[okyMeHT npepoctasneH KoHcynbTaHTInt0C

3apernctpmposaHo B MuHiocte PO 22 mana 2003 r. N 4584

MMWUHWUCTEPCTBO 3A4PABOOXPAHEHWNA POCCUNCKOWN ®ELEPALIUU

FNABHbIA rOCYAAPCTBEHHbIA CAHUTAPHbDIN BPAY
POCCUMNCKON GEAEPALIUN

NOCTAHOB/IEHUE
ot 18 anpens 2003 r. N 60

O BBEAEHUW B AEACTBUE
CAHUTAPHO-3NUAEMUONOTUYECKUX MPABU
Cn 3.3.2.1288-03

Ha ocHoBaHun ®epepanbHoro 3akoHa "O caHUTapHO-aNMAeMMoorMyeckom 6aarononyumm Hacenenma" ot 30
mapTa 1999 r. N 52-d3 (CobpaHune 3akoHoaaTenbcTBa Poccuinckont ®egepaumm, 1999, N 14, ct. 1650) 1 "MonoxkeHus
O TOCYAAapCTBEHHOM CAHUTAPHO-3MUAEMMONIOTMYECKOM HOPMUPOBAHUKN", yTBepXKAEHHOro [locTaHoBAEHMEM
MpaButenbctBa Poccuitickolt deapepaumm ot 24 uona 2000 r. N 554 (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
depepaunu, 2000, N 31, cT. 3295), nocTaHOBAA:

BeecTtn B aencteme c 25 noHsa 2003 roga caHUTapHO-3NMAEMUONOIMYEecKue npaBuna "Haanexawan npakTmKka
Npou3BOACTBA MEAULMHCKUX MMMyHObBuonormyeckmnx npenapatos. CM 3.3.2.1288-03", ytBepKAeHHble [N1aBHbIM
rocy4apCTBEHHbIM CaHUTAPHbIM Bpavyom Poccuinckont Pepepaumnm 17 anpena 2003 r.

r.r.OHAWEHKO

YTBeprKaato

[NaBHbI roCcyAapCTBEHHbIN
CaHWTapPHbIN Bpay
Poccuiickoin Pepepaumm -
MepBblit 3amecTUTENb
MWHUCTpa 34paBoOOXpPaHEHMUA
Poccuiickoin Pepepaumn
r.r.OHUWEHKO

17.03.2003

[aTa sBegeHua: 25 nona 2003 roaa
3.3.2. MEAUUNHCKUE UMMYHOBUOJ/IOTMYECKUE NPEMAPATDI

HAONEXALLAA NPAKTUKA NPOU3BOACTBA MEANUUHCKUX
MMMYHOBNONOMMYECKMX NPEMAPATOB

CaHUTapHO-3NMAEMMUONoruYecKkme npasuia
Cn 3.3.2.1288-03

I. O6nacTb NPUMEHEHUA

1.1. HacTtoAwme caHMTapHO-3MNMAEMMONOrMYECKUe MNpaBuaa (Aanee caHuTapHble Npasuaa) paspaboTaHbl B
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cooTtBeTcTBMU ¢ PepepanbHbiM 3aKkoHOM "O caHUTapHO-aNuAemunonormyeckom bnaronoayuymm Hacenenua" ot 30
mapTa 1999 r. N 52-93 (CobpaHue 3akoHoaaTenbcTBa Poccuinickont enepaumm, 1999, N 14, ct. 1650), "MonoxeHnem
O TOCYAapCTBEHHOM CAaHWUTAPHO-3MNUAEMUONOTMYECKOM HOPMMUPOBAHUK", YyTBEP)KAEHHbIM [locTaHOBAEHUEM
MpasutensctBa Poccuitickoli depepaumm ot 24 uona 2000 r. N 554 (CobpaHue 3akoHoAaTenbcTBa Poccuiickon
depepauuu, 2000, N 31, cT. 3295).

1.2. CaHuTapHble npaBuaa YCTaHAaBAMBAIOT OPraHM3aUMOHHbIE W CaHWMTAPHO-3NUAEMUONOTMYECKUE
TpeboBaHMA K MNPOM3BOACTBY M KOHTPOJIO MEOUUMHCKUX WMMMyHOobMosormyeckux npenapatos (MMWBM),
rapaHTMpoBaHHO obecneynBatoLMX X aKTUBHOCTb, 6€30NacHOCTb U CTabUbHOCTD.

1.3. CaHuTapHble npaBuaa npegHasHayeHbl 41A IPUANYECKUX NNL, U MHAMBUAYANbHbIX NpeanpuHMmaTencei,
HEe3aBUCMMO OT BEAOMCTBEHHOW NPUHaANEKHOCTU M GopmM COBCTBEHHOCTW, OCYLLECTBAAKOLWMUX NPOM3BOACTBO
MeANLMHCKUX MMMYHOBUONOTMYECKMX NpenapaTos.

[I. O6wue nonoxeHun

2.1. Hpuagnyeckme anmua W UHAMBMAYANbHble nNpeanpuUHMMATENN, BbiNyCKalowme mMeauumHCKue
UMMYHoBMoNorMyeckne npenapatbl (MWBM), A0MXHbI MMETb BCe YCNOBMA ANA MNPOU3BOACTBA MNpenapaTos,
COOTBETCTBYIOLLME NPUHLMNAM HaZ/IeXKallen NPaKTUKU NPOM3BOACTBA M HAaCTOALLMX CAHUTAPHbIX NPaBuI.

2.2. B Kaxkgon opraHnsaumnm co3aatoT CUCTEMY YNPaBAeHMA Ka4yeCTBOM, COCTaB/IAIOWMMMN KOTOPOM ABAAIOTCA:
- cuctema obecneyeHuUs KavecTsa;
- HaZ/1exKalan Npomn3BOACTBEHHAA NPaKTUKa, BKAOYaloLWan B cebsa U KOHTPO/Ib KayecTsa.

2.3. Ona GYHKUMOHMPOBAHMA CUCTEMbI YNPaB/JEHMA KauyecTBOM CO3A4aloT oTaeneHune (rpynny) obecneyeHus
KayecTBa (manee - OOK) v otaeneHme 6MONOrMYECKOTO U TEXHONOTMYECKOTO KOHTpoAs (aanee - OBTK).

2.4. Bce BuApl AeATe/IbHOCTU, UMeIoLME OTHOLLIEHME K KayecTBy, 0pOpPMIAIOT AOKYMEHTaIbHO.
2.5. Cuctema ynpas/ieHUA KA4eCTBOM AOMXKHA rapaHTUPOBATh CeaytoLLee:

- MpY co3gaHuM npenaparta bbinn yuyTeHbl TpeboBaHUA HaaNexKallelt nabopaTopHON NPaAKTUKK, HagnexKallen
KI'IVIHVIHeCKOﬁ NPaKTUKN " Ha,u,nemau.l,eﬁ NPaKTUKN npounssoacTtBa K pa3pa60TKe, MCNbITaHNAM U YyCNoBUAM
npoussoactea MUBIT;

- Ha Bce npoussoanmble MUBI nmetoTca HopmaTMBHbIE AOKYMEHTbI (aanee HA);

- Ha BCE nNPOW3BOACTBEHHbIE U KOHTPOJ/IbHbIE OMEpauuv WMEITCA WHCTPYKLUMW WAM  CTaHAapTHble
onepaumMoHHble npoueaypsl (ganee COM), yTBep:KAEHHbIE B YCTAaHOBIEHHOM NOPALKE;

- OpraHunsauum obecneyeHsl CblpbeM, pe€aKTUBAMU N MaTEPUATaMU B T.4. YNNaKOBOYHbIMK, COOTBETCTBYOLWMMHN
YCTAHOB/ZIEHHbIM K HUM Tpe6OBaHMF|M,'

- NPoBOAUTCA Banngauma n noBepKa O60pyAOBaHMFI, I'IpM60pOB, TEXHO/ZIONMYECKUX npoueccos N MeToaos;

- Ha npowusBoactee MMWBI ucnonb3yeTca cbipbe, MaTepuasbl, PEaKTUBbI W YMNAKOBOYHbIM MaTepuan,
npeaycmoTpeHHble TpeboBaHnamu H, v npolweplimne o6a3aTesbHblIA BXOAHON KOHTPOIb;

- BCA NpoAyKLMA noaBepraeTca HEOGXO,CI,I/IMOMY KOHTPO/1H0 B COOTBETCTBUKN C YCTAHOBNEHHBIMU METOOUKAMMWU,
KaK B npouecce nponssoacrtea, Tak 1 nocne OKOHYaHUA ero.

2.6. Bce pe3ynbTaTbl KOHTPOIA AO/KHbI 6bITb apryMeHTUPOBaHbI CAeAYOWNM:

- BCE KOHTPO/bHO-U3MepuTenbHble npubopsbl (ganee KWUIM), nunetku, obopygoBaHue M T.4. PeryasapHo
NPOXo4AaT npoueaypy KanMbpoBKM, METPOJIOTMYECKOTO KOHTPO/IA U BaAaumu;

- KOHTPOJ/1b MWBN nossonsetr obecneynsaTtb Hagnexaulee KavyecCctBO npenaparta B Ted4eHue BCero CpokKa
roaHoCTH,
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- NPOBOAMTCA PEerynApHaa MHCNeKUumMa (BHYTPEHHSAA MHCMNeKUumMsa Bcex 6e3 MCKAUYEHUs NPOoU3BOACTBEHHbIX
LuexoBs, oTAeN0B, nabopaTopuii);

- cobntogatorca TpeboBaHUA NO YCAOBUAM XpPaHEHUA U TpaHcnopTuposaHua MUBIT.

2.7. MpousBoautens obecneumBaeT KadectBo MMWBI M rapaHTUpyeT MX COOTBETCTBME Ha3HAYEHUO W
TpeboBaHMAM HOPMATUBHbIX LLOKYMEHTOB.

2.8. Hapnexalwyto NPaKTUKY MPOM3BOACTBA, ABNAIOLLYIOCA BaXKHEMLeN YacTblo CUCTEMbl YNpaBAeHUA
KayecTBOM, 06ecrneymnBatoT BbINONHEHWMEM CAeayoWwmx ycaosmuii nponssoactsa MUBIN:

- YeTKOM pernameHTaumein Bcex TeXHON0rMYeCcKMX NPoLLEeccos;

- perynspHoit Banmgaumeint Bcex TeXHON0rMYeCcKMX NpoLeccos, NOATBEPKAEHHOM AOKYMEHTANbHO;
- HaAMYMEM KBanUOMLMPOBAHHOIO NepPCcoHana;

- HaAMYMEM HEODBXOAMMbIX NOMELLEHMI ANA NPOBEAEHWNS BCEX 3TAMNOB NPOU3BOACTBA U KOHTPONS;
- HaAMYMEM HeobBXO4MMbIX MaTEPUANOB U PEaKTUBOB, 060pya0BaHNUS;

- Hannymem COIN Ha BCe 3Tanbl TEXHONOIMYECKOro npoLiecca;

- NPOTOKOAaMM MPOBEAEHWNA BCEX 3TanoB MPOU3BOACTBA CEPUM, @ TaKIKe KOMMYECTBA MOJyYEeHHON NPoAyKLMM
B CPaBHEHWUW C PacCYETHbIM;

- XpaHeHMem B NOJIHOM obbeme B AOCTynHOﬁ cbopme BCEX MPOTOKO/I0OB nNpoun3soacTBa Cepun, BKAKOYaAA
AOKYMEHTbI Ha peann3auunto npoaykunm;

- Hain4ynem CUCTemMbl OT3biBa OT I'IOTpEGMTenﬂ pPeann3oBaHHbIX cepmﬁ;

- YYETOM U paccnegoBaHMeM MPUUMH BHYTpPeHHero bpaka (bpak OBTK) n 6paka no pesynbTaTaM KOHTPOAS
cepum B HaLMOHa/IbHOM OpraHe KoHTpons (ganee HOK);

- YY4ETOM U pacciieoBaHMEM PeKlamaLmii Ha KauecTBo npenapaTos;

- Ha/NMuMeM CKMaACKUX MOMELLEHUIN ANA XpPaHeHMA CbipbsA, MaTepPManos, peakTMBoB, nosydabpukaTos u
roTOBOM NPOAYKUNN.

2.9. K KoHTpoto KayectBa MUBI npeabasaaioTca cnegyouwme TpeboBaHUs:
- Ha/IM4YKne OTAEIbHOro NOMELLEHUA U HeobxoaAMMOro 060pyA0BaHUA A KOHTPOA KayecTBa NpoayKuuu;
- HaIM4Yne KBaAMPMUUPOBAHHOIO NEPCOHaNa;

- Ha/nuMe YTBEP)KAEHHbIX METOAMK oTbopa Npob M nociedyloOWEro KOHTPOAA CbipbA, MaTepuanos,
NPOMEKYTOUHbIX MPOAYKTOB, N0NYy$pabpMKaToB 1 roTOBbLIX MPENapaTos;

- peanu3auma Kaxkaon cepuu npenaparta TOIbKO NPU HaAWYUK paspeLleHna 3amMecTUTeNa pyKoBoAUTeNa no
KauecTBy (pykoBoautens OOK nam OBTK), npu HanuymMm nacnopTa Ha ceputo, noanucaHHoro pykosoautenem OBTK;

- Hannumne Mmy3ses 06pasLoB ANA XpaHeHMA 06pa3LOB UCXOAHOTO CbipbA M FOTOBbIX NPENapaToB.
Ill. ToeboBaHMA K oTAeneHUo obecnedyeHns kayectsa (OOK)

3.1. OTpenenue (rpynna) obecneyeHnss KayecTBa AO0/XKHO 6bITb CAaMOCTOATENbHBIM W HE33aBUCMMbIM OT
Nnpon3BoACTBaA CTPYKTYPHbIM noAgpasaeneHnem.

3.2. Bo Bcex cnyyanx BbIABNEHUA HapyLeHna cobaogeHnsa NpaBua Hag/exKalel NpakTMKM NpoM3BOACTBa U
HaCTOALLMX CAHMTAPHbIX MPaBW/, HECOOTBETCTBMA KayecTBa npoussogumbix MUBI TpebosaHuam HA, 3amevaHui
WMHCMNEKTUPYIOWMX OpraHoB M T.4. OO0/KHa CywWwecTBoBaTb cucTema (npoueaypa) OnepaTMBHOMO OMOBELLEHUA



pyKoBOAMUTENS OpraHM3aLmu.
3.3. OtaeneHne obecneyeHnn KavecTsa A0NKHO rapaHTMPOBaThb ceaytoLlee:
- MMBM npounsBogaTca c yueTom TpeboBaHMIM Hag/exKale NPakTMKM NPOn3BOACTBa;

- noboe OTKNOHEHWe OT YCTaHOB/AEHHbIX npoueayp AOKYMeHTUpyeTca U obocHoBbiBaeTcA. B cayvasx
BbIABNIGHNA  KPUTUYECKUX OTKJOHEHUI HeobXoAMMO YCTaHOBUTb MPUUMHY 3TUX OTKIOHEHWH, caenaTb
COOTBETCTBYHOLLME BbIBOAbI M BCE NOAPOBHO AOKYMEHTUPOBATb;

- TEXHOJIOTMYECKMEe MPOLLECChl U MeToAbl KOHTpoAA obecrneymBaloT TpeboBaHMUA K KayecTBy, YCTaHOBAEHHblE
HOPMAaTUBHbIMM [JOKYMeHTaMu (pernameHta npoussoactsa (ganee PM), papmakoneiHoit cratbeit (nanee dC),
dapmakoneiiHoit ctatbelt Nnpeanpuatus (aanee ®CMN), CON, UHCTPYKUMKU U T.4.);

- npaBa, 06A3aHHOCTN M OTBETCTBEHHOCTb PYKOBOAMTENEN U COTPYAHWKOB MoapasaeneHuii, nabopatopuii,
LLEXOB, OTAEN0B U T.4. ONpeseneHbl AOMKHOCTHbIMU UHCTPYKLMAMM;

- BCeé BONMpPOCHbI, CBA3aHHbIE C obecneyeHnem KayectBa MWBI, pewarTca npn HenocpeaACTBEHHOM y4acCTun
pyroBoguTena otaena Wan nnmua, MCNOAHAKLWEro ero 06F|3aHHOCTVI,'

- BCE AOKYMEHTbI, cBA3aHHble ¢ obecnedyeHnem Kadyectsa MMWBI, paccmaTpuBaloTCA M COrNacoBbIBAOTCA C
oTAeNeHNeM;

- Ha BCe BUAbl AEATEeNbHOCTU, BXogAwMe B 0643aHHOCTU oTaeneHma obecneyeHnsa KayectBa, oGOpPMASIOTCS
npoToKobl B cooteetcTaum ¢ COTI.

3.4. OcHoBHble 06si3aHHOCTM oOTAeneHua obecrneyeHUa KadecTBa pernameHTupytoTca "MonoxkeHnem o6
oTaeneHnn", He NnoanexaT nepeaaye Apyrum cay:kb6am 1 3aKNH0YaIOTCA B CAeAytoLLem:

- KOHTpO/e 3a cpoKamu aencteuna PN n OCI, opraHnsaumm ceoeBpemeHHoro nepecmotpa PN n ®CIM, BHeceHUH
npeanoXXeHui no nameHeHmnam PN un ®CMH;

- MNogroToBKE W MpeacTaBleHMM Ha YyTBEpPXKAEHWEe pykoBoauTento opraHusaumm COIM, MHCTPYKUui,
cneunduKaLmMin U T.4. Ha BCe 3Tamnbl TEXHOOTMYECKOro NpoLuecca;

- KOHTpo/ie 3a cTporum cobatogeHmnem PN u COM;

- npoBeaeHNN U COCTaB/ieHNE aKTa paccnenoBaHMA BO BCeX CNyvaaX BblAB/1EHUA OTKNOHEHUI oT TpGﬁOBaHMVI
pernameHta npowussoactsa MMUBII. lMonyvyeHHble BbIBOAbI OOMXKHbI 6bITb 3aNpPoOTOKO/ZINpOBAaHbI N AoBeAeHbl A0
CBefeHUA pyKoBoaMTeNsa opraHusaumun. Bece BbiiBNEHHble HapyLweHUA YCTPaHAIT B KpaTHaVILUME CPOKuU;

- KOHTpoJsie 3a obecnevyeHMem YUCTOTbl BCEro TEXHONOrMYeckoro obopyposaHua. Yactu obopyaoBaHus,
3ano/iHAeMble B TEXHONOrMYecKom npouecce Temnm UANM UHbIMM MUBIT nam mux coctaBaAlWMMKU, AONXKHbI
noaBepraTbCA OYMCTKE, a NpuM HeobxogMmocTM gaesnHOeKLMW, Ccpasy Ke Moc/e 3aBeplieHMA npouecca B
cooTtBeTtcTBum ¢ COIT;

- MOHUTOPUHIE OKpPYKatoLLel cpeapl;

- KOHTpOJie 33 PYHKLUMOHMPOBAHMEM CUCTEM BEHTUAALMM, BOLOODECTIEUEHUA U T.4,;

- KOHTpO/ie 3a cobaAeHMEM CaHUTaPHO-TUTMEHNYECKUX TpebOoBaHNA;

- KOHTPOJ/Ie 33 COCTOAHMEM TEXHO0rMYeckoro obopyaoBaHma U obecneyeHnn ero YUCToTbl;

- obecneyeHnM NOCTOAHHOIO KOHTPO/1A 3a BeAEeHUEM NPOTOKO/1I0B, KYPHAN0B, Ha/IMYnem MHCprKLI,I/Il‘/JI n COT.
XpaHeHme BCeX AOKYMEHTOB A0NYCKAETCA KaK B MMCbMEHHOM BUAE, TAK N HA MAarHUTHbIX HOCUTENAX;

- obecneyeHumn CBOEBpEMEHHOf/‘I METpOﬂOFVI"IeCKOﬁ NnOBEPKU n KaI'II/I6IOOBKVI dBTOMATUYECKOTO,
MexXaHUn4eCKoro, 3a/1IEKTPOHHOIo n Apyroro o6opy,u,OBava B COOTBETCTBUUN C Fpa(bMKOM, obecneyeHuu XpaHeHnA
NMPOTOKO/10B NOBEPKU U Ka}'IM6pOBKVI,'



- opraHusauuMnm u obecneyeHMM BaNMAAUMOHHbLIX WCCAEAOBaHWA B COOTBETCTBUM C paspaboTaHHbIMM
NPOTOKONAMM, OTPaXKAKOWMMM NOAHOTY BannAauuMnm M GUKCUMPYIOWMMK Nobble M3MEHEeHUA NPOWM3BOACTBEHHOro
npouecca, 06opyaoBaHuUA, CbipbA, MaTEPMANOB, KOTOPbIE MOFYT OKa3aTb BAMAHME Ha KadecTso MUBI;

- NPOBEpPKE M aHan3e CBOAHbIX MPOTOKO/I0B Cepuid, MPOTOKO/I0B NPOMU3BOACTBA CEPUMN, KOHTPOIbHbIX INCTOB;

- NPOBeAEHNM MO YTBEPKAEHHOMY rpaduKy BHYTPEHHEN MHCNeKumm B cooTBeTcTBuM ¢ "COM no nposegeHuUto
BHYTPEHHEeN MHCnekumMu", B KOTOPOM AO/KHbI 6biTb U3/10XKeHbl Heobxogumble TpeboBaHWA, a cama npoueaypa
[A0/1KHa bbITb AOKYMEHTMPOBAHA.

IV. TpeboBaHuA K oTAeNeHUI0 BUoAOrnyeckoro
N TexHonornyeckoro KoHtpons (OBTK)

4.1. OBTK gon*KHO 6bITb HE3AaBUCUMbIM OT NPOU3BOACTBEHHbIX NOAPA3AEEHUI U PACMoNaraTbCs B OTAE/IbHOM
M30/IMPOBAHHOM MOMELLEHUN.

4.2. OBTK gonrKHo:

- BbITb YKOMMIEKTOBAHO KBa/IMPUUNPOBAHHBIMKU CMELMaINCTaMK, MMEIOLLMMM ONbIT B 061acTV NPOU3BOACTBA
M KoHTpona MWBIT;

- UMEeTb NOJIHbIA KOMNAEKT AencTeytower HL, Ha Bcto HomeHKnaTypy MUBI, npon3sBoanmMbix opraHM3aumen, a
TakKe gpyrme H, cneunduKkaumMm Ha peakTMBbl M MaTepuanbl, UCNOJib3yeMble NPU MPOU3BOACTBE U KOHTPOJE,
MHCTpyKuMn n COMbl, ucnonblyemble B pabote OBTK,;

- UMETb MOJIHbIA KOMNAEKT 060pya0BaHUA, MPUBOPOB, PEaKTUBOB U MaTepPUasioB 4/ NPOBEAEHNA BCEX BUAOB
KOHTPONA;

- MUMeTb BCe NpPoM3BOACTBEHHbIE U KOHTPOJIbHble TeCT-WTaMMbl, UCNOJIb3yemble B NpoussBoacTee U Mnpu
KOHTpPO/1E, a TaKXKe MO/IHbINA KOMNAEKT CTaHAAPTHbIX O6pa3LI,OB.

4.3. CTpyKTypa 1 wraTbl OBTK f0KHbI COOTBETCTBOBATb HOMEHK/IAType N 06beMy NpoM3BOACTBA.

4.4, OpraHu3auma MMeeT NPaBo PeasM30BbIBaTb CEPUIO NpenapaTa TOAbKO NPU HainumMm 3akntodeHns OBTK no
pesynbTaTam KoOHTpona u odopmaeHMs nacrnopta Ha cepuio. dopma nacnopta AO/XKHa 6biTb COrnacoBaHa C
HaLMOHANAbHbIM OPraHOM KOHTPO/IA UM COOTBETCTBYHIOLLEN UCMNbITaTeIbHOW OpraHu3aumen.

4.5. OBTK f0MKHO COXpaHATb NPOTOKO/bl MPOU3BOACTBA KaXK4oM npoussegeHHon cepun MUEBI, BBoAUMBIX
nJam, - He meHee 2-x net, npounx MUBIT - He meHee 6 mec.

4.6. dyHkumm OBTK:

4.6.1. BXO,CI,HOﬁ KOHTPO/1b CbipbA, MaTepuanos, BOAbl, NMNOCyAbl, 3TUKETOK, YNAaKOBOYHbIX MaTeEpPUAZIOB Ha
COOTBETCTBME BCEM Tpe6OBaHMﬂM n CI'IeLl,Md)MKaLl,Mﬁ C Bbl,ﬂ,a‘-leﬁ pa3peweHna Ha WUX WCNosb3oBaHME MNMpH
npon3soacTee U KOHTpO1e.

4.6.2. KoHTponb 3a cobniogeHvem TpeboBaHuii HO, no XxpaHeHWIO Cbipbsi, MAaTepuanoB, PeaKTUBOB,
nony$abpunKkaTos 1 roToBbIX NPenapaTos B OpraHMU3aLuu.

4.6.3. YyacTue B NOCTaANMHOM KOHTPOJIE, MPOBOAMMOM B COOTBETCTBUM C PErTAMEHTOM NPOU3BOACTBA.
4.6.4. KoHTponb 3a cobntogeHnem TpebosaHmit COM K oTtbopy 06pasuos:

- ANA NpoBeAeHMA BXOAHOMO KOHTPONS;

- ANA 3aKNaAKN B My3eit apbuTpakHbix 06pasLLOB peakTMBOB, MaTepUanos 1 T.4.;

- NS KOHTPOAA Ha 3Tanax NPou3BoOACTBa;

- NS KOHTPOAA FOTOBOM Cepuy NpenapaTa;



- ANA 3aKNaAKN B My3eil iopuANYeCcKMX 06pasLLOB CEpPU rOTOBbIX MPenapaTos.

4.6.5. KOoHTpoNb roTOBOM cepuuM npenapata Ha cooTeeTcTBMe TpeboaHuam PCM nNpoBoAAT B C/AeAyOLEM
nopagke:

- uex-msrotoButenb npeabvasnser OBTK NpomapKMpOBaHHYH W yMaKOBaHHYIO CEPUIO MpenapaTa, a TaKke
NPOTOKOA NPOU3BOACTBA CEPUMU;

- OBTK npoBepsieT KayecTBO MapKMPOBKM M YNAKOBKM Ha COOTBETCTBME YTBEPMKAEHHbIM GOpPMam, BHELHMUI
BMA, MpenapaTa, Ha/inunme B KOPOOKe MHCTPYKLUMM MO MPUMEHEHMUIO, a TaKXKe Npu HeobxoAMmOoCTU MUIOYKU AN
BCKPbITUA aMMyAbl, TMNETKA U T.M.;

- OBTK npowussogut otbop o06pasuoB cepun B cootBetcTBUM ¢ COIMl B KoanyecTBax, AOCTATOYHbIX A1
NpoBeAEeHUss MOSIHOTO KOHTPOAA, KOHTPOAMPYET UX U MPU MONOMKUTE/NbHbIX Pe3ynbTaTaXx KOHTPOAA OoTOupaeT
06pa3supl 418 3aKNaAKM B My3el lopuandeckux obpasuos.

Pe3ynbTaTbl KOHTPOAA CEPUN CUATAIOT MOMOMKUTENbHLIMK, €CAM NPW  WUCNbITAaHUM MO BCEM TecTam,
npeaycmoTpeHHbim PCI, Bce NoKasaTeNn KayecTBa COOTBETCTBYIOT TpeboBaHmam PCI.

Pe3ynbTaTbl KOHTPOJIA CYMTAOT OTPULLATENIbHbIMK, €CNU BbIABAAKOT HECOOTBETCTBME XOTA 6bl No oAHOMY
NMOKa3aTento.

Pe3ynbTaTbl KOHTPONSA 0GOPMAIAIOT NPOTOKOA0OM B cooTBeTcTBMM ¢ COM, oagHOBpPEMEHHO OPOPMAAIOT NacnopT
Ha cepuio.

4.6.6. OBTK odopmnsaeT HaknagHyo Ha CAady cepuun npenaparta Ha CKaajd rotToBon NpoayKLuu.
4.6.7. Ha KoHTelHepsbl ¢ cepueit OBTK HaknenBaeT STUKETKN O ee COOTBETCTBUU TpeboBaHMam PCI.
4.6.8. C cepuein npenapaTa, He npolealei KoHTpoab B OBTK, npoBoaaT cneaytoulee:

- B CBA3K C 06paTUMbIMMK AedeKTamu, He BAMAIOLLMMU Ha ee GUBUKO-XMMUYECKME U BMOoNorMYeckne CBOMCTBa,
OBTK BO3BpallaeT AaHHYIO CEPUIO NpenapaTa Lexy - U3roToBMUTento 4N1A UX yCTpaHeHus;

- AaHHasA cepus AO/KHA ObiTb NoaBeprHyTa nepepaboTke Mo TEXHONOMMU, NPEAYCMOTPEHHOW pernameHToOM
NPoM3BOACTBA HA AaHHbIN NpenapaT. Mocne nepepaboTkM cepun el NPUCBaNUBALOT OYepPeSHON HOMED;

- cepuvio noaBeprHyTon nepepaboTKM MO TEXHONOrMM, NPedyCMOTPEHHOM pernameHToM MNPOM3BOACTBA Ha
OaHHbIM Npenapat, paspeluaetca NOBTOpPHO npeabasutb OBTK. Mocne nepepaboTkM cepum et npucsamBatoT
oyepeaHoin Homep;

- NPV HEBO3MOKHOCTM NepepaboTKM ceputo NpenapaTa HpaKytoT K oneyvaTbiBatoT nevatbto OBTK. 3akntoueHne
0 bpake cepumn npnHUMaeT pykosogutenb OBTK. YHUUTOXKeHMe 3abpakoBaHHOM cepun NPOM3BOAAT B COOTBETCTBUM
¢ COM 1 odopmnatoT akTom. YueT 3abpakoBaHHbIX cepuit BegeT OBTK.

4.6.9. OBTK ocyuwecTtBnseT KOHTpoab 3a cobawogeHnem TpeboBaHuit HO no TpaHCNOPTUPOBAHWUIO
nony¢$abpnKaToB 1 roToBbIX NPenapaTos.

4.6.10. OBTK odopmnseT cneayrowime OKYMEHTbI:
- MAcNopT Ha KaXAayto BbIMYyLLEHHYIO CEPUIOD;

- CBOAHble MNPOTOKO/ZIbl MNpoOM3BOACTBA HaA MNpenapatbl HaUWMOHAJIbHOIO KaneHdapA I'IpOd)MI'IaKTVILIECKMX
NPUBUBOK;

- CBOAHble NPOTOKO/1bl MPOM3BOACTBA HA NpenapaTtbl KafieHA4apsa NPUBUBOK MO 3NUAEMUYECKMM NOKA3AHUAM;
- KBapTa/ibHble M rogoBble oT4eTbl 0 paboTte OBTK gnsa HanpasaeHua nx 8 HOK.

4.6.11. OBTK HanpasnsaeT 8 HOK nnan B cooTBETCTBYIOWME UCMbITAaTENbHbIE OPraHU3aALMN:
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- 06pasupl cepuit MUBIM Ha KOHTPO/b (KOAWMYECTBO CEPUIt COrNacytoT C UCMbITaTeIbHOW opraHu3auumeinn HOK
MWBN);

- NacnopTa Ha KaXAayto BbIMyLEHHYIO CepuIo;

- CBOAHblE MNPOTOKO/ZIbl NPOM3BOACTBA HA MNpenapatbl HAUMOHAJIbHOIO KaneHgapA ﬂpOd)MﬂaKTM‘-IeCKMX
NPUBUBOK N KaneHaapAa NPpUBMUBOK NO 3aNNUAEMUYHECKUM NMOKAa3aHUAM;

- KBapTa/ibHble M rogoBble oT4eThl 0 pabote OBTK.

4.6.12. OBTK yyacTByeT B pacc/ieoBaHUN peKnamaLnii, a TakkKe NpuUUYnH 6paka No pesynbTataM KOHTPOAsA B
HOK nnun B cOOTBETCTBYIOLLEN UCMbITATEIbHOM OpraHM3aLUN:

- OCYLLECTBASAET KOHTPOAb 06Pa3LOB Cepuii, NOCTYNUBLUMX C MEeCTa peKkaamaunn, B CPaBHEHUN C My3eMHbIMM
obpasuamu. Mpu NoATBEPKAEHMM HECOOTBETCTBMSA My3€eiHbIX 06pa3sLLoB cepumn TpebosaHuam OCIMN 3abpakoBaHHYO
CEPUI0 YHUUTOKAIOT U COCTaBASAIOT COOTBETCTBYIOLMIA AKT;

- y4YacCTBYyeT B paccnefoBaHWM MPUYMH NOSABAEHMA Opaka B OpPraHMsauuu Npu M3rOTOBEHUM CEPUM WU
HEeBbIABMIEHUA ero Npu KoHTponae cepumn B OBTK;

- OCYLLEeCTB/NAET KOHTPONb 3KCMEePUMEHTA/bHO-MPOU3BOACTBEHHbLIX Cepuil, paspabaTbiBaembix MMUBI,
npeAHasHayeHHbIx gas npegcrasneHma B HOK Man ncnonb3oBaHMa B KAMHUYECKUX U FOCYAaPCTBEHHbIX UCMbITaHUAX;

- BeJeT ydyeT 3STUKETOK U KOHTPOJ1b 3a UX NCMOJZIb30BaHUEM U XPaHEHUNEM.

4.7. My3selt apbuTpa)kHbix 06pasLOB ABASETCA CTPYKTYpHbIM noapasgeneHnem OBTK n npegHasHayeH ans
XpaHeHus 06pasuUoB cepuii NPenapaTos, BbiNyLWEHHbIX NPeanpUaTUem.

4.7.1. TMomeweHne ANA XpaHeHMA pUAMYECcKMX 06pasuLoB A0MKHO 6biTb M30AMPOBAHO OT  APYrUX
CTPYKTYPHbIX noapasfaeneHuini M obopyaoBaHO B COOTBETCTBMM C TpeboBaHMAMM K YC/NOBUAM XpaHeHuA
cooTBercTBylOWMX MWBIM. B nomelweHnn mysea pacrnonarailoT CTENNaXKM, Ha KaXKAoM M3 KOTOPbIX A0/XHaA 6biTb
3TUKETKa, cofep)Kallaa HeobxoauMmyio UHPopmauMilo O npenapaTe, XpaHALWEMCA Ha cTenna)ke (HasBaHue
npenapata, N cepun, CPOK rofHOCTH).

4.7.2. ApbuTparkHble obpasLbl KaxK40ro npenaparta AOKHbI HAXO4UTLCA B CTPOro onpenesieHHOM A/15 Hero
mecTe.

4.7.3. NMomeLlueHne, NpuHagiexalee myseto apbuTpaxKHbix 06pasLos, nnomoupytoT neyaToto OBTK.

4.7.4. ObecneunBaer GOPMUPOBAHME My3esi, YC/IOBUA XPaHEHUA apbuTpakHbiXx 06pas3LoB PyKOBOAUTE/Nb
OBTK, KOTOpbIl TaKKe HeceT OTBETCTBEHHOCTb 3@ HEO6X0AMMYIO BbleMKY 06pa3uoB.

4.7.5. ApbuTpaxHble 0bpasubl cepuit MUBI, BbiNyweHHble OpraHM3aunen, nNpeaHasHavyalTCa A1A OLEHKU
Kayectsa MUBI B cayyasax:

- nocrtynaeHunAa DEKﬂaMaLLMD’I Ha Ka4yeCTBO npenaparta ¢ meCt NnpuMeHeHuaA;

- BbIIB/IEHUA HECOOTBETCTBMA 06pasLLOB cepun npenapata TpebosaHuam HA npu koHTpose B HOK nan gpyroi
WCNbITaTeNIbHOM OpraHn3aLmm;

- anAa Ha6mop,eva 3a Ka4eCTBOM NnpenapaTtos B npouecce xpaHeHUA.

4.7.6. ApbuTparkHble 06pasupbl OT CEpUN BbINYLLEHHOrO Npenaparta oTMpatoT MeTOA0M C/yYaiHOW BbIBOPKM B
Ko/M4ecTse, HEOOXOANMMOM /1A NPOBELEHNUS NOSHOTO ABOMHOTO KOHTPO/IA HA cOOTBETCTBME TpeboBaHuam OCII.

4.7.7. OT160p apbuTpaxkHbix 06pasuoB npoBoauUT coTpyaHnk OBTK coBmMecTHO C pyKoBoauTenem
NPO13BOACTBEHHOIO NoapaszaeneHus B coorsetcTaum ¢ COMM.

4.7.8. CBepeHna o6 otbope apbuTparkHbIXx 06Pa3LOB C MACMOPTHLIMW AAHHBIMW O pe3y/bTaTax KOHTPOAA
cepuun npenapara c yKkaszaHvem ®.U.0. coTpyaHMKa, nposoausLliero otéop npob, perncTpupytotca B cneunanbHoOm
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XypHane.

4.7.9. ObTK gonXKHO nepuoanyeckun B Te4eHme cpoka rogHoct MBI npoBoaUTb HEpa3pyLLAOLWMIA KOHTPOIb
no ¢um3smnyecknum ceoricteam cepmii MUBI 1 nenaTb COOTBETCTBYHOLLME OTMETKM B XKypHane.

4.7.10. B cnyyae wu3MeHeHMA GUIMYECKUX CBOMCTB CepuM npenapata MoOTpebuTento HanpasasoT
pacrnopaXeHue 0 3aZepKKe ee NpUMeHeHuA. PelleHne o ganbHellem ee NPUMEHEHUU NMPUHUMAIOT KOMUCCUOHHO B
cooTBeTcTBMM c COIll. YHMUTOMKEHME cepuM npenapata B CBA3W C HECOOTBETCTBMEM ee TpeboBaHuam OCIN
0bOpPMANAIOT aKTOM.

4.7.11. CBegeHua 06 uW3bATUM apbUTpakHbIX 06Pa3LOB C YyKasaHWemM MPUUYUH M3BATUA, KOJMYECTBA,
pe3ynbtaToB KoHTponsa, ®.M.0. M noanucAMM AuL, MPOBOAMBLUMX M3bATUE W KOHTPONb, OGUKCUPYIOT B
COOTBETCTBYHOLLEM XKypHane.

4.7.12. XypHan peructpaumm Bcex cBegeHui 06 apbuTparkHbix ob6pasuax [OKEH HaxoguTbea y
pykosogutena OBTK.

4.7.13. ApbuTpakHble 06pasubl KaXaolh cepun roToBOM MPOAYKUMU OONXHbI XPaHUTbCA A0 OAHOro roaa
nocsne UCTeYeHUs CPoKa rogHOCTM ANA MNpenapatos, BBOAMMbBIX AOAAM, A0 6 MeC. - ANA AUArHOCTUYECKMX
npenapaToB U NUTaTeNbHbIX Cpea.

4.8. Mpasuna otbopa 06pasLOB NPOAYKUMM Ha KoOHTponab B HOK u ap. vcnbiTaTenbHble OpraHun3aumm
BK/IOYAIOT CeayloLee:

4.8.1. OT160p 06pasuoOB MNPOAYKUMM ANA HanpaBieHMA Ha KoHTposab B HOK wam cooTBeTCTBYHOLLYHO
MCNbITAaTE/IbHYIO OPraHnU3aLmio MMeEeT NPaBOo OCYLLLECTBIATb TONbKO COTpYAHMK OBTK.

4.8.2. Ha KoHTposb B HOK maM COOTBETCTBYIOLIYIO WCMbITAaTE/IbHYIO OPraHu3auMio HanpasaAlT obpasubl
cepuu, npolwealiei KoHTponb B OBTK, B KonnyecTse, HEO6XOAMMOM A1 NPOBEAEHNA NOJTHOTO KOHTPOAA.

4.8.3. OTbop 06pasuUoB ANA KOHTPOAsA, My3ea apbuTparkHbix 06pa3uoB M HanpasneHus B HOK wuau
ncnblTaTe/bHbIe OpraHM3aummn opopmasatoT akTom. OTobpaHHble 06pasLbl M30AMPYIOT OT OCTaZIbHOW MPOAYKUMM,
YMaKOBbIBAOT, ONJIOMOMPOBbLIBAIOT UM ONEeYaTbiBatOT Ha mecTe oTbopa.

V. TpeboBaHMA K NOATOTOBKE CNELNAIUCTOB, MEANLMHCKOMY
obcnyKuMBaHMO, mepam no 6e3onacHbIM yC10BUSAM paboTbl

5.1. B opraHuMsaumm [OMKHO ObiTb HEOBXOoAMMOEe KOIMYEeCTBO MEepCcoHana, MMEHLLEro COOTBETCTBYlOLee
obpasoBaHMe U cnocobHOro BbINO/IHATL MPOU3BOACTBEHHbIE OMEpPaLUn UAK onepaLmym MO KOHTPOAID KayecTsa B
cooTBeTcTBMM ¢ COM n UHCTpyKumamn. COTPYaHMK B TeyeHWe paboyero gHA AoKeH paboTaTb TONbKO B O4HOM
NOMELLLEEHUM 1 BbITb 3aHAT NPON3BOACTBOM TO/IbKO ogHoro MUBI.

5.2. TpeboBaHusa K NogroToBKe NepcoHana:

5.2.1. BHOBb MPMHMMAEMbIX COTPYAHWKOB O6y4YaloT YCAOBMAM M npaBuiam paboTbl Ha MPOU3BOACTBE,
BKNIOYAIOLLMM O3HAKOM/IEHME C MPaBUAaMM Hag/exaled NpPakTUKM NPOM3BOACTBA, Hagaexallein nabopaTopHoi
nNpakTukK, COM M MHCTPYKUMAMM B COOTBETCTBUM C OCOBEHHOCTAMM npeAacToalein paboTbl. C nepcoHanom,
paboTaloWMM C MMKpoOpraHMamamm 1 1 2 rpynn naToreHHoCTW, NPOBOAAT AOMNONAHUTENbHYIO NOATOTOBKY NO 0CO60i
nporpamme.

5.2.2. C nepcoHasom peryaspHo NpoBOAAT MeperoAroToBKYy, NMporpamMmmy MOArOTOBKM KaZpoB PeryispHo
nepecMmaTpuBaloT.

5.2.3. Cucrtema O6y‘-|eHWr'I nepcoHana AOJ/IXKHaA BK/KOYATb nNepBunyHoOe, nepunoauyeckoe, cneuunasbHoe U
9KCTpeHHOEe o6yqume. MNepBuyHoe o6yqume nposoAaAT C HAHNMMaeMbIMU Ha pa60Ty COTPYAHUKaMU B COOTBETCTBUU
C X AO0/NKHOCTHbIMMU obA3aHHOCTAMMU. 3KCTpeHHoe o6yquMe nposogAT B Cany4yae BblAB/EHUA OUJVI60K, KOTOpble
NOBNEKIN U MOT/TN NOBANEYb yXyAlWeHNe KavyeCTBa NPpoAYyKLUN.

5.2.4. Cucrema o6yquvm AONKHA OXBaTblBaATb mo6y|o NPON3BOACTBEHHYIO AeATe/NIbHOCTb, KOTOPaA MOXeT
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NOB/AMATbL Ha KayecTBO rOTOBOro MpoAyKTa. [NaBHOM Uenbio 06yyeHUAa ABAAETCA AOCTUMKEHME CTaHAapTHOro
BbIMOJIHEHUA npoueayp Npou3BoAacTBa. [lepuoAMyecKM OLEeHMBAOT Mporpammy MNOArOTOBKM KaapoeB Mo ee
3GPEKTUBHOCTM M OCYLLECTBAAIOT MOHUTOPUHT NPaBMAbHOCTU AEWCTBUA NEepcoHana.

5.2.5. dopmamn 06yyeHMs MOryT ObiTb JIEKLMOHHbIE W MpPAKTUYECKME 3aHATMA, NPOBOAMMbIE CaMOM
OpraHusaumMein Man CTOPOHHUMMK OPraHM3aLMsAMM, @ TaKKe CEMMHAPbI, BbICTaBKM, KOHOEPEHLMM, KOMMbIOTEPHbIN
meToz 0by4eHns u camoobyyeHus.

5.2.6. PerynﬂpHo npoBoOAAT aTrectauunto nepcoHana. cDOpMaMl/I atrectaumm ABNAKOTCA YCTHbIE 3K3aMEHbI,
NMNCbMEHHbIE pa6OTbI N NpakTnyeckme 3aHATUA.

5.2.7. loKymeHTbl N0 0ByYeHMIO YTBEPKAAIOT M XPAHAT B OPraHM3aLMmn, OHU BKAKOYAIOT:
- NNaHbl 06yYeHus;

- cneumManbHble NPOrpamMmmbl;

- UHAMBMAYabHble NNaHbl 06y4YeHuUs;

- UHAMBMAYa/bHbIE KapTbl yYeTa 0byyYeHus;

- aTTeCTaLMOHHbIE JINCTbI;

- UHCTPYKLUUM U UANKOCTPATUBHBIA MaTepuan no obyyeHuto.

5.3. Bce nmMua, npuHMMaemble Ha paboTy, NPoxXoAAT MeguLMHCKoe 0bcnenoBaHme.

54. K pa60Te He A0nyCKakTCA /2imua C VIHd)eKLI,VIOHHbIMVI 3abonesaHMAMU UK nmmeruine nospexgeHuma
OTKPbITbIX Y4aCTKOB TeENA.

5.5. MepcoHany, 3aHATOMY B npowussoactee MWBI, npoBogAaT amucnaHcepusauunto He pexe 1 pasa B roa,
OCYLLECTBNIAIOT NOCTOAHHOE MeAMUMHCKOe HabnwgeHue u perynsapHo obcneaytoT Ha Tybepkynes. CoTpygHUKam,
OCYLLECTBIAIOLLMM BU3YabHbI KOHTPO/1b NPENAPaATOB, PErYAPHO NPOBEPSIOT 3pEHME.

5.6. B npon3BOACTBEHHDbIX MOMELLLEHUAX HE AOMYCKAEeTCA NPUHUMATL eay, NUTb, KYPUTb, HAHOCUTb KOCMETHKY,
a TaK¥XKe XPaHUTb NPOAYKTbl MUTAHWA, HANWUTKKM, TabayHble U34enuns, BblpalMBaTb KOMHATHbIE PACTEHUS.

5.7. Bce nuua, BXodAuiMe B MPOM3BOACTBEHHbIE MOMELLEHWNA, BKAOYAA MNOCTOAHHbIX COTPYAHWKOB U
BPEMEHHbIX NnoceTuTenen, A0NXKHbI CTPoro cobaoaaTb nNpasuaa UUYHOM FMIMeHbl, BKAKOYaA MbITbe PYK U HOlleHue
3aLlUUTHOM oaeXKabl.

5.8. PykoBoauTenb opraHusaumm obecneunsaer perynspHblii KOHTPO/1b COCTOAHMA 340P0BbA NepcoHana.
5.9. ObecneyeHne 6e30NacHOCTM NepPcoHana:

5.9.1. Bcem BHOBb NOCTyNalOWMM HaA pPaboTy NpoBOAAT MOAPOOHbLIN WMHCTPYKTAXX MO CaHUTapHO-
3NUAEMMOSIOTMYECKOMY PEXMMY, OXpaHe Tpyda W TexHuke 6e3onacHocTn. Ocoboe BHMMAHME MPU UHCTPYKTaXKe
06pawatoT Ha cneumdurKy paboTbl Ha KOHKPETHOM yYacTke npoussoacTea MUBI.

5.9.2. HeobyueHHbI nepcoHan M NoceTuTesneil He AOMNYCKaloT B MPOU3BOACTBEHHbIE nomelleHua. Ecan aTto
Heob6X0AMMO, C HUMW MPOBOAAT UHCTPYKTaXK O NMpasBuaax NoBeaeHUs Ha NPOU3BOACTBE, U OHU A0NXHbI HaX0AUTbCA
nopa, ocobbim HabaogeHnem.

5.9.3. 3aWwuTy NepcoHana oT 3apaKeHus, a TaKKe BO3A4eNCTBUA UCMO/Ib3YEMOrO CbiPbA U PEaKTUBOB (KUCAOTbI,
LLLe/I04YM, NEerKOBOCMNIAMEHAOLWMECS MmaTepuansl U T.4,.) obecrneunsatoT:

- BaKUMHaumen npoTme MHPEKLUMIA, C BO3DYAUTENAMMN KOTOPbIX paboTaeT nepcoHan;

- obecneyeHrem nepcoHana COOTBeTCTByIOLLI,eﬁ TEXHO/I0MMYeCcKoM OAE)‘KAOVI n cpegcresamum VIH,CI,VIBI/I,EI,yaI'IbHOl‘/JI
3alNTbI;
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- cobnogeHeM NpaBu, PernameHTUPYoLMX paboTy NepcoHana Ha KOHKPETHbIX yYacTKax NPou3BoACTBa.

5.9.4. COTpyAHWKM, 3aHMMAIOWMECA NPOU3BOACTBOM, XPaHEHWEM, KOHTPOJEeM npenapaTtoB, yXO4OM 3a
YKMBOTHbIMW U NOABEPraloWMeCcs PUCKY 3aparkeHns, SOKHbI ObITb NPUBUTbLI COOTBETCTBYIOLLMMM BaKUMHAMMU.

5.9.5. NMpounssoacTeom BakumMHbl BLLIXK 1 npenapaTtoB Ty6epKyarMHa MOryT 3aHMMaTbCA TOJIbKO 1ML, COCTOAHMUE
30,0P0BbA KOTOPbIX KOHTPOJIMPYETCA PerynsapHoi peHTreHockonuel. K npomssoactey MUBI 13 KpoBu uan nnasmbl
CbIBOPOTKM Ye/I0BEKA A0MYCKAOTCA TOJIbKO MLA, NPUBUTBIE NPOTUB renaTmTa B.

5.9.6. Mocne OKOHYaHUA pPaboTbl C KMBbLIMW MUKPOOPraHM3MamMn MepcoHan U ofexaa AOJIXKHbl NPOUTU
COOTBETCTBYIOLLLYIO CAHUTapHYI 06paboTKy.

5.9.7. UHcTtpyKumm n COlMbl 40BOAAT A0 CBeAEHWUS BHOBb MOCTYNAtOWEro Ha paboTy M BKAOYALOT B €XKEroAHYo
nporpammy noBbllLEeHMA ero KBanuduKkaumu.

5.9.8. UHcTpyKummn n COMMbl xpaHAT Ha NpeanpuATUK B NopALKe, YyCTAaHOBAEHHOM A1 XPaHEeHUA JOKYMEHTOB.

5.10. B Kaxgoi opraHnsaumm A0JIKHbI AeMCcTBOBaTb MHCTPYKUMK U COlMbl, yTBEPKAEHHbIE B YCTAHOB/NEHHOM
nopsgke, onpeaenatowme:

- AONXKHOCTHbIe obA3aHHOCTU nepcoHana;

- NOPALOK NpoBeAeHUA MegUUNHCKMX OCMOTPOB MepcoHana npu nocTynaeHnn Ha PaboTy N nepruoanyvecko
AMcnaHcepusauum;

- NpaBuK/a cobNoaeHUA IMYHON N NPOU3BOACTBEHHOM TMIMEHbI MEPCOHANa;
- NOPAAOK NpoBeAeHNA NOArOTOBKM NepcoHana K pabore;

- MpaBuWAa NPUroTOB/IEHWA pPacTBOPOB Ae3MHOULMPYIOWMX CPeacTB Ana 06paboTKM nepyaToK U pyK
nepcoHana;

- NOPALOK NPOBEAEHUA MOMKM PYK M 06paboTKM NepyYaToK M pyK Ae3nHPUUMPYIOWMMM CPeacTBamu;
- NOPALOK NPOBEAEHNS KOHTPOA CTENEHN MUKPODOHON KOHTaMWHAUMM NepcoHana;
- NOPSALAOK NPOBEAEHNA CTUPKU U CTEPUAMU3ALLMMN TEXHONOTUYECKOM oaeKabl 1 benbs;

- NOPAJOK HOLEHWA OAeXKAbl.
VI. CaHuTapHO-TUrMeHmnyeckne TpebosaHmn

6.1. CucTema CaHUTAPHO-TUTMEHMYECKUX MEPONPUATUI, peanmsyembix npu npoussoactse MUBI, ponkHa
obecneunBatb 6He3onacHOCTb MepcoHasna B ycnoBuAX paboTbl € 3apa3HbiM MATEPMANIOM, BbICOKOAKTUBHbLIMMU,
NIETYYMMM U TOKCUYECKMMM BELLECTBAMM, UCKIOUYNTb BOSMOXKHOCTb 3arpA3HEHUS NPOAYKLMK, a TaKKe OKpYrKaloLLeln
opraHusauuio cpefbl.

B opraHmsaumm [omKHbl 6biTb B Hanmuum COMbl M MHCTPYKUMKM MO CaHUTApWM, BK/KOYAlOLME OMMCaHUE
BA/IMANPOBAHHBIX MPOLEeAyp OYUCTKM MOMeLLeHUA M obopyaoBaHMA, NO NpaBuaaM 340POBbA, TMIMEHbl, OAeXAb
NMepCcoHana, a TakKe Mo YCTPAHEHMIO OTXOA0B U HEYTUAN3UPYEMbIX OCTaTKOB.

CaHuTapHO-rMrMeHmyeckne TpeboBaHMA K npousBoactey MMWBI oxBaTbiBalOT MepcoHan, NOMELLEHMS,
obopyaosaHue.

6.2. CaHMTapHO-rUrMeHnYeckne TpeboBaHMA K NepcoHany:

- BeCb MepcoHan npu MOCTynJeHWM Ha paboTy M BO Bpemsa paboTbl AO/IKEH NPOXOAUTb PerynsipHble
MeAMLMHCKMe 0bcnenoBaHus;

- BeCb nepcCoHan OoiKeH 6bITb o6yqu NPaKTuKe JINYHOI FTMrMeHbl, BCe 3aHATbIE B Npon3BOACTBE OOJ1XKHbI
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cobntoaaTb BbICOKMIA YPOBEHb IMYHOMN TUTUEHbI;

- Ntob6oM pabOoOTHMK C ABHbIMM NPU3HAKamM 3aboneBaHMA UM OTKPbITbIMM NOBPEXKAEHUAMMU HE OO/IKEH ObITb
[OonyLweH K paboTe ¢ UCXOAHbIMM, YNAKOBOYHbIMU U MPUMEHAEMbIMUW B TEXHOJIOTMYECKOM MpoLecce matepuanamm,
roTOBbIM NPENapaTom, NOKa YCAOBUA PUCKA HE UCUE3HYT;

- HeO6XOAMMO nsberaTb NPAMOro KOHTAKTa MexXay pPyKamu pa60Tarou.|,ero N NCXOO4HbIMU MaTepuaiamMy,
maTepuanamum ana ﬂepBVI‘-IHOl\/‘I YNaKOBKH, MPOMEKYTOYHbIM UTN TOTOBbIM NMPOAYKTOM;

- ANA rapaHTUM 3aWuTbl NPOAYKUMW OT 3arpA3HeHMA NepcoHan AOOMKeH HOCUTb COOTBETCTBYIOLLYIO
cneumanbHyo 0AeXay U ronoBHOM ybop, XpaHALLMEca B COOTBETCTBYIOLLMX KOHTENHepax;

- B 30Hax NpoOM3BOACTBA M /1aboOpaTOpHbIX WUCCNENOBaHUI He paspellaeTcs KypeHue, npuem nuuim,
cofleprKaHne pacTeHui, NULLLEBbIX NPOAYKTOB, HANUTKOB, CUrapeT, TNYHbIX MeJUKaMEHTOB.

6.3. YcnoBua npoBeAeHUs TEXHOJIOrMYECKoro npouecca Ao/MKHbl obecneuyntb cBeAeHWEe K MUHUMYMY
KOHTAKTOB paboTalowero nepcoHana C CbipbeM, BCMOMOTaTe/lbHbIMM MaTepuanamu, maTepuanamu nepBUYHOM
YMNaKOBKM M rOTOBLIM NPOAYKTOM B NpoLecce 06CnyKMBaHUA 060pya0BaHMA U NPU NPOBeAEHMM NPOU3BOACTBEHHDbIX
onepauui.

6.4. Mepbl NWYHOW TUTMEHbI AOMKHbI COBNOAATLCA BCEMM, BXOOALMMM B 30HY MPOU3BOACTB (rocTu,
MHCNEeKUMA u np.).

6.5. lnua, paboTtatowue B "yncTbIX" NomelleHUax <*>, 06A3aHbI:

<*> CaHUTapHO-TUrMeHnYeckne TpeboBaHMA K "UNCTbIM" NOMELLLEHUAM U AeNIeHNE UX HA KAACCbl YNCTOTbI - CM.
pasaen 6.10.8.

- CTPOro orpaHm4nTb BXOon4 B "yncrble" nomeuieHnA 1 BbiXoad M3 HUX, OANA YEro OOJTIKHbI 6bITb pa3pa60TaHb|
COOTBETCTBYHOLWMNE MHCTPYKLUN,

- OCYLWLeCTBAATb MPOU3BOACTBEHHbIN MPOLECC MWHUMaNbHO HeobXoAMMbIM KOAMYeCTBOM MepcoHana.
MHCNEeKLMOHHbIE M KOHTPO/IbHbIE NPOLEeAypbl, B OCHOBHOM, CaeayeT NPoBOAUTb 3a npeaenamm "4ncTbix" 30H;

- OrpaHNYNTb NepemeLlleHna B nomMmelleHnAax 1 1 2 KNaccoB YNCTOTbI;
- He NOgHMMAaTb U HE UCMO/1Ib30BAaTb NpeaMeTbl, ynasllne Ha NoJ1 BO BpemA pa6OTb|;

- neped BXoAoM B "umcTble" nomelleHus (B NomelleHMA NoAroTOBKM MepCcoHana) CHATb BCE YKpalleHUs U
YA3ANUTb KOCMETUKY, BKAKOYAA flak ANA HOTTEW, MPUHATb AyW M BbIMbITb PYKM LETKOW C MOMOLWMMKU CPpeacTBaMM,
06paboTaTb PyKKN Ae3UHOULMPYIOWMMM CPEACTBAMMN U HALETb CTEPUbHbIE TEXHOOTUYECKYIO 0Aexay U 0byBb.

6.6. Kaxablii yenoBeK, BXOAAWMI B NPOU3BOACTBEHHblE MOMELLEHWUA, HaAeBaeT ChneumanbHylo oaexay,
COOTBETCTBYIOLLYO BbIMNOJHAEMbIM MM NPOU3BOACTBEHHbBIM OMNepPaLUAM.

6.7. Npu paboTe B NPOM3BOACTBEHHbIX NOMELLEHWUAX PA3IMYHOTO KNacca YMCTOTbl UCMOJb3YIOT CneLmanbHyo
ONA 3TUX LieN1ell TEXHONOTUYECKYIO OAEXaY.

B nomeuleHusax 4 Knacca YMCTOTbl HEOBXOAMMO HOCWUTbL 3alUMTHYIO oZexay ¢$abpuUyHOro WM3roToBAEHMS,
COCTOALLYI0O M3 CTaHAapTHoro Habopa npuHagnexkHocTel (KOMBWHE3OH, KypTKa M BPIOKM, XanaT, Lanoyka wau
KOCbIHKa - MepexoaHan o4exaa).

B nomelLeHMAX 3 Kaacca YMCTOTbI CieayeT HOCUTb OAHO- UAW ABYXCAOWHbIA 6PHOYHbINA KOCTIOM, COBpaHHbI Ha
Ta/IMK, C BbICOKMM BOPOTOM W COOTBETCTBYIOLWEN 0OYBbIO MAN AONOJHUTE/IbHOW BepxHel 0byBblo (6axunamu). Bee
MaTepuasbl He JO/IKHbI PAaCNPOCTPAHATL BOJIOKHA UM YACTULLbI.

B nomeuteHunsax 1 (A) u 2 (B) KnaccoB YMCTOTbI c/iegyeT MUCMoJib30BaTb KOMBUHE30H C BOPOTHUKOM-CTOMKOM,
CTAHYTOM Ha NoAce, C MaHXeTaMu, NJI0OTHO 061eratoLMmMmM KUCTU PYK U LMKONOTKM HoT. Ha oaexae He AOMKHO BbiTbh



NNWHNX CKNaao0K, BHYTPEHHUX U HAPYXKHbIX KApMaHOB.

lonoBHOM ybop A0MXKEH MMETb GOPMY LUNEMa-KaniowoHa, NOAHOCTbIO 3aKPbIBalOLLEro BOOCHI, HOC, POT U
noabopogok. PaboTy NpoBoAAT B MAcKe, CTEPU/IbHBIX MepyaTKax M3 pesrHbl UKW 3N1aCTUYHbIX NOIMMEPOB, A TaKKe B
npocTepuan3oBaHHoi obyen. CBepxy Ha 0byBb HaZEeBatoT 6axm/ibl, NOJHOCTLIO 3aKPbIBalOLWME CTYMHIO.

HWKHIOI YacTb 6pIOK 3anpaBnsatoT B 6axuibl, a pyKaBa KOMBMHE30Ha - B NepyaTku. HWM oaHa 4acTb Tena uam
HU}KHEro 6enbs He A0MKHA b6bITb OTKpbITa. Oaexaa A0KHa bbiTb yA06HOM ans paboTbl M NpUrHaHa no eurype.

YucTble CTEPUIbHBIE 3aLLUTHBIE MPUCNOCOBNEHUA A0MKHbI 06ecneunBaTbCA Ha Kaxayo pabouyto npoueaypy
WU, KAK MUHUMYM, pa3 B AeHb, MacKM M NepYaTKM MEHAIOT Ha Kaxayto pabouyto npoueaypy.

TexHonornyeckas ogexXfga AO0NXKHa ObITb M3roToBAEHA U3 mMmaTtepuana, orteevawouwero rurmeHNYeCKnm
TpeboBaHMAM, 1 06/1a4aTb MUHUMaA/IbHbIM BOpcooTaesieHnem. CTUpaTtb, YNCTUTb €€ U XPaHUTb HEODXOAMMO TaKMUM
obpasom, 4TOObl OHA He noaBeprasacb AOMNOJHUTENbHOMY 3arpAsHeHuto. Ogexaa Ao/iXKHa ObiTb yaobHol ans
paboTbl 1 cBO6OAHO NPUTrHAHHOW Mo durype.

6.8. MepyaTkM 1 PyKKn Bo Bpems paboTbl perynsipHo 06pabaTbiBatoT Ae3MHOUUMPYIOLLMMU CPeaCTBaMMU.
6.9. CaHMTapHO-TUrMeHnYeckne TPeboBaHMA K MOMELLEHNAM:

6.9.1. BHOBb cTposALLMeca opraHM3aumn, nponssogawme MWBI, AoAXHbI pacnonaraTbca BHe NPeaenos KuUbIX
30H M Ha A4OCTaTOYHOM PACCTOAHWUM OT NPOU3BOACTB, OTPULLATE/IbHO BAMAIOLLMX HA KAYeCcTBO NPOAYKLNN.

6.9.2. [poun3BOACTBEHHbIE 34aHMA, COOPYKEHMA U MNOMELWEHUA [OKHbI OblTb CMPOEKTUPOBaHbI B
COOTBETCTBMWN C HOPMATUBHbLIMWU JOKYMEHTAMM.

6.9.3. MnaHMpPOBKa NPOM3BOACTBEHHbIX MOMELLEHUI A0NKHa obecneynBaTh:

- nonHoe cobaoaeHne YyCNoBUIA CAHUTaPHO-TUTMEHNYECKOTO PEXUMa;

- NOTOYHOCTb MpoLEecca C KpaTyanluMMmM PacCCTOAHUAMMN MeEXKAY TEXHONOMMUYECKM CBA3aHHbIMWU NOMELLLEHMAMMU;
- UCKNIOYEHME B3anmMonepeceyeHmns N0ACKUX U TEXHONOTUYECKUX NOTOKOB;

- MaKCMMabHYIO rPYyNMnMpPOBKY NOMELLEHWNA C OANHAKOBOW CTEMNEHbIO YACTOTbI;

- paunoHanbHOE pa3melleHne O60py,CI,OBaHVIﬂ U MaTepuanos OnA npeaorspalleHna cMmeleHnAa pa3/iMyHbIX
B1nAoOB " cepmﬁ MCXOA4HOTO CbipbA, NONYNPOAYKTOB U TOTOBbLIX IEKAPCTBEHHbIX CPEACTB.

6.9.4. B 30aHMKN A0MKHbI BbITb NPEAYCMOTPEHbI:

- uyucTble U yaobHble CaHUTApPHO-ObITOBblE MOMELLEHMA, PACNONOXKeHHble B6AM3M MPOM3BOACTBEHHbIX
nomeLLeHut;

- CUCTEMbI BEHTMAALMKM, BOAOMNPOBOAA WM KaHanM3auMW, YAaNeHMA OTXOA0B MPOM3BOACTBA M Apyrue,
Heobxoanmble ana obecneyeHna YUCTOTbI MOMeLLEeHNA, 060pyA0BaHUA U FOTOBOIO NPOAYKTa;

- YCTAaHOBKM KOHAMLMOHWPOBaHWA, HeobxoauMmblie ONA NOAAEPKAHUA B MOMELLEHUAX TemnepaTypbl U
OTHOCUTENbHOW BIAYKHOCTU BO34yXa, TpebyemblX AN COXpaHEHMA KayecTBa npenaparta BO Bpems ero Npou3BoacTsa
N XpaHeHusn, obecrneyeHne rMrMeHUYecknx TpeboBaHWI K MepcoHany M MoAnexKallei sKkcnayaTaumm M 4eTKOCTU
paboTbl UCNOAb3yeMoro 060pyA0BaHMA.

6.9.5. BHyTpeHHME MOBEPXHOCTU (CTEHbl, MO/bl, MOTOJKK) AO/MKHbI BbiTb FNaAKMMK, 6e3 TpewmH, K HUM
[onxeH bbITb obecneyeH cBO6OAHbIN AOCTYN A8 CaHUTapHOM 06paboTKu 1 aesmHdekumn.

6.9.6. BHyTpeHHME NOBEPXHOCTM JOJIKHbI ObiTb MOKPbLITbI MaTepuanamu, He BCTyMNaloWMMKU BO
B3aMMOZENCTBME C MOIOLLMMU U AE3UHOULMPYIOLLMMM CPEACTBAMM,

6.9.7. CnegyeT orpaHMuYMTb Ha/MuMe APEHaXKHbIX YCTPOMCTB. B acenTuyeckmx 30Hax yCTPOWMCTBO APEHAMKHbIX
cuctem Hegonyctumo. Eciv gpeHarkHble YCTPOMCTBa NpeayCcMOTPEeHbl TEXHONOMMUYECKMM NPOLLECCOM, OHU A0/KHbI



6bITb CHabXeHbl HageXHbIMU NHOKaMM, UCKAKOYaoWMMK 06pa3oBaHMe 06paTHbIX NMOTOKOB. B KOHCTPYKUMW NIOKOB
O0N1XKHa 6bITb NPeayCMOTPeHa BO3SMOMKHOCTb Ae3NHPEKL MM,

6.9.8. Bce ycTpoWcTBa AN CTOKOB AO/KHbl ObITb HErnyboKMmM, OTKPbITbIMK, Jierko obpabaTbiBaembiMmu U
CO06LWATLCA C HAPYKHbBIMU APEHANKHBIMWU YCTPOMUCTBAMM.

6.9.9. Llexa u nabopatopuu, OTAEN KOHTPOASA KayecTBa AOMNOJHUTENbHO 060pyAyioT aBapUMHbBIMK AylWwamMy,
pPaKOBMHAMM CAMOMOMOLLM WM YCTPOMCTBAMM A1 MPOMBIBKM 1133,

6.10. TpeboBaHMA K coaeprKaHUO NPOM3BOACTBEHHbIX NOMELLEHWUN:

6.10.1. Npoun3BoACTBEHHbIE NMOMELLEHUA COAEPMKAT B COOTBETCTBUM C MPABUAAMM CAHUTAPHOIO peXxmma B
YyuMCTOTE W Hag/exkalem nopaake. He pgonyckaerca pasBedeHME KOMHATHbIX PacTeHUM, CKOMJIEHWE MyCcopa,
noAB/AeHMEe HACEKOMBbIX-NMAPa3nToB U FPbI3yHOB.

6.10.2. Kaxkaan opraHusauma goaxHa MMeTb NOAPOOHYI0 Nporpammy NpoBeseHNA CAHUTAPHbIX MEPOMNPUATAN,
YyCTaHaBANBAIOLLYIO:

- nepeyeHb NOMeLLeHni U 060pyL0BaHMA, Noanerawmx ybopke n 06paboTke, meToabl U NepuoanYHOCTb UX
npoBeaeHus;

- nepevyeHb UHBEHTAPA, MaTEPUaNOB, MOKOLWMUX U AE3UHOULMPYIOLMX CPEeACTB, MPUMEHAEMbIX Npu ybopke
nometleHunii n obpaboTtke obopyaoBaHus;

- nepeyeHb COTPYAHUKOB, HEMOCPEACTBEHHO BbIMOJIHAOWMX YOOPKY NomMmeleHnn n 0b6paboTky obopyaosaHus
M PYKOBOZALLMX UX NPOBEAEHUEM.

otn MHCTPYKUUN NOCTOAHHO 00BOAAT A0 CBeAeHNA COOTBETCTBYHOLWErNoO NepCcoHaNna U BKAKOYAOT B Nporpammy
noAaroToBKM Kagpos U NoBblWeEHNA KBaJ'IMd)MKaLI,MVI.

6.10.3. BblaenatoT nomelweHua ANA XpaHeHUA MOKLWMX UM Ae3MHOUUMPYIOWUX CPeacTB, MHBEHTapa U
MaTepuanos, NpUMeHsembIx Npu ybopKe nomelleHnin u 06paboTke ob6opyaoBaHmA.

6.10.4. [lpeaycmaTpuBaloT WCMNO/Ib30BaHME Ae3MHUMUMPYIOWMX CPeacTB M UX YepedoBaHue AsA
npepoTBpaLeHns GopmMmMpPoBaHMA YCTOMUYNBBIX POPM MUKPOOPraHM3MOB.

6.10.5. [e3uHduumpytowme pacTBopbl [OMKHbI OblTb CTepuibHbl. Bo u3berKaHMe pasMHOMKeHuA
MUWKPOOPraHM3moB paboume pacTBOpbl XPaHAT YCTaHOBNEHHOE BPEMSA B YUMCTbIX €MKOCTAX. YaCTUYHO 3aNONHEHHble
€MKOCTM HeNb3A A0/IMBaTb CBEXENPUTOTOB/IEHHBIMW PAaCTBOPAMMU.

6.10.6. PerynapHo NpoBOAAT KOHTPOAb (N0 COOTBETCTBYIOLIMM MHCTPYKUMAM) COAEPMKAHUA MeXaHUYECKMX
YyactTuy, M/MAM MUKPOOPraHM3MOB B BO3AYXE KAACCMPUUMPYEMbIX NPOM3BOACTBEHHbLIX NOMELLEHWUIA W KOHTPO/b
CTEMEHN MUKPOBHOW 0bCEMEHEHHOCTM 060pPYAOBaHUA, MNOBEPXHOCTENM MOMELLEHNA, PYK MepcoHana U
TEXHO/IOTMYECKOM oaeKabl.

6.10.7. MNMomelueHUs (BKAOYAA MPOU3BOACTBEHHbIE, O/ XPaHEHUA U CaHUTApPHO-6bITOBbIE) AO/MKHbI ObITb
ob6beanHeHbl B GYHKUMOHANbHO-TEXHONOTMYECKMEe 610KM, NpU HeobXoaMMOCTUM C aBTOHOMHbBIMW CUCTEMAMM
WHXeHepHoro obecneyeHuns.

6.10.8. [Ona nNpoOM3BOACTBEHHbIX MOMELLEHUI, B KOTOPbIX BbINOJHAT TEXHO/IOTMYECKME Onepauumy,
Tpebyloume ycNoBMA acenTUKK, yCTaHaBANBAIOTCA OnpeaeeHHble KNaccbl YAcToTbl (Tabanua 1).

Tabnuua 1

KNACCbI YACTOTbI NPOU3BOACTBEHHbIX MOMELLEEHMIA

KJIACC YNCTOTH MAKCVIMAJIEHO IOINYCTVMOE KOJIMYECTBO MAKCVIMAJIBEHO
MIOMENEHNY WM |YACTMI] B 1 M3 BO3IYXA PA3MEPOM, MKM IOIIYCTVMOE
30H KOJIMYECTBO

>= 0,5 >= 5 >= 0,5 >= 5




OCHAIIEHHOE SYHKIMOHNPYIOIEE XKM3HECIIOCOEHEX

COCTOAHMUE COCTOAHMUE MMKPOOPI'AHN3-
MOB B
1 M3 BO3IYXA
1(A) 3500 0 3500 0 MeHee 1
2 (B) 3500 0 350000 2000 10
3(C) 350000 2000 3500000 20000 100
4(1) 3500000 ]20000 He omnpenejieHo <*> 200 - 500

<*>TpeboBaHUA 1 HOPMbI 3aBUCAT OT BMAA FOTOBOrO NPOAYKTa U XapaKTepa BbINOHAEMbIX Onepauuii.

[na 30H MAn nomeweHnin knaccos unctotbl 1(A), 2(B) n 3(C) cuctema cHabKeHMA BO3AYXOM AO/KHA UMETb
cooTBeTcTBylOWME PUALTPLI, Hanpumep, ¢unbTpbl HEPA. [na poctuxkeHus Knaccos uuctotbl 2(B), 3(C), 4(4)
HeobxoAMMma KPaTHOCTb BO34YyX00O6MeHa, yYMTbIBAIOLLLAA pasMep NOMeLLeHUs, Haxoaalleecs B Hem obopyaoBaHue U
nepcoHann.

Knacc YnMcToTbl NPOM3BOACTBEHHbIX MOMELLEHUI XapaKTepM3yeTcd MaKCMMalbHO A0MNYCTUMbIM KONMYECTBOM
MeXaHMYECKMX YacTUL, U1 MMKPOOPraHM3MOB B BO34yXe NOMELLEHMWIM, Ha NOBEPXHOCTAX OrParKAaloLIMX KOHCTPYKUMNA,
obopyaoBaHua, ogexKabl paboTalolero nepcoHana.

OnpeaeneHne mexaHUYECKUX BKAOUEHWUI B BO3Ayxe NMOMELLEHUN U KOHTPOAb MUKPOBHOW o0bcemeHeHHOCTH
NMomeLLeHNI MPOBOAAT B COOTBETCTBUN C METOAMYECKUMM YKa3aHUAMM.

Obuwue caHUTapHO-TUrMeHnYeckne TpeboBaHMA K BO3ayxy paboyeit 30Hbl, METOAAM U3MEPEHUA U KOHTPONA
rnokasartenen MUKPOKIMMATa M KOHLEHTPaUMiA BpeaHbIX BeLecTs8 onpedeneHbl CaHUTAPHbIMKU MPaBUAaMU |
TMTMEHNYECKUMMN HOPMATUBAMMU.

6.10.9. He ponyckaeTca NpuMblKaHMe MomelweHnin 1, 2, 3 KNacCOB YMCTOTbl K HAPYXHbIM Orpa*kaatoLmm
KOHCTpYKUMAM. NomMelleHna 6onee BbICOKOFO Knacca YMCTOTbl HEOBX0AMMO pacnosiaraTb BHYTPU NomelLeHna bonee
HM3KOrOo Kacca.

6.10.10. MomeweHna 1, 2, 3 KNaccoB YMCTOTbl HE AOMNYCKAeTCA pacnoaaraTtb B Nogsane UAM B LLOKOJbHOM
aTaxe.

6.10.11. Yepe3 npounssoacTBeHHble nomeweHna 1, 2, 3 KNaccoB YNCTOTbI, Kak NPABUIO, HE A0JIKHbI NPOXOANTL
KOMMYHUKaLUMKU N BO34YXOBOAbI.

6.11. CocTaB caHUTAPHO-ObITOBbIX NOMELLEHMI ONpenenaeTca XapakTepom NPon3BoACTBEHHbIX NPOL,ECCOB.

6.11.1. [Ina XpaHeHua oaexAabl PasinMYHbIX BUAOB (YAMYHOW M CNeuManbHOM oaexabl - NepexogHon u
TEXHO/IOTMYECKOM) NpeaycMaTpmUBaloT rapaepobHble. MapaepobHble gna XpaHeHUA YAUYHOM U NepexoaHOM oaexapl
pacnonaratoT npu BXoAe B 3aaHue. TEXHONOTMUYECKYIO OAEXKAY XPaHAT B CNeLuanbHbiX rapaepobHbix.

6.11.2. [lywesble, NOMELLEHNA ANA MbITb PYK W TyaneTbl AOKHbI BbiTb U30/1MPOBaHbI OT NPON3BOACTBEHHbIX
NOMELLLEHWUA.

6.11.3. MomeweHns gnsa npuema NULLM U oTApbIXa AOMKHbI ObITb N30/IMPOBAHBI.

6.11.4. lna NnoAroToBKM NepcoHana AOMXKHO bbiTb CO34aHO HeobXoAMMOe KO/MYECTBO MOMELLEHUA KNaccoB
ynctotbl 3(C) mn 4([) oTaenbHO ANA KaxAoro nona C Hagneskallen BeHTUAALMEN W COOTBETCTBYHOLIMM
obopyaosaHuem. Btopas rapaepobHaa 1 BTOpas yMblBasibHasA AO0/KHbI MMETb B OCHALLLEHHOM COCTOAHWKN TOT e
KNaCC YNCTOTbI, YTO U MOMELLLEHMSA, Ky/[a OHU BeAyT.

NMomelteHmna pgnA  NOAFOTOBKM NEpCOHaNa  LOJ/IKHbI obecneunTb pasgeneHne pasIMYHbIX 3TaMnos
nepeogesaHuA. B aTn nomew,eHNA MOXKHO BXOAUTb NNLLb B yncTom nepexop,Hoﬁ oaexge un CMeHHOM O6yBM.
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6.11.5. NomeLLeHne ana NOArOTOBKM NepcoHana pacnonaratoT BHe 30Hbl npoussoacTea MWBI, ocobeHHo npum
Npou3BOACTBE CTEPWUbLHON MNPOAYKUMWU, HENOCPeACTBEHHO MNPUMbIKAS K NPOU3BOACTBEHHbIM  "4nCTbiMm"
nomeLLeHUAM.

6.11.6. MomeweHna ob6opyayOT yMbiBa/IbHUKAMU C XOJIOAHOM U ropaveit Bogon. [as CyLWKM PYK UCMOb3YIOT
CTEpPU/IbHbIE MOJIOTEHLA OAHOKPATHOrO WMAWM MHOTFOKPaTHOrO MCMOAb30BaHWA WAW BO3A4YLIHbIE CyWWAKU. B
NOMELLEHUAX A0MKHbI ObITb 3aKPbIBAOWMECA EMKOCTU AN UCMO/Ib30BAaHHOW TEXHOMOIMMYECKOM OAeXKObl, a TaKkKe
motowue n gesmHduumpytowme cpeacTsa Ans MbiTbsl U 06paboTKM pyK.

VII. TpeboBaHUA K NOMELLEHNAM

7.1. TpeboBaHMA K NPON3BOACTBEHHbLIM MOMELLEHUAM:
7.1.1. 3paHna gna npomssoactsa MUBI npoeKTUPYIOT B COOTBETCTBMU C HOPMATUBHbLIMU AOKYMEHTAMM.

7.1.2. Mpowussoactso MUBIT moxeT ocyLLecTBAATLCA B OAHOM WM HECKOJIbKMX 343aHUAX, PACMONOMKEHHbIX B
COOTBETCTBMU C TPebOOBAHUAMMN HOPMATUBHbBIX AOKYMEHTOB HA YCTAHOB/JIEHHOM PACCTOAHUWN OT KWIOM 3aCTPOMKM, a
TaKXKe ApyrMx ObObeKToB, KOTOpble MOryT OTPMUATENbHO BAMATb Ha MPOWU3BOACTBEHHbLIA MPOLECC M Ka4yecTBo
npoAyKUUN.

7.1.3. TeppuTOpMA, Ha KOTOPOM PACMONOXKeHbl 3gaHMA nponssoacTea MUBI, A0MKHA MMETb 3e/1eHYI0 30HY U
orpakaeHue.

MoBEPXHOCTb MOYBbI MEXAY 34aHUAMM AOMKHA ObiTb 3aachanbTUpPOBaAHA, LOMKHbI ObITb MPUHATLI MeEpbI,
WCKtOYatoLWwMe NPOHUKHOBEHWE Ha TEPPUTOPUIO FPbISYHOB M APYTUX *KUBOTHbIX.

7.1.4. Tepputopus, 34aHMA pasmelleHmna npoussoactsa MUBI gonxkHbl OXpaHATbCA U 6biTb 0becneyeHsl
OXPaHHOM W NPOTMBOMOXKAPHOM CUTHAAN3aLMEN.

7.1.5. Mpn nnaHWMpoBaHMM nNomeleHuit gns npoussoactea MUMBI npeaycmaTpuBaloT B COOTBETCTBMM C
HOPMATUBHLIMW [OKYMEHTAMW CUCTEMbI 3N1EKTPOCHAOKEHMUA, OCBELLEHWA, KOHAMLMOHWPOBAHMUA, BEHTUAAUMMU,
repmeTusalmm, BOAOMPOBOAA, KaHanM3auum c obessaparkMBaHMEM MHOEKLUMOHHbIX MATepPUaNoB U yaaneHUem
OTXO40B.

7.1.6. MpK NAaHUMPOBAHUKN pasMeLLeHMA NPOM3BOACTBEHHbIX NOAPA3AeNeHUN B 34aHUAX NpPeayCcMaTpuBaloT
cnepytollee:

- MNPOM3BOACTBEHHbIE MOMELLEHUS OTAE/NbHbIX HaumeHoBaHui MMWEBI [onXHbl 6bITb 06BbEAMHEHDbI B
OYHKLMOHaNbHO-TEXHMYECKME ONOKU:  KYyNbTUBUMPOBAHMA MWKPOOPTraHUM3MOB, MWHAKTUBALMM, KOHUEHTpaUmM,
OYUCTKU, PO3/IMBA, XPAHEHUA, CAHUTAPHO-ObITOBbIE NOMELLEHMA U T.A4., KOTOPbIE NPU HEOBXOANMOCTU AOXKHbI ObITb
obecneyeHbl aBTOHOMHbIMUM cUCTEMamK obecneyeHuns NPON3BOACTBEHHOIO NPOLLECCa;

- MNOTOYHOCTb MnpousBoAcCTBa C KpaTHaﬁLUMMM paccTtoAHnAMMN MmeXay OoTAeNlbHbIMU TeEXHO/O0TMYeCKMMun
ydyactkamun. pon3BoaCTBEHHbIE MOMELLEHUA O0XHbI 6bITb CBA3aHbI mexay cobom nepeagatoyHbiMn  WAKO3aMU
OTAENbHO ANA NPOX0o4a NepCoHana U ANnA nepeaadn npoaykunm no aTanam TeXHONOIMMNK;

- UCKIIOYWUTb NepeceyeHue MyTell CNefoBaHMA MepcoHana M TEXHO/IOTMYECKMX MNOTOKOB, MNepeceyeHus
"rpasHbIX" 1 "4ncTbIX" NOTOKOB ABMMKEHUSA NPOAYKLUM, OTXOA40B NPOM3BOACTBA, 1abopaTopHOM NocyAbl, PacXoAHbIX
MaTepuanos u np.;

- o6opy,u,OBaH|/|e AO0/1IXKHO 6bITb pasmeweHO W 3aKpenaeHo 3a onpeageneHHbiMn TEXHONOTMYECKMMU
npoueaypamu, npn 3TOmMm OOJ1XKHbI 6bITb CO34aHbl MAaKCMMabHblE yCN0BUA N30nAUNN TEXHNUYECKOTO 06CI'IY)KVIBaHMFl
060py,£l,OBaHVIF| OT Npon3BoACTBEHHOTIO npouecca;

- TEXHO/I0TUYeCKMe nomeweHna O0/1KHbl 6bITb CrpynnmnpoBaHbl TaKXe U No Knaccy YUCTOTbI. Ona Kaxkporo
TEXHO/IONM4YeCKOro nomeuweHnAa AonaxKeH 6bITb YCTaHOB/NEH K/aCC YUCTOTbl B 3aBUCUMOCTU OT TpeGOBaHMﬁ
pernameHTa npoussoAcTsa. NNomeweHun 6onee BbICOKOrO Knacca AONTXKHbI 6bITb pacnonoXxeHbl BHYTPU I'IOMEUJ,GHMVI
b6onee HM3KOro Knacca. He AONYCKaeTCA pasmelleHne I'IOMeUJ,EHVIl‘;L ANA KOTOPbIX NpeaAyCMOTPEHbI BbICOKME K1aCCbl
YNCTOTbI B NoABasie UM ULOKOJIbHOM 3Taxke 3L|,aHMl71.



7.1.7. B npou3BOACTBEHHbIX MOMELLEHNAX CO34al0T YyCAoBUA Ana cobaogeHua CaHUTapHO-TMIMEHNYECKOro
pexunma, TexHMKM 6e3onacHoCTM U noxKapHoi 6esonacHocTU. JoAXHbl BbiTb NPeAyCMOTPEHbl CaHUTapHO-ObITOBbIE
NOMELLLEHUA, UCKloYatoLMe HeOBX0AMMOCTb BbiX04a NepcoHana 3a npeaesnbl y4acTka Bo Bpema paboTbl.

7.1.8. B nomelLeHusx, rae cornacHo pernameHTy npomssoactea MUBI nponssoaaT paboTbl ¢ TOKCUMYECKMMMU
BeLecTBaMm, BbICOKOANNEPreHHbIMU BeLeCcTBaMU, NeTYUYUMU XUMUKATaMU, A4aMUN, @ TaKKe C MUKPOOpraHnsmamm 1
- 4 rpynn NaTOreHHOCTH, A0/IXKHbI H6bITb 06ecneyeHbl YCN0BUA, NPeaynpexaatowme nepekpecTHyo KOHTaMUHaLMLO,
61onornyeckne n xummyeckmne BbI6POCbl B COOTBETCTBUM C CAHUTAPHbLIMW NPaBUAAMU.

7.1.9. |_|p0M3BOACTBEHHbIe nomMmeuweHnA MapKUpPyroT U UCNONb3YHOT CTPOIo NO Ha3dHAa4YeHUIHO.

7.1.10. NomeLeHnsa A0NKHbI UMETb FNagKMe BHYTPEHHME NOBEPXHOCTM (CTEHbI, MO/bl, MOTONKM, OKHa, ABEPU).
Tpybbl BOAOCHAOXEHMA, Tenna, KaHaau3auuu, 3/1EeKTPOMNPOBOAKA AO/MKHbI ObiTb CKpbITbl. He A0/MKHO ObiTbh
BbICTYNOB, HULL, A0XeEH ObITb YA0OHbIN A0CTYN ANnA YOOPKKU, MbITbA, 06paboTKM Ae3MHPUUNPYIOLWMMUM CpeaCcTBaMMU.

MOTONKM O0NXKHbI 6bITb 3arepPMeTU3NPOBaHbI, CTbIKM MeXAy CTEHamMM, NMoAaMM U MNOTONIKAMU AO/KHbI UMETb
3aKpyr/ieHHyto popmy.

MaTepuansl Ana OTAENKM CTEH, NONOB, MOTONKOB A0/XKHbI ObITb HEFTOPHOYUMU U YCTONYMBLIMU K BO34EMCTBUIO
AE3NHPULMPYIOLLMX CPEACTB, IETKO NOABEPraTbCA MbITbo U YBOpKe.

7.1.11. Bce Nnpon3BoACTBEHHbIE MOMELLEHNA LO/KHbI ObITb 06ecneyeHbl NeperoBopHbIMU YCTPONCTBAMM.

7.1.12. CaHuUTapHO-bObITOBON 60K A0O/IKEH BKAOYATb MOMELLEHUA: O/ XPAHEHMA BEPXHEW odexAabl, AnA
oTAbIXa U Npuema MUK, 414 NOAroTOBKM NepcoHana K pabote - pasaeBasika, MbITbe PYK, AylieBas, TyaneTbl. ITansl
nepeoseBaHUsa N CMeHbl 00yBM A0/KHbI ObITb pa3aeneHbl, YUToObl n3beXkKaTb 3arpA3HEHUA TEXHO/IOTMYECKON OAeXKabl
1 06YBN MUKPOOPraHU3Mamm U MeXaHUYECKUMM YaCTULLaMU.

7.2. TpeboBaHUsA K NOMeLLeHUAM gns ynakoskn MUBIM:

7.2.1. NomeLlleHna ansa ynakosku MUBI aonxHbl 6biTb A0CTaTOYHbIMK MO NAOWAAN U obecne4ymBaTb yCN0BUA
ONA NPaBUNbHOW OpraHM3aUMM TEXHONOTMYECKUX onepauuii, BKAYas nepemeuieHre MUBI M ynakoBOYHbIX
MaTepuanos, a TakXKe XpaHeHMA STUKETOK Ha BHELLHIOK YNaKOBKY M YNaKoBOYHbIX MaTepnanos.

7.2.2. ObopyaoBaHUe JOMKHO BbITb PAacNoNOXKEHO TaKUM 06pa3om, YTODbI YCTPaHUTbL ONAaCHOCTb CMELIUBAHUA
Kak pasnunyHbix MUBI, Tak 1 pasHbix cepuin 0a4HOro 1 Toro e MUBI.

7.2.3. B nomeleHusax cobnoaaloT caHUTapHble TpeboBaHMA MO OCBELLEHMIO, TEMMEPATYPHOMY PEXUMY,
BN1a)KHOCTW BO34yXa, BEHTUNALUUU U T.A4,.

7.3. TpeboBaHusa K nomelleHnam ans xpaHeHma MUBI (cknag rotoBon npoayKumm):

7.3.1. YcTtpolicTBo M obopygoBaHMe, 3KcniyaTauMa nomelleHuin xpaHenna MUBI gomkHbl obecneunsatb
coxpaHHocTb MUBIT.

7.3.2. B CKNaacKOM MOMeLLEeHUN MOAAEPMKUBAKOT TemnepaTypy M BAAXKHOCTb BO34yXa B COOTBETCTBUMU C
UHCTPYKUMAMU NO NPUMEHEHUIO XPaHUMbIX MNpenapatoB U CaHUTAPHbIMKU MNpaBu1aMKn, MNPOBEPKY KOTOPbIX
OCYLLECTBNIAIOT He pexe 2 pa3 B CYTKM WAW aBTOMATUYECKW PErucTpUPYOT Ha MMWyLMX ycTpoicteax. [ns
HabnogeHMA 33 3TUMM MapameTpamu CKAAACKME nomeleHus obecneymBatoT TEPMOMETPAMMU U TUIPOMETPaMM,
KOTOpble 3aKPenAtoT Ha BHYTPEHHUX CTEHAX XPaHWUAULLA BAANM OT HarpesaTe/lbHbIX Npubopos Ha BbicoTe 1,5-1,7 m
OT MO/MIa M HA PACCTOAHMM He MeHee 3-x MeTpoB OT ABepel. TepMOMETPbl U FUFPOMETPbl AO/KHbI UMETb
aBTOMaATMYeCKNe AaTYMKK, YCTAHOB/IEHHbIE CHAPYXKMN.

[NAa Kax[aoro nomeweHua 3aBogAT XKypPHaA UAK KapTy ydeTa TemnepaTypbl U OTHOCUTENbHOM BIAXKHOCTM.

7.3.3. [Ina noaaep:kaHuMa YMCToTbl BO3AyXa NOMeLLeHMA 060pyayoT NPUTOUYHO-BbITAXKHON BeHTMAAUMEN. [ns
opraHusaumii ¢ manbim ob6bemom Bbinycka MUBI cknagckue nomelLleHnsa moryT 6biTb 3aMeHeHbl Kamepoi Ppuro,
XONOAWNIbHOM KOMHaTOM W T.A4., XpaHeHne MMWBI B KOTOpbIX AO/KHO ObiTb MOZ KOHTpPOJieM TemnepaTypbl,
BJAXKHOCTM BO3JyXa B COOTBETCTBMM C WHCTPYKUMSMWU MO MNPUMEHEHUIO XpaHeHua MMWBIM u caHUTapHbIMK
npasuaamu.
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7.3.4. Cknaackue nomelleHns obecneymsatloT HEObX0AMMbIM KOIMYECTBOM CTeNnnaxen, Wwrkados 1 noaa0HOs.
YCTaHOBKY CTeNNakei OCyLLecTBAAT Takum o6pasom, 4Tobbl OHM HaxoAuAucb Ha pacctoaHuu 0,6 - 0,7 m oT
HapYXHbIX CTeH, He meHee 0,5 M OT NOTO/IKa U He meHee 0,25 m OT nona. PaccTosiHMe MeXAay CTennax)aMmn AOIKHO
coctasnATb He meHee 0,75 m Ana obecneyeHUs AOCTaTOYHOMO OcBelleHNa 1 cBoboAHOro AOCTyna K npenapaTtam.

CKnafckne nomelleHMA cofepyaT B UYMCTOTe, MO/bl MOMELLEHUA He peske OAHOro pasa B AeHb ybupator
BNAXXHbIM CMOCOBOM C NPUMEHEHUEM Pa3peLLIeHHbIX B YCTaAHOB/IEHHOM NOPAAKe MOIOLLMX CPeacTs (B COOTBETCTBUM C
cony.

7.3.5. B cknagckux nomeweHunsx MUBI pasmeluatoT Ha cTeslnaxax B KOHTelHepax oTAelbHO B COOTBETCTBUM C
MX HOMEHKNATYpPOM, C COOTBETCTBYIOWEN LIBETHOM MApPKUPOBKOM M C YY4ETOM YCTaHOB/IEHHbLIX CPOKOB XPaHEHMUS.
JonyckaeTcs pasmelteHne MUBI Ha noaaoHax, pasmeLLLeHHbIX Ha Moy, € cCobtoAeHMEM TeX e NpaBul.

7.3.6. Ha ctennaxax, nonkax, LWKadax MNPUKPENAAIOT CTeNNaXKHYI0 KapTy, B KOTOPOM YyKa3blBalOT
HanmeHoBaHWe npenapata, CepUto, CPOK rOAHOCTU, KOIMYECTBO YMAaKOBOK.

7.3.7. B npouecce xpaHeHMA OTBETCTBEHHOE INLO OCYLLLECTBAAET PEryNAapHbIiN BU3yanbHbI KOHTPO/b (He pexxe
1 pasa B Mecsl) 3a COCTOAHNEM BHELLHEN YNaKOBKU. MNpu BbiBAEHUN AedEKTOB BHELHEN YNAKOBKK - YyCTPaHEeHMEe UX
nposoAaAT B cootsetcTaum ¢ COl.

7.3.8. Ha cknage rotoBoW NPOAYKUMW KaTEropuuyecku He [OMNYyCKaeTcAs XpaHeHMe CbipbA, MaTepuanos,
nonypabpunkatos MUBMN n 060pyL0BaHNA, HE UMEIOLLEro OTHOLLEHME K paboTe cknaga.

7.3.9. B NnomeLLeHUAX XpaHeHNA, a TaKKe Ha TePPUTOPMM CKNAaLa CUCTEMATUYECKM NPOBOAAT MEPONPUATHA NO
60pbbe ¢ rpbi3yHaMM, HACEKOMbIMU U APYTMMU BPEAUTENAMM.

VIIl. TpeboBaHuA K 060pya0BaAHUIO

8.1. ObopynoBaHMe A0NKHO ObITb CKOHCTPYMPOBAHO, CMOHTMPOBAHO M Pa3MeLLEHO TakKMM 06pasom, YTobbl:
- obecneuymBaTb HEMPEPbLIBHOCTb Npouecca npoussoacTsa MUBI;

- ONTUMMU3UPOBATb MOTOKMU UCXOAHOTO CbiPbs, MaTEPUANIOB U CBECTM K MUHUMYMY NepeMeLL,eHNe NepcoHana;
- rapaHTMpPOBaTb YC/IOBUA aCENTUYHOCTU U CTEPUIBHOCTM B NPOLLECCE IKCMNIyaTaumu;

- co34aBaTb yA06CcTBa 415 BbIMNOJIHEHUA NMPOM3BOACTBEHHbIX ONepaLmii U YMeHbLLaTb PUCK OLLUMBOK;

- BonyckaTtb 3G PEeKTUBHYIO YOOPKY NbIAN U TPA3K.

8.2. O6opyp,OBaHl4e MCNONb3YOT B CTPOIrOM COOTBETCTBMU C HAa3HA4YeHUEM U MHCprKLLMeVI no 3KcnayaTauuun, B
npouecce ero yCtaHoBku nposogAT Banngauuto.

8.3. MoHTaxK 060pyA0BaHNA NO BO3MOMKHOCTU MPOM3BOAAT TaK, YTOBbl aBTOMaTUYECKME U MEeXaHWYecKue
YyacT, 0b6BA3Ka U CEPBUCHbIE 30HbI Pa3MELLAZINCb BHE YWUCTOM 30Hbl, YTO MO3BOJIUT MPOM3BOAUTbL TEXHUYECKOE
obcnyKmMBaHMe M pemoHT BHe nocnegHein. Bce uactu obopypoBaHuA, He Tpebylowue pocTyna B npouecce
NPOV3BOACTBA, @ TaKXKe NepeaatoLLne YyCTPOMCTBA AO/KHbI ObITb 3aKPbITbI UM OTTOPOXKEHDI.

Ecnv TexHnyeckoe 06CyXnBaHMe Man peMOHT 060PYyA0BaHNA BbINOJHAOT B YUCTON 30HE, NPUMEHAIOT YACTbIE
WMHCTPYMEHTbI U npucnocobnieHus. Mocne Takux onepauuii, nepes Hadyalom MNPOM3BOACTBEHHOrO Mpouecca BCo
YUCTYIO 30HY TLLATE/IbHO MOIOT U A€3UHPULIMPYIOT.

8.4. ObopyaoBaHWe AO/IKHO JIerKo NMoABepraTtbCa MOMKe U Ae3MHOEKLMM, COLeprKaTbCAa B MCMPABHOCTM U
noAgepraTbcA CaHUTapHON 06pPaboTKe B COOTBETCTBMM C rpadUKom.

8.5. Bcemy o060pyaoBaHWI0O MNPOBOAAT MAAHOBbIA MNPOPUNAKTUYECKMI PeMOHT W Banugaumio. Ero
MCMNO/Nb30BaHMNE, NOC/E TaKUX MEPONPUATUIA, paspeLlaeT oTaeneHne obecneyeHuns KayecTea.

8.6. Ucnonb3osaHue 060pyAOBaHMFI M annapartypbl, CNOCOBHbIX BblAENIATb BOJIOKHA U Op. MeXaHUYeCKue
4acCTuubl BO BHELWHKK Cpegy B YUCTbIX 30HaX, OOJIXKHO 6bITb OrpaHn4yeHo, a npwun nposegeHn acenTUYecCkux



onepaLnin NoSIHOCTbIO UCK/TOYEHO.
8.7. TpeboBaHMA K anemeHTam 060pyA0BaHKNA, conpuKkacatowmmea ¢ MUBIT:

- HE OONIXKHbl noAaBepratbCA XMMUYECKMM peaKUUAM, KOPPO3UU, OKUCNEHUID, OLeNaYnBaHUIO, COOEPHKATb
Beulecrea, KOTOpble, BbIAENAACD U/IN BbiIMbIBAaACb, MOTyT NOMacTb B COCTaB MWBIT;

- He AO/IKHbI BbITb NMUPOreHHbIMM, MOBEPXHOCTHO-aKTUBHbLIMM, TOKCUYHbIMKM, B3aumogaelcTsosatb ¢ MUBI,
OKas3blBaTb BAMAHME Ha ynuctoty MUBIT;

- 0O/BKHbI BbITb U3roTOB/IEHbI U3 MaTEPManoB, HE OKa3blBaloLWMX UHIMBUPYIOLWLEro AEWCTBUA Ha aKTUBHOCTb
npenapara.

8.8. Ctepununsaumio o6opyaoBaHUs BbIMOHAIOT NOC/E NOHOM pa3bopku npmubopa.

8.9. ObopypoBaHMe, pasmepbl U KOHPUrypaLMa KOTOPOro He NO3BONAET NPOCTEPUAN30BATL €0 B aBTOKaBe,
noJBepraloT NapoBOM CTEPUAM3ALMM HA MecTe C NOATBEPNKAEHMEM ymeHbweHus B 1E6 pas KonauyecTsa
MWKPOOPraHM3mMoB, Hanbosiee YCTOMUYMBLIX K NapOBOMN CTEPUAN3ALNN.

8.10. MNap He A0MKEH CNYKUTb UCTOYHMKOM 3arpsasHeHMs 060pyA0BaHMA U NPOAYKTA.

8.11. [lna nepekaynBaHMA MAM pPa3nMBa Npenaparta UCNob3yT 31aCTUYHbIE WAAHIU C YAPYTMMU, MPOYHbIMU
CTEHKaMK, noagatowmeca MHOFOKpaTHOM cTepuamsaumn. [poYHOCTb LWNAHIOB HEe [O0J/BKHA MEHSTbCA npu
ONTENbHOM BO34EMCTBUM XMMUYECKUX BELLECTB, MCMNO/b3YEMbIX B KayecTBe WMHAKTMBATOPOB, CTabMAM3ATOPOB U
KOHCEPBAHTOB.

8.12. Y351bl 060pya0BaHUA, COMpUKAcatoWmMeca ¢ nNpenapaTom, AOJIKHbl OblTb CbeMHbIMU U BbIAEPKUBATb
peXMm MHOToKpaTHoM cTepunmsaummn npm 180 rpag. C B TedeHMe 4 4yacoB. MOHTaXKHAA Cxema [AOJIKHaA
rapaHTMPOBATb, YTO KaK[as TOYKa BHYTPEHHMX MOJIOCTEN annapaTta, TpybonpoBoAoB, 3aNOPHON U peryanpytowen
annapaTypbl, a TAKXKe APYrnX 31IeMEHTOB TEXHUUYECKUX CUCTEM paboTaeT B acenTUYECKUX YCIOBUSAX.

8.13. lepmeTnsaums obopynoBaHMA M KOMMYHWKaAUM ABaAeTca obsasaTenbHON NpeanocbiiKoi paboTbl B
CTEPUIbHBIX YCNOBUSAX.

8.14. TpaHcnopTtuposaHme MWBI no TpybonpoBogam, a TakkKe pabounin pexmm annapaToB He AOJIKHbI
HapyLwaTb CTEPUNbHOCTM MPOAYKTA.

8.15. B npouecce npom3BoACTBA BCe 4acTM 060OpPYA0BaHMA, KOHTAKTUPYHOLWME C NPOAYKTOM, He [OJ/IKHbI
HarpeBaTbcs 6bonee yem Ao 32 rpaa. C.

8.16. CmasblBalole BeELLECTBA M OXNAXKAAOWME XKUAKOCTU He [AOJKHbl Haxo4uTbCA B KOHTAKTe C
npoayKuuen.

8.17.YcTaHOBKM anA 06pa6OTKM BOAbl AO1XKHbI rApPaHTUPOBATb NO/y4eHNE BOAbl COOTBETCTBYHOLWEINO Ka4yecCTBa.
OHW He AOoMKHbI pa6OTaTb C npesblleHNnemM nx Npons3BoauUTENIbHOCTH.

MonyyeHHas BoAa A0/KHA XPAHUTLCA UKW LMpPKYyAnpoBaTb Npu Temnepatype 80 rpag. C unu He 6onee 4 rpag.
C, T.e. Npu ycnoBuaAx, Npeaynperraatowmx MMKPobHbI pocT.

8.18. XVIMVI‘-IGCKYIO nocyay Tuwarte/sibHO MOKT B aBTOMATax C UCNONb30OBaHMEM MOKOUWMKUX Cpeacts C mMmaJibim
OocCaXXaeHumem c nocnegyrowmm npomMbiBaHNEM AVICTMﬂﬂVIPOBaHHOI‘;I nnun LI,EMOHVBMpOBaHHOﬁ BOAOVI.

8.19. ®unbtpbl gna odunbtpauum MUBI, BBOAMMBIX NapeHTepasibHO, He AO0/XHbl OTAENNATb BOJIOKHA.
Ncnonb3oBaHue GUNLTPOB, OTAENAOWMX BOJIOKHA, BOSMOMHO TO/IbKO B TOM C/y4ae, eC/IM UX HeNb3A 3aMeHUTb
ApyrMmu. B aTom cnyvae nNpoBOAAT JOMNONAHUTENBbHYIO GuabTpaumio Yepes GUAbTPbI, HE OTAENAOWME BOIOKHA, C
pasmepom nop He 6onee 0,22 mK. Ucnonb3oBaHue GUNLTPOB, COAEPNKALLMX aCOECT, C NOCAeAyOLWEeNn OUNCTUTENBHON
bunbTpaumen man 6e3 Hee paspellaeTca TOIbLKO B TOM ciydae, ecan ByayT npeacTaBiaeHbl AOKa3aTenbCTBa, YTO
Apyrue GunbTPbl BAUAIOT Ha KAYeCTBO NPOAYKTOB.

8.20. ABTOMaTmnyeckoe, mexaHu4yeckoe u 91EKTPOHHOE O60py,EI,OBaHVIe, BK/1IO4aA KOMMNbKOTEPHOE, AOO0J/1IXKHO



KannmbpoBaTbCA M KOHTPO/AMPOBATLCA B COOTBETCTBMM C Nporpammoit obecneyeHus yCNOBUIA COOTBETCTBYIOLLEN
aKCnAyaTauuu.

8.21. MpOTOKO/bI KANMBPOBKMN N KOHTPOAA COXPAHAIOT B MMCbMEHHON GOpMe B TeUEHWE CPOKa SKCMayaTaumm.
Mpy nNpoBefeHWM KOHTPOAA C MOMOLLBIO KOMMbIOTEPA COXPAHAIOT pes3epBHbl ¢ain AaHHbIX, BBEAEHHbIX B
KOMMblOTEp.

8.22. depmeHTepbl, aBTOKNaBbI, TEPMOCTaTbl U Ap. 060pyA0BaHNE L0/KHbI ObITb CHAabXKeHb! 3aNWCbIBaOLWMMU
ycTpoictBamu. LlenecoobpasHo cHabKkeHMe 060pyL0BaHWMA YCTPOMCTBAMM CUTHANM3aALMW, M3BELLAOWMMKA O
HEeMCNPaBHOCTY.

8.23. Becbl U ap. obopygoBaHMe AN U3MEPEHWa LO/KHbI MMETb HeobXoAWMbIA AManasoH M3MepeHus.
ToyHOCTb NPUBOPOB AOJIXKHA 0becneynBaTb COOTBETCTBYOWME NMPOU3BOACTBEHHbIE UM KOHTPOJIbHbIE OMNEepaunu.
KannbposKa aToro obopyoBaHUA [OAKHA NPOBOAMTLCA TOYHO MO rpaduKy.

8.24. ObopynoBaHMe A8 MbITbA U CTUPKM MaTepuanoB, UCMOJ/Ib3YEMbIX B NPOU3BOACTBEHHOM MpOLLEcCe,
[0MKHO BbITb NOA0OPAHO M UCMO/Ib30BATLCA TaK, YTOObI HE CO34aBaTb AOMNONAHUTENbHbIE UCTOYHUKM 3arpsA3HEHMUA.

8.25. YcTaHOB/EHHbIE B MPOU3BOACTBEHHOM NOMELLEHUMN TPYObl MapKMPYIOT C YKazaHWeM CoaepKnmoro Tpyb
W HanpaB/ieHNA NOTOKa.

8.26. Bcemy o60pyaoBaHMIO, BKAKOYAA CUCTEMbI A8 CTEPUAM3aLUN U UAbTPALMM BO3AyXa, 06paboTKM BOAb,
OUCTUNNATOPbI, MPOBOAAT MJIAHOBbIA  TEXHUYECKUI OCMOTP C OOKYMEHTUPOBAHMEM WX  Aa/bHeuwero
MCMNO/Ib30BaHUSA.

8.27. Yactn obopyaoBaHuA, 3anosiHSemble B NPOU3BOACTBEHHOM npouecce Temu nam uHbimm MWBI nan mx
COCTaBAAIOWMMM, OYMLLAIOT Cpa3y Moc/ie 3aBeplleHMA npouecca. ITO NO3BOAAET UCKAOUUTb MNepeKkpecTHoe
3arpsA3HeHue nocaeaylowmx cepuii, ocobeHHo B cay4danx, rge KommnoHeHTbl MUBIM moryt agcopbupoBaTtbca Ha
NAACTUKOBbIX IMHUAX, U U30eXKaTb PA3MHOXKEHMA MUKPOOPTraHM3MOB 1 NMPUCBbIXaHUA maTepurana.

Mpouecc OYNUCTKU A0NKEH NPUBOAUTL K MONHOMY YA3d/IeHUIO BCEX CNe0B paHee N3roToBNEeHHOro maTtepuana.
lNocne o4UMCTKM B annapaTe He A0/1)KHa OCTaBaTbCA Baara, CI'IOCO6CTBleLLI,aﬂ Pa3sMHOXeHNIO 6aKTepm?1 M HaKoNnneHuo
NMUpPoreHos.

8.28. Mpu BanMAauMmM U KOHTPOJE METOAO0B OUYUCTKM ob6opyaoBaHMA Npobbl C MX MNOBEPXHOCTU bGepyT
TaMMOHaMM AN NYTEM CMbIBOB.

8.29. Mpobbl 6epyT ¢ pasHbix yyacTkoB naowaapto 20 x 30 mm. B cnyyae TpyAHOPACTBOPMMbIX NPOAYKTOB
npegnoYTuTeIbHee UCMOJIb30BaTb TAMMOHbI.

8.30. Jonyctmble MMWUTBI OCTAaTOYHbIX KOJIMYECTB CMbIBAaeMbIX MPOAYKTOB [AO/IKHbl ObiTb YCTaHOB/IEHbI B
corn.

8.31. Onepatop (MM apyroe oTBETCTBEHHOE /IMLO) AO/KEH NpPoBepATb 060pyA0BaHWE A0 Havana pabortbl,
obpalan ocoboe BHMMaHME Ha TLWATEIbHOCTb OYMCTKM 060pyaoBaHMA. CpeacTBa OYMCTKM camm No cebe He A0KHbI
3arpAsHATL NPOAYKT.

8.32. ObopynoBaHue, wucnosnblyemoe [Ans  paboTbl €O CTEepPUIbHbIM  MaTepuanom, NPOBEPAIOT
MUKpoBUONOrMyeckMmu metogamm B cootsetctamm ¢ COIM.

8.33. Xpomatorpaduryeckoe ob6opyL0BaHME MOXKET UCMOJb30BATLCA AJ/1A OUYUCTKM TO/IbKO O4HOTO NpenapaTa u
OO/IKHO  OuYMWATBCA UM CTePUIM30BaTbCA MNocie  Kaxaown cepun. Ocoboe BHMMaHMe yaensaloT npoueccy
OEKOHTAaMMHALMN M OYUCTKM MPU NOBTOPHOM MCMONb30BAHUM TOrO e 060pyAOBaHMA Ha HECKO/IbKMUX CTagmax
npo13BOACTBA.

8.34. [lonKHbl 6bITb YETKO YCTAHOBEHbI NPOAOMKUTENBHOCTb UCMO/Ib30BAHNA XPOMATOrPadnUYEeCKMX KONOHOK
N MmeToAbl cTepuamsaummn. Heobxoammo cobat04aTb COOTHOLLIEHUS MEXKAY COPOLUNOHHON CNOCOBHOCTbIO KONOHKMU U
MUKPOBHOM MM 3HAOTOKCUHOBOW Harpy3Kom.

8.35. Meponpuatna no ybopKe, OYMCTKE M 3KCMAyaTauum ob6opyaoBaHMA AO0/MKHbI GbiTb WU3N0MKEHbI B



NUcbMeHHOM GopMe 1 HaxoanTbCA Npu 06opya0BaHUM B BUAE MHCTPYKLM n COlMos.
B yNnOMsHYTbIX 4OKYMEHTaX AO/XHbl ObITb YKa3aHbI:
- MLA, OTBETCTBEHHbIE 3@ SKCMJTYaTALLMIO M OYMCTKY KOHKPETHOro 060pyA0BaHUs;
- PEXMM TEXHUYECKOTO 06CNYKUBAHMA, OUUCTKU U CAHUTAPHbIX MEPONPUATUIA;

- METOAMKM OEMOHTaXKa U MOHTa)Ka 0bopyaoBaHWA, €C/IM 3TO HEOBXOAMMO ANA CTEPUIN3ALUN OTAENbHbIX
y3/108;

- METOAMKa U NEPUOANYHOCTb NMOBEPKM 06OPYA0BaHUA HENOCPEACTBEHHO Nepes UCNo/b30BaHNEM;

- NepuoaAnYHOCTb MOBEPKM 0O60OPYAOBaHMA, €ero KanmbpoBKa A0MXHbI ObiTb YKasaHbl B PErMcTpaLMoOHHOM
JKypHase no aKcnayaTaummn, B KOTOPOM A0/KHA CoAepKaTbCsa MHPOopMaLMA O NOBEPKE, KaIMBPOBKE, TEXHUYECKOM
obcnyKMBaHUK, onepaumsax MO OUYNCTKE, CTEPUIN3ALLUN U PEMOHTY C YKaszaHMeM AaTbl U UL, BbINOJHAOLLNX BCE 3TU
onepauuu.

8.36. J/lua, OTBETCTBEHHbIE 3@ 3KCMJ/yaTauMilo 0b60pyAOBaHWUA, €XEerogHo COCTaBAAT rpaduK KOHTPOAA U
nNpodMAaKTUYECKOro peMOoHTa 060pya0BaHMA.

8.37. HeucnpaBHoe obopyaoBaHMe HeMeaJ/IeHHO MapKupyeTca Kak AedeKTHOe, a PEMOHT ero npoBogAT B
KpaTyalWwnin cpoK. B cnyyae HEBO3MOMKHOCTM pPeMOHTa 3TO 0bopyAoOBaHWE yaanAlT U3 30H MPOM3BOACTBA WU
KOHTpOAA.

IX. TpeboBaHusa K BaAngaumnm

9.1. B Kawgoil opraHusaumm no npowmssoactsy MMWBI npoBogAT Banupaumio cuctem obecneyeHus
TEXHO/IOTMYECKNX NPOLLECCOB, BCErO TEXHOI0MMYECcKoro 06opya0BaHNsA, MPOLLECCOB M METO0B KOHTPOIA.

9.2. Banngaumum nognexkar:
9.2.1. YucTble NOMELLLEHMSA U 30HbI.

9.2.2. Cuctembl, obecneymsatome NPOM3BOACTBO U UMEIOLME HENOCPEACTBEHHOE OTHOLIEHME K KayecTBy
MMWBI, BkAtoYas:

- Mo4ayy YMCTOro BO3ayXa;

- MoA4ady CXKaToro BO3ayxa;

- Mo4a4y HEeOUULLLEHHOIO M YMCTOrO Napa;

- CMCTeMY NOAFOTOBKMU OUYMLLLEHHON BOAbI;

- CUCTeMy NOAFOTOBKM BOZAbI /151 UHBEKLNI;
- BAKYYMHYIO CMCTEMY.

9.2.3. TexHo/1I0rM4Yeckoe 0bopyaoBaHUe, BKAOYaAS:
- NAaMUHaApHble BOKCbl,

- TEPMOCTaTbl U XONOAUNBHUKM,

- aBTOK/1aBbI,

- pepMeHTEepbI,

- CTepUNnN3aUuNOHHbIE TYHHENN,



- YCTAaHOBKM AnsA aModuamsaumm,

- ueHTpuoyrn,

- MO€YHble MaLUNHBbI,

- pa3/IMBOMHO-3aMaAYHble MalUUHbI U Ap.

9.2.4. TexHONOrM4YeCKME NPOLLECChI, TAKMEe KakK:

- NOAroTOBKA M BHECEHME NMOCEBHOMO MaTepuana,
- KYNbTUBMPOBAHNE BAKTEPUIA U BUPYCOB, KYNIbTYPbl KNETOK,
- pepmeHTaLMSA,

- PunbTpauma,

- Ae3nNHTerpauums,

- cenapaums,

- copbums,

- UHaKTMBaLUMA/AeKOHTaMMHaUuMA,

- MOWKa cTeKkionocyapl,

- YMUCTKa 0bopyaoBaHUA,

- cTepuansauma,

- 3aMopaXkMBaHue n anodunansaums,

- CTEepPU/IbHOE HaMNOAHeHMe amnya N GIaKoHOB,

- repmeTm3aumnsa amnya u G1akoHoB.

9.2.5. UMMyHONIOTUYECKMNE, XUMUYECKME U GUIMKO-XMMUYECKME METOLbl KOHTPOIA KayecTBa rotoBbix MWBI,
MCXOAHOTO CbipbA, a TakKe nosydabpmrKkaToB Ha BCeX CTaAMAX TEXHONOMMYECKOro NPoLecca, Takne Kak:

- peakuma HelTpanmsaumm;

- peakymna remarrnroTmHauum, peaKkuna TOPMOXEeHUA remarrnioTmHauum, peaKkuuna HeﬂpﬂMOﬁ
remarrntotTuHauunmn, peakumna cBA3bliIBaHMA KOMMNJIEMEHTAQ;

- MeToA UMMyHOdpepMeHTHOro aHanusa (UDA);

- onpegenexue 6eska no metoay Jloypu;

- MeTo4, NoIMMepasHol uenHol peakuuu (MUP) u ap.

9.3. Ha Bce 06beKTbI BanMAaLmm foaxHbl 6biTb COMbl, yTBEPKAEHHbIE B YCTAHOBEHHOM NOPAAKE.

9.4. B KaKOOM oOpraHusaumm no MPOM3BOACTBY /IEKAPCTBEHHbIX CPeacTB A0/KeH 6biTb paspaboTaH
Ba/IMAALMOHHLIV NaH, B COOTBETCTBUM C KOTOPbIM NPOBOAUTCA BaNAALMA KOHKPETHOrO 060pya0BaHMsA, npoLecca
U metoza. BanvaaumoHHbIV NAaH yTBEP:KAAET 3aMeCTUTENb PYKOBOAMTENA MO KayecTsy.

BaﬂM,El,aLLMOHHbIﬁ njaaH OTHOCUTCS KO BCelt OopraHnsauunn, B HEM yKa3sblBaloT:

- onncaHume oﬁopy,u,osaHMﬂ, cncrem, npoueccos n metToaos, BasiMaayunio KOTOPbIX MPOBOAAT,



- Bpems 1 nopagok (T.e. rpaduk), B KOTOPOM A0/KHa 6bITb NpoBedeHa Baavaaums;

- craguno (Tvn) BanuMAaauum obbekTa BanMaauMKM (BannaauMAa  YCTaHOBAEHHOro, AEWCTBYIOLLEro WAn
aKcnayaTupyemoro obopynosaHus);

- dopmy npoTOKONa BaNMZaUMM Ha Kaxgbli Bua ob6OpyAoBaHMA C YKasaHMeM Mpoueayp W cpeacTs
N3mepeHns, HeobXxoANMbIX AN1A NPOBEAEHUA BanAaumu;

- BpemMAa n nepnoagn4yHoOCTb NnpoBegeHnA I'IOCI']E,CI,VIOIJ.I,EIZ Banngauunn.

9.5. B opraHusauun no npoussoactsy MUBI gonxHo 6biTb NoapasaeneHue (MAM AULO), OTBETCTBEHHOE 33
nposeaeHune Banangaumm MUBI. MNpu HeobXoAMMOCTU OpraHU3aUMA MOMKET 3aK/4UYUTb AOroBOP Ha nposeaeHue
Ba/MAaLUMM CO CTOPOHHEN opraHM3aumen. Baamaaumio nposoaAat B cootsetctemm ¢ COI. MNpoBeaeHne Baangaumm m
ee npaBuabHOCTb KoHTpoaupyeT HOK B Xxo4e MHCNEKTUPOBAHMA OpraHM3aumMu M aHaan3a NPOTOKON0B Bannaauun.
MpoToKkoAa Banngaumm No4NUCbIBAET NMLO, OTBETCTBEHHOE 33 Ba/MAAUMIO, U YyTBEPXA4AeT 3amM. PyKoBOAUTENA Mo
KayecTsy.

9.6. I'Io,u,pas,u,eneHme, OTBETCTBEHHOE 3a NpoBeaeHNE Banngaunun, BbINONHAET Caieayroulee:
- COCTaBnAeT Bal'IVI,CI,aLI,VIOHHbIﬁ nJaH opraHn3auunu;

- KOHTpO/IMpyeT 0becneyeHHOCTb NPOBEAEHMA BaAUAALMM BCEMU HEOOXOOMMbBIMU CPEACTBAMMU U3MEPEHUA U
[OKYMeHTaMu;

-onpeaenaeT OTBETCTBEHHOE /IMLUO 3a BbINOJ/IHEHUE Ka*X40ro NyHKTA NaHa;

- onpegenser COCTaB WUCMOMAHUTENEW ANA MNPOBeAeHUA BaAMAAUMM C NPUBJEYEHUEM TEXHWYECKON U
METPOJIOrMYECKOoU CNyXK6 opraHM3aLmK, a TaKKe BCEeX 3aMHTepPeCcoBaHHbIX AL

- KOHTPO/IMPYET CBOEBPEMEHHOE BbINOIHEHWE BaNAALMOHHOIO NAaHa;
- paspabaTbiBaeT GOpMbl NPOTOKONOB BaANAaLMUK;
- TOTOBWT OTYET O NPOBEAEHUM BaAULaLmMK;

- MapKupyeT 06opyaoBaHMe COOTBETCTBYIOLLEN STUKETKON C yKasaHuem AaTbl MPOBeAeHHON Bannaauun u
AaTbl cieaytlowen Banmaaumm;

- UCKNOYaeT HeCaHKUMOHMPOBaHHble W3MeHeHMAa B o6opydoBaHUM UAM MeTode nocne nposeaeHuA
Bannaaumu;

- MPUHUMAET Mepbl K HeAOMYLLIEHUIO MCNOb30BaHMUA 0bopyaoBaHMA, He NpoWeALero BaAuaaumio Uan c
WCTEKLIMM CPOKOM AENCTBUA BaanaaLmun.

9.7. TpeboBaHUA K NPOBEAEHMIO BAINAALNMN:

9.7.1. Banupauuio nNpoBOAAT COMNACHO YTBEpPXKAEHHOW ¢opme NPOTOKOo/A BanuvAauMM - [OKYMEHTa,
OnucbiBaloLero noApobHyo npoueaypy M pesynbTaTbl Banupgaumu. MNpoTokon BKAOYaeT B ceba Bce aeTtanu
NPOBEPKU CUCTEMbI, 0O6OPYA0BAHUSA UAN NPUMEHMMOCTU NPOLECCA AN METOAA Nepes, TeM, KaK UX MCMNO/1b30BaTb.

9.7.2. [pOTOKON BaNAaUMM BKAKOYAET:

- 6asoByto MHPopMaLmio 06 obopyaoBaHMK, CUCTEME, NPOLECCE UK METOoAE;

- Ha3Ha4YeHWe 1 uean NPoBeaEeHMA BaAUAaUnK;

- COCTaB MUCMOJIHUTENE U OTBETCTBEHHOCTb JINL, YY4ACTBYIOLLMX B MPOBEAEHUN BaANLaLMK;
- NO/IHOE ONMCaHMe UCNO/Ib3yeMol NpoLeaypsbl;

- MapaMeTpbl, KOTOPble N3MePAIOTCA, U NOPAOOK UX U3SMePEHUA,



- bopmynbl pacyeta u AaeT NpPMMepPbl aHaAN3a NOMYYEeHHbIX pe3ynbTaTos;
- 3apaHee onpeaesieHHble KpUTEPUM NPUHATUA 3aKAHOUEHUI;

- pe3ynbTaTbl M3MEPEeHWA W OTKIOHEHWN TOJIyYeHHbIX pPe3y/ibTaToB OT Tpebyembix MapameTpos,
06HapYKeHHbIX B X0A4€e NPOBEAEHMUS BaNLaALMK;

- CBeAeHMA O METPOJIOrMUYECKO noBepke (Man KannbpoBKe <*>) cpeacTB M3MEPEHU, C MOMOLLBbIO KOTOPbIX
npoBoAMNach BannaaLms;

<*> KanmbpoBKa cpeacTs N3MepeHUa MOKET BbiTb MPUHATA TONbKO B TOM C/lyyae, ecnum 414 AaHHOro cpeacTsa
M3MepeHnA OTCYTCTBYET roCyAapCcTBEHHAnA METPO/IorMyeckan nosepka.

- ccbinku Ha HA 1 COMbI, cBA3aHHble C XO40M NPOBEAEHNA AaHHOM Bangaumm;
- 3aK/1t04YEHME O NPUTOAHOCTU AaHHOTO 060pPYA0BaHUSA.

9.8. MNpwu BanngaumMm npouecca HeobxoaMMO MCNONb30BaTh TaK Ha3blBaeMbll MeToZ, "Xy ALlmnX ciyyaes”, Koraa
npoLecc 3aBeloMO NPOBOAMTCA B HEGNAronpUATHbLIX yca0BUAX. TaK, NpM BaanaauMmn npouecca pasanea npenapara
cnegyeT npeaycMOTPeTb €ro OCTAHOBKY M3-3a BO3MOMKHOMO OTK/IIOYEHUA 3/IEKTPOSHEPrUn, CHUMKEHME Knacca
YMCTOTbI NOMeLLeHUA ¢ Knacca "A" o Knacca "B" 13-3a yxyaweHUsa paboTbl CUCTEMbI BEHTUNALMU, HAXOXKAEeHNE B
30He pa3nnBa AOMNONHUTE/IbHOIO NepPCoHana Aaa yCTpaHeHWA BO3MOXKHbIX HenosiagokK v T.n. Baangaumio npouecca
CYNTAIOT YAOBNETBOPUTE/NIbHOM, €C/IM OH COOTBETCTBYET HeobXxoAnmMbIM TPeboBaHMAM B YCAOBUAX ITUX "XyALIMX
cnyyaes" Tpu pasa noapsaa,.

9.9. Mpwn BaNMAAUNN METOAUK KOHTPOANSA CaeayeT YCTAaHOBUTb UAM NOATBEPAUTb HAIMUME TaKUX XapPaKTEPUCTUK
METOAMKM, KaK CXOAMMOCTb, BOCMPOMU3BOAMMOCTb, MPaBUIbHOCTb, HUXHUIA Npeaen AeTeKuMu, YCTOMYMBOCTb K
NU3MEHEHUAM BHELLIHUX YCA0BUIA (Hanpumep, M3MeHeHne TemnepaTypbl U/MAn BpemeHn MHKybaLmumn) B COOTBETCTBUU
c HA.

9.10. TpeboBaHMA K NOPAAKY BHECEHUA N3MEHEHWIA NOC/E BaANAALMK:

9.10.1. Mocne npoBeAeHUA BaNMAALMM HUKAKME M3MEHEHMS He MOryT 6biTb BHeceHbl B obopygoBaHue,
NPOLECC AN B NpoLeaypy NPMMeHeHNa MeToaa.

9.10.2. [na BHeceHWA HEODBXOAMMbBIX U3MEHEHUI B OpraHM3aumu pa3pabaTbiBatOT CNeumanbHyl CUCTEMY,
KOTOpasa A0/IKHA BKIOYATb:

- nogavy npegnoxeHmna Ha BHeceHune N3MEHEHUI C 06bsICHEHMEM NPUYNH, TpE'6YIOLLI,MX AaHHOTO U3SMEHEHWUA;
- PaCCMOTpPEHUNE 3TOIo NpeanoXeHna BCeMn 3anMHTEPECOBAaHHbIMN TNUAMUN U NOApPa3aeNeHNAMMN;

- opobpeHne 3TOro NpeasioXKeHus oTaeneHMem obecneyeHWs KayectTBa M 3amecTUTeNem PyKoBOAUTENS MO
KauecTsy;

- TEXHUYeCcKoe U/Man LoKyMeHTUpOoBaHHOe obecneyeHne NpoBeaeHUs HeObXoAMMbIX U3MEHEHWI B CUCTEME,
060pya0BaHUK, NpoLecce UAN METOAE;

- npoBegeHumne pesanngaunu,

- BHeceHWe pe3ynbTaTOB peBangaumnm B yCTaHOBAeHHOM nopAaake B Pl mam B JOKYMEHTbl, CBA3aHHbIE C
npumeHeHnem AaHHOro O60pyp,OBaHMFI, npouecca nam metoaa.

9.11. TpeboBaHMs K NOBTOPHOM Banngaumnu:
9.11.1. BHennaHOBYIO NOBTOPHYO BaMAaUmIo (peBannaaumio) NpoBoaaAT B Caydanx:

- ﬂep6060pyAOBaHMﬂ npon3BoACTBEHHbIX I'IOMGLLI,GHMVI;



- nepeobopyaoBaHUA cuctem, obecneymsatowmMx NPoOnM3BoACTBO (Nogaya Bo3ayxa, OTOM/IEHME, BEHTUAALMSA U
ap.);

- 3aMeHbl U1 PpeMOHTa TEXHO/TOTM4YeCKoro o6opyp,OBava,'

- UIBMEHEHNA HOPMATUBHbIX AOKYMEHTOB Ha npenapart, MCXoaHOeEe Cbipbe, BCMOMOraTe/ibHblE, YNTAaKOBO4YHbIE U
MapPKNPOBOYHbIE MaTepUanbl,;

- UIBMEHEHUS TEXHUYECKUX AOKYMEHTOB;
- BbIIB/IEHMA HEepernameHTUPOBAHHbIX OTKIOHEHUI NPU NPOBEAEHUN TEXHOIOTUYECKUX NPOLLECCOB;
- MOAMPUKALNN METOA0B KOHTPOSA.

9.11.2. MoBTOpHYIO Banuaauuio (NnaHoBas M BHeMn/JaHOBaA) NPOBOAAT B COOTBETCTBUM C HaCTOALLMMMU
CaHUTapPHbIMM NpaBMaaMM.

X. TpeboBaHMA K MeTpoaornyeckomy obecneyeHuto
npoun3soacTea U KoHTpona MUBI

10.1. OpraHusaummn no npomssogctey MWBIT AoNKHBI UMETb METPONIOTMYECKYIO CNYKOY, OCYLLECTBAAIOLLYIO
3a4a4ym No obecneyeHno egMHCTBa U3MEPEHUIA B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM.

10.2. MeTponoruyeckasa cnay»kba gencrsyetr B COOTBETCTBMM C [l0N10XKEHMEM O METPOIOrMYeckoi cny»kbe
opraHusauuu.

10.3. B opraHusaumax no npoussoactey MUBI Ha Bcex aTanax TeXHONOrMYeCKOro npouecca U B Metogax
KOHTpona KayectBa MWBIT ncnonb3yloT cpeactsa MamepeHus, npollejline rocyaapCTBEHHYO MeTPOSIOrMYecKyro
noBepKy (MnKn KannbpoBsKy).

10.4. OCHOBHbIMM 33424aMWN METPO/IOrMYECKON CNYKObl OpraHn3aunm ABAAIOTCA:
- obecneyeHne eaMHCTBa U TPebyemoi TOYHOCTU U3MEPEHU;

- obecneyeHne COOTBETCTBMA MapaMeTpPOB CPeacTB uamepeHus (ganee CU) (WKanbl, KNACC, NOrPELIHOCTb U
Ap.) NapameTpam KOHTPO/IMPYEMOTO MPOLLECCA MW BEIUYMHBI;

- OpraHM3auma PeMOHTa M CBOEBPEMEHHOW NOBEPKM U Kannbposku CU;

- NpOBefeHNE METPOIOrMYecKoi akcnepTnsbl HA, (pernameHToOB Np-Ba, TEXHOOMMYECKUX MHCTPYKUMI, a TaKkKe
MeToAMK namepeHua, COMwn ap.);

- KOHTPOJ/Ib 32 NPOBEAEHNEM M3MEPEHUNI B COOTBETCTBUM C aTTECTOBAHHbBIMM METOANKAMM;
- yyactue B pa3paboTke, aTTecTaLun U NPUMEHEHUMN CTaHAAPTHbLIX 06Pa3LLOB OpraHn3aLmu;

- NpoBeAeHWe aHanM3a COCTOAHWA MEeTPOJIorMyeckoro obecneyeHns NPOM3BOACTBA M BegeHue ydyerta CU
(*kypHanbl, nacnopTa, perncTpaunoHHbIe KapTbl);

- KOHTPO/1b 33 NPOBEeAEHNEM eXKeHeBHOM NpoBepKkn CU ¢ 3anuncbio pe3ybTaToB NPOBEPKM B XKypHanax;
- KOHTPO/b TEXHMYEeCcKoro coctoaHua CH.
10.5. Mpwn aTOM NpoBEPALOT:

- KayecTBO KNnelima - OHO JAO/MKHO ObiTb HECcTUpaemblM, YETKUM, SCHO pPas/IMiMMbIM, C MOHATHbIMU
ob603HayeHnaMY;

- Ka4eCTBO WKanbl - BCE AeNNeHUA WKaibl AO/TKHbI ObITb ACHO pa3anynmebl, BCce Ll,VId)pr - YETKO YNTaemMbiMU; He
AO0/1KHO 6bITb CTEPTbIX p,eneHmZ N HEYETKUX O603Ha‘-IEHVIl‘;1,'
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- Ka4yecTBO 3alUMTHOrO CTeKNa - OHO [AO/XHO 6biTb LUENbIM, HEe WMEeTb TPellMH, CTeKNO AO0KHO 6biTb
3aKpenseHo;

- KAYeCTBO yKa3aTenel KHOMOK, NepektodaTenei, Apyrux Haanmcen Ha npmbopax;

- MapKkupoBKy CU 3TMKeTKOW C yKasaHuem Tuna CU, 3aBoACKOro HOMepa, AaToON NOBEpPKM, AATON odyepenHo
NoBEpPKMU;

- OCYLWEeCTBEHMNE TEXHUYECKOTo 06cnyKmnBaHUa CU no rpadpmKy NiaHoBO-NpPodUIaKTUUECKOrO PEMOHTA;

- 0obyyeHne cneumanucTos, paboTta NO COBEPLUEHCTBOBAHWUIO M MOBbLILIEHUID KBaauduKaumMm paboTHMKOB
METPOIOTMYECKOM CNYHKOblI;

- paspaboTKy npeasioXeHU O 3ameHe UAM pemoHTe AedeKTHbIX, a Take ycrapeswnx CU, He
yaosaeTsopaowmx TpebosaHnam HA (knacc, norpellHocTb, WKana u ap.).

10.6. Nomnmo Bbilenepe4yncneHHoro, B 3a4a4u MeTpOﬂOI'M‘-IECKOﬁ Cﬂy)K6bI BXO4AT:
- yd4acTtmne B pamMKax cBoel KOMNETEHLUNN B pa3pa60TKe AOKYMEHTOB Ha npoBeaeHNE METOOUK;

- KOHTPO/b 3a BbINOJHEHMEM METOAMK C NPUMEHEHWEM COOTBETCTBYIOWMUX CPEeACTB W3MepeHua C
HEoBX0AMMbIMWN XapaKTEPUCTUKaMU (MOrpeLlHOCTb, YyBCTBUTENbHOCTb U T.4,);

- 0by4yeHMe N KOHTPO/Ib 32 NPABUJIbHOCTBLIO MPUMEHEHUA CPEACTB U3MepPeHUA U 06paboTKOM AaHHbIX;

- NPU UCMNONb30BaHMM OTPAC/EBbIX CTaHAAPTHbIX 06pa3LoB (OCO) KOHTPO/b 3a NPaBUNLHOCTBLIO X XPaHEHUS,
3TMKETMPOBAHMA U NPUMEHeHUA: TemnepaTypa XpaHeHns OCO [OMKHA CTPOro COOTBETCTBOBATb YKa3aHHOWM B
cenaetennoctee; OCO A0MKHbI XPAaHUTLCA B OTAE/NbHOM €MKOCTM C yKasaHMem HasaHuA OCO, cpoka rogHocTu 1
Anua, OTBETCTBEHHOrO 3a XpaHeHMe OCO; TEKCT 3TUKETKM Ha Kaxaonm amnyne OCO ponKeH COOTBETCTBOBATb
YKa3aHHOMY B CBUAETE/IbCTBE.

Xl. TpeboBaHMA K AOKYMEHTAM

11.1. OpraHusaums, sbinyckawowaa MMUBM, foaKHa MMeTb MOJHbIA KOMMNEKT OPUIMHANOB HOPMATMBHbIX
nokymeHToB (HZ) Ha Bclo Bbinyckaemyto HoMeHKnatypy MUBI. B ciyyae eguHoON A1A HECKOJIbKMX OpraHM3auumii
WHCTPYKLMM MO NPUMEHEHMIO AONYCKAETCS HA/IMYME 3aBEPEHHOMN KCEPOKOMNUM.

11.2. HJ, pa3pabaTbiBatoT B cootBeTcTBMM ¢ DCI, P, PO, 1 MHCTPYKUMEN NO NPUMEHEHMIO.

11.3. BHeceHWe N3MeHEeHWU B TEKCTbl HOPMATUBHbIX LOKYMEHTOB OCYLLECTB/AETCA TO/IbKO B YCTAHOB/IEHHOM
nopaake. Jltobble ucnpasneHnsa Tekcta HA He aonycKatoTes.

11.4. Ha Bce onepauuu, ocyliecTBaAemMble B KOHKpPeTHOM nogpasaeneHun, rotoBat COM mam UHCTPYKUMK,
KOTOpble YTBEPXKAAOTCA PYKOBOAUTENEM OPraHM3auMn-NpPon3BOAUTENA NN 3aM. pyKoBoauMTeNs No KavecTtsy. COM u
MHCTPYKUMK, Kacawwmeca TexHonormm npoussoactsa MMWBI, cocTaBasaldT Ha OCHOBAaHWM COOTBETCTBYHOLLMX
pasgenos PM. COM Ha meToAbl KOHTPOJIA COCTaB/AOT Ha OCHOBaHUKM COOTBETCTBYIOLWMX pa3aenos OC (dCN).

11.5. Ha kaxagyiwo npoussogumyto cepuio MUBM odopmnsoT NpoToKoN NpPou3BOACTBA cepun (Mctopusa
NPUroTOB/IEHUA CEPUM), B KOTOPOM OTPAXKAIOT BCE 3Tambl TEXHOJI0MMYECKOro npouecca.

11.6. Hayano ntob0oro TeEXHONOMMYECKOrO MPOLECca AOKYMEHTANbHO OPOPMAAIOT C 06A3aTeIbHbIM YKa3aHUEM
Toro, Yto obopyaoBaHue M paboyan 30Ha 0cBOBOXKAEHbI OT Npeablaylweid NPoAYKUMM, AOKYMEHTOB U MaTepMasnos,
He MMeIoLWMNX OTHOLIEHUSA K NPEACTOALLEMY NPOM3BOACTBEHHOMY NpoLLeccy.

11.7. B xo4e TEXHO/NOMMYECKOro NpoLecca Bo BPemMs KaxK4oro npeanpMHMMaemoro aeicrtema nHpopmauma o
HeM f0/13KHa 6bITb 3aNPOTOKO/IMPOBAHA; NO 3aBEPLUEHNN ONepaLMm NPOTOKOA A0KEH BbITb 4aTMPOBaH U nognucaH
IMLOM, OTBETCTBEHHbIM 33 TEXHO/IOMMYECKUIA NPOLLECC, U COAEPKATb CeaytoLyto MHGoOpMaUUIO:

- HAUMEeHOBaHUE NMPOAYKTa,



- HOMep NPOW3BOACTBEHHON Cepum;
- AaTy 1 Bpema Havana (npouecca), OCHOBHbIX MPOMENKYTOUYHbIX CTagui U 3aBepLIEHNA NPOU3BOACTBA;
- GamMunIMIO ML, OTBETCTBEHHOTO 3a KaXKaylo CTaguio NPOU3BOACTBa;

- GamMuANI0 NMUQA, BLIMOJHAIOWLENO MPOWM3BOACTBEHHYIO Onepauuio, W, Npu HeobxoAMMOCTM, avua (nuu),
NPOBEpPMBLLEro(MxX) Kaxkayr 13 3TUX onepayuii (Hanpumep, B3BeLIMBaHUE);

- HoMep cepun U GaKTUYECKM OTBELLIEHHOE KOIMYECTBO KaX40ro MCXOAHOMO ChbipbaA (BK/OYaA HOMeEpP cepun u
KO/M4ecTBo Ntoboro Ao6aBAeHHOro pereHepMpPoBaHHOTO UK nepepaboTaHHOro Cbipbs);

- 0 N06bIX OTHOCALLMXCA K Ay MPOM3BOACTBEHHbIX OMEpaLuax WUAM NPOUCILECTBUAX, a TaKKe OCHOBHOM
NCMo/b30BaHNN 060pYyA0BaHNSA;

- O BbIMOJIHEHHbIX OonepaunAx KOHTPOAA B npouecce nponssoacrtea u d)aMVIIWHO nua, BbIMONMHUBLUETO MX, a
TaKXe NONYYEHHbIX pe3ynbTaTtax;

- O KoJ/m4yectse npoaykuunm, nonyquHoﬁ Ha pPas3/IndyHbIX CTaaunAxX MNpoun3BoaCTBa (BbIXO,ﬂ,), BMmecTe C
KOMMEHTapnaMmun nnmun 06bACHEHUAMM CylleCTBeHHbIX OTKJIOHEHUI OT OXHnOaemoro Bbixoaa,

- noapobHble ceeageHUs 06 ocobbix npobaemax;
- paspeLleHue Ha loboe OTKIOHEHME OT perfiameHTa, CaHKLMOHMPOBAHHOE NOAMMUCbI0 OTBETCTBEHHOIO ANLA.
11.8. Ha Kaxkayto npousseaeHHyo cepuio 0obopMASAIOT cneaytollume AOKYMEHTbI:

- Ha npenapaTbl HAUMOHANbHOIO KaseHAaps NPOPUAAKTMYECKMX NPUBUBOK M KaneHaapsa NpodUNaKkTUYECKUX
NPMBMBOK MO  3NUAEMMYECKMM  MOKA3aHMAM - CBOAHbIA  MNPOTOKON  MPOM3BOACTBA M KOHTPONs
MMMYHOBMOOrMYeckoro npenapata. B cayyasax, koraa MUBI asnseTca accounMMpoBaHHbIM, B CBOAHOM NMPOTOKO/1E
NPUBOAAT CBEAEHUA O KAXKA0OM KOMMNOHEHTE N O TOTOBOM MPOAYKTE;

- Ha gpyrme MUEI, B TOM Yyncne Ha gMarHOCTUYECKME U NUTaTeNbHble cpeabl - TPOTOKOA NMPOM3BOACTBA CEPUN.

11.9. CBogHble NpPOTOKOAbI nNpoussoacTBa U KoHTpona MMWBI, a TakKe npoTokonbl npoussoactsa MUBI
NoANUCbIBAOTCA 3aMECTUTENIEM PYKOBOAUTENA MO KayecTsy.

11.10. B cnyyae HecootBetcTBMA cepum MUBN TpebosaHuam ®CMN npu KoHTpone B OBTK gaHHylo cepuio
6paKkytoT. B kypHane OBTK penatoT COOTBETCTBYIOLLYHO 3anUCb O HanpaB/ieHUMM ee Ha nepepaboTky Mau
YHUUTOXKEHME. AKT 06 YHUUTOXKEHUU cepumn XpaHaT B OBTK.

11.11. Nepepayy cbipbs, maTepnanos, NonydabpuKaTos 1 T.M., NPeAyCMOTPEHHbIE 3Tanamm TEXHOI0MMYECKOro
npouecca, 0GoOpPMAAIOT COOTBETCTBYIOLWMMM HAMpPaBAEHUAMM, 3aMUCAMM B XKypHanax UaM ApYyrumu NpPUHATbIMKU B
opraHmsaunm Gopmamm perncTpalmm.

11.12. Bce AoKymeHTbl Ha ceputo Kaxaoro MUBI xpaHAT, a UMeHHO:
- Ha Npenapartbl, BBOAWMbIE YeNOBEKY, - He MeHee 2-X JIeT N0 OKOHYaHUM CPOKa roAHOCTY;
- Ha Apyrve npenapartbl - He meHee 6 mec. MO0 OKOHYaHWM CPOKa rOAHOCTH.

JOKYMEHTbl OOMXKHbI 6bITb AOCTYNHbI B noboe BpemAa AnAa npoBepKn HaUMOHAJ/IbHbIM OpPraHOM KOHTPOAA
MWBIN.

11.13. JoKymeHTbl NO paccblike npenapata 0popMAAIOT TaK, YTOBbl MOXKHO bbl0 B Cy4ae HEOH6X04MMOCTH
0TO3BaTb KaXKAylo HanpaB/aeHHyo noTpebutento ceputo MUBI.

XIl. TpeboBaHMA K cTaHAAPTHbIM 06pa3.am MUBI.
OCHOBHbIE NOOXKEHUS, MOPAAOK Pa3paboTKM, aTTecTauuu,
YTBEPKAEHMA N PErUCTPaLMMK
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12.1. CraHpapTtHble obpasubl MUBN (CO MWBN) - cpeacTtso M3mepeHus B BUAe onpeaeneHHOro Koanyectsa
WAM CBOWCTBA BeL,ecTBa, MNpeaHA3HA4YeHHOro ANA BOCMPOU3BEAEHMA W XPaHEHUA PA3MEPOB BeJIMUUH,
Xapaktepusytowmx csoiictea MWBIM uanM ero KOMMNOHEHTOB, 3HAYE€HWA KOTOPbIX YCTAaHOBJIEHbI B pe3ynbTaTe
METPOIOrMYECcKOM aTTecTauum.

Lenbto NPpUMeEHEHNA CO sAaBnAaetcA Ko/AMYeCTBEHHOE onpeageneHne wu e,D,MHOO6pa3HOE obo3HaueHue
aKktmsHoct MWUBI nan coaepraHnAa B HUX TeX NN UHBIX KOMIMOHEHTOB, a TaKXXe onpegeneHne MeTposiorm4eCknx
XapPaKTePUCTUK (‘-IyBCTBMTeﬂbHOCTVI, CFIGLI,MCI)W-{HOCTM) ANArHOCTUYECKMNX METOO0B.

O6nactb npumeHeHna CO - KoHTponb MUBIM; CO He moryT 6bITb MCMO/Ib30BaHblI B KAYECTBE N1€KAPCTBEHHbIX
cpeacTs.

OCHOBHbIMW aTTECTYEMbIMU XapakTepuctnkamm CO saBnsaoTca crneumduyeckas akTUBHOCTb, coAepkaHue
AHTUTEN, KOHLUEHTpauusa BakTepuin UAN akKTUBHOCTb AEMCTBYIOLLLEro Havyana, a TakKe 0AHOPOAHOCTb, CTabUAbHOCTb U
CPOK rofIHOCTH.

PasnuuatoT 3 Buaa CO: mexayHapoaHble <*>, HaunoHabHble (rocyaapcTBeHHble) n CO opraHM3aumu.

<*>B A3dHHOM AOKYMEHTE HE PAaCCMaATPUBAOTCA MeXOYHapPOAHblE CTaHOAPTHbIE o6pa3u,b|.

12.2. Nopapok paspabotkm CO (HauMOHaNbHOrO CTaHAapTHOro obpasua - HCO mam craHgapTHoro obpasua
opraHusauunn) npegycmaTpusaeT:

12.2.1. CoctaBneHue nporpammsl pa3paboTtkm CO, KOTopas A0/IKHA BKIOYATh:

- 060CHOBaHMeE ero HasHayYeHus;

- Npegnosaraemble aTrecTyemble XxapakTepmncTukn CO ¢ yKazaHMEM METOA0B onpeaeneHus.
12.2.2. BbinoNHEHMEe HayYHO-UCCIeA0BaTeIbCKUX (IKCNepUMEHTaNbHbIX paboT).

12.2.3. Usrotosnenmne CO.

12.2.4. NposegeHune Kannbposkn HCO no oTHoweHUO K MexKayHapoaHbiM cTaHaapTam, a CO opraHusaumm -
no oTHoweHwuto K HCO.

12.2.5. YcTaHoBneHume cpoKa rogHocTn CO meToa0M YCKOPEHHOTO TecTa.

12.2.6. Pa3paboTKy npoeKTa HOPMaTUBHbIX AOKymMeHToB Ha CO (cBuaeTtenbctBo Ha CO M MHCTPYKUMIO MO
NPUMEHEHUIO).

12.2.7. Mpw paspaboTke CO J0MKHO MCNO/Ib30BATLCA TO/IbKO BaIMAMPOBAHHOE 060pyA0BaHME N METOAbI.
12.3. Nopanok aTrectaumu, yreepxaeHua n pernctpaumm CO npegycmaTpumsaert:

- aTTecTaumio, yTBepxKaeHme u permctpaumio HCO ocylecTBAAET HAUMOHANbHbIN OpraH KOHTPOASA;

- aTTecTaumio, yTBepKaeHme u pernctpaumio CO opraHM3aLumm oCyLLECTBAAET OPraHU3aLMA-NPOnM3BOaUTEND;

- nocne nposegeHua atrectaumm CO noanucbiBaeTcA cBUAeTenscTBo Ha CO, yTBepXKOaeTcA MHCTPYKUMA No
npUMeHeHuto, nocse Yyero HaseaHue CO BHocAT B peecTp HCO (CO opraHusaumm).

12.4. Ha Kaxkgyto ynakoBky CO HaHOCAT 3TUKETKY, COAepPKaLLyto CNeayoLLNiA TeKCT:
- Ha3BaHue CO;

- 3Ha4yeHune aTTeCTyeMOVI XapPaKTePUCTUKH;



- perucTpaumoHHbIi Homep CO B Peectpe HCO (CO npeanpusaTtus);
- YC/IOBUA XpaHeHUs;
- CPOK rOAHOCTM.

12.5. Mepeatrectaunto CO nocne OKOHYAHMA CPOKA rOAHOCTM MPOBOAAT HAa OCHOBAHWM Pe3yNbTaToOB
nepeatTecTaLmm UX XapaKTEPUCTUK, NOC/E YEro yTBEPKAAOT HOBbIN KOMMNIEKT AOKYMeHTOB Ha CO.

XIll. TpeboBaHMA K NPOM3BOACTBEHHBIM LUTaAMMaM

13.1. K npo13BOACTBEHHbIM LUTAMMaM OTHOCAT WITaMMbl baKTepuit, Bupycos, 6akTepmnodaros 1 ap., KOTopble
Mcnonb3ytoT ana nonyyeHma MUBI.

13.2. KaxKabli NpoM3BOACTBEHHDIW LUTAMM AO/IKEH MMETb NACNOPT, B KOTOPOM OTparKatoT:
- UCTOPUIO €ro BblaeneHus;

- Ky/IbTypanbHble CBOMCTBa;

- BUAOBYIO MaeHTUdUKaLNIo;

- Ha/Inyne NOCTOPOHHMX areHToB (MUKPOBMOAOrMYecKkan YncToTa);

- Begyuwume b61onormyeckne CBOMCTBA: BUPYNEHTHOCTb, TOKCUIreHHOCTb, aHTUreHHaAa aKTUBHOCTD,
TepMOCTa6M!'IbHOCTb, 6MOXMMMYECKME CBOMCTBA U T.M.

13.3. KoHTpo/1b NpOM3BOACTBEHHbIX WTaMMOB ocyuiecTeaseT HOK (apyras ucnbiTatesibHas opraHusaums).

13.4. OpraHu3aumA-npomM3BoAUTENb MNONAYYaeT MPOM3BOACTBEHHbIE WTamMmbl no 3anpocy HOK (apyrown
UCNbITaTeNIbHOM opraHMn3aumn).

13.5. HoBbI1 WiTamm, npeanaraemMblili B Ka4ecTBe NpoM3BOACTBEHHOIO, C TUNOCNEUUPUYECKON CbIBOPOTKOM K
Hemy OOJIKeH ObITb HanpasieH C maTepuanamu rno ero nsydeHuto u nacnoptom B HOK (apyryto ucnbiTaTenbHyo
OopraHM3aumio) ana aTrecTaumm, yTBepKAEHUA NacnopTa 1 NocaeayoWwero XxpaHeHus.

13.6. PaboTy ¢ NpoM3BOACTBEHHBIMM LUTAMMAMM OCYLLECTBAAIOT B COOTBETCTBUM C HACTOALWMMM CAHUTAPHbIMU
npasunamu. [na ee npoBeneHUA BbIAENAIOT OTAE/IbHOE MOMELLeHNe C  JNaMUHApHbIMU - YCTAaHOBKamM,
YCTaHOBNEHHbIMW B BOKCAX C AaBieHMEM BO34yXa; B NpeAbOoKcax AaBAeHNA BO3AyXa He JOMKHO ObITb.

13.7. Wcnonb3yemoe obopypoBaHue, annapatypa, nabopaTopHas nocyaa, CneuodexKaa, WHBEHTapb AnA
yBOpPKK 1 T.N. JO/MKHbI 6bITb NpegHa3HaYeHbl TONbKO AN PaboTbl C NPOM3BOACTBEHHBIMU LWTAMMaMM.

13.8. PaboTty ¢ nNpomM3BOACTBEHHbIMM LITaMMamMK M cybCTpaTamu, UCNONb3YEeMbIMU ANA UX HAKOMAEHWS,
nposoaAT B cooTseTcTBmn ¢ COM.

13.9. NMopAagoK paboTbl C NPOM3BOACTBEHHbLIMM LUTAMMAMK B MpOLLEcCce W3roTOB/JEHWUA npenapaTta AOJIXKeH
6bITb OTpParkeH B COOTBETCTBYIOLLMX pa3genax PII.

XIV. TpeboBaHUSA K Cbipblo, MaTepuasam, peakTupam

14.1. Ha KaKablii BMA WMCXOLHOrO CblpbA, MATEPMAsOB W PEaKTMBOB (Janee MaTepuanos) OpraHuW3aums,
BbinycKaowaa MMWBI, aomKHa MMeTb HopMaTMBHble [AOKymeHTbl (H) wn paspaboTaHHylO Ha ee oOcHoBe
cneundmkaumio. OpraHM3aumMa MOXKET BK/IOYaTb AOMNOJHUTE/IbHbIE TPeboBaHUA B cneunduKaLmio, CoriacoBas Ux €
noctaBwuKkom. OpraHusauMsa B c/lydyae HeoBXOAMMOCTM MOMKET OCYLLECTBAATb WHCNEKTUMPOBAHME OpraHusauuii-
NOCTaBLUNKOB.

14.2. OpraHu3auma A0MKHA UMETb NepeyeHb MaTepuanos, NOANEKALMX BXOAHOMY KOHTPOI, C YKa3aHMem
KOHTPO/IMPYyEMbIX NOKa3aTesnen.



14.3. Mony4yeHne KaxKaoi cepum maTepuanos perucTpupytot. MNpu 3Tom NpoBepAoT coBnageHue CBeAEeHMUIN B
6naHKe 3aKasa, B HaKAagHOW, Ha 3TMKETKax MOCTaBLWMKa W B COMPOBOAMUTENbHbIX AOKYMEHTaX, LEeNOCTHOCTb
YMNaKoOBKM M 3TUKETOK, OTCYTCTBME 3arPA3HEHWIA Ha YyMaKoBKe, HaAMuMe AOKYMEHTOB, YAOCTOBEPAIOWMX KauecTBo
nosly4YeHHbIX MaTepranos (nacnopt, ceptTnuduKar).

14.4. OpraHusaums gonaxkHa nmetb COM no obpaleHuto ¢ maTepmanamm, NpPeasycMaTpmUBAIOLLNIA NOPAJAOK UX
3aKasa, NpMemMa, XpaHeHus, B3ATUA 06Pa3LLOB A1A KOHTPOA, NOPALOK KOHTPOAA, BblAauM U TPAHCMOPTUPOBAHMA B
NpPOM3BOACTBEHHbIE NoApa3aeNeHunA.

MonyyeHHble MaTepuanbl A0KHbI BbITb CHaBKeHbI STUKETKON, COAEp KaLLel cneaytoyo MHGopMaLMIo:
- Ha3BaHWe NPOAYKTA, YCNOBHOE 0603HaueHue U/uam Koga;

- HOMep cepuu;

- CPOK roAHOCTM MM AaTy, NOC/e KOTOPoK TpebyeTcsa AOMNOAHUTENbHAA NPOBEpPKa KavecTsa.

14.5. Kaxpasa cepma noaydyeHHbIX maTepumanos nogsepraerca BxogHomy KoHTtpoatwo B OBTK opraHusauum B
cooTBeTcTBMM ¢ COMN M moKeT 6biTb MCNONb30BaHA TONbKO nocne paspeweHua OBTK. PesynbTaTbl KOHTpOAS
perncTpumpytor.

14.6. OT6op nNpob ANA BXOAHOrO KOHTPO/A AO/KEH MPOBOAUTLCA B MApPKUPOBAaHHble KOHTEWHepbl B
cneumanbHo 060pyA0BaHHOM MOMELLLEHMM C COBN0AEHNEM AEUCTBYHOLLMX CAHUTAPHO-TUTMEHNYECKUX HOPM, NPaBUI
TEXHUKM 0Ee30MacHOCTU U YC/IOBMIA, MWCKOYAIOWMX 3arpA3HeHue cbipbA M obecneymBarowmx 6e30MacHOCTb
paboTatoLLero nepcoHana.

14.7. MaTtepuanbl XpaHAT B CreuyanbHbIX MOMELLEHUAX, U30IMPOBAHHbLIX OT OCHOBHOrO MPOU3BOACTBA, C
cobntogeHneM ycnoBuin, obecneymBatownX UX COXPAHHOCTb B TEYEHUE PErnameHTUPOBAHHbIX CPOKOB XPaHEHUA U
npeaoTBpalLaloWmMx UX CMellnBaHue 1 3arpasHeHue. [lna npefoTBpalleHUa CMeLWUBaHUA U 3arpAasHeHUAa Cblpba
npeaycMmaTpuBatoT OTAE/IbHble NOMELLEeHUA UKW YYaCTKU Npuema, XpaHeHUa 1 Bblaauu.

Mpu XpaHeHUN maTepuanos K HUM obecneymBatoT yao6HbI gocTyn.

14.8. MaTepuanbl LOMKHbI UMETb CMeuManbHyl0 MapKMpoBKy. CreayeT MCNONb30BaTb LBETHbIE 3TUKETKM B
npoLecce NPOXOXKAEHMUSA PAa3/INYHbIX CTaAUN KOHTPOAA U B 3aBUCMMOCTU OT €ro pesy/ibTaToB: MaTepuasibl HaxoaaTca
Ha KapaHTUHE - KeNTbll LLBET, B3ATbl HAa KOHTPO/Ib - 6enblii UBeT (MOMeYaeTcs KaxKAasa eMKOCTb, U3 KOTOPOM B3ATbI
06pa3sLbl Ha KOHTPO/Ib), PaspeLleHo K UCMONb30BaHMIO - 3e/1eHbIN LBET, 3a6PakoBaHO - KPacHbI LBET.

MaTepmanbl, npoweatiine BXO,EI,HOﬁ KOHTPO/Ib U pa3pelieHHble K MCNO/ZIb30BaHUIO, XPaHAT OTAEe/IbHO OT
MaTepnanos, KOTOpPble HaXOAATCA Ha KapPaHTUHE NN 6b1n 3a6paKOBaHbI NPUY KOHTpPOE.

14.9. 3abpakoBaHHble MaTepuanbl COOTBETCTBYIOWMM 06pPasomM MapKMpPYOT U U30AMPYOT  AAA
NPeaoTBPALLEHUA MX CYYalMHOro NOMagaHuA B TEXHOOTMYECKMI npouecc. JOoMKHO 6biTb AOKYMEHTMPOBAHHOE
NoATBEPKAEHME TOro, YTO 3abpaKkoBaHHbIe MaTepuasbl He UCNOb30BaNCh B TEXHO/IOTMYECKOM npoLecce.

14.10. OT KaxX[a0M cepum maTepuanos, paspeLleHHON K CNOb30BaHUIO B MPOM3BOACTBE M BXOAALLMX B COCTaB
npenaparta, OCTaBAAT o06pasubl B KOAMYECTBE, AOCTAaTOYHOM AAA NPOBEAEHUA MOBTOPHOTO KOHTPOAA.
JnntenbHOCTb XpaHeHUA Takux 06pasLoB onpesenatoT ¢ y4eTOM per1ameHTUPOBAHHbIX CPOKOB UX rogHoCTU. CpoKK
XpaHeHUs yKasbliBatoT B cooTBeTcTBytoLwem COM. O6pasubl xpaHAT B my3ee OBTK.

14.11. Bblgayy wn 6anaHc MmaTepuanoB peructpupytotr. Mx [oCTaBKy K MNPOU3BOACTBEHHOMY Y4acTKy
OCYLLECTBAAOT B YCA0BUAX, obecneynsatolmx COXpaHeHMe CBOMCTB U B HEOOXOAMMBIX Cydasax 6e3onacHoCTb and
OKpYy:KatoLen cpeabl U nepcoHana.

14.12. Bce KOMNOHEHTbI, BXOAALLME B COCTaB HecTepuabHbiXx MWBII, perynapHo noasepratoT NpoBepKe Ha
MMKPODOHYHO KOHTAMMHALMIO.

Bce KOMMNOHEHTbI, BXOAALME B COCTAB CTepuabHbIX MWBI, perynapHo noAsepratoT NpoBepKe Ha CTepuUIbHOCTb
WIW  MUKPOOHYIO KOHTaMMHAUMIO M NpU  HEobXOAMMOCTM - Ha MUPOreHHOCTb. JonycTMMoe KO/JMYecTBO
MWKPOOPraHNM3MOB YKa3blBaloT B CTaHAAPTAX OPraHU3aumMm Ha Kaxkabli BUZA cbipbs. Npn HeobxoauMmMocTn NpoBoaaT



onpeageneHne cogepXaHMa mexaHn4eckunx BK/IIOYEHWI1 B MCXOOHOM Cblpbe.

14.13. Ocobble TpeboBaHMA c0b6AOAAIOT ANA MaTEPMaNoB BHYTPEHHeW YMNaKoBKM MnpenapaTtoB (amnynbl,
dnakoHbl, 6aHKM, NPobKM M Aap.). WX u3rotaBaMBaloT M3 MaTepuasnoB, PaspelleHHbIX A/ WCMNO/b30BaHMA B
MEAMLMHCKMX LeNax M He BAUAIOWMX Ha KayecTBEHHble MOoKasaTe/ WM CTabWuIbHOCTb MOMELLEHHbIX B HUX
npenapatoB. MaTepuanbl BHYTPEHHEN YNaKOBKK, UCMOb3yemMble B ponssoacTee MUBI, 4OMKHbI:

- obecneynBaTb repmMeTUUHYO 3allMTy MpenapaToB OT BO3MOXHOM KOHTaMUHaUWMW, BO3AENCTBUN
Heb1aronpuATHbIX YC/IOBUI BHELLHEN Cpeabl U MeXaHMYECKUX BO34eNCTBUI;

- obecneymBaTb NpU HEOBXOAMMOCTM NOCTOAHCTBO CO34aBaeMbIX YC/IOBUM (BaKyyM, MHEPTHbIN ras);
- BbITb 4OCTAaTOYHO NPO3PAYHBIM A/1A BM3YaSbHOM OLEHKM GU3MYECKUX CBOMCTB NPENapaTos;
- 6bITb YAOOHbBIMU NPU MPUMEHEHMM NPENAPaTOB U ICTETUYHLIMW MO BHELLHEMY BUAY.

14.14. TemnepaTypy B NOMELLEHUAX O/1A XPAHEHUA MaTepuasnoB MNOALEPNKMBAIOT B PernaMeHTUPOBaHHbIX
npegenax M MNOCTOAHHO PErucTPUPYIOT Ha 3aMMCbIBAIOWMX YCTPOMCTBAX MM KOHTPOJIMPYIOT TEPMOMETPaMMU,
YCTaHOB/IEHHbIMM Ha PA3HbIX YPOBHSAX M B Pa3HbIX YY4ACTKaxX NOMELLLEHUA.

XV. TpeboBaHUA K TEXHONOIMYECKOMY MpoLeccy

15.1. Ons obecneyeHua Bbinycka MMWBI, cooTBeTCTBYOWMX TPeOOBAHMAM HOPMATUBHbLIX [OKYMEHTOB,
TEXHONOMMYECKMI NPOLLECC OCYLLECTBAAIOT B COOTBETCTBUM C AENCTBYIOLLMM PErTaMEHTOM NPOM3BOACTBA.

15.2. /llobble U3MEHEeHMA B TEXHOJIOTMYECKOM MPOLLECCe BHOCAT B PEr/TAMEHT U YTBEPXKAAOT B YCTaHOBIEHHOM
nopaake:

15.2.1. MNpoun3BOACTBEHHbIE WTaMMbl MUKPOOPraHM3MOB, MaTOYHblE MOCEBHbIE CePUN U BaHKM KNAETOYHbIX
KYAbTYp, Ucnonb3yemsoix B nponssoactse MUBI, XpaHAT B U30AMPOBaHHbIX NoMeLleHuAX. [LocTyn B nomelleHus, rae
OHW XPaHATCA, pa3peLlaeTca TO/IbKO onpeaeneHHOMY NepcoHany.

15.2.2. [Ona cnopoobpasylolmx MWUKPOOPraHM3MOB BbIAENAIOT CTPOro MpeAHasHayeHHble MOMELLEeHUA U
obopygoBaHue.

15.2.3. He ponyckaeTca OA4HOMOMEHTHOEe npoBedeHue B MPOU3BOACTBEHHbIX MpoLeccax ABYX Pas/IUYHbIX
BWA0B CNOPOBbIX MMKPOOPraHU3MOB.

15.2.4. OnAa npon3BoACTBA FOMOJIOTMYHbIX CbIBOPOTOYHbIX NPenapaToB BblAeNAT OTAe/IbHOEe NomeLLeHue n
obopyaoBaHue.

15.2.5. Bce emKocTh, ncnosab3lyemble B TEXHO/TIONMYECKOM npouecce, A0/1KHbl 6bITb YETKO NpPpoOMapKnpoBaHbl.

15.2.6. Mpu npounssoactee ctepunbHbix MUBIT co3aatoT 30HbI C NONOXKUTENbHBIM AaBneHnem. Ha yyactkax,
roe Mcnonb3ylT MaToreHHble MUKPOOpraHuMambl, TpebyeTcA co3gaHue 30H OTpuLUaTeNbHOro AaBneHua. Bosayx
NomeLLLeHWi, rae NpoBoAAT paboTbl C NAaTOreHHbIM MaTepMaioM, He [O/IKEH PELMPKYANPOBaTb.

15.2.7. MNomeLleHuna, npepHasHayeHHble A1A WMCMNO/Ib30BAaHUSA CyOCTAHUMIA KMBOTHOTO MPOUCXOMNKAEHUA U
MWKPOOPraHM3MOB, He UMeIOLLME HENOCPEeACTBEHHOM CBA3U C OCHOBHbIM NMPOWM3BOACTBEHHbIM NPOLECCOM, AOXKHbI
6bITb U30/IMPOBAHbI U UMETb aBTOHOMHYIO CUCTEMY BEHTUAALMMU U OTAENbHbIMA NepcoHan.

15.2.8. MpurotoBneHne bydpepHbIX PacTBOPOB, MUTATENIbHbLIX CPed M T.M. OCYLECTBAAOT B CreumasnbHbIX
NOMELLEHUAX, HE UMEIOLLMX HENOCPEACTBEHHOrO OTHOLEHMA K MPOM3BOACTBEHHOMY NpoLeccy.

15.3. Bce onepauuuM TEXHOJIOMMYECKOrOo MPOLLecca BbINOJHAET UM KOHTPOAUPYET KBaANPULMPOBAHHbIN
nepcoHan ¢ UCNo/ib3oBaHUEM NpeaycMoTpeHHOro obopyaoBaHNA U NPUBOPOB B cneLmnanbHO NpeaHasHadYeHHbIX AaA
3TUX Uenen nomelleHnax. Ha Kaxaylo onepauuio paspabatbisator COM, BbINOAHEHWE KaXaoh onepauuu
PEerucTpUpyIoT B MPOTOKO/1aX NPOM3BOACTBA CEPUN U KYPHaNaX, KyAa 3aHOCAT TaKKe /tobble OTKNOHEHMA B npolecce
BbINOJIHEHUA TEXHONOTMYECKOW CTaguu Mau onepauumn. Ob6o Bcex OTKAOHEHMAX B TEXHOJIOMYECKOM npolecce
[OOKNaAbIBAOT CTapLUeMy Mo CMEHE U PYKOBOAUTENIO OTAENEHUA.



15.4. [lo Hayana ntoboit onepaymm TEXHONOIMYECKOro npouecca Heobxoaumo ybeamnTbesa B TOM, YTo paboyas
30Ha, TexHo/ornyeckoe obopyaoBaHMe U KOHTPO/IbHO-M3MepUTEbHble NPMBOPbLI NOAFOTOB/IEHbI B COOTBETCTBUM C
yCTaHOBAEHHbIMU TpeboBaHMAaMK (P, COM, MHCTPYKUMM NO 3KcnayaTauuu). Heobxoammo ybeamTbesi, UTO Cbipbe,
MaTepuanbl, BCNOMOraTesibHble M YNaKOBOYHbIE MAaTepuasbl MPOLWAN COOTBETCTBYHOLLMIA KOHTPOAb M paspeLleHbl
OBTK K ucnonb3oBaHuio.

15.5. Mpu npoBeaeHUM TexHosOrMYeckoro npouecca npoussoactea MMUBI obecneunBatoT cnepgytowme
ycnoBus:

15.5.1. MOTOYHOCTb TEXHO/IOTMYECKOTO MPOLLECCA, UCKIOYAIOLLYH0 BO3MOXKHOCTb MEepPeKpecTa NpoMeKyTOUYHbIX
NPOAYKTOB M nosydabpuKaToB, NoMyYaemMbiX Ha PasHbIX CTaguax npounssoacTea. Ocoboe BHMMaHWe obpaliatoT Ha
OaHHble TpeboBaHMA NpWM NPOWM3BOACTBE MpenapaTtoB, B OCHOBE W3roTOB/JEHMA KOTOPbIX MpPeayCMOTPEHO
MCMO/Ib30BaHNE MaTOreHHbIX LTAaMMOB MM TOKCMHOB. BaxHellumm TpeboBaHMeM TaKoro NpousBOACTBA AO/IKHO
6bITb NOMHOE pa3fesieHne y4acTKoB, rae NpoBoAAT paboTy C NaToreHHbIMM WTaMMaMK, TOKCMHAMK, OT y4acTKOB
NpoM3BOACTBA MHAKTUBMPOBaHHOro nonydabpurKaTta naM roToBoro npenapara.

15.5.2. UcknovyeHne BO3MOXHOCTM KOHTaMWHaUMK npenapaTa Ha BCeX 3Tanax ero npous3BOACTBA A0/KHO
ObITb OCYLLLECTBNEHO CAeAYOWNMMU MepPamu:

- MCNoaib30BaHNEM NPOnU3BOACTBEHHDbIX I'IOMELLI,EHVIﬁ HeOGXOAMMOFO K/1aCCa YNCTOTbl, KOTOPOE MOXKET 6bITb
AOCTUTHYTO nyTem mnsonaunu "uncrbix" I'IOMeLLI,EHMﬁ OT BCNOMOraTesibHbIX CO6!'HO,EI,€HM€M CaHUTAPHOIo COCTOAHUA
NPOn3BOACTBEHHbIX I'IOMELLI,EHMVI, obecneyeHnem ux CTEPUNBbHBIM BO34YXOM, KOHTPOJIEM YUCTOTbl BO3AyXa MU
PacnonoXXeHHOro B nomeweHnax O60pyp,OBaHMﬂ, CaHUTAPHOIo COCTOAHUA pa6oqu MecCT,

- MaKCMMaNbHbIM pa3geneHnemM NoTOKOB ABUKEHMA NepcoHana, matepuanos 1 nonydpabpuKkaTtos;

- Ba/iMaaument NpoLeccos, NPM KOTOPbIX BO3MOXHAa OMacHOCTb KOHTaMUHaLNW;

- OCTYNOM B NPOU3BOACTBEHHbIE NOMELLEHMSA TO/bKO PaboTaloLLEro Ha AaHHbIX yYacTKax NepcoHana;
- pasHbIM LBETOM (Pa3HOW MapKMPOBKOI) oaexabl NepcoHana, paboTatowero Ha pasHbIX yYacTKax;

- obecneyeHnem 6e3onacHOCTU 1 6e3aBapunitHOCTM PaboTbl BCErO TEXHO/IOMMYECKOro 060pya0BaHus;
- CBOEBPEMEHHOW MHAKTMBALMEN U YyTUAN3ALLMEN OTXOL0B;

- MexaHu3aumein M aBToOMaTU3aLMEN TEXHONOTMYECKOro Mpouecca M MCNoJb30BaHMEM '"3aKpbITbIX cuctem”
NnpousBoACTBa;

- UCNo/ib30BaHWeM 060pyA0BaHUA ANA PABOTbl C OAHUM KOHKPETHbIM BUAOM NPOAYKLUN.

Jonyckaetca UMKAWMYHOCTb MCMNOJIb30BaHUA 060pyAOBaHMﬂ Aana  nocnegosatesibHOro npoun3soactBa
HECKOJIbKMX MnpenapatoB Mpn WUCKAKYEHNUN BO3MOXKHOCTU I'IEpGKpECTHOVI KOHTaMWHaUuUKn, 4YTO OOJ1KHO 6bITb
noaTeepXA4eHo NPOTOKOJ/IOM COOTBETCTBleU.I,EVI NPOBEPKU.

15.5.3. BHeceHWe B3BELIEHHOIO W/MAM OTMEPEHHOrO CbipbA (peakTmBos, nonydpabpukata) Ha 3Tanax
NPOM3BOACTBA NPU NOJIYYEHUUN KaxKaO0M cepmm npenapaTa A40KHO OCYLLECTBAATLCA YNOJHOMOYEHHbIM NEPCOHANOM
uexa B cootsetcTBum ¢ COMM. 3Ty paboTy foNKEH NPOBOAUTL OAMH COTPYAHMK NOA KOHTPOIEM APYroro.

15.5.4. CpoKuM U1 ycnoBua xpaHeHus nonydabpuKaToB A0/KHbI COOTBETCTBOBATb TPEOOBAHMAM periameHTa.

15.5.5. KauecTBo npoAayKTa Ha OTAEe/IbHbIX 3Tanax TeXHOJIOMYEeCKOro npouecca AO0MXKHO KOHTPOIMPOBATLCA B
NOJIHOM O6'b€Me, npeaycMmoTpeHHoOmM  HOpPMaATUBHbIMKU  AOKYMEHTaMU. PesynbTtaThl KOHTpPONA  OO0J1XKHbI
PETNCTPUPOBATLCA B MPOTOKO/1aX MPOMNU3BOACTBaA CEPUN.

15.5.6. 3abpakoBaHHble nosydabpuKaTel M roToBble npenapaTbl AO/MKHbI 6biTb  3apPErMCTPUPOBAHBI,
NPOMapKMPOBaHbl M W30AMPOBaHbl OT MPUrOAHbIX A/A NPOM3BOACTBA B cooTBeTcTBUM C COIM. OHM AO/KHBI
XPaHUTbCA B YC/IOBUAX, MCKIIOYAIOLLMX MX UCMOJIb30BaHWE B MPOM3BOACTBEHHOM MPOLLECCE BMIOTb A0 MPUHATUA
peleHns 0 BO3MOKHOCTU YyTUAN3ALMM 3abpakoBaHHOM NPOAYKLUN.



15.5.7. YHMUTOXKeHMe 3abpakoBaHHOM NPOAYKUMWM OCYLLECTBAAET CheumanbHO OpraHM30BaHHaA KoMMCCUS,
KOTOPasn COCTaB/AET aKT 06 YHUUTOXKEHUN NPOAYKLNN.

15.5.8. Mpoaykuua, noanexkawasa po3nmsy wau ¢acoBke (Tabnetkun, cseunm M Ap.), AOKHA XPaAHUTLCA B
Hag/exKallmx yCnoBuax, obecneymBatoWwmx COXpaHeHNE ee CBOWCTB.

15.5.9. Ha Kaxaom 3Tane TexXHONOrMYecKoro npouecca HeobxoAMMO pernctTpupoBatb 06bEm BbIXoAa
NPOAYKLMM U CONOCTaBAATb €ro C Pern1aMeHTMPOBAHHbIM BbIXOAOM. B cnyyae BbIABNEHMS CYLLECTBEHHbIX PA3/MYMiA
HeobXoAMMO MPUOCTAHOBUTL BbIMYCK MPOAYKUMW MW danbHelwylo oTpaboTKy nonypabpukaTa 4O BbiABAEHUA
NPUYMH TAKOrO HECOOTBETCTBUA U UX YCTPAHEHMS.

15.6. C uenblo npeaoTBpalleHMsa BbINyCKa FOTOBOrO NPOAyKTa, He cootBeTcTBytowero PCM, nposoaat
NOCTagMMHbIA KOHTPOAb MpoLLecca NpoM3BOACTBA, KOTOPbLIN OCYLLECTBAAETCA B COOTBETCTBMU C pPEriaMeHToOM
npomnssoactsa U COMM coTpyAHMKamMM NPOU3BOACTBEHHONO yYacTKa (MocTtoaHHo) u/nam OBTK.

15.6.1. B xoae noctaguitHoro KoHTpona OBTK nposepseT:

- BbIMNO/IHEHWNE pPerNameHTUPOBaHHbIX TEXHOIOMMYECKMX onepaunin n cobatogeHne TeXHONOTMYECKUX PEXNMOB
paboTbi;

- cobto4eHNEe PEKMMOB M CPOKOB XPaHEHMA CbipbsA, MaTepnanos, PeakTMeos, NonydabpuKaTos;
- NPaBUIbHOCTb U YETKOCTb MapPKMPOBKYM MoslydabpuKaToB U UCMOJIb3yeMbIX MaTepuasioB (peakTMBOB);
- CaHUTapHOe coCTosAHME UexoB, pabounx mect n obopyaoBaHums.

15.6.2. Pe3y/ibTaTbl NOCTAaANIMHOIO KOHTPO/IA OTPaXKatloT B MPOTOKOJ/Ie NPOM3BOACTBA cepuun. Mpu obHapy»KeHnmn
OTK/IOHEHWUI OT PEXKMMOB N HOPM TEXHOJIOIMYECKOro NpoLLecca A0MKHbI 6bITb NPUHATLI Mepbl B cooTBeTcTBMM ¢ COMM.
Bce OTKNOHEHMA pPerucTpupyroT B COOTBETCTBYHOWMX MPOTOKO/IAX M O HUX CBOEBPEMEHHO WHPOPMUPYIOT
pPYKOBOAMTENA OpPraHn3aumu.

15.6.3. B cnyyae obHapyKeHUMA HapyweHnn coTpyaHnk OBTK B KHure npeanoxeHunit OBTK yKkasbiBaeT cCpoku
WX YCTPAHEHWUA.

15.6.4. C uenbto obecneyeHns CcTabUABHOCTM TEXHONOTMYECKOrO MpoLecca peKoMeHAyeTca npwu
NPOM3BOACTBEHHbIX ONEpPaLMAX NCNONb30BaTb A1 aHa/IN3a KOMMbIOTEPHbIE MPOrPaMMbl U CTaTUCTUHECKME METOAbI,
No3BO/IAIOLLME CBOEBPEMEHHO BbIABAATL OTKJAOHEHMA OT HOPMAJbHOIO XOAa TEeXHONOMMYecKoro mnpotecca,
YCTaHaB/AMBATb NPUYMHbI €70 HapyLLUEeHMUA.

15.6.5. FoToBbIN NpenapaT (cepun) nepenatoT Ha KOHTpoab B OBTK nocne oKoHYaHWA BCEX BUAOB KOHTPOAA,
npegycmotpeHHoro @PCM, NOAHOCTbIO NMPOMAPKUMPOBAHHBLIN W YNAaKOBAHHbIA BO BHELIHIOW YNaKoBKYy. Bblemky
npenapata Ha KoHTposnb B OBTK, ropuamyeckmx obpasuos, ob6pasuos, npesHasHavyeHHbIX gns otnpasku B HOK,
ocywectenaeT OBTK c pernctpauunein B cneumanbHOM KypHane.

15.7. TpeboBaHMA K MapKUPOBKE M YNaKOBKe:

15.7.1. B opraHu3aumMm LOJIKHblI OblTb WMHCTPYKLMK, OTpa)Katowme npasuna NpUemkn u umaeHTudukaumm
YMaKOBOYHbIX U MapKMPOBOYHbIX MAaTEPMANOB, NPOBEPKM PaboTbl 0bopyaoBaHMA, MOPAAOK PaboTbl NpU YNaKOBKe U
MapKNPOBKe M opraHmnsaLmm paboymx mect.

15.7.2. ToTOBbIA MPOAYKT AOJ/IKEH MMETb YETKYH MapKMpoBKy. CoaepraHue MapKUpoBKU U odopmaeHue
HaZAnMcen O0/MKHbI COOTBETCTBOBATL TPEOOBAHMAM, YCTaHOBNEHHbIM AEMCTBYOWEN HOPMATUBHON AOKYMEHTaumewn
Ha KOHKpeTHble BUAbI NpenapaTos.

15.7.3. N3roToB/ieHNe N BXOAHON KOHTPOAb 3TUKETOK M APYrMX MeyaTHbIX MaTepuanoB OPraHM3YIOT TakUMm
06pasom, uTobbl n3bekaTb BO3SMOMKHOCTU MX CMELLUMBAHMA U/MAKN NepenyTbiBaHKWA.

15.7.4. DTUKETKKN, ApyrMe nedyaTHble maTepuanbl U KAUWE ANA MAPKUPOBKM M MapKUMPOBaHHble BHeLWHMe
YMNAKOBKM XPaHAT B OMEYaTaHHbIX KOHTEMHepax B 3aKPbITOM MO 3aMKOM MOMELLeHUU. DTUKETKM U apyrue
MapKUPOBOYHbIE MaTepuasbl, NPeAHa3HAYeHHble A/1A KarKAOoro HaMMeHOBAHUA Mpenaparta, XPaHAT oTAeNbHo. Ux



nepefaya Ha MNPOU3BOACTBO MOMKET ObITb pa3pelleHa TOMbKO MPW HaZNMYMKM COOTBETCTBYHOLLEFO MUCbMEHHOTO
pacnopsxeHua OBTK.

15.7.6. TpaHCNOPTUPOBAHWE 3TUKETOK U3 MOMELLEHUA ANA XPAHEHUA K JIMHUM MAPKUPOBKU U YMAKOBKM
OpraHM3yloT TaK, 4YTOObl rapaHTUPOBATb HEBO3MOMKHOCTb MX CMELMBAHUA WAM  3aMeHbl STUKETKAMM,
npegHasHaYeHHbIMU ANA MAapPKUPOBKK apyrux MUBI.

15.7.6. Heucnonb3oBaHHble UAM Bblwealwne U3 yn0Tpe6neHm-| 3TUKETKN, MAPKUPOBAHHbIE YMNaKOBOYHbIE
mMmaTepunasibl noANEXKAT BO3BPALLEHUIO B OBTK ana YHUYTOXEHUA, YHTO OKYMEHTA/IbHO OCbOpMﬂFII'OT B COOTBETCTBUU C
con.

XVI. TpeboBaHUA K KNMHUKE 3KCMEPUMEHTANBbHbIX
YKMBOTHbIX (BMBapUIo)

16.1. BuBapuit pasameLLatoT B OTAE/IbHOM U30/IMPOBAaHHOM OT APYrMX NPOMU3BOACTBEHHbIX MOMELLLEHUI 34aHNM,
MMetoLWem aBTOHOMHbIE CUCTEMbI BEHTUAALMN.

16.2. NMomeleHNA oNAa COAEPKAHNA MUBOTHBIX AOKHbI BKAOYATb U30MPOBAHHbIE KOMHATbI 417 KapaHTUHA
BHOBb MOCTYMMBLUMX }KUBOTHbIX.

16.3. BuBapwuii gosxKeH bbiTb obecneyeH KBaiMUUMPOBAHHbLIMW Kaapamu, BKIOYAs BETEPUHAPHOro Bpava M
TEXHUYECKUIA NnepcoHan.

16.4. CaHMTapHO-TUIMEHNYECKOE COCTOSIHWE BMBAPMA AO/KHO COOTBETCTBOBAaTb TPeHOBAHMAM K YCI0BUAM
COLEPKAHUA PA3NMYHDIX TPYNN }KUBOTHbIX.

16.5. [Ona paboTbl C MWKPOOPraHM3MamMu Pas/INYHbIX TPYMNN MNATOFEHHOCTU CO34al0T  YC/10BUA,
cooTBeTcTBYIOWME TpeboBaHuam Cl1 no pabote ¢ Bo3byautenamu 1, 2, 3 n 4 rpynn naToreHHOCTH.

16.6. BuBapuin obecneuymBatoT 60KCOBbIMU MOMELLEHUAMM ANa paboT, Tpebytowmx 0cobbix yC/I0BUNA.

16.7. B nomelleHusax, rge npoBoaaT paboTy ¢ WMHPEKLMOHHbIM MaTepuanom, HeobXoAMMO WMETb
AE3NHPUULMPYIOLLMIA PacTBOP C YKazaHMEM CPOKA ero M3roToB/IEHUA M OKOHYAHWUA CPOKa FO4HOCTY.

16.8. Ha Ka)KLI,OVI KNeTKe C XXUBOTHbIMUN NPUKPENNAKOT 3TUKETKY C YKa3daHMEM HOMEpPAa KNETKU, Ha3BaHUA ONbiTa,
AaTbl Ha4a/sla U OKOHYaHUA, OaTbl 3apakeHwus, ¢.M.O. OTBETCTBEHHOIO COTPYAHUKa, 4emM U Korga 3apa*KeHbl
XHNBOTHbIE.

16.9. B BuBapuu L0/KHbI ObITb:

- MOMeLLEeHNE AN KOPMOKYXHU;

- 8e3NHPEKLMOHHO-MOEYHOE OTAENEHNE;

- MOMeLLLeHME oA XPAHEHUA CYXNX KOPMOB;

- MOMeLLeHMe 41 YACTOro 3anacHOro MHBEHTAPA, K/IETOK, MOJIOK U Ap.

16.10. BuBapum 060pyayroT XON0ANABHBIMU KaMepamm A5 XPaHEHUA TPYNOB XKUBOTHbIX.

16.11. BuBapun obecneumBaloT cneumanbHbiM ob6opyaoBaHUEM ANA Ae3UHPEKUUU KNETOK U YCAOBUAMU ANnA
YTUAN3aLMMN OTXOA08B 1 TPYMNOB UBOTHbIX.

16.12. Ha Bce maHunynsumMm, NpoBoAMMble B BUBApPUU, A0NKHbI 6biTb COMM.
16.13. BuBapum A0NKHbI UMETb AOKYMEHTbI, COAeprKaLLme nHGopMauuto:
- UCTOYHWMKM MOJYYEHUS KUBOTHbIX, ATy NONYYEHUA, KOIMYECTBO, BeC (BO3pacT), NoA, nopoaa (nnHua);

- BETEPUHAPHOE CBUAETENBCTBO Ha KaXXAYH0 NMapTUO XXNBOTHbIX;



- NICTOYHUKHN NONy4eHNA KOPMOB, CPOKU, KOINYeCTBO,

- nepeyeHb U KOZIMYECTBO XMBOTHbIX, HAaXO04ALWNXCA B BUBAPUUN, N3 HUX HaA KapPaHTUHE, B OMNbITe, 3apa*KeHHbIX
YEM U B KaKNX NnOMeLLEeHUNAX.

XVII. TpeboBaHUs K NpoBeAeHMIO BHYTPEHHEN MHCMEKLUN

17.1. Bo Bcex opraHusauumsax, npomssogawmx MUBI, npoBoaAT BHYTPEHHIO WMHCNEKLMIO, LeNbo KOTOPOi
ABNAETCA OUEHKa MPOM3BOAUTENEM COOTBETCTBMA YCNOBUIA NPOM3BOACTBA M KOHTpona MMWBI nonoxkeHuam
HaCToALWEro A0KYMeHTA, P Ha KaxKkabli NpoOM3BOAUMBIN Npenapar.

17.3. Mporpamma M nnNaH MNPOBEAEHUS BHYTPEHHEW WHCNEKUMM COCTaBAAT C ydyeTom Haumbonee
OTBETCTBEHHbIX WU Hanbosiee yA3BMMbIX YYaCTKOB MPOM3BOACTBEHHOIO MPOLECCa M BKAOYAIOT BCE noapasaeneHus
opraHusaumm.

17.4. B opraHM3auumn COCTaBAAIOT U YTBEPMKAAT WMHCTPYKUMWU MO MNPOBEAEHUIO BHYTPEHHEN MHCMEKLMH,
KOTOpble AO/IKHbI BKNOYATb Cneayiolee:

- MepcoHan un ero obyyeHue;

- MOMELLEHMA U UX COOTBETCTBME YCTAHOB/IEHHbBIM K/accaM YMUCTOTbl;

- COCTOSIHME NPOM3BOACTBEHHbIX MOMELLEHWNA M 060pYA0BaAHMSA;

- YC/IOBUA XPaAHEHMA CbipbA, MAaTEPUAIOB, PEAKTUBOB, FOTOBbIX NPenapaTos, puamyecknx obpasyos;
- LOKYMeHTaum1o;

- CAHUTAPHO-TUIMEHNYECKME YCI0BUA NPON3BOACTBA;

- NpoBepKy obopyaoBaHMUSA;

- Nporpammy nNposeaeHna Baangaumm obopynosaHma n npubopos;

- NOPALOK PAaCCMOTPEHUA peKAamaLLnii;

- pe3ynbTaTbl NPOBeAEHUA NPeAbIAYLLINX BHYTPEHHUX MHCNEKLUIA U NPUHATbIE MEpbI.




