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[lpeagucnoBue

Llenn n npuHumnel ctaHgapTusaunm B Poccnnckon ®eaepaun yctaHoBneHbl PeaepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-93 «O TexHNYECKOM perynmpoBaHuny», a npasuna npuMmeHeH1sa HaunoHanbHbIX
ctaHaapTtoB Poccumnckon ®egepaunn — OCT P 1.0—2004 «CtaHgapTusaumsa B Poccumnckon Pegepann.
OCHOBHbIE MONOXEHUA»

CBeaeHUA o cTaHpapTe

1 NMOANrOTOBJIEH 3akpbiTbiM akuymoHepHbiM obuwecteoMm «MEOUTECT» Ha ocHoOBe cOOCTBEHHOro
ayTEeHTUYHOro NepeBoda Ha PYyCCKMM A3bIK JOKYMEHTA, yKasaHHOro B NyHKTe 4

2 BHECEH TexHun4veckum komuteToM no ctaHgaptusaumm TK 436 «YnpaBneHne ka4ecTBOM MeaULNH-
CKUX n3gennumn»

3 YTBEPXOEH W BBEOEH B AEWNCTBUE [pukaszom deaepansHOro areHTCTea no TeXHNYECKOMY
perynmupoBaHuto U metponorin ot 28 ceHTaops 2011 . Ne 352-cT

4 HacTtodawun ctaHgapT asnsgetca MoandpuuMpoBaHHbIM MO OTHOLWLEHUIO K pyKOBOAALLEMY OOKYMEHTY
Llenesoi rpynnel no rmobansHon rapmoHusaumn (Global Harmonization Task Force — GHTF) «PykoBoacteo
Nno ayguTty CUCTEM MeHedXKMeHTa KadecTBa N3roToBUTenen MeauuMHCKNX U3aennin Ha COOTBETCTBUE perynumpy-
lowmm TpeboBaHmam. Yactb 1. Obwme TpeboBaHusa» (GHTF/SG4/N28R4:2008 «Guidelines for regulatory
auditing of quality management systems of medical device manufacturers — Part 1: General requirements»)
nyTeM U3MEHEeHUA ero CTPYKTYPLI, a Takke NnyTeM U3MeHeHUa cogepXaHna oTaenbHbIX CTRPYKTYPHBIX 3N1eMeH-
TOB (TepMuHonorundecknx craren 3.1, 3.15, 3.17), Kotopble BbiaeneHbl BePTUKANbHON NMMHUEN, PaCnONOXKeH-
HOW cneBa OT TekcTta. [lpn aToM uckntodeHbl pasgensl 3 «Uenb» n 4 «Ob6ocHoBaHME» MPUMEHEHHOro
OpPUrMHaNbLHOMO ACKYMEHTA, KOTOpble HelenecoobpasHo NpUMEHsTb B HaUMOHaNbLHOM CTaHOapTe B CBA3U C
TPebOBaHUSIMUA K CTPYKTYpe HauuoHanbHoro crtaHgapta Poccunckon Pegepauunn, yCTaHOBMEHHBIMUA B
[OCT P 1.0—2004, a TakKe B CBA3N C TEM, YTO COAEPKaHMe AaHHbIX pa3aenoB AyonupyeTcs coaepXaHnem
BBeaeHus n pasgena 1 «ObnacTtb npumMeHeHunst». CpaBHEHNE CTPYKTYPbI HACTOALLEro cTaHaapTa co CTPYKTY-
POW YKa3aHHOIo OpUrMHanbHOro JoKyMmeHTa npueegeHo B AOMONMHUTENBHOM npunoxeHun JA.

OpUrMHanbHbIM TEKCT ayTeHTUYHOro nepeBoda U3MEHEHHBIX CTPYKTYPHBLIX SNEeMEeHTOB NMPUMEHEHHOro
nokymeHta GHTF n obbsacHeHne Nnpru4nH BHECEHUSI TEXHUYECKUX OTKITOHEHUA NPpUBEAEHbI B AONONMHUTENBHOM
npunoxeHunn Ab.

[1on NnpuMeHeHUn HacTodllero ctTaHgapTta pekoMeHAYeTCcqa UCNoNb30BaTb BMECTO CChINTOYHBIX MeXayHa-
POAHBIX (pernoHanbHbIX) CTaHO4apPTOB COOTBETCTBYIOLWME UM HaLMOHaNbHble cTaHaapTel Poccunckon ®egepa-
LN, cBeAEeHNSA O KOTOPbIX NpuBeaeHsbl B AONONMHUTENbLHOM npunoXedun B

5 BBEAEH BI'NEPBbIE

VIHgbopMmauus ob UMeHeHUsIX K HacmosuwieMy cmaHoapmy rnybrukyemcs 8 eke200H0 u30asaeMoOM UH-
opMalyUOHHOM yKazamerne «HalyuoHarnbHbIe cmaHoapmabl», @ mekcm U3MeHeHUU U NMorpasoKk — 8 eXXeMe-
CSYHO U30asaeMbix UHpOpMalUOHHbLIX yKalamernsix «HaluuoHanbHbie cmaHoapmbi». B cnydyae rnepecmompa
(3aMeHbl) U ommMeHbl Hacmosuw,e2o cmaHoapma coomeemcemesyroujee yeseoomrieHue byoem onybriukoeaHo
8 eXXeMEeCSYHO U30asaeMoM UHpOPpMalUOHHOM yKa3amerne «HauuoHanbHbie cmaHOapmabi». Coomeemcemay-
rouast UHgbopmMmauus, yeeooMiieHue U meKkcmal pa3Meujaromcess makxe 8 UH¢bopmMayluoHHoOU cucmeme obujezao
rof1b308aHUs — Ha oguyuansHoM calime PedepalibHo20 azeHmemaea o MmexHU4YeCcKoMy peaynupoeaHuro U
Memporio2uu 8 cemu VMIHmepHem

© CtaHgaptuHdopm, 2012

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

NokymeHT «PykoBOACTBO NO ayguTy cCUCTEM MeHeQKMeHTa KayecTBa U3roToBUTenen MmeauLMHCKUX U3-
aennn Ha CoOOTBETCTBUE perynupyrowinum tpeboBaHuam. Hactb 1. Obuwiune TpeboBaHuA» paspabdboTtaH Lleneson
rpynnon no rnodansHon rapmoHusaumn (GHTF) — 0obpoBonbHBIM COODLLECTBOM, COCTOSILLIMM N3 NpeacTaBu-
Teneun perynupyroLlmx opraHos MeauuMHCKOU NPOMbILLNEHHOCTN.

HacTodawmn ctTaHagapT ABNSIETCA PYKOBOACTBOM ANS perynupyoLlnx opraHoB U opraHusauum, npoBoas-
LLIMX ayanTbl CUCTEM MeHe)KMeHTa KauyecTBa N3roToBUTenen MmegmuUnHCKUX n3gennmm Ha ocHOBE NPOLECCHOTo
noaxoaa K TpedboBaHUAM CUCTEMbI MEHEXKMEHTA KavecTBa.

BkntovyeHune TpeboBaHUN K CUCTEME MEHEKMEHTa KadecTBa, cos3gaHHon Ha base MCO 13485, B Tpebo-
BaHUSA PErynupylowmx AoKyMeHTOB (Qanee — perynupytowne TpeboBaHusa), NpUMeHseMble K U3roTOBUTENSIM
MeOULIMHCKNX N3aenni, No3BONSET pa3spaboTaTb MexaHWU3Mbl, CNOCODCTBYIOLLME NpoLeccy rnodbansHon rap-
MOHM3aLNN.

[TpnmeyaHune— B KOHTEKCTE HACTOSILLErNO CTaHaapTa «ayanT» O3HAYaeT «ayauT Ha COOTBETCTBUE PEryrnnpy-
IOLWMM TPEOOBAHNAMY .

[TpMeHeHne HacTodlero ctaHgapTa obecnevnBaeT cneayowne npenmyLllectTsa nauneHTam/nonb3o-
BaTeNnaAM, perynmpylowmm opraHam, opraHmusaunam, NpoBoasLwmMm ayanuTel, UM NpoBepsAeMbIM OpraHu3aLnam:

- BbICOKYIO CTEeNeHb rapaHTu Hage>XHOCTU U pe3ynbTaTUBHOIO PYHKUMOHMPOBAHUA MeaULMHCKMX n3ae-
nin (Nnpn HeodbxoaMMOCTUM NPOBOANUTCS TEXHUYECKOE OLEHNUBAHME);

- He3aBUCUMOe, 0OBbEeKTUBHOE, HadeXHoe oueHMBaHUe Ha COOTBETCTBME TpeboBaHUSIM CUCTEMbI Me-
HeXKMeHTa KayecTBa U3roTOBUTENI;

- YOOBNEeTBOpUTENbHLIE pe3ynbTaThl ayguta ABNAKTCA CBUAETENLCTBOM (UM ero 4YacTbio) COOTBET-
CTBUS CUCTEMBbI MEHEPKMEHTA Ka4eCcTBa U3rOTOBUTENS PETYMPYIOLLMM TPpeDbOBaHUAM, YTO HeobxoamMmMo ans
BbIXo4a Ha PbIHOK.

AyauT cCUCTEMbl MeHePKMEeHTa KadecTBa U3roToBUTENA MeaAULUUHCKUX N3aenn MOXeT ABNATLCA TONbKO
YacTbio Npoueaypbl OUEHKN COOTBETCTBUA.

IV
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HAUUWOHAINBbHBIN CTAHOAPT POCCUUNCKOU OEOEPALUMN

PYKOBOAOCTBO NO AYAUTY
CUCTEM MEHE)XXMEHTA KAYECTBA U3rOTOBUTENNIEUM MEOULUUHCKUX USOENUA
HA COOTBETCTBUE PEINYIUPYIOLLULUM TPEBOBAHUAM

acTtpr 1

Ob6uwue TpeboBaHuA

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

IlaTta BBegeHnsa — 2013—01—01

1 ObnacTtb NpUMeHeHus

HacTosdwuin ctaHgapT ABNSEeTCA PYKOBOACTBOM 4118 OpraHusalnin, NpoBoasLLnUX ayauThl 1 OTBETCTBEH-
HbIX 3a pa3paboTKy, NnaHMpoBaHKe, NpoBeaeHNe U AOKYMEHTUPOBaHNE ayauTOB CUCTEM MEeHePKMEHTa Ka-
4yecTBa W3roToBUTENEN MeaUMUMHCKUX m3aenuin. HacToawmin ctaHaapT oxBaTbiBaeT TakKe CBA3aHHbIe ¢
ayauTomMm TpeboBaHNA Mo NPOBEPKE BLINMONMHEHUA KOPPEKLIUA, KOPPEKTUPYIOLLIMX 1 npeaynpexjatowmx aen-
CTBUN, AEATENBHOCTU NO YYYLIEHNIO, eCNK 3TO NpuMeHumo. Kpome Toro, HacTosAWwMA cTaHaapT yCcTaHaBMBa-
eT KpUTepunm KOMMEeTEeHTHOCTU, KOTOPbIM JOMMKHa COOTBETCTBOBAaTb ayaAUTOopCKas rpynna.

2 HopMaTuBHbIE CCbINKN

B HacTosLem CTaHOdapTe UCMOJ1Ib30BdHblI HOPMAaTUBHbBIE CCbIJ1IKW Ha Cl1ieAyroWnMe CTanAdpThbl.

[OCT P 54881—2011 PykosoOdcmeo ro ayoumy cucmem MeHEOXMEHMa Kadecmea uszomosumerneu
MeOUUUHCKUX U30enul Ha coomeemcemaeue peaynupyrouwum mpebogaHusm. Yacme 3. Omyem o rnposeoeHuUU
ayouma (GHTF/SG4/N33R16:2007, MOD)

[OCT P 54882—2011 PykosoOocmeo rio ayoumy cucmeMm MeHeOXXMeHma Kavyecmsea us2omosumerneu
MeOUUUHCKUX U30enul Ha coomeemcmaeaue peaynupyrouwum mpebogarHusm. Yacme 2. Cmpameaus ayouma
(GHTF/SG4/N30RZ20:2006, MOD)

[OCT P NCO 9000—2008 CucmeMbi MeHeOxMeHmMa Kadecmea. OCHOBHbLIE rMOMIOXEHUS U criogapk
(MCO 9000:2008, IDT)

[OCT P NCO 13485—2004 UN3oenus meouyuHckue. CucmemMbi MEHEOXMEHMa Kadecmea. Cucmem-
Hble mpeboeaHust Ons yeneu peaynuposarus (MCO 13485:2003, IDT)

[OCT P NUCO/M3K 17021—2008 OueHka coomeemcmaeaus. TpebogaHus K opzaaHaM, poeoossuiumM
ayoum u cepmucbukauuro cucmem meHeoxmeHma (MCO/M3K 17021:2006, IDT)

FOCT P NCO 19011—2003 Pykoesodsuiue yKasaHus 1o ayoumy cucmemMm MeHeOXMeHMa Kadecmea
LU/unu cucmem aKosio2udecko20 mMmeHeoxmeHma (MCQO 19011:2002, 1DT)

[1pumeyaHue—[lpu nonb3osaHuu HacMoAWUM crmaHéapmom yernecoobpasHo riposepums oelicmeue cchi-
JIOYHBIX cmaHOlapmoa 8 UHbopMayUuoOHHOU cucmeme obuwea20 rnonb3o08aHus — Ha ocbuyuanbHom catime QedeparibHO20
azeHmemea ro MexHU4YeCcKoMy peaynupogaHur U Memponoauu 8 cemu VIHmMepHem unu rio exxeao00H0 u3dasaeMomMy LH-
cbopmayUoHHOMY yKkasamerto « HayuoHarnbsHbie crmaHoapmsbiy», KOmopbit oriybnukoeaH rio COCMOosAHUK0 Ha 1 aH8aps meky-
uiez20 200a, U rio coomeemcemaeayiouwUM exxeMecayHo usdasaeMbiM UHPOPMaUUOHHBLIM yKaszameram, orlybrnukoeaHHbIM 8
mekyuwem 200y. Ecnu cebinoyHbili cmaHOapm 3aMeHeH (U3MEHEH), Mo rpu riofb308aHUU HACMOAWLUM crmaHOapmomMm crie-
dyem pyKosodcmeogsambCH 3aMeHSWUM (U3MEeHEeHHbIM) craHOapmom. Ecnu cebinoynbitl crmaHéapm ommeHeH bes 3a-
MEHbI, MO [10I0XKEeHUE, 8 KOMOPOM 0aHa CChiflka Ha Hea0, MpUMEHSemcs 8 yacmu, He 3ampazausarouell amy CChIfKy.

U3pgaHne odbvumanbHoe
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3 TepMUHbI N onpegeneHus

B HacTosLlemM cTaHgapTe NpUMeHeHbl cnegyoLe TEPpMUHbI C COOTBETCTBYOLMMI onpeaeneHNaMin:

3.1 ayauT (npoBepka) (audit): CuctemMaTniyecknn, He3aBUCUMbIA N OOKYMEHTUPOBAHHbLINA NPOLIECC MOo-
Nny4vyeHns cBUAETENbCTB ayauTa M OOLEKTUBHOMO UX OLEHUBaHUS C LeNbio YCTaHOBNEHUA CTerneHM BbINMoNTHEHUS
cornacoBaHHLIX KpuTepues ayauTa (3aumMmcteoBaHo 3 fOCT P MCO 9000; nyHkT 3.9.1).

[TpnMeyaHune—B KOHTEeKCTE HACTOSIWEro cTaHgapTa «ayauT» 03Ha4vaeT «ayauT CUCTEMbl MEHEXKMEHTA Ka-
4YeCTBa NPOBEPAEMON OPraHn3aunm ans yCTaHOBMNEHUS €€ COCOBHOCTU K NOAAEPHKAHNIO OTHOCSLLMXCH K ayauTy perynm-
PYOWMX TpeboBaHNN Y.

3.2 Kputepumn ayauta (audit criteria): COBOKYNHOCTb NONUTUKU, npoLeayp unn tTpeboBaHnn, KOTOPbIE
MPUMEHAOT B Buae cchlNoK (3ammcteoBaHo U3 FOCT P ACO 9000; nyHKT 3.9.3).

[TpumeyvyaHnne—Kputepun ayaguta UCNONb3yT A4S CONOCTaBlEHMSs C HUMW CBUAOETENLCTB ayauta
(cm. FOCT P NCO 9000; nyHkT 3.9.4).

3.3 cBUgeTenbcTBO ayauTta (audit evidence): 3anucu, nanoxeHne akTtoB U1 apyraa MHopmMaL s,

KOTOPLIE CBA3aHblI C KPUTEPUSAMK ayauTa U MOryT ObITb NpoBepeHbl (3anmcteoBaHo 3 FOCT P MCO 9000;
TYHKT 3.9.4).

[TpumeyaHune— CBMAETENBCTBO ayanuTa MOXeET ObITb KQYECTBEHHbBIM U/UINN KONTMYECTBEHHbBIM U UCTIONb3YeT-
Csl ANs AokalaTenbcTBa HabnogeHnn ayaura.

3.4 HabnwaeHua (BbiBoAabl) ayauTa (audit findings): Peaynestathl oUueHUMBaHUA CODpaHHbIX CBUAOE-
TENbCTB ayauTa Ha COOTBETCTBUE KpuTepuam ayauTta (3ammcteoBaHo s FrOCT P ACO 9000; nyHKT 3.9.5).

[ PUMEYAHWNE— HEI6J’IPO,EI,EHMFI ayiuta MOIyT yKadblBaTb Ha COOTBETCTBUE UITU HECOOTBETCTBUE KPUTEPUAM
ayauTta Uit Ha BOSMOXHOCTU YITYHLWLEHUNHA.

3.5 A3bIk ayauTa (audit language): A3sbik(K), 0ObIMHO UCNONb3yeMbIn(blie) And obLWweHNs Unu obMmeHa NH-
bopmaumen mexay nepcoHarnom rnpoBepaemMon opraHmsauim n aygutopamMu.

3.6 nporpamma aygutoB (audit program): COBOKYMNHOCTb OQHOMC NN HECKOMbKUX ayaUTOB, 3an1aHUpo-
BaHHbIX HA KOHKPETHbLIW Nepunoa BpeMeH U HanpaBfeHHbIX Ha AOCTUXKEeHUe KOHKPETHOM Lienun (3auMMCTBOBAHO
ns FrOCT P /1CO 9000; nyHKT 3.9.2).

[TpnmeyaHwune—Illporpamma ayauToB BKOYaET B cebsl BCIO AeATENbHOCTb, HEODXOANMMYLO AN NNAaHUPOBa-
HUS, OpraHn3auum 1 NpoBeaeHus1 ayauTos.

3.7 npoBepsiemasi opraHusauua (auditee): OpraHmnsauns, cnctema MeHeKMeHTa Ka4yecTBa KOTOPON
noABepraeTcsa NPoBepKe Ha COOTBETCTBME PErynupyroLlmnmMm TpedoBaHnam, npeabaBnseMbiM K MeauLNHCKNAM
n3genmam. Takon opraHusaumen MoXeT ObiTb U3roTOBUTENb W/ MNN NOCTaBLUUK MeaNLIMHCKNX N3aennin.

[Tpumevanune—BTOCT P /CO 9000, nyHKT 3.9.8, npoBepsiemMmas opraHu3auuns onpegerneHa Kak «opraHuaa-
LMs, NOABEPraroLasca aygnty».

3.8 opraHusauus, npopogawada ayauTtbl (auditing organization): OpraH, npegHasHa4YeHHbIX A4 NPo-
BeEHUA ayanTOB Ha Dase KOHKPETHbLIX PEryNMPYOLLIMX AOKYMEHTOB U B COOTBETCTBUM C NMOCTABNEHHBLIMU 3a4a-
Yyamu.

3.9 ayautop (auditor): Jlnuo, obnagarllee Heobxoanmon Keanndukaumuen U KOMNEeTeHTHOCTbIO AN
npoBeaeHusa aygmTa U KOHKPEeTHbIX YacTel gaHHOro aygmTta 1 aensaolleecd CoTpyAHMKOM opraHusaunmy, npo-
BOOSLLEN ayauThl, NMMOO YNONMHOMOYEHHOE AaHHOW opraHusaunen Ha npoBeaeHne ayaura.

[Tpumevanune—BTOCTPUCO 9000, nyHKT 3.9.9, ayantop onpeaerneH Kak «nmuo, NpogeMOHCTPUPOBaBLLEES
CBOW NNYHbIE Ka4YecTBa 1 obnagatwlee KOMNETEHTHOCTLIO AN NPOBEAEHUS ayanuTay.

3.10 cobnraeHue (perynupytowinx TpebosaHni) (compliance): CooTBeTCTBUE perynmpyrowmm Tpebdo-
BaHUAM.

3.11 cooTBeTcTBME (conformity): BeinonHeHne TpeboBaHua (3amMmcteoBaHo s FOCT P MCO 9000;
MYHKT 3.6.1).

3.12 yctaHaBnuBaTtb (establish). OnpegenaTte (ydpexgatb), AOKYMEHTUpOoBaTb (B NUCbMEHHOU U
3NEeKTPOHHOU hopMe) N BHEeOPATD.
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[TpunmedaHue— Hacroawee onpegeneHne otnnyaetcd ot npumeHeHHoro B fOCT P UCO 13486 («onpeae-
NsTb, paspabartbiBaTbh»), rAe He NpuBeaeHo odhmumnanbHoE onpeaeneHne JaHHOro TEPMMHA U ero NPUMEHEHNE HOCUT Me-
Hee OUPEKTUBHBLIN XapaKTep.

3.13 pykoBoauTenb ayguTopckKou rpynnel (lead auditor): Ayautop, HasHa4YeHHbIU PYKOBOAUTL ayau-
TOM (3aumcTteoBaHO U3 FOCT P ACO 9000; nyHKT 3.9.10, npumeyaHue 1).

3.14 wnsroroButenb (manufacturer): Pusnyeckoe nnn ropngndeckoe NNLO, OTBETCTBEHHOE 3a NPOEKTU-
pOBaHWE, N3rOTOBIIEHNE, YNaKoBbIBAHWE WU/UIMTN MapKUpoBaHWe MeWLMHCKOro U3genns, YCTaHOBKY/MOHTaX
AN MogudpmnkaLno MeanumMHCKOro nsgenns nepeq BBegeHnemM ero B obpatleHme nnm BBOAOM B 3KcCnyaTa-
LINKO, HE3AaBUCUMO OT TOrO, BbIMOMHSAET N 3TU onepaLuun BblLLeYNoOMAHYTOe NULO UITN TPETbA CTOPOHA OT ero
MMEHN.

[TpunmeyaHune— B HEeKOTOPbIX MEXAYHAPOAHO MNPU3HAHHbBIX CTaHAAPTax U PEKOMEHAAUUSAX N0 ayanTy NPonu-
caHa onpegeneHHas OTBETCTBEHHOCTb KIMEHTA (Hanpumep, MdU3nYeckoe Unu 1pnanveckoe nuuo, KOTopoe 3akasbiBaeT
U MMEEeT NONHOMOYMS HA 3aKa3 ayauTta). ITa OTBETCTBEHHOCTb OCHOBaHa Ha TOM, YTO rMaBHbIMW MONMHOMOYUSMU NPW
ayaute obnagaeT KNWEHT Kak nnartenbLlmUK 1 OCHOBHOW NOTpebuTens yenyr no ayauty. B HacTosiwem ctaHgapTe TePMUH
«KITMEHT» HE MPUMEHSIETCH U CHUTAETCH, YTO OCHOBHbIMU MONMTHOMOYUSIMUY NO ayaAUTY U3FOTOBUTENEN MEANLUMHCKUX N3ae-
nun obnagaert opraHm3aumsi, NPOBOASILLLAA ayaunT.

3.15 HecooTBeTcTBUE (Nnonconformity): HesBbInonHeHKe TpeboBaHus (3anmcteoBaHo U3 fOCT P UCO
9000; nyHKT 3.6.2).

[TpumeyaHune—[Ona obo3HaueHUs1 TOro e NOHATUSA MOIyT BbiTb NPUMEHEHbBI APYIrMe TEPMUHbLI (HANnpumMep,
«HecobnoaeHmne», «kHeJOCTaTOYHOE BbIMONTHEHUEY ).

3.16 06BeKTUBHOE cBUAETENbCTBO (Objective evidence): BepudnunpoBaHHblie CBEAEHUSA UMK 3aNUCH,
OTHOCHALLMECS K KAYeCTBY n3aenms Unm ycnyrm nmdo K Hann4uo Unm BeINONHEHUIO TpeboBaHUNA CUCTEMBI Me-
HeKMEHTa Ka4yeCcTBa M OCHOBAaHHbLIE Ha BU3yanbHOM HabntogeHUn, UsamepeHmnim, UCnblTaHUU UNU ApYTrnMxX MeTo-
nax.

[MTpumevanne—BTOCT P HCO 3000, nyHKT 3.8.1, 0OBbEKTUBHOE CBUAETENBCTBO ONPeAeneHo Kak «daHHble,
noaTBepXaatowme Hann4vme nnm NCTUHHOCTb Yero-nnboy.

3.17 cuctema MeHePDKMeHTa KadecTBa (quality management system): OpraHnsaumoHHas CTPYKTypa,
byHKLUN, NpoLeaypbl, NPOLUECcChl N pecypckl, Heobxoanmele AN BHEAPEHUA MEHEXKMEHTa KavyecTBa.

[TpumevaHnus

1 B HacTosAwem ctaHaapTe BHEAPEHME MEHEKMEHTA KaduecTBa BKNoYvaeT B cebs pa3paboTky n noagepxaHue B
pabo4vyem COCTOAHUN CUCTEMbI MEHEMKMEHTA Ka4veCcTBa.

2 BIOCT P U/CO 9000, nyHKT 3.2.3, cuctema MeHePKMEeHTa KavecTBa onpeaerneHa Kak « cuctema MeHepKMmeHTa
ONA PYKOBOACTBA U YNpaBlieHNA opraHm3aumnen NpUuMeHNTENbHO K KAYeCTBY».

3.18 ayauT Ha coOTBeTCTBMUE perynupyrLwmm TpedoBaHuaM (regulatory audit): Ayaut cuctembl me-
HeDKMeHTa KayecTBa C Leflbio AeMOHCTPaUUM ee COOTBETCTBUA Perynmpyowmm TpeboBaHUAM.

[TpunmeyaHune—B HacTosIWEM CTaHAAPTE «ayguT» 03HA4YaeT «ayauT Ha COOTBETCTBUE PEryIIMPYIOLLUM Tpe-
DOBaAHUSMY.

3.19 nocTtaBLWUK (supplier): OpraHusauna Unm nuue, npeaoctasnsaowme npoaykumio (3aMMcTBOBaHO U3
[OCT P ACO 9000, nyHKT 3.3.0).

4 OOwme TpeOOBaAHNA K OpraHM3aunam, NnpoBoaALLMM ayauThbl

Obwme NpuHUKUNLIL, NPUMEHUMBIE K OpraHn3aumsaM, NPOBOAALLIMM ayauThl, BKOYaOT B cebsi: becrnpuc-

TPACTHOCTb, KOMMNETEHTHOCTb, OTBETCTBEHHOCTb, OTKPLITOCTb, KOH(PMAEHLUMANBHOCTb N afeKBaTHOe pearupo-
BaHMe Ha xanobbl (cm. FTOCT P UCO/M3K 17021, pasaen 4).

4.1 KOpunanyeckasa oTBeTCTBEHHOCTb

OpraHnsauusa, npoBodsallas ayauThbl, JOIMKHA OblTb opuLmanbHO 3aperucTpupoBaHHOM opraHMsaumen
NN YacTbio TAKOBOW, C TEM YTODbLI OHa MOrf1a HECTU IPUANYECKYHO OTBETCTBEHHOCTb 3a BCE BUAbI CBOEN Je-
ATeNbHOCTU. [ocygapcTBEHHas opraHM3auusa, NpoBodsaLas ayanThl, CHATAETCA OPUONYECKAM JTIULOM B CUNY
CBOEro rocygapcteeHHoro cratyca. OpraHusauusa, npoBoaaillas ayauTbl, 4o/MKHA HECTU OTBETCTBEHHOCTL 3a
CBOW peLleHus.
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4.2 HezaBUCUMOCTb U BecnpUCTPacCTHOCTb

OpraHusauust, NnpoBoasilasl ayauTbl, U BXoAsiLLMEe B Hee ayauTopkl U 3KCNepThl A0MMKHbI ObITh Becrnpuc-
TPACTHbI U CBOOOAHBLI OT 00SA3AaTENLCTB U BMUSIHWA, KOTOPbIE MOTYT BO3AEWNCTBOBATL HA MX OOBLEKTUBHOCTL, B
0COOEHHOCTM OHWM HEe AOMKHbI ObITh:

- BOBJIEYEHbl B NMPOEKTUPOBAHNE, N3FOTOBMEHNE, MApPKETUHI, MOHTaX (YCTAHOBKY), obCnyXnBaHue Unu
NOCTaBKY U3Oennn Tex KaTeropun, Ha KOTopble pacnpocTpaHAaoTCa ayauThl;

- BOBJIeYeHbl B pa3paboTky, cosgaHue, BHeaApeHne nnn nogaepxaHue B pabovyem cCoCTOAHUM CUCTEM Me-
He)XMeHTa Ka4vyecTBa, Ha KOTopble pacnpocTpaHATCA ayauThl;

- BOBJI€YEHbI B KOHCYNLTUPOBaHUE MO BONpPocamM paspaboTKku, co3gaHusd, BHeAPEHUSA UM NnoaaepXaHust
B pabovyeM COCTOAHUN CUCTEMBI MEHEIKMEHTA KavyeCcTBa NPOoBEpPAEeMbIX opraHu3aLui;

- MONMHOMOYHLIMUM NpeacTaBUTENAMU UIFOTOBUTENA.

Ha He3aBUCUMOCTb 3KCMNEPTHLIX OLEHOK MOXKET BIUATDL:

- ayguTop, UMerLWmn ouHaHCOBbIE MHTepecCk! B NMpoBepsaAeMoun opraH1usaumm (Hanpumep, akumm gaHHOoU
opraHusauumn) Mnm aBnALWLNACA KOHKYPEHTOM AaHHOW opraHmnsaunun;

- ayauTop, ABNSIIOWMNACA B AAaHHBIA MOMEHT HAaeMHbIM PabOTHUKOM U3rOTOBUTENSI MEAULMHCKUX N30e-
NN — NPoBePAeMOUN opraHn3aLUmm;

- ayguTop, asnaowmnncsa (MnNn HegaBHO ABNABLUMNCA) COTPYAHUKOM UCccneaoBaTenbckoro Unm meguumH-
CKOTO yupeXXaeHus UNM KOHCYNeTaHTOM, UMEeoLLIMM KOMMepYe CKUA KOHTPAaKT (M Apyron MHTepec) C U3roTOBU-
TenemM(AmMun) aHanorndHbIX N3gernmn.

BceMm pusnyveckum 1 ropuanvyecknm nuuam, BOBNeYeHHbIM B ayauT, criegayeT yBaxkaTb UM noagepXmMBaTh
HE3aBUCUMOCTb N BEeCnpPpUCTPaCcTHOCTb ayaUTOpPOB.

BecnpuctpacTHOCTL OpraHmM3aunun, NPoBoAsLEN ayauThl, a Takke NMpUBNevYeHHbIX K ayauTy ayauTopoB K
OKCMNEepPTOB AOMMKHa ObITb YCTAHOBNEHA U AOKYMEHTUPOBAaHA.

4.2.1 MeHe)XMeHT 6ecnpUCTpacTHOCTH

[na goctuxkeHna uenen ayamTos opraHusauud, nposogsuiada ayauTel, A0MKHA MAEHTUPULNPOBaTL, aHa-
NA3NPOBaTb N AOKYMEHTUPOBATb BO3SMOXHLIE KOHMMUKTEI UHTepecoB. Hanuiune poacTBeHHbIX (MU Apyrux)
CBA3EN N OTHOLLUEHMN He 0bs3aTeNbHO NPUBOANT K KOHPNUKTY MHTEPECOB C opraHu3aLen, NpoBoasaLlen ayan-
Thl. OQHaKo ecnun Kakne-nmbdo OTHOLUIEHUSA (CBA3W) SIBMAKOTCS Yrpo3on DecnpucTtpacTHOCTU, TO opraHnsaums,
npoBoAALWaa ayguThel, 40IMKHA AOKYMEHTUPOBAaTbL M YMETb NMpoAeMOHCTPUPOBaTh, Kak YMeHbLUTbL U MUHN-
MW3UPOBATb JaHHYIO YIpo3y. 3Ta AeMOHCTpaLUusa AoMmMKHa oTpaXaTbk BCe BO3SMOXKHbIE MCTOYHUKA MOAEHTURULLA-
POBAHHBLIX KOHPMUKTOB MHTEPECOB HE3ABUCUMO OT TOro, NpoUcTeKaeT N YNOMSAHYThIN KOHM(IUKT MHTEPECOB
N3 0eATENbHOCTU OpraHusaLnmn, NpoBoadaLen ayanuTbl, NN N3 AeATENBHOCTU APYIMX NULL, OPraHoB UM OpraHu-
sauun (cm. FOCT P UCO/M3K 17021, nogpasaen 5.2).

4.3 KoHtdunageHumnanbHoOCTb, 00ycrnoBrieHHasa npodeccUoHanbHbIMU U 3TUMECKUMM
NPUHLMNAMMW

Heobxoanmo coxXpaHsTb KOHUAEHLUNANBHOCTbL BCEX AOKYMEHTOB U MHOpMaL MK, NOMYyYEHHbIX B CBSI3U
C npoBegeHmnem ayauta. JaHHble AOKYMEHTbI M HopMaLMs HE MOTYT ObITb PACKPbITbl HUKAKOW ApYron CTOpO-
He ©e3 YeTKO BbIpa)XeHHOro paspelleHns NPOBEPSEMON opraH3aLnm, ecn NPoTUBONONOXKHOE He SIBNAETCH
perynupyoLwmnm TpedboBaHnemM.

Ha npoTaXeHun BCero ayguta rpynne no ayguTy cnegyeT pyKOBOACTBOBATLCA TaKMMUM NpodpeccnoHanb-
HbIMUW NMPUHLMNAMWN, KaK OCMOTPUTENBHOCTb U 3a4paBbli CMbICI, 8 MEHEO)KMEHT OCHOBHbLIX BUAOB AEATENbHOC-
TV NPOBOAUTL B COOTBETCTBUM C YCTAHOBNEHHBbIMN B HOPMAaTUBHbLIX AOKYMEHTaX 3TUYECKUMU NMPUHLIUNaAMMA.

4.3.1 MeHeg)XMeHT KOHpbUAeHLUNANBbHOCTW

OpraHusauma, nposoasdwas ayauTbl, A0MKHA paspaboTaTb NONUTUKY U MONOXEHUA MO COXPaHEeHUIo Ha
BCEX YPOBHSIX KOHUAeHUMaNsHOCTU MHOpMaL MK, NonyvYeHHOU Unn cosgaHHoW npu NpoBeaeHU ayauTos,
BKNtoYast MHQopMaLUIO, OTHOCALLYHOCS K KOMUTETaM M BHELIHUM OpraHmnsaumsiMm Unn K 4esiTeENbHOCTU, OCYLLe-
CTBNAEeMON PU3INYECKUM NTULLIOM MO NMOPYYHEHUIo opraHmnsaLun.

4.4 MatepuanbHble 3aTpaTbl U (PUHAHCUPOBaHUe

HerocygapcTBeHHasi opraHusauus, npoBoasaLLas ayanTbl, JOMKHA UMETb COOTBETCTBYHOLLME BO3MOXHOCTI
(HanNpumMmep, cTpaxoBble UK hUHAHCOBLIE pe3epBbl) ANs NOKPLITUS MaTepuarnbHbIX 3aTpaT B Xo4e ee AeAaTellb-
HOCTWU. HerocynapcTBeHHas opraHusaums, npoBoaswas aygutbl, A0iPKHA ObiTb cnocobHa NPoaeMOHCTPUPO-
BaTb, 4YTO KOMMepudeckoe, puUHaHCoBOe wWnM nwoboe aApyroe AaBneHUe He MOXET TMOBNUATbL Ha ee
becnpucTtpactHocTb (cM. FTOCT P UCO/M3K 17021, nogpasnen 5.3).
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5 MeHeOXMeHT

5.1 TpebGoBaHUA K CTPYKTYpe

OpraHusauusa, npoBoadwas ayauTthbl, JOIPKHa JOKYMEHTUPOBAaTb CBOK CTPYKTYPY, AEMOHCTPUPYS pac-
npegeneHue obsisaHHOCTEN, OTBETCTBEHHOCTU U NONMHOMOYMA cpein BICLLEro pyKOBOACTBA N APYINX COTPYA-
HUKOB, a Takke cpean Bcex paboumx rpynn (cm. FOCT P UCO/M3K 17021, pasaen 6).

5.2 Cuctema meHeaOXKMeHTa KavyecTBa

OpraHusauusa, npoBoasaLlaa ayguTel, A0MMKHA UMETb U NoAAepPK1UBaTb B paboyemM COCTOSIHUUA CUCTEMY
MEeHemMKMEeHTa KadecTBa, obecnevynBaloLLyo BbICOKOE KayecTBO MPOBOAUMbBIX ayaUTOB M UX CMNOCODHOCTbL
YOOBNETBOPSATL TPEDOBAHMSAM PETrYNUPYIOLLNX OpraHoB.

Cuctema MeHemKMEHTa KavyecTBa A0MKHA, Kak MUHUMYM, BKMNtovaTh B cebs:

- ynpasneHune AoKyMeHTauuneu;

- ynpaBfeHune 3annucamum;

- aHanu3 co CTOPOHbI PYKOBOACTBA;

- NpoBeAeHWe BHYTPEHHUX ayaUTOB;

- NpoBedeHne KoppekTUpyrLWwmnx 1 npeaynpexgarowmx gencteun (cMm. FOCT P UCO/M3K 17021, noa-
pasaen 10.3).

5.3 llocnepoBaTenbHOCTb

CuncteMa MeHeKMeHTa KadecTBa gomkHa obecrnedymBaTth NpoBeaeHne ayanToB B COOTBETCTBUM C JOKY-
MEHTUPOBaHHBLIMU MeToANKaMN U MeTodamMu, paspaboTaHHbIMK Ansg obecrnevyeHuns nocneaoBaTenbHOCTU Noa-
xo4a 1 Hagnexaulen rnybuHbl oxsaTa Ang ayauToB OHOro U TOro Xe Buaa n obnactu ayauta. MeHemKkMeHT
BUAOB AeATENTbHOCTM Mo ayauTam A0/DKEeH NPoBOAUTLCSA COrmacHO ACKYMEHTUPOBaHHLIM NpoLeaypam, paspa-
boTaHHbIM Anga obecrnevyeHns HeobxoaUMON TEXHUYECKON U aAMUHNCTPAaTUBHOW NMOAAEPKKA ayanTOB.

6 Pecypchl

6.1 Pecypchbl

[na npoBeaeHnst ayguToB U BCEX COMYTCTBYHOLLMX UM BUOOB AEATENbHOCTU OpraH13aUna, nposoadaLlas
ayauTbl, AOMKHA ObITb 0becneveHa Haanexawmmm pecypcamMmu, BKovaloLWmMMy B cebsi nepcoHan, puHaHCco-
BYIO NOAAEPXKKY, BpemMs, Heobxoanumoe Anga NnpoBedeHns pesynbTaTUBHLIX ayauToB, KU, MPU HeoDXoQMMOCTHN,
OOCTYN K TeXHUYeckon nHgopmauMm s BHeWHUX UCTOYHUKOB U K 3KCNEepTMU3e ¢ NpuBrevYeHnem BHeLHUX
opraHmsauuin ¢ Luenbto obecnedveHns MakCMmarnbHO BbICOKON HAOEXHOCTU Pe3ynbTaToB U 3aKMoHeHNN Mo pe-
3ynbTataM ayauToB, BO3MOXHOW MPU CYLWECTBYIOWMUX OrpaHUYeHUaX B OTOOpe OOLEeKTOB ayauToB
(cM. FTOCT P UCO/M3K 17021, pasgen 7).

6.2 KoMneTeHTHOCTbL ayaUTOPCKOU rpynnbl

AyauTbl N3roToBUTENEN MeaUUMHCKUX N3gennn A0/MKHbI NPOBOAUTLCA TOMbKO cneunanbHbIMA ayauTop-
CKUMW TpyrnnamMu, YneHbl KOTopbiX obnagatoT obpasoBaHMeM, KBanudukaumen n onbITOM B YacTU perynupyto-
LLIMX TpeboBaHUN, ABNSIOLMXCA NpeaMeToM ayamTa, 3HaHUEM TEXHOMOMMNU U CBA3AHHBIX C HAMKW NPOLECCOB,
MPUMEHSAIEMbIX NPU U3roTOBNEHUNA MEeAULUNHCKUX N3Oennn, a Takke 3HaHUAMN, HeobxoanMbIMA ANsl NpoBeae-
Hus ayantoB (cm. FOCT P UCO 19011, pasnen 7).

6.2.1 Kputepum KOMNEeTeHTHOCTU ayaUTOPCKOU rpynnbli

TpeboBaHNA K KOMNETEHTHOCTM ayaUTOPOB, BXOAALLNX B ayAUTOPCKYHO rpynny, AOMKHbI ObITb OCHOBaHHI
Ha KBanUPUKaLUUOHHBIX KPUTEPUSAX, YCTAHOBNEHHLIX ANA ayauTOpPOB CUCTEM MeHeO)XMeHTa Ka4vecTBa, U Ha
nepcoHanbHbIX TPEDOBAHUSAX (TAKT, ANNNOMATUYHOCTb, HABbIKA PEe3yNsTAaTUBHOMO 00OLLEHNS).

KOMNETEHTHOCTb ayAUTOPCKOW rpynnbl Kak eAUHOro LLenoro AomKkHa CooTBETCTBOBATL obnactn ayauTa, B
YaCTHOCTW:

a) ayauTopckas rpynna gormkHa ObiTb KOMMETEHTHA (TO €CTb UMETb NOATCTOBKY U 3HAHUA/OMBIT):

1) B oUeHUBaAHUX CUCTEMbI MEHEMKMEHTa KadyecTBa U3roToButenen meguuMHCKUX N3genum n onpe-
aeneHun pesyneTaTUBHOCTU ee BHeAPEeHUS;

2) NMOHUMaHUWN PErynmpyonx AOKYMEHTOB 1 NPUMEHUMBLIX CTaHAAPTOB, YCTaHaBNUBaoLWMX Tpebo-
BaHWUA K cUCTEMaM MeHe)KMeHTa KadecTBa U3rotoButenen meguumMHCKMX nsgenui;

3) 3HaHUM NpPeayCMOTPEHHOro NPUMEHEeHUs N PUCKOB, CBA3AHHBLIX C TOTOBLIMU MeAULMHCKUMK N3-
OenUamMu;

4) ouUeHMBaHUK NPOLLECCOB NMPOEeKTUPOBaHUA, U3TOTOBNEHUS U NPUMEHEHHbIX TEXHOMNOTNN;

D) BhbllUeyKaszaHHOW KOMNETEHTHOCTLIO A0MKHa obnagaTtb ayguTopcKkas rpynna B LEenom, HO He 0bsiza-
TeNbHO KaXablX ee vneH B otaenbHoCcTW. [pn oueHnBaHUM CUCTEM MeHed)XMeHTa KadyecTBa U3roToBUTENeun
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MeaULIMHCKMX U3aennun aygutopckas rpynna MOoXeT NpuBekaTb AONONMHUTENbHbLIX 3KCNepTOoB Mo npoleccam U
TEXHOMOTUAM, OTHOCALLUMMCH K 0bnacTtu ayauTa, U B Uaeane 3T 3KenepThl A0MKHbI COOTBETCTBOBATL TPeboBa-
HUAM, NpUBedeHHBLIM B NepevyncneHnn a). IKCnepThl, YNONTHOMOYEHHbIE OpraHusalunen, nposoadallen ayauThl,
HO He ABMALIMECH ayanTopaMn, MOTryT TOMNbKO OLIEHUBATL NMPOLECCHl, OTHOCSALWMECH K 0bnacTn nx cneLuans-
HBIX 3HaHWI, nog HabnaeHUeM ayanTopoB.

B KayecTBe ansTepHaTUBbl YNeHbl ayguToOPCKOW rpynnbl MOryT NONy4YUTb AONONMHUTENbHYIO NOATOTOBKY
n/nnn cneymarnbHble 3HAHWUA MO BbILLIEYNOMAHYTBLIM NpoLeccam 1 TEXHONOrMam (Hanpumep, B obnacTtu ynpas-
NeHns oKpyXarLlen cpeaon Unm sanugaunm npoLeccoB cTepunusaunn);

C) pyKOBOAUTENb ayaAUTOPCKOW rpynnbl A0MKeH ObITb KOMMNETEHTEH B NNaHUPOBAHUN U YNIPaBNEHWUN Yne-
HaMW ayguUTOPCKOM rpynnbl, C TEM YTOObLI OHWU MOTNK Pe3yNbTaTUBHO U HaaNnexawmm obpasom NPosIBUTL CBOKD
KOMMETEHTHOCTb NPU BbIMOIIHEHUM KOHKPETHBLIX MHOMBUAYANbHBLIX 3a4au.

6.2.2 3anucu 0 KOMNETEeHTHOCTU ayAUTOPCKOU rpynnbli

OpraHuzauusi, npoBoasilast ayanThel, 40MMKHa nNogaepKneatb B paboyem COCTOAHUM 3anucu, AeMOH-
CTpUpYyIOLWME KOMNETEHTHOCTb BXoaAwuMx B Hee ayautopoB (cMm. fOCT P NCO/M3K 17021, nogpas-
nen’.4).

6.2.3 KBanudukauua, noarotoBka U onbIiT ayauTopoB

B gononHeHne K OCHOBHOW KBanudukauumm B obnactun nposeaeHUsa ayaurta (cm. 8.2.1) oT ayanutopoB MO-
XeT noTpeboBaThCca cnelnanbHas KOMNETEHTHOCTb, HeobxoaumMmaa AN NpoBeAeHUs ayauToB N3rOTOBUTENEN
MeaNLUNHCKNX 3aennn, Kotopasa AoCTUraeTcsl ¢ NoOMOLLbIO pasHbliX cpeACcTB, BKIoHaLWMX B cebs codeTaHue
KBanndpukauMm 1 ogHOro UMM HECKOMNMBKUX NepevncneHHbIX HUXKe 3NeMeHTOB NoAroTOBKM UK onblTa:

a) Ksanudukauusa. Keanudukauumsa aygutopa AomKHA oXBaTbIBaTb OAHY UMM HECKOMbKO cneayolnx ob-
nacreu:

1
2
3

) Bronorns N MUKPoBUONOrns;

) XUMUS UNN BUOXUMUS;

) KOMMbIOTEPHbIE TEXHOMOMMN 1 NMPorpaMMHoe obecneveHune;

) BNEeKTPOTEXHUKA UNU BuomMeguUMHCKasi TEXHUKA, MaLLUUHO- U CTAHKOCTPOEHUE;
)

)

)

N

5) PU3NONOTrNAa YenoBeka;
MeauunHa;
/) dpapMaKonorus;
8) domnanka nnu drodunsnka.
b) lNoaroToBka. [lns NoAroToBKU TEXHUYECKM OBYy4EeHHOro nepcoHana MoryT ObiTb YCTAHOBMNEHLI Crieuun-
arnbHble NporpaMmmebil:
1) NoHUMaHNA perynmpyrowmnx TpedoBaHUn N CBA3AHHLIX C HUMU 3aKOHOB/YyKa30B/MoNoXeHUN/CTaH-
OApTOBUT. A.;
2) NpoBegeHusa ayauToB CUCTEM MeHepKMeHTa KadecTBa U3roToBUuTenen MmeguuMHCKMX nsaenui;
3) NoOHUMaHWA NPOLUECCOB NPOEKTUPOBAHUSA U NMPOMU3BOACTBA U CBA3AHHLIX C HUMU TEXHOMOTUMN;
4) acnekToB 6€30MacHOCTU, OTHOCSILLIMXCS K NpeayCMOTPEHHOMY NPUMEHEHUIO MeaULIMHCKUAX N3aennn.
c) OnbIT. ONbIT ayguTopa A0ITKeH 3aknioYvaTbes:
1) B paboTe B TECHO CBA3aHHbIX Mexay cobou oTpacnsax NPOMbLILLNEHHOCTU U pabovnx obnacTtax, Ha-
npuMep B NCCNeaoBaHUAX U pa3paboTKe, B MPOU3BOACTBE;
2) paboTe no NpUMEHEHNIo TEXHOMNOTNIA U3rOTOBNEHUA 1 3KCNyaTauun n3gennin B pasnnyHbixX obnac-
TAX 30paBOOXpaHeHUs U ANg nevYeHns NauMeHTOB;
3) npoBedeHUU UCNbITaHUN N30eNTMi Ha COOTBETCTBUE NPUMEHUMBIM HaLMOHaNbHBIM UMW MeXayHa-
POAHBLIM CTaHOapTaM;
4) npoBedeHUN UCNbITaHUA OCHOBHbLIX (PYHKUMOHANbHBIX XapakTepUCTUK, OLEeHOYHbLIX UCNbITaHUU
MM KIMUHWUYEe CKUX UCNbITaHUW MeaUuUMHCKUX N3aernnn.
DTN BUAbI KOMMETEHTHOCTU SBMAIOTCH cpeACcTBamMmn obecneyveHns acnekToB Hagnexallen 6e30nacHOCTA
N PYHKLUMOHNUPOBAHUS NPOBEPHAEMON CUCTEMBI MEHEPKMEHTA Ka4vecTBa, OCHOBaHHbIMUK Ha crnocobax N3roTos-
neHna, PYHKUMOHNPOBAHUA U MPUMEHEHUA U3aennn.

6.3 BHellHMe opraHusauun

OpraHusauust, npoBoasilasl ayauTbl, OMMKHA paspaboTaTbh NpoUece, OnUChLIBatoLLUA YCNOBUSI ayTCOP-
CUHra (3aknoyveHns cybKoHTpaKkTa ¢ Apyron opraHusaumen, NpoBoasLen ayanTel, Ha BeINONMHEHWUE YacTU OeN-
CTBMA NO ayautam no nopyvyeHuo OCHOBHOM opraHusaunmn, NpoBoadaLllen ayauThl), NpM KOTOPOM MOTYT ObITh
npuBneveHbl BHellHWe opraHusauun (cm. FOCT P UCO/M3K 17021, nogpasgen 7.5).

@)
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OpraHusauud, nposoadallas ayautbl, MOXET HE UCMONb30BaTb pelleHns, NPUHATLIE BHELWHUMU OpraHu-
3aluMaMun, B npouecce cepTudoukaLnn.

[1pn NpuBnevYeHnn ayauTtopoB 1N SKCNEePTOB M3 BHELUHMX opraHusaun opraHMsauud, nposoasiulaa ayau-
Thl, AOKHA rapaHTUPOBaTb UX COOTBETCTBME TEM XKe TPebOBaAHUAM, KOTOPbLIE NPEeAbSBMNAIOT K ayauTopam opra-
HMU3aUMn, NpoBoasLLIen ayauThl.

7 Tlpouecc ayguTa

7.1 Uenu n obnactb ayguTa

Llenn n obnactb ayanTta AomKHbl BbITb YETKO onpeaeneHsl U AOKYMEHTUPOBAaHLI opraHmnsaunen, npoBo-
OSLen ayanTbl, U ayauTOPCKOW rpyrnnon, a Takke cornacoBaHbl (€Cnu paspeLlleHo perynmpyrowmmm TpeboBa-
HUSIMW) C N3rOTOBUTENEM WU/ NN NPOBEPAEMON OpraHMU3aumMen Ha HavanbHbIX CTaausX NNaHUPOBaHUS ayauTa.
OoHako obnactb M uUenn ayauta MoryT ObiTb M3MeHeHbl Ha OCHOBAHUM pe3ynbTaToB  ayauTta
(cM. TOCT P ACO 19011, nyHKT 6.2.2).

7.1.1 Ulenu ayaurta

AyauT npeagHasHayeH:

- ANs1 onpegeneHnst COOTBETCTBUSI CUCTEMbI MEHEMKMEHTa KadecTBa M3roTOBUTENST Perynupyrowmm
TPebOBaAHUAM;

- onpeaeneHns pesynbTaTUBHOCTU BHEAPEHHOW CUCTEMbI MEHEeKMeHTa KadecTBa AN yAOBNeTBope-
HUS1 KOHKPETHBIX Liernen B obrnacTtu kKavecTBa, BKIoYasi COOTBETCTBUE BCEM NPUMEHUMBIM PEryTUPYOLWUM Tpe-
DOBaAHUAM K MeaANUMHCKAM U30eNNaM;

- MPOBEPKMN CUCTEMBI MEHEPKMEHTA Ka4eCcTBa N3rOTOBUTENS HA COOTBETCTBUE TOMY, UTO 3asIBIIEHO U3MO-
TOBUTENEM (CM. NPUBEAEHHOE HUXKE NpuMedHaHune);

- NpX NpoBeAeHUN ayauToB, crneayrlimx 3a nepBoHavanbHbIiM, — ANS NMOATBEPXKAEHUS TOro, YTO
KOPPEKTUpYLMe AeNCTBUSA, NPeaAnpPUHSATBIE Mo pe3ynbTaTaM npeablayLlero ayanuTta, ABnsaTCa pesynbra-
TUBHBIMMW.

[TpnmeyaHwune—N3roToBUTENb MOXET UMETb MEHEE OBLLUNPHYIO CUCTEMY MEHEMKMEHTA KAYeCcTBa, YEM 3TO
OnNpeaeneHo B perynupyrowmx QoOKyMeHTax.

7.1.2 Obnactb ayauTa

ObnacTb ayguTa onucbiBaeT obnacTb oxBaTta 1 rpaHuubl ayauTta B OTHOLLIEHWA:

- KOHKPETHbIX MeAULUHCKNX U3aennuii, ynpaBnsieMblX CUCTEMON MEeHeKMeHTa KadecTBa NpoBepsaeMoi
opraHusaLuu;

- TpebOoBaHUW K CUCTEME MEHEKMEHTa KauecTBa, Ha COOTBETCTBME KOTOPLIM MPOBOAUTCH ayaUT CUCTE-
Mbl MEHEDKMEHTA KadyecTBa U3roToBUTENS;

- BuAa nposoauMoro ayguta (CMm. 7.2);

- MEeCTOHaXOXXAEeHUS BUOOB AEATENIbHOCTN N AOKYMEHTAaLUK NPOBEPSIEMON OpraHn3aLni.

[pn NpoBeaeHUn ayguTta Ha COOTBETCTBUE PEryrnmpyromm TpeboBaHnUsaAM He JOMKHbI NpeabaBNATLCS
TpeboBaHUS K CUCTEME MEHE)KMEHTA KavecTBa, NpeBbillaroLme Te, KoTopble HeobXxoanMbl 151 COOTBETCTBUS
perynmpyrowmm TpeboBaHnsIM.

7.2 Bngbl aygutoB

7.2.1 lonHbIN ayguUT

[TonHBIM ayanT BKNOYaEeT B ceba ayauT BCEX MPUMEHUMBIX MOACUCTEM CUCTEMBI MEHEAXKMEHTa Ka4yeCcTBa
Ha COOTBETCTBUE perynupyrowmm TpedosaHusam (cMm. FTOCT P 54882, nogpasnen 4.2).

[TonHbIM ayanToM OObIMHO ABNAETCH NepBoHaYanbHbIN ayaur.

7.2.2 HYacTU4yHbIN ayguUT

YHacTWUYHbIM ayauT — 3TO ayauT OTAENbHbLIX NOACUCTEM UK 3MIEMEHTOB MOACUCTEM CUCTEMbI MeHe[-
)XMEHTa Ka4yecTBa Ha COOTBETCTBUE perynupyrowmm TpedoBaHUAM.

HacTUYHBIM ayauTOM ODbIMHO SIBNSIETCA NOATBEPXKAALLUA ayanT. HacTUYHBIM ayauTOM MOXET TakKe AB-
NATLCA crneunanbHbIN ayauT.

7.2.3 lNogreepxpawwiMn ayguT

[loaTBepXaatoLWwnn ayanuT — 3TO ayauT, NPOBOAUMbBIA NOCTe NepBoHaYanbHOMo ayamTa ¢ Uenbio NoaTBep-
XXOEHWS NPOACIKaOLLErocs COOTBETCTBUA CUCTEMbI MEHEXKMEHTa KavyecTBa perynupyownm TpedoBaHnsaM.
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[loaTBepXxaawwWwn ayguTt AomKeH NpOBOAUTLCA B 3apaHee yCTaHOBMNEHHbIE Nepuogbl BpeMeHU B COOT-
BETCTBUKU C nporpammoint ayauta (cm. FOCT P UCO/M3K 17021, nyHKT 9.1.1) u/unun perynupyowmmmn TpeboBa-
HUAMMW.

[loaTBepXaatoLlWwmm ayauT pekoMmeHayeTcsl NpoBoAUTL exxerogHo. BpeMeHHOW MHTepBan MexXxay NoaTBep-
XOaarnwnMyM ayantaMmm He OOMKeH NpeBbilaTth TPeX NeT, a AN U3aennn BbICOKOro pUcKa NMPUMEHeHUs —
OBYX JET.

OpraHusauua, npoeoasawaa ayguTbl, MOXeT YCTAaHOBUTb Te 3NneMeHTbl UK NogcUCTeMbl CUCTEMbI Me-
HePKMEHTa KadyecTBa, KoTopble 0bs3aTenbHO A0MKHBI ObITh BKNHOYEHBbI B NOATBEPKAaoLWnn ayanuT (Hanpumep,
KOPPEKTUPYIOLLME AEUCTBUS UMK paboTa No pesynsratam rnocneagHero aygmra).

Ecnun ana npoBeaeHna nogTeepxaaroLlero aygmta UCnomb3yeTcd YacTUYHbIM ayauT, TO BCe NPUMeHUMbIe
NoACUCTEMblI CUCTEMBI MeHeKMeHTa KayecTBa pekoMeHAOyeTca noaesepratb ayguty B TedeHUe MakCUMym
NATA NeT.

[TpOMeEXYTOK BpeMeHn MeXxay npoBegeHnemM noarsepaaroWmx ayauToB 3aBUCKUT:

- OT PUCKOB, CBA3aHHLIX C NPeayCMOTPEHHBIM NpUMeHeHneM MeaguLUHCKUX U3aenunui;

- yucna npoBepsemMblX NOACUCTEM CUCTEMBI MEHeKMEeHTa KavyecTBa;

- B/Oa npoBepdeMbIX MogcUCTEM CUCTEMBI MEHEO)XMEHTA Ka4vecTBa,;

- obnacTten n pesynbLTaToB Npeablaywnx ayanToBs;

- MMetoLlemncs NoCTnpon3Boa4CTBEHHON MHdopMaL MK, ykasbiBaloLWen Ha BO3MOXHbIe U3bsHbI B CUCTEME
MEeHeIKMeHTa KavyecTBa.

7.2.4 CneynanbHbIN ayguT

[na npoBegeHna cneynanbHOro ayamta MOXHO UCMONb30oBaTh NOMHLIM UK YaCcTUYHBIM ayauTt. Cneuu-
anbHbIN ayanuT Heobxoaum:

a) npu Hanu4um onpegeneHHbIX BHELWHUX akTopOoB, Hanpumep:

1) nMmetloLlencsa nocTnpons3BoACTBEHHOU UHpOpMaL MK, yKasbiBaloLWen Ha BO3MOXHbIE CYLLECTBEH-
Hble HeQOCTaTKN B CUCTEME MeHeIKMeHTa Ka4vecTBa;

2) cyllecTBEHHOM MHpopMaLUK, CBSI3AHHON ¢ 6e30nacHOCTbIO (M3aenusa), NnocTynaroLen B opraHunsa-
L0, NPOBOAALLYIO ayaUThI;

b) nNpu BHECEHUM CYLLECTBEHHBLIX UBMEHEHNI B COOTBETCTBUM C TPEDOBAHUSIMU PETYNNPYIOLLIMX JOKYMEH-
TOB UNU TPEBOBAHUAMU, CTaBLUMMWN N3BECTHLIMW OpraH3aL i, NPOBOASILLEN ayanThl, KOTOPbIE MOTYT NOBMUATL
Ha pelleHne o NpU3HaHUM cTaTyca UIrOTOBUTENS KaK yAOBNETBOPSOLLEro perynmpyrowmnmm TpeboBaHUAM.

Huxxe npuBeadeHbl NpUMepbl CYLLECTBEHHBIX U3MEHEeHUU, KOTOpLIe creayeT yuYuTbiBaTb opraHu3al i,
NpoBOAsALLEN ayanThl, NPU pAaCCMOTPEHUN BOMNPOCca O HeobXoAMMOCTU cneumanbHOro ayamTa, XoTd HU OQHO N3
OAaHHbIX U3BMEHEHNN He ABNAETCH abCoNTHBLIM NoKaszaHMeM ANsl NPoBeaAeHUA cneumanbHoro ayguTa:

a) cucrtema MeHemIKMeHTa KavecTBa — U3MEHEHUs1 U UX BO3OAeUCTBUE:

1) M3MeHeHWe pPUanNYecKoro cTatyca,;
2) paclwupeHmne obnactun ceptudunkaLmmn, cBA3aHHOM ¢ NPOM3BOACTBOM U/ NPOEKTUPOBAHUEM:

- NosIBNeHne HOBOW NOACUCTEMBI CUCTEMBI MeHePKMeHTa KadecTBa (ayauThl, CBA3aHHbIE C pac-
LUAPEHUEM, Pa3BUTUEM, POCTOM);

3) HOBble COOPYXEHUHA, USMEHEHNE MECTOMNONOXKEHNUA:

- N3MEeHeHWe MecTa NpoBedeHNsa BUaa AedaTeNnbHOCTHU, BXoAsLWero B npouecc N3roToBNeHus
(Hanpumep, NnepeHoc npouecca N3roToBNeHNd Ha HOBYIO NPOU3BOACTBEHHYIO Nowaaky Unm LeH-
Tpanusaunsa @yHKUUA NPpOeKTUpOBaHUA U/UNKU pas3paboTKU Ha HECKOMbKUX NMPOU3BOACTBEHHbIX
nnowaakax);

4) HOBbIe nNpoLecchl, UI3SMeHeHne NPOLIeCCOB:

- CyLWlecTBeHHble N3MeHeHUs crneunanbHbIX NPOoLEeccoB (HanpumMmep, NsMeHeHue npolecca npo-
M3BOACTBA: BMECTO MPOBeAeHUA CTepunnsaumm NocTaBLIMKOM — NpoBedeHUe cTepunmsaumm Ha
MeCcTe U3roTOBNEHUS UK N3MeHeHne crnocoba ctepunusaunn);

5) nepcoHarn, 3aHATbIN B cUCTeMe MeHe)KMeHTa KadecTBa:

- U3MeHeHMe NoNHOMoUYUK (Hanpumep, NpeacTaBUTens BbiCLLUEro pykoBoACTBA), BNMSAOLLEE:

- Ha pe3ynbTaTUBHOCTb CUCTEMbI MeHe)KMeHTa KadecTBa UM ee COOTBETCTBME Perynmpyolwmnm
TpeboBaHUAM;

- BO3MOXHOCTb (MOMTHOMOUNSA) M CNOCODHOCThL rapaHTUPOBAaTb BbIMNYCK TOMbKO De30nacHbIX U K-
HUYECKN 3P PEKTUBHBIX MeaULMHCKUX N3aennn;
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D) M3MeHeHUs, CBA3aHHbIE C NpoayKUUen:
1) HOBble U3Odennsa, KaTeropun nsgennmn;
2) NosiBNeHne HOBOW KaTerop n3agennii B HoMeHKNaType npoaykuum, 0XBaTblBAEMOW CUCTEMON MEeHEK-
MeHTa KayecTBa (Hanpumep, U3rotoBneHne cCtepunbHbIX HAabopoB OOHOKPATHOMO NPUMEHEHUA ANA NPOoBeaeHUS Ana-
nmM3a B [OOMNOMHEHWE K VXKe U3roTaBnMBaeMoMy o0opydoBaHUIO AN reMmoauvannsa UnnM - U3roToBMEHKUe
MarHMTHO-PE30HaHCHOW annapaTypbl B AOMOMNMHEHNE K VXKe N3roTaBNMMBAEMOMY YIbTPa3ByKOBOMY 00OPYAOBAHUIO);
C) CUCTeEMa MeHeQKMeHTa KavyecTBa N U3MEHeHUs!, CBA3aHHbIe C NMpoayKUUen:
1) U3MEeHeHUs1 B cTaHaapTax, perynmpyowmx TpedboBaHUSIX;
2) NOCTNPOU3BOACTBEHHaaA UHopMaLUS.
7.2.5 KOMOUHUpPOBaAHHbLIN ayauUT
KOMOUHUPOBaHHLIA ayauT Heobxoaum Ans oueHUBaHUA CUCTEMbl MEHEO)KMEHTA Ka4yeCcTBa Ha COOTBET-
CTBUE HECKOMNbKUM perynmpyroLmm TpeboBaHUSAM.
7.2.6 COBMeCTHbIU ayauT
COBMECTHbIV ayanT ocyLlecTBNAeTca ABYMS UM HECKONbKUMK OpraHnsaumMamMmimn, NpoBoaaLLMMN ayguThl,
B OZIHOM U TOM XXe NpoBepsieMon opraH1usaunMm ogHOBPEMEHHO M Ha COOTBETCTBUE OOHUM 1 TEM Xe Perynmpyto-
LM TPpebOoBaHUAM.

7.3 bnok-cxema

Ha pucyHke 1 npeactasneH 0630p TUNUYHBIX BUAOB AEATENbHOCTU No ayauTty. CteneHb NPpUMMEHUMOCTA
npeacTaBneHHbIX MOMOXEeHUA 3aBUCUT OT 0DNnacTu U CNOXHOCTU KOHKPETHOro ayauta U npedyCMOTPEeHHOro
NPUMeEHeHNs 3aKniveHUn no pesyneratam ayguta (cm. FOCT P MCO 19011, nogpasgen 6.1).
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Havyano ayauTta

- onpeaeneHue uenen, obnactu U KpUTEPUEB ayauTa;
- YCTaHOBNEHWEe NnepBoHaYanbHOro KOHTaKTa

C U3roToBUTENEM W/INK NpoBepsieMOU opraHusaumen;
- Ha3HavYeHWe pyKoBOAUTENA ayaUTOPCKON rpynnbi;

- BbIOOp ayaAUTOPCKOW rpynnobil

BoinonHeHue aHanu3a AOKYMEeHTOB

- aHanu3 COOTBETCTBYHOLUMX AOKYMEHTOB CUCTEMBI
MEHEPKMEHTA U onpeaeneHne Nx COOTBETCTBUS
KpUTEpUsM ayauTa

[loaroToBkKka K NnpoBeAeHNIO BUAOB
ACATENLHOCTHU MO ayauTy

- NOAroTOBKAa NrnaHa ayauta, npyu Heo6xoauMOCTU —
KaK YyacTu nporpaMMbl ayauTa;

- pacnpepeneHue 3ajJaHid B ayqUTOPCKOW rpynne;
- NoAroToBKka paboven JOKyMeHTaLuu

MpoBegeHne BMOOB AEATENbLHOCTH
no ayauTy

- NpoBeaeHne npeaBapuTerbHOro CoBeLLaHuS;
- 0bmeH nHdopmauymen B npouecce ayauTa;

- pacnpegerneHve norMHOMoOYMA U OTBETCTBEHHOCTH
MeXAy pykoBoguTenamMmu n Habnwgarensamu;

- cOop 1 BepudUKaLmna AaHHbIX;

- Nony4yeHue pesynbTaToB ayauTa;

- NOAroTOBKA 3aKio4YeHu no pe3yJibTaTaM ayauTta,
- NpoBegeHune 3aKii4nTernbHOro cosellaHuns

NogroroBka, ogo6peHune U paccbinka
oT4yeTa O NpoBeAeHUM ayauTa

- NOArOTOBKa OTYeTa O NPOBEAEHUN ayauTa;
- opobpeHue 1 paccoinka oTdeTa o NpoBeAeHUU ayauTa

3aBepLueHue ayauTa
BuinonHeHve AeNcCTBUN
no pesynbratam ayauTta

PucyHok 1 — bnok-cxema, nnniocTpyupyrowas TUNnnYHbie Npoueccsl ayauta
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7.4 Ponu, oTBeTCTBEHHOCTb U pacnpeaeneHue NOTHOMOYUNA

Bce opraHusaunmn, BOBNeYeHHbIe B NpoLecc ayauTa, crneayet naeHtudpuumpoBaTth, a pacnpegeneHume
ponen, OTBETCTBEHHOCTU U NMOMHOMOYMN B HUX — YETKO onpeaenntb N JOKYMEHTUPOBATbL C LENbIo:

- obecneYveHus ACHOro NOHMMaHUA B3anMMHbIX OXKWOAHWA B Npouecce ayauTa;

- obecnevyeHnsa cpeacTB OTYETHOCTU B COOTBETCTBUN C MPUMEHNMBLIMU perynmpyowmnmmn TpeboBa-
HUAMMW.

7.4.1 OpraHusauyua, npoBogsaLllan ayguThbl

OpraHusauud, nposoadllasa ayauTbl, UMeeT perynmpyroline NnonHOMoUYnUa Unu ynonHOMoYeHa perynumpy-
IOLLIMMU OpraHaMu Ha NpoBeaeHne ayanToB, pe3ynbTaThl KOTOPLIX ABMSATCA CBMAETENBECTBAMU COOTBETCTBUS
NN HECOOTBETCTBUA NMPOBEPAEMON OpraHM3aLnn perynupyrowMm TpedboBaHUAM K CUCTEMaM MEHeKMEHTA
KadecTBa. C 3TUMU NONMHOMOYUAMU CBSA3AaHA OTBETCTBEHHOCTb 3a MEeHeI)KMEHT W BbINOSIHEeEHNE BCeX BUAOB
OeATeNbHOCTN NO ayauTy.

OTBETCTBEHHOCTb OpraHmsauun, npoBoadaLwen ayanuTtel, 3a MEHePKMEHT ayauTa BKIoYaeT B ceb4:

- COOTBETCTBME NPUMEHUMBIM PETYINPYIOLLNM TPpebOBaHUAM K NPOBEAEHUIO ayaNTOB;

- cnegoBaHWe NpUHUMNnam HacTosALWero ctaHaapTa;

- cnegoBaHMe NPUMEHUMbIM CTaHOapTaM;

- NOAroTOBKY, pacnpegeneHne nonHOMoYMn, BbIDOP ayanTopoB M HaA30p 3a HUMN;

- paspaboTky MeToaoB, obecneymBaloLlMX MOcCNeaoBaTENbLHOCTE B UHTEepnpeTaunun perynupyrowmnx
TPebOBaAHWN;

- nopgaepxaHue B pabo4vem COCTOSAHUN cpeacTB, obecnevnBatolLnX MOMOLLb, KOTOpasd MOXeT NoTpebo-
BaTbCH ayaUTOPCKOW rpynne npuv npoBegeHnn ayauTa;

- COXpaHeHWe KoHPUAeHLUUanbHOCTU BCexX AOKYMEHTOB U MHGOpMaL KA, NONTYYeHHOWU B CBA3KM C NPOBE-
OeHVnem ayauToB;

- pas3paboTKy 3TUYECKMX NPUHLIMNOB N NoaaepXaHne coOoTBETCTBUSA UM;

- MHPOPMUPOBAHUE YNONMHOMOYEHHLIX OpraHOB O pelUueHUsX, MPUHATHIX B COOTBETCTBUM C PErynumpylo-
LMW TpebOoBaHUAMM.

N3roToBUTENb HE MOXET NepeknagbliBaTb OTBETCTBEHHOCTL 3a AOCTMXKEHME Lenen B obnactu kavecTsa
Ha opraHuM3auuo, NPOBOAALLYIO ayauThl.

OTBETCTBEHHOCTb OpraHusauun, NpoBoasilen ayauTel, B TOM YMCNe PYKOBOOAUTENS ayaUTOPCKON rpyn-
Mbl, 32 NPOBeAeHNe ayanTa BKovaeT B cebs:

- COOTBETCTBME PEryrmpyoLmnmMm TpedboBaHUAM, MPUMEHUMBIM K NPOBEAEHUIO ayaUTOB;

- cornacoBaHue, Nnpun HeodbXoAUMOCTU, C U3roTOBUTENEM 0bnacTu ayamTa (BKNoYaa NpPUMEHUMBIE CTaH-
OapThl UNW Apyrie AOKYMEHTHI) C Leflbio COOTBETCTBUSA PETYINPYIOLWNM TPeDOBaAHUSIM;

- NNaHnpoBaHWe, opraHusauunto, oLueHUBaHNE 1 3aKnoYeHe No pesynbTatam ayauTa;

- BbIDOP ayanTOPOB;

- cornacoBaHue fA3blka NpoBedeHusa ayauTa;

- MPUHATUE pPeLleHUS C YY4ETOM NPUMEHUMBIX PEryUpYyroLWnX TpeboBaHU npru obHapyXeHUNn HeCoOoT-
BETCTBMW B NpoLecce ayauta n nocnegyowem nogrsepXaeHnm nposegeHnst Koppekun n/mnin KoppekTupyro-
LLNX A UACTBUMN.

7.4.2 Ayautopbl

AyOuUTOpPbl HECYT OTBETCTBEHHOCTD:

a) 3a COOTBETCTBUE perynupyroLlmum TpeboBaHUsam, NPUMEHUMBbIM K NPOBEAEHNIO ayanTOB;

b) nomoLllb NpoBepsAeMbIM opraHunusaumsam (PU3nYecKUmM nuuam) B NOHUMaHNN PETYNNPYIOLWNX Tpe-
OOBAHUNA;

C) OObEeKTUBHOE, pe3ynbTaTUBHOE N 3PPEKTUBHOE NNMaHUPOBaAHWE W BbINOMHEHWE pacnpeaeneHHbIX
0bs1I3aHHOCTEN NpU NPOBeAEeHNN ayauTOB B COOTBETCTBUN C 3TUYECKMMU NPUHLIUNAMW ayauTopoB, paspabo-
TaHHBLIMW U AOKYMEHTUPOBAHHbLIMU OpraHunsalunen, NpoBoadaLlEN ayanuThbl;

d) coTpyaHMYECTBO U oKa3aHWe NnoaaepXKn pyKoBoAUTENo ayauTopCcKoU rpynnbl;

e) cbop, aHanM3 N JOKYMEHTUpOoBaHMe (NPpU HeCOHXOAMMOCTN) OOBLEKTUBHBIX CBMAETENBLCTB, HEOOX0AMN-
MbIX U AOCTaTOUHbIX A8 pa3paboTKK 3aKNoYeHUA 0 COOTBETCTBUM CUCTEMbBl MEHEXKMEHTAa KavecTBa NnpoBe-
PAEMOW opraHnsaunM perynmpyrowmm TpedboBaHUSAM U Pe3ynbTaTUBHOCTU €€  MNMPUMEHeHUs Aans
yOOBMNETBOPEHUS Llenen B 0bnactu KavyecTBa;

f) ycTaHOBNEeHMe TOro, B KAKOWM Mepe nepcoHan npoBepsieMon opraHusaunMm 3HaeT, NOHUMaeT, UMeeT
OOCTYM N UCMONb3YET Npoueaypbl, AOKYMEHTbI U Apyryo MHdopmMmaLuuo, oniCbIBaOLLYHO UNX noagepKmBato-
LLIYHO HEODXOANMbIE 3TEMEHTHI CUCTEMBI MEHEKMEHTA KA4eCTBa;

11



[OCT P 54421—2011

g) ObICTpoe pearnpoBaHUe Ha Nobble nokasaTenn UM CBUAeTENbCTBA BCEro, YTO MOXKET NOBMUATL Ha
pe3ynbTaTthbl ayguta U, BO3SMOXHO, NoTpeboBaTh npoBeaeHUsa bonee obLLINMPHOro ayamTa;

h) cBoeBpeMeHHOEe MHPOPMUPOBAHNE PYKOBOAUTENA ayAUTOPCKOW Tpynnkl O pesynbTatax ayauTa;

1) oKazaHuMe NOMOLUM PYKOBOAUTENIO ayAUTOPCKOW rpynnbl B NOArOTOBKE 3aKMioueHUa No pesynbrtatam
ayanTa;

|) HemeaneHHoe MHPOPMUPOBAHMNE PYKOBOAUTENST ayaUTOPCKOW rpynnbl O NMOLIX 3HAUUTESNbHbLIX Npe-
NATCTBUSX, BCTpeYaloWmMxca npy npoBegeHU ayauTa;

K) coxpaHeHue KoH(UAeHUMaNbHOCTU BCEX AOKYMEHTOB 1 MHGpOpMaLMK, NonydyaeMbiX B CBSA3U C NMpoBe-
geHuem aygura:

1) Npu nepegade AaHHbIX AOKYMEHTOB oOpraHusauuy, npoBogalien ayauTt, vyepes pykoBoaUTens
ayauUTOPCKOWU rpynmnbi;

2) OCTOpOXHOEe obpalleHne ¢ KoHduaeHUnansHoON MHopMaLnen;

1) noaTBEpPXAEHME TOro, YTO KOPPEKTUPYIOLLNE AENCTBUSA Pe3yrbTaTUBHO BbINOSHEHb!:

1) No nToram npeablaywero ayanTa;

2) B NpoLuecce TekyLllero ayaurta, eclum 310 oCyLeCTBUMO;

3) NMpun UCNONb30BaHUM ONbITa, NONYYEHHOro NMocrne BbiNycKka U3genna B npodaxy (MoCTNpou3BOAa-
CTBEHHOMW MHOpMaLnn);

4) Ha OCHOBe M3y4YeHUda cepbesHbIX UHLMAOEHTOB, CBA3aHHbLIX C N3aeNTNeM;

m) cBedeHue K MUHUMYMY cboeB B paboTe nepcoHana v aesopraHusauum pabovmx NnpoLUeccoB NpoBe-
pPAEeMOU opraHusalnm B xode ayguta v npu AocTKeHUU Lenen ayauTa,;

N) COOTBETCTBME TPebOoBaHUAM K oXpaHe 340pOBbA U Be3onacHOCTU NepcoHana opraHusaunum Unu K
OPYrUM NpUMeHMbIM TpeboBaHUAM NPOBEPAEMON OpraHn3aLnn.

7.4.3 PykoBoguTenb ayaAUTOPCKOU rpynnbl

PykoBoauTenb ayguTopCcKoM rpynnbel HeceT OKOHYaTeNbHYO OTBETCTBEHHOCTL 3a opraHusauuio ayguta
Ha BceX ero atanax. B npouecce ayguTta pykoBoguTenb ayguTopCKoU rpynnbel 40JPKEH UMeTb NMoJIHOMOYKMA No
TPUHATUIO OKOHYaTEeNbHbIX PelleHnn, OTHOCALLMXCA K NpoBedeHUIo aygnTa U K pesynbTatam ayauTa.

PykoBoguTenb ayguUTOPCKOW rpynnbl B AOMOCJIHEHWE K OTBETCTBEHHOCTWU, KOTOPYHO HECYyT Bce Nnpoyue
ayauTopkl, OTBEYaerT:

- 3a ngeHtTudunkauuo TpeboBaHUA, NpeabABNAEMbIX OpraHMusaunein, NpoBoAdALEN ayanThl, K PYKOBOON-
TEN ayauTopcKon rpynnel, BO BpeMs KaXkaoro ayauTa;

- NOMOLLb opraHu3auunm, NpoBoadALIEN ayanuTbl, B BIDOPE YNEeHOB ayauUTOPCKON rpynnbl;

- NpegBapuUTenbHOEe O3HAKOMMEHWe C onUcaHUEM CUCTEeMbl MeHeaXMeHTa KavecTBa (npu Heobxoau-
MOCTW) B OTHOLLUEHUMN COOTBETCTBUA NMPUMEHUMBIM PErynmpyrowmm TpedoBaHnsamM go NpoBeaeHUs ayamTa Ha
MecCTe;

- paspaboTky nnaHa ayguTa (Npy HeobxoaMMOCTU, Kak YacTu nporpaMmmel ayauTa) 1 padbounx AOKyMeH-
TOB U KPaTKUUA UHCTPYKTaX ayaUTOPCKOW rpynnbl;

- npeacTaBlieHMe YNeHOB ayauTopPCcKoW rpynnbl PYKOBOACTBY NMPOBepsAeMOon opraHusauni;

- cKopeunwee MHQopMMpPOBaHUE NPOBepPsIEMON opraHmnsaunm o060 Bcex 0bHapyXeHHbIX HECOOTBETCTBU-
AX U yKasaHUe Ha BOSMOXHOCTb BMUAHMS AaHHBIX HECOOTBETCTBUA HA COOTBETCTBUE PErynmpylonm TpeboBa-
HUSIM;

- MHOpPMUPOBaHNE NPOBEPAEMON OpraHn3aLnumM U opraHusaumn, NpoBoasaLen aygutel, 060 Bcex 3Ha-
YNTENbHbIX MPENATCTBUAX NPOBEeAEeHNIO ayanuTa B COOTBETCTBUM C paspaboTaHHbIM NI1aHOM;

- NOAroTOBKY, a TakKe YeTkoe N ybeautenbHoe npeactaBfieHMe 3aKkNoYeHns Nno pesynbtartam ayguTa
NPOBEpPAEeMON opraHnsaLm Ha 3akNioYnTENbHOM COBeLLaHWUN;

- CBOEBpeMeHHble NoAroTOBKY M nNpeacTaBneHne otdeTa No ayauTy opraHusaunm, nposoadllen ayauThl.

7.4.4 llpoBepAaemMada opraHusayus

[lpoBepsieMas opraHm3aLlng HeceT OTBETCTBEHHOCTb:

a) 3a onpegeneHne obnacTtu U LUenen ayanuta COBMeCTHO C opraHusauuen, NnpoBoasiuen aygut,;

b) nMHopMUpOBaAHME COOTBETCTBYOLMX COTPYAHNKOB O LLeNnsiX 1 obnactu ayauTa;

C) Ha3Ha4vyeHWne OTBETCTBEHHLIX COTPYAHWUKOB NMPOBEPAEMON OpraH1saunn, conpoBoXaaLWwmx YNeHoB
ayauTOPCKOW rpynnbl U obecnevnBaroLMX cCoXpaHeHUe X 300poBbs, 6€30nacHOCTL U Apyrie npuMeHUMbIe
TpeboBaHUS;

d) obecneveHue pecypcoB, HEOOXOOAUMbIX ayaUTOPCKOW rpynne Ans NpoBeaeHNsa pe3ynbTaTUBHOMO U
3P PEKTUBHOIO ayanTa;
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e) obecnevyeHne O0CTyNa K TEXHUYECKUM CpeacTBaM U MaTepmanam, Cnyxalmm gokasaTtenbCTBaMmm Co-
OTBETCTBUA perynmpyownm TpeboBaHnam, No 3anpocy ayauTopos;

f) coTpyaAHMYECTBO C ayguTopamMim ANga AOCTMXKEHUA Lenen ayguTa;

g) nony4yeHue pesynbTaToB ayauTa;

h) onpegeneHne KOPPEKTUPYIOLKUX AENCTBUN, KOTOPbIE HEODXOANMMO BLINONHUTL B OTHOLLEHUN HECOOT-
BETCTBUU N APYrux pesynbTaToB ayauTta, CBOeBpeMeHHoe N pe3ynbTaTUBHOE BhINONIHEHUE 3TUX AEeUCTBUN U
MHPOPMUPOBAHNE OpraHn3aLun, NnpoBoaAMBLLEN ayanuT (NPY HEODXOAUMOCTH);

1) MHPOPMUPOBAHME OpraHmnsaLlnm, NPoBoAMBLLEN ayauT, 000 BCeX 3HAYUTENbHLIX N3MEHEHUAX B CUC-
TeMe MeHeQKMeHTa KadecTBa (npyu HeobXoaMMOCTIN);

|) MHpOPMUPOBAHME OAPYIrUX NPOBEPSEMBLIX OpraHusaumin, Ha paboTy KOTOPbIX MOXET NOBNUATH NPOBE-
OEHHbIA ayauT, o uensax ayauTa, ero obnactu U Apyrmx COOTBETCTBYHOLLUX MONOXEHUSIX.

Ecnn B ayauT BoBeYeHa He TOJIbKO OpraHmM3aunsa-us3roToB1UTENb, HO U Apyrue nposepaemMble opraHusa-
LK (Hanpumep, NoCTaBLMKA), TO 3a BhINOMHEeHUe TpeboBaHUU, coaepXalluxcs B nepednucneHusax a), b), h), j),
HeceT OTBETCTBEHHOCTb OpraHn3auna-m3roToBUTESb.

N3rotoBUTEento cneayet paspabotatb M noggepXueaTtb B pabovyemM COCTOAHUN AOKYMEHTUPOBAHHLIE
npoueaypsbl, rapaHTUpyowune, YTo 3akynieHHble y MNoCTaBLMKOB NPpoayKUMa 1 YCyTr yOOBNeTBOPAT NpumMe-
HAMBIM perynmpylowmm TpeboBaHmnaMm. Ecnn M3rotoBUTENb He MOXET MpeaocTaBuTb ayauTopcKon rpynne
OOCTaTOYHblE CBUAETENbCTBA TOrQ, UTO 3aKynneHHas Npoaykunsa 1 ycnyri yaoBneTBOPAT perynmpyrowmnm
TpebOoBaHUAM, TO OpraHmaaLnm, NPoBoAdLEN ayanTbl, MOXET NoTpedboBaThbCH ayauT CpeacTB ynpaBneHus
npoLeccamm B CryKeOHbIX MOMeLLEHMNAX NOCTaBLLUUKOB OpraHn3aunmn-m3roToBUTeNs (Hanpumep, NnocTaBLNKOB
YCIyr no crepunusawumn).

7.4.5 Habnwpgartenn

a) C cornacusi npoBepsaAeMoun opraHnsaunum npu NnpoBeaeHUU ayaurta MoryT NpuUcyTCTBOBaTbL Habnwaa-
Tenun (ecnm aTo He SIBNSETCH perynupyrowmm TpedboBaHNEM) C LENbIo:

1) oby4veHMsa (NOAroTOBKU) HAbNgaTena npoueccy nNposeaeHUsa ayanuTos

Mnu

2) HabnwaeHUs 3a pe3ynbTaTUBHOCTLIO NPOBeAEHUA ayanuTa B COOTBETCTBUN C TPeDOBAHUAMMU K Ha-
3Ha4YeHUIo opraHMnsaLuun, nposoasllen ayauTel, UNA AnNa oUueHUBaHUA opraHusaunn, NpoBoadLllen aygnuThl, C
Llenbto onpeaeneHnsa ee CoOOTBETCTBUSA TpeDboBaHNAM, YCTAaHOBMEHHBLIM B AOTOBOpPE.

b) KoHpumaeHUMaNbLHOCTL

Habnogatenu agomkHbl cobnogaTh TOT Xe YPOBEeHb KOHPUAEHLNANBHOCTHU, YTO U ApYrue YneHbl ayau-
TOPCKOW Tpynnbl, YTO HEOOXOAMMO YCTAHOBUTL A0 HaYvana Nnodoro Buaa AesATeNnsHOCTU Mo ayauTy (CM. Tak-
e 4.4).

c) PyHKLNU

Bo Bpems ayamTa HabnogaTtens(M) He A0MMKeH(HbI) NPUHUAMAaTL akTUBHOE y4vacTie B npoLecce ayauTa,
HO OOMMKeH(HbI) HabnoaaTh 3a BCEMU BUAaMN AEATENIbHOCTU, ONpocaMn U AOKYMEHTaMM, aHannsnpyeMbiMin
ayauntopamn. MoxeT bbITb NpeaycMoTpeHa obpaTHada CBsisb Habnogatenen ¢ ayauTtopcKkom rpynnon Yyepes
npeaBapuUTenbHO YCTAHOBIEHHbIE NPOMEXYTKA BpeMEHMN.

7.4.6 TpeboBaHUA K A3bIKY

K npoBepaeMbIM opraHusaunam npeabasnseTcs TpedboBaHMe NoaroToBKM AOKYMeHTaUMn Ha npoBepse-
Mble CUCTEMbI MEHEXKMEHTA KauecTBa Ha A3blKe, UCMOMNb3yeMOM UMUK B NpoLliecce padboThl. [osToMy B ayaum-
TOPCKOWN rpynne AoimkeH bbITb:

- Kak MMHUMYM OOWH COTPYAHWUK, CNOCOOHbLIN YATaTb U MOHUMAaTb AOKYMEHTAaL U0 CUCTEMbl MEHEKMEH-
Ta Ka4yecCcTBa M onpawmeaTth (MHTEPBbIOUPOBATL) NepcoHan NpoBepaeMon opraHmsannm Uni

- NMepeBoavuK, C KOTOPLIM 3apaHee O0MKHA ObliTb AOCTUTHYTA AOTOBOPEHHOCTD.

7.5 CocTaB ayguUTOPCKOU rpynnbil

B ayauTopckyto rpynny AommkeH BXOANUTb PYKOBOAUTENb IPYMnbl, KOTOPbLIN 00s13aH B3ATh HA cebs1 BCHO 3a-
boTy 00 ayautopckon rpynne. Ecnu aygutopckasa rpynna coCToUT U3 OQHOro nuua, To 3TUM NULIOM ABMSIETCH
PYKOBOAUTENL rpynnbl. PykoBoOAUTENb ayaUTOPRCKOW rpynnbl AoMmkeH obnagatb CnoCcOOHOCTSAMU U OMBITOM PY-
KOBOACTBa ayauTaMu.

AyauTopcKkas rpynna gofmkHa BKnoYaTh B cebs 0aHO MMM HECKOMbKO ML, C ONbITOM OLUEHMBAHNS TEXHO-
NOTMN N3roTOBNEHUA paccMaTpuBaeMbiX MeaULUHCKUAX U3aernMn U CONMYTCTBYIOLWMX NPOLLECCOB B COOTBETCTBY-
lolen perynupyrowimm tpeboBaHUaAM Npou3BoACcTBEeHHOW cpede. PelleHns OTHOCUTENbHO HEObXOoOAMMOCTI
BKITHOYEHUSA B ayaAUTOPCKYHO rpynny TakMx 3KCNepToB crneayeT NpuHMMaTh B KaXKQoM ciydae oTaeNbHO (CM. Tak-
Xe 6.2.1). ['lpn onpegeneHnn pasmMmepa U coctaBa ayaumTopCcKoU rpynnbl 4ng KOHKPETHOTro ayauTa pekoMmeHay-
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eTCsl NPUHUMAaTL BO BHUMAaHME Lenn, obnacTb U KPpUTEPUU ayauTta, A3blK ayauTta, a Takke couualnbHblie U
KYNbTYPHbIE XapaKTEePUCTUKN NPOBEPAEMON opraHn3aLunn.

[Tpn BbIDOpPE ayauUTOPCKOW rpynnbl opraHusauuen, npoBoasilen ayautbl, MOXHO YyYUTbIBATb MHEHUE
NpoBepaeMoun opraHMsaLUum ob ayautopax, ctaxepax, Habnogartenax n nepeesoavunkax, ocCobeHHo nNpu Hamnu-
UM KOHGNUKTa MHTepecoB (cM. FOCT P ICO 19011, nyHKT 6.2.4).

7.6 Bugbl gedATenbHOCTU NO ayguUTy

[Tpouecc ayauTa, npeacrtaBneHHblM Ha Bnok-cxeme B 7.3, OTHOCUTCS KO BCEM BUAaM ayauTa — MepBo-
HavyanbHbIM, NOATBEPXAAaoLW MM, cneunanbHbIM ayguTam (CM. Takke 7.2).

OpraHusauum, NpoBoasdlen ayamTbel, pekoMmeHayeTcs paspadboTaTb AOKYMEHTUPOBAHHLIE NpoLeayphbl
NNaHUpoBaHUA U NPOBeAeHNUSA ayaUTOB Ha MecTax B COOTBETCTBUN C pekoMeHaaUMaAMnN HACTOSILLEro ctaHaap-
Ta (cM. FTOCT P ACO 19011, pazgen 6, urOCT P UCO/M3K 17021, pazgen 9).

7.6.1 N3BelWleHue

PekomeHayeTcsa 3apaHee WU3BECTUTh MPOBEPSEMYIO OpraHmsauuio O NpoBedeHUU ayauTa, ecni 3T1o
NpeaycMOTPEHO perynupyrowmmMmmn TpedoBaHUaAMM.

Llenn naeeweHus:

- paspaboTka cnocoboB obMeHa nHopmMaLnen ¢ npeacrtaBuTenemM npoBepsaemMon opraHmsaumnn;

- NoATBeEPXAeHMe, NpM HeobXoaAUMMOCTU, NONMHOMOYMA Ha NPOBeAeHNe ayanuTa;

- 3anpoc HeobxoaumMon MHopMaLIMM NO AOKYMEHTaUMM CUCTEMbI MEHEXKMEHTAa KadvecTBa NpoBepsie-
MOW OpraHmnsaLun.

[TpoBeaeHUe ayanTta 6e3 npeaBapuUTenbHOro U3BeLLeHUst MOXeT ObITb He0bXoaAMMO, eCni NPOBepsieMas
opraHusauUusi UMeeT BeCKne OCHOBaHWUS AN 0eCnokKoWCTBA OTHOCUTENBLHO BLINOMHEHUSI KOPPEKTUPYIOLLINX
OeNCTBMA U COOTBETCTBUSA pPerynupyowmm TpedoBaHUSaM.

7.6.2 lNMopagroToBKa

OpraHusauun, npoBoasilen ayguTtel, PEKOMEHAYETCH YCTAaHOBUTL Uenn, obnactbe U KpUtepun ayguta
(noapodbHOCTU CM. B 7.1) U HA3HaYNTb ayaUTOPCKYHO rpynny, BKAKOYas pYKOBOAUTENS rpynnbl, ANst NpoBeaeHUS
KOHKpPEeTHOro ayaura.

OpraHunsaumnn, NpoBoAsiLLEN ayauThl, cnegyeT Takke onpeaeniTb BO3SMOXHOCTb NpoBeAeHUs JaHHOTo
ayauta (cm. FOCT P 1CO 19011, nyHKT 6.2.3).

[1lpn NnpoBeageHUN COBMECTHOIO ayauTa BCe opraHmsauun, nposoasalme ayautbl, A0MKHbl 4OCTUYb CO-
rnaweHns B onpeaeneHnn OTBETCTBEHHOCTU Ka)Xaou opraHusaumm n ocobeHHo NonHOMOYMA Ha3Ha4YeHHOoro
PYKOBOOUTENSA ayaUTOPCKOW rpynnbl.

7.6.2.1 lpeaBapuTenbHbIA aHanM3 cUCTeMbl MEHe)XMeHTa Ka4vyeCcTBa

[Tpn paspaboTke nnaHa ayanuta pyKoBOAUTENb ayaAUTOPCKOM rpynnbl MOXET BbINMOMHUTL NpeaBapuUTenb-
HbIN aHaNM3 AOKYMEHTUPOBAHHOW CUCTEMbI MeHePKMEeHTa KadecTBa NpoBepaeMon opraHusaumm, a UMeHHo
aHanus3 pykoBOACTBA MO Ka4YecTBY U NPUMEHSIEMBIX MpoLeayp, Ha npeamMeT COOTBETCTBUSA pPerynupyrolnum
TPeboOBaAHUSIM.

[lpeaBapUTENLHLIA aHaNM3 pPekoMeHaYeTCsl paccMaTpyMBaTh Kak YacTb ayauTta, OH AOMMKEeH NMoMoYb B
onpeaeneHnn BO3IMOXHOCTW NpoBedeHNa ayauTa.

Ecnn gaHHbIM aHanus BbIABNAET HECOOTBETCTBUE CUCTEMbl MeHePKMeHTa KadecTBa perynupyromm
TpeboBaHUAM, TO HE peKoMeHAOyeTCs NPoAoKaTh pacxoaoBaTh Pecypchl HA NpoBeaeHWUe ayauTa 4o Tex nop,
noka npodbnemsl He DyayT pelleHbl Tak, YToDbl 3TO YAOBMETBOPUIIO OpraHn3aLuio, NPOBOOSILLYIO ayaUThl.

7.6.2.2 l'naH ayguTa

[Ipn HeobxoaMMOCTWM cneayeT paspabdboTaTb NNaH npoBedeHUst ayauTta B COOTBETCTBUU C
[OCT P CO 19011, nyHkT 6.4.1. [laHHBIN NNaH AomKkeH cnocobcTBOBaTL pacnpedeneHuo (YCTaHOBNEHUIO
ovepeHOCTU) U KOOPAUHMPOBaAHUIO BUOOB AeATeNbHOCTU No ayauTy. I'naH npoBegeHnUa aygnuta pekoMmeHay-
eTCH OOBECTU A0 CBEeAESHUS NPOBEPAEMON OpraHmsaumm 1 cornacoBaTb ¢ HEM — XKenaTeNbHO A0 NPUOLITUSA
ayauTOPCKOWM rpynnel HAa MecTo NpoBeaeHNa ayguTa.

PaspaboTaHHbIN NNaH ayauTa A0MKeH ObITb A0CTATOUHO TMOKMM, ANS TOro YTOOblI MOXHO ObINTO BHOCUTL
B HEMO N3MEHEHUS, 0CODEHHO B CBSI3U C MHdropMaLumen, cobpaHHOW B NpoLecce ayauTa, U pesynbTaTUuBHO UC-
NoNMb30BaTbh UMEKOLLMECH PeCcypcChl.

[TnaH ayauTa aonkeH 6biTb 0CHOBAH Ha obnactn 1 uenax ayauTa ¢ y4eToM:

- Buda NpoBOAMMOro ayauTa;

- MHOpMaLUK, NONYyYeHHOW Ha OCHOBE NMpeaBapUTEeNbLHOro aHanmsa AoKyMeHTauMm CUCTEMBl MeHea-
XXMEHTa KauyecTBa NPoBepsieMOn opraHusaumn, ecnu LenecoodbpasHo, a B cnyvae npoBeaeHUs NnoaTeepXaato-
LLlero Unn cneunanbHoro aygura:
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- UHOPpMaLMK, MNONy4YeHHOWU NpU NpoBedeHUM nNpeablayWwmux ayanTtoB CUCTEeMbl MEHeO)KMeHTa
KayvyecTBa;
- AMeloLlencd NocTnpon3BoACTBEHHOU MHGpOPMaL N,
[OCT P 54882 cogepXut gononHuTenbHble BXoAHble AaHHbIE ANd pa3padboTku nnaHa ayauTa.
[TnaH ayauTa OoMKeH BKoYaTh B Cebs:
a) obnacTb 1 Lenu ayauTa;
D) KpuTepun ayauTa 1 BCe CChINTOYHbIE AOKYMEHTHI;
C) nageHTUdunKauuo NpoBepsieMon opraHnsaLum;
)
)

d) naeHTUPUKaLKUIO YIIeHOB ayauTOPCKOW rpynnbl;

e) MHopMaLUIo O A3bIKe NPOBeAeHNs ayanTa,;

f) gaTty n mecto(a) npoBegeHUa ayaura:

1) ecnu npoBepsemMad opraHusauna MMeeT HEeCKONbKO NMPOU3BOACTBEHHBLIX NNoLWaaok B pasHbIX
MecTax Unn ayauT NpoBOAUTCA Takke Yy NocTaBLWuKa, TO 3TO AOJKHO HAUTU adekBaTHOe oTpaXkeHue B nna-
He ayguTa;

2) cnegyeT MaeHTUMULIMPOBaThL BCe BHELLHME BUOLI AeSITEeNbHOCTU, CBA3aHHbIE C 0DNAacTLo ayanTa;

g) naeHTudukauno opraHnsaLMoHHbIX/PYHKLWOHANbHLIX NogpasgeneHnin NpoBepsIeMON opra-
HU3aLNUWU;

h) naeHTUPUKaLMIo BbiCLLEroc pykoBOACTBA NPOBEPAEeMOn opraH1saLmm, OTBETCTBEHHOIo 3a ayauT;

1) Npeanonaraemoe BpemMs NpoBeaeHnst 1 NPoACMKUTENbHOCTb KaXX4oro 0CHOBHOIO BUaa AesATeNbHOC-
TW NO ayanuTy;

|) pacnucaHune npoBedeHust CoBellaHuin, BKNovasd Heobxoammele exxegHeBHbIe DPUPUHIU («NETYUKN» ),
C BbICLUMM PYKOBOACTBOM MPOBEPAEMON OpraHnusaLuun;

K) paccblfiky oT4eTa 0 nNpoBeaeHun ayguTa.

7.6.2.3 VameHeHMe nnaHa ayauTa

B npouecce ayanta pykoBoaUTENb ayaMTOPCKOW rpynnbl MOXET BHOCUTb U3MEHEeHUs1 B npeanncaHung
ONs ayaumTopoB U B NNaH ayauTa, ans 1oro 4tobbl obecnevynts onTMManbHOe OOCTMXKEHUE Lenen ayauta.
OaHako NpoBepaemMon opraHusalnm cnegyeTt UMeThb B BUAY, UTO B 3aBUCUMMOCTU OT pe3ynbTaToB ayauTa nnaH
MOXET ObITb MBMEHEH ANA A0CTMXKEHUS BonbLUen TMOKOCTU Npn nccneaoBaHuUn Kaxkaon obnactu ayguta. Npo-
BEPAEMYIO OpraHn3aLne HeobXoaMMO NOCTaBUTb B U3BECTHOCTL 00 M3MEHEHUAX NaHa.

Ecnn cTtaHOBUTCA OYEBUAHBIM, YTO LIeNTM ayauTa HeAOCTMXKMMbI, TO PYKOBOOUTENO ayaAUTOPCKOM rpynnbl
crneayet coobwnte 00 3TOM hakTe M COOTBETCTBYIOLMX NPUYUHAX KaK NMPOBEepsiEMON opraHmaaunn, Tak u
opraHusauunn, NnpoBoasilen ayaur.

7.6.2.4 TlpeanucaHna gna ayauTopcKou rpynnel

Kaxxgomy uneHy ayauTopckon rpynnel cneayeTt nopyynuTb (NpegnucaTth) BeINOMHEHWE onpedeneHHbIX 3a-
Oad, HanpumMep nposegeHUe ayauta KOHKPEeTHbIX NoACUCTEM UK NPOLLECCOB CUCTEMblI MEHEIXKMeEHTa Kavec-
TBA. JTWU nNpeanucaHnsl AOSMKHbl ObITb paspaboTaHbl PYKOBOAMTENEM ayauTOPCKOW Trpynnbl nocne
KOHCYNbTaLUWUU C YNeHamMu rpynnbl U COOTBETCTBOBATb BO3MOXHOCTAM Ka)XOoro aygutopa Kak TeXHUYecKoro
aKcnepTa.

7.6.2.5 Paboune goKyMEHTHI

Paboune gokyMeHTbl AOMKHbI ObITb NOArOTOBMNEHLlI PYKOBOAUTENEM ayANTOPCKOW rpynnbl NPy NOMO-
LI APYTUX YTIEHOB ayaUTOPCKOW Fpynbl U B COOTBETCTBUM C NpoLeaypamMun, paszpadboTaHHbIMU B OpraHmsa-
LK, npoBoaallen ayanutol. laHHble AOKYMEHTHI cneayeT Takke paspabaTtbiBaTb B COOTBETCTBUU C NNAHOM
ayauta ans obneryeHust cobopa o0 bEeKTUBHBLIX CBUAETENBLCTB U COCTABMIEHNUSA 3aKMIOYEHUS NO pe3ynbTaTam
ayauTa.

Paboune AoKyMeHTbl MOTYT BKMOYaTh B cebs:

- KOHTPONbHLIE NMACTLI, CNONb3yeMble AN oUueHUBaHUA COOTBETCTBUA CUCTEMbI MeHe)XKMeHTa KaJec-
TBa NPOBEPAEMON OpraHn3aLnum NPUMEHUMBIM perynupyoum TpeboBaHUAaAM;

- (bopMbI 4Nda oT4YeTa O NPoBeAeHUN ayanTa;

- (bopMbl ANA AOKYMEHTUPOBaHMUA CBUAETENLCTB ayauTta ¢ Uenbio npegcraBreHnUs 3aknodeHna no pe-
3ynbTatam ayguTa.

Obpasubl pabovynx AOKYMEHTOB pekoMeHayeTCsl NpeaoCTaBNATh NMPOBEPSAEMON opraHnsaum no Tpedo-
BaHWUIO.

Pabo4ne goKyMeHTbI AOMKHBbI ObITh paspabdboTaHbl Tak, UToObI OHW HE HaknaablBanu orpaHUYeHns Ha Bbl-
NoNMHeHWe AONONHUTENbHbLIX BUOOB AEATENbHOCTM NO ayauTy WUNu NpoBeaeHne nccneagoBaHuin, Heobxoam-
MOCTb B KOTOPbIX MOXET MOSIBUTLCS B pesynbTtaTte cbopa nHdopmaLmm B npouecce aygmTa.
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7.6.3 llpoBepgeHue ayauTta

7.6.3.1 lNpeaBapuTtensHoe coBellaHne

Llenn npeaBaputTenbHOro CoBeLlaHUs:

- 3HAKOMCTBO ayaAUTOPCKOW rpynnbl C BbICLLMM PYKOBOACTBOM MPOBEPAEMON OpraHmnsalnm unn ¢ apyru-
MW NpeacTaBuTeNnsaMm gaHHoW opraHmM3auun, ecrnm 31o LuenecoodpasHo;

- aHanus obnacTun, uenen n KpuTepues ayaura;

- KpaTKoe U3NoXeHMe npoLlecca ayamTa, BKoYas MeTtodbl U npoueaypbl, UICNonb3yeMsle Npu npoBeae-
HUAW ayauTa;

- NoATBEPXAEeHMe nnaHa ayauTta, pasbsiaCHEHUE HESCHBIX NOAPOOHOCTEN AaHHOMO NNaHa 1 NepecMoTpP
nnaHa ayauTta, npm HeobxoauMoCTu;

- noaTeepXaeHue opuLManbHbIX KAHAMOB CBA3U MeXay ayauTOPCKON rpyrnnon U NpoBepsie Mon opraHu-
3auunen, a Takke si3blka NpoBeaeHUa aygmTta, kKoHpuaeHUMansHoOCTU, Xo4a ayauta u 1. a.;

- NoATBepXaeHWUe NpeaocTaBneHUs PecypcoB U TEXHUYECKMX CPeacTB, HEOBXOOAUMBLIX ayauTOPCKOW
rpynne;

- noaTBepXaeHWe BpeMeHU 1 AaTbl NPOBEAEHNS 3aKNIOYUTENBHOTC COBELLAHUA U BCEX NPOMEXYTOUHBLIX
COBeLlaHU ayauTOPCKOU rpynnbl U BbICLLEro PYKOBOACTBA MPOBEPAEMON OpraHn3aLnm;

- pasbsACHEHWE OCHOBaHWN ANA BeAeHUs 3anncei, BbIDOPOK, NpekpalleHnst ayamTta, CBUAETENLCTB ay-
auTa 1 oT4eTa 0 HECOOTBETCTBUSAX;

- NoATBepXaeHWe npoueayp no 6es3onacHoCcTU, NoBeAeHUIO B Ypes3BbliYaHbIX CUTYaALUSX U OXpaHe ay-
OUNTOPCKOW rpynnbl;

- NoATBEpPXAEeHME U AOCTUXKEHNE cornacust No KaHanaatypam Habnwgartenen, ctaxepon, NepeBoayun-
KOB 1 conpoBoXgarowmx nuu (cm. FOCT P ACO 19011, nyHKT 6.5.1).

7.6.3.2 VlccnegoBaHue

AyauTopcKasi rpynna gofmkHa npoBECTM UccnegoBaHne Ha MecTe NpoBeAeHUst ayauTa, And Toro Ytobbl:

- onpeaennTb COOTBETCTBME OOKYMEHTUPOBAHHOW CUCTEMBbI MEHemKMeHTa KadyecTBa MNPOBEPAEMOU
opraHnsauum perynmpylowmm TpedboBaHUAM;

- NOATBEpPANTb BLINOMHEHUE NpoLleayp, paspadboTaHHbIX B NPOBEPSEMON OpraHmn3aLnu;

- NOATBepANTb Pe3yNnbTaTUBHOCTbL CUCTEMBI MEHEIKMEHTA KavyecTBa NpoBepAeMon opraHusaLum;

- HeszamMeanuTenbHO MHAPOPMMPOBAaTL NPOBEPHAEMYIO OpraHM3aLUuile U, NP HeobXoaAMMOCTU, COOTBET-
CTBYHOLLUA PETYIINPYIOLWNIA OpraH O CYLWECTBEHHbLIX puckax (ans 6e3onacHOCTU oKpyXaroLwen cpeabl, ueneun
perynupoBaHuga Unm KavyecTtsa).

[Tpumedanune—Cneagyer NpMBNeyb BHUMaHNE PYKOBOAUTENSA ayaUTOPCKON NPynNnbl K npodnemam, nexawmm
BHE 0DnacTtu ayamTa, ¢ Uernbio BO3MOXHOW nepeagpecaumm gaHHon nHopmMmaumm npoBepsemMon opranmsaumm. lNpenst-
CTBUS1, BO3HUKLUME B NpoLecce ayauTta, MoryT notpeboBartb MU3AMEHEHUA NNaHa ayauTa.

CTeneHb oxBaTa ayauToMm

AyanTopckaga rpynna gormkHa:

- NpoaHanM3npoBaTb CUCTEMY MEHeKMEeHTa KavyecTBa B 4YacTU, OTHOcSALWEeNncs K obnactu ayauta, Ha
COOTBETCTBUE PErynmpyrowmMm TpeboBaHUSIM;

- Ucnonb3oBaTb MeToa, onucaHHbin B FOCT P 54882, noapasaen 4.3;

- caenaTtb criydanHyo BeIBOPKY AOKYMEHTOB U 3anucein Ans aHanusa BCeX YPOBHEN CUCTEMBbI MeHe -
XXMEeHTa KavyecTBa;

- BbIBpaTb NPUMEPLI, OTPaXKatoLne PUCKU, CBA3AHHLIE ¢ NPeayCMOTPEHHBIM NPUMEHEHNEM MeOULUH-
CKOro M3aennsi, CNOXHOCTbIO TEXHONOMMYECKNX NMPOLLECCOB, UCMONb3YEMbIX NMPU U3roTOBNEHUN, HOMEHKNATY-
PO MeJULUMHCKUX U3OeNnin, oXBaTbiBaeMblX OBNAacTbio ayauTta, U cogepXawme nodylo UMeroLWyocs Mo
OaHHBIM BONpocaM NOCTNPOU3BOACTBEHHYHO MHOPMALNIO;

- N3Yy4YNTb BCE pe3ynbTaTbl ayanuTa U OUEHUTb UX B KONTMYECTBEHHOM OTHOLLUEHUN, OCOBEHHO eCrin OHW
OTHOCATCS K ©6€30NacHOCTM NPOAYKLIUN.

ObbeKTUBHbIE CBUAOETENLCTRA

ObbLeKkTMBHLIE CBMOETENbCTBA ayanTa pekoMmeHayeTcsl cobupaTtb nocpeacTBOM NPOBEAEHUSI OMPOCOB,
N3YyYEeHUS1 AOKYMEHTOB N BU3yalribHOro HabnwoaeHUsa BUAOB AESITENBbHOCTU U YCINOBUIA X BBINOITHEHUS B NMPOBE-
pAeMbIX 0B6NacTaX; AaHHbIE CBUAETENLCTBA pekoMeHayeTca Bepudunumposath. JononHUTENbHBIMU UCTOYHK-
KaMn OO BLEKTUBHBLIX CBUAETENbCTB MOTYT ObITb CBOAHLIE AaHHbIE, 0Opa3sLbl, obpaTHasi CBA3b C NoTpebutenem
N BeD-CaWTHI.

TpeboBaHUA K MeTOAAM MPOBEAEHUS ONPOCOB BKNHOYAOT B CEDS:

- NpoBegeHne B paboyee BpeMs Ornpoca CoTPYAHUKOB;
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- CO34aHnNe HENPUHYXXOEeHHOWN OOCTaHOBKM ANSA onpallBaemMoro;

- obbdAcHeHWe uenn onpoca;

- BbISICHEHME Yy OnpalMBaeMoro ero obs1I3aHHOCTEN U 3a4av;

- 0TKa3 OT UCNONb30BaHUA HAaBOASALLMX BOMPOCOB;

- LACMONb30BaHME OTKPLIThIX BOMPOCOB;

- KpaTKoe U3NOoXeHUe pe3ynbTaToB ayauTta 1 UxX aHanus BMecTe ¢ onpallBaeMbIM;

- Bblpa)keHue dnarogapHOCTM onpallMBaeMoMy No 3aBepLUeHNX onpoca.

CobpaHHaga ¢ NoMOoLL b ONPOCOB MHAOPMaLUA MOXKET ObITb NPOBEPEHa NOCPeACTBOM NOMYHEHNS A0MNOI-
HUATENBHOW MHJXOPMAaLINK N3 APYIMX HE3ABUCUMBIX UCTOYHUKOB, TAKUX KaK BU3yarnbHOe HabnwaeHne, MUsmMepeHust
1 3anncn. Ha oCHOBaHUM 3TUX OO BEKTUBHBLIX CBUAETENLCTB AaHHble ayauTa crnegyeTt NPoKOMMEHTUPOBATL TaMm,
rae BbIsIBNEHbl NPU3HAKMU HECOOTBETCTBUN.

[anee oObLEKTUBHLIE CBUAETENLCTBA MOTYT ObITh AOKYMEHTUPOBAHLI MOCPEeACTBOM cOopa KOMUN AOKY-
MEHTOB UMK, NpK onpeaeneHHbIX obctoaTenbcTBax, dotorpadunn. CobpaHHble nogobHbIM 0bpa3om ceBuae-
TenbCTBa AC/MKHBI ObITh TLATENBbHO AOKYMEHTUPOBAaHbI W MOATBepXAeHbl (3aBepeHbl) ayauTopoM W
NPoBepPAEeMOUn opraHnsaynen.

AyanT BKNrovaeT B ceba cOop cBMOETENLCTB 0 pa3paboTke U NpoBeaeHUN npoueayp 4nga onpeaeneHuns
COOTBETCTBUS PETYNUPYIOLLM TPeOOBaAHUAM B OTHOLLEHUW NOCTNPOU3BOACTBEHHOW NMHPOPMAaLIMN (pacCMOT-
peHue xanob) 1, npn HeodXOAUMMOCTI, B OTHOLLEHWU Npouecca pa3paboTKky, BKOYAad aHanms pucka n KnmHm-
yeckne nccnegoBaHus

[1OKyMeHTbI N Konun, cobpaHHble ayauTopamin B npoL.ecce ayamTa, AOMKHbI ObITb 3aperncTpupoBaHhl
N NoATBepXaeHbl (3aBepeHbl).

7.6.3.3 PesynbTaTthl ayguTa

Bce pesynbTathl ayguta pekoMeHAOyeTCca perncTtpupoBaTbh. AyaUTOPCKOW rpynne pekoMeHOyeTcs npu
HeoBbXoaNMMOCTN cobupaTbca AN 0DCYXOeHUNA pe3ynbTaToB ayauTta Ha COOTBETCTBYHOLWMX dTanax ayaura.
Ecnu B Xoae ayauTta BbISIBASIOTCA HECOOTBETCTBUSA, TO UX CNeAyeT Kak MOXXHO ObICTpee NpoaHanmsmpoBaTh
COBMECTHO C NpoBepaAeMon opraHusaLunen.

[1pn NOAroTOBKE K 3aKNOYNTENBEHOMY COBeLlaHUo ayguTopcKaa rpynna gofmkHa npoaHanmnsnpoBaTh pe-
3ynbTaThbl ayauTa 1 cBMAEeTEeNbCTBa ayauTta U cpaBHUTb UX C KPUTEPUAMIK U LLeNaMn ayauTa.

Bce BbIsIBNEHHbIE HECOOTBETCTBUA AOTKHbBI ObITh!

- 3anuMcaHbl YeTKO U KpaTKo;

- nogkpenneHbl 00BLEKTUBHBIMU CBUAETENbCTBAMMU;

- COOTHECEHbI C KOHKPETHLIMUN TpeboBaHUAMU, KOTOPLIE HE DbINN YOOBNETBOPEHSI;

- MAEHTUPULUMPOBAHLI Kak 3Ha4YUTeNbHble MY Mano3Ha4vYnUTEeENbHLIE.

[Tpumepammn pesynbTaToB ayauTa, KoTopble MOryT ObiTb UOAEHTURULMPOBAHBLI Kak 3Ha4YUTElbHbIE HECO-
OTBETCTBUSA, SIBNAIOTCA:

- HECOOTBETCTBME MPUMEHUMBIM PEryNUPYIOLLM TPeDOBaHUSAM K cUCTEMaM MeHeKMEHTa KadecTBa
(Hanpumep, OTCYTCTBME CUCTEMBI PACCMOTPEHUS XKanod nnu cuctemMsl 0Oy4HeHust);

- HeBbINONMHEHNEe NPUMEHUMBIX perynmpyolmnx TpeboBaHUn K cUCTeEMaM MeHeaKMeHTa KavyecTBa;

- bonblUoce YNCNO MaNo3HaAYNTENbHBIX HECOOTBETCTBUN KOHKPETHLIM PErYINPYIOWNM TPEeDOBAHUSIM K
cucTemMam MeHeaXXMeHTa Ka4vecTBa;

- HeBbINONTHEHNE COOTBETCTBYIOLLMX KOPPEKLA N/ KOPPEKTUPYOLWNX AEUCTBMA Nocne 0bHapyXeHUs
CBMAETENbCTB O AedpeKTax npoayKunm npm Mayv4eHm NnocTnpon3BoACTBEHHOM MHGpOPMaLINKA;

- HeBbINONTHEHME COOTBETCTBYOLWUX NpeaynpeXxaarLmnx 4eNCTBMN Nocne 0bHapyXeHUs CBUAETENLCTB
O BO3MOXHbIX gedrekTax npoaykuun npmu n3ydeHnm noctTnponsBoacTBeHHOU MHGOpMaLUA;

- BbINYCK B Npodaky NpoayKkumn, npeactasnsatoLlen puck ang naumueHToB U/munum nonb3oBarenen npu ee
NMPUMEHEHNN COrNacHO UMeoLLeNCs MapKUPOBKE;

- Hanu4ne NpoayKuunun, siIBHO He COOTBETCTBYIOLWLEN crelndmKkaLlnsam U3roToBUTENS M/MNU perynupyto-
LM TpeboBaHUAM;

- NMOBTOPHOE BLIABNEHNE HECOOTBETCTBUN, ODHAPYXXEHHLIX B X04e npeablaylwnx ayguTos.

7.06.3.4 3aknwyeHue No pesynbrtatamM ayaura

[Tpn NOArOTOBKE K 3aKMIOUYUTENBHOMY COBELLAHUIO ayauTOPCKOW rpynne cneayeT cobpaTbhCs Ha coBella-
HMe, ANg TOro YToobI:

- OLLeHUTb COOTBETCTBME CUCTEMBI MEHEeKMEHTa KaveCcTBa U3roTOBUTENA KpUtepmam ayanta. Hanudme
OAHOrc NN HECKOTbKMX 3HAYNUTENbHbIX HECOOTBETCTBMN CUCTEMbBI MEHEIXKMEHTAa KavyecTBa yKasbiBaeT Ha TO,
YTO CUCTEMA MEHEMKMEHTAa KavyeCcTBa U3rOTOBUTENS HE COOTBETCTBYET PErynUpPYOLLUM TpeboBaHUAM;
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- OnpegennTb pesynbTaTUBHOCTb BHeAPEHUA CUCTEMbI MEHEe)KMEeHTa KadvecCcTBa;

- NPWUATK K cornalleHunio No NOBoAY HECOOTBETCTBUN, €CNA TaKOBble UMEIOTCH, U BbipaboTaTth 3ak/oye-
HMe NOo pesynbTaTamMm ayauTa;

- BblpaboTaTb, NP HeOOXOAUMOCTU, PeKoMeHaau M Ans npoBepaeMoin opraHnsaLnm no ynydlleHuo ee
CUCTEMBI MEHEeIKMEHTAa KavecTBa;

- NOoATBEPAUTL NOMHOTY OXBaTa ayauTtom obnacti 1 uenen ayauTa;

- onpeaenunuTb NOTPEOHOCTL B AanbHEULLNX ayauTax.

7.6.3.5 3aknwvnuTenbHoe coBellaHune

[10 3aBeplUIeHN ayguTa ayauTOPCKOU rpynne pekoMeHayeTcd npoBecTn opuumansHoe coBelllaHne nog
npeacenaTenbCTBOM PYKOBOAUTENSA ayaAUTOPCKOW rpynnbl COBMECTHO € BbICLLMM PYKOBOACTBOM NPOBEPAEMON
opraHmsauum 1 npurnaweHHbIMM AaHHbIM PYKOBOACTBOM COTpyAHUKaMU. CNMCOK npurnalleHHbIX coTpYaHN-
KOB peKkoMeHaOyeTCsl 3aperncTpmpoBaTh. [ MaBHOW Lenbo gaHHOro cobpaHuns siBNAeTCs npeactaBfeHne pe-
3yNbTaToOB ayauTa BbICLLEMY PYKOBOACTBY C TeM, 4YTODbI pe3ynbTaTthl ayauTta OblnNy MOHATHI U NPU3HAaHLI.
ObHapyXeHHble HECOOTBETCTBUSI PpeKOMEeHAOYeTCs 3aperncTpupoBaTh B MMCbMEHHON hopme.

PykoBoguTenio ayanuTopcKon rpynnel cneayeT NnpeacTaBUTh 3akovyeHne ayauTopcKkou rpynnbl B OTHO-
LLIEHN COOTBETCTBUS CUCTEMbI MEHE)KMEHTA KavyeCcTBa perynmpyrowmm TpeboBaHUaAM U pe3ynbTaTUBHOCTH
CUCTEMblI MEHEKMEHTa KadecTBa NO AOCTUMXEHUIO Lenen B obnacTu KavyecTBa.

[1pu pacxoXxgeHU MHeHUN OTHOCUTENbLHO Pe3ynbTaToB U 3aKNiouYeHUda No pesynbtatam ayauTta peko-
MEHAOYETCH, N0 BOSMOXHOCTU, paspellnTb BO3HUKLILME NpoTUBOpeYns. Bce HepelleHHble Npobnembl AOMKHbI
ObITb AOKYMEHTUPOBAHDI.

PekoMeHOyeTCa YCTaHOBUTL COrMacoBaHHYO AaTy npeaocTtaBeHns opraHusaunn, NpoBoadaLwlen ayan-
Thl, NS1AHA KOPPEKTUPYIOLLUX N NpeaynpeXxaarLlmnx AeUCTBUN, HeobXoaMMoro Anst paspelweHnsa naeHTUPnLIK-
POBAHHLIX HECOOTBETCTBU 1 BO3MOXXHBIX NPODNEM C y4eTOM X 3HAYMMOCTU U KPUTUYHOCTW. [1pn NnpoBeaeHUI
KOpPEeKUMN UM KOPPEKTUPYIOLWEro AeUCTBUA A0 3aKNOYUTENbHOro coBellaHua gaHHoe OeUCTBUEe AOCIMKHO
ObITb OpMLIMANBHO NOATBERXKAEHO U ACKYMEHTUPOBAHO.

7.6.4 OTyeT O NpoBeAeHUU ayguUTa

7.6.4.1 logroToBka oTyeTa O NpoBeAeHUN ayanuTa

OT4YeT 0 NpoBeaeHUN ayauTa 4oMKeH ObITb NOArOTOBNEH B MUCbMEHHOW pbopMe NoCcne Kaxaoro ayamTa
C Llenbto obecneyveHns opraHmsaunen, nposoasilen ayanThel, NOCTOAHHON perncTpaumen CBUOETENBLCTB ayan-
Ta, a TaKkke obecnevyeHnsa N3roToBUTENS MHpopMaLnen, ABnALWLEencs OCHOBaHMEM ANs NpoBeAeHUS KoppeK-
TUPYIOLMX 1 nNpeaynpeXxjarowmnx 4eUCTBUN.

PykoBoauTenb ayauTOpPCKOW rpynnbl HeceT OTBETCTBEHHOCTb 3a NMOArOTOBKY, cogepXaHue, TOYHOCTb U
NONMHOTY OTYeTa O NpoBeAeHUU ayguTa.

7.6.4.2 CogepxxaHue oTyeTa O NpoBedeHUn ayguta

OTYeT 0 NPOBEAEHNN ayanTa AOIKEH TOYHO oTpaXaTth coaepXaHne ayauta. OH OomkKeH ObiTb AaTUPO-
BaH M nognucaH pykoBoguTenem ayauTopCcKoW rpynnel U ApyruMn YrieHamm ayamTopckon rpynnbl, eCnii TaKOBO
TpeboBaHWe opraHmsaunn, nposoaswen aygutel. OTYET 0 NPOBEAEHUM ayanTa O0TDKEH, KaK MUHUMYM, BKITHO-
yaTb B cebs UMK coaepaTb CChIMIKKU Ha cneaytoLlee:;

a) obnacTtb 1 Lenu ayauTa, BKMNoYasa paccMaTpuBaemMsle B xode ayauTta npouecchl U rpynnbl U3genni;

b) noapobHbI NNaH ayauTa, naeHTUPUKaLUIO YNEHOB ayauTOPCKOW rpynnbl U npeactaButens(en) npo-
BEPSAEMON opraHusauunn, Bpemsa NpoBegeHusa ayguta, naeHTUUKaLnio npoBepseMon opraHusaunn;

C) MAeHTUMUKaALMIO KpUTEPMEB ayanTa, B COOTBETCTBMU C KOTOPLIMW ObIN NpoBeAeH ayaunT;

d) pesynbTaThl ayguTa Cc KpaTKuM U3NoXeHUeM npoLlecca ayauTa, B TOM YMCe BCeX BCTPEeYEeHHLIX Npe-
NATCTBUN, KOTOPbIE MO NOCTaBUTb NOA Yrpo3y HaAeXHOCTb pe3ynbTaToB U 3aKMioYeHUU No pesynbTtatam
ayanTa;

€) Bce BMUAbl AeATENbHOCTU, HE OXBaYeHHbIe ayaAuTOM, HO OTHOCSLLMECH K obnacTn ayauTa;

f) nopeHTudpukaumo HeCoOTBETCTBMN, B TOM YUCTIE!

1) noapoBbHOCTU O KaXXAOM HECOOTBETCTBUM;

2) KpUTepun ayauTa Unm KOHKpeTHbIE perynupytowne TpedoBaHus, K HEBbIMONHEHUIO KOTOPbIX OTHO-
CUTCHA JaHHOE HEeCOOTBETCTBUE;

3) OTHOCUTENbHYIO BaXKHOCTb HECOOTBETCTBUA C YH4ETOM NMPUMEHMMOTO perynmpytollero TpedoBaHus;

4) paTty npegocTtaBneHns nnaHa HeobXoANMbIX KOPPEKTUPYIIOLLUX AEUCTBUNA;

g) pe3ynbTaTUBHOCTb CUCTEMbI MEHEKMEHTA Ka4ecTBa B AOCTMKEHUM LUenen B obnactn KavuecTBa;

h) noapobHOCTM BCEX KOPPEKLUMA UMN KOPPEKTUPYIOLWNX AEUCTBMA, HEODXOOAMMBIX B CBA3U C pe3y/ibTa-
TaMy ayauTa;
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1) pekoMeHgauuu opraHmsaunn, NPoBoAUBLLEN ayanT, No AanbHeUWen AeaTeNlbHOCTU, BKIoYasa KaleH-
OapHbIA rpaduk nposegeHnst paboT;

) 3aknw4eHua no pesynbTatam aygura.

Bce HeyperynupoBaHHble pacXxoXAeHUsl BO MHEeHUAX MeXay ayauTOpPCKOWU Tpyrnnonu 1 npoBepsieMon
opraHusaunein gomMKHbl ObITh OTpaXKeHbl B oTyeTe. [loaTepXaeHne HecoOoTBETCTBUN U pekoMeHadaunn, npea-
MACaHHbIE ayaMTOPCKOW rpynnon B OTHOLLEHUN nepedncneHnid f), g), 1), A0MMKHbI ObITb KaK MOXHO CKopee AoBe-
OeHbl opraHnusaumen, NnpoBoauBLLEN ayanT, A0 CBeAEHUSA N3rOTOBUTENS /NI NPOBEPSIEMON opraHusaLnn.

[ns obecneveHnss koHQUAEHUMANBHOCTU cneayeT naeHTUgUUMpoBaTh B OTYETE MPOU3BOACTBEHHLIE
cekpeTbl (KOMMEPUYECKYHO TanHy) U MHpOPMaLUIO, ABNAOLWYHCA COODCTBEHHOCTLIO (PUPMBI.

[Tpnmedvanune—bonee nogpobHoe pykoBOACTBO MO NOArOTOBKE OTHETA O NPOBEAEHUN ayanuTa Ha COOTBE-
TCTBUE perynupyrowmm tpedbosannsam npuseaeHo B f OCT P 54881.

7.6.4.3 Paccbinka otyeTta o nposegeHUn ayauTa

OT4eT 0 nNnpoBedeHNn ayanTta AomkeH bbiTb JaTUPOBaH, NpoaHann3npoBaH N oduunansHo ogobpeH B
COOTBETCTBUK C npoLieaypamMmn opraHnsauumn, npoBogsaLien aygurhl.

OpraHunsauusa, nposoasaLwasa ayanTel, AOIPKHA Kak MOXXHO ObIcTpee nepeaaTb Uy caenaTth AOCTYMNHbIM
OTYET O NPOBeAeHNUN ayauTa U3roToBUTENO /UM NMPOBEPAEMON opraHn3aLmn B OroOBOPEHHbIN nepuoa Bpe-
MEHM.

OT4eT 0 NpoBeaeHUN ayauTa OoIMKeH ObiTb N3aaH Kak MOXHO ObicTpee B OroBOpeHHbIN Nepuo BpemMe-
HWU. Ecnn oTyeT He MoXeT ObITb U34aH B JaHHbIV Nepuoa, TO 0 NpUYMHaXxX 3adepXKu criegyeT MHpopMMpoBaTh
M3roTOBUTENS /UM MPOBEPAEMYIO OpPraH1U3aLuilo 1 NepecMoTpeTh AaTy U3gaHud, ecrniv 3To paspeLleHo pery-
NUPYOLLUMI MOSNIOXKEHUAMU NONTNTUKMA OpraHMsaLnn, NpoBoasLLen ayanThl.

7.6.5 3aBepleHue ayguTa

AyauUT cuMTaeTcsa 3aBepLUeHHbIM, eCcniv Bce BUAbI AeATENbHOCTU, NepedYncneHHble B nNnaHe ayamTa, Bbl-
MOJSIHEHBI, U OKOHYaTeNbHbIM OTYET O NPoBeAeHNN ayanTa nepegaH N3roToBUTENO U/ NPOBEPAEMON opra-
H3aUMN.

7.6.6 XpaHeHue 3anuceun no aygurty

[1OKYMEHTbI, UMetoL e OTHOLWEHWE K ayauTy, crnegyeT COXpaHATb UM YHUYTOXaTb B 3aBUCUMOCTN OT CO-
rnaweHna Mexay y4acTBYOLLMMN CTOPOHAMM NN B COOTBETCTBUN C MPUMEHUMBIMU NpoLeaypamm nporpam-
Mbl ayauTa, a Takke JOroBOPHbIMK, 3aKoHoAdaTeNbHbIMAN U PerynmpyroLwumm TpedboBaHnamm.

7.7 CooTBeTCTBUE AOKYMEHTaLum no ayguTty

[lokyMeHTaLuo, UMeoLLIYIO OTHOLLEHME K KaXKaoMy ayauTy, crneayeT nogaepXusats B pabovyemM cocTos -
HUM B COOTBETCTBUU C MPUMEHUMbIMU PErynMpyoLLIMMK TpeboBaHNAMK ¢ TeM, YToObI oHa Bbifia 4OCTaTOYHOMN:

- ON8 AeMOHCTpaL K BbINONHEHUS NporpaMmmMel ayauTta 1 BkoYana B cebs 3anncin, OTHOCSALLMECS K KOH-
KpeTHbIM ayauTam, NpoBepPsIEMbIM OpraHmM3aunsiM, pesynbTatamMm aHanusa nporpamMmbl ayauta u coTpyaHukam,
NPOBOAMBLUUM ayauT;

- obecneveHus1 Hagnexawen nHdopMaunn, NCNoNb3yeMon Npu HeobXoAUMMOCTM COOTBETCTBYIOLLIMMNA
pErynupyroLliMmmMmn opraHaMmun ¢ Lerbio CaHKUMOHMPOBAHUSA BbINycka NPoayKLUMA UM NpoBeaeHUst nocrnenpo-
OAXXKHOro HabNwAeHUNA;

- obecnevyeHns NPoOCnNexXnBaeMocT U NPeeMcTBEHHOCTI YCNeLHO NpoBeAeHHbIX ayauToB OHON N TOW
Xe CcUCTeMbl MEHEIXKMEHTa KauyecTBa;

- obecneYvyeHnUss OCHOBAHUSA OANA KOPPEKTUPYLWMX U npeaynpexaarowmx AenctBMA 1 BOSMOXHOCTEN
yNydlleHUa AeAaTenbHOCTU NpoBepsaeMon opraHusaLlnm, ecnm 3To OCyLLEeCTBUMO.

7.8 lNocneayrwwme BUAbl 4eATENbHOCTHU

3aknoyeHne No pesynbTatam ayaura MOXeT NPoAeMOHCTPUPOBaTb HEODX0AMMOCTL B NPOBEAEHNN KOP-
PEeKUNIN, KOPPEKTUPYIOLMX 1N NpedynpexaarLwmnx 4encTBMn U AeatenbHOCTU NO YyNydlleHUo, eCclin 3TO OCY-
LLecTBMMO. PellueHne o npoBegeHnn Takux 4eNCTBMIN 0ObIMHO NPUHUMAET U BbINMONHAET U3roTOBUTESb U/
npoBepsieMad opraHnsaumns B OroBOPEHHLIA B JOroBOpe Nepnon BpeMeH N He pacCMaTpPUBAaETCS Kak YacTb
ayauTa. CtaTyc AaHHbIX AEUCTBUN KOHTPONUPYET U3roTOBUTENMb U/UNMA NpoBepsiemMas opraH13aLns.

OpraHusauud, NnposoauBLLAaA ayauT, 4O/MKHA aHaNM3npoBaTh BCe 3asiBNEHHbIE KOPPEKLUUN, KOPPEKTUPY-
loLlne U Npeaynpexaawlwme aenctems. [NposegeHne n pes3ynbTaTUBHOCTb KOPPEKTUPYIOLWNX AENCTBUN HEOD-
XOANMO BepUupmLMpoBaTh. ITa BepnduKkalms MOXET ObITb YacTbio NOCNeayoLlero ayamTa.

UneHammn ayautopckour rpynnbl MOXET ObITb paspaboTaHa nporpamma nocneayrwmx ayanto. B Takmx
crniydasix HeobxoanuMmo noaaepXuBatb He3aBUCUMOCTb NOCNeayoLWnX ayanuTos.
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Mpunnoxenve OA
(oba3aTenbHoOe)

CpaBHeHUe CTPYKTYpPbl HacToALlero ctaHaapTa co CTPYKTYPOU AOKYMeHTa
GHTF/SG4/N28R4:2008 «PykoBoacTBO No ayauTy CUCTEM MeHeQ)KMEHTa
KayecTBa U3roToBUTENien MeAULUMHCKUX U3OeNU Ha COOTBETCTBUE
perynupymowmum TpedosaHmam. Yactb 1. O6wme TpedboBaHuAa»

Tabnnuya HOA.1

Homep pasaena HacTosLLero ctaHgapTa

Homep pasaena gpokymeHta GHTF

0 BBeaeHune

1.0 BBeaeHune

1 Obnactb NPUMEHEHNS

2.0 ObnacTtb NpMMeEHEHUs

3.0 Uenwu

4.0 ObocHOBaHMe

Z2 HopmaTuBHbIE CCbINKU

5.0 HopmaTuBHbIE CCLINKU

3 TepMUHbI 1 onpeaeneHus

6.0 OnpepeneHus

4 Obwue TpeboBaHMSA K OpraHn3aunsm,
NPOBOAALWLMM ayauThl

7.0 Obwume TpeboBaHMsA K opraHmn3aumnsm,
NPOBOAALWLMM ayauThbl

5 MeHemKMEHT

8.0 MeHemXMeHT

6 Pecypchl

9.0 Pecypchbl

7/ [Nlpouecc ayguta

10.0 lNpouecc ayguta

[TpnumedaHnwue—IlpnnoxeHnsa HACTOALWEro cTaHgapTa COOTBETCTBYIOT npunoxeHunam gokymeHta GHTF.
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[Mpnnoxenve b
(obsA3aTenbHoOE)

TeKCT U3AMEHEeHHbIX CTPYKTYPHbIX 3/IEMEHTOB HacToSALLero craHgapTa
n apokymeHta GHTF/SG4/N28R4:2008 «PykoBoacTBO No ayguty cuctem
MeHe)KMeHTa KauyecTBa U3roToBuUtTenen MeguLUUHCKUX nsgenun
Ha COOTBETCTBUE perynupyrowum TpedbosaHmam. Hactb 1. O0wmne tpedboBaHUA»

1) TekcT pazgenoB 3.0 n 4.0, nckntoveHHbix n3 gokymenta GHTF/SG4/N28R4:2008 «PykoBoacTBO No ayanTy CUC-
TEM MEHEMKMEHTA KaAYeCcTBa MU3rOTOBUTENEN MEAULMHCKMX U3OENUN HA COOTBETCTBUE PErynupyrowmm TpeboBaHusM.
Yactb 1. Obwme TpeboBaHus», TakK Kak HeLenecoobpasHo BKIOYaTbh AaHHblEe pa3aensl B HaUMOHaNbHbIM CTAHAAPT B CBS-
3an ¢ TpeboBaHUAMM K CTPYKType HauumoHanbHoOro craHgapra Poccunckon Pegepaummn, YCTAHOBIMEHHBIMU B
[OCT P 1.0—2004, a Takke B CBA3U C TEM, 4YTO COAEPKAHNE AaHHbIX pasaenoB AyonupyeTcst cogepXxaHnem BBEAEHUSA W
pasagena 1 «Obnactb NpUMEHEHUNA» HACTOALEro ctaHgapTa.

3.0 Uenn

Llenn HacToswero goKymeHTa:

- rapMoHmn3aumns n paspaboTka pykoBoAaCTBa Mo ayauTy CUCTEM MEHEKMEHTA Ka4veCcTBa N3rOTOBUTENEN MeaNLNH-
CKUX U3Oernuu;

- MOMOLLb OpraHmn3aumnsam, NPOBOAALWMNM ayauTsl, B paspaboTke npoueayp nNpoBeaeHus aygnToes,;

- OKasaHue nomMoLwm aygutopam 1 NnpoBEpPAEMbIM OPraHn3aunsam B NOAroToBke, obecne4veHnm npoBeaeHUs ayanToB
N pearMpoBaHuM Ha ayauThl.

4.0 ObocHoOBaHMe

HacTtosawmm goKyMeHT nomMmoraeTt goCTu4b COrMacoBaHHOCTU B NPoBeAEHUN ayauTOB CUCTEM MEHEMKMEHTA KaYvec-
TBa U3roToBUTENEen MeEANLUNHCKNX U3OENNN, YTO BaXXHO ANA rapMOHN3aUmn 1 B3aMMHOIo NpU3HaHns pe3yrnbTaToB ayanToB.

2) OpurnHanbHbIW TEKCT UBMEHEHHLIX TepMuHonornveckmnx craten gokymenta GHTF/SG4/N28R4:2008 «PykoBoa-
CTBO MO ayauTy CUCTEM MEHEPKMEHTA KavyeCcTBa U3roToBuTenen MeguunHCKUX n3gernnum Ha COOTBETCTBUE PEryNNPYIOWNM
TpeboBaHusam. Hactb 1. Obwme tpeboBaHnsa»

TepmuHonornyeckme ctaton 3.1, 3.15, 3.17 nameHenbl B cBsA3un ¢ TpedoBannem f OCT P 1.5—2004 onpepensiTb Tep-
MWH OQHUM NpeanoXeHmnem. [103TomMy ocTanbHON TEKCT TEPMUHOMNMOMMYECKON CTaTbhU BblAENEH B NMpumMmedaHne. TeKCT Tep-
MUHOIMOrM4Yeckon ctaTtbm 3.1 TakKe npuBeaeH B cootBetcTBue ¢ Tekctom FOCT P NCO 9000—2008, rae paHHbIN TEPMUH
cTaHaapTni3oBaH. COOTBETCTBEHHO CCbINIKA HA TEPMUHONMOrMYecknn ctaHgapt nameneHa Ha f OCT P CO 9000.

3.1 ayamT (audit): Cncrematnyecknm, He3aBUCUMbIN, JOKYMEHTUPOBAHHbLIN NMPOLECC NONYYEHUS 3anncen, N3noxe-
HNA PaKTOB (OO BLEKTUBHLIX CBUAETENBCTB) UMW APYIron COOTBETCTBYIOWEN MHPOPMaLMM N ODBEKTUBHOIO X OLUEHUBAHUS C
LeNnbo onpeaeneHnst CTeENeHn BoINONHEHUA YCTAaHOBMEHHbIX TpeboBaHun (3anmcTteoBaHo n3 NCO 17000; nogpazagen4.4).

B KOHTEKCTE HACTOAWLEro AOKYMEHTA «ayauT» O3HAYaeT «ayauT CUCTEMbl MEHEKMEHTA KA4YeCTBa NPOBEPSEMON
opraHm3aunm Ansi yCTaHOBNEHUS ee CroCOBHOCTU K N0AEPKaHNIO OTHOCALLMXCH K ayauTy Perynmpyowmx TpeboBaHmnny.

3.15 HecooTBeTcTBME (NONnconformity): HeBbinonHenne Tpeboeanns (3anmcteoBaHo na MCO 9000; nyHKT 3.6.2).

Ins 0bo3Ha4veHus1 TOro Xe NoHATUS MOryT ObiTb MCNONBb30OBaHbI APYrMe TEPMUHbI (HAaNpumMmep, «HecobngeHue,
«HEeAOCTATOYHOE BbINOMHEHNEY ).

3.17 cnctema meHeaxXmeHTa KadvectBa (quality management system): OpranmnsaunoHHas cTpykTypa, dyHKUUN,
npoueaypsl, NPOLECCHl U Pecypcehl, HeobXxoaumble AN BHeAPEeHUs MeHepKMeEHTa KadecTBa. B HacTosiwem aokymeHTe

BHEAPEHNE MEHEMKMEHTA KaveCcTBa BKMNOYaeT B cebs pa3paboTky n nogaepxaHne B pabovemMm COCTOSAHUM CUCTEMbI Me-
HEDKMEHTA KavecTBa.

[Tpumevanune —B NCO 9000, nyHKT 3.2.3, cuctema mMeHeg)XMeHTa KavyecTBa Onpedensaerca Kak «cucrema
MEHEKMEHTA ANNA PYKOBOACTBA M yNnpaBneHus opraHmn3aumen npuMeEHNTENbHO K KAYECTBY».
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Mpunnoxenve OB
(cnpaBo4HoOe)

CBeeHUA 0 COOTBETCTBUU CCLINMTOYHbLIX HALMOHAaNbHLIX CTAHAAPTOB
Poccuuckoun Pegepaumn MmexgyHapoaHbiM cTaHgapTaM, UCNONMb30BaHHbLIM
B Ka4eCcTBe CCbINMOYHbIX B NPUMEHEHHOM AOKYMEHTe

abnuvwua [1B.1

OBo3HavYeHne CCbITOYHOToO

. CTeneHb OBo3HaveHue 1 HAMMEHOBAHUE CChINOYHOro MeXOyHapoaHoro
HaUKWOHanNbLHOro craHgapta Poccunckou
COOTBETCTBUA CTaHAOapTa
Genepauyunn

[OCT P NCO 9000—2008 IDT NCO 9000:2008 «Cuctembl MeEHEMKMEHTa KadvecTBa.
OCHOBHbLI€ MONOXEHUA N CNOBaPb»

[OCT P NCO 13485—2004 IDT NCO 13485:2003 «M3pgenvna megnumHckne. CUCTEMbI Me-
HEeQKMEHTA KadvecTBa. [peboBaHus Ans Uenen perynnpoBa-
HUS»

[OCT P MCO/M3BK 17021—2008 IDT MCO/M3IK 17021:2006 «OueHka cooTBeTCcTBUS. Tpebo-
BaHUS K opraHam, NpoBOAALWLMM ayanT n ceptudonkaymio cuc-
TEM MEHEIPKMEHTA»

[OCT P NCO 19011—2003 IDT NMCO 19011:2002 «PykoBoaswme ykaszaHnmsa no ayauty
CUCTEM MEHEKMEHTA KaveCTBa W/ININ CUCTEM 3KONOMMYECKO-
0O MEHEKMEHTa»

[OCT P 54882—2011 MOD GHTF/SG4/N30R20:2006 «PykoBogctBo no ayanty cuc-
TEM MEHeKMEHTa KadecTBa W3roToBUTENeEn MeOUUUNHCKUX
N3genun Ha COOTBETCTBME PEryNUpyloWumMm TpeboBaHUAM.
YacTb 2. CTpaTterua aygnta»

[OCT P 54881—2011 MOD GHTF/SG4/N30R20:2006 «PykoBoacteBo no ayauty cuc-

TEM MEHeMKMEHTa KauvecTBa W3roToBuUTenenm mMeaunuuHCKUX
N3gennn Ha COOTBETCTBME PENyNUpyWuM TpeboBaHUAM.
YacTtb 3. OT4yeT 0 NnpoBegeHnn aygutay

BETCTBUNA CTaHOAPTOB.

- IDT — naeHTnYHbIM CTAHOAPT;
- MOD — mogndmnumpoBaHHbIN CTaHOAPT.

[TpumeyaHune—B HacTosilwen Tabnmue Ncnonb3oBaHbl CreaywLme yernoBHble 0603HAYEHNSA CTENEHU COOT-
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KritoueBble crnoBa: ayauT Ha COOTBETCTBUE PerynmpyroLmnm TpedboBaHnsaM, cuctemMa MeHe)KMeHTa KadyecTBa,
N3roTOBUTENb, MeJULUUHCKOE nsagenume
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