ONUCb MOCTABOK, CAEMNAHHbIX NPOU3BOAUTENEM, OCOGEHHO MAEeHTUdMKALUM afpecaToB
NoCTaBOK.

46 MMepeMelleHne nccreyemblX 1eKapcTBEHHbIX CPEACTB U3 0HOTO NCCNeA0BaTe IbCKOrO LIEHTPA B 4pyroii gonyc-
KaeTcs B UCK/OUNTESbHBIX CydYasix U paspellaeTcsl ToNbKO 4151 O4eHb AOPOrUX Npenaparos, OrpaHUYeHHOro KoamyecTsa
npenapara, VMeloLerocs B HaMUYUN AN NPOBeAEHNUs UCCMEeA0BaHNIA, UK B Ype3BblYaliHbIX CUTyauusx. Takue nepeme-
LLEeHUSA AOMKHBI PETYINPOBATLCS MHCTPYKLMSIMW, PA3NINYaloLMMUCS B 3aBUCUMOCTM OT NepBOHAYabHOTO MecTa XpaHeHus
repemelL,aeMoro npenapara (co cknaga, HaxoAsLerocs nof KOHTPOIEM COHCOPA, U3 anTeku NCCeA0BaTeIbCKOTo LeHTpa
UK oT uccnegosatens). Ecnu nepemelyaemMblii npenapaT XpaHuncs HenocpeacTBEHHO y UCCefoBaTesNs, a He B anTeke,
Heo6X0AVMMO NPEANPUHSTL 4OCTATOUYHbIE MEPbI NPEAOCTOPOXHOCTU N KOHTPOJIS, NPEXAe YEM NCMO/b30BaThL 3TOT Npenapat
BPYrOM UcCnefoBaTebCkoM LeHTpe. Kak npasuo, 415 NoATBepXAeHuUs, 4To NpenapaTt Bce elle NoAXoAuT ANs LeneBoro
MCNoNb30BaHUA U HOBOI OTTPY3KU, €ro CnefyeT BO3BPATUTbL CMOHCOPY A/ MEPEMapPKMPOBKN 1 NOBTOPHOTO NPOBEAEHUS
NoJIHOro Habopa WCMbITaHWii Ha COOTBETCTBME 3TOrO Npenapara TPe6oBaHWSAM cheumduKaLmm.
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Bosepar

47 Bo3BparT /IeKapCTBEHHbIX CPEACTB A5 KIUHUYECKUX UCCNEf0BaHNI [JO/KEH NPOBOANTLCS HA COTNACOBAHHbIX
YCNOBUSIX, ONpeeeHHbIX CNOHCOPOM U N3/T0XEHHbIX B MUCbMEHHbIX MHCTPYKLUUSIX, YTBEPXKAEHHbIX PYKOBOACTBOM.

48 Bo03BpalLeHHYI NPOAYKLUIO CliedyeT YeTKO MapkMpoBaTh U XpaHWTb B CMELMANbHO NpeAHa3HAUEHHbIX 30HaX.
Heo6x04MMO BECTU U XpaHWUTb NPOTOKOJIbl MHBEHTapM3aLMn BO3BpaLLEeHHON NpoayKL K.

YHUUYTOXEHMNe

49 CnoHcop HeceT OTBETCTBEHHOCTb 33 YHUUTOXEHWE HEUCNO/b30BaHHbIX /IeKAPCTBEHHbIX CPEACTB ANs KIUHUYec-
KX UCcrefoBaHunii. He gonyckaeTcs yHUUTOXEHUE NeKapCTBEHHbIX CPEACTB A1 KNMHUYECKNX UCCNe0BaHunii Npon3Boau-
TenieM 6e3 NoJslyuyeHus paspelleHuns oT croHcopa.

50 MpPOTOKO/bI YHUUTOXEHNUSA MPOAYKLMM LO/DKHBI GbiTb COCTABNEHbI Tak. YTOGbI MOXHO 6bl710 MpOCneAnTb BCe
onepauun. 3T NPOTOKO/bI CleAyeT XpaHuTb Yy CroHcopa. JlekapcTBEHHble CPeACTBa A/1s KINHUYECKUX UCCefoBaHwii
MOTYT 6biTb YHUUYTOXEHbI TOILKO MOC/E 3aBEPLUEHUS KIMHUYECKOTO WCCMELOBAHWUS U COCTABNEHWUS 3aKIUUTENBHOTO
oTyeTa.

51 ECnu yHUUTOXEHWE NMPOAYKLUM NOpy4aeTcs NPOU3BOAMTESO, OH AO/DKEH NPEAOCTaBUTL CMOHCOPY NacnopT uam
aKT 06 YHUUTOXEeHUN MPOoAyKUMW. B 3TUX AOKYMEHTax A0/KHbl 6biTb yKasaHbl HOMepa cepuit W/mam Wndpbl 60AbHBIX U
(hakTUUYecKoe KOIMYECTBO YHUUTOXEHHON NPOAYKLMN.

Mpunoxenvne 14

Mpon3BoACTBO NNEKAPCTBEHHbLIX CPEACTB U3 KPOBU WU Nia3Mbl YenoBeka
OCHOBHbIE MOJIOXEHUA

[Onsi 6GUONOTNYECKUX MEAMLMHCKUX NMPenapaTtoBs, NoayYyaeMbIX U3 KPOBW UV Maa3Mbl YEOBEKA, UCXOAHbIM MaTepu-
asioM SIBASIOTCS KNEeTKU U XMAKAs YacTb KPOBU — niasma. JlekapcTBeHHble CPeACTBa, Noslyyaemblie U3 KpOBU UM Niasmbl
uenoBeka, 06/1a4alT PsSAOM OCOGEHHOCTEN, CBA3AHHbIX C MPUPOAOIA WCXOAHOrO MaTepuana. Hanpumep, WCXOAHbIN
marepuan MOXeT cofiepxaTb 61M00rMyYeckne areHTsl, Npex/ae BCero BUpychl, pacnpocTpaHsiowme 3a6onesanus. Besonac-
HOCTb SIEKaPCTBEHHbIX CPEACTB 3aBUCUT KaK OT MPOBEPKM NCXOLHOT0 MaTepuasna 1 ero UCTOUHUKA, Tak U OT MOC/eAYHOLNX
NPOV3BOACTBEHHbIX ONepaLwii, B T. 4. OT yAaNeHUs 1 MHaKTUBALUU BUPYCOB.

OcHoBHble Tpe6GOBaHMS HACTOSILLETO CTaHAApPTa PacnpocTPaHSIOTCS Ha NPOM3BOACTBO NPOAYKL MM HA OCHOBE Yeno-
BEUYECKON KPOBU WU Ma3Mbl, €C/IN He OTOBOPEHO UHOe. Ha Takue NPou3BOACTBA MOTYT PacnpoCTpaHATLCA U Tpe6oBaHus
paga npunoxexuii {Hanpumep, No NPOM3BOACTBY CTEPU/IbHBIX IEKAPCTBEHHbIX CPEACTB, NCMO/b30BAHUI0 UOHN3UPYIOLLErO
13My4eHUsl, MPON3BOACTBY GMONOTMYECKNX MEAULMHCKUX NPenapaToB, UCNOb30BaHMI0 CUCTEM C KOMMbIOTEPHLIM YNpaB-
JIEHVNEM U KOHTPOJIEM W T. 4.).

MoCKONbKY KauecTBO rOTOBOV NPOAYKLMW OnpefenseTcs BCemu aTanamu Npon3BOACTBa, B T. Y. CGOPOM KPOBW UK
nn1a3mbl, BCe Onepawmy LOMKHbI BbINO/HATLCS B COOTBETCTBUY C NPUHATON CUCTEMOI 06ecneyeHnsi kauecTsa U Tpe6osa-
HUSIMU HACTOSLWEro cTaHgapTa.

CnegfyeT NpuHUMaTh Mepbl N0 NPe0TBPALLEHMIO Nepesaun UHEKLNOHHbIX 3a60/1eBaHnii 1 BbINOSIHeHU0 Tpe6oBa-
HU COOTBETCTBYIOLMX HOPMATUBHbLIX AOKYMEHTOB, OTHOCAWMXCA K Miasme A/si )pakuMOHMPOBAHUA 1 MEANLMHCKIX
NPOAYKTOB, NOyYEHHbIX 13 KPOBU UMK Niasmbl. CneayeTt pyKOBOLCTBOBATLCS Takke TPe60BaHNSIMU, pernamMmeHTUpyoLwmMMm
nof6op [OHOPOB KPOBW, Maasmbl U 06CefOBaHWE JOHOPCKOW KpOBWM, a Takke pPekOMeHAauusMu Mo U3roTOBMEHUIO,
UCMO/b30BaHMI0 1 06ECNEeYeHUI0 kKauecTBa KOMMNOHEHTOB KPOBU.

B HaCTOSLLEM NPUIOKXEHNN HE PACCMATPUBAIOTCSA KOMMOHEHTbI KDOBU, MPUMEHSIEMbIE B TPAHCHY3NOHHOW MeANLMHE.
OfiHaKo MHOTVE U3 U3/TOXEHHbIX NMOIOXEHUI MOTYT GbiTb MPUMEHEHbI NPU U3TOTOB/IEHWM KOMMOHEHTOB KPOBW, U KOMNETEHT-
Hble OpraHbl MOTYT NPUHUMATL PEKOMEHAALMUN C YUETOM HACTOSLLENO NPUIOKEHUS.

TepMuHbl 1 onpepeneHnsa

KkpoBb (blood): LlenbHas KpoBb, NO/ly4eHHasA OT O4HOrO AOHOPA U NOArOTOBNAEHHAsA ANA TPAHCAY3UN UIn ganbHel-
weit nepepaboTku.

KOMNoHeHTbl kpoBu (blood components): Jleyue6Hble KOMMNOHEHTbl KPOBU (3PUTPOLUTLI, NEKOUNTBI, naasma,
TPOM6OLUTHI), NONYyYEHHbIE LLeHTpUdyruposaHuem, hunbTpaumnein n 3aMmopaxunsaHnemM C UCNOb3oBaHNEM MeTOA00ruK,
yCTaHOB/EHHOI B 6GaHKe KPOBU.

nekapcTBeHHble cpeacTBa, NosyvyaeMblie U3 KpoBu unum nnasmsel (medicinal products derived from blood or
plasma): OnpegeneHne aToMy TEPMUHY AAeTCA B OTAE/IbHOM JOKYMEHTE.

YnpassieHne KayecTsom

1 O6ecrneyeHne KAYECTBA PACTPOCTPAHSAETCS HA BOe CTaguM NPON3BOACTBA rOTOBOTO NPOAYKTA OT C60pa UCXO4HOMO
maTepuana (B T. 4. 0T60pa AOHOPOB, KOHTEHepOoB A5 KPOBW/NNa3Mbl. AHTUKOArySIHTOB U HA6opa PeakTUBOB A/ TECTOB)
[0 XpaHeHWsi, TPAHCMOPTUPOBaHUs, Npouecca nepepaboTkn, KOHTPOJIA KadecTBa M AOCTABKW FOTOBOI npoaykuuu. Bce
npoueaypbl A0/KHbI COOTBETCTBOBATL TPE6GOBAHNSIM HACTOSILLETO NPUNOXKEHNS.
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2 KpoBb way niasMa, MCrosib3yemasi Kak MCXOAHbIi MaTepuas A/si NPOU3BOACTBA MEAULMHCKAX Mpenaparos,
[,0/KHA 6bITh 3aroTOB/IEHA B CNeLMabHbIX YUPEXAEHUsIX U NPOBEPeHa B YTBEPXAEHHbIX N1abopaTopusix.

3 B 3aroTaenuBatoLLeil opraHnsaumm AOMKHbI 6bITb UHCTPYKLMN, ONPEAENsoLme NpUrogqHoCTb KaX40ro 4OHOpa K
chade KpoBW U niasmbl (MCXOAHOTO MaTepuana Ans NPou3BOACTBA MEAULMHCKUX NpenapaTos). PesynbTaTbl UCMbITaHUi
MOJTy4YEHHOTO0 UCXOAHOTO MaTepuana AoKHbl 6biTb 4OKYMEHTaNIbHO 0hOPM/IEeHbl Y AOCTYMHbI NPOU3BOAUTENIO NEKapPCT-
BEHHbIX CPEACTB.

4 CwncTema NnocTOsIHHOTO KOHTPOJIS KayecTBa JO/HKHA NPOC/EXMUBATL 3Tarbl U3rOTOBNEHWSI MEAULMHCKOTO Npenapa-
Ta. NO/YYEHHOrO U3 KPOBM WM N1a3Mbl YesioBeka, Takum 06pa3oM, UTO6bI BbISIBNATL M06bIE OTKIOHEHWSI OT Tpe6oBaHwii
K KauecTBy.

5 JlekapCTBeHHbIe npenaparhbl, NOSy4YeHHbIE U3 KPOBY 1 N1a3Mbl YE/I0BEKA, BO3BPALLEHHbIE KaK HEUCTIONb30BaHHbIE,
KaK NpaBuso, NOBTOPHO NOTPE6UTENIO He BblAaTCs (MYHKT 5.65 HACTOSLWEro cTaHaapTa).

MomelieHns u o6opypoBaHme

6 lMomelleHus, ucnosib3yemble aas c6opa KPOBW WM Masmbl, 4O/KHbI GbiTh LOCTATOUHLIX PA3MEPOB, YA0GHOI
NNaHWPOBKM N PACNONOXEHUs 4151 BbINOJIHEHUS OCHOBHbIX OMepaLuii, caHuTapHoi 06paboTkn 1 06CnyxuBaHus 060pyao-
BaHus. Onepauum no 3aroToBke, 06pa6oTKe 1 NPOBEAEHMIO NCMLITAHUI KPOBU U Na3Mbl CleAyeT BbINOJIHATL B PA3/TMYHbIX
nomelyeHusx. Mpu cob6ecefoBaHnN C JOHOPOM AO0/KHbI GbiTb BbINOMHEHbI YC0BUS KOH(PUAEHLMANBHOCTU UHGbOpMaLMN.

7 KOHCTpyKuus 060pyAoBaHus AN NPOW3BOACTBEHHbLIX NPOLECCOB, C60pa MCXOAHOTO Matepuana v NnpoBeAeHus
MCNbITAHUI fOMKHA COOTBETCTBOBATL €r0 LIe/IEBOMY HazHauyeHu o 1 o6ecneunBaTh BbINOHeHWe TpeGoBaHuii 6e3onacHoc-
™. O6opyaoBaHWe NOAMEXMT aTTecTauuu A0 BBOAA B 3Kcnyatauuio. CnegyeT MPOBOAUTL PETY/ISIPHOE TEXHUYECKOe
o6cnesoBaHve 1 kanubpoBky (NOBepKy) 060pyA0BaHNS C 0DOPMIEHNEM HEOBXOANMON JOKYMEeHTaLMN.

8 MMpy M3roTOBMEHUM MEAWLMHCKMX NPenapatoB M3 Niasmbl KPOBU MpeayCMaTpUBAKOTCS Onepauun WHakTMBauum
UK yaaneHus BUPYcoB. Bo u3GexaHue NepekpecTHOro 3arpsisHeHust Heo6Xo4MMO YeTKO pasrpaHuyuMBaTh nomeLleHus u
o6opyaoBaHue AN Matepvana, NoABeprHyToro 06paboTke No WHAKTUBALMU WU YAANIEHWUIO BUPYCOB, U MaTepuana, He
npolUejLLero Takme onepayum.

C6op KpoBY U NAa3mbl

9 B3aMMOOTHOLIEHNA MeXAy Npou3BOAWTENEM MeMLMHCKMX npenapaToB M3 KPOBM WAM Mas3Mbl YesioBeka U
yypexeHuem, 3arotasnnBanoLWuM KpoBb (N1asmy), v opraHusalueid, oTBETCTBEHHOI 3a c60p KpoBK (Nnasmsl), onpeje-
NATCA AOrOBOPOM, COAEPXaHNe KOTOPOro f0/HKHO COOTBETCTBOBATb YCTAHOB/IEHHBIM TpeboBaHMAM.

10 JIM4HOCTb Kax/oro foHopa cnefyeT ycTaHaBAMBaTb Npu NpuemMe 1 NPoBepsiTb Nepes B3ATUEM KPOBU.

11 MeTog Ae3nHdeKyMn KoXn 4oHopa Ao/MKeH OblTb YETKO onpejeneH n o6ocHoBaH. Heo6xoanMmo cTporo cnefo-
BaTb NPUHSATOMY MeToAy.

12 Homep oTO6paHHOI NOPLUK KPOBM Ha 3TUKETKE JO/IKEH NepenpoBepATbCS He3aBUCUMO pasHbIMU Auuamu Ans
YBEPEHHOCTU B €r0 MAEHTUYHOCTM, YKa3aHHO! Ha ynakoBke KpoBwu, oGpasLie AN uccrefoBaHuii U B 3anucu, cenaHHoi npu
cAade KpoBu.

13 TNacTMKOBbI MELIOK ANSt KPOBU M cuCTEMbl Anst adpepesa A0/KHbI GbITb OCMOTPEHbI [0 UCNOb30BaHUS Npu
B3ATUW KPOBU WK NAA3Mbl 415 BbISIB/IEHUS MOBPEXAEHWI NN 3arpsa3HeHna MUKpoNopoii. 15 npocnexvBaHns ABNKeHNSs
KaXA0i efuHULIbI KPOBY (N1a3mbl) cnefyeT 3aperucTpupoBatb HOMeEpP 3aBOACKOV Cepun N1acTUKOBOrO MeLka U CUCTEMbI
ana agepesa.

MpocnexunBaemMocTb KPOBU (Na3Mbl) U AeACTBUS, BbiNONHAEMble nocse c6opa KpoBu (Nna3mbl)

14 [omkHa GbITb OpraHW3oBaHa cucTeMa, No3BONAKLLAA NPOCNEXMBATb ABUKEHNE KAXAON eUHULIbI KPOBY (Nas-
Mbl) Ha BCeX aTanax ee NPOXOXAEHNSA, HaYMHasa OT OHOPa U 4,0 NPUMEHeHNs NPoAYyKTa, B T. Y. 40 NoTpebuTens (60NbHULbI
WK NpakTukytoLero sBpava). Notpebutens HeceT OTBETCTBEHHOCTb 3a MAEHTUMKALMIO peunnueHTa.

15 YupexfeHue, 3arotasnvBaioliee KpoOBb WAN NnasMy, W NPOM3BOAUTE b NpenapaTos A0/MKHbI MHDOPMUPOBaTL
APYr Apyra B crieflylolux caydasx:

- o6HapyxXeHVe HecooTBETCTBUA 340POBbS JOHOPA YCTAHOB/IEHHbIM KPUTEPUAM:

- obHapyxeHue y fOHOpa Mnpu cAaye KpoBWM MO3WTUMBHOIO pesyfnbTaTa TeCTUPOBaHWA Ha Mapkepbl BUPYCOB Npu
oTpuuaTenibHbIX pesynbTaTtax, NoyYeHHbIX NPy NpeablayLMX chadyax Kposu;

- BbISIB/IEHNE HECOOTBETCTBUSA NPOBEeEeHNA TECTVPOBAHNSA Ha Ha/Mume BUPYCOB AeiCTBYIOLWEN NHCTPYKLUHK;

- 60ne3Hb AOHOpPA, BbI3BAHHAA NepeHOCUMbIMU NpenaparaMmyu KpoBU UHMPEKUNOHHbIMY areHTamu (HBV. HCV. HAV
W Apyrumun HU-A. Hu-B. Hu-C Bupycamu renatuta. HIV 1 v 2 n Apyrumun nsBecTHbIMW B HAcTOsILLEe BPEMSA BUPyCaMU):

- BbliBNeHWe y aoHopa 6onesnu Kpotudensa—HAkoba (Creutzfeldl—Jakob) (CJ nnu vCJID):

- obHapyxeHue y peuunueHTa NHAEKLNOHHOTo 3a601eBaHns, MICTOYHUKOM KOTOPOTO 6b11 (MM MOT 6bIThb) AOHOP.

Mopagok MHpopMUpoBaHNA 1 HeobxoAuMble AeWCTBUS NPU BO3HUKHOBEHWUW NEPEYUCNEHHbIX Bbille CUTyauuii
pernaMmeHTMpyloTCa UHCTPYKumeli. CneayeT NPOBOAWTL aHanu3 npeablAyLWwmnx cayyaes caaun Kposu (naasmbl) 3a nepuog,
He MeHee 6 r/ee, NpeALWwecTBYOWNI NocneAHeli caave KPOBM C HeraTUBHbIMK pe3ysibTataMu TecTa. MNpu BbISBIEHUN OJHOTO
13 NepeyncsieHHbIX cayyaes cnefyeT NOBTOPHO pacCMOTPeThb M OLEHUTb AOKyMEHTaLMI0 Ha cepuio NpoAaykuuun. TpebyeTcs
TWaTesbHO OLEHUTb He06X0ANMOCTbL OT3bIBA BCEW cepuu, NpMHUMas BO BHUMaHWe BuUf 3a6oneBaHns, 06beM nyna Kposu
(nnasmbl), UHTepBan BpeMeHU Mexay caadeli KpoBu M 06paboTKON CbIBOPOTKM, XapakTepucTUKy NpoAykTa u TeXHOI0ruio
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npon3BoACTBa. EC/M yCTaHOBMEHO, YTO B Ny BK/OYEHA Nasma, UHdMLMpoBaHHas HIV wau Bupycamun renatutos A. B umm
C, 3Ta uHdopmMaums, Hapsay ¢ peLleHnem npeAnpusaTUs 0 BO3MOXHOCTU NPOAO/HKEHUS NPOU3BOACTBEHHOIO NpoLecca n3
3TOro nyna Kposw (Masmbl) UK HEOGXOAMMOCTU OT3bIBA 3TOTO NPOAYKTA(0B), [OBOANTCS A0 CBEAEHUS KOHTPOMMPYIOLMX
OpraHoB.

Mpon3BoACTBO N KOHTPO/Ib KayecTBa

16 KpoBb 1 nna3ma, NpoAyKTbl KX NepepaboTkn [O/MKHbI UCMbITbIBATLCS C UCMNO/Ib30BAHMEM aTTECTOBAHHbIX (Banu-
AVMPOBaHKbIX) METO0B TpeByemMoil UyBCTBUTENbHOCTY M CNELMMUYHOCTA K CieayiolMmM Mapkepam Bo3byauTeneii TpaHc-
MWUCCUBHbIX 3a60/1eBaHNi:

- HBsAg;

- aHTuTena KHIV 1n HIV 2 ;

- aHTuTena Kk HCV.

Ecnn ofuH 13 3TUX TECTOB AAaeT NOBTOPHbIV MONOXUTENbHbIV pe3ynbTaT, TO NOpLUMA KPOBW (N1a3Mbl) OTKIOHSETCS.
B HOpMaTMBHbIX JOKYMEHTax MOXeT 6biTb NPeAyCMOTPEHO NpoBeAeHNe [ONONHNTE NbHbIX TECTOB.

17 Temnepatypy XpaHeHus KpOBW, Naa3Mbl U NPOMEXYTOUHbIX NPOAYKTOB BO BPEMS CKNaAupoBaHUa 1 TpaHCcnopTu-
poBaHMA OT 3aroTaB/MBalLMX YupexAeHuin [0 nepepabaTbiBalolnX NPeAnpuaTuii cnedyeT pernameHTMpoBaTb. 3Tu
ycnosus Heobxoaumo coboaaTtb Npu AocTaBke MPOAYKLMU NOTpebuTento.

18 TMepBblii rOMOreHHbIV Nyn naasmbl KPOBK (B T. Y. NOC/e OTAENEHUs KpuonpeuunuTarta) AO/HKEH UCMbITbIBATHCS C
MCMo/Ib30BaHMEM aTTECTOBaHHbIX (BaUAMPOBaHHbIX) METOAOB TpeGyeMol Y4yBCTBUTENLHOCTU W cneuuduyHocTn. Mpu
npoBefeHUN 3TUX TECTOB B NyJ1e Naa3Mbl KPOBU HE A0/KHA BbIABNAATLCS NONOXUTENbHASA peakums Ha cneayloline Mapkepbl
cneynuyecknx TpPaHCMUCCUBHBIX UHPEKLMOHHBIX areHToB:

- HBsAg;

- aHTuTena Kk HIV 1un HIV 2;

- aHTuMTena K HCV.

MpW NO3NTKBHBIX pe3ynbTaTax 3TOT Ny/ He A0JIKeH 6GbiTh AONYyLWeH 40 NPOV3BOACTBA.

19 B npou3BOACTBEHHbI NpoLecc MOXeT 6biTb JONyLLeH Nya nnasmbl, Npoweslwmnii TectuposaHne Ha HCV RNA
MeTofoM NAT (TexXHoNorusi amnanukaLmm HyKNemHoBbIX KUCOT; nucleic acid am plification). 151 TECTUPOBaHWS LOSIKHbI
6bITb NCNONb30BaHbl aTTECTOBaHHbIE (BANNANPOBAaHHbIE) METOAbI fO0CTATOYHO YYBCTBUTE/IbHOCTU U CNELNdUYHOCTH.

20 Tpeb6oBaHWA KNPOBEAEHMNIO UCMbITAHUIA HA HANMYMe BUPYCOB UK APYTUX MH(DEKLMOHHBIX areHTOB A0/KHbI ObITb
chopmMynupoBaHbl C y4eTOM 3HaHWA 06 OMacHOCTU MHGEKLMOHHbIX areHTOB W MPUroAHOCTU NPUMEHSeMbIX MeTOAMK
nenblTaHus.

21 OTUKETKM Ha KOHTeliHepax C OTAe/IbHbIMW A03aMU NasMbl, XpaHAWUMUCA nepes o6beanHeHnem 1 hpakLMoHu-
poBaHueM. [J0/DKHbI COOTBETCTBOBATb AeiCTBYIOW UM TpeboBaHNAM. DTUKETKN [O/DKHbI codepxaTtb, Mo KpaiiHeli mepe,
cnepytoLLyto MHhopmaumio: nAeHTUMUKALMOHHbLIA HOMep 0TO6pPaHHOI NOPLMKU KPOBW, HAMMEHOBaHKE 1 afpec ,OHOPCKOTO
LeHTpa UM TpaHCcdy3NOHHOW CNyX6bl, OTBETCTBEHHOI 3a npenapatbl, CEPUiiHbIA HOMep KoHTeliHepa, TemnepaTtypy
XpaHEeHUs, MOJIHYI0 Maccy Uy 06beM Nnasmbl, TUM aHTUKOAryNsaHTa U faTy 3aroTOBKW W.'WNW pasgefieHnst KpoBu.

22 C uenblo yMeHbLUEHNs1 pucka MUKPOBHOTO 3arpsisHeHns naasmMbl UM BHECEHUSI MKHOPOAHOrO MaTepuana, onepa-
Ly no 06beANHEHNIO U PA3MOPaXKMBAHWIO NAa3Mbl AO/KHbI BbIMOMHATLCA B YNCTO 30HE HE HWXe Tuna D: nepcoHan npw
3TOM A0/HKEH UMETb COOTBETCTBYIOLLYIO Ofexay, Macku 1 nepyaTkn. Heo6xoAMMO PerynsipHo KOHTPOMpoBaTb METOANKN
OTKPbIBAHUSI KOHTEWHEpOB, 06bEeAUHEHNS U pPasMopaXuBaHWsA NnasMbl, HanpuMep, NyTemM MNPOBEAEHUst UCMbITaHWUi Ha
Hannyne MUKPOGHOrO 3arps3HeHus.

23 CnepyeT YeTKO pasrpaHnuMBaTh NPOMEXYTOUHbIA NN KOHEYHbI NPOAYKTbI, NpoLelne onepauum no MHakTu-
BaLMW NN yaaneHuo BUPYCoB, OT MaTepnasnos, He NoABEPrHYThIX Takol o6paboTke.

24 He ponyckaeTcsi NMpoBOAMTb aTTecTauuio (Banvaauuio) MeTOAOB YAANeHWs WU MHaKTUBaLuW BUPYCOB Ha
o6opyfoBaHNM, UCNOMb3yeMOM A5 NPOU3BOACTBA, BO M3bexaHue 3arpsisHeHust NpoAyKUuM Bupycamu, NpuMeHsieMbiMu
ANns aTTecTauumn (Banugauun).

XpaHeHue o6pasuoBs

25 10 BO3MOXHOCTU, UHAUBUAYa/IbHbIE 06pa3Libl KPOBU C/lIeAyeT COXPaHsThb 418 06/1erYeHunsi NpoBeeHus B cyyae
Heo6X0AMMOCTM PEeTPOCNEeKTUBHOTO aHanusa. O6bIYHO 3TO BXOAWUT B 0653aHHOCTb 3aroTaB/IMBAKLLENO YYpeXAeHus.
O6pasubl Kaxaoro nyna nnasmbl AO/HKHbI XPaHWTbCS B COOTBETCTBYIOLMX YC/TOBUSIX HE MeHee OfHOro rofga nocne
OKOHYAHMA CpoKa ro4HOCTU MPOAYKTa, UMEIOLLEro Hanbonee NPOAOC/IKUTE bHbIA CPOK XpaHeHUs.

YTunusauus oté6pakoBaHHOR KpoBU/NAA3Mbl ¥ NPOMEXYTOUHbIX NPOAYKTOB

26 Heo6X04MMOo HanMume WHCTPYKLUM No 6e30nacHoi N atheKTUBHOI yTUNU3aLMKN 0TEPAKOBAHHbLIX KPOBU/MNA3Mbl
WM MPOMEXYTOUHBIX MPOAYKTOB.
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MpunoxexHne 15

ATTecTauusi npoLeccoB U 060pyAoBaHus
OCHOBHble MOMOXEHUSA

1 C uesnblo fokasaTenbCTBAa COOTBETCTBUS NapaMeTpoB KpUTUUYeckux npoleccos (060pyfoBaHus) 3aaHHbIM Tpe-
60BaHNAM NPOM3BOAUTENN JIEKAPCTBEHHbLIX CPEACTB AO/DKHbI BbIMOHATL aTTecTayumio (BanugaLmio) NpoLeccos 1 o6opy-
[L0BaHUs. UCNO/b3YEeMbIX NPY NPOU3BOACTBE /IEKAPCTBEHHbIX CPEACTB. ATTecTauus (Banugauns) Takke npoBOAUTCS Npu
CYLLECTBEHHbIX N3MEHEHUSIX B MOMELLEHUAX, 060PYA0BAHUN U NPOLECCaX, KOTOPbIE MOTYT 0Ka3aTh B/IUSIHME HA KAYeCcTBO
npogykuun. Ana onpefeneHnsi coctaBa n o6bema pa6oT no atrecTauuu cneayeTt UCNONb30BaTh NOAXOA, OCHOBAHHbIA Ha
OL/EHKE PUCKOB.

MnaHupoBaHne paboT No atrectauumn (Banugauunm)

2 ATTecTauusa (Banmgauusi) NpoBOAUTCS B N1aHOBOM nopsifke. OCHOBHOI cocTaB pa6oT no arttectauyuy opopms-
eTcs B BUAe nporpaMmmbl aTtectauum (sanngaunmn) i aKBUBaneHTHOM eii AoKyMeHTe.

3 lMporpamma aTTecTauunm ABASETCS UTOTOBbIM JOKYMEHTOM, COCTaBEHHbIM B TAKOHWYHOW, TOYHO U SiCHOV chopme.

4 B nporpammy aTTecTauuv omkHbl 6biTb BKIOYEHBI, N0 KpaliHelt Mepe, cneayioLive AaHHble:

a) uenb NpoBefAeHus atTecTauuu;

b) opraHuW3aLMOHHas cxema NpoBefeHus aTTecTauuu;

C) nepeyeHb BCeX NOMELLEHWA, cuctem, 060pyA0BaHUS U MPOLLECCOB, NOAMeXalLnX arTecTaumm;

d) cdopmy BegeHnsa fokymeHTaummn (MPOTOKOIOB 1 OTYETOB);

e) artanbl 1 rpaddnk BbINONHEHUA paboT:

0 KOHTPOJIb U3MEHEHWIA;

A1) CCbIIKM Ha CyLlecTByloL e [OKY (NeHTbI.

5 B cnyuaB BbINOSIHEHUSI 6OMbLUMX MTPOEKTOB MOXET NOTPe6GoBaThCS paspaboTka 0TAe bHbIX NPorpamMm aTTecTaumu.

JokymeHTauus

6 TpeGoBaHuUA K MPOBeAEHMIO aTTecTauuu (Banuaauun) A0/MKHbI 6biTb NPUBEAEHbI B YTBEPXAEHHON MeTonuKe.
MeToavKa fo/KHA cogepxaTb TPe6oBaHUs K KpUTUYeCckuM npoleccam (060pyA0BaHNIO) 1 KPUTEPUM OLLEHKN.

7 B xo4e NpoBefeHUs aTtTecTauuy roTOBUTCS OTYET, COAEPXaLlnii CCbiKM HAa MEeTOAMKY aTTecTauuu, pesynbTathl
atTecTauuy c 06bACHEHNEM NOGLIX OTKNOHEHWA U BbIBOAAMU, B T. Y. pEKOMEHAALMUN N0 YCTPAHEHNIO HEeA0CTaTKoB. JTlo6ble
M3MEHEHUs1 B METOAMKe aTTecTaunm AO/MKHbI 6biTb 060CHOBAHbI U fOKYMEHTANLHO 0CDOPMIEHBI.

8 lMoc/e ycnewHoro 3aBepLUeHmns faHHoro aTana atrectaumm opopmaseTcs 3aknioyeHme 0 BO3MOXHOCTY Nnepexosa
K cnegytolemy atany atrectayuu.

ATTecTtauus
ATTecTauumsa npoekTa

9 lMepBbiM 3TANOM B KOMMJEKce paboT Mo arTecTauMn HOBbIX MOMELLEHWI, cucTeM unn obopyaoBaHnsa ABNsSETCA
aTTecTauus npoekTa.
10 CnepyeT nokasatb 1 JOKYMeEHTaIbHO 0DOPMUTL COOTBETCTBME NpoekTa TpeboBaHnsam GMP.

ATTecTaumsa ycTaHOB/IEHHOTO 060pyﬂ,OBaHVIFI

11 ATTecTauMio yCTaHOB/IEHHOro 060py0oBaHns cnegyeT BbINOAHATL 415 HOBbIX UAN PEKOHCTPYMPOBAHHbIX MOMe-
LLeHWUIA, cMcTeM 1 o6opyoBaHus.

12 MMpw aTTecTauum yCTaHOBIEHHOTO 060PYA0BaHNA NPOBEPSAIOTCA, Kak MUHUMYM:

a) MOHTax 06opyfoBaHNA, TPy6ONPOBOAOB, CUCTEM OOCTYXMBAHUSA N MHCTPYMEHTOB Ha COOTBETCTBME YepTexam u
cneundukaumm;

b) MOMHOTa U COOTBETCTBME NPefOoCTaBNsEeMO NOCTaBLMKOM AOKYMEHTaLUN No 3Kcnayartauum n TeXHUYEeCKoMy
06CNyX1BaHMIo;

C) Hanmuve AOKYMeHTauuu no Kanmbposke (MoBepke);

d) cooTBeTCTBME MaTepuanosB n 060pyf0BaHNA YCTAHOBNEHHbIM Tpe60BaHUAM (MPOEKTY).

Mpwn aTTecTaunm yctaHOBAIEHHOro 060pyA0BaHNS MOTYT ObITb BbIMO/IHEHbI U Apyrue paboTbl.

ATTecTauma yHKLMOHUPYOLWEero o6opyaoBaHna

13 AtTtectauymsa yHKUMOHMpPYIOLWEro 060pyA0BaHNA BbIMOMHAETCA NOC/e YCNEeLWHOro 3aBeplleHuns aTTectauun
yCTaHOBMEHHOTO 060pYyA0BaHUS.

14 Mpwn aTTecTaunm yHKLNOHNUPYIOLLEro 060pyA0BaHNS BbINOHAIOTCSA, Kak MAHUMYM:

a) WCMbITaHUA W NPOBEPKU, UCXOAS U3 crieundnyecknx ocobeHHocTell NpoueccoB, cUCTEM U 06GOpYyA0BaHNS:

b) ucnbITaHUA (QYHKLMOHMPOBaHNUA 060pyAoBaHusA Npu pabounx napameTpax, paBHbIX BEPXHUM W HWXHWUM Aomnyc-
TUMbIM NpeAenam, T.e. B YC/IOBUAX «HaWUXyALIEro Ciayyas».

Mpu aTTecTauunn yHKUUOHMPYIOLEero 060pyA0BaHNA MOTYT BbINOMHATLCA W Apyrue paboThbl.
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15 lMocne 3aBeplieHUs atTecTaunm 060pyf0BaHNs B (DYHKLMOHMPYHOLWEM COCTOSHUN JOJ/DKHbI ObiTb paspaboTaHbl
MHCTPYKLWKM MO 3KCnayaTauum, kanmbposke (NoBepke) 1 ouncTke, NpoBeAeHO 00y4YeHne nepcoHana v HanaxeHa cucrema
TexHuuyeckoro obcnyxusanus. Mocne aToro MOXHO NPOBOANTL OPULKNAIBHYIO NPUEMKY MOMELLEHWIA, cMcTem n ob6opyao-
BaHUs.

ATTecTauus akcnayaTupyemoro o60pyfoBaHus

16 ATTecTauusi aKcnayaTupyemoro 060pya0BaHust BbINOHAETCS NOC/e YCNEeLWHOoro 3aBeplueHmns atrectauum ycra-
HOBNIEHHOTO U (hYHKLMOHUPYIOLLErO 060PYAOBaHUS.

17 MMpm atTecTaumm akcnayaTupyeMmoro o60pyL0BaHus BbIMOMHSAIOTCS, Kak MUHUMYM:

a) WCMbITaHWUS U NPOBEPKYM C UCTNO/Ib30BAHNEM PeasibHblX MaTepnanoB, aTTECTOBAHHbLIX 3aMeHUTENEN AN UMUTATO-
pOB NPOAYKTA C y4EeTOM Cneuud Ky NpoLeccos, NoMeLLeHuii, CUCTeM UK 060pyA0BaHMS;

b) WCMbITAHWS M NPOBEPKM NPU paboumx napameTpax, PaBHbIX BEPXHUM W HUXKHUM A0NYCTUMbIM Npeaenam.

Mpy aTTecTayum aKcnayaTupyemMoro 060pyfoBaHus MOTyT BbINOAHATLCSA U Apyrue pa6oTbl.

18 HecmoTpsi Ha TO. 4TO aTTecTauusi aKCnyaTupyeMoro o60pyAoBaHUs paccMaTpuBaeTcs Kak OTAefbHbI BUA
pa6oT, B HEKOTOPbIX C/Iy4asx OHa MOXET BbINOMHATLCS B COUETAHUM C aTTecTauueli hyHKLMOHUPYIOLLEro 060py0BaHMS.

ATTecTauus feiicTBYOLWUX NOMELLEHUIi, cucTem M 060pyAoBaHns

19 B npouecce Tekylleii akcnayatauum cnegyet nonyyatb gaHHble, 060CHOBbIBalOLLME N NOATBEPXaloLIne cooT-
BeTCTBME pabounx KpUTMYeckMx napamMmeTpoB 3afdaHHbiM Tpe6oBaHUAM. VIHCTPYKUuK (METOAMKN) 1 OTUeTbl Mo aKcnayara-
UMn. KanmbpoBKe, O4YNCTKE, TEXHUYECKOMY 06CNYXMNBaAHMIO N 06YYEHMNI0 NepcoHana A0/MKHbl 6bITb 4OKYMEHTanbHO othop-
M/1EHBI.

ATTecTayua (sanupauma) npouecca
O6uime nonoxeHns

20 M3Nn0XeHHble B HACTOSALLEM pa3gesnie TpeGoBaHNS OTHOCATCS K NepBOHAYasbHO aTTecTalym HOBbIX NPOLLECCOB,
nocnegywoLeil aTTecTayum M3MeHeHHbIX NPOLLeCCOB 1 NOBTOPHOI aTTecTaumu.

21 ATTecTauus npouecca, kak npaBuo, o/KHA GbITh 3aBepLUEHA A0 HAYaNa peannsaLnm NekapcTBEHHbIX CPEACTB
(nepcnekTnBHas atrecTauus). B UCKIOUNTENBHBIX CyYasx, Korga NpoBECTV NepcrnekTUBHY aTTecTaumio HeBO3MOXHO,
MOXET BO3HUKHYTb HEOGXO4MMOCTb MPOBEAEHNsI aTTecTauun npouecca B XO4e NPOM3BOACTBA (Tekywas arTectauus).
[eiicTBOBaBLUME B TEYEHNE HEKOTOPOTO BPEMEHM MPOLLECChl TAKXKE NoA/exar aTTecTayum (peTpocnekTueHas Banugaums).

22 CnegyeT BbINOHATL aTTECTaLMI0 NOMeLLeHuii, 060pyL0BaHUs, MPOLECCOB U aHANINTUYECKUX METOLOB KOHTPOJIS.
MepcoHari, BbINOMAHAKLWMIA aTTecTauuio, JOMKEH NPOTH COOTBETCTBYIOLLEE 06yUEHNE.

23 CnegyeT nepuoauyecku oLeHuBaTb (YHKLWOHNPOBAaHME NOMeLLeHUi, CUCTeM, 060pYA0BaHNS U NPOLECCOB C
Lefiblo NOATBEPXAEHUS UX PaboThbl B COOTBETCTBUM C 3afaHHLIMU TpEGOBAHUAMM.

MepcnekTuBHasa arrectauuns

24 B cocTaB paboT 1 JOKyMeHTaLun No NepcnekTUBHONM aTTecTaunm BXogAT, Kak MUHUMYM:

a) KpaTkoe onucaHue npoiecca:

b) NepeyeHb KPUTUYECKNX CTafuii mpoLecca, KoTopble NoAnexar ucciefoBaHuio;

C) nepeyeHb UCMOJIb3yeMbIX MOMELLEeHN 1 060pya0BaHUst (B T. Y. KOHTPONIbHOE, U3MEPUTE/IbHOE 1 perncTpupytoLlee
060pyAoBaHNe) ¢ ykazaHMeM Hanmumsa ceefeHunii 06 nx kannbposke (NoBepke);

d) cneuudmkaLmm Ha roToByH NMPOAYKLMIO;

€) nepeyeHb UCMO/b3yEeMbIX aHANNTUYECKNX MeTOA0B (Npy HEO06X0AUMOCTH);

f) npegnaraembie BUAbl BHYTPMNPON3BOACTBEHHOIO KOHTPO/IA U KPUTEPUN NPUeMIeMOoCTH;

[l) [ONONHWUTE NbHbIE UCMLITAHUA U KPUTEPUWN NPUEMNEMOCTU U aTTecTauus aHainTUYecknux Metoae»;

h) nnaH oT60pa npob;

i) nopAAoK ohopMIEHNS U OLEHKU pe3ynbTaTos;

j) 0653aHHOCTU 1 OTBETCTBEHHOCTb /IULL. MPUYACTHBIX K aTTectauuu;

k) npepnonaraemsbiii rpaduk BbIMOSIHEHNA paboT.

MoryT 6bITb BbINOMHEHbI U ApYyrue paboTbl.

25 Tpu BbINOSIHEHWUN 3TUX PaBoOT (B T. Y. NCMOMb30BaHNE CNeLndnLNPOBaHHbIX MaTePUanoB) MOXeT GblTb NPOU3-
BE/leHO HeCKOJIbKO Cepuii roToBOV NPOAYKLMKM NPW 06bIYHbIX YCNOBUAX. TEOPETUYECKN YNCN0 NPON3BOACTBEHHBIX LMKI0B
1 Hab N AEHN JOMKHO GbITh ,OCTATOUYHBIM, YTOObI BbISBUTb TEHAEHL UM U3MEHEHUSI NapamMeTpoB W NONYYUTb OCTATOYHbIE
fJaHHble ANA oueHku. [lna aTTecTauun npouecca cYMTaeTcs AOCTATOYHbIM BbINOMHUTL TPU NocnegoBaTesibHbIX Cepun
(NPOoun3BOACTBEHHbIX LMKIA), NPW KOTOPbIX NapameTpbl HAXOAATCA B 3afaHHbIX Npegenax.

26 Pasmep cepuu npv atrectaunm 4o/mkeH 6biTb paBHbIM pasMepy cepuu Npu MPOMbILLIEHHOM BbIMyCKe MPOAYKLUN.

27 Ecnwu npegnonaraeTca npojaxa Wau noctaska cepuii, NpousBeAeHHbIX NPy atTecTauyun, To yCI0BUS UX NPOn3-
BOACTBA [0/DK»*>» MONHOCTLIO COOTBETCTBOBATb TPEGOBAHUAM HACTOSLLEro CTaHAapTa U HOPMaTUBHO OKyMeHTaLuu, B T. 4.
ycnelHoe npoBegeHne aTTectauum.

Tekywas aTrectayus

28 B UCKTHOUMTENBHBIX CAyYasx AOMYyCKAeTCsl He 3aBepluaTb NPorpaMmMy aTTecTauun 40 Havyasna cepuiiHoro npoms-
BOACTBA.
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29 PelwleHue O MpoOBEAEHWM Tekylieli Banufauuu JOMKHO 6biTb 060CHOBAHO, LOKYMEHTA/IbHO O(OPM/IEHO ”
YTBEPXAEHO NLLAMM, UMEeIoLL UMK Ha 3TO NpaBo.

30 KpAoKymeHTauumu no NpoBefeHuto TekyL el aTTecTayum npeAbaBasoTcs Te e Tpe6oBaHus, 4To U Npu Nepcnek-
TUBHOW Banugaumum.

PeTpocnekTuBHas aTtrectayus

31 PeTpocnektuBHasa atTectayus MOXeT NMPOBOAUTLCA TOJIbKO AJ11 XOPOLLO OTNaXeHHbIX npoueccos. MNposegeHne
ee He jonyckaeTcsi, eC/iM B COCTaB NpoAyKUuun, TeXHonormyeckuii npouecc nnm o6opypoBaHne HefaBHO Gbln BHECEHbI
N3MEHEHUA.

32 PeTpocnekTMBHasa aTTectaums Takmx MpoLeccoB OCHOBbLIBAETCA Ha NpeALlecTBYWNX AaHHbIX. [Mpyn aToM Tpe-
byeTcs paspaboTka cneunanbHON METOANKN U NPOBeJEeHNe aHanm3a faHHblX nNpejLlecTByoLLei akcnayaTaymm ¢ BbiBoja-
MU U pekomeHaLnamu.

33 MicxofHbIMK faHHbIMKU ANA NPOBEAEHUS PETPOCNEKTUBHOW aTTecTaumn ABAAIOTCA NPOTOKO/bI MPON3BOACTBA U
yNakoBKM Cepuii NPoAyKLMU, KOHTPOJIbHbIE KapTbl MPOU3BOACTBA, XYPHaslbl NPOBEAEHNA TEXHUYECKOro 0GCNyXMBaHUS,
[JaHHble 06 U3MEHEHUN B NepcoHasne, NoTeHUMabHbIX BO3MOXHOCTAX Npouecca, AaHHble O roTOBOW NMPoAyKuuW, B T. Y.
KapTbl TEHAEHUMIA, a Takke pe3ybTaTbl U3yYeHUs ee CTabuUNbHOCTY NPY XpaHeHUN.

34 Cepuun npogykuum, otobpaHHble AN5 NPOBeAEHUs PeTPOCNEKTUBHOW aTTecTauun, AO/MKHbI NpeacTaBnATb pen-
pe3eHTaTUBHYI0 BbIOOPKY A5 BCEX Cepuid, N3roTOB/IEHHbIX B TEYEHME paccMaTpuBaeMoro nepuoga, B T. 4. BCe cepuu, He
cooTBeTCTBYHOLWMe cneyndukaymsam. Konnyectso npoayKLnn AOMKHO 6bITb JOCTATOUYHbIM, YTOGLI NOKa3aTb CTabuUIbHOCTb
npouecca. MNpu npoeefeHNn peTpoCNeKkTUBHON aTTecTalumn npoyecca A5 NosyYeHns faHHbIX B 4OCTATOYHOM Ko/lMyecTse
1 pa3Hoo6pasnn MoryT noTpeboBaTbCsA JOMNOMHUTE bHbIE UCMbITAHUA apXUBHbIX 06pPa3LoB.

35 [ns oueHkn cTabunbHOCTM npouecca Npy NpoBeAeHWMU PeTPOCNEeKTWBHON aTTecTauun cnegyeT BbINOHUTH
aHanu3 AgaHHblx no 10 — 30 nocnepoBaTenlbHO NPOU3BEAEHHBIM CEPUSIM. MOXET NPOBEPATLCA U MeHblUee YNCN0 cepuit
npy HaNYUM COOTBETCTBYHOLLEr0 060CHOBAHUS.

ATTecTaums npoueccoB O4YNCTKU

36 ATTecTayms NpoLeccoB 04YUCTKN BbINOHSAETCS C LENbI0 NOATBEPKAEHUSA 3DDEKTUBHOCTU METOA0B 04UCTKU. Mpn
3TOM [0/IXHbI 6bITb 3aaHbl AONYCTUMbIE NPeAesbl Ha OCTATKU NPOAYKLMM, MOKOLMX CPEACTB U MUKPOGHOE 3arpsi3HeHue.
3TN npegenbl LOMXKHbI 6bITb PeanbHO AOCTUXUMBIMU U NPOBEPSEMbIMU.

37 [ns onpepeneHus yCTaHOBNEHHbIX NMPeAenoB OCTATKOB BeLeCTB WM 3arpsAs3HeHuii cnepyeT WMCNONb30BaTb
aTTecToBaHHblE aHaNNTUYECKNE METO/bl C OCTATOYHON YYBCTBUTENBHOCTLHO.

38 Kak npaswo, aTTecTaLmio NpoL,eccoB O4YUCTKN criedyeT NPOBOAUTL TONbKO AS NOBEPXHOCTEN, KOHTAKTUPYIOLNX
¢ npoaykToMm. CnegyeT Takke NpUHUMaTb BO BHUMaHWe geTanv 060pyAoBaHNs, He BCTynawLime B KOHTAKT C NPOAYKTOM.
CnepayeT NpoBOAUTbL aTTecTauuio 4AUTENLHOCTN UHTEPBAJIOB BPEMEHM MEXY OKOHYaHWeM NpoLecca U O4NCTKOM, a Takke
OUMCTKOI M Havyanom cnegywowero npouecca. Cnefyet onpeaenuts MeTOAbl OUYUCTKM U WHTEPBA/Ibl BPEMEHU MeEXAy
npoBefEeHNeM OUUCTKN.

39 [1ns MeTOA0B OYMCTKM CXOAHbIX BUAOB NMPOAYKLWM 1 NPOLECCOB CYMTAETCA NPUEM/IEMbIM BbIGpaTh penpeseHTa-
TUBHBbIV PSS aHANOMMYHbIX MaTeEPUasioB U NPOLLECCOB. 8 Takux C/yvasx MOXHO NPOBOAWTb OAHO aTTecTalMoHHoe uccne-
[lOBaHWe ANSA «HAUXyALEro cayvas», Npu KOTOPOM YUYNTLIBAKTCS BCE KPUTUYECKUE (DaKTOPbI.

40 [ns atTecTauum MeToAa OYUCTKM AOCTATOYHO YCMELLUHOTO NPOBEAEHUSA TPEX NOCNeA0BaTE NbHbIX LIMKI0B OYUCTKM.

41 MeTop «NpoBepsATb, Noka He GyfAeT YNCTO» He 3aMeHsieT aTTecTauuio npoLecca O4nCTKu.

42 B KayecTBe WCK/HOYEHUSI NPU BanuAaLMu OYUCTKM MOXHO WCMOJMb30BaTb MaTepuanbl, KOTopble WMUTUPYHT
(p13MKO-XMMUYECKMEe CBOICTBA YAaNseMblX BELWECTB, eC/i NocNeAHNe SABASIOTCS TOKCUYHBIMU UK ONACHbIMU.

KOHTPO/Ib M3MeHeHwi

43 BHeCeHuWe U3MeHeHWii B UCXOAHble MaTepuanbl, KOMMOHEHTbI NPOAYKLMM, TEXHONOrMYeckoe oGopyaoBaHue,
napameTpbl OKpyXatoLle Npon3BoOACTBEHHOW cpeabl {Mn naowaakm), MeTobl NPON3BOACTBA U KOHTPOSIS, KOTOPbIE MOTYT
NoBMMATL HA KAYECTBO NPOAYKTA WK BOCNPOU3BOAMMOCTb NpoLiecca, JO/KHO BbINOMHATLCSA N0 cneyuansHo paspaboTaH-
HbIM MHCTPYKUUAM. MeTofbl KOHTPO/S U3MEHEHWI AO/IKHbI NpedycMaTpuBaTth NosyyeHne AoCTAaTOYHO MOJIHbIX AAHHbIX,
4TOGbI Y6EeANTLCS, YTO B U3MEHEHHOM NpoLecce 6yAeT NPON3BOANTLCA NMPOAYKT TPEBYEMOro KayecTBa B COOTBETCTBUU C
JOoKyMmeHTauuei.

44 Bce U3MEHEHUs!, KOTOPbIE MOTYT OKa3aTb BMSIHUE Ha KAYeCTBO NPOAYKLMM NN BOCMPOM3BOAMMOCTb NpoLecca,
[O/KHBI GbITb 060CHOBaHbI, 0O(DOPMEHbI AOKYMEHTANLHO U YTBEPXAEHbI. CnefyeT OLeHUTb BO3MOXHOE BVSHUE N3Me-
HeHUii B NOMELLLEHUAX, CUCTEMAX UM 060PY0BAHNM HA NMPOAYKLMIO, B T. 4. NPOBEAEHWE aHasM3a pUCKoB, U ONpeaennTb
Heob6xoAMMOCTb NpoBeAeHNs 1 06beM paboT Mo NOBTOPHOW atTecTauum (pesanngamn).

MoBTopHas aTTecTauus (pesanugauns)

45 CnepyeT BbINOMHATb NEPUOANYECKYH OLEHKY MOMELLEHNIA, cucTem, 060pyA0BaHUS M NPOLECCOB (B T. Y. NpoLiec-
COB OYMCTKM) ANA NOATBEPXAEHUA NX COOTBETCTBUS 33AaHHbIM Tpe6oBaHUAM. Ecnu cylecTBEHHbIe U3MEHEHNS OTCYTCT-
BYIOT. TO BMECTO MOBTOPHOW aTTECTaLWU JOCTATOYHO COCTABUTb OTYET, CBUAETENLCTBYHOLWMIA O TOM. YTO MOMELLEHNS,
cucTeMbl, 060py0BaHNE 1 NPOLLECCHI COOTBETCTBYIOT YCTAHOB/IEHHbIM TPe6OBaHNSAM.
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TepMuHbl 1 onpegenexHns

Hwxe nprBoAATCA TEPMUHBI, OTHOCALLMECS K aTTecTaunm 1 Baimgaummn, KoTopble He BKIOYEHbl B pasgen «TepMuHbl
1 onpefeneHns» HacTOALWEro ctaHjapTa, HO UCNO/b3YOTCA B JaHHOM MPUIOXEHUN.

aHanu3 puckos (risk analysis): MeTof OUeHKM M ONUCAHMA KPUTUYECKMX MapameTpoB Npu (hyHKLMOHUPOBAHUN
o6opyfoBaHNs unm npouecca.

atTectaums B akcnnyartauuu (performance qualification — PQ): [lokyMeHTanbHOE NOATBEPXAEHWE TOro, YTO
noMeLLeHns, cucTemMbl 1 060pyAoBaHe B KOMNaekce paboTatT aphekTMBHO 1 C BOCNPOM3BOAMMbBIMY NOKasaTensamu B
COOTBETCTBUU C MPOMbILLIIEHHbIM PEFIAMEHTOM, TEXHONTOTMYECKUMI UHCTPYKLMSIMU U cneundmkalmeli Ha NpogykT.

atTectaumnsa npoekTa (design qualification — OQ): [lokymeHTanbHOe NOATBEpPXAEeHNe TOro, YTO MPOEKT NPOU3BOA-
cTBa (B T. Y. MOMELLEHNS, cUCTEMbl U 060pyfOBaHNE) BbINOIHEH B COOTBETCTBMM C 3afjlaHMeM Ha NpOeKTMpoBaHue,
HacToAWMUM CTaHAAPTOM W APYTMMU HOPMATUBHBIMUY AOKYMEHTaMMU.

atTectauusa npouecca (process validation): lokymeHTanbHoe NOATBEPXAEHNE TOTO, YTO MPOLLECC, BbIMOMHAEMbIN
B pamkax YCTaHOBJ/IEHHbIX MapamMeTpoB, npoTekaeT 3¢h(EeKTUBHO U C BOCMPOM3BOAMMBLIMU NapameTpamu, Npou3Boas
nexkapcTBeHHOe CpeACcTBO, YA0BETBOPSAIOLLEE BCeM 3afaHHbIM Tpe6oBaHUAM K MPOAYKLMN U ee KayecTsy.

aTTecTauusa yctaHoB/eHHoro o6opygosanus (installation qualification — 1Q): [JokymeHTanbHoe nofgTBEPXAe-
HWe TOro, YTO MOHTaX MOMeLLeHuiA, cuctem 1 06opyaoBaHNsA (YCTaHOBNEHHbIX /TN U3MEHEHHbIX) BbINMO/IHEH B COOTBETCTBUM
C NPOEKTOM W ApPYroii TEXHUYECKO JoKyMeHTaLme.

aTtTectaumsa yHkumoHupytouwero obopygosanua (operational qualification — OQ): [okymeHTanbHoe noa-
TBEPX/JEeHne TOoro, YTO MOMeLLeHusi, CUCTEMbl U 06opyaoBaHne (YCTAHOB/IEHHbIE WU W3MEHeHHble) (YHKLUUOHMPYeT B
COOTBETCTBUU C NpeAbaBAseMbIMA Tpe6OBaHMSIMU BO BCEX pexXnmax padoTbl.

MMUTUPYOLWKIA npoaykT (simulated product): MaTtepuan, KOTOpbIiA MO CBOMM (PU3NYECKUM W. NO BO3MOXHOCTH,
XUMUYECKMM XapakTepucTrkam (Hanpumep, BA3KOCTU, pasMmepam yactuy. pH nnp.) 61130k NPOAYKTY, K KOTOPOMY OTHOCMTCS
aTtTectayus. Bo MHOrMX cnyyasx aTumMu xapaktepucTrkamu moryT o6nagath cepun nnaue6o (NpoAykra, He cogepxallero
aKTUBHOTO WHrpefueHTa).

KOHTPONb M3MeHeHuili (change control): OdopmMneHHbI JOKYMEHTA/IbHO NOPSLOK, COMTACHO KOTOPOMY npeacTta-
BUTENN Pa3NNyHbIX CneunanbHOCTel paccMaTpuBalT NpefnoXeHHble UIN CyLWecTBYLWNe U3MEHEHNS, KOTOpble MOryT
NoBAMATbL Ha CTaTyC «ATTECTOBaHO» A/ MOMEeLLEeHWNA, 060pyf0BaHUS UM NPOLECCOB M ONpeAensaiT HeobXxo4MMocTb
[leicTBNiA, KOTOPbIE AO/KHbI 06€CNeYnTb U AOKYMEHTaIbHO 0hOPMUTL NOALEPXKaHNE CUCTEMbI B CTATyce «ATTECTOBAHO».

Hauxyfwuii cnyyai (worst case): YCnoBus nam KOMMNeKe ycaoBuil, OTHOCALLMXCS K BEPXHUM U HUXKHUM nNpegenam
napameTpoB MPOW3BOACTBEHHOrO npouecca W CBA3aHHbIX C HAMKU (DAKTOPOB, OnpefeseHHbIX fJOoKyMeHTauueli, koTopble
MOryT NPUBECTU K Camoli BbICOKOI BEPOATHOCTU NOsiBAIeHNsA 6paka B npoLecce Unn NpogykTe no cpaBHEeHWIO C naeasnbHbiMn
ycnosusimu. Takue ycnoBus He Bcerga obsas3atefnibHO NpuBOAAT K 6paky B nMpouecce Wan Npoaykre.

nepcnekTuBHas aTTectayus (prospective validation): ATTectauus, BbinosHeMas 40 Havana cepuitHoro npous-
BOACTBa NPOAYKLMM, NpejHa3HauYeHHoN A4NA peannsauuu.

nosTopHas attectauus (pesanupauwusi) (re-validation): MoBTOpeHMe nepBUYHOl aTTecTauuu npouecca Ans
obecneyeHns rapaHTuu TOro, YTO U3MEHEHUA B NpoLiecce (060pyf0BaHNK), BbIMOSHEHHbIE B COOTBETCTBUM C NpoLeAypoi
KOHTPONA U3MEHEHUI, He yXyALllalT XxapakTepucTyKiu npouecca v ka4ecTBo NMPoAyKLNK.

peTpocnekTMBHas aTTectauus (retrospective validation): ATTectauus cepuiiHoro npowecca npov3BoAcTBa pea-
NN3yeMoro nNpoAyKTa, OCHOBaHHas Ha NOJyYeHHbIX JaHHbIX O MPOM3BOACTBE M KOHTPOE cepuit NpoayKuuu,

cuctema (system): Cm. O6Lme TepMuHbI U onpeaeneHus.

Tekyuwias attecTtaumsa (concurrent validation): ATTecTauus, BbiNONHSeMasi BO BpeMs Tekyliero (CepuiHoro)
Npou3BOACTBa NPOAYKUNMW, NPefHa3HauYeHHOW 415 peann3anui.
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MpunoxexHue 16

MoATBepxXaeHne COOTBETCTBUA CEpUM NPOAYKLUN C LENbIO ee BbiNyckKa,
BbIMO/IHAEMOE YMNO/THOMOYEHHbLIM NULOM

1 06nacTb NpUMeHeHns

1.1 B HacTosieMm NPUIOXKEHUN ycTaHaBIMBaeTCA NOPALOX NOATBEPXAEHUS COOTBETCTBUS, BbINOSHAEMOro Ynon-
HOMOYEHHbIM NULLOM, 1 TPe6GOoBaHNA K NOCEPUIHOMY BbINYCKY SIeKapCTBEHHbIX CPEACTB B peanunsauuto CoracHo AelicTBy-
oL emMy nopsaky.

12 PaccMOTpeHbl Takke criyyau, Korga npoM3BOACTBO CEpMU NPOAYKLMN MW NPOBEAEHUE aHA/IM30B Pa3feneHo Ha
HECKONbKO 3TanoB, BbIMOMHAEMbIX B Pa3HbiX MECTax WAy pas/iMyHbIMW NMPOU3BOAUTENSAMMU, @ TaKKe KOraa cepus npome-
XYTOUHOW MM HepacacoBaHHOW NPoAYKLUW pasaenseTcs Ha Ase v 6onee cepuil roToBoit NPoayKLuuu.

HacTosiwee npuioxeHve pacnpoCcTpaHseTcs U Ha IekapCTBEHHbIE CPeACTBa, NpefHasHauYeHHble AN KIMHUYECKNX
uccnenoBaHuii, NPOU3BOACTBO KOTOPbIX MMEET CBOW 0COBEHHOCTU (NpUnoxeHve 13).

13 HacTosuiee NpunoXxeHne He oxBaTbiBaeT BCe BO3MOXHbIE C/lyYan NOATBEPXKAEHUS COOTBETCTBUSI U HE OTHOCUT-
Csi K NPOAYKL MW, BbINYCK KOTOPOI pernamMmeHTUpyeTcs cneumanbHbiMU Tpe6oBaHNSMU (TakuMK, Kak npenapaTbl KpoBW Uaun
VUMMYHHbIE Npenapartbl, MHCY/IMHbI, rasbl MeANLMHCKOTO NPUMEHEHUS 1 TeKapCTBEHHbIe CpeacTBa Ans aeTei).

14 OCHOBHble TpeGoBaHWSA K BbIMYCKY CepUK NPoAYKUUN NPUBOAATCS B NINLLEH3MN HA NPOM3BOACTBO U perncTpaum-
OHHOM floCbe. H1 0HO 13 NOMOXEHNI HACTOSILLEero NPUIOXKEHNS He MOXET UCNONb30BaTLCS, €C/IN OHO BbIXOAMT 3a pamMku
YCTaHOBJ/IEHHbIX TPe6OBaHUA.

2 OCHOBHblE NOJIOXEHUSA

2.1 Kaxpgas cepusi roToBOi NpoAyKLMUmU AOKHA NOMYUUTh OT YNOMHOMOYBMHOIO NMLA NOATBEPXAEHNE €€ COOTBET-
CTBWS YCTAHOB/IEHHbIM TPEGOBAHMAM [0 BbiNyCKa B peasim3aluio Ha BHYyTPEHHEM PbIHKE UM Ha 3KCMOPT.

2.2 Lienbto KOHTPOIS 3a BbIMYCKOM Cepun NPOoAyKLMM B peannsauuio aBnsTcs:

- o6ecnevyeHune rapaHTu TOro, YTO NPOW3BOACTBO U KOHTPO/b KAYeCTBa Cepun NpPoAyKLMUM COOTBETCTBYIOT Tpe6o-
BaHUAM NULLEH3UU Ha NPOWU3BOACTBO, PErMCTPALMOHHOMO AOChE U HACTOSALLEro cTaHgapTa Unu aHanorvyHoro cTaHgapra
LpYroi cTpaHbl, MPU3HAHHOTO 3KBMBA/IEHTHBIM HACTOSILLEMY CTAHAAPTY:

- BO3MOXHOCTb ONepaTUBHOTO HAXOXAEHWsSI YNOTHOMOUYEHHOTO ML, KOTOPOE BblAAI0 paspeLleHne Ha peanm3saLnio
cepumn npogykuuu (B ciyyasx pekiamMauun uam 0T3biBa NpoayKLmn).

3 BeepeHne

3.1 Mpon3BOACTBO CEPUM NIEKAPCTBEHHBIX CPEACTB, B T. Y. KOHTPO/Ib KAuecTBa, pasgenserca Ha CTaAuu, KoTopble
MOTYT BbINOIHATLCS B PA3/IMYHbIX MECTaX U Pa3HbIMU NPOU3BOAUTENAMU. Kaxaas cTafus LOMKHA BbINOMHATLCS COrnacHo
COOTBETCTBYIOLMM HOPMATUBHbLIM JOKYMEHTaM, TpeGoBaHNWAM HACTOSLLEro cTaHaapTa v AeiicTByOLEeMY 3aKoHOAATe b-
cTBy Poccuiickoit ®eaepauun. STUM AOMKHO PyKOBOACTBOBATLCS YNOMTHOMOUYEHHOE NNLL0, OCYLLeCTBAsAOLee npolesypy
NoATBEPXKAEHNSA COOTBETCTBUSA CEPUM TOTOBOW NPOAYKL MW YCTAHOB/IEHHBIM TPEGOBAHUAM NEPES BbiMyCKOM €€ B peannsa-
umio.

32 Ha npakTuke OAHO YMNO/SIHOMOYEHHOE /INLO MOXET He 3HaTb OCOBEHHOCTEel KakZoro atana Mpou3BOACTBA.
YNofHOMOYEeHHOe NNLL0, KOTOpPOe MOATBEPXAAeT COOTBETCTBME Cepuy rOTOBON NPOAYKLUM, MO OTAE/bHbIM BOMpPOCAM
MOXET ONMUPaThCs Ha 3aK/oUYeHns APYTUX YNOMHOMOUYEHHbIX 1L, B NOJ0GHLIX C/lydasx YNoSHOMOYEHHOE /L0 LO/KHO
6bITb 3apaHee yBEPEHO B HAAEXHOCTU 3TUX 3aK/IOUEHNA, UCXOAS U3 IMUYHOTO OMbITA WU HA OCHOBaHUM MOATBEPXAEHNS,
NOJIy4EHHOrO OT APYIMX YNOMHOMOUEHHbIX /WL BHYTPU YCTAHOB/IEHHONM CUCTEMBI KayecTsa.

3.3 TMpu BbINOMHEHWUMN OTAE/MbLHBIX 3TANOB NPOU3BOACTBA B APYIOil CTpaHe aHasIorMyYHble TPe6GOBaHUS K COOTBETCT-
BUIO MPOW3BOACTBA M NPOBEAEHNIO KOHTPONSA KauecTBa NpeAbsBAsSIOTCS W K y4acTHUKY NPOU3BOACTBA B 3TOM cTpaHe. B
3TOM C/lyyae NPOM3BOACTBO /IEKAPCTBEHHbIX CPEACTB TAKKe A0/IKHO OCYLEeCTBNATLCS B COOTBETCTBUU C /IMLEH3NEN Ha
NPOV3BOACTBO M TPeGOBAHUAMU PErNCTPaLMOHHOTO foCke. MPon3BOAUTENb A0/MKEH UMETh IMLLEH3NIO HA OCYyLLecTB/IeHe
CBOeli AesiTeNbHOCTU B COOTBETCTBUM C 3aKOHOM CBOEI CTpaHbl W BbINONHATL TPE6GOBaHMS HACTOSALWErO CTaHgapTa wum
cTaHgapTa, NPU3HaHHOTO 3KBUBANIEHTHBLIM eMy.

4 O6uwue nonoxeHus

4.1 PasfuuHble cTagnu (3Tanbl) NPOM3BOACTBA, BBO3a, KOHTPO/S U XPaHEHUs! OAHONM 1 TOW Xe cepun npogykuuu
MOTyT BbIMOJIHATLCS B pas3HbIX MecTax. Bce 3TW MecTa M NpPOM3BOACTBEHHbIE MNOWAAKM AO/MKHbI UMETb OAHY WM
pasjenbHble NMULEH3UM Ha NPOU3BOACTBO U OCYLLECTBSATL AeATENbHOCTb NOA KOHTPOseM, Mo KpaiHel mepe, 04HOrO
YNoSIHOMOYEHHOTo NNLa, NOATBEPXAAIOLEro COOTBETCTBUE 3TON CEPUM YCTAHOB/IEHHbIM TPeGOBaHUAM [0 ee Bbinycka B
peanusauuio.

4.2 PasnunyHble cepuv NpoAyKLMM MOTYT NPOVU3BOAUTLCS WU UMMOPTUPOBATLCS U BbIMYCKATLCSA B MPOAAXY B Pa3HbIX
CTpaHax, nmeloLLux cornaleHue ¢ Poccuiickoii degepaumeil 0 B3aMMHOM NPU3HAHWK YCNOBWIF NPOU3BOACTBA W peanunsa-
umn. Mpu 3TOM AepxaTtesb MMLEH3UN HA NPOW3BOACTBO, MMELLNI NPABO Ha BbIMYCK CEPUM NMPOAYKLWM B peanusauuio,
[0/KEH UMETb B CBOEM PacnopsiXeHWy TOUHOe ykasaHue afpeca Nnowafku, Ha KoTopoi Gblna BbiMylleHa KOHKpeTHast

69



FOCT P 52249—2004

cepusi NpoAaykuuu, u MHopmauuo 06 YNOSTHOMOYEHHOM NnLe, OTBETCTBEHHOM 3a NOATBEPXAEHWE COOTBETCTBUA ee
KayecTBa yCTaHOB/IEHHbIM TPe6OBaHNAM.

4.3 YNONHOMOYEHHOE NUL0, NOATBEPXAAlLLee COOTBETCTBME CEPUM TOTOBOM MPOAYKUUM YCTAHOB/IEHHbLIM Tpeb6o-
BaHWAIM nepef BblAayeil paspelleHVs Ha peanusauuio, MOXeT OCHOBblBaTb CBOE peLUeHWe Ha SIMYHOM 3HaHUW BCex
1cnosib3yembiX B MPOU3BOACTBE NOMELLEHUIA N NPOLLEeCCOoB, OMbiTe y4acTBOBAaBLUEro B MPOMN3BOACTBE NepcoHana v npumMe-
HAEMOIi cuctembl kadecTBa. OHO MOXET Takke ONMpaTbCA Ha 3ak/tlo4eHne Co CTOPOHbI OAHOTO MK 6on1ee YNOHOMOYEHHbIX
UL, O COOTBETCTBUM MPOMEXYTOUHbIX 3TanoB MPON3BOACTBA YCTAHOB/IEHHbIM TpeboBaHWAM. 3ak/loueHne [O/HKHO ObiTb
0hOpM/IEHO AOKYMEHTaNIbHO 1 JO/KHO SICHO OonpeAenaTb NnpeAMeT NoATBEPXeHNs COOTBeTCTBUA. MopsAfoK NoATBEPX-
OEeHUA foKeH 6bITb 0hopMNEH fOKYMEHTaNbHO.

4.4 TMopTBepxAeHne TpebyeTcs B TOM Cnyyas, Korga YNo/SIHOMOYEHHOe NINL0 ONUpaeTcs Ha 3ak/luveHne 4pyroro
YNnonHoMo4eHHoro nnua. OHO A0/HKHO COOTBETCTBOBATL NOJIOXEHUAM pa3fena 6 HacToswero craHgapTa. Yno/sIHOMOYeH-
Hoe Nnuo, NoATBepXAatLiee COOTBETCTBME CEPMM TOTOBOW NPOAYKLUNM YCTAHOBMEHHbIM Tpe60oBaHNAM, AO/HKHO rapaHTu-
poBaTb cobntofieHe A0roBOpeHHOCTell 1 TpeboBaHuii kK Npoledypam, onpefeneHHbIM B ykasaHHOM AoKymMeHTe. dopma
[OKyMeHTa onpejensetca cTopoHamu (Hanpumep, B BUAE WMHCTPYKUUM B paMKax OpraHusauuu unm Aorosopa mexay
pas/IMYHbLIMU OpraHu3auuammu).

4.5 YkasaHHOe NOATBEPXEeHNe JO/HKHO BK/IOYaTb B Ce651 0683aTeNbCTBO CO CTOPOHbI NOCTaBLMKa HepacgacoBaH-
HOrO UM NPOMEXYTOYHOro NPoAYKTa CTaBUThb B U3BECTHOCTL MoslyyaTens(eii) npoaykuun 060 BCeX OTKNOHEHUAX, pe3y b-
TaTax. BbIXOASLWMX 3a paMkn cneynukalmii, HeCooTBETCTBUSIX TPe6OBaHNAM HACTOSLEro cTaHAapTa, pacciefoBaHusx,
peknamauymsax i 4pyrux cobbITUsAX, KOTOpble AO0/MKHO NPUHUMATL BO BHUMaHWe YNOoNHOMOYEeHHOe N0, OTBETCTBEHHOe
3a NoATBEPXAEHNEe COOTBETCTBUS CEPUN TOTOBOW NPOAYKLUN BCEM YCTAHOB/IEHHbIM TPE6GOBaHUAM.

4.6 Tpn NCNONb30BaHNN CUCTEM C KOMMbIOTEPHBIM yNpaBi€HNEM N KOHTPO/IEM AN AOKYMEHTabHOro ohopMaeHns
NoATBEPXAEHNSA COOTBETCTBUA U paspelleHns Ha BbIMYCK Cepuu NpoAyKuuu crefyeT pyKOBOACTBOBATLCA Mpasuiamu,
npuBeAeHHbIMU B Npuaoxexnun 11.

4.7 TIpn HanMuuMn NOATBEPXAEHNA COOTBETCTBUS Cepun roTOBOM NPOAYKLWM, BblJaHHOTO YNONTHOMOYEHHbIM INLIOM,
He TpebyeTcs NOBTOpPEHWA 3TOI Mpoueaypbl B CTpaHax, umetowmx ¢ Poccuiickoli ®efgepauneli cornaweHve o B3anMHOM
npusHaHuM pesynbTaToB NOA06GHON npoueaypbl.

4.8 BHe 3aBWCHMOCTM OT KOHKPETHbIX MeponpuAaTWii N0 NOATBEPXEHUIO COOTBETCTBUS W BbINYCKYy MPOAYKLWK,
BCergaAo/ixHa cyllecTBoBaTb NpoLeaypa BbIiBIEHNA 1 ObICTPOro 0T3biBa BCeli NPOAYKLMM, KOTOpas MOXeT NpeAcTaBNsATh
0MNacHOCTb AN15 NoTpe6uTenei.

5 MpoBeAeHne ucnbiTaHWii U BbINYCK B peann3auuio cepuy NpoAykuWu, Npon3BefeHHON BHYTpW CTpaH,
nmetownx ¢ Poccuiickoin degepauyuneli cornaweHne o B3aMMHOM NpU3HaHum

5.1 Mpou3BOACTBO PacrnosioXeHo B OAHOM MecTe

Ecnn Bce cTtaguu (Unm aTanbl) NPOM3BOACTBA U KOHTPO/SA BLINOMHSAKTCA B Npefenax oAHON Npon3BOACTBEHHO
NI0WAaK1, BbINOSIHEHUE OTAE/bHbIX MPOBEPOK [JIOKET 6bITh NEPefaHo A4PYrUM ULAaM, HO YTNOIHOMOYEHHOe MU0, Nojg-
TBEpXAatoliee COOTBETCTBME Cepuu TOTOBOW MPOAYKLMM, HECEeT NepcoHasibHyld OTBETCTBEHHOCTb 3a JOCTOBEPHOCTb
pesynbLTaToB NPOBEPKM B pamMKax YCTAHOB/IEHHOW CUCTEMbl KAUECTBA M MOXET MPUHUMATb BO BHUMAHWE 3aK/0UEHUs O
COOTBETCTBMM YCTAHOB/IEHHBIM TPE6OBaHUAM NPOMEXYTOUHbIX 3TAN0B CO CTOPOHbI APYrUX YNOJHOMOYEHHbIX /UL, OTBET-
CTBEHHbIX 3a 3TW CTagUU.

5.2 Pa3nunyHble cTagun NnponM3BOACTBA BbIMONHATCA B pasHblX Mectax

Ecnun pasnuyHble cTagnmu NPOM3BOACTBA CEPUM NPOAYKL UM BhINOMHSIOTCS HA PasHbiX NPOVU3BOACTBEHHbIX MIoLagKax
B Mpejenax OfHoOI opraHusauyuu, TO YTMOSHOMOYEHHOE NNLO [O/HKHO OTBeuyaTb 3a KaXgylo CTaAuio NpPou3BOACTBA.
MoATBEPXAEHME COOTBETCTBUS Cepun TOTOBOM NPOAYKL MM YCTAHOB/IEHHbIM TPE6OBaHUSAM JO/MKHO BbINOHATLCS YNO/HO-
MOUYEHHbLIM JTUL,OM NPOM3BOANUTENS, KOTOPOe NM60 HECET NepCOHAasbHYI0 OTBETCTBEHHOCTb 3a BCe CTaAnMU NMPOU3BOACTBA,
N60 NpUHMMAaeT BO BHWMAaHWE 3aK/IOYEHWUs O MPEALWecTBYIOWNUX CTaAusAX, CAeNaHHble YNOJHOMOUYEHHbIMU NuLamu,
OTBETCTBEHHbIMM 32 3TN CTAAWN.

5.3 OTgenbHble MPOMEXYTOUYHble CTaguW NPON3BOACTBA BbIMOMHATCA APYroi opraHusaymeii

OfHa nv 60/1ee NPOMEXYTOUHBIX CTaAUi NPOM3BOACTBA U KOHTPOJISt KAUECTBA MOTYT BbINOJIHATLCSA APYrOi OpraHu-
3aumeil. YNosHOMOUYEHHOE L0 3aKa3unka MOXeT NPUHUMATL BO BHUMaHWe 3ak/loUeHne YNoHOMOUYEHHOro inla ucnon-
HUTENIS O COOTBETCTBYIOLLE CTagumn, HO OHO HECET OTBETCTBEHHOCTb 3a TO. YTO 3Ta PaboTa BbIMNOMHAETCS B COOTBETCTBUN
c foroBopoM. MofTBepXAeHne COOTBETCTBUSI CEpUM TOTOBOW MPOAYKLWM YCTAHOBAEHHbIM TPEGOBAHUAM A0/MKHO GbITh
BbINOJ/IHEHO YNO/IHOMOUYEHHbLIM JINLLOM NPOU3BOAUTESNSA, OTBETCTBEHHOTO 3a BbIMYCK CEPUU MPOAYKL MM HA PbIHOK.

5.4 U3 cepuu HepachacoBaHHON NPOAYKLMM B Pa3/iMuHbIX MecTax Npou3BOANTCS HECKOSIbKO Cepuil roToBoi npo-
LYKUMW. KOTOPbIE BbIMYCKAITCS HA PbIHOK HA OCHOBAHUM OAHOM INLLEH3UM HA NPABO NPOM3BOACTBA /IEKAPCTBEHHbBIX CPEACTB.

5.4.1 YNONHOMOYEHHOE NNLLO AepXaTens MLEH3UN Ha NPaBO NPOM3BOACTBA /IEKAPCTBEHHbLIX CPEACTB U UX peasin-
3auuio. BbiMycKalollee cepulo Hepacq)acoBaHHOW NPOAYKLMW, MOXET MOATBEPXAATb COOTBETCTBUE BCEN Cepun roToBoii
npoAyKUMM [O MOMEHTa BbiMycka ee B peanusauuio. B 3TOM cnyyaB YMo/IHOMOYEHHOe nuuo nu6o GepeT Ha cebs
nepcoHasibHyl0 0TBETCTBEHHOCTL 3a BCe CTaAWUM NPOM3BOACTBA, /IGO0 MPUHAMAeT BO BHAMAaHWE 3aK/I0UYeHUsl 0 KauecTBe
cepwii MPOAYKUMM, MOJYYEHHbIE OT YNOSIHOMOYEHHbIX JINL, C MECT BbiMyCKa Cepuii roTOBON NPOAYKLMN.

5.4.2 BO3MOXHO Takke NOATBEPXAEHNE COOTBETCTBUSA KAXAON CEpVU ToTOBOM NPOAYKLMM 0 MOMEHTA BbiNycKa eB
B peasim3aumio Yo HOMOYEHHbIM /INLO0M NPOV3BOAUTENS, KOTOPbIV BbIMOHW NOCNEAHIO MPOU3BOACTBEHHYIO ONEPALIO,
npeLecTBYIOLLYI0 BbIMyCKy Cepuu roToBOM NpoAykuun. B aTom criyyae oHo M60 GepeT Ha ce6si NepcoHanbHylo 0TBBTCT-
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BEHHOCIb 3a BCE CTaAuM MPoM3BOACTBA, NMM6G0 NPUHUMAET BO BHUMaHWE 3ak/loyeHne 0 KayecTBe CEepun, noslyyeHHoe ot
YNO/MHOMOYEHHOro NnLa ¢ MecTa Bbifycka cepun HepacdacoBaHHO! NPOAYKLMA.

543 Bo Bcex cryyasx OCYLLECTB/IEHWS MNPOW3BOACTBA [OTOBOW MPOAYKUWM B Pas/iMyHbIX MecTax, Ha pasHbIX
Npon3BOACTBEHHbIX MOl aAKax, B pamMmkax OfHON NWNLEH3UN Ha NpaBoO MPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB, JO/KHO
6bITb ONpeAeneHo 04HO NNLO (Kak NpaBu1o. YNOMHOMOYEHHOE /L0 NPOM3BOANTENA CepUN HepacacoBaHHOW Npoayk-
Lumn), KOTOpOe HeceT MOJIHYI OTBETCTBEHHOCTb 3a BbIMYCK BCEX Cepuii roTOBOM NPOAYKLMMN, NOMYUYEHHbIX U3 04HOM cepuu
HepaccacoBaHHOI NpoAyKUUK. STO NNLO [O/MKHO 3HATb O /IGLIX NPo6/emMax, CBsi3aHHbIX C KauyecTBOM Jl060i cepum
roTOBOI NPOAYKLMUW, U KOOPANHNPOBATL Nt06GbIe AeliCTBUSA, CBA3aHHbIE C KAYEeCTBOM Cepun HepacacoBaHHO! NPoayKLum.

Homepa cepwuii HepacthacoBaHHO 1 NPou3BeEeHHOI U3 Hee rOTOBOI NPOAYKLUM MOTYT He COBNagaTb, HO Mexay
HVMU JO/KHA NPOCNexXnBaTbCs CBA3b, 0(POPMIEHHAn [JOKYMEHTabHO.

5.5 V3 cepun HepacdacoBaHHOW NPOAYKLMU B Pa3fINYHbIX MECTaX, Ha PasHbIX N0l agkax NPOM3BOAUTCS HECKOJTbKO
cepuii roTOBOI NPOAYKLUN, KOTOPbIE BbIMYCKAIOTCA HA OCHOBaHWUU PasHbIX MLLEH3NI Ha NpaBo NPOVN3BOACTBA /IeKapCTBEH-
HbIX CPEACTB.

5.5.1 YNo/IHOMOYeHHOE /L0 MPOM3BOANTENSA FOTOBOI NPOAYKLMKM, NOATBEPXAAlOLLee COOTBETCTBME CEPUN FOTOBOIA
NPOAYKLMUN YCTAHOBMIEHHbIM TPe60oBaHUSIM, TNIOXET IM60 B35iTb Ha Ce6s1 NepCcoHabHY0 OTBETCTBEHHOCTb 3a BCe CTaAuu
NPOM3BOACTBA, IGO0 OCHOBLIBATLCS HA 3aK/0UYEHUN, NOMYYEHHOM OT YNO/IHOMOUYEHHOTO /MLia NPou3BoAUTENS Hepacda-
coBaHHOI nNpogyKuum.

5.5.2 /lioban npobnema c kayecTBOM 06O cepun roTOBON NPOAYKLMU, WCTOYHWKOM KOTOPON MOrna siBUTbCA
ncxofHaa cepus HepacgacoBaHHO NPoAyKUMK, [OMKHA 6bITh COO6LEHa YNOTHOMOYEHHOMY /MLy, OTBETCTBEHHOMY 3a
noATBEPX/EeHNe KayecTBa 3TOll cepun HepacchacoBaHHOU Npogykuuu. Mocne 3Toro YnosIHOMOYEHHOE NNLO [OJSIKHO
npeanpuHATL BCe HEOGXOAUMble AeiiCTBUA B OTHOLUEHUWM BCEX Cepuii roTOBOI NpoAyKuuW, NMPOu3BEAeHHbIX U3 JaHHOMN
cepun HepacacoBaHHol npogykuuu. Mopsaok A4eiicTBMIA B 3TOM crlyyae Jo/KeH 6biTb NpefyCMOTPEH COOTBETCTBYIOLLEN
VHCTPYKL e,

5.6 Cepus roToBoli NpoAyKuun 3aKynaeTca 1 peannsyeTcs AepxaTtenemM MLEeH3nn Ha NpaBo NpPou3BOACTBa fiekap-
CTBEHHbIX CPeACTB B COOTBETCTBMM CO CBOeil COBCTBEHHOI NuueH3neli Ha peanu3auunio npogykuun. (3To NPOUCXOANT,
Hanpumep, Korga opraHusauus, noctaBnsiolas npenapat-AxeHepuk, 3akynaeT roToBylo NpoAyKLUMt0, COOTBETCTBME KOTO-
Poii He 6b1S10 NOATBEPXAEHO HA OCHOBAHUW NINLEH3MN NPON3BOANUTENSA, U BbINyCKAET ee Ha OCHOBaHNMN CBOel CO6CTBEHHO
NIMLEH3MN Ha NpaBO NPOU3BOACTBA W peanun3auuy nekapcTBeHHbIX CPeACTB).

B aToli cuTyauun YnNonHOMOYEHHOE NMLL0 OpraHn3auuy, 3akynarwuiein NpoAyKLuio, He NMELOLLYI0 4OKYMEHTalbHbIX
pe3synbTaToB NOATBEPXAEHNA COOTBETCTBUSA, AO/HKHO NOATBEPAUTb COOTBETCTBME YCTAHOB/IEHHbIM TPe6GOBaHUAM 3TOM
cepun roTOBOV MPOAYKUMKM A0 MOMeHTa ee peanusauun. MNpu 3TOM YNONHOMOYEHHOe AWLO 3aKynawuiei opraHmsauum
NpuMHMMaeT Ha ce6s OTBETCTBEHHOCTb 3a BCE CTafuM NPOM3BOACTBA W/ OCHOBbLIBAETCA Ha 3ak/IlOUYEHUN O KayecTBe cepum
npoAyKLMUM YNOHOMOYEHHOTO NnLa OpraHn3alMn-nocTasLymKa.

5.7 NabopaTopus KOHTPONSA KayecTBa SlIekapCTBEHHbIX CPeACTB U NPOU3BOAUTENb /IeKapCTBEHHbIX CPeACTB feicT-
BYIOT HAa OCHOBaHUW Pa3/IMYHbIX SIMLEH3NIT HA NPaBO NPOU3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

YnonHOMOYeHHOE NN, NoATBEPXAAlOLLee COOTBETCTBME CepUM rOTOBOM NPOAYKLNN YCTAHOBMEHHbIM TpeboBaHu-
SIM, MOXET NPUHSTL HA ce6si OTBETCTBEHHOCTb 3a NPOBEAEHNEe UCMbITAHUI NeKapCTBEHHbIX CPeACcTB Nogo6Hol naéopaTo-
pvieii UM MOXeT OCHOBbIBATLCA Ha NOATBEPXAEHUWN HEo6XOAMMOro kavyecTBa NMpoOBeAeHWUs UCMbITaHuii 1 pesynbTaTos,
NoJIy4YeHHbIX OT APYroro YnoaHOMOYEHHOro nya. Mpu oTCyTCTBMM TaKoro NOATBEPXAEHUSI YNONTHOMOYEHHOE /IMLLO AO/HKHO
3HaTb paboTy AaHHo NnabopaTopun n METOANKMN, NPUMEHAEMbIe B Hell 4N NOATBEPXJeHNs COOTBETCTBUSA KayecTBa faHHOM
rOTOBOI NPoAyKLWN.

6 O6A3aHHOCTU YNO/THOMOYEHHOTO Nnua

6.1 MNepea ocyliecTBNeHNeM NpoLeaypbl NOATBEPXAEHUS COOTBETCTBUSA CEpUM FOTOBOI NPOAYKLMUM 0 MOMEHTa ee
BbIMyCKa Ha PbIHOK YNO/IHOMOYEHHOE SIMLLO [OJIXHO rapaHTUpoBaTh crefytollee:

a) cepwvs roToBOW NPoAyKLMM W NPOLLECC ee NPOU3BOACTBA COOTBETCTBYIOT /IMLEH3NOHHBIM YCNOBUSM W peructpa-
LMOHHOMY AOCbE:

b) cepus npousBefeHa B COOTBETCTBUM C TPEGOBAHUAMMN HACTOSALLEro CTaHAapTa, a 415 cepun NpoayKuumn, umnop-
TUPYeMOii 13 ApYroii cTpaHbl, — B COOTBETCTBMU C NpaBuiamu NPoU3BOACTBA SIeKapCTBEHHbIX CPEACTB, NO kpaliHei mepe,
3KBMBA/IEHTHLIMU TPE6OBAHNAM HACTOSALLEro cTaHAapTa;

C) OCHOBHble NPOLECChl NPON3BOACTBA U METOAbl KOHTPOSA ATTECTOBAHbI (Ba/IMAMPOBAHbI) C Y4ETOM (haKTUUECKNX
yCNOBWiA NPOV3BOACTBA W NPOTOKO/I0B HA CEPUI0 NPOAYKLNN;

d) ntobble OTKNOHEHWUS UK 3anJaHUPOBAHHbIE U3MEHEHNS B TEXHOMIOTMYECKOM NPOLECCE WM KOHTPOJie KayecTsa
6b1IN YTBEPXKAEHbI OTBETCTBEHHbIMU ML aMK. J1106ble OTKNOHEHUS OT ILEH3NOHHBIX YC/I0BUIA HA NPOM3BOACTBO SlekapcT-
BEHHbIX CPEACTB U PEMMCTPALMOHHOIO A0ChE GbIIN COTNacoBaHbl C COOTBETCTBYHOLMM KOMNETEHTHbIM OpraHoM:

e) npoBefeHbl BCe HEO6XOAMMblE MPOBEPKU W UCMbITAHWA (B T. Y. AONOSHUTENbHbIW OT60OP MPO6, MPOBEPKU U
UCNbITAHWS, BbI3BaHHbIE OTKIOHEHUSIMW B TEXHOJ/IOTMYECKOM NPOLLECCe WU NNAHOBLIMU U3MEHEHUAMM):

0 AOKyMeHTauus no Nnpov3BOACTBEHHOMY NPOLLECCY U KOHTPO/II0 kKayecTBa ohopmsieHa B yCTAHOB/IEHHOM MOPSKe;

[l) nNpoBefeHbl ayauTbl B COOTBETCTBUM C TPEGOBAHUSMU CUCTEMbI 06ECNEeYeHNst KauecTBa;

h) NpuHATbLI BO BHUMaHWe Bce (akTopbl, KOTOPbIE MO MHEHMWIO YNOHOMOYEHHOTO NNLA SIBMIAIOTCS CYL,eCTBEHHbLIMMN
ANSA KayecTBa AaHHON cepun NpPoAyKL UK.

YNONHOMOYEHHOE INL0 MOXET UCMOMHATL AONOMHUTE NbHbIE 06G5S3aHHOCT B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoii ®epepalyn nam OMKHOCTHBIMU MHCTPYKLUUSMU.
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6.2 Yno/sHOMOYeHHOe N0, NoATBEPXAalolLee COOTBETCTBNE NPOMEXYTOUYHO CTaAnn NPoM3BoACTBa CornacHo 4.3
HacToALLEero NpUIOXeHWs, UMeeT B OTHOLUEHWW 3TOW CTaAun Takune Xe 0653aHHOCTU, Kak W YMOSHOMOYEHHOe Lo,
BbIMyCKaloLee cepro roToBoi Npoaykummn (ecm Apyroe He ykasaHo B JOKyMeHTauum).

6.3 YNo/HOMOYEHHOE NNLLI0 AO/DKHO NoAJepXunsarb CBOK KBandukaumnio Ha TpebyemMoM ypoBHe C y4eToM m3me-
HeHWii B cucTeMe ynpaB/ieHNs kKauecTBOM.

6.4 Mpy npuBAEYEHUN YMONHOMOYEHHOTO NULA K NOATBEPXKAEHUO COOTBETCTBMSA CEPUU MPOAYKTA, KOTOPbIA OH
3HaeT HejoCTaToOYHO (Hanpumep, MpY OCBOEHUW HOBOTO BMAA MPOAYKLWW UAW MpWU Nepexode Ha Apyroe npeanpustue).
YNOMHOMOYEHHOE NNL0 AO0/MKHO NPpMO6GpecTn HeobxoaAnMyo KBanudgukaLlmo, Npy 3ToM MOXeT noTpeboBaTbCs ero NoBTOp-
Haa arTecTauus.

MpunoxeHune 17

Bbinyck no napameTpam
1 O6wWwme NonoXeHUs

11 OnpefeneHue «BbiMycK N0 nNapameTpam», UCMO/b3YEMOE B JaHHOM MPUIOKEHUN, OCHOBAHO Ha ONpeaeseHnn
EBponeiickoii opraHusaumu no kadectsy. OHO nofpasymeBaeT BbiMyCK MPOAYKLMU Ha OCHOBE AAHHbIX O 3HauYeHUsX
napamMeTpoB, MOJIyYEHHbIX B XO4€e TEXHO/I0TMUYECKOro NpoLecca, W f4aHHbIX 0 COOTBETCTBMM NPOU3BOACTBA TPe6OBaHUAM
HacTosiLLero cTaHgapTa, KoTopble rapaHTUpyIoT, YTO NMPOAYKLMsS UMeeT Tpebyemoe KauecTBo.

1.2 BbInyck no napamMeTpam A0/HKEH YA0BETBOPATL OCHOBHLIM TPe60BaHMAM HACTOSILLErO CTaHAapTa, COOTBETCT-
BYIOLLMX NPUNOXEHUI 1 N3NOXKEHHBIM HUXE TPE6OBaHUAM.

MpumeyaHue — lopsagoK BblAaun 3akOUYEHNUs O BbiNyCKe OTAENLHOrO BMAA NPOAYKLMU MO napaMeTpam
onpeaensieTcsi B COOTBETCTBYIOWMX HOPMATUBHBIX JOKYMEHTAaX.

2 Bbinyck no napameTpam

2.1 TpoBefeHne NOSHOTO KOMM/IeKCa NPOBEpPOK 1 KOHTPO/IS NapamMeTpoB B NpoLecce NpoM3BOACTBA MOXeT o6ec-
neunTb 6osiee BbICOKYID CTENeHb COOTBETCTBMS TOTOBOW NpOAyKLMM NpeabsBAsieMblM TPeGoBaHWAM MO CPABHEHWIO C
KOHTPONIEM TOTOBOM NPOAYKLMN.

2.2 KOHTpO/b OTAE/bHbIX NoKasaTenei roToBoii NPoAyKLMu MOXeT 6biTb 3aMEHEH KOHTPOSIeM NapaMeTpoB TEXHO-
NOTUYECKOro npoLecca npv NPou3BOACTBE NPOAyKUMU. PaspelueHne Ha BbiNycK Mo napaMeTpam BblLaeTcsl, U3MeHsieTcs
UM M3bIMaeTCs NnLLaMn, HECyLMMU OTBETCTBEHHOCTb 3a OLeHKYy kauyecTBa NpoAyKLWM, COBMECTHO C KOMMNETEHTHbIMU
IMLAMK, OCYLLECTBSIOLMMY KOHTPO/Ib KAUECTBA /IEKAPCTBEHHbIX CPEACTB.

3 Bbinyck no napameTpam A1 CTEPUNbHO NpoAyKLMK

3.1 B aTom pasfenie paccmaTpuBaeTcs BbINyCK MO napameTpam rotoBoi Npofykuun 6e3 npoBeAeHWs UCMbiTaHus
Ha CTepunbHOCTb. OCHOBaHWEM A/A OTMEHbI UCMbITAHUSI HA CTEPW/IbHOCTb MOTYT 6bITb TO/IbKO AAHHbIE MO aTTecTauuu
(Banupayumn) NnpoLeccoB CTepPUN3aLMM Ha COOTBETCTBUE 3afaHHbIM TPeGOBaHUAM.

3.2 McnbiTaHUsi Ha CTEPUILHOCTbL MO3BOMAT 0GHAPYXWTb TONIbKO 3HAYMTE/IbHbIe HapyLleHus B cucteme obecne-
YeHUsi CTEPUNBHOCTY.

3.3 BbInyck No napameTpam MOXeT 6bITb pa3peLleH TOIbkO B TOM C/lyyae, ec/iu napameTpsl npouecca ctepuimsa-
LUMU CEpUN NPOAYKLUMM TapaHTUPYHOT, YTO aTTecTOBaHHbIN (BanMAMpPOBaHHbIA) Npouecc cTepunmsauyuM cooTBeTcTByeT
npeabaBAseMbIM Tpe6oBaHNAM.

3.4 B HacTosllee BpeMs BbINyCK N0 NapameTpaMm MOXET GblTb paspelleH TOMbKO ANS NpenapaTtos, NPOXoAsALMX
PVHULWIHYIO CTEPUAN3ALMIO B UX NEPBUYHOI ynakoBKe.

3.5 [nd Bbinycka No napameTpam MOryT paccMaTpuBaTbCs METOAbl CTEPUIN3ALMU, COOTBETCTBYIOLWME TPEGOBAHN-
aM geicTBylolleii ®apmakonen.

3.6 BbINyck Mo napameTpaMm He MpUMeHsieTCs Npu NPOU3BOACTBE HOBLIX NPEnapaTos, NOCKOMbLKY A5 NOMYYEHUS
npeAcTaBUTeNbHbIX Pe3yNbTaToB 06 UCMbITAHUAX Ha CTePUILHOCTL TpebyeTcst BpeMs. B oTAeNbHbIX cnyyasx pesynbTaTtbl
MCNbITaHUI BbINYCKAEMbIX MPenapaToB Ha CTEPUSIBHOCTb MOTYT PacnpoCTPaHATLCS WM Ha HOBbIA Npenapar, ecnu B Hero
BHECEHbI TO/IbKO HE3HAYUTE bHbIE N3MEHEHNS B NaHe 06ecrneyeHns CTepusIbHOCTY.

3.7 TMpwu aHann3e pUCKOB CUCTEMbI 06ECNEYEHUS CTEPUIBHOCTU CNeayeT 06paTuTb BHUMaHUE Ha OLEHKY C/yYaes
BbINycka HeCTepUIbLHOW NPOAYKLWK.

3.8 Mpeppblaylymnii onbIT paboTbl NPOM3BOANTENS NIEKAPCTBEHHBIX CPEACTB JO/KEH CBUAETENLCTBOBATL O COOTBET-
CTBWM €ro NPOU3BOACTBA TPEGOBAHMSAM HACTOSILLErO CTaHAapTa.
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3.9 Mpwu oueHke COOTBETCTBUS NPOM3BOACTBA TPe60BaHNAM HACTOSILLLEro cTaHAapTa cinefyeT yunTbiBaTb BbISIB/IEH-
Hble c/lyyan HapyLlleHWUs CTePUIbHOCTM NPOAYKLMK, pe3ybTaTbl UCNbITaHW Ha CTEPUNBHOCTL AAHHOTO Npenapara, a Takke
pesynbTaThl UCNbITAHWIA CTEPUIBHOCTY NPenapaToB, CTEPUIN3YEMbIX TakvM Xe UV aHanorMyHbIM COCO60M.

3.10 YyacTok npou3BO/CTBA M CTEPUIN3ALMN [0/DKHBI 06CNYXMBATbL KBa/IM(ULMPOBAHHBIE UHXEHEP U MUKPO6Monor
C onbITOM paboTbl MO 06ecneyYeHnto CTepubHOCTH.

3.11 PaspaboTka n nepBoHavyasbHasa artrectauus (Banugauunsa) npoayKLMmM 1 TEXHOIOTMYECKOro npouecca fO/KHbI
rapaHTMpoBaTh, YTO NP CO60AEHUN BCEX YCNOBUIA LLEeNIOCTHOCTb U Ka4eCTBO NPOoAyKLuuK 6yayT COXpaHEHbI.

3.12 K paccMOTpeHuto U3MeHEeHW f0MKHbI NPUBEKATbLCS NULLA, OTBETCTBEHHbIE 3a 06GEcneyYeHne CTepusibHOCTH,
YTO ,O/IKHO ObITb YYTEHO B CUCTEME KOHTPOS N3MEHEHWIA.

3.13 CnepyeT opraHu3oBaTb CUCTEMY KOHTPOJISi MUKPOGHOIO 3arpsi3HeHUst NPOAyKLUW nepes cTepunmsaunei.

3.14 CnepgyeT UCKNIOUNTb BO3MOXHOCTb NepenyTbiBaHWS NPOAyKLuK, NpoLuejLieil n He NpolueALei cTepunmsaumio.
Takas rapaHTus gocturaeTcs nytem (U3MYeckoro pasfeneHnsa npoayKuMmn Uiy ¢ MCNosb30BaHNEM 3M1EKTPOHHBIX CUCTEM,
npoweawnx artectayuio (Banmaauuio).

3.15 TpoToKONbI CTEpUM3ALMN AO/KHbI MPOBEPSATLCA HA COOTBETCTBUE TpeboBaHWAM cneuudukauun ¢ npusne-
YeHMeM He MeHee ABYX He3aBWCUMbIX UCMOMHUTENEe. Takoil KOHTPO/b MOXEeT NPOBOAWUTLCA ABYMSA COTPYyAHMKaMU UAs
COTPYAHMKOM 1 KOMMbIOTEPHOI CUCTEMOIA, NpolueALllei aTTecTauuto (sanmgaymio).

3.16 lMepep BbINYCKOM KaxAoi cepun NpoAykuun cnegyet AONONHATENBHO NOATBEPANTL Creytolee:

- BCe nnaHoBble paboTbl N0 06CYXMBAHWUIO U TEKyLL e NPOBEPKN NCMONb3YEMOro CTePMUIN3aTopa BbINOHEHbI;

- BCe PEMOHTHble paboTbl N NU3MEHEHUS COrnacoBaHbl C MMKPOBMOMOTOM U MHXEHEPOM, OTBeYaoLW MM 3a npouecc
cTepununsaunm;

- MCNONb3yemble NpMBOpPbI NPOLLIN KaNMBpoBKyY (NOBEPKY);

- CPpOK AelicTBuA aTTecTaummn (Banmgaunv) ctepunmnsaropa 415 faHHON 3arpy3kn He uctek.

3.17 Ecnu nosyyeHo paspelleHne Ha BbINYCK Cepun MPOAYKUMW NO napameTrpam, TO pelleHus O BblNycke un
0TO6pPaKkoBKe cepvmn NPOAYKL MU AOMKHBI 6bITb OCHOBAHbI HA TPEOOBAHUAX YTBEPXAEHHbBIX MHCTPYKUWMI (cneyundmkaumnii). Mpu
HEBbIMOMIHEHWMN 3TUX TPe6GOoBaHWi BbINyCK NPOAYKLUN HE JOMYyCKAeTCA Aaxe Npu YC/I0BUU YCMELIHOro NpoBefeHnst Ucnbl-
TaHWA Ha CTePU/ILHOCTb.

TepMuHbl 1 onpegeneHns

BbiNyCK N0 napameTpam (parametric release): Cuctema Bbinycka NPOAyKLMWN HA OCHOBE [aHHbIX O 3HAYEHUsX
napameTpoB, NOMYYeHHbIX B X0A€e TEXHOMOTMYECKOro npouecca, M faHHbiX 0 COOTBETCTBUM NPOU3BOACTBA TpeboBaHUAM
HacToALWero ctaHjapTa, KOTopble rapaHTUPYIOT, 4TO NpoAyKuua obnagaeT TpebyemMbiM KaueCTBOM.

cuctema obecneyeHns ctepunbHocTh (sterility assurance system): Komnnekc mep no o6ecnevyeHunto ctepunb-
HOCTW NPOAYKLWN.

[ins npenapaTtoBs, noAnexalyux UHULLHON cTepunnsaymmn, aToT KOMNIEKC Mep BkYaeT B cebs cnegyioliee:

a) paspaboTky npogykTa:

b) monyuyeHue AaHHbIX 06 UCXOAHBIX MaTepuanax U TeXHONorM4yeckux BCnoMoraTesibHbIX cpeacTBax (Hanpumep,
rasoB ¥ CMa304HbIX MaTepunanos) N. N0 BO3MOXHOCTW, NpOBeAeHNe NX MUKPOBUOOTMYECKOro KOHTPONS;

C) NpoBejeHNe KOHTPO/A 3arpsa3HeHus B XOJe TEeXHO/I0rMYecKoro npouecca ANa NpeAoTBpalleHus nonagaHus
MUKPOOPraHM3MOB B MPOAYKLUWIO N UX Pa3MHOXeHWUA. DTO AOCTUraeTcsa 3a CHeT OYUCTKM U Ae3nHeKyn noBepxHocTeld,
BCTynawLWmnX B KOHTAKT C NPOAyKUWeli, BbINOSIHEHNEM paboT B YACTbIX MOMELLEHUsAX AN NpefoTBpalleHns nonagaHvs
3arpsisHeHunii 13 Bo3gyxa, NpoBefeHNeM TEXHOOMMYECKOro npouecca ¢ orpaHMYyeHns MU BO BPEMEHW W. MO BO3MOXHOCTH,
dunbTpauum;

d) npepoTBpalleHne nepenyTbiBAHUS MPOU3BOACTBEHHbLIX MOTOKOB CTEPUIN30BAHHON U HECTEPUIN30BaHHOI Npo-
ayKumu;

e) coxpaHeHue LLeNoCTHOCTY NPoAyKLMY;

0 npouecc cTepunmsaumy;

[1) BCIO CUCTEMY KayecTBa, B T. Y. CUCTEMY o6ecneyeHns CTEPUIbHOCTU, a UMEHHO: KOHTPO/Ib U3MEHEHWI, 06y4YeHne
nepcoHana, Hannune NUCbMEHHbIX WHCTPYKLMIA, KOHTPO/b 3a BbIMYCKOM MPOAYKL MW, NJ1aHOBOE TEXHUYECKoe 06CnyxunBa-
HWe, aHann3 oWwnb0oK 1 NpegoTBpaLLeHne owmnbOoK No BUHE YenoBeka, aTTectauumio (Banmgaumnio), Kannoéposky (NoBepky) u

T. 4,
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Mpunoxexne 18

PykoBoACTBO MO NpOU3BOACTBY aKTUBHbIX hapmaLeBTuyeckmx cybectanuuii (A®C)

CopepxaHue
1 BBegeHune

1.1 Uensb
1.2 O6nacTb onpegeneHuns
1.3 O6nacTb NpUMeHeHUs

2 YnpaBneHue KayecTBOM

2.1 O6uwwue NonoxeHms

2.2 OYHKUMK N OTBETCTBEHHOCTb MoApa3fAeneHunii o o6ecneyeHunto 1 KOHTPO0 KayecTBa
2.3 ®YHKUMN 1 OTBETCTBEHHOCTb NPOM3BOACTBEHHbIX NoApasfeneHuni

2.4 BHYTpeHHMe ayaunTbl (CAHWHCMNEKLNSA)

2.5 AHanus kavectsa npoayKLun

3 MepcoHan

3.1 Keanudukauus nepcoHana
3.2 [urneHa nepcoHana
3.3 KoHcynbTaHThbl

4 3paHNA U cucTemsl

4.1 TlpoekTMpoBaHMe N CTPOUTENLCTBO

4.2 VIHXeHepHble cucTemMbl

4.3 TMoparoToBKa BOAbI

4.4 PaspgeneHue 30H

4.5 OcseleHne

4.6 CTOKM 1 OTXOAbI

4.7 Y6opka, Ae3vHgekuns n TexHmyeckoe o6cnyxusanme

5 TexHonoruyeckoe o6opyaoBaHue

5.1 TpeboBaHUA K KOHCTPYKLUN N MOHTaXy

5.2 TexHunyeckoe o0b6CnyxnBaHne 1 oYncTka 060pyAoBaHNs
5.3 Kanub6poska (noBepka)

5.4 Cuctembl C KOMNbIOTEPHLIM YNpPaB/EHUEM U KOHTPOSIEM

6 lokymeHTaumnsa n NpoTOKO/bl

6.1 CwucTtema fOKYMeHTauuu n cneundukaumnm

6.2 TpOTOKO/ OYMCTKU U UCMOMb30BaHNA 060pyA0BaHNS

6.3 TpOoTOKO/bI HA CbIpbE, MPOMEXYTOUYHbIE NPOAYKTHI, MeYyaTHbIe U yNakoBoYHble maTepuansl gna A®C
6.4 TpOMbILL/IEHHbIE PernaMeHThbl

6.5 MpOTOKO/bI Ha cepuio NPOAYKLUUM (MPOTOKO/bI NPOU3BOACTBA U KOHTPOJISA KavyecTBa Cepun NpoayKLumn)
6.6 MpoTOKO/blI Ta60PaTOPHOTO KOHTPOIA

6.7 PaccMmoTpeHune NpoTOKO/I0B CEPUMN NPOAYKL UK

7 Pa6ota c maTepuanamu

7.1 O6wWwnii KOHTPONb

7.2 Tpuemka n KapaHTUH

7.3 OT60p Npo6 v NpoBefeHne UCAbITaHW NOCTYNUBLUNX MaTepnanos
7.4 XpaHeHune

7.5 TIOBTOPHbIA KOHTPO/b

8 TexHONOrnYecknii 1 BHYTPUMPOU3BOACTBEHHbI KOHTPO/b
8.1 TexHonoruyeckne onepauum

8.2 OrpaHuyeHust Ha BpeMS BbINOJIHEHNA onepauuii

8.3 BHYTpMNpON3BOACTBEHHbI 0T60P NPO6 M KOHTPO/b

8.4 CwmellaHHble Cepun NPOMeXyTOUHbIX NPOAYKTOB unu APC

8.5 KOHTpONb 3arpsi3HeHunit

9 YnakoBka v mapkuposka AD®C 1 NPOMEXYTOUYHbIX NPOAYKTOB

9.1 O6uwue nonoxeHus
9.2 YnakoBOYHble maTepuansl
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9.3 BbINyCK 1 KOHTPOJIb NEeYaTHbLIX MaTepuanos
9.4 Onepaumnun no ynakoBke v MapKkmpoBke

10 XpaHeHue u peanusauus

10.1 XpaHeHue Ha cknaje
10.2 Peanusauus

11 NabopaTopHbIii KOHTPO/b

11.1 O6WMit KOHTPO/b

11.2 MNposepeHVe MCMbITAHU NPOMEXYTOUHbLIX NPOAYKTOB U ADC
11.3 AtTecTauus (Banmpauns) aHaIMTUYeCKUX MeToamnk

11.4 AHanuTuyeckue nacrnopra

11.5 KoHTponb ctabunbHoctn A®C

11.6 Cpok rogHOCTM 1 faTa NOBTOPHOTO KOHTPO/IA

11.7 ApxuBHble o6pasLbl

12 AtTecTauua (Banngaums)

12.1 MonuTuka npoBefeHus aTTectauum (Banugauunm)

12.2 [lokymeHTauuma no arrecrtauuu (Banugauum)

12.3 3Jranbl atTecTauuun (Banugayun)

12.4 ATTecTauusa (Banugauus) npouecca

12.5 Mporpamma aTTectauum (Banvgauum) npoyecca

12.6 Mepuoaunyeckasn oLeHka aTTecToBaHHbIX (Ba/MANPOBAHHbIX) CUCTEM W NPOLECCOB
12.7 ATTectauusa (Banupaumsa) MeToLoB OUYNCTKU

12.8 ATTecTauusa (Banugaunsa) aHaIMTUYeCKNX MeTOA0B

13 KOHTpO/Nb U3MeHeHu
14 OTknoHeHve n nepepaboTka maTepuanos

14.1 OTk/IOHEHUNE

14.2 MNosTopHasa o6paboTka

14.3 MepepaboTka

14.4 PereHepauus matepuanoB 1 pacTBopuTesnei
14.5 Bosspar

15 Peknamauuu v 0T3bIBbl
16 PaboTa no KOHTpakTy (B T. Y. NpoBeJAeHNe aHa/IM30B)
17 Peanusauus, xpaHeHue, nepeynakoBka v nepeMapkmpoBka

17.1 O6nacTb NpUMeHeHnA

17.2 TIpocnexunBaemoCcTb peasim3yemMbix MPOMEXYTOUHbIX MPOAYKTOB unn AQ@C

17.3 YnpaBneHue kayecTsoMm

17.4 MepeynakoBka, NepemMapknpoBka 1 obpalieHne ¢ NpOMeXyToUYHbIMU npogykTamm nnn AGC
17.5 CrtabunbHoCTb

17.6 Mepepaya uHopmalmm

17.7 Pa6oTa c peknamaunsiMn 1 oT3blBaMmn

17.8 Pab6oTa c Bo3Bparamu

18 A®C. npousBoauMmblie NyTeEM KyNbTUBUPOBAHUSA KNeTOK (hepmeHTaLnn)

18.1 O6wme NnonoxeHmsa

18.2 MoppepxaHvne 6aHKa K1eToK U BefeHne NpoTOKO10B
18.3 KynbTuBrMpoBaHue kneTok (hepmeHTauns)

18.4 Co6op, BblgeneHne v o4yncTka

18.5 YpaneHue Bupycos (CTaguu UHakTnBauuu)

19 A®C. npefHasHa4YeHHble AN NPOBEeEeHNs KIUHUYECKUX UCCief0BaHNi

19.1 O6uwme NnonoxeHmsa

19.2 KauectBo

19.3 O6opynoBaHue

19.4 KOHTPO/Ib UCXOAHbIX MaTtepnanos
19.5 lMpoun3BoacTBO

19.6 ATTecTauusa (Banugaums)

19.7 Vi3meHeHus

19.8 /labopaTopHbIii KOHTPO/b

19.9 [okymeHTauuns

20 TepMWHbI 1 onpegeneHus

75



FOCT P 52249—2004

1 BsepgeHue
1.1 Uenb

HacTosiwee npunoxexnve {fanee — PyKOBOACTBO) SIBNA€TCA PYKOBOACTBOM MO npumeHeHuio Mpasun GMP k
NpOV3BOACTBY aKkTUBHbIX hapmaLeBTuyeckux cybctanunii (A®C) ¢ Lenbio o6ecneyeHns rapaHTun nx kayectsa 1 COOTBET-
CTBUA TpebOBaHUAM K YACTOTE.

TepMUH «NPOM3BOACTBO» BK/OUAET B cebsl Bce BMAbI onepaunii c A®C: NpueMKy UCXOLHOrO Cbipbsi, NPON3BOACTBO,
ynaKkoBKy, nepeynakoBKy, MapKupoBKy, NepeMapKupoeKy. KOHTPO/Ib KauecTBa, BblIMyCK NPOAYKLUWN, XpaHeHne n peanvsa-
LMo, a TaKke COOTBETCTBYHOLLME Mepbl KOHTPONS. MOHATUA «40MKEH», «CNefyeT», NPUMEHSIEMbIe B HAacTosILEeM PykoBos-
CTBE. YKa3blBalOT HA peKOMeHAaL N, BbIMO/THEHNE KOTOPbIX NpeAnonaraeTcs, 3a NCKIIOYEHEeM CayyaeBs, Korga ux Bbinos-
HWTb HEBO3MOXHO W/ OHU 3aMeHEeHbl afbTePHATUBHbLIMU feiCTBUAMU, NO KpaiiHeli mepe, C 3KBUBAMIEHTHbIM YPOBHEM
obecneyeHns kavyecTsa NPOAYKLMUN.

PykoBOACTBO He 3aTparvBaeT BOMPOCOB 6e30MacHOCTU NepcoHana, 3aHATOro B NPoW3BOACTBE, U TpeboBaHWii no
3aluTe okpyxatowiei cpefbl. Mpon3soguTenb HeceT OTBETCTBEHHOCTL 3a 6€30MacHOCTb NepcoHana n okpyxatoweii cpeapl
B COOTBETCTBMM C 3aKOHOAATE/ILCTBOM.

HacTosiuee PykoBoACTBO He ycTaHaBnuBaeT Tpe6GoBaHuii, npegbaBaAseMbIX NpW pernctpauun (nogaye 3asBku Ha
peructpauymio} A®C. n He 3ameHseT TpeboBaHuii Papmakonewn, He 3aTparvBaeT MOSIHOMOYWI COOTBETCTBYIOLNX OPraHoB
no ycTaHoB/eHWIO cneyunduryecknx TpeboBaHuii k perncTpaymoHHoMy gocbe A®C ANns BblAayn paspelleHust Ha peanv3sa-
Lu0/Npon3BOACIBO UM NPUMEHEHWE fleKapCTBEHHbIX cpefcTB. CnefyeT BbINONHATL BCe TpeboBaHWA, NpebaBasemMble K
peructpaumoHHomy gocbe A®C.

1.2 O6nacTb onpegeneHns

B HOpMaTUBHbLIX JOKYMEHTaX pa3HblX CTpaH Mupa CyLeCcTBYIOT pa3nnynsa B oTHeceHuu sewectsa K AD®C. MNMpounssoa-
cTBo Bcex A®C Ha Tepputopun Poccuiickoii ®epepaunmn, a Takke mmnoptupyembix A®C. AO/MKHO COOTBETCTBOBAaTb
[aHHOMY PyKOBO/CTBY.

1.3 O6nacTb NpUMeEHEHUSA

HacTosilee PykoBOACTBO ycTaHaB/nvMBaeT Tpe6oBaHUs K npoussofcTsy A®C. UCNO/b3yeEMbIX B JIEKAPCTBEHHbIX
cpefcTBax AN YenoBeka N XMBOTHbIX {MeanLMHCKUX npenapatax). K npon3BoacTBy cTepuibHbiX A®C OHO NMPUMEHNMO
TONbKO A0 CTaguu cTepunusauun. PyKOBOJCTBO He pacrnpocTpaHsaeTcsi Ha MpoLueccbl cTepuinsaumm v npousBofCcTBO
cTepuiibHbIX A®C B acenTUYecknx ycrnosusax. OTU npouecchl ciefyeT BbIMOMHATL COrNacHo TpeboBaHMAM HacTosLero
cTaHgapTa (B T. Y. COOTBETCTBYIOLNX NPUIOXKEHNI) N APYTUX HOPMATUBHbIX AOKYMEHTOB.

HacTosiuiee PykoBoAcTBO pacnpoctpaHseTcs Ha A®C, nponsBognmMble METOLaMU XMMUYECKOTo CUHTEe3a, IKCTpak-
LMW, KyNbTUBMPOBAaHWA KNeToK (hepmeHTauumn), BblAeNeHNs W3 HaTypasbHOro Cbipbsi UAM N060I KoMOMHauuen 3Tux
meToaoB. OcobeHHOCTH npou3soacTea A®C € npYMeHeHnemM MeTOA0B Ky/IbTUBMPOBAHMA KI1eTOK (hepmeHTauun) npuse-
[eHbl B pasgene 18 HacTosAwero PykosojcTsa.

[laHHOB PyKOBOACTBO HE pacnpocTpaHseTcs Ha NPOM3BOACTBO 06bIX BaKLWH, LieNbHbIX KNeToX. Le/IbHO KPoBUW 1
nnasmbl, NPOVN3BOAHBIX KPOBM W Naa3mbl (hpakymoHnpoBaHne nnasmbl), a Takke A®C AN reHHol Tepanun, HO pacnpo-
cTpaHseTcsa Ha npon3soAcTBo A®C. nonyyaembiX C UCNOb30BaHUEM KPOBM UK N1a3Mbl B Ka4eCTBE UCXOAHOIO Cbipbs. Ha
NPOV3BOACTBO K/METOUHbIX CYy6CTpaTOB (MAIEKONUTAWMNX, PACTEHWA, HACEKOMbIX WKW GakTepwuii, TKaHel Wau opraHos
XWBOTHbIX, B T. Y. TPAHCTeHHbIX XWBOTHbIX) W paHHWEe CTajuu NpPOM3BOACTBA MOrYT PacnpocTpaHATbCA TpeboBaHuA
HacToslero cTaHgapTa, BbIXofslMe 3a paMku aHHOro Npunoxexus. Hactosuee PykoBoACTBO He pacnpocTpaHsaeTcsa Ha
nNpon3BOACTBO MeAULIMHCKMX ra3oB, HepacdacoBaHHbIX 1eKapPCTBEHHbIX CPeACTB, a Takke Ha NPOM3BOACTBO U KOHTPO/b
KavyecTBa pajnoapmateBTuieckmx npenapaTtos. Pasgen 19 PykoBoAcTBa cofepXuTt TpeboBaHus, pacnpoctpaHsioLmecs
TONIbKO Ha Npom3BoAcTBO ADPC. MCNO/b3yeMbIX NPU NONYYEHUN NEKaPCTBEHHbIX CPEACTB, NpeAHasHauYeHHbIX ANA KNUHA-
YeCcKux nccnepoBaHuii (MccnegoBaTeibCKUX T1eKapCTBEHHbIX CPeACTB).

WcxopHblit maTepuan agna npoussoactsa APC — cbipbe, NPOMEXYTOUHbIe NPOAYKTbI unun apyrne A®C. ncnonb3sye-
Mble B npoussoacTee A®C u Bkioyaemble B APC B kayecTBe CyLECTBEHHOrO CTPYKTYPHOrO 3asieMeHTa. VICXOAHbIi
matepuan ans npoussoactsa A®@C MOXeT OblTb NPOAYKTOM (MaTepmasiom), nosyyaeMbiM OT OJHOr0 Uan 6osee nocras-
LIMKOB MO KOHTPakTy (KOMMep4YecKoMy COrfalleHuto), Wan maTtepvuasiom, NpousBoANMbIM Ha camom npegnpusatun. Kak
npasuno, Ana npoussogctsa APC MCMOMb3YOTCA UCXOAHbIEe MaTepuasbl C KOHKPETHbIMU XMMUYECKUMU CBOWCTBaMU U
CTPYKTYpOIA.

Mpoussoautens A®C fomkeH onpefennTb 1 othopMUTb JOKYMEHTalbHO CTafunio, C KOTOPOIi HaYHAeTCs NPON3BOA-
cTB0 A®C 13 UCXOAHOIO CbipbsA. [N1A NPoLeccoB XMMUYECKOro CUHTe3a 3aTa CTagua onpefenseTcs Kak cragua ssoja
MCXOHbIX MaTepuasioB B TEXHOMOrMYeckunii npouecc nponssogctesa A®C. ina Apyrux npoueccos (hepmeHTaunm, aKkeTpa-
KLMW. OYNCTKM 1 NP.) Takas cTagns onpesenseTca ¢ y4eToOM KOHKPeTHbIX 0cobeHHoCTeli npon3soacTBa. B Tabnvue 1npuseaeHsl
cTafnun nNpousBoAcTBa pas/imuHbix AGC C BblAeNeHneM cTaAnil, Ha KOTOPbIX UCXOAHBI MaTepuan, Kak npaBuio, BBOAUTCSA
B TEXHOJIOTMYECKuii npoLecc.

HauvHasi c aToli cTagum, Ha AaHHble NPOMEXYTOUHble NPOAYKTbl W>WM cTaguu npoussoacTea AGC peicTByoT
npasuna gaHHoro npunoxexnus. OHKM BKAuYalT B cebs TpeboBaHMA K aTtTecTauun (Banuaauun) KpUTUYECKUX cTafuii
TEXHOI0rMYeCcKoro npouecca, okasblBalLmnx BAMsSHNE Ha kayecTBo APC. B Toxe BpeMs BbIGOp CTaauii TEXHONOTMYEeCKoro
npouecca Ana nposBefeHns atTecTauun (BanugaLnmn) He obs3aTesibHO 03HaYaeT, YTO 3TN CTaANMN ABNATCA KPUTUHECKUMN
ansa kavectsa APC.

TpeboBaHMs HACTOALLEro MPUIOKEHUA PACMPOCTPAHAIOTCSA, Kak NpaBuio, Ha CTajuu, oTMeueHHble B Tabnuue 1
cepbiM (POHOM. DTO He O3Ha4aeT, YTOo B NpoLiecce NPOU3BOACTBA A0/KHbI BbINOMHATLCA BCE CTAAUN, YKa3aHHble B AaHHOM
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Tabnuue. CtporocTb cnepoBanus TpebosaHusm GMP pgonkHa Bo3pacTaTb OT paHHWX cTaawii npoussogctea APC K
3aBepluaKlMM cTagnaM TEeXHOMOrMYeCcKkoro npouecca, OYUMCTKM U ynakoBkn. ®usnyeckyto o6paboTky A®C, Takylo Kak
rpaHynAyus, nokpbiTue 060104K0N MK usnyeckoe N3MeHeHe pasmepa yacTuy, (Hanpumep, rpy6Gbiii U TOHKWIA nomon),
cnepyeTt NpoBoAMTb, NO KpaliHeil Mepe, B COOTBETCTBUM C TpeboBaHWAMMN HaCTOSLero cTaHgapTa.

HacTosAwwuii ctaHAapT He pacnpocTpaHseTcsi Ha TexHonornyeckue ctaguu, npeAlwecTsylolne BBOAY UCXOAHbLIX
maTepuanos Ans npounssogctsa A®PC B TEXHONOTMYECKUA npolecc.

Tab6nunuya 1— MNpumeHeHne PykosoAacTea k nponssogctsy AGPC
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unwuyps

XblWwHacaulic n + a

NAC, mganaHHbla o

VPWi»emmm WWOTUHO
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pBcwTaTwora

(hinitaBablB

Becrurenbsnbio
*MJipatiu,mctnnys-
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AAC,oTTam*—un»
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pbiraHnii
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thapanmTtaumiiP

KyTbTypa nmrrx
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TKaHeMn HaB o6pa6oTke
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2 YnpaBneHue KayecTBOM
2.1 O6ume NonoxeHus

2.10 3a KayecTBO BbIyCKAeMOro npoAyKra HeceT OTBETCTBEHHOCTb BECb NepcoHas NpeanpuaTUA-Npon3BoanTenNs.

2.11 Ha kaxgom npeanpusatun cnegyet paspaboTtartb, AOKYMEHTaNbHO OPOPMUTL U BHEAPUTL CUCTEMY yrpaBieHuns
KauyecTBOM, KoTopas npejycmatpvBaeT akTMBHOE yvacTue B Hell pykoBoauTenei npeanpusTis u BCero nepcoHana,
3aHATOrO B NPOM3BOJCTBE.

2.12 CwucTema ynpaB/ieHUsi KA4ECTBOM OXBaTblBA€T OPraHn3aLnoHHY CTPYKTYPY, UHCTPYKLWUW, METOMKM, NpoLec-
Cbl U pecypchbl, a Takxke AelicTBus, HeobxoanMble ANa ob6ecneyeHuns rapaHTum cootseTcTBuA APC Bcem TpeboBaHUSAM K
KauecTBy numuctoTe. [leATeNIbHOCTb, CBA3aHHasn c obecneyeHnem kauecTsa, A0/KHa ObITb UeTKO onpegeneHa n oopmaeHa
[OKyMEHTaNbHO.

2.13 Noppasgenenuns (oTaenbl, cnyx6bl), OTBETCTBEHHbIE 3a O6ecrneyeHne v KOHTPO/ib KayecTBa, [O/DKHbl ObiTb
He3aBMCUMbIMU OT NPOU3BOACTBA. DTU (PYHKLUWU MOTYT BbINONHATLCA OTAENbHBIMU NOAPa3AeIeHNAMMN N0 06ecneyYeHuno n
KOHTPO/I0 KayecTBa /60 6biTb BO3/IOXKEHbl Ha OAHO NWUUO (TPynny nuu) B 3aBUCUMMOCTM OT O6BEMOB U CTPYKTYpbl
npeanpuaTus.

2.14 CnepyeT onpefennuTb KPyr NiML, OTBETCTBEHHBIX 3@ BbIMYCK MPOMEXYTOUYHbIX NPOAYKTOB U ADC.

2.15 BcepelicTBMS NOKOHTPOJIIO kKayecTsa crnegyeT ohopMasATb AOKYMEHTaIbHO HeNMOCPeACTBEHHO NPY UX BbINO/THEHWN.

2.16 J/liobble OTKNOHEHUSI OT MPUHATLIX UHCTPYKUMIA [OMKHBI GbiTb 060CHOBaHbI U OHOPMIIEHb! AOKYMEHTANbHO.
KpuTunyeckne oTknoHeHnsA cnedyeT pacciefoBaTb C HEO6XOAUMbIM [OKYMEHTalbHbIM 0OpPMAEHNEM.

2.17 He ponyckaeTcsi BblycKaTb WAM UCNOMb30BaTb MaTepuasbl [0 MNOyYEHUSA MOSIOXUTENbHOTO 3akKNioYeHus
oTfena(oB) kauecTBa, €C/IN He YCTAHOBJIEH CreLnasnbHbI NOpsAAOoK, 4O0NYyCKatoLnii COOTBETCTBYIOLLNE OTKTOHEeHNS (Hanpu-
Mep, BbINYCK MaTepuasioB, HaxoAAWMXCA Ha KapaHTWHe, npuBefeHHbIX B nyHkTe 10.20 HacToswero Pykosoactsa, nnu
MCNO/Ib30BaHNE Cbipbs UM MPOMEXYTOUYHbIX NPOAYKTOB, OLeHKa KayecTBa KOTOPbIX elle He 3aBeplueHa).

2.18 Cnepyet paspaboTaTb NOpsfoK CBOEBPEMEHHOIO W3BELEHUA PYKOBOACTBa NPeAnpuATUS O pesyfbTaTax
MHCNEKLUWA, NMPOBOAMMbBIX OpraHamu KOHTPOMSA W Hagsopa, Clyyasx Cepbe3HOro HapyleHus TpeboBaHWii HacTosLwero
cTaHfjapTa, o6HapyXeHUss HeCOOTBETCTBUA NPOAYKTa W NPUHATbIX Mepax (MPeTeH3nsAX K KavyecTBy NpPoAyKLUKU, OT3biBax
NPOAYKUMM, 3aKNIOYEHNAX NUHCNEKUMUN 1 T.4.).

2.2 ®yHKUMW 1 OTBETCTBEHHOCTb NOApa3AesieHnin No o6ecneyeHnto N KOHTPOTI0 KayecTea

2.20 [lesTenbHOCTb NogpasfeneHunin mo obecnevyeHnto 1 KOHTPOJTI0 KayecTBa pacnpocTpaHseTcs Ha BCe acnekTbl
KauecTBa.

2.21 NMoppasfgeneHns No o6ecrnevyeHunio n KOHTPOII0 KavyecTsa A0/MKHbI paccMaTpyBaTh W COrlacoBbiBaTb (YTBEPX-
[laTb) BCe [JOKYMEeHTbl, UMeloLme OTHOLEHME K Ka4eCcTBY NpoayKuuu.

2.22 ®yHKUMM 1 OTBETCTBEHHOCTb CNYXObl KayecTBa, He3aBMCUMOI OT MPOU3BOLACTBA, HE MOrYT ObiTb NepefaHbl
APpYrYM nogpasfgeneHnam uam numuam. GyHKUMU 1 OTBETCTBEHHOCTb 3TON CNYXObl A0/MKHbI GbiTb OOPMAEHbI [OKYMEH-
Ta/lbHO M BK/lOUATb B Ce6sl, NO KpaliHeli Mepe, cnegylolee:

1 Bbinyck uam oT3biB 066X A®C. BbiNyck UAWM OT3blB MPOMEXYTOYHbIX MPOAYKTOB, UCMO/Ib3yeMblX BHE 30Hbl
KOHTPONSA NpeanpuaTUA-Npon3BoANTENS.

2 Pa3paboTky v BBOZA B AeiiCTBME CUCTEMbI BbIMyCKa U/ OT3bIBA CbIPbs, MPOMEXYTOUHbIX NPOAYKTOB, YNaKOBOYHbIX
1 nevyaTHbIX Matepuanos (Matepuanos 4151 MApKUPOBKH).

3 [lpoBepKy cepuv roTOBOI NPOAYKLUN N MPOTOKOI0B /1ab0pPaTOPHbIX @HANIN30B HA KPUTUYECKUX CTaANAX TEXHOMO-
rmyeckoro npotecca o Bbinycka A®C B peanusauuio.

4 PaccnefoBaHue NPUYMH KPUTUYECKUX OTK/IOHEHWIA mapamMeTpoB OT YCTAHOBJ/IEHHbIX 3HAYEHWI C NPUHATUEM
Heob6xoAnMbIX Mep U T.A4.

5 CornacosaHue Bcex cneundukalmin 1 TEXHONOTMYECKNX NHCTPYKLUIA N0 NPOM3BOACTBY NPOAYKLNN.

6 CornacoBaHue BCEX WHCTPYKLUA N METOAMK N0 Ka4yecTBY NPOMEXYTOUHbIX NPOAYKTOB nan APC.

7 KOHTpONb NpoBefeHNs BHYTPEHHWX NMPOBEPOK (CamoiHCNEKLMIA).

8 CornacosaHue npovsBogutesieii NPOMeXyTOUHbIX NPOAYKTOB 1 ADPC. paboTaloLwmx N0 KOHTPaKTY.

9 CornacoBaHue U3MEHEHWIA, KOTOPbIE MOTYT OKa3aTb BAWUSHUE Ha NPOMEXYTOUHble NPoAykTbl n APC.

10 PaccmoTpeHue u cornacoBaHne NPOTOKO/IOB W OTYETOB O MPOBeAEeHUN aTtTecTauun (Banngauun).

11 KoHTposb 3a paccnefoBaHnem NpeTeH3unii, CBA3aHHbIX C Ka4eCTBOM NPOAYKLMK, N MPUHATUEM HEOBXOAUMbIX Mep.

12 KOHTpO/Ib CBOEBPEMEHHOrO BbIMOSIHEHNA TEXHUYECKOTO 06CNYXMBaHNA U KannbpoBKN (MOBEPKM) KPUTUUECKOTO
060py/l0BaHNA B COOTBETCTBUM C YCTAHOB/IEHHbLIM MOPSALKOM.

13 KoHTponb npoBeAeHUs NCNbiTaHWii 1 0hopMIeHNa nx pe3ynbTaTos.

14 KoHTponb (Npy HE06X0AMMOCTHN) AaHHbIX O cTabunbHOCTU APC 1/MNnM NPOMEXYTOUHbIX NPOAYKTOB A1 060CHO-
BaHWUS AaTbl X NOBTOPHOTO KOHTPOJIA, CPOKa FO4HOCTW U YC/TOBUIA UX XPaHEeHNs.

15 CocTaBrieH/e 0T4eTOB O KayecTBe npoAykuun (nogpasgen 2.5 Hactosuiero PykoBoAcTsa).

2.3 ®PYHKUMN 1 OTBETCTBEHHOCTb MPOM3BOACTBEHHbIX NoApa3sfeneHunii

®YHKUUM 1 OTBETCTBEHHOCTb NMPOU3BOACTBEHHbLIX NOoApa3feneHunii Ao/MKHbI 6biTb 0(hOPMEHbI JOKYMEHTANIbHO U
BK/OYaTh B cebsi, Mo KpaliHel mepe, cnepylollee:

1 Pa3paboTky, nepecmMoTp v cornacoBaHune (yTBepxaeHne) NHCTPYKLUiA N0 NPOU3BOACTBY MPOMEXYTOUHbLIX NPOAYK-

TOB W A®C. a Takke o6ecrneyeHne MHCTPYKLMAMMN BCEX MPUYACTHBIX NogpasAeneHuii 1 ucnonHuTenein B COOTBETCTBUN
C YTBEPXAEHHON MHCTPYKLMEN.
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2 MpouseoactBo A®C u, npyv Heo6XOAMMOCTW, NPOMEXYTOUHbIX NPOAYKTOB B COOTBETCTBUU C YTBEPXAEHHLIMM
VHCTPYKLUAMM.

3 PaccmoTpeHue BCcex NPOTOKO/IOB NPOU3BOACTBA CEPUM NMPOAYKLAN U MOATBEPXAEHNE NX MOSTHOTLI U OChOPMIEHNS
(nognucanns) B yCTaHOB/IEHHOM MOPSiAKe.

4 KOHTpONb NPOBEAEHNSA aHann3a BCEX OTK/IOHEHWI B Xoe NPOW3BOACTBA U PaccnefoBaHunii KpUTUYECKNX OTKO-
HeHuii ¢ COOTBETCTBYIOLWNM [OKYMEHTa/IbHBIM O(DOPMAEHNEM.

5 KOHTPO/b YACTOTbI NPOU3BOLACTBEHHbLIX MOMELLEHNIA . NPU HEOGXOANMOCTU, UX AE3UH(EKLNN.

6 KOHTpOnb BbINOSIHEHNSA HEOGXOANMBIX KANIMGPOBOK (MOBEPOK) U XpaHEHUsI MPOTOKO0B KannGpOBKU.

7 KOHTpOnb coAepx)aHusi NOMeLLEHNI 1 060pYL0BaHNSA B HALNEXALLEM COCTOSHUN U XPAHEHWUS COOTBETCTBYHOLLUX
NPOTOKONOB.

8 KOHTpOnb BeAeHWsi 1 cornacoBaHus (YTBEPXAEHMS) NPOTOKOIOB U OTHETOB aTTecTauun (BanuaaLum) o6opyosa-
HWSI U MPOLLECCOB.

9 OueHka npegnaraemMblx U3MEHEHUI B NPOAYKLMM, TEXHONOTMYECKOM NpoLiecce Wy 060pya0BaHUM.

10 KOHTposib NPOBEAEHMS AaTTeCTaLMn HOBbIX U. NP HEOGXOANMOCTU, MOAEPHMU3NPOBAHHbLIX NOMELLEHWI 1 060pY-
[0BaHNS.

2.4 BHYTpeHHWe ayAuTbl (CAaMOMHCNEKLNSA)

2.40 [Ons NnoATBEpXAeHUs cooTBeTCTBUS npon3BoacTBa A®C Tpe6oBaHWsSIM HACTOsILLero cTaHgapTa cnegyet pery-
NIAAPHO NPOBOAUTL BHYTPEHHWE ayAuUTbl COTNIACHO YTBEPXAEHHOMY rpadiuky.

2.41 PesynbTaTbl ayguta W nocnepylolime KOppekTupylowme AeicTeus cnegyet oopMsTs AOKYMEHTaNbHO 1
NpesCTaBnsATL PYKOBOACTBY npeanpusTus. [elcTBus no pesy/nbTataMm ayauta CrefyeT BbiMNOJIHATb CBOEBPEMEHHO U
Hagnexatmm o6pa3om.

2.5 AHanui kayecTtBa NpoayKuunm

2.50 [nsa noATBepxeHns NOCTOAHHOIO COOTBETCTBUA TEXHOMOrMYeCcKoro npoLecca ycTaHoB/EHHbIM Tpeb6oBaHNAM
cnefyet perynspHo npoBouTb aHanu3 kavectsa A®C. Takoil aHanus cnegyeT NpoBOAWTb, Kak NpPaBWusio, €XerogHo ¢
nocnegyouwmnm 4oKyMeHTanbHbIM ohopmnennem. OTHET 0 NpoBeAEeHNN aHanm3a KayecTsa NpoAyKL MK JO/MKEH BKaloYaTb
B ce6s1, No KpaiiHel mepe, cnepytouiee:
paccMoTpeHue pe3ynbTaTtoB BHYTPUNPOU3BOACTBEHHOIO KOHTPOASA U UCMbITaHnii A®C no kpuTuyeckum napameT-

pam;

aHanu3s flaHHbIX 0 BCEX CEPUSIX MPOAYKL MM, KAUECTBO KOTOPbIX HE Y 0B/IETBOPS/IO YCTAHOB/IEHHBIM TPEGOBaHUSIM:
aHafIn3 BCex CYLLeCTBEHHbIX OTK/IOHEHW B TEXHO/IOTMYECKOM NPOLLecCce U pe3ynbTaThbl paccnefoBaHust ux npuymH;
paccMoTpeHne BCeX U3MEHEHWI B TEXHO/IOTMYECKOM MPOLecce Uan aHaIMTUYecknx MeToaax:
paccMoTpeHne pe3ynbTaTtoB HEMPEPLIBHOTO KOHTPOS CTAGUNbHOCTH;
aHanu3 Bcex NpeTeHs3unii, BO3BPATOB 1 OT3bIBOB, CBA3AHHbIX C KAYECTBOM MPOAYKLMY;
aHann3 apheKkTUBHOCTN BCEX KOPPEKTUPYIOLLNX AeiiCTBUM, NPUHATLIX N0 pe3ynbTaTtam ayauTa.

2.51 CnepyeT oueHWUTb pe3ynbTaTbl aHaN3a u NPUHSATL peLleHne 0 Heo6XoAMMOCTU NPUHATUA COOTBETCTBYHOLLMNX
Mep WM NOBTOPHON aTTecTauun (Banupauuu). O60CHOBaHME HEOOBXOAUMOCTM 3ITUX Mep AO0/KHO 6biTb OOPMIEHO
[OKYMeHTanbHO. YKkasaHHble Mepbl A0/MKHbI 6biTb BbINO/IHEHbI CBOEBPEMEHHO U Haf1exXalum 06pasom.

3 TlepcoHan

3.1 Keanudukauma nepcoHana

3.10 Mpon3BOACTBO AO/HKHO 6bITh YKOMMIEKTOBAHO HEO6X0AMMbIM YNC/IOM COTPYAHUKOB, MMEIOLLUX COOTBETCTBYIO-
wee o6pasoBaHue, Npolealwnx 06yyeHne WM UMEKLLMX LOCTaTOUHbIA ONbIT ANs pa6oThl B npounssosacTee AGC u
NPOMEXYTOUHbIX NPOAYKTOB.

3.11 OTBETCTBEHHOCTb W 06513aHHOCTW BCEX COTPYLHMKOB, pagoTawmx B npoussoactee AGC U NPOMEXYTOUHbIX
NPOAYKTOB, AO/DKHbI 6bITh JOKYMEHTA/IbHO 0COPM/IEHBI.

3.12 CnepyeT NpoBOAWTbL perynsipHoe obyyeHne nepcoHana c npuBAeYeHMeM CneLnanncToB Heo6X04UMOii KBau-
thukayuu. 3To 06yUeHUe [O/MKHO OXBATbIBATbL, KAK MUHUMYM, BOMPOCHI, CBA3AHHbIE C BbINO/IHEHNEM KOHKPETHbIX onepauuii
1 Tpe6oBaHWii HACTOSLWEro CTaHAApTa B YacTW (DYHKLWA faHHOTO coTpyaHuka. CneayeT BeCTV U COXPaHATb MPOTOKOMbI
06y4eHnsi COTPYLHMKOB, @ TakkKe NepuoAnYecky OLeHMBaTb UX KBafMMKaLmio.

3.2 T'nrneHa nepcoHana

3.20 lMepcoHan fgomxkeH cobnogaTe Npasnaa rmrneHsbl.

3.21 TMepcoHan fo/MKEH HOCUTb YACTYIO OfeX/y, COOTBETCTBYIOLLYIO ero Npon3BOACTBEHHOI AeATenbHoCTU. Cre-
AyeT onpefennTb NOPsSAO0K 3amMeHbl 3ToW ogexabl. Ans 3awutbl AGC 1 NPOMEXYTOUHbIX MaTepuasnos OT 3arpsA3HeHus, npu
HeobxoANMOCTH, CriefyeT HOCUTb JOMOIHUTE bHbIE 3/1IEMEHTbI OAEX/Abl, MOKPbIBAIOLLMNE FOI0BY, INLO N PYKN.

3.22 Cnepgyet usberartb NPSAMOro KOHTaKTa nepcoHasa ¢ NPOMexyToUYHbIMU NpoaykTaMmu n A®C.

3.23 KypeHue, npuem nNumn v HAMMTKOB, XXeBaHNe Pe3nHKN 1 XpaHeHne NPoAYKTOB NUTaHUA AOMYCXalTCA TO/IbKO B
cneuunanbHo BblAeIeHHbIX MeCTax, OTAeNIeHHbIX OT NPOM3BOACTBEHHbLIX NOMELLLEHWIA.

3.24 COTpYAHUKM C MHMPEKUMOHHbIMKU 3ab60NeBaHAMY UM UMEIL e OTKPbITbie MOBPEXAEHNS Ha He3akpbITbIX
yyacTkax Tena He gonyckaiotca k paboTe, ecim 3To MOXeT 0TpasnTbesl Ha kadecTBe ADC. Jlto6oli coTpyaHWK ¢ 3aboneBa-
HMEM WU Ha/NYMeM OTKPbITON paHbl, BbISBIEHHBIMWU MPU MEAWLMHCKOM OCMOTpe WAW HabnoaeHun, AO0/KeH ObiTb
oTCTpaHeH OT NPOV3BOACTBEHHbIX ONepaLuii, Npu BbIMOJIHEHUMN KOTOPbIX COCTOSIHWE ero 340p0Bbsi MOXeT HebnaronpusaTHO
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MOB/UATL Ha Ka4ecTBO A®C, 10 BbI3LOPOB/IEHUS MW MOSTyYEHUSt MEANLMHCKOTO 3aK/HUYEHWUS 0 TOM, YTO HAXOXAEHWE 3TOTO
COTPYAHMKA Ha pabGoyem MecTe He NpeacTaB/sieT pucka ANs 6esonacHocT unu kavectsa A®C.

3.3 KoHCynbTaHThbl

3.30 KoHcynbTaHTbl MO BOMpoOcam NPOM3BOACTBA W KOHTPONA KavyecTBa NPOMEXYTOUYHbIX maTepuanos unnn A®C
[O/MKHbI UMeTb COOTBETCTBYlOLee obpa3oBaHue, NOATOTOBKY W OMNbIT pPaboTbl WAM COYETaHWe BbllienepeyncnieHHbIX
HaBbIKOB.

3.31 CnepyeT opraHu3oBaTb BefeHNe 1 XpaHeHne NMPOTOKO/I0B O MPOBEAEHUN KOHCYNbTauuii ¢ yka3aHWem UMEH,
afipecos, crneuunanbHOCTEW U BUAOB YCNYr, NPpefoCcTaBsieMbIX 3TUMU KOHCYIbTaHTaMu.

4 3paHna n cuctemsl

4.1 TpoekTupoBaHWe N CTPOUTENLCTBO

4.10 MMpu pa3melleHnn, NPOEKTUPOBAHNN N CTPOUTENLCTBE 34aHW U NOMEeLLeHN, npegHa3HavYeHHbIX NS NPouns-
BOACTBa NMPOMEXYTOUHbIX NPOAYyKTOB M ADC. cnefyeT npegycMmarpusath yA06CTBO UX 3KCRIyaTauum u 06CnyxmsaHns B
COOTBETCTBMM C BWAOM W cTafueli npoussoacTsa. [pu NpoeKkTMpOBaHWUKM MOMeLLeHWU cnedyeT CBOAUTL K MUHUMYMY
BO3MOXHOCTb 3arpsi3HeHusi. Ecnv Ansi NpomMexyToUHbIX NpoAykToB n A®C ycTaHaBnmBatoTcst Tpe6oBaHUst N0 MUKPOGHOI
4yncToTe, TO NPV NPOEKTUPOBAaHUM NOMELLEHNIi cneayeT npegycMaTpuBaTh 3alMTy OT HexenaTesibHbIX MUKPOOHbIX 3arpsas-
HeHUIA.

4.11 3paHnsa 1 NOMeLLeHUs 0KHbI 6blTh 4OCTATOUHbIX Pa3MeEpPOB 418 pa3MelleHns 06opyj0BaHnsa N MaTepuanos
C LeNbio NpeAoTBpaLLeHNs UX nepenyTbiBaHWUA U 3arps3HeHns.

4.12 O6opypoBaHue, obecneunBalollee Hagnexallyo 3alnTy Matepuasos (Hanpumep, 3akpbitas WM U30aMpo-
BaHHasA cCUCTEMA), [I0OXeT YaCTUYHO BbIXOAUTb 3a Npejesbl NPON3BOACTBEHHOIO NOMELLEHNS.

4.13 Tpu opraHnsayuy NOTOKOB MaTepnasios 1 NepcoHana B 34aHnAX Wi noMeLLeHnsax cnegyeT npegycmaTpusatb
npefoTBpalleHne nepenyTbiBAHUS U 3arpA3HEHNS MaTepUanos N NPOAYKLMN.

4.14 CnepyeT npefycmartpuBaTh OTAe/bHbIE 30HbI UN ApYyr1e afeKBaTHble PelleHns ANs cnefyoLunx onepauuii:

- nofnyyeHus, uaeHTudukaummn, otéopa nNpo6 M HaXOXAEHUS B KapaHTWHE WUCXOAHbIX MaTepuanos A0 Bblgauu
paspeLleHns Ha BbIMyCK UV OTK/IOHEHWE;

- HaxoXAeHWs B KapaHTVHe A0 BbiNyCKa UNN OTKIOHEHUS NPOMEXYTOUHbIX NPOAYKTOB uin A®C:

- oT6opa Npob NPOMEeXyTOUHbIX NPoAYyKTOB unn APC:

- XpaHEeHUA OTKOHEHHbIX MaTepnasios 40 NPUHATUSA pelleHns 06 ux ganbHeilwem NCNonbL30BaHNN (Hanpumep, npu
BO3BpaTe, nepepaboTke UAN YHUUTOXEHUN);

- XpaHEeHWsA BblNyLWEHHbIX MaTepUanos;

- BbINOMIHEHUS1 TEXHOMOTMYECKUX OnepaLuii;

- BbINO/IHEHUS OonepaLuii No ynakoBke U MapKupoBKe;

- nposefeHns nabopaTopHbIX aHann30B.

4.15 CnepyeT npefycmatpuBaTb HeobxoAuMbie MOMeLeHWUs 4s NOAroTOBKM nepcoHana (MbiTbe pyk U np.) n
TyaneTbl, 06ecneynTb Nx ropsiyeii n XonoAHOWM BOAOW, MbIIOM UK APYTUMU MOKOLLMMU cpefcTBamMun, peHamu ANs pyk unm
0/lHOPa30BbIMY Nos0TeHUaMu. MNomMeleHns ANA NOAroTOBKN NepcoHana v TyaneTbl fO/KHbI 6bITb OTAe/eHbl 0T NPOU3BOA-
CTBEHHbIX 30H (He UMeTb B HUX NPAMOrO BbiX0Aa), HO A0/KHbI ObITb NE€rKOAOCTYNHbIMU 418 NepcoHana. Mpu Heo6XxoAnMMoCTU
cnepyeT nNpeAycMOTPeTb NOMELLeHNS NS NPUHATUA Aywa uunu nepeofeBaHuns.

4.16 Kak npaswuno, na6opaTopun n NOMeLLeHUsi, B KOTOPbIX NPOBOAATCA aHasn3bl, AO/DKHbI GblTb PACMOOXEHbI
0TAEeNbHO OT NPOU3BOACTBEHHbIX 30H. EC/M NpoBOAMMbIE B 30HaX TEXHO/I0TMYECK/Ee onepaunmn He BAUAIOT Ha pe3ybTaTbl
aHanusa, a paborta nabopaTopuii He oka3blBaeT OTPULATENILHOMO B/IUSHWUS Ha NPOW3BOACTBO MPOMEXYTOUHbIX NPOAYKTOB
n A®C. nabopaTtopun (B 4acTHoCTW, nabopaTopuy BHYTPUNPOU3BOACTBEHHOTO KOHTPOSA) MOrYT ObiTb PAcrnofiOXKeHbl B
NPON3BOACTBEHHbIX 30HaX.

4.2 VIHXeHepHble CUcCTeMbl

4.20 CnepyeT BbINOMHATL aTtTecTayuio MHXeHepHOro o6opyAoBaHUs 1 TeXHONOrMYyeckux cpeg (Hanpumep, napa,
raso., CXaToro Bo3fgyxa, CUCTeM OTONNEHUSA, BEHTUAALNMN, KOHANLMOHUPOBAHUS U NP.). KOTOPble MOTYT oka3aTb BAVAHMWE
Ha KayecTBO MPOAYKUMM U1 06ecneunTb UX KOHTPONb U TexHU4Yeckoe o6CnyxuBaHue. MNpu HeCOOTBETCTBMM MapameTpoBs
3aflaHHbIM 3HAYEHUAM cnefyeT NpUHUMaTb Heo6XxoAuMble Mepbl. Ha NpeAnpusTUN A0KEH XPaHUTLCS COOTBETCTBYIOLL WA
KOMMEKT JOKyMEHTaLuu.

4.21 Tpn HeobxoaumocCTK cnefyeT npefycmatpusBaTb CUCTEMbI BEHTUAALUW, OUYUCTKU U BbITSXKM BO3gyxa. MNpu
NPOEKTUPOBAHUN U MOHUTOPUHIE 3TUX CUCTEM CNedyeT CBECTU K MUHUMYMY PUCK MPAMOro W NepekpecTHOro 3arpasHeHns
1 NpefycMOTpeTb COOTBETCTBYIOLNI KOHTPOIb NapamMeTpoB A1 KaXK0W TEXHONOTMYeCcKoin cTagnm (Hanpumep, AaBneHns
BO3/yXa, HaNn4ns MUKPOOPraHn3mMoB (Mpu He06X04MMOCTH), 3aMbIIEHHOCTH, BNAXHOCTN 1 Temnepatypbl). Oco6oe BHUMa-
HWe cnegyeT yAenunTb 30HaM, B koTopbix AGC nojsepratoTcst BO3AENCTBUIO OKpyXatoL el cpepl.

4.22 B Npoun3BOACTBEHHbIX NOMELLEHMAX C PELNPKYNALMei Bo3ayxa cnegyeT npeAycMoTpeTb Mepbl N0 NpegoTepa-
LLLEHNIO pUCKa NPSIMOTo U NEePEKPECTHOro 3arpsisHeHns.

4.23 CnepyeT npefycMOTpeTb MapkMpoBKY WIN WHON MeTog naeHTudmkaymm ctaunoHapHbix cuctem Tpy6onpoBso-
[0B (Hanpumep, NyTeM MapkUpOBKW OTAE/NbHbIX TPybonpoBofoB, o6ecneyeHnem 4oKyMeHTauuu, NpyMeHeHem cUcTemM
KOMNbIOTEPHbIM YNpaBfeHneM 1 KOHTposieM u np.). PacnonoxeHne cucteMbl Tpy60nNpoBOAOB HE AO/HKHO NpefcTaBiAaTh
OMNacHOCTU 3arpsA3HEHNA NMPOMEXYTOUHbIX NPoAYyKTOB 1 AGC.
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4.24 KaHanusaynoHHble rpy6bl 4O/MKHBI UMETb COOTBETCTBYIOLLME pasMepbl U. NpU HEO6XOANMOCTH, UMETb PaspbIB
CTpyu Nn6o apyrve cpefcTsa npefoTepalleHns o6paTHOro NoToka.

4.3 TMoaroToBKa BOAbI

4.30 Bopa, ucnonbsyemas npu npoussogctse A®C. fo/mKHA YA0BNETBOPATL CBOEMY Ha3HAUYEHNI0 C COOTBETCTBY-
IOLWMM NOATBEPXKAEHNEM.

4.31 3a ucknoyeHnem OTAe/bHO OTOBOPEHHbIX C/lyYaes, KayecTBO BOAbI, NCMNOMb3yeMOi B NPOM3BOACTBE, JO/KHO,
KaKk MMHVMYM, COOTBETCTBOBaTb TPeOOBAHUAM AeiCTBYIOWMX CTAHAAPTOB, MPeAbABASEMbIM K MMTbEBON BOAE.

4.32 Ecnu gna obecneyeHns kavyectsa A®C xapakTepuUCTUK NUTbEBOI BOAbl HEJOCTATOYHO U HeobXoANMbI Gonee
XecTkne TpeboBaHUA K XMMUYECKM W/MNN MUKPOBUONOTMYECKNM XapaKTepucTukaMm BOAbl, [O/KHbI ObiTb paspaboTaHbl
TpeboBaHNA K BOAe MO (PU3MKO-XMMWUYECKUM CBOCTBaM, 06LEeMY YWCAY MUKPOOPraHW3MOoB, YUCAY HexenaTenbHbIX
MWKPOOPraHn3MoB U/Mnv cofepxXxaHuto 3HA0TOKCUHOB B BOJe.

4.33 CnepyeT BbINOMHATL arTecTauuio npouecca NOArOTOBKM BOfbl ONpeAeneHHOro kayectsa, UCMO/b3yeMoli B
TEXHO/I0TMYEeCKOM npouecce, U KOHTPOMPOBaTL €e NapaMeTpbl C YyCTaHOB/IEeHNEeM Heo6XxoANMbIX NpeAenoB feicTBuUS.

4.34 Ecnu HecTepunbHble A®C npeAHa3HauyeHbl 471A AafibHelilero npovn3BoACTBa CTEPU/IbHBIX /IeKaPCTBEHHbIX
cpefcTB (MM UX Npom3BoAuTeNb 3aaBnseT 0 npurogHocTn A®C ans 3Toi Lenun), To Boga, NpUMeHsieMas Ha KOHeYHbIX
CTaAunax BbIAENEHNSA Y OUYNCTKU, [O/MKHA KOHTPO/IMPOBATbCA Ha 06LLee YMCN0 MUKPOOPraHU3MOB, YNCNO HexXenarebHbIX
MUKPOOPraHM3MoB U YPOBEHb 3HAOTOKCUHOB.

4.4 PasfeneHve 30H

4.40 Onsa npov3BOACTBA BELLECTB C BbICOKO CEHCUBUIN3UPYIOLLE aKTUBHOCTLI (MEHULWUAUHBLI UK Ledanocno-
PUHBI 1 MP.) cnegyeT UCNob30BaTh CNeLnasbHO BblgeIeHHble NPOM3BOACTBEHHbIE 30HbI, B COCTAB KOTOPbIX MOTYT BXOAUTb
NOr/OWEHNS, BEHTUNALMOHHOE U/UNK TeXHOMIOTMYeckoe obopyoBaHme.

4.41 CneumanbHble NMPOVN3BOACTBEHHbIE NOWAAN AO/DKHBI ObITh BblAe/EeHbl A1 NPON3BOACTBA BELLECTB C MHpK-
LMpYOLWMMK CBOCTBAMM, BbICOKON (hapMako10rnyeckoii akTMBHOCTbIO UM TOKCUYHOCTbIO (HanpumMep, HEKOTOPbIX CTepo-
VAOB. LMTOTOKCUYECKMX MPOTMBOOMYXO/IEBbIX CPEACTB), 3a UCK/IYEHUEM CrlydaeB, KOrga MeToAbl MHakTuBauuu n/mnm
0UYMCTKM 060pYyA0BaHNA NPOLLNN aTTecTaumio (BannjaLnmnio) n BbIMONHATCA B yCTAHOBIEHHOM MOPSAAKE.

4.42 [lna npenoTBpalleHns NepekpecTHOro 3arpsa3HeHnus npu nepemMelleHnun nepcoHana, marepuanos u T.4. U3
O/1HO/ 30HbI B APYryto crefyeT npefycMoTpeTb COOTBETCTBYOLME MEPbI.

4.43 He ponyckaeTca NpoBOAMTL B 34aHNAX UMM HA 060pyAoBaHMM, NpejHasHa4YeHHOM 415 npoussogcTea A®C,
nobble NPOU3BOACTBEHHbIE Onepauun (B T. Y. B3BELUVBAHWE, Pa3MO/ UK YNAaKOBKY) C BbICOKOTOKCUYHbIMU Hedapmales-
TUYECKUMU MaTepuanamu, Hanpumep, repbuymngammn n nectuungamu. ObpatieHne ¢ BbICOKOTOKCUUHBIMU HedhapMaLeBTu-
YecKMMU MaTepmanamMm U Ux XxpaHeHne fOMKHbl 6biTh OTAeNeHbl oT ADC.

4.5 OcseleHne

4.50 Ons ob6neryeHusi NpaBuUIbHON 3KCMyaTaumm, 06CNYXUBAHUS U OYNCTKM NOMELLEHUI cneayeT npegycmaTpu-
BaTb HEOOGXOANMbI YPOBEHb OCBELLEHHOCTW.

4.6 CTOKM M OTXOAbI

4.60 CTOKM M OTXOAbl (Hanpumep, TBEpAble, XUAKWE WM ra3006pasHble NoGoYHbIe MPOAYKTbI NPOU3BOLCTBA)
[O/MKHbI CBOEBPEMEHHO 1 6€30MACHO YAANATLCA W3 3AaHNIA U OKPYXKAIOLWEN UX 30HbI C COB/MI0AEHNEM CAHUTAPHBIX HOPM.
KoHTeitHepbl n/vnn Tpy6onpoBoAbl 4151 OTXOA0B LOKHbI UTMIETb YETKYI0 MapKUPOBKY.

4.7 Y6opka, Ae3nHdekynsa u TexHmueckoe o6cnyxmnsaHume

4.70 3aaHna 1M NOMeLLEeHNs, B KOTOPbIX MPOU3BOAATCA NMPOMEXYTOUHble NPoAyKTbl M A®C. A0/KHbI COOTBETCTBYIO-
LWyM 06pa3om 06CcnyXnBaTbCs, PEMOHTUPOBATLCA U COAEPXATbCA B UncToTe.

4.71 [na npoBefeHns ybopkn (06paboTku, ge3nHgekunm) 4oMKHbI 6biTb pa3paboTaHbl cneynanbHble UHCTPYKLUK
C ykaszaHneMm 1cnosib3yemoro o60pyAoBaHns, matepuanos 1 rpad)vkoB BbINOMIHEHUS paboT.

4.72 Tpn Heo6XxoAMMOCTW ANA NPeAoTBPaLLeHNs 3arpsisHeHNs 060pyA0BaHNSA, Cbipbs, YNaKOBOUYHbIX W MeYaTHbIX
martepuanos, NPOMEXYTOUYHbIX NPoAykToB U A®C cnefyeT paspaboTaTb MHCTPYKLMUM NO 60pb6e C rpbidyHaMu, MCMob30-
BaHWIO MHCEKTULNAO0B, (DYHIMUNAO0B, (DYMUTMPYIOLLMX CPEACTB, a TakkKe YNCTALWUX U Ae3NHDULNPYIOWNX CPeSCTB.

5 TexHonornyeckoe obopynosaHue
5.1 Tpe6oBaHUA K KOHCTPYKLUWN N MOHTaXy

5.10 O6opygoBaHve, NPpUMeEHSEMOe B MPON3BOACTBE NPOMEXYTOUHbIX NPOAYKTOB M A®C. fOMKHO NMeTb COOTBET-
CTBYIOLLLYIO KOHCTPYKLMIO U pa3Mepbl U pacnonaratbCs B MecTe, y406HOM /151 €70 UCMO/b30BaHNsA, O4MCNOT. Ae3nHMeKLUn
N TeXHNYECKOro 06CnyXnBaHus.

5.11 lMoBepxHOCTM 060PYyAOBaHUSA, KOHTAKTUPYOLWME C CbiPpbeM, NPOMEXYTOUYHbIMKU npodykTamu uam APC. He
[O/MKHbI BIMAATb HA KAYECTBO NPOMEXYTOUYHbIX MPOoAYKTOB 1 A®C B npegenax yCTaHOB/IEHHbIX TPe6OBaHWA.

5.12 TexHonornyeckoe o60pyAoBaHvie AOKHO NCNOb30BATLCA TO/IbKO MO HA3HAYEHMIO.

5.13 OcHoBHOe 060pyAoOBaHNe U CTalMoHapHble TEXHONO0TMYEeCcKne NMHUN (PeakTopbl, KOHTENHePbl 418 XpaHeHus,
TEeXHO/I0rMYyeckne NHUA U Np.). UCMOJSIb3yeMble B NPOM3BOACTBE MPOMEXYTOUHbIX NPOAYKTOB U ADC. [O/MKHbI MMETb
COOTBETCTBYIOLLYIHO MapKUpPOBKY.
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5.14 He gonyckaeTcs KOHTAKT BCEX BELLECTB, NPUMEHSAEMbIX B TEXHOIOTMYeCKoM 06opyaoBaHum {cMa3ok, HarpeBsa-
IOLWMX U OXN@XAAIOLWNX XUAKOCTER) C NPOMeXyToUHbIMU NpoaykTamn u A®C, KOoTOpblli MOXeT NPUBECTUN K U3MEHEHUIo
KayecTBa MPOMEXYTOYHbIX NpoAykToB U A®PC 3a npefenbl YyCTaHOB/EHHbIX TpeboBaHuil. Heob6xoaumo paccnefosaTb
no6bble OTKNOHEHUS OT 3TUX TpeboBaHWii, YTOGLI He AoNyCcKaTb OTPULATENIbHOTO BANAHWSA BCNOMOraTeslbHbIX BelecTB Ha
nepepabartbiBaemble mMartepuasbl. 10 BO3MOXHOCTW cnefyeT MCNO/b30BaTb CMas3ku W mMacna, npefHasHauvyeHHble Ans
NWLLEeBOV NPOMBILLIIEHHOCTH.

5.15 O6opynoBaHue, N0 BO3MOXHOCTM, JO/HKHO ObITh 3aKPbITbIM UV FEpMETUYHbIM. MpU MCNONb30BAHWUMN OTKPLITOrO
obopyfoBaHNA HEOH6XOAMMO NMPUHMMATbL MePbl MO CHWKEHUIO PUCKa 3arpsisHeHNs 40 MUHUMYMa.

5.16 CnepyeT XpaHWUTb AecTBYOW NI KOMNIEKT AOKYMEHTaUUU Ha 06opyAoBaHME U YCTAHOBKM (Hanpumep, KOH-
TPONbHO-U3MepUTeNbHble NPU6OPbLI, BCIOMOraTesibHble CUCTEMbI U Mp.).

5.2 TexHuyeckoe o06CnyxnBaHne n o4ncTka 060pys0BaHNA

5.20 TexHunyeckoe ob6CnyxuBaHne o6opyaoBaHus cnegyeT NPOBOAUTL B COOTBETCTBUM C YTBEPXAEHHbIMU rpadu-
KaMun 1 UHCTPYKUMAMMU, B KOTOPbIX AO/DKHBI OblTb YKa3aHbl OTBETCTBEHHbIE NMLA.

5.21 WHCTpyKUMM NO o4ncTke 060pyAoBaHUA W AOMNYCKYy ero Kk nocneAytlolieMy WCNONb30BaHUIO B MPOM3BOACTBE
NPOMEXYTOUHbIX NPOAYKTOB M APC f0/1KHbI ObITb 4OCTATOYHO NOAPOGHLIMU U COAEPXAT» Creaylolne AaHHbIe:
onpefenieHne 0TBETCTBEHHOCTY 3a OYMCTKY 060pyJ0BaHUS;

- rpadvik NnpoBeAeHNss OYNCTKN U. NPU HEOBXOAUMOCTHU, fe3NHdeKLNY;

- nogpobHoe onvcaHne MeToA0B U MaTtepuanos, B T. Y. MPUTOTOB/IEHNE MOKLLUX CPeACTB:

- MHCTPYKUUM no pasbopke n c6opke Kaxaoro ysna obopygosaHmsa (Npu Heo6xoaumMocTn);

NopsAAOK yAaneHns 1 yHUUTOXEHUS faHHbIX 0 NpeAbliayLei cepumn npoaykuum;

- MHCTPYKUMKU MO NpeoxXpaHeHnio YACTOro 060pyAoBaHns oT 3arpsa3sHeHns [0 ero UCrnosib30BaHuns:

nopaAoK NPOBEPKN YNCTOTbI 060PYAOBaHNA HENOCPEACTBEHHO Nepes ero cnosib3osaHnem (Mpn Heo6xoANMOCTH);
MakCUManbHO A40NyCTUMOE BPeMs OT OKOHYaHUS NPOM3BOACTBA A0 OYNCTKM 060pyAOBaHUA (MPU HEO6XOANMOCTH).

5.22 [nsa npefoTBpalleHns NpsAMOro U nepekpecTHOro 3arpA3HeHna Uan nepeHoca Marepuasos, KOTOpPble MOryT
NOB/IMSATb HA COOTBETCTBME KayecTBa MPOMEXYTOUHbIX NPoAyKTOB 1 A®C yCcTaHOB/IEHHbIM TpeboBaHuaM, cnegyeT npej-
ycmaTpuBaTh Hafnexallee XxpaHeHune, oO4MCTKY 060pyAO0BaHUA U NPUHAANEXHOCTeN (Npy Heo6XoANMOCTU, Ae3nHMEKLNI0
NN cTepuan3aumio).

5.23 [ns o6opynoBaHus, NnpegHasHauYeHHOro /1 HeNpepbIBHOrO NPOM3BOACTBA UM NPOU3BOACTBA LUKNaMu cepuii
OAHUX 1 TEX e NPOMEXYTOUHbIX NPOAYKTOB nn AP C. cnefyeT npeAycMOTpeTb OYMCTKY Yepe3 onpeAesieHHble NHTepBasbl
BPEMEHU 419 NpeAoTBPaLLLEHNA HAaKONeHNA U nepeHoca 3arpsasHeHnii (Hanpumep, NpoAyKTOB pacnaja unun HefonycTuMoi
KOHLeHTpaLMm MUKPOOPraHM3mMoB).

5.24 [lna HecneunanusMpoBaHHOro 060pyJ0BaHNA Mexy NPou3BOACTBOM pas/INyHbIX MaTepnanos cnepyet npej-
YCMOTPEeTb OYUCTKY C Liefiblo MpeAynpexAeHnss NepekpecTHOro 3arpsa3HeHmns.

5.25 [lo/XHbl 6bITb YyCTAHOB/IEHbI AONYCTUMbIE Npefenbl HaNn4YMsA ocTaTKoB, METOAbl U MaTepuasnbl ANS OYNCTKU.

5.26 TMpoBegeHne 04YUCTKM 060pyA0BaHUA [O/MKHO ObiTb AOKYMEHTanbHO ohopmaeHo. O6opyaoBaHue AO/MHKHO
6bITb NPOMapPKMPOBAHO.

5.3 Kanubposka (noBepka)

5.30 Kanunbposky (MOBepKY) KOHTPO/IbHO-U3MEPUTESIBHOTO U aHa/IMTUYECKOro 060pyj0BaHus (B T. 4. BECOB), UMEIO-
Lero KpUTMYeckoe 3HaveHne A1 obecneyveHns kavyecTBa NPOMEXYTOUHbIX NMPoAykToB unn A®C. cnegyeT NpoBOAUTL B
N71aHOBOM MOpPsJKe.

5.31 Kanubposky (noBepky) o60pyfoBaHus cnefyeT BbIMOMHATL C UCMONb30BaHWEM CTaHAAPTOB (3Ta/IOHOB), NPO-
CrnexvnBaemblX 0 COOTBETCTBYIOLLMX 3TaSIOHHbIX 06Pa3L0B (EC/IN OHU CYLEeCTBYIOT).

5.32 MpoTokonbl NpoBeAeHUsA KannbpoBOK (MOBEPOK) AO/MKHbI COXPAHATHLCS.

5.33 [laHHble 0 COCTOSIHNN KanubpoBku (NOBEPKM) KPUTUUECKOTO 060PYA0BaHUNA AO/MKHBI HAXOANTHLCS B JOCTYNHOM
mecTe.

5.34 He pgonyckaeTcs UCMoMb30BaTb NPU6OPbLI, HE COOTBETCTBYOLWMNE TpeboBaHNAM KannbpoBKu (MOBEPKH).

5.35 Tlpu o6HapPY>XXEHNN OTKNIOHEHUIE B KOHTPOIbHO-U3MEPUTENIbHOM 060PYA0BaHNM OT YCTAHOB/IEHHbIX TPE6OBaHMI
cnepyeT BbIACHWTb, MOTYT /I OHU OKa3aTb BANAHMWE Ha Ka4eCTBO MPOMEXYTOUHbIX MPOAYKTOB nnn A®C. npon3BefeHHbIX C
MCMNO/b30BaHNEM 3TOro 060py0BaHNA Nocse nocriejHero NPoBefeHns KanmbpoBkn (MOBEPKK).

5.4 CnCTeMbl C KOMNbIOTEPHLIM YNPaBIEHNEM U KOHTPONEM

5.40 CucTeMbl C KOMMNbIOTEPHBIM YNPaB/IeHNEM Y KOHTPOEM AO/DKHbI 6bITh aTTECTOBAHbI (BaNaAnpoBaHbl) C y4eTOM
pa3Hoo6pasunsi, CAOXHOCTU N KPUTUYHOCTU UCNOMIb30BAHUSA KOMMbIOTEPOB.

5.41 TpurofHOCTb CUCTEM C KOMMbIOTEPHLIM ynpaBleHWEM W KOHTPONEM W NporpaMMHOro obecneveHus ans
BbINO/IHEHNSA NOCTaB/IEHHON 3afjauyn JO/mKHa 6biTb MokasaHa Npu Wx atTectauyuy (Banvgauunm) B YCTAHOBIEHHOM U
PYHKLMOHMPYIOLLEM COCTOSHUAX.

5.42 Ecnv nporpaMMHoe obecneyeHne aTTecToBaHO 40 ero NoJlyyeHuns, To He TpebyeTcss NPOBOAUTL €ro NPOBEpPKY
B aHa/l0rM4yHOM obbeme. Ecnn cuctema ¢ KOMMbIOTEPHBLIM YNpaBieHnemM U KOHTPosieM He 6blna atTecToBaHa (Bannampo-
BaHa) Npu MOHTaxe, TO NPV Ha/M4yMnm HeobXoAMMON [OKyMeHTaLun MoOXeT ObiTb NPOBefEeHa ee peTpocnekTuBHas arrec-
Tauusa (Banupauus).

5.43 CnepgyeT npefycMoOTpeTb 3awuTy CUCTEM C KOMMNbIOTEPHbIM YNpaB/eHVeM U KOHTPONEM OT HeCaHKLMOHMPO-
BaHHOrO A0CTYNa WK U3MEHEHUS JaHHbIX, @ Takke 3aluTy OT NoTepu AaHHbIX (Hanpumep, NPy BbIKIHOYEHUN KOMNbOTEPA).
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JomkHa pernctpupoBaTbCcsa MHPOPMaLMsA O NI06bIX N3MEHEHMAX AaHHbIX, MOC/eAHEM BBOAE AAHHbIX, O TOM. KEM 1 Koraa
OHW 6bININ caenaHbl.

5.44 Pa6oTa 1 ob6cnyxuBaHne CUCTEM C KOMMNbIOTEPHbIM yrnpaB/ieHVeM W KOHTPO/SIEM AO0/KHbl MPOBOAUTLCA B
COOTBETCTBMMN C MHCTPYKLUAMMN.

5.45 Tpwv BBOJE CYLLECTBEHHOI MH OPMaLMM BPYYHYIO ciedyeT npefycMoTpeTb AONOMHUTENbHYI0 NPOBEPKY npa-
BWNbHOCTW BBOJA flaHHbIX. Takas npoBepka MOXET BbINMONHATLCA APYTUM 0NepaTopom IM60 caMoii CUCTEMOIA.

5.46 C6ou B paboTe CMCTEM C KOMMbIOTEPHbLIM yNpaBfi€HMEM W KOHTPOJIEM, KOTOpble MOTYT Oka3aTb B/VSHWE Ha
KayecTBO MPOMEXYTOUHbIX NPOAYKTOB UM A®C, Ha HafeXHOCTb 3anuceil N pesynbTaToB UCNbITaHWIA, cnegyeT perncTpu-
poBaTb 1 paccriefoBarhb.

5.47 VI3MeHeHusi B CUCTEME C KOMMNbIOTEPHbLIM YNpas/eHeM U KOHTPOIeM [O/IKHbl NPOBOAUTLCS B COOTBETCTBUN C
MEeTOANKOW BHECEHUS U3MEHEeHUIi, 0OPMAATLCA AOKYMEHTaNIbHO W YyTBEPXAATbCA OTBETCTBEHHbLIM /INLOM C NMPOBEPKON
BHECEHMWS 3TUX M3MeHeHuin. CneayeT XpaHWUTb NPOTOKO/bI BCEX U3MEHEHWUI U YCOBEPLUEHCTBOBAHWUIA, BHECEHHbIX B KOM-
nbloTep. NporpaMmMHoe obecneyeHne Uam nb6oii 4pyroii KPUTUYECKNI 3NEeMEHT CUCTEMbI C KOMMbIOTEPHbIM ynpaBieHnem
1 KOHTpO/iem.

5.48 Ecnu c6ou nnv oTkasbl B paboTe cUCTEMbI MOTYT NPUBECTU K HEOGPaTUMOV NoTepe AaHHbIX, cnegyeT npeayc-
MOTpEeTb pe3epBHYt0 cucTemy. [119 BCeX CUCTEM C KOMMbIOTEPHBIM yrpaB/eHNEM U KOHTPOIEM A0/KHbI ObITb NPefycMoT-
peHbl MepbI, rapaHTupyloLlne 3almnTy JaHHbIX.

5.49 [lonyckaeTcsa 3anucb MHopMauuy Apyrummn cpeacreamu.

6 [lokymeHTauma n npoTOKObI

6.1 Cwuctema AOKyMeHTauun u cneundukaumnm

6.10 Pa3paboTky, nepecMoTp, YyTBepXAeHue n pacnpocTpaHeHne BCeX AOKYMEHTOB, OTHOCALMXCSA K NPOU3BOACTBY
NPOMEXYTOUHbIX NPOAYKTOB nnn A®C, cnefyeT BbINO/HATL NO CNeLnanbHbIM UHCTPYKUMUAM (MeToankam). ST JOKYMEHTbI
MOryT 6bITb NpeAcTaBeHbl Kak B MMCbMEHHOM, Tak U B 3/1eKTPOHHOM BuAe.

6.11 Bebinyck, nepecMmoTp, 3ameHa 1 0TMeHa BCeX [OKYMEHTOB [0/KHblI KOHTPO/IMPOBATLCA C COXPAHEHMEM CBefe-
HUIA 06 NX NpeablayLw X BEPCUAX.

6.12 CnepyeT opraHnsoBaTb CUCTEMY XPaHEHNA BCEX HEOOXOAMMbIX JOKYMEHTOB (OTYETOB O pasBUTUMN NPOU3BOA-
cTBa. 06bemax Npon3BoACTBa, 3aMeHe 060pyA0BaHNA 1 aTTecTalumn TeXHO0rMYecknx NpoLeccos, NPOTOKO/10B 06y4YeHNs
nepcoHana, Bbinycka npoAyKLMmn, KOHTPOIA Ka4ecTBa U peanvsaunm NpoAYKUNM 1 Np.) N yCTAHOBUTb CPOKN XPAaHEHNS 3THX
[IOKYMEHTOB.

6.13 Bca goKymeHTauusa O NMPOW3BOACTBE, KOHTPO/IE KayecTBa M peanusauun Npoaykumnm AO/HKHA XPaHUTbCA He
MeHee OAHOro roga nocne OKOHYaHWA cCpoka roAHOCTW AaHHON cepun. Ana A®C ¢ ycTaHOB/IEHHOI AaToii NOBTOPHOrO
KOHTPONSA CPOK XpaHeHUs1 fOKYMEHTOB — He MeHee Tpex NieT CO AHA NOJIHOW peanusauuun cepum.

6.14 3anucu B NPOTOKO/IbI CrefyeT BHOCUTb B MNpejHasHayeHHble /11 3TOro MecTa cpasy Mnocsie BblNOJIHEHUS
[eicTBUiA c ykaszaHveM OTBETCTBEHHOTO NNLa, CAeNaBLLero 3Ty 3anncu, Tak. YTobbl X Henb3sa Obl10 YyaanuTb. VicnpasneHns
B 3aNUCAX JO/DKHbI OblTb BHECEHbI TaKMX» 06pa3oM, YTO6bI MOXHO 6bI/10 NPOYECTb NEPBOHAYA/bHYIO 3anucb. icnpasnexus
[O/MKHbI CoAepXaTb AaTy BHECEHUSI U3MEHEHWI N NOANNCL OTBETCTBEHHOIO NNLA.

6.15 OpwuruHanbl UK KONMMU NPOTOKOIOB, PEerncTpupyoline kake-nnb6o geincTens, cnenyet XpaHuTb B COOTBETCT-
BYIOLUX MoJpasfeneHnsax B TeYeHNe BCero Cpoka XpaHeHus AoKyMeHTauuun. [JonyckaeTca XpaHuTb NMPOTOKO/IbI B APYruX
MecTax, ec/in UCMONb3yeTCs ANEKTPOHHbI UK No6oii Apyroli cnocob nepeHoca MHoOpMaLuK.

6.16 Cneuudmkayum, MHCTPYKLUN, METOANKA 1 NPOTOKO/bI MOTYT XPaHUTLCSA B BUAE OPUrMHANOB WU 3aBEPEHHbIX
Konwii (Hanpumep, oTOKONMUM, MUKPOUIBbMBI, MUKPOULLN UIN fPpYTe TOYHble BOCNPOVN3BEAEHNS OPUTMHAbHbIX [OKY-
MeHTOB). Mpu MCNONb30BaHUN MUKPOMUIBMUPOBAHUA WU 3anUCK B 3/1EKTPOHHOM BUAE crlefyeT UMeTb CuMTbiBaoLiee
o6opyAoBaHue 1 cpeAcTBa 151 BbINMOMHEHUSI KONUIA HA XECTKUX HOCUTENSAX.

6.17 Cneuwndmkauum Ha cbipbe, NPOMEXYTOUYHbIE NPOAYKTbI (Mpu HeobxogumocTun), APC, neyaTHble N yNnakoBOYHbIE
MaTepuasnbl AO/KHbI 6bITb ODOPXT/IEHbI B MMCbXTEHHOM BuAe. MoryT noTpe6osartbcs cneyndukaunm gna gpyrnx matepu-
anoB (TEXHOMOTMYECKNX [,06aBOK, CMa30K 1 T. [1.), UICNOJIb3yeMbIX NPU NPOU3BOACTBE NPOMEXYTOUHbIX NPOAYKTOB Uin ASC.
oKasblBalLWMX peluarllee BAVAHWE Ha KayecTBO npoAykuuu. Kputepum npuemnemMocti Ans BHYTPUNPOU3BOLCTBEHHOTO
KOHTPONS Takxe A0/KHbI 6bITb 0hOPMIEHbI B MTMCbMEHHOM BUJE.

6.18 OneKkTpoHHble NOANNCY Ha AOKYMeHTax AO/MKHbI ObITb UAEHTUMULNPOBAHbI U 3aLyWLLEHbI.

6.2 MPOTOKON OYUCTKM W NCMNOMb30BAHUSA 060pPYy0BaHUSA

6.20 B npoTokonax MCNONb30BaHWS, OYUCTKW, Ae3VHAEKUUU Wunu ctepunusavum n obcnyxmsBaHmsa OCHOBHOMO
obopyfoBaHNA JO/MKHBI 6bITb ykasaHbl AaTta, BPeMs, HaVMeHOBaHWe W HOMep KaxAoi cepun Mpou3BefeHHOl Ha HeMm
npoayKunmn, a TaKkke nHdopmMalms o nuue, NPOBOAMBLLEXT OYUCTKY 1 06CNYXMBaHWE 3TOro 060pyA0BaHUSA.

6.21 He TpebyeTcs cocTaBneHne oTAe/IbHbIX NPOTOKOI0B OYUCTKM N UCNONb30BaHNSA 060py40BaHNSA B CayYaB, ecnu
OHO CcreymnanbHO NpeHasHaveHo A48 NpoM3BoOACTBa OAHOr0 NPOMEXYTOYHOro NpoaykTa unm A®C 1 cepumn 3Toro NpomMexy-
TOYHOro NpoAykTa unn A®C nNpon3BoAATCA B NpoC/iexnBaeMoii nocnegosartenbHoOCTU. Mpu ncnonb3oBaHun 060pyfoBaHns
cneynanbHOro Ha3HavyeHNsA NPOTOKO bl OYUCTKU, 0BCNYXNBAHNA U NCNOJIb30BAHNSA MOTYT ObITh YACTbIO MPOTOKO 1A HA CEPUI0
NPoAYKLUM NN COCTaBNEHbI OTAESBbHO.
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6.3 TpOTOKO/IbI HA CbipbE, MPOMEXYTOUYHbIE MPOAYKTbI, MeYaTHble 1 yNnakoBoUYHble MaTtepuansl ana A®C

6.30 [MpOTOKO/bI Ha CbIPbe, MPOMEXYTOUHbIE NPOAYKTbI, NeyaTHble 1 yNakoBOYHbIE MaTepuanbl, UICNONb3yemble ANs
npoussogcTa A®C, A0/KHbI XPaHUTLCS B YCTAHOB/IEHHOM MOPsiAKe U cofepxaTb crefytolme faHHble:

- HaMMeHOBaHWe NPOW3BOANTENSA, COAEPXAHNE W KOIMYECTBO Kax o NOCTaBKM Kaxoi NapTun Cbipbsi, NPOMEeXY-
TOYHbIX NPOAYKTOB WM MEYaTHbIX W YNakoBOYHbIX MaTepuanos AN npomssoacTBa A®C. HaMMeHOBaHWE NOCTaBLLMKA.
wndop(bl) M ApYro naeHTUUKaLNOHHbI HOMepP NoCcTaBLMKa (eCNN N3BECTHbI), HOMEP, NMPUCBOEHHbI NPU NOCTYNAEHUN,
1 fata nocTynieHus;

- pe3ynbTaTbl NPOBEAEHHbIX UCMbITAHUIA UK NCCNEfOoBaHWI N BbIBOAbI MO HUM;

- NMPOTOKO/bI, NPOCNEXMUBAIOLLME UCMONb30BAHNE MATepuasnos;

- MPOTOKOJ/1 O COOTBETCTBUM MATEpUasnoB, UCMOMb3YEMbIX AN MapKUpOBKM 1 ynakoBku A®C. TpeGoBaHusAM, ycTa-
HOB/EHHbIM B crneyudukaLusx, u

- MPUHATOE peLleHne OTHOCUTEIbHO OTK/IOHEHHOTO Cbipbsl, MPOMEXYTOUYHbIX MPOAYKTOB UM NEYATHbIX U YNakoBOY-
HbIX MaTepuanos, UCMOMb3yeMbIX B NponsBoacTee ADC.

6.31 CnepyeT XpaHuUTb yTBEpXAeHHble 06pasLbl 3TUKETOK /151 CPABHEHNSA C HUMW BbIMyCKAEMbIX 3TUKETOK.

6.4 MMpoMbILW/IEHHbIE pernamMmeHTbl

6.40 C uenbto obecneyeHns ogHoo6pa3na 1 NOBTOPSIEMOCTU OT CEPUN K Cepun AN KaXA0ro NpoMexyTo4yHOro
npogykta n A®C fo/mkHbl 6biTb pa3paboTaHbl NPOMbILIEHHbIE PEraMeHTbl, MOANUCaHHbIE OAHUM NTULOM C yKasaHuem
faTbl, NPOBEPEHHbIE N MOAMUCAHHbIE APYTMM He3aBUCUMbIM /TMLLOM CO CTOPOHbI 0TAena(oB) kayecTBa C ykasaHuem gatbl.

6.41 TpoMbIL/IEHHbIE perflaMeHTbl A0/KHbI COAepXaTb Cnefyolmne gaHHble:

- HavMeHOBaHWe NPOoM3BOAMMOro NPOMEXYTOYHOro NpogykTa nnn A®C 1 CCbiJIKy Ha COOTBETCTBYHOLMIA AOKYMEHT
(ecnu 3T0 BO3MOXHO);

- MOJIHbIV NepeyYeHb Cbipbs M NPOMEXYTOYHbIX MPOAYKTOB COr/TACHO UX HaVMEHOBAaHUAM UM KodaM, 4OCTaTOYHbIM
ANA naeHTunKaunm BCcex nx nokasartenei kayectsa:

- KOMIMYEeCTBO W/IM COOTHOLIEHME UCMO/Ib3YeMbIX BUAOB ChIPbS WM MPOMEXYTOUYHOIO NPOAYKTa, B T. Y. eAnHMLa ero
n3mepeHus. Ecnm ato K0OAMUecTBO He iBNseTCsA (hKCMPOBAHHOM BEIMUMHONM, TO B MPOTOKO A0/KEH ObITb BK/IOYEH pacyeT
ONS KaXAoro pasMmepa cepun uavM nNpovs3BoauTenbHOCTW. Mpu Hannunm 060CHOBAHMSA B NPOTOKON cnedyeT Bka4vaTb
[0NyCTUMblE OTK/IOHEHUS 3HAYEHWA;

- MecTO Npov3BOACTBA U OCHOBHOE 060pYyA0BaHUE;

- NoApo6Hble TEXHOMOrMYECKNe NHCTPYKLUW, BKIOYatowme B cebs:
nocnefoBaTeNlbHOCTb OnepaLmii;

[OMyCTVMble Npefesnbl U3MEHEHNS TEXHOTOTUYECKNX NapaMeTpoB;

MHCTPYKLMKM no oT60py Npo6 1 npoBeAeHNo BHYTPUNPOU3BOACTBEHHOTO KOHTPOIS C KPUTEPUAMU Npuemaemo-
cTu (Mpn HEO6X0ANMOCTH):

orpaHuyeHns BO BpEMEeHUW ANA 3aBepLUeHNs OTAENbHbIX TEXHOMNOTMYECKUX CTaANIA W.'n BCero TexHosornyec-
KOro npouecca,;

- npeanonaraemslii BbIXo4 Npogykra (C ykazaHneMm Hanbonbluero v HarMeHbLLero 3Ha4eHuii) 419 COOTBeTCTBYIOLLX
cTaAnii TeXHONOrM4ecKoro npouecca v oTpeskoB BPEMEHU:

- ocobble ykazaHusa v Mepbl NPeA0CTOPOXHOCTU UIN CCbIJIKU Ha HUX (MPU Heo6XxoAMMOoCTK);

- WHCTPYKLUM MO XpaHEHWI0 MPOMEXYTOYHOro npoAykTa nnm A®C, neyatHbIX U yNakoBOYHbIX MaTepnasioB 1 0co6bIx
YCNOBUIA XpaHEHUs C yka3aHWeM CPOKOB FO4HOCTHU.

6.5 MpoOTOKO/bI HA Ceputo NPOAYKLMUN (MPOTOKObI MPOU3BOACTBA W KOHTPOSA KaYyecTBa CepUU NPoAYKLMN)

6.50 [ns Kax[oro npomexyToyHoro npogykra n A®C coctaBnsaoTca NPOTOKO/bI CEpUM NPoAyKLMK, BKIOYaLime
B ce651 MOHY0 MHhOpMaLMio 0 MPOV3BOACTBE M KOHTPO/E KayecTBa Kax o cepun. [lo Bbinycka NpoAyKuum NpoTOKON Ha
cepuio fo/mKeH ObiTb NPOBEPEH C Lief1blo NMOATBEPXAEHUS COepPXalluXCa B HEM JaHHbIX 1 UX COOTBETCTBUSA MPOMbILLIIEH-
HOMY persniaMeHTy. Ecnu npoToKo/ Ha cepuio NPOAYKUUN OTHOCUTCA K YacTW NPOMBbILINIEHHOTO perfiaMeHTa, B NpoToKose
[0/MKHA 6bITb CCbI/IKA HA COOTBETCTBYHOLLMIA MPOMbILIIEHHbI pernameHT.

6.51 TMpoTOKONbI HA CEpPUI0 NPOAYKLNN AO/MKHbI ObiTb NMPOHYMEPOBaHbl C UCMOJIb30BAHNEM YHUKa/IbHOTO HOMepa
cepuvt N NAeHTUQUKaLMOHHOIo Kofa 1 NoAnucaHsbl € ykasaHnem gatsl. MNpy HenpepbIBHOM NPOU3BOACTBE [0 NPUCBOEHUSA
OKOHuYaTesIbHOro HoMepa Cepun B Ka4ecTBe NAEeHTU(NKALMOHHOIO KOga MOXHO MCNO/b30BaTh WP NPOAYKTA C ykazaHnem
AaTbl Y BpEMEHU.

6.52 B npoTokonax Ha cepuvio NPoAyKUMW NpW 3aBepLUeHUMN Kaxaol BaHOI TexHonoruuyeckoii ctaguu cnepyet
yKasblBaTh:

- paTy 1 Bpemsi, npu HeobxoaMmocTu;

- OCHOBHOe MCnosib3yemoe o6opyoBaH/e (Hanpumep, peakTopsbl, CylWW/IbHbIe annapaTbl, MefbHULbI 1 TLL.);

- AaHHble 0 Kax/oii cepun (B T. 4. B3BELUMBAHWE, OTMEPUBAHME N HOMEpa Cepuii Cbipbsi, MPOMEXYTOUHbIX MPOAYKTOB
1Ay M6bIX APYrMX MaTepuasioB, UCMOJIb30BaHHbIX B MPON3BOACTBE);

- (hakTUyeckne faHHble KPUTUYECKNX TEXHOJTOTUYECKNX NapaMeTpos;

- AaHHble 0 BCex 0To6paHHbIX Npobax:

- NoANUCU HenocpeacTBEeHHbIX UCNOMTHUTENEW W KL, NPOBEPSIOWUX NN KOHTPOUPYIOLWNX KaXAYH0 KPUTUYECKYIO
onepauuio B JaHHOM npotLiecce:

- pesynbTaTbl BHYyTPUNPOU3BOACTBEHHOO 1 1a60PATOPHOrO KOHTPOS;
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- hakTnyeckuit BbIXO4 MPOAYKLMUM HA COOTBETCTBYIOLMX CTAANSAX WM HA ONpeAesieHHbIi MOMEHT BPeMEHU;

- [laHHble 06 ynakoBke N MapKMpPOBKe A1 NPOMEXYTOYHOro npodykra nnv A®C;

- obpasubl MapkupoBku A®C N NpoMeXyTOUHbIX NPOAYKTOB, €C/IM OHW NOCTaB/ATCA B TOTOBOM BUJE;

- No6ble OTKIOHEeHWS, UX OLLeHKY, pe3ynbTaTbl paccnefoBaHnsa (Mpy Heo6X04UMOCTH) UK CCbINKY Ha NPOBeAEeHHOe
paccnepgoBaHue (eC/m OHO XpaHWUTCA B BUAe OTAE/IbHOro NPOTOKONA);

- pe3ynbTaTtbl KOHTPOA MPU BbIMYCKe NPOAYKLMN.

6.53 CnepfyeT paspaboTaTb MHCTPYKLUM NO pacc/iefoBaHN0 KPUTUYECKUX OTK/IOHEHWU M HECOOTBETCTBUSA
NpoMeXyTouHbIX MaTepuanos unn A®C TpebosaHusam cneyudukauymii. B aTo paccnegosanue cnegyeT BkoYaTh U gpyrme
cepvn NpPoAyKLUun, KOTOpble MOryT OblTb CBA3aHbI C JaHHbIM HECOOTBETCTBMEM U/IN OTK/IOHEHUEM.

6.6 MpoTokonbl NabopaTopHOro KOHTpONA

6.60 B npoTokonax nabopaTopHOro KOHTPOS A0/HKHA 6bITh MOMHAA MHhOPMaLKa O Xofe BCeX UCNbITaHWiA, NpoBe-
[AEeHHbIX ANA NOATBEPXAEHNA COOTBETCTBUA TPeOOBaHNAM HOPMATUBHON AOKYMeHTauuu, B T. Y. faHHble HabnogeHnii n
aHasIM30B:

- onucaHue noslyYyeHHbIX Npo6, B T. 4. HAMMEHOBaHWe mMaTepuana WaM MecTo oT6opa Mpobbl, HOMEpP cepun uUm
[APYroii oTIMunTeNbHbIA Ko, fata B3aTUA obpasla, KoNMYecTBO 1 faTa NocTynaeHus 3Toi Npobbl B naopaTopuio;

- ykasaHue W/1am ccblnka Ha KaXAblii NCNOoMb30BaHHbI METOA KOHTPOS;

- yKasaHue Maccbl UM pasMepoB MpoGbl 4718 KaXAOro UCMbITAHWS COTMAcHO NPUHATOW MeToauke: AaHHble WUan
CCblfIKa Ha NPUroTOB/IEHNE U NPOBEAEHNE UCNbiTaHNs 06pa3L 0B CPABHEHUS, PeakTMBOB 1 CTaHAAPTHbIX PacTBOPOB;

- Heo6paboTaHHble B XO4€e KaXAOoro UCMbITaHUA AaHHble B AONOMIHEHWe K rpadukam, Tabnuuam u cnektpam,
nosly4yeHHbIM C UCMOoJfib30BaHNeM nabopaTopHOro o6opyAoBaHua C Hymepauuei (kogom), No3BoAsOWEN onpesennTb
MCnbITyeMoe BELLECTBO U Cepuio;

- BbIYMC/NIEHMSA C yKasaHneMm eAnHnL n3mepeHns, koanueHToB nepesoga n KoaPrLMeHTOB 3KBUBANEHTHOCTH:

- pesynbTaTbl KOHTPOS U UX CPABHEHUS C YCTAHOBEHHbIMU KPUTEPUAMU NPUEMIEMOCTH,

- noAnucb OTBETCTBEHHOrO NMLa, NPOBOAMBLUENO KaXXAbIA BU KOHTPONSA, 1 AaTy(bl) ero npoBeAeHns n

- garta v noAnuch BTOPOro Nnua, 3aBepsaioLias TOYHOCTb, NOTHOTY U COOTBETCTBME YCTAHOB/EHHbIM TPE6OBAHNAM.

6.61 CnepyeTt TakKe COCTaBUTb MPOTOKOJIbI C YKa3aHUeM:

- N06bIX UBMEHEHWIE B MPUHATLIX MeToAax KOHTpoNs:

- nepuognyeckoil kanméposky (MoBepkM) nabopaTopHbIX NPUGOPOB, 060PYL0BaHNS 1 3aNNCbIBAOLLMX YCTPONCTB!

- MCMbITaHWI Ha cTabunbHoCTb ADC;

- pesynbTaToB UCCNeA0oBaHWiA, He yA0BNeTBOPSAOWUX TpeboBaHNAM cneumdukalmuu.

6.7 PaccMoTpeHne NpoTOKO/I0B cepun nNpoaykuum

6.70 AnA onpefeneHns COOTBETCTBMSA MPOMEXYTOYHOro npogykrta mnm APC ycTaHOBMEHHbIM TpeboBaHMAM [0
BbIMyCKa U1 pacnpocTpaHeHns faHHo cepun npoaykLuuy cneayeT paspaboTarb MHCTPYKLMUW NO PACCMOTPEHMIO U YTBEPX-
[leHuio (cornacoBaHunio) NPOTOKO/IOB Ha CEPUI0 NPOAYKLUN 1 NPOBEAEeHNI0 NabopaToOpPHOro KOHTPOIS KauecTsa NpoayKuuu,
B T. Y. YNaKOBKY N MapKMpOBKY.

6.71 TpoToKonbl Ha cepuio 1 nabopaTopHble MPOTOKO/bI KOHTPOMSA KPUTUUECKUX TEXHONOrMYeckux crtaguii go
BbiNycka 1 peanusaunn cepun APC [O/KHbI OblTb PACCMOTPEHbl U YTBEPXEHbl OTAenoM(amn) KOHTPONA KavecTsa.
MpOTOKONbI BHYTPUNPON3BOACTBEHHOIO N 1a6OPaTOPHOrO KOHTPOISA HEKPUTUYECKUX TEXHONTOTUYECKNX CTaANiA MOryT 6bIiTb
paccMOoTpeHbl KBannuLpoBaHHbIM NPOM3BOACTBEHHBIM NEPCOHANOM WA APYTMMUK OTAENaMN B COOTBETCTBUMN C MHCTPYK-
LUMAMW. COrNacoBaHHbIMU C OTAENOM(amu) KayecTsa.

6.72 Bce npoTOKO/bl UCMbITaHWA, He YAO0BNETBOPSOLWMX TPeGOBaHUSIM cneyundmrkalmm, oTKIOHeHUA OT cneundu-
Kauuii n paccnefoBaHnsa aTUX cayvyaes A0/KHbI 6bITb PACCMOTPEHbI NPYW BbiNYCKE Cepun B peannsauuio.

6.73 Cnyxba (oTAenbl) KayecTsa MOXeT nepefatb OTBETCTBEHHOCTb M MpaBO BblAAyN paspelleHns Ha BbIMYCK
NPOMEXYTOUHbIX NMPOAYKTOB MPOU3BOACTBEHHOMY OTAeny (Cnyx6e), 3a UCKIYEHNEM ClyYaes, Korjga fnpoMexyTouHble
NPOAYKTbI MOCTABNAKTCA 3a NPefesibl 30Hbl UX KOHTPONA NPeAnpusATUA-NPON3BOANTENSA.

7 PaboTta c maTepuanammu

7.1 OO6UWMKiA KOHTPONb

7.10 TMopsfoK nonyyeHus, naeHTudukauum, KapaHTUHHOTO XpaHeHus, obpalleHuns, otéopa npob, nposefeHus
KOHTPOAS 1 BblAaun paspeLleHns Ha UCNOo/Ib30BaHNe WK OTK/TIOHEeHe MaTepunasnos 40/MKHbI 6bITb OonpegeneHsl 8 cooTBeT-
CTBYIOLUNX MHCTPYKLUAX.

7.11 Y npousBoauTeneil NpoMexyTouHbIX NPoAykToB u/vunn A®C aomkHa OblTb CUCTEMA OLEHKW NOCTaBLUMKOB
KPUTUYECKNX MaTepunasos.

7.12 lMocTaBka MaTepuasioB JO/KHA BbIMOSIHATLCA NOCTaBLMKaMU, YTBEPXAEHHbIMU OTAesioM(aMu) kayecTsa, B
COOTBETCTBUM C COr/TacOBaHHbIMU cneundukalnusmm.

7.13 Ecnu nocTasLy/K KPUTUYECKOTO MaTepuasna He SBNSeTCA Npou3BoAUTENEM JaHHOro MaTepuana, nponu3Boau-
TeNlb NPOMEXYTOUHbIX MPOAYKTOB n/unn A®C gomkeH nMeTb MHOPMALMI0O 0 HAMMEHOBaHUW U agpece 3TOro NPOU3BOAN-
Tens.

7.14 3ameHa nocTaBLLMKa KPUTUYECKOTO CbIPbS [O/HKHA NPOBOANTLCA B COOTBETCTBMM C NPOLLEfYPOWA, N3/TOXKEHHON
B pasgene 13 «KOHTPONb U3MEHEeHN» HaCTOoALLEro NPUIOXEHNS.
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7.2 Tlpuemka n KapaHTuH

7.20 NMepepn NpvemKoi 1 Npu NOMyYEHUW MaTepuasoB Ha Kaxoi ynakoBke Wau rpynne ynakoBOK JO/KHA ObiTb
BM3yas/lbHO MpPOBeEpeHa MNpasBubHOCTb MapKMPOBKM (B T. Y. COOTBETCTBME Ha3BaHUs, MCNO/b3yeMOro NOCTaBLUMKOM WU
3aKa3uMKOM, €C/IM OHWM OT/IYAalOTCSs), COXPAHHOCTb YNaKOBOK, Ha/imume MNOBPEXAEHHbIX nevaTeil, cnefoB BCKPbITUA K
3arpsA3HeHns ynakoBsok. Matepuasibl [O/IKHbl HAXOAUTLCA Ha KapaHTUHHOM XpaHeHuu 40 nposefeHus oTéopa npob, ux
aHanunsa (KOHTPOSA) U NOMYHYEHNUA paspeLleHuns Ha UX UCMOo/b30BaHMe.

7.21 [0 cMeweHWs NOCTYNUBLUIMX MaTepuanoB C MMelWMMuUca 3anacamu (Hanpumep, ¢ pacTBOPUTENAMU UK
3anacamu, Haxo4AWMUMUCSH B XpaHuiuwax) cregyet yCTaHOBWTb WX NOAIMHHOCTb, NPV HEO6XO0AMMOCTU — MPOBECTU
KOHTPO/Ib 1 NONYYNTb paspeLleHne Ha Ux ucnosnb3osaHne. 115 npefoTspalleHns HenpasnibHOro pasmeLeHns nocTynus-
LIMX MaTepnasioB Cpeam yxe XpaHawmxca MaTepranos fO/DKHbI ObiTb pa3paboTaHbl cneuyanbHble UHCTPYKLNN.

7.22 CnepyeT MUCKMOUYNTb BO3MOXHOCTb MEpPeKpecTHOro 3arpsisHeHWs HepacdacoBaHHOW MpoAyKuuW, ecnm oHa
NnocTaB/IAETCA B EMKOCTAX, HE NpefHa3Ha4YeHHbIX cneynanbHo 4N Hee. B kauecTBe fokasatesibCTBa 3TOr0 MOTYT UCMOSIb-
30BaThCA:

- nacnopT O4YUCTKK:

- KOHTPO/b Ha Hanunyne cnefoB npumeceil;

- ayAuT nocTasLymKa.

7.23 Bonblwve eMKOCTU A1 XPaHEHUSA U COOTBETCTBYHOLLME KO/IEKTOPbI, JIMHUN NO 3arpy3ke W BbIrPy3Ke JO/IKHbI
6bITb MapKMpoOBaHbl.

7.24 Kaxpasi eMKOCTb UM rpynnaemkocTel (cepuii) MaTepnasios AO/HKHA UMETb YeTKY0 MapKnpoBKy (Lundp, Homep
cepuun U NocTaBku, KOHTPakTa, TOBapPHOI HaknagHoi). T Homepa A0/KHbI UCMOb30BaTLCS NpU 0603HaYEeHUU pacno-
NoXeHns kaxgol cepun. CnegyeT UMeTb CUCTEMY 0603HaYeHNA cTaTyca KaxAaol cepuun.

7.3 OT60p Npo6 1 NpoBejeHne NCcnbliTaHWii NOCTYNUBLWINX MaTepuanos

7.30 [AnA nogTBEpXAEHUA NOANNHHOCTY KX A0l cepun matepnasnos (3a UCKIoYeHeM MaTeprasnos no NyHKTy 7.32)
cnepyeT NPoOBeCTU XOTS 6bl OAHO MCMbITaHMe. BmecTo npoBefeHVs NocneAyrowmx MCNbITAHWA MOXHO MCMOMNb30BaTb
aHanuTUYeckuii nacnopT nocTasLyMKka NpW YC0BUU, YTO NPOU3BOANTENb MEET CUCTEMY OLeHKMN NOCTaBLLNKOB.

7.31 CucTema OLEHKV NOCTaBLMKOB AO0/KHA BKIOYaTb B Cebs AokasaTenbCTBa (Hanpumep, faHHble O kayecTse
npeabiAyLmnx nocTaBok) Toro, YTo NPON3BOANTE b MOXeT CTabubHO NOCTaBASATL MaTepuansl, COOTBETCTBYOLWME Tpebo-
BaHusM cneuundukauymu. MNpexae 4em ynpocTuTb npouesypy CO6CTBEHHbIX NPOBEPOK, CeAyeT NPOBECTU NOJHbIA aHanus
He MeHee Tpex cepuii maTepuana. MonHbli aHanns Ao/MKEH NPOBOANTLCS Yepes onpefesieHHble UHTepBasibl BpeMeHN 1
CpaBHMBATbLCA C aHAINMTUYECKMM NacnopTom. loCTOBEPHOCTb aHA/IMTUYECKOrO nacnopta HEO6XOANMO perynsipHo npose-
pATh.

7.32 He TpebyeTcs nposefieHe KOHTPOJA TEXHONOMMYeCKX [06aBOK, ONAaCHOrO0 WU BbICOKOTOKCUYHOIO CbIpPbS,
APYruX cneuvanbHbIX Matepranos Win matepvanos, nepefaBaeMbix B Apyroe nogpasgesnieHne nog KOHTPOIeM 3akasumka,
Npu HaIMYUK aHaIMTMYECKOoro nacnopTa NPoM3BoAUTENS, NOATBEPXAAIOLLET0 COOTBETCTBME 3TOMO ChiPbsi YCTAHOB/IEHHbIM
TpeboBaHuAM. ViaeHTudrKaymsa aTux MaTepmasnos BbIMOSHAETCS BU3yasibHbIM OCMOTPOM YNakoBOK, 3TUKETOK U pernctpa-
Lveil HomepoB cepuii. ECin KOHTPONb Taknx MaTepuanoB Ha MecTe He NPOBOAUTCS, TO 3TO JOKHO 6bITb 060CHOBAHO 1
0hOPM/IEHO JOKYMEHTaNbHO.

7.33 Tpo6bl 4OMKHBI 6bITb peNpe3eHTaTUBHON BbIGOPKO cepun matepuana, W3 KOTOPOI OHW B3ATbl. B meToauke
oT6opa npob cnepyeT ykasbiBaTb YAC/IO KOHTEHEPOB, W3 KOTOPbIX JO/KHbI ObITh B3ATbI NPOGbLI, U3 KAKOM YacTu KOHTeliHepa
1 B KAKOM KO/IMYEeCTBE OHU 0TOMpaloTca. YNCno KoHTeliHepoB, U3 KOTOpPbIX cnefyeT oTobpaTb Npobbl, U KOANYECTBO NPO6
onpeaensitTcs naaHoMm oT6opa npob6. CneayeTt yunTbiBaTb KPUTUUHOCTb U CTAGUNBHOCTL CBOWCTB MaTepuana, MHdopma-
LMo 0 KayecTBe NpeApblayLiMx NocTaBoK U KoNnyecTse matepuana, Heo6xo4MMoro ANS NPOBEAEHUs aHannsa.

7.34 OT60p NPo6 cnegyet NpoBOAUTL B CreunasibHO 0TBejeHHOM MecTe. MeToavka oT6opa npob AosxHa npegyc-
maTpuBaTb NpefoTBpaLleHne 3arpsA3HeHns matepuana, U3 KoToporo oTémpatTca Npobbl, 1 APYrMX Matepuanos.

7.35 YnakoBku, U3 KOTOPbIX OTOUPAIOT NPOO6bI, AOKHbI ObITh aKKypaTHO BCKPbIThI 1 3aKPbIThl. Ha ynakoBkax fo/mKHa
6bITb HAHECEHA MapKMpOBKa, MokKasbiBatoLias, YTo U3 3TOW yNnakoBKM OblIN B3ATbl NPOOLI.

7.4 XpaHeHune

7.40 Mpun obpalyeHnn ¢ maTepuanammn n UX XpaHeHUn He JONyCKalTCA yxyAleHne UX kayecTsa, 3arpsasHeHne u
nepekpecTHoe 3arpsisHeHune.

7.41 Matepuansl, XxpaHslmecs B KapTOHHbIX GapabaHax, Mellkax Wau Kopobkax, AO/DKHbI pacnonaraTbCs Takum
o6pas3om, 4Tobbl 66110 yAO0OHO NPOBOANTL YOOPKY M NPOBEPKY. He fonyckaeTcs cknagmpoBaHne matepuasios Ha nony.

7.42 Tlepuog v yCNnoBusA XpaHeHUs MaTepuasnos He A0/KHbI oTpuLaTesbHO BAMATL Ha UX KauecTBo. Kak npaswno,
mMaTtepuasbl, NOCTYNUBLLMNE NEPBbIMU, CllefyeT UCNONb30BaTb B NEPBYI0 o4epesb.

7.43 HekoTopble maTepuasibl MOXHO XpPaHWTb BHE MOMELLeHuii Npu yCcnoBWUM Hadnexalieil ynakoBku, yntaemo
MapKMpPOBKW W BbINOTHEHNA HEOGXOAMMOI OUMCTKN YNAaKOBOK Nepes ux BCKPbITUEM W UCMOMb30BaHNEM.

7.44 OTKNOHEHHble MaTepuasbl AO/HKHbI MMETb COOTBETCTBYIOLLYIO MApPKMPOBKY 1 MOMELLATbCS B KApaHTWH (M30/15-
Top 6paka) ANA UCKYEHUS NX HeCaHKLMOHMPOBAHHOIO NCMOb30BaHNA B NPOM3BOACTBE.

7.5 MOBTOPHbIA KOHTPOSIb

7.50 Mpu HEOGXOAMMOCTH /151 ONPEAENEHNS NPUTOAHOCTU MATEPUAIOB (Hanpumep, Nocne ANUTENBHOTO XPaHEHNS
UK B pesynibTaTe BO3AENCTBUS TeMNEPaTypbl UAN BAAXKHOCTH) CiedyeT NPOBOAUTL MOBTOPHbLIA KOHTPOSIb.
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8 TexHO/IOrMYeCcKknii 1 BHYTPUNPOU3BOACTBEHHbIE KOHTPO/b
8.1 TexHoforMyeckne onepauyuu

8.10 Ycnosus B3BeELWIMBAHUS W OTMEPUBAHUA CbIPbS A1 NPOU3BOACTBA NPOMEXYTOUHbIX NPOAYKTOB U ADPC He
[OJDKHbBI 0OKa3blBaTb B/IMAHUA Ha UX NPUTOAHOCTb. YCTPOICTBA A/19 B3BELIVBAHUA U OTMEPUBaHNA A0/DKHbI ObiITb HEOOXO0-
AVIMOli TOYHOCTH.

8.11 Ecnu matepuan pasgensercs HavyacTu 415 noc/refyoLwero Mcnonb30sBaHnsa B NpOM3BOACTBEHHbIX Oonepauunsx,
TO OH A0/KEH NOMeLLaTbCs B CMeLnanbHyo YynakoBKy, MapkupoBka KOTOPO CoAepXunT caeaytoLyto nHthopmawmio:

- HaMmeHOBaHuWe martepuana WWm Koa:

- HOMep, NPUCBOEHHbIV NPU NOYHYEHWUWN, USTN KOHTPO/IbHBIA HOMEP;

- Maccy unu mepy mMatepuasna B HOBOW ynakoBke U

- fJaTy NOBTOPHOTO KOHTPO/SA, NPV HEOBXOAMMOCTH.

8.12 BbINONHEHWe KpUTWYECKUX onepauuii No B3BELUMBAHWIO, OTMEpPMBaHWIO WAW pas3feneHunto mMaTepuana Ha
nopuuun AO/MHKHO 6bITb 3aBEPEHO MM NPOKOHTPO/IMPOBAHO 3KBMBA/IEHTHbIM 06pa3om. [lo Hayana paboTbl MPOV3BOACTBEH-
Hblli NepcoHan Ao/MmKeH y6eanTbca B TOM. YTO BCe NOJyYeHHble MaTepuasibl COOTBETCTBYIOT AaHHbIM, ONpeAeNieHHbIM B
NpPOTOKO/IEe CEpUN A8 NPOM3BOACTBA AAHHOIO NMPOMEXYTOYHOro npoaykra unm A®C.

8.13 BbINOMHEHME APYrUX KPUTUYECKUX AeiiCTBUI [O/MKHO 6biTb 3aBEPEHO UM NPOKOHTPONNPOBAHO 3KBUBANEHT-
HbIM 06pa3om.

8.14 Ha onpefeneHHbIX CTajuAX TEXHOMOrMYeCcKoro npouecca Heo6xoAMMO cpaBHMWBaTb (PaKTUUECKWIA BbIXOA,
npoAykuun (MaTepuanos) c oxuaaembiM. OxugaemMblii BbIXOA U 4ONYCTUMbIE OTKIOHEHUS JO/MKHbI GbITh OnpegeneHsl Ha
OCHOBaHUW pe3ynbTaToB 1abopaTopHbIX, OMbITHbIX UM NPOVN3BOACTBEHHbIX UCMbITAHWUI, NPOBEAEHHbIX NpeaBapuTesnbHo.
OTK/IOHEHUSA OT OXMAAEMOr0 BbIXOJa, CBA3aHHbIE C KPUTUYECKMMUN TEXHOIOTMYECKUMU CTaansAMM, AO/MKHbI OblTb paccre-
[OBaHbl 4717 onpeAesieHNs X BO3MOXHOI0 B/IMAHUA Ha KaYeCTBO CepUn NpoayKuuu.

8.15 Bce pacxoxpeHus cnegyeT opopMAaTb JOKYMEHTa/IbHO C YKa3aHUeM X NpuumnH. Jllo6oe KpuTUYeckoe oTK/0-
HeHWe [0/HKHO OblTb pacc/iefoBaHo.

8.16 Ha3HayeHne OCHOBHbIX eVHUL, 060pY/A0BAHUA LO/HKHO ObITh YKa3aHO Ha camoM 060py0BaHUN UM OTPaXKEHO
B COOTBETCTBYHOLLEN fOKyMEHTALUN, CUCTEME C KOMMbIOTEPHBLIM YNPaBfeHNEM U KOHTPOIEM UAW APYTMM 06pas3oMm.

8.17 CnepyeT opraHu3oBaTb KOHTPO/Ib MaTepuasioB, NpefHasHa4YeHHbIX A1 MNOBTOPHOIO WCMOML30BaHUA WK
nepepaboTkn BO n3bexaHne Nx HeCaHKLVOHNPOBAHHOTO UCMO/b30BaHNS.

8.2 OrpaHnyeHuns Ha BpeMs BbINOJIHEHUA onepaunii

8.20 TMpOMbILNEHHbIM PErNaMeHTOM MOTYT 6blTb YCTAHOB/IEHbI OTPAHWYEHUS HA BPEMS BbINOJIHEHWUS OonepaLuit
(6.41). OTKNOHEHWS OT ITUX OTpaHUYeHUit cnesyeT 0hOpPMASATL LOKYMEHTANLHO U NPOBOANTL UX OLLEHKY. Takue orpaHnue-
HUSI MOTYT He NoTpe6oBaTbCA NpPU NPOBEAEHUM TEXHONOMMYECKOTO NpoLecca A0 AOCTUXKEHUS 3aflaHHbIX 3HAYeHUi napa-
MeTpoB (Hanpumep, foBoAKa pH. rMApOreHm3aLys, cyluka 40 3HaYeHwsi, yCTaHOBIEHHOTO cneuudmkaLeit), Tak kak B 3TOM
ciyuae 3aBepLieHVe peakumii Unn cTafuii NPoN3BOACTBA ONPeAesnisieTcs Npy BHYTPUNPOU3BOACTBEHHOM OT60pe Npo6 u
KOHTpOne.

8.21 YcnoBusi XpaHeHUsi MPOMEXYTOUHbIX NMPOAYKTOB AO/HKHLI 06€CNeUnBaTh UX fasibHeALW Yy NpUrogHoCTb.

8.3 BHYTPMNPOWU3BOLACTBEHHbLIA OT60P NPO6 M KOHTPO/b

8.30 [N KOHTPONS Y BbINMOSIHEHNS TEXHOMOTNYECKNX CTaAUiA, KOTOpble BAUAIOT HA NoKasaTesin KayecTBa NpoMesxy-
TOYHbIX NPOAYKTOB N A®PC. f0/KHbI 6biTb paspaboTaHbl UHCTPYKLUMKU. MOPAAOK NPOBEAEHUS BHYTPUNPOU3BOACTBEHHOIO
KOHTPOAS U KPUTEPUU NPUeMIEMOCTM ONPeaeNaloTCA Ha OCHOBaHUW UHhopmaLum, Nosy4YeHHol npu paspaboTke TEXHO/O0-
rMyecKoro npouecca Wiy u3 npefbigyLiero onbita Npon3BoACTBa.

8.31 Kputepuu npmemnemocTu, BUA M 06bEeM UCMbITaHU MOTyT 3aBUCETb OT BUa NPOU3BOAUMBIX MPOMEXYTOUHbIX
npoaykTos nnn A®C. NpoBOAUMON peakuyumn Nan TEXHONOTMYECKOV CTaaumn 1 CTENEHW B/IMSIHWA 3TOrO NpoLiecca Ha kayecTBo
npoAyKkumMun. Ha paHHUX TEXHOMOTUYECKUX CTaAuax AOMYCTUM MeHee CTPOrMii BHYTPUMPOM3BOACTBEHHbI KOHTPO/b; Ha
60/1ee NO3AHNX TEXHOMOTMYECKUX CTaAUAX (Hanpumep, Ha CTaAnAaX BblAEEHUSA 1 OYNCTKN) KOHTPOIb MOXeT ObiTb 6onee
KECTKUM.

8.32 lNopagoknpoBefeHns BHYTPUNPOMN3BOACTBEHHOIO KOHTPO/IA Ha KpUTUYECKNX CTafAMAX 4O/MKEH BKOYaTh B cebs
KOHTPO/IbHbIE TOYKN U MEeTOAbl KOHTPONS, 6biTb OCPOPMAEH B NMCbMEHHOM BUAe 1 CornacoBaH ¢ oTAaenom(amMu) kavecTsa.

8.33 BHYTpPUNPOM3BOACTBEHHbI/ KOHTPO/Ib MOXET BbINOMHATLCA NEPCOHANIOM NMPOU3BOACTBEHHOIO NoApasfeneHus,
MMeLWUM Heobxo4uMyto KBanudukaumnio, a Hanagka TeXHOMN0MMYecKoro npoLecca MoXeT BbIMOMHATLCA 6e3 pa3pelleHns
oTfena(oe) KayecTBa, €c/M OHa OCYLLECTB/SAETCA B YCTAHOBJIEHHbIX JOMYCTUMbIX Npefenax, cornacoBaHHbIX C oTAe-
nom(amun) kavectsa. Pe3ynbTaTbl Takoro KOHTPOMS B MOSIHOM 06bemMe AO0/MKHbI 6biTb AOKYMEHTanbHO ODOPMIIEHbI U
BXOAMUTb COCTaB/IAOL e YaCTb0 B NPOTOKO/ HA CEPUI0 NPOAYKLNN.

8.34 lMopsapok oT6opa Npo6 NPOMEXYTOUHbIX MaTtepuanos, NpoAykToB U A®C fosmkeH 6biTb ohopmieH B BUge
NUCbMEHHbIX MeTOANK. MNaHbl U MeToAMKM 0T60pa NPo6 A0/MKHbI 6bITb HAYYHO 060CHOBAHHBLIMU.

8.35 BHYTpMNpoM3BOACTBEHHbI 0T6OP NPO6 AO/MKEH NPOBOANTLCA C UCMOMb30BaHNEM MeToAWK, npedycmarpusa-
IOLWKUX NpegoTBpaLLeHne 3arpsA3HeHns MaTepranos n 4pyrnx NPOMeXyTOUYHbIX NPoAYKTOB unn A®C. MNMpumeHsemble MeToabl
[0/MKHbI 06ecneunsaTb LEefoCTHOCTb NPo6 nocne nx ortéopa.

8.36 Kak npaBuno, pesynbTaTbl BHYTPUNPONU3BOACTBEHHOrO KOHTPOASA, He COOTBETCTBYOLMEe TpeboBaHUsAM cneLu-
huKaunii. KOTopble NCNONb3YITCA 418 NPOBEPKK W|'MAN HanaAkm TEXHONOIMYECKOro npouecca u He TpebytoT NnpoBeAeHUs
aHanu3a npuynH OTKTOHEHWA.
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8.4 CmellaHHble cepun MPOMEXYTOUYHbIX NPOAYKTOB uan A®C

8.40 B paHHOM PyKoBOACTBE CMelleHne onpejenseTcs Kak npouecc 06beANHEHNS MaTepnasnioB B pamkax OAHOW
cneundukaumm 4ns npousBoACTBa OAHOPOLHOIO MPOMEXYTOUHOro npoAykta unv A®C. BHYTpUnponssoACcTBEHHOE CMe-
LweHne pakunii ogHol cepumn (Hanpumep, o6beAnHEHNE HECKOMbKUX 3arpy30K LeHTpUdyru n3 ogHoW KpucTanim3aumnoH-
HOW cepuu nnu ob6beAnHeHne pakuymnii U3 HECKONbKUX cepuii AN AanbHelilero NpoM3BoACcTBa) paccmMaTpmBaeTcs Kak
4acTb TEXHO/IOTMYECKOTO NPOLecca N He CUMTaeTCs CMeLleHnem.

8.41 He pgonyckaeTcs CMELLEHWUSA Cepum, He yoBneTBopsaioLLeli Tpe6oBaHnam cneyudukayum, ¢ Apyrumm cepuamm.
Kaxpaas cepusi, BHOCUMas B CMeCb, J0/KHA 6biTb NPOM3BEAEeHa COrMTacHo YCTAHOB/IEHHbIM TPeboBaHUAM, UHANBUAYASTbHO
ncnbiTaHa, ¥ ee COOTBETCTBME cneunuKalmm OoMKHO 6bITb NOATBEPXKAEHO 0 CMELLEeHNS.

8.42 Kak npaBuso, CMeLnBatTCs:

- Masnble cepuv AN YBE/IMYEHUA pasmepa cepuu;

- ocTaTku (T.e. OTHOCMTE/NIbHO Masible KO/IMYecTBa Bblfe/IEHHOTO MaTepuana) n3 cepuii 0gHOro 1 TOro e Npomexy-
TO4YHOro npogykta nnn A®C ansa opmMrpoBaHns OfHOI cepuu.

Mpy Heo6Xx0AMMOCTH AONYCKAOTCA U APYrhe c/iyyan CMeLleHnss matepmasnos.

8.43 Tpouecchl CMeLleHNs cnedyeT KOHTPONPOoBaTh U 0OPOPMAATL B AOKYMEHTA/IbHOM BUAe, a CMellaHHasa cepus
[O/IKHA, Npu HEO6XOAMMOCTU, UCTbITbIBATLCA HA COOTBETCTBME YCTAHOB/IEHHbLIM TPEOOBaAHNAM.

8.44 B npoTokosie cepuun, NoslyYeHHOV Nocsie CMeLeHns, [O/KeH NPocnexnsaTbCsa NpoLecc Npon3BoACTBa UHAN-
BUAYasbHbIX cepuii, (DOPMUPYIOLLNX 3TY CMELLaHHYI0 CepUIo.

8.45 Ecnu cdhumsnueckme xapaktepuctukn A®C aBnalTCA KpUtuyeckumu (Hanpumep. APC npegHasHaveHa Ans
MCMNO/Mb30BaHNA B TBEP/bIX A03MPOBaHHbLIX (DOPMax AN NPUHATUA BHYTPb UK B CYCNEH3UAX), TO onepauumn no cCMeLweHunto
[O/KHBI 6bITb aTTeCcToBaHbl (BanWAUpPoBaHbl) 415 NOATBEPXKAEHUS OAHOPOAHOCTU OKOHYaTeNbHON cepun. ATTecTauus
(Banupauna) foskHa BKAOYaTb B Ce6si UCMbITaHWE KPUTMYECKMX mapameTpoB (pacnpefesieHne yactuly, no pasmepy,
06beMHas MIOTHOCTb NpU CBOGOAHON 3acbinke v yAenbHas NIOTHOCTb NPU YNIOTHEHUM), HA KOTOPble MOXET MOBAUATb
npouecc cMeLleHuns.

8.46 Ecnu cMelleHMe MOXeT okasaTb HebGnaronpusiTHoe BO3felcTBME Ha CTabWUILHOCTb, TO creAyeT NpPOBEcCTU
MCMbITaHNA CTabUbHOCTW OKOHYaTENbHOW cepun.

8.47 CpOK rofAHOCTV UK faTa NPOBEAEHUSI MOBTOPHOMO KOHTPO/ISi CMELLAaHHOW cepun [0MKHbI 6blTb OCHOBaHbI Ha
flaTe Npou3BOACTBa CaMoiil cTapoli (hpakyuu nan cepum B CMecu.

8.5 KOHTpOb 3arpsasHeHunii

8.50 [lonyckaeTcsl NepeHoCUTb OCTaTKU mMaTtepuanos B NocnefytoLline cepun Toro e nNpPoMexXyTo4HOro npoaykra
nnn A®C npn HanMumMm COOTBETCTBYIOLLErO KOHTPONA. K HUM OTHOCATCA OCTaTKW, NpuavnaroLme K CTeHkam n3MenbynTens;
CNON BN@XHbIX KPUCTaINOB, OCTaloWMiica B LeHTpudyre nocne pasrpysku, 1 HemosiHoe yaaneHune XuaKocTei nnm kpuc-
TannoB M3 TeXHONOrMYecKo eMKoCcTM nocne nepefayn maTtepvana Ha Crnefytollylo TEXHOMOTMYECKy0 CTaauio. Takoi
nepeHoc He JO/MHKEH NMPUBOAWNTL K NEepPeHOoCy NPOoAYKTOB pacnaja win MUKPOGHOro 3arpsisHeHNs, KOTOpble MOryT okas3aTb
oTpuuaTenbHoe BANAHNE HA YMCTOTY ADC.

8.51 Tpu BbINO/THEHUW TEXHOMIOTUYECKUX onepauunii He cneayeT A4oNyckaTb 3arpA3HeHNs NPOMEXYTOUHbIX MPOAYK-
TOB U A®C gpyrumu matepuanamu.

8.52 lMocne npoBefeHns o4MCTKM 06OpyAOBaHUA credyeT MPUHATb Mepbl NPefoCTOPOXHOCTU, 4TObbl n3bexaTb
3arpasHeHns A®C.

9 YnakoBka u mapkupoBka A®C 1 NPOMEXYTOUYHbIX NPOAYKTOB
9.1 O6uiMe NooXeHNsA

9.10 Cnepyet paspaboTaTtb 1 JOKyMeHTanbHO 0(DOPMUTL METOAMUKN Ha NOyYeHne, ngeHTUunkaymnio, KapaHTMHHoe
XpaHeHue, 0T60p NPo6, NpoBeAeHne NCCef0BaHNA U/MNN UCTbITAHWA U BblAady paspeLleHns Ha UCNosb3oBaHue, a Takke
Ha o6palleHre C ynakoBOYHbIMMW U MeYaTHbIMU MaTepuanamu.

9.11 MaTtepwuans! AN yNakoBKW N MAapKUPOBKU A0/KHbI COOTBETCTBOBATbL YCTAHOB/IEHHbIM TpeboBaHuAM. Martepua-
Nbl. HE COOTBETCTBYIOLIME 3TUM TPe6OBAHUAM, [O/KHbI OTKAOHATLCA AN NPefoTBPaLLeHNs UX NCMOb30BaHUA B onepa-
LUMAX. ANA KOTOPbIX OHWU HENPUTOAHbI.

9.12 CnepgyeT XpaHUTb MPOTOKOJIbI Ha KaXAyl0 MOCTaBKy MeyaTHbIX U YNakoBOYHbLIX Marepuasnos, cofepxalime
MH(OPMaL Mo 0 NoCTaBke, OCMOTPE WM KOHTPOJIe 3TOr0 Matepuana, a Takke 3ak/toueHne o paspelleHun ero NCnosb3o-
BaHWUA U OTK/TOHEHUA.

9.2 YNnakoBOYHble MaTepuarnbl

9.20 YnakoBka fO/KHA o6ecneumBaTbh HaA/exallyl 3awnuTy NPoOMeXyToyHoro npogykra unn A®C ot nopyv wuam
3arpsA3HeHNs, KOTOpble MOTyT NPOM30ITV BO BPEMS NEePeBO3KN WA XpPaHeHUs .

9.21 YnakoBKW [O0/KHbl ObiTb YACTbIMU W. €CNK 3TO 06YCNOBMEHO BUAOM MPOMEXYTOYHOro npogykrta uam A®C,
[OMKHbI NPOKTU 06paboTKy (Ae3nHdekunto) Ana obecneyeHns NPUTOLHOCTU WX ANS AaNbHelLero Ucnonb3oBaHus.
YnakoBKM He A0/IKHbI BCTyNaTb B XMMUYEcKkue peakuun u obnagatb agAuTUBHBIMKU NN abcop6upyloWwmuMn cBoiicTBamu,
4YTOObI He ONYCTUTb U3MEHEHUSI KauecTBa NMPOMEXYTOYHOro npoAykra unn A®C 3a ycTaHOB/IEHHblEe Npefenbl.

9.22 Tpn NOBTOPHOM WUCMO/Ib30BaHUW YNaKOBKM AO/DKHbI 6bITb OUYNLLEHbI B COOTBETCTBUU C YTBEPXAEHHLIMU WH-
CTPYKUMAMU. a BCe Npefbiayline 3TUKETKN yaaneHsbl.
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9.3 BbINyCK U KOHTPO/Ib MevyaTHbIX MaTepunasnos

9.30 [ocTyn K MecTam XpaHeHWsl neyaTHbIX MaTepuasoB AO/KeH ObiTb paspelleH TOMbKO Auuam, WMeoLnum
COOTBETCTBYIOLLME MONHOMOUMSA.

9.31 lMopsapgokonpefeneHns COOTBETCTBUA MEXY KOIMYEeCTBOM OTMYLLEHHOTO, MCMNO/1b30BAHHOTO 1 BO3BPaLLeHHOro
neyaTHOro martepuana 1 OLeHKU PacxXoXAeHWUid Mexay KOM4YecTBOM MapKMpOBaHHbIX yNakoBOK W OTMYLLEHHbIX 3TUKETOK
[OJDKeH 6bITb onpefeneH B MHCTPYKLMKU. PakTbl HECOOTBETCTBYUSA JO/DKHbI paccnefoBaTbCs, a pe3yibTaTbl paccaefoBaHns
[OJDKHBI YTBEPXAATbCA OTAeNoM(amn) KOHTPOSIA KayecTsa.

9.32 BecCb NUWHWIA NeYaTHbIi MaTepuan, cogepxalluii Homep cepyun Uan Apyryto neyaTHyt MHcopmMaLuio o cepum,
[0/MKeH 6bITb YHUUYTOXEH. Bo3BpalleHHbIli NevaTHblli MaTepyan A0/KeH XpaHUTbCA TakuMm 06pasomM, 4To6bl NpeAoTBPaTUTL
ero nepenyTbiBaHve n 06ecneunTb Hagnexatly naeHTuukaumio.

9.33 Bblweawnii n3 ynotpebaerHuns n yctapesLnii nevaTHblli Matepuan Ao/MKEH GbiTb YHUUTOXEH.

9.34 CnepyeT opraHu3oBaTb KOHTPO/b 3a paboToil ycTPOICTB, NpeAHa3Ha4YeHHbIX A5 neyaTaHus 3TUKeTOK Ans
ynakoBOYHbIX Onepauuii, 4YTobbl rapaHTMpoOBaTb COOTBETCTBME BCEX OTTUCKOB MPOTOKOJY Ha Ceputo MPoayKLuu.

9.35 CnepgyeT opraHu3oBaTb TWATE/bHbIA KOHTPO/b 3TUKETOK, OTMNeyaTaHHbIX 418 CEepUK, Ha UX COOTBETCTBME
[laHHON cepun 1N yCTaHOBMIEHHbIM TpeboBaHUAM. Pe3ynbTaT KOHTPONS AO/MKEH GbiTb ODOPMIEH [OKYMEHTA/BHO.

9.36 O6pasel, UCNoNb3yeMoil oTneyaTaHHON 3TUKETKN AO/MKEH GblTb BKOUYEH B MPOTOKO/ CEPUUN MPOAYKLINN.

9.4 Onepauuu No ynakoBke U Mapkuposke

9.40 CnepgyeT pa3paboTtaTb M 0(OPMUTb OKYMEHTA/IbHO MHCTPYKLMMU MO UCMO/b30BaHNIO YNAKOBOYHbIX U NeYaTHbIX
Marepuanos.

9.41 CnepgyeT pa3paboTaTb MHCTPYKLUMM NO BbIMO/IHEHNIO MapKMPOBKX, UCKOYatoLe nepenyTbiBaHWe nevarHbIX
martepuanos. Onepauun Mo MapkMpoBKe PasfIMYHbIX MPOMEXYTOUHbIX NPOAYKTOB nan A®C f0/KHbI ObiTh pasrpaHnyeHbl
hr3nyeckn an nNpocTpaHCTBEHHO.

9.42 OTVKeTKM, UCMOJIb3yEeMble Ha YNakoBKax NPOMEXYTOUHbIX NPOAYKTOB Uav A®C. AO/KHBI COAepXaTb HauMeHo-
BaHWe Un NAEHTUMUKALMOHHbIA KOA4. HOMep cepun NPoAyKTa W yCcnoBUA XpaHeHus (B TOM ciyyae, Korga ata nHcopmauus
ABNAETCA KPUTMYECKOW AN obecneyeHnsa kayecTBa NMPOMEXYTOYHOro npogykra nnm A®C).

9.43 Ecnu npomexyTouHblii npogykT unn A®C npegHasHavaloTca ANA nepedayn 3a npefesibl 30Hbl AeAcTBMA
CUCTEMbI KOHTPOJISA X NPOU3BOAUTENIEM, TO MapPKMPOBKa Takke A0/KHa cofepXaTb Ha3BaHue u agpec npoussBoauTens,
KONIMYEeCTBO COAEPXMMOro, cneymanbHble YC10BUA TpaHCNOPTUPOBAHUA 1 Nto6ble Apyrie NpeAyCMOTPeHHbIe HOPMAaTUBHO
fokymeHTauuelt Tpe6oBaHnsA. Ecnv ANs NpoMexyToUHbIX NPoAyKTOB uan A®C ycTaHOB/IEH CPOK FOJHOCTH, TO OH AOJ/KEH
6bITb yka3aH Ha MapkMpoOBKE U B aHa/IMTUYeckom nacnopte. [nA NpoMexyTouHbIX MaTepuanos uan A®C. npolieAwnx
NOBTOPHBIN KOHTPO/Ib, laTa NOBTOPHOIO UCMbITAHWS A0/KHA OblTb YKa3aHa Ha MapkMpoBKe ¥ B aHa/IMTU4YeCckoM nacnopTe.

9.44 YnakoBO4YHOe 1 neyaTHoOe 060pyA0BaHNe J0MKHO 6biTh MPOBEPEHO HENOCPeACTBEHHO Nepes Cnosib3oBaHnemM
NS rapaHTUM TOro, YTO BCe MaTepuasibl, He HyXHble AN8 nocnegyoLleii ynakosku, 6bi1u yaaneHsl. 3Ta npoBepka Ao/xHa
6bITb OTPaXeHa B NPOTOKO/Ie Cepun NPOAYKLMN, XXypHane 060pyA0BaHNS UK 4PYToi 4OKYMeHTaumm.

9.45 B cocTaB onepauuii No ynakoBke BXOAWT MpoBepka MpaBW/IbHOCTU MapKMPOBKW MEPBUYHbIX W BTOPUYHBIX
ynakoBOK MPOMEXYTOUHbIX NPOAYKTOB unn A®C. PesynbTaTbl 3TUX NPOBEPOK AO/DKHbI YKa3biBaTbCA B NPOTOKOMNAX CEpUN
NPOAYKLUW NN KOHTPONA KayecTsa NpoayKLun.

9.46 TMpomMexyTouHble NPofyKTbl nnn AP®C. oTnpaBnsemblie 3a npegesibl 30Hbl KOHTPO/IA NMPOU3BOANTENSA, LO/IKHbI
6bITb OMeyaTaHbl TakMM 06pa3om, YTO6bLI NpU NOBPEXAEHUN WK OTCYTCTBUM NeyaTu nosyvaTenb 06paTtui BHUMaH/We Ha
BO3MOXHOCTb 3aMeHbl COLEPXUMOro.

10 XpaHeHue u peanusaums

10.1 XpaHeHue Ha cknage

10.10 B nomeleHnsAX AN XpPaHEHUA MaTepuanoB [O/KHbI ObliTb NPeAyCMOTPeHbl COOTBETCTBYHOLLNE YC/0BUA
(Hanpumep, noAdepxaHue 3ajaHHOl TemnepaTypbl W BAAXHOCTU, Npu HeobxogumocTu). CnefyeT BecTW NPOTOKO/bI
YCNOBUIA XpaHEHUA, €C/IN OHU ABASITCA KPUTUUECKUMU A1 COXPaHEeHNUsa CBOWCTB MaTepuasnos.

10.11 Bo u36exaHue cnyyaliHoro uan HecaHKLMOHMPOBAHHOIO UCMO/Ib30BaHUS HAXOAALWMXCSA B KApaHTUHE, OTK/O-
HEHHbIX. BO3BPALLEeHHbIX UAW OTO3BAHHbIX MaTepuanosB A0/MKHbI ObiTb BblAeNeHbl OTAE/bHbIe 30HbI 418 UX BPEMEHHOIO
XpaHeHusi A0 NPUHATUSA pelueHus 06 nx AanbHeilem UCnonbL30BaHNN (eCnu Apyroe He ykasaHo B [JOKyMeHTauuu).

10.2 Peanusauus

10.20 Peanusauma A®C 1 NpoMexyToUHbIX NPOAYKTOB TPETbMM CTOPOHAM [0MYyCKaeTCsA TO/IbKO Moc/e nosyvyeHuns
paspelleHuns oTgena kadecTBa Ha ux BbiNyck. B ycnosusax kapaHTuHa A®C 1 NpomexyTouHble NpoAyKTbl MOTyT 6biTb
nepesejeHbl B Apyroe nogpasgeneHne npyu Hamuyumn paspelleHns oThena KOHTPONsA kavyecTBa, COOTBETCTBYHOLWEN [OKy-
MeHTaLun 1 opraHmsauny Hagaexat,ero KoHTposs.

10.21 TpaHcnoptuposaHne A®C 1 NPOMEXYTOUHbIX NPOAYKTOB He [0/IKHO OKa3blBaTb B/IUAHUA Ha WX Ka4ecTBo.

10.22 Ocobble ycnoBus TpaHCNOPTUPOBaHNA U XpaHeHns AP C 1 NPOMEXYTOUHbIX MPOAYKTOB AO/KHbI 6biThb yKa3aHbl
Ha aTuKeTKe.

10.23 lpoussoAnTenb AO/MKEH yOeanTbCA B TOM. YTO NOAPAAUMK, OCYLLEeCTBAAIOWMIA nepeBo3ky APC 1 npomexy-
TOYHbIX NPOAYKTOB NO KOHTPAKTY, 3HaeT u cobntogaeT Tpebyemble YyCN0BUSA TPAHCNOPTUPOBAHNSA U XPaHEeHUS.

10.24 [lns obecneyeHnss BO3MOXHOCTM GbICTPOIO OT3blBa KaXAOW cepun NpoayKuuun fo/mkHa ObiTh OpraHn3oBaHa
cucTema oTCnexvBaHus 3a ee peanusaumneil.
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11 Nab6opaTopHblii KOHTPO/b
11.1 O6WMWiA KOHTpPONb

11.10 Cnyxb6a kayecTBa AO/HKHA UMeTb B CBOEM pacnopskKeHun Heobxofumbie nabopaTopHbie MOMeLeHns U
o6opyfoBaHue.

11.11 CnepyeT paspaboTaTb W [OKYMEHTa/IbHO 0(QOPMUTL METOAMKM Mo 0T6OPY NpPo6, NPOBEAEHWI0 UCMbITAHWA,
BblJaye pa3pelleHuns Ha UCNob30BaHNe N OTK/IOHEHNEe MaTepuanos, perncTpaunmn 1 XpaHeHno JaHHbIX, NONyYeHHbIX B
nabopatopuun. BegeHne NpoTOKOMOB M OTYETOB AO/HKHO COOTBETCTBOBATbL nogpasaeny 6.6.

11.12 Bce cneundmkayuu, nnaHbl ot6opa Npo6 N METOANKM NPOBELEHNS UCNIbITAHNIA [O/MKHBI 6bITh HAYYHO 060CHO-
BaHHbIMU 1 rapaHTMpPOBaThb, YTO Cbipbe. A®C 1 NPOMeXyTOUHble NPOAYKTHI, a Takke neyaTHble U YyNakoBOYHble MaTepuasbl
COOTBETCTBYIOT YCTAHOBJIEHHbIM CTaHAapTaM kayecTBa u/vnu yictoTel. Cneyundmkaymm u MeTOAUKN NCNbITAHNIA [O/MKHbI
cooTBeTCTBOBaTbL crneundukaymsaMm u MeTofukam, NpUBEAEHHbIM B PErucTpaumMoHHOM gocbe. MoryT ucnonb3oBaTbCst
cneyundukaumm, He BXogslime B perncTpaumoHHoe gocke. Cneuyndukayuu, niaHbl oT6opa Npod n MeToAUKN UCHbITaHWA,
B T. 4. U3MEHEHUS K HUM. AO/XKHbI 6bITb pa3paboTaHbl COOTBETCTBYIOLW MM NoApasaeseHneM, pacCMOTPEHbI U COracoBaHbl
oTaenomMm(amm) KayecTsa.

11.13 Cneuyudukauumn gna A®C f0MKHbI 6bITb paspaboTaHbl B COOTBETCTBUN C AeCTBYIOLLMMU HOPMaMK 1 TEXHO-
NIOTMYECKUM NPOLLECCOM, A0/DKHbI BK/IlOYATL B Ce68 KOHTPO/Ib 3a NpuMecamy (Hanpumep, opraHMYeckuMmn n HeopraHuyec-
KUMW NPUMECAMUN 1 OCTATOUYHbIM COAepXaHnem pactsoputeneil). Ecnn A®C umeeT cneundmkaumnio Ha MUKpobuonormyec-
KYl0 4MCTOTY, TO AO/DKHbI ObiTb YCTAHOBMIEHbI W COB/MIOAEHbI COOTBETCTBYIOWME Npeaenbl AeliCTBUS No o6uemy uucay
MWKPOOPraHM3MOB U HexenatefbHbIM MUKpoopraHuamam. Ecnm A®C umeeT cneundmkalmio Ha 3HAOTOKCHHBI, TO JOMKHbI
6bITb yCTAHOB/IEHbI N CO6MI0EHbI COOTBETCTBYIOLME NpeAesbl AeliCTBUS N0 YPOBHIO 3HA0TOKCUHOB.

11.14 KoHTponb BnabopaTtopuu fJO/HKEH NPOBOAUTLCA U ODOPMAATLCA B MUCbMEHHOM BUAE BXOAe ero NpoBefeHus.
Mo6ble OTKNOHEHUS OT yKa3aHHbIX METOAVK AO/HKHbI PEFMCTPUPOBATLCA U 060CHOBBLIBATHLCS.

11.15 /io6ble pe3ynbTaThbl, BbIXOASALIME 3@ pamku cneundmkaluii, 4o/mkHbI 6biTb paccnefoBaHbl U 0QOPMEHbI B
COOTBETCTBUU C NPUHATOI METOAMKOI, NpedycMaTpusatoLleil npoBeAeHe aHannsa JaHHbIX, OLeHKY Ha/Mumnsa CyLecTBeH-
HoW npo6nembl, onpegeneHne nyTeil peleHns 3Toil Npo6aems! 1 (HOPMyIMpoBaHWe BbIBOAOB M3 NPOBELEHHOIO paccne-
fosaHus. [ocne nonyyeHns pesynbTaToB, BbIXOAALLMX 38 paMKkn cneyudukalmii, NOBTOpHbIe 0T60PbLI NPO6 1/nan NnosTop-
Hble UCMbITAHUA [O/MKHbI NPOBOANTHLCS B COOTBETCTBUM C NPUHATLIMU MeToAnKamu.

11.16 PeakTuBbl U CTaH4APTHbIE PACTBOPbI 4O/MKHbI MPUroTaBANBaTLCS U MapKupoBaTbCsA B COOTBETCTBUMN C MPUHSA-
TOVi MeToAMKON. [INA aHaNNTUYECKNX PeakTMBOB U PACTBOPOB CrnefyeT NPUMeHATb MapkUpoBKy «/cnonb3oBaTh A0».

11.17 [ns npoussoactBa A®C Heo6X04MMO MMeTb NepBUYHbIE CTaHAapTHbIe 06pasLbl 1 AOKYMEHTaLM0 0 Npounc-
XOX[EHUN KaXA0ro cTaHAapTHOro obpasuya. [laHHble 0 XpaHeHWU U UCMOJIb30BAHUN KaXA0ro NepBrYHOro ctaHAapTHOro
obpasua corfnacHo pekoMeHaauMaM nocTasLyKa AO/MKHbI O6bITb NPUBEAEHbI B COOTBETCTBYIOLMX NPOTOKONAX. MepBUYHbIE
cTaHgapTHble 06pasLbl, NOSyYEHHbIE U3 0PULMaNbHO NPU3HAHHBIX UCTOYHUKOB U XPaHSALLMECA B COOTBETCTBUN C PEKOMEH-
Aauvamu nocTasLLMKa, UCMONb3YOTCA 6€3 NPOBeAeHUS UCMbITaHWA.

11.18 Tpu HEBO3MOXHOCTM MONYYEHNS MEPBUYHbIX CTaHAaPTHbIX 06pa3L0B U3 0ULNaTbHO NPU3HAHHbIX UCTOUYHN-
KoB cnegyeT paspaboTaTb BHYTPeHHMe CTaHAapTHble o6pasubl npoussoauTens. [Ns yCTaHOBAEHWA MNOA/IMHHOCTW U
YNCTOTbI NEPBUYHOIO CTaHAAPTHOro obpasLa TpebyeTcs BbINOHUTL COOTBETCTBYIOLWMI KOHTPOb. [poBeaeHne KOHTPONs
[O/MKHO 6bITb 0CPOPMSIEHO JOKYMEHTASTBHO.

11.19 Cnepyet paspaboTtartb NOPsL0K 3rOTOBMEHNS, YCTAHOBIEHUSA, NAEHTUUKALUKA, UCTIBITAHWUIA, yTBEPXAEHNS 1
XpaHeHNs BTOPUYHbIX CTaHAAPTHbIX 06pa3LoB. MpUrofHOCTb Kax /ol cepun BTOPUYHOrO CTaHAapTHOro obpasua Ao/mkHa
6bITb ONpegeneHa A0 MOMEHTa NepBoro NCNoIb30BaHNsA CPaBHEHNEM €r0 C NePBUYHBIM CTaHA4apTHbIM o6pa3uom. Kaxaas
cepus BTOPMYHOTO CTaHAAPTHOro o6pasua Ao/HKHA NepuoMyeckn NpoxXoAuTb NPOBEpKy (aTTecTauuto) B COOTBETCTBUN C
NUCbMEHHOI METOLMNKOMN.

11.2 TMpoBeAeHUe NCNbITAHWA NPOMEXYTOUYHbIX NPOAYKTOB M AGC

11.20 [ns nofTBEpPXAEHUSA COOTBETCTBUA KaxkAO0 cepun NpoMexyToyHoro npogykra n A®C tpeboBaHuAM cneun-
dhrkauuii 4oMKHbI 6bITb NPOBeAeHbl Heo6xoANMble nabopaTopHble UCMbITaHUS.

11.21 [na xaxpoin A®C onpepgenseTca coctas npumecein (MAEHTUPULMPOBAHHBIX U HEUAEHTU(NLVPOBAHHbIX).
NPUCYTCTBYIOLLUX B 06bIYHON Cepun, NPOU3BeAEHHON B X0€e KOHKPETHOro KOHTPOIMPYEMOro TEXHOI0rMYECKOro npouecca.
OnucaHnne npumeceil AO/MKHO BKOYaTb B CE6A UX WAEGHTUMMKALMIO WAWN Kakne-Nnbo KayeCTBEHHble aHanuTuyeckue
napameTpbl, NO3BONALLWME ee UAeHTUdULMpoBaTb (Hanpumep, BpEMA yAepXUBaHUS), AnanasoH CofepXaHus Kaxpaoi
BbISIB/IEHHON NpUMeECK 1 Ux knaccudukaymio (HeopraHnueckas, opraHmyeckas, pactsopuTens). CocTaB npumecei 06bI4HO
3aBUCUT OT TEXHOMOMMYECKOro npotecca v npupoabl A®C. Ans A®C. nonyvyaembix U3 pacTUTENbHOTO Cblipbs UKW U3 TKaHe
XWBOTHBIX, ONpejeneHne coctasa npumecei 06bI4HO He TpebyeTca. TpebosaHus k A®C. nonyyaembiM 6GroTexHonormyec-
KUM MyTeMm, coAepxaTcsi B COOTBETCTBYIOLEi HOPMATUBHON JOKYMEHTaLMK.

11.22 [ina BbisiBNeHWs usMeHeHuii B A®C. npoucxodawmnx BCAefCTBME U3MEHEHW B Cbipbe, 060pyAoBaHuUy,
pa6ounx napameTpax W TEXHOMOTMYECKOM npoLecce, cocTaB NpUMeceli nepuoguyecku cnegyeT cpaBHUBaTb C COCTaBOM
npumMeceii, ykasaHHbIM B PErMCTPaLMOHHOM A0Cbe, WKW C AaHHbIMU, NOlyHEHHBIMUN paHee.

11.23 CnepfyeT NpoOBOAWUTbL KOHTPO/b MUKPOGHOW UMCTOTbI KaXAol cCepum NpPOMexXyTo4yHOoro npogykta u A®C B
COOTBETCTBUW C YCTAHOB/IEHHbIMU TPE6OBAHNAMM.
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11.3 AtTecTtauua (Banugauuns) aHanuTuyecknx metoauk (cm. pasgen 12)
11.4 AHanuTuyeckme nacnopra

11.40 Ha KaxAayto ceputo MPOMEXYTOYHOro NpoaykTa n/vunn A®C fokKeH BblfaBaTbCA NOAMHHBIN aHaNUTUYeckunii
nacnopr.

11.41 AHanUTM4YecKuii NacnopT [O/KEH coagepxaTb MH(POpMAaLIMI0 O HAUMEHOBaHNN NPOMEXYTOYHOTO NPoAyKTa unu
A®C. B T. 4. O €ro YNCTOTE, HOMEpPE Cepun 1 garte Bbinycka. 1A NPOMeXyTOUHbIX NPoAYyKTOB N APC C yCTaHOBIEHHbLIM
CPOKOM FOHOCTN NOCNEeAHNI A0KEH ObiTb ykazaH Ha MapKMpoBKe W B aHaIMTUYeCKoM nacnopTe. [JnA NpoMeXxyTOUHbIX
npoayktoB unn A®C c paTtoii NOBTOPHOTO KOHTPOMSA 3Ta Aarta Takke Ao/mkHa ObiTb ykasaHa Ha MapkupoBke w/vnu B
aHa/IMTUYeCcKoM nacnopTe.

11.42 B aHanUTMYeCKOM nacnopTte A0/HKHbI OblTb NEPeUnc/ieHbl BCe UCMbITaHWSA, BbINO/IHEHHbIE B COOTBETCTBUMN C
HOPMAaTUBHBIMU AOKYMEHTaMu Wan TpeboBaHUSAMM 3aKa3Huka, B T. Y. KpUTEPUN NPUEMIEMOCTU U NOJyYEHHbIe KO/IM4ecT-
BEHHble pe3ynbTatbl (MPKU UX HANUYnUK).

11.43 B aHanutnyeckom nacnopre Ao/HKHA 6biTh AaTa 1 NoANMCb OTBETCTBEHHOIO 1ML OTAENa KOHTPO/IS KaYecTBa,
a Takxe HasBaHue, agpec 1 TeneoH nepenMYHOro npoussoAnTens. Ecnv aHanns 6bin1 NpoBeAeH BTOPUYHBIM YNaKoBLLMKOM
VN NpousBoguTenemM, aHaMTUYECKMIl NacnopT JO/IKEH COAepXaTb Ha3BaHue, ajpec, TenetoH BTOPUYHOTO YNakoBLYMW-
Ka'mpon3BOANUTENA U CCbINKY Ha Ha3BaHWe NepBUYHOrO NPOU3BOAUTENA.

11.44 Hosble aHanUTUYeCKne NnacnopTa, BblMyckaeMble BTOPUYHLIMU yNaKoBLLMXamMmu/npon3soanTensiMum, NocTasBLLn-
KaMn unu nuuamuv, AeicTBylOWMMN OT WX UMEHW, [O/DKHbl COAepXaTb HasBaHue, agpec u TenedoH nabopaTtopum,
NpoBOAMBLUEN 3TN aHaNn3bl. B HUX Takxe AO/KHbI 6bITb yKa3aHbl Ha3BaHWe, afpec NepBUYHOro NPON3BOAUTENS U OPUTMHAN
nacnoprta Ha 3Ty Cepuio NPOAYKLUN C NPUIOXKEHNEM Er0 KOMUK.

11.5 KoHTponb ctabunbHocTn A®C

11.50 CnepyeT paspaboTaTb U [OKYMeHTasbHO O(POPMUTL MPOrpaMMmy HemnpepbiBHOTO KOHTPOMSA CTabuibHOCTW
A®C. pesynbTaTbl KOTOPOro JO/HKHbI UCMNO/L30BATLCS AN NOATBEPXAEHUS YCNOBUIA XpaHeHus, Npu nepecmoTpe cpoka
rOfIHOCTU W/IM CPOKa NpoBeJeHNs NOBTOPHOIO KOHTPOSIA.

11.51 MeTOAMKM UCMbITaHWU Ha CTABUNBHOCTb A0/KHbI 6bITb aTTECTOBAHbI.

11.52 Mpo6bl AN5i KOHTPONSA CTABUNBLHOCTU CNefyeT XPaHUTb B yNakoBKax, UMUTUPYIOLLMX KOMMepYecKne ynakoBKu.
Hanpumep, ans A®C. noctaBnsembix B MeLLKax, NOMELLEHHbIX B KAPTOHHble 6apabaHbl, NPobbl 415 KOHTPOA CTabub-
HOCTW MOryT ynaKkoBblBATbCA B MELUKM W3 TOrO Xe mMaTepuana, nomeleHHble B 6apabaHbl, MeHblIMe MO pasmepy u
cAenaHHble U3 NMOXOXero UM Takoro e marepuana, Kak n gns A®C. noctynarwouux B peannsaumio.

11.53 [ns noATBEPXAEHWSA AaTbl NPOBEEHNS MOBTOPHOIO KOHTPO/IS UK CPOKa FOAHOCTU 3TON NPOAYKUUW Nepsble
TpU peanusyemble cepuu MNPoOAYKUUWU, KaK NPaswufio, LO/KHbI OblTb WUCMbITaHbl Ha CTabunbHOCTb. Ecnu pesynbtaTsl
npegbiaywmx ncnbiTaHnii nokasbiBaloT, YTo aTa APC coxpaHUTCA CTabu/bHOW elle He MeHee ABYX fleT. paspeluaeTcs
ncnonb3oBaTb MeHee Tpex cepuid.

11.54 B nporpamMMmy KOHTPO/A CTabUIbHOCTM €XerofAHO A0/HXKHA BKIOYaTbCA, NO KpaliHeli mepe, XoTs 6bl 0AHa cepus
npoussoaumoii A®C (3a UCkloYeHneM ciyyaes, Korga B 3TOT rof, OHa He NPOU3BOAMNNACH).

11.55 Ana A®C c KOPOTKMM CPOKOM rO4HOCTU UCMbITaHUS cnegyeT NpoBoAuTh Yalle. Hanpumep, gns 6uoTexHosno-
rmyeckunx'é6mnonornyecknx n apyrux A®C co cpokom XpaHeHUsi OAWH rof n MeHee Npo6bbl Ha CTabuNbHOCTL cregyeT oToMpaThb
M UCMbITbIBATb €XXEMECSAYHO B TeueHne nepsbix 3 Mec 1 3aTeM C MHTepBasoMm B 3 mec. Mpu HanMyMn gaHHbIX, NOATBEPX-
fJalounx coxpaHenne ctabunbHoctn A®C. MoxeT 6biTb PACCMOTPEH BONPOC 06 yBEIMYEHUN NEPUOANYHOCTY UCTbITAHUI
(Hanpumep, NPoBEAEHNE UCMbITAHUI Yepe3 9 Mec).

11.56 YcnoBus xpaHeHUss Npy NPOBEAEHUN UCMbITAHWA HAa CTabUIbHOCTb AO/DKHbI, MO BO3MOXHOCTN, COOTBETCTBO-
BaTb Tpe6oBaHUSAM HOPMATUBHOW AOKYMEHTaLUN K NPOBEAEHNIO 3TUX UCTIbITAHWUIA.

11.6 CpoOK rofHOCTM W faTa NOBTOPHOTO KOHTPONS

11.60 Ecnu npomexyTOou4HbIi NpoAyKT npegHasHayeH A1s nepeMelleHns 3a npefenbl 30Hbl AeACTBUA CUCTEMbI
ynpaBfieHNsA Ka4eCTBOM MPOU3BOAMTENIA 1 HA HErO YCTAHOB/IEH CPOK FOAHOCTY UK AaTa NOBTOPHOIO KOHTPONA, TO creayet
UMEeTb laHHble N0 cTabuUNbLHOCTU 3TOT0 MaTepuana (Hanpumep, ony6/MKOBaHHY MHOpPMaL Mo, pe3ynbTaTbl UCNbITAHWUIA).

11.61 Cpok rogHoct AGC naata NOBTOPHOTO KOHTPOA [O/KHbI 6bITh OCHOBAHbI HA @aHA/IM3€e AaHHbIX, NOTyYEeHHbIX
npy UCNbITaHUAX Ha CTabunbHOCTb. O6bIYHO Ana AGC ucnonb3yeTca faTta MOBTOPHOIO KOHTPO/SA, a He jJarta cpoka
rofiHoCTL.

11.62 OnpepgeneHune npefsapuTe/IbHOro CPOKa roHOCTW UKN AaTbl NOBTOPHOIO KOHTPONA AP C r0XET OCHOBbLIBATb-
CSl Ha [laHHbIX OMbITHbIX CEPUIi B CNeytoLnX cryyasx:

1) npu Npon3BOACTBE OMbITHbIX CEpPUii NCNONb30BANUCL METOAbI, MOAENUPYIOLLMe TEXHOMOrMYeckunii npoyecc npu
NPOMbILL/IEHHOM NPOU3BOACTBE;

2) kavyectBo A®C coOTBETCTBYeT KauecTBy NpoAyKuumn, koTopas 6ygeT NponM3BOANTLCSA B MPOMbILLIEHHOM MacluTabe.

11.63 [ns npoBefeHNs NOBTOPHOrO KOHTPO/S A0/KEH 6bITh B3ST o6pasel], penpeseHTaTUBHbIN ANs 3TON cepuun.

11.7 ApxuBHble o6pasLbl

11.70 YnakoBka U XpaHeHue apxMBHbIX 06pa3L0B NpefHa3HayYeHbl 415 BO3MOXHON OLeHkM kayecTBa cepuit AGC B
6yayLieM, HO He ANA NPOBeAEHNS UCNbITaHWii 3TUX 06pasLoB Ha CTabUIbHOCTb.

11.71 MapkupoBaHHble apxvBHble 06pasLbl 13 Kaxaoi cepun ADGC cnefyeT COXpaHATb HE MeHee OHOr0 roga nocne
NUCTeYeHUs cpoxa rogHOCTW AaHHOW cepun, onpeaesieHHOro Npov3BoAMTENeM, WU B TeyeHue Tpex fieT mocne AaThl
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peanusauuy 3Tol cepumn, B 3aBUCMMOCTU OT TOTO, Kakoi cpok 6onblue. Ans APC ¢ AaToli NOBTOPHOIO KOHTPO/IA @aHanorny-
Hble apX1BHble 06pasLbl ciefyeT XpaHUTb B TeYeHne Tpex neT nocsie Toro, kak ata cepus 6bla1a NOHOCTLIO peann3oBaHa
Npon3BOAUTE/IEM.

11.72 ApxuBHble 06pasLbl 4O/KHbI XPaHUTLCS B TaKOWi e 1Unun B aKBUBANEHTHOI ynakoBke, ucnonb3yemoi ans A®C.
nnM6o B ynakoBke, 60see 3alMLLEeHHOl, YeM ynakoBka, B KOTOPOI peann3yeTcs aTa npoaykuus. KonmyecTBo apXMBHbIX
06pasL 0B A0/KHO 6biTb JOCTATOUYHLIM /15 NPOBEAEHUS HE MEHee BYX NOJIHbIX aHa/IM30B B COOTBETCTBUN C Tpe6OBaHNAMU
dapmakonew, 1M60o, B cyvyae OTCyTCTBUS COOTBETCTBYIOLW e hapMakoneiHo cTaTbu, ABYX NOJSIHBIX aHaNN30B COracHo
cneundukaunm.

12 ArvTecTauus (Banugauus)
12.1 MonuTuka NpoBeAeHUs aTTecTauuu (Banmgaymmn)

12.10 O6uwasa nonutuka NpeanpusaTUA, Lenm n NogxoA K npoueccam arrectayuu, B T. Y. K aTTecTauum TexXHoONorun-
YeCKMX MpoLLeccoB, METOA0B OUYNCTKN, aHAIMTUYECKNX METOA0B, METOANK NPOBEAEHNS BHYTPUNPON3BOACTBEHHOIO KOHTPO-
NS. CUCTEM C KOMMbIOTEPHBIM YNpaBieHUEM 1 KOHTPOSIEM W UL, OTBETCTBEHHbIX 3a pa3paboTky, paccMOTpeHue, cornaco-
BaHMe N 0(hopMIEHME KAXA0N cTaaumn aTTecTauuy (Banmganmm), 40/KHbl 6bITb 0POPM/IEHbI B MMCbMEHHOM BUAE.

12.11 Kak npaswno, B xoAe pa3paboTku npouecca (UM N0 UMELWUMCA AaHHbIM) AOMKHbI GblTh ONpefeneHbl
KpUTUYEeCKre napameTpbl (XapakTepucTukM) U npefenbl UX W3MeHeHwi, HeobxoAumble AN o6ecneyeHns HafexHoi
pab6oTbl. K Takum napameTpam OTHOCATCA:

- KpUTUYecKkne xapakTepucTuku, KOTOpble [OMKHbI BbITb yka3aHbl A5 AaHHoro npogykra (A®C);

- TeXHo/orMyeckne napameTpbl, KOTOPble MOTYT MOBAUATL Ha KpUTUYECKMEe XxapakTepucTuku kavectsa APC;

- npefenbl U3MEHEHWS KaxAoro KpUTUYECKoro napameTpa npouecca, KoTopble 6yAyT MCMONMb30BaTbCA B XOAe
TeKyLero npon3BofCTBEHHOrO KOHTPONSA.

12.12 Onepauuu, KOTOpPbIE CUNTAIOTCA KPUTUYECKUMM ANS kKavecTBa M 4ynctoTel AGC. nognexar aTTectayuu.

12.2 [lokymeHTauua no arrecrauyuu (sanugauunm)

12.20 Onsa kaxpaoro npouecca, nojsexatiero arrectauuum, cnegyet paspaboraTb METOANKY NPOBeAeHUs aTTecTa-
LK. cOrnacoBaHHYy CNyX60ii kayecTsa 1 ApYrMMuK oTAenamv, UMeLMN K Heil OTHOLLeHNe.

12.21 MeTogauka atrecTaummn onpefenset KpUTMyeckne onepauumn (Ctagumn) TEXHONOIMYECKOro npouecca u Kpute-
pvn NpuemMaeMocTu, a TaKkke BUAbl aTTecTauun (Hanpumep, peTpocnekTnBHas, NepcnekTuBHas, Tekylias) u Kom4yecTso
NPON3BOACTBEHHbIX LIMKNOB, HEOOXOAMMbIX ANA NPOBEeAEHNA aTTecTaunn.

12.22 OTyeT 0 NpoBeAeHUN aTTecTaunm JO/MKEH CoAgepXaTb CCbI/IKy HA MeTOAUKY aTTecTaunmn (C ykasaHuem Bcex
3aMeUeHHbIX OTK/IOHEHWIA) U BbIBOAbLI C PEKOMEHAALMSAMMN N0 YyCTPAHEHUIO HEJOCTATKOB.

12.23 Jto6ble OTK/IOHEHMSA OT METOAVKM aTTecTauum 0MKHbI 6bITb 0DOPMIIEHBI B MMCbMEHHOM BUE U YTBEPXAEHbDI.

12.3 3Tanbl atTecTtauuu (Banugauun)

12.30 [0 npoBegeHna paboT nNo aTTecTaymm NpoLLECCOB caedyeT BbIMOHUTL aTTecTaunio KpuTu4Yeckoro o6opyao-
BaHWsA 1 BCNoMoraTesibHbIX CUCTeM B HeobxoAnMoM obbeme. Kak npasunio, Takas atTecTauusa NpoBOAUTCA B HECKObKO
3Tanos:

- artTectauus npoekta (DQ: design qualification) — gokyMeHTanbHOe NOATBEPXAEHME TOro, YTO MPOEKT NPOU3BOA-
cTBa (B T. 4. NOMeLleHus, 060pyAOBaHNe WU BCNoMoraTesibHble CUCTEMbI) COOTBETCTBYET 3afiaHNI0 Ha NPOeKTUpoBaHue
1 AefCTBYIOWNM HOpMaM;

- aTTecTauua yctaHoBfneHHoro obopygosanua (IQ; Installation Qualification) — fokymeHTanbHOe NOATBEPXAEHNe
TOro, YTO YCTAHOB/IEHHOE WU N3MEHEHHOEe 060py0BaHNe, MOMELLEHNUS UM BCTIOMOTraTe lbHble CUCTEMbl COOTBETCTBYHOT
YyTBEPX/AEHHOMY NPOEeKTYy, 3afaHNio Ha NMPOEeKTUpPOBaHMe N AelCTBYIOWUM HOPMaM.

- arTecTauus dyHkunoHupyouwero obopygosanua (OQ: Operational Qualification) — gokymeHTanbHOE NOATBEPX-
[leHue Toro, 4To yCTaHOB/IEHHOE UM U3MEHeHHOe 060pyAoBaHue, NOMELLLEHUA UM BCOMOraTe lbHble cucTembl PyHKL M-
OHMPYIOT Hagnexatum obpa3om B TpebyemMoM pexume;

- artTectaums B akcnayatauum (PQ: Performance Qualification) — fokymeHTanbHOe nNoATBepXAeHWe Toro, 4To 060pyAo-
BaHVe. NOMELLLEHUA 1 BCoMoraTesibHble CUCTEMbI MOTYT paboTaTb COBMECTHO C HYXHOW 3dh(heKTMBHOCTLIO U BOCNPOM3BOAN-
MOCTbIO B COOTBETCTBUM C YTBEPX/AEHHbIMU TpeboBaHAMUN 1 XapakTepucTUkamy TeXHOOTMYeCcKoro npoLiecca.

12.4 ATtTecTauusa (Banugauus) npouecca

12.40 AtTecTtauus (Banupaums) npouecca — [OKYMeHTasbHOe NOATBEPXAEHMe TOro, YTo npouecc, NpoTeKaLuii
B Npejenax yCTaHOB/IEHHbIX NapaMeTpoB, o6ecneunsaeT apekTMBHOE 1 BOCNPON3BOAMMOE NPOM3BOACTBO MPOMEXYTOY-
HbIX MPoAyKToB 1 A®C. yA0BNEeTBOPAIOLNX YCTAHOBEHHbIM Tpeb0oBaHNAM 1 NoKasaTensM kayecTsa.

12.41 W3 Tpex BUAOB atTecTtaunn (sanugaunun) npeanodyTuTenbHbIM ABASETCA NepcnekTuBHas aTTecrauumsa (Banu-
fauus).

12.42 MepcnekTnBHan aTTectauusa (Banujauuns) npuMeHseTca 415 BCcex npoueccos npoussoactsa A®C. onpege-
NeHHbIX B MyHKTe 12.12. MepcnekTnBHaa aTTectauus (Banvgauus), ncnonb3yemas gns npouecca npoussogctea APC.
[O/IXHa 6bITb 3aBepLleHa [l0 BbiMyCcKka Ha PbIHOK TOTOBOIO JIeKapCTBEHHOIO Cpe/cTBa, Npon3seeHHoro n3 atoro A®C.

12.43 Tekywan arrectauuns (Banmpauns) MoXeT NPOBOAMTLCA NPW OTCYTCTBUM JaHHbIX O NOBTOPHbIX TEXHOOMU-
Yeckunx upknax. 3To MoXeT ObITb 06yCNI0B/IEHO NPOVN3BOACTBOM TO/IbKO OFpaHNYeHHOro Yncna cepuii A®C. HeperynsipHbiM
npoun3soAcTBoOM cepuii A®C nnm nponssogcteom A®C ¢ ncnosnb3oBaHMeM aTTeCTOBaHHOrO (BanngMpoBaHHOro) npouecca,
B KOTOPbIA 6blN BHeCeHbl M3MeHeHWs. [10 3aBeplleHusa Tekyllei aTTrectauun (Banugauum) cepum APC MoryT 6biTb
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BbIMyLEHbl U UCMOMb30BaHbl AN MPOU3BOACTBA FOTOBbIX /IEKAPCTBEHHbIX CPEACTB AJ1S UX peann3auun Ha pbiHKe Ha
OCHOBaHWM TLATE/IbHOrO HeMpPepbIBHOrO KOHTPO/IS U NPOBEAEHNS UCNblTaHnii aTux cepuii APC.

12.44 PeTpocnekTnBHasa aTrectauusa (Banvgauunsi) NPUMEHAETCA Kak UCKIIOYeHe 419 XOPOLO OT/IaXeHHbIX Npo-
LeccoB. KOTOpble He NpeTepneBasn 3HauYUTe/bHbIX N3MeHeHUli Ans kavyectsa APC, n3-3a U3MeHeHu B cbipbe, 060pyao-
BaHWW. cucTemax, yCTpoiicTBax WM B AaHHOM TEXHOJIOTMYeckoMm npouecce. JTOT BUf aTTecTauun (Banugaunm) Moxet
NCNO/Ib30BaTbCS, ECNN:

1) onpepeneHbl KPUTUYECKME XapaKTePUCTUKN KayecTBa U KpUTUYECKUe napaMeTpsl npouecca;

2) ycTaHOB/IeHbl COOTBETCTBYIOLLME BHYTPUNPON3BOACTBEHHbIE KPUTEPUN NPUEMAEMOCTN U KOHTPONS;

3) oTcyTCcTBOBaNM CyliecTBEHHble cbou B xode npouecca (kayecTse Npoaykuumn) no npuymHam, He CBA3aHHbIM C
owmnbkamu onepaTopa Wi oTkazamu 060pyf0BaHuUS:

4) ycTaHOB/IEH cOCTaB npumeceii ans cyujectsytowmx AGC.

12.45 Cepun npogykuuu, oTob6paHHble AN MpPOBeAeHUs PeTPOCNeKTUBHOW atTecTauyuu (Banugauuu), AODKHbI
ABNATLCA Penpe3eHTaTUBHOW BbIGOPKOI BCex cepuii, Npon3BefeHHbIX 3a paccMaTpuBaeMblii nepuog, B . 4. BCEX CEpPUiA,
KOTOpble He YyA,0B/IeTBOPSA/IN TpeboBaHNAM cneumdurkaunii. Yncno aTux cepuii 4O/MKHO 6bITb 4OCTATOUYHBIM A8 NOLATBEPX-
feHus ctabunbHoCcTM npouecca. [pn npoBeAeHWM peTpOCNeKTUBHONM aTTecTauuu (Banupaunn) MOXHO MCMNONb30BaTb
apxuBHble 06pasLpl.

12.5 Mporpamma aTTecTauuu (Banngaummn) npoyecca

12.50 Yucno Npom3BOACTBEHHbIX LMK/IOB ANS NPOBEAEHNS aTTecTauum (Banugauum) 3aBUCUT OT C/I0XHOCTU MpPo-
Lecca WM xapaktepa W3MeHEeHUs napameTpoB npolecca. [ns npoBeAeHWUs NEpCneKTUBHOW W Tekyllei aTTectauyum
(Banmgaunu) cregyet UCnosib3oBaTh HE MeHee Tpex Noc/ef0BaTe/lbHO NPOU3BEAEHHbIX CEPUM MPOAYKLMN HaLexallero
kauyecTBa. OAHAKO MOTYT GbITb C/lyyau, Npy KOTOPbIX 4151 foKa3aTenbCcTBa CTabUILHOCTM NpoLecca MoryT noTpe6oBathes
[,0NOMHNUTE IbHbIe NPOU3BOACTBEHHbIE LMK/bl (HANPUMEP, CIOXHbIE UN ANTE bHbIE NpoLecckl npoussogcTea A®C). Mpu
peTpocnekTUBHOI Banmgauum Aas noATBEPXAEHNS CTaGUIBHOCTM NpoLecca uccneyloT AaHHble 10— 30 nocnegoBatesib-
HbIX Cepuii NpoayKLuu. Mpu HaNMUNU 060CHOBAHMS 3TO YNAC/IO MOXET 6bITb YMEHbLLLEHO.

12.51 B xoge atTecTauuv (Basvpauumn) npouecca crefyet KOHTPO/IMPOBATL €0 KpMTMYeckue napameTpbl. Mapa-
MeTpbl NpoLecca, He CBs3aHHble C KAYECTBOM NPOAYKUMW (HANpUMep, Pacxof 3HEPruy Uan CPOK UCMO/b30BaHUs 060py-
[l0BaHWs). MOXHO He BK/OYaTb B NpoLecc atTectaumu (Banvaaumn).

12.52 ATTecTauusi (Banugauwusi) npouecca 4O/MKHA NOATBEPAWTb, YTO YCTAHOBNEHHbI cocTaB npumeceit A®C
HaxoauTcs B JONYCTUMbIX npegenax. CocTaB NpUMeceit (KaueCTBEHHbIA N KOJIMUYECTBEHHBIN) AO/MKEH 6blTb CPABHUM W
flyylie cocTaBa NpuUMeceil, YCTAHOB/IEHHOTO MO NpeAblgyWnM AaHHbIM; WAW. FAe NPUMEeHUMo, 6biTb fyylle cocTasa
npuMeceii, yCTaHOB/IEHHOTO NpyW paspaboTKe TEXHOOTMUYECKOro NPoLecca; uan npoduns npuMeceii B cepusx npoaykLuu,
npefHasHauYeHHbIX 415 NPOBeAEHNs] KNMMHUYECKUX UM TOKCUKOIOTUYECKUX nccnefoBaHuii.

12.6 Mepnoanyeckas oLeHKa aTTeCTOBaHHbIX (BaNMAMPOBAHHbIX) CUCTEM U NPOLECCOB

12.60 CucTembl 1 nNpoLecckl ciegyeT Nepuoanyeck oueHnsaTb AN NOATBEPXAEHUS TOrO, YTO OHWU MPOAOKAOT
paboTatb B aTTeCTOBAHHOM (BanuavpoBaHHOM) pexume. [MoBTOopHas aTTecTauus (Banupauusa) He TpebyeTcs, ecnu B
cMcTeMy Un npouecc He 6b110 BHECEHO HMKaKMX CYLLLeCTBEHHbIX M3MEHEeHWIi n aHann3 kayecTea NpoayKu v NoATBepxXaaerT,
4TO 3Ta cUcTeMa WK NpoLecc cTabunbHO NPOU3BOAAT NPOAYKLMIO B COOTBETCTBUU C YyCTAHOBNEHHbIMU TpeGoBaHUAMU.

12.7 ATTecTauunsa (Banuaauusi) MeTo40B 0UNCTKM

12.70 Kak npaBuno, cnefyeTt nNpoBOANTbL aTTecTaunio (Banmgaumio) MeTofoB ouncTkn. O6bIYHO aTTecTaumsa (Banu-
fAauus) MeTofoB O4YMCTKM NPOBOAUTCS AN Cyvaes, Korga 3arpsisHeHne uan nepeHoc matepuasnos NpefcTaBasaloT Hau-
60nbLnii puck Ans kavectsa A®@C. Hanpumep, Ha paHHUX CTaANnsIX NPOU3BOACTBA MOXET OKa3aTbCA HEHYXHOI aTTecTaums
(Banngaums) MeTofoB O4YMCTKA 060PYAOBaHMSA, €C/IM BCE OCTATKM yAanalTCa nocneayowyMm onepaunsMm 04ncTKu.

12.71 ATTecTauus (Banugaunsa) MeTofoB O4YMUCTKM JO/DKHA OTpaxaTtb hakTuyeckuii xapakrep ucnonb3oBaHust 060-
pygoBaHus. Eciv Ha ogHOM 1 TOM Xe 060pyAoBaHnM NPOU3BOAATCA pasnuyHble A®C nayn NPpomMexyToUHble MPOAYKTbI, U
ouncTKa 3Toro 060pyA0BaHUS NPOBOANTCA OAHWM U TEM Xe CNoco6oM, To ANS aTTecTauun (Banugaunm) o4MCcTK MoXeT
6bITb BbIOpaH penpeseHTaTVBHbIN 06pasel, NpoMeXxyTouHoro npogykta nan A®C. 3T0T BbI60OP A0/MKEH ObITb OCHOBaH Ha
CBOICTBax pacTBOPUMOCTY BellecTBa v TPYAHOCTU A1 €ro OUYUCTKM, a Takke Ha pacyeTe AONYCTUMbIX NPeAesioB OCTaTKoB
Ha OCHOBE ero akTMBHOCTU, TOKCUYHOCTU U CTABUNBHOCTH.

12.72 MeTopguka atTectauuu (Banugaumm) o4NCTKN JO/MKHA cofepxaTb XxapakTepucTuky 060pyAoBaHns, noanexa-
LLlero 04ncTKe, NOPSAA0K OYNCTKN, NepeyeHb matepranos, A4ONYCTUMbIE NpeAesibl YNCTOTbI, NapaMeTpbl, KOTOpble cnegyeT
KOHTPONNPOBATh, ¥ NPUMEHSAEMbIE aHanuTUYeckne MeToAbl. B MeToguke Takke cnegyeT ykasaTb Buj oT6npaeMbix Npob,
MeToAbl UX 0T60pa N MapKMpOBKU.

12.73 [ins onpefeneHns pacTBOPMMbIX M HEPACTBOPUMbIX OCTATKOB Mpu 0T6ope Npob cnegyeT UCNOb30BaTh Takne
MeTOApbl, KaK B3iTUE Ma3KOB, CMbIBOB, UM a/ibTEPHATUBHbIE MeTOoAbl (Hanpumep, NpsAMy 3KCTpakuuio). Micnonb3yemble
MeTo/bl 0T60pa Npo6 A0/MKHLI NO3BONATL MPOBOANTL KOIMUECTBEHHOE ONpejefieHe 0CTaTKoB Ha NOBEPXHOCTM 060pyao-
BaHNA Nocsie ero o4ncTkn. OT60p NPo6 B3ATUEM Ma3Koe MOXET 6biTb He BCerfja NpUMeHUM, eC/in NOBEPXHOCTU KOHTaKTa
C NPOAYKTOM SIBNAOTCA TPYAHOAOCTYNHbIMU U3-332 0COH6EHHOCTEeN KOHCTPYKLUM 060py40BaHNSA W'V OfpaHNYeHnii npoLec-
ca (Hanpumep, BHYTPEHHME MOBEPXHOCTW LUIAHroB, TPyb, COCYAOB, PeakTOpOB C MAa/JIEHbKUMWU OTBEPCTUAMM) AW Npun
paboTe c ToKCUYeckMMU MaTepuanamu, a Takke ¢ MasorabapuTHbIM CIOXHbIM 060pyfoBaHMeM (Hanpumep, ¢ U3Mesnbyu-
TeNsAMn 1 NCEeBAOOXKMKNTENAMN).

12.74 CnepyeT ucnonb3oBaTb atTecToBaHHble (BaMAVPOBaHHbIE) aHanMTuyeckne mMetofbl, obnagarwoune gocra-
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TOYHOW YyBCTBUTENbHOCTBIO ANA OnNpefeneHns fonyCTUMOro YPOBHSA OCTaTKOB WM 3arpsA3HeHuit. [na kaxaoro mMetoAa
cnefyet onpeAennTb ero BOCNPON3BOANMOCTb. [pefenbHO AoNyCTUMbIe KOIMYeCcTBa OCTATKOB A0/KHbI 6bITb peanbHbIMK,
[OCTMXUMbIMU, 060CHOBAHHbLIMM M OCHOBbIBATbCA Ha OocTaTke Hanbonee onacHoro selecTsa. [pefenbHO AoNyCTUMbIE
YPOBHU OCTATKOB MOTYT yCTaHaBANBATLCA HA OCHOBE MWUHVMMasIbHOW M3BECTHOI (hapMako/10rmMiyeckoi, TOKCUKOIOrnyecKoii
nnu ousnonornyeckoii aktTneHoctn A®C unu ee Hanbonee oNacHoro KOMMOHeHTa.

12.75 [nsa npoueccos, B KOTOPbIX CyLleCTByeT orpaHuyeHve Ha obliee MUKPOGHOe 3arps3HeHWe UAM ypoBeHb
3HAO0TOKCUHOB B APC. nnm Apyrnx NpoLeccos, B KOTOPbIX Takoe 3arpA3HeHe MOXeT NpeCcTaB/aTb ONacHOCTb (Hanpumep,
npy Npou3BoAcTBe HecTepunbHbIX A®C. MCMOMb3yeMbIX B MPOMN3BOACTBE CTEPUbHBIX NMpenapaTos), atTecTauua (sannga-
LMA) O4MCTKM (e3nHdekymmn) obopynoBaHna O/MKHA BKAOYATh B ce6s1 onpefeneHne ypoBHA 3arpsisHeHUs No MUKpoopra-
H/3MaM 1 3H0TOKCUHAaM.

12.76 Mocne npoBefeHUs atrecTauumn (Banugannm) MeTofbl O4NCTKN A0/KHbI KOHTPOIMPOBATLCA C ONpeAeeHHoM
NepuoANYHOCTbLIO AN MOATBEPXAEHUS TOTO, YTO OHU COXPaHAT 3 PEKTVBHOCTL MPU NCNOb30BAHMMN B TEKYLLEM MPOn3-
BoACTBE. YNCTOTY 060pYy/J0BAHNA MOXHO KOHTPO/IMPOBATL aHa/IMTUYECKMMU MeToamu, a Tam. rae 3To AonycKkaeTcsa. — C
NMOMOLLbIO BM3yaslbHOr0O OCMOTpPa. BusyanbHbili OCMOTP MO3BONSAET onpefensAtb 60/bluMe CKOMIEHUs 3arps3HeHuin Ha
MasblX NaowWaanx, KoTopble MOryT ocTaBaTbCAa HeOOHapPYXeHHbIMU Npu 0T60pe NpPo6 U/unun NpoBefeHNN aHan30B.

12.8 ATTecTauus (Banugauus) aHainTUYeCkux MeTof0B

12.80 CnepyeT npegycMmartpuBaTtb atTectauuio (Banngauunio) aHanMTuyecknx MeTofoB, 3a UCKIYeHneM apma-
KOMEMHbIX NN ApYrux yTBEPXAEHHbIX MeTOA0B. B KaX[OM KOHKPETHOM cnyvyaB credyeT noATBepautb n ohopmuTh
[OKYMEHTasIbHO MPUrO4HOCTb KaX40ro NpYMeHAEeMOoro aHaimTnyeckoro MetToaa.

12.81 Mpu atTrectauun (Banugauumn) MeTooB cnegyet NPOBEPSATL XapakTepuUCTUKN, BKIOYEHHbIe B PykOBOACTBO
ICH no Banupauuun aHanntuyecknx metoos. O6bem nccaeoBaHnii, BbINOMHAEMbIX Npy atTecTauun (Banugaunn) aHanu-
TUYECKNX MeTo0B, O/DKEH COOTBETCTBOBATL LiesiAM aHanm3a 1 ctagum npouecca nponssogcrsa AGC.

12.82 Mepep Havyanom atTectauyun (Banugauun) aHanuTUYECKUX MeTOAO0B credyeT NpoBecTu aTTecTtaunio (sanu-
[Jaumnio) COOTBETCTBYIOLLErNO aHa/IMTUYECKOro 060py0BaHNS.

12.83 MpoTOKO/bI BCEX U3MEHEHW, BHOCMMbIX B @TTECTOBaHHbI (Ba/MAMPOBaHHbIN) aHaMTUYeCcknin meTog, cne-
[lyeT coxpaHsTb. B npoTokonax fo/mkHbl 6bITb ykasaHbl NpUYKHA, 13-3a KOTOPOI 6bIIIO CAENaHO U3MEHEHMEe, W faHHble,
nogTBepXAatLLne, YTO TOYHOCTb U AOCTOBEPHOCTb Pe3y/ibTaTtoB, MOSTyYEHHbIX NOC/Ie BHECEHUS 3TOr0 M3MEHEHUS, COOT-
BETCTBYIOT XapakTepucTmkaMm aTTecToBaHHOro Metoja.

13 KOHTpo/nb U3MEHeHMWii

13.10 Ha npeanpuaTun AomxHa 6biTb BBEAEHA W [OKYMeHTanbHO ohopm/ieHa CUCTeMAa KOHTPONS W3MEHEHWH,
CNOCOGHbIX NOB/IMATL HA NPOU3BOACTBO 1 KAYECTBO MPOMEXYTOUHbIX NPOAYKTOB 1 ADC.

13.11 [lokymeHTanbHOe ohopMmeHNe, pacCMOTPEHNE U YTBEPXAEHNE N3MEHEHUIT B Cbipbe, cneuudukaumsax, aHa-
NNTNYECKNX MeTOAax, NOMEeLLLEHUSAX, BCIOMOraTesibHbIX CUCTeMax, 060pyf0BaHU (B T. Y. B KOMNbIOTEPHOM 060pyA0BaHMK),
TEXHOOTMYECKMX CTaANAX, NeYaTHbIX U YyNakKoBOYHbIX MaTepuasiax U KOMNbITEPHbIX NporpaMmmax Ao/HKHbI BbIMOSHATLCA
N0 YTBEPXAEHHbIM UHCTPYKLUAM.

13.12 Bce npeAnioXeHns no U3MeHeHUsM, kacatLmcs cobo4eHns TpeboBaHNin HaCTOALLero cTaHAapTa. A0/MKHbI
6bITb MOATOTOB/IEHbI, PACCMOTPEHbI W COrnacoBaHbl COOTBETCTBYWOLWMUMNU MoApasfeneHnsMn n otaenom(amm) cnyxobl
KavyecTBa.

13.13 CnepyeT oLieH/BaTb BO3MOXHOE BAUAHWE NPeSOXEHHbIX MU3MEHEHW Ha KauecTBO NPOMEXYTOUHbIX NPOAYK-
Te» MA®C. Mpn 3TOM [MIOXET NPOBOANTLCA Knaccudukauna nsMeHeHuin 4nsa onpegeneHns obbema paboT npu artectauum.
M3meHeHna mMoryT 6biTb knaccutuympoBaHbl (Hanpumep, Kak He3HauuTeslbHble U CyL|eCTBEHHbIe) B 3aBUCUMOCTN OT UX
Xapakrepa u CTeneHu BISHUS, KOTOpble 3TW M3MEHEHUs MOryT oka3aTb Ha AaHHblil npouecc. CnefgyeT onpefenuTb U
o6ocHoBaTb, Kakue [OMNoNHUTENIbHbIe UCMbITAHNA 1 aTTecTalnoHHble (BannjaLunoHHble) uccneaoBaHnsa HeobXxoanMbl ANs
NoATBEPXAEHNS BO3MOXHOCTU U3MEHEHUI B aTTECTOBAHHOM (Ba/IMAVPOBAHHOM) npoLiecce.

13.14 Mpw BHeceHUW W3MEHEHWIi crnedyeT MNPUHATL Mepbl N0 NepecMoTpy BCeX AOKYMEHTOB, Ha cogepxaHue
KOTOPbIX BAVSAIOT 3TN U3MEHEHNUS.

13.15 MNocne BHeCEHUA U3MEHEeHW cnedyeT OLEHUTb KauyecTBO NepBbiX Cepuil NPOAYKLWUMW, NPOVU3BEAEHHBIX WN
MCMbITAHHBIX C Y4ETOM 3TUX U3MEHEHWIA.

13.16 CnepyeT OUEHWUTb BO3MOXHOCTb B/IMAHUSA KPUTUYECKMX U3MEHEHWI Ha YCTaHOBMEHHbIE CPOKWA TOAHOCTY UAn
[aTy MOBTOPHOrO KOHTPoNsA. Mpu Heobxo4mMMocT 06paslbl NMPOMEXYTOUHbIX NPOAYKTOB v A®C. nponssefeHHbIX No
MOANMULNPOBAHHOMY MPOLLecCy, MOryT 6biTb BK/IIOUYEHbI B MPOrpamMmy yCKOPEHHOTo onpegeneHns ctabunbHoOCT U'nan B
nporpaMMy HenpepbIBHOrO KOHTPO/SA CTabUNbHOCTH.

13.17 Bce npon3BOANTENN TOTOBbIX /IEKAPCTBEHHbIX CPEACTB, KOTOPbIM nocTaBnsaTcs AD®C. Ao/MKHbI ObiTb U3Be-
LieHbl 06 N3MEHEHUAX, NPOLeALINX B YCTAHOBEHHbIX METO4aX NPOM3BOACTBA N KOHTPONA KayecTBa, CNOCOGHbIX oka3aTb
BNsiHME Ha KavyecTtBo APC.

14 OTknoHeHve n nepepaboTka mMaTepuanos
14.1 OTKnOHeHue

14.10 CnepyeT BbINO/IHUTb MapKMPOBKY MPOMEXYTOUHbIX NMPOAYyKTOB U A®C. He y0BNeTBOPAIOLWMUX TpeboBaHNAM
cneyundukaunii, 1 NOMECTUTb UX Ha KapaHTUHHOE XpaHeHue. 3TN NPOMEeXYTOUYHble NPoAykTbl U A®C MOryT 6biTb BHOBb
HanpaB/ieHbl B NMPOW3BOACTBO MW Ha nepepaboTKy B NpuMBefeHHOM Hwxke nopsgke. OkOHYaTeNbHOe pasmelieHue 06
MCNoMb30BaHUN (YTUAM3aLnm) OTKIOHEHHbIX MaTepnanos AOMKHO 6biTb OCHOPMIEHO AOKYMEHTasbHO.
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14.2 NMosTopHasa obpaboTka

14.20 Kak npasuo, fonyckaeTcs NOBTOPHOE HanpaB/iieHne NPOMeXyTOUHbIX NpoaykToB M A®C (B T. Y. Matepmasos,
He yfoBneTBopsAOWMX TpeboBaHNAM cneundukaLmm) B Npon3BoACTBO M UX NOBTOPHasA 06paboTka nyTem NoBTOPEHUS
CTaAunn Kpuctanansauuv unv apyrnx usmyecknx Wim Xumm4ecknx ctaguii obpaboTku (Hanpumep, ANCTUAAAUNS, DUNbT-
pauus. xpomartorpadus, nsmesnbyeHue), BXOASLLMX B TeXHOMOrnyeckuii npoyecc. OgHako B TOM ciy4yae, ecniu Takue
onepauun BbIMOMHATCA NPU NPOU3BOACTBE OOMbLUMHCTBA CEPUI, OHW AO0/KHbI ObiTb BK/IHOYEHbI B MPOW3BOACTBO B
KauyecTBe OTAEe/NbHOl CTaAnn NPUHATOro TEXHOMOTMYECKOro npouecca.

14.21 TMpopomkeHne TEXHONOTMYECKON cTafMm nocne Toro, Kak BHyTPMNPOM3BOACTBEHHbI KOHTPO/b Mokasas, 4to
3Ta cTagus elle He 3aBeplleHa, paccmMaTpuBaeTCs Kak YacTb npoLecca u He cuutTaeTcst MOBTOPHOI 06paboTKoA.

14.22 BBefeHve HenpopearnpoBaBLIErO MaTepuasia CHoOBa B MPOLLECC M MOBTOPEHME XMMUYECKOW peakuun cumTa-
l0TCS NOBTOPHOI 06paboTKol, ecnu Takas onepauus He SBSETCSA YaCTblo TEXHOMIOMMYECKOro npouecca. Takoil NOBTOPHOIA
06paboTke fO/IXHA NpeAlwecTBoBaTh TUlaTe/ibHas OLEeHKa, rapaHTupyloLlas, 4To KauecTBO NMPOMEXYTOUHbIX MPOAYKTOB 1
A®C He yxy[LmMTCA BCNeACTBMNE BO3MOXHOIO 06pa3oBaHns NO60YHbIX NPOAYKTOB 1 BELeCTB Npu AasibHeeM npoTekaHnm
peakumu.

14.3 TMepepaboTka

14.30 Mepen NpUHATUEM pelleHUs 0 nepepaboTke Cepuun, He COOTBETCTBYIHOLLEN YCTAHOB/IEHHbIM TPe6GoBaHMUAM,
cnepayeTt NPOBECTW pacciefoBaHre NPUYNH Takoro HeCOOTBETCTBUA.

14.31 [na cepwii npoayKLuuK, NONYYEHHbIX B pe3ynbTarte nepepaboTku, cnefyeT NPOBECTU €B OLEHKY, UCMbITaHWSA
W. NpU HeobX0AMMOCTU. — UCMbITAHUSA Ha CTAbWIbHOCTb C AOKYMEHTaslbHbIM ODOPMIEHNEM A1 MOATBEPXAEHMNSA COOT-
BETCTBUS ee KayecTBa kauyecTBy NpoAyKuuu, NpousBefeHHol No 6a30Boit TexHoNornu. s MeToank nepepaboTku MoxeT
MCMoNb3oBaTbCA NOAXOA Tekylelh arTecTauun (Banvpauum). 9To No3BonseT oTpabotaTb MeTOAVKY U ONPeAenunTb OXu-
faemble pe3ynbTatbl. flonyckaeTcs efUHUYHbINA BbIMYCK cepun nepepaboTaHHO NpoAyKuMM Ha OCHOBaHWM oT4eTa O ee
npousBoACTBe.

14.32 CnepyeT paspaboTaTb METOANKN CPaBHEHUSI cOCTaBa NpuMeceli B kaxjoi cepun nepepaboTaHHO Npoayk-
LMK c coCcTaBOM npumeceli B cepusix NpoAyKLuumu, Nnpon3BeseHHbIX No 6a3oBoit TexHonorun. Ecnu gnsa onucaHus xapakre-
pUCTUK cepun nepepaboTaHHON NPOAYKLMN HEAO0CTaTOYHO 06bIYHOrO Habopa aHaNTUYeCKUX MeTofoB, cieayeT npume-
HATb [ONO/IHUTE NbHbIE METOAbI.

14.4 PereHepauua maTtepuanoB U pacTBoputenei

14.40 [onyckaeTcs pereHepauus peakTVBOB, MPOMEXYTOUYHbIX NPOAYKTOB uan ADC (Hanpumep, U3 MaTOUHbIX
pacTBOpOB MK hMNAbTPATOB) NPU HANINUNN YTBEPXKAEHHbIX METOANK pereHepaLnmn 1 COoTBETCTBUSA KayecTBa pereHepupo-
BaHHbIX MaTepnanoB YyCTaHOBMEHHbIM TpeboBaHNAM.

14.41 [lonyckaeTcs pereHepauus n NOBTOPHOe WCMO/Mb30BaHWe pacTBOpuUTeseil B TOM Wav Apyrom npowecce npu
YCI0BUU KOHTPO/ISt NPOLLECCOB MX pereHepauun U NoATBEPXAeHUss COOTBETCTBUS pacTBOpUTENE YyCTaHOBEHHbIM Tpe6o-
BAHWAM 10 X NOBTOPHOTO UCMO/Ib30BAHUA WU CMELWIEHUA C APYTUMU MaTepuanamu.

14.42 [lonyckaeTcs CMelleHne CBEeXEeNnpuroToB/EHHbIX W pPereHepupoBaHHbIX pacTBoOpuUTesnei N peakTUBOB, ecnu
npy “cnbiTaHMAX Gbla nokasaHa MX NPUroAHOCTb BO BCEX TEXHOOTMYECKUX NpoLeccax, B KOTOPbIX OHU MOTYT UCMO/b30-
BaTbCA.

14.43 Wcnonb3oBaHWe pereHeprvpoBaHHbIX pacTBOpUTeseil, MaTOUYHbIX PacTBOPOB W APYINX PereHepupoBaHHbIX
MaTepuasnos [O/HKHO ODOPMIATLCA JOKYMEHTAsIbHO.

14.5 BosBpaTt

14.50 Bo3BpalleHHble MPOMEXyTOoUHble NPOAYKTbl UM A®C [O/MKHbI UMETb COOTBETCTBYIOLLYI MapKUpPOBKY M
NOMELLATLCS HA KAPAHTUHHOE XpaHeHUe.

14.51 Ecnu ycnoBus, B KOTOPbIX XPaHWINCb UK TPAHCNOPTUPOBAINCH BO3BPALLEHHbIE NPOMEXYTOUHbIe NPOAYKTbI
v A®GC [0 WM B XO4€ MX BO3BPATa, WM COCTOSIHNE UX YNAKOBOK BbI3bIBAIOT COMHEHUsI OTHOCUTE/IbHO KayecTBa aTuX
maTepnasnos, BO3BpaLLeHHbIe MPOMEXYTOUHbIe NPOAYKTbI M A®C fomKHbI 6bITh NepepatoTaHbl, NOBTOPHO 06paboTaHsbl
WM YHUYTOXKEHBI B YCTAHOB/IEHHOM MOPSiAKE.

14.52 CnepyeT XpaHWTb MPOTOKOMbI O BCEX BO3BPALLEHHbIX NMPOMEXYTOUHbIX NpoAykTax uam A®C. MpoTokon
KaXk[0ro Bo3Bpata JO/DKEH cofepxaTthb:

- HaMMeHOBaHWe 1 agpec rpy3onosyyaTens;

- HaMMeHOBaHWe NPOMEeXYTOYHOTo NpoaykTa unu A®C. HoMep cCepumn 1 BO3BpaLLeHHOe KO/IMYecTBo;

- MpWYKUHY BO3BPATa;

- yKasaHue Ha UCMOJb30BaHWe UM YHUUTOXEHNE BO3BPALLEHHOTO MPOMEXYTOUYHOTo NpoaykTa unu A®C.

15 Peknamauuv 1 0T3biBbl

15.10 Bce peknamauuu no Kkayectsy, MosiyyeHHble B YCTHOW UM MUCbMEHHOI hopMe, [O/MKHbI PErMCTPUPOBATLES
1 paccnefoBaTbCs COrMIACHO MUCbMEHHO| UHCTPYKLUN.

15.11 TpOTOKO/bLI PACCMOTPEHUS peKnamalmii 4o/KHbI BKIOYaTh B Ce6s;

- UMS 1 agpec mua, NpeAbsBMBLIErO PeknaMaLmio:

- UMS. AO/MKHOCTb ¥ TenedoH nnua, NPUHABLLEro 3Ty peknamaumio;

- CyTb peknamauyuu (C ykaszaHMeM HaMMeHOBaHUS 1 HoMmepa cepun AGC);

- [aTy nocTynneHus peknamauum:
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- MepBOHAYasibHO MPUHSATbIE Mepbl (C yka3aHMeM OTBETCTBEHHbIX /ML, U JaTbl);

- panbHeiwune pencTeus;

- OTBET Ha peknamauuio (C AaToli oTnpaBku OTBETA);

- OKOHYaTeslbHOe peLleHne Mo cepuv Uan napTum npomexyToyHoro matepuana nim A®C.

15.12 [ns oUeHKN TEHAEHLMIA, YaCTOTbl M CEPbE3HOCTY peknamanuii no gaHHOMY NPOAYKTY C TOUKM 3pEHUSI NPUHATUA
[ONONHNTENBHBIX U HEME/IEHHbIX Mep MO WX NCMPaBEHWNI0 MPOTOKO/IbI peknamaLuunii Ao/MKHbI COXPAHATLCS.

15.13 CnepgyeT paspabotaTb M 0POPMUTL B MUCbMEHHOM BUAE UHCTPYKL MK, ONpeAenstolwme yciosus, Npyu KOTOPbIX
cnefyet nNpUHUMaTh pelueHne 06 0T3biBe MPOMEXYTOUYHOro npogykTa nin A®C.

15.14 B MHCTPYKUWUM NO OT3bIBY NPOAYKLMM AO/KHbI ObITh ONpeaesnieHbl nnua, yyacTBylowme B aHanu3e nocTynus-
el nHdopmauuu; npoueypbl Hayana oT3biBa NPOAYKLMW; KPYT UL, KOTOPbIX cnedyeT nponHopMupoBaTb 06 OT3biBe,
1 NOPAAOK UCNOMb30BaHNA (YTUAU3aLnM) 0TO3BAHHOro MaTepuana.

15.15 B cnyvyae cepbe3HOli UM NOTEHLUMaNbHON ONaCHOCTU A1 XU3HWN HaceneHus cnegyeTt npovHMopMrpoBaTh
MECTHble, HaLMOHasbHbIE W.'MNN MeXAyHapoAHble KOMNEeTEHTHbIe opraHbl U 06paTUTLCA K HUM C NpPocb6oii 0 coaeincTBUM.

16 PaboTa no KOHTpakTy (B T. 4. NpoBefieHne aHann3oB)

16.10 Bce npowussogutenu, pabotatwLine no KOHTpakTy (B T. 4. nabopaTopuu), AO/KHbI BbINOMHATE TpeboBaHUs
HacToswero ctaHgapta. Oco6oe BHMMaHWe A0/KHO 6bITh YAeneHo Bonpocam npejoTBpalleHns NepekpecTHOro 3arpss-
HeHUs 1 obecneyvyeHnto NPocnexmBaemMmocTu.

16.11 3aka3uuk [O/HKEH OLeHUTb CNOCOBHOCTL NOAPSAUMKa OCYLLEeCTBNAATL HA MecTe AeflerpoBaHHble eMy onepa-
v B COOTBETCTBUM C TpeboBaHMAMK HACcTOSALero ctaHgapra.

16.12 OTBeTCTBEHHOCTb 3aKasuvka 1 noapsgunka 3a cobnogeHne TpeboBaHWin HacTosLero cTaHgapTa, B T. 4. 3a
Mepbl Mo 06ecrnevyeHnto Ka4ecTsa, Jo/HKHa ObiTb OnpejesieHa B KOHTPaKTe ([OroBope) Mexay HUMU.

16.13 [oroBop [O/IXKEH MO3BOJATL 3akasynky NPOBOAWUTL ayAuT NPOM3BOACTBA NOAPAAUYMKA HA €ro COOTBETCTBME
HacTosweMy cTaHaapTy.

16.14 Ecnu pa3pelueH cybnogpsg, To NOAPSAAUNK He flO/KEH nepefaBaTb TpeTbeli CTOPOHE HUKaKoi YacTu paboTsl,
NopyyYeHHOI eMy 3aka3uynkom, 6e3 cornacoBaHus ¢ HUM.

16.15 MNpon3BOACTBEHHbIE U TabopaTOPHbIe NPOTOKO/bl AO/MKHbI XPAHUTLCA B MecTax 0CyLeCTBeHNsA 3TOro Buga
[eATeNIbHOCTN 1 BbITb SIEFKO AOCTYMHLIMU.

16.16 He gonyckaeTcs BHECEHWE U3MEHEeHWi B TexHonornyeckuii npoyecc, obopyfosaHue, cneyudukasmm, meto-
[bl UCNbITAHWIA 1 Ap.. OTHOCALWMECS K NpeaMeTy forosopa, 6e3 cornacoBaHus ¢ 3aka3unkom.

17 Peanusauus, xpaHeHve, nepeynakoBka 1 nepemMapkupoBka
17.1 O6nacTb NpUMEHeHuns

17.10 3TOT pa3fgen OTHOCUTCA K M06bIM AeACTBMAM (3@ UCKTIOYEHEM NPOM3BOACTBA), CBA3aHHbIM C peanu3almnei,
XpaHeHneM, nepeynakoBKoOi N NepeMapKMpPOBKO NPOMEXYTOUHbIX NPoAYKTOB unu A®C.

17.11 Bce nvua u opraHusaunv, cCBsi3aHHble C peanusaunein, xpaHeHnem, nepeynakoBKO U nepemapknpoBKOW
NPOMEXYTOUHbIX NPOAYKTOB Unn A®C, foMxHbl cobnogaTe TpeboBaHMA HACTOALWEro cTaHA4apTa W. B YaCTHOCTU, aHHOTO
PykoBogcTBa.

17.2 TMpocnexuBaeMoCTb peasindyemMblX NPOMEXYTOUHbIX NPOAYKTOB unu A®C

17.20 Mpu peanusauumn, XxpaHeHnu, nepeynakoBke N NepemMmapkupoBke Heo6Xo4MMO 06ecneymBaTh NOHYLO nNpoce-
XUBAEMOCTb Peasi3yembiX MPOMEXYTOUHbLIX MPOAYKTOB naum A®C. [ins 3TOro cnefyet UMETb U XpPaHuTb Cleaylolime
LOKYMEHTBI:

- PEeKBU3UTLI UCXOAHOTO NPOU3BOAUTENS;
afipec NCXOAHOT0 NPOU3BOAUTENS;

- 3akasbl (4Or0BOPbI) HA NOCTABKY;

HaknagHble (TPAHCMNOPTHbIE AOKYMEHTbI);

- BOKYMEHTbI O MOJyYeHUM rpy30B;

HavMeHoBaHWe M 0603HAYEHNE NPOMEXYTOUHBIX NPOAYKTOB nan A®C;

- HOMep cepuu Npou3BoAUTeNs;

[OKYMEHTALMIO HA TPAHCNOPTUPOBAHWE U peanusayuio;

- BCe NOAMVHHbIE aHaNMTUYeckne nacnopTa, B T. Y. NacnopTa NCXOLHOTO NPOU3BOAUTENS:
[aTy NOBTOPHOTO KOHTPOJIS UM CPOK FOAHOCTH.

17.3 YnpaB/ieHWe KayecTBOM

17.30 Peanusauus, xpaHeHve, nepeynakoBka 1 nepemapkMpoBka NPOMEXYTOUHbIX MPOAYKTOB uUan APC [O/DKHbI
BbINO/IHATLCA B COOTBETCTBUM C [JOKYMEHTa/IbHO OPOPMJIEHHO cucTemoli ynpaBneHus kayecTsom (nogpasgen 3.2 HacTo-
Allero ctaHgapTa).

17.4 MepeynakoBka, NepeMapkMpoBka 1 obpalyeHne ¢ MPOMeXyToOUYHbIMU npogykTamu nan A®C

17.40 Bo u36GexaHue nepenyTbiBaHUs 1 NOTEPU KAYeCTBA U YUCTOTbI MPOMEXYTOUHbIX NpogykToB unu A®C nepe-
ynakoBKa. nepeMapknpoBka 1 06paLLeHne C NPOMEXYTOUHbIMU NPOAyKTamu uam A®C v UX KOHTPO/b AO/MKHbI BbINO/IHATHCS
cornacHo Tpe6oBaHuAM faHHOro PyKoBOACTBA.
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17.41 Bo n36exaHne NpsiMoro 1 NepekpecTHOro 3arpsi3HeHNs UX NepeynakoBka A0/KHA NPOBOAUTLCA Npu Tpebye-
MbIX YCNOBUSAX OKpyxXatoleii cpefbl.

17.5 CtabunbHOCTb

17.50 [Onsi NOATBEPXAEHUs! YCTAHOB/IEHHbIX CPOKOB TOAHOCTH WM AaTbl NMOBTOPHONO KOHTPO/IS UCC/Ief0BaHUs Mo
CTabUNBbHOCTM [OJIKHBI MPOBOAUTLCS B CAlyyasix, eciiv AGC Uiv NpoOMeXyTOUHbIN MPOAYKT NepeynakoBbIBAIOTCS B YNAKOBKY
[,pYroro Tuna, oT/IMYalLLyoCsi OT UCMNOMb3YEMOA NPOU3BOAUTENEM.

17.6 Mepepava nHdopmaumu

17.60 Tpu peanusauunmn, XxpaHeHun, nepeynaxkoBke v nepeMapkupoBke NPOMeXyTOUYHbIX NpoaykToB unm A®C cne-
AyeT nepefasaTb 3aka3umkaMm BCIO MHOpmauuio, nosyyaemyto ot nponssogutens A®C nam npoMeXxyToUHbIX NPOAYKTOB,
KacawlLLylocst KayecTBa NpoAyKLMU 1 peLleHnii yNnoSIHOMOYEHHbIX OPraHoB, a Takxe nepefaBaTb NPOM3BOAUTENSIM UHOP-
Mauuio 0T 3aKa34mnKoB.

17.61 Tllpu peanusauuu, XpaHeHuun, nepeynaxkoBke v nepeMapkupoBke NMPOMeXYTOUYHbIX NpoaykToB unn A®C cne-
AyeT npepoctaBnAaTb NOTPe6bUTeNto HaumeHoBaHMe UCXOAHOro npounssoguTens A®C WM NPOMEXYTOUYHbIX NPOAYKTOB 1
HOMepa NocTaB/sAeMbIX Cepuii NpoayKLUN.

17.62 lNo Tpe60oBaHMIO yNOSIHOMOYEHHOIO OpraHa Ao/hxHa NpefocTaBNATLCSA nHopmMmauns 06 NCXOA4HOM NPOM3BO-
AvTene NpoMeXxyTo4HbIX NPoAykToB unu A®C. VIcXoAHbIA NPON3BOAUTENb MOXET MMETb KOHTaKT C YMNO/IHOMOYEHHbIM
opraHoM HeENocpeAcTBEHHO WU Yepe3 CBOUX NpeacTaBuUTeNel.

17.63 CnepgyeT cobntogaTb cneymnanbHble TpeboBaHMsA kK aHaNMTUYeCKUM nacnopTam, NpuMBefeHHble B nogpasgene 11.4.

17.7 PaboTa c peknamauymsamun n oT3biBamu

17.70 Bce nuua v opraHusauumn, cB3aHHble C peanu3auuneil, xpaHeHneM, nepeynakoBkoi W nepemMapKupoBKOW
NPOMEXYTOUHbIX NPOAYKTOB UM A®C. AO/MKHBI XPaHUTb MPOTOKOJIbI BCEX MOCTYNUBLLUX peknamauuii 1 0T3bIBOB B COOT-
BETCTBUM C pa3genom 15 HacToswero PykosoacTsa.

17.71 Tpu Heob6X04MMOCTW 3TWU NMuUa U opraHusauum BmecTe C npoussogutenem A®C WAM NPOMEXYTOYHOro
npoaykTa [O0/MKHbI paccMoTpeTb peknamauuio AN NPUHATUS pelleHus 0 AanbHeillwmnx AeicTBUSAX, B KOTOPbIX MOryT
y4yacTBOBaTb fpyrue norpebutenu (3akasHuiku), nonyyaswme aToT AGC M NpoMeXxyToUHbI NPOAYKT, YNONHOMOYEHHbI
OopraH UM BCe 3avHTepecoBaHHble CTOPOHbl. COOTBETCTBYIOLLE/ CTOPOHON [OJ/HKHO ObiTb MPOBEAEHO paccnefoBaHue
c/yyas peknamauuu uam oT3biBa, pesysibTaTbl KOTOPOro 0hoPMAAITCA AOKYMEHTasIbHO.

17.72 Ecnu peknamauus kacaeTcsa npoussogutensa A®C uim npomMexyTo4yHoro npoaykra, NpoToKo/1 paccsieoBaHuns
[OJIKEeH cofepxartb /obble faHHble, NoyYeHHble OT 3TOro npoussoanTens A®C nnm NPoMexyToYHOro npoaykra (B T. Y.
faTty 1 Heo6XxoAnMY UHopMaLmio).

17.8 Pab6ota c Bo3BpaTamu

17.80 Pa6oTa c BO3BpaToM NPOAYKLMWM AO/HKHA NPOBOAUTLCS B COOTBETCTBMM C NYHKTOM 14.52 HacToswiero
PykoBogcTBa. Bce nuua u opraHusauumn, cBs3aHHble C peanusauneil, XxpaHeHUeM, nepeynakoBkoi U nepemapkupoBKoi
NPOMEXYTOUHBIX NPOAYKTOB M ADC, LOMKHBI BECTW JOKYMEHTALMIO N0 BO3BPALLEHHbIM ADC 1 NPOMEXYTOUHBIM NPOAYKTaM.

18 A®C, npon3BognMble NyTeEM KY/IbTUBMPOBAHUA KNeTOK (hepMeHTaLunn)
18.1 O6wumre nonoxeHuns

18.10 B HacTosLleM pasfene NpuBeAeHbl CneunanbHble npasuia NpousBoACTBa U KOHTPoNA kavectBa A®C wan
NPOMEXYTOUHbIX NPOAYKTOB NyTEM Ky/IbTUBMPOBAHUSA ((hepMeHTaLNM) KNeTOK C UCMO/b30BAHNEM NPUPOAHBIX UIN PEKOM-
6UHAHTHbIX OPraHN3mMoB, KOTOPble He Obln B A0/KHOW Mepe OTpaKeHbl B NpeAblAyWwnx pasgenax. OToT pasfen Henb3s
OTAENNTbL OT 06LLEero coAepXaHna aHHOro okyMeHTa. Bece TpeboBaHus, yNOMSAHYTb» B HACTOALEM CTaHAapTe, ocTalTcs
B cune. CnegyeT 06patuTb BHMMaHWe Ha TO. 4TO MPUHLMMALI (DepMeHTaLMn AN «K1acCUYeCcKnX» NPoLLeccoB MoyvyeHuns
HU3KOMOJIEKYIAPHBIX COeAVHEHWIA N NPOLLECCOB, UCMOMb3YIOLWNX PEKOMOUHAHTHbIE 1 HEPEKOMOBUHAHTHbIE OpraHU3Mbl 45
nonyyeHns 6enkoB U/mwnu NoOAMNENTUAOB, OANHAKOBbI, XOTA NPV 3TOM YPOBEHb KOHTPO/S 3TUX MPOLECCOB byAeT pa3nuny-
HbIM. TakT, rge 37O UMeeT 3Ha4yeHue, B [JaHHOM pa3fefie ykasblBaeTCA Ha 3TV pasnimuusa. B Lenom ypoBeHb KOHTPONA
61OTEXHONIOTNYECKNX MPOLECCOB, WCMOMb3yeMbIX A/18 NMPOM3BOACTBA 6E€/KOB M MOAUNENTUAOB, JO/KEH 6biTb 6onee
CTPOrUM, YEM KOHTPOJIb HaJ, KNaccuyeckmmmu npoueccamm epmeHTaunn.

18.11 TepMuWH «BUOTEXHOMNOTMYECKUI NPOLLECC» OTHOCUTCS KUCMO/Ib30BaHMWIO KTIETOK UM OPraHU3MOoB, KOTopble ANs
npoussoacTea A®C 6binK NOAyYeHbl UM MOANPULMPOBAHbLI C UICNO/Ib30BaHWEM PEKOMOUHaHTHOW AHK. rmbpuaomHoit nam
Kakoii-nn6o apyroii TexHonorun. A®C. npomssegeHHble 6UOTEXHONOIMYECKUMN MeToAaMU, 06bIYHO NpeACcTaBAT co60i
BbICOKOMOJIEKY/IIPHbIE COeANHEeHUs, Takme Kak 6enkn v nonmnenTuibl, 415 KOTOPbLIX B 3TOM pasfefie npusedeHbl cneym-
thnueckne Tpe6oBaHNa. C UCNONb30BaHWEM TeXHONOrun pekoMbruHaHTHOW IHK MoryT 6bITb Takxe NnpounsBefeHbl HeKOTo-
pble A®C C HU3KMMMN MOIEKYNIAPHBIMW MaccamMmu, HanpumMmep, aHTUBUOTVKN, aMUHOKUCNOTbI, BUTAMWHbI U YrNeBofbl. YPOBEHb
KOHTpONs 3a Takumu A®C cooTBeTCTBYET NpaBuiam, NPUMEHSEMbIM 19 Knaccuyeckoli thepmeHTaumm.

18.12 TepMuH «kiaccmyeckas pepmeHTaumsa» OTHOCMTCS K npoueccam, UCMob3ylWwnm ansa npounssogctesa A®C
MUKPOOPraHn3Mmbl, CyLLecTByOLMe B NpUpoge UM MoanMULMpOBaHHbIe TpaAULMOHHBIMU MeToAaMu (paguauuneit, XuMu-
yeckum mytareHesom). AP C. nosyyaeMble METOAOM «KNacCM4ecKkol hepmeHTaunm», 06bIYHO ABASOTCSA HU3KOMOEKYNap-
HbIMW COeAVHEHUAMU, TaKUMWN KaKk aHTUBMOTUKN, @MUHOKUCIOTbI, BATAMUHbI 1 YT1E€BOAbI.

18.13 MonyueHne A®C 1 NPOMEXYTOUHbIX MPOAYKTOB M3 Ky/NbTypbl KNETOK UM MeTOAOM hepMeHTaLnmn BkIoyaeT
B ce6s Takue 6uonormyeckme Npouecchl, kak KynbTUBMPOBaHWE KMETOK WAN 3KCTPAKLMSI U OYNCTKA BELLECTB W3 XUBbIX
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opraHusmoB. CnegyeT 06patuTb BHMMaHWe Ha TO. YTO MOTYT CyllecTBOBaTb M AOMNOJIHWTE/IbHbIE CTagumn (Hanpumep,
hu3mKo-xummnyeckas MoanmnKaLmns), KoTopble ABAIOTCA YacTbio TEXHO/IOTMYECKOTO npoLecca. Micnonb3yemblie NCXOAHbIe
matepuansl (MUTaTtesbHblie cpefbl, KOMNOHEHTbI bydiepa) MoryT o6ecneynBaTb BO3MOXHOCTb POCTa MUKPOOHbIX 3arpsa3He-
HWiA. B 3aBUCUMOCTV OT NPUPOAbl, MeToAa NPUroTOBAEHNA U Leneii ncnonb3osaHnsa A®C nan NpoMexyToyHoro npoaykTa
Ha onpejenieHHbIX CTagMax NPoM3BOACTBA MOXET NOTPe60BaTbCA KOHTPO/Ib MUKPOGHOrO, BUPYCHOTO 3arpsa3HeHns u/mnm
YPOBHS 3HAOTOKCUHOB B TaKO NpoayKLum.

18.14 Onsa obecnevyeHuns kavectsa A®C 1 NPOMEXYTOUHbIX NPOAYKTOB Ha BCEX CTAANAX NPOMN3BOACTBA AO/IKEH 6bITb
yCTaHOBNEH Hagnexalnin KOHTPob. Tak Kak 3To PyKOBOACTBO HauMHaeTCcsi CO cTagun KynbTUBMPOBAHWUA kneTok (dep-
MeHTauuu), npegbigyuime ctagum (HanprMep, nogaepxaHvie 6aHka knetok) 40/HKHbI MPOBOANTLCS NMPU HANUYUN HaANexa-
L|ero BHyTPUNPOM3BOACTBEHHOIO KOHTPONA. HacTosiwee PykoBOACTBO OXBaTbiBaeT NPoOLEcc KybTUBMPOBaHNA (hepmeH-
Tauum) KNeTtok ¢ MOMeHTa, korga M3 6aHka KMNeTok MocTynaeT eMKOCTb C Ky/bTypoil KNeTok /1S WCNONb30BaHUA B
Npou3BOACTBE.

18.15 [ns cBefeHWs pucka 3arpasHeHWs K MUHUMYMY cnegyeT Mcnonb3oBaTb Heobxoaumoe obopypoBaHue u
NpOBOAUTL KOHTPO/b OKpyXatoLeli cpedbl. Kputepum npnemnemMocTu kayectsa W NeproAnyYHOCTb NPOBEAEHUA KOHTPOAS
oKpy>KatoL et cpefibl 3aBUCAT OT TEXHOOTMYECKOW CTafuK 1 yCNOBUIA Npon3BoAcTBa (OTKPbITas, 3akpbiTas Wan 3aMkHyTas
cuctema).

18.16 B LenoM, TeXHONOrMYECKNA KOHTPOSb JOMKEH YUNTLIBATD!

- nopgepxaHve B paboyem COCTOSHUM paboyero 6aHka KIeTokK:

NpPaBU/IbHYIO VHOKY/IALMIO N pasBuUTUE KyNbTypbl K/IETOK;

KOHTPO/Ib KPUTMYECKNX pabounx napameTpoB BO BPeMs hepmMeHTauun' KybTUBUPOBAHNSA KEeTOK;

HenpepbIBHbLIA KOHTPO/b MpoLecca pocTa KNeTok, UX XU3Hecnoco6HOCTH (N9 60/bWMHCTBA NPOLECCOB KyNbTU-
BMPOBAaHMWSA KNETOK) U NPOAYKTUBHOCTY;

- MeToAMKM cbopa M OUMCTKW, MPW KOTOPbLIX MPOUCXOAWT yAaneHue KneTok, kNeTo4yHoro gebpuca n KOMNOHEHTOB
nuTaTenbHOW cpefbl C OAHOBPEMEHHOI 3alMTON NPOMEXyTO4YHOro npogykta unm A®C oT 3arps3HeHus (B YacTHOCTH,
MWKPOGMONOrMYECKOro xapakrepa) 1 noTepu kauyecTsa;

- HenpepbIBHbIA KOHTPO/Ib MUKPOGHOTO 3arpsi3HEHUS U, NPU HEOBXOANMOCTU, YPOBHSA 3HAOTOKCMHOB Ha onpeaeneH-
HbIX CTaAunAX NPou3BOACTBA, U

- BOMPOCHI 3aLNTbl OT BUPYCHOTO 3arpsi3HeHWs, OnMucaHHble B COOTBETCTBYIOLLE/ HOPMATUBHON AOKyMeHTauun
(PykoBoacTtBe ICH Q5A nK3yecTBo 61MoTexHONOrMYeckux npoaykros. OueHka 6e30nacHOCTM BUPYCHOrO 3apaXeHus 6uo-
TEXHOI0TMYECKNX NPOAYKTOB, MPOU3BEEHHbIX U3 KIIETOK HE/IOBEYECKOTO MXXNBOTHOIO MPOUCXOXAEHUSA» (Q uality o fBiotech-
nologicalProducts: ViralSafety Evaluation ofBiotechnology Products Derived from CellLines of Human orAnimal Origin)).

18.17 [JomkHO 6bITb NOKa3aHO yAaneHne octaTkoB cpefbl, 6e/1KOB KNeTKU-X0351MHa, ApYrux npumeceii n sarpssHe-
HWiA. CBA3@HHbIX C TEXHO/IOTMYECKMM MPOLLECCOM.

18.2 MNopaepxxaHue 6aHKOB K1ETOK U BefeHe NPOTOKOM0B

18.20 JocTyn K 6aHKaM KNeToK Ao/HKEH 6bITb OrpaHNYeH NnLamMm, UMeLMMK Ha 3TO NOSITHOMOUUS.

18.21 BaHKM KNeTOKAO/KHbI XPaHUTLCS B CNeLnanbHo pa3paboTaHHbIX YC/I0BKAX, 0becneynBaloLmx nogaepxanme
XWN3HECNoCco6HOCTM 1 NpefoTBpaLLaloL X 3arpsa3HeHne KeTok.

18.22 CnepgyeT BeCTU M COXPaHATb MPOTOKO/Ibl UCMOMb30BaHNA 06pa3L,0B 3 6aHKOB KNETOK U YC/IOBUS UX XPaHEHNS.

18.23 BaHKu KNeToK4O0/KHbI Mepnoanyeckn NpoxoanTb KOHTPO b NPUTOAHOCTU UX UCMOJIb30BAHMUSA.

18.24 Bonee nogpobHasa nHdopMaLuus no cofepXaHno 6aHKOB KNETOK U3/10XeHa B COOTBETCTBYIOLLLEN HOPMATWB-
Holt pokymeHTauun (PykoBoacteo ICH Q5A «KauecTBo GMOTEXHONOIMYECKMX NPOAYKTOB. BblAeneHne 1 xapakTepuctuka
KNeTOUHbIX Cy6CTPaToB, MCMO/b3yeMbIX AN NPOU3BOACTBA GUOTEXHOMNOMMUYECKNX/6MONOrMYEeCcKNX NPOAYKTOB» (Q uality of
Biotechnological Products: Derivation and Characterization of CeltSubstrates Used for Production of Biotechnological/Bio-

logical Products).,

18.3 KynbTuBupoBaHue kneTok (pepmeHTaumsa)

18.30 3akpbiTble CUCTEMbBI CriegyeT NPUMEHNATb, N0 BO3MOXHOCTU, B TeX C/yyasx, korga Heobxogmmo Ao6aBnsATb
KneTouHble cybcTpaThl, cpefbl, 6ydep 1 rasbl B acenTUYecknx ycnosuax. Ecnu nepenyHas MHOKyNsUMA, nocneayownii
nepeHoc unm gobasku (cpegbl, 6ydep) Npon3BoAATCA B OTKPbITLIX COCYAax, A1 CHUKEHUS puCKa 3apaXKeHns [O0/KHbI ObITb
pa3paboTaHbl N NPUMEHATLCA COOTBETCTBYIOLLME METOANKNA U KOHTPOSIb.

18.31 Ecnm Mukpob6HOe 3arpsisHeHne MOXeT okasaTb BMAHUE Ha kavyecTBO ADC, MaHUMyAALUN C UCNOMb30BaHNEM
OTKPbITbIX COCYAOB CrnefyeT NPOBOAMTbL B CTEPWU/IbHbIX GOKCax WU APYrMX yCTpoicTBax, o6ecneynBaloWmnx KOHTPONb
YCNOBUIA OKpyXatoLei cpeapl.

18.32 Mpu paboTe c KynbTypamu K1eTOK nepcoHan Ao/KeH OblTb OfeT B crneuuanbHyo ofexay u cobnioaartb
cneuuasnbHble Mepbl NPeAoCTOPOXHOCTH.

18.33 CnepayeT NnpoBOAUTL HENPEPLIBHBIA KOHTPO/b KPUTUYECKMX paGounx napaMeTpoB (HanpumMep, Temneparypsbl.
pH. ckopocTu nepemelunBanus, fo6aBneHNs rasos, 4aBfeHNs), KOTOPbIA NO3BONSET rapaHTMpoBaTb COOTBETCTBUE YC/0-
BUIA yCTAHOB/IEHHBIM NapamMeTpam npouecca. CrnefyeT Takxe NOCTOSHHO KOHTPOIMPOBATbL POCT KNETOK, XXN3HECNOCOBHOCTb
(ans 60onblIMHCTBA KYNbTUBMPYEMBIX KNETOK) W WX MPOAYKTUBHOCTb. B 3aBMCMMOCTM OT Tuna npouecca Kputuyeckue
napameTpbl MOTYT U3MEHATLCS, @ B C/lyyae knaccmyeckoin hepmeHTaLmnm HekoTopble napaMmeTpbl MOXHO He KOHTPOIMPO-
BaTb (Hanpumep, XN3HeCNoCO6HOCTb KMeTOK).
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18.34 O6opygpoBaHve, ucnonb3yemoe AN Ky/bTUBMPOBaAHUA KNETOK, NOC/Me OKOHYaHusA npouecca A0/MKHO ObiTh
oumnLLeHo 1 cTepunnsosaHo. O6opyaoBaHve AN NPoBeeHNsa PepMeHTalLnmn Takxe AO/HKHO ObiTb OUMLLEHO, fe3UHpULK-
POBaHO WM CTEPUIN30BAHO.

18.35 [ns npefoTtspalleHns He6naronpuATHOroO BMAHUA Ha kavyecTBo ADPC criegyeT CcTepunnsosBaTb cpefbl Ky/lb-
TUBUPOBAHUA NepPe[ UCNosb30BaHUEM.

18.36 MeToauku 06HapY>XeHUs 3arpsA3HEHNS U MPUHATAA COOTBETCTBYIOLMX MeP AO/KHbI 6bITb 0POPMAEHbI AOKY-
MeHTaNbHO. K HAM OTHOCATCA MeTOAWKW OnpefenieHns BANSHNUA 3arpsasHeHns Ha NpoayKuuio, MeToabl 04MCTKM 060pyao-
BaHUsi U NnpuBefeHne 060pyJ0BaHNSA B COCTOSIHWE TOTOBHOCTU ANA fasibHeLWero ncnonb3oBaHuns. MocTopoHHWE MUKPOOP-
raHn3mbl. 06HapyXeHHble B Xo4e npouecca hepmeHTauuu, Oo/MKHbI 6bITb MAEHTURULMPOBAHbI, & BAUSIHNE UX Ha KauecTBO
NPOAYKLMM [LOMKHO 6bITb OLeHeHO. Mpu peleHnn Bonpoca o cyabbe nponsseAeHHON NpoayKLMN pe3yibTaTbl TaKUX OLEHOK
[OJIKHBI NPUHUMATLCA BO BHUMaHWe.

18.37 TpOTOKO/bI O C/yyaax 3arps3HeHns crenyet XpaHuTb.

18.38 llocne o4YNUCTKM YHMBEpCasbHOro 060pyAO0BaHUA MexAay Luknamu npousBOACTBa PasMyHOV NpoayKuun
MOXeT noTpeboBaTbCA NPOBeAeHVE AOMONHUTE bHbIX UCMbITAHUA C LLe/Tbi0 CHYUXKEHUSA pUCKa NMePeKPeCcTHbIX 3arpsa3HeHuii.

18.4 Co6op, BblJeNleHne N oUncTKa

18.40 Onepauyun no cbopy martepuana (yganeHue KNeToK WAN KNETOYHbIX KOMMOHEHTOB WIN COOpP KMeTOUHbIX
KOMMOHEHTOB MOC/e paspyLleHns KNeTok) AO/MKHbI NPOBOAMTLCA Ha 060pyJOBaHUMM U B 30HaX, MPOEKT (KOHCTPYKLMSA)
KOTOPbIX AO/DKEH NpeAycMaTpuBaTh CHUXKEHNE pUCKa 3arpAa3HeHns 40 MUHUMyMa.

18.41 CnepyeT pa3paboTaTb METOAMKM CO0PA M OUNCTKN, MPUBOAALLME K YAATEHNIO AN UHAKTUBAL MU OPraHN3MOB-
NpoAyLEeHTOB. KNeTOYHOro Aebpuca N KOMNOHEHTOB cpedbl (OKa3biBalOLWMX NPY 3TOM MUHUMaNbHOE BUSAHWE Ha Aerpaja-
LMo, 3arps3HeHne 1 NoTepl kadvecTsBa) M rapaHTUpylolive BbIXOA MPOMEXYTOYHOro npoaykta n A®PC Hagnexalliero
KayecTBsa.

18.42 MMocne ncnonb3oBaHWs 060pyfoBaHWe [O/DKHO ObiTb OYMLWEHO U Ae3MH(MLMPOBAHO B YCTaHOB/IEHHOM
nopsgke. Mpon3BOACTBO HECKO/IbKMX NOCeA0BaTe IbHbIX CEpUii NPOMeXyTo4HOro npoaykta n A®C 6e3 NpomMeXxyTouHol
04NCTKM 060pPYyAOBaHMA [ONYyCKaeTCsa TO/IbKO B TOM C/lyyae, eCc/iv 3TO He OKa3biBaeT BANAHWA Ha UX KayecTBO.

18.43 Tlpn MCNONb30BAHMMN OTKPbITbIX CUCTEM OYMUCTKA A0/KHA NPOBOAUTLCA B YCNOBUSAX, 06ecneymnBaloLmnx coxpa-
HEHMe KayecTBa NpoayKumn.

18.44 Ecnu o6opypoBaHue ucnonb3yeTca ANA NPOM3BOACTBA HECKONbKUX BUAOB MPOAYKUUN, MOTYT NPUMEHSITLCA
[ONONHNTE NbHbIE BUAbI KOHTPOA, Takme Kak UCNosib30BaHue crneunanbHbliX XpomaTorpaduyecknx CMos WA nposegexHne
[ONOSTHUTENbHBIX UCMbITAHWIA.

18.5 YpaneHvie BMpycoOB (CTaguun nHakTusaumm)

18.50 Bonee nonHaa mHopmauma gaHa B PykosogctBe ICH Q5A «KauyecTBO 6MOTEXHOMOTMYECKUX NPOAYKTOB.
OueHka 6e30NacHOCTM BUPYCHOMO 3apaXeHns 6MOTEXHOMOTMYECKNX MPOAYKTOB, NPOU3BEAEHHbIX U3 KNETOK Ye/T0BEYEeCKOro
N XXMBOTHOIO NMPOUCXOXAEHUA» (Quality of Biotechnological Products: Viral Safety Evaluation of Biotechnology Products
Derived from CellLines ofHuman or Animal Origin).

18.51 Craauv yganeHus v UMHaKTMBaLUW BUPYCOB ABMAOTCA KPUTUYECKUMU A1 HEKOTOPbIX TEXHO0rMYeCKUX
npoLeccoB 1 A0/HKHbI NPOBOANTLCA B paMKkax napaMeTpoB, YCTAHOB/IEHHbIX NPW UX atTecTauymmn (Banvgaumm).

18.52 CnepyeT npegycmatpusaTb Mepbl NPeAOCTOPOXHOCTM ANA NpefoTBpalleHns NoTeHUUanbHOro 3apaxeHus
BMpyCaMu, HaunHas co CTaAnii 40 1 nocne yaanenms (MHaktueauumn) Bupycos. OTKpbiTas 06paboTka A0/MKHA BbINOMHATLCA
B 30HaX, OTAE/IeHHbIX OT APYrMX TEXHONOTMYECKMX onepaLumnii  UMeloLwnx OTAENbHYI0 CUCTEMY BEHTUNALUN.

18.53 Kak npaBuio, ANS pas/MyHbiX CTaAuii OYMCTKM He MCNofb3yeTcs OA4HO U TO Xe obopygoBaHue. Ecnm
obopyAoBaH/We UCMOMb3yeTcs ANA pasHblX CTafuii OYNCTKM, nepef NMOBTOPHbIM MWCMO/Ib30BAHWEM OHO [O/MKHO 6biTb
OYVLLEHO U Ae3UH(ULNPOBAHO COOTBETCTBYIOWMM 06pasom. CnegyeT npeAgnpuHUMaTth Mepbl, NpegoTBpalianLme nepe-
HOC BMPYCOB C NpeablayLymx ctaguii (Hanpumep, Yepes 060pyAoBaHNe UM OKPYXatoLLyto cpeay).

19 A®C. npepHa3HayYeHHble AN1A NPOBEAEHUS KNUHUYECKUX UCCNefoBaHWNiA

19.1 O6ume nonoxeHmsa

19.10 Mpwu npowusBofcTBE HOBbIX A®C, UCNOMb3yeMbIX AN NPOBEAEHUS KIUHUYECKUX UCCNefoBaHWin npu umx
paspaboTke, MOTYT NPYMEHSATLCS He BCe BUAbl KOHTPOS, PACCMOTPEHHbIE B NpeAblAyLnx pasgenax gaHHoro PykoBoacTea.
B HacToswem pasgene npusefeHbl cneymnanbHble TpeboBaHns k aTum APC.

19.11 KoHTposnb npu npoussoacTBe A®C. npeAHasHauYeHHbIX 4158 KITMHUYECKUX UCCe0BaHUiA, AO/HKEH COOTBETCT-
BOBaTb TOl cTaauu pa3paboTkM NeKapCTBEHHOro CPeACTBa, B COCTAaB KOTOPOro OHa BXoAWT. MeToAbl Mpou3BOACTBA U
KOHTpONs kayecTBa Taknx AP C f0/1KHbI 6bITb JOCTATOYHO TMOKMMY A5 TOTO, YTO6bI NPefyCMOTPETb U3MEHEHWS, BHOCUMbIE
B HMUX NO Mepe MNOJlyYeHNs HOBbIX 3HAHWIA O TEXHONOIMYECKOM MpoLecce U NPOABMKEHUN NleKapCTBEHHOIO CpeAcTBa C
LOKMUHUYECKUX CTaANIA K KTMHUYECKUM CTaMAM nccnefoBaHuii. Ecnu paspaboTka nekapcTBEHHOro npenapara gocturaet
cTaguun, Ha kotopoli aTa A®C npou3BoAaUTCS AN NPYMEHeHUs B NieKapCTBEHHOM npenaparte, npegHasHayeHHOM Ans
NPOBEAEHNS K/TMHUYECKUX UCC/IeA0BaHNIA, NPON3BOAMTENN AO/KHBI FTApaHTUPOBATh, YTO NMPOU3BOACTBEHHbIE MOLLHOCTH,
COOTBETCTBYIOLLME METOAbl NPOM3BOACTBA U KOHTPO/A NO3BOMAKT rapaHTUpoBaTb kayecTBo 3Tol ADC.
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19.2 KauecTBO

19.20 K npoussoacTtBy A®C. npegHasHayeHHbIX 415 UCMONb30BaHWA NPV NPOBEAEHNN KIMHUYECKUX NCCIef0BaHW,
[O/MKHbI NPUMEHATLCA Tpeb6oBaHNA HACTOALLEro cTaHjapTa ¢ Hajgnexallei npoueaypoii Bblgaun paspeLlleHns Ha peanu-
3aUM0 Kaxgon cepun.

19.21 [OnsA Bblgayn paspelleHus Ha peanunsauuio UM OTKNOHEeHWe KaxAoi cepum APC. npefHasHauvyeHHoNR Ans
MCMNOMb30BaHNA B KNIMHNYECKUX NCCNefoBaHNAX, AOKeH(bl) 6bITb 06pa3oBaHbl) oTAesn{bl) KOHTPONSA KauyecTBa, He3aBuUCK-
MbliA") OT NPOM3BOACTBA.

19.22 OtgenbHble paboTbl MO NPOBEAEHUIO KOHTPOS, OObIYHO BbINOIHAEMbIE OTAE/I0M(aMWN) KOHTPO/IA KavecTsa,
MOTYT NPOBOANUTLCA B APYTUX NojpasfeeHnsx.

19.23 MeponpusiTUa NO KOHTPO/O KayecTBa AO/KHbI BKAOYATh B cebs npoBefeHne KOHTPOIS UCXOAHbIX U ynako-
BOYHbIX MatepuasnoB, a Takke NMPoMeXyTOUHbIX NPOAYKTOB 1 ADC.

19.24 CnepyeT NpoBOAWTL OLIEHKY M06bIX 3aTPyAHEHWIA, CBA3AHHbIX C NPON3BOACTBOM 1 KAYECTBOM NPOAYKL UK.

19.25 Mapkuposka APC. UCNONb3YEMbIX B KTMHUYECKUX UCCIEA0BAHUAX, [O/KHA KOHTPOIMPOBATLCS YCTAHOB/IEH-
HbIM 06pa3oM 1 cofepxaTb MH(OpMaLMIo 0 TOM. YTO 3TO BelecTBO NpeAHasHa4YeHo ANS UcCnefoBaTebCkux Lenei.

19.3 O6opyaoBaHue

19.30 Mpu npoBegeHUn Bcex CTaguil KIMHUYECKUX pa3paboTok (B T. Y. NPX UCMOL30BAHWUM OMbITHLIX Y4aCTKOB UK
na6oparopuit) Ana npomssogcTea A®C, NpefHa3HAUYEHHbIX A1 UCNOb30BAHUS B KIMHUYECKUX UCCNeA0BaHUAX, AO/MKEH
6bITb YCTAHOBMIEH MOPSIAOK NPOBEAEHUS KaNUMBPOBKM M OUNCTKM 060PYJ0BaHUSA M METOAWKA OLEHKU ero COOTBETCTBUS
CBOEMY Ha3HauYeHuo.

19.31 MeToAMKM MO NCMNONb30BaHMI0 060PYA0BAHNS [O/MKHbLI FapaHTUPoBaTh, YTO Npu pa6oTe C MaTepuasiaMmu puck
3arpsi3HEHNsI U NEePEKPECTHOTO 3arpsi3HEHNUsT MUHUMAIIEH.

19.4 KOHTpPO/Ib UCXOAHbLIX MaTepuanos

19.40 VcxoaHble matepuansl, npumeHsemble Ans npoussogcTsa APC. npefHasHauyeHHbIX AN1A UCNONb30BaHUA B
KTMHUYECKNX MCCNef0BaHNAX, [O/MKHbI OLeHWBaTbCS MyTeM MPOBeAEHWS UCMbITaHWA UAM NocTynatb C aHaIMTUYECKUM
nacnopTom MocTaBLiMKa U NPOBEPATLCA Ha NOA/MHHOCTb. AHANUTUYECKU A NacnopT nocTaBLyMKa AOCTATOYEH ANSA NOA-
TBEPXAEHUA KayecTBa marepuana, npeAcTaBAloLero onacHoCTb.

19.41 B HeKOTOpbIX CyyYaax NpUrogHOCTb UCXOAHOr0 MaTepuana nepej ero MCnosib3oBaHneM MOXeT 6biITb 060CHO-
BaHa He TOJIbKO pe3y/ibTataMu aHa/IMTUYeCKOro KOHTPO/IA, HO U MyTeM NPOBeAeHUs Me/lkoMaclTabHbIX peakuymin (Hanpu-
Mep. NPOBEPKOW NPUroAgHOCTY).

19.5 Mpoun3BoACTBO

19.50 Xopa npousBoscTBa A®C. npeaHasHaueHHbIX A4S UCMOb30BaHUSA B KNMHUYECKUX UCCef0BaHUAX, JO/KEH
6bITb 3aPErMCcTPMPOBaH B1a6OPaTOPHbIX XypHanax, NPOTOKOIax Cepum U ApyruMm cpeacTeamm. ST AOKYMEHTbI LO/DKHbI
BK/OYaTb B cebsa MHopMauuio 06 MCNofb30BaHUM TEXHONOTMYECKUX MaTepuasioB, 060PYA0BaHUN, TEXHOOTNYECKOM
NPOLECCE W HayUHbIX HAGMIOAEHUSX.

19.51 Oxwupaemble BbIXOAbl NPOAYKLMM MOTYT pasninyatbes 6osiee 3HAUUTENbHO W 6biTb MeHee onpeAeneHHbIMY,
UeM OXuaaemble BbIXOAbl MPOAYKLMM MPOLECCOB, BbIMOJIHAEMbIX B NPOMbILIIEHHOM MacwTabe. HeT Heo6xoanmMocTu
NPOBOANTL U3yUYeHUEe PA3NINYUS BbIXOLOB NPOAYKLMM.

19.6 ATTecTaumna (Banmgauma)

19.60 Kak npasuno, He TpebyeTcsa nNpoBoAuTb aTTecTauuio (Banugaumio) npoyecca npounssogctsa A®C. npefHa-
3HaYEHHbIX 419 UCNOb30BaHUS B KNIMHNYECKNX UCCNEef0BaHUAX, eCIM NPON3BOANTCA ofHa cepust AGC unu ns-3a nsmeHe-
HWIA. BHOCUMBbIX B TEXHO/IOTMYECKMiA npoLecc npu paspabotke APC. noBTopeHne cepuii ABNSETCA 3aTPYAHUTENbHBIM UAN
HeTo4HbIM. B aTOT nepuopg pa3paboTkn kayectso A®C obecneyrBaeTcs coYeTaHMEM KOHTPO/SA, KannbpoBKu (MOBEPKN) U
aTTecTauum o6opyaoBaHus.

19.61 AtTtecTauuio (Banupaumio) npouecca, B COOTBETCTBMM C pasfenom 12 HacToswero PykoBoacTBa, cnegyeT
nNpoBOAUTL ANA Cepuil, NpeAHasHa4YeHHbIX 419 peanusauuu, faxe ecnu Takne cepun NPOU3BOAATCSA Ha OMbITHOM WU
mMesnikomacwTabHOM Npou3BOACTBeE.

19.7 N3meHeHunA

19.70 N3meHeHUs BHOCATCS MO Mepe NpuobpeTeHus HOBbIX 3HaHWI U pocTa macwTaba npoussofcTBa. Kaxpaoe
M3MeHeHne B TEXHOMOrMK NPOU3BOACTBA, Cneundukaumax uan meToankax UCnbITaHUA JOMKHO 6biTb 3aperncTprpoBaHo
YCTaHOB/IEHHLIM 06pa3oM.

19.8 /labopaTOpHbI KOHTPO/b

19.80 HecmoTps Ha TO. YTO aHaNUTU4YeCKne MeTofbl, UCNOMb3yeMble A/1 OLeHKN Kadectsa cepum A®C. npegHa-
3HAYEHHOTo AN KNUHUYECKNX UccnefoBaHWii, He MoryT 6biTb aTTecToBaHbl (BasMAMpPOBaHbl). OHU AOKHbI BbITh HAYYHO
060CHOBaHbI.

19.81 CnepgyeT UMeTb CUCTEMY XPaHEHUS apXMBHbIX 06pas3LOB BCex cepuii, obecrneynBaloLLyto XpaHeHe KaxAoro
13 apXuBHbIX 06pasLoB B JOCTATOYHOM KOMIMYECTBE W Hajnexallux YCnoBMAX B Te4YeHWe yCcTaHOB/IEHHOro nepuoga
BPEMEHU Noce NosyyYeHns paspelleHns Ha peanvsaumnto, 3aBepLlleHns KIMHUYECKOro NccnefoBaHnsa nan oT3biBa 3asBKu
Ha HOBOE /ieKapCTBEHHOE CPeACTBO.
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19.82 CpoK rogHOCTK 1 flaTta NOBTOPHOrO KOHTPO/IA, onpefenieHHble B nogpasgesne 11.6 HacToswero PykoBoacTea,
NpUMeHNMbI K cyliecTByowum A®C. npefHasHauyeHHbIM 415 UCMOb30BAHUA B KNMHUYECKUX UccneoBaHnsaX. 1A HOBbIX
ADC. HaxoaAWMXCA HA PaHHUX CTaAUAX KTMHUYECKUX UccnefoBaHnii, NonoxeHna nogpasgena 11.6. kak npasuio, npumMe-
HUMbI.

19.9 [lokymeHTaums

19.90 Cuctema [JOKyMeHTaLMu [O/DKHA rapaHTupoBaTb, Y4TO MHGOpPMaLUus, NoslyyeHHas B xofe pas3paboTku u
npoussoacTea APC. npeHasHa4eHHbIX 41 UCMO/1b30BaHNA B KNIMHUYECKUX UCCNEeN0BaHUAX, ODOPM/IAETCA OKYMEHTaslb-
HO A0/DKHBIM 06pa30M 1 AOCTYMHA /19 UCMONb30BaHMWS.

19.91 PaspaboTka 1 NpUMeHeHne aHaIMTUYeCcknx MeToAoB, KOTOPble UCNO/b3YITCA AN NOATBEPXAEHUA BbiNycka
cepun A®C. npefHa3HaYeHHOW 4159 KNNHNYECKUX UccnefoBaHunil, AO/MKHbI ObliTb 0hOPMAIEHbI JOKYMEHTANbHO.

19.92 Cnepyet pa3paboTatb 1 NPUMEHATbL NOPAAOK XpPaHEHUsi MPOTOKO0B NPOM3BOACTBA U KOHTPO/IA KavyecTsa u
[OKyMeHTauumn. 3TOT NopsAfoK JO/HKeH obecneynBaTb XpaHeHVe MPOTOKO0B U AOKYMEHTOB B TEYEHUE YCTaHOBIEHHOTO
nepuoja BpeMeHu nocse nosiy4eHns paspelleHns Ha peanmsanmnio, 3aBepLueHmns KTMHUYECKOro NccneoBaHuns uiv oT3bisa
3asBK/ Ha HOBOE SIeKapCTBEHHOE CPefCTBO.

20 TepMmuHbI 1 onpegeneHns

akTuBHasa papmaueBTuyeckasa cyb6ectaHumna (APC) (active pharmaceutical ingredient (API): /llo6oe BeliecTBo
VAN CMeCh BeLecTs, NpeAHasHauYeHHble A9 NPoM3BOACTBA /IeKapCTBEHHbIX CPeACTB, KOTOpble B NPOU3BOACTBE leKapcT-
BEHHOr0 CpeACcTBa CTAHOBATCA aKTWBHbLIM WHTPEeANEHTOM 3TOr0 IeKapCTBEHHOrO cpefcTBa. Takue BeljecTBa npegHasHa-
YeHbl 415 NPOSABNEHUs (DapMaKo/orMyeckoil akTUBHOCTU WM APYroro npsmoro addpekta npu AuarHocTuke, leveHun,
06/1eryeHnn CUMNTOMOB MK NpodmnakTuke 601e3HN UK NS BO3AEUCTBUSA HA CTPYKTYPY WU DYHKLMIO opraHusma.

atTecTauua (qualification): [lokymeHTanbHOE MOATBEPXAEHME TOro, 4To MeToAuka, npouecc, obopyaoBaHue,
marepuan uayM cucTtema CooTBETCTBYIOT 3aflaHHbIM TPeGOBaHNAM U UX UCNO/b30BaHNE faeT OXuAaemble pesysibTaTbl.

6uonornyeckas Harpyska (bioburden): YpoBeHb v TN (HanpvmMep, NaToOreHHbIX WU HENAroreHHbIX) MUKpoopra-
HM3MOB, KOTOPbIE MOTYT NPUCYTCTBOBATbL B UCXOAHBIX MaTepunanax, UCXoaHbix Matepranax A®C. NnpoMexyToUHbIX NPOAYK-
Tax unn A®C. Buonormyeckas Harpyska He paccmMaTpuBaeTcsa Kak 3arpsi3HeHune, ec/im ee YpoBHU He NpeBbILLaloT yCTaHOB-
NeHHble NpefesibHble 3HAYEHUS UM HEe NMPOUCXOAUT OGHAPYXEHUS onpeaeieHHbIX NaToreHHbIX MUKPOOPraHN3MoB,

Banupauunsa (validation): CUHOHUM TepMUHA «aTTecTauns».

BHYTPUNPOU3BOACTBEHHbIi KOHTPO/b (MIN TeXHONOTMYeckunii KOHTpPonb) (in process control (or process
control): KOHTPO/b, BbINONHAEMbI/i B XOA4€ TEXHONOrMYecKoro npoLecca ¢ Lenblo NPoBEPKM COOTBETCTBUS MPOMEXYTOu-
Horo npogykta unm A®C 3agaHHbIM Tpe6GoBaHWAM, MO pe3ysbTataM KOTOPOro MOTyT KOPPEeKTMpoBaTbCs napameTpsbl
TEXHO/I0rMYecKoro npotecca.

BCMoMoraTtenbHble cpeAcTBa (process aids): Matepuansi (3a UCK/TIOYEHNEM pacTBOpUTeseit), UCNO/b3yeMble Kak
fo6aBkn Npy NPOU3BOACTBE NPOMEXYTOUYHOro npoaykTa unn A®C. koTopble camu No cebe He y4acTBYIOT B XMMUYECKON
nnn 6ronornyeckoin peakuum (Hanpmmep, NOPOLLOK AN (PUNbTPOBAHUS, aKTUBUPOBAHHBIA Yronb U T4.).

BbIX0[, oxupgaemblii (yield, expected): KonmuecTtBo unm npoueHT TEOPETMYECKOTO BbIXxoA4a MaTepuana, oxuaae-
Mblii Ha Nt060I COOTBETCTBYIOLLEN CTafuM NPOWU3BOACTBA, OMpefesIieMblii Ha OCHOBaHWUWM AaHHbIX, NpefBapuTenbHO
Nnosly4YeHHbIX NPU NPOM3BOACTBE 3TOT0 MaTepuasna B 1a6opaTopHbIX, OMbITHbIX UM NPOMBbILUIEHHBIX YCOBUSX.

BbIX0[, TeopeTnyeckuii (yield, therotical): Konnuectso, koTopoe 6b1/10 6bI NONYy4YeHO Ha Nt060I COOTBETCTBYIOLLLEN
cTajuv Npov3BOACTBA, PacCUMTaHHOE Ha OCHOBE KOJMYECcTBa UCMO/b3yeMoro matepuana B npeanonaraembix yCnoBUaX
OTCYTCTBUA NMOOGLIX NOTEPb NN OLWNGOK NpK hakTMYeCKOM NPOU3BOACTBE.

flata NOBTOPHOTO KOHTpONs (retest date): [Jata NpoxoxeHns maTtepuasnoM NOBTOPHOW NPOBEPKX AN1A NMOATBEPX-
[leHNs ero NpUrogHOCTW ANA fasibHelillero ncnob3oBaHus.

3arpssHeHune (contamination): HexenatenbHoe BHeCEHWe NPUMECE XMMUYECKOro WM MUKPOGUOMIOrMYecKoro
NPONCXOXAEeHNA WAW NOCTOPOHHEro mMatepuana B WCXOAHbI mMaTepuan, NMpoMexyTouHblii npoaykt unm A®C B xoge
npou3BoACTBa, 0T6Opa NPo6, yNnakoBKkW MW NepeynakoBKkW, XPaHEHUs WAV TPaHCNOPTUPOBaHNN.

WHCTPYKUUSA, MeToAukKa, npoueaypa (procedure): lokyMeHT, cogepxaliunii ykazaHns no BbINONHEHNIO OTAE/MbHbIX
BMAOB onepauuii (Hanpumep, No OYNCTKE, NepeofeBaHunto, KOHTPOJIIO OKpyxatlleli cpefbl, 0T60pY Npo6, NPOBEAEHNI0
ucnbITaHWi, akcnayataunm o6opyfoBaHus), KOTOPbIA NPAMO WM KOCBEHHO CBA3aH C MPOM3BOACTBOM MPOMEXYTOYHOTO
npogykta nam A®C.

ncxofHblii matepunan A®C (API starting material): Cbipbe, NPOMeXyTouHbIli NnpoayKT unm A®C. KoTopble NCNOo/b-
3ytloTcs npu npousBoactee A®C u BHeApPAOTCS B CTPYKTypy ADPC B KauyecTBe CYLLECTBEHHOrO afieMeHTa. VcXofHbll
matepuan A®C MoxeT 6bITb NPOAYKTOM (MaTtepuasom), nosyyaembiM OT OAHOTO UK 6osiee NOCTaBLYMKOB MO KOHTPaKTy
(koMMepuyecKkoMy cCorfalleHunto), uan MaTepranom, Npon3BoAMMbIM Ha cCaMoM NpeanpuATUN. Kak npasuno, 4ns Npov3Boj-
cTBa A®C 1CNO/b3YIOTCA UCXOAHbIE MaTepuasbl C KOHKPETHBIMU XUMUYECKUMMN CBONCTBAMU 1 CTPYKTYPOIA,

kann6poska (noBepka) (calibration): Cm. 06w me TeEpMUHbI U onpegeneHns.

KapaHTuH (quarantine): CTatyc maTtepuasnos, W30/IMPOBaHHbIX (MU3NYECKUM WM WHbIM 06pa3oM Ha Bpems [0
BbIHECEHUA pelleHns 06 NX BbiMycke UN OTKIOHEHNN.

KOHTpONb kavyecTBa (quality control (QC): NMpoBeAeHne NPOBEPOK UK UCTIbITAHWI Ha COOTBETCTBME TpeBoBaHUSAM
cneunduKauymii.
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KpuTEPUW nMpuemnemocTn (acceptance criteria): YncneHHble npefesnbHble 3HAYEHUs, AnanasoHbl UNu apyrue
KpUTEPUMN, NPUMEHVMble A5 NPUeMa pe3y/ibTaToB WUCMbITaHWA.

KpuTuyeckuin (critical): OnpegeneHne ctagunii TEXHONOIMYECKOTO NpoLiecca, TEXHONOrMYecKknX ycnoBuii, Tpebosa-
HWiA NPy NPOBEAEHUN UCTIbITAHUA, APYroro CyLLecTBEHHOro napameTpa Wamn nyHkTa, KOTopblii credyeT KOHTPOMPOBAaTL B pamKax
npeABapuTeNibHO YCTaHOB/IEHHbIX KPUTEpWEB 415 rapaHTum cootBeTcTBus A®C TpeboBaHMAM CBOEN cneuudmkaumm,

nekapctBeHHas cy6ctaHuma (drug substance): CM. akTUBHYO hapMaLleBTUYeCKy cy6cTaHuuto,

nekapcTBeHHbI (MeguuuHcknii) npenapart (drug (medicinal) product): flosupoBaHHas hopMa nekapCcTBEHHOTO
cpefcTBa B NepBUYHOW OKOHYATENLHOW ynakoBKe, NpefHa3HauYeHHOW 4151 NPOAaXM.

maTepuan (material): TepMuH, ucnonb3yemblii AN onpefeneHns Cbipbsi (MCXOAHbIX MaTepuasios, peakTUBOB,
pacTBopuTeneit), TEXHO/IOTMYECKUX A06aBOK, MPOMEXYTOUHbIX MPOAYKTOB. A®PC. yNnakoBOUYHbIX U NMeYaTHbIX MaTepuasnos,

MaTou4HbI pacTBop (mother liquor): OcTaTouHas XMAKOCTb MOC/E NPOLLECCOB KpUCTanAn3auun 1 BblgeneHus.

MpumeyaHue — MaTouHblil pacTBop ITIOKET COAEPXaTb HENpPOpearnpoBaBLLIe MaTepuasbl, NPOMEXyTOUHbIe
npoaykTbl. AGC n/unm npuMecH B CyLLEeCTBEHHOM KOJIMYECTBe, a TakKe UCMOoNb30BaThCA A1 AasibHelweil 06paboTku.

MeToAuka atTecTaumm (Banugauum) (validation protocol): JokyMeHTanbHO 0DOPMEHHbIV NNaH, ycTaHaB/IMBal-
Wit nopagok attectaumn (Banmgaunm) n onpeaensiowmii KpuTepumn NPUeMIEMOCTH.

Hanpumep, meToguka aTTectauun (Banngaunm) TeXHONOMMYECKOro npotecca, KOHKPeTHO onpeaensioLLas TexXHon0-
rnyeckoe o6opygoBaHve. KpuTuyeckme TexHonornyeckme napameTpbl (paboune guanasoHbl), XapakTepPUCTUKN MPOAYKLUH,
0T60p Npo6, faHHble WCNbITAHUIA, KOTOpble AO/MKHbI GbiTb COBpaHbl, KOMYECTBO LWKIOB aTTectauuun (Banuvgauunv) n
npuemnemMble pesynbTaTbl UCMbITAHWIA.

Homep napTtuu (lot number): Cm. Homep cepun.

Homep cepun (naptun) (batch number or lot number): OnpegeneHHoe coueTaHune yudp, 6yKB U/Man CMMBOOB,
o6o3Havatllee ceputo Npoaykuun. Mo Homepy cepun MoxeT 6biTb MPOCAEXeH X044 NPOU3BOACTBA W peanusaunn 3Toin
cepum.

ob6ecneveHne kayectBa (quality assurance (QA): O6Lias COBOKYNHOCTb OpraHn3aLoHHbIX MEPONPUATUIA, MPOBO-
OVMBIX C Lenblo o6ecneveHust TpeGyemoro kayectsa Bcex A®C 1 nogaepXaHus CUCTeM KayecTBa Ha [O0/HKHOM YpOBHe.

otaen(bl) (cnyx6a) kayectsa (quality unit(s): OpraHusaLnoHHOe nogpasgeneHve, HesaBucumoe oT NPOU3BOACT-
Ba. KOTOPOE HeceT OTBETCTBEHHOCTL 3a 06GecneyeHre 1 KOHTPO/b KauecTBa, NpejcTassiouiee co60ii OTAebHbIe 0TAEe b
KOHTpONA 1 o6ecneyeHns KkayecTsa NM60 OAHO IMLLO WK TPYNMY, B 3aBUCUMOCTU OT pasmepa u CTPYKTypbl opraHusauuu,

oTk/oHeHue (deviation): OTcTyn/ieHNe OT yTBEPXKAEHHON MHCTPYKLUM UM YCTAHOB/IEHHOTO cTaHAapTa,

napTua (lot): Cm. cepuio.

nepekpecTHoe 3arpsisHeHune (cross-contamination): 3arpsasHeHne matepuana unu npoaykTa A4pyrum matepuanom
UN NPOAYKTOM.

nepepa6oTka (reworking): O6pa6oTka NPOMEXYTOUYHOro nNpoaykTa uin A®C. He y0BIeTBOPAIOLWMX TpeboBaHNAM
cTaHAapToB Unu cneuyndukaymii, ¢ NOMOLLbI0 OAHOTO WU HECKONIbKUX TEXHOMOTMYECKUX CTafuid, OTAMYaloLWmxcs oT
yCTaHOB/IEHHOIO TEXHO/IOTMYECKOro npoLecca, ¢ Lesblo Noy4yeHusi MPOMEeXyTOoYHOro npogykra uan A®C npuemaemoro
KayecTBa (Hanpumep, nepekpucTanansaumsa ¢ 4pyrum pacTBoputenem).

nosTopHas obpaboTka (reprocessing): MNoBTOpPHOe BBeAeHME NPOMEXYTOYHOro npogdykta unn A®C (B T. 4. He
yAoBneTBopsitowunx Tpe6oBaHmaM cneymdukalmii) B npoLecc 1 NoBTOPeHne CTagun KpUcTanansaumm unm apyroii cCootTseT-
CTBYIOLLEW CTafnn XMMUYeckoin nunn dusmnyeckoii o6paboTkn (Hanpumep, ANCTUANALKUK, uabTpaunumn, xpomaTtorpadgum,
13MesfibYeHNs), KoTopas ABSETCS YacTbio YCTAHOB/IEHHOTO TEXHOIOMMYECKOro npotecca. MpogokeHne TeXHONOTMYecKoi
cTafguu nocne TOro, Kak BHyTPUNPOM3BOACTBEHHbI KOHTPO/Ib NMOKa3asn, YTO OHa elle He 3aBeplueHa, cuMTaeTcs 4acTblo
TekyLero npowlecca Npon3BoACTBa U He paccMaTpuBaeTCs kak NoBTOpHas o6paboTka,

nognucek (cornacosaHue) (signature (signed): Cm. cornacoBaHue.

nogpsaunk (contract manufacturer): Mpon3BoguTenb, BbINOMHAOLWMIA HEKOTOPbIE NPOU3BOACTBEHHbIE OnepaLum
OT UMEHMN NepBOHaYaIbHOro NPON3BOAUTENS.

npumech (impurity): KOMNOHEHT, MPUCYTCTBYIOW M B MPOMEXYTOYHOM npoAykTe unn APC. KOTopbli ABNseTca
HeXenaTtesibHbIM /151 3TOr0 NPoAyKTa.

npoussofctBo (manufacture): Onepauun 1 BUAbI KOHTPONSA, CBSA3aHHbIE C 3aKYMNKOW MCXOAHbIX Matepuasnos, Ux
npuemkoii, 06paboTKOi, yNnakoBKOW, BbIMYCKOM B peann3auuio, XpaHeHneM n oTrpyskoin A®C.

NPOMEeXyTOUHbIi NpoAykT (intermediate): MaTtepuan, nonyyaemblii Ha cTagmax npomssogctea APC. KOTOpPbINA
npetepnesBaeT fanbHelillne MoeKyIApHbIE U3MEHEHUS UK OUNCTKY A0 TOTO, KaKoi MoxeT cuntaTbest APC. MNMpomexyTou-
Hble NPOAYKTblI MOTYT W He BblAeNATbCSA B KAUeCTBe YNCTbIX NPOAYKTOB.

MpuMmeyaHue — [laHHoe PyKOBOACTBO KacaeTCsi TO/IbKO NPOMEXYTOUHbIX NPOAYKTOB, MPOM3BOAMMbIX CO CTaguu,
sBnsoLelica (Mo MHEHUIO KOMNAaHUK), HaYasIok» NnpousBoAcTBa A®C.

pacTBopuTenb (solvent): HeopraHnyeckas unu opraHmyeckas XuAKocTb, UCNOb3yeMas B KaUeCTBE HOCUTENS ANs
NPUroTOBNEHUSI PACTBOPOB W/ CYCNEH3WIA NPU NPOM3BOACTBE NPOMEXYTOUYHOrO NpoAaykTa unm A®C.

cepusa (naptus) (batch or lot): OnpegeneHHoe KONMYECTBO MaTepMasnos, NPOM3BeAEHHbIX B OAHOM UM HECKOJTbKUX
TEXHONIOTMYECKMX MpoLeccax Tak. YTO MX MOXHO CUMTaTb OAHOPOAHbIMW B paMmKax YCTaHOB/IEHHbIX Npeaenos. Mpu
HenpepbIBHOM NPOU3BOACTBE NMOHATUE CEpUN MOXET OTHOCUTLCS K ONMPeAeneHHol YacTu NpoayKLun, XxapakTepnusyemoii
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OIHOPOAHOCTbI0. Pasmep cepun MOXeT GbITb YyCTaHOB/EH MO (DUKCUPOBAHHOMY KOMMYECTBY MPOAyKLUM TMGO Mo Konuye-
CTBY NPOAYKLUM, NMPOM3BOAUMOI 3a yCTaHOB/EHHbIN Nepunos BpeMeHu (415 Leneii HacToAWero NpuaoXeHus).

cucTtema c KOMMbIOTEPHbBIM yNpaB/ieHneM 1 KoHTponiem (computerized system): Cuctema, Bkaovarowas B cebs
BBO/ flaHHbIX, NX 3/1€KTPOHHYI0 06paboTKy 1 BbIBOA MHhOPMaLMK, UCNOMb3YEMOW A9 perncTpaunm nam aBTomaTnyeckoro
KOHTpONS.

cornacoBsaHue (noanucsb) (signed signature): Mognuch Nuua, BbINOMHAIOWETO KOHKPETHOe AelicTBUe nam o63op,
B BUJe COKPaLLEHHON WAn NOMNHOA haMuUann 1 MHULMANOoB, CAeNaHHOoW| OT PyKWU, IMYHON neyatn Uam aBTOpPU30BAHHON U
3allMLLEHHO 3/1eKTPOHHOI noanucy.

cocTaB npumeceli (impurity profile): OnucaHve MaeHTUHULMPOBAHHBLIX N HEMAEHTU(NLMPOBAHHbIX NMPUMecei,
npucyTcTeyowmnx B A®C.

cneyndukayns (specification): NMepeyeHb UCNbITAHUIA, CCbINOK HA aHANUTUYECKNE METOAUKN U COOTBETCTBYIOLME
KpUTEPUN NPUEMNIEMOCTU, YCTaHaBAUBAIOLWME YUC/IEHHbIE TPaHULbl, Anana3oHbl WU ApYrue KpUTepuu ANs yKasaHHbIX
ucnbiTaHnii. Cneyundukauna yctaHaBnmeaeT KpUTEPUM, KOTOPbIM A0/IXKEH COOTBETCTBOBATL MaTepuan Ans Toro, 4Tobbl ero
MOXHO 6bI/I0 NPUMEHATL NO Ha3HayeHuto. CunTaeTcs, 4TO MaTepuas CoOOTBETCTBYeT Tpe6GoBaHuUAM cneuudukanmmn, ecnm
NpU UCMbITAHUAX NO NPUHATLIM @aHAIMTUYECKUM MEeTOAMKaM OH YA0BNeTBOPSieT 3afjaHHbIM KpUTEPUSIM NpremaeMocTu (4ns
Leneit HacTosiLero NpuaoXeHusi. CM. Takke o6Lime TePMUHbI 1 onpeAeneHus).

cpokrogHocTu (expiry date or expiration date): [lata, nomewiaemas Ha ynakoBky/aTukeTky A®C. o603HavatoLwas
nepvof BpeMeHu, B TeYeH1e KOTOPOTo rapaHTupyeTcs coxpaHeHune cBoiicTB A®C B paMkax yCTaHOBMIEHHbIX cneuudukaLmii
Npu XpaHeHUn B onpeAeneHHbIX YCIOBUAX U NOCne KOTOPOoro fAaHHas A®PC He AO/KHA UCMNOoNb3oBaTbCA.

cbipbe (raw material): O6WMIA TepMUH, UCNOMb3yeMblii 4715 0603HAYEHNA WCXOAHbIX MaTtepuanos, peakTMBOB U
pacTBopuTeneii, npeAHasHa4YeHHbIX 419 NPOU3BOACTBA NPOMEXYTOUYHOro npogykra nam A®C.

TeXHONornyecknii KOHTponb (process control): CM. BHYTPUNPOU3BOACTBEHHbIV KOHTPO/b,

TexHonoruyecknin npouecc (production): Onepauuu, BkIYawLWme B ce6s NpUemMKy UCXOAHbIX MaTtepuanos, UX
06paboTKy, ynakoBKy 1 nonyyeHue rotoBoit AGC (419 Leneii HaCTOAWEro NPUIOXKEHUS).

ynakoBOUHbIi MaTepuan (packaging material): /llo60it MaTepuan, npefHasHaYEHHbI NS 3aWUTbl TPOMEXYTOY-
Horo npogykta unm A®C npu xpaHeHWn 1 TpaHCMOPTUPOBaHWUK (418 Leneii HacTOALWEero NPUIOXEHUs).

3TaNIoOHHbIV cTaHaapT, BTOpuUHbIA (reference standard, secondary): BeliecTBo yCTaHOBNEHHOTO KayecTBa u
YNCTOTbl MO pe3y/bTaTaM CpPaBHEHUS C MepPBUYHbIM 3TasIOHHbIM CTaHAAPTOM, WCNOMb3yeMoe B kayecTBe cTaHAapTta
CpaBHEHUWs AN TeKyLMX NabopaTopHbIX aHaIM30B.

3TaNoHHbIV cTaHfapT, nepBUYHbIl (reference standard, primary): BewecTBo, Npu3HaHHOe NOA/IMHHbIM MaTepu-
asloM BbICOKOI CTENEHU YNCTOTbI NO pe3y/ibTaTam O6LUMPHBIX aHANUTUYECKUX UCTbITAHUIA. DTOT cTaHAapT MOXeT 6biTb: 1)
nosay4yeH U3 odnLManbHO NPU3HAHHOIO UCTOYHMKA; 2) NPUrOTOB/IEH NyTeM He3aBMUCMMOTO CUHTEe3a: 3) NosyvyeH U3 umeto-
Lerocsi NMPOMbILLIIEHHOTO MaTepuana BbICOKOW CTeneHW UYUCTOTbl WU 4) NPUTOTOBAEH NyTeM fanbHeilel o4YncTKu
CyLLeCTBYIOLLEro NPOMbILLIEHHOrO Matepuana.
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O6uine TeEPMUHbLI 1 onpeAesieHns

B HacTosiLiemM cTaHAapTe UCMNOob3yTCA caeaylolme TEPMUHbI C COOTBETCTBYIOLLMMY ONpeAeneHNsaMN:

1 attectauusa (Banmgaumsa) (qualification, validation): [loka3aTtenbcTBO TOro, 4TO MeToAuka, npouecc, o6opyao-
BaHWe. matepuan, onepauus Uam cucteMa cCooTBeTCTBYIOT 3alaHHbIM TPe6GOBaHUAM U UX UCNOMb30BaHNe AeliCTBUTENbHO
fJaeT oxuaaemble pesynbTaTbl.

2 6annoH (cylinder): Cocya ona XxpaHeHus rasa npu BbICOKOM AaB/ieHUN.

3 6aHku knetok (cell bank)

cuctema 6aHkoB kneTok (cell bank system): Cuctema, npu KOTOpOl nocnefoBaTeflbHble Cepun NPoAyKLUK
NPON3BOAAT U3 K/IETOUHBIX Ky/bTYp, MPUHAANeXaL X r1aBHOMY 6aHKy KNeTOoK, KOTOPbI MO/THOCTbIO OXapaKkTepn3oBaH Ha
NOA/IMHHOCTb W OTCYTCTBUE 3arpsa3HeHnii. HekoTopoe Ko/M4ecTBO eMKOCTell [NaBHOrO GaHka KNeTok Ucnosnb3yeTcs Ans
dopmupoBaHus paboyero 6aHka knetok. Cuctema 6aHKoB kneTok aTTectyeTcs (BaMANPyeTcs) Ha onpefeneHHoe Komau-
4eCcTBO NepeceBOB UM KOJIMYECTBO YABOEHWI NONYNSALUN, [0 AOCTUXKEHNSA KOTOPBIX OHU MOTYT UCMO/Ib30BATLCA B TEKYLLEM
nNpoun3BOACTBE.

rnaBHbIi 6aHk kneTok (master cell bank): KynbTypa kneTok, MO/HOCTbIO OXapakTepu3oBaHHast Ha NOAJIMHHOCTb 1
OTCYTCTBUME 3arpA3HeHuii, pacnpejeneHHas no eMKoCTsIM B nNpoLecce OAHOI onepawum Takum obpasom, 4To6bl o6ecneyn-
Ba/NCb ee 0OAHOPOHOCTb U CTabUIbHOCTL. Kak NpaBuio, rnaBHbI 6aHK KNeToK XxpaHUTCs Npu TemnepaTtype MuHyc 70 ¢
NN HUXE.

pabounii 6aHk knetok (working cell bank): KynbTypa kneTok, B3aTas U3 rnaBHoro 6aHka KneTok A s NpUroToBeHns
NPOU3BOACTBEHHbIX KyNbTyp k/ieTok. Paboune 6aHkn kNeTok XxpaHaT npu Temnepatype MuHyc 70 °C nam Huxe.

4 6uonorunyeckue areHThbl (biological agents): MukpoopraHusmbl, B T. Y. MOSIyYEHHbIE METOAAMMW F€HHOW UHXEHe-
pun. KynbTypbl KNETOK 1 3HAONapa3nTbl, NATOreHHbIe WAV HeNaToreHHbIe.

5 6uopeakTop (biogenerator): i3onnpoBaHHasa cuctema (Hanpumep, depmMeHTaTop), B KOTOPYIO BMECTe C ApYruMun
martepuanamMu BBOAAT 6MONOrMYEcKMe areHTbl U B pesynbTaTe NpoTekawLlei peakyuy NpoMcxoanT NX pasMmHOXeHne um
obpasoBaHve Apyrux sewwecTs. brnopeakTopsbl, kak npasuao, 060pyayTCA YCTPOWCTBaAMM AN PETry/IMPOBaHUS, KOHTPONS,
[l06aBNeHNa N U3BEYEHNS MaTepuanos.

6 Banugaumsa (validation): Cm. atTectauus.

7 BHYTPUNPOW3BOACTBEHHbIN KOHTPONb (in-process control): KOHTPONb, BbINOMHAEMbI B X0fe TeXHoNormyec-
KOro npotuecca ¢ Lenblo NPoBEpKN COOTBETCTBUA NPOAYKUMMN 3afaHHbIM TpeboBaHnAM, No pe3ynbTatam KOTOPOro MOXeT
BbINOJIHATLCA KOPPEKTUPOBKA NapameTpoB TEXHO0rM4eckoro npouecca. KOHTpOsib COCTOAHMA OKpyXatoLel cpefbl uan
060pyA0BaHUS paccMaTpuBaeTCs Kak a/leMeHT BHYTPUMNPOM3BOACTBEHHOTO KOHTPONSA.

8 BO3BpaT (return): Bo3spaT f1ekapCTBEHHOrO CpeAcTBa ero Npou3BOANTENIO UK MOCTaBLLMKY.

9 BO3AYWHBbINA W03 (air-lock): OrpaHMYeHHOe NPOCTPAHCTBO C ABYMS WU HECKONBKAMMN ABEPSMU MEXAY ABYMS
UM HECKOMTbKUMUW MOMELLeHNAMMN (HanpyMep, pas/iMyHbIX K1accoB YNCTOTbI), NpeAHa3HavYeHHoe 419 pasfeneHns Bo3ayLu-
HbIX Cpef MOMeLleHni A Npu BXOoAe B HUX. BO3AyLHbIA W3 CAYXUT A8 nepexofa nepcoHana Wan nepemeLleHus
maTtepuasnos.

10 rotoBasa npoaykuua (rotoBblii npoaykT) (finished product): JlekapcTBeHHOE cpeAcTBO, Mpollejllee Bce
aTanbl TeXHO/I0rMYECKOro npoLuecca, B T. Y. OKOHYATE IbHYIO YNaKoBKy.

11 n3onupoBaHHas 30Ha (contained area): 30Ha, 060pyAOBaHHasA COOTBETCTBYOLWMUMN PUABTPAMU U YCTPOIACT-
BaMu NOAroTOBKM BO3Ayxa AN NpefoTBpalleHns 3arpsisHeHns BHELLHeR okpyxatoLeli cpefibl 6MoornyeckMmMmn areHTamu,
NPUCYTCTBYIOLL UMW B 3TOI 30HE.

12 mn3onauua (containment): Mepbl NO OrpaHMYEHUIO pPacnpocTpaHeHUss GUONOTMYEeCKOro areHTa WUam Apyroro
BellecTBa 3a npefjesbl onpefesieHHoro NpocTpaHcTBa.

nepeBuyHas nonauna: MN3onaumsa, npensatcTeyloLlLas NPOHMKaHNI0 6MONOTMYECKOro areHTa B OKpyXXatoLLyto cpeay,
HenocpeACcTBEHHO npunerawoLlyto k paboyeli 3oHe. MpeAycmaTpuBaeT UCMO/b30BaHNE 3aKPbITbIX KOHTeHepoB nnun 6es-
onacHbIX 61M010rMYeckunx WKaos 1 MeToA0B 6€30NacHOro BbIMOSIHEHNA TEXHOIOMMYECKNX onepauuii.

BTOpMYHaA nsonayua: sonauusa, npenaTcTeytolas NPOHNKaHNI0 61MONOrMYECKNX areHTOB BO BHELLIHIOK OKpYXato-
Lyt cpegy wam B gpyrne pabouune 30Hbl. MNpegycmaTprBaeT MCNOb30BaHMe NOMELLLEHUI CO cneymanbHbIMKU cucTeMaMm
noAroToBKM BO3Ayxa, BO3AYLUHbIX LWAO30B W/WAW CTepuUIn3aTtopoB AN NepeMelleHus matepuanoB U obecneuvnBaeT
6e30nacHoe BbINO/IHEHNE TEXHOIOTMYECKMX Onepaunii. Bo MHOrMXx cayyasax ncnonb3yeTcs AN NoBbiWeHNA 3 hekTUBHOC-
TN NEepPBUYHOI M30NAaLNN.

13 uHcTpykuus, metoamnka, npoueaypa (procedure): lokyMeHT, cofepxallunii ykasaHus no BbINONHEHWNIO OTAE b
HbIX BUAOB onepaumii (HanpumMep, No o4NCTKe, NEPeoAeBaHNI0, KOHTPOIO OKPYXatoLelt cpeapbl, oT60py Npo6, NpoBeseHuno
MCMbITAHWIA, aKcnayaTauun o60pyA0BaHuUS).

14 wHuumnpoBaHHblii (infected): 3apaXeHHbI YyXepoaHbIMU GUONOTMYECKUMU areHTaMu U CnocobHbIl K pac-
NPOCTPAHEHNIO NHEKLWN.

15 ncxopHble maTepuansl (starting material): Jllo6oe BelecTBo, MCNONb3yeMoOe AN NPON3BOACTBA /IEKAPCTBEH-
HbIX CPEACTB, KPOME YyNakoBOYHbIX MaTepnanos.
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16 kanubposka (nosepka) (calibration): Onepauuun, yctaHaBnvBatLmne npyu onpegeseHHbIX YCI0BMUAX 3aBUCK-
MOCTb MeXAy 3HauYeHUsIMU, PerncTpupyemMbiMU KOHTPO/IbHO-U3MepUTebHbIMKU Npu6opamu (CucTeMamu) 1 COOTBETCTBYIO-
LWMMW CTaHAAPTHLIMW BeNYMHamMK (3TasioHamu).

17 kapaHTUH (quarantine): CTaTyc UCXOAHbIX U YNAKOBOYHbIX MaTepPrUanoB, MPOMEXYTOUHOI, HepacacoBaHHOW
VAN FOTOBOI NPOAYKLMUW, N30MPOBAHHBLIX (hU3NYECKN WU UHBIM 06pPa3oM A0 BblHECEHUS pelueHns 06 KX BbiNycke Waun
OTK/IOHEHUU.

18 konnektop (Manifold): YcTpoiicTBo unu o6opyposaHue, No3BonsioLLee O4HOBPEMEHHO HAMOMHATL [A30M He-
CKOJ/IbKO 6as1/10HOB (KOHTEHEPOB) OT OAHOr0 UCTOYHMKA.

19 koHTponumpyemasn 3o0Ha (controlled area): 30Ha, NOCTPOEHHAA W 3KCNayaTupyemas Takum o6pas3om, YToObI
npefoTBpaTUTh BHECEHWEe BO3MOXHOMO 3arpsi3HeHus W cryyaliHoe pacnpocTpaHeHWe XUBbIX OpraHu3MoB (Hanpumep,
MOXET UMeTb CUCTEMY BO3AYXOMNOArOTOBKM, COOTBETCTBYIOLLYIO 30He D). CTeneHb KOHTPOSA 3aBUCUT OT CBOCTB OpraHus-
MOB. UCMO/b3yEMbIX B TEXHO/IOTMYECKOM npoLiecce. Kak MAUHUMYM, Takas 30Ha AOo/KHa UMeTb OTpuULaTeNlbHoe AaBfieHne
MO OTHOLIEHUIO K CMEXHbIM NOMELLLEHNAM U BO3MOXHOCTb 3h(PEKTUBHO YAaNATb He3HAUYNTe bHblE KONIMYecTBa asapo30/ib-
HbIX 3arpsi3HeHWA.

20 koHTponb kauvectBa (quality control): Cm. nyHkT 1.4 pa3gena 1.

21 KpuoreHHblii cocyp (cryogenic vessel): Cocya ANs XpaHEHNs CXWKEHHbIX Fa3oB NpyU CBEPXHU3KMUX Temnepa-
Typax.

22 kynbTypa knetok (cell culture): KneTtouHasa macca, nonyyeHHas B pe3ynbTare BblpaliMBaHUA in vitro KIETOK,
M30/IMPOBAHHbIX OT MHOTOK/IE€TOYHbIX OPraHN3MOB.

23 nekapcTBeHHoe pacTeHune (Medicinal plant): PacTeHne wunm yacTb ero. Mcnosnb3lyemoe AN MeAULMHCKNX
uenei.

24 nexapctBeHHoe cpepacTBo (Medicinal product): /llo6oe BeLwecTBO AN KOMBUHALMA BeLLEeCTB, NpeAHasHaveH-
Hoe ANA NevYeHns uam npodunakTuky 3aboseBaHWin y YenoBeka WM XUBOTHbIX. Jlloboe BewecTBO WA KOMOGUHaLMA
BELLEeCTB, BBOAMMOE YEesI0BEKY WM XMBOTHLIM C ANATHOCTUYECKMMU LensiMu AN BOCCTAHOB/IEHWUS, KOPPEKTUPOBKN UM
n3MeHeHus U3nonornyecknx PyHKLNN YenoBeka UM XUBOTHBIX, Takke paccMaTpuBaeTCa kak NekapCTBeHHOe CpeacTBo.

25 nekapcTBeHHOe cpefcTBO U3 pactutensHoro cbipbs (herbal medicinal product): JlekapcTBeHHOe CpeacTBoO,
cofepxallee B Ka4ecTBe akTUBHbIX UHIPEAMEHTOB TO/IbKO BellecTBa pacTUTeIbHOro NPOUCXOXAEHUA UMK npenapaTsl Ha
1X OCHOBe.

26 Hepac@acoBaHHbIli ToTOBbLIN NpoaykT (6ank-npoaykT) (bulk product): MpoaykT, NnpoweaLwnii Bce Npon3BoA-
CTBEHHblE CTafnN, 3a UCK/TIOYEHNEM OKOHYATE bHOI ynaKkoBKu.

27 Homep cepum (napTuun) (batch number or lot number): OnpegeneHHoe covetaHue uudp n/unmn 6yks, 0603Ha-
yaioliee cepuio NPoAyKLuu.

28 nepekpecTHoe 3arpsa3HeHune (cross contamination): 3arpsisHeHne maTtepuanoB U NPOAYKLMN APYTUMUN MaTe-
puanamu unu npoaykLuuei.

29 nepepaboTka (reprocessing): MoBTopHas 06paboTka cepum Uam 4acTu cepumn NPoAyKL MU, He COOTBETCTBYHOLLEN
3aflaHHbIM TPeGoBaHMSAX*, HauMHasi C OnNpeAefieHHOoW CTaAuu NPOU3BOACTBA, 411 MOMyYEHUs Npoaykuuu Tpebyemoro
KayecTBa nocne nposBefeHNs OAHOW NN HECKOTbKUX AOMNOTHUTENbHbLIX OnepaLuii.

30 MoBTOpPHOE Mcnonb3oBaHue (recovery): BkawyeHne Npou3BeAeHHOl paHee cepuy MPoAyKuunm Tpebyemoro
KayecTBa (MM ee yacTu) B APYrylo Cepuio NPoAyKLMUN Ha onpejeneHHoli cTaanm nponsBoaCcTBa.

31 noceBHOI1 maTepuan (seed lot)

cuctema noceBHbIX MmaTepuanos (seed lot system): Cuctema, npn KOTOPOI NocneAoBaTe lbHble CEPUM NPOAYKL N
nosyyaloT U3 [NaBHOTO MOCEBHOr0 mMartepuana npu onpeAeneHHOM Ko/An4yecTBe nepeceBOB (naccaxein). B Tekyuiem
npou3BoAcTBe pabounii NOCEeBHON MaTepman roTOBUTCA M3 [/TaBHOrO NOCEBHOrO Matepuana. [oToBbIli NPOAYKT NPOU3BO-
AnTca n3 paboyero NMOCEeBHOro mMaTepuana, npu 3TOM YKWC/0 NepeceBOB M3 [1aBHOTO MOCEBHOIO mMarepuana He JO/MKHO
npeBbIWaTb 3HAYEHUS, YCTAHOB/IEHHOIO NPU KIMHUYECKUX UCMbITAHUSAX BaKUWH, UCXOAst U3 TpeGoBaHWil 6e30nacHOCTU U
athpekTBHOCTU. MponCXoXaeHNe rMaBHOro NOCEBHOTo MaTepmana v UICTOpUs NepeceBOB N3 HEro JO/MKHbI 0POPMASATLCA
[OKyMeHTaNbHO.

rnaBHblIi noceBHoli MaTepuan (master seed lot): KynbTypa MuKpoopraHvw3moB, pacnpefefieHHas W3 0fHOro
Hepac@acoBaHHOro MpoAyKTa MO eMKOCTAM B Mpouecce OfHOW onepauun Takum obpas3om, 4To6bl o6ecrneymBaincb
O0[HOPOAHOCTb, CTaBWUNIbHOCTL U He [0MNYyCKa/oCh 3arpsisHeHne. MNaBHbIli NOCEBHON MaTepuasn B XXUAKOM BUAE XPAHST Npu
Temnepatype MuHyc 70 °C: B Nnohn1M3npoBaHHOM Buae — Npu Temnepartype, obecneyvBatolleli ero ctTabunbHOCTb.

pabounint noceBHol matepuan (working seed lot): KynbTypa XWKpPOOPraHM3mMoB, Nosly4eHHas U3 r/1aBHOro NoceBs-
HOro matepuana u npegHasHavyeHHas 418 UCNob30BaHWA B Npom3BoAcTBe. Pabounii noceBHOn MaTtepuan pacnpegens-
eTCsl M0 eMKOCTAM U XPaHUTCA aHa/loTMYyHO XPaHEeHWIo rNaBHOro NMOCEBHOr0 Marepuana.

32 npoussoautenb (manufacturer): lepxaTenb NUULEH3UM Ha NPOU3BOACTBO.

MpumeuyaHune — Mpeanpusitue, ocyliecTBsloWEe XOTs 6bl OANH 3TaN NPOU3BOACTBA, PpacCMaTpUBaeTCsl Kak
Npon3BOANTE b NIEKAPCTBEHHbIX CPEACTB.
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33 npousBogcTBo (manufacture): Bce onepauyuu v BUAbl KOHTPOSS, CBA3AHHbIE C MOJlyYeHWEM, MPUEMKOW W
06paboTKOlii MCXOAHbIX MaTepuasnos, YNakoBKOW, BbIMYCKOM B peanusauuio, XpaHeHWeM W OTrpy3KOW NeKkapCTBEHHbIX
cpeAcTB.

34 npomMexyTouHbll npoaykT (intermediate product): YacTuuHo 06paboTaHHbIii MaTepuan, KOTOPbIA AO/KEH
npoiiTu AanbHelilune cTagun NPousBOACTBA, NPeX/e Yem OH CTaHeT HepacthacoBaHHbIM FOTOBbLIM MPOAYKTOM.

35 MPOMBbILWEHHbI pernamMmeHT, TEXHONOTMYECKME NHCTPYKLUM M MHCTPYKLMK No ynakoBke (manufacturing
formulae, processing and packaging instructions): [JokyMmeHTbl, onpeAensioLme Bce NCNONb3yeMble UCXOAHble MaTe-
pvansl v onepawyun nNo NPOM3BOACTBY W YNAKOBKE MPOAYKLUN.

MpumeyaHusa

1 MNpoMbILLNEHHBI pernameHT ABASeTCA TEXHON0rMYeCckUM AOKYMEHTOM AeNCTBYIOLEro cepuitHoro Npon3BoACTBa,
yCTaHaB/MBaLWNM MeTOAbl NPOU3BOACTBA, TEXHO/IOTMYECKME HOPMAaTWBbI, CPeACTBa, YC/10BUSA U NOPSAAOK NPoBefeHuns
TEeXHOI0rMYEeCcKoro npouecca u obecneunsalolMM MONyYeHNe ieKapCTBEHHOTO CpefcTBa C MokasaTensamu KadyecTsa,
oTBevawLWnMn TpeboBaHNAM HOPMaTUBHOW AOKYMeEHTaLMN.

2 [laHHblli TEPMUH UCNO/b3YeTCs TO/IbKO B 061aCTV NPOM3BOACTBA /TEKAPCTBEHHbIX CPEACTB.

3 TpOMbILW/IEHHbI pernaMeHT He OTHOCUTCA K TeXHWYeCKUM pernameHTam, npefycMOoTpeHHbIM dedepasnbHbiM
3aKOHOM «O TEXHMYECKOM PerysiupoBaHnumn».

36 npoTokon Ha ceputo (record): [JOKkyMeHT, oTpaXatLnii Xon NPON3BOACTBA KaXAoi cepun NpoayKuun, B T. u.
paspelleH/e Ha ee peanusauuio, U Bce (hakTopbl, MMelLNe OTHOLEHNE K Ka4eCcTBY rOTOBOI NPOAYKLMN.

37 papunodapmaneBTuyecknin npenapart (radiopharmaceutical): /llo6oe nekapcTBeHHOe CPeACTBO, cofepxka-
lee B rOTOBOM BuAe OAUH Wnu 6onee pagvoHYKNNAOB (PagvoaKTUBHBLIX M30TOMOB), UCMOMb3YyEMbIX A1 MeAULUHCKUX
uenei.

38 pactutenbHoe cbipbe (crude plant, vegetable drug): Cbipble Uy BbICYLWEHHbIE NIEKAPCTBEHHbIE pacTeHUs
UN UX YacTu.

39 peructpaunoHHoe gocbe (registration dossier): KOMNAekT 4OKYMEHTOB 1 MaTepUasnoB yCTAHOB/IEHHON CTPYK-
TYpbl 1 coAepxXaHus, NnpeAcTaBseMblii BMECTE C 3asiBKON Ha perncrpawuio 1ekapCTBEHHOro CpeAcTBa, a Takke yTBepx-
[leHHbIli B npouecce perncrpayuu.

40 cepwus (napTus) (batch, or lot): OnpegeneHHoe KOMYECTBO OAHOPOAHbLIX UCXOAHBIX U YNAKOBOYHbIX MaTepua-
NI0B WU OAHOPOAHONI NpoAyKuumn, o6paboTaHHOl B X0Ae OAHOWN WU HECKOMbKMX Moc/efoBaTeNlbHbIX TEXHOMOTNYECKNX
cTaauit.

NMpumeyaHue — Mpu HEOBXOANMOCTH Ha ONPeAEeIEHHbIX CTaANSIX NPOU3BOACTBA CEPYS TOXET 6bIThb pasgeneHa
Hanogcepun, 06befuHsIEMbIE BNOC/EACTBUN B OSHOPOAHYIO CEPUIO NPOAYKLNW. MPY HENPEPLIBHOM NMPON3BOACTBE NOHATHE
CEepum JOMKHO OTHOCUTLCS K ONpeAesieHHoli YacTv NPOAYKLMYM, XapaKTepu3yemoli 04HOPOAHOCTbIO.

C TOUKM 3PEHUSI KOHTPOJIS TOTOBOW NPOAYKLMUM Cepusi NPOAYKLMM BKOYAET B Ce6s1 COBOKYMHOCTb €4UHUL, 403MPO-
BaHHO (POPMbI SIEKAPCTBEHHbLIX CPEACTB (/1eKapCTBEHHO (hOPMbI), N3TOTOB/IEHHBLIX U3 OAHOTO 06BEMA UCXOLHOMO MaTe-
puana v npoweswnx efuHyto Nocne0BaTe/lbHOCTb NPON3BOACTBEHHbIX ONepaLunii AU efuHbIf LKA CTepunmnsaguu; npu
HenpepbIBHOM NPOU3BOACTBE — BCE EAWNHULbI, MPOU3BEAEHHbIE B 3aiaHHbINi UHTEPBAS BPEMEHW.

41 cxwxeHHble rassbl (liquifiable gases): Masbl, KOTOpble Npu CTaHAAPTHBLIX TeMnepaType WAaBfeHn HanoTHEHNS
HaxofAaTcsa B 6an/ioHe B CKMKEHHOM Buge.

42 cucTtema (system): COBOKYNHOCTb B3aMMOCBSA3aHHbIX AeCTBUI N TEXHNYECKUX CPeACTB, 06pasyoLnx eguHoe
Lenoe.

43 cucTema C KOMNbIOTEPHbIM yNpaBieHneM 1 KOHTponem (computerized system): Cuctema, BkiovatwoLias B
ceba BBOJ AaHHbIX, UX 3M1IEKTPOHHYIO 06paboTKy 1 BbIBOA MH(OPMaL UK, UCNONb3yeMoli ANs perucTpaumuu uam asTomartu-
4ecKOro KOHTpOoNs.

44 conocTtaBneHue (BbIxog npoaykuum) (reconciliation): CpaBHeHne oxugaemoro n haktnyeckoro o6bLemoB
Npoun3BeAeHHOl WA NCMO/Ib30BAHHOW NPOAYKLMUN C Y4ETOM CTaHAAPTHBLIX OTK/IOHEHWIA.

45 cneundpukayns (specification): [lokymeHT, coaepxalynii Tpe6oBaHusA, NpefgbsBAseMble K matepuanam u
npoAyktam, UCnosib3yemblM UK Nony4yaembIM Npyu NPOM3BOACTBE, SABMSAILMNIACA OCHOBOW ANS OLEHKN kavyecTBa SiekapcT-
BEHHbIX CPEefCTB.

46 cTepunbHOCTb (sterility): OTCyTCTBME XUBbIX MUKPOOPraHM3mMoB. TpeboBaHWs K NPOBEAEHNI0 KOHTPONS cTe-
PWNBLHOCTY NPUBE/EHbI B COOTBETCTBYIOLLEV HOPMATUBHOW AOKYMEHTaLuu.

47 TexHonoruyeckuii npouecc (production): Onepauun, BkIYawLwme B cebsa NpuemMky n 06paboTKy MCXOAHbIX
maTtepuasnos, ynakoBKy v Nosly4eHne roToBoro npoaykra.

48 ynakoBka (packaging): Bce onepauuu, B T. 4. HANO/HEHUE U MapKNpoOBKa, NPOBOAMMbIE C Hepac(acoBaHHbIM
NPOAYKTOM A5 MO/yYeHWs roTOBOro NpoAykKTa.

MpunmevanHne — CTepmanoe HanosiIHeHMe, Kak npasuio, He cneAyeT paccMaTpmBaTb KakK 4acCcTb npouecca
ynakoBku. B aTom cnyvae HepaCCbaCOBaHHbIM NPOAYKTOM CUMTAKTCA HANOJ/IHEHHbIE NEPBUYHbIE KOHTeVIHepr 6€e3 OKOHYa-
TenbHoW ynakoBKW.
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49 ynakoBou4HbIli maTepuan (packaging material): /llo6oit matepuan, npuMeHsemMbIii 4NA yNnakoBblBaHWS ekap-
CTBEHHbIX CPE/CTB, 3a UCK/IIOYEHNEM BHELLUHE ynakoBKku, UCMNOMb3yeMoii ANS TpaHCNOPTMPOBaHMUS. YNakKkoBOYHble mMaTe-
puanbl 4eNATCsA Ha NePBUYHbIE WU BTOPUYHbIE B 3aBUCMMOCTU OT HA/IMUUS MPSMOTO KOHTaKTa C NPoAyKTOM.

50 YnonHomoueHHoe nuuyo (Qualified person): CoTpyAHUK NpeAnpuUATUS-NPOU3BOANTENS, NPUHUMAIOLL NI OKOH-
yaTe/lbHOE peLleHre O BblNyCcke Cepum lekapcTBEHHOro cpeacTsa.

51 umcTada 30Ha (clean area): 30Ha, NOCTPOEHHAs W 3KCnayaTupyemas Takum obpas3om, YTO B Heli CBefEeHO K
MUHUMYMY NPOHUKaHWe, 06pa3oBaHne U HakonneHue 3arpsisHeHnii B BUAe YacTuL, 1 MUKPOOPraHN3MoB.

MpumMmeyaHune - Tulbl YACTbIX 30H ONpegeneHbl B NpuioxerHun 1.

52 yncTtas nsonupoBaHHasa 3oHa (clean contained area): 3oHa, NOCTPOEHHAs U 3KCNyaTVpyemas TakuMm o6pasom,
YTO OHa OJJHOBPEMEHHO AB/ISIETCA YNCTOV 1 N30/IMPOBAHHON 30HOIA.

53 3k30TMUecKuii opraHn3m (exotic organism): Buonornyeckuii areHT, Bbi3biBalLW Wil 3a601eBaHne, OTCYTCTBYHO-

Lee B JaHHOl CTpaHe unn reorpadimyeckoii 3oHe, N16o siBstoLLeecs 06BHEKTOM NPOGUNAKTUUECKNX Mep UW NPOrpaMMbl
N0 €ro ycTpaHeHuto.
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KnioueBble CoBa: NlekapcTBEHHbIE CPEACTBA, NPOM3BOACTBO, KOHTPO/Ib KauyecTBa, NepcoHas, nomelieHus,
o60pyaoBaHue, AOKYMEHTaLUs, Cepus NPoayKumMm, attecTauus, crtepuansayms
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