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YTBEPXJEHDI
mpuKazoM MuHKCTEpCTBA 3JpaBOOXpaHEHMS
Poccuiickoit @enepaumnu
ot 8 aBrycta 2018 r. Ne 512H

IIpaBuaa
HaJJle;kallel NPaKTHKH 1o pabore
¢ GnoMeIMUHMHCKMMH KJI€TOYHBIMH NPOAYKTAMH

I. O0mue noJjoxxkeHus

1. TlpaBuna Haanexameif nNpakTUKA 10 pabore ¢ OHOMEAMIUHCKHMU
KJIETOYHBIMH NpoaykTamu (manee — [lpaBuia) yctaHaBIUBaOT obIuue TpeGoBaHUSA K
NPOBEACHUIO JTOKIMHUYECKUX HCCIIENOBaHUM, NPOU3BOJICTBY M KOHTPOJIIO KavyecTBa
OMOMEIMIIMHCKUX KIETOYHBIX TPoayKToB (nanee — BMKII).

2. Hacrosume IlpaBuna npuMeHSIOTCS K KIETOYHBIM JIMHUAM KaK K UCXOJHBIM
MatepuanaMm s npousBoactBa BMKII, mpoMexyTo4HBIM IPOAYKTaM IPOM3BOJACTBA
BMKII unmu npoumsBenenHsiM BMKII B ciydae, eciu OHM BXOOAT B MCXOOHOM HIIH
obpaborannoM Buzae B BMKII, sBnstoTcs npoykToM NpoU3BOJACTBA, KOTOPEIA JOKEH
NpOHTH  TOCHeOylollde  CTaJiM  TeXHOJOoruueckod  obpaboTku  (manee —
MPOMEXYTOYHBIH mpoxaykT mnpousBoactBa bBMKII), wmmm sBmmorcs BMKII,
npeHa3HaueHHBIM Ui npomu3BoacTBa Apyrux BMKII, cooTBeTcTBEHHO.

II. Oprann3zanusi cuctembl kKadecTBa npounssoacrsa BMKII

3. TlIpoumssoaurens BMKII (manee — opranuzanus) aomkeH npou3soauts bBMKII
cmocoOOM, TapaHTHPYIOIIUM €ro COOTBETCTBHE CHEIM(UKaLMKA Ha BMKHI,
TpeOOBaHUAM, YCTAaHOBIEHHBIM TIIPH  €ro  TOCYJapCTBEHHOM  pEruCTpallMHy,
PETHCTPALIMOHHOMY JIOCHE U IPOTOKOIY KIMHHYECKOrO UCCIIEJOBAHUS.

4. JIna obecnedeHuss cooTBeTcTBHS mpomsBogumoro BMKII TpeGoBanusM,
YCTaHOBJIEHHBIM IIPU €r0 TOCYAApCTBEHHOHN perucTpalyy, pEruCTpallMOHHOMY JOChE U
IPOTOKONY KJIMHMYECKOTO HCCIENAOBAHUS B OpraHU3allUd OOJDKHA OBITH CO34aHa
cuctemMa KadectBa mpomsBoactBa BMKII (mamee — cucremMa  KaudecTa),
obecreunBaroIias BHINMONHEHHe TpeOoBaHmii Hactosmmx IlpaBun U ynpasiieHHe

! Crares 7 @epepanbroro 3akona ot 23 mions 2016 r. Ne 180-03 «O GHOMETMIMHCKAX KIETOTHBIX
npoaykrax» (CobOpanue 3akoHomarenscTBa Poccuiickodt ®@epepanmn, 2016, Ne 25, cr. 3849;
o(HULHAIBHBI HHTEPHET-TIOPTANT NPaBoBOi HHGopMaruu http://www.pravo.gov.ru, 3 asrycra 2018 r.)
(manee — ®enepanbuebiii 3akoH Ne 180-D3).
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puckamu Juisi obecriedennss kagectBa BMKIL. OddekTHBHOCTE GYHKIMOHMPOBAHHS
CHCTEMbI KauecTBa B OpPraHU3aIlMM JIOJDKHA KOHTPOIHpoBaThCsA. OTBETCTBEHHBIMH 32
HOJIEpXKAHUEe M KOHTPOJIb CUCTEMBI Ka4eCTBAa SBIIAIOTCS PyKOBOIUTEIL OPTaHU3aALUH H
'ynonHoMo4eHHOe(bIe) THIO(a) OpraHM3aLHH.

5. Cuctema KavecTBa J0JDKHA OCHOBBIBAThCS Ha CIEAYIOIUX MPHHLIMITIAX:

a) mpoumsBomumblii BMKII coorBercTByer cnemuépukanmu Ha BMKII u
II0KA3aTelsIM KayeCTBa, YCTAaHOBICHHBIM HOPMaTUBHOM JOKyMEeHTaluel Ha BMKIT;

6) kagectBo kaxmodt cepum BMKII (ompenenennoro xomuyectsa BMKII,
KOTOPHIM TPOM3BENEH W3 OIPEAENCHHBIX OHONOTMYECKHX M MHBIX HMCXOAHBIX
MarepyalioB B €IMHOM ILMKIIE IIPOM3BOACTBA B OKOHYATEIBHOM YIIAKOBKE M TOTOB K
BBIIYCKY) JOJDKHO IOJAEPXKUBATECS M KOHTPOIHPOBATECS MOAPA3CICHHEM KOHTPOJIA
KayecTBa Ha BCEX JTamax M ONepaluaX, CBiI3aHHbIX ¢ npousBoacTBoM BMKII, Bkmrogas
IPUEMKY OHOIOTHYECKHX M MHBIX HCXOAHBIX MaTe€pHaloB, HX 0OpabOTKy W YIaKOBKY
BMKII, pe3ynsraroM KOTOpBHIX sBisercs momydeHue cepud DBMKII (mamee -
TEXHOJIOTHUECKHUH IpoLecc);

B) OOBEKTHI, MPOLECCH M YCIOBUS MX OCYLIECTBICHHS, OKa3bIBAIOIIUE BIMSIHHE
Ha kagectBo BMKII (mamee — KpuTHYHBIE OOBEKTHI, IPOLECCHI M YCIOBHS HX
OCYLIECTBIEHHS), KOHTPONUPYIOTCS TofpaszieeHreM oOecCleueHns KadecTBa C
IIOATBEPKICHUEM UX COCTOSHUS;

r) B OpraHU3alldd HPOBOAMTCS OLEHKa 3bdexTHBHOCTH npou3soacTtsa BMKII B
IIOPSIJIKE, yCTaHOBJIEHHOM BHYTpEHHEH JOKyMeHTaIue OpraHu3aIu
(manee — BHyTpeHHSS] JOKYMEHTALHA);

1) BHECEHHe M3MEHEHH# BO BHYTPEHHIOIO JOKYMEHTAIMIO B 4acTH TpeOOoBaHM
K TpOIleccaM, yCIOBUSIM ITPOM3BOACTBA M KOHTpoiro KayectBa BMKII ocyiecTsisiercs
B 1eJiax yiyumenus kaqaectsa BMKIL

6. Cucrtema KayecTBa J0JDKHA 00eCreunBaTh, YTOOBI B OpraHU3alliu:

a) Beimyckaemas cepusi BMKII coorBeTcTBOBana TpebOBaHMAM, YCTAHOBICHHBIM
IIpd €ro TroCyIapCTBEHHOM pETMCTpalldH, WM, B CjlydYae He3aperHcCTPUpOBaHHOIO
BMKII, cootBercrBoBayia crenudukammu Ha BMKII u mnokasarensM KadvecTsa,
YCTaHOBIEHHBIM B HopMaTuBHOH pokymeHtanuun Ha BMKII (manee — BMKII
HaJUIeXalIero KauecTsa);

6) cOop mnpopmanuu o BMKII u npolecce €ro mpou3BOACTBa OCYIIECTBISICS
Ha MPOTSHKEHUH BCEX CTaAMi IIPOU3BOJICTBA BMKIT;

B) OIepaluy 1o IMpou3BoACTBY U KoHTpomo kayecTBa BMKII coorBeTcTBOBaNH
TpeGoBaHMAM HacTosmuX IIpasui;

r) GbuIM OIpeJeIeHBI JODKHOCTHBIE 00S3aHHOCTH PYKOBOJUTENIEH OpraHu3aluy
M ero CIPYKTYPHBIX IIOfIpa3lelieHuii, NPHHAMAIOIIMX Y4YacTHe B OpraHM3aLUu
obecneyenus u KoHTpois kadectBa BMKII;

1) OBUIM TpPHUHATH Mepbl, 00eCleYHBalONIe HCIOJb30BaHHe OHOJIOrHYECKOTO
MaTepHala, HHEIX HCXOIHbIX, BCIIOMOTaTeIbHBIX B YIIAKOBOYHBEIX MaTEpUalIoB (faee —
MatepHansl Jis npoussoactsa BMKII), otBedaromux TpeGoBaHUAM CrielpuUKanii Ha
HHUX U JPyroil BHyTpEeHHEHN IOKYMEHTAIUH;

2Yacrs 12 crateu 2 ®epepansroro 3akona Ne 180-@3.
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€) PpYKOBOAMTENEM OpraHH3aliH OBUIM TNPHHATEL Mephl, 00ecreYrBarolIye
KOHTPOJIb IIOCTaBJIIEMBIX MaTepraioB Ay mpoussoacTsa BMKII;

) OCYINECTBJISUIOCH YIpaBleHHWe JMAEeSATENIbHOCTHIO II0 BHINOJHEHUIO paboT
IPYruMH (CTOPOHHHMH) OpraHU3alMaM (Jajiee — ayTCOPCHHT);

3) Obutd pa3paboTaHbl M NPUMEHSIMCH CIOCOOBI MOHHUTOPHHIA M KOHTPOJISL
KPUTHYHBIX O0BEKTOB, IPOLIECCOB M YCIOBUH MX OCYIIECTBIICHHS,

) mnpu Bhimycke cepun BMKII, mpu pacCMOTpeHHHM HECOOTBETCTBUS CEPUH
BMKII TpeGoBaHUSAM, YCTaHOBJCHHBIM IIPH €r0 TOCYAapCTBEHHOM DETHCTpalMyd H
(wim) HopMmaTuBHOM nokyMeHTauuu Ha BMKIL, v [ mpuHATHS IpenynpexIaroIuX
Mep BO H30e)kaHWe BO3HMKHOBEHHS HECOOTBETCTBHS TPeOOBAHUSIM, yCTaHOBJIECHHBIM
npu rocynapcrBeHHoi peructpauuu BMKII u (uny, B ciiydae He3aperdCTpUPOBAHHOIO
BMKII) nopmaTtuBHOH pokymeHTtanud Ha BMKII w#cnonp3oBaluce pe3yibTaThl
MOHWTOPHHTa M KOHTpPOJS KPHTHYHBIX OOBEKTOB, MpPOLIECCOB M YCJIOBHH HX
OCYILIECTBIICHHUS, '

K) OCYIIECTBILUICS KOHTPOJIb HPOMEXYTOYHBIX IIPOAYKTOB IIPOM3BOACTBA
BMKII, B ToMm umcine HeynakoBaHHeIX BMKII, xoHTpoNbE B Ipolecce NMpoU3BOIACTBA
BMKII;

1) ofbecrneYnBaIOoCh COOTBETCTBHE METOIUK, IPOLIECCOB, OINEPAlHii U CHCTEM
TpeGOBaHMsAM, yCTAaHOBJICHHBIM BHYTPEHHEH JOKyMEHTALIUEMH,

M) oOecmeuynBaIoCh MPUMEHEHHE METONOB M IPOLECCOB, IIO3BOJIAIOIIMX
T0JIy4aTh Pe3yJbTaThl, KOTOPbIE COOTBETCTBYIOT KPHTEPHAM NPHEMIIEMOCTH (Hajiee —
BaJIH/IalUsA );

H) o0ecrneuynBajoCh TMOJMy4YeHHE pPE3yJIbTaTOB, KOTOPHIE COOTBETCTBYIOT
KPUTEPHSAM TPHEMIEMOCTH, B CYIIECTBYIOIIMX YCIOBHAX IPOM3BOJACTBA (nanee —
BepudUKanus);

0) OCYIIECTBIIUIOCH COBEPIIECHCTBOBaHNE CHCTEMbI KayecTBa U kadyectBa BMKII;

) OCYINECTBIIIACEH OLEHKa W3MEHEHHH, oTHOcAImuXcs K mpoussoactsy BMKII,
U MX YTBEp)KJIeHUE JO BHEIPECHHUS;

p) OCYLIECTBISIACH OIEHKA M3MEHEHHH, OTHOCAMMUXCs K npou3soacTsy BMKII,
Hocile MX BHEAPEHHUS JUIA MOATBEPXKICHUS OTCYTCTBUS yXyameHus KayectBa BMKII u
CHCTEMBbI KaueCTBa;

C) mozapasmeneHHeM ofecledyeHHs KayecTBa IIPOBOJHIOCH pPacCMOTpeHHe
IpPUYMH BO3HHUKHOBEHHWS HECOOTBETCTBUA mpousBefeHHbIXx BMKII mnokasaresnsm
xagectBa BMKII, ycraHOBIEHHBIM HOpMaTHBHOH nokyMeHranueil Ha BMKII (nanee —
OTKJIOHEHHS), ¥ IIPOBEPKH, OLEHKU 3PPEKTUBHOCTH MPEAIPUHATEIX KOPPEKTHPYIOIIUX
¥ TOpelynpeXxOaioluX IeHCTBHH, B TOM 4YHCIE C MPOBEJCHHEM HE3aBHCHMOI,
006s3aTeNbHOM U TEpHOANIECKO IPOBEPOK (Jajiee — ayIuT);

1) Bbimyck BMKII 1y KIMHHYECKOrO INPHMEHEHMs OCYIIECTBILUICS IOCie
YIOCTOBEPEHHS YIIOTHOMOYEHHBIM JIMLOM opranusaiuu cootseTcTBrst BMKII kaxon
cepur BMKIT TpeGoBaHUSIM, YCTaHOBIEHHBIM IIPH €0 TOCYAapPCTBEHHON PeTHCTpaluy,
umy, B ciydae HesapeructpupoBaHHoro BMKII, cnemupukanuu na BMKII u
TIOKa3aTesiM KayecTBa, YCTAHOBICHHBIM B HOpMaTHBHON foKkyMeHTanuy Ha BMKIT,

y) ObUIM TpeAnpHHATH Mepsl, obecneunBaromue kKadyecTBo BMKII B Teuenue
BCEro CPOKa FOAHOCTH MPH €ro Ha/jIe)XalleM XpaHeHHH H OOpalleHHH;
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¢) Opura paspaboTaHa mpolenypa BHYTPEHHUX ayIUTOB CHCTEMBI KadecTBa Ha
IpenMeT ee COOTBETCTBHUS TpeOOBaHUAM, YCTAHOBJIEHHBIM HacTosmuMmu [IpaBunamu u
BHYTPEHHHMHU JJOKYMEHTAMH.

7. PykoBomuTenh OpraHM3allid SBISETCS OTBETCTBEHHBIM 33 HAaJIM4He
3¢ GeKTUBHOI CHUCTEMBI Ka4eCTBa.

8. OpraHuzauusg CcHUCTeMBl KadyecTBa U MOPSJOK OILEHKH 3((eKTHBHOCTH ee
(YHKIIMOHUPOBaHUS JOJDKHBI OIpedesiATbCs BHYTpPEHHEW JokyMmeHTanueid. Jlns
(YHKIIMOHUPOBaHUS CHCTEMBl KadyecTBa pPYyKOBOIUTENh OpraHu3aliil JOJDKEH
obecrneyunuTh HaJIn4ue KBaJTM(QUIUPOBaHHBIX pabOTHUKOB OpraHH3aLyu
(manee — nepcoHain), MOMeIIeHU i, 060pyAOBaHUS U TEXHUYECKUX CPEICTB.

9. Jlumamm  opraHuM3anMM,  YIOJHOMOYEHHBIMH €€  PYKOBOJAUTEJIEM
OCYIECTBIATh KOHTPOJIb CHUCTEMBl KadecTBa, JOJDKHBI IIPOBOJUTECS 0030pBHI
(YHKLMOHHUPOBAaHUS CHUCTEMBl KadecTBa C LEJIbIO OIpPEJEICHUss BO3MOXHOCTH
yryumenus kadectBa BMKII, Texnonoruyeckoro npouecca npoussoactsa BMKII u
CHCTEMBI Ka4yeCTBa.

10. OcHOBHBIMH TpUHLWIAMH YyIOpaBieHUs puckamMu i kadectBa BMKII
SIBJISIETCS. YCTAHOBJICHHE BO3MOXXHBIX HETaTHBHBIX WJIM HEXENaTelIbHBIX BO3ICHCTBUI
Ha kadectBo BMIIK (nmanmee — oreHka pHCKOB), KOTOpO€ JODKHO OCHOBBIBATHCS HA
HayuHbIX 3HaHUAX 0 BMIIK, texHomormdeckom mnponecce npousBoacrsa bMKII u
ombiTe mpousBoacTsa BMKIIL.

11. VnpaBnenue puckamu s obecneueHus kadectBa BMKII noapaznenenuem
obecrieueHusT KauyecTBa BKIIOYAE€T CUCTEMATU3UPOBAaHHBIE NIPOLIECCH OLIEHKU, KOHTPOJIA
napametpoB kadectBa BMKII, a takxe 0630ps! puckoB juis kadectBa BMKII, kotopele
MOTYT IIPOBOAUTHCS IEPCIIEKTUBHO WM PETPOCIEKTHUBHO.

12. Jna ouenku >s¢dextuBHOCcTH mnpousBoacTBa BMKII noapasnenenuem
obecrieueHns T KOHTPOJIA KadecTBa COCTaBIsIOTCS 0030pbl kadecTtBa BMKIIL Ilenbio
coctaBieHus 0030poB kadectBa BMKII sBisercs NOATBEPKIEHUE IIOCTOSHCTBA
TexHoJormyeckoro npoiecca npomusBoactsa BMKII u cooTBeTCTBUSA MaTepHaoB JUIs
npomsBoacTBa BMKII, mpomexyroussix npoayktoB mnpoussoicrBa BMKII, BMKII
JeHCTBYIOIUM  crierdukanusM Ha HuxX. OueHka >@QQeKTUBHOCTH IIPOHW3BOACTBA
BMKII npoBoAMTCS C LENbIO BBISBICHUS TEHACHLUN 110 H3MEHEHHIO I1apaMeTpOB
kagyectBa BMKII npousBoaumeix cepuii BMKII u ycTraHOBIE€HHs BO3MOXXHOCTH
ycoBepirenctBoBanuss BMKII u Texnomorudeckoro mponecca npousoiacts bMKIL
PesynsTratel 0630poB kauectBa BMKII yTBep:knaroTcs pyKOBOAMTEIEM OpraHU3allkH.
INeproaryHocTs cocraBieHus 0630poB kadectBa BMKII onpenensercs KoIM4ecTBOM
npousBomuMbix cepuit BMKII, mpu 3ToM U1 BBISABIEHHS CTaTUCTHYECKH 3HAUYHMMBIX
TEHIEHIMH 10 u3MeHeHHIo mapamerpoB kadecrBa BMKII HeoOxomuMel HaHHBIE IO
nokasateisim kadectBa BMKIT e menee uem mectu cepuit BMKIL

13. O630ps! kadectBa BMKII nomKHE! BKIIOYATH:

a) 0030p TeXHONOrH4ecKol U HopMaTuBHOH noxyMmenTanuu Ha BMKII;

6) o0030p mnpousBeneHHbix cepuii BMKII 3a oTueTHBIH mepuox (BKIIOYas
onobpennrle u 3abpakoBaHHble cepud BMKIIL, koTopele He COOTBETCTBOBAIH
cnenudukanusM Ha BMKII u noka3sarensM KadecTBa, YCTaHOBJIECHHBIM HOPMAaTHBHOH
nokymenrtanueii Ha BMKII, pe3ynpTaThl pacCMOTPEHHH BO3HHUKHOBEHHS IIPHYHH
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HecoorBercTBHs 3abpakoBaHHbIX cepuii BMKII cnemuduxanmsm Ha BMKII n
II0Ka3aTeJiIM Ka4ecTBa, YCTAaHOBJICHHBIM HOPMAaTHUBHOM HokyMeHTanuei Ha BMKII);

B) 0030p MarepuanoB i npousBoactea BMKII ¢ neranusanuent cBeleHuH O
MarepHrajiax, IIONydJEeHHBIX OT HOBBIX IIOCTaBIIMKOB, BKIIOYas OTACIBHBIA 0030p
nenu(ei) mocTaBKU(OK) OHONIOTHYECKHX MaTEpHalIOB C OLICHKOH IIOJHOTHI TaKoro
0630pa;

r) ' o030p pe3yJbTaTOB KOHTPOJSA B IpollecCe IPOU3BOACTBA M PE3yJILTATOB
koHTpoJis kadectBa BMKII;

n) o03op HecooTBeTcTBHH moOKasarened kadectBa BMKII, TpebGosanumsM,
YCTaHOBJICHHBIM HOPMATHBHOW IOKYMEHTaIled, a Tak)Ke OCHOBHBIX pE3yJbTaTOB
PaccMOTpEHHs NPHYHH BOHUKHOBEHHs TaKHX HECOOTBETCTBUH IMOKa3aTesIeH KauyecTBa
BMKII;

€) 0030p H3MeHeHWi, BHECEeHHBIX B TEXHOJOTHYECKHH mpouecc H (Mim)
METOIUKH KOHTPOJIS;

k) 0030p pe3yapTaToOB HCHBITaHWN W MoHMTOpuHra crabuipHoctH BMKII u
IIPOMEXYTOUHBIX poaykToB mpousBoacTsa BMKII (npu nanuuun);

3)  0030p cBs3aHHBIX ¢ kKadecTBoM BMKII npeTeH3nli, BO3BPAaTOB U OT3LIBOB M3
obpaineHus;

i) 0030p IPOBEACHHBIX KOPPEKTUPYIOIIUX KM NPEAYNPEXIAOMMX JEHCTBUH B
OTHOILIEHHUHU TEXHOJOTHYECKOI0 IIPOIecca, TEXHOJIOIMYECKOr0 000pYI0OBaHHS U CHCTEM;

K) 0030p COOTBETCTBHS NOMEIIEeHHH, 00OpyHOBaHUSI H (WJIM) HHKEHEPHBIX
CHCTEM, HUCIONB3yeMbIX (3aIeHCTBOBAaHHBIX) B IIPOU3BOACTBE, KOHTPOJIE KavyecTBa H
xpanenun BMKII, tpeGoBanmsam IlIpaBun, ux Haanexamero (QyHKIHOHHPOBAHHI,
00ecTIeuHBaIOIMX IIONyYeHHe OXHIAEMBIX Pe3yJbTaToB (Jalee — KBaMUGMHUKAIMA) U
IIOJTBEPK ICHUS;

1) 0030p OLEHKH BBIOJHEHHBIX CTOPOHHMMM OpraHH3alMsAMH  paboT
(OKa3aHHBIX HMH YCIIYT) M HX COOTBETCTBUs TpeboBaHusM HacTosmux [Ipasu,

M) HHbIE 0030pbI 10 PEIICHUIO PyKOBOAUTEISA OPraHH3aLMH.

14. B o630pe xauectBa BMKII n0mKHBI OBITE ClEIaHb] 3aKIIOYEHUS ¥ BEIBOABI O
xauectBe cepuit BMKII, mpou3BeJeHHBIX 33 OTYETHEIM EPHOJI, B TOM YHCIIE C yYCTOM
3aKJIFOUEHHUH ¥ BBIBOJOB IPeBILyIero ob3opa kadectsa storo BMKII, ¢ paspaboTkoi
KOPPEKTUPYIOLIMX U IPEAYIPEXAAIOIMX NEeHCTBUIl HIM BBIBOJOM O HEOOXONMMOCTH
IIpOBEEHHUsI [IOBTOPHOM BaJlialliM MIPOLIECCOB U yCIOBHUI JJIS MX OCYIIECTBIICHHS.

15. Ins oumenkn dS(PQPEeKTHBHOCTH CUCTEMBl KayecTBa B  OpraHH3alud
nofpaszielieHueM O0ecTiedeHHsl KadecTBa COCTaBIAIOTCS O030phI CHCTEMBI KavecTBa.
O630pEl CHCTEMBI Ka4ecTBa MHPOBOIATCS €XErOAHO 3a MCTEKmui ron (mamee —
OTYETHHIH IEPHOA) ¢ YYeTOM aHalu3a IaHHBIX INpeJblAyliux 0030pOB CHCTEMBI
Ka4eCcTBa U YTBEPXKJAIOTCS PYKOBOIUTEIEM OpPraHu3aliy.

16. OG630pBI CUCTEMBI Ka4eCTBa JAOJKHBI BKIIIOYATh:

a) ceenenus 06 063opax kadecTBa BMKII, cocTaBieHHBIX B OTYETHOM IIEPHUOLE;

6) 0030p OTKJIIOHEHUH 3a OTYETHBIA IEPHO;

B) 0030p MOCTYNMBLINX IPETEH3Wi II0 Ka4ecTBYy M OT3BIBOB K3 OOpauleHus
seinyieHHbIx cepuiit BMKII 3a oTueTHEIA neprox;
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r) 0030p BHECEHHBIX H3MEHEHMH, OTHocsmmxca K mnpom3BoacTsy bMKII,
KOTOpbIE OKa3bIBAIOT HemocpelncTBeHHoe BnusiHMe Ha kadecTBo BMKII, 3a orueTHEIH
MIEPHON;

) 0030p KOPPEKTUPYIOMUX U MPeIyIpexAarollUX ASHCTBUN, IPEANPHHATLIX 32
OTYETHBIN NIEPUOL;

e) 0030p omMOOK M UCIPABICHUN JAHHBIX 32 OTYETHBIM NEPHOL;

%) 0030p W3MAaHHBIX 3a OTYETHBIA II€pUOJ BHYTPEHHHUX JOKYMEHTOB,
periaMEeHTHPYIOIIUX WiIH 00eCnednBaloIMX (pyHKIIMOHUPOBAaHHE CUCTEMBI KaYeCTBa,

3) 0030p mpoBeleHHBIX OLEHOK pHcKoB Al kadectBa BMKII 3a orderHBIN
TIEPHOL;

) 0030p TPOBENEHHBIX TOATOTOBOK (TIEPENOArOTOBOK), HHCTPYKTaXein
TiepcoHaJa 3a OTYECTHBIN IIEPUOL;

K) 0030p aynuToB (BHYTPEHHUX U BHEIIHHX) 32 OTYETHBIHA [IEPHO;

1) 0030p pe3yasTaTOB MOHUTOPHHTA OKPYIKatOIIeH Cpebl 3a OTYETHBIN IIEPHO;

M) 0030p IpOBEAEHHBIX paboT M0 KBaTU(pUKALKK, BepUDHUKAIUY U BaTHIALUH 32
OTYETHBIX NEPUOL;

H) 0030p pe3yasTaToOB MOHHTOPHHIA OYHCTKU OOOPYIOBaHMSA M IOMEINEHHH 3a
OTUETHBIN IIEPHOL;

0) 0030p pe3ynsTaTOB KOHTpPOJS MarepuanoB ans mpoussoractsa BMKII 3a
OTYETHBIHN NIEPHOL;

1) WHBIe 0030pPHI IO PEIHEHUIO PYKOBOIUTEIIS OPraHU3aLlUY.

17. JIna obecnedenns xadectBa BMKII B opranusamuu paspabarbiBaeTcs
KOMILTEKC MEpOTPHATUNA, HAIpaBlICHHBIX HA CO3JaHHME YCJIOBUH I IPOHU3BOACTBA
BMKII, cootBercTByromux crnenudukanny Ha BMKII u mnokasaTensM KadecTsa,
YCTAHOBJICHHBIM HOpMaTuBHOM JqokyMmeHtanued Ha DBMKII, ocymecTiseMbix B
TE€YeHHME BCETO ITMKIA ITPOM3BOJICTBA (KaleHAApHOIO IepHOAa BPEMEHHM C Havaja
UCIIOJIB30BaHKs MaTtepraiioB Aiis npousBozicTsa bBMKII B ipousBoacTBe 10 MOMYyYEHHUS
BMKII, xouTtpois kauectsa nmpousBeaeHHoro BMKII u ero nepenadu Ha XpaHeHHe).

18. TIpouecc obecnieuenus kadectsa BMKII cocToUT U3 CiIeIyIONIMX ITAIIOB:

a) OIleHKa KayecTBa Haxoasmuxcs B oopamennu bMKIT;

6) oOecrieuenne mokasareneil kadectrBa BMKII, B ToM umciae B mpoliecce
pa3paboTku U GOPMHUPOBAHUS TEXHOJIOTHYECKOTO IIPOIIECCa;

B) paspaboTka CTaHAapTOB W (WIM) CTaHJAPTHBIX MPOLELYp A CHUCTEMBI
Ka4eCTBa;

r) KOHTpOJb Ka4ecTBa MaTepualioB Jis npousBoacrsa bMKII;

J) TOOIEPAIMOHHBIA KOHTPOJIb B IUKJIE IIPOM3BOICTBA,

e) xoutpois kauectBa BMKII npoussenennsix cepuit BMKII;

%) BbIOpakoBka MarepuasioB s mnpousBoacTtBa BMKII, mpomexyToUHbIX
npoxykroB npoussoactsa BMKII 1 BMKII HeHaanexaiero Kauecrsa,

3) aHajM3 MpeTeH3WH MO KadecTBY, OT3BIBOB M3 OOpalleHHs M BO3BPAaTOB
BeINyeHHBIX cepuil BMKII,

H) KOHTPOJb M yAy4dlIeHHe TEXHOJOTHYECKOIO IMPOoIeCcCa,;

K) COBEpIICHCTBOBAHME CHCTEMBI KaueCTBa.

19. B opranmsanuu I0JDKHA OBITH BHEApPEHA IporpaMMma oOecliedeHHs CHUCTEMEI
kauyecTBa. IIporpamma oGecrieueHus CUCTEMBI Ka4eCTBa BKIIFOYAET:
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a) pa3pabOTKy BHYTpEHHEH NOKyMeHTaluu Ansi GOpPMHUPOBAHUS, MOLAEPKAHMA,
pa3sBUTHS M YCOBEPLICHCTBOBaHHMS CHUCTeMbl KadecTBa M mpoussoncTsa BMKII
KauecTBa;

6) OIIEHKY COOTBETCTBHUS BHYTpeHHel NoKyMmeHTauuu TpeOoBaHusaM IIpasun u
IpPYr'M HOPMAaTHBHBIM IIPaBoOBBIM akTaM Poccuiickoii @eneparuu;

B) OLEHKY COOTBETCTBHUSA 3alliceil U JaHHBIX, UCTOJb3yeMbIX NPH 00eCIIeUeHUN
KOHTpOJIS UK pou3BoacTBa u kadecTBa BMKII, Tpe6osanusam IIpasui,

r) ymnpasieHHe puckamu ais obecnieueHus kadectsa bMKII,

J) OIIEHKYy OCYIIeCTBISIEMBIX H3MEHEHHH, IIOCIEACTBHH HX peanu3alud |
3¢ (eKTUBHOCTH;

€) pacCMOTpeHHe W OLEHKY OTKJIOHEHHH B Xole pa3paboTKy, NMPOM3BOACTBA U
koHTpos kauectBa bMKII;

%) paccMmorpenne mnperensuii mo kadectBy BMKII u or3eiBoB BMKII us3
obpaliieHus1, BO3BPaTOB BBIMYHIEHHBIX cepui bBMKII;

3) omeHky ob0semMa U 3¢ (EKTHBHOCTH IPOBOJMMEIX KOPPEKTHPYIOUIMX U
MpeayIpexAaAroNUX IeHCTBHUM,

) cocTaBleHre 0630poB o kayecTsy bMKII;

K) OpraHu3aluio paboT 1o KBaTHU(UKAIWHY, BATUAAUA U BepUUKALIUH,

1) TOArOTOBKY (TIEPEemOAroTOBKY), HHCTPYKTaX IIEPCOHAIA,

M) [pOBelcHHE BHYTPEHHHX ayJUTOB CHUCTEMBl KayecTBa M ayJIUTOB CHCTEM
KauecTBa OpraHW3alMii, OKAa3bIBAIOIIUX YCIyTH II0 ITPOM3BOACTBY, KOHTPOIIO H
UCHBITAHUIO MaTepuanoB A mnpousBoacTBa BMKII, mpoMexyTouHBIX MpPOTYKTOB
npou3ssozcTa BMKII u BMKIIL

20. BHyTpeHHHE ayauThl KayecTBa NPOBOIATCS IMOApa3AeIeHHEM OOeCIeUeHus
KadecTBa OpraHu3alyy.

21. BHyTpeHHHE ayIUThl KadecTBa JOJDKHBI MPOBOAMTHECS C IIEIBIO IIPOBEPKH
coOmoaeHns B opraHu3anud TpeGoBaHuil [IpaBuil M BHYTpEeHHEH MOKYMEHTAllUH C
HOCIeAYIOMMM (OPMHUPOBAHUEM TIPEATI0KEHHH 110 HE0OXOIUMBIM KOPPEKTHUPYIOIIHUM H
IpeayNpexIaroiM JeHCTBUAM M0 pe3yabTaTaM IIPOBEPKH, a TAKXKe MO YIIy4YIIECHHIO
kauyectBa mpousBoauMbix BMKII 1 coBepmeHCTBOBaHUIO CUCTEMBI Ka4eCTBa.

22. IlporpamMmbl olecmeueHHs] CHCTEMBI KayeCcTBa IIOJUIEXKAT ayIdTy B
COOTBETCTBHH C YTBEPXKICHHOU(BIMI) PYKOBOJUTEIEM OPTraHU3a1X IPOrpaMMoii(aMu)
ayauTa(0OB) C IENBIO MPOBEPKH HX COOTBETCTBUS TpeOOBaHUAM 0OECIEYEHHS KayecTBa
BMKIL.

23. Tlo pesynapTaTaM NpOBEJCHHS BHYTPEHHEIO ayJWTa CHCTEMBI KayecTBa
oopmiisieTcsi oTyeTHass JoKyMeHTanus. OT4eTHas NOKyMEHTAIMs II0 pe3ysibTaraM
IPOBENEHHOIO ayAUTa CUCTEMBI KauyecTBa JIOJDKHA BKIIIOYATh PE3yIbTaThl IPOBEJIEHHON
IIPOBEPKH U MPEATIOKEHUS 10 KOPPEKTHPYIOIHM H IPENYIPEKIAIOMIMM IEUCTBUAM.

II1. Oprann3anusi AeiTeILHOCTH NEPCOHAJIA OPraHU3ANMH

24. TlepcoHan HOJDKEH MPOWTH IOATOTOBKY (IIE€PENOArOTOBKY), MHCTPYKTaX B
COOTBETCTBHH C JIODKHOCTHBIMH OOS3aHHOCTSIMH, 00€CIeYHBAIOIIUMH BBITOIHEHHE
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tpe6GoBanuii [Ipasui. [lepconan gomkeH o6safaTh KBanudUKaLUeHd, COOTBETCTBYIOLIEH
TpeOOBaHMIM MPOQEeCCUOHATBHBIX CTaHZAPTOB .

25. PykoBomuTenbh OpraHd3allM JOJDKEH OINPEACIIUTh JIML OpraHH3allvH,
OTBETCTBEHHBIX 3a (DYHKIMOHMPOBAaHHME CHUCTEMBI Ka4yecTBa, HUX IIOJHOMOYHS,
00s13aHHOCTHU ¥ OTBETCTBEHHOCTb.

26. Tlepconai, paGoTaroiuii B 30HaX MPOU3BOJICTBA U KOHTpoIt kadecTsa BMKII
(B TOM YHCIIe IIEPCOHAN, OCYILECTBIMIOMIN OYUCTKY, 00CITy)XUBaHHEe 000pyJ0BaHUs U
IIOMEIIEHHA MIH  KOHTPOJb  KadecTBa), [JOJDKEH MPOXOAUTh  IOATOTOBKY
(IIepenoaroToBKy), HHCTPYKTaX B COOTBETCTBHH CO CBOMMM OOS3aHHOCTAMH H
crerudukoi npousBoaumeix bMKIIL.

27. C uenpl0 MHHHUMH3aLMA BO3MOXHOCTH 3arpA3HEHUSA MAaTepHalioB WIIH
IPOJyKTOB ITPOM3BOACTBA JPYrUM MaTepuallaMd MM IPOJYKTaMH IIPOH3BOJICTBA
(mamee — TmepeKpecTHas KOHTaMUHALUs)) BO BHYTPEHHEH JOKYMEHTALMH JOJDKHBI
periiaMeHTHPOBaThC MEPeIBHKEHNE IIEPCOHANa U €ro JOCTYIl B IPOM3BOACTBEHHBIE
IoMellleHus U 30HEL. [Ipn paboTe ¢ 6HOIOrHYeCKUMHU MaTepUalaMH, IIPOMEKY TOUHBIMH
npoaykramu npousBoactBa BMKII u BMKII 6Ge3 npuMEHEHUS M30IATOPHEIX
TEXHOJIOTHH He MOMyCKaeTcs NMepexoi COTPYAHHUKOB M3 30H, B KOTOPHIX BO3MOXEH
KOHTAaKT ¢ WHOUIUPOBaHHBIMH Ouonormdyeckumu Matepuanamu U BMKII, B 30HEI, B
KOTOPBHIX TIPOBOAATCS PabOThl ¢ WHAKTHBHPOBAaHHBIMH MM HEUH(DUIHMPOBAHHEIMU
BMKII. B ciyqae HeoOXOAMMOCTH OCYIIECTBIIEHUS TaKUX IEPEXOIOB JIOJIKHEI OBITH
OPUHATEI MepHl Ul KOHTPOJISI NMEPEKPeCTHOW KOHTaMHUHAIMHM COTNIACHO MPHHIUIIAM
yIpaBJieHUs pucKaMu i obecriedenus kadectsa bMKIL

28. PykoBomuTenhp ~ OpraHu3alldd  JOJDKEH  HA3HA4YWTh  PYKOBOJIHUTEIS
nojgpasjienieHnus  obecrneveHHs] — KadecTBa,  PyKoBoauTens  (PyKOBOIHTENEH)
IpOu3BOACTBAa  (IOJpa3/eNieHuii MpPOU3BOJACTBA), PYKOBOJMTENIS MOApa3Je/CHHUS
KOHTPOJIS KAYECTBA U YIIOJHOMOYEHHOE JIMIO (YIIOJTHOMOUYESHHBIX JIHL) OpraHu3alyy (B
cily4dae, eclii 00S3aHHOCTH YTIOJIHOMOYEHHOI'O JIMI[Aa OpPraHM3aliy HE BO3JIOKEHBI Ha
PYKOBOIMTENS OpraHu3alvd ¥ (WIM) PYKOBOJHUTENS IOApa3JeNeHus obecreyeHus
KayecTBa, pPYKOBOJMWTENS TMOApa3feleHus IPOMU3BOACTBA MM  PYKOBOJHUTENSA
opa3aeeHrus KOHTPOJIS KauecTBa).

29. OcHoBHBIE 00513aHHOCTH YIIOTHOMOYEHHBIX JIUL] OPraHU3al[iy BKIIFOYAOT:

a) OCYIIECTBIIEHHE JOKYMEHTAJIBHOTO MTOATBEPKIACHUS COOTBETCTBUSA
npousBoacTBa U KoHTpois kadectBa BMKII kaxmo#t cepuum BMKII Tpe6GoBanmam
3aKkoHozaarenscTBa Poccuiickont denepanuy;

0) ocyuiecTBIeHHE JIIOKyMEHTAIbHOTO MOATBEPKACHUS COOTBETCTBUS
npousBeneHHoro BMKII TpeGoBaHHSAM, yCTaHOBIEHHBIM NPH €T0 TOCYAapCTBEHHON
perucTpauy;

B) OCYILECTBICHHE JOKYMEHTAJIBHOTO MTOATBEPKIACHUSA COOTBETCTBUS
npousBeieHHoro BMKII cnemudukanmn Ha BMKII M moxasarensaM KavecTsa,
yCTaHOBJIEHHBIM HOpMaTMBHON nokymeHTammedn Ha BMKII, B ciydae mpousBoictsa
BMKII, He mnpoluenmero rocyqapCTBEHHYIO pPETMCTpalyio, il JOKIMHHYECKUX
HCCIIEAOBaHUMN U KIMHUYECKHAX UCCIIEIOBAaHUH;

3 Crates 195.1 TpymoBoro komekca Poccmiickoii ®enepanum (CobGpanme 3aKOHOJATENIBCTBA
Poccuiickoii ®enepanuu, 2002, Ne 1, ct. 3; 2012, Ne 50, ct. 6959; 2015, Ne 18, cT. 2625).
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I) OCYyIIECTBIEHHWE TMOATBEP)KIEHUS COOTBETCTBUA HMIIOPTUPYEMOM CEpPUH
BMKII, npou3BeOeHHOTO YaCTHYHO WM IONHOCTBIO 3a Impenenamu Poccuiickoii
denepanuu, TpeboBaHUSIM 3aKoHOAaTeNbCTBA Poccuiickoil Menepauny;

J) OCYIIECTBICHHE JOKYMEHTAIbHOIO IIOJTBEPKACHUA COOTBETCTBHE IIpolecca
npoussoactsa BMKII Ipasunam;

€) OCyIECTBIEHHWE  JOKYMEHTaJbHOTO HNOATBEPXKAEHUS  COOTBETCTBHUSA
OCYILECTBIEHHBIX TEXHOJNIOMMYECKUX OMepaldii W BHIOB KOHTPOJIS TpeOoBaHMAM
BHYTPEHHEH TEXHOJOTMYeCKOW M HOPMAaTWBHOM IOKYMEHTAlMM IIepel BBHIIYCKOM
kax ot cepurn BMKIL.

30. YpoBeHs 06pa3oBaHus, KBATH(GUKALMS U CTaX paboThl yIIOJIHOMOYEHHBIX JIMLL
OpraHM3ali JO0JDKHBI COOTBETCTBOBAaTh TPEOOBaHUSAM K YIONHOMOYEHHOMY JIMILY
OpraHM3alliH, YCTaHOBJIEHHBIM 3aKOHOJATENbCTBOM Poccuiickoit (Denepaunn“.

31. OcHOBHBIMH OOS3aHHOCTSMH PYKOBOAMTEINS NoOJpa3felieHus OOeceYeHus
KauyecTBa SIBISIOTCS:

a) pa3paboTka U aKkTyanu3alus JOKyMEHTAlUU CUCTEMEI Ka4eCTBa,

0) yTBepXJAeHHe 3amuceil (IPOTOKOJIOB) IPOU3BOJICTBA M KOHTPOJS KayecTBa
BMKII;

B) yTBepXAeHHe TpeboBaHMi K MarepuanaM uig npomssoiactsa BMKII,
POMEXXyTOYHBIM IpoaykTaM IpousBoiactsa bMKII;

I) Yyd4yacTHe B OII€HKE KauyecTBa M MOHHUTOPUHIE IPENOCTABIAEMEIX YCIyr
IIOCTABIIMKOM MarepHaioB i npoussBozgcTsa BMKII;

JI) OCYIIeCTBIIEHHE MOHHTOPHHIa HCIIOJHEHUS IOTOBOPOB IO IPOU3BOJICTBY
pOMeXyTouHsIXx mpoxykroB mpousBoactea BMKII, BMKII, wmarepuamoB s
npousBoacTBa BMKII, npon3BoauMBIX 110 3aKa3y;

€) OCYIIECTBJeHHEe MOHHTOPHUHIA HCIOJHEHUS JOTOBOPOB C KOHTPOJBHEIMH
naboparopusiMd AJIsl IPOBEAEHHsT UCIIBITAaHUH MarepHanoB s npoussoacTsa BMKII,
IIPOMEXYTOUHBIX poxykToB mpoussoncTsa BMKII u BMKII;

%) yTBEpXXIEHHE IOKYMEHTAallud 1O KBaIM(UKAUUM W  MOHHMTOPMHIY
IIOCTABIIIMKOB MaTepUaioB H yciyr amns npousbojactsa bBMKII;

3) CcOCTaBleHHe TepHOAUYEeCKHX O030pOB M0 KadeCTBYy IIPOMEXYTOYHBIX
npoxykroB npousBoacTsa bMKII u BMKII;

HM) ydYacTHe B COCTaBIIEHMH 0030pOB IO CUCTEME KaueCTBa;

K) I[pOBeleHHWE OLCHKA TEeHOEHIWH II0 W3MEHEHHIO KOHTPOJIMPYEMBIX
IIapaMeTPOB 3TAIOB U onepanuii npoussogctsa bMKII,

Jq) TpoBeleHWE WHCTPyKTaka M OOydeHMs IIepcoHalla IOApasJeleHuH
OpraHu3allid C LeJIbl0 O3HaKkoMlleHHs ¢ TpeboBanusaMu IIpaBun W BHYTpeHHEH

JAOKYMEHTAIINH,

* Yacts 6 crateu 35 ®enepansHoro 3axona 180-®3; mpuka3 MuHHCTEpPCTBA 3/PAaBOOXPAHEHHS
Poccuitckoii ®enepanun ot 29 centadps 2017 r. Ne 6941 «O6 yrBepxkaenuu Ilopsaaka arrecTanuu
YIIOJIHOMOYEHHOTO JIMIA IPOM3BOAUTENS OGHOMEMHUIIMHCKOrO KJIETOYHOTO MPOAyKTa, TpeOOBaHHH K
YPOBHIO 00pa30BaHUsA U KBATM(HKALIUN YKa3aHHOTO yHNOJTHOMOYEHHOIO JIHIA M €T0 IMOJHOMOYHH MO
00€ECIICUEHHIO KadecTBA OMOMETHIMHCKOrO KJIETOYHOTO MPOAYKTa, BBOAMMOIO B OOpamIcHHE»
(3apeructpupoBan ~ MunuctepctBoM  roctunmu  Poccumiickoin  ®Depepauunu 15.02.2017,
peructpanuoHHbIi Ne 50048).
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M) YydYacTHe B PeryJIIpHbIX BHyTPEHHUX ayAUTaX;

H) YydYacTHe B ayJuTax HUCIBITAHUHA CTaOMIBHOCTH;

0) ydYacTHe B ayIUTax MOCTABIIUKOB MaTepHallOB U YCIYT;

M) KOHCYJABTHPOBaHHE pPYKOBOAWTENS OpraHM3allUd I10 BOIPOCaM Ka4yecTBa
BMKII u ¢pyHKIITMOHMPOBAaHUS CUCTEMBI KaYeCTBA,

p) ofeclieueHne CBOEBPEMEHHOIO JIOBeIeHMSA MHGpOpManuu o0 OTKIOHEHHMSX B
CHCTeMe KavecTBa JI0 PyKOBOOUTENed MoApasfesieHuil OpraHHu3allid, PyKOBOIUTENEH
nofipa3feieHuii KOHTpONsT KadecTBa M 00OecHeyeHHs KadecTBa, PYKOBOIAMTEI
OpraHu3aIlH.

32. O06s3aHHOCTH PYKOBOAMTEIIS MPOU3BOACTBA U IOJIpa3eICHUN IIPOU3BOACTBA
BKJIFOYAIOT:

a) o0ecredyeHHE COOTBETCTBHS TPOM3BOACTBA M XpaHEHWs IIPOAYKTOB
npousBoactBa BMKII TpeGoBaHusM, YCTAaHOBIEHHBIM BHYTPEHHEH NOKyMEHTAIMed M
obecmeunBaromuM kadectso bMKII,

6) ofecredenue coOMOIEHNS TEXHOIOTHYECKOTO perIaMeHTa, TEXHOJIOTMYECKUX
HHCTPYKIMI, CTaHAApPTHBIX OMEPAllMOHHBIX MpoLEeAyp M JAPYTrMX BHYTPEHHHX
JIOKYMEHTOB, KaCalOLIUXCsl TEXHOIOTHYECKOTo IIpoliecca, IPON3BOJACTBEHHBIX 0OBEKTOB,
IpOIIECCOB M YCIOBHH HX OCYHIECTBIEHUS, M HX aHaIu3 Ui OINpPeNeIICHUs]
11eJ1ecO00pa3HOCTH BHECEHHS B HUX U3MECHECHHMIA;

B) oOecledeHHE COCTaBIGHHS U [OJANMCAHUS 3alKCcel (TTIpOTOKOJIOB)
IIEPCOHAJIOM B COOTBETCTBHH C JODKHOCTHBIMHM OOSI3aHHOCTSIMU Ilepel Iepenavei
3anuceil (IIPOTOKOJIOB) B TOAPa3/ieNIeH!s] KOHTPOJIS KauyecTBa U 00eCIIeYeHUs KaueCTBa,;

r) ofecrevyeHrde KBanM(pUKAIIUK, COAEPXKAHUA, IKCIUIyaTalUd U TEXHHUYECKOIO
00CITyKMBaHUS IOMENICHUH, 00OpYyIOBaHUS M HHXXCHEPHBIX CHCTEM IIPOM3BOJCTBA
BMKIT;

o) olecreyeHre BaTMAalMU TEXHOJIOTMYECKOIO MpoLecca, IIPOLECCOB OUYMUCTKU
000opyIoBaHUS M ITOMEIIEHHH, OTHENbHBIX STAaloB (ONepaluil) MO OCYNIECTBICHMIO
KOHTpOJIS, a TakKe BHYTPEHHHHM KOHTPOJb DPE3y/JbTaTOB BLHINOJIHEHHMS TaKMX I3TalloOB
(omepanuii) (nanee — BHYTPHIIPOLIECCHBIH KOHTPOIB);

e) obecreueHune MOArOTOBKH (TIepeIoArOTOBKH ), THCTPYKTa)ka IIepCcoHalla.

33. OO6sA3aHHOCTH PYKOBOAMTENS MOJpa3AeIeHUs] KOHTPOJISI Ka4eCTBa BKIIOYAIOT:

a) omxoOpeHUe WIM OTKIOHEHHe MaTepraioB st npousBoacTsa BMKII, a Takxke
IPOMEKYTOYHBIX MPOAyKTOB Mpou3Bonctea BMKIL,

0) aHanM3 JOKyMEHTAIMH, ColepKallell NepBUYHbIE JAHHBIE IO ITPOU3BOICTBY,
YIaKOBKe U KOHTPOIIO KauecTBa, 3amucell (IIPOTOKOJIOB) IO pe3yJbTaTaM MPOBEACHHBIX
UCHBITAHUM, MOKYMEHTAIIMH IO TMOATBEP)KIECHUIO COOTBETCTBHS BBIITYCKA€MOH CepuUHU
BMKII TpeGoBaHUsIM, yCTAaHOBIEHHBIM IIpU rocyrapcTBeHHOH peructpanuu bBMKII,
Wk, B ciy4ae HezapeructpupoBanHoro BMKII, moxymeHTauuy 1o moATBEP)KICHHIO
coorBercTBUs BMKII crenudukaumun Ha BMKII u mnokasarensiM KavecTsa,
yCTQHOBJIEHHBIM B HOpMaruBHOW JokymeHTamuu Ha BMKII, noxymeHTamuu 1o
Beinycky cepuu BMKII, a Taxke 3ammceil o pacrpeneieHuM (peanu3auud U (Win)
nepenade) npoussenennoii cepur BMKII (nanee — nocse Ha ceputo BMKII);

B) obecrieueHue npoBeaeHUs KOHTpoiabHbIX UcnbiTaHnuil BMKII B cooTBeTCTBUH
¢ HOpMaTHBHOM TokyMmeHTanue Ha BMKII;
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r) aHajgW3 mpoleqyp oTOopa MpoO, METOJOB HCIBITAHUA W BHYTPEHHHX
IOKyMeHTOB KoHTponst kadectBa DBMKII 1ns omnpeneneHus unenecoobpa3sHOCTH
BHECEHMS B HUX U3MEHEHMU;

) OIEHKY W BU3UPOBaHHWE 3armcedl (IPOTOKOIOB) KOHTPOJIS KadecTBa IMepel] Ux
nepenadei B moapasesieHus IPOU3BOJCTBA U 00eCIieYeH s KaueCTBa;

€) KOHTpPOJb MpoBeaeHHs UctibiTanuit crabmnsHocTH BMKIT;

) KOHTpPOIb paboThI MOJYMHEHHOTO(BIX ) CTPYKTYPHOTO(BIX)
noapazaeneHusi(uif), KOHTPOJb 3a COAEp)KAaHUWEM IIOMEIIEHUH, O3KCIUyaTalled H
TEXHUIECKUM OOCITy>KUBaHHEM IIPOU3BOICTBEHHOIO 000PY/I0BaHHUS;

3) olecredeHre MpOBeJIeHUS BadUAaldd OOOpYHOBaHUS, CUCTEM U METOJOB
UCIIBITaHWM, TPUMEHSIEMBIX 1Jis1 KOHTpoisa KadectBa BMKII;

u) ofecrevyeHde IIPOBEleHUs TNOATOTOBKH (IIE€PErOArOTOBKH), HHCTPYKTaXa
nepcoHaa noapasaeaeHus(Uit) Mpou3BOACTRA,;

K) of0ecredeHHe  HHGOOPMHUPOBAHHOCTH  pPYKOBOAMTENEH  NOAPA3JENCHHUS
obecriedeHHsI  KavyecTBa, IPOM3BOACTBA U  IOAPA3JEJCHHA  MPOU3BOICTBA,
YIOJTHOMOUYEHHBIX JIMI OpraHU3alliy, PYKOBOJMTENS OpraHM3alMd I10 BOIpPOCaM
koHTpods kauecTBa bBMKIL

34, O6s3aHHOCTH pyKOBOJUTENEH IIPOU3BOICTBA, noJipa3aeeHui
MIPOU3BOICTBA U PYKOBOJUTENS IOAPa3/IeNeHUs KOHTPOJIS Ka4eCTBa BKIIFOYAIOT:

a) MOHHTOPHUHT U KOHTPOJIb yCIOBHU ITPOU3BOJICTBA;

0) KOHTpPOJIb COONIIOAEHMS TUTMEHNYECKUX TpeOOBaHUM;

B) ydYacTHe B MOHHUTOPHHIE M OLIEHKE KauyecTBa YCJIyT ITOCTaBIIMKOB MaTE€pHUaJIOB
115 mpousBoactBa BMKII;

) YydJacTHe B MOHUTOPMHIE IIOCTABIIMKOB IIPOMEXYTOYHBIX IPOLYKTOB
npousBoactsa BMKII, BMKII, marepuanos misa npoussoactsa BMKII

I) OCYIIECTBIEHHE MOHHUTOPWUHTA HCIIONHEHHS JOIOBOPOB C KOHTPOJIBHBIMH
1abopaTopUsMH JJIS BHIIOJHEHHUS UCIIBITAHUM MaTepuanoB A npouspoicTsa bMKII,
IPOMEXYTOUHBIX MpoAaykToB npoussoacTsa BMKII u BMKII;

€) omnpelelieHHe W MOHHTOPHHT YCJOBHH XpaHEHUs 00pa3loB MarepHaloB UL
npousBojcTBa BMKII, npomesxyrounsix npoaykros npoussoactsa bBMKII u BMKII;

’K) MOHHTOPHHI cobmoneHus TpedoBanuil [Ipasui;

3)  otbop mpod (06pa3oB) B LEIsIX IPOBEACHUS KOHTPOJIS KaueCTBa,;

¥) ydacTHe B aHanu3e (QYHKIMOHHPOBAaHUS IpoleccoB, kadectBa BMKII,
CHCTEMBI Ka4eCTBa W BEIPAOOTKe MPEAIOKEHHH 110 UX YIyUIIEHHIO;

K) obecriedeHHe  HWHGDOPMHPOBAHHOCTH  PYKOBOZUTENIEH  IOJApa3ieicHUA
obecreyeHrs KayecTBa, YIIOJHOMOYEHHBIX JIML[ OpraHu3allliM, pPYKOBOIUTEI
OpraHH3AlMH T10 BOTIpOCcaM MPOU3BOACTBA U KOHTpois kayecTBa BMKIL

35. B opraHmsanud JODKHa OBITh pa3paboTaHa M yTBEpXKIEHAa €€
PYKOBOAWTEJEM IIporpaMMa MO0 THIHeHe MepcoHala ¢ Y4eToM O0coOeHHocTei
npousBogactBa BMKII, Bkmowas tpeGoBaHHS K ofexkaAe NnepcoHana. Pykosoaurens
OpraHu3alMyd JO/DKeH O00ecmeYuTh INPOBEICHHME HHCTPYKTaXka IepcoHajla II0
IporpaMMe I10 TMTHEeHe TIEpCOHalIa IPH IOATOTOBKE (IIepernoroTOBKe) IepCcoHalla.

36. Opmexna JUI, HaXOMANIMXCS B TEXHOJIOTMYECKHX U KOHTPOJBHBIX
[IOMEIIEHUAX, JODKHA COOTBETCTBOBATH BBIMOJHAEMBIM B STHUX 30HAX OINEpaLldsIM U
KIIACCy YHCTOTHI BO3MyXa oMeieHus (paboueit 30HbI).
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37. [Ilepconan pomkeH wu30erarb HEMOCPEACTBEHHOIO KOHTAaKTa OTKPBITBIX
yacreii Tema ¢ BMKII, mpomexyrouHsiMu mnpomykramu IpousBojactBa BbMKII,
Matepuanmamu g npousBoictBa BMKII, a Taxxke wyacTamu o0opymoBaHUs,
xorrtakTupyromumu ¢ BMKII, npomexyrounsiMu mpoxykramu npomsBogctsa BMKII,
marepuaiamu s npousBojctBa BMKIL. Ilepconan noikeH OBITH O3HaKOMIEH C
HOPSIAKOM 0OpabOTKH OTKPBITHIX KOXKHBIX IIOKPOBOB, YCTaHOBJIEHHBIM BHYTPEHHEH
JIOKYMEHTaLUEeH.

38. B unCTHIX moMmemeHHusx (pabodyux 30HAX) MAOMyCKaeTcsd HaXOXAECHHE
MUHHMAJIFHO HEOOXOIMMOro KojnyecTBa nepcoHana. [IpoBepoyHsle U KOHTpPOJILHEIE
OIepaIlii PeKOMEHIYeTCs POBOAUTH, HAXOIACh 3a IIpeeNlaMH YUCTBIX TOMEIICHU.

39. TIlepconan (B TOM dYHcJe NEPCOHAN, 3aHATBIA OYMCTKOM M TEXHUYECKUM
o0ciy)XKHUBaHHEM 000pyHOBaHHs), PabOTAIOIMI B YHUCTBIX IMOMEIIEHUAX (pabodnx
30HaX), JO/DKEH TPOXOIWTH PEryNspHBIA HHCTPYKTaX IIO BOIIPOCaM HaJJIEXalero
npousBojcTBa crepwibHoro BMKII, Bkmroyass BONPOCEI TMTHEHBEI M OCHOBEI
MHMKpPOOHOJIOTHH, IIPOBOAMMBIH  pYKOBOIOWTENEM IOfpa3lelieHus obeclieueHus
xauecTBa. IIpy HEOOXOOMMOCTH HaXOXKAEHHs B YHCTOM IOMelleHuH (paboueit 30He)
JIWII, He TMPOIIEIINX TAKOTO HHCTPYKTaXa, TAKUE JIMLA JOJDKHBI IIPOMTH MHCTPYKTaX H
32 HUMH JOJKHO OBITh YCTaHOBJIEHO HAaOMIOJACHHUE.

40. Opmexay it YUCTHIX MOMelleHni (paboyux 30H) HE0OXOOUMO OUHUILATEH U
00pabaThiBaTh TaKUM 00pa3oM, 4TOOBl OHAa HE CTAaHOBHIIACH NPUUYMHOMN 3arps3HEHHS
BMKII. Onepanuu OYHCTKH ¥ OOpabOTKM OJEKIbl JOJDKHBI BBIIOJIHATECA B
COOTBETCTBUH C BHYTPEHHEN JOKYMEHTAIUEN.

IV. lHomemenus

41. ITnomany moMemesuii JOMKHEI MO3BOJIATh Pa3MECTUTh 000OpyAOBaHUE U
Mmatepuansl s npoussoactsa BMKII B cootBercTBuM ¢ IIpaBunaMu, DOMKHBI OBITH
IpeAyCMOTPEHBI TTOMeIIeH s Ut 000py10BaHUS TUTHEHUYECKUX KOMHAT U pa3fieBajioK
C TOpPSYHM W XOJOOHBIM BOJOCHAO)KEHHEM, BO3AYIIHBIMH ~ CYIIMJIKAMH MM
IMCIIEHCEPaMH ISl OJHOPA30BhHIX MOJI0TeHell. | nrueHnyeckre KOMHATH! JOJDKHBI OBITh
OTJEJIEHEI OT TEXHOJIOTHYECKUX 30H, HO OBITH JIEFKOAOCTYITHEI.

42. 30HBI KOHTPOJISI Ka4ecTBa CIIEAYyeT OTHAENATH OT TEXHOJIOrMYECKHX 30H.
JlomyckaeTcss pasMellleHHe 30H, HCIOJb3YeMBIX JUIi KOHTpPONA B  IIPOLECCE
IIPOM3BOJACTBAa, B TEXHOJOTMYECKUX 30HaX [PH YCIOBHH, YTO OINEpaluu
TEXHOJOTHYECKOT0 TPoIlecca He OKa3bIBAIOT HEOIAarolpHUaTHOIO BIUSAHKSA HA TOYHOCTD
KOHTPOJIBHBIX  WCIIBITAHMMA, a  KOHTPOJIBHBIE  MCIBITAaHHS  HE  OKa3bIBaioT
He6IaronpHsITHOrO BO3AEHCTBUS HA TEXHONIOTHUeCcKui nponecc 1 kauectso bMKII.

43. s mpomsBoactea BMKII nomkHa ucnons30BaThes IpeaHa3HavYeHHas
IJIA 3TUX TPOAYKTOB MPOW3BOJACTBEHHas 0a3a, KCKIIOYAOMas BO3MOXHOCTH HX
kouramuHaiuu Apyrumu BMKII, npoMexyTOYHBIMH MNpPOAYKTaMH IPOM3BOJACTBA
npyrux BMKII, marepmamamm a8 mpowmsBojcTBa Apyrux BMKIL Heo06xonumo
HCKIIIOYUTh BO3MOXXHOCTH TMEPEKPECTHOW KOHTaMHUHALMM IIpH  IPOH3BOJICTBE
ayTOJIOTMYHBIX ¥ koMOMHUpoBaHHBIX BMKIL

44, DKCIuTyaTaiys, IpoBe/icHiHe MOHUTOPHHTA, TEXHIUECKOT0 00CITy KHBaHUS
U peMoHTa (B TOM YHCIle WHXXEHEPHBIX CHCTEM) IIOMEIIEHMI He JOJDKHEI OKa3bIBaTh
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OTPMIIATENIBHOIO BIMSHHUS Ha KauyecTBO MaTepuanoB nAnas npoumssoactsa bMKII,
IpoMexXyTouHbX mpoxaykroB mpousogctBa BMKII um  BMKIL Ilopsgok
NEpHONWIHOCTE  yOOpKM ¥ Je3MHGEKIMM  [OMeIeHMH  JOKHBI  OBITH
perJaMeHTUPOBaHbl BHYTPEHHEH JOKYMEHTALIMEH.

45. OcCBeleHHOCTh, TEMIIepaTypPHBIA pPEXUM, BIAKHOCTL M BEHTHIALHUSA B
[IOMEIIEHUAX He MO/DKHBI OKa3blBaTh OTPULIATENIBHOIO BIIMSHMS Ha MaTepHalbl i
npoussogctea BMKII, npomexyrounsie mponykt mpoussoacTsa BMKII u BMKII Bo
BpeMs paboTBl C HMMH WJIM WX XpaHeHus (IIpd HeOOXOIMMOCTH), a TaKke Ha
SKCILTyaTalHio 000pyJoBaHUS U paboTy IEpCOHaa.

46. Ilpy HaMMYMHd PUCKAa MUKPOOHONIOrMYECKOH KOHTaMHMHALMU (HalpHuMep,
TIpY MCTIONIB30BaHMM B MIPOU3BOJCTBE HHGUIMPOBAHHOTO GHOOTHYECKOro MaTepuana)
JOJDKHBI OBITH TIPEIYCMOTpPEHBI CIELMANbHBIE W30JMPOBAHHBIE IOMEINEHUSA WA
paboure 30HBI I PabOTHl ¢ MHOUUUPOBAHHBIMH OMOJIOTMYECKMMH MaTepHaiaMH,
IIPOMEXYTOYHBIMH MpoaykTamu npoussojctsa BMKII u BMKII.

47. ITepememenune Matepuanos ais npoussoacTtsa BMKII, nmpoMexyToYHBIX
npoaykroB npousBoactsa BMKII, BMKII, oTxo10B Ipou3BOACTBa U MEPEIBUKCHHE
IepcoHaa JOJDKHO oOecrieunuBaTh MpeAOoTBpalleHHe CIyYailHON IMOJAMEHBI MAaTepHaJIOB
ansa npoussoactsa BMKII, mpomexxyTodHsIX IpoxykToB npoussoacTtsa BMKII, BMKII
WM BOSHUKHOBEHHUE PUCKA UX KOHTAMHUHALIHH.

48. IMepenBmxeHre MepcoHala, MepeMelleHre OHOJNIOTMYECKMX M JApYTuX
MaTepHajIoOB, OTXOJ0B MPOM3BOJICTBA ODKHBEI OBITh periaMeHTUPOBaHbI BHYTPEHHEH
JIOKYMEHTalUe.

49. Ha mpou3BoiCTBE JODKHO OBITH NPEeIyCMOTPEHO HAIMYME IOMELICHHM
IJIS XpaHeHus yOOpOYHOTO MHBEHTAPS U CPE/ICTB Ul yOOpKHU. B YMCTBIX MOMEINEHUIX
KIacC YHMCTOTHI IOMEIIEHUS  XpaHeHHs yOOpOYHOro  HMHBEHTAapsl  JOJDKEH
COOTBETCTBOBATH KJIaCCy YHCTOTHI MIPHJIEraloIIero NOMENICHH.

50. OT1x0b! TOJIKHEI YIAIATECS C COOMIOACHNEM CAaHUTAPHO-THTHEHNYECKOTO
pexuMa  opraHm3alliM M TpeOoBaHHM CaHHUTAPHO-SIHIEMUOJIOTUYECKOTO
3aKoHojaTrenbcTBa Poccuiickoii @exepanvi.

51. Cpena nmoMemeHMI B  YacTH  KOHTAMHMHAIlMM  YacTULAMH |
MHUKpPOOPraHH3MaMH JOJDKHa COOTBETCTBOBATh TPEeOOBAHUAM, YCTaHABJIHBAEMBIM
HopMmatuBHON mokymeHTauueil Ha BMKII, u cTagMu TEXHOJIOrMYECKOro Ipolecca U
VUHTHIBATh YPOBEHb KOHTAMHHAILMM MCXOIHBIX MaTepHalloB M CTEHeHb PUCKA JUIA
obecrnieuenuss kadectBa BMKII. B mporpaMMy MOHHMTOpWHIa cCpeibl IOMEIIEHHH
IOJDKHBI OBITH BKITIOUEHBI METO/IBI ONPENEIEHUS CICHU(PUIECKHX MUKPOOPraHU3MOB (B
JaCTHOCTH, APOXIKEBBIX, IUIECHEBBIX TPUOOB, aHA3POOHBIX MUKPOOPTaHHU3MOB).

52. KoHTposibHBIE M3MepeHUs, BKIIIOYasi KOHTPOJIb HH)KEHEPHBIX CHCTEM H
KOHTPOJIb Cpejbl MOMEIIeHUH, TOJDKHBI IPOBOJUTECS B COOTBETCTBHM C MPHHIUIIAMHA
yIpaBleHus puckamu i1 obecredeHuss kadectBa BMKII Ha yuacTkax ¢
TEXHOIOTHYECKMMM HPOIECCaMH, OCYLIECTBISEMBIMA He B H30JIMPOBaHHOM pabouei
30H¢, XU Ha KoTopeix BMKII MoryT OBITP IOABEPKEHBl HEMOCPEICTBEHHOMY
BO3JEHCTBHIO CpEbl TMOMEIIEHU# (HamprMep, BO BpeMs J00aBlIeHMs NUTATEIBHBIX
Cpell, BCIIOMOTaTebHbBIX BEIEeCTB, 0ypepoB, ra3oB).
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53. JlonyckaeTcs HCHOJB30BaHUE OJHOTO IOMEILEHUs A IPOM3BOJCTBA
paznuunbix BMKII B ciiyuae BBINOJHEHHS CHAEAYIOLIMX YCJIOBHMH, HalpaBIeHHBIX Ha
IpeAOTBpAIIeHUEe NTePeKPECTHON KOHTaMHHAIMH:

a) IpOBeJieH aHaIM3 OCHOBHBIX XapakTepucTHK bMKII, npon3BoacTBO KOTOPHIX
OCYHIECTBIISETCSA B OJHUX U TEX )K€ MOMEIIECHUAX;

0) obecrieunBaeTCs HpPeNOTBpallicHHE MOMAJAHUS JKHBBIX MHKPOOPTaHH3MOB U
CIOp B CMEXHBIe IOMENIEHHs ITyTeM ONpeJeleHHs IOTCHUHANBHEIX MAapIIpyTOB
IEPEKPECTHON KOHTAaMHHALMM M HCIONB30BAHMSA OJHOPA30BHIX MAaTepHAIOB H
UIKEHEPHBIX PENICHUH, 00ecleunBalOMMX IPEeJOTBpallleHHe IONagaHus JKUBBIX
MHUKPOOPraHU3MOB U CIIOP B CMEXHBIE IOMEILIEHHUS;

B) pa3paboTaHbl M OCYIIECTBIISIOTCS MEPONPHUATHS KOHTPOJIA IO YJalCHHIO
MHKpPOOPIaHH3MOB H CIIOp Mepe HayalloM MaHUITy Auui ¢ apyrum bBMKII,

r) mpousBogactBo BMKII ocymiecTBiseTcss Ha OCHOBE NPHHIMIA IPOBEICHUS
OJIHOTHITHBIX ITUKJIOB IIPOU3BOJICTBA; .

o) obecrmeynBaeTcsl MpPENOTBPALICHHE MEPEKPECTHONM KOHTAMHUHAIMKA OIHUX
BMKII komnonentamu npyrux BMIIK.

54. HeoOXoAMMOCTh  HAIWYMsS  CHEHUATM3HUPOBAHHBIX  IOMEIIECHUH  HIIH
U30IATOPOB i mpurotoBieHus HedacoBanHoro BMKII u3 ero KOMIIOHEHTOB, €ro
$acoBKM W YMAaKOBKM 3aBHCHUT OT XapaKTEPUCTHK OMOJOrMYECKOro MarepHuaa,
ucnons3yemoro it mpousBonctBa BMKII, cnemupuxkn BMKII u TexHOnMOrnu €ro
TIPOU3BOJICTBA.

55. Pa6ory co crepwibHpiM BMKII Heo6Xx0MMO IIPOBOAXTE B pabodMX 30HaX C
M30BITOYHBIM JaBjieHHeM. IIpp 3TOM B 30HaX C BO3MOXKHOW JIOKaJlM3aLMen
MHKPOOPTaHM3MOB HEeOOXOIMMO CO3[aBaTh OTPUIATENBHBIM IEpenaa AaBICHUS IS
IpeIOTBpAIlleHHsT PaclpOCTpaHeHUsl areHToB, He BXxoasmux B coctaB BMKII u
IpeACTaBISIONMX yrpo3y OesomacHoct U (wnm) kadectBy BMKII (mamee -
KOHTaMMHAHTHI) 3a IpEeAeNsl 3THX 30H. B ciydyae ecnmu it paboTel B CTEPUIBHBIX
YCIIOBMSX MCIIOJIB3YIOTCS paboure 30HBI C MOHIDKEHHBIM JaBI€HHEM MU Ge30IacHBIE
OOKCEI, HX CJIeIyeT OKPY)KaTh 30HAMH COOTBETCTBYIOILIETO KJIACCa YUCTOTHI BO3yXa HeE
mmwke Kiacca 8 MCO® ¢ u3GHITOUHBIM [aBileHHeM. BHyTpeHHe# mOKyMeHTarmei
IOJDKHEI OBITh YCTAHOBJICHBI 3HAYECHUS NIEPENaoB JABICHNUS U YCTAHOBJICH HOPAIOK MX
MOCTOSTHHOTO KOHTPOJISI.

56. Bosgymmble (QWIBTPSl CHCTEMBI OYMCTKM BO3MyXa JOJDKHBI  OBITh
rHaApO(QOOHBIMH.

57. TloMelneHHs, B KOTOPBIX OCYHIECTBISIOTCS IPOU3BOACTBO, KOHTPOJIb
kauecTBa 1 xpaHeHne bMKII, nonpasnensaiorcs Ha:

a) CKJIaJCKHE;

0) TEeXHOJIOTUYECKHUE;

B) KOHTPOJIbHEIE;

I) BCIIOMOTaTeNbHEIE;

> TOCT UCO 14644-1-2002. MexrocyaapcTBeHHBIH cTaHAapT. YHCTHIE OMEIIEHHS ¥ CBS3aHHbIE C
HMMH KOHTpolmpyeMsle cpeasl. Yacts 1. Kitaccudukanus 4ucTOTEI BO3yXa, BBEICHHBIA B JACHCTBHE
noctaHoBienueM Ioccranmapra Poccum ot 10.06.2003 Ne 190-ct (onmy6GimxoBan H3parenscTBoM
cragaaptoB UITK Ne 2003).
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1) apXWBHEIE.

58. Cxkraackue moMemeHnsl JOJDKHBI 00ecrevrnBaTh yHIOpSA0OYCHHOE XpaHEHHE
Pa3TUYHBIX KATErOpHii MaTepraoB U MPOAYKTOB € PA3IMYHBIM CTaTyCOM:

a) HAXOMSIIUXCH Ha XpaHEHUH 10 PEILEHHUs O PUTOJHOCTH MY HETIPUTOJHOCTH
JUISL KCTIOJIB30BaHUS OHOJIOTMUECKUX MaTepUasioB, HHBIX MCXOJHBIX, BCIOMOTaTEIbHBIX
¥ YIaKOBOYHBIX MaTtepuanoB ans npousBoacTBa bMKII, npomexyTo4HbBIX NPOAYKTOB
npousBoactBa BMKIT u BMKII (nanee — kapaHTUH);

0) pa3pemeHHbIX IS UCIONb30Banus U (unn) Beirycka BMKIT;

B) 3a0pakoBaHHBIX  OHONIOTMYECKUX  MAaTepualoB,  HHBIX  HCXOAHBIX,
BCIIOMOTATENbHBIX M  YMAaKOBOYHBIX MAaTEpHaIOB, MPOMEXYTOYHBIX IPOAYKTOB
npousBoactea BMKII u BMKII;

I) OTO3BaHHBIX U3 oOpaleHus 1 Bo3BpaileHHbIx cepuit BMKII.

59. Ilpu ocHalmleHHH CKJIaJCKUX IIOMEIIEHUN CcleqyeT IpeayCcMaTpUBaTh
HaJIe)Kallre YCJIOBUS XpaHEHHs OHOJOTMYEeCKUX MAaTepHalioB, WHBIX MCXOIHBIX,
BCIIOMOTATEIBHBIX M  YIAaKOBOYHBIX MaTepuajoB, IIPOMEXYTOYHBIX HPOIYKTOB
npousBojctBa BMKIIT u BMKII. Cknajnckue nmomemeHus IOOJDKHBI OBITh YHCTBIMU H
cyxuMmu. B ciyuae eciu TpeOyroTcsl crielaibHbIE yCIOBUS XpaHeHMs (TeMmeparypa,
BIQXHOCTB), TO TaKWe YCIOBHS XpaHEHHUS [JOJDKHbI OBITH oOecrmedeHsl C
OCYILIECTBIICHUEM UX MOHUTOPHUHTA.

60. B Mecrax InpueMKH H OTIPY3KH [OJDKHA OBITh obecrmedeHa 3alluTa
MaTtepuanoB mias npousBojcTBa BMKII, mpoMexyTOYHBIX NPOAYKTOB IPOM3BOJCTBA
BMKII u BMKII ot Bo3/eiicTBUS HOTOAHBIX yclioBUi. Opranu3aius U 000pyJoBaHKe
MECT MPHUEMKH JOJDKHBI MO3BOJIATH MPOBOAUTH OUUCTKY YNAaKOBOK C IMOCTYMAIOIUMU
MaTepralaMy ITepe] CKIagupPOBaHUEM.

61. Pexxum KkapaHTHHa JOJDKeH o0OecredynBaTh XpaHEHHE MaTepUalloB Ui
npousBoacTBa BMKII, mpomexyTtounsix npoaykTtoB npoussoactsa BMKII u BMKII no
NPUHATHASA  YMOJHOMOYEHHBIMM JUIAMKA IIOJpa3fielieHHs KOHTpOJId  KayecTBa
(ynonsoMmoueHHBIM JuiioM opranmzauuu s BMKII) pemeHus o6 WX NMpUrOAHOCTH
WM HEIPHUTOJHOCTH AJiS JalbHEHIIEero UCIOJIb30BaHUA. XpaHEHUE MaTepHalloB IUIL
npousBoactBa BMKII, mpomexyTounsix nponykros npoussojactsa BMKII u BMKII o
IPUHATHS  YIOJHOMOYEHHBIMH JIHIAMH  MOJpa3fielieHuss KOHTPOJId  KayecTBa
(ynonHoMo4eHHBIM JuioM opranusanuu ainsi BMKII) pemennus o6 uX NpUrogHOCTH
WIM HEIPUIOJHOCTH JUIS JATBHEHIIETr0 MCIIONB30BaHUs CIEAyeT OCYIIEeCTBIATH B
OTJIEBHBIX 30HAX, JOCTYNl B KOTOpPbIE pa3pelleH IMEepCOHANYy B COOTBETCTBHH C
TpeGOBaHMAMH BHYTpEHHEH JOKyMEHTALHH.

62. Jlna otOopa mpo0 MOCTYMUBIIMX MaTepuanoB s npoumsBoactsa bMKII
JIOJDKHBI OBITh OpPraHW30BaHBI OTJeNIbHAs 30Ha WIM IIOMellleHue Uil oTOopa IpoO.
INopsimox otdopa npob momkeH obecrneduBaTh NpPEAOTBPAIleHHEe KOHTaMHUHALUU WIIH
MIePeKPEeCTHON KOHTaMHHALIMH.

63. Jlns xpaHeHums 3a0pakOoBaHHBIX MaTepHaloB s IpousBoictBa BMKII,
NpoMeXyTo4YHbIX npoaykToB mpoussojacTea BMKII u BMKII, a Ttaxxe Bo3BpalieHHBIX
U BBIBEJIEHHHIX u3 oOpamenns BeimymeHHbX cepuid BMKII  nmomxHBl  OBITH
IIPeTyCMOTPEHBI U30IMPOBAaHHBIE 30HBI.

64. BBICOKOAKTHBHEIE BEIIECTBA, JIETKOBOCIUIAMEHSIOIIMECS KUAKOCTH U
IIPEKYPCOPHI TOJDKHBI XPAHUTHCS B OTJENBHBIX 0€30MacHBIX U 3alIMIIEHHBIX 30HaX.



16

65. Cknaickue TOMeIeHHs JOJDKHBI TPOHTH KBATH(GUKALUIO Tepea HX
UCITOJIb30BaHNeM B cooTBeTcTBUM ¢ riiaBoi XII Ipasuir.

66. Pasmemienne  obopymoBaHMs ¥~ MaTepuajioB B pabouux U
BHYTPHUIIPOM3BOACTBEHHBIX 30HaX XpPaHEHUs NODKHO CBOJWUTh K MHHHMMYMY PHCK
cydailHOW moaMeHbl MatepuanoB ansf mnpousBoactBa BMKII, mnpomexyTouHBIX
npoaykToB mpousBoactBa BMKII u BMKII, o6ecrieunBaTh OTCYTCTBHE NEPEKPECTHON
KOHTAMUHAI[MK, B TOM YHCIIE IIEPEKPECTHOW KOHTAMHUHAIIMM ayTOJIOTMYHBIX U
koMOuHUpoBaHHBIX BMKII oOT paznuyHBIX AOHOPOB, M MHMHMMM3HPOBATH PHCK
IpOMYyCKa MM HEIPABUJIBHOTO OCYIIECTBIIEHHUS JII00Oro »sTama (omepanud) IpH
MPOU3BOACTBE WM KOoHTpoJie kadyecTBa bBMKIL

67. B TexXHOJNOTMYECKHX TIOMEINEHUSAX [JOJDKHBI OBITh  IPEeTyCMOTpPEHBI
clenyromiye pabo4yue 30HbI:

a) HIeHTH(UKAIWH, KOHTPOJISI M OLIEHKH KadecTBa IMOCTYMAIOUIMX MAaTepHAaJIOB
mis npousBoacTBa BMKII (manee — BXOAHOTO KOHTPOJIA), BKIFOUas pabodue 30HHI 10
0TOOpy MPOO MOCTYMAIONINX OMOIOrHYecKuX MaTepuanos s npoussojicTsa BMKII no
3aBepIIeHUs IIpoliecca BXOAHOIO KOHTPOJIS;

6) KpaTKOCPOYHOIO XpaHeHHs oOpa3loB OHOJOIMYECKHX MAaTepUanoB H
MPOMEXYTOYHBIX IpoAykToB mpousBoactBa bBMKII mnpu ux  0TCpOYeHHOM
HCIIOJIF30BaHHM B TEXHOJIOTHYECKOM Ipoliecce (TP HAJTUYUN );

B) XpaHEHHSI HEOOXOIUMOro KOJHYecTBa MarepuanoB A npoussoactsa bBMKII
B KOJIMYECTBAX, JOCTATOYHBIX JJIsS OCYyIIeCcTBIeHUs uKia nmpousBoactsa bMKII;

r) dacoBku, MmapkupoBkH U ynakosku BMKIL.

68. B TexXHONOIHMYECKHX IIOMEIIEHUSIX, B KOTOPBIX MPOUCXOJUT KOHTAKT
OMONIOTMYECKUX  MaTepHajioB, CTEPUIBHBIX HCXOJHBIX, BCIIOMOTaTEIBHBIX U
yIIaKOBOYHBIX MaTepHAJIOB, IIPOMEXYTOUHBIX IpoAykToB npoussoactsa BMKII, BMKII
CO Cpelioif NOMeIIeHH, TOJKHO CO3/1aBaThCsi M MOJACPKUBAThCA KAa4eCTBO BO3JyXa,
He00X0IMMOe JIJIT MUHUMH3AIlMK pUCKa KOHTAMHHALIMY, B TOM YHUCIIE IIEPEKPECTHOM.

69. TexHoIOrMyecKre MOMEUICHUA JNOJDKHBI MPOUTH KBATU(GUKAIMIO Mepel UX
HCHOJI30BaHNeM B cOOTBeTCTBHM ¢ IMiaBoi XII IIpaBui.

70. B 4HCTBIX IOMEMIEHUAX OTKPHITHIE MOBEPXHOCTH JOKHBI OBITH INIaJKUMH,
0e3 MeXaHNIECKUX Je(PEKTOB U OBITH IPUTOAHBIMH TSI MOMKH M JIe3UH(PEKIIUH.

71. B 4HCTBIX TOMENIEHHSX He J[OMYCKAaeTCs Halu4yhe He MOAJAOIIUXCS
OYMCTKE YrITyOJIeHHi, BHICTYMAOMINX KpaeB, Mook, MmKadoB U obopynoBanus. [Isepu
JIOJDKHBI OBITh CKOHCTPYHUPOBaHb! 63 yriryOeHuil, HeIOCTYNHBIX [l OYUCTKH.

72. B xomHaTtax i MepeoaeBaHHs TepcoHala JODKEH OBITh OpraHU30BaH
JAMHHAPHBIA IMOTOK BO3AyXa. 30HA Mepel BBIXOJOM H3 YHUCTOrO IOMEMIECHMS s
HepeoJieBaHMsl JOJDKHA HMMETh TOT € KIacC YHCTOThl BO3AyXa, YTO M YHCTOE
[TIOMEILleHHe, B KOTOPOe OHA BEAET.

73. OO6e nBepH BO3IYLIHOTO LLIH03a HE MOTYT OBITH OTKPBITHI OZHOBPEMEHHO.
JInd mOpemoTBpalleHds OJHOBPEMEHHOIO OTKPHIBAHHS JABYX JBepell  OJDKHBI
HCIIOB30BaThCsl  OJIOKUPOBOYHBIE CHCTEMBI WIM CHCTEMBl BH3yalbHOTO M (MIIH)
3BYKOBOT'O IpeAyIpexAeHU.

74. Tlomada ¢QuIBTPOBAaHHOTO BO3/IyXa B NOMEHICHUS NOJDKHA IOIJEPKHBATH
MOJIOXKMTENIBHBIA Tepernag MaBiieHHS OTHOCHUTEIHHO IIOMeIleHHs ¢ Ooljiee HU3KUM
KJIAaCCOM YKCTOTBI BO3[yXa. B moMelieHUH HOJDKEH OBITh OpraHH30BaH JIAMHHAPHBIN
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moTOK Bo3ayxa. CMe)KHble TOMEIIEHUS C PpPa3HbBIMH KJIacCaMH 4YHCTOTBI BO3JyXa
JIOJDKHBI IMETh pa3Hully B JaBiieHud ot S [la go 20 I1a, cMexHbIE TOMENIEHUs ¢ OQHUM
KJIaCCOM YMCTOTHI BO3yXa J0JDKHBI UMETh Pa3HUILy B AaBlieHUH He MeHee S Ila.

75. B TexHOJOTMYECKMX MOMENIEHUSX IO0JDKHA OBITH MPEeoyCMOTpEeHa CHCTEMa
aBapHfHOTO OMOBelleHHs 00 OTKa3e CHUCTeMBbl BEHTULALMM U O pa3HHUIE B JaBICHUU
MeXAy OBYyMs MOMELIEHMSIMH HIDKe ycTaHOBJIeHHOH B IyHkTe 75 llpaBun. 3HaueHwus
nepernaga JaBjeHHs JOJDKHBI 3alCHIBATHCS YNOJTHOMOYEHHBIM IIEPCOHAIIOM HIIM HMX
KOHTPOJIb (MOHHTOPHHT) 0JDKEH OCYINECTBIATHCS IMPH IIOMOIIM aBTOMAaTU3UPOBAaHHOMN
CHCTEMBI, 00eCIIeUHBaIOIIeH 3aUCh PEe3yJIbTaTOB KOHTPOJIS (MOHUTOPHUHTIA).

76. Muxkpobuonorudeckde Jiabopatopun U (WIM) MHUKPOOHOJIOTHYECKHE
CEKTOPHI 30HBI KOHTPOJIA KadecTBa JOJDKHBI OBITH OTHENEHBI OT IPYIMX IIOMeEIleHUMH
KOHTPOJIS Ka4ecTBa U TEXHOJOTMYECKUX MOMEILEHUH.

77. JInsa KOHTPOJBHOTO 000pyHOBaHMs, HY>XJAIOIIErocs B 3allUTE OT BHEIIHUX
(dakTOpOB, BKJIIOYAs BUOpAIMIO, DSJIEKTPOMAarHUTHBIE TIIONs, BIAXHOCTb BO31YyXa,
TEMIEpPaTypHBIA pPEXHM, JIOJDKHBI OBITh MNPEeIyCMOTPEHBl OTAEIBHBIE IOMEIICHUSA
(paboumre 30HEI).

78. UucTtele TMOMeNIEHHS KOHTPOJBHBIX JlabopaTopuil AOJDKHBI IIPOUTH
kBanTuuKanuio B coorBeTcTBUM C rnapoi XII IIpaBun nepen HX UCIOIL30BAHUEM.

79. KoMHaTHl OTHBIXa W MIpUeMa MUIIH AODKHBI OBITH OTHAENEHBI OT APYTHX
MTOMEIIEHUH.

80. TexHudyeckue 30HBI JOJDKHBl OBITH OTHENIEHBl OT TEXHOIOIMYECKUX U
KOHTPOJbHBIX TIOMelleHWd. B ciydyae eciaum XpaHeHWe 3alacHBIX 4YacTed U
HHCTPYMEHTOB HEOOXOAMMO OCYIIECTBISATh B TEXHOJOTMYECKUX HIIM KOHTPOJBHBIX
ITOMEIEHUSX, UX CIeAYEeT COIepKaTh B MPENYCMOTPEHHBIX AJIsl 3TOr0 KOMHATax WX Ha
cTeluaxax (B mKadax).

81. MHcmonp3yemble IDIO3B (s mepenadn oOpasnoB U Uil [lepexoja
MepcoHala) JOJDKHBI IPOUTH KBAIM(GHUKALMIO NIEpE NCTIONb30BaHUEM.

82. OpraHumzanuedi [OODKHO OBITH OpPraHM30BAaHO  CIELMAIH3UPOBAHHOE
XpaHWINIE, WCIOJIb3yeMoe Ui XpaHEHWs, 3alllUThl, KOHTPOJs, IOJJEpKaHUI
IIOJUTMHHOCTH M HEJIOCTHOCTH WHGpopManuu U o0pas3loB, a TakXe TapaHTUpYollee
JOCTYII K JaHHOH HH(OpMAIIUU B TeYeHHE BCETO CpoKa XpaHeHus (nanee — apxus). He
JIOITyCKAeTCsl KCIOIb30BaHe IOMEIleHHH, B KOTOPBIX pa3MellleH apXuB (Janee —
apXWBHOE TIOMEIEHHEe) i1 NPUHATUSA IUIUM, HaJIM4Me B apXUBHBIX IOMENICHHUAX
TMTUEHNYECKUX KOMHAT.

83. B apxXxuBHBIX TOMEIIEHHSX JO/DKHBI OBITh OpPraHU3OBaHBl ApPXUB
JOKyMEHTAIlUH ¥ apXUB 00pa3IIoB.

84. B apxuBHBIX TIOMEIICHUSX JOJDKHBI MOJNCPXKHUBATbCS IOCTOSHHAs
TeMIlepaTypa M  OTHOCHUTENbHas  BIAKHOCTh,  IPEAOTBpAllAIOIIME  IIOpYy
apXMBHPOBaHHBIX JOKYMEHTOB M 00pa3LoB.

85. B apXWBHBIX IOMELIEHUAX JOJDKHBI OBITH PEXyCMOTPEHBI:

a) BCIOMOTATeNIbHbIE IIOMEIIeHHUs WU 30HBl JJIs XpaHEHWs CaHUTapHOIo
HMHBEHTApS U CPEICTB I YOOPKH, PaCTBOPOB Ae3UHOHULMPYIOLIUX CPENICTB;

0) moMeImeHus s IpUeMa 1 BbIJjaull JOKYMEHTOB U 00pa3LoB.

86. ApxuB 00Opa3slOB JODKEH OBITh YKOMIUIEKTOBaH 00OpY/IOBAHUEM,
HEeOOXOAMMBIM IS TOJrOCPOYHOTO XpaHEeHHs apXUBUPYEMBIX 00pa3IOB.
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87. IloMelieHus, B KOTOPBIX paclojlaractTcsi apXuB 00pa3LoB, U 000pyJOBaHKE
IJIS JIOJTOCPOYHOTO XpaHEHHs 00pa3sloB JOJDKHBI NPOHTH KBANUQHKALMIO MEPEd MX
SKCILTyaTaruei B coorBeTcTBuu ¢ rnasoi XII IIpasui.

88. OOpaboTKy (OYUCTKY) IOMEIIEHHH, B TOM YHCIE YHMCTBIX IMOMELICHUH,
CIeNyeT OCYmECTBISATh B COOTBETCTBUM C  YCTaHAaBIMBAaEMOW BHYTPEHHEH
HOKyMeHTalued  mpoueaypod. Jlnd  BBIABICHHS  PE3UCTEHTHHIX  IITaMMOB
MHKpPOOPTaHH3MOB HEOOXOIVMO OCYLIECTBIISATH KOHTPOIB MPHUCYTCTBUSA YCTOMYMBBIX K
IEMCTBHUIO HCIIONB3YEMBIX Ae3MHOULMPYIONIMX CPEICTB MUKPOOPTaHU3MOB M POTALHIO
Je3UH(PUIMPYIOMHX CPEJICTB.

89. JIuma, OTBETCTBeHHBIE 3a O00pabOTKYy TMOMEIICHUM, B TOM YHCIIE
OTBETCTBEHHBEIE 33 IIPOBEIEHHE [Ie3WH(PEKUUH, [OJDKHBI COCTaBIATh rpaduku
npoBeieHus 00paboTKH, OIpeeNsTh clocoOb 00paboTKU MOMEIEH M, 000pyI0BaHUe
U MaTepHasbl, UCIOJIb3yeMBble IpU 00paboTke nmomemenuid. CeeleHMs 0 NPOBEAEHHOM
00paboTKe IIOMENIeHUi JOKHBI  JJOKYMEHTAIbHO  (DUKCHUpPOBaThCA  JIMIAMH,
MPOBOAMBIIUMH 00pabOTKYy.

90. Jluia, oTBeTCTBEHHBIE 32 00pabOTKYy NOMEIIECHHUH, JOIKHBI OCYUIECTBIATh
KOHTPOJIb MUKPOOHOJIOrHYECKOH YHCTOTHl MOIOLIMX U Je3MHPHUIUPYIOIHUX CPENCTB, 38
UCKIIIOYEHHEM PacTBOPOB, NMPOLIETIIMX cTepuiansauuio. [Ipomenmmue cTepUIU3aIMIO
PacTBOPEI HEOOXOAUMO XPAaHUTh B [IPEIBAPUTEIFHO OYHINEHHBIX KOHTelHepax (Tape) B
IpejeNiax CPOKOB XpaHEeHHS.

91. PaznuunHbli yOOpOUHBIA HHBEHTAPH OJDKEH UCIIOIB30BAThCS IS

a) yOOpKH IMOMENIEHUH pa3InYHOTO Klacca YUCTOTHI BO3LyXa,;

0) yOOpKH ITOTOJKOB, CTEH U II0IIa;

B) yOOpPKH BCIIOMOTaTeNbHBIX TOMEILEHHA.

92. BuHyTpeHHeil DOKyMeHTalell NODKHBI OBITH YCTAHOBJIEHBI II0Ka3aTeNn
cpelsl MOMEINEHUH M MpPeyCMOTPEHO OCYLIECTBICHHE CIIEAYIOIUX BHIOB KOHTPOJIS
TaKMX IIOKas3aTellell B Cllydae, eClid cpefia MOMEIIEHUHA MOXET SIBIIATHECS MCTOYHHKOM
KOHTAMMHAIIMN WM TMEPEKPEeCTHOH KOHTaMUHAIIUM MaTepHalloB s INPOMU3BOACTBA
BMKII, mnpomexyrounelx  mpoayktoB  mpousBoactBa - BMKII,  BMKII,
IPOM3BOJICTBEHHOIO WJIM KOHTPOJIBHOIO OOOpYNOBaHMSA, @ TaKXe YCIOBHA CpeIbl
MOMEIIEHHH MOIYyT TPHBOAWTHE K TMOBPEXJICHHIO XpPaHAIIUXCA MaTepHaloB H
JOKYMEHTOB:

a) KOHTPOJIb TEMIIepaTyphl U BIaXHOCTH;

6) KOHTPONL KOHIIEHTPAllMM a3pO30JIbHBIX YacTHIl B BO3AyXe (I YUCTBIX
[IOMeIeHU]);

B) KOHTpOJb CKOPOCTH BO3AYIIHOrO NOTOKa (IUIs JIAMHHApHBIX 30H YHCTOTO
TIOMEIICHHUS );

r) KOHTPOJb KPATHOCTH BO3AyXOOOMeHa UHCTBIX IOMEMIEHMHA H OOBEMHBIX
pacxonoB Ha GUIBETPax YUCTOrO IOMEILECHHS;

I) KOHTPOJNb Tleperaja JaBleHUS MeXAy YHCTBIMH IIOMEIUCHHAMH U
OKpY’Karolle# ux cpeoii moMeIeHui (s 9IUCThIX TTOMENICHUH);

€) MHKpPOOHOJIOTHYECKUIT KOHTPOIb, BKIFOYasi KOHTPOJIb 00pabOTKH IMOMENIEeH
IpY I[OMOLIM CMBIBOB € 00OpyJOBaHHsA, pabouuxX IOBEPXHOCTEH, MarepuaioB H
MHKPOOHOIOTHYECKUN KOHTPOIIb BO31yXa;
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X) METPOJIOTHYECKOE MOATBEPK/ICHUE MIPUTOJHOCTH o0opyIoBaHUS,
IIPUMEHSIEMOT0 IS 3aMepa KOHTPOJIUPYEMBIX ITOKa3areseil cpeibl TOMEIEeHUN.

93. Jlna KOHTpOJS YCTAaHOBJICHHBIX BHYTPEHHEH JOKYMEHTalUel IoKas3aTesel
cpeasl TIOMENIEHWH B OpraHW3alMd JAOJDKHa OBITh paspaboTaHa M yTBepXKIeHa
PYKOBOJUTENEM OpraHW3allly [IPOrpaMMa MOHUTOPUHIA YCIIOBHM Cpe/ibl IIOMENICHHH.
JlaHHBlE, TIONy4aeMble B pe3yJibTaTe OCYLISCTBICHHMS KOHTPOJISL YCIOBUH Cpelbl
IIOMEIlIeHNH, JOJDKHBI JOKYMEHTHPOBAaTbCS U XPaHUTBCS B TEYEHHE CPOKa,
ONpeNIeTIEHHOTO B MPOrpaMMe MOHUTOPHUHIA Cpebl IOMEIIEHHUH.

94. Boma, wucmome3yeMas B TEXHOJIOTMYECKOM IIpollecce, JOJDKHA OBITh
IIPUTOTHOM i PMEHEHUSI B COOTBETCTBHU C €€ MpeArolaraéMpIM Ha3HaueHueM. B
cllydyae eClld BOJia, KOHTaKkTHUpymIlas ¢ Marepuagamu Ui npousBoictBa BMKII,
npoMexyTouHsIMH nipoaykramu IpousBoactBa BMKII, BMKII (kak HampsMyro, Tak
KOCBEHHO depe3 KOHTAaKTHpyollee C Marepuanamu Juisi npoussBojactsa BMKII,
IpoMeXyTodHeIME TipogykTtamu mpousBoactBa BMKII, BMKII o6opynoBaHue)
HoJBepraeTcs CHelUaIbHOH 00paboTke, mpoiecc o6pabOTKH BOABI JOJDKEH NPONTH
Baianuio B coorBeTcTBUU ¢ M1aBoi XII IIpaBui ¢ npoBeeHueM KOHTPOJIA MpoLecca
BaJIUJALUH.

95. HuxeHepHBIE CHCTEMBI, KOTOPbIE MOTYT BO3JEHCTBOBATh M ITOBIUATH Ha
KadecTBO MpoaykToB mpousBoacTBa BMKII, momKHBEI NpOodTH KBaTM(HKALKMIO B
cooTBeTcTBUU ¢ raaBoil XII Ilpasui.

V. O6opyaoBanue

96. KoHcTpykums, MOHTaX M TOPANOK TEXHHUYECKOT0 OOCITy)KHBaHUA
06opyRoBaHMs JO/DKHBI COOTBETCTBOBAaTh HazHadyeHUIO oOopynoBaHuA. KoHcTpykimys
obopyoBaHMs, BKIIOYas oOopyaoBaHHe M oTOopa MpoO, AOMKHA HCKIIOYATh
BO3MOXXHOCTh KOHTAMHHAIIMKM MaTepuanoB s npousBoacTBa BMKII, npoMexyTouHBIX
npoxaykroB npousoactsa BMKII, BMKII Bo BpeMst npoBefeHus paboT. 060py/:[013aHHe
ClIeJlyeT XPaHUTh B YUCTOM COCTOSHUHU.

97. O6opynoBanue, (GYHKIMOHUPOBAaHME KOTOPOrO MOXET TIOBIHATH Ha
xkagectB0 BMKII, 1o/mkHO mOJBEpraTthCs KBaJU(PHUKAIMKA ¢ BepuUKaUU B
cooTBeTcTBUU C raaBoi XII ITpasui.

98. KoucTtpykuus o060pymoBaHHS IODKHA 00ecreyrBaTh BO3MOXXHOCTH €0
ourctkd. KoHCTpykuus 06GOpynoBaHMS, 00ECIIEYMBAIOIIEr0 W30ALUI0O OOBEKTOB OT
cpelsl TOMENIEHHS, JOJDKHA MCKII0YaTh PUCK BBICBOOOXKIEHHS OHMOIOIMYecKHX
MaTEpHaIOB, MPOMEXYTOYHBIX mnpoaykroB npoussoiactBa BMKII, BMKII, wuHEBIX
UCIONb3yeMbIX Ipu MpousBoacTBe BMKII Onomormueckux areHTOB B KayeCTBE
MCXOMHBIX U (WJIM) BCIIOMOTATENIbHBIX MaT€pHaNIOB, YTO JOJDKHO OBITH IOJATBEPXKICHO
pe3yjbTaTaMy MpPOBEPOK, IOPSAAOK H IEPHOJWIHOCTh KOTOPBIX MOJDKHBI OBITH
ompe/esieHbl BHyTPEHHEW TOKyMEHTaLUECH.

99. OG6opymoBaHHe HODKHO OBITh YCTAHOBIEHO TakuM o00pa3oM, YTOOBI
MUHHMHU3UPOBATh PUCKH OMMOOK NMEPCOHAIA WM KOHTAMUHALIMH.

100. TexHomormueckoe obopynoBaHUe He AODKHO IPEACTABIATh OMACHOCTH JJIS
MaTepuainoB ans npousBoicTBa BMKII, mpoMexyToOYHBIX NPOAYKTOB HPOH3BOJICTBA
BMKII, BMKII. Yacti TeXHOJOIHYECKOr0o OOOpYIOBaHHUS, KOHTAKTHPYIOIUE C
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MaTepuasiaMu Uit npowsBoactBa BMKIL, mpoMexyTOYHBIMH — NPOLYKTaMHU
npousBoacTtBa BMKII, BMKII, He 1omkHBI BCTynaTh ¢ HUMH B PEAKIUIO, BBIAEISATH UIU
abcopOupoBaTh BelllecTBa B TaKOH CTENeHH, YTOOB! 3TO MOTJIO MOBJIUATH Ha KaueCTBO
BMKII.

101. PyxoBoaurtens opraHu3zaldd JOJDKEH 00eCHeqnTh ynajieHHe HEHCIPAaBHOTO
000pyIOBaHMS M3 TEXHOJIOTHYECKHX U KOHTPOJBHBIX IIOMEICHAN WIH er0 MapKHPOBKY
KaK HEUCIIPaBHOTO.

102. Townocts u pabouuii OWana3oH CpPEACTB HU3MEPEHUH  JOJDKHBI
COOTBETCTBOBATh TEXHOJOTHYECKHMM W KOHTPOJBHBIM OIepalusM, B KOTOPBIX OHH
HCTIOJIb3YIOTCA.

103. OGopynoBanue, He TMpomemee KBATHPUKALUIO WIA BepUDUKAIHIO,
peleHrneM pPYKOBOAMTENS OpraHM3alMU JIOJDKHO IIePEeBOAUTHCS B KapaHTHH C
UCKIIIOYEHHEM ero HCIOJb30BaHUs B TEXHOJIOTMYECKOM Ipoliecce W MpH MPOBeIeHUN
KOHTPOJIS JTO BHIACHEHUS MPUYHMH BO3HHUKHOBEHHUS OTKJIOHEHHH B X0J€ BepUGHUKAIIUU U
(vm) KBaTUUKALIUH.

104. Bepuduxanus HCHOIB3yEMOI'0 H3MEPHUTEIBHOTO OOOpYHOBaHUS MAOJDKHA
BKJIIOYATh MPOBEICHUE IMOBEPKU U (M) KATHOPOBKU OpraHU3alldedf B COOTBETCTBUH C
YCTaHOBJIEHHBIMH [TPOU3BOIUTENIEM U3MEPUTEEHOTO 000y I0BaHUS MPOLIETYyPaMHU.

105. Dxcrnyarands ¥ KOHTPOJb O0OpPYAOBaHUS MOJDKHEI PEriIaMEHTHPOBATHCS
YTBEP>KIEHHOM PYKOBOAMTENEM OpraHMW3alllill BHYTpEHHeHW NoKyMeHTauueid. [[aHHbIE
0 DSKCIUTyaTallid, KOHTPONIO, TEXHUYECKOMY OOCIy)KHBaHHIO, YHCTKE, PEMOHTY,
KanuOpoBKe,  (QYHKIMOHATHLHOMY  TECTHPOBAaHHIO,  IIOBEPKE,  OIpeAeSIeHHIO
HOPMHUPOBAHHBIX XapaKTEPUCTUK HCIBITATENHHOTO 00OpYIOBaHUS, UX COOTBETCTBUS
TpeOOBaHUSIM HOPMATUBHON JOKYMEHTAIlMM U YCTAHOBIIEHHE MPUTOJHOCTU 3TOTO
000pyIOBaHMS K SKCIDTyaTallH JODKHBI PUKCHPOBATHCA JOKYMEHTAIBHO.

106. OGopynoBanue cleAyeT MOJABEprarb OYUCTKE M caHUTapHOU oOpaboTke B
COOTBETCTBUH C TpeOOBaHMAMH BHYTpeHHEH AoKyMeHTaruu. IHBEHTaph ISl OYUCTKU U
Ie3UHPEKIUN B IPOLECCE €ro HCIOIb30BaHHUS HE MOJDKEH SIBIISATHCS HCTOYHHUKOM
KOHTaMUHAIIH. O6opynoBanmue, npeIHa3HauYeHHOe TUTS HETPEPHIBHOTO
TEXHOJIOTHYECKOT0 Mpoliecca Wi AJ1 MPOU3BOACTBA MOCIIeI0BATENBHBIX CEpU OJTHOTO
u Toro xe BMKII, cienyer nmoasepraTh NepuoIAIeCKON OYHCTKE BO M30eKaHHe pHCKa
KOHTaMUHaIMK. [Iporenypbl OYUCTKH U CTEPHIIM3ALUU OOOPYIOBAaHUS JIOJDKHBI OBITH
BAIUAMPOBAHEI B cooTBeTCTBUH C rnaBoii XII [Tpasu.

VI. Ucnosb30BaHHe U30JATOPHBIX TEXHOJIOTHH

107. V3onsTopHBIe TEXHOJOTHH MpeJHa3HA4YeHBb! ISl OTpaHUYEeHUS IIPUCYTCTBUS
IepcoHaJia B TEXHOJIOTUYECKOH 30He C IIeNbI0 CHIDKEHUS PUCKA MHKPOOHOH H
nepekpectHoit koHTamMuHAH BMKII npy Heo6XxoAMMOCTH MpOBEeACHUS MaHUITYJIAIH
C HAMHU B aCENITUYECKUX YCIOBUSIX.

108. M3onaropHble TEXHOJIOTUH BKIIOYAIOT PUMEHEHNE U30JIATOPHBIX YCTPOUCTB,
00eCIeYNBAIOINX N3OSN0 00BEKTOB OT KOHTAMHHAHTOB, IIPUCYTCTBYIOLINX B Cpelle
noMeleHus. M304TOpHBIE YCTPOHCTBA MOTYT OBITH Pa3IUYHBIX KOHCTPYKLUUN H
OCHAIICHBl Pa3IMYHBIMU THUIAMU [EPEJATOYHBIX YCTPOWCTB — C IepeHaTOYHBIMU
KaMepaMH, IepeJaTOYHBIMH MLUII03aMH C OJWHApHOM WM [BOWHOM HBEPBIO, WIIH
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SBJISITBCS MOJIHOCTBIO T€PMETU3UPOBAHHBIMA CUCTEMAMHM, BKIIOYAIOIIMMH yCTPONCTBA
Ui CTepUiIu3aluu. | epMeTHYHOCTh MepefaTOYHOro YCTpPOMCTBA M IEpYaToK
H30JIITOPHOTO YCTpoHCTBa (IIPU UX HAJIMYUHU) JIOJDKHBI KOHTPOJIUPOBATHCS B MOPSAKE,
olnpeneJeHHOM BHYTpeHHel JoKyMeHTanueil. PykoBoauTens Mpou3BoAcTBa U (WIIK) €ro
MoJIpa3ieNieHnid JTOJDKHBI OOECNeYuTh OCYIIECTBIEHHE KOHTPOJIS TepPMETHYHOCTH
MepeJaTOYHOI0 YCTPOKHCTBA U epYaTOK U30JSITOPHOTO YCTPOUCTRA.

109. I cHMKEeHHUA pHCKa KOHTaMHUHALMKM CIeAyeT HCIO0JIb30BaTh TEXHOJIOTHH,
MHUHHMH3HUPYIONIHE PUCK KOHTaMHUHALMHM paboueid cpeAbl U30IATOPHOrO YCTPONCTBA
(RTP moptsl, TexHoNOTUs «bag-in/bag-out», CUCTEMBI JeKOHTaMHUHAINY [I€PEeaaTOYHBIX
kamep). B paboueii 30He mnepenaTOYHOrO0 YCTPOHCTBA MAOIYCKAETCS OTCYTCTBHE
JTaMUHApHOT0 OTOKA BO3yXa.

110. TpeboBanuss K 4YHCTOTE BO3AYXa B Ccpelle MOMEILICHUH, OKpyXarolen
W30JISITOPHOE  YCTPOMCTBO, OMNpEHeNSIIOTCI KOHCTPYKLIHEH €ro IepegaTOYHOIo
YCTPOHCTBA U €r0 Ha3HAYEHHUEM.

111. N3onsatopHble yCTpOcTBa MOTYT OBITH HCIIOJNIE30BaHBI B TEXHOJIOTMYECKOM
mpoIiecce mocJe npopeieHus kBanudukanuu B coorBeTcTBUM ¢ riiaBoit XII [Tpasun.

112. TTocne mnpoBeneHHs KBaTHMPHKAIMM H3OJISATOPHBIE YCTpOWCTBA M HX
mepeqaTovyHble YCTpOWcTBa IOJDKHBI IojaBeprarbcsi Bepudukauuu. Bepuduxanusa
JIOJDKHA BKJIIOYATh MPOBEPKY TE€PMETUYHOCTH M3OJSITOPHOTO H IEepelaTO4YHOro
YCTPOMCTB, MPOBEPKY LEIOCTHOCTH Y3JIOB «IepyaTKa-pykaB» (IpU HX HAIUYHH),
POBEPKY CHCTEMBI JNEKOHTAMMHAIINM, a Tak)Ke MOHHTOPUHI paboduux MapaMeTpoB
H30JIITOPHOTO YCTpOWMCTBa (TeMrepaTrypa, BJIAXHOCTh, paclpefelieHue MOTOKOB
BO3/yXa ¥ JPYTUX IpU HE0OOXOAUMOCTH).

113. Dkcruryatanust W KOHTPOJIb H3OJATOPHBIX M IEpeaTOYHBIX YCTPOUCTB
JOJDKHBI OCYIIECTBIIATECA B COOTBETCTBUU C BHYTPEHHEW JOKyMeHTanuel. JlaHHsle 1o
9KCIUTyaTalliyd, KOHTPOIIO, TEXHHYECKOMY OOCITY)KWBaHUIO, YUCTKE, CTEPUIIN3aLUU,
PEMOHTY, (PYHKUMOHAJILHOMY TECTHPOBAHHUIO U30JITOPHBIX UM  IIE€PENATOYHBIX
YCTPOKHCTB AODKHBI (PUKCUPOBATHCS TOKYMEHTAIBHO.

VII. Ucnosib30BaHNE KOMNIbIOTEPH3HPOBAHHBIX CHCTEM

114. B mpou3BOoACTBEHHBIX Tpolleccax U (WIIM) OIepalusx JOIyCKaeTcs BBOJ
JAaHHEIX, UX DJIEKTPOHHas 00paboTKa W BbIaya HH(POPMAIMH, HCHONB3YEeMOH JUIs
JOKYMEHTaJbHOTO  odopMieHHs MU  (WIM)  aBTOMATUYECKOTO  YIIPaBIICHHUs
IIPOU3BOJICTBEHHBIMH TIpoLieccoM (IIpolieccaMy) MM omepareil (onepanusMu) (ganee
— KOMITBIOTEPHU30BaHHAsI CUCTEMA).

115. KoMIbioTepu3upoOBaHHbIE CHCTEMBI MOHHUTOPUHIA KPUTHYECKMX IIapaMeTpoB
nporecca (aBTOMAaTHYECKU MOHHUTOPUHI KPHUTHUYECKHX IapaMeTpoB Ipolecca C
YCTaHOBJIEHHBIMH YPOBHSAMH TPEBOTH U pearupoBaHUs), CUCTEMbI 00pabOTKU U pacueTa
IIOJYYEHHBIX JaHHBIX B XOJA€ MNpPOBeAeHWs aHanmu3a (TporpaMMHBIE W alapaTHbIE
CpelcTBa XpaHEHWs W aHalh3a JaHHBIX, CIEIHAIM3HPOBaHHOE IIPOTPaMMHOE
obecrieueHre aHAIWTHYECKOTO M IPOU3BOJACTBEHHOTO 00OpYIOBaHUS), CHUCTEMBI
JIOKyMEeHT0000pOoTa, 00ecIeunBalOIIe COTJTacOBaHUE, YTBEpXKIEHHE, XpaHEHHeE,
JOCTYII K BHYTPEHHHM JOKYMEHTaM KOHTPOJIS, CKJIAJCKHE CUCTEMBI IO CIHUCAHMIO U
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BeITycKy MaTepuanoB u BMKII nomxHbl OBITH BaJUAMPOBAHBI B COOTBETCTBHUH C
rinasot XII ITpasui.

116. Banupanuu mnojnexaT MJaHUpyeMble K  KCIOJb30BaHUIO  (YHKIIUU
KOMIIbIOTEPU3APOBAaHHON CHCTEMBL. JOKyMEHTalus Mo BalIWAAlMK JT0JDKHA BKIHOYATh
3allUCU KOHTPOJS H3MEHEHHH B ClIydae WX MpOBENeHUS B Mpollecce BalUJIalMHU U
oT4eThl 00 OTKIOHEHHWSX, BBIABICHHBIX B XOJl€ BaIWIAalMHd. B opraHu3amuu IOJHKEH
BECTUCh IIepeueHb (PeecTp) UCIONB3YEMBIX B IpoIecce MPOU3BOJACTBA U KOHTPOJIS
KayecTBa KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM C yKa3aHHEM UX QYHKIHOHAIHEHOCTH.

117. B opranm3zanuu JoHKHA OCYIIECTBISATECS MPOBEpKa COOTBETCTBUS METOJIOB U
aNrOPUTMOB TECTUPOBAHUSA KOMITBIOTEPU3HMPOBAHHON CUCTEMBI TPeOOBaHUSAM CHUCTEMBI
KayecTBa. Pe3ynbTaTel OLIEHKH COOTBETCTBHS aBTOMATHU3UPOBAHHBIX CPEJACTB
TECTUPOBAHUSA U PEKUMOB MX PabOTHI TpeOOBAHUAM CHUCTEMBI KauyeCTBa JOJDKHBI OBITH
oopMIIeHBI JOKYMEHTAIBHO.

118. B cmyyae ecnu (GyHKUMOHHMPOBAHHE KOMITBTEPU3UPOBAHHON CHCTEMBI
npegycMaTpUBaeT MEPeBO AaHHBIX B Jpyroi ¢ropMaT WK B IPYTYIO CUCTEMY JaHHBIX,
BaJIMAALMS JO0/DKHA BKIIIOYATh IPOBEPKY HEU3MEHHOCTU 3HAUYEHHUS M CMBICIIA JJAHHBIX B
IPOLIECCE TAKOr0 UX MepeBOA.

119. KomnsroTepu3upoBaHHble CUCTEMBI, OCYLIECTBIISIONINE 3JIEKTPOHHBIA 00MeH
JaHHBIX C APYTMMH CHUCTEMaMHU, JOJDKHBI COAEpKaTh BCTPOSHHBIE CpeACTBa KOHTPOIA
NpaBUIBbHOTO M 0Oe30macHOro BBOJa M 0OpabOTKM AAaHHBIX C LEIbI0 MHUHUMH3ALUU
PHUCKOB. ‘

120. JIns  1maHHBIX, BBOJUMBIX BpPYYHYIO, HEOOXOOMMO TIPEIyCMOTPETH
IOTMOMHUTENFHEIH  KOHTPOJNIb ~ TOYHOCTH  BBOAA  JNaHHBIX, KOTOPBIA  MOXeET
OCYHIECTBIATHCS BTOPBIM  ONEPaTOpOM MJIM C TIOMOIIBIO  BaJUAMPOBAHHBIX
AJIEKTPOHHBIX CpeAcTB. KpUTUYHOCTS M MOTEHUHANbHBIE MOCIEACTBUS OMIUOOYHOIO
WIA HEIPaBUIHHOIO BBOJA JAHHBIX B CUCTEMY JOJDKHBI KOHTPOJIMPOBATHCA CUCTEMOM
yhpaBJeHus puckamu i obecnedeHus kadectsa BMKII.

121. JlanHbIe KOMITBIOTEPU3MPOBAHHON CHCTEMBI JOJDKHBI OBITh 3alUINEHBl OT
IOBPEeXAEHUI C TpuMeHeHHeM (U3HYECKHX U DSJIeKTPOHHBIX Mep U CpEeACTB.
Ha3nayeHHbie ~ PYKOBOJMTENIEM  OpraHu3allid  JIMIla,  OTBETCTBEHHBIE  3a
KOMITbIOTEPU3UPOBAaHHBIE CUCTEMBI, JOJDKHBI OCYLIECTBIIATH NMPOBEPKY IOCTYIHOCTH,
YUTaeMOCTH U TOYHOCTH COXpPaHEHHBIX JaHHBIX. JlocTym K JaHHBIM B
KOMITBIOTEPU3UPOBAHHON CHCTEME IIEPCOHATY B COOTBETCTBHH C €r0 JOJKHOCTHBIMHU
00s13aHHOCTSAMU JIOJDKEH OBITh oOecriedeH Ha MPOTSIKEHWU BCEro Iepuoja XpaHEHHUS
JaHHBIX.

122, JIuia, OTBETCTBEHHBIE 3a KOMIIBIOTEPU3UPOBAHHBIE CHCTEMBI, JOJIKHBI
BBITIOJIHATH PE3€PBHOE KOMHMPOBAHUE XpaHAMMXCH AaHHBIX. COXpaHHOCTh M TOYHOCTD
pe3epBHBIX KOMMIA, a TaKke BO3MOXXHOCTh BOCCTAHOBIICHHS IAaHHBIX JOJDKHBI OBITH
TIPOBEPEHBI B IpoIlecce BajiJallii ¥ KOHTPOJIUPOBAThCS JIUI[AMH, OTBETCTBEHHBIM 3a
KOMITBIOTEpU3UPOBAHHBIE CICTEMBI.

123. Ins  DaHHBIX, XpaHAMIUXCS B DIEKTPOHHOM BHJE, [OJDKHA OBITh
IpeIyCMOTpeHa BO3MOXHOCTh X IOIy4eHHs Ha OymaxHoM Hocutene. [lns 3ammcef,
Ha OCHOBaHWU KOTOPBIX YIIOJIHOMOYEHHBIM JIMIIOM OpraHu3aldd IPUHUMAETCS
pelieHHe O Bblgade paspemeHus Ha Belmyck cepud BMKIIL, nomxna ObITh
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[peayCMOTPEHA BO3MOXHOCTh HX IOTy4eHHMs Ha OyMaKHOM HOCUTEJEe C yKa3aHUEM
BHECEHHBIX B 3allUCH HU3MEHEeHUH (TIpU HAJIMYUH).

124. JlroOble  M3MEHEHHs B  KOMIIBIOTEPU3HPOBAaHHOM CHCTEME, BKIIOYas
KOH(MUTYpaLUI0 CHCTEMBl, HOJDKHBI IIPOBOAUTBCS B COOTBETCTBUH C IPOLEAYPOH,
pa3paboTaHHOM JNHIAMU, OTBETCTBEHHBIMU 32 KOMIIBIOTEPU3MPOBAaHHBIE CHUCTEMBI, M
YTBEP>KACHHOM PYKOBOAUTENEM OpraHU3allMH.

125. B opranu3anyy JOJDKHBI IPOBOJUTHCS OLEHKM KOMIIBIOTEPH3UPOBAHHBIX
CHCTEM IS HOATBEPXKIECHHUSA HUX COOTBETCTBUS TpeOoBaHWsM [lpaBui, BKIouarolue
OLIEHKY MMEIOIIErocs Mamna3oHa (YHKIHOHAJIBHBIX BO3MOXXHOCTEH, 3ammcedl 00
OTKIIOHEHHSAX, COOSX U OOHOBJIEHHSAX, OTYETOB 00 OKCIUTyaTallMd, HaJEKHOCTH,
3aIIUIIEHHOCTH U O BATHAALMOHHOM CTaTyCe KOMIIIOTEPU3MPOBAHHBIX CHCTEM.

126. Jlnsa obecriedeHus T0CTyna K KOMIIBIOTEPU3UPOBAaHHON CUCTEME IIEPCOHANY B
COOTBETCTBHM C HX JOJ/DKHOCTHBIMH OOS3aHHOCTSMH HE0OXOIMMO HCIIOJIb30BaTh
¢usryeckne W (WIK) Jormdeckue crocoObl KoHTpons. CrocoObl IpefoTBpalieHus
HECAHKI[MOHUPOBAHHOTO JOCTYNa K CHCTeMe MOTYT BKIIOUaTh B ce0sl MCIOJB30BaHME
KJIIOYel, KapToyeK MOCTyIa, MEPCOHAIBHBIX KOJOB C IApOJIsIMH, OMOMETPHYECKHX
JaHHBIX, OTpaHHYEHHE (HU3UUECKOr0 JOCTYIa K KOMIIBIOTEPHOMY OOOPYMOBaHHMIO W
XpaHWIWIIaM JaHHbIX. CTeNeHb 3alUTBl J0JDKHA 3aBHCETh OT KPUTHYHOCTH
KOMITLIOTEPH3MPOBAHHON CHUCTeMBI. B oOpraHu3anuy IODKEH OCYIIECTBIATBCA YUET
CO3JaHus, U3MEHEHMS ¢ aHHYJIMpPOBaHUS IpaB JOCTylla IEepcoHala K
KOMITLIOTEPH3MPOBAaHHON cucTeMe. Ha3HaueHHBIMH pyKOBOJMTENIEM OpraHM3alyy
JHIAMH JOJDKHA OBITh pa3paboTaHa cCHUCTeMa YNpPaBICHUS AAHHBIMH U JOKyMEHTaMHU
IUIsl UAEHTU(QHUKALIMK ONEPaTOPOB, OCYILECTBISIONIUX BXO/ B KOMIIBIOTEPU3UPOBAHHYIO
CHCTEMY, a TaKKe IS PETHCTpAlli H3MEHEHHS, TOATBEP)KICHUS WU yIaJICHUS
JAaHHBIX, BKJIIOYAs JATy W BpeMs COBEpLICHHUS OIepaliii B KOMIBIOTEPU3UPOBAHHOK
CHUCTEME. |

127. OTKIOHEHUS OT INTaTHOTO (PYHKIIMOHUPOBAHUS KOMIIBIOTEPU3UPOBAHHOM
CUCTEMBI, BKIIOYas CHCTEMHBIE COOM M OIIMOKU B JAHHBIX, NOJDKHBI TOKYMEHTAJIBHO
oOpMIIATECA ~ OMEpaTopoM  KOMIIBIOTEPU3UPOBAHHOM  CHUCTEMBI B IOPSIKE,
OIpeZIeJICHHOM BHYTpeHHeH JoKyMeHTanueil. PykoBoAuTellp OpraHu3alMd JOJDKEH
00€eCeYnTh yCTAHOBJIEHHE MPHYMHBI cOOEB W IPOBElIeHHE aHalIM3a i pa3paboTKh
KOPPEKTHPYIOIMX MEPOIIPUATHI U MIpeAyIPEeXAAIOUUX IEHCTBUH.

128. TTopsAmoK 9SKCIUTyaTallk W KOHTPOJS KOMIIBIOTEPH3HPOBAaHHBIX CHCTEM
JIOJDKEH OBITh OIpefeNieH BO BHYTpeHHel fokyMeHTanuu. CBeleHHs 110 3KCILIyaTallkH,
KOHTPOJTIO, 00CITy>KHBaHHUIO 7§ IpyTAM BUJIaM JeATENHBHOCTH c
KOMITBIOTEPU3HPOBAHHBEIMH CUCTEMaMHU JOJDKHBI 0(OPMIIATECS JOKYMEHTAIBHO.

VIIL. JoxkymenTanusi

129. CucremMoif KadecTBa IOJDKHBI OBITh YCTAHOBJIEHBI BHJBI HCIIOJIE3YEMOM
JIOKyMeHTaIuu, ¢GopMatel U (opMbl cOOpa AaHHBIX, NpPaBHiIa UX JOKYMEHTABHOM
¢ukcanyu 1 opopmieHus. JTOKyMEHTAIA MOXET BECTHCh Ha OyMaXXHOM HOCHTENIE MU
B DJICKTPOHHOM BH/JIE.

130. CucrtemMa KadecTBa JO/DKHA BKIIOYATh B ceOs BHYTPEHHIOIO JOKYMEHTALUIO,
JIOKYMEHTAIMIO, COAEpXKAaIyl0 CBelJeHHs 00 OCYMIECTBICHHH IPOLECCOB, H
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JOKYMEHTALMIO, COJAEPKAIIYyl0 OIEHKY COOTBETCTBHS OCYIECTBIEHHUS IIPOLECCOB
YCTaHOBJICHHBIM BHYTpPEHHEH TI0KyMeHTallel TpeOoBaHUSIMHU.

131. PykoBouTeNnb OpraHu3aliy JOJKEH OPraHU30BaTh BeIeHUE JOKYMEHTallUU:

a) ompeAeNAroINell JeWCTBHUS TMepCOoHana, BBIIOJHEHHE TEXHOJIOTHYECKOTO H
IPYTMX TIPOLIECCOB, OCYILIECTBIEHHE KOHTpOJII KadecTBa, YCTaHABIMBAIOLIEH
TpeboBaHMs K oOBekTaM (MaTepuanaM, IOMELICHHUSM, IPOU3BOIACTBEHHOMY
000pyIOBaHMIO) U pErIaMEHTHPYIOIIEed NpOBeJeHUE MPOBEPOK COOTBETCTBHUS TAaKUM
TpebOOBaHUAM (J1aee — perfiaMeHTUPYIOIIAs JIOKYMEHTaLH);

©) comepxamed uWHpOpMaNMIO UIS CBeleHUA (Hanee — WHPOpPMAIMOHHAS
JIOKyMEHTallUs );

B) cojaepxamei nHpOpMalWio W HaHHbIE W (WJIHM) ONKCHIBAIOIIEH pe3yJbTaThl
TEeATENBHOCTH (Jlaniee — onucaTeNbHas JOKyMEHTALH).

132. s xaxmoro mpousBogumoro bMKII pmomken OwmiTh paspabotan
TEXHOJIOTUYECKUH  perjaMeHT IPOU3BOJCTBA, YTBEPXKIOAEMBIA pPYKOBOJIUTEIEM
OpraHHU3aLUy.

133. B 3aBHCHMOCTH OT Ha3HAY€HUS TEXHOJOTMYECKHE  PErJIAMEHTBI
MIPOM3BOJICTBA MOJPa3eNAIOTC Ha TabopaTopHble U NpoMblnuleHHbIe. JlabopaTopHBIi
TEXHOJIOTUYECKUH periaMeHT ompezenser npouecc npousBoactsa bMKII B
71a00paTOPHBIX YCIIOBUAX, 0OecleunBaloIUii BOCIPOU3BOJUMOCTh TEXHOJIOTUYECKOIO
mpoliecca, CTaOWIBHBIA BBIIYCK MNPOAYKTa M COONIOAEGHHE TIPaBMIl TEXHHUKH
0e30MacHOCTH.

134. TexXHOJIOTHYECKH#I  perlaMeHT TPOU3BOJCTBA  JOJDKEH  COJEPXKaTh
CIIeIyIONTHE pa3Iesbl:

a) cnenudukanys Ha BMKII;

0) TmepeyeHb UCHOIB3YEMbIX KJIETOYHBIX JIMHHW, JIEKAPCTBEHHBIX IIpEIapaToB,
¢dapmarieBTUUecKuX CyOCTaHIMM, MEIUIMHCKUX H3AENHil C yKa3aHHEM KOJIHYECTBA
Ka)XJ0r0 U3 HUX;

B) JeTajbHas CXeMa TEXHOJOrm4eckoro npouecca nmpoussoacrsa bMKII;

I) anmapaTHas cXxeMa TexXHoJlormdeckoro mponecca mnpousBogctBa BMKII,
HaUMEHOBaHHE U XapaKTepUCTHKA UCIIOJIE3YeMOT0 000pyAOBaHHUS;

I) HaMMEHOBaHWE W  XapaKTEpPUCTHKA  HCIIOJIB3yeMOro OHOIOrHYecKoro
MaTepuana (cneuudukanys Ha OHOJIOTMIECKUN MaTepuan);

€) HauMeHOBaHHE M XapaKTepHUCTHKa WHBIX MaTepUaloB Ul IIPOU3BOJCTBA
BMKII, mnpomexxyTtouHsix mnpoaykroB npomsBojactBa BMKII (cnenudukaimpu Ha
MaTepHabl H MTPOMEXYTOUHBIE MPoXyKThl mpou3BoacTea BMKII);

) OIHCaHHUe TEXHOJIoruYeckoro npouecca npousoactsa bMKII;

3) IepedYeHb TEXHOJIOTMYECKUX HHCTPYKIUN U NPUMEHSEMBIX OIEepallMOHHBIX
IIPOLEAYP;

1) TIepedyeHb KPUTHYHBIX M1 obecredeHus crtabunbHoro kadectBa BMKII
IIapaMeTPOB TEXHOJIIOTHYECKOT0 MPOIecca U KOHTPOJIbHBIX TOUCK;

K) MeTOJbl KOHTPOJIS KadecTBa IMPOMEKYTOYHBIX IMPOAYKTOB IIPOHM3BOJICTBA
BMKII;

J) pacyeT COOTHOIICHHS MEXIY KOJIMYECTBOM MATE€pPHAIIOB I IIPOM3BOACTBA
BMKII, u xomudectBoM BMKII, koTopoe TeopeTHYeCKH MOXET OBITh MOJIYYEHO C UX
KCITOJI30BAaHHEM, U KOJIMIECTBOM (PAKTHUYECKH H3PACXOJOBAHHBIX IIPU IPOU3BOJACTBE
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BMKII wmarepuanos s mnpousBoactBa BMKII, u konuyecTBOM (axTHYECKH
npoussesenHoro BMKII ¢ yueToM JOIyCTUMBIX OTKJIOHEHMH (Jlajee — MaTepUaIbHBIMH
OanaHc);

M) o00e3BpexuBaHUe 0TX0J0B Mpomn3BoacTsa BMKII;

H) Ge3omacHas OSKCIUTyaTalUsl TPOM3BOACTBA (XapaKTEPHCTUKH OIACHOCTEH
IPOM3BOJICTBA ¥ MEPHI 0€30ITaCHOCTH B XO€ TEXHOJNIOTUYECKOTO MPoLecca);

0) MepHI TI0 OXpaHe OKpYXKAroIled Cpemsl;

1) WHPOPMaAIMOHHbBIE MaTepHUAIIbL.

135. Ina  kaxporo mnpousogumoro BMKII B opraHu3anuy AOJDKHA OBITH
paspabotaHa HopMatuBHas JokyMeHTauus Ha BMKIIL. HopmaruBHas TOKyMeHTalUUs Ha
BMKII yTBepxaaeTcs pyKOBOIUTEIEM OpraHH3aLUu.

136. HopmatuBHas moxymentauuss Ha BMKII nmomkHa conepkaTh ClEMyONIYIO
nHGOPMALIHIO:

a) TMOJIHOC HAUMEHOBaHHE JOKYMEHTA;

6) THI GHOMEIMIIMHCKOTO KJIETOUYHOTO NPOAyKTa (aJUIOTE€HHBIH, ayTOJIOTHYHBIH,
KOMOWHHUPOBaHHBIN );

B) HauMeHnoBanue BMKII, ykasanue Ha ero (OpMBI U KOJNUYECTBO (00BEM,
Macca, IJIomas);

r) ONHCaHHWEe OCHOBHOTO MEXaHM3Ma JIeHCTBHUS,

I) CBEIEHWS O BIaJeNblle perucTpanuoHHoro ypocrosepeaus BMKII,
opraHu3auy (Ipyu HATUIHHN );

e) cnenupukanuo Ha BMKII (Brimodas obee onvcaHue);

%) coctaB BMKII (Bkmouass OCHOBHOHM IEHCTBYIOMIMI KOMIIOHEHT, ONHCAHHe
KJIETOYHOM JnMHMM (JIMHWIA) M BCIIOMOTATeNbHBIN(bIE) KOMIOHEHT(B) Ha €IUHHILY
yIIaKOBKH);

3)  IOKa3aTejyd KauecTBa U METOIB! UX ONpe/eNeHus;

H) cBeJeHUd 00 yImaKoBKe;

K) CBEIECHHS O MApKUPOBKE;

) YCIOBHS TPaHCHIOPTUPOBKY;

M) YCIJIOBHS XpaHEHUS,

H) CpOK FOJHOCTH.

137. B cnyuae ecniu B coctaB BMKII BXoguT JeKapCTBEHHBIH Ipemnapar,
dapmaneBTuyeckas cyOcTaHIMA U (MIM) MEIUIMHCKOE H3JEHE, TO B HOPMaTHBHOM
noxyMmentanuu Ha BMKII [OMOTHUTENBEHO yKasbIBaeTcs Cleqyromas HHpopManus B
OTHOIIEHUM KaXJOro JIEKapCTBEHHOTO Ipenapata, ¢papMaleBTUIecKoH CyOCTaHIUM U
(vM) MeAUIMHCKOTO M3ens, Bxoasuero B coctas BMKII:

a) HaWMEHOBaHMUE;

6) dapmakoTepaneBTHYECKas IpyNIa M0 aHaTOMO-TEPAIIeBTHYECKO-XUMHYECKOM
KIaccuuKanu (/1 JIEKapCTBEHHBIX MPeapaToB U (GapManeBTHIecKuX CyOcTaHImif);

B) BHJ (111 MEeTUIIMHCKUX U3IEIHN);

r) KOJIMYECTBEHHOE COJIEpIKaHUE;

) KaueCTBEHHBIIl COCTaB;

€) TMPOM3BOAUTEINH H CTpPaHa NPOH3BOJICTBA;

*) HOMEp M Jara BbIJayd PETHCTPaldOHHOTO  YHOCTOBepeHMs (s
JIEKApCTBEHHBIX TPENapaToB U MEAULMHCKUX M3/IEHI);
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3) YHUKaIBHBII HOMEp peecTpOBOM 3allICH TOCYJapCTBEHHOIO peecTpa
MEJULMHCKMX HM3JeIMM M opraHusanuii (MHIUBHIYyaJNbHBIX IpeAnpUHUMaTeneil),
OCYILECTBIIAIONMX IPOU3BOACTBO M M3rOTOBIICHHE MEINWIMHCKHX U3AeIui (1
MeTUITTHCKUX Hsnennﬁ)6;

H) HOMEP pEecCTPOBOM 3alMCH TOCYJAPCTBEHHOIO PpEECTpa JIEKapCTBEHHBIX
cpeacTs (I papMaleBTHIECKUX cy6ceraHumit) .

138. Jlnma kaxzoro mpomsBoaumoro BMKII B opranmzanuy HODKHBI OBITH
pa3paboTaHbl M YTBEPXKAEHB pPYKOBOJHUTENEM OPraHM3allMd TEXHOJIOTHYECKHE
uncrpykiuu o npousBoactsy BMKII u unctpykuuu nmo ynakoske BMKIIL

139. Texuonormdeckas HHCTpyKims 1o mpousBogctBy DBMKII  npomxHa
COJIepXKaTh:

a) cBeleHUd 0 MecTe HaxoxaeHus mpomsBonctsa BMKII u 06 o6opynosanuy,
KOTOpOe He0OXOAUMO HCII0b30BaTh IpH npoussoactse bMKII;

0) omucaHHe TPOLEAYP WIM yKa3aHWE Ha IPOLEAYPBI, KOTOPEIE MCIIOIB3YIOTCH
IUIsl TIOATOTOBKM IPOM3BOACTBEHHOr0 00OpyIOBaHMs (HampHMep, OYHMCTKA, MOHTAX,
KaJIMOpOBKa, CTEPIITU3ALINS);

B) HHCTPYKIMM II0 IIPOBEpKE COCTOSHUA OOOpYyIOBaHHS M pPabodyero Mecrta
nepei Ha4aJloM BBIIOJIHEHUS TEXHOJIOIHYECKOM ONepalvH;

r) mnepeueHb HeOOXOOMMBIX MaTepuanoB At npousBoacTsa BMKII, Bkirovas ux
XapaKTePUCTUKH M KOJHMYECTBO, C yKa3aHHMEM KOJa WM HOMeEpa, OTHOCAMIMXCSA K
crnenupuKanysIM Ha KaX bl MaTepua,

JI) ONHCaHWe KaXAOM TEXHOIOTMYECKOW  OIepalld  TEXHOJOTHMYECKOTo
Ipolecca;

€) HHCTPYKIHH 110 BHYTPUIIPOLIECCHOMY KOHTPOJIIO M ONKMCAaHHE KOHTPOJBHBIX
06pa3uos;

) TpeOOBaHMsA K XpaHEHMIO MarepualnoB miusd mnpomsBoacTBa bMKII,
IPOMEXYTOYHBIX MpoaykToB npoussojactsa BMKII, BMKII, Bkiroyas onmMcaHne Tapbl
(yraKoBKHM), MAapKHPOBKY U ClieHaIbHbIE YCIOBHUS XpaHeHUs (IpH HeoOX0AUMOCTH);

3) MHCTPYKIMH [0 TIOATOTOBKE 00pa3sloB IPOMEXYTOYHBIX IPOIAYKTOB
npousBoacTBa BMKII u BMKII aj1st KOHTpoIs KayecTBa,

M) MHCTPYKIMH [0 TMOATOTOBKE 00pasmoB I8 AapXMBHpOBaHHA (IIpH
HEO0OXOJUMOCTH);

K) CHenuajJbHble Mephl IPEIOCTOPOKHOCTH.

140. Ina xaxpmoro pasmepa u tuna ynakoBku BMKII pykoBoaurenem
opraHM3aluM JIOJDKHAa OBITh yTBEp)KAeHAa MHCTpyKuus 1o ymakoske bMKII,
BKJTIOYAIOIIAs CIIETyIOIIHE CBEICHU:

a) HaumenoBanue BMKII, Bkiouas HOMep CepUH HIM KOJ He(haCOBaHHOIO
BMKII, a taxxxe Homep cepuu BMKII;

8 Yacte 10 crateu 38 denepanbroro 3akoHa oT 21 HosGps 2011 1. Ne 323-®3 «O06 ocHOBaX OXpaHbI
3m0poBbs rpaxian B Poccumiickoii ®enepammu (Cobpanme 3akoHonaTenscTBa Poccmiickoit
denepanun, 2011, Ne 48, ct. 6724; 2013, Ne 48, ct. 6165; 2016, Ne 18, ct. 2488).

7 Crates 33 ®enepanbHoro 3akoHa oT 12 ampenst 2010 1. 61-@3 «O6 obpalieHuH JeKapCTBEHHBIX
cpencts» (Cobpanue 3akoHozaarenscTBa Poccniickoit @enepanun, 2010, Ne 16, ct. 1815; 2014, Ne 52,
cT. 7540; 2016, Ne 27, cT. 4283; 2018, Ne 1, cT. 9).
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6) omnucauue Qopmsl U kKonmmdectsa (o6bema, Macchl, mromann) BMKII, eciau
cremudukamnus Ha BMKII cogepxut Takyio HHGOPMAIHIO;

B) KonudecTBo (00beM, Macca, iomans) BMKII B ynakoBke;

r) T[epevyeHb YMAaKOBOYHBIX MAaTepHalioB, BKIIOYas HX XapaKTePUCTHKH M
KOJIMYECTBO, C YKa3aHHEM KOJa WM HOMepa, OTHOCAIIErocs K KaKZIoMy YIIaKOBOYHOMY
MaTepHuay;

1) MHCTPYKIHUHM II0 MPOBEpKe KadecTBA OYUCTKH HCIOIB3YEMOTo 000pyIOBaHHs
1 pabodero MecTa ¥ UX FOTOBHOCTH K MCIOJIb30BaHHIO;

¢) onucanue mponecca ymakoBku BMKII, Bximouas BcroMoOrarelbHEIE
oTiepaluy;

K) TIepeveHb HCIOIh3yeMOro 000pyI0BaHHUS;

3) TpeboBanus K XpaHeHuro BMKII, Bxmouas Tapy, MapKHpPOBKY H
CIIelMalbHEIE YCIOBUS XpaHeHus (TIpr HeoOX0AUMOCTH);

¥) MHCTPYKIMH II0 MOJrOTOBKe 00pa3IoB YIAKOBKH JUIl KOHTPOJIA KaueCTBa,

K) HHCTPYKIHH IO IIOJroTOBKe 00pa3oB YIIaKOBKH JUIS apXMBUPOBAHMS;

J1) CHelHaTbHBIE MEePHI MPEI0CTOPOKHOCTH.

141. 3anmcu (mpotokoinsl) mo mpousBoactBy cepuv BMKII momxHEBl comepkathb
CBEJICHMs, OINpeIeiieMble TEXHOJIOTMYeCKMM DErJIaMeHTOM IPOU3BOJACTBA H
TE€XHOJOTHYECKUMHI HHCTPYKIMAMU 10 npou3BoacTBy BMKII, B ToM 4ucie:

a) HauMeHoBaHMe U HoMep cepuu BMKII;

6) Jmary ¥ BpeMs Hayaja W 3aBeplleHHs TEeXHOJIOTHYECKOIO IMPOLECca, a TaKkKe
OCHOBHEBIX ITPOMEKYTOYHBIX CTa/IUN;

B) (GaMHUIMI0O U MHHLHAIHI OmepaTopa KaXIOH TEXHOJIOTMYECKOM omepanuy
JIMI[A, OCYIIECTBUBIIIETO MIPOBEPKY BBIIOIHEHUS TEXHOIOTHIECKOM ONEpaliH;

r) (aKkTHM4eCKH HCIIOJIB30BAaHHOE KOJIMYECTBO KaXJIOro BHAA OHONOTMYECKHUX
MaTepHUaJIOB;

1) (GaKTUYECKH HCIOJIB30BaHHOE KOIMYECTBO M HOMEp CEpHM KaXkJOoro BHa
MHBIX MaTepuaoB Juig npousBoactsa BMKII,

€) (aKTHYECKH HCIIONIb30BaHHOE KOJUYECTBO KAaXKAOIO BHIA IPOMEXKYTOYHBIX
npoaykToB npousBojcTsa bBMKII,;

) OCHOBHBIE TEXHOJOTMYEeCKHE OIepallid WIM JEWCTBHSA, C YyKa3aHHEM
HCIIOJIB30BAHHOTO 000pyI0BaHuS;

3) 3amUcH 110 TIPUrOTOBIEHHIO O0OpasloB JUIi KOHTPONS KadyecTBa H
BHYTPHUIIPOLIECCHOMY KOHTPOJIIO C YKA3aHUEM MWCIOJNHMTENEeH M TOJYYEHHBIX
pe3yJbTaToB,

¥) O BBEIXOJI€ IPOMEXYTOYHBIX NPoAyKToB npou3BojcTsa BMKII Ha pasmuyHbIx
CTaUAX TEXHOJIOTUIECKOTO MpoLiecca;

K) ONMCaHHWe OTKJIIOHEHHH OT TE€XHOJOTHYECKOrO PETNIaMeHTa NPOU3BOJACTBA U
TEXHOJIOIMYECKMX  HHCTPYKIMH,  IOAMUCAHHOE  JIUIOM,  YIOJIHOMOYEHHBIM
PYKOBOAWTENIEM OpraHU3alliH, C YKa3aHHEM JIaTHl,

Jq) Jaty ®  TOANKCH  JIAIA,  OTBETCTBEHHOIO  3a  OCYIIECTBIICHHE
TEXHOJIOTHIECKOT0 Mpolecca.

Bamucu (poTokoabl) WO TpousBoAcTBY cepud BMKII  TO/DKHBEI  BECTHCH
OJIHOBPEMEHHO C BBITIOJIHEHHEM COOTBETCTBYIOIIEH ONepalyu.
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142. 3amucu (mporokonsl) no ymakoBke cepur BMKII (wactu cepun BMKIT)
JOJDKHBI COZEPKaTh CBENCHUS, ONpee/iCHHbIE B HHCTPYKUUH 1Mo ymakoBke BMKII, B
TOM YHCJIE:

a) HauMeHoBaHHe U Homep cepun BMKII;

6) nmatry (maThl) U BpeMsl IpOBeJIeHUS ONepalyii IO YIIaKOBKe;

B) Gamumuio(M) ¥ WHUOWANE  omeparopa(oB)  KaXOOH  OCHOBHOM
TEXHOJIOTUYECKOH ONepalvy M JHI(a), OCYIIECTBHBIIUX IIPOBEPKY TEXHOJIOTHYECKOM
olepalvy;

I) 3a0iCH O IPOBEpKax HJEHTUYHOCTH U COOTBETCTBHS HHCTPYKIHSAM IIO
ynaxoBke BMKII, Bxmoyas pesynbTaTel BHYTPHIIPOLIECCHOTO KOHTpOJA (IIPH €ro
IIPOBENCHUN );

o) o0 OCYIIECTBIECHHBIX OIEpalugx II0 YIAKOBKE, BKJIOYas IIepeyueHb
HCIIOJIE30BaHHOT0 000PYIOBaHUS U YIIAKOBOYHBIX JIMHUH (IIPU HCITOJIB30BAHUM);

€) 00 OTKIOHEHHUSX OT MOpANKa OCYHIECTBICHHS TEXHOJIOTHYECKHX OIepalHii C
IIPUJIOXKEHHEM  IOANMCAHHOIO  JIMLIOM,  YIOJHOMOYEHHBIM  PYKOBOJUTENIEM
OpraHH3alMY, paspelleHUeM Ha TAKOE OTKIOHEHUE OT UHCTPYKIIUH 10 yIIaKoBKe;

X) O KOJIIMYeCTBE, HOMepaxX, HAaUMEHOBAHUSAX YIAKOBOYHBIX MAaTEpHAOB H
HedacoBanHoro BMKII, koTopsle ObUTH BBIAHBI, HCIOJNB30BaHbI, YHHYTOXEHBI HIIH
BO3BpalleHbI Ha CKJIaJ, & TAKXKe O KOJInuecTBe yrnakoBanHoro BMKIT;

3) MOXIHUCH JIUIA, OTBETCTBEHHOTO 3a IIPOIECC YITAKOBKH, C YKa3aHHUEM JIATHI.

143. Ilpuemkxa wmatepuanioB musa mnpousBogctBa BMKII, npoMexyTodHBIX
npoxayktoB npousojactsa BMKII, BMKII, ucnons3yeMsIx i POU3BOACTBA JPYIoro
BMKTII, nomxHa MOATBEP)KAATHCS 3alUCAMH (IIPOTOKOJIAMH) TI0 IPHEMKE Ha OYMaKHOM
HocuTese. 3arnucH (IIPOTOKOJIBI) IO IPUEMKe AOJDKHBI COJIEPIKATh:

a) HaMMEHOBaHHE MaTepuaia (IPOMEXYTOYHOTO IPOAYKTa IIPOU3BOACTBA
BMKTI, BMKTI, ncnons3zyemoro misa npousBojctsa qpyroro BMKII) B HakimaHo# 1 Ha
Tape;

0) BHyTpeHHee HaNMeHOBaHHE (€CIM OHO OTJIMYAeTCs OT HAWUMEHOBAaHHS,
YKa3aHHOTO B IMOAITYHKTE «a» HacTosmero myHkra IlpaBuin) m (Wwiu) Koj MaTepualna
(mpomexytounoro mnpoxykra npoumsBogcrsa BMKIIL, BMKII, wucnone3yemoro mis
npousBojacTBa Apyroro BMKII);

B) JIaTy IPUEMKHU;

r) HavMEHOBaHWe IIOCTABIIVKA i HAUMEHOBAHHUE OpPraHU3AIlNHY;

J) HOMep cepuH MaTepuaia (MPOMEXyTOYHOro npoaykra mpoussoactsa BMKII,
BMKII, wucnoms3yemoro pns mnpousBoactBa Jpyroro BMKII) wunu uHOM
HIeHTHPUKALIMOHHBINA HOMep, IPUCBOCHHBIN OpraHu3alyei;

e) ofIlee KOJIMYECTBO IONYYEHHOro Marepuaia (IIPOMEXYTOUHOro IMPOAYKTa
npousBoactBa BMKII, BMKII, ucnons3yemoro ans npoussozctsa apyroro BMKII) u
YICIIO €HUL] YIIaKOBOK;

X) HOMep MaTepuayna (IPOMEXYTOYHOro mnpoxaykra mpousBogctBa BMKII,
BMKII, ucnone3yemoro mns mpousBoacrBa apyroro BMKII), npucBoeHHBIH nocie
IPUEMKH.

144. Ilpomenmypsl IO BHYTPEHHEH MAapKHUpOBKE, KAapaHTHHY W XpPaHEHHIO
MmarepuaioB mias npousBoactsa BMKII, mpoMexyTOYHBIX NPOIYKTOB IIPOM3BOJACTBA
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BMKII, BMKII, ucnons3yeMeix mis mnpou3Bojctsa apyroro BMKIIL, nomxHbl ObITH
JOKYMEHTAIBEHO 0(OPMIICHBI.

145. Jluma, ymoOJMHOMOYEHHBIE  PYKOBOJUTENIEM  OpraHu3aluyM, JJOJDKHBI
OCYIIECTBIIATh BeJeHHE M COXpaHEHHWe 3aluceil (IIPOTOKOJIOB) IO pacIpeleneHHIO
Kaxko# BeimymeHHou cepuu bMKIIL

146. PykoBoauTeeM OpraHu3alliyl JOJDKHBI OBIT YTBEPXKACHBI CIIEAYIOLIUE
JIOKYMEHTHI:

a) TopsIoK oTbopa mpod;

0) MeToOWKa U MOPALOK MPOBEACHUS UCIIBITAaHHH;

B) IOPSAIOK BBIJAYH pa3pelieHus U BEIOpaKOBKH MaTepHaNIOB JJIA IIPOU3BOACTBA
BMKII, npomesxyTouHbIx npoaykTos npoussogctsa bBMKII, BMKII;

r) TOPAJOK TIOATBEP)KICHHUS COOTBETCTBUS BhITyckaeMod cepun BMKII
TpeOOBaHUAM, YCTAaHOBJICHHBIM IIpH rocyapcTBeHHOH peructpanuu BMKII;

O) TOpSAOK BBIOAYHM  YIOJHOMOHYEHHBIM(M)  JuuoM(aMM)  OpraHu3alnuu
paspeiieHus Ha Beimyck cepud BMKII;

€) TOpAAOK ydera pacrpeiesieHus Kaxaou BoiryuieHHoi cepur bBMKII;

X) TMOPANOK OKCIUTyaTallMd Hcmoib3yemMoro s npoussBoictBa BMKII
obopynoBaHus;

3)  TIOPSAAOK apXUBHPOBAHHS OPUIMHAJIOB JOKYMEHTOB U 3alUcel (IIPOTOKONOB).

147. BHyTpeHHAs HOKyMEHTallMs JODKHA BKJIIOYATh ONUCAaHUE OOIIMX
IIPUHIIMIIOB U IUIaHBI IPOBEACHUS:

a) KBanH(UKAIUHM U BATUIAIMH [IPOLIECCOB, 000PYAOBaHUS U CUCTEM;

0) KamuOpoBKH M (WH) QYHKIHOHATIBEHOIO TECTUPOBAaHUS 000PYJOBAHHUS;

B) TEXHMYECKOTO OOCIY)XHBAaHHUS, OYHCTKH U JAe3UH(EKIUH IOMELICHUH,
06opyaOBaHUsl, CUCTEM;

r) uAcHTHQUKAOMKA  TOANMCed, HHCTPYKTa)ka  MEpCOHala,  IPOBEPKH
cobmoaenus [IpaBu, rurneHrMyeckx TpeGOBaHUM;

o) MEpPOIPHUATUHN MO AEUHCEKTU3AUH U ACpaTU3aluH;

€) MepOIPUATHI MO PACCMOTPEHUIO NpeTeH3ul B oTHomeHuH kadectBa bMKII
1 OT3BIBOB U3 oOparenus BoiTyleHHbIX cepuii BMKII;

) MepONpHIATHH IO BO3BparTy BeIMyIeHHBIX cepuil BMKII;

3)  KOHTpPOJIs U3MEHEHHI];

M) KOHTPOJS OTKIIOHCHHUH;

K) yOpaBJeHHs pucKaMu A obecnedeHus kadectsa bMKII;

J) BHYTPEHHUX ayAUTOB KauecTBa;

M) BeIONHEeHHs 0630poB kauectBa BMKII;

H) OIIEHKH IOCTABINMKAa, B TOM YHCIE N0 MECTY OCYIIECTBICHHS NEATEILHOCTH
MOCTAaBILHKa;

0) oueHku BeimosHeHuUs [Ipasu;

1) 3aKIOYEHHs, OTYEThl, B TOM 4YHCIE€ O IPEANPHUHATHIX AEHCTBHAX (IIpH
HAJIMYUH), 110 pe3yIbTaTaM IPOBEACHHBIX MEPOIIPUSATHH.

148. Jluia, ymoJIHOMOYEHHBIE PYKOBOAMTEIEM OPraHU3alUH, IOJDKHBI BECTH
XKypHaJIbl MOHUTOPHHI'A MCIOJIB30BaHUs 000pyI0BaHHs, HHKCHEPHBIX CUCTEM, CPEBI
ITIOMEILEHUH, B KOTOPBIX ocyIecTBiseTcs npounsBoactso bMKIL
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149. Jluna, ymodHOMOYEHHBIE pPYKOBOJUTENIEM - OpPraHM3alUU, AOJDKHBI BECTH
y4eT JOKYMEHTOB CUCTEMBI KaueCTBa.

150. Cucrema AOKyMeHTalMH JOJDKHA OBITh BaJUAMPOBaHA B COOTBETCTBHH C
rnaBoit XII [Ipasun.

151. PykoBoauTeNs OpraHU3alUH AODKEH 00€CIIEYNTh XPaHEHHE JOKYMEHTALMU
B COOTBETCTBHH CO CpOKaMH, YycCTaHOBJIeHHBIMH [IpaBunaMu MM BHyTpEHHEH
JOKyMEHTaLUEH.

152. PernameHTHpPYIOIIHE JOKYMEHTHI JOJDKHBI OBITh YTBEPXKIEHBI U MOAIIMCAHEI
NHMIAMH, HUMEOLUIMMHM TIpaBO NOIIMHUCH, € YyKa3aHHEM MAaThl IOANMCAaHHA W ATkl
BBEJICHHS JOKyMeHTa B JeiicTBHe. Kaxaplii pernmaMeHTHPYIOIUHA JOKYMEHT JOJDKEH
UMETh YHUKAJIBHBIN UICHTU(UKALUOHHBII HOMED.

153. BHyTpeHHss JOKyMEHTALIUS IOJDKHA nepecMaTpUBaThCS )7}
aKTyaJIM3MPOBaThCs C  IpeKpallleHHeM HKCIONb30BAHMS  YCTapeBIIMX  BEpCHM
JIOKYMEHTOB.

154. B cimyuae ecimu GopMoii TOKyMeHTa MPEAyCMOTPEHO PYKOIUCHOE BHECEHHE
CBEJIeHHM (MaHHBIX), B TAaKOM MOKYMEHTE JOJDKHO OBITH NpPEeIyCMOTPEHO MECTO Ui
BHECEHUSI TAKOU 3aIIUCH.

155. Jlns pmokyMeHTalibHOM (uKcaMd [JaHHBIX JOJDKHBI  HCIIOJIE30BATHCS
yCTaHOBIICHHbIE BHYTPEHHEW HOKyMeHTauued (opmbl 3amucei  (IIPOTOKONOB).
JloxymeHTanbHas GHKcalMsd JTaHHBIX JOJDKHA OCYILECTBISITBCS BO BpeMsl HIIHM
HEMOCPEICTBEHHO [I0CJIe 3aBEpIICHUS TEXHOJOTMYECKOW omepalyy, ACHCTBHA WM
HAOJIIOZEHHS, B X0/Ie KOTOPBIX 9TH JAaHHbIE ITOJy4EHBI.

156. PyxomucHBIE 3alllCH  JOJDKHBI  BBINONHATBCS CHHUMHM  YE€PHUIIAMH
pa3bOpPUUBEIM MTOUEPKOM.

157. W3MeHeHue, BHOCHMOE B JOKYMEHT Ha OyMa)XHOM HOCHUTele, I0JDKHO OBITH
3aBEepeHO TIOAMUCHIO JIMIA, BHOCSALIET0 HM3MEHEHHE, C YKa3aHMeM [aThl BHECEHMs
u3MeHeHMi. BHeCceHHOE H3MEeHEeHHEe He JIOJDKHO MPENITCTBOBATh MPOYTEHUIO UCXOIHOM
uHpopmanuu. IIpy BHECeHMH W3MEHEHHMH [OJDKHA OBITh yKa3aHa IIpHYMHA HX
BHECEHUS.

158. IlepcoHan HOJKEH MOATBEPXKAATh BHECEHHBIE UM JaHHBIE B (OPMY 3alKCH
(MpoToK0J) Ha GyMa)KHOM HOCHTEINE CBOEH JIMYHON MOAIMCHIO U JaTOM MX BHECEHHS B
dopmy 3amucu (MPOTOKOJ) B MpeAHA3HAUSHHBIX A 3TOT0 HOMAX ()OPMBI 3aIlMCH
(npotokoia). B ciydae ecnu mpoieypoil peaycMOTpeH AOMOIHHTENBHEIA KOHTPOJIb
3amucei (IPOTOKOJIOB), OTBETCTBEHHbIE 3a HETO JIMIA 3aBEpAIOT AaHHBIE 3allUCH
(IPOTOKOJIBI) CBOE#H MOANUCHIO U JATOM B yCTaHOBJIEHHBIX IS 3TOT'0 MECTaX.

159. Bce rpadsi, mons, sueiiku, CTpokd B (opMmax 3amucH (IIPOTOKOIAxX) Ha
OyMaXXHBIX HOCHTENAX IOJDKHBI OBITH 3alOJHEHBl. B HesamonHeHHble rpadbl, MO,
SYEWKH, CTPOKH BHOCHTCS CUMBOJI «Z» Wik o6o3HaueHune «H/TD».

160. He momyckaeTcs MCIOJBb30BaHUE CUMBOJIOB (0003Ha4YeHH), yKa3bIBAOLIHX
Ha TIOBTOPEHHE JaHHBIX.

161. He momyckaroTcs BBIAENEHHE W NMOAYEPKUBAHWE NAaHHBIX MapKepaMH HIIA
I[BETHBIMHU pPy4YKaMH.

162. Tlpu  mOKyMeHTalnbHOW  (HMKcallMd  JAaHHBIX C  HCIIOJILE30BaHHEM
KOMIILIOTEPU3UPOBAHHBIX CHCTEM BBOJA MAaHHBIX B DJIEKTPOHHBIE (OPMBI 3allMCH
(IIPOTOKOJIEI) MOXET OCYLIECTBISITHECS YIOTHOMOYEHHBIM Ha BBOJ, TaKUX JaHHBIX
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IIEPCOHAJIOM B COOTBETCTBUH C €ro JOJDKHOCTHBIMH 00s3aHHOCTAMHM. [lomonHeHue u
U3MEHEHHE 3JIEKTPOHHBIX JAaHHBIX BO3MOXHO YIIOJIHOMOYEHHEIM B COOTBETCTBHHU C €0
HOJDKHOCTHBIMM  O0S3aHHOCTAMH Ha 3TO IEPCOHANOM, INPH 3TOM JIODKHO OBITH
o0ecreueHo COXpaHeHHWe IepBOHAYANILHO BBEACHHBIX JaHHBIX. DaKTel BHECEHHSA
U3MEHEHUd WM JONONHeHHs B  (GopMbl 3amuceidl  (IIPOTOKONOB)  JOJDKHEI
JOKYMEHTHPOBAThCH.

163. Jloctylm K [OaHHBIM B 3JIEKTPOHHOU (opMe [OKeH OBITh 3allUIIEH
IApOJISIMM HWIIA JIPYTUMH CpPEACTBAaMM 3allUTHl OT HECAHKIMOHHPOBAHHOIO JOCTYIIA.
CoXpaHHOCTh JaHHBIX B 3JEKTPOHHON (hopMe 0JDKHA 00eCredynBaThCa MPUMEHEHHEM
aBTOMATHYECKOTO pPE3epBHOTO KOMUPOBaHUS C BO3MOXHOCTBIO BOCCTAHOBICHHS
pe3epBHBIX KONHUH Ha pE3epBHBIX CepBepax, KOTOphble NOMIEKAT BaIHJAlUH B
cootBetcTBUH C rnaBoi XII IIpasui.

164. Jo YTBEPXKJIEHUS JOKYMEHTOB JUIaMH, YIIOJTHOMOYEHHBIMU
PYKOBOJHUTENEM OpPraHU3alliM, UX XpaHEHHE OCYIUECTBIIIOT JIMLA, OTBETCTBEHHBIE 3a
UX pa3paboTKy U (WiIM) BeeHHE.

165. OpuruHansl yTBep)KIEHHBIX JUIAMM, YIIOTHOMOYEHHBIMH DPYKOBOIUTEIEM
OpraHu3alyd, TOKYMEHTOB H 3amuceid (TIPOTOKONOB) C BHECEHHBIMU JIaHHBIMH
(cBEEHUSIMH ) JOJDKHBI apXUBUPOBATHCS M XPAHUTECS B aDXMBHBIX IIOMEIEHUSX.

166. Cpoxu xpaHeHHs JOKYMEHTOB B apXHBe 3aBHUCAT OT THIA JoKyMeHTa. Cpoku
XpaHeHHss ¥ YCIOBUSA XpaHEHHs JOKYMEHTOB JIOJDKHBI — PErjiaMeHTHpPOBATHCSA
BHYTPEHHEHN JOKYMEHTalUeEN.

167. XpaHeHue OmUCaTENbHOW AOKyMEHTAlUH o Mpou3BoicTBy cepur bBMKII
OCYILIECTBIIETCS B TeYEeHHE OJHOTO roja IMocie OKoH4YaHMs cpoka rogHocty bMKII
JAHHOM CepUM WM B TEYEeHHE IITH JIeT MOCie IOATBEPKICHHUS COOTBETCTBUA
Beinyckaemoit cepru BMKII TpeGoBaHUAM, YCTaHOBIEHHBIM IIPH IOCYIApCTBEHHOM
perucTpalvi, W BbJIAYM paspemeHus Ha BbIIyck cepur bMKII ymonHoMOYeHHBIM
JIMIIOM OpraHu3anuu (B 3aBUCHMOCTH OT TOT0, Kakoi cpok mounbiue). Jns cepun BMKII,
npeHa3sHaYeHHON 1M1 KIMHUYECKUX HMCCIIENOBAHUMA, OMMCATENBbHYIO NOKYyMEHTAaIHIO
ClieyeT XpaHWTh HE MeHee MATH JIeT II0CJIe 3aBEPLICHUS WM MPEeKpaIleHMs
xiHnYeckux uccnenopanuit BMKII, B koTopseix 6su1 ucrionszoBad BMKII stoi cepun.

168. OmnmucarenbHas JOKyMEHTAIHsl, BKIIIOYAIOIIas OPUTHHAIIBI 3aIIMCEH, JaHHEIE,
BBEJIEHHbIE B KOMIILIOTEPU3HPOBAHHYIO CHCTEMY 4epe3 HHTepdelic npubopa, a Takxke
TIOJIy4eHHBIE C IPHOOPOB Oe3 MpeaBapUTeNbHONH 00pabOTKH, MM UX 3aBEPEHHBIE KOIIUU
(mamee — WCXOIHBIE [aHHBIC), IOATBEPXKJAIOIINE CBEJCHUS H HH(DOPMAIHIO,
BKJTIOUEHHBIE B perucrpanroHHoe Jocke Ha BMKII, noikHa XpaHUThCS Ha IIPOTSHKEHUH
CpoKa JeficTBUs perucTpannonHoro ynoctosepenus bBMKIL

169. VYHuYTOXeHHE TOKYMEHTOB OCYIIECTBIACTCS HA OCHOBAHUU JOKYMEHTAIILHO
ohopMIIeHHOr0 000CHOBaHHS MX YHHUUYTOXeHHUs. IIepeyeHb JOKyMEHTOB, MOAJISKAIINX
YHUYTOXXEHHIO, OTIpeJieNsieT PyKOBOAMUTEINb OPraHU3alliH.

IX. MaTepuansi aas nponssoacrsa BMKII
170. Jluma, yIONHOMOYEHHBIE PpPYKOBOAMTENEM  OpraHM3aluH,  JIOJDKHBI

OCYILECTBIIATh KBaTU(PUKAIMIO [OCTABIINKOB MaTepuanos s npoussoacTsa BMKII,
IpoMeXyTo4YHbIX mpoaykroB mpousBojactsa BMKII, BMKII, mpenHasHaYeHHBIX s
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npousBoactBa Apyroro bMKII, ¢ mensro Banmupanyy TEXHOJIOTMYECKOrO IIPOLIECCA
MPOW3BO/ICTBA 10 HAaYala OCTABKH MPOLYKIUH JUIS €€ UCIIOJIb30BaHMs B IPOU3BOJICTBE
BMKII. Kpanudwukanus mnocTaBIIMKa KIETOYHOM JMHWM, MNPOU3BEICHHON Ipyroi
opraHu3alyeidi, NMpu ee MCIOJIb30BaHUUM B KadyecTBe HCXOJHOTO MarepHaia s
npomnsBoacTtBa BMKII nomkHa BKiroyaTs ayIUuT NpoLeccoB NPOU3BOACTBA IIOCTaBUIUKA
KJIETOYHOM JIMHUHU JIJIS TIPOBEPKH ero cooTBeTCTBUsA [IpaBunam.

171. Marepuainst nns npoussoactsa BMKII uMeroT npou3BoACTBEHHBIN CTAaTyC:

a) «Kapantun» s marepuanoB Juis npousBoictBa BMKII no u Bo Bpems
MPOBEACHHUS BXOJHOTO KOHTPOJsA (oTOOp mpoO, MpoBeAeHHWE HWCHBITAaHWS M BbIIATy
pa3peleHys Ha UCII0Ib30BaHue);

6) «Pa3pemeno» qis marepuanoB s npousojctBa BMKII npu cooTBeTcTBHM
pe3yJbTaToOB MPOBEACHNUS BXOJHOTO KOHTPOJIA MaTepuanoB Iyl npoussBojacTtsa bMKII
NIpeIbsBIsEMbIM OpraHu3aIel TpeboBaHUAM;

B) «bpax» mna marepuanoB s npousBojactBa BMKII npu HecooTBeTcTBHH
pe3yJbTaToOB MIPOBEJEHHS BXOAHOIO KOHTPOJS MaTepuasioB A IpousBoacTsa BMKII
MpeabsBIIEMbIM OpraHUu3alyei TpeOOBaHUSIM.

172. Marepuansl s npousBoactBa bMKII mognexar BXogHOMY KOHTPOJIO €
IENBIO IIPOBEPKH HMX COOTBETCTBHS IIPEIBABISEMBIM OpraHu3alueil TpeOOBaHHIM.
Homyckaercss mpousBozactBo cepun BMKII 1o momydeHus pe3ysnbTaTOB BXOJHOIO
KOHTpoJasi MatepuanoB nis npousBoactBa bBMKII B ciywyae eciu cpok IpoBeneHHs
BXOJJHOTO KOHTPOJISI TPEBBHINIAaeT CPOK TOJHOCTH MAaTepUaoB Ul MPOU3BOACTBA
BMKII. Beimyck cepun BMKII, npou3BeaeHHON 4O NOIy4eHHUS pe3yIbTaTOB BXOIHOIO
KOHTpoJis MmaTtepuanoB nns mpowsBoactBa BMKII, ocymectsisercd npu Haiuyuu
YIOBJIETBOPUTENBHBIX PE3yJbTATOB BXOJHOTO KOHTPOJISI MaTepHallOB, HCIOJIb30BaHHBIX
11 mpousBoacTBa cepurt BMKIL

173. Ilpu BXOgHOM KOHTpoje MarepuanoB i mnpousBoactsa BMKII B
CTEpHJIBHBIX YCJIOBHSX O€3 IMOCHedylollel crepuau3alui 00s3aTeNbHBIM SBISIETCA
IIpOBeJIeHHEe KOHTPOJIS CTEPUIIBHOCTH.

174. B ciyyae COOTBETCTBUS pe3yJbTaTOB IPOBEACHHUS BXOJHOTO KOHTPOJIL
MatepuaioB s npousBoacTsa BMKII npenssBiseMbIM opranuzanueil TpeGoBaHUAM,
PYKOBOJUTENDh OpraHU3allMd BBIJAET pa3pelIcHHE HAa MCIOJIb30BaHUE MaTepuala,
TIpOLIEAIEero BXOIHOM KOHTPOIIb, B npou3BoacTe BMKII.

175. Tlpu HECOOTBETCTBHHM IO pe3yJIbTaTaM BXOJHOTO KOHTPOJII MaTepHaina Ui
npousBoactBa BMKII TpeGoBaHMsAM, yCTaHOBJIEHHBIM cleluUKaluell Ha Hero,
MaTepHay 3a0paKoBBIBaeTCS. 3a0paKoBaHHBI MaTepUal JOJDKEH UMEThb MAapKHUPOBKY
«bpak».

176. 3abpakoBaHHBIE MaTepHalbl B ClIydae, €ClM OHM He IOMJIEKaT BO3BpaTy
IOCTABIIHUKY, IIOJIEXKAT YHHUYTOKEHHIO. YHHUYTOXKEHHe (Mepefada Ha YHHUTO)KEHHE)
3a0paKOBaHHOTO MaTepHaja JOJDKHO OBITh JOKYMEHTalIbHO O(GOpMIIEHO JHIAMH,
Ha3HAaYeHHBIMH PYKOBOAWTENEM OpraHM3allMM OTBETCTBEHHBIMA 34 YHHYTOXXEHHE
(mepenady Ha yHHUYTOXEHHE) 3a0paKOBaHHBIX MaTepHallOB, B IIOPSAAKE, YCTAHOBICHHOM
BHYTPEHHEN JOKYMEHTALUECH.

177. PykoBomuTenb  OpraHH3alliM  JODKEH  00ecneduTh  BO3MOXXHOCTH
uaeHTHGUKaIUU MaTepuanoB it npousBoactBa BMKII na pabounx mecrax.
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178. Ilpu HeoOX0AUMOCTH CTEpUIM3ALUMU MaTepHuaoB Juis npousBoactsa BMKII
TaKas CTEPUJIN3aLNS JOJDKHA MPOBOJUTEHCSA TEPMUUECKHUM METOJIOM, I'a30BBIM METOMOM,
pamuanyei Wid GuIbTpauuei.

179. K matepuanam mis npoussoactBa BMKII (3a uckimodyenneM TpaHCIOPTHOM
Tapbl) IPEAbSBILIOTCS ClIeAyIONIe TpeOOBaHHUS:

a) OTCyTCTBHE OaKTepHAJILHOM M BHPYCHOM KOHTAMHHAIMM B MaTepHaliax,
BKJIFOYast JIeKapCTBEHHBIE IperapaThl, papMalieBTHUeCKUe CyOCTaHIIuN 1 MEIUIIMHCKHE
W3 JIETVS;

6) oTCyTcTBHE KOHTaMHHAlMM BO30OYOUTENSIMH TpPaHCMHUCCHBHOM ryOuyaToi
sHIIeaoNaTuy;

B) HaJIH4YHe pa3pelleHHs is NpPUMEHEHWs MaTepHalioB K 4YeloBeKy (MpH
HAJIM4MH);

I) [JOKyMEHTJIbHOE IIOATBEPXKACHHE WJISHTUYHOCTH, YHUCTOTH (BKIIOYAs
MHKPOOHOJIOTHIECKYIO), CTEPUIBHOCTH (A1 CTEpUIbHBIX MaTEpUalioB) U COJAEpPKAHUS
GakTepHalbHBIX JHIOTOKCHHOB;

I) OTCYTCTBHE€ KOMIIOHEHTOB >J>KHBOTHOIO IIPOUCXOXACHUS B MaTepuaax,
KOTOpPBIE He TOJDKHBI COAEPKATh TAKAE KOMIIOHEHTHI;

€) OBTh pPEKOMOWHAaHTHBHIMM HWJIH 4eJOBEUYEeCKOTO MPOUCXOXJAeHHs (TpH
CYILECTBOBaHHU BO3MOXHOCTH 3aKYIIKH TaKUX MaTepHAaJIOB);

) OTCYTCTBHE aHTHMOMOTHKOB (€Cii UX HaJM4yMe He SBJISeTcsS HeoOXOAMMBIM H
000CHOBaHO B TEXHOJIOTHYECKOM perJIaMeHTe IIPOU3BOJICTBA).

180. Jlumamu, OTBETCTBEHHBIMH 3a IIOJIyY€HHE MATEpPHAJIOB JJId IPOMU3BOACTBA
BMKII, JomkeH OCYIIECTBIATBCS KOHTPOJb 32  COOJIIOJIEHHEM  YCIIOBHH
TPaHCIIOPTHPOBKHM TEPMONAOMIBHBIX MarepuayioB s npoussoactsa BMKII mepen
NPUHATHEM TaKHX MaTepHalOB.

181. B cmyuae ecnu Marepuansl s npousBoiactsa BMKII mpowussopsTes
OpraHu3anyel, TO IpoLEecC HMX MPOM3BOACTBA U METOIAMKM KOHTPOJIS HX KauyecTBa
JO/DKHBI OBITH BaJIMAMPOBaHBI B CcoOTBETCTBMM ¢ TInaBod XII IlpaBun w
KOHTPOJIUPOBATHCS.

182. B opraHusanuu JOKEH OCYIIECTBISTHCA KOHTPOJIb LEJOCTHOCTH YIIAKOBKH
U wioM0 (MpH HadW4uMM), a TakKkKe KOHTPOJb COOTBETCTBHS CBEICHMH, YKa3aHHBIX B
HAKJIAJHOM, CBEAEHUAM Ha dTHUKETKaX KaXIoH mapTuu (X CepHH, €CJIM MapTHs COCTOMT
13 HECKONIBKHX CEpHii) OTy4aeMbIX MaTepHainoB Juis npousBoactsa BMKIL

183. VmakoBku MarepuainoB mias mpousBoinctBa BMKII, u3 koTopeix Obuid
oToOpaHbl MpoObl MaTepuaioB AJA MPOBEAEHHS BXOAHOIO KOHTPOJIA, MOJDKHBEI HUMETh
MapKHPOBKY.

184. B ciyuae ecau maptus marepuanoB Ans npousBoacrsa BMKII cocTout u3
Pa3IHYHbIX CEpHil, TO BXOJHOH KOHTPOJIBb JODKEH IPOBOAUTHCS IS KAXIOH CEepHH.

185. Haxopsmmecs B CKIaACKOM M KapaHTHHHOM 30HAX MaTepHallbl s
npoussogcTsa BMKIT momxHBI OBITh MapKMPOBaHBI ITHKETKAMH. JTHKETKH JOJDKHBI
COJIEPXKATH CIIEAYIOLIYI0 HH()OPMALIKIO:

a) HavMMeHOBaHWe U (WiIM) BHYTPEHHHH KO,

6) HoMmep cepuy;

B) YCJIOBHS XpaHECHHS,
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I) CpPOK FOAHOCTH (XpaHEHWs) WIIK JaTy, nocje KOTOpod TpeOyeTcs MOBTOPHEIM
KOHTpPOJIB;

o) CBeleHHs O TPOU3BOACTBEHHOM crtaryce: «Kapantun», «PaspemeHoy,
«bpax»;

€) UHYI HH(pOpMaIHIo, yCTAHOBIECHHYIO BHyTPEHHEH JOKYMEHTaUEH.

186. B opranusanuy qompkeH OBITH OPraHU30BaH Y4eT MOCTYNMBIIMX MaTepUalloB
Juis mpousBoacTBa BMKII B cKIIafcKuX NMOMEIIEHHSIX B COOTBETCTBUM C TPeOOBaHUSMH
BHYTpPeHHe# HOKyMEHTAllMU C BEJACHHEM y4YeTa TEeKyIlero IpOM3BOJICTBEHHOIO CTaTyca
MmatepuaiioB («Kapantun», «Pa3pemenoy, «bpax»). buonorndgeckuit MaTepuan JOIKEH
MOJJIEXXATh OTAEILHOMY yUeTy.

187. Ilpu WCHONB30BaHUM KOMIIBIOTEPU3UPOBAHHOW CHCTEMBI ydeTa U
MEPEeIBIDKEHUs XpaHAmMXxcd MartepuanoB ang npoumssoictBa BMKII nmomyckaercs
pa3MelleHue Ha  OSTUKETKe uHbOpMaLuH, NO3BOJIAIOIIEH 0JIHO3HAYHO
AUICHTUQUITMPOBATh MAaTepHall U COOTHECTH €ro C COOTBETCTBYIOWIEH 3allUCBIO B
KOMITBIOTEpHU3UPOBAHHON CUCTEME YUETa.

188. Marepuansr s mnpousBoactBa BMKII nomkHb! BbIIaBaTHCS JULAMH,
OTBETCTBEHHBIMH 32 WX XpaHEHHUE U pacHpe/eNIeHre, B COOTBETCTBUH € yCTaHOBIIEHHOM
BHYTpPEHHEH JOKyMEHTaluel IpoLeLypoH.

189. B moppa3geneHus NpPOM3BOJACTBA MAOJDKHBI IOCTyNaTb MaTepHajbl Uil
npousBoacTBa BMKII, Ha KoTOpBIe, 110 pe3ysbTaTaM BXOJHOIO KOHTPOJIA, MOJYy4YE€HO
pa3speleHre Ha UX UCIOJIb30BaHUE, U CPOK F'OAHOCTH KOTOPBIX HE UCTEK.

190. OtBeTcTBEeHHBIE JHIA, YIIOJHOMOYEHHBIE PYKOBOAUTEIEM OpraHU3aLlUy,
JOJDKHBI  OCYIIECTBISATH IIPOBEPKY COCTOSHHS M TNPOU3BOACTBEHHOIO CTaryca
BBIJJaHHBIX MaTepuaioB ajs npousBoactBa BMKII Ha paGounx MecTax ¥ BECTH y4eT UX
HCIIOJIb30BaHMs B COOTBETCTBHH C TPeOOBaHUSAMHU BHYTPEHHEN JOKYMEHTAIUH.

191. Ilopsmox wucnons30BaHusl MarepuanoB s npowsBoactBa BMKII Ha
paboumnx Mectax IOJDKeH OBITh ONpezieNieH BHyTpeHHeH qokyMmeHTanuei. Ha ynakoskax
MaTepuanoB s mpousBoacTBa BMKII nomkHa ObITH HaHeCEHa JaTa UX BCKPBITHSA C
yKa3aHHEM JIUIIa, OCYIIECTBABILIETO BCKPBITHE YIAKOBKH.

192. Xpanenue marepuanoB 1 npoussojactsa BMKII B cknaackux 30Hax M Ha
paboYnx MecTax IOJDKHO OCYIIECTBIISETCS B COOTBETCTBHUH C YCIIOBMAMH XpaHEHUS,
perjJaMeHTUPYEMBIMU IIPOU3BOJUTEIEM  MaTepUaloB. Crienanu3upoBaHHOE
000pyIOBaHHe, MCIOJB3yeMOE i XpaHeHHs MaTepuajloB, JODKHO  OBITH
KBanuGUIMpoBaHo B cooTBeTcTBUM ¢ maBod XII IlpaBun, momkeH NPOBOIMTHCS
MOHHUTOPHHT €ro (yHKIITMOHHUPOBAHUSI.

193. 3ampemaercs HCHONB30BaTh B MPOU3BOACTBE U IIPU OCYIIECTBICHHH
KOHTPOJISI KauyecTBa MaTepyalbl ¢ HUCTEKIIMM CPOKOM TFOAHOCTU WM INPHUIIEALIME B
HETOJHOCTh BO BPEeMsI XpaHECHHMS.

194. Tlony4enuwe OHOJOTMYECKOTO Marephaia OT JIOHOpa OHOJIOrHYecKOro
marepuaia aius npoussoactBa BMKII ocymiecTBisieTcss B COOTBETCTBHHU €O CTaThed 33
®enepanpHoro 3akoHa Ne 180-P3.

195. B cinydasx BBO3a OHMOJIOTHYECKMX MaTepUalioB U3 APYTHX CTpaH AOJDKHBI
OBITE  COONMIOZEHB TpeOoBaHMs KadecTBa U 0€30IIaCHOCTH, YCTaHOBJIEHHBIE
3aKOoHOAaTeIbcTBOM Poccuiickoil @enepauuu.
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196. TpeGoBaHus, TmpembsABIsieMble K  OHOJOIMYECKUM  MaTepuasam,
HCIOJIb3yeMbIM Jist Tipou3BocTBa bMKII:

a) HalUYMe CBeOeHHH 00 WHQUIMPOBaHHOCTH JOHOpa OUOIOIMYECKOTO
Marepuaia, IpeIHAa3HAYeHHOTO Ui IPOM3BOACTBA  ayTOJNIOTMYHOIO M (WIIN)
xoMbunupoBanHoro BMKII, mo pesynbTaraM TecTHpOBaHUS [OHOpa B 0o0BEMe HE
MEHBIIIEM, YeM IPeIyCMOTPEHO HOPMATHBHBIMHM TpaBOBBEIMM akTamMu Poccuiickoil
d)enepaumlg;

6) OTCyTCTBHE KOHTAaMHUHAIMKM OWOJOTMYECKOro Marepuana u  (WIHN)
UHQHUIUPOBAHHOCTH JOHOpa OHOJOrMYecKOro Marepuaina, IpeAHa3HAaYeHHOIO JUIs
npousBojcTtBa amwnoreHHoro BMKII wiu amioreHHo# dYacTd KOMOHMHHPOBAHHOIO
BMKII, mo pe3ynbrataM TeCTHpOBaHUS JOHOpa U (WiM) OMONOTrMYECKOro MaTepHuaia B
COOTBETCTBUH C TpeOOBaHHUSIMH HOPMATHBHBIX IIPaBOBBIX akToB Poccuiickoii
(I)enepaum/lG;

B) OTCYTCTBME€ MHKOILUIa3MEHHON KOHTaMHHALUHM KJIETOK, HOCTYIUBIIUX H3
6100aHKOB, IpeAHa3HAYSHHBIX ISl XpaHeHHs] OHMOJIOrMYecKoro MaTepuana, KIeToK Il
IPUTOTOBJIEHUS KJIETOYHBIX JIMHUH, KIETOYHBIX JIMHWMA, TNpelHa3Ha4eHHBIX Ui
npoussoacTsa BMKII;

I) OTCYTCTBHE IIPOTHBOIIOKA3aHUH K JOHOPCTBY OHMOJIOIMYECKOrO MaTepHuaa
(B cooTBeTCTBHH co cTatheit 34 DenepansHoro 3akona Ne 180-D3).

197. [lonTBepkaeHre B XoAe OOCIeZOBaHUS JOHOpa HaIW4YUs HHQEKIM,
ABIIAIOIIUXCA a0COMIOTHBIMHM ITPOTHBONOKA3aHUAMUA K JOHOPCTBY, YCTaHOBIICHHBIMH
HOPMAaTHBHBIMM NPaBOBBIMU akTamu Poccuiickoil @enepalun’, sBISETCS OCHOBAaHUEM
Iyl paboTBl ¢ OMOJIOTMUECKHUM MaTepualoM, IIOTy4E€HHBIM OT TakKoro J0HOpa, B
CIELMAIbHBIX Pa00YHX 30HAX JUISI MAHUITYJIANN ¢ HHOUIIMPOBAHHBIMHI MaTepHaIaMy U
K HCIOJIb30BaHUIO TAaKOTO OHOJIOTHYECKOTO MaTepHhalia A MOMy4YeHHUs ayTOJIOTHYHOIO
BMKII wunau ayromorm4yHoéi yacth komOunHupoBanHoro BMKIIL. HWMudopmanusa o
HATHYUA WHQEKIHMH OoJDKHA OBITh JOCTYIHA B XOJle BCEro IMKJIA IIPOU3BOJCTBA.
JIOJDKHBI ~ MpeaIpUHHMATBCS  Mepbl Ui IPeAOTBpallleHUs  IepeKpecTHOR
KOHTaMHHAIUH.

198. IIpuHrMaeMble OMONOTHYECKHE MaTepUabl JOJDKHBI XPAaHUTHCS B YCIIOBHSX,
OIpeNeNICHHBIX ~ TEXHOJOTMYECKHMM  perlaMeHTOM Ipou3BoAcTBa. JlaHHBIE O
MOCTYyNUBIIEM OWOJOTHYECKOM  Marepuaiie JOJDKHBI  OBITH  3apMKCHpOBaHBI
JNOKYMEHTAJIBHO C IPHCBOCHHEM OHOJNIOIHYECKOMY MaTepHally WHIUBUAYAIBHOTO
UeHTHGUKAIHOHHOTO HOoMepa (kojaa). [laHHbI HoMep (KOA) JOJKEH COXPAaHAThCSA B
X0JIe BCero IIUKJIa MPOU3BOACTBA.

199. IIpu ocCymiecTBIEHWH BXOJHOTO KOHTPOJS OHOJOTMYECKOro MarepHaia
JIVLaMH, YIIOJIHOMOYEHHBIMH PYKOBOJWTENIEM OpraHH3allid, OCYIIECTBIIETCS aHAJIU3
COIPOBOIUTENBHOM JOKYMEHTALUH, BKIIFOYast 3amiucy (IIPOTOKOJBI) 0 3abope obpasla,

8 Cratps 34 ®enepanbHoro 3akona Ne 180-®3; mpukas MuHKCTepCTBa 3ipaBooxpanerns Poccuiickoit
®enepanun ot 27.03.2017 Ne 1251 «O6 yTBepKIEHUH HOPsIKA MEIHIIMHCKOr0 00CIEI0BaHHS JOHOpA
OHOJIOTMYECKOTO MaTepuaia M IepedyHs MPOTHBOMOKA3aHU (aOCOMIOTHBIX M OTHOCHTENBHBIX) JUIA
HOJIydeHHs: OHONIOTHYECKOr0 MaTepralay (3aperucTpupoBaH MHHHCTEPCTBOM OCTHIMM Poccuiickoi
®enepanun 28.05.2018, peructparonssnii Ne 51203).
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CBEJICHHS O JOHOPE, pe3yNIbTaThl 00CIIeI0BaHUI JOHOPA, TPAHCIIOPTHOM JOKYMEHTALMH
¥ YCIIOBUM TPaHCIIOPTUPOBKH.

200. KoHTpo/bHBIE HCIBITAaHUS OHMOJIOTHYECKOTO MaTrepualla IIPOBOIATCS IIpH
COOTBETCTBHMH COIPOBOJUTENBHON JOKYMEHTALUH, YIAKOBKH M MAapKUPOBKH, a TAKXKeE
YCIIOBUH  TPAHCIIOPTUPOBKH  TpeOOBaHMSAM,  YCTAaHOBJICHHBIM  BHYTpEHHEH
JOKyMEHTaI[UEH.

X. Hponssoacreso BMKII

201. TexHonoruyeckue oOIepalid IOJDKHBI OCYILUECTBIATECS IIEPCOHAIOM B
COOTBETCTBMM C TEXHOJIOIMYECKMMH MHCTPYKUUsMH 10 mnpousBoactsy bMKII,
TEXHOJIOTHYECKMM PErIaMeHTOM IIPOU3BOICcTBA M TpeGoBanusM IIpasuil.

202. Omnepanuu TEXHOJOTHYECKOTO IMpoLecca ¢ MaTepHaiaMH JJis IIPOHU3BOACTBA
BMKII, npomexyrtounbiMu mnpoxykramu mnpousBoactsa BMKII, BMKII, Bxmoyas
cepud  BMKII, HOMKHBI OCYLIECTBIATECA COIVIACHO YCTAHOBJIEHHBIM BHYTpPEHHEH
IOKyMeHTaluel nmpouenypam U oQopMiIsSThes JOKYMEHTAIBHO.

203. OcymiectBieHre (BBITOJIHEHWE) 3TamoB (omepainuil) TEXHOJIOTHMYECKOIo
nporiecca J0DKHO (PUKCHPOBAThCA 3aUCAME (IIPOTOKOJIAMH) II0 IPOH3BOJICTBY CEPHU
BMKII u 3anucsamu (npotokonamu) o ynakoske cepur bMKIL

204. TlocTymaromyde Ha NMPOWU3BOACTBO MaTepuanbl mias npousBogctsa BMKII
JOJDKHE! OBITH IPOBEPEHHI MEPCOHATIOM Ha MPEAMET WX COOTBETCTBUA TPeOOBaHUM,
YCTaHOBJIEHHBIM BHYTpeHHeW JokyMeHTauueH. Vcrmonb3oBaHMEe MOCTYNAIOIHUX B
TEXHOJIOTHYECKHE MOMeNeHus MatepuanoB uis npousBoactBa BMKII momxHO OBITH
0J00pEHO JIUI[AMH, YITOTHOMOYEHHBIMU PyKOBOJUTENIEM OPraHU3alliHy, 110 pe3yibraTaM
IPOBEAEHHOTO BXOMHOr0 KOHTPONS MaTepualnoB And npomssoiactsa BMKIL
Brosnoruyeckne MaTepuaibl, He TOAJEXKAlIUe XpaHEHUIO, MOTYT OBITh UCIIOJIB30BaHbI
mis mpousBoacTBa cepur BMKII npu HaxoXAaeHHH B IIPOM3BOJCTBEHHOM CTaTyce
«KapaHTuH» C OJHOBPEMEHHHIM IPOBEAEHMEM HX BXoJHOro koHrponsd. Ilepemaua
MatepuanoB s mpousBoacTBa BMKII B TexHOIOrM4yeckue MOMEMICHUS OJDKHA
OCYIIECTBIIIETCS Yepe3 MaTepHAIbHbIE LIUIIO3bI MU IEPEJATOYHBIE OKHA.

205. Ilpm mocTymwieHHH OHOJOTMYECKOro MaTepuana Tapa (TPaHCIOPTHEBIMA
KOHTEMHED), B KOTOPO# MOCTYIHI OHONOTMYECKU MaTepHal, JOJKHA OBITh OUHMINEHA U
MapkupoBana. Crioco6 MapKUpOBKH Tapbl (TPaHCIIOPTHOro KOHTeliHepa), B KOTOPOH
HOCTYIIHI OHOJIOTHYECKHI MaTeprall, BKII0Yas BHOCHUMBIE IIPH MapKUPOBKE CBEJICHHUS O
IIOCTYIHMBIIEM OHOJIOTHYECKOM MaTepuane, JOJDKHBI ONpeNeNsaThCs BHYTPEHHEH
JOKyMeHTanued. DakTel TOBpeXAeHHS Tapbl (TPaHCIIOPTHOTO KOHTeHHepa) H
yIIaKOBKH, ApPYTHe OTKJIOHEHHsS OT IIPaBHI TpchnopmpOBKplg, KOTOpPbIE MOTYT
HeOIaronpyaTHO IOBIHUATH HA KAa4eCTBO MOJNYYEHHBIX MATepHalioB, JOJDKHEI OBITH
3a()UKCHPOBAaHBl JOKYMEHTAJIbHO M pPacCMOTPEHBI JIMIAMH, OTBETCTBEHHBIMH 32

® Tpuxa3 MunncTepcTBa 3mpaBooxpanenus Poccuiickoit ®enepamun ot 28.08.2017 Ne 564n «O6
yTBepikieHuH [IpaBui TpaHCHOPTHPOBKH OHOJIOTHUECKOrO MarepHana, KICTOK Ui MPHTOTOBICHUS
KIE€TOYHBIX JIMHMH, KIETOYHBIX JIMHHM, NpeOHA3HAYCHHBIX I IPOU3BOACTBA OMOMEIHMIIHHCKHX
KIETOYHEIX IPOAYKTOB, H OHOMEIMIMHCKMAX IKJIETOYHBIX IPOAYKTOB)» (3apErMCTPUpPOBAH B
Munucrepcrse roctuimu Poccuiickoit ®eneparuu 22.12.2017, peructpanuosssiii Ne 49385).
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noiyyeHue MatepuanoB i npomsBoictBa BMKII, a wunbopmamus o Takux
MOBPEXICHUSIX Taphl (TPAHCIIOPTHOTO KOHTEHHepa) M APYrHUX OTKIOHEHHSIX OJDKHA
OBITH JIOBeJIeHa 0 Toapa3elieHuii KOHTPOJIS KauecTBa U 00eCIieYeHHs KauecTBa.

206. Marepuansl nnsa npomsBoactBa BMKII cnemyer XpaHuTh B yCIOBHSX,
YCTaHOBJIEHHBIX BHYTpPEHHEW HoKymeHTanueil. Marepuansl ana npoussoactsa bMKII
1 BMKII nomkHs! OBITH 3aIIMIIEHB] OT MUKPOOHOM M Jpyroii KOHTaMUHAllMK Ha BCEX
sTamax (omepamusx) TEXHOJOTHYEeCKOro Ipolecca, B TOM YHCIE IEPEKPECTHOM
KOHTaMHMHAI[UHM ayTONOTHYHBIX U KomOuHupoBaHHBIX BMKII. KoxTpons cooTBeTcTBUSA
YCIOBUM XpaHEHHs YCTaHOBIIEHHBIM BHYTpEeHHeH JoKyMeHTauuedl TpeOoBaHUIM
OCYIIECTBIISET JIUII0, OTBETCTBEHHOE 3a XpaHEHHE MAaTepHUajioB ISl MPOU3BOJACTBA
BMKIL

207. B opraHuzanMd JOJDKHBI TPOBOAMUTHCA HPOBEPKH BBIXOAA IMPOAYKTA U
MaTepHaJibHOTO OanaHca U UX COOTBETCTBHE JOIMYCTHUMBIM IIpefienaM, yCTaHOBIEHHBIM
B TEXHOJIOTHYECKOM JoKyMeHTauuu Ha npou3BoictBo bBMKII.

208. Ilpowmssenennbie cepurn BMKII nomxHBI OBITH NOMEHIEHHI B KapaHTHUH,
GYHKITMOHUPYIOIIMHA MO MpUHLUIY pa3zaensHoro xpaHeHus. [lomemenne cepun BMKII
u obpasnoB BMKII B kapantuH u Beimyck cepuu BMKII u o6pasnos BMKII u3
KapaHTHHA clieflyeT OCYIIECTBISATh Yepe3 MaTepHallbHbIE LUITI03bI WM IepelaTOYHbIe
okHa. JlomyckaeTcsi MCIOJB30BaHUE OJHUX M TE€X XK€ MaTepHUAIBHBIX IUIO30B HIIH
IepeJaTOYHbIX OKOH JUIS Mepeaayn MpOoAyKTOB IMPOU3BOJICTBA, 00pa3lioB ¥ MaTepHallOB
s npousBoiactBa BMKII mpu  ycnoBuu, 4YTO MaTepHalIbHbE MLUIXO3Bl WU
repeiaTOuYHble OKHA SBJISIIOTCS aKTUBHBIMH M IPHU YCJIOBHH Pa3JeicHHs MPOLECCOB
mepeayd MPOAYKTOB IPOW3BOACTBA M MarepHainoB mias npousBojactBa BMKII Bo
BpPEMEHH, C MPOMEXYTOYHON 00paboTKOI MaTepuanbHBIX IUII030B WU MepelaTOYHbIX
OKOH MocJie KaXI0M nepeiayu.

209. BMKII cnenyeT XpaHUTh B YCIIOBHSX, YCTAHOBJICHHBIX TE€XHOJIOTHYECKOM
HHCTPYKIFEH, B MOPAAKE, 00eCceurBaoILeM pa3/ielleHre 10 CEPUSIM U 04epeIHOCTh UX
HCIIOJIb30BaHHS.

-210. BHyTpeHHe#l HOKyMeHTalueidl HODKEH ObITh ompedeNeH MHOPSAOK
nepemMenieHusi MarepuaioB s npousBoacTBa bMKII, mpoMexyTO4YHBIX NPOAYKTOB
npomsBogctBa BMKII, BMKII, a Takxke OTXOHOB IIPOU3BOJCTBA  Yepe3
TE€XHOJIOTUIECKHE 30HBI.

211. JlomyckaeTcs OAHOBPEMEHHOE WIJIH IIOCIEIOBaTebHOE IIPOBEICHUE
onepaiui ¢ paznuuHeiIMu BMKII B 0HOM U TOM >Xe NOMEIEHUH, €CIU IIPEAIPUHATEI
Mephl I HCKIIOYEHUs CIyYaWHOM IOAMEHBI M IIEPEKPECTHOM KOHTaMHMHALMH.
Homyckaercs mpousBoacTBo paznuuHblx BMKII B omHOM mnomemeHuu Ipu
UCIIOIB30BAHUN H30JIATOPHON TEXHOJIOTHUH, 00eCleurBaromell aceNTHYECKUE YCIIOBHS
BHYTPH H30JIATOpA (Iajlee — 3aKpPBIThIE CUCTEMEI).

212. Opranmzanms mpouecca mnpousBoactBa BMKII nomkHa obecneunBaTh
OTCYTCTBHME HETaTHBHOTO BIMsAHHS ero ycioBuil Ha kadectBo BMKII u GezomacHocTs
IepCOHAlIa, y4aCTBYIOIIEr0 B IPOU3BOACTBE.

213. Hcmonp3yemble B TEXHOJIOTHYECKOM MPOLECCE MaTepHaNbl, TPAHCIIOPTHBIE
KOHTEHHepHl I MaTepuajioB, MPOMEXYTOUHBIX NpoAyKToB mpousBoactBa BMKII,
BMKII, o6opynoBaHue, TE€XHOJIOTMYECKHE IIOMEIIECHUS, MAaTepHANbHBIE ILIIO3B U
nepelaTOuYHble OKHA JOJDKHBI OBITH MJEHTHU(UIUPOBAHbI 1 MapKHUPOBaHbl STUKETKAMHU




38

UM WHBIM CHOCOOOM, OMNpeleNieHHBIM BO BHYTpEHHEH JOKyMeHTaluu. MapkupoBka
JOJDKHA CoJepaTh HMHGOPMAlMI0 O TPUHALIEKHOCTH K JdTamy (OIepalyu)
TEXHOJIOTHYECKOTO MpolLiecca, €ClIU TaKasl IPUHAIIEKHOCTh ONpeeIeHa.

214. DTukeTKH, TNpPHUKpeIUIeHHble K KOHTelHepaM, OOOpYy/lOBaHHMIO HIIH
HICHTHQUUUPYIOIHE TIOMEINeHHs, JODKHBI OBITh YETKMMH, OJHO3HAaYHBIMH,
YCTAHOBJIEHHOW BHYTpeHHeW JoKyMeHTamued ¢opmsl. B nomonHeHue x uHbopMaimu
Ha JTHKETKax a1 MapKHpOBKH craryca (Hampumep, «Kapantun», «B pemoHTeEY,
«BrIBeieHO M3 00OpalleHus») pEKOMEHAYETCS UCIIOIb30BaTh LIBETOBYIO KOJIUPOBKY.

215. B COOTBETCTBHH C TEXHOJOTHMYECKHM periiaMmeHToM IpousBoactBa bMKII,
TEXHOJIOTHIeCKOH WHCTpyKIKel o npousBoacTBy BMKII u MeTouKkaMu HCIIBITAHUH C
IeNbl0  IpoBepku kadectBa npoumsBogumoro BMKII mpu  ocymecTBiIeHMH
TEXHOJIOTHYECKOT0 TIpoIiecca MOXET MPOBOAUTHECA BHYTPUIIPOLIECCHBI KOHTPOJIB.
ITpoBeeHre BHYTPHIIPOIIECCOHOTO KOHTPOJIA, B TOM 4HCJIE MOJydeHHe obpasua Jyis
ero npoBeJieHus, He JOKHO u3MeHaTh bBMKII uiy npuBoIUTE K €10 KOHTaMHHALMH.

216. He pomyckaroTcs OTKJIOHEHHS OT YCTAaHOBJIEHHBIX IPOLEAYp HIH
He3alJIaHUPOBaHHbIE H3MEHEHUS B IPOLIECCEe pealn3alliy TEXHOJIOTHYECKOIo MpolLecca
WM ero 3TanoB (omepanyii). B cioydae ecnu mpou3onuIo OTKJIOHEHHE, TO OHO HOJDKHO
OBITH 3aJOKYMEHTHPOBAHO C MPHBIICYCHHEM IOJpa3eNieHHs obecrieueHHs KadecTsa U
HoapasieieHuss KOHTPOJs KadecTBa. HesammaHMpoBaHHOE H3MEHEHHE IOIDKHO OBITh
0GOpMIIEHO JOKYMEHTAIBHO C JOBeJleHHeM MHpopManu¥ 00 OTKIOHEHHH [0
mojpa3eneHuss oOecIieueHns] KadyecTBa M MOAPAa3elIeHHs KOHTPOJIS KayecTsa.
V3MeHeHHsI B TEXHOJOTHYECKOM IMpoliecce WM CMEXHOW € HHUM JAEATEIbHOCTH
(mpolreccax), KOTOpble OKAa3bIBAIOT BIIMSHUE HA TEXHOJIOTMYECKHM IPOLECC MIH Ha
kauectB0O BMKII, a Takke OTKIOHEHHMS OT TEXHOJIOTMYECKOIO perjlaMeHTa
IPOM3BOACTBA, TEXHONOTUYECKUX MHCTPYKUMH 1o npoussoAcTBy bMKII, mponenyp u
METOJIUK HCIIBITAHHMI B X0JIe¢ BHYTPUIPOLECCHOTO KOHTPOJS JOJDKHBEI OCYIIECTBIATHCS
B COOTBETCTBHM C TpeOOBaHUSIMH BHYTPEHHEH IOKYMEHTallUM II0 KOHTPOJIIO 3a
U3MEHEHUSMH U YTIPaBICHHUIO OTKJIIOHEHUSMH.

217. Cnemnuanshele TpeGoBaHWs B oTHomeHuu npousBoactBa BMKII,
NpeIHa3HAYEHHBIX IS KIMHWUYECKUX HCCIenoBaHull, coaepxkarcs B riaaBe XVII
IIpaBu.

218. Opranuzanueit NoDKHa OBITh IPOBEAEHA OLIGHKA DPHUCKA IIEPEKPECTHOM
KOHTaMHMHALMH, BO3HHUKAIOIIEH B pe3yJbTaTe HEKOHTPOJIHMPYEMOIO pPaclpOCTPaHEHHUS
IBLIM, Ta30B, a3po30Jied, TeHETUYECKOro MaTepuaina, MUKPOOPraHU3MOB HIIH JKMBBIX
KJIETOK OT JIPyTHX MaTepPHAJIOB M MPOAYKTOB MPOU3BOJCTBA B Ipoliecce UX 06paboTkwy,
C OHSXKIBI M Tela OIeparopoB. PuCK KOHTaMHHALMM  ayTOJOTMYHEIX H
xoMOuHupoBaHHBIX BMKII komnonentamu BMKII, nojry4eHHBIMH OT APYTHX JOHOPOB,
¥ PUCK KOHTaMHUHAIMM HEMHQUUUPOBAaHHEIX ayTojorm4Heix BMKII kommoneHTamu
uHobumpoanHbIx BMKII oneHUBarOTCA OTAEIBHO.

219. IlpemoTBpallieHHe  TIEPEKPECTHOH  KOHTaMHHALMH  00eCIe4HMBaeTCs
BHEJIPEHHEM TEXHMYECKUX WM OPTaHU3alHOHHBIX Mep, B TOM 4Hcle 3(Q(HEKTUBHBIX M
BOCIIPOM3BOJMMBIX IPOIECCOB OYHCTKU JUIS KOHTPOISl pPHCKAa IIEPEKPECTHOM
KOHTaMHUHAaLHH.

220. Opranuzanys Uisl OUEHKH U KOHTPOJIS PHCKA NEPEKPECTHOM KOHTAMHHALIUN
IIPOM3BOAUMBIX IPOJYKTOB JOJDKHA MCIIONB30BaTh NPOLECC YNPABICHUS PUCKAMHU AJISA
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obecnieuenus kauectBa BMKII, yuntsiBaromuii MIaHUPOBKY U Ha3HAYEHUE MOMEIEHUIN
U o0OpyHOBaHHSA, TOPSJOK IEePEelBIXKEHHS  IIepCcoHAla H  MaTepHalloB,
MUKPOOHOJIOTHYECKUNA  KOHTPONb, OCOOEHHOCTH  INPOAYKTOB  IPOM3BOJCTBA,
XapaKTepUCTUKU TEXHOJOTHYECKOTO mporecca, 3QGeKTUBHOCTh MPOLIECCOB OYUCTKH U
aHAIUTUYECKUE MapaMeTphl OIpe/elieHus KOHTAMHUHAaHTOB. B Ipoliecce yIlpaBleHHs
puckamu s obecriedenus kadectBa BMKII nomxHb! OBITH OnpeeneHbl IOMEeIeHUs U
obopynoBanue, HeoOXoauMele aisi npousBoacTBa KoHKpeTHoro BMKII unu rpymnmst
CXO0XKHX IT0 TexHosioruu mpou3poacTtsa BMKII.

221. B pamkax mpoliecca ympaBieHHS pHUCKaMH Ui obecriedeHHs KayecTBa
BMKII B opranuzanuud JAoDKeH OBITH pa3paboTaH TMepeyeHb TEXHUYECKUX U
OpraHM3allMOHHBIX Mep MO KOHTPOJIO PHUCKOB IIEPEKPECTHON KOHTAMUHALMY.

222. TexHudeckue Mepbl MO KOHTPOJKO PHUCKOB MEPEKPECTHON KOHTAMHHALUU
BKJIIOYAIOT:

a) OpraHM3alHI0 BbIIEJIECHHBIX MPOU3BOACTB (IOMENIeHUI U 000pyI0BaHUS);

6) oOpraHM3alMi0 aBTOHOMHBIX IIPOM3BOJICTBEHHBIX IUIOMAAEH, HMEIOIMX
OTAENIbHOE TEXHOJOrHueckoe 000pyloBaHHE U OTHENbHBIC, B TOM YHUCIE€ aBTOHOMHEIE,
CHUCTEeMBl BEHTWISIIMU W KOHAMLHMOHUPOBAaHUS BO3[yXa, H30JALMIO OTHAENbHBIX
HH)XEHEPHBIX CUCTEM, UCIIONIb3YEMBIX B Pa3IMYHBIX 30HAX;

B) 0COOEHHOCTH TEXHOJOrMYECKOro Ipollecca, MOMeleHN U o0opynoBaHUS,
ITO3BOJIAIOIIAE CBECTH K MHHMMYMY BO3MOXHOCTh IEPEKPECTHOH KOHTaMHHALIUU B
MPOIECCe UX IKCIUTyaTallii, TEXHUYECKOTO 00CITy)KUBaHHS U OYMCTKH;

I) HCIOJb30BaHME 3aKPBHITHIX CHCTEM Ui 00pabOTKU U Tepenadyd Marepuaia u
MPOAYKTOB MPOU3BOICTBA;

) HUCIOJb30BaHUE M3OJIATOPHBIX YCTPOICTB;

€) HCIIOJIh30BaHMUE OJHOPA30BEIX MaTe€pPHAIIOB,;

’) WCIONB30BaHME BO3AYIIHBIX IUIIO30B M IepernagoB HaBICHUA IS
JOKAJIM3alliK TIOTEHIIMAIBHOTO COAEPIKAIErocsi B BO3/lyXe KOHTAMHHAHTa B Ipefenax
OIIpeIelICeHHOTO TToMeIIeHus (paboueil 30HbI);

3) CBeJeHHe K MUHHUMYMY PHCKa 3arpsi3HEHHs], BBI3BAHHOTO PELMPKYIIALUEH WK
MIOBTOPHBIM MCIIOJIb30BaHNEM HEOUYHILIEHHOTO MIIK HEJOCTaTOYHO OUYHIIEHHOTO BO3AYXa;

M) HCIOIB30BAaHHE CHUCTEM aBTOMATHYECKON OYHUCTKA C BaJlUJIAPOBaHHOU
pEe3yIBTaTUBHOCTEIO.

223. OprasHusalliOHHbIE MeEphl MO  KOHTPOJIO  PHUCKOB  II€PEKPECTHOM
KOHTaMHUHAIMK BKIIOYAOT:

a) BBIIEJIEHHE MPOM3BOJICTBA WJIM aBTOHOMHBIX HMPOW3BOACTBEHHBIX IUIOIIANEH
Ha OCHOBE NPOU3BOACTBEHHBIX MEPHOAOB (BHIACIEHHE ¢ Pa3/ielIeHHeM BO BpEMEHH) C UX
MOCJIeAyIoNel OUUCTKON B COOTBETCTBUU C BAIUAMPOBAHHBIMU MPOLIETypPaMU OYUCTKHY;

0) XpaHeHHe CleLHaTbHOM 3alUTHOMN OJEXIbl BHYTpU pabourX 30H, B KOTOPBIX
npousBoasaTcss BMKII ¢ BEICOKMM pHUCKOM ITEpEKPECTHOM KOHTaMUHALINY;

B) BepH(HUKAIUIO OYUCTKH MOCIe MPpou3BoAcTBa kaxaoro Buga bBMKII;

I) CHeHuaJbHBEle Mepbl mo oOpameHuto ¢ orxogamu npousBoactsa BMKII,
3arpsA3HEHHBIMH MPOMBIBHBIMH BOJAMHU U 3aIpSI3HEHHON OJIEXKIO0MH;

I) pa3paboTKy MPOLECCOB OUUCTKH IS TIOMEIIeHU# U 000pynoBaHUs, KOTOphIe
He HeCyT pHCKa epeKpeCTHON KOHTAMUHALIH;
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e) pa3paborky ¢opM 3amucei (IIPOTOKOJIOB), 3alONHIEMBIX HPU MPOBEJCHUU
OYMCTKH, Ui KOHTPOJS COOTBETCTBUS BBINIONHEHHBIX HPOLEAYP YTBEPKIACHHOMY
PYKOBOIHUTENEM OpraHM3allid TMOPSAAKY TIPOBEAEHUS OYNCTKH M MapKUpPOBaHUSA
00OpyIOBaHHS W TPOU3BOJACTBEHHBIX 30H JTHKETKaMM C MH(poOpMaumued o craryce
OYHCTKH;

X) WUCHONB30BaHHMEe  OOmMX  paboumx 30H OYMCTKM [0  IPUHLHILY
IIPOM3BOJICTBEHHBIX MIEPUOJIOB C pa3JieIEHUEM 110 BPEMEHH;

3)  HaJ30p 3a COOTBETCTBHEM JAEHCTBUIl epcoHana TpeboBaHusM [IpaBui.

224, YmakoBka BMKII nomxHa obecredyuBaTh COXpaHEHHE €ro KadecTBa B
TEUYEHHE BCEr0 CpoKa T'OOHOCTH IpU COOMIOACHHUH YCIIOBUHM XpaHEHHS, YTO AOJDKHO
OBITH MMOATBEPXKIACHO MccienoBaHusIMu ctabunsHocTH BMKII.

225. YnakoBka HedacoBanHoro BMKII B mnepBHYHy:0 yIakoBKy MOOJDKHA
OCYIIECTBIIATBECA C HCIIONB30BAHUEM CTEPUIBHBIX YHNAKOBOYHBIX MAaTE€pPHAJOB B
CTEPWIBHBIX YCJIOBHUSX B H30JHMPOBAaHHBIX pabouyMx 30HaX WIM H3OJATOPHBIX
YCTPOMCTBAX ¢ COOTBETCTBYIOIIMM KJIaCCOM YHCTOTHI BO3AYyXa.

226.1Ipu paspabotke wuHCTpykumid mo ymakoBke BMKII Heobxoxumo
IpeayCMaTPUBaTh IPOBEJIeHHEe POy, CBOIAIIKUX K MUHUMYMY PUCK NEPEKPECTHOH
KOHTAMHHAI[MM WM  CJIydalflHOW TIOJMEHBl. YNaKoBKa  ayTOJOTMYHBIX U
koMOuHupoBaHHbIX BMKII, copepskaiux KiIeTOYHbIE JTUHUM Pa3IU4YHBIX JOHODOB,
JIOJDKHA OBITH pa3enena Gu3nieck Uil 10 BpEMEHHU.

227.Tlepen HavajoM OIeEpaldd IO YMaKoBKe HEOOXOIUMO IPOBEPUTH CTATYC
OYKMCTKH YIIAaKOBOYHOTO MECTA M COIPSHKEHHBIX pabouuX 30H, H30JSATOPHBIX YCTPOUCTB,
yIIAKOBOYHOTO  OOOpPYHOBaHMS H  YAOCTOBEPUTHCS B  OTCYICTBMM B  HHX
HCIOJIB30BaBIIKXCs paHee HedacoBaHHBIXx BMKII, MarepuanoB s IpoU3BOACTBA
BMKII wiix JOKYMEHTOB, €CIi OHH He TpeOyIOTCS s BBHIOTHEHUS 3aI/IAaHUPOBAaHHON
orepauy. YOOpKY U OYHUCTKY YIIaKOBOYHOTO MeCTa HEOOXO0IUMO MPOBOAUTH COTIIACHO
IpoLeaype, YCTaHOBIEHHOM BO BHyTpEHHEH JOKYMEHTALUH.

228. HauMeHoBaHHe ¥ HOMep cepuM (BHYTPEHHMH KOJX) YIIaKOBBIBa€MOIO
nedacoBanHoro BMKIT qomkHBI OBITH YKa3aHbI Ha KaXK10M YIIaKOBOYHOM MeCTE.

229. Ilpn nocrymiennu HedacoBanHoro BMKII u ymakoBo4HEIX MaTepHaloB Ha
MECTO YMAaKOBKH CJIeAyeT MPOBEPATH UX KOJNUYECTBO, WACHTHYHOCTh U COOTBETCTBUE
HHCTPYKIUAM 110 ynmakoBke BMKIIL.

230. Ilpu ynakoske HedacoBanHoro BMKII Ha muHUM ciiemyeT KOHTPOJIUPOBATh!

a) OoOmui BHEUIHWH BHJ YMAKOBOK, B TOM YHCJIeé OTCYTCTBHE KOHTAMHHAHTOB
MEePBUYHOM YIAKOBKH, TAKUX KaK OCKOJIKM CTeKJa M (M) IJIaCTHKA M METAIIMIECKUE
YaCTHIIBI,

0) KOMIUIEKTHOCTb YTIaKOBOK;

B) HCIOJB30BaHHE Hajexamero Bujga HedacoBanHoro BMKII 1 ynakoBo4HBIX
MaTepuaios;

r) TpPaBHJIBLHOCTH HAaHECEHHS MapKUPOBKY;

I) TpaBHWIBHOCTH  pabOTBl  KOHTPOJBHBIX  YCTPOMCTIB  yIIAKOBOYHOIO
o6opynoBaHHUs.

231. He momyckaercs Bo3Bpar oOpasuoB BMKII wnu marepuanoB, B3ATBIX C
yIIaKOBOYHO# JTMHHH, Ha YIIAKOBOYHYIO JINHUIO.




4]

232. Ilpn BBIABIIEHUM PACXOXIEHHUSA, YCTAaHOBIEHHOIO BO BpeMs COCTaBIICHHUSA
OamaHca  MeXxJy  KOJHMYECTBOM  yIakoBbiBaeMoro  HedacoBanHoro  BMKII,
YIaKOBOYHOTO MaTepuajga M YHMCIOM MpOM3BEINEHHBIX eauHuIl ynakoBok BMKII,
OpraHM3allid CclefyeT IPOBECTH pPACCMOTPEHHE M YCTAaHOBHUTh IPUYUHY 3TOrO
pacxoxxieHus 10 Bbirycka cepun bMKII.

233. IMocne 3aBepllieHHs oOIepalHil II0 YNAKOBKE OCTABIIMECS YNAKOBOYHEIE
MaTepHraisl ¢ HaHeceHHBIM Ha HuX HomepoM cepur BMKII noymxHBI OBITE YHUYITOXXEHEI
C JOKYMEHTAJBHBIM oO¢opMIIeHHEeM ¢akTa WX YHHUYTOXeHHs. BosBpar Ha ckian
HEMapKUPOBAaHHBIX YIIaKOBOYHBIX MaT€pPHANIOB AOJDKEH IPOU3BOJAUTHECA B COOTBETCTBUU
C IPOLIeAyPOi, ompeaensieMOld BHYTpEHHEN JOKYMEHTAIUEH.

234. Mapkuposky cepun BMKII crnegyer ocymecTBiATh cpa3y IMOCIE YNaKOBKU
BMKII. Tlpu otnoxxerHoit mo BpemeHH MapkupoBke cepuud BMKII nocie ymakoBku
BMKII cnepyet IpUHITH MepBl, peA0TBPAILIAIOIINE OIIUO0YHYIO MAPKHPOBKY.

235.B opraHuzanuu JAOJDKEH OBITh OpraHU30BaH KOHTPOJb IPaBUIBHOCTU
OCYIIECTBIIEHHS MAapKHpPOBKU (HAampuUMep, HAHECEHHs HOMEpOB CepHil, Cpoka
TOJHOCTH), OCYIIECTBIIIEMOH KaK OTHeNbHas TEXHOJIOTMYECKas OIepanus HIA B
mpoLecce YMAaKOBKH, MOPSAOK OCYIIECTBICHHS KOTOPOrO JMOJDKEH ONpEenesaThCs
BHYTpPEHHEH JOKYMEHTALUEN.

236. Ina mapkupoBku cepun BMKII cnexyeT ucnonp30BaTh 3STUKETKH B PYJIOHE.
Hcmonp30BaHWe pa3pe3aHHBIX STHUKETOK JOIMyCKaeTcs IpU HEBO3MOXXHOCTU WIIH
Hellelieco00pa3HOCTH HCII0JIb30BaHMUS 3TUKETOK B PYJIOHE.

237.B opraHuzanyM OOJDKHBI IPOBOJUTHECS TPOBEPKH (PYHKLIUOHUPOBAHUSA
3JIEKTPOHHBIX YCTPOWCTB CUUTHIBAHUS KOJIA, CYETIYMKOB 3TUKETOK.

238. MapkupoBKa YyIaKOBOYHBIX MaTepHaOB, HaHECEHHas C IOMOIIBIO I€YaTH
HIH METOAOM THCHEHHS, JOJDKHA OBITh YETKOM M YCTOMYMBON K BBIIBETAaHUIO H
CTHPAHUIO B YCIIOBUSX XpaHEHHUS IPOAYKTOB IIPOU3BO/ICTBA.

239. Ha mepBHYHON M BTOPUYHOM YMaKOBKaxX Ha PYyCCKOM SI3bIKE OJDKHBI OBITH
yKa3aHbl CBEJCHHS, TIPEIyCMOTpeHHbIe cTaThell 36 ®enepanpHoro 3akoHa Ne 180-D3.

240. B cnydyae UCHONB30BaHHMA HU3KUX Temmeparyp xpaHeHus (munyc 20 °C u
HIDKE) JOJDKHA  HCIOJIB30BaThC  MApKUpPOBKA, YCTOMYMBAasT K  YKa3aHHBIM
TeMIIepaTypam.

XI. Kontpoab kauectBa BMKII, maTepnanos,
HCnoJib3yeMbIx asi npoussoacTtea BMKII

241. OcHOBHBHIMH 3aJja4aMH [pU OpraHu3anuu KoHTpoyisl kadectBa BMKII,
IIPOMEXYTOYHBIX MpoAykToB npomsBojacTtBa BMKII u MarepuanoB s mMpoH3BOJACTBA
BMKII, sasnsioTcs:

a) ocymectBieHre otbopa npo6 MarepuanoB s mnpousBoactsa BbMKII,
IpoMeXyTOUHBIX MpoxykroB npouspoactsa bBMKII, BMKII nunam, ynorHoMoO4eHHBIMH
PYKOBOAWTEJIEM OpraHu3alii, B COOTBETCTBUH C TIOPSAAKOM, OIIPENeIEHHBIM
BHYTPEHHEN JOKYMEHTALIUEN;

0) TmpoBeleHWe WCOBHITAaHUH MarepuanoB s npousBoactsa  BMKII,
MIPOMEXYTOYHBIX ITpoaykToB npousBoacTsa BMKII, BMKII nmunaM, ynojiHoMOYeHHBIMH
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PYKOBOAMTENEM OpraHMU3allid, B COOTBETCTBHUM C TOPSAKOM, OIIpeJeIeHHBIM
BHYTpPEHHEN NOKyMEHTallUew;

B) TIpOBEJIcHHE BaJIMAALMA METOIOB HUCIBITaHUI B cOOTBeTCTBUM ¢ m1aBoil XII
IIpaBwuu;

I') TpoBeleHHE HCCIeNOBaHHUSA CTa0WJIBHOCTH AN 00pa3oB OHOIOTHYECKOTO
MaTepuala, IpOMeXXyTOUYHbIX MpoayKToB mponsBoacTtea bMKII u BMKII;

o) CoCTaBjieHHe 3amucedl (IIPOTOKOJIOB), NOKYMEHTAJbHO MOATBEPIKAAIOIMINX
MpOoBeieHNe MEPONPUATHI 10 0TOOPY, UCIIBITAHUAM U KOHTPOJIIO NPoo;

€) oleHKa 3amucel (IIPOTOKOIOB), O(OPMIICHHBIX N0 pe3yJbTaTaM KOHTPOJIBHBIX
UCOBITaHUA MarepuanoB s npousBoactsa BMKII, mpomexyTo4HBIX IPOAYKTOB
npousBoactea BMKII, BMKII, Bkmovas HedacoBannsii BMKII, Ha npeamer ux
COOTBETCTBHS TpeOOBaHMSM crenupUKaluid, HOPMATUBHON JOKYMEHTAIuu (A
BMKII), TpeGoBaHUsIM BHYTpPEHHEH NOKyMEHTALlMH, a TaKXe OLEHKY OTKIOHCHHH OT
HUX;

XK) IpOBEIACHHME B OpraHU3allMd pacCMOTPEHUS MPUYMH  BBISIBICHHBIX
HECOOTBETCTBHMA TMpH OOHApYXEHWU HECOOTBETCTBUI pe3yJbTaTOB MCIBITAHUN
MatepuaioB mig npousBonctsa BMKII, mpoMexyTOYHBIX NMPOAYKTOB IPOH3BOJCTBA
BMKII, BMKII Tpe6oBanusM crieruduxanuii ¥ (1) HOpMaTUBHOM JOKyMEHTALUU Ha
BMKIL.

242. B cTpyKTypy HoJApa3eleHHs] KOHTPOJIA Ka4eCTBa JOJDKHBI BXOAUTH OHA WA
HECKOJIBKO KOHTPOJIBHO-aHAJIMTHIECKUX JTa00paTOPHid.

243. TlogpasaeneHre KOHTPOJIS Ka4ecTBa JOJDKHO 00ecriednBaTh:

a) OpraHH3aLMIO KOHTPOIS Ka4ecTBa IPOMEXYTOUHBIX IPOAYKTOB IPOU3BOJICTBA
BMKII, BMKII;

0) pa3paboTKy ¥ MpOBeACHNE MEPOIPUATHI Mo noBbieHuto kadecTBa BMKIT;

B) OCYIIECTBIIEHHE BXOIHOTO KOHTPOJISI U OLICHKHA COOTBETCTBHS KayecTBa
MarepuaiioB ais mpousBoncTea BMKII ycTaHOBNEHHBIM CHIEHU(pUKAIIM;

I) OCYUISCTBIEHHE MEXOMEPallHOHHOTO KOHTPOJIs Ha BCEX CTagusaX
TEXHOJIOTHYECKOTO TpoIlecca, KOHTPOJ KadecTBa U koMiuiekTHoctH BMKII;

o) pa3pabOTKy W BHeJpeHHe BHYTPEHHeHW JOKyMeHTallud, HeoOXOmMMOM I
(GYHKIHOHUPOBaHHS MOApa3leNeHuss KOHTPOJS KayecTBa, CIIOCOOOB M METOMOB
KOHTPOJII KadecTBa, B TOM 4YHCIE MpPeAyCMaTpUBAOILIMX AaBTOMATHU3ALMIO W
MEXAHM3ALHI0 KOHTPOJIGHBIX OINEpanuii, IMpOBeJeHUEe Hepa3pyIIaloNnlero KOHTPONIs, a
TakXke B cepe nmpou3BoAcTBa U obecrneueHus kauectsa bBMKII;

€) ompeAelcHHEe KPUTHYECKHUX IMOKaszarelield mapaMeTpoB M HMX ONTHUMAJBHBIX
HOPM, a TaKXe 0 BEIOOPY CPeICTB UX U3MEPEHUS;

) KOHTPOJB 3a COOMIOACHUEM YCIIOBUN Cpepl IOMELCHU;

3) TOATOTOBKY MOApa3JeeHU OpraHu3alyy K aTTeCTalyy;

) TpoBeneHue moATBepxkAeHUs coorBercTBus cepruu BMKII TpeGoBaHusM,
YCTaHOBJIEHHBIM IIpU rocyapcTBeHHoM peructpanuu bMKII;

K) KOHTPOJb 32 UCIIBITAHUSIMH, IEPEJaHHBIMH Ha ayTCOPCHHT;

1) TOATOTOBKY IIPETEH3Hi MpH HApyLIIEHHSX IOCTaBIIUKaMHM TpeOOBaHWH K
KauyeCTBY MIOCTaBOK MarepuanoB s npousBoactsa BMKII;

M) ompedelicHHe TNPUYMH HECOOTBETCTBUS CBOMCTB, XapaKTEpUCTHK H
[IapaMeTpoB OOBEKTOB, CHUCTEM,  HPOLECCOB M YCIOBMM MX OCYILIECTBICHUS
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TpeOOBaHUAM BHYTPEHHEW NOKYMEHTAIUH (fjajee - HapylleHue KadyecTBa), HapyIIeHHs
TEXHOJIOTHH TPOU3BOJCTBA, YXyAIIEHUS KadecTBa paboT W BBIMycKa Opaka, a Takxe
pa3paboTKy KOPPEKTUPYIOMIUX MU MPEeayNpeXKIalonX ACHCTBHI MO0 YMEHBIICHHIO H
(WM) ycTpaHEeHHIO BBISBIEHHBIX HECOOTBETCTBUI U HapyIlIEeHUIA;

H) JOKyMEeHTaJbHOe O(QOpMJIEHHE pe3yJETaTOB KOHTPOJBHBIX OIEpauui,
BeJICHHE ydeTa IoKazareieil kauecTBa MpOAYKTOB MPOU3BOACTBA, Opaka U ero IMpHUYHH,
COCTABJICHHE OTYETHOCTHU O KauecTBe npousBoaumMbix cepuii bMKII;

0) yuacTHe B IIpoleccax YIy4YIIeHHs KadecTBa IIPOM3BOJCTBA W MPOLYKTOB
npousBoacTBa BMKII.

244, Ha noppa3neneHue KOHTPOJIS KadecTBa MOTYT OBITH BO3JIOXKEHBI HHBIE
00S3aHHOCTH, B TOM YHCJIe BAIUAALNS METOIOB KOHTPOJBHBIX UCIBITAHUMA, yUYaCTUE B
OllCHKEe TpeJjlaraeMblX HW3MEHEHH B 00O0pyJOBaHHE, CHCTEMBI, IIPOLECCHI,
pPacCMOTPEHUH OTKJIOHEHWH, MpPETeH3Uil B OTHOIIEHMHM KauyecTBa U  OT3BIBE
BEITyIeHHBIX cepuit BMKII u3 obpamenusi.

245. IlepcoHan monpa3felieHUs KOHTPOJIS KadecTBa JOJDKEH HMETh JOCTYIl B
CKJIaJICKHE ¥ TIPOU3BOACTBEHHBIE 30HBI 151 0TOOpa MPo0 U MPOBEACHUS MOHUTOPHHTA.

246. TpebGoBanus k KoHTpoimto kadectBa BMKII, mnpenHa3sHaue€HHBIX I
KIIHHIYECKHX HCClIefoBaHui, u3noxkeHsl B rinaBe X VII [Ipasui.

247. Jna BMKII co cpokoMm rogHoctd A0 15 CyTok, i KOTOpBIX Tpebyertcs
ocymectBieHue Belmycka cepud BMKII no oxoHwanus mpoBeneHUs KOHTPOJIBHBIX
rcrbiTanuil faHHoit cepu BMKII, momkHBI NpUMEHATHCS KOHTPOJIBHBIE MCIIBITAHUS,
[T03BOJIAIONIME TPOBOJAUTH MpPEABAPUTENBHOE NOATBEPXKIEHUE COOTBETCTBHUS CEpHUU
takux BMKII TpeGoBaHMAM, YCTaHOBIEHHBIM IIPH TOCYJApCTBEHHON pErMCTpALMH
BMKII. Ilpouenypa moATBepkKACHUS COOTBETCTBHUS U Bbilycka cepuu Takux BMKII
IIPOBOJUTCA B JIBA dTaIla:

a) OLEHKa YIOJHOMOYEHHBIMH JIMLIAMHA OpPraHU3allMy 3amuceil, OTHOCAIMXCS K
npoueccy mnpousBogcTBa cepud BMKIL, u pe3ynsratoB MOHHTOPHHIA Cpelbl
ITOMEILEHUH, YCIOBUIl MpPOM3BOACTBA, OTKIOHEHHUN OT YCTaHOBJIEHHBIX IpOLEAYp H
KOHTPOIIbHBIX Pe3yJIbTaToOB I epBUYHOTO BhiMycka cepur BMKII;

0) oOlleHKa YIOJIHOMOYEeHHBIM JTUIIOM OpPTaHMU3ALMH PE3yJIbTaTOB OKOHYATENbHBIX
KOHTPOJIbHBIX MCIIBITAHUM JUIA 3aKIIFOYUTEIBHOTO NOATBEP/KIEHHS COOTBETCTBUS CEPUU
BMKII Tpe6oBaHuAM, yCTaHOBJIEHHBIM P ToCyAapcTBeHHOM peructpanuu bMKIT.

248. TlocraBka cepun BMKIL, nms koTopsix TpeOyeTcs OCyIEeCTBICHHE BBITyCKa
cepun BMKII 510 OkOHUaHUs TPOBENEHUS KOHTPOJBHBIX HCHBITAHUN, B CTOPOHHHE
OpraHM3ali¥  JO/DKHA  OCYHIECTBIATHCS  C  NPUIOKEHHEM  Pe3YJIbTarToB
nipenBapuTenbHoro koHTpoiisa kadectBa bMKII. Pe3ynprarbl okOHYaTEIBHOTO KOHTPOIIS
kadectBa BMKII nomkHBI OBITH HallpaBleHBl B aJipec OpraHu3aluii, B KOTophle Obla
ocymectiena nocrabka BMKII stoit cepun, B Teuenne 1 pabodero AHs Mocie OLEHKH
YIOJTHOMOYEHHBIM JIMIIOM OpraHM3alM pPe3y/bTaTOB OKOHYATENbHBIX KOHTPOJBHBIX
UCIBITAHUH JJI1 3aKJIIOYHUTEIBLHOTO TMOATBEepXKIeHUs1 cooTBeTcTBUA cepun BMKII
TpeOOBaHUAM, YCTAaHOBICHHBIM IIPH rocyapcTBeHHOM peructpauuy bMKIL.

249. B cnydae ecnm JOIMyCKaeTcs XpaHEHHe MPOMEXYTOYHBIX IIPOJYKTOB
npousBoactBa BMKII, momkHO OBITH ITPOBEIEHO UCTIBITAHUE UX CTa0MIBHOCTH.

250. Tlompa3neneHue KOHTPOJIS KayecTBa JOJDKHO MMETh AOCTYIN K CIEAYIOINEH
JOKYMEHTaLlUU:
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a) 3amucsaM (IPOTOKOJIaM) perncTpald M HCCIIEJOBaHUS KOHTPOJBHBIX
00pasIoB;

0) 3amucsM pe3yNbTaroB MpPOBENEHHBIX KamuOpOBOK M KBaiuuuKarmii
H3MEpPUTENBHBIX NPUOOPOB;

B) pesyinsraraM nonTrBepxaeHus coorBerctBus BMKII  TpeGopanmsMm,
YCTAaHOBJICHHHIM NPH  €r0  TOCYJapCTBEHHOH  perucTpaluy, JOKyMEHTaM,
HOATBEPXAAIOIIMMHA  KadeCcTBO  MarepuanoB  ans  mpousBoxactBa  BMKII,
IIPOMEXYTOUYHBIX MPOAYKTOB pon3BoacTea bMKII;

I) JaHHBIM MOHHTOPHMHIA Cpeibl IoMmenieHuid (BO3MyX, Bojxa, Jpyrue
TEXHOJIOTHUECKUE CPEJIBI); :

o) 3amucsaMH (IIPOTOKOJIaMH) 110 BAUAALMN METOAUK KOHTPOJIBHBIX UCTIHITAaHUH.

251. B opraHmM3anuu JODKHO OBITH OOecleuyeHO XpaHeHHE JIOKyMEHTAIHH II0
KOHTpoJir0 KadecTBa kaxnod cepuu BMKII B cooTBeTcTBHM C TpeOoBaHMAMH K
XPaHEHHIO JOKyMEHTAllWd [0 TPOM3BOACTBY M ymakoBke cepud BMKII,
ycrasoBieHHbIMH [IpaBunamu.

252. Orbop 00pa3suoB CTepUIBHBIX MaTepHanoB Ui mpousBogctBa BMKII,
CTepWJIBHBIX TPOMEXYTOUHBIX IpoaykToB IpousBoacTBa BMKII, BMKII nomken
OCYIIECTBIIATECS B CTEPUIBHBIX YCIOBUAX B YHCTBIX MOMEIEHHUIX C COOTBETCTBYIOILUM
KJIaCCOM YHMCTOTBI BO3LyXa.

253. Ot6op 00pa3noB HOIKEH OCYLLECTBISITBCA B COOTBETCTBUH C IOPSIKOM,
OIpele/ICHHBIM BHYTPEHHEH NOKYMEHTalWed M MpeayCMaTpHBAIOIIUM BKIIOYEHHE B
JOKYMEHTBl [0 HTOraM oTOopa 00pa3lloB CBENEHHH O JHUIAX, YHNOIHOMOYECHHBIX
PYKOBOAUTENIEM OpTraHHU3aLUU OCYIIECTBIATH 0TOOp Ipob, 00 MCMONB3yeMBIX METOJaX
1 060pyIOBaHKH, O KOJIMYECTBAX NPoO, KOTOpbIE OTOOPaHBI.

254. Tlopsmok or6opa 00pa3iioB AOKEH ONPEEIISTh:

a) wmertox orbopa 0OpasIoB;

6) ucHoIB3yeMoe 00OpYIOBAHHUE;

B) KOIHYECTBO 00pasiia, KOTOpOe JOIKHO OBITh 0TOOPaHO;

I) HHCTPYKLHH IO MOJrOTOBKE 00pasla K aHaJIu3Yy;

1) THI KOHTeMHepa, UCTIONB3YeMOT0 IS XpaHeHHsl 00pa3ia,;

€) MapKHPOBKY KOHTEHHEpOB C 0TOOpaHHBIMHU 00pa3LiaMy;

) Mepsl IPEIOCTOPOXXHOCTH IpH OTOOpe 00pa3slioB MaTepHajoB s
npomssozictBa BMKII, mpomexxyTouHnsIx npomykros npoussoactsa BMKII, BMKII;

3)  YCIOBHS XpaHEHUs 00paslioB;

M) MHCTPYKLMH IO OYUCTKE H XpaHEHHIO 000pyI0BaHuUs AJis oThopa o6pa3u03

255. Tlepeuenp oTOHMpaeMbIX 00pa3unoB B xofe LuKma mpouspoiacTsa BMKII
olpefieNiseTcs OpraHu3alliel ¢ y4eTOM IIPHHIUIOB YIPaBICHHS PHCKaMH IS
obecneuenus kayectBa BMKIL

256. KowurteiiHepsl ¢ oOpa3zlamMu JOJDKHBI OBITh MAapKHUPOBAaHBI C YKa3aHHEM
comepxuMoro (HaMMeHOBaHHe M KoJ), konudecTBa (06beMa, MacChl WM ILIOIIAIIH)
obpasia, Ha3BaHMEM METOAVKH HCIBITaHHSA obpasia, AaTel oT6opa mpob. Pabora ¢
obpasuamMu JIOJDKHA MPOBOJAUTECS C oOeclieYeHHMeM MHHMMHU3alMH DPHCKOB HX
CITy4aiiHOM MOMEHEI ¥ HETATHBHOTO BO3IEHCTBHS Cpe/bl MOMEIECHNH Ha 00pa3IbL.
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257. 3amumcu (mpoTokoibl) oTOopa 00pa3LoB CleoyeT XPaHUTh OJUH IO I0CIe
ucreueHuss cpoka rogHoctu cepur BMKII, HO He MeHee Tpex JeTr co OHSA UX
obopMIIEHHUS. _

258. Jlns npoBeeHUs KOHTPOJIBHBIX MCIIBITAHWN MaTepHalioB JIJIsl POU3BOICTBA
BMKII, mnpomexyrounsix mnpoxyktoB mnpousBoactBa bMKII, BMKII wmoryr
IIPUBJIEKAaThCSl KOHTPOJHHO-aHATUTHYECKUE TabopaTOpUM JAPYIMX OpraHu3aluil MpH
YCJIOBHH OCYLIECTBJICHHS KOHTPOJBHBIX UCIBITAHUM B COOTBETCTBUU C TpeOOBaHUAMMU
IIpaBun.

259. B cnmyuae TmpoBeAE€HHS KOHTPOJIBHOTO MCIBITAHUS B KOHTPOJBHO-
aHAJTUTHYECKOW ITabopaTOpuu JpPyrol opraHu3alddl OpraHU3alus OCYIIECTBISIET
nepeaady METOJUKU MCTIBITAHUS B 3Ty OpPraHU3aLMIO.

260. IlepenmaBaemas MeTOAWKa HCHBITAaHUS JOJDKHA IPONTH BalWAALUIO B
coorBeTcTBUH C rnasoi XII IIpasuin.

261. llepemaua METOAMKM HWCIBITAHUKA OT OpraHu3allMd B KOHTPOJBHO-
AQHAJMTHYECKYI0 J1adopaTopuio Jpyrod OpraHu3allid JOJDKHA  0GOpMISTHCA
TIPOTOKOJIOM.

262. IlomydeHHBIE pe3yJbTaThl KOHTPOJBHBIX HCIBITAaHHN 00pas3loB AOKHBI
OBITH OOPMIIEHBI JOKyMEHTAJIEHO B BHJIE 3anuceil (IPOTOKOJIOB).

263. 3amucu (IPOTOKOINBI) Pe3yJbTATOB KOHTPOJIBHBIX HCIBITAHUN JOJMKHBI
COZIePXKaTh:

a) HauMEHOBaHHWE U KOABl aHAJIM3UPYEMBIX MAaTepHalIOB, IPOMEXYTOYHBIX
npoxaykroB npoussoactsa BMKII, bBMKII;

6) Homep cepuu, HauMmeHoBaHue mnpomsBomutenss BMKII u (umm) ero
MIOCTaBIUKa;

B) CCBUIKH Ha crenuuKalud Ha MaTepuaibl, MPOMEXYTOYHBIE ITPOLYKTHI
npousogcTBa BMKII, BMKII 1 MeTonuku UX KOHTPOJIBHBIX UCIIBITAHUM;

I') TepeYeHb UCTIOIH30BaHHOTO 000PYIOBaHUS U 1aDOPaTOPHBIX MaTepHUaIOB;

) pe3yabTaTbl KOHTPOJIBHBIX UCIIBITAHUI, BKIIFOYAs PacyeThl;

€) CpOKH I'OIHOCTH HMCIIOJIb30BaHHBIX JIA0OPaTOPHBIX MaTEPHAIIOB,;

k) JIaThl IPOBEICHUS KOHTPOJIBHBIX HCIIBITAHU;

3) ¢aMUIUK 1 UHULIHATIBI JIUL, BHIIOTHUBIIUX KOHTPOJIBHBIEC UCIIBITAHMS,

) GaMWIMK U UHUIHAIEI UL, IIPOBEPUBIIUX PacUeThI;

K) 3aKIIOYeHHe O COOTBETCTBUM WJIM HECOOTBETCTBUH AaHAIM3UPYEMBIX
MarepuanoB mis npom3BoacTBa BMKIL, mpomexyTodHBIX NpOAYKTOB NPOM3BOZACTBA
BMKII, BMKII cieuudukanusm, JaTy ¥ NOAIUCH JUIA, YTBEpAUBLIETO IPOTOKOM.

264. JlabGopaTopHble MaTepHalbl, UCIOJIb3yEeMbIe IS IPOBEJEHHUS KOHTPOJIBHBIX
UCIBITAHUH (peaKTHBBI, MepHas II0CyJa, TUTPOBAaHHBIE pPacCTBOPHI, CTaHIAPTHBIC
o0Opa3upl, IHUTAaTeNbHBIE Cpelbl), JOJDKHBI  COOTBETCTBOBAaTh  TpeOOBaHUSM,
coAepXaluMcsl B MeTOJUKe HCIbITaHus. [IpUrotoBneHue peakTHBOB, THTPOBAHHBIX
pacTBOPOB, CTAHJAPTHHIX 00pa3LOB U MUTATENBHBIX Cpel JOJDKHO OCYIIECTBIIATECS B
COOTBETCTBHHU C METOJJaMH, OTIUCAaHHBIMU B METOJIUKE UCTIHITAHHUS.

265. JlomyckaeTcs TpH MPOBEACHHUN KOHTPOJBHBIX HCIBITAHUN HCIOJIB30BAHUE
BEIIECTB, IIOCPEICTBOM CPaBHEHHS C KOTOPHIMH OCYIIECTBIAETCS KOHTPOJb Ka4eCcTBa U
KOTOpBIE TPUMEHSIOTCSA JUIS KaauOpOBKHM CTaHIAPTHBIX OOpa3loB NpPOU3BOJUTENS
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JeKapCTBEHHBIX CPEJCTB, UCMONB3YEMbIX Ul KOHTPOJS KayecTBa M MHBIX IIeNeldl mpu
o0palleHn ! JIeKapCTBeHHBIX CPENICTB (Haliee — CTaHJapTHBIE o6pasisr). '’

266. B  kauecTBe CTaHHApTHBIX  00pa3slloOB  JOJDKHBI  HCIIOJB30BATHCS
(dapmakoneliHple CTaHJapTHBIE 00pas3lpl (IpUd UX HalW4uu). B cioydae oTcyTcTBUA
(bapMakoNedHBIX CTaHJAPTHBIX OOpPa3loB JEKapCTBEHHBIX CPEACTB B OpraHU3alUuH
MOTYT OBITH pa3paboTaHbl, aTTECTOBAHBI = M HCIIONB30BAThCA CTAHJAPTHEIE OGPA3IIEI
OpraHH3alIUY.

267. JlabopaTopHble MaTepHallbl Al MPOBENEHUS KOHTPOJIBHBIX HCIHBITaHUIM
(peaKkTUBBI, UX PaCTBOPBI, CTaHAAPTHBIE 00pa3Lbl H MUTATEIbHBIE CPE/Ibl) JOKHBI OBITH
MapKHPOBaHBI C YKa3aHHEM JaThl MPUTOTOBIEHHS, 1aThl BCKPBITUS C MPOCTABICHHUEM
IIO/IITHCH JIUIIA, TIPOBOJALIETO KOHTPOJIbHbIE UCIbITaHUA. Ha 3TuKeTKax AOMKHBI OBITH
yKa3aHbl CPOKH TOJHOCTH WJIH XpaHEeHUs, a Takke YCIoBUA XpaHeHus. i
TUTPOBAHHBIX PAaCTBOPOB pEarcHTOB HEOOXOAMMO YKa3bIBaTh JAaTy IOCIIEIHETO
YCTaHOBJICHHS THUTpA.

268. IlutarenpHble Cpeasl MOJDKHBEI OBITH HPHUTOTOBIEHBI B COOTBETCTBHU C
HHCTPYKI[UAMH POU3BOAUTENS UTATENBHOM cpenbl. [IpUroqHoCTs MUTaTENbHBIX Cpel
JIOJDKHA MPOBEPATHCS OpraHu3aleil epe UX UCTI0Ib30BaHUEM.

269. HcnbpiTanus MUKPOOHOJOTHUECKUX OOpa3loB AOKHBI OCYIIECTBILTHCS B
YHCTHIX TOMEIICHUAX HJIM H30JHUPOBAaHHBIX pPabOYMX 30HAX C COOTBETCTBYIOIUM
KJACCOM YHCTOTHI Bo3ayxa. i 3aBeJoMO KOHTAMHHUPOBAHHBIX 00pa3LiOB UCIIBITAHHS
JOJDKHBI POBOAMTHCS TOJBKO B U30JIMPOBAHHBIX pab04MX 30HAX.

270. HcneiTaHus Ha CTEpWIBHOCTH OOpa3loB JOKHBI OCYLIECTBIATHCA B
CTEPHIIBHBIX YCJOBUSAX B YHCTBIX MOMEIIEHHUSIX WX M30JMPOBAaHHBIX pabo4MX 30HAX C
COOTBETCTBYIOIIMM KJIACCOM YHCTOTHI BO3yXa.

271. Hcnonp3oBaHHBlE  MHMKpOOHOJOTMYEeCKHEe  Cpelbl  JOMDKHBI  OBITH
IOJ(BEPTHYTH JAEKOHTAMHHAIMA W YTHIM3alUNM B COOTBETCTBUM C TpeOOBaHMAMHU
BHYTpEHHEH JJOKYMEHTAIHH.

272. CopepxaHHe, KOHTPOJIb M HCIOJIE30BaHUE JIaOOPATOPHBIX XUBOTHBIX IS
KOHTpons MaTtepuanoB mig mnpousBoactBa BMKII, NpoMeXyTOYHBIX IPOAYKTOB
npomsBoactBa BMKII, BMKII ocymecTBisioTCs B COOTBETCTBUM C TpeOOBAHUSIMH,
yCTaHOBJIEHHBIMH IIpaBuiamu HaAnexamnien nabopaTopHOH IIPaKTHKH,
yTBep)KIEeHHBIMH NMpUKa3oM MuHHCTEepCcTBa 3paBooxpaHeHus Poccuiickon Penepanuu
or 1 anpens 2016 r. Ne 1991 «O6 yrBepxaeHuu [IpaBun Hamrexae 1abopaTopHoit
npakTHKNY» * (nanee — IIpaBuia Hajexamel 1a6opaTopHO# MPaKTHKH).

1 Crares 4 ®epmepansHoro 3akoma ot 12.04.2010 Ne 61-®3 «O6 o6palIeHHH JEKAPCTBEHHBIX
cpeactB» (Cobpanne 3akoHomarenscTBa Poccuiickoit @enepamuu, 2010, Ne 16, ct. 1815; Ne 42, crT.
5293; Ne 49, c1. 6409; 2013, Ne 27, cr. 3477; Ne 48, c1. 6165; 2014, Ne 43, c1. 5797; Ne 52, c1. 7540;
2015, Ne 29, c1. 4367; 2016, Ne 1, ct. 9; 2018, Ne 1, cT. 9).

I (OCT ISO Guide 35-2015. MexrocymapcTBeHHsIt cTanaapT. CTanaapTHBIe 06pasipl. O6mue 1
CTATUCTHYECKHE TIPUHIMNBI cepTHU(UKanuM (aTTecTaliy), BBEACHHBI B JCHCTBHE IPHKA30M
Poccrangapra ot 09.12.2015 Ne 2120-cT (omy6sukoBan M.: Cranpaprundopm, 2016).

2 3apeructpupoBaH MunuctepcrBoM toctunmu Poccuiickoit ®epepanmm 15 asrycra 2016 r.,
perucTpanuoHHbIN Ne 43232,
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273. Cpok xpanenus BMKII u cpox xpanenuss BMKII mnocine BCKpbITHA
TPaHCIOPTUPOBOYHOTO KOHTEHWHepa M (WIN) NEpBUYHOM YNAaKOBKU OIpEAEISAIOTCS II0
pe3yabpTaTaM onieHkH ctabunsHocTd BMKILL

274. HUcnbrtanus cradmibHOCTH BMKII 10MXKHBI TPOBOJUTECS B COOTBETCTBUH C
pa3paboTaHHBIM B OpraHM3aldd IUIAHOM HcnbiTanuid  ctabunsHocTw  BMKII,
YTBEPXKJECHHBIM PyKOBOJUTENEM OpraHU3aLHH.

275. IInan ucnerranus ctabunpHocT BMKII noimxen comepxats:

a) Komu4yecTBO uccienyeMsix cepuit BMKII;

0) omucanue yciaoBuil XxpaHeHus cepuii BMKII;

B) onuwcanne W (WIH) yKa3aHWe Ha  (QHU3MYECKHe, XUMHUYECKue,
MHUKpOOHOIOTHYECKHEe ¥ OUOJIOTHYEeCKIE METOJUKH UCTIBITAaHUM;

I') KpHUTEpUHU IPUEMIIEMOCTH Pe3yJIbTaTOB UCIIBITAHUIN;

n) omnucaHue neppuuHor ymakoBku bMKII;

€) NepPHOJUYHOCTH MIPOBEACHUS UCIIBITAHHIA.

276. Ilnan wucneitanus crabunsHOocTd BMKII nomkeH mpexycmaTpHBaTh
rccaenoBanue crabunpHoCcTH He MeHee onHou cepur bMKII B kax ol npor3BoAUMON
pacdacoBKe U B KaXXI0M BHJe nepBU4HOM ynakoBku BMKII.

277. Pesynpratel ucnbiTanus cradbuneHocTH BMKII, mnomyuyeHHsle Iocie ero
roCyIapCTBEHHOM perucTpalyd U OTIUYaloIIUecs OT MOIYYEHHBIX paHee pPe3yJIbTaToOB
HCIIBITAHUS CTAaOMIIBHOCTH, JOJDKHBI OBITH pacCMOTpEHBL. Pe3ynbTaThl HCHBITAaHUA
crabunpHocTy BMKII, He cootrBercTByromme cnenudukanuu Ha DBMKII, wnum
BBIABJIEHHAs B xojae ucmbiTaHus ctabunbHoctH BMKII mocne ero rocynapcTBeHHOI
perucTpanMy TEHACHUMS K YyMeHbHmIeHMIo cpoka rogHoctd DBMKII  nomxse!
paccMarpuBaThcs Kak MHQOpMalys, BIUAIONIAas Ha OTHOIICHUE OXXKUAAEMOH IOJB3BI K
Bo3MOXXHOMY pucky mnpumeHenus BMKII, c¢ paccMoTpeHHeM COOTBETCTBYIOIIMX
pI/ICKOB13 . Pesynprarel ucneitanus crabmwibHocTH BMKII nomkHBI OBITH 0(OpMIIEHEI
TOKYMEHTAaJBHO.

13 INpuka3 Poc3gpaBramzopa ot 02.08.2018 Ne 5071 «O6 ytBepxaeHun Ilopsaka oCyIIeCTBICHHS
BJIaJIellblaMi  PETHCTPAllHOHHBIX  yAOCTOBEPEHUH OHMOMENMIMHCKMX KIECTOYHBIX IPOJYKTOB,
OPH/IMYECKAMH JIMIIaMHM, Ha MM KOTOPBIX BBIIAHBI pa3peliCHUs HA MPOBEACHHE KIMHHYECKUX
UCCIeN0BaHuN OHOMEIUIIMHCKHX KJIETOYHBIX IPOAYKTOB, JHOO YIOJIHOMOYEHHBIMH HMMH JAPYTHMH
IOPHAMYECKHMH JHIAMH TIpHEMa, y4eTa, 06paboTKH, aHAIM3a U XPAHEHHs! OCTYNAIONIUX B UX aIpec
0T CyOBEKTOB oOpalieHuss OHOMEOWIHUHCKAX KICTOYHBIX MPOJYKTOB M OPraHOB IOCYIApCTBEHHOM
BJIACTH COOOMIEHHH 0 MOOOYHBIX JEHCTBHAX, HEXKENATENbHBIX PEaKIUIX, CEPhE3HBIX HEXKEIATENbHBIX
peaKkuuaxX, HeIpeIBHICHHBIX HEXeNaTeNbHbIX peakuusaX IpH [OPHMEHEHMH OHOMEIUIIMHCKHX
KJIETOYHBIX MPOAYKTOB, 00 OCOOEHHOCTSX HMX B3aUMOJEHCTBHS C JIEKAPCTBEHHBIMH IIpenapaTamm,
MEIUIUHCKUMH H3ICTHSAMHU, THIIEBBIMH IPOIYKTaMH, JPYTUMH OHOMEIMLIMHCKHMH KJIECTOYHBIMH
IpPOAYKTaMH, 006 MHIMBHAYAIFHOM HEMEPEHOCUMOCTH, a Taioke 06 MHBIX (haKTax M 00CTOATENLCTBAX,
NPEACTABISIONAX YTpo3y >KHU3HH MM 3I0POBBIO dElOBEKa MO0 BIMAIOMKX Ha H3MEHEHHE
OTHOILICHHSI OXXHIAEMOM TOJIB3BI K BO3MOXHOMY PHUCKY NPHMCHEHHsS OHOMEIUIMHCKHUX KICTOYHBIX
NpPOAYKTOB» (3aperrcTpupoBaH B MuHHcTepcTBe IocTHLHM Poccumiickoit ®enepauun 15.08.2018,
peructpanuonuslit Ne 51900).
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XII. Kpaaunpukanus, Bajauganus 1 Bepupukanus

278. B opraHuzaiyy JOJDKHBI OCYIIECTBIATHCS KBANIM(HUKALMS, BaJIMIalUd H
Bepudukays o60OpyIOBaHHUS, CHCTEM M IIPOIECCOB, CBS3aHHBIX C MPOU3BOICTBOM
BMKII (nanee — obopynoBaHue, CHCTEMBI, MPOLECCH), a TaKXKe BaJIJAlUs IIPOLIECCOB,
obecnieynBarommx ocyuiectBieHue npousBoactsa bBMKII. U3menenus o6opynoBaHus,
CHCTEM U IPOLECCOB AOKHBI 0QOPMIATECA AOKYMEHTANIBHO C MPOBEICHHEM OLCHKH
WX BIMSHUA Ha CTaTyc Bajmuaanuy (kBammdukanuy) u Ha kadectso BMKII.

279. Peunienus 06 o0peMax BAIMANH U KBATHGUKALIMKA 000PY/I0BaHUSA, CUCTEM M
IPOILIECCOB JOJKHBI OCHOBBIBATHCS Ha OLEHKE PHUCKOB JUIA OOeCIedeHHs KadecTBa
BMKII. Pe3ynpTaThl MpoBeAeHHBIX OLIEHOK PUCKOB s obecnieueHus kadectBa BMKII
JOJDKHBI OBITH 0(OpMIIEHBI TOKYMEHTAIBHO.

280.B OpraHu3aIuu JIOJIDKHO OCYILECTBIIATHCS IJIaHUPOBaHUE
KBaJM()UKAIMOHHBIX M BaTHAALUOHHBIX MEPOTIPUATHI ¢ pa3pabOoTKO BaIMAAIIHOHHBIX
¥ KBaJU(UKALUOHHBIX IPOTPaMM OpPTraHW3aIld{, OMNPENEICHHBIX B BalHIAIIHOHHOM
TUTaHe.

281. BanunanvoHHBIH MIaH JOJKEH COAepPKATh:

a) OIUCaHHWE OCHOBHBIX MPHUHIUIIOB BAJUIAINH U KBATH(DHUKALIVH;

6) 00s3aHHOCTH IepcoHaNa, 3aJeliCTBOBAHHOTO B COCTABIICHHH M BEHIMOJHEHHH
BaIMIaLIMOHHON TIPOTPaMMBI;

B) OINHKCaHWE BBIMOJIHEHHBIX paboT M0 BaduJallMd W KBaJIH(HUKAIHMH,
BKJIIOUatoniee 0630p cructeM, 000pyIOBaHM U MPOLECCOB, MOISKAIINX BaTUAALNN U
KBaTH(UKAIAH;

I) CBelJeHUs O IUIAHUPOBAaHUM M pa3paboTke rpaduka BaJUTAUUOHHBIX U
KBaJTM(UKAIIMOHHBIX paboT;

1) OINHCAaHUE TOPSJIKA OCYIIECTBJIEHUS KOHTPOJIS 32 BHECEHHEM W3MEHEHUW B
00opyioBaHKE, CHCTEMBI U IPOLIECCHI;

e) o0oCHOBaHUME YCTaHOBICHHMS  KpUTEpUEB IPUEMJIEMOCTH B  XOfe
BAJIMJAIIMOHHBIX W KBaTH(PHKAIIMOHHBIX paboT;

K) ONHMCAaHHWE MEpOIPHUATHHA IO IIOATOTOBKE (MEPEMOATOTOBKE), HHCTPYKTAXY
IIepCOHaNa, OCYLIECTRIIIOMIEro MpoBe/ieHHe KBATH(UKAILINH U BAIAJAIIHH;

3) nmnepedeHb (OpPM MPOTOKOIOB (3alMHCe) U OTYETOB MO KBAIHMGPUKALMH U
BaJIMJIAIIMH, YCTAHOBJICHHBIX BHYTPEHHEH TOKYMEHTAlUeH; '

¥) TpebOoBaHMS K MEPUOJUIHOCTH IPOBEICHUS BepUDUKAIIUN.

282. BanumanMoHHbBIE MEpONPUATUS JOJDKHBI IPOBOAUTHECS IEPCOHAJIOM B
COOTBETCTBHH C €ro JOJDKHOCTHBIMH OOSI3aHHOCTSMH C COOITIOJIeHHEM BaJIMIAIllHOHHBIX
HpOLEAYP, YCTAHOBJIEHHBIX BHYTPEHHEH IOKyMEHTalHUeH.

283. 1o pesynbraTaMm KBaTH(pUKAIMK (BATUAALXAN) TEPCOHAN, OCYIIECTBIISIOMIIMA
3TH paboOTHl, AOJDKEH (HOPMHPOBATH OTYET B IOPSAAKE, YCTAHOBJIEHHOM BHYTpPEHHEH
JOKyMEHTAaIUEH.

284. Ha pa3nuynele »Tanbl npomsBojcTBa BMKII Moryr paspabarbiBaThbes

OTJIeNbHBIE BAMIAMOHHBIE TUIAHBI.
285. Ilpu naHUpOBaHUH BaJIMJALIMOHHBIX MEPOIIPUATUIN JI0JDKEH HCII0JIb30BaThCA
TIPUHIAI YIpaBlIeHUd puckamu s obecneyeHuss kadectBa BMKII ¢ momTopHO#M
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olleHKOM puckoB mis obecnedeHus kadectBa BMKII, mpoBogumol mnocie BHECEHHs
U3MeHEHHUH B 000py0BaHUE, CUCTEMBI U (HJIH) IPOLIECCHI.

286.B  cinyyae mpencTaBleHHs ~— BaTMOAUMOHHBIX  (KBaJTM(UKALMOHHBIX)
NPOTOKOJIOB JPyroii opraHW3alyeil pyKOBOAWTENb IOApa3JeleHus obecredeHus
KOHTpPOJII KauecTBa JIOJDKEH MPOBEPHTh UX COOTBETCTBHE pa3paboTaHHEIM B
OpraHM3alliy BaTUJAIMOHHBIM (KBAIM(PHUKAOHHBIM) IPOLEAYPaM.

287.1lpy HaMM4YMd B BaTHJALNMOHHBIX (KBalM(UKALMOHHBIX) IporpaMmmax
HECKOJIBKHMX JTalloB IPOBEJCHUA BaMAAIMH (KBaIU(UKAIMK) BBIIYCK Ha CIEAYIOLIMA
sTan  BanMjanue  (KBalM(HKAMKM)  JODKEH  OCYLIECTBIATHCA  JIMIAMH,
YIIOJIHOMOYEHHBIMH PYKOBOAUTENEM OpraHU3aliH, YTBEPKAAIOIMUMH BalUJallMOHHBIH
(KBaTM(UKAIIMOHHBIM)  OTYeT. BhIMyck Ha cleAylolud STan  BalMJallyud
(xBaymMduKalMK) B cllydyae HaJIW4YWs OTKIOHEHMH B IIPEICTABIEHHBIX OTYETax O
IPOBEICHAN MEPONPUATHH 10 BaduAanuy (KBalH(UKALUM) OCYIUECTBISAETCS IIPH
YCIIOBHM HAJM4Ksl JOKYMEHTAIBHO OQOPMIIEHHOH OLIEHKHM OTCYTCTBHS CYILIECTBEHHOTO
BIMSAHAS TaKuX KpUTepueB U (WIKM) OTKIOHEHMA Ha IOCIEAYIOIIHE IPOLECCH!
BaTHIAIINN (KBATU(PUKALINN).

288. KBanuduKkaloOHHBIE W  BaJMJAllMOHHBIE TpeOOBaHHS K  BBOJUMEIM
00OpYIOBaHMIO M CHCTEMaM JOJDKHBI OMNpPEHENATHCS € yYeTOM HX KPHUTHYECKHX
apaMeTpoB ¥ MUHUMH3ALUN PUCKOB 11 obecneyenns kauectsa BMKIL

289. ITociie MOHTaXXa CHCTEM U OOOpPYIOBaHHS J[OJDKHa IPOBOJAUTBCS HX
KBaJTM(UKAI¥s, BKIIIOYAIOIIAs:

a) KBaIM(UKAIMIO MOHTaXa 00OpPYNOBaHHS, TPYOOIPOBOJAOB, MHXXEHEPHOIO H
KOHTPOJIbHO-M3MEPUTENIFHOTO  O0OpPYZOBaHMS ¥ IOATBEPXKAEHHE COOTBETCTBHUS
CMOHTHPOBaHHBIX CHCTEM M 000pYIOBaHHS YepTeXKaM U CHeLU(PHKAIUAM Ha HHX;

6) mpOBEpKY MHCTPYKIIMIi IOCTABIOMKa CHCTEM U 000pyIOBaHUA U TpeOOBaHHMI
10 UX 00CITy)KHBaHHUIO;

B) KaluOpPOBKY KOHTPOJIBHO-U3MEPUTEIHHOTO 000pYI0BaHHS.

290. ITocne kBamu(UKAMK MOHTaXa CHCTeM H 00OpYyHOBaHHS JOJDKHA OBITH
IpoBeleHa KBalHpUKalMsi UX (YHKIMOHUPOBAaHMSA, BKIIOYAIOMAs IPOBEJCHHE
UCIBITAHUM 110 MOATBEPXKICHHUIO TPaHUL] pabodMX IUANa3OHOB, BHIXOJ 32 KOTOPEIE
onpeenseT HanOoNbIIyro BeposTHOCTH NomydeHns BMKII nenauexaniero kayecTsa.

291.Tlo wroraM TmpoBeleHHUs KBAIUGUKAUUN (YHKIMOHHPOBAHMS CHCTEM H

- 060pyIOBaHHsA MOXET OBITH IIPOBelleHa JOpaboTKa IIaHOB 110 0OCTYKUBAHHIO CUCTEM

1 000pyIOBaHHUs, CTAHJAPTHHIX ONEPAI[MOHHBIX IPOLEAYP U NPOLEAYDP OYMCTKH.

292.Tlocne mpoBeneHUs KBaau(HUKauyd (YHKIHOHAPOBAaHUS MOJDKHA OBITH
NpoBeleHa KBATU(PUKAIMA dKcIuyartanuy. JlomyckaeTcs NpoBeleHHe KBaNM(UKaLUK
SKCIUTyaTallMd ¢ KBaiudukaiyed (QyHKIMOHMPOBaHHA MM BaluJalMed Ipolecca
npousBoactsa BMKII.

293. KBanudukanus  SKCIUTyaTallMM — JOJDKHA ~ BKIIOYATh  MCIBITAHHSA — C
UCIOIB30BanreM MarepuaioB mius mpousBoactBa BMKII u mpoBoauTeCA BO BCEM
paboueM nuamna3oHe npoueccos npousBoacTsa bBMKIL

294, Banmuganus mnpoueccoB mpousBoactsa BMKII nomxHa npoBOIUThCA IS
TIOATBEPXKIEHUS OCYIIECTBIICHUS mporeccoB mnpousBoacTBa BMKII B mpenenax
paboumx Iuana3oHoB, no3Bostomux noiay4ats BMKII nagnexaiero kayecTsa.
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295.1lpu  Bamupmamuu  mpouecca  npomsBogctBa  BMKII  koau4ecTBO
npousBefeHHbIX cepuii BMKII 1ommkHO omnpeznensTees ¢ y4eToM paHee MPOBEICHHBIX
BaJIMJAIUH IIpoLieccoB mpou3BocTaa 3Toro bMKII.

296. Ilo pesynbpraram Baympauuu npoiecca npousBoactBa BMKIT qomxHo OBITH
YCTAaHOBJIIEHO COOTBETCTBHE XapaKTepUCTUK U MapaMeTPOB TEXHOJOTHYECKOTO
npouecca mnpousBoactBa BMKII, HeoOxomuMmeIx st obecrnedeHus MPOU3BOJCTBA
BMKII Hagnexainero xagectsa (manee — KpUTUIECKUE XapaKTEPUCTUKU U TTapaMeTphI
TeXHoJIoru4yeckoro mpouecca). [Topsaok onpeneneHuss KPUTHISCKUX XapaKTEPUCTHK H
[IapaMeTpoB TeXHoJorm4yeckoro npouecca mnpouspojactBa BMKII gomkeH OBITH
OIpellelIcH BHYTPEHHEH NOKYMEHTALMEH C yY4E€TOM pe3ylbTaTOB OLEHKHA PHCKOB JJis
obecneuenns kayectsa BMKII.

297. Cepun BMKII, npousBeneHHBIE C LENBIO BaIMIAIIMH MpoLiecca MPOU3BOICTBA
BMKII, momxHbl cocTosTh u3 Toro >xe kommdectBa bMKII, 4to M minanmpyeMble k
npousBogcTBy cepu BMKIIL. Cucremsl u o6GopyooBaHHWe, HMCHOJB3yeMbIE s
Banuganuu npouecca npomsBoictBa BMKII, nomxHBI OBITH KBaTHQHUIIUPOBAHBI U
WCIIOJIB3YEMBIEC aHATTUTUYECKIE METOAUKH JIOJDKHBI OBITH BATUAMPOBAHEL.

298. Brinyck npou3sBeeHHBIX BamuaanuoHHBIX cepuii BMKII ocymiecTBisieTcs mo
PEIIEHUIO YIIOJITHOMOYEHHOIO JIULIA OPraHU3aIUHU B ClTydyae COOTBETCTBUS IPOU3BOJICTBA
IlpaBunam u cootBerctBuss BMKII TpebGoBaHusM, yCTaHOBIEHHBIM IIPH €rO
rocyJlapcTBeHHON peructpanuu, win cneuudukanmun Ha BMKII u TpeboBaHMAM
HOpPMAaTHUBHOMI JIOKYMEHTaILlUU Ha  BMKII B ciy4ae MIPOU3BOJACTBA
HezapeructpupoBanHoro bBMKII.

299. 3anyck mpoussojcTBa BMKII MoxeT OBITH OCYIIECTBJIEH [0 3aBepIICHHUS
BAIMJALIMOHHONW Iporpammsel. PemeHue o 3amycke NpOW3BOACTBA O 3aBEPIICHUSA
BAIMJAIMOHHOW  IIPOrpaMMBbl  JOJDKHO  OBITh  OQopMIIEeHO  HOKYMEHTAJIBHO,
OCHOBEIBATBECSl Ha OLICHKE COOTHOILIEHUS pUCKa K mojb3e oT npuMeHeHuss bMKII u
YTBEPXKICHO PYKOBOAMTEIEM OpraHU3aldd II0 IPEACTABICHUIO YIIOTHOMOYEHHOI'O
JIMIa OpraHU3alUY.

300. Banmupganus mporecca npomsBoactBa BMKII ocymecTBiseTcs Ha OCHOBE
IIOCJIEAOBATENBHOIO IPOU3BOACTBA HecKoNbkux cepuit BMKIIL Jlnga Bamupauymm
nporecca mnpousBoactBa BMKII pomkHO OBITP TNPOW3BENEHO HE MeHee TpeX
nocinenoBarenbHbix cepuit BMKIIL. JlaHHble MO BanuaalM MOTYT JOIIOJIHATHCA
ITaHHBIMH, TOYYe€HHBIMHU TIPH MIPOU3BOJICTBE Mocienyromux cepuit BMKII.

301. IIporokoun Banumammu npouecca npousojcTBa BMKII moimkeH BKIIOYATh:

a) Kparkoe omucaHue npoiecca npousBoactsa BMKII;

©) Kpartkuii 0030p moka3zareneit kadectBa BMKII 1 KpuTHYECKHX XapaKTEPUCTHK
¥ MapaMeTpPOB TEXHOJIOTHYECKOT0 Mpoliecca;

B) IepedeHb HCIOJIB3YyeMOro o0OpyHOBaHMS M CHCTEM (BKIIOYAs KOHTPOJIBHO-
U3MepuUTenbsHoe 000pyI0BaHNe);

I) MepedyeHb MOHUTOPHPYIOUIETO U 3aMCHIBAIOIIEr0 000PYIOBaHUS M CBEACHHUS
0 €ro KaJIuOpOBKe;

) TMepedeHb aHAIMTHYECKHX METOJUK M CBEeICHUs 00 UX BaIHUIAlWH;

e) ImaH orbopa o0pa3loB MarepuanoB maiusi mpomsBoiactBa BMKII,
IIpOMEXYTOYHBIX TpoaykroB npousBoactsa BMKII, BMKII;
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) TOPAMOK PETMCTPALUH U OLIEHKH pe3yJIbTaTOB aHaIM3a 00paslioB MaTepHaloB
ms npoussozctsa BMKII, npomexytodnsix npoaykroB BMKII u BMKIT;

3) 00sA3aHHOCTH IEpCOHAaJa, NPOBOMALIETO BaIUAAIMIO Mpolecca NPOU3BOACTBA
BMKIT;

M) CPOKH IPOBEAEHHUS BATHAALMH nponecca npoussoacTsa BMKIL

302. Bo BHyTpeHHell JNOKyMEHTAllMM JODKEH OBITh OINpeZeneH MOpAHOK
BepU(HUKAIMK IIPOIECCOB, BKIIOYAIOIMA IpOUENyphl KOHTPOJA XapaKTepPUCTHK
MOCTYIAMIIMX MaTepraioB s npousoacTsa BMKII, nepeuny nokasareinel kauecTna
BMKII 1 KpUTHYECKHAX XapaKTePUCTHK M IIapaMeTPOB TEXHOJIIOIMYECKOT0 mpoLecca I
obecneyenus npousBoactBa BMKII Hamiexamiero KadecTBa, a TakkKe KOJIUYECTBO
cepuii BMKII, neoGxonumoe 11 moATBepxkAeHus npoussoactsa BMKII Hapnexarmero
kauectBa. llogpasmeneHue oOecredeHHs KadecTBa JOJDKHO IPOBOTUTH OLECHKY
IPOLEAYPE KOHTPOJS XapaKTEPHUCTHK IOCTYNAIOWIUX MaTepHaJIOB Ml NPOU3BOJACTBA
BMKII 1 KpUTHYECKUX XapaKTEPUCTHK U IapaMeTPOB TEXHOJIOTUYECKOro Impolecca.

303. Yacrora B 00beMbl Bepudukanuu nporecca mpouspoacTsa BMKIIT nomxHEl
GBITH ONpeJeNeHsl BO BHYTPEHHe#l NOKyMEHTallMu. B opraHusallid JOJDKHO OBITH
obecIiedeHo TpoBeicHHe 0030poB BepU(MKALUU C BHECEHHMEM, IPH HEOOXOAMMOCTH,
u3MeHenui B npoiiecc npousBojactsa BMKIL .

304. Ilpu BaaMAaUMy TPAHCIOPTHPOBKH JOJDKHBEI OBITH ONpeReNeHbl MapLIpyThI
TPaHCIOPTUPOBKH C YYETOM OLEHKM PHCKOB BIIMSHKS B IIpOLieCCe TPaHCIIOPTHPOBKH
TEMIIEPATYPHBIX YCJIOBHH, BI@XHOCTH, BHODAIMH, BPEMEHH TPaHCMOPTHPOBKH, COOs
YCTPOMCTB perHCTPALlK JAHHBIX, HEOOXOQUMOCTH JOJIMBKH XKHAKOIO a30Ta.

305. YcnoBus cpedbl MOMeLIeH H, KOTOpEIe MOTyT ITOBIMATL Ha KauecTBo BMKII
u MarepuaiioB mis npousBojcrtBa BMKII, n0/KHEI MOHHTOPHPOBAaTkCS B IIPOLIECCE
TPaHCIIOPTUPOBKH.

306. Cpezcraa obecrieuenust (map, BoJa, BO3MYX, CHENUANbHbIE ra3bl), BIUSIOMMX
ga kauectBo BMKII, momkHeI OBITh BanHIupoBaHBL. HMH)XXEHEpHBIC CHCTEMBI,
obecreunBaroniie pacnpeneaeade W (W) IHOJTydeHHe TaKHX CPEICTB obecreveHus,
JOJDKHEI OBITH KBAJTM(UITHPOBAHEI.

307. MeTOAMKH, WCIONB3yeMble IpH KBAIM(MKALMK W BaIMAALHH HPOLECCOB
OYMCTKH, JTOJDKHBI OBITh BAIUAUPOBAHEI C yYETOM:

a) obecriedeHuss ~ OOHAapyKeHHs M KOJMYSCTBEHHOTO  ONpEAENICHHS
KOHTAMUHAHTOB B KOJIMUECTBAX, yCTAHOBJICHHBIX BHYTPEHHEH JOKyMEHTAIHEH;

6) DNOATBEPXKAEHHS OTCYTCTBMS BJIMSHHMSA KOMIIOHEHTOB aHAIH3MPYEMOro
Mmarepuaia (mpoAykra) Ha OOHAapyXeHHe U KOJMYECTBEHHOE  ONpENENeHHe
KOHTaMHUHAHTOB;

B) MOATBEPXKIEHHUs OTCYTCTBHS BIMSHHA Ha OOHApyXE€HHEe W KOIMYECTBEHHOE
ompeleieHHe KOHTAMMHAHTOB HA IOBEPXHOCTAX YHMCTHIX IIOMEIICHHH CpE/CTB
CaHHTapHON 006pabOTKH.

308. IIpu mpousBonctBe BMKII pekomeHIyercs HCIONB30BaHME OJHOPAa3OBBIX
MaTepuanoB (CTEPHIbHBIX IUIACTHKOBBIX ~PACXOAHBIX MAaTepHaloB, eMKOCTEH,
[03aTOPOB HANOJHSIOMUX YCTPOHCTB), HEe TpeOYyIOMMX IIPOBEJCHHS BalHAalAH
polecca UX OYUCTKH.

309. B ciyyae NpHMeHEHMS aBTOMATM3MPOBAaHHOIO MpOLECcCa OYHUCTKH JOJDKCH
GBITH BATMAMPOBAH MCIIONIB3yeMbIi pabounii Maria3soH HHXCHEPHOH CHCTEMBL.
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310.IIpu Banuuamuu TPOUECCOB OYMUCTKH HEOOXOIUMO IPOBOJUTH OLEHKY
BO3MOJXHOCTH MMKpPOOHOJIOTHYECKOTO 3arpsA3HEHHWs U, B Ccliydyae HaJu4uus B
cnenudukanuu Ha BMKII TpeGoBanmii mo coaepXaHUIO SHAOTOKCHHOB, 3arps3HEHUS
SHIOTOKCHHAMHU. BiusHHe BpeMeHH Iepe]] OYUCTKOW 000pyIOBaHUS U MHOTOPa30BbIX
MaTepuajoB W BpeMeHHM MeXIy HUX OUYHMCTKOH M  HKCHOJNb30BaHHUEM Ha
MHKPOOHOJIOTHYECKYIO YHCTOTY W 3arps3HeHHe SHAOTOKCHMHAMHU IOCie IpPOBEIEHUS
OYHCTKH JOJDKHO YYHUTBHIBATHCSA TNPH ONpeAelieHHH BPEMEHH BBIIEPKKH B TPS3HOM H
YHCTOM COCTOSIHHUSAX 00OPYIOBaHHS W MHOTOPA30BBIX MaTepUAJIOB MpU IUIAHUPOBAHUU
BaJTHallU¥ TIPOLIECCOB OUHUCTKH.

311. Banupanuio mpoluecca OYUCTKHA ClelyeT NPOBOJUTH IPU IIPOU3BOJCTBE
Heckonbkux cepuit BMKII. B 3toM ciyyae npu miaHMpoBaHMM BaluJalldy IIpolecca
OYHCTKH HEOOXOIMMO YYHTHIBATh IEPUOJUYHOCTH IHpom3BoiactBa cepuit BMKII s
HOJy4YSHHS JOCTaTOYHOTO KOJIMIECTBA JAHHBIX JJIS OLIEHKU KayeCcTBa OUUCTKH.

312. IlpoToKoNBl BaTMAALMMA IIPOIECCa OYMCTKH JOJIKHBI COJEP)KaTh OMHUCAHUS
MeCT 0TOOpa MpoO, 060CHOBaHMS BEIOOpa MeCT 0TOOpa Mpo0 M OIpeNeNsaTh KpUTEpUH
MIPUEMJIEMOCTH.

313. IIpoGsl OJ1si KOHTPOJISE OYUCTKH, KaK MPaBUIIO, OTOUPAIOTCS METOJ0M CBabOB
u (MIU) OMOJaCKUBAaHHUS Ha IOCNEeNHEeH CTaIud OYUCTKUA. Marepual, MCIONb3yeMbIi
g orbopa mpob6 MeToroM cBabOB, He IOJDKEH OKa3bIBaTh BIMSHUA Ha pe3ylbTaT
HCCIIeJOBaHUS Tpo0. ,

314. IleprogAMYHOCTS OYHCTKH IOJDKHA ONpEAENAThCS Ha OCHOBAaHHM OLEHKHU
puckoB mis kadectBa BMKII u cOOTBETCTBOBaTh KPHUTEPUSM IPUEMIIEMOCTH AT
MOJITBEPKACHUS BaIH/IAI[M METO1a OYHMCTKH.

315. B cimyyae eciid Ipy IpOBEICHUN BaIMJAIMH IIpoliecca OYUCTKU yCTaHOBIJICHA
He3(PPEKTUBHOCTh TIpoliecca OYMCTKM OOOpYIOBaHMS WIM BajuJalus Iporecca
OYHCTKH OOOpYIOBaHHS HEBO3MOXKHA, TO AN NIpou3BoAcTBa Kaxzporo Buga BMKII
HE0OXO0JMMO HMCIIOJIB30BATh OTAENbHOE 000pYIOBaHKeE.

316. IloBTOpHas BaiMAanus MPOLECCOB, KBaMU(pUKalusi 000py10BaHUS U CHCTEM
IO/DKHBI TPOBOJMTHCS B Ciy4ae BHECEHHS B Ipollecc, 00OpyIOBaHHUE, CHCTEMBI
HU3MEHEHHM, KOTOphIe MOTYT ITPUBECTH K BBIXOAY U3 CTPOs 000pYOBaHUS WU CHUCTEM,
yxyameHuo kadectBa mnpousBogumoro bBMKII, yxynamieHuro IpoOLECCOB OYHUCTKU H
TPaHCIIOPTUPOBKH, a TaKXKe CO3[aTh WHBIE PUCKU IJI MaTepHaIOB I IIPOU3BOJCTBA
BMKII, npomexyTounbix poaykTos npousBoactsa BMKII, BMKII.

XIII. IloarBep:kaenue coorBeTcTBHs Npon3BeaeHHoro BMKII TpeGoBanusm,
YCTAHOBJICHHBIM IPH €ro rocyiapcTBeHHOH PerucTpanuH,
u Beinyck cepun BMKII

317.B opraHuzauud JODKHO OBITH OINpeNeNeHO0 YHNOJHOMOYEHHOE JIMILO
OpTaHU3alii, KOTOpOe SBISIETCS OTBETCTBEHHBIM 3a BBINYCK Bcex cepuit BMKII u
IOJDKHO HMETh CBefieHHs 00 oOecrieuenun KavectBa Bcex cepuii BMKII u
OCYLIECTBIATh KOOPAMHAIIMIO MEp IpH YCTaHOBICHHM HECOOTBETCTBHMs KayecTBa
pou3BoIUMOit win mpousBeneHHo# cepun BMKII TpeboBaHusAM, yCTaHOBIEHHBIM IIPH
€ro TOCYIapCTBEHHON PEeTUCTPaLIUH.
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318. Kaxgas cepus BMKII nomkHa mnpodTH Mpoueaypy HTOATBEPKACHHS
COOTBETCTBUS TpeOOBaHMSM, YCTAaHOBIIEHHBIM IIPU TOCYAAPCTBEHHOHN pEerucTpaly,
OCYLIECTBIIEMYIO YNOJHOMOYEHHBIM JIMIIOM OpraHu3alli [0 €€ BHIIyCKa Ha
BHYTPEHHUN PHIHOK WJIA Ha SKCIOPT.

319. TIpou3BOACTBO, KOHTPOJIb Ka4yecTBa, TPAHCIOPTHUPOBKA U XpaHEHUE CEPUHU
BMKII moryT ocyniecTBIAThCA pa3IMYHBIMUA OpraHU3alsIMU. B ciiydae mpou3BoJcTBa
cepuii onHoro BMKII pa3nuyHpIMM OpraHU3alMsIMU OpraHU3allM, OCYIIECTBUBIIHE
BbImyck cepuii 3Toro BMKII, gomkHBI mpeAocTaBUTh BIAHENbLy PErucTPaliOHHOTO
ymoctoBeperns Ha 5ToT BMKII, wuHbOpMamuio 00 YHOJHOMOYEHHBIX JIMIIAX
OpraHu3alyy.

320. YonHOMOYEHHOE JIMLO OpraHu3aluy MpPUHAMAET pelieHHe O BblAade
paspemenuss Ha Bbimyck cepud BMKII mpu cooTBeTcTBHM Ipolecca IPOU3BOJCTBA
BMKIT Ttpe6oBanusm IlpaBun, coorBerctBuu BMKM crneunudukanmn Ha BMKII u
TpeOoBaHUSAM HOpMAaTUBHOU AoKyMeHTanuu Ha BMKII.

321. Ilpouexypa mnoarBepxaeHus cooTBeTcTBUs cepun BMKII TpeGoBaHuUsAM,
YCTaHOBJIEHHBIM TIPH €ro TOCYIJapCTBEHHOH perucrpauud, 4 QopmMa HAOKYMEHTa,
noxaTBepxkAaromero coorserctsie cepud BMKII Takum TpeboBaHUSAM, TOJKHBI OBITH
YCTaHOBIIEHB BHYTPEHHEH JOKYMEHTALHEeH.

322.Tlpyu moOATBEpXXIOEHHMM COOTBETCTBUSA  BhIMyckaeMod cepun  BMKII
TpeOOBaHUSAM, YCTAHOBJIIEHHBIM T@IPM  €ro  TOCYJapCTBEHHOW  perucTpaluu,
YIOJTHOMOYEHHBIM JIMIIOM OpraHU3alliy MOATBEPKIaeTCs:

a) HaIAYWEe y OpraHU3alMd JIMIEH3UHW Ha OCYUIECTBJICHHE NeATENbHOCTH IO
MIPOU3BOACTBY BMKH”;

0) coorBercTBHe mnpouecca mnpousBoacTBa cepurn BMKII u cepuit BMKII
TpeboBanusM IlpaBun u TpeGoBaHMAM, YCTAaHOBIEHHBIM IIPH TOCYJapCTBEHHOM
peructparuu nanHoro BMKII, a Taxoke TpeGoBaHUSAM BHYTpEHHEH JOKYMEHTAIUH;

B) OCYIIECTBIEHHE IMOCTaBKM MaTtepuanoB Jusa npomsBoactBa BMKII
MOCTaBIIKAaMH, IIPOIIECAIIUMHU KBATU(PUKALILIO;

r) wucnons3oBanue s npomsBoacTBa BMKII marepmanoB, coOTBETCTBYIOIIMX
TpeOOBaHUSAM, YCTAHOBJICHHBIM CIICU(UKAIMSIMH Ha MaTepUaIbl;

I) COOTBETCTBHE IIPOMEXYTOYHBIX TMpPOAyKTOB TmpousBoacta BMKII u
HeacoBaHHBIX BMKII TpeGoBaHmsaM, yCTaHOBIEHHBIM CeM(PUKALMIMU Ha HUX;

€) OCYIIECTBIEHHE KOHTPOJS IIPOI[ECCOB IPOU3BOJCTBA U METOIOB KOHTPOJIS
kauectBa BMKII,

X) YTBEpXAEeHHUE JHUIAMH, WMEIOIMIMMHA T[IOJIHOMOYMS B COOTBETCTBUU C
[IpaBunamMu, OTKJIOHEHMH | (WIM) W3MEHEHHH B TEXHOJIOTMYECKOM IIpolecce
nipousBozcTBa BMKII min koHTpoONe kauecTBa;

3) B cClydae BHECEHHS W3MEHEHHMH B pPETrUCTPALlMOHHOE JOChe Ha
3apeructpupoBanublii BMKII — Hanmuue pelneHus yrnolHOMOYEHHOTo ¢(erepallbHOro
OpraHa UCIOJIHUTENIBHOM BIACTH O BHECEHHH U3MEHEHUH B JOKYMEHTHI, COZlepKalluecs
B PETHCTPALIMOHHOM J0ChE Ha 3apeTUCTPUPOBaHHBIN BMKII";

" Yacrp 19 cratbu 2 Genepanproro 3akoxa 180-D3.
'3 [Mynkr 2 wactu 8 crateu 23 enepanbHoro 3akona 180-®3.
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M) T[pOBEeJCHHWE TMPOBEPOK M KOHTPOJBHBIX HCIBITAHWHA (B TOM YHCIE
AOIIONHUTENBHEIX OTOOPOB Mpo0, HHCIEKTHUPOBAaHMS, IPOBEPOK M HCIBITAHHIA,
BBI3BAHHBIX OTKJIOHEHUSMM B TEXHOJOTHMYECKOM IIpoliecce WK IUIAHOBBIMH
HM3MEHEHHSIMH ),

K) yTBEp)KIEHHE JOKyMEHTAlUH [0 TEXHOIOTHYECKOMY MPOLECCY MPOU3BOACTBA
BMKII 1 koHTpOIIIO KayecTBa B COOTBETCTBUU ¢ IIpaBuamuys;

Jq) HOpoBeleHHe BHYTPEHHHX ayIUTOB B COOTBETCTBHUM ¢ TpeboBaHusMu [IpaBui;

M) COOTBeTcTBHe YycioBuii xpaHeHus cepud BMKII ycraHOBIeHHBIM
HopMatuBHOM JokyMmeHTamueit Ha BMKII TpeboBanusm;

H) JOKyMeHTaJbHoe odopmieHue cootBercTBHs cepur BMKII TpeGoBanusM,
YCTaHOBJICHHBIM IIPH €r0 T'OCYIapCTBEHHOM PeruCTpaliiH.

323. Ilo pe3ynbTaTaM MOATBEPXKACHUS COOTBETCTBHS BBIycKaeMoii cepurd BMKII
TpeOOBaHHSM, YCTAaHOBJICHHBIM IIPH €0 I'OCYAapCTBEHHON PErHCTPALUK, COCTABISAETCS
NOKYMEHT, B KOTOPOM YIIOJIHOMOYEHHBIM JIMLIOM OpPTraHM3allH JAeTCs 3aKIIOYEHHE O
COOTBETCTBUU HMIIA HE COOTBETCTBHH ITpou3BeaeHHOM cepuu BMKII cnenudukammuu Ha
BMKII, tpebGoBanusM HopMaTuBHOU nokyMeHTauuu Ha BMKIL, TpeGoBanusam Ilpasu,
U TpeOOoBaHIAIM BHYTpEeHHEH TOKYMEHTAIIHUH.

324. Cepun BMKII nomxHBI BBIMyCKaThcs B oOpalleHue Mociie MOATBEPKICHUS
coorBercTBUA cepud BMKII TpeGoBanusM, YCTaHOBJIEHHBIM IIPH €ro rocyAapCTBEHHOM
PETruCTpalyy, YIIOJTHOMOYEHHBIM JIMLIOM OpTaHU3aIiH.

325. ina oGecrneyenus: HenomyuieHus Boimycka cepuit BMKII, mis xoTopsiX He
TIOATBEP>KACHO UX COOTBETCTBUE TPEOOBAaHUAM, yCTAaHOBJICHHBIM IIPH TOCYAapCTBEHHOM
perucTpaniy, OOJDKHBI MPUMEHATHCH Qu3udeckue (MOCPEICTBOM HCIIOJIB30BAHUA
OrpaHUYEHHUE AOCTyNa, PU3HUECKOro pa3jeneHus U (M) MApKUPOBKH) U SJIEKTPOHHEIE
(TocpeicTBOM HCIOJIB30BaHUS KOMIIBIOTEPH3HPOBAaHHON CHCTEMBI WJIH CpPEICTB
paio4acTOTHON UAEHTHU(PUKALMH) OTPaHUIHTEIIEHBIE MEPEL.

326. Beimmyck cepuu BMKII odopmisiercs mokymeHTansHO. ITopsmok BEITycKa
cepur BMKII m ¢opma poxkymenta o Boimycke cepur BMKIT 10mKHBEI OBITH
YCTaHOBJIEHBI BHyTPEHHEN JOKyMeHTalue.

327. Bemyck cepun BMKII nomkeH OBITH 3aperMCTPHpPOBAH YIIOJIHOMOYEHHBIM
JIMLOM OpraHu3alyH B peecTpe BhlTymeHHbIX cepuii BMKII opranuzarum.

328. 3anmucu o BeIycke B oOpamienre cepud BMKII HODKHBEI XpaHHUTBCS B
TeYeHHUe IIATH JIeT roclie Belmycka cepur BMKIT. '

329. B ciydae eciu cepus BMKII Opina npousBeeHa i Ipyrod OpraHH3alluu,
nocne JOKyMeHTalbHOro ogopmieHus Boirycka cepurt BMKII yroiHOMOYeHHOE JTHII0
OpraHM3aliy JOJKHO HANpaBUTh yBeAoMieHHe o Bhimycke cepun BMKII B anpec
apyroii opranmzanuu. Crocod u ¢opma yBemomiieHuss o Bbeimycke cepun BMKII
IOOJDKHBI ~ OBITh  YCTAaHOBJNEHBI  BHYTpPEHHeH  [OKYMEHTallMeld  OpraHu3allvy,
ocylecTBistomei Beinyck cepur bBMKILL

XIV. Ilperensnu no kavectsy BMKII
u oT361B BMKII u3 o6pamenust

330. B opranuzanuu 10JKHBI OBITH IPUHATE MEPHI 110 IIpHeMY, YUeTy, oOpaboTke,
aHaU3y M XpaHEHHIO, OI[EHKE U PacCCMOTPEHHIO IPETeH3Mi K Ka4eCTBY BBITYIICHHBIX
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cepuit BMKIT'® 1, mpu HeoGXoTMMOCTH, 1O ONEPATHBHOMY OT3BIBY M3 OOpAILEHHs
BhIMyIIeHHbIX ceprii BMKIL.

331. [Ipu paccMOTpeHMH U OLl€HKE HapyLICHHH KadeCTBa BBIMYILEHHBIX CEpHi
BMKII, a Takxe Mpu MPHHATHH pelIeHHH 00 OT3biBe U3 OOpalleHHsA BBINYIIEHHBIX
cepuit BMKII, KOppeKTUPYIOIIUX U NpefyNpeXAatolMX NCHCTBHH M APYyrdX Mep IO
CHIDKEHHIO pPHCKAa OpraHu3anyeil IODKHBI IPUMEHATHCA IPHHLMIBI YIPaBICHHS
prckamu 1t obecniedenus kadectsa bMKIL.

332. OTBETCTBEHHBIM 3a paCCMOTpPEHHUE MpeTeH3ui U HapymeHuii kadectBa BMKII
H TPUHATHE pelleHHi O Mepax II0 YNPaBICHHIO MOTEHIHMAIBHBIMH PHCKaMH VIS
obecneuenns kagyecrBa BMKII, Bkirouast npuem, ydet, 00paboTKy, aHaIHU3 U XpaHEHHe,
OLIEHKY W PacCMOTpEHHE NPEeTeH3HH 10 HApYMICHUIO KadyecTBa BBIMYLICHHBIX CEpPHiA
BMKII, ot3biB cepr BMKII u3 obpareHus, sBiseTcs NoapaszeleHue obecredeHus
KadecTBa. YIOMHOMOYEHHOE JIMIIO OpraHW3allii, KOTOpPOE Y4YacTBOBAIO B
NOATBEPXKAEHHH  cooTBeTcTBHS  BhImyckaeMod cepur BMKII  tpebGoBanusm,
YCTAHOBJIEHHBIM IIPH  €ro  TOCYyJapCTBEHHOH  pEeTHMCTpallMd, ©  BBIIYCKe
cootBercTByromel cepun win cepuii BMKIL, momxHO OBITH NMPOMH(YOPMHUPOBAHO O
PacCMOTpPEHHUH, JEHCTBUSAX M0 CHIKEHUIO PUCKA M OT3bIBY BBIIyIIeHHBIX cepuii BMKIL

333. B xome paboThl ¢ mpereH3usMH U HapymeHusiMu kadectBa BMKII momxno
OBITH YCTAHOBJICHO, OTHOCHUTCS JIH IIPETEH3Hs WM HAapyIIEHHE Ka4eCTBa BBITYIIEHHBIX
cepuii BMKII k ¢anscudukanam.

334. [NpeTeH3un, KOTOpbIE HE SBIAIOTCA CIEACTBHEM HapyIICHHSI KadecTBa
BMKII, mO/DKHBEI JOBOAHUTHCS AO CBEACHUS COOTBETCTBYIOLIETO MOIAPA3ACIICHHS HIIH
JHLA, OTBETCTBEHHOTO 3a PAacCMOTpPEeHHE, A ydeTa BO3MOXHBIX HEXEIaTeNbHBIX
peakuuit Wi 1no6ouHBIX JeHcTBuil npuMeHeHHs BMKII cooTBETCTBYIOIMX CepHit
BMKIL

335. PaccMoTpenre HapylneHHs KauecTBa BblmymleHHoW cepudi BMKII momkHo
BKJTIOYATh:

a) ompelelieHWe 3HAYMMOCTH Hapymenusa KadectBa BMKII, B Tom uwmcie
IpelyCMarpyuBaiollee WCIBITAHAS AapXUBHBIX 00pasmoB M IPOBEPKY 3amuced
(pOTOKOJIOB) MPOM3BOACTBA, YIAKOBKH, KOHTpONs M pacnpezeneHus cepurn BMKII,

16 TTpuxas Pocsmpasnanzopa ot 02.08.2018 Ne 5071 «O6 yreepxnenuu Ilopsaka ocymecTBICHHS
BIAZENblaMA  PETHCTPALlHOHHBIX  YJOCTOBEPEHMH OMOMEIUIMHCKAX KJIETOYHBIX IPOJYKTOB,
JOPHIMYECKHMH JIMIAMH, Ha HMs KOTOPBIX BBIIAHBI DaspelleHHs HAa MPOBEACHHE KIMHHYECKHX
HCCIIEI0BaHMH OHOMEIVMLHHCKHX KJIETOYHBIX MPOAYKTOB, JHOO YNOJIHOMOYEHHBIMH HMH IpPYTHMH
JOpPHIMYECKAMH JIMIAMH [IPHeMa, ydeTa, 0OpabOTKH, aHANIH3a ¥ XPAaHCHHs NOCTYMAIONIMX B HX aJ[pec
0T cy6BeKTOB OOpalleHns OHOMEIUIMHCKHX KIETOYHBIX MPOIYKTOB M OPTaHOB IOCYIapCTBEHHOH
BJIACTH COOOIIEHHUH 0 MOGOUHBIX NEHCTBHAX, HEXXEIATENbHEIX PEAKLHAX, CEPE3HBIX HEXENATENbHBIX
peaKIiAX, HEMpEIBHCHHBIX HEXeIaTeNbHBIX pPEakmHusIX MpH NPUMEHEHUH OHOMEIHIMHCKHX
KJICTOYHBIX IIPOJYKTOB, 00 OCOOCHHOCTSX HMX B3aHMOJEHCTBHS C JICKApPCTBEHHBIMH IIpeniapaTaMH,
MEIUIAHCKAMA H3ICTUSIMH, IHIIEBHIMH [POAYKTaMH, APYTMMH OHOMEIUIHHCKHMH KJICTOYHBIMH
IPOYKTaMH, 00 HHAMBHIYaILHON HENEPEHOCHMOCTH, a Takke 00 MHBIX (QaKTax u 0OCTOSTENbCTBAX,
IIPEICTABISIOMHUX YIPO3y JKH3HH HJIH 3/0POBBIO HeNOBeKa JMOO BNHSIOIMX Ha H3MEHEHHE
OTHOLIECHHS OXHUIAEMOH ITONB3BI K BO3MOXHOMY PHUCKY IPHMEHEHHS OHOMETHLUHCKHX KIETOYHBIX
IIPOAYKTOBY (3apermcTpuposan B MunucTeperse koctummn Poccuiickoit ®enepaunm 15.08.2018,
peructpanuoHHEIH Ne 51900).
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JoKyMeHTauu o mnoareepxacHuu coorBerctBusi BMKII pannoit cepum BMKII
TpeOOBaHUAM, YCTAHOBJICHHBIM IPU €ro TroCylapCTBEHHOM pPErHCTpalldd, U BHITYCKe
nanHou cepur BMKII;

0) HampapJeHHUEe 3ampoca JIUILY, 3asiBUBIIeMY MpeTeH3uto no kadectBy bMKII, o
Bo3Bpare obOpasua BMKII u ynakoBku HemoOGpokauectBeHHOW cepun BMKII, u, B
ciy4dae nosxydenus oopasia BMKII, mpoBeneHne cooTBeTCTBYIONIEH OLIEHKH;

B) OLIEHKY PHCKOB, KOTOpBIe BIEKYT HapyIlIeHHe KadecTBa BBHIMYIIEHHON Cepuii
BMKII;

I) pelleHHe N0 NPUHATHIO Mep MO CHHXXEHUIO PHCKA, B TOM YHCJE OT3BIB W3
obpatenus BoinynieHHo# cepuit BMKII wnu npyrue neiictBus;

I) OLEHKy BIUSHUSI, KOTOpOE MOXET OKa3aTh MpPUHSATHE pelleHHs 00 OT3hIBE
cepuud BMKII u3 obpamenus, Ha okazaHHE MEIUIIMHCKON MOMOIIM C MpHUMEHeHHeM
otr3siBaeMoro bBMKII;

€) yCTaHOBJIEHHWE NOTEHIMAJbHOW TpPUYUHBI (TPUYMH) HapyHIeHHs KayecTBa
BeIMyIeHHOU cepuit BMKII;

k) HeoOXOOUMOCTh B ONpeleieHHd M OCYIIECTBJIEHHH COOTBETCTBYIOIIUX
KOPPEKTHPYIOLIUX U MpeAyNpeXJaroluX NeWCTBUIl MO YCTPaHEHHWIO YCJIOBHM i
BO3HHUKHOBeHHUsI HapymieHus kadectBa bBMKII, a Taxke B olieHKe UX pe3yJbTaTUBHOCTH.

336. B cimydyae ecnu OOHapyXe€HO WIM MpeArnojaraeTcs Hajluude HapylnIeHUsS
KayecTBa KOHKpeTHOH BeImymeHHo# cepuit BMKII, mommkHa OBITH MpoBeneHa MpoBepKa
npyrux cepuii aroro BMKII, Bkmrodast uccnenosanue apyrux cepuit BMKII, kotopsie
MOTYT COJEp)KaTh MaTepHalbl, HCIOJB30BAHHBIE IIPH IPOU3BOACTBE U KOHTPOJE
HenoOpokadecTBeHHOH cepun BMKII.

337. PaccMoTpeHre HapylleHH# kadectBa BhimymieHHON cepuit BMKII nomkHo
BKJIIOYaTh 0030p HapylleHHWs KadecTBa paHee BboIMymeHHbIX cepuil BMKII Ha
UCIIOJIB3YEMOM TEXHOJIIOrHYECKOH JINHUU.

338. Pemenusi, nNpuHATEIE B XOA€ K II0O HTOTaM PAacCMOTPEHUS HapyIEHUS
kayecTBa BbimynieHHo#t cepun BMKII, nomkubl obecrneunBath 0€30MacHOCTH
MAlMeHTOB C YYETOM pHUCKOB, KOTOpble MOTYT IIOBJieYb HapylIeHHs KadyecTBa
BeiTymeHHoi cepun bBMKIL

339. Pe3ynbTaThl paccCMOTpeHHs IpeTeH3wid u HapymeHuit kadectBa BMKII,
NpeIHAa3HAYEHHOr0 JUIsl KIMHUYECKUX MCCIEAOBAaHUN, JOJDKHBI pacCMaTpUBAaThC C
yYacTHEM YIIOJHOMOYEHHOTO JIMI[A OpPTaHHU3alld COBMECTHO C IPEICTaBUTEIISIMH
opranmsaropa kiuHH4eckoro uccienoanus BMKII (B ciydae ecnu 310 He OJHO U TO
xe o). Ilo pe3ynmpraTamM paccCMOTpeHHUS NMPETEH3UH IOJDKEH OBITh cAeNaH BBIBOJ O
BO3MOKHOM BIIMSHUM NpeTeH3uu U HapymeHuid kadectBa BMKII, npennasHaueHHOro
JUII  KIMHAUYECKHX HCCJIeJOBaHWM, Ha JajbHeElllee MPOBEACHUE KIMHUYECKOTO
uccnegoBannss bMKIL

340. B cnyyasx, koraa HapyuieHue kadecTBa BblmyuieHHOU cepuit BMKII moxet
NPUBECTH K €€ OT3bIBY W3 OOpallleHus, OpraHu3anys J0KHa NMpOUH(GOPMHUPOBaTH 00
3TOM BIajienblla peructpanuonHoro yaoctoBepeHus BMKII (B cioydae ecnu 3TO He
OJIHO H TO K€ JIUIIO).

341.B cnydvasx, Korja IpUYMHA HApPYUIeHHS KadecTBa HE MOXeT OBITh
olpeJielieHa, J0JDKEeH ObITh IPOBeIeH aHallN3 Hauboee BepOATHON MPUYUHBI.
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- 342. B ciydae ecnu B KadecTBe NMPUYMHBI HApYIIEHWsS KadecTBa BBHIMYIIEHHON
cepuit BMKII npennmonaraercss win ycTaHOBIIEHA OIMMOKa MepcoHala, J0JKHO OBITh
MIPOBEICHO  JaJbHEWNIEe PacCMOTPEHHE BO3MOXHBIX IIPUYMH, IIPOLIECCHBIX,
IPOLETYPHBIX MIIA CUCTEMHBIX OIIHOOK.

343.Tlpu ycTaHOBJIEHMM HapylleHHs KadecTBa BalmymeHHod cepuii BMKII
opraHu3anuedl JODKHBI OBITh pa3paboTaHbl M MNPUHATEL KOPPEKTHUPYIOIIWE U
npenynpexaromue neicteus. [loapasnenenue obecredeHusi kadyecTBa OpraHU3ALUU
JIOJDKHO OLICHUBATh Pe3yJIbTAaTUBHOCTD TAKUX EHUCTBUM.

344. BHyTpeHHe#l JOKyMeHTalliell IOJDKHBI OBITh YCTaHOBJIEHBI MPOLELYPHL,
perylaMeHTUPYIOIIUE AESITeNbHOCTh II0 OT3BIBY K3 OOpallleHWs BBHIMYUIEHHBIX CEepUid
BMKII.

345. 3anmcu (poTOKOIIEl) 0 pacnpeneneHuu BoimymeHHo# cepun BMKII nomkHbl
OBITH JIOCTYIHBI JJIs JIKAI, OTBeTCTBeHHBIX 3a OT36IB BMKII u3 oOpamenus, u
coJiep)kaTh HHGOPMALHUIO O TOJy4YaTeNlsX BBHIMYIIEHHOW cepHH (C yKa3aHUEM ajpeca,
HoMepoB TenedoHa u (wnu) dakca, HOMEpPOB cepuil M KojudecTBa ynakoBok BMKII
noctaBieHHbIX cepuit BMKII), B ToM uucie B oTHomeHnu 3kcnoptupyeMbix bBMKII u
o6pa3uoB BMKII, nepenaHHbIX Ha SKCIIEPTHU3Y.

346. B nomoyiHeHHe K OT3BIBY M3 OOpalleHHs OpraHHU3alMsd AODKHA MPUMEHSITH
MepBI M0 MUHUMU3ALMKA PUCKOB, CO3/]JaBa€MbIX HapyIIEHUSMHU KadyeCcTBa BBITYILIECHHON
cepuu BMKII, Biurouas uHGOpMUpOBaHHE MEIUIIMHCKUX OpraHU3allMii B OTHOLICHHUH
HCITIOJIE30BaHMS IIOTEHITHABHO HeloOpokadecTBeHHOM ceput BMKII.

XV. ApxuBHbie 00pa3ubl

347. Ot6op u xpaHeHWe oOpa3loB MarepuaioB s npousBojcTtBa BMKII,
MPOMEXyTOYHBIX TpoayktoB mpousBoactBa BMKII, BMKII (nmanee — apxuBHbIE
0o0pa3mpl) OCYIIECTBISAETCA Ui OOecleYeHHs BO3MOXXHOCTH MX HUCCIIEOBAaHUS IpU
paccMOTpeHuH IpereH3uil U HapymeHuit kadectBa BMKII, mpoBepku cooTBeTcTBUSA
BMKII TpeGoBaHMsSM, YCTAaHOBICHHBIM IIPH €T0 FOCYJapCTBEHHONW PETUCTpAIiH.

348. Tlogpaznenenne obecreueHUs KadyecTBa OPraHU3allM B COOTBETCTBHH C
MOPSIKOM, OIpeleleHHbIM BHYTPEHHEH [OKyMEHTalMel, MODKHO BECTH 3aluCH
(TIpOTOKOJTBI), IO3BOJIAIONIHAE YCTAaHOBHUTH COOTBETCTBHE AapXHBHBIX OOpa3loB
npousseaeHHbIM cepusM bBMKIL.

349. ApxuBHbIe 00pa3lbl MIPOMEXYTOYHOTO Mpoxykra mpousBojcTtBa BMKII u
BMKIT fomKHBI XpaHUTBCS B T€UEHHUE OJHOTO rojia Mocjae UCTEYEHH CpOKa FOJAHOCTH
BMKII. Apxusssiii o6pa3zerr BMKII nomkeH ObITh yIakoBaH B IEPBUYHYIO YIIAaKOBKY B
COOTBETCTBHH C TPpeOOBaHMIMH TEXHOJIOTUYECKOT0 periiaMeHTa mpousBoacTsa BMKII u
TEeXHOJOTUYE€CKOU UHCTPYKLIMH.

350. ApxusHbie 06pa3isl cepur BMKII 11 KIHHUYECKUX MCCleA0BAaHUM TOKHBI
COXPaHATHCA HE MEHee JIBYX JIET I0CIIe 3aBepIIeHNs WM NpeKpalleHus] KINHUIECKOro
HCCIIEOBaHUsA, B KOTOPOM HcIoiib30Banack AaHHas cepust BMKII (B 3aBucumoctu ot
TOT0, KaKOH M3 IIEpHOJ0B JAOJbILE).

351. ApxuBHple 00pasupl MarepuaiioB i mpousBoactBa BMKII (xpome
pacTBopuTeNeli W paszbaButenedl, OyQepoB, BOIBI, MUTATENBHBIX CpPEeA) [OJDKHBI
XpaHUTBhCS He MeHee ABYX JeT mocie Belmycka cepur BMKII. VkaszanHblil nepuon
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MOJXKET OBITh COKpallleH, eclid B cHeHuduKanuy Ha MaTepualbl AJs IPOM3BOJCTBA
BMKII yka3aH uX MEHBIIMA CpPOK TOAHOCTH. ApXHBHBIE 00pa3llbl YIaKOBOYHBIX
MatepdanoB BMKII  1momkHBI  XpaHWTbCI B TE€YEHHE  CpOKa  TOJHOCTU
cooTtBeTcTByomero bMKIIL

352. MMHHUMANIFHOE KOJIMUECTBO apxWBHBIX 00pasinoB BMKII nomxHO OBITH
JOCTATOYHBIM IS IIPOBEACHUS HE MeHee YeM JIByX KOHTpOJIbHbIX ucnbiTanuii bBMKII B
COOTBETCTBHH C TPeOOBaHUAMH, YCTAHOBJICHHBIMH IIPU FOCYAapCTBEHHON PETUCTpallUH
BMKII. B ciny4yae mpousBojctBa Maisix cepuii BMKII MuHHMMalibHOE KOIHYECTBO
apxuBHBIX 00pa3ioB BMKII nomkHO OBITE JOCTAaTOYHBIM UL IIPOBEIECHHS OJHOIO
KoHTposbHOro ucnbiTaHiusd BMKII B cooTBeTCTBUM ¢ TpeOGOBaHUAMU, YCTAHOBIEHHBIMH
npu rocyapcrBeHHor peructpanun BMKII.

353. MuHMMaJIbHOE KOJMHYECTBO apXUBHBIX oOpasuoB cepun BMKII nmns
KJIMHAYECKUX MCCIICIOBAHUHA JOJDKHO OBITH JOCTAaTOYHBIM JUIsI IPOBEAEHHUS OIHOTIO
koHTpoJibHOro McmbiTanuss BMKII B cooTBeTcTBUM ¢ TpeOOBaHMSAMH HOPMAaTHBHOM
nokyMmeHnrtauuu Ha BMKIIL.

354. YcnoBuss XpaHeHHMS AapXUBHBIX 00pa3loB JODKHBI COOTBETCTBOBATH
TpeOGOBaHMAM crielMpUKaluii Ha COOTBETCTBYIOLIME MaTepUallbl Ul IPOU3BOJICTBA
BMKII, mnpomexyrounsie mpoaykthi mnpousBoactBa BMKII, BMKII u (unn)
TEXHOJIOTHIECKOTro pernaMenTa npoussojactsa bBMKIIL

355. B ciydae eciM OpraHM3amys HE SBJSETCS BIAAEIbLEM PETHCTPALMOHHOTO
yrnoctoBepernss Ha BMKII, mopsiiok or6opa, XpaHeHUs M AOCTyNa K apXHUBHBIM
o0pasiiaM JoJDKeH OBITh COTJIacOBaH C BIIaJENbLUEM PErHCTPAMOHHOIO yI0CTOBEPEHHUS

Ha BMKIL

XVI. IlpoBenenue noxaunniecknx ucciaegopannii BMKII

356. lns  ompenenenus oObema JOKIMHUYecKuX uccnenoBanuii  BMKII
YYHTBHIBAETCS: |

a) tun BMKII (ayTonoruyHbIi, aJulOreHHBIH 1 KOMOMHHPOBAaHHBIH);

6) mwnasnauenne BMKII (mpodunaxTuka, AMArHOCTHKa, JieueHHe 3a0oseBaHHH
WA COCTOSIHMM, COXpaHeHHe OepeMEHHOCTH U MEAUIIMHCKAs peaOuIuTalus);

B) HaJIM4He MeTuIMHCKoro u3aenus B coctase BMKII;

r) HaIWYhe TIeHEeTHYeCKOW MOMU(UKanUy KISTOYHOH JHMHHMH (KIETOYHBIX
nunnii) BMKII;

) HaIM4Me JIEKApCTBEHHOrO mpenapara (IpemnaparoB) IS MEIULMHCKOIO
npuMeHeHus u (Wim) papmaneBTryeckoil cydcranuuu (cyoctanumit) B coctae BMKILL

357. bazoBas cxemMa JOKJIMHHYECKHAX HCCIENOBaHMM  IIPUMEHSAETCS  JUIs
uccienosanus ayronoraunsix BMKII, cocrosimmx U3 KIeTOYHOW JUHUM (KJIE€TOYHBIX
nuHui) 6e3 reHeTHMYeCKMX MOIM(UKanuil M BCIIOMOIATENbHBIX BEIIECTB, B COCTaB
KOTOPBIX HE BXOMAT JIEKapCTBEHHBIE Mperapatsl, dapMaleBTUUYEeCKHe CyOCTaHUMH U
MeIuIMHCKHe u3nenus. [Ipu mpoBeieHHN TOKIMHUYECKUX UCCIeIOBAHUH aJllIOT€HHOIO
i komOmaupoBanHoro BMKII, a Taxxe BMKII, coxepxaiero JaeKapCTBEHHBIC
npenaparsl, (apMaleBTHYeCKHe CYOCTaHIMH, TeHETHYeCKM MOAU(UIMPOBaHHEIE
KJIETOYHBIE JMHUM W (WIM) MeIULMHCKHE H3[enus, 0a30Bas cxeMa JOKIHHMYECKHX
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HUCCJIEIOBAHUN JIOJDKHA OBITh JOTONHEHA WCCIEeJOBAaHUSAMH, MPeIyCMOTPEHHBIMU
nyHkramu 407-418 IIpaBui.

358. lokmuHNYECKHEe HCCIeJOBaHUA IPOBOIATCS Ha MOJENSX MaTOJIOTMYeCKOTO
npoiiecca U (M) COCTOSIHHSA YeJIoBeKa, IEMOHCTPHUPYIOIUX CXOIHBIA C 0KUAAEMBIM Y
yejoBeka Ouonornueckuit otBer Ha BBeleHme BMKII wmnm roMosiormyHoil Moaenu
BMKII B opranm3Me )XHBOTHBIX WM in Vitro (anee — cxoxas MOAETb).

359. Cxoxas Mozenb H0JDKHA 001aAaTh CleAyIONUMHI NpU3HAKaMU:

a) OBITH CO3/1aHA B OPraHM3Me MIIEKOIMUTAIOLINX;

©) OBITh cCOMOCTaBUMONM 1O (PU3HONOTMYECKUM pEaKIusiM C peaKusIMU
opraHu3Ma 4eJioBeKa B YaCTH, OTHOcAIIelcs K Mexanu3My nerictsus bBMKII;

B) HWMMYHHas TOJIepaHTHOCTH K BBoguMoMy BMKIT;

r) Hcmoik30BaTh crocod BBeaeHus bBMKII, cxomHbli co crioco6oM BBeIeHHS B
yeJoBeKa.

360. Ilpu HEmOJIHOM COOTBETCTBHUU CXOXEH MOJenu OO0JDKeH OBITh IMpOBe/eH
aHalli3 BIUSHUSA TaKWX HECOOTBETCTBHH Ha 3(dekTHBHOCTE U 0€30MacHOCTh
uccnenyemoro bMKIL

361. lomyckaeTcss HCMOJNIB30BaHUE HE SABISIOLIEHCS CXOXel Moaenu A
HCCIeIOBaHUH, HE CBA3aHHBIX C KIHHAYECKHM 3(PdeKkToM ONOMEeTUIIMHCKOTO
KJIETOYHOI'O MPOJAyKTa, HANpUMep, Ui HCCIEHOBaHUSA O€30IacCHOCTH CIoco00B
BBEJICHUS (XMPYPrU4eCKUX BMEIIATENBCTB, CBI3aHHBIX ¢ puMeHeHrneM BMKII).

362. Ilpn IPOBEACHUMN JTOKJITMHUYECKUX HUCCIIeNOBAaHUI IOy CKAeTCs
ucrons3oBanne BMKII, B cocTaB KOTOPOTO BXOAWT KIIETOYHAS JHMHHS SKHBOTHOTO
npoucxoxaeHus, cxogHoro ¢ BMKII, mnpenHasHaueHHBIM I MCHONB30BaHUA Yy
YyeJloBeKa B YacTU (PEHOTHIA KJIETOYHOW JIMHUH, COCTaBa, CIelU(UUECKOro AEUCTBUSL
Ha OpraHu3M, (HapMaKOoJIOTHUECKUX CBOMCTB, Mpoliecca IPON3BOACTBA B CIIy4asX, KOria
ucnone3oBanue BMKII, mnpenHa3sHadeHHOro Ui IPUMEHEHHS Yy  4eJIOBEKa,
HEeIOCTaTOYHO, HEBO3MOXKHO HIIM HellellecooOpa3Ho (Jaee — roMoJIOrHYHash MOJIENb
BMKII). I'omomormunas mozaens BMKII pomxHa OBITE mHoNydeHa IIPU IMOMOIIM
TEXHOJIOTHi, CXOJHBIX C TexHojiorusmu mnoaydeHus bMKII, npennazHaueHHBIX 1S
IIpUMEHEHHUs y 4ejioBeka. Pa3nuuus B TexHonoruu npousBojcrsa BMKII MoryT ObITh
00yCITOBJIEHBl MCIIOJB30BaHUEM JXHBOTHBIX B KauecTBE JIOHOpa W (WJIM) pEeLUIIHCHTA.
I'omonormanas momens BMKII nomkHa comepaTh KIETOYHYIO JIMHHIO, CXOXYHIO C
kneTouHoi auaueit BMKII, mpenHasHaueHHOTO AU MPUMEHEHHUS Y YeloBeKa, U UMeTh
CXO0XHil TpoduiIs 3KcIpeccupyeMblXx MapkepoB. ['omonormynas wmogens BMKII
JIOJDKHA COZIEPXKaTh Te JKe JIeKapCTBEHHbIe IpenapaThl, papManeBTHIECKHE CyOCTaHINH
1 (WIM) MeIUIUHCKHE W3IEeNHs, Haluuue KOTOphIX mnpemycmorpeHo B BMKII,
NpeIHa3HAYEHHOM JIJIsl IPUMEHEHUs y YelloBeKa.

363. KauectBo romoiyoruuHoii mozenun BMKII nomKHO OBITH COIMOCTaBHMO C
kadectBoM BMKII, npegHasHayeHHOro AJ1s IPUMEHEHHUS] Y YETI0BEKa, B YaCTH:

a) Ipoueaypbl 3abopa Ouonormdeckoro obOpasua (o6pa3loB) W OLEHKU HX
KauecTBa;

0) mnpoueaypsl MOJYyUYEHU U KyJIbTUBUPOBAHUS KICTOYHON JIUHHH;

B) MaHMITYJISIIHA C TEHOMOM H pUOOHYKIIEMHOBEIMH KHciIoTaMu (nanee — PHK);

r) mnpoueaypsl AuddpepeHIUPOBKU U TpaHCAU(HepeHIIUPOBKY;
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n) <¢enotuna u GyHKUUOHANBHBIX cBoiicTB BMKII (Bkmowas d¢eHOTHIT
KJIETOYHON JIMHWHM, NpH HAJIMYHAU - CEKPEeUHMI0 MPOAYKTOB KJIETOYHON JIMHUH,
OMOIOTMYECKYO aKTUBHOCTS in Vitro);

e) dopmel BMKII, npeanasHadeHHOH K MPUMEHEHUIO;

k) cocraBa BMKII (komu4ecTBO KJIETOK KIIETOYHOW JIMHUU, COCTaB
BCIIOMOTATENbHBIX  BEHIECTB, JIEKAPCTBEHHBIX IMpenaparoB, (apMaieBTUYECKUX
CyOCTaHIMI U MEIUIIUHCKUX U3/IETIHii);

3) TOKa3areseil xku3HecrnocoObHocTH KieTouHoi muHuu B BMKIL.

364. Bo3MOXXHOCTh JKCTPAIOJSIIMN TOJIYYEHHBIX I TOMOJIOTUYHOW MOJeNnu
BMKII panubix Ha BMKII, npenHasHaueHHbIN 1)1 IPUMEHEHUS Y YeJOBeKa, JOJDKHA
OBITH 000CHOBaHA.

365. Ilpy mnaHUpOBaHUU U NPOBEINEHUM IOKIMHUYECKUX HccienoBanuii bMKII,
opraHu3anvedl JOJDKHBI OBITh yuTeHBI TpeOOBaHHS, INPUMEHHMBbIE K IOKIHHUYECKAM
HCCIIeIOBAHUAM JIEKApPCTBEHHBIX MPENapaToB OMOIOTHYECKOTO MPOUCXOKACHHS.

366. Jlns paspaboraHHbIX 3a mnpefenamu Poccmiickoit ®epepanuu BMKIIL, B
OTHOIIEHHWH KOTOPHIX TOKJIMHHYECKHE HUCCIIeOBAHUS IIPOBEACHH B HEMOJIHOM o0BeMe,
HeOOXOAMMO  MpOBElIEeHHE  HEJOCTAIOMMX  JAOKIMHUYECKUX  HCCIIEeIOBaHMIA,
npenycMoTpeHHBIX [IpaBunamu.

367. Joxmmunueckue uccienopanus BMKII 1okHBI BKITFOYATh HCCII€I0BaAHMS :

a) cneuuduueckoro aeictBus BMKII Ha opranuswm;

06) ofmei U MECTHOI TOKCUIHOCTH;

B) oOpa3oBaHUsA OIyXOJNeBOH TKaHM (KaK 3JI0KAaYeCTBEHHOW, TaKk H
noOpoKavdecTBEHHOW) HemocpeAcTBeHHO U3 kieroyHod nuHuu BMKII, wusmenenuit
KJIETOYHBIX JIMHHUMA, Bxomamux B coctaB BMKII, B opranusme, KOTOpbIE MOXHO
paccMaTpHUBaTh Kak MpeloIyXoieBble (Jlanee — TYMOPOT€HHOCTbD);

r) cnocobnoctu BMKII mnpu ero mnprMeHEHHWH BBI3BIBATH OHKOIC€HHYIO
TpaHCOPMALIMIO KJIETOK pELWIHNeHTa U pa3BUTHE U3 HHUX ONyXonHu (Jamee —
OHKOT'€HHOCTb );

1) PemnpoayKTUBHON TOKCUYHOCTH.

368. OukoreHHOCTh JODKHA OBITH HccliemoBaHa a1 BMKII, conmepxamux
HeCleUaTH3UPOBaHHbIE KIIETKH WM CEKPETHUPYIOIUX (PaKTOPHI, BIHUAIOIUE HA POCT U
miuddepeHIpoBKy KieTok, a Takke Ani BMKII, Be3pIBaommX UMMYHOCYIIPECCHIO
WM COJIEpKalIUX reHeThuueckue Moaudukaimu, kpome BMKII, nmpeqHa3HaueHHBIX AT
Tepaniy MECTHOPACIIPOCTPAHEHHBIX M METACTATUYECKUX 37I0KAYECTBEHHBIX OIIyXOJIEA.

369. PermponyKTHBHasE TOKCHYHOCTH JOJDKHA OBITH HCCIIEJOBaHA B OTHOLUCHHUH
BMKII, npenHa3Ha4eHHBIX I JiedeHUS 3a00JeBaHHIl penpoAyKTUBHBIX OpIaHOB,
BIMSIHUSA Ha TeUeHHe OSpeMEHHOCTH M pa3BUTHE IUIOJAA, 3aBEIOMO IPEO0JIEBAIOIIUX
reMaro-IUlalleHTapHbIN Oaphep.

370. B poxmuanueckux ucciaegoBanusax BMKII nomxHO OBITH YCTaHOBJIEHO H
o6ocHoBaHo konudectBo BMKII, koTopoe miaHupyeTcs NPUMEHATh IIPU IIPOBEACHHH
KIMHHYECKOTO HCCIIE0BaHUA, OOOCHOBaHBl KpUTEPHUH BKIIOYEHHUS IAI[UEHTOB B
KIMHAYECKUE HMCCIEHOBAHMS U KPUTEPUHM HCKIIOYEHHUS NAIMEHTOB W3 KIMHHYECKHUX
HCCIIEeIOBaHUM, a TaKKe OmpedeieHbl OWoloruuecKkue Mapkepbl 3((eKTUBHOCTH H
MexaHnu3ma aerictBus BMKII.




61

371. Pe3ynbTaThl TOKCHKOJOTHMYECKHX M KHHETHYECKMX wHcciaemoBanuii BMKII,
IpefHAa3HAYCHHOrO0 I JIEYeHHS U NpOQUIAKTHKH OIyXOJiel M COAepIKallero
KJIETOYHYIO JIMHUIO, COCTOSIIIYIO U3 KyJbTUBHPOBAHHBIX KJIETOK MMMYHHOH CHCTEMEI
(mamee — KIETOYHBIE BaKIUHBI), IONyYeHHE KOTOPHIX OCYIIECTBIAETCS C
MCIIONB30BAaHUEM HEMJCHTU(PHLIUPOBAHHON CMECH ayTOJNOTMYHBIX QHTUTCHOB OIYXOJIH
U OKpY’Kalolux TKaHed (Hampumep, nuzaT, cMech PHK), nmomydyeHHBle B OTHOIIECHHH
OJJHOTO THIIA ayTOJIOTMYHOM COIMIHON OIyXOJIH, MOTYT OBITh SKCTPaNOJHPOBAHEl Ha
AOpyrde THIBl AyTOJOTMYHOH COJNHAHOM OIYXOMW IIPU YCJIOBHH HEHU3MEHHOCTH
TEXHOJIOTUY IIPOU3BOJICTBA KJIIETOYHOM BaKILUHBI, CITIOCO0a ee BBEICHHH.

372. UccnenoBanus crnenuduyeckoro aefictsust BMKII Ha opraHusM npoBomsaTcs
c mensro JeMoHcTrpanuu npuroaHoctd BMKII u mMexanusma ero AeicTBus INpu
IPUMEHEHUH Y 4JeioBeKa I NpOo(UIAKTHKH, TUATHOCTHKH M JIedyeHHs 3a0ojieBaHuUil
WIN COCTOSTHHMM IAI[MeHTa, COXpaHeHHUs] OepeMEHHOCTH U MEAUIIMHCKON peabunTaluun
MalyeHTa.

373. Ilpu npoBeAeHUU JOKIMHUYECKHUX UCCIENOBAaHUNH MOXET OBITh UCIIONB30BaHO
HECKOJIBKO CXOXXHX MOJETEH.

374.1lpu  npoBeneHWH  AoKiIMHMYeckux  ucciaenoBaHuii  BMKIT  mis
noaTBepxaeHus crnenuguueckoro peiicteus BMKII Ha opranusM HeoOXOIUMO
YCTaHOBUTH (MCCIIEAOBATD):

a) pesynbTar U (WIKM) MexaHu3M AeiictBus uccienyemoro bMKIT;

06) BIMSIHME Ha COCTOSHHE MMMYHHTeTa M (WJIM) T€YEHHEe WMMYHHBIX peaKLui
s BMKII, npepnasHaueHHBIX A1 MOAUGUKAIIMA UMMYHOJIOTHYECKUX PEaKIUid;

B) wuHterpauuio BMKII B okpy»xaromye TKaHu;

r) mnponudepanyro Kietok kietounoit muanu BMKII B opranusme penunmenra,;

I) coxpaHeHue Wi 6uonerpagauuio (3amemenue) BMKII in vivo;

e) craguu Au(GGEepeHLUPOBKH KJIETOYHOW JIMHHH, €CITH IPOXYKT COAEPXKUT
KJIETKH, He TOCTHUTIIHE TEPMHUHAIBbHOM AU depeHIIpOBKY;

%) oaddexruBHoe konmuectBo BMKII (ecnu He mpexrionaraercss UCNOJIb30BaHHE
OJTHOT'O HEJIEIMMOTr'0 KOJIMYECTBA);

3) ONTHMAJBHBIA pPEXHM M YacTOTy BBEJEHHUS B Clydyae MHOTOKPATHOTO
BBegeHnss bBMKII,

M) B3aUMOJEUCTBUE C JIEKAPCTBEHHBIMHU MpelapaTaMy, €CJIU MPEeANoIaraeTcs ux
coeMectHoe mnpuMeHeHue ¢ BMKII, Bxmodas o00OCHOBaHHE IIPOBEINCHHS TaKOIO
HCCIIEIOBaHUS M €ro METOJOB, a TakKXe IepeyHs JIEKapCTBEHHBIX IIpenapaTroB, C
KOTOPbIMH HEOOXOAMMO H3YYHTh B3aUMOJEHCTBHE, WIHM OOOCHOBaHHE OTKasa OT
IPOBEIEHNUS TaKOr0 UCCIENOBAHHUS.

375. JlaHHBIE JOKIIMHUYECKUX UCCIEAOBAHUM BKIIFOYAIOT:

a) o0ocHOBaHUE BBIOOpA MOEIH;

0) omnmcaHHe pa3IMYMN M CXOACTB MeEXJy MNaTodusnonorues 3aboneBaHMs
(cocTosiHUs), MOAETMPOBAHHOTO B XOJE HCCIENOBaHMS CIeUU(PUIECKOTO INEeHCTBHS
BMKII Ha opranusm, u natopusronorieii 3adboneBanus (COCTOSHUS), HaOMIOJAEMOro y
YeN0BEKa,;

B) 00ocHOBaHHE BIMSIHHS 3a00JIeBaHUS (COCTOSIHHSA) MOJIeNH Ha crienupuIecKoe
neticteue BMKII Ha opranusm;
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371. Pe3ynbTaThl TOKCHKOJOTMYECKHX W KHHETHYeCKHX uccaenosanuii BMKII,
NpeJHa3sHaYeHHOro JUld JIEYEHHs M MPOQUIAKTUKU OIyXOllell W COAepIKallero
KJIETOYHYIO JIMHUIO, COCTOSIIYI0 M3 KYJIbTUBUPOBAHHBIX KJIIETOK HMMYHHOM CHCTEMBI
(mamee — KJIETOYHBIE BaKIMHBI), IONyYeHHE KOTOPBIX OCYIIECTBIAETCA C
UCIIOJIb30BAaHMEM HEHICHTU(QULUPOBAHHON CMECH ayTOJIOTHYHBIX aHTUTE€HOB OITYXOJH
¥ OKpYXKalOIMX TKaHel (Hanpumep, nusatr, cMech PHK), monydeHHple B OTHOIICHHH
OJJHOTO THUIIA AyTOJOTWYHOHM COJIMIHON OIyXOJId, MOTYT OBITH AKCTPAIOJIUPOBAHEI Ha
ApyTH€ THUIBl AayTOJOTMYHOM COJMHAHOM OMyXONW TPH YCIOBHM HEH3MEHHOCTH
TEXHOJIOTUU IPOU3BOJICTBA KJIIETOYHOU BaKIIUHBI, CIIOC00a ee BBEICHUS.

372. UccnenoBanus cnenududeckoro aevictsus BMKII Ha opranusM npoBoasTcs
¢ uenso gemoHctpauuu mnpuronHoctd BMKII u mexaHwsma ero AeWCTBHSA IpU
IIpUMEHEHUH y YelloBeKa A NMPpO(UIAKTHKH, TUATHOCTUKHM W JIeUeHHs 3a00JIeBaHMM
WK COCTOSIHMM ITallUeHTa, COXpaHEeHUsI OEpEMEHHOCTH U METUIIMHCKOW peabuuTaliuu
MalyeHTa.

373. Ilpu npoBeneHNH TOKIMHAYECKHX UCCIEAOBAHUI MOXET OBITH HCIIONL30BAHO
HECKOJIBKO CXO0XXHX MoJieleil.

374.1lpu  npoBemeHWW  AOKIWHHWYECKUX  HcchlemoBanuii  BMKII  mna
noATBepxKAeHUus crenududeckoro neiicteus BMKII Ha opranusM HeoGX0quMO
YCTaHOBUTH (UCCIIEHOBATH):

a) pe3ynbTar U (WIM) MEeXaHU3M AeicTBus uccieayemoro BMKII;

0) BIMAHHE Ha COCTOSIHUE MUMMYHHTETa W (WJIM) TeUYEeHHE HMMYHHBIX peakiui
st BMKII, npennazHadeHHBIX A MOAUGUKAIIMY UMMYHOJIOTHYECKUX PEaKIIUi;

B) wuHTerpauuo BMKII B okpyxaromye TKaHH;

r) nponudepanuro Kietok kinerouHoi muuur BMKII B oprannsMe peLynuenTa;

1) coxpaHeHue iy buonerpananuio (3amemenue) BMKII in vivo;

e) cramuu IUdpGPepeHIUpOBKH KIETOYHON JIMHUHM, €CIH IPOAYKT COMEPIKHUT
KJIETKH, He IOCTHTIINE TEPMHUHAIBHON AU HepeHIIPOBKH;

X) sdpdexruBHOe KommuecTBo BMKII (ecnu He mpearnonaraeTcs UCIOIb30BAaHHE
OJTHOTO HEAETNMOTO KOJIMYeCTBa);

3) ONTHMAaNbHBIA pEXHUM M YacTOTY BBEIACHHS B Cllydae MHOTOKPATHOIO
BBegenuss bBMKII;

K) B3alMOJEHCTBHE C JIeKApCTBEHHBIMH IperapaTaMy, eClId MPe/IoIaraeTcs ux
coBMecTHoe mpuMeHeHHe ¢ BMKII, Bkmouas 0060CHOBaHHME TMPOBEAECHHS TAKOTO
UCCIICIOBAHUS M €ro METOJOB, a TaKkKe IepeyHs JIeKapCTBEHHBIX IPENaparoB, C
KOTOPBIMH HEOOXOIUMO H3yYUTh B3aUMOJEHCTBHE, HWJIH OOOCHOBaHHE OTKa3a OT
IIPOBEJICHUS TAKOTO MCCIICIOBAaHHS.

375. laHHbIe TOKIUHUYECKHUX HCCIEAOBAHUHN BKIIIOYAIOT!

a) o0ocHOBaHMe BEIOOpA MOJIEIH;

6) omnucaHue pa3NUUUM U CXOJCTB MeXAy marodu3uoyiorueili 3abojieBaHHs
(cocTosiHUS), MOAETMPOBAHHOIO B XOJA€ HCCIENOBaHHA CHENU(UIECKOTO AeHCTBHS
BMKII Ha opranusm, u narogusuosoruei 3a6oneBanus (COCTOSHUA), HAOIIOIAEMOTO Y
YeNoBeKa;

B) 00ocHOBaHHE BIHUAHUA 3200JIeBaHUS (COCTOSHHS) MOJEIH Ha CIelUpUIECcKOe
nericrBue BMKII Ha opranusm;
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r) 000CHOBaHHE BO3MOXXHOCTH JKCTPAMOJAIUM HOJYUSHHBIX JJIA MTOAXOIAIIEH
mozenu BMKII nanneix #a BMKII, ipenHasHadeHHbli 715 MpUMEHEHUs Y YelloBeKa;

) o0OoCHOBaHME NPUYUHBI HEBO3MOXHOCTH JEMOHCTpAIMH CHEIH(PHIECKOro
nevicteust BMKII B nonHoM o6beMe ¢ NpHUMEHEHHEM WCIOJNB3YeMBIX MOJENeH ¢
yKa3aHHueM cIoco0O0B IMOJTy4YeHUS HeIOCTAIONMUX JaHHBIX;

€) IUIaH INPOBEIEHHBIX HccieoBaHui crnenupudeckoro neiictBus BMKII Ha
OpTraHu3M.

376. HoxnuHudeckue uccnenoBanus BropudHoro neiictBus BMKII Ha opraHusm
IIPOBOJIATCS B CIIy4asx:

a) HalU4Yusl TEOPETHYECKUX WM  OSKCIHEPUMEHTAIBHO  IMOJATBEPIKICHHBIX
OCHOBaHMI TMoJyiarath, 4To 4acth creruduueckux 3¢dexroB BMKII moxeT OBITH
obycrnoBiieHa He Tobko B3aumoneictBueM BMKII ¢ o6bextamu Bo3geiicteus BMKII
(manee — MHIIIEHN ), HO U B3aMMOJIEHCTBUEM C HHBIMHU (CTOPOHHHUMH) MUIICHSIMU;

06) HamMuMe TEOPEeTHMYECKUX WM  OKCIEPUMEHTAIBHO  MOATBEPXKICHHBIX
OCHOBaHUI1 Moylarath, 4YTo 4acTh crenuduueckux 3¢dexkroB komnoneHToB BMKII, He
ABIIOIIMXCS KIETOYHOM JMHMEeH (JIeKapCTBEHHBIE MpernapaTsl, (apMaleBTHYeCKHe
cyOCcTaHLIUU, MEJUIIMHCKAE U3IENUs, MPOLYKTHI, CEKpeTHpyeMble KIETOYHOMH JINHHUEH),
obycioBneHa B3auMojercTBHeM KoMmnoHeHTOB BMKII, He SABIAIOMIUXCS KIETOYHOM
JUHUEHN, CO CTOPOHHUMHU MUIIEHIMH.

377. B xauecTBe Mojeneit mna ucciaenoBaHus BropuuHoro aeiictBus BMKII Ha
OpTaHU3M JOJDKHBI OBITh MCIOJIB30BaHbl CXOXKHE MOJIETH B COOTBETCTBHU C ITyHKTAMM
358-360 ITpasui.

378. Ilpu uccnemoBanuu BropuuHOro aevictBus BMKII Ha opraHusM JOJDKHEI
OBITh  yCTAaHOBJICHBI HaIM4YHe WIH OTCYTCTBHE 3((deKToB, 00yCIOBIECHHBIX
B3aMMOJIEICTBUEM CO CTOPOHHHUMH MHIIEHSMH, U CTEIeHb BBIPAKXEHHOCTH TaKUX
3¢ QeKTOoB.

379. KuneTnueckue UCCIEIOBaHUS IPOBOAATCA C LIETBIO UCCIEAOBAHUS MUT ALK
BBegeHHoro bMKII mnmm ero wactu, mpomomxutensHocTd cyinectBoBaHuss BMKII B
‘opra"u3Me 1 000cHOBaHUs crioco6oB BBeaeHus BMKIT.

380. Ilpu npoBeieHUH KUHETUIECKUX UCCIIEIOBAHUN TOMYCKAETCS UCIIOIH30BaHUE
TeX K€ MOJeNeil, YTO U MpU NPOBEJCHUN HCCIedOBaHUN CHEUPUUECKOro NeHCTBUS
BMKII Ha opranu3m 1 TOKCUKOJIOTUYECKUX UCCIIEAOBAHUMN.

381. [IpoBeneHne KHHETHYECKMX HCCIENOBAaHUNH MOXET OBITH COBMEIIEHO C
MIPOBEICHNEM TOKCHKOJIOTHYECKUX HCCIEeIOBaHUM U UCCIENOBAaHUU CIelU(pUIECKOTO
neiictBusi BMKII Ha opranusm.

382.B xome TmpoBeneHHS  KMHETHYECKHMX  HMCCIENOBAaHUM  HEOOXOAMMO
MIPOJIEMOHCTPUPOBATH:

a) o00ocHOBaHHOCTHh crmoco6a BBeaenus (mis BMKII, korma mecto aeicTBHA
BMKII oTnu4aercs oT ero MecTta BBeACHUS);

06) Murpanuio KIeToK KietouyHod juHuM (kineTouHbix JuHmi) BMKII u3 Mmecta
BBeneHus bMKII;

B) anmutensHOCTh cymectBoBanuss BMKII B opranmsme (ecnu npenrmosaraetcs
€ro ITOJTHAS WJIM YaCTHYHAS dJIUMUHALNS ) WK €ro MPUCYTCTBUE B OPraHU3Me B TEUCHHE
BpeMeHH, HeOOXOJMMOTO JJIS OKa3aHUs TepaneBTHIECKOro 3¢ dekTa;
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383. B cinyuae ecnmu BMKII npenHa3zHaueH s CeKpelMd B OpraHU3Me 4deoBeKa
(hapMaKoJIOTHYECKH aKTHBHOTO BEIECTBA, NOJDKHA OBITH M3ydyeHa (apMaKOKHHETHKA
ATOTO BEIIECTBA.

384. TokcHKOJIIOTHYECKHE HCCIEe0OBaHUS MPOBOJATCA C 1IENIbI0 OLIGHKH pHCKa U
oxumgaemoii mone3el oT npuMeHeHus BMKIIL. Tokcukonoruyeckue HccieIOBaHUS
JOJDKHBI IPOBOAMTHCS C YIETOM:

a) Tmoka3anuit k npumenenuio BMKII;

0) mpenmoiaraeMoro pexxuMa BBeAeHUs (0JHOKpaTHOE, MHOTOKPATHOE);

B) OXHIAEMOI'0 BpPEMEHH pa3BUTHA BO3MOXXHBIX TOKCHUYECKHX 3S(dexToB
(HeMe]IeHHBIe, B TeUeHHe 1-2 CyTOK IOCIie IEpBOro NPHUMEHEHHUS, OTCPOUEHHBIE);

r) cBeleHHU 0 TOKcHIHOCTH cX0xux bMKII;

I) CBeleHHi o crienuduueckoM aeiictBuu uccieayemoro bMKII Ha opranusm.

385. TOKCHKOJIOTHYECKHAE WCCIEAOBAaHUS JOJDKHBI IPOBOJUTECI C  Y4ETOM
tpeboBanuii [IpaBun Hagexamei 1abopaTopHO MPaKTUKH.

386.Ilpy  npoBegeHMHM  TOKCHKOJIOTHYECKHMX  HCCJIEJIOBAaHUH  JIOJDKHBI
HCTIOJIB30BATHCSA CX0XKHE MOJIEIIH.

387. B cnydae ecnm cxoxas MOJENb HE MOXET ObITh HCIOJNb30BaHa AN BCEX
3aIJJTAHUPOBAHHBIX UCCIICIOBAHUN TOKCHYHOCTH, YaCTh UCCIIEJOBAHUMN, HE CBA3AHHBIX C
BO3/IEHCTBHEM KJIETOYHOU JIMHUH HA OPTaHU3M, MOXKET OBITh IPOBEACHA Ha MOJIENH, HE
ABJIAIONIEHCS CX0XKeH, HarpuMep, UccliefoBaHNe 0€30IaCHOCTH CrIoco0a IpUMEHEeHHs U
npeaHa3HAueHHOTO JJIS 3TOT0 MEIUIMHCKOTO U3/eIHUs.

388. Hactp uccleqoBaHM TOKCHYHOCTH MOXKET OBITh NPOBEJEHA in Vitro IpH
HaJTUYHAHA 000CHOBaHMS.

389. Cnepgyer mcmonp30BaTh MOJENIb, Ha KOTOpPOH MpPOJEMOHCTPUPOBAHO
cunenududeckoe gerictreue BMKII Ha opranusM, ecium MoAelb, Ha KOTOpOW
npojeMoHcTpupoBaHo crnemuduyeckoe neiictBue BMKII Ha opraHumsm, Mo3BOJSET
MPOBECTH TOKCHKOJIOTHUECKHE UCCIIeIOBaHMs B COOTBETCTBHH ¢ IIpaBunamu.

390. CnegyeTr WCIONB30BaTh 3JOPOBBIX JKUBOTHBIX, €CIIM HCIIOJIb30BAaHUE
3I0POBBIX )KHBOTHBIX MO3BOJIAET MpUMeHATh uccaenyeMblii BMKII wim romosnornynyro
mozens BMKIIL.

391. HomyckaeTcss HCHOJB30BaHHE OJHOrO BHJA J>KMBOTHBIX, €CIIH Ha HEM
BO3MOJKHO MPOBEJEHHE UCCIIEOBaHUN BceX TpeOyeMBIX IoKa3aTeseil TOKCHYHOCTU. B
clIydyae HEBO3MOXXHOCTH HCCIIEIOBaHHs BceX TpeOyeMBIX MOoKaszaTeleidl Ha OJXHOM BHJE
’KHBOTHBIX JUIS HCCIIEJOBAHUS TOKCHYHOCTH HEOOXOIMMO HCIOJIb30BaTh HECKOJBKO
BUIOB )XMBOTHBIX HJIH JOINOJHUTEIFHO MOAEND in Vitro.

392. B cayvae ecnu BMKII npeanasHadeH HUCKIIOYUTENBHO A NPUMEHEHUS Yy
Jerefl, TOKCHUKOJIOTHYECKHE MCCIIeJOBaHUs OOIleli TOKCHYHOCTH JOJDKHBI OBITH
IpOBEIEHBl C HCIOJIb30BAaHHEM HEMOJIOBO3PENBIX JHUBOTHBIX JHOO IOJOBO3PEINBIX
KMBOTHBIX M MOJENH in Vitro, MO3BOJIIONICH MPOJAEMOHCTPHUPOBATh OE30MIaCHOCTH
npuMeHeHnss BMKII. B cmyuae, eciu BMKII mpennasHadeH Uil NpUMEHEHHMsS He
TOJBKO y JeTed, IIPOBEICHUS CIEHUAIBHBIX JOKIMHUYECKHX HCCIEOBaHHUH,
000CHOBBIBAIOIIUX IPUMEHEHHE Y AeTeid, He TpeOyeTcs.

393.1lo pe3ynsraTaM TOKCHUKOJIOTHYECKHX HCCIENOBaHHI JOJDKHBI  OBITH
yCTaHOBIIEHBI:

a) Hanuuhe (OTCYTCTBHE) TOKCHUECKUX 3((DEKTOB;
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6) KauecTBEHHAs W KOJHYECTBEHHAS XapaKTEPHUCTUKH HAOJOIaEMBIX MECTHBIX H
o0mMxX TOKCHMUYECKUX dS(PQEeKTOB IO CHUCTEMaM OpPraHoB, BKJIIOYAs BpeMsA WX
BO3HMKHOBEHHS,

B) (aKT MCYE3HOBEHUS TOKCHYeCKHX d3(PdekToB mociae MNpeKpalieHHs
npuMmeHenns bMKII;

I) 3aBUCHUMOCTh TOKcHYecKHX 53(dekToB oT konumuectBa BMKII (ecnm
MpEeAnojiaraeTcss INpUMEHEeHHe pa3nuuHbelx KommyectB BMKII B kimMHHMYeckux
UCCIIEAOBAHUSAX );

n) O6e3omacHoe konmmdecTtBo BMKII mis Havana KITMHAYECKHUX MCCIIEI0BaHHMIA.

394. Ilpu wucnons3oBanud B coctaBe BMKII BcrmomorarenbHBIX BeIIECTB,
TOKCUYHOCTh KOTOPHIX paHee HE HCCIeAOoBalach, B OTHOIIEHMM TaKHX BeIIECTB
TpebyeTcs npoBeJieHHe OTACNIbHBIX TOKCHKOJIOTHYECKHX UCCIeIOBaHUMH.

395. TpeGoBaHus K IIaHYy UCCIIEIOBaHUS OOIIIeH TOKCHYHOCTH:

a) IUIaH HcclleloBaHUSA OOIIel TOKCHMYHOCTH JOJDKEH COOTBETCTBOBATH
IUIaHUpYeMOMY KiuHuM4YecKoMy Hcnoibe3oBanuio BMKII. Crnegyer wucnons3oBaTh
cnoco0 u kpatHocTh BBejieHus BMKII, kotopele mpemmosiaraeTcs HUCIOJIb30BaTh IPH
KmHu4YeckomM npuMeHeHud DBMKIIL.  HecooTBeTcTBHS MeXIOy IUIaHUPYEMBIM
kiuHudeckuM npuMmeHeHneM BMKII u miaHoMm wmcciiemoBaHus 0OIIell TOKCHYHOCTH
JIOJDKHBI OBITH 000CHOBAHEI;

0) wucnonp3yeMoe KOJHYECTBO J>KMBOTHBIX JOJDKHO OBITH JTOCTATOYHBIM IS
BBISBIIEHHS TOKcHYecKHX 3(¢¢dekToB. PekoMeHayeTcs HCMONB30BaTh HEe MeHee 6-8
oco0eil MeNTKMX XXHUBOTHBIX (IPBI3YHBI) KaXIO0ro 1oJjia (3a HCKITIOYeHHEM CIy4daeB, Koraa
npumeHnenre BMKII npeaycMoTpeHO TOBKO Y TMAIHEHTOB OJHOTO 10JIa) U He MeHee 4-
6 ocobeii Gonee KPYNMHBIX >XMBOTHBIX Ha OJHO HcciemyeMoe koiqudectBo BMKIIL.
JlaHHBIE TOMKHEBI YUYUTBIBATHCS 110 KaXAOMY IOy pa3AellbHO;

B) B HCCIEIOBAaHUHM OOIMEH TOKCHYHOCTH HEOOXOAUMO  HCIIOJIB30BATh
KOHTPOJBHYIO IPYIITY, COCTOSIIYIO U3 )XUBOTHBIX, He nmoryqaromux BMKII. XKuBotHble
KOHTPOJIbHOH TPYIIBI MOTYT OBITH JIO’KHOOTNEepupoBaHb! (ecnu mpumeHeHue BMKII
IpeaycMaTpuBaeT OIEpPaTUBHOE BMeIIATeNbCTBO) W (WIM) TIONydaTh OTAeNbHbIe
xomrioHeHTE! BMKIT minn mnane6o.

396. UccnenoBanus oOmIedd TOKCHYHOCTH MpH OIHOKpaTHOM BBejeHMH BMKII
npoBoaarcs ans BMKII, nmpenHazHaueHHBIX OIS OAHOKPATHOTO W MHOTOKPaTHOTO
npumenenus. J[ng BMKII, npeaHa3sHaYeHHBIX A8 MHOTOKPATHOTO MPUMEHEHUS, TAKXKe
MIPOBOAATCS HCCIIEIOBaHUA OOIMIEeH TOKCHYHOCTH TPH MHOTOKPATHOM ITPUMEHEHHH
BMKII. [lonyckaeTcss TIpoBeA€HUE HCCIENOBAaHUNA TOKCUYHOCTH TOJBKO IpU
MHorokpatioMm BBeaeHuM BMKII npu ycnoBuM OLEHKHM COCTOSHMS XUBOTHBIX IIOCIIE
IepBoro BBeleHHs. JIIUTeNBHOCTh HAOMIOACHUS TpPU HCCIENOBAaHUM TOKCUYHOCTHU
JOJDKHA IIPEBBIMIATh MPOAOJDKHTENFHOCTh MCCIIEOBAHUH CHEU(PUIECKOro AeHCTBUS
BMKII Ha opraHm3M WM COCTaBIATh HE MeHee cpoka monHoil mHrerpauuun BMKII ¢
OKpY>KaroIMMH TKaHSMH, €CIIU NIPEATIONIaraeTcs TaKasi MHTETpaLys.

397. MakcuManbHOE HCIOJIB30BAHHOE B HCCIEIOBAHHAX OOIIEH TOKCHYHOCTH
koimaectBo BMKII 3aBucut ot cBoitctB BMKII 1 000CcHOBBIBaeTCsS B KaXXI0OM Cliydae
HHIUBUAYaTbHO. B cilydae ecin B KIWHUYECKHX HCCIENOBAaHUAX MpeAroaraercs
nonbop Ge3omacHoro u 3¢dextuBHOro KommdectBa BMKII, B uccnenoBanusx obieit
TOKCHUYHOCTH HEOOXOIHUMO H3YYHUTh paznnyHoe koiaudectBo BMKII. B ciydae eciu B
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KIMHUYECKUX HCCIIeJOBaHUAX OyIeT HuccienoBaThesas OxHO KoumyecTBo BMKII, B
HCCIIEIOBaHUAX OOIIEHl TOKCHYHOCTH MJOJDKHO OBITH MCCIIEIOBAHO MAaKCUMAJIBHO
Bo3MOxHoe KonndecTBoO BMKII st manHoit Mozpenu. IIpu OTCYTCTBMHM 3aBHCHMOCTH
s¢dexra npumenenuss BMKII ot kommyectBa BMKII makcuManbHOEe KOIHYECTBO
BMKII B mccinemoBanuu oOuieli TOKCHYHOCTH JOJDKHO OBITH OOOCHOBAHO HCXOLS W3
SKOHOMUYECKHUX U TEXHHUUYECKUX COOOpakeHUH.

398. UccnenoBaHusi MECTHOM TOKCHYHOCTH M B3aumozeidctsus BMKII ¢
OKpYXAIOIUMH TKaHAMH IIPOBOAATCI B MECT€ BBEJIEHHUS U, €CNH MpeArojaraercs, B
Mecte uHterpanud BMKII B okpyxarommue TKaHH, €CId OHO OTJIHYHO OT MeECTa
BBeAeHUs. [IpoBeneHre rucronorudeckoro uccieqoBanus Mecra BeeaeHus bBMKII u,
npu Hamuyuy, Mecra wuHTerpauuu bBMKII B okpyxkarommue TKaHU sBIsSETCA
obs3arenbHBIM. [Ipy MpoBeeHHH HCCIENOBAaHUSA MECTHOH TOKCHYHOCTH HEOOXOIHMMO
UCCIIeloBaTh IpU3Haku u3MeHeHus CTpykrypsl BMKIIL, npusHaku MecTHOM
BOCHAJINTENBHOM  peaKklWH, TOBPeXACHUS OKPYKAIOIMIMX TKaHed, IpHU3HaKU
BocnanutenbHoi uHGmIbTpauuu bBMKII, npuznaku U nuHamMuky oTropkenus BMKIIL.
HccrnenoBanus MECTHOM U 00IIeH TOKCHIHOCTH MOTYT OBITH COBMELIECHBI.

399. UccnepoBanus tymoporeHHoctd BMKII momkHBI MpOBOAUTECA Ha CXOXKHX
MOJIENIIX M BKIIOYaTh B Ce0d HCCIEIOBAaHHUS BO3MOXXHOCTH SKTOIMYECKOTO
MIPWKUBIIEHUS KJIETOYHBIX JIMHUH, BXoasmux B coctaB BMKIL. B ciywsae ecnu
MPEAYCMOTPEHO TONMUYECKOE MPHIKUBICHHE KJIETOK KJIETOYHOW JIMHUM, BXOHAIIEH B
coctaB BMKII, nomkHB NMPOBOIUTHCA HCCJIENOBAHUSA BO3MOXHOCTH H30BITOYHOTO
pocTa KIJIETOK KIETOYHOM IIMHUHK, BXojdwmwed B coctaB BBeleHHoro BMKII, ux
UMMOpTaIM3allii, B TOM 4HCle B OTCYTCTBHU H30BITOYHOIO POCTa, OOpa3oBaHUA
OUCIUTa3Wi, MeTalula3uid ¥ JpYyrux H3MEHeHMid, KOTOpble MOXXHO pAaCIeHHTh Kak
npenomyxoiessle. [l HeCenMaaTu3UpOBaHHbBIX KIETOK, Bxoaamux B coctaB BMKII u
NpeAHa3HAYeHHBIX [ pereHepaTUBHONM Tepamnuu, MHODKHBI OBITh  OLICHEHBI
 HampapjieHWs1 HMX AuQQepeHIUpoBKH, MOKa3aTelnM Je- U TpaHcAu(GepeHIMPOBKH U
pa3BUTHE HU3 KIETOK KIeTOYHoW IuHuM, Bxoasuwed B coctaB BMKII, Teparom.
I'mcTomoruueckue  HCCIEIOBAaHUS IIPH  OLEHKE TYMOPOTEHHOCTH  SBJIAIOTCA
oOsi3atenpHbIMH. llepedyeHb OlLIEHHBaeMbIX HW3MEHEHUH ompejenseTcs CBOWCTBaAMH
koHkpeTHOro BMKII u nomxkeH ObITh 060cHOBaH. [IpoAOIKATENEHOCTD HCCIIEIOBAHUS
TYMOPOT€HHOCTH He J0JDKHA OBITh MEHbIIIE TTPOAOKUTEIILHOCTH UCCIIEHOBaHuUs 00IeH
TOKCHYHOCTH. HccienoBaHus TYMOPOT€HHOCTH M OOIIEHl TOKCHYHOCTH MOTYT OBITH
COBMEIIEHEI.

400. UccnenoBarus oHkoreHHocTd BMKII mODKHEI HpOBOAMTHECS Ha CXOXKEH
mozmemu Jya Bcex BMKII, copepxkammux HecnenWanM3HpOBaHHBIE KIETKM HIIHA
CEeKpEeTHPYIOIMX (PaKTOPHI, BIUAIONIHAE Ha POCT B TU(dHepeHIMPOBKY KIETOK, a TaKkke
mis BMKII, BrI3BIBaOIIMX HMMMYHOCYIIPECCHI0O M IIPOHHMKAIOIIUX B CHCTEMHYIO
uupKysiuuo. MccrneqoBaHus OHKOT€HHOCTH JOJDKHBI mpoBoauthbes s BMKII,
MOJIBEPTHYTBIX T€HEeTUUeCKOH MOAN(HUKALUHU, a TAKKe COJAepXKalluX JieKapCTBEHHBIE
npernapatel ¥ (wikd) ¢QapmaneBTHUYeCKHe CYOCTaHIIMM U CEeKpeTHPYIOLIUX
(GhapMaKoJIOTHYECKH aKTHBHBIE BEIIECTBA, €CIH CBEACHHUA 00 OHKOT€HHOCTH
(dapMakoJIOTHYECKH aKTUBHBIX BEMIECTB, (apMaleBTHYECKHX CyOCTaHIMA |
JIEKapCTBEHHBIX IIpenapaToB OTCYTCTBYIOT. MccemoBaHus OHKOTeHHOCTH HE SBIIAIOTCS
obszatensHbiMu. it BMKII, mnpenHa3HauyeHHBIX Uil JIEYEHHS MALHMEHTOB C
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MECTHOPacCHpPOCTPAHEHHBIMH U METaCTaTUYECKUMHU OHKOJIOTHYECKUMHU 3a00JIEBAHUSIMH.
HeobxogumocTts uccnenoBanuii oukoreHHoctd HeIXx BMKIT nomkxHa 060CHOBBIBATHCS
WHAVBUAYAIbHO HCXOS W3 IOKa3aHWM K MpPUMEHEHUIO, CHelUPUYecKoro IeiCTBHUSA
BMKII Ha opranusm, QapMakoJoOTHYeCKHX CBOWCTB M WHBIX ¢(akropoB. BMKII, B
OTHOLIEHUU KOTOPOrO HE IIPOBEACHO UCCIAEAOBaHMN OHKOT€HHOCTH, SBJISETCS
NOTEH[UATBHO OHKOTE€HHBIM.

401.Ilpu mpoBenenun wuccrnegoBanuii oHKoreHHocTH BMKII HeobxomuMO
KOHTPOJIUPOBaTh 0OpazoBaHue omyxonu B Mecte BBelneHus BMKII u B oTmameHHBIX
opranax. KomuyectBo, wactora u KpatHocTh BBefeHUsT BMKII pomkxHBl OBITH
ob6ocHoBanbl. Kpatnocts BBenenus BMKII B umccnemoBanmsx onkoreHHoctd BMKII
JOJDKHA OBITh yBeJIMUYEHa 110 CPaBHEHHIO C IMPEAINOJIaraeMoOi KPaTHOCTHIO BBEACHHS B
kmuHudeckux uccaenoBaHusx BMKIL Cpokx HabmiogeHus 3a 1abopaTOPHBEIMH
’KUBOTHBIMHM TPH HUCCIEAOBAHUAX OHKOTEHHOCTH JOJDKEH COCTABIATH 24 Mecsla s
Kpeic U 18 MecsueB Ons MbIIed, UM WHOM OOOCHOBaHHBIA CPOK, IPEBBIIIAIOIIHIMA
IPOJOJDKUTENFHOCTS HCCIeOBaHUs o0mell TokcHuyHocTH. (0s3aTeNIbHBIM — MPH
IpoBeAeHUN wucciefgoBaHuii oHKoreHHocth BMKII  sBisercss ucCoib30BaHUE
KOHTPOJIBHOM TIpyIIBbl XUBOTHBIX, He mnoayvaromux bBMKII. HMcnons3zoBanue
KpPaTKOCPOYHEIX TECTOB M TECTOB in Vitro Jyis omeHKH oHKoreHHocTd BMKII He
IOILYyCKaeTCsl.

402. UccnenoBanmus penpoaykTuBHod TokcuuyHOocTd BMKII pomkHBI OBITH
nposefeHsl B oTtHomeHMM DBMKII, comepxamux JeKapcTBEHHBbIE Ipenaparsl,
dapManieBTHUECKHE CyOCTaHIIMM WM CEKPETUPYIOIHX (papMaKoIOTHIecKH aKTUBHBIE
BEeIleCTBa, €CJIM CBEJCHUS O pPenpoOAYKTHUBHOW TOKCHUYHOCTH JIEKAPCTBEHHBIX
npenapaToB, ¢dapMalneBTHUeCKUX CyOcTaHumii #  (HapMaKOJOTHYECKH aKTHBHBIX
BEILIECTB OTCYTCTBYIOT, a Takxe Ayt bBMKII:

a) IpeAHa3HAYEHHBIX JUIA JIedueHUs 3a00JeBaHU PerpOyKTHBHBIX OPTaHOB;

6) TmpenHa3HA4YEHHBIX ISl BIUSHUS Ha TeueHHEe OEpeMEHHOCTH W DPa3BUTHE
I0Ja;

B) 3aBelIOMO IIPeoJoJIeBaOIINX (PeTorianeHTapHbIi Oaphep;

I) JeicTBHE€ KOTOPBIX ITPENyCMaTPUBAaeT pacHpOCTpaHCHHE B CHCTEMHOM
UUPKYJISIIUH.

403. HccnenoBanus penpoAYKTUBHON TOKCUYHOCTH HE IPOBOAATCA B OTHOIICHHUU
BMKII, npenHa3sHaYeHHBIX MJIS JIEYEHUS TMAOUEHTOB C JKU3HEYTPOXKAIOIUMH
COCTOSHUSIMH C BBICOKMM pPHCKOM CMEPTH M MECTHOPACMpPOCTPAHEHHBIMU H
METaCTaTHYECKHMHM  OHKOJIOTHYECKMMH  3aboyieBaHusMH, a Takke BMKII,
npeJHa3HAYeHHBIX K MPUMEHEHHUI0 Yy JXEHOIMH B MeHomay3e. Heo6xoaumocTh
HCClIeI0BaHU penponyKTHBHON TOKCHMYHOCTH MHBIX BMKII o60oCcHOBBIBaeTCS MCXOAs
U3 TOKa3aHUH K TPUMEHEHHIO, CHEeNU(pUIECKOro JeHCTBUSA Ha OpraHusM,
dapmaxonorudeckux cBoiictB. BMKII, B OTHOmIEHWH KOTOPOro He IIPOBEIACHO
HCCEeIOBaHUI  peNMpoOAyKTUBHOM TOKCHYHOCTH, [O/DKeH pacCMaTpuBaThCcs Kak
MOTEHIMAIBHO PENPOLYKTUBHO TOKCUIHBIM.

404. lns uccnenoBaHuii penpoaykTuBHOM TokcuuHoctd BMKII pomyckaercs
HCII0Ib30BaHue roMoornynoii Mmoaeinu bBMKII.

405. UccnenoBanie MMMYHOT€HHOCTH U UMMYHOTOKCHYHOCTH NPOBOAATCS IS
BMKII, npeaHasHayeHHBIX M MOAM(DHUKALMKA WMMYHOJOTHYECKUAX peaKIuid
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pa3IMYHOTO TUIMA B paMKaX HCCIEJOBaHU UX CHeM(UIECKOro IeHCTBUSA Ha OPraHU3M.
[lepevyeHr WHccIeAyeMBIX MapaMeTpoB JOMKEH OBITh OOOCHOBaH MCXOId M3
ocobenHocrteii cnenuduueckoro aeictsuis bMKII Ha opranusm.

406. Ina anmnorenssix U komOuuMpoBaHHbIx BMKII, BMKII, cozepxammx B
CBOEM COCTaBe I'eHEeTHMYECKH MOIU(UIIMPOBAHHBIE KIETOYHBIC JIMHUU, JIEKAPCTBEHHBIE
npenaparsl, (papMareBTHIecKie CyOCTaHIUM U (MIM) MEJWLIMHCKUE H3JENUd, B TOM
qucile MeOULMHCKHE M3lenus B kKauecTBe cucTeMbl mpumeHeHus BMKIIL, tpebyercs
IPOBECHUE TOTIOTHUTENBHBIX UCCIIEN0BAHUA.

407. Ins amnoreHHslx W KomOuHMpoBanHbix BMKII TpeOyercst mpoBeneHue
UCCIIEOBaHAUsA HMMMYyHOTeHHOCTH K aHtureHaMm BMKII, He BcTpevaromumcs y
peuunuenta u (WIM) MCCIeJOBaHHE in Vitro, HampaBlIeHHOE HAa OOHapyXeHHe
KIIETOYHBIX IIUTOTOKCHYECKUX peaKUMid K IIOBEpXHOCTHBIM aHTUI€HaM KIIETOK
KiIerouHod suHuM, BXoagmer B coctaB BMKIL. OneHka WMMYHOI€HHOCTH
npousBoautcs B oTHomeHnr BMKII 1 B OTHOIIEHUH KIIETOYHBIX JIMHUH, BXOJAIINX B
coctaB BMKII, mocie wx co3peBaHns u JIu((epeHLUPOBKH BHYTPH OpraHu3Ma
penunueHTa. BO3MOXHO  [pPOBEACHHE  MCCIENOBaHUA  HAapacTaHMs  THUTpa
cuerupUUecKuX aHTHTe)] U (WIM) KIETOYHOH IHUTOTOKCHYHOCTH B IIPOIIECCE
CO3peBaHMSA KIETOUHBIX JWHUM, Bxomimux B coctaB BMKII, B opranmsme.
OO0s3aTeNbHBIM  SABIISIETCA TPOBEACHUE HCCIEAOBAHUNA MECTHBIX BOCHAIMTEILHBIX
peakiuit B Mecte BBemeHuss BMKII u B npexmonaraemom mecte jeiictsusg BMKII, B
TOM YHCIIE B CIydae, €CIH 1O pe3yibTaraM KuHeTHueckux ucciepoBanuii BMKII B
MecTax BBelleHHsS He oOHapyxuBaeTcs. IIpy mMCnoinp30BaHUU HECTIELHATU3UPOBAHHBIX
kietok B cocraBe BMKII uccienoBaHre MECTHOM TOKCHYHOCTA M UMMYHOI€HHOCTH B
Mmecte aeiictBus BMKII cnenyeTr mpoBoIUTh HE MeHee JIBYX pa3: B Te4eHUe 2-3 JHeH
nocie poctikenus BMKII wmecra ero pefictBus U mocie AuddepeHIUpOBKH
(co3peBaHuI) OCHOBHOW YacTH KIIETOK IPOLYKTa B CPOK, ONPENENICHHEIM 110 JTaHHBIM
uccienoBanuii cneruduydeckoro nevicreust BMKII Ha opranusm.

408. Ins  BMKII, colepXalluX B  CBOEM  COCTaBe  TI'E€HETHYECKH
MoAUHIMPOBAHHEIE KJIETOYHbIe JIMHUM, TeHeTHdYecKas MOAMQHKAIMsI - KOTOPBIX
TIPUBOJIUT K NPOIYKLUH PELIENITOPA UM CEKPELIUH JIMTaH/1a, KOOHUPYEMOT0 TPAHCTEHOM,
romoniornynas Moxaens BMKII, wucmone3yeMas Npu MPOBEACHHUH TOKIMHHYECKHMX
HCCIIeIOBaHul, MOJDKHA o00NamaTe 4YyBCTBUTEIBHOCTBIO K IIPOAYKTY SKCIIPECCHH
TpaHCTeHa (CBS3bIBaHWE C COOTBETCTBYIOIIMM JIMTAHIOM MIIM PEIENTOpoM H
dapmaxosorudeckuii 3gpdext B3aumonenucTBy).

409. Ina  BMKII, comep)XallUX B  CBOEM  COCTaBe  I'EHETHUYECKH
MoAu(HUIMPOBAHHEIE KIETOYHbIE JIMHUW, TeHeTWdecKas MOAM(UKalMsi KOTOPBIX
NPUBOIMT K NPOLYKIMH Gelika, KOAUPYEMOTo TPAHCTEHOM, HOJDKHA OBITH JOKa3aHa
npoAyKuust Oenka, KOAUPYEMOTO TpPaHCTEHOM, H OIpeJeNieHa UINTENbHOCTh
3KCIPECCUH TPAHCTeHa U MPOAYKIUH KOJUPYEMOro UM OenKa.

410. ns BMKII, cojepxamux B CBOEM COCTaBe reHEeTHYECKHU
MoAu(UIMPOBAHHEIE KJIETOYHBIE JIMHUM, NOJDKHA OBITh JJOKa3aHa HeOoOXOAMMOCTh
IPUCYTCTBHUS TPaHCIeHa B KJIeTKaxX KIETOYHOM TUHUH, BXoasame# B coctaB BMKIL, ms
cnenuduueckoro aeiictBuss BMKII Ha opraHusM, B TOM 4YHCI€ B CPaBHUTEIBHBIX
uccnenosanusx BMKII, B cocTaB KOTOPBIX BXOJAT reHETUUECKH MOAU(UIIUPOBAHHAs U
HeMOAU(PUIIMPOBAaHHAS KJIETOYHBIE JIMHUU.
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411. Ilpu npoBemeHun kuHeTHueckux uccinepgoBanuii BMKII, copepxammx B
CBOEM COCTaBe FeHEeTHYECKH MOAU(DHUIHMPOBAHHBIE KJIIETOYHBIE JIMHUH, B JOMOJHEHHUE K
TpeOOBaHMAM, M3JIOXKEHHBIM B IyHKTax 379-382 IlpaBui, Ha Mozenu in vitro wid in
Vivo JO/DKHO OBITh YCTAHOBJIEHO OTCYTCTBHE II€peladyd TpaHCIeHa KJEeTKam
HeMOAU(PUIIMPOBAaHHBIX KJIETOUHBIX JHHUM, BXomamux B coctaB BMKII, u knerkam
opraHu3Ma-pelunuenTa. B ciydae eciaM BO3MOXHaA IMepefjavya TPaHCIeHa KIETKaM
HEMOIU(GHUIIMPOBAHHBIX KJIETOYHBIX JUHHMA, Bxomammux B coctaB BMKIIL, u (umm)
KJIeTKaM OpraHM3Ma-pelunueHTa Bo3MoxHa, To i Takoro BMKII nHeobxogumo
HCCIIeIOBaTh paclpefelieHe TPaHCreHa W JUIMTENbHOCTh MPUCYTCTBUS TpaHCIEHa B
OpraHHu3Me.

412. s BMKTII, coJiepXaInux B CBOEM CcOCTaBe reHETHYECKHU
MOIH(GHIMPOBAaHHBIE KJIETOYHBIC JIMHUH, HEOOXOOUMO IIPOBECTH MCCIEIOBaHHS
OHKOT'€HHOCTH, 3a uckinodeHueM BMKII, npenHa3sHa4eHHBIX 1S JI€UEHUS MALUEHTOB C
MECTHOPACIPOCTPaHEHHBIMU M METACTATUYECKHUMH OHKOJIOTHYECKUMHU 3a00JIeBaHUSIMH.

413. Hns BMKTII, coJiepKaInx B CBOEM COCTaBe T€HETHYECKHU
MOIU(PHIIMPOBAHHBIE KJIETOYHBIC JIMHUHM, HEOOXOOUMO HCCIIeIOBaTh UMMYHOT€HHOCTb
(BBIpaOOTKY aHTHTEN) HEMOCPEACTBEHHO K IMPOAYKTY KCIPECCHH TpaHCIeHa, €CIU OH
SBIIIETCS HEXapaKTEPHBIM JIJIS KJIETOK KJIETOYHOW JIMHUU, 32 UCKIIOUYEHHWEM aHTHUICH-
MPEe3eHTUPYIOMIMNX KIETOK.

414. lns  BMKII, comepxamux JeKapcTBEHHBIE Iperaparbl ¥ (WIH)
dapMalleBTHUECKHE CYOCTaHIMH, [P MPOBENCHUU KHUHETHYECKUX HCCIEIOBAHUN
HEOOXOMMO HCCIeIoBaTh (PapMakOKWHETUKY JIeKapCTBEHHBIX IIpenaparoB M (WIHN)
dapmaneBTHueckux cydcranuuii, Bxoasmux B coctaB BMKII. B ciydae ecniu BMKII
npefHa3HavYeH Ui agpecHON JOCTaBKH JIEKapCTBEHHOTO CpEACTBA, HEOOXOIMMO
TIPOBECTH ONpeJelieHe KOHLEHTpaluu U (unv) OHOAOCTYIIHOCTH JIEKapCTBEHHOIO
CpeICTBa B OpraHe, Ha KOTOpBIX npenanonaraercs Bo3aekcrerne bMKIL

415. lna BMKII, copepxaiux B CBOEM COCTaBe MEAUIIMHCKUE U3HEIUS UM JUISL
IPUMEHEHHUS KOTOPBIX MCIOJNB3YIOTCS MEAUIMHCKHIE U3eNus HeoOX04MM0 000CHOBATh
1[e)ib TpUMeHeHus MeaunuHcKkoro m3jaenus B cocrtaBe BMKII u ero HasHaueHue.
Croco® mpuMeHeHHs HCIOIB3yeMOro MEAUIMHCKOro wuszenus B cocrase BMKII
JOJKeH COOTBETCTBOBATH KJIacCy MOTEHLMATBHOM ONAaCHOCTU MEAUIIMHCKOTO U3/ETHS.

416. B poxnmuuauueckux uccinenoBanuax bMKII, coxepxkalix B CBOEM COCTaBe
MEIULUHCKAE W3AENHS WIH U1 IPUMEHEHUS KOTOPBIX HCIIOIB3YIOTCS MEIULIMHCKUE
U3JIeNHsd, JODKHO  HCIIONB30BAaThCsl  MEOWIMHCKOEe — W3JeNihe,  HIAECHTUYHOe
IpearnoiaraeMoMy K HCIIOJNIB30BaHUIO IpU KIMHMYecKHX uccienosaHusax BMKIL
PasMep MEIHUIMHCKOTO W3AETHS MOXET OBITb YMEHBIIEH COOTBETCTBEHHO pasMepy
’KHBOTHOTO, HCIIOJIE3yeMOI'0 IPH IPOBEACHUU IOKJIMHUYECKUX HCCIENOBAaHUH, IpH
TOM Marepuajbl, W3 KOTOPOTO HW3TOTOBIIEHO MEIUIMHCKOE W3JeIHe, MOJDKHBI
ocTaBaThbCcsd HEHW3MEHHBIMH. B ciydae ecin Marepuan, U3 KOTOPOTO H3TOTOBJIEHO
MEIUIIMHCKOE W3JeNHe, SBISeTCS BHAOCHEIUGUIHBIM (HApUMep, 4YeIOBEYECKUN
KOJUTareH), JOIyCTUMO HCIIOJIb30BaHHE €ro >KUBOTHOro romoinora. Ilpm 3sTOM
HEOOXOIMMO HCIIOJIb30BaTh IUIOTHOCTH KJIETOK KIETOYHON JIMHUM Ha IMOBEPXHOCTHU
MEIUIMHCKOTO M3eNHs, KOTopas MACHTUYHA IIPEeANoIaracMou sl UCIIOIB30BaHUS Y
yenoBeka. [Ipu mpoBemeHnu noxnvHu4Yeckux uccienoBanuii BMKII, copepxamux B
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CBOEM COCTaBe MEAMLMHCKUE U3JENHS WIH A PUMEHEHUS KOTOPBIX HCIIONB3YIHOTCS
MEIULMHCKUE U3JIENNs, TOIIyCKaeTCs UCII0JIb30BaHHe romosoruyHoi Mmoaenu BMKII.

417. Tlpu poBeeHUH JOKIMHUIECKUX HUCCIIEIOBAHUHN CIEM(PUIECKOro ASUCTBUSL
BMKII na opranusm juist BMKII, coaepxaminx B CBOeM COCTaBe MEOUUMHCKUE H3IETUS
WM JJI1 TIPUMEHEHHUSI KOTOPBIX HUCIOJB3YIOTCS MEIUIMHCKHE H3IeNHs, HeoOXOIHuMO
YCTaHOBUTH OMOCOBMECTHMOCTh MaTepHalla MEAWIMHCKOTO H3JeIus C KJIETOYHBIMHU
nuHuaMH, BxomamuMu B coctaB BMKIIL. B cioywae ecnm s npumenenus BMKII
UCIIONIB3YETCA MEIUIMHCKOEe HU3JeNue, MpedHa3sHAa4eHHOe i1 ero BBeIeHHs,
HeoOxomuMo ucclienoBath B3aumoaericteue BMKII ¢ TakuM MeIUIMHCKUM H37elueM,
B TOM YHCJ€ B YacTH IOBPEXIEHUSA KJIETOK MEIUUUHCKUM U3JEeIHeM, aJcopOLuu
KJETOK Ha MEIOWLIHMHCKOM H3JEIHH, COXpPaHeHHs >KU3HECIIOCOOHOCTH KIETOK Ha
MEUIIMHCKOM U3IeNINU B Te4eHnH HeoOxoaumoro s BBeaeHus BMKII BpemenHu.

418. B xone xuHeTnuyeckux uccienoBanuii BMKII, cogepxammx B CBOEM COCTaBe
MEIULUMUHCKUE U3eNus WU Uil MPUMEHEHHUs! KOTOPBIX HCIOJIb3YIOTCS MEIULIMHCKUE
U3MENHsA, JOJDKHA OBITh H3Yy4YeHa CTaOWIBHOCTH MEIUIIMHCKOIO W3JENHs W ero
MUTPALMS U3 MECTAa YCTAHOBKH (BBEICHUS).

419. Otuer o moxnumHUYeckoMy uccienoBannto BMKII nomxkeH BKIro4YaTh:

a) TPOTOKOJ JOKIMHHYECKOTO MCCIIEeI0BaHMS;

0) omnucaHde IUIaHA AOKIMHUYECKOTO HCCIIe/IOBaHUS (MCIOJB30BaHHbBIE BUIBI
’KHBOTHBIX WM MOJIeN in vitro, onucanue ucciexyemoro BMKII u BMKII cpaBHenus
(ecnu HcmoNb30Balcs), KOIMYECTB, npoueyp U pexumoB BBeneHus bMKII, meronos
OIIEHKH (M3MepeHUs ) ToKa3aTeyei);

B) WHAMBHAyaJbHBIE JIaHHBIE IO  HCCJIEJIOBAaHHBIM  JXHBOTHBIM  (WIIK
3KCIEPHUMEHTaM in Vvitro);

I) ONHCATEIBHYIO CTATUCTUKY HAOIIONCHMIA;

) CpaBHUTEJIbHYIO CTATHCTHUKY;

€) aHalli3 U UHTEPIPETAINIO OTYyYEHHBIX Pe3yIbTaTOB;

) JOMOJHUTENbHBIE CBEACHHS, IIONy4eHHblE B XOA€ JOKIMHHYECKOTO
HCCTIEAOBaHUS. :

420. Ceenenus o moxkmuHuueckoM HcciemoBanun BMKII odbopmnsrorcs B Buze
o63opa poknuHuyeckoro wuccienoaHus BMKII, copepxamero omnucaHue H
000CHOBaHME IMPOrPaMMBI JOKIMHUYECKOTO0 HCCIeNOBaHUs, 000OLICHHbIE JaHHbIE I10
IJIaHy JOKIMHUYECKOTO MCCIIEIOBAaHUS U pe3ybTaTaM JOKIMHAYECKOTO UCCIEIOBaAHUS
cnenuduyeckoro aeiicteus BMKII Ha opranusM, ¢papMakoJIOrHIECKNX, KHHETUIECKIX
d TOKCHKOJIOTHYECKHUX HCCIICJOBAaHUN, WHTEpPHpETAalUIO0 pe3yJbTaTOB W BEIBOABI O
roroBHoctt BMKII k knmHWYeckuM wuccienoBaHusM. B o63ope OOMKHBI OBITH
IpUBEJIeHBl CCHUTKA HAa HCTOYHUKH, OOOCHOBBIBAIOIIKE IPOrpaMMy IOKIMHUYECKOTO
UCCIIENOBaHUA W IUIaH JOKJIMHUYECKOTo uccienoBanus. (030p MOKIMHUYECKOTO
HCCIIEOBaHMUS JOJKEH COCTOATH U3 CIEAYIOLIUX Pa3AeIiOB:

a) mnpenmnoisaraemele KiauHU4Yeckue cBorictBa BMKII u mnoxa3zaHus K ero
TIPUMEHEHHIO;

6) 00630p u 06ocHOBaHUE MPOrPaMMBbl JOKIMHIYECKUX UccnenoBanuii BMKII;

B) wucciuenoanus cneuuduyeckoro aericreust BMKII Ha opranuswm;

r) KuHeTmueckue uccnepoanusi bBMKII;

o) wuccienoBaHus obmeid Tokcuanoctd BMKII;
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€) HCCIIeNOBaHMs ClIelUabHBIX BUAOB TokcndHocTH BMKIT;
K) HHTEpIpeTalys pe3yIbTaToB AOKINHIYECKUX uccienosanuii BMKII;
3)  BBIBOJEI.

XVIIL. Oco6eHHOCTH NPOU3BOACTBA, BINTYCKA H YHHYTOKEHHS
BMKII qyisi KIMHHYECKHX MCCIeI0BAHNHT

421. PyxoBoauTenb OpraHu3aun TOJDKEH OfpeeuTh MIepCOHAIl,
OCYILIECTBIISIOIIMKA IIPOM3BOACTBO U KOHTPOJb KadecTBa Kaxaod cepur BMKII mns
KIIMHUYECKUX UCCIIEI0BaHUN.

422. TlepcoHai, OCyIIeCTBISIOIUN MPOU3BOACTBO U KOHTponb kKadectBa BMKII
JUIS KTHHUYECKHUX UCCIIEJOBAHUN TOJDKEH IPOUTH UHCTPYKTAXK.

423. TIpu mnpomsBoactBe BMKII 11 KIMHHYECKMX HCCIEIOBAaHUMA JOJDKHBEI
YVYHTBIBATBCS PHUCKH, CBS3aHHBIE C BO3MOXHBIM OTCYTCTBUEM HHGOpPMALUU O
TOKCHYHOCTH W aKTUBHOCTH Hcciexyemoro BMKII.

424, OpraHu3zatopy KIMHHYECKOTO HMCCIIeJ[OBaHUS JOJDKeH OBITh obecnedeH
IOCTYM K CBEJEHUSIM O CUCTEME KaueCTBa, BHEAPEHHON B OpraHU3alliHy.

425. Jlns Bamumanuu CTEPHIIBHBIX (aCENMTHYECKUX) MPOLECCOB MPH MPOU3BOICTBE
BMKIT 111 KTMHAYECKUX UCCIIeIOBaHUM JOITyCKAETCs UCIIOJIb30BaHKE YUCHIA YIIAKOBOK
BMKTI, paBHoro uucny ynakoBok BMKII B cepun BMKIL

426. B cnyuae ecnm gt BMKII i knMHUYECKUX HCCIEAOBaHUN HUCIOJIB3YETCH
yIaKoBKa, o0ecmeduBaronias ero MackupoBkKy, Ha ymnakoBky BMKII pomken
HAHOCHMTBCS Kof, mo3Boiisttomuid uneHtugunuposate bMKII opranusanuer, B ToM
4HCIle YCTaHOBUTH ero HoMep cepur. [lopanok koaupoanus BMKIT misa kmuauYecKkux
UCCIIeIOBAHUM, COIJIACOBAHHBIM C OpPraHU3aTOpPOM KIMHUYECKUX HCCIeOBaHUN (B
cllydae eciii OpraHu3aTop KIMHUYECKUX HUCCIeNOBaHWM M OpraHu3alysd He OJHO U TO
e JIMII0), TOJDKEH yCTaHABIMBATHCSA BO BHYTPEHHEH JOKYMEHTALIVH.

427. lna nenei TpPOBEHCHHUS «CIENbIX» (MACKHUPOBAaHHBIX) KIMHHYECKUX
ucciaenoBaHuid BTopuduHas ynakoBka DBMIIK cpaBrenus, InpuMeHseMOro B
KIMHUYECKHX HMCCIENOBaHHUAX, MOXXET OBITh M3MeHeHa c 1enbio MackupoBkd bBMIIK
cpaBHeHHs. He momyckaroTcd U3MeHEHHs IEPBUYHON U BTOPUYHOM YIIaKOBKH, KOTOphIE
MOTYT IPUBECTH K noTepe kadectBa bBMKII.

- 428.B cnyuae ecim BropmuHas ymnakoBka BMKII cpaBHeHus mnoaBepraercs
U3MEHEHHIO, IOoApa3[eliecHHe KOHTPOJNSA KadecTBa JOJDKHO ITOATBEPAUTH, YTO TaKHe
HM3MEHEHHS He OKaXKyT BJIMSHUS Ha KauecTBO U cpok xpaHeHus bMKII cpaBHenus.

429. Cpox romHoctd BMKII cpaBHeHMs, yka3blBaeMbBli Ha HM3MEHEHHOM
BTOPUYHOH YIaKOBKe, JOJDKEH COOTBETCTBOBAThH CpoKy roxHoctd bBMKII cpaBHeHus,
yKa3aHHOMY Ha €r0 OpUTHHAJIBHOM YIIaKOBKE.

430. Bemmyck cepuit BMKII nns KIMHWYECKUX HMCCIENOBAHUM OCYILECTBIISETCS
YIIOJTHOMOYEHHBIM JIMLIOM OpraHW3alliy.

431. [Inga He3aperucTpUpOBaHHBIX Ha TeppuTopuH Poccuiickoii ®enepanun
BMKII pmns XIMHUYECKHX HCCIIEIOBaHWI YIOJHOMOYEHHBIM JIHMIIOM OpraHu3alyu
JOJDKHO OBITH IOATBEPIKAEHO COOTBETCTBHE TpebGoBanmsaMm myHkta 323 IlIpaBun (3a
uckmodenneM coorBeTcTBUs BMKII TpeGoBaHMsIM, YCTaHOBICHHBIM IIPH €TI0
roCyapCTBEHHON peructpauuu), a Takxke cooTBercTBue BMKII TpeboBanmsam
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peructparmonroro nocke Ha BMKII, mpezacTaBieHHOro A €ro rocynapCTBEHHOM
perucTpanyu.

432. JIna 3aperncTpUpoBaHHBIX Ha Tepputopuu Poccuiickoit @exnepauyin BMKII
VI KIMHUYECKHUX WCCJIeIOBAaHHMKA YIIOMHOMOYEHHBIM JIAIOM OpPraHH3allMd HOJDKHO
OBITH IOATBEPXKAEHO COOTBeTCTBHE TpeboBaHusaM IyHKTa 323 IlpaBui, a Takke
coorBerctBie BMKII TpeGoBaHusaM peructpauudoHHoro pgocke Ha BMKII,
MpEACTaBIEHHOro U €ro I'oCyapCTBEHHOM PErucTpaliu.

433. Boimmyck cepud BMKII s KIMHHYECKMX HCCIENOBaHHH odopmiseTcs
nokymentansHo. ITopsinok Beimycka cepuud BMKII u gopma moxymeHTa O BBIIYCKe
cepur BMKII i KIMHHYECKHX HCCIESNOBAHUA JOIDKHBEI OBITh YCTaHOBIICHBI
BHYTpPEHHEH JOKyMEHTaLMEH.

434, Ceenennsa o BeimyieHHbIX cepusx BMKII mis KIMHAYECKUX UCCIeNOBaHUM
BHOCATCA B peecTp BhIMymleHHBIX cepuéi BMKII i KIMHHYECKHX HCCIIENOBaHUH
OpraHM3alliy, BeJeHHEe KOTOPOro OCYINECTBIAECTCA B IIOPAAKE, YCTAHOBJICHHOM
BHYTpPEHHEW JOKyMEHTalueH.

435. Peectp BeimymeHHbIX cepuit BMKII 118 KIMHMYECKHMX HCCIIEI0BaHUM
OpraHHM3al|H JI0JUKEH XPaHUTHCS B TEUEHHUE IIATH JIET Iocie Beimycka cepuit BMKIL

436. OpraHusanusi JODKHA MH(QOPMHPOBATh OPraHM3aToOpa  KIMHHYECKHX
uccienoBauuii 0 Hapymenun kadectBa BMKII ans xnuaudeckux uccienosBanuii. B
ciydae mpoBeneHus KinHHdeckux ucciaenoBanuii BMKII, Ha KOTOpBIH GBUIO BBIIAHO
PETHCTPAIIHOHHOE YHOCTOBEpPEHHE, OpTraHM3alMs JODKHAa HWHGOPMUPOBATH BIajeiblia
peructpanronnoro ynocroseperus BMKII o napymenun xayectsa BMKIL

437. Bosspar opranu3auuu BMKII i KIMHAYECKUX MCCIIEAOBAHUM, B TOM YHCIIE
BMKII f18 KIMHHYECKHX HCCIIEIOBaHUM HEHAJJIeXKAIIEro KayecTsa, JOJDKEH
OCYIIECTBIATECSA [0 TPeGOBaHHUIO OPTaHU3aTOPa KIMHHYECKUX HccrenoBanuit. [lopsnok
Bo3Bpara cepuii BMKII s KIMHMYECKHX MCCJIEAOBaHHN W €ro JAOKyMEHTAIBHOIO
opopMiieHHs JOJDKEH OBITh COIVIACOBAaH MEXAy OPraHM3aTOPOM KIMHHYECKHX
HCCIIeNOBAHMI M oprauusanyeii (B ciiydae ecid 3TO HE OJHO M TO XK€ JHUIO) U ObITh
oIpefieieH BO BHYTpeHHEH JOKyMEHTALIUH.

438. Bosspamennble opramum3amud BMKII 11 KIMHHYECKMX MCCIIENOBaHUM
HOKHB! OBITH HAeHTH(UIUpyeMbiMH. Ilogpa3sneneHueM MO OOECIEYEHHIO KayecTBa
BMKII opraHu3aiiy JODKEH OCYLIECTBIATECSA JOKYMEHTAIBHBIA yUeT BO3BPAILCHHBIX
BMKII mist KIMHAYECKMX MCCIIENOBAaHUM B MOPSAAKE, YCTAaHOBIEHHOM BO BHYTPEHHEH
IOKyMEHTaLMH.

439. B cnyuae yuuuroxenuss BMKII mus KIMHHYECKHX HUCCIIEIOBaHUH
OpraHM3alds JOJDKHA HAIpaBUTh OPraHM3aTOpy KIMHHYECKHX HCCICIOBaHUH
JIOKYMEHT, moarsepxaaromuil yauuroxxenue bMKII, ¢ ykasaHueM [aThl yHUYTOXCHHA,
cepun yanutoxxenHoro BMKIT u xonmdectsa ynuaroxensHoro BMKIL




