MocTtaHoBneHune MNMaBHOIro rocyaapcTBEHHOro caHutapHoro Bpa4va P® ot 18 anpens 2003 r.
N 60
"O BBegeHUU B AeMCTBUE CaHUTapHo-anuaemuonormyeckux npasuwn CI1 3.3.2.1288-03"

Ha ocHoBaHun ®depepanbHoro 3akoHa "O caHWTapHO-aNMAEMMONOrM4YeckoM Bnarononyymm
HaceneHus" oT 30 mapTta 1999 r. N 52-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®egepaumm
1999, N 14, c1.1650) n "lMonoxeHuss O rocyaapCTBEHHOM CaHMTapPHO-3NNOEMUNONOrMYECKOM
HOpMUpPOBaHUU", YTBEPXXAEHHOro NocTaHoBneHnem MNpasutensctBa Poccunckon ®enepaumm ot 24
nona 2000 r. N 554 (CobpaHune 3akoHogatensctBa Poccuiickon $epepaumm, 2000, N 31, cT.
3295), nocTtaHoBMA:

Beectn B pgencteme ¢ 25 wuioHa 2003 roga caHUTapHO-3NMAEMMUONIONMYECKME npasuna
"Hagnexaliaa npaktuka npou3BOACTBA MeOMULIMHCKMX MMMyHoBmonornmdeckmx npenapatos. CI1
3.3.2.1288-03", yTBepxaeHHble [MaBHbIM rOCyQapCTBEHHBIM CaHUTapHbIM Bpadom Poccuiickon
depepaumm 17 anpensa 2003 r.

I".I".OHuweHko

3apeructpmposaHo B MuHtocte P® 22 maa 2003 r.
PernctpauunoHHsii N 4584

CaHuTapHo-anungemuonornyeckue npasuna CIl 3.3.2.1288-03
"Hapgnexallaa npakTuka NpoM3BoACTBa MeANLMHCKUX MMMYHOBMONOrM4eckux npenaparoB”

I. ObnacTb NnpumeHeHunsA

1.1. Hactosiwme caHuTapHO-aNnnaeMmonorMyeckne npaeuna (ganee - caHMTapHble npasunia)
pa3paboTaHbl B cooTBeTCcTBUM ¢ deaepanbHbiM 3akoHOM "O caHMTapHO-3aNMAEMUONIOrMYECKOM
6narononyyun Hacenenus" ot 30 mapta 1999 r. N 52-03" (CobpaHne 3akoHoAaTenbCTBa
Poccuiickon ®epepauun, 1999, N 14, c1.1650), "TlonoxeHMeM O rocyaapCTBEHHOM CaHUTapPHO-
aNMAeMUonorMdyeckom HopmupoBaHun", yTBepxaeHHbIM [locTaHoBneHnem [lpaBuTenscTBa
Poccuiickon Pepgepaumm ot 24 mions 2000 r. N 554 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2000, N 31, cT. 3295).

1.2. CaHvTapHble nMpaBufna YCTaHaBMMBAKOT  OpPraHW3auMOHHble U CaHWTapHO-
anvgemuorniorndyeckne  TpeboBaHus K  MNpoOu3BOACTBY U KOHTPOIto MEeOULMHCKNX
nmmMmyHobuonorndeckmx npenapatos (MWBI1), rapaHTMpoBaHHO obecneyvmBaloLnX NX aKTUBHOCTb,
6e30nacHOCTb 1 CTabUNbHOCTb.

1.3. CaHuTapHble npaBuna npegHasHavyeHbl AN pUOUYEecKUX vy U UHAMBUAOYAIbHbIX
npeanpuHMMaTenen He3aBMCMMO OT BEAOMCTBEHHOM NPUHAANEXHOCTU M opM COOGCTBEHHOCTH,
OCYLLECTBNALNX NPOM3BOACTBO MEOULNHCKMX MMMYHOBMOMNOrMYECKUX NpenapaTos.

Il. O6Lwmne nonoxeHns

2.1. HOpuguyeckne nvua W WHAMBUAOyanbHble npegnpuvHUMaTeny,  BbinyckaloLwime
MeauuMHCKMEe MMMyHobuornormdeckne npenapatbl (MABI), OOMKHbI MMETb BCE YCMOBMSA AONis
npon3BoACTBa NpenapaTos, COOTBETCTBYIOLLME MPUHLMMNAM Haanexatilen npakTMku NnpousBoacTBa
N HACTOSALLMX CaHUTaPHbIX NpaBus.

2.2. B kaxgon opraHusauum co3galoT CUCTeMy YNpaBrieHWs KayecTBOM, COCTaBfiSOLLMMM
KOTOpOM ABNATCA:

- cuctema obecneyeHns Ka4ecTBa;



- Hagnexalyas Npon3BoACTBEHHAdA NpaKTuKa, BKMoYatoLwas B cebs 1 KOHTpOnb KayecTBa.

2.3. Anst pyHKUMOHMPOBAHUSA CUCTEMbI YNPaBMEHMS KA4eCTBOM CO34al0T oTaeneHue (rpynny)
obecneyeHnss kayectBa (ganee - OOK) n otgeneHve 6MOMOrMYECKOro U TEXHOMOrMYECKOro
KoHTpons (ganee - OBTK).

24. Bce Buabl [OeATENbHOCTM, UWMeKWMWEe OTHOLWEHMEe K Ka4vecTBy, OQOPMISAIOT
OOKYMEHTanbHO.

2.5. Cuctema ynpaBreHns kKa4ecTBOM AOMKHa rapaHTMpoBaTh creaytoLlee:

- npu co3gaHuMM npenapata Obinn  yyTeHbl TpeboBaHusA Hagnexawen nabdopaTtopHon
NpaKkTVkK, Hagnexawen KIMHUYECKON MNPaKkTUKA W Hagnexalleh MpakTMKM MNpPOM3BOACTBA K
pa3paboTke, ucnblTaHnsM 1 ycrnosusam npoussogctea MUBIT;

- Ha Bce npounssoammMble MUBIT nmetoTca HopMaTuBHbIE AOKYMeHThI (ganee - HO);

- Ha BCe MpPOM3BOACTBEHHbIE W KOHTPOSibHblE OMepauun UMEKTCH WHCTPYKUMU UMK
CTaHdapTHble onepaumoHHble npouenypbl (ganee - COI1), yTBepXOeHHble B YCTAHOBMEHHOM
nopsiake;

- opraHuMsauumn obecneveHbl ChipbeM, peakTMBamMu M MaTepuanamu B T.4. YNakOBOYHbLIMM,
COOTBETCTBYHOLUMMN YCTAHOBNEHHbLIM K HUM TpeboBaHNAM;

- NpoBoOAUTCH BanMaaums u noeepka obopyaoBaHusi, T(pubopoB, TEXHOMOMMYECKNX NPOLIECCOB
N MEeTooB;

- Ha npousBoactBe MWBI1 ncnonb3yoTca chipbe, MaTepuarbl, peakTuBbl M YNAKOBOYHbIN
mMaTepuan, npegycMoTpeHHble TpeboBaHuamu HO u npowefwe obssaTtenbHbId BXOO4HOW
KOHTPOIb;

- BCA nNpoaykuus noaBepraeTca  HeobXoOuMOMY  KOHTPOMK B COOTBETCTBUM C
yCTaHOBMNEHHbLIMN METOAMKAMM Kak B npoLiecce NponsBoacTBa, Tak U NOCIe OKOHYaHUS ero.

2.6. Bce pesynbTaTthl KOHTPONSA AOMXHbI ObITb apryMeHTUpOBaHbl CreayoLWLUM:

- BCe KOHTpPOMNbHO-M3MeputeneHble npubopsl (ganee - KAMM), nuneTtkn, obopyaoBaHve u T.4.
perynsipHo NPOXOAAT npouenypy KannbpoBKM, METPOMNOrMYECKOro KOHTPONs 1 BanMaaumu;

- koHTpornb MWBI nossonset obecneunBaTb Hagnexawee kayecTBO npenaparta B TeyeHue
BCEro cpoka rogHocTy;

- MNpoBOAUTCHA perynsipHasi WMHCMeKUMsi (BHYTPEHHSI WHCMNekuus Bcex 0e3 UCKMYeHus
NPOn3BOACTBEHHbIX LIEXOB, OTAENO0B, nabopaTopuin);

- cobnogatotca TpeboBaHus NO YyCNoOBMAM XpaHeHus U TpaHcnopTuposaHua MBI,

2.7. TpowusBoanTtenb obecneunmBaeT kadectBo MMWBIT u rapaHTupyeT ux COOTBETCTBUE
HasHa4yeHuo N TpeboBaHUAM HOPMATUBHBIX JOKYMEHTOB.

2.8. Hagnexallyo npakTuky Mpou3BOACTBA, SABMSIOLLYIOCA BaKHEWWenW 4acTbi CUCTEMBI
yrnpaBrneHus kKayecTBoM, obecneumBaloT BbIMNOSIHEHWEM CReaylLWwuX YCroBUA NpOU3BOACTBA
MWBI:

- YeTKOW pernameHTaumen BCeX TEXHOMOIMYECKMX NPOLECCOB;

- perynspHon Banugaumen BCEX TEXHOMOIMMYeCKMX MpOoLLeCcCOoB, MOATBEPXKAEHHON
OOKYMEHTanbHo;

- HanMuneMm KBannuuMpoBaHHOro NepcoHana;

- HanMunem HeobxoOuMbIX MOMELLEHMN AONd NPOBeAEeHWs BCeX 3TanoB MPOU3BOACTBA M
KOHTPONS;

- HanMunem HeoBXOAMMbIX MaTepuarnos N peakTMBoB, 06opyaoBaHUS;

- Hanu4mnem COIT Ha Bce aTanbl TEXHONOMMYECKOro NpoLecca;

- npoToKonamn npoBedeHus BCeX 3TanoB NPOU3BOACTBA Cepun, a TakkKe KonuyecTsa
MOMy4YeHHON NPOAYKLUMM B CPABHEHUM C PACYETHbIM;

- XpaHeHneM B NONHOM o6beme B AOCTYNHOW hopMe BCeX NPOTOKOMOB NPON3BOACTBA CEpUN,
BKITIOMas JOKYMEHTbI Ha peanusaumio NpoayKumm;

- HanMM4YMeM cucTembl OT3bIBa OT NOTPEOUTENS peanu3oBaHHbLIX CEPUIA;

- Yy4eTOM UM paccriefoBaHMeM npuuMH BHYTpeHHero Opaka (6pak OBTK) u ©6paka no
pesyrnbTaTaMm KOHTPOSS cepun B HaUMOHanNLHOM opraHe KoHTpons (ganee - HOK);

- y4eTOM U paccrnefoBaHVeM peknamaunin Ha KayecTBO NpenapaTos;

- HanMuMeMm CKMaACKMX MOMELLEHUN [ANs XpPaHEeHUsa Cbipbsl, MaTepuaroB, pPeaKkTMBOB,



nonydgabpukaToB U roTOBOW NPOAYKLMMW.

2.9. K koHTponto kavyectsa MUBI npeagbasnstoTcs cnegyowme tTpeboBaHus:

- Hanu4yve oTAenbHOro noMeLleHns n Heobxogumoro obopyaoBaHUA ANs KOHTPOMs KayecTBa
NpoayKuuu;

- HanmMumne kBannUUUPOBaHHOIO NepcoHana;

- HanmuMe YyTBEpXAEHHbIX MeToauk oTbopa npob® M nocregylLlero KOHTPONS Chipbs,
MaTepuanos, NPOMEXYTOUHbIX MPOOYKTOB, NonydabpukaToB 1 roToBbIX NpenapaTos;

- peanusaums Kaxgon cepuu npenapaTta TOMbKO MPU HanmuuuMM paspelleHus 3amecTuTens
pykosoautens no kadectsy (pykoBogutens OOK mnu OBTK), npu Hanuyuu nacnopTa Ha cepuio,
noanucaHHoro pykosogutenem OBTK;

- Hanuuve Mysesq o0O0pasuoB [Onsa XpaHeHus o06pasLoB UCXOOHOrO CbipbS W FOTOBbLIX
npenapaTos.

lll. TpeboBaHUA Kk oTAENEeHUIO o6ecneyeHust kKayectBa (OOK)

3.1. Otgenenune (rpynna) obecneveHus kadecTBa OOSHKHO ObiTb CaMOCTOATENbHbIM U
He3aBMCMMbIM OT MPOM3BOACTBA CTPYKTYPHbLIM NoApa3feneHmemM.

3.2. Bo Bcex cnyyasix BbISIBEHUS HapyLlleHMs cobniogeHns npaBun Hagnexaiien npakTukm
NpoOM3BOACTBA M HACTOSLWMX CaHUTAPHbLIX MpaBuil, HECOOTBETCTBUS KayecTBa NPOU3BOANMBIX
MWBI TtpeboBaHnuam HL, 3amMe4yaHMn MHCNEKTUPYIOLLMX OPraHoB W T.O. AOMKHA CyLleCTBOBaTb
cuctema (npoueaypa) onepaTUBHOrO ONOBELLEHUS PYKOBOAUTENSA OpraHm3auuu.

3.3. OToeneHne obecneyeHns kayecTBa AOSPKHO rapaHTMpPOBaTh cregytoLlee:

- MBI npounsBoaaTtcsa ¢ ydeTom TpeboBaHMIA Hagnexallen npakTnukm Nnpon3BoacTea;

- noboe OTKMNOHEHUE OT YCTaHOBMEHHbIX Mpoueayp OOKYMEHTMpyeTcs n 0bocHoBbIBaeTcs. B
Crny4asx BbISIBNIEHUS KPUTUYECKMX OTKITOHEHMA HeobXOOUMO YCTaHOBUTb MPUUMHY  9TUX
OTKITOHEHW, cAenaTb COOTBETCTBYOLLME BbIBOAbLI M BCE NOAPOOHO LOKYMEHTUPOBATD;

- TEXHONOIMYecKne NpoLecchbl U MeToAbl KOHTpons obecneyvvBaloT TpeboBaHMSA K KayecTBy,
YCTaHOBMEHHbIE HOPMaTMBHbLIMW [AOKYMEHTaMu (pernameHTa npousBoAacTBa (ganee - Prl),
dapmakonenHon ctatben (ganee - ®C), cdhapmakoneriHon ctateen npeanpuatus (ganee - ®CIM),
COT1, nHCTpyKUUKN 1 T.4.);

- NpaBa, 00643aHHOCTM U OTBETCTBEHHOCTb PYKOBOAUTENEN M COTPYOAHWUKOB noapasgeneHun,
nabopaTtopui, LLexoB, OTAENOB U T.4. onpeaerneHbl JOSMKHOCTHLIMU UHCTPYKUNSMN;

- BCe BOMPOCbl, CBA3aHHble C obecnedyeHnem kadectBa MMWBII, pewatoTca npu
HenocpeaCTBEHHOM y4acTUN PYKOBOAUTENSA OTAENA UNK nvua, MCNOSHSALWEro ero 0643aHHOCTY;

- BCE [OOKyMEHTbl, CBs3aHHble C obecneveHnem kadectBa MWBI, paccmaTtpuBaroTca U
COrnacoBbIBalOTCS C OTAENEHNEM;

- Ha BCe BUAbl AeATENbHOCTU, BXoaswWme B 00513aHHOCTU OTAENEHNa obecneyeHnss Ka4yecTBa,
odopMnsTCs NpoToKosbl B cooTBeTcTBUm ¢ COI.

3.4. OcHoBHble 0053aHHOCTM OTOENeHMs 0DecneyYeHnsa KadecTBa perraMeHTUpYTCa
"MonoxeHnem o6 otdeneHun"”, He nognexart nepegade ApyrMMm crnyxb6am M 3akn4varTca B
cnenywoLem:

- KOHTpoOre 3a cpokamu aencteus Pl n ®CI1, opraHusauumn cBoeBpeMeHHOro nepecmoTpa Pl
n ®CrI1, BHeceHUN NpeanoXeHun no nameHeHuam P wn eCri;

- MOAroTOBKE W nNpeacTaBneHuMn Ha YyTBepxaeHue pykoBoguTento opraHusaumm COIl,
WMHCTPYKUURA, cneundukaumi n T.4. Ha BCe aTanbl TEXHOMOrMYeCcKoro npoLecca;

- KOHTpore 3a cTporum cobntogennem Pl n COIT,

- NPOBEeAEHNM N COCTaBIIEHUE aKkTa paccrneoBaHus BO BCEX CryYasiX BbIABMEHUS OTKIOHEHWUN
oT TpeboBaHun pernameHTa npoussoactsa MMWBII. [lonyyeHHble BbIBOAbI AOMKHbI OblTh
3anpoTOKONNPOBaHbl U AOBeAEeHbl OO CBEAEHUs pyKOBOAMTENs opraHu3auuun. Bce BbisSiBNEHHbIe
HapyLIEeHWs1 YCTPAHSIOT B KpaTyanLime CpoKu;

- KOHTpoOsfe 3a obecrneyeHnem 4YUCTOTbl BCEro TexHorormdeckoro obopyaoBaHusa. YacTtu
obopyaoBaHus, 3anofHseMble B TEXHOMOrMyeckomM npouecce Temu unu uHeimmn MUBIT vnu ux
COCTaBNALLMMN, OOMKHbI NOABEPraTbCa OYMCTKE, a NP HEOOXOAMMOCTUN Ae3MHAEKLNN Cpasy Xe



nocrne 3aBepLueHus npouecca B cootsetcTemm ¢ COIT;

- MOHUTOPWHIE OKpYXatoLLen cpeasbl;

- KOHTpoOne 3a (PyHKLUUNOHNPOBAHMEM CUCTEM BEHTUNAUMK, BogoobecneyeHmsa n T.4.;

- KOHTpoOne 3a cobniogeHNneM caHUTapHoO-rMrneHnYeckux TpebosaHui,

- KOHTpOrE 3a COCTOSHMEM TexXHoMnormyeckoro obopyaoBaHns 1 obecneyeHmmn ero YUCToThl,

- obecnevyeHnn MNOCTOSIHHOrO KOHTPOMsi 3a BeAEHUEM MNPOTOKOMOB, XXYPHamnoB, HanuivMem
NHCTpyKuMn n COIl. XpaHeHne BCex AOKYMEHTOB OOMycKaeTcs Kak B MMCbMEHHOM BuAe, Tak U Ha
MarHWTHbIX HOCUTENSIX;

- obecrnevyeHun CBOEBPEMEHHOW METPOMNOrMYECKON NMOBEPKU N KannbpoBKM aBTOMATUYECKOIO,
MEXaHW4YEeCKOro, 3NEeKTPOHHOro W JApyroro o0opygoBaHMs B COOTBETCTBUM C  rpadhmkom,
obecneyeHUn xpaHeHNa NPOTOKOOB MNOBEPKN N KannbpoBKy;

- opraHu3aumm wun obecneyeHuM BanUOAUMOHHbLIX WCCMEedOBaHWA B COOTBETCTBUM C
pas3paboTaHHbIMM MPOTOKOMAMK, OTPaXKalLWMMKM MOMHOTY Banuiaumm n UKCUpYHOLWMMK Mnodble
N3MeHeHNs NPOU3BOACTBEHHOrO npouecca, 0bopyaoBaHus, Cbipbs, MaTepuanos, KOTOpblE MOTyT
okasaTtb BnunsiHMe Ha kayectso MUBIT;

- MpoBepKke M aHanuse CBOAHbIX MPOTOKOMOB Cepuii, NMPOTOKOMOB MPOM3BOACTBA Cepun,
KOHTPOIbHbIX NIUCTOB;

- NpoBefeHUN MO YTBEPXAEHHOMY rpachuKy BHYTPEHHEN uHcnekumn B cootBeTcTBumn ¢ "COIll
Nno NPOBeAEeHWI0 BHYTPEHHEWN WHCMeKkumMn", B KOTOPOM OOSMKHbl OblTb U3MNoXeHbl HeobXxoAuMble
TpeboBaHus, a cama npoueaypa AormkHa 6biTb JOKYMEHTUPOBaHA.

IV. TpeboBaHus Kk oTAeNneHno 6Monornyeckoro u TexHosnormyeckoro koHTpons (OBTK)

4.1. OBTK pomkHO ObITb HE3aBUCMMbIM OT MPOM3BOACTBEHHbLIX MOApa3deneHnin u
pacnonaraTbCA B OTAEMNbHOM M30SIMPOBAHHOM MOMELLEHUN.

4.2. OBTK pomxHo:

- OblTb YKOMMMEKTOBAHO KBanNMUUUPOBAHHbIMK CNeunanMcTaMmi, UMEKLMMM OnbiT B
obnacTtu nponssoacTea 1 kKoHTponsa MUBIT;

- UMeTb NOMHbLIN KOMNIekT aencTteyowen HO Ha Bclo HomeHknaTypy MUBI, nponssBoaMmMbIx
opraHusaumen, a Takke gpyrne H[, cneumdukaumm Ha peakTvBbl U MaTepuanbl, UCMOMb3yeMble
npv NPoM3BOACTBE U KOHTpoOse, MHCTPyKUumMn U COlbl, ncnonb3yemole B padote OBTK;

- UMEeTb MOMHbIA KOoMNMekT obopyaoBaHus, NpubopoB, peakTMBOB W MaTepuanos Anis
npoBefeHns BCEX BUOOB KOHTPOIS;

- MMeTb BCE MNPOU3BOACTBEHHbIE W KOHTPOfbHbIE TeCT-WTaMMbl, WCMOMb3yemble B
NMPOW3BOACTBE W NMPU KOHTPOrE, a Takke NOMHbIN KOMMNIEKT CTaH4apTHbIX 06pasLoB.

4.3. Ctpyktypa n wratel OBTK pgomkHbl COOTBETCTBOBaTb HOMEHKNAType M 00bemy
NpOn3BOACTBA.

4.4. OpraHusauma umeeT NpaBO peanv3oBblBaTb CEpPUIO Mpenaparta TOoMbKO NPW Hanuumm
3akntodeHnss OBTK no pesynbtatam KOHTpoOns U odopmiieHuss nacnopta Ha ceputo. Popma
nacrnopTa AomkHa OblTb COrnmacoBaHa C HaUMOHaNbHbIM OPraHOM KOHTPOSS UMM COOTBETCTBYHOLLEN
ncnbiTaTeNbHOM OpraHn3auuen.

4.5. OBTK pomkHO coxpaHAaTb MPOTOKOMblI MPOM3BOACTBA KaXKOOW MPOU3BEAEHHOW cepumn
MWBI, BBOAUMBIX NOAdAM, - He MeHee 2-x neT, npounx MUBI1 - He meHee 6 mec.

4.6. ®yHkumm OBTK:

4.6.1. BxogHOM KOHTPOSb Cbipbd, MaTepuanos, BoAbl, NOCYAbl, 3TUKETOK, YMNAKOBOYHbIX
MaTepuarnoB Ha COOTBETCTBME BceM TpeboBaHWsAM U cneumdukauun ¢ Bblgavyen paspelleHns Ha
MX UCMOSib30BaHWe Npu NPON3BOACTBE U KOHTPOreE.

4.6.2. KoHTponb 3a cobniogeHnem TtpeboBaHui HI no xpaHeHuio Ccbipbd, MaTepuanos,
peakTMBOB, NonygabpnkaToB 1 rOTOBLIX NpenapaToB B OpraHu3aLmm.

4.6.3. Yyactne B nocTaguiHOM KOHTpone, NpOBOAMMOM B COOTBETCTBUM C perfiameHToM
NpOn3BOACTBA.

4.6.4. KoHTponb 3a cobntogeHem TpebosaHun COIl k ot6opy o06pasLos:

- ANdA NpoBeAeHUs BXOAHOIO KOHTPOrS;



- And 3aknagky B Mmy3en apbuTpaxHbix 06pasLOoB peakTuBoB, MaTepmnanos U T.4.;

- 015 KOHTPOMS Ha aTanax NpoM3BOACTBa;

- ANSA KOHTPOMs roTOBOW cepuun npenapara;

- ANd 3aknagky B My3ewn lopuandeckmx o6pasLoB cepuii roToBbIX NpenapaTos.

4.6.5. KoHTponb rotoBor cepun npenapara Ha cooTBeTcTBue TpeboraHnam OPCI1 npoBogaT B
cnegywoLem nopsake:

- uex-usrotoButeno npeabasndetr OBTK npomapkupoBaHHYlO W ynakoBaHHYK Cepuio
npenaparta, a Takke NpoTOKON NPOM3BOACTBA cepuu;

- OBTK npoBepsieT KayeCTBO MapKMPOBKA U YMaKOBKM Ha COOTBETCTBME YTBEPXKOEHHLIM
dopmam, BHELLIHUI BUA NpenapaTa, Hanmdmne B KOpoOKe MHCTPYKUUM MO NPUMEHEHUIO, a Takke Mnpu
HeOOXOAMMOCTM NMUNOYKN ANS BCKPLITUS aMMyrbl, MANETKU U T.M.;

- OBTK npowussoant otbop obGpasuoB cepum B cootBeTctBum ¢ COIl B KonmyecTBax,
OOCTaToYHbIX AN NPOBEOEeHUs] MOMHOI0 KOHTPOIS, KOHTPONMPYET MX U MpU MONOXUTENbHbIX
pesyrnbTaTtax KOHTpons oToupaeT obpasupbl AN 3aknagkM B My3ein lopuandeckmx obpasLos.

PesynbTaTbl KOHTPONSA CEPUN CUYUTAIOT MOMOXUTEMbHBLIMU, €CMW MPU UCMbITaHUN MO BCEM
TecTam, npegycmoTpeHHbIM OCI1, Bce nokasaTenu kayectsa COOTBETCTBYIOT TpebosaHmam OCl1.

Pe3ynbTaTbl KOHTPOMSI CYMTAIOT OTPULIATENBHBIMW, €CIN BbIABIISIIOT HECOOTBETCTBUE XOTS Obl
no oAHOMY nokasaTerto.

PesynbTaTbl KOHTpoOns odopMnstoT MpoTokonom B cootBeTcTBuu ¢ COIN, ogHOBpeMeHHO
odhopMAfT NacnopT Ha cepuio.

4.6.6. OBTK odopmnaeT HaknagHyto Ha cgadvy cepum npenapata Ha CKnag roToBOM
NPOLYKUUN.

4.6.7. Ha «xoHTenHepbl c cepuen OBTK HaknemBaeT 3TUKETKM O €€ COOTBETCTBUM
TpeboBaHusam OCI1.

4.6.8. C cepuen npenaparta, He npoweien koHTpons B OBTK, npoBogaT cneayiollee:

- B CBA3N C obpatumbiMn gedekTamu, He BIUSAIWUMU Ha ee (PU3UKO-XUMUYECKUE |
Buonorunyeckme ceornctea, OBTK Bo3BpallaeT gaHHY0 cepuio npenaparta Lexy-usrotoBuTtento Ans
NX yCTpaHeHus;

- AaHHaga cepus gomkHa ObiTb NogBeprHyTa nepepaboTke MO TEXHOMNOMMKU, NPeayCMOTPEHHON
pernaMmeHToOM MPOU3BOACTBA Ha AaHHbIN npenapat. [locne nepepaboTku cepun e NpuceavBaloT
oyepeaHon Homep;

- cepuio noaBeprHyTon nepepaboTkn MO TEeXHOMNornv, NPeaycMOTPEHHON perfameHToM
npouM3BoACTBa Ha [aHHbLI npenapaT, paspellaeTcsa noBTopHO npeabsasutb OBTK. [Mocne
nepepaboTkn cepun en nNpMceanBaloT o4epegHOn HOMEP;

- NpY HEBO3MOXHOCTU NepepaboTkM cepuio npenapata GpakyloT U oneyaTbiBalT neyvaTblo
OBTK. 3akniouyeHne o Opake cepun npuHumaet pykoBoautenb OBTK.  YHuuTOXEHMe
3abpakoBaHHOM cepun npousBoasatr B cooTBeTtcTBMM € COIl u odopmnsaoT aktoM. Yuer
3abpakoBaHHbIX cepuii Beget OBTK.

46.9. OBTK ocywecTBndAeTr KOHTpoNb 3a cobniogeHvem TpebosaHunm HI no
TpaHcnopTupoBaHuio nonydabprkaToB 1 roTOBbIX NpenapaTos.

4.6.10. OBTK ochopmnisieT cnegyroLine JOKYMEHTbI:

- NacnopT Ha KaXXayto BbINYLLEHHYIO CEpUIO;

- CBOAHble MpPOTOKOMbI MNPOM3BOACTBA Ha MpenapaTbl HaLMOHanNbHOro KaneHgaps
NponNakTU4ECKNUX NPUBUBOK;

- CBOOHble MpPOTOKOMbLI MNPOM3BOACTBA Ha npenapaTtbl KaneHaaps MPUBMBOK MO
aNNAeMNYECKNM NOKa3aHUAM;

- KBapTanbHble 1 rogoBble oTtyeTbl 0 pabote OBTK ansa Hanpaenewunsa nx 8 HOK.

4.6.11. OBTK HanpaBnsieT B HOK unu B cooTBeTCTBYIOLWMNE NCNbITATENbHBIE OpraHn3auuu:

- obpasubl cepui MUBIT Ha KOHTponb (KONMYECTBO CEpPUI COrnacylT C UCNbITaTeNlbHON
opraHusauuen HOK MUBIN);

- macnopTa Ha Kaxayto BbIMyLLEHHY Cepuio;

- CBOAHble TMPOTOKOMbI MPOM3BOACTBA Ha nMpenapaTbl HaUWMOHaNbHOro  kKaneHaaps
npornakTndecknx NPUBMBOK U KaneHaapsi NPUBMBOK MO 3ANNAEeMUYECKMM NOKa3aHUSM;



- KBapTarnbHble U rogoBble oT4eTbl 0 pabote OBTK.

4.6.12. OBTK yvacTtByeT B paccrefoBaHuUM pekrnaMauun, a Takke npudnH Bpaka no
pesynbTatam kKoHTporns B HOK unu B COOTBETCTBYIOLLEN UCMbITAaTENBHON OpraHu3aumm:

- OCYyLLeCTBRsieT KOHTpOnb o06pasuoB Cepui, MNOCTYNUBLUMX C MecTa peknamauunm, B
CpaBHeHUU ¢ My3elHbIMK obpasuamu. MNpu nogTBEPKAEHUN HECOOTBETCTBUS My3elHbIX 06pa3LoB
cepun TpeboBaHuam PCI1 3abpakoBaHHYHO CEPUI0 YHUYTOXAKOT U COCTaBNSAOT COOTBETCTBYOLLNA
akT;

- yyacTByeT B paccrnefoBaHuMu NpUYUH NosiBNeHnst 6paka B opraHu3aumm npu U3roToBneHmm
cepun 1 HeBbLISBIEHMUS ero nNpu koHTpone cepumn B OBTK;

- OCYLLECTBMSET KOHTPOSb IKCNEPUMEHTANBHO-MPOU3BOACTBEHHbIX CEPUNA, paspabaTbiBaeMbIxX
MWBI, npegHasHayeHHbIXx ans npegctaesneHnda B HOK mnu ucnonb3oBaHWa B KIUMHUYECKUX U
rocygapCTBEHHbIX UCMbITAHMSX;

- BeOEeT y4eT ITUKETOK 1 KOHTPOIb 3@ UX UCMOMNb30BaHMEM U XPaHEHUEM.

4.7. Mysenn apbutpaxHbix obpasuoB SABMASETCSA CTPYKTYpHbIM nogpasgeneHmem OBTK wu
npegHasHayeH Anst XxpaHeHus obpasLoB cepuii NpenapaToB, BbiMYLLEHHbLIX NPeanpuaTUEM.

4.7.1. MNomelleHre ONs XpaHeHWUs opuandeckux obpasuoB AOMKHO ObiTb M30NMPOBAHO OT
OPYrMX CTPYKTYpPHbIX nogpasgeneHun u obopyaoBaHO B COOTBETCTBUMM C TpeboBaHuAMK K
YCINOBMSIM XpaHeHUsa cooTBeTcTByOWMX MUBI. B nomelLeHnn Myses pacnonaratoT CTennaxu, Ha
KaXXOOM M3 KOTOpbIX AOMKHa O6biTb 3TWKeTKa, codepxalias HeobXOoauMMyk WHGOpMauuio o
npenaparte, XpaHsLemcs Ha cTennaxe (HassaHue npenapata, N cepuun, Cpok rogHoOCTH).

4.7.2. ApbutpaxHble ob6pasubl Kaxgoro npenapata [OOSDKHbl HaxXOAWUTbCS B CTPOro
onpeneneHHoM Ans Hero mecTe.

4.7.3. MNomelleHne, NpuHagnexaiiee Myseto apbutpaxkHblx ob6pasLoB, NNOMBUPYIOT NeyaTblo
OBTK.

4.7.4. ObecneunBaet HoOpMMpPOBaHNE My3esl, YCIIOBUSI XpaHEeHUs apOuTpakHbix 00pasuoB
pykoBoautens OBTK, KOTOpbIM Takke HeCeT OTBETCTBEHHOCTb 3a HeoOXOOUMYK BbIEMKY
obpasuos.

4.7.5. ApbutpaxHble obpasupbl cepuinn MUBIT, BbinyLeHHbIE OpraHn3aunen, npegHasHavarTcs
ans oueHkn kavectea MBI B cnyyasx:

- MOCTYMIEHUS peknamaunii Ha Ka4ecTBO npenapara ¢ MecT NPUMEHEHUS;

- BbISIBIEHMS1 HECOOTBETCTBMSA 00pasLoB cepun npenaparta TpeboBaHuam HI npu koHTpone B
HOK unu gpyron ncnbitatensHON opraHu3aumm;

- Ans HabngeHus 3a Ka4ecTBOM NpenapaToB B NPoLiecce XpaHeHus.

4.7.6. ApbutpaxHble obpasubl OT Cepuu BbINYLWEHHOrO MpenapaTta OTOMPalT METOAOM
cny4anHow BbIBOPKN B KONMYECTBE, HEOOXOAMMOM AN NPOoBeAeHUs NOIHOro ABOMHOIO KOHTPOIS
Ha cooTBeTCcTBME TpeboBaHusam OCIT.

4.7.7. OTbop apbutpaxHbix oOpasuoB npoBoauT coTpyaHuk OBTK coBmecTHO cC
pykoBoAUTENEM NPOU3BOACTBEHHOMO NnoapasaeneHus B cootsetctauun ¢ COTl.

4.7.8. CBegeHus o6 oTbOope apbuTpaxHbix 00pasuoB C MNachoOpPTHbIMW AaHHBIMU O
pesynbTaTax KOHTpons cepuu npenapata ¢ ykasanvem ®.1.0. coTpygHuka, NnpoBoAMBLLErO OTOOP
npob, perucTpupyroTcs B cneynansHOM XypHarne.

4.7.9. OBTK pomkHO nepuogudeckm B TedeHue cpoka rogHoctn MWBIT npoBoauTtb
HepaspyLuaLWmin KOHTPOIb Mo usmnyecknm ceoncteam cepunt MUBIT n genatb cooTBeTCTBYHOLLME
OTMETKM B XypHane.

4.710. B cnyvyae W3MEHeHUss U3NYECKUX CBOWCTB Cepuu Mpenapata notpebutento
HaNpaBnslT pacrnopsikeHne O 3adepxKke ee npumeHeHus. PeweHne o0 panbHenwem ee
NPUMEHEHNN MPUHNUMAIKOT KOMUCCUOHHO B cooTBeTcTBUU ¢ COl. YHMUTOXEHUE cepun npenapara B
CBs3K C HecooTBeTCTBUEM ee TpeboBaHmaM PCI1 opopmnaoT akToM.

4.7.11. CBegeHuss o6 wn3baATMM apbuTpakHbix 00pa3uoB C yKasaHWEM MPUYMH U3BATUS,
KonuyecTBa, pe3ynbTatoB KoHTpons, ®.N.0. u nognucsimMyM nuu, NPOBOAMBLUMX WU3bSATUE WU
KOHTPOIb, PUKCMPYIOT B COOTBETCTBYHOLLEM XypHane.

4.7.12. XypHan pervctpauum Bcex cBefeHun o006 apbutpaxHbix obpasuax [AoMmKeH
HaxoauTbes y pykoBoautena OBTK.



4.7.13. ApbuTpaxkHble obpa3subl KaXaon cepun roToBOM MPOAYKUMM OOIMKHbI XPaHUTLCA 40
O[HOro roga nocne UCTeYeHUs Cpoka rogHOCTU ANis npenapaTtoB, BBOAUMBIX NOAsAM, 0O 6 Mec. -
AN AMarHoOCTUYEeCKNX npenapaToB U NUTaTenbHbIX cpeq.

4.8. lMNpaBuna otbopa obpasuoB npoaykuum Ha koHTpornb B HOK wu gp. mncnbiTatenbHble
opraHvsauum BKNOYaloT cnegyioLlee:

4.8.1. Otbop o6pa3uoB npogykuum pAns HanpaeneHuss Ha KoHTpornbe B HOK  umnu
COOTBETCTBYIOLLYIO MUCMbITATENbHYIO OpraHM3aunio UMeeT NPaBo OCYLLECTBATb TOMbKO COTPYOHUK
OBTK.

4.8.2. Ha koHTporib B HOK wnu COOTBETCTBYIOLWY MWCNbITATENbHYI OpraHM3aumto
HanpaBnslT o00pasubl cepun, npolieawen koHTponb B OBTK, B konnyectse, Heob6xoanmom Aanis
npoBeaeHMs NOMTHOMO KOHTPOSS.

4.8.3. OT6op 0b6pasuoB AN KOHTPOss, My3es apbutpaxHbix obpasuoB 1 HanpaeneHnsa B HOK
N1 ucnbiTaTenbHble OpraHusaumMm odgopmMnsAlT aktom. OTobpaHHble 00pasLubl M30NUPYT OT
OCTanbHOM NPOAYKLUMKM, YNaKoBbIBalOT, ONIOMOMPOBLIBAKOT UMK oneYvaTtbiBaloT Ha MecTe oTbopa.

V. Tpe6oBaHMA K NOAroTOBKE CneuuanmucToB, MeaULMHCKOMY O06CnyXnuBaHUIO, Mepam no
6e3onacHbIM yCNOBUAM paboTbl

5.1. B opraHmsaumm [OMKHO ObITb HeobXxooumMoe KOMMYeCcTBO MepcoHana, WMEHLEro
COOTBETCTBYlOWEe 0OOpasoBaHWe U CNOCOBHOrO BbIMOSHATL MPOM3BOACTBEHHbIE Onepauun unu
onepauun rno KOHTPorto Kayectsa B cooTBeTCTBMU ¢ COlN 1 uHeTpykumsamu. CoTpyaHUK B TedeHune
paboyero OHs OomkeH paboTaTb TONbKO B OAHOM MOMELLUEHUN N ObiTb 3aHAT MPOU3BOACTBOM
Tonbko ogHoro MUBIT.

5.2. TpeboBaHUs kK NOArOTOBKE NepcoHana:

5.2.1. BHOBb NpuvHMMaeMbIX COTPYAHUKOB 0OOy4yalT ycnosmsm u npasunam paboTbl Ha
Npon3BoACTBE, BKMHOYAKOLWMM 03HAaKOMMNEHWE C NpaBunamMm Hagnexawen NpakTukM Npon3BoacTea,
Hagnexawen nabopatopHon npaktukn, COI 1 MHCTPYKUMSAMU B COOTBETCTBMM C OCOBEHHOCTAMM
npegcrosiwen pabotel. C nepcoHanoMm, paboTalwum € MukpoopraHmamamu 1 v 2 rpynn
naToreHHoCTU, NPOBOAAT AOMOMHUTENBHYO MOAFOTOBKY N0 0cobon nporpamme.

5.2.2. C nepcoHanom perynsapHo NpoBOAAT NEPENOAroTOBKY, NporpaMmy NoaroToBKM Kagpos
perynspHo nepecMaTpusator.

5.2.3. Cuctema o00OyyeHUs nepcoHana [OMKHa BKMAYaTb NEpBUYHOE, Mepuoamyeckoe,
cneumanbHoe U 3KCTpeHHoe obydveHue. lepBuyHOe 0OyyeHWe NPOBOASAT C HaHMMaeMbIMU Ha
paboTy COTpygHMKaAMU B COOTBETCTBUM C WX [OOSMDKHOCTHbIMKM 00A3aHHOCTSAMU. JKCTPEHHOE
oby4yeHne nNpoBOAAT B Crydae BbISIBMIEHMS OLUMOOK, KOTOpble MOBIEKNN WX MOMMKU MOBMeYb
yXygLeHne KadecTBa NpoayKumnu.

5.2.4. Cuctema obydeHnss OosmkHa OxBaTbiBaTb OOy MPOM3BOACTBEHHYIO AEATENbHOCTD,
KoTOopask MOXeT MOBMMATbL Ha KadeCTBO rOTOBOro npoaykta. [MaBHOM Uenbko obydeHus siBnsieTcs
AOCTWXKEHNEe CTaHOapTHOro BLIMOSTHEHUS Mpoueayp npousBoacTea. [lepuoguyeckn oueHuBaroT
nporpaMmMmy nOArOTOBKM KagpoB Mo ee 3PPEKTUBHOCTM WU OCYLLECTBNAKT MOHUTOPUHI
npaBuIbHOCTM AENCTBUSI NepcoHana.

5.2.5. dopmamn o6y4eHUA MOryT ObiTb JIEKLUNOHHBIE N MPAKTUYECKNE 3aHATUS, NPOBOANMbIE
camon opraHusauuen WM CTOPOHHUMW OpraHuM3aumamun, a TakkKe CEeMUHapbl, BbICTaBKW,
KOHdepeHUUN, KOMMNbIOTEPHbIN MeTod 00y4YeHNsa 1 camoobyyYeHns.

5.2.6. PerynapHo npoBogAaT aTTectauuio nepcoHana. dopmamu aTrectauumn SBNAKTCA
YCTHbIE€ 3K3aMeHbIl, MMCbMEHHbIE paboThl U NPaKTUYECKUE 3aHATUS.

5.2.7. [JokyMeHTbI N0 0Oy4eHMIO YTBEPXKAAIOT U XPAHAT B OpraHn3aumm, OHM BKIOYaLoT:

- NnaHbl 0by4veHus;

- cneumarnbHble NporpaMmbl;

- HOuBMAYyanbHble NNaHbl O6yYeHUs;

- NHOUBMAOYanbHbIE KAPTbl y4eTa 00y4veHus;

- aTTecTauyyoHHbIE NUCTbI;

- NHCTPYKUUKN W UNAOCTPATMBHbBIN MaTepman no oby4eHuto.



5.3. Bce nuua, npMHMMaemble Ha paboTy, NPOXOAAT MeanLNHCKoe obcregoBaHue.

5.4. K pabote He ponyckaloTcs nvua ¢ MHAEKUMOHHbIMK 3aboneBaHNaAMU NN NUMetoLLIne
noBpeXaeHns OTKPbITLIX Y4aCcTKOB Tena.

5.5. MNMepcoHany, 3aHaTomy B npoussonctee MUBIT, npoBogat ancnaHcepusauunio He pexe 1
pasa B rog, OCyLLeCTBMAST NOCTOSIHHOE MeauunHCcKkoe HabnigeHne n perynspHo obcrnenyloT Ha
TyOepkynes. COTpygHUKaM, OCYLLECTBISOWMM BU3yalnbHbIi KOHTPOMb NpenapaToB, PerynspHo
NpOBEPSIOT 3peHune.

5.6. B npou3BoOCTBEHHbIX MOMELLEHUAX He AONyckaeTcs MNpuHUMaTb eay, NUTb, KypuThb,
HaHOCWUTb KOCMETUKY, a TaKKe XpaHWTb MpOAYKTbl MNUTAHWS, HanuTki, TabauyHble u3genus,
BblpallnBaTbh KOMHATHbIE pacTeHus.

5.7. Bce nuua, Bxoaswue B NPOU3BOACTBEHHbIE MNOMELLEHUHA, BKMYas MNOCTOAHHBIX
COTPYAHUKOB U BPEMEHHbIX MOoceTuTenemn, AOMKHbI CTPOro cobnogaTe npasuna JIMYHON TUIMEHB,
BKIMOYas MbITbE PYK U HOLLIEHME 3alLUMTHOW ofexabl.

5.8. PykoBoautenb opraHusauumn obecnedmBaeT perynsipHbii KOHTPOSlb COCTOSIHUSA 340pOBbS
nepcoHana.

5.9. O6ecnevyeHne 6e3onacHOCTU NepcoHana:

5.9.1. Bcem BHOBb nocTynawwum Ha paboTy nNpoBOAAT MNOAPOOHBLIA MHCTPYKTaX Mo
CaHUTapHO-3NUAEMUONONMYECKOMY PEXMMY, OXpaHe Tpyaa M TexHuke 6GesonacHoctn. Ocoboe
BHMMaHWe Mpu WHCTPyKTaxe obpawalT Ha cneuMdpuky paboTbl Ha KOHKPETHOM y4vacTke
npoussoacTea MABIT.

5.9.2. Heoby4eHHbIN nepcoHan W NOCeTUTENIen He [JOMnycKakT B MNPOU3BOACTBEHHbIE
nomelleHns. Ecnu ato HeobxoanMo, € HAMWU MPOBOAAT WHCTPYKTaX O NpaBunax noBedeHus Ha
NPOW3BOACTBE N OHU JOSMKHBI HAXOAUTBLCA NoA 0cobbiM HabnaeHEM.

5.9.3. 3awmnTy nepcoHana OT 3apaxeHusi, a Takke BO3OENCTBUSA UCMOSNbL3YEMOrO Chipbsi U
peakTMBOB (KACMNOThI, LLIENOYN, NErKOBOCNIaMeHsloLMecs Matepuanel 1 7.4.) obecneynsatoT:

- BakumMHaumen NpoTuB MHEKUUIA, C BO3DYyaMTENAMM KOTOpPbIX paboTaeT nepcoHarn;

- obecneyeHneMm nepcoHana COOTBETCTBYHOLLEN TEXHOMOrM4eckon oaexaon u cpeactsamu
NHAMBUOYaNbHON 3aLLMThI;

- cobniogeHreM npasuIi, pernaMmeHTUpyLWmMX paboTy nepcoHana Ha KOHKPETHbIX ydYacTkax
Npoun3BOACTBA.

5.9.4. CoTpyaHukKM, 3aHMMaroLWLmMecs NPOU3BOACTBOM, XpaHEHMEeM, KOHTponem npenapaTos,
YXOOOM 3a XMBOTHbIMW W MOABEprallmnecs pPUCKY 3apaxeHusd, OOSKHbl ObiTb NPUBUTHI
COOTBETCTBYIOLLMMY BaKkLUUHAMMU.

5.9.5. MNpouseoacteom BakuuHbl BLPK 1 npenapatoB Ty6epkynuHa MoryT 3aHMMaTbCs TOMbKO
nvua, COCTOsiHME 3[00pOBbs  KOTOPbIX KOHTPONMPYeTCA perynspHov peHTreHockonuven. K
npounssoactey MWBIT 13 kpoBn uMnn nnasmbl CbIBOPOTKM YeroBeka [OMycKalTCA TOMbKo fivua,
npuBuTLIE NPOTUB renatuTa B.

5.9.6. lNocne okoH4YaHMsA paboThbl C XMBLIMU MUKPOOPraHn3mMamMm NepcoHan u oaexaa AOSMKHbI
NPONTN COOTBETCTBYIOLLYIO CaHUTapHyto o6paboTky.

5.9.7. NHctpykumm n COIlbl goBoAAT OO CBeAeHUsi BHOBb MOCTynawowero Ha paboTy wu
BKIMIOYAIOT B €XXeroHyto nporpamMmy rnoBbILLEHUS ero KBanugukaumm.

5.9.8. WHcTtpykuun u COIlbl XpaHAT Ha npeanpustumM B nopsigke, yCTaHOBIIEHHOM AN
XpaHeHnst 4OKYMEHTOB.

5.10. B kaxxgon opraHM3aumm AOSMKHbI AeNcTBoBaTh MHCTPYKUMM 1 COlMbl, yTBEPXKAEHHbLIE B
yCTaHOBMEHHOM Mopsiake, onpegensioLwme:

- JOMXHOCTHbIE 0653aHHOCTU NepcoHana;

- NOPSAOK NpPOBeAEeHUA MeOMLUHCKMX OCMOTPOB MepcoHana npu noctynneHuM Ha paboTty u
nepuoguveckon gucnaHcepusaumm,

- MpaBuna cobnaeHns NMYHOW U NPOU3BOACTBEHHONW MMIMeHbl NepcoHana;

- NOpsIAOK NPOBEeAEHNS NOArOTOBKM nepcoHana k paboTe;

- NpaBuna NpUroToBneHUs pacTBOPOB Ae3NHULMPYIOLWMX cpeacTB Ans 06paboTku nepyaTok
N pyK nepcoHana;

- MOpsgoK MpoBedeHWst MOWKM pyK M 0OpaboTkm nepyaTok UM pyK Ae3nHPULUPYOLWUMU



cpeacTBamu;
- NOPSAA0K NPOBeAeHNs KOHTPONS CTENEHN MUKPOOHOI KOHTaMUHaLMX NepcoHana;
- NOPSAA0K NPOBEAEHNS CTUPKU U CTEPUNN3aLIMM TEXHOOrMYecKon oaexabl 1 6enbs;
- NOPSAA0K HOLLEHUS OAeXabl.

VI. CaHuTapHO-rurmneHn4yeckme TpeboBaHua

6.1. Cuctema CaHUTapHO-TMIMEHUYECKUX MEPONPUATUIA, peanuayemMbiX Npu Mpou3BoACcTBe
MWBIN, pomkHa obecneuvBaTb 0Ge3onacHOCTbL NepcoHana B YcnoBusax paboTbl C 3apasHbiM
mMaTepuanoM, BbICOKOAKTMBHbIMW, NEeTy4YuMn U  TOKCMYECKMMU  BeLlecTBamMu, UCKIOYNUTb
BO3MOXHOCTb 3arpsi3HeHUs MPOAYKLUK, a Takke OKpyXaloLLen opraHnsaumio cpeapl.

B opranmsaumu gomxHel 6biTb B Hanmumm COlMbl n MHCTPYKUMKM NO CaHUTapWKY, BKIOYaKoLmne
onucaHve BanUAMpOBaHHbLIX MNpPoOUeAyp O4YUCTKM MOMeLLleHUMn K obopyaoBaHus, No npasunam
3[0pOBbS, MMrMeHbl, OAeXabl NepcoHana, a Takke Nno YyCTPaHeHUI0 OTXOOO0B U HeyTUNN3MpyeMbIxX
OCTaTKOB.

CaHuTapHo-rurneHnyeckne TpeboBaHua k npoussoactsy MWBIT oxBaTteiBaloT nepcoHan,
nomeLLeHusi, obopyaoBaHme.

Cm. MeTognyeckne ykasanHma MY 3.3.2.056-96 "OnpedeneHue knacca 4ucmomsl
rpou38o0dcmeeHHbIX nomewieHUl u paboqux mecm", ymeepxdeHHble [[ockomMcaH3nudHad30poM
P® 23 mast 1996 a.

6.2. CaHuTapHo-rurneHmyeckmne TpeboBaHus K nepcoHany:

- BECb MepcoHan npu MocTynneHun Ha paboTy M Bo Bpems paboTbl OOIMKEH MPOXOAUTb
perynsipHble MeguunHckue obcneaoBaHus;

- BEeCb MNepcoHan [JomkeH ObiTb O00y4eH MpakTUKe JNUYHOW TUMMEHbl, BCE 3aHATblE B
NPOW3BOACTBE AO0IMKHbBI COOMOAaTh BbICOKUIA YPOBEHb JIMYHON TMIUEHBI;

- ntobon paboTHUK C ABHbIMW NpuU3Hakamu 3aboneBaHNsa UM OTKPbLITbIMU NMOBPEXAEHNAMU He
AOMKeH OblTb AonyweH K paboTe € UCXOOHbIMW, YNAKOBOYHBIMU U MPUMEHAEMbIMU B
TEXHOMOrMYeCKkoM Mnpouecce matepuanamu, rotoBbiM NpenapaTtoM, Moka YCroBUS pucka He
NCYE3HYT;

- HeobxoaumMo wusberatb NPSAMOro KOHTAKTa Mexay pykamu paboTarwero M MCXogHbIMU
MaTepuanamu, Martepuanamm Ona nNepBUYHON  YMaKOBKW, MNPOMEXYTOYHbIM WX FOTOBbLIM
NpoayKTOM;

- ONS rapaHTMM  3aWwuTbl NPOAYKUMW OT 3arpsA3HEeHUsi MnepcoHan [dOIMKeH HOCUTb
COOTBETCTBYIOLLYIO CreuunanbHylo odexay M roroBHOW yOop, XpaHsilMecsi B COOTBETCTBYOLLMX
KOHTEeNHepax;

- B 30HaX Mpou3BOACTBa W NabopaToOpHbLIX UCCIedOBaHUN He paspellaeTcsa KypeHue, npuem
nuLwK, cogepkaHne pacTeHun, NULEBBLIX NPOAYKTOB, HANUTKOB, CUrapeT, NIMYHbLIX MEAMKAMEHTOB.

6.3. YcnoBus npoBedeHUs TEXHONOrMYecKoro npouecca AOMKHbl obecnedyntb cBedeHue K
MUHUMYMY KOHTaKTOB paboTaloLlero nepcoHana C CbipbeM, BCMOMOraTesibHbIMW MaTepuanamm,
MaTepuanamuM nepBUMYHOM YMakoBKM W rOTOBbIM MNPOAYKTOM B Mpouecce obcnyxmnBaHus
06opynoBaHus 1 Npu NPoBEAEHUN MPOU3BOACTBEHHbIX OMNEpPaLUiA.

6.4. Mepbl NUYHOM TUrMeHbl OOMKHLI COBNDAATLCA BCEMU, BXOASLLMMM B 30HY NPOU3BOACTB
(rocTtn, nHcnekums n np.).

6.5. lluya, paboTatowwme B "4NCTbIX" NOMeLLeHMAX (1) 06a3aHbI:

- CTPOro orpaHnynTb BXOA B "4MCTbIE" MOMELLEHUS N BbIXOA U3 HUX, ANl Yero AOSMKHbl ObiTb
pa3paboTaHbl COOTBETCTBYIOLLNE NHCTPYKLINN;

- OCYLLEeCTBNATb MPOM3BOACTBEHHbLIA MPOLECC MUHUMAIbHO HEOOXOAMMBIM KONMYECTBOM
nepcoHana. VIHCNEeKUMOHHbIE W KOHTPOJSbHblE Mpouedypbl B OCHOBHOM crnegyeT NpoBoAuTb 3a
npegenamm "4nNcTbix" 30H;

- OrPaHM4UTbL NepeMeLLEHNS B MOMeLLEeHUAX 1 1 2 KNaccoB YNCTOThI;

- He NoAHMMAaTb M He MCMOoNb30oBaTb NPEAMETLI, yNaBLUMe Ha Mo BO BpeMsi paboTbl;



- nepen BXo4OM B "4MCTble" nomelleHns (B MOMELLEHMS MOArOTOBKM MepcoHana) CHATb BCe
YKpaLLEeHUs1 1 yaanuTb KOCMETUKY, BKIoYasa nak Anst Horren, NPUHATL YW U BbIMbITb PYKU LLETKON
C MowWWUMKM cpeactBamu, obpaboTaTb pyku Ae3nHUUMpYOWMMKU CpeacTBamMm U HageTb
CTepurbHble TEXHOMOMMYECKYI oaexay 1 obyBb.

6.6. Kaxxabli Yenosek, BXOASLLMI B NMPON3BOACTBEHHbIE MOMELLEHUS, HadeBaeT cneunasnbHyo
oaexay, COOTBETCTBYHOLLYHO BbIMOSHAEMbIM UM NPON3BOACTBEHHbLIM Onepauusim.

6.7. lNpun paboTe B MNPOM3BOACTBEHHbLIX MOMELLEHUSAX PaA3IMYHOINO Knacca YMCTOThI
NCNOoNb3yI0T cneunanbHylo ONst 3TUX LeNnen TEXHONMOrMYECKyo oaexay.

B nomeweHusix 4 knacca 4YMCTOTbl HEOOXOAMMO HOCUTb 3alUMTHYI0 oaexay ¢abpuyHoro
N3roTOBIIEHMS!, COCTOSILLYI0 M3 CTaHAApPTHOro Habopa npuHaanexxHoctern (KOMOWMHE30H, KypTka U
OptoKM, XanaT, Lanoyka MM KocbiHKa - nepexogHas ogexaa).

B nomelieHnsx 3 knacca YMCTOTbl crnegyeT HOCUTb OAHO- WU OBYXCIOWHbLIA OprOYHbLIN
KOCTIOM, COOpaHHbIAi Ha Tanuu, C BbICOKMM BOPOTOM M COOTBETCTBYHOLWEN 0OyBblO UK
AOonNonHUTENBLHON BepxHen obyBbio (Gaxmunamu). Bce maTepuansl He OOMKHbI PacrnpoCTPaHSTb
BOJIOKHA MK YacTuLbl.

B nomeweHuax 1 (A) n 2 (B) knaccoB 4MCTOThLI criegyet MCnosnb3oBaTb KOMOWHE3OH C
BOPOTHMKOM-CTOMKOW, CTAHYTOWM Ha Mosice, C MaHXeTamu, NMNOTHO obnerarwowmMMn KUCTU PYyK U
LUMKOMNOTKN Hor. Ha opgexae He OOMKHO ObiTb JIUWHUX CKNagoK, BHYTPEHHUX W HaPYXKHbIX
KapMaHOB.

[onoBHoOM ybop [OMKEH WUMEeTb OopMy LUNEMa-KanowoHa, MOSIHOCTLI0 3aKpbiBatoLLEro
BOJIOCbI, HOC, POT M noabopoaok. PaboTy NnpoBOAAT B Macke, CTEPUIbHBIX NepyaTkax U3 pesuHbl
U 3MacTUYHbIX NONMMEPORB, a TaKkke B MPOCTEPUNN30BaHHON 0byBn. CBepxy Ha 0byBb HageBaloT
Gaxunbl, MOMHOCTLIO 3aKpbiBaKOLLME CTYMHIO.

HwxHIo0 YacTb Oplok 3anpaenaioT B 6axunbl, a pykaBa KOMOMHE30Ha - B nepvaTtku. Hu ogHa
YyacTb Tena unu HmkHero 0enbs He JoMmkHa ObiTb OTKpbITa. Ogexaa AomkHa ObiTb yaobHOM ans
paboTbl M NpUrHaHa no gurype.

UuncTble CTepusibHble 3alUTHbIE MPUCMNOCOONEHNs O0SMKHbI 0BecneyYmBaTbCa Ha KaKayto
pabouyto npoueaypy Wnu, Kak MMHUMYM, pa3 B O€Hb, Mackm M MepyaTKm MEHSIOT Ha Kaxayro
pabouyto npouenypy.

TexHomnornyeckass ofexaa [OOMKHa OblTb W3roToBreHa W3 MaTepuana, OTBevaloLlero
rmrneHuyeckum TpeboBaHMaAM, U 0bnagaTb MUHMMAaNbHbIM BopcooTaeneHnem. CtupaTb, YACTUTb
€e 1 XpaHuTb HeobxoaMmo Takmm obpas3om, 4YToObl OHa He noaBepranacb AOMOSTHUTENbHOMY
3arpsisHeHuto. Ogexaa gomkHa ObiTe yao0OHOM Ans paboTbl 1 cBOGOAHO NpUrHaHHOW Mo durype.

6.8. MNepyaTkn 1 pykn Bo Bpemsi paboTbl perynapHo obpabaTtbiBaloT Ae3VHPULMPYOLLMMUK
cpeacTBamu.

6.9. CaHuTapHo-rurneHmyeckne TpeboBaHms K MOMELLEHUAM:

6.9.1. BHOBb cTposwmecd opraHnsauuun, npounssogawme MUBI, gomkHbl pacnonaratbCsi BHe
npeaenoB Xunblx 30H U HA AOCTAaTOYHOM PacCTOSHUM OT MPOU3BOACTB, OTPULIATENBHO BIUSIOLLIMX
Ha KayeCTBO NPOAYKLUN.

6.9.2. [lpou3BOACTBEHHLIE 3[4aHWS, COOPYXEHMS W MOMELLEHUs  OOIKHbl  OblTb
CNPOEKTUPOBaHLI B COOTBETCTBMM C HOPMATMBHBLIMU JOKYMEHTaMW.

6.9.3. NnaHnpoBKa Npon3BOACTBEHHbLIX MOMELLEHMN O0KHa obecnevmBaTthb:

- NOSIHOE cobnoaeHME YCIOBUN CAaHUTAPHO-TUTIMEHNYECKOTO PEXMMA;

- MOTOYHOCTb NpoLecca C KpaT4yanwmMMmn pacCTOSHUSMN MeXOY TEXHONMOrMYECKN CBSA3aHHbIMM
NMoMeLLEHNSIMN;

- UCKINIOYEHME B3anMonepeceyeHnst NioACcKNX U TEXHONMOTMYECKNX NOTOKOB;

- MaKCMMarsbHYy0 rpynnMpoBKY NOMELLEHNA C OOMHAKOBOW CTEMEHbIO YNCTOThI;

- pauuoHanbHoe pasMelleHne obopydoBaHMS W MaTepuanoB Ans  npegoTBpalleHus
CMELLUEeHMs1 pasfMYHbIX BMAOB W CEPUA UCXOOHOrO Chipbsl, MOSYNPOAYKTOB W TOTOBbIX
NeKapCTBEHHbIX CPEACTB.

6.9.4. B 3gaHuun JomxkHbl ObITb NPEeLyCMOTPEHDI:

- 4yucTble W yooOHble CaHMTapHO-ObITOBblE MOMELLEHMS, pPacronoXeHHble BOMM3K
NPON3BOACTBEHHbIX MOMELLEHNI;



- CUCTEMbl BEHTUNALUK, BOLONPOBOAA M KaHanu3auuu, yaaneHust 0TX040B NPOU3BOACTBA U
apyrve, Heobxogummble fns obecrnedeHus 4YMCTOTbl MOMELLEHUsl, 0bopyaoBaHUA M rOTOBOTO
npoayKTa;

- YCT@HOBKM KOHOMLMOHMPOBaAHWS, HeobXxoaumble ANns noagepXaHns B MNOMELLEHUSAX
TemnepaTypbl U OTHOCUTESIbHOM BNaXHOCTU BO34yXa, TpPebyeMbix ANA COXpaHEeHWs KavecTBa
npenapaTta BO BPEMsi €0 NPOM3BOACTBA U XpaHeHUs, obecneyeHne rurmeHn4eckux TpeboBaHui K
nepcoHany v nognexalien akcnnyaTauumn n 4YeTKocTn paboTbl CNONb3yeMoro 06opyaoBaHUS.

6.9.5. BHyTpeHHMe noBepXxHOCTM (CTEHbl, NOMbl, MOTOMKM) OOSMKHbI ObITb rnagkumun, 6es
TPELLMH, K HUM OOrmKkeH ObiTb obecneveH cBOGOAHBLIN OOCTYN ANsi CaHUTaApHOM 00paboTku K
Ae3nHpekumn.

6.9.6. BHYyTpeHHME NOBEPXHOCTM AOMKHbI ObITb MOKPLITHI MaTepuanamMmu, He BCTyNatwLWmMMm BO
B3aMMOAEeNCTBNE C MOKLMMU U A€3NHDULMPYIOLLMMN CPpeaCcTBaMM.

6.9.7. CnegyeT orpaHvyuTb HanuMyue [peHaxHbIX YCTponcTB. B acenTuyeckux 30Hax
YCTPOMCTBO APEHAXHbIX CUCTEM HeponycTumo. Ecnu gpeHaxHble yCcTponcTBa MpenyCcMOTpPEHbI
TEXHOMOrMYEeCKUM  MPOLECCOM, OHWM  AOMKHbl  OblTb  CHAOXeHbl HAOEXHbIMW  OKaMMU,
ncknovarwmmmn obpasoBaHne o6paTHbIX MOTOKOB. B KOHCTPyKUMM IOKOB AOMMKHA ObITb
npegycMoTpeHa BO3MOXHOCTb Ae3NHGEKLMN.

6.9.8. Bce ycTponctBa Ansi CTOKOB [JOJDKHbI ObITb HeErnmyboKUMW, OTKPbITbIMKU, FEerko
obpabaTtbiBaemMbIMU 1 COOOLLATLCA C HAPY>KHBIMU APEHAXKHBIMU YCTPONCTBAMM.

6.9.9. Lexa u nabopartopuu, OTAEN KOHTPOMA KayecTBa AOMONHMTENLHO o6opyayoT
aBapUNHbLIMK gyLlamun, pakoBMHaMM CaMOMNOMOLLM UK YCTPOUCTBaMM AS1S1 MPOMbIBKM ras.

6.10. TpeboBaHus k cogepXaHnio NPOMU3BOACTBEHHbBIX MOMELLEHNIA:

6.10.1. T[lpom3BOACTBEHHbIE MOMELLEHNS coAaepXaT B COOTBETCTBMM C MNpaBuniamm
CaHWTapHOro pexuma B 4YUCTOTE W Hagnexawem nopsgke. He ponyckaeTcsi pasBegeHue
KOMHAaTHbIX pacTeHWIA, CKOMMeHne Mycopa, NosiBlieHMe HaCeKOMbIX-Napa3nToB U rPbI3YHOB.

6.10.2. Kaxgaa opraHuM3aumsi [ofbkHa MMeTb MoApobHYyH nporpaMMmy MNpOBedEeHMs
CaHUTapHbIX MEPONPUATUIA, YCTaHABNNBAIOLLYIO:

- MepeyeHb NomeleHun n obopynoBaHus, nognexawux ybopke n obpaboTke, MeToabl U
NepUoANYHOCTb UX NPOBEAEHNS;

- nepeyveHb MHBEHTaps, MaTepmasnos, MOKLUX U Ae3NHDULNPYIOLLMX CPEOCTB, NPUMEHSIEMbIX
npu ybopke nomeLLeHmn n obpaboTtke obopyaoBaHNS;

- nepeveHb COTPYAHUKOB, HEMOCPEACTBEHHO BbIMOSHAOLLMX YOOPKY MOMELLEHMI 1 0OpaboTKy
obopyaoBaHMs U pyKOBOAALLMX UX NPOBEAEHNEM.

OTM WMHCTPYKUMM MOCTOSIHHO [0BOOAT L0 CBEAEHMSI COOTBETCTBYHOLLEro MepcoHana u
BKMOYAKOT B NporpaMmmy noaroToBKW KaApoB M MOBbILLEHUS KBandukaumm.

6.10.3. BblgensoT nomeweHus ANs XpaHeHUs MOWLWNX U Ae3NHDULMPYIOWKMX CPeacTs,
WHBEHTaps 1 Matepuarnos, NpYMeHsIEMbIX MpU yOopke nomeLLeHun n obpabotke obopyaoBaHus.

6.10.4. MNpegycmaTpuBaloT UCMNOMb30BaHWE OE3NHMUUMPYIOWNX CPeacTB U UX YepeoBaHue
Ansa npeaoTBpaLleHns opMMpoOBaHUS YCTOMUYMBBLIX POPM MUKPOOPraHN3MOB.

6.10.5. [esnHduumpyowme pacTBopbl LOMKHbI OblTb CTepuibHbl. Bo  wnsbexaHue
Pa3MHOXEHU MUKPOOPraHM3MOB paboune pacTBOpbl XPaHAT YCTAaHOBIIEHHOE BPEMSI B YUCTbIX
eMKOCTSIX. YacTMyHO 3amnofHeHHble €EMKOCTU Henb3s [O0NMBaTb  CBEXENpPUroTOBMNEHHbIMU
pacTBopamu.

6.10.6. PerynapHo nNpoBOAAT KOHTPOSb (MO COOTBETCTBYHOLUUM WHCTPYKLMAM) COOEep’KaHUS
MEeXaHM4YeckMx  4YacTuu  WWnn  MUKPOOPraHM3MOB B BO3dyxe  Knaccuduumpyembix
NMPOU3BOACTBEHHLIX  MOMELLEHUA U KOHTPONb  CTEMEHW  MUKPOOHOW  obCceMeHeHHOCTH
obopyaoBaHus, NOBEPXHOCTEN MOMELLIEHUS], PYK NepcoHarna n TEXHONOrMYeckom oaexabl.

6.10.7. MNomeweHusa (Bko4Yas MPOM3BOACTBEHHbIE, AN XPAHEHUA U CaHUTAPHO-OLITOBLIE)
AOIDKHbI ObITb 06beanHeHbl B (OYHKLUMOHANbHO-TEXHOOrMYeckne OGrokn, npu HeobGXxoaAMMOCTU C
aBTOHOMHbIMW CUCTEMaMN UHXEHEPHOTO obecneyeHus.

6.10.8. [ns npou3BOACTBEHHLIX MOMELLEHUN, B KOTOPbIX BbIMNOMHSKT TEXHONOrMyeckune
onepauuu, Tpebylolme ycrnoBusa acenTuKku, YCTaHABNMBAKTCHA OMNPeAEereHHble KracChbl YMCTOTI
(Tabnmua 1).



Ta6nuua 1

Knaccbl 4ncToTbl npon3BoACTBEHHbIX nomeLeHnmn

| Kmacc umMcTOTH | MakCMMaJIbHO OOIIYyCTUMOE KOJMUEeCTBO uYacTuiy B 1 M3
|MakCcuMaJbHO JOIIYCTUMOE |
| [oOMeleHUMN WU | BO3OyXa pasMepoM, MKM
| KOJIMUECTBO |
| |
— KMBHECIIOCOOHBIX |
| | >=0,5 >=5 | >=0,5 >=5

| MUKPOOPT@HU3MOB B 1 M3 |

— BOBIOYXa |
| | OcHalleHHOEe COCTOsSHUEe | ODyHKUIMOHUPYIE e
cocTOosgHME | |
| | |
| |
| 1 (A) | 3500 | 0 | 3500 | 0
| MeHee 1 |
| | | | |
| |
| 2 (B) | 3500 | 0 | 350000 | 2000
| 10 |
| | | | |
| |
| 3 (C) | 350000 | 2000 | 3500000 | 20000
| 100 |
| | | |
| |
| 4 (o) | 3500000 | 20000 | He OoIpeneJjyieHO*
| 200-500 |

*

TpeboBaHNA U HOPMbl 3aBUCAT OT BMOaA rOTOBOrO NPoAyKTa M Xapakrtepa BbINOSHAEMbIX
onepauunn.

[nsa 30H unu nomelleHnn knaccos 4nctoTbl 1(A), 2(B) n 3(C) cnctema cHabkeHUs BO3QyXOM
AOIMKHa MMeTb CooTBeTCTBYOLWMEe unbTpbl, Hanpumep, dunbtpel HEPA. [Ons poctukeHus
knaccoB unctoTbl 2(B), 3(C), 4([l) HeobxoamMma KpaTHOCTb BO34YyX000MeHa, yunTbiBatowasa pasmep
nomMeLleHns, Haxosdlleecs B Hem obopygoBaHUe 1 NepcoHarn.

Knacc 4yuctoTbl  MPOU3BOACTBEHHbLIX  MOMELLUEHUN  XapaKkTepudyeTcd  MaKCumarbHO
OOMYyCTUMbIM KONMYECTBOM MEXaHMYECKMX YacTuL, U1 MUKPOOPraHM3MOB B BO34yXe MOMELLEHUN, Ha
NMOBEPXHOCTAX OrpaxaatoLLmnx KOHCTPYKLUNA, 06opyaoBaHnd, ogexasl paboTtaroLLero nepcoHana.

OnpegeneHve MexaHW4YeCKMX BKIIOMEHUM B BO3Adyxe MOMELEHWA U KOHTPOfb MUKPOBHON
06CEMEHEHHOCTM NOMELLEHNA NPOBOAAT B COOTBETCTBUN C METOAMYECKMMU YKa3aHUSMU.

OOwwue caHuTapHo-rUrMeHuveckue TpeboBaHMA K BO3dyxXy pabodvert 30HbI, MeToaam
N3MEPEHUS M KOHTPONS MoKasaTenem MUKPOKNIMMAaTta W KOHLUEHTpauui BpedHbiX BeLLEeCTB



onpeneneHbl CaHUTapHbLIMKU NpaBUIaMmn N IMrmeHNYECKNMN HopMaTUBaMM.

6.10.9. He ponyckaeTca npuMbikaHue nomelieHun 1, 2, 3 KNaccoB YUCTOTbl K HapYXHbIM
orpaxgawLwmMm KOHCTpyKumuam. [lomeleHns 6onee BbICOKOrO Knacca YMCTOTbl Heobxoommo
pacnonaraTb BHYTPU NomMeLleHnn 6onee HU3KOro Knacca.

6.10.10. MNMomeweHuns 1, 2, 3 KaccoB YMCTOTbI HE JOMycKaeTcs pacnonarate B noasane uin B
LLOKOMNbHOM 3Taxe.

6.10.11. Yepes npom3BOACTBEHHbLIE NoMelleHns 1, 2, 3 KNaccoB YMCTOTbI, KaK NpaBumno, He
AOJDKHBI MPOXOAUTb KOMMYHUKALMN 1 BO3QYXOBOAbI.

6.11. CoctaB CaHUTapHO-ObITOBbLIX nomeLLeHnmn onpegensercs XapakTepom
NPOn3BOACTBEHHbLIX NPOLIECCOB.

6.11.1. [Ona XxpaHeHua ofexAabl pasfnuyHbiX BUOOB (YNMYHOWM W cheumanbHOW opexabl -
nepexogHon 1 TEXHONONMYECKON) NpeaycMaTpmuBaloT rapaepobHble.

lapaepobHble Onst XpaHeHMs1 YNUYHOM M NepexogHON oaexdbl pacnonaratoT npu BXode B
34aHue. TeXHONMOrM4ecKyo oaexay XpaHAaT B cneumanbHbIX rapaepobHbIX.

6.11.2. [yweBble, noMeLeHNA AN MbITbst PYK U TyaneTbl AOMKHbI OblTb M30NMPOBaHbI OT
NPOn3BOACTBEHHbLIX MOMELLEHWNA.

6.11.3. lNomeLlleHns Anga npvemMa NuLyY 1 oTabixa OOKHbI OblTb N30NMPOBAHbI.

6.11.4. [na noaroTtoBkM nepcoHana AoMmMKHO ObiTb €cO030aHO HeobXxoaMMOEe KONM4YeCcTBO
nomelieHmnn knaccos umctotel 3(C) u 4([) oTAenbHO ANSA KaXAOro nona ¢ Hagnexalen
BEHTMNSLUMEN N COOTBETCTBYHOWMM obopyaoBaHmeM. BTopasa rapaepobHasa u BTopas ymblBanbHas
AOJDKHBbI MMETb B OCHALLEHHOM COCTOSIHUWM TOT K€ KIacC YMCTOTbl, YTO U NMOMELLEHUs, Kyda OHMU
BEOYT.

MomelweHns ana noaroTOBKM MepcoHana AOoMMKHbl obecneuntb pasgeneHue pasnuyHbiX
3TanoB NepeofeBaHns. B 3T NOMELLEHMA MOXHO BXOAUTb NULLIL B YACTOW NEpPExXogHon oaexae v
CMeHHoN 0byBMu.

6.11.5. MNMomeweHne aOns NOAroTOBKM MnepcoHana pacnonaralT BHE 30HbI NPOM3BOACTBA
MWBI, ocobeHHO Npy NpOM3BOACTBE CTEPUSIBHOM MPOAYKUMW, HEMOCPEACTBEHHO MPUMbIKAS K
NPon3BOACTBEHHbBIM "YNCTLIM" MOMELLEHUAM.

6.11.6. MNomeLLeHnsa obopyayT yMbIBaNbHMKAMN C XONOLAHON U ropsven Bogow. [Ans cylwiku
PYK UCMOMb3YHT CTepUrbHble NOMOTEHUA O4HOKPATHOrO UM MHOFOKPATHOro MCMNOMb30BaHUSA UK
BO3AYyWHbIE CyWWnki. B nomelleHnsix [OfmKHbl  OblTb  3aKpblBalOLLMECSs €MKOCTU  Arnis
NCMONb30BaHHOM TEXHOMOMMYECKON oAexabl, a Takke MOLWMe U AesnHduuupyowme cpeacrea
ONg MbiTbsi U 06paboTKM pyK.

VIl. TpeboBaHMA K NOMeLEHNAM

7.1. TpeboBaHus K NPON3BOACTBEHHbLIM MOMELLEHUSM:

7.1.1. 3gaHua gnsa npoussoactea MWUBIT npoekTnpyloT B COOTBETCTBMM C HOPMAaTUBHbLIMU
OOKyMeHTamu.

7.1.2. Mpounssoacteo MUBIT MoxeT ocCylecTBNATbLCA B OOHOM WU HECKONbKUX 30aHusIX,
PacnoSIOXXEHHbIX B COOTBETCTBUMN C TPebOBaHUAMU HOPMATUBHbLIX JOKYMEHTOB Ha YCTAHOBNEHHOM
PacCTOsHAM OT KMIMOW 3acTpOMkM, a Takke ApYyrX OOBLEKTOB, KOTOpble MOryT OTpuUATeNbHO
BNUATb Ha NPOU3BOACTBEHHbLIN MPOLIECC U KQ4eCTBO NPOoaYKUUU.

7.1.3. TeppuTtopus, Ha KOTOPOWN pacrnonoxeHsol 3aaHus npoussoactea MUBI, gomkHa umeTb
3erneHyto 30HY 1 orpaxgeHue.

[MoBepxHOCTb MOYBbI MexAy 34aHuAMKW AoMmkHa OblTb 3aacdanbTupoBaHa, AOMKHbI 6biTb
NPUHATLI Mepbl, NCKNIoYatoLLmMe NPOHNKHOBEHNE Ha TEPPUTOPUIO MPLI3YHOB U APYIUX KUBOTHbIX.

7.1.4. Tepputopus, 3gaHnsa pasmelleHms npounssoactsa MUBIT fomkHbl oxpaHATbCA U BbiTb
obecneyeHbl OXpaHHOWM U NPOTUBOMNOXAPHOW CUrHanmnsauunen.

7.1.5. Tpn nnaHuMpoBaHun nomewleHnn pns npoussoactea MWBIT npegycmaTtpusatoT B
COOTBETCTBUM C HOPMATMBHbIMWM AOOKYMEHTaMW CUCTEMbI 3MeKTPOCHABXEHUS, OCBeLLEHWs,
KOHANLMOHNPOBAHUS, BEHTUNALUN, repmeTusauuu, BOJOMNpOBOAA, KaHanuMsauuu c
obes3apaxxuBaHmeM UHMEKLNOHHbIX MaTepuanos 1 yaaneHnem oTXo40B.



7.1.6. lNpn nnaHupoBaHUM pasMeLLeHNs MNPOU3BOLCTBEHHbIX MoApa3geneHun B 34aHUsX
npegycmaTpuBaloT crieqyloLlee:

- MpPOV3BOACTBEHHbLIE MOMELLEHUS OTAENbHbIX HaumeHoBaHun MWBI p[omkHbl ObiTb
obbeauHeHbl B OYHKUMOHANbHO-TEXHUYECKNE ONOKU: KyNbTUBUPOBAHUA MUKPOOPraHM3MoB,
WHAKTMBaLUKN, KOHLEHTpaUMM, OYUCTKN, pasnnBa, XpaHeHUsi, CaHUTApHO-ObITOBbIE MOMELLEHNSA U
T.O., KOTOpble NpuM HEeoOXOAMMOCTU [OOJMKHbl ObiTb 0OOecneyeHbl aBTOHOMHBLIMW CUCTEMaMU
obecneyeHns NPon3BOACTBEHHOIO NPOLECCA;

- MOTOYHOCTb MPOM3BOACTBA C KpaTYyalUMMW  PaCCTOSHUSIMM  Mexady OTAeNbHbIMU
TEXHONOrMYeCckuMmM yvyactkamn. Npon3BoACTBEHHbIE MOMELLEHMST OOMKHbI ObiTb CBS3aHbl MeXay
cobon nepeaaToYHbIMK LWIITHO3aMM OTAENBHO AN NPOXOAa NepcoHana u Anga nepegayun npoaykumm
no aTanam TEXHONOIu;

- UCKITYUTb MepeceyeHne nyTen CredoBaHUs MepcoHana U TeXHOSOrMYeCcKMx MOTOKOB,
nepeceveHns "rpAsHbIX" U "4UCTLIX" MOTOKOB ABMXEHUS NpOAYKLMK, OTXOOO0B MpPOM3BOACTBA,
nabopaTopHOM Nocyabl, pacxoaHbIX MaTepuanos 1 np.;

- obopygoBaHve [OOMMKHO ObITb pasMeLlleHO W 3akpenneHo 3a onpeferieHHbIMU
TEXHOMOrMYeCckuMmM npoueaypamu, nNpu 3TOM [OSMKHbI OblTb CO34aHbl MakcMMaribHble YCNOBUS
N30nAunn TEXHNYECKOro obcnyxmeaHnsa obopyaoBaHnsa OT NPOU3BOACTBEHHOIO NPoLEecca;

- TEXHONOrN4YeckMe NomMeLLeHnsa A0MKHbl OblTb CrpynnMPOBaHbl Tak e M Mo Knaccy YMCTOThbI.
Ona Kaxgoro TeXHOMOrMYeckoro noMeLlleHns [omkeH ObiTb YCTaHOBMEH KMacC YMCTOTbl B
3aBMcuMoCTU oT TpeboBaHuM pernameHTa npousBoacTBa. NMomelweHus 6onee BLICOKOro Knacca
OOIMKHbI ObITb pacnosfiokeHbl BHYTPU MOMeLLeHU Gonee HWM3KOro knacca. He pgonyckaetcs
pasmelleHne NOMELLEHUA, ANA KOTOPbIX MNPedyCMOTPEHbl BbICOKME KMacChl YNCTOThbl B nofBarne
WM LLOKONbHOM 3Taxe 30aHUN.

7.1.7. B npon3BOACTBEHHLIX MOMELLEHMAX CO34al0T YCNoBUs ANA COGMoAeHUst caHUTapHo-
TMIMEHUYECKOTO peXxumMa, TEeXHWKM 6e3onacHOCTM U noxapHow 6Ge3onacHocTu. [ormkHbl ObiTb
npeaycMoTpeHbl CaHMTaApPHO-ObITOBbIE MNOMELLEHUS, UCKYarwme HeobxogMMocTb Bbixoda
nepcoHana 3a npeaensl y4acTtka Bo Bpems paboThbl.

7.1.8. B nomelleHusx, rge cornacHo pernameHnta npomssogctsa MUBIT nponssoadat paboTsl ¢
TOKCUYECKNMM BeELLECTBaMM, BbICOKOASNEPreHHbIMU BELLLECTBAMN, NETYYMMN XUMUKATaMU, S0aMu,
a Takke C MUKpoopraHuamamu 1-4 rpynn naToreHHOCTW, AOMKHbI OblTb obBecneyeHbl ycrnoBus,
npeaynpexaatolmne nepekpecTHy KOHTaMmHauuoo, Buonorndeckne n xumumyeckue BbIOpPOCHI B
COOTBETCTBUWN C CaHUTaAPHbLIMU NpaBUIaMu.

7.1.9. NMpon3BoaCTBEHHbIE MOMELLEHUS MapKUPYIOT U UCNOSb3YIOT CTPOro Mo Ha3HayYeHuto.

7.1.10. TMomelLeHna [OIMKHbI UMETb [MNagkue BHYTPEHHWE MOBEPXHOCTU (CTEeHbl, MNOSbI,
NoTOSKK, OKHa, ABepun). Tpybbl BogoCHabXeHWs, Tenna, KaHannsaumm, anekTponpoBoAKa AOMMKHbI
ObITb CKpbITbl. He OOMmMKHO ObiTb BLICTYNOB, HWULWI, AOMXKEH ObiTb yAOOHLIN gocTyn ans yobopku,
MbITbS, 00paboTkn Ae3MHDULMPYOLLUMUN CPEeCTBAMMU.

MoTonkM OomKkHbI OblTb 3arepMeTU3NpPOBaHbl, CTbIKM MeXay CTeHamu, NonamMm 1 NoTonkamu
OOIDKHBI UMETb 3aKpYrneHHy dopmy.

MaTtepuanbl ons OTAENKM CTeH, NONOB, NOTOSIKOB AOSMKHbI ObITb HEFOPHYNMWU U YCTONYNBLIMU
K BO3QENCTBUIO Ae3MHULMPYIOLNX CPeacTB, NErko noaBepraTbCa MbiTbio U yOopKe.

7.1.11. Bce npou3BOACTBEHHbIE MOMELLEHUSA OOMMKHbI ObiTb 0bBecneyeHbl NeperoBopHbLIMU
yCTpOMCTBaMMU.

7.1.12. CaHnTapHO-ObITOBOM OSIOK AOIMKEH BKIOYATb MOMELLEHUS: AN XpaHEHUS BEPXHEWN
oaexabl, Ans oTabixa U npuemMa nuu, Ans NoAroTOBKM nepcoHana k paboTte - pasgeBarika, MbiTbe
pyK, AyweBas, TyaneTbl. OTanbl NepeoaeBaHus U cMeHbl 00yBU O0MKHbI ObiTb pasfgeneHbl, YToObI
n3bexaTb 3arpsi3HEHNS TEXHONOMMYECKON ofexabl 1 00yBM MUKPOOPraHM3MamMm n MexaHn4ecknmm
yacTtuuamu.

7.2. TpeboBaHus kK noMeLleHnam ans ynakoskm MUBTIT:

7.2.1. lNMomeweHns ansa ynakoBkn MWBIT gomkHbl ObITe AOCTATOYMHBIMM MO MAOWaan u
obecneunBatb YCroBMA AN NPaBUNTbHOW OpraHu3aumm TEXHOMOrMYeckux onepauun, BKN4Yast
nepemelteHne MWBIT 1 ynakoBOYHbIX MaTepuaroB, a TakkKe XpaHEeHWS 3TUKETOK Ha BHELLHIOH
YNaKoBKY 1 YNaKkoBOYHbIX MaTepunaros.



7.2.2. ObopynoBaHMe [O0MKHO OblTb PaCMnoONIOXXEeHO TakMm o00pas3oM, YTOObl YCTpaHUTb
ONacHOCTb CMeLUMBaHNA Kak pasnuyuHbix MUBI, Tak u pasHbix cepuin ogHoro un toro xe MUBIT.

7.2.3. B nomeweHnax cobnogaloT caHuTapHble TpeboBaHMS N0  OCBELLEHWUIO,
TeMmnepaTypHOMY pPeXumy, BNaXHOCTN BO3AyXa, BEHTUNALUN U T.A4.

7.3. TpeboBaHusa k nomeLleHuaM ana xpaHeHnss MUBIT (cknag rotoBon npoaykunn):

7.3.1. YcTponcTBO M 00OpydoBaHMe, 3KcnnyaTauus nomelweHun xpaHeHuns MUBIT gomkHbl
obecneunBatb coxpaHHocTs MUBI.

7.3.2. B cknagckom nomMelleHnn nogaepKMBaloT TemnepaTypy M BRaXHOCTb BO3dyxa B
COOTBETCTBUM C WHCTPYKUMAMM MO MNPUMEHEHUIO XPaHUMbIX MpenapaTtoB W CaHUTapHbIMU
npasunamMmm, NPOBEPKY KOTOPbIX OCYLLUECTBASIOT HE pexe 2-X pa3 B CYTKM WU aBTOMaTUYeCKu
PErnmcCTpUpYOT Ha NULYLWKNX yCTponcTBax. Onga HabnogeHus 3a 3TUMKM napameTpamu cknagckue
nomelleHnss obecnevmBalOT TEPMOMETPAMM U TUrPOMETPaMW, KOTOpble 3aKpennswT Ha
BHYTPEHHMX CTEeHaX XpaHunuilia BAanu OT HarpeBaTesibHbiXx NpubopoB Ha BbicoTe 1,5-1,7 M oT
nona M Ha paccTosiHAM He MeHee 3-X MeTpoB OT ABepen. TepMOMETpbl U MMrpoOMETPbl OOSTKHbI
UMEeTb aBTOMaTUYEeCKNE AaTUMKKN, YCTAHOBIIEHHbIE CHAaPYXMW.

[nsa kaxxgoro nomeLleHnst 3aBOAAT XKypHan Unu KapTy yyeTa TemnepaTtypbl U OTHOCUTESNBHON
BNaXXHOCTW.

7.3.3. Ina nopaepxaHus 4YUCTOTbl BO3yxa MnoMmelleHuss obopyayoT NPUTOYHO-BbLITSXKHOW
BeHTMNsuMen. [na opraHusaumin ¢ manbiMm obbemom Bbinycka MWBIT cknagckve nomelyeHus
MOryT ObITb 3aMeHeHbl kamepon Ppuro, XonoawusibHOM KOMHaToW, U T.4., XpaHenne MWBI B
KOTOpPbIX AO/MKHO ObITb MO KOHTPOSIEM TeMnepaTypbl, BMAXXHOCTM BO3gyxa B COOTBETCTBUU C
WHCTPYKUUAMU NO nNpuMeHeHnto xpaHeHns MUBIT n caHntapHbiMy npasunamm.

7.3.4. Cknagckue nomelleHns obecnevymBaroT HEOOXOAMMBIM KONMYECTBOM CTennaxen,
WwkadoB W MOAAOHOB. YCTAHOBKY CTENMaxXen OCYLLEeCTBASAT TakuM obpa3om, 4TOObl OHU
Haxoamnucb Ha pacctosiHuu 0,6-0,7 M OT HapyXHbIX CTeH, He MeHee 0,5 M OT NOTOorKa U He MeHee
0,25 M ot nona. PaccTosiHue mexgy ctennaxamu LOSMKHO cocTaBnAaTb He meHee 0,75 m ang
obecneyeHnsa ocTaTO4HOro ocBeLLleHnst U1 cBOOOAHOro AOCTyNa K npenapaTam.

Cknagckue nomeLlleHnst cogepkaT B YACTOTE, NOJbl MOMELLIEHNI HE peXXe OAHOro pasa B AeHb
ybupatoT BnaXKHbIM cnocobom ¢ NpUMEHEHNEM pa3peLleHHbIX B YCTAHOBNIEHHOM MOpsaKe MOKLLMX
cpeacts (B cootBetcTBMM ¢ COIT).

7.3.5. B cknagcknx nomewleHuax MUBIT pasmellatoT Ha cTennaxax B KOHTEMHEpPax OTAENbHO
B COOTBETCTBUM C MX HOMEHKNATYpPOW, C COOTBETCTBYIOLLEN LBETHOM MapKUPOBKOW N C y4eTOoM
YCT@HOBMEHHbIX CPOKOB XpaHeHus. [onyckaetcsa pasmeweHne MWBIT Ha noggoHax,
pasmeLLeHHbIX Ha nosny, ¢ cobnogeHnem Tex xe npasun.

7.3.6. Ha crennaxax, nonkax, Lwwkacax MNPUKPENnAT CTEMNNaXHy KapTy, B KOTOPOW
yKa3sblBaloT HaMMeHOBaHWe npenapaTa, Ceputo, CPOK rOAHOCTU, KONTMYECTBO YNaKOBOK.

7.3.7. B npouecce xpaHeHUs OTBETCTBEHHOE NULIO OCYLLECTBISeT perynsipHbli BU3yarbHbIn
KOHTpOmnb (He pexe 1 pasa B Mecsl) 3a COCTOSHMEM BHELUHen ynakoBku. [pu BbiSBREHUU
AedekToB BHELLHEN YNAKOBKN yCTpaHEHNe nx npoBoasT B cootsetcTaum ¢ COIT.

7.3.8. Ha cknage rotoBoW nNpoayKUUM KaTeropuvyecknm He AOMyCKaeTCAa XpaHeHue Cbipbs,
maTepuanos, nonygabpukatos MUBI n obopyaoBaHusi, He UMEIOLLEro OTHOWeHMe K paboTe
cknaga.

7.3.9. B nomelLeHnaAX XpaHeHus, a Takke Ha TeppuTopun ckrnaga cucteMatuyeckn npoBogaT
MeponpuaTnst No 6opboe C rpbidyHamMKn, HACEKOMbIMU U OPYTMMW BPEANTENSIMNA.

VIIl. TpeboBaHusa kK 060pyaoBaHMUIO

8.1. ObopynoBaHue AOMKHO ObiTb CKOHCTPYMPOBaAHO, CMOHTUPOBAHO U pa3MeLLEHO TakuMm
obpasom, 4ToObi:

- obecneyvnBaTb HEMPepPbLIBHOCTL Npouecca npoussoactea MUBIT;

- OMNTUMM3UpPOBaTb MOTOKM WCXOOHOrO Chbipbsi, MaTepuarioB W CBECTM K MUHUMYMY
nepemMeLLeHne nepcoHana;

- rapaHTUpOBaTh YCMOBWUS acenTUYHOCTU U CTEPUNBHOCTU B NpoLiecce aKcnnyaTauuu;



- cosgaBaTb yaobcTBa ANA BbIMNOMHEHUS NPOWM3BOACTBEHHbIX Onepauvin U ymeHbllaTb PUCK
OLLUNOOK;

- gonyckaTb apdeKkTMBHYO YOOPKY NbINn U rPS3u.

8.2. ObopyaoBaHMe NCMOMb3yT B CTPOFOM COOTBETCTBUW C Ha3HAYEHUEM U UHCTPYKLMEN no
aKcnnyaTauum, B NpoLecce ero ycTaHOBKM NPOBOAAT Banugauuto.

8.3. MoHTax o6opyaoBaHMsi MO BO3MOXHOCTM MPOU3BOAAT TaK, YTOObl aBTOMATU4YeCKUe Wt
MeXaHW4yeckmne 4actu, 06BA3Ka U CepBUCHbBIE 30HbI pa3MeLLanucb BHE YUCTOWM 30HbI, YTO NO3BONUT
NPOU3BOAMTbL TEXHUYECKoe OOCMyXMBaHWE W PEMOHT BHe nocnegHen. Bce yactu obopygoBaHus,
He TpeOyolme gocTyna B Mpouecce NMPOM3BOACTBA, a Takke nepearllme YyCTPOWCTBA LOIDKHbI
ObITb 3aKPbITbI UMM OTTOPOXEHBI.

Ecnn TexHnyeckoe obcrnyxuBaHve UM peMoHT 0BopyaoBaHMS BbIMOMHAKT B YUCTON 30HE,
NMPUMEHSIIOT YNCTble UHCTPYMEHTHLI 1 npucnocobnexus. MNMocne Taknx onepauuii nepea Hadanom
NPOn3BOACTBEHHOIMO NpoLecca BCKO YNCTYIO 30HY TWaTeNbHO MOKT 1 Ae3NHMpUUNPYIOT.

8.4. ObopynoBaHue OOMMKHO MeErko noasepraTbCs MOWMKe W Ae3vHdeKuun, coaepkaTbCa B
NCNPaBHOCTU 1 NOABEepraTbCa cCaHNUTapHoOM 06paboTke B COOTBETCTBUU C rpaddnKoM.

8.5. Bcemy ob6opynoBaHuio NpoBOAAT NMAHOBLIN NPOUIAKTUYECKMIA PEMOHT U Banuaauumio.
Ero vcnonb3oBaHue, Nocne Taknx MeponpudaTui, paspeluaeT otaeneHme obecneyeHms kadecTea.

8.6. cnonb3oBaHne oGopyaoBaHMa M annapaTtypbl, CNOCOOHbLIX BbIAENATH BOMOKHA W Ap.
MeXaHW4YecKne 4acTuubl BO BHELLHIO cpedy B YUCTbIX 30HaX, AOMKHO BbiTb OorpaHU4eHo, a npu
npoBedeHMn acenTuyeckmx onepaummn NOMHOCTLIO UCKITHYEHO.

8.7. TpeboBaHus k anemeHTam obopyaoBaHus, conpukacarowmmes ¢ MABIT:

- He [JOIMKHbI MoABepPraTbCsl XMMUYECKMM peakLmsM, KOPPO3nuu, OKUCIIEHMIO, OLLENavMBaHuIo,
cofepxaTb BeLLlecTBa, KoTopble, BblAeNsasacb v BbIMbIBasACb, MOryT nonacte B coctas MABIT;

- He [JOOMnXKHbl OblTb  MUPOreHHbIMKM,  MOBEPXHOCTHO  aKTUBHBLIMW,  TOKCUYHbLIMM,
B3anmogencteoBaTtb ¢ MBI, okasbiBaTb BNusHUe Ha unctoty MUBIT,

- OOIMKHbI ObITb U3rOTOBMEHbI U3 MATEpPMarioB, He OKa3biBAKLLUX MHIMOUPYOLLEro AEeNCTBUS
Ha aKTMBHOCTb npenapara.

8.8. Ctepmnunsaumio o6opyagoBaHns BbINOSHAKT NOCe NOfHOW pa3bopkn npmubopa.

8.9. ObopyaoBaHue, pasMepbl N KOHUrypaumns KOTOporo He no3BOSsieT NPOCTEPUNN30BaTb
€ro B aBTOKNaBe, NOABEPraloT NapoBOM CTEPUNU3aLUN HA MeCTe C NOATBEPXKAEHNEM YMEHbLUEHNS
B 10(6) pa3 konmyecTBa MMKPOOPraHM3MoB, Hanbonee yCTOMUYUBBLIX K NApOBOW CTepunusaumnn.

8.10. Map He OoMmKeH CryXnTb MCTOYHUKOM 3arpsisHeHns o6opyaoBaHNA 1 NPoAYKTa.

8.11. na nepekauuMBaHWs unu pasnuea npenapata WUCNOMNb3ylT 3MacTUYHbIE LWMNaHMn C
yNpyrumMu, MpOYHbIMU CTEHKAMK, MOLAANOWMECST MHOrOKpaTHOM cTepunum3auun. [1poyHOCTb
LUM@HIOB  He [JOfMKHa MeHATbCA nNpyu  ANUTENbHOM  BO3OEWCTBMU  XUMUYECKUX BeLLecTB,
ncnonb3yembIX B KA4eCTBE MHAKTMBATOPOB, CTabMNM3aTopoB U KOHCEPBAHTOB.

8.12. Y3nbl 0bopyaoBaHusi, conpukacarLlimecs ¢ npenapartoM, AOMMKHbl ObiTb CbEMHbLIMU Y
BblAEpXMBaTb PEXMM MHOrokpaTHown ctepunusaumm npu 180°C B TeveHue 4 yacoB. MoHTaxHas
cxema [JofkHa rapaHTupoBaTb, YTO Kaxdas Touyka BHYTPEHHUX MofocTer annapara,
TpyObonpoBOOOB, 3aMOpHOM W perynupyrolen annapaTypbl, a Takke Opyrux 3SnNemMeHToB
TeXHUYECKux cuctem pabotaeT B acenTnYecKnx yCrioBusix.

8.13. Tlepmetusaums obopygoBaHMA U KOMMYHMKaUMW  gBnsieTcsd  obsa3aTenbHON
NpeanochINKON paboThl B CTEPUNBHBIX YCOBUSX.

8.14. TpaHcnoptnposaHne MWBI1 no TpybonpoBogam, a Takke paboumii pexxum annapaTos
He OOIMKHbI HapyLllaTb CTEPUINBHOCTY MPOaYKTA.

8.15. B npouecce npom3BoaCcTBa BCe 4YacTn 000OpYyAOBaHUS, KOHTAKTMPYOLLME C MPOAYKTOM,
He OO0JMKHbI HarpeBaTbca 6onee yem go 32°C.

8.16. CwmasbliBalolmMe BellecTBa M oxnaxjawline XUOKOCTU He OOJMKHbl HaxoguTbCa B
KOHTaKTe ¢ npoayKuunen.

8.17. VYctaHoBku pns o6paboTkm BOAbl OOMXKHbI rapaHTUMpoBaTb MOMyYeHMe BOAbI
cooTBeTcTBylOWero kadectBa. OHM  He  [OMKHblI  paboTtaTb € NpeBbIEHWEM  UX
NPOV3BOANTENBHOCTU.

MonydyeHHass BoAa OOMKHA XPaHUTLCH UNU UupkynuposaTtb npu Temnepatype 80°C nnu He



bonee 4°C, T.e. Npu ycnoBusax, NpeaynpexaatLmx MUKPOBHbIA pocCT.

8.18. Xumudyeckyio nocyay TLlaTeNbHO MOKT B aBTOMartax C WUCMNOMb30BaHMEM MOKOLLMX
CpeAcTB C ManbiM OCaxaeHuem C nocnegyowmmMm nNpoMbiBaHUEM AUCTUINIMPOBaHHOW UMK
OENOHU3NPOBaAHHOM BOLON.

8.19. ®dunbTpbl Ana duneTpaunun MBI, BBOAUMBIX NapeHTepanbHO, HE OOMMKHbI OTAENATb
BOMoOkHa. cnonb3oBaHne unbTPOB, OTAENSOWMX BOMOKHA, BO3MOXHO TOSMbLKO B TOM Crnydyae,
ecnn UX Hemnb3d 3aMeHuTb ApyruMmu. B aTom criyyae npoBOASAT AOMNOMHUTENbHYK (hunbTpaumio
yepes punbTpbl, HE OTAENSOLME BOSIOKHA, C pasMepoM nop He bonee 0,22 Mk. Vcnonb3oBaHue
punbTpoB, cogepxawmx acbect, ¢ nocrnegyLlien OYNCTUTENbHON cunbTpaumen munm 6e3 Hee
paspellaeTca TONbKO B TOM cryyae, ecnv OyayT npeacTaBrneHbl JoKa3aTenbCcTBa, YTo, Apyrue
(UNbTPbLI BIIMSAKOT HA KA4ECTBO NPOLYKTOB.

8.20. ABTOMaTU4eCcKoe, MexXaHM4eckoe W 3nekTpoHHoe obopyaoBaHuWe,  BKIOYas
KOMMbIOTEPHOE, AOMKHO KannbpoBaTbCA U KOHTPONMPOBATBCA B COOTBETCTBMM C MPOrpamMmon
obecneyeHns ycnoBmi COOTBETCTBYIOLLEN aKcnnyaTaunn.

8.21. MNpoTokosbl KaNMBPOBKM U KOHTPONSA COXPaHSAIT B NMMCbMEHHOM (bOpMe B TeYeHne cpoka
akcnnyaTtauun. MNMpu npoBegeHNM KOHTPOMS C MOMOLLbIO KOMMbIOTEPa COXPaHAT pe3epBHbI hann
OaHHbIX, BBEOEHHbIX B KOMMbIOTEP.

8.22. depmeHTEpLI, aBTOKMNaBbl, TepMocTaThl U Ap. obopyaoBaHUE OOMKHbI OblTb CHaGXEHbI
3anucbiBaowmMmMm  yctponctBamun. LlenecoobpasHo cHabxeHve obopydoBaHWs YCTponcTBamu
cuUrHanusaumm, usseLlarLwmmMm o HeMCnpaBHOCTH.

8.23. Bechbl n gp. obopynoBaHue Onsi UBMEPEHUS OOIMKHbI UMETb HEOOXOaUMLIN AManasoH
n3mepeHnsa. ToYyHOCTb NpUBOPOB AOMKHa obecnednBaTb COOTBETCTBYHOLLME MPOU3BOACTBEHHbIE
WUNN KOHTPOINbHbIE onepauun. KanvbpoBka aToro o6opyaoBaHMsA AOMXKHa MPOBOAUTLCA TOYHO MO
rpagouky.

8.24. OO6GopygoBaHue, AN  MbITbA W CTUPKM  MaTepuarnos, WCMOMb3yeMbIX B
Npon3BOACTBEHHOM Mpouecce, OOMKHO ObiTb MogodpaHO WM UCMONbL30BaATbCS TaK, YTOObI He
co3faBaTtb AOMONTHUTENbHbIE UCTOYHUKN 3arpsi3HEHUS.

8.25. YcTaHoBMEHHbLIE B MPOM3BOACTBEHHOM MOMELLEHUN TPYObl MapKMpYKOT C yKasaHUeEM
coaepxumMoro Tpyb 1 HanpaBneHus NoToKa.

8.26. Bcemy obopyaoBaHuio, BKIKOYaA CUCTEMbI Af1S CTepunusaumm u unetTpaumm Bosayxa,
06paboTkn  BOAObl,  AMCTUIMATOPbLI,  MPOBOAST  MMAHOBBLIA  TEXHUYECKUA  OCMOTP C
OOKYMEHTUPOBaHNEM UX AafbHENLLEro UCNoNb30BaHus.

8.27. YacTtn obopynoBaHus, 3anonHsemMble B NPOM3BOACTBEHHOM MpOLIECCE TEMU UMW UHBLIMU
MWBI nnn mnx coctaeBnsowuMm, o4MLLAI0T cpasy Nnocre 3aBepLueHus npouecca. JTO No3BonseT
NCKMNIOUNTE MEepeKkpecTHoe 3arpssHeHue nocriegylowmx cepumn, OCoBeHHO B criyyasax, rge
kKomnoHeHTbl MUBIT moryT agcopbupoBaTbCsi Ha NNACTUKOBBLIX NIMHUSX U n3bexaTb pasMHOXEHUS
MUKPOOPraHM3MOB 1 NPUCbIXaHWs maTtepuana.

lMpouecc ouMcTkM OOMKEeH nNpMBOAUTE K MOMHOMY YyOaneHu BCex CcrneaoB padHee
N3roToBrneHHoro MaTepuana. [locne o4ucTkM B annapate He [OIbkHa oOcTaBaTbCa Brara,
cnocobecTByOLLAan pasMHOXKEHNIO BakTepuin U HAKOMMEHWIO MUPOreHOB.

8.28. MNpwu Banuoaumm 1 KOHTpoOrie MeTo40B OYUCTKM 060pyaoBaHNs Npobbl C MX NOBEPXHOCTH
GepyT TaMnoHaMu Uy NyTemM CMbIBOB.

8.29. Tllpobbl GepyT C pasHbix y4vacTkoB nnowagbto 20 x 30 mm. B cnyvae
TPYAHOPACTBOPUMbIX MPOOYKTOB NpeanovTMTENbHEE NCMOMb30BaTh TAMMOHbI.

8.30. JonycTnMmble NMMWUTbI OCTATOYHbIX KOMUYECTB CMbIBAaEMbIX MPOAYKTOB AOIMKHbI ObITb
ycTaHoBneHbl B COI.

8.31. OnepaTop (Mnn gpyroe OTBETCTBEHHOE NULO) OOSKEH MpoBepsATb obopygoBaHue 40
Hayana paboTtbl, oOpawas ocoboe BHMMaHME Ha TWATENbHOCTb O4YMCTKM 0OOopyaoBaHMS.
Cpeactea ouncTkM camu no cebe He JOIMKHbI 3arpa3HATbL NPOAYKT.

8.32. ObopynoBaHue, ucnonbdyemoe Ang paboTbl CO CTEPUIbHLIM MatepuanoMm, NpoBepsoT
MUKpobuonornyecknmn metogamm B cootsetcteum ¢ COl.

8.33. Xpomartorpaduyeckoe o060pyaoBaHME MOXET MCMNOSMb30BaTbCA AOS11 OYMCTKU TOSbKO
O[HOro npenapaTta U JOIPKHO OYULLATLCA U CTepunm3oBaTbCs nocrne kaxgow cepun. Ocoboe



BHMMaHWe yAensioT npoueccy AeKOHTaMUHAUUW M OYMCTKU NpU MOBTOPHOM MCMOSIb30BaHWUM TOrO
e 060pyaoBaHMSA Ha HECKOSBKUX CTaausix NPON3BOACTBA.

8.34. [domkHbl ObiITb 4YeTKO  YCTaAHOBMEHbl  MPOOOIPKUTENBbHOCTL  MUCMONb30BaHUSA
XpomMaTorpaduyecknx KOnoHoK U MeToAbl ctepunusaumm. Heobxoammo cobnogaTbe COOTHOLLEHUS
MeXxay copOLMOHHON CNOCOOHOCTLIO KOMOHKM Y MUKPOOHOW MM 3HOOTOKCUHOBOW Harpy3kom.

8.35. Meponpuatna no ybopke, o4nCTKe M 3JkchnyaTauum obopyaoBaHUSA AOMKHbI ObiTb
N3MNOXeHbl B MMCbMEHHOW hopMe N HaXOAMTbCH Npu 06opyaoBaHUmM B Buae MHCTpykumn n COlloB..

B ynomsHyTbIX JOKYyMEHTaX AOMKHbI OblTb YKa3aHbl:

- Nnua, OTBETCTBEHHbIE 3a KCNITyaTaumio U O4YUCTKY KOHKPETHOrO 060pya0oBaHNs;

- PEXMM TEXHUYECKOTO ODCNY>KUBAHUSA, OYNCTKN U CAHUTAPHbBIX MEPOMNPUSTUI;

- METOAMKN OEMOHTaXa M MOHTaXka 000pyL0oBaHMS, ECNIN 3TO HEOOXOAMMO AN CTEpPUNU3aumm
OTOEenNbHbIX Y3MO0B;

- MeToguKa W NepuvoauvHOCTb MOBEpkM 0OOpydoBaHMS HEMOCPEACTBEHHO nepen
NCMNONb30BaHNEM;

- MEepUOaNYHOCTb MOBEPKM OOOPYyAOBaHMSA, €ro KanubpoBka [OOIMKHbI ObITb YyKasaHbl B
perucTpaunoHHOM XypHane Mo aKcnnyaTauuu, B KOTOPOM AOIKHa codepxaTbCa UHdopmaumns o
noBepke, KanmbpoBKe, TEXHUYECKOM OOCNy>XMBaHMU, oMepauusx No O4YUCTKe, CTepunmMsauun u
PEMOHTY C YKa3aHWEM AaTbl U NUL, BbINOSHSKLWNX BCE 3TV Onepaumu.

8.36. Jlnua, oTBeTCTBEHHbIE 3a 3KCMMyaTaLumio 060pyaoBaHUSA, eXXeroqHo COCTaBNAT rpadumk
KOHTPOMs 1 NpodunakTM4eckoro peMoHTa o6opyaoBaHus.

8.37. HeucnpaBHoe ob6opyaoBaHMe HEMeONEHHO MapKMpyeTcs Kak 4edeKTHOe, a PEMOHT ero
NPOBOAAT B KpaT4yalLmMi Cpok. B cnydae HEBO3MOXXHOCTU peMoHTa 3To obopyaoBaHne yaansoT 13
30H MPOU3BOACTBA U KOHTPONS.

IX. TpeboBaHMA K Banugaumm

9.1. B kaxgon opraHumsaumm no npomussoactsy MWBIT nposBogdatr Banugauuio cuctem
obecneyeHnss TEXHONOrMYECKMX NPOLIECCOB, BCEro TEXHOSOrMYeckoro o6opyaoBaHusi, NpPoLEccoB U
METOA0B KOHTPOSS.

9.2. Banupauuu noanexar:

9.2.1. Ynctble NnoMeLLLeHUss U 30HbI.

9.2.2. Cwucrembl, obecneunBalmoline nNPOM3BOACTBO U MMeKLWME HenocpencTBeHHOe
OTHoLeHue K kadecTBy MUBI, Bkniovas:

- nogavy 4YMCcToro Bo3ayxa;

- nodavy cxaToro Bo3ayxa;

- Nogayy HEOUULLLEHHOMO U YNCTOro napa;

- CUCTEMY NOArOTOBKM OYULLIEHHON BOAbI;

- CMCTEMY NoAroTOBKM BOAbI AJ1S1 UHBEKLMIA;

- BaKYYMHYIO CUCTEMY.

9.2.3. TexHonoruyeckoe obopyaoBaHme, BKMOYas:

- TamMuHapHble BoKebl,

- TepMOCTaTbl 1 XONOAWIBHUKN,

- aBTOKNaBhbl,

- hepmeHTepHl,

- CTEPUNM3aLMOHHbIE TYHHENN,

- YCTaHOBKM Ans nuodmnunsaumm,

- ueHTpudyrn,

- MOEYHbI€ MaLlMWHBbI,

- pa3nMBOYHO-3anasiyHble MaLUUHbI U Ap.

9.2.4. TexHonorm4eckme npoLecchl, Takne Kak:

- NoAroToBKa U BHECEHME MOCEBHOIO MaTepuana,

- KynbTUBMpOBaHNe 6aKTepPUNn U BUPYCOB, KyNbTYpbl KNETOK,

- dbepMeHTauu4,



- ounbTpaums,

- OesvHTerpauus,

- cenapauus,

- copbuus,

- MHaKTUBaLMSA/OeKoHTaMuHauus,

- MOWKa CTeKronocyasbl,

- yncTka obopyaoBaHus,

- cTepunmsaums,

- 3aMopaxmBaHue 1 nnodunmsauus,

- CTEpUNbHOE HanosHeHne amnyn n gakoHOB,

- repmeTusaumna amnyn n riakoHoB.

9.2.5. IMMmyHoORnornyeckne, xmmmyeckme n uUsnMKo-XMMmnyeckme MeToabl KOHTPOSS KavecTsa
rotoBbix MBI, ncxogHoro coipbs, a Takke nonydabpmnkaToB Ha BCEX CTaAUSAX TEXHOMOrMYECKOro
npouecca, Takue Kak:

- peakumsi HenTpanuaaumm;

- peakuusi remarrnoTuHaUuK, peakuns TOPMOXEHUS reMarrnioTMHaunmn, peakumsi HenpsiMomn
reMarrnioTUHaLmMm, peakumnsa CBs3biBaHNA KOMMEMEHTA;

- MeToq, UMMYHOgepPMEHTHOro aHanunsa (MPA);

- onpegenenune 6enka no metoay foypwu;

- MeTop, nonMmepasHon LenHon peakumm (MUP) n ap.

9.3. Ha Bce obbekTbl Banuaauum gomkHbl ObiTb COlMbl, yTBEpPXKOEHHbIE B YCTAHOBEHHOM
nopsigke.

9.4. B kaxgon opraHvMsauuMuM Mo NPOW3BOACTBY JIEKAPCTBEHHbIX CPeacTB A0SMkeH ObiTb
pa3paboTaH BanNMOAUMOHHbLIA MNaH, B COOTBETCTBUM C KOTOpPbIM NPOBOAUTCS Banupauums
KOHKpeTHoro obopyaoBaHusa, npouecca unM Metoda. BanupgaumoHHbIM nnaH  yTBepXxaaeT
3aMecTUTENb PYKOBOOAMTENS MO Ka4yecTBay.

BanuaaumoHHbIN NnaH OTHOCUTCA KO BCEW OpraHu3auun, B HEM yKasblBatoT:

- onncaHne obopyanoBaHNsa, CUCTEM, NPOLECCOB M METOAOB, BanuaaLmio KOTOPbIX NMPOBOAAT;

- BpeMs 1 nopsgok (T.e. rpaduk), B KOTOPOM AOMMKHA ObITb NPOBeAEHa Banvaauus;

- cTaguio (Tun) Banugauumm obbekTa Banvaaumm (Banugaumns ycTaHOBIEHHOMO, AENCTBYHOLLENO
UK akcnnyaTnpyemoro obopyanoBsaHus);

- dbopmy MpoTOKONa Banupauuu Ha Kakabll Bug obOpyaoBaHMS C yKasaHMeM Mpoueayp w
CpeacTB M3MepeHnsi, HeobxoanMbIX ANs NPoBeAeHNs Banvaauum;

- BpeMs 1 NepuMoaMYHOCTb NpoBeaeHUs nocneayoLlen Banvaaunm.

9.5. B opranmsaumm no npomssoactsy MUBIT gomkHo ObiTb nogpasgenexHve (Mnu nuuo),
OTBETCTBEHHOE 3a npoBegeHne Banugauun MUBII. TNMpu HeobXooUMOCTM OpraHu3aums MOXeT
3aKn4nTb OOrOBOP Ha MpOBEeAEeHWe BanuMgauum CcO CTOPOHHEW opraHmsauuen. Banugauuio
nposoasT B cootBetcTBuM ¢ COIl. lNMpoBeaeHue Banupaumm M ee nNpaBubHOCTb KOHTpONuMpyeT
HOK B x0@e WHCMNEKTMPOBaHMS OpraHuMsauuu M aHanu3a npoTOKOMNoB Banuaauuwn. [NpoTtokon
Banugauun noanucbiBaeT fMUo, OTBETCTBEHHOE 3a Banvaaumio U yTBEPXAAET 3aM. PYKOBOOMTENS
no Ka4yecTBy.

9.6. NogpasgeneHune, OTBETCTBEHHOE 3a NPOBeAeHUe Banuaauun BeiNoSHAET crieayoLLlee:

- COCTaBMsET BanMgaLMOHHbIN MaH opraHn3auum;

- KOHTponupyeT o006ecCne4YeHHOCTb MNpPOBEAEHVs BanuaauMm BCEMUM HeobXOAMMbIMMU
cpencTBamMu U3MEPEHUS U AOKYMEHTaMU;

- onpegensieT OTBETCTBEHHOE NULIO 3a BbINOSIHEHNE KaXA0ro NyHKTa NnaHa;

- onpegensieT cocTtaB WCMOMHUTENEN ANnd NpOBeAeHUs Banugauunm C MNpUBIIEYEHNEM
TEXHUYECKON N METPOSIOrMYECKON Cryk0b opraHm3aLmm, a Takke BCeX 3aUHTEPECOBAHHbLIX NNL;

- KOHTPONMpPYET CBOEBPEMEHHOE BbINOSTHEHME BaNnn4aUMOHHOMo NiaHa;

- paspabartbiBaeT hopmMbl NPOTOKONOB Banugauumm;

- FOTOBUT OTYET O NPOBEeAEHMM Banngauuu;

- MapkupyeT obopyaoBaHMe COOTBETCTBYIOLLEN STUKETKOM C yKasaHuem AaTtbl NpoBeAeHHON
Banuaauuun u gatbl criegylowen sanugaunm;



- WCKIOYaeT HeCaHKUMOHMPOBaHHbIE M3MeHeHMsi B oOOpyooBaHUM WU MeTode mnocne
npoBeaeHns Banugaumm;

- NPUHUMaET Mepbl K HeOOoMyLWEeHU0 WUCNOoNb30BaHUA OOOPYAOBaHUSA, He npoLleLero
BanuaauUmnIio U ¢ UCTEKLLMM CPOKOM OENCTBUSA Banuaauuu.

9.7. TpeboBaHUA K NpoBeAEHNIO Banugauuu:

9.7.1. Banugaumio nNpoBOAAT COrfacHO YTBEPXAEHHOW (popme npoTokona Banuaauun -
OOKYMEeHTa, onucbiBaroLwero nogpobHyo npouenypy W pesynbTaTbl Banugauuun. [poTokon
BKMo4YaeT B cebsa Bce AeTanu NpoBEPKM CUCTEMbI, 060PYAOBaHMSA MM NPUMEHUMOCTM MpoLecca
uUnu meToda nepeq TeM, Kak Ux UCnonb3oBaTth.

9.7.2. lMpoTokon Banuaauuun BKOYaeT:

- 6asoByto UHopmauuio 06 obopyaoBaHuK, cMcTeme, NpoLiecce Unu MeToae;

- Ha3Ha4YeHne n uenu NnpoBeaeHnst Banuaaumm;

- COCTaB UCMONHUTENEN N OTBETCTBEHHOCTb fNL, Y4aCTBYHOLMX B NPOBEAEHUN Banvaauunm;

- MOMHOE onucaHmne UCNonb3yemon npoLeaypsl;

- NapaMeTpbl, KOTOpPbIE N3MEPSIOTCS, U NOPSLOOK UX NU3MEPEHUS;

- hopmynbl pacyeTa u gaeT NpuMepbl aHanmaa NosyYeHHbIX pesynbTaToB;

- 3apaHee onpefeneHHble KpUTEPUN NPUHATUSA 3aKITHOYEHWUI;

- pesynbTaTbl WU3MEPEHUN U OTKIMIOHEHUN TMOMYYEHHbIX pPe3ynbTaToB OT Tpebyembix
napameTpoB, OOHapPYXEHHbIX B XO4E NPOBeAEHNSA Banvaauum;

- CBefeHMs O MEeTporiormyeckon noeepke (Mnn kKannbposke*(2)) cpeacTB M3MEpPEHUH, C
MOMOLLIbHO KOTOPbIX MPOBOAMNACh Banvaaums;

- ccbinikn Ha HI n COTlMbl, cBA3aHHbIE C XO4OM NPOBEAEHMS] AaHHOW Banvaauunu;

- 3aKrnYeHne o NPUrogHOCTN AaHHOro o6opyaoBaHuS.

9.8. MNpun Banuaaumn npouecca HeOBXOAMMO MCMOMbL30BaTh TaK Ha3blBAEMbI METOA "XyALLMX
cnyyaeB", Korga npouecc 3aBegoMO MNPOBOANTCS B HeONaronpusiTHbIX YCNoBusiX. Tak, npu
Banuaauumn npouecca pasnuMBa npenapara, cnegyer npegycMoTpeTb €ro OCTaHOBKY W3-3a
BO3MOXHOIO OTKITHOYEHUS] SNIEKTPOSHEPIUN, CHMKEHME Knacca YMCTOThbl NoMelleHnsa ¢ knacca "A"
Ao knacca "B" m3-3a yxyaweHus paboTbl CUCTEMbI BEHTUMALMM, HaxoXOoeHMe B 30HE pasnuea
AOMNOSNTHUTENbHOIO MepcoHana Ansa ycTpaHeHWs BO3MOXHbIX Henonagok v T.n. Banugauuio
npoLiecca cunTalT yaOBNEeTBOPUTENBLHOW, €CNN OH COOTBETCTBYET HEO6X0AMMbIM TpeboBaHUSM B
yCnoBuAX aTuX "XyALwwux criyqyaes” Tpu pasa nogpsg.

9.9. lMpu Banupauun MeTOOUK KOHTPONSA crnegyeT YCTaHOBWTbL WM MOATBEPAUTb Hanuuune
TaKMX XapakTepUCTUK METOOMKMW, KaK CXOAMMOCTb, BOCMPOM3BOAMMOCTb, NPaBUSIbHOCTb, HWXKHWUI
npegen AeTtekumu, YCTOMYMBOCTb K WM3MEHEHUSIM BHELLHMX YCNOBWUA (Hanpumep, W3MeHeHue
TemnepaTypbl W/unm BpemeHn nHkybauumn) B cootsetctanm ¢ HZ.

9.10. TpeboBaHuA Kk NOpPAOKY BHECEHUSA N3MEHEHWI NOCNE Banugauuu:

9.10.1. MNocne npoBedeHVNs Banugauun HUKaKMe WM3MEHEHUS] He MOryT OblTb BHECEHbl B
obopynosaHue, npouecc Unu B npoLeaypy npuMeHeHnsa meTtoaa.

9.10.2. [na BHeceHMss HeOOXOOMMBIX W3MEHEHUW B oOpraHusauum paspabaTbiBaloT
cneumarnbHy0 CUCTEMY, KOTOpas OOJKHA BKNOYaTh:

- nogayvy NpeanoXeHuss Ha BHECEeHMe W3MEHEHUM C OOBbSCHEHMEM NPUYMH, TpebdyoLmX
AAHHOro U3MEHEHUS;

- paccMOTpeHue 3TOro npeanoXeHuss BCEMM  3aMHTEPECcCOBaHHbIMW  vUaMn U
nogpasgeneHnsamu;

- ogobpeHne 3TOro npeasnoXeHust otaeneHnem obecrneyvyeHus KavyectBa U 3aMeCTUTENEM
PYyKOBOAUTENSA MO Ka4yecCTBY;

- TEexXHW4eckoe Wu/unu [JoKyMEHTUpOBaHHOE obecrnedeHne nNpoBedeHNss HeobXOANMbIX
N3MEHeHU B cucteme, 060pyaoBaHMKM, NpoLecce Uinn mMeToae;

- NpoBefeHNe peBanuaauuu;

- BHECEHMWE pe3ynbTaToB peBanvaaumm B yCcTaHOBNEHHOM nopsake B PIT unu B 4OKYMEHTHI,
CBsI3aHHbIE C MPMMEHEHNEM JaHHOro o6opyaoBaHus, npoLecca unu MeToaa.

9.11. TpeboBaHUSA kK NOBTOPHOW Banuaaumm:

9.11.1. BHennaHoBY NOBTOPHYIO Banuaauumio (pesanugauunio) npoBoaaT B cnyyasax:



- NepeobopynoBaHnsi NPON3BOACTBEHHLIX MOMELLEHWUN;

- nepeobopygoBaHus cucteMm, obecneumBalownMx MNPOM3BOACTBO (Modaya BO3gyxa,
OTONSIEHNE, BEHTUNSAUMS U Ap.);

- 3aMEHbI NN PEMOHTA TEXHONOMMYECKOro 06opyaoBaHUS;

- UBMEHEHUS1 HOPMATUBHbLIX JOKYMEHTOB Ha Mpenapar, UCXOOHOe Cbipbe, BCMOMOraTesnbHble,
YNaKoBOYHbIE U MAaPKMPOBOYHbIE MaTepuansl;

- U3BMEHEHNSA TEXHNYECKNX JOKYMEHTOB;

- BbISIBNEHUA HEpPErnaMeHTUPOBaHHbLIX OTKMOHEHUW MNPU MNPOBEOEHUN TEXHONOMMYECKMUX
npoLeccos;

- MoguduKaLmMm MeToaoB KOHTPOMA.

9.11.2. lNMoBTOpHYO Banupauuio (NnaHoBasi M BHennaHoBasl) NPOBOAAT B COOTBETCTBUM C
HACTOSALLUMMW CaHUTaPHLIMW NpaBUNamMu.

X. TpeboBaHMA K MeTpoONorM4eckoMmy obecneyeH1o NPousBoAcTBa U KoHTponsa MUBIT

10.1. Opranmzauuu no npoussoactsy MWMBI [OmKHBI MMETb METPOSIOTMYECKYID CIyXOY,
OCYyLLEeCTBNAOLWYO 3ajayn no obecneyeHUo eaMHCTBa W3MEPEeHWn B COOTBETCTBUM C
3aKoHoOaTeNbCTBOM.

10.2. MeTponornyeckasa cnyxba [OencTByeT B COOTBETCTBMM C  [lonoxeHnem o
METPONOrM4eckon cryxoe opraHmsaumu.

10.3. B opranusaumax no npoussoactsy MUBI Ha Bcex aTanax TEXHONOrMYECKOro npolecca
M B MeTogax KoHTponsa kadectBa MWBI1 uvcnonb3yloT cpegctBa m3aMepeHus, npollegluuve
rocyaapCTBEHHYI METPOSIOrMYECKY0 MOBEPKY (M KanubpoBKy).

10.4. OCHOBHbIMW 3a4a4aMy METPOSIOTMYECKOW CNYXObl OpraHM3auum SBSKTCS:

- obecneyveHre eanHCTBa U TPEOYEMON TOHYHOCTU U3MEPEHUI;

- obecneyeHne COOTBETCTBUSA napameTpoB cpeAcTB nsmepeHus (ganee CW) (wkanbl, knacc,
NOrpeLLHoOCTbL 1 Ap.) NnapaMeTpaM KOHTPONUpyeMoro npouecca Unu BennymHbl;

- OpraHmM3aLmsl peMoHTa U CBOEBPEMEHHOW NoBepKn 1 kannbposku CU;

- npoBefeHue MeTposiornyeckon akcneptudbl HO (permameHTOB np-Ba, TEXHOMOMMYECKUX
WHCTPYKUUI, a Takke MeToank namepexus, COMwn gp.);

- KOHTPOMb 3a NPOBEAEHNEM U3MEPEHUI B COOTBETCTBUM C aTTECTOBaAHHBbIMWU METOAUKaMMU;

- yyacTtue B paspaboTke, atTectauum n NpuMeHeHUn cTtaHaapTHbIX 06pasLoB opraHn3aunm;

- npoBedeHWe aHanusa COCTOSIHUS MeTporormyeckoro obecnedeHuss npou3BoacTBa U
BefeHue ydyeta CU (kypHansl, nacnopTa, perucTpaumnoHHble KapThbl);

- KOHTPOIb 3a NpoBeAeHneM exeaHeBHon nposepku CU ¢ 3anvcbio pe3ynbTaToB NPOBEPKM B
XypHanax;

- KOHTPOMb TeXHUYecKkoro coctosHua CA.

10.5. Mpwn aTOM NPOBEPAIOT:

- KayecCcTBO KnerMa - OHO OOIDKHO ObiTb HecTMpaembiM, YETKUM, SCHO pasnuyMMbiM, C
MOHATHLIMU 0603HAYEHUAMY;

- Ka4yeCTBO LUKarnbl - BCe AeneHus LWKanbl OMKHbI ObITb SICHO pasnnynuMebl, Bce LUMGpbI - HETKO
YNTaEMbIMU; HE JOIMKHO ObITb CTEPTLIX AENEHUI U HEYETKMX 0603HaYEeHUI;

- Ka4eCTBO 3aLUUTHOIO CTEKNA - OHO JOJMKHO ObITb LUEenbiM, HE UMETb TPELUUH, CTEKNO AOMKHO
ObITb 3aKpenneHo;

- KQ4ecTBO ykasaTenew KHOMOK, NepekroyaTenen, opyrux Haanucen Ha npubopax;

- mapkupoBky CW aTukeTkon ¢ ykasaHuem Tuna CW, 3aBogckoro Homepa, 4aToOn NOBEPKH,
AaTon oyepeaHon NoBEPKU;

- ocywecTBrieHue  TexHudeckoro  obcnyxmBaHua CW no  rpaduky  nnaHoBo-
NpoMNakTU4eCKOro pEMOHTa;

- obyyeHue cneumnanuctos, paboTa No COBEPLUEHCTBOBAHWIO U MOBbILIEHUIO KBanndukaumm
paboOTHNKOB METPOIIOrMYECKON CIyXObl;

- pa3paboTKy NpeanoXeHnn o 3ameHe uUnm peMoHTe aedekTHbIX, a Takke yctapesLlumx CU, He
yposrieTBopsowmx TpebosaHnam HL (knacc, norpeLwwHocTb, Wwkana, u ap.).



10.6. NToMMMO BbILLENEPEYNCIIEHHOTO, B 324341 METPOSTOrMYECKON CNyX0Obl BXOASAT:

- yyacTve B paMKkax CBOEN KOMMNETEHLUMM B pa3paboTke JOKYMEHTOB Ha NpoBeAeHNe MeTOAVK;

- KOHTPOSib 3a BbIMNOSIHEHMEM METOAMK C MPUMEHEHMEM COOTBETCTBYHOLLMX CPeacTB
n3mepeHnsa ¢ HeobXoaMMbIMN XapaKTepUCTUKaMM (NOrPELLHOCTb, YyBCTBUTENBHOCTb U T.4.);

- 00y4YeHne N KOHTPOSb 3a NPaBUMIbHOCTLIO MPUMEHEHUS CPEeACTB N3MepPeHNst U 00paboTkon
OaHHbIX;

- MpM  UCMOMb30BaHMM OTpacneBbiX CTaHAapTHbIX obpasuoB (OCO) KoHTponb 3a
NPaBUIbHOCTLIO UX XPaHEHUs, 3TUKETMPOBAHUS WU MPUMEHEHUs: TemnepaTtypa xpaHeHus OCO
AOIKHa CTpOro COOTBETCTBOBATb YyKaszaHHow B cBuagetenbctee; OCO [OMmKHblI XpaHUTLCA B
OTAENbHON €MKOCTU C yKadaHumeM HasBaHua OCO, cpoka rogHocTM M nuua, OTBETCTBEHHOMO 3a
xpaHeHne OCO; TekCT aTukeTKn Ha kaxxgomn amnyne OCO gomkeH COOTBETCTBOBATbL YKa3aHHOMY B
cBuaeTenbcTBe.

XIl. TpeboBaHMA K AOKYMEHTaM

11.1. OpraHusaums, Bbinyckawowaa MWBI, gomkHa uMeTb MOMHbIA KOMMMEKT OpUrnMHanoB
HopMaTuBHbLIX AokyMmeHToB (H[) Ha Bcto Bbinyckaemyto HomeHknatypy MWBI. B cnyvae eauHon
ONS HEeCKONbKMX OpraHn3aumini MHCTPYKUMM MO MPUMEHEHUIO OONYCKAETCs Hanuuve 3aBepeHHOW
KCepoKonumu.

11.2. HL paspabatbiBatoT B cootBeTcTBUM ¢ PCI, PI1, PO 1 MHCTpyKUME NO MPUMEHEHNIO.

11.3. BHeceHne n3ameHeHNn B TEKCTbl HOPMATUBHbLIX AOKYMEHTOB OCYLLECTBNAETCA TONbLKO B
yCTaHOBMeHHOM nopsiake. Jltobble ncnpasnexHns tekcta HL He gonyckatoTes.

11.4. Ha Bce onepauun, ocyllecTBNsAeMble B KOHKPETHOM nogpasaenenun, rotoat COIlM unu
WHCTPYKUUK, KOTOpble YTBEPXKOAKTCA PYKOBOAMTENEM OpraHnsauumM-nponsBoauUTENs WU 3am.
pykosoautensa no kadectsy. COll n MHCTpyKUuK, kacaroLimeca TexHonornm npoussoactsa MBI,
COCTaBNAT Ha OCHOBaHUWM cooTBeTcTByOWMX pasgenoB Pr1. COIM Ha meToabl KOHTpOns
COCTaBMAalT HA OCHOBaHMM COOTBETCTBYOWMX pasgenos OC (PCIM).

11.5. Ha kaxagyto npoussoammyto ceputo MUBIT odopMnsaoT npoTokon Npov3BoacTBa cepuu
(ncTopma NpUroToBNEHNS cepun), B KOTOPOM OTpaxatoT BCe aTarnbl TEXHONIOMMYEeCKOoro npouecca.

11.6. Havano nw6oro TexXHOMOrM4yeckoro mnpouecca [[OKYMEHTanbHO odopMnsAlT C
obsi3aTenbHbIM  yKasaHMeM Toro, 4YTo obopygoBaHne U pabodvass 30Ha OCBOOOXAEHbLI OT
npeabiayLien npoaykumMm, JOKYMEHTOB U MaTepuarnoB, He MMEIOLLMX OTHOLUEHUS K NpeacTosLwemMy
Npon3BOACTBEHHOMY MpoLIeccy.

11.7. B xo4e TEXHONOMMYECKOro npouecca BO BPEMS KXAOro npeanpuHMMaemMoro 4encTBums
NMHpopmaumnsa o0 Hem JOImKHa OblTb 3aMpOTOKONMPOBAHA; MO 3aBEPLUEHUN onepaunm MPOTOKON
OOMKeH ObITb AAaTMpPOBaH U MOAMUCAH NULIOM, OTBETCTBEHHbIM 33 TEXHOJOIMYECKUA npolecc, u
cofepxaTb cnegyoLlyo nHpopmaumio:

- HAMMEHOBaHMWE NPOAYKTA;

- HOMep NPOUN3BOACTBEHHON cepuu;

- JaTy 1 Bpemsi Hadana (npouecca), OCHOBHbIX MPOMEXYTOYHbIX CTaaMA M 3aBepLueHus
Npon3BOACTBA;

- hamunmio nmua, OTBETCTBEHHOIO 3a KaXaylo CTaauto NpoM3BOACTBA;

- (hamunuio nuua, BbINOMHAOLWEro NPOM3BOACTBEHHYIO Onepauuio, 1, Npu HeOOXOAMMOCTH,
nuua (nuud), npoBepuBLLEro (UX) KaXayto U3 3TUX onepauni (Hanpumep, B3BeLUnBaHue);

- HOMep cepun U PaKTUYECKN OTBELLEHHOE KOMNMYECTBO KaXJ0oro MCXOOHOMo Chipbs (BKMoYas
HOMEp cepuu U Konn4ecTBo Noboro fobGaBneHHOro pereHepuMpoBaHHOrO UM nepepaboTaHHOro
Cblpbs);

- 0 NoBbIX, OTHOCALLMXCA K Aeny MNpOU3BOACTBEHHbIX onepauusix UM MpoucLLecTBUsX, a
Takke OCHOBHOM UCMOSIb30BaHMM 060pyaoBaHuS;

- O BbIMOSTHEHHbIX OMEpauMsiX KOHTPOMNs B Mpouecce NpousBoAacTBa M dammnuio nuua,
BbIMOJTHMBLLIETO WX, @ TaKKe NONYyYEHHbIX pe3ynbrartax;

- O KOnu4yecTBe NpPoAyKUMKW, MOSTYYEHHOW Ha pasfuyHbIX CTaausix Mpou3BoAcCTBa (BbIXOA),
BMECTE C KOMMEHTapusaMuM WUNU OOBACHEHMAMM CYLLECTBEHHbIX OTKITOHEHWA OT OXWOaemoro



BbIX0Aa;

- nogpobHble cBeageHns 06 ocobbix npobnemax;

- paspelleHve Ha noboe OTKMNOHEeHWe OT pernameHTa, CaHKUWOHWPOBAHHOE MNoAMNUChIo
OTBETCTBEHHOIO NMLa.

11.8. Ha kaxxgyo nponssegeHHyo ceputo opopMnsaiT cnegyowmne 4OKYMEHThI:

- Ha npenapaTtbl HauuMOHanbHOro KarneHgaps npodunakTU4eckux MPUBUBOK W KarneHaaps
NpoUNaKTUYECKUX NPUBUBOK MO 3MMAEMUYECKMM NOKa3aHWsM CBOAHbIA NPOTOKON MPOU3BOACTBA
N  KOHTpOMsi MMMYyHoOMomnormdeckoro npenapata. B cnyvasx, korgpa MMWBIT saensetca
accouunpoBaHHbIM, B CBOAHOM MPOTOKOSE MNPUBOAAT CBEAEHUS O KaXdOM KOMMOHEHTe U O
roTOBOM MPOAYKTE;

- Ha gpyrve MUBIT, B TOM Yucne Ha AMarHOCTUYECKUE U nuTaTernbHble cpedbl - MPOTOKON
NMPOM3BOACTBA Cepun.

11.9. CBogHble npoTokonbl npou3BoacTBa U koHTponda MWBIT, a Takke npoToKonbl
npoussoactea MUBIT noanuckiBaloTCA 3aMecTUTenem pykoBOAUTENS MO KavyecTBy.

11.10. B cnyyae HecooTBeTcTBMA cepun MUBIT TpebosaHuam ®CI1 npu koHTpone B OBTK
AaHHylo ceputo 6pakytoT. B xxypHane OBTK genatoT cOOTBETCTBYIOLLYIO 3anvCb O HanpasreHun ee
Ha nepepaboTKy UK YHUUTOXEHNE. AKT 00 yHUUYTOXEHUN cepumn xpaHAaT B OBTK.

11.11. MNepepnady cbipbs, MaTepuanos, nonycgabprkaToB 1 T.M., NPeAyCMOTPEHHbIE 3Tanamu
TEXHONOrMYecKoro rnpouecca, OoOPMASAIT COOTBETCTBYHOLWMMY HanpaBneHUaMK, 3anucamMu B
XypHanax unuv gpyrumu npuHATLIMKM B OpraHnsauumn popMmamu perncrpasmu.

11.12. Bce gokymeHTbl Ha ceputo kaxgoro MBI xpaHAaT, a MMEeHHO:

- Ha nNpenapaTbl, BBOOUMbIE YEMNOBEKY - HE MeHee 2-X NeT N0 OKOHYaHMM CPOKa rogHOCTM;

- Ha gpyrve npenapatbl He MeHee - 6 MeC. N0 OKOHYaHWM CpoKa rogHOCTH.

[okymMeHTbl 4OMMKHbI OblTb AOCTYMHbI B Nt060e BpeMs Ans MPOBEPKN HALMOHANbHLIM OpraHoOM
koHTpons MUBTT.

11.13. [JokyMeHTbl MO pacchbinike npenapaTta oopmMIIsoT Tak, YToObl MOXHO ObINo B crny4vae
HeoBXoAMMOCTM 0TO3BaTb Kaxayt HanpasreHHyto notpebutento ceputo MUBIT.

XIl. Tpe6boBaHus K cTaHaapTHbIM ob6pa3uam MUBI1. OcHOBHbIe NONOXeHUs, NoOpPA[OK
pa3paboTku, aTTecTaumm, yTBepXaeHusi U perucTpaumm

12.1. CraHgapTtHble o6pasusl MWBM (CO MWBI) - cpeactBo usMepeHus B Buae
onpefeneHHoro KonuyecTsa MM CBONCTBa BeLLecTBa, NpedHasHa4YeHHoro A58 BOCnpounssefeHns
N XpaHeHus pasMepoB BenuYWH, Xapaktepusywowux csonctBa MWBI nnM ero KOMMOHEHTOB,
3HaYeHUs1 KOTOPbIX YCTAHOBMEHbI B pe3yrbTate MeTPONorMyeckon atrectaumu.

Uenbio npumeHeHuss CO gaBnsietcs KONMMYEeCTBEHHOE onpeaeneHne un eguHoobpasHoe
o6o3HayeHue aktusHoctM MWBIT munu cogepxaHus B HUX TEX UMM UHbIX KOMMOHEHTOB, a Takke
onpegeneHne  MeETPONOTMYECKUX  XapaKTepucTuk  (4yBCTBUTENbHOCTM,  crneumduyHOCTH)
ANarHoCTUYeCKNX MeToaoB.

O6nactb npumeHeHusi CO - koHTponb MWBIT; CO He MoryT ObiTb MCMONb30BaHbl B Ka4ecTBe
nekapcTBEHHbIX CPEACTB.

OcHoBHbIMK aTTecTyeMblMU xapaktepuctukamm CO sBnsawTcs cneumnduyeckas akTUBHOCTb,
cofepXaHue aHTUTen, KOHUeHTpauus 6akTepun Unm akTMBHOCTb AENCTBYIOLLEro Havana, a Takke
OOHOPOAHOCTb, CTabUMBLHOCTL U CPOK FOAHOCTM.

Pasnnuator 3 Bmaa CO: mexgyHapogHble*(3), HauuoHanbHble (rocygapctBeHHble) n CO
opraHusauum.

12.2. Topsagok paspabotkm CO (HaumoHanbHOro cTaHgapTHoro obpasua - HCO wunm
cTaHgapTHoro obpasua opraHusaumm) npegycmaTpuBaert:

12.2.1. CocTtaBneHue nporpammsl paspadotkn CO, kKoTopas OOMmKHa BKNOYaTh:

- oboCcHOBaHWe ero HasHaveHus;

- NpegnonaraemMble atTectyemble xapaktepuctukn CO ¢ ykasaHMemMm MeToOoB onpeaeneHus.

12.2.2. BbinonHeHne Hay4HO-UccneaoBaTenbCKUX (3KCnepuMeHTanbHbIX pabor).

12.2.3. N3rotoeneHune CO.



12.2.4. lNpoeeaeHne kannbposkn HCO no oTHoweHuto Kk MexagyHapoaHbsiM cTaHgaptam, a CO
opraHusauum - no oTHoweHuto k HCO.

12.2.5. YcTaHoBneHune cpoka rogHoctn CO MeTogoM YCKOPEHHOro TecTa.

12.2.6. Pa3paboTky npoekta HopmaTuBHbIX JokymeHToB Ha CO (cBugetensctBo Ha CO u
WHCTPYKLUMIO NO MPUMEHEHUIO).

12.2.7. Tlpu paspabotke CO [OMKHO UCNONb30BATbCA TOMBKO  BanUOUPOBAHHOE
obopyaoBaHue 1 MeToAbl.

12.3. lNopsgok aTrectaumum, yreepxaeHus u pernctpauumn CO npegycmaTpuBaet:

- aTTectaumio, ytBepxaeHue u peructpauuio HCO ocyuwlecTBnsgeT HauMOHambHbIA OpraH
KOHTpOns;

- aTTecTaumio, yreepxaeHune n peructpaumio CO opraHm3aumm OCYLLECTBIISIET OpraHusauus-
Npon3BOAMUTENb;

- nocne nposeaeHusa arrectaumm CO nognuckiBaeTcda cengetensctso Ha CO, yTBep)kaaeTtcs
WHCTPYKUUSA MO NpMMeEHeHUIo, nocne yero HassaHme CO BHocaT B peectp HCO (CO opraHusaumm).

12.4. Ha kaxayto ynakoBky CO HaHOCAT 3TUKETKY, COAepKaLLlyto CreayHLLNA TEKCT:

- HasBaHue CO;

- 3Ha4YeHne aTTeCTYEMOW XapaKTEPUCTUKY;

- perncTtpauunoHHbii Homep CO B Peectpe HCO (CO npeanpuaTtus);

- YCNOBUSI XpaHEHUS;

- CPOK rO4HOCTMW.

12.5. lMepeattectaumio CO nocrne OKOHYaHUA Cpoka rOOHOCTU MPOBOAAT Ha OCHOBaHUM
pes3ynbTaToB nepeaTTecTauMn WX XapakKTePUCTUK, MOCMNEe Yero yYTBEepXOatoT HOBbIA KOMMMEKT
AokymeHTOoB Ha CO.

XIlll. Tpe6oBaHMA K NPOM3BOACTBEHHbLIM LUITAMMaM

13.1. K npon3BoACTBEHHLIM LUTAMMaM OTHOCAT LUTaMMbl 6akTepuii, BUpycoB, bakTepmnodaros
M Op., KoTopble Ucnonb3ylT Ans nonyyvyeHuna MABI.

13.2. Kaxabli NpOM3BOACTBEHHbIN LUTAMM AOMKEH MMETb NacnopT, B KOTOPOM OTpaxatoT:

- UICTOPMIO ero BblAeneHus;

- KynbTypanbHble CBONCTBA;

- BUOOBYIO MOEHTUUKALMIO;

- Hanu4yMe NOCTOPOHHMX areHToB (MUKpoBMonorMyeckasa YncToTa);

- Begywue 6uonorMyeckue CBOWCTBA: BUPYNEHTHOCTb, TOKCUIEHHOCTb, aHTUreHHas
aKTUBHOCTb, TEPMOCTabunbHOCTL, BroxnMmnyeckne cBonNCTea 1 T.M.

13.3. KoHTponb npousBoacTBeHHbIX WTammMoB ocyuwectenseT HOK (apyras ucneitatensHas
opraHusauus).

13.4. OpraHusaunsa-npon3BoanTesb NonyyYaeT NPon3BOACTBEHHLIE WTaMMbl No 3anpocy HOK
(opyron ucnbiTatensHOM opraHnsaunn).

13.5. HoBbI WITaMMm, npeasniaraemblin B kKa4ecTBe Npon3BOACTBEHHOIO, C TUNocneundgunieckom
CbIBOPOTKOM K HEMY A0SpkeH OblTb HampasneH C MaTtepvanamm no ero U3y4yeHuto U NacnopToM B
HOK (gpyryio wuchiblTaTenbHyl0 OpraHusauuio) gns arrectaumy, YTBEpXKAEeHUd nacnopta W
nocrieayoLlero XxpaHeHus:.

13.6. PaboTy C mnpou3BOACTBEHHbIMW LUTAMMaMu OCYLLECTBNAT B COOTBETCTBUM C
HaCTOALLMMW CaHUTapHbIMK Npasunamu. [ina ee npoBeAeHUs BLIAENAIOT OTAENbHOE NOMeLLEeHME C
namMmnHapHbIMKU YCTaHOBKaMu, YCTaHOBMEHHbIMW B BoKcax ¢ gaBrneHvem Bo3gyxa; B npeabokcax
OaBreHnst Bo3ayxa He AOMKHO ObITb.

13.7. Wcnonb3yemoe obopynoBaHue, annapatypa, nabopaTopHad nocyda, chneuogexaa,
WHBEHTapb Ans ybopksn w T.N. [OMKHO ObITb npegHasHavyeHO ToOMbko Ansa paboTel C
NPON3BOACTBEHHLIMU LUTAMMaMMU.

13.8. PaboTy ¢ NpoM3BOACTBEHHbLIMW LWITaMMaMuM U cybcTpaTamu, MCNOMb3yeMbIMU ONst UX
HakonneHus, NpoBoasT B cooTBeTcTBMM ¢ COI.

13.9. lMopsagok paboTbl C MNPOM3BOACTBEHHbIMW LUITaMMaMu B MpoOLEcCe M3roTOBMNEHUS



npenapaTa QOSKeH OblTb OTpaXXeH B COOTBETCTBYOLWNX pasgenax Prl.
XIV. TpeGoBaHus K Cbipblo, MaTepuanam, peakTuBam

14.1. Ha kaxabl BUO UCXOOHOrNO Chipbs, MaTepuarioB U peakTMBOB (fanee - maTepuanos)
opraHusaums, Bbinyckawowaa MWBI, pomkHa uvMeTb HopmaTtuBHble AOKyMeHTbl (HO) w
paspaboTaHHyl0 Ha ee ocHoBe cneundukaumio. OpraHm3aunss MOXeT BKNOYaTb AONOMNHUTENbHbIE
TpeboBaHnss B cneumdukauumio, corrmacoBaB ux ¢ nocrtaBwukoM. OpraHmsauums B cny4vae
HeoHXOAMMOCTN MOXET OCYLLECTBMASATL UHCNEKTUPOBAHNE OpraHn3aLMi-nocTaBLLMKOB.

14.2. OpraHuszaums [OfPKHA WMeTb MepedeHb MaTepuanos, noanexawmx BXOOHOMY
KOHTPOIIO, C YKa3aHWEM KOHTPONUpyeMbIX nokasaTenen.

14.3. TlonyyeHuve kKaxgow cepuum MaTepuanoB peructpupytoT. [lpu 3TOM NpoBeEpPSIOT
coBrnageHve cBefeHUn B OnaHke 3akasa, B HakMNagHoW, Ha 9TUKETKax MocTaBlUMKa W B
CONPOBOAMTENbHbIX AOKYMEHTaX, LeNOCTHOCTb YNakoBKN N 3TUKETOK, OTCYTCTBUE 3arpA3HeHn Ha
yrnakoBKe, Hannume AOKYMEHTOB, YOOCTOBEPSIOLWMX KavyeCcTBO NOMydYeHHbIX MaTtepuanos (nacnopr,
ceptudoumkar).

14.4. OpraHuzauma pgomkHa wumetb COINl no obpaweHno c  matepuanamm,
npegycmaTpyBaroLLnin NopsaaoK UX 3akasa, npuemMa, XpaHeHus, B3sTUA oBpasuoB ANS KOHTPOIs,
NMopsgoK KOHTPONS, Bbi4a4yn U TPAaHCNOPTMPOBaHUS B NPOM3BOACTBEHHbIE NOApa3aeneHus.

MonydeHHble MaTepuanbl OOMKHbI OblTb CHAbGXEeHbl 3TUKETKOW, COAepXKallen creayloLyto
NHcpopmaLmio:

- HasBaHWe NpoayKTa, ycrnoBHoe 0603HayYeHne u/vnm kog;

- HOMep cepuy;

- CPOK ro4HOCTM WUInK AaTy, nocne KoTopoun TpebyeTcs 4ONONHUTENbHAsA NPOBEPKA KayecTBa.

14.5. Kaxxgas cepus nonyyeHHbIX MaTtepuanoB noasepraetcs BxogHoMy koHTponio B OBTK
opraHusauum B cootBeTcTBMM ¢ COll n mMoxeT BbiTb MCNONb30BaHa TOMbKO MNoOcne paspeLleHns
OBTK. Pe3ynbTaTbl KOHTPOMS perncTpupytoT.

14.6. OTO60p Npo6 Anst BXOOHOIO KOHTPOMS [OOIDKEH MPOBOAUTBCS B MapKUPOBaHHbIE
KOHTENHepbl B crneumansHO 00opyaoBaHHOM MOMeLLeHMM C CoBnioaeHMEM  OEeNCTBYIOLLUNX
CaHUTapPHO-TUTMEHNYECKUX HOPM, MpaBuUi TEeXHUKM 6e30nacHOCTU W YCNOBUKW, WCKMYaKLWmX
3arpsiaHeHne cbipbs 1 obecnevmBaroLmnx 6e3onacHoCcTbL paboTaroLLlero nepcoHana.

14.7. MaTepuanbl XpaHAT B crneumanbHbIX MOMELLEHUAX, WU30NIMPOBAHHbLIX OT OCHOBHOIO
npoun3BoACTBa, C cobnogeHMeM YCrnoBuin, oBecneynBaroLlLMX WX COXPAHHOCTb B Te4vyeHue
pernaMmeHTUPOBaHHbLIX CPOKOB XPaHEHWs M NpefdoTBpallaloluX UX CMeLuMBaHWe U 3arpssHeHue.
[na npegoTBpalleHNs CMELUMBaHUA W 3arpsi3HEHUS Cbipbs  MpegycMaTpuBaloT  OTAelNbHble
NoMeLLLeHNs UK y4acTKu Npuema, XpaHeHus 1 Bblaauu.

Mpun xpaHeHUM MaTepurarnos K HUM obecneunsaloT yaobHbIN JOCTYN.

14.8. Matepuanbl [OMKHbI UMETb CheuuasnibHyl0 MapkupoBky. CriegyeT Mcnonb3oBaTtb
LUBETHbIE 3TUKETKM B Mpouecce NPOXOXOEHWUS pasfuyHbIX CTaauMn KOHTPOMS M B 3aBUCUMOCTU OT
€ero pesynbTaToB: Matepuarnbl HaxoOATCA Ha KapaHTUHE - XenTbl UBeT, B3ATbl HA KOHTPOSb -
Genbin LUBeT (MoMeYyaeTcs Kaxaas EMKOCTb, U3 KOTOPOW B35iTbl 06pasLbl Ha KOHTPOIb), paspeLleHo
K MCMONb30BaHMIO - 3eS1eHbIN LUBET, 3a0pakoBaHoO - KpacHbIN LIBET.

MaTtepuanbl, npowefwme BXOOAHOW KOHTPOSib U paspelleHHble K MUCMOMb30BaHWIo, XpaHAT
OTOENbHO OT MaTepuaroB, KOTOpble HaxXOOATCA Ha KapaHTMHe wunu Obinu 3abpakoBaHbl Mpu
KOHTpore.

14.9. 3abpakoBaHHble MaTepuanbl COOTBETCTBYOLUM 06pa3oM MapKUpyOT 1 N30NUPYIOT ANS
npegoTBpalleHnsl MX CryvyarHoro nonagaHus B TexHomorumdeckun npouecc. [dormkHo 6biTb
OOKYMEHTUpOBaHHOE NOATBEpPXAeHUe Toro, 4YTo 3abpakoBaHHble Matepuarnbl He UCMOMb30Banuch
B TEXHOMOrM4YeckoMm npouecce.

14.10. OT Kaxgon cepuy MaTepuarnos, paspeLleHHON K UCMOoMb30BaHUO B MPOU3BOACTBE U
BXOAALWMX B COCTaB Mpenaparta, OCTaBnsaAwT obpasubl B KONUYecTBe, [AOCTAaTOMHOM Ans
npoBeAeHMst MOBTOPHOrO KOHTpons. [ONUTeNnbHOCTb XpaHeHWsa Takux obpasLoB onpefensioT C
y4yeTOM pernameHTUPOBaHHbIX CPOKOB MX rogHocTu. CpokM XpaHeHus  ykasblBalT B



cootBeTcTBytoweM COIN. Obpasubl xpaHaT B my3ee OBTK.

14.11. Bblgayy 1 6anaHc matepuanoB peructpupytot. MIx goctaeky K Npou3BOACTBEHHOMY
y4acTKy OCYLLECTBNSAT B YCroBUsX, obecneynBalolnx coxpaHeHue CBOWCTB U B HEOOXOAMMbIX
cny4yasax 6e3onacHOCTb Ans OKpyXatowen cpedbl U nepcoHana.

14.12. Bce KOMMOHEHTHI, BXoAswWmMe B coctaB HecTepuribHbiX MUBIT, perynapHo nogsepratoT
npoBepKe Ha MUKPOBHYI0 KOHTaMUHALUIO.

Bce koMnoHeHThI, BXxoAsdLme B coctaB cTepurnbHbix MUBI, perynapHo nogsepratoT npoBepke
Ha CTEPUNbHOCTb MMM MUKPOOHYIO KOHTaMUHAUMIO U MpuM HEOBXOAMMOCTUM - Ha MUPOreHHOCTb.
JonycTMMoe KonmMyecTBO MUKPOOPraHM3MOB YKasblBalOT B CTaHAapTax OpraHusauun Ha Kaxabli
BMA cbipb4. [Mpn HEOO6XOOUMOCTU NPOBOAAT ONpPeaeneHne cogepXaHus MeXaHUYeCKMX BKITHOYEHUIA
B MCXOLHOM CbIpbe.

14.13. Ocobble TpeboBaHus cobniogatoT ana MaTtepuanoB BHyTPEHHEN yNaKkoBKU npenapaToB
(amnynel, doriakoHbl, 6aHkK, NPobkn 1 ap.). X n3rotaBnuBatoT U3 MaTepuanos, pa3peLleHHbIX AN
NCMNOMb30BaHNS] B MELVLMHCKMX Lensx W He BMSIOWMX Ha KavyeCTBEHHble MokasaTenn wu
CTabunbHOCTb MOMELUEHHLIX B HMX MpenapatoB. Martepuanbl BHYTPEHHEN  YMaKOBKM,
ncrnonbsyemble B npoussoactse MUBI, 0OMKHbI:

- obecneunBaTb repMeTUYHYK 3alWUTy npenapaToB OT BO3MOXHOW KOHTaMUHaLMM,
BO3EeNCTBUIA HEBNAronpuaTHbIX YCNOBUIA BHELLHEN Cpeabl U MEXaHNYECKUX BO3AENCTBUMN;

- obecneunBaTb nNpM HeoOBXOAMMOCTU MOCTOSHCTBO CO34aBaeMblX YCMNOBUN (BaKyyM,
WHEPTHLIN ras);

- BbITb 4OCTATOYHO NPO3paYvHbIM AN BU3yanbHOM OLEeHKN (PM3NYeCcknx CBOWCTB Npenaparos;

- B6bITb YAOOHEIMM NPV NPUMEHEHUN NPENAPaTOB U 3CTETUYHLIMU MO BHELLHEMY BUAY.

14.14. TemnepaTypy B MNOMELLEHUAX [ANS XpaHeHWs MaTepuarnoB nogaepxusaloT B
pernaMmeHTUpPOBaHHbIX Npedenax u NOCTOSAHHO PErMCTPUPYIOT Ha 3anMCbiBaloLLUX YCTPOMUCTBAX Unn
KOHTPOMNMPYOT TEPMOMETPaAMM, YCTAHOBIMEHHbIMM HA pPa3HbiX YPOBHSIX M B pPasHbIX Yy4yacTKax
NnoMeLLeHus.

XV. TpeboBaHUsA K TeXHONIOrM4ECKOMY npoueccy

15.1. Ona obecneyeHunsa sbinycka MWBIT, cooTBeTCTBYOLWNX TPebGOBaHUAM HOPMAaTMBHbLIX
AOKYMEHTOB, TEXHOJTIOrMYECKUA MNPOLECC OCYLLUECTBMAAIOT B COOTBETCTBUM C [OEWCTBYHOLLMM
perrnameHTOM NPoOn3BOACTBA.

15.2. JTiobble n3MeHeHWs1 B TEXHOMOrMYECKOM MpoLLecce BHOCAT B pernameHT U yTBepXKaakoT B
YCTaHOBMEHHOM MOpPSAKE.

15.2.1. [pon3BOACTBEHHLIE LUTAMMbI MUKPOOPraHN3MOB, MaTOYHbIE MOCEBHbIE CEPUN 1 BaHKK
KNeToYHbIX KynbTyp, ucnonb3yembix B npoussoactee MWBII, xpaHAT B M30MMPOBaHHbLIX
nomeLleHmsix. [loctyn B NoMeLleHuUs, rae OHWU XPaHATCH, paspellaeTcs TOMbKO onpeneneHHoMy
nepcoHany.

15.2.2. [na cnopoobpasywmx MUKPOOPraHM3mMoB BbIAENSAT CTPOro npeaHasHadeHHble
nomMeLleHnst u obopyaoBaHue.

15.2.3. He ponyckaeTcs 0AHOMOMEHTHOE NpoBeAEeHNE B NPOU3BOACTBEHHBIX NpoLeccax ABYX
pasnUYHbLIX BUOOB CMOPOBbLIX MUKPOOPraHNM3MOB.

15.2.4. [Ina npon3sBoAcTBa roMOSIOMMYHbIX CbIBOPOTOUHbIX NpenapaToB BblAENAT OTAeNbHOe
nomMeLleHne n obopynoBaHue.

15.2.5. Bce emkocTu, ncnonb3yemble B TEXHONOMMYECKOM npouecce, AOMKHbI OblTb YETKO
NPOMapKUPOBaHbI.

15.2.6. Tpn npomnssoactee cTepunbHblx MWBIT co3gaoT 30HBI € MONOXUTESNbHbLIM
AaBneHnemMm. Ha yyacTtkax, rge ucnonb3ytoT naToreHHble MUKpoopraHusmbl, Tpebyetca cosgaHue
30H oTpuuaTenbHOro AaeneHus. Bosgyx nomelleHwn, roe npoBoasT paboTy € naToreHHbIM
MaTepuanom, He OOMMKEH PELMPKYNNPOBaTb.

15.2.7. TllomelweHns, npedHasHa4YeHHble AN MCMNONb30BaHWs CyOCTaHUWUA  KMBOTHOIO
NMPOUCXOXOEHNA N MUKPOOPraHM3MOB, HE WMEIOLLIME HEMNOCPEACTBEHHOM CBSI3W C OCHOBHbIM
NPOM3BOACTBEHHbIM MPOLIECCOM, OOMKHbI ObITb WU30MNPOBaHbI MU UMETb ABTOHOMHYHD CUCTEMY



BEHTUNALUMM U OTAENbHbIA NepcoHarn.

15.2.8. lNpurotoeneHne OydepHbIX pacTBOPOB, NUTATEMbHLIX CPeA U T.M. OCYLLECTBNAT B
crneuunanbHbIX MOMELLEHUSAX, HE NMeIoLWNX HENOCPeACTBEHHOMO OTHOLLEHUS K NPOU3BOACTBEHHOMY
npoueccy.

15.3. Bce onepauum TexXHOMOrMYecKOro nmnpouecca BbINOMHAET W KOHTponupyeT
KBanuuMLUMpoOBaHHbIA MEepcoHan C MCMoNb30BaHMEM MpPeayCMOTPEHHOro o6opyaoBaHusa u
nNpubopoB B creLunanbHO NpegHasHavYeHHbIX AN aTUX Lenen noMelleHusx. Ha kaxayto onepauuio
paspabartbiator COIll, BbLINONHEHWE KaXXOOW oOnepauuMm perucTpupyroT B NPOTOKOMax
MPOM3BOACTBA CEPUM U >XypHanax, Kyda 3aHOCAT Takke nwobble OTKMIOHEHWst B npouecce
BbINOMHEHUS TEXHOIOMMYECKOW cTaamm unu onepauun. O60 BCex OTKNOHEHUSX B TEXHONOMMYECKOM
npoLiecce AoKnaabiBaloT CTapLlemMy no CMEHE U PYKOBOAUTENIO OTAENeHus.

15.4. [Jo Ha4ana nobon onepaumm TEXHONOrMYECcKoro npolecca Heobxoammo ybeauTbca B
ToM, 4TO paboyasd 30Ha, TexHonorndeckoe oO0OpydOBaHME U  KOHTPOMbHO-U3MEPUTENbHbIE
npnbopbl MNOArOTOBMEHbI B COOTBETCTBMM C YCTaHOBMNEHHbIMW Tpebosanuamn (PI1, COIl,
WHCTPYKUUM N0  akcnnyaTauuu). Heobxogmmo  ybeaouTtbecs, 4TO  Chipbe, Martepuansl,
BCOMOraTefibHble M YNakOBOYHble MaTepuanbl MNPOWN  COOTBETCTBYIOLWMA KOHTPOMb W
paspeweHbl OBTK Kk ncnonb3oBaHuio.

15.5. lpn npoBeageHun TexHonorundeckoro npouecca npomssoactesa MUBIT obecneumBatoT
cneaywoulime ycrioBus:

15.5.1. MMOTOYHOCTL TEXHOMOMMYECKOro NpoLecca, UCKMoYatLLyo BO3MOXHOCTb NepekpecTa
NMPOMEXYTOUHbLIX NPOAYKTOB U nonydgabprkaToB, NOnyYyaemblX Ha pa3HbiX CTagusx NpOU3BOACTBA.
Ocoboe BHMMaHMe obpallatoT Ha AaHHble TpeboBaHUSA Npu NPOM3BOACTBE NpenapaToB, B OCHOBE
N3roTOBMEHUSA KOTOPbIX MNPeayCMOTPEHO WCMOMb30BaHWE NaTOreHHbIX LITAMMOB WM TOKCUHOB.
BaxHenwmm TpeboBaHMeM Takoro npowvsBoAcTBa AOMKHO ObiTb MOMHOE pasfgeneHue yyacTKoB,
raoe npoBogAT paboTy € naTtoreHHbiMW LiTaMMaMu, TOKCMHaMW, OT Y4acTKOB MpPOU3BOACTBA
WMHaKTUBMPOBAHHOrO nonydgabprkara unm rotoBoro npenapara.

15.5.2. WcknioveHne BO3MOXHOCTW KOHTaMMHaUMKM Mpenapata Ha BCex JaTanax ero
NPOM3BOACTBA AOMKHO OblTb OCYLLECTBNEHO CMeaYoLWLUMN Mepamu:

- MCNONb30BaHMEM MPON3BOACTBEHHbIX NOMELLEHUA HEOOXOAMMOrO Kracca YMCTOThl, KOTOpoe
MOXeT ObITb [OOCTUrHYTO nNyTeM uU30nsauMM  "4UCTbIX" MOMELLEHUN OT BCMOMOraTenbHbIX
cobniogeHMeM CaHUTapHOrO COCTOSIHUA MNPOU3BOACTBEHHBLIX MOMELLEeHUn, obecnevyeHnem ux
CTEPUNbHLIM BO30YXOM, KOHTPOSMIEM YMCTOTbl BO3dyXa W pPacrnofoXeHHOro B MOMELLEHMAX
0bopynoBaHusl, CaHUTAPHOrO COCTOSAHMSA paboynx MecT;

- MakcumarnbHbIM  pasgeneHneM MOTOKOB  OBWXKEHWS MepcoHana, MaTtepuanoB MU
nonycabpukaTos;

- Banugauuen npoueccos, NPU KOTOPbIX BO3MOXHa ONacHOCTb KOHTaMUHaLMK;

- 0OCTYNOM B MPOM3BOACTBEHHbIE MOMELLEHUS TOMbKO paboTarlero Ha AaHHbIX ydYacTkax
nepcoHana;

- pasHbIM LBETOM (pa3HOM MapKMpOBKOW) OAexAbl MepcoHana, paboTallero Ha pasHbIX
yyacTKax;

- obecneyeHnem 6e3onacHoCTM U 0Ge3aBapUAHOCTM paboTbl BCEro TEXHOSIOrMYecKoro
obopynosaHus;

- CBOEBPEMEHHOW NHaKTUBauUuen 1 yTunusaumen oTxoqos;

- MexaHu3auuen u aBToOMaTu3auMen TEXHONMOrMYeckoro npouecca M UCNONb30BaHUEM
"3aKpbITbIX cUCTEM" NPON3BOACTBA;

- ucnonb3oBaHneM obopyaoBaHus Ang paboTbl ¢ OAHMM KOHKPETHBIM BUAOM NPOaYKLUN.

JonyckaeTca UMKMMYHOCTb WCMOMb30BaHUS obopygoBaHMs OnA  nocrnegoBaTenbHOro
MPOM3BOACTBA HECKONbKMX MpenapaTtoB MpuU  WUCKMOYEHWM BO3MOXHOCTU  MEepeKpecTHON
KOHTaMWHAaLMK1, YTO JOJMKHO ObiTb NOATBEPXKOEHO MPOTOKONIOM COOTBETCTBYIOLLEN NMPOBEPKU.

15.5.3. BHeceHMe B3BELUEHHOrO M/UNM OTMEPEHHOINO Chipbs (peakTUBoB, nonydgabdpukaTa) Ha
aTanax MNpPOM3BOACTBA MPWU MONyYEHUM KaxOonW cepwun npenapata AOIPKHO OCYLEeCTBNATHCS
YMOSTHOMOYEHHbBIM MepcoHanom uexa B cootBetcTBum ¢ COlN. BTy paboTy JOmkeH nNpoBoauTb
OQVH COTPYOHUK NOA KOHTPOSeM Apyroro.



15.5.4. Cpokm U ycrnoBuss XxpaHeHusi nonydabpukaToB [OOMKHbI COOTBETCTBOBATb
TpeboBaHUsIM pernameHTa.

15.5.5. KayecTBo npogykta Ha OTAenbHbIX 3Tanax TEeXHOMOrM4eckoro npouecca AOMKHO
KOHTpOnupoBaTbCA B MNOMHOM ob6beMe, NpPeayCMOTPEHHOM HOPMAaTUBHLIMU AOKYMEHTaMW.
Pe3ynbTaTbl KOHTPONSA AOMKHbLI PEFMCTPUPOBATLCS B MPOTOKONAaX NPOM3BOACTBa CEPUN.

15.5.6. 3abpakoBaHHble nonydabpvkatel M TrOTOBble MpenapaTtbl AOMKHbI  ObITh
3aperucTpupoBaHbl, NMPOMapKMpoBaHbl U WU30NMPOBaHbl OT MPUrodHbIX Ans MNpPOM3BOACTBa B
cootBeTcTBUM ¢ COl. OHM JOMKHBI XPaHUTBLCH B YCMOBUSAX, UCKMIOYAIOLWMX UX UCMOMb30BaHNE B
NMPOM3BOACTBEHHOM MpoUecce BMMOTb [0 MNPUHATUS pPEeLIeHUS O BO3MOXHOCTU YTUM3auun
3abpakoBaHHOWM MPOOYKUUN.

15.5.7. YHuuTOXEHMe  3abpakoBaHHOW  MNPOAYKUMM  OCYLLUECTBNSAET  creuuanbHo
OpraHvM3oBaHHas KOMUCCUS, KOTopasi COCTaBMsET akT 06 YHNUUTOXEHMN NPOAYKLMU.

15.5.8. lMpoaykuus, noanexaiias pasnuey unu dacoBke (TabneTkn, cBeuM 1 Ap.), AOJPKHA
XPaHUTbCS B HAAMEXaLlUMX YCrioBusix, 06ecneymBaroLmnx CoxpaHeHe ee CBOMCTB.

15.5.9. Ha kaxxgom aTane TEXHOMOrMYECKOro npouecca HeobXoanMo perncTpupoBatb 00beM
BbIX04a NpPoayKUMn 1 COMOCTaBMATb €ro C perfnaMeHTUpoBaHHbLIM BbIXOAOM. B criyyae BbisiBNeHus
CYLLIECTBEHHbIX pasnuyuin HeobXoOUMO MNPUOCTAHOBUTbL BbIMYCK MPOAYKUMW WUNU  OanbHEnLyo
oTpaboTky nonycabpukarta 0O BbISBIEHUSA NPUYMH TAKOTO HECOOTBETCTBUSI U UX YCTPAHEHUS.

15.6. C uenblo NpeaoTBpaLlleHnst BbiNycka roTOBOro Npoaykta, He cootBeTcTBytowero OCr1,
NpoBOASAT MOCTaAMWHBIA KOHTPOMb Mpouecca Mpou3BOACTBA, KOTOPbIA OCyLlecTBMAseTcA B
COOTBETCTBUM C pernameHTom npoussoactsa n COll coTpygHMkamu NpOM3BOACTBEHHOIO yyacTka
(noctosiHHO) u/munn OBTK.

15.6.1. B xoge noctaguiHoro koHTponsa OBTK npoBepsieT:

- BbINOMHEHWE pernameHTMPOBaHHbIX TEXHOMOTMYecKUx onepaumi K  cobniogeHve
TEXHOMNOMMYECKNX PEXMMOB PaboTh;

- cobngeHMe pexumMoB U CPOKOB XpaHEHUs! Chbipbsi, MaTepuanoB, pPeakTMBOB,
nonycabpukaTos;

- MPaBWMbHOCTb U YETKOCTb MapKMpOBKM nonydabpukaTtoB M MCMONb3yeMblX MaTepuanos
(peakTnBoB);

- CaHNTapHOE COCTOSIHMNE LIEXOB, pabounx MecT n obopyLoBaHus.

15.6.2. Pe3ynbTaTbhl NOCTaAMAHOIO KOHTPONSA OTPaXaloT B NMPOTOKOSEe NPOU3BOACTBA CEPUN.
Mpn oBHapy>KeHUM OTKNOHEHMIN OT PEXUMOB U HOPM TEXHOMOrMYECKOro npouecca OOMKHbI BbIThb
NpuHATHI Mepbl B cooTBeTcTBMM ¢ COIll. Bce OTKMOHEHUA PEerucTpupytoT B COOTBETCTBYHOLLMNX
NPOTOKOMaXx U O HUX CBOEBPEMEHHO MHOPMUPYIOT PYKOBOAUTENS OpraHn3aumu.

15.6.3. B cnyyae obHapyxeHus HapyweHu cotpyaHuk OBTK B kHure npegnoxeHun OBTK
yKa3blBaeT CPOKW UX YCTPaHEHUS.

15.6.4. C uenbto obecrneyeHns cTabunbHOCTM TEXHONOMMYECKOro npouecca pekoMeHayeTcs
npy MPOU3BOACTBEHHbLIX OrMepauusx UCMNofb30BaTb ANA aHanmM3a KOMMbIOTEPHbIE MPOrpaMmmbl U
cTaTucTuyeckne MeTofbl, NO3BONSAKOLINE CBOEBPEMEHHO BbISBMAATb OTKIMOHEHUS OT HOpPMarbHOro
Xofa TeXHONorM4yecKoro npolecca, yctaHaBnmBaTb NPUYUHbBI €r0 HapyLUeHus!.

15.6.5. [oToBbLIV NpenapaT (cepus) nepearoT Ha KoHTporb B OBTK nocrne okoH4aHus Bcex
BMOOB KOHTpons, npegycMmoTtpeHHoro ®CIl1, NonHOCTbI NMPOMapKMPOBaHHbLIA M YNaKoBaHHbIA BO
BHELLHIO YynakoBky. Bblemky npenapata Ha koHTponb B OBTK, topuanyeckux obpasuos,
obpasuoB, npegHasHa4veHHbIXx ans otnpaekn B HOK, ocywectenser OBTK ¢ peructpauven B
crneunansHOM XypHane.

15.7. TpeboBaHMs K MapKNPOBKE N YyNaKOBKe:

15.7.1. B opraHmsaumm [JomkHbl ObITb WMHCTPYKUMW, OTpakarowue npaBuna MNpUEMKU U
naeHTudrKauum ynakoBoYHbIX 1 MapKUPOBOYHbBIX MaTepuanos, NpoBepku paboTbl 0bopynoBaHus,
nopsigok paboTkl Npy YNakoBKe M MapKNPOBKE, U OpraHmnsaumm paboyunx MecT.

15.7.2. TOTOBBLIN NPOAYKT OOMMKEH MMETb YEeTKY0 MapkMpoBky. Coaep)kaHMe MapKMpOBKU U
odhopMneHve Haanmcen JoMmKHbl COOTBETCTBOBATbL TpeboBaHMAM, YCTaHOBEHHbIM AeNCTBYOLLEN
HOPMAaTUBHOWM JOKYMEHTaLMen Ha KOHKPETHbIE BMAbI MpenapaTos.

15.7.3. WN3roToBneHne u BXOOHOW KOHTPOSib 3TUKETOK M OPYrnx neyaTHbIX MatepuanosB



OpPraHu3ylT Takum obpasoMm, 4TOoObl u3bexaTb BO3MOXHOCTM WX CMeWMBaHua  W/unu
nepenyTbiBaHWUS.

15.7.4. 3TuKeTKW, Apyrve nevyaTHble MaTepuarbl U Knuwe N8 MapKUpPOBKN N MapKUPOBaHHbIE
BHELLUHME YMNaKoBKW XPaHAT B ofevaTaHHbIX KOHTeMHepax B 3aKpblTOM MOA 3aMKOM MOMELLEHUN.
OTUKETKU 1 ApYyrMe MapkupoBOYHble MaTepuarnbl, NpegHasHavYeHHble AN KaXaoro HauMeHoBaHMWS
npenapata, XpaHaT oTaenbHO. VX nepegaya Ha NMpOM3BOACTBO MOXET ObiTb paspelleHa TOSbKo
NPy HaNMYUKU CooTBETCTBYIOLLEro NMCbMeHHOro pacnopsikerHus OBTK.

15.7.6. TpaHcnopTMpoBaHME 3TUKETOK M3 MOMELLUEHU ONA XpaHEHUs K NIMHUKU MapKMpOBKN Y
YMaKOBK/M OPraHM3yloT Tak, YTOObl rapaHTMpoOBaTb HEBO3MOXHOCTb UX CMELLUMBAHWS UMW 3aMEHbI
aTUKEeTKaMK, NpegHasHavYeHHbIMU AN MapkupoBku apyrnx MUBTT.

15.7.6. Hencnonb3oBaHHble MNX Bbllledline U3 ynoTpebrneHus 9TUKETKU, MapKUpOBaHHbIE
ynakoBoYHble MaTepuwanbl nognexat Bo3BpaweHuio B OBTK gna  yHuutoXeHus, 4To
AOKyMeHTansHo odopMnstoT B cootBeTcTBUM ¢ COI.

XVI. TpeboBaHUA K KNUHUKE IKCMEePUMEHTaNbHbIX XKMBOTHbLIX (BUBapuUIo)

16.1. BuBapun pasmelialoT B OTAESNIbHOM W30SIMPOBAHHOM OT APYrMX MPOU3BOACTBEHHbIX
nomMeLleHnn 3gaHnn, UMeoLLEM aBTOHOMHbIE CUCTEMbI BEHTUNALINN.

16.2. lNMomelleHns ana coaep’kaHus XXMBOTHbIX JOMKHbI BKAOYATh M30NMPOBaHHbIE KOMHATbI
ANs1 KApaHTMHA BHOBb NOCTYMNUBLLMX XXUBOTHbIX.

16.3. Buapuin pomxkeH ObiTb obecneyeH KBanMPUUMPOBAHHBIMKM Kagpamu, BKo4as
BETEPUHAPHOro Bpaya U TEXHUYECKUI NepcoHarn.

16.4. CaHMTapHO-TUTMEHMYECKOE  COCTOSIHAE  BMBapUS  AO/PKHO  COOTBETCTBOBATb
TpeboBaHNAM K YCITOBUSIM COAEPKaHNS PasfMYHbIX FPYMM XUBOTHbIX.

16.5. lna paboTbl C MUKPOOPraHM3MamMm pasfnyHbIX rPynn NaTtoreHHOCTU Co34atoT YCroBuS,
cooTBeTcTBYlOWMe TpeboBaHmam Cl1 no paboTte ¢ Bo3dygutenamm 1, 2, 3 n 4 rpynn naToreHHOCTH.

16.6. BuBapun obecneunBaloT 6OKCOBbIMM NoOMeLLeHUsAMU Ans paboT, Tpebyolwmx ocobbix
YCHOBUN.

16.7. B nomelleHusix, roe npoBoaatr paboTy C MHEKUMOHHBIM MaTepuanom, Heobxoaumo
UMEeTb OE3NHMUUMPYIOWNA pacTBOP C yKaszaHMEM CPOKa ero M3roTOBIIEHUS U OKOHYaHMS Cpoka
roOAHOCTH.

16.8. Ha kaxgown kneTke C XXMBOTHbIMWU MPUKPENNAIOT 3TUKETKY C yKazaHMeM HOMepa KIeTKu,
Ha3BaHWA OMblTa, AaTbl Hayana W OKOHYaHMs, OaTbl 3apaxeHusi, ¢.M.0. OTBETCTBEHHOrO
COTPYOHUKA, YEM M KOraa 3apakeHbl XXMBOTHbIE.

16.9. B BuBapun OOMKHbI ObITh:

- NOMeLLEHNE AN KOPMOKYXHW;

- 0e3NHMEKLUNOHHO-MOEYHOE OTAENEHME;

- NMOMELLEHNE ONsS XPaHEHUS CYXNX KOPMOB;

- NMOMELLiEHME aNns YMCTOro 3anacHoro MHBEHTaps, KNeTok, NosioK 1 ap.

16.10. BuBapum 060pyayoT XOnogusbHbIMU KaMepamu A11s1 XpaHeHUs TPYMNOB XMBOTHbIX.

16.11. BuBapum obecneumBatoT crneumanbHbiM 0bopyaoBaHMeEM Ans Ae3UHMEKUUN KIETOK U
YCIOBUAMW AN YTUIN3aLUM OTXOO0B U TPYMOB XXMUBOTHbIX.

16.12. Ha Bce maHunynsaumnm, npoBoguMble B BUBApUK, JOIMKHbI ObiTe COIT.

16.13. BuBapun JOMmKHbI UMETbL JOKYMEHTbI, cogepxaliune nHgpopmaumio:

- UCTOYHUKM NOSTYYEHUS XXUBOTHbBIX, ATy NOMyYeHUs], KONMYECTBO, BeC (BO3pacT), Nos, nopoaa
(NuHMg);

- BETepuUHapHOEe CBUAETENBbCTBO Ha KaXKayto NapTUIO XXUBOTHBbIX;

- UICTOYHMKM NOSTYY4EHUSA KOPMOB, CPOKM, KONUYECTBO;

- NepeyvYeHb M KOSIMYECTBO XMBOTHbIX, HaXOOSLWMXCS B BMBapuu, U3 HUX Ha KapaHTuMHE, B
onbiTe, 3apa)XeHHbIX YEM U B KAKUX NMOMELLEHUSIX.

XVII. TpeboBaHMA kK NPOBeAEHNI0 BHYTPEHHEN UHCTIEKLMU



17.1. Bo Bcex opraHusaumsx, npomssogawmnx MUBIT, npoBoaaT BHYTPEHHIOK MHCMNEKLMIO,
Lenbi0 KOTOPOM SBNSAETCHA OLEeHKa NPOu3BOAUTENEM COOTBETCTBUS YCMOBUA MPOM3BOACTBA U
KoHTponsa MUBI nonoxeHuam HacToswero AokymeHTa, PN Ha Kaxabl npoMsBoAnMbIN npenapar.

Hymepauus MyYHKmMoe npueoaumc,q 8 coomeemcmeuu ¢ UCMOYHUKOM

17.3. lporpamma W nnaH MpoBeAEHNA BHYTPEHHEW WHCNEKUUM COCTaBMsloT C Yy4eToM
Hanbornee OTBETCTBEHHbIX U Hauboree ysA3BUMbIX Y4YaCTKOB MPOW3BOACTBEHHOrO Mpouecca U
BKITHOYAOT BCE NogpasfaeneHns opraHnsaumu.

17.4. B opraHusaumm cOCTaBNAT W YTBEPXOAlT UHCTPYKLUMU MO NPOBEAEHUIO BHYTPEHHEN
WHCMEKUMN, KOTOpble AOMKHbI BKIIOYaTL cneaytoLlee:

- nepcoHan u ero oby4yeHue;

- MOMELLEHNS U NX COOTBETCTBME YCTAHOBIEHHbBIM KIlaccaM YNCTOThI;

- COCTOSIHUE MPOU3BOACTBEHHbIX MOMELLEHNA U 060pyaOBaHUS;

- YCMNOBUS XpaHEHUS Cbipbs, MaTepuanos, peakTUBOB, FOTOBbIX MpenapaToB, HPUONYECKUX
obpasLos;

- OKYMEHTauuo;

- CaHUTapHO-TUrMeHnYeckne ycrioBusi Npou3BOACTBa;

- NnoBepky obopyaoBaHus;

- MporpamMmy npoBefeHnsi Banugaumm obopynosaHus n npnubopos;

- MOPSAO0K PACCMOTPEHUST peknaMmaLmi;

- pesynbTaTbl NpoBeAeHUs NPeablayLUNX BHYTPEHHUX UHCNEKUMI U NPUHATBIE Mepbl.

*(1) CanuTtapHo-rurneHudeckne TpeboBaHMs K "4UCTbIM" MOMELLUEHUAM W AerieHne ux Ha
Knaccbl YNCTOThbI - cM. pa3gen 6.10.8.

*(2) KannbpoBka cpefCcTB M3MEPEHUS MOXET ObITb NPUHATa TOMbLKO B TOM Criyvyae, ecnv ans
OaHHOro CpeacTBa U3MepeHUsa OTCYTCTBYET rocyaapCTBEHHas MeTporormyeckas noBepka.

*(3) B paHHOM JOKYMeHTe He paccMaTpuBaloTCa MexXayHapoaHble CTaHAapTHble 06pasLbl.



