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[lpeagucnoBue

Llenn n npuHumnel ctaHgapTusaunm B Poccnnckon ®eaepaun yctaHoBneHbl PeaepanbHbIM 3aKOHOM OT
27 pekabpa 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHuny», a npasuna NpUuMeHeHns HaunoHanbHbIX
ctaHpgapToB Poccunckon ®egepaunnn — OCT P 1.0—2004 «CtaHaaptusauma B Poccunckon vegepauun.
OCHOBHbIE MONOXEHUA»

CBeaeHuda o cTaHaapTe

1 NMOAINrOTOBJIEH 3akpbiTbiM akunoHepHbIM oblecteoM « MEAUNTECT» Ha ocHOBe CODCTBEHHOIO ay-
TEHTUYHOIC Neperoda Ha PyCCKUM A3bIK AOKYMeEHTa, ykasaHHOro B NyHkTe 4

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

3 YTBEPXOEH W BBEOEH B AEWNCTBUE [pukaszom deaepansHOro areHTCTea no TeXHNYECKOMY
perynmpoBaHuntio n metponornn ot 13 aekabpst 2011 r. Ne 1189-ct

4 HacTtodwun ctaHgapT aendaetca MogmuunpoBaHHbIM MO OTHOLLEHUIO K A0KYMeHTY Llenesoun rpynnel
no rnobansHon rapmoHusaumm (Global Harmonization Task Force — GHTF) «PykoBoacTeo no ayamuTty cuctem
MEHEMKMEHTa KauyeCcTBa N3roToBUTENEN MEANLMHCKUX U3OENMNA HA COOTBETCTBME PEryNUPYIOLLIMM TpebOoBaHU-
am. YacTte 2. Ctpaterua ayauta» (GHTF/SG4/N30R20:2008 «Guidelines for regulatory auditing of quality
management systems of medical device manufacturers — Part 2: Regulatory auditing strategy») nytem nsme-
HEeHWNA ero CTPYKTYPLI, a Takke NyTeM U3MeHeHUs coaepXaHna oTaeNbHbIX CTRYKTYPHLIX 3NeMeHTOB (TEPMUHO-
normdeckmnx crtaren 3.1; 3.3; 3.7), KoTopble BblAeNneHbl BepTUKANbHON NMUHUEWU, pacnonoXXeHHOW chneBa OT
TekcTa. Npn sTom ncknrodeH pasgen 4 «Ob6ocHoOBaHME» NMPUMEHEHHOTO OPUrMHAaNbHOMO AOKYMEHTAa, KOTOPbIN
HelenecoobpasHo NPUMEHSATL B HaLlMOHANbHOM CTaHAapTe B CBA3W C TpeboBaHUAMMU K CTPYKTYPEe HauuoHarb-
Horo ctaHgapTta Poccunckon Pegepauunn, yctaHosneHHeiMn B TOCT P 1.0—2004, a Takke B CBA3U C TEM, YTO
coaepXXaHue aaHHOro pasgena ayonupyetca coaepXaHnem BeeaeHusa n pasgena 1 «Obnacte NpUMeEHEHUs» .
Takke nsmeHeHo obo3HavYeHUe NPUNOXKEHNN HACTOALLIEro cTaHgapTa B CBA3U € TpeboOBaHUAMA, YCTAHOBMEH-
HeiMn B TOCT P 1.0—2004 (B opuUrMHanbHOM ACKYMEHTE MPpUnoXeHus odbosHaveHbl apabckummn umdppamm).
CpaBHeHMe CTPYKTYPbI HACTOSILLEro cTaHgapTa Co CTPYKTYPOU yKkasaHHOro opuUrmHanbHOro AoOKyMeHTa npuBe-
OeHO B AONONHUTENbLHOM npunoxeHun HA.

OpUrMHanbHbIM TEKCT ayTEHTUYHOIro neperoga U3MeHeHHBIX CTPYKTYPHBIX 31eMEeHTOB NPUMEHEHHOro
nokymeHta GHTF n obbacHeHne Nnpru4nH BHECEHUSI TEXHUYECKUX OTKITOHEHUA NPpUBEAEHbI B AOMNONMHUTENBHOM
npunoxeHunn Ab.

[1py NpUMeHeHn HacTodLWero ctaHgapTa pekoMeHayeTCcd UCMoNb30BaTh BMECTO CChINTOYHLIX MeXayHa-
POAHLIX (PerMoHanbHbIX) CTaHOAaPTOB COOTBETCTRBYOLME UM HaUMOHanNbHbIe cTaHaapTel Poccunckon deaepa-
LN, CBeAEHUS O KOTOPLIX NpuBedeHbl B ACNONHUTENBLHOM npunoxeHun AB.

B cBasu ¢ Beinyckom B 2010 1., B nepuoa nybnmyHoro obcyXaeHunst okoH4YaTensHoM peaakLnm HacTosaLero
cTaHAapTa, HOBOW pedakuun npuMeHeHHoro opuruHanobHoro aokymeHta GHTF, oTnnyawowenca Hann4dmem
npunoXxeHna E «AyanT nporpaMMHoOro obecnevyeHuns», Hactodllee NpUnoXeHne AodaBneHo K TeKCTY HAacTosA-
Lero ctaHgapTta 1 BblaeneHo ABOMHOW BepTUKanbHOW NUHUEN, pacnonoXXeHHOM cripaBa OT TEeKCTa

5 BBEAEH BI'NEPBbIE

VIHpopmMayuss 0b UsMeHeHUSIX K HacmosweMy cmaHoapmy rnybrnukyemcs 8 eXXxe200H0 u3oasaeMoM UH-
hopMalylUOHHOM yKaszamerne «HauuoHanbHbele cmaHoapmsi», @ mekcm UsMeHeHUU U rnorpasok — 8 eXXeMe-
CSYHO u30asaeMbiX UHpopMalylUOHHbLIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae riepecmompa
(3aMeHbl) Uy OmmMeHbl Hacmosuea2o cmaHoapma coomeemcemeyroujee yesedomneHue byoem onybrukosaHo
8 eXXeMeCs4YHO U3dasaeMoM UHpopMalUOHHOM yKazamerne «HauuoHaneHbie cmaHOapmbi». Coomeemcmaey-
roujas uHgbopmauus, yeeooMIeHUe U meKcmsbi pasMeliaromcss makxe 8 UHQopMalyUuoHHOU cucmeme obujeao
rofib308aHUss — Ha ouyuansHoM caume PedepanbHo20 a2zeHmemea o MmexHU4YeCcKoMy peayuposaHuio U
Memporsnozauu 8 cemu VIHmepHem

© 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-
aenun Ha COOTBETCTBME perynupyrowinm TpeboBaHusam. Hactb 2. CTpaTterua aygmTta» paspabdbotaH Llenesou
rpynnon no rnodansHon rapmoHusaumn (GHTF) — 0obpoBonbHBIM COODLLECTBOM, COCTOSILLIMM N3 NpeacTaBu-
Teneun perynupyroLlmx opraHos MeauuMHCKOU NPOMbILLNEHHOCTN.

HacTosawmnm ctaHgapT sIBNSIeTCA pyKOBOACTBOM ANA perynmpyroLlnx opraHoB 1 opraHmsaumn, nposoas-
LLIMX ayanTbl CUCTEM MeHe)KMeHTa KauyecTBa N3roToBUTenen MmegmuUnHCKUX n3gennmm Ha ocHOBE NPOLECCHOTo
noaxoaa K TpedboBaHUAM CUCTEMbI MEHEXKMEHTA KavecTBa.

[TpnMmeyaHune—B KOHTEeKCTE HACTOSLWEro CTaHAapTa «ayguT» 03HavaeT «ayauT Ha COOTBETCTBUE PErynupy-
lOLWLMM TPEDOBaAHUAMY .

[TpMeHeHue HacTosWero ctaHgapTa obecnevumBaeT cneayroLlme npernMmyLllecTsa perynmpyownm opra-
HaM 1 opraHusauuam, npoBoAdALLIMM ayanuTh:

- yNydlleHue KadecTBa npoBeaeHUa ayauToB, Begyllee K yrydlleHUo CUCTeEM MeHe ) KMeHTa Ka4ecTBa
N yNydLlleHUIo KadecTBa NpoayKLUnn;

- JOCTWXKeHne bonbLUen cornacoBaHHOCTU NPU NPOBEAEHUN ayanUTa Kak Mexay ayautopamm BHYTPU O-
HOW opraHunsaLumn, npoBoadsaLlen ayauT, Tak U Mexay ayantopamMiu pasHbiX opraHmsauum, npoBodalnx ayaur;

- JOCTMXKeHne bonee NpoayKTUBHOMO COTPYAHUYECTBA MEXaY PErympyowmmm opraHaMmn B OTHOLLIEHUN
ayaunToB;

- YBeNnu4eHne OOBepUda K ayantam, OCyLLeCTBNsIeMbIM opraHmsauunen, nposogallen aygmThl, U NpUsHa-
HMe pe3ynbTaToB AaHHbIX ayaAUTOB APYrMMIK perynmpyowmmy opraHamu;

- bonee appekTUBHOE NCMONL3OBAHUE PECYPCOB opraHMU3aunm, NpoBoadaLEeNn ayanThbl;

- NpegocTaBneHne PyKoBOAALMX yKasaHWW AN cTpaH, HamepeBarwWKMxca paspaboTaTb cTpaTeruto
NpoBeadeHUsa ayauToB CUCTEM MEHE)KMEHTA KaYecTBa Ha COOTBETCTBUE perynupyrownm TpeboBaHUAM.

[TpMeHeHne HacTosWero ctaHgapTa obecneunBaeT cnegyolwme npenmyLllecTsa U3roToBUTENSM Me-
ONUUHCKUX N30ennn:

- yNydlleHue KadecTBa npoBeaeHUa ayauToB, Begyulee K yrydlleHUo CUCTEM MeHe ) KMeHTa Ka4ecTBa
N yNydLlleHUIo KadecTBa NpoayKUni;

- OONbLUYIO COrMacoBaHHOCTL B NpoLeaypax NnpoBeaeHnUsa ayauToB U B OCYLLECTBNEHNUN 0DpaTHOW CBSI3U
C U3roTOBUTENAMM B OTHOLLEHUMN UX CUCTEM MEHEKMEHTA Ka4vecTBa, YTO SKOHOMUT pecypchl, obnervyas noa-
OTOBKY K ayauTam;

- COKpalleHue y1ucna ayautoB, NPOBOAUMbBIX pa3HbIMU perynmpyrownmMmmn opraHamMmm y oaHOro U3roToBU-
Tend;

- YBenuyeHue OoBepud K aygmtaMm, OCyLLECTBNAEMbIM opraHusaluamMmim, npoBoaaliMMmm ayauTel, U Npu-
3HaHWe pe3ynbTaToB AaHHbLIX ayAUTOB pasHbIMU PerynmpylownMmMmm opraHamMmu.

K nuuam, nony4darowmm Bbirogy, MOXHO Takke OTHECTU NauMeHTOoB U Nonb3oBaTtenien MeauUMHCKUX 13-
aennin, NCnbiTbiBaoLWMX DONbLUYIO CTENEHb A0BEPUA K 6e30nacHOCTU N KNUHUYECKON 3 PekTUBHOCTU Medun-
LWUHCKX U30ennn, pasmMelleHHbIX Ha pbIHKE.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

PYKOBOACTBO IO AYOAUTY
CUCTEM MEHEI)XXMEHTA KAYECTBA U3rOTOBUTENEU MEOULMHCKNX USOENUA
HA COOTBETCTBUE PEINYINUPYIROLLUUM TPEBOBAHUAM

HacThb 2
Ctpaterua aygurta

Guidelines for regulatory auditing of quality management systems of medical device manufacturers.
Part 2. Regulatory auditing strategy

Ilata BBegeHnsa — 2013—01—01

1 Obnactb NpMeHeHUA

Hactodawun ctaHgapT npegHasHadeH anga perynupyrowmnx opraHoB 1 opraHmsaunin, NpoBoasawmx ayau-
Tbl CUCTEM MEHeKMeHTa KavyecTBa U3roToBUTenem MmeauunHCKUX n3gennm Ha oCHOBe NpoLeccHOro noaxoaa
K TpeboBaHUAM K cucTeMaM MeHedkMeHTa KadectBa (CM. FTOCT P VICQO 13485). Ecnn oeatenbHOCTb opraHu-
3aLUnKn, NPOBOASLUMX ayauUTkl, pernaMmeHTUpyeTCs perynmpyrowmmm TpedoBaHUaMnU nnm TpeboBaHNAMN K ak-
Kpeautauum, TO CTpaTeruo ayauta, nNpeacTaBfeHHylo B HacTodAweM cTaHgapTte, pPeKoMeHayeTcd
paccMaTpuBaTbh Kak AONONHEHWe K perynupyrowmum TpedboBaHnaM UNKM TpeboBaHUAM K akkpeauTaun, ecni
LlenecoobpasHo. HeCcMoTpsa Ha TO YTO ayauT U3roTOBUTENA MEeAULMHCKMX N3aennin MOXeT BKNovaTh B cebs
ayauT Ha COOTBETCTBUE perynmpylowmm TpedboBaHnsIM, He CBSI3aHHBIM HeNoCpeaCTBEHHO C MEHEeKMEHTOM
KadyecTBa, 0bNacTb NPpUMEHeHUA HacTodlWero ctaHgapTa orpaHudyeHa TpeboBaHUAMU K CUCTeMaM MeHea-
XXMeHTa KadecTBa. [lpyM HanuynM OONONHUTENbHLIX Peryimpylolmnx TpeboBaHUN, ABMSIIOWMXCHA YacTblo
obnactu ayauta, ayautop AOMKeH paccMOTpeTb, WMASHTUPUUMPOBATbL WU OOKYMEHTUPOBATb AdaHHble
TpeboBaHUA, UHTErpUpPOBaB UX B LEeNn N KpUutepun ayguTa.

Hactodawun ctaHgapT NpUMeHUM K NnepBoHaYyanbHbIM 1M NOATBEPXAALWMM ayauTam, HO MOXKeT Takke
NMPUMEHATLCA K APYrMM Buaam ayauTtoB, onucaHHelM B fOCT P 54421, Bkntodas BCce AONONMHEHUS, pa3pado-
TaHHble GHTF SG4 B kadecTBe pykoBOACTBa AN opraHusauun, nposoaawmx ayantel. Llenn gpyrux ayantos
onpenenanTcs 3ieMeHTaMy NoACUCTEM MeHepXKMeHTa KavyecTBa, BblbpaHHBIMWX A5 NpoBeAeHUs ayanTa.

2 HopMaTuBHbIE CCbINKN

B HacTosilemM ctaHgapTe UCNOoNb30oBaHbI HOPMAaTUBHLIE CChINKKA Ha crneayolme ctaHaapThl:

FOCT P 40.003—2008 Cucmema cepmucpukauuu 'OCT P. Peaucmp cucmem Kadecmea. [1opsaook
cepmuuKkauuu cucmemMm MeHeOXMeHma Kadecmea Ha coomeemcmeaue [OCT P NCO 9001—2008
(NACO 9001:2008)

[OCT P 53918—2010 N3odenus mMeduyuHcKue. Pykoso0ocmeo o UHmezpalyuu npuHyUnoe MeHe OXXKMeH-
ma pucka e cucmemMy MeHeoxmeHma kayecmea (GHTF/SG3/N15R8:2005, IDT)

[OCT P 54421—2011 PykosoOocmeo o ayoumy cucmem MeHeOXMeHma Kadecmea uszomosumerneu
MeOUUUHCKUX U30enuu Ha coomeemcmaeaue peaynupyrouwium mpebosaHusam. Yacme 1. Obuwue mpebogaHusi
(GHTF/SG4/N28R4:2008, MOD)

[OCT P NCO 9000—2008 Cucmembi MeHeOXMeHMa Kadecmea. OCHOBHbIE MOJOXEHUS U crliogapk
(MCO 9000:2008, IDT)

[OCT P VNCO 13485—2004 U3oenus meouuyuHckue. Cucmembl MEHEOXMEHMa Kadyecmea. Cucmem-
Hble mpeboeaHust Ons yeneu pezaynuposarnust (MCO 13485:2003, I1DT)

[OCT P UCQO/TO 14969-2007 Nsdenusa meduyuHckue. Cucmemsl MEHEOXMEHMa Kadyecmea. PyKog8o-
ocmeo o ripumeHeHuro NCO 13485:2003 (MCO/TO 14969:2004, IDT)

U3pgaHne odbvumanbHoe
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[OCT P CO 14971—2010 U3oenus meoulyuHckue. lNpumMeHeHUe MeHeOXMeHmMa pucKka K MeOUUUH-
ckum usoenuam (MCO 14971:2007, IDT)

[OCT P UCO/M3K 17021—2008 OuyeHka coomeemcmesusi. TpebogaHUs K opa2aHaM, rpo8oosauiUuM ay-
oum u cepmucpukayuro cucmem meHeoxmeHma (MCO/M3K 17021:2006, IDT)

[OCT P VCO 19011—2003 Pykoeoosujue yKkaszaHusi o ayoumy cucmemM MeHeOXMeHma Kadecmaea
U/unu cucmem aKorioaudeckoao meHeoxmeHma (MCO 19011:2002, 1DT)

[1pumeyaHue—Tllpu nonb3ogaHuu HacCMoOAWUM cmaHdapmom yernecoobpasHo riposepums elicmeaue Cebi-
JIOYHBIX cMaHoapmoea 6 UHhoOPpMaUUOHHOU cucmeme obuwea0o nonb3oesaHus — Ha ocbuyuanbHom catime QedeparnsHOo20
azeHmemea ro MexHU4eCcKoMy peaynuposaHur u Memposoauu 8 cemu VIHMepHem urnu rio exxeeo0Ho u3oasaeMomy LH-
chopmayUoHHOMY yKkasamerro «HayuoHnarnsHbie cmaHoapmsbl», KOmopbit ortybnukoeaH rio COCMOAHUK0 Ha 1 aH8aps meky-
wieao 200a, U rio coomeemcemaeayrouwUuM exeMecsaqYHo usodasaemMbsiM UHEOPMaULIOHHBIM yKkasamernsam, orybnuko8aHHbIM &
mekyuwiem 200y. Ecrnu cebinoyHbili cmaHoapm 3aMeHeH (U3MEeHEH), mo rpu rofs308aHuUU HACMOAWLUM crmaHOapmomM crie-
dyem pyKosodcmeog8ambCH 3aMeHSWUM (U3MEeHEHHbIM) crmaHOapmomM. Ecnu cebinoyHbitl crmaddapm ommeHeH bes 3a-
MEHbI, MO MOf1I0XKEeHUEe, 8 KOMOPOM OaHa CChIfIKa Ha Hez20, NMPUMEHAeMCs 8 Yacmu, He 3ampazusaruiel amy CChIfKY.

3 TepMUHbLI U onpeAaeneHvs

B HacTodwem cTaHOapTe NpUMeHeHbl criegytolme TepMUHbI C COOTBETCTBYIOLLMMUM onpeaeneHUamMu:

3.1 aypuTt (npoBepka) (audit): CucrtemaTtnyeckmia, He3aBUCUMbIA N AOKYMEHTUPOBAaHHLIWA NpoLecc No-
nyvyeHUs1 CBMOETENbCTB ayanta N 0OBbEKTUBHOIO UX OLUEHUBAHUSA C LIeNbio YCTAHOBMNEHUA CTENEHN BhINOMNHE-
HUA cornacoBaHHbIX KpuTepuer ayauta (sammcteoBaHo U3 FOCT P ACO 9000; nyHKT 3.9.1).

3.2 ayAuUT Ha COOTBETCTBUE perynupyrwum TpeboBaHuaMm (regulatory audit): AyanuTt cuctemMmbl me-
HeQ)KMeHTa KadvecTBa C Lellbio AEMOHCTpaLMM ee COOTBETCTBUA perynmpylowmm TpedoBaHUaM.

[TpwnmeyaHune—B HacTosIWEM CTangapTe «ayguT» 03HAYaeT «ayauT Ha COOTBETCTBUE PErYNUPYIOLLUM Tpe-
DoBaHUAM».

3.3 Kputepuu ayguta (audit criteria): CoBOKYNHOCTb NONMUTUKKA, NpoLeayp Unn TpeboBaHUN, KOTOPLIE
MPUMEHAIT B BMAe ccbinok (saumcteoBaHo U3 FOCT P MCO 9000; nyHKT 3.9.3).
3.4 cBugetenbcTBO ayauTa (audit evidence): 3anucu, n3noxeHne pakToB UNK gpyrasa MHopmMauug,

KOTOpble CBSI3aHbl C KPUTEPUSMK ayanTa U MOryT ObITb NpoBepeHbl (3aumcTBoBaHo U3 FfOCT P MCO 9000,
TYHKT 3.9.4).

[TpnmeyaHune— CBMAETENBCTBO ayanTa MOXeT ObiTb KAYECTBEHHbBIM U/WUMN KONMUYECTBEHHbBIM U UCMONb3yeT-
CA AN gokasatenbCcTrBa HabnwgeHnn ayaura.

3.5 opraHusauusa, nposogdwada ayguTtbl (auditing organization): OpraH, npegHasHa4veHHbIX ANs Npo-
BeEeHNs1 ayauTOB Ha Ba3e KOHKPETHBLIX PEryINPYIOWNX AOKYMEHTOB U B COOTBETCTBUN C NMOCTaBMEHHBIMA 3a-
gavamu.

3.6 yctaHaBnuBaTtb (establish): OnpegenaTte (ydpexaaTb), AOKYMEHTUpoBaTb (B NMUCbMEHHOU WU
3NEeKTPOHHOU PopMe) U BHeaPATb.

[TpnmedaHwune— Hacrosuwee onpeagenenne otnnyaetcs ot ncnonosdyemoro B f OCT P NCO 13485 («onpege-
NATb, paspabartbiBatby»), rae He NpuBeaeHo odhmunanbHoe onpeaeneHne 4aHHOro TEPMMUHA U €ro NPUMEHEHNE HOCUT Me-
Hee OAUPEKTUBHBLIN XapakTep.

3.7 MeauuuHckoe uspgenue (medical device): OnpegeneHue gaHHOro TepMnHa NpuUBeaeHo B COOTBET-
CTBYIOLLEN HOPMATUBHOW OOKYMEHTaLWM.

3.8 npouecc (process). COBOKYNHOCTb B3aMMOCBA3aHHLIX MU B3aUMOAEUCTBYIOLWNX BUOOB AeATENb-
HOCTW, Npecbpasyowas Bxoasl B Beixoasbl (3aMmcteoBaHo n3 FOCT P ACO 9000, nyHKT 3.4.1).

3.9 ocTaTtouHbIN pUCK (residual risk): Puck, octarowmncs nocne BeINONHEHUA Mep Mo ynpas1eHUIo pUC-
KOM (3aumcTBoBaHO U3 FOCT P UCO 14971, nyHKT 2.15).

3.10 MeHepXXMeHT puUckKa (risk management): CuctemaTndeckoe npumMeHeHue nonnMTUKA, npoueayp v
NpakTU4eCcKnxX MeTo40B MeHeXKMeHTa ANA pelleHna 3ajgad aHanusa, oueHUBaHusA, ynpasneHna U MOHUTO-
pUHra puckos (3aumcTtBoBaHO U3 FOCT P CO 14971, NyHKT 2.22).

3.11 AoKyMeHTauuma Ha npoaykuuio (product documentation): lokyMeHThI, NpeacTasnsitowme cobon

BbIXOAHble JaHHble npoLecca NpPoeKTUpoBaHNA N pa3paboTKM KOHKPETHOro nagenns Hes3aBMCUMO OT TOro,
BKMHOYEH NN AaHHbIA npouecc B 06nacTb NPpUMEHEeHNa CUCTEMbl MeHeXKMeHTa KayecTBa opraHusaumn.

[TpnmeyaHune—B pasnuyHbIX LPUCONKLUSX NCMONb3YIOTCHA Pa3Hble TEPMUHBI U ONpeaeneHuns.



FOCT P 54882—2011

4 OOwme 3aMeyvYaHnA No cTpaTerMm ayauta Ha COOTBETCTBUE PerynupyroLlmnm
TpeboBaHNAM

[1pn npoBeaeHUMN aygnTta U3IroToBMTENA MEeaQULMHCKUX n3gennin HeobxoanMmo OLEHUTb ero CUCTEMY Me-
HepKMeHTa KadecTBa Ha COOTBETCTBME perynmpyrowmm TpedboBaHUsIM K cUcTeMaM MeHepKMeHTa KadecTBa U
npoueaypam, ycTaHOBMNEHHbIM U3rotoButenem. CuctemMa MeHeaXXMeHTa KavyecTBa MOXeT OblTb OCHOBaHa Ha
MPUMEHUMbIX CTaHdapTax B OTHOLWEHUN cucteM MeHepkMeHTa kadecTtsa (cM. fOCT P MCO 13485) unu Ha
OPYrnx perynupyrowWwmnx AoKyMeHTax.

[Mpn NnpoBeaeHUn ayauTa pekoMeHayeTcsl UCNoNb3oBaTh NPOLIECCHBIN NoAXod, NMPY 3TOM KefaTebHOo
cneaoBaTthb BIoK-cXemMe NPoLLeccoB U3roTOBUTENA MeaULMHCKUX N3aeNnin.

[MpoBegeHne ayguta AOMKHO OblTb OCHOBAHO Ha MEHEeKMEeHTEe pucka U cpoKycrupoBaHO Ha OCHOBHBIX
npoLeccax CUCTeMbl MEeHeKMeHTa KadecTBa, HeoOXoAMMbIX ANA WU3roTOBMNEHUS MeaULMHCKUX U3aenun,
oxBaTblBaeMbIx 0bnacTblo ayanTta. Ayantopy cnegyeT cocpeJoTounUTb CBOe BHUMaHMe Ha hakTopax, B Hau-
Obonbluen cTeneHn BO3AeNCTBYIOWNX Ha Be3onacHOCTb MeANLMHCKUX U3Oenvuin, rapaHTUpys B TO XXe BpeMs
Hagnexatllyto NoSIHOTY oxXBaTa BCeX KNaccoB MeAULIMHCKNX n3aenni, nognagatowmx nog obnacte aygura.

4.1 Lenn

AyauT pekoMeHayeTcsa NnaHMpoBaTb U NPOBOAUTL TakK, YToObl AOCTUYb CNeayroLnX Lienen:

- OLIeHMBaHMA pe3yribTaTUBHOCTU CUCTEMbI MEHEIPKMEHTAa Ka4yecTBa N3roTOBUTENS, BKIOYasa cucTtema-
TUYeckoe 1 pesynbTaTuBHOE OLeHNUBaHNe BbIMOSIHEHNS perynupyroLwwmx TpeboBaHuin B pasyMHO He0BX0aMbIN
nepuoa BpeMeHu:;

- COrNnacoBaHHOCTU pe3ynbTaToOB ayauTa He3aBUCUMO OT TOro, Kakas opraHmMsaumsa Unu Kakme MHOMBN-

ayanbHble ayanTopbl NpoBoaaT ayanT. KoHeuHoW Lenbio ABNATCA rapMOoHM3aLMa U B3anMHoe Npu3HaHne pe-
3yNbTaToOB ayauTa;

- onpeaeneHns ¢ NOMOLLbIO ayauTa Toro, Kak naeHTUdULMpyoTcsa 1 peluatoTca npodnembl, CBA3aHHbIE
C MeaAULUHCKUM 13aesinemMm UM CUCTEMON MeHeIKMeHTa KadecTRa:

- NMPO3Pa4YHOCTN ayanTa AJ14 I'IDOBepFIEMOﬁ opraHN3ali.

4.2 lpoBepdaemMada cucteMa MeHeaXMeHTa KayecTBa

[Tpn NnpoBeaeHUM ayanuTa pekoMeHayeTcsd cocpeoTOUNTb BHUMaHNUE He CTOMNbKO Ha BbIMONMHEHNN KOH-
KpeTHBLIX TpeboBaHUN, CKOMbKO HAa Pe3ynbTaTUBHOCTU CUCTEMbBI MEHEKMEHTA KavyecTBa U3roTOBUTENSA B Lie-
nom. Ana toro 4tobbl paszdbutb ayauT Ha Bonee ynpaBnsieMble 4acTu, HEeoOXoAUMO NAEHTUPUUNPOBATL
noacucTemMsbl, npuBegeHHble B Tabnuue 1.

Tadbnwuwya 1 —Tlogcnctembl nnu BUAblI AEATENBHOCTU U CBA3AHHbIE C HUMW pasgensl

MoncucTems: CBA3b € pazgenamu
[OCT PUCO 13485
1 BbliCclwlee pykoBOACTBO 4.5 6,7, 8
2 [lpoekTnpoBaHue n paspaboTtka I
3 HokymeHTaums Ha NpoayKUUIO 4. 7
4 YnpaeneHne npoaykuuen n npoueccamu (BKIOYas ctepunuisauuvio, rae 4.0, 7,8
NPUMEHNMO)
5 Koppektupylowme n npegynpexgamowme aencTBus 4,5,6,7,8
6 YnpaeneHune 3akyrnkamwu /
7 [lokymeHTauus n sanmcu 4
8 [llpouecchl, cBA3aHHbIE ¢ noTpebutenem I

Bonee nogpobHble cecbinkn Ha pasgensl unogpasgensl fOCT P UACO 13485 npuBegeHbl B pasgene 5 Ha-
crosilero ctaHaapTa. OCHOBHbIE nogcucTemMbl aeHTUdUMpoBaHbl B Tabnuue 1 nog Homepamun 1—5. [lan-
HbIM MoAcUcTeMaM pekoMeHayeTcs yaAendaATb NepBOocTeneHHoe BHMMaHMe B npouecce ayauta. B Kakux-to
KOHKPETHbIX CUTYaLMAX MOXET NMOoHaa0bUTLCS pacCMOTPETL B KAYECTBE OCHOBHbIX MOACUCTEM ApYyrne noacuc-
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TeMbl. Hanpumep, ynpaBneHune 3akynkamy pekoMeHAyeTcs paccMmaTpuBaTb Kak OCHOBHYHO NMOACUCTEMY B
crnegyroLnx cry4yasx:

- eCIl1 N3roTOBUTENb 3aKyrnaeT roToBble MeauLMHCKNE N3aenmns;

- eCIn U3roToBUTENb NepeaaeT CTOPOHHEMY UCMOMNHUTENIO BLIMOMHEHUE TaKMX OCHOBHBLIX MPOLLECCOB
AN YCNYr, Kak NpOeKTUpoBaHMe U pa3padoTka, NMpoLecchl XU3HEHHOro LMKa npoaykuuu, ctepunnsanus
N ap.;

- eClN U3roTOBUTENb 3aKynaeT OCHOBHbIE KOMMOHEHTHI 1 Y3bl.

4.3 lNopgxopbl K ayauTy

CyLLEeCTBYIOT pasHble Noaxoabl K NpoBeaeHUIo ayauTa, HanpumMmep, «CBepXy BHU3», K CHN3Y BBEPX», KOM-
OMHNPOBAHHLIN NOAX0A U ayaAUT KOHKPETHOro n3genus.

Haanexawmin noaxoa cnegyet BeidbpaTh B 3aBUCUMOCTU OT LIenn U NpUYnHbI NpoBeaeHNUa ayaura.
Ecnu B npouecce ayguta He paccMaTpuBaloTCs Kakne-nmbo MHUMAEHTHI, TO NpeanoYTUTenbHee BbIOpaTh
NoAXod «CBEPXY BHU3». Takon noaxoa oOblMHO NPaKTUKYHOT NpU NpoBeAEeHUU NepBOHAYanbLHOro ayaura.
Ecnn aygnT BKNovaeT B cedbd paccMoTpeHUe BO3IMOXHOW CYLLECTBEHHOW NpobnemMbl 6e30nacHOCTH, TO
OOBLIYHO NPAaKTUKYIOT NoAXoa «CHU3Y BBepxX». ANs npoBeAeHUs noATBEpXKAaoWero ayauta MOXHO NCNOMb-
30BaTb KOMOUHWPOBAHHbLIM noaxod. AyAUT KOHKPETHOro nsaenmsa no3BonsieT OLUEeHUTb B3aMMOAEeNCTBUE
MeXay nogcuctemamu.

[logxon «cBepXxXy BHU3», UCMONb3yeMbIN ANA NpoBedeHNda ayanTa, HadnMHaeTcs ¢ oUeHUBaHUA CTPYKTYPhI
CUCTEMbl MeHepKMeHTa KadecTBa U3roTOBUTENd U ee NoACUCTEM: BbiCLLUEro pykoBoACTBA, NPOEKTUPOBaHUA U
pa3paboTKN, AOKYMEHTauMM Ha npoaykuuio, ynpasneHUsa npoaykuuen n npoueccamm, KOppeKTUpyrowmnx u
npeaynpexgarowmnx 4encTemi. BelbpaHHblie nogcucTeMbl aHaNMUM3UPYOTCA ANS TOro YTobbl YCTAHOBUTL, Kak
N3rOTOBUTESb BLINOMHAET OCHOBHLIE TPEDOBaAHUS NOCPEACTBOM onpeaeneHns, Ao0KYMEHTUPOBAHNA U BHeApe-
HMA COOTBETCTBYIOLWMX Npoueayp. BaxHo oTcnexmsaTtb NpUMMeHeHne NpoLecCHOro nogaxoaa Kak K cucteme
MeHeMKMeHTa KavyecTBa B LLeNoM, Tak U K KaXkgoWn ee nogcucrteme, Hanpumep, ncnonbsyd umnkn PDCA (nnaHu-
pOBaHWe — OcyLllecTBNeHne — npoBepka — aencteue) (cMm. 4.4). NpumeHAada noaxoa «CBepxy BHU3» ayauTop
OOMKEH NOATBEPANUTL, YTO N3rOTOBUTENL pa3paboTan Haanexawue npoueaypsl U NONUTUKY. AN 3Toro ayam-
TOP [AOCIKEeH npoaHanusnpoBaTb CBUAETENbCTBa ayauTa, BKNYas 3anucu, B Uensax Bepudgukaumnu
PE3yNbTaTUBHOCTU BHEAPEHUSI U3rOTOBUTENEM pas3paboTaHHbIX MOMUTUKKA W Npoueayp U COOTBETCTBUA
CUCTEMBbI MEHE)KMEHTA KavyecTBa perynupyroLwwmnm TpedoBaHUsM.

OnucaHHbIV Noaxoa siBnaeTcda eduHbIM AN BCeX CTOPOH, y4acTBYIOLWMX B CUCTEMAaTUYECKOM U NMpo3pay-
HOM npoLecce ayguTa: perynmpyrowmnx opraHoB, opraHusannn, nposoaawmMx ayanuTel, U narotosutenen. OgHa-
KO AaHHbIM Noagxoa He nossonseT cpokycupoBaTbh BHUMaHUE Ha KOHKPETHOM U3aernun.

[logxon «CHU3Y BBEPX», UCMONb3yeMbIX ANA NPOoBeAeHUA ayauTa, MOXeT MMeTb B KayeCcTBe OTMNpaBHOW
TOUKM NMpobnemy B odbNacTm KavuecTsa, HanpumMep coodblleHne o HebnaronpuUATHOM CODbITUM, NpoUsoLeaLLNM
C MEAUUMHCKAM LU3aennem, Unm 0 HECOOTBETCTRYOLLEN NpoayKumnn. Takum obpasom, ayauTop HadnHaeT pa-
DoTaTb «CHU3Y» MU MNPOXCOWUT BECb MyTb «BBEPX» 4Yepe3 CUCTEMY MEHePKMEHTa KavyecTBa WU3roTOBUTENS
BNNOTb A0 OTBETCTBEHHOCTU BhICLLEro pykoBoACTBa. [JaHHbIW noaxod no3BonaeT OLICTPO NONYyYnUTb NpeacTaB-
NeHune o pesynbTaTUBHOCTU BbIOpaHHLIX ANS ayauTa NoacucTemM 1 NpoueccoB, Ha YHKLMOHNPOBAHUE KOTO-
DBIX MOBNUANA Kakas-TO KOoHKpeTHasi npobrnema B obnactn kKadectBa, U O npuymnHe(ax) BO3HUKHOBEHUS
npobnembl B obnactm kadectBa. [lpyM MCNONb3OBaHWMM daHHOrO noaxoda TpyadHee onpeaennTtb
Pe3ynbTaTUBHOCTb CUCTEMbI MEHeXKMeHTa KadecTBa B LIeJTOM.

TpeTun noaxoa npeacraBnseT cobon KoMOUHaL MO NEPBLIX ABYX. AyAUTOP Ha4YMHaET ¢ aHanmn3a BepxHe-
ro Crnod cucTeMbl MeHePKMeHTa KavyecTBa (CBepXy BHM3), 3aTeM NPpoBOAUT ayauUT HEKOTOPLIX 3N1eMEeHTOB CUC-
TeMbl (Hanpumep, npoLecca Npon3BoACTBa) U B UTOre BepnudunumpyeT COOTBETCTBUE NpoBedeHHBIX Npoueayp
(CHU3Y BBepX). NpumeHeHne KoMOUHNUPOBAHHOIC noaxoaa Yacto bonee ap@PeKTUBHO, YEM NOAXOO0B «CBEPXY
BHMU3» UM «CHN3Y BBEPX» MO oTAENbHOCTW. [aHHbIN Noaxoa TakkKe YacTo aABnsieTcd bonee rmubkium npm nccne-
NOBaAHUN KOHKPETHBLIX Npobnem, CBA3AHHLIX C OLEHUBAHUEM PE3YNbTAaTUBHOCTUA CUCTEMBI MEHEKMEHTA
KavyecTBa U3roTOBUTENS.

[Tpyn aygnTe KOHKPETHOTO N3aenust ayamTop BelbUpaeT oaHo MeauuUnHCKoe n3genne, napTuio U ceputo
N U3y4YaeT UCTOPUIO AaHHOro obpasua (4aHHOW BLIDOPKK) HA NpUMepe pasHbIX NMPOLEeCCOB CUCTEMbI MeHea-
XXMeHTa KadecTBa (NnaHnpoBaHUsA, NPOEKTUPOBaHUSA U pa3paboTky, 3aKyrnokK, NponU3BOACTBA, YNakOBbIBAHUS,
pacnpegeneHns n T. 4.). 1o Heodbxoaumo genaTb NMMbo Ha4YnMHaga co ctagun NNaHUpPoOBaHUS U NPOABUTasiChb
BNepen, Nnndo npoaBuUrasicb Hasan oT cTagun pacnpegeneHns. Kpome Toro, Bblbvpast obpasel, ¢ U3BeCTHOW
npobnemon, ayantop MOXET TakKe BKMNIOUUTbL B ayaUTOPCKoe 3aKnNueHne NogcUCTEMY KOPPEKTUPYOLLNX U
npeagynpexgarLwmx 4eUcTBUNA.
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4.4 TlpoueccHbIX NoAaxo4 K ayauTty

Pe3ynetatMBHad cuctemMa MeHeQpkKMeHTa KadecTBa ABNSAETCS MeXaHU3MOM ynpaBneHUsl, CNoCOOHbIM
npeaynpexaaTtb U BbIABMATL OTKIIOHEHUA N MAEHTURULMPOBATL NPUYNHEI 3TUX OTKNOHEHUW. [lanee pe3ynbTa-
TUBHOW CUCTEME MeHe)KMeHTa KadyecTBa cnegyet obecnevynTb MaeHTUUKaLNIO, OCYLLIECTBEeHNe U pe3ynb-
TAaTUBHOCTb KOPPEKTUPYIWNUX W npegynpexgarwmx Aenuctesun. AyauTopy pekoMeHAOYeTCs OLEeHWUTD,
CTPYKTYPUPOBaHbI N NpUMEHAeMble NOACUCTEMbBI U NPOLLECCHI CUCTEMbI MEHEXKMEHTAa KadeCcTBa Kak caMmope-
rynmpyemsble, yrnpasnsaemble rnpoLecchl M ABNAKOTCA M OHU pesynbTaTuBHbIMU. FOCT P 1CO 13485 nomoraeTt
cchopmMynupoBaTh cnegytoline oOCHOBoOMNoNaraoLme BONpocCkl, OTBEThbl Ha KOTOPbIe MOTYT ObliTb MOMyYeHbl B
npouecce ayguTa.

4.4.1 NnaHupoBaHue

PaspaboTtan N1 n3arotoBUTENb B COOTBETCTBUN C PETYITMPYIOLLIMMN TpeboBaHNAMN LieNN U NPOLECChI, He-
obxoaumble AN AOCTUXKEHUA ero CUCTEMON MeHePKMeHTa KadecTBa TpebyeMblX pe3ynbTaToB?

4.4.2 OcylwecTBreHue

PykoBOACTBYETCA N U3rOTOBUTENL B CBOEN AeATENbHOCTU CUCTEMON MeHePKMeHTa KavyecTea?

4.4.3 llpoBepka

PerynapHo nm oueHMBaeT U3roToBUTESb NPOoLEeCChl CUCTEMbI MEHEKMEHTa KadecTBa U pesybTaThbl 13-
MEePEHNA B COOTBETCTBUK C paspaboTaHHbIMK LLENSaMU N perynupyrownmm TpebosaHnammn? OueHMBaeT N ns-
OTOBUTENb pPEe3ynbTaTUBHOCTbL CUCTEMbI MeEeHePKMeHTa KadecTBa 4epe3 sannaHUpoBaHHblIe nepuoabl
BpeMeHM NocpeacTBOM NpoBeAeHUA BHYTPEHHUX ayauTOB, aHalnnsa co CTOPOHbI PYKOBOACTBA U T. 4.7

4.4.4 JlenctBuUe

OcylecTBNAET M U3rOTOBUTENb Pe3yNbTaTUBHBLIE KOPPEKTUPYIoWKME 1 Npegynpexaarwme 4eNCTBUA B
Lilensix obecneyeHnst BLICOKOro KadyecTsa MeanLUMHCKUX N3aeniin U UX COOTBETCTBUA NPUMEHUMbIM 3aKoHOoda-
TeNbHbIM U PerympyrownMm JoKyMmeHTam?

4.5 Bbibopka

AyanTopbl MOTYT OCYLLECTBNSATL BbIOOPKY, OCHOBBLIBAsICb Ha pakTopax, ¢ Hanbdonbllen BEPOATHOCTbIO
BO3JENCTBYOLWKMX HA De30NacHOCTb NPUMEHEHUA MeauLIMHCKOoro nsgenus. lNpu nnaHMpoBaH1n ayauTtoB CUC-
TeM MeHeKMEeHTa KavecTBa (CM. Takke 4.6) ayautopam HeobxoamMmo paccMmaTtpuBaTb MHOrnMe pakTopsbl (Ha-
npumep, obnacte ayaurta, knaccupukauuo MeauuunMHCKOro Usaenusi, CNnoXHOCTb MeOULMHCKOro usgenus,
npeaycMoTpeHHOe NpUMeHeHne, NpMMeHnUMble perynupyroLlime TpeboBaHud, pesynbTaTthl NpeablayLwmx ayamn-
TOB U T. A.). MOXeT BO3HUKHYTb HEODXOANMOCTb B NMpoBeAeHUN BbIDOPKM BHYTPU KaXXaoW NoACUCTEMbBI, ANS
TOrO YTOOLI OLIEHUTb PEe3ynbTaTUBHOCTb BHEeAPEeHUA AaHHOW NoacucTeMsbl (M CBA3AHHBLIX C HEN MOACUCTEM).
ona onpeneneHnUs COOTBETCTBYIOLWMX PasMEPOB CTaTUCTUYECKON BbIOOPKU MOXHO WUCMOMNb30BaTb Tabnu-
ubl A.1 n/vunn A.2, npuBeaeHHble B NpUNoxXeHun A.

4.6 lnaHupoBaHue ayguTa

B aononHeHue Kk TpeboBaHuam, npueeaeHHbeIM B FOCT P 54421, pekoMmeHOyeTCsl paCCMOTPETh Crneayio-
LLine paKTophbl:

- MHpopMaLNIO, NONYYEHHYIO OT U3rOTOBUTENS;

- NPOAOIHKUTENBLHOCTL ayanuTa, ero nepuoguvHoCTb M NPUMEPHLIN pacyeT BpeMeHU NpoBedeHns ayanuTa
Ha MecTe.

OcTanbHble aKTopbl, KOTOPLIE HEOOXOAMMO PACCMOTPEThL, NPUBeAEHbl B pasaerne 5 HACTOSALWEro CTaH-
agapTa.

4.6.1 UHcpopmauuma, KoTopyr HeobxoanMo NONYYUTb OT U3TOTOBUTENA

Ha cTagun nnaHnpoBaHUA pekoMeHayeTcs 3anpocuTb cneayroLwyo MHgpopmMaLuio OT U3roToBUTENA, AN
TOro 4TOObI onpedennTb MPOACIPKUTENBHOCTbL ayauTa U paspadboTaTb nnaH ayguta B COOTBETCTBUU C
[OCT P 54421, nyHkT 7.1.2:

- odMUManbHOe HaMMeHOoBaHWUe opraHnsaunn-M3roToOBUTENA U BCe ee npoYne HaMMeHOBaHUSA, ee aj-
pec, a TakKe CTPYKTYpY opraHmsauuu;

- HaMMeHOBaHWe npeacTaBUTeNnd, KOHTaKTHbIM TenedoH, dpakc 1 aapec 3MeKTPOHHOW MoYThI;

- 0o0Llee Yncno coTpPyaHUKOB (BO BCEX CMeHax), nonagarwwmx nog obnacts ayauTa;

- HOMeHKNnaTypy 1 knacc 6e30nacHOCTM U3roTaBnMBaemMblX MeaMLIMHCKUX n3aennin (knacc besonacHoC-
T MeOULUHCKOTro U3genusa MOXKeT OTNIUMYaTbCa Y pasHbIX perynmpytowmx opraHoB);

- BUAbI NpodaHHbIX U/UNK NNaHUpyeMbIX K Npoaaxe B cTpaHbl /N permoHbl MegnUUHCKUX U3aenun,
perynupyrowine TpeboBaHUA KOTOPbLIX A0MKHbI ObITb OLUEHEHBI, BKNtoYasi NOMHbIA CNUMCOK aBTopU3au i (Hanpu-
Mep, NTULUEH3NN), BblaHHBIX Ha paccMaTpuBaeMble MmeguumuHckne nsgenusa (rae npuMeHMmMo);
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- MecTononoXeHne n PyHKUMU KaXkgon npon3BoACTBEHHOW Nowagky, BKNIOYEHHOW B ayauT;

- CMUCOK BUOOB AeATEeNbHOCTU, OCYLLECTBNAEMbIX Ha Ka)Xaou nnowlaake;

- cneumanbHble NPOU3BOACTBEHHbIE MPOLECcChl, HanpumMmep paspadoTka NporpaMmmHOro obecnevyeHus,
cTepunmsauma N T. a.;

- nepeYeHb MaTtepuanoB U YCnyr, NoCTaBNsieMbIX HaMbonee 3Ha4YMMbIMU NOCTaBLMKAMMN, N UX MECTOHA-
XOXKAeHNEe, a TakKke cnocob ynpasneHua npoleccamun, nepegaHHbIMU CTOPOHHEN opraHnsaLun;

- BCe UMelolluecs pesynbrtaTthl ayguToB, NPoBedeHHBIX APYTMMK opraHU3aUnuamMmn, npm Hannimm COoTBET-
CTBYHOLLEro paspelleHns;

- BO3MOXXHOCTb MOHTa)ka Unm obCcnyXmBaHmst MeguLIMHCKUX U3aenun;

- CBefleHns 0b0 BCeX MBMEHEHUAX, MPOoU3oLLIEALLINX CO BPEMEHW NPOBeAeHUS NOCNeaHero ayamTa, ecnu
TakoBO€ UMESN MEecCTO.

4.6.2 OnpepeneHve nNpoaoMmKUTeNbHOCTU ayguTa, ero nepuoauvYHOCTU U NPUMEPHbIA pacyeT
BpeMeHU NpoBefeHUA ayauTa Ha MecTe

4.6.2.1 lNepnognyHoOCTbL ayauTa

[lepuognYHOCTL ayauTa 3aBUCUT OT PakTopoB, NpuBeaeHHbIX B FOCT P 54421, noapasaen 7.2, a Takke
OT perynupyromx TpedoBaHUn 1 NpeablCTOPUM M3rOTOBUTENS.

4.6.2.2 TlpoaomKnMTensHOCTL ayauTta

[MpoOoMKNTENBHOCTL ayaAnTa OKasbiBAET CYLLECTBEHHOE BO3AEUCTBME HA perynmpyrolne opraHbl 1 Npo-
MbILLUEeHHBIE CTPYKTYPbI B 3aBUCUMOCTU OT UCNOJb3YEMbIX PECYPCOB, a TakKe OT NOJIHOThI oXBaTa ayauTom U
TLATENBLHOCTU €ro NpoBeaeHUs.

[TpoaCKUTENBLHOCTL ayauTa 3aBUCUT OT TakKUX akTopOoB, Kak obnacTb ayauTa, LUernn U KOHKPEeTHbIe pe-
rynupytowme TpedoBaHNs, COOTBETCTBME KOTOPLIM HEODXOAUMMO OLUEHUTL, a TakKe OT HOMEeHKNaTyphbl, Knacca
0e30MacHOCTU, CNOXKHOCTU MEAULIMHCKUX U3OENNUA, PASMEPOB U CIMOXHOCTU CTPYKTYPLI OpraHn3aunn-m3roTo-
BUTENSA. ECnn cneymnanbHO HE OTOBOPEHO, TO NepevncreHHble akTopbl OTHOCATCH K NepBOHaYanbHbIM U NOA-
TBEPXAAOLWUM ayauTam.

4.6.2.3 B3anmocBsasb Mexay nepuogundyHoCTbO U NPoOOIKATENBHOCTLIO ayauTa

[TpoaoMKNTENBHOCTL ayamuTa 3aBUCUT OT ero nepuoandyHocT. Hanpumep, 6a3oBbIM YPOBHEM SABMSIETCS
exerogHo nposogumbein ayaut (cMm. FTOCT P NCO/M3K 17021).

4.6.2.4 MeToa onpegeneHnUa NpoOoPKUTENBHOCTX ayauTa

Ecnu opraHnsaunga, nposogdllas ayauTtel, NNaHUpyeT NposeaeHUe ayauta, To ayauTopCcKoU rpynne cne-
OyeT nNpeaocTaBMTb AOCTATOMHO BpeMEeHM Ans TOro, Ytobbl onpeaennTb COOTBETCTBUAE CUCTEMbBI MEHEIKMEHTA
KavecTBa WU3roTOBUTENS NPUMEHUMBIM perynupyrowmm TpeboBaHusam. Ecnm Heobxoanmo AONONHUTENBHOE
BpeMst Ans TOro, YTobbl OLEHUTbL COOTBETCTBUE HaLMOHAalbHbLIM UM perMoHarnbHbIM perynupyrowmm TpebdboBa-
HUAM, TO 3Ta HEOBXoAMMOCTb AoMKHa ObITb 0OOCHOBAaHA.

Hanpumep, anga onpegeneHnusa 6a3oBov Npoao/PKUTENBHOCTU NepBoHaYanbHbIX ayauToB Ha COOTBET-
cTBue ctaHaaptam cepun FOCT P MCO 2000, namepsaemMoin B YeNOBEKO-AHSIX, MOXXHO UCMNONbL30BaTh Tabnuuy
n3 FOCT P 40.003. lNockonbky AaHHaaA Tabnuua He npeaHasHavyeHa HenocpeACTBEHHO ANSA HYXXA ayauTopoB
MEOULMHCKUX M3aenun, pekomMeHayetca a00aBUTb AOMNONMHUTENbHOE BpPemMst € yuyeToM TpeboBaHUN
FOCT PHCO 13485 v perynupyromx TpeboBaHUin. [laHHbIM CTaHaapT MOXHO TaKXKe paccMaTpuBaTh Kak pyKo-
BOACTBO ANA onpeaeneHus NpoaomkUTenbHOCTM ApYyrMX BUOOB ayauToB, HanpuMep noaTBepXXaarowmx ayan-
TOB.

YBenn4yeHHoe 0a3oBoe BpeMs BKMNOUAEeT B ceba BpeMsa AN NOAroTOBKW K ayauTy, npeaBapuTenbHOro
aHanusa AoKyMeHTauun CUCTeMbl MeHepKMeHTa KadecTBa U cocTaBNeHus otyeTa. B Hero He BXxoauT Bpems,
Heobxoaumoe AN aHanusa naketa NPoekTHOWU AOKYMEHTaLWNU, N3y4YeHUns TUna, NpoBepkn o40dpeHns BbINycKa
n3genuns B npoaaky u apyrnx nogoobHbIX BUOOB AeSATENBHOCTU, HO BXOAMUT BPEMS, HeobxoanMmMmoe ANy oueHUBa-
HUAS AOKYMEHTOB Ha NpoaykLuuio Ha base obpasLla, BeIbpaHHOro Ans ayauTa. YBennmyeHHoe 6a3oBoe BpeMd A1
nepBOHaYarbHOro ayanTa pekoMeHayeTCsl KOpPeKTUpOoBaTh C YYEeTOM APYrMX BUAOB ayaUuToB 1N PakTopoB, NpU-
BeeHHbIX B NpUNoXeHU B, KoTopble MOryT yBenMiMBaTbh UMW yYMeHbLUATb YCTAHOBNEHHYIO NPOAOIKUTENb-
HOCTb ayauTa, HO TOMbKO ecnn TpeboBaHMe ydeTa AaHHbIX PakTopOB COAEPXKUTCH B MNPUMEHUMbIX
pEryrnupyroLWwmnx AokymeHTax.

4.6.2.5 lNpumepHLIN pacyeT BpeMeHU NpoBeaeHna ayguta Ha mecte (B npoLeHTax)

[lpumMepHO paccunuTaTbh BpeMsl NpoBedeHUs ayauTa Ha MecTe (B npoLleHTax) ANd pasHbIX NoacucTem
MOXHO C MOMOLLUbIO Tabnumubl 2.
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Tabnwuua 2—TllpumepHbin pacyeT BPpEMEHU NPOBEAEHNSA ayanTa Ha MecTe (B NpoLEeHTax)

[TpumepHoe
Bpems,
[Toacucrema [TpumevaHune
DACCHUTAHHOR
Ha mecTe, %
Boicluee pykOBOACTBO 5—10 —
[TpoekTnpoBaHmne n paspaboTka 0—20 3aBUCUT OT perynupyemx TpeboBaHnn
[JoKkyMeHTauuns Ha NpoayKUunto 5—20 —
YnpasneHue npogykumen n npoueccamm 20—30 —
Koppektupylowme wn npegynpexgaroume 10—30 —
NeNCTBUSA

YnpasneHue 3akynkamm 5—20 3aBUCUT OT MPOLEHTHOIO COOTHOLWEHUSA U BAXXHOCTH

BUOOB OeATENbHOCTU BHELWHENO U3rOTOBUTENS, C KOTO-

PbIM 3aKMNHOYEeH KOHTPAaKT
[okymeHTaumsa n sanncu 5 —
[Tpouecchl, CBA3aHHbIE C NOTPebUuTenem 5 —

[MpnmepHoe BpeMs NpoBeaeHnUsa ayauTa Ha MecTe, pacCcYnMTaHHOE U BblpaXKeHHoe B npoleHTax, byaet
pasnuyaTbCca B 3aBUCUMOCTU OT crneayolux ¢pakropoBs:

- obnactn ayguTa;
- M3MeHeHUN rpadpuka;
- HeobXoaAMMOCTK NonyyYeHnsa MHpoPMaLMK Ha yaaneHHbIX NoLwaagkax.

4.7 PykoBoACTBO No MaTtepuarnbHO-TeXHU4YeCKOMY obecnevyeHUKO ayauTa

[1na okasaHusa nomMoLln aygauTopam B HagnexallemM npoBedeHnn ayguTta pekoMeHayeTcs pacCMOTPeTb
cnegyrowie MOMEHTHI:

- U3MeHeHUd, NponssedeHHble U3roTOBUTENEM, eCcllM OHU OTNIMYalTCA OT paHee 3adBMeHHbIX (Hanpu-
Mep, USMEeHEeHUA B CTPYKTYpe opraHusauum, B cuctemMe MeHe)KMeHTa KadyecTBa, B TeXHUYEeCKUX cpeacTBax,
npoueccax, n3genuax), npeacrtaBneHHbIX Ha NpeaBapuUTenbHOM CoBellaHUN;

- cornacoBaHue rpagpuka nposeaeHnUa U NpodoPKUTENBHOCTU ayamuTa Mexay UCNONMHUTENbHBIM PYKOBO-
CTBOM NPpOBepAeMOU opraHM3aLnn 1 OTBETCTBEHHLIM NpeacTaBUTenem opraHusaun, NpoBoadLeN ayauT;

- BesoTnaratesbHbIN KOHTPOSb paboThl HAQ HECOOTBETCTBUAMUN, BbISABIIEHHBIMU MPU NPpOoBEeAeHUN Nocne-
Hero ayguta, Anga onpeaeneHna pesyneTaTuBHOCTU NPOBeAEHUA U3FOTOBUTENEM KOPPEKTUPYIOLWNX AEUCTBUWN;

- ayauT cKknaga rotoBon NpoayKUnMmM Ha nepBOHaYaribHOM aTane npoBeaeHns ayauta anst BbIoopkn o0-
Pas3LOoB C Lenbio OCyLLeCcTBNeHNA AanbHeullen NpocneXXnsaeMocT (Hanpumep, HeCOOTBETCTBYIOLLMX MaTep -
anoB, 3anucen, OTHOCALLUUXCA K NapTun Usgenun, U T. 4.);

- OCYLUEeCTBMNeHMe NpocneXXmMsaeMoCcT Ha NepBoHavYanbHOM aTane npoBedeHna ayauTta, nossonsollee
BblOpaTb HanpaBfeHWe NpocneXXmBaeMocT — Bnepea Unn Hasaag — 1 obecnevnBaroLlee N3roTOBUTENIO A0C-
TaTOYHO BpeMeHW AN oueHUBaHUA nocTtynarLlen nHpopmMmauuni;

- noaTeepXaarowme aygmTbl MOryT ObITb CPOKYCUPOBaHLI NMMOO Ha NPOEKTUPOBaHUKU, NMMDO Ha NPOU3-
BOACTBE M CBA3AHHLIX C HUMUN BMAaX AeATENbHOCTU, OHU AOIMKHBI TakkKe yUYUTbiBaTb TakMe pakTopbl, Kak HO-
MeHKnaTtypa msgenun n/unm obnacte ceptudgukaLnm;

- MPW NPOBEOEHUN KaXO0ro ayanuta cnegyer paccMaTpuBaTbh BHYTPEHHUE ayauThl, XKanobbl, KOPPEKTH-
pyloLLne 1 npegynpexagatolime AenUCcTBUA U aHanMs co CTOPOHLI PYKOBOACTBA;

- AOKYMeHTauuda no pesyneratam ayguta U TPeHUHT Mo OKOHYaHUM ayauTa NO3BONA0T Ny4ylle NOHATL CU-
Tyauuio Ha NpuMepax, paccMaTpuBaeMblX B Xo4e ayauTa;

- OLeHMBaHWE CUCTEMbI BHYTPEHHEro ayauTta K KOHLUY ayauTa No3BONseT nsbexartb npeaybexaeHus co
CTOPOHbI ayAUTOPOB;

- CUTyauus Ha MecTe MOXeT oKasaTb BITMAHWE Ha NocneaoBaTeNbHOCTb AeUCTBUX NPpKY NPpOBedeHUN ay-
auTa, ee crnegyeT yYUuThIBaTb BO U3bexXaHne nNoTepun BpeMeHMN.
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I'IepeqmcneHHble BbILLE CbaI{TODbI PEKOMEHAYETCA YHATbIBATb, HO aYAUTOPCKAA TPYNNa MOXET MNMPOBO-
AnNTb ayant Nnogcncrem CUCTtemMbl MEHEOXMEHTA KAa4HeCTBa N3ITOTOBUTEITA B nodon nocnegoBaTeNbHOCTN.

4.8 CBA3K

MoacucTembl, CBAA3aHHbIE C NPOLECCaAMM XXNU3HEHHOro LMKNna npoaykummn

YnpaBneHue

npoayKumen
1 npoleccamu

[TIpoeKTupoBaHue HokymeHTauus YnpasneHue
n paspaboTka Ha NpoAYyKUMUIO 3aKynkamm

[1Ipouecchl,
CBs13aHHbIE
C noTpebutenem

KoppekTupyloiune

1 Npeaynpexaaioliue
NEeNCTBUSA

BbicLuee
DYKOBOACTBO

[okyMeHTaLuus
1 3anUcu

BcnoMorarenbHbie noan poLecChbl

PucyHok 1 — [pumepbl CBA3en mexay nogcucremamvu

[TpnmedaHwue—Ha pucyHke 1 npegcraeneHbl OCHOBHbIE CBA3N Mexay nogcucremamun. CywecTtByetr MHOIO
Opyrmx cesizen (Hanpumep, obpaTtHas CBsA3b C NpoUeccaMmm XN3HEHHOIO LUMKa NpoayKUMM N CBSA3N MeXAy BCNoMorarternb-
HbIMW NpoLeccamn).

HECIVIOTDFI Ha TO YTO BonbLUas YacTb BPEMEHWN ayaANTOPOB YXOAUT Ha UCClieaA0BaHWE NPpOoUECCOB BHYTPA
NOACHACTEM, BaXHO NMOMHUTDE O CBA3HAX MEXAY NOACACTEMaMIA N CBHA3HAX MEXAY PA3JTUHHBIMA NMPOLEeCCaMMN.

lpumepnr
1 Koppekmupyrowjue u npedynpexoarujue delicmaust U ebicuiee pykogodcmeo: dogedeHue 00 ceedeHUSsT
ebicuwie20 pykogodcmaea uUHgpopMayuu 0 Koppekmupyrouwux u npedynpexodaroujux deucmeausix 0518 aHanu3a co

CMOPOHLI 8biICcWIE20 pykoeodcmea.

2 YnpaeneHue npoekmuposaHueM U pa3pabomxol u yrpassieHue 3aKyrnkamMmu: Ucrnosib308aHUe 8bIXOOHbIX
OaHHbIX NPoeKmMa OJ1s1 OUeHUBaHUSs1 803MOXXHbIX MOCMasWUKO8 Mamepuarnos U KoMiiekmyrouwux u dosedeHue

00 ceedeHUsI TOCMasU{UKO8 KOHKpPemMHbIXx mpeboeaHul K 3aKyrnKam.

3 BHympu Kax0020 npouyecca e20 amanbi 06bI4YHO c8513aHblI MeXX0y c0b60l, MaK Kak 8bIX00 OOHO020 rnpouyec-
ca ob6pazyem exod credyrouje20 npoyecca.

4 Nmeromcesi makxe HeKOmMophble 04e8UOHbIe C8513U MEXOY npoyeccamu: ebixo0d npoyecca npoekmuposa-
Hust 6ydem axo0dom npouyecca npoussoodcmaeaa; amu c8si3u Heob6xodumo nposepssmb Ha ob6oux amanax ayouma (8
OaHHOM cJiy4Yae — IPOeKMuUpo8aHuUsi U npouseodcmea) ¢ Yyesibro noomeep)x0eHuUs1 Hanuvdusi 0aHHOU ¢8s13U U Py HK-

UUOHUPOB8aHUSA cUucmemMbl MeHeO)XXMeHma Kadecmaea Kak e0uUHo20 yesrfoco.

5 Lpyaue cea3u mo2ym 6bimb MeHee 04Ye8UOHbIMU, HO UX makKkxe HeobxodumMo nodeep2amb ayoumy: Ha-
npumep, npu obHapyxeHuu Hecoomeemcmeayroujel nNpodykKyuu cpedu 2omoegoli npobnema Hecoomaememausi

MoO)Kem 3aK/moYdYambCs 8 XpaHeHUU, npou:;eodcmee, OKOH4YameJsibHoOU NnpogepKe usmu rnmpoeKkmupogaHuu.

6 Cyuwiecmeyrom marxe cesizu Mexody nodcucmemamu: Harpumep, ecnu deheKmHbie KOMIIIeKmyroujue
rnocmynamm e npou3eodcmeeHHbIe NoMeweHus1, 6ydem nu npu4uHOld 3MomMy rnocmasujuKk, KOHmMpPoJsIb nNpu rnpu-
eMKe, owuboYyHbIe 0aHHbIe, Mpedocmass/ieHHbIe nocmasuwuKy, unu ripoekmuposarue? B makom cnyyae mpeby-
emcsi 1u om cucmembi MeHeOXMeHma Kadecmea uz2omosumersnsi 06s13amenbHbill om4yem 0 KOPPeKmupyrouwux u

npedynpexodaroujux deldcmeusix?

5 lpoBepsaemble noaACUCTEMBI

[1lpoBeAeHUe ayguTa KaXXgon NogcucTemMel npecrneayeT KOHKpeTHYIO uenb. ['naH ayagnta KaXxgon noa-
CUCTEMbl peKoMeHayeTcs paspabaThiBaTb Ha OCHOBE MnpoLeccHoro noaxoada (cm. 4.4) tak, uTobbl OH ya0B-
NeTBOPSAN MocTaBNeHHbIM UenaMm. B gaHHBIM nnaH cnegyeT BKAYaTb NMOATBEPXAEeHUe COOTBETCTBUA
TpeboBaHUAM, NpeAbABASAEMBIM K KaXXA0W nogcuctemMe.
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[Mpwn npoBegeHUM ayauTa Ha COOTBETCTBUE PErynmpyrowinmMm TpedoBaHNAM Ha NPOTAXEHUN NPoLLeccoB
)KN3HEHHOro UMKIIa MeguLMHCKOro u3aenuns npMMeHstoT NpUHUMNbI MeHeAXKMeHTa pucka, KoTopble crneayer
MCNOoNb3oBaTh ANA naeHTudnkaunm n petueHns npobnem besonacHocTU. AyauT BUOOB AeATENbHOCTM MO Me-
HeJXXMEeHTY pUCcKa pekoMeHayeTcsa NPpoBOANTL NapansiefnibHoO ¢ ayauToOM COOTBETCTBYHOLUX MOACUCTEM.

Llenbto ayauTa npouecca MeHekKMeHTa pucka saBnsetca obecnedyeHne yBepeHHOCTU B paspaboTke U
noaaepXaHun Haanexallero n pesynbTaTUBHOIO MeHePKMEHTa pyUcka Ha NPOTSAKEHUU NPOLEeCCOB XU3HEHHO-
ro umkia MmeauuuHCKoro nsaenus.

MpunoxeHne E HacTosALero ctaHgapTa cogepXXnT JonoNTHUTENbHYIO MHopMaLuIo o ayanTy nporpam-
MHOro obecnedeHns. 3T1a HdopMauna MOXeT ObiTb NMPUMEHUMA K OO U3 NOACUCTEM CUCTEMbBI MEHEe OXK-
MeHTa KadecTBa.

[TpumevyaHmns

1 B HEKOTOpbIX HAUMOHAIbHbIX U PErmoHanbHbIX PErynupyrowmx AoKyMeHTax TpeboBaHns MeHemKMeHTa pucka
NPUMEHMMbI KO BCEM CTAAUSAM XU3HEHHOIO LMKNa MeAULMHCKOIo N3aenus.

2 Howmepa, npuBegeHHbIe HUXE B CKOBKax, OTHOCATCH K COOTBETCTBYIOWMM pasgenam [ OCT P UCO 134835.

3 lMopgcuctembl, 0003HAYEHHbIE HUXE «3BE3A0HKON» ™, SAIBMAIOTCH MaBHbIMU NOACUCTEMAMMW, KOTOPLIM CrieayeT yae-
NATb OCHOBHOE BHMMaHWE Npu ayamTe, €Cnn TakoBO perynupytowee tpeboBanme (cm. takke 4.2).

5.1 lNoAacucrtema BbICLUEro pykoBoAacTBa"

5.1.1 Uenb

Llenbio ayanMTa noacucTEMbl BbICLLErO PYKOBOACTBA SIBMSIETCS NOATBEPXKAEHNE TOr0, YTO BhICLLIEE PYKO-
BOACTBO obecnevmBaeT pa3paboTky U nogaepaHne B pabovyemM COCTOAHUM Haanexallen n pesynbTaTuBHOW
CUCTEMbl MEHeIKMEeHTa KavecTRa.

5.1.2 OCHOBHbIe 3Tanbl

[1pn NnpoBegeHNN ayguTa NoACUCTEMBI BhICLLErO PYKOBOACTBA MOXHO BbIAENNUTL crieaytolMe OCHOBHbIE
aTanbl:

a) noaTBepXAeHue Toro, UTo PYKOBOACTBO MO KAa4YeCcTBY, NpoLeaypbl aHanmsaa co CTOPOHbI BbICLLETO py-
KOBOACTBa U npoLeaypbl BHYTPEHHEro aygmta KavyecTtBa, nnaH B 001act kKavyecTtsa 1 npoueaypbl 1 UHCTPYK-
LUA  CUCTEMblI MEHEeMKMEHTa KadecTBa Hagnexawum obpasoMm paspabdboTaHbl U OOKYMEHTUPOBAHLI
(cM. FTOCT P CO 13485, nogpasgensl 4.1, 4.2);

b) noaTBepXaeHWe Toro, YTo NONUTUKA U LEeNK B 0bNacTu KavecTBa Hagnexawum obpasom paspaboTa-
Hbl N OOKYMEHTUPOBAaHbLI U NpeanpuHATHI AeUCTBUS K UX gocTmkeHuto (ecMm. FTOCT P UCO 13485, noapasge-
Nbl 5.3, 5.4);

C) noaTBepXAeHUe TOro, YTo NMPOLIECCHl XXU3HEHHOMO LMKNa NpoayKuMM BKNoYaoT B cebsl NnaHUpoBa-
HMe MeHeKMeHTa pUcka 1 nocneaylowmmn aHanms pesynbTaTMBHOCTU AeATENbHOCTU Mo MeHe)KMEHTY pUcka,
rapaHTupys paspaboTKky NONUTUKK, Npoueayp U NpakTUYecKknxX AeUCTBUN C LIeNbo aHanusa, oLueHnBaHUS W«
ynpasneHna puckom (cM. FOCT P NICO 13485, noapaszgen 7.1);

d) aHanums opraHM3auMOHHON CTPYKTYPLI U3rOTOBUTENA U OTHOCALLIUXCS K HEeW AOKYMEHTOB C LIeNbio Noa-
TBEPXXOEHNSA TOro, YTO B HAX BKITHOYEHbI MONMOXEeHUA B OTHOLLEHWX pacnpeaeneHnst OTBETCTBEHHOCTU, MOHO-
MOYUN (Hanpumep, NpeacTtaBUTENsl BbICLWLUEro PYKOBOACTBA), PECypcoB, KOMMETEHTHOCTU U NOArOTOBKW
(cMm. FTOCT P CO 13485, nogpasgenel 5.1, 5.5.1, 5.5.2, 6.1, 6.2);

e) noaTBepXaeHue HeoAHOKPaTHOro NpoBedeHNs aHanm3a co CTOPOHbI BhICLLEro pYKOBOACTBA, BKIHO-
yarowero B ceba aHanuMs npurogHoCcTM U pes3ynbTaTUBHOCTM CUCTEMblI MEHEMKMEeHTa KadyecTBa
(cMm. FTOCT P ICO 13485, nogpasgen 5.6);

f) nogTBepXgeHne npoBeaeHNUa BHYTPEHHUX ayauTOB CUCTEMblI MeHeKMeHTa KadyecTBa, BKIoYaloLWnX B
cebqa BepudukaLnio KoppeKkTupyroLwmnx n npeaynpexaatownx aencteu (cm. FOCT PCO 13485, nyHKT 8.2.2);

g) ayauT AoImMKeH Ha4YMHaTbLCA U 3aKaHYMBaTLCS NOACUCTEMOMN BhICLLEro pyKOBOACTBA, O4HAKO MeXay Ha-
Yyarom 1 KOHUOM ayauTa noacuCTEMbI BbICLLEro pykoBOACTBa HEODX0AMMO NPOBECTM ayanT APYrMX NOACUCTEM.

B 3akntoueHne ayauTta crneayet NpUHATL pelleHne o ToM, DbINK N NpeanpuHATBl BbICLLUAM PYKOBO-
CTBOM Heobxoaumble AeUCTBUS ANst obecneyveHnsa NOCTOAHHOM NPUTroAHOCTU HaaneXxawen n pesynbTaTUBHOW
CUCTEMbl MEHEeI)KMEeHTa KavyecTRa.

5.2 NMoacucrema npoeKTUpoBaHMUA U pa3padboTKu®

5.2.1 LUenb

Llenbto ayauTa noacnucTemMbl NPOEKTUROBAHUS U pa3paboTKM ABNAETCA NoATBEPXKAEHWE TOro, YTO NPoLece
MPOEKTUPOBAHUA N pa3pabOoTKU SIBMSIETCS yrpaBnideMbliM 1 obecneymBaeT COOTBETCTBME MEAULIMHCKOro n3ae-
nust TpeboBaHUAM NOTPebUTENd, NPeayCMOTPEHHOMY NPUMEHEHUIC N KOHKPETHBLIM TPEDOBAHMAM K U3OENULO.
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[TpumeyaHune— B HeKOTOPbIX IPUCOUKUMAX ANSA OTAENbHbIX U3AeNUn, BCrneacTBue 0CObBEeHHOCTEN X KNac-
cudomKaummn, He NPOBOAAT ayauT npouecca ynpaeneHus npoektuposanmem. [lpn ayante nogcncremMmbl NPOEKTUPOBAHNUSA U
pa3paboTkm ayauT npouecca ynpasrneHus NPOEKTUPOBAHMEM MPOBOANTCSH NMPU HEOBXOANMOCTW.

5.2.2 OCHOBHBbIe 3Tanbl

[Mpwn npoBegeHUn ayguta NnogcnucTeMsl NPOEKTUPOBaHNSA N pa3paboTKM MOXHO BbIAENUTb crieayoLlime
OCHOBHbI€ 3Tarbl:

a) noaTBepXaeHue Toro, YTo MeauLUMHCKNE U3aenng ABNSTCA OO BEKTOM perynmpyomnx TpebdboBa-
HUW, NpeabsaBNAeMbIX K npoLeaypam NPoeKTUpoBaHUA KU paspaboTKK, BKNoYas npoueaypbl MEHEAXKMEHTA
pucka (Hanpumep, WAeHTUPUKALWUKO OnacHOCTeN, OoUeHWBaHWE pUcka W yrnpaBneHue PUCKOM)
(cM. FTOCT P ACO 13485, noapasgenel 7.1, 7.3);

b) aHanM3 AOKYMEHTOB, OMUCKLIBAKOLLMX MPOLLECC NPOEKTUPOBAHNUSA, U BbIOOP AOCTATOUHOIO KONMUYECTBA
3anncen, oxBaThbIBalOLWMX BCHO HOMEHKNATYPY BbiNyCcKaeMblX M3rotoButenem msgenmn. Ocoboe BHMUMaHME
cnegyeT yaenaTb oTAeNbHBIM U3genuam, a He rpynnam (cepusam) nsgenumn.

Kputepumn Bbibopa:

1) puUcK NpUMeHeHna nsaenns;

2) Xanobbl NN N3BecTHble NpPobiemMsl;

3) nepunoa CcyLeCTBOBAHUS KOHCTPYKTUBHOMO pelleHus (npeanodtutenbHee HoBeWlune paspaboTKu);

C) aHanus nnaHa npoekTUpoBaHUA BblIOpaHHOTO(bIX) n3genusi(un) ang nydwerc nNnoHUMMaHUAa aesTenb-

HOCTM MO NPOEKTUPOBaHUIC U pa3padoTke, BKMOYas B3aMMOOEeNCTBME U pacnpedefieHne OTBeTCTBEHHOCTHU
(cM. TOCT P CO 13485, nyHKT 7.3.1);

d) noaTBepXxaeHmne Ha OCHOBE BbIDPaHHBLIX 3aNMCEN NO NMPOEKTUPOBAHMIO N3AENNN TOrO, YTO Npoueaypbl
MPOEKTNPOBAHNA U pa3paboTKM ObINMKM ycTaHoBNEHLI U npuMeHeHbl (M. TOCT P UCO 13485, nyHKT 7.3.1);

e) noATBepXAeHWe TOro, YTO BXOAHbIE AaHHbIE NPOEKTUPOBaHMS DbiNK paspadboTaHbl C y4ETOM TPebo-
BaHUN noTpebutens K PyHKLUUOHUPOBAHUIO, SKCNyaTaLUOoHHBIM CBOUCTBAM U 6e30MacHOCTU, K NpeaycMoT-
PEHHOMY MPUMEHEHUID N3AENUA(NIA), a TaKKe C YYeTOM PEryimpyrowmx TpedboBaHnin n apyrux TpedboBaHuM,
CYLLECTBEHHBIX ANA NpoeKkTupoBaHusa 1 paspabotku (cMm. FOCT P MCO 13485, nyHkTbl 7.2.1, 7.3.2);

f) aHanus cneyndmnkaumm Ha MegUUMUHCKUE U3genna Anga NoATBePXKAeHUA TOro, YTO BbiIXOAHbIe AaHHbIe
NpoeKTa U paspadoTKN COOTBETCTBYIOT BXOAHBIM TpebOoBaHMAM; NOATBERXKAEHWUE TOro, YTOo OblNn onpeaeneHsbl
BbIXOAHbIE AaHHbIe NPOeKTa, CyLLeCTBeHHbIe AN Hagnexalero oyHKUMAOHUPOBaHNA MeAULMHCKOro N3genms
(cM. TOCT P ICO 13485, nyHKT 7.3.3);

g) noaTBepXAdeHne TOoro, UTo AeATeNnbHOCTh Mo MeHemMKMEHTY pUcKa onpegerneHa M OCyLlecTBeHa,
KpUTEPUKM AONYCTUMOCTU pUCKa YCTaHOBNEHbI U SIBNSIOTCA COOTBETCTBYIOLLMMM HA NPOTSXKEHUM BCETO npoLiec-
ca NPoeKTUPOBaHMSA N paspaboTKn MeaQULMHCKOro nsgenus, ntobdbon octaTouHbIN PUCK OLEHEH WU, eclin HeobXOo-
aMMo 1 LenecoobpasHo, AgoBedeH A0 CBeAeHUust notpebutensa (Hanpumep, € MOMOLWbHO MapKUPOBOK,
MHCTPYKUMK NO 3Kcnnyatauun, NOACHUTENbHBIX yBegoMneHnn U 1. 4.) (cm. fOCT P MCO 13485, nogpas-
aen 7.1, nyHkT 7.3.2).

[TpunmeyaHune— MoxeT BOBHUKHYTb HEODXOAMMOCTb B NPOBEAEHUN aygnTa Apyrnx NogcncTem Ans NoaTBEp-
XOEHUS TOr0, YTO KPUTEPUM OONMYCTUMOCTU PUCKA YOOBNETBOPEHLI M MHOpMAaLUUs 06 OCTaTOMHOM PUCKE A0BeAEHA, eCNN
HeobXoaumMo 1 uenecoobpasHo, 40 cBeAeHUs noTpedutens;

h) noaTBepXaeHWe Toro, YTo AaHHbIe Banmaaunm npoekTa CBUAETENBCTBYIOT O COOTBETCTBUN OOQ0DpEH-
HOro nNpoeKkTa TpeboBaHUAM K cneymnansHOMY UK NpeaycMoTpeHHOMY npuMmeHeHuto (eMm. FOCT P CO 13485,
MYHKT 7.3.6);

1) noATBepXAeHMe TOoro, YTO KNUHNYeCKne nccnegoBaHus Obiny nposeaeHbl, a 6e30nacHOCTb U PYHKLU-
OHUpPOBaHWe U3aenus oLueHeHbl B COOTBETCTBUN C TpeboBaHMAMN HAaUMOHaNbHBIX NN perMoHanbHbIX HopMa-
TUBHbIX AOKYMeHTOB (CM. TOCT P MCO 13485, nyHKT 7.3.0);

) ecnn MmeauUUHCKoe n3genue BkoYvaeT B cebd nporpammHoe obecneveHne, To NOATBEPKAEHNE TOrO,
4YTO NporpaMmmHoe obecnevyeHne aBnsgeTca YacTbio BanmaaLwnm npouecca NpoekTUpoBaHNUA N paspaboTkn me-
anunHekoro nsgenusa (cm. FOCT P ICO 13485, nyHkTbl 7.3.1, 7.3.6);

K) noaTBepXAeHMe TOro, YTo U3MEHEHUs NpoeKTa BbINY yrnpasnsieMbiMU U BEPUDULIMPYEMBIMU UM, MPU
HeoBbXoANMMOCTKN, BanmaupyemMbiMn, a Takke ObINn NpUBeaeHbl B COOTBETCTBUE C pErynnMpyroLWnMn TpeboBaHU-
amu (cm. FOCT P CO 13485, nogpasgen 7.1, nyHKTol 7.3.5, 7.3.7);

1) noaTBepxaeHWe Toro, YTo ObIN NpoBeaeH aHanus npoekta (cMm. FOCT P NUCO 13485, nyHkThbI 7.3.1,
7.3.4);
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m) MOATBEPXAEHME TOro, YTO U3MEHEHUSI NpoeKTa ObINn NpoaHannM3npoBaHbl C Y4ETOM X BO3MOXHOIO
BNUSAHUA HA paHee U3roTOBMEHHLIE 1 MOCTaBMEHHbIE U3OENUA 1 YTO 3anncK O pesynbTaTtax aHanusa nogaep-
XuBarTcs B pabovem coctossHuM (cM. FTOCT P UCO 13485, nyHkT 7.3.7);

n) NoATBep)XXAeHUe TOro, 4YTo NpoekT Obll Hagnexawmm obpasomMm nepefaH B MNPOU3BOACTBO
(cM. TOCT P CO 13485, nyHKT 7.3.1).

CooTBeTCTBME NOACUCTEMbI NPOEKTUPOBaHNA N pa3padboTKM OLLEHMBAKOT Ha OCHOBaAHUM OaHHbLIX UCChe-
OOBaHUN.

5.3 MNMoacucrtema [OKYMEHTaL NN Ha NPoAYKLUIo®

5.3.1 Uenb

Llenbto ayanTta nogcmctemMbl AOKYMeHTaUMM Ha NpoayKuuMio ABNaeTCcAa NoATBepKAeHUe TOro, YTo AOKY-
MEHTaLUsA U3rOTOBUTENA rapaHTUpPyeT COOTBETCTBUE n3aennin TpedoBaHUAM NoTpebuTenst n perynmpyowmnm
TpedboBaHUAM.

5.3.2 OCHOBHbIe 3Tanbl

[1Ipn npoBeaeHnM ayauTa nogcuUcTeMbl AOKYMEHTaUuM Ha NpoayKUuMio MOXHO BblAeNTh cnegyolme
OCHOBHbIE 3Tarnbl:

a) noaTBepXKAeHWe HanMunusa AoKYMeHTOB, HeODXOAUMBIX ANA TOro, YTobbl opraHM3aumns morna cbecne-
UATb NNaHUPOBaHWE, OCYLUECTBMEHWE W ynpaBfeHUe npoueccamu, paspaboTaHHBEIMWU B OpraHusauuu
[cm. TOCT P MCO 13485, nyHKT 4.2.1, nepeuncneHue d)i;

D) BbIDOP AOKYMEHTOB Ha NPOAYKLUWUIO ANl TAKOTo YMcna n3genuin, KOToporo 4oCTaTtoqHO ANg TOro, YTo-
Obl OXBaTUTbL BCHO HOMEHKNaTYypy BbiNyckaeMblX narotosutenem usgenuun (cm. FOCT P CO 13485, noapasge-
nel 7.1, 7.2, NyHKT 7.3.3).

Kputepun Boibopa:

1) puUCK, CBA3AHHLIA C N3OeNTUAMM;

2) Xanodbl U U3BeCTHbIE NPOBbEMBI;

3) Nepuod CyLecTBOBaHUA KOHCTPYKTUBHBLIX pelleHU (MpeanovtuTeibHee HoBenlmne paspaboTku);

C) Ansi BbiIbpaHHOro(bIX) nsgaenmsa(in) noaTBEPXKAEeHNUE TOro, YTO AOKYMEHTHI BKITHOYatoT B cebsl (ecnin Ta-
KOBbl TpeboBaHNSA HaLMOHaNbHLIX UMM PermMoHarnbHbIX HOPMaTUBHLIX JOKYMEHTOB):

1) cBMOETENbLCTBO COOTBETCTBUA TpeboBaHUAM, B TOM Yucne TpeboBaHUAM NPUMEHUMbIX CTAHOAPTOB;

2) onucaHue MeguUUMHCKOro(MUx) usgenua(in), BknoYas UHCTPYKLUUKM MO 3KcnnyaTtauum, matepuarnsl W
crieLundpukaLuto;

3) CBOOHYIO AOKYMeHTauuo No Bepudomnkaunmn 1 sanmgaunm npoekta(os), BKNoYad gaHHbIe KIMHNYeC-
KX nccrneaoBaHUN;

4) MapKUPOBKY;

5) OOKYMEHThLI Mo MeHeKMEHTY pUCKa;

6) MHPOPMaLUIO MO U3rOTOBMEHUIO, BKITH0YAA OCHOBHbLIX MOCTaBLNKOB.

[TpwvmeyaHune— BbinonHeHne 4aHHOIo NepeYHs He n3baBnsieT ayguTopoB OT HEODXOAMMOCTU OLLlEHUBATb A0-
NONHUTENbHbIE AOKYMEHTbI.

COOTBEeTCTBME NOACUCTEMbI AOKYMEHTaLUUM Ha NPpoayKUMIo OLLeHMBAKOT Ha OCHOBaHMM AaHHbIX UCCedo-
BAHUMN.

5.4 lloacucrtema ynpaBneHUa npoaykuuen u npoueccamu®

541 Uenb

Llenblo ayguta noacuctemMsl yrpasfeHUsl npogykuen n npoueccamm (BKNoYas UcnblTaHUsa, UHgpa-
CTPYKTYPY, 0bCcnykuBaHue n obopyaoBaHue) aBngeTcd noaTBepXaeHne Toro, YTo cpecTBa, C MOMOLLbH KOTO-
PbIX N3rOTOBUTENb YNPAaBAET NpoayKLUen U npoueccammn, MoryT cbecnevynTb COOTBETCTBUE YNIOMAHYTOM MPO-
OYKUUAN TEXHUYECKM TpeboBaHNSM.

5.4.2 OCHOBHbIe 3Tanbl

[Tpn NnpoBeaeHUU ayanuTa NoACUCTEMEI YpaBneHNs NpoayKumMen 1 npoLeccammu MOXXHO BbIAENNUTL Che-
Oyl e OCHOBHbIE 3Tanbl:

a) NoATBepXAeHUEe TOro, YTo NPoLUeCcChl XXKU3HEHHOTO LMKNa Npoaykuuy, B TOM Y1ucne nobble npumMmeHsie-
Mble  cpedcTBa  YNpaBlieHUs A ynpaBnsieMble  YCNOBWUS,  SBMSILOTCA  3aMnflaHUPOBaHHbLIMIN
(cM. TOCT P ICO 13485, nogpasgen 7.1, nyHKT 7.5.1);

b) noaTBepXaeHue TOro, YTo NNaHNPoOBaHNE NPOLECCOB XU3HEHHOMO LUKNa NpoayKu MM B3aMMOCBA3aHOo
c TpeboBaHUsIMW, nNpeabsaABNAeMbIMA K OPYrMM npoLeccam CcUCTeMbl MeHemMKMeHTa KadecTBa

(cm. TOCT P 1CO 13489, noapasgen 7.1);
11
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C) aHann3 NPon3BOACTBEHHBLIX NMPOLECCOB C y4eTOM NPUBEAEHHbBIX HMKE KPpUTEpUEB, BbIDOP OOHOIO UMN
HECKOMNbKKX NpoLeccoB Ansa ayaura:

1) cBMaeTenbcTBa NPOBeAEHUSA KOPPEKTUPYIOLWMX 1 NpeaynpeXxaatLwmx AeNCcTBUIA No npobnemam, cBs-
3aHHbIM C NMpoLeccamMu;

2) ncnonb3oBaHWe NMpPonU3BOACTBEHHbLIX NMPOLECCOB AN M3Aennin BbICOKOW CTeneHn noTeHuuarnbHoro
pUCKa NPUMEHEHUS;

3) 1UCnonb3oBaHMEe HOBLIX NPONU3BOACTBEHHbLIX NPOLIECCOB UMW TEXHOMNOTNIA;

4) ncnonb3oBaHUe NMPon3BOACTBEHHbIX MPOLECCOB AN U3rOTOBNEHUS CePUNHON NPOOYKUNN;

5) npouecchl, He oxBa4veHHble NpeablayLWMMN ayguTamMmi.,

[TpnmeyaHne—PekoMmeHgaumm No ayauty NpoueccoB CTepunusaymm npmBeaeHsl B npunoxxeHunmn D;

d) ecnu BbIXodHbIEe AaHHbIE NPOLIECCOB HE MOTYT ObITb BepUdULMPOBaHbIl, TO NOATBEPXAEHWE Banuaa-
1M 9TUX MPOLIECCOB, AEMOHCTPUPYIOLWEN CNOCODOHOCTL YMOMSIHYTBIX MPOLLECCOB AOCTUIaTh 3aniaHUpoOBaH-
HbIX pe3ynbTaTtoB (M. FTOCT P UCO 13485, nyHKT 7.5.2);

e) NoaATBEPXOEHME TOro, YTo 0bopyaoBaHME, UCNOMb3yeMOe MNpU ynpaBfeHUn NPOU3BOACTBEHHBIMU
npoLeccamMmun, oTperynmpoBaHo, OTKanMbpoBaHO N COOePXUTCS B UCTIPABHOCTU (Haanexawum obpasom 00-
cnyxuBaetcs) (cMm. FOCT P ACO 13485, noapasgenel 7.5, 7.6);

f) nmoagTBepXXaeHWe TOro, YTO NpoUecchl ABMATCA YNpaBisieMbIMN U KOHTRONTMPYEMBIMU N PYHKLIMOHN-
PYIOT B YCTAHOBMNEHHbIX NpeAenax, a TakKe noaTBepXaeHue Toro, Yto Mepbl No ynpaBneHUo PUCKOM, NOEHTU-
pnunpoBaHHbIe U3roTOBUTENEM ANd  NPOU3BOACTBEHHbLIX MNPOLECCOB, HABMAKOTCA  ynpaBnsieMbIMU,
KOHTPONMUPYEMBIMU U OLeHEHBI Haanexawum obpasom (cMm. FOCT P MCO 13485, noapaspgenel 7.1, 7.5);

g) noATBepXKAaeHUe TOoro, UTo Mepbl NO YNpaBNeHUO PUCKOM MNPUMEHSIIOTCS MPU MOCTaBKe, MOHTaXe
(ycTaHoBKe) 1 obcnyxumnsaHum (cm. FOCT P MUCO 13485, noanyHktel 7.5.1.1,7.5.1.2.2, 7.5.1.2.3);

h) onpegeneHMe B3aMMOCBA3EN C gpyruMmum npoueccamm (cm. FOCT P HNCO 13485, nogpasge-
nol 4.1, 4.2);

1) noaTBepXAeHMe TOro, UTo NepcoHan UMeeT Hagnexallyo Ksanndukaumo U/mnim noaroToBKY Ansl OCy-
LLiecTBNeHus/noaaepxaHus npoueccoB B pabodem coctosaHun (cm. FOCT P UCO 13485, nyHKT 6.2.2);

|) noaTBepxXXaeHWe Toro, YTo MHPAaCTPYKTypa U NpOU3BOACTBEHHAA cpeda COOTBETCTBYIOT PErynmpy!lo-
M TpeboaHuam (cMm. FOCT P MCO 13485, noapasnensl 6.3, 6.4);

K) noaTtBepxaeHue ngeHTugunkaumm 1 NnpocneXxmsaeMoCcT NPoLLeCcCoB U NPpoAyKLUUU N UX COOTBETCTBUS
perynupyrownum TpeboBaHuam (cMm. FOCT P UCO 13485, nyHKT 7.5.3);

1} ecnu npouecc ynpaBnsaeTca NocpeacTBOM NPorpaMMHOro obecnedeHust, To NoATBEpPXKAeHWe Bannaa-
UMM gaHHOro  nporpamMmHore obecnevyeHnss € y4eTOM  €ro  npeaycMoOTPEeHHOro  NPUMEHEHUs
(cM. FTOCT P 1CO 13485, noanyHKT 7.5.2.1);

M) MoATBep)XAeHUe TOro, UTo ynpaBneHne ycTponcTsamy anst MOHUTOPUHIa U USMepeHnin COOTBETCTBY-
eT perynupytowmm TpedoaHusam (cm. FOCT P UCO 13485, nogpasnen 7.6);

n) noaTBepXaeHwe Toro, YTo cucTema Ansd MOHUTOPUHIa U U3MepeHUA NpoayKLUMN COOTBETCTBYET pery-
nmpyoLwnm TpedoBaHnam; obecnevyeHne BbINONHEHUSA BCEX NOEHTUPULMPOBAHHBIX Mep MO yNpaBleHUo pUc-
koM (cM. FOCT P ICO 13485, noapasgen 7.6, NyHKT 8.2.4);

0) NoATBepXXAEHWE TOro, YTO AEATENbHOCTL NO NMPUEeMKe rapaHTUpPyeT COOTBETCTBUE TpeboBaHUAM U
aokymMmeHTUpoBaHa (cM. FOCT P ICO 13485, nyHKT 8.2.4, noaAnyHKTbl 8.2.4.1, 8.2.4.2);

p) noATBepXaeHwue HagneXxawero yrpaBneHuns HECOOTBETCTBYIOLLEN npoaykumnen
(cm. FTOCT P ICO 13485, nogpasgen 8.3).

COOTBeTCTBUE NOACUCTEMBI YNIPaBNeHUs NpoayKumen n npoLeccamm oLLeHMBAatOT Ha OCHOBAHUM OaHHbIX
nccnegoBaHUN.

5.5 lNMoagcucrtema KoppekTUpyOLWUX U Npeaynpexgarwwmmx gencteun’

5.5.1 Uenb

Llenbto ayguta nogcmncTeMbl KOPPEKTUPYIOWKX U Npeaynpexjatowmnx AencTBuin (BKNoYast 3anmcu/npo-
CNeXuBaHune) ABNAETCA NOATBEPXKAEHMNE TOro, YTO NpoLuecchl, paspadboTaHHble N3roToBUTENEM, obecneynBa-
0T cOOp U aHann3 nHgopmaumn; naeHTudgnkauue Nnpodnem, CBA3aHHbIX € NpoLieccamn, roToOBOW NpoayKLUuen
N nonygadbpukatamn, U3ydyeHUe AaHHbIX npobneMm KW BbINONHEHWE ageKkBaTHbIX WU pe3ynbTaTUBHBIX
KOPPEeKTUPYIOLWUX 1 Npeaynpexaarwnx 4encTBUN.

5.5.2 OcHOBHbIe 3Tan.l

[1pu NnpoBeaeHUN ayauTa NoACUCTEMBI KOPPEKTURYICLLIMX U nNpeaynpeXxjgatowmnx 4eCTBUA MOXKHO Bblae-
NUTb cneayrowmne OCHOBHbIE 3Tanbl;
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a) NoATBep)XAeHue TOoro, YTo paspadboTaHbl npoueaypbl NOACUCTEMbI KOPPEKTURYIOLLMX N NpeayrnpeX-
Oarwmx gerucTBun, oTeeYatrolme TpedoBaHUAM CUCTEMBI MeHekMeHTa KadecTBa (cM. FOCT P NICO 13485,
nogpasgenst 4.1, 4.2, 8.5);

b) noaTBepXaeHne TOro, YTo BXOAHbIE AaHHbIe KOPPEKTUPYIOLWNX 1 Npeaynpexaarowmx 4eAcTBUn Npo-

aHanM3npPoBaHbl M JOCTOBEPHBLI N YTO KOPPEKTUPYIOLLME KU npeaynpexjatoline AeUCTBUSA OKa3anuchb pesynb-
TaTUBHbIMU (CM. TOCT P ICO 13485, noapasgenel 8.4, 8.5);

C) eCnn KoppekTupyrowme 1 npeaynpexjarowme aencTBrUsa NpUBOaAT K UBMEHEHUSIM NMPoeKTa, TO Noa-
TBEepPXAEeHWe Toro, YTo B pamMkax npoLecca MeHeakXMeHTa p1Ucka oLeHeHbl BCe BO3HMKaoLWMe ONacHOCTU U NHo-
Oble HoBbIe puckun (cm. FTOCT P MCO 13485, noapasgen 7.1);

d) noaTeepXgeHue MaeHTUPUKALUA U MOHUTOPUHIA BCEX MMEIOLLNXCS UCTOYHUKOB AaHHbLIX ONSl KOp-
PEKTUPYIOLMX WU NpeaynpexXxjarlmux AeUCcTBMA N HeODXOAUMOCTN OCYLLECTBNEHUA KOHKPETHLIX AEUCTBUMN.
[loaTBepXaeHue Toro, YtTo gaHHble, nofyvyeHHble U3 BbllleyKasaHHbIX UICTOYHUKOB, NMpoaHann3npoBaHbl C Mo-
MOLLbIO MPUMEHUMBIX CTaTUCTUYECKUX MEeTOAOB C LeNbio naeHTUUKaLMn1 Yy BbiMyCKaeMon NpoayKumum npo-
bnem B obnacTtu KadecTBa, Tpebyownx npoBeaeHuUs Koppektupytowmnx aenctemni (ecMm. FOCT P MCO 13485,
nogapasgen 8.1, nyHKT 8.2.3, noapasgen 8.4);

e) onpegeneHune Toro, ObINU N N3yveHbl NPUYUHEI OTKA30B C Lenbio naeHTUgpukaummn, no BO3MOXHOCTN,
NpudnH HecooTBeTCTBUN (M. TOCT P MCO 13485, nyHKT 8.5.2);

f) nogTBepXxaeHUe TOro, UTo U3roTOBUTENTb UMEEeT cpedcTBa ynpaslieHnsa aAna npeaoTBpalleHns He-
npegHaMmepeHHOro MUCNonb3oBaHUA HeCOoOTBeTCTByoWeN npoaykuun (cm. FOCT P MCO 13485, nogpas-
nen 8.3);

g) noatBepxXxaeHue npoBedeHUa pe3ynbTaTUBHBIX KOPPEKTUPYIOLWXX U npeaynpexaarLnx 4eUcTBun,

KOTOpbIE ObINM AOKYMEHTUPOBAHLI U He OKasany HebnaronpUATHOrO BO3AEUCTBUS HA FOTOBYH NPOAYKLMIO
(cM. TOCT P CO 13485, nyHKThI 8.2.3, 8.5.2, 8.5.3);

h) onpegeneHue Toro, ObiNna N aoBeaeHa Ao cBeAeHUs BbICLLEro pykoBoacTea MHopMaLns B OTHOLLE-
HAN HECOOTBETCTBYOLWEN NpoayKLUKN, Npobnem B 0bnacTu KavuecTBa, KOPPEKTUPYIOLLNX 1 NpeaynpeXXaaroLmx
0encTeuin, Tpebytolas aHannaa co ctopoHbl pykosoacTtea (cM. FOCT P UCO 13485, nyHKT 5.6.3);

1) noaTBepXaeHue Toro, YTo paccMmaTpuBaeMmoe MeaULMHCKoe N3aenue U3roToBNEHO B COOTBETCTBUN C
NPUMEHUMBIMK perynupyrowmmm Tpebosanmnsimun (cm. FOCT P MCO 13485, nyHKT 8.5.1);

|) noATBepXaeHue TOoro, YTo U3roToBUTENb NMPUHUMAET pe3yrbTaTUBHbIE Mepbl ANl HAaKONIeHUA OnbITa
NnocpeaCcCTBOM U3YyYeHUs1 MOCTNPOU3BOACTBEHHOU WHGopMauun, paboTbl € xanobamu noTpedbutenen
(cM. TOCT P UCO 13485, nyHKT 7.8.3) n uccneaoBaHmst NpUYMH HECOOTBETCTBUN, UMEIOLLIMX OTHOLLEHWE K pac-
CbINKe NOSICHUTENbHLIX YBEAOMEHUA/OT3bLIBY M3OQENUA, C LIeNbio OCYLLECTBNEHNSI 0DpaTHOM CBA3N C NOACUC-
TEMOUN KoppeKTUpyloWwmnx 1 npeaynpexaarownx genctesu (cMm. FOCT P NCO 13485, nyHKkTbl 7.2.3, 8.2.1);

K) nogTBepXxgeHne Toro, UTo U3roToBUTENb NPUHAN pe3ynbTaTUBHLIE Mepbl ANA BbINycKa U pacChifKu
NOACHUTENbHLIX YBEAOMMNEHUNA, a TaKXKe OT3biBa HECOOTBETCTBYIOWEeN npoaykuun (cm. FOCT P MUCO 13485,
NyHKT 8.5.1).

COOTBETCTBME NOACUCTEMBI KOPPEKTURYIOLLMX U NpeaynpexgarLmx AeUCTBUN OLLeHUBAKOT Ha OCHOBA-
HUM AaHHBIX UCCNeaO0OBaHUN.

5.6 lNoacucrema ynpaBneHuna 3akynkamu

[logcuctemy ynpaBneHnsa 3akynkamm cneayeT paccMaTpuBaTh Kak OCHOBHYIO AN TEX U3rOTOBUTENEN,
KOTOpble NepeaatoT Ha ayTCOPCUHT BbiNOMNHEeHNe paboT No TakMM CYLECTBEHHO BaXKHbIM BuaaM AeATeNbHOC-
TW, KaK NpoeKTupoBaHne n paspaboTka W/nu BbINycK Npoaykuum, ogHomMy nnmn 6onee cydbnoapsagymkam.

5.6.1 Lenb

Llenbto ayamTa nogcucTeMbl ynpaBneHUsa 3akynkamuy aBndeTcs noaTeepXaeHue Toro, 4YTo npouecchl,
paspaboTaHHble U3roToBUTENEeM, obecneymBaroT COOTBETCTBME MOCTaBNAEMbIX U34eNNUN, KOMMNEKTYIOLWNX,
MaTepuanoB U ycnyr (BKMoYas UICNonHUTenen padoT U KOHCYNbTaHTOB) perynuMpyrowmm TpedoBaHuam. IT0
OCODEHHO BaXkHO, ecnn rotoBasl NPoAyKUUS N yCNyrn He MOryT ObiTb BepudULMPOBaHLI NyTEM BHELUHEro
OCMOTPpa (Hanpumep, ycrnyru no ctepunmsanimn).

5.6.2 OCHOBHbIe 3Tanbl

[Tpn NnpoBeaeHUn ayanTa NnogcnUcTeMbl yNpaBieHUa 3aKynkamMmm MOXXHO BblAENNUTb cneaytoLne OCHOBHbIE
STanbl:

a) NoATBepXAdeHMe TOro, 4Yto paspaboTaHbl npoueaypbl OUEHUMBAHUA U BblOOpa MNOCTaBLUMKOB
(cM. TOCT P CO 13485, nyHKT 7.4.1);
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b) noATBepXKAeHMe TOro, YTO U3rOTOBUTENL OLIEHUBAET U NoAAepKXUBaeT B paboyeM COCTOSIHUN pesyTib-
TaTUBHbIE CpeacTBa YynpaBleHUA TMOoCTaBLUMKaMK, YOOBNETBOPSOWME perynupyrlownm  TpedoBaHUAM
(cM. TOCT P CO 13485, nyHKT 7.4.1);

C) NMoATBepXAeHWe Toro, YTO N3roTOBUTENb obecnevnBaeT Hagnexawmne cneyndnkaunmm Ha u3genus 1
YyCINyru, noctaBnsieMble NocTaBLMKamMu, pacnpeaenseTt OTBeTCTBEHHOCTb 3a NpoBeAeHNe MeHepKMeHTa pUcC-
Ka U NpUHUMaeT BCce Heobxoaumble mepbl No ynpasneHuto puckom (cMm. FOCT P UCO 13485, nyHKT 7.4.2);

d) noaTBepXaeHune Toro, YTo 3anucK no oLeHMBaHUIO NOCTaBLMKOB NoAAepKUBAOTCA B paboyeM Co-
ctoaHun (cM. FOCT P NCO 13485, nyHKT 7.4.1);

e) onpegeneHue Toro, Yto Bepmdmkaumsa 3akynneHHoM npoaykumm 1M yenyr BeINOMHeHa HagneXxallum
obpazom (cm. FOCT P ICO 13485, nyHKT 7.4.3).

COOTBETCTBME NOACUCTEMBI YIpaBIeHUA 3aKynkamMuy OLeHUBAaKOT Ha OCHOBaHMM AaHHLIX UCCNeaoBaHUN.
5.7 Noacucrema AOKYMeHTaLUuUM U 3anucen

5.7.1 Lenb

Llenbto ayguta nogcucteMbl AOKYMEHTaUMnU U 3anmcein aBnaeTca noaTesepXaeHne Toro, YTo npouecceol
OOKYMEHTUPOBaHUSA, paspaboTaHHble N3roToBUTenem, obecneymBaroT Hagnexawllee yrnpasieHne Heobxoan-
MbIMW OOKYMEHTaMU 1N 4OCTYN K He0DXOANUMBIM 3anUCsIM.

5.7.2 OCHOBHbIe 3Tanbl

[1pn NnpoBegeHNM ayguTta nogcmcTeMbl JOKYMEHTaUUM 1 3anMce MOXHO BblAennTb crieayoLlme OCHOB-
Hble 3Tanbl;

a) noATBep)XaeHne TOro, Yto paspaboTtaHbl npoueaypbl naeHTUdUKaLMK, XpaHeH s, 3alnTbl, NoOUCKa,
MaKCMManbHOIro cpoKa XpaHeHUsa U yganeHnsa OOKYMEeHTOB U 3anucen (Bkovada ynpasneHne nusmeHeHUamm)
(cM. TOCT P ACO 13485, nyHKTbl 4.2.3, 4.2.4);

b) noaTBepXxaeHWe TOro, YTO AOKYMEHTbl U U3MEHEeHUs B HUX oaobpeHbl A0 UX NPUMEHEHUS
(cM. TOCT P UCO 13485, nyHKT 4.2.3);

C) noATBepXXAeHue Toro, YTo MMeeTcd 4OCTYN K AeNCTBYHOLWMM AOKYMEHTaM B MecTax UX NPUMeHeHNA U
YTO ycTapeBLlUne AOKYMeHThl bonblue He npumMmeHsitotTea (eM. FOCT P UCO 13485, nyHKT 4.2.3);

d) noaTeBepXKaeHMe TOro, YTo BCe HeobXoanMble OKYMEHTHI U 3anncKy XpaHATCS B TedeHne Heobxoan-
Moro BpemeHu (cMm. FOCT P MCO 13485, nyHkTbl 4.2.1, 4.2.4).

COoOTBEeTCTBUE NOACUCTEMBI AOKYMEHTaLMMU U 3anncen oLueHUBaKT Ha OCHOBaHUKM AaHHbIX UCCe-
OOBaHUN.

5.8 Moacucrema npoueccoB, CBA3aHHBLIX C NOTpebuTenem

5.8.1 Lenb

Llenbto ayanTa nogcucTemMsbl NpoLEeCcCOB, CBA3AHHLIX C MOTpebuTenem, sBNAETCH NOATBEPKASHNE TOro,
YTO CUCTEMA MEHEXXMEHTA KayecTBa obecneynBaeT COOTBETCTBUE TPEDOBAHUAM, B TOM YUCTE PETYNPYIO-
LLIMM, YCTAHOBMNEHHBIM K MpoLeccam, CBSI3aHHbIM C NoTpebutenem.

5.8.2 OcHOBHbIe 3Tanbl

[Tpn npoBeaeHUN ayamTa NoACUCTEMBI MPOLLECCOB, CBA3AHHbLIX C NOTPebuTenem, MOXXHO BblAENUTL Che-
OyioLme OCHOBHbIE 3Tanbl:

a) aHanns TpeboBaHUU K NPOAYKLUWA C Lenbio NOATBERKOEHUSA TOro, YTO OHA COOTBETCTBYET NPeayCcMoT-
DEHHOMY TMPUMEHEHUIO, a TakkKe perynupyrwwmm TpeboBaHnaM KW TpeboBaHMAM  noTpebuTens
(cM. TOCT P ACO 13485, nyHKTel 7.2.1, 71.2.2);

b) noaTBepXaeHue TOro, YTo BCe NMocTynaroLline 3akasbl U CBA3aHHad ¢ HUMW UHpopMaLns aHann3npy-
IOTCH € TEM, YTODbLI rapaHTUPOBAaTb pPeLlleHne BCeX KOHMMUKTHBIX BOMPOCOB M 0OecneYvnTb BbINONTHEHNE U3MO-
TOBUTENeM TpeboBaHUK notpedutend (cm. FOCT P UCO 13485, nyHKT 7.2.2);

C) noaTBepXAeHUe TOro, YTO U3rOTOBUTENb NPUHSAN pe3ynbTaTUBHbIE Mepbl AN YCTaHOBEHUSA CBA3MN C
noTpedbutenem, BKNoYass AOKYMEHTUPOBaHMEe oDpaTHOW CBA3W C NOoTpebutenem, ¢ Uenbio naeHTugpnkaumm
npobrieMm B obnactn KadecTBa U BbINOMHEHUS HEOOXOAUMbBIX KOPPEKTUPYIOLWMX 1N Npeaynpexaarolmx aemn-
cTBUA (cMm. TOCT P ICO 13485, nyHKkTel 7.2.3, 8.2.1);

d) noaTBepxaeHue Toro, YTo obpaTHas CBsI3b C NOTpebutenem aHanmsnpyeTcs B Xo4e NnpoLeCcCcoB Xn3-
HEHHOrC LMKNa npoaykumm 1 UCNonb3yeTcd Ansl NOBTOPHOrO OLEHUBAHUA pUCKa U, NP HeOBXOAUMOCTHN, AN
aKkTyanusaunm geatenbHOCTU No MeHepKMeHTY pucka (eM. FOCT P ACO 13485, noapasgen 7.1, nyHKT 7.2.3).

CoOOTBETCTBUE NMOACUCTEMBI NMPOLECCOB, CBA3AHHBLIX C MNOTPedbuTenem, oLeHUBaT Ha OCHOBAHUN OaH-
HbIX UCCNneaoBaHUN.
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CxeMbl 6UHOMUaNbHoro BbiGopa'

[MpnnoxeHve A
(cnpaBo4HoOe€)

FOCT P 54882—2011

Tabnuua A.1— Cxembl BHOMMaNbHOro Boibopa. [loBepuTENbHbIM YPOBEHL B CNy4vae BMHOMMANBbHOIO pacnpeie-

NeHns

[ paHuUa goBepUTENBLHOrO nHTepBana <95 % O us 1 uns3 213
A 0,30 ucl* 11 17 22
B 0,25 ucl” 13 20 27
C 0,20 ucl” 17 206 34
D 0,15 ucl” 23 35 46
E 0,10 ucl® 35 57 72
F 0,05 ucl”® 72 115 157

* BepxHun goBepuTenbHbIV YPOBEHD.

Tabnuua A.2— Cxembl bBUHOMMaNbHOro Bbibopa. [loBeputenbHbiM YPOBEHL B Crny4vae BUHOMMAaNbHOIO pacnpeae-

NeHuns

[‘paHuLa AoBepUTENbHOrO nHTepeana <99 % O us 1 13 2 13
A 0,30 ucl” 15 22 27
B 0,25 ucl® 19 27 34
C 0,20 ucl® 24 34 43
D 0,15 ucl® 35 47 59
E 0,10 ucl” 51 73 90
F 0,05 ucl” 107 161 190

* BepxHun goBepuTEnbHbIN YPOBEHD.

BuHOMManbHbIN BbIGOP MOXET BbITb NCNONBL30BaH, €CNY HEOBXOANUMO NPUHATL peLleHne 06 OXngaeMmom pesynbTa-
T€, KOTOPbIN MOXET UMETL TONBKO ABa BO3MOXHbIX MCXoaa (Hanpumep, 3anncb sSIBNAETCH COOTBETCTBYHOLWEN UITN HECOOT-
BETCTBYIOLLLEN).

dakTopsl, paccmaTpuBaemble Npu Boibope Heobxoammon Tabnuubl n 06bema BbIDOPKM, MOTYT BKIOYaTh B CebS
PUCK MPUMEHEHNA MEANLIMHCKOIO N3AENUS NN NpoLuecca, BbIbpaHHblie 3anncu n BPEMS!, BblAENTEHHOE ayanToOpPOM AN Npo-
BeAEeHUs1 AaHHOW YacTu ayguTa. [lns ananmnaa 3anncen, OTHOCALWMXCS K MEANLUMHCKUM U3OENTUAM C HU3KOW CTEMNEHBIO NO-
TEHUMANBHOIO prUcKa NPUMeEHEHUs, PEKOMEHAYETCH ncnone3oBaTte Tabnuuy A.1 (rpaHuua AOBEPUTENBHOINO MHTEPBAana
95 %), a anga ananusa 3anucen, OTHOCALUMXCH K MEANLUMHCKUM U3QENUAM C BbICOKOW CTEMNEHBLIO MOTEHUNANBHOINO pUCKa

NPUMEHEHUS], PEKOMEeHAYyeTCs Ucnonb3oBaTth Tabnuuy A.2 (rpaHuua goseputenbHoro nHrepsana 99 %). MNpueBegem gsa
npumepa.

lpumepnbt

1 AHanu3upys 3anucu no cmepunusayuu, ayoumop 0o/mKeH onpedenumsb, 18J/51emcsi 1u npoyecc cmepu-
Ju3ayuu KoOHmposnupyemsiM u ynpasnsembiM. [Ipoyecc cmepunu3layuu npedcmassissem cobou npoyecc 8bico-
KOoU cmerneHu puckKa, noamomy aydumop ucnonbiyem mabnuyy A.2, npugsedeHHyr0 8 npunoxeHuu A. Ons
aHasiusa ayoumop npoeodum npou3sosibHyr 8bi60pKy u ombupaem cepuro u3 24 3anucell no cmepunu3layuu.
Bce 24 3anucu demMoHCMpupyrom, 4mo npouyecc cmepunu3ayuu 66151 KOHMPOUPYeMbIM U yripasnsaeMbiM U €20
npoeodusniu npu ymeepXxo0eHHbIX 3KcnayamayuoHHbIx napamempax. Ha ocHoge mabnuubi A.2 aydumop mMoxem
6b1mb Ha 99 % ysepeH 8 momM, 4mo He 6onee 20 % 3anuceu No cmepunu3ayuu Mo2ym npoodeMoHcmpupogams He-
coomeemcemeue npoyecca cmepunu3ayuu ymeepX0eHHbIM 3KcnayamayuoHHbLIM napamMmempa.

Y 3aumcTeOBaHO M3 QSIT — Quality System Inspection Technique, metoa koHTpONA cUCcTEMbI KadecTBa, 1999 r.
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2 AHanu3upys 3anucu no nod20moe8kKe, ayoumop 0OJDKeH onpedenumab, rpogedeHa Jiu no020moe8Ka nep-
COHaJsia 8 C8513U € NMocnedHUMU nepecMmompamu npoyedyp no paccmMompeHuro xanob nompebumened. Hanpu-
Mep, u32omoeumesib npou3zeodum KoMrbromMepHsie momozpadpbl. Ucnonb3ys mabauyy A.1, ayodumop
nposodum npou3sosIbHyH 8bI60PKY, cOCMOSIUWYIO U3 3anuceu no nodzomoake 17 compyodHukKkos. Aydumop 06-
Hapyxugaem, Yymo O0OUH cCOMPYyOHUK He npouies1 No020MO8Ky Mo nepecMompeHHbIM npouyedypam. Ha ocHose
mabnuyst A.1T aydumop moxem 6bimb Ha 95 % yesepeH @ mom, 4mo He 6onee 30 % compyOHUKO8 He nNosaydunu

noo20Mo8Ky no nepecMompeHHbIM npoyedypam.
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[MpnnoxeHve B
(cnpaBo4HoOe€)

dakTopbl, NpUMeHsAeMble ANA onpeaeneHUsa NPoaoMKUTENbLHOCTU ayauTa

a) Pakropbl, yBENMUUYMBAOLWIME NMPOAOIMKNTENBHOCTL ayguTa:
1) cybnoapsaumku, 3aaeNCTBOBAHHbIE B KAKMX-NMBO Npoueccax nnm nocTaBke KOMMNMEKTYIOWUX, KPUTUYHO BIU-
AWMX HA DYHKUMOHUPOBAHUE MEAULIMHCKOIO mnaaenust n/mnn 6e3onacHoOCTb Nonb3oBaTEeNsA UMM rOTOBOW MNPOAYKLNMY,
BKITHOYas NPoAYyKUMIo ¢ OUPMEHHON MAPKUPOBKOW M3rOTOBUTENSA. ECNM N3roToBnTENb HE MOXET 06ecneunTb JOCTATOYHOIO
CBUAETENbCTBA COOTBETCTBUS KPUTEPUAM ayanTa, TO MOXET NOHAA0OUTLCH AONONHUTENBHOE BPEMS AN ayanTa KaXaoro
cybnoapsavmka.

[Tpnmedanwune—B CLWLA, Hanpumep, NOCTaBWUKMN KOMIMNEKTYIOLWMX HE noanagatoT nog gencrene PykoBoa-
cTBa no cuctemam kadvectea FDA n ocsoboxaeHbl 0T 0OblvHbIX NpoBepok FDA;

2) MOHTaX n3genusi NAroTOBUTENEM Ha TEppUTOpun notTpeburtens.

[TpumedyaHune— Moxer notpeboBaTbCs BpeMs Ans NoceweHns 06beKTOB NoTpebutens unm aHannsa 3anwm-
CeW Mo MOHTaXy,

3) npoBeaeHne ayauToB HA MHOCTPAHHOM si3blke (CM. FTOCT P 54421, nyHkT 7.4.6);

4) TpeboBaHne U3roToBUTENS MO NPOBEAEHUIO MHOIMOLENEBOro ayauTa;

5) HepgoCcTaToOYHOE COOTBETCTBUE N3TOTOBUTENS PErynupyrowmm TpeboBaHusim.

b) dakTopbl, COKpawawLWwme NPOAOIIKUTENBHOCTb ayanTa:

1) MeanumnHCKne n3genusa ¢ HU3KOM N CPEAHEN CTENEHAMM NOTEHLMANBHOIO PUCKA NPUMEHEHUS;

2) Hanu4ue cBMaeTenbCTB 00 yAOBNETBOPUTENBHOM NPOBEAEHUN ayanTOB Y NIOOON TPETBEN CTOPOHLI UNN Y
opraHn3auyuun, NPoBOAAWMX ayanTbl Y NMNOCTaBLUNKOB;

3) ecnu pes3ynbTaThl NPeabiAyWmnX ayanToB, NPOBEAEHHBIX TON Xe OpraHm3aunen, 4eMOHCTPUPOBanNn COOTBET-
CTBME WU3FOTOBUTENS PErynupyowmnm TpeboBaHUsIM;

4) cokpalweHne HOMEHKNATYPb! N3AENUN, NPOU3BOAUMBIX U3rOTOBUTENEM, CO BPEMEHU NPOBEAEHUA NOCNEeQHE-
ro ayamra,;

5) coKpalleHue npouecca NPoOeKTUPOBaHUA NN NPON3BOACTBEHHbLIX NPOLECCOB CO BPEMEHN MNPOBEAEHUSA NO-
cneaHero aygura.

c) MarotoButenun, umerLme MHOIro NPomn3BOACTBEHHbIX NMOLWAA0K

Ecnn y narotoButens uMeeTcs MHOIo NPON3BOACTBEHHbLIX MIMOWAA0K, TO EMY CneayeT onpeaennTb, Kakne Buabl ae-
ATENbHOCTU ByAYT OCYLWECTBNEHbI HA KAXXQ0W Nowaake.

Ecnun Ha gaHHbIX NPOU3BOACTBEHHbLIX NNOLWAAKAX NPUMEHSAIOTCH pa3Hble CUCTEMbI MEHEMKMEHTA KQ4YeCcTBa, TO ANS
onpegeneHns NPoOAOMKNTENBHOCTN ayanTa Kaxayko Nnowaaky crnegyert paccMmaTpuBaTh Kak oTAelNbHOe Lenoe.

Ecnun narotoButernbs, UMEO WM 0gHY nnn bonee Nnpon3BOACTBEHHbIX MMOWAA0K, MPOU3BOAUT aHANOINMYHbIE N3e-
NS UMW YCITYTU Ha pas3HbIX NNoWaakax, Ha KOTOPbIX, OAHAKO, NPUMEHSAETCH eanHas Cuctema MeHEKMEHTA Ka4vecTBa, TO
NPOAOIMKNTENBHOCTE ayanuTa MOXHO OLEHNTL B TPWU aTana:

1) OUEHUTb NPOAOIIKUTENBHOCTL ayauTa AN KaXgon nnowaakm oTAENbHO, a 3aTEM COBOKYIMHYO NPOAOITKN-
TENbHOCTb B YENOBEKO-AHAX;

2) onpegennTb 0bulee KONMMYECTBO NepcoHana Ha BCeX NNnowaaKkax, a 3atem, ecrnm npMMeEHNMO, UCNonNb30BaTh
pekomeHgaumm IAF (Inter-American Foundation) ans onpegeneHnst 0OCHOBHOIO 3HAYEHUS;

3) BbIBECTU CpeaHee 3HAaYEeHNE Ha OCHOBAHUKM ABYX MNONy4Y€HHbIX Pe3yrnbTaTos.

d) AyauTtbl apyrmx BuaoB

CywecTBYIOT ayanTbl PpasnyHbIX BUAOB, NPOAOIMKUTENBHOCTb KOTOPLIX MEHbLLE, YEM 3TO HEOBX0AMMO AN5 NONHO-
ro nepsoHadanbHoro ayaurta (cm. FOCT P 54421, paspen 7).

s oueHmBaHmsA NPoAOIKUTENBHOCTY APYIMX BUOAOB ayanTta crnegyert paccMoTpeTb PakTopbl, NpBEAEHHbIE B Ha-
CTOALLEM MNMPUNOXNEHUMN.

s yacTuuHbIX ayauToB NPOAOIMKUTENBHOCTE MOXHO paccunuTaTtb Ha OCHOBaAHUM KONMUYECTBa UCCreayemMbiX noa-
CUCTEM CUCTEMbI MEHEPKMEHTA KAYeCcTBa. Takon crnocob NnpMMeHsoT, HaNnpumMep, Npu NPOBeAEHNN NOBTOPHbLIX ayaUTOB C
LeNbo BEpUdUKaALUN KOPPEKTUPYIOWMX AENCTBUN, NPEANPUHATBIX MO pe3ynbTatam nepeBoHavyanbHOro ayguTa, unm B Tex
cryJdasix, korga npoBeeHne 4YacTUYHOro ayaura saBnsetcs TpeboBaHNEM HOPMATUBHBIX AOKYMEHTOB, HANPUMEP, NPOBe-
OEHWe YaCcTUYHOro ayaura CpeacTB namepeHum knacca 1.

B Tex cny4vasx, korga n3aroToBUTEN0 HEODXOANMO NMPON3BECTU CYLWLECTBEHHbIE N3MeHeHust (cMm. TOCT P 54421, noa-
pasgen 7.3), Ans NpoBeAeHus ayanta MoxXeT notTpeboBaTbCcs AONONHUTENBHOE BPEMSI.
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[MpynoxeHue C
(cnpaBo4HoOe)

CooTBeTCcTBUE CTPYKTYPHbLIX anemMeHTOB UCO 13485:2003 n 21 CFR, yacTtb 820

Tadbnumua C.1

Paszgensl n nogpasgensl NCO 13485:2003

Paznensl 21 CFR, vacte 820

7.1 Tloacucrema BbICWLEro pyKOBOACTBA

4,5,6,7,8 820.5, 820.20, 820.22, 820.25, 820.30
Sran NCO 13485:2003 21 CFR, uacTb 820
1 4.1, 4.2 820.20(c), 820.20(d), 820.20(e), 820.22
2 5.3, 5.4 820.20(a)
3 7.1 820.30(g), 820.30(i)
4 5.1,5.5.1,5.5.2, 6.1, 6.2 820.20(b), 820.20(b)(1), 820.20(b)(2), 820.20(b)(3)(i) u
(i), 820.25
5 5.6 820.5, 820.20(c)
6 8.2.2 820.22

Tadbnwuwua C.2

Pasgensl n nogpasgensl NCO 13485:2003

Pasznensl 21 CFR, yactk 820

7.2 llogcuctema NPoOEeKTMPOBaAHUA N Pa3padboTKu

7 820.30, 820.70
Sran NCO 13485:2003 21 CFR, uacTb 820
1 71,73 820.30
3 7.1 820.30(a)
4 7.3.1 820.30(b)
5 7.3.1 820.30(a), 820.30(b) — (j)
6 7.2.1,7.3.2 820.30(c)
7 7.3.3 820.30(f), 820.30(d)
8 7.1,7.3.2 820.30(g)
9 7.3.6 820.30(g)
10 7.3.6 820.70(i), 820.30(g)
11 7.3.1,7.3.6 820.30(g)
12 7.1,7.3.5,7.3.7 820.30(i), 820.70(b), 820.30(g)
13 7.3.1,7.3.4 820.30(e)
14 7.3.7 820.30(i), 820.70(b)
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Tadbnmnuya C.3

FOCT P 54882—2011

Pasgensl n nogpasgens NCO 13485:2003

Pasznenbl 21 CFR, yacte 820

7.3 llogcucrtema goKyMeHTaunm Ha npoaykumio

4,7 820.30, 820.181, 820.50, 820.180, 820.184,
820.186, 820.75
Sran NCO 13485:2003 21 CFR, uyacTb 820
1 4.2.1, nepeuncrenue d) 820.180, 820.181, 820.184, 820.186
3 7.1,7.2,7.3.3 ggg.gg(cj), 820.30(g), 820.30(f), 820.181, 820.50,

Tadbnuwua C4

Pasgenesl n nogpasgens NCO 13485:2003

Paznenbsl 21 CFR, vyacte 820

7.4 Tlogcucrema ynpaeneHusi Nnpoaykumen v npoueccavm

4,6,7,8 820.50, 820.60, 820.65, 820.70, 820.72, 820.75,
820.80, 820.90, 820.20, 820.25, 820.30, 820.40,
820.100, 820.180, 820.140, 820.150, 820.184,
820.181, 820.86

Sran NCO 13485:2003 21 CFR, yacTb 820

1 7.1,7.5.1 820.70, 820.70(c)

2 7.1 820.30, 820.40, 820.50, 820.80, 820.181

3 _ _

4 7.5.2 820.75

5 7.5.1,7.6 820.70(g)(3), 820.72(a), 820.70(g)(1)

5 71,75 820.70(a), 820.70(c), 820.70(e), 820.70(f),
820.70(g), 820.70(h), 820.72, 820.75(b), 820.80

7 7.5.1.1,7.5.1.2.2,7.5.1.2.3 —

8 4.1,4.2 820.20, 820.25, 820.30, 820.40, 820.72, 820.90,
820.100, 820.180

9 6.2.2 820.20(b)(2), 820.25, 820.70, 820.70(d),
820.75(b)(1)

10 6.3, 6.4 820.70(c), 820.70(g), 820.70(f)

11 7.5.3,7.5.3.1,7.5.3.2, 7.5.3.3 820.60, 820.65

12 7.5.2.1 820.70(i)

13 7.6 820.72

14 7.6, 8.2.4 820.72, 820.80(c), 820.80(d)

15 8.2.4,8.2.4.1,8.2.4.2 820.80, 820.86, 820.184(d)

16 8.3 820.90
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Tabnunuya C.5

Paszgensl n nogpasgensl NCO 13485:2003 Pasznensl 21 CFR, vyacte 820
7.5 [loagcncrema KOppeKTUpPYIOWMX U Npeaynpexaanwmx 4eNCTBUN
4,5,06,7,8 820.90, 820.100, 820.198, 820.250, 820.30
aTan MCO 13485:2003 21 CFR, vacte 820
1 4.1,4.2, 8.5 820.100(a), 820.100(b)
2 8.4, 8.5 820.100(a)(1)
3 7.1 820.30(i)
4 8.1, 8.2.3, 8.4 820.100(a), 820.100(a)(1), 820.250
5 8.5.2 820.100(a)(2)
6 8.3 820.90(b)
7 8.2.3, 8.5.2, 8.5.3 820.100(a)(3), 820.100(a){4), 820.100(a)(5),
820.100(b)
8 5.6.3 820.100(a)(7)
9 8.5.1 820.198(d)
10 7.2.3,8.2.1 820.100, 820.198
11 8.5.1 —

Tadbnuwua C.6

Paszgensl n nogpasgensl NCO 13485:2003 Paznensl 21 CFR, yacts 820

7.6 [logcucrtema ynpaeneHus 3akynkamm

7 820.40, 820.50, 820.80
Stan NCO 13485:2003 21 CFR, yacTb 820
1 7.4.1 820.40, 820.50
2 7.4.1 820.50(a)(1), 820.50(a)(2)
3 74.2 820.50(b)
4 7.4.1 820.50(a)(3)
5 74.3 820.50(a)(2), 820.80(a), 820.80(b)

Tadbnwuwua C.7

Pasgensl n noapasgensl NCO 13485:2003 Paszgenbl 21 CFR, vactb 820

7.7 llogcuctema gOKyMeHTaunm u 3anmncemn

4 820.40, 820.65, 820.180, 820.100, 820.181,

820.184, 820.186, 820.198, 820.200
Sran NCO 13485:2003 21 CFR, yacTb 820

1 4.2.3,4.2.4 820.180, 820.180(b)

2 4.2.3 820.40(a), 820.40(b)

3 4.2.3 820.40(a)

4 4.2.1,4.2.4 820.100(b), 820.180(b), 820.181, 820.184, 820.186,
820.198(a), 820.200(d)
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Tadbnmnuya C.8
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Pasgensl n nogpasgens NCO 13485:2003

Paznensl 21 CFR, yacts 820

7.8 TMoagcuctema NnpoueccoB, CBA3aHHbIX C NOoTpebutenem

7 820.30, 820.100, 820.198, 820.50, 820.160
Sran NCO 13485:2003 21 CFR, yactb 820

1 7.2.1,7.2.2 820.30(c), 820.30(d), 820.30(f), 820.30(g)

2 7.2.2 820.50, 820.160

3 7.2.3,8.2.1 820.198, 820.100(a)(1)

4 7.1,7.2.3 —
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[MpynoxeHwne D
(cnpaBo4HoOe)

[lpouLecchl cTepUnNU3aLmn

D1 Uenb

Llenbio ayguTta npoueccoB cTepunmnaaynm (BKIOYas UCrbiTaHNUSA, MHPPAaCTPYKTYPY, NPON3BOACTBEHHbBIE NOMELLLEHNS
n obopyaoBaHne) ABNAETCSH NOATBEPHKAEHME TOro, YTO AAHHbIE NPOLECChl NpegHa3Ha4YeHbl A BbIMyCKa CTEPUIBbHBIX N3-
nenun.

D.2 OcHOBHbIe 3Tanbl

[1pn npoBegeHnn ayguTta npoueccoB CTepunmaaumumn B NnogCNCTeEME yrnpaseHns NpoayKUumMen n npoueccamm MOXHO
BblAENNTb Cneayowme OCHOBHbIE 3Tarbl:

a) onpeaeneHne TOro, 4YTO MNPOLUECCHI CTepunu3aumun, BKNOYaa yrnpaBnsemMble YCNOBUS, 3arniaHupOBaHbI
(ecm. FTOCT P NUCO 13485, nogpaszgen 7.1, noagnyHKT 7.5.1.3);

b) onpeaeneHne Toro, YTO NNaAHNPOBAHNE MNPOLIECCOB CTEPUIN3ALNN COOTBETCTBYET TpeboBaHUAM, NpeabaBIisie-
MbIM K APYrMmMm npoueccam CUcTeMbl MeHegxmeHTa kadvecTtBa (em. fOCT P CO 13485, nogpasgen 7.1, noanyHkKT 7.5.1.3);

C) onpegeneHne Toro, 4YTo 3annucu napameTpoB NpoLecca crepunmuaaumm ans Kaxaon CTepunlyemMon napTmm n3s-
OenUn nNoaaepXmBarTes B pabovem coctossHum u npocnexusatotces (em. FOCT P UCO 13485, noanyHkT 7.5.1.3);

d) BbIGOp npouecca(oB) cTepunnaaunmn ans aHannaa; npyu NpUMEHEeHNN HECKONbKUX NPOLECCOB CTEPUITN3ALNN HE-
06X0ANMO UCMONBb30BAaTh CNeayoLLNe KPUTEPUMN:

1) CTEeNeHb CMOXHOCTU CTEPUNN3ALUN MEANLIMHCKOIO N3JENUS;
2) npouecc, NPUMEHSAEMbIN ANs cTepunnsaymm HambonbLlero Ymcna MeaUUMHCKNX N3aenun;
3) npouecc, KOTOPbIM TPpyAHEE BCEro yrnpaensiTh;

e) onpeaeneHne Toro, YTo NPoLece cTepunmiaumm BannanpoBaH U NPoaHanM3npoBaH HA aaeKBaTHOCTb (Bannaa-
LMA BKNOYaeT B cebs kKannpukaunio CTEPUNU3atMoOHHON YCTAaHOBKW), MOATBEPXKAEHNE aKTyanbHOCTU NpoLecca Banmaa-
umm (cm. FOCT P UCO 13485, nognyHkT 7.5.2.1);

f)y onpegenenne TOro, YTO BMONOIrMYECKUE MHAUKATOPbLI Hagnexawmm obpasomMm BanuaupoBaHbl U ynpaBnsieMb!
(cm. TOCT P NCO 13485, nyHkr 8.2.3);

g) onpeaeneHwe Toro, YTo NPoLece CTEpUNMN3aLNmM ABMNAETCS YNPaBNsieMbIM U KOHTPONMPYEMbIM, B TOM YUCIE ANS
n3genumn ¢ BMONOrMYECKUM HanonHuTenem. NoarBepXgeHne Toro, YTo CoOAepPXKNMoe n3gennn COOTBETCTBYET Bannanpo-
BaHHOMY coaepxumomy (cm. FOCT P UCO 13485, nognyHKT 7.5.1.3);

h) onpeaeneHne TOro, 4YTO MNPOUECC nNPOTEKAeT B COOTBETCTBMM € YCTAHOBIMEHHbIMM MNapameTpamMmm
(em. FOCT P NCO 13485, noanyHkT 7.5.1.3);

1) ecnu gaHHble NMOKa3bIBAKOT, YTO NPOLECC HE BCEraa NPoTeKaeT B COOTBETCTBMM C YCTAHOBIIEHHBLIMU MNapameTpa-
MU, TO OnpeaeneHne Toro, YTo HECOOTBETCTBUSA UCCINEAYIOT U C HUMU NPOBOAAT HaANEXallyo padboTy, a TAKXKe YTO B CBA3U
C [OAHHbIMW HECOOTBETCTBUSIMM  OCYLLECTBNAOT HEODXOAUMbIE KOPPEKUMM WU KOPPEKTUPYIOWWE OENCTBUA
(ecm. FTOCT P UCO 13485, nogpasgen 8.1, nyHKT 8.2.3, nogpasgens! 8.3, 8.4, nyHKT 8.5.2);

1) ecnv npoueccoM CTeEpPUNM3aLmnm ynpasnsaoT C NOMOLLbIO NPOrpaMMHOro obecneveHuns, To onpegenexqne Toro, Yto
nporpaMmmHoe obecnevenne asnsetcs BannanpoBanHeim (cm. FOCT P UCO 13485, nyHkt 7.5.2.1);

k) onpeaenexHuwe Toro, YTo NCNoONb30BaHHOE 000pPyAOBaHNE OTPErYyIMPOBAHO, OTKANMBPOBAHO N NOAAEPKUBAETCS
B pabovem coctosiHum (cm. FTOCT P UCO 13485, nogpaspensl 7.5, 7.6);

|) onpeaeneHne Toro, YTo NepcoHan UMeeT Hagnexalme Kksanunpmnkauuo n NoAroToBKy ANs Banngauuu, BblNonHe-
HUA 1 nogaepxaHus B pabovem coctossHum npouecca crepunusauum (em. FOCT P UCO 13485, nogpasgen 6.2).

COOTBETCTBME Mnpouecca crepunm3agmm OLEeHUBAKOT B paMKax OLEHMBaHUSA No4CNCTEMbI YrpaBiieHnsA NMpoayKunen
n npoueccamn. CooTBETCTBME NOACUCTEMbI YNPaBeHnsa NPoayKUMen n npoueccamMmm oUueHMBaloT HA OCHOBaHUU OJAHHbIX
nccnegoBaHuN.
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[MpnnoxeHwve E
(cnpaBo4HoOe€)

AyauTt nporpamMmMHoro obecnevyeHus

E.1 Uenb

Llenbto ayanta BMAOB AeATENBHOCTU CUCTEMBI MEHEDKMEHTA KAYeCTBa, CBA3aHHbIX C pa3paboTKOW, 3aKynKowu n/nnm
NCMNONb30BaHMEM NPOrPamMmMHOro obecnevyeHns], ABNAETCH NOATBEPXKAEHNE TOro, YTO NporpaMmmMmHoe obecne4veHne yaoB-
NEeTBOPSET NOTPEBHOCTAM NMONb3oBaTeNs, NPeAyCMOTPEHHOMY MPUMEHEHMIO U CneunanbHbIM TPEeboBaHUAM.

[TpunmeyaHnwune—IllporpammHoe obecrneveHne BktoHaeT B cebsi:

a) nporpammHoe obecneveHne, BCTPOEHHOE B MEANUMHCKOE U3AETNE,;

b) nporpammHoe obecneveHne, NOCTaBnaemMoe OTAENbHO OT MEANLIMHCKOIO U3AenNns;

C) nporpammHoe obecneveHne, NpUMeHsseMoe ans ynpaeneHns npoueccamm CUCTEMblI MEHEKMEHTA Ka4eCTBaA.

E.2 OcHOBHbIE 3Tanbl

[1pyn npoBegeHnn ayauta nporpamMmmMmHoro obecneyeHmns MOXHO BbIAENUTL 3Tanbl, NepevncnerHble Huxe. He Bce
NOEHTUPULUNPOBAHHLIE 3TaNbl MOTYT BbITb NPUMEHUMBI KO BCEM BUAAM AEATENBHOCTU MO yNPaBneHUo NporpamMmmHbIM
obecnevyeHnem, n MoryT notTpeboBaTeCA AONONTHUTENBHBIE BO3MOXHOCTY yNpaBneHns (Hanpumep, ynpasneHne 3akyn-
Kamm ).

[TpunmedaHune— CCbINIKM HA CTPYKTYPHbIE 3NTEMEHTHI [1], NpyBEAEHHbBIE HUXKE, UMEIOT OTHOLLEHUE K pa3padoT-
Ke nporpammHoro obecnevyeHnss MeauUMHCKUX U3genumn.

a) onpepaeneHuwe Toro, YTo paspaboTka NPOLECCOB XU3HEHHOIO LMKNAa NporpaMmmHoro obecne4veHmns 3annaHnpoBa-
Ha (cm. TOCT P UUCO 13485, nyHkt 7.3.1; nognynkt 7.5.1.1; [1], nogpasgens! 5.1; 6.1);

b) onpeaeneHne Toro, YToO PaAcCMOTPEHUE NPOrPaMMHOro obecneveHms, CnoCcCoBHOro NPUBECTU K CO34aHUIC Onac-
HOW CUTyauUWun, ABNSAETCH YacTblo aHanuaa pucka (cm. [1], nogpasgen 7.1);

C) onpeaeneHne Toro, YTo 3annaHnpoOBaHHbIE NPOLECCHI XXU3HEHHOTO LMKIa NPorpamMmmHoOro ob6ecnevyeHns y4nTbiBa-
10T BbIXOAHbIE AaHHble No H6e30MacHOCTU, MNONY4YEHHbIE B MNPOLECCEe MEHEMKMEHTA PUCKA MEAUUMHCKOIO W3Aenus
(cm. TOCT P CO 13485, nogpasgen 7.1; [1], noapasgen 4.3);

d) onpepenexHuwe TOro, 4TO TPEeOOBAHUSA, YCTAHOBIEHHbIE K NPOrpaMmMHOMY 0BEeCneYeHmnio, COOTBETCTBYIOT LENSM
nporpaMmmMmHoOro obecrneveHnss n BKNoYaoT B cebs Mepbl NO yNpasfeHnto PUCKOM, BCTPOEHHbIE B AAaHHOE NPorpaMmmMmHoe
obecnevenune (cm. [1], nogpasnen 5.2);

e) onpeaeneHne Toro, YTO Kaxgbl NCNOMb3yeMbIN MHOIOUENEBOWN KOMIMOHEHT NPOrpaMmmMHOro obecneveHus yaos-
NEeTBOPSAET KOHKPETHLIM TPEDBOBAHUSAM K (PYHKUMOHANBHLIM N SKCMMyaTaUMOHHBIM XapakTepucTukam, Heobxoanmble ans
ero nNpeaycMoTPEHHOro NPUMEHEHUS, BKITIoYasa cneyndukauuio annapartHoro n nporpaMmmMmHoro obecneveHus, Heobxoam-
MYIO AN NoAaepXaHms ero Hagnexawero yHKUMoHnpoBanus (cm. [1], nyHKTel 5.3.3; 5.3.4);

fy nogTBepxaeHne Toro, YTO M3AMEHEHUS MPOorpamMmMHoOro obecneveHus BN NPOAHANU3NPOBAHbLI C TOYKU 3PEHUA
BO3MOXHOCTU CO34aHUA UMW OONONHUTENBHbLIX MPUYMH AN BO3HMKHOBEHUS OMACHbLIX CUTyauun v NPensiTCTBUU A5
NMEILLMNXCS MEP NO ynpasleHnto PUCKOM, BCTPOEHHBIX B nporpammuoe obecneverHue (cm. [1], nogpasgen 7.4);

g) noarBepxaeHue Toro, YTo Npobnemsbl, CBSA3aHHbIE C NPOrpaMmMHbIM 0b6ecneveHmnem, peLeHbl C NOMOLLLIO pa3pa-
BoTaHHOro npouecca peweHus Npobnem NporpaMmmHoOro obecneveHns, BKNovaowero B cebs onpegeneHmne npnHnHbl BO3-
HUKHOBEHUS NPobnem n oueHnBaHWe AaHHbIX NPobnem ¢ TOYKU 3peHus bBesonacHocTu (cMm. [1], paszgen 9).
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Mpunnoxenve OA
(oba3aTenbHoOe)

CpaBHeHUe CTPYKTYpPbl HacToALEero ctaHgapra co CTPYKTYPOU AOKYMEHTa
GHTF/SG4/N30R20:2006 «PykoBoacTBO No ayaAUTY CUCTEM MeHeaKMeHTa
KayecTBa U3roToBUTENien MeAULUMHCKUX U3OeNU Ha COOTBETCTBUE
perynupyrowmm tpebosaHuaM. Yactb 2. Ctpaterua aygurta»

Tabnnuya HOA.1

Homep pasaena HacTosLLero ctaHgapTa

Homep aokymeHTta GHTF

0 BeBeaeHune

1.0 BBeaeHune

1 ObnacTtb NPUMEHEHUS

2.0 ObnacTtb NpUMeHEHUs

3.0 ObocHOBaHMe

2 HopmaTuBHbLIE CCbINKKU

4.0 HopmaTuBHbIE CCLINKU

3 TepMUHbl U onpeaeneHns

5.0 OnpepeneHns

4 Obwue 3amevaHus] o cTpaTernm aygmta
Ha COOTBETCTBUE PErynupyowmm TpeboBaHUAM

6.0 Obwme 3amevanmns No cTparerm ayaurta
Ha COOTBETCTBUE PErynmpyowmm TpeboBaHUAM

5 [lpoBepsiemMmble NOACUCTEMDb

7.0 [lpoBepsiemble nogcncTembl

[TpunoxeHne A «Cxembl BMHOMMANbBHOrO BbiGopa»

[Mpunoxenne 1 «Cxembl BUHOMMANBHOIO BbiGOpa»

[Tpunoxenne B «PakTopbl, NPUMEeHAEMbIE
Onsa onpeaeneHns NPoaoMKUTENbHOCTY ayanuTay

[TpunoxexHne 2 «PakTopbl, NPUMEHSEMbIE
Onsa onpeaeneHust NPoAoMKUTENbHOCTY ayanuTay

[TpunoxerHne C «CoOTBETCTBUE CTPYKTYPHbIX 3NTEMEHTOB
NCO 13485:2003 n 21 CFR, ywacte 820»

[TpunoxeHune 3 «COOTBETCTBME CTPYKTYPHbLIX 3NEMEHTOB
NCO 13485:2003 n 21 CFR, vactb 820»

[Mpnnoxenne D «[lpouecchl cTepunuaaumm»

[Mpunoxenne 4 «llpouecchl cTepunuaaumnmn»

[Tpunoxenne E «AyanT nporpammHoro obecneveHumns»

[Tpunoxenne 5 «Aygut nporpammHoOro obecneveHuns»
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[Mpnnoxenve b
(obsA3aTenbHoOE)

TeKCT U3MeHEHHbIX CTPYKTYPHbIX 3/IeMEHTOB HacTofALWero ctaHaapTra
n aokymenta GHTF/SG4/N30R20:2006 «PykoBoacTBO NO ayAUTY CUCTEM
MeHeQ)KMeHTa KavyecTBa U3rotoButenen MeAUMLMHCKUX U3aenuu
Ha COOTBETCTBMUE perynupyrwum TpebosaHuam. Yactb 2. Ctparterna ayguta»

1) TekcT pazgena 3.0, nckntovenHoro n3 gokymenta GHTF/SG4/N30R20:2006 «PykoBoACTBO NO ayanTy CUCTEM
MEHEPKMEHTA Ka4eCTBA U3rOTOBUTENEN MEANLIMHCKUX U3AENUN HA COOTBETCTBUE PErynupyrowmm tpebosaHusam. Hactb 2.
CTparervsa aygutay, Tak Kak HelenecoobpasHo BKNOYaTh AaHHLIW pa3gen B HaUuMoHanbHbIM CTaHAAPT B CBSA3U € TpeboBa-
HUAMM K CTPYKTYpPE HaunoHanbHoOro ctaHgapra Poccecnnckon @egepaumn, yctaHosneHHoimn B F OCT P 1.0—2004, a Takxe
B CBSI3M C TEM, YTO CoAepXaHmne JaHHOro pasaena ayonupyertcs cogepxxaHnem eeegenus n pasgena 1 «Obnacre npume-
HEHUSI» HACTOSALLEro craHgapTa.

3.0 ObocHoOBaHMe

HacTosawmm QoKyMeHT npegHasHaveH agns obecneyveHns perynmpyowmx opraHoB, opraHn3aunmn, NPpoBoasilmnx ayan-
Tbl, N ayQUTOPOB OCHOBHON MHhOpMaUMeEN O cTpaTerMm NpoBeaeHns ayamta CUCTEM MEHEIKMEHTA Ka4YeCTBa Ha COOTBET-
CTBUE pErynupyowmm TpeboBaHusIM.

HacTtosawmm goKyMeHT nomMmoraeTt goCTu4b COrnacoBaHHOCTU B MNPoOBeAEHUN ayauTOB CUCTEM MEHEMKMEHTA KaYec-
TBA U3roTOBUTENEN MEOANUMHCKNX U3OAENUN, YTO HEODXOAMMO AN rapMOHM3aLUM U B3aUMHOIO NPU3HAHUS PEe3yIibTaTOB
ayauToB.

2) OpurnHanbHbIW TEKCT UBMEHEHHbIX TepMUHONornvecknx ctaten [ OCT P 54421.

TeKkcTbl TepMUHOMOrnYecknx craten 3.1 n 3.3 npueedeHol B cooTBeTcTBUE ¢ Tekctom FOCT P ACO 9000, rae paH-
Hble TEPMUHbI CTAHOAPTU30BAaHbI. COOTBETCTBEHHO CCbINKXN HA TEPMUHONOIMYECKUN cTaHaapT nameHeHbl ¢ MICO 19011 Ha
[OCT P UCO 9000.

3.1 aygmt (audit): CncremaTtmnyecknm, He3aBUCUMbIN, AOKYMEHTUPOBAHHbLIN NMPOLECC NOMYYEHUNA 3anncen, N3noxe-
HUA PaKTOB (OO BLEKTUBHLIX CBUAETENBCTB) UNKW APYIron COOTBETCTBYOWEN MHPOPMaLMM N ODBEKTUBHOIO X OLEHNBAHUS C
Lenbio onpeaeneHnst CTeneHn BbINONHEHUS YCTAaHOBIMEHHbIX TpeboBaHum (3ammcTBoBaHo n3 MCO 19011).

3.3 Kpntepun ayauta (audit criteria). CoBOKYNHOCTb NONUTUKK, Npoueayp wnu TpeboBaHun (3aMMCTBOBAHO U3
NCO 19011).

3.7 megunumnHckoe napenune (medical device): J1iobon nHCTpymeHT, annapar, npubop, ycTPOUCTBO, 0b6opyaoBaHue,
MMNNaHTarT, in vitro peareHT unmn Kanubparop, nporpammHoe obecneveHmne, marepuan Unm nHble NogobHbIE NN CBA3aH-
Hble C HUMW n3genus, npeaHasHavyeHHble N3roToBuTenem ans npuMeHeHus K YenoBeKy No OTAENbHOCTU UINN B COYETaHUN
OpYyr C Apyrom B Lensx:

- ONarHOCTUKK, NPOMPUNaKTUKN, MOHUTOPUHIA, NnederHnst nnn obneryeHmns sabonesaHum;

- ONarHOCTUKWU, MOHUTOPUHra, NevYeHunss, odnerYeHmns nnNmu KoMmneHcauum NnocneacTBum TPaBMbi;

- NCCneaoBaHus, 3aMeLlleHns UNU N3MEHEHUS aHATOMUYECKOro CTPOEHUSA NN PU3N0NOrM4eCcKuX npoLeccos;

- noaaepXaHus NN CoXpaHeHUs XXU3HMU;

- yNpaeneHns 3avyaTtuem;

- Je3nHMEeKUnn MeanUNHCKUX N3gernum;

- Nony4YeHnst nHcpopmaunm gns MeanUMHCKMX Lenen nocpeacTBoM nccrnegoBanus in vitro npob, B3ATbIX U3 TENA Ye-
NOBEKA, MpU yCrNoBUKN, YTO UX PYHKUMOHANbHOE BO34EUCTBUE HA YENOBEYECKUN OPraHn3mM He peanuayeTcs 3a cyvet dap-
MaKOITOrMYE€CKNX, UMMYHONOIMMYECKUX NN MeTabonnyecknx CpeacTs, HO MOXET NOAAEPKNBATBCH TAKUMU CPeaCTBaMM.
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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 CChITOYHOro

CTeneHb Obo3HavYeHUne 1 HAMMEHOBAHME CChINOYHOIro MeXayHapoaHoro
HALMOHANbLHOro cTaHaapTa
- - COOTBETCTBUA CTaHOapTa
Poccunckon Pegepaymu

[OCT P NCO 9000—2008 IDT NCO 9000:2008 «Cucrembl meHemKMeHTa KayecTBa. OCHOB-
Hbl€ MONOXEHUA N CNOBapPb»

[OCT P NCO 13485—2004 IDT NCO 13485:2003 «N3aenmna meanumHckne. CUCTeMbl MEeHea-
XMEHTA KadvecTBa. TpeboBaHus Ans uenen perynmpoBaHus»

[OCT P NCO/TO 14969—2007 IDT NCO/TO 14969:2004 «N3penna meanumHckne. CUCTEMbI Me-
HEXKMEHTa KadecTBa. PykKoBOoACTBO MO  MPUMEHEHUIO
NCO 13485:2003»

[OCT P NCO 14971—2010 1D NCO 14971:2007 «N3pgennsa meanumHckme. [lppmeHeHne me-
HEPKMEHTAa pUcKa K MeaQULUMNHCKUM U3OeNNsM»

[OCT P MCO/M3K 17021—2008 IDT MCO/M3K 17021:2006 «OueHka cooTBeTCcTBUA. TpeboBaHus
K opraHam, npoBoOgsALLMM ayanuT n CEPTUPUKALNIO CUCTEM Me-
HEPKMEHTa»

[OCT P NCO 19011—2003 IDT MCO 19011:.2002 «PykoBogswme ykasaHus rno ayanTy CUCTEM
MEHEPKMEHTa Ka4vecCTBa U/MINN CUCTEM SKOIOIMMYECKOro Me-
HEPKMEHTa»

[OCT P 54421—2011 MOD GHTF/SG4/N28R4:2008 «PykoBoacTteo No ayauty CUCTEM Me-
HEPKMEHTA KavyecTBa U3roTOBUTENENn MeOUUMNHCKUX U3Oernun
Ha COOTBETCTBME perynupyowmm TpeboBanmnsm. Yactb 1.
Obwwme TpeboBaHUA»

[OCT P 53918—2010 IDT GHTF/SG3/N15R8:2005 «M3pgenvna megnumHckmne. PykoBoa-

CTBO IO nHTEerpauymnmn rnipnHUMnNnoB MmeHeapkKMeHTa PpUCckKa B CUNCTE-
MY MEHEPKMEHTa KavelCTBa»

BETCTBUH CTaHOAPTOB.

- IDT — naeHTn4YHbIM CTaHOapT;
- MOD — mogndumunpoBaHHbINM CTaHaApPT.

[TpunmeyaHwune—B HacTosiwen Tabnuue Ncnonb3oBaHbl crneaylmne yernoBHble 0603HA4YEeHNs CTENEHU COOT-
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