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Mpegucnoewne

Llenu, cCHOBHEE NPMHLANE] M OCHOBHOR NOPASOK NPOBEgeHHA DaboT No MEMrocyNapcTReHHOH CTaHgap-
THIAUMK ycTavoBnedsl B8 TOCT 1.0—2015 «MawrocynapcTeeHHan cUCTEMa CTaHgapTHIaUMK. OcHOBHbIE
nonoweHnAs  MOCT 1.2—2015 «MexrocyfapcTEEHHAA CUCTEME CTaHaapTHIauny. CTav0apTel Mexrocynap-
CTE@HHBIE, NPABMNE W PEKOMEHDALAN N0 MENTOCYAEDCTREHHONA CTadgapTHaaywK. Npasrna pazpaGoTed, Npux-
HATHA, ODHOBRNEHWA M OTREME!®

CregeHHA o cTaHaapTe

1 NOOroTOBNEH O6wecTeoM C© OfpaHWYeHHON OTBETCTEEHHOCTE «MEOWTECT: Ha ocHOBE
COBCTREMHOM NePeBcOa Ha PYCCKUA A3LIK AHIMOAILYHOR BEDCHMA CTAHAADTA, YEAIAHHOMD B NYHKTE 5

2 BHECEH TexHW4ecKrs KOMUTETOM N0 CTaddapTraaymd TK 436 «¥npasnexwe KadacTRoM Me g LM H=
CHAY Hanenuiin

3 NMPUHAT MewrocygapcTBEHHLIM COBETOM N0 CTAHAAPTHAALMW, METPOMOMMM W cepTHduEaLWa (0T
7 wona 2017 r.npotokan Ne 99-T)

38 NPAHATHE NDOTONCCOBANH.

KPETEDE HAAMBHROBAHAS CTOSHE Kﬂﬂ. (=g L 'I:I:IHFIII.L',HHHDE' HAWMEHOBAHHE HABOHE NEHON DPrads
no ME (MC0 3166) 304—87 no ME (WCO 318685 00d—87 I CTAMAA0 THIAWMM
ARMEHHA A MusakoHoMHEN PeonyGnaes ApMEHHE
Benapyce gy MocoTaHagpT PecnyBnuen Benapyce
KalaxcTaH K MoccTangapt PecnyBnuen KazaxcTad
Kupruann KiG KeipreactaHgapT
Poccua RU FoccTangapT

4 MpukazoM PeOepantEHorD argHTCTEE NO TEXHWUYSCEOMY DEMYTMDOBAHHIO W METRONordM o1 30 KioHA
2017 r. N2 615=cT mexrocygapcTeerHsd ctadgapt FTOCT 1530 134852017 epeaeH B RACTEHME B KAYECTRE
HaWNoHANLHOro cTadgapTa Poccrickoi @egepaymin c 1 moHa 2018 1.

5 HacroswMi cTadaapT WOeHTHYEH MEXMOyHapoaHoMy cTadgapTy IS0 134852016 «Manenva mequ-
uvHckre. CHUcTeMbl MeHEeMMEeHTa adecTea. Tpebomawuda OnA usned perynapoRadkax |(«Medical
devices — Quality management systems — Requirements for requlatory purposess, IDT).

MK NPHMEHEHWA HACTOALWLED CTAHAAPTA DeHOMEHOYATCA MCNONEI0BATE BMECTD CobINOYHBIX MEXTYHA-
poOHBIX CTAHOAPTOE COOTEETCTEYIOWME MM MERTOCYNAPCTEEHHLIE CTAHOAPTR, CEENEHMA O KOTOPRXY NpHBEOE-
Hisl B qONCMAHWTENRHOM NpanoeeHdE A

& B3AMEHTOCT 130 13485—2011

Mrghoprauua off UsMeHeHUAX ¥ HacMoAWeMy cmasdapmy MyBnukyemes 8 axeaodMoM UHGFODMaLLDH-
HOM YHa3amane ¢ HayuaHans e cmandammeds, & MEKCT UIMEHaRUT U NoONpaack — & EXNEMEBCRYHOM UHGOD-
MauuoHHoM ykazamens «HaylonwaneHbie cmaddapmers. B cnyvae mepecMompa (3aMesbl) Unu omMdeHbl
HACMOAWEs0 cmandapma coomesmemeyiowes yesdomnerus Oydem onybAuxosasn @ ewWemMecRYHOM
uHbopMaLucHROM yrazamene sHauuokansHsie cmardapmels. Coomeemomeyiowan URiopMauus, yee-
AOMABHLE U MEKCIME! DEIMEBLLSMHITICH Makxe 8 UNopMaLLIoRROd cUCMmeMe 0B EE0 MoNL3I08aH LA — Ha o=
YuansHoM caldme PedepansHoso S2EHIMCMEa No MEXHUYECKOMY DESYIUDOEIHLIID U MEMDANoaUL & Comy
Humepwam (wwew. gostru)

& CravgaptaHdopm, 2017

B Poccuiickol Qegepauyny HACTORWMA CTAHGADT HE MOMET BalTe NONHOCTER MK 423CTHYHO BOCNDOMIEE-
O8H, THPEMHWPOBaH W PACNPOCTPAHEH B KAYSCTEE cPHUMANSHOTD H3gaHua Bes paspeweHia PedepansHong
AreHTCTEA NO TEXHWYECKOMY DETYNMPOBIHWE W METRONOrHW
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BeegeHue

HacToRW MR CTaHOAPRT AENASTCA TRETEHK WagaHues 150 13485, oTMEHART W 3AMERAET BTOROE WAL AHWE
(150 13485:2003) » IZOVTR 149652004, koTopeie GhiNK TEXHWYECKH NepecMoTpersl. OH Take BEN0YaaT B
ceba TexHu4ecky nonpaaxy 150 1345852003/ Cor. 1:2009. CeogHan Tabnrua MameHe A, BENOYeEHHEBX B 3TO
HagaHHe Mo CPpapHeHWHIo C NPEOEOYLRsM, NPHBEISHA B NEMUNCHEEHWA A.

0.1 OBwue NonoMeHnA

HacToAlwwi cTadnapT ycTasaenveaeT TpeboBaHnA K CUCTEME MEHEIMMEHTS KAYECTEA, KOTOPEIE MOrYT
NPHMEHATECA ORFAHMIALMER, YHACTEYIOWER B OGHOH MMM HECKONEKHY CTAOMSX MUIHEHHOMD LKKNA MEGHUHMH-
CHOMD H3OEeNWA, BENHYAR NPOeKTMPoOEaHWe M pa3paboTry, NPOMIE0AcTED, XDAaHEHHE W NOCTABKY, MOHTaM, TEX-
HHYECKoe OOCMYRHBAHWE, OEOHYATENEHEA BRIBO W3 IKCNNYATALWW M YTHMNIAI AL METKLMHCKAX WATENHA MW
NPefoCTARNEHHE CBAIAHHEIX C HHMK YCIYT (HANPUMED, TEXHWYECKaA Nnogaepusa). TpebosaHKA, yCcTasoBNEH-
Hslg B HACTOAWEM CTAHOAPTE, MOTYT Taswe DeiTe MCTONBEICBEAHE! NOCTABWMKAMY OPrEHAIALMH HNA HHBIMH
BHELWHHMH CTOROHAMA {HANPHUMEP, NOCTABWMWKAMK ChIpbA, KOMNOHEHTOR, COOpOUHBIX YANoE, MEJULMHCKAK
WaOenuia, yonyr no CTepUnnaanuXy, NoBEpKe U KAnWopoBKe., QUCTPWELIOTORCKKX YCIYT, YCIIYT NO TEXHWYECKDMY
oBcnymrBanmia). MoCTaBW MK MMM BHBWUHAA CTORPOHA MoryT 406poBONEHD NPUMEHATE HACTOALMIA CTaHgapT
AONA AeMOHCTPALMA COOTEETCTBMA 8ro TpefosanuAmM, NMG0 cooTEETCTEME TpaboaaHuAmM MoKeT OnlTe yoTawoe-
TNEHD KOHTPEETOM.

B HEKOTODBIX I PUCOMELMAK MMEKTCA DEMYNUpYIoWMe TpEGoBAHHA ONA NEMMEHEHHA K CHCTEMAM MeHad-
WMEHTA KAYECTEA OpraHKIaLWEA, C PAINAYHBIMK DOMNAMK B LENK NOCTABOK MEOMUWHCEWX Magenyi. Cneaoaa-
TENEHO, HACTORLWWA CTAKOAPT NDEANoNAraeT, 4T0 CpraHiaaumMa:

= ONpeaenAeT cBoI{K) ponk{W) B COOTEATCTEMM C NPUMEHHMEIMA PEryIADYIOLWMMI TRe00BaHIMAMK;

- GNPeOenaeT perynupyiolwMe TpeboBaHHA B paMESX 3TOR[3THX) ponuied);

= BEMIOYAET 3TH MPHMMEHKMBIE DETYNHPYIOWHE TDEBOBaAHMA B CHCTEMY MEHEONMMEHTA KAYECTEA.

NpuMmevuaHWA

1 B ¥OHTEKCTE HECTORWEND CTAHOEPTA TEPMHH ® ODUCAMELNA S DIHEYMEET TERPHTOPHENEHO-3AMWHHCTRETHEBHYHD
E0WHHLY, HE KOTORYH PACNPOCTREHALTCA pErynHpyilee Tpefopaqna.

2 BKOHTEKCTE HECTOA LW ESMD CTAHOSPTS TEPMHEH & PONEH NOGPaIYMEBaET BWO SeATENEHOICTH OPTEHM IAL WA TPAM B HHE-
TEMLHD K MegdLHHCEoMY Magenwo (oM. nod.1.1).

TepMUBRONOrAA B NPUMEHRMEX DEMYMADYIOW KX Tpe0oBaHKMAX MOMET OTNHYaTECA B PAINHHYHEIX CTREHAX H
pervoMax. OpraHMIauMa GoMEHa NOHAMATE, K3EMM o0 pasos TpeBoRaHnA, yCTAHORNEHHEIE B HACTOALEM CTaH-
papre, SyayT MHTEPNPETHPOBATLCA B TERMHAHONOIAK, HCNONBIYEMoR B 33K0H00aATENECTEE TEX IPUCAMKLMA, B
KOTOREN MEgULMHCKKe M3genua GyoyT ofpaliaTsca.

HacToRwMa cTaHAAPT TAKME MOMET NPUMEHATECE BHYTPEHHMMW ¥ BHELWHWMK CTODOHAMW, BENKYARA
Opradel No CepTHEMEALMA, GNA OUEHKM CNOCODSHOCTA 0T aHMIaLMH YO0RNETBOPATE TReboaaunAm noTpebuTe-
A A pEryNHpyHLWLMEM TReBoEaHMAM, NPEILABNAEMBIM K CHCTEME MEHBOHMEHTA KAYECTEA, A TaKKE cOGCTREH-
Hiel TPEBOBAHWAM OpraHMaauyin. TpeboBavWA K CHCTEME MEHBIMMEHTE KaqecTea, YCTaMOBMNEHHBE B
HACTOALLLEM CTAHAAPTE, ABNAIOTCA QONCMHAKILAMEA N0 OTHOWEHKIO K TEXHWHECKM TPe0oBaHuAM KNDOQYELWK,
KOTOREE ABNANTCA HEOBXOOMMEIMA ANA yACBNETEOPEHHA Tpeboaanui noTpebrTenad, ¥ K NPHMEHMMBIM DEry-
nupyowpMM Tpebosadram AnA obecneveHra DE3oNacHocTH W (ByHKLMOHANEHEX XapakTEPHUCTHE.

Co3nanne CHCTEMEB MEHBIEMEHTA KAYSCTES TPEDYeT CTPaTErM4ECKoro PELLEHAA opraHy3aywWi. Ha pas-
paboTey W BHEADEHWE CUCTEME] MEHEZHMENTE KAYECTES OPraHHIaUMK BNHAKT!

a) BHyTREHHAA OpTaHM3IaLNoOHHERA CPeda, MIMeHeHNA 3ToM CPenkl M BNMAHME OpTaHM3IALMOHHON Coeas
Ha COOTEETCTEWE MEOWUHHCKHE H3OeMWA;

b} WaMeMAKLWMecA NoOTRebHOCTH OpraHdnaaLUK;

C) KOHEDETHBIE LENTK OPTaHn3aLNK,

d} BeiNycHaEMaA NPOOyELME;

) NPHMEHAEMbIS NPOLECCH;

fl passepopradvaauuy ¥ opradM3aUMoHHan CTRYETYRa,

g} perynupyiowre TpEGoBEaHHA, NPUMEHKMEIE K OEATENEHOCTH OPravnaaL k9.

HacToAw Wi cTaHaapT He NpegnonaraeT 8gMHo0DpaiHa B CTPYKTYPE Pa3NUMUHBI CHCTEM MEHEIHMEHTA
KaYacTea, BaHHO0BDaIHA JOKYMEHTALWA MMNH BRICTDAWBAHWA MO NYHKTaM CTPYETYDb HACTOALWErs CTaHOapTa.

Cywectayet Bonewoe paiHoobpaire MeaMUMHCKHRK HAOENUE, 1 HEKOTODEE KOHEDETHEE TpeGoBaHHA
HACTOALWErD CTAKZAPTA NPUMEHHME! TONBKO K TEM TPYTNINaM MEGUUKMHCKMX MIOENHHE, onpedenasis KoTopsM
OaHEl B pazgens 3.

I



MoCcT 150 13485—2017

0.2 PaswACHEHKWE NOHATHA

B HacToRWEM CTaH0apTe MCNoNBIYKOTCA CHeayouIMe TEpMMHE! MM CNOBOCOYETAHNUA , KOTODBIE WCM0MTh-
IYHITCA B KOHTEKCTE, ONUCAHHOM HUHE.

Korna TpefoRadne CONpORCHOAATCA CNOBOCOMETAHMEM CECNK LenecoobpasHoe, BeINoNHa e Tpedo-
BAHWA ABNASTCA LEnecsoBpaiHsbIM, 8CNH OPraHMIaUMa He MoXeT obocHoBaTE 0BpaTHOe. BuinonHewue Tpebo-
BAHWA CHUTAETCA UBNeco0bpaiHbiM, 8CnK aTo HEoBXoQuMo ONA Toro, YTobkR:

= NpOgyKLWA yACRNETEOPANA TpebosaHuam;

= COOTRETCTROBATE MPUMEHHMEIM DEMYNIMPYIOWWM TPeGoRaHHAM;

- DCYLLECTENATE KODREKTUDYIOLWLME OedCTRUA,

- OCYLUECTENATE MEHaMMaHT PUCKa.

Tam, roe MCNONEIYETCA TEQMWH 4DHUCKS , MDMMEHSHNE TEPMWHA B PAMIKAX HACTOAL BN MEXOYHapOOHoro
CTAHOAPTA OTHOCUTCA K TpebosaHuaM Se3onacHocT W YHKLMOHANbHLIKM XapaKTepUCTHEIM MESWUMWHCKOrD
HAOENMHA WNK ANA BRMNONHEHHRA NDAMEHHMBL DEMYMMDYIOLWME TPEDOBAHHMA.

Korpa Heobxooumo, 4Tobkl TpefoBaHHe Ghlng « JOKYMEHTHDOBAHO Y, OHD TAKKE O0MEHD BhiTh YCTaHoa-
NEHO0, BHEADEHD M NOA0SpMUBaATECA B paboYeM COCTOAHWM.

B TexcTe HACTOAWEND CTAHOARTA TEPMMH «NPOOYKLMAY MOMET D3HaYaTE Tamxe «ychyryy. Mpogysaa
ARNASTCA PRAYNETATOM, KOTOPRE NpeaHaIHaYeH ANA NoTpebuTens UnK MM 3artpedoBad, NMEo 33NaHHER
pPEAYNLTATOM NPOUECCA NPOUIACACTER NPOOYELMH.

Tam, roe MCNONEIYETCA TEPMWH cperynupyiowme Tpebosaduar, oH BHMMaeT B ceba TpebomanmA,
COoQepMaWMec B moboMm 3aKoHOgaTeNsHOM aKTe, NPMMEHNMOM K NoNBI0BATEN0 HACcTOALWEro cTanaapTa
[HANPWUMED, 33K0HLI, NOOIAKOHHBIE AKTEl, NPEONWCAHUA W OHPEKTHRR ).

MNpyuMade e TepMHHE sparynupyowWe TpeSosaHHA» OrpaHH4eHo TpeboBaHMAMK, NPEL bABRNAE MblMH K
CHCTEME MEHEIRMEHTA KEAYECTEA, 3 TAKKE DEIONACHOCTH MK (DY HKLMOHAN MM X3DAKTEDWCTIAKAM METHLjH-
CKOMD M3 OENMA.

B HaCTOALEM CTaHJADTE MCNCONLIYIOTCA CNENYIOLWLKE MAaronkHee QopME:

= wJlon#eH s yEaILEaeT Ha TpeboaaHme;

= wCNenyaTs YEAILBAET Ha DEKOMEHIALW;

= ¢« Morno Belx YEAILIBAAT HA pPAIpELLEHHE,

= aMoMEaTy YEAIHMBAAT HA CROCOOHOCTE MMM BOAMOMHOCTE.

Muchopmau«a, oboasaueHHan kak «l1prMedaHes, HOCHT XapakTep pyKOBOOALINY YEAIaHHA QNA NoHK-
MaHWUA KN pa3BACHEHMA COOTERTCTEVIOWErD TpehoRaHMaA.

0.3 MpoueccHsIR noaxog

HacToAwMi cTaHnapT OCHOBAH Ha NPOUBCCHOM NOOXO0E K MEHBTHMEHTY KadecTea. Moy NeATenk-
HOCTE, KOTOPAA MMEBET BXOA W NpecbpasyeT ero B BeIX0A, MOMHO PACCMAaTPMBATE KAk NpoUsce. HacTo Bexog
OAHOrD NPoUEcCa ABNSETCA BXOO0M CNenyolLero NpoUecca.

Jna ycnewHoro yHKLMOHUDOBAHWA OPraHH3aLMA OMTEHE ONPEOenMTE MHOTCHMCTIEHHLIE M BIZWMOCRA-
ZAHHBIE NPOLECCH] M YNDARMATE MMM,

MNpAeHE HUE CHCTEMEI NPOUACCOR B DAMKAX ODTAHHNIALMK COBMECTHD C MX HOSHTMMDHUEALNER W BAANMO-
AEACTEMEM NPOLECCOR, 8 TAKE WX MEHEIHMEHTOM ONA NONYYEHWA MENAeMOro pelynbTaTa MoMeT ObiTh
ONpegenaHo KaK « NDOLeCcCHE R Nogxog s,

MpymaHeHna NPOUSCCHOND NOAX008 B CHCTEME MEHBIHMEHTA KaYaCcTEa NOARCNAST!

a) NOHWMATE W NOCTOAHKD BaINSMNHATE TREDoRaHKA,

b) paccMaTpMBaTE NPOUECCH C TOYEM 3pEHWA NoBaBNEHMA MMM LEHHOCTIA!

C) @OoCTWraTk pPEAYNLTATHEHOND (OYHKLMOHMPORAHMHA NPOUECCoR;

dl yNyYLWaTs NpoUECChl Ha OCHORE OB LEKTUBHLIX MAMEDEHKA.

0.4 Cerasc!|S0 9001

HOTR HACTOALWMA CTAHAART ABNAETCA ABTOHOMHBIM, OH OcHOBaH Ha IS0 2001:2008, koTopeid Bein aame-
HeH Ha IS0 9001:2015. Ana voobocTRa NONLIOBAHKA B NPANOHEHHK B NpWBegeHs COOTBRTCTRHE MEHIY NYyHK-
Tamu IS0 80012015 v HACTOALMM CTaHOADTOM.

HacToAwWWA cTaknapT NnpegHasHased ona obnerdelna rmobansHors CornacoBaiMa CoOTEETCTEYIOLIMX
PECYNHDYIOLWY TDeBoBAHKWA K CUCTEMAM MEHERKMEHTa KaYSCTEA, NPUMEHAMBIX K OPraHHIaLWAM, YHacTeY -
MM B OOHOA MM HECKONEKMX CTAOMAX MUIHEHHOT0 UMKNE MeOWUMHCKOND Magenva. HacToAwmi cTangapT
BEMOYAET B ceba HerkoTopkie ocobele TpeBoBaHMA ANA OPrasnaanni, yHacTRY IO B HNIHEHHOM LHMKNe Megi-
UMHCKWMX HAOENMH, M MCEMIOYaaT HeKoTopsIe M3 TpebopaHui 150 9001, koTopee He Lenaco0bpaiHel B KAYeCTRE
perynypyrolwx Tpebosaniail. M3-1a aTux MCHHOHEHMA, ORTaHWIALNM, CUCTEME MEHETHMEHTA Ka4EeCTEa KOTO-
phix COOTBETCTEYIOT HACTORLWEMY CTAHOARTY, HE MOMYT NPETEHOO0BATE Ha cooTEeTCTRME SO 9001, ecnu Hx
CHCTEMA MEHELEMEHTA KAYECTEA HE OTEEYaeT Boem TpeboaarnaAm IS0 9001,
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0.5 CoBMECTHMOCTE C APYTHMH CHCTEMAMH MEHE8ORMaHTa

HacToRWMiA cTaM0apT HE COOSQMT CNEUManbHbx TREEoBaHMA K OpYrdM CUCTEMaM MeHeIMMENTa,
HANpUMED K CUCTEMEM MEHEIHMEHTA OXpaHk OKPYHAKLWEA Cpankl, BeIonacHocTH M NpodeccHoHanEHONg
300p0BEA, A TAKKE PUHAHCOBOTD MEHEIEMEHTA.

OnHako HACTOAWMA CTAKAAPT NOABONAST ODTAHW3IAUMH COMMACOBRBATE MMM MHTEMPUPOBATE CROK
COBCTEEHHYH CHCTEMY MEHEOMMEHTa KAYecTEa C COOTEETCTEYHMLUMMW TPeGoBaHHAMKH OpYTHx CHCTEM

MEHEIHMEHTE.
Oprasnaayva MoxeT afanTHpoBaTs ASRCTRYIOWYI0 CHCTEMY (CHCTEMB) MEHEOKMEHTa ANA COANAHWA

CHCTEME! MEHEEMEHNTE Ka9aCTRE, CDDT“E-ETGT‘E-!'"IDLLI,'BF"I TPEEHBEHH!HI.I HaCTOALWEera CTasgapTa.

Vi
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M E K T OoOCY O0APG CTUBEUHUHUB K C T A HAOAPT

Magenda MegduRHCKHE
CHCTEMBI MEHEOXMEHTA KAYECTBA
TpeSosaHKMAa ONA UENEA perynnpoBalna

Medical devices. Quakity management systems. Regulrements for regulatory purposes

Nara epegedHsa — 2018—06—01

1 OBnacTe NpPUMEHEHWA

HacToRAwMA cTaKaapT YCTAHARNKMBAET TREB0BAHMA K CHCTEME MEHEMMEHTa KAYSCTEA B CITYYAAX, KOr0a
OpraHiaaL K HeobxogrMo NpoaeMoOHCTPWDOEATE CNOCOBHOCTE NOCTARNATE MEOWUHHCKHME WATENWA W Npago-
CTARNATE CEAIAHHOE C HMMK oBcnysMBaHWE, OTEEYAIDILWE TREDOBAHMAM NOTPEEMTENA W NDUMEHMMEIM DEery-
napyiowuM Tpebopanvam. TakMe opraduaagvi mMoryT CeTe BOBMEYEHE B OOHY WM HECKONLED CTAOMIA
HAAHEHHOMD WHKNA MEOMUMHCKOND WA0ENKWA, BENIOYAR NROSLTHRORAHKE M pa3paBoTry, NpOMIBoACTRO, XpaHe-
HHE W OUCTPRGYLLMKD, MOHTA® M 0DCMYHKMBAHKE, 3 TAICKE NDOEKTUROEAHWE W PA3paboTRY MNW OKA3AHWE CRAIAH-
HBIX C MEOMUMHCKMMK MAOENHAMK YCNyT (HanpUMep, TexHMYeckoro cbcnyHeanka). HacToAwuwi cTangapt
TakKe MOMET OuiTe WCNONLIOBEAH NOCTABWMKAMM WY BHEUHWMKM CTODOHAMY, KOTODBE NOCTARMAWT
NPOOYELMID M CBAZAHHBIE © CHCTEMOR MEHEIMMENTA KAYECTES OPradnIanui Yoryrv TAKKM Oprasnaannam.

TpeGoBaHMA HACTOALLEND CTAMAADTA NPHMEHWMB! K OPraHM3aLMAM HEIABWCHMO OT MX PAIMEDa W BIUOAE,
ECNY TONLED MCKNIDYeHKE He oueBroHo. Bog Tpebonanna, NPpUMEHMMER K MEQMLMHCKUM MAJenHaM, B paBHOoR
MEDE NMDUMEHMME K YCITYTAM B OTHOWSHWN 3THX MIQENWH, BCNK TAKOBRE OKAIRBAKTCA OPraMMIaLMWeR.

Mpougccsl, TpeBYEMEE HACTORLLMM CTAHOAPTOM H NPUMEHHMBIE K ORraHH3IaUMKd, HO He OCYLWECTENAR-
MisIE CAMOA OPraHWM3aLMel HanpRMYW, OCTAKTCA OTRETCTREHHOCT B0 GPTaHHIALIMM M AOM¥HE HAXOOWTLCA NOMQ
YNOABRNEHWEM CHCTEMEI MEHSIMMEHNTA KAYECTRA OPraHKIaALKA NOCPEOCTEOM NPORENEHMA MOHUTODUHE, Nog-
OepHaAHKWA B paBoYer COCTORHNM M YNDABNEHHA 3THMH NPOUECCAMM.

Ecnu npUMeHidMbe perynapyolue TpeboBadvA A0NYCKAKOT MCKNKNYEHWE YyNPaEneHua NDOEKTDOBaHN-
&M 1 paipaboTHol HANenKMR, TO 3TO MOMET CNYKKMTE OCHOBAHMWEM ONA KCKMOYEHUS COOTEETCTBYMML WX Tpebo-
BAHWIA M3 KOHKDPETHOW CHCTEMEl MEHELKMEHTA KAYECTER. JTHMH DEMNYTTHDYVIOWMMA TRDEDOBRAHMAMKM MOTYT BTk
NpefocTARNeHE anbTePHATHEHEIE NOOX00L, KOTODLIE AOMMHE BblTe DACCMOTDEHE ANA KOHEPETHONR CHCTaME
MEHEMMEHTA KaYaecTea. OTEETCTEEHHOCTE 28 obacneYyeHue COOTRETCTEHA TReboBAHWAM HACTOALErD CTaH-
OApTa NpM MCEMIOYEHMA  YNPABNeHWA NPOEKTHDOBAHWEM W paipaboTHOl WAOENWEA NEeXMT Ha camMoi
OprasvuaaLnm.

Ecnu Kakoe-nuwbo Tpebopadre paiagencs 6, ¥ vnk 8 HacToAWEND CTAHAARTA HENBIA NPHMEHKHTE BEAOY
CNEUUtMKd OBATENBHOCTIA OPraMKEa0ME WK oCoBeHHOCTER MEQMUWHCKOND MAOENWA, Ha KOTODLIE PaACNDOC-
TPaHAGTCA CUCTEME MEHEDMKMEHTa Ka4ecTEa, TO OpPraHMIalmMy He clenyeT BKmodaTe Takoe Tpebosanue B
CROI0 CUCTEMY MEHEIEMEHTA KAYacTEd. B OTHOWEHMH KEaAMOONe HENPUMEHMMOrD TpeboRaHKA opradMaauma
LOMHA JOKYMeHTHPOBATE 0DOCHOBAHME B COOTRETCTEMA C NyHETOM 4.2 2

Z HopMaTHBHbIE CChINKK

B HacToALLEM CTaHJapTe WCNoNEI0BAME HOPMATHEHARA CChIMKa Ha CNEOYIOLWWA CTaHOADRT:
IS0 9000:2015, Quality managemant systems — Fundamentals and vocabulary {CHCTEME! MEHE IHMEH-
Ta ka4ecTea. OCHOBHBIE NONOMEHWA W CNOBaDE]

MapgaHwe ohHUWANBHOE
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3 TepMmuHbI M oNpeaeneHns

B HacToAwem CTaHaapTe NPUMEHE e TEDMAHE W onpagenedda no 150 9000:2015, a Tamke cnegyiolne
TEPMMHE C COOTBETCTEYVIOWIMMEK ONPELENeHUARMIA

3.1 noscHuTeEnsHOoe yEenomnednme (advisory nolice): ¥YeedoMneHWs, BeIMYLWEHHOE OprasWdaayWei
MNOCNEe NOCTABKH MEIWMLMHCKOrD MAOSNKA, COOSQHalLLee NONONHUTENBHYIO MHOODMALMED MIANK DEHOMEHOALMMH
0 TOM, KaKKe OeRCTEMA SOoMEHbl BeiTh NPEANDUHATE MR

= NPHMEHEHHH MEOHLHMHCKOND A0BNMA;

= MOOMHHMEALMH MEOWLWHCKOND W3aenMa;

= BOIEPATE MEFWLWHCKOND WAAENMA OPradMIaU MK, KOTODAaA 8ro NocTaeuna;

= YTUNKAIALAA MEJWLMHCKOrD HAOEenMa.

Mpumeyasne — Bunyck NOACHATENEHOI YEE40MNEHWA MOXET TREB08ATRCH B COOTEETCTEMM C NPHMEHEM b-
MU PEMYNADYVIWLAMW TRSBOREHUAMM.

3.2 yNoNHOMOYEHHLIA NpagcTaBMTenk (authorized representative): THIMYECEDS UNKA KDHOWYECKDS
NKLD, KOTOPOE ONPEAENEM0 JIAK0HOOATENLCTEOM CTPaHEl MMM PEFMOHE, NONYYHELESE NHCEMEHHOE HAIHAYE-
HHE OT HArOTOBMTENA QEACTRCRATE OT 870 MMEHK ANA BENOMHEHMA ONPELENeHHEIX 3aaY B OTHOLWEHWK oba-
JAHHOCTENA KWIrOTOBHTENA, YCTAHOBNEHHEX 3AK0HOQATENLCTEOM KOHKDETHOM CTPaHE! MMM PEMAoHa.

[GHTF/SG1/NOSS5: 2009, nywkT 5.2]

3.3 wnvHH4eckan ouewka (clinical evaluation). AHANKI 4 OUEHHBAHWE KNWHHYECKWX AAHHBE B OTHOLE -
HHH MEOHUMHCKONS M3OenHs C Uensk Beprdskayriy De30NacHocTM M Dy HEYMOHANEHBIX XapakTepUCTHE H31e-
TTHA NP 80 KNWHAYECKOM NDHKMEHEHAK, K3k NPEOHAZHAYEHD WITOTOBHTENEM.

[GHTF/SGS/N4: 2010, paagen 4]

3.4 nperedana (complaint). MUceMeHHOE, ANEKTROHHOE MK YCTHOR COODLWEHWE O HEAOCTaTKAX, CES-
IAHHBLY C MAEHTMHDMEAYWENR, KAYECTBOM, CPOKOM CNY#HEE, HaQeXHOCTEK, BEIONACHOCT B0 MK YHELMOHANE-
HEIMA X3PaKTEPUCTUEIMA MESHULMHCKOTO MIGENKA, BRILSLULIErD HI-N0g yIPaRNeHAA OpraHuIauHen, a TakHe B
OTHOLEHHH CBRIAHHOMND C HIWM oBCNyRWBaHKA, KOTOPOE BNMAET HA DYHHUWOHANLHLIG XAPaKTEDWCTHEN TAKKX
MEOMUHHCEHX MA0EMWA.

NpumMmedys e — 3ToONPSAENSHAE « NPETEHAWKS OTNHYESTCA OT ONPEAENSHAR, ABHHOMD B 150 9000:201 5.

3.5 aucTpuberoTop (distributor): TWIMYECKOE WMNK KDHOWHECKOE NKUO B UENY NOCTABOK, KOTOpOe
OeRCTEYET OT CBOETO MMEHH 1 OCYLLECTBNAST NPOOAMY MEJUUKHCKOMD HAGENWA KOHBYHOMY NoTpeduTano.
[GHTF/SG1/NO55: 2009, myHKT 5.3]

MNpumumevasni

1 B uenknocTaepok MoryT GeiTe a0aneYeHs Bones oqHore AwcTpubsoTopa.

2 Muue s UENK NOCTEEOK, BOBNAYEHHEE B DEATENEHDCTE N0 XPAHEHHE M TREHCNOPTHROBEE OT HMEHH HATOTOBMTE-
AA, UMNOPTEPE WAKW JUCTpBENTOpE, HE ABNAKXTCA JRCTPRBEHITOPEMW NO AEHHOMY ONPe0enaHHID .

3.6 MMNNaHTHpyaMoe mMeguuMHCcHoe wanenue (implantable medical device): MeguuWHcKkoe Wage-
N, KOTOPOoE MOoMET Bk Th Y 0ANSH0 TONBKD NOCPEACTROM MEQMUMHCKOTD MW XMPYDrMYacior0 BMellaTanscTea
W KOTOpOSe NpEOHaIHaYyeHD OA;

= NOMHOTO MK YACTUYHOTD BEROEHNA B TRNO UK aHATOMMUYECKYHD NONOCTE YeNoReKa MM

= AAMELLSHWA INUTENUANBHON NOBERKHOCTH MW NOBEPXHOCTA IMNaiIa W

« HAXOWOEHAA B MECTE MMINAHTALMK NOCNEe NpoUeaypsl B TEYaHWE He Manae 30 nuen.

n PHMBYMNBHWAE — 3To onpejgeneHdie AMNNAHTHDYEMOIND M0 YHHTEDID H30eniA BEKNEYE8T TAKKE BETHBHOE
HMMOMaHTHRYEMODS MEQHUMHCEDE H3ganne.

3.7 mMmnopTep (imporfer) PHINYECKDe HNK KPHAKYECKIE NHMUD, AENAKLWESCA NEDBLIM B Wand nocTa-
BO, BEIBOOAWMKM MEJHLWHCKOS WAgen4e, NPoUWIBEneHHoS B MHOA CTRAHE MW B I0PUCOMKLWH, Ha PRHOK CTRa-
Hisl, FO& H3gen«He NpeanonarasTc K peanyaauuH.

[GHTF/SG1/NDS5: 2009, myHKT 5.4]

3.8 mapruposea (labelling): 3THKETEA, WHCTRYHEUWA NO NPAMEHEHKKD W N0Eas MHas KHhopMagKna,
OTHOCALAACH K MAEHTMEHHEALMK, TEXHUSECKOMY ONUCAHKI0, NP AZHAYEHHOMY NDHUMEHEHAK MEDHLWHCKON
HagenKA, HCENo4anA ToRAPDOCONDOBOAMT ENEHEIES OOKYMEHTE B OTHOLWEHNH NOCTABKA.

[GHTR/SGA/M70:2011, paagan 4]

3.8 wuiHeHHLIA ynkn (life-cycle):. Boe cTaguM cyWECTROBAHMA MELHMUKHCKOID KAOENHa, OT NepacHa-
Yan EHOW BOHUEBNLAA 00 BLIB003 M3 JHCNNYATAUWW W YTHNAIALNH,

(150 1497 1:2007, nyHeT 2.7)

]
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3.10 maroTosuTens (manufacturer): MoGoe drawyeckos WK IOpHMOWYECKo2 NUUO, OTEETCTEEHHOE 33
NPOEETHPOBAHWE WHMK NPOMIBOOCTED MEQWUMHCKOMD WA0ENWA C LNk BeINYCTHTE B 0GpalaHe MeduiMH-
CKOE& MIQenue Nog ero CoDCTEEHHBIM WMEHEM, HEIARMCHUMO OT TOMD, CNPOEKTHPORAHO WIHNKU NPOU3REIeHD T
ATO MEAMUWHCKDE H3NSNHE ODTAHMIALMER WK NO 82 NODYYSHMID ODYTAM NALOM (NEUasM ).

[GHTF/SG1/N0S5:2009, nyHET 5.1]

MpumeyvaHua

1 MaroToBMTEeNe HECET HOHEYHYH HEWIHYSCHYE DTEETCTEEHHOCTE 28 oBecneqyeHMe BoiNONHEHHEA NPHMEHUME X
pErynHEpyowse TReS0BaHEE CTREH UMK KEWCOWEUAR B OTHOWEHWH MELWLWHCKHX H30EN4A, ANA NPOSAHE B E0TOPEIX OHH
NPELHEIHEHEHE  SCNH TONEKS HHDE HE YCTAHOBNEHD CNeuWanbHBE MY TREB0BAHRAMK PEryNADYHOWKY OpFaH0E B AAHHOR
SO C T ML WM .

2 OTEETCTESHHOCTE MATOTOBMTENR ONMCAHA B PYROBOOAWME QokyMedTax GHTF. 37a 0TEETCTEEHHOCTE BENHIYAET B
cefil OTESTCTEBEHHOCTE MO BENONHEHWK KAK NPEANPONaKHEX TpeBOBAHUA, TEK ¥ NOCNenpogaxHes TpeGoBaHMA, Taku
Ak coofueHna o HelnaronpeAaTHeE CoBpTHAX W YEEQOMNEHWA © KOPPEKTHPYHILWYE OEHCTEWRN.

3 MpoeKTHPOBAHME WIMNK NPOKMIBOOCTED MOMYT BENIDYATE B8 calin paspadoTiy cneyddukaund, NpodyRyr K, npomI-
sogeTao, clopry, 0GpaboTky, yNaKoBKy, NepeynaE0ary, MapKUpoBEY, NEpEMADEWPOBKY, CTERWNMAALMI, MOHTER ANK NEpea-
paboTky MEOMUWHCEDID H3AENKA, 8 TAKEE BeNYck HAB0PA MEJUURHEHRE H3TENHA, BOIMOMHE B KOMBWHALUHM © GRYTHMK
HIOENWAMA B MELMUMHCKAX LENRK.

4 fMvyo, ocyWEeCTENAKWES B COOTEETCTEMM © MHCTPYEYHEA Mo NPMMEHEHRWD cBOpEY M PEMYNHEPOBKY MedMUMHC KON
HWIOEN#A, BeNYLWBHHOID HE PEIHOK WHEIM MALDM W IPEIHATHAYMEHHOTO 4N MHOWEMAYANEHOMD NPMMEHEHMA, HE ABNABTCHA
HIrOTOEMTENEM, 2cnd cOopra W PEMYNUPOBKE HE W3MEHAKT NPeAHAIHAHMEHHOTS NPUMEHEHUA MaOHUWHCKOTD M3Gen WA,

5 Ny, A3MeHRILEE NPEIHAIHAMEHHOE NDHMEH BHWE ME0WLWHCEOTND M3OENHA UMW M00R0 ALHP YL SE MEO M LUHH-
CKOE Mageanue Ge3 cornecyA WArOTOBMTENA ONA BRNYCKE MAAENHA N0 CEOWM COBCTEEHHE M MMEHEM, CNEdYeT PARCCMaATRH-
BAThE KA MATGTOEMTENA MOGUEDMUMPOEAHHOIS MEHUMHCKOrD WI0BNRA.

6 ¥NONHOMOMEHHEIA NPESCTARHTENE, QUCTRMELKTOD WNW HMNOPTER, HOTOPRIG ToNsK gofaenaeT caod agpec
EOHTAKTHLIS OBHHEIE HE MEJHLWHCKEDS M3AENHEE WKW HE yNakosry GE3 yOaneHWA HNW HIMEHEHWA OPATMHANEHOW MBPKWPOR-
EW, HE RENABTCA HArOTOEWTEMNEM.

T B cny4ae ecns NpUHAANEEHOCTA NOONEASKT NOS PEFYNWPYHIWAE Tpel0BaHUA K MBONYWHCED MY W30ENWi, NMYA,
OTEETCTEEHHEIE 38 NPOSKTHPOEIHWE WAWNK NRORZE0ACTED TAKWE NPMHAANEMHOCTER, REMAKTEA WAMOTOBMTENAMM.

3.11 megrunHckoes wanende (medical device): MecTpyment, annapar, npubop, veTpoicTeo, 06opygo-
BAHWE, KMNNAHTAT, in Wilro peareHT, NporpaMMHoe checneYeHWe, MaTEpHan MK KHBE NOZoGHBIE MK CER3AH-
HEBIE © HAMIA HIOENAA, NPEIHAIHAYEHHIE MIFOTOBMTENEM MR NEHMEHEHHA K YenNoBery No OTLeNbHOCTH WK B
KOMOMHALWH!

= AMATHOCTAEM, NPOQHNAKTHEN, MOHWTOPKWMTE, Ne4YeHrA HNK oBNerdedus 3atoneeaHHi,

= AWArHOCTWEH, MOHWUTOPWHIE, NeYeHika, 00NerdeHda KNH KOMNEHCAUWK NOCNeacTBWA TPaBM I,

- MCCNEA0BAHHA, JAMEWEHWA HNH HAMEHEHUA aHATOMUYECKOrD CTRCEHWA WNK DUIKONOTHYECKMY Npo-
UECCOR,

= WHIHBODECNEYSHUA WNH NOO0EDHAHWA HHIHEHHLD Dy HEL WA,

= YNPABNEHWA 3a4aTiem;

= Ae3RHDEKUMA MEQHLIMHCKHX H30enHi

= NONyYeHHA MHGOpMaUKK NOCPEacTBOM HCCNedoBaHWA 11 Wiro Npob, BIATEIX M3 TENA YENOREKE,

a TAKKE HE A0CTHTAKWMWE CBOETD NEPEMHHOND NPEQHAIHAYSHHOMO BO3A8ACTEWA HA OPIaHHW3M YenoBeKa
28 cHeT apMaKonNorYecEmx, MMMYHONOTMYaCME HNK MaTabonKyackuy CReacTe, HO QyYHELMK KOTOp B MOryT
NogaepEHBaTLCA TAKWMK CReacTEamMi.

[GHTF/SGAMNOT1:201 2, nyHeT 5.1]

M PHEMe4Y3aH®e — HexoTopsle WIRESNWA B OTASNEHE X DPWCOHELHAY MOryT PACCMATPMBATECA KAK MEOMLUMH-
CEHE, HD B ME OTHOUEHWA 212 HE Bl FIEED'!'EH anMHBd Noaon. TAEMME H3IEAHAMK MOryT BhiTh:

- e IEHEM UMD YIDWHE BRI BCTRE;

- BCACMOrEBTENBHEE CPEOCTES QN#A MY C OrPaHAYMEHHBIMK BO3MOMHDCTHME]

- W3gENWA, BENDYERD UKWE TEHA BEHBCTHRIX WKW HBNOBEKE,

- HIGSNWA ANA IKCTPRKSPNGPANEHOMD ONNOGOTEOPEHHA W PENPOLYETHEH BX TEXHONOTHA.

3.12 cemelcTRO MeaMUMHCKKX wanenwi (medical device family): Mpynna sMeqWUMHCKKE WAOENKA,
NPOMIBOOMMEIX OOHOM W TON Xe MK ONA OOHOR 1 TOR Me OpraHMIaUMK M MMEI0WMX 00 HaKkoRyn Gasoeyio
KOHCTPYELKMED W yHELHOHANEHEIE ZAPEKTEPUCTHRA B OTHOWEHWKA BE30NacHocTi, NpegHaIHa4eHHoro NprmMa-
HEHHWA H DYHELMOHWPOBAHWA.

3.13 ouenvBanWe GYHEKUMOHANLHLIX XapAKTEPUCTHE (performance evaluation): OugHika 1 adanus
OaHHBX QNS YCTAHOBNEHWA WNA NPOBEPEA CNoCODHOCTH MAgEenka GNA QWarHoCTHEM i Vilio O0CTHraTs CROEMD
HAIHAYEHWA.



rcT 150 13485—2017

3.14 nocnenpopaxHos HaBmwasHWe [post-market surveillance): CucTemaTwdeckid npouecc cbopa
WM aHAMNIA3E ONBTE, NONYYEHHOTD B OTHOLLEHWK ME8OHLMHCKAX WATEMWA, BLINYLLEHHBD HE Dl HOK.

3.15 npoagykuna (product): PeaynsTar npoyecca.

[150 2000:2005, nyHeT 3.4.2]

NMpumeuauuA

1 CywecTayinT YeTepe ofune KETEMOPUN NPOSYELHK

= YCNyTW (HanpymMep, NepeBoIkK ),

- NpOrpEMMHEE CPeACTEE (HENPUMER, KOMNE0TE PHER NPOTRAMME, CNOBaRE];

- TEXHWAYECHHE CPEACTRA (HENPHMED, MEBXBEHWWECKAR YACTE ARMIETENA];

- nepepafaTeiaasMble MATEPHANE (HENPHMED, CME3xa).

Muorie Buas NPoAYELWE COAEQMAT INEMEHTE , 0THOCAW MECA € padnaqusbi 00w e kaTeropnam npogykysr,. OTHe-
CEHWE MPOAYKLYHM K YCNYTamM, NPorpaMMHsIM, TEXHWYECHMM CREACTEAM WNKW NepepabaTRBREM B METEDHENSM I3BHCHT OT
npeofnafanwery aNeMEHTE. HanpiMeap, NOCTAENAEMARA NPOQYKUHRA «3BTOMOSHNED COCTOMT M3 TEXHUMECKWY CPELCTE
(Hanpusep, wWuH], nepepafaTupaeMeX MATEpAAN0OE (HANPAMER, TOPMYEE, OXNEHO3HIWER HHAKDCTE), NPOTRPEMMHBLIX
CREncTE (HANpUME D, NPOrPEMMEDS YTPEENEHAE DBMTETENEM, WHETRYELNA ONA BOOUTENA )M yenyTd (HAaNPHMEep, pa3bACHS-
HHWA MO BHCONYATAUMK, DEBEEM LS NPONSELE0M].

2 Yonyre ABNAETCA PeayNETATOM MO MEHLW EH MEDE DOHOTD DERCTEMA, 0OAIETENEHD DCYLWECTENBHHOMD NPH B38H-
MOOSHCTEWA NOCTABLWHKE W NoTReBMTenA, W, KBK NPEEAN0, HEMABTEPHANEHE.

MpeaocTaEnexde YoMy rd MOET BKNKYaTs & cefA, HENpEMBR. CREgyDW s

- QEATENEHOCTE, OCYWBCTENEHHYS © NOCTABMEHHOA NoOTpeBWTenes MaTepHansHod NPOOYEUHER (HanpHmMep,
PEMOHT HEWCNPEEHOID BETOMOGKHAR);

- DEATEMEHOCTE, GCYLWSCTENEHHYI © NOCTEENE8HHOA NoTpefuTeneM HEeMaTepHaneHOH NPoAyKUMER (HanpHmMep,
COCTEENEHWE IAABNEHWA O 0OXonax, HeoBXoOuMoro anA onpegeneH-a paIMepa HENOTa);

- NpEQOCcTEENEHNE HEMATEPHANBHOR NPOOYKLWH (HANDHMED, AHPOPMAELAE B KOHTEECTS NEpERaYH IHAHWA);

- CO3NEHUE YCNoBWA ONA noTpefuTened (HAaNpUMep, B rOCTHHHUAX W pPRCTOpaHax]).

MporpaMMHAce cpeacTEO COOQERWAT MHPOPMALKWID W 0BRYHD ABNASTCA HEMETERWENLHEM W MOKET BuiTe TELHE B
opMe NoSEC00E, CNepayyi Wi NRoYeaYP.

TedHWHecsos CPEOCTED, KK NPABWND, RBNAETOR MATERHANLHEM, W EM0 KONWYMECTED BRIPAXMAETOA HWOUMCNASMOR
xapakTepicTiEod. MepepabaTeipaemele maTepran ofuuHo RENAKTCA METEPHANEHEIMH, ¥ HX KONWYECTED BEPEMEETCA
HEMPEpEEHOR X3PEKTEpRCTUROA. TEXHUMECKHE CpeacTEA M NepepafATHEEEMEIE METEPHANE YECTO HAZHBAKNT TOBIPAMU.

3 fadHHoe onpeideneHis TEPMUHE aNPOOYELWA S AMEST OTRHYWA OT ONpERenaHdA, NpHae QeHHoro e 150 8000:2015.

316 aakynaeman npoayiuMa {purchased product): MNpoaykua, NpegocTasneHHan KakoR-nubo cTo-
POHOR, HAXOOAWERCH BHE CUCTEME! MEHEIAMENTE Ka4ECTRA OpraHHIaLMK.

n PAHMBYMEHNWE— anﬂGGTEMﬂHHE NPoOAYKYEWKH He BCarga conpoaosagaeTca KOMMEepYeckiMHE WNd UHaHCD-
BEIMMW COMMALLEHWA MA.

317 puck (risk): CoveraHHe BEROATHOCTH NPHYHHEHWA BRPEOa M TAMECTH 3TOMD BpEda.
(IS0 1487 1:2007, nysxT 2.16]

NMpumMmeywasHne — IToONpeaEnNSHHWE 4 PUCKSSs OTAWMESTCR OT ONPeaenaH«A, aadHoro B IS0 30002015,

318 meHBOXMEHT pHCKa (risk management). CHCTEMATHYBCKOR NPWMEaHEHHE NONUTHEW, NpOUeOyYD M
NEEKTHHECKME METOO0B MEHSANMENTA ANA PELWEHEA 33034 aHANKW3E, CUSHWBAHWA, YIDEBNEHWA W MOHWTODMH-
rapucka.

[1S0O 1497 1:2007, nyusT 2.22]

3.19 cHcresa GapLepoB cTepUNLHOCTH (sterile barrier system): MuHAMANEHLIA KOMNNEEC TEXHWYEC-
KX CPEACTE, KOTOPLIA NPENATCTEYET NNOHUEHOBEHKMID MUKDOODIaHMIMOB M NO3BONAST O0DECNEYUTE CTEDMME-
HOCTE NDOAYKLUMK 00 88 MCNONBI0BAHKA.

IS0 11607-1:20086, nymxt 3.22]

3.20 cTepMnbHO® MEOHUWHCKOS Wagenwe (sterile medical device): MeguUWHCHOE Wagenue, COOTRET-
CTEYIOWEE TREGORAHHAM K CTEDHNLHOCTH.

n PHMBYMEHWE — TPE'EEIEEH AR K CTEDHNEHOCTH MEOWULWHCEWX CEREET MOrYT GEITE YCTAHOBNEHE NpAMaH®E-
MEME PECYNADY L MM TFIBE D2aHHAMW W CTAEHO3PTAMH.

4 Cuctema MeHeQXMeHTa KauyecTBa

4.1 O6uwme TpadboBaAHWA

£1.1 Opraduaauma 0oMmsHa A0KYMEHTHRPOBATE CUCTEMY MEHEDKMEHTA KAYEBCTEA 1 NOAJEDHMEATE BE
Pa3yNbTATHRHOCTE B COOTBETCTEMM C TPEGOBAHUAMM HACTOALYETO CTAHOAPTA U NDHMEHHMEIMM DY NMDYIOWMK-

4
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M TpedosaHvAMK. DpradHIaudA QoNKHa YCTaHaBnNWeaTE, BHE0PATE ¥ NOO0epwHeaTe nwioe Tpedopanme,
NpoUeaypy, AEATENEHOCTE KN MEDONPHATHE, KOTODEIE SOMMHE GETE JOKyMEHTHPOBAHL B COOTEETCTEWA ©
TpeGoBaHMAMK HACTOALLENS CTAHOAPTA W NPHMEHHUMEIMK DEMYNHPYIOWWMA TREBoRaHNAMY.

Cpradvaaums QOMEHa QOKYMEHTANLHC GHODMMTE CEOIO(HM) ponb{H) B COOTBETCTEMM C NPHMEHMMEIMK

PECYNAPYIOLAMA TPEGOBAHUAMA.

I PAMEBa4YAHME— PDI‘IH,I‘IFIHHH‘THE Ha celba Oprasd3IsaLMed, MOoryT BENKDYaTh B cedn PONM KATCTOBMTENSA, yHon-
HOIMOYEHHOMO NESOCcTAEATENR, HMNCPTERA DK .'.'I.I.'I-E-'TPH'EBPEITI:I pa.

4.1.2 Oprasuaau s QonwHa!

a) onpenenaTe NpoUecck, HeoBXOAMMBIE NNA CUCTEME! MEHEIMMEHTA KAYECTRA, W MX NDMMEHEHHE B
CPraqU3aLMKe C yJeToM ponad, NPUHATEX Ha ceda;

b) NpHMEHATE PUCK-OPUEHTUROBAHHEIR NoOX0A K YNDABNEHWID COOTRETCTEYIOWMHMME NPOUSCCaMK, Heob-
XOOWMEIMK ANA CHCTEM B! MEHEIHMEHTA KAYECTRA,

C| onpegendaTs NocneqoeaTensHoCTs M B3aMsMOdeACTENE ITHX NPOLSCCOE.

4.1.3 OnAkasnoro NpoUecca B CUCTEME MEHSOMMEHTa KEa4esTea Opraduaag A JonkHa:

a) onpedenATh KpMTEnME M MeTodbl, HeoboavuMele ONA obecnaYyeHHA PEIYNLETATUBHOCTH, HAK NDH OCy-
WECTBNEHHKA, TAK W NPH YNPABNSHWHA 3THMH NPOUSCCaK;

b} obecne4YrBaTth HANKYKE DECYDCOR W HHMODMaUKK, HEoBXoaMMEIX ONA NOOJE KK QYHKLMOHKpOBA-
HUA ¥ MOHWUTODHHNA 3THX NPOLUECCOR;

C) OCYLWECTRENATE OBACTBKA, HeobxoaumMsle ANA QOCTHHEHHA JANNaHKPoBAHHEY pPe3yNETATOR 4 Noa-
OEDHAHWA DAY IETATUEHOCTH 3THUX NPOLBCCOR.

d) OCYWECTENATE MOHHTODMHN, MIMEDEHWE, BCNH LenecooBpaIxe, U aHanKa 3TMX NPoUeCooR;

2] onpedenaTe M NoAOepHHBATE 8 paboyen COCTORMMK 3AMMCH ANA JEMOHCTDALMKM COOTRETCTRWA TRE-
DoBaHMAM HACTOAWErD CTAHOAPTA W NDUMEHMMEIM DENYITHRYIOLW KM TpebosaHuam (4.2.5).

414 OpraHMiauuWa OOoN#HA OCYWECTENATE MEHELEMEHT 3THX NPOUSCCOR CUCTEMBl MEHELHMEHTS
KAYECTREA B COOTRATCTREMM C TREGOBAHMAMMK HACTOALLEND CTAHAARTA M NDUMEHMMEIME DEMYNADYIOLHAK TpeGo-
BAHWAMK. MIMEHEHMA, BHOCUMEIE B 3TH NPOUESCTE, OOMHHI

a) OUEHWBATECA C TOYKM 3PEHHA BOIOEACTEMA HA CUCTEMY MeHeHMEHTa KAYecTea;

G) oUEBHHEATBCA C TOYKM APEHWA BO3ASHCTEMA Ha MEJMUWHCKWE WAOeNWA, NPOWIBOONMEIE B DAMKAX CHC-
TEMB MEHEHMEHTA KAYECTRA;

B) KOMTPONKPOBATECA B COOTEETCTEMM C TPEBORAMHAMK HACTORLWEND CTAHAIPTA M NPHUMEHH MBI DETY-
MADYILWL MM TREB0BaHUAMK.

4.1.5 ECnyopraqHM3auus pewasT NepeaaTe Ha CTOROHY BhINQMHEHNE KAK0OrS-NMe0 NpoOUECca, BRHAILLE-
o Ha COOTBETCTEWE NPOOYKLKA TpefoBaHuAlM, OHa JOMNKHE OCYLBCTENATE MOHKTOPWHN W ofecneydBaTs co
CROSA CTOROHS YNPARNSHHWE TAKMMI Npoueccami. Oprasdsalua cOXpaHteT OTRETCTREEHHOCTE 33 COOTRET-
CTEME TAKOro Npouecca TpeboeaquanM HACTOAWEro cTadaapTa, Tpefoaanuan noTpeSuTena U NPHMEHHMEI
PErYNADYIOWKL TpeBosaHyAM. YNpaesneHqe QOEHO BT NRPONODUWOHANSHO DUCEY, CEAIAHHOMY C BOIMOMN-
HOCTEIO BHEWHER CTOPOHB oSecneddTe coOTEeTCTEWe Tpefomanuam nyHkTa 7.4, Ynpaenedde AomnwHD
BEMKIMATE NMCHMEHHEIS COMMALLSHMA N0 KAYECTEY.

4.1.6 Opranniayua DOMEHa GOKYMEHTUDOBATE NEOUEOYPE BANHOALMKA NPUMEHEHNE KOMNLKTEOHOMO
NPOrpaMmMHone cbecnedyeHa, HCNoNsIYeMOoro B CHCTEME MeHEINMaHTa KadecTaa. MNpunomeHua Takoro npo-
rpammucro obecneadedva HeobxogumMo BaNKWOH POBATE A0 HAYANA NPUMEHEHWA W, BCNK WenecoobpaiHo, Nocne
BHECEHNA HAMEHEHWA B NDOrPaMMH0E ODECNEYeH e MM 8r0 NDHMEHEHHE.

KoHKpeTHeE nogxod 4 8Os JeaTeNsROCTA N0 BANKMAaLMK 4 PEEANKOALMK NPOrpaMMHOre obecnadenina
QonsHEl GEITs NEONOPUMOHANEHSLl DUCEY, CEBAIAHHOMY C NPHUMEHEHWENM TAKOro NporpamMmMHore obacnedeHua.
Januck ob aTol OeATENEHOCTA JOMKHE NoOA0eDKHBATECA B pabodes coCToAHHM (4.2.5).

4.2 TpeboBaHWA K OOKYMEHTALMH

4.2.1 O6wme nonoMeHKa

JokyseHTaUMA CHCTEMBl MEHEOHMEHTE KaYecTea (4.2 4) 0oNKHA BKNKYAaTE:

a) JoKYMEHTANLHD OHOPMNEHHEIE IZABNEHWA O NONUTHKE M Lenax B obinacTu KaYecTea;

b) pyKOBOOCTEO NO KAYECTEY,

C] OOKYMEHTUROBAHHLIE NPOLEOYDEl M 3aNKCH, TpeGyeMeIe HACTOALMM CTaHOApTOM;

d) OOKYMEHTE, BKMIOYAA 3aNKCH, ONpenenaHHbe opradiiagqel kag ieobxogusee 0na obecneadexing
pPEAYNETATUEHOND NNAHWPORAHKA, CCYLLECTENEHUA NPOLECCOR M YNDARNEHMA UM,

@) OpYrys O0KYMEHTAUW, YOTaHOBNEHHYID NDHMEHMMEIMH DEMYIADYIOWWMA TPeG0BaHNAMN.

4.2.2 PykopoOcTao no KavyecToy
JprasuaaumMa QonKHa GoKyMeHTUpOeaTE PYHOBDACTED NO KAYSCTEY, COOaMKaLLEE
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a) ofBnacTe NPHMEHEHWA CHCTEMEl MEHEIEMEHTA KaYecTBa, BENYan nodpobHoCcTH M oBOCHOBAHWE
MDBBIX HCKMIOYEHAR WIANK HENPUMEHEHNA,

G} QCKYMEHTHPOBaHHEE NPOUSAYDLl, PaspaboTaHHbIe ONA CHCTEMbl MEHEIKMEHTa KAYSCTBA, WIH
CChINMKA HA HAX;

B) ONWCAHWE BIAMMOOEACTBMA NPOUSCCOR CHCTEME MEHEIKMEHTA KANBCTEA.

PyrkoBOACTEBO NO KAYECTRY QOMHHO ONPEIenATE CTPYKTYPRY JOKYMEHTALMK, HCNONLIAYEMON B CHCTEME
MEHEHMEHTA KEa4YecTRa.

4.2.3 Padn MegUUWHCKOro H3genu|a

OnA kaxaoro TUNA WK CEMERCTEA METMUMHCKMY MANENWA ODTAHMWIALWA A0MNMHA COINATE M NONIS QK-
BaTh B pabouen COCTOAHMK OOWH HAKW HECKONEKS Galinos, CoOeDMaLLIMY OOKYMEHTE! UKW JaMHWLWY COBIMEY HA
HHX, ONA NoATESREOSHHA COOTESTCTEMA TReBOBaHUARM HACTOALLEMD CTAHAANTE W NDHMEHNMEIM DEryITHEY -
LM TRpeboaaHnAM.

Copepwadue dainaon) gomeHo BENIOYATE N0 MEHBLER Mepe:

a) ofwee onvCasye MEOWLUMHCKOTD MATBNWA, 8ro NPeJYCMOTDEHHOMD HaHaYeHHAMDUMEHEHHA, Map-
KUDOBKY, BEMICYAA NIOBLIE MHCTOYELMM MO NEMMeHeHHID;

b} cneyndmkayru npogyrLMe,

c) cneuuduEanud KNK NpoUeypl NDCKMABOOCTES, YNAKOBKW, ¥padeH9a, oBpaleHHa C Hagenten, a Tak-
WE OWCTDWEY LI,

d} npousaypsl KIMEPEHKA M MOHWTODMHIA;

&) TPpeDoBaHHA K MOHTaMY, SCNA MPHMEHAMO,

fl npouegypil TEXHUYECKOND OGCMYHMUBAHKA, BCNH NDHMEHKMO.

4.2.4 YnpaBsneHwe OOKYMEHTaMHK

LOoEYMEHTAMKA CUCTEME] MEHEQMMEHTA KAYECTES HeoBXOOMMO YIDABNATE. 3aNMCH — oCcobuiA B QOKY-
MEHTOR, W MM HAO0 YNPABENATE COrMACHD TREBOBAHKWAM, NPUEBEEHHLIM B NyHKTEe 4 2.5,

Ona onpagenedua HeodxoguMels CPEACTE YNPABNeHKA 0omkHa GwTE paipafoTada JoKyMEHTHpORaH-
HaA Npoueaypa, NpeoyCcMarpHBaowan:

a) aWanuau oduyransHoe ogolpeHHe QOKYMEHTOR C TOYKH IDEHMA X 30eKBATHOCTI 00 MX BRIMyCKa;

b} aHanua W akTyanuaaywsg, No Mepe HeobxoOWMOCTH, H NOBTOPHOE OdKUManeHoe odocbpeHWe Qoxy-
MEHTOR,

c) obecnedeHre MOeHTUHKALKKA MAMEHERWA M CTATYCA NEPECMOTPa J0KYMEHTOR,

d) obecnedeHiia HanWYMa CoOOTBETCTEYIOWMX BEDCHIR JOKYMEHTOE B MECTAX HX NDMMEHEHHA]

&) obecnedeHine CoXpaHeHUA QOKYMEHTOR YETKMME M NErHo MIeH THODAL MDY S R A,

fI ofecneyexwe WOSHTHEMKALMN BOKYMEHTOR BHELLHErD NPOMCXOMIEHHA, CNpe0eneHHbIX OpraHKIaLM-
A KaK HeoBxX00HMBE QNA NNaHUDoBAHMA W QYHELWOHMPOBAHMA CUCTEMEl MEHETHMEHTa KAYECTEA, W yNpaB-
NEHHE WX DACCHEINMKORN;

g} NpeJoTEpALLEHHE NOPYA MNH NOTERH J0KYMEHTOR;

h) npegpoTEpallEHKE HENDeOHAMEDEMHOMD MCNONBEIOBAHMA YCTAPEBLIMXY QOKYMEHTOR M NpMMEHEHNE
COOTRETCTEYELWE R MOASHTHIDMESLAA K HHM.

OpralvaagvA goniHa ofecnedylBaTs aHanda 4 ohuudansioe o0obpeHre HIMEHBHHA B OOKYMEHTaX
NWEC AOMEHOCTHEIM NHUO0M, 0005PHBLLMM NEPBOHAYANEHEIR QOKYMEHT, NWG0 OPYTHM CNELWANEHD HAIHAYEH-
HilM OOMEHOCTHBIM NALOM, MMEIOWHM GOCTYN K COOTBETCTEYIOWER MCXOOHDA MHDOPMALKK, Ha OCHOBAHWM
KOTOPON NPAHKMaBTCH DELIEHWE.

OpraMuaayna JonsHa onpeaenaTe Neprol BpeMeHl, B TEYeHHE KOTOPOND CNenyeT XpaHHTE He MeHas
OAHOA KOMWK YCTapeBLWKMX OokyMEHToB. Ha aToT nepon gonwed GeiTe obecnedas 0OCTyN K QOKYMEHTaM, B
COOTRETCTEMM C KOTOPBIMA MEQWLMWHCKOE W3OBNME GbiNg MAOTORMNEHD W HCNBITAHO, B TRYEHWE, N0 KPaAHEH
Mepe, cCpoka cnywhel MA0eNUA, ONpegenaHHoro OpradMIag e, Ho He MEHEE CPOKa XpaHeHWa MO0l MTOroBoH
FandcH (4.2.5) WM B CODTBETCTENM C NPAMEHAMEIMIA DErYTIADYIOWWMK TReG0BaH HAMH.

4.2.5 ¥YnpaBsneHWe 1anMcAMMH

JanucH OoMEHsl NOOASRHUBAaTECA 8 pafoyen COCTORHWK ANA NPELOCTARNEHWA CEMIETENECTE COOTRET-
CTEWA TPEGO0BIHMAM W PRAYNETATHEHOM MYHKUMOHMPOBAHNA CUCTEME! MEHEIHMENTA KavecTea. OpraHnaa-
LUMA OOMKHA OOKyMEHTWPOBATE NpoUeaypsl ANA CNpegeneHka CpencTE yNpaBneHuA, HeoBXoduMex ONA
WOEHTHDMKALKMK, XpaHeHWA, DEI0NACHOCTH M LENOCTHOCTH, BOCCTIHORNEHWA, BENKOYEA ONpefensH WA CRoKoa
KpAHEHWA, W NOPAAKA HALATHA JaNUoeH.

OpradMaagva QoMmEHa onpaaeniyTe 4 BHEAPHMTE METOOL! SAWMTE KOHMOSHUMANEHOR WHODMaLMA O
A00p0ELE, COOEDMAWESACH B 3aNKCAX, B COOTEETCTEMN G NPHMEHKMEIMW PENYTHPVIOLLMMA TPEGoBEaHUAMH.

B
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JanKcK QOMEHLl OCTABATECR YR THMMM, NETKD WISHTHEUUMPYEMBIMH M BOCCTAHABNWMBAEMEIMIA. MameHe-
HWA B 3ANKCAK BOMEHE BRiTe WIEHTHEWLMPYEMBIMH.

CIpraMy 3aUMa GONHHA XPaHWTe 3aNHCH B TeYeHUE, N KpaiHel mepe, cpoka cnyxbsl MegMUMHCKOro Hage-
NA, oNPELENeHHOND OpraHWIanWel, Ho HE MEHEE OBYX ET CMOMEHTS Bl NYCKE MEOHLMHCKDOND H3OBNMA Opra-
HU3ALMER MNK B COOTEETCTEMH C NPAMEHHMEIMK PEMYNHPYIOWWMKA TpeBoBaHnAMu.

5 OTBeTCTEEHHOCTL PYKOBOACTEA

51 OGpaaTenLCcTREa PYKOBOOCTES

Briciige pyKoBROACTEC OPraHMIALWMA NOMKHD NDEAOCTARNATE CRMOETENLCTEA CROGH NDHUBEDMEHHOCTH
paapafoTke 1 BHEgPEHMI0 CUCTEME! MEHEMMENTA KAYaCcTea, 3 TAKKE NOQAeDHAHNK 28 DeIyNETATHEHOCTI
NoCpencTEoM:

a) JoRedeHWA 00 CEEAEHWA OPraHUaaLMKh BAKHOCTH BeINoNHeHa TpabosaHui NnoTpebUTenA, a TaKe
MPMMEHAMELX DEMYNMPYIOWHE TReBoBaHMA,

b) paspaGoTii NONMTHKK B 0BNacTH Ka4ecTea;

c) obecnedenna paspaboTkn yenel a obnacTu KavecTea;

d) npoBeOeHs aHANKAA CO CTODOHE! DYKOBOOCTRA,

2] obecnedeHUA HEODEOIMMBIMIA DECYDCAMIA.

5.2 OpuedTauna Ha noTpebuTens

Bbicluas pyRoBOACTEO A0MKHO oBacneyMeaTs onpegeneH e M BeiNonHeHWe TpebosaHui noTpeGurena i
NPUBEHMMEIX DEMYTADYIOWMX TReEoBaHmui.

5.3 NonvTyea B oBNacTH KAYecTEa

Bricles pyKoBOOCTED GOMEHO OB8CNeYHBEaTE, YTODK NONKMTHES B 08NacTk KavecTaa:

a) COOTEETCTEOEANA CTRAaTEerHYecKHM HaMepaHHAM OpraduIalnm,

b) exnioyana ofA3aTenNsCTES COOTEETCTRORATE TPEGOBAHWAM CUCTEME MEHESHMEHTA KA4ECTEa ¥ Nod-
GEDHYBATE &8 DEIYNETATHEHOCTE,

c) ofecnedwBana CCHOBR OANA NOCCTAHOBEKW M 3HANKM3a Wened B 0bnacTk kaYaecTea,

d) Geina gogeqeHa 4o cRefeHHA NEpCoHANA OPraHk3Iau i ¥ NOHATHE ey

@) AHANWIMpOBANACE HA NOCTOAHHYKD NPUIOGHOCTE.

5.4 MNnanvpoBaHHdae
5.4.1 Uenw B obnacTi kKayecTea

Briclues pyROBOLQCTED Opradd3alki AonMHO 0BecnevnTe, 4Tobb Lend B obnacTi Ka4acTea, BEMHOYan Ta,
KOTOPBIE HE0GX0OUME! ANR BENONHEHAA NDEMEHKMEX PECYNARYIOWWY Tpebosaddi 1 TpebosamWia Kk npogyk-
WM, BeINK YCTAHORNEHE ONA COOTBETCTRYRILLMX (yHKLMEA 1M HA COOTEETCTEYIOLWMX YPORHAX BHYTDM Opraxmaa-
. Lend B oBnacTti K3YecTea AOMN#HE DbiTh HAMESDMMEIMH M COrMNacoBaIHHBMKE C NONHMTHESA B oBnacTi
KAYECTRA.

5.4.2 MNnanvMpoBaHMe CACTEM LI MEHEHMEHTA KAYSCTEA

Buicluae pyKoBOOCTED QONEHO OD8CNevYHBaTE:

a) NnaH|poBaHHe CHCTEMBl MEHEOHMEHTA KAYECTEA ANA BEINONHEHKA TPEGOBAHMA, NPWBEOEHHBIX B
nyHeTe 4.1, a Take 4NA QOCTHMEHWA Uaned B obnacTik ka4ecTea,

b} coxpaHeHKe LENoCTHOCTH CHCTEME! MEeHEIRMEHTA KA4YECTEA NPH NMAHWDOEIHWH W BHEQDEHWA B HEs
HIMEHEHHA.

5.5 OTERETCTEEHHOCTE, NONHOMOYMA K oBMmeH MHdQOopMaUWeR
5.51 OTEeTCTEEHHOCTL M NONHOMOYHA

BriCiuge pyEOBOLCTES QOTEHG ODECHEYNTE, 4TOGE OTEETCTEEHHOCTE H NONHOMOH WA DBNH oNpeaeneHs,
DOEYMEHTAPDEAHE M ACBEAEHE A0 CEEOEHUA NBDCOHANS OpraHnaaLMiA.

Bricluge pyx0BOGCTRO QOMKHD QOKYMEHTHPOBATE B3aM MOGEACTEXE NEPCOHaNa, PyKOBOOALL @D, BLINOA-
HRIDWErD M BEpMPHUWDYIWaro padoTy No 0SecnedyeHnd KaYecTed, i 058 cnNevyHBaTh NOMHOMOY WA W HEIABWCK-
MOCTE, HEoBXo0MMEE ONA BRINONHEHWA ITUX 3a8a4.

5.5.2 MNpegcTaByTens PYKOBOACTEA

Briciuae pyKOBOLCTED JONMHO HAIHASHTE NPELCTABMTENA WA COCTARA DYKOAOOCTES, KOTOPEIA HE3aBHCH-
Mo oT gpyrux obAsanHocTed 0GnagaeT OTRETCTEEHHOC TRES M MONHOMOSMA MM, BEMKHAOLLHBMA;

a) ofecneseHye Toro, YTobsl NpoUBCck, HEOGKOOMMEIE ANA CHCTEME! MEHBIHMEHTA KaYecTaa, Beinu
LOKYMEHTUDORAHS;
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b} npaicTaEnedde OTYETOR BhICLIEMY PYHOBOOCTEY O DeIVNeTATHEHOCTA CHMCTEMEB MEHEOMMEHTA
HAYECTEA W HEODXOAMMOCTH YITydiesma (8.5);

c} ofecneyedde pacnpocTPAHEHWA NOHWMAHWA NPHMEHMMEX DEMYNNDYIOW N Tpedosanri 1 Tpedosa-
HHH CHCTEME! MEH2OMMEHTA KAYSCTER B DAMEAX BCEH CPraHuIaLMm.

5.5.3 BuyTpoHHWA 0BMaH HH(OpMaUWeA

Beiclies pyKOBOOCTED A0N#HD ofecnayneaTtes pazpaboTky B OprasMaauli CooTEETCTEYHILMY NpoLEc-
coB oGmeHa HbopMauuei, B TOM YUCNE ND BONPOCAM PEAYNETATHEHOCTH CHCTEMEl MEHEOMMEHTA KAYECTEA.

5.6 AHANW3 O CTORPOHLI PYKOBOACTED
5.6.1 DowHe NnoNoweHHA

Opradkiaayya oneHa AoKYMEHTHROBATE NPOUEaYDLl ONA aHany3a co CTOPOHE PYKOBOACTEA. Briciwes
PYROBOOCTED  OOMKHO  SHANKMIMPOEATE Yepel OOKYMEHTANLHC JanNaHMpoBaHHBIE WHTEPBANL CHCTEMY
MEHESHMEHTA KAYACTEA OPraikiIau Wy ¢ 4enkis ofecnedyeHia ee NOCTOAHHOA NEMrogHocTH, a0eKBaTHOCTH M
paIyNeTATHEHOCTH. AHAMWI OONMEH BIMIOYATE OLEHKY BOIMOMHOCTER YNYYLWEHHA 0 HE0EXOOMMOCTH DHECE-
HHA MAMEHEHHA B CHUCTEMY MEHEIHMMEHTE KAYSCTEA OPraHKIALMA, B TOM YHCNE B NONWTHEE K LENAX B oBNacTH
KAYECTEA.

Janucy aHanKaa oo CToOPOHEl PYKOROOCTEA QOILEHEl NOASEPHHMBATECA B pabodem cocToAHMK (4.2.5).

5.6.2 BxoaHele 0aHHLIE ANA aHANK3a

BxogHbie gaHHLIe ONA aHandia co cToOpOMbl PYKOBOOCTEA JOMEHE BEAKYATE, HO HE OrpaHHHEaTECA
ATHM, CNEOYIOWYI0 HHEDODMALKID, NONYYeHHYD Ha:

a) obpaTHoW CRAIM;

b} obpawenua c npeTeHanei;

C) OTYETHOCTH B DeMyNADYIILLWE OpraHs,

d) ayouToR;

&) MOHWTOPWHIE W HAMEDEHWMA NPOLUSCcCos;

fl MOHMTOPMKIE W MIMEDEHWA NPOOYELHK,

g) KOppEeKTHPYIOLWErD NeRCTBMA;

h) npegynpesoakilero QEACTEMA,

i} Nocnegyow«x GeACTENA, BETEKAMLLWK M3 Npe gkl gyLLIMK aHaNMIoe co CTOPOHEl PYKOBOGCTEA;

i} MasEHe A, KOTODLIE MoK Bl NOBAWATE K3 CUCTEMY MEHEAMMENTA KAYeCTaa,

k) peRoMEeHIaUWA NO YIYYLWE KD,

1} HOBBIX MNW NEPECMOTDEHHBLIX NDMMEHAMED DEMYNHPYIOWWY TEGoBaHMHIA.

5.6.3 Beix0oaHbLI® aHHLIS ANA aHANK3a

BeixogHbIE GaHHBIE ANA aHand3a co CTOPoHEl PYKOBOACTEA A0N#KHE BEITE 3aperkcTpHpoBans (4.2 5) «
BENICYATE NPOAHANWMIMPOEAHMBIE BXCOHEIE aHHBIE W No0EE PRLLSHWA W A8HCTBXA, OTHOCALWMECS K.

aj ynyqweHWAM, HeobXogumMsiM ONA NOASeDHAHKA NPWIDGHOCT, 30eKBATHOCTH W PEIYNLTATUBEHOCTH
CHCTEME! MEHEO¥MEHTA KAHECTEA W 82 NPOUecCon;

b} ynydweHr NpoayELXKM cornacko TpeboeaHuam noTpebuTenad;

C) WMIMEHEHWAM, HEOOXOOMMEM GNA PEArMPOBAHWMA HA HOBLIE MMM NEPECMOTPEHHLIE NPHMEHWMMEBIE DEIY-
NUpYIoWHe TpeboBaHKA,

d) noTpeBHOCTH B paCYpCaN.

6 MeHeQKMeHT pecypcoB

6.1 DGecnevyaHWs pecypcamMmn

Opradluaayya GonsHa onpegenite i o0ecneYMaaTs pecyposl, HeoBxogWMBIE QNA:
a) BHEOPEHHA CHCTEMbl MEHEIMMEHTE KAYECTEE U NOAOE PHAHKWA 88 Da3y NETATUBHOCTH,
b} coOTEBETCTEMA NPHMEHHMEIM PENYNHPYVIOWHM TpeBoaaHram 1 Tpeboranvam noTpebuTens.

6.2 YenoBe4yackHe pecypcil

MepocoHan, ooy ecTRNANWKA A8 ATENEHOCTE, BIMAKILYH HA KE34eCTEO NPOOYKLMA, A0n#eH Dbl Te KoMne-
TEHTHEIM B COOTEETCTRMHK C MONY4EHHEM oDpazosadwen, NOATOTOBEOH, HABKIKAMA M ONEITOM.

Oprasvaalva JoMEHa Aoy MEHTHPOBETE NPOoUecC{kl), ONpeaenaowyEAle ) KoOMIeTEHTHOCTE NepcoHana,
npcaeneHne obyueHra, cbecnadenwe MHPOPMUDOBAHHOCTH NEPCOHANE.

Opradnaayya QomsHa;

a) onpegenATes HeoBxXogWMY KOMNETEHTHOCTE NEPCOHANE, OCYLWECTRNAKLIED GeATENsHOCTE, BRHAID-
LY KD HA KE3YECTEO NDOOYKLHK,

8
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b) ofecnedvBaTte NOOrOTOBEY WNH NDEONDMHMMATE ODYTWE DSACTEMA ANA JOCTHUMEHHA HNK NoOgapwa-
HWA HEODXOOMMON KEOMNETEHTHOCTH,

C] OUEHWBATE PEIYNETATHEHOCTE MPWHATEE ME[,

d) obecne4dBaTts OCBEOOMNEHHOCTE CEOEMD NEpooHana of akTyansHOCTH M BAMHOCTH 870 A8RATANBHOC-
TH W BENAJE B OOCTHAHEHWE Lenen a obnacTi Ka4ecTea;

2] Nnogoep*Heats B paGoden COCTOAHMK COOTRETCTRYIOWME 3anvcy ob obpaijopavun, NogroToRKeE,
HABEIKAX M ONbITE (4.2.5).

Mpuweyadse — MeToaonorvd, HCNoONE3YEMAA DNA NDOESEEA PRIYNETATRBHOCTH, JonwHE SaiTh nponopyw@o-
HANEHA PACEY, CEAIAHHOMY C AEATENEHOCTEH, B OTHOWSHKK KOTOROM NpoES0eH0 OB yUaHHE MNK MHBIE eACTEMA.

6.3 MuppacTpyeTypa

CJprasuiaUmMa QonsHa JoKyMeHTHpoBaTh Tpebosanua K nidipacTpyType, HeobxoaMmMod OnA AocTHkE-
HIWA COOTEETCTEMA TpeDoBaHMAM K NPOOYELMA, NPE0OTERALLIEHWA NEPENYTRBAHKHA NPOOYEL WA M 0Gecnavaxia
Haanexawers oGpaleHna C HER.

MuchpacTpykTypa MOMET BENYaTeE, SCNH UanacoobpaiHo:

a) afaHMA, paboYee NPOCTPAHCTAD M CEAZAMHLIE C HWM CUCTEMBI MHKEHEPHOMD oBECNEYEHWA;

b) obopyooBaHne, BKNIOMAR TEXHWYECKWE M NPOTPaMMHEIE CPeaCcTES;

C) BCNOMOTATENbHBIE YCIYTH (HANDWMEP. TDAHCTIOPT, CBAIL WNKW MHPODMaLWOHHEE CHACTEMBEL ).

COprasuaauma OonyHa QoKyMEHTHPOBATE TpeboBanua Kk JeATENEHOCTH NO TEXHUYECKoMy oBCmywmaa-
HUKD, B TOM YMCAe MHTEPBANE BLINONHEHKA PaBoT NO TEXHUYECKOMY 0BCMYKUBAHWID, BCNH 3TH 0eACTEMA UK
HE OTCYTCTRAE MOTYT NOBNWATE HA KAYSCTRO NPOOYKLIHK.

Ecnu yenecoobpaako, TpeboBaduA AONMHE NDAMEHATECA K 0G0DY0BAHMID, MCNONBIYEMOMY B NPOKa-
BOACTEE, ONA YNPARASHWUA NPONIB0LCTEEHHON CPEO0N, MOHMTODMHIE M MIMEDEHMA.

3anKucK TaKoro TEXHWYSCKOrD 0GCTyHHBAHKA JOMN#HE NOOOeHWEATECA B paGouam COCTORHKM (4. 2.5).

6.4 MNpovMapoOCcTEEHHAA CPENa W KOHTPOMNL 3arpAIHEHAA
6.4.1 MpoMapoacTEEHHAA Cpeaa

Cpradnaaums QomsHa QOKYMEHTUPOEaTE TReGOBaHWA K NPoKMaBogCcTEEHHOR cpane, Heobxogumod ana
QOCTAHEHWA COOTRETCTEWA TRE00EAHWAM K NDOOYELMH.

Ecnu yCcnoBWA NpOoM3BoacTEEHHOR CRE0s MOryT OKa3aTe HEMATHEHOE BNMAHME HA KAYECTEO NPOOYKLIMA,
OCPrasu3aLK¥a GoMKHa 40Ky MEHTHPOBaTE TPEDoRARKA K NPOMIBOACTREHHOA COEa8 W NPOUSnyPEE ANA MOHHTO=
PHUHIE W yNPABMEHAA NMPOUMIBCACTBEHHON CpEOoR.

OpradMaaumMa QonMHa:

a) paspaboTaTh AOKYMEHTHROBAHHBME TPEGOBAHKMA K COCTOAHKID 3A0D0RRA, YKCTOTE W OOeNIE NepooHa-
na, ecnu KOHTaKT MEXOY NEPCOHANCM M NPOGYKLWER KNK NPOMIB0OCTBEHHOR CPe00H MOMET OKa3aTE BNMAHKE
Ha GE30NACHOCTE MEQWUWHCKOMD H3GENHA MK ero dHELKOHANBHEIR XapaKTEpHCTHEN,

b} obecne4ynTe, 4Tobb BECE NEPCOHAN, BREMEHHD pAGOTaAKWKA B OCobBBIX YCROBWAX NPOMIBOACTBEHHOR
cpeasl, SN KOMNETEHTHEIM MW HEXCAWNCA NOG HAGMOOEHHEM KOMNETEHTHOND NXUA.

Mpumeyadw e — DononHUTENEHY MHOOPMAYWED MOKHD HEATH 8 150 14644 1 150 14658,
6.4.2 KonTponk aarpAaHeHnA

Ecnu yenecooGpaiso, Opradkiaagna JonsHa NNaHHpoBaTs W OOKYMEHTMpORATE MEDsl GMA KOHTPONA
AAMPAIHEHHOR MM NOTEHUWANEHG JArPAIHEHHON NPOIYELMA C LENk0 NPEIOTEpaLLEHMA JarpAaHEHA Npoua-
BOACTEEHHOR CPEE, NEPCOHANE KNH MPOIYKLAM.

[NA cTepHNEHEX MEQHLMHCKMY H308NKWA OPradrsaunXa Don%Ha 0okyMeHTHROBATE TpefosaHKuaA K ynpan-
NEHMIO 3ATPRIHEHWEM MUKDOGDTAHMIMAMK MNH TESDOBIMK YACTHLAMKA W NOANEPHHBATE TPEBYaMyK YMCTOTY B
npoueccax cHopEKH 1M YNaKonKH.

7 Mpouecchl KMIHEHHOrO WAKNa NPpogyKLun

7.1 MNnanvpoBaHKHe NPOUECCOR HXHIHEHHOMND UMENA NpoayKuMmM

OpraduaaLmMs 0onwHa NNadupoBaTs W paipabaTeiBaTs NPOUECCE, HeobXogMMele ANA obecNEYEHWA MIAa-
HEHHOTO LIMKNE NpodysLWK. MnaqvpoeaHHe NPoOLeccon MUIHEHHOTD UWKNE NPoAYKLMA A0MKHD GeTE cornaco-
BAHO C TREBOBAHKAMK K JRYIAM NPOUESCCAM CUCTEMB MEHEIHMEHNTA KAYECTRA.

CipradMaaLmMa oMmeHa oKy MeHTMDOBATE OOMH MNM Bones NPoOUBCooE MEHEOMMEHTa DMCKAa B NPOLeccax
HAAHEHHOMD LIMKENS NPOoOyKLMA.

3anKcK No MeHeIEMEHTY DUCKa QOeEHE NOA0epHMBATECA B pabodem cocToAHWN (4.2 .5).
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Mpr NNaHKPOBaAHKK NPOLUSCCOB MHAHEHHOTO WHKNA NPOGYEUHH OpraiiaayWa QomsHa YCTaHOBW Th, BChH
ueneconbpaakn:

a) yend e obnacTy KA4YeCTBEa ¥ TPEGOBaAHMA K NPOQYELMA,

b) noTpebHOCTE B pazpaboTre NpoUBCcCoE, ADKYMaHTOR (4.2 4], a Take B obacnedyaHrH pECYRCAMA ONA
HOHKDETHOR NPOOYELMA, BENIOYaA MHOPacTRYETYRY W NDOWIB0OCTEEHHY IO CRaOy,

C) HeODXOAMMYK GEATENLHOCTE N0 BEpUMHKALMK, BANUOALWA, MOHUTODMHKNY, KOHTDOMMD 1M MCNBITaHW-
An, 0GpaboTEe, XPAHEHKKD, PACNPEOSNEHHMKD W NPOCNEXWBAEMOCTH KOHKPETHON NPOGYKLMH BMECTE & KpHTE-
PAAMEA MPAEMEN NPOOYKLH,

d} aanwWcH, HeobxoouMbele OnA obecCneYeHWn CBMOETENLCTES TOMD, YTO NPoOUBCCHl MHIHEHHOMND WWKNa
NPooYELMHA W MOTORaA NpoAYKUWA COOTEETCTEYIOT TpeboBaurAmM (4.2.5).

PeaynuTark: 3TOM NNEHAPOBAHKMA QOMMHE GbITh QOKYMEHTHPOBaHS B (POpME, COOTEETCTEYIOWEA NpaK-
THEE OpraHyaaLm.

Npumeqwsasne— JononHATENBHYD BHEOPMALMKD MOEHO HAATH B IS0 14871,

7.2 MNpouecckl, CEAIAHHLIR ¢ NOTpeBUTENAMMK

7.2.1 Onpepenexne TpeGoBaHMA, OTHOCHLIMXCA K NPOOYKUMH

Opradraayya OomsHa onpegennTes;

a) TpedoBaHHA NoTRebuTenA, BENKYan TpedoBaHHA K NOCTABNE M JEATENLHOCTH NOCNE NOCTABKK,

b} TpeGoBanuA, He ONpeaEnNeHHbIE NOTPEBUTENEM, HO HEOEX0aAMMEIE ONA KOHKPETHOMD MNK Npegnona-
ragMoro MCNONBIOBAHWA, KOTGLa OHO WABECTHD,

€} NpYMEHWMBE PEYIIADYIOWKWe TREGo0BaHWA, OTHOCALLWMECA K NDOOYKLIM;

d) mofoe obydeHMe NoNsaoBaTened, Heobxogumoe ona oGeCNeYeHWA 3a0aHHBIX QYHELWOHANBHEX
XApAKTEPHCTME M BEICNACHOCTIA NPHMEHEHHA MEQHLMHCKOMD HINen«s,

) nobee QoNoNHUTENEHEIE TPeGoRaHWA, ONPEaeneHHLIS DpraHn3Iayne.

T.2.2 AHanWa TpeGoBaHWA, OTHOCALLWXCA K NPOOyKLMK

Opravnaayia Jon¥Ha aHanq3uposaTe TPeGoBaHKA, CTHOCALMECH K NDOOYHUWK. 3TOT aHania QormeaH
NPOROAMTECA 00 NDMHATHA OpradMaauuen obAzaTensCTEA NOCTARNATE NPOOVKLWKD NOTpebuTeno (HanpuMep,
YUACTHA B TEHOEPAX, NPMHATHA KOHTPAKTOR MM 3I3KAI0E, NPUHATHA MAMEHEHWUN K KOHTDAKTAM MMM IAKIIAM ) M
Aonsked obecneyreaTk!

a) onpegeneHye KW QoKYMaHTUpoBaHKe TRaboBaHnA K NpoOyKLAA;

b} cornacosadqe TpeBoBAHWE KOHTDAKTA WMITKM 33Ka3a, OTNHYAINWMXCR OT paHes ChHopMy NMDOBAHHEIX,

C) BEINONHEHWE NPHMEHMMEBLX PEMYNHPYHWMK TpebosaHMiA;

d} nboe ofyyeHre ONA NONLICEATENSA B COOTEETCTBIMN C NYHKTOM 7.2.1, 8ro QOCTYNHOCT MMM NNaH4-
poBaHne ofecneyeHna JOCTYMHOCTM,

&) cnocobHOCTE OpraHkaaUrd COOTBETCTROBATE ONPegEneHHbIM TReboBaHnAM.

3anucH pesyNeTATOR aHANKMIA W NOCNegyIoWMX OSRCTEMN, BRTEKR0WNY M3 AHaNKMaa, JoMKHEl NOLOeD-
MHBATHCA B pabouas COCTORMMM (4.2.5).

Ecnu noTpeBMTenk He NPEaCTABKN BOKYMEHTHDOBRAHHEIX TREOOBEAHWA, OpraHM3aUMa OOMEHa NoaTae -
OWTe WX Y NOTpebUTeNA 0o NPUHATAA K MCTIONHEHIAKD.

Ecnw TpedopaMmua K NpoOyKL M MAMEHEHE!, OPrAHMIALMA QOMKHA 05eCneunTe, YToD R COOTRETCTEYVIOLNE
O0KYMEHTEl BN HCNPABENEHE, 3 COOTEETCTEYIOWMA NepcoMan Gen NporHdopMUpoRaH o HAMeHWBLIMYCA
TpeboBaHKuAx.

T.2.3 CBAZL C NOTPEOHUTENAMA

OpradKaayya AonNxHa NNaHMpoBaTh W AOKYMEHTHROBATE ME DL No NOANERHAHHID CBAZK CNoTpebuTang-
MM, KACAKWMECA:

a) MHPOPMaUMH O NPoOYHLMH,

b} Npoxo#geHWA 3anpocoB, KOHTRAKTA N 3aKa3a, BENKYER MIMEHEHWA]

c) obpaTHOW CEBR3K ¢ NoTpebuTEneM, BKNKYAR NpeTeHIMd noTpebuTenad,

d) NOACHHUTENBHEX YEEDOMMTEHKWEA,

Opradnaayya JoneHa NOGAeE#HEATE CBAIL C PeryNHDYIOWLKMMK OPralaMi B COOTEETCTEMK © NDHMEHH-
MEIMH DEYTHEY IOWHMHA TREGIEIHHAMM.

7.3 NpoekTvpoBanKWe W pazpaboTra
7.3.1 OBwme nonoxeHKA
Oprasuaayna OomeHa A0KYMEHTHROBE TR NPOUe YL NDOSKTUPORAHKA ¥ paipabo M.
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7.3.2 MNnanvpoBaHKHe NPORETHDOBAHWA K paipaboTEX

COpradyaauua JomeHa NNaHMpoBaTE W YyNpaBNATE NOoEKTUDOBAHHENM W paspaboTeod npoayELwy. Ecnu
uenecoofpaiHo, QOKYMEHTALKA N0 NNAHKDOBRHME NPOEKTHROBAHWA M DAINABoTEM SO MEHA NOANBDHHEATECA
H 0GHORNATECA NO XCOY NPOEKTMPOEAHMA Y pa3paBo M.

B x00e NnadypoBasHHa NPOeLTHPOBAHKWA M pa3paboTiM OprasMaauka JonHHa oy MeHTHDOBATE:

a) CTagWd NpoekTHPoBaHKA W paspatoTrK,

b} ananualbl), HE0GXCOUMEE Ha KAKO0H CTAOM M NPOEKTUMDOBAHAA M paapaboTru,

C] OEATEeNLHOCTE N0 BepudMKaLMK, BANKOaLKE W Nepeaadye NpoeKTa, ecny 310 uenecaocbpaawo ana
KA 00N CTAOWE NPOSKTHPOBAHKA W pa3paBoTeN,

d) OTEETCTESHHOCTE M NOMMOMOUYMA B 0BNACTH NPOSKTHROBAHKA M paapaboTEM,

2] MeTogel oGecnedyerta NPoCNesKEaeMOCTH BRXOOHEIX OaHHEY NPORKTURCREAHMKMA M pa3paboTen K
BROOHEIM O3 HHEM,

f) HechxoduMbIe pecypChl, BKMYAA TpeSyeMy i KoMNeTeHTHOCTE NepooHana.

7.3.3 BrogHbIe OAHHLIS NPOEETHROBAHMA K paipaboTEM

BxogHee gaHHeie, OTHOCALWEeCA K TpeBoaasuan K NpoayEuMy, QonHE BsiTe ONpEqeneHsl, a 3anucy
OOMEHB NOAGEHMUBATECA B pabodem cocToAHMK (4.2 .5).

BxooHee DaHHBE QOMHHE BIOUYaTE!

a) yHELUHOHANBHBIE, IKCNAYaTauMoHHbie TpeGoBanyA, TpeboraHdvA yaobcTEa NONLIoCEaHMA W Geao-
NacHOCTA B COOTRETCTEMA C NDEQHATHAYEHHEIM NDHMEHEHHEM)

bl npuMeHrMee perynupyiowmwe TpeboBaHKa M CTaHaapTe;

C) NPUMEHHMBIE BLIXOOHEIE JAHHER N0 MEHELMMEHTY DUCKA,

d) Tam, rge aTo Wenacoobpaiio, MHGOPMAaLWI0, BIATYH K3 NPEdbOYUWLKE aHANOMMYHbIX NpOEKTOS;

@) gpyrke TpeboBaHdnA, BaxHblE ANA NPOSKTAROEAHWA M paiIpaboTiM NpoYKL MK UMK NPOLECCoR.

BrogHe2 0amHHee O0MiHE BalTe NpoaqanyIvpoBank Ha 30esBaTHOCTE M oMuUMansHo oaobpers.

TpeGoRaHHA A0MHHE Dbl Te NONHBIMA, HEOBYCMBCTEHHBIME, NPUMOGHBRK BNA BEpUdHKALMK UNK BANNW-
OALWA W HENDOTHRODEYMBERIMM.

MpusmedaHse — QONOMHATENEHYE HHOOPMAELYMID MOHHD HEATH B |[EC 62366-1,
7.3.4 BoiXogHbie OaHHLIE NPOSKTHROBAHKWA W paspaboTHH

BhixoQHEIE GaHHbIE NPOSKTUPOEEHWA W paipaboTHM JonsHb:

a) COOTBETCTEOEATE BXOOHEIM OaHHLM NPOBKTHPOBAHMKA W paspaboTii,

b) obecneyneaTte CoOTRETCTAYIOWEH HHEOpMaLUWER B OTHOWEHMH 33KYNoK, NPOMIB0OCTEA W obCnymn-
BAHKA,

C] COQBPHAT: KPHTEDHW NPMEMEH NPOOYELHK MM CCRMEH Ha HHX;

d) onpeaenATe XapasTepHCTHEN NPOOYELWM, CYWECTEEHHEIE OnA ee DE3IoNacHOro W NpaBHNLHOND
HCNOMNBI0BAHKA,

Bulxo0HeIE QaHHBE NPOEKTMDoEAHMA W paipatoTed JonmHE S6lTe NPEGCTaBNe s B opie, NOIB0NRI-
L&A NPOBECTH BEPWEHEILUMIC OTHOCHTENEHD BXOOHBIX JaHHLIX NPOEKTHPOBAHKA K pa3paboTiW, a Takse Goms-
Hit GelTh 0a0peHsl A0 KX NOCNEYIDWEnD KCNoNLEICBAHKWA.

3aNKCH BeX0HLIX JaHHEIX NPOEKTHPOBAHHA W palpalbo Tk QonsHE NogaepHnEaTeCA B paboyem cocTo-
AHWA (4.2.59].

7.3.5 AHanWa NpoeETHROBAHWA K pa3paboTEX

Ha Tex cTaguax, rge ato 4enecoobpasHo, JonHeH NPoBsdRTECA CHOTEMaTHYECKWA 3HaNKWa NpoOeKTHRO-
BAHWA W paipaboTel B COOTBETCTEWM C 3ANNAHWPOBAHHBIMW M OOKYMEHTHUDOBAHHLIMK MEDONPUATHAMKM C
L ETE0:

a) OUeHEM CNOCODHOCTHA De3YNETATOR NPOSKTUROBAHMA W Pa3paboTEM COOTRETCTROBATE TREGORAHMAM,

b} “OeHTHEMEEL WA ¥ NPEONOHEHHA HE0EXoaHMBIX D8 ACTBMA.

Takoi aHanya Qon#Hel BRNONHATE NPEOCTABMTENA CRy#E, WMEIOLWMX OTHOWEHWE K aHANWIHDYEMBEIM
CTaQHUAM NPORKTWDOBRAMKMA M pa3paboTi, a TaKKe ADYIMEe CMelManycThl OprasMIaLIMiA.

3anvcK peaynNkTaTOR AHANKWAA M BCEX HEOGXOOMMEIX OSACTBWA JoNMHE MNo00eEueaTeECA B paboyasm
COCTOAHMM M BKNOYATE ONUCAHWE NPOEKTa B DAMEAX aHANWAA, BOBNEYEHHEBIX YYACTHHUKOB KW OATY aHanu-
3a(4.2.5).

7.3.6 Bepudmrauna npoekTHPOBAHKA M paipaboTEX

EBepudiviayiva NpoekTHposaHuA U paszpaGoTin Gon#Ha OcyLECTEMNATECA B COOTERTCTEMM C 3annaxupo-
BAHHEIMIA W AOKYMEHTHROBAHHLIMM MEDONPWATHAMM ANA oBecneYeHita Toro, YToGk BeIXOAHLIE OaHHLE NPOaK-
THPOBaHKA M paapaGoTHi COOTEETCTEORANM BX00HEM JaHHEIM NPOEKTMDOBAHWA W paspaBoTiu.
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Oprasuaayia AonHHa DOKYMEHTHROBATE NNAaHL BEDHEUEILANA, BENIOYAR METOOL!, KPUTE DM NPUEMEN M,
BCNM UenecooBpaivo, CTATUCTHYRCKME METOOR C 0BOCHOBAMWEM ODbEME BLIGODKH.

Ecnu npegycMoTpeHHoR NpMMEHE e cogepwuT Tpefosarme, YTobe MeOuUMHCKOe Hanenwe Seino nog-
KIMIOUEH0 WNH MMEN0 MHTepdels OnA Coa0MHEHUR C OPYIM(M) MEIHLHHCEHM{A ] WAnen«em| A, BeprdiKa-
LUMA 0OM$HA BENIDYATE NPOBSDEY TOMD, 4TO BbiX00HEIE JaHHLIE NPOSKTE COOTRETCTEYIOT BXOOHEIM OaHHbLIM MK
TAKOM NOOKMIOYEHMMW WK CORQMHEHKN YaDes WHTepdaic.

3anucy peaynsTaToR M BHBOO0E N0 BEpHEHKaL MK M HeobXoduMe X O2RCTBMA JoNMHE NogOepHHBEATECA
B paboyam cocToAMMM (4.2 4 nd 2 5],

7.3.7 BanMoauWa NPoaKTHPOBAHKA KW palpaboTkM

Banwiauws NpoekTHROBaHMA M paipaboTis foMmeHa OCYIWeCTANATHECA B COOTEETCTEMA C 3aNNaHipoRa -
HElMA W 0Ky MEHTHROBAHHEIMM MEDONPUATAAMK ANA 0SECNEYEHNA COOTEETCTBMA MOTOBOA NPOSYKLKW Tpedo-
BaHMAM K 28 NPeaHAIHAYEHHOMY WK NPEANoNarassoMy NpUMeHEH .

Cprasdaagva JoMEHa A0KYMEHTHROBATE NNaHe BANWAALHK, BEMIOYAA METOOR, KPMTERMA NDMSkHA |,
EBCNK LenecooBpaiHo, CTATHCTHYECKHE METOOR CoBocHoBaHWEM 0bbEMa BuIGODEN.

Banuoauwa gonwHa SeTeE NpoBEgeHa Ha THNOBOM (pPenNpeleHTaTHBEHOM) HAJenWd. THNoBOE HW3Jenne
MOMET NPE0CTARNATE COG0H NepasIe 06paiUbL NPOOYKLIMK, NADTIAW MK WX IHEMEANEHTE. DG0CHOBAHWME BiiGo-
pa Takvx NPoGYKETOR ANA BANKOALUW K J0NKHD BkiTe ADKyMEHTHpoOBaEHD (4.2.5).

Kak 4acTe BanvoauMu NpoeKTHPOEARWA W pa3paboTH OopraHnIanna ONMHE BRINOMHATE KNWHWYECKHe
OLLEHEN MM OUEHWBAHME DYHKLWOHANEHBIX XADAKTEDUCTHE MeOHUMHCKOND MAOENWA B COOTRETCTEMM C NEHMME-
HHMBIMIA DEMYNMDYIOWAME TREE0BaHHAMIA.

MeoUuMHCEOe MA0ENWE, MCNOMBAYEMOS ONA KNAHWYGSCKON OLEMKA WNH OLUEHHBAHWR yHELWOHE N HisX
XAPAKTEPWUCTHE, HE PACCMATPMEAETCH KAK BRNYLLEHHOE NNA MCNoNL3I0aaHua noTpediuTenam.

Ecnk npeoycMoTpeHHoe NnpMMeseHde TpedyaT, 4To00 MEJHLWHCKOE HANeNnHe Buino NogEMOYSHD WK
HMEND WHTERDenc ONA COBOMHEHKA C APYTHM{A) MEQHUMHCEMM{K) HagendeMm{AMK), To BAaNWOAUMA QOMEHS
BEMOYaTE NPOBERKY TOrD, YTo TREGORAHKUA ONA NPEOHAIHAYEHHOTO UMM NPEaNoNaraemors NpUMEHeHIUA BhrsM
BRINOMHEHE NP NOQEMOYEHNH MW COBOMHEHKK 4epes nHTepdeic.

Banwoauws gomeeHa BelTe NpoBEdeHa G0 NOCTARKM NPOOYKUWK NOTpeSHTEND.

3anucH pesynsTaTos 1M BLBEOOOR N0 BANMEALMA 1 HeoDX0oMMEX OeRCTEMA QOMKHE MO0 0epEMBATECH B
pabodvem cocToAHKM (4.2 4 nd 2.5,

7.3.8 MNepegadanpoeKTa M paspaboTHA

OpralnaagWAa JonHHa OokyMeHTHROBATE NPOoUeayDsl NEpenaYqY BeIX0HEY JaHHbLIX NPoEKTHROBAHWA |
paspadoTkk B NPOXIBoACTED. JTH NPOUEY DL JOMEHE 06ECNEYHTE, 4TOOE BEINOOHBIE AaHHBE NDOEKTHpOER-
H1A ¥ paspaboTi Geinu BeprHUMpORaHEI Ha COOTERTCTEME TpEDoBaHKAM NPOMIBCACTEA, NPEX I8 YEM CTATE
OEOHYATENEHEMHA NPOVIBCACTEEHHBIMKY CAELMBHEILNAMIA, 1 4TO0L NPOWIBCGCTEEHHEIE BOIMOHHOCTH MOTIH
COOTEETCTRCRATE TREDOBaHHAM K NP0y HLMA.

FeayneTaTe W BsBoge Nepeaadu AoNHHE GbiTe 3apervcTprpoBane (4.2.5).

7.3.9 ¥YnpasnoHWe HIMEHEHHWAMMK NPOSKTHPOBAHWA M pA3paboTEH

Opraluaauyna 0omsHa oKy MEHTHPORATE NPCUEaYPE ANA YIDARNEHWA MIMEHEHWAMN NEPOSKTHROBAHKMA
W pazpaboThi. OpraHH3auyAa onkHa onpedenATh IHaYHMOCTE HAMEHEH WA ANA QYHKLMOHANBHLIX, 3KCNNYaTa-
UMoHHEX TpeGosanwi, Tpebosanri yoobcTea NoONEIOBAMKA, BEI0NACHICTH W MPHMEHMMBIX DET YA 0L IAX
TpeboRaHMA B OTHOLEHWA METWLMHCKOTD MAJENMA M 8ro NpenycMoTDEHHOM NPHMEHEHHA .

MameHeHHA B NpOaKTHROBaHKWA M paipaboTie Oon#HE BbiTe WOeHTUOUUNDOBAHE .

0o BHeapeHWA HIMEHEHHA 0OMKHb BbiTh:

a) NpoaHanUWIMpPOBaHE;

b} eeprdMUMpoBaHE,

C) BANWIMPOBAHEL, BCNWATO UBNecoobpasHo;

d) opobpeH.

AHANKA MIMEHEHWA NROSKTHRORAHKEA ¥ PA3PABOTEA OOMHEH BENKYATE OLUEHUBAHHE BINIHAHHA MIMEHEHMA
Ha COCTABMEIE YacTH, NONYyHabpuKaTel MNK YKE NOCTABNSHHYIO NDOOYELMIO, Ha BXOOHBIE MNA BeXOHEIE OaH-
Hilg MEHBIKMEHTE PUCKE W NPOUECCE MUIHEHHOD LMENA NPOOYKLIKH.

3ANMCH WaMEHEHWA, PEAYNLTATOR AHANKIA HAMEHEHWA W N0ORIK HeohXOOWMEIX DERCTEHA OOMKHE NOg-
NepHHBaTLCR B paboves cCOCTORHAK (4.2 .5).

7.3.10 PannisI NPoEKTHPOBAHKMA H PazpaboTEK

Opravnaayia OonsHa NoalepsHeaTs ain NpoekKTUPoOEAHUA U paspaBoTk ANA KaMA0oro THNA WK
CEMEACTEA Ma UL WHCEWE nanendi. JadHsii dhain gongesH BEnNKYaTh 3aNUCH WNH CobINKW Ha HWE, coopsipo-
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BAHHEIE AMA ASMOHCTPALMK COOTERTCTEMA TPEG0BaHHAM NPOEKTMROBAHMA M PAapaBoTIH 4 A2MHMCKH KIMEHEHHA
NpOEKTHROBAHWA W paspatoTEM.

7.4 3Zakynku
7.4.1 Mpouecc aakynok

Cpraduaaums QonsHa QoKyMeHTHROBaTe Npoueaypet (4.2.4), cbecneYsBaowHe coOTEETCTRME IaKyT-
NEHHOE NPCAYELME YCTAHORNEHHEIM TREG0RaHKUAM K 33EYNIHaM.

COpradyaauMa JonNKHa YCTAHOBMTE KPMTEDHK ONA cUeHHBAHKA 1M BxibBopa nocTaswukos. KpyTepus gon-
MHBI BRiTh:

a) OCHOBAME! HA CNOCODHOCT NOCTARWMKS NOCTARMATE NPCOYHLWED, COOTRETCTRY WY TpeBoaanuam
CpraHiaaLmn9;

b) oCHOBAHE HA PEIYNLETATAX AEATENLHOCTH NOCTARLLMES,

C] OCHOBAHBI HA BNMAHWA I3KYNEEMONA NPOOYKLIMA HA KaYECTED MEOWLWHCKOND MAQ8NHA;

d} NponopUMOHANEHE DHCKY, CEAIAHHOMY C MEOHUMHCEMM H3Oen1em.

OpraHy3aLmMs QorHHa MNaHMpoBaTeE MOHUTODMHN W NOBTOPHOE OUEBHWBaHWE NOCTABWHKoE. JonseH ocy-
WECTENATECA MOHUTODMME DE3YNETATOR QEATENLHOCTH MOCTABLLKEA B OTHOLLEHKK COOTBETCTRWA 3AKYIASMOIA
npodysuqi TpeboeaduAand. PeayneTaThl MOHWTODHHIE O0MHHE BiEiTe BENOYe B BO BXO0HBIE JaHHEIE NPOUSCCa
MNOBTORHON GUEHWEAHWA NCCTABLWES.

HeEsINONHeHKWe NOCTABLLMKOM TPEDoBaAHKA K 3aKyNagMod NpoayELMK GOTsHG ORiTe PACCMOTREHO Npo-
MOPLKOHANEHO DMCKY  CEATAMHOMY C 3AKYNAEMOA NPOLYELMER M NEUMEHM MM DEry NADYIOWHKKE TREBoRAHN-
AN,

3anvcK peaynLTaTos OUeHWBEAHWA, BelBopa, MOHUTORMHIA W NOETOPHOMD OUSHWBAHKWA BOIMOMHOCTEH
NOCTABRLLWES MW PRIy NETATOR JSATENEHOCTA W NI0GLIX HEobxoOuMBIX D8ACTEWA, BRITEKIIOWMWE W3 3TOW geA-
TENLHOCTH, ACMKHE NOQNSDHHMEATECA B paGoYen COCTORKMM (4.2.5).

7.4.2 Wrndropmaura No 3aKyniam

HMudhopMauma No 3akynkam Jon#Ha oNWCkIBATE WKW COOEPMATE CChINKK HA JaKyNagmy NPoOYKLMIO,
BEMKDHAA, Bcnd yenecoobpaiyo:

a) cneuwrEaLMA NPoOOYELIKK,

b} TpefosaxkA K NDUEMKE NPOGYHLAKM, NPOUEDYDEM, NpoUeccan 1 obopynoeaMmio;

c) TpeGoBRaHMA K KBANWMWKILUWA NepCoHaNa NOCTABLWMKS!

d) TpeboBaHWA K CHCTEME MEHEOKMEHTa KaYeCTRa.

Cipraduaauma oonwHa obecneynBaTe A0eKBaTHOCTE YCTAHORNEHHBX TPEGOBAHMA K 3aKyNKaM 00 WX
CoO0WeH A NOCTaRLIMKY.

HMHhopMayuMa No 3aKynNEaM JONKHE BLTKYATE, SCNH 3TO NEUMEHHMD, MMCEMEeHHOE COrMaluaHue O TOM,
HTO MOCTABLME YESOOMMNAST OpraHyaauqin of MaMeHeHHAX B NOCTABNAEMOA NPOOYELMK 00 BHEOPEHWA ITHX
MIMEHEHWA B CMTyYae, 8CN OHKW OKa3RBAKNT BAMAHWE HA COOTEETCTREME NPOOYKLMK YCTAHOBRNEHHEM Tpedosa-
HIAM K 33Ky NKam.

B ToW CTENEHM, B KAKOW 3TO HE0h KoM ONA OCYLLECT BNeHMA NpoCNeRMBassMocTi (7.59.9), opradkaag\a
QOMHHA NOO0epHMEATE B paboyenM COCTORMNK COOTBATCTEYIOLWYI0 MHMOPMaL M No 3aKynkamM B chapme OoKy-
MEHTOBE (4.2 4) 1 aanucel (4.2.5).

7.4.3 BepudrrauMa 3aKynaesmon NpoayKyMm

CpraduMaaums 4o« Ha paspaboTaTts W CCYLWWECTRNATE KOHTPOME UMK MHBIE BUALI JRATENEHOCTH, Heobxo-
ArMeEe gnA ofecnaqyeHind COOTERTCTEMA J3KYNAEMOH NPOOYHLWK YCTAHOBMEHH M TPeG0BaHUARM K JaKYMEaM.

CiEbamM ASATENEHOCTH NO BEDUEBMEALWA A0NHEH G5l Th OCHOBAH HA DE3YNETATAX OUEHHUAIHIWA NOCTABLL M-
K2 W BT NPONCPUMOHANEHEM PUCKAM, CEAZIAHHEIM C 32Ky NASMOA NPOOYLMEA.

Ecnu opradMaauua nonyJaaT HHMopMaL Kk O EaKHE-NHE0 MIMeHEHWAX B 33KyNASMOl NDOOYELMA, TG OHa
Oom#Ha onpedeEnnTe, HACKONBEKD 3TH MIMEHEHWA NOBNWAKDT HA NPOUSCCH MAIHEHHOMD LMKNA NPOgY KUK MK
MeQULKHCKOR H3aenue.

Ecnu oprasmaaumns und noTpefuTens Npeonarant oCylWecTBWTE BepudvKalMie Ha NpeanpusaTHY
NOCTABRLMESR, TO OPTraHHIAUMA J0MKHE YCTAHOBUTE B MHCQOPMALMH NO 3AKYTIKAM NEeqnonaraesse Meapsl no
BEpWdMKALIMKH M NOPROCK BEINYCKA NPOOYKLUMH Y NOCTABLLMES.

3anKciK No BeprchHKaLMA O0MHHE NOOOePHHEATECA B pabodem COCTORHMK (4.2 5]

7.5 MNpoxaeogcTEo U OGCAYXHBAHME
7.5.1 ¥npagneswe npon2eodcTBOM M oBcnyuBaHWEM

MpoMaeoacTa0 M 0GCMYHMBAHKE A0MKHE NNAHWPOBATECA, OCYILECTENATECA, NONBEDraTECA MOHMTORMH-
ry W yNpaBneHuo anAa ofecnedeHins COOTBATCTRUA NPOAYHLWH CNeyudMKaLmMi.
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Ecny wenecoofpasdo, ynpasnaemMee YCNoBKMA NPOM3BOOCTEA JOMEHLl BEMIOYATE, HE OrPaHHYMBaACE
HBAIA:

a) O0KYMEHTHPOBAHHLIE NPOWEIYPLL W METOOE YNPARNEHWA NporasogoTeom (4.2.4);

b} HBanWdrMEALMI0 HHDPACTDYRTY DR

C) NpoBReAeHWE MOHWTOPMHIE W MAMEDEHWMA NAPaMETPOR NPOUECCOE W XapaKTepMCTHK NPODyY KUK,

d} HanW4yKe ¥ NpUMeHeda oGopy NoBaHKMA ANA MOHUTOPWHTE W HIMEDEHHHA;

) BbiNONHEHWE YCTAHOBNEHHED OMEDALWA M0 MApKMPOBEE M YNAKOBKE,

fl ocylwecTaneHne BmyCKa, NOCTARKM M 02RCTBMA NOCNE NOCTARKMA MPOOYILMH.

Opranvaayuna aonsHa paspafortare M Noo0epHHBEaTs B pabodyen COCTOAHKMK 3an4cd (4.2.5) ANA Kaxoorg
MEOULMHCEDTD MIOENHA WMWK HER000 NapThY MedMUrHCKUX M30enii, 4Tobe 06ecnaduTe WX NpocnexHaas-
MOCTE B COOTBETCTEWA C NYHKTOM 7.5.9 W onpegeneHme KoNUYecTEa NpoMIsedeHHoi NpoO KUK 1 NDODYELWMK,
ofofpeHHOR ONA pacnpocTpadeHa. 3anycH GoreEHEl BTy BEPUEHLWMDORAHE M COWULHANEHD 0000 DaHE .

7.5.2 YacroTa npoayHun9

OpraMnasayna A0MeHa JOKYMEHTUDOEATE TREOORAHKMA K YMCTOTE MK KOHTDOMK JArpAIHEHHE NpoayK-
LMW, eCni:

a) NpodysLWa Nepen cTepunUaauueil WANK NpHMeHeHUEM NPOoOKXOOHT OYHMCTEY B OpraHH3aU Wi,

b} npogyKLuA NOCTEBNABTCA HECTEPMMNBHOMN W NOANERHT OHMCTEE NEPE] CTEPUNMIALIMER WIANK NPWe-
HEHME M,

C) NPoOyEUAA HE MORET BhiTE O4HLLEHE Nepan CTERUNMIALMER WHNKM NDUMEHEHWMEN, HO B8 YHCTOTA MME-
BT AHAYEHHE NIA NPHMEHEHHA,

d) NpogyELKA NOCTABNAETCA ANA HCNONEI0BAHKWA HECTEDMUNEHOR, HO B8 YACTOTA ABNRETCA CYLWECTEEH-
HOH 4NA NpHMEHEHMA KIOEMNHA,

&) pEargHThl, NPUMEHAEMBIE NNA OYUCTEW NPOOYELIMK, A0MKHE BhiTe YOANEHEl B NPOLUECCE B8 MArDTOR-
NEHKA.

Ecnv npoaykuMA NOORERTrasTcA OYWCTHE B COOTBETCTBMM C NEpedYucnequaMe a) wnu b), Tpedosaqma
NyHETa 5.4_1 He NDMMEHAIOTCA 00 ATaNa OYHCTEH.

7.5.3 [NeATensHOCTE N0 MOHTAXY

Opradiaayya gonsHa JoKyMEHTHPOBATE TPES0BaHUA K MOHTARY MEJHLUMHCHOTD H30Enda W EpHTEpri
NpHEMEKR ONA BEPHDWEILWA MOHTaHa MEJWLWHCKOTD H3OENWA, BCH NPUMEHAMO.

Ecni cornacoBadHee ¢ NOTPEGWMTENEM TPEGOBAHWA NOIBONAKNT BLINONHATE MOHTAM MEOHLMHCKOMD
WM3OenMA BHEWHER CTOPOHDR, OTNWYHOA OT OPraHMIaL - MW 88 NOCTABLWMER, OpraHn3auna JoMHHa NpeaocTa-
BWTE GOKYMEHTUPORAHHEIE TRESOBAHNA K MOHTaNMY MEQULKHCKOID H3GENHMA M BEEDUHKaLMK MOHTaE.

3an4cy 0 MoHTawe W BEpudUEaLMEY MEAMUWHCKOND MAGENHA, KOTOPLIE BRINONHAST OpraHKuaalua N4 aa
MNOCTABWMWE, A0NKHE NOLOE PHHBATECA B padoqen COCTORHMM (4.2.5).

7.5.4 [eaTensHOCTE N0 OBCNYHWBAHWID

Ecnik obcnysWMBaHHe MeqMUHHCEOND W3Jenua ABNAETCA YCTAHOBNEHHEM TpeboeaHWen, opraHHIanma
Oon#Ha paspaboTaTs AoKYMEHTHPOBAHHBE NPOUSayps N0 oGCyRUBaHMKD, CNPABOHHEIE MaTEPHanNL W pede-
PEHTHBEIE NPOLEOYDSEl MAMEDEHUA, BCMW HeoDXOOMMo, 0NA OCYIUeCTENEHWA ODCNYMHBAHKMA W BapudHKaLe
TOrQ, 4T0 TReSoBaHMA K NPOOYKLUMK BENOMHEMSI .

DpradMiagva gomeHa aHan|anpoears Janicy no oScnyMHBaHKI0, BeINONHAEMOMY OPravkIaLHER MK
B8 MOCTABLLHMKOM!

a) gnaonpegensayud, 0GpawaTeca N C MHGOopMaUMel, KaK C NpeTeHIHen;

b} ecnk uenecoobipaido, MCNONBAOEATE KAK BXOOHEE QaHHLIS NPOLEBCCE YNYYWIEHWA.

3anucy No oBCNYMUBAHKMIO, BREINONHASMOMY ODTAHUIALMEN MNN 88 NOCTABLLMKOM, GONMHE NOQOe K-
BaTLCA B pabodem cocToAHMN (4.2 .5).

7.5.5 CneuraneHble TPEGOBAHWA K CTEDAN bHLIM MEBOHLUHHCEMM W38N 4ARM

Opradliaayya AonMHa NoOAepEMBATE IAMNKWCK N0 NapamMeTpaM NPpoLEcca CTEPWUNKIALWH, NPHMMEHAEMOND
ANA KAXO0H RApTHH CTEDHNMAYEMOR NpoayKUHM (4.2 .5). 3anycy no CTERUNMIALKA JOMHE NDOCNEXHBATECA
ANA Ea¥O0H NAPTHN NPOU3IBEGEHHEIX MEJWLKHCKHX HIOENHHA,

7.5.6 BanuoauMa npoyaccoB NpOoMIB0OACTES W 0BCNYHHBAHWA

OpranMaaiWa gonsHa BanyoipoBaTe Mobsle NpOUEccsl NPOWIB0OCTES W OBCNYHBAHWA, PEIYNETATHI
KOTOPRX HEMNLIA NpOBEDHTE NOCPEOCTEOM NOCNENOBATENEHONS MOHMTODMHIE MM WAMEDEHNA M, CNegoRa-
TENBHD, HEZOCTATEM KEOTOPKIK CTAHOBATCA OYERMAHBIMK TOMEKD NOCNE HAYANA MCNONEI0BAHNA NPOOYKLAK WK
2& CBCmyHHBAHMA.
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Banwpauya Son#Ha NpogeMoHcTpUpoEaTE cnocoBHOCTE 3THE NPOLScCoR NOCTORHHG OCTHIATE 3anna-
HUPOBAHHEIY PEIYNETATOR.

Cprasusauma QoNHHa GOKYMEHTMPORaTE NPOUEOYPEI BANKMAALMA NPOLSCCOR, BKNIOYARA:

a) onpedenaHHLe KpWMTEpHd ANA aHandsa v ogobpeHia Npoyecoos,;

b) onpaaeneqKe NEMrOgGHOCT oBopyYACBaHWA M NOGMOTORMNEHHGCTH NENCOHAana,

C} NpHMEHEHHRE KOHKPETHBIX METOO0B, NPOUEOYD W KPHTEDHER NDPHEMKK;

d) ecnu uenecoobpaiso, CTATHCTHYECKHME METOOE CobocHoBaHNEM CObemoe BelBoprm;

a) TpeboBaHuA K aanucam (4.2.597;

fi pepandEauni, BENKYER 88 KpHTEePHM;

g onoGpeHHEe HAMEHEHKWA B NpOUSCCax.

CDpraqHy3auqda AonwHa QORYMEHTHROEATE NPoUSdyPE BANW0AUMA NPHMEHEHHA KOMNBIOTERHOMD Npo-
rpammMecro obecneYeHud, MCNoNsL3YEMaro B NPOMIBogcTES W oBenysMeaHuK. Takoe nporpasMmMHace chacnade-
HKE OONMHO BBiTE BANKWAWPOBAHD 00 Bro NepEOro NPWMEHEHKS W, BCNH UeneconBpasto, NocNe BHECEHnA
HIMEHEHHA B NpOrpaMmHoe oSecneYeHMe WKW 8ro MCNoNs3IoRaRKE. KoHKPETHEA NoaxXol ¥ QEATENEHOCTE MO
BAMHMGALWK ¥ PEEANKIALWK NPOrEAMMHOT0 0DECNEYEHMA GO0MEHE BiTe NPONCPUKOHANEHE PHCKY, CRAIAHHO=
My C MpWMEHEHHREM NporpaMMHore ofecnedesrus, BEMIOYEA ers BAWAHWE HAa COOTEETCTEWE NPOOyELMW
CNELTM KA LA,

Jannck peaynNsTaTOR M BeIBOO0E, & TaKKe HeohxoAMMBIX QEACTEMA NO BANKAALWK, OOMHHSE NOOSED#HN-
BATHLCA B pAGOYEM COCTOAHWM (4.2 4 wd 2. 5).

7.5.7 CneyvansHLIe TpeGOBaAHKA K BANWOALWA NpoUSccOR CTEPUNWIALAA W CHCTEMaM BapLapoR
CTEPMNLHOCTH

COpraHdsaums QOMcEHa QOKYMEHTHDOBATE NPpOUEdYP (4.2.4) BanHiauWy NpOUEcCOB CTEDMNM3ALKA K
CHCTEM GapeepoB cTeprneHocTW. Mpouacckl CTEPWUNMIALWA W CHCTeMbl BapbepoB CTEPWMNBHOCTIA CNEQYET
BANMONPOBRATE 00 WX NEPBOro NPMMEHEHWA W NOCMHE BHECEHWA MIMEHEHMA NPOOYKUMK B NPOLUECTH, @Clv
UEnecooBpaaHo.

Jannck peayneTaTos M BeIBOOOE, 8 TAKHE W HEODXOWMbIX JEACTREWA NO BANKEALWA, O0MHKHE NOO0EDMN-
BaTeCA B pafowem cocTosHMM (4.2.4 nd.2.5).

MpumeysaHdse— DononHATENEHYED HHOOPMBEUMED MOKHO HEATH B IS0 11607-1 v 150 11607F-2.

7.5.8 MoexHTrndmrauma

Cipramy aaLmMa AomeHa DoKYMEHTHDORE Te MPOUEgYRs N0 WOSHTMOWKE LK NRPOOYKLMA W MaeHTHRMLMpo-
BATE MPOSYELMID MOOX00ALMMA COEOCTEIMM HA NPOTAMEHMM NDOUECCOE HWAHEHHOID LIMKNA NPOOyKLIMA.

Opraqiaaums JomeHa KOeHTHEMUMDOBATE CTATYC NPOSYELMIA N0 OTHOLWEHKED K TpeBoBaHuamM MOHKTO-
PUHIE 14 M3MEDEHHA HA NPOTAXEHMH NPOUSCCOR MHAHEHHOMD LIMKNA NPOoaYKLHK.

HMoeuTudMKkaumMa CTaTyca NpoayKLWMK JoNMHa NOAGEQHWEa TRCA Ha ATaNAX 88 NPOMIBOOCTRA, KPaAHEHWA,
MOHTa¥A W oBCNysMBEAHMA ONA OSECNeYeHMA NOCTARKKA, NPUMEHEHMA WM MOHTANA TONLKD TOA NPOOYELIMA,
KOTOpAA NPOWNA BOE HEOBXOOUMBIE BMOR KOHTDONA 4 HCNBTAHKA WNK MMeeT OMUHMaANEHOS DAIDEWEHKE HA
OTENOHEHHE OT YCTaAHOANEHHLIX TpEeboBaHuA.

Ecnu TpedyercA NpUMEHHMEIMKH DEryIHPYIoLW UMK TpeSoBaHHAMK, Opradniagns GoMmeHa 00KyMEHTHRO=
BATE CHCTEMY YHUKAMEHONA MOSHTUOMEILWA MEQMLMHCKIX MA0enMi.

CJprasMIaumMa NomiHa JoKyMeHTHROBaTE Npoueaypsl gnA obecnedeqda Torg, Y4Tobsl MeguUMHC e
HIOENKA, BOIBpALLBHHEIE OPrAHWIALWKA, BiNH WOEHTHUUKPOBAHE! M OTOENEHE OT NPOOYILWA, COOTEETCTRY-
el TpeboBaHMAM.

7.5.9 MpocnexuBagMocTL
7.5.9.1 OdwmMe nonoseHHR

CDpradHd3auqda OonmkHa AoKYMEeHTHPOBaTE NPOUedyDel 4NA OGECNeqysHrA NpOCNesyBaemMocTH. Takqe
npoUenyp A0MEHE ONPegenaATe: CTENeHE NEOCNEHMEISMOCTH NPOOYELMH B COOTEETCTEHM C NPHMEHMMEIMIA
PEMYIMPYOWHMKA  TpeboBaHWAMK W 33NWCK, EOTOPRIE  HEoDXoOMMOo  noOgepxreaTe B pabodess
cocToAHKK (4.2 .5).

7.5.9.2 CneunansHeie TpeGoBAHKA K MMANAHTHPYEMEBIM MEOHUMHCKAM M3 08N HAM

Zanucw, TpebyeMele GNA NPOCHEKHBRAEMOCTH, J0MNMHE! EKMOYSTE JANMCH O KOMNOHEHTAX, MaTepHanax u
YCAOBMAX NPOWIBOACTEEHHOA COeakl, BCNH ATO MOMET NDHBECTH K HECOOTBETCTEMM MEQWLMHCKOMD Magenna
aananHeM TpefoaaHuanM Gea0nacHoCT W (YHKLNOHANBHEIM XADAKTEOMCTHEAM.

Opraduaauma QomsHa TpefosaTs oT NOCTABLWMKOE YCNYT N0 GOCTARKE MKW QUCTPUEEIOTOPOR NOOOEDNA-
BATE ZAMKCH O PACTPELEneHuY MEOHLMHCKHY MANeNUiA ONA DOCTHHEHWA NPOCNEXMBIBMOCTH M QOCTYNIHOCTI
ATHX ZANKCER ONA NPOBEDKM.
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3anucy © HAWMMEHOBEAHMK KW aJpece rpYIononyyaTtend AonsHE NoadfepsueaTeca B pabodes cocToR-
MM (4 2.5).

7.5.10 CobcreeHHOCTE NoTpebuTened

Opradraaywa GomsHa WOEHTHOUUMPOBEaTE, BRpHEHUMPOBaTE, 3aLWMILETE M COXPaHATE COBCTEEHHOCTE
noTpebuTens, NpedocTasneHH Yy GNA MCNONEI0BAHHA MK BENOYEHMA B NP0y KUHID, MoK OHa HaxX0guTCea nog,
YNPAENEHAEM ORraHH3IaLHKH WM HCNONLAyeTCA 810, Ecnv cobcTBEHHOCTE NOTRpebHTenA yTepAHa, NOBPeROEHS
WNK NpU3HaHa HENPWIOOHOW ANA WCNONB30BaHKMA, NOTREEHTENE DONKEH BbiTh OF 3TOM HIBELYEH, 3 JaNHCH
ACNHHE NoAAepEHBEATECA B pabosem cocToRHMH (4.2_5).

7.5.11 CoxpaHeHHe COOTBETCTEHA NPOOYKLMK

Opravuaagva QoresHa JoKyMEH THROBATE NPOLEOYP Ll MO COXPaHE WM COOTEETCTENA NPOOYKL MK Tpedo-
BaHWAM B NDOUECOR NPOWIBOOCTES, XpaHeHnd, oBpaboTk W nocTaekk. CoXpaHalie COOTRETCTEWA JOMHHD
NoMMEHATECA W K COCTABHBIM HYaCTAM MEJWLHRHCKOND H3OenHA.

Opradkaayya JonKHa NPegoxpaHATe NPOEYHLKED 0T HECAHKUWOHWMPOBAHHBIX KIMEHEHHA, 3arpAIHEHMA
WK NOBPEXOEHWA, CEAIAHHEX C BO3Z8HCTBMEM NpEgNONaraemMelx YCNOBHMA M ONACHOCTEN B NPOUECCE MPoM3-
BOOCTEE, XpaHeHna, oSpaboTeH W NOCTaBKW NOCHegCcTROM:

a) paipaboTEd U CO3gaHHA NoOX0OALER YNAKDBEKA W TRAHCNODTHON Tapkl;

b} aokyMEHTHPOBAHMA TREBOBAHWA KCNEUWANLHBIM YCNOBWAM 8 CNYYae, 8CnW yNaKkoaka He MowaT obec-
MNEYHTE COXPAHROCTE.

Ecni TpebylToA cheuMansHsie YonoBKA, TO OHW JOMEHLl NoOABERraTecA YIPaBENeHkk W perdcTpa-
LA {4.2.5).

7.6 Ynpagnenve oSopynoBaHHesM ANA MOHMTOPHHIE M HAMEDEHHA

Opradkaayya OomeHa onpeqeniTs MOHKUTODHHT M W3MBDEHKRA, KOTOpEIE HeoDXoAMMO OCYWLECTRNATE, A
Take oBopy,goBaHME ONA MOHUTORWHIE M HIMEDEHKA, Heobxogumee Ana cbecneYests CBMOETENLCTRA CO0T=-
BETCTEWMA NPOOYKLKHK YCTAHOBNEHHEIM TReBoaaHMAm.

Dpradniagiva AonHHa QoKYMEHTUDOEATE NPOUEOY P ANA 0DeCNEYEHUA TOMD, YTO MOHHTOPHHT X HaMepe-
HHA MOTYT OCYLLECTENATECA W OCYLUSCTENAKTCA B COOTEETCTEMM C TREDOBaHMAMK K MOHKTODMHTY K M3MEDEHK-
Ak,

Tam, rge Heodxogumo 0DECNEYHTE QOCTOBEQRHOCTE PEIVNLTATOR, WIMEpWUTENsHOe obopyiosaHne
O0NHHD BRITe:

a) oTHanubpoBaHD WMNK NOBEPEHD B YCTAHOBNEHHEIE NEPHOAL! WK NEpen 8ro NpUMeHeHnen no obpaa-
UCBEIM 3TANOHAM, NEQESAICWHAM PAIMEDE BONHHL B CPaBHEHNH C MEXIYHAPOLHEMK MK HALWOHI L HEIMH
atanoHasi. Mpw oTCyTCTRMK TaKMX 3TanoHoB Baia, McNoNEICEARHAR ANA KANAGpoBKM UMK NOBEDKM, DOMNHHa
GhiTE 33pericTprpoRana (4.2.597;

b} oTperynUpoBaHD MM NOBTODHO OTRErYNHEOBAHS N0 Mepe HeobxonMMocTy. Takan peryNHpOBKa KK
NOBTOPHAA PEMYNAROBKa QON#MHEl BeTE 3aperncTpUpoBansl {4.2.5);

C) WOEHTHOWUHPOBRAHD C UeNsI0 YCTAHOENEHWA CTATYCa KanvGpoBEn,

d) 3aWHLLEHD OT PEryNWPCROoK, KOTOPLE CAENand Bul HEJ2RCTEUTENEHEIMWA DE3YNLTATS MIMEPEHHA,

£) 3ALWLIEHO 0T NOBPEMOEHHA M Xy ILEHAA COCTOAMMA B XOOE IECINYATAWWHA, TEXHHYSCHOrD 0BCmy M-
BAMMA M XPaHEHNA.

Opradkaayya goroeHa BeNONHATE KEANWGQPoBKY WNHW NOBEDKY B COOTBEETCTEMM C OOKYMEHTHDOBIHHLIMMK
NpoUedypand.

Kpome Toro, 0prasyMaan v GonsHa OUSHRTE ¥ 38DerMCTDHPOBATE JOCTOBEDHOCTE NPEdEAYLLWX a3y Nk-
TaTOR MAMEPEHHWA, @CnW obHapyeHs, 4To 0BopyacBaHKE HE CODTRETCTRYET TpeboBaxuan. OprasuMaaywa gon-
#HHA NpeInpHUHATE CODTEETCTEVIOWWE N8lCTEWA B OTHOLWSHWY Takors oSopynoBaHHa W MoGol HasMepeHHON
MDOEY KL,

Janucy peayneTATOR KANWGDOBKK W NOBEDKK O0OMHHE NOOOSERHBATECA B paboYem COCTORHIA (4.2.5).

Opradkaaywa QoneHa JoKYMEHTHPOBATE NPOUSOyPel BANHOALWK NPHMEHEHUA KOMNLOTEDHOMD Npo-
reamMsHors ofecnevyeHH s, HCNoNEIYEMoro 4nNA MOHWTODMHTE H MIMEpeHWA. Takoe NporpaMMHoe ofecnedyeHne
OoNHHO BETE BEANMAWDOBAHD 00 &8I0 NSQBoro NPHMEHEHWA M, 8CnH LenecoobpasHo, Nocna BHECeHWA MamMaHe-
HHWH B NporpamMmMycs obecnaseH e WM Bro HCnons3ceadne, KoHKpETHRIA NogxX0g W ASATENEHOCTE, CEAIaHHaRA
C BANMAAUKER W pEBANHOALWEA NpOrPaMMEors OBeCcneYeHHa, DonxHsl GelTe NPONOpUKOHANEHE DRCKY, CER-
JAHHOMY C NMPpHMEHEHHEM NPOrpaMmMHcro OGBCNeYeHrA, W ero BNWAHWEM Ha COOTBETCTEME NpodyHUHH
cheuwdrkaLnam.

3anucH peayNsTATOR W BEBOOOE, a TAKHME HEODXOOWMEX ABACTEWN N0 BANMOALLKA, ACMKHE NO00SDHH-
BaTeCA B pabodem cocToAHMM (4.2.4 4. 2.5).

NMpumeyasne — QononNHATENEHYHD WHEOPMALWKD MOEHD H3ATH B IS0 10012,
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8 WamepeHwe, aHaNW3 W yNy4lLIEHHe

8.1 OBwMe NnonoxeH A

Oprasy3aUmMa QOMKHa NNaHUMpoBaTh W OCYILECTENATE NPOUECCH MOHWTORMHNE, WAMEDEHWA (OLEHKK),
AHANKWIA W YNYYILEHKE, HeohX00MMEE 0NA;

a) OEMOHCTRALMA COOTBETCTEMA NPOEYHLNM,

b) ofecnedeHWA COOTRETCTBMA CUCTEME MEHEMHMEHTA KaYacTRa,

] NogoepMaHWA peayNbETATUBHOCTH CHCTEMEl MEHEDKMEHTS KaUECTEa.

3T QOMEHO BEKYATE ONpEgensHKe NpHMEHSaMBX METOO0E, B TOM YHCNE CTATHCTHYECKHK, M oBnacti
X TP B E WA

8.2 MOHHMTOPHHN M HIMEPEHHE
§.2.1 ObpaTHan cBEAIL

B kauecTee 0AHOMD M3 CNOCODOR OLEHKK PESYNETATHRHOCT M CUCTEMEl MEHEHMEHTA KAYeCTEA OpraHnaa-
UHA AonkHa cobrpaTe HHOODMaUKK, OTHOCALLY IDCA K yOOBNeTRODEHWID OpraMusauwein Tpebosaqni noTpetn-
TENA, M OCYLLECTENATE 88 MOHHTOPHHT.

MeTogs NonyweHUA ¥ MCRONEI0BAHAR ITOH MHOPMALKK JOMHHE BETE QOKYMEHTHDOBAHLI.

COpraqyaauUMs QofEHa JoKyMeHTHROBATE NPOUE YD R N0 Npouecey 0bpaTHoH caAan. Npouwect oGpaTHoi
CEAIM AOM¥EH BEMNIOYaTs NOpARoK cBopa QaMHb, k3K Ha CTaguMy NPpoWMIa0ACcTEA, TAK M NOCTNPOMABOOCTEA.

HMudopmauua, cobpanKan B npoyecce obpaTHON CBAZM, OOM¥HA MCNONBIOBATECA B KAYECTREE NOTEHUN-
ANbHBX BEXOAHLIX JAHHBIX B MEHETEMEHT PUCKD C LANBD MOHUTORUHNE W NOA0eDMaHKA TREGORaAHME K NpoOyE-
LM, 8 TAKHE K NPOUSCCAM 268 MHUAHEHHOMD LIMKNA W NPOLSCCaM YNYYLLEHHE.

Ecnu B coOTRETCTEHM C NPHMEHMMBIMKH DEMYNIADYIOWMMK TPEGOBAHWAMK OpraHnIaLMA OOMKHE HaKaNM-
BATE ONPEOENe HHER ONBIT H3 CCHOEAHMMK MHOpMAaL WK, NONYYeHHOR Ha NOCTNPOWIB0ACETEHHON CTAAMM, AHa-
MA3Z TAKOMD ONEITA GOMHKeH ABNATRCA YACThID NpoUecca oDpaTHON CBAIM.

8.2.2 PaccMoTpeHHe NpeTeHInA

CDpraqMaau[a GOMEHA QoY MERTHDOEaTE NPOLSaYDS ANA CEOEBREMEHHOID DACCMOT PEHWA NPETEHIWA B
COOTERTCTEWM C NPHMEHHMEIMA DEMYNARYOWMEMNY TReBoBaHnAMY, JaHkeEe NpoUggypLl GOITEHEI, N0 MEHELLER
MEape, YCTAHABNWEATe TReBoBaHvA U pacnpefeneH e OTEETCTEEHHOCTA B OTHOLWEHKW:

a) Nony4eHddA | PErMCTDauUMK MHGOpMaLMK;

b} cueHHBAHKWA HH(DODMAL MK 4NA ONPEdeneEHKA TORD, ABNAETCA N obpaTHaA CER3E NPETEHINEH;

a) paccnenoRaHWuA NPeTaHIM;

b) cnpeaenaHnA HECBXOOHMOCTH MHOPMWPORAHWA COOTBETCTRYHILLWE PEryNHPYHILLMK Oprasos,

@) OeRCTBMA C NDoAYELUHeR, B OTHOWEHWK KOTOPON NoNyYeHa NpeTeHIna;

f} onpeasnequs HECEXOOMMOCTH HHULHMWDCEATEL KODPEKLMKH MNK KODPEKTHRYIOWME OeACTBNA.

Ecni kakas-nubo npeTtedanA He Beina paccnegosada, To obocHosaHWe AoniHo BelTh AOKYMEHTHPOBE-
wo. MoGan KoppeKUMA MK KOPPEKTUPYIOLLEE GEACTENE B pE3yNETATE pACCMOTPEHHA NPETEHIMA ACNKHE DbiTh
BOEYMEHTURORAHE. ECciK npoEegeHHoe paccnefoaanie Nokasanc, 4To NpHYYHOH NpeTeHIMKY ABMNACE JEA-
TENLHOCTE BHE CPraHW3aUKMW, JoMHEH OCYWECTENATECA 0GMEH COOTEETCTEYIOWEN WHDOPMaLWed Meway
OPraHH3aL el W BHELWHER CTODOHON.

Janncia No PACCMOTREHNIO NPETEHAME O0MKHB NOOAepEHBATECA B paboyenm cocToRHMA (4.2.5).

8.2.3 OTyeTHOCTE B pErynUpylowMe opraHis

Ecnu npumMeHMele parynipyoilwe Tpebosaqia oBAILIBaINT yBed0MNATE O NPETEHIMAL, COOTRETCTEY-
LMK YCTAHOBRNEHHEIM KPUTEDWAM OTYETHOCTH O HEBNAronpHATHEX CODLITHAY KNA BbiMYCKS NOACHWTENLHOM
YREOOMMNEHIWA, OPradd3IaLMa AomHHa OoKYMEHTHPOEATE NPOUEOYDLEL ONA YEEOOMNEHWA COOTBETCTEYIOLLMXY
PECYIHPYIOLMY OpTaHoE.

3anucK, CERAIAHHLIE C OTYETHOCTRIO B PEryMHpYIOWWE ODpraHsl, DONMHE NOAOSEEHEATECA B paboyas
COCTOAHWM {4.2.58).

8.2.4 BHyTpeHHWA ayquT

OpraHvaaLmMa JoMEHa NOOE0AUTE BHYTDEHHWE ayOMTE Y2PE3 3anNaHMPOBaHHEE WHTEPBANE C LSk
YCTAHOBMEHWA TORD, UTO CHCT BMa MEHEIHMEHTA KAUECTRA:

a) COOTBETCTEYET 3aNNaHWpOoBaHHLIM M DOKYMEHTUDOBAHHEIM MEpONpUATHAM, TpeboBaHUAM HACTOA-
Wero cTaHaapTa, TpefonaHuaM K CHCTEME MEHEONMEHTA KAYECTEE, paIpatoTaHHEL OPraHU3aLMWeR, 1 NpUae-
HUMBIM PEryNMpyowmnm Tpeboaanuam;

b) BHeppeHa pesyNETATHEHD M NOSOePHHBEAETCA B paBoyem COCTOAHKM.
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Opraluagayia SormsHa oKy MeHTHRORATE NPoUeaypy, onpenenaAolyn OTEETCTREHHOCTE U TReGoBEaHMA
K NRaHAPOBAHMID W NPOBE0EHMID AYAWTOR, AaNMCAM M OTYETaM O PEayNLTaTax ayquTa.

Mporpamma ayguTOR QOMEHA NNAHMMPOBATECA C YYETOM CTATYCA M BAMHOCTI NPOUECCos M 0BNacTH ayau-
Ta, d TAKHE PE3yNLTATOR NpedsayLMx ayauTos. KpuTepid, obnacTs NpMMEHEHNA, YACTOTA W METOOL 8y QW TOR
O0MNHHE ObiTe oNpeaenettl ¥ 3aperMcTPUpoBaHs (4.2.5). Bufop ayaMToOpoR U NPOBEQEHHE ay01ToR O0MHHEI
ofecnedyveaTs 0B LEKTHBEHOCTE W BECNpHUCTRACcTHOCTE NPOUECCa ayanTa. AYOWTODE HE AONMHE NPOBEDATE
cBo cofcTeeHHYyI0 padoTy.

3anucH B OTHOLWEMMK AYOUTOR ¥ MX PEIYNETATOR, BLMNODYAR MOSHTUGMKALMI0 Npoueccol 1 obnacTeid
ayauTa, 3 TAHES BRIBOO0E MO 3y JWTY, J0N#HHE NoOOepEMBaTECA B padGoueM COCTORHMN (4.2 5],

PykoBoncTRO, OTEETCTREEHHOE 33 NPOBEPAEMEE 0DNACTH ASATENEHOCTH, AOMKHE OBECNeYMBATE, YTOD:
miofsle HEoONOAMMEIE KODPEKLWK M KOPDeKTUPYIoWHE 8ACTEMA NPEONPHHUMANKCE DB KaNKIWHER OTCPOH KM
ANA YCTPaHEHMA 0DHADYMEHHEIX HECOOTRETCTEMA W MX NpHYKKH. [Nocnegyiowme DeRcTEMA OoMKHE BHMKOYATE
BEDMDUEALKD NPEONPUHATRIX MED | OTYET O PEaYNETATAX BEDMEHEALLAA.

NMpumeuss e — DononNHATENEHYD WHEOPMAL AN MOEHO HEATH 8 150 19011,
8.2.5 MOHHUTOPHHIN W HAMEPEHKE NpOUBCCOB

Oprasuaagva QonHa NPUMEHATE NOOXOOALKE METOOE MOHMTODMHIE W, BCNM 3TO LenecoofpasmHo,
WIMEPEHWA NPOLECCOB CHCTEMEl MEHEIMMEHTA KAYECTEA. ITH METOOE JOMEHE OEMOHCTRMPOBATE Cnocob-
HOCTE NPOWECCOR OOCTIMETE AANNAHMOORAHHEDY PRIYNLETATOR. ECnU 3annasipoRaHHEIe peayneTaTel He §oc-
THMHY TR, OOMHHE NPESNDMHUMATECA KOPDEKLMA W KOPREKTURYIOWKWE DeACTEMA, 8CnK 3T0 wenecoobpasHo.

B.2.6 MOHHUTODHHN W MAIMEDEHHE NPOOYHLMM

Opramvaayva QormkHa NPoB0LMTE MOHMTODMHED W HAMEPEHHME XapaKTepHCTHE NPOSYELMK C LeNkK BEpM-
DHEALMA COOTEETCTEWA NPOOYELWH YCTAHOBNEHHBIM TRe0osaHuaM. 3TO O0MKHHD OCYLLBCTRNATECA HA COOTRE-
TCTEVIOLWMY CTAAMAK NPOUSCCOR MHUIHEHHOND LUENa NPOOYELMKA U B COOTERETCTEMM C 3aNNaHHPOBaHHEIMMA H
OCKYMEHTHROBAHHEIMK MEDONPUATAAMA B O0KYMEHTHROBAHH MK NPOULSOYDAMA.

CEMOeTeNLCTEE COOTEETCTEMA KDUTEDWAM NPWEMEM OOMTEHE NOAOSDMUBATLCA B paboYaM COCTORHMMK.
danycK AoMHE YEAILBATE NHU0, CAHKUWMOHWDORBABIWIGE BLINYCK NpogdykuWvs (4.2.5). Ecnu uenecoobpasHao,
JANWCH OOMHKHE WOSHTHDWUKHPpoBaTE CBODYA0BAHWE, MCNONEIOBAHHGE ONA KIMEDEHHA.

Breinyce Npogyeuny M obcnysrBaHue He QoMM HE OCYULecTBNATECA 40 YCNEWHoro 3aseplleHA 3annaHim-
PORAHHEK M OOKYMEHTMDOBAHHEY MEDONDMATHA,

OnA MMNNaHTHRYEMEIX MELWLIMHCKAX MA0ESNHA OPraqM3auUmMa GoNHHa BECTH 3anUcK o MOEHTMDHEILNKM
Nepcolana, NPoRoIALErs Mobsie BUOL KOHTPONA WK WCMNBITAHMA.

8.3 ¥npapnax4e HECOOTBATCTEYHLLGH NpoAYKLMEN
8.3.1 OBwHe NnoNoweHWA

Opranvaaywa nomssa obecneyweare, 4Tobe NPpoOOYELIMA, KOTOPaA HE COOTRETCTRYET TpeGoBaHuam,
Beina nOeHTHMUUMPOBaHa W YNPABNANACE C UeNkio NPEA0TEPaAWEHNA HENPEAHAMEDEHKOM MCNONEIOBAHMA
MM NOCTaEKK. OpraHuaaumMa AonHHa JokyMeHTHPOoRaTE NPoUEaYRY, ONPeaenfiowyio CpefcTEa YNpaanaHIA,
COOTRETCTEYIOWMWE OTEETCTEEHHOCTE M NONHOMOUYMA ONA WOEHTUDHKAUWM, A0KYMEHTHDOBAMHMWA, OTOBNEHWA,
OUEHHBAHWA ¥ PAIMBLUEHWA HECOOTBETCTREYIOWER NDOOYKLAN.

OuaHuBakWe HECOOTRETCTEMA NONKHO BEMIOYETE ONpEAENEHE HEOGXOAMMOCTH NPOBEOBHWA PaCCne-
O0BAHWA W YBEOOMNEHNA KAKOA-NWE0 BHeWHER CTOPOME!, OTEETCTEEHHON 18 HECOOTBETCTENE.

3anucu 0 XapaKkTepe HecooTEETCTBIA U NoGkiX NOCNEnYIOWMX NPELNPHUHATEX ABACTEHAX, BKNIOYaA OUe-
HuBaHKe, moboe paccnenoaanne M oBoCHOBAHWE PEIWEHWA, A0MKHE NOAOSPMUBATECA B paboyam coCToR-
HHu (4.2.5).

B.3.2 [efAcTEMA B OTHOLWEHHA HECOOTEETCTEYHOLWEH NPOAYELAK, 00HApYHMEHHON 00 NOCTABKK

OpraMuaayra 0on#Ha NoCcTYNaTe C HECOOTEETCTEYIOLLEHA NPOOYELMENR O0HHM M HECKOMBKAMA CINE Ty -
LHMK cnocobamin:

a) OCYWECTENATE JSACTEWA C UEN: YCTPaHEHMA 00HARYHEHHOrD HECOOTREETCTRMA,

b} occywecTanATe OSHCTEMA C UENsK NPeJoTEPaUEHWA 2868 MNEepEOHAYANBHOMD NPeanonarasMon
HMCNONBI0BAHWA WNW NDHMEHEHA;

C) CaHKUMOHMPOBATE 28 MCMNONEI0RAMWE, BEIMYCK UM NDMEMKY N0 DAIPELIEHMIO HA OTKNIOHEHWE OT YCTa-
HOBMEHHLEE TReBoBaHWA.

OpranvaaiyWa gomeHa obecneuMBaTs, YyToDsl NPUHATHE HECOOTESTCTEYIILENA NPOOYKLIMA NPIA NOMy9e-
HHMH PEIDELUEHHA HA OTKMNOHEHWE MOrMo BkiTe OCYLWECTRNEHD TOMNBKO B TOM CAYYas, 8CnNM 3T0 JONYCKAeTCA
pery nMpyIoWWMe TpeBoeaHnAMKn. 3anycH 0 NPHHATAH DaspeLleHia Ha OTENOMEHWE W MOEHTHOMKALMI NHUa,
CAHELWOHWDOBABLLAID DA3DSIUaHWE Ha OTKNOHEHWE , DOMKHE NO00eEMBEaTECA B paboyas CocToAHMK (4.2.5).
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8.3.3 OelcTEWABR OTHOLWEHWM HECOOTEATCTRY LG A NPOOYELWW, COHADYKEHHOW NOCNE NOCTABKX

Ecnu HeCooTEETCTEYHWAA NPOAYELMA BRIARNEHA NOCNE NOCTAERKM MNW HEYANa NPMMEHEHWA, Opralaa-
LHA OMCEHA NpeOnpHHATE QERCTEMA, COOTRETCTEYIOWHE NOCNENCTEMAM WK NOTEHUMANEHEIM NOCNEACTENAM
HECOOTBETCTEWA.

3anKMcK NpeanpUHATEIX 8 ACTEMA OOMKHE NoA0SDKABATECA B pabodes cocToAHMM (4.2 5).

CipraHvaauqa JonyHa QoEYMEHTAD0BATE NPOUEIY PR BRINYCER M NPMMEHEHHA NOACHWTENEHLX ¥Be00M-
NEHKA B COOTEETCTEMM C NPMAMEHAMEBIM A DEMYNARYIOWHMA TDEGORAHHAMK . 3 TH NPoUEnyDbl ACM#HE BBTe roTo=
Bl K BEROEHWID B OedCTEKME B N0Goe BpeMA.

danvck OEACTEMH NO BRINYCKY NOACHHMTENEHEIN YBEOOMMOSHKE OOMEHE NOLO8PHHBATECA B paboqyas
COCTORAHMA (4.2 .5).

8.3.4 Nepepenxa

Oprasmaauma JoneHa BeNoNHATE NEpeJency B COOTRETCTEMM C OOKYMEHTHPOBAHHIMKA NPOUEOYPaMA,
MPUHUMAaA B0 BHUMAHWE NOTEHUMANEHEIE HEXENaTENsHEIE NOCNEOCTENA BONSACTEMA NEpeaenk Ha Npoayk-
LiMB0.

STH NPOUESYDE GONHHE NDOATA TOT ME aHANKA M 0Q0SDEHHE, KAK M NEQBOHAYANLHEE NPOULEOY Db

Mocne aapeplu@HWA Nepenanky NpoOVELMA 0oMmkHa DeiTe BEpUEHLMDORAHAE HA COOTEETCTRME MNPMAEHA=
MiIbg EDHTEDHAM NDHEM KN 1 DErynMpysoLMm TpeboRaHuam.

3anKucK o nepenenie NonMHE NooOeHHEaTECA B paGodem COCTORHNMK (4.2.5).

8.4 AWanwi gaHHbIX

CpradMaalya 0onNHHa JoKyMERTWPOBATE NPOULEayDsl onpefeneHia, chopa 1k aHan«dia CooTRETCTEY-
WMWK SaHHEY GNA GeMOHCTPALKKY NDHIOOHOCTY, 0EKEATHOCTH K PEIYNETATUEBHOCTH CHCTEMEl MEHEGHMENTA
KaYecTeEa.

STH NpoLUEaypel GOMEHEl BENIOYETE GNpEgengHke NogxoqALME METOL0E aHANHIa, B TOM YHMCe CTaTHE-
THHECKHE METOOE W CBNACTE WX NPHUMEHEHMA.

JanHeie JonMHE BKANOYETE AHE0PMAL M, NONyYeHHYI0 B Pe3yNETATE MOHMTODMHEIE W MAMEDEHWA, 3 Tak-
HE M M3 GpYTHMX COOTBETCTEYIOWMX MCTOMHHKDE, BEMIOYARA, MO MEHBLUEA MEDE, JaHHEIE!

a) obpaTHOR CERAN,

b} cooTeeTcTEKA TpeboBaAHMAM K NPOOYELKA,

C] XapakTepHCTHEAM W TEHOSHLWAM NDOUECODE W NDOAYELWH, BENIOYAA BOIMOKHOCTIA MO YMyHLWEHW,

d) nocTaswMEamM;

@) aynWTan;

) oTyeTam no TexHUHecKoMy 0BCIYMUBAHKIO, B8CNnK uenecoobpasso.

Ecni aHania QaHHbIX YR3I6IBIET HA TO, YTO CUCTEME MEHEDHMEHTA KAYECTEA HE ABNAETCA NPHISOHOA,
A0eHBATHOA UMK PeayNeTATUBHOM, CRTaHW3aUMA O0MKHE MCNONBICBEATE ITOT AHANKS KaK BEOHEIE JaHHEE ONA
YAYYWEHHA B COOTRETCTAEHK C 8.5,

3anKvcK peayNsTATOR AHANK3A NaHHBE JOMEHL NO00eDHHMEATECA B pabodem cocToRHWN (4.2 5).

8.5 YnyuweHHe
8.5.1 ObBwMe NoNoMEHHA

OpraHHaauUmMa JonNkHa HOeHTUHUWEORaTE W OCYLUECTENATE NI0GHE WaMeHeHHA, HeohxoorMele ANA
ofecnedesra 1 NOOOBPMAHKWA NOCTORAHHON NPUMOOHOCTH, AOBKBATHOCTH W PEIYNLTATUBHOCTH CHCTEME
MEHEIHMMEHTA KAYECTEA, a TaKe BeI0NACHOCTH M YHELMOHANBHEIX XAPAKTEPUCTHK MESMLIMMCKWE aaenni,
WCNOMNE3YA NONMTAKY B oBnacTi ka4ecTsa, Uens 8 0BnacTi ka4ecTea, peaynkTaTsl ayauTos, NOCnenpoaaxHonn
HaBNKOEHWA, aHaniia JaHHbX, KOPPeKTHEYIOWMK 1 NPegyNpexnai iy GeACTEWA  aHanW3a oo CTOPOHE
PYKOBOMCTRE.

8.5.2 KoppekTHpyrlKe qedcTEHA

Opraswaauma gorssHa NpeqnpuHMmaTe JeACTENA C UeNk0 YCTRaHEHMHA NpWYKMH HECOOTEETCTEMA ona
nNpaiynpesoeHHa NoETOPHOMS MY BOAHMKHOBEHUA. TIIoEhe HeoBX0QMMEE KOpPeKTHpYIOWME OEACTAMA Oon-
#HE BBITe NPUHATE B83 HeoBOCHOBAHHOR 3a0eDHEN. KOpPekTUDYIoLWME ASRCTEMA O0N#HE BT NECMHOPL KO-
HAMNLHEl NOCNEOCTEMAM BRSBRNEHHBK HECOOTEBETCTRAA.

CprasusaumMs A0nKHa OoKYMeHTMpOBaTE NPOLEOYDY ANA onpedenadns Tpebosanni K

a) aHanWay HeCOOTBATCTEMH (BEMKDYaA NDETEHINM];

bl yCTaHOBNEHW NEWYMH HECOOTRETCTRMA;

C) oUeHWBAHWID HEOBXOOWMOCTH ASRCTEHA, Y4ToDE HABEKATE NOBTOPEHWA HECOOTRETCTEMIA;

d] NNaHApoBaHMID W GOEYMEHTUDOBAHMKG HeobX0ouMel NeACTEMA U WYX OCYLLECTENSHWD, BEMOYan,
ECcnK LenecoobpasHo, aKTyanMaaLmin JoKyMeHTaLHMK,
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) BepUDHKALMK TOMD, YTO KOPPEKTUDYHILWE O8RCTEMA HE OKaILIBAKT HErATHEHOrD BENWAHKMA Ha COOT-
BETCTEME DeryNUpyiolluM TRebosaHuAM, a Take Ha Ge30nNacHoCTe W OYHKUWOHANEHEIE XADaKTEpHCTHIM
MEQHLMHCKOTD MIOENTHA;

fi aManwuay peayneTaTUEHOCTH NPEONPHHATEX KOPDEKTHRYIO LMY OeRCTEMIA.

3anucu peaynsTaToR NGOro paccneaoBadva K NpeqnpMHATEY JEACTEMA DOMEHL NOAOSOMUBATECA B
pabodes CoCToAHKMM (4.2 .5).

B8.5.3 MpegynpexnawlMe oeRcTEMA

OprasuaalWA QomdHa cnpafendTe JeRcTBMA C UeNBK YCTDaHEHHA NDWYHH NOTEHUKANEHLY HECOOTRE-
TCTEWA ANA NpaaynpesaeEHdA W nosenesua. MNpeaynpesnacilie OeRcTEMA 0oMmeHsl GblTh NPONORLWOHE M-
Hisl NOCTIEACTEMAM NoTEHLMANEHEX NpoGnes.

Oprasuaayua goreHa Aoy MeHTHROBATE NpOUeayDy, YCTAHABNHBEADLWY Tpebonanua K

a) onpegeng o NOTEHUMANEHEIX HECOOTEETCTEMA M ME NPUYAH,

b} oueHMBaHHIO HEOBXOOMMOCTH A8ACTEMA C LENkK NPELYNDEXROEHHA NOABNEHWA HECOOTRETCTEHA,

C) NNAHWPORAHWID W DOKYMEHTWDORIHWND HEoDXOOMMEX OSACTEMNA 1 WX OCYLUECTRNEHNN, BETHNYaRA,
ECnd Uenecoobpaiio, asTYanuaanue oKy MEeHTaLMA,

d) peprdMKaLMKE TOrD, YTO ASRCTEMA HE OE3ILIBAIOT HEMATHEKOMD BHAHWA HA COOTRETCTEME parynupy-
KL MM TREB0BAHKWAM, 2 TAKKE Ha De3oNacHOCTE WEYHELMOHANLHBIE XAPAKTELUCTHEN MeOHLWHCKOrD MaDen1a;

&) aHanuay peaynsTATUEHOCTH NPEANPUHATEE NPEAYNPEHOAI0WHE JeACTBUA, 8cny yenecoobpaimo.

3anycH peaynsTaTtos Nobex paccnanosalyi M NPeINpHHATER JEACTEHR A0NMHE NOOASMHMBATECA B
pabodves CoCTORAHKMM (4.2 5).
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MpunoxeHde A
(EnpaBoYHOe)

CpasHedHe congepxadna 150 13485:2003 » 150 13485:2016

B ratnsus A1 npuEsgeHE HHPOPMELHA O BHECEHHEX M3MEHEHWAN B HACTORWMA cTangapT (150 13485:2016) no
CPABHEHMES G NPEOEAYILMKM B30EHMeM (IS0 134852003}

TaBGnuua A1

Mymerm 1530 134852016

KOs mMeEaTaDIEE K H3ERSHARM DO COAAHERAN © RPEEEAFL A kagsmeee (150 13485 2003)

BeagsHue

PEILACHAST IHAYSHHE TPETeEMD WAQAHWA HRCTORALW ST CTAHg4apTa

D fyMe nonoseasnR

Brnw4yaeT B celn aHaUWTENEHD BoneWwe noapebHocTE A, CEAIAHHEIR & 0COBEHHOCTR-
MU OPTEHRIBLME, DXBATHEIEME TpEGOBIHWAMK HECTORLEND CTAHEAPTA, B TOM YHCAE
No CTEAMAM HEIHEHHOMO LMKNE.

OfwAcHAaT, 470 Tpefoeadswa cTaHgapTa MoryT OeiTe NpHMEHEHE MOCTABLW KM A
WA OPYTHMH BHE W HAMK CTOPOHAM W A0BpoaoneHs NHdo 8 cooTEETCTEMK ¢ TpeloBaHR-
AMM KOHTREKTA.

BrxniouaeT cBAIATENSCTAS OPraHMIaLMA B PEMKAY CHCTEMEl MEHEQHMEHTE KIHECTAA
NpUMEHATE PEMYNEpyUWe TpeboaaHma.

HHEopMUpyaT OPrEHHIELWE O PAINEYHAR B CHCTEMAX PErYNAROEEHAA W WX 0BRzaH-
HOCTH NOHWMETE, KAk aTH TpefoeaddA ByayT BNEATE HE8 HE CHCTEMY MEHEQHMEHTS Ka-
YBCTES.

OofaenseT GOR33TENLCTED YHOENETACPATE COBCTRSHHBIM TReboBAHMAM K CHCTEME
MBHEIXMEHTE KAMECTaa.

YOTAHEENMBEET BEUSHT HE HeOBXOQWMOCTH oy QOENETEOPEHHA TpeboBaHUA NOTPS-
GHTENA W NPUMEHHMBIX pErynapyow s Tpedoeadni k ofecnedeHsn Ba30nacHoCTd W
hYHEUHOH BNbHEE XaPakTepHoTHE .

MoguepkdeasT, 4To TReGO0BAHWA K NPOAYEL WS, KOTOPHE CEA3EHL G olecnadaH«es
Be30nacHOCTH M DYHKUMOHENEHE X XEQAETEDHCTHE, ABMAKTCA BEEHBIMWA.

HDobfaenaeT AEa GakToOPa BNWAHWA HE NPHPOGY CHCTEMBl MEHELHMEHTS KAYSCTEA,
KOTOREE HE BaiNW B NEPE0OHEYENEHOM WIGaHHH (OPraHW3IaUMOHHAA CPada W pPeryNupyo-
ke TpefoaaHdA ).

YTOMHAET, 4TO OPrEHMZELWA He ofA33HA NPHECONTE CEOM OOHYMEHTRLMID B COOTES-
TCTEWM CO CTPYETYPOR HACTOALWErD CTEHOAPTA

Fa3bACHBHWE NOHATHA

[ofaenAeT 4ea AONOMHATENEHESE KPHTERWA, CEBAIAHHEX G PEryNEpyoWHMA Tpado-
BEHWAMM:

- Cofnsoaesne perynupyow@x TpedosaHuA;

- TpefoeaHuA, HeolxoouMEe QNA COYIWLACTENSHHA MEHSORMEHTE PHCLE.

CnpegenfeT Npefens NPHMEHEHAA TEDMHHE ApMCER OTHOCHTENEHD obecnedarun
GeionacHOCTH W B YHELNOHINEHEX XEPEKTEPUCTHE MEIALMHCKOMD HAOSNWA WNK B UERAX
COOTESTCTEWA PErYNMpYHW MM TpedoBaH A,

PazeAcHRET, 4TO TEPMHEH o40KYMEHTHROBAHO BENKwaeT B celn HeobRoOMMOCTE
CO30aHWA, BHESDEHWA W NOAOBQHaEHHA.

Pa3LACHAST, Y4TO TEPMWH 4NPOOYKLMA % OTHOCHTCA K pe3ynsTaTaM, KoTopsle Npem-
HBIHSYEHE 4nA NoTpeGUTENA WA WM 3aTpedoBaHE, MNH NpegcTeananT cofod sanas-
HEIN PE3YNETET B NPOLECCE NPOXIEDACTEA NPOOyHLHA

MpoyscoHsid NoOXog

F'EGLI.LHFIEI-E'-I’ OB bACHEHEA AgcyeccHoro Noaxona

CaRae ¢ 150 9001

OnpegenmfeT ceA3b Mexgy 150 134852016 v 150 9001,

WHEEIEIBSET, 4TO CTRYETYDHEA BIaMMOCERSL Max gy 150 13485:2016 u 150 $001:2015
GyaeT NpHEEdEHa 8 NpENoEaHR B.

MCHNsYeHO WCNONEI0BAHKE KYPCHBES TEECTA B CTAHGApTE Ans ofozHaseHUA Wame-
HEHWA No cpaeHedn ¢ 150 9001:2008

1 OBNECTE NPUMEHEHWR

YHEIMBIAT NEPAMEHHMOCTE HACTOAWEN: CTAHAARTE ANA ORrEHWMZALWA, KOTOpSIE
YHRACTEYHOT B OQHOA WMWY HECKOMNEKWY CTRANAX HHAHEHHOTD LAENS MEONLWHECEOMD Hage-
NKA.

YERILBART, YT HECTOAWMWA CTAHOSPT MOXaT TaxHe GEiTe MCNONE3I0SEH NOCTEBLYH-
KEMA MNHA BHEWHHEMA CTOPOHAM A, E0TOPRE NOCTEENAKT NPOAYELWAED W CERIBHHREE C CHC-
TEMOW MEHEOXMEHTA KAYSCTER OPrasM3aL@a YCNyrd TAXAM OPresusaLHans.
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rcT 150 13485—2017

MNpodonwexue matnuye: A1

Myrete 150 134852016

Kommen Tapun & MIMEHEHRAE N0 CPABHEHHD © NPeguayee nagadaem (IS0 13485: 2003)

1 CEnacTe NPHMEHEHHA

OnpeaenAeT OTESTCTESHHOETE OPFEHNIALWNA 38 MOHUTOPWHT, NOGOE praLie & pafo-
MEM COCTOAHME W YNPAENEMWE NPOYSCCAMM, NEPENAHHEMK HA CTOROHY.

FacwnpaeT TReS0BaHUA, KOTOPHE MOryT BeTe HE NPUMEHAMEl K TOR MW WHOA Q8-
TENEHOCTH B COOTESTCTEMA C NyHKTEMW 6 1 8.

FainACHABT, Y4TO TEQMUE «parynupyswme TpedosaHuwAs BENYaeT B cafa zakomo-
OATEN:HES SKTH (HENPUMER, 3AK0HE, NOA38KOHHSIE BETsl, NPEONWCEHNA KW OWPEKTHER )
M CrPAHUWMHERST CHepy NPHMSHSHHA « EryNAPYIOWHY TPES0EaAHUWAN TONLKD K CHCTEME
MEHELKMEHTE KAUSCTEE, 8 TaKe ofecnedsHuin G2I0NECHOCTH MK (hYHKUMOHENEHE X
HAPAKTENHMCTHE MEOMUYWHCKOND WIZENHa

3 TepuMwHe W onpegene-
HWR

l|J|ll'l|5-EEJ'IE'HD HECHONbKES HOALIX ONPEOENaHHA @ YTOUHEHE HEHOTODHE CYLWECTEYH-
wHe onpeganaHEa

4 CHcTEMa MEHBOHMEHTE
EAYECTEE
4.1 Ofwwe TpefoBasnA

Dofasneds TpeBoBEHNA & JOKYMEHTMPOEEHHID PONK{Ed] OprasMaay«¥n.

Jobaeneds TpefioBaH«A K ONpegene WD NPOLACCOE 40 yHETOM ponn{ed), ocyue-
CTENAEMEIS OPrEHNIALHER:.

JoGaanaHo TpefoBaHHE SNPHMEHATE PHCK-DPMEHTHPOBAHHER NO4X00 K YyNpaene-
HIH CODTRETCTEYMIWWMA NPOYSCCaME, HEOBEXOOMMEMK N5 CHCTEMBl MEHE¥MEHTE Ka-
MECTEA® .

Oofaenavs TpeBoBEHWA, OTHOCALWWECA K MIMEHEHHUAM B NQOLECCaN.

JoBaenavs TpeBoBEHKA, OTHOCAW MECHA K BENMOAUNAH NPAMEHEHUA KOMNBETEpHOTD
NporpaMM Horo ofacnayesuA, MCNONBIYAMOND B CHCTEME MEHEQHMEHTE KaNacTaa

4.2 Tpefosasua «
WMEHTALHM

Aoy-

BrnsywaeT B cefa NpOYSCs YNpEaENeH WA IANUCAMK B pamkay TpeBoeanun  ynpaena-
HHKD OOKYMEBHTALNER.

OnpeaeneH NepeYsHe GOKYMEHTOR, ROTORRS O0MKHL BRITE BHNOYEHE B8 fafn Ma-
OMLHHCHOD MALEnHa.

BrnszuaHo TpeBO0SEHHE OTHOCHTENEHO 3T E0HDUOEHURANEHOA NEPCOHANEBHON
MHOMOPM AL,

OofaenaHo HoBOE TpefoEEHHWE N0 CPOKEM XPAHEHWA 3ANUCSR

5.6 AHANKE CO CTOROHE py-
KOBOOCTEA

BrnsYaHLl TpEﬂll:I-EE HUA K OOy MEHTHPOESHWD NpOUBnYDE 4NA SHENW3A CO CTOROHE
PYEOBOOCTEE W TFIE'ﬁDB-EHHH OnA NpoEaESHAA BHENW3IE CO CTOPOHE PYEOSDOCTEA B 38-
NMNEHAPOEAHHEE HHTEDBANE B COOTBETCTEMH C AOKYMEHTHROBAHHOW NpoUenypou.

Facwkpan nepaYeHt BX00HER W BEX0OOHE X JaHHE X nA aHanKie &0 CTopOHE pYyKo-
BEOQOCTEE

6.2 YenoseqvecHie pecyn-
Chl

BHnoueHe Hoeoe TpeBoeaHde no A0EYMEHTUPOBIHW D NPOYRCCOE YOTAHOENEBHWR
ECMNETEHTHOCTHA NepLoHAana, npoaeaeH1s -Dﬁ-!r"iEHHFI_ ofacneseHME DCREL0MNEHHOCTH
nepcoHana

6.3 WudpacTpyrTypa

Dofaeneds Tpefopansa K MHOPACTPYETYRE ANA NPESOTERALEHHA NEpENY T BAHUA
NpoayEyUK W oBecnedeHnA HBANeSWEero oSpaleHa C NPoOyEUHEn.
B nepeyeHs BCNOMOTETENBHEX YENYT 4o0aBNeHA s MHPOPMALWOIHHERA CHOTEMA »

G.d [Mpod3sogcTEEHHER
Cpens W KOHTpONb 3arpR3-
HEHWA

,U,I:IEEEJ'IEHH TFIE'E'EIE-EH A & OOEYMEHTHPOBAHWKD NPOHIE0OCTERHHOM CPpeak.
[JoBasneds TpeboBaHWA, CEAIBHHEIR C EOHTPONEM Z8FpAIHEHUA MUEPOPNOPLl ¥ 387pA3-
HEHWA MENEOQUCNePHEMA HSCTHLAME ON#A CTEPUENEHEIX MEdMLHHCEAE Hagen Al

7.1 MnasupoeaHde  npo-
YECCOE HHIHEHHOMD UWKENS
NPOOYELAKA

OononHATENEHEIE The fioeaHwa qobaenedsl B nepaYdHcneHne

7.2 Mpoueccsl, CERIAHHBEIE
c noTpeBaTenamn

OononHuTensHsie TpefopaH®a 4o02ENEHN B NepeqHCNaHHE.
NofiaenaHs TpefoBAHHMA & NOONSQEAHAD CEAIW C PETYIMPYSILMME OpTrEHEMH

7.3.2 MnanwpoBaHAE Npo-
SHTHPOBAHWA W paspaboTis

OononHuTeneHsie TpefopaHuA goBaEneHsl B NEpEYHCNEHHE.
Hcknioteds TpeGOEAHUA, CEAIBHHEE OO0 BIAWMOOEACTEWEM WMEMOY PRANHYHLIMU
MEYNNAMH, YYECTEYHLWMKY E NPOSKTHROSAHWE W pR3patoTke

7.3.1 BrogHue OEHHEIS
ONA NpOSKTHPOEEHWA U pAZ-
paboTam

JononHuTeneHsie TpebosaHen qoBaENeHsl B NEpEYHCNEHNE.
Onpeaenado, 4To TPEGOEEHMA AOMKHE GEITe BEpMRMUNPYEMEIME MNW BEENHAMDYE-
MEIMA

7.3.5 AHanuz nNposKETa ®
paapaboTrn

OofasneHs nogpoBHOCTH COOSPHAHKA SENHCERA

T 3.6 BepuwdwEayus npoes-
Ta # papaboTen

JofaeneHs TpeloBaHMA ONA SOKYMEHTADOEEHHA NNAHOE EEDUEMEALWA, BXNHHER
TpefoEaHuA K B2prthEEaEUAM HHTepgEeRcE.
OofGaanads TpeBoBEHMA E 33NUCAM BEpREMEaLHH
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Mpodonxerue madnuye A.7

MoCcT 150 13485—2017

MyrkTe 150 134852016

KOMMEHTAPMK & HIMEHEHRRE N0 CPAIHEHMID © NPEQEAYLEHM naganuen (IS0 13485: 2003)

7.3.7 Banvgauwa npoekTa M
paxpaGoTiu

OoBasneqs TpeBoBaHWA ONA QOKyMEHTHPOBEHWA NNAHOE BANWIAUWM, BEM4AA
TpefoRaH«a € BEANKMEAUHW WsTepdedca. Jofaenass TREBORAHHA ANA 3BNACEA BANM-
aauMm

.38 MNepena4a nposkTa W
pazpalboTiu

HDofasned HOERA NOGNYHET

7.3.8 YnpagneHie HIMeHe-
HHAME NpOSKTa W paspaBot-
K

HNoBagnedo TpefiopaHre O BENHYEHAM OUEHEE BENMAHAA WIMEHEHRA HE COCTABHRIE
HECTH M3AENUA H yXe NOCTARMNEHEHYED MO0 YEYHH.
HoGasneHs I'Il:r,ﬂf.'ll:l‘ﬁrll:lﬂ'.l'l-'l o HWOBHTHPHEALUHH 4 BHENWIY HAMAHAHWA

7.3.10 @adne NpoEETHRG-
EBEH#A W paspafoTHu

HNoGasned HoBRA NOGNYHET

7.4.1 MNpouecoe 3EEYMOK

CoEenaHs BEUSHTH HE KPUTSpHM BHBODA NOCTAEWWEE B 3EEMCUMOCTH OT BNWAHHA
pe3yNeTATOR OEATENEHOCTH NOCTAEWWKA HE KEYECTED MEOHUMHCKDMD MA0eNWA, PUCEM,
CERIAHHEE C MBOAHUWHCKHM WIGENWEM, 3 THKKE COOTEETCTEME NPOLYKYWN NDWME Hit-
MBI PEMYTHPYIRLHM TReBoEaHHAM.

OofiganeHs HOBsIE TPeBOBEHMA, CEAIAHHLIE © MOHHTORWHIOM M NOBTORHOA OLENH-
HOW NOCTABLUMKOE, & TAKEE & ABACTEMAMEH, KOTOPEIE HEOOX00MMO NPHHATE, KOTOA TRE-
BOBEHMA K IZKYNKAM HE ByOyT BeiNONHEsHR.

BaniousHel QONONHATENEHE A NOGPOSHOCTH, OTHOCAL MECA K COOSPEAHUID 3ANACER

4.2 WHpopMELWA no  38-
KymKEam

Dofasneqo HOBOE TFIE'E-IZI-EEHHE' OnNA BEMNKYEHWA YEEOOMNEHAA 0ff HAMBHEHWRE B
NoOCTEENASMEA NP0 yELRR

T.4.3 Bepudieraumwn zaEyn-
NEHHOH NPOAYKLWE

Nofaanerds HoBbEe TpEDOBAHWA O DEATENSHOCTH NO KOHTPOMK W MEQEM, KOTOpRIE
HeobxoaHmo NEPHHATE, KOrO0a8 CpradMzads s CTAHOBMTCA W3ABESCTHDO O KaknE-nafo Hasme-
HEHHAX B 33EYN3eMOA NPoAYRLMHK

.51 ¥npaenesne nNpoHaIa-
ACT20M W EIEEI'I'g':FIH BaHHEM

NofaaneHe I'IEI,J_FIEIE HOLTH, CEBAIAHHEE © yNpaaneH#e M NPSUIEcOCcTE0M W OEB38HWA
YOmyr

.52 YscTOTE NPOOyEUMM

DononHuTenbHEE '-I'FIE'E-DH-EH WA GobRENSHE B NepeyHCcnaHse

7.54 featensHocTe no of-
CNYHHBEHAK

DoBaaneqo TFIE'ﬁ-DEaH HE Mo NpOBSAeHME BHANKEE 2aNHCEA GeATENbHOCTH, CBAZaH-
HOW © f.‘-tif']'l‘:,'HH EaHHEM

.56 Banugausa npousc-
CcOE npowzecOcTea W obony-
HHBEHKA

AononHHTensHEe TpeBoBEHMA QoBRENSHE B NEPEYHCNEHHWA.

Hofaaneqs NogpofHoCTH, OTHOCAWMECS & ABATENEHOCTH, Tpelyiwen sanwuua
npousayp.

OnpegensHe TpeboBaHUe K BANMSAUMA NPOrpamMsMHore obecne9Ye WA OTHOCHTE NE-
HO PHCHOB, CBAIAHHEX C NPHMEHEHUEM NPOTPEMMHOTD 0B cneYaHrn.

OoBasneds TpefoEaHuA, OTHOCALYHECA K 3BNHCAKM NO BANMGALMM

7.5.7 CneunancHsie Tpebdo-
BEHHA ¥ BENMAAUME NpoUSc-
COE CTEQMUIMIA LM |
CHETEMEN Sapoepoe  CTe-
PHABHOCTH

NoGaeneds TpeSoeaHWA ANs cieTes BapeapoE CTERRNEHOCTH

T.5E8 Moestedikaywa

Oofasneqs TpeBOBEAHUA ANA YHUKANEHOA WOBHTHIMKAUMN WIOSNHA.

Oofiaaneqo TpeSoBaHWE QOKYMEHTHPOEAHWA NPOLENYRE HABHTHEWKA LAY NPoayK-
LME, B TOM MHCME 8 OTHOWEHWK WOSHTHMEELMA W CTAETYCE NPOAYELWE B NPOUSCCR Npo-
MIBOOCTEE

7.511 CoxpaHeHHe coOOTEE-
TCTEEA NPOAYELNE

NoBaaneds noapoBHo0cTH MO LOCTHHEHHRKD COXPAHHOCTH

8.2.1 OfpaTHan caR3k

HDofagneqs nHBopMays«n o ToM, 4To ofpaTHas CBAZE JONEHE BKNKO4ATE chop nas-
HEIX KBE C MPOMIBCACTES, TAK W NOCNS NPOSaRHE.

Dofaanedo TpelBoBaHHE WCNONLR0OBAHKWA oBpaTHO® CEAGW B NPOYSCCRE MEHBDH-
MEHTE PUCKA M B YENAX NOOASpEAHWA COOTEETCTEMA TREGOBAHWA K NPOAYEL MWW

8.2.2 PaccMoTpeHmhe
TEHAWA

npe-

Dofagned HOBRA NOGNYHET

g8.2.3 OTUeTHOCTE B PEryn«-
PYHILME DPTAHE

Dofagned HOBRA NOGNYHET

B.2.6 MOHATOPHHT W wW3me-
PEHHE MPOLYRLHA

Aofagnedo Tpefioeadne no waeHTrg UKL W ofopyaoBaHWA, MCNONEIYEMOTe ONA
MIMEPEHHA
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Okonvwasue mabnuya A1

Mysktie 150 134852016

KoMMEHTAPMA K MIMEHEHRAR ND SEIAASHAR G NPEQEAVIEM Bagadaew (150 13485 2003)

8.3 ¥NpaeneHWE HECOOTAETCTAY-
LEA NpogyKEUHeR

HoBaeness nogpofHocTH, OTHOCAWMECA K BHEAM KOHTRONA, KOTOREIE QONH-
Mkl GETE QOKYMEHTHROEEHE.

QEofweHs TReBoaaHWA O B KK HER NPEANPAHATE X DeRCTERE 4 oBocHoBa-
HUA NPHHATHYE PELWBHWA.

Hofaenesm TpefoBaHHA, DTHOCAWWEGCA K PE3PELISHUAM H3 OTCTYNNEHHE.

FazpeneHs Tpefopadsn £ 0GHApYHEHHEM HECOOTEETCTERAM NEpan NOCTER-
w0, ofHapyEeHHEIM NOCNE NOCTAEKA W B X008 NEepegenEM.

HoSaeneso TpefopadHwe K JOKYMEHTALWW, CBAZAHHOE C BEOEYER NOACHM-
TENsHEIX YESO0MASHYA

B4 AHan«:z QaHHbx

Nofaeneso TpeboBEaH@E NO CNPERENEHMK W BENKYSHHD NOLX0GALWME METO-
O0E, BENO4ER CTATHCTHHSCKHE METOOL, W CTENSHW WX HENONB3OEIHMA.
Nofaeneqbl NoApoBHOCTH B NepeYeHs BXGOHEIE JaHHEX

8.5.2 KoppesTHRYMKLULWE JadCTEURA

Dofaeneso TpebdosaH«e o0 HEODXOOWMOCTH YOEOWTECA, YTO EODPERTHDYH-
WHE QSACTERA HE OK33LIEENT HETBTMEHOMD BNUAHKA.

Dofaeness TpeBoaaHAA O HECGXOQUMOCTH NPRHATHR KOPPEKTHRYH W WX D8R-
cTE#A Ge3 HEONPEBAHHDM 380 80HKH

853 Mpegynpexgaoive Ded-

CTEHA

Nofaeneso Tpelosadne o HeobxoaMMocTd yHeQMTECA, 4TO NPeQYNPeH K-
WHe OSACTEMA HE OK3ILIBEEHT HETATHEHOID ENWAHKMA
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MoCcT 150 13485—2017

Npunoxesds B
(EnpaBoYHOe)

CooreetcTEMe Mmaxay IS0 13485:2016 w 150 9001:2015

Bratnuuax B.1 W B.2 npreegeHo cOMTEETCTEWE MaxOy IS0 134852016 v IS0 9001:2015.

Tafnuwya B.1 — CooTEaTCTEME Mexay 150 13485:2016 & 150 0001:2015

Myrate IS0 134852016

MyHETe 150 9001:2015

1 OBNacTe NpHMEHEHWA
4.1.1 [Be3z HANMEHOIBEHWA

1 OGNacTe NEMMEHEHHA
4.3 Onpepenexue ofN3cTH NPHMEHEHUA CHCTEME MEHEIRMEH-
TH KEYELTEE

4 CHCcTeMa MAHEOKMEHTA KEHSCTEE

4 Cpega opraHHaaunm

4.1 MoHMMaH#e CpraHMaaUng @ 88 Cpeak

4.2 NoHusaH#e noTpeBHOCTER M CHNOAHHA 3AXHTEPECOBEH HEIX
CTOROkH

4.4 CHCTEME MEHEIKMEHTA KAHeCTEA ¥ 88 NPOYEsokl

4.1 Ofwue Tpefiopaq«a

e
L]

4.4 CwucTeMa MEHESHMEHTE KA4YECTED ¥ B2 NPOYELCH
d.4 ¥npasneHwe NpOUECCAMMA, NPOAYKLEWER W YCNYTAMM, NOCTAR-
NASMEMMW BHEL HAMK NOCTEBWMKEM

4.2 TpefoEaHHA K QOKYMEHTELWE

7.5 OokyMEHTHROBEHHEA WHOOPMALWWA

4.2.1 Dfuse nonoHeHA

751 Ofwwue noncHEHMA

4.2.2 PysoB0ICTED MO KAWSCTY

4.3 Onpepenedue ofnacTi NPUMEHEHHR CHCTEME MEHSOEMEH-
TE Ka4eCTER

4.4 CHoTesma MEHELHMEHTA KAYECTEA ¥ 88 NPOYSECH

7.5.1 OGwmke noONoHEH A

4.2.3 Pafin MeaHUuAHCKOID HA0e WA

SREUSANEHMAEBL RYHET OMopmcmayem

4.2.4 Ynpaenexnes AOKYMEHTAUMERA

{.5.2 Coagadwe W SKTYaNnH3IaLMa
.53 ¥npaenesWe OOKYMEHTMPOBAHHOR WHOPMaLHMER

4.2.5 ¥npagneHie 3anHcasMq

7.5.2 CoagaHWe | 3KTYanHEIaUMa
7.5.3 Ynpagnesie OOKYMEHTHROBAHHOR MO pMaUWeR

5 OTEETCTEEHHOCTE PYEOBOOCTER

5 NugepcTeo

51 OfA3aTensCcTeE pYLORO4CTES

51 NugepcTas W NPUEEDHEHHOCTE
5.1.1 Ofwwe nonoweHWa

5.2 OpwedTaysn Ha noTpebuTena

51.2 OpuesTauna Ha noTpeBuTensi

5.3 MonuTuka 8 0BNECTH KEYSCTEA

5.2 NonuTdka
521 Pazpatiorea nonuTHke B ofnacTy Ea4ecTea
5.2.2 Noesepesne NoNATHER B oBNacTH kK34YacTEa

5.4 MNnaHwpoaaHAe

6 MnavupoBaH#e

547 Uenn e ofinacTu kaksecTEa

6.2 Uens g o8nacTi €B4ECTEA W NNEHK POEAHUE HE QOCTHHEHWR

54.2 MNNEHWPOEEHWE COIQAHWA ¥ DEIBWTHA CHC-
TEME MEHELEMEHTE KEYaCTES

6 MNnaHupoBaHre
6.1 DefcTEHA B OTHOWSHHK PUCKDE W BOIMOMHICTENA
6.3 MNaHHpoBEHKE HIMEHEHHR

5.5 OTRETCTEEHHOCTE, NONHOMOYMA W COMaH WH-
pop&alsen

5 Nupepctec

5.51 OTESTCTESHHOLTE W NONHOMIYUA

53 PRHEL MM, OTESTCTEEHHOCTE M NOMHOMOYHA B OPTAHAIALWA

552 MNpeacTaesTens pYEOBOOCTEA

5.3 li:l:"j.'HIELI_Iﬂ..‘C. OTEETCTEEHHOCTE M NOAHOMOYHA B OPTAHE3SLLHE

553 BaytpedHnd ofimes nHEOOpMAaLHeR

T4 ObBmes nepopMayseil

9.0 AHENWI CO CTOPROHL! PYKOBOGCTES

9.3 AHENWI CO CTOROHE! PYROBOGCTEA

5.8.1 DSuxe noONo*HaHA

9.3.1 DOfwwMe NoONCHEHWRA
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rcT 150 13485—2017

MNpodonwexue matnuye: B. 1

Myrmkrw 150 134852016

MyHETE 130 80012015

5 6.2 Brogsbie JAHHLIE ONA AHANKZAE

0.3.2 BrogMeie NAHHEE BHANWZE OO CTOPOHE DYKOBOOACTEA

5. 6.3 BeEoOHEE QaHHEE GNA 3HANK3a

0.3.3 BeXOOHLIS QAHHEIE BHENWIE CO CTOROHE PYHOBOAOCTES

& MesHeQsMEHT peCYpooE

.1 Pecypow

6.1 OfiecnevsHie pecypcams

711 OBwme nonosaHrR
7.1.2 YenoeeyYeckde pecypowl

6.2 YenosedqeckMe peCypCkl

.2 KomneresTHooTe
7.3 OcEegoMnNeHHOCTS

6.3 WHBpacTpyETYRE

7.1.3 MudpacTpyaTypa

G4 MNpouwseoncTEEHHEA Cpega

714 Cpepa an# D YHEUMOHWApPOEAHHEA NpoUyScCcos

7 MNpoueccsl ¥WIHEHHDTD UKKNA NPOSYRLUA

B HE‘H?EI’I:HD{TE HE CTEOWRYX HWIHEHHOMO UWERE NPOOYELHHE @
yenyr

7.1 MNnaHMpoEaHWE NPOUECCOR MWIHEHHOMD LIMK-
N3 NpOgyKLMM

B.1 |'|J'I-H.HJI-FI-EIEE.H+'IE H ¥npaanadie aeaTaneHOCTED HA CTEOWSAX
HUWIHEHHOMO LMENE NPOOYVELMA # YCayT

T.2 np{lLl.EL'l:tl. CERIBHHLIE & nOTRpeBUTENAMA

£ 2 TpeBosaHWa Kk NPOGYHUHH ¥ yCOYTam

7.21 Onpenenedue TpefoBaHHA, OTHOCA LMXCA K
NPoAYHLMH

£.2.2 Onpepsnesue TpeboBEaHMA, OTHOCAWMECA K NPORYELAM #
YCNYTam

7.2.2 Avanus TpeSoBaHMA, OTHOCAWMECA K Npo-
BYEL MM

£.2.3 AHanus TpeboBaHUA K NPOAYELMM W YONYTam
£.2.4 MameHeHdr TpeBoBaHHA K NPOAYELME M YCNYrEsM

723 Cersk c noTpeBuTenamMu

B 2.1 CeAsk ¢ NoTRESUTENAMH

7.3 MpoesTrposasne v pazpaboTra

£.3 MposkTdpoBadle W pa3patoTHE NPOAYELHKA W YCNyr

7.3.1 OBwWe nonoxesuR

B.3.1 OBwwe NnonoEaHUA

7.3.2 MnaHHpoBaH#Ee NPOSKTHROBAHWA W paspa-
BOTEN

£.3.2 MNnaHHpoBaH#e NpoBKTHROBEHKA ¥ palpabioTEM

7.3.3 BrogHwe J8HHHE NPOEKTHPOEAHHA W pa3-
paboTEm

B 3.3 Brogsbie QAHHRE ONA NPOEETHROBAHAA W paapaboTem

734 BeXoOQHEE OAHHEE NPOSKTHROBRHNAA # pa3-
patioTEu

£.3.5 Bex0odHe OSHHLIE NPOSKTHROBEHWA M pazpaloTiu

7.3.5 AHanus nposkTa W paspaboTer

B.3.4 CpepncTea YNPEENSHHA NPOaETHPOBAHMEM W paapaBoTod

7.3.6 BepudHEayds npoekTa @ paapaboTxu

B.3.4 Cpepcraa yNpaeneH«A NPoEKTHPOBAHREM W paapadoTeod

7.3.7 BansgBuWr NposkTa i paipaboTen

B34 ':FIE,I:]CTE-H. YNPEANSHHA NPOELTRPIBAHEEM W paapaboTo

7.3.8 NMepegaqs npoerTa @ paspaborau

B.3.4 CpagcTea yNpEENSHHA NPOEETAROBEIHEEM W PAIPAGOTLOA

T.3.89 ¥YnpEENSH#E WIMEHEHHWAMU NPOEKTE W p&E3-
paboTEn

£.3.6
£.5.6

FlaMeHEHWR NPOSKTHRPOBAHUA W F‘.‘EEFIEE-EI'!’HH'
':I"I'IFEEJ'IE-H'H-E HIAMSHEHAMEE

7.3.10 ®Panns NPpoRETHPORAHHA W paapadoTem

0.1 ¥npeaneH«de QoEyMeHTHROEEHHOE WHIDOPMEULKHEA

7.4 3ayn=w

B4 YnpapneHde NPpoyeccas, NPoOYELAER W yonyrase, nocTan-
NAEMBEIMA BHELWUHAMA NOCTAEWHEIMA

T.4.1 Mpouecc IAEYNOK

B4 ¥YnpaeneHwe NPOYSCCEME, NPOAOYKUMER W YCNYTAMK, NOCTAB-
NAEMEME BEHELHAMA NOCTAELWWEIMA

Bd4.1 Ofwne NonoxaHURA

B.d4.2 Twn W cTENEHE YNPaENEHWA

7.4.2 MiMpopmay«a No I8KYNKSM

B.4.3 Wago PMAUWA, NPEODCTEENABMEN BHEWHAKM NOCTAEWWEAM

7.4.3 BepudHLayur 38KYNNSHHOA NPOaYELAK

E.4.2 Twn ¥ CTENaHL YNpaENaHUA
B.4.3 MspopmaumA, NPEQOCTEENAEMEA BHEWHWM NOCTABWWKAM
B.6 BrINycK NPoOyKLMeE W YCnyr

7.8 NpodagogcTen @ oBcnyHHMBAHHE

B.5 MpoM3I20fCTES NPOAYKLME H NPEOOCTAENEHAE YONYT

f.0.1 ¥npaeneH«e NpoM3acOCTEOM H ﬂﬁﬂl‘l:.l}h‘.ﬁﬂ-
HHAEM

£.5.1 ¥npeeneH#e NPoOM3E0ACTEOM NPOOYELMM # NPESOCTAENE-
HHEM YCIYT
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.52 YacToTE NPOOyEL MM

AREUSANHMAHBIE RYHET OMopmomayen

7.5.3 NeaATensHoCTe MO MOHTEXY

SKEUSENEHMABIL PYHET OMCpmomayem

f.ad4 HearensHoCTs N0 uﬁcn}'muaawnq

AKNELEENEHMABIL NYHET amMCopmomayem

7.5.5 CneunaneHse TFIEEIE-EE.HJ‘-H E CTEpUNEHEIM
MEOHUHHCENM H3GEMNAAM

SKEUSANSHMAEBIL NYHET OMCopmomayem

7.56 Banwpauwa NpouySccoa NPoM3B0ACTEE W ob-
CNYHHBEHRA

8.51 ¥npaenesve NpOo#3E0GCTECM NPOAYELMA W Np2QocTaABNE-
HHEM YCyT

.57 CneunancHeie TpeboBaHWA & BANWIEUWM
NPOUSCCO8 CTEQPUNKMIALME W cucTemam Dapzepos
CTERHNEHOCTH

IKEUSANSHMABID DYHET OMCpmcmayam

T.5.8 MoesTwidkays«a

4.52 Mae HTHPHKSUAA @ NpOCNeXiBEaeMOoCTE

7.508 MNpocnesdEasMoCTs

8.5.2 WaesTAMKEALAA W NPOCNEXNHEIEMOCTE

7.5.10 CofcreeHHocTs noTpeduTensn 4.5.3 CoficTeeHHoCcTE MOTReSUTENER WNA EHEWHWE NOCTABWHR-
HOB

7.5.11 CoxpaHeHMe COOTEETCTEAA NPoIYKUMA 454 CoxpaHeHue

7.6 ¥YnpasnedHde yCTRORCTEAMK ONA MOHWTOpAHra | 7.1.5 Pecypod ONA MOHHTORWHNE W M3ME pEHERA

W HIMEpEHHR

g Hzmepesne, BHENKI W YNYHLWSHAR

4 OueHka PEIYNLTATOB OSATENLHICTH
a.1 MI:I:'H'."GFIHH'-'. HaIMepeH s, aHANKI W OUeHES

8.1 OBwwe nonoEeHUA

S.1.1 Ofwue nonoHeHARA

8.2 MOHMTOPHHT M WIMEPEHAE

4.1 MosnTo PHHI, H3MEpEHWAS, SHENWI W OUEHES

8.2.1 DfpaTtHan caRAlkL

3.5.5 DeaTeneHooTs NOCNE NOCTAEKH
9.1.2 ¥OO0ENETEOPEHHOCTE NoTpeduTenai

8.2.2 PaccMoTpeHMe NpeTeHasi

%.1.2 ¥aoeneTeopeHH0CTe NoTpeluTenai

B.2.3 DTYETHOCTE B PEMYAHPYDWHE OPraHsl

855 NeaTeneHooTs NOCNE NOCTAEKH

8.2.4 BeyTpeHHAA BYOWT

9.2 BHYTpEHHHMA 8yanT

8.2.5 MoHu TOPHHI W W3MSDEHAe NpoUaCCOB

9,11 Dfwmne nonoweHWs

B.26 MOHUTOPMHT M HW3MSpSHNE NP YELHK

8.6 Boinyok NPpoSyEUEA M YoNyT

8.3 ¥npasnsHWe HECOOTEETCTEYHIWEA NPOOYELNR-
A

d.f ¥npasneHme HECOOTRETCTEYEOLLMMH DE3YNLTATAME NpoUec-
COB

8.3.1 Ofume nonoHeHHA

10.2

B.3.2 JedcTenA B OTHOWEHHH HECOOTBETCTEYH-
WeA NpoayEund, clHapyseHHol 00 NOCTARKA

a.7 ¥npasneHwe HECOOTESTCTEYRIUMMH DRIYNETATAMM NPpoOUBC-
COB

8.3.3 OeAcTenA B OTHOWEHHN HEeCOOTEETCTEYH-
Wed NpoayEund, ofHapyseHHOR NOCNE NOCTARKM

a.7 ¥npasneHwa HECOOTESTCTEYENUMME DeiayNneTaTaMH NpoLec-
COB

d.4 AHEMNWI AaHHEX

9,13 Axanw®3 @ OWeHka

B.5 ¥Ynyuwesus

10 ¥nydwaHwe

8.5.1 D8wwe nonoweHA

10.1 DBwne nonoxeHWS
10.3 MocToRARHOE YNYYWLSHKE

8.52 KoppekTHpyowWe OeACTEEA

10.2 HecooTaaTCTEMA W KOpPEETHRYIDLLHE JEACTEWRA

8.5.3 MNpegynpesnasnuWe JeACTEWS

.35 PHCK-OpMEHTUPOBEAHHOS ME LW NEHNE

6.1 OefcTEMA B OTHOWSHHEK DHCKDE H BOIMOMHICTENA
10,1 OBwme nonokesHus

103 MocToAHHOE YNyYWEHHE
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1 DBnacTe NPHMEHEHRA

1 OBNacTE NpEMEHEHWA

4 Cpegs oprasdaay«m

4 CHCcTeMa MEHBOKMEHTA KEMECTES

4.1 MoHAMEHHES OpraHAZBUWK W &8 Cpenbl

4.1 Ofwwe TpedoBaHra

4.2 MoHdmad e noTpeBHoCTER W CMGAHWA 3BMHTaPECO-
AOMHEX CTOROH

4.1 OBwwe Tpebopaq#a

4.3 OnpegensHie ofnacTd NPEMEHEHHA CHCOTEME ME-
HEQEMEHTE Ka4aCTEE

d.1 Ofwue TpebosaH«a
4.22

4.4 CHETEME MEHAOEMEHTE KAYECTER H S8 nNpoyscchl

4.1 Ofwwe TpedoaaHHA

5 NMupepcTao

5 OTEETCTEEHHOCTS PYHROBEOOCTER

5.1 NugepcTeo W NpuEEpXEHHOCTE

51 OfazaTenscTes pyEoa0gCcTES

5.1.1 OBwWe nonoEeHUA

51 OfazaTenscTes pyEosodCcTES

5.1.2 OpWeHTaYWA Ha noTpebuTened

5.2 OpueHTaUMA HE noTpebdTanA

5.2 MNonwtiea

5.3 NonvTteea 8 oBNECTH KEHECTEA

5 21 PaapefoTia nonntven B ofinacTs KAYeCTES

5.3 NMonuTuka 8 oBNECTH KEHECTEA

5. 2.2 Noesnedse nonuTHEM B ofnacTi ka4ecTEA

5.3 NonuTuka 8 0BNECTH KRHECTEA

5.3 DOYHEYWA, OTEETCTEEHHOCTE W NONHOMOMWA B OPraHME-
cf= RN

5.4.2 MNNEsHMPpOEaHWS COZORHMA W PEIBMTHA CHCTEME Ma-
HEOHMEHTE EANECTES

551 OTEETCTESHHOCTE W NONMOMOYHA

5.5.2 MNpeacTaesTens pYROBOOCTER

& lMnaHvposaHKe

54.2 MNnasMposaHie coINaHHA | PEIBUTHA CUCTEME MBE-
HELHMEHTE KAYECTEA

6.1 JedcTEAR 8 OTHOLWEHWK PHCKOE W B0ZMO=HOCTER

5.4.2 MNasMpoaaxKe COZ0AHWA U PEIBUTHA CHCTEME! ME-
HELHMEHTA EaHEcTEA
8.5.3 BuayTpedHnd oBmes nHEOPMALUWERA

6.2 LienwaobnacTy KA4ECTEA M NNEHMQOBEHNE WX OCTH-
HaEHWA

54.1 Uenw g ofnactu kawecTea

.3 ”.l':ﬂ:ll-'lFIIZIBEHH'E HIMEeHEHWA

5.4.2 NMneasvposasie COZ03HNAA W PEZEUTHA CHOTEME ME-
HEQ#MEHTA Ka48cTES

P Cpeactee obacneyeHuR

6 MeHegHMeHT pecypoo

71 Pecypcw

B BeHeOHMMEHT pacypCos

711 OBwre nonoEeHwA

6.1 OBecneqeHne pacypoaMu

7.1.2 Yenoee4ecaMe pecypisl

6.2 YenoBevecKHe PECYRTH

7.1.3 MudpacTpyeTypa

6.3 WHdpacTpyeTypa

7.1.4 Cpega gn# DYHEYHOHUPOEIHWA NDOYSCCOR

G.4.1 MpowasogcTeesHan cpega

e F‘Ew’.“g,';ll:‘-'h ANA MOHUTOPWHIa W HIMBPEHHWA

.o ¥YNpaeneH#e yoTROWCTEEMH ONA MOHHTORHHIE M W3-
MEpeHARA

71.5.1 Cdwse TpeBoBaHAA

7.6 ¥YnpeaneH#e yoTROACTEEMY GNA MOHHTODMHNE M Ha-
MEpEHUA

.II -

-

5.2 MNpocnedWBEESMOCTE HAMEPEHWA

F.6 ¥YnpeEanedH#e YCTRORCTEBEMK ONA MOHHTODMHNE W #a-
MEepeHdA

T1.6 3HAEHWA OPraHHZELHA

6.2 Yenoese4yackwe pecypil

7.2 KOMNEeTEHTHOCTh

6.2 Yenoese4yackwe pecypil

7.3 DceenoMNEHHOGTE

§.2 Yenoesuvecide pecypokl

T4 ObsmeH dHpopMauien

5.5.3 BayTpeHHad ofMes WHEOPMA LWed

- ﬂ:lh.jl MEHTUPOEAHHER WHEOPM ALUA

4.2 TpeboBAHHA K QOKYMEHTALHE

7.5.1 OBwke nonosaHUR

4.2.1 Ofwwe nonomeHna
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.52 CoagaHue W AKTyanyaauna

4.2.4
4.2.5

¥npasneHde JOKYMEeHTaLHER
¥npagneHde 2anncami

7.5.3 YnpaenesMe Q0KYMEHTHROBAHHOA MWHDODMELH-
=1

4.2.3 DaAn MeadyWHCEOro Wagenna
4.2.4 YnpaenaHWe SoKyMEHTALHER
4.2.5 ¥npasneHde IancaMi

7.5.10 ©apns NpoesTHPOBaHEA W paapadoTin

B OeATenbHOCTE HE CTAOWAY HHIHEHHOMD UWKNA Npo-
OYKLMH W yonyr

{ nFIlZIIJE'GGI:I HHIHEHHOTD UHEN3 NPpoaYELHKA

B.1 rl]'laHHFI-EIEEH He W ynpaenadde eATENeEHOCTEH Ha
CTEAWAY HHIHEHHOID WWEna NpoaykuMd A YCayr

7.1 MnanvpoBasHe NpoUgCccdE MHIHEHHOTD UWENE mpoaYye-
[F{ERE]

8.2 TpetoEaHEA K NPOOYKUME W Yoy rER

7.2 MNMpougccsl, CEAIEHHBIE ¢ NoTpeBWTENAMM

8.2.1 CeAsk c noTpebu TEnAMM

7.2.3 CeRsk c noTpeBuTenamn

8.2.2 Onpepenedse TpefosadHnd, OTHOCAWWECA K
NPOOyEYHE W YCnyraM

7.2 Onpegenedve TpeloBaHHA, OTHOCAWMMXCA K MpOOYE-
PFAE

8.2.3 Ananwi TpefoBaHAR K NPOSYEUMK W YCNYTaM

7.2.2 Ananwa TpefioEEHWA, OTHOCAWMECH & NE-DOYHYEMA

8.2.4 MasmeHeHa TpeBoBasMd K NpOOyKLME M yCNYTas

7.2.2 Ananwa TpefioEEHUA, OTHOCAWMECA & NP-DOYHELMA

8.3 MNpoekTipoBaH#e © pazpaBoTEa NpOSYHLHA o
YCIYT

7.5 MposxTHposeHe W pazpaboTya

8.3.1 Ofuwme nono*eH A

7.3 OBwWe NonoxesHA

8.3.2 MNneasvpoBasEiE NPOSKTHDOEEHWA W pE3paloTiM

7.5.2 MnaHipoBaHHE NPORETHPOBAHHA W paipaboTEm

8.3.3 BrogHwie QBHH=IE ONA NPOEETHPOEIHWA U pai-
pafoTs

7.3.4 BxogHule SaHHLE @ NPOEETHPOEEHWA W paspaboTemn

8.3.4 Cpegcrea  ynpaenesds
pazpaboTion

NpoEETHROBAHASM M

AHAMWI NPOSKTHROBAHKWA W pEZPEBOTEM
BepudHEaLMA NEOEKTHROEEHMA W paspaborid
BanuaaunA NpoeKTMpoEEHMA W pazpaloTu
Mep=aaya npoekTa w paspaboTu

8.3.5 Bei¥0OHsle OEHHEIS NPOSKTHRDOBAHMA @ pa3jpa-
GoTru

e B B B I |
L | Ca Bad Lad Lad
[ 0 -~ O U

BrEOOHEE D3HHES N POEETHROBAHWAA B paipa foTeEm

8.3.6 MaseHeHWA NPoEETAPOBAHHA ¥ paspadoTen

7.3.9 YnpasneH#e WIMeHSHHAMM NEOSKTHROEEHWA W DE3DE-
GoTen

B.4 ¥npeaneH#e NpOUSCCAMH, NPOOYELMEA W yonyra-
MK, MOCTAENBEMBIMU EHELHWMY MOCTEE LW AKE M

4.1 Obwme TpedoaaHda [4.1.5)
741 Mpoyecc 3akynok

8.4.1 Ofugse noOnNoKSHHA

7.4.1 Mpoyecc IAKYNOK

B8.4.2 Tun ¥ cTeNeHE YNPRENSHWA

4.1 Ofwwe Tpedosasna (4.1.5)
T4.1 Mpoysce 3akynNoK
7.4.3 BepudnEayne 33KyNNEHHSA NPoOYELWME

84.4.3 MHpOopMadWa, NPEqOoCTAENASMAR BHEWHAM No-
CTABW HKEM

T.4.2 MHQOpMaUHA N0 33KyNHKAM
7.4.3 BepuHEBLUMA 32KYNNEHHCA NPOgyELAK

8.2 nFII:IHBEI:u:IETEE- NpAYEUWA ®W DpeloiTasneH s
yoayr

7.5 MNpodzsodcTeo W OBCNYHHEBIHWE

d.2.1 ¥npaenedde nNpOMIBOICTEOM
NEeOOCTEENEHAEM YOWYT

npoayEyEe W

751 ¥Ynpasnedue NpoMaEcACTEOM W MOCnyHUEaHHENM
.56 BanuosuWA NpoOUECCOE NPOMIBOACTEE W oBcnysMEE-
HWRA

8.52 Woes TR KALWA @ NPOCReXHBASMOLTE

7.5.8 WogeHTndWkauua
7.5.9 MpocnewveasmMocTe

8.5.3 CofcreeHHocTe nOTRpEBUTENEed WMNM BHE LW HKX
NOCTEBLW MEOB

7.510 CoficteenHocTe noTpeduTenad

8.5.4 CoxpanaHue

7.5.11 CoxpaHeHWe COOTRETCTEMA NEoQYELHER

8.5.5 feaTensHoCTs NOCHE NOCTABKH

.51 ¥Ynpaesnedse NPOMAECACTEOM W MEcnyHUEaHHEN
753 HeaTensHOCTE MO MOHTAXY
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855 NeRTencHOCTE NOCAE NOCTAEKH

7.5.4 OeATensHOCTe N0 obCnyEHSAHKWE

8.2 2 PaccMOTpEHME NPETEHIMA

8.2.3 OTyeTHOCTE B PEFYIHPYHOWWE OpTaHs

8.3.53 fedcTEwA B OTHOWEHMW HECOOTEETCTEYHAEH NpogysE-
U, obHApyEEHHOE NOCNE NOCTaEKA

H.0.8 ¥npagnaH#@e @IseHeHAAMA

7.3.8 YnpaeneHws W3MeHeHWAMW NPOEETA MW pazpaloTeu

8.6 BHNYCK NPOAYELME M YOIyr

7.3.4 Bei0iH=IE OBHHEIE NPOSKTHRCEAHWA W pa3paBoTre
826 MOHATOPHHT W HAMBPSHHE NROAYELWA

.7 ¥npaeneHWe HECOOTESTCTAVERIUWMA pPEIYNETS-
Tamy Npoyescoa

8.3 ¥YhpaeneH« e HECO0TESTCTAYEIWEA NPOOYELHER

4 DyeHka peiynsTaToE QEATENEHOCTH

8 MamepesHne, BHEMAI W yNyHLeHH®E

9.1 MGH.‘:TL‘IFIHHF. HarEepaHWe, aHan#3 ¥ OUeHKES

B HMazmepeHWe, BHEMWI W yNyYLSHH#E

911 O6wue nono=aHUA

8.1 Ofwwe NoNoEEHWR
8.2.5 MOHATODHHT W HIMEPEHHE NPOUBCTOE
8.2.6 MOHATOPHHT W HAMSPSHHE NROAYELNAA

2.1.2 ¥OoBRNaTEOREHHOCTE N I:ITFI-E'E-HTE]'IEH

7.2.3 Cenab ¢ noTpeburennm
8.2.1 OfpatHan caAss
8.2.2 OfpaweHne © NPETEHIMAMM

9.1.3 AHANK3Z W CUSHEA

g.4 AHENKE OBHHBIX

9.2 BHYTPEHHHA ayguT

8.2.4 BHYTPEHHWA BYOWT

9.3 AHANW: CO CTOPOHE PYHOBOACTER

5.6 AHANWE CO CTOROHE pPyEOBOOCTEA

9531 OBwue nono=eHUR

56,1 DEw®e NONOHKEHHRA

9.3.2 BrogHbie QEHHLI® GHANW3E GO CTOPOHE pPYHO-
BO0GCTEA

5.6.2 BxooHeie 0BHHLIE ONA BHENWAIE

9. 3.1 ORxoOHEe OEHHEE SHANWIA CO CTOPOHE PYy-
EO20OCTEA

56.3 Buix0ogHsie QaHHEIE ONA BHaNH3a

1l ¥nyduweHma

B3 ¥nydwesue

10.1 Ofwue NonoESHHA

8.5.1 DBwse noONOXEHHERA

10 HecooTERTCTEMA W HOPPSETHRYHILME O8@-
CTHHEA

8.3 ¥npeEENSHHE HECOOTESTCTRYSIUER NPOOYELMER
8.5.2 KoppesTMpyowne QefcTema

10.3 MoCTOAHHOS YNy LeHHS

5.6.1 DBwse NONOHKEHHERA
8.5 ¥nyuwesde
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MENrOCY DAPCTEEHHEIM CTAHAAPTAM

DHOAHAENE 11 HAMMEHOEE e
CEELMMHOM MERQYHADOOHA CTaHaapTa

CraneHe cooTaaTCTENA

DEoanavamae # HANMEHD BAHHE
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150 0000:2015
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