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Mpukas - Ne 512H - 0T 08.08.2018 - MMHUCTEPCTBO 34PaBOOXPaHeHNs - [lencTeyeT 6e3 n3MeHeHun

MWHWCTEPCTBO 3[IPABOOXPAHEHWNA POCCUCKOW ®EOEPALIAN

MPUKA3

MockBa

8 aBrycta 2018 r. Ne 512H

06 yTBepxaeHUn MpaBui Hagnexallen NpakTuky nNo pabote ¢ BMOMEANLNHCKMUN KNETOYHbLIMU
npoayKTamMu

3apeructpupoBaH MuHiocTtom Poccum 30 okTabpsa 2018 r.

PernctpaunoHHbIn Ne 52573

B COOTBETCTBUN C HaCTbIO 3 CTaTbW 6 U YacTblo 2 cTaTbu 35 PefepasibHOro 3akoHa oT 23 noHA 2016 r. Ne
180-P3 "O brMoMeANLMHCKMX KNeToYHbIX NpoaykTax" (CobpaHue 3akoHogaTenbCTBa Poccuiickom
®epepaumm, 2016, Ne 26, cT. 3849) n nognyHkToM 5.2.207-7 MNMonoxeHus o MuHncTepcTsee
3[paBooxpaHeHns Poccunckon ®efepaunn, yTBEPKAEHHOMO NOCTaHOBAEHNEM lNpaBuTenbCTBa Poccninckon
®epepaumm oT 19 noHa 2012 r. Ne 608 (CobpaHune 3akoHofaTenbCcTBa Poccunckon ®epepaumm, 2012, Ne
26, cT. 3526; 2013, Ne 16, cT. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014,
Ne 12, cT. 1296; Ne 26, cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12, ¢cT. 1763; Ne 23,
CT. 3333; 2016, Ne 2, cT. 325; Ne 9, cT. 1268; Ne 27, cT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255; Ne 49, cT.
6922; 2017, Ne 7, cT. 1066; Ne 33, cT. 5202; Ne 37, cT. 5535; Ne 40, cT. 5864, Ne 52, cT. 8131), npnKasbiBalo:
YTBepAnTb NpunaraemMble MpaBuna Hagfexallen npakTuky no paborte ¢ brioMmeaULUHCKNMN KNETOYHBIMU
NpoAyKTaMu.

Bpno MuHuctpa T.B.AkoBneBsa

YTBEPXKIEHbI

npukasoMm MUHUCTEpPCTBa 34PpaBOOXPaHEHMA

Poccunckon ®egepalimm

oT 8 aBrycta 2018 r. Ne 512H

Mpasuna

HaZnexallen npakTuku no pabore

C 6BOMeANLIMHCKMMUN KNETOYHBIMW NPOAYKTaMu

|. Obwue nonoXxxeHus

1. MNpaBuna Hagnexallen NpakTuky rno pabote ¢ GOMeANLNHCKUMMN KIETOYHLIMY NpoayKTaMmu (fanee -
MpaBuna) ycTaHaBnueatoT 0bwine TpeboBaHMA K MPOBEAEHMNIO AOKAMHNYECKNX NCCNeL0BAHNN,
NPOU3BOLCTBY M KOHTPOJIO KayecTBa BOMeNLIMHCKMX KNeTOYHbIX NPOoAYyKTOB (fanee - BMKI).

2. HacTodwwe lMpaBuna NPUMEHSAIOTCHA K KJIETOYHBLIM JIMHUAM KaK K UCXOL4HbIM MaTepuanam gns
npoussoacTea BMKII, npoMeXyTo4YHbIM NpoAyKTaM rnpoussonctea bMKI1 nnn nponsseneHHsiMm EMKIT B
cnyyae, eci OHU BXOASAT B UCXOQHOM nan obpabotaHHom Buae B BMKII, SBASIOTCA NPOAYKTOM
NMPOU3BOACTBA, KOTOPLIA LO/KEH MPONTY NOCNEAYIoWME CTaAnn TEXHONOrn4eckon obpaboTku (nanee -
NPOMeXXYTOYHbIA NPoAyKT npon3soacTea BMKI), nnu ssnaTtca BMKII, npefgHa3Ha4YeHHbIM s
npoussoacTea apyrux BMKI, cooTBeTCTBEHHO.

Il. OpraHnsaums cucTembl KavyecTsa npounssoacTea bBMKII

3. MpouzsoaunTtens EMKI (nanee - opraHusaums) nosxeH nponssoanTts BMKI cnocobom, rapaHTupyowmm
ero cooTBeTCTBME cneymndukaumnm Ha BMKI, TpeboBaHMaM, YCTaHOBEHHbLIM NPW €ro FoCyAapCTBEHHON
perncTpaumm, perncTpaumnoHHoOMy LoCbe N NPOTOKOJY KJIMHUYECKOr0o NCCIeA0BaHUA.

Ctatbsa 7 PenepasibHOro 3akoHa oT 23 mtoHsA 2016 r. Ne 180-03 "O broMeaNLNHCKNX KNIETOYHbIX
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npoaykTax" (CobpaHue 3akoHoaaTenbCcTBa Poccuiickon Penepaunm, 2016, Ne 25, cT. 3849; odumLnanbHbINA
WHTEepHET-NopTan NpaBoBon MHGpopMaumn http://www.pravo.gov.ru, 3 asrycta 2018 r.) (nanee -
®epnepancHbii 3aKoH Ne 180-93).

4. ins obecneyeHns cooTBeTCTBMA Npon3soammoro BMKI TpeboBaHMAM, yCTaHOBAEHHbLIM NpU €ro
roCyfapCTBEHHOW pPerncTpaunn, perucTpaunoHHoOMy AOCbe U MPOTOKOY KAMHUYECKOr0 UCCNeoBaHns B
opraHusauuy 0osixHa bblTb CO3aHa cCUCTeMa KayecTBa nponssoacTea bMKI (nanee - cuctema KavecTsa),
obecneymBatoLLas BbINosHeHe TpeboBaHMI HacToAWMX MpaBua 1 ynpaBieHne puckammn gns obecnevyeHus
kavectBa BMKII. 3¢ppeKTUBHOCTb PYHKLUMOHNPOBAHNSA CUCTEMbI Ka4eCTBa B OpPraHM3aunm 4o/KHa
KOHTpOIMpoBaTbCsA. OTBETCTBEHHLIMY 3@ MNOAAEPXKAHMNE U KOHTPOJIb CUCTEMbI Ka4eCTBa ABNAOTCA
PyKOBOAWNTENb OpraHun3aLmm 1 ynoaHoMo4YeHHoe(ble) nuo(a) opraHnsaumm.

5. Cnctema KavyecTBa L0OJKHA OCHOBLIBATLCS Ha C/IeAyOWMX NpuHLMiax:

a) nponssoaumein BMKI cooTBeTCTBYET cneundmkaunm Ha BMKI n nokasaTensm KayecTsa,
YCTaHOBJIEHHbIM HOPMATMBHOW JOKYMeHTaunen Ha BMKIT;

6) kayecTBO Kaxxaon cepun BMKI (onpegeneHHoro konmyectea BMKI, KoTopbin Npon3BeneH 13
onpeneneHHbIX BUONOrM4eCcKmX N NHbIX MCXOAHbLIX MaTepPManoB B €4MHOM LMKJIE NPOM3BOACTBA B
OKOHYaTe/IbHOWN YNaKOBKe M rOTOB K BbIMYCKY) A0/MKHO NOALEPXKUBATLCA U KOHTPOMPOBATLCA
nogpasfeneHnemM KOHTPOIS KavyecTBa Ha BCeX 3Tanax v onepauunsax, CBf3aHHbIX € Npou3sogctsom bMKI,
BKJItOYAA NpUeMKy BUOOrMYecKmnx 1 MHbIX UCXOAHbIX MaTepuanos, nx 0bpaboTky 1 ynakosky EMKI,
pe3ynbTaTOM KOTOPLIX ABASETCS nonyvyeHue cepumn BMKI (ganee - TEXHONOMMYECKMIA NPOLLecC);

B) 06bEeKTbI, MPOLIECCHI U YCI0BUSA NX OCYLLIECTBJIEHMSA, OKa3biBatloLLMe BANsSHNE Ha KavyecTBo BMKI (ganee -
KPUTWYHbIE 06BEKTHI, MPOLLECCHI 1 YCNOBUS UX OCYLLLECTBIIEHNS), KOHTPOMPYIOTCA NoApa3aeNeHneM
obecneyeHnss Ka4yecTBa C NOATBEPXKAEHNEM NX COCTOSHMS;

r) B opraHM3aumm NnpoBoanTCS OLeHKa 3dekTuBHOCTM npoussoactea EMKI B nopsagke, yCTaHOBAEHHOM
BHYTPEHHEN AOKYMEHTaLMeN opraHM3aunn (fanee - BHyTPEHHAS LOKyMeHTauus);

[1) BHECEHMNE U3MEHEHWIN BO BHYTPEHHIO LOKYMEHTALMO B YacTn TpeboBaHMI K NpoLeccaM, yCaoBrUaM
NPOuM3BOACTBa U KOHTPOIO KadecTBa BMKIT ocyllecTBageTCa B Lenax yay4dweHua kadectsa BMKI.

YacTb 12 cTaTbu 2 PepepasibHoro 3akoHa Ne 180-03.

6. Cuctema KayecTBa Lo/KHa obecneynBaTb, 4T0ObI B OpraHn3aLnu:

a) Bbinyckaemas cepusi BMKI1 cooTBeTcTBOBaNa TPebOBaHNSM, YCTAHOBJIEHHLIM NMPU €ro rocyaapCTBEHHOW
perncTpauuu, Uau, B cnydvae HesapeructpuposaHHoro BMKII, cooTBeTcTBOBasa cneundukaumnm Ha BMKIT n
noka3aTesnsM KayeCTBa, yCTaHOBIEHHbIM B HOPMaTUBHON A0KyMeHTauun Ha BMKI (nanee - BMKIM
HalJjle)xallero Kka4yecTsa);

6) cbop nHpopmaumm o BMKI 1 npouecce ero Npon3BoACTBa OCYLLECTBJIAICS Ha NPOTSAXKEHUN BCEX CTaani
npomnssoncTea bMKIT;

B) onepawuuy nNo Npon3BOACTBY U KOHTPOO KavyecTBa BMKI1 cooTBeTcTBOBaMM TpeboBaHNAM HAaCTOALLMX
Mpasun;

r) 6b1nn onpeaeneHbl AOKHOCTHbIE 0653aHHOCTY PYKOBOAMTESIEN OpraHn3aLmm N ero CTPYKTYPHbIX
noapasfaeneHunii, MpMHMMaoLWMX y4acTme B opraHusaunm obecnevyeHmnsa n KOHTposa Kavyectsa BMKIT;

A) 66l NPUHATLI Mepbl, 0becneynBatoLLe NCNOJIb30BaHMe B1MONOrMYeckoro MaTepmana, UHbIX UCXOOHbIX,
BCMOMOraTe/IbHbIX 1 YNakOBOYHbIX MaTepnasoB (fasee - MaTepuanbl oas nponssonctesa bMKII),
oTBeYalLWmxX TpeboBaHNAM cneunUKaLni Ha HAX U APYro BHYTPEHHEN LOKYMEHTaLUNW;

e) pykoBoguTenem opraHmauum bban NpuHATH Mepbl, obecneynBaoLLme KOHTPOIb NOCTaBASEMbIX
MaTepuanos ansa npoussoacrtesa bMKIT;

)K) OCYLLECTBJIANOCH YyNpaB/eHne AeATEIbHOCTbLIO0 MO BbIMOJHEHWIO PaboT ApYyruMmn (CTOPOHHUMN)
opraHv3aunam (panee - ayTCOPCUHT);

3) 6111 pa3paboTaHbl U NPUMEHSANCL CMOCOBLI MOHUTOPUHIA U KOHTPONS KPUTUYHBLIX 0OBEKTOB,
NpoLEeCCOB 1 YCNOBUA UX OCYLLLECTBAEHNS;
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1) npu Bbinycke cepun BMKI, npu paccMoTpeHUn HecooTBeTCTBUSA cepun BMKI TpeboBaHmam,
YCTaHOBJIEHHbIM MPKW ero rocyfapCTBEHHOW perucrpaumnm u (1im) HopMaTUBHON AOKYMeHTauun Ha bBMKI, n
ONS NPUHATUSA Npefynpexanowmnx mep Bo n3bexxaHne BOSHUKHOBEHUS HECOOTBETCTBUSA TpeboBaHMAM,
YCTaHOBJ/IEHHbIM MPUW roCyAapCTBEHHON peructpauum BMKI n (unn, B cnyyae He3aperncTpupoBaHHOMO
BMKI) HopMaTuBHOM fOKYMeHTauuy Ha BMKIT ncnonb30Banncb pesyabTaTbl MOHUTOPUHIA U KOHTPOAS
KPUTUYHbIX 06BEKTOB, MPOLLECCOB 1 YCIOBUIN NX OCYLLECTBIEHNS;

K) OCYLLLeCTBASAJSICA KOHTPOJIb MPOMEXYTOYHbIX MPOAYKTOB npon3soacTea BMKII, B ToM Yucne
HeynakoBaHHbIX BMKI1, KoHTponb B Npouecce npounssoncTesa bMKIT;

n) obecneynBanocb COOTBETCTBME METOAMK, NPOLLECCOB, ONepaLMin U CUCTeM TpeboBaHMUAM,
YyCTaHOBJ/IEHHbIM BHYTPEHHEN AOKYMeHTaLMel;

M) obecneymBanocb NpUMEHeHe MeTO40B 1 NPOLECCOB, NO3BOMAIOLMX NOAYYaTh Pe3ybTaTbl, KOTOPbIE
COOTBETCTBYIOT KpUTEPMSAM NpPUEMAEMoCT (fanee - Banugauns);

H) obecneynBanoch MNoyYeHUe pesybTaToB, KOTOPbIE COOTBETCTBYIOT KPUTEPUAM NPUEMIEMOCTN, B
CYLLEeCTBYOLLMX YCIOBMAX NPOMU3BOLACTBA (faNiee - Bepuukauus);

0) OCYLLEeCTBJIANOCH COBEPLUEHCTBOBaHNE CMCTEMbI KayeCcTBa U KavyecTBa BMKIT;

n) oCyLecTBAANACh OLLeHKa U3MEHEHWI, OTHOCALLUXCA K npon3BoacTBy bBMKII, n nx yTeepxaeHve Lo
BHeApeHus;

p) OCYyLLECTBASAACL OLLEHKA N3MEHEHUI, OTHOCALLNXCS K Nnpon3BoacTBy BMKI1, nocne nx BHeapeHns ans
NOATBEPXAEHMSA OTCYTCTBMA yXyaLeHnsa kavyectsa BMKI n cuctemol ka4yecTBa;

C) noapa3fenieHnem obecrneyeHns KavyecTsa NPOBOANIOCH PAaCCMOTPEHWE NPUYUH BO3HUKHOBEHNS
HeCooTBeTCTBMA Npom3BeeHHbIXx BMKIT noka3saTtenam kavyectsa BMKI, yCTaHOBJIEHHBIM HOPMATVBHOM
LoKyMeHTauwuen Ha BMKI (nanee - OTKNOHEHWA), U NPOBEPKU, OLeHKUN 3(PEKTUBHOCTU NPeanpUHATLIX
KOPPEKTMPYIOLLMX 1 NpeaynpexaaoLnx 4eNCTBUA, B TOM YUC/Ie C NpoBeeHNeM He3aBUCMMON,
0653aTeNbHON 1 NepUoANYECKO MPOBEPOK (fanee - ayauT);

T) BbINycK BMKI1 gns KNMHUYECKOro NpUMeHeHns oCyLLeCTBASANCS NOC/e YA0CTOBEPEHUS YIOIHOMOYEHHbIM
NMuUoM opraHmsaunm cootseTcTaus BMKI kaxgon cepun BMKI TpeboBaHnaM, yCTaHOBAEHHLIM NpK €ro
roCyAapCTBEHHOW perncTpauun, nau, B ciyvyae HesapermctpmpoaHHoro bMKIM, cneuymndukaumm Ha BMKI n
nokasaTensM KayecTBa, yCTaHOBJIEHHbIM B HOPMaTUBHOW AOKYMeHTaumm Ha BMKIT;

y) 66111 NpeanpuHATL Mepbl, obecneynBatoLme kKayecTso BMKI B Te4yeHme BCEro cpoka rogHoCTU Npu ero
HagJjiexalleM XpaHeHuy n obpalleHun;

) 6bbina pa3paboTaHa npoueaypa BHYTPEHHMUX ayAUTOB CUCTEMbI KaYeCTBa Ha NpeaMeT ee COOTBETCTBUS
TpeboBaHNAM, YCTaHOB/IEHHbIM HacTOAWMUMY MpaBniaMm 1 BHYTPEHHUMN LOKYMEHTaMU.

7. PykoBoguTenb opraHu3aunm SBiseTcs OTBETCTBEHHbIM 3a Hasinyne 3(PMeKTUBHON CUCTEMbI KaYecTBa.
8. OpraHum3auus CMCTEMbI KavyeCcTBa 1 NOPALOK OLeHKN 3P(PEeKTUBHOCTN ee (PYHKLMOHNPOBAHNA LOJKHbI
onpenenaTbCs BHyTPEHHeW JoKyMeHTauunen. 0ns MyHKLMOHUPOBaHMSA CUCTEMbI KaYeCTBa PYKOBOAMTESb
opraHu3aunm fomkeH obecneynTb Hannydne KBaanuLpoBaHHbIX paboTHUKOB opraHm3aumm (fanee -
nepcoHan), momeLLeHnin, 0bopynoBaHNs N TEXHUYECKUX CPELCTB.

9. lnuamu opraHm3auunm, yrnosHOMOYEHHbIMU ee PYKOBOAUTENeM OCYLLEeCTBIATbL KOHTPOJIb CUCTEMbI
Ka4vecTBa, LO/MKHbI NPOBOAUTHLCA 0630pbl PYHKLMOHMPOBAHUS CUCTEMbI Ka4eCTBa C Lesiblo onpefeneHns
BO3MOXXHOCTW yJiy4ylleHnsa kavyectsa EMKII, TexHonornyeckoro npotecca nponssonctaa bMKI1 n cuctemsl
KayecTBa.

10. OCHOBHbIMY NpUHLKUMNAMN yrnpasJieHNs puckammn onsa kadyectsa bMKI1 apnseTca yctaHoBneHne
BO3MOXXHbIX HEFATUBHbIX U HEXENaTeNbHbIX BO3AENCTBUI Ha KayecTBo BMIK (manee - oLeHka puCKoB),
KOTOpOe [0JIXKHO OCHOBbIBATLCS Ha Hay4YHbIX 3HaHUAX 0 BMIIK, TexHonorn4eckom npouecce Npon3soacTea
BMKIT n onbiTe nponssoacTea BEMKII.

11. YnpaBneHue puckamu ans obecnevyeHus kavyectsa bMKI nogpasneneHmem obecnevyeHus kavyecTsa
BKJIKOHAeT CUCTeMATU3NPOBaHHbIE MPOLECChl OLLEHKW, KOHTPOA napaMeTpoB KavyecTa bMKI, a Takxe
0630pbl pUCKOB A5 KavecTBa BMKII, KOTopble MOryT MPOBOANTHLCS NEPCMNEKTUBHO U PETPOCNEKTUBHO.
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12. nsa oueHkn 3chpekTUBHOCTM nponssoacTea bMKI noapasaeneHnem obecneyeHns KOHTPOS KayecTBa
cocTaBnsAoTcs 0630pbl kayecTBa BMKI. Lenbto coctaBneHns 0630poB kavecTBa BMKII aBnseTcs
noaTeBepXAeHne NoCTOAHCTBA TEXHOOMMYECKOro npouecca npoussonctea bMKI1 n cooTBeTCTBUS
MaTepuanos Asa nponssoncTsa BMKII, npoMeXxyTo4HbIX NPoAyKTOB npon3soactea bMKI1, BMKII
LencTByOWMM cneundukaumnam Ha HuX. OueHka adhekTusHoCcTH npomssoacTea BMKI nposoaunTcs ¢
LLe/blO BbIIBIEHNS TEHAEHLMI MO M3MEHEHMIO MapaMeTpoB kavecTBa BMKI1 nponssoanmeix cepuii BMKI n
YCTaHOBJIEHWS BO3MOXKHOCTW ycoBepLleHCTBoBaHUSA BMKI1 1 TexHonormyeckoro npoLecca npous3soacTs
BMKI1. Pe3ynbTaThl 0630p0oB kavecTBa EMKI yTBEpX4aloTCA PYKOBOAUTENEM OpraHM3aLmm.
MepunoanyHOCTb CocTaBneHUs 0630poB KavecTBa BMKI onpenenseTcs KOANYECTBOM NPOM3BOAUMBIX CEPUIA
BMKI, npn 3TOM 4114 BbISBNEHNS CTaTUCTUYECKMN 3HAYUMbIX TEHAEHLMIA N0 U3MEHEHWIO MapaMeTpoB
KavecTBa BMKI HeobxoanMbl AaHHbIe MO NoKa3aTensMm kadectBa bBMKI He meHee yeMm wecTun cepuii BMKIT.
13. 0630pbl KavecTBa BMKI1 fo/KHbI BKOYaTh:

a) 0630p TEXHOJIOTMYECKON U HOPMATUBHOW AOKYMEHTaunn Ha BMKIT;

6) 0630p NpousBeneHHbIx cepuint BMKI 3a oT4eTHLIN Nepunos (BkoYas ofobpeHHble 1 3abpakoBaHHbIE
cepumn BEMKII, KoTopble He COOTBETCTBOBaN cneuumdurkaumam Ha BMKI1 n nokasaTensam KayecTsa,
YCTaHOBJ/IEHHbIM HOPMAaTUBHOWN AOKYMeHTaumen Ha BMKI, pe3ynbTaTbl pacCMOTPEHUI BO3HUKHOBEHMWSA
NpWYMH HeCooTBeTCTBMA 3abpakoBaHHbIX cepuin BMKI cneundukauusm Ha BMKI u noka3satensm
KayecTBa, yCTaHOBJIEHHbIM HOPMATMBHOWN JOKYMeHTauwnen Ha BMKI);

B) 0630p MaTepuanos ans npomssoactsa bMKI1 ¢ netannsauuein ceefeHnin 0 MaTepuanax, NoayyYeHHbIX OT
HOBbIX MOCTABLUMKOB, BKJIOYas OTAENbHbIN 0630p Lienu(eit) 4OCTaBKU(0K) BUONOrNYecKmx MaTepuanoB C
OLIEHKOW MOJIHOTLI Takoro 063opa;

r) 0630p pe3ynbTaToOB KOHTPOAS B MpoLecce NPOM3BOACTBA U pPe3y/ibTaTOB KOHTPOAS KadecTBa BMKIT;

A1) 0630p HECOOTBETCTBUI NoKa3aTenen kavyectsa bMKII, TpeboBaHNAM, yCTaHOBSIEHHBIM HOPMATVBHOMN
LOKYMEHTaLMERN, a TakXe OCHOBHbIX pe3y/bTaTOB PAaCCMOTPEHUS NPUYUH BO3ZHUKHOBEHUS TaKMX
HeCOOTBETCTBMIN NoKa3aTenen kavyectsa bMKIT;

e) 0630p U3MEHEHUN, BHECEHHbIX B TEXHOJIOMMYECKMI NPOLLECC 1 (MIM) METOAUKN KOHTPONS;

»K) 0630p pe3ysibTaToOB UCMbITAHNIA U MOHUTOPUHIa cTabunbHoCcT BMKIT 1 MpoMEeXyTO4HbIX MPOAYKTOB
nponssoacTea BMKII (npu Hann4um);

3) 0630p CBA3aHHbIX C kKa4yecTBOM BMKI npeTeH3uii, BO3BPaTOB 1 0T3bIBOB 13 0bpalleHuns;

1) 0630p NPOBEAEHHBLIX KOPPEKTMPYOLWLMX N NPeaYNPeXAatoLLnX AEACTBUA B OTHOLWEHWN
TEXHOJI0rMY4eCKOro npoLecca, TEXHOIOrM4eckoro 06opynoBaHNsa 1 CUCTEM;

K) 0630p COOTBETCTBMA NOMELLEHWIA, 060pYyA0BaHUSA U (MSIN) UHXKEHEPHBIX CUCTEM, UCMONb3YEMBbIX
(3a4eNCTBOBaHHLIX) B MPON3BOLCTBE, KOHTPOJIE KayeCTBa 1 xpaHeHun BMKI, TpebosaHmam Mpasui, nx
HaZnexallero yHKLUMOHMPOBaHNS, obecneymnsatoLlnx nonyyeHne oXxXmnaaemolx pesynbTaTos (fanee -
KBasMuKaunsa) n NOATBEPKAEHUS;

n) 0630p OLEHKM BbINOAHEHHbLIX CTOPOHHUMK OpraHu3aumnsaMm paboT (0Ka3aHHbIX UMK YCAYT) U UX
cooTBeTCTBUA TpeboBaHMAM HacToAWwmMX MNpasun;

M) UHble 0630pbl MO PELLEHNIO PYKOBOAUTENS OpraHn3aLuu.

14. B 0630pe kavecTBa BMKI1 gosmkHbl 6bITb CAeNaHbl 3aKI04EHUSA 1 BbIBOAbI O Ka4yecTBe cepuin BMKI,
Npon3BeEeHHbIX 3@ OTYETHbIN Nepnoj, B TOM Y/CSIe C y4eTOM 3aKJII04YEHUN 1 BbIBOAOB NpeablayLiero
o630pa kayecTBa 3T0ro BMKII, ¢ pa3paboTKon KOPPEKTMPYIOLLMX U NPeaynpexaatoLLnx 4eNCTBAR nan
BbIBOAOM O HEOOX0AMMOCTY MPOBEAEHUS MOBTOPHOW BannaaLm NpoLECCOB 1 YCJIOBUA ONA NX
OCYyLLeCTBJIeHUS.

15. 1ns oueHKn 3hPeKTUBHOCTM CUCTEMbI KaYeCTBa B OpraHu3aLuy noapasgeneHmem obecneyeHus
Ka4vecTBa COCTaBASOTCSA 0630pbl CMCTEMBI KayecTBa. O630pbl CUCTEMbI Ka4eCTBa MPOBOAATCS €XEerogHo 3a
NCTEKLUNIA roA (fanee - OTHETHbIA Neproa) C yH4eTOM aHan3a AaHHbIX nNpeabiayLinx 0630poB CUCTEMBI
KayeCTBa 1 yTBepX4alTCs PyKOBOAMTENIEM OpraHn3auun.

16. O630pbl CMCTEMbI KaYeCTBa AO/IKHbI BKIOYATh!
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a) ceeneHns 06 ob63opax kavecTBa BMKI, cocTaBNEHHbIX B OTYETHOM NEPUOAE;

6) 0630p OTKNOHEHWI 3@ OTHETHbLIN NEPUOL;

B) 0630p MOCTYNMBLUMX NPETEH3MIN NO Ka4eCTBY U OT3bIBOB M3 0bpalLeHns BbinyLweHHbIX cepuin BMKI 3a
OTYEeTHbI Nepuos;

r) 0630p BHECEHHbIX U3MEHEHWI, OTHOCALLNXCS K Npon3BoAcTBY BMKII, KoTopble oka3biBaloT
HenocpenCcTBEHHOE BAMAHNE Ha Ka4yecTBO BEMKIT, 3a oTYeTHbIV Nepnog;

L) 0630p KOPPEKTUPYIOLWNX U NPeaynpexaatoLwnx AeNCTBUNA, NPeANPUHSATBIX 38 OTYETHLIM Neproa;

e) 0630p ownboK 1 NCrpaBNeHNiA AaHHbIX 33 OTYETHbIA NEepuoa;

»K) 0630p M34aHHbIX 33 OTYETHbIN NepUoL BHYTPEHHUX LOKYMEHTOB, PErlaMeHTUPYIOWMNX Nan
obecneymBaownx MYYyHKLMOHNPOBAHNE CUCTEMbI KA4eCTBa;

3) 0630p NpoBeAEHHbIX OLEHOK PUCKOB AJ1s KavyecTBa BMKI1 3a 0TYeTHbIN nepuoa;

1) 0630p NPoBEeAEHHbLIX MOArOTOBOK (NepenoAroToBOK), MHCTPYKTaXKen nepcoHasna 3a OTHETHbLIN Nepuos;
K) 0630p ayanTOB (BHYTPEHHMX 1 BHELLHUX) 3@ OTYETHbIN Nepuoa;

n) 0630p pe3ynbTaTOB MOHUTOPUHIa OKPY>KAIOLLEN Cpeabl 3a OTHETHLIN Nepunoa;

M) 0630p NpoBefeHHbIX paboT No KBaAUUKaL K, BEpUGUKaLUM 1 Banngauny 3a 0TYETHbIV Nepuog;
H) 0630p pe3ybTaTOB MOHMTOPUHIa 04MCTKN 060pPYyA0BaHMA 1 MOMELLEHNA 3a OTHYETHLIN NEPUOS;

0) 0630p pe3yNbTaTOB KOHTPOASA MaTepunassoB 414 Nnpom3soacTBa BMKII 3a oT4eTHbIN Nepuos;

N) MHble 0630pbl MO PELLEHNIO PYKOBOANTENSA OPraHn3aLuu.

17. ina obecneyveHnsa kavectBa BMKI B opraHun3auun paspabaTbiBaeTCs KOMMIEKC MEPONPUSATHUN,
HamnpaBJ/IEHHbIX Ha CO3JaHMe yCA0BUN Ans npoussoactsa BMKII, cooTBeTCTBYOWMUX cneuudmrkauum Ha
BMKIT 1 noka3saTensam KavyecTBa, yCTaHOB/IEHHbIM HOPMAaTUBHOW OOKYMeHTaumen Ha BMKITI,
OCYLLEeCTB/IIEMbIX B TEYEHMe BCEro LukKia Npon3BoACTBa (KaleH4apHOro nepmnoja BpeMeHu ¢ Havana
ncrnosib30BaHUA maTepuanos ana nponssoactea bMKI B nponssoacTee o nonyvyeHns 6MKI1, koHTpons
KayecTBa npoussegeHHoro bMKI n ero nepefayn Ha XpaHeHue).

18. MNpouecc obecnevyeHuns kavyecTsa bBMKI1 cocTonT 13 cneayowmnx 3Tanos:

a) OLleHKa KayecTBa Haxoasawwmxcs B obpawerHun BMKIM;

6) obecnedveHune nokaszaTenen kadectea bMKI, B TOM Yncie B npouecce pa3paboTku n GopMnpoBaHUs
TEXHOJIOrM4eCcKoro rnpouecca;

B) pa3paboTka cTaHAapTOB ¥ (UnK) CTaHAAPTHLIX NPoLeayp ANA CMCTEMbl Ka4eCTBa;

) KOHTPO/Ib Ka4yeCTBa MaTepmanoB aas npomssoactea bMKII;

[1) NoOnepaLmnoHHbIA KOHTPOJIb B LIKKJ/E NPOM3BOACTBA;

€) KOHTPOoJIb KavyecTBa BMKI npon3BeneHHbIx cepuin BMKIT;

)K) BbibpakoBKa MaTepunanos a5 NnponssoacTea BMKII, npoMexxyTo4HbIX MPoAyKTOB npon3soacTea bMKM u
BMKIT HeHaanexallero Kka4yecTBa;

3) aHa/M3 NPeTEeH3Un No KayeCTBY, OT3bIBOB U3 0OpaLleHns 1 BO3BPATOB BbiMyLEHHbIX cepuii BMKIT,
1) KOHTPOb W yNyYylleHne TEXHOIO0rMY4eCKOoro NpoLecca;

K) COBepLUEHCTBOBaHNE CUCTEMbI Ka4yecTBa.

19. B opraHu3aumm gomxHa bbiTe BHeApeHa nporpamma obecneyeHns cucTeMbl KadecTsa. MporpamMMa
obecneyeHns CMCTEMbl Ka4eCTBa BK/OYAET:

a) pa3paboTKy BHYTPEHHEN fOKYMEHTaunn 4514 (OpMMPOBaHUS, NOALEPXKAHWS, PA3BUTUS U
yCOBEpPLUEHCTBOBaHNA CMCTEMbI KadecTBa 1 npomssoacTea BMKIT kavecTBa;

)
)

6) OLEHKY COOTBETCTBUSA BHYTPEHHEN AOKYMeHTauun TpeboBaHusM MpaBun n opyrum HOPMaTUBHbLIM
npaBoBbIM akTaM Poccuickon ®enepauuu;

B) OLLEHKY COOTBETCTBUSA 3anuncei N AaHHbIX, UCNOJIb3yeMbIX Npu obecneyeHnn KOHTPOASA LUKIa
npou3BoACTBa 1 KavyecTBa BMKII, TpebosaHusm Mpasun;

r) ynpaBfieHue puckamm ans obecneveHns kadectsa bMKIT,

[l) OLLeHKY OCyLLeCcTBASeMbIX U3MEHEHUWIA, NOCNEACTBMI UX peann3aunmn n 3hHeKTUBHOCTY;

€) pacCMOTPEHME 1 OLLEHKY OTKJIOHEHWI B X04e pa3paboTKu, MpoOn3BOACTBA M KOHTPOASA KavyecTBa BMKI;
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)XK) pacCMOTpeHne npeTeH3nin no kavyectBy BMKI1 n oT3biBoB EMKIT 13 0bpalleHns, BO3BPaTOB BbIMYLLEHHbIX
cepuii BMKITT;

3) oueHKy obbeMa 1 3hHEKTUBHOCTM MPOBOAUMbIX KOPPEKTUPYIOLLMX 1 Npeaynpexxaatowmnx 4enCTBIR;

1) cocTtaBneHne 0630poB No KavecTBy BMKIT;

K) opraHusaumio paboT no kBanupukaLmm, Banuaalmm n sepudurkaLmm;

J1) NOAroTOBKY (MepenoaroTOBKY), MHCTPYKTaX NepcoHana;

M) NpOBeAEeHNE BHYTPEHHNX ayANTOB CUCTEMbI Ka4eCTBa M ayAUTOB CUCTEM KavyeCTBa OpraHu3auun,
OKa3blBaOLLNX YCAYr NO NPOM3BOACTBY, KOHTPOJIIO U UCMbITaHUIO MaTepuanos ansa nponssoacrtesa bMKIT,
NPOMEXYTOYHbIX MPOAYKTOB npon3soactea bMKI1 n BMKII.

20. BHYTpeHHMe ayaunThl KayecTBa NPOBOAATCA NojpasfeneHmeM obecneyeHuns KayecTsa opraHmsaumm.
21. BHYTpeHHMNE ayamnTbl Ka4ecTBa A0JKHbI MPOBOANTLCS C LieSiblo MPOBEPKUN COBMIOAEHNSA B OpraHM3aLmm
TpebosaHuin MNpaBun 1 BHYTPEHHEN AOKYMEHTaLUM C NOCAeAY0WUM DOPMUPOBAHNEM MPeaioXeHN No
HeobX04MMbIM KOPPEKTMPYIOLLMM 1 MpenynpeXxaaowmm eNCTBUAM N0 pe3ybTaTaM MPOBEPKY, a TakxKe
no yny4ylleHno Ka4yecTBa npon3soamMMbix BMKIT 1 CoBepLUEHCTBOBAHMIO CUCTEMbI Ka4eCTBa.

22. Mporpammbl obecrnevyeHns CUCTeEMbI KavyecTBa NoAaeXaT ayanTy B COOTBETCTBUM C
yTBEPXAEHHON(bIMW) pyKOBOAUTENEM OpraHM3aLum nporpaMMon(ammn) ayanta(os) C Lesbio NPoOBEPKY KX
cooTBeTCTBUA TpeboBaHMAM obecnedyeHnsa kavyecTsa BMKII.

23. Mo pe3ysbTaTam NpoBefeHNs BHYTPEHHEr0 ayaMTa CUCTEMbI KavecTBa 0PoOpMIsSEeTCA OTHeTHas
LoKyMeHTaumsa. OTyeTHas LOKYMeHTauus rno pesysbTaTam NpoBeleHHOro ayAnTa CUCTEMbl Ka4yecTBa
LO/MKHA BKOYaTh pe3ybTaTbl MPOBEAEHHOW NPOBEPKN M MPEAOKEHNA N0 KOPPEKTUPYIOLLM 1
npegynpexaatlowmm 4encTBusM.

[ll. OpraHmn3auma LeaTeNbHOCTM NepcoHana opraHn3aumm

24. TepcoHan [o/MKeH NPoNTY NOArOTOBKY (MepenoAroTOBKY), MHCTPYKTaX B COOTBETCTBMM C
LOJKHOCTHbIMU 0653aHHOCTAMK, obecneymnBatoLLMmn BbinoaHeHWe TpeboBaHui Mpasun. MepcoHan foKeH
obnafaTb KBaMUKaLmnen, COOTBETCTBYoLWER TpeboBaHNAM NPotheCcCnoHabHbIX CTaHAAPTOB.

CtaTtba 195.1 Tpygosoro kogekca Poccuinckon Pegepaunn (CobpaHne 3akoHodaTenbCTBa Poccminckon
®epepaumm, 2002, Ne 1, cT. 3; 2012, Ne 50, cT. 6959; 2015, Ne 18, cT. 2625).

25. PykoBoguTenb opraHn3aunmy goKeH onpenesnTb AL, OpraHnsaunm, 0OTBETCTBEHHbIX 3a
(DYHKLMOHNPOBAHNE CUCTEMbI Ka4eCTBa, UX MOJHOMOYNSA, 0653aHHOCTN 1 OTBETCTBEHHOCTb.

26. NepcoHan, paboTatoLwmii B 30Hax NPOM3BOACTBA U KOHTPONA KavecTBa BMKII (B TOM Yncne nepcoHan,
OCYLLEeCTBAAOLWMNIA 04NCTKY, 06CNyXMBaHWe 060pyA0BaHNS U MOMELLEHUIA UM KOHTPOb KayecTBa),
LOJIKEH NPOXo4MTb MNOAFOTOBKY (NepenoaroToBKY), UHCTPYKTaX B COOTBETCTBUM CO CBOMMU
0653aHHOCTAMY 1 cneumndukon nponssoanumsix BMKII.

27. C uenblo MMHMMM3aUMN BO3MOXXHOCTU 3arpa3HeHns MaTepurasioB Uian NpogyKToB NPon3BoACTBa APYTr MM
MaTepuanaMm Uam NpoayKkTaMu Npon3BoACTBa (fasee - nepekpecTHas KOHTaMUHALMSA) BO BHYTPEHHEN
LOKYMEHTaLMUN OOJKHbI pernamMeHTUpPoBaTbCA NepeaBuXeHne nepcoHana v ero AocTyn B
NPOM3BOACTBEHHbIE MOMELLLEHMS 1 30HbI. [pn paboTe ¢ BuonornvyecknMm maTepmnanamM, MPOMeXXyTOUYHbIMU
npoayktamu nponssoactea BMKI n BMKI 6e3 npuMeHeHns N309TOPHbLIX TEXHOOM A HE A0MYyCKaeTCs
nepexop COTPYOHUKOB M3 30H, B KOTOPbIX BO3MOXXEH KOHTAKT C MHPMLMPOBAHHbIMK BONOrMYecKkmmm
MaTepuanamm n BMKII, B 30HbI, B KOTOPbIX NPoBOAATCSA paboTbl C MHAKTUBMPOBAHHLIMU NN
HenHMUMpoBaHHbIMK BMKII. B cnyvyae HeobXoQMMOCTU OCYLLIECTBAEHNS TaKUX NepexoaoB A0/KHbI ObITb
NPUHATLI Mepbl N5 KOHTPOIS NEPEKPECTHON KOHTaMMUHALUN COrJTAaCcHO MPUHLMMNAM yrpaBiaeHns puckamu
nna obecnevyeHuns kayectsa bBMKIT.

28. PykoBoauMTENb OPraHM3aLnmy AOKeH Ha3HauYUTb PYKOBOAMTENSA Noapa3aeneHms obecneyeHuns
KayecTBa, pykoBoauTens (pykosoamTenen) npom3soaCcTBa (MoapasaeneHunin npom3BoacTBa), PyKoBOAMTENS
noapasfeneHns KOHTPoNA KayecTsa U YNOJHOMOYEHHOE NnLO (YNOJIHOMOYEHHbIX 1L) OpraHu3aumnm (B
cny4yae, ecnm 0643aHHOCTM YNOSHOMOYEHHOI0 IML,A OPraHM3aLumn He BO3JIOXKEHbI HAa PYKOBOAMTENS
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opraHm3auny n (Man) pykoBoamTens nogpasneneHmsa obecneyeHmns KayecTsa, PyKoBOAUTENS
nogpasfeneHns NnponsBoACcTBa UV PYKOBOAUTENA NOAPA3LAENEHNA KOHTPOSISA KavyecTBa).

29. OCHOBHble 06543aHHOCTUN YMOAHOMOYEHHbIX UL, OpraHn3aLmMm BKAOYAOT:

a) oCyLLleCcTBIeHNE OOKYMEHTaNbHOr0 NOATBEPXKAEHNSA COOTBETCTBMS NMPOU3BOACTBA W KOHTPOJIA KayecTBa
BMKI kaxxgon cepumn BMKI TpeboBaHnsM 3akoHodaTenbLCTBa Poccuinckon ®egepaumm,

6) ocywiecTBIeHNE OOKYMEHTaNbHOIrO NOATBEPXKAEHNS COOTBETCTBUS NponsBegeHHoro bMKIM
TpeboBaHMAM, yCTaHOBEHHbLIM NPY €ro rocyAapCTBEHHON perncTpaunu;

B) OCYLLECTBJIEHNE NOKYMEHTAIbHOrO NOATBEPXXAEHNS COOTBETCTBUSA Npon3BeaeHHoro bMKII
cneungukaumm Ha BMKIT n nokasaTensm Ka4yecTsBa, YCTaHOBJIEHHbIM HOPMATUBHOM OOKYMEHTaUMen Ha
BMKITI, B cnyyae npoussoacTea bMKII, He npolwwefLlero rocyfapCTBEHHYO perucTpauuio, 44
LOKJIMHNYECKUX NCCIeA0BAaHUN N KIMHUYECKUX NCCNeaoBaHui;

) OCyLlecTBJIEHNE MOATBEPXKAEHUSA COOTBETCTBMA MMIOPTMPYyeMon cepumn BMKII, nponsseaeHHOro
YaCTUYHO WM NONHOCTBIO 3a Npefdenamm Poccuinckon ®enepaumm, TpeboBaHMAM 3aKOHOAATENLCTBA
Poccuickon ®epepaumu;

[) OCyLeCTBAEHNE LOKYMEHTaIbHOIO NOATBEPXKAEHNA COOTBETCTBME NpoLecca nponssoactsa bMKII
MNpasunam;

€) oCcyLecTB/IEHNE OOKYMEHTaNbHOIrO NOATBEPXKAEHNS COOTBETCTBUSA OCYLLECTBAEHHbIX TEXHOIOM MYECKNX
onepauunin n BUAOB KOHTPOJIS TPEOOBAHUSAM BHYTPEHHEN TEXHOJIOMMYECKON U HOPMATUBHON AOKYMEHTALUN
nepea BbiNyCKOM Ka)kaon cepmm BMKI.

30. YpoBeHb 06pa3oBaHus, KBanudukaumsa n ctTax paboTbl YNONHOMOYEHHbIX UL, OpraHn3aLnm 40 KHbI
COOTBETCTBOBaTb TPEOOBAHMAM K YNOJHOMOYEHHOMY NINLY OpPraHn3aummn, yCTaHOBJIEHHbIM
3aKoHO4aTenbCTBOM Poccuinckon denepavmm.

YacTb 6 cTaTbu 35 PepepasibHOro 3akoHa 180-03; npmka3 MMHMCTEpCTBa 34PpaBOOXPaHEHNS Poccuinckom
depepaumm ot 29 ceHTs6ps 2017 r. Ne 694H "06 yTBepxaeHUN Mopsaka aTTecTaumMm ynoaHOMOYEHHOM0
nnua nponsBoamnTens boMeanLMHCKOro KNeTOYHOro NPoayKTa, TpeboBaHUii K ypOBHIO 06pa3oBaHms 1
KBaJIMMKaLMm YKa3aHHOIr0 YNoJIHOMOYEHHOI 0 ivlia 1 ero NoJHOMOYMI No obecnevyeHnto Ka4yecTBa
BroOMeANLIMHCKOr0 KNIETOYHOr0 NPoAyKTa, BBOAMMOro B obpalleHne" (3apernctpnposaH MUHNCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 15.02.2017, peructpauioHHbIn Ne 50048).

31. OCHOBHbIMU 0653aHHOCTSAMIN PYKOBOAUTENS NoApa3aeNieHns obecnevyeHns KavecTBa ABASIOTCS:

a) pa3paboTka 1 akTyannsauuns LOKYMEHTaLUUM CUCTEMbI KaYeCTBa;

6) yTBEepxaeHne 3anucen (MPOTOKOJIOB) MPOM3BOACTBA U KOHTPOSIS KayecTBa bBMKIT;

B) yTBepXXAeHne TpeboBaHU K MaTepranam ans nponssonctea BMKII, npoMexxyTo4HbIM NPOAYKTaM
npoussoncTea BMKIT;

) y4acTue B OLleHKe KavyecTBa U MOHUTOPUHIe NpefoCcTaBiseMbIX YCAYr NOCTaBLWMKOM MaTepunanos 4as
npoussoncTtea bMKIT;

[) OCyLLeCTBAEHNEe MOHUTOPWHIA UCNOJIHEHUS AOrOBOPOB MO NPOM3BOACTBY NPOMEXYTO4YHbIX MPOAYKTOB
npoussoacTea BMKII, BMKII, maTtepuanos gna npoussonctsa EMKII, npon3soanMbIx No 3akasy;

€) oCyLecTB/IEHNE MOHUTOPUHIa NCMOJIHEHNSA LOFOBOPOB C KOHTPOJIbHbIMK nabopaTopuaMu ans
npoBefeHns UCMbITaHUM MaTepuanos ans nponssonctea BMKII, npoMexyTo4HbIX MPOAYKTOB
npounssoactea bMKI n BMKIT;

X) YTBEPXKAEHNE OOKYMEHTaLMM N0 KBaANPUKaLMmM 1 MOHUTOPUHIY MOCTaBLLMKOB MaTEPUanoB n ycayr
ans npounssoacTtea bMKIT;

3) COCTaBJIeHME nepuoanyecknx 0630poB Mo Ka4yeCcTBY NPOMEXYTOYHbIX MPOAYKTOB Npon3BoacTBa bMKI 1
BMKIT,

1) y4acTume B cOCTaBneHUM 0630pOB MO CUCTEME Ka4yeCTBa;

K) NpoBefeHne OLEeHKN TeHAEHUMI N0 N3MEHEHUIO KOHTPOANPYEMbIX MapaMeTpoB 3Tanos 1 onepauun
npoussoncTtea bMKIT;
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J1) MpOBeLlEHNE MHCTPYKTaXka 1 0by4yeHns nepcoHana nogpasfeneHnini opraHm3saumm ¢ Lenbo
03HaKoMJieHUs ¢ TpeboBaHMAMN MpaBWa N BHYTPEHHEN AOKYMEHTALUN;

M) ydacTume B peryasipHbiX BHYTPEHHWX ayguTax;

H) yyacTue B ayauTax UCMbITaHU CTabunbHOCTY;

0) yqacTue B ayanTax NOCTaBLMKOB MaTepuasnos u yCayr;

M) KOHCY/IbTUPOBAHNE PYKOBOAMTENS OPraHmn3aLum no Bonpocam kadectsa BMKI n gyHKLMOHMPOBaHNS
CUCTEMbI Ka4yecCTBa;

p) obecneyeHne CBOEBPEMEHHOI0 AoBeAEHNS UHDOPMaLUKM 06 OTKIOHEHNSX B CUCTEME KavecTBa Ao
pykoBoAMTeNen nogpasfesieHnin opraHn3anmm, pykosogutenen nogpasfesieHun KOHTPoIsS KavyecTsa u
obecneyeHns KavyecTBa, PYKOBOAMTENS OpraHm3aLmm.

32. 0653aHHOCTY PYKOBOAMTENSA NPOU3BOACTBA U NOAPA3AeIeHNIA NPON3BOACTBA BKOYAIOT:

a) obecneyeHne COOTBETCTBMSA NPOM3BOACTBA N XPaHEHMA NPOAYKTOB Npou3BoacTea BMKIM TpeboBaHmsaMm,
YCTaHOBJ/IEHHbIM BHYTPEHHEN OOKYMeHTaumen n obecneymsaowmm kayectso bMKIT,

6) obecneveHune cobnoaeHNs TEXHONOrMYECKOro pernaMeHTa, TEXHOMOrMYECKUX MHCTPYKLNN,
CTaHAaPTHbIX ONEePaLMOHHbLIX NPOLLeAYP U APYrMX BHYTPEHHUX OOKYMEHTOB, KaCaloLwmXCs
TEXHOJI0rMYeCKOro npoLecca, NPonM3BOACTBEHHLIX 00BEKTOB, MPOLIECCOB U YCJIOBUIA NX OCYLLECTBEHUS, 1
NUX aHasn3 4nia onpegeseHns uenecoobpasHoCT BHECEHUS B HUX U3MEHEHUN;

B) obecneyeHne cocTaBAEHNS U NOAMNUCAHNA 3annCel (MPOTOKO0B) NEPCOHANIOM B COOTBETCTBUN C
AO/MKHOCTHLIMK 06513aHHOCTSAMM Nepeq, nepenayent 3anucei (NPOTOKO0B) B MOAPa3AeeHMsa KOHTPONA
KayecTBa 1 obecrneyeHmnsa Ka4ecTsa;

r) obecnevyeHne KBanMOUKaLKM, COOEPXKaHNA, IKCNayaTaUuMm N TEXHNYECKOro 06CY>XUBAHUS MOMELLEHNIA,
0b0py0OBaHUA N UHXXEHEPHbIX CUCTEM NPon3BOACTBa BMKIT;

n) obecneyeHne BaMaaLnyM TEXHOIOMMYECKOro MpoLecca, NPOLLECCOB 04MCTKIN 060pyA0BaHNS U
NMoMeLLLeHNI, OTAENbHbIX 3TAMNoB (onepawymin) No OCYLLECTBAEHNIO KOHTPOA, @ TakXe BHYTPEHHUI
KOHTPOJIb Pe3y/ibTaTOB BbIMNOJIHEHNS TaKuUX 3TanoB (onepaunin) (oanee - BHyTPUNPOLECCHbIV KOHTPOJIb);
e) obecneyeHne NOLrOTOBKM (MepenoaroTOBKMW), MHCTPYKTaXka nepcoHana.

33. 0653aHHOCTY PYKOBOAMTENSA NOAPA3AEeHNs KOHTPOIS Ka4yeCTBa BKJIIOYaloT:

a) onobpeHne nam 0TKIOHEHME MaTepuanoB ans npomssoacTea BMKII, a Takxxe NPoOMeXyTOYHbIX
npoayKToB npon3ssoacTea bBMKIT;

6) aHann3 LOKYMEHTaunW, CoAepXallen NepBnYHbIe faHHbIE MO MPON3BOACTBY, YNAKOBKE 1 KOHTPOJIIO
KayecTBa, 3anucen (NPOTOKOJI0B) NO pe3ysibTaTaM MPoBeAEHHbIX NUCMbITaHUA, JOKYMEHTaLMMN No
NoATBEPXAEHNIO COOTBETCTBUSA BbiMyckaeMon cepumn BMKI TpeboBaHnsM, yCTaHOBAEHHbLIM MpK
rocyfapCTBEHHOM peructpaunn BMKI, unu, B cinyyae HesapernctpmpoBaHHoro bMKI1, foKyMeHTauum no
nogTeepxaeHunto cootTseTcTBUA BMKIT cneuundukauum Ha BMKI 1 nokasaTensam KayecTBa, yCTaHOBJIEHHbIM
B HOPMATMBHOM fOKyMeHTauumn Ha BMKI1, gokymeHTauum no Beinycky cepumn BMKII, a Takxe 3anucen o
pacnpeneneHun (peanusauum n (Wnm) nepefade) npomsseneHHon cepum bBMKI (nanee - pocke Ha ceputo
BMKI);

B) obecneyeHne NPOBEAEHNS KOHTPOIbHbIX UCMbITaHUn BMKI B COOTBETCTBMM C HOPMATUBHOW
LOKyMeHTauuen Ha BMKIT;

r) aHann3 npouenyp otbopa Npob, METOA0B UCMbITAHWUIA U BHYTPEHHUX OOKYMEHTOB KOHTPOJIS KayecTBa
BMKM pns onpeneneHns LenecoobpasHoOCTU BHECEHNS B HUX N3MEHEHWNIA;

[l) OLEHKY 1 BU3MpPOBaHMe 3anuncen (MpoTOKOM0B) KOHTPOSIS Ka4yecTBa Nepen nx nepegayen B
nofpasfeneHnsa Npon3BoACTBa U obecneveHns KayecTBa;

€) KOHTPOJIb MPOBEeAEHNA UCTIbITaHUN cTabuabHocT BMKIT;

)K) KOHTPOb paboTbl MOAYUHEHHOTO(bIX) CTPYKTYPHOrO(bIX) Noapa3aeneHns(nin), KOHTPOb 3a
COAEpPXXaHNEM NMOMELLLEHWI, IKCMyaTaunen n TeEXHNYEeCKUM 06CyXMBaHMEM MPOU3BOACTBEHHOIO
obopynoBaHus;

3) obecneyeHme NpoBefeHns Baangaunm obopyaoBaHns, CUCTEM U METOAOB UCMbITaHUIA, MPUMEHSAEMbIX

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru CTp. 813 54



AN KOHTponsa kavyectsa bBMKIT;

1) obecneyeHne NpoBeaeHNa NOATOTOBKU (NepenofroTOBKM), MHCTPYKTaXka nepcoHana
nogpasgeneHns(nin) nponssoacTsa;

K) obecneyeHne NHHOPMUPOBAHHOCTM PYKOBOAUTENEN Noapa3aeneHmns obecneyeHuns KayecTsa,
NPOU3BOACTBA W NoApa3aeNieHni NPoM3BOACTBA, YNOJHOMOYEHHbIX UL, OpPraHn3aLum, pyKoBoaMTENs
OopraHu3auunm no BonpocaM KoHTponsa kavyectsa bMKII.

34. 0653aHHOCTU pyKOBOAWUTENEN NPOM3BOACTBA, NOAPa3LeNeHNn NPON3BOLACTBa U PYyKOBOAUTENS
nogpasfeneHnsa KOHTPOJIA KayeCTBa BKOYaloT:

a) MOHUTOPWHI U KOHTPOJb YCJI0BUIA MPON3BOACTBA;

6) KOHTPOAL cobNoAEHUS rUrneHnYecknux TpebosaHun;

B) y4acTne B MOHUTOPUHIE N OLEHKE KaYyecTBa yC/yr NOCTaBLLMKOB MaTepnasioB Aas npomssoactea bMKIT,
) y4acTme B MOHUTOPUHIe NOCTaBLUMKOB NMPOMEXXYTOYHbLIX NMPOAYKTOB npoussoacTea BMKII, BMKIT,
MaTepuanos ansa nponssoncrtesa bMKIT;

[) OCyLLEeCTBIEHNE MOHUTOPUHIA UCMOJHEHNS [,OFOBOPOB C KOHTPOLHbLIMU NabopaTopuamn ans
BbIMO/IHEHNS UCMbITAHMIN MaTepranos Anasa nponssoactTea BMKII, npoMeXXyTo4HbIX MPO4YKTOB
npomnssoacTea bMKI n BMKIT;

e) onpepeneHne u MOHUTOPUHT YCJI0BUI XpaHeHnsa 0bpa3LoB MaTepuranos Ans npomssonctsa bMKII,
NPOMEXXYTO4YHbIX MPOAYKTOB nponssoacTtesa BMKI1 n EMKIT;

»K) MOHUTOPUWHT cobnoaeHna TpebosaHui Mpasun;

3) oT60p Npob (06pa3LoB) B LENSX NPOBEAEHUS KOHTPOJIA Ka4yecTBa;

1) yyacTme B aHanm3e (hyHKLMOHMPOBaHNS NpoLieccoB, kadecTBa BMKII, cnctembl KavecTBa 1 BbipaboTke
NPeaNOXXEeHU Mo UX Yay4LLEHWO;

K) obecneyeHne NHHPOPMUPOBAHHOCTM PYKOBOAUTENEN Noapa3feneHmsa obecneyeHuns KayecTsa,
YNOJIHOMOYEHHbIX UL, OpraHn3aLnn, pyKoBOAMTENS OpraHvM3auunm no BonpocaM npon3BoaCcTBa U KOHTPOS
kayecTtBa BMKIT.

35. B opraHu3sauuy fomkHa bbiTb pazpaboTaHa 1 yTBeEp)KAEHa €e PYKOBOAMTENEM NPorpaMMa Mo rurmeHe
nepcoHana c y4etoM ocobeHHocTen nponssoacTea BMKII, Bkatoyvas TpeboBaHMA K ogexae nepcoHana.
PykoBoauTens opraHm3aunm omkeH 0becneynTb NpoBeAeHNE NHCTPYKTaXKa NepcoHana no nporpaMmme rno
rurueHe nepcoHana npv NOAroToBKe (MNepenoroToBKe) NepcoHana.

36. Opexna /mu, HaxXoA4AWNXCSA B TEXHOJIOTMYECKMX U KOHTPOJIbHBIX MOMELLEeHUSX, A0/KHa
COOTBETCTBOBAaTb BbINOJIHAEMbIM B 3TUX 30HaX orepauusM 1 Kiaccy YNCTOThbl BO3AYyXa NOMeLLeHNs
(paboyen 30HbI).

37. MepcoHan ponmxeH nsberatb HENOCPEACTBEHHOrO KOHTAKTa OTKPbIThIX YacTen Tena ¢ BMKI,
NMPOMEeXYTO4YHbIMU NpoAyKTamMu npoussoactea BMKI, mateprnanamu ana npomssoncrtea BMKI, a Takxe
YyacTamu obopyaoBaHUs, KOHTaKTUpyoWwuMn ¢ BMKI, npoMe)XyToYHbIMY NPOoAYKTaMn Npon3BOACTBa
BMKI, maTepunanamn gns nponssonctesa BMKII. MepcoHan fokeH 6biTb 03HAaKOMJIEH C NOPSAAKOM
06paboTKMN OTKPbITBIX KOXKHbIX MOKPOBOB, YCTAHOB/IEHHLIM BHYTPEHHEN AOKYMEHTaLMEN.

38. B 4ncThbIx NnoMeLeHnax (paboymx 30Hax) LONYCKaeTCA HaXoXXAeHne MUHUManbHO HeobxoanMoro
KOJinyeCcTBa NepcoHana. NpoBepoyHbie U KOHTPOJIbHbIE OrepaLny peKOMeHAYyeTCca NPoBOANTL, HAX0AACh 3a
npegesiamm YUCTbIX NOMeLLEHUN.

39. NepcoHan (B TOM YMCie NepcoHas, 3aHATbIN O4UCTKON 1 TEXHMYECKMM 0BCyXuBaHnem obopynosaHus),
paboTaloWwuin B YACTbIX NoMeLleHusx (paboynx 30Hax), 4OKEH NPOXOANTb PEFYNSPHBIA MHCTPYKTaX No
BOMpPOCaM Hajjiexxallero npovM3BoAcTBa cTepusibHoro bMKII, BkJlo4as BONPOChl FMrmeHbl 1 OCHOBbI
MnKpobronormm, NPOBOANMBIN pyKoBOAUTENEM noapasaeneHns obecnevyeHuns kavecTsa. MNpu
HeobX04MMOCTW HAaXOXXAEHNS B YNCTOM nomeLeHnn (paboyein 30He) nnL, He NPOoLeALNX Takoro
WNHCTPYKTaXa, Takne nuua AOJDKHbI MPONTU UHCTPYKTaX M 3@ HUMW JOMKHO ObITh YCTaHOBEHO
HabnoaeHve.

40. Opgexay Ans 4YMcTbix nomelleHni (paboymx 30H) HeobxoaAnMo o4maTh U obpabaTbiBaTh TaknM
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0bpa3oM, 4Tobbl OHa He CTaHOBMWAACh NPUYNHOM 3arpsizHeHns BMKI. Onepaumm o4ncTku n obpaboTku
o4eXAbl AOJKHbI BbIMONHATHCA B COOTBETCTBUN C BHYTPEHHEN JOKYMeHTaLunen.

IV. MomeLeHuns

41. NMnowann NoMeLLEeHNA AOMKHbI MO3BOASTL pa3MecTuUTb 060pyaoBaHMeE U MaTepuasbl Ans
npoussoacTea BMKII B cooTBeTCTBMU C MMpaBunamm, LOMKHbI BbITb NPpeayCMOTPEHbI NOMELLEHNS s
0b0pya0OBaHUS TMrMEeHNYECKUX KOMHAT U pa3AeBasiok C FOPAYMM 1 XONOAHbIM BOAOCHabXeHneM,
BO34YLUHbIMU CYLUUIKAMWN UK AUCNEHCEPaMU A1 04HOPA30BbIX NonoTeHel. [urneHnyeckme KOMHaThbl
LOMKHbI BbITh OTAENEHbI OT TEXHOJIOTMYECKMX 30H, HO BbITb NErKOAOCTYMHbI.

42. 30Hbl KOHTPOJIA Ka4yecTBa C/iefyeT OTAeNIATb OT TEXHOJIOrMYECKMX 30H. [lonyCcKaeTcs pa3MeLleHne 30H,
NCMNOJIb3yeMbIX AJ11 KOHTPOJIS B MpoLecce Npou3BOACTBA, B TEXHOIOMMYECKUX 30HaX Mpu YCII0BUX, YTO
onepaLmm TEXHOJIOMMYECKOro NpoLecca He OKa3biBalOT HEGNAronpuATHOrO BANSHMSA Ha TOYHOCTb
KOHTPOJIbHbIX UCNbITaHWUIA, @ KOHTPOJIbHbIE UCMLITAHNSA HE OKa3bliBalOT HEHMAaronpuATHOrO BO3LENCTBMA Ha
TEXHONOMMYECKUIN npouecc n Kavyectso bMKI.

43. ins npousBoacTea BMKI1 gonxHa MCNosib30BaTbCA NpefHa3HavYeHHas o 3TUX NPOLYKTOB
Npon3BOACTBEHHas 6a3a, NCKoYaLWas BO3MOXHOCTb X KOHTaMUHaumu apyrumu BMKI,
NMPOMEXYTOYHbLIMW NPOAYKTaMW NPON3BOACTBa Apyrux BMKI1, maTepuanamu ong nponsBoACTBa APYrux
BMKI. Heo6x04MMO UCKNIOYUTL BO3MOXHOCTb NEPEKPECTHON KOHTaMUHaLL MK Npy NPOM3BOACTBE
ayTONOrMYHbIX N KOMBUHUPOBaHHbLIX BMKIT.

44, DkcnnyaTauuns, NnpoBeieHne MOHUTOPUHIA, TEXHUYECKOro 06CNyKMBaHNS U PEMOHTA (B TOM Yucie
NHXEHEPHbIX CUCTEM) MOMELLEHNA He LO0/KHbI 0Ka3blBaTb OTPULLATENLHOMO BIMAHUSA Ha Ka4yeCcTBO
MaTepuanos 4y nponssonctesa BMKII, npoMexXyTo4HbIX NPpoAyKTOB rnponssoactea BMKI1T n BMKII.
MopsLoK M NePUOANYHOCTL YOOPKU 1 Ae3UHGEKLMN NOMeLLeHU A0KHbI BbITh perfiaMeHTUPOBaHbI
BHYTPEHHEN OOKYMeHTaumnen.

45. OCBeLLeHHOCTb, TEMMEPaTYPHbIN PEXWM, BNAXKHOCTb U BEHTUAALUS B NOMELLEHUAX HE AOSIKHbI
OKa3blBaTb OTPULLATESIbHOIO BAUAHUA Ha MaTepuanbl oas npovssonctsa bMKII, npomexyToyHble NpoayKT
npoussoacTtea BMKI n BMKI Bo BpeMs paboTbl C HAMU AW UX XpaHEHUS (MpK HEOBX0AMMOCTH), a TakXe
Ha 3KcnayaTaumnio obopyaoBaHus n paboTy nepcoHana.

46. Mpu HaNNYUN pUCKa MUKPOBMONOrMYECKON KOHTaMHaUUM (Hanpumep, Npu NCNob30BaHUN B
NPOU3BOLCTBE MHPULMPOBAHHOIO BroNOrM4eckoro MaTepmana) LOMKHbI BbITb MPeayCMOTPEHbI
cneunanbHble N30JIMPOBAHHbIE MOMELLEHUS UK paboyne 30HbI N8 paboTbl C UHMULMPOBAHHLIMN
BronornyeckumMy MaTepuanamMu, NPOMEXYTOYHbIMU NpoAyKTaMu npoussoacTea BMKI n BMKI.

47. MNepemMelleHne MaTepunanos gaa npomssoactea bMKI1, npoMe)xyTo4HbIX MPOAYKTOB NPON3BOACTBA
BMKI, BMKTI, 0TX0408B NPOU3BOACTBa W NEPeABMKEHNE NepcoHana A0KHO obecneymnBaTb
npefoTBpaLleHne clydaliHoW NogMeHbl MaTepuanos Aas npoussonctsa BMKII, npoMexyTo4HbIX
npoAyKToB rnponssoactsa EMKI1, EMKI1 nnv BO3HUKHOBEHME PUCKA NX KOHTaMUHaLUK.

48. MNepenBrxeHne nepcoHana, nepeMeLLeHne Brnonormiyecknx n opyrux MmaTeprnanos, 0TX0L0B
NPOM3BOACTBA AO/KHbI ObITb pernaMeHTNPOBaHbl BHYTPEHHEN LOKYMEHTaunen.

49. Ha npon3BOACTBE LO/MKHO ObITh NPefyCMOTPEHO HaNNYMe NOMEeLLEeHN ANa XpaHeHns ybopoyHoro
WNHBEHTapS 1 CpeacTB aas ybopku. B YNCTbIX MOMELLEHMAX KNAacC YACTOThl MOMELLEHNS XPaHEHNA
ybOpOYHOro MHBEHTaPS AOJKEH COOTBETCTBOBATL KACCy YNCTOThI NPWUJIEralowero NoMeLLeHMS.

50. OTX0oAbl AOMKHbBI YAANATLCS C COONIOAEHNEM CAaHUTAPHO-TUIMEHNYECKOr0 peXxrMa opraHusaumm un
TpeboBaHWI CAaHUTAPHO-3NNAEMNONONMYECKOr0 3aKoHodaTeNbCTBa Poccuinckon ®epepaumn.

51. Cpefna nomeLLeHUin B HaCTh KOHTaMUHaLMM YaCcTULL@MIN 1 MUKPOOPraHM3MaMun LOKHa
COOTBETCTBOBATb TPeOOBAHMAM, YCTaHABIMBAEMbIM HOPMAaTUBHON AOKYMeHTaumen Ha bBMKI, n ctagum
TEXHOJIOrM4eCcKOoro npouecca 1 y4nTbiBaTb YPOBEHb KOHTaMUHALMM UCXOLHbBIX MaTepranoB 1 cTeneHb
pucka ans obecnevyeHus kavyectsa bMKI1. B nporpaMMy MOHUTOPUHIA Cpefbl MOMELLEHNA LOMKHbI ObITh
BKJItOYEHbI METObI OnpefeneHns cneunpuyeckmx MMKPOOPraHM3MoB (B YaCTHOCTU, LPOXIKEBBIX,
naecHeBbIX rpnbOB, aHa3POBHLIX MUKPOOPraHN3MOB).
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52. KOHTpOJIbHbIE U3MEPEHUS, BKJIKOYASA KOHTPOJIb MHXEHEPHbLIX CUCTEM U KOHTPO/b CPefibl MOMELLEHUNA,
LOJKHbI MPOBOANTLCSA B COOTBETCTBUM C MPUHLMNAMK yNpaBaeHns puckamm ona obecneveHns KayecTsa
BMKIT Ha y4acTKax C TEXHOJIOrMYECKMMM NpPoLLecCaMm, OCYLLECTBASEMbIMK HE B M30/IMPOBaHHON paboyen
30He, 1 Ha KoTopbix BMKI MoryT 6bITb NOABEPXXEHbI HEMOCPELCTBEHHOMY BO3LENCTBUIO CPEAb
nomeLleHnn (Hanpumep, BoO BpeMs fobaBneHna nuTaTesbHbIX Cpefl, BCNOMOraTenbHbIX BellecTs, 6ydepos,
ra3os).

53. [onyckaeTcs NCNonb30BaHUE OLHOIr0 NoMeLLeHUs A5 NPoU3BOACTBa pa3simyHbix BMKI1 B cnyyae
BbINOJIHEHNA CIeAYIOLWNX YCII0BWIA, HAaNpaB/ieHHbIX Ha NpefoTBpaLleHe nepekpecTHON KOHTaM1HaLuu:

a) NpoBefeH aHan3 OCHOBHbIX XapakTepncTuk BMKI1, Npon3BOACTBO KOTOPbLIX OCYLLECTBASAETCA B OLHUX 1
Tex Xe rnomeLLeHusx;

6) obecneymBaeTcsa NpefoTBPaLLEHME NOMaLaHNA XXMBbIX MUKPOOPraHU3MOB W CMOP B CMEXHble
noMeLLeHnsa NyTeM onpeaenieHns NoTeHUNanbHbIX MapLUPYTOB NEPEKPECTHOM KOHTaMUHaLUN 1
NCMoJib30BaHNA 0JHOPA30BbIX MaTEPNasIoB U MHXEHEPHBIX pelleHuii, obecrneynBaoWwmnx NpefoTBpaLleHme
nonafaHus XXnBbIX MUKPOOPraHW3MOB M CNOP B CMEXHbIE MOMeLLEeHUS;

B) pa3paboTaHbl N OCYLLECTBAATCA MEPONPUATUSA KOHTPOJIA MO yAaJEHNI0 MUKPOOPraHN3MOB 1 Cop
nepeg HavyaaoM MaHUNynAUUn ¢ gpyrum bMKIT;

r) npoussoacTeo BMKIT ocyLLecTBASAETCSA Ha OCHOBE MPUHLMNA NPOBEAEHNS OLAHOTUMHbIX LIMKJIOB
NMpov3BOACTBa;

n) obecneyunBaeTCa NpeaoTBpalleHne NepekpecTHON KOHTaMmHaumum ogHnx BMKI KoMnoHeHTamMy Apyrux
BMTIK.

54. Heo6x0AMMOCTb Ha/IM4Msa CNeunann3npoBaHHbIX MOMELLEHNA NN U30NATOPOB ANS NPUIrOTOBEHNS
HedbacoBaHHoro bMKI1 13 ero KOMNOHEHTOB, ero (hacoBKY 1 YNaKOBKY 3aBUCUT OT XapaKTepUCTUK
6uonornyeckoro MmaTepuana, UCNonb3yemoro ans npoussoncrtea bMKI, cneundukn BMKM n TexHonormm
ero npon3BoAcCTBa.

55. PaboTy co cTepunbHbiM BMKI HeobxoanmMo npoBoaAnTh B paboynx 30Hax C U36bITOYHLIM AaBAEHNEM,
Mpn 3TOM B 30HaX C BO3MOXHOW NOKaJIM3aLMein MMKPOOpPraHM3MoB HeobX0ANMO CO3aBaTh OTPULLATENbHbIN
nepenag fasfieHnUs 4Ns NpefoTBpaLLleHns pacnpocTpaHeHs areHToB, He BXOAALWMNX B cocTaB bBMKI un
npeacTaBnsAoWmx yrposy 6esonacHocTu n (unu) kavectsy BMKI (nanee - KOHTaMUHaHTLI) 3a Npegens
3TUX 30H. B cnyvae ecnn ana paboTbl B CTEPUIIbHBIX YCI0BUAX UCMONb3YIOTCA paboyne 30HbI €
MOHVXEHHbIM AaBsieHneM unm besonacHsle BOKChI, X CefyeT OKpy>KaTb 30HaMM COOTBETCTBYIOLLEr0
KNnacca YMCTOThl BO3AyXa He Huxe knacca 8 MICO ¢ n3bbIToYHLIM fAaBnieHneM. BHyTpeHHen LoKyMeHTaumnen
L0JKHBI BbITb YCTaHOBAEHbI 3HaYeHWs nNepenajos AaBfeHns 1 YCTaHOB/EH NOPAAOK UX MOCTOSHHOr0
KOHTpOJIA.

FOCT NCO 14644-1-2002. Me)XroCyaapCTBEHHbIN CTaHAapPT. YNCTbie NOMELLEHNS U CBA3AHHbLIE C HUMMK
KOHTpoanpyeMble cpepbl. YacTb 1. Knaccngmkauns YncToTbl BO3AyXa, BBEAEHHbLIN B AEACTBME
noctaHoBneHnem MocctaHgapTa Poccum oT 10.06.2003 Ne 190-cT (onybnmkoBaH M3paTenscTBOM
ctaHgapTos UMK Ne 2003).

56. Bo3ayLHble puabTPbl CUCTEMbBI O4UCTKU BO3AYXa AOJKHbI ObiTb rMAPoho6bHbIMK.

57. lMomMeLLeHNs, B KOTOPbIX OCYLLLECTBAAIOTCA NPON3BOACTBO, KOHTPO/b KayecTBa U xpaHeHne bBMKIT,
nogpasfensTcsa Ha:

a) CKnaackue;

6) TexHonornyeckue;

B) KOHTPOJIbHbIE;

r) BCMOMOraTeNbHbIE;

[) apXuBHbIe.

58. Cknafckune nomeLLeHns foJikHbl 0b6ecneynBaTh YyNOpPAL0OYEHHOE XPaHEHNE PA3INYHbIX KaTEropun
MaTepuanoB U NPOAYKTOB C Pa3/INYHbLIM CTaTyCOM:
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a) HaXOAALMXCA Ha XPaHEHWUM L0 peLlleHns 0 MPUrogHOCTM UAN HEMPUTOAHOCTU A8 NCMONb30BaHUSA
Bronormyecknx MaTepmnanos, MHbIX UCXOA4HbIX, BCMOMOraTesbHbIX U YNaKOBOYHbIX MaTepuanos aas
nponsBoacTea bMKII, npomMexxyTo4HbIX NPoAYyKTOB nponssoacTea bBMKI n BMKI (ganee - KapaHTUH);

6) paspelleHHbIX ons UCNonb30BaHUsA 1 (Mnn) Bbinycka BMKIT;

B) 3abpakoBaHHbIX BUONOrMYECKMX MAaTEPUAIOB, UHbIX NCXOLHbIX, BCMIOMOraTebHbIX 1 YNaKOBOYHbIX
MaTepuasioB, MPOMEXYTOYHbIX NpoayKToB npounssoacTesa bMKIT n BMKIT;

) 0TO3BaHHbIX 13 0bpalleHns 1 BO3BPaLLEHHbIX cepuin BMKI.

59. Mpwn OCHaLLeHNN CKNaACKNX NOMEeLLEeHNI CneayeT npefycmaTpmBaTh Hagexallme yCcioBmsa XpaHeHus
Br1oNorM4ecknx MaTepmnanos, MHbIX NCXOA4HbIX, BCMOMOraTesbHbIX N YNaKOBOYHbLIX MaTepunanos,
NMPOMEXYTO4HbIX MPOAYKTOB Npon3soacTea BMKI n BMKII. Cknagckue noMeLeHns AoHKHbI BbiTb YACTbIMK
1 cyxumun. B cnyvae ecnn TpebyoTcs cneumanbHble YCI0BUS XpaHeHUSs (TeMnepaTypa, BNaXKHOCTb), TO
Takune yCnoBna XpaHeHnsa LOSKHbI BbiTb 0b6ecneyeHsbl C 0CyLLeCTBAEHUEM UX MOHUTOPUHTa.

60. B MecTax MpuemMKn 1 oTrpy3Kn oxHa b6biTb obecneyeHa 3alMTa MaTepranoB 418 NPON3BOACTBA
BMKIT, npoMe)xyTo4HbIX NPOAYKTOB nponssoacTea BMKI1 n BMKI oT BO34eNCTBUS NOrO4HBIX YCJI0BUN.
OpraHunsaumsa n 0bopyaoBaHne MecT NPUEMKIN AO/KHbI MO3BOASTb MPOBOANTbL O4YMNCTKY YNAKOBOK C
nocTynawLwmMm maTepranaMu nepes cKiagmpoBaHuem.

61. Pexxum KapaHTUHa JoJskKeH obecneynBaTb XpaHeHMe MaTepuanos Aas npounssoactesa bMKII,
NPOMEXXYTO4YHbIX NMPOAYKTOB nponssoacTesa BMKIT n BMKI 0o npuHATUA YNOJIHOMOYEHHBIMU L, QMU
nofpasfeneHns KOHTPONA KavecTBa (YNoNHOMOYEHHbLIM IMLOM opraHu3auuy ana BMKI) peweHus o6 nx
NPUrOAHOCTY WM HENPUIOAHOCTM 4N19 AajibHENLWero MCNosib30BaHNA. XpaHeHne MaTepuanos 4as
npoussoacTsa EMKII, mpoMeXXyTo4HbIX NPoayKTOB nponssonctea EMKIT n BMKIT go npuHaTtus
YMO/AHOMOYEHHbIMU ML aMK NoApa3ae/eHns KOHTPOA KayecTBa (YNoAHOMOYEHHbIM JINLOM OpraHm3aLmm
ana BMKI) peweHns 06 ux npurogHOCTU UM HENPUIOAHOCTY A5 Aa/ibHENLIEro NCNonb30BaHUsA cneagyeT
OCYLLeCTBNATb B OTAEJIbHbIX 30HaX, AOCTYMN B KOTOPble pa3peLleH NepcoHasy B COOTBETCTBUN C
TpeboBaHNAMN BHYTPEHHEW [LOKYMEHTaLUN.

62. na otbopa Nnpob NocTynMBLINX MaTepunanoB Ang Nnpon3BoAcTBa BMKI fomkHbI 6bITb OpraH1M30BaHsI
OoTAenbHas 30Ha uam nomeweHne ona otbopa npob. Mopsgok otbopa npob ponxeH obecneynsaTb
npefoTBpaLleHne KOHTaMHaumMm Uan nepekpecTHON KOHTaMUHaLNN.

63. nsa xpaHeHuns 3abpakoBaHHbIX MaTepuanos Aas nponssoactsa BMKII, npoMexyTo4HbIX MPOAYKTOB
npoussoacTea BMKI n BEMKII, a Takxe BO3BPaLLEHHbIX 1 BbIBEEHHbIX 13 0BpalLeHns BbIMYLLEHHbIX CEPUIA
BMKI gomkHbl 6bITb NPefyCMOTPEHbI N30MPOBAHHbLIE 30HBI.

64. BbICOKOAKTUBHbIE BELLEeCTBa, JIErKOBOCM/IaMEHSALWMECH XULKOCTA U NPeKypcopbl LOJHKHbI XPaHUTbLCS
B OTAEJIbHbIX 6€30MaCHbIX 1 3aLlULLEHHBLIX 30HaX.

65. CknafcKkune noMeLLeHns JOJKHbI MPONTY KBaJMUKaLMIO nepes X UCrnosib30BaHNEM B COOTBETCTBUN C
rnasown Xl Mpasun.

66. Pa3meLleHne obopynoBaHnsa 1 MaTepuasnos B paboymx 1 BHyTPUAPON3BOACTBEHHbIX 30HaX XpaHeHMSs
J0JKHO CBOANTb K MUHUMYMY PUCK CJly4aHOW NOAMEHbI MaTepurasnoB aas npom3soacTea bMKI,
NPOMeXXYTOYHbIX NPOAYKTOB NpoussoacTBa BMKI n BMKI, o6ecneymBaTh OTCYTCTBUE NEPEKPECTHON
KOHTaMUHaLMW, B TOM YUCNEe NEPEKPECTHON KOHTaMUHALMW ayTONOMMYHbIX 1 KOMBMHMPOBaHHbIX BMKI oT
pa3nyHbIX 4OHOPOB, 1 MUHUMU3NPOBATL PUCK MPOMYCKa WM HEMPaBUIbHOIO OCYLLECTBEHNS Noboro
3Tana (onepaumnmn) Npy NPoON3BOACTBE WM KOHTPOe KavecTBa bMKII.

67. B TEXHONOrMYECKNX NMOMELLEHNAX OOJKHBI ObITb MPeayCMOTPEHbI Clieaytowme paboyme 30HbI:

a) MAEHTU(MKaLUK, KOHTPOJIA 1 OLLEHKM KaveCcTBa NoCcTynatoLwmnx MmaTepuranos aas nponssoncresa bMKII
(nanee - BXoAHOro KOHTPOJIA), BKAtoYasi paboyme 30HbI No oTHopy Npob nocTynatowmx Guonornyeckmx
MaTepunanos A4sa nponssonctsa BMKIT go 3aBepLueHna npouecca BXOAHOI0 KOHTPOJIS;

6) KpaTKOCPOYHOrO XpaHeHns 06pa3L,oB BMONOrMYECKX MaTepPManoB U MPOMEXXYTOYHbIX MPOAYKTOB
nponssoacTea BMKI npn nx 0TCPOYEHHOM MCMOJIb30BaHWUM B TEXHOIOrMYECKOM npouecce (Npu Hann4mm);
B) XpaHeHMsa HeobXxoaUMOro Konn4ecTsa MaTepuranos ans npomssonctsa bMKI B konnyecTsax,
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[OCTaTOYHbIX 415 OCYLWEeCTBAEHUS UMKa nponssoactesa BMKIT;

) pacoBKK, MapKUPOBKMK 1 yNakoBkK BMKII.

68. B TeXHOM0rM4yeCcKnx NoMeLLeHnsaX, B KOTOPbLIX MPONCXOANT KOHTAKT BUOIOrMYecKx MaTepmanos,
CTEPUSIbHBIX MCXOAHbIX, BCIOMOraTe/IbHbIX U YNaKOBOYHbLIX MaTepuasioB, MPOMEXXYTOYHbIX MPOAYKTOB
npomnssogcTtea bMKI, BMKI1 co cpenon noMmelleHnin, 4OMKHO CO34aBaThCs U MOALEPKMBATHLCA KavyeCTBO
BO34yxa, HeobxoanMoe AN MAHMMU3ALMKN PUCKa KOHTaMWHaLMW, B TOM YUC/IE NEPEKPECTHOW.

69. TexHONOrMYyecKne NOMeLLEHNS LO/KHbI MPONTM KBaAN(MKALNIO Nepes Ux NCNosib30BaHNEM B
cooTBeTCTBMUM C rnaBon Xl Mpaswnn.

70. B YNCTbIX NOMELLEHNAX OTKPbITbIE MOBEPXHOCTU AO/KHbI ObITb FNagkumn, 6e3 MexaHnyYecKux
AedeKkToB 1 BbITb NPUFOAHLIMK AAS MOVKMN U BE3NHGDEKLUN.

71. B 4NCTbIX MOMELLEHMAX HE AOMYCKAETCA HaAM4me He NoA4alowmnXCcsa 04MCTKe yraybneHun,
BbICTYMAOLWMX Kpaes, MNONOK, WKagos 1 0bopynosaHus. [Bepn A0KHbI ObITb CKOHCTPYMpPOBaHLI He3
yrny6neHunin, HeAOCTYMHbIX AN1S O4YNCTKMU.

72. B KOMHaTax 05 nepeofeBaHns nepcoHana AoJKeH bbiTb OpraHn3oBaH NaMUHapHbIA NOTOK BO3AyXa.
30Ha nepef BbIXOLOM M3 YACTOro NoMeLLeHna 4119 nepeofeBaHnsa fo/KHA UMETh TOT XKe KJ1acC YNCTOTbI
BO34YXa, YTO M YUCTOE NOMeLLeHNe, B KOTOPOE OHa BELET.

73. Obe gBepun BO3AYLLHOMO LWJIO3a HE MOrYT ObITb OTKPLITHI OAHOBPEMEHHO. 119 NpefoTBpaLLeHNs
OLHOBPEMEHHOI0 OTKPbIBaHUS ABYX ABEpPEN LO/KHbI UCMO0JIb30BaTbCA B6/I0KMPOBOYHbLIE CUCTEMBI NN
CUCTEMbIl BU3YyasibHOro 1 (UNK) 3BYKOBOIo npeaynpexaeHus.

74. MNopaya punbLTPOBAHHOIO BO3A4yXa B MOMELLEHNSA OO/KHA MOAOEPKMBaTb MNOJIOXKNTENbHBIN Nepenag
[aBNeHNs 0THOCUTENBLHO NoMeLLeHus ¢ 6onee HU3KMM KNTAaCCOM YUCTOThI BO3AyXa. B momelleHun gosxeH
ObITb OpraHn30BaH AaMMHapPHbLIA NOTOK BO3AyXa. CMeXHble MOMELLEHMNS C Pa3HbIMU KJTaCCaMW YUCTOTbI
BO34yXa LO/KHbI UMeTb pa3Huuy B AasieHumn ot 5 MNa go 20 Ma, cMeXXHble NoMeLLleHNsa C 0AHMUM KJ1aCCoM
YUCTOThI BO3A4YyXa LOJKHbI UMETb pa3HuULYy B faBfieHUn He MeHee 5 MMa.

75. B TEXHONIOrMYECKMX MOMELLEHMAX OOJHKHa ObITb MpeayCMOTPEHa CMCTEMA aBapUAHOIO OMoBeLLEeHNS 06
O0TKa3e CUCTEMbI BEHTUAALNUN 1 O pa3HuLLE B faBJEHUN MeXLY ABYMS MOMELLEHUAMU HUXKE YCTAHOBJIEHHON
B MyHKTe 75 MNpasun. 3HavyeHns nepenaga faBJeHUs LOJKHbI 3aMUCbiBaTbCA YNOJHOMOYEHHbIM
NepcoHasioM Un UX KOHTPOJIb (MOHUTOPUHT) SO/IKEH OCYLLECTBAATLCA NPY NOMOLLM aBTOMaTU3MPOBaHHON
cucTeMmbl, obecneymBaloLLlen 3anncb pe3ybTaToB KOHTPONA (MOHUTOPUHSA).

76. Mukpobuonoruyeckme nabopatopum u (Man) MUKPOBNONOrM4YEeCKNEe CEKTOPbI 30HbI KOHTPOIS Ka4yecTBa
LO/MKHbI 6bITh OTAENEHbI OT APYrUX MOMELLEHNA KOHTPOIS Ka4ecTBa M TEXHOJIOMMYECKMX MOMELLEHWNNA,

77. Ans KOHTPOIbHOrO 060PYA0BaAHMS, HYXXJAIOLLErocs B 3alLUUTE OT BHELHUX (DAaKTOPOB, BKJItOYas
BMOpaLMIO, 3NEKTPOMArHUTHbIE MO, BNa)KHOCTb BO3AYyXa, TEMMEPATYPHbLIN PEXUM, OOJKHbI BbITb
npeaycMoTpeHbl 0TAeNbHbIe NoMeLLeHNa (paboyne 30HbI).

78. YncTble NOMELLLEHNS KOHTPOJIbHbIX labopaTopuii 0O/XKHbI MPONTW KBaAN(UKaLNIO B COOTBETCTBUN C
rnasow Xl MpaBun nepes nx UCNonb30BaHNEM.

79. KOMHaTbl OTAbIXa U MpMeMa NN AOJHKHbI ObITb OTAENEHbI OT APYrMX MOMELLEHWI.

80. TexHMnYeCKune 30Hbl JOMKHbI BbITb OTAENEHBI OT TEXHOJIOTMYECKMNX U KOHTPOJIbHbIX MOMELLEHWIA. B
cnyyae ecan XpaHeHue 3anacHblX YacTen N MHCTPYMEHTOB He0BX0AMMO OCYLLECTBAATb B TEXHONOIMYECKUX
NN KOHTPOJIbHbIX MOMELLLEHNSX, UX CIeAYET CoAepXaTb B MPeAyCMOTPEHHLIX A5 3TOr0 KOMHaTax Wan Ha
cTennaxax (B wkagax).

81. Ucnonb3yemeble W03kl (414 nepenayn obpasuos 1 4S1d Nepexoaa NepcoHana) fO/KHbI MPOATH
KBanMUKaL o nepes NCNosib30BaHNEM.

82. OpraHu3auunein 4OMKHO BbiTb OPraHM30BaHO CNeLMaIn3npoBaHHOE XpPaHUANULLE, UCNOSb3yeMoe A4
XPaHEeHUS, 3alMTbl, KOHTPOAS, NOAAEPXKAHUS NOAJIMHHOCTU U LENOCTHOCTY MHopMaLumm 1 0bpasuos., a
TakXXe rapaHTupyloLLlee JOCTYN K AaHHOW MHOpMaLIMK B Te4eHre BCEero CpoKa XpaHeHus (fanee - apxuB).
He ponyckaeTcs UCNoNb30BaHWE MOMELLEHWNI, B KOTOPbLIX Pa3MeLLeH apxyB (Jasiee - apxXxMBHOe NoMeLleHne)
ANS MPUHATUS MUK, HaJIMYne B apXUBHbIX MOMELLEHUSAX TMrMeHNYeCKUX KOMHaT.
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83. B apXMBHbIX MOMELLEHNAX JO0/KHbI ObITb OPraHN30BaHbl apXmMB LOKYMEHTaLUN 1 apxnB 06pa3LioB.

84. B apXuBHbIX NOMELLEHNAX LO/KHbLI MOAAEPXKMBATLCSA NOCTOAHHAA TeMNepaTypa U OTHOCUTENbHAS
BJIAXKHOCTb, MpeaoTBpaLLatoLLe NopYy apXMBUPOBAHHbLIX OKYMEHTOB 1 06pa3LoB.

85. B apXuBHbIX MOMELLEHNAX AO0/MKHbI BbITh NPeayCMOTPEHbI:

a) BCNoMoraTe ibHble MOMELLEHUS UK 30HbI 415 XPaHEHNS CaHUTApHOr0 MHBEHTapPS U CPeACTB Ang
ybopKK, pacTBOPOB AE3MHDULNPYIOLLNX CPEACTB;

6) nomeLLeHna ons npvema u Bblgavym 4OKYMEHTOB 1 06pa3LLoB.

86. ApxnB 06pa3LOB fO/MKEH ObITb YKOMMNNEKTOBaH 060pyAoBaHMEM, HEOBXOAMMBIM ANst 4OJFOCPOYHOMO
XPaHeHUs apxusupyembix obpasLos.

87. MNomelLeHns, B KOTOPbIX pacnonaraeTca apxus obpa3Los, 1 obopynoBaHue ans f0Jr0CPOHHOMO
XpaHeHuns 06pa3LoB A0/KHbI MPOATY KBaNUMUKaLMO nepes nx 3KCnayaTalunen B COOTBETCTBUM C M1aBoOW
XIl Mpaswu.

88. O6paboTKy (04MCTKY) NOMELLLEHWIA, B TOM YUCSIE YACTbIX MOMELLEHWUI, ClefyeT OCyLIeCcTBAATb B
COOTBETCTBUM C YCTaHABANBAEMON BHYTPEHHEN AOKYMEHTaLMen npoLenypoi. 1ns BeigBNeHNUS
PEe3MCTEHTHBIX LUTAMMOB MUKPOOPraHM3MOB HEOHXO0AMMO OCYLLLECTBASATb KOHTPOJIb NMPUCYTCTBUSA
YCTONYMBBIX K LENCTBWIO NCMOMb3yEMbIX Ae3UHMULMPYIOWMX CPEACTB MUKPOOPraHN3MOB 1 POTaLIMIO
Ae31HPUUMPYOLWNX CPeaCTB.

89. Jlnua, oTBETCTBEHHLIE 3a 06paboTKy MOMELLEHMIA, B TOM YMCIe OTBETCTBEHHbIE 3a NPOBEAEHME
Ae3H(EKL MK, AOMKHbI COCTaBAAThL rpadku npoBeneHns 0bpaboTku, onpenensatb cnocobbl 06paboTku
rnomelleHnin, obopynoBaHme 1 MaTepuanbl, UCNONb3yeMble Npu 06paboTke nomelleHUin. CBeaeHus o
nposeaeHHoN 06paboTke NoMeLeHNN [OKHbI LOKYMEHTabHO (PUKCMPOBATLCA ML @MK, MPOBOAMBLUNMU
0bpaboTky.

90. Jlnua, oTBETCTBEHHLIE 3a 06paboTKy MOMELLEHWIA, AOJHKHbI OCYLLECTBAIATL KOHTPOJIb
MUKPOBMONOrn4ecKom YUCTOThI MOKOLLMX 1 Ae3UH(DULMPYIOLWLMX CPEACTB, 3@ UCKIIOYEHWEM PacTBOPOB,
npoLLeaLwmnx ctepnamnsaumtio. Mpowenwne CTepuaIn3aLmio pacTBOpbl HEO6X0AUMO XPaHUTb B
npeaBapuTeNbHO OYULLEHHbIX KOHTENHepax (Tape) B Npeaeniax CPOKOB XPaHeHUS.

91. Pa3nnyHbln YOOPOYHbIN MHBEHTAPb AO/KEH NCMOb30BaTbLCA AN4:

a) ybopKM NoMeLLEeHNA Pa3IMYHOro Knacca YNCTOThl BO3AYXa;

6) ybopKun NOTONKOB, CTEH U MOJa;

B) yOOPKM BCOMOraTesibHbIX MOMELLEHWNA,

92. BHYTpeHHeN JOKYMeHTaunen AoKHbI ObiTh YCTAaHOB/IEHbI NOKa3aTeNM Cpefbl MOMELLEHU Y
npenycMOTPEHO OCYLLECTBIEHNE CIEAYIOWMNX BUAOB KOHTPOASA Tak1uX NokasaTesien B Ciyyae, ecin cpega
MOMELLEHNIN MOXKET ABNATLCA NCTOYHUKOM KOHTAMUHALLMW AW NEPEKPECTHON KOHTaMWHaLNM MaTepuasaos
Ana npoussoactea BMKII, npomexxyTo4yHbIX NpoAyKToB npoussoacTsa bMKI, BMKI, npon3BoACTBEHHOr O
NN KOHTPOJILHO0 060PYA0BaHNS, @ TaKXKE YCNOBUNA CPEAbl MOMELLEHNA MOFYT NPUBOAMUTDL K
MOBPEXAEHNIO XPaHALLUXCA MaTePManoB U JOKYMEHTOB:

a) KOHTPONb TeMnepaTypbl U BJAXKHOCTK;

6) KOHTPOAb KOHLEHTPALMKN a3P030JIbHbIX YaCTUL, B BO3AYXe (418 YACTLIX NOMELLEHNI);

B) KOHTPOJIb CKOPOCTW BO3A4YLUHOMO NOTOKa (419 TaMUHAPHBIX 30H YNCTOrO MOMELLEHNS);

) KOHTPOb KPAaTHOCTM BO3AYX00OMEHA YNCTbIX MOMELLEHUIA 1 06 bEMHBIX PACX040B Ha (PUbTPaAx YNCTOro
nomeLleHns;

[l) KOHTPO/b Nepenaga AaBieHNs MeXay YNCTbIMU MOMELLEHUAMN N OKPYXaIoLLEN NX CPEAON MOMELLLEHNIA
(A9 YNCTBIX MOMELLEHNR);

€) MUKPOBUNOSIOrNYeCKNIn KOHTPOIb, BKOYAst KOHTPOIb 06paboTKK NoOMeLLeHNiA NpX NOMOLLX CMbIBOB C
obopynoBaHus, paboynx MOBEPXHOCTEN, MaTEPMaNoB N MUKPOONONOrM4eCKMn KOHTPOIb BO3AYXA;

XK) MeTpoJsiornyeckoe NOATBEPXAEHNE NPUrogHOCTM 06opyA0BaHUSA, NPUMEHAEMOr0 A5 3aMepa
KOHTPOJINPYEMBIX NOKa3aTenen cpeabl NoMeLLeHN.

93. 1N KOHTPONIA YCTAHOBNAEHHbIX BHYTPEHHEN NOKYMeHTalumnen nokasaTenen cpeabl NoMeLLeHnin B
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opraHm3aunm fomkHa bbiTb pa3paboTaHa 1 yTBEpXKAEHA PYKOBOAMTENEM OpraH13aLmMm nporpamMMa
MOHUTOPUHIa YCI0BUIA Cpeflibl MoMeLLeHNIA. [JaHHble, nonyyYaeMble B pe3ysibTaTe OCYLLEeCTBEHUS KOHTPONS
YC/I0BU Cpefbl MOMELLEHNI, [O/KHbI LOKYMEHTUPOBATHLCA N XPaHUTLCA B TEYEHME CPOKa, ONpeLesieHHOro
B NporpamMme MOHUTOPWHIa cpelbl NOMeLLEHUI.

94. Bopa, ncnosiblyemasn B TEXHOJIOMMYECKOM npoLecce, Ao/MKHa OblTb NPUroAHOM 418 MPUMEHEHNS B
COOTBETCTBUM C ee npenosaraeMbiM HasHavyeHneMm. B ciyvae ecnm BoLa, KOHTaKTUpytoLwas ¢
MaTepuanamm 4na npomssonctsa BMKII, npomMexxyToyHbIMK nNpoaykTamu npomssoactea bMKII, BMKI (kak
HanNpPAMYto, Tak 1 KOCBEHHO Yepe3 KOHTaKTUpYyLLee ¢ MaTepuanamu ans nponssoncresa bMKIT,
NPOMe)XYTOYHbIMU NpoayKTamn nponssoactea BMKI, BMKIM o6opynoBaHue) noasepraeTcs cnewnansHoOm
obpaboTke, npouecc 06paboTky BOAbI 4OMKEH NPONTY BaMAaLMio B COOTBETCTBMM € rnasomn Xl Mpasun ¢
npoBefeHNEM KOHTPOISA NpoLecca Baanaaumu.

95. NH>XeHepHble CUCTEMbI, KOTOPbIE MOTYT BO3A4EACTBOBATL 1 MOBAUSATb Ha Ka4eCTBO MPOAYKTOB
nponsoacTea BMKII, 0o/mKHbI NPONTU KBanuduKaLuio B COOTBETCTBMM € rnason Xll Mpasuin.

V. ObopynoBaHue

96. KOHCTPYKLMSA, MOHTaX M NOPSAA0OK TEXHUYECKOro ob6cayxmneaHna obopynoBaHUs LOSHKHbI
COOTBETCTBOBaTb Ha3Ha4yeHMo obopyaoBaHUA. KOHCTpyKUMS 060pyLoBaHNS, BKIOYas 0bopyLoBaHue Ans
oTtbopa nNpob, fLoMKHA UCKIOYaTh BO3SMOXHOCTb KOHTaMUHaLLMK MaTepranos ANna Nnpon3BoacTBa BMKI,
NPOMeXYTO4HbIX NPOAYKTOB npon3BoacTea EMKI, BMKI1 Bo BpeMs npoBeneHus pabot. ObopynoBaHue
cnenyeT XpaHUTb B YACTOM COCTOSHUN.

97. ObopynoBaHue, QYHKLMOHMPOBAHME KOTOPOr0 MOXKET MOBAMATL Ha Ka4yecTBo BMKI1, 00MKHO
noasepraTbCs KBaAMpUKauum n sepuprkaLnm B cootseTcTeun ¢ rnason Xl Mpaswmn.

98. KoHCcTpyKLUMs obopynoBaHUs fo/KHa obecrneyvnBaTb BO3MOXHOCTb €ro O4MCTKU. KOHCTpYKLNS
obopynoBaHus, obecneymBatoWwero n30aaumni0 06 bEKTOB OT CPefbl MOMELLEHMNS, [O/KHA UCK0YaTb PUCK
BbICBOBOXAEHNS BMONOrMYeCcKnx MaTeprnanos, MPOMEXYTO4YHbIX NPOAYKTOB npom3soacTea bMKIM, BMKII,
WHbIX NCMONb3yeMbIX Npu npounssoactee BMKI 6nonormyeckmx areHToB B Ka4eCTBE MCXOAHbIX 1 (unn)
BCMOMOraTe/IbHbIX MaTEPManNoB, YTO AO/MKHO ObITb NOATBEPXKAEHO pe3yibTaTaMun NPOBEPOK, NOPSAAOK U
NepruoanNYHOCTb KOTOPbLIX AOJKHbI ObiTb ONpefeneHbl BHyTPEHHEN AOKYMEHTaumMen.

99. O6opyLoBaHMe [OHKHO BbITb YCTAaHOBIEHO TakMM 06pa3oM, 4TOObl MUHUMK3MPOBATL PUCKM OWINBOK
nepcoHasia uinm KOHTaMUHaLUN.

100. TexHonornyeckoe obopynoBaHne He 0OJKHO NPeAcTaB/iaTb ONACHOCTU s MaTepunanoB Ans
npoussoacTsa BMKII, npoMeXyTo4HbIX NPoAYyKTOB npoussoacTea BMKI, BMKII. YacTu TexHosornyeckoro
obopyaoBaHMS, KOHTAKTUPYKOLWME C MaTepranamMmn Aaa nponssoactesa BMKII, npoMe)XyToUYHbIMYK
npofyktamu npomssonctea bMKI1, BMKII, He fo/KHbI BCTYNaTb C HUMU B peaKkLuto, BbIAENATb UK
abcopbupoBaTb BelLLeCTBa B TaKOW cTeneHn, 4Tobbl 3TO MOr10 NOBAUATL Ha KavyecTso BMKI.

101. PykoBoauTeNb OpraHmn3aumm gomkeH obecneynTs yaaneHne HencnpasHoro obopynoBaHus ns
TEXHOJIOrMYECKUX N KOHTPOJIbHBLIX MOMELLEHUI UK er0 MapKMPOBKY KakK HEMCMPaBHOrO.

102. To4YHOCTb U paboynin Anana3oH CPeCTB N3MEPEHNIA NO/KHbBI COOTBETCTBOBATb TEXHOJIOMNYECKUM 1
KOHTPOJIbHbIM OMnepaumnsaM, B KOTOPbIX OHU UCMOJIb3YIOTCA.

103. ObopygoBaHue, He NpollefLlee KBaANGUKaLNO M Bepudukaumio, peLieHnemM pykoBoguTens
opraHu3auuny SOJHKHO NepeBoANTbCA B KAPAHTUH C UCKJIIOYEHWEM ero 1UCMNoJib30BaHNA B TEXHONOMMYeCKOM
npouecce 1 Npu NPoBeAeHUN KOHTPONS L0 BbIACHEHUS NPUYNH BO3HUKHOBEHUS OTKJIOHEHWU B X04e
BepudmKkaumm n (unun) Keannpukaumnm.

104. BepugmkaLmsa ncnonb3yemMoro nameputensHoro 060pynoBaHna AOHKHA BKAOYATh NpoBeAeHne
NoBepKN 1 (nn) KannbpoBKK OpraHn3aLnen B COOTBETCTBMM C YCTAaHOBIEHHbIMY MPOMN3BOAUTENIEM
n3mepuTensHoro 06opynoBaHMa Npouenypamu.

105. 9kcnayaTaumsa 1 KOHTpoJib 060pya0BaHNA AOMKHbI PperiaMeHTUPoBaThCs YTBEPKAEHHON
PYKOBOAWUTENEM OpraHu3aLny BHyTPEHHeN OOKYMeHTaumen. laHHble no 3KkchayaTaunm, KOHTPOJI,
TeXHNYECKOMY 00CYXUBAHWUIO, YNCTKE, PEMOHTY, Kannmbposke, yHKLMOHAIbHOMY TECTMPOBaHUIO,

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 151354



noBepKe, onpeaesieHN0o HOPMUPOBAHHBIX XapaKTEPUCTUK UCMbITaTeNbHOro 0bopyaoBaHna, nx
COOTBETCTBUS TPebOBAHNAM HOPMATUBHON AOKYMEHTALMUN N YCTAaHOBIEHNE NPUFOLHOCTY 3TOr0
obopyLoBaHMA K 3KCAAyaTaunm SOKHbI (OUKCMPOBATLCA OKYMEHTAJbHO.

106. ObopynoBaHue cneayeT NoABeEPraTb OYUCTKE U CaHUTapHON 06paboTke B COOTBETCTBUM C
TpeboBaHMAMUN BHYTPEHHEN AOKYMeHTaUUN. IHBeHTapb A58 04MCTKU U Ae3NHGEKLUN B NpoLLecce ero
MCMNO/b30BaHUS HE JO/DKEH ABNASTLCSA UCTOYHUKOM KOHTaMuHauun. O6opynoBaHmne, NpeaHa3HavYeHHoe 4s
HEeNpPepbLIBHOr0 TEXHOJIOMMYECKOro npouecca nan Ass Npon3BoACTBa NOC/AeA0BaTe/IbHbIX CEPUIA OQHOMO U
Toro »xe BMKI, cnegyeT nogsepraTb NEPUOANYECKON 04NCTKe BO n3bexxaHne pncka KOHTaMUHAL MWW,
Mpouenypbl OYUCTKN 1 CTepUM3aLUmn 060pya0BaHUSA A0/KHbI 6bITh BaNNAMPOBaHbLI B COOTBETCTBUM C
rnasow Xl Mpasun.

VI. icnonb3oBaHMe M30AATOPHbBIX TEXHOJIOM NI

107. N30nATOpPHbIE TEXHONOIMW NPefHAa3HaYeHbl 415 OrpaHNYeHns NMPUCYTCTBUSA NepcoHana B
TEXHOJIOrMYECKOWN 30HE C LeJibio CHUXKEHNS PUCKA MUKPOOHON 1 NepekpecTHON KoHTaMuHauun BMKI npu
HeobXx04MMOCTN NPOBEAEHNS MAHUMYNSLNN C HAMUN B aCENTUYECKNX YCJIOBMSAX.

108. V30n1ATOpHbIE TEXHOJIOMMW BKJIIOYAIOT NPUMEHEHNE N30NATOPHbIX YCTPONCTB, obecneynBatoLwmx
N307190M0 06bEKTOB OT KOHTAMWHAHTOB, MPUCYTCTBYOLWNX B Cpeae noMelleHmns. 30naTopHble YyCTPOMNCTBa
MOryT BbITb Pa3NYHbIX KOHCTPYKLMIA N OCHALLEHbI Pa3anYyHbIMK TUNaMK NepeaaToYHbIX YCTPONCTB - C
nepenaToYyHbIMU KaMepamuy, nepenaToyHbIMU LW03aMK C OAGMHAPHON UKW SBONHOW ABEPbLIO, NN ABAATLCS
MOJIHOCTbIO FrEPMETU3NPOBAHHBIMU CUCTEMAMU, BKTHOYAIOWMMMN YCTPONCTBa A5 CTEPUAN3aLIAN.
[epMeTNYHOCTb NepeaaToYHOr0 YCTPOMNCTBA U NEePYaTOK M30ASTOPHOr0 YCTPONCTBA (MpW X Hanm4unm)
LOJIKHbI KOHTPOIMPOBATLCA B MNOPSAAKe, ONpeLesIeHHOM BHYTPEHHeN AOKYMeHTaunen. PykoBoanTens
Npon3BOACTBA U (MaK) ero noapasaeneHnin 4oHKHbl 0becneynTb OCyLLEeCTBIEHNE KOHTPOSIA
repMeTUYHOCTY NepefaToyHOro yCTPONCTBA WU NepYaToOK M30STOPHOro yCTPONCTBA.

109. [Ins CHMXEHNA puUcKa KOHTaMUHaLMUK cnefyeT UCnosib30BaTh TEXHONOM MW, MUHUMU3INPYIOLLME PUCK
KOHTaMUHauuu paboyelt cpeabl M30ASTOPHOrO ycTponcTBa (RTP nopThl, TexHonorus "bag-in/bag-out",
CMCTEMbI IeKOHTaM1HaLMK nepenaToyHbIX Kamep). B paboyen 30He nepefaToOYHOro yCTpoONCTBa
LONYyCKaeTCs OTCYTCTBME TAMUHAPHOIO NOTOKa BO3A4YyXa.

110. TpeboBaHMs K YNCTOTE BO3yXa B CPEAE NOMELLEHUI, OKPY>XAIOLLEN N30NSTOPHOE YCTPOMCTBO,
onpeLensTCs KOHCTPYKLMEN ero nepeaToyHOro yCTponcTBa U ero HasHa4yeHneM.

111. V3onaTopHble yCTPOMCTBa MOryT ObITb NCMOb30BaHbl B TEXHOOrMYECKOM MPOLIECCE nocie
npoBefeHns KBaandukaLmm B CooTBeTCTBMM € rnason Xl Mpasun.

112. Mocne npoBeeHNs KBaAM@rKaumm N3019TOPHbIE YCTPONCTBA U UX NepeaToYHble YCTPONCTBA
LOJDKHbI MoABepraTbCs Bepumkaumn. Bepnhunkaums LoHKHa BKAOYATb NMPOBEPKY FrEPMETUYHOCTH
N30/1I9TOPHOI0 1 NepefaToyHOro yCTPONCTB, MPOBEPKY LeNOCTHOCTY Y3/10B "NepyaTKa-pykas" (Mpu nx
HaAN4MK), NPOBEPKY CMCTEMbI AEKOHTAMUHALMK, @ TaKXe MOHUTOPUHT paboynx napamMeTpoB
N30/1I9TOPHOIr0 YCTPONCTBA (TemMnepaTypa, BNaXHOCTb, pacnpefeneHne NoTOKOB BO34yXa U ApYrux npu
HeobxoaumMocTh).

113. OkcnayaTaums U KOHTPOJIb M30IATOPHBLIX U NepefaTOYHbIX YCTPOUCTB 40J1KHbI OCYLLECTBAATLCS B
COOTBETCTBUUN C BHYTPEHHEN AOKYMeHTaunen. [JaHHble No 3KCnayaTauumn, KOHTPOJIO, TEXHUYECKOMY
00CNY>XXKUBAHWUIO, YNCTKE, CTEPUAN3ALINN, PEMOHTY, (PYHKLMOHAIbHOMY TECTUPOBAHWIO N30JIATOPHLIX W
nepeaaToYHbIX YCTPONCTB AO/KHbI (PUKCUPOBATLCS LOKYMEHTAbHO.

VIl. Mcnonb30BaHUe KOMMbIOTEPU3NPOBAHHbBIX CUCTEM

114. B npon3BOACTBEHHLIX NpoLeccax 1 (uamn) onepaumax LonyckaeTcs BBOS AaHHbIX, UX d/IEKTPOHHAS
0bpaboTKa 1 Bblga4ya UHDOPMALIUK, UCMOSIb3YEMON AJ19 JOKYMEHTaNbHOro 0DOPMAEHNUs 1 (1nn)
aBTOMaTUYECKOr0 YNpaBJ/ieHMa NPON3BOLACTBEHHLIMM MPOLECCOM (NpoueccamMn) nam onepaumen
(onepaumamn) (ganee - KOMMNbIOTEPM3OBAHHAA CUCTEMA).

115. KomMnboTepnsnpoBaHHbIe CUCTEMbI MOHUTOPUHIA KPUTUYECKMX NMapaMeTpoB npouecca
(aBTOMATMYECKUIN MOHUTOPUHI KPUTUYECKUX MapaMeTpoB NpoLecca C yCTaHOBJIEHHbLIMM YPOBHAMU TPEBOI M
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N pearmpoBaHns), cMcTembl 06paboTKM 1M pacyeTa NOYyYEHHbIX AaHHbIX B XO4E NPOBeAEHNS aHaAn3a
(NporpamMmMHble 1 annapaTHble CPeACcTBa XPaHEHNA U aHann3a AaHHbIX, Cneunann3npoBaHHoe
nporpamMMHoe obecrnevyeHne aHaIMTUYECKOro U NPOM3BOLACTBEHHOr0 060pyA0BaHMNS), CUCTEMBI
noKyMeHToobopoTa, obecneynBatoLme COrnacoBaHne, yTBeP)XXAEHNE, XPaHEHNE, AOCTYMN K BHYTPEHHUM
LOKYMEHTaM KOHTPOJIA, CKNaAcKne CMCTEMbI MO CMUCAHMIO U BbINyCKy MaTepuanos 1 BMKIM gonxHbl 6biTh
Ba/IMANPOBaHbl B COOTBETCTBUM C rnason Xl Mpasu.

116. Baangauun noanexaT MJaHUPyeMble K UCNOJIb30BaHNIO YHKLUN KOMMbIOTEPU3NPOBAHHOW CUCTEMBI.
JloKyMeHTauus no Baangaunm oHKHa BKAOYaTb 3anNnCh KOHTPOSA M3MEHEHMI B CJy4ae UX NPOBELEHMNA B
npoLecce Baangauum n otyeTbl 06 OTKIOHEHUSAX, BbISIBJIEHHbIX B X04€ Baangauun. B opraHnsaumnm oosKeH
BECTWCb NepeyeHb (peecTp) NCNosb3yeMbiX B MpoLEecce Npon3BOACTBa U KOHTPOSA KayecTBa
KOMIMbIOTEPU3NPOBAHHBLIX CUCTEM C YKa3aHUeM X PYHKLNOHANbHOCTH.

117. B opraHm3aumm gomkKHa oCyLeCcTBIATLCA NpoBepKa COOTBETCTBMA METOLO0B 1 aJirOPUTMOB
TECTMPOBaHUS KOMMbIOTEPU3INPOBAHHON CUCTEMbI TPEOOBaHMSAM CUCTEMbI Ka4eCTBa. Pe3ynbTaTbl OLLEHKN
COOTBETCTBUS aBTOMATM3MPOBAHHbLIX CPEACTB TECTMPOBAHNSA U PEXMUMOB UX PaboThl TpeboBaHUAM CUCTEMbI
KayecTBa A0JKHbI BbITb 0hOpMAEHbI LOKYMEHTasbHO.

118. B cnyyae ecnm (hyHKLMOHMPOBAHME KOMMbTEPU3MPOBAHHOM CUCTEMbI MpeaycMaTprBaeT Nepesos
HAaHHbIX B Apyron dopMaT uan B A4pyryio CUCTEMY AaHHbIX, BaMAauna O/DKHA BKJIOYaTb NPOBEPKY
HEeN3MEHHOCTMW 3Ha4YeHNs U CMbIC/a faHHbIX B NpoLecce Takoro ux nepesoja.

119. KoMnblOTEPU3NPOBaAHHbIE CUCTEMbI, OCYLLECTBAOLWMNE NEKTPOHHbIA 0OMEH AaHHbIX C APYrMMM
cMcTeMamu, AOJHKHbI Cogep)KaTb BCTPOEHHbIE CPeACTBa KOHTPOA NpaBubHOro 1 6e3onacHoOro Beoga u
06paboTKMN AaHHbIX C LIeSIbl0 MUHMMU3ALNN PUCKOB.

120. Ins faHHbIX, BBOANMbIX BPY4HYO, HE06X0ANMO NpeayCcMOTpeTb AOMOJAHUTENbHLIN KOHTPOAb TOYHOCTH
BBOJa JaHHbIX, KOTOPbIA MOXXET OCYLLEeCTBAATLCA BTOPbIM ONepaTopoM 1an C MOMOLLbI BannAMPOBaHHbIX
3NEKTPOHHbIX CPeACTB. KpUTUYHOCTb 1 MOTEHLUMa bHbIE NOCNEACTBMA OWNOOYHOIr0 NN HEMPABWUJIbHOIO
BBOZa JaHHbIX B CUCTEMY OOJHKHbI KOHTPOIMPOBATLCSA CMCTEMOW ynpaBaeHna puckamm gnsa obecneveHus
kayvectBa BMKITI.

121. laHHble KOMMbIOTEPU3MPOBAHHOM CUCTEMbI AOJKHbI ObITb 3aLLMLLEHbI OT NOBPEXAEHUI C
NpPUMeHeHneM MU3NYECKNX 1 SNEKTPOHHbLIX Mep 1 CPeacTB. Ha3Ha4YeHHble pyKOBOAUTENIEM OpraHu3aLunm
JiMLa, OTBETCTBEHHbIE 33 KOMMbIOTEPU3NPOBAHHbBIE CUCTEMBI, LOJIKHbI OCYLLECTBAATL NPOBEPKY
LOCTYMHOCTW, YATAEMOCTM M TOYHOCTU COXPaHEHHbIX AAaHHbIX. [lOCTyN K faHHbIM B
KOMMbIOTEPU3NPOBAHHOW CUCTEME NEePCOHaNy B COOTBETCTBMM C €r0 AO0/IKHOCTHLIMK 0653aHHOCTAMM
AomkeH bbiTb obecrneyvyeH Ha NPOTSAXXEHUN BCEro nepuofa XpaHeHNa AaHHbIX.

122. JInua, OTBETCTBEHHbIE 33 KOMMbIOTEPU3NPOBAHHbIE CUCTEMbI, LOJKHbI BbIMNOJIHATL Pe3epBHOE
KOMUPOBaHME XPaHAWMXCA AaHHbIX. COXPaHHOCTb 1 TOYHOCTb Pe3epBHbIX KOMWI, @ TaKXKe BO3MOXXHOCTb
BOCCTAHOBJ/IEHNS faHHbLIX A0/KHbI 6bITb MPOBEPEHbI B MPOLECCE BaMAaLMUN 1 KOHTPOJIMPOBATLCS AnLaMu,
OTBETCTBEHHbIM 33 KOMMNbIOTEPU3NPOBAHHLIE CUCTEMBI.

123. Ans naHHbIX, XPaHSALWMNXCA B 3IEKTPOHHOM BUAE, AO/KHA ObITh NPenyCMOTPEHA BO3MOXXHOCTb UX
noJiyyeHus Ha byma>kHoM HocuTene. 114 3anmcei, Ha OCHOBaHUM KOTOPbIX YMOJHOMOYEHHbBIM JINLOM
OopraHu3auny NPMHMMAETCS peLLeHne 0 Bbi4aye pa3peLwleHns Ha Beinyck cepun BMKI, gomkHa 6biThb
npenycMoTpeHa BO3MOXXHOCTb MX MOyYeHNs Ha ByMaXKHOM HOCKTESe C YKa3aHUEM BHECEHHbIX B 3aMnUCu
N3MEHEHUN (MpK Hann4um).

124. Jllobble N3MEHEHMNS B KOMMbIOTEPU3NPOBAHHON CUCTEME, BKOYAS KOH(UIYpaLno CUCTEMbI, AOJIKHbI
NPOBOANTLCA B COOTBETCTBUM C NpoLeypon, pa3paboTaHHON NnLaMm, OTBETCTBEHHbIMU 3a
KOMMbIOTEPU3NPOBAHHBIE CUCTEMBI, U YTBEPXKAEHHOW PYKOBOAMTENEM OpraHu3aumm,

125. B opraHu3saumm gOmKHbI NPOBOAUTHLCS OLEHKN KOMMbIOTEPU3MPOBAHHBLIX CUCTEM 415 MOATBEPKAEHUA
NX COOTBETCTBUSA TpeboBaHMAM lNpaBn, BKAOYAKOLWME OLLEHKY MMEOLWEerocs anana3oHa PyHKLMOHaNbHbIX
BO3MOXXHOCTEN, 3anncen 06 0TKIOHeHUsX, cbosx n 06HOBNEHNAX, OTYETOB 06 3KCMyaTaunn, HafeXXHOCTH,
3aLUNLLEHHOCTU W 0 BaNMAALMOHHOM CTaTyCe KOMMbIOTEPU3MPOBAHHBLIX CUCTEM.
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126. Ins obecnevyeHunsa 0oCTyna K KOMMNbIOTEPU3MPOBAHHON CUCTEME NEPCOHaNy B COOTBETCTBUM C UX
LOMKHOCTHBLIMK 06513aHHOCTAMU HEOHXOAMMO NCMONL30BaTb U3MYeCcKUe 1 (Mnn) nornyeckme cnocobsl
KOHTpos. Cnocobbl NpenoTBpaLleHns HeCaHKLMOHMPOBAHHOMO A0CTYMNa K CMCTeMe MOryT BKJIlo4aTb B cebsa
NCMNOJIb30BaHME KJIIOYEN, KapTOYeK [0CTYyMna, MePCOHasbHbLIX KOOB C Maponsmun, BoMeTpuyecknx gaHHbIX,
OorpaHu4eHune pr3nyeckoro oCcTyna K KOMMNbIOTEPHOMY 060pYA0BaHMIO N XPaHUAULLAM AaHHbIX. CTeneHb
3alWMTbl OJKHA 3aBMCETb OT KPUTUYHOCTU KOMMbIOTEPM3MPOBAHHON CMCTEMbI. B opraHm3sauumn gomxeH
OCYLLECTBAATLCA y4YeT CO3[4aHMA, U3MEHEHUS 1 @aHHYIMPOBaHMA NpaB 4OCTyMNa nepcoHana K
KOMMNbIOTEPU3NPOBAHHON CUCTeMe. HasHaYeHHbIMY PYKOBOAMTENEM OpraHM3auumn anuamMm SoskHa bbiTb
pa3paboTaHa CUCTEMa YNpPaB/eHNS aHHbIMW N LOKYMEHTaMU ONS UAEHTUdUKaL MM ONepPaToOpPOB,
OCYLLECTBJIAIOLWNX BXOL B KOMMbIOTEPMU3MPOBAHHYIO CUCTEMY, a TaKXe 4J19 peructpaunm nsmMeHeHus,
NOATBEPXAEHNA UK YAaNeHNa SaHHbIX, BKAOYasa AaTy U BpeMs COBepLUeHus onepauun B
KOMMbIOTEPU3NPOBAHHOWN CUCTEME.

127. OTKNOHEHNS OT WITATHONO PYHKLMOHNPOBAHMNS KOMIMbIOTEPU3NPOBAHHON CUCTEMBI, BKJIKOYaS
CUCTEMHbIe cboM 1 OWKNBKIM B AaHHbIX, AO/KHbI LOKYMEHTaIbHO 0DOPMAATLCA ONEpPaToOpPOM
KOMMNbIOTEPU3NPOBAHHOW CUCTEMbI B MOPSAAKE, ONpeaesieHHOM BHYTPEHHEN fOKYMeHTaunen. PykosognTtesnb
opraHm3aunm fomkeH obecneynTb yCTaHOBAEHME NPUYMHBLI CH0EB 1 MPOBEAEHME aHaNU3a A4 pa3paboTkm
KOPPEKTMPYIOLLNX MEPONPUATUA 1 NpeaynpeXXAatoLnx 4enCTBUNR.

128. Mopagok 3KcnayaTauum U KOHTPOS KOMMbIOTEPU3NPOBAHHbLIX CUCTEM A0JKEH ObITh ONpeaeneH Bo
BHYTPEHHEN AoKyMeHTauun. CBeaeHns No aKcnayaTaunm, KOHTPOJIO, 06CNY>XUBAHWUIO 1 APYrUM BUAaM
LeATesIbHOCTM C KOMMbIOTEPU3NPOBAHHBLIMU CUCTEMAMUN LOJIKHbI OPOPMAATECA LOKYMEHTasbHO.

VIII. JokyMmeHTaLua

129. Cnctemon Ka4yecTBa A0JKHbI ObITb YCTAHOBAEHbI BUAbI MCMO/b3YEMOWN AOKYMEHTaUMmM, DOpMaThl 1
topMbl cbopa AaHHbIX, MPaBWUia UX LOKYMEHTaNbHOW (hMKCauum 1 opopMaeHus. JoKyMeHTaUns MoXeT
BECTWCb Ha ByMa>xHOM HOCMTEeNEe AW B 3IEKTPOHHOM BUIE.

130. CucTteMa KavyecTBa [0JKHA BKOYaTb B ce68 BHYTPEHHIOW AOKYMEHTALMIO, JOKYMEHTALNIO,
cofepxallyto csefeHmns 06 oCyLLecTBAEHNN NPOLLECCOB, N OKYMEHTALMIO, COAEPXKALLYIO OLEHKY
COOTBETCTBUSA OCYLLECTBIEHNS MPOLECCOB YCTAaHOBJIEHHbIM BHYTPEHHEN fOKyMeHTauunen TpeboBaHnamu.
131. PykoBOAMTESIb OpraHn3aLmm LJO/KEH OpraHn3oBaTh BeAeHne JOKYMeHTaumnm:

a) onpepensiollen elCTBNS NnepcoHana, BbiNOJHEHNE TEXHOIOMMYECKOro U Apyrnx npoLeccos,
OCYLLECTBJIEHNE KOHTPOS KavyecTBa, yCTaHaBAMBatoLWen TpeboBaHMA K 06beKkTaM (MaTeprnanam,
noMeLLeHnsaM, NPOM3BOACTBEHHOMY 060PYA0BAHMIO) U pernaMeHTUpPYIOLLEN NpoBeAeHME MPOBEPOK
COOTBETCTBMA TaknM TpeboBaHUAM (Oanee - pernameHTmpyloLas 4oKyMeHTauus);

6) copepxalen nHhopMaLmio 4ns cBeaeHns (ganee - MHOPMALIMOHHAsA AOKYMEHTauus);

B) coaepykallen nHpopMaLmio U AaHHbIE 1 (MAK) ONUCbIBAlOLLEN pe3ynbTaThl AeATENbHOCTY (fanee -
onucaTesibHas SOKYMeHTaumsa).

132. ina kaxxgoro npoussogumoro BMKI nonxeH 6biTb pa3paboTaH TEXHONOMMYECKU pernaMmeHT
NMPOM3BOACTBA, YTBEPXKAAEMbI PYKOBOAUTENEM OpraHm3aLum.

133. B 3aBMCMMOCTW OT Ha3HAYEHMA TEXHOIOrMYecKe pernamMmeHTbl MPOM3BOACTBA NOAPA3AENAOTCA HA
nabopaTopHble 1 NpoMbIWAeHHbIe. JTabopaToOpHbI TEXHOIOTMYECKMIA PErlaMeHT onpeaenseT npouecc
npoussoacTea bMKI B nabopaTopHbIX yCnoBUsiX, obecneynBatoLnini BOCNPOM3BOANMOCTb
TEXHOJIOrMYeCcKOoro npouecca, CTabunbHbINM BINYCK NpoaykTa 1 cobntoaeHne npasua TEXHUKN
6e3onacHocTL.

134. TexHONOrM4eCcKMin pernamMmeHT NpoM3BOACTBA AOJKEH COAEPXKaTb Cleayolne pa3aensi:

a) cneuundukauus Ha BMKIT;

6) nepeyeHb NCNOJIb3yEMbIX KJIETOYHbIX JIMHWUIA, IEKAPCTBEHHLIX NMpenapaToB, dapMaLeBTUYECKMX
cybcTaHumi, MEAMLMHCKUX N34ENUIA C YKa3aHUEM KOJIMYECTBa KaXK4oro U3 HuX;

B) AeTaslbHas CXemMa TEXHOJIOrMYeCcKoro npowecca nponssoactea bMKIT;

r) annapaTHas cxeMa TEXHOOrMYeCcKoro npouecca nponssoncrea bMKII, HanMeHoBaHWe 1
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XapaKTepPMCTMKa UCNoIb3yemMoro 0bopyaoBaHmMs;

[l) HAMEHOBaHWE N XapaKTEPUCTMKA NCMOoNb3yeMoro brosnornyeckoro Mmatepmana (cneyndukaums Ha
Bronornyeckmin matepuan);

€) HauMeHOBaHWe 1 XapakTepUCTHKa NHbIX MaTeprnanos A8 npoussoactsa BMKII, npoMeXXyTo4YHbIX
npoayKToB npom3soacTea bMKI (cneundukaumm Ha MaTepuanbl 1 MPOMEXYTOYHbIE MPOAYKThI
npounssoacTea bMKI);

XK) onucaHme TeXHONOrMYeckoro npouecca nponssoactea bMKII;

3) nepeyeHb TEXHONOMMYECKUX MHCTPYKLNA N MPUMEHSAEMbIX OnepaLMoHHbIX MpoLeayp;

1) nepeyveHb KPUTUYHBIX AN obecnevyeHus ctabunbHoro kavectsa BMKIT napamMeTpoB TEXHOIOMMYECKOr0
npouecca U KOHTPOJIbHbIX TOYeK;

K) METOAbl KOHTPOJIS Ka4eCTBa NPOMEXYTO4YHbIX MPOAYKTOB Npon3soacTea bMKIT,

J1) pacyeT COOTHOLLUEHUS MeXay KOMMYeCTBOM MaTepuanos Anaa nponssoactea BMKI, n konnyectsom
BMKI1, KoTopoe TeopeTU4eck MoXeT OblTb MOJIYYEHO C UX NCMOb30BAHNEM, N KOJINYECTBOM (haKTUYECKN
N3pacxof0BaHHbIX Npu nponssoacTee BMKI1 maTepuanos ona npomssonctea bMKII, n Konnyectsom
thakTnyeckmn nponsseneHHoro BMKI1 ¢ y4eToM fONYyCTUMBIX OTKAOHEHUI (fanee - MaTepranbHbii banaHc);
M) 06e3BpexuBaHne 0TX0L0B Npom3soacTea bBMKII;

H) 6e30nacHas aKcnayaTauns NPOM3BOACTBA (XapaKTepUCTUKM ONMACHOCTEN NPOM3BOACTBA U Mepbl
6e30MacHOCTM B X04€e TEXHONOrMYECKOro Npouecca);

0) Mepbl MO OXpaHe OKPYXatoLen cpeabl;

n) MHPOPMALMOHHbIE MaTepmanbl.

135. Inga kaxxgoro npounssoaumoro 6MKI B opraHunsaumm nonxHa bbiTb pa3paboTaHa HOpMaTMBHaA
LOKyMeHTaumna Ha BMKI. HopmaTusHaa fokymeHTaumns Ha BMKIT yTBepxLaeTcs pyKoBoOUTESIEM
opraHusauuu.

136. HopMaTuBHas gokymeHTaums Ha BMKI fo/kHa cogepxxaTb Cefyowyto nHpopMaumio:

a) NosIHOe HaMeHOBaHMe LOKYMEHTa;

6) TN 6MOMEeANLNHCKOro KNeTOYHOro NpoAyKTa (afJIoreHHbIN, ayToNIOrNYHbIA, KOMOBUHNPOBAHHbIN);

B) HavMmeHoBaHme BMKII, yka3aHue Ha ero opMbl U Koam4ecTso (0bbeM, Macca, naowianb);

) onncaHne OCHOBHOI0 MexaHM3Ma 4eNCTBUS;

L) CBeAEeHNs 0 BJlafeble perncTpaLmoHHoro yaooctosepeHns bMKII, opraHnsaumm (Mpy Hann4mm);

e) cneumndukaumto Ha BMKI (Bkntoyas obluee onncaHue);

) cocTaB BMKI1 (BKt0Yast OCHOBHOW AeNCTBYIOLWMNIA KOMMOHEHT, ONUCaHNE KNETOYHON ANHUN (IMHUIA) 1
BCMOMOraTesbHbIN(ble) KOMMOHEHT(bI) Ha eANHNLY YMaKOBKN);

3) NOKa3aTeNn KayecTBa 1 METOAbl UX ONpegeneHuns;

n) ceepeHna 06 ynakoBke;

K) CBeAEHUSA O MapKNPOBKE;

J1) yCNOBUSA TPAHCMOPTUPOBKMY;

M) YC/IOBUS XPaHEHNS;

H) CPOK FrO4HOCTN.

137. B cnyyae ecam B cocTaB BMKIT BXxoanT nekapcTBeHHbIN NpenapaT, hapMaueBTuieckas cybctaHums m
(nnn) MeanumHCKoe nsgenune, To B HOPMaTUBHON fOKyMeHTauumn Ha BMKI 4ononHWTeNbHO YKa3biBaeTCs
cnepyloulas MHGopMaLus B OTHOLLEHMM KaXkA0ro JIeKapCTBEHHOro npenapaTa, apMaLeBTUYeCcKon
cybcTaHumm n (unn) MeguLMHCKOro n3nenus, Bxoasiiero B coctas bMKI:

a) HaMMeHoBaHWe;

6) thapmakoTepaneBTMYeCKas rpynmna no aHaTOMO-TEpPaneBTUYECKO-XUMNYECKON Kaccndmkaumm (ans
JIEKapCTBEHHbIX NPENapaToB 1 (hapMaLeBTUYecknx cybctaHumin;

B) BUA (419 MEOULMHCKUX U3OeNNRn);

) KOIMYeCTBEHHOE Ccofep)KaHue;

[l) Ka4eCTBEHHbIN COCTaB;
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€) npoun3BoAUTEb U CTPaHa Npoun3BOACTBa;

)K) HOMep 1 AaTa BblAayu PerncTpauoHHOro yaoCcTOBEPEHNS (A5 NeKAapPCTBEHHbIX NPenapaToB 1
MeOULMHCKUX N34enuni);

3) YHUKaNbHbIN HOMEp PeecTpoBOM 3aNnCu rocy4apCTBEHHOMO peecTpa MeQULNHCKUX N34enni n
opraHusauni (MHAMBUAYaNbHbLIX NPeAnpUHUMaTENER), OCYLLECTBAAOLWMNX MPON3BOACTBO WU M3rOTOBJIEHME
MeONUNHCKNX N3Oennin (oNs MeaUUMHCKUX U34ennn);

1) HOMepP PeecTPOBON 3aMnCK FOCYAAaPCTBEHHOrO peecTpa IeKapCTBEHHbIX CPeacTB (ans
thapmaueBTUYECKUX CybCcTaHLUR).

YacTb 10 cTtaTbu 38 PepepanbHOro 3akoHa ot 21 Hos6ps 2011 r. Ne 323-03 "O6 ocHOBax 0XpaHbl 340POBbS
rpaxkaaH B Poccuinckon ®epnepauum (CobpaHne 3akoHomaTenbcTBa Poccuinckon ®epepaunn, 2011, Ne 48,
CT. 6724; 2013, Ne 48, cT. 6165; 2016, Ne 18, cT. 2488).

CtaTtba 33 ®egepanbHOro 3akoHa ot 12 anpensa 2010 r. 61-d3 "O6 obpalleHnn neKapCTBEHHbIX CpeacTB"
(CobpaHue 3akoHomaTenbCcTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815; 2014, Ne 52, cT. 7540; 2016,
Ne 27, cT. 4283; 2018, Ne 1, cT. 9).

138. [1na kaxgoro nponssogumoro EMKIT B opraHn3auumn AOMKHbI ObiTe pa3paboTaHbl U yTBEPXKAEHbI
pyKOBOAUTENEM OpraHu3aumm TeEXHONOrNYeCKne NHCTPYKLUMK No nponssoAcTBy BMKIT 1 MHCTpyKLUKX NO
ynakoske BMKIT.

139. TexHonornyeckas MHCTPYKLMS No npoussoactsy BMKI1 fnomkHa cofepxaThb:

a) CBelleHNs 0 MecTe HaxoXxaeHus npounssoacTesa bMKI n 06 obopyaoBaHum, KoTopoe HeobxoamMmo
ncnonb3oBaTh Npu nponssoacTse EMKIT;

6) onncaHne npouenyp WK yKasaHue Ha npouenypsl, KOTOpble NCMNOb3YTCA A8 NOAFOTOBKM
NPON3BOLACTBEHHOIO 060PYAOBaHUS (HanNpyUMep, O4UCTKA, MOHTaX, Kannbposka, CTepuan3auns);

B) MHCTPYKLUN MO NPOBEpPKe COCTOAHNA 0bopynoBaHuUs 1 paboyero MecTa nepes HavyasoM BbINOSHEHWS
TEXHONOMMYECKOW onepaumu;

r) nepeyeHb HeobXo0QUMbIX MaTepuanoB ANs npom3soncTea bMKII, BKOYasa X XapaKTEPUCTUKN 1
KOJIMYECTBO, C YKa3aHMEM KOAa W HOMepa, OTHOCALLUMXCA K cneundukaumaM Ha KaXkabl maTepuan;

[l) ONncaHme Ka)kaon TEXHOI0rMYECKOM onepaLmm TEXHONOMMYECKOro npoLecca;

€) UHCTPYKLMM NO BHYTPUAPOLLECCHOMY KOHTPOJIHO U ONMcaHne KOHTPOJIbHbIX 06pa3LioB;

X) TpeboBaHMA K XpaHeHWNO MaTeprnanoB Aaa npon3soacTea BMKI1, npoMeXyTo4YHbIX NPOAYKTOB
npowussoncTea BMKII, BMKII, BkntoYasa onncaHue Tapbl (ynakoBKM), MapKUpOBKY M CheLlnasbHble YyCNoBua
XpaHeHus (npu HeobxogmmocTn);

3) MHCTPYKLUK NO NoAroToBke 06pa3LoB NPOMEXYTOYHbIX NPOAYKTOB nNpom3soacTea bBMKIM n BMKI gns
KOHTPOJ151 Ka4eCTBa;

1) MHCTPYKLIMW NO NOAroToBKe 06pa3LoB AN apXMBUPOBaHMA (Npyn HeOobXoaNMMOCTK);

K) cneumnasbHble Mepbl NPefoCTOPOXKHOCTM.

140. Ins Kaxxaoro pasmepa v Tuna ynakoeskn BMKI1 pykoBognTenem opraHu3aumm 0oKHa bbiTb
yTBEepXeHa UHCTPYKLUMA No ynakoeke BMKII, BkJovatoLLas cnegyolime cBefeHns:

a) HaumeHoBaHue BMKI, BKAoYas HOMep cepun Uan Kog HeacoaHHOro BMKII, a Takxxe HoOMep cepun
BMKIT,

6) onucaHne hopmbl 1 KosimyecTBa (0bbema, maccel, naowanun) BMKI, ecnn cneundukauma Ha BMKII
COLEepPXUT Takyto MHGOPMaLNIO;

B) Kosim4ecTBo (06beM, Macca, nnowalb) BMKII B ynakoBke;

) nepeyeHb yNnakoBO4YHbIX MaTEPMaOB, BKYaA NX XapakTEPUCTMKNA 1 KOJINYECTBO, C YKa3aHUeM Koaa
N HoMepa, OTHOCSALLEroCs K KaXKAOMY yNakoBOYHOMY MaTepuany;

L) VHCTPYKLMKN N0 NPOBEPKe KayeCcTBa 04UCTKM Ucnonb3yemoro obopyanosaHmsa 1 paboyero mecta un ux
rOTOBHOCTW K UCMOJIb30BaHUIO;

e) onuncaHne npouecca ynakoskn bMKII, Bk/lo4Yas BCoMoraTesibHble onepaunm;
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)K) MepeyeHb Ucnoab3yemMoro o60pyaoBaHNS;

3) TpeboBaHna K xpaHeHuto BMKI, BkoYas Tapy, MapKUpoBKY 1 CneuunanbHbie yCa0BUS XpaHeHus (npu
HeobxoanmMocTwn);

1) MHCTPYKLIMX NO NOAr0TOBKe 06pa3L0B YNaKoBKMN A5t KOHTPOJIA KayecTBa;

K) MHCTPYKLMKX N0 NOAroTOBKe 06pa3L0oB YyNakKoBKM 415 apXUBUPOBAHUS;

1) cneumnanbHble Mepbl MPeaoCTOPOXKHOCTH.

141. 3anucuy (NPOTOKOJIbI) N0 NPou3BOACTBY cepun BMKIT fo/KHBbI cofepxaTb CBeAeHUs, onpefensemble
TEXHOJIOTMYeCKMM persiaMeHTOM MPOon3BOACTBa U TEXHOJIOTNMYECKMMUN UHCTPYKLMAMK MO NPON3BOLCTBY
BMKIT1, B TOM yucne:

a) HaMMeHoBaHwWe 1 HoMmep cepun BMKIT;

6) naTy 1 BpeMs Hayasa 1 3aBepLUEHNS TEXHOJIOrM4eCKOro NpoLecca, a TakxXe OCHOBHbIX MPOMEXYTO4YHbIX
cTagum;

B) haMnANIO M UHULMANGI orepaTopa KaXxAon TEXHOJIOMMYECKON onepaLmmn 1 nua, ocyLLecTBMBLLErO
NPOBEPKY BbINOJIHEHUSA TEXHOJIOrMYeCKON onepauuu;

) hakTU4eCKMN NCrosib30BaHHOE KOJIMYECTBO KaXXA0ro Buaa b1monormyeckmx MaTepuasnios;

[) haKTM4eCKn UCnosib30BaHHOE KOJIMYECTBO U HOMEP CepumM Ka)kAoro Bmaa UHbIX MaTepuanos ans
npoussoncTtea bMKIT;

e) haKTU4eCKMn NCrosib30BaHHOE KOJIMYECTBO KaXXA0ro BUAA MPOMEXYTOYHbIX MPOAYKTOB MPOU3BOACTBA
BMKIT;

>K) OCHOBHblE TEXHOJIOrMYeCKne onepaLmm unu LeNCTeums, C ykasaHuem NCnosib3oBaHHOro obopyaoBaHus;
3) 3aMMcK No NPUroToBAEHUIO 06pa3LLOB 419 KOHTPONS KaYeCTBa W BHYTPUMPOLLECCHOMY KOHTPOJIIO C
yKa3aHMeM UCNONHUTENEN M NOSTYYEeHHbIX pe3ybTaToB;

) 0 BbIXO4E MPOMEXYTOYHbIX MPOAYKTOB Npoun3soacTBa BMKI1 Ha pa3finyHbIX CTagusax TEXHOIOMMYECKOro
npotiecca;

K) onucaHume OTKJIOHEHUIN OT TEXHOJIOMMYECKOro perfaMeHTa Npon3BOACTBA U TEXHONOM NYECKMX
WHCTPYKLMIA, NOANUCAHHOE NINLOM, YNOJIHOMOYEHHbIM PYKOBOAMTENIEM OpraHu3aLumm, C yKkasaHueM fatbl;
n) naTy v noAnuch Nnua, 0TBETCTBEHHOMO 3@ OCYLLEeCTBAEHWNEe TEXHON0rM4eCcKoro npouecca.

3anucy (NPOTOKOJIbI) MO NPOM3BOACTBY cepun BMKIT BoSIXKHbI BECTUCh OAHOBPEMEHHO C BbINOJIHEHNEM
COOTBETCTBYIOLLEN onepaLuu.

142. 3anucn (npoTokobl) No ynakoeke cepumn BMKIT (YacTu cepumn BEMKIT) pokHbI Cogep)xaTb CBEAEHMS,
onpepeneHHble B UHCTPYKUUK Mo ynakoBke BMKII, B ToM yucne:

a) HaMMeHoBaHMe 1 Homep cepuun BMKIT,

6) naTy (maTbl) 1 BpeMs NPOBeLEHMNA OnepaLnii Mo YNakoBKe;

B) (hamunmnio(n) n HNLKMaNLI onepaTopa(os) KaXA0N OCHOBHOW TEXHOIOMMYECKON onepaLummn n nuu(a),
OCYLLEeCTBMBLUMX NPOBEPKY TEXHOJIOMMYECKON onepauuu;

) 3an1cK 0 NPOBEPKax MAEHTUYHOCTU 1 COOTBETCTBMA MHCTPYKLUUAM No ynakoske BMKII, Bkntoyan
pe3ynbTaTbl BHYTPUMPOLLECCHOr0 KOHTPOA (MpuU ero npoBefeHnn);

L) 06 OCyLLeCTBEHHbIX OMepaLMax Nno ynakoBKe, BKIlOYas nepeyeHb NCMnosb30BaHHOro 06opyaoBaHms 1
YNaKOBOYHbIX IMHMI (NPW NCMONb30BaHUN);

€) 06 OTKNOHEHMAX OT NOPSAKa OCYLLECTBIEHNS TEXHONOM MYECKMX OMePaLLMin C MPUIOXKEHUEM
NOAMMCAHHOTI O JIMLIOM, YMOJIHOMOYEHHbIM PYKOBOAUTE/IEM OpraHu3aLnm, pa3peLlleHnemM Ha Takoe
OTKJIOHEHWE OT UHCTPYKLMUIA MO YNaKoBKE;

XK) 0 KOIM4ecTBe, HOMepax, HaMeHOBaHMAX YNaKOBOYHbIX MaTepuasnos 1 HeacosaHHOro BMKII, koTopble
Ob11M BblAaHbl, UCNONb30BaHbl, YHUYTOXEHbI UM BO3BPALLEHbI Ha CKJlaj, @ TakXe 0 Koan4yecTse
ynakosaHHoro bMKITT;

3) noAnNuCb NnLa, OTBETCTBEHHOMO 3@ NPOLECC YNakoBKK, C YKa3aHWeM AaThl.

143. MNMpremka MaTepunanos g npomssoactea bMKII1, npoMe)xxyTo4HbIX MPOAYKTOB Npon3soncTesa bMKII,
BMKI, ncnonb3syembix gnsa nponssoacTea Apyroro bMKII, nonkHa noATBepXAaThCs 3annucamum
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(npoToKoNaMu) nNo npmemMke Ha bymMa)kHOM HocuTene. 3anucy (MPOTOKOJIbI) MO NPUEMKE AO/KHbI
copepxatb:

a) HauMeHoOBaHWe MaTepuaa (MPoMeXyTo4YHOro NpoaykTa nponssoacTea bMKI, BMKI, ncnonb3syemoro
L4519 Npon3BoACTBa Apyroro BMKI) B HaknafHOM M Ha Tape;

6) BHYTpeHHee HauMeHOBaHWe (eC/IM OHO OT/IMYAETCS OT HAUMEHOBAHMS, YKa3aHHOro B noanyHkTe "a"
HacTosLero nyHkTa Mpasun) n (nm) Kog maTepuana (MPOMEXYTOYHOro NPoAyKTa nponssoacTea bMKIT,
BMKITI, ncnonb3yemoro ns npoussogctea gpyroro bMKIM);

B) AaTy NMPUEMKU;

r) HAMMeHOBaHWe NoCTaBLLMKa U HAaMEeHOBaHWe opraHu3auuy;

[l) HOMep cepun MaTepurana (MpoMexXyTo4HOro NpoayKTa nponssoactea bMKIM, BMKII, ncnonb3syemoro ans
npou3sBoacTea apyroro BMKI) nav nHon naeHTMOUKaLnoHHbIR HOMep, MPUCBOEHHbLIN OpraHu3aunen;

e) obLiee KOMYECTBO MOJIYHEHHOr0 MaTepmrana (MPoOMeXyTOYHOro NpoaykTa npoussoactea BMKIM, BMKI,
NCNonb3yemMoro aas npon3BoAcTBa gpyroro bBMKIT) un 4yncno eanHuL, ynakoBok;

)X) HOMep MaTepuana (MpoMexXyTo4YHOoro npoaykTa npounssoacTea bBMKII, BMKII, ncnonssyemoro 4ns
npon3BOACTBa Apyroro bMKII), NpuCcBOEHHLIN NOC/e NPUEMKNA.

144, TMpouefypbl N0 BHYTPEHHEN MapKNPOBKeE, KAPaHTUHY 1 XPaHEHUIO MaTepuasnos A5 Npou3BOACTBa
BMKT1, npomexyTo4HbIX NpoAyKToB npon3soacTsa bMKI1, BMKII, ncnosb3yemMbix 414 NpovM3BOACTBa
apyroro BMKIM, nomxHbl 6bITb 4OKYMEHTaJIbHO 0hOPMIEHbI.

145. Jlnua, ynosIHOMOYeHHble PYKOBOAMTENEM OpraHu3aumnmn, LO/KHbI OCYLLECTBIATL BeAeHNE U
COXpaHeHune 3anucen (NPoTOKOJOB) MO pacnpeneneHnio KaXKaon BbinyweHHon cepun BMKIT.

146. PykoBOAMTENEM OpraHn3aLmm OKHbI ObITb YTBEPXKAEHBI Clefyowmne LJOKYMEHTbI:

a) nopsgok otbopa npob;

6) meTOoAMKa 1 NOPAAOK NPOBEAEHUS NCTMbITAHUIA;

B) MOPALOK BblJayn pa3peLleHuns n BbibpakoBky MaTepuranos Ans npomssoactsa bBMKI1, npoMexyTo4HbIX
npoayKToB nponssoactea EMKI1, EMKIT;

) NOpsA0OK MOATBEPXAEHNS COOTBETCTBMA BbinyCckaeMon cepun BMKI TpeboBaHaM, yCTaHOBAEHHbLIM NpK
rocypapCTBEHHOW pernctpaunn BMKIT,

[l) NOPAAOK BblAa4vM YNOJHOMOYEHHbIM(M) NULOM(aMuK) opraHnsaLmm paspeLleHmns Ha Bbinyck cepum BMKIT;
€) NopsLoK y4yeTa pacnpeaeneHns Kaxaon seinyweHHon cepun BMKIT,

)K) MOPSAAOK 3KCNyaTaLmMm Mcnosb3lyemoro ans nponssoactea EMKI obopynosaHus;

3) NOPAAOK apXMBMPOBAHMSA OPUrMHANOB AOKYMEHTOB M 3anuceit (MpOTOKOJI0B).

147. BHYTpeHHASA OOKYMEHTaumMa OOJKHa BK0YaTb OnuMcaHne obwmx NpMHUMNOB 1 MJaHbl NPOBeAEHNS:
a) KBanurKaLmMm 1 BaaMaauum npoLeccos, 060pyL0BaHNA N CUCTEM;

6) kannbpoBKU 1 (MNK) PYHKLMOHANIBHOrO TeCTMPOBaHUSA 0b6opyA0BaHUS;

B) TEXHNYECKOr0 00CNY)KMBAHUS, OYNCTKIN N Ae3UHGEKLNN NOMELLEHNA, 060pyA0BaHUSA, CUCTEM;

r) ugeHTUMKaL M NoANMCcen, MHCTPYKTaXKa NepcoHana, nposepku cobnogeHns Mpasun, rurneHnYecknx
TpeboBaHui;

[l) MeponpuAaTUA Mo AeUHCEKTU3aUmMmn 1 aepatunsaumu;

€) MeponpuaTUA N0 PacCMOTPEHMIO NPETEH3MIN B OTHOLLIEHUN KavyecTBa BMKI1 1 0T3biBOB 13 0bpalleHus
BbIMYLLEHHbIX cepuin BMKIT;

»K) MEpONpUATMIA NO BO3BPATY BbINYLLEHHbIX cepuin BMKIT;

3) KOHTPOJIS U3MEHEHUN,

1) KOHTPONS OTKJIOHEHWIA;

K) ynpaBneHus pnuckamm ans obecnevyeHmsa kadectsa BMKIT;

J1) BHYTPEHHMX ayAUTOB KayecTBa;
M) BbINOJSHEHUS 0630poB KavecTBa BMKIT;

H) OL€HKM MOCTaBLUMKa, B TOM YXCJIE NO MECTY OCYLLECTBAEHNA AeATeSIbHOCTY NOCTaBLUMKa;
0) OLLeHKM BbIMOAHEeHUS MNpasun;
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M) 3aK/0OYEHNS, OTYETHI, B TOM YNC/E O MPEeAnPUHATLIX AENCTBUAX (MPY HaaMyum), No pesyabTaTam
NPOBELEHHBLIX MEPONPUATUIA.

148. Jlnua, ynonHOMOYEHHbIe PYKOBOAUTESIEM OpraHn3aLnn, LO0KHbI BECTU XYPHasibl MOHUTOPUHIa
MCMNoJIb30BaHNsA 060pyA0BaAHNUS, MHXXEHEPHBIX CUCTEM, CPelbl MOMELLLEHWIA, B KOTOPbIX OCYLLECTBASETCS
npon3ssoncTeo bMKII.

149. Jlnua, ynosIHOMOYEHHbIE PYKOBOAUTENIEM OPraHM3aLnmn, OO/KHbI BECTU YY4ET LOKYMEHTOB CUCTEMBI
KayecTBa.

150. CucteMa OOKYMeHTaUmMn O0KHa bbiTb BamanpoBaHa B COOTBETCTBUM € rnason Xl Mpaswn.

151. PykoBoauTeNb OpraHn3aummn gomkeH obecneynTb XpaHeHNe OOKYMEHTaL MM B COOTBETCTBUMN CO
CpPOKaMu, yCTaHOBAEHHbIMY [paBnaamMun WA BHyTPEHHEN OOKYMEHTaumnen.

152. PernameHTUpyoLLNe JOKYMEHTbI AOKHBI ObITb YTBEPXKAEHBI U NOAMMNCAHBI IMLAMU, UMEIOLLMMUI
npaBo MNOAMMCK, C YKa3aHMeM AaTbl NOANUCAHNA U AaTbl BBEAEHUS LOKYMEHTa B AelCTBMe. Ka)kablii
pernamMeHTUPYLWMA 4OKYMEHT AO/KEH UMETb YHUKabHbIA NOEHTUDUKALMOHHBLIN HOMEP.

153. BHYTpeHHSAS LOKYMEHTaumMa fO/KHa NepecMaTpmMBaThCs U aKTyaan3npoBaTbCs C NpekpaLleHnem
NCMNOJIb30BaHMA YyCTapeBLUMX BEPCU OOKYMEHTOB.

154. B cnyyae ecnv hOpMOIN AOKYMEHTa NpeayCMOTPEHO PYKOMMCHOE BHECEHUE CBEAEHW (OaHHbIX), B
TaKOM JOKYMEHTe A0JKHO BbiTb NpeayCcMOTPEHO MECTO A1 BHECEHUS TaKoW 3arnuncu.

155. [1ns OOKYMEeHTaNbHON (PMKCaLMM OaHHbIX AO/KHbI MCMO/b30BaTbCA YCTAaHOB/IEHHbIE BHYTPEHHEN
AOKyMeHTauuen popmMbl 3anmcen (MpoTokonoB). [lokyMeHTalbHasa UKCaLmnsa AaHHbIX AO0/KHA
OCYLLLeCTB/ATLCA BO BPEMS MAN HEMOCPEACTBEHHO NOC/Ie 3aBEPLUEHNS TEXHONOMMYECKOW onepaLmu,
AEeNCTBUSA NN HabloAeHUS, B XO4Ee KOTOPbIX 3TW AaHHbIE MOJyYEHbI.

156. PyKonucHble 3anncy 0JKHbI BbIMOAHATHCA CUHUMUK YepHMAaMy pa3bopymBbIM NOYEPKOM.

157. I3MmeHeHne, BHOCMMOE B AOKYMEHT Ha ByMaXxHOM HOCMTeNe, OOJKHO OblTb 3aBEPEHO MNOAMUCHIO NinLa,
BHOCSILLEr0 M3MEHEHME, C YKa3aHNeM AaTbl BHECEHMS U3MEHEHWN. BHECEHHOE N3MEHEeHNE He O0JIKHO
NPensTCTBOBATb MPOYTEHMNIO UCXOLHON UH(OPMauun. Mpn BHECEHNN N3MEHEHWIA A0JKHA ObITb YKa3aHa
NPUYNHaA NX BHECEHNS.

158. MNepcoHan AoJHKEeH NOATBEP)KAATb BHECEHHbIE UM AaHHbIe B (hOpMYy 3anncu (MpoTokos) Ha BymMarkHOM
HOCUTENe CBOEN JINYHOW NOAMMChI0O U AaTON UX BHECEHUS B (hOpMY 3amnmncu (NPoTOKON) B NpeAHa3HaYeHHbIX
4719 3TOro nonsx opmel 3anmcK (NpoTokoaa). B cnyyvae ecnm npouenypon npeayCcMoTpeH
LONOSIHUTESNbHBIN KOHTPOJIb 3anncen (MPOTOKOJ10B), OTBETCTBEHHbIE 3a HEro JnLa 3aBepsIoT LaHHble
3anncy (NPOTOKOJIbI) CBOEN NOAMNUCHIO U AAaTOW B YCTAaHOBJIEHHbIX A5 3TOr0 MecTax.

159. Bce rpadhbl, nons, a4enku, CTPoKKU B hopMax 3anmcy (MpoToKoaax) Ha ByMarKHbIX HOCUTENIAX OOJIKHbI
ObITb 3aM0HEHbI. B He3anoHeHHbIe rpadbl, NOAS, S4ENKK, CTPOKN BHOCMTCA cuMBoa "Z" nnm obo3HaveHne
"H/N".

160. He nonyckaeTcs ncnonb3oBaHue cMBOJIOB (0603Ha4YeHWI), yKa3bIBalOLNX Ha MOBTOPEHME AaHHbIX.
161. He ponyckawTcs BblgeneHne n nogyepkmBaHne SaHHbIX MapKepammn Uian LBETHLIMU pyyYKaMu.

162. Mpn OOKYMEHTaNbHOW (hMKCALUMN OAaHHbIX C MCMO0JIb30BAaHNEM KOMMbIOTEPU3NPOBAHHbLIX CUCTEM BBOA
AaHHbIX B 3/IEKTPOHHbIE (hOPMbI 3annCK (MPOTOKOJIbI) MOXKET OCYLLECTBAATLCSA YMNOAHOMOYEHHbLIM Ha BBO
TaKUX faHHbIX MepCOHaIOM B COOTBETCTBUMN C €ro AO/KHOCTHbIMU 0643aHHOCTAMN. [lonosHeHne U
N3MEHeHWEe 3NEKTPOHHLIX AaHHbIX BO3MOXHO YNOJHOMOYEHHbLIM B COOTBETCTBUN C €r0 AO/KHOCTHLIMU
06543aHHOCTAMUN Ha 3TO NEPCOHAsIoOM, NMPK 3TOM LOMKHO BbITh 06ecneyeHo coxpaHeHne nepBoHaYvabHO
BBeEHHbIX AaHHbIX. PaKTbl BHECEHWNS U3MEHEHMNA W LOMOJHEHWA B (DOPMbI 3anucei (MPOTOKOJI0B)
LOJDKHbI JOKYMEHTMPOBATLCA.

163. [loCcTyn K AaHHbIM B 3N1EKTPOHHOW (hopMe A0JKeH BbiTb 3alMLEH MAapoasSMu WU OPYrUMin
CpencTBaMu 3alWnThl OT HECAHKLMOHMPOBAHHOIO AocTyrna. COXpaHHOCTb AAHHbIX B 3/IEKTPOHHON hopme
A0/MKHa obecneynBaTbCs NPUMEHEHNEM aBTOMATMYECKOr0 Pe3ePBHOM0 KOMMPOBAHNS C BO3MOXXHOCTbIO
BOCCTaHOBJ/IEHNA Pe3EPBHbIX KOMUA Ha pe3epBHbIX CepBepax, KOTopble NoAnaexaT Baangauum B
cooTBeTCTBUYM ¢ rnason Xll Mpaswmn.
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164. [lo yTBEP)XAEHUSA OOKYMEHTOB AMLL@MWN, YNOJHOMOYEHHbIMU PYKOBOANTENIEM OpraHn3aLnn, nx
XPaHEeHNe oCyLEeCTBAAIOT ANLA, OTBETCTBEHHbIE 3a UX pa3paboTKy 1 (1nn) BeaeHue.

165. OpuruHansl yTBEeP)XXAEHHbIX JIMLL@MU, YNOJIHOMOYEHHbIMU PYKOBOAMTENIEM OpPraHn3auunm, LOKYMEHTOB
1 3anuncen (NPOTOKONO0B) C BHECEHHLIMU AaHHbLIMU (CBEAEHNSMU) AO0JKHbI apXUBUPOBATLCA U XPaHUTLCS B
APXMBHbIX NMOMELLEHUSAX.

166. Cpokun xpaHeHNs JOKYMEHTOB B apXMBe 3aBUCAT OT TUNa AOKYMeHTa. CPOKM XpaHEHNS 1 yCJ10BMA
XPaHEHUs LOKYMEHTOB AO/IKHbI PErlaMeHTUPOBATLCA BHYTPEHHEN AOKYMEHTaUNeN.

167. XpaHeHne onucaTeNbHON AOKYMEHTaLUN No Npon3BoacTBy cepumn BMKIT ocyllecTBNSeTCS B Te4eHne
O[HOro0 rofa nocjie OKOH4YaHMsa cpoka rogHocTn BMKI1 gaHHOW cepumn nam B Te4YeHne NaTu NeT nocie
NoATBEPXAEHNSA COOTBETCTBUA BbiNyckaemon cepun BMKI TpeboBaHnaM, yCTaHOBAEHHbLIM Npy
rocyaapCTBEHHON perncTpaunn, n Bolgayn paspeLleHns Ha Boinyck cepun BMKI ynonHOMOYEHHbIM NLOM
opraHu3auun (B 3aBUCMMOCTMW OT TOr0, Kakow CPoK AoJibwe). [4na cepum BMKII, npegHa3HavyeHHON Ans
KJIMHNYECKUX NCCNef0BaHN, OnnucaTeslbHY LOKYMEHTaUN0 CeqyeT XpaHUTb He MeHee NATu IeT nocse
3aBepLUEHNS U NPEKPALLEHNSA KIMHMYECKUX nccnepoBaHnin BMKI, B KoTopbix 6bln1 ncnosb3osaH BMKII
3TON cepun.

168. OnucaTenbHas AOKYMeHTaumMs, BKAOYaloLWas OpUruHanbl 3anmcen, AaHHole, BBE4EHHbIE B
KOMMNbIOTEPU3NPOBAHHYIO CUCTEMY Yepe3 UHTepdenc npubopa, a Takxxe NonyyeHHble ¢ npubopos He3
npeaBapuTenbHON 06paboTKM, UM NX 3aBEPEHHbIE KoMK (JaNee - NCXOAHbIE AaHHbIe), NOATBEPXKAAOLME
CcBefeHUs N MHOPMaLILIO, BKIOYEHHbIE B perncTpaunoHHoe focbe Ha BMKII, gomkHa XpaHUTbCS Ha
NPOTSXXEHMNMN CPOKa OENCTBUSA PErncTpaLnuoHHOro yaoctoseperHns EMKI.

169. YHNYTOXXEHNE OOKYMEHTOB OCYLLECTBASETCS Ha OCHOBAHUMN AOKYMEHTalbHO 0DOPMJSIEHHOI O
060CHOBaHNS UX YHUYTOXKEHMS. [TepeyeHb 4OKYMEHTOB, MO4NEXALLNX YHUHTOXEHNIO, onpeaenseT
PYKOBOAUTENb OPraHn3auunm.

IX. MaTepuansl gns nponssoactsa BMKII

170. Jlnua, ynoSHOMOYEHHbIE PYKOBOAUTENIEM OpraHu3aLnn, 4OJKHbI OCYLLECTBIATh KBanpuKaLumo
NMOCTaBLLMKOB MaTepuanos Aas npomssonctsa bMKII, npomexyTo4HbIX MPOAYKTOB npon3soacTea bMKI,
BMKITI, npegHa3HavyeHHbIX 418 Npon3BoAcTBa Apyroro BMKII, ¢ uenblo Banangaumm TeXHONOrNYeCcKoro
npoLiecca Npom3BoACTBa A0 Havana NOCTaBKK NPOAYKLUMN 0S15 €€ MCMNOo/b30BaHMA B npoun3soacTee bMKIT.
KBannurkaLma NnocTaBLLMKa KNETOYHOW IMHWW, NPOU3BEAEHHON APYION OpraHnsaunen, npu ee
NCNoNb30BaHUN B Ka4yecTBe MCXOLHOro MaTepuana asaa nponssoncrsa EMKIT gosmkHa BKAOYaTb ayouT
NpoLLeCccoB NpPouN3BOACTBa MNOCTaBLUMKA KNETOYHON ANHUN N5 MPOBEPKM €ro COOTBETCTBUSA MpaBunam.
171. MaTepunanbl gna nponssoactsa BMKI nMeloT Npon3BOACTBEHHbIN CTaTYC:

a) "KapaHTuH" gna matepuanos ans npoussonctea bMKI1 o n Bo BpeMsi NpoBeAeHNs BXOLHOI0 KOHTPOIS
(oT6op Npob, NpoBeaeHNe NCMbITaHNS U BblAayy pa3peLleHmns Ha NCNoJib30BaHNE);

6) "Pa3pelueHo" gns MaTepuanos ana npovssoactsa bMKI npn cOOTBETCTBUM pe3ybTaTOB NPOBEAEHNS
BXOZHOIro KOHTPONA MaTepmanos aas nponssonctesa BMKI npeabsasnsemMbiM opraHusaunen TpebosaHmsam;
B) "bpak" ons MaTepnaaoB Oas npomssoactea bMKI npyn HECOOTBETCTBMM Pe3ybTaTOB NPOBEAEHNS
BXOZIHOr0 KOHTPONIS MaTepuranos ans nponssoactea BMKI npenbasnsgemMbiM opraHm3aunen TpeboBaHnaM.
172. MaTepuanbl gna npounssonctsa BMKI nognexxaT BXOL4HOMY KOHTPOJIHO C LieSiblo MPOBEPKN NX
COOTBETCTBUS NPeAbsABASEMbIM OpraHusaLumen TpebosaHnam. [lonyckaeTcs npon3soacTeo cepun BMKI go
noJly4eHns pesybTaToB BXOLHOI0 KOHTPOSIS MaTepuanos Ans npoussonctea bMKI1 B ciyvyae ecnm cpok
npoBefeHNst BXOOHOI0 KOHTPOJIS NPeBbILWAeT CPOK rOAHOCTU MaTepranos ansa nponssoncresa bMKII.
Bbinyck cepun BMKI, npon3seneHHON A0 NONYYEHUS pe3ynbTaTOB BXOLHOr0 KOHTPOJIA MaTepuanos aas
npounssoacTea bMKII, ocywecTBngaeTCs Npyu HaNMYMK yOOBETBOPUTESIbHbLIX Pe3y/IbTaTOB BXOAHOI0O
KOHTPOJIA MaTepunanos, NCMOJIb30BaHHbLIX 419 NPON3BOACTBa cepun BMKIT.

173. NMpu BXOAHOM KOHTPOJie MaTepunanos Ans npomssoactsa BMKI1 B cTepuabHbIX ycnoBusax 6e3
nocnenytowen ctepuamsaunm obasaTenbHbIM ABASETCA NPOBEAEHNE KOHTPOJIA CTEPUIBHOCTM.

174. B cnyyae COOTBETCTBUS pe3ysibTaTOB NPOBELEHNS BXOAHOIO KOHTPOJIA MaTepuanos 4114
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npousBoacTea BMKI npeabsBnseMbiM opraHu3aumen TpeboBaHUSM, PYKOBOAUTENb OPraHu3aLny BolgaeT
pa3spelleHne Ha NCNoSib30BaHMe MaTepuana, npowenlero BXOAHON KOHTPOJb, B npon3soacTee BEMKIT.
175. Mpn HeCooTBETCTBMY MO pe3ysibTaTaM BXOLHOMO KOHTPONSA MaTepuasia ans nponssonctea bMKII
TpeboBaHMAM, YCTAHOBEHHbIM CneLMduKaLnen Ha Hero, MaTepman 3abpakoBbiBaeTCA. 3abpakoBaHHEIN
MaTepunan fo/KEeH MMEeTb MapKUPOBKY "bpak".

176. 3abpakoBaHHble MaTepuasbl B Clly4ae, eCI OHU He MoaJiexaT BO3BpaTy NOCTaBLUMKY, NogaexaT
YHUYTOXEHUIO. YHNYTOXXEHUE (Mepefiadya Ha YHMYTOXEHME) 3abpakoBaHHOr0 MaTepurana AOJIKHO BbIThb
LOKYMEHTaJIbHO 0(DOPMJIEHO JILLAMU, Ha3HaYe€HHbIMU PYKOBOAUTE/IEM OpraHu3aLny OTBETCTBEHHbLIMY 3a
YHUYTOXXEHUNE (Mepeliavy Ha YHUYTOXeEHME) 3abpakoBaHHbLIX MaTepNanoB, B MOPSAKE, YCTAaHOBIEHHOM
BHYTPEHHEN AOKYMeHTaLmen.

177. PykoBoauTeNb OpraHn3aumm aomkeH obecneynTb BO3MOXHOCTb NAEHTUDNKALMN MaTepranoB ons
npoussofcTBa BMKII Ha paboyux mecTax.

178. MNpu HeobxoAUMMOCTU CTepUM3aL MM MaTepranos ans nponssoactea BMKI Takasa cTepuansauus
LO/KHA NPOBOANTHLCA TEPMUYECKMM METOLO0M, ra30BbIM METOLOM, paanaunen unm puibTpaunen.

179. K maTepuanam gns nponssoactsa bBMKI (3a ucknio4eHmem TpaHCMOPTHOWN Tapbl) NpeabaBAA0OTCS
cnenywowme TpebosaHus:

a) oTcyTcTBME BakTepuanbHOM U BUPYCHOM KOHTaMUHaLUM B MaTepranax, BK4as NeKapCTBEHHbIe
npenapaTsl, papMaLeBTnyeckme CybcTaHuuM N MeauLMHCKNE N3Lenns;

6) oTCyTCTBME KOHTaMUHaLMK BO3byanTenaMm TpaHCMMCCUBHOM rybyaTon sHuedanonaTuu;

B) Ha/M4Me paspeLlleHns Ans npuMeHeHna MaTepuranos K YenoBeKy (Npu Hann4um);

) LOKYMEHTaslbHOe NOATBEPXKAEHNE NAEHTUYHOCTU, YUCTOTHI (BK/OYAs MUKPOBMOSIOrMYecKyio),
CTEePWSbHOCTU (AN18 CTEPUSIbHBIX MaTepManoB) U coaepxaHns bakTepmanbHbIX 3HAOTOKCUHOB;

A1) OTCYTCTBME KOMMOHEHTOB XXNBOTHOIO MPOUCXOXAEHUS B MaTepuanax, KotTopble He AOJIKHbI COAepPXaTb
TaKne KOMMOHEeHTb;

e) 6bITb PEKOMBUHAHTHBLIMMW UJIN YET0BEYECKOr0 MPONCX0XAEHMUS (MPU CYLLECTBOBAHUN BO3MOXXHOCTH
3aKYMKW Taknx MaTepurasnos);

XK) OTCYTCTBME aHTUOMOTMKOB (€CN NX HaNU4YMe He ABNSeTCA Heo6X0aUMbIM 1 060CHOBAHO B
TEXHOJIOrMY4eCKOM pernaMeHTe Npou3BoACTBa).

180. JInuamu, OTBETCTBEHHbLIMY 3a MNOJIy4eHne MaTepunanos A4 npoussoactsa bMKII, pnonxeH
OCYLLEeCTBAATLCA KOHTPOJb 3a cobiiofeHneM yCcoBniA TPAHCMOPTUPOBKN TepMOoiabusibHbIX MaTepranos
Ans npoussonactea BMKI1 nepen npuHATMEM Takux MaTepunasios.

181. B cnyyae ecnn matepuasbl gaa nponssoactsa BMKI npon3sogaTcs opraHusaunen, To NpoLecc nux
NPOU3BOACTBA U METOLAMKN KOHTPONA NX KaYeCTBa LO/KHbI ObITh BaNMAMPOBaHbI B COOTBETCTBUM C F1aBoON
Xl TipaBui 1 KOHTPOJIMPOBATLCA.

182. B opraHu3auum 0o»KeH OCyLECTBIATLCS KOHTPOb LIEIOCTHOCTU YMaKoBKM U NaoMb (Mpu Hannyum),
a TakXXe KOHTPOJIb COOTBETCTBUSA CBEAEHUI, YKa3aHHbIX B HaKafHOW, CBEAEHNAM Ha 3TUKETKaX Kaxow
napTuu (1 cepun, ecnm NapTMs COCTOUT U3 HECKOJIbKUX Cepuit) Nosy4yaeMbiXx MaTepnasios ANs
npomnssoncTtea bMKII.

183. YnakoBku MaTepuanos anaa npon3soactea BMKI, n3 koTopbix 6bi11 0TobpaHbl Npobbl MaTepranos s
npoBefeHns BXOLHOr0 KOHTPOJISA, OOJKHbI UMeTb MapKUPOBKY.

184. B cnyyae ecnu napTus maTtepuanos aas npoussonctsa BMKIT cocTonT 13 pa3nnyHbIX Cepuin, TO
BXOLHOW KOHTPOJIb [O/KEH NMPOBOANTLCS ANS KaXKLON cepun.

185. Haxopsilmecs B CK1aACKON U KaPaHTUHHOM 30Hax MaTepuanbl 414 npon3BoAcTBa BMKIT LomKHbI
ObITb MapKMPOBaHbl STUKETKAMMN. ITUKETKN LOMKHbI COLEPXKaTb CIeAYIOLLYI0 MHOPMaLMIO:

a) HaMMeHoBaHMe 1 (MNKn) BHYTPEHHWI KOA,;

6) Homep cepun;

B) YCJI0BUSA XPaHEHUS;

) CPOK FOAHOCTK (XpaHeHnsa) uan faTy, nocie KoTopon TpebyeTca MOBTOPHLIA KOHTPOJIb;
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[l) CBegeHnsa 0 Npon3BoACTBEHHOM cTaTyce: "KapaHTuH", "Pa3peweHo”, "bpak";

€) VHYI0 MHOPMaLMIO, YCTaHOBNIEHHYIO BHYTPEHHEN OOKYMEHTaumen.

186. B opraHusauum gosxkeH b6biTb OpraHn3oBaH y4eT NoCTyNMBLUMX MaTepunanoB 4sa npomssoactea bMKII
B CKJ1aZICKMX MOMELLEHNSAX B COOTBETCTBUMN C TpeOOBAHNSAMU BHYTPEHHEN OOKYMEHTaL MM C BEAEHMEM YYETA
TeKyLLero Npon3BoACTBEHHOr0 CTaTyCa MaTepuanos ("KapaHTuH", "Pa3pelueHo”, "bpak"). buonoruvecknin
MaTepuan SO/DKEH NoAJIe)XXaTb OTAE/IbHOMY YYeTy.

187. Mpu NCNonb30BaHUN KOMMbIOTEPUINPOBAHHON CUCTEMBI y4YeTa 1 NepeaBUXEHNS XPaHALWLMXCS
MaTepuanos ansa npoussoactesa bMKIT gonyckaeTcs pa3MeLLleHne Ha 3TUKeTKe MHGopMaumu,
NO3BONSAOLLEN OAHO3HAYHO NOAEHTUPULMPOBATL MaTEPUAa N COOTHECTU €ro ¢ COOTBETCTBYIOLLEN 3aMNnChbio
B KOMMbIOTEPM3NMPOBAHHON CUCTEME YYeTa.

188. MaTepuansl gna npomssonctea bMKIT fo/KHbI Bbl4aBaTbCS IMLAMM, OTBETCTBEHHBLIMU 3@ UX
XPaHEeHne 1 pacnpeneneHne, B COOTBETCTBMM C YCTAHOBIEHHOW BHYTPEHHEN JOKYMEHTaLMeN npoLeaypon.
189. B nogpa3sneneHnsa npomMsBoACTBa AOJKHbI MOCTYNaTb MaTepuansl ona npomssoactea bMKII, Ha
KOTOpble, N0 pe3y/ibTaTaM BXOLAHOMO KOHTPOS, NOJIy4eHO pa3peLleHne Ha X UCNOJib30BaHUE, N CPOK
rOOHOCTU KOTOPbIX HE UCTEK.

190. OTBETCTBEHHbIE fIMLLA, YNTOHOMOYEHHbIE PYKOBOAUTENIEM OPraHn3aLnn, A0KHbI OCYLLECTBAATb
NPOBEPKY COCTOAHMA 1N NPON3BOLACTBEHHONO CTaTyCa BblAaHHbLIX MaTepuasos ansa npounssoncrTsa bBMKIT Ha
paboymx MecTax 1 BECTM YYET X NCMOJIb30BaHNSA B COOTBETCTBUM C TPEOOBaHNSAMMN BHYTPEHHEN
LOKYMeHTaumu.

191. Mopagok Ncnoab30BaHMA MaTepuanoB Ans nponssoactea BMKI1 Ha paboynx mecTax gosmKeH bbiTb
onpegeneH BHyTPEHHEN OOKYMeHTaumen. Ha ynakoBkax maTepuanos 4ns npoussonctea bMKI1 gonxHa
ObITb HaHeCeHa faTa UX BCKPbLITUSA C YKa3aHWeM nLa, OCYLLEeCTBMBLLErO BCKPbITNE YNaKOBKMU.

192. XpaHeHune MaTepuranos aas npounssonctea BMKI1 B cknafckmx 30Hax U Ha paboynx MecTax AO/KHO
OCYLLECTBJIAETCA B COOTBETCTBUY C YCJIOBUSMU XPAHEHUS, PernameHTMpyeMbiMM MPOU3BOAUTENEM
MaTepuanos. CneumnanmsnpoBaHHoe 0bopyaoBaHMe, NCMONIb3YEMOE A XPaHEHUS MaTepPUasoB, LOHKHO
6bITb KBaNMMPULMPOBAHO B COOTBETCTBMM C rnason Xl MpaBun, LOMKEH NPOBOANTLCA MOHUTOPUHT €ro
(PYHKLNMOHUPOBAHUS.

193. 3anpellaeTcs NCNob30BaTb B NPOM3BOACTBE M MPW OCYLLLECTBIEHUN KOHTPOJIA KayeCcTBa MaTepuasibl
C UCTEKLUUM CPOKOM FOAHOCTU UK NMpuLleLine B HErog4HOCTb BO BPEMS XPaHEHUS.

194. MonyyeHune 6uonorn4yeckoro MaTepuana ot goHopa b1Monornyeckoro MmaTeprana ans NnpPovM3BoACTBa
BMKI ocylwecTBnseTcs B COOTBETCTBUU CO CTaThben 33 deaepansbHOro 3akoHa Ne 180-03.

195. B cnyyasix BBo3a H1MONOrn4yeckux MaTepmnasioB n3 gpyrux ctpaH gokHbl 6biTb cobnoaeHsi
TpeboBaHMA KavyecTBa 1 6€30NacHOCTU, YCTaHOBEHHbIE 3aKOHOAATENLCTBOM Poccuiickon Penepaumu.
196. TpeboBaHus, NpeabsaBaAseMble K BLUOOrNYeCKMM MaTepmanam, NCNoAb3yeMbIM A5 NPON3BOACTBA
BMKI:

a) Haan4me ceegeHnin 06 NHPULMPOBAHHOCTM AOHOPa Bronornyeckoro MaTeprana, NpeaHa3HaYeHHOro
AN15 NPOM3BOACTBA ayTON0rMYHOro u (unmn) KombuHmposaHHoro BMKII, no pesynbTaTaM TECTUPOBAHUS
[loHOpa B 06beMe He MeHbLLEM, YeM NPEeAYCMOTPEHO HOPMATUBHbLIMI MPaBOBbIMK akTaMu Poccuiickoi
depnepauymnu;

6) oTCyTCTBME KOHTaMMHaLUMK Bronornyeckoro MmaTepuana u (Uan) MHPULMPOBAHHOCTY AOHOPA
Bronornyeckoro MmaTepuana, NpeaHa3Ha4YeHHOro a5 Npon3BoacTBa aanoreHHoro BMKIM nnaun annoreHHom
4yacTn KoMbuHmposaHHoro BMKI, no pe3ynbTaTaM TeCTUPOBaAHMSA AOHOPa U (Unn) Buonornyeckoro
MaTepuana B COOTBETCTBUM C TpeboBaHMAMN HOPMaTUBHbIX NPaBOBbLIX akToB Poccuinckon ®epepaunu;

B) OTCYTCTBME MMKOMJIa3MEHHOW KOHTaMUHAaLUUN KNEeTOK, MNOCTYNUBLLMX M3 BMobaHKOB, NpeaHa3HaYeHHbIX
NS XpaHeHns B1MoornYeckoro MmaTepmana, KNeTok Oas NpUroToBAEHNS KNETOYHbIX INHWUA, KNeTOYHbIX
JINHWIA, NpefHa3Ha4vYeHHbIX 4as npomnssoacTea bMKII;

r) OTCYTCTBME NPOTUBOMOKA3aHWUI K OHOPCTBY BUOIOrNYeCcKoro MaTepuana (B COOTBETCTBUM CO CTaTbEN
34 ®epepanbHoOro 3akoHa Ne 180-93).
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197. MNonTBepxaeHne B xole 0b6cnenoBaHns AOHOPa HaANYMa UHBEKLWUIA, SBASIOLLMXCS aBCONOTHBIMY
NPOTMBOMOKA3aHUSAMU K LOHOPCTBY, YCTAHOBAEHHBIMU HOPMaTUBHLIMU NPABOBLIMU aKTaMn POCCUNCKON
depnepaumm, ABNSETCA OCHOBaHMEM Aas paboTbl ¢ 6MonornyecknM MaTepuasiom, Noay4eHHbIM OT Takoro
OOHOpPa, B CneynasbHbIX pa6ow|x 30Hax ansa MaHVII'Iy}'IFILI,VII7I C I/IHCbVILI,VIpOBaHHbIMVI MaTepunanamMn n K
MCMNOJIb30BaHMWIO Takoro 6MoNornyeckoro MaTepuaia gnsa noayyveHns aytonormyHoro MK nan
ayTONOrMYHOM YacTn KoMBrHMpoBaHHOro BMKI. NHdopMaumsa o Hannynum MHMEKLMIA 00KHa BbiTh
LOCTYyMHa B X0e BCEro Lukia npom3BoAcTBa. Jo/mKHbI NpeanpuHuMaThCa Mepbl 415 NpefoTBpaLleHns
NepeKkpecTHON KOHTaMMHaLUWN.

CtaTtba 34 ®epepanbHoro 3akoHa Ne 180-93; npuka3 MnHUCTepCTBa 34paBoOOXpPaHeHNs POCCMINCKON
depepaumm ot 27.03.2017 Ne 125H "O6 yTBEpXKAEHMM NOPSAKA MeauUNHCKOro obcnenoBaHus ooHopa
Hronornyeckoro MmaTepmasna 1 NnepeyHs NpoTMBonokKasaHuii (abCoNOTHLIX N OTHOCUTENbHbIX) OAS
nonyyeHus buonornyeckoro Matepuana" (3aperncTtpnpoBaH MMHUCTEPCTBOM OCTULMK Poccriickoi
®epepaumm 28.05.2018, peructpauunoHHbIn Ne 51203).

198. MNpuHnMaemble brnonormyeckne MmaTepmabl LOHKHbI XPaHUTLCA B YCJI0BMAX, ONpeaeneHHbIX
TEXHOJIOrMYECKMM perylaMeHTOM NMpoun3BoACTBa. [laHHbIE O MOCTYNMBLLIEM BUONOrNYECKOM MaTepuane
LO/MKHbI 6bITh 3a)MKCUPOBaHbI JOKYMEHTaNbHO C MPUCBOEHMEM BronornyeckoMy Mmatepmany
WHANBMAYANbHOr0 NAEHTUMUKALNOHHOIO HOMepa (Koda). LaHHbI HOMep (KOA) AOJIKEH COXPaHATLCS B
Xoje BCero LuKna nponsBoLCTBa.

199. Mpwn oCyLLECTBAEHNN BXOOHOIO KOHTPOA B1o10rnyeckoro Matepmasa amuamm, ynoaHOMOYEHHbIMI
PYKOBOAUTENEM OpraHM3aLmm, OCyLeCTBASETCS aHaIM3 CONPOBOANTENILHON LOKYMEHTaLMKM, BKJIKYas
3anucy (NpoTokosbl) 0 3abope obpasua, CBeAeHNs 0 LOHOPe, pe3ybTaThl 06CnefoBaHWI LOHOPA,
TPaHCMOPTHOM AOKYMEHTaLUMM 1 YCI0BMIA TPAHCNOPTUPOBKMU.

200. KOHTpOJIbHbIE NCMbITaHNS BUOOrMYEeCKOro MaTepmasia NPOBOAATCA NPV COOTBETCTBUM
COMPOBOANTENIbHON AOKYMEHTaLUUN, YNakoBKN 1 MapKUPOBKK, @ TakXXe YCA0BUN TPaHCMOPTUPOBKY
TpeboBaHWAM, YCTAaHOBNEHHbLIM BHYTPEHHEN AOKYMEHTaLNEN.

X. Mpownssoacteo BMKII

201. TexHoNOrMYeCKmne onepaumm OOHKHbI OCYLLECTBASATHCS NEPCOHaIOM B COOTBETCTBUN C
TEXHOJIOTMYECKMMMN UHCTPYKLMAMN MO Npon3BoAcTBy BMKII, TEXHONOrMYEeCKMM perfnaMmeHToM
npousBoacTBa 1 TpebosaHmaM Mpasu.

202. Onepaumm TeXHONOMMYECKOro npoLecca ¢ MaTepuanamm ans npoussonctea bMKI, npoMexxyTo4HbIMK
npoaykTamu npomssoactea bMKI, BMKI, Bkatodasa cepum BMKI1, 0oKHbI OCYLLECTBAATLCSA COrlacHO
YCTaHOBJIEHHbLIM BHYTPEHHEN AOKYMEHTaumen npouenypam n opopMasaTbCsa LOKYMEHTabHO.

203. OcyLlecTBneHne (BbIMOAHEHME) 3TAMNOB (ONepaumin) TEXHOI0rMYEeCKoro NpoLecca AoKHO
(hmkcmpoBaTbCa 3anncaMK (MPOTOKOAaMuK) no nponssoacTey cepum BMKIT n 3anncsmum (npoTokoaamm) no
ynakoBke cepumn BEMKIT.

204. MocTynatoLine Ha NPon3BOACTBO MaTepuabl Ana npon3soactea BMKI 1onxHbI 6bITh NPOBEPEHSI
NMepcoHasioM Ha NPeaMeT UX COOTBETCTBMA TPebOBaHNSAM, YCTAHOBJIEHHbLIM BHYTPEHHEN LOKYMEHTaLMEN.
Vicnonb3oBaHme MocTynatoLWmnx B TEXHOJIOrMYeckKre nomMellleHns Matepranos oas npovssonctaa bMKII
J0/MKHO ObITb 0406PEHO NNLL@MM, YMOHOMOYEHHBIMW PYKOBOAUTENEM OPraHM3aLun, no pesynbTaTam
NpoBeLEeHHOr0 BXOAHOIM0 KOHTPOJ1A MaTepuanos 44 nponssonctesa BMKII. buonornyeckne matepuasbl, He
noaaexaline XxpaHeHuo, MoryT 6bITb MCNOJIb30BaHbI Aas NpousBoacTea cepun BMKI npu HaxoxaeHun B
NPOM3BOLCTBEHHOM CcTaTyce "KapaHTUH" C 04HOBPEMEHHbLIM MPOBEAEHNEM NX BXOLHOI0 KOHTPOIS.
MNepenaya maTepmanos onsa nponssoactea bMKI B TeXHONOrMYeCKME NOMELLLEHUA A0JKHA
OCYLLECTBIAETCA Yepe3 MaTepuasibHble W03kl UV NepefaToYHbIe OKHa.

205. Mpun nocTynneHumn brnonornyeckoro maTeprana Tapa (TPaHCNOPTHbLIN KOHTENHEP), B KOTOPON
nocTynua Bnonornyeckuin MaTepman, fomkHa bbiTe oYMLEHa U MapkupoBaHa. Cnocob MapKUpPOBKY Tapsl
(TpPaHCMOPTHOr0 KOHTENHEepPa), B KOTOPOW NOCTynua 61Moaornyecknini MaTepuan, BKao4as BHOCMMbIE NpU
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MapKMPOBKE CBEAEHNS 0 MOCTYNMBLUEM BMONOrMYECKOM MaTepuasne, fO/KHbI ONPefeNiThCs BHYTPEHHEN
AOKYMeHTaumen. akTbl NOBPeXAeHNs Tapbl (TPAHCMOPTHOrO KOHTeMHEpa) U yNakoBKW, Apyrie
OTKJIOHEHUS OT NPaBWJ TPAHCMOPTUPOBKM, KOTOPLIE MOTYT HEBNAronpuUsTHO NOBANSATL Ha KAaYeCTBO
NoJly4eHHbIX MaTepnasnoB, AO/KHbI 6blITb 3aUKCPOBAHbI LOKYMEHTAsIbHO 1 PAaCCMOTPEHbI AnLaMy,
OTBETCTBEHHbIMY 32 MOJly4YeHne MaTepunanoB Ans nponssoacTsa BMKI, a MH(popMaLmMs 0 Taknx
NOBPeXAEeHNAX Tapbl (TPAHCMOPTHOrO KOHTENHEPA) U APYrUX OTKIOHEHUAX A0/HKHa ObITh JoBeAeHa 40
noapa3saeneHnii KOHTPONS KavecTBa U obecneyeHuns KayecTsa.

Mpuka3 MuHMcTepCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 28.08.2017 Ne 564H "06
yTBEpXAeHMM MNpaBua TPaHCMOPTMPOBKK BMONIOrM4eckoro MaTepuana, KJeTok 415 NPUroToBAEHUS
KNETOYHBIX JIMHWIA, KNETOYHbIX IMHUIA, NpefHa3HaYeHHbIX 419 MPON3BOACTBA HUOMEANLNHCKNX KNETOYHbIX
NPoOayKTOB, 1 BMOMEANLNHCKNX KNIETOYHbIX NPOAYKTOB" (3aperncTpupoBaH B MMHUCTEPCTBE OCTULUN
Poccninckon ®epepaunn 22.12.2017, peructpaunoHHbin Ne 49385).

206. MaTepuansl gns npoussoactea bMKI1 cnegyeT XpaHuUTb B YCI0BUAX, YCTAHOBJIEHHbLIX BHYTPEHHEN
AOKyMeHTauunen. MaTtepuanbl 4na nponssoactasa bMKI n BMKI gosmxHbl 6bITb 3aliuLLieHbl 0T MUKPOOHON 1
APYron KOHTaMMHaLWUKN Ha BCEX dTanax (onepauunsx) TEXHOIOrMYeCcKoro npoLecca, B TOM Yyucne
NepekpecTHON KOHTaMUHALMN @y TONOrNYHbIX U KOMBMHMpPOBaHHbLIX BMKI. KOHTpO/b COOTBETCTBUS
YCJIOBUI XpPaHEHNS YCTAHOBEHHbIM BHYTPEHHEN JOKYMEHTaUnen TpeboBaHUSAM OCyLLEeCTBASET ANLLO,
OTBETCTBEHHOE 3a XpaHeHue MaTepunanos Ass nponssonctsa BMKII.

207. B opraHu3auum O0JKHbI MPOBOAUTLCSA NPOBEPKM BbIX04a NPOAYKTa K MaTepunasibHoro 6anaHca n nx
COOTBETCTBME AOMNYCTUMbIM NpPefenam, yCTaHOBNEHHbIM B TEXHOJIOMMYECKON AOKYMEHTaUmMmM Ha
npoussoncTso EMKIT.

208. MpownseeneHHble cepun BMKI 0osiKHbI ObITb NOMELLEHbl B KAPAHTUH, DYHKLUNOHUPYOLWMWIA MO
NPUHLMNY pa3fenbHoro xpaHeHus. NMomelteHne cepun BMKI n 06pasuos BMKI B kKapaHTWH 1 BbINYCK
cepun BMKIM n obpa3suos EMKI 13 KapaHTUHa CieyeT OCYLLECTBASATbL Yepe3 MaTepuasibHble L3bl UK
nepenaToyvHble OKHa. JonycKaeTCs MCMNO0JIb30BaHUE OOHUX N TEX XKe MaTepuasbHbIX L30B8 1N
nepeaaToYHbIX OKOH A5 nepefayn NnpoayKToB Npon3BOACTBa, 06pa3LoB 1 MaTepmnasaoB 419 NPOM3BOACTBA
BMKI1 npu ycnoBmm, 4T0 MaTepUasbHbIe LWO3bl MW NepefaToYHble OKHa SBAATCA aKTUBHBLIMU U NpK
yCJI0BUW pa3fesnieHns npoLeccos nepefayv NpoLyKToB NPOU3BOACTBA Y MaTepunasiosB A/ NPOM3BOACTBA
BMKIT Bo BpeMeHHU, C NpoMexxyTo4Hon 06paboTKo MaTepuasibHbIX LLIO30B MK NepeaaToqHbIX OKOH nocse
KaXx[ou nepepadu.

209. BMKI cnegyeT XxpaHUTb B YCNOBMAX, YCTAaHOBEHHbIX TEXHOJIOTMYECKON UHCTPYKLMEN, B MOPAAKE,
obecneymBaloweM pasfeneHmne no CepUsM 1 04epefHOCTb UX MCMOAb30BaHMS.

210. BHyTpeHHen OOKYMeHTaumen gomkeH bbiTh onpeeneH Nopsaaok nepemMeLLeHns MaTepmnanos 4nas
npomnssoacTea bMKII, npoMeXXyTo4HbIX NPOAYKTOB rnponssoactea EMKI1, BEMKII, a Tak)Xe 0TX0408B
NPOM3BOACTBA Yepe3 TEXHON0rMYeCKme 30Hbl.

211. JonyckaeTcs 04HOBPEMEHHOE MM MOC/e0BaTeIbHOE NPOBEAEHME OonepauUuin ¢ pa3nnyHeimm BMKI B
OQHOM M TOM e MOMELLEHNIN, eCNN NPEeANPUHATLI MEPbI A5 UCKIYEHUS ClyYalnHOW NOAMEHb! 1
NnepekpecTHON KoOHTaMUHauun. [lonyckaeTcs Npou3BOACTBO pa3anyHbix BMKI B 0gHOM nomeLleHnn npu
MCMNO/b30BaHUN N30NATOPHOM TEXHONOr 1K, obecneyrBaloLLer acenTUYECKNE YCNOBNS BHYTPM U30ASTOPa
(manee - 3aKpbITble CUCTEMBI).

212. OpraHusauuns npouecca nponssoactsa bMKI gonxHa obecnevymBaTb OTCYTCTBME HEFATUBHOIO
BJIMSAHNSA €ro yCNoBMi Ha KavyecTBo BMKI1 n 6e3omacHOCTb NepcoHana, y4acTBYIOLLEro B NPOM3BOACTBE.
213. icnonb3yemble B TEXHOJIOTMYECKOM NpoLecce maTepuabl, TPaHCMOPTHbIE KOHTENHEPbI 4115
MaTepuanoB, MPOMEXYTO4YHbIX MPOAYKTOB npon3ssoacTea bMKI, BMKII, o6opynoBaHue, TEXHONOr M4eckKme
NnoMelLleHns, MaTepuaabHble W03l 1 NepeaaToYHbie OKHa A0JKHbI ObiTb NAEHTURULNPOBAHbLI 1
MapKMpPOBaHbl STUKETKAMU UM UHBIM CMOCOOOM, OnpefeneHHbIM BO BHYTPEHHEN AOKYMEHTaLMUN.
MapKMpoBKa LO/MKHa cogepXaTb MHGOPMaLIMIO 0 MPUHAANEXHOCTY K 3Tany (onepawumu)
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TEXHOJIOMMYECKOro npoLecca, ecaun Takas NpUHaaIexxHoCTb onpeneseHa.

214. ITUKETKU, MPUKPENSIEHHbIE K KOHTENHepaM, 060pyA0BaHUIO AN NAEHTUDULNPYIOLLAE NOMELLEHNS,
LO/MKHbI 6bITb YETKUMMK, 0AHO3HAYHbIMW, YCTAHOBIEHHOW BHYTPEHHEN fOKYMeHTaunen popmbl. B
LONOJIHEHME K MH(POPMaLMN Ha 3TUKETKaxX 419 MapKUpPOBKK cTaTyca (Hanpumep, "KapaHTuH", "B
pemoHTe", "BbiBejeHO 13 obpalleHns") peKoMeHAyeTCs UCNOoIb30BaTh LIBETOBYIO KOAUPOBKY.

215. B COOTBETCTBMM C TEXHOJIOTUYECKMM pernamMmeHTom nponssoactea BMKII, TexHonorn4yeckom
WHCTPYKLMen no npon3soAcTBY BMKI n MeToAnKaMy UCNBITAHWUIA C LENbio NPOBEPKMN KavecTBa
npounssoaumoro bMKIT npu ocywecTBAEHUN TEXHOJIOMMYECKOro NpoLecca MoXeT NPoBoAUNTbLCA
BHYTPUMNPOLIECCHbIA KOHTPOJIb. [TpoBeeHne BHYTPUMNPOLECCOHOr0 KOHTPOJIA, B TOM YMC/e NojyYyeHune
obpa3sla 419 ero npoBefeHns, He LOMKHO N3MeHATb BMKI nnv nprBoAnTb K ero KOHTaMUHaLmu.

216. He ponyckatTCsA OTKJIOHEHMSA OT YCTAHOBJIEHHbIX NpoLeayp UK He3anJlaHNPOBaHHbIE N3MEHEHMNS B
npouecce peannsaLnm TEXHONOMMYECKOro npoLecca uam ero 3Tanos (onepauun). B cnyvae ecnn
NPOU30LLJIO OTKJIOHEHWE, TO OHO AOJ/KHO ObITb 3a40KYMEHTNPOBAHO C MPUBJEYEHNEM MOAPA3AENEHNS
obecneyeHns KavyecTBa 1 NoApPa3[eNeHNs KOHTPONS KavyecTBa. He3annaHMpoBaHHOE N3MEHeHUe LOMKHO
6bITb 0OPOPMIEHO AOKYMEHTaNLHO C OBEAEHNEM MH(opMaL M 06 OTKAOHEHUN A0 NoApa3feneHns
obecneyeHns KavyecTBa 1 NOAPA3AENEHNS KOHTPONS KavyecTBa. I3MeHeHNs B TEXHOIOMMYECKOM npoLecce
NN CMEXHOW C HAM AeATeNbHOCTM (MpoLeccax), KOTOpble 0Ka3biBalOT BAUSHME HA TEXHONOMMYECKNI
npowLecc nan Ha kavyectso BMKII, a Tak)Xxe OTKJIOHEHUS OT TEXHOJIONMYEeCKOro perjiamMmeHTa Nnpon3sBoacTea,
TEXHOJIOrMY4eCKUX NHCTPYKLMIA No npom3soacTBy BMKII, npouenyp n MeTOAMK UCMbITAaHUA B Xo4e
BHYTPUMNPOLIECCHOIO KOHTPOS AOJKHbI OCYLLECTBAATHCA B COOTBETCTBUN C TPebOBaHNSAMMN BHYTPEHHEN
LOKYMEHTALMUN N0 KOHTPOJIIO 3@ U3MEHEHUAMU U YNIPABJIEHNIO OTKJIOHEHUAMN.

217. CneuwnanbHble TpeboBaHMS B OTHOLIEHUN Npon3BoacTBa BMKI, npegHasHa4YeHHbIX A5 KINHUYECKNX
nccnenosaHnin, cogepxatca B rnase XVII Mpaswnn.

218. OpraHusauuein fLomkHa bbiTb NPOBEAEHA OLIEHKA PYCKa NEPEKPECTHON KOHTaMUHALLMKW, BO3HMKAOLLEN
B pe3y/nbTaTe HEKOHTPOJMPYEMOrO PacnpoCTPaHEeHNs Mblv, ra3os, a3po30Jel, FreHeTUYeCKoro MaTepuana,
MUKPOOPraHM3MOB W/ XUBbIX KJETOK OT APYrux MaTepmnassos U NPOLYKTOB NPOM3BOACTBA B pouecce ux
06paboTKku, Cc ogexabl U Tena onepaTopoB. PUCK KOHTaMUHALMM ayTONOTUYHbIX U KOMBMHMPOBaHHbIX BMKIM
KoMroHeHTaMy BMKITI, nosy4eHHbIMM OT APYrux 4OHOPOB, U PUCK KOHTaMUHALUUN HEUHPULIMPOBAHHbIX
ayToNornyHbix BMKI KomnoHeHTaMu NHPULUMPoBaHHbLIX BMKI oLeHnBalOTCS OTAEJIbHO.

219. MpepoTBpallleHne NepekpPecTHON KOHTaMUHaUUN obecnedynBaeTCs BHEAPEHNEM TEXHUYECKUX UK
OpraHu3auMOHHbIX Mep, B TOM Yuciie 3PMEKTUBHBLIX U BOCMIPON3BOAUMBIX MPOLECCOB OYUCTKN AN
KOHTPOJ1Si pUCKa NEPEKPECTHON KOHTaMUHaLUN.

220. OpraHusauus 418 OLLEeHKN 1 KOHTPOJIA pUCKa NepekpecTHON KOHTaMUHaLUY NPOnU3BOANMbIX
NPOAYKTOB A0JKHA NCMOJ/Ib30BaThb MPOLLECC ynpaBieHns puckamm ans obecnevyeHuns kavectsa bMKII,
YHUTLIBAIOLWMIA MJAHUPOBKY M Ha3HAYeHMEe NOMeLLEeHNIN 1 060pyA0BaHNA, MOPAAOK NepeaBMKEHNS
nepcoHana u MaTepranos, MUKPOBUONOr MYECKNI KOHTPOb, 0COBEHHOCTM NPOAYKTOB NPOM3BOACTBA,
XapaKTEPUCTUKN TEXHOJIOTMYECKOro npolecca, 3hMeKTUBHOCTL NMPOLLECCOB OYUCTKM U aHaNUTUYECKne
napameTpbl onpefeneHns KOHTaMUHAHTOB. B npouecce ynpasneHna puckamm ons obecnevyeHns KavecTsa
BMKI poskHbl 6bITh ONpeneseHbl noMelleHns n obopyaosaHue, Heobxoanmele a5 NPON3BOACTBA
KOHKpeTHOro BMKI1 nnu rpynnbl CXOXUX Mo TexHonornm nponssoactsa EMKIT.

221. B pamkax npoLiecca ynpasaeHus puckamm ansa obecnevyeHus kavyectsa bMKI1 B opraHusaumm goskeH
ObITb pa3paboTaH NepeyeHb TEXHNYECKNX 1 OPraHN3aLMOHHbIX MEP MO KOHTPOJIKO PUCKOB MEPEKPECTHOMN
KOHTaMUHaLMN.

222. TeXHnYecKne Mepbl MO KOHTPOJI0 PUCKOB NMEPEKPECTHON KOHTaMMHaL MW BKOYAOT:

a) OpraHM3aLuio BblLEeHHbIX MPOM3BOACTB (MOMeLLeHNn U 060pyLOBaHNSA);

6) opraHM3aLuio aBTOHOMHbIX NPOU3BOLCTBEHHbIX MJOWaAen, UMEILLMX OTAe/IbHOe TEXHONOrn4eckoe
obopynoBaHuMe N OTAENbHbIE, B TOM YNCJIE€ @aBTOHOMHbIE, CUCTEMbI BEHTUAALMUN U KOHANLMOHNPOBAHMNS
BO34YyXa, U3015ALNI0 OTAENbHbIX UHXEHEPHbIX CUCTEM, UCMO0JIb3YEeMbIX B Pa3/INYHbIX 30HaX;
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B) 0COBEHHOCTUN TEXHOOrMYECKOro NpoLecca, MoMeLLeHNn 1 060pyA0BaHNA, MO3BOJIAIOLLNE CBECTU K
MWUHUMYMY BO3MOXXHOCTb MNepeKkpecTHOM KOHTaMUHaL MK B NpoLecce UxX 3KCrayaTaunm, TeXHUYeCKoro
06CNY>KUBAHUSA N 04NCTKMY;

) UICNONb30BaHME 3aKPbLITbIX CUCTEM A5 06paboTKKM 1 nepefayn MaTeprana U NPOAYKTOB MPON3BOACTBA;
1) NCMoJb30BaHNe N30NATOPHbIX YCTPOWNCTB;

€) NCnosib30BaHve 0[HOPa30BbIX MaTepnanos;

»K) MCNO/b30BaHMe BO3AYLLUHbIX LU/O30B 1 Nepenanos AaBAeHun A5 OKaaM3aLnm NOTEHLMaNbHOro
COLEep)KaLlerocs B BO3[yxXe KOHTaMWHaHTa B npeaesnax onpeaeseHHoro noMeweHus (paboyen 30Hsbl);

3) cBeeHMe K MAHUMYMY pUCKa 3arpsa3HeHuns, Bbl3BaHHOM O PeLMpKyisaumen N noBTOPHbIM
NCMOJIb30BaHNEM HEOUYMLLEHHOI0 UM HeL0CTaTOYHO OYULLLEHHOr O BO34YXA;

1) NCMOb30BaHME CUCTEM aBTOMATUYECKON OYUCTKIN C BaIMAMPOBAHHON pe3ybTaTUBHOCTLIO.

223. OpraHu13aunoHHbIe Mepbl MO KOHTPOO0 PUCKOB NEPEKPECTHON KOHTaMUHALLMUN BKJTIOYAIOT:

a) BblgeneHne Npov3BoACTBa UM @aBTOHOMHbIX MPOM3BOACTBEHHbIX MJIOLAAEN Ha OCHOBE
NPOW3BOLCTBEHHbIX MEPUOLOB (BblAeNeHe C pa3fesieHneM BO BpEMEeHN) C UX nocnenytoLlen 04UCTKON B
COOTBETCTBUM C BaIMGMPOBAHHBIMU NpoueaypaMn OHUCTKY;

6) XxpaHeHue cneunanbHON 3alUTHON ofeXAbl BHYTpU paboymx 30H, B KOTOPbIX Npoussoastca BMKII ¢
BbICOKUM PUCKOM MEePEeKPeCcTHOW KOHTaMUHauuu;

B) BepMMKaLmMo 04NCTKI NOC/e NPOM3BOACTBA KaXxaoro smaa bMKII;

) cneumanbHble Mepbl No obpalueHnto ¢ oTxohamu npon3BoacTea bMKI, 3arps3HEHHbLIMU MPOMbIBHBIMY
BOZaMu 1 3ar pa3HEHHOW OOeX10M;

4) pa3paboTKy NpoueccoB O4UCTKM AN MOMELLEeHUA 1 060pyA0BaHMSA, KOTOPbIE HE HECYT PUCKa
nepekpecTHOW KOHTaM1Hauuu;

e) pa3paboTky hopM 3anucein (MpoTOKOIOB), 3aM0OHAEMbIX NPY MPOBEAEHUN OYUCTKN, NS KOHTPONS
COOTBETCTBUSA BbINOJIHEHHbIX NPOLEYp YTBEPKAEHHOMY PYKOBOAMTENEM OpraHu3auunmn nopsaaky
NPoBeAEHNS O4YNCTKN 1 MapKpoBaHMsa 060pya0BaHNS 1 MPOM3BOACTBEHHBLIX 30H STUKETKaMU C
WH(opMaLMen o cTaTyce 04YUCTKY;

)K) ncnosb3oBaHme obwmnx paboymx 30H 04MCTKU NO NPUHLMMY NPOM3BOACTBEHHbIX MEPUOLOB C
pasfeneHveM no BpeMeHu;

3) Ha430p 3a COOTBETCTBMEM AENCTBUI NepcoHana TpebosaHnam Mpasun.

224. YnakoBka BMKI1 gonmxHa obecne4ynBaTbh COXpaHEHNE Ero Ka4eCTBa B TEYEHUE BCEr0 CPOKa MOAHOCTM
npn cobnofeHnn yCaoBUN XPaHEHNS, YTO AOJKHO ObITb MOATBEPXAEHO NCCAEA0BAHUAMY CTabnIbHOCTU
BMKI.

225. YnakoBKka HethacoBaHHOro bMKI1 B nepBUYHYIO YNaKOBKY AOJKHA OCYLLECTBAATLCSA C UCMOJb30BaHNEM
CTepWIbHbIX YNAaKOBOYHbIX MaTEPMaANoB B CTEPWUIIbHBIX YCI0BUAX B M30/MPOBaHHbLIX paboynx 30Hax nau
N30JIATOPHBIX YCTPOMNCTBAX C COOTBETCTBYIOLLMM KNAacCOM YACTOThI BO34yXa.

226. MNpwn pa3paboTke MHCTPYKUUA No ynakoBke BMKIT HeobxoaumMo npegycMaTpmuBaTh NpoBeaeHne
npowueayp, CBOAAWMX K MUHUMYMY PUCK NMePEeKPEeCcTHON KOHTaMUHALUW WK CTyHaHON NOAMEHbI.
YnakoBKa ayTOMOrn4YHbIX 1 KOMBMHUPOBaHHLIX BMKI, copep>xalimnx KNeToYHbIe MHUN Pa3anYHbIX
LOHOPOB, A0J/KHa BbITb pa3aeneHa MU3NYECKN MU MO BPEMEHM.

227. MNepefd HavyanoM onepauun No ynakoBke HE06X0AMMO NPOBEPUTL CTATYC OYUCTKM YNAKOBOYHOIO MecTa
1 CONPsXXEHHbIX Paboymx 30H, M30AATOPHLIX YCTPONCTB, YNakKOBOYHOIr0 060pyA0BaHUS U yA0CTOBEPUTHLCS B
OTCYTCTBUWN B HUX UCMOJIb30BaBLUMXCA paHee HedacoBaHHbIX BMKI1, MmaTepuanos gnsa nponssoncrtsa bMKII
NN LOKYMEHTOB, eC/IM OHW He TPebyoTCA ANA BhINOAHEHWS 3anlaHNPOBaHHON onepauun. Y6opKy u
OYMCTKY YNaKOBOYHOr0 MecTa HeobxoAMMO NpoBOAUTbL COrnacHo npouenype, yCTaHOBAEHHON BO
BHYTPEHHEN LOKYMEHTaLNN.

228. HavMeHoBaHWe 1 HoMep cepuu (BHYTPEHHWI KOJ) ynaKoBbiBaeMoro HeacoBaHHoOro BMKIT fosikHbl
ObITb YKa3aHbl Ha Ka>XA0M YMakOBOYHOM MecCTe.

229. Mpw nocTynyieHUn HedpacosaHHoro bMKIT 1 ynakoBOYHbIX MaTepmnasioB Ha MeCTO YNaKoBKMK cleayeT
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NPOBeEPSATb UX KOJINYECTBO, UAEHTUYHOCTb N COOTBETCTBUE MHCTPYKLUMAM Mo ynakoBke BMKITI.

230. Mpun ynakoske HedacoBaHHoro BMKI1 Ha nnHWK cnefyeT KOHTPOJIMPOBaThb:

a) 06w M BHELWHWIA BUA YMAKOBOK, B TOM YMC/e OTCYTCTBME KOHTAaMUHAHTOB NEPBUYHON YNAKOBKW, TaKUX
KaK OCKOJIKW CTeKna 1 (unn) nnactuka n meTasimyeckue HYacTulbl;

6) KOMMNIEKTHOCTb YNaKOBOK;

B) MCMO/Ib30BaHNE Hagnexallero sunga HethacoBaHHoro BMKIT n ynakoBoYHbIX MaTeprasos;

) NPaBUNbHOCTb HAaHECEHNS MapKUPOBKMY;

L) MPaBWIbHOCTb PaboTbl KOHTPOJIbHBIX YCTPONCTB YNakoBOYHOr0 060pyAOBaHNS.

231. He ponyckaeTcs Bo3BpaT 0bpa3uos BMKIM nnvn matepuanos, B3STbIX C YNaKOBOYHOW NHWW, Ha
YNaKOBOYHYIO JIMHUIO.

232. Mpw BbISBNIEHNN PACXOXAEHUS, YCTaHOBIEHHOIO BO BPEMS COCTaBJieHUs1 banaHca Mexay
KO/IMY4eCTBOM YyraKoBblBaeMoro HedacosaHHoro BMKII, ynakoBo4YHOro Matepuasa v H1NCIoM
npoun3seefeHHbIX eaAnHuL, ynakosok bMKI1, opraHusaumm cnefyeTt npoBeCcT pacCMOTPEHNE M YCTAHOBUTb
NPUYNHY 3TOr0 PacXoXXAeHna A0 Bbinycka cepumn BEMKII.

233. MMocne 3aBepLUEHNS onepaLmMin No ynakoBKe OCTaBLUMECA YNaKOBOYHbIE MaTepuasibl C HAHECEHHbIM Ha
HUX HoMepoM cepumn BMKI gomKHbI 6bITb YHUYTOXEHBI C AOKYMEHTaJIbHbIM 0hOPMIEHNEM (haKTa X
YHUYTOXEHUA. Bo3BpaT Ha CKJlaZ HEMapKMPOBaHHbIX YNakOBOYHbLIX MaTepranos AOJKEH MPON3BOAUTLCA B
COOTBETCTBMUM C MPOLLEAYPON, onNpenensieMon BHyTPeHHEN OOKYMEHTaUNeN.

234. MapkunpoBky cepun BMKI cnefyeT ocyLlecTBAATb Cpa3y nocse ynakoskn BMKI. Mpn 0Tn0XeHHON No
BpeMeHn Mapkuposke cepumn BEMKI1 nocne ynakosku BMKIT cnegyeT NnpuHATL Mepbl, NpegoTepallaroLme
OLWNBOYHYI0 MapKUPOBKY.

235. B opraHu3aumm fomKeH bbiTb OpraHn3oBaH KOHTPOJb NPaBUIbHOCTU OCYLLECTBAEHNS MAapKNUPOBKI
(HanpynMep, HaHeCeHNS HOMEPOB CEPUIA, CPOKA rOAHOCTHK), OCYLLECTBASIEMON KaK OTAE/IbHas
TexHoJiornyeckas onepawmsa uiy B npoLecce yrnakoBky, NOpALOK OCYLLEeCTBEHUS KOTOPOro AOJ/KeH
onpeaensTbCsA BHYTPEHHEN JOKYMEHTaLNEN.

236. Ina mapkuposku cepun BMKI1 cnefyeT UCnonb30BaTb 3TUKETKU B pyJioHe. cnosb3oBaHme
pa3pe3aHHbIX 3TUKETOK JONYyCKaeTCs Npy HEBO3MOXHOCTY UK HelenecoobpasHOCTU NCMO0/b30BaHUS
3TUKETOK B pyJIOHe.

237. B opraHu3aumm Lo/KHbI MPOBOANTLCSA NPOBEPKM (DYHKLIMOHUPOBAHMWSA 31EKTPOHHbIX YCTPONCTB
CYNTBIBAHUA KOAA, CHETYMKOB 3TUKETOK.

238. MapkunpoBKa YNaKoBOYHbIX MaTepUasioB, HAHECEHHas C MNOMOLLbIO NeYaT Uin MeTOLOM TUCHEHUS,
J0JKHa BbITb YETKON U YCTONYNBOW K BbILBETAHWNIO 1 CTUPAHWIO B YCJIOBUSIX XPaHEHUS NPOOYKTOB
NpOn3BOLCTBA.

239. Ha nepBMYHON 1 BTOPUYHOW YNaKOBKax Ha PyCCKOM A3blKe A0/KHbl ObITh YKa3aHbl CBeLeHNSs,
npegycMoTpeHHble cTaTbel 36 PenepanbHOro 3akoHa Ne 180-93.

240. B cny4vae MCNoJSIb30BaHUS HU3KMX TeMnepaTyp XpaHeHns (MuHyc 20°C 1 HXe) BoSKHa
MCMO0/b30BaTbCS MAapKMPOBKa, YCTOMYMBAA K YKa3aHHbIM TeMrepaTypam.

XI. KoHTponb Kavyectsa EMKI1, MaTepranos, UCMOJIb3YyEMbIX O

npoussoncTea BMKII

241. OCHOBHbIMK 3afla4aMu NpU opraHmnsaLnm KOHTPoa kavyectsa BMKI, NpoMexXyTO4YHbIX MPOAYKTOB
npoussoacTea BMKIT n matepuanos gna nponssoactsa bMKII, asnsoTca:

a) ocyuwecTBsieHne oTbopa npob maTepranos ans nponssoactea BMKI1, npoMeXyTo4YHbIX NPOAYKTOB
npoussoacTsa BMKII, BMKIT nnuam, ynoJIHOMOYEHHbLIMU PYKOBOAUTENEM OpraHu3aLlnn, B COOTBETCTBUMN C
nopsAKOM, onpefefieHHbIM BHYTPEHHeN LOKYMeHTaunen;

6) npoBeaeHNe NCNbITaHNMIN MaTepranoB Ana Nnpon3eoacTea BMKI, npoMe)KyTO4HbLIX NPOLYKTOB
npoussoacTtea BMKII, BMKI1 anuaM, ynosHOMOYEHHLIMY PYKOBOAMTENIEM OpraHu3aLumm, B COOTBETCTBUM C
NnopsaKoM, onpefefieHHbIM BHYTPEHHeN LOKYMeHTaunen;

B) NpoBeJeHne BanugaLnm MeToLoB UCMbITaHWA B COOTBETCTBUM € rnason Xll MNpasun;
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) NpoBeAeHNe NCCieaoBaHmns CTabuibHOCTU ans 06pa3uos 6MoONOrnYeckoro MaTepmania, MPOMEXYTOYHbIX
npoaykToBs npounssoactea BMKI1 n BMKITT;

[) cocTaBneHue 3anncen (MPOTOKOJIOB), AOKYMEHTaNbHO NOATBEPKAAOLLNX NPOBEAEHE MEPONPUATIA MO
oTbopy, NCMbITAHUSM U KOHTPOIO NMpob;

€) OLEeHKa 3anucen (MPoTOK00B), 0ODOPMIEHHLIX MO pe3yfibTaTaM KOHTPOJIbHbIX UCALITAHUA MaTepuanos
ansa npounssoactea bMKII, npomMeXyTo4HbIX NPoAYyKTOB npoussoacTea EMKI1, BMKII, BkJo4as
HedacoBaHHbI BMKI, Ha npeaMeT ux COOTBETCTBUS TpeboBaHMAM cneunduKalmnin, HoOpMaTUBHOM
AokymeHTauum (ona BMKI), TpeboBaHUsAM BHYTPpEHHEN JOKYMEHTaUMUKW, a TakXXe OLUEHKY OTKJOHEHWUA OT
HUX;

)K) NpoBefAeHNEe B OpraHM3aL M pacCMOTPEHUS MPUYNH BbISBAEHHbIX HECOOTBETCTBUI Npn 0BHapy >KeHnK
HEeCOOTBETCTBUI pe3ynbTaTOB UCMbITaHUA MaTepmnanos anaa nponssoactsa BMKII, npoMeXyTOo4HbIX
npoaykToB npomssoacTea bMKI, BMKI TpeboBaHuaM cneumdukaumi n (nam) HopMaTUBHON
AOKyMeHTauun Ha BMKIT.

242. B CTPYKTYpy NoapasgeneHns KOHTPoAS KayecTBa LOJKHbI BXOAUTb 04HA UAN HECKOJIbKO KOHTPObHO-
aHaMTnYeckmx nabopaTtopuii.

243. MopapasneneHne KOHTPONS KavyeCTBa A0JKHO obecneymBaTh:

a) OpraHM3aLnio KOHTPOJIA KavyecTBa NPOMEXYTOYHbIX NMPOAYKTOB npon3soacTea bMKIM, BMKIT;

6) pa3paboTKy 1 NpoBeaeHNe MEPONPUATIIA MO NOBLILLIEHNIO KavyecTBa BMKIT;

B) OCYLLECTBJIEHNE BXOLHOI0 KOHTPOJIS U OLEHKN COOTBETCTBUS KavyecTBa MaTepuanos 415 Npon3BoLcTBa
BMKI ycTaHOBNEHHbIM cneundrKaunsam;

) ocyLleCTBJIEHNE MeXOoMnepaLMoOHHOr0 KOHTPOJIS Ha BCeX CTaAmaxX TEXHONOMMYeCKoro npotecca,
KOHTPOJI Ka4yecTBa 1 KOMMJIeKTHOCTN BMKITT;

4) pa3paboTKy 1 BHeAPEHNE BHYTPEHHEN AOKYMEHTaLMMN, HEOOX0AMMON AN (PYHKLNOHUPOBAHNA
nofpasfeneHns KOHTPOA KavecTBa, CnocoboB M MeTO40B KOHTPONS Ka4yecTBa, B TOM 4ucie
npefycMaTpUBaIOLWMX aBTOMaTM3aLMI0 1 MEXaHM3aLUMIo KOHTPOJIbHbLIX OnepaLmin, nposegeHne
Hepa3pyLUaloLLEero KOHTPOJIA, a TakXXe B cdhepe Npom3BOACTBa 1 obecnevyeHns kavyecTsa BMKIT;

e) onpenesieHne KpUTUYECKNX NoKasaTe e MapamMeTpoB 1 UX ONTUMabHbIX HOPM, a Tak)Xe no Bbibopy
CpencTB UX M3MEpPEHUs;

)K) KOHTPOb 3a cobnofeHneM yCcioBuin cpefbl MOMELLEHNI;

3) NOArOTOBKY NOApPa3AesIeHNn opraHn3aumm K atTecTauny;

1) NpoBeAeHne NOATBEPXKAEHNS COOTBETCTBUSA cepun BMKI TpeboBaHMAM, yCTaHOBAEHHbLIM NpK
rocyiapCTBeHHON pernctpauun BMKIT,

K) KOHTPOJIb 3@ UCMbITAHNAMK, NEPESAHHBIMU Ha ayTCOPCUHT;

J1) NOArOTOBKY MPETEH3U NPy HapyLleHMAX NocTaBLMKaMn TpeboBaHNN K Ka4eCTBY MOCTaBOK MaTepuanos
ans npounssoacTtea bMKIT;

M) onpepnesieHne NpuynH HeCOOTBETCTBMUSA CBOWCTB, XapakKTEPUCTMK 1 MapamMeTpoB 06bEKTOB, CUCTEM,
NPOLECCOB 1 YCNOBUIA NX OCYLLLECTBNIEHNS TPEeOOBaHUSAM BHYTPEHHEN OOKYMEHTALMW (fanee - HapyleHune
KayecTBa), HapyLLUEHNS TEXHOJIOMMK NPON3BOACTBA, YXYALWEHNSA KavyecTBa paboT 1 BbiNycka bpaka, a Takxe
pa3paboTKy KOPPEKTUPYIOLWMX 1 Npeaynpexaatowmx 4eNCTBNiA N0 YMEHbLUEHUIO 1 (MK) YCTPaHEeHNo
BbISIBJIEHHbIX HECOOTBETCTBUMN U HAPYLUEHWNA;

H) OOKyMeHTasibHOe 0hopMIEHNE pe3ynbTaTOB KOHTPOJIbHbLIX ONepaLmnin, Be4eHMe y4YeTa nokasaTenen
KayecTBa MPOAYKTOB MPOM3BOACTBaA, Bpaka 1 ero NpuynH, COCTaBJIEHNE OTHETHOCTM O KaYecTBe
npousBoAnMbIX cepuin BMKIT;

0) y4yacCTue B npoLeccax yJy4yleHns KayecTBa Npon3BoaCTBa 1 NPOAYKTOB npon3soacTea EMKIT.

244, Ha noopa3feneHne KOHTPOSA KavyecTBa MOryT ObiTb BO3/10)KEHbI MHble 06593aHHOCTW, B TOM Yucse
Ba/MAaLUNA METOA0B KOHTPObHbLIX UCMbITAHWI, y4acTue B OLLEHKe npeaiaraeMbiX MU3MEeHEHNIN B
obopynoBaHue, CMCTEMbI, MPOLIECCHI, PACCMOTPEHNMN OTKIOHEHWIA, NMPETEH3NIA B OTHOLLEHWN KaYyeCTBa W
0T3bIBe BbiNyLLeHHbIX cepuin BMKIM n3 obpalyeHns.
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245, MepcoHan noapasaesieHns KOHTPONA KavyecTsa OO/IKEH UMETb A0CTYN B CKNaAckme u
NPOU3BOACTBEHHbIE 30HbI AN 0THopa NPob 1 NpoBeLeHNS MOHUTOPUHTa.

246. TpeboBaHUs K KOHTPOO KadecTBa BMKI, npegHasHa4YeHHbIX AN KANHUYECKNX UCCAe0BaHWN,
n3noxeHol B rnase XVII Mpasu.

247. Onsa BMKI co cpokoMm rogHocTu 8o 15 cyTok, Ans KoTopbix TpebyeTcs ocyLecTBIEHNE BbiMyCKa Cepum
BMKI1 0 OKOHYaHUSA NPOBeAEHNA KOHTPOJIbHbIX UCMbITAHUI fAaHHOW cepun BMKI, gomKHblI NPUMEHSATBLCS
KOHTPOJIbHbIE UCMbITaHUS, MO3BONSAIOLLME NPOBOAUTL NpefiBapuTesibHOe NOATBEPXAeHNe COOTBETCTBUSA
cepuin Takux BMKI1 TpeboBaHusAM, yCTaHOBAEHHbBIM MPY FOCYAapCTBEHHON perncTpaumn BMKI. Mpouenypa
NoATBEpPXAEHNA COOTBETCTBUSA 1 BbiNyCKa cepuun Takmux BMKI1 nposoanTca B ABa 3Tana:

a) oLleHKa YNoJIHOMOYEHHbIMW NNLAMUN OpraHu3aLmm 3anucei, OTHOCALLMUXCS K NpoLeccy Npou3BOACTBa
cepumn BMKII, 1 pe3ynbTaToOB MOHUTOPMHIa Cpeabl MOMELLEHNI, YCNOBMIA MPOM3BOACTBA, OTKJIOHEHWI OT
YCTaHOBJIEHHbIX MPOLEeaYP Y KOHTPOJIbHbBIX pe3ynbTaToB A1 NEePBUYHOI0 BbiNyCKa cepun BMKIT;

6) oLeHKa yNoJIHOMOYEHHbIM JIML,OM OpraHn3aLny pe3ybTaToB OKOHYATENbHbIX KOHTPOJIbHbLIX UCMbITaHWIA
AN19 3aK0YNTENBHOM0 NOATBEP X AEHNS cooTBeTCTBUS cepun BMKI TpeboBaHMAM, yCTaHOBAEHHBLIM NpU
rocygapCTBeHHOW pernctpaunn BMKI.

248. MNocTaeka cepuun BMKII, ons koTopbix TpebyeTcs ocywecTBneHne Beinycka cepun BMKI 0o okoHYaHuMs
NpoBeAEeHNA KOHTPOJIbHbLIX UCMLITaHWI, B CTOPOHHME OpraHM3aLmm A0JKHA OCYLLEeCTBAATLCS C
NPUJIOXKEeHMEM pe3ysibTaToB NpeaBapuTeslbHOro KOHTPoNA kadecTsa BMKIL. Pe3ynbTaTbl OKOHYaTENbHOM 0
KOHTpoNs kavyecTBa BMKI gosxHbl 6bITh HanpaBieHbl B aapec opraHm3aLuni, B KoTopble bbina
ocyLlecTBsieHa nocTaBka bMKI1 3Ton cepun, B TedeHne 1 paboyero gHa nocje OLueHKW YNOJHOMOYEHHbIM
JINLLOM OpraHun3aumm pesyibTaToB OKOHYaTe/IbHbIX KOHTPOJbHBLIX UCMbITaHUA 418 3aKII04YNTENbHOI0
NoATBEPXLAEHUS COOTBETCTBUS cepun BMKI1 TpeboBaHMAM, yCTaHOBAEHHbLIM NPY FrOCYAapCTBEHHOM
pernctpauun BMKIT.

249. B ciyvae ec/im LONYCKAeTCA XpaHeHme NpoMeXXyTOYHbIX NPOAYKTOB npon3soacTsa bMKII, 0oJKHO
ObITb NPOBEAEHO UCMbITaHNE NX CTabUIBHOCTW.

250. MoppasgeneHne KOHTPOIA KavyecTBa AOJHKHO MMeTb AOCTYN K C/iefyowen JOKYMeHTauUnu:

a) 3anuncam (NpoToKoaM) perncTpaunm n NCCiefoBaHNsa KOHTPObHbLIX 06pa3LoB;

6) 3anncsamM pe3ynbTaToOB NPOBEAEHHbLIX KaMBPOBOK N KBanUKaLMn U3MepUTeNbHbIX Mpubopos;

B) pe3y/nbTaTaM noaTsep>xaeHus cootsetcTaus MK TpeboBaHMAM, yCTaHOBAIEHHbLIM NpU ero
roCyAapCTBEHHOW perncTpaunn, JOKyMeHTaM, NoATBEPXAAOWNMN Ka4eCTBO MaTepranos aas
npoussoacTsa BMKII, mpoMeXKyTo4YHbIX NPOAYKTOB npoun3ssoacTea BMKIT;

r) OaHHBIM MOHWUTOPWHIA CPelbl MOMeLLLeHN (BO34yX, BOAa, APYrne TEXHONOrMYECKNE cpenbl);

4) 3anucamm (NPoToKoamK) No Baangaunm MeTognK KOHTPOSIbHbIX NCMbITaHWN.

251. B opraHm3aumm fomkHo BbiTe obecnevyeHo XxpaHeHne JOKYMEHTaLUM N0 KOHTPOJII0 KavyecTBa KaXk4on
cepun BMKI B cooTBETCTBMM C TPpeBOBAHMAMN K XPaHEHWIO AOKYMEHTALUN MO NPON3BOACTBY U YNaKOBKe
cepumn BMKTI, ycTaHoBieHHbIMK [TpaBriamMu.

252. OT160p 06pasL0B CTEPUSIbHBIX MaTepPUanoB ana nponssoacTea BMKII, cTepunbHbIX NPOMEXYTOYHbIX
npoaykToBs npounssoacTesa BMKI1, BMKI1 gonxeH oCyLeCcTBAATLCA B CTEPUIIBHBIX YCNOBUAX B YACTbIX
NMOMELLEHMAX C COOTBETCTBYIOLUM KJIaCCOM YUCTOThI BO34yXa.

253. OT160p 06pa3sLoB AO/KEH OCYLLECTBASTLCS B COOTBETCTBUM C MOPSAKOM, ONpeaesieHHbIM BHYTPEHHEN
LOKYMEeHTaunen n npefycMaTp1BaloLLUM BKIOYEHWE B JOKYMEHThI N0 nToram otbopa obpasLios cBegeHUN
0 JIMUAX, YNOJIHOMOYEHHbIX PYKOBOAUTENEM OPraHn3aLny ocyLLecTBNAaTb 0T6op Npob, 06 ncnonb3yembix
MeToAax 1 obopynoBaHMKM, 0 KoAnYecTBax nNpob, KoTopsie oTobpaHs.I.

254, Nopsipnok oTbopa 06pa3L0B OO/KEH ONpenensiTh:

a) meTtop otbopa 0bpa3LoB;

6) ncnonsblyemoe obopynosaHue;

B) KOM4ecTBO 06pas3ua, KOTopoe A0JKHO bbiTb 0TObpaHo;

) UHCTPYKLMM NO NOAroToBKe obpasla K aHanusy;
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[1) TUN KOHTeHepa, NCnoJsib3yemMoro Asa xpaHeHus obpasua;

€) MapKMpOBKY KOHTEeNHepoB ¢ 0TobpaHHbIMU 0bpa3uamu;

)K) Mepbl NpefoCTOPOXXHOCTK Npn 0Tbope 0bpasLoB MaTepmanos aasa nponssonctea bMKII,
NPOMEXYTOYHbIX MPOAYKTOB npon3soncTea bMKI1, BMKIT;

3) ycnosus xpaHeHus obpa3Lios;

1) MHCTPYKLMM N0 OY4NCTKE 1 XpaHeHuo obopyaoBaHus ana otbopa obpa3uos.

255. MNepeyeHb o0TOMpaeMbix 06pa3LLoB B xo4e Luukna nponssoactsa BMKI onpenenseTcsa opraHnsaumnen ¢
YY4€TOM MPUHLIMMOB yNpaBaeHns puckamu gas obecnevyeHus kavectsa bMKI.

256. KoHTelHepsbl ¢ 06pa3uamMy SOMKHbI ObiTb MapKMpoBaHbl C yKa3aHWeM COAEPXKMMOro (HavMeHOBaHMe U
KoA), konnyecTtea (o6bema, Macchl am naowapmn) obpasua, HasBaHUEM METOAUKM UCMbiTaHUa obpasua,
naTbl oTbopa npob. PaboTa c obpa3suamm OosKHa NPoOBOANTLCS C obecnevyeHneM MUHUMM3aLUN PUCKOB UX
CNyYanHON NoAMEHbI 1 HEraTUBHOIO BO34ENCTBUSA Cpeabl MOMELLEHU Ha 0bpa3ubl.

257. 3anucu (npoTokonbl) oTbopa 06pa3LoB cnenyeT XpaHUTb OAUH Fof NOCe NCTEYEHNS CPOKA FOAHOCTY
cepumn BMKTI, HO He MeHee Tpex JIET CO AHA X 0POPMIIEHNS.

258. [1na npoBefeHNa KOHTPOJIbHbIX UCMALITAaHU MaTepranos Aas nponssoactesa bMKI, npoMexXyTo4HbIX
nNpoaykToB NpoussoacTea BMKI, BMKI MoryT npuBfeKaTbCa KOHTPObHO-aHanuTUM4eckme nabopatopum
APYrux opraHu3aunii Npyu ycaoBmMm oCyLLEeCTBAEHNA KOHTPOJIbHbLIX UCMbITAHWA B COOTBETCTBUN C
TpeboBaHuamu Mpasu.

259. B cny4vae npoBefeHNS KOHTPOALHOMO UCMbITAHNSA B KOHTPOJIbHO-aHaNUTUYeCcKon nabopaTopmm opyromn
opraHuM3aLum opraHM3auns oCcyLwecTBsIseT nepefadyy METOANKM UCMbITaHNUS B 3TY OpraHu3auuio.

260. MepenaBaemMas MeToAauKa UCNbITAHWUA SOJDKHA MPONTU BaNUAaLMNIO B COOTBETCTBUN C riason Xll
Mpaswu.

261. Mepenaya METOAMKN UCMBITAHUIA OT OpraHn3aLnm B KOHTPOJIbHO-aHaNTUYeCKyo nabopaToputo
ApYrov opraHn3auny LomKHa 0hOPMAATECA MPOTOKOIOM.

262. MonyyeHHble pe3ynbTaTbl KOHTPOJIbHbIX UCMALITAHUA 06pa3LI0B A0JXKHbI ObiTh 0HOPMEHbI
LOKYMEHTasIbHO B BMAe 3anucen (NpoToKo0B).

263. 3anucu (MpoTOKObI) Pe3YJIbTaTOB KOHTPOJIbHbIX UCMLITAHUA LOKHbLI COAEpPXKaTb:

a) HaMMeHOoBaHWe 1 KoAbl aHaM3UPyeMblX MaTeprnasos, NPOMEXYTOYHbIX NPOAYKTOB Npon3soacTea BMKIT,
BMKIT;

6) Homep cepun, HaumeHoBaHMe nNpomn3ssoanTens BMKI n (nnn) ero nocTaBLLNKA;

B) CCbINIKM Ha cneunduKaum Ha MaTepualibl, MPOMEXyTOo4YHbIe MPOAYKThI Npou3soacTsa bMKI, BMKI u
METOANKMN NX KOHTPOJIbHbLIX NCMbITaHWIA;

) NepeyeHb NCMNoab30BaHHOro 0bopyaoBaHMs U NabopaToOpHLIX MaTepuanos;

L) pe3ynbTaTbl KOHTPObHbIX UCMbITaHWUA, BKOYas pacyeThl;

€) CPOKM roAHOCTM UCMOb30BaHHbIX 1abopaTOPHbLIX MaTEPMAIOoB;

)K) BaTbl NpoOBeAEHNSA KOHTPOJIbHbLIX UCMLITaHWIA;

3) hamMuany N MHULWaNbI AnL, BbINMOJHWBLUNX KOHTPOJIbHbIE NCMbITAHNS;

1) pamMnnm 1 MHMLMaNbl MUY, NPOBEPUBLLNX PACYEThI;

K) 3aK/t04eHne 0 COOTBETCTBUM WM HECOOTBETCTBUM aHaN3MPYEMbIX MaTepuanoB A5 NPON3BOACTBA
BMKI1, npoMeXXyTo4YHbIX NPOoAYKTOB nponssoacTtea BMKI1, EMKI1 cneundukaumnam, gaTty n noanuce amua,
yTBEPAMBLUErO NPOTOKOJI.

264. TabopaTopHble MaTepuasibl, NCMOb3yEMbIE 418 NPOBEAEHNS KOHTPOJIbHbLIX NCMbITaHWUA (PeaKTUBbI,
MepHas nocyfa, TUTPOBaHHbLIE PaCcTBOPbLI, CTaHAapTHbIe 06pa3sLbl, MUTaTesbHbIe Cpelbl), 4OKHbI
COOTBETCTBOBaTb TpeboBaHMAM, COAEpXKALLMMCS B METOAMKE UCMbITaHWA. [pUroToBIEHNE PeaKkTMBOB,
TUTPOBAHHbLIX PAaCTBOPOB, CTaHAAPTHbLIX 06pa3LOB 1 NUTaTENbHbLIX CPeA AOJHKHO OCYLLECTBAATLCS B
COOTBETCTBUM C METOLAaMM, ONUCAHHLIMY B METOLANKE UCMbITaHUS.

265. [lonyckaeTcs npy NpoBeAeHUN KOHTPOJIbHbIX MCMALITaHWUI NCMOJIb30BaHME BELWECTB, NOCPEeACTBOM
CPaBHEHUS C KOTOPbIMU OCYLLECTBASETCA KOHTPOJIb Ka4eCTBa U KOTOPbIE MPUMEHSAOTCA 415 KannbpoBKu
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CTaHLapTHbIX 06pa3L0B NPON3BOAUTENS JIEKAPCTBEHHbIX CPEACTB, NCMOMb3yeMbIX 415 KOHTPOJIA KavyecTBa
N MHbIX Lenen npu obpalleHnn nekapCTBEHHbIX CPEACTB (fanee - CTaHAapTHbIe 06pa3sLbl).

266. B KavecTBe CTaHAapTHbIX 06pa3L0B AO/KHbI MCNOJIb30BaThLCA (hapMakonenHble CTaH4apTHbIe
obpa3zubl (Mpn Ux Hanmymm). B cnyvae oTCYyTCTBMA PapMakonelHbiX CTaHAapTHbIX 06pa3LoB
NEeKapCTBEHHbIX CPEeACTB B OpraHmn3auuy MoryT BbiTh pa3paboTaHbl, aTTeCTOBaHbI M MCNOJb30BaThLCH
CTaHAapTHble 0bpa3ubl opraHu3aumm.

267. NabopaTopHble MaTepuasbl A8 MPOBELEHUS KOHTPObHbIX UCMbITAHUA (PeaKTUBbI, UX PacTBOPbI,
CTaHZapTHble 06pa3ubl U NUTaTesbHble Cpelbl) fLO/KHbI ObITb MapKUPOBaHbI C yKa3aHUeM AaTbl
NPUrOTOBJIEHUS, faThl BCKPLITUA C MPOCTaBJIEHNEM MOAMUCK 1L, NPOBOAALLEr0 KOHTPOJIbHbIE
ncnbiTaHMA. Ha 3TUKeTKax AOJIXKHbI ObITb YKa3aHbl CPOKM FOLHOCTU WM XPaHEHMS, @ TakXXe yCNoBKA
XpaHeHus. s TMTPOBaHHbIX PacTBOPOB peareHToB He0bX0AUMO yKa3biBaTb AATy MOC/IeAHEero
YyCTaHOBJIEHMA TUTPa.

268. NMuTaTenbHble cpelbl LO/KHbI ObITb MPUrOTOBSIEHBLI B COOTBETCTBUM C MHCTPYKLMAMU MPOM3BOAMTENS
nuTaTenbHOW cpefbl. MPpUrogHOCTb NMTaTeNbHbIX Cpel A0J/KHa MPOBEPATLCA OpraHu3aumnen nepeg ux
MCMO/b30BaHNEM.

269. VicnbiTaHnsa Mukpoburonornyecknx 06pasLoB LOMKHbI OCYLWECTBAATLCSA B YACTbIX MOMELLEHUAX UK
M30AMPOBaHHbIX paboymx 30HaX C COOTBETCTBYIOLLMM KNaCcCOM YACTOThI BO3ayxa. [Ans 3aBeioMo
KOHTaMVWHUPOBaHHbIX 06pa3L0B NCMbITaHWS LOJHKHbI MPOBOAMTLCSA TObKO B U30JMPOBaHHbIX paboymx
30Hax.

270. VicnblTaHMs Ha CTepUbHOCTb 06pa3L0oB AOMKHbI OCYLWECTBAATLCSA B CTEPUIIbHBIX YCI0BUAX B YACTbIX
MOMELLEHNAX UN N30JIMPOBAHHBLIX Paboymx 30Hax C COOTBETCTBYIOLLMM KJIACCOM YUCTOThI BO3AyXa.

271. Vicnonb3oBaHHble MUKpobMoornyeckne cpefbl LOMKHbI ObITh MOABEPrHY Tl AEKOHTaMUHALMMN U
yTWAU3aLnn B COOTBETCTBUM C TPeBOBaHUAMN BHYTPEHHEN LOKYMEHTaLWN.

272. CopepaHue, KOHTPOJIb U NCMOJIb30BaHNe NabopaToOpHbIX XMUBOTHbLIX 418 KOHTPOAS MaTepranos ANs
npounssoacTea bMKII, npoMeXXyTo4HbIX NPOAYKTOB rnponssoacTtsa EMKI1, EMKI1 ocyliecTBnaoTCs B
COOTBETCTBUYM C TpeboBaHNAMY, YCTAaHOBNEHHLIMY [paBniaMy Hagnexallen nabopaTopHON NPaKTUKY,
yTBEPXAEHHbIMY MpMKa3oM MUHUCTEPCTBa 34paBooxpaHeHns Poccminckon ®epepaunn ot 1 anpens 2016 r.
Ne 199H "O6 yTBeEpKAeHUN MMpaBun Hagnexallen nabopaTopHon NpakTukn" (ganee - Mpasuna
HaZnexallen nabopaTopHON NPaKTUKMK).

CtaTtbsa 4 PepepanibHOro 3akoHa ot 12.04.2010 Ne 61-03 "O6 obpallieHnn nekapCTBEHHbIX CpeacTs"”
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815; Ne 42, cT. 5293; Ne 49, cT.
6409; 2013, Ne 27, cT. 3477; Ne 48, cT. 6165; 2014, Ne 43, cT. 5797; Ne 52, cT. 7540; 2015, Ne 29, cT. 4367,
2016, Ne 1, ¢cT. 9; 2018, Ne 1, cT. 9).

"TOCT ISO Guide 35-2015. MexrocynapCTBeHHbIN cTaHaapT. CTaHAapTHble obpa3ubl. O6lwwme 1
CTaTUCTUYECKME NPUHLMUMNLI CepTUdUKaLmMmM (aTTecTauun), BBEAEHHLIN B LENCTBUE MPUKA30M
MoccTtaHpapTa o1 09.12.2015 Ne 2120-cT (onybankoBaH M.: CtaHgapTuHdopm, 2016).

3aperncTpmpoBaH MUHUCTEPCTBOM OCTULUKN Poccninckon Penepaumn 15 asrycta 2016 r.,
perncTpaumoHHbin Ne 43232,

273. Cpok xpaHeHunsa BMKI1 n cpok xpaHeHuns BMKIT nocne BCKpbITUS TPaHCIOPTUPOBOYHOI0 KOHTENHEpPa U
(M) NepBMYHOM YNAKOBKK ONpeaenaoTcsa No pesyabTaTaM oueHKn ctabuabHocT BMKI.

274. NcnbiTaHna cTabunbHocTu BMKI 0os1KHbI NPOBOANTHLCA B COOTBETCTBUN C pa3paboTaHHbIM B
opraHu3auuny NAaHoOM UcnbiTaHun cTabunbHocT BMKI, yTBEP)XXAEHHBIM PYyKOBOANTENEM OpraHu3aLnu.
275. MnaH ucnbiTaHusa ctabunsHocTn BMKI gosxeH cogepxaThb:

a) KOJIM4eCTBO nccnenyembix cepuin BMKIT;

6) onucaHne ycnosuin xpaHeHus cepuin bBMKI;

B) OMMUCaHWe 1 (WKn) yKasaHne Ha PUsnyeckne, XuMmnyYeckne, MuKpobrnonoruyeckune n brnonormnyeckmne
MEeTOANKMN NCMbITaHWIA;
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r) KpUTEpMM NPUEMIEMOCTIN pe3ybTaTOB UCMbITAHNI;

[l) onncaHme nepsnYHON ynakosku BMKIT;

€) NepnoanyHOCTb NPOBEAEHNS NCMbITAHWI.

276. MnaH ncnbiTaHusa ctabunsHocT BMKIT gomkeH npeaycMaTpuBaTh MCCeA0BaHNe CTabUNbHOCTM He
MeHee oaHon cepun BMKI B Ka)kao0i Npon3BOAMMON pacacoBKe N B Ka)KAOM BUAE NEPBUYHON YNAaKOBKU
BMKI.

277. Pe3ynbTaTbl UCNbITaHUs cTabunbHocT BMKII, nonyyYeHHble NOCie ero rocyaapCTBEHHON perncTpaunm
N OTAINYatOWMECS OT NOJIYYEHHbIX paHee pe3ynbTaToB UCMAbITaHNSA CTabUAbHOCTUN, AOKHbI ObITb
pacCcMOTpeHbl. Pe3ynbTaThl ucnbiTaHna cTabunbHocT BMKI, He cooTBEeTCTBYOLWME CNeunrKaLnm Ha
BMKI, nnun BbiiBNeHHas B Xo4e UCnblTaHns cTabunsHocT BMKI nocne ero rocyaapCTBEHHOM
perncrTpaumm TeHAEHUNA K YMEHbLUEHUIO CpoKa rogHocTu BEMKIT oomKHbI pacCMaTpmBaTLCS Kak
NHOopMaLUs, BAUAIOWASA Ha OTHOLLEHNE 0XXKUAAEMON NOJIb3bl K BO3MOXXHOMY PUCKY NpuMeHeHns BMKI, ¢
pPacCMOTPEHNEM COOTBETCTBYIOLLUX PUCKOB. Pe3ynbTaTbl UCAbITaHUS cTabunbHocT BMKIT goKHbI ObIThb
0hopMIIEHBI fOKYMEHTAJIbHO.

Mpuka3 PocagpaBHan3opa ot 02.08.2018 Ne 5071 "06 yTBepaeHUN MopsiaKa OCyLLECTBAEHNS
BJlaAebLaMn perncTpauoHHbIX YA0CTOBEPEHNIN BUOMEANLIMHCKUX KNETOYHbIX MPOAYKTOB,
IOPUANYECKMMMN NNLAMN, Ha UMS KOTOPbIX BblAaHbl pa3peLlleHns Ha NpoBeAeHNE KITNHUNYECKNX
nccnenoBaHUin BUOMeANLNHCKMNX KNETOYHbIX MPOAYKTOB, MO YNOJHOMOYEHHLIMU UMW OPYTr UM
IOpMANYECKMMIM InLAaMN Npruema, y4yeTa, 06paboTkn, aHanM3a 1 XxpaHeHWsa NOCTynaKLWwmnx B Nx agpec oT
cybbekToB 0bpalleHna BMOMeANLNHCKUX KJIETOYHbIX NPOAYKTOB U OpraHoB rocyAapCTBEHHON BNacTh
coobLeHnn 0 MOBOYHbIX AENCTBUAX, HEXENATENbHbIX PeaKLUAX, Cepbe3HbIX HeXXenaTebHbIX peakLuusax,
HenpeaBUAEHHbIX HEXENAaTeNbHbIX PeaKLMAX NPu NPUMEHEHUN BUOMEeANLMHCKUX KNTETOYHbLIX MPOAYKTOB,
06 0C06EHHOCTSAX X B3aUMOLENCTBMNSA C JIEKAPCTBEHHLIMU NpenapaTtaMn, MeQULNHCKUMW N3OeIMAMN,
NULWEBLIMI MPOAYKTaMU, APYruMm 6MoMeANLUMHCKUMUN KNETOYHLIMW NPOAYKTaMK, 06 MHANBMAYANbHON
HENepeHOCMMOCTK, a TakXe 06 UHbIX (hakTax 1 06CTOATENbCTBAX, MPEACTABASIOLNX YTPO3Y XU3HN UK
3[0POBbI0 Ye0BeKa B0 BANSAIOWNX Ha N3MEHEHWE OTHOLIEHNS 0XXUAAEMOMN NOJSIb3bl K BO3MOXHOMY PUCKY
npuMeHeHns BUOMeANLNMHCKMX KNETOYHbIX MPOAYKTOB" (3aperncTpupoBaH B MMHUCTEPCTBE OCTULIAN
Poccuiickon ®epepaumm 15.08.2018, peructpaumorHbidi Ne 51900).

XIl. Ksanugukauuns, sanngaunsa n sepnudukaums

278. B opraHusaumnm JOJHKHbI OCYLLECTBAATLCA KBaAUpUKaLns, Banngaums n sepugpukaums
obopyaoBaHMs, CUCTEM 1 NPOLIECCOB, CBA3aHHLIX C Npon3esoacTBoM BMKI (nanee - obopyaoBaHue,
CMCTEMbI, MPOLIECCHI), @ TaK)Xe BanmaaLumsa npoueccos, obecneymBatoLMx oCyLLECTBEHNE NPOMN3BOACTBA
BMKI. N3meHeHnsa o6opya0BaHUSA, CUCTEM M NPOLLECCOB A0JHKHbI 0POPMAATLCSA LOKYMEHTANbHO C
NPoOBeAEHNEM OLEHKUN UX BIANSHUA Ha CTaTyC Baamdauumn (keannpukaumm) n Ha kavyectso bMKII.

279. PeweHns 06 obbemax Bannpauny n kBanngukauum obopyaoBaHus, CUCTEM M NPOLLECCOB AOJIKHbI
OCHOBbIBATbCS Ha OLIEHKE PUCKOB Ans obecnevyeHmnsa kavyecTsa BMKI. Pe3ynbTaThl NPOBEAEHHbIX OLEEHOK
pruckoB ansa obecneyveHnsa kadectsa BMKI fomkHbl 6bITb 0OhOpMIEHbI JOKYMEHTAbHO.

280. B opraHusauum LOJHKHO OCYLLeCTBAATLCA NIaHNPOBaHMNE KBAMUMPUKALNOHHBIX U Ba/IMAALNOHHbIX
MeponpusaTUiA C pa3paboTKon BannaaLNOHHbIX U KBaJIMPUKALIMOHHbIX MPOrpaMM opraHu3auum,
onpegeneHHbIX B BaANLALMOHHOM MJaHe.

281. BanmaaunoHHbI NAaH OOKEH COAEPXKaThb:

a) onucaHne OCHOBHLIX MPUHLMMOB Banuaunm n KBannpukaumm;

6) 0643aHHOCTN NepcoHana, 3a4elCTBOBAHHOIO B COCTABJIEHWM 1 BbIMOJIHEHWM BaNAaLMOHHON
NpPorpaMMsl;

B) OMMcCaHue BbIMOJHEHHbIX paboT No BaaMAaunm 1 KBaanukauum, BkaYyatowee 063op cucrem,
obopynoBaHUSA N NPOLLECCOB, NOANEXALWMNX BaAnLaLMmn U KBanUpuKauum;

) CBeeHWs 0 NAaHNpPoBaHMM 1 pa3paboTke rpadmka BaanAauUnoHHbIX U KBaJN(PUKaLMOHHbLIX paboT;
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[) onncaHme nopsgkKa oCcyLleCTBEHUA KOHTPOS 3@ BHECEHNEM M3MeHeHMIn B 06opyaoBaHmne, CUCTEMbI 1
npouecchl;

e) 060CHOBaHMe YCTAHOBEHNA KpUTEPUEB NPUEMIEMOCTY B XOAE BaANAALNOHHBIX U KBAIMPUKALIMOHHbIX
paboT;

)K) onmncaHne MeponpusaTUIA MO NOArOTOBKE (Mepeno4roTOBKE), MUHCTPYKTaXy NepcoHana,
OCYLLeCTBAAOLEr0 NpoBeAeHNe KBannmKaumum n sanmaaunu;

3) nepeyeHb HOPM NPOTOKOJIOB (3aNnCen) 1 0THETOB NO KBaAUUKaL MM U BaangaLumn, yCTaHOBAEHHbIX
BHYTPEHHEN OOKYMEHTaUunen;

1) TpeboBaHMA K NEPUOANYHOCTIN NPOBEAEHNS BEPUDUNKALUN.

282. BanmpaunoHHble MeponpusaTUs LOSKHbI NPOBOLAMTHLCA NEPCOHasIoM B COOTBETCTBUM C ero
LOJDKHOCTHBIMU 0653aHHOCTAMM C COBNIOAEHNEM BaJIMAALMOHHbLIX MPOLIEAYP, YCTAaHOBEHHbLIX BHYTPEHHEN
LOKYMEHTaLNeNn.

283. Mo pe3ynbTaTaM KBaJudukaumm (BanngaLumn) nepcoHan, oCyLLeCTBASIOWNA 3TN paboTbl, 4O/KEH
thopMupoBaTb 0TYET B NOPSAAKe, yCTAHOBAEHHOM BHYTPEHHEN OOKYMEHTaumen.

284. Ha pa3znuyHble 3Tanbl npon3soacTtBa BMKIM MmoryT paspabaTbiBaTbCs OTAENbHbIE BaMAALMOHHbIE
naaHbl.

285. Mpn NnaHNPOBaHUKN BaANZALNOHHBIX MEPONPUATUA LOJXKEH NCMOb30BaTbCA NPUHLMUMN YMPaBAEHNS
puckamu gnsi obecnevyeHus kavyectsa bBMKI1 c NOBTOPHOWM OLIEHKOW PUCKOB Ans obecneyeHmsa KavyecTBa
BMKI, npoBoaMMoOW Nocne BHECEHNSA N3MEHEHN B 060pya0BaHMeE, CUCTEMbI 1 (MAK) NPOLLECCHI.

286. B cnyyae npeacTaBsieHMsa BaMaaLNOHHbIX (KBaJMGUKALMOHHbIX) MPOTOKOJIOB APYrON OpraHu3auunen
pyKoBOAMTENb NoApa3aeneHns obecnevyeHns KOHTPOS KayeCTBa AOJ/KEH NPOBEPUTL NX COOTBETCTBME
pa3paboTaHHbLIM B OpPraHM3auumn BaangaunoHHbIM (KBaangKaLnoHHbIM) NpoLieaypam.

287. MNpun Hann4yMn B BaINOALMNOHHbIX (KBaANMUKALMOHHbLIX) MPOrpamMMax HECKOIbKNX 3TarnoB NpoBeAeHNS
Banpauum (KBannukauum) BeliMyCk Ha Ceaylowmin 3Tan Baanaaumnmn (KBanndunkaumm) 0oKeH
OCYLLeCTBAATLCA ANLAMU, YNOJHOMOYEHHBIMY PYKOBOAMTENEM OpraHn3aumm, yTBEp XX AaloWwmMm
Ba/IMAALNOHHbBIN (KBaNN(MUKALMOHHBIN) OTYeT. BbiNyCK Ha cnegyowmnin 3Tan sanngaumm (ksanudukauum) B
cnyyae Haanyus OTKJOHEHUI B NpeAcTaBJ/IEHHbIX 0THeTax 0 MPOBEAEHUN MEPONPUATUIA MO Baangauum
(KBaNMMKaLmMn) OCYLLECTBASETCA NPU YCII0BUM HANNYNSA OOKYMEHTabHO ODOPMIIEHHON OLIEHKM
OTCYTCTBUS CYLLECTBEHHOIO BANSHNA TakKUX KpUTepreB 1 (Man) OTKIOHEHNIA Ha NOCaeyoLMe NPoLecch
Basmaauum (Keannpukaumnm).

288. KBannukaumnoHHble 1 BaMaaLMOHHble TpeboBaHUSA K BBOAMMbIM 060pyA0BaHNIO N CUCTEMAM
LOMMKHbI ONPefenaTbCs C YH4eTOM UX KPUTMHECKUX MapaMeTpoB U MUHUMMU3ALMM PUCKOB Ansa obecneveHus
kayvectsa BMKITI.

289. Mocne MOHTaXa cucTem 1 06opyaoBaHNS AOKHA NPOBOANTLCA X KBaU(MKaLMS, BKOYatOLas:

a) KBanurKaLmio MOHTa)ka obopyaoBaHUs, TpybONpoBOLOB, UHXXEHEPHOIO U KOHTPOJIbHO-
n3MepuTenbHoro obopynoBaHMa U NOATBEPXKAEHNE COOTBETCTBNS CMOHTUPOBAHHbLIX CUCTEM U
obopynoBaHUs YepTexXaM 1 cneunrKaunsam Ha HIX;

6) NpoBepKY NMHCTPYKLUA NOCTaBLUMKa cucTeM 1 obopynoBaHmsa 1 TpeboBaHMA MO MX 06CNyKMBaHMIO;

B) KannMbpoBKY KOHTPOJIbHO-N3MEPUTENBHOr0 060pyA0BaHUS.

290. Mocne KBanUUKaLMN MOHTaXka CMCTeM M 0bopy0BaHMA O0JKHa ObITb NpoOBeeHa KBaMduKaumsa nx
(OYHKLMOHNPOBaHMS, BKJIIOYaloLLaa NPoOBEAEHNE NCMbITAHUA MO NOATBEPXXAEHNIO rpaHuL, paboynx
J1ana3oHoB, BbIX0[ 3a KOTOPble onpeaenseT HanbosbLuyo BEPOSTHOCTb NoJsyyeHns BMKII
HeHagnexallero KavyecTsa.

291. Mo utoram npoBefeHns KBanugukaunym GyHKLMOHMPOBAHNS CUCTEM 1 060pYA0BaHNS MOXET BbIThb
npoBefieHa AopaboTka NaaHoOB Mo 06CNyXMBaHNIO cUCTeM 1 060pyNOBaHMSA, CTaHAAPTHbLIX ONepaLMOHHbIX
npouenyp v npouenyp OYUCTKMU.

292. Mocne npoBeaeHUst KBannpukauum MyHKLNOHNPOBAHUS [0J/)KHa OblTb NpoBeAeHa KBanudukaums
sKcnayaTauun. lonyckaeTca NpoBeaeHne KBaandukaumm skcnayaTauum ¢ Ksanndukaumen
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(PYHKLMOHNPOBaHUSA AN BannaaLmnein npouecca nponssoactesa bMKIT.

293. Keanudukauus sakcnayaTaumm o/mKHa BKJOYaTb UCMbITaHUS C UCNOJIb30BaHMEM MaTepUanos 414
npomnsBogcTea bMKI 1 npoBoanTbCs BO BCeM paboyem gmana3oHe npoueccos npomssoacTtea bMKII.

294, Banmpauus npoueccos npounssoactesa BMKI gosmxkHa NpoBoANTLCSA A8 NOATBEPXKAEHNSA
ocyLlecTB/IeHNs npoueccos nponssoacTea BMKI B npegenax paboymnx Anana3oHoB, MO3BOASIOLNX
nony4atb BMKI Hagnexallero kayecTsa.

295. Mpwn Bannpaumm npouecca nponssonctsa BMKI1 konm4yecTso nponssefeHHbIx cepmit BMKI gonxHO
onpegensTbCs C y4eTOM paHee NPoBeAeHHbIX BaangaLumi NpoLeccoB Npon3soacTea 3toro BMKIT.

296. Mo pe3ynbTaTaM Baamaauuy npowecca nponssoactesa bMKIM gomkHO BbITh yCTaHOBIEHO
COOTBETCTBME XapaKTePUCTUK 1N NapamMeTpPoB TEXHOIOMMYECKOro npouecca nponssonctea bMKII,
HeobxoamMmbix ons obecnevyeHus nponssoacTea BMKI Hagnexxalero kKayecTBa (fanee - KpUTMYECKUNE
XapaKTepUCTUKMN U NapamMeTpbl TEXHOIOrMYeCKoro npouecca). NMopsagok onpeaeneHnsa KpUTUYeCcKnx
XapaKTepUCTUK U NapamMeTpPoB TEXHOOrMYECKOro npouecca nponssoactea EMKI nonxeH bbiTh
onpefeneH BHYTPEHHEN [OKYMEHTaLMEN C YH4eTOM pe3ynbTaTOB OLLEHKN PUCKOB s obecrnevyeHuns
kayecTBa BMKIT.

297. Cepuun BMKII, npou3sefeHHble ¢ Lesbio Baaujauny npouecca nponssoactsa BMKI, fomKHbI COCTOATh
13 TOro e konunyectsa BMKII, 4To u nnaHmpyembie K nponssoacTey cepuut BMKI. Cuctemsl n
obopyoBaHMe, NCNOJib3yeMble A5 Baangauum npowuecca npomssoactea BMKIM, nonkHbl 6bITh
KBaJIM(PULMPOBaHbLI U NCMOJIb3yeMblE aHAaIUTUYECKNE METOAUKN LOSKHbI ObITh BaMANPOBAHBI.

298. Bbinyck Npon3BeAeHHbIX BasnAaLUNOHHbIX cepuin BMKIT ocyecTBASeTCS N0 PeLLEHNIO
YNOJSIHOMOYEHHOI 0 JiMLa OpraHu3aumm B ciyyYae COOTBETCTBUS NPOU3BOACTBa lNpaBuiam 1 COOTBETCTBUS
BMKI TpeboBaHmaM, yCTaHOBJIEHHbLIM NPW €ro rocyAapCTBEHHON perncTpauny, nam cneyndukaumm Ha
BMKI 1 TpeboBaHMAM HOpMaTUBHON AOKYMeHTauun Ha bBMKI B cnyvyae npon3BoacTBa
He3aperncTpuposaHHoro bMKII.

299. 3anyck npoussoacTea BMKIT MoxeT 6bITb OCYLLIECTBAEH [0 3aBEPLUEHNS BaNAALMOHHOM NPOrpamMmsl.
PelwueHune o 3anycke Npon3BOACTBa L0 3aBePLUEHNS BaMAALMOHHON NPOrpaMMbl OJIKHO 6bITb 0hOpPMIIEHO
LOKYMEHTaJIbHO, OCHOBbIBATbCA Ha OLleHKe COOTHOLLEHMSA PUCKa K Mosb3e oT npuMeHeHns BMKIT n
YTBEPXAEHO PYKOBOAUTENEM OpraHM3aLmm No NpeacTaBieHNo YNOJHOMOYEHHOMO LA OpraHmn3aumm.
300. Banmpauus npouecca npomssogctaa bMKI ocyLecTsaseTca Ha OCHOBe Noc/ie0BaTe/IbHOMO
Npon3BOACTBA HECKOJIbKMX cepuint BMKII. Ons Banmaaumm npouecca nponssoactsa bMKI gomkHo 6biTb
Npon3BeEHO He MeHee Tpex nocaenoBaTesibHbiX cepuin BMKIM. JaHHble No BaAMAaLMmM MOryT OOMOJHATLCS
JaHHbIMK, MOSYYEHHBLIMW NPY NPON3BOACTBE nocneayoLnx cepuin BMKI.

301. MNpoToKoA BannaaumMm npouecca nponssoactea bMKI1 gonkeH BKAOYaTb:

a) KpaTKoe onucaHue npolecca nponssoacTsa bMKI;

6) kpaTkuin 0630p NokaszaTenen kavecTBa BMKI 1 KPpUTUYECKNX XapaKTEPUCTUK 1 MapaMeTpoB
TEXHOJIOrM4eCcKoro rnpowuecca;

B) MepeyeHb MCnoab3yemoro 06opyaoBaHna N CMCTEM (BKIKOYAs KOHTPOJIbHO-U3MEPUTENbHOE
obopynoBaHme);

r) nepeyeHb MOHMTOPUPYIOLLLErO 1 3anucbiBatoLLlero 06opyaoBaHns U CBeAEHUS 0 ero KannbpoBske;

[l) NepeyvyeHb aHaINTUYECKNX METOONK 1N CBeLeHMs 06 ux Bannaaumm;

e) nnaH otbopa obpa3uoB MaTepnanos Ana NnponssoacTea BMKI, npoMeXXyTo4HbIX NPOAYKTOB
npomnssoacTea bMKI, BMKIT;

)K) MOPAAOK PErncTpaLunm 1 OLEHKN pe3ynbTaToB aHaan3a obpa3uoB maTepranos gas Npon3BoacTea
BMKI, npomeXxyTo4HbIX npoaykTos BMKI1 1 EMKIT,

3) 06513aHHOCTI NepCcoHaJsia, NPOBOASALLEr0 BaanaaLuio npouecca nponssoactea BMKIT;

1) CPOKM NpoBeAeHNS Banngaumm npoecca npomssoacraa bMKII.

302. Bo BHYTPEHHEN OOKYMEHTaLUMM A0/KEH ObiTh ONpenesieH Nopsaaok BepudukaLmm npoLeccos,
BKJIOYAIOLLNIA NpoLeaypbl KOHTPOJIS XapaKTEPUCTMK NOCTYNaoLWmMX MaTepunanos 4ns npomssoacrsa bMKII,
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nepeyHmn nokasatenen kavyectsa BMKI n KpUTMHECKNX XapaKTEPUCTMK 1 MapaMeTPOB TEXHONOMNYECKOr 0
npouecca ansa obecnevyeHmsa nponssoactea BMKI Hagnexallero KayecTBa, a Takxxe KOJIMYeCTBO Cepuii
BMKI, Heobxoanmoe ansa noaTBepXXaeHus nponssonctea bMKI Hagnexxawero kavyectsa. MoagpasgeneHme
obecneyeHns KayecTBa AO/KHO MPOBOAMTbL OLIEHKY Mpoueaypbl KOHTPOJIA XapakKTePUCTUK MOCTYNatoLLNX
MaTepuanos 4sa nponssoncTsa BMKIT n KpUTUYECKMX XapaKTEPUCTMK U NapaMeTpoB TEXHOIOMNYeCcKoro
npouecca.

303. YacToTa 1 06bembl BepudmKaumm npouecca nponssoactea BMKIM fomxHbl 6bITh ONpeaeneHsl BO
BHYTPEHHEN AOKYMeHTaLmMKn. B opraHusaumm gomxkHo 6biTb obecneyveHo nposeaeHne 0630pos
BepudUKaLuy ¢ BHeCEHMEM, NPY HEOBXOAUMOCTM, N3MEHEHUI B MpoLecc npom3soacTea BMKII.

304. Mpwn Banuaaumm TPaHCNOPTUPOBKU AO/KHbLI ObITb onpeaeneHbl MapLIpyTbl TPAHCNOPTUPOBKM C
Y4€TOM OLLEHKW PUCKOB BJIMAHWS B MpoLecce TPaHCNOPTUPOBKM TeMMepaTypPHbIX YCAOBUIA, BNAXXHOCTH,
BMObpaLnn, BpEMEHN TPAHCMOPTMPOBKHK, CHOS YCTPONCTB perncTpaunm daHHbIX, HE06X0AMMOCTU AONNBKN
XXUOKOro a3oTa.

305. YcnoBusi cpefbl MOMeLLEeHU, KOTOopble MOryT MOBJIMATL Ha kavyecTBo BMKI1 n maTtepranos ans
npoussoncTsa BMKII, 0O/KHBI MOHUTOPUPOBATLCS B NpoLecce TPaHCNOPTUPOBKNA.

306. CpencTBa obecneyeHns (nap, BoAa, BO3AYX, CNeunanbHble rasbl), BANSIOWMX Ha KadyecTBo BMKIT,
LO/MKHbI 6bITb BannanpoBaHsbl. MIHXXeHepHble cucTeMbl, obecneymnsaloLme pacnpegeneHme u (nam)
noay4yeHue Taknx cpeacTs obecneyeHus, [OMKHbI ObITb KBANNPULMPOBAHBI.

307. MeToaunK®, NCNoJib3yeMble NMpu KBaanguKaumym 1 Baamaaunm npoLeccoB 04NCTKN, AOSHKHbI ObiTb
Ba/IMANPOBaHbI C Y4ETOM:

a) obecnevyeHus obHapy>XeHNa 1 KONNYECTBEHHOMO ONpPeesIeHNS KOHTaMWHAHTOB B KOJIMYECTBaAX,
YCTAHOBJ/IEHHbIX BHYTPEHHEN LOKYMEHTaLNen;

6) noaTBEP)KAEHNSA OTCYTCTBUS BUSHNSA KOMMOHEHTOB aHa/IM3MPyeMoro MaTepurana (MpoaykTa) Ha
obHapy)XeHune N KoINYeCTBEHHOE onpeaesieHNne KOHTaMUHaHTOB;

B) MOATBEPXAEHNS OTCYTCTBUSA BANSAHUS Ha 0OHApPY>XeHMe 1 KONNYECTBEHHOE ONpeaeneHne
KOHTaMUHAHTOB Ha MOBEPXHOCTAX YNCTbIX MOMELLEHUN CPeACTB CaHUTapHoN 0bpaboTku.

308. Mpun nponssoacTee bMKI1 pekoMeHAyeTCs MCMO/b30BaHNe 0AHOPa30BbIX MaTeEpPUanoB (CTEPUbHbIX
NAaCTUKOBbIX PACXOAHbIX MaTEPNasoB, EMKOCTEN, O3aTOPOB HAMOHSLINX YCTPOWCTB), He TpebyoLmx
npoBefeHNa BaiMAauum npouecca X O4NCTKM.

309. B cnyvyae npvMeHeHns aBTOMaTU3NPOBAHHOMO NPOLLECCA O4NCTKMN A0/KEH ObiTh BaMANPOBAH
NCNoJib3yeMblil paboynin gnanasoH NHXXEHEPHOW CUCTEMBI.

310. MNpw BaaMaaLum NpoLEeccoB 04UCTKM HEOBX0AMMO NPOBOAUTL OLEHKY BO3MOXKHOCTM
MUKPOBMONOrnyYeCcKoro 3arpsasHeHuns 1, B Ciydae Haamuma B cneundukaumm Ha bMKIM TpebosaHuii no
COAEPXXaHNIO SHOOTOKCMHOB, 3arpsA3HEHNS SHAOTOKCUHAMIN. BanaHne BpeMeHn nepen 04UCTKOM
0bopyaoBaHUS 1 MHOTOPa30BbiX MAaTEPMAJIOB N BPEMEHN MEXAY UX OYUCTKOW N UCMONb30BaHMEM Ha
MUKPOBMONOrnyecKyto YACTOTY U 3arps3HeHne 3HAOTOKCMHAMM NOC/Ie NPOBeAEeHNS OYNCTKN LOJIKHO
YYUTBIBATLCA NPW ONpefesieHn BPEMEHN BbIAEPXKKUN B TPA3HOM U YACTOM COCTOSIHMSAX 060pyA0BaHNS 1
MHOIOpa30BbIX MaTepManoB Npu NJaaHUPOBaHUN Bann4aLMmM NPoLECCOB OYUCTKMU,

311. Banmpaumio npouecca 0O4UCTKKU caedyeT NPOBOAUTbL MPW NPON3BOACTBE HECKONbKUX cepuin BMKI. B
3TOM C/lyyae Npu NAaHMPOBaHUM BaJiMAaL MM NpoLecca 04MCTKM HeEOBX0AMMO YyYNTbIBATb NEPUOANYHOCTD
npon3BoACTBa cepuint BMKI1 gns nonyyeHms [OCTaTOMHOMO KOIMYECTBA AaHHbIX 4J19 OLLEHKN KavyecTBa
OYNCTKN.

312. MpoTOKObI Bannaaumnm npoLecca O4NUCTKN AOSKHbBI COAep>XaTb onncaHmsa MmecT otbopa npob,
obocHoBaHus BbIbOpa MecT oTbopa Npob 1 onpenensiTe KPUTEPUM MPUEMISIEMOCTN.

313. Mpobbl 4N KOHTPOAA 0YUCTKIM, Kak NpaBuio, oTbmparoTca MeTonoM cBaboB 1 (M) ononacknBaHNUS
Ha nocnefHen cTagum o4ncTkn. MaTepuan, ncnoablyemoln gaa otbopa npob metoaom ceabos, He fOKEH
OKa3blBaTb BANAHUS Ha pe3yNbTaT UCCAeaoBaHUs npob.

314. NMepnoAnNYHOCTb OYUCTKM LOJHKHA onpenensiTbCsa Ha OCHOBAaHUM OLEHKWN PUCKOB A1 KavecTBa BMKI n
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COOTBETCTBOBATb KPUTEPUSAM MPUEMSIEMOCTI AJ19 NOATBEPXKAEHNSA BanngaLy MeTona O4UCTKN.

315. B ciiyvae ecniv npu NpoBefieHnn Banuaaumm npoLecca 04MCTKU YCTaHOBJIEHa HE3I(PMEKTUBHOCTb
npoLecca o4UCTKM 060pyAOBaHNS MK BaAnZaLmns npouecca 04McTkm 0bopynoBaHMA HEBO3MOXHA, TO A4
Npou3BoACTBa Kaxkaoro snaa bMKIM Heobxonnmo ncnonb3oBaTh 0TAENbHOE 060pyA0BaHNME.

316. MNoBTOpHasa BaaMaaLmMs NpoLeccos, kBaaupukaLms 06opyLoBaHNA 1 CUCTEM AO/KHbI MPOBOAUTLCS B
Cnlyvyae BHeCeHWs B npouecc, 0bopynoBaHNe, CUCTEMbI MU3MEHEHWIA, KOTOPbIE MOTYT MPUBECTU K BbIXOAY W3
CTpos 060pyOBaHNS UK CUCTEM, YXYLLLEHUIO KayecTBa npoussoanmoro BMKI, yxyaweHnio npoueccos
OYUCTKN N TPAHCMOPTUPOBKY, @ TakXe CO34aTb MHbIE PUCKW ON15 MaTepuanos Ass npounssonctesa bMKII,
NMPOMEXYTOYHbIX MPOAYKTOB npoussoacTea bMKI1, EMKIT.

XIll. NMopTBepXAeHne COOTBETCTBUSA NpounssefeHHoro BMKI

TpeboBaHMAM, YCTAaHOBEHHbLIM MPW €ro rocy1apCTBEHHON PErncTpauum, n Boinyck cepun BMKI

317. B opraHu3aumm fomKHO BbiTh onpefeneHo ynosHOMOYEHHOE M0 OpraHu3aLmmn, KoTopoe SABAseTcs
OTBETCTBEHHbIM 3a BbINYCK BCex cepuint BMKI 1 nonXHO uMeTh cBefieHMs 06 obecneyeHnn KayecTBa BCeEX
cepuit BMKI 1 ocylwecTBAATE KOOPANHALMIO MEP NPY YCTaHOBNEHUM HECOOTBETCTBUSA KayecTBa
NpoM3BOAMMON AN Npon3BeaeHHon cepun BMKIT TpeboBaHmnaM, yCTaHOBJIEHHBIM NPU ero
roCyfapCTBEHHOW perncrpaunn.

318. Kaxpaas cepusa BMKI fomkHa NponTun npoueaypy NOATBEPXKAEHWNSA COOTBETCTBMA TpeboBaHNaM,
YCTAHOBJ/IEHHbIM MPW FOCYAaPCTBEHHOWN perncTpaumm, oCyLecTBASEMYIO YIOAHOMOYEHHbIM JINLLOM
opraHv3aunm Lo ee BbiNyCKa Ha BHYTPEHHUIA PbIHOK WM Ha 3KCNOPT.

319. Mpon3BoACTBO, KOHTPOJIb Ka4eCTBa, TPAHCMOPTMPOBKa N XpaHeHne cepun BMKIT moryT
OCYLLeCTBAATLCA Pa3/IMYHbIMU OpraHu3aumaMu. B ciyvae nponsBoacTBa cepuin ogHoro bBMKI pa3nnyHbiMm
OopraHu3aunamMu opraHn3auunm, ocyLLeCcTBMBLLME BbiNyCK cepuit 3Toro BMKI, BoaXHbI NpefocTaBUTb
BNlagesblly PermcTpaLnoHHoro yaoctosepeHns Ha 3toT BMKIM, nHdopmaumio 06 ynoaHOMOYEHHbIX nLax
opraHusauuu.

320. YNosIHOMOYEeHHOEe NNL0 OpraHn3auunm NpuHMMaeT peLleHne 0 Bblayve pa3peLleHmns Ha BbiMyCK cepun
BMKI npwn cooTBeTCTBUM NpoLecca nponssoactesa bMKIM TpebosaHusam Mpaswn, cootBeTcTBMM BMKM
cneundukaumm Ha BMKIM n TpeboBaHMAM HOpMaTUBHON JOKYMeHTauun Ha BMKIT.

321. MNpouenypa NoATBEPXKAEHNA COOTBETCTBMA cepum BMKIM TpeboBaHMAM, yCTaHOBNEHHLIM MpU ero
roCyfapCTBEHHOW perncTpauunn, n hopmMa LOKyMeHTa, NOATBEPXKAAIOLLEr0 COOTBETCTBME cepmmn BMKII
TakuM TpeboBaHMAM, [OKHbI ObITb YCTAHOBNEHbI BHYTPEHHEN LOKYMEHTaLNENR.

322. Mpn noaATBEP>XXAEHNN COOTBETCTBUSA BbinyCckaemon cepun BMKI TpeboBaHWaM, yCTaHOBAEHHbLIM NpK
€ro rocyfapCTBEHHON perncrpauum, ynoaHOMOYEHHbIM NLOM OpraHn3aumm NoATBEpKAaeTCA:

a) HaJiIM4yme y opraHmnsauum JMLeH3nn Ha OCyLLLeCTBIEHE OesTeNbHOCTY No npom3soacTey bBMKI;

6) cooTBETCTBME NpoLiecca npoussoacTsa cepuu BMKI n cepuin BMKI TpebosaHusam Mpasun u
TpeboBaHMAM, YCTAaHOBIEHHbLIM NPW FrOCYAapCTBEHHON perncTpaunm aaHHoro BMKII, a Takxxe TpeboBaHuUsM
BHYTPEHHEN [OKYMEeHTaLunK;

B) OCYLLECTBJIEHME NOCTaBKM MaTepnaaoB ans npomssoactea bMKI nocTaBlwmnkamu, npowenwmnmm
KBannpukaLumio;

r) ncnonb3oBaHne 4na npomssoacTea bMKI maTeprnanos, COOTBETCTBYIOLWMNX TpeboBaHUAM,
YCTaAHOBJ/IEHHbIM CrieLnduKaLnaMmn Ha MaTepransl;

[) COOTBETCTBME MPOMEXYTOYHbIX NPOAYKTOB Npon3soacTsa bMKI n HedacoBaHHbIX BMKI TpeboBaHmsam,
YCTaHOBJIEHHbIM CrieUnUKaLnsaMm Ha HUX;

€) oCyLLeCcTB/IeHNEe KOHTPOSA NPOLLeCCOB NPOU3BOACTBA Y METOL0B KOHTPONSA KavyecTBa BMKIT;

)X) yTBEPXAEHME IMLLAMN, UMEKOLLMMN NOJITHOMOYNS B COOTBETCTBUM C [paBuiaMun, OTKJIOHEHWUR 1 (1nn)
N3MEHEHUN B TEXHONOMMYECKOM npoLiecce nponssoacTea BMKI nam KOHTpoNe KayecTBa;

3) B C/ly4ae BHECEHMA U3MEHEHUN B perncTpaLMoHHoe f0Cke Ha 3aperucTpuposaHHbil BMKI - Hannyme
peLleHns ynoJHOMOYEeHHOro hefepasbHOro opraHa NCNOAHUTENbHON BAACTW O BHECEHUW U3MEHEHWI B
LOKYMEHTbI, COepxKallmnecs B perucTpauMoHHOM LOCbe Ha 3aperncTpupoBaHHbIn BMKIT;
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1) NpoBefeHNe MPOBEPOK U KOHTPOJIbHBLIX UCMbITAHUI (B TOM 4Mcie SONOAHUTENbHLIX 0TOOpoB Npob,
WNHCNEKTUPOBAHUSA, NPOBEPOK U UCMbITAHWU, Bbl3BAHHbIX OTKNOHEHUAMY B TEXHOI0rMYECKOM npouecce uin
NJaHOBLIMU U3MEHEHUAMN);

K) YTBEPXXAEHME AOKYMEHTaUMM MO TEXHOJ0rMYeckoMy npoueccy nponssoactsa BMKIT n KOHTponto
KayeCTBa B COOTBETCTBUU C [paBusiamu;

N) NpoBefeHne BHyTPEHHNX ayAUTOB B COOTBETCTBUN € TpeboBaHmamMu Mpasu;

M) COOTBETCTBME YCNOBUIA XpaHeHuns cepum BMKI yCTaHOBAEHHLIM HOPMaTUBHOW LOKYMeHTaumnen Ha bBMKIN
TpeboBaHuAM;

H) LOKYMEHTasIbHOoe 0hopMJIeHE COOTBETCTBNA cepun BEMKIT TpeboBaHNAM, yCTaHOBAEHHbLIM NPU €ro
rocyapCTBEHHON perncrpauuu.

YacTb 19 cTaTbn 2 ®efepalibHOro 3akoHa 180-03.

MyHKT 2 YacTun 8 cTaTbmn 23 GefepasibHOro 3akoHa 180-03.

323. Mo pe3ynbTaTaM NOATBEPXKAEHNS COOTBETCTBUA BbiNyCKaemon cepun BMKI TpeboBaHusm,
YyCTaHOBJ/IEHHbIM MPW ero rocyjapCTBEHHON perncTpauum, CoCTaBaseTCs LOKYMEHT, B KOTOPOM
YNOJSIHOMOYEHHbLIM JINLOM OpraHm3auuy 0aeTcs 3aK/o4yeHne 0 COOTBETCTBUMN UM HE COOTBETCTBUM
npousseneHHon cepumn BMKI cneumndukaumm Ha BMKI, TpeboBaHWaM HOPMaTUBHOW LOKYMEHTaLUN Ha
BMKI, TpeboBaHuam MpaBun, n TpeboBaHMAM BHYTPEHHEN OOKYMEHTaLMN.

324. Cepumn BMKI gomxHbI BeINyCKaTbCa B obpalleHne nocsie NoATBEPXAEHNSA COOTBETCTBUA cepun BMKII
TpeboBaHNAM, YCTaHOBJ/IEHHbLIM MPW €ro rocy4apCTBEHHON perucTpauny, ynoaHOMOYEHHbIM INLOM
opraHusauuu.

325. [1na obecneyeHns HegonylleHns Bbinycka cepuit BMKI, gng KOTOpbIX HE MOATBEPXAEHO UX
cooTBeTCTBME TpeboBaHUAM, YCTaHOBAEHHbIM MPY roCyAapCTBEHHOW perucTpaunn, 4OKHbI MPUMEHATHCS
usmyeckme (NoCpeacTBOM NCMOb30BAHNS OrpaHMYeHne focTyna, PU3nydeckoro pasgeneHms u (nam)
MapKWUPOBKU) M 371EKTPOHHbIE (MOCPELCTBOM MCMOJIb30BaHWNA KOMMbIOTEPU3NPOBAHHON CUCTEMbI UK
CpencTB pafno4acTOTHON NAEHTUMUKALNN) OrPaHNYUTENbHbIE Mepbl.

326. Beinyck cepumn EMKIT ohopmnsieTcs fokymeHTanbHo. Mopafok Bbinycka cepun BMKIT n hopma
LOKYMEHTa 0 Bbinycke cepumn BMKI gosiKHbl 6bITb YCTaHOBEHbI BHYTPEHHEN AOKYMEHTaLNEN.

327. Beinyck cepun BMKI nomxeH 6biTb 3aperncTpmpoBaH ynoJHOMOYEHHbIM IMLOM OpraHu3aLlny B
peecTpe BbiNyLWeHHbIX cepuin BMKIT opraHusauuu.

328. 3anucu o Bbinycke B obpalteHne cepun BMKI 0oKHbI XpaHUTLCS B TEYEHUE NATK NeT nocse
BbINycKa cepuun BMKITI.

329. B cnyyae ecnn cepua BMKI 6bina npom3seaeHa ans Apyron opraHn3auny, nocsie 4OKYMeHTanbHOoro
ochopmeHns Bbinycka cepunt BMKI ynonHoOMo4YeHHoe M0 opraHu3auny LOJIKHO HanpaBuTb
yBefoMaeHune o Bbinycke cepun BMKIT B agpec apyromn opraHn3saumm. Cnocob n ¢opma ysefoMneHuns o
Bbinycke cepum BMKI gomkHbl 6bITb YCTaHOBAEHbI BHYTPEHHEN AOKYMEHTaLUMeNn opraHm3aLmm,
OCyLLeCTBAAOLLEN BbINyCK cepun BMKIT.

XIV. MpeTeH3nm no kavyectBy BMKI n 013618 BMKI 13 obpatyeHns

330. B opraHmnsaumm gomxHbl 6bITb NPUHATLI Mepbl MO NpueMy, y4eTy, 06paboTke, aHanu3y n XpaHeHuto,
OLIeHKE U PacCMOTPEHMIO MPETEH3MIN K Ka4eCTBY BbiNyLLeHHbIX cepuin BMKM u, npn HeobxoammocTu, no
onepaTMBHOMY OT3bIBY U3 0BpaLleHns BbiNyLLeHHbIX cepuii BMKI.

Mpuka3s PocagpaBHaa3opa ot 02.08.2018 Ne 5071 "06 yTBepxaeHUn Mopsaka OCyLeCTBAEHNS
BNaenbLaMn PErMCTPaLNOHHBIX YI0CTOBEPEHNA BUOMEONUNHCKUX KNETOYHbIX MPOAYKTOB,
opunan4ecknMmm nnuamMn, Ha MMA KOTOPbIX BblAaHbl Ppa3pelleHnda Ha npoBeneHne KJIMHN4YeCKnx
nccnenoBaHnin GUOMeANUNHCKMX KNETOYHbIX MPOAYKTOB, MO0 YNOJHOMOYEHHLIMU UMW APYTr UM
IOPUANYECKMMI TMLL@MK MpueMa, yyeTa, 06paboTku, aHann3a u XxpaHeHNS NOCTYMAoLWMUX B X agpec oT
cybbekToB 0bpalleHns BMoMeaNLUUNHCKNX KJIETOYHbIX MPOAYKTOB U OpraHoB rocyAapCTBEHHON BNacTH
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coobuieHnin 0 NOBOYHbIX AENCTBUSX, HEXENAaTe/bHbIX PeaKLUsAX, CEPbE3HbIX HEXXETaTe IbHbIX PeaKkLusX,
HenpeaBUAEHHbIX HEXEeNaTeNbHbIX PeaKLMAX NpU NPUMEHeHUN BUOMeAULNHCKUX KIETOYHbLIX MPOAYKTOB,
06 0C06EHHOCTAX X B3aUMOLENCTBMSA C SIEKAPCTBEHHbLIMI NpenapaTtaMmm, MeQULNHCKUMW N3OeMAMN,
MULLEBLIMWU NPOAYKTaMM, APYrnMn BUOMEeANLNHCKMMUN KJIETOYHLIMW NMPOAYKTaMmn, 06 MHAMBUAYANLHON
HenepeHoCMMOCTH, a TakxXe 06 UHbIX hakTax 1 06CTOATeNbCTBAX, NPEACTABAAIOLLNX YIPO3Y XU3HN UK
300POBbIO YenoBeKa IMH0 BANSIOLMX Ha N3MEHEHNE OTHOLLEHUS OXXNAAEMON MOb3bl K BO3MOXHOMY PUCKY
NpUMeHeHNs BUOMEeANLIMHCKNX KNETOYHbIX MPOAYKTOB" (3aperncTpupoBaH B MUHUCTEPCTBE CTUL MK
Poccninckon ®Pepepaunn 15.08.2018, peructpaunoHHbin Ne 51900).

331. Mpun pacCMOTPEHUN 1 OLIEHKE HapYyLLUEeHWI KayeCTBa BbIMyLLEeHHbIX cepuit BMKII, a Takxe npu
NPUHATUN peLlleHnin 06 0T3biBe U3 obpalleHns BbiNyLeHHbIX cepuii BMKIT, KoppekTupyowmx u
npenynpexaanLwmx 4eNCTBMN U APYTrUX Mep N0 CHYXEHUIO PUCKa OpraHu3aunen 4OMKHbI MPUMEHSATLCS
NPUHLMNLI YIpaBAeHUs puckamm ans obecnevyeHns kavectsa bMKII.

332. OTBETCTBEHHbLIM 3a PaCCMOTPEHNE NPETEH3UN 1N HapyLleHUn KavyecTBa BMKIT u npuHaTre pelieHnii o
Mepax Mo ynpaBfieHNO NOTEHUMaNbHLIMK pUCKaMmn ansa obecnevyeHus kavyectsa bBMKII, Bkaovaa npuem,
y4yeT, 06paboTKy, aHa/M3 U XpaHeHne, OLLEHKY N PaCCMOTPEHNE NPETEH3UIN MO HapYyLUEHMWIO KavyecTBa
BbINyLEeHHbIX cepuit BMKI, oT3biB cepun EMKIT 13 obpalleHus, aBnseTcs nogpasgeneHme obecneveHms
KayecTBa. YNOJIHOMOYEHHOe JINL0 OpraHm3auumn, KoTopoe y4aCcTBOBasIo B MOATBEPXKAEHUN COOTBETCTBUA
BbiNyckaemolm cepun BMKI TpeboBaHMAM, yCTaHOBAEHHbLIM NPY €ro rocy1apCTBEHHON perncTpaumm, u
BbINYCKe COOTBETCTBYIOLLEN cepun nnun cepuin BMKI, fomKHO BbiTe NPOMHGOPMUPOBAHO O PACCMOTPEHNN,
AEeNCTBUSAX MO CHUXKEHNIO PUCKA U OT3bIBY BbIMyLEHHbIX cepuin BMKIT.

333. B xo4e paboThbl C MpeTeH3naMN 1 HapyLueHnaMn kadectsa BMKI fomkHO BbiTb YCTaHOBAEHO,
OTHOCUTCS SN NPETEH3UA NN HapyLLeHne Ka4yecTBa BbinyLeHHbIX cepuii BMKIT K hanbcndpukayuum.

334. MpeTeH3nn, KOTopble He ABNAI0TCSA CNefCTBMEM HapyLweHns KavyecTsa BMKII, fosKHbl 4OBOAMTHLCSA A0
CBeLleHns COOTBETCTBYIOLLEro noapasaesieHuns uiv auua, OTBeTCTBEHHOr0 3a pacCMOTPeHue, A1 yy4eTa
BO3MOXXHbIX HEXEeNaTebHbIX peakuuin unn noboYHbIX AeicTBMIA NnpuMeHeHns BMKI cooTBETCTBYOLLNX
cepuin BMKIT.

335. PaccMoTpeHmne HapyLleHns Ka4yecTBa BbinyLWweHHon cepuin BMKIT 0o/KHO BKAOYaTb:

a) onpegesieHme 3Ha4YMMOoCTU HapyLweHus kavyectea bMKI, B ToM 4yncie npeaycMaTpuBaloLLee NCMblITaHmA
apXMBHbIX 06pa3L0B 1 MPOBEPKY 3anucen (MPOTOKOA0B) NPOM3BOACTBA, YNAKOBKUN, KOHTPOS U
pacnpenenerHns cepum BMKII, gokymeHTaumm o noaTeBepXxaeHnn cootseTcTBms bBMKI naHHon cepun BMKIT]
TpeboBaHWAM, YCTAHOBEHHbLIM NPU €ro roCyAapCTBEHHON perncTpauum, 1 Bbinycke AaHHon cepum BMKIT,
6) HanpaBieHMe 3anpoca AuLy, 3asBUBLUEMY NMPETEH3MI0 Mo KavyecTBy BMKII, o Bo3BpaTe obpa3ua EMKIM n
ynakoBku HepnobpokayecTBeHHon cepun BMKI, u, B cnyyae nonyveHus obpasua BMKI, npoBeaeHune
COOTBETCTBYIOLLEN OLEHKMN;

B) OLEHKY PMCKOB, KOTOPbIE BJIEKYT HapyLUeHNe KavyecTBa BbinyLeHHon cepuin BMKIT;

) peLueHune No NPUHATMIO Mep MO CHVKEHWUIO PUCKA, B TOM YMC/e 0T3bIB U3 0bpaLleHns BbiNyLLEHHOW Cepui
BMKI nnun opyrue nencreuns,

L) OLLEHKY BIMAHNSA, KOTOPOE MOXKET OKa3aTb NpuHATUE pelwleHuns 06 oT3biBe cepun BMKI 13 obpalyeHns,
Ha OKa3aHue MeguLMHCKOM MOMOLLM C NPUMEHEHNEM OT3biBaeMoro bMKII;

e) yCTaHoB/IeHMe NOTeHUManbHON NPUYMHBI (MPUYUH) HapyLLeHa KavyecTBa BbinyLeHHon cepuin BMKIT;

) He0bX0AMMOCTb B OnpefeneHnm U 0CyLLeCTBAEHUN COOTBETCTBYIOLLNX KOPPEKTUPYIOLLMX 1
npegynpexaatoLmnx 4eNCTBUIA N0 YCTPAHEHMNIO YCIOBUA A1 BO3HMKHOBEHMSA HapyLleHns kavyectea bMKIT,
a TaKXe B OLeHKe UX pe3ynbTaTUBHOCTMU.

336. B cnyvae ecnm obHapy)XeHo nav npeanonaraeTcs Haanyme HapyLeHns KayecTBa KOHKPETHOW
BbiNyLeHHOW cepuit BMKI, gomkHa bbiTh NpoBeAeHa NpoBepKa Apyrux cepuin aToro BMKII, Bknoyas
nccnepoBaHue Apyrux cepuii BMKII, KoTopble MOryT coAep)aTb MaTepualibl, MCNOb30BaHHbIE NpK
NMpPon3BOACTBE U KOHTpOJie HegobpokayecTBeHHON cepun BMKI.

337. PaccMOTpeHMe HapyLUeHNA Ka4ecTBa BbiNyLweHHOW cepuii BMKIT fomkHO BKAYaTh 0630p HapyLleHus
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KayeCTBa paHee BbiNyLweHHbIX cepuit BMKI Ha MCNo/ib3yeMon TEXHOIOr MYECKON TMHNN.

338. PelleHus, NpUHATbIE B XO4€ 1 N0 UTOraM PacCMOTPEHUSA HapyLLeHUs KayeCTBa BbIMyLLEHHOW cepun
BMKI, nomxHbl obecneynBaTb 6€30MNacCHOCTb NALMEHTOB C Y4E€TOM PUCKOB, KOTOPbIE MOTYT MOBJIEYb
HapyLLeHNs KayeCTBa BbIMyLLEHHOW cepumn BMKIT.

339. Pe3ynbTaTbl PaCCMOTPEHMUS NPETEH3UN U HapyLleHnA KavecTsa BMKI, npegHasHavyeHHOro ans
KJIMHNYECKUX NCCNefoBaHnii, LOJHKHbI pacCMaTpPUBATLCA C y4acTMeM YNoJHOMOYEHHOro nLa opraHm3auum
COBMECTHO C NpefCTaBUTeNs MM OpraHu3aTopa KJanHn4yeckoro nccnegosaHmsa bMKIT (B cnyyae ecnm 310 He
04HO 1 TO e nunuo). Mo pesynbTaTam pacCMOTPEHNA NPETEH3MN A0/KEH BbiTb CAeNaH BbIBOA O
BO3MOXXHOM BJIMAHUN NPETEH3UN 1 HapyLweHn kavecTsa BMKII, npegHa3HaYeHHOro Ans KIMHUYECKUX
nccnefoBaHUi, Ha fanbHenlee NPOBeAeHNe KIMHNYeCKoro nccnegosaHus bMKII.

340. B cnyyanx, Korga HapyLweHue Ka4yecTBa BbinyLleHHon cepuit BMKIT MoXXeT npuBecTu K ee 0T3bIBY U3
obpaLleHuns, opraHn3auns foKHa NpouHGOPMMpoBaTh 06 3TOM BRafenbla perncTpauuoHHoro
yanoctoBepeHnst BMKIT (B ciiy4ae ecsiv 3TO He 0OZIHO U TO XK€ NNLL0).

341. B cny4yasix, Korga npuymMHa HapyLeHns KavyeCTBa He MOXXeT BbiTb onpefeneHa, Lo/KeH BbiTb
nposefeH aHann3 Hanbonee BEPOSTHON NPUYMHDI.

342. B c/ly4ae eC/n B Ka4yeCTBE NPUYMHBI HApYLLEHWA KavyecTBa BbinyLeHHon cepuii BMKII
npeanosiaraeTcs Uy ycTaHoBEeHa oWmnbKa nepcoHana, LO/MKHO BbITh NPOBELEHO fajibHenLlee
PacCMOTPEHNE BO3MOXXHbIX MPUYNH, MPOLECCHBIX, MPOLEAYPHbIX UM CUCTEMHBIX OLIMOOK.

343. TMpwn yCTaHOBAEHUN HapyLLEHNS KaveCTBa BbinyLleHHoN cepuin BMKIT opraHusaumeit LOMKHbI BbITh
pa3paboTaHbl U NPUHATLI KOPPEKTUPYIOLWME 1 NpeaynpexaanoLwme genctens. NogpasaeneHne
obecneyeHns KavyecTBa OpraHn3aL MM AOJHKHO OLEHNBaTb Pe3ybTaTUBHOCTb TaKUX LENCTBUNA.

344. BHyTpeHHen foKyMeHTaLmen LoMKHbl BbiTh YCTaHOBEHbI MPoLeAypbl, perfiaMeHTupyoLLme
AeATeNbHOCTb MO 0T3bIBY 13 06palleHns BbIMYLLEHHbIX cepuii BMKI.

345. 3anucu (MpoToKOobI) 0 pacnpeaeneHnn BoinyweHHon cepun BMKIM fonxHbl 6bITb 4OCTYMNHbLI 44 KL,
OTBETCTBEHHbIX 32 0T3bIB EMKI1 13 obpalleHns, n cogep)kaTb MHDOPMALMIO O NOSyYaTeNsX BbiMYLLEHHON
cepun (C ykasaHuem afpeca, HoMepoB TesiethoHa U (Mn) hakca, HOMEpPOB Cepuid 1 KOJIMYeCTBa YNakoBOK
BMKI nocTaBneHHbIX cepuin BMKIT), B TOM 4yncie B OTHOLWEHUM 3kcnopTmupyeMbix BMKI n obpa3uyos BMKI,
nepefaHHbIX Ha 3KCNepTusy.

346. B nononHeHne K 0T3bIBY 13 0bpalleHns opraHnu3aumns LO/MHKHa NPUMEHSATbL Mepbl M0 MAUHMMU3ALMK
PUCKOB, CO34aBaEMbIX HapYLUEHUAMN Ka4yeCTBa BbiMyLleHHoW cepun BMKII, Bktovas nHhopMnpoBaHue
MeLMNLMHCKNX OPraHn3aumnii B OTHOLLEHWW UCMONb30BaHMSA NOTEHLMANbHO HeL0bpoKavYeCTBEHHON cepun
BMKI.

XV. ApxvBHble 06pa3Lbl

347. OTHop 1 xpaHeHne obpa3LoB MaTepranos Ans nponssoactsa BMKI, npomMeXXyTo4HbIX NPOAYKTOB
npoussoacTtea BMKI, EMKI (nanee - apxuBHble 0bpa3Lbl) ocyliecTenseTca ans obecnevyeHus
BO3MOXXHOCTMW UX UCCIeA0BaHNSA NPU PAaCCMOTPEHUN NPETEH3UIA 1 HapyLleHUn KavecTBa BMKII, npoBepku
cooTBeTCTBUS BMKI1 TpeboBaHUsSM, YCTaHOBIEHHBLIM MPU €ro roCyapCTBEHHON pPerncTpaLumu.

348. MoapaspeneHne obecneyeHns KayecTBa OpraHm3aLny B COOTBETCTBUN C MOPALKOM, ONPeLeeHHbIM
BHYTPEHHEN fOKYMEHTaUnen, LOMKHO BECTM 3anncy (MPOTOKOIbI), MO3BONSIOLME YCTAHOBUTD
COOTBETCTBUE apXMBHbIX 06pa3L,0B Npou3BeaeHHbIM cepusim BMKII,

349. ApxuBHble 06pa3Lbl MPOMEXYTOYHOro NpofykTa npoussoactsa BMKI n BMKIMN fomKHbI XpaHUTLCA B
TeyeHne 0HOro rofia Nocse NCTeyeHns cpoka rogHocTn BMKI. ApxumBHbIA obpa3el, BMKIT gomkeH 6biTb
yNaKoBaH B MEPBUYHYIO YNAKOBKY B COOTBETCTBMMU C TPeHOBaHUSAMU TEXHONOrMYECKOr0 perfamMmeHTa
npon3BoacTea BMKI n TeXHONOrM4eCcKon NHCTPYKLU MW,

350. ApxusHble 0bpa3ubl cepun BMKI ana KAMHMYECKUX MCCnenoBaHnii OOJKHbI COXPaHATLCS HE MeHee
LBYX JIET MocC/e 3aBepLUeHNs NN NpeKkpaLleHns KINHUYeCKOro nccaefoBaHns, B KOTOPOM UCMOJIb30Baiach
AaHHasa cepust BMKII (B 3aBMCMMOCTU OT TOr0, Kakon U3 NepnonoB A0JbLIE).

351. ApxusHbie 0bpa3ubl MaTepranos Ana npon3soacTea bMKI (kpome pacTBopuTenen u pasbasutenen,
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6ydepoBs, BOAbI, MUTATENbHbIX CPEeA) AO/MKHbI XPaHUTLCS HE MeHee ABYX JIeT Nnocse Bbinycka cepun BMKI.
YKa3aHHbIN Nepnog MoXXeT OblTb COKpaLLEeH, eCnun B cneundukauim Ha MaTepuanbl Oas Npon3BoACTBa
BMKIT yKa3aH UX MeHbLUMI CPOK rOAHOCTU. ApxuBHble 0bpa3ubl YNakoBOYHbIX MaTepuanos BMKIT gomxkHbl
XPaHUTbLCA B Te4YeHne Cpoka rogHoCTM COOTBEeTCTBYoLWero EMKII.

352. MMHMMabHOE KOJINYeCTBO apXmBHbIXx 06pa3LoB BMKIT fo/mkHO 6bITh 4OCTAaTOYHbIM A5 NPOBEAEHNS
He MeHee 4eM ABYX KOHTPOJIbHbIX NCNbITaHu BMKIT B COOTBETCTBUM C TPEBOBAHNAMMN, YCTAHOBAEHHBIMU
npw rocynapcTBeHHon pernctpaunn BMKI. B cnyyae nponssoacTsa Manbix cepuii BMKIM MUHUManbHoe
KOMNYeCTBO apXMBHbIX 06pa3uoB BMKI 0o/KHO ObITb OCTATOYHLIM )15 NPOBEAEHMNSA OHOIO
KOHTPONLHOro ncnbitTaHus BMKI B cooTBeTCTBUM C TpeboBaHNAMU, YCTAHOBEHHBIMI MU
rocyfapcTBeHHon pernctpauun BMKII.

353. MrHMManbHOE KOJIMYECTBO apXxmBHbIX 06pa3LoB cepun BMKIT ons KNMHMYECKUX nCcCcnegoBaHni
AO/MKHO BbITb 4OCTATOYHLIM AN MPOBEAEHNSA OQHOIMO KOHTPOALHOIO UcnbiTaHns BMKI B cooTBeTCTBUNM C
TpeboBaHNAMN HOPMATMBHON AOKYMeHTaLUN Ha BMKII.

354. YcnoBust XxpaHeHUs apxmBHbIX 06pa3L,0B A0/KHbI COOTBETCTBOBaThL TpeboBaHMAM cneunmKaLnin Ha
COOTBETCTBYIOLLME MaTepmansbl Ansd npomssonctsa bMKI1, npomexyTo4yHble NPOLYKThbI MPON3BOLCTBA
BMKT1, BMKI1 1 (unun) TeXHOI0rMYeCKoro periameHTa nponssoactea bMKII.

355. B c/iyyae ecnm opraHuMsaLns He aBASeTCS BhajesblLeM perncTpaunoHHoro yagoctosepeHns Ha bMKI,
nopsifok oTbopa, XpaHeHUs U AOCTYNa K apxXuBHbIM 0bpa3uamM fo/KeH BbiTb COrnacoBaH C BlafesbLEM
perncTpaunoHHoOro yooctosepeHus Ha BMKII.

XVI. MNpoBeaeHne OOKANHNYECKNX nccnenosaHuin bMKI

356. [1na onpeneneHns obbeMa AOKIMHMYECKUX nccnepoanuin BMKI yunTbiBaeTcs:

a) Tun BMKI (ayToN0rnYHbIN, anioreHHbIn 1 KOMOUHUPOBAHHbLIN);

6) Ha3HayeHne BMKI (npodnnakTuka, AMarHoCTuKa, ieyeHne 3aboieBaHUn UM COCTOAHNIA, COXPaHeHNe
6epeMeHHOCTN 1 MeanLMHCKan peabunntauns);

B) HaM4Me MeaULVHCKOro nsgennsa B coctase BMKIT;

) HaJn4Yne reHeTU4YeCcKon MmogndurKkaunum KNeTo4YHon AMHUN (KNeToYHbIX InHuin) BMKIT;

L) Hannyne NeKkapCcTBEHHOro npenapaTa (MpenapaToB) ANA MeANLMHCKOrO NPUMeHeHUs 1 (nan)
thapMaueBTnYeckon cybcTaHumm (cybctaHumin) B coctase BMKI.

357. ba3oBas cxeMa AOKJIMHWYECKUX NCCe[0BaHNA NPUMEHAETCS 419 UCCe0BaHMs ayToON0rNYHbIX
BMKI, cocTosILWmMX N3 KNETOYHOM TNHUKN (KNETOYHbIX IMHWIA) B6€3 reHeTUYeckKux MoandukaLmn un
BCMOMOraTesbHbIX BELWECTB, B COCTaB KOTOPbLIX HE BXOLAT JIeKapCTBEHHbIE NpenapaTsl,
thapmaueBTnYeCcKme CybCcTaHLMM U MeaNUUHCKE n3aenns. Npun NnpoBeaeHnmn 4OKANHNYECKUX
NCCNepoBaHMIM annoreHHoro unm kombrHmposaHHoro BMKI, a Takxxe BMKI, copepxaliero
JIeKapCTBEHHbIE NpenapaThbl, hapMaueBTNYeckme cybcTaHUmMmM, reHeTUYeCKn MoANGULMPOBaHHbIE
KNETOYHbIE INHMN U (MAN) MedNUMHCKE n3penus, 6a3oBas CxeMa LOKJIMHUYECKUX UCCef0BaHNI [0KHA
ObITb ONONHEHA NCCEA0BAHUAMM, MPeAYyCMOTPEHHbIMY NyHKTamu 407 - 418 Mpaswu.

358. JoKANHUYECKME UCCIe0BaHNS MPOBOAATCA Ha MOAENSX NaTONOrMYEeCKOro npouecca u (nnm)
COCTOSIHMSA YeI0BEKA, LEMOHCTPUPYIOLLNX CXOAHbIA C 0XKMAAEMbIM Y YesloBEKa BMONOrNYeCcKMin OTBET Ha
BBegeHne BMKI nam romonornyHom mogenn BMKI B opraHvn3me XXUBOTHbIX UK in vitro (ganee - cxoxas
MOJLenNb).

359. Cxoxas Mofenb fo/kHa obnagaTh CnefyowuMy npusHakamu:

a) O6bITb CO34aHa B OpPraHn3Me MAEKOMUTALWNX;

6) 6bITb CONOCTABMMON MO PU3MONOrNYECKNM PEAKLMAM C peakLMaMUN OpraHn3Ma YenoBeKa B 4acTu,
OTHOCSLLENCS K MeXaHW3My aencTeus BMKIT,

B) UMMYHHas TONEPaHTHOCTb K BBoguMoMy BMKIT;

r) ncnonb3oBaTb cnocob BeegeHns bBMKII, cxogHbIn co cnocobom BBeAEHNS B YENI0BEKA.

360. Mpn HENOJIHOM COOTBETCTBUM CXOXXEN MOAENN O0JKEH ObITb NPOBEEH aHAIN3 BJINSAHUS TaKNX
HEeCOOTBETCTBMIN Ha 3hheKTUBHOCTbL 1 Be3onacHoCTbL nccnegyemoro bMKII.
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361. [JonycKaeTCs UCMNOJIb30BaHUE He SBASOLENCA CXOXKeNn MOAEeNN A8 UCCNef0BaHNN, He CBA3aHHbIX C
KJINHNYECKUM 3hheKTOM BUOMEANLNMHCKOrO KJIeTOYHOro NPoAyKTa, HanpuMep, Aas NCCienoBaHus
6e3onacHocTn cnocoboB BBEAEHUS (XMPYPrMyecKnx BMeLlaTenbCTB, CBA3aHHbIX C NpumeHeHmnem BMKIT).
362. Mpun npoBefeHUN AOKJANHNYECKUX NCCe0BaHMIN fONYCKaeTCs ucnosab3osaHne bMKII, B cocTas
KOTOPOro BXOAUT KAETOYHAN JIMHUA XUBOTHOIO NPONCXoxaeHus, cxogHoro ¢ bMKI, npefHa3HayYyeHHbIM
A1 UCNOJIb30BaHMA y Yel0BeKa B YacTu (peHoTMNa KIeTOYHON ANHUK, COCTaBa, Cneunduyeckoro
AEeNCTBUS Ha opraHnsM, apmMakosIorm4yeckmx CBOMCTB, NpoLecca Npon3BoACTBa B C/lyvasx, Korga
ncnons3osaHne BMKII, npefHa3Ha4YeHHOro O NPUMeHeHUs y YesioBeKa, HeJoCTaTOYHO, HEBO3MOXHO UK
HelLenecoobpasHo (nanee - romonoruyHas moaens bMKII). FomonormnyHaa mogens EMKI gonxHa bbiTh
noJiy4eHa npm NOMOLLN TEXHOIOMMIA, CXOAHbIX C TEXHOAOrMAMK NonyyYeHns BMKII, npegHa3HayYeHHbIX 44
NpUMeHeHUs y Yenoseka. Pasnnynsa B TexHonorny nponssoactea EMKI moryT 6biTb 06yCoBNEHbI
NCMOJIb30BaHNEM XUBOTHbIX B KQYeCTBE AOHOpPa U (MnKn) peumnumeHTa. FomonornyHas mogens bMKII
J0JKHa COAepXaTb KJIETOUYHYIO INHNIO, CXOXKYI0 C KNeToYHON nuHnen BMKII, npeaHa3HaYeHHOro ans
NPUMEHEHUNS Yy YeSIOBEKA, N UMETb CXOXKMIA NPOGNIb IKCMPECCMPYEMbIX MapKepoB. TOMOIoOrnyHas Moaenb
BMKI pnoskHa cogep)xaTh Te Xe JIeKapCTBEHHble npenapaThl, (hapMaueBTnyeckue cybctanuum n (mnm)
MeLUNLMHCKNE n3fenuns, Haamydme KoTopbix npegycMmoTpeHo B bMKII, npefHasHa4YeHHOM AN NPUMEHEHNUS Y
yesioBeKa.

363. KavecTBo romonoruyHon mogenn bMKI goskHo 6bITb CONOCTaBMMO € KavyecTBOM BMKIT,
npegHa3Ha4YeHHOro A9 NPUMEHEHNs y YesioBeKa, B YacTu:

a) npouenypsbl 3abopa brnonornyeckoro obpasua (06pa3LOB) U OLEHKN UX KAa4eCTBa;

6) npouenypbl NOAYYEHNA N KYNbTUBUPOBAHUS KNETOYHOW JINHWK;

B) MaHMMyASaLUMMN C TEHOMOM U PUBOHYKIEMHOBLIMM KCoTamu (panee - PHK);

r) npouenypbl guddepeHUMpoBKN N TpaHCANPPEPEHLMPOBKMY;

A) heHoTMMNa U yHKLUMOHaNbHbIX cBONCTB BMKIT (BKAt0Yas heHOTUM KAETOYHOM NHUK, NPY HaNN4nm -
CEeKpewuunio NPoayKTOB KNEeTOYHON NNHMK, BUOSIOrNYeCcKyo akTUBHOCTb in vitro);

e) hopMbl BMKII, npegHa3Ha4YeHHOM K NPUMEHEHUIO;

) cocTtaBa BMKI (Konnm4yecTBO KNEeTOK KNeTOYHOW IMHUN, COCTaB BCMOMOraTesibHbIX BELLECTB,
JIEKApCTBEHHbIX NPenapaToB, hapMaLeBTUYECKUX CybCTaHUMIA N MeQULMHCKUX N3OENNR);

3) NoKa3aTesien XN3HecnocobHOCTU KeToYHON AnHuKM B BMKIT.

364. BO3MOXXHOCTb 3KCTPaNoAaLMmM NOJYHYEHHbIX Oa58 romoaornyHon mogenn BMKI gaHHbix Ha BMKI,
npefHa3HaYeHHbIN 019 NPUMEHEHNS Y YeNloBeKa, A0/MKHa bbiTb 060CHOBaHa.

365. MNpu NnaHMPOBaHMM 1 MPOBELEHUN OOKINHNYECKMX UccaenoBaHnin BMKI, opraHu3aunen SOKHbI
ObITb y4TeHbI TPEOOBAHNS, MPUMEHNMbIE K OOKINHUYECKUM NCCNIEA0BAHUSAM NIEKAPCTBEHHbIX NPenapaTos
610OrNYECKOro MPONCXOXAEHUS.

366. [1ns pa3paboTaHHbIX 3a npenenamu Poccuinckon ®epepaumm BMKI, B OTHOWEHNN KOTOPbIX
LOKJIMHMYEeCKMe nccnenoBaHns NpoBeaeHsbl B HENosHOM obbeMe, Heobx0aMMO NPOBEAEHNE HEAOCTAIOLWNX
LOKIMHNYECKUX NCCIef0BaHUI, NpefyCcMOTPeHHbIX MpaBunamu.

367. JoknnHu4eckune nccnenoBanHna BMKIT omKHbI BKAOYATb UCCIe00BaHUSA:

a) cneumnduydeckoro genctema BMKI Ha opraHnsm;

6) obLien n MeCcTHON TOKCUYHOCTY;

B) 06pa3oBaHUsA ONYyX0JIEBON TKaHW (KaK 3/T0Ka4eCTBEHHON, Tak 1 Lo0OpoKayeCTBEHHOW) HEMOCPEACTBEHHO
13 KNeToYHon nuHmm BMKII, naMeHeHn KNEeTOYHbIX JIMHUIA, BXOAALMNX B cocTaB BMKII, B opraHusme,
KOTOpble MOXXHO pacCMaTpuBaTh Kak Npenonyxonesblie (Lasiee - TYMOPOreHHOCTb);

r) cnocobHocTn BMKI npu ero npMmMeHeHnn Bbi3biBaTb OHKOrF€HHY0 TpaHCHOopMaLnio KNeTOK PeLnnmneHTa
N pasBUTME N3 HUX ONYXOAN (Janee - OHKOreHHOCTb);

L) penpoayKTUBHON TOKCUYHOCTMW.

368. OHKOreHHOCTb A0J/KHa bbITb UccnenoBaHa ana BMKI, cogep)xalmx Hecneunanu3mpoBaHHble KNETKN
NN CeKPeTUpYoLWNX (akTopbl, BAUAIOLWNE Ha POCT U AnddepeHLMpPoBKY KJETOK, a Takxe ang bMKI,
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BbI3bIBalOLLMX MMMYHOCYMNPECCUIO NN CodepKallmx reHeTudeckne mogundukaumm, kpome bMKIT,
npegHa3sHavyeHHbIX 4N Tepanu MeCTHOPACNPOCTPAHEHHbIX U MeTacTaTUYECKMX 3/I0KAa4YEeCTBEHHbIX
onyxonew.

369. PenpoayKTUBHas TOKCUYHOCTb A0JKHa ObITb UccnenoBaHa B oTHowweHUn BMKI, npegHa3HaYeHHbIX
ANa nevyeHns 3abonesaHUn penpoayKTUBHbLIX OPraHOB, BAVAHUSA Ha Te4eHne 6epeMeHHOCTN 1 pa3BuTre
nnoga, 3aBeOMO MPeoo0/1eBaloWUX reMaTo-MaLeHTapHbIR 6apbep.

370. B goknuHuyecknx nccneposaHnax BMKI omxHo 6biTb yCTaHOBAEHO 1 060CHOBAHO KONMYECTBO
BMKI, KoTopoe naaHupyeTcs NPUMEHSATbL MPY NPOBEAEHUN KIIMHNYECKOro nccnegoBaHns, 060CHOBaHbI
KpUTEPUN BKIHOYEHNS NMALMEHTOB B KJIMHUYECKNE NCCNeN0BaHNA U KPUTEPUN UCKIIOYEHNA NALMEHTOB U3
KJIMHNYECKUX NCCNefoBaHNi, a Takxe onpeaeneHsl bruonornyeckme Mmapkepbl 3PPEeKTUBHOCTYU U
MexaHu3Ma genctens bBMKII.

371. Pe3ynbTaTbl TOKCMKOJIOTMYECKNX N KNHETUYECKNX UccnenoBaHuini BMKI, npefHa3Ha4yeHHOro gns
Jle4eHns 1 NpoUIaKTUKN ONYX0Jei 1 COAepXKaLLero KNeTOYHY NHNIO, COCTOSALLYIO U3
KYNbTUBUPOBAHHbLIX KNIETOK MMMYHHOW CUCTEMBI (Janee - KNeTOYHbIe BaKLMHbI), NOJlyYeHne KOTOPbIX
OCYLLLeCTB/AETCS C MCMOJIb30BaHNEM HENAEHTUDULNPOBAHHON CMECK ayTONIOrNYHbIX aHTUFEHOB OMYX0JM U
OKpYXXaloLunx TkaHen (Hanpumep, nmnsaTt, cMecb PHK), nofy4yeHHble B OTHOLIEHUN O4HOIO0 TKMa
ayTONOrMYHOM CONMMBHON OMyX0an, MOryT BbiTb 3KCTPANOANPOBaHbI Ha APYrMe TUMbl ayTONOrNYHOW
COJIMAHOW OMYXOAN MPU YCI0BUN HEUN3MEHHOCTU TEXHONOM N NPON3BOACTBA KIETOYHONM BaKLMHbI, cnocoba
ee BBeJeHus.

372. UccnepoBaHns cneundunveckoro aencteus BMKI Ha opraHu3m npoBOASATCS C LEe/blo AeMOHCTPaLUm
npurogHocTy BMKI1 n MmexaHn3Ma ero gencTsra Npyv NpUMEHEHUN y YeioBeKa A5 NPohuakTUKMK,
AVArHOCTUKK 1 neYveHns 3aboneBaHnin WA COCTOSHMI NaUneHTa, COXpaHeHns BepeMeHHOCTM 1
MeLMLMHCKON peabunutaumm naumeHTa.

373. Mpun npoBefeHNN OOKANHNYECKMX NCCeL0BaHMNIN MOXET BbiTb NCMOb30BAHO HECKOIbLKO CXOXUX
MoJLenen.

374. Mpwn npoBefeHUN OOKANHUYECKMX nccnenosaHuin BMKIT ons noaTeepxaeHns cneunduyeckoro
aencteus BMKI1 Ha opraHv3m Heob6X04MMO yCTaHOBMTL (MCCNefoBaTh):

a) pesynbTaTt u (Mam) MexaHnsm gencTema uccnegyemoro bMKIT;

6) BAMSAHME Ha COCTOSIHWE UMMYHUTETa U (1SIN) TeYEeHNEe NMMYHHBIX peakumnin ana BMKI, npegHasHa4YeHHbIX
4019 MOANGUKALNN UMMYHOSIOTUYECKNX PeakLnii;

B) MHTerpauunto BMKII B okpyXatoLine TKaHu;

r) npoandgepaumnto KNeTok KneTo4yHom amHum BMKI1 B opraHu3sme peuunnueHTa;

[l) coxpaHeHue nnn buogerpagaumnio (3ameweHne) bMKI in vivo;

e) cTaann onhepeHLnpPOBKIN KNETOYHON ANHUN, €CN NPOAYKT COAEPXUT KNETKU, He JoCTurwne
TepMUHaNbLHON AnthhepeHLUNPOBKN;

X) acbhekTrBHOE KonnvecTso BMKI (ecnmn He npeanonaraeTcs UCMNosb30BaHNe 0AHOMO HEAEANMOro
KONN4ecTBa);

3) ONTUMAaNbHLIN PEXMM 1 HYacTOTYy BBEAEHMSA B C/ly4ae MHOroKpaTHoro seegeHns bMKIT,

1) B3aMMOAENCTBME C NEKAPCTBEHHbLIMM NpenapaTaMu, eCan npeanosaraeTcs nX COBMECTHOE NMpUMeEHeHMne
¢ BMKI, Bknitoyas 060CHOBaHME NPOBEAEHNSA TAaKOr0 UCCNENOBAHNS U €r0 METOMIOB, @ TakXXe MepeyHs
JIeKapCTBEHHbIX NPenapaToB, C KOTOPbIMU HeEOBXOAUMO N3Y4MTb B3anMOLENCTBUE, i 060CHOBaHME
O0TKasa OT NpoBefeHNs Takoro nccsieoBaHus.

375. [laHHble AOKNMHUYECKUX NCCIeA0BAHNIA BKIKOYALOT:

a) obocHoBaHMe Bbibopa moaenu;

6) onucaHne pasMynii N CXOACTB Mexay naTodusnonorven sabonesaHuns (CoCTosHNA), MOAENNPOBAHHOMO
B X04e nuccnenoBaHuns cneyundudeckoro genctema BMKI Ha opraHnsm, n natogusnonorven sabonesaHuns
(cocTosHMS), HabntogaemMoro y YenoBeka;

B) o60CHOBaHMe BAMAHNS 3aboseBaHMa (COCTOAHNA) MOAENN Ha crieumnduyeckoe genctene BMKI Ha
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opraHusm;
r) 060CHOBaHME BO3MOXXHOCTUN 3KCTPANOAALMM MONYYEHHbIX A8 noaxoasawen mogenn bMKI gaHHbIX Ha
BMKI, npegHa3Ha4YeHHbIA A8 MPUMEHEHMNS Y YEN0BEKa;

4) 060CHOBaHMeE MPUYMHBI HEBO3MOXKHOCTU AEMOHCTPaLMKU cneumndunyeckoro genctems EMKI B nonHoOM
obbeme C NpUMEHeHneM UCNoAb3yeMbIX MOLenen € ykasaHmeM cnocobos nonyvyeHns HegoCTatoLWwmx
LaHHbIX;

€) NnaH NpoBefEHHbIX UCCAenoBaHMI crneymndudeckoro genctema BMKI Ha opraHusm.

376. JoKANHUYECKME UCcieaoBaHns BTopuyHoro aenctens BMKI Ha opraHu3m npoBOASTCS B CyYasx:
a) HaJIM4Ynsa TEOPETUYECKUX NN IKCNEPUMEHTANIbHO MOATBEPKAEHHbLIX OCHOBAHMI NosaraTb, YTO YacTb
cneunduydecknx aggpekTos BMKI MoxeT 6biTb 06ycnoBieHa He TONbKO B3anmogencTenem bMKII ¢
obbekTamu Bo3gencTens BMKI (nanee - MuLieHW), HO U B3aUMOLENCTBMEM C UHLIMU (CTOPOHHUMN)
MULLEHAMMU;

6) HaM4Me TEOPETMNYECKMX NN SKCMEPUMEHTAIbHO NOATBEPXKAEHHbLIX OCHOBaHWUI NonaraTh, YTO YacCTb
cneuunuyecknx 3heKkToB KOMNOHeHTOB BMKIT, He ABAAIOWMXCSA KNETOYHON NUHUEN (NeKapCTBEHHbIE
npenapartsl, hapMaLeBTMHeckue cybcTaHunmn, MeANLUNHCKE U3LENNS, NPOAYKTbl, CEKPETMPYEMbIE
KNETOYHON NnHMen), obycnoBnieHa B3anMOAENCTBMEM KOMNOHEHTOB BMKI, He ABASIOWMXCA KNeTOYHOW
JINHNEWR, CO CTOPOHHUMIW MULLEHAMN.

377. B kayecTBe Modenen aAna ucciaenoBaHns BTopuyHoro aenctema BMKI Ha opraHn3M fosKHbl 6bITh
MCMNOJIb30BaHbl CXOXMe MOAENIN B COOTBETCTBUN C NyHKTaMu 358 - 360 Mpasun.

378. MNpwu nccnenoBaHnm BTopnyHoro genctama bBMKI Ha opraHn3m go/KHbI ObiTb YCTAHOBIEHBI Ha/IyKne
NN OTCYTCTBME 3 (eKTOB, 06YCNOBNIEHHbIX B3aMOAENCTBNEM CO CTOPOHHMMMN MULLIEHSMU, U CTEMNEHb
BbIPaXXE€HHOCTUN TaknX 3h(heKToB.

379. KuHeTn4yeckme nccnefoBaHmsa nNpoBOAATCA C Liefiblo UcciefoBaHns Murpaummn seefeHHoro bMKIM nnu
€ro 4acTu, NPOAO/IKUTENBHOCTM cywecTBoBaHMA BMKI B opraHn3me n o6ocHoBaHMsA cnocobos BBeAEHUS
BMKI.

380. MNpwu npoBefeHNN KUHETUYECKUX NCCNef0BaHNIA OOMYCKAeTCa UCMONb30BaHNe TeX Xe MofeNen, YTo 1
npv NpoBeAEHUN UccnenoBaHni cneumguyeckoro genctena BMKI Ha opraHU3M 1 TOKCUKONOMMYECKIMX
nccnenoBaHui.

381. MpoBeaeHNe KUHETUYECKNX UCCAen0BaHNI MOXET OblTb COBMELLEHO C NPOBeAEHNEM
TOKCMKOJIOMMYECKNX NCCAe0BaHNI U UCCeaoBaHNI cneundunyeckoro aenctens BMKI Ha opraHusm.
382. B xo4e NpoBefeHNs KUHETUYECKNX UCCNenoBaHN He0bX0ANMO NPOAEMOHCTPMPOBaT:

a) obocHoBaHHOCTL cnocoba BBeaeHus (ons BMKIM, korpa mecto gencteusa BMKI oTnnvaeTcs oT ero mecTta
BBEOEHUS);

6) MUrpaLnto KNeTOK KNETOYHON NNHUK (KNeToYHbIX AnHUn) BMKI n3 mecta BBegeHns bMKI;

B) ANINTENBHOCTHL CyllecTBoBaHUsA BMKI B opraHu3me (ecnm npeanosiaraeTcs ero nosHas uam YyactuyHas
3MMUHALNS) UK ero NPUCYTCTBUE B OpraHn3Me B Te4eHne BpeMeHn, Heobxo4MMOoro a5 oKasaHus
TepaneBTMYeCcKoro adaekTa.

383. B cniyvae ecnm BMKI npefHa3Ha4veH 015 CEKpPeLmmn B opraHm3mMe YesioBeka papMakoiornyeckm
aKTMBHOIO BELLEeCTBa, A0JKHa ObITb N3y4yeHa (hapMakOKMHETMKa 3TOro BeLecTsa.

384. TOKCMKOIOrnyeckmne nccaenoBaHma NPoBOAATCS C LIEeSbI0 OLEHKN PUCKa U 0XKNOAEMON MOJb3bl OT
npumeHeHnst BMKII. ToKkcuKosormnyeckme nccnefoBaHns OKHbI NMPOBOANTHECA C YHETOM:

a) NoKa3aHu K npuMeHeHnto BMKIT;

6) npeanonaraemMoro pexxvma BeefeHns (OLHOKPaTHOE, MHOFOKpaTHoOE);

B) 0XKMIAEMOro BPEMEHUN Pa3BMTUSA BO3SMOXXHbBIX TOKCUYECKMX 3DNEKTOB (HEMEeOEHHbIE, B TeYeHmne 1 - 2
CYTOK MOCJie NepBOro NPMMEHEHNS, OTCPOYEHHbLIE);

r) cBeOEHUN 0 TOKCMYHOCTU CX0XMX BMKIT;

[) cBegeHun o cneumdurnyeckom gencteum nccnegyemoro bMKI Ha opraHusm.

385. TOKCMKOSIOrNYeCKne NccaenoBaHnNa fOKHbI MPOBOAUTLCS C y4eToM TpebosaHui Mpasun
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Haonexallen n1abopaToOpHON NPAKTUKMN.

386. lMNpu npoBefeHNN TOKCUKONOMMYECKUX NCCNef0BaHNIA LO/KHbI MCNOJb30BaTLCA CXOXMNE MOLENN.
387. B ciyvae ecnm cxoxas MoAenb He MOXKeT BbiTb MCNosib30BaHa A4/ BCEX 3aMaHMPOBaHHbIX
nccnenoBaHnin TOKCUYHOCTK, YaCTb UCCIe0BaHUIN, HE CBSA3@HHbIX C BO3AENCTBUEM KJIETOYHON ANHMMK Ha
OpraHu3M, MOXeT 6bITb NPOBeAeHa Ha MOAENN, He ABAAIOLLENCS CXOXKEN, HanpuMep, nccaenoBaHme
6e3onacHocTn cnocoba NPMMEHEHNS U NpeAHa3HaYeHHOro Aas 3TOr0 MeANLMHCKOro U3aenus.

388. YacTb nccnegoBaHnin TOKCUYHOCTM MOXKET BbITb MpoBeAeHa in vitro npyn Hann4mm o6oCcHoBaHNMS.

389. CnenyeT ncnosib3oBaTb MOAEb, HA KOTOPOW NPOAEMOHCTPMPOBAHO crneungunyeckoe aencrene bMKII
Ha OpraHM3M, ecsim MoLesib, Ha KOTOPON NPOAEMOHCTPUPOBAHO cneunduyeckoe gencreme bMKI1 Ha
OopraHu3Mm, No3BoJISET NPOBECTU TOKCUKONOrMYeCcKne nccnefoBaHna B COOTBETCTBUN C MNpaBunamu,

390. CnefyeT 1CMNoJ1b30BaTb 340POBbIX XXUBOTHLIX, €CJIN NCMOJIb30BaHWE 340POBbIX XXNUBOTHbLIX MO3BOSISET
npuMeHaTb nccnegyemsin BMKIM unn romonornyHyto mogesns BMKIT.

391. lonyckaeTcs MCNoJib30BaHME O4HOIr0 BUAA XXUBOTHbBIX, €C/IN Ha HEM BO3MOXXHO MpoBefeHune
nccnenoBaHui Bcex TpebyeMbix NokasaTenen TOKCUYHOCTU. B ciyvyae HEBO3MOXXHOCTU NCCIe0BaHMA BCEX
TpebyeMmbix Moka3zaTesien Ha 04HOM BUAE XMBOTHbIX A58 NCCeA0BAHNSA TOKCUYHOCTM HEOBX0AMMO
NCNoNb30BaTb HECKOJIbKO BMAOB XMUBOTHbIX WK LONOJHUTENLHO MOAENb in Vitro.

392. B cny4vae ecnm BMKI npegHa3HayYeH NCKMOYUTENLHO A8 NPUMEHEHNS Y LeTeln, TOKCUKOornyeckmne
nccnepoBaHms obuien TOKCMYHOCTU AOJKHBI ObITb MPOBEAEHEI C NCMOb30BAHNEM HEMOJIOBO3PENbIX
YKMBOTHbIX IN60 MONOBO3PENbIX XXUBOTHBIX 1 MOAENN in Vitro, NO3BONSAIOLLEN NPOAEMOHCTPUMPOBATL
6esonacHocTb NpuMeHeHns BMKII. B cnyyae, ecnv BMKI npefHa3HayvyeH aas MPMMEHEHMNSA HE TONbKO Y
JEeTeN, NPoBeAeHNS CNeunabHbIX JOKINHUYECKMX NCCIeA0BaHUI, 060CHOBLIBAOLLMX NPUMEHEHNE Y
AeTen, He TpebyeTcs.

393. Mo pe3ynbTaTaM TOKCUKOJIOTUYECKNX UCCNeIOBAHNIA [OKHbI ObITh YCTAHOBNEHSI:

a) Hann4me (OTCYTCTBUE) TOKCMHECKUX 3P(PEKTOB;

6) Ka4yecTBEHHas N KOMMYECTBEHHAS XapaKTEPUCTUKIN HabMOLAaeEMbIX MECTHbIX U 0BLLMX TOKCUYECKNX
a(ppekToB N0 CUCTEMAM OpPraHoOB, BKJIOYAsA BPEMS UX BO3HUKHOBEHUS;

B) (haKT MCYE3HOBEHNS TOKCUYECKMX 3h(hEeKTOB NoCse npekpaeHns npumeHeHma BMKIT,

) 3aBUCUMOCTb TOKCUYECKMX 3PDEKTOB OT KonmnyecTBa BMKI (ecqin npennonaraeTcs npMMeHeHme
pa3nunyHbIX Konnyects BMKI B KNMHUYECKNX UCCnenoBaHnsaX);

n) 6esonacHoe konnyecTso BMKI ona Havyana KJIMHUYECKUX UCCen0BaHNA.

394, MNpwu ncnonb3oBaHun B coctase bMKI1 BCnoMoraTesibHbIX BELWECTB, TOKCUYHOCTb KOTOPbLIX paHee He
nccnenoBasiacb, B OTHOLEHMMN TakMX BellecTB TpebyeTcs npoBeaeHne oTAesbHbIX TOKCUKOI0r MYeCKnx
nccnenoBaHui.

395. TpeboBaHus K NAaHy nccnenoBaHus obLLen TOKCUMYHOCTH:

a) NnaH nccneposaHms obLen TOKCMYHOCTU A0JKEH COOTBETCTBOBATL NMIAaHUPYEMOMY KIMHUYECKOMY
ncnonb3oBaHuio BMKII. CnegyeT ncnonb3oBaTb CNOCO6 1 KpaTHOCTL BBeAeHUs BMKI, koTopble
npeanonaraeTcs UCNoNb30BaTh MPU KINHMYECKOM npuMeHeHun BMKII. HecooTBeTCTBUA Mexay
NAaHNPYEMbIM KINHNYECKMM npuMeHeHnem BMKI n nnaHom uccnenoBaHns obLlen TOKCUYHOCTW LOSKHbI
6bITb 060CHOBaHbI;

6) ncnonb3yemoe KoJIMYECTBO XXUBOTHbIX AOJ/IKHO ObITb AOCTAaTOYHbIM OJ15 BbISIBJIEHNSA TOKCMYECKNX
3(hhekToB. PeKOMEHAYeTCSA NCMONb30BaTb He MeHee 6 - 8 0coben MeNKNX XXNBOTHbIX (FPbI3yHbl) Ka)kAoro
nona (3a UCKJIIOYEHNEM CyYaeB, Korga npumeHeHne MKl npegyCMOTpeHO TOIbKO Yy MaLMeHTOB O4HOI0
noJsia) n He meHee 4 - 6 ocoben 6onee KPyNHbIX XUBOTHbLIX Ha 04HO Uccnenyemoe Koamyectso BMKI.
[aHHble [OMKHbI YH4UTLIBATHCA MO KaXXA0MY MoJly pa3fesbHo;

B) B MCCnenoBaHuny obLLen TOKCUYHOCTU HeEOBX0AMMO NCMONb30BaTb KOHTPOJIbHYIO Fpynny, COCTOSLLYIO 13
YKMBOTHbIX, He nonay4atowmx BMKIM. XKMBoTHbIe KOHTPOALHON rpynmbl MOrYT ObITb JJ0XKHOONEPMPOBaHbI
(ecnn npumeHeHne BMKIT npegycMaTpuBaEeT onepaTMBHOE BMELLATENLCTBO) 1 (MK) noaydYaTb OTAENbHbIE
KoMnoHeHTbl BMKI nnn nnauebo.
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396. NccnepoBaHus obLLen TOKCMYHOCTY NPy 0AHOKPaTHOM BBeaeHun BMKI npoBoaaTca ans BMKI,
npegHa3HavYeHHbIX 418 0AHOKPATHOMO U MHOMOKPATHOro npumeHeHuns. Ons BMKII, npefHa3HaYeHHbIX 44
MHOrOKPaTHOIO NMPUMEHEHMS, TakXXe NPOBOASATCS UccnenoBaHns oben TOKCUYHOCTY MNP MHOFOKPaTHOM
npuMeHeHun BMKII. [lonyckaeTcs npoBeAeHne NCCnefoBaHnin TOKCUYHOCTY TOJSIbKO NPY MHOMOKPaTHOM
BBegeHun BMKIT npy ycnoBun OLLEHKM COCTOSIHUS XXUBOTHBIX MOCJIe NEPBOro BBeAeHUs. ONnTeNIbHOCTb
HabnaeHNs NPy MCCNef0BaHNM TOKCMYHOCTU AOJKHA MPEBLIWATh NPOLO/IKUTENBHOCTL MCCef0BaHNN
cneuunduydeckoro penctema BMKIM Ha opraHn3M nnam cocTaBAATb HE MEHEE CPOKa NOJIHON UHTErpaLmm
BMKIT ¢ okpy>XaloWmnMy TKaHAMK, ecn npeanonaraeTcs Takasa MHTerpaums.

397. MakcMManbHOe NCMob30BaHHOE B UCCef0BaHMAX 06LLen TOKCUYHOCTY KosindecTBo BMKI 3aBucuT oT
csoncTB BMKI 1 060CHOBbLIBAETCA B KaXXA0OM Clyvae NHAUBMAYANbHO. B ciyvyae ecnum B KIMHUYECKMX
nccnenoBaHuax npepnonaraetcs nogbop 6esonacHoro n adhdekTnBHoro konuyectea MKII, B
nccnenoBaHmax obLen TOKCMYHOCTN HeobXoANMO M3YUYnTb pa3nnyHoe Konndectso BMKII. B cnyyae ecnm B
KJINHNYECKUX McCcnenoBaHunsx byaeT nccnenoBatbCs oHO KosmyectBo BMKI, B nccnenosaHusx obuien
TOKCUYHOCTMW LO/KHO BbITb NCCNEef0BaHO MaKCMalbHO BO3MOXXHOE Konuvectso BEMKI ana naHHoM
mMogenu. Npu oTCYTCTBUM 3aBUCMMOCTY 3hhekTa npuMeHeHns BMKI oT konunyectsa BMKIT MmakcumaneHoe
konuyectso BMKI1 B nccnepgoBaHuy obLLen TOKCUYHOCTU A0KHO 6bITh 060CHOBAHO MCXOas U3
3KOHOMUYECKUX N TEXHUYECKNX CO0BparkeHmn.

398. NccnepnoBaHns MECTHOW TOKCUYHOCTU 1 B3anmoaencTens BMKIT ¢ okpyXalowmmMy TKaHAaMM
NPOBOAATCS B MeCTe BBEAEHMA 1, eC/K NpejnonaraeTcs, B MecTe nHterpaumm BMKI B okpy»xatowme
TKaHW, eCJiv OHO OTJIMYHO OT MeCTa BBefeHUA. [poBefeHne rmcTosiorMyeckoro nccaeoBaHma mecTa
BBegeHuna BMKI1 u, npn Hanu4un, mecTta uHTerpaumy BMKI1 B okpy»KaloLme TKaHW ABNdeTcs
oba3aTenbHbIM. Mpy NpoBEeAEHUN NCCeL0BaHNA MECTHON TOKCUYHOCTU HeEOBX0AMMO NCCenoBaThb
NPU3HaKN N3MeHeHns CTPYKTypbl BMKIT, npn3Hakn MeCTHOW BOCMaNNTESIbHOW peakLm, MOBpeXXaeHuns
OKPY>XaloLLNX TKaHen, NPU3HaK1 BOCNaanTeNbHON MHDUAbTpauun BMKI, npu3Hakm n gMHaMUKy
oTTOopXeHuss BMKII. iccnenoBaHma MeCTHOM M 06LLEen TOKCUYHOCTY MOTYT ObITh COBMELLLEHBI.

399. NccnepoBaHus TymoporeHHocT BMKI 4onmxHbI MPOBOAMTLCSA Ha CXOXMX MOLENSAX U BKOYaTh B Ce64
nccnenoBaHNa BO3MOXKHOCTY SKTOMUYECKOr0 NPYIKMBAEHNSA KIETOYHbIX JIMHNIA, BXOAALLMX B cocTaB BMKIT.
B cnyvae ecnm npeaycMOTPEHO TOMMYECKOE NPUXMBAEHNE KJIETOK KJIETOYHON NNHMK, BXOASLWEN B COCTaB
BMKI, 8o/KHbI MPOBOANTLCA NCCEL0BaHNA BO3SMOXHOCTM M3ObITOYHONO poCTa KNETOK KNETOYHON JNHNN,
BXOJSLLelN B cOCTaB BBeAeHHOro BMKII, nx ummopTanusauum, B TOM Y1UCae B OTCYTCTBUM U3ObITOYHOIO
pocTa, 0bpa3oBaHMA gMcnnasuin, MeTanaasmm n Apyrux N3MeHEeHUn, KOTOpble MOXHO PaCLLEHNTb Kak
npegonyxonesble. N8 HeCcneunann3MpoBaHHbIX KETOK, BXoAaWwmx B coctas BMKI1 1 npegHasHa4YeHHbIX
AN1S pereHepaTMBHON Tepanuu, A0/KHbI 6bITb OLEHEHBI HanNpaBaeHnsa nx AnddepeHLMPOBKN, NoKa3aTenn
[e- N TpaHCAMMhEePEeHLMPOBKU 1 Pa3BUTHE U3 KIETOK KIETOYHOM NMHWUK, BXoAsLLen B cocTas BMKI,
TepaToM. MMCTONOrNYeCcKne NCCNef0BaHNA MPU OLLEHKE TYMOPOreHHOCTY ABASIOTCS 0643aTeNbHbIMU.
MepeyeHb OUEHNBAEMbIX U3MEHEHUI ONpeaenseTcs CBONCTBaMM KOHKpeTHoro BMKIM n gomxeH bbiTh
060cHOBaH. MPOaOMKUTENBHOCTL NCCNENOBAHNS TYMOPOreHHOCTY HE A0JKHA ObITb MEHbLLE
NPOLO/KUTENILHOCTY NCCNefoBaHNs 0bLLen TOKCMYHOCTN. iccnenoBaHMs TYMOPOreHHOCTH 1 obLuen
TOKCUYHOCTM MOTYT ObITb COBMELLEHBI.

400. NccnepoBaHMsa oHKoreHHoCTY BMKIT LonXKHbI NPOBOAMTLCS Ha CX0Xen Mmoaenu ana scex bMKII,
copepXKallmx HecneumannusnpoBaHHbIe KNEeTKU UK CEKPETUPYIOLLMX (DaKTOpPbI, BJVAIOLLNE HA POCT ”
AnddepeHLnpPoBKY KNETOK, a Takxe A1 BMKI, Bbi3blBaOLWLNX UMMYHOCYTNPECCUIO U MPOHNKAOLWNX B
CUCTEMHYIO LMpKynsuuio. iccnenoBaHns OHKOME€HHOCTU AO/KHbBI NPOBOANTLCSA Ans BMKII, noaBeprHyTbix
reHeTn4yecKon MoanduKaLmm, a TakXKe CoOAepXKaLlx IekapCTBeHHbIe npenapaThbl 1 (1an)
hapMaueBTNYECKME CYyOCTaHLMMN N CEKPETUPYIOLLINX DapMaKOoIorMYeckn akTUBHbIE BELLECTBa, eC/n
cBefeHnsa 06 OHKOreHHOCTU hapMaKoIorMyeCckn akTMBHbIX BELLECTB, (hapMaLeBTUYECKMX CyOCTaHLMA 1
JIEKapPCTBEHHbIX MpenapaToB OTCYTCTBYIOT. IcCnenoBaHNS OHKOreHHOCTU He ABAAOTCS 0683aTeNIbHbIMM
ans BMKII, npefHa3Ha4YeHHbIX 419 NeYeHMs NaLMeHTOB C MECTHOPACMPOCTPaHEHHBIMU U
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MeTacTaTUYECKUMU OHKOJIOrnYecknmm 3aboneBaHmamm, HeobxoammMoCTb NCCIeA0BaHNIN OHKOr€HHOCTH
nHbIX BMKI gomxHa 060CHOBbLIBAaTLCS MHAMBUAYANbHO UCXOAA N3 MOKA3aHUA K MPUMEHEHMIO,
cneunduydeckoro genctema BMKI Ha opraHnsM, hapMakoaorn4eckmx CBOMCTB M MHbIX hakTopoB. BMKII, B
OTHOLUEHWN KOTOPOro He NPOBeAEHO NCCNef0BaHNA OHKOMEHHOCTK, ABASETCA NOTEHLUMAIbHO OHKOI€HHbIM.
401. Mpwn npoBeaeHNN NCccnenoBaHMn oHKoreHHoCcT BMKIT Heobxoaumo KOHTpompoBaTh obpa3oBaHne
onyxosin B MecTe BBegeHns BMKI1 1 B oToaneHHbIX opraHax. Koim4ecTso, YacToTa M KPaTHOCTb BBeAEHUS
BMKIM posxHbl 6biTb 060CHOBaHLI. KpaTHOCTbL BBeAeHUs BMKI1 B nccnenoBaHnsAx oHKoreHHocTn BMKIM
L0/MKHa BbITb YBEMYEHA MO CPAaBHEHMIO C NpeAnoiaraeMon KpaTHOCTbI0 BBEAEHNSA B KIMHUYECKUX
nccneposaHmax BMKI. Cpok HabnogeHus 3a 1abopaTOPHLIMU XXUBOTHLIMU MPU NCCNEAOBAHUSAX
OHKOIFeHHOCTM LOJDKEH COCTaBAATh 24 Mecsaua A5 KpbIC 1 18 MecsueB a5 Mbilen, Wan UHOW
060CHOBAHHbI CPOK, MPEBbLILLIAIOLWNA MPOACKNTENBHOCTb NCCNEA0BAHUS 00LLEN TOKCUYHOCTW.
0O6s3aTenbHbIM MpK NPOBEAEHNN NCCIEA0BAHUIN OHKOreHHoCTU BMKIT aBnseTcs ncnosb3oBaHmne
KOHTPOJIbHOW rpynmnbl XKMBOTHbIX, He nonyyatowmx BMKII. icnosib30BaHME KPaTKOCPOYHbIX TECTOB 1 TECTOB
in vitro gna oueHkn oHkoreHHocTu BMKIT He gonyckaeTcs.

402. iccnenoBaHma penpoayKTUBHON TOKCUYHOCTU BMKIT goskHbl 6biTh NpoBeAeHsbl B 0THOLEHU BMKIT,
coaepKallnx JIeKapCTBEHHbIe NMpenapaThl, hapMaueBTUYeckmne cybCcTaHL MM NN CEKPETUPYOLLINX
(hapMaKoNornyeckn akTMBHbIE BELLECTBA, €CN CBEAEHUS O PEMPOAYKTUBHON TOKCUYHOCTM NEKAPCTBEHHbIX
npenapaToB, hapMaLeBTUYECKNX CyOCTaHLMIA 1 (hapMaKoNOrMYeCKn akTUBHbIX BELLECTB OTCYTCTBYIOT, @
Takxe ana bBMKIT:

a) NpedHa3Ha4YeHHbIX 419 nevyeHns 3aboneBaHnin PpenpoayKTUBHbBIX OPraHoB;

6) NnpeagHa3sHa4YeHHbIX AN BAUSHUA Ha TedeHne BepeMeHHOCTY 1 pa3BUTMeE NIoaa;

B) 3aBe1OMO MnpeoosieBatoWnx deTonnaueHTapHbin 6apbep;

r) DencTBUe KOTOPLIX NpeaycMaTpMBaeT PacnpoCTpaHEHNE B CUCTEMHON LMPKYASALNN.

403. UccnepnoBaHnsa penpoayKTUBHOW TOKCUYHOCTM He NPOBOAATCS B OTHoWweHUU BMKITI, npegHa3Ha4YeHHbIX
4715 NeYeHN NaLMEHTOB C XU3HEYTPOXKAIOLWNMN COCTOAHUAMU C BLICOKMM PUCKOM CMEPTU U
MeCTHOPACNPOCTPaHEHHbIMN U METACTaTUYECKMMMN OHKOOrMYeckuMin 3aboneBaHnsaMu, a Takxxe bMKI,
npefHa3Ha4YeHHbIX K MPUMEHEHUNIO Y XXEHLLMH B MeHoMnay3e. HeobxoamnMocTb nccaenoBaHmmn
pPenpoayKTUBHOM TOKCUYHOCTM UHbIX BMKIT 060CHOBbLIBAETCA UCXOAA U3 MOKA3aHUA K MPUMEHEHWIO,
cneunguyeckoro AenCTBUS Ha opraHn3M, hapMakoaornieckux ceoncTs. bBMKII, B 0OTHOLEHNW KOTOPOro He
npoBeLeHO UccaefoBaHUi penpoayKTUBHON TOKCMYHOCTHY, LOJHKEH PacCMaTPMBaTLCA KakK NOTEHUMabHO
PenpoayKTUBHO TOKCUYHbIN.

404. ins nccnenoBaHuin penpoaykTUBHOM TOKCMYHOCTM BMKIT gonyckaeTcs ucnonb30BaHMe rOMOIOrMYHON
mogenu BMKIT.

405. UccnefoBaHUe MMMYHOr€HHOCTU U UMMYHOTOKCUYHOCTY npoBogaTca ansa BMKI, npefHa3HayYeHHbIX
4519 MOANGUKALNN UMMYHOSIOTMYECKMX peakLMid pa3nyHOro Tuna B paMKax MCCnefoBaHns nx
cneunduyeckoro AencTBMA Ha opraHu3Mm. NMepeyeHb nccnegyemMbix NapamMmeTpoB AoJKeH bbiTb 060CHOBaH
ncxonsa n3 ocobeHHocTen cneungryeckoro aenctens bBMKI Ha opraHu3m.

406. ns annoreHHblX 1 KOMBUHMPOBaHHbLIX BMKI, BMKI, copepxalinx B CBOEM COCTaBE FrEHETMNYECKU
MOANGULNPOBAHHbIE KNETOYHbIE IMHUK, IeKaPCTBEHHbIE NpenapaThl, (hapMaLeBTuyeckne cybctaHumm n
(nnn) MeanumMHCKMe n3genns, B TOM Yucne MeanunuHCKmne n3genmsa B Ka4ecTBe CMCTEMbI MPUMEHEHMS
BMKI, TpebyeTca npoBefeHne fOMNOJHUTENbHbBIX NCCNeA0BaHNN.

407. Ons annoreHHbiX 1 KOMBUHUPOBaHHbLIX BMKI TpebyeTcs npoBeneHne UCCNenoBaHNS UMMYHOr€HHOCTM
K aHTureHam BMKII, He BCTpeYaloWwumMcs y peumnmenTa u (nam) nccnenosaHume in vitro, HanpaB/ieHHOE Ha
obHapy)XeHne KNeTOYHbIX LMTOTOKCMYECKUX PeaKLMin K MOBEPXHOCTHBLIM aHTUFeHaM KNeTOK KJIETOYHON
JMHWUK, BXoaswen B coctaB BMKI. OueHKa MMMYHOreHHOCTY NPOU3BOAMTCA B OTHOWeEHUN BMKIT n B
OTHOLLEHUW KNETOYHbIX MHWIA, BXoAALWMX B cocTaB BMKI, nocne nx cospeBaHnsa 1 AuddepeHLnpoBKM
BHYTPW OpraHu3sMa peuunmeHTa. Bo3MO)XXHO NpoBefeHne ncciefoBaHns HapacTaHua TUTpa
cneunuyecknx aHTuTen n (Man) KNeToYHoM LMTOTOKCUYHOCTM B MPOLEeCcce CO3PEBAHNSA KJIETOYHbIX JINHNNA,
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BXoasLux B coctaB BEMKI, B opraHu3ame. Obs3aTesNibHbIM SBASETCA NPOBEAEHNE NCCE0BAHNIA MECTHbIX
BOCNaJINTeSNIbHbIX peakuun B MecTe BeefieHna BMKI1 n B npeanonaraeMom mecte fenctsus BMKI, B ToM
yucne B Csiydae, ecan No pesynbTaTaM KMHETUYECKUX nccnenoBaHuin bMKI B mecTax BBeAEHUSA He
obHapyxxunBaeTcs. MNpn NCNonb30BaHUN HeCMNeLMann3npoBaHHbIX KNeTok B cocTaBe BMKI nccnenosaHme
MEeCTHOM TOKCUYHOCTM M UMMYHOIeHHOCTMK B MecTe aencteus BMKI1 cnenyeT npoBoAUTbL HE MeHee ABYX
pa3: B TeyeHue 2 - 3 gHen nocse goctumxeHns bMKI mecTa ero gencremsa u nocne gndgepeHupoBKM
(co3peBaHKs) OCHOBHOW YacTW KNIETOK NPOAYKTa B CPOK, ONPeAesieHHbIN No AaHHbIM UCCe10BaHWMN
cneundguyeckoro aenctens BMKI Ha opraHusm.

408. Ons BMKII, copepalumx B CBOEM COCTaBe reHeTU4Yecky MOANPULMPOBAHHbIE KNEeTOYHbIE JINHNN,
reHeTu4yeckas MOANMUKALINA KOTOPLIX MPUBOAUT K NPOAYKLUN peuenTopa Uin cekpeunn anraHaa,
KOOMPYEMOro TpaHCreHoM, roMmoJsiornyHaa mogens BMKI1, ncnonbsyemas npu nposeneHnn JOKANHUYECKUX
nccnenoBaHui, LoMKHa obnafath YyBCTBMTENbHOCTbLIO K MPOAYKTY 3KCNpPeccun TpaHCreHa (CBa3biBaHMe C
COOTBETCTBYIOLNM IMFAHAOM UK PeLenTopoM 1 hapMakoaornyecknin 3 ekt B3auMoLencTens).

409. ns BMKII, conepallimx B CBOEM COCTaBe reHeTU4Yecky MoANPULMPOBAHHbIE KNEeTOYHbIE JINHNN,
reHeTmyeckas MoanuKaumnsa KoOTopbiX NPUBOAUT K NpoayKuun 6enka, KogMpyeMoro TpaHCreHoM, AOJKHa
ObITb fO0Ka3aHa Npoaykumsa 6enka, KoagMpyemMoro TpaHCreHoM, 1 ONpeaeneHa AMTeNbHOCTb IKCNpeccumn
TpaHCreHa n NPOAYKLUMMN KOAMpyemMoro nm benka.

410. Ona EMKII, copep»xaLmx B CBOEM COCTaBEe reHeTU4YeCkKn MoaANMULINPOBaHHbLIE KNETOYHbIE NHUN,
A0/MKHa ObITb O0Ka3aHa HeobXoAUMOCTb NPUCYTCTBUA TPaHCIreHa B KIETKaX KIETOYHON JIMHNN, BXOASLLEN
B cocTtaB BMKI, ons cneunduydeckoro gencreusa 6MKI1 Ha opraHn3M, B TOM 4YnCjie B CPaBHUTENbHbIX
nccnepnosaHunsax bMKI, B cocTaB KOTOPbLIX BXOAAT reHeTUYeCcKn MoANULMpoBaHHasa n
HeMoONMULNPOBaHHAsA KNeToYHble JINHUN,

411. Mpwn NpoBeAEHNN KNHETUYECKMX nccnenosaHnin BMKI, cogepxalmx B CBOEM COCTaBE FrEHETUYECKM
MOANGULNPOBAHHbIE KIETOYHbIE IMHUK, B AOMNOJHEHME K TPeboBaHMAM, N3/T0XKEHHbIM B MYHKTax 379 - 382
MpaBun, Ha Moaenn in vitro nam in vivo 10MKHO BbITb YCTAaHOBAEHO OTCYTCTBIE Nepeadn TpaHCreHa
KJieTKaM HEMOAN(ULMPOBAHHbIX KNETOYHbIX JIMHWUIA, BXOAAWMX B cocTaB BMKI, n kneTkam opraHu3Ma-
peuunueHTa. B cnyyae ecsiv BO3MOXXHa nepefada TpaHCreHa KJieTkaM HeMOAUPULNPOBAHHBIX KIETOYHbIX
JIMHWA, BXoaswmx B coctaB BMKII, n (Man) KneTkam opraHu3smMa-peumnmeHTa BO3MOXHaA, TO 419 TaKoro
BMKI Heobxoanmo nccnenoBaTb pacnpenesieHne TpaHCreHa u 4JIMTenbHOCTb NPUCYTCTBMSA TPaHCreHa B
opraHusme.

412. Onsa BMKII, copep)xallmx B CBOEM COCTaBE reHeTUYeCKN MOANMDULMPOBAHHLIE KJIETOYHbIE JIMHUN,
HeobxoOQMMO NPOBECTU NCCNeA0BaHNS OHKOreHHOCTH, 3a UCKJYeHneM BMKI, npegHa3HaYeHHbIX 44
JleYeHns NauneHToB C MECTHOPACNPOCTPAHEHHbIMM N METAaCTaTUHECKUMWN OHKONOMNYECKUMMN
3aboneBaHnaMN.

413. Ona EMKII, cogep»xaLimx B CBOEM COCTaBE reHeTU4YeCckKn MoanULIMPOBaHHbLIE KNETO4YHbIE NHUN,
HeobXx0aMMO nccnenoBaTb UMMYHOME€HHOCTb (BbIpabOTKy aHTUTEN) HEMOCPEACTBEHHO K MPOAYKTY
3KCMPeCCHMmn TPaHCreHa, ec/iv OH SBASETCA HeXapaKTePHbIM A5 KNETOK KNeTOYHOW IMHWK, 3a
NCKJIIOYEHNEM aHTUMEH-NPE3EHTUPYIOLWMX KJIETOK.

414. Ons BMKII, cogepxalimx nekapCTBEHHbIE nNpenapaThl 1 (aun) hapmauesTuyeckne cybctaHumm, npu
NPOBeEHNN KMHETUYECKNX NCCeloBaHMN HEOBX0AMMO UCCNenoBaTh (PapMaKOKUHETUKY JIEKAaPCTBEHHbIX
npenapaTos v (1K) hapmaLeBTU4ecKnx cybctaHummn, sxoaawmux B coctas bMKI. B cnyyae ecnn BMKIM
npefHasHayveH aN1g aApecHoON OOCTaBKM JIEKAPCTBEHHOMO CPeACTBa, HE0OX0AMMO MPOBECTY ONpeaeNieHne
KOHUEHTpauun 1 (nnun) 6MogocTynHOCTY IEKapCTBEHHOIO CPeACTBa B OpraHe, Ha KOTOPGIN
npegnonaraeTtcs Bo3gencrame bMKII.

415. ina BMKITI, copep)Xallmx B CBOEM COCTaBe MeAULMNHCKNE U3LeSINa UNN ANS MPUMEHEHMNA KOTOPbIX
NCNOSIb3YI0TCA MeAULNHCKME n3genns Heobxoammo 060CHOBaTL Lielb MPUMEHEHNSA MELULIMHCKOrO
nspenus B coctaBe bMKI n ero Ha3HayeHne. Cnocob NpMMeHeHNs NCNOJIb3YEMOro MeAULIMHCKOrO U3aenns
B cocTaBe bBMKIT noskKeH CoOOTBETCTBOBATH KacCy NOTEHUMAaNbLHON OMNaCcHOCTM MeAULMHCKOro N3genums.
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416. B noknnHmyeckux nccnegosaHuax bMKI1, cogepxalumx B CBOEM COCTaBe MegULMHCKNE U3aenns nnm
AN5 MTPUMEHEHMNSA KOTOPBIX UCNO0MIb3YIOTCA MEeAULMHCKME U34eNns, LOJHKHO UCNOMb30BaThbCsA MeAULIMHCKOoe
nsgenve, AeHTUYHoe npeanosiaraeMoMy K UCNosib30BaHUIO MPU KNMHMYECKUX nccnenosaHusax bMKIT.
Pa3mep MeanUMHCKOro U3aenns MoXXeT BbiTb YMEHbLLEH COOTBETCTBEHHO Pa3Mepy XXUBOTHOTO,
NCMNOJIb3yeMOro Npu NPoBeAeHNN OOKANHUYECKNX UCCAeA0BaHWIA, MPU 3TOM MaTepuasbl, N3 KOTOPOro
N3roTOBJIEHO MEAVLIMHCKOE n3henune, L0/HKHbl 0CTaBaTbCA HEM3MEHHbIMU. B cnyyvae ecnu matepuan, 3
KOTOPOro U3roTOBJIEHO MEANLIMHCKOE U3aenune, ABaseTCs BUAOCNeUndNYHbIM (Hanpumep, YenoBevecKmi
KonnareH), 1onycTMMO NCNONb30BaHUE €ro XXMBOTHOMO romosnora. MNpy 3ToM HeobXoANMO UCMOb30BaTh
NAOTHOCTb KJIETOK KNETOYHOW JINHUWN Ha NOBEPXHOCTN MeONLMHCKOro U3aenmsa, Kotopas UAeHTNYHa
npeanosaraemMon a5 UCNOAb30BaHMA y YenoBeka. Mpy NpoBeaeHUN JOKANHUYECKNX nccnegosannii BMKI,
cofiep>Kallmx B CBOEM COCTaBe MeAULNHCKME U3LeNnsa Un AN npuMeHeHNs KOTOPbIX UCMOJIb3YIOTCS
MeONLUHCKNE N3Aenns, LOoNyCKaeTCsa NCMOoJb30BaHne roMoaorniHon mogenun 6MKI.

417. Mpwn npoBeAeHNN OOKINHUYECKMX UCCeaoBaHnin cneumnduryeckoro gencrtama BMKI Ha opraHnsm gns
BMKITI, cogepxalmx B CBOEM COCTaBE MeAULIMHCKUE 3NN NN A8 NPUMEHEHUS KOTOPbIX
NCNOJSIb3YI0TCA MeAULNHCKME n3gennsa, HeobxoamMmo yCTaHOBUTL BMOCOBMECTUMOCTL MaTeprana
MeLUNLMHCKOrO N3fenns C KNeToYHbIMU NMHUAMK, BXoasAWwmMMmM B cocTas BMKTL. B cnyyae ecnmn ans
npumeHeHust BMKI1 ncnone3yeTca MeguUNHCKOE n3genne, npefHasHayeHHoe ONs ero BBefeHuns,
Heobxoammo nccnenoBaTh B3aumoaencTane BMKI ¢ TakuM MeanUMHCKUM U3LeNneM, B TOM YUCSIe B YacCTn
NOBPEeXOEHNS KNETOK MeANLMHCKM n3gennem, agcopbumm KNeTok Ha MegnmuUMHCKOM n3genuu,
COXPaHEHMNS XN3HECNOCOBHOCTN KETOK Ha MEAULIMHCKOM U3OeNnn B Te4eHUn Heobxoammoro s
BBefeHna bMKI1 BpeMeHn.

418. B xoae KnHeTn4eckux nccnegoanunin bBMKIM, cogepxallmx B CBOEM COCTaBe MeAULMHCKNE N3LeNUs
WA ONS MPUMEHEHMNS KOTOPbIX MCMOb3YTCS MEAULMHCKNE N3AENUS, [0/KHA ObITb N3yYeHa
CTabuabHOCTb MEAMLIMHCKOrO U3AENNS N ero MUTPaLMa U3 MecTa YCTaHOBKM (BBeAEeHMS).

419. OT4YeT NO AOKINHUYECKOMY nccrienosaHnto bMKIT gonxxeH BKAOYaTb:

a) NPOTOKON AOKJNMHUYECKOr0 NCCNef0BaHuNs;

6) onncaHne NaaHa AOKJANHNYECKOro NCCNeaoBaHna (MCNOb30BaHHbIE BUbl XXUBOTHbIX AW MOAENN in
vitro, onncaHune nccnegyemoro bMKI n BMKIT cpaBHeHUs (€Cnn MCnosib30Bascs), KOUYECTB, npoueayp u
pexxnmoB BBeaeHns BMKI1, MeTo0B oLEeHKN (M3MepeHuns) nokasaTesnen);

B) MHAMBMAYaJbHbIE A@aHHbIE MO NCCAeQ0BaHHbIM XMUBOTHBIM (MM 3KCMEPMMEHTaM in vitro);

) onucaTesibHy0 CTaTUCTUKY HabnoaeHun;

[1) CPABHUTENbHYIO CTaTUCTUKY;

€) aHaNM3 N MHTeprnpeTaumnio NoJyYeHHbIX Pe3ynbLTaToB;

)K) AONONHUTENbHbIE CBEAEHNS, NOJYYEHHbIE B X04€ AOKINHNYECKOr0 UccnenoBaHums.

420. CBefieHMs 0 OKIMHMYECKOM nccnenoBaHum BMKI oopmnsatoTcs B Buae 063opa AOKIMHUYECKOrOo
nccneposaHna BMKI, cogepxallero onucaHne n o6ocHoBaHWe NPOrpamMmmbl OKJINHNYECKOr0
nccnenoBaHus, 0606LeHHbIE AaHHbIE MO NAaHY AOKANHUYECKOro NCCNeN0BaHNs U pe3ynbTaTaM
LOKJMHMYECKOro nccnefoBaHns cneunguyeckoro genctens BMKI Ha opraHu3m, hapMakonornyeckux,
KWHETMYECKUX N TOKCUKOIOr NYeCKNX ccnefoBaHnii, MHTEpnpeTaLnio pe3ybTaToB 1 BbIBOAbI O
roToBHOCTW BMKIT K KAMHMYECKUM nccnenoBaHnaM. B 063ope AosKHbl 6bITb NPUBEAEHbLI CChIIKM Ha
NCTOYHMKMN, 060CHOBBIBaOLLME NPOrPaMMy OOKANHNUYECKOrO NCCIEA0BAHUSA W MaH SOKINHUYECKOro
nccnenoBaHus. 0630p AOKIMHMYECKOr0 UCCAeN0BaHNS OO/KEH COCTOATb U3 CNeayoLux pa3aenos:

a) npeanonaraemMble KNMHMYeckne ceoncTea bMKI 1 nokasaHus K ero NpMMeHeHNIo;

6) 0630p 1 060CHOBaHME NPOrpaMMmbl AOKJINHUYECKNX nccnenoBaHuin bMKIT,

B) nccnenoBaHus cneuunduyeckoro genctensa bMKI1 Ha opraHunim;

r) KNHETUYECKME nccnenoanns BMKIT;

[) uccneposaHnsa obuien TokcuyHocTn BMKI;

e) nccnegoBaHma cneuyanbHbliX BUAOB TOKCMYHOCTM BMKIT;
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)X) MHTepnpeTaumsa pesyabTaToB AOKJINHNYECKUX nccnegoBaHmin BMKIT;

3) BbIBOAbI.

XVII. OcobeHHOCTM NpOM3BOACTBA, BbiMyCKa U YHUYTOXEHUA BMKIT gnd KAMHUYECKNX NCCaeaoBaHNm

421. PykoBOAMTEb OPraHn3aLum 4OJHKeH ONpeaennTb NnepcoHan, ocyLWwecTBASOWNA NPOn3BOACTBO U
KOHTPOJIb KayeCTBa Kaxxaoh cepum BMKI1 gns KANHNYECKMUX NCCefoBaHMM.

422. MNepcoHan, oCyLeCTBASALWMIA MPOM3BOACTBO U KOHTPOJIb KavecTBa BMKI gna KNMHNU4eCcKux
NccnenoBaHN LOKEH NPONTU NHCTPYKTaX.

423. Mpun npounssoactee BMKI1 gns KAMHUYECKNX NCCNeA0BaHNA OO/IKHbI YYUTbIBATLCA PUCKN, CBA3aHHbIE
C BO3MOXXHbIM OTCYTCTBMEM NH(OPMaLIMN O TOKCUYHOCTU N aKTUBHOCTU uccnenyemoro bMKII.

424. OpraHu3aTopy KJUHUYECKOro nccnefoBaHns foskeH bbb obecrnevyeH JOCTYN K CBEAEHUAM O
CMCTEeMe KayecTBa, BHeAPEHHOWN B OpraHu3aLuu.

425. Ona Bannpaumm cTepuiibHbIX (aCeNTUYeCKMX) NpoLeccos npu npon3soactee BMKI gnsg KAMHMYECKnX
nccnenoBaHnin 4ONMYCKaeTCs MCN0Jib30BaHue Ynucna ynakoBok BMKI, paBHoro 4ymncay ynakosok bMKI1 B
cepun BMKIT.

426. B cnyyae ecnm ana BMKI gns KAMHUYECKMX NCCNef0BaHUN NCMOJIb3yeTCs YyNaKkoBKa,
obecneymBaloLLLas ero MackMpoBKyY, Ha ynakoBky BMKI1 gomxeH HaHOCUTLCS KO, MO3BOSIOLLINIA
nageHTuguumnposaTh BMKI opraHusaumnen, B TOM Yucie yCTaHOBUTb €ro HoMmep cepuu. Mopsagok
KoaunpoBaHus BMKI1 gna KNIMHNYECKUX NccnegoBaHnim, COrnacoBaHHbIN C OPraHM3aTOPOM KJIMHUYECKMX
MccnenoBaHWI (B Cllydae eCcnm opraHu3aTop KAMHUYECKUX NCCNEN0BaHUIA 1 OpraHn3aumns He 04HO 1 TO Xe
JINL0), OOJKEH YCTaHaBAMBATbLCA BO BHYTPEHHEN AOKYMEHTaLNN.

427. Ona uenen nposefeHns "cnenbix" (MaCKMpOBaHHbIX) KIMHUYECKUX NCCNef0BaHNIA BTOPUYHaS
ynakoBka BMIK cpaBHeHMA, MPUMEHSAEMOr0 B KANHNYECKNX NCCeL0BaHMAX, MOXET BbiTb M3MEHeHa C
Lenbo Mackupoku BMIK cpaBHeHMs. He fgonyckalTcs 3MeHeHNs NEPBUYHON N BTOPUYHON YNAKOBKM,
KOTOpble MOryT NPMBECTU K noTepe Kavyectsa bMKIT.

428. B cnyyae ecnm BTopmnyHas ynakoska bMKI1 cpaBHeHMS noaBepraeTca U3MeHeHWUo, noapasaeneHune
KOHTPOJIS Ka4yecTBa SO/KHO MNOATBEPANTD, YTO TaKME U3MEHEHUS HE OKaXXYT BANSHNS Ha Ka4yeCTBO U CPOK
xpaHeHuns BMKIT cpaBHeHuUS.

429. Cpok rogHocT BMKI1 cpaBHeHus, YKa3blBaeMbIl Ha U3MEHEHHOW BTOPUYHON YNakKOBKe, LOJKEH
COOTBETCTBOBaTb CPOKY rogHocTy BMKI1 cpaBHeHMS, yKa3aHHOMY Ha €ro OpurnHaabHOM yrnakoBKe.

430. Beinyck cepuit BMKI gna KNIMHNUYECKUX NCCaeqoBaHMM OCYLLLECTBASETCS YNOJHOMOYEHHbIM JINLIOM
opraHusauuu.

431. 1ns He3aperncTpupoBaHHbIX Ha TeppuTopun Poccuinckon ®enepaumm BMKI ong KAMHUYECKNX
nccnenoBaHNi YNoJHOMOYEHHbIM JINLIOM OpraHu3auny 00J1KHO OblTb MOATBEPXAEHO COOTBETCTBME
TpeboBaHuaM nyHKTa 323 MNpasun (3a ncknoveHnem cootseTcTema BMKIM TpeboBaHMAM, yCTaHOBAEHHbIM
npv ero rocyfapCTBEHHON perncTpaunmn), a Takxe cootsetcTene BMKI1 TpeboBaHUAM perncTpaumnoHHOro
nocbe Ha BMKITI, npeacTaBneHHOro 4na ero rocyfapCTBEHHOW perncTpaLuu.

432. 1ns 3aperncTpmpoBaHHbIX Ha TeppuTopun Poccuiickon ®epgepaumn BMKI gna KNMHNYeCcKux
nccnenoBaHNi YNOJHOMOYEHHbIM JINLIOM OpraHu3auny 00JIHKHO OblTb MOATBEPXAEHO COOTBETCTBME
TpeboBaHmaM nyHKTa 323 lMNpaBui, a Takxe cooTBeTcTBME BMKI TpeboBaHMAM perncTpaunmoHHOro gocbe
Ha BMKII, npeacTaBneHHOro Aas ero rocyaapCTBEHHON perncrpauuum.

433. Bbinyck cepuu BMKI1 0as KNMHUYECKUX UCCnefoBaHMin opopMaseTcs LOKYMEeHTanbHO. Mopagok
BbinMycka cepumn BMKI1 n popma gokymeHTa 0 Bbinycke cepum BMKI onsd KAMHUYECKNX NCCaenoBaHum
LO/MKHbI 6bITb YCTAaHOBJIEHbI BHYTPEHHEN LOKYMEHTaLMEN.

434. CBeaeHns 0 BbiNyweHHbIX cepusax BMKI ons KAMHUYeCKNX NCCNeaoBaHUN BHOCSATCS B peecTp
BbIMYyLLEHHbIX cepuin BMKI1 gns KANHNYECKMX NCcnefoBaHMIn OpraHn3auny, BeieHne KoToporo
OCYLLEeCTB/AETCS B NOPSAKE, YCTAHOBIEHHOM BHYTPEHHEN LOKYMEHTaLMeEN.

435. PeecTp BbiNyLWeHHbIX cepuit BMKIT onsd KAMHUYECKNX NCCAeO0BaHNI OpPraHn3aLnm 4OHKeH XPaHUTbCS
B TeYeHVe NATW NeT nocse Bbinycka cepun bMKII.
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436. OpraHn3aumns 0oJHXKHa MHPOPMUPOBATb OpraHM3aTopa KANHNUYECKUX NCCNed0BaHNIA O HapyLLEHUN
KayecTBa BMKIT gnsa KAMHUYECKUX nccnenoBaHmi. B cnyydae npoBefeHns KJIMHUYECKUX NCCe0BaHNm
BMKI, Ha KoTOpbIN 6110 BIAAHO pErncTpaLnoHHoe yA0CTOBEPEHME, OpraHn3aLma 4OKHA
MHGOPMNPOBaTL BllafesbLa perncTpaumnoHHoro ygoctosepeHns bMKI1 o HapyweHumn kavyectsa BMKIT.
437. Bo3BpaT opraHusaumm BMKI ons KAMHUYECKMX NCCnefoBaHuin, B ToM yucae BMKI ons KAnHnyYeckux
NCCNepoBaHMIN HeHaAeXallero KavyecTBa, JO/DKEH OCYLLECTBNATLCA N0 TpeboBaHMO opraHM3aTopa
KJINHNYECKUX nccnepoBaHuia. Mopsaok Bo3spaTa cepuint BMKI ons KNMHMYECKUX NCCIeA0BaHUIA 1 ero
LNOKYMEHTaJIbHOro 0hopMAEHNSA HO/KEH ObITb COrIAaCOBaH MeXAY OPraHM3aTOPOM KANHUYECKNX
NCCNen0BaHNIM 1 OpraHn3aumnen (B ciyvyae eciv 3TO He OLHO U TO Xe ML) 1 BbiTb onpefeneH Bo
BHYTPEHHEN fOKYMEHTaLNN.

438. Bo3BpalleHHble opraHu3aumun BMKI ons KNMHUYECKMX NCCNenoBaHNN AOMKHbI ObITb
nageHTuduumpyemoiMmi, MNoapasgeneHnem no obecnedyeHmto kayectsa BMKI opraHusaunm gosxeH
OCYLLECTBAATLCA JOKYMEHTaJsIbHbIN Y4ET BO3BPalLLleHHbIX BMKIT 4ns KAMHNYECKMX NCCnenoBaHnii B
nopsiike, yCTaHOBJIEHHOM BO BHYTPEHHEN [OKYyMeHTaLuu.

439. B cnyvae yHn4TOXKEeHUsa BMKI ons KAMHUWYeCKMX NCCnenoBaHUn opraHnsauma go/KHa HanpasuTb
OpraHu3aTopy KAUHUYECKUX UCCNefoBaHU AOKYMEHT, NOATBEPKAAKLWNA YHUYTOXeHne BMKIT, ¢
yKasaHueMm faTbl YHUYTOXeHUA, cepun yHn4ToxxeHHoro bMKIT n konnvecTsa yHU4YTOXEHHOro bMKIT.
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