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Mpeaucnoewne

Li@nu 1 NpMHLANE CTAaHAAPTH3AUWW B Poccyckod Deaepau i yCTaHoBNaH:M CaaepankHsmM 3aK0H0M 0T
27 nexabpa 2002 r. Ne 18403 «0 TEXHWYECKOM DENYNWMPOBAHKMS, 8 NPERMNA NPAMEHEHWA HALWOHANEHEX
craHpgapToe Pococwickod ©epepayky — MNOCT P 1.0—=2004 «CravgapTiaauka B Poccviickod Deaepaid.
DCHOBHBIE NONOKEHHAS

CrepeHMA o cTaHgapTe

1 PASPABDOTAH DowepoccHdckod oDLUECTEEHHOA ORTAHWZAUWER ACCOUMALWA HHMEHEDOB NO KOH-
TROMK MUEpO3arpRaHesis [ACHMHEOM)

2 BHECEH TexHHYeCEMMH KOMHTETAMH N0 cTaHdapTHiauMyd TK 458 «lMpaerna NpoWIsodcTEa W KOHT-
pOnNA KEa4eCTEE NeKapcTeeHHBX cpaacTas ¥ TK 184 «DGecnevyeHme NPOMBILLNEHHOR YHCTO T

3¥YTBEPWOEH W BBENEH B AEMCTERWE MpukazoM PenepansHoro aresTCTES N0 TEXHWYSCKOMY Dery-
NHPOB3AHWKD W METpoNomK oT 21 anpena 2006 r. Me 73-cT

4 EBENEH BMNEFELIE

HMighopsalua 0f UsMeHEMUAX K HACMOAWEeMy cmaddapmy MySnukyemcs & exezodHo Usdasasmon
uHPOpMALUOHHOM yrasameane « HayuonanbHee crmaqdapmers, 8 MeKcm UaMesarul U NoNpasok — & eWemMe-
CAYHO U3daaaenbix UHEHopMaLLIoOHHEX yNalamenay «Hauuosansybe cmakdapmeis. B cnyy4ae nepecwompa
(Iamenbl) LIU OMMEHE HACMOALE20 cmaxdapma coomagmemayiowes yesdomnexus Gydem omyGnukoaano
& ENEMBCAYHO UITSE88MOM UHDOpMaLUOHHOM Yiadamana «HayuoHaneteie cmandapme s Coomagmomay-
MYan UHDapMaYUR, yeedoMIeHUR U MEKCTIE DaIMELSI0MCA MaKKe @ UHIHopMayUoHHDO cucmens obleao
MONLIOGANUA — HE oUYUaTLHOM calime GadepankHos0 28HMCMES 10 MaxHUYackoMy pegynupoaanin U
Memponozuu & cemu HemepHem

@ CrangapTirbops, 2006

HacToRLWWA CTAHOAPT HE MOWET BiiTe NONHOCTED MK YACTWYHO BOCNPOMIBEIEH, THDAKWDORAH W pac-
NPOCTPaHEH B KaYecTBe oduUHaNLHOro Hanasua Gea paspewenna PegepansHoro areHTcTeEa N TEXHWYECHD-
MY PErYNHPOBAHHIO W METRONOTMW
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- TRAHCNOPTHROBAHWE MATEDHANCE Ha NDELNDHATHR,
= AYOWT NOCTABLWWEKDE,

- ohopMmnadke GOroBopoR (3aKalos).

PexoMmaHgaurs no peanusau|n JaHHsX TPEGoBaHMA NpHEEOEHE B MPHMMAOHMEHHNA .

6 NMpowzeoacTBO

Ona obecnaveqda KAYECTEBA NPOOYKLKW B NpoOUECcCE NPOWM3IB0ACcTEa cnegyeT paspaboTate W peanuWao-
BaTe TpeGoBaHKS, PErNAMEHTHDYIOWHE:

= NpopaboTEy 3aka3os (NpW HeobxXoOuMOoCTH ) B COOTEETCTEMK C NpMnoxeHwen D

= DPraduaaymio U yNpaaneq1e NPoMIB0ACTEOM B COOTBETCTEBUM C YTESDWASHHOA QOKyYMEHTaLWad;

- TEXHONOMYECKWE NpoUecekl;

= IHCMNYATALMIO MOMELLEHMA W 000pYA0BAHKWA;

= MAPKWDOBAHWE [3THEBTUDOBAHKME |,

- BHYTPUNPOMIR0OCTBEHHEIA KOHTPONE,

= MarapdansHeid Banasxc;

= paGoTY COTENOHEHHOW NPOgYKYHed,

= YCNOBWA XpaHESHKMA NDOaYELMH;

= OTTRYIKY NDOOYELAM,

- NOAroToEKY NepcoHana W ero patoTy B COOTEETCTEMM C paigenom 9.

Bce gelcTEMA, OTHOCALWMECA K oDECNeYeHHID KAYECTES B NPOLUBCCE NPOHABOACTES, OOMEHE BETeE ofop-
MMEHEI QOEYMEHTANBHO.

PexoMeHgauny No peanuiaulvn JassHsx TpeboaaH WA NDHEEOEHE B NQMNOHEHWK E.,

7 KoHTpONb KaYecTBa M BbINYCK rOTOBOR NPOAYKLMK

7.1 DBwHe NoNoXaHUA

DYHELIMAMIA OTOENa KOHTROMA KESYECTEa ABNAINTCR NDUEMKES WM OTENOHEHHE NDDIX MCHOOHBLIX M YyTIakoaoy-
HElX MATEDWUANDER, ATMKETOK W MOTOBCA NDOOY LKA N0 NOKA3ATENAM E3YeCcTEd, 8 TAKEE COMMacoBaHHe QOKYMEHTOR
[HHCTPYELIMA, METOOME, CNeUWdHKaLWi), CBRIaHHBIXK C oBECNeYeHHeM EaYacTea.

OavHe oTgen HagenseTcs HeobxoOMMbIk NDAEaMK W HECET OTBETCTEEHHOCTE 38 KAYECTED BhINYCKISMON
npoaykUye. B ero dyyHELMA MOryT BROQWTE TA0HE DACCMOTDEHWE NPOTOROMNDE CEPMIA, WX NPOBEDKS M pacCNEnoBaHHe
OOHADYHEHHS!X UMBOK [COBMECTHD C OTQEMNDOM ODECTEYEHHA KAYECTRA).

OTOen KoHTPONS KAa4YecTES HeCeT OTEETCTEEHHOCTE 33 NDHEMKY MK OTHNOHEHHE MATEDHUANCE M MOTOB0IA Npo-
AYKLIMA, HINOTORMEHHON, NPOBEDEHHON MK YNAKDBAHHORN NO KOHTPAKTY C APYTAM NPEANPUATIEM.

B cocTae oT0ena KoHTRONA ES4YecTea BXoaAT nabopatopui, OCyIWECTENAKWKWE KOHTDONE [MCNBITaHKA],
QONYCKB NPONIRSOCTEO | DEanUIALMED ) HNKH OTENOHEHHE MCXOOHEIX M YNSKOBOYHLIX MaTEpUANDE W rOTORON Npo-
OYKLARM.

FPafoTa oTgena KOHTPONA Ka4eCcTEa PErMamMeHTHRYeTCA MHCTRYELHAMK, ONpegenaAknildme ee obRaam-
HOCTH, OTBETCTEEHHOCTE M NPaBa 8o COTPYAHMKOR.

Ha npegnpuATin SonsHel GeiTe oNpeaeneys creynansHsIMK JOKYMEHTaMY NOpALOK paboTe C pakna-
MALWAMIA Ha NPOOYELWK 14 NOPASOK OTIEBA NPOAYELNAK C DIHEA.

MpHHUMNG OPradd3anig OTOENS KOHTPONA KAYECTES NpHEeOeHe 8 TOCT P 52249,

7.2 KonTponk Ka4ecTea roToROA NPoOYyHLMK

Kaxnana cepus roToBOMD NeKapcTEeHHOIND CPeqeTEa JOMKHA NPORTH KOHTRONE NO BCEM NOoKa3ZaTensAmMm,
COABDWAWMMEA B hapManoneiHol cTaTee (Cneudduraumun). He QonyCckasaTeA BeiNYCK CEPWA NPOAYVHLMM, HE
OTBEYANLLAK TpEGoBaHMAM cnaluduialmi (papMakonaiHol cTaTen) XoTA Gkl N0 00HOMY NOKAIATEN.

MpoTokone peayNETATOR KOHTPOMA KaYSCTES OOMeHE COOSMKATE BCE OAHHEE O NPOBSREHWH TECTOR Ha
COOTBETCTEHE TREDOBaHHAM CNeyupUKaLME U ODYIHX 0K MEHTOR,

MeToaw otbopa npob (obpaayos) v NpoBEASHWA HOHTPONA CYKaZaHWeM YMCna BOMHIL Npoayrumi, oTBk-
pABMEBIK M3 CEDMH ANA NDCEE IS HWA KOHTDOMSR, A0MNKHE GRTE NPHEEGEHE B METOOMKAX [KHCTDYELKAX).

TOYHOCTE, YYBCTEUTENLHOCTS, CNBUMDHMHHOCTS, BOCNDOWABOOMMOCTE W ODYIHWE XapaKTEPUCTHRA aHANMTH-
YECKMY METOOO0E KOHTPONA O0MMHE BalTe YCTAHDBNEHE M 0DopMAsHE J0KYMEHTaNsH0. MeTogbl (MeToOmMEM), He
COOSDHALLMECA B HODMATHEHLIXY OOKYMEHTAX, NOOQNEHaT arrecraumd no MOCT P 52249 (npunosesue 15).
ATTECTALUMA MOMET BLiNONHATECH CNEUWANKCTAMA NPEANPMATHA WMK CNEUMaNKUCTaMK HEIABWCHMOR opranMaa-
LiIA.
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Ona MeTonos, CoOepHallMxca B CTaHOapTax, PapManones i Apyrvy HOPMaTHEHLIX QOKYMEHTax, AocTa-
TOHHO NPUBECTH CCLINKKA Ha HWX ¢ 0BeCNeYeHen BOCNPOHIBOOMMOCTH METOOHKA B JaHHOW NnaGopaTopui Ha
OaHHOM npubope.

7.3 Beinyck roToBol NPpoaykKuMM

Brinyck roToROR NpoayKUMK Ha peannadauMio oCyWEecTBNAGTCA TONEKG NOCNE OOKYMEHTANLHOID NOg-
TEEPHASHWA TOMD, 4T0 OHA NPOWIBEOEHa W NPOBEDEHA B COOTBETCTEMIA C YCTAHOBRNEHHLIMK TpeBoBaHnAMIA.

T4 CoxpannemMmiia 0OpaIukI

MNpeanpUATHE D0NHHO OCTAANATE HA XpaHeHWe 0Bpallx KEaNO0R ceprl NpogYEUKWK. Yueno obpailos u
BPEMA WX XPaHEHWA JOMHEl ObiTh YCTAHOBNEHE B SOKYMEHTALIMA.

7.5 NaBopaTopHbie XHBOTHEIE

COCTORHWE MHBOTHEX, HCNONBIYEMLIX OMA KOHTPONA KCXOQHBIX MATEpUanos, NEOMERYTOYH0M U roTo-
BON NPOOYKLMA, CNeayaT KOHTRONMpoBaTE.

HUBOTHRIX cneayeT COOepMAaTe B yCNoBWAX, o0ecneqynBaowMx NPUrogHoCcTE WX WCNONLI0BAHWA No
HazHayeHwio. Cnegyart BeCcTH J0KyMEHTALWID, 0TOBDaMALWLYI0 MCTODWI0 HCNONEI0BAHKA MHBOTHBIX.

8 OBecne4vyeHne KaYecTBa Ha aTane noaroToBKW NpoWM3BOoOCTBA

B.1 DBwMe nonNoMaHHA

KavecTeo NpoayKLMK 3aknaibiBaSTCA Ha aTanax NpoeKTHpoOBaHKA NpodasoacTea, exbopa obopyaoea-
HHA, CTOOMTENECTEA, MOHTAXEA, NYCKOHANAA0YHEE padoT, aTTECTAUMK 4 Janse 0becnadYMBEasTcs NyTeM Hag-
NEXAWEH IKCNNYATAL MK,

MNpoexTMpoOBaHKe, CTPOMTENECTRO, BBOM B IHCNNyaTauwio ofopydoBasMA ¥ NOMEBLLEHMA, B TOM Y1cne
NpoBREOeHME aTTECTALWK, OTHOCATCA K NOOroToRKe NPoMaIRoacTea.

[Npia WX pean4aaLWy chedyeT pyKoBoacTeoBaTecA MOCT P 52249 1 ApyrvMH cTaHOApTAMM, OTPaMEKLLM-
MK COBDEMEHHER YDOBEHE DAIBHTHR TEXHHEH.

Ha kax0omM aTane NnogroToREM NPoM3B0OCTES CReOyeT BeINoNHATE padoTel No aTTecTaumi. Momka npo-
BEOEHMA ATTECTAUMM H3 Da3NMYHEE 3TANaX NOQroTOBKW NPOMIBOACTEA HANDARNSHS HA CRORBDAMEHHDE 0BHa-
pYHEHWE DWWEOK W OTENOHEHHA OT 3303HHbIX TPEGOBaHMA, BHECEHHE HE0BXOOWMEY WIMEHEHMA A Lene-
HANPABNEHHBIA BRIBOL NPOMABOOCTEA HA BRINYCK NPOOYKLWMA B COOTEETCTEMM C TReSoRarMamMu MO CT P 52249,

B.2 ATTEcTauWA NPpoeKTa

Llens aTTecTauqu NpOekTa — NogTeepdeHne COOTEETCTEMA NPOeKTa JA0aHNI0 HA NPOSKTUpOBAHKE ¢
OeRCTEYIOWIAM HODMATHEHEIM 0Ky MeHTaM. BRMOY TOMS, YTO NPOSKTHROBAHKWE ARMNASTCA GNUTENEHEIM W JOD0-
MOCTOALW MM NPOLSCCoM, aTTECTAUMIO NpoekTa yenecoobpaano paibkuTe Ha 3TanNk:

=ATTECTALMA KOHLUENLHAK (NPHHUMNHANEHBIX DELWLEHMA],

- ATTECTALMA YTESDWaaE8MOl vacTi npoexTa (basic design).

ATTECTAUMWKD KOHUENUAK LenNaconGpaiHo BENoNHATE ANA CNOMHEIX M GOPOrocTOALMX NOOeKTOR.

MpK HE0BXOOMMOCTH MOKET BRMONHATECA TTECTALWA paboyal AoKyMEHTILNM (HepTama ).

ATTEcTauMA A0MKHa BhiTh HE3ABWCKHMOR. [INA NepBOro ATana oHa MOMET HOCHTE XapaKTep KoHCYNkLTa-
UMiA. BTopoi atan ABNAETCA OCHOBOH NDOEKTA, M NPOBEIEHWE BN0 aTTECTALWA HMEET KIIOHEB0E IHAYEHHE.

ATTECTAUMA NDOBKTA HE QOMKHA 3aMEHATEHCR JKCNEPTHANH HAZI0ODHLX OPraHoE Mo OTEENLEHEM HANpae-
NEHWAM, CBAIAHHEIM C obacneyeHiest Be3onNacHoCTH, OXpaHel NPUPOOgE W NE. ATTECTAUMA NPoBKTa JOMHHA
BelTe HANPEBNEHA HA NOOTESDHEEHWE COOTEETCTEMA NEOSKTUDYEMOrD 00LerTa NOKa3aTENAM HEIHAYSHIA M
Tpebosanuam M2GT P 52249,

Mpw arTecTayWy NpoekTa cnegyeT oBpatiTe oCoBoe BHMMaHKWE Ha BelGop 0GopyOOBaHWA, paspaboTry
MASHWDD BOYHEX DELWSHWA, NOCTROEHWE CUCTEM BEHTHNALMK, NOArOTOBKH BOGE M ADYIE MHHE HEDH B CHCTEM
B COOTEBETCTEMMH C TpeboaaxuaMK MOCT P 52249,

B.3 ATTecTauMA B NOCTPOEHHOM COCTOAHMM

ATTECTAUWA B NOCTPOEHHOM [YCTAHOBNEHHOM ) COCTOAHKM BRINONHRATCA C LENL NOOTES [ IBHWE CO0T-
BETCTEWA NOCTPOEHHOMN OBBEKTa W yCTadoBNaHHoro oBopyA0BaHHA NPOEKTY W HOPMATHBHEIM OOKYMEHTAM.
Mpw ea NpoRe0S&HK NPOREDAITCA:

= KOMINNEETHOCT: 000pYOoBaHWA W 8r0 COOTBETCTBME 3aKa3Y,

= MPpaBUNEHOCTE YCTAHOBKA M NOgKMI0YeHnA oBopy 0oBaHHA;

- COOTBETCTEME 3afaHHEM TpeGosalnAM MaTepranos paboqnx NOBEPXHOCTER, BCTYNAKLLMY B KOHTaKThI

CNpOaYETOM,
- COOTBETCTEME JafaHHeIM TpeboBaHKnAM KpUTHYECKOro obopyaoBaHWA (HanpMMep, CTepHNMaaTopos,
HEPA duneTpoB).
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8.4 ATTECTAUMA B OCHALLBHHOM COCTOAHMM

ATTECTAUWA B OCHALEHHOM COCTORHMN BRINONHASTCA © UWaNbLI NOATESDHOIEHWA COOTRETCTEMA NOMELLE-
HWA 1 0BopyaoBaHKA Ja0aHHBIM TpeboBaHHAM NpK paboTe WX B KOMNNEKoE, HO D23 BMYCKa NPOAYKLIMK U NPW
OTCYTCTEMM NEpcoHana. o JapeplueHdK 3ToM0 3Tana QonsHa SeTe paspaboTada U YyTEEDHIeHa BCA Heohxo-
AMMEA QOKYMEHTALMA (MHCTRYELWA, METOOMKA M ADYIME OOKYMEHTEI N0 SKCNNYaTaLMK).

8.5 ATTecTauMA B IKCNAYATHPYEMOM COCTORHMA

[aHHei aTan CoOTEETCTBYET peankHkIM YCNORMAM JHCNNyaTauuy. Mpk ero eeiNnonHeHd NpoROOATCA
MCNBITAHWA BCAX TEXHONOMMYECKWX NPoUBCCoB W 0D0pYA0BaHWA C BEIMYCKOM roTOROH NPOAYKLMH M NDW HanK-
YK NEpcoHana.

8.6 NomewerHnA, 0GOPYAOBAHWE M NPOUBCCH!, MOANEMALWE ATTACTAL M

ATTECTALMA NOANEMAT NOMELLESHWA, 00Dy A0BAHWE W NPOLBCCH!, MMEHDLWE KPUTUYECKHE NapamMeTpsl. K
HIEM, B NEPEYID OYepedk, OTHOCATCA:

= YHCT B2 MOMEWEHNA W YKCTEE 30HE (TOCT P SO 14644-4);

= NPOUBCCh CTEPIUNAIALMK (NBPBMYHON YNEKOBKM, TOTOBOR NPOAYKUHK),

= NPOLUECCH CTEPMNKIYIOWER DUNETPALKK B AaCENTHYECKDM NPOWIBOACTERE,

- HEPA dhMnbTphl, yCTAHOBNEHHEE B TEXHONOMMYEcKOM 0BopynoBaHKK,

= MPOUECCEl NMOgMNHIALMIA;

= NpoUecch oBpaBoTEM (CYUCTEM) NOBEDXHOCTEHR, CONPHEACAWMXCA C NEPOOYKLMEN;

= CHCTEMbl NOOMOTOBKK BOOk ONA MHBEELHA M B0 0 O EHFOIA;

= NPOUECChl TOMOTEHHIaLKK (0Becneye HA OOHOPOOHOCTIA NPOaYKUWK]), NPK HeoBXogMMOCTI,

= IPOUBCCEl SCENTHYBCKOD HanonHeHua (TOCT PMCO 13408-1),

- AHANWTHYECKHE METOO KOHTROMNA, HE COO8PMALWECA B YTEEDHBHHEIX HODMATHBHEIX 0KYMEHTAX;

- CHCTEMbI C KOMMNBITEPHSM YNPABNEHHEM M KOHTPONEM, B TOM YUCNE C HCNONLIOBAHUEM INEKTROHHBIX
NoOaNHCEH.

ATTEcTauMio TaKxe Cnegyet NpoBoanTeE ANA ADYIHX NPOUEcCos M BUaos 0BopyLoBaHKMs, BNAUAIWKX Ha
KAYECTRO NPOOYKLMH.

MpH NpOM3B0ACTEE CNEUNHWISCHK NEKapCTESHKEIX CPEOCTE CNeqyeT ONpenenuTs KpMTHYeCcKKe napa-
METDE M NPOUECCH, 3 TAIKE NPOBECTH WX aTTecTauMn. Hanpumep, Npu NDOMABOACTEE MEJNLMHCKAX MMMYHO=
GUONOMYecKHMy NPenapaToE ¥ KPMTHYECKWMM NPOUEeccaM OTHOCATCA  BbiPAlyMBAHWE BUDYCOR W
MUEDOODraHWAMOR, MX RHAKTHEALWA, BelgeNaHWe PAINUYHBIX KOMNOHEHTOR, OUMCTES W ND.

MopAgoK NpoBEAEHWA aTTECTALWK PErNaMEeHTUPYETCA NPOrPaMMOR aTTECTaUMH, B KOTOPOR yKadblBaI0T-
CA NoMeLeHHA, 050pyNoBaAHME W NPOLSCCE, NOANEHALLWE ATTECTALMM, C YEAZAHWMEM COCTOAHWA NOMELLIEHMIA
[NOCTpoeHHOE, OCHALLEBHHOE WK IKCONYaTHpyaMoe), paboT, BeNONHAEMEX NPK aTTECTALMM, W KOHTpONUpYyE-

MulX NapameTpos [2], [3].
9 NepcoxHan

9.1 OBwwe NonoxaHHA

MepcoHan SENAETCA KPUTHUYSCHMM ANaMeHToM B NPOMIR0GCTES, MCTOYHMEDM OWWEoK 1 3arpAIHEHM A,
npueogawnx K pary. Coagaque cCUCTemMe patoTel ¢ NEpCoHAN0OM ARNASTCA 0GAIATENEHEIM YCNOBWEM CHCTE-
Mil GEECAAYEHKA KIYBCTRA.

MpegnpyUATHE GOMEHS BeiTe 00eCNeYeHd AOCTATOYHBIM YUCNOM NepcoHana Tpebyasol BanvduEaLMK
ANA NPOXIBOACTEA NPOOYHUMK, obecneqeHia Ka4ecTea U paboTel MHKEHEDHBEIX, BCNOMOTaTENEHE M OPYTHX
chywf. TpebopanuA Kk NnepcoHany npiesaeqs 8 FOCT P 52249, Huse 0a0TcA A0NONHWTENBHEE TpeboBaHrA,
CEAIAHHEIE C HENOCPEACTREHHEIM OBECNEYEHKUEM KA4YacTaa NpOOYELIMK.

Ofwan cxema paboTsl C NEPCOHANOM BENOYAET B C20A CNeayLLWe INEMEHTb

= pa3paboTy W AoKyMeHTansHoe oopmnaHye TpeboBaHui K nepcoqany;

- moghop U paccTaqoBKY NepcoHana;

- CO3AAHWE CHCTaMB! 00YHeHHA NepooHana, BRNICHaoLILed NepUogW4ecyio NPoBEDKY AHaHKA,

= ATTECTALWK NepcoHana;

= KOHTPOMNE BRINOAHEHWUA NEPCOHANoM TREEoBaHMA MHCTRYHEUMHA,

= HOHTROMNe COCTOAHKMA 300P0BRA NEpcoHana (B HeobxoauMslx CRyYYaRK).

9.2 TpeGopanuA K nepcoHany

Kaw ki paboTHAE NPEONpHUATHA JONHKEH MMETE He0DX0mAMyI0 KEANMMUKALMIO, 3HaTe CEOM JONMHOCT-
Hite 0GAIAHHOCTA U NOPAOOK MX BLINONHEHWA. [INA aTOr0 CNeqyeT JoKyMEHTANLHE O0pMUTE KBANWMHEaLM-
OHHBlE TpEBOBAHKA KNBPCOHANY, OrPaHHYEHWA Ha AONYCK K OTAENLHEIM BWAamM padoT No COCTOAHWIO 3A0POBLA,
ocbRaaTenscTea NEpCoHana No HEeYKOCHWTENEHOMY BeINONHEHKID TpeBoBEaHWA BHYTPEHHEND pacnopAgea |
HHCTRYHLWA,
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MNpaea, 0BA3aHHOCTA W OTRETCTEEHHOCTE PAGOTHHKA pErnaMeHTUpYIOTCA JONMHOCTHBIMKA M APYTHMM
MHCTRYELMAMMH.

Kawasi paboTHUE JOMEEH 0aTe MUCEMEHHOE 00A3aTENBCTED BEINONHATE TREGOBAHWA DOKYMEHTALMM M
BHYTDEHHEND PACNOPASKA B COOTEETCTEMW CO CEOBR OOMEHOCTHOW WHCTRYELWEA W ObiTh NUCHMEHHD Npe-
OynpexneH ob oTEETCTREEHHOCTH 38 WX HADYLIEHME,

Ha npegnpuATiM chegyeT BEcCT KOHTPONs Hapywesdid TpehoBaHvWid BHYTPEMHEro pacnopAgka
WHCTPYELMWA C DETUCTPALME R 3aMEYBHHEIX HADYLLIBHWA.

9.3 NogroToBKa N@pcoHana

Kawoei paloTHUE, 3aHATEA B NPOWMIB0LCTEE, CENAOCKOM X03AHCTEE, CNYHDEe KOHTPONA KAYeCTES, MHME-
HEPHEIX 1 BCNOMOraTeNnkHEX cnyxbax, 0becnevynBamLny BeINYCK NEKAPCTBEHHLIX CPEACTE, OOMMEH MMETE
HECBXOOHMOoR 00paIoEaAHNE, CNEUWANEHYID NOGrOTORKY M ONBIT paboTes.

Hapagy co cneywansHoA NOAroToBKoW 0coB0e BHMMaHne cneayeT yaenaTs oby4eHnn nepcodana pabo-
Te B COOTBETCTRMM ¢ TOCT P 52249, aHaHui W BeINONHEHHID JOMMEHOCTHEX M ADYIAX MHCTRYKLIMA.

Obyuarue paboTe B COOTBETCTEMK ¢ TpeGoRaHwAMK [OCT P 52249 nogpasnenaeTcA Ha NepeoHaYank-
HOE 4 NOBTODHO-NSRMO0HYECHDE.

Lgnseo nepeoHaqansHone obyqenna ABNAETCA NOATNOTORKA NEPCOHAnNa K BeiNonHeHwe obasanHocTel B
nonHos ofbeme, a Takke GopMHPOBaHKE ¥ K2 00ro paboTHUES NoHNMaHKA:

= CNEUMDHE NPOHMABOACTEA NEKAPCTREEHHEX CPEACTE M MX NPAMOrD BNUAHKA Ha G230NacHOCTE {MNaHE 1
AO00PORLE ) HACEMNEHWA;

= HEODXOOMMOCTH FAPAHTHROBAHKA KAYeCTEA NeKapCTEeHHBIX CRROCTE 38 CYaT HAgNamawen oprai1aa-
LIMI W TEXHOMNOMMA NPoWMIRoacTea,

= HEOBNOOUMOCTIA TOUHOMD BRINONHAHWA TReBoBaHKA HHCTRYHLMA W ODYTHX OKYMEHTOR,

= MIA4HOND BNWAHKA Ka¥0or0 paboTHHEE HA Ka4eCcTBO NEKapCTEEHHBIX CPEQcTE:

=OTEETCTEEHHOCTH KaMgoro paboTHWES 33 Ka4eCcTe0 NEKapCcTEEHHBX CPEACTa.

Llenss0 NoBTOpHO-NERHOgWYeCcKoro obyY4eHHA ABNASTCA NOCTOAHHOE NoJJepHaHHe W oDHOBNEHHE aHa-
HHE paboTHHHOE.

Mpk BHEgPEH HOBRX TEXHONOMMA, 0BopYZ0RAHKA, METOOME W ND. NPOBOGWUTCA CReUManeHoS obydyea-
HME.

MNpw oBHapykeHWi HECOOTBATCTEMA NPOAYKLMK MNK NPOUECCOR YCTAHOBNEHHLIM TPpaboBaHHAM Npoao-
OWTCA BHeoYepeaHoe obydeHma.

Ha npeanpuATid cnegyeT MMeTs No4pasfenaHue (NHuo), OTBeYamLes 3a NoaroTosky nepcoHana, opra-
Hu3au9o ofy4eHda W NpoBegeHws arTecTauwmy nepcorana. Cneayet paspaboraTe W QOKYMEHTaANRHO 0dop-
MUTE CHCTEMY ODY4YEHWMA NepooHana, BEKModawwyn B cebna TpefopadMa K paanwuiHbiM  KaTeropuam
patoTHHUKOR, NDOrpasMed | rpafrem o0yYeHnA | NOpAZOK aTTECTALMI.

MNporpamsis oGy4eHdR cneqyeT CUCTEMATUYECKA NepecMaTpueaTe i OBHOBNATE C YYBTOM DAIBUTHA
NpeanpUATHA, OCBOEHKA HOBLIX BIAOE NPOOYKUMK, TEXHONOMMYECKMY NpOLeCcCoB M 0D0pYA0BAHKHA W KIMEHE-
HHA HOPMATHEHEL QOKYMEHTOR,

MepEoHaYansHoe W NOBTOPHO-NEPKUOOWYECcKDE O00YVYEHHE BRINCNHAOTCR NO OTAENbHEM NPOTEAMKMaNnT.

Obydyesne MOMET NPOBOAMTECA KaK CHNaMK NPEANDPUATAA, TAK W C NPUENEYEHWEM CTOPOHHIK OpraH1aa-
LMiA. Ha npagnpuAaTHyM cnegyet NoaroToRMTE HECKOMENWY COTRYQHWEDE, NPOBOOALIMY 05YYaHKE NO CNeynank-
HOH NporpamMmMe, CoOCTaRnNeHHoA C yueTomM Tpebosanwin TOCT P 52243,

CTopoHHME NpanofasaTend ¥ EOHCYNbTAHTE O0HHE MMETE HEODXOOMMYID KBANWEWEIUMD W ONbIT
paboTel. CnagyeTt pericTpupoEaTe ATy NPpOBEaeHHA 3aHATHIA (KOHCYNBETALMWA), TEMY i NaHHbIE 0 Npanogana-
TEMNE MK KOHCYNBTAKTE (MWMA, MecTo paboTe, agpec, keanuduraum).

PykoBOOMTENK M BEOYVILUWE CNEUWANACTE 0DA3aHE CUCTEMATHYECKW NOBEILLATE CEBOH KEANWDHEIL MK,
WMmeTs 0Bwyio nogroToeky no FOCT P 52249 v aHate nocnegqie QOCTHKEHHR B CRBORA oBnacTu.

5.4 ATTecTauWa nepcoHana

Ona nogrespxoeHus seanmgukanme padoTHHKOE CNeqyeT NPoOBROOMTE HX aTTRCTauUMKn (NepeoHaYank-
HYIO W NOBTOPHO-NepHoauyeckyin). Mliua, He npoweaume obydeHda W aTTECTALMIO B YCTAHOBNEHHOM NOPROKE,
HE AONYCKAKTCA K BHNONHEHWI0 padoT, CAAIAHMLIX C NDOMABOCTROM 14 KOHTPOMNEM KA4ESCTEa NeKapCTREHHLIX
CpeneTe.

9.5 06A3aHHOCTH NepcoHana

MepcoHan 0fR3aH BLEMONHATE BOANOKMEHHEE HA HEro YHEUMK B COOTEETCTEHM ¢ OOMEHOCTHBRIMK
MHCTDYELIMARMM.

Ocobog BHHMaHWE CREqYeT YOENATE NepCOHANsHOR OTRETCTEEHHOCTH COTRYOHMKDR 33 TOYHOE BRINGM-
HeHWe TpeBoBaHknd MHCTRYKLWIA, NpaBKN NOBEASHWA, NWYHON MTMIMEHB!, N0 NOAASDMAHWI0 YWCTOTK, o6palla-
HWID C© TEXHONOMHYECKDR O0ewa0d, BXOOY W BeXOQY B NPOWIBOOCTBEHHBIE W OPYTHE NOMELEHA.
MepegarEeHKa NEQCoHana No NPegnoUHATHD OrPaHUYMBAKTCA NPEdenamMi HeobxoOMMocTH, B YWCTeIe nome-
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LLEHMA, CHNAAL, 30HE KARAHTHHHONS XPAHEHWA M AHANOTAYHEIS NOMEWEHWA QOMYCKSINTOA TONEKD NMua, pabo-
TAKWMWE B HHX WK BRINOMNHAKLWE HOHTPONEHEE W obcnysueaowme @yHkuMd. MHsie niua aonyckanTca
TONLED C MHCHMEHHOND Pa3peLIeHA DYKOBOACTEA NpeanpyATHA.

9.6 CocToAHWE 300poRLA NapcoHana

NMuya c NpraHaKkasi XpoHUYecKrX 3abonesanmi MNK ABHBIMHA NOBDESIEHMAMK KOXW, KOTOPEME MOMYT OKa-
33Tk OTPULIATENLHOE BNWAHKE HA GE3I0NACHOCTE M KAYECTED NPOAYKLUWH, HE A0NYCKaWTCA K paboTam, cBazau-
HelM C MPpAMBIM KEOHTAKTOM © WCHOOHBEMMA W YNAKDBOYHLIMK MATEDUANSMK, NPOMEEYTOYHON W rOToBROK
NPoaYELHER B0 NONYYEHUA MEJHLMHCKOrD JaKMOHeHMA.

B cnyyae HegomoradHis padoTHWE obA3aH NOCTagnTE 0B aTOM B HIBECTHOCTE PYKOBOOCTEO.

10 KoHTponb MCNONHEHWA

KoHTpONL MCNONHEHUA REMNASTCA BANHON YaCTeID CHCTEME 0BaCcneYeHnd kadyecTea (NpunokeHue F). Mpea-
METOM KOHTROMNA MCNOMHEHWA ARNAKTCA BXOOALWE A0KYMEHTEI, NPHKA3L), PACNOPAKEHNA, NOPYHEHMA, NPOTOKGME
ZACEOAHMA, NNAHL! OPrAHKIALMOHHD-TEXHHYECKMX MEPoNDHATHEA | np. (M2CT P 6.30). JaHHBe 0Ky eHT k! 0Onk-
Hil BRTE O0BE0SHE G0 CRENSHMA BOEX MCNONHATEN2H NOO DacnHcKy.

KoHTpONE MCNONHEHHWA OOKYMEHTOR, CBA3AHHLD: C 0BecneveHren Ka4ecTsa i He3onacHoCTH NPoOyXLMA,
ofrzarens. MNoOpROOK HOHTDONA NDWEOOWTCA B CNEUWANEHOM A0KYMEHTS «CHCTEMA YNPAENEHWA OOKYMEHTa-
TEETEES

Kanaeii NOKYMENT OOMKEH COOSDMATE:

= ACHOE MANEHeHHe NPEaMaTa, NOQNEEALErD KOHT RO,

= HCTIONHATENA (MCNONHMTENER, COMCNONHUTENEA) C yiaIaHHenM CTRYETYDHBIX NOAPalaeneHni,

= CPOK MCTIOMIHEHWA,

= DAHHEE O MHUE (NOAPSI0ENSHAN), H3 KOTODOoE BOANArasTos KoHTRONE MCRoMHEHKA,

= (AHHEIE O NHLE (NOPA3NENEHMN ), CHAMAIOLLIEM NOKYMEHT C KOHTROMA MCNONHEHWA,

- hopny oT4eTa 06 HCNONHEHAH (PACCMOTDEHWE HA CNEOYHLLEM IACEIAHNA MNH JWCNETY2pCKOM COBaLLa-
HHM, O0KNAOHAaA 3aNAcKa M ng. ).

HMcnonHWTand MoryT BTk YHa3aHs! B DE30N0UKK Ha 00KyMEHTE.

YrazanHee OoKyMeHTs 0BpaayioT cnpapoyHo-MHOPMALMOHHEIR BaHK OaHHEX N0 KOHTRONMPYEMBIM O0KY-
MEHTAM.

11 AHaNW3 pUCKORB B KPUTHYECKMX TOYKAX

11.1 O6wme nonoxeHHA
OcHOBHOR Uenen obecnewsHWA Ka4ecTEa ABNRETCA NPegynpeMaeHds HecoOTBETCTBWA NPOOYELIMKA
aanaHHeEM TPE0BaHWAM W PEKNAMALWA Ha Hee, IhdeiTHBHLIM METOOOM DeWeHnA 3TOH 3a0a4M ARNRETCA

AHANWA PHCKOR,
Mo aHanuaoM PUCKOB NOHWMAETCA METO OLEHKA M BNMAHKWA KDHTHYECKWY NapamMaTpor 0GopynoBaHIua

W TEXHONOMMYECKAX MPOLECCOB HA KAYESCTEO NPOOYKLMIA.

AHANAD DUCKDR B KPHTHYSSCKMY TOYUKAY (KPWTHUYSCEMY KOHTDONBEHEIK TOYKAX) NOABOMAAST CROBBPEMEHHD
BEABNATE YIKWE MECTE B NPOMIBOACTES W HEHAOEWHLIE ANBMEHTEl B OBODYI0BaHWM.

11.2 OcHOBHLI® 3TaNLI AHANK3A PUCKOB

CyLWecTBYaT CEMb ATAN0E NpOBEAEHMA aHanyia pucrkos [4]:

1 BeinonHeHHe NpeasapuTenbHbix JeRcTBMA:

= YCTAHOBNE8HWE HANWYWA NOTEHUMANEHOA ONACHOCTH B KaKoW-Nbo 3oHe (ToqKe);

= DU2HKA BEPOATHOCTH HACTYNNEHWA ONACHDR CHTYALMK (KAYBCTRRHHD),

- NpeanoseHe MeTogoa NpeJoTEPaAWeHWA ONacH ol CATYaLMA.

2 OnpegenaHde EpUTHYSCKMY TOUYEK OKPYHEWUEH cpell (D8ACTEMA NBPCOHANE, CTAOWK TEXHOMOI-
YeCRoro Npouecca), Janes — HANRTH EpUTHYSCKWE TOYKK, HA KOTODBIE cnenyeT oBpaTthTe BHMMaHWE, YTobR
YMEHLLWWTE ONACHOCTL.

3 YcrasoBnesde gonycTHMBX 3HAYEHWA NapaMeTpos, NPMESNeHKE B COOTBETCTENE KOTOPEIM YMEaHb-
LUMT PHUCE 00 NPHEMNEMOTO YPOBHA.

4 QOpradK3aynA KOHTDONA NApaMeTpoR B TOMEAX DUCKA © ONPELeneHHoN NepiodHYHOCT B0, NO3B0NAK-
WER CUEHUBEaTE HDDEETHEHOCTE NPUHATEX MED M NPe0YNPENOaTE ONACHOCTE.

5 PaapaboTia nopAaaka AeRcTEMA Ha CNYy4ail BeMO0a NAPaMETPOR B KDMTWYECKDA TOUKE 38 NOMYCTAMEIR Npa-
ek, OBECHEYWTE BOSMOMHOCTE PEANWIALIAN 3THX ASHCTEMA (NEPCOHANDM, MaTEpHanamia n oBopynoaaHHeEM).

6 Duenka 2P PekTHEBHOCTH NEMHATEIX Mep.

7 OokymenTansHoe ohopMNeHne BCax Nepeyucnen el QEACTEMA U NONYYeHHEBX PRIYNLTATOR,
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PabBoTy No aHanuay PUCKDE W NpeaoTERaLEHWKD ONACHEE CUTYaUWEA cnefyeT HAYWHATE © «HaMXyOLLInx
CAYYAEEs W 4HAMXYOWWE TOYSKD, TAK K3K YMEHELWEHHE PHUCEa B HMX 0aCT HAMSONBWMA M 3puMed agdesT.

AHANK3 PUCKOB HOCHT WMKNUYBCKKA XapakTep, HaNnpaaneHHbIA Ha CUCTEMATHYECKDE NOBL LLUEHNE Ha 08 H-
HOCTH BCEH NPOMABDOCTEEHHON Ueny. Cxena padoTel NPUEEOEHA HA DUCYHKS 2.

Wennimam. o
(pwar

¥

ONpanan T NpArEE L OTMROETH
- M HElTH ST T
Twin

PucyHox 2 — Cxema paloTel No SHANWIY PUCKOE

11.3 YpoeHH 3HaYeHWHA NapaMeTpoB

B HOPMATUEHON ¥ TEXHWYECKDR QOKYMEHTALMA 33030TCA NPELENsHO AOMYCTHMBIE IHFYEHHA NapaMeTpoR MnK
Npa0ens Mx naMesesra. [Jng cCRoeBpeMEHHOND 0OHADYHEHNA TEHGEHLIMK BXOOA NADAMETDOR 33 A0NYCTHMEIE IHaHE-
HWA W NPEOyNPEH0eHtn oNacHon cuTyauWMy LenecoobpaiHo yCTakoauTe OB3 OONONHHTENEHEN YPOBHA JHAYeHNA
NapamMeTpos:

= YpOBEHS NPEayNpDeaeHa;

- YpoBEHE TREBOM.

B EpMTHYeCKHx TOUKax CNeayeT KOoHTPONMPoBEATE NapaMeTped No obouM YPOBHAM.

KoHTpons MomeT BT NEPUOOMHECKHM UNH HENPEDLIBHEM.

Ona NEpUOAMHEcKOrD EOMTPONA CNeayeT YCTAHOBHTE NEPUOOHMYHOCTE M METOOLI B0 NPOBSOEHNA W NPea-
YCMOTPETE NOPRZ0K OhopMNeHuA DaKTa NPoBeaeHNA KDOHTPOMNA U NONYYEHHLX IHAYEHWA NapaMeTpos.

Ona HenpepeIBHoND KOHTPOMNA CNegyeT onpefenrs NopAOoK PerMCT PaLMKA M XPaHEHKA NoNyYeHHBX aHaYe-
HHAH NapamMeTpod.

CnegyeT npedycMoTpETe MEpkl, NPHHMMaBMBIE B CNY4ae BeiX00a NapaMeTpos 3a npegdens! YpoBHeR
npegynpeXaeHis v QeRcTEHA.

12 Nopapok BHEAPEHWA CHCTEMEI obecneYyeHHA KavecTea

BHeapaHMe cUcTeMel oDECNeYaHna KaYacTea B cooTeeTeTeMr ¢ NTOCT P 52249 tpedyer oprasd3salMok-
HO-TEXHWSBCKON NOAroToRKM, 00y4EHIA NBpCoHana 1 anpofauuwi coagaRHol cucTemesl. 3Ty paboTy cnenyeT npo-
BOOWTE Tak, YTobk OHA BRiNa A0SKEATHD BOCNDWHATS KOMNESKTHBOM NPEONDUATHA M HE HOCKNS DoDMankHonD
KapaKTepa.

BregpeHWe cucTemsl obecneve HHA Ka4ecTea Ha NpoHIB0ACTBE RENRETCR ONHTENEHLIM NPOWECCoM, ToeDy-
FOLLIMBA NDHBE0EHMA BOEMD KOMNNEKCa 000Dy ZOEAHWA, MNOMELLEHMA, JOKVMEHT AWM, paboTR NEpCOHANE B COOTBET-
cTere c MOCT P 52249, 31a paboTa MomeT GuTh paibnTa Ha 3Tankd, MCKOOA 13 TOMD, YTO BHEODEHWE Opraduiacn -
OHHEE MED Ha NEPB0oM 3TANE He TPEOYET HAYHTENEHLIX KEINUTANOBENOEEHMA | MOWET GkiTe DEANWMI0EIHD B CHa-
Tele cpokM. Ha pTopos atane MmomeT ObiTe NDEOYCMOTPEHD EDMIONSKCHOE TEXHMYECKDE2 NepeBOODYHEHWE
MPOWABOOCTEE.

PeromerOyemesss ATankl Co30aHnA CHCTEMbl COECNEYeHHA KEYECTEA NPHBEOEHE B NDHNSHEHN 5.
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13 AyouT M MHCNEKLWM K

MHCNEKLMK (WHCTI8KTUDOBAHKME | BLINONHAKNTCA HAOIOPHLIMA OPradamMiE C Uensio NPOBepKH COOTBETCTEUA
npozecgcTea Tpebopanuam MOCT P 52249 v Opyrix HODMaTHEHEBIX OOKYMEHTOR.

AYOUT — 3TO NPOBEDES NPOWIESOCTES Ha cooTeeTeTErE Tpeboaamuan MOCT P 52249 w pyTuiM HODMaTHE-
HbIM AOKYMEHTEM, BRINONHASMAA CAMUM NPENDUATHEM MMM HE3ABNCHMOR oprasvaaumei. AyouT Hanpaanad Ha

QETANbLHBIA AHANK BCEX CTOPOH SEATANEHOCTH NPEANDHUATHA, BXOORLIMK B NPEOMET ayouTa.
Paanu4aeTcA BHELWHWA W BHYTPEHHWA ayanT.

BHeLw WA ayguT BeINCNHASTCA HEIABMCHUMON Oprasiadued. PeaynsTaTe ayaMTa MOsHO MCNONL30BATE
MpK NPoBe0aHdn MHCNEELKA. Ero npoeegesse WenacooSpaiqo TAKKe NpK NOGroToBKE NReanpuaTHA K MHCNaK-
UHH 1 NONYYEHKRN HEIZRHUCHMONR OUSHKM OPraduaauun NpoMasoacTea, TeXHoNnord 0 CUCTeMel KOHTRONA Ka-
YECTRA.

BHYTREHHWA 8y OWT (CAMOMHCNEKLWA ) ELINONHARTCA CAMHM NPEANPHATHEM C LEMNkK NPOBSDKA BeiNONHE-
HiA Tpebosannin TOCT P 52249, apyrix HOPMAaTHEHEX DOKYMEHTOR W NPWHATAA HeobxoguMel Mep No ycTpa-
HEHHIO BEABNEHHBX HEQOCTATHDE.

AYOWT MOMET BRINONHATECA Oprasami no cepTuduEkady B npegenax vx 0bnacTi akkpeauTaunng ¢ npu-
BRaYeHuen, NpK HeoBX0gUMOCTI, AKKPEOHTORAHHER MonbTaTene ex NabopaTopdil ONA NpOBEpEN COOTBET-
CTEMA YCTAHORNEHHEIM TREGOBAHHAM (3TTECTaUMK) 0BopYIOBAHWA, YMCTHIX NOMELLEHWA W NPOUSCCOE.

PeayneTaTkl ayOMTa JoMiHE GbiTe 0HopMNeHsl OKYMEHTANEHD. MO paaynsTaTaM ayauTa cnegyeT pai-
pafoTate NpoOrpamMmMy GpradHiaHOHHO-TEXHHYBCKHX MEPONDMATANR CyKaIaHHWEM CPOKOB BLINONHEHWA K OTBET-
CTEEHHEX MWL NG KEXA0MY MEpONPUATHIO. Mocne YyCTpaHeHA BEABNEHHEX HBGOCTaTHOE OPOPMNABTCA COOT-
BETCTEYHILMA NPOTOKGN.

PexomeHgaunm no NRoOBEOeHWI0 8y OWTa M MHCNeKLWK B cooTBETCTBWW ¢ PyxosogcTeom BOS [1] npueege-
Hist B NpHnoxesHd H. MNpy noaroToske K ayquTy 1 MHCNE KWWK DEKOMEHAYETCA MCNONEI0BATE KOHTPONEHBIE BOM-
POCE COMMAcHD NpANOHEHARD |
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MpunoseHwe &
{cnpaBoYHoe)

HHpopmauma o NnpaanprATHM

s WHBOpPMALHA O NPEONPHATERS — DOKYMESHT. NOQroTOENEHHEA NPOMIBDIWTENREM H CONSpHIWWA A8HHRIE O TPO-
MIBOGCTES ¥ [MNH) KOHTRONE NEEAPCTESHHNE CPSACTE HA NPEANEMATHE [NPOM3B0LCTES), 8 Takee O NKOHY CBRAZAHHEE ©
HikW ONEPALUKAY, BENOAHABMEX B COCSOHNE MNKH BAanexanywy 3qadnax. Ecnd B 084HOM MEBCTE BRINONHASTCA TOMLED
WACTE ONepayrd, ToB £« MHBopMaALHKR O NPESNPUATHA S CREOYET NPHE0GHTE TONEKS 3TH ONSRELWHA, HEANPHUMED, NPOBS0EHWE
aHanKW3a, ynaroska i np. [1).

alfHpopmaumna o npeanpUATARE Qon=HE BaiTe kpaTEod (ofvemom He Gonee 25 cTpasny ).

A DSwas MHpOpMALKA

Al KpaTean HBdopMELHA O SOMIEHWA [NDEONPUATHR ), BENDYAR BN HEZEEHWE W 30PEc, BIANMODTHOWEHWA C ODYTHMH
NPeanpUATHAMKA ¥ O3HHBIE O BENYCC3AMOGE NPOSYEL WA,

A1.2 CocTER pYEOBOOCTES NPEONPHATHA,

A1.3 MpeosmeT QEATENEHOCTH NPEONPHATHAA B COOTEETCTENM C MAUSHIHER HA NPOXIBOOCTED, BHOBHHOW HALWD-
HEMEHEM DPFaHOM.

Al MepevyeHb BCRX APYIWE BUOOE QEATENEHOCTHE, BRNONHAEMBIX W8 NPOWIB0OCTEEHHOW NNOWADKE,

A1.5 HazeaHde ¥ apec NPOMIBOACTERHHOR NNOWAAKH, TENSMOH, (RAKT ¥ KPYrNoCyTOMHER Tanados,

A1E HOMEHKNATYDPA NPOOYELAE, BENYCKAEMOE HA NPOMIBDOCTEEHHON nnowanxe. MApopMELKHA O BCAX TOKCHY-
HEDE MMM ONACHE X BEWECTRAXY C YRAZEHMEM O0ColesHOCTER pAGOTE CHUMKA (B CNEYHANEHO BEOENEHHLIX NOME W EHWAX, 308-
HMAK, 0B0pYACEAHMA MNE C PAZAENSEHHEM WHKNOB NPOMIE0OCTEE B0 BPaMEsu ).

AT KpaTkoe onMCEHWE NNOWASEW. B8 MNOWETL, MECTD BRCAONDMEHWRA, HENCCPSNCTEEHHDE DHPYHEHWE [CHTYE-
UMOHHLIA MNEH ], HENWYWE SPYIAL NPOWIBDNCTE HA NNOWagEe.

A1 Yucno paboTHWEDE, 3BHATEE B NPORIB0OCTEE, KOHTROMNE KEMSCTAS, CRNAOCKOM X0IAACTES W DEANMIALMA,

A8 fasHble 0 NONYHAEMBIX GO CTOPOHES YCNYTEK HAYUMHOTD, SHENUTAYMSCKDID AN TEXHHYMBCKOrD S8 paKTapa, OTHO-
CALMACA K NPOWMABDOCTEY ¥ NPOEBEOEHHE AHANWI0E.

A1 10 KpaTeEoe ondcasde cHcTeMsl 0BeCneYeHHn BaHEcTEE.

A2 MepeoHan

A2 OpraH¥sayWosHER CTPYETYPAE, HA KoToRoR Gsiny G Nora3aHs BIAMMOCERSH B NNaHe ofecneseHdA KaYe CTES,
B TOM MWCNE NPOMEESACTED M KOHTPONE HEYE8CTEA.

ALZD NavHele O EBANARHMEELWA, GNBITE pAEOTE W OTEETETESHHOCTH OCHOBHOMD NERCOHANS.

A23 OCcHOBMB® NEHHLIE O NEPBOHAMANEHOM @ NOBTORHOM OBYqEHWW NEDCOHAENE W BEOEHMH HORYMEHTIUMW No
T

AZA4 TpeGopaHWn ¥ COCTOAHWK 300D0ELRA NPOMIBCACTESHHOMD NEQCOHENS.

AZS TpefoBaHWA K TMMMEHE NBDCOHENA W &8N0 O0aEns.

A3 NomeweHwA W oBopygoBaHne

A.31 NMomewsHWA

A311 ¥npoweHHEA NNEHEPOEKE MNE ONKCEHWE NPOMIE0OCTEEHHEIX 30H & yKadaHkMen MacwTala {cTpoWTeneHEE
WUEPTEHH H YEPTEXHE KOMMYHRESLWA e TpebymTeal.

A3N2 TUn CTRPOMTENEHE X KOHCTRYEYMA ¥ OTHEN04HEY MATEDUENDE.

A31.3 HpaTeos onUCaHWE CHOTEM EEHTUNALMA ¢ S0Nes N8TANLHEMK PEWEHHAMK ONA KpUTHYeCKW: 308, ollecne-
WHEBSHL MK JRLMTY OT JarpAIHEHAA, COARRMALMECA B BOSOYYE (PEKOMEHOYETCA NPHE0SUTE NPHHUWNMANEHE CHEME
BEHTUNAYKK @ HOHOMYHOHWPOESHAR |

OnA NpoMsEcACTES CTEPUNEHRIY MEKEPCTASHHBIY CPEJCTE CNefyeT yHaA3sEaTe KN3ccHfukauin NoMeleHKE no
YHCTOTE.

A314 Zomw, roe ofipawanTed BHCOKOTORCHYHEIE, ONACHBIE W CEHCHMBMNH@IMPYIOW We BELSCTEA.

A31.5 HpaTeoe on@caHMe CMCTEM NOGroTOEKK EoQb (XenaTenkHE NPHHUSNMANEHEE CXEMEl) C YHAIEAHHEM MaTO-
aos obpaboTed,

A31.8 [aHHele 0 nOpAgKe NNEHOBOMS TEXHWHYECHOrD OBCNYHNEEHUA NOMELIEHNE W BB0EHWA OKYMEHTALMA N0 Tax-
Hueckos Yy clonywHBaHMED.

A2 DfopynoBaHMe

A3.21 HKpatewe gasHeie o8 ocHOBHOM 050pYQOBAHMM, HCNONBAYEMOM B NPOWABOICTES M KOHTRONEHE X NadopaTo-
puax (nepevess clopyoosaxna He TpelyaToa).

A3.2.2 [aHHLE O NOPpAGKE NNEAHOBOND TEXHWYECKOND 0BCNyWHBEHWA COOpYQOBEHMA M BEEHKA DOKYMEHTALWE NO
TEXHWYECKOMY 0B Cn B EHWID.
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A3 23S MopAo ATTSCTALWA M KENWHDOBKE {NOBEPKK ). B TOM YHCne o opMNeH We JaHHLY M BEA8HHe NPOTOKONOE.

A3 Yoopra (oBpadoTea)

A.3.31 Hanuuve Neck MeaHHBIX MHCTRYEYRA no yHopee [of paloTie) nponIeogeTESHHBX foMaweHul n oBopyaoea-
HWA.

Ad OokymeHTALMA

bd 1 NMopagokpaspalorey, nepecMoTpa W PRCAPOCTPAHEHHA Heobxogumof GokyMEHTALWW ONA NPOMZEOACTES.
Ad. 2 Moban gpyran QoKyMEHTALWA, OTHOGAWSACA K HEYECTEY NPOOYKUMK, HE YNOMAHYTAEA B QPYrax pasgenax
{HanpumMep. no MUEpOBHonorHieckoMy HOHTDONKD BOZAYXE ¥ RO ).

AS MpowzeogcTEo

451 HpaTeos onMmocadmMe NPOMIB0GCTEEHHBIY ONBPALHR © HCNoONBI0SAHWEM, N0 BOZMOEHOCTH, CHEM © WHAIBHNEM
NOTOKOE MBTEQMANOE M NP. GEHHLEIX O HAMBONEE BEEHE X NAPAMETPAX.

A5 2 Mopagok oBpalesus ¢ WCEONHBIME @ YNAEOSOYHBIMA METEDHENSMW, HEpECdACOBAHHAR NEOOYRUWA W rOT-
Baf NPOayEUMs, BLnwyan orhop npod, HEPEHTHHHOE XPAHEHWE, BEINYCK NPOSYHUKK W XpAHEHRE,

553 MNopagok oBpaELeHda ¢ OTENOHEHHEIMH MATEQUANEMM W NPOOYELWMEH.

5.4 HpaTeme QAHHEE O NOPAGEE STTECTALMA TENHOMNOIMYECHHE NPOLECCOE.

AE KoHTpons Ka4ecTEa

B 6.1 DONWCEHWE CHCTEME KOHTROMNA KBYECTES W HYHEUMR OTOENE KOHTPONA KAYECTES.

A7 PaboTano KOHTPAKTEM HE NPOHIBEOACTED NPOAYKUWA W NPOBEAEHHE BHANNIOE

AT 1 [adHeie 0 NOpAOKE NEOBEOSHWA OYaHEW cooTEa TCTEMA Tpebosadenm FOCT F 52248 co cTOPOH B 3AEASHMKE.
A8 PeanvIauWdA, pEENAMALHA M OTIEIE NPOLYHLHM

AB 1 MNopagok pREnNHIELEHN K CHCTEME OORYMEHTALMWE.
AB.Z2 MucTpyEuHMA, ONPEIeNR0WAR NOPASOE JEACTEAN NEH NCCTYNAEHWA PEKNaMELHA.
AB.3 MHcTpYEUWA, ONPESENRHOLWAA NOPAGOK DEACTEAM NDW OTIHES NPOOYELLME.

A9 BHyTpeHHHA aYaMT

A8 EpaTEos ONMCAEHWE CHCTEMSl BHYTPEHHEND 8% AWTE [CEMONHCNS WA ).

MpunoxeHse B
(enpagouyHoe]

NMonwTuka B oBnacTd Ka4YacTea

(Npumep)

Ll;E'ﬂ b HaLEA FI-EEEI-T b — FBpEHTHDOEETE cTEfWneHoe KasecTao Asl NYCHESMEBX H3MH NEK3pCTEEHHBEX CpE8OCTE,
HANEEEWTE YCHNHAA BCEX HEWHE COTPYOHMEDE HE OOCTHXEHME ATOH ofiuged Yeny 38 CHET BRNONHEHWA TI:IEI'EHEEH mid M paeHn
NpoOW3IBEDOCTEHE W HOHTPONA KEYECTEE NEKSpCTEEHHBIX CReaCcTae {G HP]. BEICOKOR HCNONHWTENBCHOR ORCLYMNNWHEI, CoOBEep-
WeEHCTEO0EEHHA NPOMIE0OQOTES W HB—EJ’IHd}IIHaLI.HH nepcoHana, oCToAHHOND BHENHW3A BelINYyCEae MO NPOLYEUHH W TEXHIND-
THYeCEH NpoysCcCoE.

MeHepansHEIR JHPEKTOR & .0,
15



rMocT P 52537T—2006

MpunoxeHus C
{cnpaBoYvHoe)

MaTepuanisi

C.1 Mpuem maTepuanoB

C.1.1 MNpw nprveme MaTepuanos cNeayeT NpOESpATE!

- COOTESTCTEWE (haKTHMECKM NOCTEENEHHOND MaTEPHANA HAKNAOHOH;
- COOTRETCTEWE HAKNAOQHOA Qorosopy (2akaay. cneywd ikaum9;

- YENOCTHOCTE TARE! (YNAKOEEA) M NAoME (NpM W HEnUsun ),
NpaBHNEHOCTE MAPKUPOBEN;

- CPOKM TOGHOCTH [XpaHEHUA MaTeprana).

C.1.2 NMpuvew maTeprancs opopMnAeTCA SOKYMEHTOM, B KOTOPOM YEEZHBBTCR, KAK MUHEMY M, CIe5YH Wee:

- HEWMEHOEBAHWE METEPWANE,

- EOf MaTepnana (npu HeolxoaumocT);

- HOMEQ CEPMH HATGTOBWMTENA MAETERWANE,

- MOCTABLWME M HArOTOBMTEN: METERWANE;

- DETE NPUEaMEN;

- EONHYSCTED MATERHENA,

- COOTEETCTEWE NOCTEBNEHHOND METEPHANE HAKNAAHOA W ZorcEopy (NpH oBHERYHEHWH HECOOTESTCTENA COCTRBNA-
BTCH BAT);

- COCTOAHWE yNAKOBKA (UENOCTHOCTE).

G153 NMoonenprema HE EaH Y YNaE0BasHY D BRRHALY MATERHENE HAHOCHTCRA BHYTPHNPOWIBOACTESHHAR ITHEET-
Ha, CoOepHaLyan;

- HEWMEHOBAHWE METEPWANS,

- EOQ MaTepnana (npu HeodxogumocT),

- QaTy npHemMa;

- HOMER EGMHHLE TEPL @ obwes YHcno earHUL,

- EONHYSCTED METEPHANDE B E4HHWLE TAP.;

- MOGNHCE NEHEMLHES,

- HOMER CEPHRN;

- CTaTyc martepuana [(MomeT 0B0aHEHATECA UBSTOM BTHEETHNM).

OonyceEeeTon HEHBCEHWE WTHWOBOMD HOGA HE BTHEETHY.

G4 MpdnocTaeke HECKONBEWX CEpMi OZHOMD W TOMD ME MATEPHANES KEKAER CEPHRA NPUHUMESTCRA OTAENEHD G Nps-
CEOEHWEM BR WHONEMOYANEHOID HOMEPE, NOCNE Yerd NpeesanTea oTfop npod, HCNBITEHWA W BElZAETCA PAIDEWEHNE HA
MCMOMEI0BEHWE (MNW peweHRe 0 0TENOHEHWA ],

C.1.5 K pensHefwed paBoTe QONYCKAKNTOA TONEKG MATEPHANE, COOTEETCTRYMILLWE 3BHA3Y W CNeUndMKauMam, ¢
HEMNODBPEWABHHOA YNAKOBEE0R, Y8 TEOA HEHAPYWEHHOA MEPKWPOBKOA @ YO40BNaTEOPAKLWWE TRPABOBAHHAM K CPOKaM XpaHe-
HHA. B NpoTMEHOM CAy4ae MATEPMANE HACNMPYH TCA 40 NPHHATHA DEWSHWA B OTHOWEHWN WX,

C.1.6 HegonyckaeToA NEHEM MBTERHANDE NOA OTEPE TeiM HEGOM M B CHNEOCKWE TOMEWEHNAX, TOE CYWECTEYET BO3-
MOXHOCTE NEPENYTREBAHWA W 3AMEHE MATEPHANDE, NEPSKPECTHOMND JATPAIHEHEA 1 NQ.

c.2 HﬂHTpﬂJ‘Ih Ea4YEeCTEE MCXOOQHBIX W YNAEDBOYHBIX METEpHENDEB

C.241 OvBop npod (ofpazyos)

Mepcosan, enonHAowwA orBop npofd, gonxed eite o8yyued waTrecToead, Otdop npof eRNONHASTCR B COOTEET-
CTEWH G HHCTPYHUYREA (MeTOQWKOR ), YTEE PR OEHHDA B YCTEHOBNEHHOM NopAgKe. M OeHTHYHOCTE Npobe (COOTEETCTEWE NpO-
fe AOroEOPY, 3AKA3Y HAW CNEURbHEELWA | 0ONKHE, KBK BPEEMNG, NPOBERATECA ANA KEEL0A 2QHHHUL TP,

Orlop npof BENoNHASTCR, KBK NPABKUNO, B BRAENEHHe X 3o0Hax. [Tpu oTlope npof B CEN3QCKMX 30HAX CNEOYET NpHE-
HHMATE CNEUAANEH IS MERE NPOTHE NPRMOTD W NEQEKPECTHOND ZATPASHEHWA MATEPHWAN0E; NpK HeolXo0MMocTH — Mepk
Mo SEWWTE MEPCOHENA. 3TH MePhl MOMYT BKMNKMETE HCNONs30BaHWE MHETE X ANH HACNMPOEAHHEIX 30MH.

NopagororBopa npob B cooTeaTeTErM c FTOCT P 52249 (nogpasgensl 6.1 1—E8_ 14 cnegyeT ManoMnTe B AHCTRYHLHMA,
HOTORER ONpEgenasT!

- smeTog oThopa npod @Y COEARY HA CYLLBCTEYEIL Y METCOHEY;

- Tapy (koHTERHEPH], B ROTOpYHD oTOWpasT npobel;

- EONHYSCTESHHBIS XEDEKTEDHCTHIR Npobe;

- plopyooaaHUe W MHEEHTEPE ANA oTSopa npof,

- NOPAOCK MBpKHPoOBAHWA KOHTEAHEPOE © Npobanm;

- NORAOoK TREHCNOPTHROBEHWA W YCNOBWA XpaHeHWa npod;

- meTogb oudcTed (ofpafoTes) xonTedHepos, 0S0pyI0EAHKA W MHBEHTERA QnA oTBopa npod;
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- chegnaneHee TpelosaHua.

MapEvpoBEE (BHYTPENPOMIBOICTEEHHAR 3THHETHA) HE KOHTERHEPE ¢ NPOSaMN AOMEHE CONBPMATE, KAH MEHHMYM,
CNETY LYY WO P a0 A

- HEWMEHOBAHWE MATERWANA W a8 Ko,

- WHEIAHWE WITOTOEWTENA MATEDHENE]

- HOMED CEPWW;

- paryotdopa npob;

- Nognece nius, oTdupaswero npoby.

C.2.2 KapaHTHMHHOE XPAHEHHE

B neprog npoEegeHdn WCNETEHWA WCKOOHEE MATEPHANE OONMHEl HEXOAWTECA B EBPAHTHHHOM XpaHedus. Mps
HEOBX0QUMOCTH MOEET NPeaYCMATEMBATECR XPAHEHHE PEINWYHEE CEPWA MATEPHANDE B PAIGENEHEX 3oHax. Pasnena-
Hie MoweT GeiTe 0BecneweHO TAKEE OPTEHWIAL O HHEMW MEDaME NEM yonoBd oBaCcneyaHEn 3aWnTsel OT NEPENYTEBEHHA
W 2arpAsHeHra. [JocTyn B 30Hsl XpaAHEHWA MaTepranos aonded BuTe orpaduyed [FOCT P 52249 (nogpaszgen 3.21)].

MoEoaHsle MATEPWANE HEXOOATEA B KAPEXTHHE 40 NONYHEHWA PAIPSLBHEA HE WX MCNONEI0EEHHE WK OOKYMEH-
TANEHOro ochopMNEHHA OTENOHEHWA C ONPEOSneddem GedcTeWE B OTHOLWEHKW J8HHEIX METEPWENOE (BOIBPAT NOCTABLLM-
Ky, YTRAWIEURA W np.J.

C.2.3 MeneiTaHHNA (aHANKWE npod wnu oBpasyos]

Mopagox npoeegeHAR MCNeTaswA — no FOCT P 52249 (nogpaagens 6.15—6.22).

Mp#a HENBTAHEAY NPOESPRETCA COOTEETCTEME METEPHENCE CNEUHE HEIUMAM NO METOOHKEM, COQepEaLLHMER B HOP-
METHEHEIX QOKYMEHTaY (cTaHOSRTAL, PapMakoneiHel X CTATLAL @ 4P, ), NP HX OTCYTCTEMH — NoMeToauEam, pazpaboTtan-
Hibls MPOHIBOGUTENEM WAK APYyTHMHA E0MIOETEHTHEIMH ORTEHM3E UMAME.

Mpy HECOOTEETCTEHM PEIYALTATOE HCNEITEHKA 280aHHEIM TReSoBEAHEAM CNeSYET NPOBECTH PRCCNEADBAHWE {AHE-
MHE] NPWYHH STEMGHEHWA (HU3K02 KEY8CTED METEPHENE, oWHREKE NDW HCNETEHWAX W ap.).

PesyneTaTe BoneiTaHHh v oTEopa scex npal, B ToM “HCNE pEaAYNETATE NPHYMH OTHNOHEHWA (NDW HENWSHEA), othop-
MNAKTCA GOKYMEHTIMA (HANPAMER, NPOTOKONEMY, 3BN0NHAEMBIME DYHONHCHER CRocofoM WNK G NpHMEHSHMEM TEXHH-
YECEMY CPEACTE].

C.2.4 PazpeweHHe HA NPUMEHEHHE MATERHANDE

MpunonoEUTERbHEE PRIYNETATEL ACNETEHMA OTAEN KOHTPONA KAYSCTED Bl JEST PAIPSLEHHE HE X NEHMEHEHHS.

B coyyas oTpMyaTensHOMo PEIYNETATE MCNETEHAR CTOEN KOHTRONA KEYSCTES OMOpMNAEST peweHne 08 oTENOHEHRK
METEPHENE C NSCNEegYELULHM YEES0MIEHHEM NOCTAEWAKE, NPOB0LHWT SHANHI NPHYMH OTENCHEHRA U paspadaTeiEaeT Mepsl
no NpegoTs PaLUSH NS NOBTOPHEE CTENOHEHWA.

C.2.5 Xpanenwe npob (obpaiyos)

Uwcno oTofpasHee npol, TpeGoBaHUA ¥ yCADBHWAM KPasEHAA, GHOKSM XPEHEHARA, yTHNWIAUMA N0 WCTEYSHUK CRORA Xpa-
HEHRA QonEHs SaTe oNpeaeneHe HHCTRYRYMEN.

Cnegyet ipasEdTe AocTaTovsos yncno npol, HeafxoguMos gna BeINOAHEHRA NONHOMD P0LEME HONBITEHWA HoXoO-
Hblx METEPUANDE, B TEYEHWS YOTEHOENEHHOID CROKE WX MOOHOCTW nnoe oged rog [FOCT P 52240—2004 (nogpaagen
G.14}]. ¥cnoens XPEHEHKA HE JON#HE JONYCHETE YEYILWEHHA CEBOACTE MATEHANDE B TENEHWE BCED CPOKS KPEHEHMA.

MomeweHns ONA (pEHEHER HoN#HHE COOTEETCTEREATE YETAHOENSHHEM Tpedoeadmam. Jonycy B HAX paIpeW AR TER
TONEKD ONPESENEHHEM NALAM.

G.3 XpaHeHWe MaTepHanos

YoNoBWMA XpAHEHWA MaTepkianos — no FOCT P 52249, CnegyeT E0HTPONMPOBEATE CPOK FOQHOCTH MaTepsanos. B
CNYYES B0 NPEELILEHHA METERWEN CNEgYeT NOMEWETE B KEPAHTUHHOS SPEAHEHWE ¢ HAHECEHWEM MAPKMPOEEN, OTPaXaH -
Wed eTo CTATYE.

He gonyckaeTon XpaHeHMe MATEpMENoE Ha nony. MaTepuans pasnH-HeIE CEPHR JoNHHE BuiTe PR3ABNSHE.

BrasY“E METERWANCE B NPOEIEGOCTE0 OCYIWECTENABTCA NOCNE NONYYeHMA BE3IPEWSHAA 0T SENa KOHTRONA KENEeCTES
{Cy4eToM CpoKa raaHocTi ). [pH Bel g84e MBTEDWANE B NPOX3E0AGTED CABOYET NPOESPATE B8N0 COOTEETCTEWE TpeBoBEHMAM
cneysfpREILWA, CROE ragHOCTH W cofningeHne NPUHLMNG aNepELIM NPHWNRS — NEPERM YILNoOs.

Crhnegyer BECTH NOCSPMEHEA Y48 T pPECKONE METEPHANDE C PErMCTRALWER JBTH [BPaMEHN | HE4ANEA M DKOHYEHWA pac-
XOLOBEHWA CEPHM.

PekoMaHIyETEA YCTEHOBMTE HODMY HECHHEAEMOND (MAHMMEBNEHOND] 33NACA KAX GO0 BHGE MATEDHANOE W ORTaHM-
30EATE YHET MATEPHANDE HA CKNATAY A NOPATOK WX Bl OEYH.

OTENOHEHHEE MCXOOHEIE MATERHENE CNedYeT HIoNHPOEATE.

C.4 TpEHCNOPTHROBAHWE MATEPMANOE HA NPEANPHATHH

T FEHCNOPTARDEBEHWE METEPHANOE BRNONHAEBTCA B COOTEETCTEMM C WHCTRYEYUWER, Cnpedenfmuyed Cpegcrea W
METOOE TPAHCNOPTHDOBAHWA, © cofn KOEHEEM TFIE-EDB-EHI.'I A COXPAHHOCTH MATEpWANOE W BeacnacHOcTH. CTIEJ:I}I'ET e~
HENUTE MABpWPYT TREHCNOPTHPOEAHAA MEBETEPHEN0E W ALY .

C.5 AyaMT NOCTARHEOE

Ha n PEOANPAATHH CNeayeT WMeTs YTEEPHEOEHHE W NEPEY8HE NOCTABLWEDE BCEX MCNONL3YEMEX MATEpHANDE. I'IpH-
GEIFIETEHI-'IE METEDHENCE Y NOCTARWMWKDE, HE BHECEHHE LB A8HHE A NEpEYEHE B YCTAHOBNEHHOM NCPAOKS, HE OONYCKAETCA.
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AYAUT NOCTABLWKE ABNASTCA BAMHLIM M 3D P EKTHEHEIM cpageTEoM 0B8CNeYeHWA KEHECTER HCKOOHE U YNAK0BEDY-
HelX MaTepuance. CnegyeT yoenATs ocoB08 BHUMAHWE BYLHTY NOCTABLYMKDR, KOTODLIS HE HMEHT MHOTONETHETD CTaka
fesynpesHol paloTe. MepeueHs NOCTABLWKOE COCTABNASTCA M YTEEDHOASTCA N0 PE3YNETATAM SYAMTA.

Mpu nposegeHMy ayauTa cnegyeT NPoERCTH BHENWI NPOUIBOGCTES ¥ NOCTABLWMKE W HCNOABIYEMEX WM MATEDWE-
nos.

Crnegyet paspafoTate NONMTHLY B33UMO0THOW BHIHA G NOCTEBLWHEAMN, B TOM MHCNE HENDHEHHE HE HUX MaTepHans-
HEIX CEHEUMA B CY4a8 NOCTABEM HENPWIOOHLIX METERUANOE, 3AMEHY NOCTABLUYMKOE W Np.

B cnyyae oTENOHEHWA @ BO3BPATA NOCTAENEHHEY MATSQHANOE CASAYET NONYYHTE MHGODMAEUMID O NPUYHHAN,
BEIISESWME OTKNOHEHHE, M MEPaX. NPUHATE X QNA WX YCTREHEHAA.

Mpumeyasde — CACTEMaTHYSCHAR Y4BT Ka4ecTea paloTe NOCTAEWMEDS CNEayeT OPrEHHI0EATE TAEHE NpH
OEA3ZHHAM MMM PEENHYMHEX YCNYT, HENPUMER, N0 CTHPEE 0AEEAL, PEMOHTY 0B0pyA0BEHHA W Np.

C.6 Qorosops

NoCcTABKE MCROOHEX M YNAKOBOMHE X MBTEDHAROE DOPMNASTER AOMOECPOM (KOHTRAKTOM ), B KOTOROM CNagyeT HeT-
KO MANOHWTE TREE0BAHKA K MATEPHENAM CO CONKON HE CODTEETCTEYHIWMNA HOPMATHEHBA ADKYMEHT. CReQyeT OoKyMEeH-
TENbHD OOPMATE NOPAGOE MOQIOTOBEM NOMOBOPE © YEE3IAHWEM COMMACOBLIEANLIMWE NWU @ NOCREea0BETENEHOGTH
COMMACOBEHUA, A TAKEE NPEAYCMOTPETE NOPALOK BHECEHWA HAMEHEHNA B JOroaop.

MopAgok NOArOTORKW M NOGNACEHMA OF0EDPOE QONMEH DETMAMEBHTHROEATECA OTAENEHOR MHCTRYKEUWER, B HOTODOR
YEAIEBANTCRA:

- NEPEMEHL BULOH SAKNKYMABMBIX OMOBODOE (NOCTABKE, YOIYTH # Np_),

- WHBOPMALWA O TOM, KAEME JOMOBOPE FOTOBWT SAKAAYME, KBEKME — NOCTABLWME,

- NpUMEPHEE fopMe (0BpE3UE ) 4OroBODOR;

- NHUE, 0TEETCTESHHLIS 38 NOATOTOEKY OOrOE0QOE;

- NKUE, 0TEETCTESHHLIS 38 COMMACOEAHES OOFOECPOE W NOCN800BATENEHOCTE COTNACOSaHIAS

- NHUE, NOgNAcsiEaWHe QOICEOpE;

- NOPAJCK BHECEHHWA M3MAHSHHA B AOTOBOPEI;

- CROKM NOArOTOSHM M NOONMCEHWA 4O0TOBOpPOE;

- NOPAODE ¥PAHEHWA QOroEOpoE,

- NMOPAOOK KDHTPONA BENDNHEHMA L0TOBODOE.

B poroBope NOCTAEKM CREgYET NPeaycMaTprEaTe 0OR3EHHOCTE W OTESTCTEEHHOCTE NOCTABWMEA O HEMEDNEHHOM
MHOPMADOEAHMA 3AKE34HEA O NG EE W3MEHEHHAK, CEAZAHHBIE C NPOMIBDNCTEOM METERWANDE, B ToM Yhcne of vasmaHe-
HMAK XBDEKTEDMCTHE WCNONb3YEMOID Chlpha.

3aHAZUME JOMEeH CEOBEDEMEHHD HHPOPMHADDEETh NOCTAEBLMES O NpESNONArEaMEY WIMEHEHHAX TREGoBaHHEA W
NHGRIX NPATEHIAAL K MEATEDUANAM, MX YNEKOBKS W YCTAHABNMEATE CNELUWANEHEE TPEBOBAHUA K MATEDHANAM H MEBTOOEM HX
KOHTRONA, COFNACOSE8 X & NOCTABWL MEDM.

MNpu HeOBXOQWMOCTH BOIMOMHS OPrAHMIELWA KOHTRONA MATEDMANCE NPEOCTAEMTENEM IBKEZYMKA HA NPEANDHA-
THH-NOCTABLYHKE.

B noroBope cheyeT YHaluBaTs!

- HAMMEBHOBAHWE, WHCNO 4 BAA TADE W YNAKDEKA NOCTEENASMBIX M3 TEDMANOE;

- WATOTOEMTENA W NOCTABI MEES MATEDHANCE (£CNK A0MOBCD 3AKNDYASTCA HE © WATOTOBWTENEM MATEDWANDE);

- DORYMEHT. TpeBoRaHMAM KOTOROND METEPHEN JOMHEH COOTESTCTEOEATE]

- Tpefoceranun BelonBCHOCTH,

- BO3MOXHOCTE MPOBEGSHEA SYAWTa ¥ NOCTEE W MEE,

- CEAHKUMHA, NPHMEHASMEIS K NOCTABLHEY NPW HEBRNONHEHWHM WM obA3aTenscTe.
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NpunoxeHse D
(cnpaEOYHOR)

MpopadoTka 3aKal08 W OPraHMIauMA UX BLINONHEHHA

D1 PexoMmeHgyerca, npd HeobxoguMooTE, onpeaensTe GOpMYy 38ABKW HA NOCTABKY NPOAVELUMEH, 3AN0AHASMYD
NoKYNarensM, i fopMy OOTOEOPA (38E838]) NOCTAEHW.

Mp# npopafoTee 388338 CNSOYET OUSHMTE BOIMOMHOCTE BRINGNHEHWA 33838 B Tpebyemud cpor. O 3Tol UenksD
npesycMaTpHERETCA NPOBSPEA:

- Hanu4uA Tpelyemod NPoLYKYHH B HOMEHENASTYPE NPEANPHATHR]

- haKTHYECKOA BOSMONHOCTH BRINDNHEHMA 33K338 B TpelyeMbe CpoKM;

- Hanu«suA Tpelyesod NpOSYKUMK HA CHNEAE W B NPOUIB0OCTEE,

- 0BECNeMBHHOCTI HCKOOHEIME W YNAH0BOUHE MY MATEDHANEME [NPW OTCYTCTEMM NPOAYKLWNE HA CKNAAS) UNH BO3-
MOMHOCTH GaHHOM 0B acnauaHun;

- AOCTATOMHOCTH NPOW3EOLACTESHHEN U CHNAACHHY MOWHOCTER,

- ToToBHOCTH 0B0pYROBAHMA (HANWYKWE WNK NOATEEPHOSHWE CTATYCE 4ATTECTOBAHD » ONA BCAK KPHTHYE CEMN TEXHD-
noruvecEus npoueccos W ofopyaoeaHun);

- NOCTYNNSHUA PEKNEMAUWA HA 3aABNAEMEIA BHA NPOAYHYMMY, HEOBXOAMMOCTH YCTAHOBNEHMA W YCTREHEHWA NEH-
yiH Bpaka 8o eoacBHoBNEHUA NPOKIBOOCTEE.

0.2 Mpu HeoBxoaumooTy MoxeT BuTe ONpegened NUCT COrMABCOBAHWA, JANCAHASMER NOOPaINSNSHUAMM NPag-
NPHATHA NPH PECCMOTPEHWH JBKE3E.

MMmaeHas uens npu npopadoTee 38K838 — NOATEEPHAEHWE BOZMOMHOCTY BRINONHEHWA 33HA3E B YCTAHOBNEHHLIE
CpokM ¢ TpelyveneiM KaYECTEOM.

0.3 PeromedayertcA paipafoTaTe W HArNAAHO NPeACTEBWTE CHEMY UCNONHEHWA 38E833 OT &ro NONYMBHWA 00
oTrpyakd. MpUMep cxeMel NPHBSLEH HE pUCyHEe D1

TICHTYAH M —-| e T — m'

Moo NpOSysLNA BRI B ERRN
OOIMANHO MAEATY B MU'MH NECHARICTRA

!

KDH TR (RSETHIICKET T MCTICNTHEHIR ‘
MBOLXE

PucyHok 0.1 — CxeMa HCnonHEHER 3aKa38

3Tan 33KNKNYSHNA QOroBo pa MOEET HE BENIYATECA BD BHYTPHNPOMIB0ACTESHHBIA NOPRL 0K FI-EEEI Thd.
Mower BeiTen PEAYCMOTREH KOHTPONbHEW NECT WCNONHEHWA 38HA38, B HOTOROM OTPAHARTEA BCE 3TANR &Nd BelNon-
HEHWA.
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MpunoseHus E
{cnpaBoYvHoR)

OpravWiauna NpoMIsoaAcTEa

E1 JoxysmedHTauns

E.1.2 CneyndvEays #a HCXOOHEIS W YNAKOB0YHEE MATEQWANL . NPOMESXRYTOYHYID W IOTORYED NPOOYHYRK W Np. pas-
pafaTeBENTCA B COOTEETCTEMW C TRaloaaHiamMd FTOCT P 52240 w apyrdy HOPMATHEHEIX DOKYMEHTOE.

E.1.3 MNpoMigogCcTEEHHAR M TEXHONOPAYECKAA NOKYMEHTALMWA

HazHavyeHHeM JaHHBIY BHO0E A0LYMEHTALWA AENASTER DB2CN8YSHe BRNYCKA NPOSYHLHA B CTROMDM COOTEETCTEHM
Co CNeUMf MESLHAMK.

B coCTAENPOHIBOACTEEHHON ¥ TEXHONOIWYELKOH ADKYMEHTALWM BEX00AT NEOMEIIL NEHHEIE PEMNEMEHTE, TEXHOMOMA-
UECKES WHCTPYRLME W MHCTPYEW#EA no ynakoeke. TpefosaHuR ¥ NPOMBIWNSHHLIM PErMAMEHTAM, TEXHONOrHYSCEWM
HHCTRYELMAM W HHCTRYHEAM No yNagoEks npueegess 8 MOCT P 52240 4 Qpyrdy HOPMAETHEHEIX QOKYMEHTA K.

E.A1.4 Mpovoxonbl HE CapWE NP ogYELHKA

Ha KawOy cepuin NpoayiLHK COCTAENAETCA NPSTOKON € AAHHEMH 0 NDATSTOBKE M X008 NPOMIE00CTEE STOA CE DM,
EKTHHBCKWYE IHEYEHWAY NAJEMa TROE TEXHONOrWYECE0NT NPOYSCCE ¥ DERYHAILEA Cpefsl (B TOM HHCHE OEHHEIE MOHUTO-
PHHME], BRABNGHHE X OTHNOHEHWRAYE W PAPELSHEM HA PEANHIALHID NP0 IYELHEA.

MpoToRoNS COQEQHAT QEHHEE O MOTOSHOCTH NEMEW eHHA € 080 DYOCEAHNAA K NPOERSEHAN TEXHONOMMHECEOrD NPoUaccs,
Ero fEETHYECcKoM ERNCMHEHMH, IHEYEHWAX KOHTDONHDYEMEE NAPAMETRoR M Np. NpoToEons co0ep&aT WETODHE WEroToRNE-
Hef CEpWsE NEOGYELME W HCNONS3YHTCA B EEYECTRE OOKA3ETENEHOMD METERMAENA B CAYYEE PRENAMALAA, TPY SHENW3E NDHMAH
OTHNOHEHHA, NPOBS0SHEM AHANKIA PUCKDE W Np.

Ha moex 3Tangs BSdeHuA NPOTOKONE cRegyeT NpOBEDATE NPEEWNLHOCTE 810 COCTARMBHUA, HAMWSHE Nognecai
OTEBETCTEEHHEE NMY ¥ pEO0THUEGE OTHENE KOHTPONA Ka4acTRE.

MopAgok BegeHEA M NPOBSPEM NPOTORSNE HE CEQWE NPoCAYKUWA JonweH Skl Te ONPEaEnsH CNEUAENEHE M QO MEH-
TOM C YHEZAHHEM OTEETCTEEHHEIX NKL,

Cpok EpasHeHHA NPOTORON0E — HE MEHEs O4HOMD MI0E NOCNE OE0HYEHMA CPOKS rOgHOCTH NP0 GYHY WK, BCNW HE YCTE-
HOBMEHD WHOR.

E.2 NomeweHua, ofopyioBaHME M TEXHONOIHYECHHE NPOUSCERI

E.2.1 MNosewedua, ofopynoeaHde # TEXHOMNOMMYECEHE NPOKECCEl AONKHE COOTEETCTEORATE CEOSMY HEIHEYEHWED,
Tpedosaruan MOCT P S224%9 0 0pyrid HOPMBETHEHE X A0KyMeHToE. MoMeweHuR, oSopyO0BSHWE W NPOLECCH , CEAZRHHEIR £ KHA-
THYECHHMM NEQEMETPAMK, NOGNEMAT BTTSCTALMM, KOTORAANPOBOAMTCA HAK H& STANS NOOrOTOBXH NPOHIE0OOCTRE (oM. pas-
Aend), TakKW e SKCNNYATALWY [NOBTOPHER ATTECTAYWA NOCNES BHECEHHA MIMEHEHHA, CBAIEGHHLIX C KPHRTHYECHAMA NEPAMETREME,
ANETENEHE MW NepephigaMi 8 paloTe, IHEYMTENLHEIME OTENOHEHHAMMW OT YCNOEWE SKCNNYATALME M T. 4.).

E.2.2 HanpeanpraTwHy cNegyseT OpraHM3oBEaTs SECNNYATALW D W TeXHMYackoe oBon e BHHe noMelyeHud @ ofopy-
AOBEHWA C BEJEHWEM IPadvE0E W XYPHANDE TEXHWYBCKOTD oBonysuEaHRA.

E.2.3 CnegyeT npesyCcMoTPeTs NepWD QW98 CHEA MNH HENDE Pl BHBIA KOHTPONE KPMTHYEGHWE NapaMaTpos oBopygo-
BEHWA, TEXHOROTWHECHAE NPOYSCCoE 4 OEPYRE DU ER Cpeasl ¢ yCTAHOBNSHWEM YROBRHER NPEAYNPERIEHMA W JBACTEWA.

E.2.4 Mposegedse ofpabotes (04MCTEM, AR3HHMDEELME, CTEPUAWIUAE] NoMEBlLEHKA W obBopyaoBsasMA cnegyeT
W KCHPOBAETE B WYPHANAE, RAPTAN WK OPYTHE yHETHE X DOKYMEHTAE C YHEIEHWEM 0aTe W BPEMEHH NpoBegeHHa obpador-
Kit, HEHMEHOBEAHHA ¥ HOMEPA CEPHW NPoOYHYWA (NPE BRINYCHE JBYX WNK Bones BMA0E NPOAYKUHE), NOCNE NROWIBOACTEA
koTopod npoesaesa obBpafoTes.

JanWcw B WypHanNe JonxHel WMEeTe Oee nognucK: pafoThvke, eenondaouero obpafoTiy, W KOHTRONWPEYHLEMD
nuua. HKypHan cnegyeT BECTH B XPOHONOrHMEckom NEpRake.

Oanswe of obpaloTee kpUTRYecKoro oBopy 40ESHUA CNEOYET NPHEANTE B NPOTORGNE CEPHK NEPDAYELRR.

E.3 MaprmposaHie (EHYTPEHHEE ATHHETHPOBAHWE) B NpoOUBCCE NPOMIBOACTES

E.3.1 HanpegnpuaTun qonwed BT yCTAHOBNEH NOPAGoK 00DaWEHUA BHYTRHNPOMIBOACTEEHHE X 3THHETON W KOH-
TPOMb 38 HAMA.

E.3.2 HaaTens npos3BoQeTEa YNAKDEKE (NPOM3EOACTEEHHAR TAPA) © METEPHMANAMMK, NOMEMYTOMHEMEA UMW TOTO-
BEIMH NPOOYETEMW GOMKHE MMETE GBS BHOE BHYTPWNPOM3E0ACTES HHOA MB PEMDOEKH [ MOMET HAHOCHTECA HA DHY MAKW pas-
HEE ATUKETEW) CREQyLyero cogepsaHma;

- oBOIHEHEHHE MNH HOEHTHRNEALW D MATERPUAENE WNH NPoOYKTE (MOSHTUGUKALAOHHAA STHKETEE ),

- CTATYC MATEPHANE WNW NPOOYETA B NPOMIB0OCTEEHHOA UENK {3THRETHA CTATYCE).

B noeH TR HEALUOHHON STHEETHE YEA3RBAH TCA!

- HEWMEHOBAHWE (KOG} METERHENE WNK NPOAYETE;

- HOMER CEQHRN;

- DETE HEHECEHWA 3THKETEM (MaPHHPOBKM);

- NOGOMCE.
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3THEETHES CTETYCA COOSPRHET MHDOPMEL WK O TOM, TOE HEXOJWTCRA MATEPHAN [MPOAYET ) WNW EAKYHD CTEAWID 8 NpoMI-
BOQCTESHHOH L8NH OH NpoWen [HENpWMED, *HEX30WTCA HA KAPAHTHHHOM XPaHSH WS, aNPOLEN EADAHTHHHOS XpEHEHWE s
WT.A0.). Ha 2/ Takse cNeqyeT yHE3REATE HEHMEHOEAHHE (KO0 ) MATEQHANA, HOMED CEPUM @ JaTy.

MudopMauna o cTaTyce MoxeT OuiTs BEbQeNeHa YBETOM 3THEETHE (HANPUMER, 3eneHul — aJonylweH K HCNone3o-
BaHWI S, WENTHA — s HaX0OMTCA B HAPAHTHHHOM YpaHEHWM, KpacHbId — O THNOHEH ).

E.33 Sruxetzd cliolx engoe QonMHsI HEHOCHTLCA HA KAMOYH YNEKOBIUMHYID eQuHELY. OHA A0 nEHE biTh ACHBME W
COHOZHAYHEMK ANA NOHWM3HWARA.

AatHuie of soeHTHUHOWKALMHA MATEDWANE (NPOOYETE ) M 80 CTATYCE MOryT DbiTe HEHSC2HE HE DOHY M TY HE 3THESTHY.

E.34 CnenyeT 0OpradHdiceaTs yYHeT BHYTPHNROWIBE0 JCTESHHEIXY ATHEETOK M HX XpaHaHie Tak, 4Tobw nalemaTs nepea-
NYTEEAHEA W oWHEoUHOMD HEHECEHEA, CNnegyeT QoKYMEHTANEHD ONpESend Te NOPAGCKE HEHBCEHMA ATHES TOK ¥ NHY, OTEET-
CTEEHHSIX 38 NPOBEOEHME QBHHOR ONepaLL @,

E.3.5 STueeTEd nEpes HCnone30BEHNEM CNEOYET NPOSePHTE HA NPEOMET WX COOTEETCTEWA HAZHEYEHMED .

E.3.6 HennoTHO NPHNEranu@e i NOBPeEAEHHE B 3TUKSTEY CNegyeT yIanATe ¥ 3BMEHATE HA HOBLIA.

E.1.7 HaynakoBey (Tapy)C KpH LU KOH 3THRETEE HEHOCHTCA TONEBKD HA HOPNYC ¥NAK0EEM (HE HE KEPELWEY).

E.4 BHYTPMNpOKWIBOOACTEEHHEIA KOHTPONE

Lenkk BHYTRPUNpOMIB0ACTEEHHOND KOHTRONA ABNABTCA NPOBEPEA COOTEETCTEMA KPHTHYMBCKHY NAPEMATROE TEXHO-
NOrMHEcEors NPOUECCE M NOLEIaTeNna A NPOMEeRYTONHOND NPOLYETE, HAX0OAWErO0A HA CTAAMA NPOMIE0ACTEE, TpeBoREHM-
AM JokyMEHTAYRK. JEHHEIA KOHTPONE BRiNONHASTCA NPOMIECACTERHH HM NOGPA3deNeHHEM W NOIBONAET CEDSEREMEHHD
NpeinpUHATE KOPPEKTHPYH LWE JRACTENA B NPOUSCCE NPOMABCACTES.

AONAnNpoEeAeHUA BHYTPHNPCHIB0ACTEEHHOND KOHTRONA CRE0VET NPe0YCMOTPETE HEoBX0 QUM e NDMAaWEHUA, Nap-
coHan w obopygoBaHne.

CneoyeT QOEYMEHTANEHD ONpEennTe TRefoBaAHNA € KOMTROAWDYEMEIM NEDAMETPEM W MEDE . NPHHUMAEMEE NP
OTENOHEHHE 0T JONYCTHMEIX 3HAMEHHA.

MHCTRYEYHMA {METOOWEM) NG NPOEBOSHWE BHYTRPHNDOAIBOACTEEHHOND KOHTPONA COMMAacOBLIBANTCA OTABNOM KOH-
TPONA KAYBCTEA.

AakHsie BHYTPHAPOWIBOGCTESHHOMD KOHTPONA WENONL3YIOTCA NPH AHANKIS DRCKOE W paspaboThe MepONPRATHR NG
oBacneseHn cTaBHNEHOTS KEYECTEA NPOOYELMI,

E.5 MeuwaTHBIE MATEPHE ML

E.5.1 Bewayw xHnoyescid ponn @ oBecnesesHdy nogTESpHAEHAA WIEHTHMHOCTH NEKERCTEEHHE X CRBLCTE CReOyaT
offecneunTe HEgEWHOE U §e30NBCHOE XPEHEHME, B TAKHE YIET OBMKSHNA NEYMETHR X MaTepuanos [FOCT P 52248 (nogpaa-
men 3.25))].

E.52 MoyvaTy JBMESHAR YNAKOBEOMHE X METERMANOE, B TOM HRCNE NPOMAPKMPOBAHHEIX, H8 NPEANPRATAN OMNKeH
BuiTe pazpafoTad oTAENsHEIA QOCYMEHT, B KOTOPOM OTPEXASTCRA NOPAAOE NEREOEYH YNAKIBOMHE X MATERHAN0E HA BOEX
ATanax NpoMIEDOCTEE © YHAIEHMEM OTESTCTESHHEIX NHY. TWUE, OTESTCTESHHLEIE 33 YY8T ABMHEHWR 3THE MATEPHANGOE,
HAIHEYETCA NPHKE30M PyRoECANTERSA,

E.5.3 CreayeT npoeepaTe BANEHC “HENE NONY4SEHHEE, HCNONE30BAHARE W BOISPALEHHLIX 3THEETOR ANRA raTosod
MpogyHUEM W SaNEHC HCNONEICEAHHEX 3THHETOE M MHCNE rOTORKX 8QWHUL NpoayELK. CRegyeT aHaNWIKPOBETR W pacone-
BOESTE NPHYMAHE PECKOEIBHRA MEKAY NONYHEHHE MW HEHHBIME.

BanaH: MOMET HE NPOBCAWTECA ONA PYNOHHEE WNH PEIPEIHEIX ATHKETOR, SCNW NPEAYCMOTRER GETOMETHYECKRR
100 %% -Heid KOHTPONE NPAEUNEHOCTH HAHECAHEA ATHKETOK.

Hencnone3I0E3HHLIS ITHESTRH, COABDHAL e HOME CEPWE TOTOBDA NPOAYELWKN, DOMKEHE YHRNTORETRCA & COCTABME-
HWEM NPoTORONE.

E.6 MartepwanbHeiih BanaHec

Mocne 3a BE2PIUEHHA NPOHIBCACTES A YNAKDBEW CEPHW NPDOYEUHY BeiNONEAETCA CONOCTAENEHWE TEODETHYECKOND @
PEETHHSCHOrD BeX0Qa NpOaYELHWE. ConocTaenesde BENGNHARTCA NpOWIBOQCTEEHHEIM NOGoa3LeneH e, M ocnenyw-
WHe NDOEEPEA NPpDELAATCA, KAK NPaBWUNO, OTOS2NEM KOHTPpONA Ka4acTaE.

E.T PaBors ¢ oTENOHEHHBIMM MATEPHANAMM (NPOAYKUWER ]

E.7-1 MpwinHe naBore oTENOHEHWA CNedyeT paccneaosaTe W paIpafaTeBATE MEpPONPUATHA N0 NPSAOTEPAILLE-
HWH 8o NOBTOPEHWA.

E.7 2 PafoTs o OTHNOHEHHE MM MATEMAANEME (NRoLYHYMeld) GomiHe G Te OTRAMEHE B CNBUWANEHOE WHCTRYEL WS,
B HOTOPO® YHAZEIBAKITCR!

- KPMTEPWAM OTENOHEHWA NPOAYELNA WK COBNKS HB 3TH KPATEPHK]

- NOPALOE NPWHATAR PEWEHWA B OTHOLEHEW OTKNOHEHHSX MATERUENOE (NPOGYELMA ],

- MHYE, MPHHEMEDLWLWE pEleHne 08 OTHNOHEHHH,

- QEWCTEMA COTENOHEHHEIMH METEpEanamu (NpoayELumMei | (B03ERaT NOCTaBULMEY, NOETORHER NepepaBoTha, YTHAK-
3ALMA, NONYy4eHHE pPEIPEWEHAR HE HENONEI0EEHHE W NE.).

- MAPHAPOBEHWE W MECTO XPEHEH WA TAKAE MATEPWANDE (TROOYHEHK).
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E.T.3 MHoTpYEUMA NO JeACTEEAM NepocoHANA B cnyyss obHEpyReHMA HECOOTESTETEMA DONMHA CONaDEATE!

- NOPAOCK PEMMCTREUWA HECOOTEBETCTEMNA;

- NOPAQCK MHHOPMHEpOBEHUA BIWECTORALME NHLY;

- sigpu no ofecneydsHl COOTEETCTEMA NepepafaTh BEReMORA CBPWE 3a0aHHEM TpeboBamsrA.

MNepepafoTia OTKNOHEH HElX CEEHR GONYCEIE TCR TONLKG NGO DEIPELLSHAKD OTIENE KOHTRONA KAYSCTEA COMMACHD COOTEST-
CTEYE WEd JoKyMEHTALWA W C NpAHATHEM Mep, cliecneunBawiuns coOTEETCTEWE NepepalaTsiBBaMoR copuH 3a03HHE M Tpelo-
BAHWAM.

Dons#sHe BeiTe cthOpMyNAPOEaHEl YCNOEEA, TPH KOTOPBIX ONYCEaSTeA Nepe pafoTea NpogyrL M.

E.T.4 [Ana xpEHEHWA CTENOHEHHE X MATEPHWANOE (NPCOYELMKA) QonMHE DsITs NpELYCMOTREHE CNEUManeHE & NOME-
WweHsER (30H6). DNA HErMAGHOCTH WX CNEOYET BROAENHTE (HANPWMED, UESTOM) U NPMHATE MEDEl NPEROCTORDKHOCTH OT
HECAHEUWOHHPOBEHHON QOCTYNE B HHX.

E.7.5 fokysedHTauws: no padoTe ¢ 0TENOHEHHEMW MEBTEPHENEMA # NPOOYRLUHER CNEeAyET EPEHWTE B TEYEHHE YCTA-
HOBMEHHOIND NEpW008 SPEMEHHE, CNPaJSNeHHOro CHCTEMOA YNpaaNeHHA QOKYMeHTAUMER, AsACTEYOWER HE NPEANPUATHE,

E.B XpaHeHWe NpogyHLHM

CnegyeT paapafoTarte TpefoEaHmMa £ XpaHeHnD NEOGYEYHK B COOTEETCTRMW ¢ DapMaE0neAH0R CTETEEN, B TOM HHG-
ne TpedoBaHWA;

- EHANPEENEHHK B KAPEHTHHHOE XPEHEHHE 00 NONYYEHNA PAZPEL BHRA HE P ANHARLHID;

- EYCNOBWAM XPEAHEHWA, NAPAMETREM MAKPOKNEMATE, OCEEWEHHOCTH W NP, NPW KOTOPRE FTAPEHTUPYETEA COXpaH-
HOCTE NPOAyYKLHK Ge3 yaydWweHHa g8 CEOACTE,

Opyrwe Tpedosadna — no FOCT B 52248,
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NpunoseHws F
(cnpaEOYHOR)

MopAaAoK OpraHM3aLKMK KOHTPONA MCNONHEHWA

F.1 HoHTpons WCHORAHEHHA SOSYMEHTOR NOERILL 38T YpOEEHE OTEETCTESHHOCTH 38 BRNONHASMYID paBoTy M HENDEENEH
HA CEOSBPEMEHHDE ¥ HAONEHALLSE MCNOMHEHWE OKYMEHTOE, NOCTYNEMLHE HA NPEINpMATHS W paspabioTaHHIX CEMWS Mpen-
MPHATHEM.

OTCYTCTE®E JONEHOTD EOHTRONA MCNONHEHHA NPEEDGHT K CRefyHLLemy.

- YTEQE LOEyMEHTOE,

- HEM#CNONHEHHH JOCyMEHTOR B CROK WNE HERCNCNHEHWD M Boodwe;

- HEGTEHM3IOBAHHOMA paBoTe HCNONHKTENEA, B OCHOBHOM NG METOOY «YCTEEHEHHA OTENOHEHHAS & 3NSMEHTAME ChY-
HEAHDOTH 4 X30THYHOCTH,

- MPAKTHYECE0N HEBCIMOMHOCTH BOCCTEHOEMTE MCTORMID RABOTH ¢ OOKYMSHTEMK ¥ PONs EEXO00M M3 MONoNHEMTENEN.

F.2 KoHTpONE SCHonHSHEA MOMEeT BTk CRNOWHEIM MNd BsBopodHss.

Ecnv HE NpegnpuATHEN HE NPegyCMOTDEH CNOWHOA EOHTRONE, To gonses GuTh yTEEDHMOEH NepEYeHs OOKYMEHTOR,
HCMONHEHHE EOTOPEIX NOANERHT KOHT POIED.

F.3 OTHSTCTESHHEIM 38 HENGNHEHWS QOEyMEHTE (OTEETCTEEHHE M MCNONHWTENS | ABNASTCHA NWY0, YHASEHHOE B NEDEYHE
HCNONHMTERSH (p2I0N0YHK HE BE0ALEM ADKYMEHTE | NepERiM. OTEATCTESHHOMY MCMNONHETENK NPEACCTAENASTCA NPABG CO3kE -
BE COMCNONHATENSH.

CoscnonHATENH 0BAZEHE NPESOCTERETE OTEETCTESHHOMY WCNONHETEND 38 YCTAHOENSHHEA MM NEEMoD BREMaHn 9o
WCTEMEHWA CROEA MCNONHEHHEA JOKYMEHTE BCS MATEDMANL OnA oboBlueHA W NDATOTOERY NPOSETE COOTEETCTRYEIWETD OOKY-
MEHTAE.

COMCNONHATSNA HECYT PABHYH C WCNONHWTENEM OTESTCTEEHHOCTE 36 CAOESPEMEHHOE ¥ HAZNSHALWES WCIONHEHWE
OOEYMEHTE.

F4 HMocnonHeH«e JosyMeHTs MoseT BruTs pAsNeneHs #E 3Tans M COCTARNSH NNAH-IPadi W, BENIDYS0DWWA B cala wan-
MEHOEEHKA 3TANOE, MCNONHWTSMER M CpoLA KenonseHEA. NNaH-rpaduE COCTARMAE TER MENONHWTENEM W YTESDEO3ETCR NALoM,
EOHTROAMPYRLMAM MCNOAHEHWS.

F.5 HanpegnpuaTus 4on#Ho SeiTe HAIHEUSHD HE3ABMCHMOS NMNLLD WK CTRYETYPHOS NOOPEOSNEH e, GoYLSCTENAK -
WEE YET WCNONHEHHEA M NOJYEHADWLESCcA HENOCPSOLTEEHHD DYROE0OMTEND cny#lel 0SNONPOMIECOCTES (DYEOBGOMTEMK
HHPOpragWoH=0E cnyEbs ), pyrosoguTeno cnyklsl kasecTes mnk PyEoa0aMTeno npeanpraTHEa. Ha npegnpiatiax c Helbone-
Wk ofibeMon OEEYMEHTALWK 3TH HYHELWK MOMYT BeiTe BOSN0XEHE HA CEEPETAPA WNK OPYT0S NHUG, CEBA3EHHDE C JanNonpoMe-
BOACTEOM.

B cfiazasHocTi QEHHOMD NHUS (NOARE30ENEHEA | BX00MT CNa YL SE:

- MOCTEHOBKS OOKYMEHTE HE KOHTPONG,

- NMpOEEQRKE CEOESPEMEHHOND JOREJEHUA QOKYMEHTE B0 HCHONHETSNER;

- Npe0sEpHTENEHER NPOERRHA ¥ PEMNYTHPOEAHWE NEOWECCE WCNOMHEHWE,

- OUEHER KOHTPONA (HaGnmgesMa ) 38 NPOUBCCOM MCNONHEHAR JOKYSEHTE;

- CHATHE QOEYMEHTE G KEHTRONA B yCTAHOENEHHOM NOPASHS;

- BHAMNWIUCOOMHHTENECHON OXCUANNWHE OTOENEHE X MTAL, NOGRaIGena WA ¥ NPEQNDUWATUA B UEN0M, 8 TAEHS NOATTo8-
K8 COOTRSTCTEYHILLWE MATEDMANGE ANA PYROEOOCTES © UeNs NRPAHATUA DL EHHA B0 YNPEENEHAK YIOBHEM QRCUBNNMHE

- NpegcTaENeHWE AOKNaGd PYEOBOACTEY 08 MCNOMHeH MM QOKYMEHTE,

DaHsoe nuyo (NoapasgeneqsEe ) paEOTIET COBMECTHD & NALAMK, 0TEETCTESHHE MM 38 ASNONPOMIBCACTES B AP YTHEX Nod-
Pa3AeneHHEAs DRraHWIALUN.

F.& ChnegyerT pasn#vaTe y<eT WCMONHEHHS @ (OHTRONE WCNonHedds. Npe yeTe WenoNHEHWA HE OUSHHBESTCRA,
OEACTEMTENEHO N JOKVMEHT MCOONHEH. 3 MWW CACTEMATHIRPpYSTEA paloTa na yYeTy CNONHEHHWA W NDOESPABTCA Npa-
BUNEHOCTE OEIODMNEHEA QUEYMEHTOE.

KoHTpON: MCNONHEHRA DCYWSCTENASTCA NWUCKM [NoOPE3aSneH@er ], cnocolseiM OUEHNTE BENaNHeEHne Tpefoaarui
OOKYMEHTE B NonHoM ofbase. B OTOANsHEX SNYYaaE dyHELAE YHETa M KOHTRONA WCNONHEHWA MoryT GeiTe COBMELISHEI W BO3-
NO¥EHE H3 NAUD (NoApa3aeneHda), ooy ScTENAMLW BE KOHTRONE MENONHEHWA.

F.¥ Konuwa AoKyMesTOE, NOANSHALMY EOHTPON, JONHHE BT CBOSEREMEHHT BHOSHE NOA PACTHCKY BCEM HCTONHU-
TENAM | NHUEM (N0 GPE30ENSHA ], OCYILECTENRILHM EOHTROME M YHET HCNONHEHWA.

F& Cpokd MCNONHEHWA QOKYMEHTA MCHHCNAKTCA B KANEHOAPHEIE QHAR 0T J8Tsl NOCTYNNEHHA SOKYMEHTS HE NPpSgnpWa -
THE MK OT ASThI NOOMHECEHHA BHYTREHHEMD QOKYMEHTa, 38 WCKNHYSHNEM CMYHaSE, O EDPSHHLIE 35E0HOOATANECTEOM UKW KO-
M3THEHO-NPEE0ELIMN 3KTaMy. CPoKM WCNONHEHHA YEE3sIB30ToA PykoBoguTenas B pe30noUMd HE NOCTYNSHUIE (BHE LHEM |
OoEyMeHTE NWED B TEECTE BHYTREHHEND QOKYMEHTA.

F & HegosysesTax gna KoHTRoNA NPOCTASNAE TR WTEMN « KOHTPONEs & NEEE0M BEPXHEM NONE.

F.10 MocTaeneHHsie HE KOHTRONE QOKYMEH TR BROCATCA B BA3Y 0aHHBIX N0 KOHTROMND JOyMEHTOE.
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F.11 EcnudHEBOIMOMHO WCNOMHATE QOKYMEHT, TO MCNONHATENE QoN#EH 3a0NaroapeMesHo oD PAETATECR © NWCEMEHHDA
npock B0l 0 NPOANSHWN CROEE BCNONHEHWA K PYE0B00MTEND, YOTAHARNHARALLAMY COK HCNONHEHAA, EO0TORGIA i NPUHWMAaET
peweHe of waMEHEHAM CROKE WCNONHEHWA,

WizMeHeHWE CROEE WCNONHEHWA SR OpMNASTOA JOLYMEHTANEHD, 3aHOCHTCA B BA3Y EHHEX KOHTPONA DOKYMEHTOS M CTE-
BWTCA HE YHET.

F.A2 NpuocTaHOBEMTE MENONHEHME JOKYMEHTE, 8 TAKEE OTMEHETE 80 MOMET TONEED DYKOIBOARTENE (OpTasH ), nognucas-
L M OAHHER G0CVMeHT, NHEBO BLIWSCTOR W WE PYROBOSWTENE.

F.13 Cneayet pazpafoTaTe TEXHONOMMK KOHTRONA, NOISONAKLWYHD HAMMAGHD OTCNEMWBATE NPOUSCE MCNOMNHEHARA
ACKYMEHTOE.

MoryT MEnoNs308ATECA CNEaYH WWe CHCTEMEl ROHTPONA [5], NpaayCMaTpUBEALIWE BaOSHHE:

- WYPHANS KOHTPONA;

- KOHTRONBHBIX KAPTOMEH N0 EAHG0MY OTOENEHOMY OOKYMEaHTY,

- KOHTRONEHOA KARTOTERW, E0TOREA GOpMUpYeTeR M3 G230 aHHLIX W COGERHWT JEE PE3ASNE] KOHTRONEPYEMBIR MECCHE W
MCNONHEHHEIS DOKYMEHTE .

Mpw BBOEHAW KOHTRONEHOW KAPTOTEKW B8 NePELIR PEZAEN ZAanATeA Ha 31 RYefKy No YHCNyY OHEA MBCALE, Ha Qonon-
HMTENEHEIE RYSAEY QMR QOHYMEHTOE, CROE HCNONHEHHA KOTODEX HACTYNWT B GRESYI0LLLHE MECALEE, # AYefkd 4NA J0KyMEH-
TOE, CPOK UCNONHEHWA KOTOREX WCTEH.

B Auedis MOTyT BHNAOLIBETECR KOHTPONEHEIE KBPTH, B EOTOPEE YRAIRIBAKTOA HEWMMEHOBAHWE OOKYMEHTR, BT0 08TA
M HOMER, WCNONHWTENA, MRG0, STEETCTESHHOE 38 HOHTPONE, CPOK WCNONHEHWA W OTMETEM 08 ncnonHeduy. Bropod pazaen
HBpTOTEKW COOBRHEAT CREgaHA 0f MCNONHEHHBIY QOHYMEHTAX.

SmdrakTHEHOR hopMOR KOHTRONA ABAAETCA KOMNBETEPHEA Y4ET MCNONHEHWA QoKysmeHToE. MNps 3ToM HENOMBHE-
HWA HCIONHWTEN AM MOryT HENPEENATECA N0 ANSKTROHHOR NOYTE.

KoMNb O TEPUISLUNA KOHTRONEHEX ONefayHA NOIB0ONAET IHAUMM TENEHD YBENHYHTE 0O LeM HOHTPONA.

Ona HarnAgHocTH MomeT OuiTe odopMned CTEHA, OTRPAXAKIWWA WCNCNHETENBCEY D AMcusnn@EY, nufo, npy Ha-
MMM EOMNBKTERHOA CETH, COIQEaTOA COOTESTCTEYILEA NPOTPAMME, JOCTYHAA BCEM NONL3CEATENAM QaHHOMD Npes-
NEUATHA.

F.1d NMuyo, oTERTCTEAHHOE 38 YHMET WCNONHEHHA, B TEYSHWE TREX-NATH QHEA 40 WCTEYEHWA CPOKS HANpaBNAET
MCMOMHETENN WIBSLUYEHHE-HATIOMHHEHWE,

F.15 MNocne WcnonHeHwA QOKYMEHT CHIMEETCA C KOHTPONA. FAWeHHE O CHATHA NPUHWMEBTOA NHUOM, KB KOTOPOE BO3-
MOHEH KOHTRONL. Peaweine o opMNAETCA OTO4ENEHEM QOEYMEHTOM (MPOTOEONOM M NP}, & TEEHE QENBETCA NOANWES HE KOH-
TRONBHOA KBPTE W T. 4.

B npaaowm sepxsen YNy QOKYMEHTE CTEEWTCA WTamn «MocnonHedos, BHOCATCA COOTEATCTEYMILME MEMEHEHWA B KAPTO-
TEKY WNA B HOMNEETERHYH Baszy JAHHEX, WM NPOCTARNAKTOR OTMETEW HE KOHTPONEH0R KapTe. Mocne 3Tor JoCyMesT 0TNRaE-
MRARETEA HE XPAHEHHE.

F.16 MononHeHHEE QOEYMEHTE W O3HHEE 00 WX WCOONHEHWW OONHHEl XPEHWTLECA B TEWEHMWE YOTAHOBNEHHOMD CROKE,
CpoH XpaHE HWA YCTEHARNWBABTCA NPESANPUATAEM, HO HE MOMET G Ts MEHELEE CROKE XPEHEHMA OOKYMEHTALWNA HE CEPWID Npo-
AYELUWH, BRINYLYEHHOA B TOT HE NEPUOL BPEsiaHi.

CoxpaHaemsle QOKYMEHTE MOMYT HCNONEICBATECA NPW SHENWIE PHCKOE B NPOMAB0OCTEE, PEKMaMaynid W np.

JonyceEeToR KpAHEHWE QOKYMEHTOE HA 2NSKTPOHHLIE HOCWTENAX ¢ cofnogeHres Mep No oBecnedaHnn M COXpaH-
HOETH.

KosTpons No cywecTey AEeT OQeHRY, HECKINEED NPABMNEHD @ NONS0 PEWAHE 330848,

KosTpons cpokoe wononHedHwa seget cnys@a genonpovzeogores. OCHOBHOE HEAHA%EHWE QEHHOMD BMOA KOHTDO-
nA — onepaTiexdoe olHapyeesde NEPELE NPHIHEK0E CPLIEE MCNONHEHWA QOKYMEHTE, CEOEBpEMEHR0E HEOPMMpOEaHWE off
STOM PYKDEOQUTENSA M, TEM CEMBIM, COA0EHNE YCNOEWA ONA NPHHATAA HAONEMAWME MED N3 NPEAOTEPELEHMID CREBA HA-
MEHEHHEIE MEDOTPHATAR.
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NpunoseHWws G
(cnpaEoYHOR)

STaNkl COIMAHMA CHCTEMLI OBECneYeHHMA KaYecTEa

TaBnuyga G.1— 3ITand COZ0EHAR CACTEMEl oOecneyeHUA KEYECTER

HauManamanee s1aEna

AcrionHnTeN:

Eontpandpy M araen (ndua)

1 EII'.'I-I'EHHEBI.IH OHHBIE MEPBlI N0 BHEODEHAEY CHCTEM I ofecnevenHda Ka4ecTEA

1.1 MNpWHATHE pelWUEHWA O BESASHWHE CUCTS-
Ml pfecneYaHHA KavecTes. Manad«e npHkasa

1.2 dopuupoeasue Coseta GMP (koMucoHM,
pafouwed rpynne) NO NOOrOTOSES ¥ BEEASHAD
CHCTEMB OBECNeYeHHA kasecTaa. Manasne npw-
HEZE

F YECEOQWHTENE NPEgNPHATHA

1.3 PaapafoTHa nnasa-rpadveEa noaroToesn
K SEEJeHHH CHCTeME 0SaLnauMeHiA Ka4ecTRA.
Y¥TERpEEHWE NNaHa-rpaduea

CoeeT GMP.

F"!.I EDECOHETENE NPESGNPHATAA

FykoBOgETENk
NpUATHA

npes-

1.4 DopMynMpoRaHHE MONKTHEE B oOnNecTH
KAYSCTES.

Ofcy=oeHUe NOMWTHEY W NNEHE-TREDEKE B
HONMEesTHES [NogpasgenesnaE).

YTBapHIEHWe NONWTHE 8 0BNACcTH KavecTas

CoeeT GMP.
Py=oBoOMTany Noopasnenasu@E.

P YECEOQHWTENE NPEQNPHATHA

1.5 PaapafoTtea (odopmnedde) opraddas-
LWOHHOA CTRYKTY PR NPEanEMATHA

OTtoen ofecnevysHss EYeCTEA

Coeet GMPF

1.6 PaspafoTia (CESpKA}] TEXHONOIW-MEBCEWE
pEMaMaHToE W ECER TeXHONOrEY4eciol QoRy-
MEHTELMN

OTgen rMmasHons TexHonora

1.7 PaapafoTea [CcEepKAE] BCSMD KOMMMELCA
WHOTPYELUMA ¥ METOZMK

F YEGBOOMTENK NOSPE3aeNaHWA

1.8 OrpaboTea nopAgHE EBEOSHWA NpPOTO-
HONOE CEpWA NpOLYHHE |MapWpYTHEIX E3PT)

Hp—;:-usa COCTEEHHEH OTOen

Ormen olecneyeHEn

EBYEeCTES

1.9 NogroToaka PYEoBOACTEA NO KA4ECTEY.
Y¥TeapEaesMe PyE0e0gcTES No KAaUSCTaY

Otoen ofecneysHEa 84SCTEAD.
FYECEOQWTENE NEEINPUAT WA

Coeer GNP

1.10 BeegeHee cHCoTEMBbI HOHTRONA WConon-
HEHWA

Otmen ofiecneveHEn

EBYECTES

1.11 dokymeHTansHoe OfOpMNSHUE CHG-
TEMEI CAMOMHCNEKYHA {EHYTREHHETD ayguTa)

Otnen ofecnevysHdq LEYSCTES

Coeet GMP

1.12 Ofyyedne nepcoHana. JCEOBHWE Nep-
COHANOM HKOMNMNEECE OOSYMEHTAUWE W ORYTHX
anemeHToe GMP

JTgen noaroToBEW nNe pooHana

{ofyuaHua)

Oroen ofigcnavaHeA

EEYaCTES

2 KomnnekcHo® TEXHWY

241 DOpMYNHPOEAHME 3A0AHMA HA Nepesan-
OpYEEHWE NPOMIBDICTES |3808HWA Ha NpoSk-

THRpOEBEHWE]

2.2 PaapafoTea npoekTa

2.3 ATTECTAUMA W KOPPEKTHQRDBEA NOOSKTA
(npw HeobxoauMocTI)

2.4 Peandiay«a npoesTa

BCESE NEQpEBOOPYHEHHE NPpORIBOOCTES

FyEoBOQCTED
NpHATHA

npe -

2.5 ArTecTauwa NpOWIE0OOCTES W Bro 3ne-
MEHTOE B NOCTROEHHOM, OCHAWEBHHIM W 3ECNNYya-

THRYEMOM COCTOSNHUAX

Ortmen ofiecneveHER

EBYSCTER
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Oronwatue malnuysr 5.7

HammEROnAHEE 3TANA MemrnenTenk KoHTponMpyolLEE oTgen {muyo)

3 ‘.}l'.ﬂﬂ'l' H NOOroTOBES K HHCNaETH OB aHH Ky

3.1 BuewHwA 8yauT chcTeMsl ofacnesaeHua He388MCHMan OpraHHIanHa Orgen  ofacneseHds
HA4ECTES KA“ECTES
3.2 KoppekTHROBKA NO pE3YNLTATAM aYOWTA O1gen obecneysHun kauecTea, Coser GMP
BCE NOGPasaensHtn
3.3 CepradmeEsuna NpoWIBOLCTEE HE COOT- Oprad no cepTHdHEaLHE Omaen  ofecneweHns
gaToTEME Tpeloearuam MOCT B 52248 KAMECTES

34 Mpeagcraenedse CucTeMbl ofecnawaHnA
KA4BCTEA HAOAOPHOMY OPraHy [MHCMSKYEHH)

Mpuwmedadne— Mpegceparens CoeeTa GMP — pyEoBoadTENs NPeANpHATHA. JaMECTHTENL NPEQCEAaTENA
CoBeTa — IBMECTUTENE PYKOBOQWTENA NpegnpMATHR Mo KEYECTEY {(QWPEETOR NO E84ECTEY). JACEQAHWA NPOBOOWT

npgegcenaTenk COEaTa, B WCKNH%MTENsHBIR CHyHaARY — B0 3aMECTHMTENE.
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BeegeHue

NekapcTEeHARE COEOCTEA ABMAKTCA OCODEIM BUOOM NDOOYKUMK. K HHM NPEQsABNAKTCA Bl COKME TRE-
BoeaHUA No BezonacHocTy W aduperTEHOCTH, obacneYrBaeMee Ha BCEY 3Tanax paspaboTid, HCTBITAHMA,
NPOHABOOCTES W DEANMISLIMIA.

TpebopannA K NPOKMIBOACTEY NEKapCTReHHEX CPEACTE YCTaHORNEH:! cHCcTemMoobpasyviolwMm cTaiaap-
Tom MOCT P 52249, HacToRWMA cTaHOapT BEXOOMT B KOMMMEK: CTaHgapTos, OTHOCALMXCR K NPOM3B0ACTBY
NEKAPCTBEHHLIX COBACTE, W J8TANKIVDYET TPEGOBaHWA K CHCTEME oDeCNEveHHA KAYacTea Ha 3Tana npowa-
BOQCTEA.

DbecneygHre KAYecTEa ABMASTCA KOMNMEKCHON 3a0a%ei, B KOTODYED BXOOAT:

= MCNONEB3I0BAHKE MATERUANDE, OTRESYAMLLME 330aHHEIM TPEDoBaAHKAM !

= NPOMABOOCTED NPOAYELMK B NOMELLEHHAY M Ha o0opyO0BaHMK, rADaHTHMDYIWME BRINYCE NDOAYELMA B
COOTRETCTEMM C 3a0aHHEIMA TReGORAHNAMK;

= Hagnesalan nogroToeKa NporIeogcTea;

= COOTEETCTEME NepcoHana TpebosasuamM K NPOPecCHOHANBHON NOOrOTORKE, MAYHOR TMrMEHE, MCNOMHK-
TENEHOCTA H A0GpOCOBECTHOCTH.

Oaxtble yCNnoBKMA A0N#HE GbiTh yKA3aHE B CUCTEME SOKYMEHTALMW, CNEfoBaHHe KOTOPOW NOJIBONHT
rapaHTUpOBATE KAYECTEO NDOAYEUWK, NOOTEEDOMTE Br0 NDU NDOBSLEHKIA KOHTPONA M MCKMIOYWATE DEKNAMILIMN.

Hapaay co cxkasaHHeiM CNegyer NOCTOAHHMO NPOBOAMTE aHANKW3 cNy4aes OTHNOHeHWA oT TpeboBaHni
CReUHpHEaLKWE 1 napaMeTpos (ONepauri, Npousccos), NPEOCTABNAKWKY DHCE ANA CTADWNEHOCTH Ka-
YECTES C paIpaboTHod KW peandiadked NNEH0R OpraHM3aLuOHHO-TEXHHYBCKHE MEPONPUATHA No obecneye-
HHID Ka4aCTea.

Mpwu pazpaboTie CTaHOapTa WCNONL30BAHLI POCCUACKWE HOPMATHBEHLIE aowymeWTel (TOCT P 6.30),
marepuant BO3 n FDA CLUA [1], [2].
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NpunoxeHse H
(cnpaEOYHOR)

PexomeHgauMM No NpoBageHM ayanTa (MHCNeELMHA)
Ha cooTBReTCTEHE Tpeboranuwam MOCT P 52249

OasHsie peroMaHOELWN COOTRETCTEYDT PyRoeoacTay BO3 no WHCNEETMROBEHWK NPEANRHATHE — NPOMIBOOMTE-
nel NexapeTEeHHLBXE CRegeTe [1], YeNkm EOTORPOMD AENAETEA FTAPMOHWIBYWA NOPAAKA NPOBSLE HWA MHCNEKLWA B CTPaHEY —
wnesay BOS3 u koTopoe TEKHE PECNPOCTPAHAGTEA HE CNEOYIILIHE BUOL BYQHTE:

- BYOHWT, BRINONHAEME A HEIEERCHMOA ORTEHW3AUMER MNA NMUOM JNA OWEHEW CHETeMBl BB CNeYeHHA KAHSCTES (B
T “WCNE NP CEPTHEWKA LMY Ha cOOTERTCTRME TpeboaaHuam MOCT P 522408),

- BHYTREHHWA BY0HT {CAMOMHCNEKUWA] NPEONPUATAR MNW 8ro YacTH, NPOEOOXMEE pAGOTHMESMW CAMOrD Npeg-
NpAATHA;

- BYAWT NOCTAEWMEE N0 NOPYHeHME 2aKaz4Ka (noTpebuTenn).

FeroMerngauns MoryT CAYHATE METORWYSCHOR BCHOBOR NPW NOGrOTOREE NPEONPAATHR K NpOBEOEHWD BYOWTE
{WHCNEELMR].

B npunoseH#ax H v | BMECTO TEPMUHOE «3y0WT (MHENESKLHN j# NPUMEHASTCA TERMHH 18YOWTY, SCNH KINaraeMsd
METEPWEN OTHECHTCA KAk K BYANTY, TEE W E MHCNEELHM.

H.1 3anava ayaura

Lenki ayaMTa RENFETCA NPESCTARNEHWE ARTANEHOMD OTHETA O COOTEETCTEMM NPOXIE0OCTER W EOHTPONA KENECTES
TpefoEAHHAKM CTAHOSRTOR © YYaToM CHAyHMKEE BENYCKASMOA NDOSYEUMH. AYVOHT HE QOMKEH CEBOOWTLERA & COCTABNEH MWD
NepayYyHA HEQOCTATEOE, HARYLWEHHA W HECOOTEETETEHA. Mo pRIyNLTATAM 3YAWTA CNEAYET 8Tk OCHOBHEIE NEELNOKEHHA
No COBEQUEHCTEIBAHAKD NPOR3ECOCTER, CoBnngan NpM 3ToM YCNoBRE KOHGMLEHYWENEHOCTH.

AyOWT PACCMETPHEEETCA KEK NOMOWE & paBoTe W CTHMYN ANA NPOW3IBCAMTENA COOTESTCTROBATE TpeBoREHWAM
FOCT P S2249 i yCTPAHATE MMEHIWWECHA HEOQOCTATHM.

H.2 Mpouece ayauTa

Crnenyer onpegennTe NNEH NEOESOEHWA BY0ETa W QOpMY 0T4eTa. B 38BMCHMOCTH OT UENHE ayQHT MoxeT GelTe pas-
ECETEE

H.21 AyguTeBnonHom obbeme

AYVOHT BRINCAHABTCA B NONHOM 00b&8MEe N0 BCEM ANEMEHTAM, WMER WWM oTHDWEHWe & POCT P 52249 W nuueHadeE.
Mpw 3ToOM cN8QyYET YKAIHBATE!

- ABNASTCA NH NPOMIE0OCTED HOBRIM:

- Tpefyerca nd npognedmus (OBHOBNSHRES | HNKH BROEYE HOBOHE NELEHIHE,

- BEEJEHE MW HOBLIE HIMEHEHHA B NPOUSCCsl NPOX3E0ACTER, EOHCTPYELMM NOMeWaHRR, TexHonorvdeckoe obopy-
OoBaHWe, COCTAE NEPCOHANE | NP

- ofiHapy#eHHe e HeCoOTERTCTEXR TpeboeaHsAm G F,;

- OaTy NocnegHEro ayguTa;

- YCTREHEHH MW 38MEYEHARA NT pPE3YNETATAM NPE0RAYLErD a¥OnTa.

H.2.2 AyQuwTB cokpaweHHoM obbeMe

AyOWT B COKpAWEHHOM ofkeme NpoOBDOWTCA ONA NPOM3IB0MCTE, B HOTOREIX NOCTOAHHOE COOTEETCTEME TpeBoga-
ddan MOCT P 52249 nogTeepsieso npeaLayysMy ayaonTami. Mpy aToM CUuBHMEAETCA COOTEETCTEME TpabosanMAm
FOCT P 5S2249, Ex00RUHM B npeaMeTt 8y 4WTa, W CYLLECTEEHHEIE HAME HEHHWA, NOABMBLWWECA NOCNe NnocnegHers ayanTa. Mo
NoONyYEHHEIM PEIVNETATEM ONEEQENAETCA OTHOWSHWE NPegNpHEATHA & ofecnevednn kadecTea. MNpu cGHapyEeHEn Heco-
oTeaTcTEWA Tpeboaannam MOCT P 52249 npoeogutea Bonee geTanbHbIE 3y0MT.

H.2.3 KoHTpons No pe3ynNsTATAM ayaouTa

L=nkk KOHTRONA No pE3yNETETAM BYQUTa ABNASTLA NPOESPEA YETRAHeHEA 0B HEDYHEHHEIX HegoeTaTEOE. Kag npa-
BUNO, EOHTPSN L BRNONMASTCA ENEPUOS OT WECTH HEOEaNE 00 HECHONBEWY MECALEE NOCNS 8Y0WTE B SABNCHMOCTH OT X3pak-
Tepa BLABNEHHHY HEJOCTATEOE W BHNOAHSHWA paiIpafoTEHHEIZ MEPONpUATHA MO WX YCTREHEHWD. KoHTpons
OF paHHHMBESTCR cneuwdrseckdme Tpedoeandams FNOCT P 52249, goTopsie BN HARYIWBHE WAKW HE BEBINONHANHKCSE.

H.2.4 CnaudancHLI@ ayaur

CneunansHeld ayanT NPOEXAKNTCA ONA KOHTPONA NPOMIBE0SCTES OTHeNbHE X NEKapCTEEHHLX CPeQcTE Hi-38 DEXNA-
MELUME MNM OTILECE NPOOYEUWK, CEA3AHAME C BO3MONHEMY federTami. HHdoprmaysa o HednaronpeATHOR peagune
HENOBEKS HE HeRCTENE NEKEDCTERHHBIX CPeOCTE TAKEE MOMAT YEAIEBATE HE HENWYHE BOIMOEHE X HEQOCTATEOR. T BHOH
BYOMT MOEET NPECIMTECH TONEKD ONA OTARNEHOO NPOOYETE, MPYNNE B3AMMOCEAISHHEIX NPIAYVETOR WK OT Q8 NbHBX OfE-
paymil, HANEHMER, CMEWRBIHAA, CTEPMNHIELWA UMW MBDEWPOEHHA.

CrneuaneHeld Ay0RT MOEET NPOB0AMTECR JNA OLEHKA NPOUECCa NPOM3B0ICTE OTAENsHOMD NPOAYRTAE.

27



rMocT P 52537—2006

Ewe ogsod npredvHol OnA TaKoro ayanta moseT Bure chop cnegr@usacsol WHQODMELHA BN SHANES OTAENEHBIY
Onepaund onA BelpaBoTEn PekoMEesIBLHA N0 BEINONHE UK NPOWIBOOHMTENSM YETAHOBNEH HEIX TReGoBaHWA.

H.2.5 NepuoadvyHotTs @ NPoAsNEHTENEHOCTE NPOBEASHWA BYAMTE

MepUogw4HOCTE M NPOADNEWTENBHOCTE TPOESSEHWA BY0NATE 388MCAT OT BWOA MHCNeEUnd, oftema paBoTe nuncna
BYOHTOROE.

AYOWT pEEOMEHAYETOA NPOEOOMTE PEMYNAPHO, B WOSANEHOM CNYYEE — emarogHo. Qna kpynHeN NpegNpUATHE ©
Gonswod HOMEHKNATYRO® NPOOYHUEM BY0HT MOHET NPOESONTECA B BUAE HECKONBHAY NOCEW BHUA B Tese e Bones gne-
TENEHOTD NERHOLE BPEMEHN, HANDWMED NATA NET, BCNW OH PAEEH CPOKY OSACTEMA NHUEHIWW WNKH CEpTHRMEETE HA COOT-
paTeTaMe Tpebosasnan MOCT P 52248,

MpogonsEWTensHOCTE NPOEBOEHWA 3YAWTA 3AEWONT OT PEIMEDOE NPEQNPHEATHA [NPOMIBOOCTEA) W US8NW ayOnTa.
AYOMT MORET ONMTECA OT HECKONLKMX AHed 0o geyx v Bonee Hegene. K ayguty npu keolcoQMMocTs MOy T NPYENEKETECA
CNELMANKETE PAINWYHOND Npoduna.

H.2.6 NoaroToBKa ¥ ayaWTy

Mpoeapesde ayanTa HAMMHABTCR C PACCMOTREHMA QOKYMEHTOR NPEANPUATHA. B MY COCTAE MOryT BXO0MTS!

- NALBHIAR HE NPOWEE0NCTED,

- PEMMCTREUROHHOS SOCEE]

- MHEBOpMEURA O NPeanDnATHE,

- QOKYMEHTE O PEKNEMALHAY W OTIEIEEX NPOGYHYMH, PEIYNETATE MCNBITAHWA ¥ OTHETE O MEE OB YW ML AYaHTax.

LlgsHE MKW HCTOMHWEE MA MHOpMAELHA MoryT BeTE 8XETOOHEIE OTHETE GNA AHYHOHEPOE, DEHHEIE O PEKNBMELWAK,
OTHETH O NPOESAEHHA BHYTDEHHATD BY0WTA. BoIMoMHOCTE NPEACTABNEHHA JaHHEE AOKYMEHTOR GNPeqenfaeTon CamMus
npegnpuaTHed. B HedoToped cNyYaax npeanpuaTHe NPEgCcTABNAST SYAMTOPY OTHETH O NPOBENEHMW BHY TREHHEND AyOWTA
ana ofwei WehopMAELWKA NOCNE TOND, KB OH 38BepWKHT cBOW coBoTEeHHEIR oTiaT, Hak MUHHWMYM, cnegyeT npoaepuTh
NepUoaM4HOCTE NPOBR0EHMA BHYTREHHETD By IHTA @ nepeseHe ol besToR Ha NpegNpEATHN, HE KOTOPEX OH NPOBCOMNCH.

H.2.7 NpoepepeHve aynuTa

AYONT MOMET NPOEOGUTECA 4NA CLUEHKH HOBEIX NPESNPHATHA ¥ HOBRX NPOEIBE0OCTEEHHEX NHHWA, 8 TEKHE 3NA Nps-
HATHA pEWLEHWA O NTPpogNeHWN (o BosobsoeneHUy QedcTEMA ) NHYeH3HEM, O NpoESAEHKH NIAHOBOTD Y OHTE NPEONPHATHE
NpegynpexqaeTcn sapades,

AYOWT MOMET NPOBEGOMTECA B CORPALLEHHOM 00 baMe NPW NPOESIBHWA MHCNEKYHOHHOID KOHTRORA NG pPe3yNeTATAM
NEeqeAYWEars Sy 0ETE ¥ B Cley ansHeld Ny« anx.

Mpoeepesde ayAMTa HAYMHAETCA CO BCTREYM BYIHTOROE C PYEOS0NCTEOM NPEANPHMATAR W NHLEMH, OTEETCTEEHH -
MW 38 BEEITYCK NPOOYELME #3 JaHHOM yHacTee, CnegyeT NpeadLABNATE AOEYMEHTH, YO OCTOBSPRMILME MOAHOMOMHE NRACYT-
CTEYHILWY NEL, W #2NETaTe Yenk NPOES0EHHRA 3¥ONTAE.

HWenatenoso, yTobsl ¢ ayguTORaEMK NocToRHHG palioTan, no spaddel Mepe, 0OWH NPEACTAERTENE, HENOCPEACTEEH-
HO YMECTEYHOLWHA B NPOMIBE0ACTEE NPOOYELWA HA WHCTEETHRYEMOM yMBECTHE. OH JONHEeH 3HATe CwcTemy ofecnavaHun
HauscTES NPEONPHEATHA ¥ YYACTEOEETE B NPOEEOSHHAE BHYTPEHHWY ByOHTOE,

Mocne 3Toro ayAMTop MOMET NPOBOGWMTE SHANKAS AOEYMEHTOE WK OCMOTE NPEONPAATHA, WAKW W TO W Opyroe. 3To
NoZEXNAT My B paBoTaTe OKOHYATENEHEA NRaH NposageHa ayanTa. PekomedgyeTor, uTole ayaMTop NoaroTagnmean M
pEeanM3cELIBEN 3TOT NNaH NO CEORMY YCMOTPEHMED, 8 HE CNeJoEan NNaHyY pYROEOCTEE NPSONEHATHA.

Ora nposegerEn BYQHTE CYWECTEYET HECEONEKD OBLWHE NpaEKA.

a) AyOWT Qomses NPOB0OHTECA B COOTEETCTEHM C NEREOHEYANEHEIM NAAHOM, HACKONERD 3To BoasmakHe. Gneywndis-
YECKHE ONA JaHHOMD NPOWEECACTES ORHCTENA, HENPHMED BHYTPRNPOM3E00CTESHHER KOHTRONE W palouan gokymeHTS-
LKA, ey T NRo2epATECA B MECTE WX BRI NeNHeHHA. CregyeT obpaTHTs BHUMEHWE HA TEKHME BONPOCH . KEK NOANSTOEEE BOSE,
rpaHeHWe oipaiyos v aTTECTAUMA.

b) PemosmeHgyeToR NPOoCcneq¥Te NPOWESCC NPOMZECACTES OT NPHEME HCXOOHLIX MATERHANDE 00 OTIRYIEN FOTOBEDA
NEoaykLus. CnegyeT TIaTensHD 38 HECHPOBaTE “3CTOTY OTIHEOE H BO3SPATA NPOIYHYHM.

c) TpelyeTca aHanus Tamde DOKYMEHTOE, HEE NPOMEILINEHHER PETHAMEHT, METOOWKM HCNEITEHHA, HHCTRYHLHH,
NEoTOHONE CepUR (BENIDYSA NPOTORDNE NPOESAEHUA BHENWI0E, AOEYMEHTE NO EOHTPONKD NEYATHLIX MATEPHANDE W one-
PELHA MEpPEMROBEA ¥ NE.).

AYOWTOR MOXET NONBICESTECA HPATEMM EOHTROMNEHEIM NHCTOM, SToBEl NpOEEpHTE Boe HEoBiognMele BONpOCE,
MoapoBHsie KOHTRONEHEIE NMCTRI C BRECOKOA CTENEHEK QETENKZaYWH, paapaioTaHdse Ha ocHope FOCT P S2248, uonone-
ayioToa anA odyyedua ayauTopos. ONET NOKASEBEET, YTO HECTHOS CREJ0BEaHME CNWIWKOM NEapofHs M EOHTPONEHE M NHC-
TEM MOEST NPHEECTH K NPOAYCHY CYWECTEEHHME HeQOCTATEDR cHcTesms clecneqvesMA Ka4ecTEE, OTHOCALWMWECA K
cneyq@usecsoMy Hanpeenesu padors npegnpraTia. AnA oneTHoro ayguTops sHaHWe cnabelx MECT NPEANEPHATHRA W
MHTYMY®A NoMoresT Gonewes, YEM KOHTRONEHEIE NHCTE. PREoMaHOYEMEE KOHTRONBHEIE NWCTE NPHESOEHE B Tabne-
uax .7, L8 (npunoxednsa ).

H.2.8 NMporpamMma MCNEITAHWA HE cTABMNBHOETE (NpoBepHa cTAGMNEHOCTH]

Cneayet yheguTeca, 4To CyWECTEYET NpOTpasMsa perynapHore oTGopa npof scex ERAOE NPOOYHUHK © NRPOHABE0T-
CTEEHHOTS YHECTHE ANA HCNETEHMA Ha cTabnesocTe. MeTogMES HCNEITAHUA Ha CTA0MNEHOCTE JONKHE NPedYCMETRHEETR
TEEWE CTPECCOERIE SHEYSHWA TEMNERETYRE W OCERWSHHOCTH W SHANHTUYECKWE METOOE OUSHEW CTREUNEHOCTH, KOTOpEA
No3EXNAT COENETE BE B0 0 CTABWNEHOCTH NPOYRYEKM B TESEHUE YCTAHOBNEHHEMD CpOKA ¥paHedud. Mporpassa gonxsa
NEedycMaTprEaTE NOBETORH Y oueHeEy cTalnneHocTd nocne neofee HIMEHSHHA B NPOUBCOS NPOMIE0ACTES WM COCTAER
MELapCTEEHHOND CRegeTas.
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Cnegyet pErMcTRMPoEATE CYILECTEEHHEIE HAMEHEHWA B NOMEWeHHAK, 0B0pYJ0BEHUW, NPOOYHUHH M PYHOBOORALIEM
NepcoHans Nocne NposegeH A NOCNBAHErD ayanTa. 3TH HAMEHEHWA MOrYT NPHESCTH K OTENOHEHWK 0T YCTEHOBENBHHEX
Tpefoearsl v HecooTaaTeTEMn MOCT P 52249, Hanpusep, HoBoe chopynoaeHWe MoxeT noTpeboeaTe pA3paBoTM HOBE X
MHCTRYHUMA, HOBAA TEXHONOMWMECKaA NHHUA momeT noTpeboeaTe nepepadoTid OOEYMEHTALWK HA NPOOYEURK, NRAX0L
HOBOND PYROBOOWTENA OTAENE KOHTRONA KEYSCTES MOMAT W3MEHHTE CTUNE U MeToOs paboTe.

Uenecoofpasso NnpeaycMaTHHEETE BOAMOHHOCTE BENONHEH WA BWIS0CBEMEN NPY NPOBSSEHWW BY0WTE ONA Mony-
HMEHWA JOKYMEHTANEHOMD CAMGETENEITRS O COCTORHWH NPOMABONCTEEHHEIX NOMELLEHHE Wnw NaGopaTopUR.

CHTYAUNOHHEIR NNaH, B B HEKOTOPEX CNYHaRs — METERWENL 23p0foTOCEEMEN, BOIMOKHD & OXEATOM NpANETaE-
Wed TEPPMTORUN, MOryT BeITe NOMYYEHE OT NPEANPARTHA COBMECTHD C JPYTHMHE METEPHANEMH, BKNKYSEME MW B OTHET.

H.2.8 Ordop npod

OfsivHol npakTieod MHCnesTMpoRasuA [1] apnaetca atlop npof ona NnpoEegeHUA WCNBITAHEE B O MYUENEHD
AKKPEOMTORAHHOA KOHTRONEHOA NaBopaTopkd. Kak npaauno, npofis (obpazys ) oTEMRE0DT M3 BENYWEHHOA B pEANKIAULWD
NpOgYHYHE, HANPUMER CO CHNAL4E roTosod npogykyun. MoryT Tasse oTBuparteca npofel HCXOOHBIX METERWAENGE WK NPO-
MEHYTOUHOE NpoAYHLEA. [NA coLpaHeHUA anotTHOOTY Npoly oTEMpaT B8 COOTESTCTEMK ¢ MeToOOHKoW oTEopa npolel W
ee aHansza. Mo pesyneTatam oTlopa oopsMnAKT GOKYMEHT, B HOTOROM YEEALIBEASTCA CNEAY W es

- HEWMEHDBARWE NPOLYEUHK, npobe: [oOpaiys ) KOTOPOA B3ATH ONA BHANH3E, HOMEpES Ccepud, 0aTa, MecTo oThopa
npal, yueno npod v gadHHsle of yNnazoBle W YCNOBHAX XPEHEHKS;

- COMYTCTEYIWHE BakTopkl ¥ yONOEWR, HENPEMER, NPEANCNATaeMEe Je@erTe, TEKYILWA SHANKWS, NpoBSpEE GOOT-
geTcTEMA Tpefoeanuam MOCT P 52249,

- ¥K33aHWA No nnoMmBupoeadun LosTeRHepos o npofiamu;

- NHChMEHHGE NoATEERHAeHHE NpHeMa npod ayaMTopoM [(BOIMORHD, & CEPTHIPUKESTOM NPOWIE0AWTENA & G3HHLIMK
BHEMNHIE  APYTHMA GOKYMEHTAMHA),

MpegocTagdTeno NPEANERATAA, CONPOEXHORNILEMY 3YORTORE, cnegyeT oT8upaTe AySnypysowHe npoics W3 Tol xe
CERUE INA NPOBE0EHHA BCNETAHWE B 3aB00CK0A NEGoPaTOPHKM HE CRYYaA BOAMOHHEX BONPOCOE.

H.3 Or4er

PekoMaHEyeTEA PRSAEBNHTE OTHET HE Y8 Teipe YACTH: 0BWEAA WHPOPMELMA O EOMNAHWH ¥ NPOM3B0ACT EEHHEE NOME-
WEHWAE, DNWCEHME NPOEROEHAR BYAWTE, CABMNAHHBIS I3ME4EHWA, BRIE00H . BonoMOraTeNsHeE SaHH e MOryT BeTe NoMe-
WeHL B NPEAOKEHAE (HOMEHKNETYDE BuiNYCEEEMON DPOSYHYMH, DDrEHMASUMOHHAA CXemd, rogoeod oT4aT o padoTe
npesnpyATHA, hoTorpadEw v np.).

AOnA 3koHOMWH BpEMEeHd NEDEAA YACTE MOEAT G Te NPegCTABNEHA NREANPHATHEM 3BpaHaE. AYOUTOD, HAX0DORGCE HA
NpesNpUATHA, NPOEEDRAST NPAEMNEHOCTE ITHE ASHHEIX.

Bo BTOpOl 4aGTH OTYSTE CREOYET 8aTe NogpoSHOS M NOCNEO0BETENLHOE ONUCAHWE NPOESOEHWA BYOWTE C YE&38-
HUEM NPOESpEHHBIX NOGPasleneHR (CEnags, nabopaTopui )M pACCMOTPEHHEIX JOKYMEHTOR NPESNPHATHR (MPOTOR0NE! W
np.}), 8 TAKHE NPHBSCTH JaHHEIE o oTobparHsX npofax W NoNYHEHHEE PEIYNETATAX.

B TpaTeel 4ACTH NpHEOOATCR 3aME4aHUA. CRegyseT oTPasdTe MIMEHEHER, YNYULLEHHA KNHE NDUMEDE YAVOLSHHA,
NpoW30WeaU e NOCNE NPegEOYILErs 8YIUTE.

MonoxuTeneHue Halnoaesus qonEHe DeiTe NPE2LCTRENEHE B BXOE CNACEHWA NPOYECCOE, KOTOD RS BRNONHAKTCA
ApegnpAATHEM CCOBEHHD XOPOIWO W MOTYT CNYRHTE NPUMEpasK yenewHors cneagoeaHen Tpeboeadeam MOCT P 52248,

Mp# cNHcaHEM OTPHELATENEHE Y @AKTOR [ZEMeYaHHA) CRedyeT NPpOBOOETE PAZNM-ME, RENABTCA NW HEGOCTATOK
CEBOACTEOM CAMOR CHCTEME #NH OH ABNASTCA CNEQCTEWEM HEBHNOAHEHWA TPeBoBEHWA, NPeaYCMOTREHHEX CHCTEMOR.
HanpumMep, ecns oSHARYHEHE HEYLO0BNETRODUTENEHER YOOPES (OUHCTEA), TO BEEHD YCTAHOBWTE, COOSDHMAT Md owHBkH
HHCTRYHYEA no ySopee (M CYLBCTEYVET NH OHE} WNK CYLUSCTEYIDWEA MHCTRVELHA He BRINONHAETCR.

B 3amepluas0uied YACTH OTHETE CNeOyeT NPUESCTH NEpeYeHs I3MEMAHWA, HEOQOCTATEOR M NP B NopaAake yOuBEHUA
ME IHAMHMOCTH, J8Te PEKOMEHIZALMW NO CORSPWEHCTROSAHKD PADOTH W YCTPaHEHMED HELOCTATHOE. TReTeR ¥ USTEEPTAR
HMECTH 0ON¥HE BbTe PRCCMOTREHE C DYKOBOACTECM NPEgNpHEATHA ¥ OTEETCTESHHEMKM PEB0THWEAMMA HE 33ENKYMUTENEHOR
BCTREYE M pE3yNETATEM NPOESAEHWA 3YONTA.

Konua BCers OTHETA CYTESPELSHWEeR TOONMCEN BYKGBOACTEA COBMAETHO C CONPOROAMTE NbHEM NHCEMOM HaNpaa-
NABTCA DYHOBOOCTEY NPpEONpUATHESA. FEXOoMEHOAUWHA NO YCTPEHEHME HSOOCTATEOE M CDOKM yCTREHEHHMA JON¥HE BHTE
OoBS0EHE OO PYyEDE0SCTEE NPEANDUATHA.

Oo oTee3ns BYOQMTODE PSHOMEBHIYSTCA NPOESCTH IBKNDYMTENBHYR BCTREYY C PYRDBOACTEOM NPeINpHATHA.
AYOUTODY CNeqyeT E3N0MWTE PEIYNsTATs ceoed pEfoTel, yEE3aTs OOHEDYHEHHEIE HADYLISHHA MWW OPYTHE JE3HHEE,
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Npwnose e |
{cnpaBoYvHoR)

KoHTponLHble BONPOCE! NPW ayauTe (NpoBaneHMH MHCNEKUMK) NPoOMIBOOCTE

KOHTRONEHES BONPOCE NPW BY0ETE NPOXZECACTE HE coOTRETCTaMe TheBasaHunu MOCT P 52240 nenATCA HE OCHOE-
HEE # JONCNTHETENEHES.

OCHOBHSIE KOHTRONEHBIE BONPOCH. COOTEETCTEYIRHE HOBOMY nogeoay FOA CLWA [2], npueeneHe B TABRWYAx
.1 — L&, pononHETENBHE e Bonpock — B Tatineuax |7 — 8.

Tanwua I.1 —Cxeresma ofecnevyeHWa EA4ECTEA

Ouaska

M min KonTponsred nonpoc HAamEsHER
Oa H et

1 Boanoxeda ne Ha oToen KHTPONA K34eCTea OTESTCTEEHHOCTE 38
PSCCMOTREHHEE W COrMacogaHne Bcax ODEYMEHTOE NO BeINYCEY NpOoQyE-
Ui, KOHTRONH W cfecnedeHsn KaYecTEE ¢ Uenss rapaHTHpoBEAHWR
COOTEETCTEMA MPOOgYHELHA CEOEMY HAZHEUSHH P

2 HoanoseHa N Ha oTQen ECHTPpONA KaY4ecTea OTESTCTEESHHOCTE 38
PECCMOTREHHES W COrMACoBaHMe BCaX JOKYMEHTOR, OTHOCALLWXCR K Npo-
TOKOMNAM HE CEpHE T

3 CyulecTayeT Nd MHCTRYELWA NG HANW3Y NPOOyELHN?

4 BrinONHASTCA N BHENWI NPOWMIECOCTE HE pE¥e G0HOTO pasa B rag?

5 BrinonHAETCA Né Npd OUSHES NDOOVELAM BHEAWI TEHAEHUWAA WN@
Opyrod MefopMaALHE O CEPUARY KAMO0M0 BHA8 B NYCERSMOR NpOLYHLWM?

] CylwecTayeT N¥ WHETRYEUMA NO AHANHIY HAYECTEE ¥ DECCMOTREHMHID
pEkmamaLmd?

T BrinonHRETCA MM OWSHKE, HAECKONEED nogpofHo BEgeTCA pacona-

OOBAHWE M COOTEETCTEVHWEE OOKYMEHTANsHOE opOpMNEHWE pekna-
MALMA © yHETOM PaKTopa BpeMesn?

B BUOHD M@ NpW PRCCMOTREHWE PEKNAMALAR, HACKONEED 3 EELTHEHE
KOPOEsTHpYIoLHE GEACTEMA?Y

] 'E':,I'u.I,EETE'g.'ET MY WHCTRYELWA, NOZE0NAKILAA BHABNATE HSCOOT-
BATCTEWA W HAPYILEHHA B NpoUECta NEDWISONCTES, BKNDYNEA TPEEGBEHHH
E QOEYMEHTENBHOMY Dl:bf_'-FI-MHE'HHPEI. GUSHEE @ pECCNeOBaHHD © YHaToM
LAKTORE BREMEaHE, B TAIGHE BRINONHEHWD COPPESKTHRYHIWAY J8ACTEHA W
OUEHEe WX 3 DEETHEHOCTHT

10 CyecTEYET Ni BOSHBATHAA CHCTEME KOHTPONA WIMEBHEHHA B Npo-
yecoe NPOM3IESACTES WNW COCTERE NEKEPCTEEHHOTD CREOCTRA, EOTOPaR
FAapaHTHRYET, 4T0 HIMEHEHWR COOPMNAKTCR AOKYMSHTANEHD, OLEHW-
BANTCA Hagnexawus ofpazom (Bxnoyes, npy seolxogumocTs, npo-
BEOSHME NOBTOPHOA BTTECTALMK] ¥ WX cornacoBaHke [yTeepwosHre)?

i1 CyBecTEYET N WHCTPYKLHA NO BHECEHWED HaMeHaHHAT
12 CywecTayeT Nd MHCTRYELMA no nepepaloTtee npoayelmes?
13 FernameHTHRyET Nd WHCTREYEUWA no nepepaboTe npogykume

- OUBHEY NPOOYELEA, NOLNesalLaH I'IEFIE'FIEIﬁCITHE-:
= GUEHEY HIMEBHEHHR CTESWNEHICTH NEFOOVELHK & HechxoonMocTH

npDEeleHAR BTTECTALWA,
= PECCMOTDEHHE M cormatoaaHna Nporgamssl I'IE-FI'E'FI-E'EII:I THH

NPOOYHYHKE i OLEHKE PE3yNETETOET

14 CYLBECTEYET NN MACTRPYEYWMA NG OT3HAEY NPOAYEURK © peiHka » pabore
C pEENaMaunamas?

a0
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ME A

KonT ponbsn il sompes:

CryeHEs

Oa

Hat

Jaseanna

15

CIYsHHBAKT MW NP BOZEpAaTE WNW CNACEHWAM NPpoOyRYgWE COCTORHWE
MPEAYELLAWE B MTEAYAHE STOrOY

16

FaccnegysaiTCR Nd HEONexawuM oOpE30M CNy-“as BO3BPETE Npo-
AYHUHH W NPAHAMAKTCA NW NpH HECOXOOMMOCTE HODPERTHEYWHE W

npeaynpesMTentHee Mepm?

17

CYLWecTEYET MW MHCTPYHUHA, Tpefyiowan Npose aHUA PpacCnenoss-
HHA W NPUHATHA COPPEETHPYHIWME @ NpeaynpemuTencHelX Mep Npu
HERYWaHHH CTEEMNEHOCTH NPoOAYRLWKHT

14

CYyLUSCcTEYET N WHCTPYHUHA, PEIMAMEHTHPYHLAR, KOO8 Chegyer
AOMECTHTE NPOAYEYHID B KAPAHTHH, K3K 88 KDHTPONWPOBETE, W WHCTRYE-
UHA, CNPESSNAKILER MECTO XPaHEHWA NPOAYKUMA, NPegHAIHaMEHHOA K
BENYCKY BNH OTENOHEHKWI T

19

C}'LI.;E‘E:TB}'ET N\ CNEYHAENsH0 BREOSNSHHAA 30HA ONA K3paHTUHHDOID
ipEHEHWA MaTepHanog, NpoMeRyYTOHHOM W TOTOB0M I'IFH:III:"MI.'IH?‘

20

C.-:"IJ.I.E'E:T EYET NH YTEERHOEHHEIA NNaH BTTECTALEMA oo PY¥L0OBEHWA,
NOMEBILEHAR, BCNOMONATENBHBIX CHCTEM, NPOYSCCOE, .l'-IEﬁI:rFIE:TEIFI HBIX ME-
TOQOBE H CACTEM C EOMNEDTERHEM YIIDBENEHA ana?

21

C.-:"LI.I,E'E:TBE'ET N CHCTEMAE HOHTRONA NpoEa0eHAA aTTacTaygue C NpH-
CEOSHWEM CTATYCE COOTESTCTEVEDLWEMY INeMEeHTY (HEANDUMED, BTTECTO-

BEHO, NOETORHO BTTECTOBAHD, NOANEEUT NOBTOPHOR BTTECTaUM M np )¢

22

CYWecTEYET N# CUCTEME (nporpamma) ofyeesna W aTTeCTaUMM
NepCoHana oThencs oSacneweHWAs HEHSCTEA W KOWTPOMA KA%ECTEa B
COOTEETCTEMM C YCTAHOBNEHHEMW SpETERHAMKAT

Ol e BRE0GE MO pPeIyNeTATEM NPOEEpEA pA3gend & CHoTeMa ofecnedysHiA KasecTEA: !

Tadnuwya L2 — Nomewedna w ofopyoeadue

M2 nfn

Kowt [t il S e e

Cgeren

Oa

Hat

JaseuAHAR

Cj‘LI.I;E'E‘:TE!ll'I'EIT MA NN3HE NOMBLEHAA C HAHBCRHHEM CIE-I:IFI:"B.I:IHEHHﬂ.
YHEEIBHWEM YWCThIX 30H, NOTOKOE MAaTEpnanos, NEQpCOHANa, NpoMaxy-
TOMHOH W FOTOROH I'Il!lI:I.l:l'j.'lllZLli\lI.-Id::I

C:"LI.I;E'ETEEF'I-EIT M NPAEHUAENHENEHBIE CXaMEl BEHTHWNAYWA W HOHOW-
UHOHAPOBEHMA B03gQYEE C© YEEIaHWEeM pacXOODE BCIdyEa AnA EEw0oro
NoOMEWEeHAA, Nepenaqoe JEENeHnA, KNACCOE MHTTOTEl W I'IFI'}

OfigcneddeanT NA NNaH HpOB0YHES PElIaHNA W CHCTEMA BEHTARALHA
W HOHOWUAZHHEpOBESHEA BO3OYXE TFI-EEI:IH BHHWA OTCYTCTEWA NEpEEpaCTHRIX
FATPAIHAHWA W NEpEnyTEBAHA a7

CD-DTEE‘TC'."E}'I-DT N YCTEHDBNSHHE S TFIEEL'-EEHHFIH CHCTEME NO4no-
TOBEW BDObl, CHATOND B030YXE W QPYMHX TEXHINOMMSEeCEns GI'.'I-EI.'.'I.‘;'

[4,]

CIZI-:ITEETL'TE}'I-DT N YCTAHOEMEHHEIM TFIEﬁ-EIE&HHHMZ
- DCBeleHns,

- NAT=EBEA BO4E,

= KOMHATel FTHTHEHE W TYENETHI,

- @
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Oronwakue malnuusr L2

Ousasika

M2 nm KoamTponskb@ Bonpoc SAMEYEHHA
Oa T

B CywecTayeT nNM CUCTEMAE QONYCKE E NEPAMEHEHMD W EOHTROND
CpeACTE NpOTHE TPRISYHOE, DYHIMUMOOE, WHCSKTHLUWOOE, MOKWAX M
peznHpUYRpYIDWWE CpeacTa?

7 CywectaysnT nd TpefosaHua K arTectaums ofopydoBaHHA B nocT-
POBHHOM W OCHALWBHHOM COCTOAHMANT

8 CooTeeTcTeyeT ne oBopyaoEasue, &ro pasmeps @ PacnonoMeHus
NPOSKTY W YCTAHOBNEHHEM TpefoBaHuAM 7

g CoOOTEETCTEYINT N4 NOBERAXHOCTE OBODYOODBAHHMA YCTEHOBNSHHEM
TpeGoEAHMAM (N0 pearkTHEHOCTH, SA0WTHEHRIM W B6CcopBMDYIDWHM
cECGRACTEAM)?

10 'Eg,lI.I.I_ECTE'ﬁ'ET N\ CACTEME OONYCEdE E NPEMEHEHWEr W EOHTPONA
CMAZDYHLIX MAETEQPUHANOE, HMMOHOCTEW HNA CACTEM OOMNEE0EHWA #

SAMODARUEAHWEY

11 CylBcTEYEDT MW WHCTPpYEUHW W rpadses oudcTed [oBpadoTes) o
TeXHHHECKITe BN yHMBAHKA NOMEWEHWA 1 oBopyOoBaHARA T

i2 ATTSCTOESHEI N@ MeTods o9HCTEW OHopyYIOBSHWA ANA NpOoBEpHEA
YOSNEHWA OCTETHOE MATEpManos W HeabcopOvpoBEHMA  MOKLIH
cpeacTa?

15 BunonHeda nM  atTecTaywA, kKanwBpoBEE W OpradHWIoBAHO  NW
TexHeqeckoe ofcnysWBaEHME XONOOMNBHWEDS, XOMOQHEX KOMHAT W
MOpO3HNEHUEDE Y

14 BrinonHeHa NK STTECTAUMA CHCTEM © KOMNBOTEPHEM YNPEBNSHHEM,
CBASAHHHEY C ¥ONOOUNEHHEAMA W MOPSIHNEHWESMW, B TOM “MCNE CHe-
TeMu obecnewesua GeaonacHocTa¥

15 'E'!.I'I.IJ BCTEYET NA CHCTEME EDHTRONA WIMEHBHHW B nﬁnp].-nu-aa HHH,
npoaafeHwe NOETORPHOA STTeLTalU Hid?

16 CywecTeyeT NM cHCTEME oBYYeHEA ¥ BTTECTILMM NEPCOHENE (B TOM
urcne padoTamwero no Aqorcecpam), sadatoro yGopron (oSpadoTeol)
noMeweHdid 1 ofopygoeanua. TeXHWHecKM oBCNyEWEaHWEM # STTEC-

Tauwen?
¥ BuinonHanacs ne BTTECTALMA NpoakTa?
18 DOTKOPPESTHPOEAH MW NPoEKT N0 PE3YNETATAM BTTECTALWKT
14 EcTe NW nepayugHe EpuTRYackore ofopylosasua, npoueccos?
20 CywecTayaT MW NPOTPEMME ATTECTEYWA NoMewaHi, ofopygoean9a

M npoyeccos?

S| M POBROOMNASE N BTTECTALWR NOMELWWEHWE. O ﬁElFI'_-,'Ill:I-EE HHA ® npo-
USCCOE B MDCTPOEHHOM, ODCHALSHHOM W SECONYATHDYEMOM COCTOAHM Ax?

CneayeT npoBEpATE NPoTORNON: ATTecTauxy, ofpawan ccofos BHAMAHME HE CRNEOVHWES. KTO, KOTGE, N0 KAKHM
A0EYMEHTEM (WHCTRYELWAM, CTAHOSPTAM W NP} NPoEOGWN ATTECTAUMK, Kakne npuBops W oBopyqoBaHwe MCNONEIDEE-
MWCE, COOTEETCTAYERT N JAHHBEIE NPOTORONOE peaneHoMy ofopya0eaHtn, HET MW NPOTHECPEYHA B CAMKME NPOTOEONAE.

Dfwke BEHESAR NS pE3YNETATAM NpoEepks pR3aena «MomeweHna W oBopyaosasnes:

a2
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Mg afn

KonT ponbdsl @ Bompos

CDrenea

Ha

JaseuaHnn

BrnonHAETCA MW HaEOnewawan MBpEMPOEKS BLEX MCEOOHBIX MaTe-
pHAENOE, YNAKDIBOMHBIX MATEPHENOE, NPOMEXYTOYMHOA W TOTOBROA Npo-
AYHEHH C HaHeLEHHEM HBWMEHOBAHWA -HZI}.EI&:I. HOMERE CEPHA, CPOKa
roGHOCTH @ CTATYCE (B NNaHe HE'1E-I:-'TE-E_|?

CYL{BCTEYET N CHCTEME YYN&TE M PECNPEdENEHHRA BCEY MATERHANOR
(EKMKYAR YNEKOBOUMHEE METEDMANL, YEYNODOMHEE COELCTES W NP.). B
TOM YHCME  EOHTRON: 00 OPAHYMNY. dNepEM NDHLNG — NepBsiM
yiumoe?

COoOTEETCTEYHT NW  YCNOBWA XPAHEHWA YCTAHOBNEHH=IM Tpebo-
BEHWAMT

|:I|:I!'E|HH3E|-EE HO NMd EEPAHTHHHOE Xp3HSHHEe METepdancE OO NpoEox-
AEHWR WME EOHTRONA 00 Bkl I'I:"EHZ-E.‘EI

EwnonHAaeTcA NW oThop NpegcTaBMTENsHeE Npol gna npoBegsHMA
KOHTRONA?

BrunonuaetcA nd =oTA Gl 0OWH CNEUAPHYSCEME  WOEBHT WD HEE-
UWHOHHBIA TECT 4NA KEEO0W CERAE METEDHANDE (KOMIOHEHTOE :I?

BrNONHAETCA N NONHOE MCCNEQOBSHHE OTHIOHEHH BIX CEPHA MaTe-
pHanOE, 8 TOM SYMCNE yNAKOBOHHLIE W YEYNOPOWHEXY MATEPHance, M
NPpUHEMARITEA NM, NpW HeolXoOQWMOCTH, HOPPEXTHRYOWHE W nNpegy-
npexganiyke nshactesa’t

C.-:"IJ.:E'E‘:T BYET NN CHCTEME BTTECTAUMN W KOHTRONSA NoCTABLULMROET

BrNOCNHASTCR M@ NOGIOTOEKAS BCHOMOrETENbHEX Mareprnanos M
TEXHONOMAYSCKWY CPEOCTE (HANPpWMER, BE0AR, B30TA, CHATOND BO3AYXA)
npaedneH: pazpa DoTaHHBIME, NOCTROSHHBIMA W BTTECTOEIHHEIMHA CHMC-
TEMAMA, HM2HDWHAMW CHCTEMY TEXHWYSCKOMD I:IEIGJ'-I}'H{HEEH A7

i

MocneTads (BTTECTOEAHL) MW AONMHsM OBpEZ0M YNAEDBOYHEE W
YHYMOPOMHEIE MATEPHANS HE NRESOMET OTCYTCTEWMA WX PEAKTHEHOCTH,
anauTHEHLX W abcopfupyowss CROACTE NO OTHOWEHWID K NPOOyELAE?

LR

CYLSCTEYET N CACTEMA KOHTPONA WIMEHEHMA NOCTEEWMEDS ME-
TEPWMANDE, KAYACTEE W OBPELYSHHMA MATEPUANDE (METOL0E TPAHCNOPTA-
POBEHWA W XPAHEHNRA )T

12

BenaTcAd MU OOKYMEHTEUMA HE PEANMIAUHE FOTOBOR NPOAYKLHE ©
YEEZAHWEM HOMEROE CEpWMM?

13

E-:"LI.I;E'E‘;T BEYET NW CACTEME -EIE-!p"vIE HHA W AaTrecrtaysdd nepsoHana,
FEAHATOND B -IZIEFIE.LI.I,E HWH MaTe |:|JA’HEIJ'I\'L'IE‘:I

Ofuee BeE0gE N0 pPEIVNETATAEM NPOESpEA paagena « MaTepUENLI s,
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Tatnwewua |4 —NpovzesacTan

pPEHHYID NOAMOTOBKY W ATTECTAUMK ONA BRENOAHEHWA cEOWX oORZEH-
HOCTER

Duskks
M2 nnm KomTponskib@ Bonpoc SAMEYAHHA
Oa et

1 CywecTayeT Nd CHCTEME BHECSHWA WIMEHEHMA, WX KOHTPONA W
BTTECTauME?

2 OfacnevwMBEATEA BH QON#HBIA KOHTPOMNE NOCTYNNEHWA B NDOW3-
EOOCTED TONEKD CNEUHHUHPOBIHHEE MEBTEDHANCET

3 OeRcTEETENEHD Nd pPECYATHER W (DEKTHYRCEMA PECROAR MATEDHENOE
E NpoW3B0GCTES coBnagamT Ha 100 %72

i BrinonHeHa nW SonNEHas WAeHTHpEEaUMA oScpyQoEaHMR B OT-
HO W BHMA COOSepEaHEE, HOMEEOS CEPHE W CTATYCE Ka4YecTaa?

g MNpoBooWTCA NW BTTECTALWA NPOMeCCOR MOHEH, CTEPMNWIALWA @
OENHPOresdIgyHMd NePERYHE S YNEKDE0E ¥ YEYNOROYHEIX METEpHanoe?

G CywecTaynT nr ofpaiuke NPoOTORONOB NPOMIB0OCTEE W KOHTPOMA
CEPHA ONA BCaX BENYCHKESMEE BMOOE NDOOYEUHME T

b MNpoBOOXUTCA N# CONOCTEENEHHE OEWOASMOre [pRCYSTHOND) W qas-
TEMeckors oObeMOoBE NPOMZESOSHHOA NPOOYEYHH C OOKYMEHTHNbHbIM
odopuneHsem?

8 MNpoBoOKTEA AW PACCNE8A08AHWE W YOCTPEHEHHME HECOOTESTCTEMA B
BRIECOE NPOAYELWY [0EHDasMOoM W pakTHyeckor ol zamas npogyrymwi)?

g CoCTaENAOTCA MW NPOTOKONE NPOXIBOOCTES W KOHTPONA HE K3MOVH
CEPHED MO YRYAM?

10 CylwecTayeT nN¥  EBPEMEHHEA AOWErpaMMa  Ona NoSTAanHoR
BRINOMHEHAA TEXHONOrAYSCHoro npoyecca?

11 MpoBoguTeA nu BHYTPUNDOAIB00CT BEHHE A EOHTRONE "
QP OpMNROTCA NW S0 pPesynsTaTe'¥

12 CywBecTaEYET NH Npoyegype QOEEOEHNA NoKasaTenad oo Tpedosasr
CReyHpUEALWE HE NRPOMERYTOMHYID W MOTOBYK NPoaYHL MY

13 MNpeaycMoTpeHsl M@ Mepsl No TPES0TEPALWEHHED HEMWYHA HEXENa-
TEMEHEE MEKBOOPIraHHIMOE B HECTERMNEHORA NP0 YELHA 7

14 TpefiyeTch N¥ BRINONHEHRE NOOMOTOEWTENEHEIX MEPONPUATHA NEpeg
Ha4anNnoM NpOW3IBnNCTES (NpOESPEa W NoOOroToREE 0SOpYRCEAHIA )T

15 BegyToa mm MypHANE o4HCTEE @ 3kcnnyateusn ofopyoosadna’

16 BeinonHeHEa Nd BTTECTAEYMA Npoysccos W ofiopyQDBAHKA, B TOM “HCNE
CHCTEM C KOMNBETEPHBIM YNPAENEHHEM ¥ CPEACTS SETOMaTHEELHWKT

17 CylecTEyET Nd B NPOWIBOACTES NODALOK BHECSHWA WIMEHEHWA, npe-
OYCMATPHEARWMA NPOBEOSHHE NOETORHOA ATTECTALMMT

1B FaccnelyoToa w YOTREHAKITCA NW NPOTHEODEHHA W OTENOHEHMA B
npoyeccs NpoWieogeTea?

14 CooTeeTCTEYET Nd NPOMIBOICTEEHHEA nepooHan TpeloBaHdAM K
EHELWHEMY BHAY, NHMHGA THIWEHE, NOBEGEHMD W np. ¥

20 Mpowen AW NPER3BESOCTEEHHLIR NEPCOHAN GlMYHANEHD NPSaYCMOT-

OfwKHe BEBE0AL NS PE3YALTATAM NPOSepiH pazgensa «Mpo4IsogCTaos:

a4
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M2 nin

Koo T o0 e P SO 0D

Crerea

Oa

Har

JassuaHna

BrinonHaAeTcA M NpOBESQEA NP3EWRNBHOCTH WHCTRYELAW NO YNAKTEKS W
MEBPEApDBEEE OO0 HE4ana npou IBOOCTERT

CyLU{SCTEYET N CHACTEME NPOBEPEW TOMD, YTO TpW YNAKOEKS W Map-
KHpOBKE WCNONBE3YETCR HYEHEA CEQWA HYAHOID MATERHANET

ﬂpenycua'rphaae TCH N KCHTPONE MOCTY AW HME ATHERTORT

CyLecTEYET MM CHCTEMAE KOHTPONA WIMEHEHHR B MATEpHANEX gN#A
YNEHOBEEH H MBDKHPOERN?

C.-:"IJJ;E'E:T EYET N¥ CHCTEME KOHTPONA MAMBHEHWA NPOLBCCE YNEH0BEKA |
MAapEMpOEEY, NPEOYVCMATRWEESST N OHE NPpoBEAEHWE NMOBTORPHOA BTTEC-

TayHHT

CywecTeyar nd seodxoguman 3048 ¢ HeodxoonMeMy Mepami Geao-
MECHOCTH ANA XPEHEHWA NPWHATEIX M OTENOHEHHLIX 3THEETOK @ Mare-

PHaMOE QNa MapEripoeEn ?

E-:"LI.I,E'E‘:T EYET N CHCTeMa B03BpAaTa W EOHTPONR HEWCNONEI0BaHHGIX
MATEpHaNoE ANR YNAKDEKHE, ITHEETOK 1 METEepHanos gne HEFIH.HFIEIH-EH?

CyWecTEYET MW NORALOE, MCKIDYEMWWA NepenyTHEaHME STHHETOH,
KOTOPHE MOryT HMeTe Snuanne paaMeps, opsy n yaeT?

Ecne paspesHsie 3THKETEA ONA QEIHEX BUOOE NOTOBCH NPOgYLUHM
Noxo#s, To npegycMoTped nd 100 %-Held HOHTRONE SNEKTPOHHERMM
CpEOCTEAMMA, ATTECTOBEHHONR CHOCTEMORA KOHTRONA WNK C NOMOWED TWHWA
cneyWansHoro clopyooeaH«a?

1d

CYLU{eEcTEYET MW 38NPET HA MPYNN0BYID N8YaTe 00 TEX NOp, NOKE Pai-
NUHWA PAIMEpoE, opMLl WNE ULEBTA Hi ByayT AcHblMU?

LR

C.-:"LI.I.E'E:T BYET N CHCTEME HOHTRONA W WOBHTHQHMESLWKA yNAE020E
[KOHTEHHEDOE ), HE MMEHLW AL MAPEMDOBKY, KOTODRE MAPEADYIOTCA NO3KE

WA WMEHT MHOKEBCTEEHHE B WHOIWEMOYANBHEE ATHEETHEW?

12

COCTAENAKTCR NK NPOTOEONE YNEKOBEW © NpHENOEeHWEM K HHM of-
paszu0e 2Hex HCNONEICEaHHEIX ITHESTORT?

13

C.-:"IJ.I;E'E:T BYET Nd CHCTEME WINMDTOENEHAA ITHEETOK, NTPOBEPEX MITOBRIX
ATHEETOE M CONOCTABNEHWA WX HENWSHA W WCNONEI0BEAHWAT

14

BrinonHaeTcr NM HOHTRONs MEPKMEODEEHHORA TOTOBOM Np00YEY K MY

13

C.-:"IJ.I;E'E:T BEYET Nid HAOSHHLIA EDHTPONE HOMBDOE CEDUA. B TOM YWCNe
FHAMTOREHHE NHLWHEE ITHEETOK G HEHBCEHH MW HOMEDaMKA C8 |:II|'II3I?

16

AocTatoddHo MW EH3IMYEcE0E INPOCTRAMCTREMHOER | PA3OSNBHNE M-
aY PaInHMHEIME NHHAAME 3TRESTOE W YNakoBEH, HTOHE WoENEYNTR
NepenyTEIBAHWE |B TOM YHCNE pE3OENEHWE NBKEToB G ,|:I_I:I'll25|lh'I-EHTEIJMEIFI:IJ::I

17

BrnonHAseToA N KFHTROMNE MEeYaTawero -I:lﬂ-l:lﬂl]-'_ﬂ_l:lﬂEHHﬂ HE npeg-
MET NOCTOAHCTER KEYSCTER NEYETH B K002 BCETD UHKNA NeYaTny

14

nFI-Dﬂ-'Dﬂ.FITEFI nNd NONHEe DPpOBE2PEA NPOUBCCOBE C HEQMe=aW WM JOKY-
MEHTANbHE M OQOpMNEHHE M7

14

C.-:"LI.I.E'E‘:T EYET NE rEpasETHA ToOrd, Y97 CPpoKd NDAHCCTHE OonpaedensHbl
MPIEHNEHD W NPEENNBHO HAHBCEHE H3 3TH KeTHR?

20

BrHNonHAKTER MY Tpe GoBaH@EA No FALULHETE YNakdBELA OT BCHRBITHA T

21

anIE-'EI.'.'I.EHE W aTrecTauds NpryscCoe YNagEdEkn § MapEagoBrd, 8
TOM HHCNE GTTECTAYHA BRINONHeHHA TFIE'ﬁL‘IE&HHFI fa3IonacHOCTH CHOTEM

C HOMNBETEPHBIM YNpaBReHnamM ?

a5
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Oxoyvayue madnuys L5

Ouanka
M2 min KorTponared nonpoc dameudHen
Oa Her
22 FaccneqymTod W yCTREHRKITCA NH BPOTHECPEYMA M OTENOHEHWA B
Npoueccse NPOWIBOACTER W YNAEOEEM W NPREHAMAKTCRE NE KOppeE-
THPYSIUWE W NpeLyNpaquTensHEE MepklT
23 MNpowean ns nepcosan 00 RUMANEHS NPEOYCMOTREHHYH NOGroTOsRy W
BTTECTALME ONA BRNONHEHWA ceoux obasanHocTel ?
D EWWe BRBOAR N0 PE3YNLTATEM NPOBERHRE PEZOENS « ¥NEKOBKE W MAPEHDOEKES!
Tatnwua |6 — Hontpone pafoTe nafopaTtopsi
Dusska
M2 min KoMrponsssi@ nonpoc Fameustua
Oa HeEr
1 FaBoraet nd nafoparopua Hapnexawsm ofpaiom (cnegyeT npo-
ESpUTE NOPRAOE NPCESOEHWA EOHTPONA WCXOOHEIX METEPUANOE, BHYTPM-
NEOHIS0NCTESHHOND KOHTRONA, rOTOE0H NPOOVELHW, EOSTRONA cTabunes-
HoCT, O0beM NPOBEPAEMEE CEpPHA, Se0eHUE OOKYMEHTAWMMW, HOMW-
MECTED TECTOR QNA OO0 CEDHA, DPraHMIELMOHHYRD CTRYETYRY W ap )T
2 CooTeeTCTEYIOT NE NoMeweHda « obopynoBaHWe CEBOAMY H33HAa-
e
3 CooTeeTCTEYET MW NOPAGOE TexHWYsckoro obcnysueasne W Eansb-
poekd npubcpos i ofopyaoBaHAA YOTEHOBNEHHRM TReBoEAHWAMT
4 BrinonHeHa N4 BTTSCTALMA CHCTEM C EOMOEOTEPHE M yNPEENSHHEM
BETOMATHIWpoBaHHOro obopygosaH«=n?
5 EcTe nu B HERMYMR HE0BX0guMEE CTEHGEP T, BRI NOAHAKTOR N TEC-
Tel B COOTESTCTEMM © JEACTEYHLLAMY CTaHgapTamMu?
] BrinonHRETCA MW BTTECTALWA METOOO0E XPOMAETOTREpHMT
T HIcnoneaysaTCA N COOTERTCTEYIOWME TPeBoBaHHAM cRe g BMEanuM |
CTEHOEPTE ANA DUEHEN NPHEMAEMICTH pPEIyNeTaToE?
A CooraeTcTeyer nu nned otopa npof yorasosnedHHes Tpedo-
BOHWAM Y
g CywecTaysdT Ne cnocolel AHANW3IE VTESDHOSHHHEX OOEYMEHTOE W
PEENWIYETCA MW OHH B JEACTEWTENEHOCTHT
i0 CyllecTeyST MM NOPAGOK NPOSENEHAR BTTECTEUWN SHANWTHHSCHWML
METOQOET
11 CylacTEYET N CHCTEME KOHTPONA NPEQNATSemMbl ¥ YyTEEDHOSHHELX
naMeHeHdh B pafioTe nafoparopua?
12 Boa ne TecTel BHNOAHAKTCRA HE NpasMNeH0 0ToGpanHeE npodax?
13 FaccnedymToA W YCTPEHRKITCA NM NPOTHESPSYMA M OTENOHEHWA M
NEMHWMBIDTCA NH HOPPSKTHRYRILWWE W NpE0ynpegUTensHee map?
14 HenAwTcAs MM EHENWTHYECKWE NPOTOKONE NPOEE0SHHAA TECTOE W
BRIBOOE N0 HAUM AONHEMAF

At
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HAUWOHANBHBIA CTAHOAPT POCCHMWUCKOW S©EOEPALUMM

MpovIBoACcTEO NEKAPCTEEHHLIX CPEOCTE
CHUCTEMA OBECNEYEHWA KAYECTEBA

Obwme TpebonaHWA

Manufecturing of medicinal product. Quality assurance aystam.
General reguirements

Darte epeneqdn — 2007 —01—01

1 O6nacTe NpUMEHEHWUA

HacToAwMiA cTaugapT yeTaHapnueaeT TpeboBaHuA K cHCTeMe OGeCnedyeHnA Ka4YecTEa NPW Npoua-
BOOCTER NEXAPCTEEHHEIX CPEOCTE C WeNkD MX rApaHTHDOBAHHOTD COOTEETCTEMA TEXHHYECKHM PErnaMeHTanm,
HALMOHANEHBIM W MEMIOCYAAPCTBEHHLIM CTaHdapTaM, MocynapcTeeHHol Papmakonee, ApyrimM HOPMaTHA-
HEil OOKYMEHTAM, CTAHOADRTaM NDEANDHATHR W CNEUHanEHEM TREGOBaHUAN, 330aBAEMEIM NPH PEMMCTPALMK
NERAPCTEEHHEE COEACTA.

CranpapT AononHRaT cucTemoobpaayowmi ctannapt FOCT P 522489 » petanuanpyat TpebopaHuA K
cucTeMe obacnedeHus KavwecTea. KoHKDETHRE OpraHnIalMoHHEE 1 TeXHWIECKMEe TpaGoBaHHA K QOKyMEeHTa-
LM, Npoueccam i oBopyaoBaHno (CTEPUMKMAALIMA, NOAroTOBKA BOOL!, TEXHONOMMYeckoe oBopyaoaaxKne, Y-
Thig NOMELLLEHIAA W NP.) DACCMATDHEIIOTCA B DY CTAHOADTAX.

2 HopmaTHBHbLIE CCBINKK

B HacToAWEM CTAHZADTE MCNONEI0BAHL COBNEW Ha CNegyIoWWe CTAHOapTh:

MICT P 6.30—=2003 YHuduUuMpoBaHHEIE CHUCTEMEB JOKYMEHTAUMH. YHUhQUUMpoBaHHAA CHCTEMa
OprasddIauMoHHO-pacnopROUTENEHON QoEYMeRTauWd. Tpebosanua K oopsne D QOKyMEHTOR

MCT P MCO 13408-1—=2000 AcenTH4eckoE NPOMIB0OCTED MEOUUWMHCEOH npoaykudk. Yacte 1.
Dowre TpeGoREaHMA

M CT P MCOD 14644-4—2002 YHCThIe NOMEWESHHMA M CBAIAHHEE © HHMH KOHTRONWPYEMBIE Cpedkl.
Yacte 4. MNposkTHROBaHWE, CTPOMTENLCTED W BBOS B 3HCMNYATALMID

MCT P 522458—2004 MMpasuna Npov3scacTea W KOHTPONA KAYECTEE NeKapcTEeHHLIX CPaacTa

n PAMEaYaHHE— 1'I|:m MONs3I0EAHMA HECTORLW MM CTAHOAPTEM I.I_E]'IE'EI:IDEFBEEHD NpoOEEPHTE QERCTEWE CCRINON-
HelX CTAHQARTOE B HI-IdJEI-FIHBLI.I.'IGH HOA cucTame ofWers nonb30BEAHHA — HE QHUAENEHOM CEATE ¢EJE|E'FIEIIE|I'IEI-I'G
SredTCcTEE NO TEXHAYECHDMY PEMYNHPOEaHMED W METROMCMAW B C2TH HuTe PHET WKW NO eI AHD HINEBEEMOMY WHDODMA-
HHOHHDMY YESZATEND «HaywoHaneHe CTaAHSAPTH Y, KOTOPEIA I:I-f‘-l:.'ﬂ-l'l MEDBAH No COCTOAHWD HE 1 A HEBDA TEEYWETS roga, |
No COOTEETCTEVIOLW WM SHEMESCAMHD W30EEEEM M WMHEOPMAUNOHHBIM YERISTENAM, I:II'I-!|I'E-]'I HMEQBEHHEIM B TEEYLLEM FDO4Y.
Ecnu coenouHE A OORYMEHT 3aMeHEH {WAMEHEH :I. TS NPW MONLEICEAHAKW HECTORLWHM CTAHGQEPTOM CnegyeT PYROBEDOCTED-
BATECH JAMEHS2HHBIM (MEMEHEHHEIM | QOKYMEHTOM. Ecnu coranoyHeR HAOEYMEHT OTMEHEH fe3 3aMeHE, TO NONOKEHNE, B
EOTOPOM A8HA CCRNKE HA HEMD, NPUMEHABTCHA B HACTH, HE 3JaTRardBa W en aTy CoblNEY.

3 TepMHHbI M oNpegeneHnA

B HacToRLWEM cTaMOapTe NPUMEHEHE TEPMHHE W onpetanaida no MOCT P 52249, a Take cneayye
TEPMWHBl C COOTBETCTEYIOLLMMK ONPEaanaHHAMM:

3.1 vHdpopmaLMA O NPeANPUATHK (QOCke NPpeanpPMATHA) (site master file): JokymedT, cogepmawmi
OCHOBHEBIE OaHHEIE O NDEOnNDUATHN.

HM3nasue opMYHENbHOE
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CryeHEs
[T ] KonT ponssn il sompas: R T ]
Oa Heat
15 XpaHATCA NW JAHHEIE B CHCTEMATUIMPOBAHHOM W BEKYEETHOM BHAE W
NerE0E0CNpoHIENHMOE hope?
16 CoOTEETCTEYHIT MM BHEGOE NG DeIYNETATAM HOHTRONA NEDEWSHBIM
OEAHHEIM?
17 CYULSCTEYET MM MHCTPYELMA NOo SHANWIY pE3YNETATOE, BRiX0AW WY 28
TpefoBanKa cneunduEsUWil ¥ CEOSBDEMEHHD NM BeIMONHAKITCA pAC-
CnenoBaHRAT
14 CoxpadanTcA Nk ofpaiys ans apbrTpasHoTe W Np. KoHTRpona?
14 OfopMAASTeA MM COOTEBETCTEYENLWAM ofpasom SOKyMEHTEUMA HE
MCNEITAHWA coxpaHAemux obpasuoe?
24 CYLWSCTEYAT MW NEPWEMNEMAR NDOTRAMME TECTORE HE cTABWNEHOETEY
8| Cnocofisa nu nafopartopus NOERZETe. WTO METOOLI KOHTPONA CTE-

BUNEHoCTA OSNCTEATENEHD NpoEEPAT cTabuneHocTE?

Oflee BRIB00EI MO PeIyNaTATAM NEpoEepEd pasgena s KonTpons paboTu nadopaTopMin

KoHTpONbHBIE BONPOCKH] ANA OTAENEHLIX VHECTHOR

B Ttafinuuax .7 u L8 npueoOnTCeA NnpeMap oB WKy M S0ETPOMEHEE BONPOCOE ONA O0THENbHE X YYACTEDE.

ANA KOHEpETHOMD NPOWIBCACTES PREECMEHAYETCA paspabaTuEaTs AHANOIHMYHLIE BONPOCK], KOTOPHE MOoryT BLiT
WCNONEICBAHE NPH BHYTREHHEM BYQHTE (CAMOMHCNEELAM]).

CneaoyeT NPoEERWTE HANW-AE W CONEpEaAHEA!

- TEXHONOIMYMECERE PEIMAMEHTOE HA KAXOEA NPOUSCT W QAKTHNECKOE WX BRINOMHEHWE B NPOMZESACTER NG GCHOE-
HbIM ONEPAUMARM, HEHTHMECKDE COOTEETCTEME NOMSWaHAA, 06 0pYI0BEHAR, KDHTRONLHD-MAMEPHTENLHEX NpUBopoR, nep-
COHANS (N0 KEANWHEALHN W YACNEHHOCTH M T. 0.

- CNEUWDUEALHA A CODTERTCTEHE (hAETHYECHH MCNDNEIYEMEIX MATEPUANDE CNeyMdUEaUNAM [BxBopoqHo);

- MHCTPYELMA, BOIMOMHOCTE PEANM3IALHY YHEIAHHEY B MHCTPYELUMA DedcTeud (MaTepsanamu, obopyoosaxuen,
ofyueHEEIM NEpCOHAN0M),

- HOpM PacXDOe 4e3cpaicTh, ogewns B np..

- COOTEETCTEMA PACEO0A JeacPencTe, agex s no GyxranTepus 4 HOpPMan (MHCTRYEGHAaM )

- BRINOMHEHWA OTAENEHLIX PAGOT NO KOHTRAKTAM (HANPUMER, CTHPKHA W CTEPANMIALEY DOEHOM ] — CNocoBHOCTE
NOAPAQYMES BENONHWTE 3TH PEBOTE ¥ DaKTHYECKDE MY BRINCNHSHWE NO ADIOEOPaEM (BYXranTepua ).

TeGnuwya LT — KosTpoNsHel@ NHET gna NPoHEEOACTEEHHOMD YYACTEE W YHACTES (DRECGEKR

Crgeica

ME nin KonT ponbs sl Bompss T T ]
Oa Heat

Nepcodan. OGy4yeHWe

1 CYWScTEYET NW CNEYWANBHD NOAroTOBNSHEERA ONA NPOW3B0ACTEE M
YTEEPHOAEHHEA Nporpamma ofyuaHus nepooHana?
MpegcresrTe nnad Ha 200 rog, HaNKY@e TEECTOE Nedunid

2 YEEIBHO MW MUCND NEPCOHANE, B TOM YUCRE:
- WHMEHEDHO-TEXHHHECKHE PABOTHREM,
- pabBoune?
3 MreeTch Ni QOKYMEHT, B EOTOROM YEA38H HOMEHKNATYRHEIR Nepe-

HeHE BRNYCEASMOW NPOSYHYHHA C YHEISHWEM BKTHEBHRIX E'g,'ﬁl:TEH WwA?

av
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M2 n'n

DusHka

KoHTponersiA Bonpon

oa

Fpr

SAMBEYAHHA

HMseaTcd AM B HENWMHE NONoKEHHE O NPOUWIB0ICTEEHHOM NOOPa3gE-
NEHHW W o B3aHMOOSACTEHRK © APYriss NoOpa3feneHHnaMn Npegnpe«a-
THA?

Mim2mToA NW B HEANWY AKX DOMEHDCTHES MHCTRYHLHE W HHCTRYELWE Mo
palfiouum MecTam?

VisigaTca MM B HENWYSHE OQOEYMEBHTUDOBAHHEA NOPRAOOE NOBSOEHWR
nepcoHana I:E TOM YHCAE NOCRTETENEW) HE NPOWEIBOOCTES (NOPpRSOL
BX0Oa-asixoga, nepedoesaHns, THTHEHE W I'Ii!l.]‘;I

OBecneqdeH MW TEXHONOTHNECKDE 0080l NPOWEB0OCTERHHBR Nep-
coHan?

MsisaToA N AOKYMEHTHPOBaHHEA M ¥TEEPEASHHEIA NOPALDE NCNONE-
ICEAHMA TEXHOMOrHYSCKOR O0e#dbl B 3ABMCHMOCTH 0T MNPOMIBOACT-
BEHHBIE 30HT

HMuseTcA NWM J0KyMEHTHROBSHHEIA MOPAJOK NOOTOTOBEEM W CTHPKM
CHBYoELEH, & TAKEE NADHOAWYHOCTE B8 3aMeHE 7

14

DoxyMesTHpyeTCA NW NpoeageHne ofyueHun W kaornM obpazom?

11

EoHTpoRMpYETEA N YCROEHWE 34aHWAY O £agol nepuouiHOCT Y
HIMe TCA N oKyMeHTE, NOATESpRA0WHE npoEedaHie ofyueHAT

MpoeogwTon AW OBYYEHWE N0 WHOTPYELMAM, METOOWMKEM. nNpo-
weaAypaM? Kag 3To QoKYMEHTHRYETER ?

MposogHTCH AK MHCTDYETAE ND TEXHWER f230NACHOCTH, HE PErYNRE-
HOCTE W HAMHHHE ﬂFIElTDH-EI.I'I:I:IH?

YEOMANEKTOEIHD MW NEOW3IE0OQCTED NEQCOHANOM COOTESTCTEY LW ETD
YROEHA NpOQeccHOHaNbHOR NOOraToBEEN T

MpoxogWT NW BECE NEPCOHAN MEedWuWEcKos ofcnenoBadwe npu
nocTynneddn #a pafoTy @ perynApHes MEgWUWHCKHE QCMOTPE B Npo-
uecce paBoTm T

BononHAKTCA NW Npaguna M npeanyicaHMA Mo NHYMH0E TMIMeHE W
OpraHHEIELME Nd TaH#AT

CeeneHWA o NpoMIBOOCTEEHHELE NOMaL]aHWAX

MMEETCA AW Ciema pacnonoMeHdis NOMBLeEsWA © yYEEIEHEHeM
ENACCHIIHUMDYEMEIX M KOHTPONWPYEMEXT MMEaTCA NM YeTKES MEQEW-

DOEKE MOMELESHRAT

18

Hicnoneayw TCA NE NOMBWEHHWA MCKNEYMWTENEHD B COOTESTCTEHW C©
npagycMOTpEHHBIMK uenAsE? MCRNO4asToR N MCNoNEI0EaAHBE np0mMa-
BOGCTEEHHEX MOMSLWEHHEA W -Dﬁﬂﬂ}',ﬂ_l:IHEHHﬂ NpeanpAATHA ONA NpDeE3-
BOQCTES HENeKapCTEEHHREIX IZEIIIE'_EI_I::TB-J::I

14

3B

Ofecneq«aaeT nv NNaH¥poEEE NMPOM3ECACTESHHEIE NOMEBLLEHHA

- NOTOYMHOCTE NPOUSCCE © KPATYARWWMA PECCTOAHWAMK MEXOY BCE-
M TEXHONOMW4ACKA CERISHHBIMK NOMS W aHA AR,

= WCKNKYEeHWE BIAWMONepacasesia NYTEN CNeQO0EaHMA NERCOHANE.
8 TakEa NepeceYeHHiA TeEXHONOrAYSCEHE NOTOEOE W NepooHana,

- MEECHMANLHYH MY NNADOEEY MoMEWeH A ¢ 00 MHEE0BE0H CTENEHLER
HACTOThI,

- pAUMOHENBEHDS pEIMEeWeHH2 IZIEEIFI'_I,'JJIZI-EE HHA # maTep#ande gna
NpeJoTERAWEHAA CMEWLHEBAHHEA PAINHYHEX BHAODE W CEPUR MCXOOHOMD
Chipef, YNEHOBOYHE X MATERPHANDE. RONYNPOOVETOE ¥ NMTOELIE NEXARCT-
BEHHBIX CPEQCTE,

- nonHoe  cofnoaesde Y¥CNOBME CAHMTARHO-TUIABEHWYMBCEHOrD DEe-
HHME,
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Crserea

[T Ko e b it A SO R0 R T ]
Oa Hat

- MCENDYEHHE HCNONBINEEHHA NPOWIB0GCTEAHHEX M CAHUTARHO- Bis-
TOBE X NOMELWEHHA N5 NPoX0gs NepocoHana, He paboTERIWETD B HWX,

- 3AWWTY MCKOAHOMD CRpER, YNEEQBOMHEY M MAPEMPOBOMHES MBTE-
pUHanos, NoNyNPoOAYETOE W TOTORH Y NEKSPCTEEHHEIX CREACTE OT 38rpaa-
HEHWA NpHA NEpEMBLEHWA BHYTPH 3ASHWR;

- cofniogeqHEe HOpM W NPEEWN TeXH#ERY B230N3cHOCTA W NoxapHod
BeaonacHooTH?

20 COOTEETCTEYET NH HODMASM:

- OCEBEWEHWE;

- OTOMMEHWE.

- BEHTHNALMS;

- cHalimeHwe anekTposHaprued, Bogon?

1 MposefeHa Ne cooTeRTCTEyWWMM oblpasod wapedpoerka TpyBo-
npoecgoa? YHEIEHD NW HanpasneHve noTowoe? MPpoBOOWTCA MM CEHK-

rapHan clBpaboTea?

22 COOTEETCTEYAET MW CHCTEMA BEHTANAUWE W KOHOMUWOHAPOBEHWA
BOIOYEE NPEOLAENASMEM TRES0BAHHAM T

MpoBOAATCA NM PEryNApHsIe nNpoBepid addecTeEH0CTH padoTel
BO3OYIWHE SHNeTpoE? BegeTcA y4eT 38MeHn $UNETROR? Kamwmu
AOKYMEHTEMW ohopMnAsTCRY

23 OfGocofnedo N« NOMEWSHHWE ONA NPOEEOEHMA BIBSWHEIHWAT

CeeneHHEA o TEXHAGNOrMYEe CHOM ﬂ-ﬂ-ﬂp}fﬂﬂ BaHMM

24 MieeTcR MW QOKYMEHT, B HEOTOROM YHA3EH NSpeYeHs TEXHONGRA-
WECHoro oSopyoBEaHWA © YE33aHWEM 3RE00CKHME HoMepoa?

25 CooTEETCTEYET N alopyaoaaHne 380aHHEI Lenam?

26 MMeTER NW PETUCTRALMOHHEIE OOEVMEHTEI HE HEMOYED EOHHALY
chopyooBaHeAT

27 TexHW«seckoe ofcnyreaHne oBopyd0BEHHA NPOBOAWTCA:

- H& NpOW3IB0OCTEEHHDW TEPRUTORKHM,
- BH® NPOHZEQACTESHHORW Tap FIHTL‘IFIEIH?

28 e TR N HHCTPYELHK, PEMaMeEHTHR YL WE:
- NEpAAOE 3ECNyaTaund cBopyansaHKaA;

- Nopaaok clcnyEWeaHdR obopynoBEaHUAL

- NEpRAOKE CHHCTER ofopyRoBEaHKa?

24 MumeoTcA ne QOHEYMEHTE], MOOTESDHOALME NQoES08HRE.
= OMACTEH {IEI:II:-}',D_I:IB-EH AR,
- MOQIOTOERH K NPOMIBEOQCTESHHOMY NDOYSCoY,

- npodiunaKTnel,
- pemMosETa?
A0 MuemToR M rpEEE @ MHCTPYRUME N0 TedHRYScKoMy ofonywa-
BEHWK?
3 DCylWecTENRETCA NH SWcTEa oBopySoEAHWA NO OKDOHYAHHM NPoWa-

BOLCTEEHHON NPOUSCCH B COOTESTCTERM © TpehoEaHHAMa Y
JenaeTcA nW sanuce off ouncTee ofopyooBEaH®A NpU NEpaxXOgE:
- OT OOHOW CEpMH K Apyros,
- OT OOHOMD NPOAYETE K Spyroky?

32 Kazod MeTog NpHMSHAETCA ANA KOHTEONA YECTOTH:
- EMMEMECEAA,
- MHEPCEHCNOrHHecEEA T

53 Doy ecTENRETCEA NH yEOpLE NOMEWEHWA 8 CODTEETCTEMW © Npeg-
NMcaHRAMK?

b
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34

Eak nNpoBOOATCA MEDONPUATHA NO NPEgynpesieHHED NOABNSH WA
FPEI3YHOE W HACE KoM H Y GE—'}'LI.I,E-ETEJ'IH-E'TEH niK perdCTRayuR AaHHsERT

a5

MposoguTea AW BAGHUTOPWAHT MHHFI-I:IﬁH{IHI:II'I.'lHEE-EEIﬂ HUCTOTE MpDM3-
BOOCTEEHHOW 'EFIE,EIH?

36

DCYWaCTENRBTCA N KOHTPONE BOgR
- MMTEEBOK;
- OMMWEHHOAT

ar

CooTeeTcTEYET NW TpeBoBEHNAM CHCTEME MOEHTHMKALWN W MEPEW-
poekd 0B0pyJ0BEHWA ATHHETEAMK cTaTycaT

38

MpoBEoQETCA MW KOHTPONE NapaMeTpos paboTe ofopygoEaHHA B Npo-
Uacce NPOMIBE0OCTES (BHYTPHNPOMIB0NCTEEHHE A EOHTRONR )7

30

NMpuBopkl

MsMeeToA Nd rpadEk NOBSREH CPEACTE WAMBPEHUAT

4

MssinTcA NH MHCTRYHYMM NO YE00Y W TEXHMHSCKOMY oSCnyMWEEHWED
npefopoe? HasogaTtes nW osd okono npibopos?

41

FarmameHTw PY¥ET M WHCTRYEUWMA CNe0yLwisEe SCnerTel.

= NepAadanYHOLTE NPOEeEE,

- cnocof | NepUOOWNHOCTE Npoae0eHna I:EJ'IHEFIEIEKH,

= GEHHES® T CNeYyHaNWCTS, NpOBODALLSM kanqg POBHY,

= NPpegnAcCaEHAA N0 GOEYMEHTHROEEH K ﬁEJ'II.'l".'iFIEI-BHH:

= ABHHE® O NapameTpax, nognesgll vy npoeepEe,

- ABHHEE T TECTOERX MBTEPHENAX, HCNONEIYSMBE NEH NRPOBEREE,;
- DEACTEWA, NPHHAMEEMBIE NEH BxABNEHAA HECHOTEETCTEMAT

42

MsisoToA NW OOEYMEHTRI, NOATEEDHO3WILWE NpoBegedue =Enub-
DOERE?

4.3

PardcTRUpYIOTCA N 8 MYDHANE TEXHRHEckorD obcnyMuBamna:
- [haKTH NOBQEXOEHWA/HERCIPABEHOCTH Npulopa;

- MPOUSCE MCNONB308aHMA W TexohcnyEnBaHNA Npudopos

- JaHHEE No 0HAIATENEHOMY KOHTRONK,

- OUESHES TEXHWHECKOrD CoCToRHMA npuBopa?

44

HisenTcA NY cpefCTEa NoXapoTyiLEeH MAF

45

DokyMeHTayuA

MMeioTeA N B HENWYWE TEXHONOTHYECKWE DEMAMEHTE, TEXHONO-
THHMBCKNE WHCTRYKLMM, ODYTHE HHCTPYELAK U METOOWEM NO BCEd BHINyC-
EAasMOl NpogyHY®KT

4

MisSoToA N JOKYMEHTH, YCTAHABNMEEDLLME:

- MOpAJOE NEDESJEHHA DCHOEHRIX TEXHONOMEYSCEWE CTaOHiA;

- hopMEl PEFUCTRALHA (JOKYMEHTHROBAHKWA | NPOEESEHAA OCHOBHEX
CTAOMH TEXHONOMMYSCHOTD NPOYSCCa;

- NOpRAZOE W GOpME JOLYMEHTHDOBAHMA NPOEeASHWA ECNOMO-
TATEMNEHEY TEXHONOMAYMECKHY CTRIMA;

- DOKYMEHTHDOESHHLIA NOQDRLOE NPOBEEOEHHEA CEHMTApHOA ofpa-
SOTEN NoME L BHHA,

- hopMsl PEFHCTRALHA NPOBEGSHHAR YEOPM NoMeLyEeHRA]

= NOPAGOK NPOBSAEHMA MEXONepaAUMOHHOIS MNE NOCTAgWAHOID
EOHTPONSA;

- hopMsl AOEYMEHTUPOEBIHWA (PerdcTpauwnd) NPpOEEOEHHA BHYTDM-
NpoUIB0ICTEEHHOND KOHTRONA;

- NOpAAOE NPOEEJEHHA MOHHTORWHIE COCTOAHWA NPOUMZE00CTEEHHRIX
NOMSLEHAR;

- hOopMEl PEMECTRALMH [J0EYMEHTHRPOEAHWA ) NPOUECCE MOHUTOPHHrA
NPoMIB0ICTEEHHEIE NOMEWLEHAA;
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CryeHEs

M fin KonT ponssnf sompes: R T ]
O Heat

- NOpPAQOE NPELLARNEHMA HE KOHTRONL NONYNPOOYETE MNM roToE0r
NPoAYETE,

- OOKYMEHTHPOBAHHEIA NOPADOK COCTABNEHWA W NPESbLABNEHWA HA
KOHTRPOMNE MPOTOKONE HA ELINYCKAEMYD CEpHH CHpLd, MEATEQWENOE M
FOTOEOA NPOAYHUHKT

47 MisinTCR Nd B HANWYMWH OOKYyMSHTH, YOTAHEENHESHWWE NOpALOHE
oB03HAMEHWA, MAPEUPOEKY 3THESTERMW CTATYCA, HHESHTAPWIAUWE NPW-
Gopoe W obopygosaH«a?

43 CYUECTEYET NM NOpAOOK NpMcB0eH#s oBopylo8aHMED NPOM3E0OCT-
BEHHEIX HOMEDOE M GETMCTRAUMA NPUCE0EHHLX HOMEDDET
459 FazpafioTan N« ANA HECOOTEETCTEYIOWME NG KEYECTEY MATEPHaN0E:
- NOPROOK BRIACHEHHA NPHYWH HECOOTEETCTEMA MEaTEpWana M ero
AOEYMBHTHROBAHWE;

- NOPAAOK W NPEBANA NX AENsHEHLL A Nepapa foTEe MM YTHMAIFUEA
MaTepHanoe, NpaEnna CENagCcrkiro KapaH THHA?

Bi Kazms ofpasom odopmnaerca npegnicadme no wdcthe ofiopy-
AOEEHWA, NPHBDE0OE W WHBIX TEXHWYECKHE GpeacTa?

59 Mo ToR N MHCTRYHLME no yBopre, cadurapiol obpadoree? Kaxoa
NOpALOE AOHYMEHTHPOIEAHWA Npoyecoos yBopaa T

52 MMEETCR NM EADTA WCNONLI0ESHWA O83WHPHLMDYIDWMEY CPe0CTE,
NPCECOWTCA N GOEYMEHTHPOBAHME PEMYNAPHOCTA CMEHH JeauHfk-
LWMPYHILWE CpancTe?

53 MogroToenad N4 OTY4ET O NPOWIBOOCTES W DOPMWPOESHHN CapuM
roTOEOH NPOOYHUMK, COOSpHaWi;

- ONWCEHEE BCSMD NPOYSCCE YNAKDEKM 8 CODTEETCTEWM C WHCTRYEH-
uuel No YNEK0EKE;

- HAWMEHOBAHME ¥ DOPMY NPEJCTEENSHK]

- OATY WIMOTOBNEH®A;

- HOMBR CEQWH MOTOB0A NEOAYELWE,

- HUCNO eOWHML YNEE0EEHHDA NPOayELHE;

- 3AMNWCH © KOHTRONE NPOUSCCE YNEEOBEH W 8r0 PEIYNETATEN,

- pPEIYNETATH EOHTRONA W HANKYWE DAZQEWEHWA OTOENa KOHTRONA
KEYSCTEA HE KAMOYH HDUTWMECKYH ONepEUHKD B TEXHONOIMMEcEosM npo-
LELoE;

- opoGpeHHed oBpailel YREE0EKRH W MABDKUPOELM;

- NOANUCE NAGE, OTESTCTESHHOMD 33 NPOMEECOCTED, © YHAIEHHEM
AaThi;

- MOHLIA OTYAT O PEIYNETETAX AHANKWEA;

- 3AMNWCE & BOIMOMHOCTM BENYCEE JAaHHOM C2PHH MOTOBOR NPOSYELHMY
a caofoqHoe ofpawjeHeEa?

54 FazpafioTasa AW nporpaMme MEKpoOHMONorMYEcKoro MOHWTORWHIE
WHCTOTE NPoWIBodcTeR T YCTaHORMEH NW NODAZOK QOKYMEHTHPOEAHKAT
HameqeHs Nd MEPONPUATHA B CNYYE3E NONYHEHWA HECOOTESTCTEYRILLWY
pesyneTRETORT

55 MMeaTCA MW Q0KYMEHTHROBAHHEIR nopAgok oThopa npol (oBpazyos)
BHYTRH NPOM3AR0SCTES W NOPRALOE WX A0CTAEKW HE MecTo ofcnegoBEasnR?

56 CYU{SCTEYET MM PErMCTPAUMA PEIYNETATOR BoccneqoeanuA ofpasuor
8 NafopaTopHd, NOPRADKE N8pS4aYd W OCHYMEHTHROBEAHHA DEIYNETETOR
aHanwWaa’t

&7 I:I-E-yI.IJE-E"TEJ'Iﬂ-E'TE‘:Fl Ny NpaUsct NEOHIBOGCTEA B CTRONMIM COOTEBETLCT-
BAW T TEEHONOrMYECEkWM parna MEHTOM 7

58 CofinsaamToR Nd COOTEETCTAYEIUMWE CEAHWTADHEE W TMFHEHRHECHWE
HOpME, 8 TECKE TeXHWed Be30nacHOCTH Npd NpoBEOSHHW paBot o
ChipEEMT

d1
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54

FiMeaToA nW B HANW-HK #H CTRYELHA W cofnogaaTca N NOpAROOK Bil-
B4 ChipbA Ha NpOWIBONCTED HE OCHOBAHWW COOTEETCTEYHILLEE O0Ey-
MEHTAUWMW ¥ pAIPEWEHAR OTOENE KOHTRONS KaqwecTea’?

G4

CofnogaeTca mu CHepeHCTE HCNONEIOBEEHKA ChipRA?

61

OfecnewdBEERTCA NW Mapk NPoPUNAKTHEA BTOPWYMHOND 38FPAIHEEAR
B NPOYECcce LOCTABKM CRHPER HE NPOAZEOOCTESHHBIH :.l‘iEL'Tl:II'lC?

6.2

MogeeprawTcAd AW NPOBEPHE HA MUKPOSHYI 3ATPAIHSHHOCTE BCS
KOMMOHEHTH, BXOOQAWWE B GCOCTEE HECTEPMNEHEXY NEKapCTEEHHBX
CcpeacTe ?

B3

HMimenTca MM HHCTRYHEUYWA No 0506 WSHAD C MATEPHANaMH NEPEXYHOR
YMAKGEKH, FAPEHTHPYoWWe TpelyeMmeid ypoRSHE WX YMCTOTE MO MExa-
HUHECKOMY W MeHpoBHOMY 3ArpAaHEHHD?

R

HFIE,EI_!,IEMEITFIEHH nd cneuWanbHeEe YCTDOGHCTES l:ﬂFIﬂGI'IEIGErﬁJ'IEHHﬂ.
KOHTERHEDE ). WCENOYMEKWKWE BOZMOEHOCTE: BTORMYMHOND 38MpAIHEHWA
MM CMSWABEERAA NOOMSTORNEHH:IX MATEPHANDE NSpEMYMHOA YNaKDBEA
M| W TREHCNOPTUROEaHAA W3 0RO oML EHWA B ,|:I_|:I'!|'EI:IE-‘iI

65

|-||:II:I-EI:|£|IIT{-FI nd HE NpovaacacTese MoOoepHEIELWR W COBEDLUEHCT-
BOBAHWE NPOYELCE NpOoMaECAcTESY

GE

F"ETHETFIHFI:"H:ITEH N HE NpPDW3Is0qCTE: nexfieie WAMSHSHHEA B TEXHO-
NOruYecEdM Npouacce | i fbe OTENOHEHWR B X048 NPOERGSHEA NE0HE-
BOOCTEEHHOW OMepa sl 7

67

CocTaanmAeTeA nM NPOTOEDN HE KEEQYEY CEpMED roToEoro nexkapoT-
BEHHOIO GP—EHGTEE?

68

MumeaTocd MW HAE NpOWIBOQCTES YETEAA PErMaMEHTAUWA WCNOoNmao-
E3HWA OCTATEGE NPOOYKETE OT CEPMHE, BKMNOYEHHEA WY B NOCRagyHilWe
cepHE?

]

MNpoeogeTcA Ny nepepafoTee sabpaxopaddoro npogyera® Odopm-
NRETCA MM pazpalleHs OTOEnE KOHTRpORA kaqecTea? Kak aokymeHTH-
pyeTtea nepepalorea salpakosaHHore npogyera’?

L]

Begerch N4 NECEMEHHEA YHET W KOHTRONE 33 NPOMAPEMDOBAHHEIMA
YNAKCEOHHEIMK MATEPHANIMHA (& HEHECEHHEM HOMepowm cepual? Kax
KOHTPOMADYETCA W DOKYMEHTHPYETCA COOTHOLMEHWE WIPACKOIOBEHHOMND
YNAKCEOHHOMD MATEpHana W MECNE eOWHHL BeiNyIWeHHoro npogyrTa’ Kax
BEIACHABTLR NPHYHMHE PECEOWISHEA TEKOMD COOTHOWEHHA W NPOECOHTCA
BHENWaT

71

ATTECTALMA

FIMEHTCA NW MHCTRYHLMA N0 BTTECTALME TEXHONOIMWECENN NPOYEC-
COB W NPOUECCOE OYMWCTEM, 8 TAKEE NPOTOKONE NpOESABHHEIX STTECTA-
yHA?

T2

MimemTocA N OOKYMEHTH |MHCTRYHLHA, METOOWEW), YCTAHAEBMNMEEH-
i Wa"

- NOPASCE NPOBENEHUA NPOUSCCE aTTECTAUMN 0BOpYO0BAHKA

- MOPASOE NPOBENEHWA BTTECTAYHN TEXHONOTWYECEME NpoUeccoE?

T3

VIMEHITCA MW QOEYMEHTE, NOSTEERWOSKWWE NPOBESEHWE BCSX
ATANOE STTECTALMM TEXHONOTWYECKDTD W MkeHepHoro ofopyaoeadme,
YVHECTEYSIWETD B NPOMABDGCTES WNK OBBCNEYMBEMILNE &ro, 8 TS
BTTECTALMM YUCTEE NOMeWEHHA (NpoTokone 13, O0Q, PO)Y?

f4

MMemTca nu ADKYMEHTE [MPoTOKONE ). NOOTESRHOANLUIHE NpOoBEE-
OBHHE BTTECTAUNH KPATHYECKHAY Npoyecona |'I|:|\'.'ll-'l.‘1E\'.‘l,|:l_|::TE-EJ:I

a2
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Crseven
M nin Ko it ponbe st i SO0 R T ]
Oa Hat
Opyrue sonpockl
TE I'Iu-m'g.-nanu N# HE NpoWIgefeHHY D NDOGYEYHKD!
- PEENAMABUWME CO CTOROME NOT FIE'I:iHT'E'nE:;'I.
= NEPFeTEHIMA BOMWHWCTRATHEHEIX W HAOA0PHE X Dpradog,
- TPE'EEIEE HARA N &8 HWIBATHHD GO CTOROHE [OCYABPCTEEHHEIX
ORTEHOE,
- OTES3:l B NpoAEOEaHHA cha3aTenbHOE CEpTHPUEILHN N0 NPUMHHE
HECOOTESTCTEWA KEHSCTEE T
Té Mocne NpoBE0SHHOND BHYTREHHEND AY0WTE (CAMOWHCNEELWM) BRnW
NE NPUHATE! MEQE ¥ NOCESASHE EODPSKTHPYHILWAE MEpOnpHATHA no
YCTRAHEHWHD 3aMEYaHHRAT
FyHOBOOMTENE FPYNNE BHYTREHHEIS BY QU TE. DIHAKOMINEH
HYneHel KoMACCHA: P}'HIJ-EEI-,CI_I-'ITEI'IE- KOHTRONHEYYEsord
nogepazgenedMa:
T abnwuuya LBE— KoHTpONEHEA NWCT 4NA cKNa0a
Chseea
Mz nin KonTponsses i sonpoc Taseuannn
O Hat

OpraHM3aUMA, CTPYETYPA

i CyLecTEYET MW CXEME ORrTEHNZALWOHHOR CTRYETYDET

2 MMaeTER N B HANEYHA HHOXBMAYANbMHE S QOMKHOCTHEIS HHOTDYELHHA
HE Kamgond CNeydenucTa ¢ yeasaddes oOORIEHHOCTEA W OTBETCT-
BEHHOCTH COTRYOHNEDE T

3 Mmeetcr nW cnncok M obpasus NoANMCER COTPYGHHEDS?

| HocTaToMHoe NA KECNESecTa0 NepCoaHANS HA BC&X ONepauWse (roe M
CHONBKED HE :.EETEET]? Bainw N H3MEHEHWA B NRYHOM coGTaEs?

CYLUyECTEYT MW MHCTPYHL MW, DETNAMEHTHD YL HE HHOWBALYaNEHYHD
TMIHEHY, NPAEMNE NS NOAQSpHAHHD YwcToTe? OTEEQeHE NM MEcTa gna

NpUEMa MHWLKH, KypesHAR?

(4,

Mocnone3ynTGA MW CPEOCTES WHOMBHAYENLHDR 3310M Thl?

MpoeoguTCA NH MeOMUWHCKHA CCMOTP NEpcoHana o TOMEM 3pedEd
npurggHocTe K pafore? MNpuHumanuce NW MEpsl B CNyYES HEYOOE-
NETEOPHTENEHEE pPE3yNeTaToE?

OB yueHwe
& MrgeToh MW B HENWSWE YTESDHOSHHA TO00B3A NPpOrpaMMa ofyie-
HW#A, B TOM Y@cne no eonpocam Tpedosaswn MOCT P 522487
] MManTER Nd NECT= YH8TE #WHOHBWAYENEHOTO ofydysHeR COTpYQ-
HHEDR?
10 KoHTpONHPYETCR MW YOROEHWE 3HAHWAT C Kakoh NepMoQE-HOCTER
11 MposoguToa NM MECTRYRTEE 00 Texddks GesonackocTi? C kadod

pEfYNAPHOCTEG T MMEKnTCA NE NpoToE0NE?
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Npodonwenus mainuys L8

m'n

KarTponeHsd nanpoc

Ouaska

Oa

Het

HEMEEHEA

MNomeweHnA cENAQCERX 30H, oBopyaoBadme, nprdop

WMiMemTca NM HE NPpEANpHATAW CENAOCKWE 30HH, oDBCNEMMEEHLWE
CREY#ansHele YyCNOBKMA ApEHEHHA [TEMNSpaTYRY, BEREWHOCTE )T

MNpoBEoOWTCA MW MOHWTOPWHT YCAOBMA CENEACKOND XpaHeHWa (TeM-
NEpaTypHOMD DEHWSE, BNEKHOCTH BoagyxLa)?

MiMenToa NE B HANWYMN WIMEDUTeNEHE B cpegoeTEd, npefopel, BRCH Y

Kakum ofpasoM oCyWBCTENASTCA NOPAQOK KOHTRpONA, KansBpoBgm,
TeXHWYBLKOTD OfCnN yHRESHHEA:

- oBOZHAYEHHEM, ITUHKETHPOBAHWEM, NOPAOLZOM NPMCEOEHWA HO-
MEpE;

- CHCTEMOM HYMESpalUKe HA CEnags;

- BE0SHAEM HYPHENCE NHMECPOE W WIMSPHTENEHEE CPEACTEY

MiumesTca N NpOrpaMME TexHuwseczoro OSCNyMMBEEHHA: FOOO0BLIE,
EEEMECAYHEIS, BHEHEQENEHEIE, SHAOHEEH0E TexodonyEuEaHHE T

DokyMeHTHPYETCA MM 808 HEQNeRaWWe oipaom?

HMiumenToca nW CENASCEHE WHCTRYRYWA no padoTe CkNagoE, BENKWAR
CHEMY CRNagnposaHns W ofpauwenus MaTepdana? PaspafoTad md no-
pARook ofpawesna ¢ Hasmn? Hagnesewue N ofpazosm XPaHATCR WH-
CTRYHELMMT

Kakum ofpaion Ba0eTon CRnaacEod yueat:

- HA NACTAX Y4ETE;

- B EOMNEHOTEPHOR choTeMe?

Hagne=sawmm ni ofpaaoM XpaHATCR JOKYMEHTE?

FiMeaToa Nd MHCTRYHYWA Mo TREHCNODTHROEKS METEpHanos?

JcywecTENABTCA MM QOKYMEHTMROBAHWE NOCTYNNEHAA 1 QERKEHWR
NEOSYHLHM W YNEKOE0YHEIE MATEpHANDET

HimemToa NE 3andcH OTOeNs EOMTPONA Ka4eCTEE O NPOEEpHE COOT-
BESTCTEMA CHPLA, NoNypEEpHEETOR W YNEEOBO0YHEY MATERHANDE NEpag
EbI4A4EH B NPOXIE0ECTEG?

BegeTcA N NMCEMEHHBIR yYaT NPOAYELNE, METERWAN0E, YNEKOBEM
ATHKETHPOBESHMA (BbLA34A W BO3EDAT OCTATHDE)?

HIMEemToA NW 8 HENWYMK BCE SHANWTHYECEME NHCTR, NECNOQTAE @ Cap-
TafMKaTel CODTEETCTEMA HE ocBod 0O EHHEIS NEEARCTEEHHEIE CPadcTeE,
CHp:E, YNAKOECHHEIE MATEDHaNKT

FaapafoTad Nk NopAOoK DOKYMeHTHpoEaHE oThopa ofpasyoe BHyT-
pe cEnana, y§4et oBpasyuce, QOKYMEHTHROEAHUET

DcylwecTENABTCR MM OOKYMEHTWDOBEHWE pe3yneTatos obfcnego-
BAHWA W Npeanucasni’?

CofningaeTcl M nopAgoE yEOREM CENALCKEY MOMEWEHHAT

DcylecTENASTCA NW JOKYMEHTHROBaEHME yOOpEM B COOTEETCTEMM
MHCTRYHUWAMK, BEQEHWE HypHENS YEOPEM W QeawHberynu T

MNpopogaToa NA gesusEde iue?

HmeaTea Nd CnAcol BeisHEnyUipy o wns cpenere?

FaapafioTaHa NW MHCTRPYELSA N0 MEDONPHATHRM NOCNe NPOBESEHUR
OeznHperlHE?

MpoEsOWTCA MM YHAYTOREHHE TBI3YHOB Y

CeeneHdR o AOMELEHAAX

BrinondaeTca nW otlop npoeb (ofpasyos) NpoOyEUKRKY W METEpHANoe B
COOTRETCTEMM C YCTAHOENESHEIMA TpehoBaHeAA Y

HMimewTea nd ofocolnedHdsls noMelweHHA (308 ¢ obecneveHdeM
TpeboEani YHcToTH Y

HimeaTon N “eTHEA MAPKMEOBES NOMeWeHMAT

MpoeogwTeA MW B CpOE 3aMeHa uneTpos?

DokyMeHTHRYETCA MU 38MeHE funeTpoe?

dd
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Crerea

M fifn KT [0 b e O s AasesAHNA
Oa Hat

14 MononeayKTCA NH NOMEWESHWA BCKNKDYMATENEHS B COOTERTCTEMM ©
NPELyCMOTPEHHBMKA LENAMAT

WMMEDTCR MW Bbl08NesHLE 30HB

- NpHeMAa DONYNPoAYETOR W YNAKOBOMH=IX MATEpMaENoB © EB0a-
MOHHOCTEH OUWCTEM BHEWHER YNEHCBEN,

- ZPAHEHWA NONYNPCOYETOE;

- KPEHEHWA TOTOBDA NPOOYELWK, HEXOORLWSACH B KEPaHTHHE,

- KpaHeHWA DnoBPEHHDR rOTORBO@ MO LY LUK,

- EPAHEHWA YNAKOBOYMHEK MATEPUANOE, cHafMeHHRX THNOrpadg-
CHMMH HEANWCAME, JpyrdE ByMEHHRIX METEDHENDE (M30NWPOBAHHEXE OT
AOCTYNE NOCTOROHHWX ML)

- ZpaHeHnd oTHpakoBEaHHOE, BOIBPALLEHHOE WNM OTO3IBAHHOA Npo-
OWHELHKT

COoOTEETCTEYHOT MW YCNOBWMA XpAHEHWA YCTAHOEBNEHHsIM Tpebo-
BEHAAMT

19 CofinsaRnTeA NM MERHE N0 TUTEEHE!

- DTCYTCTEWE 3ANBIMEHHE X NOBERXHOCTEN,

- HAMWYHE HABHTHRUEAURMOHHE X ROHTEAHEpoE gna cBopa 0TL0008 M
MyCOpa;

- OTCYTCTEHWE HACSKOM BN

- HAMMYHE AHCTRYELAR N0 CEHATEDWA W TUFHeHe T

20 COoOTEETCTEYET MM HODMATHEHEIM TpebosaHRAM:

- OCEBEWSHWE,

- OTOMMEHWE

- BEHTHNALUWRA;

- cHalxeHre INSKTPOIHERTHER, BOGOA;

- TEMMNEpaTypa, BNERHOCTET

Kag nNpoBEGOWTCA KOMTPONE BOOB, B TOM  WWCNE, MUEKpOSWO-
MorHYeckA’?

b3 Kaxas ofpaz0M OCYIWBCTENASTCR MOBHTHRWHALWA W NPUMCEODEHW®E
CHNSACKDND HOMEBPA:

- HEMMYHEM YeTHOW MEDKMPOBEKM Chlpbfl, METEDWANOE W ToTOBOWA
APCOYELHE;

- MCTONBIOBAHWEM 3THKETEM cTATYCA, Oof03HEYaNWER EEY8CcTEO
npoaykube M ee ocaoboxgenie (UBETHRIS CTHEEPE )T

Moe W Hes ocywacTanAaTo «onofpasies NRoOYELHKET

Mpos0gAT N MEBPKEPOBEY CRMAANCKHAE YHACTHORT

n poMHE CBEOEHAA

22 Oy acTENANSCE MM ATTeCTAUHA T MMESTER N QOEYMEHT?

29 MNposodMnece NW S200MCTESHHEE EOHTPONEHLEE NPoBESpEM, EBHYT-
pEHHRE NpOEapENRT

MMesTcR NE NPOTOKON NPOEEPKE B PACNODAMEHWA DYKOBOOWTENA
cknana’t

MpoBOIMNKCE AW KOPPEKTHRYIDIWME MEQONPHATAR N0 NPOTORONY T

PyROBOAWTENE TPYNNE BHYTPEHHET G BYJUTA. O3HAKOMNEH

e Hel KOMMACCHN! F"!.'HII:I BOOWTENE EOHTRONHPYEMOND
nagpaznensHAg .
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3.2 KavYecTeO NeKapcTEaHHOro cpagcTea (quality of medicinal product): CooTEeTCTEME NEKAPCTEEHHD-
rocpencTea TpefosaHnAM cneurdukal e, apMakoned ol CTaTEM MK OpYToro GoKyMEeHTa.

J.3cucrema obecnevyeHnA KavecTea (quality assurance system ): KoMnnes opraqiaaymoHHBbI  TExHR-
YECKAX MED, 0BECNEYHMBRIOWMX BEIMYCK NEXapCTBeHHBIX CO80CTE B COOTEETCTEMM C 3a0aHHBIMK TRS50BaHMAMIA.

3.4 KpUTHYBCKWA napamertp (critical parameater): NMapameTp, BNWSIOWKA H3 KAYBCTED NEKARCTESHHOND
cpencTea.

3.5 ypoBeHL A0KRCTEXA (action lavel ) JHAYEHWE KOHTPONKPYBMOID NApaMETRa, NPW AOCTHKEHWA KOTO-
poro TpebyeTcA HeMeaneHHo: ONPeqeneHne 1 YCTPaHeHHa NDWYMH BEMAY ONAcHOCTH BblX00a napasmarpa aa
ACNYCTHMBIE NPEOEnb.

3.6 ypoBaHL npeaynpesneddn (alert level): 3HadyeHre KOHTPONWPYEMOTO NapaMeTpa, KOTOpoE CBMOe-
TENLCTEYET O BOIMOMHOA TEHOSHLUMW 8o BHX00a 33 JONYCTHMEIE NPe0ens), 4To TpadyeT asan4aa npu4HMH
WIMEHEHWA NAPaAMETRA W, NP HEOGXOAMMOCTH, NPMHATHA COOTBETCTEYHILIMXY Map.

3.7 npoMbIlLNeHHEIA pernaMeHdT, TeXHONOrMYecHan WHCTPYKUMA M MHCTPYELUMA NO ynakoBKe
{manufacturing formulae, processing and packaging instructions): [loky MEeHTE, ONPEAENAKLLWE BCE HCNONB3Y-
BMBIE WCKOAHEE MaTEPWMATE W ONePaLMK NO NPOMABCACTEY W YNAKOBKE NPOLYKLIMA.

3.8 HHCTRYKUKA, MeToOMKa, npoueaypa (procedure, standard operating procedure — S0P ) JokyMmex-
Thl, COASEHALIME YEIIAHKA MO BENOMHEHMID OTOENEHE X BMI08 ONSpaLMA (HANPUMED, NO OYWCTES, NEpeddeaa-
HHID, KOHT OO GKPYHaKHLeR cpadk, oTHopy Npod, NpoBene Ml HCNEITAHWA, KcnNyaTauvu oBopyaosaHiuaj.

Npumedasde — B aHMoRILYH0E NETERATYEE MCNONkIyeToA TepumdH «Standard Operation Procedure —
SOPs MNpuMesaHde B pyccEom A3sEe TEpMUHE « CTEHAADTHEA ONEpAUKMOHHAR npoYeaypa — COMN e, ABN AW SMOCA SAME-
HOW narmHcHEs Gyse HMpANnEUed, He WHMEBET COOapEATENEHOTE CMEICNE, He O0BaENAET HOBWAHE B 0DWENPHHATHE OTE-
WECTEEHHEIE TEPMEHE W HE PEHOMEHOYETCA.

2.9 npoToKon Ha cepuio record): DoeyMeHT, OTPaMaKHLUWA X080 NpoUIBoOCTES EANO0H CEpMA Npoaye-
LMK, B T. 4. PAIPELWIEHHE HA 88 PEANUIALHIO, W BCE (DaKTOPE, BNHAIKLWME H3 K3YECTEO MOTOROA NPOOYKLHH.

Mpumeyssde—BnpoTokon HE CEpMED CNBAYET TAKKE BENOYMETE JAHHEE O NPOBEOEHHH NORIOTORMTENEHEIX
paBoT nepeg NPOM3E00CTEIM CEPME, BNWAKIL WY HAE EEYECTED NPOGYELAW [04MCTLE W cTeprnriauna ofopyaoearsn, yBop-
HE NoMEWBHWA B Np.).

3.10 arrecraumnn (qualification, validation): MoaTeepexeHWe CODTEATCTEMA 3a0aHHbIM TpEBoBaAHNAM.

NMpumedanns
1 HapaanuwuHbex STENSX NPOSKTUPOEEHEA, MOHTAHE W BBOLE B SKCNNYATAULWD 0O beKTOR NEpOBOOATCA:
- aTTecTauwA npoesTa (D0 — Deslgn Qualification);
-ATTECTALMA B NOCTPORHHOM cocToRHMM (10 — Installation Guatkification);
-ATTECTAUMWA B OCHAWBHHOM COCToRHMK (OO0 — Operaton Qualification),
-ATTECTALHA B IECNAYATHPYEMoM cocToAHEn (PO — Performance Qualification}.
2 [nanposegedHdEn atTecTaydh TpelyioTea nporpasMma arrectaymi (valldation master plan) i METOOWEW ATTECTA-
LU
aBanWAaYMOHHE A MBCTER NNEH: — HEDEKGMEBHOYEMEIA TEDMUH.

4 cﬂHEFH{HHHE cucTembl obecneveHMA KavecTea

4.1 HaaHavyeHWe CHCTEMLI 0BBCNBYEHWA KAYBCTEA

CucTeMa ofecneYeHda Ka4ecTEa B NPOMIBE0ACTEE NEKApCTEEHHEX CPEOCTE OJOMEHA rapaHTHpoRaTE
BEIMOMHEHKE 0CHOBHLIX TPeG0BAHWA K BINYCKAEMON NPOLYKLMIA:

= COOTBETCTEWE ChREeundrEaL WK ((papMakonadHol CTaTeE), B T. 4. OTCYTCTEHE NOCTOPOHHWE BENIOYEHKWA
DHIRSECHON, XMMWYBCKON W MHKPOBRONOrMYEcKOn NPUPoLaE, BhIXOOALLMY 33 YCTAHOBNEHHLIE NPELENbL;

= COXPAHEHHE CROMX CROACTE B TEYESHNE YCTAHOBNEHHOND CPOKA MOHOCTH,

= HAMHYHE NPABMNLHOA M YETEOH MapEMDOBKA.

CywjacTeat e 0Co0BeHHOCTI, OTNWYAKLLWE NEKAPCTEEHHEE CDEOCTEA OT MHOMX ADYTHX BMO0B Npo-
OYELIMA, COCTOAT B CIE 0y KLLLEM.

= CINOWHON KOHTROMNL FOTOBR NEKapCTEEHHLX CPBACTE HEPAIPYLLA WM MK METOLAMHA N0 BCEM NOKa3a-
TENAM HEBOIMIHEH, T, 8. KOHTDOMNE KAYECTES MOMET BRMOMHATECA TONBED No B opre onpegensHHoro Yuena
OBpaIU0B M3 CEDWA NPOOYELIMMK,

~MOTPEGEMTEN: HE MOXMET NPOBEPWTE KAYECTES NeKAPCTREEHHLIX CHEACTE, OH NONHOCT 0 JOBEDAST CONPo-
BOOWTENEHONA QOKYMEHTILKA NDOWIB0LKTENA.

BriGopoyHelil KOHTPONE HE QAET rapaHTHK TOMD, YTO OedEeKTHaA NPOAYKUMA HE OKAMETCR HA DhIHKE.
B CBAIM C 3THM KaYeCTED NeKapcTEeHHOMD CPeacTea gonsHo BeiTe obecneyeHo TEXHONOTMER W Opradnaau e

2
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Kappakrop M.B. Syurar
KomnporepHas sepotea M40, Hanedeusod

Caaro p sabop 03.05.2006. Moanmcans & nesars 19062006 Hopmar G0 = 84 }g Bywara odretras.  Fapsdrypa Apaan.
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NPoOWMaBoACTEa Tak, 4Tobbl NPOOYKLWA, He CODTEETCTEYIOWARA YCTAHOBNEHHEM TpaboBaHHAM, HE MOrma noA-
BWTECA.

4.2 NpuHuune! oSecneYyeHwA KAYECTBEA

ObacneqYaHWe KEa4ecTaa NeKapcTEEHHBX CPEOCTE OCHOBAH0 HA CNEgYIoWNE NpMHLKMNAX:

a) Yeteoe onpegenedue oBAIaHHOCTER M OTEETCTEEHHOCTH DYEDBOOWTENER W BCEX COTPYOHHKOR Npen-
NPEATAA. MOHWMaHKHE BOEM BONNEKTHBOM 1, B NEDEYHD OYepa0b, DYROAOINTENEM NpeNDUATHR, NEPBOCTENEH-
HOWN PO CHCTEMBl 0BecnedYaHia KaYeCTBES B NPOWAE0OCTRE NEKSDCTREHHBIX COROCTE.

b) DokymedTaneHog chopMneHte Boax NPOoLScCos NPONIB0oOCTEA, KOHTPOMA KAYECTEa W Np. B KOHEPET-
HOW, HCHEPNBEAKWER W NOHATHOR ANA Kaxaore paboTHMES opMe © ABTANUIAUMER KEaXI0H ONepauMi MK
K ooro Tpebosamua Tak, YTobel NnGos OBRCTEWE BLINCNHANDCE B COOTEETCTEMM C QOKYMEHTOM W OBACTRIAR N0
YCTHOMY PACHODAREHHAID UK NS NHYHOR TRAKTOBES MCKMTICUaNHCE.

¢} Opradnaayna NpoMIRoaCTEE B COOTRETCTEMH C A0KYMEHTAUKEA NPEONPUATHA W ABACTRYIOWMIMK HOp-
MATUEHE MW DOKYMEHTINA.

d) ObecneyeHe NPoCnesHEasmMocT BCErne NPpoUecca NPpoMIBoOcTES M KOHTRCNA KaYecTEa a3 cYeT
NONHOrD J0KYMEHTHROBAHWMA BRINONHEHWA BCEK ONEpayni M NoNyYeHHBEX PEayNsTATOR OT NpHEeMa MaTepra-
NoBE g0 peanHIaUME NEoOYELHK,

&) KoHTpONk MCXOOHEX W YNI3HOBOYHEX MATEPWAN0E, NPOMEXYTOYHOR | FOTOBOIA NPOOYKLWA B NOMHOM
COOTBETCTEMW C YCTAHOBNEHHLMIK TpefosaHHAMK. MCnoNL30BaHHE MATEPUaN0Bs, COOTBETCTEYIOLLWX YCTaH0R-
NEHHEIM TREEOBAHHARM. CKNIOYEHHE WCNONEIOBAHKA WHEX MATEDMANOE.

Q) BeinonveHwe Tpebosanmi TOCT P 52249 k noMewanuam, oBopynoBaxnio M NpoUaccam A0CTHIaeTcA
HANM4YKMEM NPOSKTa NPOW3B0OCTES, COOTEETCTRYIOWEND HODMATHUEHLIM JOKYMEHTAM, M 850 O0MNMHOA peankaa-
LHMEH.

h) ¥EOMINeKTOBRAHHOCTE NPOWIBCLCTES NEDCOHANDM, HManLWHMM HEoDXoOMMYI0 NOGroToORKY W QHUCLKMn-=
MAHY.

i} MCnonHMTENsCKan QUCUMNNMHE — 08A3aTENEHOE W TOMHOE BRINCMNHEHWE NEPCOHAN0oM CBOMX 08A3aH-
HOCTEA, NPUKAI0E, PACNODANMEHWA U OpYTMX AOKYMEHTOR, 3 TaKKe HHopMUpOBaHWE DYKOBOACTEA O CHTYaLM-
AX, CEAIAHHBLIX C HEBBINONHEHWEM NOPYYEHHOMD Aana. KoHTpOoNke BeINONHEHWA NEPCOHANOM YCTAHOBNSHHbIX
TpeGoBaHMA.

I TIOCTOAHHEIR aHaNKWa Ka4YecTEa NPOOYKLWMK, CNYyYasa OTENOHEHKA OT CNeyndUKaLmMia 1 NpMYHH exnas-
MALWA, OpTraHMIALWA OTILIBOE NPOOYELWH, HE COOTEATCTRYHILUER TpaboBa A, aHanNKa pUCKOR W onpegena-
HHE EDUTUYBCKAY TOYSK, NDOBESEHKE CAMOWHCNEELIWA, T. 8. HANWYKWEe NOCTOAHHOA oBpaTHON CEBAIM Mamay
peaynsTaTamMd patoTe, COAHOA CTOPOHL, M TEXHONOMMYECKNM NPOLECCOoM, NEPCOHAN0M, MaTEDHANaMH M ApY-
FHMKA pECYPCamMi, C ADYrod.

k) KyneTypa npovasogcTea:

= YACTOTA HA NPEONPHATHA (TEPPHMTODKMM, B NPOMIB0OACTRER, BCNOMOraTENEHBIX, CKNAACKHY M DRTORLIX
NOMELLYEHWA 1 np.);

= MAYHAR MTMMHEHA, SKKYDATHOCTE W Np..

= KyNeTYpa BIAWMOOTHOLIEHWA (KOppexTHaA pafoTa pyHoOBOOWTENEN, COo3naHWe BNaronpuATHOMD NCHXo-
NOrMYECKDND MUKDOKNKMMATA Ha BCaX YPOBHAX).

4.3 CTpyxTypa cHcTEMbl oBecneyeHNA KavyecTea

CrcTema ofecneyeHHa KaYecTea NpW NPOMIBOOCTES NEKADCTREHHBIY COEOCTE COCTOMT WA CReOyIOWM:
ANBMEHTOR.

4.3.1 Mudopmauwa o npaanpHATHMA

eWHdopMaUmWa O NPEaNPUATAHD — QOKYMENT, COOEPHALLMA OCHOBHLIE JaHHEIE O NPEANDHATAN B CO0T-
BETCTEMM G Nogpasgenom 4.4,

4.3.2 PaboTa c marTepWanamM

OanHei paanen exnioyasT B cefa QoKyMeHTaUMID, PErnamMeHTHEYIOWY K B3aUMO0THOLWEHWA © NoOCTas-
L MKAMA MCXOOHBIX W YNAKOBOYHEX MaTEPHANOE, NOPAOOK NpHama marepuancs, oTbopa npob, KapasTUHHOM
XPAHEHWA W ND. OT 3aKNK0YEHWA 40roB0poa (0hopMNEHHA 3AKAI0E HA NOCTARKY MATEPHANOE) 00 BbIAAYN MaTE-
PHANOE B NPOW3B0OCTED B COOTEETCTEMM C pasgenom 5.

4.3.3 OpravM3ayMa NpoMIBoaCcTEA

HaHHest pasnen BNo4asT BECE KOMNNEKS GOKYMEHTALMK, PEMMaMBHTHDYIOWEH NPOMIBOACTEO NEKapCTBEH-
HislX CRBACTA, OT NOMyYEHHA HCXOOHEN MATEPUANOE HA CXNAAE MATEDHaN0a 00 COAYW NPOOYKLMA Ha CHNAN M NOMy-
YEHWA DAIDSLIEHNA HA DEANA3ALMI0 FMOTOS0R NPCOYKLMK B COOTEETCTEWA © pazenom §.

4.3.4 KoHTpOnk KEA4YeCcTEa

Pazgen cogepsuT QoKyMEHTALMK No paBoTe KOHTPONbHLX NABopaTopWi, BXMN0YAR KOHTPONL MaTepKUa-
NOB W roToBOA NpOAYHUMK B COOTBETCTEMM C paagenom 7.
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4.3.5 AHaNW3 KAYaCTEA

Benidyaet g celA NpoBedeHMe aHANH3a PUCKDE, CNY4ass OTENOHEHWA OT cneusdrEaumi, pernamagi M
OpraHW3aUMD OTILIBOE NPOOYKLWK C 0a3paboTEOM Mep No NOBLIWEHWID YDORHA paboTel B COOTEETCTEMM C pas-
oenama 7,11,

4.3.6 AyonT

MpoEEOeHHE BHEWHEND W BHYTDEHHEND aygKTa No3eonAeT CRORBPaEMEHHD OOHADYHNUTE OTKNOHEHWA B
MNpOMABOOCTES W CAAIAHHEIE C HWM DaKTOpR OT YCTAHOBRNEHH B TREB0BaHMA W NPHUHATE HEOTXOOWMEIE MEPR B
COOTEETCTEMM C pasgenos 13.

4.3.7T NogroToBka NpoM3IBogcTEa

B noHATHE «NoAroToBEKa NpOM3ecacTBay BXOQAT paspaboTha NpoekTa NpoWaBsnacTea, CTPOMTENECTRG,
OCHAWeHWe 0BopYAoBaHKEM ¥ NPUEopanMK, paipaboTka JOKYMEHTaLWK [METOOME ATTECTALMK KDHTHYECKHK
NoMEWEHWR, 080DYQ08AHKA W NPOUECCOR, MHCTRYELMA 1M Np. ), NpoRageHHe aTTecTauWu ¢ o opsneH e Npo-
TOKONOR, pa3paboTEa NNAKOE OpTAHWIALMOHHD=-TEXHMYECKMY MERONDUATIAR No 00eCnNeYS Mo KaYeCcTaa 1M pas-
BHTHIO NDOW3BOOCTES W Np.

4.3.8 Napcoxan

PaapalboTea, peanHaayka i KOHTRONE BEINONHEHHA TReBoaHHA Kk npodeccHoHansHod NoaroT0BKE Nep-
COHANA, CHCTEMEI DBYYEHHA, MHCTRYELWA NO NOBSOEHWID, NHYHON TMMWeHE U ND. B COOTEETCTEMA C pasgenom 3.

4.3.9 CHcTemMa KONTRONA HCNONHEHAA

CopepwHT 0opMNEHHEE SOKYMEHTANEHD ¥ DEANHI0BAHHEIA OPraHH3IaLKMoOHHD NOPROOK KOHTRONA
MCRONHEHKA 1 MEDE BO3NSACTEMA HA HADYILWTENEA B CODTERTCTRMM C paagencm 10,

CTpyETYRa CUCTEME!l 0BECNEYEHMA KAYECTES NPHBoUTCA B «MudopMayvM o npeanpuatids. Oua gon-
WHa GhiTe QOCTYNHONE ONA BOCNPWATHA W HATMAGHOH, TAK KaK CNOMHBLIE, JANYTAHHBIE W HEACHD WANOMEHHLIE
e DS T bl HE BOCT DMHAMERTCA, M K HWM, K3K NPaBKNG, 0THOCATCA opMansHo. MNMpuMep Gnol-Cremel CTRYETY-
Pl CHCTEME 00ECNBYEHWA KA4ECTRA NDHBE0EH HA pUCYHES 1.
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4.4 Hndopmaura o NpeanpUATHM

B a«MuopMausy o npeanpuaTHEs NPUBOOATCA GOV WME OAHHBIE:
= HAWMMEHOBAHKE W A0QEC NPEONPHATHA;

= HOMEHKNATYDE BRIMYCKISMOA NPOOYELKWK (8N O0MYCTHMO ),

= AHHLIE O YHCNeHHOM COCTaBE [BCnNK JoMyCTHMO ),
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- OpraHWIayuoHHan CTRYKTYDa NpeanpyATHA;
= OTRETCTEEHHOCTE PYHROBOOMTENER CiyMbes KOHTPONA KaLeCcTea;

= NgpeqeHk OCHOBHEIX CTAHOAPTOR, HA KOTOPLIX OCHOBAHA CHCTEMa 0DECNeYeHHA KaYecTaa,

= CHCTEMATHIKMPOBEAHHEIA NEDEYSHE 0Ky MEHTOR, N0 KOTODRIM BEgeTCA paboTa NpeanpUaTrA, Nogpasge-
MEHKA K OTASNEHBIX HCNONHATENSA, NPOB0LMTCA ATTECTALMA M MCNEITAHKMA 0BopyO0BaHKMA, BedeTeA ObyJYaHue
nepcoHana v np.; npd SonsWLoM KONWYECTEE JOKYMEBHTORE MOMYT NPHBOAWTECA BUALI (HAMMEHOBAHUA rPYTN)
DORYMEHTOH,

MpunoweHuAaMA K « MHDopMagng o NpeqnpUATANE MOTYT BkiTe:

= NONUTHEE NPEANPWATHA B 00NacTH kavecTea (HeobAIaTensHBN JOKYMEHT):

= CEBOQHBIA NBpeYeHE BCEX OOKYMEHTOR Ha NPEONPRATAK [MECTRYKLMW, METOQMKN, NPHUKA3L MNP, ) C CUCTE-
MO KDOMPOBAHWA JOKYMEHTOR (NPKY HB0GX00nMoCTI).

KoHkpeTHo: cogepsanne « Mudopmayvy o NpegnpUaTiaK y oNpegenaseTcs CaMimM NPegnpuaTHEM.

CopepwaHne «MHupopmayin o npaanpuaTiiy, pakoMeHIyemos BoemupHod opraqaadKueil agpanoox-
paHeHua (BO3) [1], npHBegeHD B NPHNOMEHMM A,

Ha npeanpuatid AonHHo GeTe oNpegensHs Nuuo, oTEEBTCTEEHHOE 3a paspalbotry «Mudopmaumm o
NpeanpuATHM: . PYKOBOOWTENAM NOOpa3deneHdd cnegyeT NPUHUMAaTE aKTHBEHOS ydYacTwe B paapaboTee
s MHDopMaUKK O NpEanpPHATHR S,

aVHpopMaUMa o NPegnPUATHRE J0NHHE BblTe, N0 BOIMOMHOCTH, KPaTEDHR M HANKCAHHON B ACHOH thopMe.
Oasubiia OoOKYMEHT J0MHEH BbiTe NONE3IHBIM ANA COTPYAHWKOR W PYHOBOOWTENESA NPEANPUATHA W MCNOMNLI0-
BATECA B NPAKTHYSCKDRA OSATENBHOCTH.

Bawmeim aneMeHTOM ABNAETCA CMCTEMAa YNPaBNeHkuA OOKYMEHTAUMEN (B TOM YWMCNE KOJWpoBaHWA),
MNO3BONAKLEAA Nerko HAX0OW TE HYMHBIR JOKYMEHT B 3ABMCHMOCTA OT NOgPa3genaHda WNW NpoUecca, KoHTpo-
NAPOBATE BHECEHWE MaMEHEHWA W Np. CUCTEMa yNPaENeHA JoOKyMEHTALMER QOMEHE ONPeienATs eauHBe
TpadopaHuA K paspaboTee, o00poTY M AKTYANUIALWA OOKYMEHTOR. OHa MOKET BbiTe 0OOPMIEHa B BUOE CTaH-
O3apTa NpegnpDUAaTHAA [ODTaHNIaLMK ).

EMHbopMaLMA O NPEONDHATHM Y O0MHHA BeiTe OTEDRITRIM OOKYMEHTOM, OOCTYNHLIM ONA NOMNBICBAHKA
(33 MCKNIYEHKEM OaHHBX ONA CNYHaBHOT0 NONLI0OBAHKA).

4.5 OpraHnaaunoHHanA CTPYKTYPa NpeanpuATHA

4.5.1 HasHadeHwe OpraHMIaudoHHoR CTRYITY Dl — 08Tk BOIMONMHOCTE KEMO08Y NOHATE CREMY VWTIDABRMEHWA
NpEanpUATHEM, BA3MMOCRAIM, NOOYKMHEHHOCTE 1 CEBDE MECTO B HEH.

4.5.2 OpraduaauvwoHHan CTRYETYPA NPaanpUATHA MMBET HBCKONEED YDOBHEI:

- PYKOBROOMTENE NPEanpUATHA,

= IAMEBCTUTENA PYKOBOOAWTENA (MABHEIA MHKEHED, JAMECTUTENK NO NPOXMIBOACTAEY, KAYBCTEY, KOMMED-
yecxod paboTe, KanWTansHoOMY CTPOWTENECTRY, O0LWKMM BONPOCaM, PA3IBWTH 1 Ap. );

= HAYANEHWEM NOOPAINENEHWA (LexXoB, 0TOenos, nabopatopi, cnyxd 1 Op.), 3aEe0yoWWMe CKnagami 1
rMaBHbiE CReUHManHcTsl (MNasHsIA TEXHONO, MaBHsR MEXaHWK W Np.J,

= CTPYKTYPHBIE 8OWMHHMUE NOOpa3gensHEi (oToens, Biopo, CeKToR. M Mp. );

- MCMOTHWATEMIA

OpradnaaurMoHHan CTRYKTYRa A0NKHA OTPaMATE BIAMMOCEAIN MENOY PAINHYHLIMK YPOBHAMK YyNpasnea-
HHA W NogpasnenasuamMia NpeanpuATHA. Cnegyet onpegenidTe paboTHKEa (PYKOBOOMTENR), BRIMONHAKLLErD
PYHKLIMK ¥ NONHOMOUYEHHOTO NMLA.

4.5.3 PyxoBoguTent NpeanpyAaTHA, Bro 3aMacTHTenH, pyxoBoguTend NogpasgenaHii CTDYKTY PHEX egn-
HAL W MCOONHATENA O0N#HE HMETE oNpeleneHdHdse EyHELMY (0683aHH0CTH) 1 OTEETCTREEHHOC TR, KOTODRE
WANaramTCA B GOMEHOCTHEDN WHCTDYKLMAY, KOHTDAKTAX UMK APYTHX JOKYMEHTAX.

He gonycrkaeTcA gy BnupoBadve CTEETCTBEHHOCTH.

4.5.4 [lna noapasneneHduil W CTEYETYPHBIX 80MHUL 00N HHE BbiTe pazpaloTadsl NONOMEHWA, B KOTODLIX
onpefeneHsl CTRYKTYPE, 3anauy, diyHELMA, NDABa, BIaWMOOTHOWEHKHA C OPYTaMIA NoOpaifenaHHAMA U OTBET-
CTREHHOCTE.

4.5.6 OprasnaaynoHHan CTPYKTYPa M A0MHMHOCTHEIE MHCTRYKLMK ONPagenainT Nod4MHeHHOCTE Nogpas-
OeneHEd 1 paboTHHKDS.

4 5.6 B AOMMHOCTHOW MHCTPYHLLMK YiaILIBAIOTCA:

= HAMMEHOBIHWE OOMKHOCTI,

- KpanuipuEayuortsie TpebosannA (obpasosanue, cTax paboTe ),

= MOOYHHEHHOCT,

- (PyHKUMM (NpaBa W 0BAIAHHOCTH, BOANAraaMble BaAHHDA MHCTDYKUWEA Ha COOTBETCTBYIOLLEE MALO);

- OTRETCTEEHHOCTE.

Hamneid paboTHrk gonseH BeiTe 0IHAKOMNEH C SONEHOCTHON MHCTRYKLMEN NOG DacnMCKy.
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4.6 PyxoBofcTEO NpeaNpPHATHA

PykopogcTey NpegnpuaThA, B NEPEYI0 0Yepeik NepEoMY PYKOBOOWTEND, NPUHagNewMT pewanwan
pone B oDBCNEYEHHH K3YECTEE NDOOYKLHH.

PyxkoBOACTEO NPEINPHATHUA OTEBEYAET 38 BRpaboTKy CTPATENMYECKWX PELLEHWHA, OPraHHIYET MX BhINONHE-
HHE, BeOenAST HeoDXoOM M8 PECYDCEl M OCYIUSCTENAST KOHTPOME PEANWIALMH NDWHAT R DELWEHHA.

OfecneyeHne KA4YSCTEA NPOAYKLWA — CTPaTEIWYECKaA LNk NDeanpPHUATHA.

4.7 DBecneYysHHE KAYECTEA M KOHTPONEL KAYECTEA

Ha npegnpyATHA pekoMeHLyeTCA MMaTs NoapasenaHua:

=gfacnadYeHus Ka4YecTea (Hanpusep, oTaen obecnedye A KaYecTea),

= KOHTPOMA EA4ecTEa {OTQEN KOHTRCNA KaYecTea).

B dyHELHW 0TOENa 0DecneYye iMA KaYecTea BXOQAT:

= paszpaboTEa CTRYETY PR CHCTEMEl COBCNaYaHHA KAYACTREA, KOHTPOMNE 88 DYHELWOHMDORAHMA, BHECEHNE
MIMEHEHWA B CHCTEMY DGRCNEYEHHMA KAYBCTEA N0 MEPE PAIBMTA NPOWIBOACTEA,

- paapalboTea OCHOBHBIX 0pM JOKYMEHTOR W OCHOBHEIX ANSMENTOR CHCTEMEl oDacnadeHna KadYecTea
(opreTpyKTYpa NpeanpUATHA, NepaqHH OoKyMEHTaLNE W Np.);

- PACMPEQENEHHE BCBID KOMMNNEKEa A0KYMEHTALMK N0 NOgRaZaAenaHHAM NPaanPUATHA, KOHTPOMNE paspa-
BOTHM JOKYMEHTOB, MX PACNPOCTPAHEHKA, BHECAHUA WIMEBHEHNA W MCNONHEHKA,

= KOHTPONE OBY9eHHA | aTTRCTAUMKW NepooHana;

= KOHTRONE Pa3paboTHd 1M peandIau |y NpoekTos NPOMIEOACTEA, PEKOHCTDYKLMK NPOWEE0OCTEA;

= KDODOMHALMA paboTel NO ATTECTALMK NPOAKTOR, NOMELLEHWHA, NPOUSCCOB W 0BopY oBaHMA (0T 0eNkHEIE
BHOE ATTECTALMA MOMET BLINONHATE CaM oToen cbecneyaHna kKadecTeal;

= KOHTPOMNE BENONHEHHA TPEGOBAHHA WHCTPYKLMA, MeTOQMK M OpYIAX A0KYMEHTOR,

- pA3pAGOTES W KOHTPONE BRINGAHEHKWA NNaHa MEQONPpUATHE No obechaysHHI0 COOTRETCTEMA Tpeboaa-
Huaw TOCT P 52249 M gpyrvx HOPMAaTHBHE X QOKYMEHTOB.

O1gen obecnadeHua KaYecTBEa NoJYMHASTCA PYKOBOOWTEMG NpegnDMaTHA.

OToEen KoHTRONA KEa4YecTaa BEAKYAET B cela KoHTpONEHEE NagopaTopy.

PyKOBOOWMTENL OGTASNA KOHTPONA KAYECTEA NPOOYKUWMA JONKEH GbiTh HE JABMCMMBIM OT DYKOBOAMTENA
NpoMaBooCTES.

4.8 NonuTHKa NpegnpUATHA B 0BNacTH KAYECTEA

Ona nog4YepEMBaHHA NepaocTENSHHOR ponK oDecneYaHNA KAYECTEA M NOCTOAHHOMD AKULEHTWRORAHKA
BHHMaHKA BCEX COTPYAOHKKOE Ha 0DRCNEYEHWK KAYECTEa HA NPeanpAATHA MoKeT BeiTe NDHHATA NONWTHES
KA4YBCTEA, KOTOopad oOopMNABTCA B BIOE OTHAENLEHOND O0KyMEHTa nog Halpawdem «lonuTaka B ofnactw
KAYRCTEAR . ITOKPaTKMA oDLWME OOoKYMEHT, ONPEOENAKLLWEA LeNs paGoTR EONNEXTHEA B OTHOLWEHWA KAYecTaa.

LosyMeHT oMseH OTpaKaTE NPEOMEaT D8ATENEHOCTH NPEONPUATHA, NOHUMEHWE KONAEKTHBOM NDeanp-
ATHA CEO2A OCHOBHOM Jafadyi Kak BCEMEDHOE YOOBNETEODEHWUE HyW NOTPpebUTEned, yCTAHOBKY Ha NOCTOAK-
HOE COBERLUIBHCTROBaHME paboTel C UeNsn 0BecneYyeHs cTabHNEH0CTH NOE3IaTeNeld KaYecTEa BhiNYCHAB MO
NPoOYELAH. NpUMeD DoKyMeHTA NPpABE0SH B NPWNoMEeHE B.

HOoryMedT NogNUCHEIETCA DYEOBOOMTENEM NpEanPHATHA, JOBOOMTCA 00 kA oro paboTHUES, NOCToAH-
HO HAXOAWTCA B QOCTYNHOM MECTE, NyBNHMEYETCR B MHDopMaUMoHHEIX MaTepHanax | np.

MonyTiEa NPeanpyaTHA B obnacTd Ka4ecTea Jon#Ha BeTe ACHOR, NOHATHOW W BOCHPHHATOH BCEMH
patoTamwKMiK. Ee uenik omEHs BbiTe peansHsbMK. [P &g opMyNnADOEaHAK CNedyeT HaberaTe MHOrocno-
BWA, HAYEMD HE aHadyal\y ©pas v fopManuama.

5 Marepuansi

Ha npeanpuATHi cnegyeT opraHi3oBsars KOMTPONs MCXOOHLIX M YNAKDBOYHLIX MaTEPUAN0R (BXOQHON
KOHTPONL ), BENYaow«i 8 ceba otBop npob (oBpaayor), mx aHanina (MCNeITAHKWA ) ¢ MOOPRMITEHUEM DOKYMEH-
TaUMK, NoOSTESQ#O3WEeHE CoO0TEETCTEME MATEDHAN0E 3a0aHHEIM TpeDoBaHuamM (cneyudrkaymi, crasgap-
TOB, PapMaKonNefiHbIX CTaTel ), 4 ogopMNeHHe DAIDEWEHHA HA HX HCNONLIOBAHWE HNH OTENOHBHHE.

Heobxogumo pazpaboTtaTe W BEECTH B G8HCTEWE CHCTEMY, HCHMIOYAI0WYI0 MCNONL3I0BAHWE WNW NOCTaE-
Ky MarTepHanoe, KoTOPLIE HE COOTBETCTEYIOT 3ajaHHsiM TpebosadnamM. CHcTeMa SOoNxHA NpedycMaTpyeaTs
CBOBBPEMEHHOE ODHAPYHEHWE TAKHX MaTEpUanos.

CnegyeT Opradnanears BxXoOHOH KOHTPONE NEYATHEX M YNAKDBOYHLIX MaATEpUANOE.

OomeHsl GeTe JOKYMEHTANEH0 ODOPMNEHE W DEAMNHI0BAHE TPEOCBEAHAA, PETTIAMEHTHDYIOLLME.

= NpHEM MaTEDUanoB;

= KOHTPOMNE KAYSCTES HCKOOHEX M YNakoBOYHBIX MaTEpHanos, eknodas othop npob (obpasuce), Kapau-

THHHOE Xpadesue, avanua npob wnm obpaayoe, odopMNeHHe papeLlleHUA Ha NPAMEHEHWE MaTEpHanos, xpa-
HeHue npob {obpaayoa);

]



