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MpeaucnoBue

Llenu n npmHumMnel cTaHgapTusaummn B Poccuiickon ®egepaLmmn yctaHoBneHbl dPegepanbHbiM 3akoOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TexHUYECKOM perynmpoBaHnm», a npasuna NpUMeHeHUs HalMOHamNbHbIX
ctangaptoB Poccuickon ®Pegepauun — MOCT P 1.0—2004 «CraHgapTusauusi B Poccuitckoin degepaumu.
OCHOBHbIE NOMOXEHUA»

CBefeHuA o cTaHgapTe

1 NMOArOTOBJIEH 3akpbiTbiM akumMoHepHbiM ob6liectsoMm «MEOUTECT» Ha ocHoBe COOCTBEHHOro
ayTeHTUYHOro NepeBoda Ha PYCCKUN A3bIK AOKYMEHTA, YKa3aHHOro B MyHkTe 4

2 BHECEH TexHunyeckum KomMnTeToM No cTaHgapTusaunn TK 436 «YnpasneHue Ka4ecTBOM MeauLMH-
CKUX U3aenniny

3 YTBEPXIEH W BBEOEH B JEWCTBME Mpukasom denepansHoro areHTCTsa no TexXHU4eckomy
perynmpoBaHuio 1 MeTpornorimn ot 28 ceHTabps 2011 r. Ne 352-cT

4 Hacrosiwuid ctaHgapT saBnsieTcs MogudrLMpoBaHHBIM NO OTHOLLEHWUIO K pyKoBoAALWEMY AOKYMEHTY
Lleneson rpynnsl no rnobansHoin rapmoHmsaunm (Global Harmonization Task Force — GHTF) «Pykosoactso
no ayanTy CUCTEM MEeHeI)KMeHTa Ka4yecTBa U3roToBUTEeNen MeauUMHCKUX N30ennii Ha COOTBETCTBUE perynupy-
towmm TpebosaHuaM. HYactb 1. Obwume TpeGosaHuay (GHTF/SG4/N28R4:2008 «Guidelines for regulatory
auditing of quality management systems of medical device manufacturers — Part 1: General requirements»)
nyTeM U3MEHEHUA ero CTPYKTYphbI, a Takke NyTem N3MeHeHUa coaepXaHnsa oTaenbHbIX CTPYKTYPHBIX 3feMeH-
TOB (TepMuHonormdeckux craren 3.1, 3.15, 3.17), kotopble BbigeneHbl BEpTUKANbHOW NUHUEN, PacnonoXeH-
HoOM cneBa OT TekcTa. MMpu sToM uckodeHbl pasgensl 3 «Uenb» n 4 «OBocHOBaHME» NPUMEHEHHOro
OPUrMHanNbHOro AOKYMEHTa, KOTopble HelenecoobpasHo NPUMEHATL B HaUMOHAMNbHOM cTaHAapTe B CBA3N C
TpeboBaHUSIMU K CTPYKType HauuoHanbHoro crtaHngapta Poccuiickon degepauun, yCTaHOBNEHHBIMU B
FOCT P 1.0—2004, a Takke B CBA3WN C TEM, YTO COAepXaHWe AaHHbIX pa3aenos Aybnupyerca coaepXaHuem
BBedeHust n pasgena 1 «Obnactb npuMeHeHUs». CpaBHeHWe CTPYKTYPbl HACTOSILLEro CTaHaapTa Co CTPYKTY-
POI YKa3aHHOro OpUrMHaNbHOro 4OKYMEHTa NpUMBEAEHO B AOMOMHUTENBHOM NpunoxeHun JA.

OpurmHanbHbBIR TEKCT ayTEHTUYHOIO NepeBoAa U3MEHEHHBLIX CTPYKTYPHBIX S1IEMEHTOB NMPUMEHEHHOrO
pokymeHTa GHTF 1 06bsicHeHUe NPpUYUH BHECEHUS TEXHUHECKUX OTKITOHEHWUI NpyBeAeHbl B AOMOSNTHUTENLHOM
npunoxexuun Ob.

Mpun NpuMeHeHUN HacToALLEro cTaHAapTa PeKOMEeHAYETCS UCTIONb30BaTb BMECTO CCbIMIOYHbIX MeXayHa-
POAHBIX (pernoHanbHbIX) CTaHAapTOB COOTBETCTRYIOLLME UM HaLMOHanbHble cTaHAapTel Poccuiickon denepa-
LWn, CBeQeHNst O KOTOPLIX NPUBeAEHbl B AONONMHATENLHOM NpunoxeHun [1B

5 BBEJEH BIEPBbLIE

UHbopmayus 06 usmeHeHUsIX K HacmosileMy cmaHoapmy riybnuKkyemcsi 8 exe200H0 u30agaeMoM UH-
hopmalyuoHHOM yKkasamerne «HauuoHanbHble cmaHOapmbi», @ mekcm U3MeHeHUll U rornpasok — & exxeMe-
CSI4YHO U30asaeMbix UH(hOpMaUUOHHbIX yKa3amernsix «HayuoHansHelie cmaHdapmel». B criiyyae riepecmompa
(3aMeHbi) unu ommMeHbi Hacmosiujea2o cmaHdapma coomesemcemeyoujee ysedomiieHue 6ydem ornybriukosaHo
8 eXXeMeCsIYHO U30asaeMoM UHGhOPMaUUOHHOM yKasamere «HauyuoHarnbHbie cmaHOapmely. Coomeemcemey-
rowas uHgopmayusi, yeeOomieHUe U MeKCMbl pa3Mewaromcesi makxe 8 UHghopmayuoHHoU cucmeme obujezo
r1ofib308aHUs — Ha oghuyuansHoM calime DedepallbHO20 azeHmemea 10 MexHU4YeCcKoMy peayrnupogaHuio u
memporsioeuu 8 cemu VIHmepHem

© CrangapTtuHdopm, 2012

HacTrosuuii ctaHaapT He MoxeT GbiTb MOHOCTBIO UM YacTUYHO BOCNPOU3BeAeH, TMpaXMpoBaH U pac-
npocTpaHeH B KayecTBe oduLmansHoro usdaHus 6es paspelueHus deaepanbHOro areHTCTBa No TeEXHUYEeCKo-
MY PerynupoBaHuio 1 METPOOrA
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BBeneHue

HokymeHT «PykoBoACTBO MO ayAuTy CUCTEM MeHeKMeHTa KayecTBa M3roToBuUTenen MeauunMHCKNX 13-
Oenuin Ha cooTBETCTBME perynupytowum TpebosaHusim. Yacts 1. O6wme TpeboBaHua» paspaboTaH Lienesoit
rpynnoi no rno6anbHol rapmorusaumn (GHTF) — no6poBonbHbIM COOGLLECTBOM, COCTOSILLIMM U3 NPeaCTaBu-
Tenemn perynmpyoLwmx opraHos MeauLMHCKON NPOMbILLIEHHOCTU.

Hacroawuii ctaHaapT ABNsAETCA pyKOBOACTBOM A1 PEryNIUPYIOLWMX OpraHoB U opraHvusaLunii, npoBoas-
LLMX ayaAnTbl CUCTEM MEHEKMEHTa KayecTBa U3roToBUTENe N MeANLMHCKMX N3AeNniA Ha OCHOBE MPOLLeCCHOro
noaxoda K TpeboBaHNAM CUCTEMbl MEHE)KMEHTa KadecTBa.

BkntoueHune TpeboBaHuMin K cucTeMe MeHepkKMeHTa kaduecTBa, co3gaHHol Ha 6ase MCO 13485, B Tpebo-
BaHMWSA perynupyowmx JoKYMeHTOB (danee — perynupytowine TpeboBaHus), NpUuMeHsieMble K U3roTOBUTENAM
MeaNLMHCKUX 13genuii, no3sosseT paspabotaTte MexaHW3Mbl, CrocobCTByOLWME NpoLeccy rnobanbHoi rap-
MOHU3aLWW.

n pnmMmedvaHune — B koHTekcTe HacToswero ctaHaapTa «ayant» o3HavaeT «ayguT Ha COOTBETCTBUE perynupy-
towum TpeboBaHnAMY.

MpuMeHeHWe HacTosALero cTaHaapTa obecneynBaeT creayoLliMe NPeMMyLLEcTBa nauneHTam/nonb3o-
BaTenaAM, perynMpyroLLMM opraHam, opraHusaLmamM, NPOBOASLIMM ayaAnThl, UM NPOBEPAEMbIM OpraHN3aLUAaM:

- BbICOKYIO CTeNeHb rapaHTu HaeXHOCTU 1 Pe3yNbTaTUBHOTO (OYHKLIMOHUPOBAHNA MEAULIMHCKUX U3ae-
N (Npy HEOBXOAUMOCTH NPOBOAUTCH TEXHUYECKOE OLIEHUBAHWE);

- HesaBMCUMOE, OBBEKTUMBHOE, HadexXHoe OLeHMBaHWe Ha cooTBeTCTBUE TPpeBoBaHWAM CUCTEMbI Me-
HeKMeHTa KayecTBa N3roTOBUTENS;

- yOoBNETBOPUTENbHbIE pesynbTaThl ayauTa ABMSAOTCA CBUAETENLCTBOM (MMM ero 4YacTbio) COOTBeT-
CTBNA CUCTEeMbl MEHEKMEeHTa KavdecTBa U3rotoBuUTens perynmpyrowimm TpeGOBaHI/IﬂM, YyToO Heoﬁxo,qwmo ana
BbIXOJa Ha PbIHOK.

Ayﬂ,I/IT CNCTeMbl MeHeDKMeHTa KaveCcTBa U3rotosntTena MmeguMHCKMNX M3,C|eJ'II/II7I MOXET ABNATbCHA TOJIbKO
YacTbio NpoLeaypbl OLeHKU COOTBETCTBUS.
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HAUWOHANbHbBIN CTAHAOAPT POCCUUCKOWNW OEQEPALUUMN

PYKOBOACTBO MO AYAUTY .
CUCTEM MEHEDKMEHTA KAYECTBA U3rOTOBUTENEWA MEAULUMHCKUX U3AENUA
HA COOTBETCTBME PEIrynupYowmm TPEBOBAHUAM

YacTtb 1

O6wue TpeGoBaHus

Guidelines for regulatory auditing of quality management systems of medical device manufacturers.
Part 1. General requirements

Oara BBegeHnss — 2013—01—01

1 O6nacTb NnpUMeHeHun

Hacrosawmuii cTaHaapT SBNseTcs pyKOBOACTBOM /171sl OpraHU3aLimii, NpoBOASALLIMX ayAUTbl U OTBETCTBEH-
HbIX 3@ pa3paboTky, NnaHMpoBaHWe, NpoBeAeHWe U AOKYMEHTUpPOBaHWe ayauTOB CUCTEM MeHeKMeHTa Ka-
YyecTBa UW3roToBUTENeR MeauLMHCKUX Msaenuid. Hactoswmin ctaHgapT oxBaThiBaeT TakkKe CBsisaHHble C
ayauToM TpeGoBaHWs MO NPOBepKe BbINOMHEHUSA KOPPEKLMA, KOPPEKTUPYIOWMX U Npeaynpexaatowmx aei-
CTBUIA, AEATENBHOCTU MO YNyYLLIEHUIO, ECMN 3TO NpUMeHUMO. Kpome Toro, HacTosLWMIA CTaHaapT ycTaHaBnNMBa-
eT KpUTEepunn KOMNETEHTHOCTU, KOTOPLIM AOMKHA COOTBETCTBOBATbL ayaAMTopckas rpynna.

2 HopmaTuBHbIe CCbINKKU

B HacTosilwem cTaHgapTe MCMonb3oBaHbl HOPMATUBHbLIE CChINKK Ha crieaylowme ctaHaapThl:

FOCT P 54881—2011 Pykosodcmeo o ayoumy cucmem MeHedxMeHma Kadecmesa uszzomosumeneli
MeduyuHcKuX u3denuli Ha coomeemcemaue peaynupyrowum mpebosaHusam. Yacme 3. Omyem o nposedeHuu
ayduma (GHTF/SG4/N33R16:2007, MOD)

FOCT P 54882—2011 Pykosodcmeo o ayoumy cucmem MeHedxmMeHma Ka4decmea uszzomosumeneli
meduyuHckux usdenuli Ha coomeemcemeue peaynupylowum mpebosarusm. Yacme 2. Cmpameeaust ayduma
(GHTF/SG4/N30R20:2006, MOD)

FOCT P MCO 9000—2008 Cucmembl MeHedxMeHma kadecmea. OCHOBHbIE OSIOKEHUSI U criosapb
(NCO 9000:2008, IDT)

FOCT P UCO 13485—2004 U3denus meduyuHckue. Cucmembl MeHeOXXMeHmMa Kadecmsa. Cucmem-
Hble mpebosaHusi Onsi uenell peaynuposarus (MCO 13485:2003, IDT)

FOCT P UCO/M3K 17021—2008 OueHka coomeemcmesusi. TpebogaHusi K opaaHaM, Mposodsiuium
ayoum u cepmucbukauuro cucmem meHedxmeHma (MCO/MIK 17021:2006, IDT)

FOCT P UCO 19011—2003 Pykosodsiujue ykazaHusi o ayoumy cucmem MeHeOXMeHma Kayecmsa
u/unu cucmem aKoroeuyeckoeo MeHedxmeHma (MCO 19011:2002, IDT)

l1pumeyaHue— pu nons3oeaHuu HacmoswumM cmaHdapmom uenecoobpasHo rnposepums delicmeue cChi-
O4YHBIX cmaHOapmoe 8 UHhopmayUoHHOU cucmeme obuwez0 1oM1b308aHus — Ha oguyuansHom calime GedeparibHozo
a2eHmcmea 110 MexHUYeCKOMY pe2ynupo8aHUro U Memporioz2uu 8 cemu YiHmepHem unu o exe200H0 u3dagaemMomy UH-
¢bopmayuoHHOMY ykazamenio «HayuoransHele cmaHOapmal», Komopsill 0rny6IuKO8aH 110 COCMOSHUK Ha 1 sHe8apsi meky-
ujezo 200a, U 110 COOMBEMCMBYWUM EXXEMECAYHO UddasaembiM UHGHOPMAUUOHHBIM yKa3amensaM, onybruKosaHHsIM 8
mekywem 200y. Ecnu cceinoyHsil cmarH0apm 3aMeHeH (U3MEeHEeH), mo rpu Mo1sb308aHUL HACMOAWUM cmaHOapmom ciie-
dyem pykosodcmeosamesCs 3aMeHAWUM (U3MeHeHHbIM) cranOapmom. Ecnu ceeinoyHeil cmaHdapm ommereH 6es 3a-
M©HbI, MO IOTOXeHUe, 8 KOMOPOM 0aHa CChIfIKa Ha He20, NIPUMEeHSIeMCS 8 Yacmu, He 3ampaausaroleli Smy CChIfKy.

U3panve omumnansHoe
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3 TepMuHbI n onpeaeneHus

B HacToseM cTaHAapTe NpUMEHEHbI criegytolime TePMUHBI C COOTBETCTBYIOLLIMMI ONpeaeneHUsiMu:

3.1 ayaut (npoBepka) (audit): Cuctematuyeckmii, He3aBUCUMbIA N JOKYMEHTUPOBaHHbLIA NpoLecc no-
NyyeHUs CBUAETENLCTB ayanTa U 0O6bEKTUBHOTO UX OLEHUBAHUA C LEMblo YCTAHOBMNEHUS CTEeMNEeHU BbINONHEHNS
cornacoBaHHbIX Kputepues ayauTta (3anmcteoBaHo U3 FOCT P MCO 9000; nyHkT 3.9.1).

M punmeyaHune— B KOHTEKCTE HACTOSALErO CTaHAaPTa «ayauT» 03HAYaeT «ayAnuT CUCTEMbl MEHEXKMEHTa Ka-
YecTBa NPOBEPAEMON opraHM3aumm AJisi yCTaHOBIEHUA ee CNOCOGHOCTM K NOAAEPKaHUIO OTHOCALWMXCS K ayauTy perynu-
pylowmx TpeboBaHuii».

3.2 kputepumn aygura (audit criteria): CoBOKYNHOCTb NONUTUKA, NpoLueayp wunn TpeboBaHWUiA, kKoTopble
NPUMEHSAIOT B BUAE CCbINok (3aumcTBoBaHo us FOCT P MCO 9000; nyHkT 3.9.3).

n pumevanume — KpVITepVIVI ayaurta MCI'IOJ'IbSYIOT ANA COonoCTaBlneHus C HUMKU CBUAETENbCTB ayauta
(cm. FOCT P MCO 9000; nyHT 3.9.4).

3.3 cBupgetenbcTBO ayauTa (audit evidence): 3anucu, nanoxeHune akToB Unu apyras MHdopMauums,
KOTOpble CBA3aHbI C KpUTEPUSAMIU ayauTa U MOryT ObiTb NpoBepeHbl (3aumcTeoBaHo u3 FOCT P UCO 9000;
nyHKT 3.9.4).

MpurMeyaHue— CBUAETENBCTBO ayanuTa MOXeT 6biTb Ka4eCTBEHHbIM W/MIMN KONIMHECTBEHHBIM 1 UCTIONb3yeT-
cA Ans AokasaTenscTea HabniogeHuin ayaura.

3.4 HabnopeHus (BbiBoabl) ayauTa (audit findings): PesynbraTtel oueHMBaHUA cobpaHHbIX cBUae-
TENbLCTB ayauTa Ha COOTBETCTBUE KpUTepusiM ayguTa (3aumctsosaHo us FOCT P MCO 9000; nyHkT 3.9.5).

MpwnmedyaHune— HabnogeHns ayauta MOryT yKasbiBaTb Ha COOTBETCTBUE UMM HECOOTBETCTBUE KPUTEPUSIM
ayauTa unv Ha BO3MOXHOCTU Yy4LLEHMs.

3.5 ssblk ayauta (audit language): A3bIk(1), 06bIMHO UCNONb3YyeMbliA(ble ) s OBLLEeHUS UM obMeHa UH-
dopmaumen Mexgy nepcoHanom NPoBepseMoin opraHnsaumMn 1 ayautopamu.

3.6 nporpamma ayguToB (audit program): CoBOKYNHOCTb OAHOO UM HECKONBbKUX ayAnTOB, 3annaHupo-
BaHHbIX Ha KOHKPETHBIA Nepuoa BpeMeHW U HanpaBeHHbIX Ha OCTKEHNE KOHKPETHON Lenn (3auMcTBOBaHO
13 FOCT P MCO 9000; nyHkT 3.9.2).

MpumedyaHwue—Iporpamma ayanToB BKIIOYaeT B cebs1 BClo AeATENbHOCTb, Heoﬁxonmmy»o AnA NnaHnpoea-
HUA, opraHm3auun n npoeeaeHuns ayautos.

3.7 npoBepsiemas opraHu3sauus (auditee): OpraHnsauus, cuctema MeHeMKMeHTa KavyecTBa KOTOpoWn
nodsepraeTcs NpoBEpPKe Ha COOTBETCTBME PEryNMpYoLWLMM TpeboBaHNAM, NpedbaBnAeMbIM K MeAULUHCKUM
ngenusm. Takoi opraHunsaumein MoxeT OblTb M3rOTOBUTENb U/UMIN NOCTABLUMK MeQULUMHCKUX U3OemnuiA.

Mpumevanune—BTOCT P UCO 9000, nyHkT 3.9.8, NnpoBepsieMas opraHM3auuns onpeaeneHa Kak «opraHmaa-
LuWsi, NoABepraiowascs ayguTy».

3.8 opraHuzauus, npoBopgsilas ayauThbl (auditing organization): OpraH, npegHasHaYeHHbIA A4Na Npo-
BeAeHUsi ayauToB Ha 6ase KOHKPETHBIX PEryIIMpYHOLWNX AOKYMEHTOB 1 B COOTBETCTBUM C NOCTaBMNEHHLIMU 3a4a-
yamu.

3.9 aygurop (auditor): INlnuo, obnapatollee HeobXOANUMON KBanupukaumen u KOMNETEHTHOCTbIO ANA
nposeaeHWs ayamTa U KOHKPETHBIX YacTel AaHHOMo ayanTa U SBNsiioLeecs COTPYAHUKOM opraHu3aumm, npo-
BOASALLEN ayauTbl, TG0 YNonHOMOUYeHHOE AaHHOW opraHn3aumMen Ha nposeaeHne ayaura.

Mpumevanune—BTOCTPUCO 9000, nyHkT 3.9.9, ayamTop onpeaerneH kak «nuuo, NPoAeMOHCTPUPOBaBLLES
CBOW NNYHbIE Ka4YecTBa W obnagailiee KOMNETEHTHOCTLIO ANs NPOBeAEeHUs ayauTar.

3.10 cobniogeHue (perynupytowmx TpebosaHuit) (compliance): CooTBeTCTBUE perynupyomm Tpebo-
BaHUSAM.

3.11 cootBetcTBUE (conformity): BuinonHeHue TpeboBaHua (3aumcTBoBaHo U3 FOCT P UCO 9000;
nyHkT 3.6.1).

3.12 ycraHaBnuBaTtb (establish): Onpegenatb (yupexaaTb), AOKYMEHTUPOBATL (B NMUCbMEHHON WUNN
31eKTPOHHON hopMe) 1 BHeAPATb.

2
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MpumeyaHne— HacTosiwee onpegenexHme otnvyaeTcs ot npumeHeHHoro B FOCT P MCO 13485 («onpege-
NsiTb, pa3pabaTbiBaThy ), rae He NpuBeaeHo oduumansHoe onpeaeneHme AaHHOrO TePMUHA M ero NPUMEHeHNe HOCUT Me-
Hee AVPEKTUBHbIV XapakTep.

3.13 pykoBoautenb ayauTopckon rpynnel (lead auditor): Ayantop, HasHa4yeHHbI pyKOBOANTL ayau-
Tom (3aumcTBoBaHo 13 FOCT P ICO 9000; nyHkT 3.9.10, npuMevarue 1).

3.14 usrotoBuTenb (Manufacturer): dPusnyeckoe UK LLPUANYECKoe UL, OTBETCTBEHHOE 3a NPOeKTU-
poBaHWe, U3roToBeHWe, ynakoBbiBaHWe W/WMN MapKnpoBaHue MeaULMHCKOro U3Aenns, YyCTaHOBKY/MOHTaX
1 moancuKaLmMio MeauLHCKOro U3enus nepes seBedeHneM ero B obpalleHue Unm BBOAOM B 3KCnnyara-
LMo, HE3aBUCUMO OT TOTO, BLIMOSHAET NN 3T ONepaLuni BbILLEYNOMSIHYTOe NULO UMK TPETbA CTOPOHA OT ero
UMEHN.

MprmeyaHue— B HEKOTOPbIX MEXAYHAPOAHO NPU3HAHHBLIX CTAHAAPTAX M PEKOMEeHAaLMsIX MO ayauTy nponu-
caHa ornpegerneHHasi OTBETCTBEHHOCTb KIMEHTa (Hanpumep, nanyeckoe Unv puaMHeckoe Nnuo, KOTOpoe 3akasbiBaeT
UM MMEET MOJNIHOMOYMS! Ha 3aKa3 ayauTa). OTa OTBETCTBEHHOCTb OCHOBaHa Ha TOM, YTO FMaBHbIMW MONTHOMOYMSIMI NPU
ayauTe obnafaer KIMEHT Kak NnaTerbLumK 1 OCHOBHOM noTpebuTerns ycnyr no ayauty. B HacToswem ctaHgapTe TepMuH
KKIMEHT» He MPUMEHSIETCS U CHUTAETCsl, YTO OCHOBHBIMM MONTHOMOUMSAMM MO ayAUTY N3rOTOBUTENEN MeANLIMHCKMX u3pae-
nuii obnagaeT opraHu3auys, NPOBOASLLANA ayauT.

3.15 HecooTBeTcTBUE (Nonconformity): HesbinonHeHne Tpebosanua (3anmcteosaHo us FOCT P UICO
9000; nyHkT 3.6.2).

MpumeyaHune—[na obo3Ha4YeHNs1 TOrO Xe NOHATUSA MOTYT GbiTb NPUMEHEHbI APYrMe TEPMUHBI (Hanpumep,
«HecobnoaeHne», «HeJoCTaToMHOE BbIMONIHEHUE ).

3.16 o6beKkTUBHOE cBUAETENbLCTBO (objective evidence): BepuduumposaHHble cBeaeHUA UNK 3anucu,
OTHOCSHLLMECA K Ka4ecTBY U3AEenus Uin YCnyrn Nbo K Hanuunio Unn BeiNONHeHWI0 TpeboBaHW CUCTeMbI Me-
HePKMeHTa KayecTBa 1 OCHOBaHHbIe Ha BU3yanbHOM HabnoaeHnn, M3MepeHnn, UcnelTaHuM UNu Apyrux MeTo-
Aaax.

MpumedvyaHnue—BTOCTP NCO 9000, nyHKT 3.8.1, 06bEKTUBHOE CBMAETENBCTBO ONPeAEneHo KaK «4aHHbIe,
noATBepXKAaLWme Hanm4me nnm UCTUHHOCTL Yero-nnuGoy.

3.17 cuctema MeHemKMeHTa KayecTBa (quality management system): OpraHusaunoHHas cTpykTypa,
cbyHKLMK, NpoLeaypbl, MpoLecchl U pecypcbl, He0bxoAUMbIE Anst BHeAPEeHUsl MeHeXKMeHTa KayecTsa.

MpumevaHns

1 B HacTosilem cTaHgapTe BHegpeHUe MeHepKMEHTa KavecTBa BKIlovaeT B cebs pa3paboTky u noaaepxaHue B
pa6oqe|v| COCTOSAAHUN CUCTEMbl MEHEPKMEHTA KavecTBa.

2 BTOCT P UCO 9000, nyHkT 3.2.3, cuctema MeHepKMEHTa KavecTBa onpeeneHa Kak «CucteMa MeHepKMeHTa
ANA pyKoBOACTBa U yrnpaslieHns oprauuaau,ueﬁ NPUMEHUTENIbHO K Ka4YeCTBY».

3.18 ayguT Ha coOTBeTCTBUE perynupylolmum TpeboBaHusam (regulatory audit): AyguT cuctembl me-
HeKMEeHTa KavyecTBa C LieMbio JeMOHCTpaLIMU ee COOTBETCTBUSI perynupyolmmM TpeboBaHusM.

MpuMeyaHune—B HacTosIWeM CTaHAapTe «ayauT» 03HAYaeT «ayauT Ha COOTBETCTBUE PENYNUPYIOWUM Tpe-
BoBaHUAM».

3.19 nocTtaBLwuk (supplier): OpraHnsauus unu NUUo, npegocTasnAowme NpoayKUUio (3auMCcTBOBaHO U3
FOCT P MCO 9000, nyHkT 3.3.6).

4 O6wme TpebGoBaHMA K OpraHu3aUmsaMm, NpoBOASALNM ayaAUTbI

O6wme NpUHLMNLI, TPUMEHUMBIE K OpraHnu3aumsM, NPOBOASILLIMM ayauThl, BKIOYAlOT B ceba: becnpuc-
TPacTHOCTb, KOMMETEHTHOCTb, OTBETCTBEHHOCTb, OTKPLITOCTb, KOH(MUAEHUMaNLHOCTL N afekBaTHoe pearmpo-
BaHue Ha xarnobkl (cm. FOCT P UCO/M3K 17021, paspen 4).

4.1 KOpuguyeckas oTBETCTBEHHOCTb

OpraHunsauus, nposoasaLlas ayanTel, AomkHa BbiTh odULUManbHO 3aperncTpupoBaHHON opraHusauuen
UMW YacTbio TaKOBOK, C TeéM UYTOGLI OHa MOTTa HEeCTU pUaNYECKY0 OTBETCTBEHHOCTL 3a Bee BUabLl CBOeN Ae-
ATenbHOCTU. FocydapcTBeHHas opraHMsaLUms, NPOBOAALLAs ayanThl, CHUTAETCA IOPUONYECKUM fINLOM B CUITY
CBOEro rocyaapcTeeHHoro craryca. OpraHusauums, NpoBOAALLAa ayauThl, 4OMKHA HECTU OTBETCTBEHHOCTb 3a
CBOWU pelleHns.
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4.2 HesaBucuMocTb U 6ecnpucTpacTHOCTb

OpraHusauus, nposogsias ayanThl, 1 BXoasLye B Hee ayauTopbl U 3KenepThbl A0KHBI BbITh Becnpuc-
TpacTHbI 1 cBOBOAHbI OT 06A3aTENBCTB W BMUSIHWIA, KOTOPblE MOTYT BO3AEMNCTBOBaTb Ha UX OOBEKTUBHOCTb; B
0COBEHHOCTN OHW He AOMKHbI BbITb:

- BOBeYeHbl B MPOEKTUPOBaAHWE, USFOTOBNEHNE, MApKETUHI, MOHTaX (YCTaHOBKY), 0BCMyXuBaHue nnm
MOCTaBKy U34ennii TeX KaTeropuin, Ha KoTopble PacnpoCTPaHATCA ayauThl;

- BOBIEYeHbl B pa3paboTKy, cosaaHne, BHegpeHue nnu nogaepxaHve B paboyem cocTOsiIHUM CUCTEM Me-
He)KMeHTa KayecTBa, Ha KOTopble pacnpocTpaHATCH ayanThbl;

- BOBeYEHbl B KOHCYNLTUPOBAHME MO BOMpocam pa3paboTkuy, cosgaHusl, BHeApeHus U nogaepkaHus
B paboyeM COCTOSIHUM CUCTEMBI MEHEMXKMEHTa KauecTBa NpoBepsieMblX opraHusaLnii;

- MOMHOMOYHbLIMW NPeACcTaBUTENAMN U3FOTOBUTESS.

Ha He3aBMCUMOCTb 3KCMEePTHBLIX OLEHOK MOXET BINATL!

- ayguTtop, MMeloLLmMin (pUHaHCOBbIE UHTEPECH! B NPOBEPSAEMON opraHmsaunm (Hanpumep, akuum JaHHoN
opraHvsaLunn) U sSBNSALLMACH KOHKYPEHTOM AaHHoW opraHusaunu;

- ayauTop, SABNSIOWNACA B AaHHbBIA MOMEHT HaeMHbIM paboTHUKOM U3roTOBUTENS MEAULIMHCKUX U3ae-
NI — NpoBepAEMOoin opraHusaunu;

- ayguTop, ABNAOLWMIACA (MW He4aBHO ABMSIBLUXIACA) COTPYAHUKOM UCCIeoBaTeNbCKoro Unu meauumH-
CKOro YYpeXXOeHUs U KOHCYINBTaHTOM, UMEROLLIMM KOMMEPYECKUIA KOHTPaKT (U ApYron UHTepec) ¢ UsrotTosu-
Tenem(siMu) aHanoru4HbIX N3genui.

Bcem dusmyeckum v lopnanmyeckum nuuam, BoBfieHeHHbIM B ayauT, crieqyeT yBaxaTb W noaaepXxunsaTb
He3aBUCMMOCTb U BecrpUcTPacTHOCTb ayaUTOPOB.

BecnpucTpacTHOCTL opraHusaumnu, NPoBoAALLER ayanThbl, a TaKKe NPUBNEYEHHBIX K ayanTy ayauTopos 1
3KCMepTOoB A0MkKHa BbITh YCTAHOBINEHA U AOKYMEHTUPOBaHA.

4.2.1 MeHeaXmeHT 6ecnpucTpacTHOCTH

[ns fOCTUXEHNs Lienei ayauTos opraHnsaums, NposoasLuasn ayauTel, 4orkHa naeHTuduumMpoBsaTtb, aHa-
NU3NpoBaTh U JOKYMEHTUPOBaTbL BO3MOXHbIE KOHMMUKTLI MHTepecoB. Hanuumve poacTBEHHBIX (MNU Apyrux)
CBA3ell N OTHOLLEHUI He 06sI3aTenbLHO NPUBOAUT K KOH(PNUKTY UHTEPECOB C OpraHU3aLueit, NposoasiLLen ayau-
Tol. OQHako ecnu kakue-nubo oTHOLIEeHUS (CBA3W) SIBNSAIOTCSA Yrpo3oi 6ecnpucTpacTHOCTU, TO opraHusauus,
nposoAsLas ayauThl, AOSKHA JOKYMEHTUPOBATb U YMETb NPOAEeMOHCTPUPOBaTh, Kak YMEHbLUUTL UITN MAHK-
MW3NPOBaTb AaHHYI0 Yrpo3y. 3Ta AeMOHCTpaLUms AOMKHA OTpaXaTb BCe BO3MOXHbIE MCTOMHUKN AeHTUdULM-
POBaHHbIX KOH(MWUKTOB UHTEPECOB HE3ABUCUMO OT TOTO, MPOUCTEKAET N YNOMSHYTHIN KOH(MANKT UHTEpPecoB
13 AesATeNnsHOCTU opraHu3aLmMn, NPoBoASLLEN ayauThbl, UNy U3 AeATENbHOCTU APYTUX ML, OPraHOB UK OpraHu-
3aumn (cm. FOCT P UCO/M3K 17021, nogpasgen 5.2).

4.3 KoHdupeHuManbHOCTbL, 06ycnoBneHHasa npodeccuoHanbHbIMUA U 3TUHECKUMU

npuHUUNaMu

Heobxoa1MMo coxpaHsiTb KOHMAEHLNANLHOCTL BCEX JOKYMEHTOB U UHGOpMaLMK, NOMYYEHHbIX B CBA3N
C nposeAeHvem ayauTa. [laHHble AOKYMEHTbI U MHbopMaLums He MoryT 6biTb packpbIThl HUKAKON APYroi CTopo-
He 6e3 YeTKo BblpaXX€HHOTO paspeLleHWs NPOBEPSAEMON opraH13aLMn, ecii NPOTUBOMOMOXHOE He ABMAETCS
perynupyoLmm TpebosaHueMm.

Ha npoTsikeHun Bcero ayaurta rpynne no ayauty cnegyeT pyKOBOACTBOBATLCA Takumu npocdeccruoHanb-
HBIMW MPYHLMNAaMK, KaK OCMOTPUTENBHOCTb U 3ApaBblii CMbICH, @ MEHEDKMEHT OCHOBHbIX BUAOB AeATESIbHOC-
TW NPOBOAUTL B COOTBETCTBMMN C YCTAHOBIIEHHBIMU B HOPMATUBHBIX IOKYMEHTaX 3TUECKUMWN NPUHLMNaMU.

4.3.1 MeHegXMeHT KOH(PUAEHLMANBHOCTH

OpraHusauus, nposogslias ayauTel, 4oKHa paspaboTaTb NOMUTUKY U NONOXKEHNUA NO COXPaHEHWUIo Ha
BCEX YPOBHSAX KOHUAEHLUanbHOCTU MHpopmaLmm, NoNyvYeHHOW UK co3gaHHOW Npu NpoBeAeHUU ayauToB,
BK/tOYasA MHPOPMALINIO, OTHOCSILLYHOCS K KOMATETaM U BHELUHUM OpraHn3auuam Unu K 4eaTenbHoCTH, ocylle-
CTBMAEMON PU3NYECKNM JTULLOM MO MOPYYEHUIO OpraHU3aLun.

4.4 MarepuanbHble 3aTpaTtbl U (P MHaAHCUpPOBaHue

HerocynapcTeeHHas opraHusaLums, NpoBOAALLAS ayauThl, AOMKHA UMETb COOTBETCTBYHOLLIME BO3MOXHOCTU
(Hanpumep, cTpaxoBble NN brHaHCOBBIE pe3epBbl) ANA NOKPLITUA MaTepuasbHbIX 3aTpart B XoAe ee AesaTerb-
HoCcTW. HerocyaapcTBeHHasi opraHusaums, nNpoBogsalian ayauTel, AomkHa ObiTb CnocobHa NPpoaeMOHCTPUpo-
BaTb, YTO KOMMepyeckoe, cuHaHcoBoe unu nwboe Apyroe AaBneHWe He MOXET MOBNUATL Ha ee
GecnpucTpacTHocTb (cM. FTOCT P UCO/M3K 17021, nogpasaen 5.3).

4



rocCT P 54421—2011

5 MeHepXMeHT

5.1 TpeGoBaHuA K CTpyKType

OpraHusauus, nposogsillasn ayauTbl, AOMKHA AOKYMEHTUPOBATb CBOK CTPYKTYPY, AEMOHCTPUPYS pac-
npeaeneHue obsisaHHOCTEN, OTBETCTBEHHOCTU U NONHOMOUMIA cpeauy BhICLLIEro PYKOBOACTBA U APYrMX COTpya-
HUKOB, a Takke cpeau Bcex pabouux rpynn (cm. FOCT P UICO/M3K 17021, pasnen 6).

5.2 Cucrema MeHeQ)KMEHTa KayecTBa

OpraHusauus, NposoasLas ayauTbl, 4OIDKHA UMETb U NoaaepkuBaTth B paboyemM COCTOAHUM CUCTEMY
MeHepKMeHTa KadecTsa, obecrneyvBalolLylo BbICOKOE KauecTBO NMPOBOAUMBIX ayauTOB U UX cnocOBGHOCTb
YOOBMNETBOPSATh TPEOOBAHUSIM perynMpyoLLIMX OpraHoB.

Cuctema MeHeMKMeHTa KavyecTBa A0SKHA, Kak MUHUMYM, BKIlodaThb B cebs:
ynpaBrieHne JOKyMeHTaLuen;
yrpagsneHue sanucsamu;
aHanuMs co CTOpOHbI PYKOBOACTBA;
npoBegeHne BHYTPEHHUX ayauToB;
npoBefeHne KOppeKTUpYoLWNX 1 npegynpexaaownx aencteuin (cM. FTOCT P UICO/M3K 17021, nop-
pasgen 10.3).

5.3 MNocnegoBaTenbLHOCTbL

CucTtema MeHeDKMEHTa KadyecTBa omkHa obecneymBaTs NpoBeaeHne ayaquToB B COOTBETCTBUAM C OKY-
MEHTUPOBaHHLIMW METOAUKAMW U MeToaMu, pa3paboTaHHbIMK AN obecnevyeHUs nocrneaoBaTenbHOCTM Noj-
xo[a 1 Hagnexaluei rmy6uHbl oxBaTa Ansl ayaAMTOB OAHOMO U TOro Xe Buaa u obnactu ayauta. MeHemkMeHT
BUAOB AesITENbHOCTU MO ayAuTaM AOMKEH NMPOBOAUTLCS COMMAcHO AOKYMEHTMPOBaHHBIM NpoueaypaM, paspa-
6oTaHHbEIM Ans obecnevyeHnsi HeobXOAUMON TEXHUYECKOW U aAMUHUCTPAaTUBHOW NOAAEPXKKU ayauTOB.

6 Pecypchl

6.1 Pecypchl

O ns npoBedeHVs ayanToB U BCeX CONYTCTBYIOLLMX UM BUAOB AEATENbHOCTU OpraHnsauuns, nposoasaLlas
ayauThbl, AomkHa BbITh o6ecrnedeHa Hagnexalmm pecypcamu, BKIoHatoLwmmMn B ce6a nepcoHan, gmHaHco-
BYIO NMOAAEPXKKY, BpeMsi, HeobxoauMoe 4ns NpoBeAeHUs pesysibTaTUBHBLIX ayauTos, U, Npu HeobxoaumocTu,
AOCTYN K TEXHUYECKON MHpopMaLMM U3 BHELHUX UCTOYHUKOB U K 3KCMepTu3e ¢ NPUBMIEYEHNEM BHELLHNX
opraHusaLuii ¢ Lenbto oGecrneveHnst MakcmarbHO BLICOKON HAaAeXHOCTU pesynbTaToB 1 3aKnioHeHuin No pe-
synbTataMm ayauToB, BO3MOXHOW MPWM CYLIECTBYIOLMX OrpaHuMYeHusax B oTOope 0oGLEeKTOB ayauToB
(cm. FTOCT P UCO/MSK 17021, pazpen 7).

6.2 KoMneTeHTHOCTb ayAUTOPCKOM rpynnbl

AyauTbl M3roToBUTENEN MEANLMHCKMX N3G ENUA AOMMKHBI MPOBOAUTLCS TOMLKO crieuuanbHbIM1 ayauTop-
CKUMU rpynnamu, YneHsl KoTopbix obnagatoT obpasoBaHuem, KsanuduKaLmein n onbITOM B YacTu perynupyio-
WX TpeboBaHWA, ABNAIOLIMXCS NPEAMETOM ayauTa, 3HAaHUEM TEXHOMOTUIA U CBSA3aHHBLIX C HUMU NPOLIECCOB,
MPUMEHSIEMBIX NMPU U3FOTOBEHNA MEANLMHCKUX U3AENWiA, a Taloke 3HaHUSIMU, HeobxoauMbIMA Ans NpoBeae-
Hus ayauTos (cM. FOCT P MCO 19011, pasnen 7).

6.2.1 Kputepuu KOMNETEHTHOCTU ayAUTOPCKOM rpynnbl

TpebGoBaHUs K KOMNETEHTHOCTU ayAUTOPOB, BXOASILLMX B ayAMTOPCKYHO Ipynny, AOMKHbI 6bITb OCHOBaHbI
Ha KBarMUKaLMOHHBIX KPUTEPUSX, YCTAHOBMNEHHBIX AMs ayAUTOPOB CUCTEM MeHeKMeHTa KayecTsa, U Ha
nepcoHasnbHbIX TPEGOBaHUSAX (TakT, AUMNOMaTUYHOCTb, HaBbIKM pe3yrnbTaTUBHOIO 06LeHNst).

KoMneTeHTHOCTb ayAnTopCKON rpynibl Kak eQUHOrO Lienoro AosbkKHa COOTBETCTBOBaTh 0bnactu ayauTa, B
YacTHOCTW:

a) ayguTopckas rpynna gofkHa 6biTb KOMNEeTeHTHa (TO eCTb UMETb NOArOTOBKY U 3HAHUS/ONbIT):

1) B OLEHUBAHUWN CUCTEMBI MEHEMKMEHTa Ka4ecTBa U3roToBuUTenen MeguUMHCKUX U3nenui u onpe-
AeneHnn peaynbTaTMBHOCTN ee BHeAPEeHUS;

2) NOHVMaHWUK perynupyoLmnx JOKYMEHTOB U NPUMEHUMBIX CTaHAapToB, ycTaHaBnMBaloLWmx Tpebo-
BaHWA K CUCTEeMaM MeHedXXMeHTa ka4ecTBa U3roToBUTEeNein MeauLMHCKUX U3AENWIA;

3) 3HaHWM NpedycMOTPEHHOro NPUMEHEHMWSA U PUCKOB, CBA3AHHBIX C FOTOBLIMU MEAULIMHCKUMW U3-
Aenuvsmu;

4) oueHMBaHWUM MPOLIECCOB MPOEKTUPOBaHUA, U3FOTOBNEHUA U NPUMEHEHHBIX TEXHOMOTUH;

b) BblWeyKkasaHHON KOMMETEHTHOCTLIO AOMDKHA 0bnagaTte ayauTopckas rpynna B LefoM, Ho He obsiza-
TenbHO KaXabl ee YneH B oTaenbHOCcTW. [py oLeHnBaHUN CUCTEM MeHeaXXMeHTa KayecTBa U3roToBUTENeNn
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MELNLMHCKMX U34ennii ayauTopcKas rpynna MoxeT NpusnekaTb AONOSHUTENbHBIX 3KCNEPTOB Mo npoLeccam u
TEXHOMOTUAM, OTHOCSALLMMCA K 06GnacTu ayauTa, U B ngeane 3T akcnepTbl AOMKHbI COOTBETCTBOBaTL TpeboBa-
HUAM, NpUBEAEHHBIM B MepeYncneHnm a). IKcnepThl, YNONHOMOYEHHbIE OpraHn3auvein, NpoBoasiLLei ayauTl,
HO He ABMAKLWMECS ayanuTopaMun, MOryT TOMBKO OLEHUBATb NPOLECCHI, OTHOCALMECS K 06nacTu ux cneuunans-
HbIX 3HaHW, Noa HabnoaeHnem ayanTopos.

B ka4ecTBe anbTepHaTMBbl YNeHbl ayaquToOpCKOM rpynnbl MOrYT NONY4YUTb AONOMHUTESbHYIO NOArOTOBKY
n/vnu cneunanbHble 3HaHUS Mo BbILLeYNoMSIHYTEIM NpoueccaM U TEXHONOrMAM (HanpuMep, B obrnacTu ynpas-
NEeHUsT OKpyXatoLLen cpedoi Unv Banuaaumum NpoUeccos CTepunusauun);

C) pyKoBOAMTENb ayAMUTOPCKON rpynibl AOMKEH BbITb KOMNETEHTEH B NNaHUPOBaHUK U yNpaBneHuu Yne-
HaMu ayauTOPCKON rpynnbl, C TEM YTOGLI OHWU MOFNN Pe3yNLTaTUBHO U Hagnexalmum obpasoM NPosiBUTL CBOO
KOMMETEHTHOCTb MPU BbINOMHEHUM KOHKPETHBIX MHANBUAYanNbHBIX 3adaq.

6.2.2 3anucu 0 KOMNETEHTHOCTU ayAUTOPCKON rpynnbl

OpraHusauus, NpoBoasLwas ayauThl, AOMPKHA NoaaepXuBaTh B paboyem CoOCTOAHUN 3anucK, 4eMOH-
CTpupytowne KOMMeTeHTHOCTb BXoAsWMX B Hee ayautopoB (cMm. FOCT P MCO/M3K 17021, nogpas-
aen7.4).

6.2.3 Ksanudukauua, noarotoBka U onbIT ayauTopos

B pononHeHwe K 0CHOBHOM kBanudukaumum B obnactu nposegeHns ayauTa (cM. 8.2.1) oT ayanTopos Mo-
XKeT noTpeboBaThecs cneumnansHas KOMNETEHTHOCTb, HEOBX0AMMaa AN NPOBeAeHUA ayauToB U3roTOBUTENEN
MeOULIMHCKMX U3OENWiA, KoTopas AOCTUraeTcsl C MOMOLLbIO pasHbIX CpeacTB, BKHaoWwmx B cebsa covetaHue
KBannukaumm 1 oaAHOTO UMM HECKOMNbKMX NEPEYNCTIEHHBIX HUXKE 3MNeMEeHTOB NOAroTOBKN UMW OnbITa:

a) Ksanudukaums. Ksanudukaumsa ayautopa AomkKHa OXBaTbiBaTb OAHY U HECKONBKO crieaytoLmx o6-
nactem:

) 6uonorusa unm Mukpobronorus;
) Xumusa unm Guoxmmuns;
) KOMMbHOTEPHBIE TEXHOMOMMN U NporpaMmmHoe obecneyeHue;
4) 3neKTpoTexHMKa Ui GuoMeauLMHCKas TEXHUKA, MalLMHO- U CTAHKOCTPOEHMWE;
) cusnonorus yenoseka;
) MeauumHa;
) dpapmakonorus;
8) dusuka nnm Guocdusuka.

b) MoaroToBka. [Ana NOAroTOBKW TeXHUYeCKN 0By4eHHOro nepcoHana MoryT 6biTb YCTaHOBIEHbI CreLu-
anbHble NporpaMmei:

1) NOHWMaHWA perynupyrowmx TpebosaHuin U CBA3AHHBIX C HUMU 3aKOHOB/YKa30B/NonoXeHWU/cTaH-
0apToB U T. 4.;

2) npoBeaeHUs ayaMTOB CUCTEM MeHeMKMEHTa Ka4uecTBa U3roTOBUTENen MeQULMHCKUX U3NENUIA;

3) noHWMaHWA NpoLEeccoB NPOEKTUPOBAHUA WU NPOU3BOACTBA U CBA3AHHBLIX C HUMW TEXHOJIOTUIA;

4) acnekToB 6€30MacHOCTU, OTHOCALLMXCS K NPeayCMOTPEHHOMY NPUMEHEHMUIO MEANLIMHCKUX U3OeNui.

c) OnbIT. ONbIT ayauTopa AO0MMKEH 3aKnio4aTbCa:

1) B paboTe B TECHO CBSA3aHHbIX Mexay cobon oTpacnax NPOMbILLNEHHOCTH U pabounx obnacTsix, Ha-
npuMep B UccneaoBaHusAX U paspaboTke, B NPoU3BOACTBE;

2) paboTte No NPUMEHEHWNIO TEXHOMOTUIN N3FOTOBMNEHMUS U 3KCNyaTauMn U3Aenuii B pasnuyuHbix obnac-
TAX 30paBOOXpaHeHUs U ANa NeYeHnsa NaLneHToB;

3) npoBeaeHUN NCNbITAHWUA U3AENNA HAa COOTBETCTBUE NPUMEHUMbBIM HAaLMOHAMbHBIM UMW MeXayHa-
pPOAHbLIM CTaHAapTaM;

4) npoBeAeHUN UCTBITAHUA OCHOBHBIX (PYHKLMOHAMNbHBLIX XapakTepuUCTUK, OLEHOYHLIX UCTbITAHWUA
UINW KIUHUYECKUX UCTIbITaHUIA MeULIUHCKUX U3aenuii.

OTuM BUabI KOMMNETEHTHOCTU SIBNAOTCA cpeacTBamMu obecneyeHuns acnekToB Hagnexawen 6esonacHocTu
1 byHKLIMOHUPOBaHUA NPOBEPAEMOl CUCTEMbI MEHEXKMEHTa KayecTBa, OCHOBaHHBIMUK Ha cnocobax U3roTos-
neHus, GYHKUNMOHNPOBAHUA U NPUMEHEHUS U3aenniA.

6.3 BHewHue opraHusayum

OpraHusauusa, nposogsLas ayauTel, 4oSkHa pa3paboTtaTb NpoLecc, ONUCHIBAOWMIA YCIIOBUSI ayTcop-
CUHra (3aKroyeHns cybkoHTpaKTa ¢ ApYron opraHu3aumeit, NpoBoasLLed ayanTbl, Ha BLINONHEHWE YacTu Aeit-
CTBMWI MO ayguTam No NOpyYyeHUIo OCHOBHOW OpraHM3aLuy, NPOBoASLLIe ayauTbl), NpU KOTOPOM MOryT 6biTh
npusneYveHsl BHewHne opraHusauuun (cm. FOCT P UCO/MOK 17021, nogpasgen 7.5).

6
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OpraHusauusi, NpoBoasLIas ayquTbl, MOXET He UCTONb30BaTh peLleHUs, MPUHATLIE BHELHUMW OpraHn-
3auuamu, B npolecce cepTUdUKaLIMn.

Mpw NnpuBneYeHUn ayaMTopoB U SKCMIEPTOB U3 BHELUHWUX OPraHU3aLuMii opraHusauuvs, NpoBoasALLan ayau-
Thbl, AOJDKHA rapaHTUPOBaTh MX COOTBETCTBUE TEM Xe TpeGoBaHUAM, KOTOpble NPeabABAIOT K ayauTopam opra-
HU3aLUWK, NPOBOAALLEN ayauThl.

7 MNpouecc ayauTta

7.1 Uenu u obnactb ayaura

Lienn n obnactb ayauta AOMmKHbI BbITh YETKO onpeaeneHbl U AOKYMEHTUPOBaHbI opraHusaLuunein, NpoBo-
AdLlen ayauTel, U ayauTOPCKOM rPyNnoi, a Takke cornacosaHbl (ecnu paspelueHo perynvpyowmmin Tpebosa-
HUSIMW) C U3rOTOBUTENEM W/UIM NPOBEPSIEMON OpraHu3auMen Ha HadarbHbIX CTaAUAX NIIAaHUPOBAHUS ayauTa.
OpgHako obnactb M uernu ayguta MoOryT ObiTb U3MEeHEeHbl Ha OCHOBaHUM pes3ynbTaToB  ayauTa
(cm. FOCT P UCO 19011, nyHkT 6.2.2).

7.1.1 Uenu ayauTta

AyauT npegHasHaveH:

- Ans onpegeneHusi COOTBETCTBUSI CUCTEMBI MEHEeMKMEHTa KavyecTBa M3roTOBUTENS PErynvpyroLmm
TpeboBaHusaMm;

- onpegeneHusi pe3ynbTaTUBHOCTU BHEAPEHHOW CUCTEMbI MEHEPKMEHTa KayecTBa A yAoBNeTBope-
HUS1 KOHKPETHBIX Lienei B 06nactu kayecTsa, BKIOYasn COOTBETCTBUE BCEM NMPUMEHUMBIM PETYIUPYHOLLIUM Tpe-
60BaHWSAM K MEAVLMHCKUM U3OenvsiM;

- NPOBEPKU CUCTEMbI MEHE)KMEHTa KauecTBa U3roTOBUTESS Ha COOTBETCTBUE TOMY, UTO 3asiBIIEHO U3ro-
TOBUTENEM (CM. NMpUBEeAEHHOE HUXe NpUMeYaHue);

- Mpuv npoBefdeHWM ayauToB, credylowmnx 3a nepsoHavaribHbiM, — A NOATBEPXAEHUSA TOro, YTo
KOppeKTupytolume AeACTBUS, MPEANPUHATLIE NO pesynbTaTtam npeabiayllero ayauTa, siBMsioTcs pesynbTa-
TUBHBIMWA.

MpuMedyaHune—WM3rotoBUtTeNb MOXET UMETL MEHEE O6LI.Il4pHyl0 CUCTEMY MEHEPKMEHTa Ka4yecTBa, Yem 310
onpegeneHo B perynmpylowmx gOKyMeHTax.

7.1.2 O6nactb ayauTa

Ob6nacTb ayauTa onuckiBaeT obnacTb oxBaTa U rpaHuLbl ayauTta B OTHOLLEHUN:

- KOHKPETHBIX MEAULMHCKUX N30enuiA, yNpasnsieMbiX CUCTEMOW MeHe)KMeHTa KayecTBa NpoBepsieMoi
opraHusauuu;

- TpeBoBaHWI K cUCTEME MeHe)KMeHTa KayecTBa, Ha COOTBETCTBUE KOTOPbLIM NPOBOAUTCS ayauT cucTe-
Mbl MEHEDKMEHTa KayecTBa U3roToBUTENS;

- Buaa npoBoaMMoro ayauta (cm. 7.2);

- MeCTOHaxoXAeHUsl BUOOB AeATEeNbHOCTN U JOKYMEHTaLUN NPOBEPSAEMOI OpraHn3aLIvK.

Mpn npoBedeHWM ayauTa Ha COOTBETCTBUE PErynupytownum TpeboBaHNsaM He AOMMKHbI NPeAbABNATLCA
TpeboBaHUs K CUCTEMe MeHeAKMeHTa kauecTBa, NpeBbILLatoLLMe Te, KOTopble HeoBXoAUMBI AN COOTBETCTBUA
perynupyowmnm TpeboaHnsaM.

7.2 Buabl ayauTtoB

7.2.1 TMonHbIA ayauT

MonHbIN ayauT BKOYaET B cebs ayauT BCeX MPUMEHUMbIX MOACUCTEM CUCTEMBI MEHEKMEHTa KavecTBa
Ha COOTBETCTBUE perynupytolmm Tpebosanunam (cMm. FOCT P 54882, nogpasnen 4.2).

MonHbIM ayanToM oBbIMHO SIBMSIETCS NePBOHAYanbHLIA ayauT.

7.2.2 YacTuU4HbIA ayauT

YacTuUuHbIN ayguT — 9TO ayauT OTAENbHbIX NMOACUCTEM UMM 3MEMEHTOB NMOACUCTEM CUCTEMbI MeHen-
XMeHTa KayecTBa Ha COOTBETCTBUE PerynupyroLum TpeGoBaHusaM.

YacTuuHbIM ayanTom o6bIYHO SBNSETCS NOATBEPXAAIOLLUA ayaunT. HacTUUHBIM ayAMTOM MOXET Takke fIB-
nATbCA cneumanbHblA ayaunT.

7.2.3 MopaTeepxpaloWmn ayaut

MoaTBepKOaloLLUin ayanT — 3TO ayauT, TPOBOANMBIA NOCe NepBoHaYanbHOrO ayauTa ¢ Lesblo NoaTeep-
XAeHWs nNpoaonkatoLLerocsi COOTBETCTBUA CUCTEMbl MeHeI)XMEeHTa KadecTBa perynupyrowumM TpeGosaHuam.
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MoaTsepxaaoWnin ayauT JOIMKeH NPOBOANTLCH B 3apaHee YCTaHOBIEHHbIE Meproibl BpEMEHN B COOT-
BETCTBUW C NporpammMoit ayauTa (cm. FOCT P UCO/M3K 17021, nyHkT 9.1.1) n/unu perynupyroLmmn Tpebosa-
HUSIMU.

MoaTeepxaaoLWnii ayauT pekomeHayeTcsi NpPOBOAUTL exeroaHo. BpeMmeHHoM nHTepsan mexay noaresep-
XOQaoWMMn ayauTaMmn He O0MKeH npesbllaTth Tpex NeT, a Ans U3gennin BbICOKOro pucka npuMeHeHus1 —
OBYX neT.

OpraHusaums, npoBoasLLas ayanTbl, MOXeT YCTAHOBUTb Te 3fIeMEHTbI U NOACUCTEMbI CUCTEMbI Me-
He)KMeHTa KauecTBa, KoTopble 06a3aTenbHO AOMKHbI ObIThb BKIIHOYEHBI B MOATBEPXKAAOLWNA ayauT (Hanpumep,
KoppeKTupyoLwme genctems unmn pabota no pesynsratam NocrnegHero ayauTta).

Ecnu ans nposeaeHuns noaTBepxgaowero ayamra UCNornb3yeTcs YacTUYHBIN ayanT, TO BCe NPpUMEHNMbIE
NOACUCTEMBI CUCTEMbI MEHEeDKMeHTa KadecTBa pekoMeHayeTcsl noasepratb ayauTy B TeMeHUe MaKcumym
NStV NeT.

[MpoMexyToK BpeMeHU Mexay NpoBedeHUneM NoaTBepKAaoLWmnX ayanToB 3aBUCUT:

- OT PUCKOB, CBAI3AHHBIX C MPeayCMOTPEHHbIM NPUMEHEHUEM MeaULIMHCKUX U3Oenui;

- 4ucria npoBepsaeMbIX NOACUCTEM CUCTEMbI MEHEIXKMEHTA KayecTBa;

- BMAa nNpoBepsieMbIX MOACUCTEM CUCTEMbl MEHEKMEHTA KavyecTBa;

- obnacTeli 1 pe3ynbTaToB NpPeabIayLNX ayanToB;

- MMeloLenca NocTNpou3BoACTBEHHOM MHOPMALIMY, YKasblBaloLLEen Ha BO3MOXHbIE U3bSHBI B CUCTEME
MEeHePKMEeHTa KadecTra.

7.2.4 CneunanbHbIA ayauT

[na npoBedeHUs cneumansHoro ayauta MOXHO UCMOMNb3oBaTh NOMHLIA UKW YacTUYHBIN ayauT. Cneun-
anbHbIA ayauT HeobxoauM:

a) npu Hanu4nu onpegeneHHblX BHELLHUX hakTopoB, HanpumMep:

1) umetowenca NOCTNPON3BOACTBEHHON UHPOPMaLNK, YKasbiBaloLen Ha BO3MOXHbIE CyLLeCTBEH-
Hble HeJoCTaTKN B CUCTEME MEHEKMEHTa KauecTBa;

2) cyuwlecTBeHHO MHpopMaLmn, cBA3aHHOM ¢ 6e3onacHoCTbIo (M3henus), NocTynatoLLen B opraHmsa-
LMo, NPOBOASALLYIO ayanThbl;

b) npu BHeceHUM CcyLLIeCTBEHHBIX UBMEHEHWUA B COOTBETCTBUN C TPEOOBaHNSIMUN PEryUPYIOLLMX JOKYMEH-
TOB 1N TPeBOBaHWUAMN, CTABLUMMU U3BECTHBIMU OpPraHU3aL/n, NMPOBOASILLEN ayanThl, KOTOPbIE MOTYT NMOBMMSATHL
Ha pelleHve O NPU3HaHWK cTaTyca U3rOTOBUTENS Kak YOOBMETBOPAOLLEro perynpyoLwmmM TpeboBaHnaM.

Huxe npuseaeHbl NpuMepbl CyLECTBEHHbIX U3MEHEHWIA, KOTopble creayeT yuuTblBaTb OpraHusaLun,
npoBsoAsiLen ayauThl, NP paccMOTPEHNU BONpoca 0 HeobXxoANMOCTY crieumanbHoOro ayanra, XoTs HU 0gQHO U3
AaHHBIX U3MEHEHWN He sBNseTcs abCoNoTHLIM NokasaHWeM Aris NPoBeAeHNs cneunanbHoro aygura:

a) cuctema MeHeXkMeHTa KadecTBa — U3MEHEHUS U UX BO3AeNCTBUe:

1) n3sMeHeHWe PUaNYECKoro crartyca;
2) paclmpeHune obnacti cepTuguKkaunm, CBA3aHHOMW C NMPOU3BOACTBOM W/ NMPOEKTUPOBAHNEM:

- MosiBrieHe HOBOW NOACUCTEMBI CUCTEMBI MEHEDKMEHTa KadecTBa (ayanThbl, CBSA3aHHbIE C pac-
LUMPEHUEM, pasBUTUEM, POCTOM);

3) HOBbIE COOPYXKEHUSA, USMEHEHNE MECTOMONOXEHNS:

- N3MeHeHWe MecTa NpoBedeHns BUaAa AeATeNbHOCTU, BXOASALWEro B NpoLecc U3roToBneHns
(Hanpumep, NepeHoC NpoLecca N3roTOBMEHUS Ha HOBYO NPON3BOACTBEHHYIO NNOLWaAKy Un LeH-
Tpanusauus YHKLMA NPOEeKTUpOBaHUs U/nnu paspaboTkn Ha HECKOMbKUX MPOU3BOACTBEHHbIX
nnowaakax);

4) HoBble MpoLecchl, N3MeHeHue MpoLeccoB:

- CYLUeCTBEHHble U3MEHEHUs crelnarnbHbIX NPOLLEeCcCoB (HanpuMep, M3MeHeHre npolecca npo-
M3BOACTBA: BMECTO MPOBEAEHNA CTEPUNU3ALUM NOCTaBLIMKOM — MPOBeAeHne cTepunusaunmn Ha
MecTe U3roTOBMIEHNSA U n3MeHeHWe cnocoba cTepunusaumn);

5) nepcoHan, 3aHATbIA B cUCTEME MeHeJ)KMeHTa KadecTBa:

- M3MeHeHWne NMoNHOMOYMIA (Hanpumep, NpeacTaBUTeNs BbiCLLEro pykoBOACTBA), BrusoLlee:

- Ha pe3ynbTaTUBHOCTb CUCTEMbl MEHEIXKMEHTa KauecTBa UM ee COOTBETCTBME PerynupyroLwmm
TpeboBaHUAM;

- BO3MOXHOCTb (MOMTHOMOUNS) 1 CNOCOBHOCTL rapaHTUPOBaTb BbINYCK TOSbKO 6e30nacHbIX U KNn-
HUu4eckn ahpeKTUBHBLIX MeAULMHCKAX N3aeNniA;
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b) nsmeHeHua, cBA3aHHbIE C NPOAYKUMEN:
1) HoBble M3genus, KaTeropun N3RENUIA;
2) noseneHne HOBOWM KaTEropUn U3AENUA B HOMEHKNaTYpe MPoAyKLIMK, OXBaTbIBAEMOIN CUCTEMOWN MEHek-
MeHTa Ka4ecTBa (Hanprmep, N3roTOBIMEHNE CTEPUITbHLIX HABOPOB OAHOKPATHOrO NPUMEHEHUA ANA NpoBeaeHUs ava-
Musa B [JOMOSHEHWE K YXXe wu3roTaenueaemMoMy obopyaoBaHuMio ANl reMoavann3a  Wnu - U3TOTOBNEHWE
MarH1THO-pE3oHaHCHOW annapaTtypbl B AOMOMHEHWE K Y)Ke U3roTaBIMBaeMOoMy YrsTpassykoBoMy o6opyaoBaHuio);
C) cucTeMa MeHepKMeHTa KavyecTBa U U3MEeHeHUs, CBA3aHHbIE C NPoayKUMen:
1) nsMeHeHus1 B cTaHgapTax, perynmpyrowmx TpeboBaHumsx;
2) nocTtnpon3BoAcTBeHHasi MHdopmaLms.
7.2.5 Kom6GuHUpOBaHHbIA ayauT
KomMBU1HWpOBaHHbIA ayauT Heobxoaum Ans OLeHMBaHUSA CUCTEMbI MeHeI)KMeHTa KavyecTBa Ha COOTBET-
CTBMWE HECKOMbKNM PErynMpyHoLWMM TpeboBaHnsaMm.
7.2.6 CoBMecCTHbIN ayauT
CoBMecCTHbIN ayanT ocyLLeCTBASIETCS ABYMS NN HECKOMBKMUN OpraH3aLmsiMu, NPOBOASLLIUMA ayauThbl,
B OJIHON 1 TOW >Xe NMPoBepseMoi opraHnsaLmmn O4HOBPEMEHHO Y Ha COOTBETCTBUE OAHUM U TEM Ke perynmpyto-
LM TpeGoBaHNAM.
7.3 Bnok-cxema

Ha pucyHke 1 npeacTtasneH 0630p TUNMWUYHBLIX BUAOB AesTENbHOCTA No ayauTy. CTemneHb NPMMEHUMOCTH
npeacTaBneHHbIX NONOXEHUA 3aBUCUT OT 0BMacTn U CMOXHOCTU KOHKPETHOMO ayauTa U NpeayCcMOTPEHHOro
NMpUMeHeHNs 3akrnoydeHnin no pesyneratam ayauta (cMm. FOCT P UCO 19011, nogpasgen 6.1).
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4 )
Hauano ayguTta

- onpegerieHve Leneit, obnacty U KpUTEPUEB ayauTa;
- YCTaHOBrEHWe NepBoHa4anbHOro KOHTakTa

C U3roToBUTENEM W/UNMN NPOBEPSEMOI OpraHU3aLnen;
- Ha3HaYeHWe pyKOBOAWUTENS ayAUTOPCKOM rpynnbi;

- BbIGOp ayAUTOPCKOW rpynnbl

. /

BbinonHeHue aHanusa AOKYMeHTOB

- aHanu3 COOTBETCTBYIOLLNX AOKYMEHTOB CUCTEeMbI
MEeHeDKMeHTa U onpegeneHne X COoTBeTCTBMsA
Kputepuam ayguta

/

MoproToBka K NPOBEAEHMIO BUAOB
AEeATENbLHOCTU NO ayauTy

- MOAroToBKa NiNaHa ayauTa, npy HeobxoaUuMoCTH —
KaK 4YacTy nporpammbl ayauTa;

- pacnpegeneHue safaHuii B ayaMTOPCKON rpynne;
- noAroToBka paboyeli AOKyMeHTaLuu

MNpoBeaeHue BUAOB AEATENBHOCTU
no ayauty

- NpOBEeAeHMe NpeaBapuUTenbLHOMO COBELLaHuUS;
- obMeH uHdopmaLmeit B npoLecce ayauTa;

- pacnpegeneHune nornHOMOYMiA U OTBETCTBEHHOCTH
MeXAy pykoBoauTensiMu 1 Habniogarensamu;

- cbop 1 BepuduKaLna AaHHbIX;

- NOMy4YeHue pesynbLTaToB ayanTa;

- MOAroTOBKA 3aKNIOYEHUIA NO pesynbTaTtaMm ayauTa;
- NPOBEAEHME 3aKMIYMTENEHOIO COBELLaHNA

/

MoaroroBKka, ogo6peHue u paccbinka
oTyeTa 0 NpoBeAeHUM ayauTa

- NOArOTOBKA OTYETa O NPOBEeASHUN ayanTa;
- opo6peHme u paccbinka oTHeTa 0 NpoBeaeHUn ayauTa

/

3aBeplueHue ayguta

/

BbinonHeHue gencTeumn
no pe3ynbTatam ayauTa

PucyHok 1 — Bnok-cxema, unmniocTpypyowas TMNMYHbie NpoLeccsl ayamTa

10
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7.4 Ponu, oTBeTCTBEHHOCTb U pacnpefeneHue NoNMHOMOYUA

Bce opraHusauumu, BosriedeHHbIe B NpoLecc ayauTa, criegyeT uaeHTuguunposarts, a pacnpejeneHue
ponei, OTBETCTBEHHOCTU U MOSIHOMOYUIA B HUX — YETKO onpeaennTb U JOKYMEHTUPOBATL € LEeNblo:

- obecneyeHns SICHOrO MOHUMaHUSI B3aUMHbIX OXUAAHWUIA B pouecce ayanTa;

- obecneyeHust cpeaCcTB OTYETHOCTM B COOTBETCTBUM C NPUMEHUMBIMWU perynupyrowmmm tpebosa-
HUAMU.

7.4.1 OpraHuzauus, npoBoasiLan ayauTbl

OpraHusauusi, nposogsLlas ayauThbl, UMeeT perynupytoLume nofHOMOUMS UK YNIONTHOMOYEHa perynmpy-
OLLIMMUK OpraHamu Ha NpoBefieHNe ayaUTOB, pe3yribTaThbl KOTOPLIX SIBMSIOTCH CBUAETENLCTBaMU COOTBETCTBUS
U1 HeCooTBETCTBUA NMPOBEPSAEMON OpraHusauumn perynmpyowmm TpeboBaHnam K cuctemam MeHemKMeHTa
kadectsa. C 9TUMM MOSIHOMOYUAMU CBA3aHA OTBETCTBEHHOCTb 32 MEHEKMEHT U BbINOMIHEHWe BCeX BUAOB
AeaATenbHOCTU NOo ayauTy.

OTBETCTBEHHOCTb OpraHU3aLuMu, NPoBoAsLIEe ayauThl, 3a MeHe[DKMEHT ayauTa BktovaeT B cebs:

- COOTBETCTBUE NPUMEHUMBIM Perynmpyowmnm TpeboBaHnsaM K NpoBeAEHNI0 ayanToB;

- cnegoBaHuWe NPUHLMNGM HacTosILLEero cTaHaapTa;
crefoBaHue NPUMEHUMBIM CTaHaapTaMm;

- NMOAroTOBKY, pacnpejesieHne NofiHoMo4uin, BbIbop ayaAMTOpoOB U HAaA3op 3a HUMK;

- paspaboTky meToaoB, obecneunBaloWmx MocneaoBaTenbHOCTb B UHTEpRpeTaumMu perynupyolmx
TpeboBaHuWiA;

- nogdepxaHue B paboueM coCTOSIHUM CpeacTB, obecrnevmBaloLLMX NOMOLLb, KOTOpas MoXeT noTpebo-
BaTbCA ayAUTOPCKON rpynmne npy NnposeAeHnn ayauTa;

- coxpaHeHue KOoHpMaeHUNanLHOCTN BCeX AOKYMEHTOB 1 MH(pOpMaLMK, NOSTyHEeHHON B CBA3U C NpoBe-
AeHnem ayauToB;

- paspaboTKy 3TMYECKUX NPUHLIMINOB U NoaaepKaHne cCoOoTBETCTBUS UM;

- MHOPMUPOBaHME YMONTHOMOYEHHBIX OPraHOB O PeLLEHUsIX, MPUHSATBIX B COOTBETCTBUMN C perynupyto-
WyMmn TpeboBaHUAMN.

M3roToBuTeNb He MOXeT NepeknagbliBaTb OTBETCTBEHHOCTb 3a OCTUXKEeHWe Lenen B obnactu kavectsa
Ha opraHusauuio, NPOBOASALLYO ayauThl.

OTBeTCTBEHHOCTb OpraHnsauuu, NPoBoAsALWEN ayanTel, B TOM YACNe PYKOBOAMTENS ayAUTOPCKON rpyn-
Mbl, 32 NpoBeaAeHWe ayauTa BkoYaeT B cebs:

- COOTBETCTBME Perynupyrowm TpebosaHusam, NpMMeHUMbIM K MPOBEAEHWIO ayanTOoB;

- cornacoBaHue, Npu HeoBXoANMOCTU, C N3roToBUTENEeM 0B6nacTu ayanTa (BKMoYas NpUMeHNMbIE CTaH-
AapTbl UK Apyrne OOKYMEHTEI) C Lieflbio COOTBETCTBUS perynnupyrowmmM TpeGoBaHmnsM;

- NIaHMpoBaHWe, opraHn3aLunio, oLEeHVBaHNe 1 3akrioYeHne Nno pesynbTatam ayanTta;

- BbIOOp ayguUTOpPOB;

- cornacoBaHue s3blka NpoBedeHNs ayauTa;

MPUHSATUE peLleHnsl C YYeTOM MPUMEHUMBIX perynunpytowmx TpebosaHni npu obHapyxeHun HecooT-
BETCTBWIA B MpoLecce ayauTa 1 nocneayoLlem noaTeepmkaeHn NnpoBeaeHns KoppeKkLMin n/nnm KoppekTupyro-
WKUX OENCTBUN.

7.4.2 Ayautopsbl

AyauTopbl HECYT OTBETCTBEHHOCTb:!

a) 3a COOTBETCTBME PErynvpyloLwmMM TpeboBaHusIM, NPUMEHUMBIM K MPOBEAEeHUIO ayaUTOB;

b) nomouwb npoBepsiemMbIM opraHusauusamM (brsMdeckum nuuam) B MOHUMaHUU perynupyowmnx Tpe-
GoBaHuUi;

C) obbekTnBHOE, pe3ynbTaTuBHOE U adbdeKTNBHOE MiaHMpOBaHWe U BbIMOIHEHWE pacrnpedeneHHbIX
obsizaHHOCTEN Npy NpoBeAeHUN ayAnTOB B COOTBETCTBUMN C 3TUYECKUMU NPUHLMNamMn ayantopos, paspabo-
TaHHBIMU U OKYMEHTUPOBaHHBIMW OpraHusaLuunen, Nposogsiwen ayauTsl;

d) coTpyaHW4ecCTBO 1 okasaHWe NoAaep kKN pyKoBOAUTENO ayAUTOPCKON rpynnbl;

e) cbop, aHanus 1 JoKyMeHTNpoBaHue (Npu HeobxoanMocT) 06 BLEKTUBHLIX CBUAETENLCTB, Heobxoau-
MbIX 1 OCTaTOMHbIX A4/151 pa3paboTKX 3aKHYeHWA O COOTBETCTBUM CUCTEMbl MEHEXKMEHTa KauecTBa npose-
pseMO  opraHusauuM perynupyrolimMm  TpeboBaHnaM W pesynbTaTUBHOCTU ee  MNpUMeHeHus Ans
yAoBneTBopeHus Lenen B o6nacTu Ka4yecTsa;

f) yctaHoBreHue Toro, B Kakol Mepe nepcoHan npoBepsieMoil opraHv3auyn 3HaeT, MoHUMaeT, uMeeT
[OCTYN U UCMONb3yeT npoLeaypbl, AOKYMEHTbl U APYryo MHopMaLMio, ONUCkIBaIOLLYIO UMK NoaaepKusato-
Lyto HeobxoauMble dMieMeHTbl CUCTEMbl MEHEKMEHTa KayecTBa;
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g) 6bICcTpoe pearnpoBaHue Ha Nobble NokasaTeny Unu cBUAETENbCTBA BCEro, YTO MOXET MOBMUATL Ha
pesynbTaTtel ayauta U, BO3MOXHO, noTpebosaTtb NpoBeaeHus 6onee obLLIMPHOIO ayanTa;

h) csoeBpemMeHHoe NHPOPMUPOBaHUE pyKOBOAUTENSI ayAUTOPCKON rpynnbl O pesynbTatax ayauTa,;

i) okasaHWe NOMOLLM PYKOBOAUTENIO ayAUTOPCKON IPynnbl B MOArOTOBKE 3aKMOYeHUA No pesynbTatam
ayauTa;

j) HemeaneHHoe nHOPMUPOBaHNE PYKOBOAUTENS ayAUTOPCKON rpynibl O MOBLIX 3HAYUTENbHBIX Mpe-
MATCTBUAX, BCTPEYAIOLWMUXCA NPYU NpoBeAeHU ayauTa;

k) coxpaHeHue koHpnaAeHUNanNbLHOCTU BCEX AOKYMEHTOB U MHDOpMaLMK, NonyvaembliX B CBA3U C NpoBe-
JeHvem ayauTa:

1) npu nepepaye AaHHbLIX AOKYMEHTOB OpraHv3aLuvW, NpPOBOAsILLER ayauT, Yepe3 pykoBoauTens
ayauTOPCKON rpynnbl;

2) ocTopoxHoe obpalleHue ¢ koHdUaeHLMANbHOW MHOPMaLIMEN;

1) noaTBepxAeHUe TOro, YTO KOPPEKTUPYIOLLME AeNCTBUSI pe3yNbTaTUBHO BbINOSHEHbI:

1) no utoram npeablayLwero ayauTa;

2) B npouecce Tekyllero ayaura, ecinv 310 OCyLLEeCTBUMO;

3) npu ucnonb3oBaHWM ONbITa, NOMYYEHHOTo Nocne BbiNycka U3denus B Npodaxy (MocTnpoussoa-
CTBEHHOW UHpbopmauum);

4) Ha OCHOBE U3yUYeHWNA Cepbe3HbIX MHLMOEHTOB, CBA3AHHBIX C U3AENUEM;

m) ceBefAeHne K MUHUMYMY cboeB B paboTe nepcoHana v gesopraHusauumn paboumx NnpoLeccoB npose-
psieMON opraHvusauuMn B xode ayaura v npyu AOCTUXKEHUU Lenen ayauTa;

n) cooTBeTcTBME TpeboBaHUAM K OXpaHe 340poBbsl U 6e30MacHOCTU NepcoHana opraHusauMum unm K
OPYruM NpUMeHUMbIM TpeboBaHUsAM NPOBEPSEMOA OpraHU3aLun.

7.4.3 PykoBoauTens ayAMTOpPCKOW rpynnbl

PykosognTenb ayaMTOPCKOM rpynnbl HECET OKOHYaTeslbHY0 OTBETCTBEHHOCTL 3a OpraHusauuio ayaura
Ha Bcex ero atanax. B npouecce ayanta pykoBogutenb ayaAUTOPCKON rpynnbl 4OSMKEH UMETb NOMHOMOYUS Mo
MPUHATUIO OKOHYaTENbHBIX PeLUeHUA, OTHOCALLIMXCS K MPOBEASHUIO ayanTa U K pesynbTaTtam ayauTa.

PykoBogntenb ayaMToOpCKON rpynnbl B AOMOMHEHNe K OTBETCTBEHHOCTWU, KOTOPYIO HECyT Bce npoyune
ayauTopbl, OTBeYaeT:

- 3a uaeHTudKKaumuo TpeboBaHNiA, NPeabsIBsieMbIX OpraHM3aLmein, NpoBoAsILLEe ayAuThl, K PyKOBOAM-
Teso ayauTOPCKON rpynnbl, BO BPEMS KaXA0ro ayanTa;

- MOMOLLb opraHnsauuu, NpoBoasiLen ayanTel, B BbIGope YneHOB ayauTOPCKON rpynnbl;

- npeaBapuTenbHOe O3HaKOMIeHWe C onMcaHWEM CUCTEMbl MeHeKMeHTa KadecTBa (Npu Heobxoau-
MOCTU) B OTHOLLUEHWUN COOTBETCTBUS MPUMEHUMBIM perynupyromm TpebosaHuam 4o nposedeHns ayauta Ha
mecTe;

- paspaboTky nnaHa ayauTa (Mpyu Heo6XoAMMOCTM, KaK HacTu NporpaMmmMbl ayauTa) U paboumx AoKYMEH-
TOB W KpaTKUA UHCTPYKTaX ayAUTOPCKOW rpynnebl;

- MpeacTasneHne YreHoB ayanTopcKon rpynnbl pyKOBOACTBY MPOBEPSIEMO OpraHu3aumu;

- ckopeiiwee MHDOOPMUPOBaHKE NPOBEPSIEMOI OpraHu3aumMmn 060 Bcex 06HapyXeHHbIX HECOOTBETCTBU-
AIX U YKa3aHWe Ha BOSMOXHOCTb BMUSAHWUS 4aHHBIX HECOOTBETCTBUIN Ha COOTBETCTBUE perynupyrowmm Tpebosa-
HUAM;

- MHOPMUPOBaHNE NPOBEPAEMOl OpraH13aLmm 1 opraHusaLm, NpoBoAsLIen ayauTsl, 060 BCex 3Ha-
ynTEnbHbIX NPENATCTBUAX MPOBEAEeHUIO ayauTa B COOTBETCTBUM ¢ pa3paboTaHHbIM MiaHoM;

- MoAroToOBKY, a Takke YeTkoe U ybeanTenbHoe NpeAcTaBneHne 3aKmoYeHus No pesysbTaTaMm ayauta
NpoBepsieMoi opraHU3aLun Ha 3akiouUTENbLHOM COBELLaHNM;

- CBOEBPEeMeHHbIe MOAroTOBKY 1 NpeacTaBreHne oTyeTa Mo ayauTy opraHusauum, NposoasLLen ayanTbl.

7.4.4 TMpoBepsiemas opraHusauus

MpoBepsieMas opraHM3aLns HeceT OTBETCTBEHHOCTb:!

a) 3a onpepgeneHve obnactu 1 Lenei ayauta COBMECTHO C opraHusaumen, NposoasLiein ayaur;

b) mHdbopMUpOBaHME COOTBETCTBYHOLMX COTPYAHUKOB O LiensiX 1 obnactu ayauta;

C) HasHayeHWe OTBETCTBEHHbIX COTPYAHMKOB MPOBEPSIEMON OpraHusaunn, CoNnpoBOXAAOLWNX YNIeHOB
ayanTopCKOA rpynnbl U oBecneynBaoLLx coXxpaHeHne UX 300poBbsi, 6e30NacHOCTb U Apyrue NpUMeHUMble
TpeboBaHus;

d) obecneveHne pecypcoB, HEOOXOAMMbIX ayAUTOPCKON rpynne Ans NPOBeAeHUA pe3ynbTaTUBHOMO 1
adbpekTnBHOrO ayanTa;
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e) obecneveHune AocTyna K TEXHUYECKUM CPpecTBaM U MaTepuanam, cryxallum gokasaTenscTBamm co-
OTBETCTBMSA perynupyrowmm TpeboBaHusaM, No 3anpocy ayauTopos;

f) coTpyaHudecTBO € ayautopamun Anst QOCTUXKEHNUs Lienei ayauTa;

g) nonydeHve pesynbTaToB ayauTa;

h) onpegeneHue KOPPEKTUPYIOLLNX EACTBUA, KOTOPbIE HEOBXOAUMO BbINOMHUTL B OTHOLLEHUN HECOOT-
BETCTBUI 1 APYrMX pe3ynbTaToB ayauTa, CBOEBPEMEHHOE U pesyfbTaTUBHOE BbIMOSIHEHNE 3TUX ASNCTBUA U
NHbOPMMpOBaHUE opraHnsaLm, NPOBoAMBLLEN ayanT (Npy HeobxoaumMocTHn);

i) UHcpopMUMpoBaHMe opraHusaLnn, NPOBOAUBLUEN ayanT, 060 BCeX 3HaUYUTENbHBLIX U3MEHEeHUsAX B CUC-
TeMe MeHeXMeHTa kadecTBa (npu HeobxogaumMocTh);

j) nHpopMmnpoBaHUe Apyrux NpoBepsieMbIX OpraHnsaUuii, Ha paboTy KOTOPLIX MOXeT MOBNUATL NpoBe-
AeHHbIA ayauT, o Lensx ayauTa, ero obnacTtu 1 Apyrinx COOTBETCTBYIOLLMX MONOXKEHNAX.

Ecnu B ayauT BoBreveHa He TOMbKO OpraHn3aLmnsa-u3roToBUTE b, HO U Apyrue rnposepsieMble opraHusa-
LWn (HanpumMep, NocTaBLLMKK), TO 3a BbINOMHeHe TpeGoBaHWA, cogepxXallmnxcs B nepedmcneHunsx a), b), h), j),
HeceT OTBETCTBEHHOCTb OpraHu3aunsa-m3roToBUTE b,

WsroTtosutento cneayet paspaboTaTb U nogaepxusaTtb B pabovyem COCTOSIHUA AOKYMEHTUpOBaHHbIE
npoLeaypbl, rapaHTUpyoLme, YTO 3aKyrneHHble Y NOCTaBLLMKOB MPOAYKUMS 1 YCIyTh YAOBNETBOPAOT Npume-
HUMBbIM perynupytowum TpebosaHnam. Ecnn U3rotoButenb He MOXeT NpeaocTaBUTb ayaAUTOPCKON rpynne
[oCTaTouHble CBUMAETENbCTBA TOro, YTO 3aKynneHHas NpoayKuMs 1 ycrnyri yaoBMneTBOPSIOT perynupyowmm
TpeboBaHMsAM, TO OpraHvsaLum, NPoBoAsLLe ayanTel, MOXET noTpebosaTbcs ayauT CpeAcTB ynpasneHus
npoLueccamu B cry>keBHbIX NOMELLeHUsIX NMOCTaBLUWKOB OpraHW3aL-u3roToBuTens (Hanpumep, NOCTaBLLMKOB
ycrnyr rno crepunusaunm).

7.4.5 Ha6bnwpgarenu

a) C cornacvsi NnpoBepseMoli opraHusaLmm npu NPOBEAEHUM ayauTa MOTyT MPUCYTCTBOBaTb Habnoaa-
TENnu (ecnu aTo He ABMAETCH perynupyowmm TpebosaHnem) ¢ Luenbio:

1) oBy4yeHus (nogroToskM) HabnodaTens npoueccy nNpoBeAeHUs ayauTos

nnm

2) HabntogeHus 3a pesynbTaTUBHOCTbLIO MPOBEAEHUS ayauTa B COOTBETCTBUN C TpeBoBaHUAMM K Ha-
3HAYEHUIo opraHu3aLuu, NpoBoAsiLLeN ayauThl, UNW ANs OLEHUBaHWUS OpraHnsauvun, NPpoBoasiLLen ayauThl, ¢
Lenbto onpeeneHns ee coOOTBETCTBUS TpeboBaHUAM, YCTAHOBNEHHBIM B AOrOBOpE.

b) KoHdungeHuuanbHocTb

HabntogaTtenu gomkHbl cobniogath TOT Xe YpoBeHb KOHMUASHUNANLHOCTU, YTO 1 ApYrue YrieHbl ayau-
TOpCKOW rpynnbl, YTO HEOBXOAMMO YCTaHOBUTL A0 Havana noboro Buaa AeATENbHOCTU NO ayaAuTy (CM. Tak-
xe 4.4).

c) ®yHKuun

Bo Bpems ayauta Habniogatenb(n) He AOMMKEH(HbI) NPUHUMAaTL akTUBHOE ydacTue B npouecce ayauTa,
HO JOMKeH(Hbl) HabniodaTb 3a BCeMU BuaaMun AeATenbHOCT, onpocaMu N AoKYMeHTamu, aHanmnsupyemMbiMm
ayauTopamu. MoxeT 6bITb NpeycMoTpeHa obpaTHas cBsAsb Habniogatenen ¢ ayauTopckoi rpynnon vyepes
npeasapuTesibHO YCTaHOBIIEHHBIE NPOMEXYTKU BPEMEHN.

7.4.6 Tpe6oBaHUA K A3bIKY

K npoBepsieMbiM opraHusauusmM npeabasnaeTca TpebosaHWe NOAroToBKM AOKYMeHTaLuMM Ha nposepsie-
Mbl€ CUCTEMbI MEHEPKMEHTa KauecTBa Ha A3blke, UCNOMb3yeMOM UMU B NpoLecce paboThl. [MoaTomy B ayau-
TOPCKOW rpynne AoMmKeH 6biTb:

- KaK MMHAMYM OfIMH COTPYAHUK, CMOCOBHBIN YNTaTb U NOHUMATL AOKYMEHTALIMIO CUCTEMbI MEHEPKMEH-
Ta KayecTBa U onpalmBaTh (MHTEPBbIOUPOBaTL) NePCoHan NPoBepAEMOil opraHMsaLm unm

- nepeBoAYUK, C KOTOPLIM 3apaHee AOMMKHa BbITb AOCTUTHYTa AOTOBOPEHHOCTb.

7.5 CocrtaB ayauTOpPCKOM rpynnbl

B ayoutopckyto rpynny JomkeH BXOAUTL PyKOBOAUTENb MPYNNbI, KOTOPLI 065i3aH B3siTb Ha cebsl BCIO 3a-
60Ty 06 ayautopckoi rpynne. Ecnu ayautopckas rpynna cocTouT U3 O4HOIo nvua, To 3TUM JIMLIOM SIBIIieTCs
pykoBoauTenb rpynnbl. PykoBoautens ayauTopckon rpynnbl AosmkeH obnaaaTb CnocobHOCTAMMU U OMbITOM py-
KOBOACTBa ayauTamu.

AyauTopckasi rpynna orkHa BkiodaTtb B ceba 0gHO UM HECKOMBKO JINL, C OMbITOM OLeHUBaHWUS TeXHO-
NIOMMM U3roTOBSIEHUA paccMaTpyMBaeMbiX MEAULIMHCKUX U3AEMNNIA U COMYTCTBYIOLLIUX MPOLIeCCOB B COOTBETCTBY-
loler perynupyowim TpeboBaHUsAM Npou3BoACTBEHHOW cpede. PelleHns oTHocUTenbHO HeobxoaumMocTu
BKITIOUEHWS B ayAUTOPCKYIO IPYNNY TakMx 3KCNepToB cneayeT NPUHUMATD B KaXKAOM criydae oTAerbHO (CM. Tak-
xe 6.2.1). Mpu onpeaeneHun pasmepa 1 coctasa ayauTOPCKOW rpynnbl ANst KOHKPETHOTo ayauTa pekomeHay-
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eTcsl NpUHMMaTb BO BHUMaHWe uenu, obnactb U KpUTepun ayauta, Asbik ayauTa, a Takke coumarbHble ©
KyNbTYpHbIE XapaKTepUCTUKN NPOBEpsAeMON opraHusaumn.

Mpy BEIGOPE ayAWTOPCKOA rpynnbl opraHvWsaLueid, NpoBoAsLIe ayanTbl, MOXHO YYUTbIBATb MHEHUe
nposepsieMoi opraHusauum o6 ayauTtopax, ctaxepax, HabnoaaTensax v nepesogymkax, ocobeHHo npu Hanu-
ynm koHbNMKTa nHTepecos (cM. FTOCT P ACO 19011, nyHkT 6.2.4).

7.6 Buabl peATenbHOCTU MO ayauty

Mpouecc ayauTta, npeacTaBrieHHbln Ha Grok-cxeme B 7.3, OTHOCUTCH KO BCEM BuAam ayauta — nepso-
HavaneHbIM, MOATBEPXAAOLW UM, crneunansHeIM ayautam (cm. Takke 7.2).

OpraHusauuu, NpoBoAsLwen ayanTel, pekoMeHagyeTcs pa3pabotaTb JOKYMEHTUPOBaHHbIE NpoLeaypbl
NAaHUPOBaHWUA U NPOBeAEHUs ayAMTOB Ha MecTax B COOTBETCTBUM C PEKOMEHAaLMAMN HAaCTOALLErO cTaHaap-
Ta (cm. FTOCT P MCO 19011, pasgen 6, n FOCT P UICO/M3K 17021, pasgen 9).

7.6.1 UsBelieHne

PekomeHadyeTcA 3apaHee W3BECTUTb MPOBEPSEMYIO OpraHu3auuio O NpoBedeHUn ayauTa, ecnu 370
npeaycMOTPeHO perynupyoLmMmm TpebosaHuaMu.

Llenn nsseLleHus:

- paspaboTka cnocoboB obMeHa nHbopmaL el ¢ NpeacTaBnUTeNeM NPOBePSEMON opraHnsaLmu;

- noaTBepxXaeHWe, Npu HeoBXOANMOCTU, NMOMHOMOUMIA Ha NPoBeAeHWE ayanTa;

- 3anpoc HeobxoanMon NHopMaLUM No AOKYMEHTaLUM CMCTeMbl MEHeI)KMEHTa KadecTBa nposepsie-
MO opraHusauum.

MpoBeaeHve ayaunta 6e3 npeasapuTenbHOrO U3BELLEHNs MOXeT BbiTb He06X0AMMO, ecrn NpoBepsiemMas
opraHusaLus UMeeT Beckne OCHOBaHWs ANsi 6eCrnokoicTBa OTHOCUTENBHO BbIMOMHEHUS KOPPEKTUPYHOLLIMX
OeNCTBUIA UM COOTBETCTBUA perynmpyowum TpebosaHusim.

7.6.2 MNMoagroToBKa

OpraHusauun, nposoasillieid ayauTbl, pekoMeHAyeTcsl YCTaHOBUTL Lienu, obnacTs 1 Kputepun ayguta
(noapobHocTK CM. B 7.1) U HA3HAYUTL ayAMTOPCKYHO rpynny, BKIOYasi PyKOBOAUTENSA rpynnbl, ANa NpoBeaeHns
KOHKpPETHOro ayaura.

OpraHusaumun, NposodsLLen ayauTel, criedyeT Takke onpeaennTb BOSMOXHOCTL NPOBEAEHUSA AaHHOIO
ayguta (cm. FOCT P UICO 19011, nyHKT 6.2.3).

Mpy npoBeAeHUN COBMECTHOrO ayauTa BCe opraHusauuu, NpoBoasLIMe ayauThl, AOMKHbLI AOCTUYbL CO-
rnalleHus B onpeaeneHnun oTBETCTBEHHOCTUN KXol opraHnsauumM U 0Co6eHHO NONTHOMOYMUIA Ha3HaYeHHOro
PYKOBOAWUTENS ayaMUTOPCKOW rpynmbl.

7.6.2.1 MNpeaBapuTenbHbIA aHaNM3 CUCTEMbI MEHEDKMEHTA KadecTBa

Mpu paspaboTke NNaHa ayguTa pyKOBOAUTENb ayAUTOPCKOM rpynnbl MOXET BbINOMHUTL NPeaBapuTens-
HbIA aHanM3 AOKYMEHTUPOBaHHON CUCTEMbI MEHEMKMEHTA KaYecTBa NPOBEPSIEMOA opraHusaLmn, a UMeHHO
aHanua pykoBOACTBa MO KavyecTBY M MpUMEHseMbIX rpoleayp, Ha npeamMeT COOTBETCTBUS PErynmpyoLmMm
TpeboBaHuAM.

MpeasaputenbHLIA aHanMs pekoMeHayeTcs paccMaTpmBaTb kak YacTb ayauTa, OH OOSDKEH MOMOoYb B
onpeaeneHu BOSMOXHOCTU NpoBeAeHUs ayauTa.

Ecnu gaHHbIA aHanua BbISIBNSIET HECOOTBETCTBME CUCTEMbI MEHEXXMEeHTa KavyecTBa perynypyowmnm
TpeboBaHUAM, TO He pekOMeHAYyeTCs NPOoAoKaTb Pacxo4oBaTh pecypckl Ha NpoBeAeHWe ayauTta Ao Tex nop,
noka npobnembl He ByayT pelleHbl Tak, YToBbl 3TO YAOBMNETBOPUIIO OpraH13aLuio, NPOBOASLLYIO ayaUTbl.

7.6.2.2 MnaH ayauTa

Mpn HeobxogumocTM criegyeT paspaGoTaTb NfaH MNpoBeAeHWss ayauTa B COOTBETCTBUMM C
FOCT P MCO 19011, nyHkT 6.4.1. JaHHbIA NnaH gosmkeH crnocobcTBoBaTh pacnpeaeneHuio (ycTaHOBNeHUIo
ovepeHOCTN) U KOOPAUHUPOBAHWUIO BUAOB AesTeNbHOCTU Mo ayauTy. MNnaH npoBeaeHUs ayauta pekoMeHay-
eTcs AOBECTU [0 CBeAeHUs1 NPOBEpsSIeMO opraHn3aunn U cornacoBaTth C Hel — enaTemnbHO A0 NPUbbLITUA
ayaUTOPCKONM rpyrrbl Ha MecTo NpoBedeHns ayauTa.

PaspaboTaHHbli nnaH ayauta AomkeH ObiTb 4OCTATOYHO MMBKAM, AMNs TOro YTOGbI MOXXHO BbINO BHOCUTL
B Hero nsmeHeHus, ocobeHHo B CBA3M ¢ MHopMaLmein, cobpaHHOR B NpoLiecce ayamuTa, U pesynbTaTUBHO UC-
nonb3oBaTh UMetoLLMEeCH pecypchl.

Mnax ayauta gomkeH 6bITb OCHOBaH Ha obnacTv v Lensx ayauTa ¢ y4eTom:

- BuAa NpoBOAWMOro ayauTa;

- WHpopmaumn, NonyvYeHHOM Ha OCHOBe NpeABapUTENlbHOMC aHanmnaa oKyMeHTauumM CUCTEMbl MeHea-
XMeHTa KavyecTBa NpoBepPsieMO opraHn3saL/m, ecrun LenecoobpasHo, a B cryvae NpoBeAeHUs NoaTBepXaato-
Lero Unu cneunanbHoro ayauTa:
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- nHdopmauun, MONy4eHHON Npw NpoBedeHUN NpeablayLnx ayauToB CUCTEMbl MEHEeQKMeHTa
Ka4yecTBa;

- UMetoLlencs MOCTNPOU3BOACTBEHHOM HpopMaLIMN.

FOCT P 54882 coneput gononHnTenbHble BXoAHbIE AaHHbIe A4S paspaboTkv nnaHa ayauTa.

MnaH ayguta goskeH BKtoYaTh B cebs:

a) obnacTb 1 Uenu ayanTa;

b) kpuTepuu ayauta n Bce CCbINOYHbIE JOKYMEHTHI;

) naeHTudmKaLmio NpoBepSeMon opraHMsaunu;
d) maeHTudmMKaLuio YNeHOB ayauTOPCKON rpynnbl;
€) UHdOopMaLMIo 0 A3blke NPOBEAEHUS ayauTa,;

f) paty u MecTo(a) nposeaeHNs ayguTa:

1) ecnu npoBepsiemasi opraHusauuns UMeeT HECKObKO NPOU3BOACTBEHHbBIX NIOLWAaAoK B pasHblX
mMecTax Unu ayguT NpoBOANTCA Takxke Yy NocTaBLUMKa, TO 3TO JOIDKHO HAaWTU adeKkBaTHOe OTpaxeHue B nna-
He ayguTa;

2) cnegyeT MaeHTUULMPOBATL BCE BHELLHWE BUAbI AEATENbHOCTM, CBsI3aHHble ¢ 06MacTbio ayanTa;

g) vaeHTUUKaLno opraHnsaunoHHbIX/GyHKLMOHaNbHBIX NogpasgeneHin NnpoBepseMon opra-
HU3aLuu;

h) noeHTUdKUKaLMIO BbICLIErO PYKOBOACTBA NPOBEPAEMO OpraHusaLmn, OTBETCTBEHHOIO 3a ayauT;

i) npegnonaraemoe Bpemsi MPOBEAEHNS U MPOACIIKUTENBHOCTL KaXK40ro OCHOBHOO Bida AesTeNbHOC-
T NO ayauTy;

j) pacnucaHue npoBeaeHUs COBELLAHNIA, BKItoYaa Heobxoanmble exeaHeBHbIe OpUUHIM («NeTyukn» ),
C BbICLU/M PYKOBOACTBOM NPOBEPAEMON opraHusaLmn;

k) paccblfiky oT4eTa o NpoBeAeHUM ayauTa.

7.6.2.3 WU3smeHeHuWe nnaHa ayguta

B npouecce ayanta pykoBoauTenb ayaUTOPCKOM rpynnbl MOXET BHOCUTbL U3MEHEHUs B npeanucaHuns
ANa ayauTopoB W B NNaH ayauTa, Ana Toro Ytobbl obecneuntb onTUManbHoe AOCTWXKEHWe uenei ayauTa.
OpgHako npoBepsieMol opraHusauun cnegyeT UMeTb B BAAY, YTO B 3aBUCUMOCTY OT pe3ynbTaToB ayauTa nnaH
MOXeT GbITb U3MeHeH Ansi A0CTUKeHUs GonbLueit rMBKocTU Npu nccneaoBaHuK kaxkaon obnactu ayguta. Mpo-
BEepsieMyto opraHn3aLuio HeobXoAMMO NOCTaBUTb B U3BECTHOCTbL 00 M3MEHeHWsIX nnaHa.

Ecnu cTtaHOBUTCA O4eBUAHBIM, UTO LIeNN ayauTa HeAOCTUXKUMbI, TO PYKOBOAUTENHO ayAUTOPCKOW rpynnbl
crnegyeT coobWwmTe 00 3TOM hakTe U COOTBETCTBYIOLWMX NPUYUHAX KaK NPOBEPSEMON opraHusauuu, Tak 1
opraHusaLn, NpoBoasLLeit ayauT.

7.6.2.4 TpeanucaHus onsa ayaMTopckon rpynmbi

Kaxgomy uneHy ayanMTopcKon rpynnel criegyeT nopyunTb (NpeanucaTh) BuINOMHeHWe onpeaeneHHbIX 3a-
Aad, HanpuMmep npoBeAeHne ayanTa KOHKPETHBIX MOACUCTEM UMK NPOLIECCOB CUCTEMbl MeHePKMEHTa Kadec-
TBa. OTM npeanucaHusa AOIKHbI OblTb paspaboTaHbl pykoBoAMTENEM ayauTOpCKOW rpynnbl nocre
KOHCYMbTauMK € YfeHaMu rpynrbl U COOTBETCTBOBATb BO3MOXHOCTAM KaXK4oro ayauropa Kak TeXHUYEeCKoro
aKcnepTa.

7.6.2.5 Paboume JOKYMEHTHI

Paboune 0OKyMeHTbl AOMKHbI 6bITb MOArOTOBNEHbI PYyKOBOAUTENEM ayaAUTOPCKONM rpynnbl NPU NOMOo-
LM APYIUX YIIEHOB ayAMTOPCKOW rpynibl U B COOTBETCTBUM C NpoLleaypamun, paspaboTaHHEIMU B OpraHusa-
Lun, NnpoBoAsLUeid ayanTol. [laHHble AOKYMeHThbl criegyeT Takke paspabaTbiBaTb B COOTBETCTBUM C NIAHOM
ayaunta ansa obneryeHus cbopa 06 bEKTUBHBIX CBUAETENLCTB U COCTABNEHUS 3aKnNioYeHUs Mo peaynbTaTam
ayguTa.

Paboune goKyMeHTbl MOTYT BKMOYaTb B cebs:

- KOHTPOIbHbIE NIUCTLI, UCMOSb3yeMble OIS OLEHUBAHUSA COOTBETCTBUSA CUCTEMbI MEHEKMEHTa Kadec-
TBa NPOBEepPSEMO opraHM3aLu NPUMEHUMBIM perynmpylowmnm TpebosaHusam;

- bopMbl 41 OTYETa O NPOBEAESHUN ayaunTa;

- bopMbl A1 AOKYMEHTUPOBAHWS CBNAETENbCTB ayanTa ¢ Lienbio NpeAcTaBNeHns 3aKoYeHrs no pe-
3ynbTaTtam ayauTa.

Ob6pasupl pabounx JOKYMEHTOB pekoMeHayeTcsl peaoCcTaBNATb NPOBePSAEeMOoit opraHusaummn no Tpe6o-
BaHUIO.

Pa6Goune 4oKYMeHTbI 4oMKHbI BbITb paspaboTaHbl Tak, YToGbl OHW He HaKNaabiBanu orpaHUYeHUs Ha Bbl-
MonHeHWe AONOMHUTENbHBIX BUOOB AeATeNbHOCTU Mo ayauTy WK NpoBeAeHune nccrnefoBaHuin, Heobxoau-
MOCTb B KOTOPbIX MOXeT NOsIBUTLCS B pesynbTaTe c6opa MHopmaLum B npoLiecce ayavTa.

(e)
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7.6.3 MNMpoBeaeHue ayaura

7.6.3.1 lNMpeasaputensHoe cosellaHne

Lienu npeasaputensHOro CoBeLLaHus:

- 3HaKOMCTBO ayAUTOPCKOM rpynmbl C BbICLLIMM PYKOBOACTBOM NPOBEPSAEMOI OpraHU3aLum unu ¢ apyru-
MW NpeacTaBUTENSIMA 4aHHOW OpraHM3aLun, ecny 3To uenecoobpasHo;

- aHanus obnactu, Lenewn u KpuTepues ayauTa;

- KpaTKoe U3noxeHue npouecca ayauTta, BKIo4aa MeToabl 1 NpoLieaypbl, UCnonb3yemMble Npy nposege-
HUX ayauTa;

- noAaTeepXAeHne NnaHa ayamTa, pasbsiCHEHUE HeACHBIX NoAPOBHOCTEN AaHHOro NlaHa u nepecMoTp
nnaHa ayaurta, npu HeobxoauMocTy;

- noaTepxaeHue ouLManbHbIX KAHAMOB CBA3W MeXAy ayAuTOPCKOW rpynnoi U NnposepaeMoi opraHu-
3auuven, a TaKke si3blka NpoBeAeHUs ayanTa, KoHuaeHUManbHOCTU, xoaa ayauta u T. 4.;

- noATBepXAeHUe NpeaocTaBlieHUs! PECYPCOB U TeXHUYECKUX CpecTB, HEOBXoAUMbIX ayauTOPCKON
rpynne;

- NOATBepXAEHWUE BpeMeHU U AaTbl MPOBeAEHUA 3aKNH0HUTENbHOTO COBELLIAHNA U BCEX MPOMEXYTOUHBIX
coBeLlaHWin ayanMTOPCKOM rpynnbl U BbICLLEro pyKOBOACTBA NPOBEPAEMON opraHu3aunu;

- pasbsicCHeHWe OCHOBaHWA ANS BeAeHUs 3anucel, BbIBopoK, NpekpalleHns ayauTa, cBuaeTeNnbLCTB ay-
OnTa n oT4yeTa O HECOOTBETCTBUSX;

- noAaTsepxdeHue npoleayp no 6esonacHoCTU, NOBEAEHUIO B YpE3BbIYaNHBIX CUTYaLUUAX U OXpaHe ay-
OWUTOPCKON rpynnbl;

- noATBepxAdeHne 1 OCTUXKeHWe cornacus no kaHanaaTypam Habnogarenen, cTaxepos, Nepesogqn-
KOB 1 conpoBoxaatomx muy, (cm. FOCT P UCO 19011, nyHKT 6.5.1).

7.6.3.2 UccnegoaHue

AyauTopckas rpynna goskHa NpoBecTu uccnefoBaHne Ha MecTe NnposeAeHUs ayauTa, Ansa Toro Ytobbl:

- onpeaenqTb COOTBETCTBME AOKYMEHTUPOBAHHOW CUCTEMbl MeHeMKMeHTa kadecTsa NpoBepsaemMon
opraHusauunu perynupyrowmm TpebosaHuam;

- NoATBepAWTb BbINOSIHEHWe MpoLieayp, pa3paboTaHHbIX B NPOBEPAEMON opraHusaLuu;

- MOATBEPAUTL PesynbTaTUBHOCTL CUCTEMBI MEHEDKMEHTa Ka4ecTBa NPOBEpAEMO opraHusaLmu;

- HesameanuTenbHo MHOPMUPOBATL NPOBEPSIEMYIO OpraHu3aLuio 1, Npu HeobxoaMMOCTHN, COOTBET-
CTBYIOLLMIA perynMpyowwnid opraH o CyLecTBEHHBbIX pUckax (ans 6e3onacHOCTU oKpyatollei cpeabl, Lenen
perynMpoBaHns Unn KavecTea).

MpwumeyaHnune—Cneayer npmereys BHUMaHue pyKOBOAMTENS aygUTOPCKON rpynibl K npobnemam, nexawmm

BHe obnacTu ayguTa, ¢ Lenbio BOSMOXHOW Nepeaapecauum gaHHoli nHdopmaumm npoBepsieMor opraHusauuu. MpensiT-
CTBMS, BO3HWKLWME B NPOLEcce ayauta, MoryT notpeboBarTb M3MeHeHusi NnaHa ayaura.

CreneHb oxBaTa ayanTom

AyauTopckas rpynna gorkHa:

- MpoaHanuavMpoBaTb CUCTEMY MeHe)KMeHTa KayecTBa B YacTu, OTHOCsLLelcs k obnactn ayauTa, Ha
COOTBETCTBME Perynnpyrowmnm TpebosaHusm,

- ucnonb3oBaTb MeTod, onuncarHbln B FOCT P 54882, noapasgen 4.3;

- cdenaTtb criyvaiHyto BeIBOPKY AOKYMEHTOB M 3anuceil AnA aHanMa3a BCeX YPOBHel cucTeMbl MeHea-
XMeHTa Ka4yecTBa,;

- BblBpaTb NpMMepEI, OTPaxarwLme pUCKU, cBA3aHHbIe C NPEeAYCMOTPEHHBIM NMPUMEHEHNEM MeaULUH-
CKOro U3aernusi, CrIOKHOCTbIO TEXHOMOrUYECKUX NPOLIECCOB, UCMONb3YEMBIX NPU U3rOTOBIEHUM, HOMEHKNATY-
poi MedULMHCKUX U3AeNnuin, oxsaTbiBaeMbix obracTblio ayauTta, u cogepxailume niobyilo MMeroLyoca no
AaHHbBIM BONpocam NOCTNPOU3BOACTBEHHYIO MHOpMaLMIo;

- N3y4UTb BCe pesynbTaTbl ayauTa U OLEHUTb UX B KONIMYECTBEHHOM OTHOLLUEHUU, OCOBEHHO eCcrn OHU
OTHOCATCA K 6e30nacHOCTU NPOAYKUNN.

Ob6bekTnBHbIE CBUAETENLCTBA

O6beKkTUBHbIE CBMAETENLCTBA ayauTa pekoMeHayeTcsl cobupaTb NOCpeAcTBOM NpoBeAEHNs ONpoCcoB,
U3y4eHUs AOKYMEHTOB 1 BU3yanbHOro HabnoaeHUs BUAOB AeATeNbHOCTUA U YCMOBUIA UX BLINOMHEHWUS B NPOBe-
psiemMbIX 06nacTAX; AaHHblE CBUAETENLCTBA pekoMeHayeTcs BepudpuumpoBaTthb. JononHUTENbHBIMA UCTOYHK-
KaMn 06 bEKTUBHBIX CBMAETENLCTB MOrYT 6bITh CBOAHLIE AaHHbIe, 06pasLbl, 06paTHas cBa3b ¢ noTpebutenem
n BeB-caiThl.

TpeboBaHus kK METOgAM NPOBEeAEHUS ONPOCOB BKIOUYAOT B cebs:

- npoBeaeHue B pabovee BpeMsa onpoca COTPYAHUKOB;
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- €O3[aHune HenpuHyxaeHHon obcTaHOoBKM ANA onpallMBaemMoro;

- obbsCHeHWe Lenu onpoca;

-~ BbISICHEHWe Y onpaluMBaeMoro ero o6s3aHHOCTen 1 3afavy;

- OTKa3 OT WUCMOMb30BaHUs HaBOASALLNX BONPOCOB;

- UCMOmMb30BaHye OTKPbITLIX BONPOCOB;

- KpaTKoe U3MoXeHWe pesynbTaToB ayauTa i UX aHanus BMecTe C ofpaluMBaeMbiM;

- BblpaxeHue 6narogapHOCTU onpaluMBaeMoMy No 3aBepLUeHUU onpoca.

CobpaHHas ¢ NoMOLLbHo ONPOCoB MHGOPMaLWA MOXeT BbITb NpoBepeHa NocpeCcTBOM MoyYyeHns Aonosn-
HUTEMbLHOM MHOPMaLIUK U3 APYTUX HE3ABUCHMBIX UICTOYHUKOB, TAKUX KaK BU3yarbHoe HabnioaeHue, usmepeHns
1 3anucun. Ha ocHoBaHUM 3TUX 06 bEKTUBHBLIX CBMAETENLCTB AaHHbIEe ayauTa criegyeT NpoKOMMEHTUPOoBaTh Tam,
rAe BbisiBIIeHbI NMPU3HaKu HECOOTBETCTBUIA.

[anee o6beKTUBHbIE CBUAETENLCTBA MOrYT BbITh AOKYMEHTUPOBaHbLI NocpeAcTBOM cbopa Konuid AoKy-
MEHTOB UNK, Npu onpeaeneHHbIX obcTosaTenscTsax, dpotorpacduin. CobpaHHble nogobHbIM 0bpasom cauae-
TenbcTBa [AOSMKHblI ObiThb TLUATENbHO AOKYMEHTUpOBaHbI W MNOATBEPXAEHbl (3aBepeHbl) ayAUuToOpoM U
npoBepseMoli opraHvsaumnen.

Ayaut skntovaeT B cebsa cbop cBMaeTenLCTB 0 paspaboTke U NposeAeHUN NpoLeayp Ansa onpeaeneHns
COOTBETCTBUSA perynunpyowmnm TpebosaHnsm B OTHOLIEHUW MOCTNPOU3BOACTBEHHOW MHpopMaLmm (paccMoT-
peHune xanob) u, Npu HeobxoAMMOCTH, B OTHOLLEHWU NpoLecca pa3paboTku, BKIOYas aHanMs pucka u KnuHu-
Yyeckue uccneaoBaHus

[lokyMeHTbI Uru konuu, cobpaHHble ayauTopamu B npoLecce ayauTa, A0fKHbI BbITb 3aperucTpuposaHsl
1 noATBEpPXKAEHDI (3aBEpeHb!).

7.6.3.3 PesynbTathl ayguTa

Bce pesynbTathl ayauta pekoMeHayeTcs perMctpupoBaTtb. AyaUTOPCKON rpynne pekoMmeHayeTca npu
HeobxoaMmocTu cobupaTbes Ans obeyXaeHUs pesynbTaToB ayAuTa Ha COOTBETCTBYIOWMX dTanax ayauta.
Ecnu B xoae ayauTta BLISBSOTCH HECOOTBETCTBUSA, TO UX CrielyeT Kak MOXHO BbiCTpee npoaHannsnposaTb
COBMECTHO C NPOBEPSIEMOI OpraHusaLunei.

Mpu noaroToBKe K 3aKMHOYATENBHOMY COBELLaHWIO ayaAnTopcKas rpynna AomkHa npoaHanuaupoBaTh pe-
3ynbTaThl ayanTta U CBMAETENbCTBA ayanTa U CPaBHUTL UX C KPUTEPUAMA U LIeNSMU ayauTa.

Bce BbIsIBNEHHbIE HECOOTBETCTBUA AOMKHBI BbIThb:

- 3anucaHbl YeTKO U KpaTKo;

- noakpenseHbl 06 bEKTUBHBIMUA CBUAETENLCTBAMU;

- COOTHECEHbl C KOHKPeTHbIMU TpeboBaHNAMN, KOTopble He BbINn YO0BNEeTBOPEHbDI;

- MAEHTNULMPOBAHBI KaK 3HauYMTeNbHbIE UMW Mano3HauuTenbHbIe.

Mprmepamu pesynbTaToB ayauTa, KOTopble MOMYT BblTb NAEHTUMULMPOBAHDBI Kak 3Ha4YUTeNbHbIe HeCo-
OTBETCTBUSA, ABNSAIOTCS:

- HEeCOOTBETCTBME NMPVMEHUMbIM perynmpyrowmnm TpeboBaHusM K cuctemMaM MeHeaXMeHTa KavecTsa
(Hanpumep, OTCYTCTBME CUCTEMBI PACCMOTPEHUS anob nnm cuctemel obydeHus);

- HeBbIMOMHEHWE NPUMEHUMBIX PErYIMPYIOLLUMX TPeBOBaHWA K cMCTeMaM MeHe)KMeHTa KayecTsa;

- 6onbLIoe YNCII0 MaNo3HAYUTENbHBIX HECOOTBETCTBUIN KOHKPETHBIM Perynimpyowmnm TpeGoBaHnam K
cucTeMam MeHeXXMeHTa kayecTBa;

- HEeBbINOMHEHNE COOTBETCTBYOLLMX KOPPEKLMIA /NN KOPPEKTUPYIOLLUMX EACTBUA Nocre obHapyxeHus
CBMAETeNbLCTB 0 AedhekTax NpoayKLMKU NPy N3yHeHUM NoCTNPOM3BOACTBEHHON MHbopMaLmu;

- HeBbIMOMHEHVEe COOTBETCTBYOLMX Npedynpexjatowmnx AeNcTBUA nocne o6HapyXeHna cBMaeTeNbLCTB
0 BO3MOXHBIX AedpeKTax NpogyKuumn npy nsydeHnm nocTnpou3BoACTBEHHON MHbopMaLImu;

- BbINYCK B Mpoday NpoayKumn, NpeacTasnsiiolen puck ana nauMeHToB U/unm nonb3osaTenen npu ee
MPUMEHEHNW COrfacHO UMEeLLENCA MapKUPOBKE;

- Hanuyve NpoayKuuW, SIBHO HE COOTBETCTBYIOLLEN cneLndukalnam nsroToBUTENs U/Mnn perynupyo-
WM TpebosaHuaM;

- NOBTOPHOE BbISIBNEHNE HECOOTBETCTBUIA, OOHapY>KeHHBIX B XoA4e npedblayLlwx ayauTos.

7.6.3.4 3akntoyeHue no pesynbTatam aygnta

Mpu NoAroToBKe K 3aKNoYUTENbHOMY COBELLaHUI0 ayAUTOPCKON rpynne crnegyeT cobpaTthes Ha coBella-
HWe, Ans TOro YTobbI:

- OLeHUTb COOTBETCTBNE CUCTEMbI MEHEKMEHTa KaYecTBa U3roTOBUTENS KpuTepusam ayauta. Hanuive
0OHOro UM HECKOSbKUX 3HAYUTEbHBIX HECOOTBETCTBUI CUCTEMbI MEHEKMEHTa KauecTBa yKasbiBaeT Ha To,
YTO CMCTEMa MeHeXXMeHTa KayecTBa U3roTOBUTENS He COOTBETCTBYET perynmpyrowmum TpeGoBaHUaM;
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- onpegennTb pesynbTaTUBHOCTb BHEAPEHUS CUCTEMbI MEHEQKMEHTA KaveCcTBa;

- MPWIATY K cornatleHuto no NoBoay HeCOOTBETCTBUIA, ECMIN TaKoBLIE UMEHOTCS, U BblipaboTaTb 3aKnoye-
HWe Mo pesynbTaTtam ayauTa;

- BblpaboTartb, Mpn He06X0AUMOCTH, PeKOMeHAaLMM ANA NPOBEPAEMO OpraHM3aLm Mo Yiy4LleHuto ee
CUCTEMbl MEHe)KMeHTa Ka4yecTBa;

- NoATBepAuTb MOMHOTY OXBaTa ayanuTom obnactv v uenein ayauTa,

- onpeaenuTb NoTpeBHOCTL B AanbHerWmnX ayguTax.

7.6.3.5 3aknwouuTtensHoe cosellaHue

Mo 3aBepLUeHNN ayanTa ayaMTOPCKOM rpynne pekomeHayeTcs NpoBecTu odurumnansHoe coBeLlanme nog
npeaceaaTenbCTBOM PYKOBOAUTENS @yAUTOPCKON rpynbl COBMECTHO C BbICLUMM PYKOBOACTBOM MPOBEpsieMOi
opraHvsaunu 1 npurnaweHHbIMA AaHHbIM PYKOBOACTBOM COTpyAHUKamMn. CriMcoK NpurialeHHbIX CoTpyaHU-
KOB pekoMeHayeTcs 3apernctpuposaTthb. [[NaBHOR Lenbio AaHHOro cobpaHus ABnsieTCA npeactaBnieHue pe-
3ynbTaToB ayauTa BbICLUEMY PYKOBOACTBY C TeM, Y4ToBbl pe3ynbTaTbl ayauta Obinv NOHATHI U NPU3HaHbI.
O6HapyXeHHble HeCOOTBETCTBUSA PEKOMEHAYETCA 3aperncTprpoBaTh B MMCbMEHHON hopme.

PykosoaunTtento ayantopckon rpynmel creayeTt NpeacTaBuTh 3akioueHne ayanuTopcKon rpynnbl B OTHO-
LUEeHUN COOTBETCTBUS CUCTEMBI MEHEI)KMEHTA KaYecTBa perynupyowmm TpeboBaHnam 1 pesynbTaTuBHOCTU
CMCTEMbl MEHeXKMeHTa KayecTBa No OCTUXKEHUIO Lenei B 06racTu kayecTsa.

Mpun pacxoxaeHn MHeHUA OTHOCUTENbHO Pe3yNbTaToB M 3aKIIIOYeHUs1 NO pesynbTaTtaM ayaura peko-
MeHAYeTCS, N0 BO3MOXHOCTU, paspelinTb BOSHUKLWINE NpoTuBOpeyms. Bce HepelueHHble Npo6embl AOMKHBI
6bITb AOKYMEHTUPOBAHbI.

PekomeHayeTCsl yCTaHOBUTL COrNacoBaHHYO0 AaTy NpeAocTaBleHusl opraHu3auumn, NpoBogsilein ayam-
Thl, NNIaHa KOPPEKTUPYIOLMX U NpeaynpexaaoLmnx AeNCTBUA, He0BX0AMMOro AN paspelleHust uaeHTUULM-
POBaHHbIX HECOOTBETCTBUI U BO3MOXKHbBIX NPOBAEM € y4eTOM X 3HAYUMOCTU U KpUTUYHOCTU. Mpun NpoBeaeHUmn
KOPPEeKLUUM 1IN KOppeKTUpYoWero AeNCTBUA A0 3aKMIOYUTENLHOMO CoBeLlaHUs AaHHoe OEWACTBUE AODKHO
6bITb ObULMaNbHO MOATBEPKAEHO U AOKYMEHTUPOBAHO.

7.6.4 OTuyeT 0 NpoBeAeHNU ayauTa

7.6.4.1 lMogroToBka oT4eTa 0 NpoBeAeHUN ayauTa

OTy4eT 0 NpoBeaeHUU ayauTa AomkeH BbiTb NOAroTOBNEH B NUCLMEHHOI hopMe Nocre Kaxaoro ayauta
¢ Lenbto obecrneyeHns opraHusaumein, NpoBoasiLLei ayanTbl, TOCTOSIHHON perucTpauuneil CBUAeTENLCTB ayau-
Ta, a Takke obecneyeHnsa N3roToBUTENsA MHopmaLmeit, ABNSAIOLWEAC OCHOBaHUEM ANs NPoBeAEHUs Koppek-
TUPYIOLMX 1 Npeaynpexaarwmx AenCTBUA.

PykoBoauTens ayaMTopckom rpynnbl HeceT OTBETCTBEHHOCTb 3a NOAroTOBKY, coAepXaHne, TOYHOCTb U
MOMHOTY OTYeTa O NPOBEeAEHUN ayauTa.

7.6.4.2 CopepxaHue oT4yeTa 0 NPOBEAEeHUM ayauTa

OT4eT 0 nNpoBeaeHUN ayanTa AOKEH TOYHO OoTpaxaTb cogepxaHue ayanta. OH gomkeH 6biTb 4aTMpo-
BaH W NnoAnuncaH pykoBoauTenem ayauTopcKow rpynnbl U ApYruMnA YfieHaMu ayauTopcKoi rpynnbl, eCii TaKoBO
TpeboBaHue opraHusauum, Nposoaswein ayantel. OTYET 0 NPOBEAEHUN ayanTa AOMMKEH, Kak MUHUMYM, BKITHO-
yaTb B cebsi Unu codepkaTb CChINKM Ha cneaytoLee:

a) obnacTb 1 Lenu ayauTa, BKIoYas paccMaTpuBaeMble B X04e ayauTa npouecchl U rpynnbl Usgenuiz;

b) nogpobHbIi NnaH ayauTa, uaeHTUbMKaLmo YNeHoB ayAnTOPCKOW rpynnbl 1 NpeacTaButens(en) npo-
BEPSIEMON opraHusaLni, Bpemsl NpoBeAeHUs! ayanTa, MAeHTUdKaUMo NpoBEPAEMON OpraHn3aLnm;

C) MaeHTUMDMKALMIO KpUTEPUEB ayanTa, B COOTBETCTBUN € KOTOpbIMU ObIN NpoBeaeH ayauT;

d) pesynbTaTbl ayauTa C KpaTKuM U3NOXEHNEM MnpoLecca ayauTa, B TOM YACTe BCEX BCTPEYEHHbIX Npe-
NATCTBUIA, KOTOPbIE MOIMN MOCTaBUTb NOA Yrpo3y HAAEXHOCTb pe3ynbTaToB 1 3aKMYeHWA Mo pesynbTatam
ayguTa;

€) Bce BUAbl AeSATENbHOCTA, HE OXBaYeHHbIE ayAUTOM, HO OTHOCcsLMecs K obractu ayauTa;

f) noeHTUdUKaLMIO HECOOTBETCTBUIA, B TOM YKCHIE:

1) nogpoBHOCTM O KaXXOOM HECOOTBETCTBUY;

2) KpWUTepuu ayamTa UM KOHKpeTHbIE perynupyolime TpeboBaHusl, K HEBBIMOMHEHUIO KOTOPBIX OTHO-
CUTCA AaHHOe HeCOOTBETCTBME;

3) oTHOCWUTENbHYO BaXKHOCTL HECOOTBETCTBUS C YYETOM NMPUMEHUMOTO perynvpytowero TpebosaHus;

4) paTty npegocTaBneHus nnaHa HeobXo4MMbIX KOPPEKTUPYIOWNX AeACTBUIA;

g) pesynbTaTMBHOCTb CUCTEMbI MEHEMKMEHTA KavecTBa B AOCTWKEHWN Lienel B obracTu KavyecTsa;

h) noapoBHOCTM BCEX KOPPEKLIMIA MM KOPPEKTUPYIOLLNX ASNCTBUN, HeOOX0ANMEIX B CBA3U C pesynbTa-
Tamu ayguTa;
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i) pekoMeHAaUUM opraHusaLmMun, NPOBOAMBLLEN ayauT, MO AanbHellwen AeATeNbHOCTH, BKIoYas KaneH-
AapHblii rpadvk NnpoBeaeHns pabor;

j) 3akntouveHua no pesynbTtatam ayaura.

Bce HeyperynMpoBaHHble pacXoXOEeHWA BO MHEHUSIX Mexay ayOQuTOPCKOW rpymnon U npoBepsiemMoi
opraHusaLmneil AomKHbI BbITb OTpaXeHbl B oT4YeTe. MoaTBepkaeHne HECOOTBETCTBUI 1 pekoMeHaaunu1, npea-
nucaHHble ayaMTOPCKOM rpynromn B OTHOLLIEHUW nepeyducneHunin f), g), i), 4ormKkHbl BbiTb Kak MOXHO ckopee JoBe-
[AeHbl opraHusauuein, NpoBoAvBLLEA ayauT, 40 CBEAEHNA U3roToBUTENsA W/Unn NpoBepsemMoin opraHusasnm.

Ona obecnevyeHns koHpuaeHUManNbHOCTU cnedyeT MaeHTUDULMPOBaTbL B OTYETE NPOM3BOACTBEHHbIE
ceKkpeThbl (KoOMMEepPYECKyIo TalHy) 1 UHPOPMaLIUIO, ABNSIOLLYOCA COBCTBEHHOCTbIO (UPMbI.

MpumMmeyaHune—bonee nogpobHoe pykOBOACTBO MO NOArOTOBKE OTYETa O NMPOBEAEHUM ayauTa Ha CoOoTBe-
TCTBME perynupytowmum Tpeboeannam npusegeHo B FOCT P 54881.

7.6.4.3 Paccbinka oTyeTa 0 NpoBeAeHUN ayauTa

OTy4eT 0 nposeAeHUN ayauTa AOMKeH BbITb AaTMPOBaH, NpoaHanMaMpoBaH U oduLmnansHo ogobpeH B
COOTBETCTBMM C MpoLedypamn opraHusaunn, NpoBoasillen ayanThbl.

OpraHnzauus, npoBoAsLuas ayanTtel, AOMKHa Kak MOXHO BbicTpee nepefaTb Wiu caenaTtb A0CTYMHBLIM
oTyYeT 0 NPOoBeAeHUU ayauTa U3roTOBUTENIO U/ NPOBEPSEeMOli opraH1M3aLMyM B OTOBOPEHHBIN Nepuoa Bpe-
MEHM.

OT4eT 0 NpoBeAeHUN ayanTa A0KeH ObITb N30aH Kak MOXHC GbICTpee B OroBOPEeHHbIN Nnepuoa Bpeme-
HW. Ecnn oT4eT He MoxXeT BbITb 134aH B AaHHbIA Nepuoa, TO 0 NPUYMHAaX 3aaepXkku cneayeT uHdopMuposaTb
N3roTOBUTENS U/ MPOBEPSAEMYIO OpraHM3aLntio 1 NepecMoTpeTb AaTy U3AaHUs, eCrv 3TO paspeLleHo pery-
MUPYIOLLMMU MOSNIOKEHUSAMU MOIUTUKN OpraHusaLmi, NposoaaLlen ayauThl.

7.6.5 3aBeplueHue ayauTta

AyauT cumMTaeTcs 3aBepLUeHHbIM, eCNi BCe BUALI AeATENbHOCTU, NepeyrcieHHble B NilaHe ayanTa, Bbl-
MOSMHEHbI, U OKOHYaTEMbHBIA OTYET O MPoBeASHUU ayauTa nepeaaH U3roToBUTENIO W/UIU NpoBepsieMon opra-
HU3aUUN.

7.6.6 XpaHeHue 3anucein no ayauty

[oKyMeHTbl, UMetoLLIie OTHOLUEHWUE K ayauTy, crneayeT COXpaHsATb UMW YHUHMTOXaTb B 3aBUCUMOCTU OT CO-
rnaweHus Mexay y4acTBYHOLLMMNU CTOPOHaMK U B COOTBETCTBUM C NPUMEHUMBIMA NpoLieaypaMu nporpam-
Mbl ayanTa, a Takke JOroBOpHbLIMU, 3aKoHodaTeNbHBIMA U perynupyowmnMmn TpebosaHusaMn.

7.7 CooTBeTCTBUE AOKYMEHTaLUM Nno aygury

JokyMeHTauuo, MMEIOLLYIO OTHOLLEHUE K K2XKAOMY ayauTy, cneayeT nogaepxusaTtb B paboveM cocTos-
HWW B COOTBETCTBUM C MPUMEHUMBIMU PETYNIPYIOLLMMN TPeBOBaHNAMM ¢ TeM, 4TOObI OHa Bbina 4OCTaTOUHOWN:

- ANs AeMOHCTPaLMK BLINOMHEHUS NPpOrpaMMbl ayauTa 1 BkroYana B cebsa 3anncu, oTHOCALLMECS K KOH-
KpeTHbIM ayauTam, NpoBepsieMbIM opraHu3aLusM, pesynbTaTtam aHanuaa nporpaMmbl ayauTa u CoTpyaHUKaM,
MPOBOAMBLUMM ayauT;

- obecnevyeHns Haanexawlein uHcgopMaLum, UCMONb3YEeMON NPU HEOBXOAUMOCTN COOTBETCTBYHOLMMU
PErynupyroLMMA opraHamm ¢ LieMnbio CaHKLUMOHMPOBAaHUA BbINycka NPOAYKUMU UK NpoBeAeHUA Nocnenpo-
JaXHoro HabnoaeHus:;

- obecneyeHns NPocnexmBaeMocT U NPEeMCTBEHHOCTU YCNELWHO NPOBeAeHHbIX ayauToB OAHON 1 TON
e CUCTEeMbl MEHEAXXMEHTa KayecTBa;

- obecrneyeHns OCHOBaHWA ANs KOPPEKTUPYIOLWMX U nNpeaynpexaalowmx AeUcTBUiA U BO3MOXHOCTEN
ynyJlleHnst AesTeNbHOCTU NPOBEPSIEMOI OpraHU3aLnm, ecnu 3To OCyLECTBUMO.

7.8 Mocnepywolime BUALI AEATENHLHOCTH

3akrroueHue rno pesynbTaTam ayauta MoOXeT NMPoAEeMOHCTPUPOBaTh HEOBXOAMMOCTL B NpoBeAeHNN Kop-
PEKLNA, KOPPEKTUPYIOLWNX 1 NpeaynpeXxaalolmx 4eNCTBUN U AeATEeNbHOCTA MO YNyYLEeHWo, €CN 3TO OCy-
LWecTBUMO. PelleHue 0 NpoBeAeHNN TakuX 4eNCTBUI OObIMHO NPUHUMAET U BLIMOSHSAET N3roToBUTENb nnn
nposepsieMas opraHMsaLms B OrOBOPeHHbIA B JOroBope nepuoa BpEMEeHU U He paccMaTpuUBaeTcsl Kak 4acTb
ayauTa. CtaTtyc AaHHbIX AeNCTBUIA KOHTPOMPYET U3roTOBUTENb WK NpoBepsieMast opraHn3auus.

OpraHusauusi, npoBoauBLLASA ayauT, 40IDKHA aHaNM3nMpoBaTh BCE 3asiBNEHHbIE KOPPEKLMN, KOPPEKTUPY-
toLwne 1 npegynpexaarow e gectaus. MNposedeHne n pesynbTaTUBHOCTb KOPPEKTUPYIOLUX AENCTBUA HEOB-
xogumo sepudnLmpoBaTs. 3Ta BepudmrKaLumnsa MOXeT BbiTb YacTbio Nocneaylowero ayauTa.

YneHamu ayauTopcKon rpynnbl MoxeT ObiTb paszpaboTaHa nporpamMmma nocriegyowmx ayantos. B Takux
cnyyasix Heo6xoanMMo NoaaepPXKMBaTbL HE3aBUCUMOCTb MOCMEAYOWUX ayAUTOB.
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Mpwunoxenne OA
(o6a3aTenbHoOe)

CpaBHeHMe CTPYKTYPbl HACTOALLEro cTaHaapTa co CTPYKTYPON AOKYMEHTa
GHTF/SG4/N28R4:2008 «PykoBoacTBO No ayAUTy CUCTEM MeHeXKMeHTa
KayecTBa U3roToBuTenen MeaMLIMHCKUX U3AENUINA Ha COOTBETCTBUE
perynupyowinm Tpe6oBaHusamM. YacTb 1. O6wme TpeGoBaHUs»

Tabnwunua OAA

Homep pasgena HacTosiLero cTaHaapTa

Homep pasgena pokymenta GHTF

0 BeegeHue

1.0 Beegehnue

1 O6nacTb NPYMeHeHus

2.0 O6nactb NPUMEHeHUs

3.0 Uenum

4.0 ObocHoBaHue

2 HopmaTumBHbIE CChINKK

5.0 HopmaTmBHbIE CCbINKM

3 TepMuHbI U onpeaeneHnst

6.0 OnpepeneHus

4 O6wwe TpeboBaHUsi K OpraHu3auusim,
NPOBOASALLMM ayauThl

7.0 Obwme TpeboBaHus Kk OpraHN3auusiM,
NPOBOASALLMM ayauUTbl

5 MeHemKMeHT

8.0 MeHemKMeHT

6 Pecypcbl

9.0 Pecypcel

7 lNpouecc ayguta

10.0 Mpouecc ayamTa

MpwumedaHune—lNpunoxeHnss HACTOALWErO CTaHAAPTa COOTBETCTBYIOT NPUIOXeHUsIM gokymeHta GHTF.
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Mpwvnoxenwve Ob
(obsa3aTenHoe)

TeKCT usMeHeHHbIX CTPYKTYPHbLIX 31IeMEeHTOB HacTosLWero craHaapTa
u pokymeHta GHTF/SG4/N28R4:2008 «PykoBOoACTBO NO ayaAUTY CUCTEM
MeHepKMeHTa KauyecTBa U3roToBuTene MeQUUUHCKUX U3aenum
Ha COOTBeTCTBME perynupylowum TpeboBaHuam. HYactb 1. O6wme TpeGoBaHua»

1) Tekct pasgenos 3.0 u 4.0, ucknioyeHHbix 3 gokymeHta GHTF/SG4/N28R4:2008 «PykoBoACTBO MO ayauTy CUC-
TEM MEHEMKMEHTa KaqyecTBa W3rOTOBUTENEW MEeQULMHCKUX U3ZENUIA HA COOTBETCTBUE PErynupylowmm TpeboBaHusIM.
Yactb 1. O6wme TpeboBaHusy, Tak kak Helenecoobpa3Ho BKITloYaTh JaHHbIe pa3gensl B HaLMOoHarnbHbIW cTaHAapT B CBSI-
3 c TpeboBaHMAMKM K CTPYKType HauuoHanbHOro craHgapta Poccuiickon ®egepaumu, yCTaHOBMEHHLIMM B
FOCT P 1.0—2004, a TaKke B CBA3M C TEM, 4YTO cogepxaHne AaHHbIX pasgenos aybnupyeTcs cogepXXaHuem BBEAEHUS U
pasgena 1 «O6nactb NPUMEHEHNA» HACTOSILLEro cTaHaapTa.

3.0 Uenn

Llenu HacToswero AoKyMeHTa:

- rapmonusaums n paspaboTtka pykoBoACTBa No ayauTy CUCTEM MEHe)KMEHTa KavyecTBa U3roToBUTENen MeauumH-
CKUX n3genum;

- MOMOLLb OPraHn3aumam, NPOBOASILLUM ayanThl, B pa3paboTke npoueayp NpoBeAeHUs ayaNTOB;

- OKasaHue NoMOoLLYW ayauTopaM U NPoBePsieMbIM OpraHM3aumsimM B NOAroToeke, o6ecnevueHnn NpoBeAEHUs ayAUTOB
W pearmpoBaHuu Ha ayauTel.

4.0 O6ocHOBaHue

Hacrosawmn goKyMeHT nomoraeT 4OCTUYb COMMacoBaHHOCTY B NPOBEAEHUN ayAUTOB CUCTEM MEHE)KMEHTA Kavec-
TBa U3roTOoBUTENEN MEAULMHCKUX M3AENWNIA, YTO BaXKHO A1 FAPMOHM3aLMn U B3aUMHOIO NPU3HaHWS pe3ynbTaToB ayauToB.

2) OpurvHanbHbIi TEKCT M3MEHEHHbIX TEPMUHONOIMYECKNX cTaTen gokymeHTa GHTF/SG4/N28R4:2008 «Pykosoa-
CTBO N0 ayauTy CUCTEM MEHEMKMEHTA KauecTBa U3roToOBUTENEH MeAULIMHCKUX 3Aenui Ha COOTBETCTBUE PETYNIUPYIOLLUM
TpeboBaHusim. Yactb 1. Obwue TpeboBaHua»

TepmyHonoruyeckue ctatem 3.1, 3.15, 3.17 nameHeHsl B CBsi3n ¢ TpeboBannem FOCT P 1.5—2004 onpenensatb Tep-
MWH OgHMM Npeanoxenvem. MNo3ToMy oCcTanbHOW TEKCT TEPMUHOMNOMMYECKOW CTaThy BhligeneH B npumMevanune. TekcT Tep-
MUWHOMOIMYeckon ctaten 3.1 Takke NpUBeAeH B COOTBETCTBUE ¢ TekeTom TOCT P MCO 9000—2008, rge paHHbIN TEPMUH
ctaHgapTn3oBaH. COOTBETCTBEHHO CChINKA HA TEPMUHONOIMYECKUIA cTaHaapT nameHeHa Ha FOCT P MCO 9000.

3.1 ayawuT (audit): Cuctematnyeckvii, He3aBUCUMBIN, JOKYMEHTUPOBAaHHLIN NPOLECC NONyYeHNs 3anucel, Nanoxe-
HUA PakToB (06 BEKTUBHBIX CBMAETENBCTR) UMM APYrOV COOTBETCTBYIOWEN MHOPMaLMKN U OO BLEKTMBHOIO MX OLEHMBaHWS C
Lienblo onpegenexHusi CTerneHn BoINONHEHUS] YCTaHOBMEHHbIX TpeboBaHui (3aumcteoBaHo n3 MICO 17000; nogpasgen 4.4).

B KOHTEKCTe HacTOSEro AOKYMEHTa «ayguT» 03HAYaeT «ayauT CUCTEMbl MEHEPKMEHTA KayecTBa NpoBepsieMOon
opraHu3aumm gnsi yCTaHOBMeHWs ee CnoCoBHOCTU K NoAAepKaHM 0 OTHOCSILLIMXCS K ayauTy perynmpyowmx Tpe6oBanHmniy.

3.15 HecooTBeTcTBME (Nonconformity): HeBeinonHeHne TpeGoBaHms (3anmcTBoBaHo M3 MCO 9000; nyHKT 3.6.2).

Ons 06o3HaveHns1 TOro e NOHATUS MOryT BbITb UCMOMNB30BaHbLI APYIMe TEPMUHLI (Hanpumep, «HecobrniogeHvey,
«HeAoCTaToOuYHOE BbINOMHEHUE).

3.17 cnctema meHepxmeHTa KavecTBa (quality management system): OpraHusaumoHHas CTpykTypa, dyHKUMK,
npoueaypsbl, NPoLEecch U pecypchl, Heobxoaumble Ans BHeAPeHWs MeHeJKMeHTa KauecTBa. B HacTosILeM AOKyMeHTe
BHEAPEHUe MeHeXXMeHTa KadecTBa BKIlovaeT B cebsi paspaboTky u nogaepxaHve B paboveM COCTOSIHUM CUCTEMbI Me-
HeMKMEHTa KadecTea.

Mpumeyvanune—B NCO 9000, nyHkT 3.2.3, cuctema MeHepKMEHTa KavyecTBa ONpPedensieTcs kak «cuctema
MeHeKMeHTa ANnsi pyKOBOACTBA U yNpaBreHus opraHnaaymer NpuMeHNTENbHO K KauecTBY».
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Mpuvnoxenve OB
(cnpaBo4HOe)

CBefeHMA 0 COOTBETCTBUU CCbINOYHbIX HaLMOHaNbHbIX cTaHaapToB
Poccuitckon tbe.qepau,uu MeXayHapoaHbIM CTaHOgapTaM, NICNONb30BaHHbIM
B KavecTBe CCbINMOYHbIX B NPUMEeHeHHOM AOKYMeHTe

Ta6nuua OB.1

O603HavYeHne CCbINOYHOro

. . CreneHb 0O603Ha4YeHMe 1 HAUMEHOBAHWE CCbINTOYHOTO MEXAYHAPOOHOTro

HaumoHaneHoro craHgapta Poccunckon

COOTBETCTBUA cTaHgapTa
depepaumu

FOCT P MUCO 9000—2008 IDT MCO 9000:2008 «CwucteMbl MeHemMKMeHTa KadecTBa.
OCHOBHbI€ MONOXEHUSA N COBapb»

FOCT P UCO 13485—2004 IDT MNCO 13485:2003 «3genus megnumHckue. Cuctembl me-
HegXXMeHTa kadecTBa. TpeboBaHusi Ansi Lenew perynupoea-
HUSI»

FOCT P MCO/M3K 17021—2008 IDT MCO/M3K 17021:2006 «OueHka cooTBeTCcTBMA. Tpebo-
BaHWs K OpraHam, NpoBOAALWLMM ayauT U cepTUdrKaumnio cmc-
TEM MEHEXKMEHTa»

FOCT P UCO 19011—2003 IDT MCO 19011:2002 «PykoBogsume ykasaHusi No ayguty
CUCTEM MEHEKMEHTA Ka4eCcTBa N/MIM CUCTEM SKOIOMMYECKO-
ro MeHepKMEHTa»

FOCT P 54882—2011 MOD GHTF/SG4/N30R20:2006 «PykoBoacTBo no ayguty cuc-
TEM MEHEIKMEHTa KadecTBa W3rOTOBUTENEN MEAVLMHCKMX
M3genuii Ha COOTBETCTBME pPErynupylowmum TpeGoBaHusM.
Yactb 2. CTparerns ayguta»

FOCT P 54881—2011 MOD GHTF/SG4/N30R20:2006 «PykoBOoACTBO MO ayauTy CUC-

TeM MeHeKMeHTa KayecTBa W3roToBUTENeW MeauLUHCKMX
m3genuii Ha COOTBETCTBME perynupylowmum TpeboBaHusM.
YacTe 3. OT4eT 0 MpoBegeHnn aygutar

BETCTBUS CTAHOAPTOB:
- IDT — naeHTUYHbIN CTaH4apT;

- MOD — moauchunumpoBaHHbIN cTaHAapT.

MpwumMmedaHn e — B HacToAwel Tabnvue ncnonb3oBaHbl crieayowme yernoBHble 0603HauYeHns CTeNeHn CooT-
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KntoueBble crioBa: ayauT Ha COOTBETCTBUE PEryiUpyoLLMM TpeboBaHWsAM, cUCTEMA MEHeXKMEHTa Ka4vecTBa,
n3roToBuTesnb, MeanunHckoe ngenne
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