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BBeneHue

B M1poBO# npakTuke OOHUM M3 BaXKHEWLLMX AOKYMEHTOB, orpeaensiolmm Tpe6oBaHus K NPOU3BOACTBY
M KOHTPOIIO KayecTBa NnekapCTBEHHbLIX CPeACTB ANs YeroBeka U XUBOTHBIX, sBnstoTcs «lpaBuna npoussoa-
CTBa NeKapCTBeHHbIX cpenctB» — «Good Manufacturing Practice for Medicinal Products (GMP)».

OHW HanpaeneHkI Ha oGecneyeHne BbICOKOTO YPOBHS Ka4ecTBa U 6e30MacHOCTY NeKapCTBEHHbLIX CPeacTB
W rapaHTUpoOBaHWE TOro, YTO NeKapCTBEHHOE CPEeACTBO WM3rOTOBIEHO B COOTBETCTBMM CO CBOEW (hopmMyron
(coctaBOM), HEe COOEPXKUT MOCTOPOHHWX BKIOMEHWIH, MapKMPOBaHO Haanexawym ofpasoM, ynakoBaHO M
COXpaHsieT CBOW CBOVICTBA B TE4EHME BCEro Cpoka rogHOCTH.

Mpaevna GMP yctaHaenueaoT TpeboBaHUA K CUCTEME YNPaBleHWs Ka4eCTBOM, KOHTPOSIIO KayecTBa,
nepcoHany, NoMeLLeH1sM 1 06opya0BaHWIO, AOKYMEHTALMK, NPOU3BOACTBY NPOAYKLIMM U NPOBELEHUI0 aHanu-
30B MO KOHTPaKTaM, peKknaMauusiM, NOpsiAKY OT3biBa NPOAYKUMA U OPraHM3aLmM CAMOWHCNEKLIWA.
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HALMWOHANBbHBIA CTAHOAPT POCCUUCKOW ®OEAEPALMWMU

NPABUNA NPOU3BOACTBA U KOHTPOINA KAYECTBA
JIEKAPCTBEHHbIX CPEACTB

Good Manufacturing Practice for Medicinal Products (GMP)

Nara BBegeHus — 2005—01—01

Ob6nactb npumeHeHus

HacToswmi ctaHoapT ycTaHaBnvMBaeT TpeGoBaHMst K NPOM3BOACTBY M KOHTPOIIO KayecTBa NekapCTBeH-
HbIX CPEACTB AN YernoBeKa Y XXUBOTHbIX.

CraHpapT pacnpocTpaHseTcs Ha BCe BUAbI NEKAPCTBEHHLIX CPEACTB U YCTaHaBnmBaeT obwme TpeboBa-
HMS K UX MPOU3BOACTBY U KOHTPOJIO Ka4eCTBa, a Takke cneLuanbHble TpeGoBaHMs K NPON3BOACTBY OTAENbHbIX
BWZOB NeKapCTBEeHHbIX cpeacTs (npunoxeHus 1 — 18).

CraHnapT He pacrpocTpaHsieTcs Ha obecnevyeHre NPoMbILLTIeHHOM GesonacHoCTY, noxapHol Hesonac-
HOCTH, B3pbiBO6E30NacCHOCTH, XMMUYecKoi 6e3onacHOCTM U 6e30nacHOCTU ApYrMxX BUAOB NpU NPOU3BOACTBE
neKapcTBeHHbIX cpefcTB, TpeboBaHVs K KOTOPLIM NpYBEAEHbI B APYTVX HOPMATMBHBIX AOKYMEHTaXx.

OCHOBHbIE TPEBOBAHUA

1 YnpaBneHue KkauecTtBOM

MpuHUMNbI

1.1 lMNponasoauTeNb FeKapCTBEHHbIX CPEACTB AOMKEH OpPraHu3oBaTb WX NMPOU3BOACTBO TakK, YTOOLI
rneKkapcTBeHHble CpefCcTBa rapaHTMPOBaHHO COOTBETCTBOBANWU CBOEMY Ha3Ha4eHUIo U NPeabABASEeMbIM K HUM
TpeboBaHUAM U He co3faBarnv pucka Ans notpebuTtenen us-3a HapyLweHWs ycnoeui 6e3onacHoCTH, kavyecTsa
wnu addexTmBHOCTU. OTBETCTBEHHOCTD 32 BbiNOSHEHME 3TWX TPeGoBaHWit HeCcyT pykoBoauTenu u Bce pabor-
HVKW NpeanpusiTUs-NPoU3BoaMTENs, a Takke NOCTABLLMKA U AUCTPUOLIOTOpLI.

IIns poCTVXXEHWA 3TOW Lieny Ha NpeAnpUSTUA Ha OCHOBe HacTosero ctaHaapta (Mpasun GMP) pomkHa
6bLITb co3aaHa cucTema obecrneyeHrsi KauecTBa, BKIovaloLLas B ceba opraHM3aLmio KOHTPONS KayecTsa.

Cnepnyet fOKYMEHTansLHO 0hopMUTb B NMOSTHOM o6beMe TpeGoBaHusA k cucteme obecneveHns KavecTsa
W OpraHu3oBaTb KOHTPONb 3ddeKTMBHOCTM ee (PyHKUMOHMpPOBaHWA. Bce 3BeHbs 3ToM cucTeMbl cnepyer
YKOMMNEeKTOBaTb KBanuUUMpoBaHHLIM NepcoHarnoM, obecneunTb HeobxoauMbIMU NoMeLLIeHUAMK, 060opyAo-
BaHMeM 1 np. OTBETCTBEHHOCTb 3a (PYHKLMOHMPOBAHWE CUCTEMbI BO3MaraeTcsi, B Nepsylo odepenb, Ha
pykoBoauTernen 1 YrnonHOMOUYEHHbIX fuL.

OcHoBHble NpyHUMNbI o6ecneveHust kavecTsa, Mpasun GMP 1 KOHTpONs kayecTBa B3aUMOCBS3aHbI U
MMeIoT NepBOCTENEeHHOe 3HaYeHVe B OpraHM3aLmmy NPoOM3BOACTBA NIEKAPCTBEHHbIX CPEACTB.

O6ecneveHune KavyecTsa

1.2 ObecneveHne KavecTBa SBMNAETCA KOMMNEKCHON 3afayeit, peLueHre KoTopol TpebyeT peanuaaumm
BCEX Mep, HanpaBneHHbIX Ha [OOCTWKEeHUe 3aflaHHbiX TpeGoBaHui K KauecTBY NeKapCTBEeHHbIX CPencTs.

O6ecneqeHre Ka4yeCTBa OCHOBLIBAETCS Ha BLINONTHEHWM TPeGoBaHWIA HACTOALLErO CTaHaapTa U APYruX HopMa-
TWBHbIX [IOKyMEHTOB.

UspaHue odmumansHoe
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Cuctema obecneveHns KavecTBa (CUCTeMa KauecTBa) Npu NPOM3BOACTBE JIEKAPCTBEHHLIX CPEACTB
DOMMKHA rapaHTMpPOBAaThL crieayioLee:

| JlekapcrBeHHble cpeAcTBa pa3paboTaHbl C yueTom TpeGoBaHuiA HACTOoSLLEero CTaHaapTa U TpetoBaHuin
K paboTe naGopartopuii.

Il Ha BCe Npon3BOACTBEHHLIE N KOHTPONbHLIE onepalum paspaboraHa OKYMEHTaLWs B COOTBETCTBUM C
HAaCTOALLVM CTAHOAPTOM.

Il OTBeTCTBEHHOCTL M 06A3aHHOCTU BCEX PABOTHUKOB YETKO OnpenesieHb.

IV TMpepycmoTpeHbl Mepbl, o6ecnevnBaioLe NPOU3BOACTBO, NOCTABKY M UCMONb30BaHWE UCXOAHLIX U
YNaKoBOYHbIX MaTep1arioB, COOTBETCTBYIOLMX 3aAaHHLIM TpeGOBaHUSIM.

V KoHTpornb npoMexyTO4HOW NPOAYKLMW U TEXHONOMMYEeCcKoro npouecca (BHYTPUNPOU3BOACTBEHHLIN
KOHTPONb), arTectauvs (Banuaaums) npoueccos v o6opyaoBaHusi NpoBoasTcst B Heobxoaumom obbeme.

VI lNpon3BoacTBO M KOHTPONb FOTOBOW NPOAYKLMM COOTBETCTBYIOT YTBEPXKIEHHBIM MHCTPYKLUSM (METo-
OviKam).

VIl Peanusauus nekapcTBeHHbIX CpeACTB A0 BbiAa4uu YNOSHOMOUYEHHbIM JIMLIOM paspeLueHns Ha BbIMyCK
MCKIloYeHa. YMONHOMOYEHHOe NULO JOSMKHO NOATBEPAWTDb, UTO KaXAas Cepysi NpoayKuuWM npou3BesieHa U
npoBepeHa B COOTBETCTBUMN C YCTAHOBNEHHLIMY TpeGoBaHMsIMU.

VIl CywectByiollan cuctema mep obecneumBaeT ypoBeHb kavyecTBa JieKapCTBEHHbLIX CPeACTB NMpU KX
XpaHeHuW, OTTpy3Ke 1 nocneayiollem obpalleHun B TeMeHne BCero Cpoka rofgHOCTH.

IX TMopsinok npoBeaeHWs CaMOMHCNEKLMM W/WNKN ayauTa KauecTBa MO3BOSISIET PErynsapHO OLieHMBaTh
3 heKTUBHOCTL CMCTEeMbI o6ecneveHnst KauecTsa.

TPQSOBaHMﬂ K Npou3BOACTBY U KOHTPOJIO KayeCTBa JieKapCTBeHHbIX CpeAaAcTB

1.3 Hacroswwmii cTaHAapT BXOAUT B CUCTEMY KayecTBa M HanpaBriieH Ha obecneveHve rapaHTum Toro,
YTO NPOU3BOACTBO M KOHTPOMb Ka4YecTBa NPOAYKLMU NMOCTOSIHHO COOTBETCTBYIOT Tpe6GoBaHMAM, YCTaHOBIEH-
HbIM B JOKYMEHTaLuK.

OcHoBHble TpeGoBaHUA

| Bce nponaBoAcTBEHHbI® NPOLECChl AOMKHbI ObITh YETKO pernaMmeHTUPOBaHbl U NEPUOAVYECKMU Nepe-
CMaTpUBaTLCA C YY4ETOM HaKOMMeHHoro onbita. Crieayet KOHTPONMPOBaTL CTabuIbHOCTL NPOWM3BOACTBA Ne-
KapCTBEHHbIX CPEACTB C 3ajaHHbIM Ka4eCTBOM B COOTBETCTBUM CO CreLmMdUKaLusiMmn Ha HUX.

Il CnenyeT npoBOAMTL aTTecTaumio (Banuaaumio) KPMTMHECKMX CTaaui NPoLIeCCOB NPOV3BOACTBA, B TOM
yncre Npy BHECEHUM CYLLECTBEHHbIX MBMEHEHMIA B TEXHONOMMYECKUiA NPoLIece.

Ill Cnepnyet obecneunTb BCe HEOOXOAVMBIE YCIOBWA AN BLINOSHEHNS TpeboBaHUiA HACTOSILLLEro CTaH-
AapTa, B T. Y. BKINOYas Hanuume:

a) oby4eHHOro 1 aTTecToBaHHOIO NepcoHana;

b) Heo6xoayMbIX NOMELLEHUIA U NnoLaaen;

C) COOTBETCTBYIOLLIEro 060PYAOBaHNA U CUCTEMbI OBCNYXUBaHWS;

d) martepuaros, CPeACTB YNaKoOBKU N MApKMPOBKK, YAOBMNETBOPSIOLMX 3aAaHHLIM TPEGOBaHUAM;
€) YTBEpXOEHHbIX MHCTPYKLUUIA U METOOVK;

f) TpebyeMbix yCNOBWIA XpaHeHUs M TPAHCNOPTVPOBAHUS.

IV VIHCTPYKUMM M METOAMKWN [OMKHBI BbITb KOHKPETHBIMW, M3NOXeEHbI ICHO U OLHO3HAYHO B NMCbMEHHOM
topme.

V MepcoHan aomkeH 6biTb 06y4YeH NPaBUITLHOMY BbINONHEHUIO MHCTPYKLIWIA.

V| B npouecce Npon3BoACTBa CredyeT COCTaBnsTh NPOTOKONbI (3anonHAeMble B PYKONMCHOW dhopme
nunm ¢ ncnonb3oBaHNEM TEXHUYECKUX CPercTB), AOKYMEeHTanbHO noaTeepaatoLume aktmyeckoe nposege-
HWe NPeayCMOTPEHHbIX UHCTPYKLIMSIMU TEXHONOMMYECKUX CTaduii 1 nonyyeHve npoaykuum TpeGyemoro kave-
CTBa B KONMYeCTBe, COOTBETCTBYHIOLLEM YCTaHOBIIEHHbIM HopMaM. Bce oTknoHeHnst He06X0AUMO paccnenoBaThb
1 NPOTOKONMPOBaTL B NOSTHOM OGLeme.

VIl lMpoTokonkl Ha cepuio, B T. 4. JOKYMEHTaLUIo No peanvaauvmv npoayKuuu, A0MKHbI AaBaTh BO3MOX-
HOCTb NPOCNeXuBaTb W3rOTOBMEHWE KaXOoN Cepun NPOOYKUMM W OOMKHbI XPaHUTLCS B MONHOM obbeme B
[OCTYNHOW popme.

VIII Mopsinok peanusaumy (ONTOBOW Npofaxu) NPOAYKUMM [OIMKEH CBOAMTL K MUHUMYMY 06O prick
ANs ee Ka4ecTsa.

IX Cnepyert opraHuaoBaTb CUCTEMY OT3bIBa N0GOM Cepun NpoayKUMM U3 NPOLAXM UK NOCTaBKM.

X Peknamaumm Ha ka4ecTBO NPoAyKUuUM criedyeT TWaTenbHO paccMaTpuBaTth, a8 NPUMMHBI YXyALLeHUs
KavecTBa paccriefoBarb C NPUHATMEM COOTBETCTBYIOLLMX Mep Mo MX NPenoTBpaLLeHUIO.

2
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KoHTponb kayecTtBa

1.4 KoHTponb kavecTtsa BKriouaeT B cebs ot6op npob, npoBeaeHve ncnbitaHuin (aHanu3oB) U opopmne-
HUe COOTBETCTBYKLLEl AOKYMEHTaLmKU. MHCTPYKUMW NO opraHv3aLvm, I0KyMEeHTUPOBAHWIO W Bbiaade paspe-
LUeHUs1 Ha BbIMYCK MPOAYKLMW AOIMKHLI BKMoYaTh B ceba npoBefieHne BceX HeoBXOAWMBIX UCTILITaHUA 1
3anpeLLaTb UCNONb30BaHVE NCXOOHOIO ChiPbsi U MaTEPUanNoB U peannsaLmio roTOBOM NPOAYKLUUN A0 NOATBEPX-
[EHUs1 COOTBETCTBUS Ka4eCTBa YCTAHOBNEHHbIM TpeboBaHUAM.

OcHOBHble TpeboBaHMA K KOHTPOMIO KayecTBa

| Hann4me HeoGxoaMMbIX nomelLeHni n 06opyaoBaHus, 06y4MEeHHOro nepcoHana, yTBepXaeHHbIX METo-
VK no otbopy npo6, NnpoBepke 1 NPOBEASHUIO UCTIbITAHUIA NCXOAHBLIX U YNAaKOBOYHbLIX MaTepuarnoB, NpoMe-
XYTOYHOW, HepacgacoBaHHOW 1 rOTOBOW NPOAYKLUK, KOHTPOSIO OKPYXaloLLIei cpeabl, B CNyyae HeobxoanMoc-
™.

Il NMpoBeneHve oTbopa NPO6 MCXOAHBIX U YNAKOBOYHbIX MaTtepuarioB, NPOMEXYTOYHOW, HepactacoBaH-
HOW W roTOBOW NPOAYKUMW aTTeCTOBaHHLIM MEPCOHANoOM B COOTBETCTBUM C METOAVKaMW, YTBEpXAEHHbIMU
OTAENOM KOHTPOJSi KayecTBa.

Il MpoBeAeHWe NCMbITaHWIA aTTeCTOBAHHLIMU (BanMAUPOBaHHLIMKW) METOAAMM.

IV CocraeneHvie NpoTOKONOB (3anoNHAEeMbIX PYKOMUCHBIM CNOCOGOM W/Mnu ¢ NPpUMEHEHUeM TeXHUYeC-
KMX CPeAcTB), NoATBEPXOAloLLMX hakTuyeckoe npoBeaeHWe Bcex HeobxoaumMbix 0T60poB Npob, NpoBepok U
UCTbITAHWUIA, a TalKe PerucTpaLmio nobbix OTKNOHEHUI U paccnenoBaHUi B NONHOM o6beme.

V lMNoateepxaeHne Toro, YTo rotoBas NPOAYKLUA COAEPHMUT aKTUBHBIC UHIPEAUEHTHI Mo Ka4eCTBEHHOMY
M KONMYECTBEHHOMY COCTaBY, COOTBETCTBYIOLME PErUCTPaLMOHHOMY AOCbe, MMeeT Tpebyemylo umicToTy,
npaBUMEHO YNakoBaHa Y MapKMpoBaHa.

VI OdhopmrieHVe NPOTOKOSIOB NPOBEPKU UCXOAHOTO ChIPbA U MaTtepuarnos, NPOMEXYTOMHONW, Hepacda-
COBaHHOW 1 rOTOBOM NPOAYKLIMK, UX aHanNW3 u cpaBHeHue co cneuudukaumamu. OueHka NPoAyKLMK BKITIOMaeT
B cebsi M3yyeHue Bcell HeoOXoAUMOIA NPOVN3BOACTBEHHON AOKYMEHTaLUUN U aHann3 OTKIOHEHWI OT YCTaHOB-
NeHHbIX TpeGoBaHWA.

VIl Mony4yeHne paspelueHUsi Ha NPOAAXY UK NocTaeky NoGor cepum NPOAYKLMM TOMLKO Mocne noa-
TBEPXOEHUS YNONHOMOYEHHBIM JIMLIOM €€ COOTBETCTBUS PErMCTPaLIMOHHOMY AOCHE.

VIlI CoxpaHeHve AOCTaToMHOro konudectsa o6pasLOB UCXOAHLIX MaTepuarioB M NpoayKUWX Arsi BO3-
MOXHOW NpOBEPKU B cryyae HeobxoaumocTu. O6pasLibl NPoAYKLMK CrieflyeT XpaHUTb B CBOEW OKOHYaTeNIbHOW
ynakoBke, 33 UCKIIOYEHNEM KPYTHbIX YNaKoBOK.

2 MNMepcoHan

MpuvHUMNBbI

OpraHusaums 1 (yHKLIMOHMPOBaHME NPOU3BOACTBA U CUCTEMbI 06ecneveHN KauecTBa NeKapCTBEHHbIX
CPeACTB 3aBWCAT OT nepcoHarna. MNpeanpusitue NOMMKHO ObITe YKOMNJIEKTOBAHO NEPCOHANoM HeobxoanMmoii
YMCINEHHOCTM U KBandukaumn. [JomKHOCTHbLIE 0653aHHOCTH KaXXa0ro COTPYAHWKA AOMKHbI 6biTb 0hOpMNEHbI
[OKYMEHTarbLHO W YCBOEHbI KaXbIM COTPYAHUKOM. Bce coTpyaHWKM Takoke A0MKHbI 3HaThb TpeboBaHWsA HacTo-
sAwero craHoapta (MpaBun GMP), oTtHocsilmecs kK cdepe uX AeATENbLHOCTU, U NPOXOAWUTb HavasibHoe U
noBTOpHOE 06yyeHne B HeobxoauMoM obbeMe, B T. Y. MO NpaBUNaM NUYHON MIMVEHDI.

O6wue nonoxeHus

2.1 NMepcoHan, paboTaloLLnii B NPOU3BO/ACTEE FIEKAPCTBEHHbIX CPEACTB, AOMKeH obnanatb Heobxoaw-
MOW KBanudukauuen N npakTM4ecKMm onbimoM. [lomKHOCTHble 0BA3aHHOCTU OTAENbHOrO COTPYAHUKA He
AOMKHBI ObITh CIIMLLKOM OGLEMHBIMU U CMIOCOBCTBYIOLLIMMUW €r0 YpPe3MepHOi 3arpyXXeHHOCTH, OTPULIATENBHO
BNWSIOLLEN Ha Ka4eCTBO NPOAYKLIMW.

2.2 Ha npeanpusatun formkHa 6biTh 4YeTKasi opraHusauMoHHas CTpykTypa. CnyxebHble 06si3aHHOCTM
PYKOBOASLLMX pabOTHVKOB AOSMKHBI ObiTb M3NOXKEHbI B AOIMKHOCTHBIX MHCTPYKUMAX. PykoBoauTenu [OMKHbI
obnapatb OOCTaTOMHBIMKM MONHOMOMUSIMW ANSi BbINONHEHWS CBOUX (PyHKUUIA. X nonHOMOouMA MOryT GbiTb
nepefaHbl oULNANbHO HAa3HAYeHHbIM 3aMeCTUTENSM, UMEIOLLIMM [OCTaToMHYl0 ksanuduvkauvio. Crnenyer
MCKIIOUUTB AybrnvpoBaH/e OTBETCTBEHHOCTU COTPYAHMKOB, CBA3aHHOW C BbiNONHeHWeM TpeGoBaHUiA HacTos-
LLlero cTaHaapTa.

PykoBoasiiume paboTHUKM

2.3 PykoBoauTenu npov3BoACTBa, pykoBoaMTenb CnyxGbl (OTAena) KOHTPOns KavyecTea U YnonHoMo-
YeHHoe NULO (NMLa) AOMKHLI BbITb 3aHATLI HA NPEANPUSITUM NOSHLIN pabounii AeHb. PykoBoavTenu npoussoa-
cTBa U cnyx0Obl (0TAENa) KOHTPONS KayecTBa AOMKHbI ObiTb HE3aBUCMMLIMU Apyr OoT Apyra. Ha GonbLumx
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npeanpUATUAX YacTb PYHKLUIA, NepedncneHHbIX B 2.5—2.7, nepenaercs, Npy HeobxoauMoCTw, APYMMM COTPYA-
HUKaM.

2.4 065a3aHHOCTV YNONHOMOYEHHBIX NLL

a) [inA nekapCTBeHHbIX CPeACTB, BbiMyLLEHHbIX B Poccuiickon denepauum, YnonHOMOYeHHoe nuLo
JOIMKHO rapaHTVMpOBaTh, YTO KaXAas cepvsi npoAykumu 6bina npovasefeHa U NpoBepeHa B COOTBETCTBUM C
yCTaHOBMNeHHbIMW Tpe6GoBaHUsaMY;

b) Ans nekapcTBeHHbIX CPEACTB, BbiNyLLeHHbIX BHe Poccuiickon ®egepauuny, YnonHoMoueHHoe nnuo
[AOIMKHO rapaHTUPOBaTh, YTO MMNOPTMPYEMas cepus NPoAyKLIMK NPOLLIa NPOBEpKy B NOPsiAKe, YCTAHOBINEHHOM
ons Pocovu;

c) [o Bbinayu pa3peLleHns Ha BbINyCK NleKapCTBEHHBIX CPEACTB B cthepy obpalleHns YNonHOMOoYeHHoe
JIMLIO [IOIMKHO [OKYMEHTASIbHO NOATBEPAUTD, YTO KaXKAas cCepys NpoAyKUWY y0BNETBOPAET COOTBETCTBYIOLLIMM
OOKyMEHTaM.

KBanugvkaumsa YNOMHOMOYEHHOTO Nnvua [OMMKHA COOTBETCTBOBATb YCTaHOBMEHHbIM TpeGoBaHMsAM.
YNornHoMo4eHHoe NULo AOMKHO BXOAUTL B LUTAT NPeanpuaTUS — npousBoavTeNs NekapCTBeHHbIX CPeacTs.
Ero o6s13aHHOCTM MOryT 6bITb NepenaHkl TONbKO NULaM, UMEIoLLMM CTaTyC YNoNMHOMOYEHHOro nvua.

2.5 OcHOBHble 06513aHHOCTU PyKOBOAWTENS NPOV3BOACTBA

| OpraHnsauusi NpoVM3BOACTBA U XpaHEHUsi NPOAYKUMW B COOTBETCTBMM C AOKYMEHTauMel C Lenbio
obecneveHus Tpebyemoro kadyecTsa.

Il YTBEpXaeH1e MHCTPYKLWIA, CBA3aHHbIX C NPOM3BOACTBEHHbLIM NPOLIECCOM, U o6ecneyeHne X TOHYHOro
BbIMONTHEHUS.

Ill KoHTporb 3a paccMOTpeHneM 1 NoAnucaHnemM Bcex NpOU3BOACTBEHHbIX NPOTOKONOB NULaMU, MMeto-
MMM HeobxoauMble MONTHOMOYMS, IO Nepeaaym ux B cnyxby KOHTPONSA KavecTBa.

IV KoHTporb 3a paboToi cBoero noapasaerneHnns, coaepxaHmeM NoMeLLeHnn, akcnyaTauuein U TeXHU-
Yeckum obcnyxuBaHnem obopynoBaHus.

V KoHTporb 3a npoBeieHvemM paboT no arrectaumm (Banvaauum).

VI OpraHnv3aums neperYHOro 1 nocnenyoLlero oby4eHnsi NPOM3BOACTBEHHOIO NepcoHana.

2.6 OcHOBHbIe 0653aHHOCTW pykoBOAWTENS CRYXObl KOHTPONSA KavecTsa

| YTBEpXAESHWE UK OTKIOHEHWE NCXOAHLIX U YNaKOBOYHLIX MaTepuanos, NPOMEXyTOMHOW, Hepacdaco-
BaHHOW U roTOBOW NpoayKLuK.

Il OueHka NPOTOKONIOB Ha CepuIo NPOAYKLUN.

Ill NpoBeneHWe HeOGXOANMBIX UCTILITAHUNA.

IV Y1BepxaeHve cneundukaumii, MHCTPYKLUUIA No oT6opy Npo6, MeToavK UCNLITAHWUIA U APYIMX METOAWK
Nno KOHTPOSIO KayecTea.

V [Honyck k paboTe cneLyanucToB-aHaNMTUMKOB, paboTaloLmnx NO KOHTPAKTY, M KOHTPOSIb 3a UX AeATesb-
HOCTbHO.

VI KoHTponb paboTbl noaBeAOMCTBEHHOTO OTAENa, 06CNY>KMBaHUS €ro NoMeLLEeHWn 1 060pyn0BaHUS.

VIl KoHTporb npoBeaeHWs atrectaumm (Banuaaumm).

VIl OpraHusauvs nepBUYHOIO U nocrieayiolero oby4eHns nepcoHana nofiBeqoMCTBEHHOro otaena.

Opyrvne 06513aHHOCTH COTPYAHWKOB OTZiENa KOHTPONA KavecTsa NpysefeHbl B pasaene 6.

2.7 PykoBoauTenv Npov3BOACTBA U OTAENa KOHTPONS KayecTBa MMEIOT psifi COBMECTHbIX 06s13aHHOCTeN,
OTHOCSLLIMXCA K 06ecneveHuto kavyecTBa NpoayKLuK. 3T1 06573aHHOCTU C yHETOM AeACTBYIOLLNX HOPM Y NpaBus
MOryT BKNtouaTh B cebs criegyioulee:

- yTBepXAeHve NMCbMEHHbIX UHCTPYKLWIA, MeTOAMK U APYIMX AOKYMEHTOB, B T. Y. BHECEHMe NU3MEeHeHWUI
B HUX;

- KOHTPOJ1b 32 OKPYXaKLLiel Cpenow Ha NPOU3BOACTBE;

- KOHTpPOJib 3a coOnoaeHeM npaBusl NPOU3BOACTBEHHOW MIMMEHb!;

- atrecTauuio (Banuaauuio) NpoLIeccos;

- obyyeHue nepcoHana;

- YTBEPXOEHUE U KOHTPOSb 32 NOCTaBLLMKAMK UCXOAHLIX MaTepuanos;

- YTBepXAEeHWe U KOHTPOSIb 3a NPOU3BOAUTENSIMU, paBOTaOLLMMU MO KOHTPAKTY;

- onpeneneHve yCrioBUin XpaHeHUss MaTepuanoB, NPOSYKLUMU N KOHTPONb 3a UX COOMNIoaeHNEM;

- XpaHeHue NpOTOKOIOB;

- MOCTOSHHbLIN KOHTPOSb COOTBETCTBUS TpeboBaHMAM HACTOSLLEro CTaHaapTa;

- NpoBefeHne MHCMEKLWIA, paccreaoBaHuii M 0TOOPOB NPOS C LieNbio BLIABNEHUS (hakTOpPOB, CNOCOBHBLIX
NOBMMATL HA Ka4YeCTBO NPOAYKLUN.
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ObyueHue

2.8 TMpennpuvsiTve-npousBoauTenb AOMKHO ob6ecneunTs obyyeHne Bcex COTPYAHVKOB, 3aHATLIX NMpou3-
BOA,CTBOM UIWN KOHTPOJIEM Ka4ecTBa (B T. Y. TEXHUYECKUI, 06CNYyXMBaIOLLWA NepcoHan y NepCcoHarl, BLIMONHSI0-
LMK yBopKy), a Taloke APYrvX COTPYAHWKOB, AEATENBHOCTL KOTOPbIX MOXET NOBIIMSTL HA KAYECTBO NPOAYKLIMM.

2.9 lMomumo BasoBoro obyyeHns TpeboBaHUAM HacTosiLero ctaHaapTa (no Teopum u npaktvke GMP)
BHOBb MPUHATLIE COTPYAHUKW AOKHbI MPOUTU 0By4eHe B COOTBETCTBUM C UX AOIMKHOCTHBIMK 0653aHHOCTSIMA.
Cnenyet opraHusoBath nepuoanyeckoe obyyeHne nepcoHana v oLeHUBaTb 3peKTMBHOCTL 3TOro 06yueHus
Ha npakTuke. O6y4eHne cnenyeT NPOBOAUTL NO NPOrpaMMam, YTBepXXAeHHbIM PYKOBOAWUTENSIMUA NPOU3BOACTBA
vnm cnyx6bl (0TAena) KoHTpons kadecTsa. MPOToKoNbl 06y4eHUs AOMKHLI XPAHUTLCA Ha NPeANpPUATUMN.

2.10 CotpyaHuku, paboTaroLuve B 30HaX, B KOTOPbIX 3arpsi3HeHUe NpeacTaBnsieT OnacHOCTb, HarpuMep,
B YNCTbIX 30HAX U B 30HaxX paboTkl C CMIMTLHOAEVCTBYOLLMMM, TOKCUMHLIMUA, MHULIMPYIOLLIMMU UIK CEHCUGK-
NU3MPYIOLLIMMK BeLLieCTBaMW, OMKHBI MPOWTK cneumarnbHoe obyueHue.

2.11 MNocetutenn n/mnn Heoby4YeHHble COTPYAHWKN He [OMMKHbLI [OMYCKaThbCs B 30HbI, CBSI3aHHLIE C
NPOV3BOACTBOM U KOHTponeM kavecTsa. [py Heo6xoaAMMOCTH, OHU AOIMKHBLI NPeABaPUTESbHO NPOATA MHCTPYK-
TaX Mo NpaevramM SIMHHON MMrUeHbl, NopsAKY NepeofeBaHns M HOLLEHUIO crieumanbHoW oaexabl. 3a aTuMm
NvuamMuy JormkeH BbiTb OpraHN30BaH TLLATESbHbINA KOHTPOSb.

2.12 Tpu obyyeHum crnienyet NoApo6GHO PasbACHATL M 06CYXaaTh KOHLIENUMIO obecneveHnst KauecTea
[Nsi ee NONHONo YCBOEHWSI U fanbHeLIero npuMeHeHus.

MrueHa nepcoHana

2.13 Ha npeanpustin pomiHbl GbiTb paspaboTaHbl NpaBuna JIMYHOW MMIVEHbI NepcoHana ¢ yvyeToMm
ocobeHHOCTel KOHKpeTHoro npomssoacTea. Npasuna A0MKHLI coaepXaTb MHCTPYKLUMK, perraMeHTupyioLme
TpeboBaHWA K COCTOSIHUIO 300POBbS, COONIOAEHUIO MMIVieHb! U NOPSAKY HOLLeHUs oaexabl. MIHCTPYKLUUM IOMKHbI
cobnoaatb BCe COTPYAHUKK, KOTOPbIE CBA3aHbl C HAXOXAEHWEM B NPOU3BOACTBEHHBIX MOMELLLEHUSIX U NOMe-
LLIEeHUSIX KOHTPOSS KayecTBa. PyKoBOACTBO NPpeanpusATUS HECET OTBETCTBEHHOCTb 3a BbINOSTHEHWE NEPCOHANoM
npaBui Mr1eHbl U opraHM3aumio HeobxoauMoro o6yyeHust.

2.14 Bce nuua, npvHMMaeMbie Ha paboTy, I0MKHEI NPOXOAUTL MEeAULIMHCKWIA ocMOTp. Ha npeanpusimum
[OMKHBI BbITb UHCTPYKLIMK C NepedHeM nokasarerieli COCTOSHUA 300POBbA, KOTOPble MOryT OkasaTb BNUsiHue
Ha KavecTBO Npoaykuuu. B cnyuasx, cBf3aHHbLIX C NPOU3BOACTBEHHOW HEOOXOAMMOCTBLIO MNN COCTOSHUEM
300pOBbS, COTPYAHWUKW OOSKHLI NPOXOAWTL NOBTOPHLIM MeAULIMHCKWUIA OCMOTP.

2.15 Jlvua ¢ vHeKUMoHHbIMKM 3aboneBaHNsIMM 1 NOBPEXAEHVWSMU Ha OTKPLITLIX y4acTkax Tena He
[OMyCKalTCA K NPOV3BOACTBY JIeKapCTBEHHbIX CPEACTB.

2.16 Opexna BXOASLLEro B NPOM3BOACTBEHHbLIE MOMELLEHUS AOMMKHA COOTBETCTBOBATb HA3HAYEHMIO
9TOro NOMELLeHuS.

2.17 B npon3BoACTBEHHbIX 1 CKINaACKMX 30HAX 3anpeLLaloTcs KypeHne, NpueM NULLM N NUTbLe, XXeBaHue
Pe3nHKK, a TaKKe XpaHeHWe NMULLEBbIX MPOAYKTOB, HAMMTKOB, TaGauHbIX U3AENUA N NNYHBIX NEKAPCTBEHHbIX
cpencts. He ponyckaetcs niobas AesTenbHOCTb, Hapyllalwas npaBuna MMrMeHbl B NPOU3BOACTBEHHBIX
MOMELLEHUSAX UMK APYrMX MecTax, KoTopasi MOXET OKa3aTb OTpULATENbHOE BNUSIHWE HA KavyeCcTBO NPOAYKLMW.

2.18 HenocpeacTBeHHbINM KOHTaKT OnepaTopoB C OTKPLITOW NpoayKuWeln unu niobbiMy aeTansmm o6opy-
[0BaHVS, KOHTAKTUPYIOLLMMU C NPOAYKUMEN, He [IONYCKAeTCs.

2.19 TepcoHan AoMmKeH NPONTN MHCTPYKTaX MO NpaBusiaM MbITbS pyK.

2.20 CreumanbHble TpebGoBaHUs, OTHOCALLMECS K NPOU3BOACTBY OTAENbHLIX BUAOB NPOAYKLWW, Hanpu-
Mep, CTepUnbHbIX NpenapaTos, AaHbl B NPUIOXEHUSX K HACTOSLLIEMY CTaHaapTy.

3 NMomelleHns u obopyaosaHue

MpuHUMNBI

MecTo pacnonioXeHus!, MPOEKT, CTPOUTENLCTBO, MOHTaX, OCHALLEeHWe U 0BCny>XMBaHWe NOMELLEHUA U
o6opynoBaHUs AOMKHEI COOTBETCTBOBATL XapaKTepy BbINONHAeMbIX paboT. MnaHMpoBKa NOMeLUEHWUA U KOH-
CTPYKUMsi 060PYAOBaHWSA AOMKHBI MUHUMU3UPOBATL PUCK OLUIMBOK, NpeaycMaTpyBaTh NpoBeaeHVe adeKTvB-
Holt y6opku 1 0BCIyXVBaHWs C Lierbio NpefoTBpaLLeHUsi NepeKpPecTHOro 3arpssHeHUs!, NOSIBIIEHUS MUY U
rpsav u, B 06LLeM cnyyae, ycTpaHeHus nmio6oro haktopa, yXyALlatoLLEero KauecTBo NpoayKUUK.
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MomelwweHun

Ofwume nonoxeHus

3.1 Pvick 3arpsizHeHnst MatepranoB 1 NPOAYKLMW, CO3jaBaeMblIli OKpy>KaloLLiei cpeaoi Npon3BOACTBEH-
HbIX NMOMELLEHWI (3naHunit), AOMKeH OblTb MUHVMMAanbHLIM NPY YCNOBUK CODNIOAEHNUSA BCEX Mep 3alLLMTDI.

3.2 TMpw akcnnyaTaummn noMeLLeHuii cneayeT BLINOSHATE Mepbl NPefoCTOPOXHOCTH, NPY 3TOM NpoBene-
HMe TEXHUYECKOro obCny>X1MBaHNa U PEMOHTa He [OIMKHO OKasbiBaTb BPeAHOro BIUAHWA HA Ka4eCTBO NPOAyK-
umn. Y6opka U Ae3vH(eKUrs NoMeLLEHNI [OIKHbI BbINOMHATLCA B COOTBETCTBAN C NMUCbMEHHLIMU UHCTPYK-
LUMSMWA.

3.3 OcBelueHne, TeMNepaTypHbI PEXUM, BNAXKHOCTb U BEHTUNALMSA OOMKHbI COOTBETCTBOBATL Ha3Ha-
YEHWI0 NOMELLIEHUS U He OKa3bkIBaTb NPSMOTO UITM KOCBEHHOMO OTpULIATENLHOTO BNUSHUA Ha paboTty obopyzio-
BaHWS U NeKapCcTBEHHbIE CPeaCTBA BO BPEeMS UX M3rOTOBMEHUS U XpaHeHuUs.

3.4 Tpv NPOEKTUPOBaHWM U BKCTITyaTaLyn NoMeLLEHUA crieayeT NpeaycMoTpeTb MaKCUMaribHYIO 3aLly-
TY OT NPOHUKAHWS B HUX HACEKOMbIX UMW XXUBOTHbIX.

3.5 B nomelleHnsa He [ONYCKalOTCA Nuua, He MMelLlLMe npaBa AocTyna B HUX. MpousBoacTBEHHLIE,
CKNapacKve NoMeLLEeHNs Y MOMELLIEHUSA KOHTPONA KaYecTBa He AOMKHEI MCMOMNbL30BaTLCA ANA CKBO3HOMO NpoxoAa
nepcoHana, He paboTaloLLEro B HUX.

MNpoussoacTBeHHasn 30Ha

3.6 [nst MMHUMU3aLMKM pUCKa Ar1A 300POBbS N0 13-332 NePeKPeCcTHbIX 3arpA3HEHUn NpYU NPOM3BOACT-
BE HEKOTOPhLIX NEKaPCTBEHHLIX CPEACTB, TakUX Kak CeHcubunuanpyiolume BelLecTsa (HanpuMep, NeHULMNIn-
Hbl) UK Buonornyeckne npenaparsl (HanpuMep, U3 XMBLIX MUKPOOPraHW3MOB), creayeT npenycMOTPETb
crneuvanbHbIe 1 M30NMPOBaHHbIE TEXHUYECKUe cpeacTaa (MomeLleHus, obopyaosaHve, cpencTaa obcnyxmBa-
HUS 1 Ap.). B ooHUX 1 Tex e NOMEeLLGHUAX He A0MyCKaeTCA NPOu3BOACTBO OTAEMNbHbIX BUAOB aHTMOMOTHKOB,
HEKOTOPbIX FOPMOHOB, LIMTOTOKCUHOB, CUIMBHOAENCTBYIOLLMX NeKaPCTBEHHbIX CPEACTB W NPOAYKUMM Hemenaw-
LIMHCKOrO HasHaueHusl. B nckniountenbHbIX Cryvasx NPOU3BOACTBO TAaKMX Npenapartos AONYCKAETCsl B OAHUX
NOMELLIEHUSIX NPU pasfeneHuM LWMKNOB NPOW3BOACTBA NO BPEeMEeHW, C cobniofeHWeM cneumanbHbIX Mep
NpenoCTOPOXHOCTU 1 NpoBEAeHeM Heo6xoaVMOoN aTTecTaumm (Banvaauum). B 3naHnsax, ncnonbsyembix ans
NpPoV3BOACTBA NEeKapCTBEHHBLIX CPencTB, He [OMycKaeTcsl NpoU3BOACTBO SA0B TEXHUMECKOTO HAa3HAYeHUs
(nectvumpoB v rep6uLMAOB).

3.7 MNMnaHMpPOBOYHLIE PELLeHWs NOMEeLLEHWUIA N0 BO3MOXHOCTU AOMKHbI COOTBETCTBOBATL NOMMYECKon
rocrenoBaTenbHOCTV NPOU3BOACTBEHHbIX onepauuvi h obecneumsaTh BbiNonHeHve TpeboBaHui K YncToTe.

3.8 MnaHMpoBOYHbIE peLleHNs paboumnx 30H U 30H XpaHeHUs1 BHYTPWU NPOM3BO/ICTBA [10JDKHLI o6ecneqn-
BaTb NocrneaoBatenbHOe U NOMMYHOE pasmellieHne 060pyaoBaHNA U MaTepuarnos, CBOAWTbL K MUHUMYMY PUCK
nepenyTbiBaHUs1 Pa3nNUHbIX NEKAPCTBEHHLIX CPEACTB UMM UX KOMMNOHEHTOB, NEPEeKPeCcTHONo 3arps3HeHns U
OLIMBOYHOrO BLINOMHEHUS UNK Nponycka NiobbIx onepaLyii No NPOW3BOACTBY UIM KOHTPOTIO.

3.9 Ecnu ucxogHble n nepBuYHbIE YNaKoBOUHLIE Marepuarbl, NPOMEXyTOuHble UM HepacgacoBaHHbIe
NPoAyKTbl NOABEPraloTCs BO3AEWCTBUIO OKPYXaloLLEel cpefibl, BHYTPEHHWEe NOBEPXHOCTU NOMELLIEHUIA (CTeHbI,
nosn 1 NOTONOK) AOMKHbI GbiTb MaaKUMU, He UMETL OTKPLITLIX COeAVHEHWI 1 TPELLVH, He BbIAENATL YacTuL, U
DOMmKHBI 06ecneunBaTb BOSMOXHOCTb GecnpensTcTBeHHOI U 3dhdeKTUBHON YEOPKU U fleauHeKLmK.

3.10 KoHcTpykuus n pasmelleHue Tpyb, ocBetutenbHbIX NpU6opos, 06opyioBaHUA BEHTUMNSALMK U T. N.
He [OMMKHbI UMETb MEeCT, TPYAHOAOCTYNHLIX Ansi OMUCTKWA. [0 BO3MOXHOCTU MX OGCNy»MBaHUE AOMKHO
OCYLUECTBNATLCA C BHELWHEN CTOPOHLI NPOU3BOACTBEHHbBIX MOMELLLEHNIA.

3.11 Tpy6onpoBoabl Ans CTOKOB (KaHanusauus) AOMMKHLI UMETb Heo6xoanMble pasmepsl U ObiTb 060py-
[OBaHbI YCTPOMCTBAMK, NpeaoTepaLLaloLLmmm o6partHeii NoTok. CneayeT usberarb OTKPLITLIX Xernotos. Mpu
HeoBXoaMMOCTN OHU AOMKHDI GbiTb HernyGokuMK Ans yno6eTeBa OYNCTKY M Ae3NHEKLUN.

3.12 B npou3BoACTBEHHBIX 30HaX, B 3aBUCMMOCTM OT BbiNYCKAaeMOW NPOAYKLIMM, BbINOSTHAEMbIX Onepa-
UM u TpeboBaHWIA K OKpYXaloLLel cpeae, crenyer npenaycMarpyBaTb 3(MEKTMBHYI0 CUCTEMY BEHTUNALIMU C
obecneuyeHnem TpebyemMoli TemnepaTypbl U, NPU HEOBXOAUMOCTH, BNXKHOCTU M OMUCTKU BO3lyXa.

3.13 UcxopHble Marepuansl B3BELUMBAIOT, Kak MpaBuno, B cneunanbHO 0OOpYAOBaHHLIX ANSA 3TOro
NoMeLLEHUsIX.

3.14 Ecnu BbinonHeHne paboTbl CONPOBOXAAETCA BhiAeneHnem nbinu (Hanpumep, npu otbope nNpoo,
B3BELLUMBAHWW, CMELIEHUH, NPOM3BOACTBEHHbIX onepauusix U YnakoBke Cyxux MpoayKToB), TO HeoGxoaumo
npeaycMoTpeTb Mepbl Mo NPeAoTBPALLEHUIO NepeKPeCcTHOo 3arpA3HEeHNs Y NPOBEASHUIO OYUCTKN.

3.15 MNpu npoexTnpoBaHuu (B T. Y. pa3paboTke NNaHUPOBOYHbIX PELLEHWi ) NOMEeLLIEHUA s YNaKOBKU
FleKapCTBEHHbIX CPEACTB CrieayeT npeaycMaTpyBaTh cneLuanbHbie Mepbl NPOTYB NepenyThIBaHUS UNW Nepe-
KPECTHOro 3arpsi3HeHNs Matepnanos 1 NPOAYKLIMM.
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3.16 lMponsBoacTBEHHbIE MOMELLIEHMS A0MKHBI ObITh XOPOLLIO OCBELLEeHbl, 0COOEHHO B MECTax BbinosiHe-
HWS BU3yanbHOro KOHTPONS.

3.17 BHyTpMNpOU3BOACTBEHHLIN KOHTPOML MOXET MPOBOAUTLCA B 30HE MPOU3BO/ACTBA, €CNU 3TO He
co3faeT NoMex AA TEXHONOrMYeckoro npolecca.

30HbI cknaaMpoBaHuA

3.18 3oHbI ckNaaMpoBaHMsA A0IMKHBI ObITb IOCTATOMHON BMECTMMOCTHY Ars obecneveHusl Hagnexallero
XpPaHeHWs1 Pa3nnyHbLIX KaTeropuii MaTepranos U NPOAYKUUM (MCXOAHOTO ChIPbSi M YNAaKOBOYHBLIX MaTepuanos;
NPOMEXYTOYHON, HepactacoBaHHOWM M FOTOBOW NPOAYKUMK; NPOAYKLMW, HAXoasLeNCs B KapaHTUHe, pa3spe-
LLEHHON Ans BbINYCKa, OTKNOHEHHOW, BO3BPALLEHHOM UM OTO3BaHHOW NPOoAyKLUMK).

3.19 lNpun NpoeKTMpoBaHNM M OpraHM3aLMK 30H CKNAAVPOBaHWA CriedyeT npefycMaTpuBaTb Haanexa-
LLMe YCroBUS XpaHeHWs. 30HbI CKNaaMpPOBaHWA AOMKHbI ObiTb YNCTBIMM, CYXUMU U UMETL Tpebyemblii TeMne-
paTypHeIii pexxum. MNpyu HeoBxoguMocTu crnepyeT obecnevnBaTh cneLmarbHble YCIOBUSI XpaHeHUs (Temnepa-
TYPY, BNaXHOCTb U T. MN.) U NX KOHTPOJb.

3.20 B 30Hax NpueMKW 1 Bbiga4yn MaTeprarnoB U NPoayKuMK AormkHa 6biTb obecneveHa ux 3awmra ot
HebnaronpysTHbLIX MOroAHLIX YCNOBUI. MPOEKT 30HEI NPUEMKU [OMKEH NpefycMaTpyBaTh OUYUCTKY YNaKOBOK C
NocTynaLMMK Matepuanamm nepea X CKnaavupoBaHUeM.

3.21 Ecnu pexum kapaHThHa obecneuvnBaeTCcs XpaHeHneM NPOAYKLMW B pa3fienbHbIX 30HaX, TO 3TU 30HbI
[OIMKHBI UMETb YeTkoe 0603HaueHre. [locTyn B HUX AOMKeH ObITh pa3peLueH TonbKo NMMuamM, MMEIoLLMM Ha 3TO
npaso. Iiobas apyras cuctema, 3aMeHsioLLas pusnyeckoe pasaerneHue, LomkHa obecneunBaTh 3KBUBANeHT-
Hyto 6e30nacHoCTb.

3.22 Ot160p Npob McxodHbIX MaTepuaroB, Kak NPaBuUIio, CreayeT BbiNONHATL B OTAENbHON 30He. Mpu
oTGope npob B CkNaackoi 30He HEOBXOAMMO NPUHATL Mepbl NPOTUB NPSIMOTO UIU NEePeKPECTHOTO 3arPA3HEeHNs.

3.23 OTKIMOHeHHble, 0TO3BaHHbLIE UMK BO3BpPALLEHHbIe MaTepuanbl U NPOAYKUMIO criedyeT XpaHuTb B
M30NMMPOBaHHLIX 30HaX.

3.24 CvnbHogencTByIOLUME BELLECTBa U NpenapaTsl 0MKHbLI XPaHUTLCS B 6e30NnacHbIX Y OXpaHAeMbiX
NMOMELLEHUSX.

3.25 Crnepnyet obecneumnTtb HagexHoe 1 6e3onacHoe XxpaHeHue nevaTHbIX MaTepuanos BBUAY UX KNiove-
BOV pOnuv B NOATBEPXOEHUN UAEHTUYHOCTU NeKapCTBEHHbIX CPEACTB.

30HbI KOHTpONS KayecTBa

3.26 Kak npasurno, nabopatopun KOHTPONs KavecTBa AOMKHbI ObiTb OTAENEHbl OT NPOU3BOACTBEHHBIX
nomeLleHuin. 3To ocobeHHO BaxHO Ans nabopaTtopwii KOHTpPons Buonornyecknx, MUKpobMonomMIecknx npe-
napaToB Uy paavon3oTONoB, KOTOPbIE Taloke A0SKHbI ObiTb OTAENEHL! ApYr OT Apyra.

3.27 lNpoekT KOHTpOnbHLIX NaBopaTopuii [OMKEH COOTBETCTBOBaTL TPEGOBAHUSIM K BLINOSHAEMbLIM B
HUX onepauvsM. Mnowane nabopartopui AomMkHa ObiTb [OCTATOMHOW AN UCKIIOYEHUs1 NepenyThiBaHus U
NepeKpecTHOro 3arpssHeHus, a TakKe ANs XpaHeHUs 06pasLioB U NPOTOKOIIOB.

3.28 [nsA pasmelleHUs YyBCTBUTESbHBIX NPUGOPOB, HYXOAOLWMXCSA B 3alUUTe OT 3NIeKTPOMArHWUTHBLIX
noneii, BUGpaLMK, NOBbLILLIEHHOV BNAXXHOCTU UMW OPYrMX BHELUHUX (DaKTopoB, MOMyT ObITb NpeaycMOTPeHb!
OTAENbHbIe NOMELLEHMSI.

3.29 Ocobble TpeboBaHVsi NPeObABNAIOTCA K NaGopaTopusM, B KOTOPLIX NpoBoAATcst paboThl ¢ 06pas-
LiamMy crneLMn4eckux BeLL,ecTs, Hanpmmep, 6MONoOrMYecKMMn N PagvMoakTUBHLEIMU Marepyanamm.

BcnomoraTtenbHble 30HbI

3.30 KomHarthl oTAbIxa 1 npuema NULLM AOIMKHBI ObITb OTAENEHbl OT NPOM3BOACTBEHHBLIX NOMELLEHWIA.

3.31 MNomelleHVs AnNsA NepeofeBaHUsA U XpaHeHWUs ofexabl, Tyanertbl U AylieBble [AOSKHbI UMETb
yAOOHBIV 4OCTYM, UX NMAHUPOBKA U pasMepbl AOMMKHBLI COOTBETCTBOBATL YMCIIEHHOCTU NepcoHana. He gonyc-
KaeTcsi BbIXO/, U3 TyaneToB HenocpeaCcTBEHHO B NPOU3BOACTBEHHbIE UMW CKINaJCKue 30HbI.

3.32 PeMOHTHbI@ y4acTK/ AOIMKHbI ObiTb, N0 BO3MOXHOCTH, OTAefeHbl OT NPOM3BOACTBEHHLIX NOMeLLe-
HUiA. Mpy HeoBXOAVMOCTU XPaHEHUA 3anacHbIX YacTei U UHCTPYMEHTOB B 30He MPOM3BOACTBA AOMKHLI ObiTh
npeaycMoTPEeHb! cneunanbHblie NOMeLLIeHNU UK LWKadibl.

3.33 lNomMelleHun AnNsa coaepXaHys XXUBOTHBIX A0MKHbI GbiTb U30NMPOBaHLI OT OCTalbHbIX 30H, 060py-
A0BaHbl OTAENbLHLIMM CUCTEMaMU NMOATOTOBKM BO3lyXa M OTAESbHbIM BXOOAOM.

Ob6opyaoBsanue

3.34 KoHCTpyKuUus, MOHTaX M NOPSIAOK TEXHMYECKOro 06CcnyuBaHusi 060py0BaHWUSA IOIDKHLI COOTBET-
CTBOBATh €r0 Ha3Ha4eHWIo.
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3.35 Pabotbl N0 peMOHTY M TEXHU4YecKOoMy OOCIyXMBaHWI0O OOOpPYIOBAHUS He AOJHKHbI OKa3blBaTh
OTPULIATENLHOTO BIIMSHWUSA Ha Ka4eCTBO NPOAYKLMK.

3.36 KoHcTpyKumMs Npov3BOACTBEHHOrO 060pyAOBaHNA A0MKHA oGecneunBaTh yao6CTBO M BOBMOXHOCTb
ero ouncTin. OnepaLum No o4YUCTKe 0BOpPYAOBaAHUS [OIMKHBLI BLINONHATLCA B COOTBETCTBAN C NOAPOGHLIMU
NMCbMEHHbIMW UHCTPYKLUaMW. O6opyaoBaHve crieayer coaepXartb B CyXOM U YUCTOM COCTOSIHUN.

3.37 WHBeHTapb 1 MaTepuaribl Af1si OYUCTKU HE A0IMKHbI GbiTb UCTOMHWKAMK 3arpPA3HEHUS.

3.38 Ob6opynosaHue AOMKHO ObITb YCTAHOBIEHO Tak, YTOObI, N0 BO3MOXHOCTH, UCKIIOHMUTb PUCK 3arpsia-
HEHWS UMK BbINOJNTHEHUS OLLIMBOYHBIX ,El,eﬁc‘l’ BUN.

3.39 TexHonomueckoe oBopyaoBaHMe He AOMKHO BNUATbL HAa KavecTBO NPOAYKUMWM W NPeacTaBnsiTh
Kakylo-nubo onacHocTb. HacTu TexHonormueckoro o6opyioBaHns, KOHTAKTUPYIOLLIME C NPOAYKLIMEN, He NOMKHbI
BCTYNathb C Hel B peakumio, BbiAensiTb unu abcopbrpoBarb BeLlecTBa, OKa3biBalolLMe BNUSHWE Ha KavecTBO
NpoayKuuK, B TaKoW cTeneHn, YTobbl 3TO MOITO NpeAcTaBnATb ONACHOCTb.

3.40 TlorpeluHOCTL NPMGOPOB At USMEPEHUS MAacChl U APYroro M3MepuTenLHOro 060pyI0BaHNS AOIDK-
Ha COOTBETCTBOBATb NPOM3BOCTBEHHLIM M KOHTPOSbHBLIM ONepaLynsiM, B KOTOPbIX OHW UCNONb3YIOTCA.

3.41 NepuoanyHOCTbL KanNMbpoBkK (MOBEPKM) U3MEPUTENbHBIX, PETUCTPUPYIOLLMX, KOHTPOMNbHBLIX NPUGo-
poB 1 obopyaoBaHusi AN U3MEPEeHUsi MacChl [JOfDKHA COOTBETCTBOBATb YKa3aHHOW B COOTBETCTBYIOLLMX
MeToaukax. Pesynbrarhl kanvbpoBiv (NoBepku) AOIMKHBI GbiTh 10KYMEHTUPOBAHbI.

3.42 CrauvoHapHble Tpy6onpoBoabl OMMKHEI ObiTb MapKUPOBaHbl C YKa3aHWeM NPOXOANALUMX MO HUM
BELLECTB U, ecnv TpebyeTcsi, HanpaeneHus NoToka.

3.43 Cwucrembl Tpy6oNpoBOAOB ANsi BOAbLI OYMULLEHHOW M BOAbLl AN UHBLEKUWH (OUCTUIIIMPOBAaHHOWM,
[IeVOHN30BaHHOM M Ap.) crnenyeT obpabarkiBath B COOTBETCTBUM C MHCTPYKLIMAMMU, B KOTOPbIX YKa3aHbl YPOBHU
JOeicTBUs N0 MUKPOGHOMY 3arpsiaBHeHMio  TpebyeMble KOppeKTUpyloLLme Mepbl.

3.44 HewucnpasHoe obopyaoBaHue A0MKHO ObiTb M3bATO M3 30HLI NPOM3BOACTBA W KOHTPONS KavecTBa
unv 0603Ha4eHO COOTBETCTBYIOLLIMM 06pa3oMm.

4 loxymeHTauun

MpuyHUUNLI

MpaBunbHO cocTaBNeHHas AOKYMEHTaLMs SBMSAETCH BaXHOW YacTbio CUCTEMBI 06GecreieHns KavecTea.
YeTkoe ohopmMIeHne AOKyMeHTaUmmn No3BONSET NPenoTBpaTuTb OLUMOKM, BO3MOXHbIE NPY YCTHOM O0LLEHWN,
W npocrneauTb BCe aTanbl MPOM3BOACTBA KOHKPETHOW cepum npoaykumu. Cneundukauuy, npoMbilLsieHHbIe
perrnameHTkl, UHCTPYKLIMKW, METOAVKM M NPOTOKOIbI CepUM NPOAYKLIMW AOIDKHBI ObiTh 0(hopMIieHb! HaanexXalum
06pa3oM 1 He AOMKHbI coaepxXaTh OLNGOK.

O6wme nonoxeHus
4.1 Buabl AOKYMEHTOB

cneumdpmkaums (specification): [JokymeHT, conepxalumii TpeGoBaHWUS K MaTepvanam U NpoaykTam,
MCrMorb3yeMbIM MU Mony4YaeMbIM Npy NPOM3BOACTBE, ABMNSAIOLLMIACA OCHOBOW AN OLIEHKU KaYecTBa JieKapcT-
BEHHbIX CpPeAcCTB.

NPOMbILISIEHHbIN PerfaMeHT, TeXHONOruYeckasi MHCTPYKLMS M MHCTPYKLUMS NO ynakoBke (manu-
facturing formulae, processing and packaging instructions): JokymeHTbl, onpegensiowpe Bce UCronbaye-
Mble UCXOHbIE MaTepuvank! 1 onepauum Nno NPOV3BOACTBY M YNAKOBKE MPOAYKLMA.

WHCTPYKUMA, MeToAMKa, Npoueaypa (procedure): [JokyMEHT, coaepxalLmii yKasaHWs Mo BbINONHEHMWIO
OTAenbHLIX BUOOB onepauuii (Hanpymep, No 04UcTKe, NepeoaeBaHmio, KOHTPONIO OKpyXatoLLer cpefbl, 0T6opy
npo6, NpoBeAeHuIo UCTIbITaHWIA, 3KCIyaTauuy oGopyoBaHus).

npoToKon Ha cepuio (record): [JOKyMEHT, OTpaxaloLLWii Xof, NPOM3BOACTBA KaXO0W Cepuy NPOoayKLuK,
B T. Y. pa3peLleHre Ha ee peanusaumio, U Bce hakTopbl, BAMAIOLLME HA Ka4€CTBO FOTOBOW NPOAYKLMN.

4.2 CnepyeT BBECTU 4€TKyl0 cucTeMy pa3paboTku, odOpMIieHMsl, pacnpoCTPaHEHUs U nepecMoTpa
[OKYMEHTOB. [lorxeH ObiTb YCTAHOBIEH NOPSAOK UX BbiAavu, BHECEHVSI M3MEHEHWI U N3bATUS. [JOKYMEHThI
OOMKHBLI COOTBETCTBOBATL PErMCTPaLMOHHOMY [OChE.

4.3 [okyMeHTbl AO0MKHbl BbiTb MOANWCaHbI M YyTBEPXAeHbl NYUuaMy, MMEeLMMU NpaBo NOAnucH, ¢
yKasaHvueM Aarbl.

4.4 [lokyMeHT He OOrmKeH fAonyckaTb ABYCMLICIIEHHOrO TONKOBaHWA. HaasaHue, BUA W Ha3HadeHue
[OKyMEHTa [OMKHbI ObITh YETKMMY U ACHBIMW. [JOKYMEHT JOIKEH MMETbL NOMMHHYIO CTPYKTYPY, o6ecneuvBalo-
LLYIO MPOCTOTY ero nposepku. Konum ¢ AoKyMEHTOB A0MkHbI 6bITb ACHBIMU U YeTkMMWU. Cnocob CHATUA Konwi
C pabounx SOKYMEHTOB JOSKEH UCKIIoMaTb BO3MOXHOCTb NOSIBNEHNS OLLNBOK.

8
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4.5 [lokyMeHTbl crieayeT perynsipHo nepecMarpvBarh U akTyanuavpoBarts. MNpu nepecMoTpe A0KyMeHTa
HeobX0AVMMO VCKITIOUUTL UCMONb30BaHUE YCTapeBLLe BepCum.

4.6 He ponyckaetrcs odopMrieHne AOKYMEHTOB B pykonvcHom Buae. Mpu HeobxoauMocTn AaHHLIe B
[OKYMEHT BHOCSAT YETKUM, Pa3bopyumBbIM NOYEPKOM TaK, MTOObI BHECEHHbIe AaHHble Henb3s ObiNo yaanuThb.
[ns BHECEHWN AaHHbIX B IOKyMEHTe AOIDKHO ObITh NPpeayCMOTPEHO AOCTAaTOMHO CBOGOAHOIO MecTa.

4.7 Mpwn BHECEHUN U3MEHEHWUIA B [OKYMEHTHI CrieayeT NpoCcTaBlsTh AaTy BHECEHVS U3MEHEeHUs 1 noa-
n1ch Nvua, caenaeLLero 3To uameHeHue. Npu HeobxoaMMOCTU crealyeT ykasaTb NPUYMHY BHECEHUS! U3MeHe-
HUIA. BHeCeHHbIe n3MeHeHUs He AoMiHbLI NPensiTCTBOBaTb BOCTIPUSITMIO UCXOAHOTO TeKCTa.

4.8 Mpotokonbl criegyet oopmMIisTb OAHOBPEMEHHO C BLINOSIHEHMEM COOTBETCTBYIOLLIMX AEUCTBUA TakUM
06pa3soM, YTOBbLI MOXHO BbINO NPOCTIEAMTL BCE OCHOBHLIE ONEpaLIMy NPy NPOU3BOACTBE NEKapCTBEHHbLIX CPeACTB.
MpoTokonbl creayeT XpaHUTb He MeHee OJHOIO rofa CO AHS OKOHYaHUsi CpoKa FOAHOCTY FOTOBOW NPOAYKLNK.

4.9 3anncb AaHHBIX MOXET BLINOSHATLCA C UCTMONb30BAaHWEM 3IEKTPOHHOM TEXHUKW, dioTorpadmposa-
HUA UK ApYrMX CpeacTs, 06ecneunBaloLLMX HANEXHOe XpaHeHne UHPOPMaLIMK B COOTBETCTBUN C UHCTPYKLISA-
MM MO MCNONb30BaHUIO 3TUX cpeacTB. Criepyet NPoBepsTb TOYHOCTL 3anuceit. MNpy BeaeHMn AOKyMeHTauum B
3MEeKTPOHHOM BuZe NPaBO AOCTyNa UMM U3MEHEeHUsl A@aHHbIX B KOMMbIOTEPe MOTYT UMETb TONbKO Nnua ¢
COOTBETCTBYIOLLYMM NOSTHOMOYMSIMK, MPU 3TOM CriefyeT BECTU NPOTOKON U3MEHEHWI 1 U3bATUIA. [ns orpaxu-
YeHUs1 JOCTYNa K 3NeKTPOHHONM 6ase AaHHLIX crieqyeT UCTonb3oBaTh CUCTEMY Naponer unu Apyrx CpeacTs;
BHeceHMe 0c060 BaXHbIX AaHHbIX AOMKHO NPOBEPATLCH HE3aBUCUMbIM CNOCOGOM. MpyY XpaHeHUM NPOTOKONOB
Ha cepvu NPOAYKUWMWU B SNEKTPOHHOM BuAe ANS 3aluWTbl OT noTepy MHgopmauun Heobxoavmo cospaBaTh
pe3epBHLIE KONUW HA MArHUTHbLIX HOCUTENsX, MUKpounbMax, Bymare mnu uHbIX HapexHbiX cpeacreax. B
nepviof, XxpaHEHUs 3TV AaHHbIe A0IMKHLI ObiTb AOCTYNHLIMK.

O6s3aTenbHas AOKYMeHTauun
Cneuudukaumm

4.10 CreundvKaLum COCTaBNSIOTCA U YTBEPXKAAIOTCA Ha UCXOAHLIE, YNAKOBOYHbIE MaTepuaribl U roto-
Byt0 npoaykuuto. MNMpu HeoBXxoAMMOCTM COCTaBNAIOTCA cneumdukaLmMm Ha NPOMEXYTOUHYIO U HepacdacoBaH-
Hyl0 NpoayKuuIo.

Cneuucpukau,uu Ha UCXOAHbIe U YNaKOBOYHbIe MaTepuanbl

4.11 Cneundukaumm Ha NCXOAHLIE MaTepuraribl, NEPBUUHYIO YNAKOBKY UNK NeMaTHbIE MaTepuarbl AOIDK-
Hbl BKNoYaThk B cebs criefylollve AaHHble:
a) onvcaHve mMaTtepvarnos, B T. ..
- HavMeHOBaHWe Y BHYTPU3aBOACKOW KO,
- CCbIIKy Ha (hapMaKoneiHylo cTaTbio (Mpy ee Hanuyun);
- HaVMeHOBaHWe YTBEpPXAEHHbIX MOCTABLUMKOB M, MO BO3MOXHOCTW, NEPBUYHONO NPOU3BOAUTENS
Marepuaros;
- 0oOpasel nevaTHbIX MaTepuaros;
b) meTtogvkn ot6opa Npo6 1 NpoBeAeHNst UCTbITAHWI NI CCIFIKU HA COOTBETCTBYIOLLME METOAVKY;
C) KONMYecTBeHHbIE U Ka4eCTBEHHbIE XapaKTepUCTUKM C yKasaHWeM JONyCTUMBbIX NPeneros;
d) ycnosus xpaHeHUsi 1 Mepbl NPeAOCTOPOXHOCTH;
€) MakcyMarbHbI CPOK XpaHeHWs [0 MOBTOPHOMO KOHTPOMS.

CneumdbuKaLmMm Ha NPOMEXYTOUHYIO U HepacdacoBaHHYIO NPOAYKLMIO

4.12 CneumdvKaLum Ha NPOMEXYTOUHYIO 1 HepacdacoBaHHYIO NPOAYKLIMIO COCTABNSIOTCA NP NOCTyn-
JleHVUn ee Ha npeanpyATve, peanusauum UK NCNonbL30BaHWM NPOMEXYTOYHOW NPOAYKLUM NPU OLIEHKE Kade-
CTBa roToBOW MPOAYKLMW. BTN crneumdukaumm AOMKHbI BbITe aHanorMyHel cneumugukaLmsam Ha UCXoOHbIe
Marepuarnbl UMK roToBylo MPOAYKLUMIO B 3aBMCUMOCTU OT XapakTepa MCroSib30BaHUS MPOMEXYTOYHOW WK
HepacgacoBaHHOW NPOAYKLIMK.

CneumdmKaLuM Ha roTOBYIO NPOAYKLMIO

4.13 Crneumdukaumm Ha rotoByio NPOAYKLMIO AOMKHbLI BKMIOYATb B cebs crneayioLive AaHHbIe:

a) HaumeHoBaHvie NMPOAYKLMM 1 Kof, (Npy HeobxoavmocTw);

b) coctaB npenaparta Wnu cobifiky Ha COOTBETCTBYIOLLIMIA JOKYMEHT;

C) onvcaHve nekapcTBeHHOW (PopMbl M faHHbIe 06 ynakoBke;

d) metoguku ot6opa Npo6 1 NPOBEOEHUst UCNbITAHWIA (MW CCINIKU Ha HUX);

€) KONMM4ecTBeHHLIe U KaueCTBEeHHbIE XapaKTEPUCTMKM C YKa3aHWeM [ONYyCTUMbIX NPeaerios;

f) ycnoBus xpaHeHusi 1 ocobBble Mepbl NPefoCTOPOXHOCTU Npy obpalleHun ¢ npenapatoM (Npy Heobxo-
AVMMOCTH);

g) CPOK rofiHOCTW.
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MpoMbIWseHHbIH pernameHT U TeXHONOrMYeCKe MHCTPYKLIMM

[nsa kaxnoro Buaa NPoAyKUMM M pa3Mepa cepuv NpoAyKUUM AosmkeH 6biTb paspaboTaH u yTBepXaeH
NPOMBILLSIEHHBIV PernamMeHT.

MpoMbILWNEHHbIN pernamMeHT BKIiodaeT B ce6s aHHbIe O NPOAYKTe Y TEXHONOMMYECKUe UHCTPYKLMK.

MpOMbILINEHHbIN perfiaMeHT MOXET cofiepXaTh MHCTPYKLIUM 0 YNakoBKe U ApyTve pasferbl.

4.14 [laHHble 0 NpoayKTe BKIIOYAIOT B CeOs:

a) HaMMeHOoBaHVe U KoA, B COOTBETCTBUM CO cneLmdmKaumen;

b) onucaHve nekapcTBeHHON (DOPMBI, €e [O3MPOBKUA U pa3mep Cepum;

C) nepeveHb BCeX UCXOAHbLIX MarepuarioB ¢ TOYHbIM HavMeHOBaHWEeM B COOTBETCTBUM C I1pI/IH$|TOI7I
HOMEHKNaTypoW 1 yKkazaHueM UX KOAOB, a Taloke ykasaHUeM BCexX BeLLeCTB, KOTopblie MoryT npeobpa3oBbiBaTh-
CS1 B X0A€ TeXHONOrM4eckoro npoLiecca;

d) oxunaaembiii BbIXOA FOTOBOW NPOAYKLUM C YKa3aHWeM [1I0MyCTUMBIX NPeerioB U BbIXOM, MPOMEXYTou-
HbIX NPOAYKTOB (NpY HeobxoaUMOCTH).

4.15 TexHonorn4yeckne MHCTPYKLIMM BKITIOHAIOT B cebsi:

a) [aHHbIe 0 MecTe HaxoXAeHUs NPOU3BOACTBAa U OCHOBHOM 060pynoBaHwY;

b) WHCTpyKUMM NO NOAroTOBKE OCHOBHOIO 06OPYAOBaHUA (HanpuMep, Mo o4UcTKe, coopke, Kanubposke
(noBepke), CTepmnU3aLmn) UNN CCLINKA Ha HWX;

c) noapo6Hoe nocTaauitHoe onucaHve TEXHONOMMYECKOoro npoLiecca (Hanpumep, No KOHTPOSII0 Marepu-
anos, npeasaputenbHol o6paboTke, NocrnenoBaTenbLHOCTM BHECEHUSI MaTtepuarnoB, BpEMEHU nepeMeLunBa-
HUR, TeMnepatype 1 1.4.);

d) onucaHue Bcex BUAOB BHYTPUNPOW3BOLACTBEHHOIO KOHTPOSIS C YKa3aHWeM AOoNyCTUMbIX Npeaernos;

e) ycnosus xpaHeHus HepactacoBaHHOW NMpoayKumuM (B T. Y. TpeboBaHUs K ynakoBke, MapKUpOBKe) 1
crieyuarnbHble YCNoBUs XpaHeHusi (npy HeobxoaumocTw);

f) cneunanbHble Mepbl NPeAOCTOPOXHOCTH.

MHCTpYKUMM NO ynakoBke

4.16 [ns kaxaoro Buaa NpoayKuuy, pasmepa v BUAa YNakoBKW A0IMKHbI GbiTh paspaboTaHbl U yTBEpXK-
JeHbl VHCTPYKLMM MO YnaKoBKe, KOTOpbIe AOMMKHLI BKMoUaTh B ce6s:

a) HaMmeHoBaHWe NpoayKLWK;

b) onvcaHve ee nekapcTBeHHOW hOPMbI 1 03MPOBKU (NPYU HEOBX0AUMOCTH);

C) KONv4ecTBO NpoAyKTa B OKOHYaTENIbHOM YNaKoBKe, BblpaXeHHOoe B eAuHWLAX M3mepeHus (LUTykax,
Macce unu obbeme);

d) nepeveHb BceX YNaKOBOYHbIX MartepvanoB, HEOOXOAMMLIX AN CepvM NMpOAYKUMM CTaHAAPTHOrO
pasmepa, B T. Y. KONMUMECTBO, pasMep M TWM YNAaKOBOYHOrO Marepvarna ¢ ykasaHvWeM Kofa wnv Homepa B
COOTBETCTBUM C UX crieLmdukaLner;

€) obGpaseL My KONMIO COOTBETCTBYHOLLLEro NeYaTHOro YNakoBOYHOro Marepuana (npu Heo6xoauMocTu)
1 06pasLbl C ykazaHMeM MecTa HaHeCeHUsi HoMepa Cepym M Cpoka roAHOCTY NPOAYKTa;

f) cneunanbHble Mepbl NMPEAOCTOPOXHOCTW, B T. Y. TLLETENbHyl0 MpoBepky o6GopynoBaHWs U 30Hbl
YNaKoBKK, rapaHTMpYIoLLMe YACTOTY YNakoBOYHOM NIUHUM Nepep Havyanom paboTsl;

g) onncaHwe npotecca ynakoBku co BCeMy OCHOBHbIMW BCOMOraTenbHbIMW onepaunsamMu U Ucnornbaye-
MbIM oBopyZoBaHieM;

h) nogpo6Hoe onncaHwe NPOBEAEHUS BHYTPMNPOW3BOACTBEHHOIO KOHTPOMs, B T. Y. NMOPSAOK oTbopa
npo6 1 ykasaHne [onyCTMMbIX NPEAenoB.

HononHuTensHo MoryT 6bITb paspaboTaHbl Apyrie AOKYMEHTbI, KOHKPETUSUPYIOLLUME MONOXEHWS Npo-
MbILLUJIEHHOIo pernamMmeHTa.

MpoTokonkl Ha cepuio NPOAYKLUK

4.17 Ha kaxnyto cepuvio NPoAyKLMU cocTaBnsieTcsi MPOTOKON (MPOTOKON Ha cepuio npoaykuun). MNpoTo-
KOJbl XPaHSATCS B YCTaHOBNEHHOM nopsiake. [NpoTokorbl A0MKHBI GbITh COCTaBMEHEI B COOTBETCTBMM C NPOMbILL-
JIeHHbIMU pernameHTaMmy 1 TEXHONOMMHYECKUMM MHCTPYKUMAMKW. MeToavka cocTaBreHusi MPOTOKOSIOB AOIMKHA
MCKnioyaTb oMbk Npu KX 3anonHeHWn. B npoTokone AomkeH GbiTk ykazaH HOMEp NpPoM3BeAeHHON cepum
NpPoayKumMN.

Mepepn Havanom noboro TexHornornyYeckoro npoLiecca HeobxoanMo NPoOBEPUTE U 0POPMUTL MPOTOKON O
TOM, 4YTO oBopynioBaHue U pabovee MecTo HaxoAATCA B YUCTOM COCTOSIHWW, HE COLepXaT OCTaTKOB npenbiay-
Liero npoaykra, AOKYMEHTaLuM U MaTepuarnos, He OTHOCSALLMXCA K AaHHOMY NPOLIECCY, U FOTOBO K UCMOMbL30-
BaHWIO.

MpoTokon Ha cepuio NPoAYKUMK AOMKEH BKMoYaTh B cebs cneayooLye AaHHble:

a) HaMMeHOBaHWe NpoayKTa;
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b) paTy v BpeMsi Hauana ¥ OKOH4YaHUs1 OCHOBHbIX NPOMEXYTOMHBIX 3TANOB M NOSTHOMO TEXHONOMYECKOro
npouecca;

C) chamunvio ¥ MHULManbl COTPYAHWKA, OTBETCTBEHHOMO 32 BbINOSIHEHWE KaXXA0N NPOU3BOACTBEHHOMN
cragwu;

d) dpammnuio(n) u nHMUManbl onepatopa(oB), OTBETCTBEHHOIO(bIX) 32 OCHOBHbIE CTafiun NPOU3BOACTBA,
a Takke (aMUnUM U UHUUMAnbl NAL, NPOBEPSIBLUMX BbINOSIHEHVE KAXOOW M3 3TUX onepauuii (Hanpumep,
B3BELUVBaHWA);

€) HOMep cepuv W/WNW HOMep aHanu3a, a Talke (baKTMYeckoe KONMMUECTBO B3BEeLUEHHbIX UCXOOHbIX
Marepuarios, B T. 4. HOMEpP Cepuv M KonM4ecTBo [06aBNEeHHbIX pereHepupOBaHHbIX UNKU nNepepaboTaHHbIX
Marepuarnos;

f) ocHOBHbIe TexHomorMYeckue onepauumn UnNn Ae’cTBIS, a Talke OCHOBHOe obopyaoBaHve;

g) NPOTOKOMNbI BHYTPMNPON3BOACTBEHHOIO KOHTPOJISA C YKa3aHMeM UCTIONHUTENEN U Nofy4eHHbIX pesyrb-
TaroB;

h) Bbixoa NpoAyKUWK, NONYYEHHON Ha OCHOBHLIX MPOM3BOACTBEHHbIX CTaAUSX;

i) nogpoGHoe onncaHue nBbIX OTKNOHEHUIA OT NPOMLILLIIEHHOIO perflaMeHTa U TEXHONOMMUYECKUX UH-
CTPYKUWMI, NOANUCAHHOE OTBETCTBEHHBLIM JIULIOM.

Ota nHdopmMaums odopmnseTcs AOKyMeHTanbHO OQHOBPEMEHHO C BbINOSIHEHWEM COOTBETCTBYIOLLEN
onepauuu. [poToKoN Ha cepuio NPOAYKLWU NOANUCHIBAETCS NIMLIOM, OTBETCTBEHHLIM 33 NPOBEAEHHLIA TEXHO-
JIOrMYECKMiA NPOLIeCC, C ykasaHneM Aarthbl.

MpoTokonkI Ha YNakoBKy cepuM NpPoAyKUuK

4.18 [nsa Kaxoon cepymn Unn 4acTu cepum NPOAYKLUUKM AOIMKHLI COCTaBNSTLCA NPOTOKOSbI HA YNAKOBKY,
KOTOpblE€ XPaHATCS B YCTAHOBMNEHHOM rnopsiake. MpoTokonbl A0MKHLI 6biTb OCHOBaHbl HA AEVCTBYIOLLMX WH-
CTPYKUMSX MO ynakoBke. MeToauka COCTaBIIeHNA NPOTOKOSIOB AOIMKHA UCKNIoYaTL OLLIMGKKU Npu 3anonHeHun. B
NPOTOKOMax yKasblBaloTCs HOMEp CEpUM U KONMYECTBO HepactacoBaHHOM NPOAYKLWK, NMOANEXaLLen yriakoBKe,
a Taloke HoMep CepuM U NNaHVpyemMoe KONIM4YeCTBO roTOBOW NMPOAYKLMN.

MNepen Havanom no6oii ynakoBoYHOM onepauyum HeobxoanMo NPOBEpPUTL Y 0POPMUTL NPOTOKON O TOM,
yTO obopyaoBaHne n pabovee MECTO HaXOASATCA B YUCTOM COCTOSIHUW, HE CoAepXaT OCTaTkoB npeabiayLero
NpoayKTa, AOKYMEHTaLMN 1 MaTepranoBs, He OTHOCALLMXCS K JAHHOMY NPoLIecCy, N FOTOBbI K UCMOMNb30BAHMIO.

MpoTokonbl Ha YnakoBKy Cepu NPOAYKLMW IOMKHLI BKIloYaTh B cebs cneayiolme faHHble:

a) HaMmeHoBaHWe NpPoayKTa;

b) pary (bl) ¥ Bpems onepauuii No yNakoBKe;

C) hamunum u MHMLManb! UL, OTBETCTBEHHOIO 3a YNAaKOBKY;

d) dammnum 1 MHWUMaNbI YNAKOBLUMKOB ANs PasnuyHbIX CTaaui yNakoBKY;

€) NpOTOKONbl NPOBEPKU COOTBETCTBUS YIAKOBKU TPeGOBaHUAM MHCTPYKLWIA MO YNAKOBKE, B T. Y. pesyrb-
TaTbl BHYTPUNPON3BOACTBEHHOIO KOHTPONS;

f) noapo6Hble AaHHbIe O BLINOSIHEHWM OnepaLuii NO YNakoBke, B T. Y. CCbUTKM Ha Ucnonb3yemoe obopy-
[OBaHME N YNAKOBOYHbIE NTMHUMK;

g) o6pasubl NnevaTHLIX MaTtepuraroB, B T. 4. o6pasLibl ¢ 0603HaueHnemM Homepa cepym, Cpoka roAHOCTU U
no6o AoNoNHUTENLHON MHOpMaLMK;

h) noapo6Hoe onncaHue NoBbIX OTKITOHEHWI OT MHCTPYKLIWIA NO YNAKOBKe, NOANMCAHHOE OTBETCTBEHHBLIM
nuuom;

i) KONM4ecTBO U HAUMEHOBaHWE BbIAAHHBIX, UCMOMNb30BAHHbIX, YHUUTOXEHHBLIX UNW BO3BPALLEHHbIX HA
cKnap, nevatHbIX MaTepranos U HepacacoBaHHOW NPOAYKLMU U KONTMYECTBO NOSTyeHHON roTOBOW NPOAYKLUA
Aans cocrasneHus obuiero 6anaxca.

3 AaHHble 0hOPMAAIOTCS AOKYMEHTANbHO OHOBPEMEHHO C BLINOJIHEHAEM COOTBETCTBYIOLLEW onepa-
umun. MNpoTokon Ha ynakoBKy CepvM NPOAYKUMM MOANMUCLIBAETCS NULIOM, OTBETCTBEHHLIM 3@ YMaKOBKY, C
yKasaHnem Aatbl.

UHCTpyKuMM ¥ NPOTOKONbI
Mpuemka

4.19 lMNpremka KaXXOoW Cepyn KaxAoro BUAA MOCTaBMSIEMbIX UCXOAHLIX, YNAKOBOMHbLIX U MeYaTHbIX
MaTepuanoB BEAETCA B COOTBETCTBMM C NMMCbMEHHOM MHCTPYKUMEN. o pe3ynbTataM npueMKkn CoCTaBnsaeTcs
NPOTOKON.

4.20 MNpoTtokonbl NPpUeMKX AOIDKHLI BKIIOMATh B ce0s crienyiolime iaHHbie:

a) HaMeHoBaHWe Marepuana rno HakrnaHo U 0603HaYeHMIo Ha YNaKoBKe;

b) BHyTpM3aBOACKOE HAUMEHOBaHWE WUIW Kof, MaTepuana (Npy OTNUKMKU OT NepeuucrieHuns a);

C) AaTy NpueMKu;

1
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d) HameHOoBaHWe NOCTaBLUMKA U NPOU3BOAUTENS (MO BO3MOXHOCTH);

€) HoMep cepyv NPOU3BOAUTENS;

f) obLiee KonNMYEeCTBO NOSyYEHHbIX MaTEPUANOB Y YUCIO eAVHUL, YNAKOBKK;

g) HoMep, NPVUCBOEHHbIM NMOCTE NPUEMKN;

h) 3amevannsa (Hanpr¥Mep, O COCTOSIHUM YNAKOBKHK).

4.21 Cnepyert paspaborarb U yTBepauTb MHCTPYKUWUW NO BHYTPU3aBOACKOW MapKUPOBKE, KapaHTUHY 1
XPaHEeHWI0 UCXOAHBIX, YIAKOBOYHbIX U IPYIMX MaTepuarnos.

OT60p Npob

4.22 B vHCTPYKUMSX No oToopy Npob AomkHbI BbITb yKasaHbl fivua, YNofHOMOYEeHHbIE Ha NpoBesieHne
3TUX onepaLuii, Mcnonb3yeMble METOAMKU 1 06opyaoBaHWe, KONUYEeCTBO OTOMpaeMbiX MaTepuanos 1 Mephbl
NPeaoCTOPOXHOCTY, UCKITIoYaloLLmMe 3arpsisHeHne UNn yxyauweHue kayectsa npoaykuum (6.13).

MNpoBeaeHue ucnbITaHUA

4.23 Cnepyert pa3paboTarb U yTBepAUTL METOAVKN UCTbITAHWIA MaTepranos Y NPOAYKLUMKM HA Pa3NUYHbIX
aTanax NpoV3BOACTBA C YKa3aHNeM UCToNb3yeMbIX METOAO0B U 060pynoBaHus. PesynbTaTbl UcnbiTaHui odop-
MNSAIOTCA B BUAEe npotokona (6.17).

Mpouee

4.24 Cnepyet paspabotatb W YTBEpAMTb WHCTPYKUUW, pernaMeHTupyiowe BbiAavy paspeLueHui Ha
peanusauvio U OTKIIOHEHMe MatepuarnoB M NPoAyKUMW, B YaCTHOCTW, paspeLueHnii Ha peanusaLmio roToBoW
NPOAYKUMKN YNONHOMOYEHHbIMY Nnuamu (2.4).

4.25 lNpoTtokonbl peanusauuyM Kaxaoi cepun NPoaykuuMu cneayeTt XpaHutb Ana obecneveHus (npu
HeobX0AMMOCTHN) BO3MOXHOCTM €e OnepaTMBHOIO OT3biBa (pa3saen 8).

4.26 Cnepyert pa3pabotarb U yTBEpAUTL METOAWKU (MHCTPYKLMKM) Ha cneaytowwve paboThl:

- atTectauuio (Banvaauvio);

- MOHTaX U kanmbpoBKy (noeepky) ob6opyioBaHuS;

- TexHWUdeckoe obcnyxueaHue, OMUCTKY M Ae3nHDeKUMIO;

- obyueHue nepcoHana, obecnevueHue ero ogexaon, cobnioneHre Npasun SIMMHOWM MMIUEeHbI U Np.;

- KOHTPOITb OKpY>KaloLLel cpeabl;

- 6opbby c napasuTammn, HACEKOMbLIMU U APYTUMW XXUBOTHLIMM;

- peknaMauuu;

- OT3bIB NPOAYKLWK;

- BO3BpaT NPOAyKUUM.

BbinonHeHWe Kaxaom 13 ykazaHHbIX paboT o(hopMIsSiETCH NPOTOKOSIOM.

4.27 Cnepyert paspabortaTtb ¥ yTBEPAUTb MHCTPYKLMM NO 3KCMIyaTraLy OCHOBHOTO NPOW3BOACTBEHHOTO
M KOHTPOIbHO-aHanNMTM4yeckoro o6opyaoBaHus.

4.28 [ns kpTryeckoro obopyoBaHUS criefyeT BeCTU XXypHarbl C NepeqncrieHUeEM B HAX BCeX onepauvin
no arrectauun (Banupauuu), kanmbpoBke (NoBepke), 06CMyXMBaHWNIO, OYUCTKE WIM PEMOHTY, B T. Y. AaT,
hamMmnnii M MHMLIMANOoB, a Taloke NoANMCeN ML, NPOBOAUBLUMX 3TU OnepaLum.

4.29 Vcnonb3oBaHWe OCHOBHOIMO UMW KPUTUYeckoro oGopyZloBaHUS M NPOU3BOACTBEHHbLIX Nowane,
rAe BbINOMHANUCh TEXHONOMMYECKUe onepauum, Crneayet permcTpMpoBaTh B CieLnarnbHbIX XypHanax B XpoHO-
JIOrMYECKOM MOpsaKe.

5 MNpousBoacTBO

MpuHUMNbI

Ons nonyuenvst npoaykumn TpeGyeMoro kadecTBa TEXHONOTVYEeckVe ornepauuu criefyeT BbIMONHATbL
COracHO NPOMBbILLIIEHHOMY perfiaMeHTy W COOTBETCTBYIOLLMIM MHCTPYKUMAM, TpeGoBaHWAM HACTOSALLEro CTaH-
[lapTa, HOPMATMBHLIX [JOKYMEHTOB U PErMCTPaLYOHHOrO A0CkHe.

O6Lwue nonoxeHus

5.1 MNpoun3BoACTBEHHLIN NPOLIECC U €r0 KOHTPOSb AOMKHLI BbIMOSHATLCA KBANUULUMPOBAHHLIM Nepco-
Hanom.

5.2 Bce onepauvu ¢ Mmatepuanamv v npoaykumer (Hanpumep, Npuemka, kapaHTyH, oToop npob, xpaHe-
HVMe, MapKMPOBKA, NOArOTOBKA, NMPUrOTOBIIEHNEe, YNAaKoBKa M OTIPY3Ka) AOMKHbI BLINOMHATLCSH COrNACHO NUCh-
MEHHBIM MHCTPYKLMAM MUK MeToavKaM U, Npy HeoBxoanMoCTH, NPOTOKONMPOBATLCS.

5.3 Bce noctynatoLume MaTepuarnb! OMKHbI GbiTb NPOBEpeHbl Ha COOTBETCTBUE 3aKasy. Tapy M ynaKkoBKy
cnenyeT ouMLLaTh U MapPKUPOBATb.
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5.4 ®dakTbl NOBPEXAEHVA Tapbl M YNAKoBKW, KOTOPble MOMYT OKasaThb OTpULIATesIbHOe BVSHWE Ha Kade-
CTBO MaTepuarioB, criefyeT paccnefoBaTb U NPOTOKONMpOBATh C rocreaylowym cooblieHnem B otaen
KOHTPONS KavecTsa.

5.5 MocTynatolume Marepuyarbl 1 NPOU3BEAEHHAA rOTOBas NPOAYKLIMA AOIMKHLI HEeMeASIeHHO NoMeLLaTb-
CA B KapaHTWH, AEACTBYIOLLMIA MO NPUHLIMNY pa3aeribHOro XpaHeHWs! Unu 3a cHeT OpraHM3aLVoHHBIX Mep, U
cofepXaTbCcs B HEM 10 NMONyHYEeHNUs pa3peLLeHns Ha UCNOMb30BaHMe UMK OTIPY3KY.

5.6 MNpriemka NpoMeXyTO4HOW U HepactacoBaHHOW NPOAYKLIMW BLINIOINHAETCS MO NpaBwuram, AeiCcTBylo-
MM ANA UCXOOHBLIX MaTepuaros.

5.7 Bce maTtepuanbl U NpoAykUMIO CneayeT XpaHUTb B COOTBETCTBYIOLLMX YCIOBUSIX, onpeaensieMbIxX
npoussoauTenem, B nopsinke, obecneunsaiollem pasaeneHune cepuii Nnpoaykumm n ee obopoT Ha cknage.

5.8 [Ins rapaHTMM OTCYTCTBUSA OTKIIOHEHWI 3a AONYCTUMbIe npeaernbl criepyeT obecneynTb KOHTpOrb
BbIXOAA NPOAYKLMW N KONMYECTBEHHOE CONOCTaBMIeHNe ero C faHHLIMU NPOMBILLSIEHHOMO pernaMeHTa.

5.9 He ponyckaercs ogHOBpPeMEHHOe WNKN NocneaoBaTernbHoe NpoBeAeHUe onepauvin ¢ pasnuyHbLIMU
NPOAYKTaMWU B OAHOM U TOM XKe NOMELLEeHUN NPY OTCYTCTBUW 3aLUMTBI OT pUCKa NepenyThiBaHWs Uiy NepeKkpecT-
HOrO 3arpsi3HEeHUs.

5.10 Mpoaykuus n Marepranbl AOMKHBI BbiTb 3aLUMLLLEHBI OT MUKPOGHOTO 1 APYIMX BUAOB 3arpsi3HEeHU
Ha BCcex 3aTanax Npou3BOACTBA.

5.11 Mpwu pabote ¢ cyxumm maTepranamm 1 NPpoayKTaMu Heo6xoaAMMO NPUHUMATL 0cobkie Mepbl Npea1o-
CTOPOXHOCTVM NO NpeaoTBpaLLieHnio 06pa3oBaHNsA U pacnPoCTPaHeHNs NbNKU, 0CO6eHHO Npu paboTe ¢ CUIbHO-
[eVCTBYHOLLMMU U CEHCMBMINM3NPYIOLLVYMU BELLLEeCTBaMW.

5.12 B xopfe BLINOMHEHUN TEXHOMOMMYECKOro NpoLiecca Ha BCeX MaTtepuanax, ynakoskax ¢ Hepacdaco-
BaHHOW NpoAyKL1el, OCHOBHOM 06GOPyA0OBaHUM M NOMELLEHNSX AOMKHBI BbiTb 0603HaYeHns (MapkvpoBka) ¢
yKa3aHveM Npov3BOAVMON MPOAYKUMM MNK MaTepuana, ero [03VpoBKON (NpU Heob6xoaMMOCTH) U Homepa
cepuu. MNpyn HeoBxoaMMOCTU CneayeT yKasbiBaTb CTaAMI0 TEXHONOMMHECKOro npouecca.

5.13 OGosHaveHusi (MapkupoBKa) Ha ynakoBke, 060pyaOBaHUM UM NOMELLLEHUAX AOMKHbI ObITb YeTKU-
MW, OAHO3HaYHbIMKY, YCTaHOBNEHHOW hopMbl. Kpome npuMeHeHUs OykBeHHbIXx 0603HauYeHUIn pekoMeHayeTcs
MCNoNb3oBaTh LIBETOBYI0 MapKUPOBKY, YKasblBaloLLylo CTaTyCc npoaykuvn (Hanpumep, «KapaHtuh», «MpuHs-
TO», «OTKNOHEHO», «YncToe» N T. n.).

5.14 CnepnyeT KOHTPONMPOBaTL NPABUNEHOCTL COEAVHEHUA TPYGONpoBOAOB U Apyroro o6opyaoBaHus,
cnyxaLiero Ans TPaHCNoPTMPOBaHWA NPOAYKLWM M3 OOHOW 30HbI B APYrYIO.

5.15 He ponyckaercsi OTKIOHEHWE OT UHCTPYKUMiA. py HeobxoaMMOCTY NUCbMEHHOE paspelleHre Ha
OTKINOHEHWE OT UHCTPYKLIMIA AOIMKHO ObITh MOyYEHO OT KOMMETEHTHBIX JULL U OTAENa KOHTPONs Ka4ecTBa.

5.16 B npon3BoacTBEHHbIE NOMELLEHUSI MOXET BXOAWUTb TONbKO NepCoHar, MMeIoLLMiA NpaBo AocTyna
B HUX.

5.17 Kak npaswrno, B nomeLLeHnsix U Ha 060pyA0BaHNK, NpeAHa3Ha4YeHHbIX AN NPOVM3BOACTBA FleKapcT-
BEHHbIX CPeACTB, HE AONYCKAETCs USTOTOBIEHNE NPOAYKLIMA HEMEAULIMHCKOIO Ha3HaueHus.

MpepoTEpalleHne NnepeKpecTHOro 3arpsAsHeHusi pU NPOU3BOACTEE

5.18 CneayeT UCKIIOUUTb BO3MOXHOCTb 3arpPsi3HEHWS UCXOAHBLIX MaTepuarioB Unu NPoAyKToB ApYvMU
mMarepuanaMv unuM npogykramu. B npouecce npousBoacTBa pycK CHy4aliHOrO NepekpecTHOro 3arpsisHeHUs
BO3HUKaeT NpyU HEKOHTPONIMPyeMOM BbliieNneHUn Nbinu, rasos, McnapeHvu?l, aaposoneﬁ nWnn MMKpoopraHM3mMoB
13 marepuanos (NPoAyKLMM) M OT OCTaTOMHBIX 3arpsisHeHW Ha obopyaoBaHun U ofexae nioaei. CreneHb
pucka 3aBUCHT OT TUNa 3arpsisHeHUs U NpoAyKTa, NoABEp>XXeHHOro 3arpsisHeHuIo.

K HanGonee onacHbIM 3arpsisHsIlOLLMM BELLECTBAM OTHOCSTCA ceHCUbunuaupyiowme Bellecrsea, 6uosno-
mMyeckue npenaparbl, CoAepXallye XvBbie MUKPOOPraHW3Mbl, HEKOTOPbLIE FOPMOHbI, LIUTOTOKCUHBI U Apyrve
cunbHoaencTeyowme BellectBa. OcobeHHO ONacHO 3arpsis3HeHE MHLEKLIMOHHLIX NPenaparos, a Takke npe-
naparoB, NpeAHasHauYeHHbIX NSl NpyeMa B 60onbLunx [o3ax u/unm B TeMeH1e NPOACINKUTENLHOMO BPEMEHW.

5.19 [Insa npenotepallieHns NepeKkpecTHOro 3arpsisHeHns cneayeT NpeaycMoTpeTb cneayiolme TexXHU-
Yyeckme v opraHu3auuoOHHbIe Mepbl:

a) NPOM3BOACTEO B BhiZIENEHHbIX 30HaX (06s3arenbHoe AN NEHULMNAVHOB, XXWBLIX BaKUWH, GakTepu-
arnbHbIX NPenapaTtoB W3 XWBbLIX MWKPOOPraHW3MOB W HEKOTOPbIX APYMMX GMonorvyeckux npenaparos) unu
paspeneHve LMKIIOB NPOM3BOACTBA BO BPEMEHN C COOTBETCTBYIOLLE YOOpKoi nomelleHns u o6opyaoBaHus
MeXxay LMKnamm;

b) opraHv3aumsi BO3AYLLHBIX LLMIO30B W BbITSXKHBIX YCTPOIACTB;

C) CHWXEHMWe pycKa 3arpsi3HeHUs], BLI3bIBAEMOr0O peLiMpKynsiLvei Mnu NOBTOPHLIM NOCTYNSieHUeM Heob-
paboTaHHOro UM HepOCTaTouHO 06patoTaHHOro BO3AYXa;

d) xpaHeHue 3alUMTHOI (CneumanbHOM) oaeXabl B Npeaenax 3oH NPou3BoACTBa NPOAYKLMU C BEICOKUM
PVCKOM NEePEKPECTHOMO 3arpsi3HEHUsT;
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€) NCMoNb30BaHNe BbICOKO3((IEKTUBHBIX METOZIOB OMUCTKM 1 06paboTKK C Liefbio MCKITIoYeHUs HeaocTa-
TOYHOWM OYMCTKM, YACTO SBMSIOLLENCS NPUYNHON NEPEKPECTHOTO 3arpsa3HeHuUsT;

f) ucnonb3oBaHWe «3aKpbITbIX CUCTEM» NPOU3BOACTEA;

g) KOHTPOrb HaNU4Ms OCTaTKOB NpeAbIAyLLEro NPOAYKTa UK MOIOLLMX CPEeACTB M MapKupoBka obopyno-
BaHWA C YKasaHWeM cTaTyca YMCTOThI.

5.20 Crnenyet nepvoaundeckn npoBepsiTb 3¢hheKTMBHOCTL Mep NO NpPefoTBpaLLEHUIO NepeKpecTHOro
3arpsi3HEHNs1 B COOTBETCTBUM C YTBEPXXAEHHLIMY UHCTPYKLIMSIMU.

ArTecTauma (Banupaumn)

5.21 Artectauus (Banupauus) HanpaeneHa Ha NoBbilleHne addeKTMBHOCTU paboThbl M NpoBOAUTCS B
COOTBETCTBUM C YTBEPXAEHHBLIMU MeToAnKamMu. Ee pesynbTarthbl A0MKHBI OOPMNATLCS JOKYMEHTANBHO.

5.22 Tpu yTBEpPXAEHUM HOBOrO NPOMBILLSNIEHHOMO perfiameHTa unNu MetToaa NPOW3BOACTBA chefyer
NpoBepsiTb MX NPUIOAHOCTL AN CePUAHONO NPOU3BOACTBA. [OMKHO ObiTb NOATBEPXKAEHO, YTO AAHHbIN NpPO-
Liecc, Ucrorb3yeMble Marepuarnbl 1 060pyaoBaHMe NO3BONSAIOT NOCTOSAHHO NPOW3BOAWTL NpoAyKUMIO Tpebye-
MOro KayecTBa.

5.23 lNpu cylIEeCTBEHHbIX M3MEHEHUAX TEXHOMNOMMK, B T. Y. NIOObIX M3MeHeHWsX o6opyaoBaHuUsA unu
Marepuaros, CocobHbLIX BUSITL HA Ka4eCTBO NPOAYKLIMM MNK BOCNPOW3BOAUMOCTL NpoLiecca, crieayer npo-
BOAVTbL arrecTauuio (BanvaaLmio) COOTBETCTBYIOLMX NPOLIECCOB.

5.24 [Ina NOCTOSIHHOIO MOATBEPXAEHWA AOCTUXEeHUs Tpebyembix pesynbTaToB CreflyeT NpoBOAUTb
MOBTOPHYIO arTecTaLmio (BanuaaLmio) TeXHONOrMYeCKUX NPOLIECCOB U METOAMK.

UcxoaHblie maTepuanbl

5.25 ObGecnevyeHne UCXOOHbIMKM MaTepuanamm ABSETCH OTBETCTBEHHOM onepauveit, TpebyioLuei non-
HbIX CBEEHWUI O NMOCTABLLMKAX.

5.26 WcxoaHble marepuarnsl cnefyet 3aKynatb TOSMbKO Y YTBEPXKAEHHbIX NOCTaBLUWKOB (YKasaHHLIX B
cneuudmkauum) 1, No BOSMOXXHOCTHU, HENOCPEACTBEHHO Y Npov3BoAuTeNel 3aTuX Matepnanos. TpeboBaHWs K
HUM [OIMKHbI BbITh YKa3aHbl B cneuudukaumsax Ha UCXOAHbIe Marepuansbl, YTBepXXAeHHbIX Npon3soauTenem
NeKapCTBEHHbIX CPeICTB, U COIMacoBaHbl ¢ NOCTaBLUMKOM. Bce BONpOChl, CBA3AHHbLIE C NPOM3BOACTBOM W
KOHTPONEM WCXOAHbLIX Marepvanos, B T. 4. paboTy ¢ HUMW, MapKMPOBKY, YNaKOBKY, NOPSAOK NpeabsBrieHns
peknamaLuii u OTKIOHEHUS, CreayeT COrMacoBbIBATL C NMPOV3BOAMTENIEM U NOCTABLUUKOM.

5.27 B kaxpow noctaeke criefyeT NpoBepsTb LIENOCTHOCTL Taphbl, YNAKoBKM U Nromb, cooTBeTcTBUE
HaknagHoW MapKVpoBKe Ha Tape (YnakoBKe).

5.28 [Mpu nocTaBke UCXOOHBLIX MATEPMANOB U3 HECKONbKUX CepUi KaXaylo Cepyio crielyeT paccMmarpuy-
BaTb KaK HE3aBMCMMYIO B OTHOLLEHUM OTOopa nNpo6, NpoBeAeHWS UCNbITAHUA W MONYYeHUs pa3peLleHus Ha
Mcnonb3oBaHue.

5.29 VcxogHble MaTepuanbl, HaxoAsALMECH Ha CKNnazae, AOMKHbI ObiTb MapKMpPOBaHbl COOTBETCTBYHOLLIMM
obpasom (5.13). MapkmpoBka fomkHa coaepxaTb, Kak MUHUMYM, CneayrLLyo MHopMaLMIo:

- 0603Ha4YeHVie ncxoOHOro NpoadyKTa U BHYTPU3aBOACKOMW KOA,;

- HOMep Cepvu, NPUCBOEHHBIN NPY NPUEMKe;

- cTaTtyc matepuana (Hanpumep, «KapaHTuH», «/cnbitaHnsa», «Pa3pelueHo», « OTKIOHeHo» 1 T.N.);

- CPOK roAHOCTV UNK AaTy, Nocrie KOTOpoi Heo6xoAuM NOBTOPHbIA KOHTPOSb.

Ecnu cknagckoe X03aWCTBO NOSIHOCTLIO OCHALLEHO KOMMbIoTepamy, ykasbiBaTb BCHO MH(DOPMaLMIO Ha
MapKupoBKe HeoBsi3aTenLHo.

5.30 KoHTponb NoafIMHHOCTY COOEPXUMOro KaXaoN YNakoBKU C UCXOAHLIMU Matepuanamv perfameH-
TVPYETCA COOTBETCTBYIOLLVIMU MHCTPYKUMAMY M METOAMKaMK. YNaKoBKU C Hepacq)acoBaHHOM NpoayKUME, 13
KOTOpLIX ObiNK 0TOBPaHLI NPO6bI, AOMKHEI UMETL COOTBETCTBYIOLLYYIO MapkUpoBKy (6.13).

5.31 Npu npomnsBoaCTBE NEKapCTBEHHbLIX CPEACTB MOryT UCMONb30BaTLCA TONLKO UCXOOHLIE MaTepuarb
C HEeWCTEKLUMM CPOKOM FOAHOCTU U AONYLIEHHbIE OTAENOM KOHTPONs KavecTsa.

5.32 VcxoaHele matepuanbl A0MKHBI BblAABaTLCS TONBKO creumansHO Ha3HaYeHHBIMKY NvuaMmy B COOT-
BETCTBUM C MMCbMEHHOWN MHCTPYKLIVEN, MPpU STOM AOJDKHbI BbINONHATLCA TPeGoBaHNWSA MO TOMHOCTU B3BELLMBA-
HUS ¥ OTMEPVBaHWSA MaTepyaroB B YVUCTYIO U MapKMPOBaHHYIO Tapy.

5.33 Cnepnyert BbINOSHATL HE32BUCMMYIO MPOBEPKY KaXA0ro BbIAAHHOIO BELLECTBa, ero Macchl  o6bema.
PesynbTaThbl NpoBepky AOMKHBI BbITh OPOPMIEHb! AOKYMEHTarbHO.

5.34 Martepwuanbl, BolAaHHbIE O5151 KXO0W cepum, CrieflyeT XpaHUTb B OOHOM MeCTe C YETKOW MapKMPOBKOM.

MpomexyTouHas u HepacdacoBaHHas NPoAYKLMA

5.35 lMNepen Hauanom no6oli TEXHONOMYECKOW onepaunu CriefyeT NPVHATL Mepbl, rapaHTvpyioLve
YMCTOTY NPOU3BOACTBEHHOI 30HLI M 0OGOPYOOBaHMS, OTCYTCTBME NOOLIX UCXOAHBLIX MaTepuanoB, NPOAYKLMH,
OCTaTKOB NPOAYKLUUM UNWN JOKYMEHTALIMW, HE OTHOCSILLMXCS K AAHHOMY MPOLIecCy.
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5.36 lMpomexyTo4HYI0 U HepacgpacoBaHHYIO NPOAYKLMIO CIleAyeT XpaHUTb B HAAEeXaLlUX YCroBUSIX.

5.37 Kputundeckue npoLiecckl AOMKHbI ObiTh arTecTtoBaHbl (BanMaupoBaHhbl) (5.21 — 5.24).

5.38 BbinonHeHue BCcex HEOBXOAMMBIX onepaLivii No BHYTPUNPOW3BOACTBEHHOMY KOHTPOSIO U KOHTPOSO
oKpyxatoLiein cpeabl AOIMKHO 6biTb 0HOPMNEHO AOKYMEHTANLHO.

5.39 Bce (pakTbl CYLLIECTBEHHOrO OTKNOHEHWS BLIXOAA NPOAYKLMM OT OXMAAEMOro crieayeT permcTpypo-
BaTb U paccnenosarhb.

YnakoBOYHble MaTepualnbl

5.40 3akynke, XpaHEHUIO W KOHTPOMIO NEPBUMHBLIX M MEYaTHbLIX YNAaKOBOYHLIX MaTepuaroB crienyer
YOEnsATb TaKoe e BHUMaH1e, Kak U UCXOAHOMY ChIpbIO.

5.41 Ocoboe BHVMaHWe criefyeT yaensitb NevartHsIM marepuanam. Mix cnefyet xpaHuTb B 6e3onacHbIX
YCIOBWSIX, MCKNIOYAIOLLMX AOCTYN NOCTOPOHHUX NWLl. PaspesaHHble 3TUKETKU U Apyrve pa3po3HeHHble Marte-
pvianbl AOMKHBI XPaHWTLCA U TPAHCNOPTUPOBATLCS Pa3fenbHO B 3aKpbITO Tape, UCKIIIovatoLLeln ux nepenyTbl-
BaHWe. PaspelleHre Ha CronbL30BaHNe YNakoBOYHbLIX MatepuaroB AOMKHO BbiAABaTbCA TONbKO crneLyarnsHO
Ha3HaYeHHbIMW NUL@MU B COOTBETCTBUM C YTBEPXXAEHHO! MHCTPYKLVEN.

5.42 Kaxgoi noctaBke Unn cepuv NepBUYHLIX MIM NeYaTHbIX YNakoBOYHbIX MaTepuanoB AomkeH ObiTbh
NPYCBOEH HOMEP MIK OTIIMYUTENbHbIA 3HaK.

5.43 lNpocpoyeHHble UMW HenpUrodHble K MCNOMb30BaHWUIO MevartHbie MNW NepPBUYHbIE YNAKOBOMHbIe
Marepuarbl 4OMKHbI ObiTb YHUUTOXEHbI C OChOPMITIEHNEM NPOTOKONA.

Onepauum no ynakoBke

5.44 TNpw ynakoBke NpPoAyKUMM AOMKEH OblTb CBEAEH K MMHUMYMY PUCK NEpeKpPecTHOro 3arpsasHeHus,
nepenyTbiBaHUS UMK NoAMeHbl. He AonyckaeTcsi ynakoBbIBaTb NPOAYKLMIO PasannyHbIX BUAOB B HENOCPeaCT-
BEHHOW GnN13ocTu ApYr OT Apyra Npy OTCYTCTBUM (DM3NYECKOTO PasferieHns 30H.

5.45 Mepepn Havanom onepauui No ynakoBke crneayeT y6eauTbCcs B TOM, 4TO pabovas 30Ha, ynakoBou-
Hble JIMHWW, nevaTtHble MaluWHbLl U Apyroe o6opynoBaHUE HAaXOASTCSl B YUMCTOM COCTOSHUM W He coaepxar
MaTepuarnos, MPOAYKLIMW UM [OKYMEHTOB, OTHOCSLUMXCS K MpeaLiecTsyioLLiei paboTe 1 He Ucnonb3yoLmxcs
B TeKyLleM npouecce. OYMCTKa NMHUM YNaKOBKM NPOAYKUUM AOIMKHA BbINOSHATLCSA MO cneuvasnbHbIM MHCTPYK-
LmsM.

5.46 HavmeHoBaHVe W HOMEpP CepvK YnaKkoBbIBAEMOW NPOAYKLMW AOIMKHLI ObiTh yKa3aHbl Ha Kaxaon
FIMHUW VNN YCTaHOBKE.

5.47 [Mpu nocTynneHnv NpoayKLUMN 1 YNakoBOMHLIX MaTepuarioB Ha y4acTOK YNakoBKM crieflyeT npoBe-
PVTb UX KONWYECTBO, NOASIMHHOCTL U COOTBETCTBIE MHCTPYKLIMSIM MO YNaKoBKe.

5.48 lNepBn4Han ynakoBka ANs HaMoSfHEHWS Mepen HayaroM onepauuyM HanorHeHUsi JOoJMKHA ObiTb
ynctor. Ocoboe BHMMaHWe criegyeT obpaTuTb Ha yaaneHue NbbiX 3arps3HAIWMX BeLecTB (OCKOJKOB
CTekna, MeTannmuyecknux Yacty v np.).

5.49 lNocne HaNoONMHEHUs 1 YKYNopvBaHWs MPOAYKUMN ee MapKUPOBKY CreAyeT BbINONHATL Kak MOXHO
6bicTpee. Ecrnn 9T0 HEBO3MOXHO, TO crieayeT NpUHATL He06X0AVMbIe Mepbi NPOTUB NepenyTLIBAHWS NPOAYKLIUK
WK1 oLUINGOMHOW MAPKUPOBKW.

5.50 NpaBnnbHOCTL BLINOMHEHUS MOGbLIX NeYaTHLIX onepaunii (Hanpumep, HaHECeHWs! KOAL0B MIM CPoKa
roAHOCTW) MPK YNakoBKe U Nocne Hee TLLAaTeNbHO KOHTPoNMpyeTcs n oopMIIsSieTcs AoKyMeHTanbHo. Cnenyer
yAEensiTb BHUMaHWe pyYHOW MapKupoBKe, KOTOPasi A0SKHa KOHTPONUPOBATLCA Yepes perynsipHbie MHTepBarbi
BpPeMeHW.

5.51 Ocobkle Mepbl NPEAOCTOPOXHOCTN AOIMKHBLI MPUHUMATBLCA NPY UCTONL30BaHWKW pa3pe3aHHbIX 3Tu-
KETOK M HAHECEHWUM NeYaTn BHE NYHWUM YNakoBKW. [1ns npenoTepalleHnn nepenyTbiBaHWA NeYaTHOro Marepuana
peKOMeHAYeTCs MCMOoNb30BaTh 3TUKETKM B PYFIOHE BMECTO pa3pe3aHHbIX 3TUKETOK.

5.52 CnepyeT KOHTPONVMPOBaTh NPaBUNLHOCTb PAGOTLI 3NEKTPOHHbLIX CUUTLIBATENen KOL0B, CHETUYMKOB
9TUKETOK M APYrMX NOAOGHBLIX YCTPOWCTB.

5.53 Mapk1poBKa YNakoBOMHbIX MarepuarioB, HAaHECEHHas Mneqatbio UIU TUCHEeHWeM, flomkHa ObiTh
OTYETIIMBOW, YCTOMNYMBOI K BO3AEWCTBMIO CBETA (BLIOPAHUIO) U YAANEHUIO.

5.54 lpwn KoHTpone mnpoLiecca YNakoBKU NPOAYKUMW Ha NWHUM crefyeT NPOBepATb, KaKk MUHVMYM,
cnepyiollee:

a) obGLwmiA BUA, yNaKOBKY;

b) KOMMNEKTHOCTb YNaKoBKY;

C) NpaBWILHOCTL UCMONbL30BaHMSI YNAKOBOYHbLIX MaTepuarnoB B COOTBETCTBUW C AOKyMEHTauuveil Ha
A@HHYIO NPOAYKLMIO;

d) npaBUNLHOCTL HAHECEHUSA NEeYaTHbLIX HaANMcew;

€) NpaBUNbHOCTL PaboThl YCTPOICTB KOHTPONSA HA NUHUN.

O6pa3subl NpoAYKLMK, B3SITLIE C YNAKOBOMHOW JIMHUMW, NOBTOPHO Ha JIMHUIO HE BO3BPALLAIOTCA.

15



roCT P 52249—2004

5.55 Ecnv npu ynakoBke NpoAyKLMW BO3HUKNWM HenpeaBueHHbIe 0OCTOATEeNbLCTBa, OHAa MOXET ObiTh
BO3BpaLLEHa B NPOU3BOACTBO TOSLKO Mocrie cneuyanbHon NpoBepky, NPoBeAeHUst paccneioBaHusi U ¢ paspe-
LLeHWS NULIA, IMEIOLLIErO Ha 3TO NOSIHOMOUMS. YKasaHHble AeNCTBUS A0IDKHbI ObiTb 0pOpMIieHbl NPOTOKONaMu,
KOTOpble CreflyeT XpaHUTb B YCTaHOBIIEHHOM Mopsiake.

5.56 lpwu cyLuecTBEHHOM MU HEOOLIMHOM PACX0XASeHUN, YCTaHOBIIEHHOM MUY CONOCTABNEHUN Konude-
cTBa Hepacd)acoBaHHON NPOAYKLMM, NeMaTHBLIX YNAaKOBOYHLIX MarteprarioB M KONM4ecTBa eAUHULL Noy4eHHOM
roToBOWM NpoAyKUVM, cneayeT MpPOBECTU paccnefoBaHWe W YCTAHOBWUTL MPUYMHY STOMO pacxoXfaeHWUs [0
NONyYeHUs paspeLleHns Ha peanu3aLvio AaHHOW NPOAYKLIUK.

5.57 lNocne 3aBeplueHVs onepauuii Mo ynakoeke miobble OCTaBLUMECS! YNAKOBOYHLIE Marepuarnbl ¢
HaHeCeHHbIM HOMEPOM CepyM AOIMKHbI ObITh YHUUTOXEHBI C COCTaBNeHWeM npotokona. Bosspar Ha cknapg
YNaKkoBOYHLIX MaTepranos ¢ OTCYTCTBYIOLLIMM HOMEPOM CEePUU BLINOIHAETCH B COOTBETCTBUM C YTBEPXA,EHHOW
MHCTPYKLMEN.

FoToBas npoaykuus

5.58 [lo Bbinauu paspelleHns Ha peanuaaLmio rotosasi NpoAYyKLUS [OMKHA COAEPXKAaTLCA NOA, KapaHTU-
HOM B YCITOBUSIX XpaHEHWS1, YCTAaHOBIEHHbIX NPON3BoAUTENEM.

5.59 lNMopsaok oLeHKM kauecTBa FOTOBOW NPOAYKUMU 1 TpeGoBaHUs K AOKyMeHTaLwmKn, Heobxoaumele ans
MONyYeHUs pa3peLleHns Ha peanusauuio, NpMBeaeHs B pasaene 6.

5.60 lNocrne Bbiaaun paspelleHns Ha peanuaaumio rotoBasi NPoAYKLUMSA XpaHUTCA Ha cKrafe rotoBoW
NPOAYKLIUM B YCIIOBUSIX, YCTAHOBMNEHHbLIX NPOV3BOAUTENEM.

OTIC“OHeHHI:Ie, NOBTOPHO MUCNONb30BaHHbIE U BO3BpallleHHbIe MaTepUManbl

5.61 OTKIOHeHHble MaTepyarbl M NPOAYKLIMA AOMMKHBI UMETb YETKYI0 MapKUPOBKY M XPaHUTLCA pasfernb-
HO B 30Hax C OrpaHWYeHHbIM AocTtynoM. OHM noanexar Bo3BpaTy NnocTaBLuMKy, nepepaboTtke (ecnu 3To
DOMYCTUMO) UNKN YHUYTOXeHMIO. JTioGble BLINOSHEHHbIE AENCTBUSI IOIDKHEI [JOKYMEHTAlNbHO OOPMIISITLCS U
yTBEpXAaTbCs cneuuanbHO Ha3HauYeHHBIM NepcoHaroMm.

5.62 lNepepaboTka OTKNOHEHHOM NPOAYKLUMM [IONYCKAETCSl B UCKIIOUMTESbHbIX Criyyasix npyu ycroBum
OTCYTCTBUSI CHYDKEHWUSA Ka4eCcTBa roTOBOW NPOAYKLUMM M BbINOJTHEHUS1 Bcex TpebosaHwi cneumdmkaumii. MNepe-
paboTka oCcyLUeCTBNAETCA B COOTBETCTBUAM C YTBEPXAEHHBIMA MHCTPYKLIMSIMU NOCI1e OLIEHKN BO3MOXXHOTO pycka
C nocnenywoLM A0KYMEHTarnbHLIM OhOpMIIEeHMEM.

5.63 MNoBTOpPHOE MCNONb30BaHKe BCel (MNK YacT) paHee NPON3BeAeHHON cepun Npoaykuun Tpebyemo-
ro Ka4yecTea nyTem o6beauHEHUNA ee C APYron cepuer TOro e NPoAyKTa Ha onpeaeneHHoOM 3Tane NpousBoa-
CTBa [0MNYyCKaeTCs TOMNLKO NOCre NoNy4YeHUs NpeasapuTenbHOro paspeLleHuns, NOANMCAHHOTO OTBETCTBEHHbI-
MM nvuamu. NMoBTOpHOE UCMOMNL30BaHWE NPOAYKLMK AONYCKAETCA TOMNBKO NOCHE OLIeHKU BO3MOXHOIO pucka (B
T. Y. €ro BIVSIHUS Ha CPOK FOAHOCTU CepuM) MO YTBEPXAEHHOW UHCTPYKUMK C odhopMNeHneM npoTokona.

5.64 HeobxoaumocTb AONONHUTENLHOrO KOHTPOSSi FOTOBOWM NPOAYKUMK, NpolueaLlein nepepaboTky, nnm
NPOAYKUWKN, B KOTOPYIO Obl1 BKIOMEH paHee W3roTOBIMEHHbIV NPoAyKT, onpenensieTcs OTAENOM KOHTPOns
KavecTBa.

5.65 BosBpalleHHas ¢ pbIHKa NPOAYKLUWS, Haf, KOTOPOW Bbin yTpadeH KOHTPOb CO CTOPOHbI NPOV3BOAU-
Tens, A0IMKHA ObITh YHUUTOXEHA, eCN He NOATBEPXAeHO COOTBETCTBME e KayecTBa 3afaHHbIM TpeGoBaHNsAM.
PelueHne 0 NOBTOPHOI Npoaaxe, NepeMapkVpoBKe NN pereHepauum MOXeT GbiTb NPUHATO TONbKO nocre
crneLuarnbHOro aHanmsa, NpoBeAEeHHOro OTAENOM KOHTPONS Ka4ecTBa B COOTBETCTBUM C MMCbMEHHON UHCTPYK-
umeii. Mpu 3TOM Heo6XOAMMO YUMTLIBATL XapaKTep NPoAyKLUuW, ee NpeabLICTOPMIo U COCTOsIHWe, cobniofeHne
crieLmanbHbIX YCIOBMIA XpaHeHUs 1 BpeMsi, npoluesLuee ¢ Aathl Bbirnycka. [Mpy niobbix COMHEHMsIX B OTHOLLEHUN
KayecTBa NPOAYKLMM He IONYCKaeTCH ee NOBTOPHOE MCNOoNbL30BaHNe UiV NOBTOPHbIV BbINYCK, HO 40MYCKaeTcs
ee XxuMuyeckas nepepabotka € Lienblo pereHepaumun aKTMBHbIX MHFPeANeHToB. Bee BbiNornHsieMble AercTBmA
[OMMKHBI TLWATENbHO NPOTOKONUPOBATLCS.

6 KoHTponb kauecTBa

MpuHUMNbLI

KoHTponb kauecTea cBA3aH ¢ 0TOOPOM Npo6, NPoBeaeHNeM UCTILITaHUI U MPOBEPOK Ha COOTBETCTBME
TpeBoBaHUsAM creLm@uKaLWi, MHCTPYKLMIA W APYIMX OOKYMEHTOB, C OpraHvaauvien paboTbl, 4OKYMEHTUPOBa-
HYEeM W npoueaypaMu Bbioaun paspelleHuin Ha peanuaaumio. Lienb KOHTpons kayecTsa — He JOMYCTUTh K
UCMONbL30BaHUIO UMK peanua3aumumn Matepuanbl Ui NPOoAyKUMIO, He YOOBNeTBopsioLLMe TpeGoBaHNAM KauecT-
Ba. Cnyx6a KOHTpONs Ka4yecTBa BbIMNOMHSET MCCNEedOBaHWs, NPOBEPKM W y4acTBYeT B MPUHATMM NoBbIX
peLLeHUI, KacaloLLMXCS KavecTsa NpoLyKumn. OCHOBOMoNaraloLLyM NPUHLIMIOM 06ecrneveHNs KOHTPONS kave-
CTBa SIBMISIETCA HE3aBNCMMOCTL OTaeNa KOHTPOns KadecTsa (pasgen 1).
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O6wue nonoxeHus

6.1 Ha kaxxgom npeanpusTum, BbinyckaloLLeM NekapCTBEeHHLIe CPeACTBa, AOIMKEH BbITb OTAEN KOHTPONS
KavecTBa, HE3aBMCUMbIV OT ApYrvX noapasaeneHvin. PykoBoauTenb 3Toro otaena AomkeH nMeTb Heobxoau-
MbIiA ONbIT U KBanudukauuo. K otaeny KOHTPONsA KayecTBa OTHOCATCH OAHA UMW HECKONbKO KOHTPOMbLHBLIX
naGopatopuii. [Ins BbINOSIHEHUSI CBOMX (DYHKUMIA oTaen formkeH ObiTb oGecneveH BceMy HeobXxoaMmbiMu
pecypcamu.

6.2 OcHoBHble 06513aHHOCTM HavanbHVKa OTAENa KOHTPONS Ka4ecTBa ManoxeHsbl B pasgene 2. Ha otaen
BO3fiaraloTcsi Taloke o6s3aHHOCTV no paspabotke, aTTectauun (Banvaauum), BHEOPEHWIO BCEX WHCTPYKUUIA
(MeToaVK) NO KOHTPONIO Ka4YeCTBa; XPaHEHWIO KOHTPONbHLIX 06pa3sLIoB MaTepranoB U NPOAYKLIMK; KOHTPOSIO
NPaBUITEHOCTY MaPKVPOBKW YNaKOBOK C Matepuanamv u npoaykuuew; obecneyeHnio KOHTponsi cTaburnbHoCcTU
NPOAYKUMW; Y4acTUIO B paccrefoBaHUM peknamMaumii, CBS3aHHLIX C Ka4eCTBOM MpoayKumu, v T. n. Bee atu
hYHKLMM JOMKHBI BLINOSHATHCS B COOTBETCTBUW C YTBEPXKAEHHBIMW UHCTPYKLIMSIMU C 0dbOpMITIEHVIEeM NPOTOKO-
nos (npu HeobxoavmocCTy).

6.3 Mpw oLeHKe Ka4yecTBa roTOBOW NPOAYKLMM CrieayeT paccMaTpuBaTh BCe COMyTCTBYHOLLME haKTopsl,
B T. Y. YCNOBUS NPOVM3BOACTBA, pesysibTaTkl BHYTPMNPON3BOACTBEHHOIO KOHTPOSS, aHanun3 NpovaBoACTBEHHOM
AOKYMeHTaUuu (B T. Y. OKYMEHTaLWM Ha YrNaKoBKy), COOTBETCTBME crneLuduKaLIMaM Ha roToBYIO NPOoAYKLMIO U
COCTOSIHWE OKOHYaTenbHOM YNakoBKW rOTOBOW NpoayKLuK.

6.4 CoTpyOHVKV oTaena KOHTPONA KavecTBa AOMKHbI UMETb AOCTYN B NPOU3BOACTBEHHbIE 30HbI AN
or6opa npob 1 npoBeaeHVs aHanuaa.

OpraHusaums paboTbl KOHTPONbHLIX NabopaTopuii

6.5 MNomeleHns n obopynoBaHWe KOHTPONbHbIX NabopaTopuii AOMKHLI COOTBETCTBOBATbH OOLUMM U
creuunanbHeIM TpeGoBaHWAM, NpeabABNSeMbIM K 30HaM KOHTPOIs kavecTsa (pasaen 3).

6.6 MepcoHan, nomelleHus n obopyaoBaHue nabopaTopuii AOKHBI COOTBETCTBOBATL BUAY U 00Lemy
npov3BoAcTBa. B oTaenbHbLIX crydasx AOMyCKaeTcs MCMofib30BaHWEe CTOPOHHUX nabopartopuii Npy ycrnoBum
BbINONTHEHWUS MW TpeDboBaHUIA, U3NOXEHHLIX B pa3fiene 7, 1 BHECEeHUs1 COOTBETCTBYIOLLMX 3aM1cer B NPOTOKO-
bl KOHTPONS KayecTBa.

JokymMeHTauus

6.7 [dokymeHTaLMsi KOHTPOJIbHLIX NabopaTtopui AOMKHa COOTBETCTBOBaTL TPeOOBaHWAM, N3NOXEHHbIM
B pa3gene 4. K JoKyMeHTaummn No KOHTPOJO Ka4ecTBa OTHOCSATCS:

- crneuudukaumu;

- MeToavku otGopa npob;

- MEeTOAWKM U NPOTOKOJbl NPOBEAEHUS UCTILITAHWIA (B T. Y. aHaNUTUYeckue onepaLluoHHble NIUCTLI n/nnm
naGopaTopHble XypHarbl);

- aHanuTU4eckue oTyeTbl M/UnK nacnopra;

- pesynbTaTbl KOHTPOJSA OKpY>KaloLLe cpeabl B NPOU3BOACTBEHHbLIX NMOMELLIEHUAX;

- NpOTOKONbI arTecTauumn (Banuaauvmn) aHanMTM4eCkMX MeToaos;

- METOoAMKM U NPOTOKOSLI KanubpoBsku (NoBepku) NpUGopoB U oGenyXMBaHUA annapaTypbl.

3T1a nHopmaums Bceraa AomkHa ObiTh FOTOBA K NPEACTABNEHUIO B OTAEN KOHTPONS KavecTsa.

6.8 [lokymeHTauMs MO KOHTPOJIO Ka4yeCTBa, OTHOCALLAACA K NPOTOKONaM cepuii NPoayKuuM, AorxHa
XPaHUTLCA B TeMEHWe OZHOTO rofja Nocre UCTEYEHNA CPOoKa roaHOCTU cCepui.

6.9 [Ins HeKOTOpbIX AaHHLIX (HanpUMep, pe3ynbTaToB aHANUTUMYECKUX WCTbITAHWA, BLIXOAOB FOTOBOW
NpoAyKUMKM, NapaMeTPOB OKPYXatoLLel cpeabl U T.1.) LienecoobpasHo XpaHWTL NPOTOKOSbI B BUAE, NO3BONSIO-
LLeM OLeHUBaTb TeHAeHUUU W3MEHEHNs1 NapaMeTpoB.

6.10 B pononHeHwe k NpPOTOKONAaM cepuii NpoAyKUWW cneayeT XpaHuTb B AOCTYNHOM BUAE U ApYrylo
nepBuUYHYI0 MHopMaLmio (Hanpymep, naboparopHbie XypHanb! Wy NpoToKorbI).

OT60p npob

6.11 OT60p NPO6 AOMKEeH NPOBOAUTLCS B COOTBETCTBUW C YTBEPXKAEHHLIMU UHCTPYKLIMSIMW, BKITHOYato-
wumu B cebs:

- metoaviky oTbopa npo6;

- nepeyeHb Ucnonb3yemoro o6opynoBaHus;

- KONMn4ecTBO OTOMpaeMbIx Npob;

- VHCTPYKUMW NO pa3speneHuto oTobpaHHoi npobbl Ha YacTu (Npy Heo6xoanMOCTH);

- TWMN U XapaKTepUCTVKX Tapbl Ans oT6opa npob;

- HaHeceHWe MapKUPOBKM Ha Tapy ¢ 0TOBpaHHLEIMKU Npobamu;

- crneumarnbHble Mepbl NPefoCTOPOXHOCTH, 0COBEHHO OTHOCUTENBHO CTEPUIBHBIX U ONACHbIX BELLECTB;
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- YCIOBMSI XpaHEHWS;

- MHCTPYKUMW MO OMUCTKE M XpaHeHuio obopyaoBaHus ans otéopa npob.

6.12 OTOoGpaHHbIe KOHTPONbHbIE 06pasLibl AOMKHLI NPEACTaBNATL penpeseHTaTUBHYIO BLIGOPKY cepumn
MaTepvanoB Unv npoaykumn. BoamoxeH otbop npo6, xapakrepusylowmx KpUTMieckue CTagum TEXHONorm4ec-
KOro npotiecca (HanpuMep, ero Ha4arno UnM okoHYaHue).

6.13 Ha mapkupoBke Tapbl ¢ 0TO6paHHLEIMU Npobamn AOMKHLI BbiTh ykasaHbl ee CoAepXuMoe, Aathbl
otbopa npob 1 ynakoBKK, U3 KOTOPbIX 3TV Npobkl Gbinv 0TOOpaHbI.

6.14 OToGpaHHLIe NPoOkI KAXO0W CepuK roToBOM NPOAYKLMM AOMKHLI XPaHUTLCS B TEYEHUE OIHOMO roaa
rocrie NCTEHEHUsi CpoKa ee rogHoCTU. MoToBas NPOAYKUWA A0MKHA, Kak NPaBUIO, XPaHUTLCS B CBOEW OKOHYa-
TeNbHOW YNnakoBKE U B PEKOMEHA0BaHHbIX YCNoBusiX. KOHTpOnbHbie 06pasLibl CXOAHOIO Chipbsi (KpOMe pac-
TBOPUTENEN, ra3oB 1 BOAbI) AOMKHbI XPaHNTLCA HEe MeHee ABYX NeT NoCne Bbifaun paspeLleHusl Ha peanusa-
LiMI0 NPOAYKLIMK, €CIIM 3TO [IONYCKAETCH UX CTaBUNBHOCTLI0. [py MeHbLLEeM nepuoae CTabUNLHOCTH, YKa3aHHOM
B COOTBETCTBYIOLLEI crneuudukaLvm, BpeMs XpaHeHUs MoXeT GbiTb cokpalleHo. KonmuecTBo KOHTPONbHLIX
06pa3LoB VMCXOAHOMO Chbipbs, Marepuarnos ¥ NPOAYKUWMU [OMKHO ObiTb AOCTATOMHBIM AN NPOBEAEeHUA MX
MOSTHOro NOBTOPHOO KOHTPOJIS.

MpuMedaHu e — lNpu HEOBXOAUMOCTM CPOK XPaHEHUsI 0BPa3LI0B UCXOAHOMO ChIPbA AOMKEH GbMb He MeHee
CpOKa XpaHeHWs COOTBETCTBYIOLLE FOTOBOM NPOAYKLMUM.

NposepeHune UcnbiTaHUA

6.15 AHanuTMuyeckue MeToaVKU AOMKHEI BbiTb aTTecToBaHb! (BanwavposaHsl). Bce ncnbiraHusi, npuse-
[eHHble B HOPMaTVBHOW AOKYMEHTaLWW, OOMKHbI ObiTb BbINOMHEHL B COOTBETCTBUM C YTBEpPXOAEHHLIMU
MeToAMKamMu.

6.16 lNony4yeHHble pe3ynbTaThl UCMBITAHWIA AOIKHBI OPOPMAATLCA AOKYMEHTAaNLHO C TLLATesIbHOW NPo-
BEpPKOW BCEX BHECEHHbLIX AaHHbIX. Bce pacyeTbl A0MKHbI TWaTeNbHO NPOBEPSATLCS.

6.17 lNpoBoauMble UCTILITAHUS creayeT oPopMnATL AOKYMEHTANbHO C YKa3aHNEM:

a) HaMMeHOBaHWs MaTepuarna unm NPoAyKLMKM U A03UPOBAHHOW (POPMbI;

b) Homepa cepvK N HAMMEeHOBaHVA NPOM3BOAUTENS M/MNW NOCTAaBLUVKA;

C) CCbINKM Ha COOTBETCTBYIOLLIME CMeLUMUKaLIMK U METOAMKM UCTIbITAHWN;

d) pesynbTaTtoB UCMbLITAHWIA, B T. Y. HAOMNIOAEHWS, BEIMMCIIEHNS U CChINKM HA BCe NacnopTa aHanmsos;

€) [arbl NPoBeaEeHNs UCNbITaHWIA;

f) damunuin 1 nHMumanoB Ny, NPOBOAMBLUMX UCTILITAHWE;

d) hammnuid n MHULMaNoB NWL, NOATBEPXKAABLUMX NPOBEAEHNE UCTILITaHWIA M pe3ynbTaThbl BLIMUCTIEHWI;

h) opgHo3Ha4HOro 3aKoMEHWs O Bbiave paspeLLeHnsi Unv OTKITOHEHUW NPOAYKLMKM (MNK APYroro pelue-
HWS O cTaTyce NPOAyKLUMUW), AaTbl U NOANUCY OTBETCTBEHHOIO NWLIA.

6.18 Bce onepauun no BHyTPUNPOW3BOACTBEHHOMY KOHTPOJIO, B T. Y. OrepaLui, BbiNoSTHsieMbie nuuiamMu,
HernocpeacTBEHHO paboTalolMMM B NPOUSBOACTBEHHLIX 30HAX, AOMMKHbI NMPOBOAWUTLCS B COOTBETCTBUM C
MeTOAMKaMK, YyTBEPKAEHHLIMM OTZIENIOM KOHTPOJS1sl KGYE€CTBa, a UX pe3yrbTarbl 0POPMIATLCA AOKYMEHTAasbLHO.

6.19 Ocoboe BHMMaHWe criefyeT yaensitb ka4ecTBy naboparopHLIX peakTUBOB, MepHoW nabopaTopHoW
nocyabl 1 TMTPOBaHHLIX PaCTBOPOB, CTaHAAPTHLIX 06pa3sLoB ¥ NUTaTenbHbIX cpen,. OHW A0IDKHBLI FOTOBUTLCS B
COOTBETCTBUM C NMMCbMEHHBLIMW UHCTPYKLIMSIMU.

6.20 PeakTvBbl, NpeAHa3Ha4YeHHbIe ANsi ANUTENbHOTO MCNONb30BaHUSA, AOIMKHLI UMETbL MapPKUPOBKY C
ykasaHveM [atbl NPUIOTOBNEHUS U C NoAnucsIMM ucrnionHutenei. Ha atuketke gormkeH ObiTb ykasaH CpoOK
roAHOCTU HecTabunbHbLIX PeaKkTUBOB, MUTATeNbHbIX cpefd U cneumduyeckue ycroBusi MX XpaHenus. Ons
TUTPOBAHHLIX PacTBOPOB CreAyeT YKasbiBaTh [aTy MocnefHero YCTaHOBMEHUsi TUTPa U COOTBETCTBYIOLLWIA
NnonpaBoYHbLIV KO3 MULIMEHT.

6.21 lNpu HeoOxoouMOCTKM Ha Tape crneayeT yKasbiBaTh AaTy NONYYEeHUs1 KKA0ro BeLLeCcTBa, UCNoNb3y-
€MOro AN NPOBEAEeHNA UCTIbITaHWUIA (Hanpymep, peakTMBOB U CTaHAAPTHLIX 06pasLIOB) C COOTBETCTBYIOLMMU
MHCTPYKLUMSIMM 1O UX WCMOSMb30BaHUIO U XpaHeHuio. B HekoTopbIx Cryvasix rnocre rnoryyeHus wnu nepen
MCosb30BaHUEM peaKTVBa MOXET BO3HUKHYTb HEOBXOAMMOCTL NPOBEAEHNSA €ro UCTILITAaHUA Ha NOANVHHOCTL
n/vnu Apyroro ucnbiTaHus.

6.22 YXKuBOTHbLIX, UCMONL3yeMbIX AN KOHTPONS KOMIMOHEHTOB, MaTtepnarnoB Unv NpoaykuuW, cnepyert,
npy HeobxoaUMOCTH, NOMeLLLIATb B KApaHTWH nepea paboToi ¢ HUMW. YXOA, N KOHTPOTb 3a XKMBOTHBIMU AOMKHbI
6bLITb OpraHM3oBaHbl Tak, YTobbLI 06ecnevnTb UX NPUIOAHOCTL K UCNONL30BaHUIO NO HasHaYeHuto. XKMBOTHLIe
DOIMKHBI ObITb MAPKUPOBaHbI, UCTOPUKM PpaboTbl C HUMKM [OIMKHBI BbITb OOPMIEHBI [JOKYMEHTaNbLHO.
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7 Pabora no KOHTpaKTam Ha NPOM3BOACTEO NPOAYKUUU U NPOBeAeHUE aHANU30B

MpuHUMNbI

Bo n3bexaHne pasHOuTEHWI, COCOGHbIX MPUBECTM K YXYZALLUEHUIO Ka4ecTBa NPOoAYKLMW UNK BbINONTHEHUA
paboT, cnenyer TwaTenbHO COCTaBISATb, COMMACOBLIBATL M KOHTPONMPOBATb BbINOSIHEHME KOHTPAKTOB Ha
NPOV3BOACTBO NPOAYKLUMU U NpoBefeHNe aHanu3oB. KOHTpakT Mexay 3aKkasumkoM U UCMOSIHUTENEM [I0IDKEH
6bITb COCTaBNEH B NUCbMEHHOM JOpPMe C yKasaHUEM YeTKO onpeaeneHHbiX 06a3aHHOCTel KXo U3 CTOPOH.
KoHTpakT fomkeH ycrtaHaBnmBaTh Nopsiiok AeiCTBUIn U OTBETCTBEHHOCTb YMOMTHOMOYEHHOrO nvLia 3a Bbiaady
paspeLleHUsi Ha peanuaaLvio KaXxaon cepum NpoayKLUK.

M p uM ey aHue—HacToswmia pasaen paccMaTpuBaeT TONbKO OTBETCTBEHHOCTb NPOM3BOAUTENEN 3a BbINONHEHME
TpeboBaHuiA HacTosLLero ctaHaapTa.

O6wme nonoxeHus

7.1 KoHTpaKT AormkeH 6biTb COCTaBneH B NMUCLMEHHONM hopMe 1 AOMKeH BKMioYaTh B cebs nepeveHb
NPOU3BOACTBEHHbLIX onepaum‘/'l nvnun aHanmn3oB, BbLIMNOMHAEMbIX HAa OCHOBaHMM KOHTpPakKTa, U NpPOBOAUMbBIX
TEeXHNYECKUX MEPONPUSATUIA.

7.2 BbinonHeHve KOHTpaKTa Ha NPOM3BOACTBO W/WNWU NpoBeAeHWe aHanu3os, B T. Y. C YYETOM npeasio-
XEHHbIX U3MEHEeHWUIA TEXHNHYEeCKOro UM ApYroro Xapakrepa, A0MKHO COOTBETCTBOBaTL TpeboBaHMsIM HOpMa-
TUBHBIX [JOKYMEHTOB Ha NPOM3BOACTBO U PEMVCTPALIMOHHOTO AJ0CHE HA AaHHYI0 NPOAYKLMIO.

3aka3zumk

7.3 3akasuvMk HeceT OTBETCTBEHHOCTb 3a OLeHKY KOMMETEHTHOCTW WCMONMHWUTENs U ero crnocobHoCTb
BbIMOMTHUTL KOHTPAKT HaZexalumm obpa3om, a Taioke 3a BKIlOMeHWe B KOHTPaKT nonoxeHu, obecrneunsalo-
LLMX BbINoOyHeHWe TpeGoBaHWI HACTOSILLIErO CTaHaapTa.

7.4 3aka3uvK NpefoCTaBMsAET MCMONHWUTENI0 MHOpMaLmio, Heo6xoanMMYIo AR BLINOSIHEHUS npeayc-
MOTPEHHbIX B KOHTpakTe paboT B cOOTBETCTBUM C TPpeGOBAHUAMWU PErMCTPALMOHHOIO A0ChE, HOPMATUBHBIX
[OKYMEHTOB M 3aKOHOAATenbLCTBa. 3akasuvk fomkeH yoeauTbca B TOM, YTO UCNONHUTENbL obnagaer NonHoi
MHJ)opMaLIMel o hakTopax, CBA3AaHHLIX C NPoAyKUMen nnu paboTon, BbINONHAEMOW NO KOHTPAKTY, U NPpeACTaB-
NAOLLMX ONacHOCTb AJ1s ero noMeLleHnii, o6opynoBaHus, nepcoHana, Apyrmx MatepyarsoB Ui NPOAYKTOB.

7.5 3akasuvk gomxeH ybeguTbCs B TOM, UTO BCSA FOTOBas NPOAYKLIUA U MaTtepuarnbl, NOCTARNEHHLIe eMy
MCMoNHUTENEeM, COOTBETCTBYIOT creuudunkaumsm, a paspelleHe Ha peanusauuio 3Tov NPoayKUMW BbIAAHO
YNONHOMOYEHHBIM NIULIOM.

WUcnonHuTenb

7.6 VcnonHutens AOMKEH VMETb COOTBETCTBYIOLLME MoMmellieHusi, obopynoBaHue, 3HaHUS, ONbIT U
KOMMETEHTHbIV MepCoHan AN Haafexallero BbiNOSfIHEHWS KOHTpakTa. KoHTpakT Ha mpousBOACTBO MOXET
BbINOMHATH UCMOMHUTENb, UMEIOLLWIA paspeLLeHre Ha NPOU3BOACTBO JIEKapPCTBEHHbIX CPEACTB.

7.7 WcnonHuTtenb AOMKEeH rapaHTMpOBaTh NPUIOAHOCTL MOJTyMaeMbIX MM MaTepuarioB ¥ NpoayKLUwn Ans
MCMonbL30BaHWUA MO HasHaYEHWIo.

7.8 WcnonHuTenb He A0IMKeH NpUBIeKaTb TPETLIO CTOPOHY AS1S BbINONHeHUs paboT unm ux YacTy, nopyyeH-
HbIX eMy Mo KOHTpaKTy, 6e3 NpenBapuUTen-HOrO PacCMOTPEHUS! U COITIacoBaHUs! C 3aKkaaqmkoM. Mpy 3aknioueHnm
cornalleHns Mexay WCTOoNHUTeNneM WM TpeTbeil CTOPOHOW AOMmkHAa ObITb rapaHTVs Toro, YTO MHGopMaums o
NPOV3BOACTBE W NPOBEASHNM aHann3oB 6yAeT AOCTYNHA 3aKasiMuKy B COOTBETCTBMM C KOHTPAKTOM.

7.9 WcrnonHuTerb He [OMKeH NpeanpuHUMaTh AeACTBUS, KOTOPbie MOryT OKasaTb OoTpuLaTenbHoe BIv-
SiHWe Ha Ka4eCTBO NPoayKLUW, Npou3BeNeHHON U/MNU NpoaHan3poBaHHOW M B COOTBETCTBUN C KOHTPAKTOM.

KoHTpakTt

7.10 KoHTpaKT 3akniovaeTcs Mexay 3aKkasvyMKOM v UcronHuTeneM. B KoHTpakTe ykasbiBaeTcsi OTBETCT-
BEHHOCTb CTOPOH 3a MPOW3BOACTBO U KOHTPOJb NPOAYKLUMK. TexHU4eckre acnekTbl KOHTpaKTa I0KHbI 6biTh
COCTaBMEeHbl KOMMNETEeHTHBIMM NuLamm, obnafaloLLyMU COOTBETCTBYIOLLIMMW 3HAHUSIMU B 0611acTy TeXHONomm
NpPOV3BOACTBA NeKapCTBEHHLIX CPeACTB, NPOBeAEeHUs aHanu3oB u TpeboBaHuiA HacTosiLLero ctaHaapTa. Bee
cornalleHus no NMpPOV3BOACTBY M NPOBEAEHVIC aHANU30B 0IDKHbI ObITh cormacoBaHbl 06enMu CTopoHamuy 1
[OIMKHBLI COOTBETCTBOBaTL TPeOGOBaHWAM PErMCTPaLIMOHHOMO [0ChE.

7.11 B KOHTpaKTe AOIMKHO ObITb yKkasaHo, KakuM 06pa3oM YNorHOMOYEeHHOe NULIo, OTBETCTBEHHOE 3a
BbINYCK Cepum NMPOAYKLUUM ANS peanvsaumm, rapaHTUpYET, YTo Kaxaas cepusi NpoayKLumm 6bina narotosrneHa n
NPOKOHTPONMPOBaHa B COOTBETCTBMU C TpebOBaHMSMW HOPMAaTUBHOW AOKYMEHTaLMM M pervcTpalyoHHOro
aocbe.

7.12 B KOHTPaKTe AOMKHBI ObiTh YKa3aHbl SMLIA, OTBETCTBEHHbIE 32 3aKyNKY, MPOBEAEHNE UCTIbITaHWIA 1
Bbiflavy pa3peLLeHUsi Ha UCToNbL30BaHWe MaTtepuaroB, NPOM3BOACTBO, KOHTPOSIb Ka4ecTBa (B T. 4. BHYTPUNpPO-
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M3BOACTBEHHLIA KOHTPONb), oT6op Npo6 v npoBeaeHue aHanwsoB. [pu 3aKMOYeHUM KOHTPaKTa Ha aHanva
NpoAyKuWKn AonmkHa 6bITb NpeaycMoTpeHa BO3MOXHOCTb NpoBeeHust oTéopa Npob ncnonHuTesniem B nomelle-
HWUSX NPOU3BOAMTENS NPOAYKLMW.

7.13 lNpoTokonkl NPOU3BOACTBA, aHANW30B U peanu3aumm NPOAYKLUK, COOTBETCTBYHOLLME KOHTPOSIbHLIS
06pasLibl AOMKHBI XPaHNTLCS Y 3aKasumMka U [oMmKHbI BbITe eMy AOCTYNHLI. [NepeyeHb JOKYMEHTOB, OTHOCS-
LMXCA K OLIeHKe KavyecTBa MPOAYKUMM U CBSI3aHHLIX C pekrnamaumsMy Unv BO3HVKHOBEHWEM COMHEHWIn B
KavecTBe NPOAYKLMW, AOIMKeH ObiTh OnpefeneH 3aKkasyvkoM B MHCTPYKLMSIX MO OTKITOHEHUIO (OT3bIBY) NPOAYK-
LMK, 3TV AOKYMEHTbI AOSKHbI ObITb AOCTYNHbBI ANSA 3aKasumka.

7.14 B KoHTpaKTe [OMKHO ObiTh NPEeAyCMOTPEHO NPaBo 3aKa3qvka Ha NoceLLeHre NPOM3BOACTBa UCNON-
HUTens.

7.15 Tpw 3aknioveHnn KOHTPaKTa Ha NPoBEeAEeHNE aHaNN3oB BO3MOXHO UHCTNIEKTMPOBAHUE UCTIONHUTENS
Haf30pHBLIMK OpraHamu.

8 Pexnamauuu 1 oT3bIB NnpogyKLuuu

MpuHUMNbI

Bce peknamauuu v MHgopMaLus, KacaroLvecs NPoayKUMK ¢ NpeanonaraeMbIMy HapyLLUEHUsIMY Ka4ecT-
Ba, IOMMKHbI BbITh TLLATENBHO NPOAHANU3VPOBaHbI B COOTBETCTBUM C MHCTPYKUMAMKW. Ha npepnpysaTim AomkHA
ObITb CO3aaHa crcTeMa BLICTPOro U 3pheKTUBHOTO OT3biBa C PbIHKA NPOAYKLMM C SBHBIMMW UK Npeanosarae-
MbIMU HapYLLEHUSIMU Ka4ecTBa B CIeAYIoLMX Cry4asx:

a) npoayKums okasarnacb onacHoM nNpy 0BbIMHBLIX YCIOBUSX NPYMEHEHVS;

b) npoaykums TepaneBTMYECKM HE3(MEKTUBHA;

C) NO Ka4eCTBEHHOMY M KONUYEeCTBEHHOMY COCTaBY NPOAYKLMS He COOTBETCTBYET COCTaBY, YKa3aHHOMY
B PErvcTpaLmoHHOM [10ChE;

d) KOHTPOIb rOTOBOrO JIEKAPCTBEHHOIO CPeACTBA U/MNN MHIPEONEHTOB, KOHTPOIb NPOMEXYTOUHbIX CTa-
[V NPOU3BOLCTBEHHOIO NpoLiecca He NMPOBOAWSICA UMM He BLINOSNHANUCL TpeboBaHus unvM o0ba3aTenbLCTBea,
OTHOCSILLIMECS K YCNOBUSIM Bbia4yM pa3peLleHns Ha NPOU3BOACTBO NEKaPCTBEHHbIX CPECTB;

e) npu Apyrux HenpeaBuAeHHbIX 0GCTOATENLCTBAX.

Peknamauumn

8.1 Ha npeanpustun AomkeH 6biTb Ha3HaYeH COTPYAHWK, MMEIOLLMIA B PacnopsxeHnn HeobxoauMbIi
repcoHan, OTBETCTBEHHLIN 33 PAacCMOTPEHUE pekiamaumii U NpuHsTUE pelueHnid. Ecnn aToT CoTpyaHUK He
ABNAETCA YNONHOMOYEHHbIM NMULOM, TO YNONHOMOYEHHOE NUL0 [1I0JDKHO GbiTh NOCTABMNEHO B U3BECTHOCTb O
Bcex (hbakTax peknamaumii, paccriefoBaHWi 1 OT3bIBOB NMPOAYKLIVIA.

8.2 [lerictBUsl N0 pacCMOTPEHUIO pekiaMaLvii Ha NPeanoSIoXKUTENBLHO HEKAYEeCTBEHHYIO NPOAYKLMIO U
NpPUHATHE peLLeHns 06 OT3biBe NPOAYKLIMK AOIMKHBI GbiTh M3NOXKEeHLI B COOTBETCTBYHOLLIEN MHCTPYKLIUK.

8.3 Cnenyet obecneuunTtb TWaTEeNLHOCTL paccrnefoBaHUs peknaMmaumy U ero AokymeHTanbHoe odop-
MrieH1e C oNucaHueM aetanen niobol NpereH3un Ha kavuecTso NpoaykuuK. K aToi pabote 06bIMHO NpyBREKa-
€TCA NNLI0, OTBETCTBEHHOE 32 KOHTPONb Ka4YecTBa NPOAYKLVK.

8.4 Ecnu o6GHapyxeHO Mnv NoAo3peBaeTCsl HECOOTBETCTBUE KavecTBa KakoW-nmbo cepun npoayKuuu,
cnepyeT NPUHATDL peLleHre O NPoBepKe aHaroMMYHbLIX cepuid. B yacTHoCTH, NpoBepke MOTyT NoAnexarb Apyrve
cepun, copepxallve nepepaboTaHHbIN NPOAYKT U3 3TOW Cepum.

8.5 PeweHns n mepol, NpuHATLIE MO NGO peknamauun, AOIMKHLI GbiTb BHECEHbI B COOTBETCTBYIOLUMIA
NPOTOKON Ha CepUIo NPOAYKLW.

8.6 lMpoTokonkl peknamavuin cneayet perynsipHoO paccMaTpuBaTh M aHanM3MpoBaTh C LieSbio BbIBIEHUS
cneuunduyeckux 1 nosTopsioLUMXCA (hakTopoB, TpebyloLmx 0coboro BHUMaHUA U CNOCOGCTBYIOLLMX OT3bIBY
npoaykuuu.

8.7 Mpw yxyaweHun kayecTBa NPOAYKLIMM UINK ApYrMX npobnemax ¢ ka4ecTBOM, B OTHOLLEHUM KOTOPbIX
NPeaAnpPYHUMAIOTCSl KOPpPEKTUpYIoLWWe AeNCTBUS, NPOM3BOAUTENbL 00513aH M3BECTUTL COOTBETCTBYIOLLME KOM-
NeTeHTHble OpraHbl.

OT3bIB NpoAyKUUKN

8.8 Ha npegnpusitum nomkeH 6biTb Ha3Ha4YeH COTPYAHUK, UMEIOLIWIA B pacnopshkeHu HeobXoanMbIn
nepcoHan, OTBETCTBEHHLIA 32 CBOEBPEMEHHbIN OT3bIB NMPOAYKUMK C pbiHka. Kak npasuno, aTo Nvuo AO0MKHO
6bITb HE3aBMCUMBIM OT CYXXO peanuaauvn U MapkeTuHra. Ecnm aToT coTpyaHuK He aBnsieTcs YNONHOMOYEH-
HbIM FIULIOM, TO YNOSTHOMOYEHHOE NWLI0 AOMKHO ObITh ocBeioMIleHo 060 BCcex (hakTax OT3bIBOB MPOAYKLMM.

8.9 Mopsanok oT3biBa NPOAYKUMKM AOMKEH ObiTh pernmaMeHTUpOBaH WHCTPYKLUMWeW, KOTopylo criepyer
perynspHo NpoBepsTb U NnepecMaTpuBaThb.
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8.10 OT3biB NpOAYKLIMKM [JOMMKEH OCYLLIECTRIATLCS ONepaTUBHO U B NioGoe BpeMsi.

8.11 KoMneteHTHble opraHbl CTpaH, Kyaa morrna 6biTb HanpasneHa NpoayKums, NOMkHbI GbiTb Hemen-
FIeHHO MH(OPMUPOBaHBI O NPUHATUM peLLieHNs 06 OT3biBE NPOAYKLIMM B CBA3W C NOA03PEHMEM W 0BHapyxe-
HWEeM HEeCOOTBETCTBUA ee KavecTsa.

8.12 JlokymeHTaLma No OTrpy3ske NPOAYKLMM A0IDKHA ObiTb 0CTYNHOM Ans nvua (nvu), OTBETCTBEHHO-
ro(bix) 3a OT3blB NPOAYKLUWUNW, M COAEPXaTb AOCTAaTOMHYI0 MH(DOPMaLMIO 06 ONTOBLIX NOKYNaTensax U NPAMbIX
3akasuvkax (appeca, Homepa Tened)oHoB/hakcoB B pabouee U B Hepabouee BpeMsi, Homepa cepuii U 06beMbl
NOCTaBOK), 3KCNOPTHBLIX NOCTaBKaX M NoCTaBkax 06pasLioB NEeKapCTBEHHbIX CPEICTB.

8.13 Ha oto3saHHOW NpoAyKLUMKY AOMiHA BLITL COOTBETCTBYIOLLAS MapkupoBka. OTO3BaHHYI0 NpoAYKUMIO
cnepyeTt XpaHWTb B HafieXHO U30NTMPOBaHHBIX 30HAX A0 NPUHSITUA pPeLLeHNs! O ee AarbHenLeM UCIONIb30BaHUN
WU yTUnusaumn.

8.14 lNocnenoBaTenbLHOCTb AENCTBUIA NPY OT3biBE NPOAYKLIMK A0MKHA ObITb 0(hopMIieHa OKYMEHTarb-
Ho. OKOHUaTenbHbIA OTYET AOMKEH cofepxaTh 6anaHc MeXay KOMMYEeCTBOM MOCTABNEHHOM U OTO3BaHHOM
NPOAYKLIUN.

8.15 3dpekTMBHOCTL MEpONPUATUIA NO OT3bIBY NPOAYKLMM CrieayeT perynsipHoO aHanMampoBaTb.

9 CamouHcnekuun

MpuyHUMNLI

CamouHcnekumsi IomKHa NpoBOANTLCA C LIeNbio NPOBEPKU BLINOMHEHWs NpeanpusTveM TpeboBaHuii
HacTosILLero CTaHAapTa M NPUHATUS HeOOXOAMMBIX Mep NO YCTPaHEeHUIo He[,OCTaTKOB.

9.1 C uenblo BLINOMHEHWS NPUHUMNOB 06ecneveHns KavyecTea BONPOChl, CBA3aHHble ¢ paboTon nepco-
Hana, cofep>xaHvieM NomeLLeHui, akcnnyarauven obopyaoBaHus, AOKYMEHTauWel, NPOM3BOACTBOM, KOHTPO-
neM ka4yecTBa 1 peanusaLyen NeKapCcTBeHHbIX CPeACTB, MepPoNpUATMAMK NO paboTe ¢ peknaMaLaMmU 1 OT3biBY
NpoayKUWK, a Takke NPOBEEHNI0 CAMOMHCNEKLIUIA, AOMKHBI PEryNApHO paccMaTpUBaTLCA B COOTBETCTBUM C
YTBEPXXAEHHOW NpOorpaMMoi.

9.2 CaMouHcneKLUWs JoMmKHA NPOBOAUTLCS HE3aBUCUMO M TLLATENbLHO cneuuarnbHO Ha3HauYeHHBIM NTMLIOM
(J'IVILl,aMVI) 13 wtara npeanpuaTus. lNonesHo npoBOANTL HEe3aBUCUMbIN ayauT 3KcnepTaMm CTOPOHHUX OpraHu-
3auun.

9.3 PesynbTarhkl NpoBeAeHNs CAaMOWHCNEKLMIA AOMKHBI 6bITb 0hopMNeHb! AOKYMeHTanbHO. MpoTokon.,
COCTaBMEeHHbIE NO pesynbTaTtaM NPOBEeAeHUs1 CAMOVHCNEKLIMW, AOMKHbI BKOMaTb B cebs BCIO NONYYEHHYIO
MHOpMaLMIo U Heo6BXOAMMEIe KOpPEKTUpYIoLLue AeCTBUA (Npy HeobxoammocTw). [leiicTeus, NpuHUMaeMblie
Mo pesynbTaTam CamMOMHCNEeKUUW, cneadyeTt oopMnsTb AOKYMEHTaSbHO.
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Mpunoxexue 1

npOVI3BOFICTBO CTepPUIibHbIX JNIeKapCTBEeHHbIX CpeacTB

MpuHUMNBLI

K npousBOACTBY CTEPUIbHBIX JIEKAPCTBEHHBLIX CPEACTB NPEAbSBNAOTCA 0cobble TpeboBaHusA, HanpaBrieHHbIE Ha
CBeAieHNE K MMHUMYMY pUCKa 3arpsi3HEHUS MUKPOOPraHU3MaMu, YacTulaMm M nuporeHamu. BuinonHeHve aTux TpebosaHuii
BO MHOIOM 3aBWUCUT OT OMbITa NEpCoHana, ero noaroToBKM U OTHOLWEHUs K paboTte. OcobeHHO Bbicokue TpeboBaHus
npeabsBnsloTCA K o6ecnedeHnNo KavyecTBa, NOArOTOBKE M BbIMOMHEHWUIO TEXHOMOMMYECcKUX NpOoLIecCcoB, UX TLLATENbHOM
oTpaboTke U atTectauuu (Banuaauum). KOHTPONb KOHEYHOW CTaauy NPOU3BOACTBA MITM KOHTPOSb FOTOBOrO NpoadyKTa He
MOXET pacCMaTpUBaTLCH KaK €OUHCTBEHHOE CPeacTBO oGecneyeHus CTEpUNbHOCTY UMK APYrux nokasatenen KavyecTsa
npoayKumMm.

MpumedyaHUe — HacTosluin cTaHAapT He YCTAHABMUBAET METOAbl ONpEeAerieHUsl YUCTOThI BO3ayXa,
MOBEPXHOCTEN U Np. MO MUKPOOPraHU3Mam 1 YactuuaM. A1 TpeGoBaHMA NPUBOASTCS B APYTMX HOPMATUBHBLIX JOKYMEHTaX
(cTtanpaptax CEN, UCO, FOCT P UCO u ap.).

O6wwmMe nonoxeHun

1 MNMpon3BOACTBO CTEPUITLHBIX NpenapaToB AOIPKHO GbiTb OPraHU30BaHO B YACTBLIX NOMELLIEHUSX (30HaX) C BO3AYLL-
HbIMU LUMO3aMK Ana obecneyeHns JOCTyna nepcoHana wwnu nepemelleHuss o60pyaoBaHus U MatepuanoB. B uncTbix
nomelLieHUsX (30Hax) AOSMKEH NOAAEPXKMBATLCA YPOBEHb YMCTOThI MO COOTBETCTBYIOLLEMY CTAHAAPTY, @ BO3AYyX AOMKEH
noaaBaThbecs Yepes punbTpbl HeobxoauMol adeKTMBHOCTH.

2 MNoproToBka NEPBUYHOI YNAKOBKW, NPUrOTOBNEHWE NPOAYKTA W HaMOMTHEHWE AOIDKHbI BbINOMHATLCS B OTAENbHbBIX
YUCTbIX 30HaxX (MOMELLEHUSX).

Mpouecchl NponssoacTBa CTEPUNbHBIX NEKAPCTBEHHLIX CPEACTB NOAPA3AENAIOTCA Ha ABE KaTeropuuw:

- npegycMmaTtpuyBaroLle (pUHULLHYIO CTEPUNU3aLMIO (T. €. CTEPUIN3aLMIO B FePMETUYHON NePBUYHON YNaKoBKe);

- NPOBOAUMBIE B acENTMYECKUX YCNOBUAX HA OAHOM UMK BCEX 3Tanax NPoW3BOACTBA.

3 YucTbie nomeleHus (30HbI) ANA NPOU3BOACTBA CTEPUNLHON NPOAYKUUU KnaccuuLmpyloTCA B COOTBETCTBUA C
TpeboBaHMAMM K OKpyXaloLleil cpefie C Lenblo CBeAeHUA K MUHUMYMY PUCKa 3arpAsHEHWA Npoaykta Mnu MatepuarnoB
yactulamuv Unv mukpoopraHusmamu. Kaxaas npovsBoAaCTBeHHas onepauun Tpebyet onpeaeneHHOro YpoBHAI YMCTOThI
OKpYXatoLLiel cpefibl B 9KCNIyaTMpyeMOM COCTOSIHUN.

O ns obecneyeHns COOTBETCTBUA YMCTLIX NOMELLIEHUI (YUCTLIX 30H) TPeGOBaHWAM, NPeabABNSIEMbIM K 3KCNyaTupy-
€MOMY COCTOSIHUIO, UX MPOEKT AOIDKEH NPeAyCMaTpUBaTh AOCTWKEHUE 3aaHHbIX KNacCoB YUCTOTHLI BO3AyXa B OCHALLIEHHOM
COCTOSIHUW.

OcHalleHHOe COCTOsIHuE — COCTOsIHWE, B KOTOPOM YUCTOE NoMeLleHne (hyHKLIMOHMPYeET, TexHonormyeckoe obopy-
AoBaHWe NoMHOCTLIO YKOMIMIIEKTOBAHO, HO NepcoHan OTCYTCTBYeET.

JKkennyaTvpyeMoe COCTOsiHUE — COCTOAHWE YMCTOrO NMOMeLLEeHWA, B KOTOPOM TexHoromueckoe obopyanoBaHue
hyHKLMOHMPYET B TPeOyeMOM pexuMe C 3agaHHbIM YMCNOM paboTaloLero nepcoHana.

YucTble 30HLI NPYU NPOU3BOACTBE CTEPUNBHBLIX NEKAPCTBEHHBLIX CPEACTB NOAPA3AENAIOTCA Ha YeTbipe Tuna:

A — nokanbHaA 30Ha AnNA NpoOBeAeHUA onepauuvin, NpeacTaBNAWUX BLICOKUA PUCK ANA KayecTBa NpOAyKLUK,
HanpuMep, 30HbI HANONHEHWs, YKYNopK1, BCKPLITUA amnyn 1 (onakoHOB, COeAUHEHUA YacTeit 0bopyoBaHus B acenTuyec-
KMX ycrnosusix. Kak npasuno, B Takux 30HaxX UCMOMb3YIOTCA OAHOHANPaBNEeHHbIN (NaMUHapHBIA) NOTOK BO3Ayxa, obecneuun-
BalOLLMIA B HE3aMKHYTOW YMCTON 30HE OAHOPOAHYI0 ckopocTb 0,36—0,54 M/c (pekoMeHayeMoe 3HaueHue). MoanepxaHue
OHOHaNPaBNeHHOCTU BO3AYLLUHOMO NOTOKA AOMKHO ObiTb NOATBEPXKAEHO NpU aTTecTaumm (Banupauuu). B 3akpbiTbix
V30JIMPYIOLLIMX YCTPOVCTBAX U NepUYaTO4HbIX 60KCaX MOXHO UCTIONb3OBaTL OAHOHANPABNEHHbIA NOTOK BO3AYXa C MEHbLLE
CKOPOCTbIO;

B — 3oHa, HenmocpeacTBEHHO OKpyXaiolian 30Hy A U npegHasHaYeHHas ANA acenTUYEeCKOro NpUroTOBNEHUA U
HanosHEHUsT;

C 1 D — ymncTble 30HbI ANA BbINONHEHUA MEHee OTBETCTBEHHbLIX CTaAWUil NPOU3BOACTBA CTEPUITLHOM NPOAYKLMK.

Knaccudpmkaums 30H nNo 3arpsisaHeHUIO BO3ayxa YacTuuaMu npuBegeHa B Tabnuue.
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MaKcuMansHO AONYCTUMOE YMCHO YacTUL, B 1 M Bosayxa, NpH pasMepe YacTuL, PABHOM Mnu GonbLueM (a)
Tun 30Hb! B OCHALLEHHOM COCTOAHUM (b) B SKCTyaTMPYEMOM COCTOSIHUM (b)
0,5 mkm (d) 5 MKM 0,5 mkm (d) 5 MKM
A 3500 1(e) 3 500 1(e)
B (c) 3500 1(e) 350 000 2000
C(c) 350 000 2 000 3 500 000 20000
D (c) 3 500 000 20 000 He pernameHTtupyetcs (f) | He pernameHTtupyetcs (f)

MpuMmeyaHusn

(a) KoHueHTpaumsa YacTuL ¢ pasMepamu, paBHbIMW UMW NPEBLILLAILWMMMY YKa3aHHbIe 3Ha4YeHUs, onpeaenseTcs C
MOMOLLIbIO ANCKPETHOTO CHETYMKA adpOo30SbHbIX YacTuL,.

B 30He A cnegyeT npeaycMaTpuBaTh HenpepbiBHbIA KOHTPOMb KOHLIEHTpaLmm YacTul, PekoMeHayeTcs npegycmar-
puvBaTh Takoi KOHTPONb U B 30He B*.

Mpw TekyLem KOHTpone 3oH A n B oTBupatoTcst npobkl 06LmmM o6beMom He MeHee 1 M3, Takoit ke 06bem nNpobbl
pekomMeHAyeTCs U Ans 30HbI C*.

(b) YpoBeHb 3arpsisHEHUs YacTMLIAMU, NOKa3aHHbIA B TaBnuLe ANsS OCHALLEHHOTO COCTOSHUSA, AOMKEH AOCTUraThLCA
yepes 15 — 20 MuH (pekoMeHayeMoe 3HaYeHVe BPEMEHU BOCCTAaHOBIEHUS) NOCTEe 3aBepLUEHWs NpoLiecca Npu OTCYTCTBUM
nepcoHara. YpoBeHb 3arpsisHeHust YacTuLamm ANnsi 30HbI A B 3KCMTyaTMPYEMOM COCTOSIHUM AOMKEH NOAAepXXUBaTLCA B
30He, HEeMOCPEeACTBEHHO OKpyXalolield NpoAayKT, Korda MpOoAyKT UMM OTKPbITas yNnakoBKa MMEKT MPSIMOM KOHTaKT ¢
oKpyXaroLLiein cpeaoi.

[JonyckaeTcs, YTO B NpoLiecce HamnonHEeHUs He Bceraa MOXET ObiTb NOKasaHO COOTBETCTBME CTaHgapTam no
YyacTuLaM, NOCKOMbKY CaM NPOAYKT MOXET BbIAENATh YaCTULbl UMW KanesbKu.

(c) B 3oHax B, C u D kpaTHOCTb BO3ayx0OOMeHa AOImKHa OnNpeaensiTbCs C YYETOM Pa3MEepoB MOMeLLeHUs,
HaxogsiLeroca B HeM oGopyaoBaHus U nepcoHana. Ans 3oH A, B u C cucteMa noaroToBkU Bo3gyxa AO/MKHA UMETb
cooTBeTCTBYIOLWME huUnbTpsbl (TMina HEPA).

(d) 3HauyeHuss MakcMManbLHO AONYCTUMOTO YMCa adpo30sbHbIX YacTuL ¢ pa3mepamMu 0,5 MKM 1 6onee B OCHaLLeH-
HOM U 3KCMNyaTUPyeMOM COCTOSIHUSIX OPUEHTUPOBOYHO COOTBETCTBYIOT Knaccam uuctoTel no FOCT UCO 14644-1.

(e) MpegnonaraeTcs, YTO B BO3AyXe 3TUX 30H YacTULbl C pa3Mepamu 5 MkMm U Gonee AOMKHLI OTCYTCTBOBATb.
Mockonbky HEBO3MOXHO CTaTUCTUYECKM AOCTOBEPHO A0Ka3aTh NONTHOE OTCYTCTBUE YaCTUL, ANA 3TUX Cly4yaeB yCTaHOBNEeH
npeaen — 1 yacTvua/m3. BbinornHEHNe 3TOro YCoBUS CReAyeT NoKasaTh NpU aTTeCTaLUM YUCTOr NOMELLISHUS!.

(f) TpeGoBaHwWs k 3TOM 30HE M AOMYCTMMbIE NPEAEnbl 3aBUCAT OT XapaKTepa BbINONHAEMbIX B HEl onepaLyid.

* 311 TpeboBaHus BBeaeHb! ans ctpaH EC B ceHTAbpe 2003 r. ina npon3BoACTB, BbiMyCKAOLLMX NPOAYKLMIO Ans
BHYTPEHHero pbiHka Poccuiickon ®epepauum u ang cTpaH, He Bxoaswmx 8 EC:

- HEnpepbIBHbIA KOHTPONb KOHLIEHTPALIUM YaCTUL, MOXET GbiTb 3aMeHEeH Ha NepUoaUYECKUii KOHTPOSb, NPOBOAUMbIA
yepes HebonblUKe UHTEPBANLI BPEMEHU, HanpuMep, Nepes Ha4yanoM CMeHbl U Nocne ee OKOHYaHuS;

- BMecTo 0T6opa Npobbl ¢ 06LIMM 06LEMOM He MeHee 1 M® MOXET GbiTh MCNONL30BaH METO/, NOCNE0BATENbLHOM
ot6opa npo6 no MOCT UCO 14644-1—2002 «YuCTble NOMELLIEHWA U CBA3aHHbIE C HUMW KOHTPONMpyeMblie cpeabl. Yactb 1.
Knaccugpukaumsa YucToTbl BO3ayxa».

TpeboBaHua k OpyruM napameTpam (Temnepatype, OTHOCUTENbHOW BMaXXHOCTU U Ap.) 3aBUCAT OT npoAaykra W
XapakTrepa TeXHONOMYeCKUX onepauui. Ty napaMeTpbl He CBSidaHbl C KNaccaMn YUCTOThI.
Mpumepb! onepaLnii, BLINOMHAEMBIX B 30HaX Pa3nuyHbLIX TMNOB, NpuBeAeHb! B Tabnuuax (NyHkTsl 11 n 12):

Tun 30HbI MpuMmepbl onepauwii Anst NPOAYKTOB, Noanexalmx huHUWHON cTepunuaaumm (myHkT 11)
A HanonHeHue NpoayKToM, KOrAa ero Hefb3s NOABepraTh PUCKY 3arpsisHEeHUst
C MpuroToBneHWe pacTBOPOB, KOrAa UX Henb3A NOABEPraTb PUCKY 3arpsisHEHUN

HanonHeHve npoaykToM

D l'IerOToaneHme pacTBOpOB U NOArOTOBKa nepBW-IHOﬁ ynakoBKu, Matepuanos U Aap. Ansa nocnegy-
oLero HanoriHeHus

Tun 30HbI Mpumepb! onepaumii AN acenTUHECKOro NPUroTOBNEHUs (MyHKT 12)
A Acentnueckoe npurotToeneHue U HanonHeHue
C MpuroToBneHWe pacTBopoB, NoAnexalmx punsTpauum
D Onepaunm ¢ MaTepuanamm nNOcne Moku
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4 CrepyeT NnpeayCMaTpUBaTb KOHTPOSb YMCTOThI 30H PA3NUYHbIX TUMOB MO YaCTULIAM B SKCITYaTMPYEMOM COCTOSIHUW.

5§ B acentuyeckoM npousBoACTBe HEOGXOAUMO AOCTATOYHO YacTo NPOBOAUTL MUKPODOMONMOrMYECKWUIA KOHTPOTMb C
MCMONb3OBaHMEM METOAOB CeAMMeHTaLuu Ha yaliku, oT6opa npo6 B obbeme BO3ayxa M C NOBEpXHOCTENW (Hanpumep,
CMbIBbl U KOHTaKTHble NnacTuHbl). Metoabl ot6opa npob, Ucnonb3yeMble B 3KCMIyaTUPYEMOM COCTOSIHUW, HE AOMKHbI
BHOCWUTb NOMEX B 3aLLUUTY 30HbI. Pe3ynbTaTtbl KOHTPONS CNeAyeT YYUTLIBAaTb NMPU PACCMOTPEHUN IOKYMEHTALUW Ha Cepuio
rotosov npodykuun. MNocne BLINOMHEHUsT KPUTUMUECKUX Onepauui criedyeT NpoBOAUTL MUKPOGUONOrMYEcKUiA KOHTPOsb
rMoBepXHOCTEN 1 nepcoHana.

CnegyeT Taioke NPOBOAUTL AOMNONHUTENbHLIA MUKPOOUONOMMYECKUIA KOHTPOSb BHE TEXHOMOIMYECKOrD npoLiecca,
HanpuMep, nocre atrectauuv (Banuaaummn) o6opyaoBaHUA, BLINONHEHUST OYMCTKM U Ae3vHGeKUUK.

PekoMeHayeMble npeaenbl AOMYCTUMOrO MUKPOGHOMO 3arpsisHEHUS YACTbIX 30H B 3KCNITyaTMPYEeMOM COCTORHUW
npuBegeHbl B Tabnuue.

PexoMeHayeMble npefentl MUKPOBHOIO 3arpsisHeHus (a)
Tun 30HbI CEeOMMEHTaLUS! Ha YaLLKy KOHTaKTHbIE MNaCTUHbI OTNEYaToK NepHaTk1
B Boagyxe, KOE /m® nuametpoMm 90 MM, AunameTpoM 55 MM, (5 nanbues),
KOE 3a 4 u (b) KOE/nnactuHa KOE/nepuyatka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 —
D 200 100 50 —

NMpuMmeyaHusa
(a) YkasaHbl cpeiHue 3HauYeHus.
(b) AonyckaeTcs akCnoHUpoBaHUE OTAESbHbLIX CEAUMEHTALIMOHHBLIX NNACTUH MeHee 4 Y.

6 B 3aBMCMMOCTV OT pesynbTaToB NPOBOAMMOrO KOHTPOMS CreayeT YCTaHOBUTL npeaensl npeaynpeXxacHust u
[efcTBUS ANs nokasaTeneit 3arpsA3HEHMA YacTMLLaM1 M MUKPOOpraHU3MamMu, a Takoke NpeayCMOTPETb BbINONHEHUE KOPPeK-
TUPYIOLLIMX JeiiCTBUiA B CIlyyae NpeBbILLEHUs 3TVUX NPeaernos.

Wsonupyiowas TexXHonorus

7 anMeHeHVIe I/I3OJ'IVIpy}OLLleIﬁ TeXHonorum cBoAUT K MMHUMYMY BNUsiHUE YenoBeKa Ha TeXHONnorm4yeckmue 30HbI. B
acenTnyeCckoMm nNponsBoacTBe 3TO NO3BONAET 3HAYUTENbHO CHU3UTb PUCK MVIKp06HOF0 3arpsisHeHus nNpoayKLmn U3 OKpy-
XaroLen cpeabl.

B na3onsaTopax U nepegaTtoydHbIX YCTpOVICTBaX BCEX TUNOB AOJPKHbI BbINOJIHATLCA YCTaHOBINEHHbIS TpeGOBaHMFI K
KayecTBy BO3ayxa. [lpy 3TOM cneayeT yuuTbiBaTb, B KaKOW CTEMEHW BO3MOXHbI YTEUKU (MOBPEXAEHUS), BbI3BAHHbLIE
ocobeHHoCTAMKU KOHCTPYKUWUX N MaTepuanos UsonsaTopa. I'Iepe,anquble YCTpOVICTBa MOryT ObITb Pa3HbIMU: OT KOHCTPYK-
LuiA C OAVHAPHOW UNW ABOWMHOM ABEPbLIO A0 NOMHOCTLIO FEPMETU3NPOBAHHLIX CUCTEM, NPeAyCMATPUBAIOLLMX NpoBeaeHue
cTepunusauuu.

Mpouecc nepegayn MaTepuanoB BHYTPb U HapYXy U30NATopa ABNSETCA OOHUM U3 Hanbonee CUnbHbIX MOTeHUWanb-
HbIX UCTOYHMKOB 3arpsiaHeHui. MpoCTpaHCTBO BHYTPY U30MSATOPa NpeaHasHavyeHo Ans NPoBeAeHUs onepauvid, npeacTas-
navwmnx BbICOKWIA PUCK Ang KayecTBa NpoAyKUUA. B T1oXe BpeMs gonyCKaeTcA opraHn3aLus paﬁotmx 30H BHYTpU U30oNATOpa
6e3 ogHOHaNpaBNeHHOro (NamMHapHOro) NoToka Bo3ayxa. TpeGoBaHusA K YACTOTe BO3dyXa B CPpeae, OKpyXatoLei usonsa-
TOP, 3aBUCAT OT KOHCTPYKLMW U30NATOPa M ero HasHaueHusl. 3Ta cpeaa AoMKHA KOHTPONMPOBaTLCSA, U AN acenTUYecKoro
nNpou3BOACTBa COOTBETCTBOBATD, MO KpanHei Mepe, 3oHe D.

8 WM3zonaTopbl MOryT 6bITb BBEAEHbLI B 3KCMNyaTaLMIo TONbKO NOCHE 3aBEpLUeHUs aTTecTaumn (Banvaawum), kotopas
OOJDKHa y4YuTbiBaTb BCE KpUTUYECKne ¢)aKTOpr VI3OJ'II/IPY|OLI.|,el7I TeXHonorun, HanpuMep, KayeCTBO BO3dyXa BHyTPU U
CHapyXu usonsitopa, nopsaaok o6paboTkn U30NATOPa, TEXHOMOMMIO Nepeaayn u LenoCTHOCTL UsonsaTopa.

9 CneayeT ycTaHOBUTb MOPSIAOK TEKyLEro KOHTPOMSs, BKMoYalowmin B cebs A0CTaTOYHO YacToe npoBeAeHue
ucnbiTaHWA Ha HanMuue yTeyek B U30MATOPE U CUCTEME «NepyaTKu—pyKasay.

TexHonorus «BblgyBaHue — HanofliHeHue — repmetTusaLlus»

10 YCTpOWCTBO «BblayBaHWe — HaMoOMHEHUe — repMeTu3aumsiy — obopyaoBaHVe CreLuanbHON KOHCTPYKLUUK, B
KOTOPOM B T€YEHWE OAHOIO HEMNpPEPLIBHOMO TEXHOMOrMYECKOro LMKNa M3 TEPMOMNNAcTUYHOTO rpaHynsta hopMUpYHOTCA
YNaKoBKW, KOTOpbIE HAMNOMHATCA NPOAYKTOM U repMeTuavpytoTca. Bce T onepaummn npoBoAsATCs B Npeaenax oaHoro
aBTOMaTnyeckoro komnnekca. O6opyaoBaHue «BblayBaHWEe — HanonHeHne — repMeTusaLmsa», Mcronb3yemMoe B acenTu-
YeCKOM NPOV3BOACTBE U MMetoLLiee 30HY A ¢ ad(heKTUBHLIM MOTOKOM BO3AyXa, MOXET ObITb yCTAHOBNEHO, MO KpaHen mepe,
B 30He C npu ycrnosuM UCMONL3OBAHUA MEPCOHArIoM oaexXabl, npumeHsieMol B 3oHax A u B. Okpyxatowan cpena B
OCHaLLeHHOM COCTOSIHUM AOIDKHa COOTBETCTBOBATL YCTAHOBMNEHHLIM TPe6oBaHUAM NO YacTULIaM M MO0 MUKPOOPraHU3Mam,
a B 3KCN/lyaTMpyeMOM COCTOSIHUM — TONMbKO MO MUKpoopraHvamam. O6opyaoBaHVe «BblayBaHUEe — HanonHeHwe —
repMeTusaLus», UCNOSb3yeMoe B NPOU3BOACTBE NPOAYKTOB, noanexalux UHWULLIHON CTepunuaauumn, JOMMKHO YCTaHaB-
nvBaTbCs, MO KparHei Mepe, B 30He D.

24



FOCT P 52249—2004

Ocoboe BHUMaHWe criegyeT o6paTuTb Ha crnegyLuee:

- KOHCTPYKLMIO M aTTecTaumio o6opyaosaHus;

aTTecTauMio ¥ BOCNPOM3BOAMMOCTb NPOLIECCOB «OYUCTKA Ha MECTE» U «CTEPUNM3aLVUs Ha MecTe»;

napameTpbl YNCTOro nomMeLleHUs, B KOTOPOM yCTaHOBNEeHO 060py,D,OBaHVIe;

oby4yeHWe onepaTopoB U UX OAEXAY;

AeNCTBUS B KPUTMUECKOH 30He 0BOPYAOBAHMA, B T. Y. BbINONHEHUE NOACOEAVHEHUI U COOPKU B acenTUHEecKuX
ycnoBusxX 4o Ha4ana HanonHeHus.

MpoaykThbl, nognexaiiye (oMHULIHON CTEPUNU3aLIUN

11 MogroToBka NEpBUYHON YNaKOBKW, MaTepuanos U 60MbLLIMHCTBA NPOAYKTOB AOIDKHA NPOBOAUTLCS, NO KpanHei
Mepe, B 30He D, 4ToObl 06ecnednTb AOCTATOYHO HU3KUIA YPOBEHL 3arpsisHEHUst MUKPOOPraHMaMaMu 1 Yactulamu nepeg
cTagusiMu counsTpaummn u ctepunusauuun. Mpy NOBLILLEHHOM PUCKe 3arpsi3HeHVs MUKpOOpraHuamMamu (Hanpumep, koraa
NpoAYKT, ABMAIOLLMUIACA XOpOoLLEen NUTaTeNbLHON CPeao ANA MUKPOOPraHWU3MOB, OMKEH XPaHUTLCA B TEYEHUE ANUTENBLHOMO
BPEMEHN A0 CTEepUNU3aLmMnM UM OH OBLIYHO FOTOBUTCA B OTKPLITHIX EMKOCTSIX) TEXHONOrMYeckue onepauuu criegyeT
NpoBOAUTL B OKpYyXartoLlew cpeae Tuna C.

HanonHeHWe npoaykTamu, nognexalimmy UHULLHOW CTepunMaaLuvm, JOMMKHO NPOBOAMTLCS, MO KpaliHel Mepe, B
30He C.

Mpy NOBLILLEHHOM pUCKe 3arpsis3HEeHUsI NPOAYKTa OT OKPYXaroLLen cpeabl, HanpuMep, ecnu onepauum HanonHeHus
NMPOXOAAT MEANEHHO MIM YNAKOBKW UMEHOT LLMPOKOE roprio, UM Ux Heo6xoauMo AepxaTb OTKPbITbIMM Gonee HeCKOMbKUX
CeKyHA A0 repmeTvsaumn, HarnonHeHue AOMKHO NPOBOAUTLCA B 30HE A, HaxodsLencs B OKpyXawllel cpeae Tuna C.
MpuroToBneHWe K HaNoNMHeHNe MassiMK, KpeMaMu, CYCNEH3UsIMU U AMYNbCUsIMU Nepen (PMHULLHOM CTEpUnMaaumeit crieay-
€T, KaK NpaBusIo, NPOBOAUTL B OKpyXarLuei cpege Tvna C.

AcenTtuyeckoe NpousBoACTBO

12 Onepauun ¢ MaTepuanamu nocrne MoOMKU AOMKHbLI NPOBOAUTLCA, MO KpaHel Mepe, B OKpyXatowei cpeae
Tuna D. Onepauum co CTepunbHLIMA MCXOAHLIMA MaTepuanaMym U KOMMOHEHTaMKu, eClivu Ha Mocneaylowux crTaausx
rpoLiecca He npegycMoTpeHa WX CTepunuaauus unv unbTpaums Yepes hunbTpbl, YAepXuUBaloLue MUKPOOPraHU3MbI,
OOMKHbI NPOBOAUTLCA B 30HE A, HaxoAsLeNCs B OKpyXaroLlen cpeae Tuna B.

MpuroToBneHWe pacTBOPOB, KOTOPbIE B XOAE TEXHONOMMYECKOro NpoLecca NoAnexar ctepunuaylowlei punbtpaumm,
JAOMKHO NpoBoAUTLCA B 3oHe C. Ecnu hunbTpaums He npeaycMoTpeHa, NPUroToBNeHUe MaTepuarnoB U NPOAYKTOB AOMKHO
NpoBOAUTLCA B 30HE A, KOTOpasi HaXOAUTCA B OKpyXarLLen cpeae Tuna B.

Onepauwu no nepepaboTke U HANOMHEHWIO NPUFOTOBNEHHBIX B aCENTUYECKMX YCNOBUSX NPOAYKTOB cneayeT NPoBo-
OUTb B 30He A, HaxoasLLEenca B OKpyxatowen cpene tuna B.

TpaHcnopTUpoBaHWE YaCTUYHO 3aKPbIThIX NEPBUYHBLIX YMAKOBOK, HAaNpUMep, NpYU NMOMUNbLHON CyLIKe, AOMKHO [0
3aBepLUeHMs YKYNOpk1 NpoBOAUTLCA NGO B 30He A, HaxoAsLLecs B okpyxatollei cpege Tuna B, nubo B repMeTUyHbIX
nepenarodHbIX YCTPOMCTBAX B OKpyXatLlen cpeae Tuna B.

MpuroToBneHne 1 HanonHeHWe CTepuUnbHLIX Maser, KPeMOB, CYCMeH3Un U IMYNbCUA AOMMKHO NPOBOAUTLCA B
30He A, HaxoAsiLLeics B OKpyXalLuei cpeae Tuna B, B ToM criyuae, Koraa NpoaykT He 3alyyLLeH OT OKpyXalollei cpebl
¥ He noanexuT nocrneayoLlei (hunbTpaLmu.

MepcoHan

13 B 4MCTbIX 30HAX AOIDKHO HAXOAUTLCA MUHMMAIBHO HEOGXOAMMOE KONMMYECTBO NEePCoHana. To 0Co6eHHO BaXHO
ANA acenTU4ECKOro NpousBoACTea. MPoBepKU U KOHTPONLHLIE ONepaLuK crieayeT, No BO3MOXHOCTHU, NPOBOAUTL, HAXOAACH
3a npegenaMm YUCTbIX 30H.

14 Becb nepcoHan (B T. Y. NEPCOHan, 3aHATLIA O4YUCTKON U TEXHUYECKUM OBCIyXuBaHUEM), paboTalowuii B Takux
30Hax, AOMKEH NMPOXOAUTb CUCTEMAaTUYECKoe OByyeHue no BOMPOCaM NMPOU3BOACTBA CTEPUNbHBLIX NPOAYKTOB, BKNOYas
rUrmeHy u ocHoBbl MUkpobuonorun. Cneayet oGpaTuTb 0co60e BHUMaHUE Ha MHCTPYKTAX U KOHTPONb 3a paboTHUKaMK, He
NpoLeALLIMMA TAaKoro ODy4eHUA, HO KOTOPbIM HeoOXOAMMO BXOAUTL B YUCTYIO 30HY (HanpuMep, nUuaM, 3aHATbHIM B
CTPOUTENLCTBE UIMU TEXHUYECKOM OBCnyXnBaHUM).

15 He ponyckaetcs BXof B 30HbI CTEPUNBHOIO NPOU3BOACTBA NepCcoHana, paboTaloLlero ¢ MatepuanaMu U3 TkaHemn
MBOTHBLIX WU KyNbTYpamMu MUKPOOPraHU3MOB, KOTOPbIE HE UCNONL3YIOTCS B TEKyLLEeM TEXHONOMYECKOM npolecce, 3a
ucknioyeHem ocobbix CydaeB, NPU KOTOPbIX Heo6xoaUMo cobnioaeHne cneLmarbHbIX UHCTPYKUWIA ANS BXOAA B 3TW 30HbI.

16 HeoGxogumo BbINONHATL TpeGoBaHUA K NUYHOW MMMMeHe U uucToTe. MNepcoHan, 3aHATLIN B MPOM3BOACTBE
CTepUnbHbIX NpenaparoB, AOIMKEH 3HaTb NOPAAOK OMOBELLEeHUs pykoBoAcTBa (cryxGbl kayecTsa) o nobbIX dakTopax,
KOTOpble MOTYT MPMBECTU K NOBLILLIEHUIO YPOBHA 3arpsisHEHUs1 CBEPX [I0MYCTUMOM HOPMBI (KaK NO KONMWYECTBY, Tak U NO
pasHoBuaHOCTAM). CrieqyeT opraHW3oBaTh KOHTPOMb 3a COCTOSIHUEM 310POBbs NepcoHana. PelueHve o0 Mepax B OTHOLLe-
HWW NepcoHana, KOTOpbIA MOXET CTaTb UCTOYHUKOM MUKPOGHOTO 3arpsA3HeHUs1, OSDKHO NPMHUMATLCA CNeLManbHO HasHa-
YeHHbIM NULIOM.

17 MepeopeBaHue U MbITbe CrieayeT BbINOMHATL B COOTBETCTBUM C UHCTPYKLMAMM, YTOGbI CBECTU K MUHUMYMY PUCK
3arpasHeHus oeXbl, NpeAHasHaYeHHONW ANA YUCTLIX 30H, U BHECEHUS 3arpsi3HEHUS! B YACTLIE 30HbI.

18 B uunCTbIX 30HaX NepcoHany 3anpeLLaeTca HOCUTb HAPY4YHbIe Yachl U IDBENUPHbIE YKPALLEeHUSA, a Taloke NPUMEHSTL
KOCMETUKY.

19 Opexpaa U ee Ka4eCTBO AOMKHbI COOTBETCTBOBATHL TEXHONOMUYECKOMY NPOLIECCY U TUNY 30HLI. Ee HYXHO HOCUTL
Tak, 4ToObl 06ecneunTb 3almMTy NPOAYKTa OT 3arpA3HEHWIA.
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K oaexne, npeaHasHayeHHON AN 30H pasnUYHbLIX TUMOB, NPEABLABNAITCA cneayowue TpeboBaHus.

3oHa D. l'onosHol y6op AormkeH 3akpbiBaTh BONockl. bopoaa Taloke AomkHa ObiTb 3akpbiTa (CneLyanbHOW MacKoW).
CreqyeT HOCUTL 3aLUUTHBIA KOCTIOM OOLLEro HasHavyeHUsl, COOTBETCTBYIOLWYIO 00yBb UNK Gaxunbl, HageBaeMble NoBepX
06yBu. [JomkHbI BbITb NPUHATLI MEPbI AN NPeAOTBpaLLeH sl NPOHUKaHUA NOGOro 3arpAsHEHNUs B YACTYIO 30HY U3BHE.

3oHa C. lonosHoi yoop AomkeH 3aKpbiBaTh BoNockl. Bopoaa 1 ycbl Taioke A0MKHbI GbiTb 3aKpbIThl. CregyeT HOCUTb
KOCTIOM (LiefbHbI UM COCTOSALLWIA U3 ABYX YacTeit), NIIOTHO obneratoLwuii 3ansacTbs, C BOPOTHUKOM-CTOMKOM U COOTBETCT-
BYHOLLYIO 06yBb i Gaxunbl. Oaexaa u o6yBb He AO0MKHbI BbIAENATbL BONOKHA UMW YacTULbI.

3oHbI A n B. l0noBHOI yOop A0MKEH NOSTHOCTBLIO 3aKpLIBaTb BONOCHI, a Takke 6opoay 1 ycbl (npu ux Hanuuum). Kpas
ronoBHoro y6opa AomkHbl ObiTb YGpaHbl oA BOPOTHUK kocTioma. CneayeT HoCcUTb Macky, 4To6bl NpeaoTBpaTUTL pacnpo-
CTpaHeHue Kanerb, CTepUsibHbIe, HeOMyAPEHHbIE PE3UHOBLIE MNW NONUMEPHBIE NepYaTKU U CTepUnbHbIE (MU AE3MHPULIN-
poBaHHble) 6axunbl. HWKHARA YacTb WTaHWH AoMmkHa ObiTb 3anpaeneHa BHyTPb 6axun, a pykaBa oaexabl — B nepuatku.
3aluTHas oaexaa He AoMKHa BLIAENATL BOMOKHA MW YaCTULIb! U A0MKHA YASPXKUBATL YacTULbI, OTAENSIOLLMECS OT Tena.

20 HapyxHas ogexaa He AOMKHa nonagatb B KOMHaTbl ANA NepeoaeBaHus, Beaywune B 30Hbl B u C. Kaxaplii
paboTHuK B 30Hax A 1 B pomkeH ObiTb o6ecneyeH YNCTON CTepUnbHOW OAEXAOoN Ha Kaxaylo cMeHy. Bo Bpems paboTbl
nepyaTku cnegyet perynspHo AeauHguumpoBatb. Macku v nepyaTtku cneayeT MEHATb, NO KpanHen Mepe, Kaxayl CMEHY.

21 Opexaa, npegHasHaYeHHas [ YNCTOM 30HbI, AOIDKHA OYULLIATLCA U XPAaHUTLCA TakuM 06pa3om, YToOL! UCKIo-
YUATL HAKOMNIEHUE 3arpA3HEeHWA, KOTOpLIe MOTYT OT Hee BMOCNEeACTBUN OTASNUTLCA. TN onepaLun cneayeT BbiNONHATL B
COOTBETCTBUM C MHCTPYKUMAMU. XKenatenbHO UMETb OTAENbHbIE Y4acTKU ANA NOAFOTOBKWA TakoW ofdexabl (npayeyHble).
Opexpaa, noAroToBneHHas HeHaanexaluMm obpasoM, NOBPEXAAET BONOKHA TKaHN U YBENIMYMBAET PUCK OTASNEHUA YacTul,.

MomelyeHus

22 [ns Toro 4To6bl CBECTU K MUHUMYMY OTAENEHUE YaCTUL, UMM MUKPOOPraHWU3MOB, UIN UX HakonneHue, obecneunTb
BO3MOXHOCTb MHOTOKpaTHOW 06paboTku MOKLMMU U AE3UHMULIMPYIOLMMY CPEACTBAMM, BCE OTKPLITbIE NOBEPXHOCTU B
YUCTBIX 30HaX AOMKHbI ObITb MMagKUMKU, HENPOHULIAEMbIMK, 6€3 TPeLWUH U U3NOMOB.

23 Y106bl YyMEHbBLUNTL HAKONNEHUE NbIN M OBNEMUTL CHUCTKY, B NOMELLEHUN He [OMKHO GbiTb TPYAHOAOCTYMHLIX
Ans o4MCTKU MecT. KonnyecTBo BbICTynaloLmUx YacTei 060pyaoBaHUA, NONOK U CTennaxei A0MKHO 6biTb MUHUMANbHBIM.
KOHCTpYKUMA OBepeii AomkHa npegycMaTpuMBaTh OTCYTCTBUE TPYAHOAOCTYNHbLIX ANA ouucTkn MecT. Mo aToi npuuuHe
NpMMeHeH1e pasaBUXKHBIX ABepeil MOXeT ObiTb HeXXenaTenbHbIM.

24 TMopBecCHble NOTOMKA AOMKHbLI ObiTh repMETUUHBIMU C LIeNblo NPeAOTBPALLEHUs NONafaHUA 3arpasHeHna U3
NPOCTPaHCTBa Haf HAMM.

25 MoHTax TpybonpoBoaoB, BO3AyXOBOAOB U APYroro o6opyaoBaHWA CneayeT BbLINOMHATL Tak, 4To6bl He Obuio
TPYAHOAOCTYMHbIX AN OYUCTKA 30H M NOBEPXHOCTEMN, a Taloke HerepMeTUUYHbIX MECT.

26 3anpelyaeTcs ycTaHaBNMBATL BOPOHKU M KaHaNM3aLMOHHbIE TPyObl B 30HaX A 1 B, ucnonbsyeMbix Ana acentu-
YeCcKoro Npou3BoACTBa. B Apyrvx 3oHax criesyeT npegycMaTpyBaTh paspbiB CTpyu Mexay o6opyaoBaHUeM U kaHanusaum-
OHHOW Tpy6oW (BOpOHKOI). MNpy yaaneHW CTOKOB B YUCTbIX MOMELLIeHUAX Goree HA3KUX KNacCoB cneayeT npeaycMaTpuBaTtb
Tpanbl (rMapo3aTBOpLI) ANA NpeaoTBpaLleHusi obpaTHOro noToka.

27 KomHaTbl (NoMeLLieHUs1) ANs NepeocaeBaHnst OPKHbLI MPOEKTUPOBATLCA NO NPUHLIMNY BO3AYLLHLIX WN030B. OHU
[OMKHbI 0BecneynBaTh hU3nyeckoe pasgeneHrie pasnuyHbIX 3TanoB NepeoaeBaHus, YTo6bl CBOAUTL K MUHUMYMY 3arpsi3-
HeHWe TEXHOMNOrMYeckon oAexabl YacTuLamyM U MUKpoopraHuaMamu, 1 addpekTuBHoe o6GTekaHe noMeLLeHUt NOTOKOM
OT(hMnNbTpOBaHHOIO Bo3ayxa. MocneaHss YacTb KOMHaThl (MOMELLEHUs) Ans NepeoAeBaHNA B OCHALLEHHOM COCTOSHUU
[OIMKHa MMeTb TOT e KIacC YMCTOThI, YTO U 30Ha, B KOTOPYIO OHa BedeT. B HekoTopbIX crny4asx LenecoobpasHo MMeTb
OTAENbHbIE KOMHaTbI (MOMELLIEHUS ) AN NepeoaeBaHVs ANs BXO4a B YUCTbIE 30HbI U BbIXOAa U3 HUX. YCTPOWUCTBA ANA MbITbA
PYK CriefyeT, kak NpaBurio, YCTaHaBMNMBaTh TONMbKO B MepeaHei YacTu KOMHaThl (MOMeLLieHVs) AN NepeocaeBaHns.

28 O6Ge nBepy BO3AYLLUHOIO LLUMK03a He JOIDKHbI ObiTh OAHOBPEMEHHO OTKPLITLI. [Ns NpeaoTBpaLleHUs OTKpPbIBAHUSA
6onee YyeM ogHOI ABepV OAHOBPEMEHHO criedyeT NpeAyCMOTPETb CUCTeMY GNOKUPOBKM UMM ONOBELLEHUs (BU3yarnbHYHo
n/unuv 3ByKOBYIO).

29 CucTteMa obecreqyeHus 0TUNLTPOBaHHLIM BO3YXOM AOIMKHA NMoaaepXuBaTh MONOXWUTENbHLIN Nnepenag aasne-
HUSI MO OTHOLLEHUIO K OKPY>XKaloLM 30HaM Gonee HW3KOTo TUna M COOTBETCTBYIOLLMIA NMOTOK BO3ZyXa Npu BCEX YCroBuUsX
YHKLUMOHUPOBaHWS, a Talkke 3hheKTuBHOe 06TekaHVe BO3AYXOM KOHTPONMUPYeMO 30HbI. CoceagHme NOMELLEHNs pasnny-
HbIX TWUMOB JOMMKHBLI UMeTb nepenag AasneHus 10 — 15 MNa (pekomeHayemoe 3HauveHve). Ocoboe BHUMaHWe cregyet
yOoenaTb 3aluTe 30H ¢ Gonbluei CTENeHLI puUcka, T. €. HenmocpeaCTBEHHOMY OKPYXEHWIO OTKPLITOTO Npoaykta uim
KOMMOHEHTOB, KOHTaKTUPYIOLLMX C MPoAyKTOM. Mpu paboTe ¢ HEKOTOPLIMU MaTepuanamMm (NaToreHHbIMU, BbICOKOTOKCUYHbI-
MW, PaAMOaKTUBHBIMU U NP.) UMW XKUBLIMU BUPYCaMU, BaKTepusMmn U NpenapatamMy U3 HUX MOryT noTpe6oBaThCs crneumanb-
Hble cnoco6bl NOAroTOBKM BO3AYXa M o6ecneyeHus nepenaga AasneHus. [ins HeKoTopbIX onepaLuuii MoxeT noTpebosaTbes
OeKoHTaMuHauusa oSopyaoBaHusl U 06paboTka yaansemoro Bo3ayxa.

30 CnepyeT HarnsigHO NoKasaTh, YTO HanpaBneHWe BO3AyLUHbLIX NMOTOKOB HE NPEACTaBNSET pUcka AN 3arpsA3HeHUs
npoaykTa, HanpyMep, CrieayeT YA0CTOBEPUTLCS, YTO B 30HY, NPEACTABMSAIOLLY0 HaubonbLUMIA PUCK AN KaYecTBa NpoayKTa,
C BO3AYLUHbLIM NOTOKOM He MOCTYNakT YaCTULbl, UCTOYHUKaMM BblAENEHWSA KOTOPbIX ABMATCA 06CnyXuBaoLLMin nepcoHarn,
BbINOMHsieMas onepauus unv obopyaosaHve.

31 CnepyeT npenyCcMOTPETb CUCTEMY aBapyINHOIrO onoBeLLeHUs 06 0TKase cUCTeMbI MOArOTOBKYM BO3AyXa, yCTaHo-
BUTb AaTYMKM Nepenana 4aBneHns Mexay 30HaMu, TaM, rae 3TO UMEeET BaXKHOe 3HayeHue. 3HaveHus nepenaja AaBneHus
HeoBX0AUMO perynspHO 3anucbiBaTh UK AOKYMEHTUMPOBATL UHBIM CMOCOGOM.
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O6opyanoBaHue

32 JleHTbl KOHBENEPOB He AOMKHLI NEpecekaTb pasgenuTerbHblii 6apbep Mexay 3oHaMu A unu B 1 paboyeii soHoM
C MeHbLUEN YUCTOTOM BO3AyXa, ECNU TOMNbKO cCaMa JieHTa He MofBepraeTcs HenpepbIBHON CTepunnsaumum (Hanpumep, B
TyHHene ctepunusauum).

33 KOHCTpYKUMSA, YCTAHOBKa U pacronoxeHne o6opyaoBaHus, (OUTUHIOB (MECT COEAMHEHMS) U 30H OGCNYXUBaHWS
[AOMXHbI NpeaycMaTpmBaTh BO3MOXHOCTL paGoThl ¢ 060pyAoBaHMEM, Mo TEXHUYECKOro 0BCTyXMBaHNS U PEMOHTa CHapyXu
yucTol 30HLI. B cnyyae HeobxoaMMoCTY NpoBeAeHUs CTEpUNU3aLIMKN ee cneayeT BhINOSHATL NOCHe MakCUMAnbHO NONHON
pasbopkv 06opyAoBaHUA (HACKOMNbKO 3TO BO3MOXHO).

34 Ecnu npu npoBeAeHUM TEXHUYECKOro oBCnyXuUBaHUA UM pemMoHTa o6opyAoBaHWSA, HaxoasLIerocss B YMCTON
30He, Obin HapyleH YpoBEHb YMCTOThI (CTEPUNBHOCTU), TO Nepes BO30GHOBNEHUEM MPOM3BOACTBA CneayeT BhiNOMHAThL
COOTBETCTBYHOLLYIO O4UCTKY, Ae3MHEKLMIO n/unn cTepunmMaaumio 3Toro o6opyaoBaHus (30HbI).

35 MonyuyeHve BoAabl TpebyeMoro kayecTsa OOIMKHO rapaHTMPOBAaTLCH MPOEKTOM, KOHCTPYKLMEH, MOHTaXoM W
TexXHUYEeCcKUM o6CyXMBaHMEM CUCTEM NOArOTOBKM U pacnpeaeneHus Boabl. He gonyckaeTces akcnnyaratvs o6opyaosaHus
NOArOTOBKU BOABI CBEPX NPOEKTHOW MOLLIHOCTW. MpUroToBNeHWe, XpaHeHne 1 pacnpeaeneH1e Boabl ANA MHbEKLWA cneayeT
BbIMOMHATL TaK, YTOGbl UCKIIOUYMTL POCT MMKPOOPraHW3MOB, HanpuMep, 3a cYeT MOCTOSIHHOW LMPKYNSLMW BOAbI Mpu
Temnepartype Bbiwe nntoc 70 °C.

36 Bce kputnueckoe obopyaoBaHue (CTEpUNM3aTopbl, CUCTEMbI NOArOTOBKU U (oMnbTpaLUK Bo3ayXa, BO3AYLUHbIE W
rasoBble (OUILTPbI, CUCTEMbI NPUTOTOBIIEHWS, XPaHEHUsA U pacnipeaerieHns Bodbl U Np.) noAnexar atrectaluuy (sanuaauum)
1 NNaHOBOMY TEXHUYeCKoMY oBCnyKuBaHUIO. VX NOBTOPHBIA BBOA B AENCTBUE AOMKEH ObiTh paspelleH B YCTaHOBNEHHOM
nopsiake.

OumcTka 1 ge3unHdekums

37 Ocoboe 3HayeHVe MmeeT o6paboTka YMCTbLIX MOMELLEHWA, KOTOpble AOMKHLI ObiTh TIATENbHO OYULLEHLI B
COOTBETCTBUM C MHCTPYKLMeit. MNpy npoBeaeHUM Ae3nHMEKLMN He CriefyeT OrpaHUuMBaTbLCH NPUMEHEHUEM TONbKO OAHOTO
JesvHpuumpytoLlero cpeactea. [ins obGHapyXXeHWA YCTOMYMBLIX LUTAMMOB MUKPOOPraHU3MOB B MOMELLEHUU cneayeT
NPOBOAUTL PErYNSPHbLIA KOHTPOIb.

38 CnepnyeT KOHTPONMPOBaTbL MUKPOOHOE 3arpAsHeHe MOIOLLMX U Ae3UHPULMPYIOLLMX CpeacTB. PacTBopbl AOMMKHbI
HaxoauTLCA B NpeasapuTenbHO o6paboTaHHbIX KOHTelHepax. XpaHeHWe pacTBOpPOB, AN KOTOPLIX He NpeaycMoTpeHa
nocnegyloLias cTepunusaumsi, 4ONyCKaeTca TonbKo B TeHEHUe onpeaenieHHoro nepuoaa Bpemenn. B soHax A n B cneayet
NPYMEHNATb TONMbKO CTEPUIbHLIE MOKOLLME U Ae3MHULMPYIOLWME CPeacTBa.

39 C uenbl yMeHbLUEHUS MUKPOGHOrO 3arpAsHeHUss HeAOCTYMHLIX ANA OYUCTKM MECT MOXET UCMOSb30BaTbCH
rasosas AesnHpekumsa (bymuraums).

TexHonormyeckuit npouecc

40 Ha Bcex cTagusix NPOU3BOACTBA, B T. Y. Ha CTaausX, NPEALLIECTBYIOLMX CTEpUNU3aLMm, crieqyeT npeaycMaTpu-
BaTb Mepbl MO NPeAyNpeXaeHUIo 3arpsasHeHus.

41 He ponyckaeTcs NPUroTOBNEHWE NIEKapCTBEHHbLIX CPEACTB MUKPOOMONOrMYECKOro NpOUCXOXAEHUA UMK Hanon-
HeHne UMW B 30HaX, MCNOoNb3yeMbIX O45nA NPpoU3BOACTBa APYMX NeKapCTBEeHHbIX CpeacTB. Onepauvm HanonHeHus BakKLU-
HaMu y6VITbIX OpraHU3MoB UK AKCTpaKTaMn GaKTepVIIZ nocne X MHakKTusaLum MoryT ObITb BbINOSIHEHBI B TEX XE rnoMetle-
HUSX, YTO U Onepaumm HaNONMHEHUS APYTMMU CTEPUNBHBIMA NEKAPCTBEHHLIMU CPeACTBaMU.

42 TMpu aTTecTayuy (Banmaaumm) acenTMYECKOro npoLecca crneayeT NPOBOAUTL Er0 UMUTALIMIO C UCMONL30BaHUEM
nuTaTenLHON cpeabl (HanonHeHve cpenamm). MNpu BLIGOpe NUTaTENLHOM Cpeabl CNeayeT YYUTLIBaTb A03UPOBaHHYIO (hopMy
ApoAyKTa N CenekKTUBHOCTb, NPO3paYyHOCTb, KOHLEHTpaUuk U NpUroqHoCTb 3TOW NUTaTenbHON cpeabl gnda crepunusauun.
MMuTauus npoLiecca AomKHa Kak MOXHO Gnivbke oTpaxaTb TEKYLLMIA NPoLiece acenTMYecKoro MPOM3BOACTBA M BKIIOYAThL B
cebs1 BCe KpUTUYECKME CTaAMM TEXHONOMMUYECKOro NpoLecca. 3TOT TECT Takke AOMKEH YYUTLIBATb paanuyHble BO3AeiCTBUS
Ha npoLecc, KOTOpbIe BO3HUKAIOT B TEKYLLIEM NPOM3BOACTBE, a Talke CUTyaLUu «HauxyAaLlero criy4yasy. -

MMuTaumio npouecca ¢ UICMONb30BaHWEM NUTAaTENbHbBIX CPea CrieayeT NpOBOAUTL NpY NEPBOHAYANLHOM aTTecTaummn
rpoLiecca cTepunusaumu, B Xxode KOTOPOI NnocrenoBaTenbHO MPOBOASATCA TPU YCMELHbIX UCNbITaHus. B ganbHeiwwem
cnegyeT MOBTOPATb MCMbITAHUA Yepes onpeaeneHHble UHTepBanbl BPEMEHW, a Takke nocrne nobbix CyLEeCTBEHHbIX
M3MEHEHWIA B CUCTEME BEHTUNSALIMM 1 KOHAMLIMOHMPOBaHUS Bo3dyxa, 060pyaoBaHMK, NpoLecce Unu KONM4ecTBe CMEH.

Kak npaBuio, ucnbiTaHWs ¢ ucnonb3oBaHMeM NUTaTeNbHbIX Cpea criedyeT NOBTOPSATL ABa pasa B rog AN KaXaoWn
CMEHbl U Kaxaoro npouecca. YvMcno nepBUYHLIX YNaKOBOK C MUTATENbHOW Cpeaoil AOMKHO GbiTb AOCTATOYHBIM ANA
ronyyYeHWs 4OCTOBEPHON OLieHKW. [ns mMarnbix cepuid YACNO NEPBUYHLIX YNAKOBOK C NUTaTeNbHOM Cpeaoit AOMMKHO ObiTb
paBHO pasMepy cepun npoAayKuun. NcnbiTaHys NPOBOAATCA C LIENbIO NPOBEPKU OTCYTCTBUSA pOCTa MUKPOOPraHU3MOB BO
BCEX YnaKoBKaX, OAHaKo AOMYCTUMbIM CYMTAETCH YPOBEHb 3arpsAsHeHUs ynakoBok MeHee 0,1% ¢ goBepuTenbHbIM UHTEp-
Banom 0,85. MNpoussoauTens AOMKEH YCTaHOBUTL YPOBHWU mpeaynpexaeHvs U aeicteus. JioGoi cnyyali BbiSiBREHUN
3arpsisHeHVA NOANEXUT paccneaoBaHu.

43 TMposefeHue aTTecTauuy (BanuaaLym) He AOMMKHO BpeAUTh TEXHOMOMMYECKOMY NpoLieccy.

44 WcTovHWKM BogocHabxeHus, o6opyaoBaHue NOAroTOBKM BOAbI M MPUrOTOBNEHHasA BoAa NOANEXaT perynspHoMy
KOHTPOJSTIO Ha HanMyne XMMUYEeCKMX n G1MoNorMuecKux 3arpsasHeHUin 1, B HeOBXOAUMbIX Cryyasix, Ha SHAOTOKCUHBI. [lomkHa
6bITb OpraH13oBaHa cucTeMa JOKYMEHTUPOBaHWA pe3ynbTaToB KOHTPONS U No6bIX NpeanpuHMMaeMbIX AeACTBU.

45 B umMcTbIxX 30HaX, 0co6eHHO B X0A€e NpoLiecca acenTUYecKoro NpousBoacTea, Niobas AeATeNnbLHOCTb A0MkKHa BbITh
cBefeHa K MUHUMYMY; nepeaBibKeHUs nepcoHana AoMmkHbI MOAYMHATLCA NpaBuiiaM U KOHTPONUPOBATLCA C Lienbio usbe-
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XaHUs BbIASNEHUS YacTUL, U MUKPOOPraHM3MOB BCMEACTBUE NOBLILLEHHON aKTUBHOCTM NepcoHana. YunuTbieas cneuuduky
NpYMEHAEMO TEeXHOSIorMYeckon ofexabl, cneayet obecneunts nepcoHany KoMOPTHbIe YCNOBUS NO TeMnepaTtype U
BMaXXHOCTHU.

46 MvkpoGHoe 3arpsisHeHUe Cbipbs U MICXOAHbLIX MaTepP1anoB fOMKHO BbiTb MUHUMaNbHLIM. Cneuundukauum Ha HUX
JOMKHbI BKMoYaTh B ceba TpeboBaHUA K MMKPOBMOOrMieckon YucToTe, ecnv Heo6XoaUMOCTb 3Toro Gbina ycTaHoBreHa
B MpoLecce KOHTPOnS.

47 Wcnonb3oBaHWe B YNCTLIX 30HaX Tapbl (YNakoBOK) M MaTepuarnoB, CNOCOOHbLIX BbiAENATL BOSIOKHA, AOIDKHO ObiTb
MUHUMATILHBIM.

48 CnepgyeT NpUHMMaTh Mepbl MO NpeAoTBPaLLEeHUIO 3arpsi3HEeHUA FOTOBOrO NPOAYKTa YacTULIaMU.

49 Mpu paboTe C pasnuyHbLIMK AeTansmu, Tapoi u o6opyaoBaHUeM NOCe WX OKOHYaTENbHOM O4UCTKM U 06paboTkm
OOMKHO BbITb UCKMIOYEHO UX NMOBTOPHOE 3arpsidHeHue.

50 WHTepBanbl BpeMeHn MeXy MONKOW, CYLIKOW U CTepunu3aLvei ynakoBkv, AeTaneil u o6opyaoBaHus, a Taioke
MexXgy MX cTepunuaaumein u Mcnonb3oBaHEM AOMKHbI ObiTb CBEAEHbI K MUHUMYMY. [NMUTENLHOCTL 3TUX UHTEPBAaroB
OOIMKHa onpeaenATbCA C YYETOM YCIOBUIA XPaHEHUA.

51 BpeMsi Mexay Hauyanom npuroToBfIEHUA PacTBOpa U €ro CTepunusauueid Unu ctepunuaylollein punbTpaumein
OOMKHO 6GbITb MMHUManbHLIM. NS kKaXaoro NpoaykTa cnegyeT YCTaHOBUTbL MakCMMarbHO AOMyCTUMOE BPEMSi C YYETOM
cocTaBa NpOoAYyKTa U YCTaHOBMNEHHOTO NopsiAka XpaHeHus.

52 Mepep cTepurnmsauueli cnegyeT NpoBoawuTbL OT6op Npo6 Ans NpoBeaeHWUs MUKPOGUONOrMUECKOro KOHTPONS.
CnepyeT ycTaHOBWUTbL Npeaenbl YPOBHA 3arpa3HeHns, NPOBEPAEMOIo HeNnoCcpeACTBEHHO nepea ctepunusauvei. BenmunHa
ATUX NPEeAenoB 3aBUCUT OT 3PPEKTUBHOCTU NPUMEHAEMOr0 MeToaa crepunuaauun. MNpyu HeobXxoaMMOCTM NPOBEPSIOT
oTcyTCTBME NMporeHoB. Bee pacTBopbl (0co6eHHO MHY3UOHHLIE pacTBOPbI 60sbLLIMX 0GLEMOB) crielyeT NpomnyckaTh Yepes
UNbTPLI, YASPXKUBAIOLLIME MUKPOOPraHU3MBbI, YCTAHABNUBAEMbIE HEMOCPEACTBEHHO Nepel HanoNHEHMEM.

53 [etanu, KOMMOHeHTbLI NEPBUYHOI YNakoBku, 060pyaoBaHUE U Apyrve NPeaMETbl, UCTIONb3YEMbIE B YMCTbIX 30HaX
acenTUYecKoro NPOU3BOACTBA, AOIMKHLI CTEPUNU3OBATLCA U NOCTYNATL B YACTYIO 30HY Yepes NPOXOAHbIE CTEPUNN3ATOPSI,
repMeTUYHO BCTPOEHHbIE B CTEHbI, NMMOO nepeaaBaTbCA APYrMM CNocOGOM, 3alUMLLAIOLUM OT BHECEHUS 3arpsi3HEHWIA.
Heroptoume raabl 4OMMKHBLI NPOXOAUTL Yepes (hUnbTpbl, 3aaepXUBaloLLMEe MUKPOOPraHU3MbI.

54 CnepyeT npoBoAUTL aTTecTaLmio (Banmaauuio) nioboro HOBOro npoLiecca. PedynbTaThl aTTecTauum (Banuaauum)
OOIMKHBI NOATBEPXAATLCA Yepes ornpeaerneHHbIe UHTepBaribl BpeMeHU, OCHOBLIBasiCh Ha OnbiTe paboTbl, WU Npy BHECEHUU
TOObIX 3HAYUTESbHBIX U3MEHEHWIA B NpoLIeCC Unu o6opyaoBaHue.

Crepunusauus

55 Bce npoLiecchl CTepMnUaaLmm AOMKHbI GbITh aTTeCTOBaHbI (BanvavpoBaHbl). TpebyeTca ocoboe BHUMaHWe, ecnu
NpUMEHSAeMbI MeToA CTEPUNM3aLMK He onucaH B AeicTseyolleit dapmakonee unu UCMONL3YeTCs AnA Npoaykra, He
AIBNSAIOLLIErOCS MPOCTLIM BOAHLIM UM MACHsiHBIM pacTBOpoM. [MpeanoYTUTENbHLIM ABNSIETCA METOA TENJIOBOWA CTEpUIn3a-
umun. B nobom criyyae MeToA CTEpUNM3aLiMm AOIMKEH COOTBETCTBOBATL NMMLIEH3UN Ha NPOM3BOACTBO U pErMcTpaLMOHHOMY
focbe.

56 [Ons noGoro npolecca Crepunusauum cnenyeT Nokasarhb (C MOMOLLbIO (PM3NYECKMX M3MepeHUiA M Buonormyecknx
WHAMKATOPOB) €ro NPUroAHOCTb ANA AaHHOM NpoayKUMK U 3deKTUBHOCTL ANA AOCTKEHUN TpebyeMbIX YCroBUiA cTepu-
JM3aumm BO BCEX YaCTSX 3arpyaku kaxxgoro suga. CooTBeTcTBME NpoLiecca 3aaHHbIM TpeGoBaHUsIM criedyeT NoaTBepX-
faTb 4Yepes onpeaeneHHble MHTepBanbl BpeMeHU (He MeHee YeM OAMH pas B rof Wiy nocrie nobbIX CyLeCTBEHHbIX
u3MeHeHu B 06opyaoBaHum). MpoToKoNbl BCEX UCMbITaHUiA CriedyeT XpaHUTb.

57 MMpouecc cTepunuaauum gomkeH obecneumBarb agphbeKTMBHOCTb CTEepUnu3aLmm BCero oGbema 3arpysku.

58 [ina BCex NpoLeccoB CTepunusauum OOMKHblI ObiTh paspaboTaHbl U aTTeCTOBaHbl (BanvaupoBaHbl) CXeMbl
3arpysku.

59 Buvonornyeckne UHAMKaTOPLI CneayeT paccMaTpuBaTh B KaYeCTBE AOMOMHUTENLHOMO METOAA KOHTPOSA CTepu-
nmzaumn. Buonornyeckme MHAMKaTOPbI AOMKHBI XPAHUTBLCS U UCTIONb30BaTLCH COMMIACHO MHCTPYKLMAM M3FOTOBUTENS, a UX
Ka4yecTBO AOMKHO KOHTPONMPOBATLCA C NOMOLLLIO METOA0B NMO3UTMBHOMO KOHTpons. Npyu ncnons3osaHumM 6GMonormiyeckmx
MHAOMKaTOPOB CrieAyeT NpeAyCMOTPETL Mephbl, UCKNIoYaloLLMe BO3MOXKHOCTb MUKPOBMONOrMYeckoro 3arpsisHeHUs OT CaMmX
6ronormyeckMx MHANKaTopOB.

60 Cnepyet 4eTko onpefenuTb Mepbl, obecneymBaroLLne pasaeneHe NpoayKToB, NPOLLSAILNX U He NpOoLUeALLIUX
cTepunusauuio. Ha kaxaoi KopavHe, NOTKE WK APYToi eMKOCTM ANst NPpoAyKTa UM KOMMNOHEHTOB AOMKHA 6biTb YeTkas
3TUKETKa C Ha3BaHWeM matepuana, HoMEPOM CEPUM M YKasaHWEM, NPOLLIEN OH CTEpUNU3aLMio Unu Het. [ins 0603HauyeHus,
npowna nm cepusi (MM NOACEpWs) NpoLecc CTepUnU3auuM UM HeT, MOXHO WCNOMb30BaTh Takve WMHAWKATOPbI, Kak
aBTOKMaBHas NEHTa, HO OHU He AaloT HaJEXHOro yKasaHus Ha To, YTO Cepusl AENCTBUTENBLHO CTepUnbHa.

61 [nsa kaxporo Lukria ctepunuaaumm crneayet ohopMnaTb NPOTOKOMbI, KOTOPLIE AOMKHbI YTBEPXAATLCA U BXOAUTL
COCTaBHOW 4aCTbI0 B MPOTOKON CEPUM FOTOBOW NPOAYKLMN.

TennoBasi crepunusauus

62 Kaxabii LMKN Tennosow CTepunusaumMn AOMKEeH 3anucbiBaThCsl Ha guvarpaMme «Bpemsi — TemrepaTypa» B
JocTaToyHo 6onbLUOM MacluTabe Unu perucTpupoBaThCA ¢ HeO6X0AMMON TOYHOCTBIO MPY MOMOLLM ApYroro o60pyaoBaHUs.
PacnonoxeHue 0aT4MKOB TEMNEPATYpPbl, UCTIOSb3YEeMbIX AN1S1 KOHTPOISA W/Wny 3anncK, AOMKHO GbiTb onpeaeneHo Bo Bpemsi
aTTecTauum (BanuaaLmm) 1, No BO3SMOXHOCTM, MPOBEPEHO MO APYroMY HE3aBUCUMOMY AaTHUKy TeMnepaTyphbl, pacrosoXeH-
HOMY B TOM Xe MecTe.
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63 [onyckaeTcs UCNonb3oBaTh XMMUYECKUe U BUONorMyeckue MHAUKATOPLI, HO OHWU He AOIKHbI 3aMeHsTb dusnyec-
Kne namepeHus.

64 [o Hauyana oTcyeTa NPOAOIKUTENBHOCTA CTEPUNM3ALIMN AOIMKHO BbITh NPeaycMOTPEHO AOCTaToYHOE BpeMms,
obecneunBaroLee JOCTKeHNe Tpebyemoi TeMnepaTypbl Bcero o6bema 3arpyaku. OTo BpeMsl AOIKHO ONpeaensTees Ans
KaXXaoro Buaa 3arpy3ky otaenbHo.

65 lMocne saBeplUeHVs BLICOKOTEMMEpaTYpHOM (pasbl LMKNa TennoBOi CTepunusaumu cnefyeT MpUHATbL Mepbl
MPOTMB 3arpsisHeHUs 3arpyaku B nepuof oxnaxaeHus. CneayeT ctepunusoBaTh Nobyio OxnaxaaroLLyo XUAKOCTb UK ras,
BCTynalolLiue B KOHTaKT C MPOAYKTOM, KPOME CIy4yaeB, KOraa BO3MOXHOCTb MCMONL30BaHWA HErepMETUYHbLIX YNaKkoBOK
MCKIMIOYEHa U NpyBeAeHbl COOTBETCTBYHOLLME AOKA3aTeNbCTBA.

BnaxHoe Tenno (nap)

66 MNpu cTepunuaauun BnaxHbIM Tennom (MapoM) crieqyeT KOHTPONMpoBaTh TeMnepaTypy U BrnakHocTb. Kak
npaBuIIo, CPEeACTBA yNpaBneHUsl AOMKHbI GbITb HE3ABUCMMBbI OT CPEACTB KOHTPOSIS U 3anvchIBaloLLUX YCTPOHCTB. Ecnv ans
3TOM Lenv UCNonb3ylTCA aBTOMATUYECKME CUCTEMbI YNPABMEHUs! M KOHTPOMS, OHU AOMKHLI BbITh aTTecToBaHbl (Banmau-
poBaHbI), 4TOBbl rapaHTMpPOBaTh UX COOTBETCTBUE KPUTUYECKMM TpeGoBaHUsSM npolecca. HapyleHusi B Xode rpoljecca
[OJDKHBI PErMCTPUPOBATLCA CUCTEMOM M KOHTPONMPOBATLCA OnepaTopoM. B Xoge npouecca CTepunvsauuu nokasaHus
He3aBMCMMOrO AaTuMka TeMnepaTypbl AOMMKHbI MOCTOSHHO CBEPATLCS C AaHHBIMM AnarpaMMbl 3aNUChIBaIOLLEro YCTPOACT-
Ba. [Nl CTEepUNU3aTOPOB, UMEIOLLIMX CTOK B AiHE KaMepbl, MOXET BO3HUKHYTb HEOBXOAMMOCTb PErMcTpaLmMm TemnepaTypel
B 3TOM TOUKe B TeYEHUE BCETO LMKNa CTepUu3aLmn. ECrm B LIMKN CTepUnMaaLym BXoauT (hasa BakyyMUPOBaHUs, TO cregyeT
[OCTATOYHO YacTO NPOBOAUTL MPOBEPKU KaMepbl Ha FepMETUYHOCTb.

67 CTepunuayeMble NpeaMeTbl, He HAXOAALYMECA B FePMETUYHbIX YNaKOBKaX, 0KHbI ObITh 3aBepPHYThI B MaTepuan,
MPOMycKaloLMi1 BO3AYX M Map, HO NPeaoTBpaLLalowuin MOBTOPHOE 3arpsisHeHWe aTUX NpeaMeToB Nocne CTepunuaaluu.
Heobxoaumo ofecneunTb KOHTaKT BCEX YacTel 3arpyskvM CO CTEPUNU3YIOLLMM areHTOM MpU 3aAaHHbIX Temnepatype u
BpeMeHW.

68 [ins cTepunuaaluv JOIMKEH UCNONL30BATLCA Map COOTBETCTBYIOLLErO Ka4ecTBa, He COAEPXaLLMiA BKIIOYEHWI B
TaKOM KOMMYECTBE, NPY KOTOPOM MOXET MPOU3OATU 3arpsisHeHUe NpoayKTa unu o6opyaosaHus.

Cyxoe Tenno (xap)

69 lNpu cTepunmaaumm Cyxmm TENNoM (>kapoM) OIDKHbI 6bITb NPEAYCMOTPEHbI LIMPKYNALMA BO3AyXa BHYTPU KaMephbl
¥ nogaepxaHve n3bbITOYHOro AaBMNEeHUs C Lebio NpeaoTBpalLeHna NonagaHnua BHYTPb HECTEpPUILHOIO Bosayxa. Jlio6oi
NocTynawLWmii BHYTPb BO3AYX A0OMMKEH NPOXOAUTL Yepes hunbTpbl Bbicoko adchektuBHocTu (Tuna HEPA). Ecnn ctepunu-
3auvs npegycMarpuBaeT ycTpaHeHve NUPOreHoB, TO NPU aTTecTauuy (Banuaauum) cneayeT BbiMONMHATL TeCTbl Ha aHAO-
TOKCUHbI.

PaguauuoHHas cTepunusauus

70 PaavauuoHHaa cTepunmsaumsa UCNONb3yeTcsl MaBHbIM 0OpasoM Ansi CTepvunuaauun TepMOMYBCTBUTENbHBLIX
MaTtepuanos U npoaykToB. MHoMe nekapcTBeHHbIe CPEACTBA U HEKOTOPbLIE YNAKOBOYHbIE MaTepuanbl YyBCTBUTENbHbI K
WOHU3UPYIOLLIEMY U3NYyYeHWIo. B cBA3KN C 3TUM AaHHLIA METOA, A0NYCKAETCA TONLKO NpY AKCNEepUMEHTaNnbHOM noaTeepxae-
HWW OTCYTCTBMA €ro BpPeAHOro BNMusiHAA Ha npopaykT. Kak npaBuno, obnydeHwe ynbTpacMoneToBbiM M3NyYeHUEM He
ABNAETCA NPUEMNEMBLIM METOAOM CTepunusauuu.

71 Bo BpeMs npouecca CTepunusaLun A0ImKHa M3MEPSTLCH NOMMOLLEHHAn A03a UOHN3NPYIOLLEro usnydeHus. Aina
3TOro cneayeT UCNONb3oBaTh O3MMETPLI, NOKA3aHUA KOTOPbIX HE 3aBUCAT OT UCNOMNb3YEMON MOLLHOCTU A03bl U3NYYeHUs,
HO KOTOpble AAl0T KONMYECTBEHHOE 3HaYeHWe NOFMOLLEHHOW A03bl HENOCPEACTBEHHO B NPOAYKUMW. [INA KaXaon 3arpy3ku
B CTEPUNU3yeMOil NPOAYKLUM AOIDKHO HAaXOAUTLCA AOCTAaTOMHOE KONUYECTBO A03MMETPOB, PAacNonoXeHHbIX Takum obpa-
30M, 4yTOGbl B 0ONyyaeMol 3oHe BcerAa Haxoawuncs Ao3uMeTp. MonuMepHble AO3UMETPLI MOXKHO NPUMEHSATL TOMbKO B
TeueHue YCTAHOBNEHHOTo Cpoka AeiCTBUS KanubpoBKM C U3MEPEHWeM WX ONTUYECKOW NMOTHOCTU B TEYEHUE KOPOTKOro
BpemeHun nocne obnyyeHus.

72 B kavecTBe CpeACTBa AOMNOMHATENBLHOTO KOHTPONA MOFYT UCNONb30BATLCA GUONOrUYECKUe UHAUKATOPLI.

73 Metoauku aTTectaumm (BanuaaLmn) AOMKHbI rapaHTUPOBaTb YYET BO3MOXHBLIX W3MEHEHWUI NIIOTHOCTK YKNaaKu
CTEepUNU3yeMon NpoayKLuK.

74 MNpwv npoBeAeHUM NpoLiecca paavalUuoHHON CTepUnU3aumn He A0IMKHO 6biTb CMeLuMBaHUsi 06GITy4YeHHON 1 Heo6-
ny4eHHON NpoAyKLMK. Ha Kaxaoi ynakoBke cneayeT UCrnonb3oBaTh HyBCTBUTENbHLIE K U3NYYEHMIO LIBETOBLIE UHAUKATOPLI
AnA Toro, YTo6bl pasNMuUTL YNaKoBKM, NPOLLEALIXE U He Npolueawne obnyyeHue.

75 CymmapHaa nornolleHHasi 103a M3ny4YeHust AomkHa ObiTb HabpaHa B TeveHue BpeMeHW, OTBEAEHHOMo Ha
npoLecc crepunusauuu.

Crepunusaumna OKCUAOM 3TUNEHa

76 Metop crepunusanlmm OKCMAOM 3TUNEHA MOXET UCNONL30BATLCH TOMLKO TaM, FAe Hemnb3s NMPUMEHATL Apyrue
MeTOAbl CTepunusauun. an npoeegeHun artrectauuun (Banu,qauuu) cnegyeTt nokasaTtb, YTO npouecc crepunusauum
OKCUAOM 3TUNEHa He OKa3blBAET BPEAHOIO BMWAHWA Ha NPOAYKUMIO, a 3aflaHHble YCNoBUA M ANUTENLHOCTL Aerasauvm
no3BONAKT CHU3UTb OCTATOUYHYIO KOHLISHTPaLUIO rasa n NpoAayKToB peakuun A0 A0NYCTUMbIX YPOBHeﬁ, onpegeneHHbIX Ana
AAaHHOro BUAa npoaykuun unu matepuana.

77 CyulecTBeHHOe 3HaueHMe MMEeT HeMOCPEeACTBEeHHbIA KOHTAKT Mexay rasoM U MukpoopraHusmamu. Cnepyet
NPUHATL MEPbI NPEeIOCTOPOXHOCTU OT BKITIOYEHWA MUKPOOPraHW3MOB B Matepuarn (HanpuMep, B Kpuctansis unn nuodunu-
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31poBaHHbI 6enok). Ha npoLecc ctepunusaLymM OKCUAOM 3TUNEHA MOTYT OKa3aThb CyLLeCTBEHHOEe BNUsHWE BUA U Komnuye-
CTBO YNaKkOBOYHOIo MaTtepuana.

78 TemnepaTypy ¥ BNaXHOCTL 3arpy3ku nepen o6paboTkoi razom cneayet npuBeCcTU B COOTBETCTBUE C TpeGoBa-
HUAMUK npouecca. Tpe6yeM0e Ans 3TOro BpemMs A0IMKHO ObITb NO BO3MOXXHOCTU MUHUMANbHbLIM.

79 Kaxabli LMKn CTepunuaaLmm AOMKeH KOHTPONMPOBAaTLCA C UCNONb30BAHUEM COOTBETCTBYHOLUX Guonormyeckmx
VHOUKaTOpPOB, pacrnpedeneHHbIX B AOCTATOMHOM KONMUYecTBe Mo BceMy oGbemy sarpysku. MonyuyeHHas WHdopmaLms
AomKHa oOPMIATLCA AOKYMEHTaNbHO U BXOAUTL COCTABHOM HaCTbio B NPOTOKOM Ha CEPUI0 FOTOBOW NPOAYKLUK.

80 [Ans kaxaoro uvkna crepunusaumm AoMKHbI ObiTb 0hopMNEHbl NPOTOKONBI, coaepXallve AaHHbIe O ANUTENb-
HOCTW LMKIa, AaBneHuu, TemnepaTtype U BNIaXKHOCTU B KaMepe BO BPpeMA NPoLiecca, KOHLIeHTpaLWK ra3a U AaHHble o6 obLem
KONMUYECTBE MUCMOSIb30BAHHOMO rasa. [laBneHue U Temnepatypa AOMKHbI PerMcTpUMpOBaTLCA B TeHeHWe BCEro LuKna
cTepunusauuv Ha guarpamme. 31 AaHHbIe AODKHbLI BXOAWUTL COCTaBHOW YaCTbIO B MPOTOKON Ha CEPUI0 FOTOBOW NPOAYKLIMNA.

81 lMocne crepunusauuMn 3arpysky criegyeT XpaHATb MOf, KOHTPONEM B BEHTUNUPYEMbIX NOMELLEHUAX, YTOObI
obecneunTb CHUKEHWE OCTATOUHOW KOHLIEHTPaLUKM rasa U NpoAyKTOB peakLvmn 0 OnpeaeneHHoro ypoBHA. JTOT MpoLiecc
MoANeXvT atTectauum (Banuaarym).

QMHI:TPGLIHH JIeKapCTBEeHHbLIX CpeAcTB, KOTOpPbLIe He MOoryT ObITh CTepuM30BaHbl B nepnuquoﬁ ynakoBke

82 [poseaeHve cTepunuayloLLein unsTpaummn He ABNAETCS AOCTATOYHLIM YCIOBUMEM CTEPUNU3aLMmn, €Cnt BOSMOX-
Ha cTepunusaums NpoayKTa B OKOHYaTENLHON NepBUMYHON ynakoBKe. peanoyuTuTensHLIM ABNAETCA METOA CTepunusaum
napom. Ecnv ctepunusauvsi npoaykrta B OKOHYaTerNbHOW MEPBMYHOMA YNaKOBKE HEBO3MOXHA, TO nepeA HanonHeHUem
pacTBOPOB WY XUAKOCTEN B NpeABapuTeNbHO CTEPUNU3OBaHHYIO NEPBUYHYIO YNAKOBKy UX cneayeT Nponyckatb Yepes
cTepunbHble (OUNLTPLI C HOMUHAMNLHLIM pa3MepoM nop He Gonee 0,22 MKM UMK C 3KBUBANEHTHLIMW CBOWCTBAMM MO
yAepXaHuio MUKpoopraHMamoB. Takve ounbTpbl MOTYT 3afiepXuBaTh GonbLuUylo YacTb GakTepuii unu nnecHesbIX rPUGoB,
HO He BCe BUPYCbl UMK MUKONNasmbl. 10 BO3MOXHOCTU npoLlecc unbTpaumm cnegyeT AONOMHATL COOTBETCTBYIOLLIEN
TepMoobpaboTKoW.

83 B cBA3K ¢ TeM, YTO Y MeToAa (hUNbTPaLMKU €CTb AOMOSHUTENbHBIA PUCK 3arpA3HEHUA MUKPOOPraHU3MaMK o
CpaBHEHWIO C APYIMMUK cnocoGamMu cTepunusaLui, HENocpeaCTBEHHO NepeA HaNoNHEHMEM MOXHO PEKOMEHA0BaTb NOBTOP-
Hyt0 ounbTpaLmIio NpoAyKTa Yepes AONONMHUTESNBHLIA YAESPXUBAIOLLMIA MUKPOOPTaHM3Mbl CTepUnuayowwnin ounbTp. OKOH-
yaTenbHy CTEPUNU3YOLLYIO (hnbTpaLMIo NpoayKTa creayeT NPOBOAUTL Kak MOXHO Grnivbke K MECTy HanonHEHUA.

84 CnepyeT “cnonb3oBaTh (pUNbTPbl C MUHUMATbHBIM OTAENEHUEM BOJTOKOH.

85 lMepen ucnonb3oBaHUEM CTepunuayloLero ¢unsTpa 1 cpasy nocfie ero MCNoNb3oBaHUA cneayeT NpoBepuUTh
OTCYTCTBME Y HETO NOBPEXAEHUIA TaKUM METOAOM, KaK TECT Ha «TOYKY My3bipbka», MeToAoM Auddy3MOHHOMo NOTOKa Unn
BbIAEPXKKOWN NOA AaBneHUeM.

Mpu aTTecTaumm cnegyeT M3MepATb Bpemsa, Heobxoaumoe AnAa unbTpauuu pacTBopa 3afaHHOro obbema, u
nepenag AasneHvst Ha cunbTpe. Jliobble 3HauYMTENbHbIE OTKIMOHEHUA B NpPOLIECCe NMPOM3BOACTBA OT aTTECTOBaHHbLIX
nokasarteneu cnegyeT perncTpupoBaTbh U aHanM3upoBaTb. PesynbTaTbl 3TUX NPOBEPOK AOIMKHbI ObiTh BKIIOUYEHbI B NPOTO-
KOMbI Ha cepuyio npoaykuun. Cpa3y nocne UCNoNb3oBaHUA CneayeT NoATBEPKAaTb LIENOCTHOCTb KPUTUYECKMX rasoBbIX U
BO3AYLUHLIX (MNbTPOB. LienocTHocTb Apyrmx hunbTpoB HeoGXxoaAUMO NoATBEPXAATL Yepe3 COOTBETCTBYIOLLME UHTEPBATbI
BPEMEHW.

86 He ponyckaeTcs MCNONL30BaTb OAVH U TOT e (hUnbTP B TeHeHue Gonee ogHoro paboyero AHS, 3a UCKIIOUEHEM
cny4yaes, korga 6onee AnvMTensHOE ero UCNONb3oBaHUE NOATBEPKAEHO aTTecTauuen (Banuaauvei).

87 lMNpyMeHsieMblii onnLTP He AOMKEH OKasbiBaTb BNIUAHUE HA NPOAYKT, 3aAePXXNBas ero KOMMOHEHTLI UM BbiAensst
B Hero kakue-nvbo nocTopoHHUe BeLecTsa.

3aBepLueHMe NPOM3BOACTBA CTEPUSILHOM NPOAYKLMM

88 [ins ykynopuBaHusi NepBUYHON YNaKOBKU CneayeT UCNONb3oBaTh aTTeCToBaHHbIE (BanMaupoBaHHbIe) METOAbI.
MepBWYHbLIE YNaKOBKM, FepMETM3MPOBaHHBIE 3anaiikoi (Hanpumep, CTeKNAHHbIE UMW NNACTMACCOBLIE amMnynbl), NoAnexXar
100%-Hoi npoBepke Ha repMeTUYHOCTb. [epMETUYHOCTb APYMMX NEPBUYHBIX YNaKOBOK AOMKHA NPOBEPATLCA MO COOTBET-
CTBYIOLLMM METOAMKaM.

89 MMepBUYHbIE YNAKOBKM, rePMETM3MPOBAHHbIE NOA BakyyMOM (BaKyyMHbie YNakoBKW), AOIDKHbLI NPOBEPATLCA Ha
CcoxXpaHeHue Bakyyma C onpeaerneHHon NepmoauyHoOCTbIO.

90 MepBUYHbIE YNakoBKK C NPOAYKLMEN ANs napeHTepanbHOro BBeAeHUA HeoOXoaUMO NPoBepsITL UHAUBMAYANbLHO
Ha HanMyne NOCTOPOHHUX BKIIOYEHUIA Unu ApyrMX AedekToB. BusyanbHbil KOHTPONbL CneayeT NpoBOAUTL Npy Tpebyembix
YPOBHSIX OCBELLEHHOCTU 1 hoHe pabouero nonsi. CneayeT perynsipHO NPOBEpATb 3peHUe OnepaTopoB, BbLINOMHAIOLLUX
BU3yarbHbIi KOHTPOMb (€CN onepaTopbl UCTIONbL3YIOT 04K, TO NPOBEPKa 3peHWA NPOBOAUTCA B oukax). B xoae Bu3yanbHOro
KOHTPONS NPOAYKLUM PEeKOMeHAYeTCA OpraHW30BbLIBaTh YacTble nepepbiBbl B paboTte onepatopos. Npu ucnonb3oBaHA
ApYrX METOA0B KOHTPONSA 3TOT NpoLiecc Heo6X0AMMO aTTecToBaTh (BanvManpPoBaTh); COCTOAHME 0GopyaoBaHUs cneagyet
nepuoanYeckn NpoBepATs. PesynbTaTbl BUSyanbHOMO KOHTPONSA AOMKHbI 6biTb 0GhOpMNeHb! AOKYMEHTamNbHO.

KoHTponb kauectBa

91 UcnbiTaHWe roToBOMO NPOAYKTa Ha CTEPUIILHOCTbL CriEQyeT pacCMaTpuBaTh MULb Kak 3aBeplualoluid atan B
nocrnenoBaTenbHOCTU Mep, obecneynBaloLLMX CTEPUNTbHOCTL NpoAykTa. TecT Ha CTEPUNbHOCTL AOMMKEH ObITb aTTeCToBaH
(BanuaoupoBsaH) ANA NPOAYKLIMK KaXA0ro BuAA.

92 Mpu nonyyeHUu paspelueHUs Ha BbIMyCK CTEPUNbHOW NPOAYKLUMM MO nMapameTpam crieayeT yaenuTb ocoboe
BHUMaHWe aTTecTauuu (BanuaaLum) U KOHTPOSIO BCEro TEXHONOMUECKOoro npolecca.
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93 O6pasLbl NpoayKUuUK, KoTopble Gl 0To6GpaHb! ANA NPOBEAEHUS UCTILITAHUSA Ha CTEPUNLHOCTD, AOKHLI BbiTh
penpeseHTaTUBHLIMW ANS BCEl Cepun NpoAyKLMU, OCOBGEHHO AN TEX YacTel Cepum, BEPOSITHOCTL 3arpsisHEHMS KOTOPbIX
MaKcumarbHa, HanpuMmep:

a) Ans NpoAyKTOB, pacdacoBaHHbIX B aCeNTMUECKUX YCIOBUAIX, B OTOGPaHHLIE 06pasLibl AOMKHLI BXOAUTL NEepBUY-
Hble YNAaKOBKKM, HaMONMHEHHble B Hauane M B KOHUe cepuu, U nocne nioforo CyleCTBEHHOrO BMeLlaTenbcTBa B Xoae
TEXHOMOMMYECKOro NpoLecca;

b) Ans npogdyKTOB, MPOLLEALIMX TEMMOBYK CTEPUNM3aLMIO B NEPBUYHOIN YMaKoBKe, 0coB0e BHUMaHue crieayet
yaenuTb oT6opy 06pasLoB M3 NOTEHLMANEHO Hamboree XONOAHOM YacTK 3arpysku CTepunuaaropa.

MpunoxeHue 2

Mpon3BOACTEBO MeAULIMHCKUX GMONOrMYeckmMx npenaparos

KauecTBO MeAULMHCKUX BMonormyeckux npenapaTos 1 NOpsAOK UX KOHTPONSA BO MHOTOM ONpEAEnsloTCA TeXHOMOo-
rvei Npon3BoOACTBa, OT KOTOPO B 3HAUMNTESIbHON CTEMEHN 3aBUCUT OTHECeHWe MeauLMHCKMX Gruonomyecknx npenapaTos
K TOMY U1 MHOMY BuAy. B AaHHOM NpunoXeHWn paccMaTpuBaloTCs crneayowme MeauumuHckue Guonomyeckue npenaparb!:

a) MVKpoGHbIe KynbTypbl, 33 UCKIIOYEHUEM MONYYEHHbIX MO TEXHONOMKU pekoMOuHaHTHo JHK;

b) MUKPOGHbIE U KNETOYHBIE KyNbTYpbl, NOMyYeHHbIE No pekomGuHaHTHo AHK TexHonomm unu metoom rubpuam-
3auuu;

C) KCTpaKTbl U3 GUoNOrUHECcKUX TKaHew;

d) XuBble areHTbl, BbipalLeHHbIE B AMOPUOHAX UM KMBOTHBIX.

K Takum MeamUMHCKMM G1onorMyeckuM npenapaTamM OTHOCATCS: BaKLUHbI, UMMYHHbIE CbIBOPOTKM, aHTUIEHbI, FOPMO-
Hbl, LUTOKMHBI, (hEPMEHTbLI U ApYyre NpoayKTbl hepMeHTaLMK (B T. 4. MOHOKIOHaNbHbLIE aHTUTENA U NPOAYKTHLI, NoNy4YaeMbie
13 pekom6uHaHTHoM JHK).

K npogykTaM, ykazaHHbLIM B NepeyncrieHnm a), NpMMeHMbl He BCe TpeG0oBaHWA HACTOALLEro NPUNOXKEHUS.

MpuMeyaHue— Mpy NOArOTOBKE HACTOALLErO CTaHaapTa Gbinu yuTeHbl o6Lie Tpe6oBaHuA, NnpeabsABnAemble
BcemupHoii opraHusalveit 3agpaBooxpaHeHus (BO3) k opraHusaLmmn npovM3BOACTBa U KOHTPOSILHBLIM nabopaTtopusam.

B HacT osiLleM CTaHOapTe He npuBedeHbl Tpe6oaava K cneumbvlqecmm BUaaM Buonornueckux npenaparos.
Tpe6oBaHUsA K HAM AaHbl B CneLuarbHbIX HOPMaTUBHbBIX AOKYMEHTaX.

Obwme nonoxeHus

MpOM3BOACTBO MeAMLIMHCKUX GUONorMyeckux npenapatoB MMeeT CBOIO crieLuduKy, onpefensieMylo XapakTepoM
NpoOyKUMM U TexHomorvel npoussoacTsa. MNpu NpoOM3BOACTBE U KOHTpPONie MeAWLMHCKOA GMOrorMyeckoi npoaykuvm
HeoBX0AUMO NpUHUMaThL crieluanbHble MEepbl NPENOCTOPOXHOCTU.

B oTnvyve OT OBbIYHLIX NIEeKapCTBEHHbLIX CPEACTB, KOTOpbie MPOM3BOAATCS C UCMOMb30BAaHUEM XUMUYECKUX W
huanyeckux MeToaoB, oGecrneunBaloLLUX BLICOKYIO CTENEHb CTaBUNBLHOCTU, NPOU3BOACTBO MEAULIMHCKUX GUONMOrMyeckux
npenapaToB CBA3aHO C GMOMorMYeckMMK NPoLIECCaMu U MaTepuanamm, TakMMK Kak KyNbTUBMPOBaHUE KIETOK UMW IKCTpa-
KUMS MaTepuana us XvBbIX OpraHM3moB. 9TV 61onorMyeckue NpoLiecchl XapakTepusyloTcs BapuabernbHOCTbLIO, YTO NPUBO-
VT K HEMOCTOSIHCTBY CrieKTpa U NpupoAbl CONYTCTBYIOLLMX NpoayKToB. Bonee Toro, MaTepuarnbl, UCMONb3yeMble B NpoLec-
cax KynbTMBUPOBaHWS, caMu Nno cebe sABNATCA cy6eTpataMu ANns pocTa MUKPOOPraHU3MOB.

KoHTponb MeauLUMHCKUX GMOMOrMYeckux npenapaToB BKIoYaeT B ceba Guonormyeckue aHanuUTUYecKue MeToabl,
KOTOpble XapaKTepusyloTcs 6onee BbICOKON CTeNeHbIo BapuabenbHOCTH, YeM (PM3NKO-XUMUYEeCKUe aHanuTu4Yeckue MeTo-
Obl. MoaToMy Npy NPOM3BOACTBE MeOULIMHCKUX Buonormyeckux npenapaTtoB 0co60e 3HaYeHUe UMEIOT MeEToAbI BHYTPUNPO-
M3BOACTBEHHOIO KOHTPONS.

MepcoHan

1 Bce coTpyaHuku, paboTaloLime B 30HaX NPOM3BOACTBa MEOQMULIMHCKMX GUONOrMuYeckux npenapaTos (B T. 4. Nepco-
Har, 3aHATbIA OYMCTKON, OBCMYKUBAHUEM UMK KOHTPONEM KayecTsa), AOMKHbI NPOXOAWUTL AONONHUTENbHOe 06yyeHue B
COOTBETCTBUM C X 06513aHHOCTSIMI 11 OCOBEHHOCTAMM NPOU3BOANMMON nNpoaykuun. COTPYAHUKUA AOMKHBI UMETbL AOCTaTOY-
HyI0 NOArOTOBKY B 06n1acTy NMUYHON rUrieHbl 1 MUKpoGronoruw.

2 [1ns ycnewHoro BeINOMHEHWs CBOMX 06513aHHOCTE NLIAM, OTBETCTBEHHBLIM 3a NPOM3BOACTBO U KOHTPOSb KauecT-
Ba NpoAyKUWW, Hapsay C OOCTATOYHLIM MPaKTUYECKUM OMbITOM criedyeT uMeTb HeoBxoaumyio 6asoBylo MOArOTOBKY MO
GakTepuornoruu, Guonorun, GUOMETPUM, XMMUK, MeaMLMHe, ddapmaLium, (hapMaKonoru, BUPYCONorui, UMMYHONOMMA U
BETEpUHapWM.

3 [Ons obecneyeHns 6esonacHOCTV NPOU3BOAUMON NPOAYKLUM CrieayeT YYUTLIBaTb UMMYHHbIA CTaTyC COTPYAHUKOB.
Bce COTPYAHWKY, 3aHATLIE B MPOU3BOACTBE, TEXHUYECKOM 0GCIYKMBaHUM, NPOBEASHUNA UCNILITAHWIA M YXOAE 33 XXMUBOTHLIMU
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(B TOM UKcrne 1 KOHTpONepbI), AOMKHbI, MO Mepe HeoBXOAUMOCTM, NPOXOAWUTL BaKLIMHALIMIO, a Taloke perynspHoe MeauLvH-
ckoe o6cnenosaHue. MOMUMO O4EBUAHOV HEOGXOAMMOCTY 3aLLUMTLI NEPCOHaNa OT UHULIMPYIOLLINX areHToB, CUNbHOAe-
CTBYHLLMX TOKCUHOB UMK arnepreHoB, CrieayeT NpeaoTBpalLaTh 3arpsasHeHne Cepuy NpoayKLMN MHMULIMPYIOWMMN areH-
Tamu. Kak npaBwrio, AOMyck NOCTOPOHHUX NUL} B NPOU3BOACTBEHHbIE 30HbI A0MKEH GbiTh CTPOrO OrpaHUYeH.

4 Heo6xoaMMO MCKMIOUUTL AONYCK B MPOU3BOACTBEHHYIO 30HY COTPYAHUKOB C KAKUMU-NUGO U3MEHEHUAMU UMMYH-
HOro cTaTyca, KOTOpbI MOXET OTPULIATENbHO NOBNUATL Ha KA4eCTBO NPOU3BOAUMOTO NpoAykTa. B npoussoacTee BaKLUMHDI
BLPK v npenapatoB Ty6epkynuHa MOryT ObiTb 3aHATbLI TOMBbKO COTPYAHWKU, KOTOpbIE PErynapHO MPOXOAAT NPOBEPKM
MMMYHHOTO CTaTyca Unu peHTreHorpacpuyeckoe obcneaoBaHue rpyaHoN KneTku.

5 B TeuyeHvie pabo4ero BpeMeHN He [0MyCKaeTCa Nepexon COTPYAHWUKOB U3 30H, Iie BO3MOXEH KOHTAaKT C XWUBbIMU
MMKPOOPraHM3MaM1 Urnu XUBOTHLIMW, B 30HbI paboThl C APYroi NpoayKUMein Wnu ApyriMuM MUKpoopraHuaMamu. Ecnu
nogo6HbIX nepexoaoB u3bexaTb HEBO3MOXHO, MEPCOHan, 3aHATLIA B TAKOM NPOU3BOACTBE, AOMKEH CTPOrO BLINOMHATL
TpeGoBaHMsA Mo ASKOHTAMUHALIK, B T. 4. CMEHY ofieXab! U 06yBu, U, NpU HEOBXOAMMOCTU, MPUHUMATD AYLL.

MomelyeHus u oGopyaoBaHue

6 TpeboBaHus K UACTOTE NMPOU3BOACTBEHHbLIX MOMELLEHUIA MO MUKPOOPraHU3MaM M YacTuuaMm 3aBUCAT OT Buaa
NpoAyKTa U TEXHONOMMYECKON CTaaum, C YYETOM YPOBHS 3arpsi3HEHUs! MICXOAHBLIX MarepuarnoB U ONAcHOCTU 3arpsAsHeHUn
roTOBOI NPOAYKLMK.

7 BBuay onacHOCTV NEepeKpecTHOIO 3arpsi3HEHUsI MeAULIMHCKX Guonoruyeckux npenaparos, 0COGeHHO Ha CTaauax
paboThl C XVBbLIMA OpPraHU3MamMu, MOryT NOTPe6oBaTLCA AONONHUTESLHBIE MEPbl NPEAOCTOPOXHOCTA, HaNpPUMep, CNOMb-
30BaHve cneymanbHO NpeaHasHayeHHoro 06opyAoBaHUA U NOMELLIEHWIA, OpraH13aLsi NPOM3BOACTBA MO NPUHLMNY OTAENb-
HbIX LWKNOB paboTbl U MCMONb30BaHUE 3aKPbITLIX CUCTEM. YPOBEHb pasfeneHusi, HeobxoauMblA Ans npeaoTepalleHns
nepeKkpecTHOro 3arpsi3HeHus], ONpeaensaeTc BUAOM NpoAyKTa M napaMeTpaMuy UCnonb3yemMoro o6opyaoBaHus.

8 [ns npoussoacTea BakuuHbl BLPK 1 paboTbl ¢ XMBLIMM MUKpOOpraHM3MaMu, UCTIONb3yeMbiMY B NPOU3BOACTBE
npenapaToB Ty6epKynuHa, kak npasumno, Heo6xoAMMO NPUMEHSATL TOJLKO CrieLMarnbHble NMoMeLleHns 1 o6opyaoBaHue.

9 Mpu pabote c Bacillus anthracis, Clostridium botulinum w Clostridium tefani po 3aBepLieHUs npouecca Ux
MHaKTMBaLMKU HeoBXOAUMO UCMONL30BAThL TOMLKO CrieLmarnbHble NoMelleHus u obopyaoBaHue.

10 Ons apymx cnopoo6pasylolmx OpraHu3MOB MOXET NMPUMEHSITLCS OpraHW3aLus NPOM3BOACTBA MO NPUHLMITY
OTAENbHBIX LMKIMOB NPY YCIOBUK, YTO NPU 3TOM UCNONL3YIOTCA NOMELLEeHUs U o6opyAoBaHue, cneuuanbHO npeaHasHayYeH-
Hble A 3TOW rpynibl NPOAYKTOB, M OAHOBPEMEHHO NPOM3BOAUTCS NPOAYKLMS TONbKO OAHOMO BUAA.:

11 [ns Takux NpoAyKToB, Kak MOHOKIMOHAmNbHbIE aHTUTeNa 1 NPoAyKThl, NPOU3BOAMMEBIE MO pekoMBuHaHTHOU [IHK
TEXHONOMM, AONYCKAETCA UX OAHOBPEMEHHOE NPOU3BOACTBO B OAHOM 30HE C UCTMONb30BaHUEM 3aKPbITLIX CUCTEM Buodep-
MEHTaTopOoB.

12 NMocne cTaguu BbipaWMBaHUA NOCNEAYIOLLIUE TEXHONOMMYECKUe CTaaun MOTyT NPOBOAUTLCA ANA PasHbIX NPOAYK-
TOB OHOBPEMEHHO B OHOW NPOWU3BOACTBEHHON 30HE NPU YCNOBUU NPUHATUA aAeKBaTHLIX Mep NO NpPeaoTBpaLLeHUto
NepeKpecTHOro 3arpsisHeHWs. [na yOuUTbIX BakUMH U aHAaTOKCUHOB Takoe NapannenbHoe NPOU3BOACTBO BO3MOXHO TOMbKO
nocrne uHakTMeaLmm KynbTypbl N NocNe ee AeToKCcuKaLuu.

13 [ns npousBoACTBa CTEPUNLHOM NPOAYKLMA CrieayeT UCNONb30BaTb NOMELLEHUA C U3GLITOUHLIM AaBneHueM. [ina
npeaoTBpaLLeHns pacnpocTpaHeHUs 3arpsa3HeHUA 3a npeaentl cneuyuanbHbIX 30H, NoABepraeMbiX BO3ASUCTBUIO naTore-
HOB, B 3TWX 30Hax CneayeT co3jaBaTh OTpULaTENbHLIA Nepenas AaBNEeHUN.

Bokcbl ¢ oTpuuaTenbHbIM NepenagoM AaBrieHus, UCnonb3yemble ANA paboTbl C NaTtoreHamMu B acenTUYECKUX
YCOBUWSAX, CrieayeT OKpY»KaTb CTEPUNbHLIMU 30HAMU C U3GLITOYHBIM AABMNEHUEM.

14 TMpw BbIGOpe obopyaoBaHWA hUNbTPaLMK BO3ayXa CreayeT Y4uTbiIBaTb 0COGEHHOCTU NPON3BOACTBEHHBIX 30H.
Kak npaBuno, He NPUMEHAETCS PELIMPKYNSILIMS BO3AyXa U3 30H, B KOTOPbIX BbINONHAETCA paboTa C XMBLIMU NaTOreHHLIMN
MVKPOOpPraHU3MamMu (3a UCKNIoYeHneM 060CHOBaHHbIX Cryyaes).

15 MnaHupoBKa NPOM3BOACTBEHHLIX 30H U KOHCTPYKLIMS 060pyaoBaHUs AOMKHLI 06ecneunBaTb BOZMOXHOCTb NPo-
BeAeHVA X adheKTMBHOW OYUCTKM M AEeKOHTaMUHauuu (HanpuMep, C UCNonb3oBaHWeM Mmetoaa cymurauvm). Metoauku
OYNCTKU U JEKOHTaMWUHAaLMM AOMKHbI ObITb aTTeCTOBaHbI (BanUaMpoBaHb!).

16 KoHcTpykuus o6opyaoBaHus, MCNonb3yeMoro Ans paboTbl C XUBLIMA MUKPOOPraHU3MaMK, AOMKHa UCKNIoYaThb
BO3MOXHOCTL 3arpA3HeHUA 9TUX KyNbTyp U3 BHELLHUX UCTOYHUKOB B XOA€ TEXHONOMMYecKoro npotiecca.

17 KoHCTpykuus TpyGONpoBOAOB, BEHTWUNEN 1 hunbTPoB OYUCTKM BO3dyXa AOMkHa obecneuvBaTb yAOGCTBO WX
OYUCTKU 1 CTepunmsaLmmn. PekoMeHayeTcs MCnonbaoBaTh CUCTEMbI «O4UCTKa Ha MecTe» (clean in place) n «cTepunmsaums
Ha mecTe» (sterilize in place). KOHCTpyKUMA BeHTUNe Ha doepMeHTaTopax AOMMKHA NpeaycMaTpuBaTh BO3MOXHOCTL UX
cTepunusauum napom. OunbTpbl AOMKHLI 6biTh rMAPOdo6GHLIMK, CPOK MX chyk6Gbl AomkeH OblTb onpeaeneH B Xoae
aTTecTauuu (Banvaaumm).

18 KoHCTpyKumMsi nepBUYHOM M30NALIMM AOSTKHA UCKIIOYaTb PUCK YTEYKW, YTO CrieayeT NoATBEPXKAATb UCTIBITAHNSIMU.

19 >Kugkve oTxoabl, KOTOpPbIE MOTYT COAEpXaTb NaToreHHbIe MUKPOOPraHN3Mbl, 4OMMKHbLI NPOX0ANTL 3EKTUBHYIO
AeKoHTaMuHaLuIo.

20 BcnepacTeue BapuabensHOCTU GMonormyecknx NpoOgyKTOB UMK MPOLLECCOB B XOAE TEXHOMOrMYeckoro npolecca
MOXET BO3HUKHYTb HEOBXOAUMOCTL B OTMEPMBAaHWM UMW B3BELLIMBAHUM Kaknx-nnbo 4o6aBOK Ny UHrpeaueHTOoB (Hanpumep,
6ycdepoB), NoaTOMy B NPOU3BOACTBEHHOW 30HE AONyCcKaeTca XpaHUTb HeGombLUVe 3anachkl 3TUX BeLLEeCTB.
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Busapum 1 yxoa 3a XXUBOTHbLIMU

21 )K1BOTHbIE UCMONbL3YIOTCA ANSA NPOM3BOACTBA PAfa MegULIMHCKUX BMONOrMyeckux NpenapaToBs: BakLUHbLI NPOTUB
norvomvenvTa (06e3bsiHbl), CIBOPOTKM NPOTUB SA0B 3MEit (NoLLaam 1 Ko3bl), BaKLUHbI NpoTUB GelleHCTBa (KPOnMKK, MbiLLK
1 XOMSIKU) U CbIBOPOTOYHBIM rOHAAOTPONMH (Nowaau). YKUBOTHbIE UCNONb3YIOTCA TaKKe AN KOHTPONSA KayecTBa GonbLUnH-
CTBa CbIBOPOTOK U BaKLUMH, HanpvMmep, MbIiLLK (BaKLMHa NPOTMB KOKMIOLLA), Mopckue cBuHKM (BLPDK BakumHa), a Taoke ans
npoBeAeHUA UCNbITaHUA Ha NMPOrEeHHOCTL (KPONUKK).

22 O6wue TpeboBaHMsa kK OpraHU3aLMM BUBApUEB, YXOAY 3a XMBOTHBIMW U KAPaHTUHY NPUBEAEHbLI B COOTBETCTBYIO-
e HOPMAaTUBHON AOKyMeHTauuu. BuBapuu, B KOTOPbIX COAEPXKATCA XKUBOTHLIE, UCNONb3yeMble Ans NPOM3BOACTBA U
KOHTPONA Ka4eCcTBa MeANLIMHCKUX GUoNorMyeckux Npenapartos, A0MKHbI ObITb OTAENEHb! OT 30H NPOU3BOACTBA U KOHTpONA
kavecTBa. COCTOAHME 3A0POBbS XUBOTHbLIX, KOTOPbIE CIYXKaT MCTOYHWUKAMU UCXOAHbLIX MaTEPUANoB UMW UCTIONbL3YIOTCS ANA
KOHTPONS Ka4eCTBa NPOAYKLMM M NPOBEAEHWUS UCNbITaHWA Ha 6e30NacHOCTb, AOIPKHO KOHTPONUPOBATLCSA, a pe3ynbTaThbl
KOHTpOns (bMKCUpOBaTLCA B IOKYMEHTauun. [inA nepcoHana, 3aHATOro B 3TUX 30HaX, AOMKHbI OblTb NPeAyCMOTPEHbI
KOMHaTLI NS NepeoAeBaHus U COOTBETCTBYIOWAA paboyas oaexaa. Mpu Ucnonb3oBaHUM 06e3bAH ANA NPOU3BOACTBA UNK
KOHTPONS KayecTBa MeAULIMHCKUX GMonorvyeckux npenapaTtos HEOGX0AUMO YYUTLIBaTb 0CoBble TpeGoBaHUs, ykasaHHble
B pevictByloux «Hopmatueax BO3 anst 6uonoruyeckux sewects» Ne 7.

JoxymeHTauus

23 B cneuyudmkaumMm Ha ucxofHble MaTepuanbl AN NPOM3BOACTBA GMONOMMYECKUX MEQULMHCKUX NpenapaTtoB
cneayeT BKMoYaTh AONOMHUTENBHYIO MHGOpMaLMIo 06 UCTOYHUKE, NPOUCXOXAEHUM, METOAE NPOV3BOACTBA M NPUMEHSIE-
MbIX METOJaxX KOHTPOJA KayecTBa, B YaCTHOCTU, MUKPOGUONOrMYeCKoro KOHTPOns.

24 Kak npaBsuno, cneumdukaLmn TpebyloTCA Talke ANA NPOMEXYTOMHBIX U HepacacoBaHHbLIX MEeAULIMHCKMX
6uonornyecknx npenaparos.

Mpoussogcreo
UcxoaHble maTepuanbl

25 Cnepyet 4eTKO OnpeaensitTb UCTOYHUK, MPOUCXOXKAEHUE U NPUrOAHOCTb MCXOAHBLIX MaTepuanoB AN UCMONb30-
BaHus. Ecnu npoBeaeHue HEO6GXOAWMbLIX UCNbLITAHWA 3aHWUMAaeT MHOTO BPEeMEeHW, AONYCKAeTCA HauuHaTb o6pabotky
MCXOAHbIX MaTepuanoB A0 MOMyYeHUA pesynbTaToB 3TUX UCMbiTaHWA. B Takux criyyasx paspelueHue Ha BbiNyCK Cepum
roTOBOI NPOAYKLUM 3aBUCUT OT NONMOXUTENbHLIX Pe3ynbTaToB UCNbITAHWIA UCXOAHBIX MaTepuanos.

26 MNpy Heo6GXOAUMOCTU CTEPUNMU3ALIMN UCXOAHLIX MaTepyarnoB NpeanoYTUTENbHLIM SBMSETCA TEMMOBOA METOA,.
Ans nHakTUBaUMKM GMONOrMYecknx MaTeprarioB MOryT UCMONb30BaTLCA Apyrve AoMyCTUMbIe MeToabl (Hanpumep, ob6pa6oT-
Ka MOHU3UPYIOLLIMM U3MyYEHUEM).

Cuctema NnoceBHbIX MaTepuasioB U GaHKOB KJIETOK

27 Ons npenoTBpaLlEHUs HeXenaTenbHOrO U3MEHEHUs1 CBOMCTB, KOTOPOE MOXET NPOU3OATU BCNEACTBUE MHOMO-
KpaTHbIX nepeceBoB Unn 6onbLuoro yicna reHepaLuM?l (naccax(eﬁ), npoun3sBoacTBO MEAULIMHCKUX Buonornyeckmx npenapa-
TOB, NOMyYyaeMbIX U3 KyrbTYP MUKPOOPraHU3MOB, KyNLTYP KIETOK Ui Ppa3MHOXEHWEM B 3MOPUOHAX U XUBOTHbIX, OIKHO
6bITb OCHOBAHO Ha CUCTEME ITaBHOMO U paboyero 6aHKOB NOCEBHLIX KyNbTYP WKWK KINETOK.

28 KonuuecTBO reHepauui (yABOEHWI, naccaxkei) Mexay NOCeBHbIM MatepuanoMm unu 6aHKOM KIETOK U FTOTOBOA
npoayKuuei AOMKHO COOTBETCTBOBaTL TPEGOBAHUAM HOPMATUBHON AOKYMEHTaLMM U permcTpaLMoHHOro agocke. Macuira-
6upoBaHVe npoLecca He AOIMKHO U3MEHSATL 3TO (PyHAAMEHTaNbHOE COOTHOLLIEHME.

29 lMoceBHble MaTepuranbl U 6aHKKU KNeTok Heo6X0AUMO COOTBETCTBYIOLLIMM 0OpPa3OM XapaKTepu3oBaTh U NPOBEPSThL
Ha OTCYTCTBME KOHTaMMHaUuW. B gansHeilueM ux npuroaHoCTb A0IpKHa ObITh NoATBEPXAeHa CTabUNbHOCTLIO XapaKTepuc-
TUK U Ka4eCTBOM NOCNEAOBATESIbHLIX Cepuil npoaykuun. MoceBHble MaTtepuanbl U 6aHKU KNeTok criedyeT Co3faBaTth,
XpaHUTb 1 NCNONL30BaTb TAKUM oGpaaoM, YTOOhI PpUCK ux 3arpsisHeHmsa WM NaMeHeHuns OblN MUHUMATbHBLIM.

30 MoceBHble MaTepuansl M 6aHKU KNETOK HeOGXOAUMO CO3AaBaTh B KOHTPONMUPYEMO cpeae, obecneunBaoLLieit
3aLUTY NOCEBHbIX MaTepuarnoB 1 6aHKOB KNETOK U paboTatoLero ¢ HUMKM nepcoHana. MNpu co3aaHum NOCEBHONO Matepuana
1 GaHKa KIeToK He JOMNYCKaeTCA OAHOBpEMeHHas paboTa B OAHOW 30HE UMW OJHUM U TEM Xe MEepPCOHaNoM C APYrMMM
XMBBLIMU MM UHPULMPYIOLLIMMW MaTepuanaMu (Hanpumep, BUpycaMu, NIMHUAMU UMK LLITAMMaMU KIETOK).

31 [aHHble, nogTBEpXaaOLMe CTabUNLHOCTL U BOCMPOU3BOAMMOCTL NMOCEBHbIX MaTepuasioB U 6aHKOB KNETOK,
HeobxoanmMo ohopmMnATL B BUAe AOKyMEHTOB. EMKOCTU, npeaHasHayeHHble Ans UX XpaHeHus!, A0MKHbI GbITL repMETUYHbI-
MM, YETKO MapKUPOBaHHbLIMU M XpaHUTLCA NpU HeobxoanMol TeMnepartype. Heobxoaumo TiaTenbHO BECTU AOKYMEHTallb-
HbIA YYeT XpaHALMXCH eMKocTel. B XonoaunbHbIX yCTaHOBKaX TeMnepaTypy XpaHeHus creflyeT HenpepbIBHO perMcTpupo-
BaTb, a8 B yCTAHOBKax C XWAKAM a30TOM — KOHTPONMPOBaTb COOTBETCTBYIOLMM 06pa3omM. Bce oTknoHeHust napameTpoB
XpaHEHUA 33 YCTaHOBIEHHbIE rPaHu1LIbl U BbITEKaloLWmWe U3 3TOro KOpPEKTUPYIoLLMe ASACTBUS AOMMKHLI ObiTh OhopMIEHb!
NPOTOKONOM.

32 PaboTta ¢ noceBHbIMM MaTtepuanaMu U 6aHKaMW KNETOK BLIMOMHAETCA TOMbKO CreuuarnbHO Ha3HaYeHHbLIM
nepcoHarnoM nog KOHTPOsieM OTBETCTBEHHOro nuua. [locTyn K XpaHsLMMCH NMOCceBHLIM Marepuanam u 6aHkam Knetok
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cneayeT KOHTPONMPOBaTh. PaanuuHbie NoceBHble MaTepuarnbl U 6aHKM KNeTOoK cneayeT XpaHUTb Takum obpasoM, 4ToObl
MCKII0Yanach BO3MOXHOCTb UX NOAMEHbLI UMW NEPEKPECTHOTO 3arpsisHeHus. PekoMeHayeTCca pasgensTb NoceBHbIe MaTe-
puanbl u 6aHKK KNETOK U pasHble YacTu XpaHUTb OTAENbHO BO u3bexaHue Ux notepu.

33 OnepaLuu CO BCEMU EMKOCTSIMUY, COAEPXALLUMMN MMaBHbLIA 1 pabounin 6aHKM KNETOK U NMOCEBHLIX MaTepuarnos,
cnegyeT NpoBOAUTL B OAHOM nopsigke. EMKOCTb, ogHaXab! B3siTasi U3 XpaHUnuiLa, He MoOXeT ObiTb Tyia Bo3BpaLLeHa.

MpuHUUNBLI pa6oThl

34 Cnepyet NnpoBepsiTb POCTOBbIE CBOWCTBA CpeAbl KyNbTUBUPOBaHMA.

35 [obGaBneHue martepuanoB WK KynbTyp B ¢hbepMEHTaTopbl U ApyrMe cocyAbl, a Taioke oT6op npo6 u3 Hux
Heo6X0AMMO NPOBOAUTL B TLIATENBHO KOHTPONMPYEMBIX YCNOBUAX, 06ecneYnBaroLLMX HEBO3MOXHOCTb BHECEHUA 3arpsi3-
HeHuia. Mpu BHeceHun ano6Gasok unu otbope Npob HEO6XO0AUMO KOHTPONUPOBATL NPaBUIbLHOCTL NOACOSAUHEHUA COCYAOB.

36 MMpouecchl LeHTpUMYrMpoBaHUs UNU CMELLMBaHNA NPOAYKTOB MOryT NpuBeCTU k oOpa3oBaHWiO a3aposoned,
No3ToMy BO usbexaHve nepeHoca XuBbIX MUKpPOOPraHU3MOB 3TU NPOLIECCHI CNeAYeT NPOBOAUTL B U3ONUPOBAHHLIX 30HAX.

37 Mo BO3MOXHOCTW, Cpeaa KyNbTUBMPOBaHUA AOMKHa ObiTb CTepunusoBaHa Ha mecte (in situ). Mpu nogaye B
chepMeHTaTOpbl ra3oB, cped, KUCNOT UMK LUenoyel, neHoracutenen W T.n., N0 BO3MOXHOCTU, CNEAyeT MCNONb30BaTh
crepunusyiolyme hunbTpbl, BCTPOEHHbIE B IMHAM NMOAAYN.

38 Ocoboe BHMMaHWe HeobXxoAMMO yaensitTb artrecTauuu (BanuaauunM) METOAOB yAaneHusi UNM UHaKTMBaLun
BUPYCOB (CM. COOTBETCTBYIOLLYYIO HOPMATUBHYIO [OKYMEHTALMIO).

39 MMpunHaKTUBaLUW UNW yAaNEHUM BUPYCOB B XOA€e NPOM3BOACTBa HE0OXOAUMO NPUHATL MEPbI POTUB NOBTOPHOTO
3arpsiaHeHuss obpaboTaHHOM NPOAYKUMM CO CTOPOHLI HeoBGpaboTaHHON NpoAYKLIMM.

40 B xpomatorpagmueckux MeToaax UCMonb3yloTCcs pasHbie BuAbl 060pyA0BaHUsi, KOTOpOe AOMKHO GbiTb cneuu-
arnbHo NpeaHasHaYeHo Ana NPOBEAESHWA OYUCTKM OAHOIO TUNa npoAykumun. Mexay cepusiMm npogykLumn 3T1o o6opyaosaHue
AOIMKHO NPOXOAUTbL CTEpUNM3aLuio unu aesnHgekumio. He pekomeHayeTcs MCMONbL30BaTh OAHO M TO Xe 06opyAaoBaHue Ha
pa3HbIX TEXHONOMIMYECKUX ctaguax. CneayeT yCTaHOBUTL KPUTEPUM NPUEMITEMOCTU, CPOK CITyXO0L1 U MeTOAbI CTepUnU3aLmumn
Wnu ae3nHpeKLUM KONOHOK.

KoHTponb kauectBa

41 B obecnevyeHun cTabunbHOCTU kayecTBa MeauLMHCKMX Guonomueckux npenapaTtoB ocofoe 3HaueHue umeet
BHYTPUNPON3BOACTBEHHBIN KOHTPONb. KOHTPONbHbLIE onepaLuun, UMeloLLne peLuatoLlee 3HaYeHue AN kKayecTBa NpoayKLmMn
(Hanpumep, oTcyTCTBUE BUPYCOB), HO KOTOPbIE HE MOTYT GbiTb NPOBEAEHbI Ha FOTOBON NPOAYKLMK, CrieflyeT NPOBOAUTL Ha
COOTBETCTBYIOLLUX NMPOMEXYTOUHbIX CTaANAX NPOM3BOACTBA.

42 OGpa3sLibl NPOMEXYTOUHbIX NPOAYKTOB HEOGXOAUMMO XPaHUTb B COOTBETCTBYIOLLMX YCMOBUAX, U UX KONUYECTBO
[AOMKHO GbITb AOCTATOUHBLIM ANSi NOBTOPEHUS UNW NOATBEPXKAESHUA UCTILITaHMWIA NO KOHTPOIIIO Ka4eCTBa Cepum NPOAYKLMN.

43 HekoTopble TexHONoOMYeckue npoLiecchl, Hanpumep, depMmeHTauusa, TpebyloT HENPEPLIBHOMO KOHTPONA napa-
MeTPOB. JTW AaHHbIE AOKHbI BXOAWUTL COCTABHOM YaCTbIO B MPOTOKON HA CEPUI0 NPOAYKLIWK.

44 TMpunucnonb3oBaHUY B NPOU3BOAC