3apeructpupoaHo B MuHiocte Poccum 10 ceHTabpst 2013 r. N 29938

MWHUCTEPCTBO NPOMbILUNEHHOCTU U TOPITOBJIM POCCUACKOW ®EQEPALIUA

NMPUKA3
oT 14 ioHa 2013 r. N 916

OB YTBEPXXOEHUM NPABUN
OPIrAHU3ALUN NPOU3BOAOCTBA U KOHTPONA KAYECTBA
JIEKAPCTBEHHbIX CPECTB

B cootBetctBMM C 4YacTbio 1 ctatbn 45 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-&3 "O6
obpalleHnn nekapctBeHHbIx cpeacTB" (CobpaHune 3akoHopaTtenbcTBa Poccuickon ®epepaumm, 2010, N 16, cT.
1815, N 26, cTt. 3446) u nognyHktoM 5.2.18.31 nyHkTa 5 lNonoxeHns o MuHUCTEPCTBE MPOMbILLSIEHHOCTU U
Toproenn Poccurckon ®epepaunn, yTBepKAEHHOro noctaHosneHnem NpasutensctBa Poccunckon ®egepaunmm ot
5 noHs 2008 r. N 438 (CobpaHue 3akoHogaTensctBa Poccuiickon ®epepaumm, 2008, N 42, ct. 4825; 2009, N 3,
cT. 378, N 6, c1. 738, N 11, c1. 1316, N 25, c1. 3065, N 26, ct. 3197, N 33, cT1. 4088; 2010, N 6, cT. 649, N 9, cT.
960, N 26, c1. 3350, N 31, cT. 4251, N 35, cT1. 4574, N 45, cT. 5854; 2011, N 43, cT. 6079, N 46, cT. 6523, N 47, cT.
6653, 6662; 2012, N 1, cT. 192, N 43, cT1. 5874, 5886; 2013, N 5, c1. 392), npuKasbiBato:

1. Y1Bepantb npunaraemble lNpaBuna opraHvMsaumm npomM3BOACTBA M KOHTPONSA KayecTBa NeKapCTBEHHbIX
cpeacTs.

2. KoHTponb 3a NCcnonHeHMeM HaCTOSLLIEro NpMKasa ocTaBnso 3a cobow.

MwuHucTp
0.B.MAHTYPOB

YTBEpPXKOEHDI
npukasom MuHnpomTtopra Poccum
oT 14 noHa 2013 r. N 916

NMPABUNA
OPrAHU3ALUNUN NMPOU3BOAOCTBA U KOHTPONA KAYECTBA
JIEKAPCTBEHHbIX CPECTB

[. OBLWME MONOXXEHNA

1. MNpaBuna opraHm3aunm Npon3BoACTBa U KOHTPOMS KavyecTBa NeKkapCTBEHHbIX cpeacTs (ganee - [Npasuna)
yCTaHaBnMBalT TpeboBaHUSA K OpraHmM3aumv Npou3BOACTBA U KOHTPONSA KayecTBa feKapCTBEHHbIX CpeacTB Ans
MeAMWLMHCKOro NPUMEHEHNSA U BETEPUHAPHOI0o NPUMEHEHNS.

2. TlpaBuna pacnpoCcTpaHATCA Ha BCe BuAbl NEKApPCTBEHHbIX CPeACcTB W YyCTaHaBnuBalT obuiue
TpeboBaHWA K OpraHusauuyM KX MPOM3BOACTBA W KOHTPONS KayecTBa, a Tawkke crneuuanbHble TpeboBaHus K
opraHm3aumm Npou3BOACTBA OTAENbHbLIX BUAOB NEKapCTBEHHbLIX CPEACTB.

3. Hacrosuwme [MpaBuna He pacnpoCcTpaHATCA Ha BOMPOCLI OXpaHbl Tpyda nepcoHana, 3aHAToro B
NPon3BOACTBE, Ha obecneyveHre NPoMbILLfIeHHON Be3onacHOCTK, NoxapHou 6e3onacHoOCTW, B3pbiBOOE30NacHOCTY,
XMMuyeckon 6e30nacHOCTW, CaHUTapHO-TMrMeHnYeckon 6esonacHoOCTU M MHow Ge3onacHOCTM Npu MPOM3BOACTBE
NneKkapcTBeHHbIX CPeACTB, a TakKe He 3arparvMealoT BOMPOChI OXpaHbl OKpyXawlen cpebl. [lpuHatue
HeoOXOAMMbIX Mep B YyKa3aHHbIX Crlydasx SBMASeTCA HemnocpencTBEeHHOW 0O0S3aHHOCTbIO MNPOM3BOAMTENS B
COOTBETCTBMU C HOPMaTUBHbLIMW NPaBoBbIMU akTamu Poccurickon ®eagepaunn.

[I. TEPMWHbI 1 ONPEQENEHWA

4. insa uenen HacToAwWwMxX MNpaBun UCNONb3YyTCA crieayloLe OCHOBHbIE MOHATUS:

BannoH - KoHTelMHep OBbIYHO LUNMHOPUYECKO POpMbl, MPUCMOCOBNEHHbIR ANA CKATOro, CXKWKEHHOro UM
PacTBOPEHHOrO rasa, OCHallleHHbld NpPUCNocoGneHneM Ons PerynupoBKUM CMOHTaHHOrO BbiTeKaHWs rasa npu
aTMocepHOM AaBreHUN 1 KOMHATHOM TemnepaType;



Ovonornyeckme areHTbl - MWKPOOPraHuW3Mbl, BKIOYAsS MOMyYEeHHble METOAaMM TEeHHON UWHXeHepuw,
KNeToYHble KynbTypbl 1 3HO0NAPa3sunThbl, KaK NaToreHHble, Tak N HenaToreHHbIe;

OuropeakTop - 3aKkpbiTas cMcTema, Takas Kak hepMeHTep, B KOTOPYH BBOAAT Bronormyeckne areHTbl Hapsigy
C OPYrMM CbipbeM Takum obpasom, YTO 3TO NMPUBOAUT K UX PA3MHOXEHUIO MMM K NPOOYLMPOBAHUIO UMW OpYrux
BELLECTB MNyTeM B3avMOAENCTBUA C APYrUM cCbipbeM. BuopeakTopbl OBbIMHO CHabGXeHbl perynupyrowmMm u
KOHTpoOnupyoLwmmMm npubopamu, a Takke npucnocobneHnamm ana gobasneHnsa n yaaneHns BeLecTs;

Banugauuns - AOKyMeHTanbHO 0pOpMNeHHbIE AENCTBUS, AAlOLLNE BbICOKYIO CTENEHb YBEPEHHOCTU B TOM, YTO
MeToauka, npolecc, obopygoBaHve, maTepman, onepaumus unm cuctema CooTBETCTBYIOT 3aAaHHbIM TpeboBaHUAM
N UX ncnonb3oBaHne ByaeT NOCTOSIHHO NPUBOAUTL K pe3ynbTaTtaM, COOTBETCTBYIOLUUM 3apaHee YyCTaHOBMNEHHbIM
KpUTEpUAM NpnemMnemMocTuy;

BO3BpaT - BO3BpaT NleKapCTBEHHOro cpeacTBa ero NPou3BOAUTENO UM NOCTaBLLKKY;

BO3AYLWHbIA W03 - OrpaHU4eHHoe MNPOCTPAHCTBO C ABYMS UIM HECKONLKUMWU OBEPSMU, PacrorfiOXXeHHOoe
Mexay OBYMSI MMM HECKOSTbKMMW MOMELLEHUAMM, Hanpumep, pasHbIX KacCcoB YUCTOTbI, MpedHasHavyeHHoe Ans
pasgeneHns Bo3gyLUHbIX cpeq noMeLLeHui nNpu Bxoae B HUX U UCNONb3yeMoe Kak Ans nepexoga nepcoHana, Tak u
ANna nepemMeLleHna maTepmuanos;

BbICOKO aKTMBHble BELlEeCTBA - XUMUYECKME COeAMHEHMWs, OKa3sblBalollMe BO3OENCTBME Ha OpraHusm
YenoBeKa B HU3KUX KOHLIEHTPaLMSX;

BbICOKO aKTUBHbIE NEKapCTBEHHble CpeacTBa - NEeKapCTBEHHble cpeacTtsa, Adawowue dapMakonornyeckun
3(PPEKT B HU3KUX J03aX (KOHLEHTpauusx);

rotoBas npoaykums (rOTOBbIM MPOJYKT) - feKapCTBEHHbI npenapart, KOTOpbI npowen Bce cTaguu
TEXHOMOrMYeCcKoro npouecca, BKNio4Yasi OKOHYaTeNbHYIO YNaKoBKY;

3anncb - JOKYMEHT, (PUKCUPYIOLWNIA BbINOSIHEHWE PasnUYHbIX AeACTBUMI ONS AoKa3aTenbCTBa COOTBETCTBUSA
NHCTPYKLNSAM;

N30MMpoBaHHas 30Ha - 30Ha, 000pyLOBaHHAsH COOTBETCTBYIOLLMMUN PUNBTPaMK U YCTPONCTBAMU MOLATOTOBKM
BO3gyxa [ANis MpefoTBpalleHust KOHTaMMHaUUW BHELLHEW OKpYXalLlen cpedbl OMONormiyeckumun areHtamm,
NPUCYTCTBYIOLLMMU B 3TOWN 30HE;

u3onauus - [OerWCTBUS MO  OrPaHMYEHUI0 PacnpocTpaHeHus OuonorMvyecknx areHToB wnuv  Apyrux
KOHTaMMHAHTOB 3a Npefesnbl onpeaeneHHoro NPoCTPaHCTBa;

n3onsAumMs BTOPMYHas - cMcTeMa usonaumn, npeaoTepallatoLas NpoOHUKHOBEHNE BMONOrM4YecKoro areHTa Bo
BHELLHIOI OKpYXXaloLLylo cpegy unu B apyrne paboyme 30Hbl, YTO JOCTUraeTCa MCMoSib30BaHMEM MOMELLEHUNA CO
crneumanbHbIMY CUCTEMaMK MOArOTOBKM BO3A4yXa, HaNUYMeM BO3A4YLUHbIX LUMKO30B U (MNM) CTEpUNN3aTopoB AN
nepegayn martepuanoB Hapyxky Hapsagy ¢ npouepypamu 6es3onacHoro BefeHus npouecca. Bo mHormx cnydasx
ncnonb3yeTca Ang noBbleHUs 3adPEKTUBHOCTN NEPBUYHON U30NALNN;

N30MAUUs NepBuYHas - cuctemMa M3onsauum, npegoTspallarLas NPoHMKHOBEHME BUONOrMYeckoro areHTa B
OKpyXalLlylo cpefy, HenocpedcTBEHHO Mpurerawwylo Kk paboder 30He, YTO [OCTUraeTcs MOCpPenCcTBOM
NCMNOMNb30BaHWSA 3aKpbITbIX KOHTEHEPOB unun B6okcoB Ansa 6e3onacHoro BegeHus Guonormdeckux paboT Hapsigy C
npouenypamu 6e3onacHoOro Be4eHus npouecca;

WHULNPOBAHHBIV - 3apaXXeHHbIN MOCTOPOHHUMU BUONOrMYECKNMI areHTamMm U, criegoBaTenbHO, CNOCOOHbIN
K pacnpocTpaHeHuio NHgeKUuu;

NCXOOHOE Chipbe - 00Lee NOHATUE, Ucnornb3yemMoe Ans 0603HaYeHNsT UCXOAHbLIX MaTepuasnoB, PEaKTUBOB U
pacTBopuTenen, npegHasHayeHHbIX AMs NPOW3BOACTBA MPOMEXYTOYHOM NPOAYKUMM wvnn dapmMaueBTU4eCcKon
cybcTaHuuu;

kKannbpoBka - OEMOHCTpauMsi TOro, YTO KOHKPETHbIN npubop wunum yCTPOWCTBO JaeT pes3ynbTaTbl B
YCTaAHOBMEHHbIX Mpefenax No CpaBHEHWO C pesynbTatamu, nonydaemMbiMu NpyY UCMOSb30BaHUU CTaHOApPTHOMo
obpasua unmM conoctaBuMoro co craHgapTom obpasua nubo aTanoHa BO BCEM COOTBETCTBYIOLLEM AvanasoHe
Nn3mMepeHui;

KapaHTUH - CTaTyC UCXOOHOrO Cbipbd, YNAKOBOYHbLIX MaTepuanos, MPOMEXYTO4YHOW, HepacdacoBaHHON UMK
rOTOBOW MPOAYKUMW, W3OMUMPOBAHHLIX (U3NYECKM MNN ApYrMMK 3ddDEKTUBHLIMKU crnocobamun, [0 MPUHATUA
peLleHns 00 nx ogobpeHn N OTKIOHEHNY;

KBanudukaums - OENCTBUSA, YOOCTOBEpsolMe W MoATBEPXKAANOLME [OKYMEHTaNbHO TOT hakT, u4TO
obopyaoBaHue nnu BCnoMoraTesibHble CUCTEMbI CMOHTUPOBaHbI AOJMKHBIM 00pa3oM, NpaBubHO OYHKLMOHUPYIOT
N OENCTBUTENBHO MPUBOAAT K OXugaembim pesdynbTaTam. [oHsTve "Banupauus” asnseTtca Oonee LWMPOKMM U
WHOraa BKIOYaeT B cebs noHaTue "kBanudukaumsa™;

KneTouyHas KynbTypa - KINeToyHasd Macca, MNoJlydeHHast B pesynbTaTe BblpaliuBaHus in Vvitro KneTok,
N30NMPOBAHHBIX OT MHOFOKITETOYHbLIX OPraHN3MOB;

KOMMEKTOp - YCTPOWCTBO Mnu obopynoBaHue, npefHasHayeHHoe AN OOHOro MIM HECKONbKMX OarnnoHoB
(kOHTEMHEPOB) U NO3BONAKOLLEE OOHOBPEMEHHO OYUCTUTL M HAMOTHUTL ra3oM 6arnmnoH (KOHTENHEP);

KOMMbIOTEPU3MPOBAHHAsA cucTeMa - MPOLECC MK onepauusi, 06beaAMHEHHAs B OHO LieSIoe C KOMMbIOTEPHOM
CMCTEMOW, BKIOYalOLEN BBOA OAHHbIX, UX 3NEKTPOHHYK 06paboTKy M Bblgavy MHopmMauum, ncnons3yemon ans
OOKYMeHTansHoro opopmMmneHns un (Mnu) Ang asToMaTuyecKkoro yrnpasneHus;



KOHTpONnMpyeMasi 30Ha - 30Ha, MOCTPOEHHasi U 3KCMnyaTupyemas Takmum obpasom, YToObl KOHTPONMPOBaTb
BO3MOXHYIO KOHTaMMHaLMIO U Cy4yalHOe pacnpoCTpaHEeHMe XMBbIX MUKPOOPraHNn3MOB, KOTOpasi 3KCMyaTupyeTcs
npu oTpvuaTenbHOM OaBIEHWM MO OTHOLUEHWIO K CMEXHbIM KNaccuuuupoBaHHbLIM MOMELLEHMSM U MO3BONSET
3(pPeKTUBHO YCTpaHATb HE3HAYUTENbHbIE KONMYECTBA HaXOASLUXCH B BO3A4YyXEe UCTOYHUKOB KOHTaMmMHaLuMu, npu
3TOM CTeneHb OCYLLECTBSAEMOro KOHTPOIS 3aBMCUT OT Bua MUKPOOPraHnu3ma, UCnonb3yemoro B NpoLecce;

KOHTPOIb B NpoLiecce Npou3BOACTBA (BHYTPUNPOM3BOACTBEHHbIN KOHTPOSb, MEXONEPaLMOHHbIA KOHTPOIb) -
KOHTPOIb, BbIMNOMHAEMbIN B XOA4€ TEXHONOMMYECKOro NpoLecca C Lienbko NpoBEpKN COOTBETCTBUS NMPOMEXYTOUHOMN
npoaykumm u (Mnn) nNpoaykumm 3afaHHbiM TpeboBaHuAM, NO pesynbTataMm KOTOPOro MOXeT BbINOMHATLCS
KOppPEeKTUpOBKa MnapaMeTpoB TexHomnormyeckoro npouecca. KOHTPOMb COCTOSHMS OKpYXKalllen cpenbl unu
obopyaoBaHusi paccMaTpMBaETCs Kak aNIeMEHT KOHTPOISA B Mpouecce Npou3BoacTBa;

KOHTPOIb KayecTBa - KOHTPOJib KadecTBa BKItovaeT B cebs otbop npob, npoBedeHne UCNbITaHUA, MPOBEPKU
Ha cooTBeTCTBME TpeboBaHUAM cneumdukauun, a Takke npoueaypbl OpraHu3aummn, JOKYMEHTMPOBAHNS 1 Bblgaun
paspeLLeHnst Ha BbIMYCK;

KPUOTeHHbI Ccocyqd - cocyh, MNpefHasHadeHHbld ANS XPaHEHUS CXWKEHHOro rasa Mnpu CBEPXHU3KMX
TemnepaTypax;

nekapcTBEHHOE pacTeHMe - Lienoe pacTeHne Unm ero 4actu, UCNonb3yeMble B MEOULNHCKUX LENsX;

nekapcTBeHHbIe CPEACTBa - BELLECTBA UNU UX KOMOMHaLMK, BCTyNatLLMe B KOHTaKT C OPraHM3MoM YeroBeka
WUNU XXMUBOTHOMO, MPOHUKaOLWMe B OpraHbl, TKaHW OpraHM3aMa 4YenoBeka WU XMBOTHOrO, MPUMEHsieMble AOns
NpodMNakT1KA, ANarHOCTUKN (3a UCKIIOYEHMEM BELLECTB UMK UX KOMOUHALMIA, HE KOHTaKTUPYIOLLMX C OPraHn3mMom
YenoBeka WM >XMBOTHOrO), neyeHunst 3aboneBaHus, peabunuTtauuu, OANS COXpaHEHUs, NpeaoTBpaLLeHUa unu
npepbiBaHUs 6epeMeHHOCTM U NOoMnydYeHHbIE U3 KPOBW, Mnasmbl KPOBU, M3 OPraHoB, TKAHEN opraHn3ma denoBeka
WNN XXUBOTHOTO, PacTeHWi, MMHEPANoB METO4aMN CUHTE3a UM C NpuMeHeHneM Buomnornyeckmnx TexHonorun. K
nekapCcTBEHHbIM cpeAcTBaM OTHOCATCA hapmaLleBTUYECKME CYOCTaHLMM 1 NNEKapCTBEHHbIE NpenapaTbl <*>;

<*> TlyHkT 1 cTtatbm 4 PepepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpalieHumn
nekapcTBeHHbIX cpeacTB” (CobpaHue 3akoHogatenbcTBa Poccuiickon ®enepauun, 2010, N 16, cT. 1815).

neKapCTBEHHbIN pacTUTenbHbIA Npenapar - NekapCTBEHHbIN npenapaTt, NPon3BeAeHHbIV UM N3rOTOBMEHHbIN
13 OQHOrO BMAa NEeKapCTBEHHOTO PACTUTENBHOIO CbiPpbS UMW HECKOMNbKUX BMAOB TaKOro Cbipbs U peanu3yemblii B
paccacoBaHHOM Buae BO BTOPUYHOW (MOTPEBUTENBCKON) ynakoBke <*>;

<*> Tlyukt 14 ctatbum 4 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalieHun
nekapctBeHHbIX cpeacTB” (CobpaHue 3akoHogatenbcTBa Poccuiickon ®enepauun, 2010, N 16, cT. 1815).

mMaTepuanbHbll 6anaHC - COOTHOWEHWe MeXAy KOMM4eCcTBOM MNPOAYKUMM WnU MaTepuanos, KOTOpoe
TEeopeTM4eckn MOXeT WCMonb3oBaTbCAd B MPOM3BOACTBE WM MNOMyyaTbCs B pesynbTaTe MNpPOM3BOACTBA, U
KONMYeCTBOM MpOAYKLUUM WM MaTepuanos, (PaKTUYECKUM MCMOMb30BaHHbIM B MPOM3BOACTBE U haKTUYECKH
Nony4eHHbIM B pe3ynbTate Npou3BOACTBa, C Y4ETOM AONYCTUMbIX OTKIIOHEHWN;

HepacdacoBaHHas Npoaykuus - nobas npoaykums, npowellas Bce CTaamnm TEXHOMOrMYeCcKoro npolecca,
3a NCKMYeHneM NoTpebnTenbCKON YyNakoBKy;

HOMep cepuu (HOMep napTuM) - YHUKanbHas kKoMOuHauma uudp, OykB M (MnNK) CUMBONOB, KOTOPbIE
naeHTUMUMPYIOT cepuio (MapTU0) U HA OCHOBAHMU KOTOPbIX MOXHO MPOCMNeAnTb UCTOPUIO ee Mpou3BoAcTBa U
peanu3aumun. [pyM npucBoeHNM HOoMepa cepumn UCMonb3yTcs apabckme uudpbl, nocnegHne yetblipe LUUAPbI B
HoMepe cepuun 0603HaYvalT MeCsL, U rof U3roTOBSEHWS NeKapCTBEHHOrO CPeAcTBa;

nepekpecTHast KOHTaMuMHauuMsA - 3arps3HeHWe WCXOAHOro Cbipbsi, MaTepuana Wi NpoAaykuuvM Apyrum
NCXOAHBIM CbIpbEM, MaTepranom MU NpoayKunen;

noeTopHasa o6paboTka - noBTopHas obpaboTka cepum MM 4acTn cepun NPOAYKUMM, He COOTBETCTBYHOLLEN
3aJaHHbIM TpeboBaHWAM, HauMHas C OnpedeneHHoOW cTaguvM NpPOM3BOACTBA - BBEAEHME MPOMEXYTOYHOM
npoaykuum unu  dapmaueBTU4ecKon cybCcTaHumMM, BKMOYas He COOTBETCTBYIOLLYI0 CTaHgapTtam  Wiu
cneumdmkauum, B npouecc NpousBOACTBA W MOBTOPEHME 3Tana kpucTannusaumu unm Opyrux XMMUYECKUX unu
PU3NYECKMX MaHUNYNAUMIA (HanpuMmep, OUCTUNNSaUMS, dunbTpaums, XpomaTorpadupoBaHue, U3MerNbYeHue),
KOTOpble SBMASOTCA CTagueln YCTaHOBIEHHOIO MPOM3BOACTBEHHOrO npouecca. [1pogomkeHne OCyLeCTBEHNS
cTaguv NpoM3BOACTBEHHOIO Mpouecca nocrne Toro, kKak KOHTPOrb B NpoLuecce NpoM3BOACTBa Nokasarn, 4YTo ctagus
He 3aBepLLUEeHa, CYMTAeTCHa YacTbio 0ObIYHOrO NpoLecca, a He NOBTOPHON 06paboTkon;

NMOBTOPHOE UCMOfMb30BaHWe - BBeAEeHME NPOM3BEAEHHOW paHee cepun Npoaykuum Tpebyemoro kavecTtBa
(Mnu ee yacTn) B Apyryto cepuio NPOAyKUMM Ha onpeaernieHHoW CTaanm Npon3BOACTBa;

noceBHasi KynbTypa:

cMCTeMa NOCEBHOW KynbTypbl - CUCTEMa, B COOTBETCTBMMU C KOTOPOW MocrneaoBaTernbHble cepyn Npoaykumnm
NpoOM3BOAAT M3 OOHOW M TOW Xe TNaBHOW MOCEBHOW KynbTypbl MpU OMpedeneHHOM KOnuMyecTBe MnepeceBoB
(naccaxen). ina o6bl4HOro Npom3BoacTBa paboyyto NOCEBHYIO KyNbTypy FOTOBSIT M3 FMaBHOW MOCEBHOMN KynbTypbl.



Ncxoga mn3 TpeboBaHui Ge3onacHoCT M 9EEKTMBHOCTU MpU MPOU3BOACTBE FOTOBOW MPOOYKLMMW, KOTOPYH
nonyyatT u3 paboyen NOCEBHOW KynbTypbl, HE OOJDKHO MCMOMb30BaTbCs OOmnbluee KONMMYeCTBO Maccaxen u3
rMaBHOW MOCEBHOW KyMnbTypbl, YeM ANS BaKUWHbI, MpoOLIeAWen KNMHUYeckne muccrnegoBaHus. [povcxoxaeHue u
KOMNMMYeCTBO Naccaxewn rmaBHOW NMOCEBHOMW KynbTypbl U paboyen NOCEBHOM KynbTypbl AOMKHbI ObiTb 0hOpMNEHBI
OOKYMEHTaneHo;

rnaBHasi MoOCeBHas KynbTypa - KyrnbTypa MUKPOOPraHM3MOoB, pacnpeaeneHHas n3 ogHoro oobema noceBHOMN
KynbTypbl B €MKOCTM B npouecce OAHOM onepauum Takum obpasom, 4Tobbl oGecneunTb OOHOPOAHOCTb,
npeaoTBpaTUTb KOHTaMMHALMIO U rapaHTMpoBaTbh CTabUNbHOCTb. [NaBHYO MOCEBHYK KyNbTypy B XWOKOM BuAe
00bIYHO XxpaHAaT npu Temnepatype MuHyc 70 °C unu Hwxe, B NMOMUNU3NPOBAHHOM BuAE - NPU M3BECTHOM
TemnepaType, obecneumnBatoLLelt CTabunbHOCTb;

paboyasi noceBHas KyrnbTypa - KynbTypa MUKPOOPraHM3MOB, MOMyYeHHas M3 rMaBHOW MNOCEBHOW KyrbTypbl U
npegHasHavYeHHasi aAnst UCNonb30BaHMsA B Npon3BoacTee. Pabouylo NOCEBHYIO KynbTypy pacnpenensitoT B eMKOCTH
N XpaHSAT, Kak ONMCaHo BbILIE A1 FMaBHbIX MOCEBHbIX KyNbTYp;

NPOAYKUUS - MPOMEXYTOYHasA, HepacdacoBaHHas 1 roToBas NPoAyKUKMS;

npous3BoguTens - MNPOM3BOAMTENb JIEKAPCTBEHHbIX CPeAcTB - OpraHvM3auusi, OCYyLlecTBhsowas
NpOM3BOACTBO NEKApPCTBEHHbLIX CPEeACTB B COOTBETCTBUM C TpeboBaHuamMu PenepanbHOro 3akoHa oT 12 anpens
2010 r. N 61-93 "O6 obpalleHnn nekapCcTBeHHbIX cpeacTs” <*>;

<*> CobpaHwne 3akoHogaTenscTea Poccuiickon ®egepauun, 2010, N 16, ct. 1815.

MpOM3BOACTBO - [JEATENbHOCTb MO MPOM3BOACTBY JIeKAapCTBEHHbIX CPEeACTB, opraHusauuaMm -
NPOM3BOANTENSMUN NEKAPCTBEHHbIX CPEACTB Ha OAHONM CTaAMM, HECKOSNbKMX UMM BCEX CTaausiX TEXHOMOrMYeCcKoro
npouecca, a Takke Mo XpaHEeHWIo U peanusaummn Npou3BeaeHHbIX NeKapCTBEHHbIX CPpedcTB <*>, koTopasi BKoYaeT
B ceba ocyllecTBieHWe onepauuidi U KOHTPONS, CBSI3aHHbIX C MPUEMKOWM MaTepuanoB, TEXHONOIMYECKUM
MpOLIECCOM, YMaKoBKOW, NepeynakoBKOW, MapKMPOBKOM, NEPEMapPKUPOBKOIA, BbIMYCKOM, XpaHEHUEM 1 pearnuaaumnen
NPOM3BEeAEHHbIX NIEKapCTBEHHbIX CPEACTB U hapMaLEeBTUYECKUX CYGCTaHLIWI;

<*> TMynkt 31 crtatbm 4 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalwieHun
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

NPOMEXYTOYHas MPOAYKUMS - 4YacTMYHO ob6paboTaHHOE WCXOOHOE Cbipbe, KOTOPOE [OJDKHO MPOnTU
nocnegywowue ctaguu nNpousBoaCcTBa MNpexae, YeM OHO CTaHeT HepacdacoBaHHOW npogykumen. B oTHoweHum
dapmaLeBTUYECKMX CyOCTaHUUIA - maTepuar, KOTOpbIA MonyyalT B Xode CTagui TeXHOMNOrM4eckoro npouecca
nponsBoAcTBa apMaueBTUYeCKNX CyOCcTaHUMW, W KOTOPbIN npeTepneBaeT JdarnbHenvMe MOMeKynspHble
npeBpalleHns wWnuM noaBepraeTcs O4YMCTKE npexge, YemM OH CcTaHeT dapMaueBTMyeckon cybcTaHumen.
lMpomexxyTouHas NpPoAyKUMs B OTHOLIEeHWM hapmaleBTuYeckon cybcTaHumMm B Xxode TeXHONOrM4eckoro npouecca
MOXeT noAsepraTbCs UNN He NoABepraTbCH BblAENEHNIO;

npoueaypa - AOKYMEHTanbHO OMOPMIMEHHOEe OnucaHue onepauui, MNOANeXalumx BbINOMHEHUIO, Mep
npegocTopoXXHOCTU U MepOI'IpI/IFlTI/IVI, npaAMo UMM KOCBEHHO OTHOCALWMXCA K Npou3BoACTBY npomemyTquoﬁ
npoayKunn, hapmaueBTUYeCcKon CyGCTaHUMM UNn nekapcTBEHHOro CPeacTBa;

NleKapCTBeHHOEe pacCTuTeribHOe Chbipbe - CBeXne Unn BbiCyLLleHHble pacTeHudA nuoéo unx 4acTu, ncnolnb3dyemble
Ona npou3BoacTBa JieKapCTBEHHbIX CpenCTB OopraHu3aumamMmn - npon3BoanTeNnAaMU NeKapCTBEeHHbIX cpencts Unu
M3roToBrieHNnaA  nNekKapCTBEHHbIX npenapatoB anTeYHbiIMKU  OpraHuM3aunamMm, BeTepMHapHbiMM  anTeYHbIMU
opraHusauvaMu, WHAMBMAYaNbHbIMU MPEeAnpUHUMATENAMKU, UMELWMMU NULUEH3MI0 Ha dapMaueBTUYECKYo
AeATenbHOCTb <*>;

<*> Tlyukt 13 cTtatbu 4 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalieHun
nekapcTBeHHbIX cpeacTB” (CobpaHue 3akoHogatenbcTBa Poccuiickon ®enepauun, 2010, N 16, cT. 1815).

cepus (napTus) - onpeaeneHHoe KonmM4ecTBO UCXOOHOMO Chipbsl, YNAKOBOYHbIX MaTepuanos U npoaykuuu,
noaBepraemoe o6paboTke B OAHOM UMK B psifie NMocrnefoBaTesibHbIX TEXHOMOMMYECKUX NPOLIECCOB Takum 0Gpasom,
YTO MOXXHO paccyMTbIBaTb HA OAHOPOAHOCTb MPOAYKLUMU B YCTAaHOBIEHHbIX Npedenax, Npyu 3TOM C TOYKU 3peHUst
KOHTPOmNS TrOTOBOM MpoOyKUMW cepuss BKMYaeT B cebsS COBOKYMHOCTb €AUHWL, [03VMPOBaHHOW  (POopMbl
NeKapCTBEHHbIX CpeAcTB (llekapCTBeHHOW hopMbl), MPOM3BEAEHHbIX U3 OJHOro 06beMa MCXOZHOro MaTepuana u
npoLleawnx eauHyto nocrnenoBaTenbHOCTb NPOM3BOACTBEHHbBIX Onepaumnii Uy eauHbIi LUK CTepUnmMsaumm, a npu
HenpepbIBHOM NPOU3BOACTBE - BCE €AMHULbI, MPOM3BEAEHHbIE B 3afaHHbIi MHTepBan BpemMeHu. [Ins 3aBepLueHus
HEKOTOpbIX 3TarnoB MPOM3BOACTBA MHOrAa HEoOXOAMMO pasfenuTb Cepuld Ha onpefeneHHoe KofM4ecTBO
noacepuin, KoTopble Nodxe 06beAMHSAT AN NONyYeHUst OKoOHYaTenbHOW oaHOPOAHON cepun. Mpu HenpepbIBHOM
NMPOM3BOACTBE MOHSATME CEepUM LOJPKHO OTHOCUTbCS K OMNPeAeneHHOM 4acTu NPOAYKUMM, XapaKTepusyemown



OOHOPOAHOCTLI0. Pasmep cepuv B 3TOM Criydae MOXeT onpeaenatbecs NMMbo MKCUMPOBaAHHBLIM KONMYECTBOM, NGO
KONNYeCTBOM, NPOU3BEAEHHBLIM 3a ONpeAeneHHbIN MPOMEXYTOK BPEMEHN;

CXMWXKEeHHble rasbl - rasbl, KOTOpble NpU CTaHAAPTHbIX TemnepaTtype v AaBMeHWM HanofHEeHWUS HaxoOsaTcs B
BannoHe B CXMWXEHHOM BUAE;

cucTemMa - COBOKYMNMHOCTb B3aUMOCBS3aHHbIX AENCTBUMA U TEXHUYECKUX CpeacTs, obpasyolmx egnHoe uenoe
ANsi opraHM3aumm NpoM3BOACTBA U KOHTPOMS KayeCcTBa fleKapCTBEHHbIX CPEACTB;

cuctema BaHKOB KNeToK - cucTema, npu KOTOpPOW nocnegoBaTernbHble cepun NpPOAYKUUW MPOU3BOAAT U3
KNETOYHbIX KynbTyp, MpUHaanexawmx rrnaBHOMy O6aHKy KMIEeTOK, KOTOpbI MNOSMIHOCTLbI0 OXapakTepu3oBaH Ha
NOAMWHHOCTL U OTCYTCTBUE KOHTaMuHauun. HekoTopoe KOnMMYecTBO €eMKOCTEen rnaBHOro 6aHka KneTok
ncnonb3yetcsa Ans popmuposaHusa paboyero 6aHka kneTok. Cuctema 6aHKOB KIeTOK A0MMKHa ObiTb BanmanpoBaHa
Ha onpefeneHHoe KONMMYeCTBO NepeceBOB UMW KONWYECTBO YABOEHWW NMONynsauvun, A0 AOCTVKEHUS KOTOPbIX OHW
MOFYT UCMONb30BaTLCH B TEKYLLEM NPOU3BOACTBE;

cneummrKaumns - nepeyeHb UCMbITaHWI, CCbINIOK HAa aHaNUTUYeCcKMe METOAMKM U KpUTepreB NpUeMnemMocTy,
npeacTtaBnaloWmnx cobor uMCNoBble rPaHUUbl, WHTEpBarnbl WNW ApyrMe KpuTepun Ans COOTBETCTBYHOLLMUX
ncnbiTaHmn. Cneumndumkaumns yctaHaenveaeT Habop KpuTepueB, KOTOPbLIM OOMMKEH COOTBETCTBOBATb MaTtepwarn,
4YTObbI CUMTATBLCA NpUEeMMemMbiM AN ero npegnonaraemMoro npuMmeHeHus. lNMoHaTtue "cooTBeTcTBUE cneundurkaymn”
O3Ha4yaeT, 4YTo maTepuwan, nNpowedwnin UCMbITAHUA COrMAacHO MNEepPevYUCrnEeHHbIM aHanUTUYECKUM MeToauKaMm,
COOTBETCTBYET NPUBEAEHHBIM KPUTEPUSM MPUEMIIEMOCTMH;

CTEPUNbHOCTb - OTCYTCTBME XMBbIX OPraHM3moB. TpeboBaHMs K NPOBEOEHWI0 KOHTPONS CTePUrbHOCTU
npuMBedeHbl B COOTBETCTBYIOLMX OOLWen (apMakonenHon craTbe, (apMakonenHoW CcTaTbe, HOPMaTMBHON
AOKYMEHTauMmn Unm HOPMaTUBHOM JOKYMEHTE;

TEeXHONOrM4yecknii npouecc - Bce onepauun, CBA3aHHble C NPOU3BOACTBOM feKapCTBEHHOro cpeacTsa unm
dapmaLeBTUYECKON CYGCTaHLUUW, HAYMHAKOLWMECS C MPUEMKN UCXOQHOIO Chipbsi, NPoAosKatoLwmecs obpaboTkon n
yNakoBKOM W 3aBepLUaloLLMecs Nnofy4YeHnemM rotoBon NpoayKuum;

ynakoBka - BCe onepauuu, BKNoYas acoBKy W MapKMpOBKY, KOTOpble Heobxoaumo MNponTu
HepacdacoBaHHOW NPOAYKUMKU, ANS MONyYeHWs roTOoBOW NpoAyKuuu. HamonHeHwe cTepunbHOW NPOAYKUMM, Kak
npaBuno, He criegyeT paccMaTpvBaTbh KakK 4YacTb Mpouecca YnakoBKW, MOCKOMbKY B MEPBUYHbIE YMNaKOBKM
NpoayKUNs 4O3NPYETCS, HO OKOHYaTENbHO He yrnaKoBbIiBaeTCS;

yNnakoBOYHbIN MaTepuan - niobor martepman, MCNONb3yeMbl MPU YNakOBKE IeKapCTBEHHOro CpeacTsa,
dapmaueBTMHeckon CcybCcTaHuMM unu nNPOMEXYTOYHOW NpoAaykumu, Kpome nobon TpaHCMOPTHOW Tapbl And
XpaHeHusi, TPaHCMOPTUPOBKM WM OTIPY3KW. YMaKoBOYHble MaTepuanbl NOAPa3fensioTCs Ha MNepBUYHbIE U
BTOPWYHbIE B 3aBMCMMOCTMN OT HANN4YnsA NPAMOro KOHTaKTa C NIekapCTBEHHbIM CPeaCcCTBOM;

YNOfIHOMOYEHHOe fMUOo - paboTHMK MNPOU3BOAMTENS JEeKapCTBEHHbIX CPEeACTB, VMELWUA BbiCLLEE
dapmaueBTuyeckoe, xummyeckoe unu Guonorndeckoe obpasoBaHue NMOO NpU MPOM3BOACTBE JEKapCTBEHHbIX
CpeAcTB AN BETEPMHAPHOro NpMMeHeHns BeTepuHapHoe obpa3oBaHue, cTax paboTbl HE MeHee YeM NHATb NeT B
obnactu npou3BOACTBA W KOHTPOMSA KayecTBa JleKapCTBEHHbIX CPeACTB M aTTecToBaHHbIA B  MOPSAKe,
YCTaHOBMEHHOM YMNOSTHOMOY€EHHbIM dhedeparnbHbIM OPraHoM UCNOMHUTENbHOW BNactn <*>;

<*> Yactb 7 crtatbu 45 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaiieHun
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogartenscTBa Poccuiickon ®epepauun, 2010, N 16, cT. 1815).

yncTasa 30Ha - 30Ha, MOCTPOEHHAsA U 3KcnnyaTupyemasi Takum obpasom, YTO B HEW CBEAEHbl K MUHUMYMY
NnpoHMKaHne, obpa3oBaHNE M HAKOMMEHNE KOHTAMUHAHTOB B BMAE YaCTUL, U MUKPOOPraHmamoB. Knaccbhl YMCTbIX
30H onpegenexsbl B Mpunoxennn N 1 k HacTosAwmm MNpasunawm;

yncTas U30NMpOBaHHas 30HA - 30Ha, MOCTPOEHHast W 3JKcnnyaTupyemMas Takum obpasom, 4YTO OHa
O[HOBPEMEHHO SIBMISIETCS YNCTON U U3ONIMPOBAHHON 30HOM;

9K30TMYECKMI OpPraHn3Mm - OMONOrMYEecKUiA areHT, Bbi3biBalOLWUA 3aboneBaHue, OTCYTCTBYHLLEE B OAHHON
CTpaHe unu reorpadmnyeckon 3oHe, NMBO ABNSAOWMINCS 06EKTOM NPOdUIaKTUYECKUX MEP UMK NPOrpaMmbl No ero
YCTPaHEHMWIO B @aHHOW CTpaHe uUnu reorpadou4eckom 3oHe.

IIl. OCHOBHbIE TPEBOBAHNA K OPTAHU3ALMN MPON3BOACTBA
N KOHTPONA KAYECTBA JIEKAPCTBEHHbBIX CPEACTB (UACTb | <*>)

<*> 3pecb n pganee no Tekcty lMpaBun B ckobkax NPUBOLMTCS HYMepauusi CTPYKTYPHbIX €OMHUL, TEKCTa,
cooTBeTcTBYtoLLas npasunam GMP EC.

®APMALIEBTUYECKAA CUCTEMA KAYECTBA (I'JTABA 1)

MpuHUKMN



5. TllpousBoguTens [OMKEH NPOM3BOAMTb JeKapCTBEHHble cpeacTBa Tak, 4ToObl rapaHTupoBaTb WX
COOTBETCTBME CBOEMY Ha3HayeHuto, TpeboBaHMAM pPEerncTpauMoHHOr0 AOCbe WM MPOTOKOMY KIMHUYECKOrO
NUCCNeaoBaHUA U UCKMIOYUTb PUCK, CBSA3AHHbLIN C HeyooBNeTBOpUTENbHbIMM  Be30MacHOCTbIO, KayeCTBOM,
appekTnBHOCTLI0. OTBETCTBEHHOCTbL 3a BbINOMHEHNE 3TUX TPebOBaHUM HeCeT PyKoBOACTBO mpousBogutens. Mx
BbINONHEHNE TpebyeT Hagnexallero UCNOoMHeHMs CBOMX 0683aHHOCTEN NepCoHanoMm pasnuyHbIX NoapasgeneHumn
NpoM3BOAUTENS HA BCEX YPOBHSAX, @ TakKe NOCTaBLUMKaMnN U OpraHn3aLmsiMv ONTOBOW TOProBMW NeKapCTBEHHbIMYU
cpeactBamu. [ns JOCTMXKEHUSA 3TUX Lenen npousBoauMTenb OOMKEeH paspaboTtaTb u obecneunTb npaBuribHOE
YHKUNOHNPOBaHUE hapMaLEeBTUYECKON CUCTEMbI KadecTBa, KOTOopasd BKMYaeT BbiNONHeHWe TpeboBaHun
HacTtoawmx [lpaBun w© oOcCywecTBNeHNe ynpaeBrneHus puckamy Ans kKadecTtsa. [lpousBogutenb OOMKeH
OOKYMeHTanbHO oopMuTb papMaLeBTUYECKYID CUCTEMY KayecTBa M KOHTpPONUpoBaTb ee 3ddekTnBHOCTb. [ns
(PYHKUMOHNPOBAHMSA BCEX 9MNeMeHTOB (apMaLeBTUYECKONM CUCTEeMbl KayecTBa MpOM3BOAUTENb  OOMKEH
obecneuntb HamuuvMe KBanuUUMPOBAHHOIO MepcoHana, Hagnexawux MnoMelleHun, obopyaoBaHns W
TexHnyecknx cpenctB. OCHOBHbIE MPUHLWMbI YNPaBEHUs Ka4yeCTBOM OpraHu3auuu NpovM3BOACTBA U KOHTPOIS
KayecTBa ¥ ynpaBrieHuUsi puckaMmu s KadecTBa siBNSTCA B3anMOCBA3aHHbIMU.

cbapmau,eBqueCKaﬂ cucTemMa KayecrtBa

6. (1.1) YnpaBneHve ka4eCTBOM kak BCeOObeMmoLee NoHATUE, OXBaTbIBaloLLEee BCE BOMPOCHI, KOTOPLIE MO
OTOENbHOCTM WM B LENOM BIUAIOT Ha KayecTBO NPOAyKUuMKW, MpeactaBnseTr Ccobon COBOKYMHOCTb
OpraHM3auMoHHbIX Mep, HanpaBfeHHbIX Ha obecneyeHne COOTBETCTBUS KavyecTBa NEKAPCTBEHHbIX CPEACTB WX
npegHasHa4yeHuio.

7. (1.2) Hactosiwume lMpaBuna NnpMMEHSAOTCA KO BCEM CTAAUSAM XU3HEHHOIO LIMKNA JIEKapCTBEHHbIX CPeACTB:
NMPOU3BOACTBO JIEKAPCTBEHHbIX MNpenapatoB Ans  KIMHWYECKMX WUCCNEeLOBaHUW, MNEPEHOC TEXHONOoruu,
NPOMbILLIIEHHOE MPOM3BOACTBO, NPEKpaLLeHne NPOM3BOACTBA JIeKapCTBEHHbIX cpeacTB. Mpou3Boautens Bnpase
pacnpocTpaHuTb hapMaLeBTUYECKYI0 CUCTEMY KayecTBa Ha TaKyl CTaguio XXM3HEHHOTO LMKNa feKkapCTBEHHbIX
cpeacTB Kak papmaueBTMyeckasd paspaboTka, YTO CnocoBCTBYeT WMHHOBAUMSAM WM MOCTOAHHOMY YNydllEHWto, a
TaKke YNpoYHEHUI0 CBA3M Mexay dapmaueBTMyYeckon pa3paboTkon 1 Npon3BOACTBOM.

8. (1.3) MNMpwn paspaboTke HOBOW (bapMaLleBTUHECKON CUCTEMbI KA4ECTBa UMM NPU N3MEHEHMMN CYLLLECTBYIOLLIEN
CUCTEMbI HEO6X0AMMO Y4uTbiBaTb OBbEM M CMNOXHOCTb AEATEeNbHOCTU Mnpou3BoauTens. HekoTopble acnekTbl
hapmaLeBTUHECKON CUCTEMbI KayeCTBa MOTyT NPUMEHATHCA K AeATENbHOCTM Npou3BoauTens B LEeNoM, a UHbIE -
TONbKO K ONpedeneHHbIM MNPOU3BOACTBEHHbIM  nnowagkam. [lpu  aToM  3PdPEKTUBHOCTL  BHEOpPeHUs
hapmMaLeBTMHECKON CUCTEMBI KadecTBa OObIYHO AOKa3blBAETCA Ha YPOBHE NMPOU3BOACTBEHHOW NITOLLLALKN.

9. (1.4) dapmaueBTUYeCKass cUCTeMa KadecTBa, MpegHasHadeHHast AN NPOM3BOACTBA J1EKAapPCTBEHHbIX
cpencTB, AOIMKHA rapaHTMpoBaTh, YTO:

a) (i) BbIMYCK NeKapCTBEHHOIO CPEACTBa C COOTBETCTBYHOLUMMM MNOKa3aTensMu KadecTBa [JOCTUraetcs
nocpeacTBoM pa3paboTKW, NNaHMPOBaHWUs, BHELAPEHWS, MOLALAEPXaHUS U HENPEPBLIBHOIO YCOBEPLUEHCTBOBaHUS
CUCTEMB;

©) (ii) 3HaHMA O NekapCTBEHHOM CpeacTBe W Mpouecce ero NPoOM3BOACTBA MPUMEHSIIOTCS Ha MPOTSHKEHUU
BCEX CTafMN XU3HEHHOrO LMKNa;

B) (iii) nekapcTBeHHble cpeacTBa pa3paboTaHbl U nccrnegoBaHbl ¢ y4eToM TpeboBaHun HacTosawmx Npasurm;

r) (iv) onepauum no NPOM3BOACTBY M KOHTPOMO onpedeneHbl 1 COOTBETCTBYIOT TPebOBaHUAM HaCTOSALMUX
MpaBun;

4) (V) OTBETCTBEHHOCTb M 06A3aHHOCTM NepcoHana YeTko onpeaeneHsl;

e) (vi) NpuHATbI Mepbl, obecnedvBatoLiMe MPOU3BOACTBO, MOCTaBKy M MWCMNONb30BaHUE Haanexalmx
NCXOOHOrO CbIpbSA M YNAKOBOYHbLIX MAaTeEPUArioB, @ TaKkKe MPUHSITbI Mepbl MO BbIOOPY M KOHTPOSO NOCTABLUMKOB U
ONsi NPOBEPKMN TOro, YTO Kaxkaasd NocTaBka OCYLLEeCTBIEHA Yepes YTBEPXKAEHHYIO Lienb NOCTaBoOK,;

X) (vii) BHeapeHbl npouecchl, obecrneynBarllne ynpaBreHNe LeATENbHOCTbI0, MepedaBaemMon Anis
BbINOMHEHNS OPYrov opraHM3auum (ynpaBrneHme ayTCOPCUHIOM);

3) (viii) ycTaHOBNEHO M NoagepXuBaeTca MOCTOSIHHOE KOHTPONMMpyeMoe COCTOsiHWE nyTem pas3paboTku u
NCMNonb30BaHUs 3PEMEKTUBHOMO MOHUTOPUHIA M KOHTPOSbHbLIX CUCTEM B OTHOLLUEHUWN 3PHEKTUBHOCTM NpoLecca u
KayecTBa nekapCTBEHHOIO CPeACTBa;

n) (ix) pesynbTaTbl MOHUTOPWHIA NEKAPCTBEHHOIO CPEACTBA M NPOLLECCOB NMPMHUMAKOTCS BO BHUMaHWE npu
BbIMyCKE Cepuu, NPW paccrefoBaHWWM OTKIIOHEHUA W ANS NPUHATUS Mpedynpexgarolmx mep BO msbexaHue
NoTeHUMarnbHbIX OTKITOHEHWI;

K) (x) npoBOAMTCA HEOOXOAMMbLIA KOHTPOMb MPOMEXYTOYHOW MNPOAYKLUMK, KOHTPOMb B npouecce
NPOU3BOACTBA M OCYLLECTBNSAETCA Banvaauus;

n) (xi) ocywecTBnsieTcA MOCTOSHHOE yny4ylleHWe TMOCPeACTBOM BHEOPEHUS YCOBEPLUEHCTBOBAHUNA,
OCHOBaHHbIX Ha akTyalbHbIX 3HAHWUSX NPoLiecca U NPOAYKLUUY;



M) (xii) NpMHUMalOTCs Mepbl A4S NePCNEeKTUBHOW OLEHKN 3aniiaHMpOBaHHbIX M3MEHEHUN U UX YTBEPXKOEHUS
00 BHedpeHus C y4eTOM YBEOOMIIEHWSI W COMMacoBaHMs C  YMOSTHOMOYEHHbIM doedeparbHbIM  OpraHom
MCMONMHUTENbHOW BNacTu, ecnm ato TpebyeTcs;

H) (xiii) NpoBOAMTCA OLEeHKa NPOBEAEHHbIX M3MEHEHUI NOCNe UX BHEAPEHWUS AN NoATBEPXOEHMS TOro, YTo
uenb 3MeHeHu Bbina JOCTUrHYTa U YTO 3TO HE OTPa3UNOCh HEraTUBHO Ha KavyecTBe NPOAYKLUN;

0) (xiv) BO BpeMsi paccrnefoBaHWsl OTKIIOHEHWW, B TOM 4uCNe MNPeanonoXeHurd O Hanumyuuu pedekra
nNpoayKuuM M Opyrux npobnem, NpUMeHSeTCss COOTBETCTBYIOLWMI YPOBEHb aHanu3a OCHOBHbIX MPUYUMH OaHHbLIX
HecooTBETCTBUM. [PUYMHBI MOTYT ObITb ONpeaerneHbl C UCMOMb30BaHMEM MPUHLMNOB YNpaBneHus puckamun Ans
kKadecTtBa. B cnyyae ecnu uCTMHHAs nNpuYMHa HECOOTBETCTBUS HE MOXeT ObiTb onpegeneHa, AOMMKHa ObITb
ycTaHoBMneHa Haubonee BeposiTHas MpuymMHa. B cnyyae ecnv B kavyecTBe MNpuYMHBLI MOA4O3pEBaAETCs WUNn
yCTaHOBMEHa YenoBeyveckas olwmnbKa, Hannyne Takon MPUYMHBbI OOIPKHO ObiTh [OKa3aHo, 4YTobbl rapaHTMpoBaThb
OTCYTCTBME CYLLECTBYIOLUNX NMPOLIECCHBIX, MPOLEaYPHBIX UM CUCTEMHBIX OLWIMOOK Mnn npobnem. Mo pesynbtatam
paccnefoBaHus  ONpedensiTcs W NPeanpuHMMaloTcs  COOTBETCTBYKOLUME  KOppekTupylowue u  (unwm)
npegynpexgawwme pencreud. OPAEKTUBHOCTb TakuUx [OEWCTBUA [OIDKHA MNPOBEPSITbCS U OLEHMBATbCA
npou3BoauTenemM B COOTBETCTBUN C MPUHLMMNAMU yNpaBeHUs puckamu s KavyecTsa;

n) (Xv) BBOA NeKapCTBEHHbIX CPEACTB B rpaXxaaHCkMi OOOpOT A0 BblAaun YNOMHOMOYEHHBLIM FMLIOM
paspelleHnss Ha BbINYCK He [onyckaeTcd. YMNOMHOMOYEHHOE Iuuo  yAOCTOBepsieT, 4YTO Kaxdas cepus
nekapcTBeHHOro cpeactea 6bina npousBegeHa W NPOKOHTPONMPOBaHa B COOTBETCTBUM C TpebosBaHMAMM
perncTpaumMoHHOro gockbe u HactosAwmx Mpasun;

p) (xvi) npeanpuHaTble Mepbl obecneynmBaloT KayeCTBO NIEKapCTBEHHbIX CPEeACTB B TEYEHMe BCero cpoka
rOAHOCTU MPU UX XPaHEeHUN 1 nocneayoLem obpalleHuu;

c) (xvii) nmeeTcsa npouegypa NpoBedEeHMSI CaMOMHCMEKUMM U (Unu) ayauta KavyecTBa, B COOTBETCTBUM C
KOTOPOW pPerynsipHo oLeHnBarTcs 3pHEKTUBHOCTbL U MPUTOAHOCTb dapMaLleBTUHECKON CUCTEMBI Ka4ecTBa.

10. (1.5) PykoBoACTBO HeceT OTBETCTBEHHOCTb 3a Hamnuuve 3ddeKTnBHOM apmaLeBTUYECKON CUCTEMBI
KadecTBa, HeoOXOOUMBIX PecypcoB, a Tawkke 3a TO, 4YTO 00A3aHHOCTW, OTBETCTBEHHOCTb M MOSIHOMOYMSA
onpegerneHbl, OOBEAEHbl OO0 CBeOEHMS Kagoro paboTHMKa W BBINOSHSKTCA BO BCEX MoApasfaeneHusix
npoussoautens. PykoBOACTBO aKTMBHO y4yacTByeT B hapmaueBTUYECKOW CUCTEME KayecTBa, YTO rapaHtupyet
NOAAEPXKKY U 3aUHTEPECOBaHHOCTb MepcoHana Ha BCEX YPOBHSAX M BO BCeX NogpasferieHnsx npoussogutens B
PYHKUMOHNPOBaHMK (hbapmMaLeBTUYECKON CUCTEMbI Ka4eCTBa.

11. (1.6) Heobxogmmo npoBoauTb nepuoguydeckne 0630pbl  PYHKLMOHMPOBaHUSA apmaLeBTUYECKON
CMUCTEMbl KayecTBa C BOBMIEYEHWEM B 3TOT MPOLECC PYKOBOACTBA AN MOCTOSHHOrO yryylleHus MNpoayKumw,
NpOLIECCOB N CaMOW CUCTEMBI.

12. (1.7) ®dapmaueBTMYECKass cuUCTEMa KayecTBa [ODKHA ObiTb  [OKYMEHTanbHO od)opMrieHa.
MpousBoauTenb [OMMKEH YTBEPOUTH PYKOBOACTBO MO KayeCcTBY WM aHamNoOrMYHbIN LOKYMEHT, codepXallui
onuncaHve cUcTeMbl yNpaBrieHNsi KAYeCTBOM, BKITHOYAs OTBETCTBEHHOCTb PYKOBOACTBA.

OpFaHVI3aLI,VIFI npon3BoAcTBa N KOHTPOJ1A KavyecTBa
NeKapCTBEHHbIX CpeacTB

13. (1.8) OpraHusauunss Npou3BoACTBa W KOHTPOMS KavyecTBa NEKapCTBEHHbIX CPEACTB SBNSAETCA 4acTbio
ynpaBfeHnss Ka4eCcTBOM, KOTOpasi rapaHTMpyeT, YTO MPOAYKUMS NOCTOSIHHO MPOM3BOAUTCH U KOHTPONMpyeTcs no
CTaHOapTam Ka4yecTBa, COOTBETCTBYHOLUMM ee nNpedHasHayeHuto, a Takke B COOTBETCTBUM C TpeboBaHMAMMU
perncTpaumMoHHOro OCbe, MPOTOKOMA KMMHUYECKUX NCCregoBaHni U cneundukaumm Ha aTy NPOAYKLMIO.

14. OcHoBHble TpeboBaHUsA HacTosLwmx MNpaBun:

a) (i) Bce nNpon3BOACTBEHHbIE MPOLECCHl OOIMKHbI ObiTb pErnamMeHTUpOoBaHbl, OOMMKHbI CUCTEMATUYECKU
nepecMaTpmMBaTbCA C Y4E€TOM HAKOMMEHHOrO OMbiTa, a Tawkke [OIPkHa MNOATBEPXKAATbCA MX CMOCOBGHOCTb
obecneynBaTb MOCTOSIHHOE MPOWM3BOACTBO fEKAPCTBEHHbLIX CPeAcTB Tpebyemoro kayectBa B COOTBETCTBUM CO
cneundukaumamu;

©) (ii) KpuTUYeckne ctagum NPOM3BOACTBEHHOIO MPOLECCA U CYLLECTBEHHbIE U3MEHEHMS MpoLiecca OOMKHbI
NpovTK Banugauuio;

B) (iii) mOmMKHbI ObITb ObecneyveHbl HeObOXOAMMblE YCNOBUSA ANS BbINOMHEHUS TpeboBaHUM HacTOAWMX
MpaBun, BKAOYas Hanuyme:

Hagnexawum obpa3om 06y4eHHOro nepcoHana, MMeLLero HeobxoAMMYy0 KBanMUKaUmio;

COOTBETCTBYHLLMX NOMELLEHUI 1 NNoLWaneun;

cooTBeTCTBYOWUX 060pyAoBaHMs 1 0BCNyXnBaHWS;

COOTBETCTBYIOLLUX UCXOOHOIO ChIpbs M YNAKOBOYHbLIX MaTepraros;

YTBEPXAEHHBIX NPOLEAYP U UHCTPYKLUIA B COOTBETCTBUM C hapMaLleBTUHECKON CUCTEMOW KA4ecTBa;

COOTBETCTBYIOLLUX YCMOBUIA XPaHEHMS N TPAHCMOPTUPOBKMY;

r) (iv) MHCTPYKUUM ¥ npoueaypbl OOMMKHbI OblTb KOHKPETHBIMU, M3MOXEHbl B MUCbMEHHOW (hopme SACHO U
OLHO3HA4HO;



A) (v) nepcoHan gormkeH ObiTb 00y4eH HagnexalemMy BbINOSIHEHMIO NpoLenyp;

e) (vi) B npouecce nNpouM3BOACTBA [OOIMKHbI COCTaBMATBCS 3anmMcu (PYKOMUCHbIM crnocobom u (nnm) ¢
NPMMEHEHMEM TEXHUYECKUX CPEeACTB), AOKYMEHTanbHO MOATBepXAalowme akTmyeckoe npoBedeHMe 3Tarnos,
TpebyeMbiX YCTaHOBMEHHLIMWU METOAMKAMU U MHCTPYKLMUSIMUK, @ Takke TO, YTO KOJIMYECTBO U Ka4yecTBO MPOAYKUUN
COOTBETCTBYHOT YCTAHOBIEHHLIM HOPMaM;

X) (vii) OTKNOHEeHUa OOMmKHbl 6bITb 0POPMMEHblI AOKYMEHTANbHO M paccnefoBaHbl C Lienblo onpeaeneHus
NMPWYMHBI OTKIOHEHWST U OCYLLIECTBIIEHMSI COOTBETCTBYHOLLMX KOPPEKTUPYIOLLMX U NPeaynpexaatoLmx encTBuin;

3) (viii) mocbe Ha cepuio, BKMOYasa JOKYMEHTALMIO MO peanu3ayunm, JOMMKHO NO3BOMNATE OTCNEXMBATb MOMHYO
NCTOPUIO MPOM3BOACTBA CEPUN, COCTABMNATLCS B MOHATHOM (POPME M XPaHUTBLCH B OCTYMHOW hopMe;

n) (ix) Nnpn peanusauum fnekapCTBEHHbIX CPEeACTB HeOoOXOAMMO CBECTUM K MUHUMYMY BCE PUCKM AMs UX
KadecTBa M y4yuTbiBaTb MpaBuiia OMNTOBOW TOProBMNM JIEKApPCTBEHHbIMW CcpeacTBaMuM AN MeOULMHCKOro
NPUMEHEHNs <*>;

<*> [lpukasd MuHMCTEpPCTBa 34paBOOXPaAHEHUs M couunanbHoro passutusa Poccuinickon depepauumn ot 28
aekabps 2010 r. N 12221 "O6 yrtBepxaeHun [paBun ONTOBOW TOProBNM NEKAapCTBEHHbIMW CPeACcTBaMu Ansi
MeOMLIMHCKOro npumeHeHnsa" (3apermctpupoBaH B MuHuctepcte toctuuumn Poccunckon depepauumn 4 depans
2011 r., peructpaumoHHbin N 19698).

K) (x) gomkHa BbITb OpraHn3oBaHa cucTema OT3biBa MbON cepum NekapcTBEHHbIX CPEACTB 13 obpalleHns;

n) (xi) [OMKHbI paccMaTpuBaTbCs MPETEH3NM B OTHOLUEHWM KayecTBa peanu3oBaHHbIX eKapCTBEHHbIX
cpencTs, paccrnefoBaTbCs NPUYMHBLL AeDEKTOB M MPUHUMATbLCA COOTBETCTBYHOLLME Mepbl Kak B OTHOLLUEHWUU
rnieKkapCTBEHHbIX CPeACTB HeHaanexallero ka4ecTsa, Tak U Ans npegoTepalleHns Nogo0HbIX Cry4aes.

KOHTpOJ'Ib KavyecTtBa

15. (1.9) KoHTponb kauyecTBa Bkro4aeT B cebA oTbop npob, npoBegeHve UCMbiTaHWNA, MPOBEPKM Ha
COoOTBETCTBME TpeboBaHUAM crneumdurkaumi, a Takke npouenypbl opraHv3auuy, OOKYMEHTMPOBaHWS M Bblgauun
paspelleHnss Ha BbiNyck. Llenb KOHTPOMS KkayecTBa 3aknioyaeTcd B HEAONYLWEHUU K WUCMOMb30BaHWIO WMn
peanu3auum MaTepuarnos Unn NPOAYKUMW, HE yOOBMETBOPSAOLWMNX YCTAHOBIIEHHbIM TpeboBaHUAM.

16. OcHoBHble TpeboBaHMA K KOHTPOIIO KavyecTsa:

a) (i) Hannune cooTBETCTBYIOLLMX MOMELLEeHMN U obopyaoBaHus, 0By4eHHOro nepcoHana n yTBePXAEHHbIX
MeToauMk Ans oTbopa npob, KOHTPONS WM WUCMbITAHWMA WCXOQHOIO CbiPpbS W YMaKOBOYHbIX MaTepuarnos,
NMPOMEXYTOYHON, HepacdacoBaHHOW M rOTOBOW MPOAYKUUW, a Takke Npu HeoOXOAUMOCTU ANA MOHWUTOPUHra
YCNOBUI NMPON3BOACTBEHHOW cpeabl B LieNsX BbINONHEHMA HacToAwmx Mpasum;

©) (ii) npoBegeHne oTbopa nNpob® MCXOAHOTO Chbipbsi M YNAKOBOYHLIX MaTepuarnoB, MPOMEXYTOYHOMN,
HepacdacoBaHHOW W TOTOBOW NPOAYKUMM aTTeCTOBaHHbIM MEepcoHanoM B COOTBETCTBUM C MeToAuKamMu,
YTBEPXAEHHBIMU NogpasaeneHemM KOHTPOns KayecTBa;

B) (iii) METOAMKM MCNBITAHWUIA OOMKHbI OblTb BaNMAMPOBAHbI;

r) (iv) coctaBneHve 3anucen (PyKOMUCHbIM CMOCOGOM M (UNK) C MOMOLLLIKD TEXHUYECKUX CpPEeacTB),
OOKYMEHTanbHO MOATBEPXAAalWMX, YTO BCe HeobxoauMmble MeponpusTus no OoTbopy npob, KOHTPOMNK U
MeToAuKaM WUCMbITaHU OeNCTBUTENbHO npoBefeHbl. Bce OTKMoHeHus odopMnsioTcs  [OKYMEHTanbHO W
paccnenyTcs;

A) (v) rotoBas npogykums [OMXHa coaepxatb ¢apmaueBTnyeckme cybcTaHummn, COOTBETCTBYOLLME
perncTpaumMoHHOMY AOCbe MO KaYyeCTBEHHOMY U KONIMYECTBEHHOMY COCTaBy, a Takke MMeTb Tpebyemyto YMCTOoTY,
Haanexallyto ynakoBKy U NpaBuIibHY0 MapKUpOBKY;

e) (vi) 3anucu, oopmrieHHble No pesynbTaTtamMm KOHTPONSA U UCMbITAaHUA UCXOOHOIO ChipbA U YNaKOBOYHbLIX
mMaTepuanoB, NPOMEXYTOYHOW, HepacacoBaHHOW W TFOTOBOW MPOAYKUUW, OOSMKHbI ObiTb COMOCTaBMEHbl C
TpeboBaHuaMK crneundukaumin. OueHka NPOAYKUMM OOSKHA BKMYaTb 0630p M OLEHKY COOTBETCTBYHOLLEN
NPOU3BOACTBEHHOW [OKYMEHTaL N N OLeHKY OTKIOHEHWI OT YCTaHOBIMEHHbLIX NpoLeayp;

X) (vii) HM opHa cepua npoaykuum He MoOxeT ObiTb BBedeHa B rpaxgaHckun obopoT [0 TOro, Kak
YNOSTHOMOYEHHOE NMLO He YAOCTOBEPUT €€ COOTBETCTBUE YCTAHOBIEHHbIM TpeboBaHnsM cornacHo NpunoxeHuio
N 16 k HacTosAwwmm MNpasunawm;

3) (viii) coxpaHeHMe OOCTATOYHOrO KONMMYEeCTBa KOHTPOSIbHbIX 0BPa3sLOB MCXOOHOrO Chbipbsl, YMAKOBOYHbIX
mMaTepuanoB 1 roTOBOW NPOAYKLMMW, KOTOPOE MO3BONUT Npu Heo6XoAMMOCTM NPOBOANTbL UCTbITaHUA B Oyaylwiem B
cootBeTcTBMU C [MpunoxerHvem N 18 k HacToswum MNMpaBunam. O6pasLbl FOTOBOM NPOAYKLUUN AOMKHbI XPaHUTBCS B
OKOHYaTenbHOW yNakoBKe, 3a UcktoveHem obpasLoB 6onblwmnx obbema, Macchbl Unm rabapuTos.

O630p KayecTBa NPOAYKLMK



17. (1.10) [MpomusBoguTeENb [OOIMKEH PErYNSPHO MNPOBOAMTL 0030pbl KayecTBa BCEX MPOM3BEAEHHLIX
nekapCTBEHHbIX MpenapaToB, B TOM 4YWCle NeKapCTBEHHbIX MpenapaToB, U3roTOBNSEMbIX TOMbKO Ha 3JKCMOPT, C
Lenblo NOATBEPKAEHNS NMOCTOSIHCTBA MMEIOLLErocs npouecca, COOTBETCTBUS AENCTBYHOLWNM cneumduKkaunsam Kak
Ha MCXOOHOE Cbipbe, TakK M Ha rOTOBYIO MPOAYKLUMIO, ANS BbISIBNEHUS TEHOEHLMU U YCTaHOBMEHNS BO3MOXHOCTU
ynyylleHusa npoaykumm u npouecca. Takve 0630pbl AOMKHBbI BbITb 0POPMIIEHbI JOKYMEHTANbHO U NPOBOANTLCH,
Kak npaBuIio, eXxerogHo ¢ y4eTom npeablaywmnx o63opos.

18. O630pbl KayecTBa AOMKHbI BKNIOYATb MO KpalHen Mepe cnegytoulee:

a) (i) 0630p UCXOAHOro Chbipbs M YNaKOBOYHbIX MaTepuanos, MCNONb3yeMblX NpuW NPoun3BoACTBE, 0COBEHHO
TeX, KOTOpble MNOMy4YeHbl OT HOBbIX MOCTaBLUMKOB, W OTAENbHbLIA 00630p MNPOCMNEXMBAEMOCTU LIENU MNOCTaBOK
dapmMaLeBTUYECKUX CyDCTaHUMN;

©0) (ii) 0630p KPUTMYECKMX TOYEK KOHTPONS B MpoLecce Npou3BOACTBa M pe3ynbTaTOB KOHTPOMS rOTOBOW
npoayKuUnw;

B) (iii) 0630p BCEX Cepun, KOTOpPblE HE COOTBETCTBOBANM YCTAHOBIEHHbIM crneundukaumsam, 1 pesynbTaToB
COOTBETCTBYHLUUX paccnenoBaHnii;

r) (iv) ob3op BCex CyLEeCTBEHHbIX OTKIMOHEHWW WX HECOOTBETCTBMMN, 0630p CBSA3AHHBIX C HUMM
paccnefoBaHuii, 3(PMEKTUBHOCTN N Pe3ynbTaTUBHOCTU NPEANPUHATBIX KOPPEKTUPYIOLWNX U Npeaynpexgarowmx
DEencTBuUm;

4) (v) 0630p BCeX M3BMEHEHUIN, BHECEHHbIX B MPOLIECCHI NN aHaNUTUYECKNE METOONKMY;

e) (vi) 0630p NogaHHbIX, YTBEPKAEHHbLIX UMM OTKMOHEHHbLIX N3MEHEHUI B PErMCTPaLMOHHOE AOChe, a Takke
0030p M3MEHeHMIN B OCbe Ha NeKkapCTBEHHbIE NpenapaTbl, NpeaHasHavYeHHbIe TOMbKO AN 3KCNopTa;

X) (vii) 0630p pesynbTaToB NPOrPaMmbl MOHUTOPUHIA CTAaBUNBHOCTU U HEBNAroNPUATHLIX TEHOAEHUMN;

3) (viii) ob30p Bcex CBA3aHHbIX C KayeCTBOM MNPOAYKLUMM BO3BPATOB, MPETEH3WA W OT3bIBOB, a TaKke
NPOBEAEHHBIX B 3TO BPEMS paccrnefoBaHuii;

n) (ix) ob3op pocTtaToyHOCTM MOObLIX paHee MpPOBELAEHHbIX KOPPEKTUPYIOLWMX AENCTBMA B OTHOLUEHMU
npousesoacTea unm obopyaoBaHus;

K) (x) 0630p NoCTperncTpaumMoHHbIX 0683aTeNbCTB NPY NONYYEHUN HOBBIX PEMMCTPaLMOHHBIX YOOCTOBEPEHMWN
NN BHECEHUN N3MEHEHWIA B PErMCTPaLUmMOHHOE OOCLE;

n) (xi) coctosiHMe KBanudurkaunm COOTBETCTBYIOLLMX ODOPYOOBaHUS M TEXHUYECKUX CPEACTB, Hanpumep,
CUCTEMbI HarpeBa, BEHTUINAUMM U KOHOMLMOHMPOBAaHNS BO34yXa, CUCTEM CHabXeHns BOOOW, CxXaTbiIMy ra3amu;

M) (xii) ob63op nbbIX AOroBOpPOB, YKasaHHbIX B nNyHkTax 237 - 255 HacTtoswwux [lpaBun, ¢ uenbio
NOATBEMKAEHUS X COOTBETCTBMSA AEMCTBYOWMM TpeboBaHuAM.

19. (1.11) B pamkax hapmaueBTMYECKOM CUCTEMbI Ka4yecTBa NPOU3BOANTENb U HOPUAMYECKOE NULO, HA UMS
KOTOpPOro BblOAHO PEerncrpaLuoHHOe yOOCTOBepeHue (ecrnv OHU SABMSKOTCS pasHbIMU OpraHn3auusammu), SOSKHbI
oueHMBaTb pesynbTaTbl 0030pa KayecTBa NPOAYKUMU W AernaTb BbIBOL O HEOOXOOUMOCTU KOPPEKTUPYHOLUMX W
npegynpexaarLwmx AeACTBUA UNn NpoBeaeHns NOBTOPHOW Banuaauun. JormkHbl ObiTb pa3paboTaHbl npoueaypbl
yNpaBfeHnss M aHanmMsa Taknx OeNcTBUMN; 3(PdEKTUBHOCTE 3TUX Npouedyp Oo/pkHa ObiTb NpoBepeHa npu
NPOBEAEHUN CAMOVHCNEKLMNA.

20. O630pbl ka4yecTBa MOXHO rpynnUpPoBaTh MO BuAam Npoaykuuu (Hanpumep, TBepAble feKkapCTBEHHbIe
OpMbl, KMAKNE TeKkapCTBeHHble (OpMbl, CTepuibHble JleKapCTBEHHbIEe MpenapaTtbl), eCnM 3TO HayyHo
060CHOBaHO.

21. Ecnu topyamyeckoe nuuo, Ha MMs KOTOpPOro BblAaHO perncrpauuoHHoe YAOCTOBEpPEHWe, He ABMseTcH
npoussoguTenemM, Mexay YyKkaszaHHbIM nWUOM W Mpou3BoauTENeM [AOMMKHO ObiTb 3akM4YeHOo cornalleHue,
onpegensioLliee COOTBETCTBYHOLLME 06513aHHOCTM CTOPOH B OTHOLLEHMU cocTaBrneHns ob63opa kadecTsa.

YHpaBneHme puckamMun ona Ka4ecrtea

22. (1.12) YnpaBneHue puckaMmn ang kayecTtsa siBNSETCA CUCTeMaTU3NPOBaHHbIM NPOLLECCOM OLLEHKWN PUCKOB
ONsl Ka4yecTBa JNIeKapCTBEHHOIro CpeAcTBa, UX KOHTPOMs, nepedadn MHpopMmauummn, a Takke o063opa B OTHOLUEHWU
yKa3aHHbIX PUCKOB. OTOT MPOLECC MOXET NPOBOAUTLCSA Kak MEPCNEKTUBHO, TakK N PETPOCMEKTUBHO.

23. (1.13) MpuHUMNbI yNpaBneHUs puckamu Ans KayecTsa:

a) (i) oueHka pUCKOB ANA KayecTBa OCHOBLIBAETCS HA HAYYHbIX 3HAHUAX, OMNbiTe PabOTbl B OTHOLLUEHMU
npouecca 1 B KOHEYHOM CYeTe HanpasrieHa Ha 3alwuTy NauueHTa;

©0) (ii) ypoBeHb ycunuii, doopManmsanmm u JOKyMeHTanbHOro ohopmMIIeHUs NpoLecca ynpaBrieHus puckamm
ONsl KayecTBa COOTBETCTBYET YPOBHIO puCKa.

MEPCOHAI (I'TTABA 2)

MpuHUKMN



24. OpraHuzaumsa n (pyHKLUMOHUPOBaAHME Hafgnexalwen cMcTeMbl oDecrneyeHuns kadecTBa M Hagnexailero
NMpOM3BOACTBA JIEKAPCTBEHHbIX MpenapaToB 3aBUCAT OT JeroBe4yeckoro daktopa. [lo 3Tton npuumHe
npovMsBoguTENb [ONs peleHus BCexX 3adad, 3a KOTopble OH OTBevyaeT, MMeeT [JOoCTaTO4HOEe KOSMYECTBO
KBanuduumpoBaHHoro nepcoHana. Kaxabii paboTHMK 3HAeT M MOHMMaeT CBOM AOJMKHOCTHble 00s3aHHOCTU,
KOTOpble HeobxoouMMO [OKyMeHTanbHO odopMuTb. Becb nepcoHan 3HaeT nonoxeHus Hactosawmx [lpasun,
OTHOCALLUMECHA K ero OeATEenbHOCTM, a TakkKe MPOXOAWUT MepPBUMYHOE U Mocneyloliee HenpepbiBHOe 0Oy4veHue,
BKITOYMAsA MHCTPYKTAX NO BbINOMHEHUIO TUIMEHNYECKMX TpeboBaHu.

O6wwe TpeboBaHus

25. (2.1) Mpoussogutenb AOMKEH MMETb AOCTaTOYHOE KOMMYECTBO MepcoHarna, MMeKLero Heobxoammyto
KBanudukaumio n onbiT paboTbl. Kpyr AOMKHOCTHBIX 0653aHHOCTEN KaXX4oro paboTHMKa He JOImKeH OblTb CAMLLKOM
OBLIMPHBIM, YTOObI UCKITHOYUTL BO3MOXHOCTb BO3HUKHOBEHMS PUCKOB AN Ka4ecTBa NpogyKunm.

26. (2.2) MNponsBoguTenb OOIMKEH NUMETb YETKYH OpraHM3aunoHHY CTPYKTYPY. [JOMmKHOCTHLIE 00513aHHOCTH
pabOTHWMKOB, 3aHUMAIOLLNX OTBETCTBEHHbIE AOMKHOCTU, OOIDKHbI ObiTb M3NOXEHb! B AOMMKHOCTHBIX MHCTPYKLMSIX.
YKa3aHHble paboTHMKN OOMMKHbI 0bnagaTte NOMHOMOYUSAMU, HEOOBXOAMMBIMU ANSA BbINOMHEHUS BO3MOXEHHbIX Ha
HUX PyHKUMA. VX OOMKHOCTHbIE 0083aHHOCTM MOryT OblTb nepefaHbl OPYrMM Ha3HAYeHHbIM 3aMeLLatoLuM
paboTHukam, obnagalowum [OCTAaTOYHbIM - YPOBHEM  kBanudumkaumu. [lpy  onpegeneHnn  AOMKHOCTHbIX
00s13aHHOCTEN nepcoHana npou3BOAUTENb HE JOIDKEH AonyckaTb crydyaeB HeobocCHoBaHHOro AybnupoBaHus
0bsi3aHHOCTEN M (PYyHKUMA pabOTHWMKOB, a TakkKe Ccrny4vaeB, Korga Kakue-nmbo o00siI3aHHOCTW, CBsI3@HHbIE C
BbINONIHEHNEM TpeboBaHUM HacToALwmMX [paBun, Oka3bIBaTCA HE 3aKpeneHHbIMU HU 32 OOHUM 13 pabOTHUKOB.

OTBETCTBEHHbIN nepcoHan

27. (2.3) K oTBeTCTBEHHOMY nNepcoHany OTHOCATCA PYKOBOAUTENb MPOWM3BOACTBA M pPYyKOBOAWUTESb
nogpasgeneHnss  KOHTPOMA  KayecTBa, a TaKkke yMnonHoOMouyeHHoe(ble) nwuuo(a), ecnm  MNOSIHOMOYUS
YNONTHOMOYEHHOrO(bIX) nMua (nvu) He BO3MOXEHbl Ha PyKOBOAUTENS MNPOM3BOACTBA M (Mnn) pykoBoAUTENS
nogpasgeneHns KoHTpons kadectBa. OTBETCTBEHHbIN MEepPCoHan AOMMKeH paboTaTtb, Kak NpaBuio, Ha YCroBMSX
nonHoro paboyero BpemeHn. PykoBoguteny npovM3BOACTBa M NoApasfAeneHnss KOHTPONsA kavyecTBa AOMKHbI ObiTb
HesaBuMCMMbl Apyr OT Adpyra. [Ona npoussBogutenen, SBNAOWUXCA KPYNHbIMM  OpraHusaumsmun, YacTb
obs3aHHOCTEN, NpeaycMoTpeHHbix nyHktamu 30 - 32 HactoAwwmx [lpaswun, gonyckaetcs nepegaBatb OPYrnMm
paboTHMKaM.

28. (2.4) O65a3aHHOCTM YNONTHOMOYEHHOTO NMLA:

a) (a) ymonHoOMo4YeHHOe §nMUO [AOMMKHO MNOATBEPAMUTb, UTO KaxKAash Ccepust NeKkapCTBEHHbIX CPeAacTs,
npoussegeHHas B Poccuiickon Pegepaumun, npousBedeHa W MUCMbiTaHa B COOTBETCTBUM C OEWCTBYHOLUMM
3akoHopaTtenbcTBoM Poccuiickon ®egepauun n TpeboBaHUSIMM permcTpaumoHHOro AOChE;

0) (b) B OTHOWeEHUN nEeKapCTBEHHbIX CPEACTB, BbIMYLIEHHbIX 3a npegenamu Poccunckon denepauun,
YNOSIHOMOYEHHOE NULI0 A0JKHO MOATBEPAMUTD, UTO KaXXaas MMNoOpTMpyeMas cepust NpoayKUMu NpoLuna NpoBepKy B
nopsiake, yctaHosneHHom B Poccuinckon depepaumy;

B) (C) yNONMHOMOYEHHOEe nMUO [JOMMKHO [OKYMEHTanbHO noATBepAwMTb, YTO MpoLecc npou3BoacTBa
OCYLLEeCTBMEH B COOTBETCTBMM C Hactoswmmu [MpaBunamu, a Takke yaoCTOBEpUTb Nepea Bblhaden Kaxgoro
paspelleHnNss Ha BbIMYCK, YTO Kakgas cepusi NMpoAykuum npoussedeHa u (Mnv) ucnbliTaHa B COOTBETCTBUM C
TpeboBaHMAMMN perncTpaumoHHOro 4OChe.

29. Kanudukaumusi ynosiHOMOYEHHOro fnmua AOSKHa COOTBETCTBOBaTb TpeboBaHWAM, YCTaHOBMEHHbLIM
3akoHopaTenbctBoM Poccuickon ®egepaumn.  YNONHOMOYEHHOE NUUO OODKHO COCTOATb B LITaTe
nponssoautens. Ero o6a3aHHOCTM MOryT BbiTb NepefaHbl TOMbKO APYroMy YNONIHOMOYEHHOMY(bIM) nuuy(am).

30. (2.5) OcHoBHble 0693aHHOCTM PYKOBOAUTENS MPOU3BOACTBA:

a) (i) obecneusBaTb NPOM3BOACTBO W XpaHeHMe MpOAYKUMM B COOTBETCTBMM C YTBEPXOEHHON
AOKyMeHTaumen Ansa AOCTUXeHNs HeoOXOAMMOro KavyecTBa;

©) (ii) yTBepxagaTb MHCTPYKUMW, KacawoLmecs Npou3BOACTBEHHbIX onepauun, u obecnevmBatb UX TOYHOE
BbINOMHEHWE;

B) (iii) obecneunBaTb OLEHKY W nognucaHve NPOW3BOACTBEHHbIX 3anucer YNONMHOMOYEHHbIM Ha 3TO
nepcoHanom nepej vux nepegayer B nogpasgeneHne KOHTPONs KavyecTBa;

r) (iv) koHTponupoBaTb paboTy MOAYMHEHHOrO CTPYKTYPHOrO MOAPAa3ferneHusl, cogep)XaHue MoMEeLLeHUNn,
aKcnnyaTaumio n TexHmyeckoe obcnyxunsaHne obopyaoBaHus;

4) (v) obecneuvnBaTb NpoBEAEHNE COOTBETCTBYIOLLEN Banuaaunm;

e) (vi) obecneunBatb npoBegeHne HeoOXOAMMOro NEPBUYHOIO M NOCEAYOLEro HeEMPepbIBHOrO 0byyYeHus
nepcoHana NnoA4YMHEHHOro CTPYKTYPHOro noapasgerneHust.

31. (2.6) OcHOBHble 0683aHHOCTM PYKOBOAUTENSA NOAPA3aeNneHns KOHTPONSA kavyecTsa:



a) (i) opgobpsTb UM OTKINOHATbL MCXOLHOE CbIpbe, YMAKOBOYHbIE MaTepuarbl, a Takke MPOMEXYTOUYHYHO,
HepacdacoBaHHYI0 1 FOTOBYIO MPOOYKLNIO;

0) (ii) oueHMBaTb gOCbE Ha Ceputo;

B) (iii) obecneunBaTb NpoBeaeHNe BCEX HEOOXOAUMbIX UCTbITAHWM;

r) (iv) ytBepxgatbe cneundukaLmm, MHCTPYKUUK No OTOOpY nNpob, MeToabl UCMbITaHUA U Apyrie npouenypbl
MO KOHTPOO Ka4YeCTBa;

A4) (v) yTBepXOeHWe W MOHUTOPUHI WCMONMHUTENEN MO [OroBopaM, YykadaHHbIM B nyHkTax 237 - 255
HacToswmx [Npasun (UCNbITaHWUA MO KOHTPAKTY);

e) (vi) koHTponupoBaTtb pPaboTy MOAYMHEHHOrO CTPYKTYPHOro nogpasieneHuns, coaepXaHue MoMeLLeHURn,
aKcnyaTaumio n TexHmdyeckoe obcnyxuBaHne o6opyaoBaHus;

X) (vii) obecneunBaTb NpoBeAEHNE COOTBETCTBYIOLLEN Banvaaumu;

3) (viii) obecneunBaTb NpoBegeHNEe HEOOXOAMMOro NEPBUYHOIO U MOCMEAYIOLWErO HEMPEPLIBHOIO 0by4yeHns
nepcoHana Nog4YMHEHHOrO CTPYKTYPHOrO NoapasaeneHus.

32. (2.7) PykoBogutenv npon3BoACTBa 1 NOApa3AeneHns KOHTPOs KadecTBa MMeLT obLme nnm CoOBMECTHO
BbINOMHsAeMble 06513aHHOCTUN, OTHOCSLLMECS K KaYeCTBY, KOTOPbIe BKIKOYaKT B ce0S, B YAaCTHOCTU, CneayloLlee:

yTBEpXAeHWe npoueayp v Apyrux 4OKYMEHTOB, BKIHOYas BHECEHUE N3MEHEHUI B HUX;

MOHUTOPWHT 1 KOHTPOIb NPON3BOACTBEHHOW Cpeabl;

KOHTPOIb NPOV3BOACTBEHHOW MIr1eHbI;

Banugauunio nNpoLLeccos;

obyyeHune nepcoHana;

yTBEPXOEHNE N MOHUTOPUHI NMOCTAaBLLMKOB MCXOOHOIO ChIpbS N YMAaKOBOYHbIX MaTepUanos;

YTBEPXKOEHME M MOHUTOPUHI MCMOMHUTENEN NO AOroBopaM, yKasaHHbIM B NyHKTax 237 - 255 HacToawmx
MpaBun (KOHTPaKTHbIV NPON3BOANTESD);

onpefeneHne 1 MOHUTOPWHT YCIIOBUA XpPaHEHUSI UCXOOHOIO CbIpbsl M MPOAYKLUN;

XpaHeHue 3anuvcen;

MOHWUTOPUHI COOTBETCTBMSA TpeboBaHUsIM HacToswux Mpasur;

NPOBEPKY, NCCrefoBaHne n B3ATUE NPo6 B LieNsiX MOHUTOPUHra dhakTopoB, CMOCOBHBIX BMMATL Ha KavyeCcTBO

npoayKLuN.
O6yueHue

33. (2.8) NMpowussogutenb gomkeH obecneuntb 06yyeHne nepcoHana, AOIMKHOCTHbIE 06A3aHHOCTU KOTOPOro
npegnonaratoT npebbiBaHne B NPOM3BOACTBEHHbBIX 30HaX UM KOHTPOSbHbIX NabopaTopusix (BKM4as TeXHNYECKuni
N obcnyxmBawwWwui nepcoHan, a Tawkke paboTHMKOB, NPOBOAALWMX YOOPKYy), a Takke ApYyroro nepcoHana,
AeATeNbHOCTb KOTOPOro MOXET OKa3aTb BMSAHME HA KAa4eCTBO NPOAYKLNM.

34. (2.9) Kpome 0CHOBHOro 00y4eHusl, BKMOYAOLLEro TEOPUO N NPaKTUKY NPUMEHEHUSA HacTosAwmx Mpasun,
BHOBb MPUHATbIE Ha paboTy paboOTHWKM AOMKHBI NPONTK NepBUYHOE 00y4eHne B COOTBETCTBUM C 3aKpenfeHHbIMK
3a HMMK obsasaHHocTAMU. [pou3BoanTeNnb AOMMKEH Takke MpPoOBOAMTL Mocreylowee HenpepbiBHOE 0bOyyeHue
nepcoHana, nepuoauMyeckn oueHWBasd ero npakTudeckylo addektusHocTe. OByuyeHne nepcoHana AOMMKHO
NPOBOAUTBLCH MO y4ebOHbIM MporpaMmaM, yTBepXOEHHbIM COOTBETCTBEHHO PyKOBOAUTENEM Npou3BoacTBa Nnbo
pykoBoauTenem nogpasfaeneHnss KOHTpons kadectsa. [lpousBogutenb o0083aH XpaHWUTb [OKyMEHTauulo O
npoBeaeHun obyyeHus.

35. (2.10) lMepcoHan, paboTawowmn B 30HaX, rge KOHTamMmHauus nNpeactaBnsdeT OnacHOCTb, Hanpumep, B
YACTbIX 30Hax WM B 30Hax paboTbl C BbICOKO aKTMBHBbIMW, TOKCUYHBIMW, WHOUUUPYIOWMMU UK
CeHCMBbUNM3NpyLLMMK BellleCTBaMM, AOSMKEH NMPOVTU cneunanbHoe obyyeHue.

36. (2.11) TMNocetutenu wnuM He npoweawmne obyyeHne pabOTHMKM He [OJPKHbI [OMycKaTbCsl B
NMPOW3BOACTBEHHbIE 30HbI U 30HbI KOHTpOMs KadecTBa. Mpn HEOBXOAMMOCTM MOCEeLUeHNs OaHHbIX 30H yKasaHHble
nMua  JOMXKHbl NpeaBapUTENbHO MPOWTM  MHCTPYKTaX, B YacTHOCTM, MO MpaBunaM fWUYHOW [UIMEeHbl U
MCMONb30BaHMIO 3aLUTHOW ogexabl. 3a 3TMMM NULaMmM AOMMKHO OCYLLECTBNATLCA TWaTenbHoe HabnaeHve.

37. (2.12) MNpn 06y4eHMn OOMKHbI NOAPOOHO PasbACHATLCS U 0BCYXKAATbCHA Kak MpUHLUUMbLI obecnevyeHns
KayecTBa, Tak U BCe Mepbl, yny4lialLmue Ux NnoHMMaHme 1 ocyLecTBrneHune.

'MrneHa nepcoHana

38. (2.13) MNMpounsBoauTenb AomkKeH paspaboTaTb U BHEAPUTEL KOMMIIEKC MEPOMNPUSTUAIA NO NPON3BOLACTBEHHOM
TMrMeHe C y4eTOM OCOOEHHOCTEN KOHKPETHOrO MNPOM3BOACTBA. YKa3aHHbIA KOMMIEKC MEPONPUATUA OOMKEH
cofepXaTtb npoueaypbl, kacawwmecsi cobnogeHns TpeboBaHUM K COCTOSIHUIO 340POBbS, CaHUTAPHbLIX MpaBuI U
TpeboBaHuin Kk opexae nepcoHana. Kaxgbin paboTHMK, OOMKHOCTHblE 00A3aHHOCTM KOTOPOro npegnonaratT
npebbiBaHne B 30Hax NPOM3BOACTBA M 30HAX KOHTPOMSA KadecTBa, AOIPKEH MOHMMaTb M CTpOro cobnogaTtb 3Tu



npouenypbl. PykoBoasLni nepcoHan HeceT OTBETCTBEHHOCTb 3a BbIMOJSIHEHME MEepCOHANoOM NpaBuil NMYHON
MMrMeHbl U opraHM3auunio HeobxogmMmMoro obyyeHus.

39. (2.14) Nnua, npnHMMaemble Ha paboTy, AOMKHbI MPOATU MeaULMHCKMIA ocMoTp. NpounsBoanTens 0b6s3aH
yTBEPOMTL MHCTPYKUMK, obecneumBarolime ero oCcBeJOMMEHHOCTb O COCTOSIHUM 300POBbS MepcoHana, KoTopoe
MOXET MOBMUATH Ha KavyeCcTBO npoaykuun. [locrne nepBMYHOro MEAMLMHCKOrO OCMOTpa AOMKHbI MPOBOAUTHCA
perynsipHele nocrneayoLlime MeauumnHCcKne 0CMOTpbl NepcoHana.

40. (2.15) TlpousBoauTenb [OMKEH MpeanpuHsaTb Mepbl, obecneuvBaoliMe HeaonylwleHve nuy C
WMH(PEKUNOHHBIMY 3a60NeBaHUAMM UNN OTKPLITbIMU MOBPEXAEHUAMU Ha OTKPbITbIX yd4acTkax Tena K Npou3BOACTBY
neKapcTBEHHbIX CpeacTs.

41. (2.16) Jlvua, BXoAgsiluMe B MNPOW3BOACTBEHHbIE 30HbI, [OOIDKHbI HOCWUTb 3alUTHYIO oZexay,
COOTBETCTBYHOLLYIO BbIMOMHAEMbIM B 3TUX 30HaX onepaunsim.

42. (2.17) B npon3BOACTBEHHbLIX 30HAX U 30HAX XpPaHEHUs 3anpeLlarTcs NpMemM NUWK, NUTbe, XXeBaHUE UNn
KypeHue, a Takke XpaHeHue MULEBbIX MPOAYKTOB, HAMUTKOB, TabayHbIX W3AENWMA U JIMYHbIX JIEKapCTBEHHbIX
npenapaToB. He gonyckaeTtcs nobasa AesTenbHOCTb, HapyLlaLwas yCTaHOBNEHHbIE TMrMeHnYeckue TpeboBaHus B
NMPOU3BOACTBEHHBIX U APYrMX MOMELLEHUAX, KOTOpas MOXET OKasaTb OTpuuaTteribHOe BIUAHME Ha KavyecTBO
NpoAYKLNN.

43. (2.18) Heobxoanmo nsberatb HENOCpPeaCTBEHHOrO KOHTaKTa pPyK nepcoHana ¢ OTKPbITOW npoaykuuen, a
TaKke ¢ nobor YacTblo 060PYAOBaHUSA, KOHTAKTUPYIOLLEN C NPOAYKLMEN.

44. (2.19) MNMepcoHan AOMKEH NPONTU MHCTPYKTaXK MO NpaBunam MblTbsi PyK.

45. (2.20) CneuuvanbHble TpeboBaHUS K rMrMeHe nepcoHana, 3aHAToro Ha MpPoM3BOACTBE OCOOLIX rpynn
npoayKuun (HanpumMep, CTepPUNbHbIX NIeKapCTBEHHbIX NpenapaTtoB), oTpaxeHbl B Mpunoxernun N 1 n MpunoxeHun
N 5 k HacTosAwwmMm MNpasunam.

MOMELLEHNA N OBOPYOOBAHWME (ITMABA 3)
MpuHUKMN

46. lNNomeweHns n obopygoBaHMe HeobxodAMMoO pacnonaratb, MPOeKTMpoBaTb, CTPOUTb, OCHAWATb WU
3KcnnyaTMpoBaTb Takum obpas3om, 4YTOObl OHM COOTBETCTBOBANM MPOBOAMMBIM onepauusam. x nnaHnpoBo4vHoe
peLleHNe W KOHCTPYKUMA [OOIDKHbI CBOOUTb K MUHUMYMY PUCK OWKMOOK M obecneymBatb BO3MOXHOCTb
3P PEKTUBHON OUYNCTKM 1 OBCINYKMBAHUSA B LIEMSIX UCKIIOYEHUSI NEPEKPECTHON KOHTaMMHAaLMMW, HAKOMMEHUS MbIn
UNn rpsiav 1 NBbIX HebnaronpuUaTHLIX hakTOPOB ANS KavyecTBa NpoayKUmMK.

MNomelueHns
Obwume TpeboBaHus

47. (3.1) MNpwn ycnoBuu cobniogeHns BCeEX Mep MO 3aluTe NPOM3BOACTBA OKpyKakLlas cpefa NoMeLLeHUi
OOJPKHA NPeACTaBnsATb MUHUMAIbHbBIA PUCK KOHTAMUHALMWM MaTepuanos Unun NpoayKUmu.

48. (3.2) Okcnnyatauusi, NpoBeAeHNE TEXHMYECKOro OOCMYXMBAHUA U PEMOHTA MOMELLEHUN HEe AOSMKHbI
OKkasblBaTb OTPULATENBHOIO BAMSIHUSA Ha KaAvyeCTBO MpPOAyKUMWU. YOopka M Oe3MHMEKLMS MOMELLEHMI OOIDKHbI
NpPOBOAMTBLCHA B COOTBETCTBUM C MOAPOOHBIMU UHCTPYKUUAMU, YTBEPXKAEHHBIMU NPOU3BOAUTENEM.

49. (3.3) OcgelleHne, TemnepaTypa, BMaXHOCTb U BEHTUMAUMS OOJMDKHbI COOTBETCTBOBAaTb Ha3HAYEHMUIO
NMOMELLEHMSI U He oOKasblBaTb MPSIMOMO MMM KOCBEHHOrO HeONnaronpusiTHOro BO3AEWCTBUS HA JeKapCTBEHHble
cpencTBa BO BPeMSs UX NPOM3BOACTBA M XPaHEHMS!, a Takke Ha Hagnexallee yHKLUMOHMPOBaHNE 060pyaoBaHus.

50. (3.4) MNpwn NpoekTUpOBaHMM M IKCNIyaTauMuM MNOMELLEHWA [oMmkHa ObiTb obecnedeHa 3awmTa OT
NPOHMKHOBEHUS B HUX HACEKOMbIX MU XXUBOTHbIX.

51. (3.5) B nomelleHnsa He gonyckalTca nuua, He MMelowue npaea AocTyna B HUX. [Mpou3BoACTBEHHbIE
30Hbl, CKNaAckue 30Hbl M 30Hbl KOHTPOMS KavecTBa He [OOIMPKHbl UCMONb30oBaTbCA AN CKBO3HOMO Mnpoxoaa
nepcoHana, He paboTatoLLEero B HUX.

lMponsBoacTBeHHas 30Ha

52. (3.6) na MuMHUMM3auuK pucka ONSA 300pOBbS NMOAEN BCeACTBUE NMEPEKPECTHOM KOHTaMMHaUMKU npu
NpPOM3BOACTBE HEKOTOPbIX JNIEKAPCTBEHHbLIX MpenapaToB, TakMX Kak CEHCUbUNuanpylowme BellecTBa (Hanpumep,
NEHULMNNNHBLI) UM BUonorMyeckne nekapcTBeHHble npenapatbl (HanpuMep, M3 XMBbIX MWKPOOPraHW3MoB),
Heob6Xxo4MMO NpedycMOTPeTb cneumanbHO npefHasHadeHHble U 060cobeHHble MoMeLleHusl, obopyaoBaHue u
cpencTBa uMx ob6cnyxmBaHus. B ogHUX U Tex e NMOMELLEHUAX He OOMYyCKaeTCcs NMpPou3BOACTBO OTAENbHbIX BMOOB
aHTUOMOTUKOB, ONpedeneHHbIX TOPMOHOB, LIMTOTOKCMHOB, BbICOKO aKTUBHbLIX J€KApCTBEHHbIX CPEeACTB MU
NPOAYKUMN, He ABNAILLENCH NeKapCTBEHHbIMU cpeacTBaMu. B mckniouMTenbHbIX Criydyasx Npou3BOACTBO TaKuX



nekapCTBEHHbIX CPEACTB AOMyCKaeTCs B OOHMX MOMELLEHUSAX NPy pasgerneHny LUMKIToB MPon3BoACTBa N0 BPEMEHU
c cobnogeHemM crneuunanbHbiX Mep NPegoCTOPOXHOCTY U NpoBeAeHeM HEOOX0AMMON Banuaaunm.

53. 3anpelyaeTca NpoM3BOACTBO S40B TEXHWYECKOIO Ha3HAYeHUs, TakUX Kak nectuumabl U repbuuungel, B
NoMeLLEeHMAX, UCMOMNb3yeMblX Ansi NPOU3BOACTBA NeKapCTBEHHbIX CPEACTB.

54. (3.7) MnaHWpoOBOYHbIE peLUEeHUs MNOMELLEHUMN AOMKHbl obecneuynBaTb BbIMNONMHEHUE TpeboBaHMM K
YPOBHIO YMCTOTbI W, MPU HaNMYUM BO3MOXHOCTW, AOMMKHbI COOTBETCTBOBATb JIOMMYECKOM MOCNeaoBaTenbHOCTU
NPOM3BOACTBEHHBIX Onepauui.

55. (3.8) lMnaHMpOBOYHbIE peLleHMs NPOU3BOACTBEHHbIX 30H U BHYTPUMNPOU3BOACTBEHHbIX 30H XpaHEHMUs
OOMMKHbI ob6ecneydnBaTbh NnocrnegoBaTensHOE N NOrMYHOE pasmelleHne obopyaoBaHUsA U MaTepuanos, cBoasLLee K
MUHMMYMY PWUCK NepenyTbiBaHWS Pas3fiUYHbIX FIeKapCTBEHHbIX CPEACTB UMM MX KOMMOHEHTOB, obecneumnBatolliee
OTCYTCTBME MNEPEKPECTHON KOHTaMMHaUWW M CBOAALEE K MUHUMYMY PUCK MpOMycka WM HEeMnpaBWITbHOrO
ocyLecTBneHns noboro atana npu NPoOu3BOACTBE WM KOHTPOTeE.

56. (3.9) B nomelwleHusAx, B KOTOpPbIX WCXOOQHOE Cbipb€ W MEepBUYHbIE YMNAKOBOYHbIE MaTepuansl,
NPOMEXyToYHass wunu HepacdacoBaHHas MPOAYKUMS MOABEPXKEHbl BMMSHWUIO MPOU3BOACTBEHHOW Cpedbl,
BHYTPEHHWE MOBEPXHOCTM (CTEHbI, MOl Y MOTOMKN) AOMKHbI ObiTh rMagkumu, 6e3 wenewn n TpewmH Ha CTbikax, He
OOMMKHbI BblAENATb YacTul, a Takke [OMKHbl nerko u 3@EKTMBHO o4yMwwaTbCa U Npyu HEOBXoAMMOCTU
Ae3nHpuumpoBaThCsl.

57. (3.10) TpybonpoBoapbl, ocBeTUTENbHbIE MPUOOPLI, BEHTUNSALUMOHHbIE YCTAHOBKU W ApYyrMe CUCTEMbI
06CnyXMBaHWSA OOMXKHbI OblTb CNPOEKTMPOBaHbI U PacnofioXeHbl TakuMm obpasom, 4Tobbl He Bbino yrnybneHun,
3aTPYOHAOLWNX UX OYUCTKY. Mpy HaNnn4mMm BO3MOXHOCTM AOCTYN K HUM AN 06CnyXmBaHWUs OOIMKEH ObiTb U3BHE
NPOV3BOACTBEHHbIX 30H.

58. (3.11) To4kn NOOKMIOYEHNST K KaHANM3aUNOHHBIM CTOKaM OOJPKHbI ObiTb COOTBETCTBYHOLLUMX PasMepoB U
obopyaoBaHbl YCTpOMCTBaMU AN npefoTBpalleHns obpaTHoro notoka. lMpu Hanmuum BO3MOXHOCTWU cnegyet
nsderatb OTKPbITBIX CIMBHbIX >enoboB. Ho ecnu cyuwiectByeT HEOOXOOUMOCTb MX UCMOMb30BaHWS, OHW OOJIKHbI
ObITb HErnyboKMMK Ana obneryeHms OUNCTKN U OE3MHEKLNN.

59. (3.12) B npom3BOACTBEHHbIX 30HaX [OOJMKHA WCMNOMb30BaTbCA 3EKTMBHAA CMCTEMA BEHTUIIALUW,
nmeroLLlas cpeacTea Ans KOHTPONA napameTpoB BO3ayxa (BkMovyas TeMmnepaTypy u, rae Heobxogmmo, BNaXHOCTb
1 unbTPaLUmio) B 3aBMCMMOCTU OT BblNyCKaeMOon NPOAYKLMU, BbIMOMHAEMbIX Onepaunii U OKpyxatoLen cpeapl.

60. (3.13) BsBewwuBaHMe WCXOQHOTO Cbipbs, KakK MNpaBuMO, OCYLWECTBASETCA B  OTAENbHOM,
npeaHasHa4YeHHOM Ans 3TOro NOMeLLEHUN.

61. (3.14) B Tex cnyyasix, Korga npoucxogut obpasoBaHue nbinv (Hanpumep, BO Bpems otbopa npob,
B3BELUVBAHUA, CMELUNBAHMWS, MPOU3BOACTBEHHbIX OMepauun, ynakoBKM CyXOr NPOAYKUMN), OOIMKHbI BbITb NPUHATHI
cneumanbHble Mepbl NPEAOCTOPOXHOCTU B LIEeNsX NpeaynpexaeHns nepekpecTHOM KOHTaMuHauum n obnerdeHust
OYUCTKMN.

62. (3.15) NomelLeHnst Anst yNnakoBKW NekapCTBEHHbIX CPEACTB AOMKHbI ObiTh cneumanbsHO CNpoeKTUPOBaHbI
1 pacnosioXeHbl TaknMm 06pa3om, YToObI n3bexatb NnepenyTbiBaHUSA UM NEPEKPECTHOW KOHTaMUHALIMW.

63. (3.16) [lMpon3BoACTBEHHbIE 30HbI AOMMKHbI OblITb XOPOLIO OCBELlEHbl, OCODEHHO B MecTax, rae
NPOBOANTCA NOCTOSHHBIV BU3yanbHbIN KOHTPOJb.

64. (3.17) KoHTponb B npouecce NpoM3BOACTBa MOXHO NPOBOAWUTL B NPOU3BOACTBEHHON 30HE, €CIN 3TO He
CO3[aeT pucka Ans TEXHONOrMYeckoro npowecca.

Cknagckune 30Hbl

65. (3.18) Cknagckune 30HblI JOMKHbI UMETb BMECTUMOCTb, JOCTATOYHYK AN YNOpsiAOYEHHOro XpaHeHus
pasnuuYHbIX KaTeropum MartepuanoB W MNPOAYKUUW: WCXOAHOTO ChipbSl WM YMAKOBOYHbIX MaTepuaros,
NPOMEXYTOYHOWN, HepacdacoBaHHOW W FOTOBOW NPOAYKLUMM, a Takke MpoOyKuuW, HaxoAsencs B KapaHTUHE,
NPOaYKUWUW, pa3peLLlEeHHON Ansi Bbinycka, OTKNOHEHHOW, BO3BPALLEHHOW UM OTO3BAHHOW.

66. (3.19) Npn NPOEKTMPOBAHNM 1 OCHALLEHMUN CKITAACKMX 30H HeobXxoauMo npegycmaTtpuBaTh Hagnexalime
ycnoBus xpaHeHusi. Cknagckme 30Hbl OOMMKHbI ObiTb YMCTBIMM U CYXMMMK, B HUX [AOMKHA MNOAAEPXUBATHCA
Tpebyemass TemnepaTypa. Ecnn TpebywoTca cneumanbHble YCrNOBUS XpaHeHus (Hanpumep, TemnepaTypa,
BNaXXHOCTb), TO HeO6XxoaMMo obecneymBaTb U NPOBEPATL TaKMe YCIOBUS, @ Takke OCYLLECTBNATb UX MOHUTOPWHT.

67. (3.20) B mectax npuemkm M OTIPy3kM [JoImpkHa OblTb obecnedeHa 3awmTa MCXOOHOTO Chipbs,
YMNaKoBOYHbIX MaTepuanoB W MNpoAyKUuUM OT BO3AEWCTBMS MOrOAHbIX YCNOBWA. 30HbI MPUEMKU AOMKHbI OblTb
CMpOEKTMpOBaHbl 1 0b6opyaoBaHbl TakMm 0Opa3oMm, 4TOObI Tapy C MNOCTYNawLWWMMKU WUCXOOHBIM CbIpbEM U
YMNaKkoBOYHBbIMWU MaTepmanamm MoXxHo ObINo oumLaTh Nepes cKinagupoBaHUEM.

68. (3.21) Ecnu pexum kapaHTuHa obecneymBaeTcs XpaHeHWEM MPOAYKLUW B pasferibHbiX 30Hax, TO 3Tu
30Hbl AOMKHbI OblITb 4YeTko o0603HayeHbl, a [OCTYNn B HWX paspelleH TOMbKo MNepcoHany, MWMeRLeMy
COOTBETCTByHOLIME MonHomouuns. Jliobas papyras cuctema, 3aMeHsiiowas uUanyYecknii KapaHTuH, [OIKHa
obecne4ynBaTb IKBMBANEHTHYO 6e30NacHOCTb.



69. (3.22) OT6op NPod MCXOAHOrO Chipbsl M MEPBUYHBIX YNMAKOBOYHbLIX MaTepuarnoB, kak npaBuro, cnegyer
BbINOMHATE B OTAENbHOW 30He. OTO0op Npob, OCYLLIECTBNSEMbIN B 30HE XpaHEHUS, OOIDKEH NPOBOOUTLCA TaKUM
06pa3om, 4ToObI NPeaoTBPaTUTh KOHTAMUHALMIO UMW NEPEKPECTHYH KOHTaMUHALMIO.

70. (3.23) Ansa xpaHeHuns 3abpakoBaHHbIX, 0TO3BaHHbIX UM BO3BPALLEHHbIX UICXOAHOMO ChiPbsi, YNAKOBOYHbIX
MaTepuanos Uy NPOAYKLMU OOMKHbI ObITb NPEgYCMOTPEHbI U30NIMPOBAHHbIE 30HbI.

71. (3.24) BbICOKO aKTMBHbIE BeLLEeCTBa 1 NeKapCTBEHHbIE CPEACTBA, B OTHOLLIEHUN KOTOPbIX HOPMAaTUBHbBIMMA
npasoBbiMy akTamu Poccuiickon ®eagepalmm ycTaHOBMAEHbI CrieLmarnbHble YCNOBUSA XPaHEHNS!, AOMKHbI XPaHUTbCS
B B6e3onacHbIX ¥ 3alUMLLEHHbIX 30HaX.

72. (3.25) HomxHo 6bITb obecneveHo 6e30nacHoe W HaAeXHOEe XpaHeHWe neyaTHbIX YNaKOBOYHbLIX
MaTepuarnoB, Tak Kak OHW CHMTAKOTCA KpUTUYECKMMW Onst obecneyeHns COOTBETCTBUS NIEKApPCTBEHHOIO cpeacTea
yCTaHOBMEHHbIM TpeboBaHMAM.

30HbI KOHTPOJIA Ka4ecCTBa

73. (3.26) JlabopaTopun KOHTPOSS KavyecTBa OOSMKHblI ObITb OTAENEHbl OT MPOM3BOACTBEHHbLIX 30H. JTO
0CcoBGEeHHO BaXHO Ansi nabopaTtopuit MO KOHTPOM OMOMNOMMYECKMX U MUKPOOMOMNOTMYECKUX JEKApPCTBEHHbIX
CPEACTB M pagMoun3oTornoB, KOTOPbIe Takke OOIMKHbI ObITb OTAENEeHbl Apyr OT Apyra.

74. (3.27) KoHTponbHble nabopaTtopuu AOMKHbI ObiTb CNPOEKTUPOBAHbI TakMM 06pa3om, 4YTOObI OHU
COOTBETCTBOBanNM TpeboBaHUSAM K BbIMONMHAEMbIM B Hux pabotam. [Mnowage nabopatopun pgomkHa 6biTb
OOCTaTOYHON NS UCKIMOYEHNsT nepenyThiBaHUSA U NEPEKPECTHOW KOHTaMUHaL MK, a Takke Ans XxpaHeHusa obpasuos
N 3anucen.

75. (3.28) Onsa 4yyBCTBMTENbHBIX NPUOOPOB, HYXOAKOLWMXCS B 3awuTte OT BUOpauMu, 3NEKTPOMarHUTHbIX
nonen, BNaXXHOCTW BO3ayxa W ApYrux YCNOBWUW, OOIMKHbI ObiTb NPpegyCcMOTPEHbl OTAENbHbIE KOMHATbI.

76. (3.29) Ecnn HopmaTMBHBIMU NpaBoOBbIMKU akTamu Poccuiickon ®enepaumm ycTaHOBIEHbI cnieumarnbHble
TpeboBaHMa k nabopaTopusiM, B KOTOPbIX NPOBOAATCA paboTbl CO cneumduyeckumun BeLlecTBamMu, Hanpumep,
G1onorMYeckuMmn NN paguoakTBHLBIMKM MaTepuanamu, Takme TpeboBaHnsa AOMKHbI cobnoaaTbes.

BcrnomoraTternbHble 30HbI

77. (3.30) KomHaTtbl oTabIxa u npyemMa nuLmn JOSKHbI ObITb OTAENEHbI OT APYrUX 30H.

78. (3.31) MNomeLeHna ona nepeofeBaHnst, TyaneTbl U gyllesble KabuHbl JOMMKHbI UMETb YOOOHbIN AOCTYn;
UX MMaHMPOBKA M pa3Mepbl AOMKHbI COOTBETCTBOBATL YNCIIEHHOCTU NepcoHana. He gonyckaetcs, 4ToObl TyaneThbl
HenocpeacTBEHHO cO0bLWanuch ¢ NPON3BOACTBEHHBIMU UNN CKITAACKMMU 30HaAMMU.

79. (3.32) MacTepckue npu HanmM4yMm BO3MOXHOCTW LOIDKHbI ObITb OTAENEHbl OT MPON3BOACTBEHHbLIX 30H. B
Crny4Yae ecrnim XpaHeHue 3anacHblX 4acTell U MHCTPYMEHTOB OCYLLECTBMAETCA B MPOM3BOACTBEHHOW 30HE, OHU
OOIMKHbI coaepXXaTbCs B NPEAYCMOTPEHHbIX ANS 3TOr0 KOMHAaTax Wiy 3anmparoLmnxcs Awmnkax.

80. (3.33) BuBapuu [oOmkHbl OblTb M30NMPOBaHbI OT OPYIMX 30H, MMETb OTAENbHbIA BXOA4 (JOCTyn K
XMBOTHbIM) M OTAENbHbLIE CUCTEMbI BO34YXOMOArOTOBKM.

O6opynoBaHue

81. (3.34) KoHCTpyKuMsi, MOHTaX W MOPAOOK TEXHUYECKOro OobCnyxuMBaHWUS MNPOM3BOACTBEHHOMO
0b0opyaoBaHUA OOMKHBI COOTBETCTBOBATL €r0 HAa3HAYEHUIO.

82. (3.35) PaboTbl NO peMOHTY M TEXHWYECKOMY OOCHyXMBaHUIO 0OOpPYyAOBaHUS HE OOMMKHbI OKa3biBaTb
OTpULaTENBHOTO BANSIHUA HA Ka4eCTBO NPOSYKLNN.

83. (3.36) KoHcTpyKuMa npon3BOACTBEHHOrO 060pyAOBaHUA OOMKHA ObiTb Takol, YTOObI €ro MOXHO Gbino
nerko v TwaTtenbHo ouyunwiatb. OYMCTKY HEOOXOOUMO NPOBOAWUTL B COOTBETCTBUM C NOAPOOHBIMU MHCTPYKLUSIMM,
yTBEPXAEHHbIMU Npoun3BoguTenem. ObopyaoBaHMe JOMKHO COAEPXaTbCs TOMbKO B YACTOM U CYXOM COCTOSIHUW.

84. (3.37) uBeHTapb 1 cpeacTBa Anst YOOPKM U OYUCTKM HE AOIMKHbI OblTb UCTOYHWKAMU KOHTaMUHALNN.

85. (3.38) ObopynoBaHMe AOMKHO BbITb YCTAHOBIEHO TakMM 06pa3om, YToObl He AonycKkaTb BO3HMKHOBEHMWE
Kakoro-nmbo p1cka olwmnBOoK UM KOHTaMUHaLMIO.

86. (3.39) TexHonornyeckoe obopyaoBaHME HE OOIMKHO BIMSATH Ha KA4eCTBO MPOAYKLUW U NpeacTaBnATb
OMacHOCTb 4SS NPoAYKUUKU. YacTn TEXHONOrMYeckoro 06opyaoBaHNst, KOHTAKTUPYOLLME C NPOSYKUMEN, HE OOIDKHbI
BCTyNaTbh C HEN B XMMWYECKYK peakuuto, BbliAenaTb unn abcopbmpoBaTth BELLECTBA, OKa3biBalLMne BIUSHNE Ha
KauyecTBO MPOAYKLMMW.

87. (3.40) ToyHoCTb U pabounii gnanasoH BECOB M APYrMX CPeAcTB U3MEPEHWUA OOMKHbl COOTBETCTBOBATb
NPOU3BOACTBEHHBIM M KOHTPOSbHBIM ONepauusiM, B KOTOPbLIX OHWU UCMOJb3YHOTCS.

88. (3.41) KannbpoBka 1 noBepka BECOB W OPYrUX CPEACTB U3MEPEHWUA, PETMCTPUPYIOLLNX U KOHTPOSIbHbIX
NpMOOPOB AOMKHbI NPOBOANUTLCA C ONpeAerieHHON NepuoguYHOCTBIO COOTBETCTBYIOLMMU MeTogamu. PesynbTaThbl
KanmbpoBKM 1 NOBEPKM JOSMKHbI ObITb AOKYMEHTanbHO 0hOPMIIEHbI U NOANEXaT XpaHEHMIO.



89. (3.42) CtaumnoHapHble TpybonpoBoabl AOMKHBI MMETb MApPKMPOBKY C YKaszaHMEM MPOXOASALMX MO HUM
BELLEeCTB U, ecnv TpebyeTcs, HanpaBneHnsi NOToKa.

90. (3.43) TpybonpoBogbl Ans BOAbl  OYMLIEHHOW, BOAbl ANS MHBbEKUMA (AUCTUNNMPOBaAHHON,
OEVNOHMU3MPOBAHHON) 1 NpK HeobxoanmocTn TpybonpoBoasl ANs APYron BoAbl AOMKHbI NOABEPraTbCsi CAaHNTAPHOM
06paboTke B COOTBETCTBUM C UHCTPYKLUAMU, YTBEPXKAEHHbIMU MPOM3BOAUTENEM, B KOTOPbIX YKa3aHbl npegensbl
MUKPOBHOW KOHTaMUHALMW 1 Mepbl, NPUHUMAEMbIE B Cry4ae UX NPeBbILLEHNS.

91. (3.44) HewucnpaBHoe o6opyaooBaHMe AOMKHO ObiTb yganeHo u3 NPOU3BOACTBEHHOW 30HbI U 30HbI
KOHTPOIS KayecTBa Unun No KpanHen Mepe YeTKO MapKMpOBaHO Kak HEMCNpaBHOE.

OOKYMEHTALUMWA (TTIABA 4)
MpuHUMN

92. [lokymeHTauns cOCTaBnsieT HEOTbEMMEMYIO YacTb hapMaLeBTUYECKON CMCTEMbI Ka4ecTBa U sIBNAETCA
KMOYEBbIM 3NIEMEHTOM OpraHuM3auuM Mpomu3BOACTBA M KOHTPONS KavyecTBa MpOAyKUMM B COOTBETCTBUM C
HacToawmmn [MpaBunamn. B cucteme ynpaBneHMs KaydeCTBOM MPOU3BOAMTENS YETKO YCTaHaBNUBAKTCS
pasnuyHble BUAbl UCMONb3YyeMON AOKYMEHTaL MK 1 HocuTenen nHgopmaumm. [lokyMeHTaLms MOXeT CyLLeCcTBOBaTb
B pasnuuHbiXx ¢opmax, B TOM 4ucne Ha OymaxHOM, 3NEKTPOHHOM WM WMHOM HocuTene. [MaBHOW Uenblo
NPUMEHSIEMO CUCTEMbI JOKYMEHTauuM $BMseTcs COo34aHue, YnpasrieHue, KOHTPOMb W perucrpauunsa Bcew
OEATEeNnbHOCTU, KOTOpasi MOXET HEeNnoCPeACTBEHHO WM OMOCPEAOBaHHO BNUATL Ha BCE acnekTbl KadecTBa
NeKkapcTBeHHbIX cpeacTtB. Cuctema ynpaBneHusi Ka4eCTBOM COLAEPXKMT [JOCTAaTOMHO NoApobHble ykasaHnust Ons
obecneyeHns Hagnexaulero AOKYMEHTanbHOro OogOpPMIIEHMS Pa3fIUYHbIX MPOLIECCOB W OLEHKU KaKuUX-nvbo
HabnogeHun. BT ykasaHMs HanpaeneHbl Ha obllee NoHMMaHue TpeboBaHWW C Lenbio AeMOHCTpauuuM ux
cobnoaeHus.

93. CywwecTBYIOT jBa OCHOBHbIX B/a AOKYMEHTaLMKU: ANS BbINONHeHMs TpeboBaHun HacToAwmx Mpasun, To
€CTb pernamMeHTMpylolas AOKYMEeHTauus, U Ons peructpaumm ux cobniogeHunsi, To ecTb perncrpupytoLlas
OokymeHTaums. [lpousBogutene obecneynmBaeT Haanexaiiee CoCTaBfeHWe yKas3aHHOW [OKyMeHTauum B
3aBMCUMOCTM OT ee BuAaa.

94. MpownssoguTenb OCYLLECTBNSAET KOHTPONb ANns obecnevyeHms TOYHOCTM, LLeNOCTHOCTU, OOCTYMHOCTU U
OAHO3HAYHOCTM OOKYMEHTOB. PernaMmeHTupyroLlmne AOKYMEHTbl OOMKHbI ObITb AOCTYMHbI, TO €CTb 3anucaHbl Unu
3ahUKCUPOBaHbI MHBIM CNOCOBOM Ha TakMx HOCUTENAX MHGOPMAaLMK, AaHHbIE C KOTOPbIX MOTYT ObITh MOMYYEHbI B
YnuTaemon opme, U He JOMKHbI cogepaTb OLNBOK.

Buabl 1OKyMeHTOB

95. OcHoBHOE [oCbe NMPOM3BOACTBEHHOW MOLWAAKM NpeacTtaBnseT cobon LOKYMEHT, B KOTOPOM onucaHa
opraHu3auus Npou3BOACTBA M KOHTPOMSA KayecTBa fleKapCTBEHHbIX CpeACTB B COOTBETCTBUM C TpebGoBaHMAMYU
HacToswmx Mpasun.

96. [Jocbe Ha ceputo npeactaBnsetr cobon AOKYMEHT, OTpPaXKarLLMA NMPOLECC NPOU3BOACTBA Kaxdow cepum
NpoayKuuW, B TOM YMCre Bbiaady paspelleHusl Ha ee BbiMycK, U Bce (hakTopbl, BAUSIOLME HA KA4YeCTBO FOTOBOW
NPOAYKLUN.

97. PernameHTupyoLlasa AOKyMeHTaLMs BKOYaeT B cebs cnenyoLimne Buabl JOKYMEHTOB:

cneumdurkauum - OOKYMEHThI, coaepxalime noapobHble TpeboBaHMSA, KOTOPbIM AOMKHbI COOTBETCTBOBATH
NCXOAHOE Cbipbe, YNaKoBOYHbIE MaTepuanbl 1 NPOAYKLUMS, CMOMb3YIOLLMECS UNK NofyYyaeMble Npy NPON3BOACTBE.
OHu ABRSAOTCA OCHOBOW ANSA OLEHKM Ka4ecTBa JlekapCTBEHHbIX CPeACTB;

NPOMbILLMEHHbIA PerfnaMeHT, TEXHONOTMYECKNe MHCTPYKLUMKM, BKIOYas MHCTPYKUMM NO ynakoBKe, MeTOOUKU
NCMbITAHWI - JOKYMEHTbI, coepxalime nodpobHy MHdopMaumio 060 BCEM MCMOMb3yeMOM WMCXOAHOM CbIpbe,
060opyaoBaHNM U KOMMbIOTEPU3NPOBAHHBIX CUCTEMax (MpW WX HamMyMu), a Takke BCe WHCTPYKUMM Mo
OCYLLECTBMEHNIO TEeXHOMOIMYecknx npoLeccoB, YynakoBke, OTOOpy npob M npoBedeHuo wucnbiTaHui. [oe
NMPUMEHUMO, LOJKHbI ObITb yKa3aHbl BCE TOYKM KOHTPOMS B MpoLEcce NPOM3BOACTBA, a TakkKe MCNofb3yeMble
MPOLLECCHO-aHaNUTUYECKNE TEXHOMNOMMM BMECTE C KPUTEPUSIMU NPUEMIIEMOCTY;

npoueaypbl (Takke MOryT Ha3blBaTbCS MHCTPYKUMSMWU UMM CTaHAApPTHLIMWU OnepauvoHHbIMU Npoueaypamu
(oanee - COI)) - BOKYMEHTbI, COAepXaLime yKkasaHus Nno BbINOJIHEHMIO ONpeaerieHHbIX onepawumi;

NPOTOKOMbI (MNaHbl) - OOKYMEHTbI, coAepXallMe ykasaHusi Mo MNPOBEAEHUD WM PEerncTpaumm OTAEeNbHbIX
onepauun (Hanpumep, NPOTOKOM BanugauMm, OCHOBHOM NnaH Banugauun);

[AOroBOpbI - COrMalleHus, 3akmioYeHHble Mexdy 3akasdvMkaMu W UCMOMHUTENSAMU OTHOCUTENbHO pabor,
KOTOpbI€ BbIMOMHAIOTCA CTOPOHHUMMW OpraHnM3aumnsMm (ayTCOPCUHT).

98. Pervctpupyowasa OokymeHTauus (3anucyu un (unm) oT4yeTbl) BKOYaeT B cebsa crepylolme Buabl
[OKYMEHTOB:



3an1cu - JOKYMeHTbI, (PUKCHPYIOLLME BbINOIHEHNE Pa3fMYHbIX JENCTBUN AN AoKa3aTenbCTBa COOTBETCTBUS
WHCTPYKUMAM, Hanpumep, MeponpusaTuii, NpouCLLIECTBUA, paccrnegoBaHnin. B OTHOLWEHMM cepun 3anmcu SOMKHbI
cofepXaTb UCTOPUIO KaXKOOW cepumn NpoAdyKuMu, BKIoYas ee peanusauuio. 3annucu cogepxart UCXogHble AaHHble,
ucnonb3yemble And opMmmpoBaHna apyrux 3anucen. B cnyvyae ecnm 3anucu BegyTcsl B 9MNEKTPOHHOW bopme,
nonb3oBatenyn nporpaMmMHOro obecneyeHus, Ha KOTOPbIX BO3NOXEHa OTBETCTBEHHOCTb 3a BeAeHMe TaKux
3anucen, OOMKHbI ONpeaensaTb, Kakne AaHHble HeobXOAMMO MCMoNnb30BaTh B KayecTBe UCXOAHbIX. B kauvecTtse
WCXOAHbIX AOMKHbl ObITb OTPaXKeHbl, NO KpanHen mepe, BCE AaHHble, Ha KOTOPbIX OCHOBBLIBAKTCA peLUeHus Mo
KayecTBy;

OOKYMEHTbl, MOATBepXaalllue KavyecTBO (nacnoprta, aHanuTuyeckue nUCTKWM, U UHble aHanornyHble
OOKYMEHTBI), - JOKYMEHTbI, codepxallme pestoMe pes3ynbTaToB UCMbITaHMI 06pasuoB NPOAYKLMU UM NCXOOHOrO
CbIpbS M YNaKOBOYHbIX MaTepuasnoB BMECTE C OLEHKOW COOTBETCTBUS YCTaHOBIEHHON cneuundukaumn. B cnydae
ecnvM npu npOV3BOACTBE CEpwUM WCMONb3yeTcs MnpoueccHo-aHanuTudeckas TtexHororms (MAT), To oueHka
COOTBETCTBMS cepun TpeboBaHMAM perncTpaunoHHOrO JOCbE MOXET OblTb OCHOBaHa (LEeNIMKOM WMin YacTUYHO) Ha
aHanu3e [aHHbIX, NapaMeTpoB W pe3ynbTaToB, MOMyYEHHbIX B pearnibHOM BpemeHu (pe3tome K oTyeTbl 06
OTKITOHEHUSIX);

OTYETbl - AOKYMEHTbI, CONPOBOXAAOLLUNE BbINOMHEHNE KOHKPETHbIX 3aaHuN, NPOEKTOB UMM paccneaoBaHUn
N oTpaxarLme pesynbTaThl, BblBOAbI 1 pEKOMeHaauunn.

MogroToBka n KOHTPOIb AOKYMEeHTalun

99. (4.1) MNpowusBoanTenb OomkeH paspaboTaTb BCe BMAbl OOKYMEHTOB M obecneunTtb Mx cobniogeHue.
TpeboBaHUSA NPUMEHSIIOTCS B paBHOW Mepe KO BCeM Tunam Hocutenen uHdgopmauun. KomnnekcHaa cuctema
OOMKHa OblTb MOHATHOW, Hagnexawum obpas3oM [OKYMEHTaNbHO OQOPMIIEHHOW W BanuAMpPOBAHHOW, U B
OTHOLUEHMWN Hee OOMKeH ObiTb YCTAHOBIEH AOCTATOYHbIA KOHTPOSb. HekoTopble AOKYMEHTbI (MHCTPYKUUK U (M)
3anmcu) MoryT ObiTb CMELLaHHbIMKU MO opMe, TO €CTb YacTb JOKYMEHTA MOXET CyLeCTBOBaTb B 3/IEKTPOHHOM
BMAE, a Apyras 4yacTb - Ha BymaxHoM HocuTene. B3aanmocBa3n 1 Mepbl MO KOHTPOSO B OTHOLUEHUN OPUTMHAIOB
OOKYMEHTOB, Y4E€THbIX KONUIN, 00paboTKmM AaHHbIX N 3anncen A0MKHbl ObITb YETKO M3MNOXEHbI Kak AN CMELLaHHbIX
no cdopme, Tak U Ans ogHOPOAHbIX N0 dOpMe CUCTEM OOKYMeHTauuu. YYeT KOMUIM OCYLLEeCTBIAeTCs B nopsgke,
onpegensemomMm npoussoauTenem. [omkHbl OblTb BHeAPEHbI COOTBETCTBYIOLLME KOHTPOMbHbIE MEPONPUATUS B
OTHOLLEHMM SMNEKTPOHHbIX [OKYMEHTOB, TakuMX Kak LabroHbl, (OopMbl U MNEpBUYHbIE AOKYMEHTbI. [JOMmKHbI
NPOBOAUTLCS COOTBETCTBYHOLUME KOHTPOMbHbIE MeponpuaTus ansa obecneyeHms LEnoCTHOCTM 3anucen B TedeHne
CpoKa XpaHeHus.

100. (4.2) OomkeH GbITb yCTAHOBMNEH NOPSAOK pa3paboTkv, opopMIeHNs:, Bbligaum, U3bATUS OOKYMEHTOB U
BHECEHNS B HUX U3MeHEeHWW. [JOKyMEHTbl JOMKHbl COOTBETCTBOBATb TPeOOBaHUSIM pPErncTpauuoHHOro Oochbe, a
Takke [OKYMEeHTaM, MnoJaBaemMbiM N9 MONyYeHUs JIMLEH3MU Ha MPOU3BOACTBO FEKApPCTBEHHbIX CPeacTB.
BocnpoussegeHne OpuUrmHanbHbIX OOKYMEHTOB C LIEMbi MOJTyYEHUS YYETHbIX KOMWUIA He OOJPKHO MPUBOAUTL K
BO3HWKHOBEHWIO KakuUX-Nnbo oLMBOK Npy KOMMPOBaHWUN.

101. (4.3) PernameHTupytolne OOKYMEHTbI YTBEPXKOAOTCA M MOANMUCLIBAKOTCA NULAMWU, UMEOLLUMK MpaBo
nognucwu, ¢ ykasaHnem gatel. CogepxaHue JOKYMEHTOB AOIMDKHO ObiTb OAHO3HAYHbLIM. [JOKYMEHTbl AOMMKHBI UMETb
YHUMKanbHy0 naeHTndukaumio. Heobxoanmo ycraHaBnvMBaTb CPOK OENCTBUSA AOKYMEHTOB.

102. (4.4) PernameHTMpylOLMe OOKYMEHTbl [OIDKHbI MMETb JIOTUMYHYI0 CTPYKTYpY, obecneumBatoLlyto
nNpocToTy ux npoBepkn. CTunb W3NOXEHUs [OOKYMEHTOB [AOfKEeH COOTBETCTBOBATb MX Mpeanonaraemomy
NCMOMb30BaHuIo.

103. (4.5) [dokymMeHTbl [OOJDKHbI PEerynsipHO MNepecMaTpuBaTbCs W akTyanuamMpoBaTbCs, HeobXxooumo
WCKMIOYNTb UCMONb30BaHMe yCcTapeBLUMX BEPCUMA.

104. (4.6) [dokymeHTbl He pekomeHOyeTcs o0dOpMNATbL B pyKonucHoM Buae. Ecnv B OoKymeHTe
NpeaycMOTPEHO PYKOMUCHOE BHECEHME AaHHbIX, TO 4118 3TOr0 JOJPKHO ObITb JOCTATOYHO MecTa.

I'Ipanu'la Haanexauwlero JOKyMeHTallbHOro O(*)OpMJ'IeHVIFI

105. (4.7) BHeceHue pyKOMUCHbIX AaHHbLIX OOMKHO BbIMOMHATLCA YeTKO, pa3bopunBo M Takum obpasom,
4YTOObI BHECEHHbIE AaHHbIEe HeMnb3s ObINo yaanuTh.

106. (4.8) 3anvcu crnegyeT BECTU MPU BbIMONTHEHWUM KaXKAOro AENCTBUS M TakMM 06pasoM, YTOObl MOXHO
ObINo NpocneanTb BCKO 3HAUYMMYO AeATenbHOCTb, KacatoLLyoCcs MPON3BOACTBa JIeKapCTBEHHbIX CPEACTB.

107. (4.9) JTio6oe n3meHeHne, BHOCUMOE B LOKYMEHT, MoAnucbiBaeTcsl n gatnpyertcd. lameHeHne OOMmKHO
AaBaTb BO3MOXHOCTb MNPOYTEHWS MNepBOHaYanbHOW wHdopmaumu. e npuMeHuMMo, JofkHa OblTb ykasaHa
npuYMHa N3MEHeHUs.

XpaHeHme OOKYMEeHTOB



108. (4.10) Heobxogumo 4eTKO oOnNpeaennTb, KakMe 3anMch OTHOCATCA K KOHKPETHOMY  BUAy
NPOU3BOACTBEHHOW OEATENbHOCTU U e OHM HaxodsTcs. Heobxoammo npegycMoTpeTb Mepbl KOHTPOIS, KOTOpble
obecneynBatoT LENOCTHOCTb 3anucen Ha NPOTSKEHWM BCEro Cpoka UX XpaHeHwus. MNMpu HeobxogumocTu 3TM Mepbl
OOIKHbI ObITb BAaNMAMPOBaHbI.

109. (4.11) OcobGble TpeboBaHWSA BbIABUralOTCA K AOKYMEHTaLMU Ha Ceputo, KOTOPYHO crieayeT XpaHwuTb B
Te4YeHne OAHOro roga Mnocrie OKOHYaHUs cpoka rogHOCTM 3TOW CEepun MNM He MeHee NATU NeT MNocre OLEHKU
COOTBETCTBMS CEPUM YNONTHOMOYEHHBLIM MULIOM (B 3aBMCUMOCTU OT TOrO, Kakon CpokK AonbLue). [Ana nekapcTBeHHbIX
npenapaToB, NpeAHa3Ha4YeHHbIX 1S KMMHUYECKUX UCCnefoBaHui, JOKYMEHTaUUI0 Ha ceputo cnegyeT XpaHuTb He
MeHee NATWU NeT NMocne 3aBepLUeHNs UNu npekpaweHns KINUHUYECKMX UccrefoBaHuii, B KOTOPbIX UCMONb30Banm
3Ty cepwmio.

110. (4.12) Ons gpyrMx BUAOB OKYMEHTALMN CPOK XPaHEHWsT 3aBUCUT OT BMAOB OEATENBHOCTU, KOTOPYHO 3Ta
OOKyMeHTaums conpoBoxaaeT. KpuTuyeckylo [OOKyMeHTauuu, BKOYasi WCXoAHble [aHHble (Hanpumep,
Kacalmowmecs BanugauuMm WnM CTaburbHOCTM), MNOATBEPXKAALWME MHGPOPMaLMI0 PErncTpaLmMoHHOro Aochbe,
HeoOX0AMMO XpaHUTb Ha MPOTSKEHUN CpoOKa [OENCTBUS PErMcTpaumMOHHOrO yaocToBepeHus. [onyckaetcs
YHUYTOXaTb OnpedeneHHyl OOKYMeHTauul (HanpuMMep, WCXOAHble AaHHble, COMpoBOXZalwme OT4eTbl Mo
Banuaaumm wunu ctabuneHOCTM), ecnv [AaHHble OblnM 3aMeHeHbl MOMHbIM KOMMMEKTOM HOBbIX [aHHbIX.
O6ocHoBaHWe TakMx OENCTBUA AOMKHO ObITb OhOPMIIEHO AOKYMeHTanbHO. [1pn 3TOM HeobxoauMO y4yMTbIBaTb
TpeboBaHMA K XpaHEHVI0 OOKYMEHTauuM Ha cepuio, Hanpumep, B Cryvyae AaHHbIX MO Banugaumu npoecca
COMpPOBOXAatoLLMe UCXOOHbIE AaHHbIE CeayeT XpaHUTb, NO KpanHen Mepe, Takoe e BPeMs, Kak U JOKyMEeHTaLuo
Ha BCe cepun, Ons KOTOpbIX paspelleHne Ha BbINyCK MNOATBEMKAEHO AaHHbIMKM 3TUX BanuOauWOHHbIX
nccrnegoBaHum.

Cneundmkauunn

111. (4.13) MNpounsBoanTenb JOMKEH MMETb COOTBETCTBYHOLLMM 00pa3oM yTBEPXKAEHHbIE cneundukauum Ha
NCXOAHOE Chbipbe, YNaKoBOYHbIE MaTepuarbl U FOTOBYH NPOAYKLMIO C YKa3aHUEM OaTbl YTBEPXKAEHMS.

Cneundmkaumm Ha UCXOAHOE Cbipbe M YNakoBOYHbIE MaTepuarnsi

112. (4.14) Cneuundmkaumm Ha MCXOQHOE CbIPb€ W YNAKOBOYHbIE MaTepuanbl AOMXHbl copaepxaTtb (unm
OOMKHbI MPUBOAMTBLCS COOTBETCTBYHOLLME CChINKN, TAE NMPUMEHNMO) criegyloLlee:

a) (a) onMcaHue NCXOAHOrO Cbipbs UMK YNakoBOYHbIX MaTEPUanos, BKIOYatoLLee:

HaMMeHOBaHVe 1 BHYTPEHHWI KOA (Npy HeobXxoamMMocCTw);

CCbIfIKY Ha dhapMaKkonenHy CTaTblo, HOPMAaTUBHYIO LOKYMEHTaLUMo U HOPMAaTUBHBIN JOKYMEHT;

HaMMeHOBaHVMe YTBEPKAEHHbIX MOCTaBLUMKOB W NPOM3BOAWUTENS WMCXOAHOMO CbipbS UMM YNAKOBOYHbLIX
martepvanos;

obpaseL, NevyaTHbIX MaTepuarnos;

©) (b) MHCTpYKLMKM NO oTBOPY NPOO M NPOBEAEHMIO UCTLITAHUN;

B) (C) Ka4eCTBEHHbIE U KOMNMMYECTBEHHbIE XapaKTePUCTUKN C yKadaHueM npegenbHbIX 3Ha4YeHUI;

r) (d) ycnoBusa xpaHeHUst 1 Mepbl NPeA0CTOPOXHOCTY;

A) (e) cpok rogHoCTw.

Cneumndukaumm Ha NPOMEXYTOUYHYIO U HepacdacoBaHHY NPOOYKLMIO

113. (4.15) Cneundmrkaumm Ha NPOMEXYTOYHYIO U HepacacoBaHHY NPOAYKLMIO AOMMKHbI ObITb B HANUYUN
npu ee npvobpeTeHnn unu oTrpysKe U Npu UCNOMb30BaHUM AAHHLIX O MPOMEXYTOYHOW MPOAYKLMM MPWU OLIEHKe
KayecTBa roToBON NPOAYKUMM. DTW cneundukaumn AOmKHbl ObiTb aHanormyHel cneuudukaumnsam, COoTBETCTBEHHO
nmMbo Ha NCXOAHOE Cbipbe, NMMBO0 Ha roTOBYH MPOAYKLMIO.

CneumndmkaLmmn Ha roToByt NPOAYKLUMIO

114. (4.16) Cneumdukaumm Ha roToByo NMPOAYKLMIO AOSMKHbI COAEPXKaTb CreayoLlme AaHHbIe:

a) (a) HaMMeHoBaHMe NeKkapCTBEHHOIO CPeACTBa M Kog (Mpy HeOBX0AMMOCTH);

0) (b) cocTaB neKkapCTBEHHOro CpeacTBa WIM CCbIIKY Ha COOTBETCTBYHOLLYIO hapMakOMenHyr CcTaTbio,
HOPMaTUBHYIO JOKYMEHTAaLMIO UM HOPMaTUBHbIV JAOKYMEHT;

B) (C) onvcaHne nekapCTBEHHON hopMbl M NOAPOOHbIE CBEAEHUSA 00 YNaKOBKE;

r) (d) HCTpyKuMK No oTOopy NPOO 1 NPOBEAEHNIO UCTIbITAHWIA;

A) (e) Ka4eCTBEHHbIe U KONMYECTBEHHbIE XapaKTePUCTUKM C yKasaHneM A0NYCTUMbIX NpeaefbHbIX 3HaYeHWN;

e) (f) ycnosusa xpaHeHus 1 Mepbl NPeAO0CTOPOXHOCTM NPU MCNONb30BaHUK (rae NPUMEHNMO);

X) (g) cpok roaHoCTW.



MpPOMBILLEHHBIV PETNIAMEHT Y TEXHOOTMYECKNE UHCTPYKLMA

115. Ha kaxxgoe npou3BoaMMOE NeKapCTBEHHOE CPeACTBO U KaXAbll 06bem cepun Heobxooumo UMeETb
MPOMbILLIEHHBIA  PErnamMeHT, YTBEPXKAEHHbLIA pPYKOBOAMTENEM MPOU3BOAUTENS JIEKAPCTBEHHLIX CpeacTs, U
TEXHOMNOrMYEeCcKMe NHCTPYKLNN.

116. (4.17) MNpombIWNEHHbI pernaMmeHT BKNoYaeT B cebs nepeyeHb MCNOMb3yeMbiX hapMaLeBTUHECKMX
cybCcTaHuuiA 1 BCrioMoraTesbHbIX BELLEeCTB C yKa3aHMeM KONUYEeCTBa KaX[4oro U3 Hux, AaHHble 06 Ucrnonb3yemMom
obopynoBaHuKM, OnucaHue TEXHONOrMYeckoro npouecca M MeTOAOB KOHTPONsA Ha BCex dTanax npov3BoAcTBa
nekapcTBeHHbIx cpeacTtB. Obume TpeboBaHUS K CTPYKTYpe M MHble TpeboBaHMsA K COOEpPKaHUI0 MPOMbILLIIEHHbIX
perrnamMeHTOB YyCTaHOBMIEHbI COOTBETCTBYIOLLMMM HOPMAaTUBHbLIMW MpaBoBbIMM akTamu Poccuickon ®eaepauun.

117. (4.18) TexHoMnorM4yeckne NHCTPYKLMM BKIOYALOT B cebs:

a) (a) QaHHbIe O MecCTe OCYLLEeCTBEHNs npouecca n 06 OCHOBHOM 06OpyAOBaHWW, KOTOPOE OOJIKHO Mpuv
3TOM MCNONb30BaTLCS;

0) (b) meToabl uUnNKU CCbINIKM Ha MEeToAbl, KOTOpble WCMOMb3YyTCA ANS NOATrOTOBKU MPOM3BOACTBEHHOMO
obopynoBaHusa (Hanpumep, O4UCTKa, MOHTaX, kKanMbpoBkKa, cTepunm3aLms);

B) (C) MHCTPYKUMM MO npoBepke Toro, 4yto obopygoBaHve n pabovyee MeCTo CBOOOAHbI OT NpeabiayLlen
NPOAYKUUW, HEHYXHbIX Arsi 3anfaHMpoBaHHOrO npouecca OOKYMEHTOB M MaTepuanoB, a Takke Mo npoBepke
YNCTOTbl OBOPYAOBAHUSI U €r0 FOTOBHOCTU K CNEAYHOLLIEMY NPOLIECCY;

r) (d) nogpobHoe onucaHue Kaxgoro AencTBusA (Hanpumep, NpPOBEpKU maTepuanos, NpeaBapuTErbHON
06paboTkn, nopsiaka 3arpy3ku Cbipbs, KPUTUHECKUX NapameTpoB npolecca (Bpems, Temneparypa);

4) (e) MHCTpyKuMM No BmOam KOHTPONS B MpoOLiecce MPOM3BOACTBA C yKasaHWEM OOMyCTMMbIX Npeaenos
KOHTpONMMpyeMbIX NapameTpoB;

e) (f) TpeboBaHusa Kk xpaHeHno HepacdacoBaHHOW NPOAYKUUK, BKMOYas Tapy, MapKMpoBKY U crieyunanbHble
YCINOBUSA XpaHeHwus, rae ato TpebyeTcs;

X) (g) cneumnaneHble Mepbl NPEAOCTOPOXHOCTH.

MHCTpyKUMM No ynakoBke

118. (4.19) [nsa kaxgoro nekapcTBEHHOro CPeAcTBa, pasMepa M Tvna ynakoBKM AOMKHbI ObiTb yTBEPXKAEHbI
MHCTPYKLUM NO YNaKoBKe, BKIOYAIOLLME CNeayoLLMe CBEAEHNSI UMW CCbISTKU Ha HUX:

a) (a) HaumeHoBaHWe NeKapCTBEHHOro npenaparta, BKIoYas HoOMep cepumn HepacacoBaHHOW NPOAYKLMN U
rOTOBOW NPOJYKLMU;

©) (b) onncaxue ero nekapcTBeHHON hOPMbI 1 AO3MPOBKK (rAe NPUMEHMMO);

B) (C) KONNYECTBO NeKapCTBEHHOro CPEACTBa B OKOHYATENbHON YNakoBKe, BbipaXXeHHOe B LUTYKax, eAMHMLax
maccbl unum obbema;

r) (d) nonHbI NepeyveHb BCeX HEOOXOAMMbIX YNAKOBOYHbIX MaTepuanos, BKMYas UX KONMYECTBO, pa3Mepsl
M TUMbI C yKas3aHWeM Koda Unn Homepa, OTHOCALLMXCA K creumndukaumaM Ha Kaxablil ynakoBOYHbIN MaTepuman;

A) (e) roe npumeHMMo, obpasel, MnM KOMWIO COOTBETCTBYIOLUMX MeyvaTHbIX YNakoBOYHbLIX MaTtepuanos wu
ob6pasubl, yka3sbiBaloLme Ha MECTO HaHECEHMS HOMepa Cepyn U CPOKa roAHOCTU NPOSYKLUNM;

e) (f) ykasaHust N0 npoBepke OYUCTKU MCMonb3yeMoro obopyaoBaHus n pabodero mMecta oT npeabigyLen
NpoAyKUUW, JOKYMEHTOB UMM MaTeEpMUaroB, KOTopble He TpebyTca ANnst NPOBEAEHMS 3aniaHUPOBaHHbIX onepauuii
Mo ynakoBKe (YMCTOTa NINHMM), a TaKKe YNCTOTbl U FOTOBHOCTU AaHHOIO 060pya0BaHUS K NCMOMb30BaHMIO;

X) (g) Mepbl MpPeaoCTOPOXHOCTW, BKMOYasd TLlATeNbHY MNPOBEPKY 30Hbl YMakoBkuM M obopygoBaHus,
rapaHTUpyloLLmMe O4YMCTKY YNakoBOYHOM NNUHUK Nepes Havanom paboTsl;

3) (h) onncaHne npouecca ynakoBKW, BKOYasi BCe BaXKHble BCMOMOraTenbHble onepauun 1 UCronb3yemoe
obopynoBaHue;

n) (i) onucaHue KOHTpOMs B npouecce MPOM3BOACTBA C YykasaHWsaMM Mo OTbopy npo6 v AoNyCTUMbIX
npeaenos.

Hocbke Ha ceputo
119. [Jocbe Ha cepuio COAepXuUT 3anucu No NPou3BOACTBY CEpuM, 3anncu Mo yrnakoBKe cepun u apyrue
OOKYMEeHTbI, noareepXxaarwuiye nponssoAcTBO cepun B COOTBETCTBUM C HACTOALLMMMU I'IpanmaMM, a TakKkxke

OOKYMEHTbI AnA peann3aunmn cepuun.

3anuncum no npon3BoACTBY cepun



120. (4.20) Ha kaxayo Npov3BEOEeHHYH CEeputo AOSMKHbI COXPaHATBLCS 3anvMcy Mo MPOU3BOACTBY CEPUMN,
KOTOpble OCHOBbLIBAlOTCS Ha MPOMBILWMEHHbBIX perfiaMeHTax M TEeXHOMOrMYECKUX MHCTPYKUMSX U cogepxat
crnegywoLyo MHopMaLumio:

a) (a) HaMMeHOBaHWe N HOMep Cepun NPOaYKLU MU,

©6) (b) pmatbl 1M Bpems Havana W 3aBeplleHUs TEXHOMOrM4yecKoro nmnpouecca, a TakkKe OCHOBHbIX
NPOMEXYTOYHbIX CTaaun;

B) (C) dphamunuio(M) U nMHMUMansLl onepatopa(oB) KaXK4oOW OCHOBHOW TEXHONOMMYecKon onepauuv u, npu
HeobXx0AMMOCTH, NnUa, NPOBEPUBLLETO KaXAY0 U3 3TUX onepauuni;

r) (d) Homep cepum n (UNU) HOMEpP aHANUTUYECKOTO KOHTPONHA, a Takke (aKTUYeCKnm OTBeELLUEHHOEe
KONMMYEeCTBO MCXOOHOrO Chipbs KakAoro BuAaa (BKMYasi HOMep cepuy U KommdectBo ntoboro gobGaBrneHHOro
pereHepMpoBaHHOIO NN nepepaboTaHHOro Cbipbs);

A) (e) OCHOBHble TEXHONMOrM4Yeckne onepaumMm WM AEenCcTBMS, a TaKKe OCHOBHOE MWCNoNb3yemoe
obopyaoBaHue;

e) (f) sammMcm no KOHTpOM B Mpouecce MNPOM3BOACTBA C YKa3aHWEM WCMONHUTENEN M MNOJYYEHHbIX
pe3ynbTaToB.;

X) (@) BbIXOA NPOAYKUMM HA Pa3nNUYHbIX CTaamsax Npon3BOACTBA;

3) (h) onucaHue OTKMNOHEHMN OT TMPOMbILUFIEHHOrO perfnaMmeHTa M TEeXHOMOrMYECKUX UHCTPYKUUNA,
noAnucaHHoe ynomHOMOYEHHbBIM FIMLOM C YKasaHWeM AaTbl;

) (i) noagnMck nuua, OTBETCTBEHHOMO 3@ TEXHOMOrMYECKUA NpoLEece, C ykasaHueM aathbl.

121. 3anvcm NO nNPOM3BOACTBY Cepun MNPOAYKUUM OMOPMIIAIOTCS AOKYMEHTanbHO OAHOBPEMEHHO C
BbINOMHEHNEM COOTBETCTBYIOLLEN onepaumu.

122. B cnyyae ecnu BanuanpoBaHHbIA NpoLEecc NogBepraeTcs NOCTOAHHOMY MOHUTOPUHTY U KOHTPOIO, TO
aBTOMATUYECKM CO3aBaeMble OTYETbI MOTYT OrpaHNYMBaTLCS OOLLMM 3aKITOYEHUMEM O COOTBETCTBUMN U OTYHETaMU
006 OTKMOHEHMSAX U (UNN) OTCTYMMEHUSX OT cneundukaLmn.

3anucu no ynakoBKe cepun

123. (4.21) Ha kaxxgyto npon3BeAeHHYI0 CEPUI0 UMK YacTb CEPUM OOIDKHbI COXPAHATLCS 3anncu No YrnakoBKe
cepun. OHU OOMKHbI OCHOBbLIBATbCSH HA COOTBETCTBYHOLLMX YaCTAX MHCTPYKLMIA MO YNaKoBKe.

124. 3anvcum No ynakoBKe cepun AOMKHbI BKMOYaTh B cebs cnegytowme gaHHbIE:

a) (a) HaMMeHOBaHWe N HOMepP Cepun NEeKapCTBEHHOIO CPeACTBa;

©0) (b) paTy (oaTbl) 1 BpeMsa NpoBeAeHMs onepaLmii No ynakoBKe;

B) (C) dhammnuio(M) M uHMUManbLl onepaTopa(oB) KaXKOOW OCHOBHOW TEXHOJOTMMYECKOW onepaumv u, npu
HeobXoAMMOCTH, NnLa, MPOBEPMBLLErO KaXAYyo U3 3TUX onepauui;

r) (d) sanucyM NpoBepoK MAEHTUYHOCTU U COOTBETCTBUS MHCTPYKLMSIM MO YMakoBKe, BKMiOYas pe3ynbTathbl
KOHTpOMs B NpoLecce Npou3BOACTBa;

A) (e) cBedeHns 06 OCyLUECTBMEHHbIX Onepauusix No ynakoBKe, BKMIOYas CCbIIKM Ha WCMONb30BaHHOE
obopyaoBaHve 1 ynakoBOYHbIE NINHUW;

e) (f) obpasubl NCNONB30BAHHOIO NMeYaTHOrO YNakoBOYHOrO Marepuana, Bkroyas obpasubl C HAHECEHHbIMU
HOMEpPOM Cepum, CPOKOM FOAHOCTM Y NPOYMMM AONOMNHUTENBHBIMU MAPKMPOBOYHBIMU AAHHBIMU;

X) (g) onucaHve OTKIOHEHWA OT MHCTPYKUMIA MO YNakoBKe, MOAMUCAHHOE YMONHOMOYEHHbIM IULOM C
yKasaHvuem Aatbl;

3) (h) KONMMYeCTBO M CChINIKY HA HOMEpP WM HaUMEHOBAHWE BCEX MeyvaTHbIX YMaKOBOYHbIX MaTepuanos U
HepacdacoBaHHOW NPOAYKUWM, BblAAHHBLIX, UCMOMNb30BaHHbIX, YHUYTOXEHHbIX UMM BO3BpaLLEHHbIX Ha cknag, a
TaKKe KONMMYeCTBO rOTOBOrO MpoAyKTa Ans COCTaBfeHuss MaTepuanbHoro 6anaHca. OneKTPOHHbIA KOHTPOnb B
npoLecce ynakoBKM SIBNSIETCH OCHOBaHNEM AN HEBKIMOYEHNS Takon nHgopmaumu;

u) (i) nognmck nuua, OTBETCTBEHHOMO 3a NPOLECC YNaKoBKK, C ykazaHuem Aatbl.

Mpouenypsl 1 3anucu
Mpuemka

125. (4.22) Ha npremKy Kaxgon NOCTaBKU KaXK4oro Buaa MCXOAHOIO Chipbs (B TOM Yncrne HepacdacoBaHHON,
NMPOMEXYTOYHOW WMM FOTOBOW MNPOAYKLUMKM), a Takke MEepPBUYHbIX, BTOPWUYHBIX W MeYaTHbIX YNaKOBOYHbIX
MaTepuanoB OOSMKHbI ObITb B HANWYNW YTBEPXAEHHbIE NPOM3BOAMTENEM MpoLeaypbl U MOATBEPXKAAIOLIME 3aMNMCH.

126. (4.23) 3anucuK no NnpuemMke OOMKHbl CoAepXaThb:

a) (a) HaMMmeHoOBaHWe MaTepuana B HaknagHow U Ha Tape;

6) (b) BHyTpM3aBOACKOe HAaUMeHOBaHMWE (eCrin OHO OTNMYaeTCd OT HAMMEHOBAaHUS, YKa3aHHOro B MOAMNYHKTE
"a" HacTosLero nyHkTa) u (unu) ko4 matepuana (Npu Heo6XOAMMOCTH);

B) (C) AaTy nNpueMku;



r) (d) HaumeHoBaHME NOCTaBLUMKA U HAMMEHOBAHUE NPOU3BOAUTENS;

a) (e) Homep cepuun NnponsBoauTENS;

e) (f) obLLee KONMYeCTBO NONMYYEHHbIX MaTepUarnoB 1 YMCNO €ANHUL, YNaKoBOK;

X) (g) HOMep cepuun, NPUCBOEHHbIN NOCME NPUEMKM, rAe NPUMEHUMO;

3) (h) nobble cylecTBEHHbIE 3aMeYaHNs.

127. (4.24) MNMpomnssoauTens JOMKEH YTBEPAMTbL NpoLeaypbl MO0 BHYTPU3aBOLACKOW MapPKUPOBKE, KapaHTUHY 1
XPaHEHMWIO UCXOOHOIO CbIpbsl, YNAKOBOYHLIX M, ECNN HEOOX0AUMO, APYrMX MaTepunanos.

OT160p Npob

128. (4.25) MNMpousBoanTenb OOIMKEH YTBEpAUTb npoueaypbl No otbopy npod, cogepxawme cBegeHusa ob
ncnonb3yemblx MeTogax W obopyaoBaHMM, KONMMYEeCcTBax, KOTOpble [AOMMKHbI ObiTb OTOOpaHbl, M MObIX
noanexawmx cobniogeHnio Mepax NpegoCTOPOXKHOCTM BO M3bexaHue KOHTaMuHauuvM martepuana vnu mnoboro
YXYOLWEHNS ero ka4yecTsa.

[NpoBegeHne ncnbiTaHum

129. (4.26) lNpownsBoguTens OOMKEH YTBEPAUTb METOAMKU UCMNbITAHUS WUCXOOHOrO ChipbH, YNAKOBOYHbIX
mMaTepuanos U MpoOAYyKUMM Ha pasnUyHbIX CTagusax MNPOM3BOACTBA C YyKa3aHMEM WCMNOMb3yeMblX METOAOB U
obopynosaHus. [MpoBeaeHHbIe UcMbITaHUS OPOPMIIAOTCS JOKYMEHTanNbHO.

MNHble pencTBua

130. (4.27) TlNpousBoauTens [OOMKEH YTBEPAMTb MpoLeAypbl, YCTaHaBMMBaKOLWME MOPSAOK BbiNycka W
3abpakoBKM CbipbA U NPOAYKUUN, B YACTHOCTU, BblAauyn YNOSIHOMOYEHHbBIM(M1) NiLoM(amMn) pa3peLleHmnst Ha BbiMycK
rotoBol npoaykumn. Bce 3anmcym gomkHbl GbiTb AOCTYMNHbI YNONHOMOYEHHOMY nuuy. [ormkHa OblTb BHedpeHa
cuctema ans obos3HayeHnst cneumanbHbix HabngeHnn n NobbiX N3MEHEHWI B OTHOLLEHUN KPUTUYECKMX AaHHbIX.

131. (4.28) MpounssoaunTens OMKEH BECTU N COXPaHATb 3anvcy NO peanunsauunn Kaxxaon cepum npoaykummn B
uensix obneryeHnst oT3biBa 3TON Cepum B Crydae Heo6X0AMMOCTH.

132. (4.29) HeobxogumMo MMETb MUCbMEHHO MW3MOXEHHbIE MNPUHUMMBI, Mpoueaypbl, MnaHbl, OTYETbl U
OTHOCALUMECA K HMM 3anucu nNpeanpuHATbIX OEWCTBUMIA WUNX CAEeNaHHbIX 3aKMioYeHun, rge npuMMEHMMO, B
OTHOLUEHUMU:

Banugauun n keanudukaumm npoueccor, obopynoBaHusi U CUCTEM;

MOHTa)a u Kannbposkn obopyaoBaHus;

nepeHoca TEXHOMOIMN;

TEXHUYECKOro 0OCNYXMBaHUS, OYNCTKU N Ae3UHEKUMY;

nepcoHana, BKMNoYas uvaeHTUdUKauuo nognucen, obyyeHve HacToswmMm [paBunam U TEXHUYECKUM
BOMpoOcaMm, NepeofeBaHne 1 rMrmeHn4eckne TpeboBaHus, a Takke NpoBepKy 3 eKTUBHOCTM 0OyHEHUS;

MEPONPUATUIA, HANPaBIEHHbIX HA OCYLLECTBNEHNE KOHTPONSA MNOSIBNIEHNSI U pacnpoOCTPaHEHWs BpeanTenew;

npeTeH3uu;

OT3bIBOB NPOAYKLNY;

BO3BpPaTOB NPOAYKL MK,

KOHTPOSIS USMEHEHUN;

paccrenoBaHnst OTKIOHEHWNIA N HECOOTBETCTBUI;

BHYTPEHHEro ayanTa KadecTsa v (unu) cooTBeTcTBus TpeboBaHuam HacToswmx MNpasun;

0606LLeHNs 3an1cer (HanpumMep, ob3opa kavyecTsa NPoAyKLUMM) NpY HEOOXOAUMOCTY;

OLLeHKN, NpOBeJeHHON B TOM YUCIe B MECTe OCYLUeCTBNEHNs AeATenbHOCTU NOoCTaBLiuKa (Janee - oueHka
nocTaBLiuKa).

133. (4.30) lMpousBoanTens OOMKeH YTBEpPAMTb OAHO3HaYHble WHCTPYKUUM MO 3KChAyaTaumm OCHOBHbIX
€4VHM1L, NPON3BOACTBEHHOIO N KOHTPOSBHO- aHaNUTUYECKOro 06opyaoBaHus.

134. (4.31) lNpousBoanTenb AOMKEH BECTU PErMcTpaumMOHHbIe >KypHanbl And Hanbornee BaXXHOrO wunu
KPUTMYECKOrO TEXHOMOMMYECKOTO M KOHTPOJSIbHO- aHanmMTUYeckoro obopyanoBaHus, a Takke Ansl NMOMELLEHWN, rae
npovsBogunacb NpPoaykums. B aTmx XXypHanax OOIMKHbl PErMCTPUPOBATBCA B XPOHOSOMMYECKOM nopsiake niboe
UCMONb30BaHNE 3TUX MOMeLWeHnn, obopynoBaHWst M METOAOB, MNPOBEAEHME KanMOPOBKM, TEXHUYECKOro
00Cny>XMBaHWs, OYNCTKN UMM PEMOHTA C YKaszaHueM AaT W NnL, BbIMOSTHUBLLMX 3TN paboThl.

(4.32) MNMpounsBoanTens AOMKEH BECTU YYeT JOKYMEHTOB B pamMKax CUCTEMbI YrpaBrieHUs KayeCTBOM.

NMPON3BOACTBO (IMMABA 5)

MpuHUKMN



135. TexHonornyeckne onepaumm OCYLLECTBNAITCA MO YETKO YCTaHOBIEHHbIM Mpouenypam, oTBevaroT
HacTtoswmM [paBunam And nofyyYyeHWss Mnpogykumm TpebyemMoro KayectBa M COOTBETCTBYHOT JIMUEH3MU Ha
npon3BOACTBO JNIEKAPCTBEHHbLIX CPeAcTB N permcTpaunoHHOMY OCbe.

O6wwe TpeboBaHUs

136. (5.1) [Mpou3BOACTBEHHbIM  MPOLECC  AOMKEH  OCYLLEeCTBMATBCA U KOHTPONMPOBATbLCAHA
KBanMpuULNUpoOBaHHbIM NEPCOHANomMm.

137. (5.2) Bce genctBust, NpoBOAMMbIE C UCXOAHLIMU CbIPbEM, YNAaKOBOYHBIMU MaTepuanamm u npoaykuuen,
Takve Kak npveMka, kapaHTuH, oTOop Mpob, XxpaHeHue, MapkMpoOBKa, Bblgavya B NMPOU3BOACTBO, TEXHOMNOrMYECKUN
npouecc, ynakoBka W peanusauus, OOSDKHbl OCYLECTBNATLCA COrfacHoO npouefypaM UM MHCTPYKLMAM,
YTBEPXAEHHBLIM NpousBoauTenem, 1 oPopMNATLCA AOKYMEHTarbHO.

138. (5.3) Bce nocTtynawwme ncxogHoe Cbipbe U YrNakoBOYHbIE MaTepuanbl AOMKHbI ObiTb MPOBEPEHDI,
yTOObl rapaHTMpoOBaTb, YTO MOCTaBKa COOTBETCTBYET 3akasy. TapHble MecTa [AOMMKHbl ObiTb OuMLLeHbl (Mpu
Heob6xoOMMOCTHU) U MapKMpPOBaHbI C ykaszaHueM Tpebyemon nHgopmauuu.

139. (5.4) dakTbl noBpexaeHWs Tapbl U ynakoBkM W mMobble Apyrme npobnembl, KOTOpble MOryT
HebnaronpuMaTHO MNOBMUATL Ha KayecTBO MCXOOHOMO Chipbsi U YMAKOBOYHbLIX MaTepuanoB, [OOSMKHbl ObiTb
paccnegosaHbl, 0opopMIeHbl AOKYMEHTanbHO, a MHOpMaumMs O HUX AOMXHa ObiTb AOMNOXeHa B noapasgeneHue
KOHTPOIS KayecTsa.

140. (5.5) [lMocTtynawowume wncxogHOe Cbipbe M YNaKOBOYHblE MaTepuansl WU npousBedeHHas roToBas
NPOAYKUNS OOMKHbI HEMEOIEHHO MOMELLAaTbCA B KapaHTUH, AeWCTBYIOLIUM NO NPUHLMNY pasgenbHOro XpaHeHus
UNU 3a CYEeT OpraHM3aLMOHHbLIX Mep, W COoAepXaTbCA B HEM A0 MOMy4YeHUs paspelleHUs Ha WUCNoNb3oBaHWe
WCXOAHOrO ChIPbs UK paspeLLeHns Ha BbIMyCK rOTOBOW NPOAYKLUNN.

141. (5.6) [Mpuemka 3akynaeMom NPOMEXYTOYHOW W HepacdacoBaHHOW MpoAyKUMM NPOBOAUTCS B
COOTBETCTBMM C NMpasunamu, JeNCTBYIOLLNMU 5151 UCXOAHOrO ChIpbS.

142. (5.7) Bce wucxogHoe cCbipbe, YMNakoBOYHbIE MaTepuanbl M MNPOAYKLUMIO creayeT XpaHuTb B
COOTBETCTBYHOLUMX YCMOBUSX, YCTAHOBMEHHbIX NPoM3BoAMTENEM, B onpedeneHHoM nopsake, obecneynsaiowem
pasgerneHve no cepusim 1 yCTaHOBMEHHYIO O4EPEAHOCTb MCNOMNb30BaHNS CKNaACcKMX 3anacos.

143. (5.8) lNpoussognTenb AOMKEH NPOBOAWTL MPOBEPKM BbLIXOAOB M MaTepuanbHoro 6anaHca, 4Tobbl
y6eanTbCst B OTCYTCTBUM OTKMOHEHUI, NPEBbLILLAOLLNX OONYCTUMbIE NpeAefibHble 3HAYEeHUS.

144. (5.9) He ponyckaeTcs 0AHOBPEMEHHOE My NocnegoBaTenbHOe NpoBeAeHne onepauun ¢ pasnuyHbIMm
nNpoaykTamMm B OOHOM U TOM >Xe MOMELLEeHUW, 3a WCKMIYEeHUneM Tex crnyvaeB, Korga He CylecTByeT pucka
nepenyTbiBaHWUSA UMM NEPEKPECTHON KOHTaMUHaL K.

145. (5.10) TlMpogykumsi, UCXOQHOE Cbipbe M YMNAKOBOYHblE MaTepuanbl AOMKHbl OblTb 3alMLIEHbI OT
MUKPOOHOW 1 OpYror KOHTaMUHALMK Ha BCeX CTaausix NPOM3BOACTBa.

146. (5.11) MNpwn paboTe c cyxumn mMatepuanamu M NPoOAyKUMEen HeobXOAMMO NpMHMMATb Ocobble Mepbl
NpPegoCTOPOXHOCTU MO MpefoTBpaLleHnio 0Opa3oBaHMs M pacnpoCcTpaHeHUs Mbinv. OTO OCOOEHHO BaXXHO MNpu
paboTe C BbICOKO aKTUBHBIMW Y CEHCUBUNU3NPYIOLLMMN BELLECTBaMMN.

147. (5.12) B TeyeHme Bcero BpemMeHW Mnpouecca Npou3BOACTBa BCE WCMOMb3yeMble WCXOOHOE Cbipbe,
ynakoBOYHblE MaTepuarnbl, Tapa Ans HepacdacoBaHHOW MPOAYKLUWM, OCHOBHbIE eAuHWULbBI 060pyAoBaHUSA 1, npwm
HeobXxoOMMOCTH, MOMELLEHUA OOSMKHbI ObITb MapKMpoOBaHbl 3TUKETKAMW WU UHBIM CNOCOOOM C yKasaHuem
Npou3BOAUMON MNPOAYKUUK unu 06pabaTbiBaemMoro MCXOOHOro Chipbsi M YMaKkoOBOYHbIX MaTepuanoB, a Takke
0031pOoBKK (rge MpUMEHMMO) M HOMepa Cepun NMpPou3BOAMMON MpoAYyKUMU. Takad MapKUpoBKa OOIDKHA Takke
yKasblBaTb CTaauI0 TEXHONOMMYECKoro npoLecca (rae NpUMeHnMo).

148. (5.13) OTuKeTKMU, NPUKPENIEHHbIE K KOHTEHepam, 060pyaOBaHMIO UIN MOMELLEHUSIM, OOJDKHbI ObiTb
YeTKUMW, OOHO3HaAYHbIMW, YCTaHOBMNEHHOW npousBoautTenem d¢opmbl. PekomeHOyeTcss B [OOMOMHEHWEe K
WMHpopMaLMM Ha 3TUKETKax NS ykasaHus cTaTyca UCMOoMb30BaTh LIBETOBYHO MapKUPOBKY.

149. (5.14) MNMpounsBoanuTenb SOMKEH KOHTPONMPOBATL NPaBUINBHOCTL COEAMHEHNS TPYOONPOBOAOB M ApPYrmX
yacTten obopygoBaHus, NPUMEHAEMbIX 1151 TPAHCNOPTMPOBKM NPOAYKLUN U3 OAHOW 30HbI B APYryo.

150. (5.15) He ponyckatwTcs nobble OTKMOHEHMS OT WHCTPYKUMA unu metoauk. Ecnu  npowusowno
OTKMOHEHNE, TO OHO [AOMMKHO OblTb MNWCbMEHHO CaHKUMOHMPOBAHO IULOM, MMEKLWMM COOTBETCTBYOLMNE
MOMHOMOYMS, C MPUBMEYEHNEM NMPU HEOOXOAMMOCTU NOoApasAeneHns KOHTPONSA KavyecTBa.

151. (5.16) B npon3BoaCTBEHHbIE MOMELLEHMS MOXET BXOAWUTb TOMNBbKO MEepcoHarn, UMeLWun Nnpaso 4ocTyna
B HUX.

152. (5.17) B nomewleHnax n Ha obopynoBaHMK, NpefHa3HaYeHHbIX O7S NPOM3BOACTBA JEKAaPCTBEHHbIX
CpeAcCTB, He JonyckaeTcs NMPOM3BOACTBO NPOAYKLMU, HE ABMSOLWENCsS NekapcTBeHHbIMU CPeACTBaMMU.

I'Ipe,u,OTBpau.l,eHme ﬂepereCTHOVI KOHTaMuHauum npun npon3soacTtee



153. (5.18) [omkHa ObiTb UCKMNIOYEHA KOHTAMWHALMS MCXOOHOMO CbIpbs UMW NPOAYKLUUN OPYTMM UCXOLHBIM
CblppeM MM  npoaykuuen. PuUCK cnyyanHOW MepeKkpecTHOM KOHTaMUHauMM BO3HUKaeT B pesynbTaTe
HEKOHTPONIMPYEMOro pacnpoCTpaHeHUs Mblu, ra3osB, NapoB, a’3po30SyieN UMM MUKPOOPraHU3MOB, B pesyrbTarte
06paboTkn MCXOOHOrO Chbipbs U MPOAYKUMW, BCNEACTBME HanmuMyua OCTaTKOB Ha ODOpyaoBaHUM U Ha ogexae
nepcoHana. CteneHb pucka 3aBMCUT OT TWMa KOHTaMMHaHTa W KOHTaMuHMpyemon npoaykumm. K Hambonee
OnacHbIM KOHTaMMHAHTaM OTHOCSITCS BELLeCTBa C BbICOKOM CEHCMOMMM3MPYIOLLEN akTUBHOCTLIO, Buonornyeckue
neKkapcTBEHHbIe npenapaThbl, COAepXKalLlne XUBble MUKPOOPraHM3Mbl, onpedeneHHble rOPpMOHbI, LIUTOTOKCUYECKME
nekapcTBeHHble npenapaTbl U Opyrue BbICOKO akTMBHblE BellecTBa. Hanbonee onacHom sBnaeTca KOHTaMUHaLMSA
NeKapCTBEHHbIX MpenapaToB, nNpefHasHa4yeHHbIX Afs WHbEKUMW, a TakkKe TneKkapCTBeHHbIX MpenapaTtos,
NpMHUMaeMbIx B 6onbLUMX fo3ax v (Mnn) ANuTenbHOe BpeMsl.

154. (5.19) [Ona npepoTBpalleHUss MNEPEKPEeCTHOM KOHTAMUHALUW OOMKHbI OblTb MPEeAyCMOTPEHDI
COOTBETCTBYHOLUNE TEXHNYECKUNE U (M) OpraHM3aunOHHbIE MEPbI, B TOM YMCHE:

a) (a) Npon3BOACTBO B BblAENEHHbIX 30HaxX (006s3aTenbHoe AN TakuxX NPOAYKTOB, KaK MEHULWMNIWHDI, XUBble
BaKUWHbI, JI€eKapCTBEHHble MpenapaTtbl, COAepXallue XMBble MWKPOOPraHuambl, W HEKOTopble gpyrue
Guonorvdeckme nekapcTBeHHble npenapaTbl) WM MPOM3BOACTBO MO MNPWHLUMMNY MNPOM3BOACTBEHHbBIX LIMKIOB
(kamnaHum ¢ pasgeneHnem Bo BpEMEHM) C NocreayoLen COOTBETCTBYIOLLEN OUYNCTKOMN;

©) (b) obecneveHne BO3OYLLHBLIMU LUMKO3aMN U BbITSXKHBIMU YCTPONCTBAMU;

B) (C) cBegeHMe K MUHUMYMY pUCKa KOHTaMMHaLMW, BbI3blBAEMOIO PELUPKYNAUUEn uMnmM NOBTOPHbLIM
nocTynneHnem HeobpaboTaHHOro nnmn HegocTaTtoyHo obpaboTaHHOro BO3Ayxa;

r) (d) xpaHeHue 3awWMTHOW oOAexXAabl BHYTPU TOMELLEHMI, B KOTOpPbIX OOpabaTbiBaeTCs npoayKuus,
co3garoLas 0CO6eHHO BONbLUOW PUCK MEPEKPECTHON KOHTaMUHaLWW;

4) (e) npumeHeHMe MEeTOOOB OYMCTKM M OEKOHTaMMHauMW C M3BECTHOW 3(PAEKTUBHOCTBIO, TaK Kak
Hea(PPEKTUBHO ouULLEHHOE 060opyaoBaHMe 0ObIYHO ABAAETCA MCTOYHUKOM NEPEKPECTHON KOHTaMUHaLUWK;

e) (f) ncnonb3oBaHme "3akpbITbIX CUCTEM" NPOV3BOACTBA;

X) (g) KOHTPONb HaNU4YMsA OCTaTKOB Y NPUMEHEHWNE 3TUKETOK, YKa3blBalOLMUX CTAaTyC O4UCTKM 06opyaoBaHus.

155. (5.20) TlpousBoguTenb [JOJDKEH MNEPUOOUYECKM NPOBEPsSiTb NPOBEAEHVME MEPONPUATAA  NO
NpeaoTBpPaLLEHUNIO MEPEKPECTHOW KOHTaMuMHauMm n ux 9PGEKTMBHOCTb B COOTBETCTBUM C YTBEPXOEHHBIMU
npoueaypamu.

Banupauusa

156. (5.21) Meponpuatva no BanugauMu [OIMKHbI OblTb OCHOBOW ANA Hagnexaliew opraHusauun
MPOM3BOACTBA W KOHTPOSS KayecTBa feKapCTBEHHbIX CpeACTB B COOTBETCTBUM C HacToAwmmn lMpasunamu. OHu
AOIDKHblI NPOBOAMTBLCA B COOTBETCTBMM C YCTaHOBMEHHbIMM npoueaypamu. [onyyeHHble pesynbTaTbl U BbIBOAbI
BOIDKHbI BbITb 0hOPMITIEHbI AOKYMEHTaNbHO.

157. (5.22) lNpu BBeOeHMM HOBOrO MPOMBILUNEHHOrO pernameHTa WM HOBOro MeToda NPOoW3BOACTBa
HeobxoAMMO Aoka3aTb MX MPUTOAHOCTb AN CEPUMHOro npovs3BoacTBa. [OrmkHO ObiTb AOKasaHo, YTO AaHHbIN
npoLecc Mpov3BOACTBA NPU MCNOMb30BaHWM NPEeAYCMOTPEHHBIX UCXOOHOMO Cbipbs, YNaKOBOYHbLIX MaTepuarnoB U
obopyaoBaHuUsi NO3BONSAET NOCTOSHHO NPOM3BOANTL NPOAYKLMIO TpebyemMoro kavyecTsa.

158. (5.23) CywecTBeHHble UW3MEHeHMs npouecca MpoM3BOACTBa, BKMyas nwboe u3MeHeHune
0obopyaoBaHNS UMM UCXOOHOMO Cbipbsi U YNAKOBOYHbLIX MaTepuanos, KOTOPble MOryT MOBMWSATbL Ha KayecTBO
npoayKuun u (Mnm) BOCNPOM3BOAMMOCTb NpoLecca, A0MMKHbI NPOWTU Banuaaumio.

159. (5.24) Tpoueccbl n npouedypbl crnegyeT noasepratb NepUOAMYECKON peBanuaauun (NOBTOPHOM
Banugauuu) ans rapaHTum TOro, YTo OHM OCTaKTCA MPUrOAHBIMU AN AOCTUXKEHUS TpebyeMbiX pe3ynbTaTos.

McxogHoe chl pbe

160. (5.25) 3akynka UCXOQHOro Cbipbsi SIBNSAETCA BaXXHOW Onepauuen, B KOTOPYK OOMKEH ObiTb BOBEYEH
nepcoHan, pacnonaralwuin NogpobHbLIMU U NONHBIMU CBEAEHUSIMU O NOCTaBLLUMKaX.

161. (5.26) UcxogHoe cbipbe OOMKHO 3aKynaTbCs TOMbKO Y YTBEPXAEHHbIX MOCTaBLLMKOB, YKa3aHHbIX B
COOTBETCTBYIOLLEN cneumduKaumm, 1 Npu Hanu4ymMm BO3MOXHOCTU HEMOCPEACTBEHHO Yy NPOM3BOAUTENEN NCXOLHOIO
Cbipbsi, KOTOpble OyayT SIBMATbCA MOCTaBLUMKAMW WCXOAHOro Cbipbs. PekomeHayeTcs, 4TOObI crneumdukaumm,
YCTaAHOBMEHHbIE MPOM3BOOUTENEM JIEKAPCTBEHHbIX CPEACTB Ha MWCXOOHOEe Chipbe, OblMM cornacoBaHbl C
noctaBwukamn. Bce acnekTbl MpoM3BOACTBA W KOHTPONSA WMCXOLHOIO Cblpbsi B OTHOLWIEHMM TpeboBaHuM K
obpalleHnto, MapknpoBKe, ynakoBke, npoueaypamMm oTbpakoBKM, a Takke pacCMOTPEHMIO MPETEH3NN LOMKHbI ObiTb
cornacoBaHbl Mexay NPoM3BOANTENEM NIEKAPCTBEHHBLIX CPEACTB M NMOCTaBLLMKOM.

162. (5.27) B kaxgow nocTaBke LOIMKHbI NPOBEPSTLCS LENOCTHOCTb YMAaKOBKM W MroMO, COOTBETCTBUE
yKa3aHHbIX B HaKMagHoOW CBeAEHWI STUKETKaM NocTaBLuyMKa.



163. (5.28) Ecnn ogHa nocTaBka WCXOAHOrO ChipbA COCTOUT M3 PasfMYHbIX CEPUN, TO KaXayl Ceputo
HeobX04MMO paccMaTtpuBaTb Kak OTOENbHYH B OTHOLEHWM oTbopa npob, MpoBedeHUs UCMbITaHWA U Bblgayu
paspeLLeHnsi Ha UCMONb30BaHUe.

164. (5.29) Haxogsweecsa B CKNaacKoON 30HE UCXOAHOE Cbipbe OOMKHO BbiTb COOTBETCTBYHOLMM 0Bpa3om
MapknpoBaHo (NyHKT 148 Hactoswux [MpaBun). OTUKETKM [OOMKHbI COAepXaTb B TOM 4MCNe CnegyloLlyo
WHpopmaumio:

HanmeHoBaHMe NpoayKLUM N Npu HEOHBXOAMMOCTU BHYTPM3ABOACKOW KOL;

HOMEp cepun NpomM3BoaUTENS U (UNM) HOMEpP CepUn, NPUCBOEHHbBIN NPU NPUEMKE;

roe npuMEHMMO, CTaTyC COAEepPXMMOro (Hanpumep, "B KapaHTuHe", "Ha wucnbiTaHuun", "paspelueHo",
"3abpakoBaH0");

CPOK rogHOCTW UInK, rae NPUMEHMMO, AaTy, Nocrne KoToporn TpebyeTcs NpoBeAeHNEe MOBTOPHOIO KOHTPONS.

Ecnu vcnonb3yloTcs NOMHOCTbIO KOMMbIOTEPU3MPOBAHHBIE CUCTEMbI XPaHEHWsi, TO YyKasbiBaTb BCH 3Ty
NMHGOPMALIMIO Ha 3TUKETKE HEe 06A3aTeNbHO.

165. (5.30) lMpousBoanTens OOMKEH YTBEPAUTb MNpPOLEeAypbl UKW Mepbl, rapaHTUpyloLlmMe MNOANMHHOCTb
COLEPXKMMOro KaXaoro KOHTEMHepa UCXOAHOTO Cbipbsi. KOHTEHEpPBI, N3 KOTOPbIX OblNM 0TOBpaHbl NPO6bLI, AOMKHbI
ObITb NPOMapKMpoOBaHbl (NYHKT 216 HacTosAwmx Mpasun).

166. (5.31) lNpoussoguTenb AOMKEH MCMOMNb30BaTb TOMbKO TO WMCXOAHOE ChbIpbe, KOTOpPOe pa3peLueHo
nogpasaeneHnemM KOHTPONs KayecTBa U UMeET He UCTEKLLMIN CPOK FOAHOCTW.

167. (5.32) WcxogHoe cCblpbe [AOMKHO BblAaBaTbCA TOMbKO ChELManbHO Ha3HAYeHHbIMW nvuaMy B
COOTBETCTBMM C YTBEPXKAEHHOM npoueaypon, 4Tobbl rapaHTMpoBaTb, YTO HY)XHOE WCXOOHOE Cbipbe TOYHO
OTBELLEHO UM OTMEPEHO B YNCTYIO U Haanexalwmm obpa3om MapKMpOBaHHYIO Tapy.

168. (5.33) JomkHa npoBOAUTLCSA He3aBMCMMas MPOBEpPKa KaAoro BblOAHHOIMO MCXOOHOIO CbIpbsl, @ Takke
ero maccol unm obbema. PesynbTaTthbl TpoBEepKM SOIMKHBI ObITb 0OPMIIEHbI JOKYMEHTAINBHO.

169. (5.34) VcxopHoe cbipbe, BblgaHHOE AONA KaXOOW Cepuu, OOIMKHO XPaHUTbCS BMECTE U 4YeTKO
MapKMpoBaTbCS.

TexHonornyeckne onepauun: NPOMeEXyTo4YHas
1 HepacdacoBaHHas NpoayKums

170. (5.35) [llepen Havanom nOBON TEXHOMOMMYECKOW onepaumnm [OMKHbl OblTb NPUHATBEI  Mepbl,
rapaHTupylowme, 4To paboyasa 3oHa 1 0b6opyoOBaHWE OYULLEHBI M OCBOBOXAEHbI OT NOOro MCXOOHOMO Chipb,
NPOAYKUMN, OCTATKOB MPOAYKLMM U AOKYMEHTALMMW, HE UMEIOLLNX OTHOLLEHUS K 3annaHMpOBaHHOW onepauuu.

171. (5.36) NpomexyToyHast n HepacgacoBaHHas NPOAYKLUMSA OOIMKHA XPaHUTLCS B HAaAMNeXallnx ycrioBusx.

172. (5.37) Kpntuyeckue npouecchl 4OMMKHBI NPOMTKU Banuaaumio (MyHkTbl 156 - 159 HacTosawmx MNpasun).

173. (5.38) OomkHbl BbITb NPOBEAEHbI U AOKYMEHTANbHO 0OPMIIEHbI BCE HEOOXOAMMbIE MEPONPUSTUSA NO
KOHTPOIO B MpoLiecce Npon3BOACTBA U KOHTPOIHO MPOU3BOACTBEHHOW cpefpbl.

174. (5.39) Jloboe cylLlecTBEHHOE OTKIMIOHEHWE OT OXWOAEMOro BbIXOAA NPOAYKUMW OOMKHO ObiTh
0hOpPMIIEHO AOKYMEHTArbHO U paccrnefoBaHo.

YnakoBo4Hble MaTepuansl

175. (5.40) 3akynke v KOHTPOIO NEPBUYHBIX 1 MEYaTHbIX YNAKOBOYHbBIX MaTtepmanos, a Takke obpalleHuto ¢
HYMW HeoBX0AMMO yaAenaTb Takoe Xe BHUMaHne, Kak U UCXOAHOMY CbIpbio.

176. (5.41) Ocoboe BHMMaHMe HeobxoAMMO yaenaTb nevaTHbiM maTtepuanam. OHW OOMKHbI XPaHUTbLCHA B
6Ge30nacHbIX YCMOBUSAX, UCKMOYAIOLWMX AOCTYN NOCTOPOHHMX NuL. Pa3pe3aHHble 3TUKETKM U Apyrme pa3po3HeHHble
neyaTHble mMatepuarnsl OOSMKHbI XPaHUTLCA U TPAHCMOPTUPOBATLCH Pa3feribHO B 3aKpbITOW Tape, UCKoYaroLwen
nx nepenyTbiBaHWe. PaspelleHne Ha MCNoNb3oBaHWE YNAKOBOYHBLIX MaTepuanoB AOMKHO BblAaBaTbCA TOSbKO
cneumanbHO Ha3HaYeHHbIMU NMLAaMU B COOTBETCTBUM C YTBEPXKOAEHHOW Npoueaypon.

177. (5.42) Kaxgon noctaBke WM cepumn NEpBUYHBIX UMW NevYaTHbIX YNaKoBOYHLIX MaTepuarnoB OOSMKeH
ObITb NPUCBOEH MAEHTUAUKALMOHHBIN HOMEP UM MAEHTUMUKALMOHHBIN 3HAK.

178. (5.43) MNpocpoyeHHble NNy HENPUrogHble K MCNOMb30BaHMI0 MeYaTHbIE UMW NepBUYHbIE YNAKOBOYHbIE
mMaTepuanbl JOIDKHbI ObITb YHUUYTOXEHbBI C AOKYMEHTarnbHbIM 0hOpMITEHNEM.

Onepauun No ynakoBke

179. (5.44) MNpwu cocTaBneHMn MnaHOB onepauuii No ynakoBke ocoboe BHMMaHue OOMKHO OblTb yAeneHo
CBEAEHWI0 K MVHUMYMY puUCKa MepekpecTHOW KOHTaMuHauuu, nepenyTbiBaHUS Wnn nogmeHbl. He ponyckaetcs
yNnakoBbIBaTb MPOAYKLUUIO Pas3nuMyHbIX BMAOB B HEMOCPEACTBEHHOM 6nM30CTU Opyr OT Apyra, 3a MCKM4YeHnem
cryyaeB, npegycmaTtpuBaoLmnx usnmyeckoe pasaeneHue.



180. (5.45) lNMepen Hayanom onepauuii NO yNakoBKE AOMKHbI ObiTb NPeanpPUHATHI MEpPbI, rapaHTUpyoLme,
yTO paboyas 30Ha, YNaKOBOYHbIE MMHUW, MEeYaTHble MawuHbl U Apyroe obopyaoBaHNe SBASIOTCA YACTBIMU U He
cogepkaTt nwobble UCMOMb30BaBLUMECS paHee JleKapCTBEHHble CpeacTBa, YMakoBOYHbIE Martepuwanbl  Wnu
OOKYMEHTbI, eCnn OHM He TpebyloTca Ana 3annaHupoBaHHoW onepauuun. O4ncTka NMHUMKM OOMXKHa NPOBOAUTLCSA
COrnacHo yTBepXAeHHOW npoueaype.

181. (5.46) HanmeHoBaHVe 1 HOMEP CepuM yrnakoBbIBAEMOW NPOAYKLMU OOIMKHbI ObiTb YKa3aHbl HA KaXa0M
YyNaKkoBOYHOM MECTE UM NNHUMN.

182. (5.47) MNMpwn nocTynneHnM NPoAyKLMN N YNakoBOYHbIX MaTepnanoB Ha y4acTOK YNakoBKW AOIMKHO ObITb
NPOBEPEHO NX KONMNYECTBO, NAEHTUYHOCTb U COOTBETCTBME MHCTPYKLMAM MO YNakoBKe.

183. (5.48) Matepuanbl NepBMYHOM YMAKOBKM Mepen HavarioM onepauyMyM HamnofHEeHWUs AOSHKHbI ObiTb
yncteiMm. Heobxoammo obecneunTb npefoTBpalleHne U ycTpaHeHne Mnobor KOHTaMMHAaUWMK, TakoW KaK OCKOJIKM
CTeKna n metanfmyeckme 4actuupl.

184. (5.49) PekomeHOyeTCS OCYLLECTBIATb MapKMpPOBKY Kak MOXHO ObiCTpee nocre ¢hacoBKM U YKYMOPKMU.
HomkHbl ObITb MPUHATHI HeoBXoAWMble Mepbl, rapaHTUpylLWmMe, YTO He npou3onaeT nepenyTbiBaHUA WK
OLIMBOYHON MapPKUPOBKMN.

185. (5.50) lMpaBUNbHOCTL BLIMNOMHEHUSA MOObLIX MeyaTHbIX onepauun (Hanpumep, HaHeCeHUs HOMepoB
cepun, cpoka rogHoOCTM), OCyLLecTBNseMbIX MO0 Kak OTAernbHas TeXHomnornyeckasa onepauums, nmbo B npoLlecce
yMakoBKM, HEOOXOAMMO TLATENbHO KOHTPONMpOBaTh M 0hopMnATb AOKyMeHTanbHO. Ocoboe BHMMaHME OO0MKHO
ObITb yAeneHo py4yHON MapKMpPOBKE, KOTOPYIO HEOBX0AUMO perynspHoO nepenpoBepsiTh.

186. (5.51) Ocobble mMepbl NPegOCTOPOXKHOCTM AOMMKHbI cOBNoaaThCa MPM MCMOMNb30BaHMM pa3pe3aHHbIX
3TUKETOK M HaHECEHMM MAapKUPOBKM BHE NUHUM yNakoBkW. [ns npegoTBpalleHusi nepenyTbiBaHWUS MNevaTHoro
mMatepuana pekoMeHayeTCcs UCNOoMb30BaTb 3TUKETKM B PYNIOHE BMECTO pa3pe3aHHbIX 3TUKETOK.

187. (5.52) [lMpousBogutenb [OOMKEH MNPOBOAUTbL MPOBEPKW, rapaHTUpylLMe, 4YTO BCE SMEKTPOHHbIE
YCTPOWCTBA CUYNTBLIBAHWS KOAA, CHETUYMKN STUKETOK U aHAIOMMYHble YCTPOMCTBa paboTaloT NpaBuibHO.

188. (5.53) MapkupoBKka ynakoBOYHbIX MaTepuaroB, HaHECEHHas C MOMOLLbI0 MevyaTu UM MeToAoM
TUCHEHWS, OOMKHA ObITb OTYETNIMBOM U YCTOMYMBOW K BbILBETAHMIO UM CTUPAHUIO.

189. (5.54) lNpun KoOHTpoOne npouecca ynakoBKW NPOAYKLUW HA MNWHUU AOMMKHO MPOBEPHATLCH, B YAaCTHOCTH,
crnepywouiee:

a) (a) o6l BHELLUHUI B YNAKOBOK;

0) (b) KOMNNEKTHOCTb YNaKoBOK;

B) (C) ncnonb3oBaHve Hagnexalmx BUOoB NPOAYKLMM U YNAKOBOYHbIX MaTepuaros;

r) (d) npaBnNbHOCTb HaHECEHMS NOBON MapKUPOBKY;

4) (e) npaBMnbHOCTb PaboThl KOHTPOMbHBLIX YCTPONCTB Ha NUHUN.

190. O6pa3supl, B3sTblE C YNAKOBOYHOW NMHWUW, HE CriedyeT BO3BpaLLaTb NOBTOPHO Ha JIMHMIO.

191. (5.55) Ecnu npu ynakoBke NpogyKumyM BO3HUKNWM HenpeaBuAeHHbIe 0OCTOSATENBCTBA, OHA MOXET ObITb
BO3BpallleHa B MPOM3BOACTBO TOMbKO MOCME CreuManbHOW MPOBEpPKM, MPOBEAEHWUsi paccrnefoBaHust U C
paspeLleHnst NMua, MMEeLLLEro COOTBETCTBYIOLLME MOMHOMOYMS. YKa3aHHble AEACTBUS AOMKHbI ObITb 0POPMIIEHBI
B BuJe NpOTOKOMa, KOTOPbIA HEOOXOAMMO XpPaHWUTbL B YCTAHOBIIEHHOM MOPSOKE.

192. (5.56) lMpwn cywecTBEHHOM MNN HEOOLIYHOM pacXOXAEHWW, YCTAHOBMEHHOM BO BPEMS COCTaBEHUS
MaTepuansHoro 6anaHca, Mexay KONMUYecTBOM HepacacoBaHHOM MPOAYKUMM, MEYaTHOrO YrNakoBOYHOrO
MaTepuana M 4YMCNOM MPOM3BEAEHHbIX €O4MHUL, FOTOBOW MPOAYKLMM HEeoOXoOuMO MPOBECTM paccrnefoBaHue u
YCTaAHOBUTb MPUYMNHY 3TOMO PaACXOXAEHMS OO0 BblAauyn paspeLleHnsi Ha BbIMyCK.

193. (5.57) lNMocne 3aBepLlueHMs onepaumi No ynakoBke fobble OCTaBLUMECS YNaKOBOYHbIE MaTepuansl C
HaHECEHHbIM Ha HUX HOMEPOM CEepwuM [OMKHbl OblTb YHUYTOXEHbI C MOCMEAYWUM OOKYMEHTarbHbIM
odopmneHnem. BosBpar Ha cknag HeEMapKMpOBaHHbLIX YNaKOBOYHbIX MaTtepuanoB Npov3BOAAT B COOTBETCTBUU C
YTBEPXAEHHOWN NpoLeaypON.

loToBasi NpoayKumMs

194. (5.58) [o Bblaaun paspelLeHns Ha BbINMYCK roToBas NPOAYKLUMSA OOSMKHA codepXaTbCs B KapaHTMHE B
YCNOBUSAX, YCTAHOBMNEHHbIX MPON3BOAUTENEM.

195. (5.59) [lo MOMeHTa MOMy4YeHWs paspeLleHns Ha BbiNyCK AOMMKHA OblTb MpoBedeHa OLEeHKa KayecTBa
roTOBOM MPOAYKUMN N HEODXOOAMMOW JOKYMEHTauuM B nopsaake, yCTaHOBMEHHOM nyHkTamu 202 - 236 HacToAWmxX
Mpasun.

196. (5.60) MNocne BblgauM paspeLLeHnst Ha BbIMYCK roTOBas NPOAYKUMSA OOMKHA XPaHWUTbCS Kak npurogHas
ONns peanusauun B YCNOBUSIX, YCTaHOBIIEHHBLIX NPOU3BOAUTENEM.

OTKNOHEHHbIE, NOBTOPHO UCMNOJ1Ib30OBaHHbIE N BO3BpPALLUEHHbIE
MaTtepuanbl U npoaykumna



197. (5.61) OTKNOHEHHble MaTepuarnbl U NPOAYKUMUS OOIMKHbI MMETb YETKYI0 MapKMpOBKY M XPaHUTbCSH
pas3genbHO B 30HaX C OrpaHWyeHHbIM gocTtynom. OHM mognexart BO3BpaTy MOCTaBLUMKY, nepepaboTke (ecnm ato
OOMYCTUMO) UINN YHUYTOXEHUIO. J1ioOble BbINOMHEHHbIE AEWCTBUS OOIMKHbI OblTb 0POPMIEHBI AOKYMEHTANbHO U
CaHKUMOHMPOBAaHbI NMuamMm, UMeLLUMN COOTBETCTBYIOLLME MOFTHOMOYMS.

198. (5.62) MNepepaboTka OTKNOHEHHOW NPOAYKLMU AOMYCKAETCH B UCKITIOYUTENBHbIX CRyvasx npu ycrnosuu
OTCYTCTBUSI YXYALWEHUS KayecTBa [FOTOBOW MNPOAYKLUMM W BbINOMNHEHUss Bcex TpeboBaHum cneundrkaumn.
MepepaboTka OoMmKHa OCYLLECTBNATLCS B COOTBETCTBUM C YTBEPXKAEHHBIM NMPOMbBILUNEHHBIM pPErfaMmeHToM nocne
OLEHKN BO3MOXHOIO pyrcKa ¢ nocneayowmm AOKYMEHTanbHbIM 0POPMIEHNEM.

199. (5.63) [lloBTOpHOE WUCNONBL3OBaHWE BCEN CEpUM WNU YacTU paHee nNPOU3BEAEHHbIX Cepui
COOTBETCTBYHLIEr0 KadecTBa nyTeM OObeAMHEHWS C Cepuelrt Takow Xe NPOoAyKUMW Ha onpederieHHOM CTaguu
Npou3BoACTBa, NPEAYCMOTPEHHOW MPOMBILLIIEHHBIM PErfiaMeHToOM, OOJMKHO ObiTb CaHKUMOHMPOBAHO 3apaHee C
Yy4ETOM OLIEHKM BO3HMKAIOLLMX PUCKOB, BKIHOYas Nitoboe BO3MOXHOE BNUSIHUE Ha CPOK rogHOCTU. [eaTenbHOCTb No
NMOBTOPHOMY UCMOMb30BaHMIO OOJPKHA ObITb OhopMIeHa 4OKYMEHTamNbHO.

200. (5.64) HeobxogumocTb [OMONHUTENBHONO KOHTPOMsS JoboM roTOBOM NpPOAyKUMW, npolleallen
nepepaboTKy, Unn NpoAaykuMun, B KOTOpY Oblna BKMOYeHa MOBTOPHO UCMOMb30BaHHAs NPOAYKUMSA, onpedenser
noapasgeneHne KOHTPOrs KadecTsa.

201. (5.65) BosBpalleHHasi C pblHKA NPOAYKUMS, Hag KOTOPOW Obin yTpayeH KOHTPOMNb CO CTOPOHbI
npoussoauTens, AormkHa BblTb YHUUYTOXEHA, €Cnu HEe NOATBEMKAEHO COOTBETCTBME €€ Ka4yecTBa YCTaHOBIIEHHbIM
TpeboBaHuAM. PelleHne o NOBTOPHOW Mpogaxe, NepemMapkupoBKE UM MOBTOPHOM WCMOMb30BaHUN MOXET ObITb
MPUHATO TOMbKO MOCNe CheunansHOro aHanusa, MNpPOBEAEHHOro noapasgefneHMemM KOHTPOMs KayecTBa B
COOTBETCTBMU C YTBEpPXAEHHOW npoueaypor. [py 3TOM Heobxooumo y4duTbiBaTb XapakTep MNpOoAyKuuW, ee
NpeabICTOPUI0 M COCTOsIHME, cobniodeHMe chneuumarnbHbiX YCNOBUM XpaHEHMS M BpeMsi, Mpollejwee C Aatbl
Bbinycka. [lpyM noObIX COMHEHMSX B OTHOLUEHMM KadecTBa MpOAYyKUMW He [OMyckaeTcA ee MNOBTOpPHOoe
NCMNonb30BaHWe UNM MOBTOPHbLIN BbIMYCK, HO AOMyCKaeTca ee xumudeckas nepepaboTka C Lenbilo pereHepaumm
aKTMBHbIX UHIpeaneHToB. Bce BbiNonHAeMble 0eNCTBUS AOMKHbI ObITb 0OPMIIEHbI AOKYMEHTaMbHO.

KOHTPOJ1b KAYECTBA (I'TIABA 6)
MpuHumn

202. KoHTponb kadecTtBa BkntovaeT B ceba otbop npob, npoBeaeHME UCMbITAHUA M MPOBEPOK Ha
cooTBeTCcTBME TpeboBaHnaM cneumdukauui, WHCTPYKUUMA W  Apyrux [OOKYMEHTOB, opraHusauuto paboTl,
OOKYMeHTarnbHoe ocopMIieHne U Bbldady pas3pelleHuin Ha Bbinyck. Llenb koHTponsa kavecTBa - He AONyCcTUTb K
MCMOMb30BaHWIO UMM  peanu3auuMnm Martepuanbl WM NpoayKuMio, He yOOBMETBOPALWME YCTAHOBIEHHbLIM
TpeboBaHuaM. KoHTponb kayecTBa He orpaHuudMBaeTcs nabopaTopHbiMM paboTamu, OH OOJKEH COMPOBOXAATb
MPUHATME BCEX peLleHuI, KacalwLwmxcs kadectBa npoaykuuun. OcHoBomonarawwmm NpUHLMNOM  Ans
yAOBNETBOPUTENBHON paboTbl NoApasfdenieHns KOHTPONS KayecTBa CYUMTAeTCAa €ero He3aBUMCMMOCTb  OT
NPOV3BOACTBEHHbIX NoApasaeneHun (NyHKTol 5 - 23 HacToawmx Npasun).

O6wume TpeboBaHus

203. (6.1) B cTpyktype kaxgoro npousBogutens AOIMKHO OblTb nogpasferneHne KOHTPONSA KavecTsa,
HesaBMCMMOE OT Apyrux nogpasgeneHvii. Pykosogutenb 9Toro nogpasgeneHus OMmKeH MMeTb COOTBETCTBYIOLLYIO
KBanumkauuo 1 onbIT paboTbl, B €ro NOAYMHEHWUN OOIKHbI HAXOAUTLCA OJHA MMM HECKOMbKO KOHTPOSbHbIX
nabopaTopwuii. NogpasgeneHne JomkHO B6bITb 06ecnedyeHo AOCTaTOYHbIMU pecypcamm, YTOObl rapaHTMPOBaTh, YTO
BCE MEPONPUATUSA MO KOHTPOIIO KavecTBa NpoBoasaTcs adhMEKTUBHO U HAAEXHO.

204. (6.2) OcHoBHble 00513aHHOCTN PYKOBOAUTENSA Noapa3geneHns KOHTPOMst Ka4ecTBa M3NOoXeHbI B MyHKTaXx
24 - 45 nactoawumx Mpasun. Ha nogpasgeneHve KOHTPONSA KavyecTBa MOryT ObiTb BO3MOXEHbl MHble 0653aHHOCTH,
B TOM u4ucne paspaboTka, Banugauuss U BHeAgpeHue BCex Mpouedyp MO KOHTPOMO KayecTBa, XpaHeHue
KOHTPOMbHbIX 06pa3uoB MUCXOOHOrO CbIpbsi, YNAKOBOYHbLIX Matepuanos 1 Npoaykuun, obecneyeHvne npasBuIibHON
MapKUPOBKM YNaKOBOK C MCXOAHbIM Cbipb€M M NpoAyKumen, HabngeHne 3a cTabunbHOCTBIO MPOAYKUMK, yYacTue
B paccrnegoBaHWMU NPETEH3MIN B OTHOLLIEHUW KavyecTBa NpoayKumm. YkasaHHble 0693aHHOCTM SOIMKHbI BbIMONTHATLCH
B COOTBETCTBMM C YTBEPXKAEHHBIMU Npoueaypamn 1 npyu HeobxoanmMocTy opopMATECA JOKYMEHTAaNbHO.

205. (6.3) MNpu oueHKe KayecTBa roToOBOW MPOAYKUWMM OOMMKHbI paccMaTpuMBaTbCs BCE COOTBETCTBYHOLUME
akTopbl, BKMOYasd YCMNOBMSA NPOM3BOACTBA, pe3ynbTaTbl KOHTPONSA B Mpouecce npousBoAdcTBa, 00630p
NPOU3BOACTBEHHOW OOKYMEHTauuu (BKMYas OOKYMEHTAUMIo Ha YMNakoBKy), COOTBETCTBME cneumdukaumam Ha
roTOBYIO NPOAYKLMIO N MPOBEPKY OKOHYATENMbHOM YNAKOBKU FOTOBOW NPOAYKLNN.

206. (6.4) MNMepcoHan noapasaeneHnst KOHTPONA KadecTBa AOMKEH UMeTb AOCTYN B MPOU3BOACTBEHHbIE 30HbI
Ans otbopa npob 1 NnpoBeaeHNsa HeobXoaNMbIX UCCIIeA0BaHNNA.



MpaBuna Hagnexalero nabopaTopHOro KOHTPONsA KavecTsa

207. (6.5) MNomeleHns n obopyaoBaHME KOHTPOJbHLIX flabopaTopuii AOMKHbI COOTBETCTBOBATL OOLLMM U
crneumanbHbeiM TpeboBaHMAM, NpeabaABAseMbiM K 30HaM KOHTPOMNS KadecTBa, YCTAaHOBMNEHHbIM MyHKTamu 46 - 91
HacToswwmx Mpasun.

208. (6.6) MNepcoHan, nomeLLeHusa n obopynoBaHne nabopaTopuii OMKHBI COOTBETCTBOBATL BUAY U 06bEMY
npousBoacTBa. B oTaenbHbIX cnydasix AonyckaeTCa MCNONb30BaHME CTOPOHHWX nabopaTopuii npu yCcnosuu
BbINOMHEHNST UMK TpeboBaHWW, W3NOXEHHbIX B NyHkTax 237 - 255 Hactoswux [lpaBun, n BHeceHud
COOTBETCTBYIOLLMX 3anncern B JOKYMEHTbI MO KOHTPOMIO KavyecTBa.

[okymeHTauus

209. (6.7) [okyMeHTauusi KOHTPOSibHbIX JlabopaTopuii OOMMKHA COOTBETCTBOBATbL TpeboBaHusaM,
N3NoXeHHbIM B NyHKTax 92 - 134 HacTodAwmx MNpasun. BaxHasa yacTb 3TOW JOKYMEHTaUUN OTHOCUTCS K KOHTPOSO
KadecTBa.

210. B nogpasgeneHvnn KOHTPOMs KavyecTBa AOSKHA BObITb Nerko oCTynHa criegylowas JOKyMeHTauums:

cneundukaumnu;

npowenypbl otéopa npob;

METOAMKN U OOKYMEHTbI MO NPOBEAEHHbBIM UCTbITAHUAM (B TOM YMCNE aHaNnUTUYeCckue onepaLmoHHbIe NIUCTbI
n (unn) nabopaTtopHble XypHarbl);

aHanuTM4eckue oT4yeTbl U (MNK) SOKYMEHTbI, NOATBEpPXAatoLmne KavyecTBo;

pe3ynbTaTbl MOHUTOPWHIa NPON3BOACTBEHHON cpeapl, rae TpebyeTcs;

NPOTOKOSMbI Banugaunm MeTOAMK UCTbITaHWIA, rAe NPUMEHMMO;

npouenypbl M NPOTOKOIbI KanMbpoBK/ NPNOOPOB M TEXHUYECKOrO 00CNyXnBaHNst 060pyaoBaHus.

211. (6.8) INlobasi JOKyMeHTauUMsi MO KOHTPOMO KadecTBa, OTHOCALLAACSA K 3anucsm no Npou3BOACTBY Cepuii
NpoayKUUW, OOJPKHA XPaHWUTLCH B TEYEHME OOHOro roga nocrie UCTEYEHUs Cpoka rO4HOCTU CEPUN U B TEYEHME He
MeHee NATW NeT MOCne OUEHKM COOTBETCTBUSA CEPUM YMONHOMOYEHHbIM MMLUOM B YCTAHOBIIEHHOM MOpPSAKe
(nognyHkT "B" NnyHKTa 28 HacTosAwmx Mpasun).

212. (6.9) Ona HekoTOpbIX BMAOB AaHHbIX (Hampumep, pe3ynbTaToB aHanUTUYECKMX WCMbITaHWW, BbIXxOAa
rOTOBOM NPOAYKUMW, napaMeTpoB MNPOM3BOACTBEHHON cpedbl) PEeKoMeHAyeTCs XpaHuTb 3anucu B Buae,
MO3BOMSAIOLLEM OLEHMBaTb TEHAEHLUNN M3MEHEHNS NapamMeTpoB.

213. (6.10) B gononHeHne k nHdopmMaLmm, ABRASIOLWENCS YacTbio AOCbE Ha Cepuio, AOMKHbI COXPaHATHCS U
ObITb NErkoAOCTYMHBIMW ApYrMe NCXodHble AaHHble, TakMe Kak nabopaTopHbIe XXypHarnbl U (Mn) 3anmcu.

OT60p nNpob

214. (6.11) MNpousBoauTenb [OMKEH OCyLecTBNATb OTOOp Mpob6 B COOTBETCTBUM C YTBEPXKOEHHLIMU
npouenypammu, KOTOpble ONPELENAIOT:

cnocob otbopa npobbi;

ucnonb3yemoe ob6opynoBaHue;

Konun4yecTeo obpasLia, KOTopoe A0SPKHO BbITb 0TOBPaHO;

npoLeaypbl No pasgeneHunto otobpaHHoro obpasua Ha Yactu (NpyM Heo6XxoANMOCTH);

TWN N COCTOSIHME Tapbl, UCMOMNb3yeMon Ans oTbopa npobbi;

naeHTUdrKaLmio Tapbl C 0TOOpaHHbLIMKU Mpobamn 1 Tapsbl, N3 KOTOPOW ObiNK oToOpaHbI NPO6LI;

nobble ocobble Mepbl NPeaoCTOPOXHOCTKU, KOTOpble Heobxoaumo cobntogatb, ocobeHHo npwu oTbope
06pasL0oB CTepPUIbHBLIX U BpeAHbIX BELLECTB;

YCINOBUS XpaHeHus;

npouenypbl N0 O4UCTKE U XpaHEeHWU0 06opyaoBaHus s oToopa npob.

215. (6.12) OTobpaHHble KOHTPOSbHble 00pasubl AOMMKHBbI MpPeAcTaBnsATb cobov npeacTaBUTENbHYIO
BbIOOPKY CEpUM MCXOOHOIO Cbipbs, YMAKOBOYHbLIX MaTtepuanoB WM roToBow npoaykuuu. MoryT ObiTb Takke
oTobpaHbl gononHuTenbHble obpasubl AN MOHUTOPWHra Havbornee BaKHbIX 3TanoB npouecca (Hanpumep, ero
Hayana wurm oKOHYaHwus).

216. (6.13) Ha atukeTke Tapbl ¢ 0TOBpaHHbIMM obpa3uamn SOImKHbI ObiTh yka3aHbl ee COAepXKUMoe, HoMep
cepuu, gata otbopa npob, a Takke 0603HAYEHME YNAKOBKKN, N3 KOTOPOW 3T NPOOLI ObINn 0TOOpaHsbI.

217. (6.14) JononHuTtenbHble TpebOBaHMSA B OTHOLLUEHUN KOHTPOIIbHBIX N apXMBHbIX 00pa3LoB NpBedeHb! B
Mpunoxexnnn N 18 k HacTosAwmm MNpasunam.

lNpoBegeHne ncnbiTaHumn



218. (6.15) MeToguMKku KOHTPONSA KaydecTBa AOSMKHbI ObiTb BanuaupoBaHbl. Bce ucnbiTaHus, npyBefeHHbIE B
permcTpaumMoHHOM A0Ckbe, AOMKHbI OblTb NPOBEAEHbI B COOTBETCTBUMN C YTBEPXKAEHHBIMU METOAMKAMMU.

219. (6.16) NMony4eHHble pe3ynbTaTbl UCMbITAHUA OOMKHbI ObiTb 4OKYMEHTaNbHO OCPOPMIIEHBI U NPOBEPEHDI
ONS rapaHTUmn ux cOOTBETCTBUA ApYr Apyry. Bce pacyeTbl 4OMKHbI TWAaTENbHO NPOBEPATLCS.

220. (6.17) NpoBoanMbIE UCTbITAHUA OOIMKHbI PErMCTPMPOBATLCA C YKa3aHUEM B AOKYMEHTaX, B TOM yucne
cneayroLmnx OaHHbIX:

a) (a) HaMMeHOBaHMe UCXOOHOrO CbIpbs, YNAKOBOYHbLIX MaTtepuanos Unuv NpoaykumMmM n npm HeobxoanmMocTu
nekapcTBeHHOW (hopMbl;

©) (b) Homep cepuun, NPUCBOEHHbBIN NPU NPUEMKE, W, TAe NPUMEHNMO, HOMEP CEpPUU NPOU3BOAUTENS, a TaKKe
HavMeHOBaHWe Npon3BoanTENs 1 (MNn) NOCTaBLLUKE;

B) (C) ccbinika Ha COOTBETCTBYOLLME crneumdukaumm n Nnpoueaypbl UCNbITaHWIA;

r) (d) pesynbTaTbl UCMbITAHUIA, B TOM 4ucre HabNOOEHWS, BbIYUCIEHWS, U CCbIIKM Ha BCE OOKYMEHTHI,
copepxalime pesyrnbTaTbl NPOBEAEHHbIX aHaNM30B;

A) (e) oatbl NpoBeaeHUs NCNbITaHUR;

e) (f) hamunumn n nuMumansl nuy, NPOBOAMBLLNX UCTbITAHME;

X) (9) damunuu n nHMUManel nuL, NPOBEPUBLLMX MPOBEAEHNE UCMbITAHUA U pe3ynbTaTbl BbIYUCIEHUN, TOe
NPUMEHNMO;

3) (h) ogHO3Ha4YHOE 3aKnyeHe O Bblaaye paspeLllueHns UM OTKNOHEHWUM NPOAYKUMK (Mnu gpyroe peLueHune
0 cTaTyce Npoaykumm), ata v NoAnNMCb OTBETCTBEHHOIO n1ua.

221. (6.18) Bce onepaunm no KOHTPOMO B NpoLecce NPOM3BOACTBA, BKMOYas Te, KOTOPbIE BbIMOMHAKTCS B
NPOM3BOACTBEHHOW 30HE MNPOM3BOACTBEHHBIM MEPCOHANoOM, HeOobXOoOAMMO OCYLLECTBMATL B COOTBETCTBUMM C
MeToaMKamMu, YTBEPXKOEHHbIMU NOApPa3ferieHNEM KOHTPONs KavecTBa, a WX pe3ynbTaTbl OOJPKHbl  ObiTb
0ohOpMIEHbI AOKYMEHTarbHO.

222. (6.19) Ocoboe BHUMaHME HEOOXOAMMO YAenAaTb kayecTBy NabopaToOpHbIX peakTMBOB, MEPHOM
nabopaTopHOW MoCyAbl M TUTPOBAaHHbIX PacTBOPOB, CTaHAAPTHbIX 00pasLUoB W nuTaTenbHbiX cped. Wx
NPUroToBMIEHME N MOATOTOBKA JOJPKHBI COOTBETCTBOBATL TPEOOBAHMAM YTBEPXKAEHHBIX UHCTPYKLWNA.

223. (6.20) INabGopaTopHble pacTBOpPbl pPEaKTUBOB [OSDKHbI MMETb MAPKMPOBKY C YyKasaHMEM Aathbl
NPUroTOBNEHNSI U C NOANUCAMU UCNONHUTENEN. Ha aTukeTke AoSmkeH ObiTb yKaszaH CPOK rOAHOCTU HECTAbUIbHbIX
peakTMBOB W NWUTATENbHbIX Cped WU crneumdpuyeckMe ycroBus uX XxpaHeHus. [na TUTPOBaHHbIX PacTBOPOB
HeobXxoOuMMO yKasbiBaTb [JaTy MNOCMedHero YCTaHOBIMEHUS TUTPa WM COOTBETCTBYIOLLMA  MOMPaBOYHbLIN
KO3 PULMEHT.

224. (6.21) lpn HeobxoaMMOCTM Ha Tape criegyeT ykasbiBaTb AaTy MNOMYYEHUS KaKOoro BeLlecTBa,
MCMonb3yemMoro Ans NpOBEAEHUs UCMbITaHWW  (Hanpumep, peakTMBOB W CTaHdapTHbIX o6pasuoB), C
COOTBETCTBYHLUUMWN UHCTPYKLMSIMU MO €ro UCMOMb30BaHUIO U XpaHEHWI0. B HEKOTOPbLIX Criyyasix mocne nosnyyeHus
UnNu nepen WCMONMb30BaHWEM pPeaKTMBA MOXET BO3HUKHYTb HEOOXOAMMOCTb MPOBEAEHUS €ro UCMbITaHWs Ha
WMOEHTUYHOCTb U (MIK) APYroro UCMbITaHUs.

225. (6.22) YKnBOTHbIE, UCMONb3yeMble AN KOHTPOMsS KOMMOHEHTOB, UCXOOHOrO ChbIPpbs WAW NPOAYKUMWN,
OOIMKHbI MPM HEOOXOAMMOCTM NOMELLATLCA B KAPaHTUH Nepes Hayanom paboTbl C HAMU. YX0[4 3a XUBOTHLIMU U UX
KOHTPOSb AOMKHbI ObITb OpraHnM3oBaHbl Takum obpasom, 4Tobbl obecneunTb X NPUrOAHOCTb OIS UCMONb30BaHWS
Nno HasHayeHuo. XKNBOTHbIE AOMKHbI ObITb MapkMpOBaHbl, @ AaHHble O NpeLllecTBytoLLen paboTe C HUMU O0SKHbI
ObITb 0POPMIIEHBI JOKYMEHTANBHO.

Mporpamma nocneayroLero n3yvyeHns cTabunbHOCTH

226. (6.23) Tlocne BbiNnycka B oOOpalleHne HeobXoAMMO MPOBOAUTE MOHMUTOPUHI  CTabWUNbHOCTU
nekapCcTBEHHOro npenapaTta B COOTBETCTBMM C MPOrpPaMMOoN, KoTopas MO3BONUT BbISBUTL Kakue-nnbo npobnemsi
CO CTabunbHOCTBIO NEKApCTBEHHOro npenapara AaHHOro cocTtaBa B MOTPEOWUTENbCKOM yMakoBKe (Hampumep,
N3MEHEHNs cofepXXaHusl Mpumecen UM Npoguns pacTBOPEHUS).

227. (6.24) LUenbto nporpaMMmbl NOCMEQYOLWErO U3y4eHUst CTabunbHOCTU SABMAAETCS  MOHUTOPWHI
nekapCTBEHHOro npenapara B Te4deHue BCero cpoka rogHoCTU U onpeaerneHmne Toro, YTo OH COOTBETCTBYET CBOEN
crneumdukalmm npu cobnoaeHnmn YyCnoBuii XpaHeHUs, yKazaHHbIX B MapKMpPOBKE.

228. (6.25) BblweykasaHHble TpeboBaHMS OTHOCATCH, [MaBHbIM 0O0OPA30M, K FOTOBbIM JIE€KAPCTBEHHbBIM
npenapatam B MOTPeOMTENbCKOW YNakoBKE, HO HEOOXOOUMO TakKKe BKIHOYMTb B MpOrpamMmy MOCMAEAYLEero
n3yyeHns cTtaburnbHOCTM HepacdacoBaHHyO npoAdykumio. B 4vacTHocTw, ecnu HepacdacoBaHHYH NPOAYKUMIO
XPaHAT ONUTENbHOE BpeMS 0 YNaKOBKU U (UNM) Nepefaym ¢ NpoM3BOLCTBEHHONO y4acTka Ha y4yacTOK YNaKOBKWM,
HeobX04MMO U3Y4UTb M OLEHWUTb BRUSIHWE 3TOro pakTopa Ha CTabwunbHOCTL rOTOBOWM MPOAYKUMM Npw
COOTBETCTBYWLUMX MNapaMeTpax OKpyxawllen cpedpl. YkKaszaHHoe TpeboBaHWE MpUMEHSIETCA Takke K
NPOMEXYTOYHOW NPOAYKLIMM, KOTOpas XpaHUTCSA N UCMONb3yeTcs B TeYeHWe AnuTenbHoro nepyuoga. ViccnegosaHve
CTabUNbHOCTM NIEKAPCTBEHHOrO npenaparta, KOTOPbIA TFOTOBUTCA HEMNOCPEeACTBEHHO nepen NPUMEHEHUEM,
NPoOBOAAT Mpu pas3paboTKke NekapcTBEHHOro mnpenapata. BknoyeHue Takmx nekapCTBEHHbIX NpenapaTtoB B



nporpaMmy MnocreayloLwero udyvyeHuss crabunbHocTM He Tpebyetcsa. OpHako, ecnv MPUMEHWMO, MOXeT
NMPOBOAUTLCS NocneaylLLee nsyyeHne ctabnneHOCTV Takoro npenapara.

229. (6.26) Nporpamma nocneayoLwero n3y4yeHnss cTabunbHOCTM AoSMkHaA ObiTb 0dhopMieHa AOKYMEHTabHO
B COOTBETCTBUM C TpeboBaHUAMU, YCTaHOBMEHHbIMU nNyHkTamu 92 - 134 HacTtosawwmx [NpaBun, a pesynbTaTbl
paboTbl odhopmneHsl B Buae otyeta. ObopygosaHue, ncnonb3dyemMoe Ansi M3ydeHust CTabunbHOCTU (B YaCTHOCTMH,
KnumaTuyeckue Kamepbl), AOMKHO OblTb KBanMuULUMPOBAHO M [OIMKHO 06CNyXmBaTbCA B COOTBETCTBMM C
TpeboBaHMAMK, YCTAHOBMNEHHbIMU NyHKTamun 46 - 91 HacToawwmx Mpasun u MNpunoxennem N 15 Kk HacTosWwUM
MpaBnnam.

230. (6.27) OT4yeT 0 paboTe MO NMporpaMmme MOCMEAYIOLLEro N3y4eHus CTabunbHOCTM OOSDKEH BKNOYaTb B
cebs BeCcb Nepmof 40 UCTEYEHMS CPOKa FOAHOCTU MPOaYKUMK U cogepXaTb, B YAaCTHOCTU, CNeaylLine JaHHble:

Homep(a) cepun(n) ONs pasnUYHbIX JO3MPOBOK M pasHbIX pa3mMepoB CEpPUN, rae NPUMEHNUMO;

AaHHbIE 0 (PM3NYECKNX, XMMUYECKMX, MUKPOBMONOrMYECKMX N BUONOrMYECKUX MeTOAaX UCNbITaHWI;

KpUTEpUM NpUemMnemMocTy;

CCbIfIKM HA METOAbl UCTbITAHWN;

onncaHue BMaa ynakoBKu;

NepMOANYHOCTb UCMbITAHUIA (TOYKU KOHTPOMS BO BPEMEHMW);

OnucaHue YyCroBUn XpaHeHus (HeobxoouMO WUCNOoNb3OBaTb CTaHOAPTU3UPOBAHHbIE B  HOPMATUBHbIX
npaeoBbix aktax Poccuiickon depepauumn  ycnoBua  Ans ANUTENBHOMO  UCMbITaHMS  CTabUNBHOCTMW,
COOTBETCTBYIOLLME AAHHBIM PEMMCTPALMOHHOIO JOCHE);

apyrue Heobxoaumble nokasarenu, cneunduryeckne ans JaHHOro NekapcTBEHHOrO npenapara.

231. (6.28) Ot4yeT 0 paboTe nNo nporpamme NOCAEAYIOLWEro U3y4eHNss CTabunbHOCTN MOXET OTnu4aTbCs OT
oT4eTa O NepBOHAYanNbHOM OSIMTENBHOM UCMbITAHUN CTabMINBbHOCTU, MPeACTaBNEHHOMO B PErMCTPaLMOHHOM A0ChE,
npu ycrnosuyM o60CHOBaHMSA N AOKYMEHTanbHOro 0oopMIieHns B OTYETE (B TOM YuCre OTNINYUA B MEPUOANYHOCTM
UCnbITaHUR).

232. (6.29) Yucrno cepuii U NEPUOAMYHOCTb MCMbITAHUA LOIMKHBI OobecneynBaTb [OCTATOYHbIA OOBEM
OaHHbIX AN NPOBEedEeHMs aHanu3a TeHOEHUWUA M3MeHeHusi. B nporpamMmy nocrnegylowero U3ydyeHus exerogHo
OOJDKHA BKIYATBCS Kak MUHUMYM OdHa Cepusi NPOU3BEAEHHOMO NIEKapCTBEHHOro nNpenapara B KaXgon 003UpoBKe
N B K&XXOOM BMAE NEPBUYHON YNaKOBKW. VICKNIOUYEHMEM SABMSIOTCA Criyyau, Koraa B TedeHue roga He NpousBeaeHo
HW OOHOW Cepun OAaHHOro NEeKapCTBEHHOro npenaparta, ecrnv uHoe He GyaeT obocHoBaHO npousBoguTenem. [Ans
NEeKapCTBEHHbIX MpenapaToB, Mocrneaylllee wu3ydyeHne CTabunbHOCTU KOTOpbIX TpebyeT MCnoMb30BaHMS
XXWUBOTHbIX U HE CYLLECTBYET anbTepHATUBHbLIX BannanpOBaHHbIX METOANK, MEPUOLNYHOCTE KOHTPOMS MOXET ObiTh
yCTaHOBMEHa Ha OCHOBAHUWN OLEHKN PUCKOB. MOryT MCnonb3oBaTbCs pPaMOYHbIE UMM MaTPUYHbIE CTPYKTYPbl NMpu
OOKYMeHTarnbHOM 0dOPMIIEHMUN, ECIIN UX MPUFOAHOCTb COOTBETCTBYIOLNM 00pa3om Hay4yHO 06OCHOBaHa.

233. (6.30) B HekoTopbix criyyasx B nocnegywoollee usyyeHne CcTabunbHOCTU [OSMKHbI  BKIIOYATLCA
JononHutensHble cepun. B yacTtHocTu, nocrnegyrowlee nsyvyeHne ctabunbHOCTU HEOOXOAMMO MPOBOAWUTL Mocre
nodOoro 3Ha4YUTENBHOIO M3MEHEHUS WU 3HAYUTENBHOIO OTKIMOHEHWst B NMPOLIECCE NMPOM3BOACTBA WM YMaKOBKM.
OT0 e OTHOCUTCA UM K NoObIM onepaumam no NoBTopHor obpaboTke, nepepaboTke nu pereHepaumm.

234. (6.31) PesynbTaTbl NnocneayoLero n3y4eHuss ctTabunbHOCTU AOMKHbI ObITb AOCTYNHbI OTBETCTBEHHOMY
nepcoHany un ocobGeHHO ynonHomMoveHHoMY(bIM) nuuy (nuuam). Ecnu nocnegyrouiee m3ydeHne ctabunbHOCTM
OCYLLLECTBMNSAETCA He Ha MecTe npousBOACTBA HepacdacoBaHHOW WM rOTOBOWM NPOAYKUUKM, TO Mexay
Y4acTBYHOLIMMM  CTOPOHAMWU AOMMKHO ObiTb  OOPMNIEHO COOTBETCTBYKOLLEE cornaweHne. Pesynbtathl
nocnenywLwero M3y4yeHnsa cTabunbHOCTU AOMMKHbI HaAxXoOUTbCA Ha MeCTe MNPOWM3BOACTBA AN npeacTaBneHust
YyMOMHOMOYEHHOMY doefepanbHOMY opraHy UCMONHUTENBHON BNAcTu.

235. (6.32) lNpousBoauTenb AOMKEH aHanusaupoBaTb Criydau BbIxoga 3a npefensl chneundukaumm u
CYLLECTBEHHbIE HETUMWUYHbIE TeHAeHUMM. J1loOOM MOATBEPXAEHHLIN BbIXOA 3a Mpegensl cneundukauun wnm
CYLLECTBEHHbIE HeraTMBHblE TEHOEHUMU OOMMKHbI AOBOOUTBLCA OO CBEAEHUS YMONTHOMOYEHHOro deaeparbHOro
opraHa ucnonHuTenbHon Bnactu. B cooTBeTcTBMM C TpebOBaHUAMW, YCTAHOBMEHHBIMU MyHKTamu 256 - 272
HacTosAwmx lMpaBun, a Takke NpU KOHCYNbTaUUW C YNOMHOMOYEHHbLIM doefeparbHbiM OpraHoM WCMOSNTHUTENbHON
BMacTu criefyeT pacCMOTPETb BO3MOXHbIE AENCTBUSA B OTHOLLEHUUN CEPUIA, HAXOASILUMXCS HA PbIHKE.

236. (6.33) 3aknyeHnss No MU3y4eHU CTabUNbHOCTM, B TOM YUCIE MPOMEXYTOUYHbIE BbIBOAbI, OOIDKHbI
0opMNATLCA AOKYMEHTanbHO. [JaHHbIe NO CTabUNbHOCTU criegyeT NoABepraTb Nnepuoanyeckomy 063opy.

OEATENbHOCTb, NEPELABAEMASA ANA BbIMONMHEHUA OPYIOW
OPIrAHUN3ALNN (AYTCOPCWHT) (TTTABA 7)

MpuHUKMN
237. Jiobaa peaTenbHOCTb, HA KOTOPYH pacrnpoCTpaHsarTca Hactosiwmve [NpaBuna u kotopasi nepefaHa

Opyron (CTOPOHHeW) opraHu3aummM (nepefaHa Ha ayTCOPCWUHT), Hagnexawmm obpas3om onpegensercs,
COrNacoBbIBAEeTCA W KOHTpPONMpyeTcsa  BO  M3bexaHue  pasHOYTEeHWW,  CMOCOOHbIX  NpuMBECTM K



HeyJOBNEeTBOPUTENTBHOMY KayecTBY MpOAYKUMM WIM  BbINOMHAEMbIX paboT. [JoroBop Mexay 3aka3yukoM U
WCMONMHUTENEM 3akri4aeTcs C yKasaHMeM 4YeTKO OnpedeneHHbiXx 06S3aHHOCTEeN KaXdow U3 CTOPOH W
npegycmaTtpuBaeT MOpsSAOK OENCTBMI M OTBETCTBEHHOCTb YMOSIHOMOYEHHOMO fnvua 3a Bbiayy paspelueHus Ha
BbIMYCK KaXaou cepun npogyKkumm.

238. TpeboBaHusa, ycTaHOBMEHHble nyHkTamu 237 - 255 Hactodwmx [lpaBun, He OTMEHS0T
COOTBETCTBYIOLLUMX 00s3aHHOCTENW npou3BoauTenen no  OPMUPOBAHUID  PErUCTPALMOHHOIO  OOCbe WU
HeoBXOAMMOCTU HanmuMuns JMUEH3MUM Ha MPOM3BOACTBO JleKapCTBEHHbIX cpeacTtB. OHW He ycTaHaBnuBaloT
OTBETCTBEHHOCTb UCMONHUTENS U 3aka3d4ymka nepen notpebutenem, kotopas onpeaeneHa MHbIMM HOPMaTUBHBLIMU
npaBoBbIMK akTamu Poccuickon ®eagepaunn.

O6wme TpeboBaHMsa N pekoMeHaaumMm

239. (7.1) B poroBop, MO KOTOPOMY OCYLLIECTBRSieTCA Mepedadya [esdATeNlbHOCTM Ha ayTCOPCUHT,
pekoMeHAyeTCs BKMoYaTh yka3aHUs Ha NPpoAyKLMIo, paboTbl nNn ycrnyru, ocyLlecTBNeHne KOTopbiX NnepefaeTcs Ha
ayTCOPCUHI, @ TaKkkKe BCe CBA3aHHbIE C TaKon AeATeNbHOCTbIO TEXHUYECKNE U MHbIE COornalleHns K AoroBopy.

240. (7.2) Oorosop, N0 KOTOPOMY OCYLLECTBNSAETCA nepegadya AeATEeNbHOCTM Ha ayTCOPCUHT, a Takke Bce
NpeanoXeHHble U3MEHEHUS TEXHUYECKMX UMM MHbIX COrMalleHun AOIMKHbl COOTBETCTBOBATb 3aKOHOAATENbCTBY
Poccuinckon ®egepauunm 1 perncTpaumoHHOMY AOCbE HAa COOTBETCTBYIOLLYIO NPOAYKLMIO.

241. (7.3) Ecnu topuandeckoe nvuo, Ha WMS KOTOPOrO BbIAAHO PErncTpaLuoHHOE YAOCTOBEPEHWE, U
npoussoauTernb He SBNAITCA O4HON OpraHu3aumen, To Mexay HAMU OOMKHbI BblTb 3aKMYeHbl COOTBETCTBYOLWME
COrnalleHns ¢ y4eTOM MOMOXEHUI, YCTaHOBMEHHbIX NyHKTammn 237 - 255 HacTosawwmx MNpasun.

3akasuunk

242. (7.4) dapmaueBTMyeckasa cMcTeMa KayecTBa 3aka34ynka JOJPKHA BKMoYaTh B ce0S KOHTPOIb 1 NPOBEPKY
nobow AeATenbHOCTW, NepegaHHON Ha ayTCOPCUHT. 3aKa3vuk rapaHTupyeT npoBedeHne KOHTPOMs AeATeNbHOCTH,
nepegaHHoON Ha ayTCOPCUHI. JTOT KOHTPOMb AOIMPKEH BKMOYAaTb MPUHLMNLI YNPAaBAEHUs puckamun Ans KayecTtsa u
YUYNTbIBATb HMKENPUBEAEHHbBIE NMONOXEHNS.

243. (7.5) Jo nepepayn geaTenbHOCTM Ha ayTCOPCUHI 3aka3yuk JOSmkeH ybeamTbca B NMpaBOCMOCOBHOCTU
ncrnonHuTens (B TOM YUCne B HanNMyunm y Hero Heobxoammoun B COOTBETCTBMM C 3aKOHOA4ATENbLCTBOM Poccuickon
degepaumun NUUEH3NM), B €ro KOMMETEHTHOCTU U HanM4yMM y HEero BO3MOXHOCTW BbINOMHUTL 0bs3aTenscTea no
AOroBopy Hagnexawmm obpasom B COOTBETCTBUM C TpeboBaHusMM HacToAwwmx [pasun. PekomeHayeTca Takke
BKIMOYaTb B OrOBOP MOMOXeHusi, obecneyrBatoLLme BbinonHeHwe TpeboBaHuin HacToawmx MNpaswun.

244, (7.6) 3aka3uuk OOIDKEH NpefocTaBWUTb MCMOSHWUTENIO BCHO MHAOPMAaUN U CBeAeHUsi, Heobxoammble
ANa  Hagnexawlero WCMOSIHeHWs  NPedyCMOTPEHHbIX [AOroBOpoM  00s3aTtenbCTB B COOTBETCTBUM  C
3akoHogaTenbcTBoM Poccuiickon ®egepaummn 1 perucTpaumoHHbIM Aocbe. 3akasunk AOMKEH rapaHTUpoBaTh, YTO
NCMONHUTENb MOMHOCTBIO OcBedoMIeH 000 Bcex (hakTopax, CBA3aHHbIX C MpPoAyKUMEed WNu OeATerbHOCTbIO,
nepegaBaeMoln Ha ayTCOPCUHI, KOTOpble MOryT NpeAcTaBnATb OMAacHOCTb AN ero nomelleHu, obopyaoBaHus,
nepcoHana, ICXOAHOTO CblPbs NN APYron NpogyKUnm.

245. (7.7) 3aka34ymKk OOIMKEH KOHTPONMpoBaTb U MPOBEPSATb AEWCTBUS UCMOMHUTENS, a Takke BHeApeHue
ncnonHutTenem noboro HeobxoanUMOro ynyyLeHus.

246. (7.8) 3aka3uuk ABnAeTCs OTBETCTBEHHLIM 3@ MPOBEPKY U OLEHKY 3anncen 1 pesynbTaToB, CBA3AHHbIX C
AeaTenbHOCTbI0, NepeaHHON Ha ayTCOPCUHr. 3akas3yunk OOImKkeH ybeanTbCa CaMoCTOATENbHO UM HAa OCHOBAaHMK
NOATBEPXKAEHMSA YNONIHOMOYEHHOIrO Nuua MCNOMHUTENS, YTO BCA NPOAYKUMA U maTepuanbl, NOCTaBNEHHble eMy
ncnonHuTenem, 6binn NponsseaeHbl B COOTBETCTBMU C HacTosAWwMMM NpaBnnaMm 1 perucTpaumoHHbIM JOCbe.

McnonHutenb

247. (7.9) UcnonHutenb JOMKEH MMETb HeoOXoaMMble 3HaHWUS, OMbIT U KOMMETEHTHBIN NepcoHan, a Takke
pacnonaratb COOTBETCTBYHOLLMMU NOMELLEHNSIMU, 060pyaOBaHNEM NS HAAMNEXaLlero NCNofnHeHns 06a3aTensCcTB
no JOrosopy.

248. (7.10) UcnonHnTenb OOMKEH yOOCTOBEPUTLCS, YTO BCA MPEAOCTaBEHHAs eMy MPOAYKUMS, UCXOOHOe
Cblpbe, YNaKoBOYHbIE MaTepuarbl U CBEAEHUSI NPUTOAHbI ANs UCMOMb30BaHMS MO Ha3HAYEeHMH.

249. (7.11) NcnonHuTenb He OOMMKEH nepefaBaTh TPETben CTOPOHE paboThbl UMK YCNyrn, NOPyYEHHbIE eMy
no pgoroesopy, 06e3 npeaBapuUTENbHOrO PACCMOTPEHMS U COMMACOBaHWsl C 3aka3uvMkom. [lpu  3akrnodeHum
cornalleHnss mexagy WCMONMHUTENEM W TpeTbel CTOPOHOM [JofkHa ObiTb obecneyeHa rapaHTUs TOro, 4TO
MHopMauuns, BKoYas cBegeHuss 06 oleHke COOTBETCTBUS TpeTbel CTOPOHbl, MPEeAOoCTaBMsieTCA TakuM Xe
06pa3oM, Kak Mexay nepBoHavanbHbIMW 3aKa34MKOM WU UCTIONTHUTENEM.



250. (7.12) NcnonHuTenb He OOIMKEH MPOU3BOAMTb HECAHKLUMOHWPOBAHHbIE WU3MEHEHUs, BbIXogslime 3a
pamMKy O0OroBopa, MOCKOSMbKY 3TO MOXET HebnaronpuaTHO MOBNUATH HA KayecTBO paboT, NpPOBOAMMBLIX OJIS
3aKkasyuka.

251. (7.13) WUcnonHutenb [omKeH NoOHWMaTb, 4TO paboTbl, nNepefaBaeMble Ha ayTCOPCUHE, BKMOYas
npoBefeHWe aHanuMsa Mo  [OroBopy, MPOBEPSIOTCSA  YNONHOMOYEHHbIMM  dhedepanbHbIMKM - OopraHamu
NCMOMHNTENBHOW BNACTU.

[orosop

252. (7.14) Mexay 3akasyMkOM W MWCMOSHUTENEM [OIbKeH OblTb 3aKM4YeH [OOroBop, B KOTOPOM
pekomMeHayeTCsi OnpeaenvTb UX B3auMHble 00a3aTenscTBa U npoueaypbl nepegadv nHdopMauum, CBA3aHHbIe C
OeATenbHOCTbI0, NepegaBaeMon Ha ayTCOPCUHI. TexHMYeckMe acnekTbl 4OroBopa OOJMKHbI COCTaBMAATHCA NULaMK,
UMEILWUMN COOTBETCTBYIOLLME 3HAHUHA, CBSI3aHHble C [OEeSTeNIbHOCTbIO, NepedaBaeMon Ha ayTCOPCUHI, U
HacTtoswmmu [NpaBunamn. CornacoBaHHble CTOPOHaMK YCIOBMS [OrOBOpa M BCE CBA3aHHbIE C JOrOBOPOM
TEXHUYECKNE U MHbIE COrnalleHns OOfKHbl COOTBETCTBOBaTb 3akoHopaTenbcTBYy Poccuickon depepauun u
permcTpauMoHHOMyY AocCbke.

253. (7.15) B poroBope pekoMeHOyeTCH ykasblBaTb, Kakas W3 CTOPOH OTBeYaeT 3a Kaxabl aTan
AesaTenbHOCTW, nepefaBaeMoON Ha ayTCOPCUHT (HanpuMmep, YynpaBrneHUe 3HaHUAMW, MEepeHOC TEeXHOMNoruu,
obecneyeHve UenuM MOCTABOK, 3aKMl4YeHune [JOoroBopa C TPETbeW CTOPOHOW, 3aKymKy WCXOOHOrO CbIpbs,
MaTepunanoB 1 UX Ka4eCcTBO, NPOBeAEHNE UCTbITAHUI U Bblgayy pa3peLlleHns Ha NCNoNb30BaHNe NCXOLHOMO Chipbs
N YyNakoBOYHbLIX MaTepuarnoB, NPOBeAeHNEe NMPON3BOACTBA M KOHTPONSA KavyecTBa (BKMOYas KOHTPOSb B npouecce
npou3esoacTea, oT6op 0bpasLoB 1 Ux aHanua)).

254. (7.16) Bce 3anuvcu, cBA3aHHble C OeATENbHOCTLIO, NepeJaBaeMon Ha ayTCOPCUHT, HanpuMep, 3anvicu
NpoOu3BOACTBA, aHanu3a u peanusauum NpoAyKLMU, a Takke COOTBETCTBYIOLME KOHTPOMbHbIE 006pasubl JOIMKHbI
XPaHUTbCA Yy 3akas3uyuka, MM 3aka3yuk OOMMKEH MMEeTb K HMM gocTtyn. Jliobble 3anncy, OTHOCALMECH K OLEHKe
KadecTBa NpoAyKuuK, B criydyae npegbsiBreHns NpeTeH3nii, npeanonaraemoro HECOOTBETCTBMSA TpeboBaHMAM UK
npv paccrnefoBaHun B Criydae npeanonoXeHus o danbcudmkalmm npoaykumMm AormkHbl ObiTe 4OCTYMNHBI 3aKa34mKy
1 TOYHO onpeeneHbl B ero COOTBETCTBYIOLLMX Npoueaypax.

255. (7.17) B poroBope pekomeHOyeTcsi npeaycMaTtpuBaTbh MpaBoO 3akasdyuka Ha ayauT nepegaBaemon Ha
ayTCOPCUHI AeATENbHOCTU, KOTOopas BbIMOMHAETCA WCMOMHUTENEM WM B3aMMHO COrMacoBaHHOM TpeTben
CTOPOHON.

MPETEH3MN 1 OT3bIB NMPOOYKUNU (TTIABA 8)
MpuHUMN

256. Bce npeTeH3un u nHopMaumsi, KacatLmecst NoTeHumansHo Hego6poKavYeCTBEHHbIX NeKapCTBEHHbIX
CPencTB, TLWATENbHO paccrefyloTcs B COOTBETCTBUM C YTBEPXAEHHbIMU Mpouedypamu. [NpounsBognTens umeet
cucteMy ObICTpPOro M 3dPEKTUBHOrO OT3biBa C pbiHKA MPOAYKLUMM C BbISIBMIEHHBIMU UMK MpeanonaraeMbiMu
HapyLUeHMsIMY KayecTBa.

MpeTeH3nn

257. (8.1) NpownsBoanTenb OOMKEH HA3Ha4YUTb paboTHMKA, OTBETCTBEHHOIO 3a PAacCMOTPEHME MPETEH3UN U
NPUHATME PELLEHUIA, UMEIOLLIEro NPaBO MpuBReKaTb HeoOXoaMMbIA nepcoHan. Ecnn aToT paboTHUK He ABMseTcs
YNOJTHOMOYEHHbIM NULOM, TO YNOMIHOMOYEHHOE JULIO AOIMKHO ObITb NOCTaBMEHO B M3BECTHOCTbL 000 BCeX (hakTax
npenbsBNeHUs NpeTeH3uin, paccrneaoBaHWin U OT3bIBOB NPOAYKLUN.

258. (8.2) [HewnctBus no pacCMOTPEHUO MNPETEH3W Ha MoTeHuManbHO HeaobpoKayecTBEHHbIE
neKkapcTBEHHblE CpPEeACcTBa M MO MNPUHATUIO pelleHnss 0O OT3biBe MNPOAYKUMU OOMKHblI OblTb W3MNOXEHbl B
COOTBETCTBYIOLLMX YTBEMKAEHHbIX NpoLeaypax.

259. (8.3) ltobas npeTeH3nss MO KavyecTBY MNPOAYKUUM AOMMKHA OblTb 3aperncrpMpoBaHa C YyKasaHUeM
WCXOAHbIX AaHHbIX U TWaTenbHO paccregoBaHa. K atom paboTe, kak npaBuro, cnegyeTt npueBnekatb nuvuo,
OTBETCTBEHHOE 3a KOHTPOJIb KAa4eCcTBa NPoayKLMU.

260. (8.4) Ecnun obHapyXeHO MM nogo3peBaeTcs HECOOTBETCTBUE KayeCTBa Kakom-nmbo cepumn NpoayKLmm
YCTaHOBMEHHbIM TpeboBaHMAM, HEOOXOOMMO MPUHATH PEeLleHMe O MPOBEPKE aHarorMyHbIX CEepun, a Takke Tex
cepuii, KOTOpble MOTYT BKIOYaTb NPOAYKTHI, NOMNyYeHHbIE Npu nepepaboTke HeJo0OpPOKaYECTBEHHOW CEPUN.

261. (8.5) PelweHns n mepsbl, NPUHATLIE MO pe3ynbTaTaMm pPacCMOTPEHUsI MGON NpeTeH3un, AOMKHbI ObITb
3aperMcTpupoBaHbl 1 BKMOYEHbI B COOTBETCTBYHOLLEE [OCLE HA CEPUIO.



262. (8.6) 3anncu paccMOTpeHns NMpeTeH3nin OOMMKHbI PErynsapHO aHanM3MpoBaTbCs C LESbi0 BbISIBEHMWS
cneunduyecknx 1 NOBTOPSIOLWMXCS (PaKTOPOB, KOTopble TPeByYOT 0COBOro BHUMaHNA 1 MOTYT MPUBECTU K OT3bIBY
NpoayKUNN.

263. (8.7) Ocoboe BHMMaHMe HeobXoAMMO yOenATb OLUEHKe TOro, SABMSeTCS NU MPUYMHOW MNpeTeH3un
danbcudmkaLma NpoayKLnmn.

264. (8.8) B cnyyae ecnu npousBoauTene MpeanpuHUMaeT OEWUCTBUA, SBMSOWMECs CneacTBUeEM
BO3MOXHbIX OLNGOK B MPOM3BOACTBE, YXYALIEHUS KayecTBa NpoAyKUMW, BbIsIBNEHUA anbcuduunmpoBaHHON
NpoOAyKUMM WM OPYrMX CepbesHbiXx npobnem, CBA3aHHbIX C KayecTBOM MNpPOAYKUMW, OOMKeH ObiTb
NPOVMHOPMMPOBAH COOTBETCTBYIOLLNIA YNONMHOMOYEHHbIV dheaeparnbHbld OpraH UCNONMHUTENBHOW BNACTW.

OT3bIB NpoayKLUA

265. (8.9) lMpomusBoantenb OOIMKEH Ha3HaAYUUTbL pPabOTHMKA, OTBETCTBEHHOrO 3a CBOEBPEMEHHbLIN OT3bIB
NpoayKUUM C pblHKA, MMEIOLLEro MpaBo NpuBrekaTb Heobxoaumbi nepcoHan. Kak npaBuno, aToT paboTHWK
OOMKeH OblTb HE3aBMCMMbIM OT MogpasfeneHuni peanvs3aumm n mapkeTuHra. Ecnm atot paboTHUK He siBnAeTcs
YNONTHOMOYEHHbLIM NULOM, TO YMNOMHOMOYEHHOE NUUO AOMKHO ObiTb ocBegoMneHo 060 Bcex haktax OT3biBa
NpoayKLUUN.

266. (8.10) lNopsimok OT3biBa MPOAYKLMM AOMKEH ObiTb pernaMeHTMpoBaH YTBEPXAEHHOW npouenypou,
KOTOpYIO CrieayeT perynspHo npoBepsATb U Npu HeobxoaumocTn nepecmaTpmeaThb.

267. (8.11) OT3bIB NpOAYKLMN OOIMKEH OCYLLECTBNATLCS ONEpPaTMBHO U B Ntoboe Bpems.

268. (8.12) KomneTeHTHble opraHbl Bcex CTpaH, Kyda Obina HanpaBneHa npoaykuusi, AOMKHbl ObiTb
HeMeAneHHO MH(OPMMPOBaHbI O MPUHATUM pelleHnss o6 OT3biBe MNPOAYKLMU B CBSI3U C MOOO3PEHUEM UK
obHapyXeHnem HeCOOTBETCTBUS €€ KavyecTBa.

269. (8.13) 3anmcu no oTrpy3ke AOIMKHbI ObITb AOCTYMHbI NuUy (NMuam), OTBETCTBEHHOMY(bIM) 3a OT3bIB
npoayKuum, U copepxaTb LOCTATOYHY MHopMauuo 06 opraHmsauusax ONTOBOW TOPrOBMU NIEKAPCTBEHHLIMU
cpeactBaMu M MpsAMbIX 3akasynkax (agpeca, Homepa TenedoHoB M (Mnum) chakcoB B paboyvee n B Hepabouee
BpeMs, Homepa cepui U 0OOBbeMbl MOCTaBOK), BKMIOYAA OSKCMNOPTHbIE MOCTaBKM W MOCTaBkM obpasuos
nekapCTBEHHbIX CPeaACTB.

270. (8.14) Oto3BaHHy0 NPOAYKLUUIO HEOBXOAMMO MPOMAapKUPOBaTb M XpaHUTb OTAENbHO B GesonacHow
30He BMMOTb A0 NPUHATUSA PeLLeHns O ee AanbHenwemM NCNonb30BaHUM UNN YHUHTOXEHNN.

271. (8.15) TlocnepoBaTenbHOCTb AENCTBMW MNpM  OT3blBE NPOAYKUMM JOMKHa ObiTb  odopmneHa
AOKyMeHTanbHO. OKOH4aTernbHbIM OTYeT [AOfKEeH COoAepXaTb maTepuanbHbli BanaHc mexgy KOonMyecTBOM
NMOCTaBMNEHHOW U BO3BPALLEHHOWN NPOaYKLNN.

272. (8.16) O HeKTMBHOCTb MEPONPUATHIA MO OT3bIBY NPOAYKLUM AOIMKHA PETYNAPHO aHann3mMpoBaTbCs.

CAMOUWHCMNEKUWA (TNABA 9)
MpuHUMN

273. CamowuHcneKkumss npoBOAWUTCA C Lenbio MPOBEPKM BbIMOMHEHMS npou3dBoguTeneMm TpebosaHui
HacToswwmx [Npasun n npeanoxeHns He0HXoOUMbIX KOPPEKTUPYIOLLUNX AEACTBUN.

274 (9.1) Bonpocbkl, KacawolmMecss nepcoHana, noMeLleHun, obopyooBaHusl,  OOKYMEHTauuu,
TEXHOMNOrM4YeCcKoro npoLecca, KOHTPOA Ka4YecTBa, peannsaumnmn NekapcTBEHHbIX CPeacTs, MeponpuaTui no paborte
C NpeTeH3VsMK, OT3bIBOB MPOAYKUUW, a Tawkke [eATENbHOCTU MO MNPOBEAEHUI0 CaMOWHCMNEKUNA, [AOIDKHbI
perynspHoO aHanuM3npoBaTbCA B COOTBETCTBUM C 3apaHee YTBEPXOEHHOW nporpaMMon Mo onpefeneHHomy
rpaduky Ans NpoBEPKN UX COOTBETCTBUA MPUHLMNaAM dapMaLeBTUYECKON CUCTEMBI KadecTBa.

275. (9.2) CamouHcnekuusa AormkHa NpoBOAUTLCH HEe3aBUCUMO WM TLaTerNbHO cheuuanbHO Has3Ha4YeHHbIMU
KBanMUUNPOBaHHLIMKA fMUAMK, COCTOAWMMKM B LwwTate npoussogutens. lMpu HeobxogmmocTu MoxeT ObiTb
NpoBeAeH He3aBUCUMbIN ayauT NPOU3BOAUTENS 3KCNepTaMyu CTOPOHHUX OpraHn3aLui.

276. (9.3) PesynbTatbl CaMOMHCNEKUUA [AOMKHbl OblTb  O(OpMNEHbl OOKyMeHTanbHo. OTyeThl,
COCTaBMeHHble MO pe3ynbTaTaM CaMOMWHCMNEKUUA, AOMMKHbI BKMYaTbh B cebSA BCHO MOMyyYyeHHy WHgopmauuo n
HeobOXxoAMMble KOppeKTMpylLwme AewcTBus (rae npumMeHumo). [denctsus, npegnpvHumMaemble MO pesynbTatam
NPOBEAEHHbIX CAMOMHCMNEKUUIA, Takke cnegyeT opopMaTb JOKYMEHTAaNbHO.

IV. OCHOBHbIE TPEBOBAHNA K PAPMALIEBTUYECKNM CYBCTAHLNAM,
NCMNOJIb3YEMbLIM B KAHECTBE NMCXOOHOI O CbIPbA (MACTbL II)

BBEOEHWE (1)



277. Opuanyeckre nvua, Ha UMsi KOTOPbIX BbidaHbl PErMCTPALMOHHbIE YAOCTOBEPEHNUS, U NMPOU3BOANTENN
JOJDKHbI MCMONb30BaTb B KAYeCTBE WMCXOOHOIO Chipbs TOMbKO Te dhapmMaueBTudeckMe cybcTaHuuu, KoTopble
npou3BefeHbl ¢ cobnogeHnem HacToawmx MNpasun.

Lenb (1.1)

278. Hactoswas rmmaBa ycTaHaBnuMBaeT TpeboBaHMA, KacawlwMecs Haanexalwero npou3BoacTea
dapmMaLeBTUYEeCKUX CYOCTaHLUMN C COOTBETCTBYIOLLEN CUCTEMOM YynpaBneHms kadectBoM. OHa Takke
npegHasHadeHa And uenen obecnevyeHust KavyecTBa U YUCTOTbl AEUCTBYIOLLMX BELLECTB B COOTBETCTBUU C
npeabsBNAEMbIMU K HUM TPeboBaHUSAMMU.

279. B HacToswen rnaeBe TepMumH "npom3BoAcTBO" BkodaeT B cebs Bce BuAbl onepauuin  c
dapmaLeBTUHECKMMM  CYOCTaHUMAMU: NPUEMKY MaTepuanoB, MpPOU3BOACTBO, YMaKOBKy, MNepeynakoBKy,
MapKUPOBKY, NeEpPeMapKMpOBKY, KOHTPOJSIb KayecTBa, BblAavy paspelleHnst Ha BbIMyCK, XpaHeHNe u peanunsauuio, a
TakKe COOTBETCTBYKOLIME Mepbl KOHTpons. TpeboBaHMs, YCTAHOBMNEHHblE HACTOALEN T[MaBoW, SBNAKTCA
obsasatenbHbiMn, ecnu  lpunoxeHumammn Kk HactoawmM [lpaBunam He ycTaHOBMEHbl WHble TpeboBaHus,
noanexatime npUMeHeHN0 B COOTBETCTBYIOLLUX Cry4Yasx, a Takke ecnu cobrniogeHne ykasaHHbIX TpeboBaHun He
MOXeT ObITb 3aMeHEHO anbTepHATUBHLIMU OEeNCTBUSAMKU, obBecneuynBaloiuMm No KpamHen Mepe SKBUBANEHTHbIV
YPOBEHb KadecTBa NpoayKuun.

280. Hactoswme [lpaBuna He ycraHaBnuBalT TpeboBaHus, npegbsBnAeMble NpW  perucTpauum
dapmavueBTnyeckux cybctaHumi. lMpomssoautens o06s3aH BbINOMHATL BCe TpeboBaHWS, YCTAHOBMEHHbIE MPU
BKIIOYEHUW (hapMaLeBTUYECKMX CyBCTaHLUIM B rocygapCTBEHHbIN peecTp nekapCTBEHHbIX CPeacTB.

O6nactb npumeHeHus (1.2)

281. Hactosiwasi rmaBa ycTaHaBnuBaeT TpeOOBaHWSA K MPOW3BOACTBY (hapMaueBTMYECKUX CyOCTaHUUN,
MCnonb3yemblX B MPOM3BOACTBE NeKapCTBEHHbIX NpenapaTos Ans MeAULNHCKOro U BETEPUHAPHOTO NPUMEHEHUS, B
TOM 4uCrne K NPOM3BOACTBY (hapMaLeBTUHECKUX CyBCTaHuui, Nony4aemMbiX C UCMONb30BaAHMEM OOHOPCKOW KPOBM
N nnasmbl B Ka4ecTBe WCXOOHOro Cbipbsi. OHa MPUMMEHSIETCA KO BCEM WMCXOOHbIM AENCTBYIOLWUM BeLLecTBam
coBmecTHO ¢ [NpunoxeHnamm N N 2 - 7 k HacToswwmm [MpaBunam, rae cogepXXartcs AONONHUTENbHbIE TpeboBaHUS
ANl ONpeAeneHHbIX BUAOB AEVCTBYIOLLNX BELLECTB.

282. MNMyHKTbI 622 - 644 HacTosAwwmx [NpaBun cogepxaT TpeboBaHMs, KOTOPblE PAcNPOCTPAHAITCA TOMNbKO Ha
nNpou3BoACTBO (papMaueBTUYECKMX CyBCTaHuMIM, WCMOMb3yeMblX ANs MOMyYeHUs NeKapCTBEHHbIX npenapaTos,
npeaHasHayYeHHbIX AN KIMHUYECKUX UCCefOBaHNN.

283. K npousBoacTBY CTepunibHbiX dapMaueBTUYECKNMX CYOCTaHUMIiA TpeboBaHUS HacTosILLEN rnaBbl
NPUMEHNMbI TOMBKO A0 CTaaun cTepunusaunn.

284. HacTtoswaga rnaBa He pacnpoCcTpaHsieTcs Ha npouecchbl cTepunusauum U NpousBoACcTBa CTEPUNbHLIX
dapmaLeBTMYeCKUX CyOCTaHUMIW B acenTUYecKMX YCMOBUSIX. TakMe Mpouecchl [OOMMKHbI NPOBOAUTBLCA B
COOTBETCTBMU C MpuHUMNamMu Hactoswmx [lpaBun, TpeboBaHuAMM, n3noxeHHbIMu B [lMpunoxeHmn N 1 K
HacToswmm MNpaBunam, a Takke B MHbIX HOPMAaTMBHBIX NPAaBOBLIX akTax Poccunckon ®eaepaunn.

285. Hactosiwas rmaBa He pacnpoCTpaHAeTCs Ha UenbHYl OOHOPCKYI KPOBb W MMa3My, MNOCKOMbKY
TpeboBaHMA MO B3ATMIO W UCMNBITAHWIO KPOBW OMPEeAensoTCs COOTBETCTBYHOLUMMUA HOPMaTUBHBLIMW MPaBOBbIMU
aktamu Poccuinckon ®depepaumm, a Takke Ha HepacdacoBaHHbIe NekapCTBeHHbIe npenaparthbl ("aHrpo”, "vH 6ank").
Ecnu HopmaTyBHBEIMM NpaBoBbIMK akTamun Poccuiickon defepaumm ycTaHOBNEHbI cneuunansHble TpeboBaHusa Ans
obecneyeHns KayecTBa NMpU NPOM3BOACTBE JIEKAPCTBEHHbLIX CPEACTB Afsl BETEPMHAPHOIO MPUMEHEHUS NPOTUB
3KTOMapasuToB, TakMe TpeboBaHUA AOMKHbI COOMNOAaTLCS.

286. VcxogHoe cbipbe Anis npou3BoAcTBa (hapmMaueBTUYECKMX CYOCTaHUUM - 3TO UCXOOHOE Cbipbe,
NPOMEXYTOYHbIE NPOAYKTbI UNKU apyrne cdapmaueBTnyeckme cybcTaHummn, KOTopble UCMOMb3yT B MPOU3BOACTBE
dhapmaLeBTMYeCKUX CYOCTaHUUM WM KOTOpble KaK BaXHbI CTPYKTYPHbIA parMeHT BBOOST B CTPYKTYpy
dapmavueBTMyeckon cybctaHumm. MicxogHoe cbipbe Anst Npov3BOACTBa papMaueBTUYECKUX CyOCTaHLUMIN MOXeT
npmobpeTaTbCs NO AOrOBOPY Y OAHOMO UMW HECKOMbKMX MOCTaBLUMKOB NGO Npou3BOAUTBCS CaMOCTOSATENbLHO.
McxogHoe cbipbe Ans nNpou3BOoAcTBa dhapMaueBTMYeckux CybCcTaHuM®W, Kak npaBuno, MMeeT YCTaHOBIEHHble
XMMUYECKME CBOMNCTBA M CTPYKTYPY.

287. lNponsBoguTenb OOIDKEH ONpenenuTb M JOKyMeHTanbHO OOOCHOBaTb CTaguilo, C KOTOPOW LOIDKHO
HauMHaTbCS NMPOU3BOACTBO dhapMaLeBTM4eckon cybcTaHummn. [ins npoueccoB CMHTe3a dTa CTagusa onpegensercs
KaKk cTagusi BBOAa B TEXHOMOIMYECKUA MPOLECC MCXOQHOIO Cbipbs AN MpPOM3BOACTBa (hapMaLeBTUYECKMX
cybcTaHuuii. Ona apyrux npoueccoB (Hanpumep, And epMeHTauuu, 9KCTpakumu, OYMCTKM) OaHHY0 CTaguio
ONpeaensT C y4eTOM KOHKPETHbIX ocobeHHocTel npomsBoacTBa. B Tabnuue N 1 npuBeneHbl TpeboBaHus
OTHOCWUTENbHO MOMEHTa, Korda OoOblMHO BBOAAT B MNPOLECC WCXOOHOE Cbipbe Ansi  NpovM3BOACTBA
hapmaLeBTUHECKMX CyDOCTaHUMI. HaunHaa ¢ aTon ctagun, Ha AaHHbIE MPOMEXYTOYHbIE NPOAYKTLI U (MnK) cTagun
npousBoacTBa apmaueBTUYECKUX CYOCTaAHUMIA pacnpocTpaHsalTca TpeboBaHust HacTtosawen rnaebl. OHU



BKIIOYAKOT B cebs BanMaauuMio KPUTUYECKMX CTagui NPOVM3BOACTBEHHOIO NMpoLecca, OKasbiBalLWMX BIUSHUE Ha
KayecTBO (hapmaLeBTUYECKMX cybcTaHumn. B TO xe Bpemsi BbIGOp npousBoauTenemM CTaaum TEXHONOMMYecKoro
npouecca Ans NpoBeAeHus Banuiaumm He obsa3aTenbHO O3Ha4yaeT, YTO 3Ta CTagus SBNSAETCS KPUTUYECKOW.
TpeboBaHMa HaCTOSLLEN MaBbl PacnpOCTPaHAIOTCS, Kak NpaBunio, Ha cTagun, BbiaeneHHsle B Tabnuue N 1 cepbim
¢oHOM. DTO He 03HaA4aeT, YTO B NpoLiecce NPOM3BOACTBA AOSDKHbI BbINOMHATLCA BCE CTaaun, yKadaHHble B AaHHOMN
Tabnuue. CTporocTtb crnefoBaHus TpeboBaHUAM HaACTOSALWLEN rnaBbl AOMKHA BO3pacTaTb OT pPaHHWX CTagun
npousBoacTBa hapMaLeBTUYEeCKMX CybCTaHUUA K 3aBepLUaloLLMM CTaansiM TEXHOMOrMYECKOro npoLecca, O4UCTKM
n ynakoBkn. O6paboTky puamdecknmn meTogamu apmaueBTUYECKMX CYOCTaHLMIN, TaKyl Kak rpaHynsuus,
NoKpbITUE 06ONOYKON MNN U3NYEecKkoe M3MEeHeHue pasMepa 4acTtuy (Hanpumep, rpydbldi U TOHKMIA MOMON),
crnegyeT NpoBOAWTbL MO KpanHew Mepe B COOTBETCTBUMM C TpeboBaHuaMM HacToawmx Npasun. Hactodawasa rmasa
He NpUMeHSIeTCs K CTagusM, KOTopble MpeflecTBYOT BBEOEHWMIO B MPOLIECC BELLeCTB, onpeferieHHbIX Kak
NCXOOHOE Chbipbe AN19 NPON3BOACTBA hapMaLeBTUYECKUX CyOCTaHLNNA.

288. B HacTosiLweln rmaBe ucnonb3yeTcs TepMuH "papmaueBTudeckasn cyoctaHums" (PC), koTopbin cnegyet
paccMmaTtpvBaTh Kak B3aMMO3aMeEHSIeMbIl C TEPMUHOM "aKTUBHbLIN (hbapMaueBTUYeCKUn WUHrpeamneHT" (ADN).
TepMuHbl, ynoTpebrnsiemble B HacTosiLEW [faBe, W onpegeneHuss 0003HaYEHHbIX WMK MOHATUIA (KOTOopble

npuBeaeHbl B NyHKTe 645 HacTosAwmx NMpaBun) nCnonb3yTcst TONbKO ANs Lienen HacTosLel rnaesbl.

Tabnuua N 1. NpumeHeHune rnaebl IV HacToawmx MNpaBun kK Npon3BoACTBY hbapMaLeBTU4ECKMX CybCTaHLmMn

Tun Cragum npomssoncTsa ®C, Ha KOTOPEE pAaCHIpOCTpaHAaeTcda IJjasa IV
IPOM3BOLCTBA HacToAuMx Ilpaemil (BEIOEJIEHE CepblM QOHOM)
XyMmdeckoe [MpomsBOOCTBO Beenmenmne B [pomsBOOCTBO BeimesieHue |[O6paboTka
IPOU3BOACTBO MCXOOHOTO CHPbA |MNpouecc INIPOMEXYTOUHOTO |[M OUMCTKA |(M3MUeCKUMU
nina @C MCXOOHOT O nponykTa (oB) MeToOaMu ¥
CEIPbSA IOJIS YIIaKOBKa
IPpOMU3BONCTBA
oC
®C, nosyuaemele |COOp OPI'aHORB, Peska, BBeneHue B Brimesienue |[O6paboTka
"3 CHpPbA KUOKOCTEM MM CMellVBaHMe npolecc M O4YMCTKA |buandecKuMm
XVMBOTHOT'O TKaHeMu n (munm) MCXOOHOTO MeTooaMu U
NIPOUCXOXIEHUSA nepBUYHAasA CHPbA IJa yInakoBKa
obpaboTka npomseoncTea @C
®C, nonydaemele |[COOp pacTeHUM Peska u BeeneHue B Beimesnienme |ObpaboTka
"3 CHpPbA nepBUYHAA npolecc M OYMUCTKA |PU3MUeCKUMN
PacTUTEJIBHOT'O SKCTPaKLUUA MCXOOHOT'O MeTomaMm u
NIPOUCXOXIOEHMU A CEIPbSA IOJIS yInaKoBKa
npomseoncrea @C
PacTuresbHue Cbop pacTeHMM Peska mn - IDanbHelmasa | OBbpaboTka
5KCTPaKTH, nepBUYHAaA SKCTpakuud | pusmuye CcKUMU
VICIOJIb3yEMEE B SKCTPAaKLUI MeTOOaMmn U
xauyecTtBe OC yIIakoBKa
®C, cocroammue Cbop pacTeHUM M|Peska u - - ObpaboTka
us (115111) (115111) dMBUUYEe CKUMUI
pasMesibYeHHEBIX KyJIb TUBMPOBAHUE | MB3MEJIbUeHNE MeTOoOnaMm U
WM PacTepPTEX B|U cOoOp yIaKOBKa
[IOPOIIOK
pacTeHuM
Buorexunomnorusa: |CosmaHue [NonnmepxaHnue |KynsTmBuporBaHMe |BeimeneHme |ObpaboTka
bepMeHTALVS U TJIaBHOTO U pabouero KJIETOK ¥ (MJIM) |M OUuMCTKa |OduasuuecKUMU
() pabouero OaHKOB|DaHKa KJIIETOK |pepMeHTaLUA MeTOonaMm U
KyJIb TUBUPOBAHUE | KJIETOK yIIaKOBKa
KJIETOK
"Knaccuueckaa" |Co3maHue l[lonnepxaHue |BBOO KJIETOK B BrinesieHue |[O6paboTka




bepmeHTanMa OJg|0aHKa KIETOK faHKa KJIETOK |IpoLecc ¥ OUMCTKA |bu3nyeckmuMmm
npoussoncrea oC bepmeHTaALUMK MeTOoOaMm u
yIakoBka
\
Ycunenne tpeb®oBaHUM \
/
/

YMNPABJIEHME KAYECTBOM (2)
MpuHumnel (2.1)

289. (2.10) OTBETCTBEHHOCTb 3a Ka4eCTBO AOMKEH HECTU BECb NEepCcoHarn, 3aHATbIN B MPOU3BOACTBE.

290. (2.11) Kaxpgbin npousBoguTenb [AOMKeH paspaboTaTb, AOKYMEHTanbHO OdOopMUTL U BHEOPUTb
a(ppeKkTNBHYIO CUCTEMY YNpaBneHNsa Ka4eCTBOM Mpu y4acTUn pyKOBOASALLErO U NPOU3BOACTBEHHOMO NepcoHana.

291. (2.12) Cwucrtema ynpaBneHust KavyeCTBOM [OJPKHA OXBaTblBaTb OPraHM3auMOHHYI0 CTPYKTYPY,
npouenypbl, MNpPOLECCbl M pecypcbl, a Takke AeATenbHOCTb, Heobxoaumylo Ans obecneyvyeHunss rapaHTum
cooTBeTCcTBMA PC BceM TpebOOBaHMAM COOTBETCTBYHOLLMX CNeuMduUKauui B OTHOLLEHMM KayecTBa M YMCTOTHI.
MpousBoautTens [OMMKEH onpedenntb W OOKYMEHTanbHO OMgOopMUTbL BCe BuAbl AEATENbHOCTU, UMeloLune
OTHOLLIEHME K Ka4yeCTBY.

292. (2.13) Y npousBoauTensd Q[OSKHbI ObiTb CO34aHbl MOAPA3AeneHusi, BbIMOMHSKLWMe  (yHKUUK
obecneyeHnss M KOHTPOMS KayecTBa, KOTOPble [AOMKHbl ObiTb He3aBUCMMbIMW OT NPOW3BOACTBEHHOMO
nogpasgeneHuns. YkasaHHble (OYHKUMM MOTYT BbIMONHATLCA NMBO oTAenbHbIMU NogpasaeneHnsMm obecneyeHms um
KOHTpOMns kavecTtsa, NMH60 MOryT BbiTb BO3MOXEHbI HA OAHO NWLIO UK TPYNNY fny, B 3aBUCUMOCTY OT pa3MepoB U
CTPYKTYpbl OpraHusauum.

293. (2.14) Heobxooumo TOYHO ONpeaenvTb N, YNONHOMOYEHHbIX BblAaBaTb pa3pelleHWe Ha BbIMyCcK
NPOMeXyTouHOM npoaykuum n eC.

294. (2.15) Bce QencTBus, UMelOLLME OTHOLUEHUE K Ka4yecTBY, OOJPKHbI OQOPMAATLCS AOKYMEHTanbHO
HenocpeacTBEHHO NPW NX BbINONTHEHNUN.

295. (2.16) Jlloboe OTKMOHEHWE OT YCTaAHOBIIEHHbLIX Mpoueayp OOJMKHO OopMIATLCS OOKYMEHTANbHO U
obocHoBbIBaTbCA. Heobxogumo nNpoBOAWTb paccrnefoBaHuMe KPUTUYECKUX OTKITOHEHUNW, a Takke odopMNsaTb
AOKYMEHTarbHO Takoe paccrefoBaHune 1 caenaHHble BbiBOAbI.

296. (2.17) NcxopHoe cbipbe AN npoussoacTsa (hapmaueBTUYECKUX CyOCTaHUUM 1 maTepuansl He MOryT
ObITb paspelleHbl K BbINYCKY WM WCMOMb30BaHbl A0 MOMy4YeHUs YAOBNETBOPUTENBHOMO 3aKio4YeHus o
pesynbTaTtaM OLEHKW, NpoBedeHHOW nogpasgeneHnemMm (noapasgeneHusMn) kadectsa, ecrnv y npoussBogutens
OTCYTCTBYIOT COOTBETCTBYIOLUME CUCTEMBI, paspeLualLime Takoe Ucrnonb3oBaHue (Hanpumep, BbIMyCK B cTaTyce
KapaHTMHa, Kak onucaHo B nyHkTe 472 Hactoawmx [lpasun, nnbo vcnonb3oBaHWE WCXOZHOMO ChbIpbS MIU
NPOMEXYTOYHOM NPOAYKLUK, OLIEHKa KayecTBa KOTOPbLIX ellle He 3aBepLUeHa).

297. (2.18) TlpousBoguTenb [JOMKeH paspaboTaTb npouedypbl CBOEBPEMEHHOTO  OMOBELLEHMS
PYKOBOZASLLEro nepcoHana ob MHCNeKUMsX YNOrHOMOYEHHOrO doeeparnbHOro opraHa WUCMONTHUTENbHOW BNacTMy,
HefgocTaTkax B OTHOLIEHUM cobrnogeHns TpeboBaHui HacToawmx lMpasun, gedekrax NPOAYKUUM U O MPUHATUK
COOTBETCTBYHLUMX Mep (Hanpumep, 0 paCCMOTPEHMUN MPETEH3UN B OTHOLLEHMUN KavyecTBa, 00 O0T3biBax NpoayKuuu,
0 OeNCTBMAX YNOMHOMOYEHHOro doeepansHOro opraHa UCNoMHUTENbHOW BNacTw).

298. (2.19) Ona pocTwXeHUs Uenu ynpaBfeHWs KavyecTBOM [JOfXHa ObiTb BHegpeHa BCECTOPOHHe
paspaboTaHHas v npaBuIibHO MYHKUMOHMPYIOLWAA cucTema kayecTsa, BKMovawwas B cebs opraHusaumio paboTol
no HacTosawwmMm NpaBunam, B TOM YMCHe KOHTPOrb KadecTBa 1 CUCTEMY YNpaBreHNss puckamu Ans KkadecTsa.

Cuctema ynpasneHus puckammn ons kadecrtsa (2.2)

299. (2.20) YnpaBneHue puckamu Ang KayecTBa SABMASETCH CUCTEMaTUYECKMM NPOLLECCOM OLIEHKWU, KOHTPOnS,
nepegayn wuHdopmaumm u ob3opa puckoB Ans kadectBa PC. ITOT NpouLecc MOXHO OCYLLECTBNATb Kak
NepcnekTUBHO, Tak U PETPOCMNEKTUBHO.

300. (2.21) Cuctema ynpasneHus pyuckamu ns KayecTsa JoSKHa rapaHTMpoBaTh, YTO:

OuUeHKa puckoB 0asnpyeTcsl Ha HayYHbIX 3HAHMSX, OMbITE NMPOM3BOACTBA M B KOHEYHOM CYeTe CBsi3aHa C
3aluTon naumeHTa nytem obmeHa nHdopmaumen c npuobpetarenem OC;

YPOBEHb yCuUnum, cpopmanusaumm n SOKYMeHTanbHOro ohopmMIIeHMs npoLlecca ynpaBreHus puckammu ans
KayecTBa COM3MEPUM C YPOBHEM PUCKOB.



O6s3aHHOCTN Noapa3saeneHus (noapasaeneHunin) kadecTsa (2.3)

301. (2.30) MNMoapasgeneHne (nogpasneneHnst) kayecTsa OOMKHO (A0SMKHbI) ObiTb BOBMeYeHO(bl) B pelleHme
BCEX BOMPOCOB, OTHOCSLLMXCS K Ka4eCTBYy.

302. (2.31) [logpasgeneHve (nNogpasgeneHvsl) KayecTBa [OMKHO  (OOMKHbI) paccMmaTtpuBatbh U
COrnacoBbIBaTb BCE AOKYMEHTbI, UMEIOLLME OTHOLLEHME K Ka4eCTBY NPOaYKLIMN.

303. (2.32) OcHoBHble 0653aHHOCTU He3aBUCMMOro(bIX) nogpasfeneHus (nogpasgeneHnn) KayectTBa He
noanexat nepegaye ApyruMm nogpasgeneHunsaM. 3T 00A3aHHOCTU OOSMKHbI ObITb JOKYMEHTanbHO oopMMeHbl 1
BKMNOYaTh B ce6s, B YaCTHOCTK, CrieayloLLee:

a) (1) Bbl@ayy paspeLueHuns Ha BbIMYCK Unn oTKIoHeHne Bcex ®C, a Takke Bbigayy paspeLleHns Ha BbiMyck
WUNN OTKIOHEHME NPOMEXYTOYHOM MpOAYKUWMW, MpefHasHayeHHOW Ans UCMONb30BaHus BHe cdepbl KOHTPONs
npou3BoauTens;

0) (2) cosgaHMe cuCTEMbl BbliJAauu pas3pelleHns Ha BbIMYCK WIIM  OTKIIOHEHUS WCXOOHOIO  CbIpbS,
NPOMEXYTOYHOW NPOAYKLUMMW, YNAKOBOYHbLIX MaTepMarnoB U MaTepuanoB ANs MapKUPOBKY;

B) (3) NpoBepKy COCTaBMEHHbIX 3anncer No NPOM3BOACTBY CEPMM U AOKYMEHTOB NTabopaTopHOro KOHTPOnNs B
OTHOLLIEHMM KPUTUYECKUX CTaAMIN NpoLiecca nepes Bblgaden paspeLlueHms Ha Bbinyck ®C;

r) (4) obecneyeHve paccnefoBaHnsi NPUYMH KPUTUYECKUX OTKIOHEHUI U UX YCTPaHEHME;

4) (5) cormacoBaHue unu yTeepxaeHune Bcex cneummkaumnin 1 OCHOBHbIX NMPON3BOACTBEHHbLIX UHCTPYKLWIA;

e) (6) cornacosaHve UM yTBepXaeHne BCex npoueayp, KoTopble MOryT OKasblBaTb BIWSHWE Ha KavyecTBO
NpoOMeEXyTOoYHOWN npoAaykumm unn eC;

X) (7) obecneyeHve NnpoBedeHNs BHYTPEHHUX ayauTOB (CaMOMHCNEKLMN);

3) (8) ogobpeHne nponssognTENen NPOMEXYTOYHOM Npoaykuun n ¢C, paboTaroLwmux No 4OroBopy;

n) (9) yTBepXgeHne U3MEHEHWUN, KOTOpble MOTEHUManbHO MOryT MOBMAMATH Ha Ka4yeCTBO NPOMEXYTOYHON
npogykuun mnn eC;

K) (10) npoBepKy 1 yTBEPXKAEHWE NPOTOKONOB 1 OTYETOB NO Banuaauuu;

n) (11) obecnedyeHne NpoBeAEHUS paccnefoBaHUs U MPUHATUS PEeLLeHWA Mo NPEeTEeH3UsM, CBA3aHHbIM C
Ka4yecTBOM;

M) (12) KOHTPONb CBOEBPEMEHHOIO BbIMOSIHEHUS TEXHWYECKOro OB6CnyXuBaHUS, KannbpoBKM W MOBEPKM
KpUTM4eckoro obopyaoBaHus;

H) (13) obecneyeHne COOTBETCTBYIOLMX MUCNbITAHUA UCXOOHOIO ChipbA M MaTepuanoB U AOKYMEHTarbHOro
odhopMeHus pesynbTaTos;

0) (14) obecneyeHne HanMuusa [AaHHbIX O CTAOMMBHOCTM AONSA MOATBEPXOEHUS yCTaHaBMNMBaeMbIX Aar
NPOBEAEHUS MOBTOPHbBIX MCMbITAHUA UMW UCTEYEHNSI CPOKOB FOAHOCTU, a TaKxe ycnoBun xpaHeHus OC un (4nu)
NPOMEXYTOYHOW NPOAYKUMM B TEX CMyYasX, Koraa aTo LenecoobpasHo;

n) (15) npoBeneHne 063opoB kavecTBa Nnpoaykumm (NyHkTbl 307 - 308 HacToAwwmx Mpasun).

O6a3aHHOCTM NO NPOU3BOACTBEHHON AEATENBHOCTU (2.4)

304. OBaA3aHHOCTM NO MPOWM3BOACTBEHHOW OEATENbHOCTU AOMKHbI OblTb OOKYMEHTanbHO O(OpPMIeHbl U
BKNtoYaTb B cebsi, B YaCTHOCTU, cneayoLlee:

a) (1) paspaboTky, nepecmoTp, YyTBEpXAEHUWE W pacrnpeferieHne WHCTPYKUMA MO NpOu3BOACTBY
NpoMeXyToYHOW npoAaykumm unn ®C B COOTBETCTBUM C YTBEPXKAEHHOW NpoLeaypon;

0) (2) nponssoacteo ®C 1 nNpyu HeobXoAMMOCTM NMPOMEXYTOYHON MPOAYKLUUW B COOTBETCTBMMU C 3apaHee
YyTBEPXAEHHBIMN UHCTPYKUUAMY;

B) (3) paccmoTpeHne Bcex 3anuceln No NPOM3BOACTBY CEPMM MPOAYKUUW WM NOATBEPXKAEHUE MOMHOTbl UX
3anonHeHns 1 NoanucaHus;

r) (4) obecneyeHne 06sA3aTeNbLHOIO AOKYMEHTMPOBAHMA BCEX OTKMOHEHMI OT npouecca Mpou3BOACTBA U
npoBedeHUss WX OLEHKW, a Takke paccrnefoBaHWs BCEX KPUTUYECKMX OTKIMOHEHUA W [OKYMeHTarbHOro
0pOpMNEHNS NOSYYEHHbIX BbIBOAOB;

a) (5) obecneveHne YNCTOTbI NPOU3BOACTBEHHbBIX MOMELLEHMI U NPU HEOBXOANMOCTU UX OE3UHM(EKL MM,

e) (6) obecneyeHune BbINONHEHNST HEOOXOAMMBIX KanMOPOBOK, a Takke BEAEHUS U XPaHEHWs 3anuncen;

X) (7) obecneveHne obcnyxmBaHMsi NOMELLLEHNI U 000PYAOBaHUS, a TaKKe BEAEHUS U XpPaHEHUs 3anucen;

3) (8) obecneyeHne NPOBEPKM M COrNacoBaHUSA MPOTOKOIOB Banugauumn n OT4ETOB;

) (9) oueHKy npeanaraeMbiX U3MEHEHWUI B OTHOLLEHUW NPOAYKLMK, Npouecca unn obopynoBaHus;

K) (10) obecneyeHve kBanMUKaALUN HOBbIX U NMPU HEOOXOAMMOCTM MOAEPHU3VMPOBAHHBLIX MOMELLEHUA 1
obopynoBaHus.

BHyTpeHHMe ayanTbl (camouHcnekuums) (2.5)



305. (2.50) Ona noaTtBepxaeHus cooTBeTcTBMA npomssoactBa PC TpeboBaHusM HacTtosiwmx [MpaBun
npou3soauTenb JOMKEH PErynsapHO NPOBOAMTL BHYTPEHHWE ayauTbl COTNTAcHO YTBEPXXAEHHOMY rpadoukKy.

306. (2.51) PesynbTaTbl BHYTPEHHErO ayguta M nocrnegylwme KOppekTupylowmue OencTBUsS Heobxoammo
OOKYMeHTanbHo odopMnsaTb M OOBOAUTb A0 CBEOEHUA PYKOBOASLLEro nepcoHana npou3BoauTens.
CornacoBaHHble KOPPEKTUPYIOLLME AENCTBUSA OOIMKHbI OCYLLECTBNATHCS CBOEBPEMEHHO U 3(PHEKTUBHO.

O630p kavecTBa nNpoaykuum (2.6)

307. (2.60) Ansa noaTBepXaeHWss NOCTOSIHCTBA npoLuecca NpoM3BoACcTBa HEOOXOAMMO perynsipHO NPoOBOANUTb
0630p kayectBa PC. Takne 0630pbl KayecTBa AOMKHbI NMPOBOAUTLCS, Kak MPaBUIIO, €XErogHo C MocreayroLwmnm
OOKyMeHTanbHbIM ochopMneHnem. OHM JOIMKHbI BKITHOYaTh B ce05 Mo KpanHen Mepe crneayoLlee:

0630p pe3ynbTaToB KOHTPONS B MpoLecce NPOM3BOACTBA MO KPUTUYECKMM To4ykaM u ucnbitaHun ®C no
KpUTUYECKMM NapameTpam;

0630p BCcex cepuii, He COOTBETCTBYIOLLMX YTBEPKAEHHBIM cneundukalmnsam;

0630p BCEX KPUTUYECKMX OTKIIOHEHWUI UITM HECOOTBETCTBUM U CBSA3AHHBLIX C HUMW paccrnefoBaHunm;

00630p NOBLIX U3MEHEHWI, BHECEHHbIX B NPOLECCHI UMW aHaNUMTU4ECKMe METOOMKN;

0630p pesynbTaToB NPOrpaMmMbl U3yHeHNss CTabunbHOCTY;

0630p BCex BO3BPAaTOB, MPETEH3NN N OT3bIBOB, CBA3AHHbIX C KAYECTBOM;

0630p 4OCTAaTOMHOCTU KOPPEKTUPYIOLLMX AENCTBUN.

308. (2.61) Heobxopmmo aHanusupoBaTb pe3ynbTaTbl yka3aHHOro o0630pa M OoueHuBaTb, cregyetr nu
npeanpvHUmMaTb  KOppekTupylolwee OevWcTBMe WAM  MpoBOAMTb  MOBTOPHyt  Banupauumwo. O6ocHoBaHue
HeobOX04MMOCTUN TaKoro KOPPEKTUPYIOLLEro AEUCTBUSI AOMKHO ObITb 0hOpPMMEHO AOKyMeHTanbHo. CornacoBaHHble
KOppEeKTUpyoLmne AeACTBUSI LOIMKHbI OCYLLECTBIIATECA CBOEBPEMEHHO M 3P EKTUBHO.

MEPCOHAN (3)
Ksanudukauns nepcoHana (3.1)

309. (3.10) [lpousBoguTens [OMKEH WMMETb [OOCTAaTOYMHOE KOMMYECTBO MepcoHana, MMeloLWero
cooTBeTCTBylOWlee obpasoBaHue, MNOAroToBKY W (Mnn) onbiT paboTbl AnA  OCYWEeCTBNEHUs MNpOv3BOACTBA
npomMexyTo4Hon npogykuumn n ®C, a Takke Hag3opa 3a X NPOU3BOLACTBOM.

310. (3.11) O6s3aHHOCTN BCEro nepcoHarna, 3aHAToro B NpOM3BOACTBE MPOMEXYTOYHOM npoaykumm n dC,
OOIMKHbI BbITb TOYHO OnpeaeneHbl U U3N0oXeHbl B MMCbMEHHOW hopMe.

311. (3.12) lNpowusBoguTenb [AOMKEH perynsapHoO npoBoauTb obOy4yeHWe nepcoHana C npuBIEYEHNEM
KBanMUUUpOBaHHbIX CMNeunanicToB No BOMPOCaM, CBS3AHHbIM C KOHKPETHbIMU OMnepauusamMu, BbIMNOMHAEMbIMU
paboTHMKOM, a Takke C TpeboBaHuAMM HacToswmx [lpaBun, WMEKLWMUMM OTHOLIEHME K (OYHKLMOHAsbHbIM
06s3aHHOCTSIM paboTHuka. Heobxogmmo BecTM 3anucu no OOy4YeHMIO M NPOBOAWUTb NEPUOLUYECKYH) OLIEHKY
06y4yeHus.

l'vrueHa nepcoHana (3.2)

312. (3.20) NMepcoHan gomkeH cobniogaTe CaHUTapHbIe NpaBuna.

313. (3.21) MNepcoHan JOMKEH HOCUTb YUCTYH, COOTBETCTBYIOLLYKO €ro NpOM3BOACTBEHHON AEeATENbHOCTU
ofexnay, KOTopyl npu HeobxooumocTu crnegyeT MeHsTb. Ona 3awutbl NPOMEXYTOYHOW npoaykumm n ®C ot
KOHTaMuMHauum npu  HeobGXOAUMOCTM  OOfKHa  UCMONb30BaTbCA  OOMOMHUTENbHAs  3awuTHas  odexaa,
3aKpbIBAOLLLYIO FOJIOBY, MU0, PYKM U KUCTU PYK.

314. (3.22) MNepcoHan pgormkeH m3beratb HEMOCPEOCTBEHHOIO KOHTAKTa C MPOMEXYTOYHOW NPOAYKLMEN Unn
®C.

315. (3.23) KypeHue, npvem nuiin, NuTbe, XeBaHue U XpaHeHne nuLleBblX NPOAYKTOB AOMYCKATCHA TOMbKO B
cneumanbHO NpeaHa3HayYeHHbIX 30HaX, OTAENEHHbIX OT MPOU3BOACTBEHHbIX 30H.

316. (3.24) MNpu Hannuumn y paboTHWKOB WHMEKLMOHHBLIX 3aboneBaHn UNM OTKPbITbIX MOBPEXOEHWA Ha
He3alUMLEHHbIX y4acTKax NOBEPXHOCTU Tena Takve pabOoTHMKM AOMKHbI ObiTb OTCTPaHEHbl OT ydacTus B paboTe,
MOCKOsbKy npu 3ToM KadectBo PC noasepraetca pucky. Jlloboro paboTHMKa ¢ SsBHbIMK Npu3Hakamu 3aboneBaHus
NN OTKPbITBIMUA MOBPEXAEHNAMM KOXM (MO pesdynbTaTtam MeguuuHckoro obcnegoBaHus unu HabnwogeHus)
HeobXx0AMMO OTCTpPaHUTb OT paboT, MpU BLIMNOSIHEHMU KOTOPbIX COCTOSIHME €ro 340pOBbA MOXET oOKa3aTb
HebnaronpuaTHOe BO3fencTBme Ha kadecTBo PC, 00 BbI3AOPOBAEHUS UMW NOMYYEHNS MEOULMHCKOTO 3aKIiYeHNs
0 TOM, YTO y4acTue 3Toro paboTHUKa B NPOM3BOACTBE HE MPeACcTaBnsieT pucka Anst 6e30nacHOCTM Unu kavectea
®C.

KoHcynbTaHThl (3.3)



317. (3.30) KoHcynbTaHTbl NO BOMpPOCaM MpOM3BOACTBA M KOHTPONSA MPOMEXYTOYHON npoaykuum nnmn ©C
OOMKHbI UMETb COOTBETCTBYtOLLEE 06pasoBaHme, NOArOTOBKY U onbIT paboTbl nnun noboe ux covyetaHne ans Toro,
4YTOObI KOHCYNBTUPOBATL MO BONPOCAaM, A PeLLEHMs KOTOPbIX UX NPUrnacunm.

318. (3.31) Heobxooumo BecTn 3anmcu ¢ ykasaHveM amunumn, UMeHn, oT4yecTsa (Mpu Hanuuuu), agpeca u
KBanuuKaLum KOHCYNbTaAHTOB, a Takke TMNa NnpeaoCcTaBnsieMbiX UMW YCITyT.

3O0AHNA N NMOMELLEHUA (4)
MpoekTnpoBaHue n cTponTenscTeo (4.1)

319. (4.10) 3gaHnst 1 NOMELLEHMS, NUCMONb3yeMble NMPU MPOM3BOACTBE NMPOMEXYTOYHOM npogykuun n OC,
HeobxoQMMO pacnonaratb, MPOEKTMPOBaTh U KOHCTPyMpoBaTbh Takum obpa3om, 4ToObl o6ecneynTb BO3MOXHOCTb
X O4YUCTKMU, OBCNYXMBaHUS W (YHKUMOHMPOBAHWST B COOTBETCTBMM C TUMOM W CTagven NpOM3BOACTBA.
[MoMeLleHns OOMKHBI NPOEKTUPOBATLCHA TakuM 06pa3om, YToObl CBECTM K MUHUMYMY BO3MOXHYIO KOHTaMUHaLNIO.
Ecnu ycTtaHoBneHbl cneungukanmm B OTHOLLEHUM MUKPOBMOMNOrnyecknx nokasarenen NpoMexyTo4HOM NpoayKLmMm
unu ®C, nomelleHnss HeobXoaUMO NPOEKTUpPOBaTb TakuM 0B6pa3oM, UTOObI MO BO3MOXHOCTU OrpaHUYUTbL PUCK
HeXxenaTenbHOM MUKPOBHOM KOHTaMUHaLUW.

320. (4.11) 3paHMs u noMelweHMs [JOMKHbl OblTb [OCTATOMHO MPOCTOPHLIMU Afs  NPaBUIIbHOrO
pacnonoxeHust 060pyaoBaHMs, XpaHEHNS N NepeMeLLeHnsa maTepmanos, YTobbl NpegoTBpaTUTL NepenyTbiBaHNE U
KOHTaMMHaLMIO.

321. (4.12) Ecnn obopygoBaHue (HanpuMmep, 3akpbiTble UM M30NMPOBaHHbIE CUCTEMbI) obecneynBaeT
Ha[EXHYH 3alUTy MaTepuaros, TO OHO MOXET ObiTb PACNoONOXeHO BHE NOMELLEHUS.

322. (4.13) MNepemelleHne mMaTepuanoB M NepeaBuKeHWe nepcoHana B 34aHUM U NMOMELLEHUSIX OOMKHbI
ObITb MPegyCMOTPEHbI Takum 00pa3oMm, YTOObl NpefoTBpPaTUTL NepenyThiBaHNE U KOHTaMUHALUMIO.

323. (4.14) OorxHbl BbITb onpeaeneHbl KOHKPETHbIE 30HbI UMW OPYrMe CUCTEMbI KOHTPONSA AN CNeaytoLmx
onepauui:

npuemka, ngeHtndukaunsa, otbop Npob 1 kKapaHTUH NOCTyNaKLWMX MaTepmanos A0 BblAaun paspeLlleHns Ha
NCNONb30BaHNE NN 0 OTKNOHEHUS;

XpaHeHne MNpPOMEXYTOYHOM npoaykumm n ®C B KapaHTUMHE OO BblAayn paspelleHnss Ha BbIMyCK UM Ao
OTKITOHEHWS;

oT60op Npob npomexyToyHon npogykunm n ®C;

XpaHEeHWEe OTKITOHEHHBIX UCXOL4HOTO ChipbS M YNaKoOBOYHbIX MatepuanoB A0 n3baBneHns oT HUX (Hanpumep,
BO3BpaTa, NOBTOPHON 06paboTKM UNN YHUUTOXKEHUS);

XpaHeHVe MaTepuarnoB, KOTOPbIE pa3peLleHbl K UCMOMNb30BaHMIo;

TEXHOJMOrMYeckme onepauuu;

onepauum rno ynakoBKe Y MapKUpOBKE;

npoBegeHne nadbopaTopHbIX aHaNM3o0B.

324. (4.15) lNMpowussogutenb OOMKEH NPegyCcMOTPeTb Hannune HeobxoanMbIX MOMELLEHUN AN NOAroTOBKU
nepcoHana (B 4acCTHOCTW, ONs MbITbA PYK) U TyaneTHbIX KOMHAT B AOCTATOMHOM KONMYECTBE U MOAAEPXKMBATL B
HUX ynctoTy. K HUM gomkHa ObiTb NnogBedeHa ropsiiad U xonogHas BoAa, AOMKHbI ObITb B HANMMYMM MbINIO UK
WHOE MOoKLlee CpeacTBO, BO3AYLUHbIE CYLUMIIKM MMM OOHOPA30Bble MONOTEHUA. YMbIBANbHUKM U TyarneTHble
KOMHaTbl OOMKHblI OblTb OTAENEHbI OT MPOU3BOACTBEHHbIX 30H, HO NErkoAoCTynHbl. [JOmKHO GbITb obGecnedyeHo
HanMumne NOMeLLEeHN 4Na nepeodeBaHnst U NpyM HEOOXOAMMOCTU ANA NPUHATUS gyLua.

325. (4.16) JNlabopaTopHble 30HbI, MecTa BbINOMNHeHUA nabopaTopHbIXx paboT pekomeHAyeTca oTAeNATb OT
NPOU3BOACTBEHHBIX 30H. HekoTopble nabopaTopHble 30HbI, B YACTHOCTU, 30HbI, UCMOMb3yeMble Afsi KOHTPOns B
npouecce MpoM3BOACTBA, MOXHO pa3MellaTb B MNPOM3BOACTBEHHbIX 30HAX NpW YCMNOBUW, YTO oOnepauuu
TEXHOMNOrMYEeCKoro NpoLecca He okasbiBalOT HEGNAroNnpUSATHOrO BIIMSAHMSA HA TOYHOCTb JTabOPaTOPHbIX M3MEPEHUIA,
a nabopaTtopHble paboTbl He OKasbiBalOT HeONaronpuATHOrO BO3OENCTBUA Ha TEXHOMONMYECKUi npoLecc,
NPOMEXYTOYHYI0 Npoaykuuio unm eC.

UHxeHepHble cuctembl (4.2)

326. (4.20) Bce wHxXeHepHble CMCTEMbl, KOTOpble MOryT MOBMUSATbL Ha KavyecTBO MNPOAYKUUWU (Hanpumep,
cuctembl obecneyeHns Mapom, rasamu, CXaTbiM BO3OYXOM, a TakKe CUCTEMbl HarpeBaHWs, BEHTUNAUUU W
KOHOWLMOHMPOBAHNA BO34yXa), OOJKHbI MPOWTM KBanudukaumw. HeobxogMmo cooTBETCTBYHOLWMM 06pasom
KOHTpOnMpoBaTb Ux paboTy M NpeanpuHMMaTh Mepbl, ECNY NPEBbILWEHbI 4ONYCTUMbIE Npeaesibl KOHTPONMpyeMbIX
napameTpoB. [1pon3BoguTENb AOMKEH MMETb B HANMNMYNN YEPTEXKN STUX UHXKEHEPHBLIX CUCTEM.

327. (4.21) lNpn HeobxogumocTw crnefyeT NpegycMaTpuBaTb COOTBETCTBYHOLLUME CUCTEMbI BEHTUNSALMU U
dunbTpaumMm BO34yxa, a Takke BbITSXKHble YCTPOWCTBA. ATM CUCTEMbI OOMKHbI OblTb CMPOEKTMPOBaHbI U



CKOHCTPYMpPOBaHbl Takum o06pa3om, 4TOObl CBECTM K MUHWMYMY PUCK KOHTamMMHaUMM W MEepeKkpecTHON
koHTamuHauun. OHK Takke OOMKHbI ObITb CHabXeHbl 06opyaoBaHMEM ANS KOHTPONS AaBfeHNs BO3ayxa, Hanmums
MUKPOOPraHn3moB (ecnu aTo Heobxoamnmo), 3anbINIEHHOCTU, BNAXHOCTU U TemnepaTypbl, ecnu 310 TpebyeTcs Ans
JaHHoW cTagum npousBoactBa. Ocoboe BHUMaHWe criegyeT yoensitb 30Ham, B kotopbix ®C nogsepraroTcs
BO3AENCTBUIO OKpYXKaloLLle NPON3BOACTBEHHON cpeabl.

328. (4.22) B npon3BOACTBEHHbIX NOMELLEHUSX C peLupKynauuen Bo3gyxa cnegyeT npegycMoTpeTb Mepbl
no NPeaoTBPaLLEHMNIO PUCKa KOHTaMWHaLUUN U NEPEKPECTHON KOHTaMUHaUUN.

329. (4.23) CtaumoHapHble TpybonpoBoabl criegyeT AOMKHbIM 06pa3om naeHTuduumposaTb. OTO MOXET
ObITb CAENaHO C NOMOLLLI0 MAaPKUPOBKM OTAENbHbLIX TPYOONPOBOAOB, COOTBETCTBYIOLLEN AOKYMEHTaUMM, CUCTEM
KOMMBIOTEPHOIO KOHTPONSA MIM MHbIMKU cnocobamu. Tpybonposoasl cnefyeT pacrnonaratb Takum 06pas3om, YTobbl
n3bexaTb pUcka KOHTaMMHaLMN MPOMEXYTOYHOM npoaykuumn nnm eC.

330. (4.24) CtaumoHapHble TpybonpoBoadbl AOMKHBI MMETL COOTBETCTBYIOLLME pasMepbl U ObITb CHabXeHbI
CMCTEMOW BO3AYLLIHOrO 3aTrBopa MIW, ecnuv 370 HeobxoAMMO, YCTPOWCTBOM AN npefoTBpalleHuss obpaTHOro
noToKa.

Boga (4.3)

331. (4.30) Bopa, ucnonb3dyemass B npoussoactee ®C, pomkHa COOTBETCTBOBaTb MpeanornaraeMomy
HasHauyeHwuto. CobnogeHne gaHHoro TpeboBaHusA AOMKHO BbiTb NOATBEPXKAEHO NoApasaeneHmem KadecTsa.

332. (4.31) KauvectBo BOAbI, UCMOMBL3yeMOV B MNPOW3BOLACTBEHHOM Npouecce, AOMKHO COOTBETCTBOBATb
TpeboBaHMAM HOpMaTUBHbLIX MpPaBOBbIX akToB Poccuiickon depepaunn, NnpeabsaBsSeMbiM K KadeCTBy MUTLEBOWN
BOAbI.

333. (4.32) Ecnn pna obecneyeHns kadectBa PC xapaKTepucCTMK NMUTbLEBOW BOAbl HEOOCTATOYHO MU
HeobxoaouMmbl Bonee xecTkMe TpeboBaHUSA K XMMUYECKUM U (M) MUKPOBMONOrMYECKUM XapakTepucTukam Boapl,
OOIMKHbI ObITb padpaboTaHbl COOTBETCTBYOLLME creuudmrkaumm Ha Bogy no pmManyecknM CBOMCTBaM, XMMUYECKUM
cBoWcTBam, obOLEeMy 4MCIy MWUKPOOPraHM3MOB, HEeOOMYCTMMbIM MMWKPOOPraHmamam u (Mnv) cogepkaHuio
39HAOTOKCWMHOB B BOAE.

334. (4.33) Ecnu npousBoguTens noABepraeT BoAdy, WCMNOMb3yemyld B MpOU3BOACTBE, CneumarbHON
0bpaboTke AnA 4OCTMXKEHUSA onpeaeneHHoro KayecTsa, To npouecc obpaboTkn OOMMKEH NPOMTN BanMaauuio 1 ero
HeobXx0AMMO KOHTPONMPOBaTb C Y4ETOM YCTaHOBIEHHbIX NPeaenos.

335. (4.34) Ecnu nponsBogutens HectepunbHon ®C HamepeBaeTCs MCMNOMb30BaTh CBOK MPOAYKUMIO AN
nocneayowero Npon3BoAcTBa CTEPUNBHOMO fEeKapCTBEHHOrO MnpenapaTta unu yTBepXKaaeT, YTO ero npoaykums
npurogHa Ans MNofyyYeHust CTEPWUIbHOrO FeKapCTBEHHOrO npenaparta, To Boda, MCMonb3yemasi Ha MOoCnegHux
CTagusIX BblOENEHUst U OYNCTKU, AOIDKHA NoABepraTbCs MOHUTOPUHIY M KOHTPONMPOBATLCSA B OTHOLLEHMM 0OLLero
KOnM4ecTBa MUKPOOPraHM3MoB, HeJOMYCTUMbIX MUKPOOPraHM3MOB U 3HOOTOKCHMHOB.

PaspgeneHue 30H (4.4)

336. (4.40) [lMpom3BOoACTBO NPOOYKLMU C BbICOKOW CEHCUOUNU3MPYIOLLE aKTUBHOCTbIO, TaKOW Kak
NEHULUMNNNHBI UK LedanocnopuHbl, HEOGXOANMO OCYLLECTBIATL B CreumanbHO BblAENEHHbIX MPOM3BOACTBEHHbIX
30Hax, KOTOpble MOryT BKMOYaTb MoMelleHus, obopygoBaHme Ans obpaboTkM BO3gyxa M TexXHOMNormyeckoe
obopyanoBaHue.

337. (4.41) CneumanbHO BblaeneHHble NPOM3BOACTBEHHbIE 30HbI AOIMKHbI ObITh NPEAYCMOTPEHb! Takke Ans
BELLECTB C MHMUUUPYIOLLMMN CBOWCTBaMW, C BbICOKOW (DAPMaKONIOMMYECKON aKTUBHOCTBK WIIM TOKCUYHOCTBIO
(Hanpvmep, HekoTopble cTepouibl UMM LUTOTOKCUYECKME MPOTUBOOMYXOSEBLIE CPEACTBA), 3@ UCKIOYEHMEM TEX
CrnyyaeB, KOrfa yCTaHOBIIEHbI M OCYLLECTBNAIOTCA BannanpoBaHHble NpoLeaypbl MHAKTUBaLMKN U (UNN) OYUCTKK.

338. (4.42) MNpowusBoauTenb [ommkeH pa3paboTaTe M BBECTM B [AEWCTBUE Mepbl, Heobxooumble AOns
npegoTBpaLLeHNs NEPEKPECTHON KOHTaMMHALUM CO CTOPOHbI NepcoHana, a Takke MCXOAHOTO Cbipbsi, YNakOBOYHbIX
mMaTepuanoB, MPOMEXYTOYHOM MpoJyKumuM, oOOpyLOBaHMA W WHbIX NPEAMETOB, MEpPEeMELLAIOWMXCA U3 OOHOM
BblAE€MNEHHON 30HbI B OPYrYIO.

339. (4.43) Iobble TexHomnoruveckne onepauunm (BKMOYas B3BeELIVBaHWE, PasMONl UMW YMaKoBKy) C
BbICOKOTOKCMYHBIMU HehapMaLeBTUYECKMMN BELLECTBAMU, TAKUMM Kak repbuumnabl U nectuungbl, He 4OonycKaeTcs
NPOBOAUTL B TEX XE€ 3AaHusAX 1 (Unun) Ha TOM e 06opyaoBaHUK, KOTOpble MCNONb3YOTCA Ans npou3soacTea PC.
Pabota Cc TakmMn BbLICOKOTOKCMYHLIMU HedapMaueBTUYECKMMM BeLecTBaMW W WX XpaHEeHue OOJIKHbI
OCYLLECTBNATLCA oTAEeNbHO OT PC.

OcaelyeHune (4.5)

340. (4.50) Bo Bcex 30Hax [[oOmMKHO ObITb obecnedyeHO oOcBelleHVe, Heobxogumoe [Ans Toro, 4Tobbl
NPOBOANTbL OYUCTKY, TEXHUYECKOE OOCNYXXUBaAHWE U Haaexallee BbINOJSIHEHME onepaumni.



CT1oKM 1 oTX0AbI (4.6)

341. (4.60) Crtoku, oTxoabl v Apyrne oTpaboTaHHble MaTepuansl (Hanpumep, TBEpAble, XUOKUe WU
razoobpasHble NOOOYHbIE MPOAYKTbI MPOM3BOACTBA) BHYTPU U CHapYXW 34aHWNA, a Takke Ha HenocpeaCTBEHHO
npunerawwen Tepputopun HeobxoaMMo CBOEBpeMeHHO yaanaTb, obecneuvvBas 6e3onacHocTb u cobnwogas
caHuTapHble npasuna. KoHTernHepbl Ang Mmycopa 1 (Mnn) CToYHbIe TPYObl OMKHbI BbITh YETKO MPOMapPKUPOBaHbI.

CanutapHas obpaboTka un TexHnyeckoe obcnyxusaHue (4.7)

342. (4.70) 3gaHus, mcnonb3yemMble Mpu MPOM3BOACTBE MPOMEXYTOYHOM npoaykumm n ®C, Heobxogumo
Hagnexalmm obpasom ob6cnyXmnBaTb, PEMOHTUPOBATbL Y COAEPXaTb B YACTOTE.

343. (4.71) [lMpousBoanTenb LOMKEH paspaboTaTb OOKYMEHTbI, OMpedensitowme OTBETCTBEHHOCTb 3a
npoBeAeHUe caHuTapHOW 06paboTKM, B KOTOPbIX MNpMBEAEHbI Fpaduku NPOBEAEHUS OYUCTKU, MEPEYUCIIEHDI
mMeToabl, 000pygoBaHMe N Matepuarbl, UCMONb3yEMbIE MPU OYNCTKE 34aHUIN N MOMELLEHNI.

344. (4.72) Mpun HeobGxoammocTu AN TOro, 4toObl M3bexatb KOHTamuHauum obopyaoBaHMs, UCXOLHOrO
Cblpbsi, YNAKOBOYHbIX MaTepuarnioB U MatepuanoB AN MapKUPOBKW, NMPOMEXYTOYHOM npoaykumm u ®C, OOMKHbI
OblTb Takke paspaboTaHbl npoueaypbl MO  WCMONb30BAHWIO CPEeACTB MPOTUB  [PbI3YHOB, WMHCEKTULMAOOB,
dyHIMUMAoB, PYMUTraHTOB U CPeacTB O4nCTKN 1 aesunHdekummn OC.

TEXHOJIOTMYECKOE OBOPYOBAHMVE (5)
lMpoekTnpoBaHue n moHTax (5.1)

345. (5.10) ObopynoBaHue, NCMONb3yeMoe Npu NPOU3BOACTBE MPOMEXYTOYHON Mpoaykumm n PC, JOImKHO
UMETb COOTBETCTBYIOLLYHO KOHCTPYKLUIO, COOTBETCTBYHOLLNE pa3Mepbl 1 pacnonaratbCs B COOTBETCTBMU CO CBOUM
HasHayeHneM W Takum ob6pasoM, 4YTOObLI nepcoHanm MOr OCYLWEeCTBAATb OYUCTKY, QAe3vHdekuuo (npwm
HeobXx0AMMOCTU) U TEXHUYECKoe 0BCcnyxXnBaHne aToro 0bopygoBaHus.

346. (5.11) lMoBepxHOCTM 0OOPYAOBaAHUSA, KOHTAKTMPYHOLUME C WCXOOHBIM CbIPbEM, MPOMEXYTOYHLIMM
npogyktamy unn PC, He [OMKHbl BNWATb HA Ka4yeCTBO MPOMEXYTOYHbIX NpoAaykTtoB n ®C u n3MeHATb nX
XapaKTepucTrKu 3a npeaernbl 4oNyCTUMbIX 3HaYeHUN, yCTAHOBMNEHHbIX B cneundukaumnsx.

347. (5.12) TexHonornyeckoe obopygoBaHve HeOOXOOAMMO MCMOMNb30BaTb TOMbKO B Mnpedenax paboumx
OManasoHoB, YCTAHOBMEHHbIX NPY KBanudukauuu.

348. (5.13) OcHoBHOe obopydoBaHMe (Hanpumep, peakTopbl, EMKOCTU AN XpaHeHMsl) U cTauMoHapHble
TEXHOMNOrMYeCcKMe JNIMHWUMK, UCMNOSMb3yeMble B MPOM3BOACTBE MPOMEXYTOYHOW npoaykumm unm ®C, OomkHbl ObiTb
COOTBETCTBYHLIUM 00pa3om naeHTUnLUnpoBaH.bI.

349. (5.14) JMobGble BelwecTBa, Heobxoanmble ANst PYHKUMOHUPOBAHUSA O0OOPYOOBaHMS, TakMe Kak CMasku,
XWOKOCTU ONS HarpeBa WM xnajareHTbl, He OOJMKHbI KOHTaKTUPOBaTb C MPOMEXYTOYHOW npoaykumen mnm OC,
4YTOObl HE M3MeHATb KX KavecTBo. [lpomsBoguTenb OOIMKEH MPOBECTU OUEHKY MoObIX OTKMOHEHWM OT 3TOro
TpeboBaHus, 4Tobbl YOeauTbCs, YTO OTCYTCTBYET HebnaronpuaTHOE BO3OENCTBUE 3TUX MaTepuanos, BusioLlee
Ha NPUrogHOCTb MPOMEXYTOoYHOW npogykumen unu ®C ang ncnonb3oBaHudA. Tam, rae 9T0 BO3MOXHO, AOSIKHbI
MCMNonb30BaTbCA CMa3ku 1 Macna, npegHa3HayYeHHble Ans NUWEeBON NPOMbILLIIEHHOCTHN.

350. (5.15) Bo Bcex cny4asx, korga aTo NPMMEHUMO, OOIMKHO MCNOMNb30BaTbCH 3aKPbITOE UNN FrepMETUYHO
3aKpbiBatoLLeecs obopygoBaHue. pn Mcnonb3oBaHUM OTKPLITOr0 000pPYA0OBaHUSA MW €ro OTKPbITUM Heobxoaumo
NMPUHATb Mepbl MPEeJOCTOPOXHOCTH, YTOObLI CBECTU K MUHUMYMY PUCK KOHTaMUHaLWUN.

351. (5.16) Y nponssBoguTensa OOMMKEH UMETLCA B HANUYMU akTyarbHbIA KOMMMEKT YepTexen Ucrnonb3yemMoro
0bopyaoBaHUsl, a TaKKe KPUTMYECKUX CUCTEM OOBHA3KM (Hampumep, KOHTPONbHO-U3MEpPUTESNbHBIX MNpPUOOPOB,
BCMOMOraTeribHbIX CUCTEM).

TexHuyeckoe obcnyxunsaHune n ounctka obopygosaHus (5.2)

352. (5.20) TMpocdmnaktuyeckoe TexHuyeckoe obcnyxuBaHme o6opydoBaHUA HeobxooumMo MpPoBOAUTH B
COOTBETCTBMM C YTBEPXAEHHbIMM rpadukamum W npouegypamu, B KOTOPbIX [JOIbkHaA ObiTb onpegeneHa
OTBETCTBEHHOCTb 3a MX NMPOBEAEHME.

353. (5.21) MNpownseoguTenb JomkeH pa3paboTaTe MHCTPYKLMM NO OYNCTKE 000pYyA0BaHMS 1 NocrneayoLemy
MonMy4YeHWo paspeLleHns Ha €ero MUCMnosnb30BaHWE MNpu MPOU3BOACTBE MPOMEXYTOYHOM npoaykumm n @C.
Mpouenypbl O4YUCTKN JOMKHbI BbITh ONMCaHbl 4OCTAaTOYHO NOAPO6BHO, YTOOLI oNepaTopbl MOIMU MPOBOANTL OYUCTKY
o6opyaoBaHust NMoboro TMNa BoCnpon3BoaumMbiM 1 3EKTUBHBIM CMOCOO0M. DT Npoueaypbl OJPKHbBI BKITHOYaTb:

yCTaHOBNEHNE OTBETCTBEHHOCTU 3@ OYUCTKY 060pYya0BaHUS;

rpadukm O4MCTKM, BKIoYas (Mpy HeobxoaumocTn) rpadonkn caHUTapHo obpaboTku;



nofHoe onucaHve MeTOA4OB U MaTepuanos, BKIYasi NMPUroToBeHWe CPeACTB, UCMONb3yeMbIX ANS O4YMCTKU
obopyaoBaHus;

WHCTPYKUUM no pasbopke M cbopke kaxgon (npy HeobxogumocTu) eguHuubl obopygoBaHus Ans
obecneyveHust Hagnexallen OYNCTKN;

WHCTPYKLUUKN NO yaaneHuo MapKMpoBKY npeabiayLlen cepuu;

WHCTPYKLUUK NO 3aLuuTe YMcToro obopynoBaHnsa OT KOHTaMUHaUMK nepen ero UCrnonb30BaHNEM;

NopsiioK MPOBEPKN YUCTOTbl ODOpYAOBaHUA HENOCPEeOCTBEHHO nepen ero MCMnofb30BaHMEM, ecnn 3To
NpaKkTU4EeCKM OCYLLLECTBUMO;

yCTaHOBMeHWe (korga npUMMeHNMo) MakCUManbHOro NPoOMeXyTka BpEMEHU Mexay OKOHYaHuem npouecca u
04YMCTKOWM 06OPYAOBAHNS.

354. (5.22) O6opynoBaHMe U MPUHALNEXHOCTU OOMKHbI OYMLLATBCS, XPaHUTbCA M NpU HEeoOXOAMMOCTH
noaBepraTbCa caHnTapHou 06paboTke Nnu CTepunmn3oBaThCs Anst NpeaoTBpaLleHns KOHTaMyHauum v nepeHoca
mMatepuana, KoTopble MOryT U3MEHUTb Ka4yeCTBO NPOMEXYTOYHON npoaykumn n PC 3a npedensl, yCTaHOBIEHHbIE B
cneunukaunax.

355. (5.23) Ons obopynoBaHusi, NpeAHas3Ha4eHHOro Ansi HENnpepbIBHOTO TEXHOMOrMYECcKoro npouecca unm
AN npou3BoAcTBa KamnaHusiMyn (NPOM3BOACTBEHHBIMU LIMKIIaMK) MOCneaoBaTenbHbIX CEPUA OOHOW U TOW Xe
NPOMEXYTOYHOM NPOAYKUUN unu ogHon n Ton xe ®C, HeobxoaMMO MPOBOAUTL OYUCTKY Yepes3 onpenerieHHble
NPOMEXYTKM BpPEMEHN BO U30EXaHMe HaKOMMNeHWs W MnepeHoca KOHTaMWMHAHTOB (Hanpumep, NPOLYKTOB
pasnoXeHust UM HegoMNyCTUMOroO KONM4YeCcTBa MUKPOOPraHU3MOB).

356. (5.24) O6opynoBaHue, ucnonb3yemoe Ars NpOM3BOACTBA pa3HbIX MarepuanoB, AOMKHO O4YMLLATLCS B
NPOMEXYTKax Mexay NX CMEHON BO n3bexaHne NnepekpecTHOn KOHTaMHauuu.

357. (5.25) lMNpownsBognTenb OOMKEH YCTAHOBUTb M OOOCHOBaTb KpUTEPMM MPUEMIIEMOCTM B OTHOLLEHWUU
OCTaTKOB, a TaKke OCYLLECTBUTb N 060CHOBAaTL BbIOGOP MpoLedyp OYUCTKU U MOIOLLMX CPEACTB.

358. (5.26) ObopynoBaHMe OOMKHO OblTb COOTBETCTBYHOLIMM 0O6pa3om NpOMapKMpoOBaHO B OTHOLLEHWUM €ro
COLEPXKMMOrO N COCTOSIHWUSI YNCTOTBI.

Kanubposka (5.3)

359. (5.30) KannbpoBKy KOHTPOMbHO-U3MEPUTENBHOTO U aHanMTU4eckoro obopyaoBaHusa (B TOM 4ucne
BECOB, MpuboOpoB [ANA MOHMTOPMHIA), WUMEILLEro KpuTuyeckoe 3HadeHne nAnd obecneveHnss KadvecTBa
NpoMeXyTo4HOW npoaykumm unn ®C, HeobxoAMMO NPOBOANTL B COOTBETCTBUU C YTBEPKAEHHBIMU NHCTPYKLNSMU 1
YCTaHOBMEHHbIM rpacuKoM.

360. (5.31) Kannbposka gormkHa NpoBOAMTBCS C UCMONb30BaHMEM COOTBETCTBYOLLMX CEPTUULMPOBAHHBIX
CTaHOapPTOB MIM COMOCTaBMMOIO CO CTaH4ApPTOM obpasLa NMbo aTanoHa (ecnv TakoBble CYLLECTBYIOT).

361. (5.32) 3anucu npoBeaeHUs kanMbpPOBOK AOSMKHBI COXPAHSITLCS.

362. (5.33) Tekywmit cTtatyc KanmbpoBKM KpUTU4eckoro obopyaoBaHus OOIKeH ObiTb M3BECTEH M [aBaTb
BO3MOXHOCTb €ro NpoBEpPKMU.

363. (5.34) He ponyckaeTca ucnonb3oBaHMe npubopoB, KOTOpblE HE COOTBETCTBYKT KPUTEPUSAM
KanmbpoBku.

364. (5.35) OTKNOHEHUss OT yTBEPXAEHHbIX CTaHAapToB KanubOpOBKM AN KPUTMYECKMX npubopos
HeobxoAMMO paccnegoBaTtb, YTOOblI onpedenvTb, NOBMAMANO MM 3TO Ha KayeCTBO NPOMEXYTOYHON MPOJYKUUM U
®C, npon3BedeHHbIX C UCMONb30BaHMEM AAHHOIO 06OPyaOBaHNsS Nocne ero nocrnegHen ycnewHon Kanmbposku.

KomnbloTepuanpoBaHHble cuctemsl (5.4)

365. (5.40) KomnbioTepuanMpoBaHHble CUCTEMbI, OTHOCAWIMECH K HacToswwmm [lpaBunam, nognexar
Banngauumn. O6beM BanupauMum 3aBUCUT OT MHOroobpasusi, CrOXHOCTU W  KPUTUYHOCTU MpPUMEHEHUS
KOMMNbIOTEPU3NPOBAHHbLIX CUCTEM.

366. (5.41) Hapgnexawme kBanudukaums MOHTaxa W KBanudukaums ¢YHKUNOHUPOBAHUSA [OKHbI
NPOAEMOHCTPUPOBATbL MNPUrOAHOCTE KOMMbLIOTEPHOrO 0O0OpyAOBaHUA UM NporpaMMmHOro obecneyeHnsa Ons
BbIMOSIHEHNSA NMOCTABIEHHLIX 3a4au.

367. (5.42) Vicnonb3yemoe nporpamMmHoe obecnedeHue, KOTopoe Obino kBanuduumpoBaHo, He Tpebyet
NpoBefeHUs UCMbITAaHUM TOro Xe YpoBHA. Ecnu cyllecTBywowas cuctema He npolna Banupauuio BO BpeMs
YCTaAHOBKW, MPY HaNM4YnmM COOTBETCTBYHOLLEN JOKYMEHTALMN MOXHO NMPOBECTM PETPOCMNEKTUBHYIO Banugaumio.

368. (5.43) Heobxogumo, 4Tobbl KOMMLIOTEPU3NPOBAHHBIE CUCTEMBI UMENW AOCTATOYHbIN YPOBEHb KOHTPOISA
ONnsl NpeaoTBpalleHnst HECaHKUMOHWPOBAHHOIO [OCTyNa K AaHHbIM WM U3MEHEHUs OaHHbIX. [ormkHa ObiTb
npegycMoTpeHa 3alimTta oT NoTepU AaHHbIX (HanpuMMep, Npu BbIKMYEHMU kKoMnbtloTepa). NHopmauus o nobbix
N3MEHEHUSIX AaHHbIX, O MOCNeAHEM BBOAE [aHHbIX, O TOM, KEM W KOrAa OHW OblNW caenaHbl, NOANEXuT
perncTpaumn.



369. (5.44) lNpownsBoguTenb OOIMKEH UMETb YTBEPXKAEHHbIE MpOoLeaypbl MO 3KCnyaTauun u TEXHUYECKOMY
06CNYXMBaHWIO KOMMbIOTEPU3NPOBAHHBIX CUCTEM.

370. (5.45) Ecnn kpuTuyeckme gaHHble BBOOAT BPYYHYH, HEOOXOAMMO MPEeAyCMOTPETb AOMOSHUTENbHYHO
NpOBEpPKY TOYHOCTU UX BBEAEHMS. Takylo NPOBEPKY MOXET BbINOMHWUTL BTOPOW ornepaTop unm cama cuctema.

371. (5.46) Cbon B paboTe KOMMNBIOTEPU3UPOBAHHLIX CUCTEM, KOTOPblE MOTYT MOBMUATH Ha KayeCTBO
npomexyTouHon npoaykuun mnn ®C, Ha [OOCTOBEPHOCTb 3anncen Wnu pesynbTaToB WCMbITaHWW, noanexar
AOKYMEHTanbHOMY O(OPMIIEHNIO U paccneaoBaHuio.

372. (5.47) N'ameHeHns1 B KOMMbIOTEPU3MPOBAHHBLIX CUCTEMaxX HEOHBXOAMMO OCYLLECTBNATL B COOTBETCTBUN C
npoueaypamn BHECEHUS W3MEHEHUW, OMuUManbHO WX CaHKLMOHUPOBATb, OMOPMNATE AOKYMEHTaNbHO U
TecTupoBaTb. [OIMKHbI COXPaHATBCA 3anncyu BCEX M3MEHEHMWN, BKMYas MoanduKauuvio U yCoBEpLLUEHCTBOBaHUE
KOMMNbIOTEPHOTrO 060OpPYyaOBaHUs, NMPorpammMHOro obecnedeHns n Opyrnx KPUTUHYECKUX KOMMOHEHTOB CUCTEMBI. OTK
3anvcu SOIMKHbI ObITb OKA3aTENbLCTBOM TOrO, YTO CUCTEMA NoAAEPKMBAETCSA B BAaNnanpoOBaHHOM COCTOSIHUN.

373. (5.48) Ecnn cbon unm nomnomka CUCTEMbl NMPUBOAUT K MOCTOSIHHOW MOTepe 3anucen, NPON3BOAUTENb
OOMMKEH NpeayCcMOTPETb CUCTEMY PE3EpPBHOIO0 KOMUPOBaHMs MHpopmauun. Bo Bcex KOMMNbIOTEPU3UPOBAHHBIX
cucTemax JOMKHbI ObITb NPeayCcMOTpeHbl CpeAcTBa, obecneunBatoLLme 3awmTy aHHbIX.

374. (5.49) B pononHeHne K KOMMbIOTEPHON CUCTEME AOMYCKAETCs 3anvcb AaHHbIX U APYrMM CMOCO60oM.

OOKYMEHTAUNA N 3ATTNCHK (6)
Cuctema gokymeHTaumn u cneumndukaumm (6.1)

375. (6.10) Bce [OKYMEHTbI, UMEIOLLME OTHOLUEHME K NPOM3BOACTBY MPOMEXYTOYHOW npogykumn unmn ®C,
HeobX0QMMO COCTaBnATb, MPOBEPSATb, YTBEPXAATb W pPacnpoCTpaHATb B COOTBETCTBUM C YTBEPXKAEHHBIMM
npoussoguTeneMm npoueaypaMmu. Takue OOKYMEHTbl MOryT ObiTb OQOpMIeHbl Kak B MUCbMEHHOM, Tak U B
3NEKTPOHHOM BUAE.

376. (6.11) Beigavy, nepecMoTp, 3aMeHy Ui n3batue Bce JOKYMeHTaunn Heo6X0AMMO KOHTPONMPOBaTh C
COXpaHeHueMm cBeaeHUn 06 nx NpeabioyLmX BepCUsix.

377. (6.12) lNpomusBoauTens OOIMKEH OpraHW3oBaTb CUCTEMY XpaHEHWs BCEX [OOKYMEHTOB (Hampumep,
OoT4eTOB O pa3paboTke, OTHETOB O MacwTabupoBaHUK, OTYETOB O Mepegadve TEXHOMOrMN, OTYETOB O Banvaauuu
npouecca, 3anucen no oOyyeHuto, 3annceri NO NPOU3BOACTBY, OOKYMEHTOB MO KOHTPOMO M 3anucen no
peanu3aunm) ¢ ykasaHueM CPOKOB XPaHEHUSI TaKuX 4OKYMEHTOB.

378. (6.13) Bce 3anucu no Nnpon3BOACTBY, KOHTPOIO U peanu3auun HeobxoamMMo XpaHuTb He MeHee 1 roga
nocrne MCTEeYEHUs cpoka FroOgHOCTU cepuun. 3anucu, coaepXalimMe OaHHble MOBTOPHbIX MchbiTaHuin OC, [OIKHbI
XpaHUTbCA He MeHee 3 neT nocre NoMHOW peanuaaumm cepun.

379. (6.14) 3anucu HeobxoaMMO BbLINOMHATL HECMbIBAEMBIMW YEPHWUMAMK B CieumanbHO NpeaycMOTPEHHbIX
ONnsl 3TOro MecTax cpasy e Nnocre BbINOMHEeHWsT onepaLui; NUuo, caenasLllee 3anmcb, JOMKHO OblTb 0603HaYeHo.
VcnpaBneHust B 3anucsax OOSKHbI ObITb MOANUCAHLI C NPOCTaBNeHMEM AaTbl. TakMe WCNpaBreHUs HE LOIDKHbI
NpensiTCTBOBaTb MPOYTEHUIO 3aMMCK B €€ NepBoHavYanbHOM BUae.

380. (6.15) B TeueHune nepmoaa xpaHeHUst OpUrMHasnbl UM KOMUK 3anucert JOSMKHbI ObITb NerkogoCTyMnHbI Ha
NpOu3BOACTBEHHOW MnoLwagke, rae OCywecTBAsAnMcb paboTbl, onucaHHble B 3TUX 3anucdax. [JonyckaeTtca Takke
ObICTpOE NonyyYeHne 3anucen 3 Apyrmx MecT XPaHEeHUs: C NOMOLLLIO SNIEKTPOHHbIX UK OPYIUX CPeacTB.

381. (6.16) Cneuudpmkaumm, NHCTPYKLUK, NpoLeaypbl U 3anncu MOXHO XpaHuTb Nnbo B opurMHane, nubo B
BUAE KOMUI, TakMX Kak hOTOKONUN, MUKPOUIBbMbI, MUKPOMULLN UInn Apyrne opMbl TOYHOro BOCMNPOU3BeaeHUs
opurMHanbHbIX  3anucer. Ecnuv ncnonb3oBanncb  METOAbl  YMEHbLUEHUS  OpwurMHana,  Harpumep,
MUKPOUIbMUPOBAHME, WM 3NEKTPOHHbIE 3anncu, TO HeoOXOOMMO MMETb COOTBETCTBYHOLLEE CUYMTbIBAlOLLEE
obopyaoBaHue, a Takke CpeAcTBa AN U3roTOBIEHMS NeYaTHbIX KOMUNA.

382. (6.17) [Mpoussogutenb [JormkeH paspaboTatb U 0OPMUTL [OKYMEHTANbHO cneundukauum Ha
NCXOOHOE Chbipbe, MPOMEXYTOYHYI0 Mpoaykumio (Mpu HeobxogmmocTtun), PC 1 martepmanbl ANA MapKUPOBKU U
ynakoBkW. [1OMONHUTENBHO MOryT NMoHagobutbca crneuudmkaumm Ha HeKOTOpble Opyrne matepuansl (Hanpumep,
BCMOMOraTenbHble Matepuarnsl, Npoknagk1), UCnonb3yemMble B XOA4e MPOM3BOACTBA MPOMEXYTOYHOW NPOAYKLMM
unn @C, kotopble MoryT ObiTb KpuTuyeckumu And  kadectBa. Heobxogumo ycTaHOBUTH UM 0hOpMUTB
OOKYMEHTarnbHO KpUTEPUN NPUEMINEMOCTM AN KOHTPOMS B NpoLiecce NpoM3BOACTBa.

383. (6.18) Ecnu wncnonb3ylTCsl 3MEeKTPOHHbIE MOAMUCKM Ha [JOKyMEHTax, TO OHWM [OOJDKHbl ObiTb
NOeHTUMLMPOBaHbI N 3aLUULLIEHBI.

3anuncu o4nCTKM 1 Ncnonb3oBaHMs obopynoBaHus (6.2)

384. (6.20) B 3anucax ncnonb3oBaHWs, OYUCTKU, CAaHUTApHOM 00paboTku 1 (UNKn) cTepunusaumm, a Takke
TEXHUYEeCKoro obCnyXMBaHWS OCHOBHOTO 0OOOpyAOBaHUS AOIKHbI OblTb  ykasaHbl garta, Bpemsa (npu



HeobXx0AMMOCTH), HaMMEeHOBaHMEe MpPOOYKLUWUW, HOMEP KaKOOW cepuu MNpOV3BEAEHHOW Ha 3ToM 0bopydoBaHWM
npoayKuun, a Takke N1Lo, KOTOpoe NPOBOAUIIO OYUCTKY U TEXHUYECKOE 0OCNyXUBaHue.

385. (6.21) He TpebyeTcsi cocTaBneHust OTAENbHbIX 3anncer OYMCTKU U UCMOSb30BaHUSA 000OpyaoBaHus B
crny4ae, ecnu OHO creumanbHO npefHasHayeHo AN MpOM3BOACTBA OLHOMO HAaUMEHOBAHUS MPOMEXYTOYHOMO
npoaykta nnn ®C mn cepum 9TOro MNpomexyTodHoro npogykta unu ®C npomsBogAaTca B NpOCMexnBaemon
nocnegosartenbHocTU. B cnyyasx mcnonb3oBaHWs cneuuwanbHO npeaHasHayeHHoOro obopyaoBaHWS 3anucu ero
OUYUCTKN, TEXHUYECKOrOo OBCNyXMBaHMS W SKCnnyatauuMm MOryT ObiTb NMOO 4YacTbio OoCbe Ha cepuio, nmbo
OTAENbHbIM JOKYMEHTOM.

3anvcuK Ha UCXOAHOE Cbipbe, MPOMEXYTOYHbIE
NPOAYKTbI, YNakoBOYHbIE MaTepUanbl U MaTepuanbl AN MapKUPOBKU
dapmaueBTNYeckux cybctaHumn (6.3)

386. (6.30) HeobxogmMmo BecTU 3anvMcy Ha UCXOAHOE Chbipbe, MPOMEXYTOYHbIE MPOAYKTHI, YNaKOBOYHbIE
maTepuansl, MaTepuvansl ans mapkuposku ®C, cogepxalime cneayowme aaHHble:

HanmMeHoBaHMe NPON3BOAMTENS, UOSHTUMMKALMNIO U KONMYECTBO KaXaoW MOCTaBKN KaXaon Cepum NCXOOHOMO
CbIpbsi, NPOMEXYTOUYHOW NPOAYKLMN UMM YNAKOBOYHbBIX Matepranos u maTepuanos aAng mapkuposkun OC;

HanMMeHOBaHMe MNOCTAaBLUMKA; KOHTPOMbHbIA HOMep (HOMepa) nocTaBLuMKa (eCnu M3BECTEH) MnM OpYyrown
NOEeHTUPMKALNOHHBIN HOMEP; HOMEP, MPUCBOEHHbIV NPU NPUEMKE, U faTa NPUEMKMY;

pesynbTaTbl BCEX NPOBEAEHHbIX UCMbITAHWIA UM NPOBEPOK U CAENMaHHbIE Ha X OCHOBAHWW BbIBOAbI;

3anuncu, B KOTOPbIX OTCMNEXMBAETCH MCMOMNb30BaHME MaTepuarnos;

AOKYMEHTaLMIO MO OLLEeHKE U MPOBEpPKE YMaKoBOYHbLIX MaTepuarnoB U matepuanoB Anst Mapknposkm PC Ha
COOTBETCTBME YCTAHOBMIEHHbIM CreLMdrKaLnam;

OKOHYaTenNbHOE peLleHne OTHOCUTENBHO OTKITOHEHHBIX MCXOOHOMO Cbipbsi, MPOMEXYTOYHOW NPOAYKUUN UMK
YyNaKOBOYHbIX MaTepuanos 1 MatepuanoB anst Mapkmposku OC.

387. (6.31) lNpousBoanTeENb OOIMKEH XPaHUTb YTBEPXAEHHble 00pasubl STUKETOK AN CPaBHEHUS C HUMU
BbIMYCKaEeMbIX 3TUKETOK.

MpOMBILINEHHBIN PernamMeHT 1 TEXHONOrMYeckue NHCTpyKUun (6.4)

388. (6.40) Ona obecnevyeHnss ogHOPOAHOCTW OT CepuuM K Cepun MpousBoauTenb AOMKeH paspaboTtaTb
NPOMBbILLIIEHHbIE pernaMeHTbl Ans kaxagoro suga ®C, koTopble yTBEPXKOATCA pykoBoguTeNneM nponssogntens, a
TaKKe He3aBMCUMO MPOBEPSIOTCSH, NOAMUCHIBAIOTCA NULIOM U3 NoapasgerieHns kavecTsa C NpocTaBneHneM Aarhbl.
Ha ocHOBaHUM MNPOMBILMEHHbIX perfnameHToB paspabaTbiBalOTCA TEXHOMOMMYECKMe WHCTPYKUMKU AN KaKOow
CTagMn TexHONornyeckoro mnpouecca M (MNM) ANA KaXkdoro BuAa NPOMEXYTOYHOM MPOAYKUWMM, KOTOpble
NoAMNMCbLIBAOTCA OJHUM NULIOM C NPOCTaBrfieHWEM aTbl, a TakKe He3aBWCHMO MNPOBEPSOTCH, NOANUCHIBAIOTCS
nMUOM M3 noapasfeneHus kKavecTBa C MpocTaBfneHneM Aatbl. [NpOMbIWNEHHbIA pernamMeHT BkMovaeT B cebs
nepeyeHb WCMOSb3yeMbIX MaTepuarnoB C yKasaHMeM KONM4YecTBa KaKAoro M3 HWX, AaHHble 06 ucrnonb3yemom
obopyaoBaHuK, onMcaHme TEXHOMOrMYEeCcKoro npouecca U MeTo4oB KOHTPOMS Ha Bcex dTanax npoussoactsa PC.
O6wwe TpeboBaHWsa K CTPYKTYpE 1 UHble TpeboBaHMSA K COAepKaHMIO0 MPOMbILLIIEHHbIX PerfaMeHTOB YCTaHOBIEHbI
COOTBETCTBYHOLUMN HOPMAaTUBHBIMU NPaBoBbLIMKU akTamu Poccuinckon egepaumm.

389. (6.41) TexHonorM4yeckne MHCTPYKLMM SOIMKHbI BKITHOYaTb:

HaVMeHOoBaHMe BbIMyCKaeMoW NPOMeEXyTOYHOM npodykummn unn ®C 1 ctagumn TEXHONMOMMYecKoro npouecca, a
TaKke, eCnv NPUMeHNMOo, COOTBETCTBYHOLLMIA KO AOKYMEHTa;

MOMHbIN NepeyYeHb NCXOAHOrO Chbipbs U MPOMEXYTOYHOM NPOAYKUMU C yKa3aHWeM HauMEeHOBaHWUA Unn KOAoB,
[OCTaTOMHO cneum@uyHbIX Ans Toro, 4Tobbl MOXHO ObINO NPOBECTU MAeHTUUKaUMIO U onpedenuTb nobble
cneumanbHble XapakTePUCTUKN KayecTBa;

TOYHOE yKasaHWe KONMYecTBa Uiv COOTHOLLEHME KaXOoro HaMMeHOBaHMS MCMOSb3YeMOro UCXOAHOTO Cbipbs
WM NPOMEXYTOYHOW NPOAYKUMM C yKasaHvem eauHul musmepeHus. Ecnn Takoe KonuyectBo He HABnsgeTcs
PUKCUPOBaHHbBIM, TO HEOBXOAMMO NMPMBECTM pacyeT AN KaKOoro pasMepa cepuv Unv pexxmma TEXHONOorM4eckoro
npouecca. Takke Heob6Xo0aANMO ykasaTb OTKIIOHEHWS OT yKa3aHHbIX KONMYECTB, €Cn OHN 0BOCHOBaHBI;

MECTO OCYLLECTBIIEHNSI TEXHONOMMYECKOro NpoLecca 1 OCHOBHOE TEXHONOrnyeckoe obopygoBaHue, KOTopoe
npu 9TOM UCMOMb3yeTCs;

noapo6HbIe TEXHONMOrMYeckne 4encTeums, B TOM YMCre:

nocrefoBaTeNnbHOCTb, KOTOPYK HEOOXoAMMO cobrnoaaTh;

ucnonb3yemMble AMana3oHbl NapameTpoB NpoLecca;

yKasaHus no otbopy nNpob M KOHTPOMIO B NpoLecce NPOU3BOACTBA C yKazaHWeM KpUTepueB NpuemMnemocTHy,
Korga aTo HeobxoauMmo;

npegenbHble CPOKM 3aBepLUEeHNs OTAENbHbIX CTaAMiA TEXHONOrMYECKoro npowecca u (unu) Bcero npouecca B
Lenom, korga 3To Heobxoanmo;



OXMAaeMble ananasoHbl BbiXxoda NpoAyKUMM Ha COOTBETCTBYIOLLMX CTaausX npoLecca Uiy B onpeaerneHHoe
BPEMS;

ocobble ykasaHusi U Mepbl NPeAOCTOPOXHOCTM, KOTOpble HeobxoamMmo cobniogaTb, UMK COOTBETCTBYOLLME
NepeKkpeCTHbIE CCbINKN Ha HUX, Korga 3To HeobxoaMMmo;

YKa3aHUa Mo XpaHeHWo MpoMeXyTouyHon npoaykumm unu OC gna obecneveHus mx MNPUrOAHOCTU K
MCNONb30BaHWUIO, BKMIOYAs YNakoBOYHbIA MaTtepuan u maTtepuan Ons MapKMpOBKW, a Takke ocobble ycrioBus
XpaHeHUs C yka3aHMeM CPOKOB, Koraa aTo LenecoobpasHo.

[ocbe Ha ceputo (3anmcy No NPON3BOACTBY U KOHTPOSHO
kayecTBa) (6.5)

390. (6.50) Ansa kakgoro nNpoMexyToyHoro npogykra u ®C gomkHO ObiTb NOArOTOBIIEHO AOCHE Ha CEeputo
npoayKuun, BkItovawwlee B cebst MOMHyo nMHPOpMaumio O NMPOU3BOACTBE M KOHTPOJIE KayecTBa KaXOow Cepuu.
BoigaBaemas dopma Ons BHECEHMSA 3anucen No NPOM3BOACTBY [AOMKHA COOTBETCTBOBATb TEXHOJOIMYECKON
WHCTPYKUMN N SBMATBCA akTyanbHOW Bepcuewn. Ecnn dopma ansi BHeceHus 3anvceri Mo Npov3BOACTBY CeEpuM
COCTaBfeHa Ha OCHOBaHMW OTAENbHOM YacTW TEXHOMOrMYECKOW WHCTPYKLMKW, TO TakoW [OOKYMEHT [OfKeH
cofepXaTb CCbIfKY Ha UCMONb3yeMYo AENCTBYIOLLYIO TEXHOMOMMYECKYI0 MHCTPYKLNIO.

391. (6.51) ®opmbl ANs BHECEHUSA 3annCen OOIMKHblI OblTb MPOHYMEpPOBaHbl C YyKa3aHWEM KOHKPETHOro
HOMepa cepun nnu MAEHTUOUKaLUMOHHOIO HOMEpPa, a Takke NoagnNncaHbl ¢ NpocTaBneHMem gatel Npu Beigade. MNpu
HenpepbIBHOM MPOM3BOACTBE KOO MPOAYKUUWM, a Takke gaTta U Bpems BblNycka MOryT CAyXWTb OAHO3HaYHbIMU
naeHTudmrkaTopammn 4o NPUCBOEHNS OKOHYaTENBHOrO HOMepa cepun.

392. (6.52) B pocbe Ha ceputo (3anMcsx MO MPOM3BOACTBY M KOHTPOSIO KayecTBa) MPOAYKUUW nocrne
3aBEPLUEHUS KaXXOO0W BAXKHOWN TEXHOSOMMYECKON CTaany LOIMKHbI ObITb YKa3aHbl criefyolne CBeAeHUs:

aarta w, roe NpMMEeHNMOo, BpeMs;

OCHOBHOE 1cnonb3yeMoe obopyaoBaHme (HanpumMep, peakTopsbl, CYLUUIKKA, MESNbHULbI);

crneunduryeckas naeHTUdMKaLNS KaxKOoW cepuu, BKYasi Maccy, eauHuLbl U3MEepeHusl, Homepa cepui
NCXOOHOrO CbIpbs, MPOMEXYTOYHON MPOAYKUMM unn nobbiX maTtepuanos, NpoLeAlmX NOBTOPHY0 06paboTky B
Xo4e Npov3BOACTBA;

3aperncTpmpoBaHHble hakTnyeckme pesynbTaTbl KPUTUYECKMX NapaMeTpoB NpoLecca;

AaHHble 0 NbbIX NpoBeAeHHbIX 0T6opax Npoo;

NOAMUCK NMU, BbINOMHABLUMX KaXKAyt KpUTUYECKylo cTaguio npu pabote, a Takke OCyLeCTBASBLUNX
HenocpeaCcTBEHHbIN HaA30p U NPOBEPKY;

pe3ynbTaTbl UCMbITAHWIA B NPOLIECCe NPOM3BOACTBA Y NabopaTopHbIX UCTMbITAHNI;

aKkTU4ECKni BbIXOL Ha COOTBETCTBYIOLLMX CTAAUSAX UMK B ONpeaernieHHoe BpeMms;

onncaHme ynakoBKN U MapKMpOBKU A1 NPOMEXYTOYHON npogykuum unm OC;

ob6pasey aTukeTkm Ana ®C unm npoMeXXyTo4HON NpoayKLMK, eCrin OHW NPOM3BEAEHbI AN NPOSAXH;

noboe 3amMeyvyeHHOe OTKIMOHEHWE, €ero OueHKa, WHgopmaumMss O NpPOBEAEHHOM paccrefoBaHun (npu
HeobX04MMOCTI) UMK CCbISIKa Ha Takoe paccnefoBaHne, eCNU COOTBETCTBYHOLLME JOKYMEHTbI XPaHATCS OTAENbHO;

pes3ynbTaTbl KOHTPOMSA NpY Bblgade pa3peLleHns Ha BbiMyck.

393. (6.53) [lNpousBoguTenb [OMKeH paspaboTaTb W yTBEpAUTb Mpoueaypbl, KOTopble Heobxoanmo
cobnogate nNpu paccnefoBaHV KPUTUYECKUX OTKIMOHEHWA WM MpU HECOOTBETCTBUWM CEPUM NPOMEXYTOYHON
npogykuum nnn ®C nx cneundukauuam. Takoe paccnegoBaHve AOMMKHO PacnpoCTPaHAaTLCS U Ha Apyrue cepumn, K
KOTOPbIM MOIfM Bbl UMETb OTHOLLEHWE AaHHbIE HECOOTBETCTBUS UMW OTKITOHEHWS.

JokyMeHTbl nabopaTopHOro koHTpons (6.6)

394. (6.60) OokymeHTbl NabopaTOPHOro KOHTPONS AOIMKHbI BKOYaTb MOMHYK WHGOPMALMWI0 O OaHHbIX,
MONMy4YeHHbIX B XOOE€ BCEX WCMNbITaHWiA, MPOBEAEHHbIX ANS MOOTBEPXOEHWUA COOTBETCTBUSI YCTAHOBIIEHHBLIM
cneundukaumsam m obwen dapMakonenHon cratbe, oapmMakonerHon cTaTbe, HOPMATMBHON AOKYMEHTaLMN Unu
HOPMaTUBHOMY AOKYMEHTY, BKMOYAsa UCCNEAOBAHUA U KONMYECTBEHHbIE ONpeaeneHuns, @ UMEHHO:

onucaHue o6pasuoB, NOMyYEHHbIX ANS NPOBEAEHUS UCMbITAHUS, BKIOYAa Ha3BaHWE WMCXOLHOrO Chipbs,
MecTo oTtbopa npolbl, HOMEpP Cepuu UNN APYro XapakTepHbIM koh, AaTty oTbopa npobbl U, rge NpUMEHUMO,
KonnyecTBo obpasLa, NpeacTaBeHHOro Ang NpoBeAeHUs UCMbITAHUIA, N ATy ero nonyyYeHus;

OMNMUCaHWE KaXXaoro MCrnonb3yeMoro MeTofa UCNbITaHWIA UMK CCbISIKY Ha TaKo METOL;

yKasaHue maccbl obpasua unu Apyrux eguHuiy naMepeHus ans obpasua, MCrorb3yemMoro Afis Kaaoro
UCNbITaHUS, B COOTBETCTBUN C OMUCaAHHbIM METOAOM; AaHHble O MPUroTOBMEHWM U UCMbITAHUN CTaHOAPTHbIX
06pasL0oB, peaKTMBOB 1 CTaHOAPTHbIX PacCTBOPOB UM COOTBETCTBYHOLLNE NEPEKPECTHbIE CCINKY;

NosHble 3anucu BCEX WCXOAHbIX AaHHbIX, MOSNydaeMblX B XOAE KaXKAOro WCMblTaHWs, B OOMOMHEHWE K
rpadmkam, Tabnuuam m cnekTpam, MonyYeHHbIM C NMoMoLLbio NabopaTopHbIx NpubopoB, Haanexawmm obpasom
noeHTNMLUMpoBaHHbIE A5t KOHKPETHOrO BELLLECTBa U CeEpuM, NoABeEpPraemMbIX UCMbITAHUIO;



3anMcu BCEX pacyeToB, BbIMOJIHEHHbIX B CBA3W C MPOBEAEHNEM UCTbITaHWS, BKIOYas eavHULbl U3MepeHus,
KO3dhpULMeHThI nepecyeTa U hakTopbl 3KBMBANEHTHOCTY;

U3MNOXEHNe pe3ynbTaToB UCMBITAHWIA U NX COOTBETCTBUSI YCTAHOBIEHHLIM KpUTEPUAM NPUEMITEMOCTY;

noanunce nuua, NPoBOAMBLLETO KaXK40e UCnbITaHue, U AaTy (4aTbl) UX NPoOBEeAEHMS;

AaTy 1M NOoANUCb nuua, CBUAETENbCTBYIOLLEro, YTO OpuUriHansl 3anucent Gbinu npoBepeHbl B OTHOLLEHWUU
TOYHOCTW, MOMHOTbI U COOTBETCTBUSA YCTAHOBMNEHHbIM TpeboBaHMAM.

395. (6.61) Heobxoanmo Takke BECTU NOSHbIE 3annCK C yKa3aHUEM:

nobbIX U3MEHEHUI YCTAHOBIEHHbIX aHaNUTUYECKUX METOAMK;

nepvoanyeckon kanubposku nabopatopHoro obopyaoBaHus, annapaToB, CPEACTB  U3MEpPEHUAn U
perncTpupyoLwmnx YCTPOWCTB;

Bcex ncnbitaHun ®C Ha cTabunbHOCT;

paccrnenoBaHnst OTKIOHEHN OT cneumdukaumi.

O630p gocke Ha ceputo (6.7)

396. (6.70) Ons onpegeneHuMs COOTBETCTBUS MPOMEXYTOYHOW npoaykunmm unu OdC  yCTaHOBMEHHbIM
crneumdukaumam nepeq Bbloaven paspelleHns Ha BbINMyCK Cepun Unu nepea ee peanusaumen OOIMKHbl ObiTb
paspaboTaHbl npoueaypbl, KOTOpbIM HeobxoouMMo crnefoBatb npu ob3ope w  yTBEpXAEHWW 3anucen no
NpoM3BOACTBY U NTabopaTOPHOMY KOHTPOIO CEPUI, BKMOYAs YNakOBKY U MapKMPOBKY.

397. (6.71) 3anucm No Npou3BOACTBY Cepu M NabopaTopHOMY KOHTPOMIO KPUTUYECKUX CTaaui mpouecca
noanexat npoBepke W MOATBEPXOEHWO nogpasaeneHnem (nogpasgeneHnsimm) kadectBa nepeq Bblaayven
paspeLleHnst Ha BbINYCK UNK nepen peanusauunen kaxgon cepum PC. 3anncm no nponsBoAcTBY M nabopaTopHOMY
KOHTPOMK ONs HEKPUTMYECKUX CTagui npouecca MoryT ObiTb NpoBepeHbl KBanMULMPOBaHHBIM NEPCOHANoOM
NPOU3BOACTBEHHOrO nogpasgeneHvsa  wunu  Apyrux  noapasfeneHnn B COOTBETCTBUM € Mpouedypamu,
YTBEPXAEHHBIMW NogpasgeneHem (nogpasgeneHnsiMm) kKayecTsa.

398. (6.72) Bce OTKIOHEHMUSA, OTYETBI O paccrnefoBaHMsAX U OTKIMNOHEHUAX pe3ynbTaToB OT chneuudukauni
HeobxoouMMO oueHMBaTb B npouecce ob3opa OOCbE Ha Cepuio Mepea BblAayen paspelleHus Ha BbIMYCK 3TON
cepuu.

399. (6.73) lMoppasgeneHue (nogpasgeneHus) kadecTBa MoxeT (MOryT) nepegasBaTb NMPOU3BOACTBEHHOMY
nogpasgeneHnio  0b0sI3aHHOCTU U MOSIHOMOYMST B OTHOLLUEHUM Bbldayn paspelleHns Ha WCnofb3oBaHue
NPOMEXYTOYHOM MPOAYKUMM 3a UCKIIOYEHUEM TeX CriydaeB, Koraa npoaykuus npegHasHadeHa Ang nocTaBku 3a
npeaensl cpepbl KOHTPONSA NPOM3BOAUTENS.

PABOTA C MCXOOHbLIM CbIPLEM (7)
O6wwmii koHTponb (7.1)

400. (7.10) lMpousBoauTens AOOMKeH YTBEpPAWTb AOKYMEHTbl, ONuUCbIBalOLUME MNpUEeMKY, UAEHTUdUKaLMIO,
noMeLLeHre B KapaHTWH, XpaHeHue, obpalleHue, otbop npob, NnpoBegeHne ncnbiTaHU, a Takke ogobpeHne mnm
OTKITOHEHWE UCXOOHOTO ChIPbS.

401. (7.11) TNpomssoamTenn NpoMEXyTOYHOW npogykumm n (unn) ®C JOMKHBI MMETb CUCTEMY OLIEHKU
NMOCTaBLUUKOB UCXOOHOIO Chipbs, KPUTUYECKOrO AN KavyecTBa.

402. (7.12) TllocTtaBka MCXOQHOIO CbipbS [AOMKHA OCYLECTBAATbCA MNOCTaBLUMKaAMK, YTBEPXKOEHHbIMU
nogpasgeneHmem (nogpasgeneHnsamMm) kayecTsa, B COOTBETCTBMM C COMNACOBAHHBIMU CNeLMpnKauusamu.

403. (7.13) Ecnu noctaBLUK KPUTUYECKOTO WCXOLHOMO CbipbS HE SABMSETCHA ero npoussBoguTtenem, To
nNpou3BoauTernb MPOMEXYTOYHOM NPOoAYyKUuunN U (Mnn) ®C gomkeH 3HaTb Has3BaHWe M agpec NMPOU3BOAUTENS 3TOro
NCXOAHOTO ChIpbS.

404. (7.14) 3ameHa nocTaBLLUMKa KPUTUYECKOTO UCXOAHOro Cbipbsa OOIMKHA NPOBOAUTLCA B COOTBETCTBUU C
nyHktamu 540 - 547 HacToawwmx Mpasun.

lMpuemka n kapaHTuH (7.2)

405. (7.20) Mpun nonyyeHnn 1 nepen NPUEMKON Kaxaoe TapHOe MECTO C UCXOAHBIM CbipbeM UMK rpynna
TapHbIX MecT obcregyloTcs BM3yanbHO Ha MpPaBWUIbHOCTb MapKMpOBKM (BKIOYas COOTBETCTBME Ha3BaHWW,
MCMOMb3yeMblX MOCTaBLUMKOM W 3aKa34MKOM, €CNN OHW OTMMYATCA) M HanmMune MOBPEXAEHUA KOHTenHepa,
NoBpeXAeHHbIX NNomb, cBMAETENbCTB MOCTOPOHHEro BMeLlaTenbCTBa UMM KOHTamuHauuu. MicxogHoe cbipbe
OOIDKHO coepxaTbCsl B KapaHTuHe A0 oTbopa npo6, MpoBepku Mnu MPOBEAEHWUS UCMbITAHWA U OO0 MONyveHus
paspeLleHnst Ha ero NCnosib3oBaHue.

406. (7.21) Jo cmelumBaHWSA MNOCTYNUBLLEro WMCXOL4HOMO Cbipbsl C UMeEKLMMUCA 3anacamu (Hanpumep,
pacTBOPUTENSIMU UMW 3anacamy B HaKONMUTenbHbIX OyHKepax) MOCTyMMBLUEE MCXOOHOE Cbipbe OOIMKHO ObiThb



0003Ha4YeHO Kak COOTBETCTBYyWLlee TpeboBaHMAM K 3TOMy WCXOQHOMY Cbipblo, MNpowleflwiee Heobxoanmble
UCMbITaHWS, €Crm NPUMEHNMO, U paspeLleHHoe Ans ucnonb3oBaHus. Heobxoammo paspaboTtaTe npouegypbl Mo
npegoTBpaLLEeHNo OLLIMOOYHON BbIFPY3KN MOCTYNMBLLETO MCXOAHOIO ChIpbsl B MMEIOLLUNIACS 3anac.

407. (7.22) lNpowussoguTenb AOMKEH WCKMIOYMTbL BO3MOXHOCTb MEPEKPECTHON KOHTaMUHALUUKW MOCTaBKU
"aHrpo", ecnn oHa OCYLIeCTBNSETCA B EMKOCTAX, He npedHasHayeHHblX cneumansHo Ang Hee. [ng
NoATBEPXKAEHMS 3TOr0 MOrYT UCMOSb30BaTbCA OAHO UMM HECKOMbKO CneayloLwmnx Aoka3aTensCrs:

Hanuyve AOKyMeHTa, NoATBEpPXKAatoLLEero O4YnNCTKY;

UCnbITaHWE Ha HanuuuMe cnegoB NpUMeEce;

OLleHKa NOoCTaBLUMKa.

408. (7.23) bonbluMe eMKOCTU AN XpaHeHUs U obCcnyXxmBatoLumMe Mx TpybonpoBoapl, MMHUN HAMONTHEHNUS U
pasrpy3ku OOJKHbI UMETb COOTBETCTBYHOLLYIO MapKMPOBKY.

409. (7.24) Kaxgoe TapHOe MeCTO WM Tpynny TapHbIX MECT C MCXOOHbIM CbIpbeM (Cepuelrt UCXOAHOro
Cbipbsl) HeobxoAMMO WAEHTUMUUMPOBaTb C MOMOLLBIO XapakTepHOro koga, HOMepa Cepuu WM Homepa,
MPUCBOEHHOIO MpY NpUEMKE. YKa3aHHbI HOMEep OOMKEH UCMOMb30BaTbCA MPU PErMcTpaumny MeCTOHaxXOoXAeHUs
Kaxxgon cepum. JomkHa ObITb cucTeMa MaeHTUMKaUUmM ctaTyca Kaxaon cepum.

OT160p Npob 1 NpoBegeHMe NCMbITAHNMI NOCTYNUBLLNX NCXOZHOIO
cblpbs 1 MaTepuanos (7.3)

410. (7.30) Ona noaTBepXAeHUs MOANMHHOCTM KaXdoW Cepuum WUCXOOHOro Chipbs U MaTepuanoB (3a
NCKMIOYEHMEM WMCXOOHOrO ChbIpbS U MaTepuanos, yKa3aHHbIX B nyHkTe 412 Hactoswmx [MpaBun) Heobxogumo
npoBecTn XoTs Obl OOHO MchbiTaHue. Ecnv npousBoanTenb MMEET CUCTEMY OLIEHKM MOCTaBLUUKOB, TO BMECTO
NPOBEAEHUS APYIMX UCTIbITAHWUIA MOXHO MCNOMb30BaTh AOKYMEHT NMOCTaBLUMKA, NMOATBEPKAAILLMIA Ka4ecTBO.

411. (7.31) MNMpouenypa yTBEPXKAEHUS NOCTaBLLMKa JOJDKHA BKIOYaTb OLEHKY CMOCOOHOCTU NpoM3BOAUTENS
MOCTOSIHHO MOCTaBNSATb CbipbE M MaTepumarbl, COOTBETCTBYOLLME cneundukauusm (Hanpumep, AaHHbIe O KayecTBe
npegblaywmx noctaBok). MponsBoanTenb Npexae Yem COKpaTUTb OObEM MCMbITAHWMA MpU BXOOHOM KOHTPOIE,
OOMKEH MPOBECTU MOMHbLIA aHanM3 Kak MUHMMYM Tpex cepuin. B niobom cnyyae nonHbin aHanu3 Heob6xogumo
NPOBOAUTL Yepes3 onpederieHHble NPOMEXYTKM BPEMEHU U CPaBHUBATb €ro pesynbTaTbl C AAaHHLIMU OOKYMEHTa
nocTasLLMKa, noaTBepXaalLwero kavyectso. [JOCTOBEPHOCTb AaHHbLIX AOKYMEHTOB, MOATBEMKAAILIMX KavyecTBo,
NOANEXUT PerynsipHomn npoBepke.

412. (7.32) He TpebyeTca npoBedeHUE KOHTPOMNSA TEXHOMOrMyeckmx p[obaBok, OnacHoro wunm
BbICOKOTOKCUYHOIO Cbipbsi, APYrMX cCneuunanbHblX MaTepuanoB Wnu MaTepuanos, nepegaBaeMblX B Opyroe
nogpasgeneHve Mo KOHTPONEM 3akasduuka, Npy Hanuyum [OOKYMEeHTa NpOM3BOAMTENS, MNOATBEPXKAAOLLEro
KayecTBO, YAOCTOBEPSIOLLEr0 COOTBETCTBME ITOTO Chipbsi YCTAHOBMEHHbIM TpeboBaHuaM. VaeHTudukauusa atmx
mMaTepuanoB NPOBOAUTCHA MyTEM BU3yaribHOW MPOBEPKU TapHbIX MECT, 3TUKETOK U perncrpauum HOMepoB CEpPU.
OTcyTCTBME KOHTPOSS TAKOIO Chipbsi HA MECTe JOIMKHO OblTb 060CHOBAHO U 0POPMIIEHO JOKYMEHTAIBHO.

413. (7.33) MNpobbl OOMKHBI ObITb penpe3eHTaTMBHbI ANS CEPUM UCXOLHOMO Chipbs, M3 KOTOPOW OHU
oTobpaHbl. B MmeToankax otbopa npob JosmKHbI ObITb YCTAHOBMEHBI YACNO TapHbIX MECT, U3 KOTOpPbIX He06XoanMo
oTOumpaTh Npobbl, U Ta YacTb TapHOro MecTa, OTkyaa GepeTca npoba, a Takke KONMUYECTBO Cbipbsl, KOTOPOE
OOMKHO BbITb 0TOBpPaHO M3 Kadoro TapHoro Mecrta. Yucno TapHbix MecT Ana otbopa npob n pasmep npobbl
OOMKHbI BblTb yKasaHbl B MnaHe oTbopa npob, B KOTOPOM YYUTbLIBAETCH KPUTUYHOCTb CbIpbS, U3MEHYMBOCTb
CBOWICTB CbIpbsl, MpelwecTBYOWNA OnNbIT paboTbl C MOCTaBLIUMKOM B OTHOLLUEHUWN KayecTBa, a Takke KONM4ecTBo,
Heobxoammoe And aHanusa.

414. (7.34) Otbop npob6 HeoOXoAMMO MPOBOAUTL B OMNPEdEneHHbIX MecTax U B COOTBETCTBUMM C
WHCTPYKUUSIMK, NpPeAHa3Ha4YeHHbIMW AN NpefoTBpalleHusl KOHTaMuHauuu oTobpaHHoM npobbl 1M Opyrux
mMaTepuarnos.

415. (7.35) TapHble MecTa, M3 KOTOPbIX OTOMPaKT Npobbl, HEOOXOAMMO OTKPbLIBAaTb OCTOPOXHO M nocre
oTbopa npobbl HeMeAIEHHO CHOBa 3akpbiBaTb. Takue TapHble MecTa nogsiexart MapkUpoBKe ANs yka3aHusa gakTta
oTbopa npobbi.

XpaHeHue (7.4)

416. (7.40) ObpalyeHre C UCXOAHbIM CbIPbEM U €r0 XpaHEeHWe OOIMKHO OCYLLECTBNATLCH Takum obpasom,
YTOObI MPEenoTBPaTUTL €ro pasnoXeHne, KOHTaMMHaLUMIO N MEPEKPECTHYI0 KOHTaMyHauuIo.

417. (7.41) WcxogHoe cbipbe, xpaHsiweecs B dunbpoBbix H6apabaHax, MelKax Mnu swmkax, He AOIDKHO
pasMellatbCca Ha nony. YkaszaHHOe Ccbipbe Heobxooumo pacnonaratb TakMMm obpas3om, 4Tobbl obecneyvnTb
BO3MOXHOCTb MpU HEO6XOAMMOCTU MPOBECTN OYUCTKY U OCMOTP.

418. (7.42) UcxopHoe cbipbe OOMKHO XpaHUTLCSA MPU Takmx YCNoBUSX U B TEYEHUE TaKoro cpoka, KoTopble
He OKa3blBalOT HebnaronpusiTHOrO BO3L4ENCTBMS Ha MX kayecTBO. PekomeHnayeTcs cneauTtb 3a Tem, 4TOObI
NCXOOHOE Cbipbe, MOCTYNMBLLUEE paHbLLe, BblNo NCNOMNbL30BaHO B MEPBYIO OYeEpeb.



419. (7.43) HekoTopoe WCXOAHOE Cbipb€ B COOTBETCTBYHOLUMX TapHbIX MECTaxX MOXET XPaHUTbCS BHE
MOMELLEHVM MpU YCMNOBUW, YTO MAEHTUUUMPYIOLME ITUKETKM OCTalTca pas3bopyvBbiMM, a TapHble MecTa
Hagnexalym obpa3om ounLaloT nepes BCKPbITUEM M UCTIONb30BaHNEM.

420 (7.44) Ona Toro 4TobGbI NpeaoTBpPaTUTL HECAHKLMOHUPOBAHHOE MWCMOMb30BaHMe B MPOU3BOACTBE
OTKIMOHEHHOIO UCXOAHOrO Chipbs, OHO AOMKHO OblTb NPOMAaPKNPOBAHO M HAXOAUTLCS NOA KOHTPONEM B KapaHTUHE.

MoBTOpHas oueHka (7.5)

421. (7.50) No mepe HeobxoanMOCTU NCXOOHOE Cbipbe AOMKHO NoABEPraTbCA NOBTOPHOW OLUEHKe ANS TOro,
4YTObObBI ONpeaenuTb ero NPUrogHOCTb AN UCNOMb30BaHUS (Hanpumep, nocne NpPoaoIHKUTENbHOIO XPaHEHUs Unn
BO34ENCTBUS Tenna unm BnaxHocTu).

TEXHOJIOMMYECKWI MPOLIECC W KOHTPOTb B MPOLIECCE
NMPOV3BOACTBA (8)

TexHonornyeckne onepauun (8.1)

422. (8.10) NcxogHoe cbipbe ANs NPOM3BOACTBA MPOMEXyTovHoW npoaykumm n ®C cnegyeT B3BelLMBaTb
UnNn OTMepuBaTb B COOTBETCTBYHOLIUX YCIOBUAX, HE OKasbiBalOWUX BIUAHWS HA €ro npurogHocTb Ans
ncnonb3oBaHus. Heobxoanmo, 4Tobbl BECbl N YCTPOWUCTBA AfNs M3MepeHus obbema MMenn TOYHOCTb, NPUEMEMyIo
AN npeanonaraeMoro UCnosib30BaHus.

423. (8.11) Ecnu ucxogHoe cbipbe OenAT Ha HECKOSNbKO MOpuMiA Ans MNOCNeAylLEero MCnonb30BaHWs B
TEXHOMNOrMYECKUX onepaumnsx, KOHTENHEpP, B KOTOPbIA NOCTYNaeT UCXOLHOE Cbipbe, AOMKEH OblTb NPUrogHbIM ANs
3TOro N MapKknpoBaH TakMm obpasom, 4TobObl Obina B Hanuuum cneayowas MHopMauus:

Ha3BaHWe UCXOOHOIO0 CbIpbs U (MNK) ero Kog;

HOMep, NPUCBOEHHbIV NPY NPUEMKE, NN KOHTPOIbHbBIA HOMED;

mMacca unn o6bem NCXOLHOrOo Cbipbsi B HOBOM KOHTEWHEPE;

npuv HeobxoaMMOCTK faTa NpoBeAeHUS MOBTOPHOW OLIEHKU WU NMOBTOPHbLIX UCMbITAHUN.

424. (8.12) Heobxognmo Habnogatb 3a KPUTUHECKUMW OnepaumsiMv B3BELUMBAHUSA, OTMEPUBAHUSA Wnu
pasgeneHns u yaocToBepsiTb WX BbINONHEHWE nmMbo noaBepraTb UX SKBMBANEHTHOMY KOHTpornto. [lepeg
NCNONb30BAaHNEM MWCXOOHOrO CbIpbSi MPOU3BOACTBEHHLIN MNEPCOHan AOMMKEH YAOCTOBEPUTHCH B TOM, YTO OHO
OENCTBUTENBbHO SBMNSETCS TEM ChIpbeM, KOTOpOEe ykasaHo B hopmMe And 3anvMcu no npou3BOACTBY Cepun Ans
AaHHOW NPOMEXYTOYHOW Npoaykumm unm eC.

425. (8.13) BbinonHeHWe [pyrnx KPUTUYECKMX onepaumi OOMKHO TaKKe MNPOBOAUTLCS MO KOHTPOIieM
BTOPOro cneuuanucTa unv nogBepratbCsa 3KBUBANIEHTHOMY KOHTPOJIHO.

426. (8.14) Ha onpefneneHHbIX cTaguax TEXHOMNOMMYECKOro npouecca hakTuyeckme BbiXoAbl OOIMKHbI ObITb
conocTaBneHbl ¢ oxngaeMbiMu. Oxnaaemble BbIXOAbl B COOTBETCTBYIOLMX NPeAenax AOIPKHbI Onpeaensitbca Ha
OCHOBaHUM AaHHbIX NPOBEAEHHbIX paHee NabopaTopHbIX, OMbITHLIX UMW NPOMBIWEHHBIX UCNBbITAHWA. MpUYrHbI
OTKIOHEHUIA OT OXWOAEMOro BbIXO4Ad, CBSI3@HHbIE C KPUTUYECKMMWU CTagusMm mnpouecca, [AOJPKHbl ObiTb
paccrnefoBaHbl, YTOObI onpefenuTb UX BNUSHWE (MM BO3MOXHOE BMMSIHME) Ha KayeCTBO COOTBETCTBYHOLLMX
cepun.

427. (8.15) JltobGoe OTKMOHEHWE [OMKHO ObiTb OQOpPMMNEHO [OKYyMeHTanbHO K ob6bsaAcHeHo. Jloboe
KpUTMYECKOE OTKITOHEHWNE AOMKHO ObiTb paccrnenoBaHo.

428. (8.16) TexHOMNOrM4Yeckun CTaTyC OCHOBHbIX €A4MHWL, 0b6opynoBaHUst OOIkeH ObiTb ykaszaH nubo Ha
KOHKpPETHbIX eguHuuax obopyaoBaHusi, NMMOO B COOTBETCTBYHLLENW [OKYMeHTauuu, nmbo C WCMOb30BaHMEM
CMCTEM KOMMbIOTEPHOIO KOHTPOSS, MO0 C MOMOLLBIO anbTePHATUBHbLIX METOAOB.

429. (8.17) lMpoussoauTenb OOMXEH KOHTPONMpoOBaTb Martepuansl, fnpefHasHavyeHHble Ang MOBTOPHOW
06paboTkn nnu nepepaboTkn, ANs NPeAOTBPALLEHUSA HECAHKLMOHNPOBAHHOMO UCMNOb30BaHNS.

OrpaHundeHue BpemeHu BbINOMHEHNS onepauuii (8.2)

430. (8.20) Ecnn B TexHonornyeckom wHCTpykumm (myHkT 389 Hactosawwmx [lpaBun) ycTaHOBMEHbI
OrpaHM4yeHns No BpeEMeHM, X Heobxoaumo cobnogate Ans obecneyeHms KayecTBa NPOMEXYTOYHON NPOAYKLMN U
®C. lNpownsBognTenb AOMKEH AOKYMEHTanbHO OOPMIATb OTKIMOHEHUS OT 3TUX OFPaHUYEeHUA U MPOBOAUTHL WX
OUEeHKy. Takme oOrpaHuMdeHus MOryT He noTpeboBaTbCs MNpVM MNPOBEAEHMU TEXHONOIMYECKOro mnpouecca A0
OOCTWXKEHWUSI YCTAHOBIEHHbIX 3HA4YeHW napameTpoB (Hanpumep, OOCTMXKeHMe Heobxoaumoro 3HayeHus pH,
rMaporeHuM3aums, cylwka OO npeaBapuTenbHO YCTaHOBIIEHHOW BeNWYMHbI MapamMeTpa), MOCKONbKy 3aBeplueHue
peakuuMin uwnu cTagui npouecca ornpegensieTca MocpeacTBOM oT6opa npob6 M uUCMbITaHWA B npouecce
Npon3BOACTBA.



431. (8.21) pomexyTouHy0 NPOOYKUMIO, MpedHa3HavYeHHY O5ia AanbHerwen obpaboTku, Heobxooumo
XpaHWUTb NpU ONpeaeneHHbIX YCroBUsiX, YTobbl o6ecneynTb ee NPUroAHOCTb ANs AanbHENLWero NCnosib30BaHus.

OT60p Npob n KOHTPONb B NpoLiecce npoussoacTaa (8.3)

432. (8.30) lNpowussoanTens AOormkeH paspaboTaTb M YyTBEPAUTb MHCTPYKLMM MOHUTOPMHra npolecca u
KOHTPONS BbINOMIHEHMS TeX CTaauMh npouecca, KOTopble SABMAKTCA MPUYMHOW HEMOCTOSIHCTBA MNokasaTtenen
KayecTBa NpoMexyTouyHown npoaykuum n OC. lMopsagok npoBefeHWs KOHTPOMs B npouecce npou3BOACTBa WU
COOTBETCTBYIOLLME KPUTEPUM NPUEMMNEMOCTM AOMKHbl ObiTb oOnpedeneHbl Ha OCHOBaHUWM WHopmauuun,
Mony4YeHHON Ha cTagum pa3paboTKu, UK Ha OCHOBaHWW NPEALLECTBYHOLLENO ONbiTa MPON3BOACTBA.

433. (8.31) Kputepun npueMnemocTu, Tn n o6bem McnbiTaHUA MOTYT 3aBUCETb OT NPUPOAbLI BbIMyCKaeMbIX
NPOMEXYTOYHOW npoaykumm n OC, peakumm unu cTaguu npouecca W CTeMneHu BhWSHUS TEXHONOrMYeckoro
npouecca Ha HEeMOCTOSHCTBO KayecTBa MPOAyKUMW. Ha HadanbHbIX CTagusax npouecca JonyCTMMO MnpoBedeHue
MEHee EeCTKOrO KOHTPOMNs B Mpouecce MNpou3BOACTBA, Torga kak Ha 6onee no3gHuMx cTagusix npouecca
(Hanpumep, cTagun BblgENEHNSI U OYUCTKM) HEOBXOAUMO MPOBOANTL BONee KECTKUA KOHTPOIb.

434. (8.32) KpuTuueckme aTanbl KOHTPONS B MpoLecce MNPOU3BOACTBA WM MOHUTOPUHT  KPUTUYECKUX
NpoOLIeCCOoB, BKMOYaA TOYKM U METOAbl KOHTPONS, OOIMKHbI OblTb U3NOXEHbl B MUCbMEHHOM BUAE U YTBEPXKOEHbI
noapasgeneHmem KOHTpOns KayecTsa.

435. (8.33) KoHTponb B nmpouecce NpoOM3BOACTBA [OIDKEH OCYLUECTBMASATb KBANMPUUUPOBAHHbLIN
Npon3BOACTBEHHLIN NepcoHarn. KoppektupoBaTtb npouecc MOXHO 6e3 npeaBapuUTENbHOM CaHKLMWM NoapasaeneHus
KayecTBa, €CNU Takas KOpPPEeKTUpOBKa MPOBOAUTCS B 3apaHee YCTAHOBMEHHbIX MNpedefibHbIX 3HaYeHUsX,
YTBEPXKAEHHBIX MNogpa3gerneHneM kadectBa. Bce wucnbiTaHMa m ux pesynbTaTbl AOMKHbI ObITb MOJTHOCTHLIO
0ohOpMIEHbI AOKYMEHTarbHO Kak 4acTb JOCbE Ha CEpHUIO.

436. (8.34) Metogbl oTOOpa npob6 AOnA MaTepuanoB, HaxoASALWMXCA B Mpouecce Npou3BOACTBA,
NpoMeXyTo4HoW npoaykumn n ®C gosmkHbl ObiTb NpMBEOEHbI B UHCTPYKUUSIX, YTBEPKOEHHBLIX MPOU3BOOUTENEM.
MnaHbl oT6opa Npob 1 METOAMKN OOIMKHbI 6a3npoBaTbCHA Ha Hay4HO 0OOCHOBaHHOM nopsiake oTbopa npoo.

437. (8.35) [lpousBoauTenb [OOMKEH OCyWwecTBASATb OTOOp nNpob6 B npouecce npomssBoacTBa C
MCNoNb30BaHWEM Mnpouenyp, npegycMaTpuBaloLmMx NpeaoTBpalleHMe KoHTaMMHauum oTobpaHHoro matepmana m
apyron npomexyTtodHon npogykumm unm ®C. Heobxogmmo paspaboTtatb npouenypbl Ans obecneyeHus
COXpaHeHus LuenoctHocTn obpasuoB nocrne otbopa.

438. (8.36) lNpn npoBegeHMM MCMbITAaHUM B MpoLecce NMPOU3BOACTBA, KOTOPbIE OCYLIECTBNAT C LeNbio
MOHUTOPWMHra W (MNM) KOPPEKTMPOBKM Mpouecca, Kak npaswuno, He TpebyeTca paccrnegoBaTb Crydau
HEeCOOTBETCTBUSA CneumdPukaumnsam.

CwmeluvBaHmne cepuin MPOMEXYTOYHOW NPOAYKUUK
unun doapmaveBTUYECKUX cybcTaHumm (8.4)

439. (8.40) B HacTosillen rMnaBe CMeELUMBaHWE oOnpedensieTcss Kak npouecc 00beAvHEeHWst BeLLeCTB,
COOTBETCTBYIOLLMX TpeboBaHUAM O4HOM crneumdpukaumnm, Ans nonydyeHnst OAHOPOAHOM NPOMEXYTOYHOW NPOoayKLUn
unun ®C. CmelwwmBaHne B npouecce NpouM3BOACTBa YacTel OAHOM M TOW Xe cepumn (Hanpumep, o6beauHeHue
HECKONbKUX 3arpy3oK LeHTpUdyrn n3 ogHON cepun, Nomy4yeHHON Npu Kpuctannuaaummn) nnn obbeguHeHne yacten
pasnu4YHbIX Ccepui Ana nocregyrowen obpaboTkum cuuTaeTca 4YacTbilo TEXHOMOMMYEecKoro npouecca M He
paccmaTpuMBaeTCs Kak CMeLLMBaHue.

440. (8.41) CmewmBaHve cepuvi, He OTBevalLWmx TpeboBaHUsIM cneundukauun, ¢ OpyruM1u CepusiMmn C
uenbto obecrneyeHnss COOTBETCTBUS creuudmkaumam aBnseTca HegonycTumbiM. Kaxgas cepws, Bxogswas B
COCTaB CMeCH, JOfKHa OblTb Mpou3BeaeHa Mo yCTaHOBIIEHHOW TEXHOMOMMU, MHAUBMAYANbHO UCMbITaHa U OOMKHa
COOTBETCTBOBAaTb YCTAHOBIEHHbIM cneundukaLmam nepes cCMeLInBaHUeM.

441. (8.42) Onepauun cmeLlnBaHUs NpueMnemsl, B YaCTHOCTH, ANS:

CMeLlmBaHns HeOOMbLUNX CEpPU ANst YBENUYEHUS pasMepa cepum;

CMeLUMBaHNSI OCTaTKOB (TO €CTb OTHOCUTENbHO HEeOBOMbLUMX KONMMYECTB BbIOENEHHOrO BeLlecTBa) cepun
O[HOW 1 TOW e NPOMEXYTOYHOWN NPOAYKUMM Unn 0gHON 1 Ton xe ®C Ang nonyvyeHus eauHon cepumn.

442. (8.43) TllpousBoguTenb [JOIMKEH KOHTpoONMpoBaTb W OQOPMNSATb [OKYMEHTanbHO MpOLECCHI
cvmewmBaHus. [lonyyeHHas B pes3ynbTaTe CMELUMBaHWS Ccepusd, rae NPUMEHUMO, [AOSKHa MnoaBepratbes
UCMbITaHUSAM Ha COOTBETCTBME Cneundukalmsam.

443. (8.44) Jocbe Ha cepuio, oTpaxarLlee CMellMBaHne, AOMKHO obecneynBaTb BO3MOXHOCTb 0GpaTHOro
npocnexuBaH1s oTaenbHbIX CepUit, U3 KOTOPbIX cAenaHa cCMech.

444. (8.45) B Tex cnyyasx, koraa dwusnyeckue xapakrepuctukn ®C ABNSAIOTCA KPUTUYECKUMU (HanpumMep,
®C, npegHasHayeHHble AN MOMyYeHUs TBepAblX NeKapCTBEHHbIX )OPM UMW CyCneH3uh Ans npuema BHYTPb),
onepauumn cmellMBaHusa Heobxooumo BanuaupoBatb, YTobbl rapaHTUpoBaTb OAHOPOAHOCTbL OO BLEANHEHHOW CEpPUN.
Banupauua gomkHa BKkNo4aTb NpoBeAeHWe UCMbITaHUA KPUTUYECKNX XapaKTepUCTUK (HanpuMep, pacnpegeneHuns



YyacTuy Mo pa3mepam, HaCbIMHOM MIIOTHOCTM M MAOTHOCTU MPU YMIOTHEHUN), HA KOTOPbIE MOXET OKa3aTb BNUSHUE
npouecc CMeLInBaHus.

445. (8.46) Ecnn cmewmBaHME MOXET oOkKasaTb oOTpuuaTeslbHoe BO3AEWCTBME Ha CTabWIbHOCTb,
npov3BoaUTENb JOIMKEH MPOBOAUTL UCMBbITAHUSA CTAOMMBHOCTU OKOHYATENbHbLIX CEPUA, NOMYYEHHbIX B pe3ynbTaTe
CMEeLLMBaHNSI.

446. (8.47) [ata okOHYaHWs cpoka rOAHOCTM WNU AaTa NpoBeAEHWUs MOBTOPHbLIX WUCMNbITAHUN Cepuu,
nony4eHHoON B pe3ynbTaTe CMELUMBAHWSA, OOIDKHA OnpefensaTbCa Ha OCHOBaHWM AaThbl MPOM3BOACTBA CaMbIX
CTapbIX OCTATKOB UIM CaMoOW CTapon cepum B CMECH.

KoHTponb koHTamuHaumm (8.5)

447. (8.50) [onyckaeTcsi BHOCUTb OCTaTKM BeLWECTB (B 4YaCTHOCTW, OCTaTKW, HamnuMwinMe Ha CTEHKY
N3MenbYMTeNs, Cron BNaXHbIX KPUCTamNIoB, OCTaBLUMXCA Ha CTEHKax Oaka ueHTpudyrn nocne pasrpysku, OCTaTKy,
obpasoBaBlUMECA B pe3ynbTaTe HEMOMNHOW BbIPY3KM XKMAOKOCTEW WM KpucTannos M3 paboyen emKocTM npwu
nepeHoce BeLlecTBa Ha Crneaylolylo cTaguio npouecca) B NocnefywlimMe cepum TOW Ke NPOMEXYTOYHON
npoaykuny unm ®C npm ycnosmmn NnpoBeaeHUs COOTBETCTBYIOLLENO KOHTPONS. Takoe BHECEHUE He AOIMKHO NOBMeYb
3a cobon nepeHoca MNPOAYKTOB Pa3NoOXeHUs WNM MUKPOBHOW KOHTaMuHauuw, KOTopble MOryT oTpuuaTenbHO
NOBMUATbL HA YCTaAHOBIEHHbIV Npoduns npumecen OC.

448. (8.51) TexHonoruvyeckme onepaumm AOIDKHbI NPOBOAUTLCA Takum obpasdom, 4Tobbl MpegoTBpaTUTbL
KOHTaMMHaLUuio NPOMEXYTOYHOM npoaykuumn nnu ¢C apyrumm Bewectsamum.

449. (8.52) C uenbio npegoTBpaLleHnss KOHTaMUHaUUK Npomn3BoaMTENb OOIMKEH cobntogate ocobble Mepbl
npenocTopoXHoCTH Npu paboTe ¢ ®C nocne ee OYUCTKM.

YMNAKOBKA I VAEHTN®ULINPYIOLWWAA MAPKWPOBKA ®APMALIEBTUHECKNX
CYBCTAHUNN N MPOMEXYTOYHOWM NPOAYKLNN (9)

O6bwwe TpeboBaHusa (9.1)

450. (9.10) TlpowusBoguTenb AOMMKEH YTBEpAUTb Mpouedypbl, OMUCbIBAKOLWME MNOPSgoK NPUEMKH,
naeHtTumrkaumm, nomeLlleHns B KapaHTWH, OoTbopa npob, wuccrnegoBaHUA W (MMM) WUCMbITAHMA W BblAayu
paspeLleHnss Ha MCNOoNb30BaHWe YNakOBOYHbLIX MaTepuarioB U mMaTtepuanos ANS MapkMpoBKW, a Takke Nopsigok
obpalleHnst ¢ TakuMu MaTepuanamm.

451. (9.11) YnakoBouHble MaTepuanbl W maTepuanbl ONs MapKUPOBKM [OOMMKHbI COOTBETCTBOBATb
cneundukaumsam. Te N3 HUX, KOTOpPbIE HE COOTBETCTBYIOT TakMM cneumndukaumsam, JOMKHbl OblTb OTKIOHEHbI AMs
npegoTBpaLLEHNS X UCNOSb30BaHWUS NPY BbINOSIHEHUN Onepaumii, ANA KOTOPbIX OHWM HEMPUIOAHbI.

452. (9.12) TlMpousBoguTenb AOMKEH BECTW 3anucu Ans KaX4OW MOCTaBKM 3TUKETOK U YNaKOBOYHbIX
MaTepuanoB C yKasaHWeM AaHHbiXx 06 MX nNpuvemke, MPOBEPKE UMW UCMbITAHUW, a Takke 00 UX MPUHATMM UNu
OTKIMOHEHUN.

YnakoBouyHble matepuansl (9.2)

453. (9.20) Tapa pomkHa obecnedvBaTbh Hagnexawyw 3awWwmty OT MopyYu WM KOHTaMuHauuu
NPOMeEXyTo4HOM npogykuumn nnun ®C Bo BpeMSA TPaHCMOPTUPOBKU U XPaAHEHUST B MPEAYCMOTPEHHbIX YCIOBUSX.

454. (9.21) Tapa gormkHa OblTb YUCTOW W, €Cnn 3TOro TpebyeT xapakTep NPOMEXYTOYHOW NPOAYKLUMW WK
®C, nogeepratbCcs caHuTapHou obOpaboTke pnns obecneyvyeHWss ee MNPUrogHOCTM AN MCMONb30BaHUA MO
HasHauyeHuo. Takaa Tapa He JoikHa obnafgaTb XMMWYECKOW akTUBHOCTLIO, abcopbupyownumMmn CBOMCTBAMU UIN
CMYXWUTb WCTOYHWKOM MOCTOPOHHWUX MNPUMECEN, 4YTOOblI He BbI3bIBaTb W3MEHEHWUWA KadyecTBa MNPOMEXYTOYHON
npogykuum unm ®C cBepx nNpefesnbHbIX 3HA4YEHUA, YCTAaHOBMEHHBIX B cneLumdukauun.

455. (9.22) Ecnn Tapa npegHasHayeHa AOns NMOBTOPHOrO WCMOMb30BaHWUS, OHa [JOIDKHA ouvulLaTbCcd B
COOTBETCTBMM C YTBEPXKAEHHBIMW MHCTPYKUMSIMW, @ BCE Mpeabiaylime 3TUKETKM AOSKHbI ObiTb yaaneHbl unm
CTepThl.

Bblgaya aTMKeTOK 1 KOHTpornb (9.3)

456. (9.30) JocTtyn B 30Hbl XpaHEHWs 3TUKETOK [OIDKEH OblTb paspelleH TOMbKO Nuuam, MMEKL MM
COOTBETCTBYIOLLME NONTHOMOYUSI.

457. (9.31) [lNpowussoauTens AOMKEH NPUMEHATb Mpoueaypbl CONOCTaBNEHWS KOMMYecTBa BblAaHHbIX,
MCNONb30BaHHbIX U BO3BPALLEHHbIX 3TUKETOK AN OLEHKN pacXOXAEHUs MexXay KONMYyecTBOM MapKUpPOBaHHbIX
YNaKOBOK W KONMMYECTBOM BblAaHHbIX 3TUKETOK. PaKTbl pacxoxaeHnst He0OXoAMMO paccrefoBaTb, a NonyvYeHHble
pe3ynbTaTbl AOMMKHbI ObITh YTBEPXXAEHLI Noapa3aeneHneM (nogpasaeneHusMn) kadectea.



458. (9.32) Bce Hencnonb3oBaHHblE 3TUKETKM C HOMEpamu Cepui UM Opyron nevyaTHoW MHopmaumen,
OTHOCSILLENCS K 3TUM CEepusIM, JOJPKHbI OblTb YHMYTOXEHbI. Bo3BpalleHHble 3TUKETKM Heobxogumo cogepxatb U
XpaHuTb Takum obOpa3oM, 4TOObl NpegoTBpaTUTb WX MepenyTbiBaHne U obecneuntb  Hagnexaiyyro
naeHTMdurKaumio.

459. (9.33) YcTapeBLUne 3TUKETKU JOIDKHbI ObITb YHUUTOXEHDI.

460. (9.34) lMpousBoauTenb [OMKEH KOHTponupoBaTb obopyagoBaHWe, UCMoNb3yemoe Ans nedyaTaHus
3TUKETOK Mpu onepauusax ynakoBkW, B Lenax obecnevyeHus COOTBETCTBUS BCEX OTTUCKOB MEYaTHOMY TEKCTY,
YKa3aHHOMY B 3anucsix MO NPOU3BOACTBY CEPUMN.

461. (9.35) OtnevataHHble 3TUKETKW, BblAaBaeMble ONs OMNpedeneHHOW Cepuu, OOIDKHbl TWwaTenbHO
NPOBEPATECA B OTHOLUEHWM MX MOAJSIMHHOCTU U COOTBETCTBUS YCTAHOBMEHHbIM TpeboBaHuaM. PesynbraTthl Takown
NPOBEPKN AOMKHbI OPOPMAATLCH AOKYMEHTambHO.

462. (9.36) Obpasey, oTnevyaTaHHOW 3TUKETKN, COOTBETCTBYHOLLNIN NCNONb30BaHHLIM 3TUKETKaM, HeobxoaMmMo
BKIIHOYATb B 3anucy Mo Npou3BOACTBY CEpPUMN.

Onepauun no ynakoBke 1 MapkupoBke (9.4)

463. (9.40) [lMpomusBoauTenb AOMKEH YTBEPAMTb WHCTPYKUMW, NpefHasHavyeHHble And obecneyeHus
NpaBubHOrO UCMOMb30BaHNS YNAKOBOYHbLIX MaTepManoB N 3TUKETOK.

464. (9.41) TopsigoK OCYyLLECTBMEHMA OMepauun Mo MapKMPOBKE [OOIDKEH WCKMYaTb BO3MOXHOCTb
nepenyTblBaHUS MaTepvanoB Afs MapkMposku. Heobxoammo dumsnyeckoe mnm nNpoCTPaHCTBEHHOE pasgeneHve
paboT, CBA3aHHbIX C Pa3HOW NPOMEXYTOYHON npoaykuunen nnn eC.

465. (9.42) OTMKeTKM, WCMONb3yeMble [N MapKUPOBKM HapyXHOW MNOBEPXHOCTU KOHTEMHEPOB C
NMPOMEXYTOYHON npoaykuuen unu ®C, QOormKHbl cogepxaTb Has3BaHWe WM WAEHTUAMKALMOHHBIN Kog, HOoMep
cepvu NPOAYKUMM W YCMOBUSA XPaHEHWs, ecnn Takas uHgopmaumsa ABnseTca KpuTuyeckon ansa obecneyeHus
KavecTBa NPOMEXYTO4YHON npoaykumnm unu eC.

466. (9.43) Ecnu npomexyTtoyHast npogykumsa nnu ®C npegHasHaveHbl NS TPaHCMNOPTMPOBKK 3a Npeaerbl
cdepbl KOHTPONSA CUCTEMbI YNpaBreHWs matepuanamv npoussoguTens, TO Ha 3TUKETKe AOMXKHbl ObiTb Takke
yKa3aHbl Ha3BaHMe W agpec MpousBOAUTENs, KOMUYECTBO COOEPXKMMOro, ocobblie yCrnoBUs TPaAHCMOPTUPOBKM U
nobble cneunansHble TpeboBaHWs, yCTaHOBMNEHHbIE PapMaKkonenHbIMN CTaTbsiMU, HOPMaTUBHOWM AOKYMEHTaumen
NN HOPMaTUBHBLIMW JOKYMeHTamu. [ns npoMexyTodHon npogykummn n ®C, KoTopble NMEKT YyCTaHOBMEHHbIN CPOK
rOAHOCTU, Ha 9TUKETKE M B OOKYMEHTe, MOATBEPXKAAKLWeM KavyecTBO, AOMkHa OblTb ykadaHa gaTa uUcTeyeHus
cpoka rogHocTu. [na npomexyToyHon npogykumm n ®C, B OTHOLLEHMM KOTOPbLIX YCTaHOBMEHa AaTta MOBTOPHbIX
NCMbITaHWI, Takasd gaTa AoSkHa ObiTb yka3aHa Ha 3TUKETKe 1 (Unn) B JOKYMEHTe, NoATBepXKAatoLLeM KayecTBo.

467. (9.44) MNMpounsBoguTens JOMKEH NPOBEPUTL NOMeELLEHMA 1 0bopyaoBaHMe AN YNakOBKU U MapKMPOBKU
HenocpeacTBEHHO Mepef WX MCMNonb3oBaHWeM, 4ToObl ybeauTbcs, Y4TO yaaneHbl BCe MaTepuarbl, KOTopble He
HYXHbl ONA crnegyilowen onepauMu ynakoBku. Takas npoBepka Ao/kHa ObiTb odopmneHa AOoKyMeHTanbHO B
3anucsax no Mpou3BOACTBY CEpPUW, B XypHare WMCMofib30BaHUSI MOMELLEHUI W 3KCnyaTaumMm obopyaoBaHus mnn
oTpakeHa B OpYyron cucteme AOKyMeHTaLuu.

468. (9.45) [lpoussogutenb [JOMKEH MNPOBEPUTb YMAKOBaHHYHD W  MapKMpOBaHHYIO MPOMEXYTOYHYIO
npogykumio unn PC, ytobbl yoeamTbCs, YTO NepBUYHas U BTOpPMYHAsA ynakoBKa ANA Cepun MmeeT NpaBUbHYIO
MapKMpPOBKy. Takas npoBepka AOMMKHa ObiTb YacTblo onepauuu no ynakoske. Pe3ynbTaTbl yka3aHHOW NPOBEPKU
OOMXKHbI BbITb OTPaXeHbl B 3anncsAx Mo NPOM3BOACTBY CEPUM UMK B OKYMEHTAaX MO KOHTPOSO.

469. (9.46) YnakoBku ¢ NpOMEXyTOYHOW npoaykumen unu ®C, nognexaiime TpaHCNOPTUPOBKE 3a npegensl
cdepbl KOHTpONS npousBoauTens, HeobxoaMmo onnoMbupoBaTb TakMMm 06pa3om, YToDObl B Criydae HapylueHWs
WM OTCYTCTBMSA NNOMObI NonyyaTernb MOr 06paTUTbL BHUMaHWe Ha BO3MOXHOCTb U3MEHEHMWS COAEPXMMOrO.

XPAHEHWE U PEATTM3ALNA (10)
XpaHeHue Ha cknage (10.1)

470. (10.10) NpounssoanTens AOMKEH NpeaycMOTpeTb NOMELLEHUS U TEXHNYECKNEe CpeacTBa, HeobxoamMmble
ONsl XpaHeHWs1 BCeX MaTepuarnoB B COOTBETCTBUM C YCTAHOBMEHHbIMW YCINOBUAMU (HanpymMmep, KOHTPONMpyeMble
TemnepaTypa v BriaXHOCTb, korga 3To Heobxogumo). HeobxoamMmMo BeCTM 3anvMcy napaMmeTpoB 3TMX YCNOBUN, ecnn
OHU SABNSAOTCA KPUTUYECKMMU OIS COXPaHEHUS CBONCTB MaTepuarios.

471. (10.11) MNMpounssoanTenb AOIMKEH BbIOENUTL OTAENbHbIE 30HbI A1 BPEMEHHOIO XpaHEHUS1 HAaXO4SALLNXCS
B KapaHTUHE, OTKIOHEHHbIX, BO3BPALLEHHbIX WM OTO3BaHHbIX MaTepuanoB A0 NPUHATUS pelleHuss ob unx
MCMNOMb30BaHWK, €CNu He WMeeTca [PYyro CUCTEMbl ANA  NpefoTBpalleHnss HenpefHamepeHHoro wnm
HeCaHKLMOHUPOBAHHOMO UCMONb30BaHUA yKa3aHHbIX MaTepuanos.

Peanusauwns (10.2)



472. (10.20) Peanuzaumns ®C 1 NpoMeEXYTOYHbLIX MPOAYKTOB TPETbMM NMLAM AOMYCKAETCs TONbKO Mnocre
BblJayn noppasgeneHnem (nogpasgeneHnsiMmn) KadecTBa paspelleHuMs Ha UMX BbIMYCK W MOATBEPXKAEHUS
COOTBETCTBMS CEpPUM YMONHOMOYEHHbIM oM. PC 1 NpoMexyTovHasi NpoAyKUMs B CTaTyce KapaHTMHa MOoryT
OblTb MepedaHbl B Opyroe noApasfaeneHve, Haxogsuleecsa B cdepe KOHTPOMs MNpou3BOAMTENS, e€Cnu 3TO
paspelleHo nogpasgeneHnem (nogpasfeneHnamun) kadectsa M NpuU HanMumm COOTBETCTBYHOLUUX KOHTPOMS WU
OOKyMeHTauum.

473. (10.21) Ycnosua TtpaHcnoptupoBkn PC u NPOMEXYTOYHOW MPOAYKLUMM HEe [OMKHbl OKasblBaTb
OTpULATENBHOIO BO3AENCTBUS HA NX Ka4ecTBo.

474. (10.22) Ocobble ycrnoBusi TPaHCMOPTUPOBKM unNu xpaHeHuss PC mnum NpoMexyToOuHOM NpoayKLUn
OOIMKHbI ObITh YKa3aHbl HA 9TUKETKE.

475. (10.23) lMNMpomnsBoguTenb OOMKeH ybeauTbCs B TOM, YTO UCMOSTHUTESNb, OTBETCTBEHHbIA 3a NEepeBO3Ky
®C nnm NpoMexxyTo4HOM NpoayKUMM, OCBEAOMITEH 00 YCNOBMSAX TPAHCMOPTUPOBKM M XpaHEHUS U cobnogaeT ux.

476. (10.24) MNponssoanTenb JOMKEH MMETb CUCTEMY, MO3BOSISAIOLL YO OLICTPO YCTAHOBUTL MYTW peanusauum
KaXK4on cepym NPpOMEXYTOYHON npogykumm u (unun) PC B uensax obecnevyeHnss BOIMOXHOCTM MX OT3bIBa.

NABOPATOPHBIV KOHTPOJb (11)
O6wwi koHTponb (11.1)

477. (11.10) HesaBucumoe nogpasgeneHue (nogpasgeneHus) Kkayectsa OOSPKHO (AOSMKHbI) UMETb B CBOEM
pacrnopsKeHUN COOTBETCTBYOLLME NabopaTopHbIE NOMELLEHNA U 000pyLoBaHMe.

478. (11.11) lNMpousBoouTenb OOMKEH YTBEPAUTb MHCTPYKUMM, OMUCbIBawLWMe oTbop npob, npoBedeHue
ucnblTaHMn, ogobpeHne MnNyM OTKIOHEHWE MaTepuanoB, a Takke [OKyMeHTanbHoe OOopMIIEHNE U XpaHeHue
nabopaTopHbiX OaHHbIX. BepgeHne nabopaTopHbiX 3anucen  OOMMKHO — COOTBETCTBOBaTb  TpeboBaHMAM,
yCTaHoBMEHHbIM NyHKTamu 394 - 395 HacTosAwmx MNpasun.

479. (11.12) Bce cneuudpmkaumm, nnaHbl otbéopa nNpod U METOAMKW MCMbITaHUA AOMKHbI OblTb Hay4yHO
0060CHOBaHblI M [OIMKHbI rapaHTUpOBaTb, YTO MCXOOHOE Cbipbe, MPOMEXyTovHasd npoaykums, ®C, aTukeTkn u
yNaKkoBOYHbIE MaTepuarnbl COOTBETCTBYIOT 0O6OWMM apmakonerHbiM CcTaTbsaM, (PapmMakoneriHbiM CcTaTbsaM,
HOPMaTUBHOW OOKYMEHTauuu MM HOPMAaTMBHOMY OOKYMEHTY No KayectBy v (unu) umctote. Cneuudpmkaumm u
METOAMKN UCNbITAaHUV AOIMKHBI COOTBETCTBOBaTL TPeboBaHMAM permcTpaumMoHHoro gocee. NponssoanTtens Takke
MOXeT yTBepaAnTb cneumdukauummn, JOMNOMHsALWMe cneundukaun perucTpaumoHHoro gocbe. Cneumdukauum,
nnaHbl otdéopa Npod M MeTOAMKU UCTbITaHWI, BKMOYasi BHOCUMbIE B 3TW OOKYMEHTbI U3MEHEHMS, OOJKHbI OblTh
COCTaBleHbl COOTBETCTBYHOLUMM MoApasfdeneHveM nNpou3BOAMTENS, a TakkKe MpoBEepeHbl W  YTBEepPXAeHb!
nogpasgeneHnem (nogpasgeneHnamn) kavyectsaa.

480. (11.13) lNpowusBoauTenb AOMKeH yTBepauTb cneundukaummn gna OC, cooTBeTCTByHOLWME OOLLIMM
hapmakonemnHblM CcTaTbsaM, ¢apMakoneHbiM CTaTbsiM, HOPMAaTUMBHOM [OOKYMEHTauun unmM HOopMaTUBHOMY
OOKYMEHTY M cornacyllimecss ¢ npoueccoMm npovssoactea. Cneumdukaumm OOMKHbI coepXaTb TpeboBaHus K
KOHTPOMO npumecen (Hanpumep, OpraHMYecKMX U HeOopraHWYeckMx MpPUMEcen U OCTaTOYHbIX pacTBOpUTENEN).
Ecnu nmeeTtca cneundukauma gna ®C B OTHOWEHUM MUKPOBMONOrMYECKOM YMCTOThl, TO ANns obLero KonuyecTsa
MUKPOOPraHM3MoB ¥ Afs HegoMnyCTUMbIX MUKPOOPraHM3MoB HeOOXOAMMO YCTaHOBUTb npedensl, Tpebytoune
MPUHATMA Mep B COOTBETCTBUM C Mpouedypamu, yTBepXAeHHbIMM npoussBogutenem. Ecnm  umeetcs
cneundukaumsa ana C B OTHOLEHUU COAepXKaHWUS IHAOTOKCMHOB, TO HEOBXOAUMO YCTaHOBUTbL COOTBETCTBYHOLLME
npegensl, TpebytoLLme NPUHATUA Mep B COOTBETCTBUM C MpoLieaypamMu, YTBEPKAEHHBIMU MPOU3BOOUTENEM.

481. (11.14) Bce npouenypbl NnabopaTOpHOrOo KOHTPOMsS [OOJPKHbI MPOBOAMTBCS B COOTBETCTBUM C
YTBEPXXAEHHBIMU MHCTPYKLMAMU N 0OPOPMISATLCHA B MMCbMEHHOM BUAE BO BPeEMS BbINOMHEHUs. Jllobble OTKIOHEHMS
OT BbllLEeYyKa3aHHbIX NpoLeayp AOIMKHbI ObITb JOKYMEHTarbHO 0OPMIIEHbI C COOTBETCTBYIOLLMM 0O BACHEHMEM.

482. (11.15) JltoOble nony4eHHble AaHHbIE O HECOOTBETCTBUM cneundukauum Heobxoanmo paccrnenoBaTb U
OOKYMeHTanbHo odopMnATb COrnacHo YyTBepXAeHHOW npoueaype. B cooTBeTcTBUM € 3TOM npouenypomn
HeobXx0AMMO NpoaHanu3nMpoBaTh AaHHbIe, AaTb OLEHKY TOro, MMEKTCS N CylleCcTBeHHbIe npobnembl, onpegenutb
HeobXxoAMMble KOppeKTupylowme [encTBus M caenatb BbiBOAbl. JlloGow noBTOpHbIM OTGOp npob u (Mnwm)
MOBTOPHbIE WCMbLITAHUSA TOCMNEe MOMyYeHNss pe3ynbTaToB O HEeCOOTBETCTBUM cneundukaumm Heobxogumo
NMPOBOAMWTL COINacHO yTBEPXOEHHOW npoueaype.

483. (11.16) lNMpomsBoamTens OOMKEH FOTOBUTb M MapKMpoBaTb peakTuBbl U CTaHAAPTHble pPacTBOPbI B
COOTBETCTBMU C YTBEPXKAEHHBIMU MHCTPYKUMSIMU. Ha nocyde ¢ aHanMTU4eCcKuMn peakTuBamun UinvM cTaHaapTHbIMM
pacTtBopamu (ecnu 3To LenecoobpasHo) formkHa OblTb ykaszaHa AaTta, 4O KOTOPOW OHW MOFyT MCMOJb30BaThbCs
("vcnonk3oBatb 0").

484. (11.17) Mpu npomnssoactee ®C (Npu HeOGXOAMMOCTU) HEOOXOAMMO MMETb NEPBUYHbIE CTaHAAPTHbIE
06pasubl. ICTOYHUK KaXXgoro nepBMYHOrO CTaHAapTHOro obpasua JormkeH ObiTb 3ahMKCUpOBaH B AOKYMEHTaL MU,
Heobxooumo BecTU 3anucu XpaHeHUs KaX[oro NepBUYHOTO CTaHgapTHOro obpasua M ero MUCMnonb3oBaHUs B



COOTBETCTBMU C peKkoMeHdauusaMmu nocTtaBluka. [lepBuyHble CcTaHOapTHble 00pasubl, MOMyYeHHble U3
omUManbHO MPU3HAHHBIX UCTOYHWKOB M XpaHsiLMecs B COOTBETCTBUM C pEKOMEHAALMAMWU MOCTaBLUMKA, Kak
npaBwuio, UCNonb3yloT 6e3 NpoBeAEHUS MX UCTIbITAHWA.

485. (11.18) MNpun oTCYyTCTBUM NEPBUYHOrO CTaHAApPTHOro obpasua y opuumansHO NPU3HAHHOIO UCTOYHUKA
JomkeH B6biTb pa3paboTaH "BHYTpPEHHMN" NepBUYHBLIN CTaHAApPTHbLIN obpasel. [nsa OOCTOBEPHOro yCTaHOBMEHUS
NOASIMHHOCTU M YUCTOTbl TaKOro MNEepPBUYHOrO CTaHgapTHoro obpasua HeobxoOuMO MpPOBECTM Haanexaiwime
ncnbiTaHus. Heobxoanmo coxpaHaTb COOTBETCTBYIOLLYIO JOKYMEHTALMIO MPOBEAEHNS 9TUX UCTIbITAHUN.

486. (11.19) MNpownssoguTens OOMKEH rOTOBUTb, OEHTUMULMPOBATL, UCMLITbIBATb, YTBEPXKAATb U XPaHUTb
BTOpPMYHbIE CTaHAapTHble 0bpasubl Haanexawimm obpasom. [lepen nepBbIM KCMOMNb30BaHMEM HeO6XOAMMO
onpegenaTe NPUrOAHOCTb KaX4oW Cepyuu BTOPMYHOIO CTaHAapTHOro obpasua nyTem CpaBHEHWSI C MEPBUYHBLIM
CTaHOapTHbIM obpasuom. Kaxpgas cepuss BTOPMYHOrO CTaHZapTHOro obpasua [ormkHa Nepuoamnyecku
noaBepraTbCs NOBTOPHOW KBanMUKaLum B COOTBETCTBUN C MPOTOKOSIOM.

WcnbiTaHusi NpoMeXXyTOYHOM NPoAYKLMN U hapMaLeBTUYECKUX
cybcTaHuum (11.2)

487. (11.20) Ans Kaxgon cepuy NPOMexyTodHon npoaykumm n ®C OomKHbl NPoBOAUTLCA Heobxoaumble
nabopaTopHbIe UCTbITaHWSA C LeNblo NOATBEMKAEHNS COOTBETCTBMSA CneumduKaLnsm.

488. (11.21) Kak npasuno, ansa kaxgoro ®C cnegyeTt yctaHaBnvmsatb Npodunbs NpUMecein, ONUChIBaoLWLUn
naeHTUMUMpoOBaHHblE U HEUAEHTUMDULMPOBAHHBIE MPUMECK, MPUCYTCTBYIOLLME B TUMUYHOW CEPUMU, NONYHYEHHONW B
pesynbTate OMNpPeAernieHHOro KOHTPONMPYEMOro TEeXHOMorM4eckoro npouecca. [Mpodwunb npumecen [OOMXKeH
BKMOYATb MAEHTUMKAUMIO UK Kakyto-nMbo KaueCTBEHHYI0 aHaNMTUYECKY XapakTepucTuky (Hanpumep, Bpems
YOEpXK1BaHuUs), npedenbl COAEpPXaHWs KaxgowW OOHapyXkvBaeMon MpuMecn W Kriaccudumkaumio  Kaxaoon
NAEeHTUMLUMPOBAHHON MNpuUMecH (Hanpumep, OpraHMyeckass WM HeopraHuyeckas npvMecy, pacTBOpUTESb).
Mpodunb Npumecen, kak NpaBMno, 3aBUCUT OT 0COBEHHOCTEN TEXHOMNOrMYeCKoro npouecca u nponcxoxaeHms dC.
B GonblwuHcTBE crnyvyaeB HeT HeobxoauMmocTW onpedensatb npodwunb npumecen ana ®C pacTuTenbHOro unu
XXMBOTHOMO MPOUCXOXOEHMS.

489. (11.22) MNMpocunb npumecen 4Yepes onpenerieHHble NPOMEXYTKN BPEMEHN HEOOXOOUMO CpaBHUBATL C
npodmnem npumecen, NpuBeaeHHbIM B PErncTpaunMoHHOM AOCbE, NN C paHee NOMNyYEeHHbIMWU AaHHbIMU, YTOObI
0BHapyxuTb n3meHeHns B ®C, gendoWwmnecs pes3ynsTatoM M3MEHEHUN MCXOAHOrO Cbipbs, NapameTpoB paboThb
0BopyaoBaHNS UNU TEXHOSOMMYECKOro npouecca.

490. (11.23) MpousBoanTenb OOMKEH NPOBOANTL COOTBETCTBYHOLLME MUKPOBMONOrnyeckne ncnbiTaHus ans
KaXKOon cepumn NPOMeXXyTouHONM npoaykumm n ®C, ecnu nx Mukpoburonormyeckas Ynctota HOpMUpyeTCs.

Banupaumsa aHanutnyeckux metoauk (11.3)

491. Banupauumsa aHanuTUYecknx MeToamK AOMKHa OCYLLEeCTBMAATLCA B COOTBETCTBUU C NMyHkTamu 511 - 539
HacToAwwmx MNpaswun.

[okymeHTbl, nogTBEpXaatoLme kavyectso (11.4)

492. (11.40) Ona kaxgon cepumn nNpoMEXyTOYHOW npogykuun mnm ®C aomkeH no 3anpocy Bbl4aBaTbCs
OpuUrMHan goKyMeHTa, NOATBEePXKAALLEro Ka4ecTBo.

493. (11.41) OokymeHT, noaTBepXOatoLiuMiA KayecTBO, OOIDKEH codepxaTb WHpopmaumo o HasBaHuu
NPOMEXYTOYHOW npoAykumm unn ®C, Bknovasa npu Heo6xoaMMOCTN COpPT, HOMeEp cepun 1 gaTy Beinycka. Ecnv gna
nNpoMeXxyTo4Hon npoaykuun mnm OC ycTaHoBMNeHa JaTa MCTEYEeHUs Cpoka FOAHOCTM, 3Ta fata [oJbkHa ObiTb
yKasaHa Ha aTuKeTKe U B JOKYMeHTe, NoATBepXKaatoLeM kayecTBo. Ecnun ans npomMexyTouHon npoaykumm nnu eC
yCTaHOBMEHa fJaTta NMOBTOPHOrO MUCMbITaHWUs, TO 3Ta AaTa JOJPKHA ObiTb yKa3aHa Ha 3TUMKETKE U (MrK) B OOKYMEHTE,
noaTBep)KaaloLLeM KadecTBo.

494. (11.42) B pokymeHTe, MOATBEPXOAMOLIEM KA4eCTBO, [AOIKEH OblTb NpuBeOeH MnepeveHb BCeX
UCNbITaHUIN, NPOBELEHHbIX B COOTBETCTBUM C TpeboBaHuAMU oblien bapmakonemHon ctaTbu, bapMakonemHom
cTaTbW, HOPMATMBHOW JOKYMEHTaLUN UM HOPMATUBHOIO AOKYMEHTA, a Takke TpeboBaHusmu nokynatens ®C unu
NMPOMEXYTOYHOM MPOAYKLMMW, BKITOYAs JONYCTMMbIE NMpeaeribHble 3HAYEeHUS U NOSTyYeHHbIe YMCINOBbIE pe3ynbTaThl
(roe aTo NpMMeHnmo).

495. (11.43) [okymeHT, noaTBepXdawLlmi KavyecTBO, [JOJPKeH ObiTb noanucaH paboTHMKaMu
noapasgeneHns (noapasfeneHun) KayecTBa, MMEOLLMMU COOTBETCTBYHOLLUME MNOMHOMOYUS, C MNPOCTaBfEHUEM
JaTbl U cogepXaTtb HauMeHOBaHWe, agpec n Homep TenedoHa nepBoHayanbHOro npomsBoamnTens. Ecnv aHanua
Obin NpoBefeH OpraHu3alunen, OCYLLECTBMSIOWENA NepeynakoBKy WM MOBTOPHYD 06paboTky, B OOKYMEHTE,
NOATBEPXKAAMLIEM Ka4yecTBO, HeobxoaAMMO ykas3aTb ero HaumeHoBaHue, agpec, Homep TenedoHa WM ykasaTb
HanMeHOBaHME NepBOHaYarnbHOro NPON3BOAUTENS.



496. (11.44) Ecnu opraHusaumsMm, OCYLLECTBIISIOWMMU NEepeynakoBKy M (uUnm) MOBTOPHYHO 00paboTky,
BblJAOTCSl HOBbIE JOKYMEHTHI, NOATBEPXKAAOLWME KAYECTBO, TO B HUX AOJIKHbI ObITb YKa3aHbl Ha3BaHWe, agpec u
Homep TenedoHa nabopaTopun, MNPOBOAMBLUENA aHanM3bl. TakMe [OOKYMEHTbI, MOATBEPXOAOLLME KA4vecTBo,
OOJDKHbI TakKXKe coaepXaTb CCbIJIKYy Ha HaummeHoBaHMe W agpec nepBoHadarnbHOro npou3BoauTENd U Ha
nepBoHaYvanbHbIi AOKYMEHT, NOATBEPXKAAOLLMIA KAYECTBO, KOMMUIO KOTOPOro HeobxoaMmMo npunaraTb.

KoHTponb cTabunbHOCTU hapmaLeBTMyecknx cybctarHumi (11.5)

497. (11.50) [llpousBoguTtenb JomkeH paspabotaTtb [AOKYMEHTanbHO OMOPMIIEHHYIO MNporpaMmmy
NPOOOIPKAOLLMXCA UCMbITAHUWA, MpeHa3HavYeHHY AN KOHTponsa ctabunbHocTn xapaktepuctuk ®C. NonyveHHble
pe3ynbTaTbl HEOOXOAUMO UCMOMNb30BaTh AN MOATBEPXKAEHNA HaANeXalnx yCrnoBUA XpaHeH s 1 Aat NpoBeaeHns
MOBTOPHbIX UCMbITAHUIA UMM UCTEYEHUS CPOKa rOAHOCTM.

498. (11.51) MeTogukn MCNbITAHUA, MCMONb3yeMble MPU UCCNeaoBaHMM CTAbUITbHOCTW, AOSHKHbI MPOWTU
Banugauuo n obecneynBaTtb Nony4yeHne HeOOXOAMMbIX AaHHbLIX O CTaOUITbHOCTH.

499. (11.52) O6pasubl Anst UCMblTaHUsl Ha CTabWUbHOCTb HEOOXOOUMO XpPaHUTb B Tape, MOAENUpPYoLLEn
notpeburenbckyto Tapy (ynakosky). Hanpumep, ecnu ®C peanusyioT B MeLUKax, ynakoBaHHbIX B ¢pubpoBble
6apabaHbl, TO obpasubl ANS UCNbITAHWA Ha CTabWunbHOCTb MOryT ObiTb YNakoBaHbl B MELUKW W3 TOrO Xe
mMatepuana, nomeleHHole B 6apabaHbl MeHbLLEro pasMepa, U3roToBMEHHbIE M3 MaTepuana, aHanorMyHoro unu
naeHTu4Horo matepuany pubposbix bapabaHos, B koTopbix ®C nocTynaeT B Npoaaxy.

500. (11.53) Kak npaBuno, B nporpaMmmy MOHUTOpPMHra CTabunbHOCTM ANA NoaTBEPXAEHWS AaT NpoBeAeHUs
MOBTOPHbIX MCNbITAHUA WNN UCTEYEHWUS CPOKa FOAHOCTWU AOSPKHbI ObiTb BKHOYEHbI NepBble TPpU peannsyemble
Npou3BOACTBEHHbIE cepun. Ecnn gaHHble npeaBapuTenbHOro nccnenoBaHns ceuageTenscTeyoT, 4To OC mMoxeT
COXPaHsITb CTAabUNBHOCTL MO KpavHEN Mepe B TeYEHUE ABYX NET, JOMYCKAeTCsa MCNOoNb30BaTb MEHEE TPEX CEPUN.

501. (11.54) Mocne aToro B nNporpammy nNpPOAOIHKAKLWNXCA WUCMbITAHUA CTabunbHOCTN HeobXxoaumo
BKIIOYATb Kak MWHUMYM OfHYy npowusBefdeHHyto cepuio ®C B rog (3a MCKMOYEHMEM Tex crnydaes, Koraa
NPOU3BOACTBEHHbIE CEPVMM B LAHHOM rody He BbINyCcKanucb) U HE MeHee OAHOro pas3a B rof MNpoBOAUTb ee
ncnblTaHWsA ANS NOATBEPXAEHUS CTabUNbHOCTW.

502. (11.55) B oTHOoWweHUN ®C ¢ KOPOTKMMM CPOKaAMWN XPaHEHMS UCNbITaHNS HEOBXOAMMO NMPOBOAUTL Yalle.
Hanpumep, ans tex 6uotexHonormdeckux, uonornyeckux n gpyrux ®C, CpokM XpaHEHUs KOTOPbIX COCTaBNSAT
OAWH TOA4 WM MeHblle, Heobxoaumo oTbupaTb obpasubl ANs MCMbITAHUM Ha CTabunbHOCTb M NPOBOAUTb
UCMbITaHNS eXEeMeCaYHO B TeYEHME NepBbiX TPEX MECALEB, a 3aTeM Kaxable Tpu mecsaua. Ecnn nmetotcsa gaHHble,
noaTeBepxpawowwme, 4to crabunbHocte PC coxpaHseTcs, TO [OMyckaeTcs yANMHEHWEe MepuoaoB  Mexay
UcnblTaHMAMK (Hanpumep, AEBATb MeCSILIEB).

503. (11.56) MNpu ucnbiTaHMAXx Ha cTabunbHOCTL pekomeHayeTcs obecrnevvBaTb COOTBETCTBME YCMOBWUM
xpaHeHusi PykoBoactBy MexayHapogHon KoHdepeHuun no rapmoHusauun "MisydeHve cTabuibHOCTUM HOBbIX
nekapcTBeHHbIX cybcTaHumii u npenapaTtoB” (ICH Q1A) <*>.

<*> CnpaBo4Ho: PykoBoacTtBo MexayHapo4HOWM KOHdepeHUun no rapmoHmnsauum "MayyerHme ctabunbHOCTM
HOBbIX NNEeKapCTBEHHbIX cybcTaHumn n npenapaTtos” (ICH Q1A) onybnukoBaHo no agpecy B MHGOPMAaLMOHHO-
TeneKoMMYyHUKaLMOHHOM cetn "UHTepHeT":
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A R2/Step4/Q1A_R2_Guideline
pdf

JaTbl uCTe4eHns cpoka roaHOCTU U NPOBEAEHNSI MOBTOPHbIX
ucnoitTanmm (11.6)

504. (11.60) Ecnu npomexxyToyHas npoayKuusa npeaHasHavyeHa aAnga nepefadn 3a npefernsl cepbl KOHTPONS
CUCTEMbI ynpaBsrieHUss maTepuanamm npousBoauUTENsa U ANA Hee onpeferneHa fata UCTeYeHUs cpoka rogHoCcTU
WM NpoBeAeHWs MOBTOPHbLIX WUCMbITAHWA, TO AOMKHA OblTb B HanuuuuM MHopmauus, noarsepxaatrowlas ee
cTabunbHOCTb (HanpuMep, onybnMkoBaHHbIE AaHHbIE, pe3ynbTaTbl NCMbITAHUN).

505. (11.61) OaTtbl ucTeyeHWss cpoka rogHOCTV WNU NPOBeAEeHUs] MOBTOPHbLIX UCMbITaHun PC OOMMKHbI
OCHOBbIBaTbCSl Ha pe3yrnbTaTax OUEHKU AaHHbIX, MOMyYEHHbIX NpWU n3ydeHun ctabunbHocTu. O6bIvHO ana ®C
NCMNOMNb3yoT AaTbl NPOBEAEHMS MOBTOPHbIX UCMbITAHUN, @ HE AaTbl UCTEYEHUS CpoKa rOQHOCTN.

506. (11.62) lNMpenBapuTenbHble AaTbl UCTEYEHMS CpOKa rogHOCTU UM NPOBeAEeHUS MOBTOPHbIX UCTbITaHWUN
®C moryT OCHOBbIBaTbCA Ha pe3yrnbTaTax, MOSNyYeHHbIX Afs OMbITHbIX Cepui, ecnu: 1) Ans OMbITHLIX Cepun
Mcrnonb3ylTca cnocob NponsBOACTBa U Npoueaypbl, MOAENVPYIOLLME OKOHYATENbHbIA NPOLECC MPOMBbILLSIEHHOrO
npoussoacTBa U 2) kadectBo PC cOOTBETCTBYeT KauyecTBY BellecTBa, koTopoe OyaeT BbinyckaTbCs B
NPOMbILLIEHHOM MacLuTabe.

507. (11.63) na npoBeAeHUs NOBTOPHbIX UCTbITaHWUI HEOOX0AMMO OTOMpaTh penpe3eHTaTMBHbIE 06pa3Lbl.



ApxuBHble obpasubl (11.7)

508. (11.70) ApxuBHble 00pa3subl HEO6XOAMMO YMaKOBbIBATb M XPaHUTb C LESNbH BO3MOXHOW OLIEHKU
kayecTtBa cepunt ®C B bygyLiem, HO He ANsi NPOBEAEHUS UCNbITAHWIA HA CTAabUIBbHOCTb.

509. (11.71) Hagnexawmm o6pa3om MapkupoBaHHble apxuBHble 00pasubl kaxaow cepun GC OOMKHbI
XpaHUTbCA B TeYEeHWe OOHOro roda nocrne AaTbl UCTEYEHMs Cpoka rogHOCTU cepuu, KoTopasi onpegensiercs
npovsBoguTenem, MnM B TedeHue Tpex neT nocne peanusaumm cepum B 3aBUCMMOCTU OT TOrO, Kakon CpokK
aBnsetca 6onee anutenbHbiM. ApxumBHble obpasubl ®C ¢ ycTaHOBMEHHOW [ATOM MOBTOPHbLIX WCMNbITAHUN
HeobxoOuMMO XpaHUTb B TeyeHue Tpex neT nocrne TOoro, kKak cepua Obina MNOMHOCTBIO peanu3oBaHa
Npou3BoguTENEM.

510. (11.72) MNpun xpaHeHUn apxmBHoro obpasua Heob6X0AMMO UCMONb30BaTb TAKYH e CUCTEMY YNaKOBKU, B
koTopou xpaHutcs ®C, nnm Takyto, KoTopasi 3KBMBaNEHTHa CUCTEME YMaKOBKW, NPeAHa3HayYeHHOoN ANns Npoaaxy,
unn obecneumBaeT nydqwylo 3awuty. [NpousBoauTenb OOMKEH XPaHWUTb apxMBHbIN obpasey B KoNM4yecTBe,
OOCTaTOYHOM AN NpoBefeHns Kak MMHMMYM ABYX MOJHbIX aHanvM3oB B COOTBETCTBUM C O6LLeln dhapMakonenHomn
ctatben, hapMakonernHon crtaTtbern UnvM nNpu OTCYTCTBUM (papMakonenHon cTaTbW - ABYX MOSIHbIX aHanu3oB B
COOTBETCTBMM C HOPMATMBHOW AOKYMEHTaUMen unm HoOpMaTUBHLIM JOKYMEHTOM.

BAJITMOALUNA (12)
MonuTuka Banuaauun (12.1)

511. (12.10) TMpousBoguTene Q[OMKEH [OKYMEHTANbHO OMOPMUTE OOLLYID MNOMUTUKY B OTHOLUEHWUU
Banugauun, ee 3agavvM U MPUHUMNLI, BKIIOYas Banugauumio TEXHOMOMMYECKUX MPOLLECCOB, Mpoueayp O4YUCTKM,
aHanMTUYeCcKUx MeTOOUK, Mpouenyp KOHTPONSA B MpOLEeCcce MpOM3BOACTBA, KOMMbIOTEPU3NPOBAHHBIX CUCTEM U B
OTHOLUEHMN §NWL, OTBETCTBEHHbLIX 3a pa3paboTKy, MPOBEpPKy, YTBEPXKAEHWE W AOKyMeHTanbHoe odopMIieHne
Kaxkgoro atana Banugauuu.

512. (12.11) Kputuyeckne napameTpbl U (MnM) XapaKTepPUCTUKKU, Kak MpaBumno, cregyet onpenensdtb Ha
cTagun pa3paboTkm nnyM Ha OCHOBaHWW AaHHbIX NMpeaBapuTenbHOro onbiTa paboThl; criegyeT Takke onpeaenvTb
AVanasoHbl 3HAYEHUIN ITUX KPUTMYECKUX MapameTpoB W (UNKN) XapakTepucTuk, Heobxoammble Ans obecneveHus
BOCMPOM3BOAUMOCTM npouecca. [pn aTom HeobxoamMmo:

onpegenuTb Kputndeckme xapakrepmuctmkn ®C kak npoaykumm;

yKasaTb napameTpbl NpoLecca, KOTopble MOryT BMATb Ha KpUTMYECKUe nokasaTtenu kavectsa ®C;

YCTaHOBUTb [Mana3oH 3Ha4YeHWW Kakaoro KpMTUYEecKoro mapameTtpa npouecca, KOTopbii npeanonaraeTcs
Mcnonb3oBaTh NP1 CEPUAHOM NPOU3BOACTBE M KOHTPOME npoLecca.

513. (12.12) Onepauuun, KOTOpble CUMTAIOTCA KPUTUYECKUMMU Ons KadectBa M umctoTel ®C, nognexart
Banugauun.

HokymeHTaums no sanuaauum (12.2)

514. (12.20) Ona kaxgoro npouecca, nognexawero Banugauumu, JoMmKeH ObiTb paspaboTtaH nNpoToKon
Banupauun. OTOT NPOTOKON AOIMKeH ObiTb NpoBepeH W yTBepxAeH noapasgeneHuem (nogpasgeneHnsamm)
KayecTsa 1 OpyrmmMmu COOTBETCTBYHOLLMMU NogpasaeneHnsamu.

515. (12.21) B npoTokone BanufaumvM [OIPKHbI ObiTb OnpedeneHbl KpUTMYECcKMe CTaguu npouecca wu
KpUTEPUU NPUEMIIEMOCTU, a TakkKe BMA NPOBOAUMOW Banugaumv (Hanpumep, peTpocneKkTMBHAs, NepCcnekTuBHas,
CONyTCTBYyHOLAsA) U KONMYECTBO NPOU3BOLACTBEHHbIX LIVKITOB.

516. (12.22) OtueT 0 BanuaauunM OOMKEH coepXaTb NepekpecTHble CCbINKM Ha NPOTOKON Banuaauum m
0606LWaTb nony4vyeHHble pe3ynbTaTtbl, OObACHATb MOOble OOHApPYXXEHHbIE OTKIMOHEHUS C COOTBETCTBYHOLLUMMU
BbIBOAAMM, BKIHOYAIOLLMMM PEKOMEHOYEMbIE UBMEHEHUS 4118 UCMPaBMeHNsA He4OCTaTKOB.

517. (12.23) Niobble OTKNOHEHWs OT NPOTOKOMa Banugauny OOfMKHbI ObiTb 0POPMIEHbI OKYMEHTANBHO C
COOTBETCTBYIOLLMM OOOCHOBaHUEM.

Keanudwmkauus (12.3)

518. (12.30) o Hauvana paboT no BanuMgaumm npouecca HeobOXOAMMO 3aBepLUMUTb KBanudukauuo
KpuTnyeckoro obopydoBaHuns M BCnomoraTenbHbiXx cuctem. KeBanudukauuio obblMHO NpoBOAAT MO Crneayowmnm
aTanam (Nno oTAENbHOCTU UMM B COBOKYMHOCTW):

KBanudukaums npoekTa: JOKYMeHTanbHo opopMIeHHOe NOATBEPXKAEHME TOrO, YTO NPeasioXKeHHbIN NPOoeKT
MPOU3BOACTBEHHbIX MOMELLEHM, 0BopyaOBaHUS WM CUCTEM SABMSETCA MPUIOAHBIM ANS MNPUMEHEHUsT Mo
Ha3HayeHuIo.



KBanudmkauma MoHTaxa: JOKYMeHTanbHO OOpPMIIEHHOE MOATBEPXKAEHUE TOrO, YTO MOHTaX MOMELLEHUN,
cuctem n obopyaoBaHus (YCTaHOBMAEHHbBIX UM MOAMMULIMPOBAHHBIX) BbIMNOMTHEH B COOTBETCTBUUN C YTBEPKAEHHBIM
NMPOEKTOM, peKOMEHAALMAMN N3roTOBUTENS U (Unn) TpeboBaHMAMKU MPON3BOAUTENS NEKAPCTBEHHbIX CPEACTB.

KBanMdukaumns OyHKLMOHNPOBaAHUSA: JOKYMEHTaNbHO 0(hopMMneHHOe NoATBEPXKAEHNE TOro, YTO NOMELLEHMS,
cucTeMbl 1 0BopyaoBaHUe (yCTaHOBMEHHbIE NN MOANMDULMPOBAHHbIE) PYHKLIMOHUPYIOT B COOTBETCTBMM CO CBOMM
npeaHasHadYeHMeM BO BCEX NPEAYCMOTPEHHbIX pexmmMax paboThbl.

KBanudukaums 3IkcnnyaTauumn: OOKYMeHTanbHO OdOopMIMeHHOe NOATBEPXKAEHWE TOro, YTO MNOMeLLeHUs,
cucTeMbl U 0BOpyadOBaHWE NMPU COBMECTHOM MCMOMb30BaHUM paboTalnT 3(PPEeKTUBHO M C BOCMPOU3BOANMbBIMMA
nokasaTensamu B COOTBETCTBUM C YCTaHOBMNEHHbIMY TPEOOBaHNSAMY N XapakTepucTMkamm npotiecca.

Moaxoapl k Banugauuun npouecca (12.4)

519. (12.40) Banupauus npouecca npoBOAMTCSA B Lensx JokasaTenbCTBa TOro, 4TO MpoLecc,
byHKUMOHMpPYIOWNA B Mpedenax YCTaHOBMEHHbIX NapamMeTpoB, obecneunBaeT 3deKTMBHOE U C
BOCNPOM3BOAMMbIMUK pe3yfibTataMyM MNPOU3BOACTBO MNPOMEXYTOYHOW npogykumm unn OC, CcOOTBETCTBYHOLLMX
npeaBapuTenbHO 3adaHHbIM crneumdurkauuam 1 nokasatensMm kadectBa. Pesynbratbl Banupauuu npouecca
noanexat JOKYyMeHTanbsHOMy ohopMneHuio.

520. (12.41) CywectByeT Tpu MOAXO4a K Banujauun: NepCrnekTMBHas Banuaauusi, COMyTCTBYOLLASA
BanuaaumMss W peTpocnekTMBHaa Banuaaumsa. [lepcnekTuBHas Banvaaumsi SBMSeTCs NpeanovTUTeNbHbIM
noaxonoM, HO UMEHTCSA UCKITHYEHMS, MO3BOMSAIOLLME NCMNONBb30BaTh APYrMe Noaxoabl.

521. (12.42) MNepcnekTuBHYO Banvaaunio pekoMeHOyeTCs BbINOMHATL Afs BCEX MPOLECCOB, CBA3AHHbLIX C
nponseoacteom PC, kak ykaszaHo B nyHkTe 513 HacTtosiwmx lMpaBun. lNMepcnekTnBHas Banuaaumsi, NpoBoaMMasi
ONnsl npouecca, cBs3aHHOro ¢ npoussogcteom PC, gomkHa OblTb 3aBeplLueHa 0O Havana peanu3aumu rotoBoro
nekapCTBEHHOro npenaparta, Npov3BeaeHHoro n3 atom ®C.

522. (12.43) ConyTtcTByloWaa BanuMpgauus MOXeT ObiTb MpoBefeHa Mpu OTCYTCTBUM AaHHbIX AONS
MOBTOPSIOLLUXCA TEXHONMOMMYECKNX LIMKITOB, €CMY BbINYLLEHO orpaHuyveHHoe 4dmcno cepun ®C, ecnm cepum OC
BbINyCKanMcb peako wnu 6binv nNpousBedeHbl MOCPeACTBOM  BanuaMpOBaHHOIO Mpouecca, KOoTopbin 6bin
moaucdumumpoBaH. [o 3aBepweHus conyTtcTBylowen Banugaumm cepum ®C  MoryT ObiTb  BbINyWEHbl U
MCNoNb30BaHbl ANA MNPOM3BOACTBA JIEKAPCTBEHHOrO npenapara, MpegHasHavyeHHoro Ans peanuaauun, npu
YCNOBUK MOSTHOTO KOHTpons cepun ®C.

523. (12.44) Kak wucknoyeHve moxeT OblTb npoBedeHa peTpoCneKkTUBHad Banugaums Ans XOpoLo
OpPraHn30BaHHbIX MPOLECCOB, B KOTOpPble HE ObII0 BHECEHO 3HAYMTENbHbIX WU3MEHeHWn Ansa nonydyeHus eC
Tpebyemoro kayecTBa BCNeACTBME U3MEHEHWUA UCXOAHOMO Cbipbsi, 000PYAOBaHNS, CUCTEM, TEXHUYECKNX CPEACTB
UM TEXHONOMMYECKOro npotiecca. Takon noaxon K Banugaumm MoXeT ObiTb UCNONb30BaH, eCnu:

a) (1) onpefeneHbl KpUTUYECKME NoKasaTenu KavyecTBa U KpUTUYecKne napameTpbl npouecca;

©0) (2) ycTaHOBMEHbI Hagnexallne KpUTEPUN NPUEMIIEMOCTM U KOHTPONS B NpoLiecce Npou3BOACTBa;

B) (3) oTcyTcTBOBanM cyllecTBeHHble cbou B xofe npouecca wnv Opak npogykumm Mo NpuyYuHaMm, He
CBS13aHHbLIM C OLUMOKaMu onepaTopa unu otkazaMmu obopyaoBaHus;

r) (4) Oblnn yctaHoBnEeHbl npodunu npumecen ansa gaHHon OC.

524. (12.45) Cepun, oTobpaHHble ANA PEeTPOCNEeKTMBHOW Banuaauuu, LOMMKHbI NpeacTaBnATb
penpes3eHTaTUBHYK BbIOOPKY M3 BCEX CEPUN, NPOM3BELEHHbIX 3a MPOBEPSEMbIN NMepuon, B TOM 4ucne mnodbix
Cepun, He COOTBETCTBYHOLUMX cneumndukaumsam. MNpyn 9TOM KOMMYECTBO TaKUX CEPUN AOMMKHO ObITb AOCTAaTOYHbBIM
0N gokasaTenbCTBa MOCTOSHCTBA npouecca. B uensix nonydeHus OaHHbIX A5 peTPOCMNEKTUBHON Banupauum
npouecca MoXeT ObITb MPOBEAEHO UCMbITAHNE apXMBHbLIX 06pa3LoB.

Mporpamma Banugaumm npouecca (12.5)

525. (12.50) KonnyecTBo Npon3BOACTBEHHBIX LUKIOB, HEOOX0ANMBIX A4S Banugauuv, OOMKHO 3aBUCETb OT
CNOXHOCTM npouecca WM OT 3HAYMMOCTM M3MEHEHWI npouecca, Moanexawmx paccMoTpeHuto. [ns
NepCneKkTUBHOM M COMNYTCTBYHOLLEN Banvaaumm OOMKHbI OblTb UCMNOMb30BaHbl AaHHbIE, MOMyYEHHblE ANA Tpex
nocnegoBaTernbHbIX MNPOU3BOACTBEHHbBIX CEpU MPOAYKUMM Hagnexawero kadectBa. OpgHako MoryT ObiTb
cuUTyauuu, Korga ans gokasaTenbCTBa MOCTOSHCTBA NpoLlecca HeobXoaMMbl AOMOMHUTENbHbBIE NMPON3BOACTBEHHbIE
UUKnbl (Hanpumep, NpoLlecchl Npon3BoacTBa crnoxHbix ®C nnu gnutenbHble npouecchl npoudsoactea ®C). [Ans
OLIEHKM MOCTOSIHCTBA Mnpouecca Npyv PeTpOoCMNeKTMBHOW Banugauuu, Kak npasuio, HeobxoaMmo uccrnenoBaTtb
AanHble ansa 10 - 30 nocnegoBaTeNbHLIX CEPUN, HO MPU COOTBETCTBYHOLLEM ODOCHOBAHMM 3TO YMCIIO MOXET ObITh
YMEHbLLEHO.

526. (12.51) Bo Bpemsi npoBeeHMs UCCeaoBaHMI NO Banuaaumm npouecca HeobxoanmMo KOHTpOnMpoBaTh
N NpoBepsiTb €ro KpuTudeckMe napameTpbl. [MapameTpbl npouecca, He CBsI3aHHble C KayeCTBOM, HanpuMmep,
nepemMeHHble, KOHTPONMPYEMbIE B LIENAX COKpaLLEeHUss NOTPeONeHNss 3HEPTMN UK UCTONb30BaHNS 060pyaoBaHUS,
MOXHO He BKIloYaTh B Banvaauumio npolecca.



527. (12.52) Banugauus npouecca AOfKHa noaTBepxdaTtb, 4YTo npodunb npumecen ansa kaxgon OC
HaxoOouTca B 3afaHHbiX npegenax. lNpodwunb npumecen OomKeH ObiTb cxopeH (nMnbo ObiTb nydwe) ¢ paHee
nony4YeHHbIM NpoduneM, a Takke (rae 3To NPUMEHNMO) ¢ NpodUIeM NPUMECEN, YCTAaHOBMNEHHbLIM MpW pa3paboTke
npouecca unnum cep|/||7|, MCNOJ1Ib30BaHHbIX OJ1A OCHOBHbIX KITMHNYECKNX U TOKCUKOJ1IOr'M4eCKnx VICCJ'IeLI,OBaHI/IVI.

Mepunoanyeckas npoBepka BanuampoBaHHbIX cuctem (12.6)

528. (12.60) Cuctembl 1 npouecchl HeobXxoanMo noaBepraTb NEPUOONYECKON OLIEHKE ANS NOATBEPKAEHMS
TOro, YTO OHW MO-NPeXHeMY (PYHKLMOHUPYIOT npaBunbHbIM obpa3omM. Ecnv B npouecc unu cuctemy He 6bino
BHECEHO CYLLIECTBEHHbIX M3MEHeHUN u ob30op kavyecTBa MOATBEPAWUSI, YTO CMUCTEMA WM MPOLIECC MOCTOSIHHO
obecneuynBaloT NPOM3BOACTBO MaTepuana, COOTBETCTBYHOLLEro crneundukaumsiM, Kak MpaBuro, OTCYTCTBYET
HeobXx04MMOCTb B MPOBEAEHUN NOBTOPHOM Banvaauum.

Banupauus oumctku (12.7)

529. (12.70) Tlpouenypbl OYUCTKWU, KakK MNpaBUO, AOIMKHbI MPOWTM Banujaumo. Banupgauuio oumcTtku
NpoBOAAT B Cy4asX, Npu KOTOPbIX KOHTaMWHALMA UM NepeHOC BeLLEeCTB NpeacTaBnsaoT HambonbLUyo ONacHOCTb
ona kadectea ®C. Hanpumep, Ha HauvanbHbIX CTagusiXx TEXHOMOrMYECKOro npouecca MoxeT He TpeboBaTtbes
npoBefeHus BanvgauuMuM npouenyp O4vuMcTkM obopyaooBaHWMsl, €crnv  OCTaTouHble BelecTBa yaanswT Ha
nocnenyLwmx Ctagnsix O4MCTKN.

530. (12.71) Banugauusa npouenyp OYUCTKM OOJPKHA OTpaxaTb (hakTU4EeCKUI XapakTep MCMNoSfb30BaHMUS
obopynoBaHusi. Ecniv pasHble @C nnun pasnnyHyo NPOMEXYTOYHYIO MPOOYKLMIO NPOM3BOAAT Ha OOHOM UM TOM Xe
obopyaoBaHuM 1 3To 060pPyAOBaHWE OYULLAIOT OOHWM U TEM Xe Cnocobom, TO ANA BanuaauuMm OYUCTKU MOXHO
BbIOpaTb penpeseHTaTUBHYIO MPOMEXYTOYHYyo npogykuuio nnm PC. Takon BbIOOP AOMKEH OCHOBbLIBATLCS Ha
JaHHbIX O PacTBOPMMOCTU W TPYAHOCTSX OYUCTKWM, @ Takke Ha pacyeTe npefernbHOro coaepXaHus ocTaTKoB, C
Y4ETOM WX aKTUBHOCTMU, TOKCUYHOCTU N CTABUINBHOCTM.

531. (12.72) B npotokone BanugauuMvM OYUCTKM AOMKHbI ObiTb onucaHbl 0BopygoBaHWe, noanexailiee
04UCTKe, NpoLeaypbl, MaTepuansl, NpUEMNEMbIE YPOBHU OUYMCTKU, KOHTPOMNMPYEMbIE U perynmpyemMble napameTpbl
N aHanuTnyeckne Metoauku. B npotokone Heobxogmmo Takke ykasaTb BuMAbl oTOupaembix npob, cnocobbl mx
oTbopa 1 MapKUPOBKMK.

532. (12.73) Ona obHapyXeHUs kak HepacTBOPUMbIX, Tak U pacTBOPMMbIX OCTaTKOB MeTodbl oTbopa npob
OOJDKHBI BKIIOYaTb, MCXOA4A U3 CuUTyauuu, B3ATUE MA3KOB, CMbIBOB MMV ApyrMe MeToabl (Hanpumep, npsMyto
3KCTpaKLumMio). Vcnonb3yemble meToabl oTbopa npob AOMKHbI MO3BOMATH KOMMYECTBEHHO OMNPEdEensTb YPOBHU
OCTaTKOB Ha MOBepXHOCTSIX obopydoBaHusa nocrne odncTtkn. Metop otbopa npob nocpegcTBOM B3ATUMS Ma3KOB
MOXET OKa3aTbCs MPaKTUYeCKU HEeOCYLLLEeCTBUMbIM, €CIM KOHTaKTUpYoLLMe C NPOAYKTOM MOBEPXHOCTU ABMNSAOTCH
TPYOHOOOCTYMHBbIMW  BCMNEACTBUE KOHCTPYKTUBHbIX 0OCOBEHHOCTel 00opynoBaHusA (Hanpumep, BHYTPEHHUE
MOBEPXHOCTU LUMA@HIOB, TPaHCMOPTHbIX TPybonpoBOOOB, €MKOCTW PEAKTOPOB C Y3KMMU JHOKaMu, a Takke
HebornbLLOEe MO pa3mepy CroXHoe obopyLoBaHMe, Hanpumep, MUKPOHM3ATOPbl U MUKpopacnbeluTenu) n (Mnwm)
€Cnu CyLLeCTBYIOT OrpaHMyeHns npouecca (Hanpumep, 0bpaboTka TOKCUYHBIX BELLECTB).

533. (12.74) Heobxogumo ucnonb3oBaTb BanMAMPOBaAHHbIE aHanuMTUYecKMe MeTOoAuKM, obnagawuime
OOCTaTOYHON YyBCTBUTENMbHOCTBIO N1 OOHapy>XeHUs OCTATKOB MMM KOHTaMMHaHTOB. [lpegen obHapyXeHus
Ka)kOoW aHanMTUYeCcKOM METOAMKN O0SMKEH ObITb 4OCTATOYHbIM NS ObHapy>KeHMs onpeaeneHHoro NpueMnemMoro
YPOBHS OCTaTka UM KOHTaMuHaHTa. [na meToaukm HeobxoamMMo YCTaHOBUTb LOCTUraeMbll ypOBEHb U3BIEYEHMS
BewlecTBa. [lpegenbl cogepXaHUs OCTaTKOB [AOMMKHbl ObiTb peanbHbIMW, OOCTUXKUMBIMW, MPOBEPAEMBIMU U
OCHOBLIBaTbCSl Ha CoAepXaHuM Hambonee BpedHOro ocratka. lpegensl MOXHO ycTaHaBNMBaTb, OCHOBbLIBAsiCb Ha
MUHMManbHOM obnajatwleM Uu3BeCTHOM (PapMaKoNorM4yeckor, TOKCUKOSOIMYECKON unu  U3nMonornyeckon
aKTMBHOCTbIO konuyectee PC mnm ee Hanbonee BpeaHOIO KOMMOHEHTA.

534. (12.75) Ons npoueccoB, B KOTOpbIX CYLLECTBYeT HeOBXOOAMMOCTb CHWKEHWst oOLLero KomvyectBa
MWUKpPOOPraHW3MoB WM 3HAOTOKCMHOB B @C, unu AnA Opyrux MpoLEeccoB, rOe MOXET UMETb 3HadyeHue Takas
KOHTaMuHaumsa (Hanpymep, NPOuM3BOACTBO HecTepurbHbiXx ®C, ucnonb3yembix ANS NMPOU3BOACTBA CTEPUISIbHBIX
nekapCcTBEHHbIX nNpenapaToB), WccnegoBaHWe O4YUCTKM UM (Mnu) caHuTapHom obpaboTkn obopyaosaHus
HeobxooMMO NPOBOANTL B OTHOLLIEHMM KOHTaMUHALUMU MUKPOOPraHN3Mammn n 3HOOTOKCUHAMMU.

535. (12.76) [lpousBoauTenb [OOIMKEH KOHTPONMPOBATbL MNpouedypbl OYUCTKM C  OMpeneneHHON
NepPMOAMNYHOCTBIO MOCrne Banuaaumm, Ytobbl yoeauTbCs, YTO 3TM npoueaypbl ABMASATCA 3PAEKTUBHBIMU NPU KX
MCMONb30BaHUN BO BPEMSA TEKYLIEero TEeXHOSMOorM4Yeckoro npouecca. Yuctoty obopydoBaHus, Korga 310
OCYyLLEeCTBMMO, HEOOXOAMMO KOHTPONMMPOBaTb MOCPEACTBOM MNPOBEAEHUS aHaNUTUYECKUX WCMbITAHUA W
BM3yanbHOro ocMoTpa. BuayanbHbIli OCMOTP NO3BONSET OOHAPYXWUTb 3HAYUTESbHbLIE CKOMMEHMS KOHTAMUHAHTOB
Ha HebomnblIMX y4YacTkax, KOTopble MOryT OKa3aTbCs He OOHapyXeHHbIMWU MHbIM cnocobom npu oTbope nNpob u
(nnn) aHanuse.



Banupaumsa aHanutnyeckux metoauk (12.8)

536. (12.80) Vcnomnb3yemble aHanMTU4ECKMe METOAMKW OOIMKHbI MPOWTU Banupgauuio. lNMpurogHocTb Bcex
NCNonNb3yeMbIX METOAMK UCMbITAHUA HEOBXOOMMO, TEM HE MEHEee, NPOBEPATL B pearnbHbIX YCNOBUAX NPUMEHEHNS,
a pesynbTaTbl 0POPMIATb AOKYMEHTaNbHO.

537. (12.81) Banupaumss MeTOAMK [OSPKHA MPOBOAMTLCA C YYETOM XapakTepuUCTWUK, NPUBEOAEHHbIX B
pYKOBOACTBaxX No Banvaaumu aHanutudeckmx metoamk. O6bem npoBoANMON aHaNMTUYECKOW BanuaalmMm OOIDKEH
3aBuUCeTb OT LenM aHanuaa u ctagum TexHonornyeckoro npowecca npomssoacrea ®©C.

538. (12.82) o Havana BanupaLMM aHanUMTUYECKUX MEeTOAUK AO0MKHa ObITb NpoBedeHa COOTBETCTBYOLLAs
KBanudukaLmsa aHanuTnyeckoro oobopygoBaHus.

539. (12.83) Heobxoaumo BecTu MNOmMHble 3anucK mNOObIX M3MEHEHUI BanMOUPOBAHHOW aHaNUTUYECKON
mMeToaukn. Takue 3anucu [JOMKHbl OTpaxaTb MPUYMHY MW3MEHEHWS W COOTBETCTBYHOLUME [aHHble AN
NOATBEPXKAEHUS] TOrO, YTO U3MEHEHWE MPUBOAUT K pes3yrbTaTam, KOTOpble CTOMb e TOYHbl M HadeXHbl, Kak U
pe3ynbTaThbl, MONTyYEHHbIE C MOMOLLbIO MPUHATOM METOAUKM.

KOHTPOJ1b U3BMEHEHWI (13)

540. (13.10) lMpousBognTene OOMKeH paspaboTaTb CUCTEMY KOHTPONSA WU3MEHEHUMW ANS OLEHKU BCex
N3MEHEHWI, KOTOPble MOTYT MOBMNMATH HA MPOU3BOACTBO U KOHTPOSIb NPOMEXYTOUYHOM npoaykuun n eC.

541. (13.11) lpousBoguTene AOMKEH YTBEPAMTb MNpoueaypbl And wnaeHTudukauumn, LOKyMEHTanbHOro
0OpMIEHUSI, COOTBETCTBYIOLLEA MPOBEPKM U YTBEPXKAEHUS W3MEHEHMN B OTHOLUEHMU MWCXOOHOTO ChIpbS,
cneunduKaLmn, aHanUTUYECKMX METOOUK, MOMELLEHWA, BCMOMOraTenbHbIX CUCTEM, obopyaoBaHusA (BKMoyasi
KOMMNblOTEpPHOE 060pyAOBaHWE), CTagun Npouecca, ynakoBOYHbIX MaTepuanoB, MaTtepuanoB Ans MapKUpoOBKW, a
TaKKe KOMMbITEPHOro NPOorpaMmMHoro obecrneveHus.

542. (13.12) INiobble NpegnoXeHnUs NO U3MEHEHUSIM, KacaloLlMMCs opraHM3aumny NpoM3BOACTBaA M KOHTPONS
KayecTBa JIeKapCTBEHHbIX CPEACTB, AOIPKHbI OblTb NOATOTOBIEHbI, MPOBEPEHBI U YTBEPXKAEHBI COOTBETCTBYHOLLMMM
nogpasgeneHnsiMn, a 3aTem NPOBEPEHbI U YTBEPXKAEHbI NoApa3aeneHemM (nogpasgeneHnsmmn) kayectea.

543. (13.13) Heobxoammo OUEHUTb BO3MOXHOE BMUsIHUE MPEANOXEHHOr0 MW3MEHEHUS Ha KadecTBO
npomexyTtouHon npogykumm nnn ®C. lMpouenypa knaccudmkauum M3MEHEHUIN MOXET MOMOYb B OMnpeaeneHuun
obbema wucnbiTaHMK, Banugauum n AOKYMeHTauuu, Tpebyembix onsi 060CHOBAHWA W3MEHEHWUA, BHOCUMbIX B
BanmaupoBaHHbIN npouecc. ameHeHns moryT ObiTb knaccuduumpoBaHbl (HanpuMep, Kak CyeCTBEHHbIe WK
HeCyLLeCTBEHHbIE) B 3aBUCMMOCTU OT UX XapakTepa n o6bema, a Takke BMUSHUS, KOTOPOE OHU MOTYT OKa3aTb Ha
npouecc. C yyeToM 060CHOBAHHOIO 3aKIHOYEHUs] MPOU3BOAUTENb OOIDKEH ONpeaenuTb, Kakue OOMNOMHUTENbHbIE
UcnblTaHWS U UCCeAoBaHMsA Mo Banvaauumn Heobxoanmel ns o60CHOBaHMS Taknx U3MEHEHUN.

544. (13.14) MNpwn BHeApeHUN YTBEPXKOEHHbLIX U3MEHEHWUA HEeOOXOAMMO MEePECMOTPETb BCE OOKYMEHTbI, Ha
cofepXaHue KOTOpbIX BUAIOT 3TN UBMEHEHMUS.

545. (13.15) MNMocne BHeagpeHUs N3MeHeHUs1 HeOOXOOUMO NMPOBECTU OLIEHKY NEPBbLIX CEPUN, NPOU3BEAEHHbIX
WNN UCNbITAHHBLIX NOCIE BHECEHWS 3TOr0 U3MEHEHMUSI.

546. (13.16) lMpousBoanTeEnb AOMKEH OLIEHWTb BO3MOXHOCTb BO3AEWCTBUS KPUTUYECKMX U3MEHEHUA Ha
CTabunbHOCTb U, CrefoBaTeNbHO, Ha YCTaHOBMEHHbIE AaTbl MOBTOPHbLIX UCMBITAHUA UMM AaTbl UCTEYEHUSA CpokKa
rogHocTu. lpun HeobxoammocTn obpasubl npomexyToyHon npoaykumm unum ®C, kotopble 6blM NpoussBedeHbl
nocpeacTBOM U3MEHEHHOro npouecca, MoryT 6biTb BBEAEHbI B NPOrpamMmmMy YCKOPEHHOIO M3y4YeHUst CTabunbHOCTM 1
(nnn) BKNKOYEHBbI B NPOrpaMMy MOHUTOPUHIa CTabunsHOCTW.

547. (13.17) TlpousBoauTenb AOMKeH MNpoMHAOPMUPOBATL COOTBETCTBYIOLIUX  NPOU3BOAMUTENEN
NeKapCTBEHHbIX MpenapaToB 00 WM3MEHEHWAX B YCTAHOBJIEHHbIX TEXHOMOrMYECKUMX Mpoueccax M npouegypax
KOHTpOMS npouecca, KoTopble MOryT NOBMMATb Ha kavecTso OC.

OTKNOHEHWE M NMOBTOPHOE NCIMONb3OBAHNE MATEPWAIIOB (14)
OTtknoHeHne(14.1)

548. (14.10) TllpomexyToyHyo npogykumo u @PC, KOTOpble He COOTBETCTBYIOT YTBEPXAEHHbIM
cneundukaumam, HeobxoaMMO YEeTKO MpOMapKMpoBaTb COOTBETCTBYIOLMM OOpas3om M codepxaTb B YCMOBUSX
KapaHTMHa. Takas npomexyTovHas npogykums unu ®C mMoxeT nogBepratbCAd MNOBTOPHOM o6paboTke wunu
nepepaboTtke. OKOHYaTEnbHOE peLleHMe B OTHOLUEHUW OTKIMOHEHHbIX MaTepuanoB OOJPKHO ObiTb OdOpMIIEHO

OOKYMEeHTallbHO.

MoBTopHasi obpaboTka (14.2)



549. (14.20) MNoBTOPHOE BBEAEHME B NPOLECC MPOMEXYTOYHON Npoaykunm nnn ®C, Bkroyas NpoayKLMIo, He
COOTBETCTBYIOLLYIO cneundukauusam, n nx noBTopHasi obpaboTtka nyTeM NOBTOPEHWS CTaauy KpucTannmsauum nunm
OPYrMX COOTBETCTBYKOLMUX CTaguMnm o0paboTkm Xummyeckumyn unu  dusndeckumm cnocobamu (Hanpumep,
ancTunnauusa, uneTpauus, xpomaTtorpadupoBaHvue, U3MenbyYeHue), SABMSOLWMXCA YacTbio YCTaHOBMEHHOMO
NPON3BOACTBEHHOIO Mpouecca, OObIYHO cuuTatTca npuemnembiMu. OgHako ecnyu noBTopHasa obpaboTka
ucnonb3yetca And OOnbLIMHCTBA Cepui, TO ee HeobXoAUMO BKMOYUTL B KayecTBe 4YacTu CTaHOApPTHOro
TEXHOMOrM4yeckoro npouecca.

550. (14.21) NpogomkeHne OCyLWEeCTBNEHNS CTagun TEXHONOMMYECKOro npoLecca nocne Toro, Kak KOHTPOsb
B npouecce NpPou3BOACTBa Mokasar, YTO CTaausi He 3aBeplueHa, CYMTaeTCsd YacTbio 0ObIYHOro npolecca, a He
NMOBTOPHOW 00pabOoTKOW.

551. (14.22) lNoBTOpHOE BBEOEHNE HEMPOPEArnpoBaBLLErO BELLECTBA B MPOLIECC U MOBTOPHOE MpoBeAEHME
XMMUYECKON peakunym CUYUTaKTCA MOBTOPHOM 06paboTKoW, ecrv 3TO He SABMSeTCH 4acTblo YCTAHOBIEHHOMO
npouecca. Takov NoBTOPHON 06paboTke AoMmKHa NpeALlecTBOBaTh TWATENbHAas OLEHKa, rapaHTMpYyloLLas, YTo 3To
He MNOBMMSET OTPUUATENbHO Ha Ka4yecTBO MPOMEXYTOYHOW npoAaykumm unum ®C BcrnegctBue BO3MOXHOMO
06pa3oBaHusa MOBGOYHBIX MPOAYKTOB U BELLECTB, NPOpearMpoBaBLLNX CBEPX YCTAHOBNEHHOW HOPMBI.

MepepaboTka (14.3)

552. (14.30) lMNepen npuHATUEM pelLeHua O nepepaboTke cepun, He COOTBETCTBYIOLMX cneundurkaumnsam,
HeobXx0AMMO NPOBECTM paccrnegoBaHUe NPUYNH Takoro HeCOOTBETCTBUS.

553. (14.31) Cepun, nogseprHyTble nepepaboTke, OOMKHbI ObITb OObekTamu (ecnu ana 3TOro ectb
OCHOBaHMWS1) COOTBETCTBYILUMX OLEHKW, UCMbITaHUA, WCCneoBaHus CTabuUnbHOCTM WM OOKYMEHTanbHOro
odpopmneHns, 4Tobbl rapaHTMpoBaTh, YTO nepepaboTaHHas NPOAYKUMA MO KayeCTBY 3KBMBANEHTHa NPOAYKUMM,
Npon3BeAeHHOW MOCPeACTBOM MNepBOHAYanbHO YCTAaHOBIIEHHOrO MPOM3BOACTBEHHOrO mnpouecca. Hanbonee
uenecoobpasHbiM MOAXOAOM K Banuvgauuv npoueayp nepepaboTky SBAsSieTCA COMyTCTBYOWAs Banugaums.
JaHHbI Nogxon No3BofsieT COCTaBWUTb 3anucy npoueaypbl nepepaboTku, YCTaHOBUTbL MOPSAOK ee NpoBedeHus U
onpegenuTb oxugaemble pesynbrathl. Ecnv nepepaboTtke noanexuTt TOMbKO ogHa cepus, TO MOXeT ObiTb
COCTaBMeH NMCbMEHHbLIN OTYET, a Cepus pa3peLleHa K BbiMyCKy cpasy nocne noaTBEPXKAEHWS ee kavyecTsa.

554. (14.32) MNponssoanTenb OOMKEH yTBEPAWUTL Npoueaypbl Ans CPpaBHEHUS npoduns NpMMecen Kaxaon
nepepaboTtaHHOM cepun C nNpodUNaAMUM NpUMEcen Cepui, NPOU3BEAEHHbIX MOCPEACTBOM YCTaHOBIIEHHOrO
npouecca. Ecnnm npumeHsiemble aHanuMTU4eckMe METOAMKM He MO3BOMSAT  Hagnexawmm  obpasom
oxapakTepu3oBaTb NepepaboTaHHylo ceputo, TO creayeT BOCMONb30BaTLCA AONONHUTENBHLIMU METOANKAMM.

PereHepaumsa matepuanos u pactsoputeneii (14.4)

555. (14.40) PereHepaums (Hanpumep, U3 MaTOYHOW XKMOKOCTU UNU  PUNBLTPATOB) peakTMBOB,
NPOMEXYTOYHOW Npoaykumm unm ®C cumtaeTca JONyCTUMONM NPy HAaNU4mMmn yTBEPXXAEHHbIX NpoLeayp pereHepaumm
M COOTBETCTBMU pEreHepupoBaHHbIX MaTepuarnoB cneundukaunsam, noaxoasawmm Ans npegnonaraemoro
NCNONb30BaHNS TaknMx MaTepuanos.

556. (14.41) JonyckatloTca pereHepaums 1 NOBTOPHOE MCNONb30BaHNE pacTBOpUTENEN B TEX Xe Unu Apyrmx
npoueccax Mpu YCrNoBuW, 4YTO NPOLEAYypbl pereHepauuMn KOHTPONMMPYIT U MPOBEpsAlT Ans obecneveHus
COOTBETCTBMSA pacTBOpUTENEN cneundukaumamM nepeq Mx MOBTOPHbIM MCMOMb30BaHMEM WUIM CMELUUMBAHUEM C
ApYyrumm ogobpeHHbIMU MaTepranamu.

557. (14.42) JonyckaeTcs cMeluvBaTb HOBbIE U pereHepupoBaHHbIE PAacTBOPUTENN U PeaKTUBbI, ECIN B X04e
COOTBETCTBYHLLUUX UCMbITAHUIA MOKa3aHa X NPUrogHOCTb AN BCEX TEXHOMNOMMYECKUX MPOLECCOB, B KOTOPbLIX OHU
MOTYT MCMOSb30BaTLCS.

558. (14.43) Wcnonb3oBaHve pereHepmpoBaHHbIX pacTBOPUTENEN, MAaTOYHbIX >XUOKOCTEN W  ApYrux
pereHeprMpoBaHHbIX BELLECTB AOIMKHO ObiTb 0hOpMITEHO AOKYMEHTArbHO.

BosBpar (14.5)

559. (14.50) T[lpousBoguTenb [JOSDKEH Haanexawmm obpa3om  MapKMpoBaTb  BO3BPALLEHHYHO
NPOMEXYTOUHYIO MPOAYKLMIO UK Bo3BpaLleHHble PC n cogepxatb UX B YCINOBUAX KapaHTUHA.

560. (14.51) Ecnu y npousBoauTensi BO3HUKAKOT COMHEHUSI OTHOCWUTESNIbHO COOMAEHMS Hagnexalux
YCITOBUI XPaHEHUS NN TPAHCMOPTMPOBKM BO3BPALLEHHON NPOMEXYTOUYHOM NPOAYKLMM Unn Bo3BpaLleHHbix ®C ao
UNu B NpoLecce Mx Bo3BpaTa UM OTHOCUTENBHO COCTOSIHUS Tapbl B YACTW BO3MOXHOMO BIIUSIHUS HA Ka4yecTBO, TO
BO3BpallleHHas MNPOMEXYTOYHas npoaykuMs wnu Bo3BpaweHHble @PC nopnexatr MoBTOpHOW 00paboTke,
nepepaboTKe UNN YHNUYTOXEHUIO B 3aBUCUMOCTU OT KOHKPETHOW CUTyauun.

561. (14.52) MNpowusBoanTenb OOMMKEH BECTU 3anucy BO3BpaTta NpoMeXyTodHou npoaykuuun unu ®C. Ona
Ka)kgoro Bo3Bparta B JOKYMEHTaLUMM HEOOXOAMMO yKasaTb:



HavMeHOBaHWe 1 agpec rpysononyyvaTens;

HavMeHOBaHne NPOMEXyYTOYHOM Npoaykuun nunu ®C, Homep cepumn 1 Bo3BpaLLEHHOE KOMNUYECTBO;
npuYvHY BO3BpaTa;

yKasaHue Ha UCMOMb30BaHMEe UMM YHUUTOXEHME BO3BPALLEHHOM NPOMEXYTOYHOW NpoayKLumu unm OC.

MPETEH3MN N OT3bIBbI (15)

562. (15.10) [lpoussBoauTenb OOMMKEH [AOKYMEHTanbHO odopmnaTe W paccrnegoBaTb  COrNacHo
YTBEPXAEHHOW MHCTPYKLUMM BCE MOMYYEHHbIE UM MPETEH3NN OTHOCUTENBHO KayecTBa HE3aBUCUMO OT TOrO, B Kakow
dopme (YCTHOM M MUCbMEHHON) U3NOXEHbI Takne NpeTeH3nu.

563. (15.11) 3anncu paccMoTpeHUst MPEeTEH3NN AOIMKHbI cogepXaThb:

HavMeHOBaHue 1 agpec nNuua, NpeabABUBLLETO NPETEH3MIO;

damunnio, UMs, 0TY4ECTBO (MPWU HanNu4yuK), a Npu HeobxoaAMMOCTM Takke AOMKHOCTb fua, NpeabsBMBLUETO
NpeTeH3no, N HOMep ero TenegoHa;

CyTb MpeTeH3un (Bkrovas HassaHue n Homep cepum ®C);

AaTy NoCTYNMNeHUs NpeTeH3nu;

nepBoOHaYarnbHO NPUHATbIE MEPbI C YKadaHWeM AaThbl U fmua, NPUHSIBLLETO Mepbl;

AanbHenwmne AencTBMs No paCCMOTPEHMIO MPETEH3UN;

OTBET, OTNPAaBMEHHbIN NuUy, NPeabsBMBLLEMY NPETEH3MIO (BKMOYas gaTy OTNpaBky Takoro oTeeTa);

OKOHYaTenbHOE peLleHne OTHOCUTENBHO CEPUN UM NapTUKN NPOMEXYTOYHOW npoaykuun nnu eC.

564. (15.12) 3anncu paccMoTpeHUs MpeTeH3nn HeobXooMMO COXPaHATb AN OLEHKN TEHAEHUWA, YacToThl
NOCTYNMEHNsI NPETEH3NUA W WX CEepPbe3HOCTUM ANs NPUHATUS OOMOSIHUTENBHOMO W, NpUM  HeobXxoouMocCTw,
HeMeaNeHHOro KOPPEKTUPYIOLLIEro AEACTBUS.

565. (15.13) lpousBogutenb [OMKEH YTBEpPOUTb NpoUeaypy AN onpefeneHus obCcTosATenbCcTB, MNpu
KOTOpbIX HEOOX0AMMO paccMaTpmBaTb BONPOC 00 OT3bIBE NPOMEXYTOUYHON npoaykuun unm eC.

566. (15.14) lpouenypa OT3biBa OOIDKHA OMpeaensiTb, KTO [OIDKEH NPUHMMATb YydacTMe B OLEHKe
nHdOpMaLmm, kKak HeO6X0AMMO HavMHaTb Npoueaypy OT3blBa, KTO AOIMKEH BbiTb NPOMHAOPMMPOBaH 06 OT3biBE U
Kak Heobxoaumo NocTynaTb C OTO3BaHHbLIM MaTepuanom.

567. (15.15) B cnyyae cepbe3HOW wWnu MNOTEHUMAnbHO YrpoXarolen XU3HW CuTyauunm Mpoun3BoaMTErb
OOMKeH NpouHdopMmnpoBaTb 06 3TOM YNONMHOMOYEHHbIN (beaeparnbHbl OpraH UCMONMHUTENBLHON BracTu, a Takke
KOMNeTEeHTHbIE OopraHbl BCeX CTpaH, Kyaa bbina HanpasneHa NpoayKUUS.

MPOMN3BOACTBO MO AOrOBOPY (BKITKOYAA JTABOPATOPUWN) (16)

568. (16.10) Bce ucnonHutenu, paboTarowme no goroeopy (Bknoyas nabopaTtopuu), JOMKHBI cobnogaTb
TpeboBaHusa HacTtoswmx [Npasun. Heobxogmmo ygenutb ocoboe BHUMaHWe NPedoTBPaLLEHUI0 MepeKpecTHON
KOHTamMuHauum n obecneveHnto NpocnexmBaemMocTu.

569. (16.11) 3akas3umk [OIDKEH OUeHMBaTb McnonHuTens, paboTatwlero no [AoroBopy (BkMNwoyas
nabopatopun), C Uenbl0 onpedeneHuss  COOTBETCTBUS  KOHKPETHbIX  Oofnepauui, BbIMONHAEMbIX  Ha
NPOu3BOACTBEHHbIX NIOLWaaKkax ncnonHuTens, paboratowwero no gorosopy, TpeboBaHuamM HacTosAwmx [pasun.

570. (16.12) B pgorosope, 3akno4aeMoM Mexay 3aKas3yMkom M UCMOMHUTENeM, pekoMeHayeTcs noapobHo
onpegenaTe 06A3aHHOCTM CTOPOH B OTHOLWEHWUM cobnopeHns TpeboBaHun Hactoawmx [pasun, Bkno4vad
MEepONpPUSATUS KaXkdon M3 CTOPOH Mo obecneveHunto kKavyecTsa.

571. (16.13) PekomeHayeTca npegycmaTpmBaTb B [JOroBOpe BO3MOXHOCTb 3akas3yuka MNpoOBOAUTL ayauT
AeATeNnbHOCTM UCMONHUTENS Ha COOTBETCTBUE TpeboBaHMAM HacTosAwmx MNpasun.

572. (16.14) PekomeHayeTcsa npegycmatpmBaTb B [JOroBOpE YCNOBME O TOM, YTO WUCMNOMHUTENb Bnpase
npueBnekaTb TPETbUX ML, AF1A UCMOMTHEHNUS JOrOBOpa TOMNBLKO C COrMacus 3akasyuka.

573. (16.15) lNpomn3BoacTBEHHbIE N NabopaTopHble 3anucu HeobXoAMMO XpaHWUTb Ha MPOU3BOLCTBEHHOM
nnowiagke, Ha KOTOPOW BbINOMHAMUCHL paboTbl. Takue 3annMcy A0mKHbI ObiTb Nerko 4OCTYMHbI.

574. (16.16) PekomeHgyeTcsa npegycmatpuBaTb B JOroBOpe YCrioBME O TOM, YTO UCMOMHUTENb HE Brpase
BHOCUTb W3MEHEHUSI B COrMacoBaHHble CTOPOHaMWM TEXHOMOrm4yeckui npouecc, obopygoBaHue, MeToAWKU
ucnblTaHWN, cneumdukaumm, a paBHO B UHbIE YCITOBUS JoroBopa 6e3 cornacus 3akasyuka.

OPFAHU3ALINW, OCYLLECTBASAIOWME MEPEYNAKOBKY
W (UNN) MEPEMAPKUPOBKY (17)

O6nactb npumeHenus (17.1)



575. (17.10) TpeboBaHus, ycTaHOBMNEHHbIE NyHKTaMKn 575 - 589 HacTosAwmx NpaBun, pacnpocTpaHsoTCa Ha
opraHm3aumv, OCYLEeCTBMSOWME MNepeynakoBky W (MnM) nNepeMapKkupoBKYy, KOTOpble He  SBMSOTCS
nepBoHavanbHbiMU NpoussogutTensamm ®C nnm NpoMeXXyTo4HOW NPoayKUmMK.

576. (17.11) OpraHusauum, ocyLLeCTBRSIOLNE NepeynakoBKy U (MNn) NepeMapkUpoBKY, AOSKHbI cobnoaaTth
TpeboBaHMs HACTOSILLEN IMaBbl.

MpocnexuBaeMocTb peann3oBaHHbIX hapMaueBTUYECKNX CybCTaHLmi
N NPOMEXYTOYHOM Npoaykumun (17.2)

577. (17.20) OpraHusauuu, OCYyLIECTBNAOLWME MNepeynakoBky u (Mnn) NepeMapKkMpoBKY, OOJDKHbI
obecneuynBaTb MOSMHYK MPOCMEXMBAEMOCTb peanu3yemMbix umm PC 1M NpoMexyTovHOW npoaykumu. Ons atoro
HeobX0AMMO UMETb N XpPaHUTb CreayloLne JOKYMEHTbl U CBEOEHNS:

HaVMeHOBaHMe NepBoHaYanbHOro NPOV3BOANTENS;

agpec nepBoHa4vanbHOro Npou3BoanUTENS;

3aKasbl Ha NMOCTaBKY;

HaknagHble (TPaHCMOPTHbIE AOKYMEHThI);

AOKYMEHTaLMIO O MPUEMKE;

Ha3BaHue unu obosHaveHne ®C MM NPOMEXYTOYHOW NPOLYKLMM;

HOMEpP Cepun, NPUCBOEHHbLIN NPOU3BOAUTENEM;

MHOPMaLMIO O TPaHCMOPTMPOBKE M peanv3aunu;

BCE OpWUrMHanbl LOKYMEHTOB, NOATBEPXKAAMLIMX KayecTBO, BKMOYas [AOKYMEHTbl, MOATBEpXAatoLime
KayecTBO, MONy4YEeHHbIE NOCIe NepeynakoBku 1 (UNn) NepemMapKMpOBKN, a TakKe Nofly4YeHHbIe OT NepPBOHAYarIbHOIO
npou3soauTens;

AaTy NpoBeAeHMs MOBTOPHbIX UCMbITAHUIA UIK ATy NCTEYEHUSA CpOKa rOOHOCTW.

YnpasneHue kayectBom (17.3)

578. (17.30) OpraHusaunn, OCyLLECTBISAOWME NepeynakoBky 1 (Mnun) nepemMapkmpoBKy, AOMKHbI CO34aTb U
BHEAPUTb 3(PPEKTUBHYIO CUCTEMY YNpPaBEHUs Ka4eCTBOM, KaK ykasaHo B nyHkTax 289 - 308 HacTosawwmx MNpaswun,
a TaKke BeCTU HeoBX0AMMYH0 JOKYMEHTaLUuIO.

MepeynakoBka, NnepeMapKkMpoBKa 1 XpaHeHue hapMaLeBTU4EeCKnX
cyOCTaHUU 1 NPOMEXYTOYHON npoaykuun (17.4)

579. (17.40) MepeynakoBky, NnepeMapkupoBKy n xpaHeHne ®C 1 NpomMexyTo4HOW MpoayKumm Heobxoaumo
OCYLLEeCTBMATb B COOTBETCTBUM C TpeboBaHMAMM HacToswmx [MpaBun, 4tobbl usbexaTtb nepenyTbiBaHUSA UNn
yTpatbl NOANMHHOCTY NGB0 YUCTOThl PC UM NPOMEXKYTOUHON MNPOAYKLUN.

580. (17.41) MNMepeynakoBKky HEOOXOAMMO OCYLLECTBMNATL B COOTBETCTBYIOLLUX YCIOBUAX NPOU3BOLACTBEHHOW
cpenbl Ana NpegoTBpaLLEeHUs KOHTaMUHALMK UNN NEPEKPECTHON KOHTaMUHaLUN.

CrtabunbHocTb (17.5)

581. (17.50) Ecnn ®C unu npomMexxyTouHYI0 NMPOAYKLUIO NepeynakoBbiBaloT B Tapy (MEepBUYHYIO YNAaKOBKY),
TUM KOTOPOW OTNMYaeTca OT ucnosfb3yemoro mnpoussoguterieM ®C v NpoOMEXYTOYHOW MPOAYKUUW, TO
HeobxoamMmo nccrnegoBaTb CTabMNbHOCTL ANs 0OOCHOBAHMSA YCTAHOBMEHHbIX AaTbl UCTEYEHMS CpoKa roAHOCTU
Wnu gaTtbl NPOBEAEHNS MOBTOPHbIX UCTbITAHWUN.

Mepepaya nHdopmarmm (17.6)

582. (17.60) OpraHu3aumu, OCYLLECTBNSAKOWINE MepeynakoBky W (Mnv) nepemMapKMpoBKY, AOIDKHbI
nepegaBaTb BCIO MWHMOpMaUMioO O KayecTBe W pelleHMsX YNONHOMOYEHHOro bedeparnbHOro opraHa
NCMNOMHUTENbHOW BNACTK, MOMyYeHHyo oT npoussogutens ®C nnun npomMexyTodHOM npoaykumm, npuobpeTaTtento,
a MHdopmauuio ot npmobpeTatens - npounssogmTento PC nnmu NPoOMeXyToHHON NPOAYKLUN.

583. (17.61) Oprannsauun, ocyLLeCTBNSAIOLINE NEPEYNaKoBKy 1 (Unn) nepeMapKkMpoBkKy, Npu peanusauun ®C
UNM  MPOMEXYTOYHOM MNPOAYKUMM npuobpeTaTento [AOMMKHbI yKa3biBaTb HAVMMEHOBaHWE MNepBOHaYanbHOro
npoussogutens ®C nnv npoMexxyTo4HOW NPOAYKLMU U HOMEP (HOMepa) NOCTaBNSIEMON CepUM.

584. (17.62) OpraHunsauun, OCyLLECTBMSOLINE NEPEYNAKOBKY U (UNN) NepeMapKMpoBKy, 0653aHbl Takke no
3anpocy YMoNHOMOYEHHOro dheaepanbHOro opraHa MCNOMHUTENbHOW BMAacTW NPefocTaBWuTb MHAOpMaLUMIo O
nepBoHa4anbHoM npounssoauterne ®C nnm NpomMexyTovHoW Npoaykummn. NepBoHayanbHbIA NPOM3BOANTENb MOXET



NpeaocTaBuUTb Takyld WMHAOPMaLMIO  YNONTHOMOYEHHOMY bedepanbHOMY oOpraHy WCMOSHUTENbHOW BIiacTu
HEeMNoCpeACTBEHHO UIK Yepes3 CBOUX NpeacTaBUTENEN.

585. (17.63) B oTHOWweEHUM [OKYMEHTOB, MOATBEPXOAOWMNX Ka4yecTBo, Heobxogumo cobntogaTb
cneumanbHble TpeboBaHus, NpeaycMoTpeHHble NyHkTamu 492 - 496 HacTosawwmx lNMpasun.

Pabota c npeTeH3namun un ot3biBamu (17.7)

586. (17.70) OpraHusauun, OCyLLECTBMSAIOWMNE NepeynakoBky U (MnM) nepemMapkMpoBKY, OOMMKHbI BECTU
3anucu paccMoOTpeHUst NPETEH3MI U OT3bIBOB MO MpaBunam, NpegycMoTpeHHbIM nyHKTamu 562 - 567 HacToaLmx
[MpaBwr, B OTHOLLEHMM BCEX MPETEH3UN U OT3bIBOB, KOTOPbIE NONaZatoT B chepy NX AeATENBHOCTH.

587. (17.71) MNpn Heob6xoQMMOCTM OpraHM3auum, OCyLLIECTBIISIOLIME NEPEYNakoBKy U (MnNn) nepeMapKknpoBKy,
OOMMKHbI paccmMaTpvBaTb MPETEH3M0 BMEcTe C nepBoHavanbHbiM npoussogutenem OC vnmM NpoMexXyTOYHON
npoaykuun, 4ToObl onpefenutb, criegyeT Nu NpeanpvHMMaTthb AanbHenwne OeWCTBUS COBMECTHO C ApYrvMu
npuobpeTtaTensiMi, KOTOpble MOIMM MOny4YnTb Takne xe PC unM NpoMEXYTOYHYH npoAaykuuio, nmbo c
YMNOSTHOMOYEHHbIM bedeparnibHbIM OpPraHoM WCMOSNTHUTENbHOM Brnactu, NuMbo co BCeMU 3anHTepecOoBaHHbIMU
ctopoHamu. PaccnepoBaHve nNpuYMHBI MPETEH3UUM WNU  OT3blBa [AOJMKHO MNpOBOAMTLCA U 0POPMASATLCSA
OOKYMEHTarnbHO COOTBETCTBYOLLEN CTOPOHOWN.

588. (17.72) Ecnn npeTteH3us KacaeTcs nepBoHadanbHoro npowussogutens ®C unum npoMexyTovHON
nNpoayKuun, TO 3anncu paccCMOTPEHUS NPETEH3NIN, KOTOPbIE BeaQyT OpraHM3aumm, OCyLLEeCTBRSAWME nepeynakoBKy
n (Mnn) NnepemMapKknpoBKy, AOIMKHbI coaepKaTb Nobble OTBETLI, NONyYeHHbIE OT NepBOHaYanbLHOro NPON3BOANTENS
®C nnm NpoMexxyTo4HON Npoaykumm (BKNoYasa aaTty u NpeaoCcTaBieHHY0 MHAOPMaLmIo).

Pabota c Bo3spaTamu (17.8)

589. (17.80) PaboTta c Bo3BpaTtamu NPOAYKUUN OOIMKHA NPOBOOUTBLCA B COOTBETCTBUM C TpeboBaHUSIMK,
YCTaHOBMEHHbIMU NYHKTOM 561 HacTosiwmx [MpaBun. OpraHu3aumy, OCYLLECTBRSIOLWME NEepeynakoBky U (Mru)
nepemMapKMpoBKY, AOMKHbI BECTU JOKYMEHTauUuio no Bo3BpalleHHbIM OC 1 NpoOMEXYTOYHOW MPOAYKLNN.

CMNEUMANBHOE PYKOBOACTBO MO ®APMALIEBTUYECKNM
CYBCTAHLUNAM, MPON3BOANMBIM MYTEM KYJIbTUBUPOBAHUNA KNETOK
NN ®EPMEHTALINW (18)

O6wwe TpeboBaHus (18.1)

590. (18.10) B nyHktax 590 - 621 HacToswmx [lpaBun onpegeneHsl crneuunanbHble TpeboBaHUSA
OTHOCUTENbHO KOHTponsa @®C  unn NpoMExXyTOMHOW MPOAYKUMM, KOTOpble MpOoM3BOAATCA MNOCPeaCcTBOM
KynbTUBMPOBAHWS KNETOK UK hepMeHTaLmmn ¢ UCMofb30BaHWEM NMPUPOOHbLIX UM PEKOMOUHAHTHBIX OPraHU3MOB.
YKkasaHHble TpeboBaHUA He [OIDKHbI paccMaTpumBaTbCA OTAENbHO OT  APYruX, MOCKONbKY TpeboBaHwus,
npveefeHHbIe B APYrMX NyHKTax HacTosawmx MNMpasun, Takke NpUMeHUMBbI K Takon npoaykuun. Ans "knaccunveckux”
MPOLECCOB MOMYyYeHUs HU3KOMONEKYNSPHbIX BELWeCcTB W AfsS NpoueccoB, B KOTOPbIX WCMOMb3YTCS
PEKOMOVHAHTHbIE N HEPEKOMOMHAHTHBIE OpraHn3Mbl AnNg Npov3BoAcTBa 6enkoB u (UnK) NONMNENTUOO0B, AOJPKHbI
NMPUMEHSATLCH OOHW M Te Xe NPUHUMNbI pepMeHTaLmmn, XoTa CTeneHb KOHTPOns npu atoMm 6yaeT pasnuyHown. B
OaHHbIX MNYHKTaxX ykasaHbl 3TWM pas3nuuus, €ecriv OHW CylecTBYIOT Ha npaktuke. CTeneHb KOHTpons
BGMOTEXHONOMMYECKMX NPOLLECCOB, UCMOMb3yeMbIX ANs Npou3BoAcTBa GEnKoB M MONUMNENTUAOB, Bbille, YeM ONs
Knaccuyeckmnx npoLeccos pepmMmeHTaumu.

591. (18.11) TepmMuH "BGUOTEXHONOIMYECKMI NPOLLECC” OTHOCUTCA K MCMOMb30BaHMWIO KNETOK Ui OpraHM3moB,
MOMyYeHHbIX UNN MOAMMULMPOBAHHBIX MOCPEACTBOM TexHomorun pekombuHaHTHonm [OHK, rubpwgomHon wunwm
OpPYron TexHonoruu, ¢ uenbsto npomssoactea PC. PC, nonyyeHHble C MOMOLLbI0 BMOTEXHONOMMYECKNX NPOLIECCOB,
0ObIYHO COCTOSIT M3 TakMx BbICOKOMOMEKYNSAPHbLIX COEAMHEHWA, Kak Oenku v nonuMnentugpl, crneuvarnbHble
TpeboBaHMA B OTHOLUEHUW KOTOPbIX MnpuBedeHbl B nyHkTax 590 - 621 HacTtosawwmx [Mpasun. Mo TexHonorum
pekombuHaHTHon OHK Takke moryT 6biTb nony4veHsl onpegeneHHble ®C ¢ HU3KOW MOMEKYNAPHON Maccow, Takve
KaKk aHTUOMOTWKM, aMWUHOKUCIOTbl, BUTAMWHbI W yrneBoAdbl. YPOBEHb KOHTpons 3Ttux BuaoB PC aHanormyed
YPOBHIO, MPUMEHSEMOMY A1 Kraccuyeckon bepMmeHTaumu.

592. (18.12) TepmuH "knaccuyeckasd depmeHTaumns" oTHOcMTCSA K npoueccam nonyveHus ®C, B KOTOPbIX
NCMNOMNb3YTCH NPUPOAHBIE MUKPOOPraHM3ambl U (M) MUKPOOPraHu3Mbl, MOAMMPULMPOBAHHbIE OBLLENPUHATBIMU
mMeTodamu (Hanpumep, NOCPeAcTBOM OBNYyYEHUSI UMM XMMUYECKOrO MyTareHesa). dC, nonyyYeHHble NOCPEACTBOM
"knaccuyeckon depmeHTauun”, obblYHO SIBNSAOTCA MPOAYKTAMM C HU3KOW MOJSEKYISAPHOW MaccoW, TakMMKn Kak
aHTUOMOTUKN, aMUHOKUCIIOTbI, BUTAMWHbI U YreBoabl.

593. (18.13) lMNpowussoacteo ®C mnNn NPOMEXYTOHHON MPOAYKLUMU M3 KNETOYUHbIX KyNbTyp WX MeToOoM
depmMeHTaumMM BKIOYaeT B cebs Takme NpoLecchl, Kak KyNbTUBMPOBaAHUE KINETOK UMK SKCTparMpoBaHWe U o4mcTka



mMatepuana, NoslydEHHOro OT XXMBbIX OPraHM3moB. OTWM MPOLECChbl MOTYT BKMOYaTb OOMOSIHUTENbHbIE CTaauMu,
ABMSOWNECS YacTblo MNPOM3BOACTBEHHOrO npouecca, TakMe Kak U3MKO-XxMMuyeckas mMogudmkaums.
Mcnonb3yemoe uncxogHoe cbipbe (cpefbl, OydepHble KOMMOHEHTLI) MOXeT obecnevrMBaTb BO3MOXHOCTb poOCTa
KOHTaMUHUMPYIOLWUX MUKPOOPraHM3MoB. B 3aBMCUMMOCTM OT MCTOYHUKA, cnocoba nonyyeHus v npegnonaraemoro
npuMmeHeHns ®C nnm NPoMeXXyToOYHOW NPOAYKLUMU MOXET BbITb HE0H6X0AMM KOHTPONb BUOHarpy3ku, KOHTaMMHaLmMm
BYpycamum u (Mnv) SHOOTOKCUMHaAMW BO BpeMS MPOM3BOACTBA M MOHUTOPWUHra npouecca Ha COOTBETCTBYIOLLMX
cTagusix.

594. (18.14) Ona obecneveHnss KayecTBa MNPOMEXYTOYHOW npoAaykumm n (unn) ®C Ha Bcex cTagusix
npov3BoACTBa AOMKEH OblTb YCTAaHOBMEH Haanexawmnm KOHTponb. HecMoTps Ha TO, 4YTO HacTosilas rnasa
NMPUMEHSIETCS, HayMHasi CO CTaguKu KynbTMBMPOBAHUSA KNETOK Mnu depmeHTauumu, npeglwecTBylolwme Ccraguun
(Hanpumep, cosgaHme 6aHKa KNeTok) HeoOXOAMMO OCYLLECTBRATb MpU  Haanexallem Npou3BOACTBEHHOM
KOHTpore. HacToswas rnaBa OxBaTbiBAET KyNbTUBUPOBAHME KMETOK UNM epMeHTauuio, HadvMHad C Toro
MOMEHTA, Korga n3 6aHka KrneTok u3BnekatT h1akoH C KynbTypOW KNeToK Afsi MCNOMNb30BaHNs B MPON3BOACTBE.

595. (18.15) [na cBegeHusi K MUHUMYMY puUCKa KOHTaMMHaUMM MPOU3BOAUTESNb AOSMKEH WCMNONb30BaTh
Hagnexallee obopyaoBaHVe M NPOBOAUTbL KOHTPOSb NPOM3BOACTBEHHOW cpedbl. KpuTepun npuemnemocTtv Ans
KayecTBa MNPOM3BOACTBEHHOW cpefdbl M YacTOTa KOHTPOMSA 3aBUCAT OT CTaauMuM W YCNOBUWA TEXHOMOrMYECKOro
npoecca (OTKpbITble, 3aKPbIThle UMW U30NTMPOBAHHbIE CUCTEMBI).

596. (18.16) MNpun TEXHONOrMYECKOM KOHTPONEe HEOOXOAUMO YyYUTbIBATL:

nogaepxaHune paboyero 6aHka KNeTok (ecnu oH nveeTtcs);

NpaBuWIbHbIA NOCEB 1 POCT KyNbTypbl;

KOHTPOIb KpUTMYECKNX paboymx napaMmeTpoB BO BPEMS KyNbTUBMPOBAHWNS KIETOK Unn hepmeHTaLmu;

KOHTPOIb NMpoLiecca pocTa KrneTok, UX XXMU3HeCNoCcobHOCTH (anst 6onbLWMHCTBA NPOLECCOB KYNbTUBMPOBAHNS
KINeTOK) M NPOAYKTUBHOCTHU, rAe 3TO NPUMEHUMO;

npouenypbl cbopa U OYUCTKU, NPU KOTOPbIX MPOUCXOAMT YyAaneHue KIeToK, KINEeTOYHbIX OCTaTKOB U
KOMMOHEHTOB cpef, C OAHOBPEMEHHOM 3aLLMTON NPOMEXYTOYHOW Npogykumm nnm ®C oT koHTaMmmHaumm (0cobeHHo
KOHTaMMHaUUM MUKPOBMONOrM4yecKor NpmMpoapl) 1 OT YXyALIEHUS KadecTBa;

KOHTpPOmnb OWOHarpy3kM M ypOBHEN SHAOTOKCUMHOB (NpM HeOoBXOOMMOCTM) Ha COOTBETCTBYHOLUUX CTaausiX
TEXHOMNOrM4YeCKoro NpoLecca;

BOMPOCHI BUPYCHOWN 6e30nacHOCTH.

597. (18.17) Tam, rge 3TO NPUMEHMMO, AOIMKHO ObiTb AOKAa3aHO, YTO KOMMOHEHTLI cped, 6enku knetok-
X0351€B, ApYrue CBsi3aHHble C MPOLIECCOM M COMYTCTBYIOLLME NPOAYKLUN MPUMECU U KOHTAMUHAHTbI yAaneHbl.

MoppepxaHue 6aHka kneTok n BegeHve 3anucen (18.2)

598. (18.20) Ooctyn Kk GaHkaM KMETOK AOMKEH ObiTb paspelleH TONMbKo fvuam, MMEKLWMM Ha 3TO
MONTHOMOYMS.

599. (18.21) baHku KNeToKk [OIXHbl XPaHUTbCH B YCNOBUAX, CheuuanbHO MpedHasHavyeHHbIX Ans
obecneyeHns nogaepXXaHus XM3HeCNoCOOHOCTU KNEeTOK M NPefoTBPaLLEHUss KOHTaMUHaLUN.

600. (18.22) lNpomsBoanTenb AOMKEH BECTU M COXPaHATb 3anucu MCNOMb30BaHWS U YCIOBUWA XPaHEHWs
nakoHOB 13 6aHKOB KMETOK.

601. (18.23) B cnyyae HeobxoAMMOCTU OaHKM KMEeTOK OOMMKHbI MEePUOAMYECKM MPOBEPATLCA C Lenblo
onpeaeneHnst nx NpUrogHoOCTU ANs UCMONb30BaHWS.

602. (18.24) Ecnn HopmaTMBHbLIMU NpaBoOBbIMY akTaMu Poccunckon ®efepaummn ycTaHOBMNEHbI cneumanbHble
TpeboBaHWs B OTHOLLEHUW coaepkaHns 6aHKOB KINeToK, Takme TpeboBaHust 4OMKHbI cobniogaTbes.

KynbTuBnpoBaHue kneTok unu pepmertaums (18.3)

603. (18.30) Ecnu kneTouHble cybcTpaTthl, cpeapl, Oydepbl 1 rassl Heobxoanmo [o6aBnATE B acenTUYECKMX
YCINOBUSAX, TO MO BO3MOXHOCTU JOJMKHbI MCMOMNb30BaTbCH 3aKpbITble UM M30MNMPOBaHHbIE cncTemMbl. Ecnn noces B
nepBoHavanbHOM €MKOCTU WM nocrneayllne nepeHocel unu pobasBneHns (B 4acTHOCTW, cpepn, Oydepos)
BbIMOMHATCS B OTKPbITbIX €MKOCTHAX, TO HEO6X0AMMO OCYLLECTBAATb KOHTPONb U COOTBETCTBYIOLWMNE npoLeaypbl
ONs CBeAEHWS K MUHUMYMY pUCKa KOHTaMyHauuw.

604. (18.31) Ecnu MukpobHas KOHTaMMHaLMS MOXET noBnusTb Ha kadectBo ®C, TO onepaumm ¢
NCMNONb30BaHNEM OTKPbITbIX EMKOCTEN [OJDKHbl MPOBOAMTLCA B 0Ookce, obecneumBaroeM OGUONOrMYECKyHo
6e3onacHoCTb, NNy B MPOU3BOACTBEHHOM cpeae, KOHTPONMPYEMOW Taknm e o6pasom.

605. (18.32) Mpu paboTe c KynbTypamu KNeToK nepcoHan AOMKeH OblTb o4eT B cneumanbHylo ogexay v
cobntogaTth cneumanbHblie Mepbl MPegoOCTOPOXHOCTY.

606. (18.33) [Ona obecneyeHusi NOCTOSIHCTBA YCTaAHOBIIEHHOINO MpoLecca NpPou3BOAUTENb LOIDKEH
KOHTpOnMpoBaTb KpuTMyeckme paboune napameTpbl (Hanpumep, Temnepartypy, pH, ckopocTb nepemelunBaHus,
nobaBneHve rasoB, AaBneHue). Takke NMPoOU3BOAUTENb OOIDKEH KOHTPONMMPOBATb POCT, XKU3HECTNOCOOHOCTL (Ans



OONbLUMHCTBA MPOLLECCOB  KyNbTMBMPOBAHUSA KIETOK) W, rge 970 MPUMEHMMO, MNPOAYKTMBHOCTb KIETOK.
Kputudeckue napameTtpbl 6yayT pasnuyHbiMK OT NpoLecca K NpoLeccy, U ANns Knaccu4yeckon doepMmeHTaumm MoxeT
He noTpeboBaTbCst KOHTPOIb ONpeaeNeHHbIX NapameTpoB (HaNnPUMep, XXM3HECNOCOBHOCTM KINEeTOK).

607. (18.34) O6opynoBaHue, ucnonb3yemoe Ans KynbTMBUMPOBAHMSA KNETOK, MOCNe MCNONb30BaHUS OOMKHO
ObITb OuMLLIEHO M cTepunm3oBaHo. [pn HeobxoammocTn obopygoBaHMe ANA NpoBefeHus pepMeHTauuu Takke
OOIMKHO BbITh OYMLLEHO, MOABEPrHYTO CaHUTapHOM 06paboTKe UM CTepUNN30BaHo.

608. (18.35) TlMutatenbHble cpeabl nepea WX WCMNOMb30OBaHWMEM Heobxoaumo CcTepunusoBaTb AN
npeaoTBpaLLeHus HebnaronpusTHOro BNUsiHUSA Ha kadectso PC.

609. (18.36) [llpomsBoguTenb [JOmkeH YyTBepAUTb Mpoueaypbl ANS  BbIABNEHUS KOHTaMUHaUUKM U
onpegeneHnss OeWCTBUWA, KOTOpble Heobxoammo ocywecTButb. K HUM OTHOCSTCA npouenypbl onpegerneHus
BMMSHNA KOHTaMMHAUMM Ha MPOAYKUMIO M Mpoueaypbl AeKOHTaMUHauMM 06opyaoBaHWs M BO3BpALLEHUSA €ro K
COCTOSIHMIO, MO3BOMSAOLLEMY MCNONBb30BaTh 3TO 060pyAOBaHMe AN NPON3BOACTBA NOCEAYIOLWNX CEPUN.

610. T[lpousBoguTens [OIMKEH NpU HeobXoOUMOCTU MAEHTUHULMPOBATE MOCTOPOHHME OpraHu3Mbl,
obHapyXeHHble B XO[€e NpOLIeCcCOoB (bepMeHTauun, 1 OLEHWUTb BIIMSHME UX MPUCYTCTBUS Ha KayecTBO MPOAYKLUW.
PesynbTaTbl Takux OLEHOK AOMKHblI OblTb MPUHATHI BO BHUMaHWE MNPV pEeLIeHWM BOMpoca O BO3MOXHOCTM
NCNONb30BaHNA NOMyYEeHHOro Mmartepuvana.

611. (18.37) NponssoauTenb JOMKEH COXPaHATb 3anmncu Criy4aeB BbISBMEHWUS KOHTaMUHaUUK,

612. (18.38) lNocne o4MCTKM yHMBEpPCanbHOro (MpefHasHa4YeHHOro Ansi NpovM3BOACTBA MHOIMMX BUAOB
npoaykuun) obopyaoBaHMs Mexgy Uuknamu no Mpou3BOACTBY pas3HOM MNPOAyKLMM MOXeT notpeboBaTbes
npoBefeHne JOMNOMNMHUTENBbHBIX UCNbITAHMI C LIENb0 CBEAEHNSA K MUHUMYMY PUCKa NEPEKPECTHON KOHTaMUHAaLMK.

C6op, BblgeneHve n ounctka (18.4)

613. (18.40) Ctaguu cbopa Kak Ons yOaneHusl KNeTOK MMM KIeTOYHbIX KOMMOHEHTOB, Tak M ansa cbopa
KNETOYHbIX KOMMOHEHTOB MOCHE pa3pyLUeHUs OOIDKHbI OCYLLECTBIATHCA C MOMOLLLI0 060pygoBaHUSA U B 30HAX,
npegHa3Ha4YeHHbIX ANs CBEAEHUSA K MUHUMYMY pUCKa KOHTaMUHaL K.

614. (18.41) MNpoueaypbl cbopa 1 OYUCTKW, NO3BONALMNE YOANATb UNN NHAKTUBMPOBATb MUKPOOPraHU3m-
NPOAYLUEHT, KNETOYHbIE OCTATKN U KOMMOHEHTLI cpeq (Mpy CBEAEHUN K MUHUMYMY pa3pyLueHusi, KOHTaMUHaLumM n
CHWXEHMS KayecTBa), OOMkHbl obecneunBaTb MOMyvyeHUe MNPOMEXyToYHon npoaykumm mnn OC NOCTOAHHOrO
KayecTsa.

615. (18.42) MNMocne ncnonb3oBaHusa Bce 060pyaoBaHue JOMKHO ObiTb OYNLLEHO 1 MOABEPTrHYTO CaHUTapHON
obpaboTke B ycTaHOBMEHHOM nopsake. [pons3BoACTBO HECKOMbKMX NocnefoBaTerbHbIX CEPUN MPOMEXYTOYHON
npogykuum n ®C 6e3 o4uncTkm 06opyaoBaHUS 4ONYyCKaeTCs TOMNbKO B TOM Cryvae, eCnn 3TO HE OKa3blBAET BMUSHUS
Ha MX Ka4yecTBo.

616. (18.43) lMpn Mcnonb3oBaHUM OTKPbLITbIX CUCTEM OYMCTKA OOSDKHA MPOBOAUTBCH B KOHTPONMUPYEMbIX
YCINOBUSAX MPON3BOACTBEHHOM cpefpbl, 06ecneyYnBaoLLMX COXpaHEHME KayecTBa NpoayKLUun.

617. (18.44) Ecnu obopynoBaHve mcnonb3yeTcs AN NPOU3BOACTBA Pa3NUYHbIX BUAOB NPOAYKLUW, TO MOTYT
NPUMEHATLCSA OOMONTHUTENbHBIE BUAbI KOHTPOMs, TaKMe Kak MCMOMb30BaHUE creumarnbHbIX Xpomatorpaduyeckmx
CMOJ UNu NpoBefeHne JONONHUTENBHBIX UCMbITAHWNA.

Craguun yganeHus unm nHaktmeaumm smpycos (18.5)

618. (18.50) Ecnn HopmaTuBHBIMM NpaBoOBbIMU akTaMmu Poccunckon defepannm ycTaHOBEHbI crneuuarnbHble
TpeboBaHMA B OTHOLLEHMWN yaanNeHus Unm MHakTuBaLumn BUPYCOB, TakMe TpeboBaHUSA AOMKHbI COOMNoaaThLCS.

619. (18.51) CTtagum yganeHus n MHakTUBaLumM BUPYCOB SBMNSOTCA KPUTUHECKUMI CTagusmMum obpaboTkm ans
HEKOTOpbIX MPOLECCOB, M NX HEOOXOAUMO OCYLLECTBNATL B NpeAenax napaMeTpoB, NPOoLUeALMX Banuaaumio.

620. (18.52) T[pousBoauTenb AOMKEH MNpUHUMATL HaanexawimMe Mepbl NPeaoCTOPOXHOCTU  Ans
npegoTBpaLLeHnss MOTEHUManbHOW KOHTaMMHAUMM BUpYCaMu NPOAYKLMKW, MNpolledlen ctagun yganeHus unm
WHaKTMBaLMM BUPYCOB, OT MNPOAYKUMKW, KOTOpas 3Th cTtagum He npowna. Moatomy o6paboTky B OTKPbITbIX
cnctemax HeobxoouMMO OCYLLECTBNAATb B 30HAX, OTAENEHHbIX OT APYrnX 3TamnoB TEXHOMOrM4yeckoro npouecca u
UMERLLNX OTAEeNbHbIE CMCTEMbI 06paboTKM BO3ayXa.

621. (18.53) OgHo n TO xe obopyaoBaHue, Kak NpaBunio, He UCMONb3YIOT Ha Pa3fMYHbIX CTaAUAX OYMCTKMU.
Ecnn Heobxogumo uvcnonb3oBaTtb OOHO M TO Xe 00OpydoBaHWe, nepen MOBTOPHbIM UCMOMb30BAHMEM €rO
HeobxooMMO Haanexaiimm obpasom O4YUCTUTb U NOABEPrHYTb CaHuTapHou obpaboTtke. MNpounssoanTenb OOMKeH
npeanpMHMMaTh Hagnexalmue Mepbl NPegoOCTOPOXKHOCTU AN NPeAoTBpaLLEHMS] BO3MOXHOIO NepeHoca BUPYCOB C
npegblaywmx ctagun (Hanpumep, Yepes obopyaoBaHe Unmn NPon3BoACTBEHHYIO cpeay).

®APMALIEBTUHECKME CYBCTAHLINWN, MPEOHA3SHAYEHHbBIE
ANA KNIMHNYECKMX NCCITEQOBAHUIN (19)



O6wume TpeboBaHua (19.1)

622. (19.10) He BCce BMAbI KOHTPOIS, ONMCaHHbIE B NMpeablayLWwux MyHKTax HacTosiWen rnaebl, MPUMEHUMbI
npy npoussoAcTBe opurMHanbHo @®C, npegHasHadYeHHOW [ANsi NPOBEAEHWS UCCrefoBaHWA BO Bpemsi ee
pa3paboTku. B nyHkTax 622 - 644 HacTtoswux [NpaBun npuBeaeHsl cneumanbHble TpeboBaHus K aTum GC.

623. (19.11) KoHTponb, ocywecTtBnsemMbin npu npoussoactse PC, npegHasHaYeHHbIX AMS KIUMHUYECKUX
nuccnegoBaHUN, OOMKEH COOTBeTCTBOBaTb (pa3e pa3paboTku nekapCTBEHHOro npenapaTta, B COCTaB KOTOPOro
Bxoant O®C. [Mpouecc n METOAMKM WCCNeOoBaHUM AOMMKHblI OblTb MBKMMKM ana obecneyeHust BO3MOXXHOCTU
BHECEHMUS U3MEHEHUI NO Mepe HaKOoMMNEeHWss 3HaHWN O NPOLLECCe U NPOABMXKEHUA UCCNELOBaHNA NeKapCTBEHHOMO
npenapata OT [JOKIMHWYECKMX MWCCMNeAOBaHMM K  KNMHMYECKUM uccnepoBaHusM. Korga paspaboTka
nekapCTBEHHOro npenaparta gocTuraeT ctaguu, Ha kotopow PC nonyvarT ANna NPUMEHEHWUs] B NEKapCTBEHHOM
npenapaTe, NpegHasHa4YeHHOM Ansi KIMHWYECKMX MCCredOoBaHWMN, NMPOV3BOAMTENWN OOMKHbI rapaHTUpPOBaTb, YTO
®C npousBedeHbl C MOMOLLBI MOAXOASLUMX TEXHUYECKUX CpeacTB C MCMOSNb30BaHUMEM COOTBETCTBYHOLLMX
npouenyp Npou3BOACTBa U KOHTPOMs, HeobxoaumbIx Ana obecneyeHns kadectsa OC.

KauectBo (19.2)

624. (19.20) MNpwu npoussoactee PC, npeaHasHaYeHHbIX ONS KNMHUYECKUX UccnenoBaHui, Heobxoaumo
NMPUMEHSATL COOTBETCTBYOLWME TpeboBaHus HacToAwmx MNpasun v Hagnexailyo npoueaypy ogobpeHuns Kaxaon
cepun.

625. (19.21) Heobxogmmo opraHudoBaTb HesaBucumoe(ble) OT NpOM3BOACTBA NoApasgeneHve
(noppasgeneHunst) kadectBa AnNs 0A0OpeHWst uUnu OTKNOHeHus kKaxagon cepum PC, npegHasHadveHHoOW Ans
KMMHUYECKNX NCCNeaoBaHNN.

626. (19.22) HekoTopble U3 OYHKLMIA NO MPOBEAEHUIO UCMBITAHUIA, BbINOMHAEMbIX 0ObIYHO Noapa3geneHemM
(noppasaeneHnsiMm) kKayecTsa, MOXHO OCYLLIECTBNATL B APYTUX NOAPA3AENEHUSIX.

627. (19.23) MeponpusTua B OTHOLUEHWM KayecTBa OOJPKHbI BKIHOYATb CUCTEMY MCMbITAHWA WUCXOLHOTO
CbIpbs, YNAKOBOYHbIX MaTepmnanos, MPOMEXYTOYHOW npoaykumumn n dC.

628. (19.24) [llpowusBoauTenb JOMKEH aHanuM3npoBaTb NPobnembl, CBA3aHHblE C NPOWM3BOACTBOM U
kayectBom ®C, npegHa3HaAYEHHbIX ANS KITMHUYECKUX UCCefOoBaHNN.

629. (19.25) Tekct mapkupoBkn PC, npegHa3HaAYEHHbIX ANSA KAMHUMYECKUX UCcneaoBaHun, Heobxoommo
Hagnexawwmm obpas3om KoHTponuposaTb. B HeM gomkHO ObiTb ykadaHO, YTO BELECTBO NpedHasHavyeHo Ans
nccrnegoBaTenbCkUX Lenen.

MomeleHuns n o6opygosanue (19.3)

630. (19.30). Bo Bpems Bcex (pa3 KIMHMYECKOrO WCCMNEeAOoBaHUA, BKMOYas MCMOMb30BaHME OMbITHbIX
y4yacTkoB unu nabopartopui ansa npomssofctsa cepuin PC, npegHasHaYeHHbIX AN KIMHUYECKUX MCCneoBaHun,
AOIMKHbl ObITb NMpedycMOTpeHbl NpoLeaypbl, rapaHTupyloLme, 4To obopygoBaHMe NpokannbpoBaHO, OYMLLEHO U
COOTBETCTBYET CBOEMY Ha3HAYEHMIO.

631. (19.31) lMopsagok akcnnyatauun o6opyaoBaHWMS OOIDKEH rapaHTMpoBaTb npoBedeHne paboT c
MCXOOHBIM CblpbeM TakuMm 00pas3oM, 4TOObl CBECTUM K MUWHUMYMY PUCK KOHTaMuMHauuuM W MepekpecTHOM
KOHTaMuHauuu.

KoHTponb ncxogHoro ceipbs (19.4)

632. (19.40) UcxogHoe cbipbe, Ucnonbdyemoe npu npoussoacTee ®C, npegHazHayYeHHbIX ANS KIMUMHUYECKUX
nccrnegoBaHun, HeoOXOAMMO OLEeHMBaTb MOCPEACTBOM MPOBEAEHUS WCMbITAHWA WM MonydaTb BMeECTe C
pesynbTaTaMu aHanusa, NpoBEAEHHOro MocTaBLukoM. [MpousBoanTenb Takke [OMMKeH MPOBOAMTbL UCMbITaHWE
NCXOAHOrOo Cbipbs Ha NOAJNIMHHOCTL. ECnu BelecTBO cuMTaeTcsl onacHbIM, TO AOCTATOMHO aHanms3a, NpoBeaeHHOro
NOCTaBLUNKOM.

633. (19.41) B HeKkoTOpbIX Chny4Yasx MPUTOAHOCTb WCXOAHOTO CbIPbS MOXHO oOnpedensTs nepea
NCMNONb30BAaHNEM HA OCHOBAHMM Pe3yrnbTaToB, MOMyYEHHbIX NPU NPOBEAEHMM peakLmn HebonbLloro Mmacwitaba (1o
€CTb WCMbITAaHUN  (PYHKLUMOHANbHOW MNPUrOOHOCTW), YTO NPEeAnodYTUTENbHEE, YeM MNPOBEAEHUE  TOSbKO
aHanUTUYECKUX UCMbITAHUNA.

Mpounssoactso (19.5)

634. (19.50) MNpowusBoactBo PC, npeAHa3HaAYEHHbIX ANA  KIMHUYECKUX WCCNefoBaHUN, Heobxoammo
dukcMpoBaTb B nabopaTopHbIX XypHanax, B 3arnucsix Ha CEpuI0 UMK C MOMOLLLI0 APYrUX NoaXoAsLWwmnx cpencTs.



OTN [OKYMEHTbl [LOIKHbl BKMOYaTb WHGopmauuio 06 wncnonb3oBaHuM MaTepuanoB, 06 obopygoBaHuu,
TEXHONOrM4YeCcKoM npoLiecce, a Takke HaydHble HabroaeHus.

635. (19.51) Oxnpaemble BbiXOAbl MPOAYKLUMM MOTFYT OTNMYATLCA OT OXMAAEMbIX BbIXOAOB MPOAYKLMK B
npoueccax, BbIMOMHAEMbIX B MPOMbILLSIEHHOM MacluTabe, n GbITb MEHee onpeaeneHHbIMU N0 CPABHEHWNIO C HUMM.
PaccnegoBaHus NpyynH OTKIMOHEHUI OT BENMMYMHBI OXXMAAEMOro Bbixoda He TpebyeTcs.

Banupaumsa (19.6)

636. (19.60) Ecnu nponsseneHa ogHa cepua ®C nnbo ecnu nsameHeHns npouecca Bo BpeMsi pa3pabotkm ®C
AenalT BOCMPOU3BOACTBO CEPUN 3aTPyOHWUTENbHLIM UK HETOYHbIM, Banupauus npouecca npoussoactea PC,
npegHasHa4YeHHOW AN KNMHUYECKUX MCCredoBaHun, obbl4HO HeuenecoobpasHa. Ha aTow ctagmm paspaboTku
kadyectBo PC obecnedrBaeTcs COYeTaHMEM KOHTPOMs, KanubpoBkM M MNpu HeobxooumocTy KBanundukaumu
obopyaoBaHus.

637. (19.61) Ecnu cepum nNpou3BOOATCSA [OJ1I1 KOMMEPYECKOrOo WCMONb30BaHUSA, Banvaauuio npolecca
HeobxooMMO NPOBOAUTL B COOTBETCTBUM C NyHkTamu 511 - 539 HacTtosawmx lMpaBun, gaxe ecnv Takne cepum
NpoM3BOAATCA B ONbITHOM UK ONbITHO-NPOMBILLIEHHOM MacLuTabe.

N3meHeHus (19.7)

638. (19.70) lNpomssoamTens OOMKEH BHOCUTbL COOTBETCTBYIOLME U3MEHEHWs BO Bpems pa3paboTkum no
Mepe npuobpeTeHns HOBbIX 3HAHWW U pocTa MacwTaba npousdsoacTBa. Kaxgoe M3MeHeHne B TEXHONOMMYECKOM
npouecce, cneumdukauusax UM MeTogmkax UcnblTaHMn Heo6XoAMMO Haanexalmm obpa3om perncTpmpoBaThb.

JlaGopaTtopHbIn kKOHTpOrb (19.8)

639. (19.80) HecmoTpsi Ha TO, YTO aHanUTU4YECKME METOOMKM, UCMofb3yemble Ans oueHkn cepumn OC,
npeaHasHayYeHHoOM And KMMHUYECKUX MCCrefoBaHWui, MOTyT elle He NPOWTW Banuaaumioo, OHW OOIDKHbl ObiTb
Hay4HO 06OCHOBaHbI.

640. (19.81) MNpomssoamTens OOMKEH OpraHM3oBaTb CUCTEMY XPaHEHWUs apXMBHbIX 0OpasLOB BCEX CEpuN.
OTa cuctema pomkHa obecneuvMBaTb COXpaHEHME AOCTAaTOYHOrO KOMMYEecTBa KaXaoro apxmBHOro obpasua B
TeYeHne YCTaHOBMEHHOrO nepuoda BpPeEMEHU nocne opobpeHusl, 3aBeplUueHUs WM OT3biBa 3asiBKM Ha
perncrTpaumio.

641. (19.82) OnpenenexHve gaTbl UCTEYEHUS] CpOKa FOAHOCTU U AaTbl MPOBEAEHUSA MOBTOPHBLIX MCNbITAHWUN,
Kak ykasaHo B nyHktax 504 - 507 Hactosiwmx [lpaBun, NPUMEHMMO MO OTHOLWIEHWI0 K cyulecTBylowmm OC,
npeaHasHadeHHbIM ANs KIMHUYECKMX uccredoBaHuin. Ona HoBbix PC, HaxoddWMXCS Ha paHHUX CcTagmsx
KMMHUYECKUX WccneaoBaHunii, TpeboBaHUA, ykasaHHble B nyHkTax 504 - 507 HactoAwwmx [MpasBun, obbl4HO He
NPUMEHSIIOTCS.

HokymeHTaums (19.9)

642. (19.90) Cnctema OOKyMeHTauMM OOIDKHa rapaHTMpoBaTtb, YTO MHOpmMauus, nonydyeHHas B xode
pa3paboTku n npomnssogctTea OC, npeagHasHayYeHHbIX ANst KNMMHUYECKUX uccrnenoBaHun, 6yoeT AomKHbIM 0Opa3om
odopmneHa JOKYMEHTArbHO 1 AOCTYMNHA AN NCNOMNb30BaHUS.

643. (19.91) PaspaboTka M NpPUMEHEHWE aHaNUTUYECKUX METOAMK, UCMOMNb3yeMblX ANsi MOATBEPKAEHUS
Bbinycka cepun OC, npegHasHadeHHOW Anst  KIWMHWYECKUX WCCNefoBaHWWA, OOIDKHbI  OblTb  0chOpMIIEHbI
OOKYMEHTarbHO.

644. (19.92) TlpousBogutenb [OMKEH pa3paboTaTb M BHEOPUTb CUCTEMY XpPaHEHUs 3anucen no
NPOU3BOACTBY U KOHTPOSO M COOTBETCTBYHOLLEN AOKYMEHTauuMn. OTa cucteMa AomkHa obecneunBaTb XpaHeHue
3anvMcer U JOKYMEHTOB B TeYeHME YCTAHOBIIEHHOroO nepuoda BpeEMEHM nocre ofoOpeHus, 3aBepLueHus unm
OT3bIBa 3as1BKU Ha perucTpaumio.

TEPMWHbI 1 OMPEQENEHNA (20)

645. Ons uenen HacTosilen rnaBbl KPOME TEPMMHOB W onpedeneHnin, npeaycMoTpeHHbIX rnason |l
HacToswmx [NpaBun, NCNONb3YyTCA Takke CrneayLme OCHOBHbIE MOHATUS:

OuoHarpyska - ypOBeHb W BWA MWKPOOPraHM3MOB (HaMpuMep, Henpuemnemble WM A0oNyCTUMble
MWKPOOPraHn3Mbl), KOTOpble MOryT NPWCYTCTBOBAaTb B WCXOOQHOM Cbipb€, UCXOOHOM Cbipbe AN NpOW3BOACTBa
hapmaueBTMHEeCKON CybCTaHuuW, MPOMEXYTOYHOM MpoAyKuMM WM B dhapmaueBTUYeckon cybcTaHumu.
BuoHarpysky He cnegyeT cuMTaTb KOHTaMUHaUMEW, €Crn ee YPOBHU He NPEeBbILLAaloT YCTaHOBMNEHHbIE NpeaerbHble
3HaYeHUst Ny He obHapyXeHbl MUKPOOPraHU3Mbl, onpeaensiemble Kak HeoNnyCTUMbIE;



BCMomoraTternbHble MaTepuansl - maTepuanbl, 3a WCKMIOYEHUMEM pacTBOpUTENEn, KOTopble SABMAITCS
BCMOMOraTenbHbIMU NPV NPOM3BOACTBE NMPOMEXYTOYHOW NPOAYKUMM UK bapmaueBTUYECKON CyGCTaHUMM 1 camm
no cebe He y4yacTBYHT B XMMUYECKOW MM Buonormveckon peakuumn (Hanpumep, uUnbTpylowmMe matepuarnbi,
aKTUBMPOBAHHbLIW Yronb);

BbIXOA OXWOAEMbIN - KONMYECTBO MaTepuana Unu npoLeHT OT TeOpPeTUYEecKOoro BbiXOAa, OXuaaemble Ha
nobon COoOTBETCTBYIOLWEN CTaauM TEXHOMOMMYECKOro Mnpouecca, OCHOBaHHblE Ha [AaHHbIX, NpeABapuTenbHO
Nony4YeHHbIX NPy NPOM3BOACTBE 3TOro Marepuana B nlabopaTopHbIX, OMbITHLIX UK NPOMBILUMEHHbIX YCNOBUSX;

BbIXO4, TEOPETUYECKUA - KONMMYECTBO, KOTOpOE OMpeAerieHO Ha OCHOBaHWM KONMMYyecTBa WCMOfb3yemoro
mMaTtepuana n MoxeT ObiTb NPoM3BeAeHO Ha MbOoN COOTBETCTBYIOLLEN CTaaMM TEXHOMOMMYECKOro npouecca npu
YCINOBUWN OTCYTCTBUSA KaKMX-Nnbo NoTepb UM OTKITOHEHMWI B YCINOBUSIX peasibHOro TEXHOMNOrMYECKOro NpoLecca;

AaTta WCTeYeHMs cpoka rOOHOCTW - JaTta, yKasaHHas Ha ynakoBKe M (Unu) aTukeTkax dpapmaueBTUYECKON
cybcTtaHuum n obo3HavaroLwasa nepmos BpeMeHW, B TEYEHNE KOTOPOro MpU XpPaHEHUW B YCTAHOBIEHHbBIX YCIIOBUSAX
XapakTepucTtuku apmaueBTudeckon cybcTaHuMM [OSPKHbI OCTaBaTbCA B npedenax cneuvdukauui, v no
NCTEYEHMM KOTOPOro hapMaLeBTUYECKYI0 CyOCTaHLMIO HEMNB3SA UCMONb30BaTh;

Aata NoBTOPHOrO UCMbITaHUSA - AaTta NpoBeAeHUs MOBTOPHOrO KOHTPOMS mMaTtepuwana Ans noarBepXaeHus
€ro NpUrogHoOCTN ANS AanbHENLLEro NCNOSb30BaHUs;

UCXOQHOE Chbipbe Ans NPou3BOACTBa hapMaueBTUYECKOW CyBCTaHLuuN - Cbipbe, NPOMEXYTOYHasA NPOAyKLMS
unu apyrue dapmaueBTMdeckme cybcTaHummn, KOTOpble UCMOMb3yTCsa ANA NpouM3BOACTBA dhapMaleBTUYECKUX
cybCcTaHUUM ©n BXOOAT B CTPYKTYpy apmMaueBTUYECKON CyOCTaHLUMM B KaYeCTBE BaXXHOr0 CTPYKTYPHOro
parmeHTa. McxogHoe cbipbe Ans npousBoacTBa papmaueBTMYecKon cybcTaHumMm MoXeT ObiTb nNpuobpeTeHo
npoussoguTeneM MO AOroBOPY y OOHOrO WAM HECKOMbKMX MOCTaBLUMKOB, NMBO MOXET NpOU3BOAUTLCH WM
caMOoCTOSATENbHO. McxoqHoe chbipbe AMs NPOM3BOACTBA hapMaLeBTMYECKON cybcTaHuum, Kak npaBuio, umeet
YCTaHOBMEHHbIE XMMUYECKMEe CBONCTBA N CTPYKTYPY;

KOMMbIOTEPHAs CUCTEMa - [pynna KOMMOHEHTOB annapaTHoro obecrnevyeHnss U COOTBETCTBYHOLLENO
NporpaMMHoOro obecneyeHusi, CNPOEKTMPOBaHHash M CMOHTMPOBaHHasi Takum o0O0pa3oM, 4YTOObI BbIMOMHATH
onpeneneHHyo QyHKUMIO Nnn Habop YHKUNR;

KOHTaMmMHaLMs - HexenaTenbHOe BHECEHNE NPUMecen XMMNYECKON MM MMKPOBMONOrMyeckon npmpodbl Unm
WMHOPOAHbIX BELLEeCTB B MCXOQHOE Cbipbe, MPOMEXYTOYHY npoaykumio nnu éC BO Bpems TEXHOMOrM4yeckoro
npouecca, otbopa npob, ynakoBku MmN NepeynakoBku, XPaHEHNUS NN TPAHCMOPTUPOBKMY;

KpUTEPUMU MPUEMMEMOCTU (OOMYCTUMbIE HOPMbI) - YMCMNOBbIE Npefenbl, WHTepBanbl WU gpyrue
COOTBETCTBYHOLUME MEPbI AN NPUHATUS pe3ynbTaToB UCMbITaHUNR;

KPUTUYECKUA - TEPMWH, OTHOCSLLIMICA K MPON3BOACTBEHHOW CTagun, YCNOBUIO TEXHOMNOrMYECKOro npolecca,
TpeboBaHWIO MCMbITaHUA unu nNboMy Apyromy CyLleCTBEHHOMY MapameTpy WinvM npegmeTy, KOTOopble AOMMKHbI
KOHTpONMpOBaTbCs B NpeAenax 3afdaHHbIX Kputepues Ans obecnedyeHns COOTBETCTBUSA NIEKAPCTBEHHOIO CpeacTBa
n (unn) cdbapmMaueBTU4eckon cybcTaHLMn yTBEPXKOAEHHON cneumnduKkaLnm;

mMaTepuan - obuwee noHATME, obo3Havawllee Ccbipbe (MCXOOHOE Cbipbe, PEeaKTUBbLI, PaCTBOPUTENN),
BCMOMoOraTenbHble MaTepuanbl, NMPOMEXYTOYHYIO MPOAYKUMIO, (hapMaLeBTUYECKYD CYOCTaHLUMIO, YNaKOBOYHbIE
MaTepwuansl, Matepuanbl 45 MapKUpoOBKY;

MaTOYHas XXMOKOCTb - OCTAaTOYHAs XXUOKOCTb MOCMe NPOLEeCCOB KpucTannusaumm unu seigenexHms. MatouHas
XMOKOCTb MOXeT cofepxaTb HenpopearvpoBaBlUMe BeLlecTBa, MNPOMEXYTOYHbIE MPOOYKTbl, HEKOTopble
konmyectBa apmaueBTUyeckon cybctaHumm un (unu) npumecern. OHa MoxeT OblTb ucnonb3oBaHa Ans
JanbHenwen obpaboTku;

obecneyeHve KayecTBa - COBOKYMHOCTb BCEX OPraHU3auMOHHbIX MepOonpUATUA, HamnpaBneHHbIX Ha
obecneyeHne TOro, 4YToObl BCEe rleKkapCTBEHHble CpeAcTBa WU (Mnu) dapmaueBTUyeckne cybctaHuum umenwu
KadyecTBO, Heobxoaumoe AN UX NpeanosiaraeMoro NpUMEHEHWsl, a BCe CUCTEMbl KadecTBa MOAAEPXKUBANUCH B
paboyemM COCTOSAHWM;

OTKINOHEHWE - OTCTYNNEHNE OT YTBEPXKAEHHON NHCTPYKLUN UMK YCTAHOBMNEHHOMO CTaHaapTa;

nepepaboTtka - MpoBeAeHWE OAHOW WU HECKOMbKMX CTaaui, OTNIMYAKLWMXCSA OT YCTaHOBMEHHOrO
NPOU3BOACTBEHHOIO MpoLecca, ¢ Lenbio 06paboTkM Takoh NMPOMEXYTOYHOW MPOAYyKUUU unn hapmaueBTUYECKon
cybcTaHuum, KoTopas He COOTBETCTBYeT CTaHgapTaMm unu cneumdukauusam, AN nonydeHus npoMexyTOYHOW
npoaykuum unu capmaueBTUYEeCKoW CybCcTaHuuM NpuemMnemoro KadectBa (Hampumep, nepekpucTannm3aums c
MOMOLLIbIO OPYrOro pacTBopuTens);

NoAnMcaHo, MOANUCH - NOAMUCH NMLUA, KOTOPOE BbIMOMHANO OnpedeneHHoe OeNCTBME UMM OCYLLEeCTBMSNO0
npoBepky. JTa NoAnMCb MOXeT ObiTb B BUAE VMHULMAMOB, MOJSIHOrO PYKOMUCHOro BapmaHTa hamunnm, UMeHu K
OT4yecTBa (NpU HanMuMn), PYKONMMUCHON NOAMNCU, NTUYHOWM NeYvyaTu UM ayTEHTUYHON U 3aLUMLLEHHOW 3IIEKTPOHHOM
noanucy;

nogpasfaeneHve (nogpasaeneHnsl) kayectea - nogpasgerneHue, KOTopoe He3aBUCMMO OT NPOWM3BOACTBA U
BbINOMHSAET 06513aHHOCTU Kak No obecrneyeHnto kKavyecTBa, Tak U Mo KOHTPOSO KayecTtBa. OTO MOryT ObiTb nnbo
oTOenbHble NoApasgeneHns obecrneyeHns kavyecTBa U KOHTPOMsl KadecTBa, MO0 O4HO NMUO MMM rpynna nuuy B
3aBMCMMOCTM OT MacLuTaba u CTPYKTYpbl OpraHM3aunu;



npuMechb - foboM KOMMOHEHT, MPUCYTCTBYIOLNA B MPOMEXYTOYHOW NpOOyKUuMKM nnn dapmMaueBTUYECKOn
cybcTaHuum, Hannume KOTOpPOro HexenaTernbHo;

npou3soguTens, paboTalowmn No OOroBOopy - MPOU3BOAUTENb, BbIMONHAKLWNA ONpPeAeneHHbin  BUA
NpOV3BOACTBEHHOM AEATENBbHOCTM MO NOPYYEHUIO NEpPBOHAYanNbLHOro NPON3BOAMTENS;

NPOTOKON Banuaauum - AOKYMEHTanbHO O(OPMIEHHbLIN MnaH, ykasbiBaloLiMW, Kak cregyeT npoBOAUTb
Banuaaumo, W onpegensowmi  Kputepun npuemnemoctu. B yacTHocTu, B npoTokone Banupauuu
NPOU3BOACTBEHHOIO NpoLecca AoMKHbI BbITb ykasaHbl TEXHONOrm4eckoe obopyaoBaHue, KpuTudeckme napameTpbl
npouecca 1M ero paboume pexumbl, XxapakTepUCTUKM MPOAYKLMM, OTOOp npob, AaHHbIE WCMbITAHURW, KOTOpble
HeobxoaumMo cobpaTb, KONMMYECTBO BanvaaLMOHHbIX LUKIOB U NpUemMrieMble pe3ynbTaTbl UCMbITaHUNR;

npoune NpuMMecen - OnuUcaHue WAEHTUPUUNPOBAHHBIX W  HEeMaeHTUUUMPOBAHHBIX MPUMECEN,
MPUCYTCTBYIOLLMX B (hbapmaueBTUYeCKOn cybcTaHunu;

pacTBOpUTENb - HEOpraHWyeckash UM OpraHmyeckasl >XMOKOCTb, WCMOMb3yemMasi B KadecTBe cpedbl Ans
MPUroTOBMIEHMST  PacTBOPOB WM CYCMEH3UM Npyv  MPOU3BOACTBE  MPOMEXYTOYHOW  MPOAYKUMM WK
dapmaueBTNYECKON CyOCTaHUMK;

CTaHOapTHbI obpasel, BTOPUYHBIN - CyOCTaHUUSA YCTAaHOBMEHHOrO KayecTBa WM YUCTOTbI, YTO AOKasaHo
nocpeacTBOM CpaBHEHUS C MEPBUYHLIM CTaHAapTHbIM 06pasuom, KChonb3yemass B KavyecTBe CTaHOapTHOro
obpasua Ansa Tekywmx nabopaTopHbIX aHann3os;

CcTaHOapTHbIN 0bpasel, NepBUYHBLIN - CyBCTaHUUA, KoTopas ABMASETCS MOANMMHHLIM BELEeCTBOM, YTO Obino
JOKa3aHO C MOMOLLbIO pPaCLUMPEHHbIX aHanMTUYECKNX WCMbITAHUA, M KOTopas OofmbkHa obnagaTb BbICOKOM
CTENeHbI YUCTOThl. OTOT CTaHAAPT MOXeT ObiTh: 1) nonyyeH n3 ouumansHO NPU3HAHHOIO UCTOYHWKA Mnn 2)
nonyyYeH NocpeacTBOM HE3aBMCUMOrO CUMHTE3a, unn 3) NonyyYeH M3 MCMomnb3yeMoro B Npous3BoaCcTBE BeLecTBa C
BbICOKOW CTEMEHbI YMCTOTbl, WNM 4) nNPUroToBNeH MOCPEeACTBOM MNOCEeaylolWen OYUCTKA BeLLecTBa,
NCMONb3yeMOro B NPON3BOACTBE;

dapmaueBTmndeckme cybctaHuum (PC) - nekapcTBeHHble CpeacTBa B BuAE [OEWCTBYHOLMX BELLECTB
Guonornyeckoro, GUOTEXHONMOIMMYECKOr0, MWHEPANbHOTO WM XUMUYECKOrO MPOUCXOXAEHUsl, obnagarwowme
chapMakonormyeckon akTMBHOCTbIO, MpedHasHayeHHble Ans NPOW3BOACTBA, MW3rOTOBMEHUS JIEKAapCTBEHHbIX
npenapaToB 1 onpegenstowme nx 3PPeKTNBHOCTb <*>.

<*> T[lyHkT 2 cTtaTbm 4 depepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpaweHun
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

Mpunoxexne N 1

K MNpaBunam opraHnsauuun
NPOU3BOACTBA M KOHTPOMS KayecTBa
NneKapcTBEHHbIX CPeacTB

NMPON3BOACTBO CTEPUIIbHbLIX NNEKAPCTBEHHbLIX CPEACTB
[. AIPNHLAIM

1. K npoun3BoacTBY CTepwibHbIX NEeKapCTBEHHbIX CPEACTB MNpeabsBnstoTcs ocobble TpeboBaHWs, YTOOLI
CBECTU K MUHUMYMY PUCK KOHTaMUHaLMWU MUKPOOPraHn3Mamm, YacTuuaMmy u nuporeHamn. YkasaHHble NnonoxeHns
3aBUCAT OT KBanudukaumm MpouM3BOACTBEHHOIO MepcoHana, ero obyveHus M OTHOWeHWs K pabote. [Ons
obecrneyeHns KayecTBa Mpu NPOU3BOACTBE CTEPWIbHBLIX NpenapaTtoB HeoOXoAMMO NpuaepKuBaTbCA TWATENbHO
pa3paboTaHHbIX 1 BanuaMpoBaHHbIX CNOCOO0B Npou3BoAcTBa U npoueayp. KoHeuHas ctagusi nponsBoACTBa unu
KOHTPOI1b roToBOWM npoaykumn He ABnATCA €4UHCTBEHHBbIM CpenCTBOM obecneyeHus CTEPUNBHOCTUN UNn Ogpyrux
rnokasaTtenewn kadecTsa NpoayKLuu.

2. [leTanbHble MeTOAbI ONPeAENEeHNss YNCTOTbI BO3yXa, MOBEPXHOCTEN U APYrMX OObEKTOB MOHUTOPUHIA Mo
MUWKpPOOPraHn3mam 1 4actuuam onpegeneHbl HopMaTUBHbBIMK NPaBoBbIMU akTamu Poccuiickon ®eagepaunn.

Il. OBWWME TPEBOBAHWA
3. (1) CTepunbHyt0 NPOAYKLMIO HEO6XOAMMO NPOU3BOANTL B YMCTbIX 30HaX, JOCTYN B KOTOpble nepcoHana u

(I/Iﬂl/l) nocrtynneHune 060pyﬂ,OBaHMﬂ, MCXOOHOIo CblpbA M YNAKOBOYHbIX MartepuanoB OOJDKHbl OCYLLEeCTBIATbCA
4yepe3 BO3AYyLUHble LWIH3bl. B umucTbix nomeLeHnax (3OHaX) OOJKeH nogaepXumeatbCA YpPOBEHb 4YUCTOTHI,



OTBEYaKLNA COOTBETCTBYIOLLEMY YPOBHIO YACTOThI, B HAX HEOBX0AMMO nogaBaTb BO3AYX, KOTOPbIA MPOLLEN Yepes
(1nbTPbl COOTBETCTBYHOLLEN 3PPEKTUBHOCTH.

4. (2) PasnunyHble onepauuy MO MNOArOTOBKE KOMMOHEHTOB, MPUIOTOBIIEHMIO MPOAYKLMU W HaMOJHEHUHO
OOMKHbl  OCYLLECTBMATLCA B OTAENbHbIX 30Hax (NOMELWEHUAX) BHYTPU YUCTOM  30HbI  (MOMeLLeHUs ).
TexHonornyeckme onepaumm JenaTtCa Ha ABe KaTeropuu: nepeasi, Korga MNpoAyKuMilo nopseprawT (OUHULLIHON
cTepunu3auuu (B NepBUYHOMN YNaKOBKE), U BTOpasi, Korga onepaumm Ha HECKOMNbKUX UMM BCEX CTaAMsIX BbIMOSHAOT
B aCenTMYECKNX YCrOBUSAX.

5. (3) Yuctble 30HbI (NOMeLLeHMs) Ons NPOM3BOACTBA CTEPUNBHOM MPOAYKLMM KNnacCuuULMpYoTCs B
COOTBETCTBMU C TpebyembiMM XapakTepucTukamm Mpon3BoACTBEHHOW cpedbl. Kaxgas npou3BOACTBEHHas
onepauusa TpebyeT onpeaeneHHoro ypoBHS YMCTOTbl MPON3BOACTBEHHOM Cpeabl B 3KCMITyaTUPYEeMOM COCTOSHUU C
LUenblo CBeAEeHMS K MWHMMYMY pWCKa KOHTaMUHaUMM 4YacTuuamu WM MUKpOOpraHv3amMamu npogykta wnu
06pabaTbiBaeMOro MICXO4HOTO Chipbs U MaTepuanos.

6. [Ons obecnevyeHnss COOTBETCTBMS TpeboBaHMAM B "IKCMiyaTMpyemMom" COCTOSSHUM YUCTble 30HbI
(momeLLeHns) OOMKHbI ObiTb CNPOEKTMPOBaHbI TakK, YTOObl 06ecneynTb TOYHO OnpedeNieHHbI YPOBEHb YUCTOTHI
BO34yxa B "OCHaLLEeHHOM" COCTOSIHUM.

7. "OcHalleHHoe" COCTosHME - COCTOSHME, B KOTOPOM YMCTOE MOMELLEHME MOCTPOEHO U (PYHKLMOHMPYET,
TexHonorn4yeckoe obopyaoBaHUe NONHOCTLIO YKOMMNIIEKTOBAHO, HO NepCcoHan oTCyTCTBYeET.

8. "OkcnnyaTupyemoe" cOCTOsiHME - 3TO COCTOSIHME, NMPU KOTOPOM YMCTOE MOMELLEHUEe U TeXHONOormyeckoe
obopynoBaHue yHKUMOHMPYIOT B TpeOyemMoM pexrMe € 3aaaHHbIM KONMMYECTBOM paboTaloLlero nepcoHana.

9. TpeboBaHusa Kk "ocHaweHHOMY" K "3KcnnyaTupyemomy" COCTOSHMAM AOSMKHbI ObiTb YCTaHOBMEHbl Ang
Ka)kOoro YNCTOro NOMeLLEHMS UK KOMMEKCa YUCTbIX MOMELLEHUIA.

10. YncTble 30HbI (MOMELLEHMS) NPpY NPOU3BOACTBE CTEPUIbHBIX JIEKAPCTBEHHBLIX CPeACTB NoApasaenstoTcs
Ha YyeTbIpe knacca:

Knacc A - nokanbHas 30Ha ANS NPOBEeAEHMs onepauui, NpPeacTaBrsoWmMX BbICOKUA PUCK ANA KadvecTBa
NpOaYKUUW, B YaCTHOCTW, 30HbI HAMOMHEHUS, YKYMOPKW, 30HbI, T4 aMnynbl U orakoHbl HAaXOOATCSH B OTKPbITOM
COCTOSIHMN U BbINOJHAKTCHA COeAMHEHUs1 YacTel obopygoBaHUsl B acenTUYeckux ycroBusax. Kak npasuno, Takne
ycnosus obecneynBaroTCa naMMHApPHbIM MOTOKOM BO3dyxa Ha paboyem mecte. CucTeMbl TaMMHAPHOMO MOTOKA
BO34dyxa OOIMKHbI obecneymBaTe paBHOMEpPHYK CKOpPOCTb Bo3ayxa B AmanasoHe 0,36 - 0,54 m/c (HopmaTmeHOE
3HayeHne) Ha paboyen MOBEpPXHOCTW, HaxoOsAWEencs B OTKPbITOW 4YuCTOM 30He. [logdepxaHwe namMumHapHOCTH
OOMKHO ObITb AOKa3aHO M MpoBanuMavpoBaHo. B 3akpbiTbix u3onsaTopax um Gokcax € nepyaTkamu AOnyckaeTcs
NCNonb30oBaTb O4HOHAMNPABMEHHbIN MOTOK BO34yXa C MEHbLLUMMU CKOPOCTAMM;

knacc B - 30Ha, HenocpedCTBEHHO OKpyXawLllasi 30HY knacca A, npegHasHavyeHHy AN acenTU4eckoro
NPUroTOBMNEHWS N HANOMNHEHUS;

knaccel C m D - yncTble 30HbI AN BbINOMHEHUS MEHEE KPUTWYHBIX CTaaui NPOU3BOACTBA CTEPUITbHOM
NpoayKLUUN.

l1l. KMTACCUOUKALINSA YACTbIX MOMELLEHWN U YACTbIX 30H

11. (4) YmncTble NOMeLLEHUs N YMCTble 30HbI KnaccuduumpytloTea <*>. [ogTrBepxaeHue Knacca YuCTOTbl
HeobXx0AMMO 4YeTKo OTAeNnsATb OT MOHWUTOPUHra MPOU3BOACTBEHHOW cCpedbl Npu MNpoOBeAeHun npouecca.
MakcumanbHO JoMyCTMMas KOHLEHTpaLWs adpo30nbHbIX YacTuL, 4518 KaKA4oro knacca npveeaeHa B Tabnuue N 1.

<*> CnpaBoyHo: FOCT P CO 14644-1 (EN ISO 14644-1).

Tabnuua N 1
3oHa | MakcumanbHO gonycTumoe Yncno Yactuy B 1 kyG. M BO3gyxa npu pa3mepe 4acTtuL, paBHOM Uiv
fonbLIeM

B ocHallleHHOM coCToSHUMU B akcnnyatvpyemMom COCTOSHUM
0,5 MKm 5,0 MKm 0,5 MKm 5,0 MKm

A 3520 20 3520 20

B 3520 29 352 000 2900

C 352 000 2900 3520 000 29 000

D 3520 000 29 000 He pernameHTupyeTtcs He pernameHTupyeTtcs

12. (5) Onsa uenel knaccudumkaumm B 3oHax krnacca A MUHUManbHbIM 00beM oTOMpaemorn Npobbl Bo3gyxa
OOIMKeH ObITb He MeHee 1 M3 ans kaxpgow Todkm otbopa npob. Knacc A cootBetctByeT knaccy MCO 4.8 no

nokasaTento npeaenbHOro KoNMYecTBa YacTiL, B BO3AyXe pa3mMepoM = 5,0 MKM.
Knacc B (B ocHalLeHHOM COCTOSIHMM) MO KONMMYECTBY a3p030JSibHbIX YacTul, cooTBeTcTBYeT knaccy MCO 5 no
KONM4eCcTBY YacTul, 060MX yKa3aHHbIX pa3mepoB.



Knacc C (B OCHalleHHOM U1 3KCMfyaTMPyeMOM COCTOSIHUSIX) MO KOJNIMYECTBY adpo30fibHbIX YacTuy,
cootBeTcTBYeT kraccy MCO 7 n MCO 8 cooTBETCTBEHHO.

Knacc D (B ocHalLleHHOM COCTOSIHMM) MO KONMMYECTBY adp030ribHbIX YacTuy, cooTBeTcTByeT knaccy NCO 8.

[na noaTeBepxXOeHUsa Knacca YMCTOTbl MPUMEHSIETCS MeToAuKa <*>, B KOTOPOW pernameHTMpOBaHbl Kak
MUHUMAanNbHOE KOMNMMYeCTBO Touek Ans otbopa npob, Tak u 06beM Npobbl ¢ y4eTOM NpeaenoB AaHHOro Kracca Ans
KonmnyecTBa 4acTuL, HanbornbLUEro U3 ykazaHHbIX pa3mMepoB, a Takke MeTo OLEHKM NONYyYEHHbIX AaHHbIX.

<*> Cnpaso4Ho: TOCT P NCO 14644-1 (EN I1SO 14644-1).

13. (6) Ons noarTeepXxneHma Kracca HeobxoQMMO MCMNONb30BaTh noptatuBHble CHETYUKM YYacTul C

KOPOTKUMU TpyBKamu Ans oT6opa Npob 13-3a OTHOCUTENBHO BLICOKOrO YPOBHS OCAXAEHMUS YacTUL, Pa3sMepoM =
5,0 MKM B [AMCTaHUMOHHBIX cucTeMax pAang otbopa npo6 C AnvHHBIMM Tpybkamu. B cnyvae cuctem
OOHOHanpaBfeHHOro NOToKa BO3ayXa AOMKHbI MCMONb30BaTbCS N30KMHETUYECKMe Hacadku ans otéopa npob.

14. (7) MNoaTBepxaeHWe knacca B 3KCMIyaTMpyemMoM COCTOSHUM AOMYCTMMO MPOBOAWTL BO Bpemsi paboTbl
N Npu MogenupoBaHum paboymnx onepauun, UM NPW HanonHEHUN nNuTaTenbHbIMU cpeaamu, Kak Toro Tpebyet
MoOenupoBaHMe cuTyauun, Mpu KOTOPOW WMUTMPYIOTCA MpedenbHo AONyCTUMble napameTpbl  BeOeHus
TEXHOMNOrMYEeCKoro npouecca npu cambix HeBnaronpuATHbIX hakTopax u ycrnoBusx (4anee - Hauxygwum cryyamn)
<*>,

<*> CnpaBo4HO: YKa3aHusd No NpOBEOEHU0 UCTbITaHMN ANs MOATBEPXOEHUA MOCTOSIHHOTO COOTBETCTBUSA
3aflaHHOMY Kraccy 4ncToTbl npuBeaeHsl B ctaHgapte FTOCT P CO 14644-2 (EN ISO 14644-2).

IV. MOHUTOPWHI YACTbIX MOMELLEHWA N YNCTbIX 30H

15. (8) Heobxognmo npoBOAMTbL TEKYLUMA MOHMTOPMHI YAUCTbIX MOMELLEHUA U YACTBIX 30H B Nepuog MX
akcnnyaTtauun. Toukm oTbopa npob Ons TeKywlero MOHMTOPUHra BbIOMpalOT Ha OCHOBE aHanm3a PUCKOB U
pe3ynbTaToB, NOMYYEHHbIX NPY KraccuduKaLmnm YUCTbIX NOMELLEHUI U (UMK) YUCTBIX 30H.

16. (9) Onsa 30H knacca A MOHWTOPWHI 4acTuy, AOMKEeH NPOBOAUTLCH HEMPEPbLIBHO Ha BCEM MPOTSXEHUN
KpuTuyeckoro mnpouecca, Bknoyasd cbopky obopygoBaHusA. [lpn Hagnexawem o060CHOBaHMM WCKMAOYEHne
COCTaBMAT NPOLECChl C NPUMEHEHNEM 3arpsA3HSALWMX BELECTB, KOTOPbIe MOryT NOBPEANTb CHETUYMUK YacTUL, unu
npeacTaBnsaTe COBOM ONACHOCTb, B YACTHOCTW, XUBblE OPraHM3Mbl UMW paguonornyeckas onacHocTb. B Takux
Cry4asix MOHMTOPWHI criefyeT OCYLIeCTBMATb BO BpeMs 0OblYHbIX onepauuy no HacTponke obopygoBaHus A0
MOMeHTa NosiBNieHns pucka. Takke Heo6x0auMO NMPOBOAWNTL MOHUTOPWHI BO BPEMsS MoAenvpoBaHus onepauuii. B
30Hax knacca A MOHWUTOPWHI OOfKeH NMPOBOAMTLCA C TakOW 4YacTOTOW U Mpu TakoM obbeme oTOupaeMbix Npob,
4YTOObI MOXHO 6bINO 3adNKCMPOBATL BCE BMELLATENbCTBA, Cry4anHble cOObITUSA U Ntobble NOBPEXAEHUS CUCTEMBI,
a B cfyyae BbIXxoda 3a npegern npeaynpexaeHus - nogHATb Tpesory. HenocpeacTBEHHO B MeCTe HaMoMNHeHNs He

BCerga BO3MOXHO MPOJEMOHCTPUPOBATL HU3KME YPOBHW YacTWL, pasmepoM = 5,0 MKM B MpoLiecce HanornHeHus
n3-3a 06pasoBaHMs YacTuL, UK Kanenb U3 Camoro NpoaykTa.

17. (10) PekomeHayeTcs, 4Tobbl Takas e cucTeMa NnpumeHsinacb Ans 30H knacca B, xoTa yactota otbopa
npo6 moxeT OblTb MeHblien. BaxHOCTb CUCTEMbI MOHMTOPMHIa Yactuy fdorkHa OblTb  onpegeneHa
3(PPEeKTUBHOCTLIO pasfeneHus Mexay pacrnonoXeHHbiMU psgom 3oHamm knaccoB A v B. B 3oHax knacca B
MOHUTOPWHI JOMKEH NMPOBOAUTBLCA C TAKOW 4YacTOTOW MU COOTBETCTBYOLWUM 06beMOM oTbmpaembix npob, 4Tobbl
MOXHO ObINo 3aumKcUpoBaTb U3MEHEHWS YPOBHSI KOHTaMuHauMu u nobble yxyaweHuss paboTbl CUCTEMBbI, a B
cry4yae BbIXO4a 3a YPOBEHb TPEBOMM MOXHO ObIfio Obl MPUHATL 3KCTPEHHbIE MEpbI.

18. (11) CucteMbl MOHUTOPUHIa aspOo30SIbHbIX YaCTUL, MOFYT COCTOATb N3 HE3AaBUCUMbIX CHETUYMKOB YacTuL,
13 cUcTeMbl NocriefoBaTeNbHO PACMONOXEHHbIX Touek oTbopa Npob, NpMcoeanHEHHbIX TPYOONPOBOAOM K OAHOMY
CYETUMKY yacTul, unm obbeanHAaTb 3TM ABa noaxoda. [pu BbibOpe CUCTEM KOHTPOMS AOMKHbl YYUTbiBATbCH
TpeboBaHusa Kk pasmepam yacTuu. [py ncnonb3oBaHMK yganeHHsIx cuctem otbopa npob HeobxoanMO yunTbiBaThb
AnvHy TpyboK M paguycbl U3rMboB TPyOOK C y4eTOM BO3MOXHOCTU ocefaHus vactuy B Tpybkax. [Npu Bbibope
CUCTEMbI MOHUTOPMHIra HEOBX0ANMMO TaKkKe ydYUTbIBaTb MOOON PUCK, UCXOASALLMI OT MaTepuanos, UCNOMb3yeMbIX B
TEXHOMOrM4YEeCKoM NpoLecce, Hanpumep, HanMyne XuBbIX MUKPOOPTraHN3MOB UIN PagUOaKTUBHbBIX JIEKapCTBEHHbIX
npenapaTos.

19. (12) MNpw ncnonb3oBaHUN aBTOMATU3NPOBAHHOW CUCTEMbI TEKYLLENO MOHUTOPUHra o6bem nNpob 3aBuCUT,
Kak npaBumo, oT CKOPOCTN oTbopa Npob ncrnonbdyemon cucteMbl. O6beM Npob Npu TEKYLLEM MOHUTOPUHIE MOXET
oTnnyaTbes oT obbema nNpob npy NpoBeAeHMN KBanuUKaumm YUCTbIX MOMELLEHUA N YUCTbIX 30H.

20. (13) B 3oHax knacca A n B MOHUTOPUHI KOHLIEHTpaLMKM YacTul, pasMepoM 2 5.0 MKM MMeeT ocoboe
3Ha4yeHne, TOCKOMbKY 3TO SBMSETCH BaXHbIM WHCTPYMEHTOM [OWArHOCTUKM Ol PaHHEro  BbISIBNEHUS

HecoOoTBeTCTBUSI. VIHOrAa nokasaTenu KorMyecTBa YacTul, pasmMepoM = 5.0 MKM MOryT 6biTb OLIMGOYHLIMI U3-33
SMEKTPOHHOrO LliyMa, MOCTOPOHHEro CBeTa, Cry4YanHOro CTedeHus 0BCTOATENLCTB U npodnx dakropos. OaHako



€CMnM CYETYMK MOocreaoBaTeNlbHO U CUCTEMATUYECKM PErncTpupyeT Maroe YMCIo YacTuud, TO 3TO yKasbiBaeT Ha
BO3MOXHOCTb KOHTaMunHauum, 4To TpebyeT paccnegoBaHus. Takne cnyyau MoryT 3abrnaroBpemMeHHO yKasbiBaTb Ha
HencnpaBHOCTb CUCTEMbI BEHTUMALUN U KOHAWLMOHNPOBAHUS, YCTAHOBKM HANoSIHEHMS U CBMOETENbCTBOBATb O
HapyLLIeHMM NpaBun BO BpeMs Hanaakum obopynoBaHust Uy ero aKkcnnyaTtawmu.

21. (14) Jonyctumoe KONMYeCTBO YacTul, AN OCHALLEHHOro COCTOSHWSA, yKasdaHHoe B Tabnuvue, AOIMKHO
OOCTUraTbCs NOCre KOPOTKOro nepmoaa OYMCTKU NPOAOIIKUTENBHOCTLIO 15 - 20 MUHYT (HOpMaTMBHOE 3HAYeHue)
npy OTCYTCTBMM NepcoHana nocre 3aBepLleHnst paboTbl.

22. (15) MoHutopuHr 30H knacca C n D B akcnnyaTMpyemMOM COCTOSIHUM OOSDKEH OCYLLECTBNATLCH B
COOTBETCTBMM C MPUHUUNAMU YNpaBleHns puckamu Ans kadectsa. TpeboBaHUA K YPOBHIO TPEBOrM U YPOBHIO
aenctBust OyayT 3aBWceTb OT xapakTepa BbINOMHSAEMbIX OMepauui, OgHaKo B JtoboM criyyae OOMKHO ObiTb
OOCTUTHYTO pekoMeHA0BaHHOe 3Ha4YeHme "nepuoaa o4ncTkU".

23. (16) Opyrue nokasatenu, Takme Kak Temnepartypa U OTHOCUTENbHAs BNaXXHOCTb, 3aBUCAT OT NPOAYKLUN U
XapakTepa BbIMOMHAEMbIX OMnepauun. 3T napameTpbl He OOIDKHbI BNUSATb Ha YCTAHOBMEHHbIE HOPMaTUBbI
YNCTOTBI.

24. (17) lMpumepbl onepauuin, KOTopble CriedyeT BbIMOMHATL B 30HaX C pasHbIMM KraccamMu YUCTOTbI,
npueeneHsbl B Tabnuue N 2, a Tarke B nyHkTax 35 - 42 HacToswero MNpunoxeHus.

Tabnuua N 2
Knacc Mpumepbl onepauni 4na NpoayKuun, nognexaiwen GUHULLHON cTepunmaauun (NyHkTbl 35 -
37 HacToswero MNpunoxeHns)
A HanonHeHue npoAyKuMm, KOTOPYO HENb3s NOABEPraTb PUCKY KOHTaMUHALMK
C [MpurotoBneHme pacTBOpOB, KOTOPbIE HENb3A NOABepraTb PUCKY KOHTaMUHAUMK. HanonHeHune
npoayKuum
D lMpuroToBneHne pacTBOPOB U NOArOTOBKA NEPBUYHON YNaKOBKM, MaTepmarnos ans

nocrnegyrulero HanoJiHeHnA

Knacc Mpumepkl onepaunii 4Ns NPUroToBIEHMS B acENTUYECKUX YCNOBUSX (NyHKTbI 38 - 42
HacTtosiuero MNpunoxexus)
A AcenTn4ecKkoe NpUroToBIIEHNE U HANOJIHEHME
C [MpurotoBneHne pacTBopoOB, Nognexawmx punbTpaumm
D Onepauuu ¢ maTepuanamm nNocne MonKu

25. (18) Tlpy BbLINOMHEHWM aACENTUYECKMX MPOLLECCOB  HEOOXOOUMO  MOCTOSIHHO  MPOBOAWTL
MUKPOBOMONOrnMYecknin MOHUTOPUHI C UCMOSIb30BaHNEM CEANMEHTALMOHHOIO U acnMpauuoHHOro MeTodoB oTbopa
npo6 Bo3ayxa, otbopa nNpob C MOBEPXHOCTEW METOAOM CMbIBOB TaMMOHOM U C WUCMOMb30BaHWEM KOHTAKTHbIX
nnactuH. Metogpl oTbopa npob, MCNONb3yeMble B IKCMIyaTUPYEMOM COCTOSIHUM, HE AOSMKHbI HAHOCWUTb Bpen
3aluTe 30Hbl. PedynbTaThl MOHUTOPUHIA OOSMKHbI YYMTBIBATLCA NpU NpoBedeHnn ob3opa OOCbe Ha cepuio aons
BblJayn paspelleHnst Ha BbIMyCK roToBOM Npoaykuun. locrne BbIMOMHEHUS KPUTUYECKMX onepauun Heobxoammo
NPOBOAMTbL MOHWUTOPVHI MOBEPXHOCTEWM W MepcoHana. Takke [OMMKEeH MpoBOAUTBCS  AOMOMHUTENbHbIN
MUKPOOMOMNOrnMYeCKNMin MOHUTOPUHT BHE TEXHONOMMYEeCKOro nmpolecca, B YaCcTHOCTM, MOCMEe Banugauunm CUCTEM,
OYUCTKM 1 Ae3MHdEKUMN.

26. (19) PekomeHayemble npegenbl NpY  MUKPOOMOMOrMYECKOM  MOHUTOPUHIE YUCTBIX 30H B
3KCNIyaTUPYEMOM COCTOSIHUM NpuBeaeHbl B Tabnuue N 3.
Tabnuua N 3
Knacc PekomeHayemble npegenbl MUKPOOHOW KOHTaMuHauum (a)
B Bo3ayxe, CepgmmeHTauus Ha KoHTakTHble nnactuHbl | OTneyaTok nepyaTku (5
KOE/ky6. m yawky auameTtpom 90 anameTpom 55 mm, nanbsLes),
MM, KOE 3a 4 4 (b) KOE/nnactuHa KOE/nepyatka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
MpumeyvaHue:
(a) NMpuBegeHbl cpegHVe 3HaYeHs.
(b) OTAenbHbIe NIACTMHBI AN cegMMEHTaLMM MOTYT SKCMOHMPOBATLCA MeHee 4 4acoB.




27. (20) Tlo pesynbTaTaM MOHUTOPMHIA YacTul W MWUKPOOPraHM3MOB [OSKHbI ObiTb YCTAHOBMEHDI
COOTBETCTBYHOLIMNE Npeaenbl: ypOBEHb TPEBOMM U ypOBEHb AeNCTBMSA. B onepaunoHHbIX npoueaypax AOMmKHbI BbiTb
onncaHbl KOPPEKTUPYOLLNE AENCTBUSA B CryYae MpeBbILEHNst 3TUX NPEeaerioB.

V. N30NUPYIOLWAA TEXHOJIOMNA

28. (21) Vcnonb3oBaHue M30NWPYIOLLEA TEXHOMOrMM CBOAUT K MMHMMYMY BMELLATENbCTBO 4YenoBeka B
NMPOU3BOACTBEHHbLIX 30HaX, B pe3ynbTaTe Yero 3HAYUTENbHO CHWKaeTCd PUCK MUKPOBHOM KOHTaMUHaLMK
NpoayKUUW, NPOU3BEAEHHOW B aCENTUYECKUX YCNOBUSAX, U3 NPOM3BOACTBEHHON cpeabl. CyllecTByeT MHOro TUMoB
N30MATOPOB M MepefdaToOYHbIX YCTPOWCTB. M30MATOP M €ro KOMMMEKTYLWue AOMKHbl OblTb CKOHCTPYMPOBAHbI
Takvm obpasom, 4ToObl B COOTBETCTBYIOLLIEN 30HE 0becneunBanocb HeobxoaumMoe KadecTBO Bo3ayxa. M3onaTopsl,
M3roTOBMEHHbIE M3 pa3HblX MaTepuanoB, B OOMbLIEA WU MEHbLUEW CTEMEHU MNOABEPXEHbl MOBPEXOEHMUIO
nsonauum 1 pasrepMmeTusaumu. NepegatovHble YCTPOWCTBA MOTYT ObITb pasHbIMWU: OT KOHCTPYKUWIA C OAMHAPHON
UN1 ABOWHOMN OBEPbLIO A0 MOMHOCTBLI repMeTM3NPOBaHHBIX CUCTEM, BKMIOYAIOLMUX YCTPOWCTBA AN CTepUnm3aunm.

29. (22) lMepepaya maTtepuarnoB BHYTPb W HapyXy MW3onsTopa SBMASETCA OAHUM M3 caMbiX OONbLUMX
noTeHUMarnbHbIX UCTOYHUKOB KOHTaMuHauMn. OBbIMHO NPOCTPaHCTBO BHYTPU M30MATOpPa ABMSETCS OrpaHNUYeHHON
30HOW Ans NpoBedeHus onepauni, NPeacTaBnAlLWUX BbICOKME PUCKU OIS KadecTBa npoaykuumn. B To xe Bpems
AonyckaeTcsl, 4To B paboyein 30He BCeX Takmx YCTPOMCTB MOXET OTCYTCTBOBAaTb JTAMUHAPHLIN NOTOK BO3AyXa.

30. (23) TpeboBaHuMs K 4nCTOTE BO3Ayxa B Cpede, OKpyXKatolleh WU3oNnATop, 3aBUCSAT OT KOHCTPYKLUM
n3onaTopa U ero HasHayeHwus. Ynctoty aTtom cpedbl Heob6XoOMMO KOHTPONMpoBaTb, W AN aCEenTUYECKOro
Npou3BOACTBa OHa AOMKHA COOTBETCTBOBATb, MO KpariHen mepe, knaccy YyncTtoTbl D.

31. (24) N3onsTopbl MOryT ObiTb BBEAEHbI B 3KCMIlyaTaLuMio TOMbKO MOCHe NpoBeAeHMs COOTBETCTBYHOLLEN
Banupauun. Banngaumsa gomkHa yuutbiBaTb BCE KPUTUYECKUE (PaKTOPbl M3ONMPYIOLLEA TEXHOMOMN, B YaCTHOCTMH,
KayeCcTBO BO3Jyxa BHYTPM W CHapyXu u3onatopa, Nopsgok Ae3vHdeKuun M3onstopa, Npouecchl nepepayn u
LLeNoCTHOCTb M30MsTopa.

32. (25) HeobxoamMmMo npoBOAMTL HENPEPLIBHBLI MOHUTOPWHI, BKIHOYaOWMiA B cebst yacTble WUCMbITaHus
repMeTUYHOCTU U30NATOPA U Y3rOB "nepyaTtku - pykasa".

VI. TEXHONOIMA "BblAYBAHWE - HAMNONHEHWE - TEPMETU3ALMA"

33. (26) YcTtponcTtBo "BblgyBaHMe - HamonHeHWe - repmeTusauus” npegcrtaenseT cobon yCTpOMCTBO
crneumanbHOW KOHCTPYKUMMK, rge B OAHOM aBTOMAaTMYECKOM KOMMMIEKCE B TeYEeHMEe OOHOro HenpepbIiBHOMO
TEXHOMOrMYeCcKoro uukna m3 TepMonnacTU4HOro rpaHynara OpMUPYIOTCA YNaKOBKWU, KOTOPble HarnoMHAITCA
NPOAYKTOM M FepMeTU3MPYIOTCH. YCTPOWUCTBO "BblAyBaHWe - HamnonHeHwe - repmeTmsaums”, Ucnonb3yemoe B
acenTMyeckoM MPOM3BOACTBE M MMelollee 30Hy knacca A ¢ 3(pdeKTUBHbIM MOTOKOM BO34yXa, MOXET ObITb
YCTaHOBMEHO, NO KpanHen Mepe, B 30He kracca C npu ycrnoBun UCNOrb30BaHUA ofexabl, NPUMEeHAEeMON B 30Hax
ana knaccos A un (unu) B. lMpousBoacTBeHHass cpefja B OCHALLEHHOM COCTOSIHAM [OSbKHa COOTBETCTBOBaTb
YCTaHOBMEHHbLIM HOPMaTUBaM MO YacTuUaM U MUKPOOPraHM3Mam, a B SKCNIyaTUpyeMOM COCTOSIHUM - TOMbKO MO
MUKpOOpraHuamam. YCTPOWCTBO "BbldyBaHWe - HamnoriHeHwe - repmetmsaums”, ncrnonb3yemoe B MPou3BOACTBE
nNpoAyKuun, noanexaiien QUHULLIHON CTEPMM3aLMM, OOMKHO yCTaHaBNMBATbLCS, MO KpanHen Mepe, B 30He Knacca
D.

34. (27) YuuTbiBast 0COGEHHOCTU yKa3aHHOM TEXHOMOrMmn, Heobxoaumo obpallate ocoboe BHMMaHWE Ha:

KOHCTPYKUMIO 1 kBanudmkauuio obopynosaHus;

Banvaauuio n BOCNpPOM3BOAMMOCTb NPOLLECCOB "ouncTka Ha MecTe" u "ctepmnuaauyms Ha mecte";

NPOCTPAHCTBO YUCTOrO NOMELLEHUS, KOTOPOE ABMNSETCH NMPOM3BOACTBEHHOW Cpeaon Ans pasMeLleHHOro Tam
obopynoBaHus;

0oby4eHne onepaTopoB U NX OAEXAY;

OENCTBNA B KPUTUYECKOM 30He 0OopyaoBaHWs, BKIOYAsA BbIMNOMHEHWE MOACOEAMHEHUA U cbopkm B
acenTuYecKnx yCrnoBusaxX 4O Havana HanosrHeHus.

VII. MPOAYKLUWA, MOABEPITAEMAA ®UHWLLIHOW CTEPUNN3ALIMN

35. (28) TllogrotoBKka KOMMOHEHTOB MEPBWYHOM YMAKOBKM W OPYrMX matepuanoB U MNpOM3BOACTBO
OOnbLUMHCTBA BUOOB NPOAYKLUN OOMKHbLI MPOBOANTLCS B NMPOM3BOACTBEHHOM cpeae, No KpanHen mepe, knacca D,
yTOObl 0b6ecneynTb [OCTAaTOMHO HU3KUA YPOBEHb PUCKOB KOHTaAMUHAUMM YacTuUaMn M MUKPOOPraHM3Mamu,
nogxoaswmn ans cdunbTpauum u ctepunusauun. Ecnn mukpobHasi KOHTaMUHaUMS NPeAcTaBnsieT BbICOKME WK
0ocobeHHble PUCKU AN NPOAYKLUMK (B YAaCTHOCTU, KOraa NPOAYKUMA SIBNSIETCA XOpOoLlen nuTaTenbHON cpeaov Ans
pocTa MWKPOOPraHMsMoB nvMbO ee CcTepunM3auMu npelwecTByeT ANuTeNbHbI nepuod BpemeHu, nmbo
TEXHONOrMYeCcKnn npouecc BedeTcss No Oonblue 4acT B OTKPbITbIX €MKOCTSX), MPUroToBreHwe cneayet
OCYLLEeCcTBNATL B MPON3BOACTBEHHON cpeae kracca C.



36. (29) HanonHeHue npoaykTamu, nognexawmnmum (GOUHULLIHOWM CTepunmn3aumu, OOSDKHO MpOBOAUTHCS B
Npon3BOACTBEHHON cpeae, No KpanHen Mepe, knacca C.

37. (30) MNpwn NoBbILLEHHOM PUCKE KOHTaMUHALUM NPOAYKTa OT NPOU3BOACTBEHHOW Cpeapbl, B YaCTHOCTU, ECIU
onepauum HanonHEeHUst NPOXoaAT MEeANEHHO UNN YNaKoBKM UMEKT LUMPOKOE ropro, nnm ux Heobxoaumo aepxatb
OTKPbITbIMM BONee HeCKONbKMUX CEKyHA OO0 repmeTmsaunm, HanonHeHne OOSMKHO NPOBOAMTLCA B 30HE knacca A ¢
OoKpyxatoLlen cpenon, no kpavHenm mepe, knacca C. lNpurotoBneHne n acoBKy Ma3en, KpemoB, CYCNEeH3Un u
aMynbCuUi nepea UHULLHOW cTepunu3aumen Heobxoammo, Kak npaBurio, OCYLLECTBNATb B MPOU3BOACTBEHHOM
cpege knacca C.

VIII. ACEMNTUYECKOE NPOM3BOACTBO

38. (31) Onepaumm ¢ KOMNOHEHTaMN NEPBUYHON YNAKOBKMA U APYIMMU MaTepuanamMm nocrne MOWMKU OOIDKHbI
NPOBOAWTBLCS B MPOU3BOACTBEHHOW cpefe, Mo kpanHen Mmepe, knacca D. O6paboTky CTepuribHOrO WUCXOAHOMO
CblpbSl U KOMMOHEHTOB, €CNM B JdanbHEWWeM He nNpedycMOTpeHa CTepunu3aums unm  crtepunuaylollasi
dunbTpaumsi, He0b6X0AMMO OCYLLECTBNATL B paboyei 30He knacca A ¢ NpoM3BOACTBEHHOM cpeaon knacca B.

39. (32) [lpurotoBneHne pacTBOPOB, KOTOpble B XO4€ TEeXHONOrM4yeckoro npoiecca nognexar
cTepunuaylowen cunbTpauum, OOMKHO NPOBOAMTLCA B NpoOM3BOACTBEHHOW cpege knacca C. Ecnwm
cTepunuaylowas guneTpaumsa He NpoBOAMTCS, TO NOATOTOBKA MaTepuanos M NPOM3BOACTBO MPOAYKUUM OOIMKHbI
ocylecTBNATLECA B paboyen 30He knacca A ¢ NpoM3BOACTBEHHOW cpeadon knacca B.

40. (33) O6bpaboTky M HaNOMHEHMEe NPOAYKUUW, NMPUTOTOBIIEHHOW B acenTUYeckux ycroBusax, Heobxoaumo
npoBoAWTbL B paboder 3oHe knacca A ¢ npon3BoACTBEHHON cpedon knacca B.

41. (34) MNMepepayy (TpaHCNOPTUPOBKY) HE OKOHYATENIBHO YKYNMOPEHHbIX MEPBUYHBLIX YNAKOBOK C NPOAYKLMER,
Hanpumep, NMoUNU3NPOBaHHOW, 0O 3aBEPLLUEHUS NpoLecca YKYMOpKM HEOOXOAMMO OCYLLECTBNATb MM B 30HE
Knacca A, HaxoZsLencs B NPOU3BOACTBEHHOW cpefe Knacca B, unm B repmeTyHbIX NepeaaToyHblX KOHTeNHepax
B NPOM3BOACTBEHHON cpede knacca B.

42. (35) MNMpurotoBneHne 1 HanofHeEHNe CTEPUITbHLIX Ma3eW, KPEMOB, CYCMEH3WUA U 3AMYIbCUA HEOBXoaUMOo
OCyLLEeCTBNATL B 30He Knacca A, HaxodsiLwencs B Npon3BoACTBEHHOMW cpefe knacca B, ecnn npoaykuus HaxoanTces
B OTKPbITbIX EMKOCTSX M B JaNnbHENLEeM He NoABepraeTcs CTepunuayoLen omnbTpaumm.

IX. MEPCOHAN

43. (36) B uucTbix 30Hax QonyckaeTcs HaxoXAeHWe TOMbKO MUHMMAanbHO HeobxoaMMOoro Komm4ectsa
nepcoHana, 4to ocobeHHO BaXXHO ANs acenTU4Yeckoro NpousBoAcTBa. [1pOBEpKM M KOHTPOMbHbIE Onepauun, npu
HanMynmM BO3MOXXHOCTW, CrneayeT NpoBOANUTb, HAXOAACH 3a Npeaenamm YNCTLIX 30H.

44. (37) Becb nepcoHan (B TOM 4Yucrne MNepcoHarn, 3aHATbI OYMUCTKOW U TEXHMYECKUM OOCMyXMBaHUEM),
paboTaloWwuii B TaKMX 30HaX, [AOIDKEH MPOXOAUTb perynspHoe obyyeHWe nNO BOMpocaM Hajarnexaliero
NMPOM3BOACTBA CTEPUITBHON NPOAYKLUMK, BKIIOYAsi BOMPOCH! MMIMeHbl U OCHOBbLI MUKpobuonorun. Ecnu cyuiecteyet
HeobXxoAMMOCTb TOro, YTobbl MOCTOPOHHME MMua, He Mpolledlume Takoro obyveHus (HanpumMep, paboTarowme no
AOroBOpy CTPOWUTENM UMW Hanagyuky obopyaoBaHWs), HAaXOOUNNCb B YMCTOM MOMELLEHUW, TO yKa3aHHble nvua
OOMKHbI MPONTU NOAPOBHBIA UHCTPYKTaX M 3@ HAMU JOIDKHO OblTh YCTAHOBIEHO CTPOroe HabnwgeHue.

45. (38) Bxoa B 30HbI CTEPUIBHOIO NPOM3BOACTBA NEpPcoHana, paboTatoLero ¢ CbipbeM U3 TKaHEN XUBOTHbIX
UNN KynbTypamn MWKPOOPraHW3MOB, KOTOPblE HE MWCMONb3YHTCA B TeKyweM TexXHONOorM4eckom npolecce,
AonyckaeTcsi TONbKO B Criyyae, ecnv nepcoHan cobnogaeT ycTaHOBNEHHbIE NpoLeaypbl B OTHOLIEHMW BXOAaA.

46. (39) HeobxogmMmMo BbINOMHATE TpeOOBaHUA K JIMYHOW rurmeHe wm yuctote. llepcoHan, 3aHATbIA B
NMPOWN3BOACTBE CTEPWIbHbIX NEeKapCTBEHHbIX CPEACTB, OOMKEH ObiTb MPOMHCTPYKTUPOBAH O TOM, YTO OH 00sA3aH
coobuwatb 0 mnbbix 06CTOATENBCTBAX, KOTOPble MOryT ObiTb MPUYMHON pPacnpoCTPaHEeHUss HeaoMmyCTUMbIX
KONM4yecTBa Unun BUAOB KOHTAMWHAHTOB; MPU BO3HWKHOBEHUWN TakUX 06CTOATENbCTB HEOOXOAMMbI Nepuoanyeckne
MeAMLMHCKME OCMOTPbI COTPYAHUKOB. [encTBuMSA, KOTOpble HEOOXOAMMO NPeAnpPUHATE B OTHOLLEHUWM MepcoHana,
KOTOPbIN MOXEeT CTaTb UCTOYHUKOM MWKPOBHON KOHTaMUHaUUW, OMKHbI onpeaensTbecs cneunanbHO Ha3HayeHHbIM
nvuom, obnagarwum HeoBXO0AMMBIMM MOSTHOMOUYUSIMMU.

47. (40) B umcTbIX 30Hax 3anpellaeTcsd HOCUTb Hapy4yHble Yacbl W OBENVPHbIE YKpaLIeHWs, a Takke
NCMNONb30BaTb KOCMETUKY.

48. (41) MNepeopeBaTbCAd U MbITbCA HEOOXOAMMO B COOTBETCTBUMU C YTBEPKAEHHbIMW MPOM3BOAMTENEM
WHCTPYKUMSIMUK, pa3paboTaHHbIMKM TakuMm obpas3om, 4Tobbl CBECTU K MUHUMYMY PUCK KOHTaMUHaLMW ogexabl Ans
paboTbl B YNCTbIX 30HAX UM BHECEHNS KOHTaMWHAHTOB B YMCTbIE 30HbI.

49. (42) Opexpa N ee Ka4eCcTBO AOMKHbI COOTBETCTBOBATb TEXHOMOMMYECKOMY NPOLIECCY M Kraccy paboyen
30HbI. E€ HY>XHO HOCKTb Tak, YTOObl 06ecneyunTb 3aLmTy NPOAYKLNMA OT KOHTaMUHALLUN.

50. (43) OnncaHne HeO6XOOUMOWN OAEXAbl ANS KaX40ro Knacca YACTOThbl MOMELLEHUA NPUBELEHO HUXKE:



knacc D: Bomockl, a Takke Gopoga u ycbl (NpU HanMU4MM) OOIDKHbI ObITb 3aKpbITbl. HeobxooumMo HocUTb
OObIYHbIN 3aLLMTHBINA KOCTIOM U COOTBETCTBYHOLLYIO 00yBb unun 6axunel. JormkHbl 6biITb MPUHATHI COOTBETCTBYOLLME
Mepbl 418 NpeJoTBpaLLeHns Mobon KOHTaMUHALMM YACTON 30HbI U3BHE;

knacc C: Bonockl, a Takke 6opoga v ycbl (Mpy MX HaNU4UKM) AOIMKHbI BbITb 3akpbiThl. HeobxoaMMo Hocutb
KOMOUHE30H NN BPHOYHBIN KOCTIOM, MMAOTHO obnerawLwmin 3anscTbs M UMEIOLLUIA BbICOKMA BOPOTHUK, a Takke
cooTBeTCTBYIOLWYI0 06yBb Unn 6axmnbl. OT ogexabl n 0byBM NPaKTUYECKM HE OOSMKHbI OTAENATLCS BOMOKHA MMM
YyacTuupl;

knacc A/B: ronoBHoW ybop [OMKEeH MONHOCTbI0 3akpbiBaTb BOMOCHI, a Takke Gopogy wm ycbl (Mpy ux
HanMuuu), U [ormkeH ObiTb BCTaBfeH B BOPOTHWK KOCTIOMA, Ha nuue Heobxogumo HOCWUTbL Macky Ans
npenoTBpalleHnss pacnpoCTpaHeHust Kanenek. Takke HeobXOAMMO HOCWMTb COOTBETCTBYHOLIMM 06pa3om
NPOCTEPUIN30BaHHbIE U HEOMNYAPEHHbIE PE3VHOBLIE WM MMAcTUKOBbIE MEepYaTKM U NPOCTEPUITM3OBAHHYKO WK
nNpoae3anHMULMPOBaHHYI0 00yBb. HXHME Kpas WTaHWH OOSKHbl ObITb 3anpaBneHbl BHYTpb OOyBM, a pykaBsa
ofexapl - B nepyatkn. 3awmtHaa ogexaa NMpakTU4ecku He OOMKHa BblOENATb BOJMIOKOH WMAM 4acTuy M OOIDKHA
3agepKvBaTb YacTulbl, OTAENAILWMECS OT Tena.

51. (44) YnuuHyio ofexgy 3anpeljaeTcss BHOCUTb B KOMHaTbl AN NepeofeBaHusd, KOTopble BeayT B
nomeweHmns knaccos B n C. Kaxagbin paboTHUK B 30He knacca A/B gomkeH GbiTb 06ecnedeH YMcTom CTepUIibHON
(NMpocTepmnM3oBaHHOMW MNU MpoLleaLle COOTBETCTBYIOLLYIO CaHUTapHyt 00paboTky) 3aliuMTHOW OAeXAoW Ha
Kaxayto pabouyo cmeHy. NepuyaTkm BO Bpemsa paboTbl HeOBXoAUMO perynspHo Aes3vHduuupoBaTtb. Macku u
nep4yaTkm HeobxoanMO MEHNATb, MO KpanHen Mepe, Kaxayrto CMEHy.

52. (45) Ogexay ANs YMCTbIX NOMELLEHUN HeoBxoaMMO oumwaTth 1 obpabaTtbiBaTb Takum obpas3om, 4Tobbl
OHa BMOCMEACTBUM He CTaHOBMUNACb MPUYMHOW KOHTaMuHauuu. OTWM onepaumym [OOMKHbl BbIMOMHATLCA B
COOTBETCTBMU C YTBEPKAEHHBIMU MHCTPYKUMAMMW. [INsi NOArOTOBKM TakoW ofexabl XenatenbHO UMeTb OTAENbHbIE
npaveyHble. HenpaBunbHasi 06paboTka ogexabl NoBpexaaeT BOSIOKHA TKaHW, YTO YBENWYMBAET PUCK OTAENEHUS
yacTuu.

X. NMOMELWEHWA

53. (46) B unmctbix 30Hax Bce OTKPbITble MOBEPXHOCTU AOMKHbI ObITb rMagkMMu, HenpoHUUaeMbiMU U
HenoBpeXaeHHbIMN, YTOObl CBECTUM K MUHUMYMY obpas3oBaHWE M HAKOMMEHWE YacTul, U MUKPOOPraHU3MoB, a
TaKke NO3BOMATb MHOrOKpaTHO NPUMEHATE MOKOLLME U, MPU HEOBXOAMMOCTH, Ae3NHpMUMpPYIOLLME CPeaCTBa.

54. (47) Ans ymMeHbLUEHWUS] HAKOMNMEHUS Nbin 1 obneryeHnst yoopkn B MOMELLEHUAX HE OO0IMKHO ObiTb He
NnoagaloLLMXCa OYUCTKE YrNyOneHnn u JOMKHO ObiTb Kak MOXHO MEHbLUE BbICTyNaloLWmX Kpaes, Mook, Wkados U
obopyanoBaHus. [1Bepu AOMKHbI OblTb CKOHCTpyMpoBaHbl 6e3  yrnyGneHun, HegoCTYMHbIX ANsi  OYUCTKM,
NCnonb3oBaTb pa3aBWkHbIE ABEPU HeXenaTernbHo.

55. (48) lMogBecHble NOTOMKM [OIMKHbI OblTb FEPMETUYHBIMK C LEeNbl NpefoTBpalleHns nonagaHus
KOHTaMMHaHTOB M3 NPOCTPaHCTBA Hag HUMMW.

56. (49) MoHTax TpybonpoBodoOB, BO3OYXOBOAOB U Apyroro obopynoBaHus HeobXoaMMo BbINOMHATL Tak,
YTOObI HE BbINO yrnyGrNeHUn n He3akpbITbIX OTBEPCTUI, a Takke OTCYTCTBOBANN NOBEPXHOCTU, HE AOCTYMHbIE AN
OUUCTKMN.

57. (50) 3anpelwaeTtcsa ycTaHaBnuBaTb PakoBMHbI M CMMBbI B 30HAxX knacca A u B, ucnonb3ayembix Ans
acentuyeckoro npousBoAacTBa. B gpyrux 30Hax HeobxogMmo npegycmatpuBaTh  paspbiB  CTPyM  Mexay
obopyaoBaHMEM M KaHanu3auuoHHow Tpybon (BopoHkoM). CTOKM B MOMy B YMCTbIX KOMHaTax C Gornee HU3Kum
KNnaccoM YUCTOThbl JOIMKHbI ObITb 06ecneyeHbl cudhoHamMu nnu rngpo3aTeopamMu Ans nNpeaoTBpaLleHus obpaTHoro
noToka.

58. (51) KomHaTbl ansi nepeoneBaHust AOMKHbI OblTb CKOHCTPYMPOBAHbI Kak BO3A4YLUHbIE LUSO3bl U LOJDKHbI
ncnonb3oBaTbCs Ans obecneyeHnss puUanHecKoro pasgeneHns pasHblX 3TanoB CMeHbl 0AeXdbl U, Taknm o0bpasom,
CBOOAUTb K MWHMMYMY KOHTaMWHaLMIO 3allMTHOW OAeXAbl MUKpoopraHuamamv u yactuuamu. OHWM OOMKHbI
abdekTUBHO 00TEKaTbCA OTUNBLTPOBAHHBIM BO34YXOM. 30Ha nepes BbIXOOOM W3 KOMHaTbl (MOMELLEHWs ) Ons
nepeogeBaHnsl B OCHALLEHHOM COCTOSIHUM LOIDKHA MMETb TOT XKe KIacC YMCTOTbl, YTO M 30HA, B KOTOPYI OHa
BeadeT. B HekoTopbIX criyyasix Ans BXOAa B YMCTblE€ 30Hbl M BbIXO4a M3 HUX LenecoobpasHo MMEeTb OTAErbHble
KOMHaTbl (nomeLueHust) ans nepeogesaHusi. Kak npaBuno, yCTpoOMCTBa ANsi MbITbSl PYK AOMMKHbI ObiTb TONMBKO B
Hayarne KoMHaT OJ1s nepeofeBaHus.

59. (52) Obe gBepw BO3OYLUHOrO LWSO3a HE MOTYT ObiTb OTKPbITbI OAHOBPEMEHHO. NS npeaoTBpalleHust
OAHOBPEMEHHOIrO OTKpbIBaHMs Gonee ogHOW OBepu OomkHa paboTtaTb GNMOKMpPOBOYHAs cucTtema wnmn cuctema
BM3yarnbHOro 1 (Mnv) 3ByKOBOTO MpeaynpexaeHust.

60. (53) MNMogaya oThMNbLTPOBAHHOIO BO3ayxa AOIMKHA NoAAepXKnBaTb MONOXUTENbHBLIN Nepenas AaBneHus
OTHOCUTENBHO NPOM3BOACTBEHHLIX 30H C OONee HM3KMM KNaccom Mnpu Bcex pabouymx ycnoBuSIX, a BO3OYLUHbIN
NOTOK A0MmKeH 3chdekTUBHO 06TeKaTb 30HY. CMEXHbIE NOMELLEHNS C pa3HbIMU KIaccamMm YNCTOTbI AOSMKHbI UMETh
pasHuuy B gaenexHun 10 - 15 Ma (HopMmaTuBHOe 3HayeHue). Ocoboe BHMMaHWe criefyeT yaensiTb 3alluTe 30Hbl
HambonbLUNX PUCKOB AN KaYecTBa NPOAYKLUN, TO ECTb NPOU3BOACTBEHHOW Cpeae, HENOCPEeACTBEHHOMY BITUSHUIO



KOTOpOW NoAaBepraeTcs NPOAYKUMS UM OYMLLIEHHBIE KOMMOHEHTHI, KOHTaKTUpyLwue ¢ npogykuven. [JonyckawTcs
pasHble BapuvaHTbl B OTHOLLEHWM Mogayn Bo3dyxa W nepenaga gaBMAeHUN, KOTOpble MOryT notpeboBaTbCs M3-3a
MPUCYTCTBUSI HEKOTOPbIX MaTtepuanos, B YaCTHOCTW, NaTOMEHHbIX, BbICOKOTOKCUYHbIX, PAANOAKTUBHBIX UMW XKUBbIX
BMPYCOB unu B6akrepuanbHbiX MaTepuanos, Unu npenapaTtoB M3 HUX. [Ona HekoTopbix onepauui MoxeT ObiTb
HeobxoAmMma OeKOHTaMuHauus nomeLleHni n obopyanosaHusa 1 obpaboTtka Bosayxa, yaanieMoro nus YNCTon 30HbI.

61. (54) Heobxoommo noaTBepAnTb, YTO HanpasneHne BO34YLUHbIX NMOTOKOB He MPeACTaBnsieT PUCKOB ANS
KOHTaMvHauun npoaykta, B TOM Yucre crnegyeT yAOCTOBEPUTLbCH, YTO B 30HY, NPEeACcTaBnstoLlyo Hanbonblume
pUCKM AN KayecTBa NPoAYyKTa, C BO3OYLUHbIM MOTOKOM He MOCTYNalT YacTuULbl, ICTOYHMKAMU BblAEMNeHUs KOTOPbIX
SABNAOTCA 06CNyXMBaKOLLMIA NepcoHan, BbINONHAeMas onepaums unm obopyaoBaHue.

62. (55) JomkHa 6bITb NpegycMoTpeHa cucTemMa aBapuMHOTrO ONoBeLLEHUST 06 OTKa3e CUCTEMbI BEHTUMSILMMN.
Ecnu pasHuvua B OgaBneHMn Mexay [ABYMsi MOMELLEHMSIMU SBMNSETCA KPUTMYHOMW, MeXZy HMMM Heobxooumo
YyCTaHOBUTb AaTyukn nepenaga gaBneHus. 3HayeHus nepenaga gaBrneHUs HeOOXOAMMO perynspHoO 3anucbiBaTb
1N oopMIsTb AOKYMEHTanbHO UHbIM CMOCOBOM.

Xl. O6OPYJOBAHWE

63. (56) He ponyckaetcqa, u4TobObl 4epe3 neperopoky, oTAenswoLly 30Hy knacca A unm B ot
NpOM3BOACTBEHHOW 30HbI C HGonee HW3KOM YMCTOTOW BO3Ayxa, NPOXOAMNa fNeHTa KOHBeWepa, 3a UCKMYeHUeM
crnyyaeB, Korga cama fneHTa MoABepraeTcsi HenpepbiBHOW cTepunu3aumm (Hanpumep, B CTEPUNN3aLUOHHOM
TYHHEnNe).

64. (57) Ob6opygoBaHue, GUTUHIM (MecTa COeAMHEHUS) W 30Hbl  OBCMyXMBaHWS peKoMeHOyeTCs
NpoeKkTMpoBaTb W YyCTaHaBnMBaTb TakMuM o6pa3om, 4ToObl paboTebl ¢ obOopygoBaHWEM, €ro TEXHUYEeCcKoe
obcnyXvMBaHWe U PEMOHT MOXHO ObINO NPOBOAUTL CHAPYXW YMCTOW 30HbI. Ecnn Heobxoguma cTepunuaaumsi, To
OHa JormkHa ObITb NpoBeAeHa Nnocrne MakcMMarbHO NonHon coopkm obopyaoBaHus.

65. (58) Ecnu TexHudeckoe obcnyxmBaHve obopyaoBaHus Oblio MPOBEAEHO BHYTPU YUCTOW 30HbI U
HeobXxoA4MMble HOPMbI YUCTOTLI U (MKM) acenTUKM ObINW HapyLLeHbl BO BPEMS 3TOM paboThl, TO 30Ha AOMKHA ObITh
oyvweHa, npogesvHduuuposaHa u (unu) npoctepunusoBaHa (B 3aBMCMMOCTM OT TOro, YTO MOAXOAWUT) A0
BO306OHOBNEHMS npouecca.

66. (59) YcrtaHOBKM Ans MOArOTOBKM BOObl M CUCTEMbl €€ pacnpegerneHns crnegyeT npoeKkTMpoBaTb,
KOHCTPYyMpOBaTb WM 3KCMyaTupoBaTtb Tak, YTobbl obecneuntb HagexHoe obecrneyeHne BOAON COOTBETCTBYHOLLEro
kadectBa. Mx Hemnb3s aKchnnyaTMpoBaTb CBEPX MPOEKTHOW MowHocTn. Boagy and wHbekuun Heobxogumo
npou3BoauTb, XpaHWUTb W pacnpegensaTb TakuMm o6pas3om, 4ToObl MpegoTBpaTUTbL POCT  MUKPOOPraHW3MOB,
Hanpumep, 3a CHET ee NOCTOSHHOM LUPKYnauun npu temnepatype Bbiwe 70 °C.

67. (60) Bce obopynooBaHue, Takoe Kak CTepunusaTtopbl, cucTtembl 0b6paboTkm u cunbTpauum BO3Qyxa,
BO3QYLUHblE U ra3oBble UNbTPbI, CUCTEMbI 06PabOTKM, NOMYYEHUNA, XPaHEHNUSI U pacnpeneneHns BoAbl OOJDKHbI
nognexaTb BanuMgauum W NNaHOBOMY TEXHWYECKOMY OOCMyXMBaHWIO, @ Ha WX MNOBTOPHOE BBEAEHUE B
aKcnnyaTaumio OMMKHO ObiTh BblAAHO paspeLleHne NULOM, UMELLMM COOTBETCTBYIOLLME MONTHOMOYUS.

Xll. CAHUTAPHAA OBEPABOTKA

68. (61) CanutapHas oOpaboTka 4MCTbIX 30H UMeeT 0cobo BaxHOe 3HaveHue. 30Hbl Heobxooumo
TWaTeNbHO OYULLATb B COOTBETCTBUU C YTBEPXKAEHHOW NMPOWU3BOAMTENEM WMHCTPyKUMen. B cryyae npoBepeHus
Oe3nHEKUNN OOMKHbI MPUMEHATLCA HECKONBbKO TUMOB AEe3UHMUUMPYIOLWMX CPeacTB. [1nsa BbIsIBNEHUSA pas3BUTUSA
PE3UCTEHTHbIX LUTAMMOB MUKPOOPraHM3MOB HEOOXOAMMO NPOBOANTL PETYMAPHBIN KOHTPOSb.

69. (62) Mowwwne un pesvHbUUMpYIOLIME CcpeacTBa HEOOXOAMMO KOHTPOMMPOBaTb B OTHOLUEHWUU
MUKPOBUOMNOrM4eckom YNCToThl. VX pacTBopbl HEOOXOAMMO AepXaTb B MpeaBapuUTenbHO OUYULLEHHBLIX KOHTENHEPAX
(Tape) n XpaHUTb NULWb Ha MNPOTSKEHWM YCTAHOBIIEHHbLIX CPOKOB, 3@ WCKIIOYEHWEM TeX pacTBOPOB, KOTOpPbIe
npocTepunu3oBaHbl. Mowlwme u ges3nHduumupyowme cpeacTsa, ucnonb3yemble B 30Hax knaccoB A u B, nepegn
NCMNONb30BaHWEM LOIDKHbI ObITb CTEPUITBHBIMMN.

70. (63) Ona CcHWXeHMS MUKPOOHOW KOHTaMMHAUMWM B HEOOCTYMHbIX MeCTax MOXeT ObiTb noresHa
dyMmuUraumsi YACTbIX 30H.

XlIl. TEXHONOMMYECKWMI NPOLIECC

71. (64) Ha Bcex cTtagusix MpouM3BOACTBA, B TOM YMCMe Ha CTagusax, NpegwecTBYOLWMX CTepunm3aumu,
Heob6X0AMMO NPUHUMATL Mepbl, CBOAALME K MUHUMYMY KOHTaMUHALMIO.

72. (65) MNpon3BoACTBO NEKAPCTBEHHbLIX CPEACTB MUKPOOMOMOrMYECKOro NPOUCXOXKAEHUST UMW HanofHeHue
UMW B 30HaAX, UCMOMb3yeMblX ONA MPousBoACTBa APYrMX NEKapCTBEHHbIX CPeacTsB, He AonyckaeTtcs. BakuuHebl,
cogepxaiwiue ybutble MWUKPOOPraHuWsmbl unu GakTepuanbHble 3KCTPakTbl, NOCMEe WMHaKTMBauuMum MoOryT ObiTb
pacdacoBaHbl B TEX Xe NOMELLEHNSX, YTO U ApYrne cTepurbHble NekapcTBEHHbIE cpeacTBa.



73. (66) Banupgauus npoueccoB, MNPOBOAMMBIX B acenTUYECKMX YCMOBUSIX, [OJPKHA BKIHOYATb
MoAenupoBaHMe npouecca C WCMNOMb30BaHWEM MUTATENbHOW cpedbl (HanonHeHWe nuTaTenbHbIMU cpedami).
MuTatenbHylo cpedy Heobxoaumo BbIOMpaTb C Y4ETOM JieKapCTBEHHOW (DOPMbI fEKapCTBEHHOro mpenapara, a
TaKke CEeneKTMBHOCTU, NPO3PaYHOCTU, KOHLEHTPaLUN 1 NPUrogHOCTM NUTaTEeNbHON cpeapbl Ana cTepunusaumn.

74. (67) MopgenupoBaHne npouecca AOMKHO Haubonee TOYHO WMMUTUPOBATL CEpPUHBLIN  MpoLecc
acenTuyeckoro Mnpou3BOACTBA M BKNYaTb B ceba ero nocrnegoBaTterbHble KpuUTUYeckne craguu. Takke
HeobXoOMMO y4MTbIBATb pPas3fuyHble BMeLlaTeNnbCTBa, KOTOPble MOryT BO3HUKHYTb BO BpeMsi OObl4HOro
NpoM3BOACTBEHHOrO NpoLiecca, a Takke cutyauun "Hamxyguwero cnyvas".

75. (68) MopgenupoBaHMe npouecca MpuM nNepBOHaYanbHOM Banupauuu [OOMKHO BKMAYaTb  TpU
nocrnegoBaTenbHbIX YOOBNETBOPUTENbBHBIX MCNBITAHUS ON19 KaXOoW CMeHbl onepaTtopoB. B pganbHenwem umx
HeobXx04MMO MOBTOPATb Yepe3 YCTaHOBIEHHbIE MPOMEXYTKM BPEMEHU, a Takke Mnocre foboro CywecTBEHHOro
N3MEHEHNS B CUCTEME BEHTUMALUN U KOHOMLVOHMPOBaHUS BO3ayxa, B 000pygoBaHUM, NpoLecce UM KonmyecTee
cMeH. Mogenvpytowme npoLecc UcnblTaHWs SOJMKHbI NOBTOPSATLCS ABaXAbl B rog AN KaXX4O0N CMEHbI ONepaTtopoB
M KaXkgoro npovecca.

76. (69) KonuuecTtBo KOHTEMHEPOB (NEPBMYHBLIX YNAKOBOK), NpeAHas3HauYeHHbIX Ansi acoBKM NUTATENbHbIX
cped, AOMKHO ObiTb AOCTaTOYHbIM, 4TOBbI OBecneynTb OOCTOBEPHYIO OUeHKy. B cnyvae Hebonblimx cepui
KOMNMMYeCTBO KOHTEMHEpPOB Ansi DacOBKM NUTaTENbHbIX Cpea AOIMKHO, KaKk MMHUMYM, COOTBETCTBOBATb pa3mepy
cepumn npoaykumm. HeobxoomMmo CTpPeMUTBCH K OTCYTCTBUIO pocTa MMKPOOPraHM3MoB, Mpu 3TOM noAanexaT
NPUMEHEHMIO CneayroLne HOpMbl:

a) ecnu HanonHanum meHee 5 000 eguHWL NPOAyKUMMW, HE OOMKHO ObITb HXM OOAHON KOHTAMWHUPOBaHHOW
eavHULbI;

©) ecnn HanonHsanm ot 5 000 go 10 000 egMHML NpoayKUmMK, TO:

ofHa (1) KOHTaMMHMpOBaHHasi eAuHULA ABISIETCS OCHOBaHMEM [AMNsi paccriefoBaHus NPUYUH U NMOBTOPHOWN
chacoBkM NUTaTENbHbIX CPEL;

ABe (2) KOHTaMUHWPOBaHHbIE €OVHWLBI - MPOBOAUTCA paccnefoBaHue NpUYMH 1 MOBTOPHasA Banvaauus;

B) ecnu HanonHanu ceeiwe 10 000 egnHuy, TO:

ofHa (1) KoHTaMMHMpOBaHHasi e4MHULA ABMNSIETCSA OCHOBaAHWEM 115 paccrneaoBaHus NPUYnH;

aBe (2) KOHTaMUHUPOBaHHbIE e4MHULbI - TPOBOAUTCA paccriefoBaHne NpUYrH U NOBTOPHAsA Banuaauus.

77. (70) lMpun nobom Konm4ecTBe MEPBUYHBIX YNAKOBOK C MUTaTENbHOW Cpedon Mepuogunyeckue crnydau
0BHapyXeHUs MUKPOBHOM KOHTaMMHALMW MOTYT yKasbliBaTb Ha HanuMyne HeBONbLUMX YPOBHEN KOHTAMUHAHTOB, YTO
OOMKHO BblTb paccnegosaHo. [lpn oBHapyXeHWM 3Ha4YUTENbHOW MUKPOBHOW KOHTaMuHauMM Heobxooumo
pacCcMOTPETb BO3MOXHOE BIIMSHME Ha CTEPUNBHOCTb CEpPWUi, BbIMYLLEHHbIX MOCNe MpoBeAEHNs MNOCneaHMX
YCMELIHbIX UCMbITAHWUI C HAMONTHEHWEM NUTaTENbHBIMU Cpeaamu.

78. (71) Heobxogmmo obecneuntb ycCrioBusi, Mpu KOTOpbIX fobasi Banugauus He co3faeT pucK Ans
TEXHOMNOrMYeCKNX NPOLLECCOoB.

79. (72) WNctoyHukm BogocHabxeHusi, obopygoBaHMe ONns NOATOTOBKM BOAbl M MPUrOTOBIEHHas BoAa
nognexaT pPerynsipHoMy MOHUTOPUHTY Ha HanuMymMe XUMUYECKMX U OMONOrMYecKMx KOHTaMWMHAHTOB U B
HeobOXOOMMbIX Crnyvasix Ha 9SHOOTOKCMHbI. Pe3ynbTaTbl MOHMTOPMHra M NOObIX NPEAnpUHATBIX OENCTBUN
HeobxooMMo 0hopMIIATb AOKYMEHTArbHO.

80. (73) B umcTbix 30Hax, OCOBEHHO B XOA4e MpoLecca acenTUYeckoro MNpoM3BOACTBA, AEATENbHOCTb
nepcoHana AofmkHa 6biTb MUHUMANbHOW, @ €ro NepeaBmKeHne OOIMKHO OblTb Pa3MEPEHHbBIM Y KOHTPONUPYEMbIM
BO u30exaHue wu3bbITOYHOro BbIAENEHUS 4YacTUL, W MUKPOOPraHU3moB, OOYCMOBMIEHHOrO MOBbILUEHHOM
OBUraTernbHOM akTMBHOCTbIO. TeMnepaTypa 1 BraXHOCTb OKpYKatoLLen cpebl A0MKHbl ObiTb HE O4YEHb BbICOKMMMU,
4YTOObI HE co3aaBaTh AMCKOMOpTa C y4eTOM CBOWCTB UCMOMb3YyeMOW OAEXAbI.

81. (74) MukpobHasi KOHTaMMHaUWMsi WCXOOHOIO Cbipbsi M MaTepuanoB [JOJKHA ObiTb MUHUMAarbHOW.
Creuudmkaumm Ha HUX OOIMKHbI BKIoYaThb B cebsa TpeboBaHMs K MUKPOOMONOrm4eckom YucToTe.

82. (75) B uucTbix 30Hax HeobGXOOMMO CBOAUTbH K MWHMMYMY Hanuive KOHTEMHEPOB W MaTepuaros, OT
KOTOPbIX BO3MOXHO OTAENEHNE BOMOKOH.

83. (76) Heobxogumo npuvHMMaTb Mepbl MO MNPefOTBPALLEHUO KOHTAMUHALMM TFOTOBOW MpOOyKUUK
yacTuyamu.

84. (77) Tlo OkOHYaHWM Mpouecca OYUCTKU KOMMOHEHTOB, KOHTeWHepoB W o6opydoBaHMS C HUMU
HeobxoouMo 06X0ANTLCSA Tak, YTOObI HE NPONCXOAMNA UX MOBTOPHAs KOHTaMUHALMS.

85. (78) WnTepBanbl BpemMeHn Mexay MOWKOW, CYLLUKOW W CTepunu3aument KOMMOHEHTOB, KOHTEMHEPOB U
obopydoBaHusl, a TaKkke Mexgy WX CcTepunu3auvMen u nocnegywlyMm  WUCMNonb30BaHWEM [OMKHbl  ObiTb
MWUHUManbHBIMU N UMETb OFPaHNYEHNE MO BPEMEHU, COOTBETCTBYHOLLLEE YCIOBUAM XPaHEHUS.

86. (79) Bpemsa mexay Havarnom NpuUroToBfEeHUSsI pacTBopa U ero crepunusauven Unm cTepunuayloLlen
dunbTpaumMen [OMKHO ObiTb  MMHMManbHbIM.  [OnNs  kaxgoro Buaa NpoAyKUMM HeobXooumo  yCTaHOBUTb
MaKCMMarbHO LOMYCTUMOE BPEMSI C Y4ETOM €e cocTaBa M YCTaHOBMEHHOIO NopsaKa XpaHeHus!.

87. (80) Mepepn cTepunusaumneit HEOHGXOANMO KOHTPONUPOBATL YPOBEHb MUKPOOHOM KOHTaMMHauMKn. JOomKHbI
ObITb YyCTaHOBMNEHbI paboyne rpaHuLbl KOHTAaMUHALUMKM HEMOCPEeOCTBEHHO Mepes CcTepunu3aument, KoTopble



COOTHOCATCA C 3(P(EKTUBHOCTLIO MCMOML3yeEMOro MeToda. YpPoBEHb MWUKPOOHOW KOHTaMMHaUUM HeobXxoammo
KONMMYECTBEHHO ONpeaensTb ANA KaX4O0N Cepun Kak NpoayKuuW, HanosIHEHHOW B acenTUYecKMX YCroBUSAX, Tak U
npoayKuun, nogBepraemon UMHULIHOW cTepunu3aumi. Ecnn ona nekapcTBeHHbIX npenapaTtoB, NoABepraemMbixX
(PUHULLIHON CTepunu3auun, YCTaHOBMNEHbI 0Oornee >XecTkue napameTpbl CTepunusaumn, ypoBeHb MUKPOOHON
KOHTaMMHaL MU MOXHO KOHTPOMNMPOBaTb TOMbKO Yepe3 COOTBETCTBYIOLLME MHTEPBArbl BPEMEHW COrNacHoO rpaduky.
Mpn ucnonb3oBaHUM cCUCTEM BbiNyCcka MO nNapameTpam onpefeneHve MUKPOOHOW KOHTaMuHaumm Heobxoommo
NpoBOAMTbL ANA KAXXOOW Cepum U paccmaTpmBaThb Kak UCMbiTaHUe B npouecce npoussoacTtsa. [pyn HeobxoanmocTu
OOIMKEH OCYLLECTBNATLCS KOHTPOMNb YPOBHS 9HAOTOKCMHOB. Bce pacTBopbl, 0COOEHHO MHMY3UNOHHBLIE >XMOKOCTU
bonblworo obvema, Heob6xoauUMO NoABepraTbh CTepunuaytoLlen puneTpauun No BO3MOXHOCTM HENOCPEACTBEHHO
nepeg HanosiHeHneM.

88. (81) KoMMNOHeHTbI, KOHTEHepbl, 060pyaoBaHMe U Nobble gpyrve npeameTtbl, HEOBXoauMbIE B YMCTOM
30He, 0COB6EeHHO Npu paboTe B acenTUYeCKMX YCNoBUAX AOMKHbI ObiTb NPOCTEPUNN30BaHbI 1 NepeaaHbl Tyaa Yepes
BMOHTUPOBAHHbIA B CTEHYy MPOXOAHOW CTepunm3aTtop C ABYCTOPOHHUM JAOCTYMOM WAW WHBIM Crocobom,
npegoTBpaLLaolMM KOHTaMuHauuio. Heroprtoume rasbl OOSMKHBI MPOXoaAnTb Yepe3 unbTpbl, 3adepxuBatoline
MUWKPOOPraHU3mbl.

89. (82) 3dhdekTMBHOCTL NOOGOro HOBOrO MpoLecca AoMmkHa ObITe NOATBEPXKAEHA NPU Banuaawumm, KOTOPYHo
HeobxooMMO perynsipHo NOBTOPATbL B COOTBETCTBUU C NIIAHOM, YYUTLIBAOLLMM rpadmk IKCnnyaTauum, a Takke npm
nobom 3HaUMTENBHOM M3MEHEHUM B NpoLiecce unm obopynoBaHum.

XIV. CTEPUITN3ALNA

90. (83) Bce npouecchl cTepunusauumn OrmKHbl NPoruTn Banvaaumio. Ocoboe BHUMaHWe Heobxoaumo, ecrnm
NPUMEHSIEMbIN METO, CTepunuaaumm He onucaH B [TocyaapcTBeHHoN hapmakonee Poccuinckon degepaumm unum
nucnonb3yetca AOnsg  MpoAyKTa, He SBMSIIOWErocs MpocTbiM  BOAHBIM WM MaclisiHblM ~ pacTBOPOM.
MpeanoyTuTENbHBIM SIBRSIETCA MeTod TEPMUYEcKon cTepunusaumui. B nobom cnydae mMeToa cTepunmsauuu
OOJPKEH COOTBETCTBOBATL JIMLEH3UN HA NPOU3BOACTBO U PErMCTPaLMOHHOMY OOCHE.

91. (84) MNMepen BoIGOPOM NMOGOro Npouecca crepunmsanmm HeodXoauMo NPOAEMOHCTPUPOBATL C MOMOLLbIO
PUINYECKMX U3MEPEHUA KN, €CnM BO3MOXHO, OMOMOrMyeckmx MHAMKATOPOB, YTO OH NOOXOAWUT ANs [AaHHON
npoAayKumn n acpdekTnBeH ansa OCTMKEHUS HEOOXOAMMBIX YCNOBUIA CTEPUNN3ALIUM BO BCEX YACTAX KAXKAOro tmna
3arpy3ku. Bannpaumio npouecca Heo6xooMMO MOBTOPATE Yepe3 YCTaHOBMNEHHbIE rPaddMKOM MPOMEXYTKU, HO He
pexe OOHOro pasa B rof, a Takke BCerga B Crnydae BHECEHUSI CYLLECTBEHHbIX M3MeHeHun B obopygoBaHue.
Heobxooumo xpaHuTb 3anvcu ¢ pesdynbtaTaMmu.

92. (85) Ona adpekTMBHOM CTepunu3aumM Becb MaTepuan B LENOM [OMmkeH OblTb MoaBeprHyT
Heobxooumoln obpaboTke, a npouecc opraHM3oBaH Takmm o6pa3oM, 4YTOObI rapaHTMpoBaTb, YTO AOSHKHasi
abdeKTUBHOCTL ByaeT JOCTUrHYTa.

93. (86) Ona Bcex MpoLECCOB CTEpUNM3aLMM OOIMKHbI ObiTb pa3paboTaHbl M OOSMKHBI MPONTM Banugaumio
cnocobbl 3arpysku.

94. (87) MNprMeHeHMe BMOoNorMYecknx MHONKaTOPOB AOJMKHO pacCMaTpMBaTbCS TONbKO Kak OOMNONMHUTENbHbIN
MEeToq, KOHTpons cTepunusaumn. buonornyeckme uHOMKaATOPbl HEOOGXOAMMO XpaHMTb W UCMOMb30BaTb B
COOTBETCTBMM C WHCTPYKLUMAMU NPOU3BOAUTENS, @ WX KA4yeCTBO KOHTPONMpOBaTb METOAaMWU MO3UTUBHOIO
KOHTpons. B cnyyae uvcnonb3oBaHMs OWMOMOrMYecknx MHOMKATOPOB HEOOXOOAMMO MNPUHATbL CTPOrMe Mepebl,
npeaoTBpaLlaLLme MUKPOOHYHO KOHTaMUHALMIO OT CaMUX MHANKATOPOB.

95. (88) OomkHbl ObITb YETKO ONpeaeneHsl Mepbl, obecneunBatome pasgeneHne npogykunm, npoweawen m
He nMpolwejwen crepunusauuo. Ha Kaxgonm KOop3uHe, FfOTKE WM OPYron eMKOCTM Ans NPOAyKUMM  UIu
KOMMOHEHTOB AOIMkHA OblTb 4eTkasi 3TMKeTKa C HaMMEHOBaHWEM MaTtepuana, HOMEPOM CEPUN W yKa3aHWEM,
NpoLUen OH cTepunu3aunio unu Het. Npyn HeobxoaMMOCTM MOryT ObiTb MCMOMNMb30BaHbI TakMe WHAMKATOPbI, Kak
aBTOKNaBHasl NneHTa, AN yKasaHwusi TOro, MpoLuna nv cepus (Unu 4acTb cepum) NpPoLEecc CTepunusaummn, ogHako
OHM He OalT JOCTOBEPHOro NoATBEPKAEHMS TOr0, AEUCTBUTENBLHO NN Cepust CTEPUIbHA.

96. (89) Ona Kaxgoro uukna crepunu3aunM HeobxoAWMO COCTaBMATb 3anucu, KOTOpble OOJMKHbI ObITb
YTBEPXAEHbI B paMKax Npoueaypbl BblAayn paspeLleHnst Ha BbiMyCK CEPUM.

XV. TEPMUYECKAA CTEPUIT3ALMA

97. (90) Kaxgpbm UMK TEpPMUYECKOW CTepunm3auuuM [OMmKeH ObiTb 3anMcaH B Buae guarpaMmvbl B
KoopauHaTax Bpems-Temnepatypa B JOCTaTO4HO 6onblwoM macwTtabe mnu ObiTb 3aperncTpMpoBaH C MOMOLLbIO
OpYyroro CcoOTBETCTByOLWEro 000OpyLoBaHMSA, WUMELWEro HeobXOooMMYK MpPaBUITbHOCTb U TOYHOCTb. MecTo
pacrnonoXeHus TemnepaTypHbIX [ATYMKOB, WCMOMb3yEMbIX AN KOHTPONs W (Mnuv) 3anucu, OOMKHO ObiTb
OonpefeneHo BO BPeMs BanvMgauunm M B crydae HeobXoOMMOCTM Takke MPOBEPEHO C MOMOLLLK ApYyroro
He3aBUCMMOro TemnepaTypHOro Aatyuka, pacnonoXeHHOro B TOM Xe MecTe.



98. (91) [onyckaeTca MCNOMb30BaTb XUMUYECKME U OMONOrMYECKME WHOMKATOPbI, HO OHWU HE [OOJDKHbI
3aMeHATb NpoBeaeHne PU3nNYeCcKUX N3smepeHui.

99. (92) HomkHo ObITb MpPegyCMOTPEHO [OCTaTOYHOE Bpems, 4YToObl BeCb OObEM 3arpys3ku [OCTUr
HeobxoouMON TemnepaTypbl 4O TOro, kak GygeT HavaT OTCYeT BpeMeHM cTepunu3auuu. OTOT nepuon OOMmKeH
ObITb ONpeaeneH Ansa Kaxaoro Tuna CTepunuayemMon 3arpysku.

100. (93) lNocne 3aBeplleHNsa BbiCOKOTEMMEpPATYpHON dasbl LKA TEPMUYECKOW CTepunmsaumm AOMKHbI
ObITb NPUHATBLI MEPbI NPEAOCTOPOXHOCTU, NpefoTBpaLLaloLLne KOHTaMUHALMIO MPOCTEPUITM30BAHHON 3arpy3ku BO
BpeMsi oxnaxaeHus. Jliobas oxnaxgarlas XUAKOCTb UMW ra3, KOHTaKTMpyoLWmMe ¢ NpoayKumen, OOMKHbl OblTb
NpOCTEPUNN30BaHbl, KPOME CIyYaeB, KOrga BO3MOXHOCTb UCMONb30BaHNS HErePMETUYHBIX YNAKOBOK NCKMOYeHa U
npvBeAEHbl COOTBETCTBYIOLLME AOKa3aTeNbCTBa.

XVI. CTEPUNTN3ALINA MAPOM

101. (94) TMpu cTepynusauMm napom HeOoOXOOAMMO KOHTPONMUPOBaTb TeMmnepatypy W OaBleHue.
PekomeHnayeTtcsi, 4tobbl cpecTBa ynpaBfeHust Obinn He3aBUCUMbI OT CPEACTB KOHTPOMS M 3anucbiBaloLmx
ycTponcTB. Ecnun ana aton uenu ncnonb3yTcs aBTOMaTUYeCKne CUCTEMBbI YPaBNeHUsS U KOHTPONS, OHU AOMKHbI
nNponTM Banupaumio, 4YTOObl rapaHTMpoBaTb WX COOTBETCTBME TpeboBaHMAM K KPUTUYECKOMY Mpoueccy.
HapyweHus B xoge npouecca AOMKHbI PErmMcTpnupoBaTbCa CUCTEMON Y HAXoAMTbCA Nog Haa30poMm onepaTopa. B
X04e npouecca cTepunm3auny nokasaHns He3aBUCUMOrO AaTynka TemnepaTypbl HEO6X0OUMO NMOCTOSAHHO CBEPSATH
C AaHHbIMM AuarpamMmbl 3anucbiBalowero yctponcrtsa. [na crepunusatopos, MMEKLWMX CTOK B AHE KaMmepbl,
MOXET BO3HWKHYTb HEOOXOAMMOCTb perncrpauum TemnepaTypbl B 3TOM TOYKE B TeyeHne BCero uukna
cTepunu3auun. Ecnm B Lmkn ctepunm3aumm BXoguT 3Tan BakyyMMpoOBaHuUs, TO HeobXxoanmo perynsapHo npoBoanTb
NPOBEPKN KaMepbl Ha repMeTUYHOCTb.

102. (95) Crepunuayemble NpeaMeTbl, HE HaxXOOALWMECA B TepMETUYHbIX YMakKoBKaX, AOJDKHbI ObiTb
3aBEpHYTbI B MaTepuvar, NponyckalwLmin BO3oyX M Nap, HO NpegoTBpaLLatolLMin NOBTOPHYK KOHTAMUHALMIO 3TUX
npegMeToB nocrie crepunusauun. Heobxogumo obecneynTb KOHTAKT BCEX YacTen 3arpy3ku CO CTEPUITU3YIOLLUM
areHToM npuv 3agaHHbIX TEMNepaType u BpeMEHMW.

103. (96) Heobxogumo obecneunTb, 4TOOLI ANS CTEpUnNU3auMn NPYMEHSNCH nap Hagnexailero kadectsa,
He coaepxallMi Takoro KonmmvyectBa MpuMecen, KOTOpoe MOrno Obl Bbi3biBaTb KOHTAMWHALMIO MPOAYKUUWU WUMX
obopyanoBaHus.

XVII. CYXOXXAPOBAA CTEPUINN3ALINA

104. (97) Mpun cyxoxapoBon CTepunu3aunm OOIMKHbI OblTb NPegyCMOTPEHbl LMPKYNAUUSA BO3dyxa BHYTPU
Kamepbl 1 nogaepXaHve M3bbITOYHOrO AaBrieHuns Anst NpefoTBpalleHus nonagaHust BHYTPb HEE HECTEPUNBHOTO
Bo3gyxa. Jltobow mocTynawLwmnin BHYTPb BO34YX AOMMKEH MPOXOAMTb Yepe3 (PUNbTpbl BbICOKON 3h(EKTMBHOCTM
(HEPA-dbvnbTp). Ecnn cTepuvnusauusi npegycMaTpuBaeT YCTpaHEHVWEe MNUPOreHoB, TO Kak YacTb Banugauuun
OOIMKHbI BbITb NPOBEAEHbI UCMbITAHUS C NPegHaMepeHHbBIM UCMOSIb30BAaHNEM SHAOTOKCHMHOB.

XVIIl. PADMALUMOHHAA CTEPUNN3ALINA

105. (98) PaguauMoHHyl0 CTepunusaumio  UCMOMb3ylT rMaBHbIM  0bOpasoM gna  cTepunusaumm
TEPMOYYBCTBUTENBHBIX MaTepranos 1 npoaykumn. MHorve nekapcTBeHHble CPEACTBA U HEKOTOPLIE YNMAKOBOYHbIE
MaTepwuanbl YyBCTBUTENbHbI K NOHU3UPYIOLLEMY U3NYYEHUIO, crnegoBaTenbHO, 3TOT MeToA AONYCTMM TOMbKO Toraa,
korga ObINo 3KcnepuMMeHTanbHO NOATBEPXOEHO OTCYTCTBME BPEOHOro BMAMSHWUS Ha npogykumio. Kak npaswuno,
06nyyeHve ynbTpacroneToBbIM U3NyYEHMEM HE SBMNSETCA MPUEMIIEMbIM METOLOM CTEPUNM3aLINN.

106. (99) Bo Bpemsa npouecca cTepunusaumv OOMKHO MNPOBOAMTLCA M3MEpeHWe MOrfoweHHONn [03bl
WOHM3MpPYIOLLEro usnydyeHus. [ns aToro cnegyeT MCMNOMb30BaTb AO3MMETPbI, NOKa3aHUA KOTOPbIX He 3aBUCAT OT
NCMNOMb3yeMOW MOLLHOCTU [03bl U3MNy4YeHWsi, HO KOTopble 06EecneyYnBaloT KOMMYECTBEHHYIO perucTpaumio [o3bl
N3nydeHnsi, MOIMOLLEHHYIO caMor npoaykuuen. [1o3umeTpbl OOMKHbl OblTb pasMelleHbl cpefu 3arpysku B
OOCTaTOYHOM KONMUYECTBE N Ha OOCTATOYHO BNM3KOM pacCTOSHUW Apyr OT Apyra, YTOObl rapaHTMpoOBaTh Hanuyne
O03MMETPOB BO BCEX MecTax, nogeepraembix obryyeHuto. MNnactmaccoBble OO3VMMETPbI OOIMKHbI MPUMEHATLCS
NUWb B Npeaenax cpoka OencTBust UX KanubpoBku. lNMokasaHusi 4O3MMETPOB HEOOXOOUMO CHMMATb B TeYEeHUe
KOPOTKOro O0Tpe3ka BpeMeHU nocne obryyeHus.

107. (100) B kadvecTBe cpencTBa OOMOMHUTENBbHOrO KOHTPOMS MOTMYT MCMONb30BaTbCsA Guonormdeckue
NHOMKATOPbI.

108. (101) Mpoueaypbl Banuaauum AOOMKHbI rapaHTUpPOBaTb, YTO YYTEHO BIMSHWE pPa3HOW MMOTHOCTU
YKNaaKku CTEpUNM3yeMon nNpoayKLmu.

109. (102) lMpouenypbl obpalleHuss ¢ maTtepuanamy OOMKHbl NpedoTBpallatb NepenyTbiBaHWe MeXay
06ny4YeHHBIMN 1 HEOONYYEHHbIMU MaTepranamu. Ha kaxayro ynakoBKy JOJDKHbI ObiTb HaHECEHBLI YyBCTBUTENbHbIE



K M3My4YeHMI0 LBETOBble MHAMKATOpbl AMs TOro, 4ToObl pasnuyaTtbe YNakoBKM, MPOLIEALIME W He npollewimve
obnyyeHue.

110. (103) CymmapHas nornouieHHass [o3a u3nydeHust gofmkHa ObiTb HabpaHa B TeYeHue BPEMEHM,
OTBEAEHHOro Ha NPoLecc cTepunm3aumm.

XIX. CTEPUNN3ALINA OKCMOOM STUITEHA

111. (104) OTtoT MeTOo4 MOXeET ObITb WCNOMbL30BaH TOMbKO TOrA4a, Korga HEBO3MOXHO MCMONb3oBaHWe
apyroro cnocoba. Bo Bpems Banugauuu npouecca AOMMKHO ObiTb AOKa3aHo, YTO OTCYTCTBYET nospexgaroliee
BMMSHME Ha NPOAYKUMIO, @ MNpefyCMOTPEHHble Ans Aerasauum ycrnoBus M Bpemsl TakKoBbl, YTO KONMYECTBO
OCTaTOYHOrO rasa W MNpPOAYKTOB peakuuMm OyaeT HaxOAuTbCs B OOMNYCTUMBIX Mpederniax, YCTaHOBMEHHbIX ANis
OaHHOTO B1Aa NpoayKuMm unm matepuana.

112. (105) CywecTBeHHOe 3HA4YeHMe WMeeT HenocpeaCTBEHHbI KOHTaKT Mexay rasom wu
MUKpoopraHnamamy. HeobxogMmo MpuHATE Mepbl MNPELOCTOPOXHOCTU OT BKIIOYEHWS MUKPOOPraHM3mMoB B
matepuan (HanpvmMmep, B KpWUCTamnmbl WUNU BbICyLEHHbIN 6enok). Bug u KonnyecTBo ynakoBOYHBLIX MaTepuaros
MOTYT CyLLLECTBEHHO MOBNUSATL Ha NpoLuecc.

113. (106) MNepen obpaboTkoM razom JOMKHO BbITb 0H6ecnevyeHo COOTBETCTBUE BMAXHOCTU M TemnepaTypbl
maTepunanos TpeboBaHuaM npouecca. Tpebyemoe Ang 3T0r0 BpeMsaA [[OMKHO ObiTb, MO BO3MOXHOCTH,
MUHUMarbHbLIM.

114. (107) Kaxgbh uukn cTepunusauum [OIDKEH KOHTPONMPOBATLCA C MOMOLLBK) COOTBETCTBYIOLLUX
Bronornyecknx MHONKaToOpOB, HEOBX0OUMOE KONMYECTBO KOTOPbLIX AOIMKHO BbiTb paBHOMEPHO pacnpeaeneHo no
BCcen 3arpy3ke. [lonyyeHHas npu 3TOM WMHGOPMAaLMS [OOMKHA COCTaBNATb YacTb AOCbE Ha CEpPU0 FOTOBOM
NpoayKLUUN.

115. (108) Ona kaxgoro uukna crepunuaaumm OOJPKHbl ObiTb 0hopMIIEHbl 3anucKu C yKkazaHWEM BPEMEHM
MOMHOrO 3aBepLUeHMs UUKNa, AaBfieHusl, TeMnepaTypbl U BNaXHOCTU B KaMepe BO BpeMsSA Mpouecca, a Takke
KOHUEHTpaumm U oOLlero KonvMyecTBa WCMONb30BaHHOrO rasa. [aBneHne u TemnepaTtypy HeobOxoaMmo
perncTpnpoBaTh Ha MPOTSXKEHUN BCEro LMKNa Ha guarpamme. 3TW 3anncu AO0SMKHbI COCTaBMSATb YacTb AOCbE Ha
Ceputo roToBOW NPOSYKLUNN.

116. (109) 3arpy3ky nocne crepunu3auun HeobxooMMO XpaHWUTb NOA KOHTPONEM B YCMOBUSAX BEHTUMSLMM,
4TOObI 06EecneUnTb CHMXEHUE CoAEepPX)KaHNA OCTaTOYHOrO ra3a v NPoayKTOB peakumMn 4O YCTaHOBIEHHOro npeaena.
OTOT npouecc A0MKEH NPOMTU Banuaauuto.

XX. ®UNbTPALINA NEKAPCTBEHHbLIX CPEACTB, KOTOPBLIE HE MOT'YT BbITb
MNPOCTEPUITN3OBAHBLI B OKOHYATEJIbHOW YTAKOBKE

117. (110) TlpoBepeHve cTepunuayowen dunbTpaunum He 4BRAsSeTca [O0CTaToOYHbIM — YCMOBUEM
cTepunusauuu, ecnu BO3MOXHO MpOBeJeHWe CTepunu3auun MpoaykuMM B OKOHYaTENbHOM  YnaKoBKe.
MpeonoyTuTEnbHBLIM ABMSETCA METOA CTepunuaauun napom. Ecnv npoaykumsa He MOXeT ObITb NPOCTEPUNN30BaHA
B OKOHYaTesNbHOM YMaKoBKe, TO PacTBOPbl MMM XWMOKOCTM MOryT ObiTb NPOMnbLTPOBaHbI Yepe3 CTepPUNbHbIN
PdUNBLTP ¢ HOMUHanNbHLIM pasmepom nop 0,22 MkMm (MM MeHee) unu Yepes UNbTP C aHaNoOrMYHON CNOCOBHOCTLIO
3agepXvBaTtb MWKPOOPraHu3Mbl B MpegBapuTenbHO NPOCTEPUNN3OBaHHbIE KOHTeWHepbl (ynakosku). Takue
GuUNbTpbl MOTYT yaansatb 60MbWMHCTBO HakTepu M nNnecHeBbix rPuboOB, HO He BCe BUPYCbl UMW MUKOMMa3Mbl.
Moatomy pomkHa OblTb paccMOTpeHa BO3MOXHOCTb [OMOMHEeHMs npouecca dunbTpaunum TepMUYECKON
00paboTKon onpeaeneHHon CTeNeHMN.

118. (111) B cBa3u ¢ Tem, 4To Npu CcTepunuayoLlen punbTpauum No CpaBHEHUO C APYrMMKU npoueccamm
cTepunusauun cyulectByeT nNoTeHUManbHbIA OONOMHUTENBHBLIN PUCK, HEMOCPEeACTBEHHO nepen acoBKowm
pekoMeHayeTCca MOBTOpHas unbTpauus yYepes AOMOSNHUTENbHbIA CTEPUNU3YIOWUA PUNLTP, 3adepKuBaroLmin
MUKpoOpraHuamel. [locnegHow cTepunuayoLyo unbTpaumnto Heo6XoaMMO OCYLLECTBIATL Kak MOXHO Bnvxke K
MecTy ¢pacoBKW.

119. (112) Heobxogumo ncnonb30Bath PUNLTPLI C MUHUMAIbHBIM OTAENEHNEM BOSOKOH.

120. (113) Tllepen wvcnonb3oBaHMEM CTepunuaylowero gunbTpa U cpasy Mocne €ero UCMnonb30BaHus
HeobXx0AMMO MPOBEPATb €ro LIeNOCTHOCTb Takum MeTOAOM, Kak "Toyka nysbipbka", meTogoM Auddy3nmoHHOro
MoTOKa UNU UcnblTaHMeM nod AasneHveM. [Npy Banugaumn OOSMKHbI ONpeaenaTbcs Bpems, Heobxogumoe Ans
dunbTpaumm pacTeBopa 3agaHHoro obbema, W nepenag AaBneHun Ha unbTpe. Jliobble CylWeCcTBEHHbIE
OTKMOHEHNS OT yKa3aHHbIX NapaMeTpoB BO BpEMs TeKyLlero npov3BOACTBA HEOOXOAMMO perucTpupoBatb U
nccrnepoBaTb. Pe3ynbTaThl 3TUX NPOBEPOK AOMKHbI ObITh BKMOYEHBLI B 4OCbE Ha ceputo npoaykumn. Cpasy nocne
MCMnonb3oBaHUs HeobXoouMO MOATBEPXKAATb LEMNOCTHOCTb KPUTUYECKUX Ta30BblX W BO3AYLIHbIX (PUMbLTPOB.
LlenocTHoCTb Apyrnx ounbTPoB AOMKHA NOATBEPXKAATLCA Yepes COOTBETCTBYIOLLNE NHTEPBAnbl BpEMEHU.



121. (114) He ponyckaeTtcs MCnonb3oBaTb OAMH U TOT e hunbTp B TeveHne 6onee ogHoro pabdoyero aHs,
32 WCKINIOYEHMEM CryvyaeB, Korga BO3MOXHOCTb 0oree [OnWTENbHOMO €ro WUCMnonb30BaHWs MNOATBEPXKAEHA
Banuaaunen.

122. (115) ®unbTp He AOOMKEH OKasbiBaTb BNUAHME HA MPOAYKLMIO, 3afepXuBasi ee WHrpeaueHTbl unum
BblOENsas B Hee Kakme-nnbo BellecTsa.

XXI. OKOHYAHME NPOLIECCA MPOW3BOACTBA CTEPWUTbHOM NPOAYKLIMA

123. (116) YacTnyHO yKynopeHHble hniakoHbl NOCMne 3aBepLueHUs NMOUMIbLHOIO BbICYLUMBAHUSA LOMKHbI
HaxoaWTbCS B 30HE Kracca A 0O MX OKOHYAaTENMbHOIo YKYNnopuBaHUsi NPOOKOW.

124. (117) KoHTenHepbl (MEpBUYHbIE YNAKOBKM) OOIMDKHbI ObITh YKYNOPEHbLI COOTBETCTBYIOLWLMMN criocobamu,
KoTopble npownu Banugaumio. [lpy wncnonb3oBaHMM MeToda 3ananky, Hanpumep, CTEKMSAHHbIX UMK
nnacTMaccoBbIX amnyn, Bcs npoaykums noanexut 100%-HOMy KOHTPOS0 Ha LenocTHOCTb. B gpyrmx criydasix
KOHTPOIb LLeNOCTHOCTY NPOAYKLUMM OOJPKEH NPOBOAUTLCS YCTAHOBEHHBIMU METOOAMM.

125. (118) Cuctema yKynopvBaHWsi (hNAKOHOB, HAMOSIHEHHbIX B aCENTUYECKMX YCIOBUSAX, He SIBNAETCA
MOMHOCTbIO LIEMOCTHOM A0 Tex Mop, Moka Ha YKynopeHHoOM npobkow cphnakoHe He Oyanet obxart (3akaTtaH)
anoMUHNEBBIN KONMNayvok (Kpbilka). B cBa3u ¢ aTum o6xum konnavka nocne ykynopusaHus npobkor Heobxoammo
BbINOMHATb Kak MOXHO paHbLLUe.

126. (119) Mockonbky Npy 0GXUME KONMNAYKoB MOXET BbIAEMNSATbCA OOMbLIOE KONMMYECTBO MEXaHWYeCKUX
Yyactuu, obopygosaHue Ans obxvma HeobxoaMMo pasmeLlaTb OTAENbHO M CHabXaTb CUCTEMOM BbITSXKM BO34yXa.

127. (120) O6xmm Komna4vykoB Ha pnakoHax MOXeT MPOBOAMTBLCA KaK YacTb acenTMyecKoro mpouecca C
NCMNONb30BaHWEM NPOCTEPUNN30BAHHbBIX KOJNMAYKOB UMK B YCMOBUSX YNCTOrO NOMELLEHWS BHE aCENTUYECKOW 30HbI.
B nocnegHem cnydae dnakoHbl JOMKHBI ObITh 3aLLMLLeHbl 30HOIN Knacca A, NoKa He MOKMHYT acenTUYECKYH 30HY,
N B JanbHeWnWwem yKynopeHHble npobkamu dnakoHbl AOMKHbI ObIThb 3allMLLEHbl MyTEM Modady YMCTOro BO3gyxa
Knacca A, noka Ha HUx He 6yayT o6xaTbl KOnnayku.

128. (121) ®nakoHbl 6€3 NPOOKM UMM CO CMELLLEHHON NPpobKoW HeobxoanmMo yaanaTe 4o o6Xnma konnadka. B
cnyvyae ecnu npu obxume KomnavykoB HeobXxooMMO BMeELLATENbCTBO YerioBeka, AMs WCKIIYEHMST MPSIMOro
KOHTaKTa ¢ oriakoHaMm U MUHUMMU3ALMMU MUKPOOHON KOHTaMMHaLMKM OOSMKHA MCNONb30BaTbCsl COOTBETCTBYOLLAS
TEeXHOnorus.

129. (122) OphekTnBHBIM CPEACTBOM 3awwmTbl MOryT ObiTb Bapbepbl UNN N30MATOPbLI, OrpaHuYMBaroLLmne
goctyn B pabodyyto 30HY, obecneuvsaiowme Tpebyemble YCroBMS U CBOAALWIME K MUHUMYMY MNPSIMOM AOCTYynN
YyernoBseka K onepaumun obxnma.

130. (123) lMepBWYHbIE YNAKOBKW, repMETU3MPOBAHHbIE MO BaKyyMOM (BaKyyMHbI€ YMAKOBKM), AOMKHbI
NPOBEPATLCSA Ha COXPaHEHWE BakyyMa Mnocre 3apaHee onpeaernieHHoro NpoMeXyTka BpEMEHMN.

131. (124) MNepBUYHbIE YNAKOBKM C NPOAYKLMEN AN NapeHTepanbHOro BBeAeHMS HEOOXOAMMO NpPOBEPSITb
MHAMBUAOYaANbHO (MOWTYYHO) HA HaNMM4yMe MOCTOPOHHMX BKITKOYEHWA UMW OPYrMX HECOOTBETCTBUWM MO KayecTBy.
BuayanbHbI KOHTPONb OOIMKEH MPOBOAMTBCS MPU YCTAHOBMEHHBIX YPOBHSAX OCBELLEHHOCTM U (hboHe pabouyero
nons. Heobxooumo perynsipHO NMpoBEpSATb 3pPEHWE OMNepaTopoB, BbLIMOMHAKLWMX BU3yamnbHbBIN KOHTPOMb (€ecnu
onepaTopbl UCMOMb3YOT OYKW, TO MPOBEpKa 3peHus MpoBoAUTCA B oO4vkax). B xome Bu3yanbHOro KOHTPOIS
NpoayKuMM peKkoMeHOyeTcsa [AOCTaTOYHO 4YacTo OpraHu3oBbiBaTb nepepbiBol B paboTe onepatopos. [lpu
MCMOMb30BaHUM OPYrMX METOOOB KOHTPOMs MpoLecC KOHTpons HeobXxoAMMo BanuampoBaTtb, COCTOSIHUE
obopyaoBaHua HeobGXoAMMO nepuoguveckn npoBepsaTb. PedynbTaThl BU3yanbHOrO KOHTPONS AOMKHbI ObiTh
0POpMIEHbI JOKYMEHTAsbHO.

XXIl. KOHTPOJIb KAHECTBA

132. (125) WcnbiTaHve roTtoBbiX MPOAYKTOB Ha CTEPUIIBHOCTb HEOOXOAMMO paccMaTtpuBaTb TONBKO Kak
3aBepLUaoOLLMI 3Tan B CEPUU KOHTPOSbHbIX MEPOMNPUATUI, rapaHTUPYOLLUKMX CTePUnbHOCTb. MeToanka McnbiTaHns
Ha CTepunbHOCTb A0SMKHA OblTh BanuamMpoBaHa Ans KaX4oro npoaykTa.

133. (126) B cnyyasix, Korga nony4yeHo paspelleHne Ha BbIMyCK CTepUIIbHON MpoaykuuMu no napameTrpam
(Mpunoxenne N 17 k HacToswwmm [NpaBunam), ocoboe BHUMaAHWE AOIMPKHO yAENsaATbCA Banuaaumm U KOHTPOIIO
BCEro TEXHONOrM4YecKoro npowecca.

134. (127) Bbibopka 06pasuoB Mpogykuumu, KoTopblie Obinv oTOBpaHbl ANs NpoBedeHMs UCMbITaHWs Ha
CTEepPWIbHOCTb, AdOMkHa OblTb penpes3eHTaTVBHOW AN BCeW cepunm M 0bA3atenbHO BkMoyatb obpasupl,
oTobpaHHbIe 13 Tex YacTen cepuu, A4S KOTOpbIX NpegnonaraeTcd HanbomnbLWMN PUCK KOHTAMUHALMK, B YaCTHOCTH:

a) (a) AnNa NPOAYKTOB, HAMOSIHEHHBIX B aCenTUYecKMX YCroBKsX, obpasLbl AOMKHbI BKNOYATb KOHTENHEPHI
(NepBMYHbIE YNaKoBKW), B KOTOPbIE MPOMCXOAUNO HaMNoMHEHMe B Havarne u B KOHLe NMpOM3BOACTBA CEpun, a Takke
nocrie nboro 3Ha4YNTENbHOrO BMeLLaTeNbCTBa;

6) (b) Ans npoayKkTOB, NPOLIEALIMX TEPMUYECKYIO CTEPUNN3ALMIO B OKOHYaTENbHOW yNaKkoBKe, AOMKHO OblTh
yaeneHo BHUMaHne otbopy npob u3 noTeHumanbHO cambiX XONOAHbIX YacTew 3arpysku.



Mpunoxexue N 2

k MNMpaBunam opraHmsaumm
Npon3BOACTBA M KOHTPONS KayecTea
nekapcTBeHHbIX CPeacTs

NnPOM3BOOCTBO
BUOJNTIOMMYECKKX (B TOM YNCITE IMMYHOBKWOITOIr'MYECKKX)
SAPMALIEBTUHECKNX CYBCTAHLINN N NEKAPCTBEHHbIX NMPEMAPATOB

I. OBNACTb NMPUMEHEHUA

1. TexHonorns npomussoacTBa Buonornyeckmx (B TOM 4Yucre MmMmyHobuonormdecknx) dapmaueBTUHeCKmX
cybcTaHuMn n BUONMOrMYEeCcKMX neKapCcTBEHHbIX npenapaTtoB (ganee - "Guonoruveckve dapmaueBTUYeckue
cybcTaHuum M nekapcTBeHHble  npenapatbl”) SABNAeTCS  KPpUTUYECKMM  (DakTopoM,  Onpeaensowum
COOTBETCTBYWOLUMIA PErynsaTopHbIA KOHTponb. PapmaueBTnyeckme cybcTtaHuum WM nekapcTBeHHble npenapaThbl
MOryT ObITb onpegeneHbl kak BuonornyeckMe B 3HAYUTENbHOW Mepe MCXOAs U3 TEXHOMOrMM Ux npousBoaCcTBa.
Hactosiwee [lpunoxeHne CnyXWT pPyKOBOACTBOM [Afsi BCEro crnekrpa Ouonormyeckux dapmaueBTU4eCcKnX
cybcTaHuun 1 BUONOrMyYeCcKMX NeKapCTBEHHbBIX NPenapaToB.

2. TpeboBaHus, yCTaHOBMEHHble HacToAWMM [1pUNOXEHMEM, PaCNpPOCTPAHAKTCA Ha aHTUBMOTUKM Ha
Guonorvyeckux cTagusax Ux Nnpoms3BoacTea. [paBuna NponsBoACTBa fNleKapCTBEHHbIX MpenapaToB, MOMYYEHHbIX U3
paKkuMOHMPOBAHHOW AOHOPCKOM KPOBU UK nNniasmebl, yctaHoBneHobl Mpunoxernem N 14 k HacToawmm MNMpasunam,
a Ans HeTPaHCreHHbIX PacTUTENbHBLIX NeKapCTBEHHbIX npenapaTtos - MpunoxeHnem N 7 k HacTosawmm Mpasunam.

3. Hactosiwee lMNMpunoxeHne pasgeneHo Ha ABe OCHOBHbIE YacTu:

a) (a) Obwee pykoBoacTteo (Yactb A) - coaepXut JONoNHUTENbHbIE NpaBuna NPou3BoACTBa BMONOrMyecknx
apmaueBTUYecknx CybCTaHUMn M fnekapCTBEHHbIX MpenapaToB, HayMHasi OT KOHTPOMS MOCEBHbIX KynbTyp W
BaHKOB KNEeTOK 1 3aKaH4MBas 3aKoYUTENbHLIMI OnepaumMsamMmn n NpoBeaeHNEM UCNbITaHWI;

6) (b) CneunanbHoe pykoBOACTBO NO OTAEMNbHLIM TMNam npogykuunn (Yacte B) - cogepxut gononHuTensHoe
PYKOBOACTBO [ANA OTAENbHbIX TUMOB Ouonormyeckux dapmaueBTUYecKMX CyOCTaHUMA W NEeKapCTBEHHbIX
npenapaTos.

4. O6nacTb NpyMeHeHNs HacTosiero MpunoxeHusa BKNKOYaET ABa acnekTa:

a) (a) ctagus NpomM3BOACTBA: 4O TOrO MOMEHTA, Noka Ouonornyeckve dapmaleBTMieckme cyocTaHuun He
CTaHyT CTEPUNIbHBIMW, OCHOBHBIM AOKYMEHTOM AN HUX sBnsieTca rnaea IV Hactosawmx Mpasun. MNpaeuna ans
nocrnegywWwmnx cTtaguin Npou3BOACTBa OMOMOrMYECKUX JeKapCTBEHHbIX npenapaToB cogepxatca B rnase |l
HacToswwmx Npasun;

0) (b) BMA npoadykummn: HacToswee [NpunoxeHne SBNAETCS PyKOBOAAWMM AOKYMEHTOM ANS BCEro crnekrpa
Bronormyeckux nekapcTBEHHbIX NpenapaTos.

5. 31n gBa acnekta npeacrtasneHsl B Tabnmue N 1. YpoBeHb TpeboBaHUM ycunmBaeTca No Mepe nepexona
OT PaHHUX K NO34HVMM CTaausiM NpoM3BOACTBa Bruonornyecknx apmaueBTUYecknx cybcTaHumMin, ogHako NpUHLMNbI
HacTosAwmx [NpaBun gomkHbl cobnoaaTbes Bceraa.

6. Ecnu HopmaTuMBHbIMM npaBoBbiMW akTamu Poccuitickon ®degepauum ycTaHOBMNEHb! cheluanbHble
TpeboBaHus:

a) (a) ona TKaHeMW M KIeToK, WCMOoNb3yeMbIX Ans MPOU3BOACTBA JIEKAPCTBEHHBLIX CPEACTB, KOTOpble
CTaHoBATCS Ouonormyeckumn dapmaueBTUYECKMMU  CYOCTaHUMSAMM AN HEKOTOpbIX BMAOB OMONOrMYeckmx
nekapCTBEHHbIX NpenapaTos;

0) (b) B OTHOLLEHMWN BbICOKOTEXHOMOMMYHbIX JIEKapCTBEHHbIX MpenapaTos, B KOTOPbIX KPOBb MU KOMMOHEHTbI
KPOBM MCMONb3YTCA B Ka4YeCcTBe WCXOOHOrO CbipbA B YacTW ycTaHOBMNEHMS TpeboBaHuM K OTOOPY AOHOPOB, K
KayecTBy U 6e3onacHoCTM npu 3abope, TeCTUpoBaHUKN, 06paboTke, XpaHEHUN N TPAHCMOPTMPOBKE YESTIOBEYECKOWN
KPOBU 1 €€ KOMMOHEHTOB;

B) (C) ANs NPpOM3BOACTBA N KOHTPOJIA FreHeTUYECKN MOANDULMPOBaHHbBIX OPraHM3MOB, B OTHOLLEHUN KOTOPbIX
OoskHa ObITb 0becnedeHa u cobniofgeHa COOTBETCTBYHOLLAA M3ONAUUA U OpYrMe Mepbl 3alnThl Ha 0ObeKTax, rae
ocyulecTBnseTca kakas-nmbo pabota C reHeTyeckn MoANMULMPOBAHHBIMA MWUKPOOPraHnaMamu, B Lensx
YyCTaHOBMNEHUS N cobnogeHnst COOTBETCTBYIOLLEro YPOBHSA Guonorudeckon Ge3onacHocTu, - Takne TpeboBaHWs
OOIMKHbI cobnoaaTbCes.

Tabnuua N 1. ObnacTtb npuMeHeHus HacToswero MpunoxeHus



KJIETOK <6>

coznmaHme

CoeIMHEHME C

Tun u MCTOYHMUK | [IprMep NponyKUUU [I[pyMeHeHMue HacToALMX [IpaBuil K CTaAMAM NPOM3BOICTBA (BBIOEJIEHO
MaTEPUaJOB cepeM QoHOM)
1. XuBoTHOTO T'enapmH, WMHCYJUH, Cbop pacTeHUM, Peska, Vzomnaumusa u [IpuroToBJIEHHUE,
Z8pi7s bepmeHTE, Oenku, OpT'aHOB, TKaHEeM CMellMBaHue u oumMCTKa HaroJIHEHue
PacTUTEJIBHOTO SKCTPaKTH VIV XMIOKOCTEN (M) nepBUYHAA
[IPOUCXOXIOEHNA ajiJlepreHos, <1> obpaboTka
HEeTPAaHCI'€HHEE |BEICOKOTEXHOJIOTUMUHEE
JleKapCTBEHHEIE
npenapaTel, MMMYyHHBE
CHIBOPOTKM
2. BupycH wnnm BupycHBle UM CozpmaHue u KynpTypa KJIETOK VHaKTUBaUug [IpuTroTOBJIEHUE,
BaxkTeprn/ OakTepuralibHEE nognepxaHue n (mim) npm HalloJIHEHUe
bepMeHTausa/ |BakKUMHE, GEPMEHTH, TJIaBHOTO <2> m bepMmeHTaALMA HeOoOXOIOMMOCTH,
KYJIb TYPH Oenkn pabouero OaHKOB U30JIAUUA U
KJIETOK KJIETOK, TIJIaBHOT'O ouMcTKa
n pabouero
BUPYCHBIX
[IOCEBHBIX
MaTepuasioB
3. PeKOMOMHAHTHEE Co3maHue u KyneTypa KIIEeTOK N3omauusa, [IpuroToBJIEeHUE,
BrorexHosorusa IPOIOYKTEHL, rnonmepxaHue n (nam) OoumnCTKa, HarloJIHeHue
/bepmenTauys/ MOHOKJIOHAJIb HEIE TJIaBHOTO U bepmMeHTaLMA MOOUOUKALMUA
KYJIb TYPBL aHTUTeNa, pabouero ©aHKOB
KJIETOK aJIJlepreHEl, BaKLMUHH, |KJIETOK, IJIaBHOM
JleKapCTBEHHEIE 1 pabouen
npenapaTsl T'eHHOU [IOCEBHBEIX KYJIbTYP
Tepanuu (BUPYCHEHE U
HEBMPYCHEIE BEKTOPH,
TJ1a 3MMUIIEL)
4. XMBOTHOTO PexoMOMHaHTHBEIE TJIaBHBI U Peska, Nzomnmauusa, [lpuroTosJyieHne,
IPOMCXOXIEHNA Oenku, paboumn CMellMBaHue U oumMcCTKa U HarnoJIHEeHue
TPAaHCTI'€HHBIE BEICOKOTEXHOJIOT'MYHEE | TDAHCTEeHHEM OaHK | (M) [NepBUYHaA MOOUOMKALMA
JIeKapCTBEHHbIE obpaboTka
npernapatTs
5. PexOMOMHaHTHEE T'JaBHEL 1 BrelpammeaHue, [lepBUYHaA, [IpUroToBJIeHNE,
PacTuresbHOTO OeJiky, BaKLMHEL, paboumit cbop pacTeHum SKCTpakKuus-a, HarloJIHeHue
[IPOUCXOXIOEHMA ajiyiepreHsl TPaHCTEeHHHI OaHK <3> MB0JIAUNS,
TPaHCI'€HHBIE O4YMCTKA,
MoIubmMraumsa
6. depMeHTH, Cbop xmOKocCTen CMemBaHME U Vzonauusa u [IpuToTOBJIEHUE,
YeJIOBEUECKOT'O |[MOJIydeHHBEIE M3 MOYM, (nnm) nepBUYHAA OuMCTKa HaloJIHEHMEe
NPOUCXOXISHNA TOPMOHEI obpaboTka
7. JlekapcTBEHHEIE JoHnauusa, [lponsBOOCTBO T'eneruueckasna |l[IpurorosjeHue,
UYeJioBeyeCcKOI'o npenapaTe I'€HHOM nocraBkKa U BEKTOPOB <4>, MoOuOMKaLMA HallOJIHeHUe
n (mnm) Tepanmm: VICIIEITaHMSA OUMCTKa KJIETOK U KJIETOK BHE
XMBOTHOT'O TeHeTU4YeCKN MCXOIHBEIX TKaHeM/ obpaboTka opraHm3Ma,
NPOUCXOXIOEHUA MOOUOULIVPOBaHHLEIE KJIeTOK <6> OumcrTka u co3naHue
KJIETKM obpaboTka TJIaBHOTO U
IPOU3BONCTBEHHBIX pabouero
BEKTOPOB <5> u OaHKOB
KJIETOK KJIETOK WU
KJIETOYHOT'O
3amnaca
JlekapcTBEHHEIE JoHnauusa, CoszpmaHue N3omauna [lpuroToeJieHne,
npenapaTe Tepanuu nocTraBka u TJIaBHOTO U KJIETOK, coenVHeHure,
coMaTudeCKMMM VICTIBITaHUSA pabouero ©OaHKOB ouMcCTKa HaroJIHEeHUe
KJIEe TKaMM VICXOOHBEIX TKaHel/ KJIETOK WMJIU KYyJbTYD,
KJIETOK <6> KJIETOUYHOT'O COoeImMHeHne C
3amnaca HEKJIe TOYHEIMM
KOMIIOHEHTaMM
JlekapcTBEHHEIE Jonauusa, [lepBruHaA N3omaumsa [lpurorosBJieHNE,
npenapaTe TKAaHEeBOM IocTaBKa U obpaboTka, KJIETOK, coeIVHeHue,
VIHXEHepnn VICTIBITaHMSA MB0JIAUUS U ouMCTKa HaroJIHeHue
VICXOLHBIX TKaHei/ OUMCTKA, KYJbTYD,




TJIaBHOTO U HEKJIE TOUHBIMM

pabouero OaHKOB |KOMIIOHEHTaMM
KJIeTOK, 3arnaca

IEPBUUHEIX KJIETOK

YcuneHne TpeOOBaHUM \

TepMuHbI NpBeaeHbl B HacTosLwem MNpunoxeHun.

<1> lNyHkTbI 87 - 94 HacTosALwero NpunoxeHuns.

<2> lNyHkTbl 54 - 62 HacTosALwero MNpunoxeHus.

<3> [1ns BblpawmBaHunsi, yOOpKk/ 1 NepBUYHON 06paboTKN, KOTOpbIE OCYLLIECTBMSIOTCS B MOSEBLIX YCIOBUSX,
MOXET NPUMEHATbCST PYyKOBOACTBO NO NpaBuilaM Hagnexalero BblpaluBaHusi MU cbopa WUCXOOHOro Cblpbs
pPacTUTENBHOIO NPOUCXOXOEHUS.

<4> Koraa 3710 BUPYCHbIE BEKTOPbI, MPUMEHSETCS CTpPoKa 2 Tabnumubl.

<5> TpeboBaHWsI K YENOBEYECKNM TKAHSAM M KreTkam, UCMONb3yeMbIM NMpU MPOU3BOACTBE JIEKAPCTBEHHbIX
CPEACTB, coaepXaTcs B HOpMaTUBHbIX NPaBOBbIX akTax Poccuinckon ®epepauun.

Il. TPUHUMN

7. Mpoussoacteo Buonornyeckmx hapmaueBTUYECKNX CYOCTaHUMA M MNeKkapCTBEHHbIX NpenapaTtoB nMeeT
CBOK crneunduky, onpedensemMylo XxXapakTepom npoAyKLMM UK TEeXHOMNOrMem npou3BOACTBA. XapakTep
NMPOM3BOACTBA, KOHTPONA W NPUMMEHEeHWs OMONorMyeckmx nekapcTBeHHbIX npenapatoB TpebyeT ocobbix mep
NPeaoCTOPOXKHOCTH.

8. B oTnnumMe OT OObIYHbIX NEKAPCTBEHHbIX CPeACTB, NPOM3BOAMMbBIX C WCMOMb30BaHUEM XUMWUYECKUX U
dm3nyeckux MeTodoB, CMOCOOHBIX AEMOHCTPMPOBATb  BbICOKYID CTerneHb HadeXHOCTW, MpOM3BOACTBO
BGuonornyecknx hapmaLeBTUYeCKUX CyGCTaHUMIA U NEeKapCTBEHHbIX NpenapaToB BKMYaeT B cebs ncnonb3oBaHne
BGuonornyecknx NPoLLEeCcCcoB U MaTepmnarnos, TakMX Kak KynbTMBUPOBaHWE KNETOK UK 3KCTparmpoBaHne maTtepuana
M3 KMBbIX OPraHM3MoB. YKasaHHble OuonornyeckMe mnpoueccbl MOryT OEeMOHCTPMPOBaTb CBOWCTBEHHYD UM
N3MEHYMBOCTb, YTO MPUBOAUT K CYLLECTBEHHOMY Auana3oHy noboYHbIX NPOAYKTOB pasnuyHon npupodsl. [loaTtomy
MPUHLUMMBI yNpaBAeHUs puckamy Ans KavyecTBa OCOBEHHO BadkHbl ANS AAHHOTO Krnacca mMartepuanoB U JOMXKHbI
cobnrogatbca npu  paspaboTke MeToOOB KOHTPOMNSA Ha BCeX CTagusax MpousBoAcTBa AN MUHMMMU3aUUK
BapuabenbHOCTU U YMEHbLUEHUS BO3MOXHOCTN KOHTaMUHALUW U NEPEKPECTHOW KOHTaMUHALMK.

9. MaTepuanbl, nuTaTenbHble cpedbl U YCMOBUSA KYNbTUBMPOBAHUS LEeNeBbiX MUKPOOPraHW3MOB, KyfbTyp
KNeToK, BMPYCOB BO MHOIOM CMOCOBCTBYIOT BO3MOXHOCTM pOCTa KOHTaMUHMpYOLWUX areHToB. MHorune
rniekapcTBeHHble npenapatbl UMEKT OrpaHWYeHHYI YCTOMYMBOCTb K LUMPOKOMY CMEKTPY METOAOB OYMCTKW, B
ocobeHHOCTN K MeTodaM, npedHasHavyeHHbIM ANS WHAKTMBAUMW WM YCTPaHEHUS MOCTOPOHHMX BUPYCHbIX
KOHTaMWHaHTOB. [N cBeAEeHNs K MUHUMYMY BO3MOXHOCTU TaKOW KOHTaMWHaLMM NPON3BOAUTENb AOIKEH yAeNnsTb
OCHOBHOE BHWMaHWe NNaHMPOBaHUIO TEXHOSOrMYECKOro npouecca, KOHCTPyKuuuM o6opyaoBaHus, MOMELLEHUN,
cuctem obecneyveHmst, yCrioBusiMm NpUroToBneHus n gobaeneHunsa 6ydepos u peareHToB, 0TOOPY Npob 1 obyyeHmto
nepcoHana.

10. Cneundwmkaumm Ha nNpoaykuuMo (B YacTHOCTW, chneuudmkaumm B oOWMX hapMakonenHblX CTaTbsX,
hapmakonemnHblx CTaTbsX, PErmMcTpauMoHHOE AOCbe) AOMKHbI onpeaensTb, MOryT N1 (U ecnn MOryT, TO OO KaKou
CTeneHn u OO Kakow CTaguu) BellecTBa M Matepuarnbl UMeTb ONpeAerieHHbIN YypoBeHb BUOHarpy3km Unm xe oHu
OOMXKHbI 6bITb CTepunbHbIMU. [POM3BOACTBO TakKe AOIMKHO COOTBETCTBOBATb APYINMM TPebOBaHUSAM, U3IOXKEHHBIM
B perMcTpauuoHHOM Aocbe NMbo B MPOTOKOME KMMHUYECKOro uccredoBaHus (Hanpumep, KONM4ecTBO reHepauui
(yOoBOeHWIA, naccaxem) Mexay NOCEBHOM KyrnbTypon Uiy GaHKOM KIeToK).

11. Ons 6uonornyecknx marepuanoB, KOTOpble He MOryT ObiTb MpPOCTEpWnM30BaHbl (Hanpumep, nyTem
dmnbTpaumm), NPon3BOACTBO AO/MKHO NPOBOAMTLCHA B aCENTUYECKUX YCNOBUSX ANA MUHUMMU3ALMN pUCKa BHECEHNS
KOHTaMWHaHTOB. [1na pernameHTauum onpeaeneHHbiX MPOM3BOACTBEHHbIX METOAOB, Hanpumep, Ans yaaneHus
WNM  MHaKTMBaUMM  BMPYCOB, HeOoOXOOAMMO  pYKOBOACTBOBATbCA  COOTBETCTBYHOLUMMU  YTBEPXAEHHbIMU
npouegypamu. lNpumMeHeHne COOTBETCTBYIOLLEIO KOHTPOMS M MOHWUTOPMHra 3a COCTOSIHMEM MPOW3BOACTBEHHOM
cpegbl, W, rOe 93TO SABMASETCH BO3MOXHbIM, CUCTEMbI YOOpKM W cTepunu3auum "Ha MecTe" BMecTe C
MCMOMb30BaHWEM 3aKPbITbIX CUCTEM MOXET 3HAYMTENbHO YMEHbLUUTb PUCK CIyYarHOW KOHTaMuHauum Wu
nepeKkpecTHOM KOHTaMUHaLUu.

12. KoHTponb BKkNtovaeT B cebs OmMonormyeckne aHanntuyeckne MeTofbl, KOTOpble XapakTepusyloTcs donee
BbICOKOW CTeneHblo BapuabenbHOCTN, YeM uanko-xummnyeckme wmetodpl. [losTomy npu npousBoAacTBe



Guonormdeckux apmaueBTUHeckux CcybCcTaHUMn W NEeKapCTBEHHbIX MpenapaToB KIOYEBYD poOfb wrpaet
Ha[eXHbIV NPOM3BOACTBEHHbIV NPOLIECC, 1 0COB0E 3HaYEeHNe MMEeEeT KOHTPOSb B MpoLecce Npou3BoacTBa.

13. buonorvyeckue nekapcTBEHHbIE NpenapaTbl, B COCTaB KOTOPbIX BXOASAT AOHOPCKME TKaHU UNKN KNeTKu,
Kak Hanpumep, onpefeneHHble BbICOKOTEXHOMOMMYHbIE NEKapCTBEHHbIE Mpenapartbl, OOMKHbI COOTBETCTBOBATb
TpeboBaHuaM 3akoHogaTenbcTBa Poccuiickon defepaumm B 4acTU  MNPOCMEXMBAEMOCTH, YBEOOMIEHUS
YyNOMHOMOYEHHOro heepanbHOro opraHa UCNOMHUTENbHOW BNACTU O HEBNAaronpusITHbIX peakUmnsax U KIMHUYECKMX
cnyyasix B Xxoe Tepanuu, a Takke B 4acTu TexHudyeckux TpeboBaHuMM no uaeHTudumkauumm, obpaboTke,
NpeaoXpaHeHWo, XPaHEHUIO 1 TPAHCNOPTUPOBKE AOHOPCKMX TKaHen 1 knetok. 3abop matepuanos 1 npoBeaeHue
UCNbITaHWIN AOMKHbI MPOBOAUTLCHA B COOTBETCTBUM C CUCTEMON KayecTBa, NS KOTOPOWN onpeaeneHsl CTaHaapThbl v
TexHu4yeckne TpeboBaHus.

14. bBwvonornuyeckne dapmMaueBTMyeckue cybcTaHUMM W NeKapCTBEHHble npenapaTtbl  AOMKHbI
COoOTBETCTBOBaTbL TpeboBaHMAM HOpPMaTuBHbIX MpaBoOBbix akToB Poccuiickon ®degepaumy B OTHOLLIEHWUU
YMEHbLUEHNA pucka nepegadv BO3byauTensd ryb4aton sHuedanonatMn XMBOTHBLIX U NATEHTHbIX BMPYCOB Yepes
nekapcTBeHHble npenaparbl 419 MeAULMHCKOrO NMPUMEHEHWS U ANsi NPUMEHEHNSI B BETEPUHAPUU.

[ll. OBLLEE PYKOBOOCTBO (MACTb A)
MepcoHan

15. (1) MNepconan, paboTatowmii B 30HaX MPOU3BOACTBA UM KOHTponsa Guonornyeckux dapmaueBTUHEeCKUX
cybCcTaHUMn 1 nekapCTBEHHbIX MpenapaTtoB (B TOM 4uMCre NepcoHarn, 3aHATbI OYMCTKOW, obcnyXuBaHMem wnm
KOHTPONEM KayecTBa), LOJPKEH NPOXoAnTb 00ydYeHre 1 NepuoMyeckoe NOBTOPHOE oOyvyeHne B COOTBETCTBUM CO
CBOMMW 00SA3aHHOCTAMM UM CMeunuduKon MNpPOM3BOOUMON  NPOAYKUMM, BKMYass BCe 0cobble  Mepbl
NpPegoCTOPOXHOCTU ANst 3alMThl NPOAYKLUK, MepPCoHarna u oxXpaHbl OKpy)XatoLlen cpefpbl.

16. (2) Ons obecnedeHuss Ge3onacHOCTM MNPOAYKUUWM OOSPKHO MPUMHUMATbLCA BO BHUMAaHWE 340pPOBbE
nepcoHana. COTpyOHUKM, 3aHATble B NPOM3BOACTBE, TEXHUYECKOM OOCMYXMBaHWM, MPOBEAEHUN MWCMbITAHUA W
yxoOe 3a >KUBOTHbIMM (B TOM 4WUCrie OCYLUECTBMSAIOLWME KOHTPOMb), NpyM HeobXoouMMOCTM [OIMKHblI ObiTb
BaKLUMHUPOBaHbI COOTBETCTBYHOLUUMM CNEUUPUYECKUMM BaKLMHAMK, a TakkKe OOIDKHbI MPOXOAUTb PerynsapHble
MeOMLMHCKUE OCMOTPbI.

17. (3) Itobble 3aboneBaHnsa nepcoHana, KoTopble MOryT HebnaronpusaTHO NOBMNWATL HA Ka4eCTBO NPOAYKTa,
OOJDKHBbI NpensiTcTBoBaTb paboTe Takoro mepcoHana B MPOU3BOACTBEHHOW 30HE, a COOTBETCTBYHOLLME 3anucu
coxpaHsTbcs. B npomssoacteBe BakumHbl BLPK 1 nekapcTBeHHbIX npenapatoB TybepkynmHa MOryT ObiTb 3aHATHI
TONBbKO COTPYOHWKM, KOTOPbIE PErynsipHO MPOXOAAT MPOBEPKY WMMYHHOrO cTaTtyca WU pPeHTreHornormdeckoe
obcnegoBaHue rpygHon knetkn. COTPYOHUKM OOSDKHbI MPOXOAUTb MEAWLMHCKMA OCMOTP C Y4EeTOM puckKa,
KOTOPOMY OHW noABepXeHbl. MeguumHCKMIA ocMmoTp TpebyeTca Ans nepcoHana, paboTallero ¢ onacHbIMM
opraHmamamu.

18. (4) C uenbo MMHMMM3AUMM BO3MOXHOCTU MEPEKPECTHON KOHTaMUHALMN HEOOXOAMMO KOHTPONMpPOBaTb
OorpaHuM4yeHne OBWXKEHUSA nepcoHana (B TOM 4ucre COTPYOHWMKOB CIyXObl KOHTPONsS KayecTBa, CneunanictoB Mo
obcnyxmBaHnio n ybopke) Ha OCHOBE MPUHLUMMNOB YNpaBneHuss puckamm Ans kadectBa. Kak npaBuno, He
JonyckaeTcsa nNepexoq COTPYAHUKOB M3 30H, rAe BO3MOXEH KOHTAKT C XUBbIMW MUKPOOPraHn3mamu, reHeTUYecKku
MOAMMULNPOBAHHBIMU OPraHn3Mamu, TOKCUHAMW UINW XMBOTHBIMW, B 30HbI, rAe NpoBOAATCs paboTbl C Apyrou
NPOAYKUMEN, MHAKTUBMPOBAHHON NPOAYKUMEN UM APYrMMKU opraHuamamu. Ecnu nogobHbix nepexonoB M3bexatb
HEBO3MOXHO, OOIDKHbI ObiTb MPUHATBEI MEpbl ANA KOHTPOMsS KOHTaMMHAaLMKM COrfacHO MpuHUMNaM YyrpaBneHus
pyckamu ons kavyecTsa.

MomeLleHns n o6opyaoBaHue

19. (5) CreneHb KOHTpONs MNPOU3BOACTBEHHOMW Cpedbl B OTHOLWIEHWM KOHTaMuMHauuMuM Yactvuamm u
MUKPOOPraHn3mMamy B MPOU3BOACTBEHHBIX MOMELLEHUSIX [OIDKHA COOTBETCTBOBATb BMAY (hapmaLeBTUYECKON
cybCcTaHuUKN, NPOMEXYTOYHOM M TrOTOBOM NPOAYKLUMU W CTaaMuM TexHomnormyeckoro npouecca. [lpu 3Ttom
HeobXxo0OUMO yYMTbIBaTb YPOBEHb KOHTAMUHALMN UCXOAHBIX MaTepMarnoB U CTENEHb pUcka Aris rOTOBOro NpoayKTa.
B nporpammy MOHWTOpMHra NPOM3BOACTBEHHOW Cpefbl OOIDKHbI ObITb AOMONTHUTENBHO BKIKOYEHbI METOAbI OIS
onpeneneHus npuUcyTCTBUsl Cneumdnieckmx MMKPOOPraHM3MoB (B YaCTHOCTW, OpraHu3Ma-xo3siMHa, OpPOXOKEBbIX,
nnecHeBbIX rPUboB, aHA3POOHBIX MUKPOOPraHN3MOB), €CINN Ha 3TO yKa3bliBaeT MPOLIECC YMNpaBreHUs puckamn gnsi
KadecTBa.

20. (6) NMponsBoACTBEHHLIE U CKNAACKME NOMELLEHNS LOIMKHbI OblTb CNPOEKTUPOBaHbI C y4eTOM TpeboBaHui
K Krnaccam 4MCTOTbl, @ MNPOLECChbl CMNMaHUpoBaHbl TakuM o06pa3oM, 4YTobObl NpeaoTBPaTUTb KOHTAMUHALMIO
NpoayKUUM NOCTOPOHHMMU BelecTBaMu. MpefoTBpaLleHne KOHTaMUHaUMK sABnsieTcs bonee aheKTUBHBLIM, YEM
ee oOHapyXeHue N ycTpaHeHWe, XOTS KOHTaMWHaLMA MOXET MPOSIBUTLCA BO BPEMsI TakMX MPOU3BOLCTBEHHbIX
NpoLEeccoB, Kak bepMeHTauus U KyrnbTUBUMPOBAHME KIETOYHBLIX KynbTyp. KOHTpOmbHblE M3MepeHus, BKM4Yas



KOHTPOrb CUCTeM obecrneyeHns 1 KOHTPOMb NPOM3BOACTBEHHOW CPefbl, AOMKHbI NPOBOANTLCA B COOTBETCTBUM C
npUHLMNamMn ynpasneHns puckamun Ans KadecTsa Ha yvacTkax, rae npoxXodsT OTKpbITble NMpoLecchl U NpoayKums
MOXeT ObITb noaBepxeHa HemnocpeAcTBEHHOMY BO3AEWCTBUIO MPOM3BOACTBEHHOW cpedbl (Hanpumep, BO Bpems
nobaBneHus BcnomoraTenbHbIX BellecTB, cpen, OydepoB, rasoB, paboT BO Bpemss NPoOM3BOACTBA
BbICOKOTEXHOMOIMMYHbLIX JleKapcTBEHHbIX npenapaTos). [Mpu BbiGope nocrnenoBaTenbHbIX KNacCoB YUCTOTbl B
NPOU3BOACTBEHHbLIX MOMELLEHUAX U COOTBETCTBYIOLLUMX METOAOB KOHTPONS MPUHUMMBLI YNPaBreHUs puckamun Ans
KayecTBa [OOIDKHbI YYMTbIBATb MPUHUWNLI, W3MNOXEHHble B COOTBETCTBYOLWMX MyHKTax [punoxernmsa N 1 K
HacTodawmMm [Npasunam.

21. (7) PaboTta C XvBbIMW KneTKaMu, YCTOMYMBBIMU K Cpede NPOWU3BOACTBEHHbLIX MOMELLEHUN, OOIPKHA
OCYLLEeCTBMATLCA B ChMeumanbHO MnpefHa3HayYeHHbIX NPOM3BOACTBEHHbIX MomelweHusax. Ecnn B npowussoacTee
MPUMEHSAITCA NaToOreHHble MUKPOOopraHuambl (Hanpumep, 1 1 2 rpynnbl NATOreHHOCTH), TO Takke Heobxoanmo
MCMoNb30BaTh TOMBKO CreLnanbHO NpegHa3HavyeHHbIe AN 3TOro NPOU3BOACTBEHHbIE NOMELLEHUS.

22. (8) Vicnonb3oBaHne OAQHOro MOMELLEHUSA AN NPOM3BOACTBA HECKOMbKMX NEeKapCTBEHHbIX npenapaTtoB
MOXeT OblTb paspelleHo, eCcnuM MepeyncrieHHble HWKe WM SKBMBAmNEeHTHble akTopbl U MeponpuaTus
(cooTBETCTBEHHO paccMaTpuBaeMbliM TUMam NPOAYKLMM) ABNSIOTCHA YacTbio 3DMEKTUBHON CTPATErMn KOHTPOIS,
HanpasreHHON Ha NpeaoTBpaLleHne NepekpecTHON KOHTaMUHaLNK:

a) (a) 3HaHMe OCHOBHbIX XapaKTEePUCTUK BCEX KMNEeTOK, OpPraHM3mMoB M IOObIX MOCTOPOHHUX areHToB
(Hanpumep, NaTOreHHOCTb, BO3MOXHOCTb OOHapYXeHUs, YCTOMYMBOCTb, BOCMPUMMYMBOCTb K WHAKTUBALMM),
paboTa C KOTOPbIMU OCYLLECTBNSAETCS B OOHUX U TEX Ke MOMELLEHUSX;

6) (b) npu nponssBoAcTBE NPOAYKUMM M3 MHOTOYUCIIEHHBIX ManeHbKUX CEpUR, NoMnyYyaembiX U3 pasfiM4yHoro
NCXOOHOro Chbipbsa (Hanpvmep, neKapCTBEHHble Mpenapatbl Ha OCHOBE KMNETOYHbIX TEeXHOMOrMn) Ha CTaguun
pa3paboTkn cTpaTerMv KOHTPOMS OOSKHbl YYUTbIBATLCS Takue (DakTopbl, Kak COCTOsiIHWE 300pOBbs AOHOPOB C
LieNbilo CHUXEHWS pycKa NOMHOW NoTepy NpoayKLuu;

B) (C) nMpepoTBpalleHVe nonagaHus >KMBbIX MWKPOOPraHM3MOB WM CNOP B CMEXHble MOMELLeHUs Wi Ha
obopygoBaHve nyTeM oOnpedeneHnMs BCeX MOTeHUManbHbIX MapLIPYTOB MEpPeKpecTHOM KOHTaMuHauum W
MCMONb30BaHNSA OOHOPA30BbIX KOMMOHEHTOB W COOTBETCTBYIOLMX WHXEHEPHbIX MeponpusaTuin  (Hanpumep,
3aKpbITbIX CUCTEM);

r) (d) HanuuMe MeponpuATUIA KOHTPONSA MO yAarneHuIo MWKPOOPraHW3MOB M CNOp neped nocneayowmm
nNpou3BoACTBOM Apyron npoaykumu. [Mpouenypbl OYMCTKM M AEKOHTaMMHaUUM OT MUKPOOPraHu3mMoB W Crop
OOMXKHbI BbITb OTBaNMAMPOBaHbI (B TOM 4Yucne AN CUCTEM OTOMMEHUS, BEHTUMALUUM N KOHAMLWOHMPOBAaHWS
BO34yXxa);

A) (e) ecnu MWKPOOPraHW3Mbl SBASKOTCA YCTOMYMBBLIMW K YCNOBMSAM MPOW3BOACTBEHHOW cpedbl U B
pacnopsikeHNM MMEKTCA COOTBETCTBYIOLLME METOAbl, KOHTPONb NPOM3BOACTBEHHON Cpedbl, cneunduyeckuin ans
nony4aemMoro MUKpoopraHusama, HeobxoaMMo MPOBOAMTL B CMEXHbIX 30Hax BO BpeMsi NMPOW3BOACTBA M Mocne
3aBEpLUEHNss OYUCTKUM W AeKOHTaMuHauuu. Takke HYXHO MpWHUMaTb BO BHMMaHWE PUCKW, CBSI3aHHble C
MCMoNb30BaHMEM OMNpeneneHHoro KOHTPOSbHO-M3MepUTenbHOro obopyaoBaHus (Hampumep, Ans onpeaeneHus
YacTul B BO3Jyxe) B 30HaX, rae NpoBoanaTcs paboTbl C XMBbIMU U (MK) cCNopoobpasyoLmMMy MUKPOOPraHM3mMamu;

e) (f) mpoaykumsi, obopygoBaHue, BcrnomoraTenbHoe o06opyaoBaHWe (Hanmpumep, Ans KanubpoBkM K
Banugauum) n 0gHopa3oBble MaTepuanbsl OIMKHbI NepeMellaTbcs B npegenax npegHasHavyeHHbIX 30H U AOSKHbI
yAanaTbCs U3 3TUX 30H Taknum obpasom, YTobbl NpeaoTBpaTUTb KOHTaMUHALMIO APYrMX 30H, APYron NPOAYKUUN Ha
pa3nu4YHbIX CTagusx Npou3BoAcTBa (B YaCTHOCTM, criedyeT npeaoTBpaTUTb KOHTaMUHALMIO MHAKTUBMPOBAaHHbIX
NPOAYKTOB UMM aHaTOKCUHOB HEMHAKTMBUPOBAHHLIMW NPOAYKTaMM);

X) (g) NPomn3BOACTBO Ha OCHOBE MpUHLUMNA NPOBEAEHNS OAHOTUMHbBIX LIMKIOB NPOM3BOACTBA (KaMnaHui).

23. (9) HeobxoguMMocTb Hanmuuus cneunanuavpoBaHHbIX MOMeELleHUA Ans uHUWHOW o6paboTtkn (B
YacTHOCTU, AN NPUrOTOBMEHWS, HAMOMHEHNS, yNakoBkn) OyaeT 3aBMCeTb OT NepeynCcneHHbIX Bbile akTopos, a
TakKe OT AOMNOMHUTENbHbIX (haKTOPOB B OTHOLLIEHWUM creundrkn B1oNorMyeckoro nekapcTBEHHOro npenapara u
XapakTepucTuK Opyron npogykuuu, Bkovas nobble Hebuomnormyeckme npodykTbl, NPOM3BOAMMbIE B TeX Xe
nomelleHusx. Ha 3sakmiountenbHbIX cTagMsx MOryT notpeboBaTbCA ApyrMe Mepbl KOHTPOMs ornpeaerieHHow
nocregoBaTtenbHOCTU fo6aBneHus BeLlecTB, CKOPOCTU MepeMeLuMBaHus, KOHTPOMS BpeMeHW U Temneparypsl,
npenenbHOro BpeMeHW BO3AENCTBUSA CBETa U repMeTusaumm (M3onsaummn), a Takke B npoueaypax OuUCTKM B cnyvae
nponuea (paccbinaHus).

24. (10) MeponpuaTtus n npouenypbl, Heobxoaumble ond obecneyeHns Ge3onacHOCTM NPOU3BOLCTBEHHOM
cpenbl M NepcoHana, He JOJMKHbI MPOTUBOPEUYNTE MEPONPUATUSM U NpouedypaM, HeOOXOAMMbIM A5is obecnevyeHnst
KayecTBa NpogykTa.

25. (11) Cnctembl BO3QyXONOArOTOBKU AOIMKHbI ObiTb CMPOEKTUPOBaHbI, CKOHCTPYMPOBaHbI U 06CNy>KMBaTbCS
Takum 06pa3om, 4TOObl UCKIMIOUNTE PUCK NEPEKPECTHOW KOHTaMUHaLUWM MeXAy pasfnyHbiMU NPOU3BOACTBEHHLIMU
3oHamMu. TakKe MOXeT BO3HUKHYTb HeoOXOoAMMOCTb B OTAEfNbHbIX CUCTEMax BO34yXOMOArOTOBKM ANS
onpefeneHHbIX 30H. PelleHne OTHOCMTENbHO WMCMONb30OBaHUA CUCTEM BEHTUNAUUKM 6e3 peumpKynsaumm OOSHKHO
ObITb NPUHSTO HA OCHOBAHMW NPUHLMMOB YNpaBneHUs puckaMmn Ansi KadecTsa.



26. (12) PaboTty co cTepunbHoOi NpogyKunen HeobXoauMo BECTU B 30HAX C M3ObITOYHBIM JaBfIEHUEM, HO B
0COObIX 30HaxX B TOYKaX fOKanM3auuy naToreHHbIX MUKPOOPraHM3MOB HEeOoOXoAMMO CO3[4aBaTb OTPULATENbHLIV
nepenag OaBneHusa Ans NpefoTBpalleHnst pacnpoCTpaHeHNs KOHTaMMHAHTOB 3a npefenbl 3Tux 30H. Ecnn gns
paboTbl B acenTnyecknx ycrnoBuax C Matepuanamu, COCTaBnAOWMMN OCODbIN PUCK (Hanpumep, ¢ NaTOreHHbIMM
MUWKPOOPraHn3mMamMmu) MCMonb3ylTCA 30Hbl C MOHWXKEHHbIM AaBrneHnem unu 6esonacHble GOKCbl, UX cneagyeT
OKpyXaTb 30HaMu COOTBETCTBYIOLLErO Kracca YMCTOThbl C M3BbITOYHBbIM AaBrneHneM. [JaHHble nepenaabl AaBrneHus
OOMXKHbI BbITb YEeTKO onpefeneHbl U AOMKHbl HAXOAUTLCHA MOA MNOCTOSIHHBbIM KOHTPOMEM C COOTBETCTBYHOLLMMM
HaCTpPOMKaMn aBapuMHON CUrHanunsauuu.

27. (13) KoHcTpykums obopynoBaHus, UCMONb3yeMoro Ansg paboTbl C XMBbIMWM MUKPOOPraHusMamu u
KneTkamu, BKntoyasi obopygoBaHue ans otbopa npob, A0MmKHa UCKIoYaTb BO3MOXHOCTb KOHTaMUHaLUN BO BPEMS
npoBeaeHust pabor.

28. (14) KoHcTpykumsi, obecnedvBaiowlas MNEPBUYHYHO W3OMAUMIO, OOJDKHA MWCKMOYaTb PUCK  YTEUKU
GuonorMyeckux areHToB B HeMocpeacTBEHHOe paboyee MPOCTPAHCTBO, YTO [AOMKHO ObiTb MOATBEPKAEHO
pesynbTaTaMu TECTUPOBaHUA C ONpeaeneHHOW NEPUOANYHOCTBIO.

29. (15) Mpn HanMuun BO3MOXHOCTU PEKOMEHAYETCHA WCMNOfb30BaTb CUCTEMbI "OYMCTKM Ha MecTe" U
"obpaboTkm napom Ha mecte" ("cTepunusaumm Ha mecTe"). KOHCTpyKLMA BeHTUNen Ha depmMmeHTaTopax AOMmKHa
npegycMmaTtpuBaTb BO3MOXHOCTb UX CTEpUNM3aLmnm napom.

30. (16) BosgywHbie pmnbTpbl 4OMKHbI ObITb rTMAPOGOBHBIMU, CPOK UX CryXObl 4OMmKeH BbITb onpeaeneH B
npouecce BanugauuMm MyTeM MPOBEPKA LENOCTHOCTM C  OnpegeneHHon nNepuoauYHOCTBI — COrMacHoO
COOTBETCTBYIOLLMM MPUHLUMNAM yNpaBneHns puckamm Ansi kKayecTtsa.

31. (17) KoHCTpyKUUS OpPEHaXHbIX CUCTEM AOMKHA NO3BONATL MPOBOAUTE APMEKTUBHYIO HENTPANM3auuo 1
OEKOHTaMMHALMIO CTOYHbIX BOA OIS UCKIIOYEHMS pUCKa NepPEKPECTHOM KOHTaMUHaummn. JomkHo 6biTb obecneveHo
BbINMONMHEHNe TpeboBaHM 3akoHogaTenbctBa Poccuiickon ®depgepaunym € UENbl0  MUHMMM3AUUKM  pucka
KOHTaMMHaUUM OKpyXaloLlen cpefbl B COOTBETCTBUM C pUCKaAMW, CBA3AHHBIMM C OMONOrMYecKkom OnacHOCTLHO
0TXOO0B NPOV3BOACTBA.

32. (18) BBuaoy n3MeH4MBOCTM CBOWCTB OWMOMOrMYECKUX JIEKAPCTBEHHbIX CPEACTB WMAM MPOLLECCOB MX
npou3BoacTBa HEOOXOOUMO OTMEpMBaTb MMM B3BELUMBATL Kakoe-nubo cooTBETCTByOLEe U (Mnn) Kputnyeckoe
NCXOOHOE Cbipbe (Hampumep, nuTaTenbHble cpeabl 1 Oydepbl) B x04e TexHOomornmyeckoro npouecca. B atux
crnyyasix B NPOW3BOACTBEHHOW 30HE AOMYCKAaeTCs XpaHeHue HebonbLuMX 3anacoB 3TOr0 MCXOOHOrO Chipbs Ha
NPOTSXEHUN CpOKa, YCTAHOBMEHHOrO Ha OCHOBAHWM COOTBETCTBYHOLUMX KpuTepueB (Hanpumep, ANMTENbHOCTb
Npon3BOACTBA CEPUN UMW ONIMTENBbHOCTb KamnaHum).

JK1BOTHbIE

33. (19) Ona npousBoactBa OMOMONMYECKMX JEKAPCTBEHHBIX MpenapaTtoB MCMOMNb3YKTCA pasHble Buabl
XMBOTHbIX. MOXHO BblAenuTb ABe 6onblune rpynmnbl ICTOYHMKOB:

a) (a) xvBble XUBOTHble, 0ObeanHEHHbIe B rpynnbl, CTaga, ctav. Hanpumep, obesbsHbl (BakuuHa NpoTuB
nonuomMuenuTa), nowaau, oBuUbl U KO3bl (MMMYHHblE CbIBOPOTKM MPOTWB SA0OB 3MeEW W CTOMOHSAKA), KOLUKM
(annepreHbl), KpOMWKW, MbIX M XOMSIKM (BakuMHa npOTMB OelleHCTBa), KO3bl, KPYMHbIA poraTbli CKOT
(TpaHcreHHble NPoAyKThI);

0) (b) TKaHU N KNETKM XUBOTHOrO MPOUCXOXKAEHUS, U3BIIEYEHHbIE U3 YMEPLLBNEHHbIX XUBOTHbLIX (OBLbI U
CBUHbW), UCNOMNb3yemble AN NPON3BOACTBA BbICOKOTEXHOMOMMYHbBIX NEeKapCTBEHHbLIX NPenapaToB UMK Kak Cbipbe
Anst PepMEHTOB, aHTMKOAarynsiHTOB Y1 TOPMOHOB.

34. XXuBOoTHble TakkKe WCMONb3YKTCA AN KOHTPOMS KayecTBa B COOTBETCTBMM CO cneumduKkaunsMm
(NMMpOoreHHOCTb, TOKCUYHOCTb, 6e3BpeaHOCTb, cneundunyeckas akTMBHOCTb).

35. (20) B gononHeHWe K BbIMNONTHEHWIO HOPMATMBHBIX TPeOOBaHUIM B OTHOLLEHMU ryByaTon aHuedanonaTnm
XMBOTHbIX, Apyrme oOnacHble areHTbl (BO3OyaWTeNnn 300HO30B, aHTPOMO300HO30B >KMBOTHbIX) AOMMKHbI
KOHTPONMpOBaTbCA W PErMcTpMpoBaTbCsl COMMacHO MOCTOSHHO [AEWCTBYIOLWEN nporpaMMe MOHUTOpWHra. [Ans
opraHuMsaumMm TakuMx nporpamm HeobxoAMMO MonyvaTb KOHCYMNbTauuio COOTBETCTBYHOLLEro cneuvanucta. B
cnyyasx 3aboneBaHus XMBOTHbLIX-AOHOPOB UIN XXMBOTHbIX, KOTOPbIE MCMNONb3YKTCA B KaY€CTBE Cbipbs, AOMKHbI
ObITb MpoBeAeHbl W 3aperMcTpupoBaHbl COOTBETCTBYHOLUME WUCCREeAOBaHUA Ha npegmeT NPUrogHOCTU 3TUX
XMBOTHbIX Y NMPUrOQHOCTU XMBOTHbIX, NPEObLIBABLUNX B KOHTAKTE C BOMbHbLIM XUBOTHBLIM, ANS UCNOMb30BaHNS Npu
Npou3BOACTBE (B KA4YECTBE MCXOAHbIX MaTepmnarnosB UM UCXOAHOTO Cbipbd), MPU KOHTPOJSIE KavyecTBa NpOAyKUMU U
npuM nNpoBedeHMU WCMblITaHMM Ha ©Ge3onacHocTb. [omkHa ObiTb paspaboTaHa npouedypa PEeTPOCNEKTUBHOIO
aHanusa, nosBonslWwas MNpUMHUMAaTb peLieHNe OTHOCUTENbHO TFOAHOCTU Buonormdeckon dapmMaueBTUYEeCKon
cybCTaHUUM WM NeKapCTBEHHOro npenapaTa, B COCTaB KOTOPOro BXOAUT WM NPV MPOM3BOACTBE KOTOPOro
MCronb3oBarncs Tako MaTepuan XMBOTHOIO MPOUCXOXAEHUS B KayeCcTBEe UCXOQHOro MaTtepuana unu MCXOAHOro
Cbipbsi. [N yCTaHOBEHMS TOrO, Kakasd 13 AOHALMIA nocrnedHen nokasana oTpuuaTenbHbl pe3ynbTaT Ha Hanmdme
3aboneBaHus, Tam rae MNPUMEHUMO, NPOBOAMUTCS MOBTOPHOE TeCcTMpoBaHMe 06pasuoB, COXPaHEeHHbIX Mpu
npedblgylwieM B3ATMM MaTepuana OT TOro Xe >XMBOTHOro-AoHopa (eCnu TakoBble MMEKTCs), YTO BMAMSET Ha



npouecc NPUHATMSA daHHOro pewleHusd. Mpu onpegeneHMn nepuoga U3bATUS XKUBOTHLIX M3 MPOrpaMmbl OOSDKEH
YYNTbIBATLCH MEpUos BbIBEAEHUS JEKAPCTBEHHbIX CPEACTB, MCMONb30BaBLUMXCA Afs BBEAEHUSA KUBOTHbLIM-
OOHOPaM WM XKMBOTHBIM, KOTOpblE MCMOMb30BanMCb B KayeCcTBE Cbipbs, 4YTO AOIDKHO OblTb OOpPMMAEHO
OOKYMEHTarnbHO.

36. (21) Ocoboe BHMMaHWEe HeOOXOOUMO yAenATb MNpPefoTBPALLEHUID M MOHUTOPUHIY WHAEKLMOHHBIX
3aboneBaHn y XMBOTHbIX, KOTOPbIE UCMONb3YIOTCA B KA4YE€CTBE CbIPbsl, W Y XUBOTHBLIX-AOHOPOB. [MpuHMMaeMble
Mepbl AOMKHbI BKOYATb KOHTPOSb MCTOYHMKOB, MOMELLEHUA, NacTouL, KOHTponb Buonornyeckon 6esonacHocTy,
PEXMMOB MPOBEAEHUS WCNbITAHWIA, KOHTPOMb BCMOMOraTesibHbIX MaTepuanoB W KOPMOB AMS >KUBOTHbIX.
OcobeHHy0 3HAYMMOCTb UMEKT NPOBEPKU KMBOTHBIX, CBOBOAHBIX OT cneumnduyecknx natoreHoB. JomkHbl ObiTb
onpegerneHbl TpeboBaHMA K COOEPXKaHUIO MU MOHUTOPUHTY 340POBbSA APYIMX XMBOTHBLIX (HAanpvMep, >XUBYLLUX B
CTasx unu crtagax).

37. (22) Ons nekapCTBEHHbIX NpenapaTtoB, MPOU3BEAEHHbIX C MCMOMb30BaHNMEM TPaHCTEHHbIX >XUBOTHbIX,
OOMmkHa ObITb obecrnedeHa OTCNEXMBAEMOCTb UCXOAHbBIX XXMBOTHbIX, UCMOMb30BaHHbLIX ANS CO34aHWA U3 HUX
TPaHCrEeHHbIX XXMBOTHBIX.

38. (23) Ocoboe BHMMaHWE OOMKHO ObiTb yAENeHO BbINOSHEHMIO TPebOoBaHUM HOPMATMBHBLIX MPaBOBLIX
aktoB  Poccuiickon  ®epepauun,  perynupyloimx  BOMPOCHl  3alUMTbl  XKMBOTHbIX,  WCMOMb3yeMbiX B
3KCneprvMeHTarnbHbIX Lensax, B OTHOWEHUN BUBapueEB, B KOTOPbIX COAEPKATCH XUBOTHbIE, YXO4a 38 XMBOTHbLIMA U
KapaHTMHa. BuBapuu, B KOTOpPbIX COAEPXKATCS XMBOTHbIE, MCNOMNb3yeMble Ans NPOM3BOACTBA U KOHTPOMS KayecTsa
Buonormndeckux hapmaueBTUYECKNX CyBCTaHLUMIN N NeKapCTBEHHbIX NpenapaToB, AOMMKHbI ObITb OTAENEHbl OT 30H
Npou3BOACTBA M KOHTPOMS KayecTsa.

39. (24) Ons pasnuyHbiXx BMOOB XMBOTHbLIX AOIMKHbI OblTb OMNpedeneHbl OCHOBHbIE MOKasaTenu, KoTopble
3aTeM KOHTPOMWPYKT U perncTpupytoT. [okasatenu MoryT BKMNoYaTb BO3pacT, MOJ, BEC U COCTOSIHNE 340POBbS
XNBOTHbIX.

40. (25) Ona npegoTBpalleHns pyrcka nepenyTbiBaHWs XXMBOTHbBIX, OMONOrMYEcKMX areHToB U pe3ynbTaToB
NPOBEAEHHBIX UCMbITAHUA W NPefoTBpaLLEHUss BO3MOXHbIX OMACHOCTEW, [OJPKHA CyLIeCTBOBaTb cuUCTeEMa MUX
naeHTudmkaummn.

[okymeHTaums

41. (26) [Ans MICXOQHOTO Chipba U NCXOOHbBIX MaTepmnanos AN NponsBoAcTBa BUONOrM4ecknx ekapcTBEHHbIX
npenapaToB MoOxeT noTpeboBaTbCa [OMNOMHUTENbHAs WHQOpMauns 006 WCTOYHUKE, NPOMCXOXAEHUW, Lenu
NnocTaBoOK, MeToe NMPOM3BOACTBA M NMPUMEHAEMbIX MeToAax KOHTPONA KadecTBa Ans obecneyeHus Heobxoanmoro
0b6bema KOHTPOIS, B TOM YNCIEe MUKPOOMONOrMYeCcKOro KOHTPOns.

42. (27) Ona HekoTopbIX TUMOB MPOAYKUMM MOXET notpeboBaTbCs cneunduyeckoe onvcaHne matepuaros,
BXOAALWMX B CEpuo, B  YaCTHOCTW, COMaTMYECKUX  KMETOK, UCMOMb3yemblX Mpu  MpoOU3BOACTBE
BbICOKOTEXHOSOIMMYHbIX NIEKAPCTBEHHbIX MpenapaToB. B OTHOLWEHUN ayTONorMyHoro fekapcTBEHHOrO npenaparta u
nekapCTBEHHOro npenapaTta OT cneumanbHO nogobpaHHOro AOoHOpa, NMPOAYKUMS OOMKHa paccMaTpuBaTbCs Kak
ofHa cepus.

43. (28) ns nekapCTBEHHbIX NpenapaToB, Npy NPOM3BOACTBE KOTOPbLIX UCMOMb3YIOTCHA YENOBEYECKME KNETKN
NN TKaHW OOHOPOB, OOSMKHA OblTb obecrneyeHa NoOnHas NPOCMNEXMBAEMOCTb, HauMHas OT UCXOAHOMO CbIpbs U
mMaTepuanos, B TOM yucrne cogepxaiias nHgopmaumio o060 Bcex BelecTBax, KOHTaKTMPOBaBLUMX C KNeTkamn unm
TKaHAMK, BNNOTb A0 MOATBEPXAEHUS MOMyyYeHUs1 NEeKapCTBEHHOro npenapata B MecTe ero npuMeHeHus.
OpHoBpemMeHHO C 3TMM fJormkHa ObiTb obecneyeHa aHOHMMHOCTb MAUMEHTOB W KOHUOEHUMAaNbHOCTb
uHgpopmaumm o6 umx 3gopoBbe.  CooTBeTCTByKOLWME  3anucu, obecnedvBalolime  MPOCNEXNBAEMOCTb
nekapCcTBEHHOro npenaparta, LOIMKHbI XPaHUTLCS B TeYeHWe TpuauaTu NeT nocrne Aatbl OKOHYaHWUsS CPOKa rogHOCTU
nekapctBeHHoro npenapata. Ocoboe BHUMaHWE [JOMKHO yAensiTbCsl o6ecnevyeHuto MNpoCNeXMBaeEMOCTU
cneunduiecknx NekapcTBEHHbIX NpenapaToB A MCMNONb30BaHUS! B OCOOLIX Cnyvasx, kak Hanpumep KNeTku oT
cneumanbHo nogobpaHHoro goHopa. Mpon3BOoACTBO NEKAPCTBEHHbLIX CPEACTB C UCMOSb30BAaHUEM KOMMOHEHTOB
KPOBM B Ka4eCTBE MCXOAHOIO Cbipbsi N MaTepuanos AOJPKHO COOTBETCTBOBATbL TPeOOBaHUAM 3aKoHO4ATENbCTBA.
Mpn NpoM3BOACTBE BbLICOKOTEXHOMOIMMYHBLIX NIEKAPCTBEHHbIX nNpenapaTtoB JofkHa ObiTb  obecneyeHa
NMPOCNEXNBAaEMOCTb YErOBEYECKMX KMeTOK, B TOM YMCre reMOno3TUYECKMX CTBOMOBbLIX Knetok. MeponpusTtus,
obecneynBatoLLMe NPOCMEXMBAEMOCTb U XpaHEeHMe OOKYMEHTauuuM B TedeHne HeobXxo4MMoro nepnoga BpeEMEHH,
OOMKHbI BbITb BKITHOYEHBI B TEXHWYECKME COrMalleHns Mexay BOBNeYeHHbIMW B TaKylo AeSTENbHOCTb CTOPOHaMMU.

MponssoacTeo
44. (29) YuntbiBas BO3MOXHYIO BbICOKYO M3MEHYMBOCTb CBOWCTB OMOMOrM4eckux BELLECTB UM NPOAOYKTOB,

HeobxoouMMo obecneynTb Ha pa3HblX 3Tanax XuU3HeHHOro UWuKna npoaykumm (Harlpmmep, Ha 3Tane paspa60TKM
npou,ecca) noBbllLleHne HaaexXHoCTn U yCTOVI‘-IMBOCTI/I npouecca, CHMmxaa TeM cCaMbiM €ero BapVIaGeJ'IbHOCTb n



MoBbIWAs BOCMPOM3BOAMMOCTb. [1OBTOpHasi oueHka [OMMKHa MPOBOAUTLCS B npoliecce 00630pOB kayecTsa
MPOAYKLMN.

45. (30) lMNockonbKy cpedbl U peakTVBbl B YCMOBUAX KyNbTUBUPOBAHUS 0GEcrnevmBaloT poCT KMeToK Mnu
MUKPOOPraHW3MOoB, KOTOpble, Kak NpaBuro, ABMSTCA MOHOKYNbTypaMu, ocoboe BHUMaHWe AOIKHO YOAenaTbes
cTpaTerMm KOHTPONs KadecTsa ONs rapaHTuM nNpeaynpexaeHns u MUHUMU3auum GUoHarpy3kn 1 CBA3aHHOIO C Helt
3arpasHeHnss MeTabonuTamy M SHOOTOKCUHaMM. [Ns BbICOKOTEXHOMOMMYHbLIX NEKapCTBEHHbLIX MpenapaToB Ha
OCHOBE KNEeTOK, KOTopble, Kak MpaBuno, Npou3BOAATCS MarnbiMU CEpPUAMU, PUCK MEepPeKPecTHOW KOHTamuHauum
MexXay KNeTo4YHbIMU NeKapCTBEeHHbIMW NpenapaTamMy OT pasHbiX AOHOPOB C Pa3fM4YHbiM COCTOSIHUEM 3[0POBbS
[0IKEeH KOHTPONMPOBATLCS COMMacHO YCTaHOBMNEHHbIM TpeGoBaHUsaM 1 npoLieaypam.

McxogHoe Cblpb€ U UCXoOHblE MaTepuarbl

46. (31) CnenyeT 4eTKO onpeaensTe UCTOYHUK, MPOUCXOXAEHNE U NPUrOAHOCTb BMONOrMYECKNX MCXOQHOTO
CbIPbS U UCXOOHBIX MaTtepuanoB Ansi NoCreayroLero X NCNonb30BaHUs (HanpuMep, KpMoNpoTEKTOpbl, NUTatoLmne
KNeTKW, peareHTbl, NuTaTenbHble cpedbl, Oydepbl, CbIBOPOTKU, hepMEHTbI, LUMTOKMHbI, hakTopbl pocTta). Ecnmn
npoBeAeHne HeobXxoauMbIX UCMLITAHMI 3aHMMaeT MHOro BpeMEeHW, AOoMyCckaeTCcs HavymHaTb o6paboTKy MCXOoOHbIX
MaTepunanoB A0 NONydYeHUst pe3ynbTaToB 3TUX UCMbITAHUA, HO ANS MCMONb30BaHWUS 3TUX UCXOOHbIX Matepuanos
OOIMKHO ObITb YY4TEHO UX BMUSIHWE HA OpYyrue cepuun B Cry4vae BbISIBIEHUS HECOOTBETCTBUSA W OLEHEHbl PUCKM
COrnacHO MpuHUMNam ynpaBneHusa puckamu Onsi kadecTtBa. B Takux criyyasix Bblgaya paspelueHust Ha BbIMyCcK
cepumn rotoBOM MPOAYKUMW 3aBUCUT OT yOOBNETBOPUTENbHBIX PE3yrnbTaToOB MCMbITAHUA MCXOOHOro Chipbd. Ha
OCHOBaHuM TpeboBaHMn K COOTBETCTBYIOLLUM CTagusM NPoOu3BOACTBa AOIPKHA NPOBOANTLCHA MAEHTUMUKALMSA BCEX
UCXOOHbIX MaTtepuanoB. [ononHuTenbHble TpeboBaHWs Anst OMOMOrMYecknx JeKapCTBEHHbIX MpenapaToB
nanoxeHol B rnase lll Hactoawwmx Mpasun u Mpunoxernnn N 8 k Hactosiwum lMpaBunam, a gns GuUonorn4yeckux
dapmaueBTHMyecknx cybctaHuum B rnaee |V HacTtoswmx Npasun.

47. (32) lNMpu oOLEHKE PWUCKOB KOHTAMMHALMM UCXOOHOTrO CbIPpbsl U UCXOOHbLIX MaTepuarnioB BO BpeMms KX
NPOXOXOEHNs MO Lenu nocTaBok 0coboe BHUMaHWE HeoOXOAMMO YOEensATb PUCKY, CBA3aHHOMY C rybuyaton
3HUedanonaTtMen XMBOTHBIX M NATEHTHbIMWM BUpycamMu. Takke AOMKHO ObiTb yAEeneHO BHUMMaHuWe WCXOOHbIM
mMaTtepuanam, HenocpeacTBEHHO KOHTaKTUPYIOWMM C TEXHOMNOrMYeckum obopyaoBaHNEM Uiy NPOAyKUMEn (Taknm
Kak muTaTenbHble cpefpbl, UCMONb3yeMble AN CUMYMNAUMM acenTUYecKoro posnvea, M CMasoyHble maTepuansl,
KOTOpPbIE MOTYT KOHTAKTUPOBaTb C MPOLAYKTOM).

48. (33) BcrnepctBue TOro, YTO PUCKM BHECEHUS KOHTaMMHAUMM U COOTBETCTBYHOLLME MOCNeACcTBUS Onsi
rOTOBOrO fieKapCTBEHHOrO npernapara He 3aBMCAT OT CTaavu NPOM3BOACTBA, YCTAHOBMEHME CTpaTerMnm KOHTpons
ONs  3aWwuTbl  NPOAYKLMKW, NPUroTOBIEHWst pacTBopoB, OydepoB n pobaBnsemMbiX KOMMOHEHTOB [OOIDKHO
OCHOBbIBaTbCA Ha MPUHUMNAX W PYKOBOAALUMX YKa3aHWUSX, COOEepXalMXCA B COOTBETCTBYHOLUMX MNYHKTaX
Mpunoxenusa N 1 k HacTosiwmm Mpasunam. Ocobyo BaXXHOCTb UMEKOT KOHTPOJIbHbIE MEPONPUATUS, HeOOXoaNMblEe
0N NpoBepKn KayecTBa UCXOAHbIX MaTepmnarnos, a Takke Ang npolecca acenTu4eckoro NPon3BoACTBa NPoayKUUK
Ha KNEeTOYHOW OCHOBe, rae (PUHULLIHAA CTepunu3auns He SBMSeTcs BO3MOXHOW, a CnocobHOCTb yAaneHus
MUKPOOHBIX NOBOYHBIX NPOAYKTOB orpaHudeHa. Korga B permctpauMoHHOM OOCbEe WM NPOTOKOME KIMHUYECKUX
UCCNeaoBaHUN YCTaHOBMEH [OOMYCTUMbIM TUM UM YpPOBEHb OuOHarpysku, Hanpumep, Ha CTaguu MNosyyYeHust
hapmaueBTMHECKON CyBCTaHuuW, TOrga cTpaTterns KOHTPOMNs AOIbkHa npegycMaTtpuBaTb CMOCOObI, KOTOPbIMU
OyaoeT NoAAepXKnBaTbCs YCTAHOBIEHHbIN ypOBEHb BUOHarpysKku.

49. (34) MNpy HeobBXOAMMOCTU CTEPUNU3aLUN UCXOOHOO Cbipbsi M MaTepuanos, Takas cTepunusauus, npu
HanNU4MM BO3MOXHOCTU, [OOJPKHA NPOBOAUTBCA TepMUYeckum MeTogoM. [lpu HeobXxoaumocTM MOryT Takke
ncnonb3oBaTbCA [Apyrne COOTBETCTBYHLUME METOAbl, MWCMONb3YIOLWMNECHS AN WHaKTMBaUMM OGUONormyeckmx
MaTepuanos (B YaCTHOCTU, paauauus n punbTpaums).

50. (35) MoxeT noTpeGoBaTbCsi MNPOBEAEHWE [APYrMX MEepOMpusTUA, B YacTHOCTW, UCMOSb3oBaHWe
aHTUOMOTUKOB Ha paHHWX 3Tanax MpPOW3BOACTBA C LENbl yMEeHbLUeHUss BuoHarpysku, KoTopasi BO3MOXHa npwu
MOCTaBKe XMBbIX TKAHEN U KNEeTOK. PekomeHayeTcst Mo BO3MOXHOCTU M3beratb Takux MeponpusiTUii, HO B criyyae
HeobX04MMOCTU X UCMONb30BaHWE OOMMKHO ObiTb 0GOCHOBAHO, @ UX NMPUMEHEHNE B TEXHOMOIMYECKOM MpoLecce
OOMKHO ObITb MpekpaweHo Ha CTaguu, yKasaHHOW B PErucTpaumoOHHOM [OCbe WM MPOTOKONE KIMHUYECKNUX
nccnenoBaHuin.

51. (36) Ons 4enoBeYecKMX TKAHEM W KIEeTOK, UCMOMb3yeMbiX B KayeCcTBe WMCXOOHbIX MaTtepuarnoB And
Bronormyecknx nekapcTBEHHbIX CPeACTB, HE0H6X0AUMO yunTbiBaTh crneayLme TpeboBaHus:

a) (a) nx npuobpeTteHne, goHaUMA 1 NPOBELEHUE UCMbITAHUA OOIMKHO OCYLLECTBNATLCA B COOTBETCTBUM C
HOpMaTUBHBIMW MpaBoBbiMM akTamu Poccunckon ®egepaumun. OpraHnsaummn, NOCTaBASIOWNE UCXOQHOE CbIpPbeE,
OOIMKHbI UMETb paspeLleHne YNorTHOMOYEHHOro deepansHoOro opraHa UCNONHUTENbHOW BNAcTn B COOTBETCTBUU
C 3aKoHopaTenbcTBoM Poccuiickon ®enepauun. Hanmume HeobxoaMMbIX pa3peLleHnin JOMMKHO ObiTb NPOBEPEHO B
pamkax cucTeMbl ynpaBneHusi NoCTaBKaMu;



0) (b) B cniyyasix UMNopTUPOBAHUS TaKMX YENOBEYECKUX KITETOK M TKaHEW U3 OpYrux CTpaH, JOJDKHbI ObiTh
cobntogeHbl cTaHAapTbl KOHTPONsS kayecTBa U 6e30MacHOCTU, COOTBETCTBYKOLIME TpebOBaHUAM HOPMAaTUBHbIX
npaBoBbIX akToB Poccuinckon ®egepauuu;

B) (C) B HeEKOTOpbIX criydyasx paboTa C KneTkamMu W TKaHAMW, WCMOSb3yeMblMU B KayeCTBE MCXOAHbIX
mMaTepuanos Ans 6Guonormyecknx nekapcTBeHHbIX npenapaTtos, 6yaeT NpoM3BOAMTLECS B OpraHM3aunsx no B3ATUIO
n (M) NpoBepke TKaHeW, B TOM 4Yucne Ans CO3[4aHUs HayarbHbIX KNETOYHbIX ©6aHKOB UMM KNETOYHbIX MUHUNA,
npeawecTBYOLWMX CO30aHuI0 rnaBHOro 6aHka knetok. B TakuMx crnyyasix B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauunmn OMmMKHO ObiTe HA3HAYEHO NULO, KOTOPOE OTBEYaEeT 3a yKka3aHHble aTanbl paboThl;

r) (d) oTBeTCTBEHHOE NMMLO B OpraHM3aumu Mo B3ATMIO M (UNK) NPOBEpPKE TKaHeW BbiAaeT paspelleHne Ha
MCMNonb30BaHWe TKaHEeW M KIeTOoK nepef Mx NocTaBKOW NPOM3BOAMTENIO NIEKAPCTBEHHOrO npenapara, Nocne Yero
NPUMEHSTCA CTaHAapTHbIE MpoLedypbl KOHTPONS UCXOOHbIX MaTepuarnoB. Pe3ynbTaTbl NCMbITAHUIA BCEX TKaHewn
N KIETOK, NOCTaBnseMblX OpraHu3aumen no B3ATMIO U (MrM) MpPOBEpKe TKaHeW, OOMKHbI ObiTb MpefoCcTaBrieHbl
npou3BoauTENO  FNeKapCcTBEeHHOro npenapata. [aHHad uvHQopMauusa [OOMmKHa  WMCMONb30BaTbCA  AfS
COOTBETCTBYHLIErO pasgeneHns matepuanoB M onpegeneHust cnocoboB xpaHeHus. B crnyyae HeobxogumocTu
BO3MOXHa [OCTaBKa TKaHEW U KNeToK NpOM3BOAWTENI0 NEKapCTBEHHOrO npenapara A0 MONyyYeHust pesynbTaToB
UCNbITaHUI OT OpraHu3aLumn No B3STUIO U (MNK) NPOBEpPKe TKaHEW. DTO BO3MOXHO NPU HaNM4Ynm cOOTBETCTBYIOLLMX
Mep KOHTpONnsd Ans nNpeaoTBpalleHMs NepekpecTHOM KOHTaMWHauuM TKaHAMU W KneTkamu. Takas gocTaBka
BO3MOXHa C paspeLleHns OTBETCTBEHHOrO fvua B OpraHnM3aumm no B3sATUIO 1 (Mnn) NnpoBepke TkaHewn;

A) (e) TpaHCnopTUpPOBKa YEeroBEeYeCKMX TKaHeW W KNeTOoK K MpOM3BOACTBEHHOM MMowaake AorkHa
OCYLLECTBMNATLCA B COOTBETCTBUM C COrNawleHneM Mexgy OTBETCTBEHHbIMW CTOpoHamu. [1ponsBOACTBEHHbIE
nnowankM JOMKHbl MMeTb AOKYMEHTanbHOe MOATBEpXAEeHWe COGMoAeHNs COOTBETCTBYHOLUMX Crneunudunyecknx
YCINOBUIN XpPaHEHNS U TPAHCNOPTUPOBKY;

e) (f) momkHbl cobntogaTecst TpebOBaHMSA MPOCHEXNBAEMOCTU, HAYMHAsA C OpraHu3aunn no B3ATUIO U (MnK)
npoBepKe TKaHEW [0 AOCTaBKM Mofy4yaTernto 1 BKIOYas martepuarnbl, HAXOAMBLUMECS B KOHTAKTE C KIeTkamMy Wnm
TKaHAMY;

X) (g) AOMKHO ObITb 3aKMYEHO COrMaleHne Mexay OTBETCTBEHHbIMU CTOpOHaMK (Hanpumep,
npoussoauTensMu, opraHM3aumusiMum no B3ATUIO U (MNK) NpOBEpKe TKaHewn, CNoHCopamMu, nMuamu, Ha UMS KOTOPbIX
BblJaHbl PErMcTpaLnoHHbIE YOOCTOBEPEHWS), KOTOPoe onpedensieT cdepbl OTBETCTBEHHOCTU KaXdoW U3 CTOPOH
(BkrtOYast ykasaHne OTBETCTBEHHbIX U YMOMHOMOYEHHbIX MNNLL).

52. (37) B oTHOLWEHUW reHHoM Tepanun HeobXxoaAMMO yunTbiBaTh cnegyowmne TpeboBaHns:

a) (a) ons npoaykuun, NPou3BEAEHHOM C UCMOMb30BAaHMEM BUPYCHbIX BEKTOPOB, MCXOAHblE Martepuarnbl
SABNSAOTCA KOMMOHEHTaMKM, M3 KOTOPbIX MOMyYEeH BWPYCHbIW BEKTOP, TO €CTb [MaBHbIA BUPYCHbIA MOCEBHOM
mMatepuan unm nnas3muapl, KOTOpbIMU TPaHCULIMPYIOT NaKyroLWMe KNETKNU, N MMaBHbIA GaHK KNEeToK, NCNOoSb3yeMbIN
ONS FIMHAN NaKyoLWNX KNETOK;

0) (b) onsa npoaykumun, NPOM3BEAEHHOW C UCMOMb30BaHWEM MNMasMui, HEBUPYCHBIX BEKTOPOB M FEHETUYECKU
MOANMUUNPOBAHHBLIX MWKPOOPraHU3MOB, 3a WCKIIOYEHMEM BUPYCOB W BUPYCHbIX BEKTOPOB, WCXOOHBIMU
mMatepuanamm SBAsKTCA KOMMOHEHTbI, UCMOMNb3yeMble AN CO3[4aHWUsSt KNEeTOK-NPOAYLEHTOB, TO €CTb Mna3mMuapl,
GaKTepusi-X0351H U IMaBHbIN 6aHK PEKOMOVHAHTHBIX MUKPOOPTraHU3MOB;

B) (C) ANA reHeTnYeckn MoanUUMPOBAHHBIX KIETOK UCXOAHbIMWM MaTepuanamu siBrstoTCS KOMMOHEHTHI,
ucnonb3yemble AN NOMNy4YeHUs1 reHETUYECKM MOAMMPULNPOBAHHbBIX KNETOK, TO €CTb UCXOAHble Martepuarnbl Ans
NPOn3BOACTBA BEKTOPOB, @ TAKKe KINeTKN YernoBeka U X1BOTHbIX;

r) (d) npuHumMnbl HacToAwmx [paBnn NPUMEHSAIOTCH, Ha4yMHas OT CMCTEeMbl BaHKa KMeToK, UCMOoMb3yemoro
ANsi NPOM3BOACTBA BEKTOPa MW NnasMuabl, KOTOpble UCMONb3YTCA ANA NepeHoca reHoB.

53. (38) lMpn npom3BoACTBEHHbLIX Mpoueccax, B KOTOPbIX KNETKM YenoBeKa W XMBOTHbIX UCMOMb3YHTCH B
KadecTBe MUTalOLWUX KINEeTOK, AOMKEH MNPOBOAUTLCS COOTBETCTBYHOLUMIA KOHTPOSlb WCTOYHWUKOB, WCMbITAHWUNA,
TPAHCMOPTUPOBKN W XPaHEHUS [AaHHbIX MaTepuanoB, BKMOYAA KOHTPOSNb B COOTBETCTBMU C TpeboBaHMAMMU
3akoHogartenbcTBa Poccunckon degepaumm.

Cuctema noceBHomn KynbTypbl 1 OaHka KneTok

54. (39) [Ona npepoTBpalleHMsl HeXenaTtenbHOro W3MEHEHMSI CBOWCTB, KOTOPOE MOXET MpPOU30NTK
BCNEeACTBME MHOIOKpaTHbIX MepeceBOB WM OOMbLIOTO 4ucha reHepauui, MpPOM3BOACTBO OGUONOrMYecKmx
hapmaLeBTUYECKMX CyOCTaHUMMN U NEeKapCTBEHHbIX MpenapaTtoB, MOMyYyaembiX W3 KynbTyp MWKPOOPraHM3moB,
KynbTyp KNETOK UNN pasMHOXEHWEM B 3MOpMOHax, TKaHAX M OpraHax XXMBOTHbIX, OOIDKHO ObiTb OCHOBAHO Ha
cucTeme rnaBHOW M paboyven BMPYCHbIX MOCEBHbIX KynbTyp U (unu) 6aHKoOB KNeTok. Takasd cucrema MoxeT ObiTb
HeNnpPUMEHMMON KO BCEM TUMAM BbICOKOTEXHOSOMYHbIX NEeKapCTBEHHbLIX NpenapaTos.

55. (40) KonuuecTtBo reHepauuii (yoBOEHWUIA, Naccaxewn) Mexay NOCEBHOW KyNbTypow Unvm 6aHKOM KMETOK U
Guonornyeckon dapmMaueBTUYeckon cybcTaHumen Nnbo nekapcTBEHHbIM NpenapaToM AOSMKHO COOTBETCTBOBATbL
TpeboBaHuAM cneundukaumin B perucTpaumoHHOM JOCbEe UM NPOTOKOME KITMHUYECKUX UCCred0BaHU.



56. (41) Co3gaHne cucTeM MOCEBHBLIX KynbTyp M GaHKOB KIETOK, BKMOYas rfaBHble U pabodne noceBHble
KynbTypbl, AOIMKHO SBMAATBCS YACTbHO YNPaBEeHNs )XU3HEHHBIM LUKITOM MPOAYKUMM U MPOBOAMTBLCS B Haanexawmx
ycnoBusx. [Npon3BoacTBEHHaa cpeda AOMMKHa HaxO4MTbCs MOA4 COOTBETCTBYIOLWMM KOHTponem ansi obecneyeHms
6e30MacHOCTU CMUCTEM MOCEBHbIX KynbTyp M ©aHKOB KMNeTOK, a Takke nepcoHana, pabotatowero ¢ Humu. [Mpu
CO30aHuM MOCEBHbIX KyNbTyp 1 BaHKOB KNETOK He JOMnycKaeTcs OAHOBpPEeMeHHas paboTa ¢ APYrMMU XUBbIMU UK
WHpMUMpPYIOLLMMY MaTepranamm (Hanpumep, BUpycamu, NMMHUSIMA NN LUTaMMaMK KNEeToK) B OOHOW 1 TOW Xe 30He
WNM OOHOrO W TOro Xe nepcoHana. [omkHa ObITb JOCTyNHa [OKyMeHTauus, nossondwowas obecneyntb
NpoCNexXuBaeMoCcTb CTagun, NpeaLllecTBYIOLUX reHepaumMyM rMaBHOW MOCEBHOW KynbTypbl UMW rMaBHOro HaHka
KNeToK, rae MoryT ObiTb MPUYMEHEHbI TOMbKO MpUHLUMNLI Hactoawwmx [MMpasun. [JaHHas AOKYMeHTauus OOKHa
BKIIOYATb MHAOPMALMIO OTHOCUTENIBHO KOMMOHEHTOB, UCMOfb30BaBLUMXCA BO Bpems pa3paboTku M BO3MOXHO
BAMsOLWMX Ha 6e3onacHOCTb NpoAyKuuKn (HanpyuMmep, peareHTbl BUONOrM4EecKoro MPOUCXOXKOEHWS), OT HaYarnbHOro
NCTOYHMKA W OO FNTaBHOTO KIIETOYHOIO UKW FMaBHOMO MOCEBHOMO OaHKa, ecrniv NpMMEHNMO.

57. (42) Mocne dopMUPOBaHUS OCHOBHOIO M pabo4vero 6aHKOB KNETOK UM MOCEBHbLIX KYNbTyp OOJDKHbI
cobntogatbcsa npouenypbl N0 KapaHTUHY U paspelleHnto 6aHKOB K MCNoMb30BaHWM0. [ormkHbl ObiTb MPOBEAEHbI
COOTBETCTBYHOLIME KBaNMUKaumMs M UCMbITAHUS B OTHOLLUEHUW KOHTaMWMHaHTOB. WX AanbHelwasi npurogHocTb
BMNOCNeacTBMM JOMKHA ObITb noATBepXaeHa CTabunbHOCTbIO XapakTEPUCTUK U Ka4eCTBOM MOCMEAYIOLNX Cepui
npoaykumn. [okaszaTtenbCTBO CTabuMbHOCTM U BOCMPOM3BOOUMOCTM MOCEBHbLIX KynbTyp unum 6aHKOB KNeTok
HeobxoouMo OodopMnATb AOKyMeHTanbHo. CopepxaHve 3anucen LOMKHO MO3BOMSATb MPOBOAMTL  OLIEHKY
TEeHOEHUWNA.

58. (43) MNoceBHble KynbTypbl U BaHKK KNeTok HeobxoouMoO co3daBaTb, XPaHUTb M UCMONb30BaTh TaKUM
0bpa3omM, 4Tobbl pUCK X KOHTAMUHALMK MU N3MEHEHMUS OblNT MUHMMarnbHbIM (HanpuMep, XpaHuTb B repMeTUYHbIX
KOHTelHepax B XUOKoM a3oTe). B cnyvae xpaHeHUs pa3nuyHbiX MOCEBHbIX KyNbTyp U 6@HKOB KMNETOK B OOHUX U TEX
e 30Hax WM C MCNOMb30BaHWMEM OOHOrO WM TOro ke 00opyaoBaHUs [OSKHbI ObiTb MPUHATHI Mepbl MO
nNpegoTBpaLLEHUIO NEepenyThiBaHUA W MNEPEKPECTHOM KOHTaMMHAUMM C  Y4eTOM WHJEKLMOHHOW Npupoabl
mMaTepuarnos.

59. (44) JlekapcTBeHHble npenapaTtbl Ha OCHOBE KIETOK OObIYHO MPOU3BOAATCS M3 KMETOYHOro 3anaca,
MOMy4eHHOro M3 OrpaHUYEHHOro KONMM4YecTBa naccaxen. B oTnvume oT OBYXYpPOBHEBOW CUCTEMbI MaBHbIX U
pabounx BaHKOB KINEeToK, KONMYEeCTBO MPOM3BOACTBEHHbIX LIMKIIOB Ha OCHOBE KMETOYHOro 3anaca OrpaHuyeHo
KONMMYeCTBOM anuKBOT, NOJTyYEHHbIX NMOCMEe poCTa, U HEe pacnpOCTPaHAETCS Ha BEChb XU3HEHHbIN LIMKIT NPOAYKLNN.
MpoTokon Banuaaumm AOMKEH y4YUTbIBaTb M3MEHEHWS KNETOYHOrO 3anaca.

60. (45) EmKoCTM ANna XpaHEeHUs OOMKHbI ObITb FrepMETUYHO 3aKPbIThbl MU YETKO MapKnpoBaHbl; MX HE06XoaAnMo
cogepxaTb Mpu COOTBETCTBYOLLEA Temnepatype. HeobxooumMo BECTW [OOKYMEHTalbHbIA Y4eT XpaHSALWMXCS
eMKocTen. TemnepaTtypy XpaHeHusi cnefyeT HenpepbiBHO PerMcTpupoBaTtb, a B YCTAHOBKAX C XUOKMM a30TOM
KOHTponvpoBaTb ero ypoBeHb. OTKINOHEHUSI NMapameTpoB XpaHEHMSI OT YCTAHOBMEHHbIX MpedenioB un nobble
npeanpyHATbIE KOPPEKTUPYIOLLNE U NpeaynpexaaLmne AeNCTBUS OOJPKHbI ObITb 0POPMIEHbl JOKYMEHTasbHO.

61. (46) PexomeHayeTcsa pasgensaTb 3anachkl Ha YacTu U XpaHUTb pasfernbHO BO U3bexaHne MofHow yTpaThl.
KoHTponb MecTopacnonoxeHus JormkeH obecneynBaTth BbINOMHEHNE YKa3aHHbIX Bbille TpeboBaHUNA.

62. (47) YcnoBuss xpaHeHusi n 0OpaboTKM 3anacoB [OJMKHbI ONPEAEnATbCA COMfacHO TEM Xe CcambiM
npoueaypam u napameTpam. ocne B3ATUS KOHTEMHEPOB M3 XpaHUNuLLA MOCEBHOW KynbTypbl UM GaHka KneTok
He JonyckaeTcs BO3BpalLaTh MX B XpaHUIMLLE NOBTOPHO.

MpuHUMNBI paboThbl

63. (48) lMpu ynpaBneHMN U3MEHEHUAMU C YCTAHOBIIEHHOW NEPUOANYHOCTBLIO OOMXHbI paccMaTpuBaTbCs
appekTbl, BKMOYAA KyMyNsaTUBHblE 3dEKTbl M3MEHeHW (Hanpumep, B MPOM3BOACTBEHHbLIX MpoLeccax),
BMMSAOLLME Ha Ka4yecTBO, 6e30nacHOCTb 1 3pEKTUBHOCTL FOTOBOrO JIEKAPCTBEHHOIO Npenapara.

64. (49) Kputnueckue onepaumoHHble (TEXHONOIMYeCcKue) Unu apyrue UcxXofaHble napameTpbl, BNUsoWmne Ha
KayeCTBO JleKapCTBEHHOrO MpenapaTta, [AOMKHbl ObiTb OMNpedeneHbl, BanuaupoBaHbl, [OKYMEHTUPOBaHbI U
NOAAEPXKUBATLCS B COOTBETCTBMM C YCTAHOBIEHHLIMU TPEOOBaHUSAMMU.

65. (50) CrTpaterns KOHTPONA MOCTYMNNIEHNS WUCXOOHOMO ChipbS W UCXOAHBIX MaTepuarnioB B
NPOM3BOACTBEHHbIE 30HbI [JO/PKHA OCHOBBLIBATBCS HA NPUHUMNAX YnpaBfeHus puckamu Ons kavectBa. [Ons
acenTmyeckux NpoLeccoB TEPMOCTOMKNE UCXOOHOE Cbipbe U UCXOAHbIE MaTepuansl, Monagarlme B YACTYIO UMK
YACTYI0O U W3ONUPOBAHHYIKO 30HY OOSPKHbI, MPU HanmU4MM BO3MOXHOCTMW, MOCTYNaTb B HMX 4Yepe3 MpPOXOAHON
aBTOKNAaB WM CyXxOXapoBoW Lkad. HeTepMoCTonKnMe UCXOOHOE Cbhbipbe W UCXOAHble MaTtepuarnbl OOMKHbI
BHOCUTbLCS 4epe3 BO3A4yLUHble LWM3bl C OMOKMPOBKOM [ABeEpen, noaeeprasicb npouenypaMm 30dEKTUBHON
caHuTapHoi obpaboTkM noBepxHOCTW. Pa3peluaeTcsa cTepunu3aunsi npegMeToB U mMaTepuarnoB B ApYyroM MecTe
npu YCroBWMM, YTO OHWU CoAepXaT KONMMYeCTBO OOEPTOK, COOTBETCTBYHOLUMX YMCNY CTagun, Heobxoaumbix Ans
NPOXOXOEHNSA B YUCTYHO 30HY, U BHOCATCS B HEE Yepe3 BO3AYLUHbIV LUNI03 C CODogeHNEM COOTBETCTBYIOLLMX MEpP
NpegoCTOPOXHOCTU NYyTEM CaHUTapHOM 06paboTKM NOBEPXHOCTEN.



66. (51) [lormkHbl ObITb NOATBEPXKAEHBI POCTOBLIE CBOMCTBA NMUTATENbHbBIX Cpen C LeNbto JoKa3aTenbCTBa NX
NPUrogHoOCTM ANs NpeanoriaraeMoro UCnonb3oBaHus. MNutatenbHble cpedbl AOMMKHbI MPU HANMYUM BO3MOXHOCTMU
cTepunu3oBaTbCs Ha MecTe. [lpu nnaHoBOW nogaye rasoB, NUTaTENbHbIX Cpend, KUCIOT WU  LUEeNoYen,
neHoracutenen Kk depmeHTepam Mpu HanNMyum BO3MOXHOCTM PEKOMEHOYEeTCH WCMOoNb30BaTb CTepunuayoLlme
UnNbTPbl, BCTPOEHHbIE B NMUHUN NOAAYMN.

67. (52) lobaBneHue BelecTB Unu KynbTyp B chepMEHTEPBLI U Apyrne Cocydbl, a Takke O0T6op Npob M3 HUMX
HeobXx0AMMO NPOBOANTL B TLATEMbHO KOHTPONUPYEMbIX YCHOBUAX ANS NpeaoTBpawieHus KoHTamuHauuu. [Mpu
BHeceHun fobaBok nnm otbope Npob HeOBXOAMMO KOHTPONMPOBATL NPAaBUITLHOCTL NOACOEANHEHNS COCYAOB.

68. (53) Ecnu 9at0 HeobGxoaMmo, [OMKEH OCYLEeCTBNATbCA MOCTOSHHbIA  KOHTPOSlb  HEKOTOPbIX
NPOU3BOACTBEHHBIX MPOLECCOB (Hanpumep, depMeHTaumm) ¢ BHECEHWEM pe3ynbTaToB KOHTPOMS B 3anvcu Mo
npoussBoacTBy cepun. [lpu npomsBoACTBE C MCMOMb30BaHMEM METOAa HEMNPEpPbLIBHOIO  KyNbTUBUPOBAHWS
HeobxoomMmMo cobntogatbe crneuuanbHble TpeboBaHWs K KOHTPOMK KayecTBa, MoAnexaline nNpUMEHEHU0 B
pesynbTaTte BbibOpa Takoro Mpon3BoACTBEHHOro MeToaa.

69. (54) lMpoueccbl LEHTPUdYrMPOBaHMA U CMELIMBaHMS MNPOAYKTOB MOryT MpMBECTUM K 0OpasoBaHuio
aspos3onen, No3aToMy BO u3bexaHWe NepekpecTHOM KOHTaMuMHauuW Takme npouecchbl crnegyeT npoBoAWUTb B
N30MMPOBAHHBIX 30HaX.

70. (55) Mpu cnyyanHow yTeuyke, B OCOBEHHOCTU >XUBbIX MWKPOOPraHW3MOB, AOMKHbI ObiTb MPUHATHI
HeoTnoxHble Mepbl 6e3onacHocTu. [ns Kaxgoro Buga wAM  rpynnbl MUKPOOPraHM3MOB  OOSKHbI  ObITb
npegycMoTpeHbl cneuunanbHble MeponpuaTus no AekoHTamuHauuu. Npy Mcnonb3oBaHUM pasfiuMyHbIX LUTaMMOB
GakTepuii OQHOMO BMAA MIM OYEHb MOXOXUX BMPYCOB 3Ta npouegypa MOXET ObiTb BanMaMpoBaHa B OTHOLLEHWM
TONbKO OOHOIO M3 HWUX, €CNIN Y HUX HET CYLECTBEHHbIX Pa3nuymMm B YCTOMYMBOCTM K COOTBETCTBYIOLLEMY areHTy
(areHTam) onsa AeKkoHTaMUHaLMK.

71. (56) Ecnn wmatepwmansbl, ucnonb3yllmecs Ofs MPOU3BOACTBA W KOHTPOMS, BKIoyasi OymMakHble
OOKYMEHTbI, SIBHO SIBNSAOTCA KOHTAMWHUPOBAHHbLIMW, Hanpumep MpOfMTBIMKA KUOKOCTAMW, adpo30SisaMu  Uim
NOoTeHUManbHO OMacHbIMA MWKPOOPraHM3mMamu, TO OHU LOOIDKHbI ObiTb COOTBETCTBEHHO AE3NMHAULMPOBAHbI, MK
nHdopMaLma JOSMKHa NepegaBaTbCca ApyrMmMmm cnocobamum.

72. (57) lMNpn nHakTMBaUMM MNW yganeHuuM BMPYCOB B XOA4€ MPOM3BOACTBA HEOOXOAMMO MPUHMMATbL Mepbl
NPOTUB NOBTOPHOWN KOHTaMMHaunyM obpaboTaHHON NPOAYKLMN CO CTOPOHbLI HEOBpaboTaHHON NPOAYKLNN.

73. (58) [Ons npoaykToB, WHaKTUBUPYEMbIX Mpyv Momowm pJobaBneHvus peareHToB (Hanpumep,
MUWKpPOOPraHn3mbl B npoLecce NPoM3BOACTBA BaKLWH), NPOLECC AOSMKEH rapaHTMpoBaTb MOMHYI0 WHAaKTUBaLMio
XMBbIX MUKPOOpPraHvM3moB. [locne TwaTenbHOro CMELUMBaHWUS KynbTypbl M WUHAKTUBUPYIOLLEro areHTa LOJSIKHbI
YYNTbIBATbCH BCE KOHTAKTUPYIOLLME C NPOAYKTOM NOBEPXHOCTU, NpebbiBaBLUNE B KOHTAKTE C KYNbTYypOMN.

74. (59) lMNpn npvMeHeHWn XxpomaTorpacmyeckmx MEeTOAOB MCMONb3YKT pa3Hble BuAbl 000OpyOoOBaHWMS.
MpuHUMNBI yNpaBneHUss puckamy Ans KadecTBa AOMKHbl cobnopaTbCs nNpu paspaboTke cTpaTerMm KOHTpOns
copbeHTOB, KOPNYCOB KOMOHOK M Apyroro obopyaoBaHMs MpU MX UCNOMNb30BaHUWM ANs MPOU3BOACTBA B pexume
KaMnaHuii unn B NPOV3BOACTBEHHON cpefe, NpeaHa3HavYeHHON Ansi MPOU3BOACTBA HECKONbKUX TUMOB MPOSYKLNN.
He pekomeHOyeTCs WCMOMb30BaHWE OOHWX WU TeX Xe COpPOEHTOB Ha pasHbIX TEXHONMOMMYECKUX CTaausix.
Heobxooumo ycTaHOBWUTb KPUTEPUM MPUEMIIEMOCTU, YCrNOBUS paboTbl, METOAbl BOCCTAHOBIIEHWS, CPOK CIyXObl U
MeTOAbl CTEPMNIM3aumm unu gesmHgekumnm KOnoHoK.

75. (60) OonomnHuTenbHble WHCTPYKLUMU OTHOCUTENbHO MWCMONb30BaHUA 06ny4eHHbIX obopyaoBaHusA K
mMaTepuanos usnoxetol B MNMpunoxexHun N 12 k HacTosw