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MNpepgncnoBne

Llenn, OCHOBHbIe MPUHLMMbLI 1 06WMe NpaBuia NpoBeAeHNs paboT Mo MeXrocyaapCTBEHHOW cTaHaap-
Tu3aumm yctaHosneHol FOCT 1.0 «MexrocynapcTBeHHas cuctema ctaHgapTusaumm. OCHOBHbIE NOMOXEHUA»
n FOCT 1.2 «MexrocyfapcTtBeHHasa cuctema ctaHgapTtusaunun. CtaHgapTbl MeXrocyfapcTBeHHble, npasuia

n pekomeHpgauun no ME)KFOC)/,EI,apCTBeHHOIz CTaHaapTusayun. I'Ipanma pa3pa60TK|/|, NPUHATUA, 06HOBEHNS
N OTMEHbI»

CeefigHns1 0 cTaHgapTe

1 PA3BPABOTAH depepasnbHbiM rocy4apCTBEHHbIM GHOMKETHBIM Hay4HbIM yupexaeHnem «Bcepoccuii-
CKUIA Hay4HO-MCCNeaoBaTe/IbCKUn MHCTUTYT 3alnTbl pacTeHuin» (PreHY «BN3P»)

2 BHECEH ®epepasibHbiM areHTCTBOM M0 TEXHUYECKOMY pPerysimpoBaHuio 1 MeTposiornm

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTusaumu, MeTposiormm u ceptudukanmm (npo-
TokoN OT 14 mong 2017 r. Ne 101-M)

3a NpUHATME NPOrosIoCoBasIu:

KpaTKOG HanMeHoBaHMe CTpaHbl KO,CI, CTpaHbl COKpaLLI,eHHoe HanMmeHoBaHVe HauMOoHa/IbHOro opraHa
no MK(MCO 3166) 004—97 no MK(MWCO 3166) 004—97 no cTaHgapTmsaummn
ApmeHus AM MWH3KOHOMUKN Pecrybnmky ApMeHnst
Benapycb BY loccraHgapT Pecnybnvkn benapycb
Kunprususa KG KblpreiscTaHgapt
Poccua RU Poccrangapt
Y36ekuctaH uz Y3craHgapt

4 Mprka3om PegepasbHOrO areHTCTBa Mo TEXHUYECKOMY PEry/IMPOBaHM0 1 MeTposiornm ot 19 ceHTAbps
2017 r. Ne 1175-cT MexrocygapcTBeHHblii cTaHgapT FOCT 34199—2017 BBefAeH B AeNCTBUE B kadyecTBe Ha-
LUMoHanbHOro ctaHgapta Poccuiickoii depepaunn ¢ 1 aHBaps 2019 r.

5 BBEJEH BINEPBbIE

6 NMEPEN3JAHUNE. CeHTA6pb 2020 T.

NHhopmaums o BBeAeHUM B AeiicTBUE (NpekpalleHnn geiicTBUs) HacTOoAWEero cTaHgapTa 1 usme-
HEHWIA K HEMY Ha TEPPUTOPUN yKa3aHHbIX Bbille FOCYAAPCTB Ny6/MKyeTCs B yKazaTessix HauuoHabHbIX
CTaHaapToB, U3A4aBaeMbiX B 3 TUX FOCyAapcTBax, a Takke B CeTU MIHTepHeT Ha caliTax cooTBeTCTBY-
OLLMX HaLMOHa/bHbIX OPraHoB Mo cTaHgapTu3auum.

B cnyyae nepecMoTpa, M3MEHEHUSI UM OTMEHbI HACTOAWEro cTaHgapTa CooTBeTCTBYHLWaAsA UH-
thopmauus 6yaeT ony6aMKoBaHa Ha ouLMaNbHOM UHTepHeT-caiiTe MexrocyjapcTBEHHOro coBeTa Mo
cTaHjapTu3auum, MeTpoaorum n cepTudukauum B KaTanore «MexrocysapcTBeHHblE CTaHAapThi»

© CraHpapTuHdopm, opopmneHune, 2018, 2020

B Poccuiickoii depepaumm HacTOALWMIA CTaHAAPT HE MOXET OblTb MOMHOCTbH WMAN
4acTMYHO BOCMPOM3BELEH, TUPAXMPOBAH W pacnpocTpaHeH B KayecTBe OuLMasibHOIo
u3gaHna 6e3 paspelueHuss deaepanbHOIO areHTCTBa N0 TEXHUYECKOMY PEerysiMpoBaHuUio
1 METpOoIoruu
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M E X T OCVY A4 APT CT BETHH®b 1 CTAHOAPT

3ALLUTA PACTEHUN

Tpeb6oBaHMA K NPOM3BOACTBY areHToB GMOI0TMYECKO 60pbObI
M ApYrMX Nosie3HbIX OpraHM3MoB

Plant protection.
Requirements to production of agents of biological control and other useful organisms

Jarta BBegeHna — 2019—01—01

1 O6nacTtb NpUMeHeHnsA

HacTtoawuii ctaHgapT pacnpocTpaHsieTcsl Ha areHTbl 6M0/10rMYeckoil 60pb6bl, CNoco6HbLIE K CaMOBOC-
npov3BefeHnio (XWULLHKKK, NapasuTbl, aHToModaru, dutodars, npoayueHTbl GUOMOTMYECcKN akTUBHbLIX Be-
WECTB, B TOM YNC/IE HACEKOMbIE W APYINe YIEHUCTOHOIME, HEeMaToAbl, rPUObI, GaKTEPUM, BUPYCHI), a TakKe Ha
CTEPUSIbHLIX HAaCEKOMbIX U Apyrie nosie3Hble opraHu3Mbl (FpMbbI-MUMKOPM3006pa3oBaTesin, HACEeKoMble-Onbl-
nmTenu UT. 4.), NpefHasHayeHHble A1si peannsaunm 1 ucnosib3yemble B NPOU3BOACTBE NPOAYKLMUN PaCTUTE b-
HOrO NMPOUCXOXAEHMS (fanee — areHTbl), U ycTaHaB/MBAeT TPE6OBAHMS K UX NPOV3BOACTBY.

2 HopmaTuBHbIe CCbI/IKA

B HacTofwem cTtaHgapTe MCNO/b30BaHbl HOPMATUBHbLIE CCbIJIKM Ha C/efyloLne MeXrocynapCTBeHHble
cTaHgapTbl:

FOCT 12.0.004 Cuctema ctaHgapToB 6e3onacHocTn Tpyga. OpraHmsaunsa obydyeHnss 6e3onacHocTu Tpy-
pa. Obuwme nonoxeHus

FOCT 12.1.003 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. Wym. O6uwme TpeboBaHus 6e3onacHOCTU

FOCT 12.1.004 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. NoxapHasa 6e3onacHocTb. O6wme Tpebo-
BaHWUsA

FOCT 12.1.005 Cuctema ctaHfapToB 6e3onacHocTv Tpyaa. Obwne caHUTapHO-rurneHnvyeckme Tpebo-
BaHWs K BO34yxy pabouyeli 30HbI

FOCT 12.1.008 Cuctema ctaHgapToB 6e3onacHoctu Tpyga. buonorunyeckas 6e3onacHocTb. O6uwme
TpeboBaHuA

FOCT 12.1.012 CucTtema cTaHgapToB 6e3onacHoCcTu Tpyga. BubpaunoHHaa 6e3onacHocTb. O6ume Tpe-
60BaHuA

FOCT 12.2.003 Cucrtema ctaHgapTtoB 6e3onacHoctu Tpyga. Ob6opyaosaHme npousBofcTBeHHoe. O6-
Wwme TpeboBaHns 6e3onacHoCcTm

FOCT 12.3.002 Cuctema cTtaHgapToB 6e3onacHocTu Tpyga. llpoueccbl Npov3BOACTBEHHble. O6Lme
TpeboBaHuA 6e30nacHoOCTU

FOCT 12.4.011 CwncTtema cTaHgapToB 6e3onacHocTu Tpyfda. CpefcTtBa 3awutbl paboTarowmx. Obwme
TpeboBaHus ¥ knaccudukaLlms

FOCT 12.4.021 Cuctema cTtaHfapToB 6e3onacHocTu Tpyga. Cuctembl BEHTUIALUOHHbIE. Obwme Tpe-
60BaHuA

FOCT 12.4.028 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. Pecnupatopbl WB-1 «J/lenectok». TexHnye-
CKne ycnosus

FOCT 12.4.103 Cuctema cTtaHgaptoB 6e3onacHocTv Tpyga. Ogexpa cneunanbHas 3aluTHas, cpeg-
CTBa MHAVMBUAYaNbHOI 3almTbl HOT 1 pyk. Knaccudmkaums

M3paHne odmumansHoe
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FOCT 12.4.253 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. CpeactBa UHAMBMAYAbHOW 3alnUThbl 1a3.
O6Lwpme TexHuyeckme TpeboBaHus

FOCT 14189 Mectuumasl. Mpasnna npuemkn, metogbl otéopa npob, ynakoBka, Mapknposka, TpaHcrnop-
TUpOBaHWE N XpaHeHue

FOCT 14192 MapknpoBKa rpy3oB

FOCT 20562 KapaHTWUH pacTeHuil. TepMuHbl 1 onpeaeneHns

FOCT 21507 3awmta pacteHuin. TepMuHbl 1 onpegeneHns

FOCT 24297 Bepudmkaumsa 3akynieHHon npoaykumm. OpraHnsauus NpoBeAeHNs U METOAbI KOHTPOsIA

FOCT 27574 KOCTHOMbI XEHCKMe ANs 3awmTbl OT 06LWMX NPON3BOACTBEHHbIX 3arpsA3HEHN N MexaHuye-
CKUX BO34EeWNCTBUIA. TexHnyeckne ycnosus

FOCT 27575 KOCTIOMbI MYXCK1e AN 3aluTbl OT 06X NPON3BOACTBEHHbLIX 3arpsA3HEHU i U MexaHuye-
CKMUX BO34ENCTBWIA. TeXHNYECKNE YCNOBUS

FOCT 28471 Mpoaykuma mMukpobuonornyeckas. YnakoBka, MapkmpoBKka, TpaHCnopTUpoOBaHUe n xpaHe-
Huel)

FOCT 28495 lMpoaykuns Mukpobuosornyeckasn. MNMpasunia Nnpuemkn n metTogbl oTéopa npo62)

MpumedyaHune — MMpy NOML30BAHNM HACTOSILLMM CTaHAAPTOM LieNiecoobpasHo NpPoBEpUTL AECTBUE CCbIou-
HbIX CTAHAAPTOB U KMacCUMKATOPOB Ha OGULIMASIBHOM UHTEPHET-CaliTe MEeXrocy1apcTBEHHOrO COBETA Mo CTaHAapTU-
3aUuKM, METPOsIoTMM U cepTuduKaLmm (Www.easc.by) Win o ykasaTesisiM HaUMOHa/IbHbIX CTaHAAPTOB, M3[aBaeMbiM B
roCyAapcTBaXx, ykasaHHbIX B NMPEAMC/IOBUAN, WM Ha O(ULMasIbHBIX CaliTax COOTBETCTBYHOLLMX HaLWIOHa/IbHBIX OpraHoB Mo
CTaHaapTu3aumn. EC/M Ha AOKYMEHT AaHa HefaTMpoBaHHasi CCblIKa, TO CieflyeT UCMO/b30BaThb [OKYMEHT, AeliCTBYIOLLII
Ha TEKyLLMA MOMEHT, C YYETOM BCEX BHECEHHbIX B HETO U3MEHEHWA. EC/M 3aMeHEeH CCbUTOYHbINA JOKYMEHT, Ha KOTOpbIl
[laHa [aTvpoBaHHas CCbUIKa, TO CrieflyeT WCMo/b30BaTb YKasaHHyl0 BEpPCUI0 3TOro [okyMeHTa. Ec/v nocrie npuHsaTys
HaCTOSILLIEro CTaHAApTa B CCbUTOUHbIA AOKYMEHT, Ha KOTOpbIi AaHa AaTMpOoBaHHas CCblIKa, BHECEHO M3MEHeHue, 3aTpa-
rMBaloLLEe MoMoXeHMe, Ha KOTOPOEe flaHa CCbUTKa, TO 3TO MOMOKEHUE NPUMEHSIETCS 6e3 yueTa AaHHOMo M3MeHeHus. Ecm
CCbIIOYHbIIA AOKYMEHT OTMEHEH 6e3 3aMeHbl, TO MOJIOXKEHME, B KOTOPOM [jaHa CCblKa Ha HEro, MpYMEHSIETCS B YacTi, He
3aTparvBatoLLeii 3Ty CCbUIKy.

3 TepMUHbI, onNpeaesieHnst N COKpaLLeHUs

3.1 B HacTosAwWeM cTaHdapTe npumeHeHbl TepmuHbl o FTOCT 21507, FTOCT 20562 v [1], a Takke cregy-
IoLMe TEPMUHBI C COOTBETCTBYIOLWUMY ONpenesieHUsIMU:

3.1.1 cneuundimkauma: JokymMeHT, cogepxalluii TpeboBaHNsa K MaTepuanam v nNpoaykram, ucnosbaye-
MbIM WM NOSlyYyaembIM MpyY NPOU3BOACTBE, ABASIOLWNIACA OCHOBOWN A8 OLEHKM KayecTBa areHToB.

3.1.2 TexHONOrnyeckass MHCTPYKUUA N MHCTPYKUUA MO ynakoBKe: [JOKYMeHTbl, onpefenswwme umc-
nosib3yemMble UCXOAHble MaTepuasibl 1 onepauumn no NPou3BOACTBY M yNnakoBKe NPOAYKLUUN.

3.1.3 MHCTPYKUuUsa, MeToauKa, npoueaypa: [OKYMeHT, cofepxaliuii ykasaHus no BbINOJHEHWIO OT-
OeNbHbIX BUO0B onepauuii.

3.1.4 npoToKoN Ha ceputo: [OKyMEHT, OTpaxatoL il npoLecc Npou3BOACTBA KaXAoW cepun npoayk-
Ly, B TOM Yncne paspelleHne Ha ee peanunsauunio, 1 hakTopbl, BAUSIOLME HA KAYeCTBO rOTOBOI NPOAYKLMN.

3.2 B HacTosweM cTaHfapTe NpUMEHEHbI Criefylolme COoKpalleHns:

3.2.1 A®PP — aHanus (putocaHUTapHOIO PUCKa,;

3.2.2 HOK3P — HauuoHanbHasa opraHusauunsa no KapaHTUHy W 3almTe pacTeHuil.

4 O6wpme TpeboBaHUSA

4.1 Mpon3BOACTBO areHTOB OCYLLECTBASAT B COOTBETCTBMM € TpeboBaHmamu HOK3P npu cobnwoaeHum
cnenywoLwmx ycnoBuii:

- Hanunuune pesynbTatoB nposefeHns APP, noaTeepxaeHHbIXx HOK3P, oo peanu3auun areHToB B COOT-
BETCTBMM C HOPMATUBHbLIMM NPAaBOBbLIMW akTaMu, LEACTBYIOWMMN HA TEPPUTOPMM FOCyAapcTBa, MPUHSABLLETO
cTaHgaprT,

- Ha/muue ycnosuii ons NpUMeHeHnss HeobXoAnMbIX PUTOCAHUTAPHbIX Mep, B TOM Yuc/e ANs CTepUnu-
3aUMn MUKPOBUONOTMYECKNX areHTOB, BK/IOYAKLWNX rpnbbl, 6akTepnn, BUPYCbl, MUKPOObLI-aHTarOHUCTbI, NPO-
OyLeHTbl 6GMONOrMYeckn akTUBHbIX BELLECTB;

1) B Poccwiickoin depepaupmn geiictsyet FOCT P 57234—2016.
2) B Poccuiickoin depgepaumn geicteyet FOCT P 57233—2016.
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- cobnogeHve Mep NpPesoCTOPOXHOCTU, KOTOPbIe A0/MKHbI ObiTb NMPUHATLI NPOTUB €CTECTBEHHbIX BParos
areHToB, a Takke ANna nNpefoTBpalleHns 3aCOpeHns WK 3apaxeHus npoaykumun, cofepxallein areHTol;

- obecneyeHne NPoOu3BOACTBA areHTOB B YC/I0BUAX, CBOOOAHbLIX OT NMapasuToB WM NaTtoreHoB Wan conyT-
CTBYIOLLMX BpeaHbIX OpraHn3MoB;

- Hasmume nHdopmauumn, cofepxallein ceefeHns B COOTBETCTBMMU C pasfesiom §;

- [OCTWXeHVe TpebyeMoil CTePUIbHOCTM BPEeAHbIX OPraHM3MOB, MCMOMb3YeMbIX A1 3aliUTbl pacTeHuit
(Hanpumep, ¢ NnpMMeHeHneM 061y4yeHns ¢ TpebyeMoil MUHMMaIbHOW NOT/IOWEHHON 403014).

4.2 Tlpn npousBoacTee areHtoB ¢ HOK3P cornacoBbiBaloT:

- XapakTepucTuky areHTa (cepTucumkar), No3BOASOLWY(MA) NPOBOAMTL €ro naeHTUudmKaumno 4o ypos-
HA BMAA,;

- YMNakoBKYy, MapKWpOBKY, XpaHeHne 1 TPaHCNoPTUPOBaHWE areHTos.

5 Tpe6oBaHUS K opraHmMsauun paboTbl No o6ecrneyeHmnto KayecTBa

5.1 O6uwume TpebGoBaHUA

5.1.1 OpraHusauusi — Mnpou3BOAUTESNb areHTOB [0/KHA OpraHn3oBaTh WX NPOM3BOACTBO TakMM ob6pa-
30M, UTOGbI areHTbl COOTBETCTBOBA/IN CBOEMY HA3HAUYEHUIO U NPeabABASEMbIM K HAM TPe6oBaHUSIM 1 He CO3-
faBann pvcka ans noTpebutenein n3-3a HapyleHus ycioBuii 6e30nacHOCTH, kayecTBa Un ahhekTMBHOCTY.

5.1.2 Ana AOCTMXEHUs 3TO LenuM B opraHu3aumu-npousBoAMTENle HAa OCHOBE HACTOSALEro cTaHgapTa
[l0/KHa 6bITb CO3AaHA cucTemMa obecnedeHnst kauecTBa, BK/oYalollas B cebsl opraHusaunio pa6oTtbl no obe-
CMeyYeHno KayecTBa, KOHTPOJIb KayecTBa M CUCTEMY aHa/iM3a PUCKOB.

5.1.3 [o/mKHbl 6bITb AOKYMEHTaNIbHO OPOpPM/IeHbl TPpe6oBaHMS K cucTeMe o6ecrneuyeHuss KadecTea U
opraHn3oBaH KOHTPO/Ib 3(PPEKTUBHOCTU ee (PYHKLMOHMPOBAHWSI.

5.2 O6ecnevyeHne KayecTBa (ynpasJ/ieHME Ka4eCTBOM)

5.2.1 Ob6ecneyeHue kKauvecTBa (ynpaBsieHMe KayeCTBOM) SIBNSETCSA KOMMJIEKCHOW 3ajayei, pelueHune
KOTOpoW TpebyeT peanv3aunm BCeX Mep, HanpaBfieHHbIX Ha AOCTUXEHWE YCTaHOB/IEHHbIX TpeboBaHuii K Ka-
yecTBy areHToB. ObecneyeHne kayecTBa OCHOBAHO Ha BbINOSIHEHWM TpeboBaHWIi HacTosALlero craHgapTta u
ApYrux HOpMaTuBHbIX AOKYMEHTOB rocygapcTsa, NpUHABLUEro ctaHaapT.

5.2.2 Cuctema obecneuveHuss kavyectsa (cuctema kadecTtsa) npv NpoM3BOACTBE areHToB obecneumBaet
cnegywoulee:

- NPOM3BOACTBO areHTOB B COOTBETCTBMU C TpebOBaHUAMM HaCTOALLero ctaHaapTta (npasun obecneye-
HUA KayecTBa);

- Hannume AOKYMEHTauMM Ha NPOM3BOACTBEHHbIE U KOHTPO/bHbIE Onepalmmn, COOTBETCTBYIOLW e Tpebo-
BaHWSAM HacTosLero craHgapTa,

- ycTaHoOB/ieHMe 06a3aHHOCTEN 1 OTBETCTBEHHOCTU NepcoHana B AO/MKHOCTHbIX UHCTPYKLUAX;

- opraHM3aumio NPou3BOACTBA, NOCTABOK M UCNOMb30BaHME KAYeCTBEHHbIX UCXOAHbLIX M YNakOBOYHbIX
mMaTepuasios;

- KOHTPONb MNPOMEXYTOYHON MNPOAYKLUUM U TEXHON0rM4yeckoro npouecca (BHYTPUNPOU3BOACTBEHHbIN
KOHTPO/b), aTTecTaumio UM UCnbITaHUs NpoLeccoB U 060pyaAoBaHUS;

- NPOM3BOACTBO M KOHTPOJ/Ib FOTOBOW NPOAYKUMM NO YTBEPXAEHHbLIM OpraHusauuen-npoussogutenem
NHCTPYKUMAM (MeToanKam);

- HefonyueHue peanu3alum areHToB A0 Bblgayu YMNOSTHOMOYEHHbIM JIALOM paspelleHUs Ha BbIMyck;
noATBePXAeHNe YNOSHOMOYEHHbIM /IMLOM, UYTO Kaxzaas cepust NpoAyKLMU Npou3BeAeHa v NpoBepeHa B COOT-
BETCTBUM C TpeboBaHWAMM, YCTAHOB/IEHHbIMU MPU TOCYAAPCTBEHHON perncrTpauun areHTa;

- cuUcTeMy Mep No COXpPaHEeHWI0 kayecTBa areHToB Mpu MX XpaHeHuu, OTrpy3ke 1 nocnegywouwiem obpa-
LLeHUN B TeYEeHUe BCEro cpoka rofHoCcTy;

- MOPALOK NPOBeeHNA BHYTPEHHEro ayauTa KayecTsa, No3BO/IAIOLErO OUueHNBaTb 3(PEKTUBHOCTL CU-
cTeMbl obecneyvyeHus KayecTsa.

5.3 TpeboBaHMA K NPOU3BOACTBY N KOHTPOJIHO KavyecTBa areHToB

OcHoBHble Tpe6oBaHMsl MO AaHHOMY nogpasgeny cneayoLime:
- MPOV3BOACTBEHHbIE MPOLIECCHI CreflyeT YeTKo per/iaMeHTMpoBaTb U Nepuoanyeckn nepecMaTpuBath
C YUYETOM HaKOMMEHHOrO ONbiTa, Hay4YHbIX MHHOBALWIA 1 TEXHUYECKOTo Nporpecca;
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- cnepyeT KOHTPONMPOBaTb CTabUIbHOCTbL MPOM3BOACTBA areHTOB C 3aJaHHbIM KayecTBOM B COOTBET-
CTBMU CO cneuurkauusimMmmn Ha Hux;

- NPV BHECEHWUM CYLLECTBEHHbIX U3MEHEHWI B TEXHO/IOTMYECKMI Mpouecc criegyeT NpoBOAUTbL UCNbITa-
HMS1 OCHOBHbIX CTaJMil NpoLEeccoB NPON3BOACTBA;

- 015 BbINOMHEHNS TpeboBaHMl HaCTosLLero cTaHgapTa B npouecce Npou3BoACTBa A0/MKHO GbiTh B Ha-
nnunn cnegyoulee:

a) 06YyYEHHbI 1 aTTECTOBaHHbIA NepcoHat,

6) nomeLLeHnsa 1 naowaau,

B) 060py0OBaHNE N CUCTEMbI €70 06CNYXNBaHMSA,

r) Matepuvasbl, CpeacTBa ynakoBkM U MapKUpOBKH,

[) YTBEPXAEHHblEe NpaBuia, MHCTPYKLUN U METOAVKM,

€) YCNOoBMSA XpaHeHWs W1 TpaHCNopTUpPOBaHMUS;

- npasuna, WHCTPYKLUN U METOAMKN AOSDKHbI OblTb KOHKPETHbIMU, M3MOXEHbI ACHO M OAHO3HAYHO (6e3
[BOWHOrO TO/IKOBAHMA) U B NMCbMEHHON hopme;

- NepcoHan AO0MKEH 6biTb 06yYEH BbINOJIHEHWUIO NPAaBWUA, UHCTPYKUWUA U METOAUK;

- B Mpouecce Npou3BOACTBa CneAyeT COCTaBAATb NPOTOKO/IbI, [OKYMEHTA/IbHO MOATBEpXAaLlue dak-
TMYeCcKoe MNPOBEAEHME TEXHOMOTMYECKUX CTafuii U NoslyyeHne NpoAykumuu Tpebyemoro kavecTBa W Koaunye-
CTBa; OTK/IOHEHUS HEOOXOAMMO aHaM3MpoBaThb 1 MPOTOKOUPOBATh;

- MPOTOKO/Ibl HA CEepui0 NPoAYKLUMM, B TOM YMC/Ie Ha AOKYMEHTaUUo No peanv3auuy npoaykumun, AoK-
Hbl faBaTb BO3MOXHOCTb MpOC/eXuBaTb MPOLLECC MPOM3BOACTBA KaXAOW CEpunM M XPaHUTbCA B AOCTYMHOM
thopme;

- OOJ/DKHbI 6bITb YCTAHOB/IEHbI YC/IOBUS XpPaHEHNUs NPOAyKUMK, obecrneynBaloLLe COXpaHeHNe KavyecTBa
npoAykumnn;

- cnepyeT opraHusoBaTb CUCTEMY OT3biBa /11000M cepyn NPOAYKLUM 13 NPOAEXU WX NOCTaBKW;

- peknamauuy Ha KayecTBO MPOAYKUMM crlefyeT TaTenbHO paccMaTpuBaTtbh, a MPUUUHBL YXYALLEHUs
KauecTBa aHanM3MpoOBaThb C NPUHATMEM COOTBETCTBYIOLLUX MEP MO MX NpefoTBpaLLeHuto.

5.4 KoHTpoO/iIb KavecTBa

5.4.1 KoHTpO/sb KayecTBa BkIOYaeT B cebss oT6op Npob, npoBefeHne UCnbiTaHWil (aHann3oB) 1 0POpPM-
NleHMe COOTBETCTBYIOLLEN AOKyMeHTaLuK.

5.4.2 NHCTpyKUUnN No opraHu3auun, JOKYMEHTMPOBAHMIO M BblJaye paspeLleHust Ha BbIMyCK NPOAYKLUN
BK/1IOHAIOT:

- npoBeAeHne HeobGXO0AUMbIX UCMbITaAHNIA;

- 3anpeT Ha UCMNO/b30BaHNe UCXOLHOTO ChipbS U MaTepuasioB 40 NOATBEPXAEHUS COOTBETCTBUSI Kaye-
CTBa YCTaHOB/IEHHbIM TPE6OBaAHUSAM;

- 3anpeT Ha peanusauuio roToBol NPOAYKUMW A0 NOATBEPXKAEHUSA COOTBETCTBMSA kayecTBa yCTaHOB/IEH-
HbIM TpeboBaHUAM.

5.4.3 OCcHOBHble TpeboBaHNA K KOHTPOJIKO KayecTBa:

- Ha/mume HeobXOoAMMbIX MOMeLLEHWA U 060pyAoBaHMA, 0OYyYEeHHOro nepcoHana, yTBepXAeHHbIX Me-
TOAMK NO OTO6OpY MPO6, NPOBEPKE U NPOBELEHUID WUCMbITAHUA MCXOAHbLIX U YNaKoBOYHbLIX MaTepuanos, Mpo-
MEXYTOUHOI, HepacgacOBaHHOM WM roTOBOV NPOAYKLUMM, KOHTPO/ OKpyXatuleih cpedbl B COOTBETCTBUU C
TpeboBaHUAMW HaCTOSILLEro ctaHaapTa,;

- nposefeHve oTbopa Npobd MCXOAHBLIX U YNAKOBOUYHbIX MaTtepnanos, NPOMeXyTOYHOWN, HepacdacoBaH-
HOW W roToBOl NPOAYKLMU B COOTBETCTBUM C METOAUKaAMU, YTBEPXAEHHbIMU CNYXO60W (OTAE/I0M) KOHTPONS
KauecTBa WU YNOSHOMOYEHHbLIM IULLOM;

- MpoBeAEeHMEe UCMbITAHMIA aTTeCTOBaHHbLIMWU MeToAamu;

- COCTaB/ieHMe MPOTOKOJ/IOB, MOATBEPXAAlLWMX NpoBefeHne oTbopa npob, NPOBEPOK W UCNbITaHWi, a
TaKkKe perncrpauuio s6biX OTKNOHEHUA 1N UX aHaNUS;

- NoATBEpPXAEHVE TOro, YTO roToBasi MPOAYKUMS COAEPXMUT akTUBHble areHTbl (MHrpeAmeHTbl), Mo Ka-
4YeCTBEHHOMY M KOJIMYECTBEHHOMY COCTaBYy COOTBETCTBYHLLME TpeboBaHMAM, YCTAHOB/IEHHbLIM MpU rocyaap-
CTBEHHOW perucrpauun, nmeeT TpebyemMyto YMCTOTY, ynakoBaHa U MapkupoBaHa COrfacHo ykasaHHbIM Tpebo-
BaHUAM;

- ohopMsieHMe NPOTOKO/I0B MPOBEPKN UCXOAHOrO Cbipbs U MaTepuanoB, NPOMEXYTOYHOI, Hepacdaco-
BaHHOM 1 roTOBOW MPOAYKUMW, UX aHa/M3 U CpaBHEHWE CO cneumndurkaunsaMm; oLeHKa NpoayKuuu BklovaeT
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B cebs M3yyeHvne AOKyMEHTaLWW W aHasIn3 OTK/IOHEHUI OT yCTaHOB/EHHbIX TPeboBaHWA; KOHTPOSb Cbipbs U
Martepuanos nNpoBoaAaT B cootBeTcTBUM ¢ TOCT 24297,

- MoNyyeHue paspelleHnsl Ha NpoAaxy WAy nocTaBky Ni06Ool cepuy NPoAyKUUM TOMbLKO nocne nog-
TBEPXAEHUA YNOSTHOMOYEHHbIM /INLOM ee COOTBETCTBUSA TpeboBaHWUAM, YCTAHOB/IEHHbIM MPWU rocynapcTBeH-
HOIn perncrpauuu;

- coxpaHeHue 06pasuoB UCXOAHbIX MaTepuasios Y NPOAYKUUN A1 NPOBEPKM B Cliydae Heo6XoA4MMOCTH;
06pasubl NpoaykumMm cnegyeT XpaHUTb B UX OKOHYATESIbHON ynakoBKe.

5.5 AHanIM3 Ka4vecTBa NpoayKLnKn

5.5.1 CnepgyeT perynsipHo NpoBOAWTbL aHa/IN3 KayecTBa NPoayKuun u opopmsTb €ro B BUAE aHanuTu-
yeckoro o63opa Ans BCEX NMLEH3NPOBAaHHbIX areHTOB C Lieflbio NPOBEPKN AeNCTBYOLMX NPOLLECCOB, COOTBET-
CTBMSA cneuudurkaumnsam UCXOLHbIX MaTepuasioB ¥ roTOBOM MPOAYKUMU AN 0OHAPYXEeHUS MoOblIX U3MEHEHWIA
N TEHAEHUN 1 NOATBEPXKAEHMS COBEPLUEHCTBOBAHUSA NPOAYKLUUM U NpoLeccoB. Takoi aHanv3 cnegyet npo-
BOAWTb OAUH pas B rof, yuntbiBas pesynbTaTbl NPOBEAEHHbIX paHee aHa/IM30B.

MpoBeaeHne aHanM3a KayecTsa MPoOAYKLMU BKIOYAET aHanus:

- UCXOAHbIX Y yNakoBOYHbIX MaTtepmanos, UCNOMb3yeMbIX A5 NPON3BOACTBA NPOAYKLMKN, obpalias 0co-
60e BHMMaHWe Ha MaTepuasbl, NONyYEHHbIE OT HOBbIX NMOCTaBLLMKOB;

- BHYTPWUMNPOU3BOACTBEHHOIO KOHTPOMSA M KOHTPO/IS KayecTBa roToBOW MPOAYKLMHK;

- CYLECTBEHHbIX OTK/IOHEHW UM HECOOTBETCTBUM, MX NPUYMH U OLEHKM 3DAEKTUBHOCTM Mep MO UX
npeaynpexaeHunio;

- W3MEHEHW, BHOCKMbIX B MPOLLECChl M aHaIMTUYECKNE MEeToAbl;

- N3MEHEHMW B PErucTpaLnuoHHON AOKyMEHTaLmK;

- pe3ynbTaToB KOHTPOMSA CTAbUIBHOCTU U N06bLIX OTpULaTENbHBLIX TEHAEHLUNWIA;

- BO3BPATOB NPOAYKLUUW, CBSA3AHHLIX C KAYECTBOM, peknamauuii U OT3bIBOB MPOAYKUUW U pe3y/bTaTtoB
NPOBEAEHHbIX paHee aHau30B;

- 9bhEKTUBHOCTU paHee BHECEHHbIX M3MEHEHW B nNpouecchbl Win 06opyaoBaHune C Lefbio UX coBep-
LLUEeHCTBOBaHUS;

- 3amMevaHuli Ha BHOBb 3aperucTpUpoOBaHHbIe areHTbl WM MOC/e BHECEHUS U3MEHEHWI B perncrpauu-
OHHble JOKYMEHTbI;

- pesynbTaToB aTTectauun Uam ucnbliTaHin 06opya0BaHUS, NPOLECCOB U TEXHOMOIMYECKNX Cpes,;

- paboTbl MO KOHTpakTam (cMm. pasgen 11) ¢ uenbi NOATBEPXKAEHUS ee COOTBETCTBMSA [AelCTBYHOLLUM
[OKyMeHTaMm.

OpraHn3aLma-npou3BoANTENb U OpraHnsaumsa — Brnagenew, perncTpaunmoHHOro ceugeTtenscrea (ecnu
OHW AIBNSIKOTCS pasHbIMU HOPUAMYECKUMU NMLLaMK) OLLEHUBAIOT pe3y/bTaTbl JAHHOTO aHa3a, ycTaHaB/IMBaoT
HeCOOTBETCTBMSA Y BblABUTAOT NPEASIOKEHUS NO NPUHATUIO KOPPEKTUPYIOLLUX U NpeaynpexaaoLmx 4encTeuii
1 NPOBEAEHMI0 MOBTOPHON aTTecTauny unv ncnbitaHuin (cMm. npunoxeHve A). KoppektupyloLne n npegynpex-
Jawoline AeicTBrA BbINOMHAKT B YCTAHOB/EHHbIA Cpok. OpraHu3auuns-npon3BoAnTe b U OpraHm3auus-Bna-
Jeney paspabaTbiBalOT MHCTPYKLMM MO KOHTPOJIO BbINOIHEHUSA 3TUX AENCTBUA N OLEHKE WX pe3ynbTaTtos,
npoBepstoT aPPEeKTUBHOCTb 3TUX UHCTPYKUMI B NpoLecce BHYTPEHHero ayauta.

Ecnu opraHusauns — Bragenew perucTpaunoHHOro cBMAeTeNbCTBa He SABASIETCS opraHun3auuein — npo-
n3BoAMTENEM NPOAYKUMM, TO B CNeuuasibHOM COrfalleHun Mexay 3TUMWU HpUAMYEeCcKUMK Anuammn AO/HKHA
6bITb OnpejeneHa OTBETCTBEHHOCTb KaXA0W CTOPOHbI B OTHOLLUEHWW NPOBEAEHUS aHanu3a kayecTBa. Ynon-
HOMOYEHHOE 1L, MOATBEPXAalollee COOTBETCTBUE TOTOBOM NPOAYKLUM YCTAHOB/EHHbLIM TPeBOBaHNSIM, CO-
BMECTHO C AepxaTefnieM /IMLEH3UN A0/KHO yoeanTbCs B TOM, YTO aHasM3 kayecTBa NpoBefieH CBOEBPEMEHHO
N Hagnexawm obpasom.

5.6 AHa/IM3 puUCKoB

5.6.1 AHanu3 prUCKOB ABASETCA CMCTEMATU3NPOBAHHLIM NPOLLECCOM OLEHKM, MPUHATUA PeLLeHuidi n mep,
CBSA3aHHbIX C pYCKaMu, BANSIOLWMMM HA Ka4yecTBO areHta. AHa/InM3 pUCKOB NPOBOASAT Kak Ha nepcrnekTuBy, Tak
N Ha OCHOBEe MNpeALecTBYLWMNX AaHHbIX.

5.6.2 AHanIM3 pUCKOB [0/DKEH obecneumBaTb:

- OLEHKY pucka ANns kayecTBa, OCHOBbIBASACb Ha Hay4yHOM noaxoge, onbiTe paboTbl U 3awumTe noTpedu-
Tens,;

- COOTBETCTBME MPUHUMAEMbIX MepP LOKYMEeHTa/lbHOMY O(hOPM/IEHUIO NMpoLecca aHanamsa pucka.
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6 TpeboBaHWs K NepcoHasy

OpraHun3auus-npousBoanTe b A0/HKHA BbITh YKOMMIEKTOBAHA NEPCOHA/IOM HEOOXOAUMOW YNCIEHHOCTU
1 KBaNMmKaLmum, UMeLWUM NpakTuYecknii onbiT paéoTsbl. JO/MKHOCTHbIE 06S3aHHOCTY KaXA0ro COTpyAHUKA
LODKHBI GbITb OPOPMIIEHBI [OKYMEHTAILHO U YCBOEHbI M. COTPYAHUKM AO/MKHbI 3HATb TPE6GOBAHUSI HACTOS-
LLero cTaHgapTa, OTHOCSILUMECS K chepe WX AeATEeNbHOCTH, NPOXOANTb NMEPBUYHOE U Noceayollee obyyeHne
B COOTBETCTBUM C UX 06SI3aHHOCTAMMU.

6.1 O6wue TpeboBaHUS

6.1.1 CnyxebHble 0643aHHOCTN COTPYAHMKOB A0/MKHbI 6bITb U3M10XEHbI B AO/MKHOCTHbLIX UHCTPYKLMUAX.

CnefyeT UCKIOUNTL HeonpaBAaHHOe Ay6nnpoBaHMe OTBETCTBEHHOCTW COTPYAHUKOB, CBSI3AHHOW C Bbl-
nosiHeHMem TpeboBaHMIi HACTOSLLEro cTaHAapTa, W He AonyckaTb C/yvyaes, Korga kakme-nnbo oyHKUMM HU 3a
KEM He 3aKpensieHsbl.

PykoBoauTenu A0/MKHbI UIMETb AOCTaTOUYHble MOSIHOMOYNS O/1S1 BbINOSHEHUS CBOUX (PYHKLMIA. X NosiHO-
MOuYMsa MOryT 6bITb NepefaHbl oPuLNaNbHO Ha3HAYeHHbIM 3aMeCcTUTEeNsAM, MMEKLWUM AO0CTaTOYHYI0 KBanu-
domkaumio.

6.1.2 TpeboBaHuMA Kk 06y4yeHMO NepcoHana 6esonacHocTn Tpyaa — no NOCT 12.0.004.

6.1.3 MNepcoHan, 3aHATbIA B MPOM3BOACTBE areHToB, AO/HKEH cobnwaaTtb TpeboBaHUSA GUONOTNYECKOi
6e3onacHocTn B cooTBeTcTBMM ¢ TOCT 12.1.008, 3HaTb Mepbl N0 06e33apaXxuBaHU0 areHToB B C/lyyae aBa-
PUAHBLIX CUTyauuii, B TOM YMC/e HapyLeHNs LeNoCTHOCTW YNakKoBKMU.

6.1.4 MNepcoHan, 3aHATbI B NPOM3BOACTBE areHToOB, AO/HKEH OblTb O6ecneyeH cpefcTBamu WHAWBU-
AyanbHoi 3awmTtbl no FOCT 12.4.011 n FOCT 12.4.103, cHabxeH cneymnanbHoin ogexpoin no NOCT 27574 n
FOCT 27575, a Takke npumeHatb pecnupaTtopbl no NOCT 12.4.028 n oyku no NOCT 12.4.253.

6.2 TpeboBaHUA K pyKOBOAUTENAM

6.2.1 PykoBoguTenu (ynosiHOMOYEHHbIE SMLa) NPOM3BOACTBA U CMYyX6bl (0TAena) KOHTPOA KayecTBa
[OMKHbI 6bITb HE3ABUCUMbLIMU APYT OT Apyra.

6.2.2 OCHOBHble 06513aHHOCTM PYKOBOAWUTENS MPOU3BOACTBA (YNO/THOMOYEHHOr0 11ua):

- OopraHMsaums Npov3BOACTBA U XpPaHEHUs MPOAYKLMM B COOTBETCTBUU C AOKYMEHTaUMER ¢ uenbi obe-
cneyeHnsa Tpebyemoro KayecTBa;

- YTBEPXAEHME VHCTPYKLMWA, CBA3AHHbIX C MPOM3BOACTBEHHbLIM NPOLLECCOM, U obecneyeHne ux BbINOJI-
HeHus;

- KOHTPO/Ib PacCMOTPEHUS W NOAMNMCAaHWS MPOU3BOACTBEHHLIX MPOTOKOMNOB NMLaMK, UMEKLWUMN Haa-
nexalune nonHoOMouus, A0 nepegayn ux B cnyxoy (0TAen) KOHTPONs KayecTBa;

- KOHTPO/ib CO6NIOAEHNSA NPaBUA NPOU3BOLCTBEHHON TUrMEHbI;

- KOHTPO/b paboTbl NOABEAOMCTBEHHOrO noApasfeneHns, CoAepXaHus NOMELLEeHW, akcnayataumm u
TexHU4yeckoro obcnyxmsaHus o06opyaoBaHus;

- KOHTPOJ/iIb NPOBEAEHUsi paboT Mo aTTecTauun Wi UCMbITAHUSM;

- OopraHusauusi NepBUYHOrO 1 NOocAeayLero obyyeHuss nepcoHana.

PykoBoanTens npom3BoAcTBa (YNoSHOMOYEHHOE /IMLO):

- B OTHOLUEHWMW areHToB, BbIMYLLEHHbIX B FOCYJapCTBe, MPUHSBLUEM CTaHAapT, rapaHTUpyeT, YTo Kaxaas
cepus NpoaykuMn npousBefeHa 1 NnpoBepeHa B COOTBETCTBUMU C YCTAHOB/IEHHLIMU TPEO6OBaHUAMU;

- B OTHOLUEHUWN areHTOoB, BbIMYLEHHbIX 3a Npefesiamu rocyfapctsa, MPUHSABLLErO CTaHAapT, rapaHTu-
pyeT, uTO MMMOpTMpyeMasi cepusi NPoAyKUMM MpoLUa NPOBEPKY B MOpsiAKe, YCTAHOB/IEHHOM B rocyAapcTse,
NpyHABLUEM CTaHAapT;

- [0 BblAaun paspeLleHusi Ha BbIMYCK areHToB B cchepy o6palleHnst OKyMeHTabHO NOATBEPXAAET, UTO
Kaxgas cepus nNpoaykuuu yaosneTBopsieT TpeboBaHMAM, YCTaHOB/IEHHbIM MPWU rOCYfapCTBEHHON perucrpa-
L.

KBanudukauus pykoBoanutens nponms3BoacTsa (YNONHOMOYEHHOro finula) A0/MKHa COOTBETCTBOBATL yCTa-
HOBMIEHHbIM TpeboBaHMAM. PykoBoauTeNnb MPOM3BOACTBA (YNO/THOMOYEHHOE /IML0) AO/HKEH BXOAUTb B LUTAT
opraHusalmm — npon3BoauTens areHToB. O683aHHOCTM PyKOBOAMUTENS MOrYT 6biTb NepefaHbl TO/IbKO fMuam,
UMEeRLWMM cTaTyc YNoSIHOMOYEHHOrO Nuua.

6.2.3 OCHOBHble 0683aHHOCTM pyKOBOAUTENS CNYXObl (0TAeNa) KOHTPOAS KayecTBa (YNOSIHOMOYEHHOIO
nnua):
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- YTBEPXJEHUE VN OTK/IOHEHME MCXOAHbIX M YNaKOBOYHbIX MaTeprasioB, NPOMEXYTOUHOM, Hepacgaco-
BaHHOW ¥ rOTOBOWN NMpOAyKLMMK;

- OUeHKa NPOTOKO/I0B Ha Cepuo NPOAYKLNK;

- opraHusauusi 1 NpoBeAeHne HeOBX0AMMbIX UCMbITAHNIA;

- MpoBeAeHne MHCMEKUWUi, aHanmnsa 1 oTéopa Npob C Lenblo BbIABAEHUS NPUYUH, CNOCOBHbLIX NOBAUATL
Ha Ka4yecTBO NPOAYKUUW;

- yTBEPXAEHUE crneundukaymii, UHCTPYKUMA No oTO60py Npob, MEeTOAMK UCNbITaHUA KU APYIMX METOAMK
MO KOHTPO/IO KayecTBa,;

- ponyck Kk paboTe cneunanucToB-aHa/IMTUKOB 1 KOHTPONb WX AESATENbHOCTY;

- KOHTPOJ/ib paboTbl NO4BEAOMCTBEHHOIO OTAeNa (MpU Hannumm), 06CNYXXMBaHUSA €ro NoOMeLLeHnn n 060-
pyAoBaHus;

- KOHTPONb NPOBeAeHUs aTTecTalun COTPYAHUKOB UMW UCNbITaHWA NPOAYKLNK;

- opraHusauums MepBMYHOIO W nocregylero obyyeHns nepcoHana noABefoOMCTBEHHOrO oTaena (npu
Hanuuun).

6.2.4 PykoBogutenn npoussBoAcTBa W Cnyx6bl (0TAena) KOHTposs kavectBa (YNOSIHOMOYEHHbIE /La)
UMEIT psif, COBMECTHbIX 06513aHHOCTEN, OTHOCALLMXCS K 06ecnevyeHnto kauectTsa npoaykummn. It 06513aHHO-
CTV BK/KOYAIOT B Cebs cregytollee:

- YTBEPXAEHME W KOHTPO/b MOCTaBLLMKOB UCXOAHbIX MaTepuasos;

- YTBEPXJEHME U KOHTPO/Ib OpraHvu3auuin-npoussoanTesieit, paboTarLmnx o KOHTPaKTY;

- XpaHeHue [OKYyMEHTOB.

6.3 Tpeb6oBaHMA K 06Yy4YEHUIO

6.3.1 OpraHusayms-nponssogntenb obecneunsaetr obyyeHne COTPYAHUKOB, 3@HATbIX MPOM3BOLCTBOM
WM KOHTPOJIEM KayecTBa, a Takke COTPYLAHWKOB, AEeATe/IbHOCTb KOTOPbIX MOXEeT B/IMATb Ha KavyecTBO Npo-
AyKunn.

6.3.2 NMomMMo 6a30BOro 06y4eHUss TpeboBaHNAM HaCTOSLEro cTaHAapTa BHOBb MPUHATbIE COTPYAHUKA
NpoxoAasaT obyyeHne, COOTBETCTBYIOLLEE MX AO/DKHOCTHLIM 0653aHHOCTAM. CnegyeT opraHvM3osatb nepuoam-
yeckoe obyyeHne nepcoHana v oueHmBaTb aPEKTUBHOCTL 06yUYeHUs Ha npakTuke. ObydyeHue cnepgyeT npo-
BOAMTbL MO Nporpammam, yTBEPXAEHHbIM PYKOBOAMTENAMU MPOU3BOACTBA WU CNyxbbl (OTAena) KOHTPOsIA
KayecTBa. B opraHusauumn fosmKkHa XpaHUTbCA AOKYMEHTauns O nposefeHny obyvyeHus.

6.3.3 CoTpygHUKM, paboTatoLlme B 30HaX, B KOTOPbIX 3arpsA3HeHne npencraBnser onacHoCTb MX 340pO-
BblO, JJO/MKHbI NPOMTU COOTBETCTBYHOLLEE ObOyyeHMe.

6.3.4 TTOCTOPOHHME Nuua U HeobyyYeHHble COTPYAHUKM He [O0MYyCKalTCA B 30Hbl, CBA3a@HHbIE C NPOU3-
BOACTBOM M KOHTPO/MIEM KadyecTBa npoAykuuu. Mpu HEO6XOAUMOCTW OHU [AOJ/DKHbI NpeaBapuUTeIbHO MPONTK
WHCTPYKTaX MO npaBunam SIMYHON TUrMeHbl, NopsaKy nepeofeBaHns U HOWEHMWIO cneunanbHOW oaexabl.

6.4 Tpeb6oBaHWs MO rMUrveHe rnepcoHasna

6.4.1 B opraHusauuu Ao/iXHbl 6biTb paspaboTaHbl U BHeAPEHbl MHCTPYKLMU MO NIMYHON rurMeHe nepco-
Hasla ¢ y4eToM 0CO6EeHHOCTEN KOHKPETHOro NPOU3BOACTBA. VIHCTPYKLUMM AO/MKHBLI YCTaHaBMBaTbh Tpe6oBaHUS
K COCTOSIHWIO 3[4,0POBbS COTPYAHWNKOB, COGMIOAEHUIO UMW NINYHOW TUTMEHBI U MPaBUIAM HOLLEHUS oAexAbl. ITu
MHCTPYKLUUM A0/MKHLI cO6Mt0aTh COTPYAHUKM, HAxoAsWmMecss B NMPOM3BOACTBEHHbIX MOMELEHUSIX U NoMelLe-
HUSIX KOHTPOJISI KauecTBa.

6.4.2 Nvua, NpYHYUMaeMble Ha paboTy, NPOXoAAT 06s3aTe bHbI MeAULUMHCKMIA OCMOTp. B opraHusaumm
[lOJKHbI GbITb paspaboTaHbl ¥ BHEAPEHLI MHCTPYKLMM C NEPEYHEM NoKasaTesieli COCTOSHUA 3[0POBbs, KOTO-
pble MOryT oKasaTb B/MUSIHUE Ha KauecTBO NPOAYKUMU. B cnyyasx, cBA3aHHbIX C NPOM3BOACTBEHHO Heobxoam-
MOCTbIO WU/IN COCTOSIHUEM 3[0POBbS, COTPYAHUKMA NPOXOASAT NOBTOPHbIA MeANLUHCKIKA 0CMOTP.

6.4.3 luya ¢ UHPEKUMOHHBIMM 3260/1€BAHUSIMU U MOBPEXAEHNAMY Ha OTKPbITLIX yyacTKax Tefia He f0-
MycKatoTCsi K MPOM3BOACTBY areHTOoB.

6.4.4 Ofexaa COTPYAHUKOB, BXOASLIMX B NPOV3BOACTBEHHbLIE MOMELLEHWsl, COOTBETCTBYET Ha3HAYEHUIO
3TOr0 MOMeLLEHMsI.

6.4.5 B NPOM3BOACTBEHHbIX U CKNAACKUX 30HAX 3amnpeLlatnTcs KypeHue, npuemM NuLLm Uan nutbe, Xesa-
HU1e XeBaTe IbHO Pe3nHKU, a Takke XpaHeHUe MULLEBbLIX NPOAYKTOB, HANWUTKOB, TabauHbIX U3AeNWiA 1 NNUYHbIX
NleKapCTBEHHbIX CPeacTB. He ponyckaetcsi no6as AeaTenbHOCTb, Hapyllatollas yCTaHOBJIEHHble MNpaBuna
TUIMEHbI B NPOWU3BOACTBEHHbLIX MOMELLEHUSX WU APYIMX MeCTax, KoTopasi MOXeT okasaTb OTpuuatesibHoe
B/INSIHME HA KAuyecTBO MPOAYKLMM.
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6.4.6 He gonyckaeTcs KOHTaKT nepcoHana ¢ OTKPbITOW npoAykuuen nav nbbiMy getansaMmm obopyaosa-
HWS, KOHTaKTUPYIOLW UMK C NPOAYKLMEN.

6.4.7 MepcoHan AO/MKEH NPOATU MHCTPYKTaX MO npaBu/iaM MbITbS PyK.

6.4.8 CneunanbHble TpeboBaHUSA, OTHOCALLMECH K MPOU3BOACTBY OTAE/bHbIX BUAOB NpoAyKuuW, ycTa-
HaB/IMBalOT B CTaHapTax opraHusauuu,

7 Tpe6oBaHWsI K NOMELLEHNSM 1 06OPYA0BaHUIO

7.1 O6wue TpeboBaHUA

MecTo pacnonoxeHusl, MPOeKT, CTPOUTENLCTBO, MOHTaX, OCHAaLleHuWe U 06CnyXuBaHue NomeLleHuli u
060py0OBaHMA [OMKHbBI COOTBETCTBOBATb XapakTepy BbIMOMHSAEMbIX paboT. MM1aHMPOBOYHbLIE PELLeHWs Mo-
MELLLEHMIN U KOHCTPYKUMA 060py[oBaHMA AO/KHbI NpedycMmatpuBaTb npoBedeHne 3ekTUBHOW yoopKn 1
06CNyXMBaHUA C Lesblo NpefoTBpalleHns NepekpecTHOro 3arpasHeHus, ycTpaHeHus 6oro dakropa, yxya-
LIAKLWEero Ka4yecTso NpoayKLmu.

7.2 TpeboBaHMA K NOMELLEHNAM

7.2.1 Obwume TpeboBaHUA K NoXapHoi 6e3onacHocTn — no FOCT 12.1.004.

7.2.2 TMomeweHns Ao/MKHbI 6bITb 060pYA0BaHbl MPUTOYHO-BLITSXKHOM BeHTuAsumen no TOCT 12.4.021.
CogepxaHve BpefHbIX BellecTB B BO3Ayxe pabouyeil 30HbI He AO/MKHO MNpeBbilaTb HOPM, YCTAHOBJIEHHbIX
FOCT 12.1.005.

7.2.3 Puck 3arpsa3HeHnss matepuanos M NpoAyKLMK, CO34aBaEeMblil OKpYXaroLed cpenon, Ao/MKeH ObiTb
MWUHUMaJIbHBIM MPY YCI0BUW COBNIOAEHNA BCEX Mep 3aluUTbl NPOM3BOACTBEHHbLIX NOMELLEHWIA.

7.2.4 Mpun akcnayatauuu NoMeLleHnin cnegyeTt cobnwogaTe Mepbl MPpesoCcTOpOXHOCTH. Mpy 3TOM NpoBe-
[OeHVe TEXHNYECKOro 06CNyXMBaHUA U PEMOHTA He [O/IHKHO OKasblBaTb OTPULATE/IbHOMO B/IMAHWUA Ha KavyecTBO
npoayKumMmn. Y60pKy 1 Ae3nHieKLo NoMeLLEeHNA NPOBOAAT B COOTBETCTBUM C YTBEPXKAEHHBIMU UHCTPYKL WS-
MW,

7.2.5 OcBelleHne, TemnepaTypHblli PEXUM, BI&XHOCTb BO3AyXa W BEHTUMAUMS OOMKHbl COOTBETCTBO-
BaTb Ha3Ha4YeHMWIO MOMELLEHNA W He OKa3blBaTb OTPULATENIBHOTO B/IMAHWUA Ha paboTy obopynoBaHMA U Ha
areHTbl BO BpeMs UX NMPOM3BOACTBA W XpPaHEHUS.

7.2.6 Tpn NpoeKkTMpoBaHMUN 1 IKCMyaTauum nomeLleHnii fo/mkHa 6biTb obecneyeHa KX 3aluta oT Ha-
CEKOMBbIX, TPbI3YHOB W APYTUX XUBOTHbIX.

7.2.7 TpoM3BOACTBEHHbIE, CKIaACKMEe MOMELLEHUA U NOMELLEHNUS KOHTPONA KayecTBa He O0/MKHbl UC-
Nonb30BaTbCA A1 CKBO3HOro Npoxoja nepcoHana, He paboTatoLlero B HUX.

7.2.8 TpeboBaHUs K MPON3BOACTBEHHON 30HE

7.2.8.1 B uenax npefoTBpalleHns pucka Ans 340pOBbS N0Ael crnefyeT npeaycMoTpeTb crneuuanbHble
N N30/IMPOBaHHbIE MOMELLEHUA U 060pyaoBaH/e. B ogHNX 1 TeX Xe MOMEeLLEeHNAX He AonycKaeTcAa NPou3Bof-
CTBO areHToB W NPOAYKUUWM APYrOro HasHauyeHus. B MCKIOUMTENbHbIX CryYasx Npov3BOACTBO Takol NpPOAYK-
UM JONyckaeTcs B O4HUX NOMELLEHUAX NpY pa3fesieHnun LUKI0B NPou3BOACTBa N0 BPEMEHU, C CO6MI0AEHNEM
cneyunanbHbIX Mep NPefoCTOPOXHOCTN W NpoBefeHneM HeobXxoaumol atTectauun UM ucnbiTaHuii. B nome-
LLLeHNAX, UCMO/b3yeMbIX AN NPOU3BOACTBA areHTOB, He AOMNycKaeTcAa MPou3BOACTBO NEeCTULUAO0B.

7.2.8.2 NnaHNPOBOYHbIE PELUEHUSI MOMELLEHWNI AO/MKHbI COOTBETCTBOBATL JIOTMYECKON nocnefoBartesib-
HOCTV MPOM3BOACTBEHHbIX Onepauunii 1 obecneynBaTtb BbIMONHEHWE TPebOBaHUIA K YncToTe.

7.2.8.3 MnaHMpOBOYHbIE pPeELUEeHNss paboymx 30H M 30H XpaHEHWs, MOMELLEHWA AN YNaKOBKM areHToB
N KOHTPONSA [O/MKHbI 06ecneumBatb nocnegoBaTesibHOE W NOTMYHOEe pa3MelleHne obopyaoBaHMA U maTe-
puanos, npepoTBpallalllee nepenyTbiBaHne WM NepekpecTHoe 3arpsa3HeHne martepuasioB U Npoaykumun, a
TaKke Apyrne owmnbkm Npou3BOACTBEHHOIO npolecca.

7.2.8.4 BHYTpeHHME MOBEPXHOCTW MOMELLEHWI (CTEHbI, MO Y MOTOMIOK) AO/MKHbI ObITb F1aAKUMU, He
UMETb OTKPbITbIX COEAUHEHWIA U TPELUUH, He BbIAENATb MblIEBMAHbLIX YacTul U o6ecneynmBatb BO3MOXHOCTb
6ecnpenATCTBEHHOM 1 3hPEKTUBHON YOOPKN U Ae3MHAEKLUN.

7.2.8.5 KOHCTpYKUMSA ¥ pasMeLlleHne TeXHOJIOTMYecKoro U npovyero o60pyAoBaHUS He [O/KHbl VUMETb
MECT, TPYAHOAOCTYMHbIX AN 06CNYXMBAHUSA, OUYUCTKN M yOOPKN.

7.2.8.6 Tpy6onpoBoAbl AN KaHanM3auny AOMKHbI UMeTb HEOO6X04MMble pasMepbl U 6bITb 060PYA0BaHbI
ycTpoiicTBamMu, npefoTBpallalLLuMmu 06paTHbI NOTOK.

7.2.8.7 B npon3BOACTBEHHbIX 30HaX cnepyet npegycmarpmeaTtb 3PEKTUBHYIO CUCTEMY BEHTUNALUKN C
obecneyeHnem TpebyeMoi TeMnepaTypbl U BA&XHOCTM BO3AyXa U ero guibTpaumm.
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7.2.8.8 YpoBeHb Wyma u Bubpauuii Ha pabounx Mectax He AO/DKHbI NPeBbIWaTb HOPM, YCTAHOB/IEHHbIX
no NOCT 12.1.003 n NOCT 12.1.012.

7.2.8.9 VcxogHble MaTepuasbl B3BELLMBAKOT B cneumasnibHO 060pyA0BaHHbIX 4151 3TOr0 NOMELLEHUAX.

7.2.8.10 Ecnu BbiNoAHeHWe paboT coNpoBOXAaeTCsa BblAeNeHUEM MblAn, TO NpegycmaTpuBaloT Mepbl No
npefoTBpaLLEHNIO NEePEeKPecTHOro 3arpsa3HeHns, NpoBeAeHU0 YOOPKU 1 OUUCTKMN.

7.2.8.11 MNpoun3BOACTBEHHbIE NOMELLEHNS AO/DKHbI 6bITb XOPOLO OCBELLeHbl, 0COB6EHHO B MecTax Mnpo-
BeAEHNS BM3YasIbHOTO KOHTPO/IS.

7.2.9 TpeboBaHUA K 30HaM CK1agnpoBaHuA

7.2.9.1 30HbI CKIaANPOBaHMA OO/MKHbI MMETb 4OCTATOYHYIO BMECTMMOCTb A/18 06ecnedeHns Hagiexa-
LLlero XxpaHeHus Matepuanos U NPOAYKLNN.

7.2.9.2 Tlpn NpoeKkTUpoBaHUM W opraHusauMy 30H CKNaAnpoBaHUA criefyeTt npepycmarpuBaTb HajJsie-
Xaljme ycnoBus XpaHeHus. 30Hbl CKNagMpoBaHWAa LOJ/DKHbI OblTb YUCTBIMU U CYXUMU, B HUX LO/DKHbI ObITb
obecneyeHbl HEOOXOAUMbIV TemMMNepaTypHbIli pPeXxuM, BAaXHOCTb BO3AyXa W Apyrve crneuuanbHble YCNnoBus
XpaHeHUs, a TakKe UX KOHTPOSIb.

7.2.9.3 B 30Hax npvemMku 1 BblJaun maTtepuasnioB U NpoayKuun Ao/HkHa 6bITb obecneyveHa uMx 3aluTa oT
HebnaronpuATHOTO BAUSHWUA OKpYyXatuiei cpefdpl. B 30He npuvemku Ao/bkHa ObiTb MpeaycMOTpeHa ouMcTka
ynakoBOK C MocTynawwmumMmm matepvasamm nepes nx cknagmposaHvem.

7.2.9.4 ECnn B peXxuM KapaHTUHA BXOAUT XpaHeHue npoayKuun B pasfefibHbiX 30Hax, TO 3TU 30Hbl AO1X-
Hbl OblTb YeTKO 0603HayeHbl. [JOCTyn B HMX paspellaeTcs TOSIbKO YNOSHOMOYEHHbIM Auuam. Jliobas gpyras
cucTema, 3ameHswas duandeckoe pasgeneHune, fo/mkHa obecrneunBaTb PaBHOLLEHHYIO 6€30NacHOCTb.

7.2.9.5 OT60p NPO6 UCXOAHBLIX MaTtepuasioB CrefyeT BbINOAHATbL B OTAE/bHOW 30He. MNpu oT6ope nNpob
NpUHUMaloT Mepsbl, NpegoTepallalLne NpAMoe Unn nNepekpecTHoe 3arpssHeHune.

7.2.9.6 OTK/IOHEHHble, OTO3BaHHbIE WM BO3BpalleHHble Marepuasbl WU roTOBYH NpoAyKuuio cnepyet
XPaHUTb B U30/IMPOBaHHbIX 30HaX.

7.2.9.7 CnnbHoZelicTBYOWME BeLLecTBa M nNpenapatbl XpaHAT B 6€30NacHbIX U OXpaHseMblX nomMelle-
HUSIX.

7.2.9.8 JonxHO 6bITb 06ecnevyeHo Haj/exallee XxpaHeHre nevyaTtHbIX MaTtepuanos BBUAY WX K/THOUEBOWA
ponu B NOATBEPXAEHUN UOAEHTUYHOCTU areHToB.

7.2.10 TpeboBaHNA K 30HaM KOHTPOJ/IA KayecTBa

7.2.10.1 NabopaTopun KOHTPO/IA KayecTBa AO/DKHbl ObiTb OTAE/eHbl OT MPOW3BOACTBEHHbLIX MOMeLLe-
HWiA. JTabopaTopun KOHTPONS 6MOMOrMYEeCcKMX 06bEKTOB U MUKPOBUOMOTrMYECcKNX npenapartoB Takke AOSDKHbI
6bITb OTAENEeHbl ApYr OT Apyra.

7.2.10.2 TpoeKT KOHTPO/bHbLIX NabopaTopuii 4O/MKEH COOTBETCTBOBATbL TPEOOBAHUSAM K BbINOHAEMbIM
B HUX onepauusm. Mnowanb nabopatopuili fo/mKHa ObiTb AOCTATOYHOW ANS UCKIHYEHUS NepenyTbiBaHus
Npo6 1 NepekpecTHOro 3arpsa3HeHus, a Takke XpaHeHns obpasLoB U JOKYMEHTaUNUN.

7.2.10.3 Ans pa3MeLeHns Y4yBCTBUTEbHbIX NPUOOPOB, HYXAALWNXCA B 3alUTe OT 3NEeKTPOMarHUTHbIX
nonein, Bmbpauny, NOBbLILLEHHOW BNAKHOCTY BO3Ayxa WM APYrUX BHELWHMX (DakTOpOB, A0/MKHbI ObiTh Npeay-
CMOTPEHbI OTAe/IbHbIE MOMELLEHUSA.

7.2.10.4 Ocobble TpeboBaHNA NpeabABAAIOT K 1abopaTopusaM, B KOTOPbIX NPOBOAAT paboThl ¢ o6pasLa-
MW CTEPU/IbHbIX, ONACHbIX BELWECTB WU pafnMoakTUBHbLIX MaTtepuasios.

7.2.11 TpeboBaHMA K BCNOMoOraTesibHbIM 30Ham

7.2.11.1 KomHaTbl oTAbIXa WU Npuema nuLn A0/KHbI ObiTb OTAEEHbl OT OCTasIbHbIX 30H.

7.2.11.2 TomeleHnsa gns nepeogeBaHus, TyaneTbl U AylieBble KabvHbl AO/DKHbI UMETb YAO06OHbIA [0-
CTYM; WX NNaHMPOBKa, KOJIMYECTBO W pasMepbl [AO0/HKHbI COOTBETCTBOBaTbL YWC/IEHHOCTM nepcoHasna. He pgo-
nyckaeTcs BbIXOf W3 TyasleTOB HEeNnoCpeaCcTBEHHO B NPON3BOACTBEHHbLIE UAN CKIAACKMNE 30HbI.

7.2.11.3 PeMOHTHble y4acTK1 AO/DKHbI OblTb OTAENEHbI OT MPOM3BOACTBEHHbIX NMOMELLEeHWNA. Npn xpaHe-
HMM 3anacHbIX YacTell N MHCTPYMEHTOB B 30HE MPOM3BOACTBA AOJ/DKHbI ObITb MPeAyCMOTPEHbI cneunanbHbie
noMeLLeHnsa nan wragbl.

7.2.11.4 MNomeLlleHns ansa cogepxaHnsa nabopaTopHbIX KyAbTyp AO/MKHbI OblTb M30/IMPOBaHbI OT OCTaslb-
HbIX 30H, 060pYyAOBaHbl OTAE/NIbHLIMU CUCTEMAMWN BEHTUAALMUM N OTAENbHBIM BXOLO0M.

7.3 Tpe6oBaHUs K NPOM3BOACTBEHHOMY 060pPYA0BaHMUIO

7.3.1 TpeboBaHua 6e30MacHOCTM K NPOn3BOACTBEHHOMY 060pyaoBaHnio — no MOCT 12.2.003.
7.3.2 KOHCTPYKUMA, MOHTaX U NOPSAA0K TEXHMYECKOro 06CnyXnBaHma 060pyAoBaHUSA AO/MKHbI COOTBET-
CTBOBATb €0 Ha3HaYeHMIo.
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7.3.3 PaboTbl N0 PEMOHTY U TeXHUYEeCKOMY 06CNyXnBaHU 060pyA0BaHNS He AO/KHbI OKasblBaTb OT-
puuatesibHoro B/IMAHNUA Ha Ka4yecTBO NPOAYKLMN.

7.3.4 KOHCTpYKLMS NPOU3BOACTBEHHOIO 060py[OBaHUA A0/HKHa obecneymBaTb yA06CTBO M BO3MOX-
HOCTb €ro O4McTkU. PaboTbl MO OUYNCTKE 060PYAOBaHWUS BbIMOJHAKT B COOTBETCTBUM C UHCTPYKUMAMU. O60-
pyfaoBaHve crieflyet cofepxaTb B CYXOM U YACTOM COCTOSHUMU.

7.3.5 NHBeHTapb 1 matepuasbl AN MbITbSA U OYNCTKM HE [O/DKHbI ObITb UCTOYHMKAMU 3arpA3HEHUS.

7.3.6 O6opyfoBaHMe ycTaHaBNMBAKT TakMM 06pa3oM, YTOObl UCKIUYNTL PUCK 3arpsi3HEHUS WU Bbl-
NONIHEHUS OLLUNGOYHBLIX AENCTBUIA.

7.3.7 O6opyaoBaHMe He JO/HKHO BAMATb Ha KauyecTBO MPOAYKUMM W NpeacTaBnsATb CO60W Kakyt-nnm6o
onacHoOCTb AN npoAaykumu. Yactn obopyAoBaHUs, KOHTaKTUpYOLWMe C MNPOAYKLMEeR, He AO0/KHbI BblAeNATb
nnu abcopbmupoBaTh BELLECTBA, OKasblBaloLme BANSAHME HA KavyecCTBO MPOAYKL UK.

7.3.8 MNorpewHoCTb BECOB U APYroro n3mepuTesibHoro 060pyA0BaHuA fO/HKHa COOTBETCTBOBATb NPOU3-
BOACTBEHHbIM W KOHTPOJIbHbIM ONepaunsM, B KOTOPbIX OHU UCMNOSb3YOTCS.

7.3.9 MNepnognyHOCTbL KanmbpoBKM U MOBEPKA U3IMEPUTESNbHbBIX, PETMCTPUPYIOLLMX, KOHTPOJIbHbLIX MNpu-
60pOB 1 BECOB A0/HKHA COOTBETCTBOBATL TPEOOBAHMAM MHCTPYKUUA 1 METOAMK Ha 3T Npubopbl. PesynbtaTtbl
KanMbpoBKN 1 MNOBEPKN LOKYMEHTUPYHOT.

7.3.10 CtauymoHapHble Tpy6onpoBoAbl AO/DKHbI MMETb MapKMPOBKY C yKasaHMEM MPOXO4AWMNX MO HUM
BELLECTB 1, B C/lyyae Heo6X0AMMOCTW, HanpaB/ieHNsa MoToka.

7.3.11 TpybonpoBoAbl ANns OYULLEHHON BOAbl cnenyeT obpabaTtbiBaTb B COOTBETCTBUMU C UHCTPYKUUSAMUA,
B KOTOPbIX YKa3aHbl npegenbl MUKPOOHOro 3arpsa3HeHns u NpuHMMaemMble Mepbl B C/lyvae WX NpPeBbIeHns.

7.3.12 HeucnpasHoe 060pyaoBaHune cnepyet yaansTb U3 30HbI NPON3BOACTBA M KOHTPO/IA KadyecTBa Win
nomevyatb COOTBETCTBYHOLUM 06pa3om.

8 TpeboBaHuA K AOKYMeHTaumun

8.1 Obwme TpeboOBaAHUSA

8.1.1 Cneuudpmkaunu, TeXHONOTUYECKNE WHCTPYKLUUW, METOAMKM W MPOTOKO/IbI Ha CEepuo NPoayKLun
0hOpMSISAIOT B COOTBETCTBMU C HOPMATUBHLIMU NPaBOBLIMY akTamu, AeACTBYIOLWUMUN Ha TEpPUTOPUN rocyaap-
CTBa, MPWHABLLEro cTaHapT.

8.1.2 YcTtaHaBNnBalT NOPALOK paspaboTkn, opopMIeHUs, Bbifaun, U3bATUA OOKYMEHTOB W BHECEHUSA
B HUX MU3MEHEHWA. [JoKyMeHTbl [O0/IKHbI COOTBETCTBOBATL TPEOOBAHWSM, YCTAHOB/IEHHLIM NPU perucTpauum
areHra.

8.1.3 [lokyMeHTbl MOANUCLIBAIOT M YyTBEPXAAIOT NnLa, UMeloLle npaso NoAnucy, C ykasaHuem gartbl.

8.1.4 [loKyMeHT He [o/KeH AonyckaTb [BOWHOro TONKOBaHUsA. HammeHoBaHue, BMA U Ha3HayeHue fo-
KYMEHTa [O0/KHbI OblTb YETKUMU U ACHBIMU. [JOKYMEHT [O/HKEH UMETb JIOTUYHYIO CTPYKTYpY, obecneynsaroLLyto
NPOCTOTY ero NpoBepku. Konum AOKYMEHTOB AO/KHbI 6bITb SACHbIMU U YeTKUMWU. CNOCO6 CHATWA KOMWIA € A0-
KYMEHTOB [O/IKEH UCK/OYaTh BO3MOXHOCTb OLUMGOK.

8.1.5 [lokyMeHTbI criefyeT perynspHo nepecmarpusaTtb U 06HOBNATL. [pu nepecMoTpe fOKyMeHTa He-
06X0AVMO MCKNIOYMTL UCNOb30BaHWe ycTapesLleli Bepcumn (QopMbl).

8.1.6 He pexkomeHayeTcsi 0hOPMNATL AOKYMEHTbI B PYKONUCHOM Bue. Mpn Heo6XoAMMOCTN faHHble B
[OKYMEHT BHOCAT YETKUM, pa3bopumMBbIM MOYEPKOM Tak, YTOObl BHECEHHblE faHHble Henb3st 6bl10 yaauTh.
[ns BHeceHUs AaHHbIX B LOKYMEHTE JO/MKHO ObiTb NPeayCMOTPEHO A0CTATOYHO CBOGOAHOrO MecTa.

8.1.7 lMpy BHECEHWM U3MEHEHWI B [OKYMEHTbl CrefyeT yka3biBaTb f[aTy BHECEeHWS WU3MEHEeHWUs W noj-
MUCb NNLA, BHECLIEro 3T0 M3MeHeHue. MNpy HeobxoaMMOoCTN cnegyeT ykasaTb NPUUNHY BHECEHUS N3MEHEHWIA.
BHeceHHble U3MEHEeHNs He A0/KHbI Co34aBaTb 3aTpyAHEeHUl AN BOCNPUATMA UCXOLHOrO TekcTa.

8.1.8 lMpoTokonsbl cnefyet opopMIATbL OAHOBPEMEHHO C BbINOJIHEHWUEM COOTBETCTBYIOLINX AECTBUIA
TakvM o6pa3om, YTO6bl MOXHO ObI/I0 NPOC/EAUTL BCe OCHOBHbIE OMnepauun npu NpousBoAcTBe areHTos. MNpo-
TOKO/bI CNieflyeT XpaHUTb He MeHee OAHOro rofa Co AHSA OKOHYaHWUS CPOKa roAHOCTM FOTOBOWM MPOAYKL M.

8.1.9 3anucb faHHbIX MOXHO BbINOMHATL C UCMONb30BAHNEM TEXHUYECKUX CPEeACTB, 06ecneyunsaroLmnx
HagexHoe xpaHeHue uHopmauun. CrefyeT NPoOBEPSATb TOYHOCTb 3anuceid. Mpyu BeAeHWM AOKYMeHTauun B
3/1eKTPOHHOM BUAe Npaso A0CTYNa WM U3MEHEHUA [aHHbIX B KOMMbIOTEPE MOTYT MUMETb TOJIbKO Siiua C COo-
OTBETCTBYIOLMMW NOSIHOMOYUAMU, MPY 3TOM cnefyeT BeCTU NMPOTOKOS U3MEHEHWA U U3BATWIA 3anucein. Ana
orpaHMyeHuss focTyna K 3/1eKTPOHHOI 6as3e AaHHbIX crefyeT MCNosb30BaTb CUCTEMY Naposieid wuam gpyrux
CpeAcTB; BHeceHne 0cob0 BaXHbIX AaHHbIX crefyeT NPOBepsTb He3aBUCMMbIM cnocoboM. pu XpaHeHuu
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MPOTOKO/IOB Ha Cepuv MpoayKuuu B 3/IEKTPOHHOM BuUAe As1 3aliMThl MHOpMALMK Heo6XoAMMO co3haBaTb
pe3epBHbIe KOMUM HA HAAEXHbIX HOCUTENsX. B nepuos XpaHeHus aTv faHHble A0/MKHbI 6bITb 4OCTYNHbLIMK,

8.2 TpeboBaHusA K cneundukaymam

8.2.1 Cneuudmvkaumn cOCTaB/IAT MU YTBEPXKLAKT Ha UCXOAHbIE, YNakoBOYHble Marepvasbl U roTOBYHO
npoaykumio. Npn Heo6X0ANMOCTH COCTaBAAT CneundukaLy Ha NPOMeXyToUHYI0 1 Hepacd)acoBaHHY0 Npo-
AyKUNIO.

8.2.2 Cneuudmkaumm Ha WUCXOA4Hble MaTepuasibl, MEPBUMYHYIO YNaKOBKY WX MNedaTHble marepuasbl
OOJDKHbI BKNOYaTL cnejytolme ceefeHus:

a) onvcaHwe maTtepuasnos, B TOM 4uUcne:

- HaMMeHOBaHue U Ko,

- CCbUIKY Ha CTaHAapT wau ApYryo HOPMaTUBHYIO AOKYMEHTaLuuo (Npy Hanuymm),

- HaMMeHOBaHue yTBEepPXAEHHbIX NOCTaBLLMKOB U, N0 BO3MOXHOCTW, NEPBUYHOro NPon3BoOAUTENSA MaTe-
pvasnos,

- 06pasubl neyaTHbIX Marepuasios:

6) MeToaukn oT6opa NpPo6 1 NPOBEAEHUS UCMbITAHUIA WU CCbISIKM HA COOTBETCTBYIOLLME METOAVKY;

B) KOJIMYECTBEHHbIE W KAYeCTBEHHblEe XapaKTepPUCTUKM C yKaszaHWeM [OMYCTUMbIX NpefesibHbIX 3Have-

I) YCNOBUSI XpaHEHUs1 U Mepbl NMPeA0CTOPOXHOCTH;

[) MakcumasnbHbIli CPOK XpaHeHus 40 NpoBeLeHUss NOBTOPHOIO KOHTPONS.

8.2.3 Cneuundpmnkauum Ha rotoByto NpoAyKLMIO LOJ/DKHBI BKOYATh cnefyoline ceefieHuns:

a) HaumeHoBaHve NpoayKuMn 1 Kog (Npy Heob6XoANMOCTK);

6) cocTaB areHTa Wan CCblfIKy Ha COOTBETCTBYHOLUNIA AOKYMEHT;

B) onvncaHne npenapaTuMBHO/ GOpPMbl 1 AaHHbIE 06 YNakOBKeE;

r METOAMKM OTOGopa NPo6 M NPOBEeAEHUS UCTbITAHUA (MW CCbISIKU Ha HUX);

) KONMMYecTBEHHble W KayeCTBEHHble XapakTepuCTUKM C yKasaHMem [AONyCTUMbIX MpefenbHbIX
3HaYeHwit;

€) YCNOBUSI XpaHeHNs1 1 0cobble Mepbl NPeAoCTOPOXHOCTM Npu 06palleHnn ¢ npoaykuueli (npyu Heob-
X04UMOCTN);

X) CPOK rOAHOCTMW.

8.2.4 Cneuucpmkaumm Ha NPOMEXYTOUHYI M HepacacoBaHHY FOTOBYH NPOAYKLUIO AO/DKHbI ObiTb B
Ha/Mummn npu ee NpruobpeTeHnun unu oTrpyske, Npu oLeHke KayecTBa roToBON NPoAyKLMK.

8.3 TpeboBaHUA K TEXHONTOTMYECKUM UHCTPYKLMNAM

8.3.1 1A kax[oro Bmga npoaykumm paspabaTbiBaloT U yTBEPXKAAKT TEXHOIOTMYECKME UHCTPYKLNN.

8.3.2 [laHHble 0 NPoAYKUUN AO/XHbI BKAOYaThL Criefylouie cBefeHus:

a) HauMeHoBaHue ¥ Kof, B COOTBETCTBUM CO cneundukaunei;

6) onucaHne npenapaTvBHOI hOPMbI, ee A03MPOBKM U pasMep cepuu;

B) NepeyeHb UCXOAHbIX MaTepUasioB C UX MOJSIHbIM HAaUMEHOBAHWEM, yKa3aHWeMm KX KoJimyectsa B COOT-
BETCTBUM C MPUHATOM HOMEHKIATYpPOl, KOAO0B, a TakkKe BeLLecTB, KOTOpble MOryT npeobpa3oBbiBaTbCA B X04e
TEXHOJIOTMYeCcKoro npotecca;

I OXuAaeMblil BbIXOA rOTOBOW MPOAYKUMM C yKazaHMem AOMyCTUMbIX MpefesioB KOIMYeCcTBEHHOro COo-
JepXaHns areHTOB W BbIX0A, MPOMEXYTOUHbIX NPOAYKTOB (NpyM HE06X0AMMOCTK).

8.3.3 TexHosiormyeckne UHCTPYKUMN OOIXKHbI BKIOYATL Criedylowmne cBefeHus:

a) fJaHHble 0 MecTe HaxoXeHus NPou3BOACTBA M OCHOBHOM 060py[0BaHuK,

6) MHCTPYKUUKX NO NOArOTOBKE OCHOBHOrMO MPOU3BOACTBEHHOrO 060PYAOBAHUS WM CChIJIKU Ha HUX;

B) NoApobHOe onucaHme TEXHO/IOTMYECKOTo npoLecca,;

r) onnucaHue BCeX BUA0B BHYTPUMNPON3BOACTBEHHOIO KOHTPO/IA C yKa3aHueM A0NYyCTUMbIX Npefenos Ko-
JINYEeCTBEHHOTO COAEPXXaHNA areHToB;

[) ycnoBus xpaHeHusi HepacthacoBaHHOI npoaykuun (B TOM yuciie TpeboBaHUs K ynakoBke, MapKnpoB-
Ke) 1 crneuuasibHble YC0BUA XpaHeHnsa (npy HeobxoaMMocCTu);

€) cneymasbHble Mepbl NPefoCTOPOXHOCTU.



FOCT 34199—2017

8.4 TpeboBaHMA K MHCTPYKLMUAM MO yNakoBKe

8.4.1 InA kaxaoro BuAa npoaykumu, pasmepa v Buaa yrnakoBKU A0/KHbI ObiTb paspaboTaHbl N yTBEPX-
OeHbl VHCTPYKLMM MO ynakoBKe, BKAlOUYalLme creyrlne cBefeHus:

a) HaumMeHoBaHue NPoAyKLMUH;

6) onvcaHne ee nNpenapaTUBHOI YOPMbI U AO3MPOBKN (NPY HEOBXOANMOCTH);

B) KO/IMYECTBO MPOAYKTa B OKOHYATEs/IbHON ynakoBKe, BblpaXXe€HHOe B eAMHULAxX u3MepeHus (WTykax,
eAnHNLax maccbl nam o6bLema);

I nepeyeHb yNnakoBOYHbLIX MaTepuasioB, HEOOXOAUMBIX ANA Cepun MPOAYKLMU CTaHLAPTHOro pasmMepa,
B TOM 4YMC/ie KOSIMYeCcTBO, pasmMep U TUM YNakoBOYHOrO MaTepumana C ykasaHWem Koja unM Homepa B COOT-
BETCTBUM C UX cneundukaLme;

[) obpaseL, uan Konuio ynakoBo4yHoro marepuana (npu Heo6xoLMMoCcTm) € ykasaHnem MecTa HaHeceHus
HOMepa cepuun 1 cpoka rogHOCTU NPOAYKTa,;

€) cneuunanbHble Mepbl NMPefoCTOPOXHOCTU, B TOM YMC/e TLAaTeslbHY0 NPOBEPKY 060pyA0BaHUA U 30HbI
ynakoBKW, rapaHTupyloLine YNCTOTY YNakoBOYHON NMHMK Nepes Havyanom paboThl;

X) onucaHue npouecca YnakoBKM C OCHOBHbIMW BCMOMOratesibHbIMW onepauusiMy n MUCMosib3yeMbIM
obopynoBaHueM;

W) onucaHwe BHYTPUNPOM3BOACTBEHHOrO KOHTPOAS, B TOM yMc/iie nNopsgok otéopa npob u ykasaHue [o-
NyCTUMbIX NpeAenoB KO/IMYECTBEHHOIO COAEepXaHusa areHToB.

8.4.2 lononHNTeNbHO MOryT ObiTb paspaboTaHbl W NPUHATBHI APYyrue OOKYMEHTbl, KOHKpeTusMpyoLlie
NOMOXEHNA TEXHONOTMYECKNX UHCTPYKLNIA.

8.5 TpeboBaHNsl K MPOTOKO/1aM Ha Ceputo NpoayKuun

8.5.1 MNepen HavyanoMm 1OHOr0 TEXHOMNOMMYECKOrO npoLecca HeOBX0ANUMO BbINOAHUTL MPOBEPKY M 0hop-
MUTb MPOTOKO/T O TOM, 4YTO 060opyAoBaHue M paboyee MeCTO HaxXOASATCHA B UUCTOM COCTOSIHUWM, He cogepxart
OCTaTKOB Npeablayliero npoaykra, AOKyMeHTauMM U Martepuanos, He OTHOCALMXCA K AaHHOMY npoueccy, U
roTOBbl K UCMOJIb30BaHMIO.

8.5.2 Ha Kkaxnayw cepuio NpoayKLuunM COCTaBNSAIOT NPOTOKO/T B COOTBETCTBUMN C TPEBOBAHUAMMU TEXHOSO-
rMYeCcKMX MHCTPYKUMI. MeToauka cocTaBneHns NpoToKo/a AO/MHKHA UCKIYaTb OWNOKM Npy ero 3anosiHeHUN.
B npoTokone ykasbiBalOT HOMEpP NPOU3BELAEHHON cepun NpoayKuun. MPoTOKON XPaHAT B YCTAHOBIEHHOM MO-
psagke.

8.5.3 IMpoTOoKON Ha ceputo NPOoAYKUMM BKIOYAET crefyroline cBefeHus:

a) HanmeHoBaHVe NPoayKTa,;

6) fjaTa, BpeMsa Havyasia M OKOHYaHUSA TEXHOIOMMYECKOro npouecca U ero OCHOBHbIX 3Taros;

B) hamunma u uHUUManbl COTPyAHUKA, OTBETCTBEHHOIO 3a BbINOJ/IHEHWE KaXKA0W NPOU3BOACTBEHHOW
onepauuu, a Takke hamMuanm n MHULMaNbI ML, KOHTPOSIMPOBABLUMX BbINOHEHME onepaLuii;

r paMmuans v MHULMasbl COTPYAHMKA, OTBETCTBEHHOIO 3a OCHOBHbIE 3Tarbl NPON3BOACTBA;

[l) HOMep cepun M HOMep aHanM3a, a Takke hakTuyeckoe KOMMYecTBO B3BELUEHHbIX MCXOAHbLIX Marepu-
anos, B TOM YuC/ie HOMEpP Cepun 1 KONMYECTBO [06aBNeHHbIX MaTepnasos;

€) OCHOBHbIE TEXHOMOIMYeckne onepauum wan AeiicTBus, a Takke OCHOBHOe 060pyAoBaHue;

) NPOTOKO/1bl BHYTPUNPON3BOACTBEHHOIO KOHTPONSA C yKazaHWeM UCMOJSIHUTENENR MU NOAYyYEeHHbIX pe3sy/b-
TarTos;

1) BbIXOA NPOAYKLMU, MOSTYYEHHOW HAa OCHOBHbIX 3Tanax npou3BOACTBa;

K) nogpobHoe onucaHwe obbiX OTKIOHEHUI OT TEXHONOTMYECKUX WHCTPYKUMIA, nognucaHHoe OTBET-
CTBEHHbIM JINLOM.

8.5.4 MpoTOKO/bl HA Cepuio NPOAYKUUA OPOPMAISIT OA4HOBPEMEHHO C BbINOSIHEHWEM COOTBETCTBYIOLLEN
onepauun. MNpoTOKOA Ha cepuo NPoAayKuMM NOANUCLIBAET NULO, OTBETCTBEHHOE 3a TeXHOJI0rMYeckuin npo-
Lecc, c ykasaHuem parbl.

8.6 TpeboBaHMs K NPOTOKO/IaM Ha yNakoBKYy Cepun npoayKuum

8.6.1 lNepen Havanom 06O ynakoBOYHOI onepauunm Heo6XoAUMO MPOBECTU MPOBEPKY M 0OPMUTH
NPOTOKO/T O TOM, YTO 060pyAOBaHNE N paboyee MeCTO HaxXOAATCA B YUNCTOM COCTOSIHUU, He cofepar ocrtaT-
KOB MNpefblayLiero npoaykra, JOKyMeHTauuu 1 Mmatepuanos, He OTHOCALLMXCA K JaHHOMY npoueccy, U rotosbl
K 1CMOJIb30BaHUIO.

8.6.2 [1na Kaxpgon cepun UM YacTu Cepun NPoAyKUUW AO/MKEH GblTb COCTaB/IEH NPOTOKO/ HA YNakoBKY,
KOTOpbLIA cnefyeT XpaHWTbL B yCTaHOB/IEHHOM nopsake. MNMpoTOKON [0/MKeH COOTBeTCTBOBaTb TpeboBaHuAM
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OEeNCTBYIOLMX MHCTPYKUMIA NO ynakoBke npoaykuuu. MeTof cOoCTaBNeHWs MPOTOKOJSI0B AOJ/DKEH WCKIYaTb
ownbKM Npu ero 3anofiHeHun. B npoTokonax f0/KHbI 6bITb YKka3aHbl HOMep Cepuu 1 KOIMYecTBO Hepacda-
COBaHHOW MpoAyKuMu, noanexaliein ynakoBke, a Takke HOMep cepuu ¥ nnaHupyemoe KOMyecTBO rOTOBOWA
NPOAYKLMN.

8.6.3 lNpoTOKON Ha YyNnakoBKY cepun MPOAYKUUW BKIKOYAET cnefyloline cBefeHus:

a) HauMeHoBaHue NPOoAYKTa;

6) gata 1 Bpems onepauuii No ynakoBKe;

B) hamMuaiMa 1M MHMumansl Auua, OTBETCTBEHHOIO 3a YNakKoBKY;

) NPOTOKOMblI NPOBEPKN COOTBETCTBUA YNAKOBKM TPeBGOBAHMAM MHCTPYKUUA MO ynakoBKe;

[) noapo6Hble AaHHbIe O BbINOSIHEHWUM onepalumii No yNakoBkKe, B TOM YMC/le CCbUIKA Ha UCMOo/b3yemMoe
obopyfoBaHue 1 ynakoBoYHble SINHUK,

€) obpasLbl NeyaTHbIX Marepunanos, B TOM yucie obpasLbl C 0603Ha4YEeHMEM HOMepa cepun, cpoka roa-
HOCTU 1 NO6OMN AONONHMTENIbHOW MHGOopMaLuu;

X) nogpobHoe onucaHme NbbIX OTKIOHEHWI OT TEXHONOTNYECKNX UHCTPYKLUWIA, MHCTPYKLMIA N0 ynakos-
Ke 1 nognucaHHoe paspelleHne Ha OTKNOHEHWE;

1) KONNYECTBO Y HAMMEHOBaHWA BblAaHHbIX, UCMNO/b30BaHHbIX, YHUUTOXEHHbIX WM BO3BpPALLEHHbIX Ha
cknaj nedyaTHbIX Matepuanos u HepacacoBaHHON NPOAYKUMM U KOSIMYECTBO MOJIYYEHHOR roTOBOl NMpPOAYK-
unn ANns coctassieHns obuiero 6aniaHca.

8.6.4 [aHHble, nepeuyncneHHole B 8.6.3, cneayet oopMNATb AOKYMEHTa/lbHO OAHOBPEMEHHO C Bbl-
NOSIHEHMEM COOTBETCTBYHOLLEW onepaumun. MpoTOKON Ha ynakoBKY cepuy Npoaykuun nognucbiBaeT nuuo, oT-
BETCTBEHHOE 3a YNakoBKy, C yKa3aHuem Aarthbl.

8.7 Tpe6oBaHUA K MHCTPYKUUAM U NPOTOKO/IAM MPUEMKN

8.7.1 MpueMKy KaXxaol cepmmn Kaaoro Buaa noctaBAsieMblX UCXOAHbIX, YNAaKOBOUHbIX U NeYaTHbIX marte-
pvanoB MpPoBOAAT B COOTBETCTBMM C MHCTPYKUMei. Mo pesynbTataM npueMku 0hopMasioT NPOTOKOS.

8.7.2 TpoToKOMbI NPUEMKN BKAOYAIOT cnefyloline ceefieHns:

a) HaMMeHoBaHMe martepuana no HaknagHoli 1 0603HaYeHne Ha ynakoBKe;

6) HauMeHoBaHWe Unu Koh mMarepuana,;

B) faTta nNpuemMku;

) HaMMeHoBaHWA nocTasLmKa U nponssoanTens (Mo BO3MOXHOCTH);

[) HoMep cepuu NPoOU3BOAMUTENS;

e) obLee KONMMYeCcTBO NOJTYHEHHbIX MaTepPUasnioB 1 YACNO efUHNL, YNaKOBKH;

) HOMEp, NPUCBOEHHbIA NOCAe NPUeMKM;

n) 3amedaHuns.

8.7.3 Cnepyet pa3paboTtaTb U YTBEPAUTL UHCTPYKLUN MO MapKMpOBKe, KapaHTUHY W XpPaHeHU UCXof-
HbIX, YNaKOBOYHbIX W APYTUX MaTtepunasos.

8.8 TpeboBaHMA K MHCTPYKLMAM NO OT60pPY Npood

B MHCTPYKLMsIX MO 0T60pY Npo6 MPUBOAAT CMMCOK /UL, YNOJTHOMOYEHHbIX Ha NPOBEAEHNEe 3TUX onepa-
UMiA, UcToNb3yeMble MeTOAMKU U 060opyAoBaHue, KO/IMYecTBO 0T6MpaeMbix MaTepuasioB U Mepbl NpeaocTo-
POXHOCTU, UCK/TIOYAIOLWME 3arPsA3HEHNE WM YXYALEHUE KauyecTBa MPOAYKLMN.

8.9 Tpe6oBaHNS K MPOTOKO/1aM MPOBEAEHUST UCMbITaHWN

Cnepfyet pa3paboTaTtb U yTBEPAUTL METOAMKM UCMbITAHUI MaTeprasioB ¥ NPOAYKLUM HA PasinyHbIX 3Ta-
nax NpPou3BOACTBA C yKazaHWEM WCMOJIb3yeMbIX METOAOB M 060pyAoBaHMS. Pe3ynbTaTbl UCNbITaHW odhopm-
NS0T B BUAE NPOTOKO/A.

8.10 TpeboBaHUs K MpoYelr AOKyMeHTauumn

8.10.1 CnepyeT pa3paboTtaTb U YTBEPAUTb UHCTPYKUNW, pernameHTupyroLlmne Bblgadvy yrnojHOMOYEHHbIM
NIMLOM paspeLleHnil Ha peann3aunio U OTK/IOHEHWEe MaTepuasnosB ¥ NMPOAYKLUN.

8.10.2 [lokyMmeHTaLMI0 Ha peanu3auuio Kaxaoh cepuy Npoaykuuvi cnegyet XpaHuTb ANs ee onepaTus-
HOro 0T3blBa B Cnyyae HeobxogumocTu (cm. pasgen 12).

8.10.3 Cnepyet paspaboTaTb M yTBEPAUTb METOAMKN (MHCTPYKUMM) Ha cnepyowmne paboTbl:

- arrectauusa ManM UCMbITaHWS;

- MOHTaxX 1 kanubposka (noBepka) o60pya0BaHUS;
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- TEXHNYECKOe 06C/yXMBaHMEe, 0YMCTKA U Ae3MH(eKUNS;

- 00yuyeHue nepcoHana, obecnevyeHne ero cneymanbHoOn O0AeXAoN, cobaeHne NpaBua NNYHOK TUTn-
€Hbl 1 np.;

- KOHTPOJIb OKpYXalollel cpeasl;

- 6opbba c Nnapasutamu, HACEKOMbIMU, TPbI3yHAMU Y APYTUMW XUBOTHLIMU;

- aHanus peknamawmii;

- 0T3bIB NPOAYKLMMY;

- BO3BpAaT NMPOAYKLMN.

BbinosiHeHUe kaxaol M3 ykasaHHbIX paboT ohopMaSIOT B BUAe NpoToKona.

8.10.4 CnepnyeT paspaboTaTb 1 yTBEPAUTb UHCTPYKLUM MO SKCM/yaTauuy OCHOBHOIO NPOW3BOACTBEHHO-
0 M KOHTPOJIbHO-aHANIMTUYECKOrO 060pYy0BaHUSA.

8.10.5 AN oCHOBHOro NPOM3BOACTBEHHOIO 060PYAOBaHNA ClefyeT BECTU XypHasibl C NepeyvncrieHnem
B HMX BCEX OMepauuii no artectaumu Win UCNbITAHUSIM, KanIMbpOBKE 1 MOBEPKE, 0O6CNYXMBAHUIO, OUUCTKE WK
PEMOHTY, B TOM 4yucfne C ykasaHuem gat, pamunuii u MHULKManoB, a Takke ¢ NoAnMcAMU NuL, NPOBOAMBLLNX
3TN onepauun.

8.10.6 Wcnonb3oBaHMe OCHOBHOTO NPOWM3BOACTBEHHOr0 060PYAOBaHWS U NPOM3BOACTBEHHbLIX M/OLLA-
el cnepyeT perncTpupoBaTh B CNeUnasnbHbIX XypHanax B XpOHONOIMMYECKOM NOpsiake.

9 Tpe6oBaHMs K NPOM3BOACTBEHHOMY MPOLIECCY

9.1 O6uwme nonoxeHns

9.1.1 Ana nony4yeHus npoaykumm TpebyemMoro kayectBa TeXHOJIOTMYECcKMe ornepauuun cnepyet BbINosi-
HATb COINAacHO COOTBETCTBYHOLMM WHCTPYKUMAM, TpeboBaHWAM HacTOSALLEro cTaHgapTa M HOPMaTUBHBIX [0-
KYMEHTOB, a Takke TpeboBaHMAM, YCTaHOB/IEHHbIM MpPW perucTpauuy areHra.

9.1.2 TpeboBaHua 6e30MacHOCTU K MPon3BOACTBEHHOMY npoueccy — no NOCT 12.3.002.

9.1.3 Onepauun ¢ matepuanam 1 NPOAYyKLMENA BbINOMHAKT COM/TACHO MHCTPYKLMSAM WAN MeTOAuKaMm ©
npu HeO6XO04UMOCTU MPOTOKOSIUPYIOT.

9.1.4 lMocTtynawuime mMarepuasbl NPOBEPSAIOT Ha COOTBETCTBME 3aka3y. Tapy M ynakoBky cnefyeT ouyu-
WwaTb U MapkupoBaTtb. HaHeceHne TpaHCMOPTHOW MapKMPOBKM, MaHWUMY/ISLUMOHHbLIX 3HAKOB M HaAnuMcein — no
FOCT 14192.

9.1.5 ®akTbl NoBpexAeHUs Tapbl U YyNakoBKW, KOTOpPble MOryT OkasaTb OTpuuaTeNnbHoe BAUAHME Ha Ka-
4yecTBO Matepuanos, crefyeT aHanM3nMpoBaTb M MPOTOKOAMPOBATbL C NocaeaylLwmm coobuieHmem o6 aToM B
CNyXo6y (oTgen) KOHTPONA KavecTsa.

9.1.6 MocTynawwmne marepuansl U roTOBY MPOAYKLMIO MOMELLAT U XPaHAT B KapaHTuHe, AelicTBYlo-
LeM No NPpUHUKUNY pasfenbHoro XpaHeHus Win 3a cYeT OpraHn3aunoHHbIX Mep 40 MoJSyYeHUs paspeLleHus Ha
NX UCMOJIb30BAHWNE WU OTIPY3KY.

9.1.7 MpuemMKy NPOMEXYTOYHOI N HepacgacoBaHHON NPOAYKUMM MPOBOASAT B COOTBETCTBMM C NpaBuia-
MW, AEACTBYHOLNMU 4711 UCXOAHbIX MaTepuasios.

9.1.8 Bce martepuansl 1 NpoAYyKUMIO CriefyeT XpaHUTb B YC/I0BUAX, YCTAHOB/IEHHbLIX NPON3BOANTENEM, B
nopsiike, obecneyvBalLLeM pasfeneHve cepuii NPoayKuMM 1 ee 060pOT Ha cknage.

9.1.9 He pgonyckaeTcs o4HOBPEMEHHOE WM NocfiefoBaTeslbHOe NpoBeAeHVe onepaunii ¢ pasiMyHbIMA
npoAykTaMy B O4HOM M TOM e MOMELLEHUN MPU PUCKE MX MYTaHUSA UM NepeKkpecTHOro 3arpsA3HeHus.

9.1.10 MpoayKumns n matepuansl 4O/KHbI ObiTb 3aLUULLIEHBI OT BCEX BUAOB 3arpsA3HEHN Ha BCeX aTanax
Npon3BOACTBA.

9.1.11 Mpn paboTe C Cyxumu mMatepuasamu U NPoAyKTaMu HeoO6X0AMMO MpUMHMMaTb Mepbl NpeaocTo-
POXHOCTW OT MblX, OCOGEHHO NpK paboTe C CUIbHOAENCTBYHOWMMIA U CEHCUBUAN3NPYIOLLUMUN BeLLeCTBaMU.

9.1.12 B xofe BbINOMHEHUS TEXHO/IOTMYECKOrO MNpoLecca Ha MaTepuanax, ynakoBkax ¢ HepacacoBaH-
HOW npopyKuueil, OCHOBHOM 060pyAOBaHWM 1 B NOMELLEHUAX AO0/MKHbI OblTb 0603HAYEHUs (MapkupoBka) C
yKkasaHveM HauMeHOBaHWs NPoM3BOAMMOI NPOAYKUMM UM MaTepuana, ero f03upoBky (Mpy HEOBX0ANMOCTK)
1 Homepa cepuun. MNpu HeO6XOAMMOCTU cnepyeT ykasbliBaTb 3Tan TEXHOMNOMMYECKOro npouecca.

9.1.13 O603HavyeHuss (MapkMpoBka) Ha ynakoBke, 060pyf0OBaHUN UM NOMELLEHUAX AO/DKHbI ObITb YeT-
KUMKW, OHO3HAYHbIMU, YCTAHOBNEHHON hopmbl. Kpome npuMeHeHus 6yKBEeHHbIX 0603HauYeHuli pekomeHayeT-
CA UCNONb30BaTh LBETOBYH MapKMUPOBKY.

9.1.14 B nomeLLeHnsX 1 Ha 060pyaoBaHuY, NpegHasHavyeHHbIX 419 NPoM3BOACTBA areHToB, He gonycka-
eTcs NPOu3BOACTBO NMPOAYKUUN HELLeNIeBOr0 HasHaveHus.
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9.2 TMMpepgoTBpalleHre NepeKpPecTHOro 3arpsa3HeHns nNpu Npons3BoAcTBe

9.2.1 CnegyeT WCKIHOUYATL MNpPeBbILIEHWE AONYCTUMOIO YPOBHSA 3aCOPEHHOCTM areHTa-aHToModpara,
npefHasHa4YeHHOro A1 ero pacceseHns MeTofoM HaBOAHEHWS, WM AONYCTUMOrO YPOBHA MOCTOPOHHEN Mu-
Kpodhriopbl B MpoAyKLumMKn, cofepxalleil areHTbl-MUKPOOPraHn3Mbl, a Takke 3arpsa3HeHUs UCXOLHbIX maTtepua-
JI0B UM NPOAYKTOB APYrUMMW MaTepuasiaMn UM NpoaykTamu.

9.2.2 ins npefoTBpalleHnst NepeKkpPecTHOro 3arpsi3HeHus cnegyeT nNpeaycMoTpeTb HE0O6X0AUMbIE Tex-
HYYEeCKMe U opraHn3aLoHHbIe Mepbl:

a) NPOM3BOACTBO B BbIAE/IEHHbIX 30HAaX WA pa3fesnieHne LMKI0B Npon3BOACTBa BO BPEMEHU C COOTBET-
CTBYtOLLIEN YOOPKOM NMOMEeLWEeHns 1 060pyaoBaHns MexXay LMKiamu;

6) opraHM3auns BO3AYLIHbIX LUO30B M BbITSHKHLIX YCTPOMCTB;

B) HeZloNyllLleHe pucka 3arpsi3HeHs!, BbI3bIBAEMOr0 NOBTOPHbLIM MOCTYN/IEHNEM HeO6paGoTaHHOTO W
HeOoCTaTo4YHO 06paboTaHHOrO BO34yXa;

I XpaHeHue 3alUMTHON (crneumanbHO) ofexAbl B 30HE MPOU3BOACTBA NPOAYKUUM C BbICOKMM PUCKOM
NepekpecTHOro 3arpsa3HeHns;

[) ncnosb3oBaHne BbICOKO3I((EKTUBHBIX METOAOB OYUCTKM M 06PabOTKM C LIeNbH0 UCKIHYEHUSI Hepfo-
CTaTOYHOW OUYUCTKM, YaCTO SABAAKOLWENCA NPUYNHONA NEPEKPECTHOTO 3arps3HEHNS;

€) MapkupoBka 060pyAOBaHUSA C yKa3aHMEM CTeNeHU YUCTOThI.

9.2.3 CnepyeT nepvoauyeckn npoBepsTb 3WPEKTUBHOCTL Mep Mo NpeaoTBpalLeHu0 nepekpecTHoro
3arpsi3HeHUs1 B COOTBETCTBUN C YTBEPXAEHHBIMU MHCTPYKLUSAMM.

9.3 ATTecTaumsa n ncnbltTaHusA

9.3.1 ATTectauusa M ucnbiTaHMA HanpasseHbl Ha NoBbieHne 3PEKTUBHOCTU PaboTbl U NPOBOAATCA B
COOTBETCTBUU C YTBEPXAEHHbIMU MeToaukamu. VX pesynbTtaTbl 0OPMASIOT AOKYMEHTasbHO.

9.3.2 lNpun yTBEPXKAEHMUMN HOBOW TEXHOSIOTMUYECKON MHCTPYKLMM UM MeToda Npou3BOACTBa NPOBEPSIOT UX
NPUroAHOCTb ANS CEPUIAHOTO NPOM3BOACTBA, NMOATBEPXAAIOT, YTO AaHHbIA Npouecc, Ucnonb3lyemsle maTepua-
Nbl 1 060pyf0BaHMe NO3BOMAIOT NPOM3BOAMTL NPOAYKLUMIO TpebyeMoro kayecTsa.

9.3.3 lpun cyLecTBEHHbIX N3MEHEHUAX TEXHOMOMWU, B TOM Yucse npu Nobbix 3ameHax obopyaoBaHusA
nny mMarepuanos, CNOCOGHbIX BANATL Ha Ka4yecTBO MPOAYKLMU UAN BOCMPOM3BOAUMMOCTb NpoLecca, NpoBogAT
aTTecTaumio Uy UCMblITaHUs COOTBETCTBYIOLLUX NPOLLECCOB.

9.3.4 1N NOCTOAHHOIO NoATBepPXAeHUs TpebyeMblx pe3ynbTaToB c/efyeT NpoBoAUTL NOBTOPHYHO atTe-
cTauuio UM UCMbITaHNSA TEXHOIOTUYECKMX NMPOLLECCOB N METOAMK.

9.4 lVcxogHble matepuasbl

9.4.1 ObecneyeHne UCXOAHbIMU MaTepuanaMmu TpebyeT B MOSIHOM 06beMe CBefeHUiA 0 nocTaBLyuKax.

9.4.2 VicxogHble matepuansl criefyeT 3akynaTb Y YTBEPXAEHHbIX MOCTaBLIMKOB WM Y NPOM3BOAUTENEN
3TUX MaTepuasioB. TpeboBaHUA K HUM yKasbiBalOT B cneunrnkaumnsx Ha UCXoL4Hble maTepuasibl U COrnacoBbl-
BalOT C MOCTaBLLMKOM. Bce BOMpoOChl, CBSA3aHHble C NPOM3BOACTBOM W KOHTPO/SIEM WUCXOAHbIX Matepuasnos, B
TOM uucne paboTa C HUMKU, MapPKMPOBKA, YNakoBKa, NOpsAAoK NpeabsaBfeHusa peknamauuii n OTKIOHEeHUSs, COo-
rnacoBbIBalOTCA MeXAy Npou3BoAUTENIEM U NOCTaBLLUKOM.

9.4.3 B Kaxoii mocTtaBke cnepyeT NpoBepsATb LLEeNIOCTHOCTb Tapbl, YNakoBKM W NoMOG, COOTBETCTBME
MapkMpoBKe Ha Tape (ynakoBke).

9.4.4 MNpwy NocTaBke UCXOAHbLIX MaTepPUasoB U3 HECKObKMUX CEpUin 0T60p Npob, NpoBeAeHNe UCMbITaHWi
1 MonyyeHne paspeLleHnsl Ha UCMOJb30BaHNe OCYLLEeCTBASIT A1 KaXA0i cepun.

9.4.5 VicxogHble martepuasnbl AO/MKHbI 6bITb MapknpoBaHbl. MapknpoBKka AO/HKHA cofepxaTb cnefyto-
Lume cBefeHus:

- 0603HayeHVe NCXOLHOro Marepuana u ero Kog,

- HOMEp cepuv, NPUCBOEHHBIN NPU MPUEMKE;

- cTaTtyc matepuana (Hanpumep, «KapaHTnH», «M/cnbitaHnsa», «Pa3peleHo», «OTK/IOHEHO»);

- CpOK rogHoOCTV WK faTta, nocsie KoTopoit Heo6xXoAMMO NpoBeLeHNe NOBTOPHOIO KOHTPONS.

9.4.6 KOHTpPO/Ib MOA/IMHHOCTM COAEPXMMOI0 Kax0M YyNakoBKM C MCXOAHbIMW MaTtepuanamv pernameH-
TUPYeTCA COOTBETCTBYHOLMMY MHCTPYKUUSIMU U METOAMKaMU. YNakoBKM € HepacacoBaHHOW Npoaykumein, us
KOTOpbIX 6bl/1 0TOBPaHbl NPOO6LI, AO/HKHbI UMETb MapkupoBky no MOCT 14192.

9.4.7 Tpn Npon3BOACTBE areHTOB MCMOb3YT NCXOAHbIE MaTepuasbl C A4EACTBYIOWNM CPOKOM FOAHOCTM
N gonyuieHHble cnyx60li (0TAeN0M) KOHTPOIA KavyecTsa.
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9.4.8 VicxoaHble MaTepuasbl BblgAlOT YNOJTHOMOUYEHHbIE NLA B COOTBETCTBUN C UHCTPYKLMENR, Npu 3TOM
BbINOJIHSIIOT TPe60BaHNSA K TOUHOCTU B3BELLUMBAHUS 1 OTMEPUBAHUSI MaTEPUasIOB B YACTYI0 U MApKUpPOBaHHYI0
Tapy.

9.4.9 CneayeT NpoBOAUTbL HE3ABMCUMYIO NPOBEPKY KaXAOr0 BblJAHHONO BELLECTBA, €70 Macchl U 06b-
eMa. Pe3ynbTaTbl NPOBEPKU OPOPM/ISIIOT AOKYMEHTA/LHO.

9.4.10 MaTepuasbl ANs Kaxaol cepun XpaHsaT B OIHOM MecTe, KOTOpoe YeTKo 0603HavaloT.

9.5 YnakoBOYHble marepuasbl

9.5.1 YnakoBo4YHble MaTepuanbl XpaHAT B 6e30nacHbIX YCN0BUAX, UCKOYaLWUX 40CTYN NOCTOPOHHUX
nvy. Pa3pesaHHble 3TUKETKU W Apyrve paspo3HeHHble MaTepuasibl XpaHAT U TPaHCMoPTUPYT pasfenbHo B
3aKpbITO Tape, UckwvalwLen nx nytaHwe. PaspelleHve Ha UCNOb30BaHWe YNakoBOYHbIX MaTepuanoB Bbl-
[aeTcs TONbKO YNOMHOMOYEHHbIMU NINLL @MW B COOTBETCTBUW C UHCTPYKUUEN.

9.5.2 Kaxgoii noctaBke WM cepumn ynakoBOYHbIX MaTepuasnoB npuceavBarT HOMEP UAN OTAMYNUTESb-
HbIA 3HaK.

9.5.3 lpocpoYeHHble WA HEMpUrogHble K UCMNO/Ib30BAHUI0 YNAaKOBOYHblE MaTepuasibl YHUUTOXaKT C
ochopmsiIeHMEM NPOTOKO/A.

9.6 Onepaunm No ynakoBske

9.6.1 YnakoBKa areHTOB [O/DKHa ob6ecneuyvBaTb WX 3alMTy OT BO3AENCTBUS MeXaHWyeckux u Knuma-
TMYeCKMX (PakTopoB BHELUHEW cpefbl BO BpeMs TPaAHCNOPTUPOBaHMUSA, XpaHeHWs, a Takke Haubonee nosiHoe
ncnonb3oBaHne rpy3onogbEMHOCTU (BMECTUMOCTU) TPAHCMOPTHBLIX CPEACTB M YAOOCTBO BLINOSIHEHMA MOrpPy-
304HO-pa3rpy304HbIX paboT n cootBeTcTBoBaTh TOCT 14189 n FOCT 28471.

9.6.2 Mpu ynakoBke NpoAyKuuMn obecneynBaldT HEBO3MOXHOCTb NyTaHWsA, NePeKPecTHOro 3arpsa3HeHus
M noameHbl. He gonyckaeTcs ynakoBbiBaTb NPOAYKUMIO pas3fMYHbIX BUAOB B HEMOCPEACTBEHHOW 6/1M30CTH
Apyr OT gpyra npv oTCYTCTBUM (PU3NYECKOTo pasfesieHUs 30H.

9.6.3 lMepepn Havyanom onepauuini No ynakoBke criefyeT y6eautbcs B TOM, 4TO paboyas 30Ha, ynako-
BOYHbIE INHMK, NeYaTHble MallnHbl 1 Apyroe 060pyAoBaHVe HaxXoASATCA B UMCTOM COCTOSHUM WM He cofepxart
mMaTepuasioB, NPOAYKUMA UM AOKYMEHTOB, OTHOCALLMXCA K NpeALlecTByloLULeil paboTe 1 He UCMOb3YOLMXCS
B TekywiemM npouecce. OUYUCTKY SIMHUN YNaKOBKM MPOAYKLUN NMPOBOAAT MO CreunanbHbiM UHCTPYKUnAM. Hau-
MEHOBaHVEe 1N HOMEpP Cepun NPoAyKLUMM YKa3blBAKT HA KaXXA0W NTMHUM YNaKOBKU.

9.6.4 lNpy nocTynneHnn NpoayKuMu 1M ynakoBOYHbLIX MarepuasioB Ha y4yacToOK ynakoBKW cnefyeT npose-
pUTbL KUX KONMYECTBO, MOA/IMHHOCTL W COOTBETCTBUE UHCTPYKLUMAM MO YNakoBKe.

9.6.5 MNepBMYHasa ynakoBka fO/KHA OblTb YUCTOIA.

9.6.6 FOTOBYIO NPOAYKUMIO 3aTapuBaloT M MapkMpyloT, MpUHUMAas HeobxoAumble Mepbl, UCKoYatoLwme
oLn6KN.

9.6.7 MpaBUNbLHOCTb BbIMNOSIHEHUSA NOOLIX NeYaTHbIX onepaunii (Hanpumep, HaHeCeHUs KOA4OB WM Cpo-
Ka rofHOCTW) Npu ynakoBKe U MOc/ie Hee c/iefyeT TwaTteslbHO NPoBepATb U 0MOPMIATL LOKYMEHTasbHO.
PyuHylo MapKnpoBKy cnegyet npoBepATh Yepes onpefesieHHble NHTepBasibl BPEMEHN.

9.6.8 CniegyeT KOHTPO/IMPOBaTb MPaBUNbLHOCTb PaboTbl 3NEKTPOHHbIX CUUTbIBATENEeN KOAOB, CHETYHMKOB
3TUKETOK M APYTNX MNOA06HbLIX YCTPOMNCTB.

9.6.9 MapkupoBKa YnakoBOYHbIX MarepuasioB, HaHECEHHas C MOMOLLbIO Meyatu Wiv MeToAoM TUCHe-
HWA, A0/KHA OblTb OTYETNIMBOM, YCTOMYMBOW K BO3LENCTBMNIO CBETA (BbIrOpPaHMiO) 1 yaasieHuio.

9.6.10 lNpw KoHTpPONE npoLecca ynakoBkM NPOAYKLUW Ha IMHWUK CrenyeT npoBepATh:

a) 06w mMii BUA YNaKkoBKMU;

6) KOMNNEKTHOCTb YNaKoBKY;

B) MPaBU/IbHOCTb UCNOMb30BaHNA YNakOBOYHbLIX MarepuanoB B COOTBETCTBUW C TPeboBaHUAMMU [A0KY-
MeHTaLMW Ha OAaHHYI0 NPOAYKUUIO;

I NPaBW/IbHOCTb HAHECEHMWS MevYaTHbIX Haanuce;

[) NpaBUNbHOCTbL paboTbl YCTPONCTB KOHTPOS Ha NINHUW.

O6pasubl NPoAyKUMM, 0TOBpPaHHbIE C YNAaKOBOYHOM NIMHMMN, NOBTOPHO HA IMHWIO HE BO3BPALLAHT.

9.6.11 Ecnu npu ynakoBke NpoOAyKUMM BO3HUKNW HenpenBuAeHHble 06CTOATE/IbCTBA, OHAa MOXET ObITb
BO3BpalleHa B NPOU3BOACTBO TOJSIbKO MOC/e cneunanbHOW NPOBEPKM, NMPOBEAEHUA aHanu3a U ¢ paspeLleHus
YNO/IHOMOYEHHOIO fMua. YKasaHHble AelicTBMA 0hopMAAT B BUAE NPOTOKO/IOB, KOTOPblE CredyeT XpaHuTb
B YCTaHOBJIEHHOM MOpPSKeE.
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9.6.12 Mpu CyLWEeCTBEHHOM PAaCXOXAEHUW KOMMYecTBa HepactacOBaHHOM MPOAYKLMU, NeyaTHbIX yna-
KOBOYHbIX MaTtepuasioB 1 KOM4ecTsa eAuHUL, NOAYyYEeHHON roTOBOM NpoAykuun cnepyeT NpoOBECTU aHanus u
YCTaHOBUTb MPUYMHY 3TOT0 PacxoXAeHus A0 NoNyYeHUs paspeLleHus Ha peannsauuio AaHHOW NpoayKumu.

9.6.13 lMocne 3aBepLUeHNs onepauuii No ynakoBke Niobble OCTaBLUMECS YNAKOBOYHbIE MaTepuasbl C Ha-
HECEHHbIM Ha HUX HOMEPOM CepUM AOSKHbI ObiTb YHUUTOXEHbI C NOCNeAyoW MM COCTaBeHNEM MPOTOKOMA.
BosBpaT Ha cknajg HemMapKMpOBaHHbIX YNaKoBOYHbIX MaTeprasioB NPou3BOAAT B COOTBETCTBUM C YTBEPXKAEH-
HOW MHCTPYKUMEN.

9.7 'oTtoBasa npoaykuus

9.7.1 [o Bblgaun paspelleHns Ha peanu3aluio roToBYH NPOAYKUMIO codepXaT B KapaHTUHHbLIX YC0BU-
AIX, YCTAHOBMIEHHbIX OpraHu3auunein-npom3sBoanTenem.

9.7.2 MNopsAA0K OLEHKM KayecTBa roToBO MPOAYKLMN 1 TpeboBaHUA K AOKYMEHTaUNN, HeobXoanMble 4/
noslydeHunsl paspeLlleHns Ha peanunsauuio, npueeieHsl B pasgene 10.

9.7.3 MNocne BblAaun paspeLleHns Ha peannsaunio roToByr NPOAYKUMIO XPaHAT Ha Ckiage rotoBoii npo-
OYKUMW B YCNOBUAX, YCTAHOB/IEHHbIX OpraHu3auueii-nponssognTenem.

9.7.4 MpuneMka rotoBol npogykuun — no FOCT 14189 n FOCT 28495.

9.8 OTK/IOHEHHbIE, MOBTOPHO MCMOJ/Ib30BaHHbIe N BO3BpalleHHble MaTtepuanbl

9.8.1 OTK/NOHEHHble MaTepuasbl N NPOAYKUMUS AO/KHbI UMETb YeTKYl0 MapKUpOBKY W XpPaHUTbLCA pas-
AeNbHO B 30HaX C orpaHuYeHHbIM gocTynoM. OHM moasexar Bo3BpaTy MOoCTaBLYuKy, nepepaboTke (ecnu 3Tto
[0NyCTUMO) WAN YHUUTOXEHWIO. BbINOMHEHHbIE AENCTBMA AOKYMEHTa/lbHO OhOPMASITCA W YTBEPXAAaloTCs
YNOJTHOMOYEHHbIMU INLAMU.

9.8.2 lNepepaboTKa OTK/IOHEHHON MNPOAYKUUM AOMYyCKAeTCA B WCKAUUTENbHBLIX CAydyasx npu ycroBuu
OTCYTCTBUS YXYALIEHNUA KayecTBa roToBOW NPOAYKUUM W BbINOSHEHWUA TpeboBaHwii cneundmkaunii. MNepepa-
60TKY OCYLLECTBASAIOT B COOTBETCTBMM C UHCTPYKLMAMM MOCNAE OLEHKM BO3MOXHOIO pucka C nocneayomm
[OKYMeHTasIbHbIM 0DOPM/IEHNEM.

9.8.3 lMoBTOpPHOE MCMNOMb30BaHWe paHee MPOW3BELEHHOl cepun NPoAyKUMM NyTem ee 06befuHeHUs ¢
Opyroli cepuein Tol Xe npoaykuuyu AonyckaeTcs TOSIbKO Nocsie NosyvyeHus npensapuTesibHOro paspeLueHus,
noANMcaHHOro OTBETCTBEHHbIMY fiLamMu. NMOBTOPHOE MCNOJIb30BaHNe NPOAYKLMM 0ONYCKAETCHA TOIbKO nocrie
OLEHKMN BO3MOXHOIO pucka (B TOM YucC/lie ero BAUSAHMA Ha CPOK rOAHOCTU Cepun) No MHCTPYKUUKU ¢ odhopmie-
HMeM MpoToKoNa.

9.8.4 Heo6x0ANMOCTb AONOHUTEIbLHOrO KOHTPOSA FOTOBOI NMPOAyKUMKM, npoweawein nepepaboTky, nim
NpoAyKuMK, B KOTOPYIO OblNa BKIOUYEHA paHee Npou3BefeHHas Npoaykuus, onpegenset cnyxba (0Taen) KoH-
Tponsa KavecTsa.

9.8.5 Bo3BpallyeHHyl0 13 060poTa NpoAayKUMo, Hafd KOTOPOW Obla yTpayeH KOHTPO/b CO CTOPOHbLI opra-
HU3aUNN-NPON3BOAUTESIA, YHUUTOXAIOT, €C/IM He NOATBEPXAEHO COOTBETCTBME ee KayeCTBa YCTaHOBJ/IEHHLIM
TpeboBaHUAM. PelleHVe O MOBTOPHOWN Mpojaxe, NepemMapKkMpoBKE WU MOBTOPHOM WUCMONb30BaHUN MOXET
ObITb MPMHATO TONbLKO MOC/NEe aHasM3a, NPOBEeAEHHOrO CyX60l (0TAEN0M) KOHTPOIA kadecTBa. Mpu aTOM He-
06X04MMO yunTbIBaTb XapakTep NPOoAyKLMKU, ee NpeabICTOPU0 1 COCTOosSHME, COB0AEHNE YCNOBUIA XpaHeHus
1 Bpems, npowejllee c aatbl Bbinycka. Mpyn nobbiX COMHEHMAX B OTHOLLEHUM KayecTBa NpoayKuuu He aony-
CKaeTcsl ee MOBTOPHOE MCMOJIb30BaHMEe WM NOBTOPHLIV BbIMYCK, HO AOMNYCKAETCA ee XMMuyeckas nepepabor-
Ka C Lefiblo pereHepauny akTMBHbIX KOMMOHEHTOB. BbiNofHSAeMble AeACTBUSA 0DOPMASAIOT AOKYMEHTASILHO.

10 TpeboBaHUA K KOHTPOJIHO KayecTBa

10.1 O6wme NoNoxeHus

10.1.1 KoHTposb KayecTBa Bk/OYaeT B cebs oT60p Npob6, npoBefeHne UCnbiTaHWii 1 NPOBEPOK Ha COOT-
BETCTBME TPE6OBaHNAM cneundnkaunii (MHCTPYKUUIA 1 ApYTUX 4OKYMEHTOB), OpraHu3auuio paboTsl, AOKYMEH-
TMPOBAaHUE ¥ Bblayy paspelleHnili Ha peanusauuo (cMm. pasgen 5).

10.1.2 B kaxpoii opraHmsaunv-npom3soauTene Ao/HkHa ObiTb cnyx6a (0TAen) KOHTPOons kavecTsa, He-
3aBUCUMbI OT ApYrux nogpasgeneHuii. PykoBogmTens aToi cnyx6bl (0TAena) AO/MKEH MMETb HEOOXO0AMMbIiA
onbIT 1 kBanMdukauuio. Kcnyxbe (oTaeny) KOHTPOS kavyecTBa OTHOCATCS OAHA WM HECKOJIbKO KOHTPOJTIbHbIX
na6opatopuii. 4na BbINOAHEHUA CBOMX (hyHKLMIA cnyxba (oTaen) gomkHa (eH) 6bITb o6ecneveHa (obecneyeH)
BCEMU HEO6X0AUMbIMY pecypcamm.
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10.1.3 OCHOBHble 06513aHHOCTM PYyKOBOAMTENSA CAYXObl (OTAena) KOHTPONS KavyecTBa U3N0XEHbl B pas-
aene 6. Ha cnyx6y (0Taen) BosnaralTcs Takke 0683aHHOCTM MO pa3paboTke, BHEAPEHWIO WHCTPYKUUA ©
METOAMK MO KOHTPOJI0 KayecTBa; XPaHEHMI0 KOHTPOJIbHbIX 06pasLoB MaTtepuasioB M MPOAYKLMWU; KOHTPOJIHO
MapKnMpoBKN YMaKoBOK C maTepuanamu u npoaykumei; obecrneyeHnto KOHTPONs CTabuibHOCTUM NPOAYKUWM;
yyacTuio B aHanmM3e peknamauuii, CBA3aHHbIX C KAYeCTBOM MPOAYKLMK.

10.1.4 MNpwn oueHKe KayecTBa roTOBOW MPOAYKUMN cCneayeT paccMaTpuBaTb COMyTCTBYHLWME hakTopbl,
B TOM 4unC/ie YCNOBWSA NMPOM3BOACTBA, pe3y/bTaTbl KOHTPO/IA KavyecTsa, aHa/In3 AOoKyMeHTaluu, COOTBeTCTBME
cneunurkaunsaM Ha roToBylo NPOAYKLMIO U COCTOSHUE YNakoBK/ FOTOBOIN NPOAYKLMK.

10.1.5 CoTpyZHVKK CNyX6bl (0TAena) KOHTPossA KavyecTBa AO/DKHbI MMeTb AOCTYN B MPOU3BOACTBEHHbIE
30HbI AN oT6éopa Npob v NpoBefeHUs aHa/InM30B.

10.2 OpraHunsaumnsa paboTbl KOHTPO/IbHbLIX NabopaTopuii

10.2.1 TomelleHns 1 06opyAoBaHNe KOHTPO/bHBLIX N1aGopaTopuii AO/MKHLI COOTBETCTBOBATL TpeboBa-
HUSIM, NpefbsBNSEMbIM K 30HaM KOHTPO/IA KauyecTBa B COOTBETCTBUM C 7.2.10.

10.2.2 MepcoHars, nomelieHns 1 060pyfoBaHNe KOHTPOJIbHbIX 1a60paTopuii A0/MKHLI COOTBETCTBOBATb
LuensaMm v 06beMy NpPou3BOACTBA. B OTAENbHbLIX Clyvyasx AOMycKaeTcs MCMofib30BaHMe CTOPOHHUX na6oparto-
puWiA NpU YC/I0BUM BbIMOMHEHUS UMW TPpeBOoBaHWUiA, U3NOXEHHbLIX B pasaene 11, © BHECEHUS COOTBETCTBYHLLMX
3anuvceii B NPOTOKO/IbI KOHTPO/IS KayecTBa.

10.3 JokymeHTauus

10.3.1 [JokyMeHTauunsi KOHTPO/IbHbIX NnabopaTopuili Ao/MKHA COOTBETCTBOBATb TPEOOBAHUAM, W3/10XKEH-
HbiM B pasgerne 8. K gokyMeHTauun no KOHTPOM KayecTBa OTHOCATCS:

- cneuymdomkaumu;

- MeTogukm otbopa npoo;

- METOAMKM M NPOTOKOMbI NPOBEAEHUST UCMbITAHWIA (B TOM YMC/le aHa/IUTUYECKME OnepaluoHHble NTIUCTbI
1 nabopartopHble XypHasbl);

- aHa/INTUYEeCcKMe OTYETbl M nacnopTa;

- pe3ynbTaTbl KOHTPOSI OKpPYXalLlei cpeabl B NPOU3BOACTBEHHbLIX NOMELLEHUSX;
NPOTOKOJIbl aTTecTaumnm UAn UCNbITaHUA aHaIMTUYECKUX METOAOB;

- METOAMKM WM NPOTOKO/Ibl KANIMGPOBKM 1 MOBEPKM NMPUGOPOB 1 0BCNYXMBAHUSA annapaTypsbl.

10.3.2 JokyMeHTaLM0 MO KOHTPOJIO KayecTBa, OTHOCSALLYIOCA K NPOTOKOMaM Cepuii npoaykuun, cnepyet
XpaHUTb B TeYeHMe OAHOro roga mnocsie UCTeYEHUS Cpoka roOAHOCTU CEpPUM N HEe MeHee NSATU NeT nocne noa-
TBEPXEHMUS YNO/THOMOYEHHbIM JIMLOM €e COOTBETCTBUS YCTAHOB/IEHHbIM TpeboBaHusAM (cM. 8.2).

10.4 OT60p NPO6

10.4.1 OT6op Npob NPOBOAAT B COOTBETCTBUMN C UHCTPYKUMAMU, COAepXallumMu cnegyolime ceefeHus:

- MepeyeHb UCMNosb3yeMoro o6opyaoBaHus;

- TUN ¥ XapakTepucTuka Tapbl 418 otéopa npoo;

- MeTogmka oTbopa npob;

- KOJIMYecTBO OTOOpaHHbIX Npoo;

- MHCTPYKLMK NO pa3feneHnio oTobpaHHol npobbl Ha YacTu (Mpyu HeobxoAnMocTH);

- HaHeceHVe MapKMpOBKM Ha Tapy ¢ oTO6paHHbIMK Mpobamu;

- crneuuasnbHble Mepbl NPefoCTOPOXHOCTU, OCOOEHHO B OTHOLLEHUN CTEPU/IbHBIX W OMaCHbIX BELLECTB;

- YCNOBWS XpaHeHus;

- WHCTPYKLMMW MO OYNCTKE W XpaHeHuto obopyaoBaHua ana otéopa npob.

10.4.2 KoHTpoO/ibHble 06pasubl AO/MKHbI NMPeACcTaBsaTb COO0 penpes3eHTaTUBHYK BbIOGOPKY Cepun Ma-
Tepuanos Wan npoaykuumn. BoamoxeH oT60p npob, xapakTepusyoLwmx OCHOBHbIE CTaaun TEXHOMIOMMYEeCcKoro
npouecca.

10.4.3 Ha mapk1MpoBKe Tapbl C 0TOOpaHHbLIMK Npo6amMKn yKasbiBalOT ee cogepXxumoe, aatbl ot6opa npob
1 0603HaYeHNe YyNakoBKu1, M3 KOTOPOW 3TU Npobbl GbIN OTOOPaHBI.

10.5 MpoBeaeHme UCNbITaHWIA

105.1 AHanMTnyeckme MeToAnKM OOIKHbI ObITb aTTeCTOBaHbI (3a NCK/IOYEHNEM METOL0B, YCTaHOBJIEH-

HbIX HOPMAaTVBHbIMU AOKYMEHTaMM).
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10.5.2 PesynbTatbl UCNbITAHUI NPOBEPSAIOT Y OQOPMAAIOT AOKYMEHTANIbHO C yKa3aHueM:

a) HaMMeHOoBaHMA mMaTepuana uaM Npoaykuumn n (Npu Heo6xo4MMOCTK) NnpenapaTUBHON QOPMbI;

6) Homepa cepun 1 (NpKM HEOBXOAMMOCTN) HAMMEHOBaHUSA OpraHM3aunmn-npon3BoAMTENA U NOCTaBLUMUKA;

B) CCbIJIOK Ha cneuudgukauun n MeTogukm UcnblTaHuii;

I) pe3ynbTaToB UCMbITAHUIA, B TOM Ync/ie HabMAEHNS, BbIUMC/IEHUS] U CCbIIKM Ha NPOTOKO/bI aHa/IM30B;

4) 4aTtbl NpoBefAeHUs UCMbITaHWA,

e) hamunuin n nHMLManoBs nuu, NPOBOAUBLUNX WUCTbITAHUE;

X) hamMnnuin n nHMLmManos nuu, NoOATBEPAMBLLMX MPOBeAEHNE UCMbITAHNA U pe3ynbTaTbl BbIYUCAEHWI;

1) 3aK/Il0YEHNS O Bblade paspelleHns WM OTKIOHEHUW NPOoAyKUuMW (UM OPYroro pelleHus o craTyce
npoayKummn), Aartbl 1 NOANUCU OTBETCTBEHHOIO /LA,

10.5.3 Onepaunn Mo KOHTPOJIIO KayecTBa MNPOBOAAT B COOTBETCTBMU C METOAMKaAMU, YTBEPXKAEHHbIMU
CcNyx60ii (0TAENOM) KOHTPO/IA KavecTsa.

10.5.4 MpuroToBfieHNe 1 NOATOTOBKA PeakTBOB, TUTPOBAHHbLIX PACTBOPOB, NUTATE/bHbIX Cpes, MEPHOI
nocyabl U CTaHOapTHbIX 06pasLOB AO0/HKHbI COOTBETCTBOBATL TPEOOBAHUAM WHCTPYKLWIA, YTBEPXKAEHHbLIX B
YCTaHOB/IEHHOM TMOPALKE.

10.5.5 PeakTtuBbl, npegHa3HayYeHHble A/19 OUTENIbHOT0 UCNOMb30BaHUA, AO/DKHbI UMETb MapKUPOBKY
C yKasaHumem Jatbl NPUrOTOBIEHUS W C NOANUCAMU UCNONHUTENEel. Ha aTukeTke ykasbiBalOT CPOK FO4HOCTY
HecTabuNbHbIX PeakTVBOB, NUTaTe/IbHbIX cpes ¥ cneundmnyeckme yCnoBusa ux XxpaHeHus. Ansa TMTPOBaHHbIX
pacTBOPOB yKa3bIBalOT AaTy NocnefHero ycTtaHoBAEHUS TUTPa U COOTBETCTBYIOWMI MONPaBOYHbIA KO3 u-
LMEHT.

10.5.6 MNpn HEOBXOAMMOCTM Ha Tape ykasblBatoT AaTy MOSYYEHUS KaXAOro BellecTBa, UCMoNb3yemoro
ANA NpoBeAeHUs UCMbITaHUA, C MHCTPYKLMAMW MO UX UCMOMIb30BAHNIO U XPaHEHUIO.

10.5.7 NabopaTopHbIX XXMBOTHbIX, UCNOJIb3YEMbIX O/19 KOHTPO/IA KOMMOHEHTOB, Marepuasios Wan npo-
AyKunn, cnepyeT npy Heob6Xxo4MMOCTM MoMelwaTb B KapaHTUH nepej HavyasioM paboTbl C HAMMW. YXOA, W KOH-
TPO/Ib 3@ XXUBOTHLIMU AO/DKHbI ObITb OpraHM3oBaHbl Takum 06pa3oM, YTO6bl o6ecneunTb UX NPUTOAHOCTb K UC-
No/Ib30BaHMIO MO Lie/IeBOMY Ha3HavyeHuto. JlTabopaTopHble XUBOTHbIE (Ky/bTypbl 6€CNO3BOHOUYHbIX XUBOTHbLIX)
[OJ/DKHbI BbITb MapkMpoBaHbl, a paboTy ¢ HAMK cnefyeT AOKYMEHTMPOoBaTh.

10.6 MporpammMa nocneayroLlmnx NcnbITaHni cTabuibHOCTU

10.6.1 Mocne peanu3auuny areHTa cregyeT NPOBOAWUTb WCMbITAHUS €ro CTabubHOCTM MO MpPOrpamMme,
No3BOMIAOLWEN 06HapYXUBaThb Nt0Oble N3IMEHEHWS, UMEIOLLMEe OTHOLWEHME K CTabUIbHOCTY B COOTBETCTBUM CO
cneundphrkaymeli npogykra.

10.6.2 Lienbto nporpaMmMbl NocreAyowmnx UCnbiTaHnii cTabuibHOCTW SBAAKOTCS KOHTPO/b NPOAYKUMK B
TeueHne ee cpoka rofHOCTM U yCTaHOB/IEHWE TOro, YTO MPOAYKUMS COOTBETCTBYET crneuudmkaymm npu ycno-
BMSAX XpaHeHWs, YKa3aHHbIX B MapKUpOBKe.

10.6.3 MporpammMy nocneayrLmnx NcnbliTaHnin cTabuabHOCTM 0hOPMIIAIOT B COOTBETCTBMM C 8.1, a pe-
3ynbTaTthl paboTbl — B BuAe otyeta. O6opyaoBaHue, UCNOb3yeMOe ANS Nocneayowmx cnoiTaHuii ctTabuns-
HOCTU, AO/MKHO BbITb aTTECTOBAHO M OGCNYXMBATLCS B COOTBETCTBUU C 7.3.

10.6.4 OT4yeT 0 paboTe No nporpaMmMe NocneayrLMX UCTbITAHNIA CTAGUNBLHOCTM BK/OYAET B Ce6S1 nepu-
0f, 00 UCTEYeHUs CPoKa roAHOCTU MPOAYKLMU 1 COAEPXUT crnepyrolime cBefeHus:

- HOMepa cepwii Ana pasnnyHbIX nokasaTtesiein aHeKTUBHOCTM 1 pa3MepoB Cepuil B criydyae Heobxo-
anmMocTwy;

- [aHHble 0 PU3NYECKUX, XUMUYECKUX, MUKPOBNOIOrMUYECKMUX N BUOIOTMYECKUX METOAAX UCNbITAHWIA,

- KpUTEpuM CTabUNbHOCTU areHTa;

- CCbI/IKM Ha MeTOoZbl UCMbITaAHWIA;

- onucaHve ynakoBKWu;

- MepuoAMYHOCTb UCMbITAHWIA (AaTbl);

- onucaHue yCnoBU XpaHeHNs;

- Opyrue nokasartesin, OTHOCSLMEeCs K faHHOMY areHTy.

10.6.5 OTueT 0 paboTe No nNporpamme NOcneayrLNX UCMbITAHUIA CTabUABHOCTU MOXET OT/IM4aThCs OT
oTYeTa O NepBOHAYa/IbLHOM AIUTE/IbHOM MUCMNbITAHUW CTabWNBHOCTU. DTW OTANYUS AO/KHbI ObiTh YKa3aHbl B
oTyeTe.

10.6.6 Uncno cepuii 1 NepUOANYHOCTbL UCMbITaHWI AO0/MKHbI 06ecneumBaTb AOCTATOYHbLIA 06bEM AaH-
HbIX A1 MPOBEAEHNS aHanM3a TeHAEHUUA n3MeHeHusi. Ecnn He yka3aHO MHOe, TO B MPOrpamMmy MCMbITaHuii
CTabUNbHOCTU cneayeT BKIKUYMTbL HE MEHee OAHOlM cepuu NPOWU3BEAEHHOW MPOAYKUMM 3a rof ANsi Kaxaoro

19



FOCT 34199—2017

3HayeHns ahPEeKTUBHOCTU 1 BUAA NEPBUYHONM YNakoBKM (ECM OHWM pasfinyatoTcs). VIcKoueHnem SABNSATCS
Te cnyyaw, Korga B Te4eHue roga faHHasa NpoAayKuns He BblMyckanach.

10.6.7 Pe3ynbTatbl Nocnegyowmx UCnbiTaHnii cTabunbHOCTU AO/MKHbI ObiTb 4OCTYMNHLI PYKOBOAUTENSAM,
0COBEHHO YyNnosIHOMOYEeHHOMY nuvdy. Ecnn nocnegytowimne ucnbiTaHUss CTabUNbHOCTU NPOBOAAT HE Ha MecTe
Npon3BOACTBa NPOAYKUMUM, TO MeXAy Y4acTBYIOLMMW CTOPOHaMU OOPM/IAETCA NMUCbMEHHOE Ccor/alleHue.
Pesynbtatbl mocnegytowmx WCNbITaHWi CTabUNbHOCTU AO/MKHbI HaxoAWTbCA Ha MecTe MpoW3BOACTBA ANA
npeacTaBfieHns HaA30PHbIM OpraHam.

10.6.8 Cnepyet aHanmMsnpoBaTb Criydau BbIxofda 3a npefesibl cneuyndmkaunum n cyuecTBeHHble Hera-
TUBHblE TeHAeHUMW. JII060l NOATBEPXAEHHbIN BbIXOA 3a npefensl cneundurkaunm nam cylecTBeHHble Hera-
TVBHble TEHAEHUUN A0BOAATCA A0 CBEAEHUS HAaA30PHbIX OPraHoB. BO3MOXHble pelleHust B OTHOLIEHWIN BbiMy-
LLEHHbIX Ha PbIHOK Cepuii NpoayKuun cnefyeT NpMHUMaTb B COOTBETCTBMM C pasfenioMm 12 no cornacoBaHuio
C HaA30pHLIMK OpraHamu.

11 TpeboBaHUA K paboTe Mo KOHTPakTaM Ha NPoOV3BOACTBO U NpoBeAgHMe
aHann3oB

11.1 O6LwWme NOJIOXKEHUA

11.1.1 KOHTpaKT Mexay 3aka3unMkom U UCMOMHWUTEeNIeM O(DOPMIAETCA B MMCbMEHHOI (hopme ¢ ykazaHu-
eM 0653aHHOCTell KaXXA0i CTOPOHbI.

11.1.2 BbINOSIHEHWE KOHTPaKTa Ha NPOW3BOACTBO M NPOBEAEHWE aHa/IM30B AO/HKHO COOTBETCTBOBATb
TpeboBaHNSIM HOPMATUBHbLIX AOKYMEHTOB Ha NMPOU3BOACTBO U TPeGOBaHWAM, YCTAHOB/IEHHbIM NPU rocyaap-
CTBEHHOI perucrpauuun areHra.

11.2 3akasuuk

11.2.1 3aKa34uKk NPoOBOAUT OLEHKY KOMMETEHTHOCTU WCMOJSIHATENS U €r0 CNOCO6HOCTU BbIMNOMHWUTL KOH-
TPakT Hagnexawum o6pa3om, a TakkKe BK/IoYaeT B KOHTPaKT MOJIOXEHUs, o6ecnevnBalolme BbiNosHeHue
Tpe6oBaHUii HacTosILEero cTaHgapTa.

11.2.2 3aka3uuKk npeaocTaBnsieT WCMOMHUTENO WH(OPMALIMIO, HEO6XOAMMYI A/t BbINOMHEHUS npe-
[lYyCMOTPEHHbIX B KOHTpPakKTe pa6oT, B COOTBETCTBMU C TPE6OBAHUSIMU, YCTAHOB/IEHHBIMU NPY TOCYAapCTBEHHO
perucTpauum areHTa, HopMaTUBHBIX JOKYMEHTOB W 3aKOHOAATEbCTBA rOCYAapcTBa, NPVHSABLLEro cTaHaapT.

11.2.3 3akasuuk fo/mkeH y6eanTbCsl B TOM, UYTO roToBasi NPOAYKUMS U MaTepuasibl, NOCTaB/IEHHbIE eMy
NCNOSTHUTENEM, COOTBETCTBYIOT cneuudukaumsM, a paspelleHne Ha peanusauuio 3Toli NpoayKuuM BblAaHo
YNOSIHOMOYEHHbIM fINL,OM.

11.3 WcnonHutenb

11.3.1 VicnonHuTenb OO/MKEH MMETb COOTBETCTBYIOLLME MOMelleHusi, o6opyaoBaHue, 3HaHMS, OMbIT W
KOMMETEHTHbIV NEePCOHas A/1s HaA/1eXallero BbINOMHEeHWsT KOHTPakTa. KOHTPaKT Ha NPOU3BO/ICTBO MOXET Bbl-
MOJSIHSATL UCTMONHUTESb, UMEIOLLMIA paspelleHe Ha NPOU3BOACTBO areHToB.

11.3.2 VicnonHnuTe b rapaHTupyeT NPUrogHOCTb NOJlyYaeMbIX MM MaTepuasioB U NPOAYKLUM AN UX UC-
NONb30BaHUSI MO HA3HAYEHUIO.

11.3.3 VicnonHuTenb 6e3 npeaBapuTe/lbHOr0 PAacCMOTPEHNS U COTTIacoBaHMS C 3aKa3uMkOM He [OJIKEH
npuBfeKkaTb TPETbI0 CTOPOHY A/ BbINOSIHEHUA PaboT, NOPYYEHHbLIX eMy MO KOHTPakTy. Mpu 3aknioueHnn co-
rNaleHnst Mexay UCMNosIHUTENIeM W TPeTbel CTOPOHOI Jo/MKHA OblTb 06EecneYeHa rapaHTMs Toro, 4to UHAgop-
Mauusi 0 MPOM3BOACTBE M MPOBEAEHUN aHa/IM30B OYAEeT [OCTYMHA 3aka3uuKy B COOTBETCTBUU C YC/TOBUAMU
KOHTpakTa.

11.3.4 VicnosniHuTenb He npeanpuHUMaeT AelicTBUS, KOTOpble MOryT oka3aTb OTpULLATENIbHOE BAMSIHUE Ha
KauecTBO MPOAYKLMU, MPOU3BEAEHHOI 1 NpoaHanIM3npPoBaHHOK UM B COOTBETCTBUU C YC/IOBUAMW KOHTPAKTA.

11.4 KOHTpaKT Mexay 3akasyMKoM U UCNoJIHUTeNnem

11.4.1 B KkOHTpakTe yka3biBaloT OTBETCTBEHHOCTb CTOPOH 3a NPOnN3BOACTBO U KOHTPO/Ib NPOoAYyKUUN. KOH-
TPakT COCTaBNAT KOMMNETEHTHbIE NMua, obnagarmuie coOOTBETCTBYIOWMMN 3HAHUAMU B 06/1aCTU TEXHOI0MMM
NpPOu3BOACTBA areHToB, NPOBEAEHNS aHa/IM30B 1M TpeboBaHN HaCTOALLEero cTaHaapTa.

11.4.2 B KOHTpakTe yKa3blBaloT, Kakum 06pa3om YrnosIHOMOYEHHOE NNLO, OTBETCTBEHHOE 3a BbINYCK Ce-
pvn Npoaykuun ons peanunsauuu, obecrneynBaeT rapaHTUIo TOro, YTO Kaxjas cepus npoaykuum npovsseneHa

20



FOCT 34199—2017

M MpoLL/ia KOHTPO/Ib B COOTBETCTBMM C TpeO6OBaHWSAMW HOPMaTUBHOW AOKYMeHTaLuuu u TpeboBaHusaMu, ycTa-
HOBMEHHbIMW NPY FOCYAapPCTBEHHON perncrpauun areHra.

11.4.3 B KOHTpaKTe yKasblBatoT /L, OTBETCTBEHHbIX 3a 3aKyrnKy, NPOBEeAEHME UCNbITAHUA 1 Bblgadvy pas-
pelleHnii Ha MCnofnb3oBaHWe MaTepuasioB, MPOM3BOACTBO, KOHTPO/b KayecTBa, OTOOpP Npo6 M npoBedeHue
aHanu3oB. B KOHTpakTe Ha NpoBefeHMe aHanm3a ykasbiBalT, 0653aH /i UCMOoMIHMTENb OoTbupaTb Npobbl B
NoMeLLLEHNAX OpraHn3aunm — nNpou3BoamUTeNs MPOAYKLMN,

11.4.4 NpoTOKONbI NPOU3BOACTBA, aHA/IM30B U peannsauny Npoaykuun, a Takke KOHTPOsIbHble 06pasLbl
XPaHATCA y 3aKkasumka Win AO/DKHbl ObITb €My AO0CTYMHbI. [NepeyeHb OOKYMEHTOB, OTHOCALLUMXCA K KayecTBYy
NPOAYKLUMM M CBA3AHHBIX C peknaMaunsamu, onpegenaeT 3aka3unuk B UHCTPYKUMAX MO OTKIOHEHWUIO UK OT3bIBY
npoAayKuun.

11.4.5 B KOHTpakTe npegycmatpmsaloT NpaBo 3akas4yvka Ha nocelleHne npovusBoaCcTBa UCMOSTHUTENSA.

11.4.6 Tpw BbINOSIHEHUN KOHTPaKTa BO3MOXHO WHCNEKTUPOBAaHWE UCMOMHUTENA HAA30PHbIMK OpraHamu.

12 Peknamaumm mn oT3bIB NMPOAYKLUN

12.1 Peknamauyuun

12.1.1 B opraHusauuy gomkeH 6biTb COTPYAHUK(M), OTBETCTBEHHbIN(bIE) 32 pacCMOTPeHVe peknaMaluii
W NPUHSATUE pelleHnit. Ecnn aTOT COTPYLAHUK HE SIBASIETCS YNOSIHOMOYEHHbIM INLOM, TO AaHHOEe NNL0 LO/HKHO
ObITb OCBEJOM/IEHO O (hakTax peknamauuii, x aHanmse 1 oT3biBax NPOAYKLMWN.

12.1.2 [eiicTBUsi Mo aHanu3y peknaMauuii Ha HeKauyeCcTBEHHYI MPOAYKUMIO W MPUHSTUE pelleHns o6
0T3bIBE NPOAYKUMU AO/MKHBI 6bITb U3/10KEHbI B COOTBETCTBYIOLLEN WHCTPYKLWN.

12.1.3 CneayeT NpoBOAWTL aHa/IM3 peknaMaumnii u 4oKkyMeHTalbHO 0)OPM/ISTL €ro C OnucaHuemM npe-
TEH3UU Ha KA4ecTBO MpoAyKuuu. K aToii paboTe cnefyeT NpuBekaTb MU0, OTBETCTBEHHOE 3a KOHTPO/b Ka-
yecTBa NPoOAYKLUM.

12.1.4 Ecnu o6HapyXeHo Un Noo3peBaeTcsl HECOOTBETCTBUE KayecTBa onpefesieHHoN cepun Npoayk-
LMW YCTAHOB/EHHbIM TPE6OBaHNAM, criefyeT NPUHATL pelleHne O NPoBepKke aHasIorMYHbIX Cepuii.

12.1.5 PelleHVst 1 Mepbl, NMPUHATLIE MO /1060 peknamayumn, BHOCST B COOTBETCTBYIOLLMIA NMPOTOKOS Ha
CEpUI0 MpoayKLUK.

12.2 OT3bIB NpoAayKuumn

12.2.1 B opraHusauymm fos/mkeH ObiTb COTPYAHUK(M), OTBETCTBEHHbI(bIE) 3a OT3bIB NPOAYKUMA U3 060-
poTa 1 He3aBUCKMbIV OT CNYyX6 peanusauum U MapkeTuHra. Ecnm aToT cOTpYAHUK He ABMSeTCH YNOSHOMOYEH-
HbIM NIMLOM, TO AaHHOEe NLO AO/MKHO OblTb OCBEAOM/IEHO O hakTax OT3biBa MPOAYKLMN.

12.2.2 Mopagok oT3blBa NPOAYKLMM pernaMeHTUPOBaH UHCTPYKUUED.

12.2.3 OT3bIB NPOAYKUMU OCYLLECTB/AKT ONnepaTuBHO U CBOEBPEMEHHO.

12.2.4 KoMneTeHTHble opraHbl CTpaH, B afpec KOTOPbIX MOrfa 6biTb Hanpas/eHa NPoAyKUWs, OOSHKHbI
6bITb HEME/IEHHO WUH(OPMUPOBaHbI O MPUHATAM peLleHns 06 OT3biBe NPOAYKUWMW B CBA3U C NOAO3PEHMEM
nnu o6HapyXeHneM HecOOTBETCTBUSA ee KayecTsa.

12.2.5 lokymeHTaLmMs no OTrpy3ke NpPOAYKLMU A0/KHA ObITb AOCTYMHONM ANS nvua, OTBETCTBEHHOIO 3a
OT3bIB NPOAYKUNW, U cofdepxaTb UHGOopMauuio 0 Nokynatensx W 3akasuukax, 3KCNOPTHbIX MOCTaBkax U Mo-
cTaBKkax 06pasLoB areHToB.

12.2.6 Ha 0T03BaHHON NPOAYKUUW AOMKHA OblTb COOTBETCTBYHOLLAA MapknpoBka. OTO3BaHHY NPOAYK-
UM cnefyet XpaHuUTb B M30/IMPOBAHHbLIX 30HaX A0 NPUHATUSA peELLeHUs O ee AasibHelilleM WMCNosb30BaHuu
Ny ytuamsaumn.

12.2.7 MocnepoBaTeNbHOCTb AEWCTBUIA NpW OT3blBE MPOAYKLUMM AO/HKHA OblTb OothopmieHa AOKyMeH-
TanbHO. OKOHYaTesIbHbI OTYeT JO/MKEH cofepxaTb 6anaHc Mexzay KOMMYeCTBOM MOCTaB/IEHHOW M OTO3BaH-
HOW MpoayKuun.

12.2.8 O(hhekTUBHOCTL MEPONPUATUIA NO OT3bIBY NPOAYKLMU CnefyeT perynspHo nNpoBepsATb WM aHanu-
3mposarb.

13 BHYTpEeHHUI ayanT

13.1 BHYTpPEHHWI1 ayauT NpoBOAAT C Lie/Iblo NMPOBEPKU BbINOSIHEHWS TPEGOBAHMI HACTOSLWErO cTaHAapTa
U NPUHATUSE HEOBXOAMMbIX Mep MO YCTPaHEeHU0 HECOOTBETCTBWIA.
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13.2 BHYTpeHHeMY ayauTy nognexar:

- paboTta c nepcoHaIoM;

- nomeLleHus;

- obopypoBaHue;

- [OKyMeHTauus;

- npovuecchl NPon3BOACTBA,;

- KOHTPOJIb KayecTBa NpoayKuuu;

- peanusauuma areHTos;

- paboTta c peknamauuaMu 1 OT3bIBOM MPOAYKUNN.

13.3 BHYTPEHHUIT ayauT NpoBOANT COTPYAHUK(M), cocToswmnii(Me) B WUTaTe opraHusauum.

13.4 Pe3ynbTaTbl BHYTPEHHErO ayamTa 0popMAAIT OKYMEHTaNbHO. MPOTOKO/bI, COCTaB/IEHHbIE MO pe-
3ynbTatam BHYTPEHHEro ayfuTa, BKIKYalT B Ce651 BCO NOMYYEHHYIO MHOPMAaLUI0 U KOppekTupyloLne aeli-
cTBua (Npu HeobxogumocTu). [elicTBMA MO pesy/bTataM BHYTPEHHero ayguta oopMSAT AOKYMEHTa/lbHO
(cm. npunoxeHune A).
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MpunoxeHve A
(pekomeHayeMOoE)

dopma nnaHa KoOpPPeKTUpPYLWKUX U npeaynpexaatoumx aencTeunii
no pesynbTaTtam aHasMsa KayecTBa

B HaCTOsILLIEM NPUIOXEHUM NpeacTaB/ieHa pekoMeHyeMasi oopma NiaHa KOPPEKTUPYIOLLMX 1 NpeaynpexaatoLLmx
[eicTBuWiA Mo pesy/bTaTam aHa/M3a KauecTsa.

MnaH
KOPPEKTVPYIOLLMX 1 Npeaynpexjatoyx AeACTBUIA MO pesysibTaTtam aHam3a Kavectsa

MoppasaenenHve

CpoKK BbINOMHEHMA MN/1aHa

OTMeTKa O BbINO/IHEHUM
YCTaHOBNEHHBIi (3anonHseT pykoBoAnTENb
CPOK BbINOSIHEHUS nogpasgeneHus ¢ ykasa-

HUeM AaTbl BbINMOIHEHNS)

OUEHKa BbINOSTHEHNS (3an0nHAET
OTBETCTBEHHbI 32 cUcTeMy
KayecTBa npu KOHTpone)

No 3agaHve OTBETCTBEHHbI

PykoBoauTe b noapasaeneHus

nognuckb $.N.0.

[Jata cocrasnieHus nnaHa « » 20 T
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Bubnuorpadwusa

[1] MpaBuna Npou3BOACTBA SIEKAPCTBEHHBLIX CPEACTB 419 YersioBEKa W XMBOTHbIX EBponelickoro cotosa [«Good Manu-
facturing Practice for Medicinal Products for Human and Veterinary Use» (GMP EC)]1)

1) B Poccuiickoii degepaumn geiicteyet FTOCT P 52249—2009 «[MpaBusia NpoM3BOACTBA WM KOHTPONS kadecTsa
NIEKapPCTBEHHBIX CPEeCTB».

YK 632.937:006.354 MKC 01.040.65
65.020.20

KntoueBble cnoBa: 3aliMTa pacTeHuid, areHT 6MosIorMyYeckoli GopbObl, MOME3HbI OpraHuM3M, NPOU3BOACTBO
NPOAYKLMM, KOHTPO/Ib KayecTBa

PepaxTop nepeusgaHua H.E. ParysuHa
TexHnueckmii pegaktop B.H. Mpycakosa
KoppekTop VN.A. Koponesa
KomnbtoTepHas BepcTka E.A. KoHapalloBoi

CpaHo B Habop 07.09.2020. MoanucaHo B nevatb 14.09.2020. ®opmar 60*841/8. FapHuTypa Apuan.
Yen. ney. n. 3,26.  Yu.-u3g. n. 2,95.

MOArOTOB/MIEHO HA OCHOBE 9/IEKTPOHHON BepcuW, NpeaocTaB/ieHHoN paspaboTunkoM cTaHaapTa

Co3gaHo B eANHNYHOM KcnonHeHnn Bo ®ryrn «CTAHOAPTUH®OPM»
ONS KomnnekToBaHus ®efepanbHOro MHPOPMaLMOHHOTO hoHAa CTaHAapToB,

117418 MockBa, HaxumoBckuii np-T, g. 31, k. 2.
www.gostinfo.ru info@gostinfo.ru
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MonpaBka Kk [OCT 34199—2017 3awuTta pacTeHuii. TpeboBaHUA K NPOU3BOACTBY areHToB
6ronornyeckon 6opbobbl U APYTMX MOE3HbIX OPraHM3mMoB

B kakom mecTe HaneuaTtaHo [lo/KHO 6bITb

Mpeaucnosne. Tabmua corna- - KasaxcraH KZ roccTaHaapT Pecry6rmku
CoBaHuA KazaxcTtaH

(MYC Ne 6 2023 1)
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