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MpeaucnoBue

Lienu 1 npuHumMnel ctanaaptusauun 8 Poccuiickon ®egepavmu yctaHoBneHbl deaeparnbHbiM 3akoHOM OT
27 pexabpsa 2002 r. Ne 184-93 «O TexHU4eCcKOM perynmpoBaHuW», a npaBuiia NpuMeHeHUs HauMoHanbHbIX
ctaHpaptos Poccuiickon degepaumm — MOCT P 1.0—2004 «CraHgaptusauusa B Poccuiickoin degepaumn.
OCHOBHbIE NONOXEHUA»

CeefneHuA o cTaHaapTe

1 NOArOTOBNEH 3akpbIThiM akuMoHepHbIM oblectsom « MEJIUTECT» Ha ocHoBe cobcTBEHHOrO ay-
TEHTUYHOrO NepeBoda Ha Pycckuin A3bIK AOKYMEHTA, YKasaHHOro B NyHKTe 4

2 BHECEH TexHu4ecknum komuteTom no ctaHgaptusaumm TK 436 «YnpaeneHue Ka4yecTBoM MeauunH-
CKUX n3agenumn»

3 YTBEPXAEH W BBEAEH B AEMCTBUE MMpukasom deaepansHOro areHTcTBa no TeXHU4eckomy
perynuposaHuio n metponorum ot 13 aekabps 2011 r. Ne 1189-ct

4 HacTtoswuin ctaHaapT anaeTcs MognuLMpoBaHHbLIM Mo OTHOLLEHUIO K OKYMEHTY Lienesoin rpynnel
no rmobanbsHol rapmoHusauuu (Global Harmonization Task Force — GHTF) «PykoBoacTBo no ayauTy cuctem
MeHeAXXMeHTa KayecTBa U3roToBuTeNnen MEULMHCKUX U3AENWIA Ha COOTBETCTBUE PerynupyowmMm TpebosaHu-
aMm. Yactb 2. Crpaterns ayauta» (GHTF/SG4/N30R20:2008 «Guidelines for regulatory auditing of quality
management systems of medical device manufacturers — Part 2: Regulatory auditing strategy») nytem nsme-
HEeHWs ero CTPYKTYpEI, @ TakKe MyTeM U3MEeHEHUs1 coAePXaHUs OTAENbHBIX CTPYKTYPHBIX 3NeMEHTOB (TEPMUHO-
norudecknx craten 3.1; 3.3; 3.7), KoTopble BblAeneHbl BEPTUKAIIbHOW NIMHUEN, pacronoXeHHON crneea oT
TekcTa. Mpu aTom nckniodeH pasaen 4 «ObocHoBaHNE» NPUMEHEHHOTO OPUTMHANBLHOTO AOKYMEHTa, KOTOPbIN
HeLienecoobpasHo NPUMEHNATL B HaLMOHanbHOM CTaHAapTe B CBA3U ¢ TpeboBaHUAMU K CTPYKTYpe HaunoHanb-
Horo cTaHgapTa Poccuiickoi Pegepavmn, yctaHoBneHHbiMU B FOCT P 1.0—2004, a Takke B CBA3M C TEM, UTO
cofepxaHue AaHHoro pasgena aybnupyetcs cogepkaHueM BeedeHus U pasaena 1 «O6nacTs NpUMeHeHUs».
Tawke n3smeHeHo 0603HauYeHNe NPUNOKEHNA HacTosLWero cTaHaapTa B CBA3WU € TPeBoBaHUAMN, YCTAHOBMEH-
Heimn B TOCT P 1.0—2004 (B opuUrMHanbHOM AOKYMEHTe NpunoXeHns obo3HaveHbl apabekumn undpamn).
CpaBHeHue CTPYKTYpbl HACTOSILLEro ctaHaapTa Co CTPYKTYPON YKazaHHOro OpUrinHanbHOro AoKyMmeHTa npuse-
AeHO B JOMOMHUTENLHOM NpurioxeHun JA.

OpurnHanbHbIN TEKCT ayTeHTUYHOro nepesoda U3MeHEHHbIX CTPYKTYPHBIX 3M1eMEeHTOB NpUMEHEHHOro
aokymeHTa GHTF 1 o6bsicHeHMe NpUYNH BHECEHUS TEXHUYECKUX OTKIOHEeHWI NpuBeAeHbl B AOMONHUTENBHOM
npunoxeHun Ab.

Mpu NpUMeHeHUN HacToSALLEero cTaHaapTa peKoMeHAyeTCsl UCMOoMNb30BaTb BMECTO CChIMIOYHbIX MeXAyHa-
poaHbIX (permoHanbHbIX) CTaH4apToOB COOTBETCTBYIOLLME UM HaLMoHarnbHble cTaHaapThl Poccuiickoin ®eaepa-
Lnn, CBEAEHNs O KOTOPLIX NpUBeaeHbl B A0MNONMHUTENbHOM npunoxeHun [B.

B cBsiau ¢ Bbinyckom B 2010 1., B Nepumog ny6nnmyHoro o6cyxaeHns okoHYaTensHOW peakLm HacTOSILLEro
CTaHdapTa, HOBOM pedakunn NpUMEHEHHOro opurimHansHoro gokymeHTta GHTF, otnuyaloweinca Hanvuvem
npunoxeHuns E «Ayaut nporpammHoro obecrnedeHns», HacTosiLee npunoxeHne AobaBneHo K TEKCTY HacTos-
LLlero cTaHAapTa v BblAeneHo ABONHON BEPTUKANbLHON NMHWUER, pacrionoXXeHHOM crpasa oT TekcTa

5 BBEAEH BMNEPBbIE

UHpopmayus 06 usMeHeHUsIX K Hacmosiwemy cmaHOapmy rybnukyemcsi 8 exxe200H0 u30asaeMOoM UH-
popMayUoHHOM yKazamerne «HayuoHaneHble cmaHlapmbi», @ MEKCM USMEHeHUU U rornpasok — 8 exeme-
CAYHO Uu30asaeMbix UHGOPMaUUOHHBIX YKasamersx «HayuoHansHbie cmaHO0apmei». B ciiydae nepecmompa
(3aMeHbl) unu ommeHbl Hacmosiujeao cmaHdapma coomeemcmsyioujee ysedomrieHue bydem ornybrukoeaHo
8 exxeMecsiYHo u3basaeMoOM UHGOPMaUUOHHOM yKkazamerne «HayuoHanbHble cmaHOapmei». Coomeemcmey-
rowjasi UHghopMauusi, yeeGoMrieHue U meKCmel pasmMewaromesi makxe 8 UHhopmMalUoHHOU cucmeme obujezo
r10/16308aHUsT — Ha oghuyuansHoM calime PedepasibHO20 a2eHmcmea o MEXHUYEeCKoMy peayriuposaHulo u
Memporoauu 8 cemu VIHmepHem

© CraHgapTunHdopm, 2012

Hactoswwii cTaHaapT He MOXeT GbITb NOMHOCTLI0 UMM YaCTUYHO BOCTIPOU3BEAEH, TUPaXKMPOBaH 1 pac-
NPOCTPaHeH B kauecTBE oduLManbHOMO U3faHus 6es paspelleHust defiepanbHOro areHTCTBa Mo TeXHUYEeCKo-
MY perynmpoBaHuic 1 MeTposiorim
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BBegeHune

[lokymeHT «PykoBOACTBO MO ayauUTy CUCTEM MEHEMKMEHTA Ka4eCTBa M3roToBUTENen MeauUMHCKUX 13-
[Jenvin Ha cooTBEeTCTBUE perynupylolnm TpebosaHusim. YacTb 2. CTpaTterus ayauta» paspabotaH Lienesoi
rpynnoi no rno6ansHoi rapmoHusauum (GHTF) — no6poBonbHbIM Co0BLLECTBOM, COCTOSILL MM U3 NpeAcTaBu-
Tenen perynmpyoLwmx opraHos MeaULMHCKON MPOMBbILLIIEHHOCTN.

HacTtoawuii ctaHaapT sBNsieTCA pyKOBOACTBOM AN PErYNNPYIOLLUMX OPraHOB U opraHusaLuii, nposoas-
LMX ayanTbl CUCTEM MEeHePKMeHTa KayecTBa U3roToBUTeNnen MeauLMHCKUX n3gennii Ha ocHOBe MPOLLECCHOro
nogxoaa K TpeboBaHUsIM CUCTEMbI MEHEAXXMEHTa KayecTBa.

M pwnmeyaHune— B KOHTEKCTE HACTOALLErO CTaHAApTa «ayAUT» O3HaYaeT «ayauT Ha COOTBETCTBUE PETynupy-
oMM TpeGoBaHUSAMY.

MpumeHeHne HacTosiWwero cTaHAapTa obecneunBaeT crneayoLme NPenuMyLLecTBa perynmpyoLIMm opra-
HaM 1 opraHu3auuaM, NPOBOAALNM ayAUTHI:

- ynyulleHue KayecTBa NPoBeAEeHUs1 ayaMTOB, BeayLlee K yydlleHUio CUCTEM MeHePKMEHTa KayecTBa
U yny4LIEHUIO Ka4yecTBa NpoAayKUWK;

- pocTkeHne Gonblueli COrnacoBaHHOCTU NPU NPOBEAEHWUN ayauTa Kak MeXay ayautopamu BHYTpU of-
HOW opraHusaLumn, NPoBoAsLLE ayAUT, Tak U MeXAY ayAUTopamuy pasHbiX OpraHn3auuin, NPOBOASILIMX ayauT;

- pocTkeHne Gonee NPoAyKTUBHOIO COTPYAHUYECTBA Mexay PerynmpyowmMmm opraHamy B OTHOLLEHUM
ayavToB;

- yBenu4eHue oBepus K ayauTaM, OCYLLECTBIIIEMbIM OpraHusaLuneid, NPOBOAALLeH ayauTsl, U NpU3Ha-
HWe pe3ynbTaToB AaHHBIX ayAUTOB APYrUMU PErynupyiowmMmMmn opraHamu;

- Bonee achhekTUBHOE UCMONb30BaHUE PECYPCOB OpraHN3aLuu, NPoBOAALLEN ayanTbI;

- NpedocTaBfieHne PyKOBOAALMX yKasaHW AnA cTpaH, HaMmepeBalowuxca paspaboTaTte cTpaTternto
NpoBeaeHNs ayauToB CUCTEM MeHe)kMeHTa KayecTBa Ha COOTBETCTBUE PerynmpyroLwmMm TpeGosaHuaMm.

MpumeHeHne HacTosero cTaHaapTa obecneyvBaeTt cregylolme NpeuMyLLecTsa U3roToBUTENAM Me-
OVULHCKUX U3aenuii:

- ynyulleHue KayecTBa NPoBeAeHVs ayaAUMTOB, BeayLlee K yny4lleHUo CUCTEM MeHePKMEHTa kadecTBa
1 yNyYLUEHNIO Ka4ecTBa NPoayKLum;

- BonbLUY COrNacoBaHHOCTb B NpoLiedypax NpoBeaeHUs ayauTos U B OCYLLIECTBNIEHUM 06paTHOW CBSA3U
C M3roTOBUTENSAMU B OTHOLLEHWUMN UX CUCTEM MeHEeDKMEeHTa KauyecTBa, UTO 3KOHOMUT pecypchl, obnerdas nog-
rOTOBKY K ayauTam;

- COKpalleHuWe YMcna ayauToB, NMPOBOAMMBIX PasHLIMUA PErynUpyLWMMIA opraHamn y oiHOro U3roToBM-
Tens;

- yBenu4eHue J0Bepus K ayanTam, OCyLLeCTBAIEMbIM OpraHU3auuaMu, NPOBOASALLIMMA ayaAUThl, U NPU-
3HaHWe pesynbTaToB JaHHbLIX ayQUTOB pasHbLIMU PEryNUPYIOLLIUMA OpraHaMu.

K nuuam, nonyvaiowmm Bbirofly, MOXHO Taloke OTHECTU MauneHToB U NoNb3oBaTenein MeqUuUMHCKAX U3-
Aennid, UCNbITbIBaOLLMX GOMbLUYI0 cTeneHb AoBepust K 6e30MacHOCTU U KNMHUYeckoi adpdeKTUBHOCTU Meau-
LUMHCKUX M3OEenuit, pasMeLlieHHBIX Ha PhIHKe.
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HAUUWOHANBbHBLIA CTAHAAPT POCCUMNCKOW ®EQEPALMUMU

PYKOBOACTBO NO AYOUTY )
CWUCTEM MEHEDKMEHTA KAYECTBA U3rOTOBUTENEN MEOAULIMHCKUX U3OENUNA
HA COOTBETCTBUE PEINYNUPYKOLWAUM TPEBOBAHUAM
YacTtb 2
CTtparterus aygura

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

HAara BBegennsa — 2013—01—01

1 O6nacTb NpUMeHeHusA

HacTosAwuin ctanaapT npegHasHaveH ANa perynupyowmnx opraHos U opraHusauumi, NpoBoasaLLmMX ayau-
Tbl CUCTEM MEHEeKMEHTA KayecTBa U3roToBUTENEN MeAULIMHCKUX UMW Ha OCHOBE MPOLLEeCCHOro noaxoaa
K TpeboBaHUAM K cucTemMam MeHexxMeHTa kavecTsa (cM. FOCT P MCO 13485). Ecnu aeATenbHOCTL opraHu-
3auun, NPoBOAALLUMX ayauTbl, perflameHTUpYeTCa perympyrowmmm TpeboBaHnaMm unm TpebosaHuaMU K ak-
Kpeautauun, TO cTpaTterMio ayauTta, nNpeacTaBneHHyld B HacTosilleM cTaHaapTe, pekoMeHayeTtcs
paccMmaTpuBaTb Kak AOMOMTHEHWE K perynupyowmmM TpebosaHmsamM unm TpeboBaHuMAM K akkpeauTauun, ecnu
LenecoobpasHo. HecmMoTpsi Ha TO 4TO ayauT U3roTOBUTENS MEAULIMHCKAX U3AeNUit MoXeT BKNoYaTb B ce6a
ayauT Ha COOTBETCTBUE perynupyownm TpeboBaHnsIM, He CBA3aHHbIM HEMOCPEeaCTBEHHO C MeHe)KMEHTOM
kayecTBa, o6rnacTb NpPUMEHEHWsI HACTOSALLEro cTaHAapTa orpaHvMydeHa TpeboBaHMAMU K cucTeMaMm MeHeq-
XMeHTa KadvecTBa. [Mpy HamMuMuM AONOMHUTENbHBIX Perynvpylowmx TpeboBaHuiA, SABMSIOWMXCA 4acTbio
obrnactn ayauTta, ayauTop [OOMKeH paccMOTpeTb, WMAEHTUDUUMPOBATb W OOKYMEHTUMPOBAaTh [AdaHHbie
TpeboBaHWs, UHTErPUPOBAB NX B LLENN U KpUTepun ayauTa.

HacTosawuin ctaHgapT NPUMEHUM K nepBoHavanbHbIM U NOATBEPXAAOLWNM ayauTam, HO MOXET Takke
NPUMEHATLCA K APYrUM BUAAM ayauToB, onucaHHelm B FTOCT P 54421, Bkntoyas Bce JononHeHus, paspabo-
TaHHble GHTF SG4 B kavecTBe pykoBoAcTBa A1 opraHvaauui, NpoBoasLmnx ayauTel. Lienu gpyrux ayantos
ornpeaensoTca aremMeHTaMmu NoACMCTEM MEHEDKMEHTa Ka4ecTBa, BblGpaHHbIMM ANs NPpOoBEAeHUs ayanTa.

2 HopmaTuBHbIe CCbINKK

B HacTosiLeM cTaHaapTe NCrnonb3oBaHbl HOPMATUBHBIE CCbISIKA Ha crieaytoLume cTangapThl:

FOCT P 40.003—2008 Cucmema cepmuchukayuu MOCT P. Peaucmp cucmem kadyecmsa. [Topsidok
cepmuchukayuu cucmem MeHedxmeHma kavecmea Ha coomeemcmeue OCT P VCO 9001—2008
(UCO 9001:2008)

FOCT P 53918—2010 Usdenusi meduyuHcKue. Pykosodcmeo o UHmezpauuu npuHYUnos MeHe OxmeH-
ma pucka e cucmemy MeHedxMeHma kavecmea (GHTF/SG3/N15R8:2005, IDT)

rFOCT P 54421—2011 Pykosodcmeo rio aydumy cucmemM MeHeOXMeHmMa Kadecmea uszomosumernel
mMeduyuHcKux usdenull Ha coomeemcmesue peaynupyrouum mpebosarusm. Yacms 1. O6uwue mpebosarus
(GHTF/SG4/N28R4:2008, MOD)

FOCT P MCO 9000—2008 Cucmembi MeHedxMeHma Kadecmea. OCHOBHbIE MOSIOXEHUsST U Crosapk
(MCO 9000:2008, IDT)

ITOCT P NCO 13485—2004 Uszdenust meduyuHckue. Cucmembl MeHeOXMeHmMa Kayecmea. Cucmem-
Hble mpebosaHus dna yenetli peaynuposaHusi (MCO 13485:2003, IDT)

FOCT P UCO/TO 14969-2007 Usdenusi meduyuHckue. CucmemMsl meHedXxmeHma Kayecmea. Pykogeo-
dcmeo rio ripumereHuo MCO 13485:2003 (MCO/TO 14969:2004, IDT)

Uspanune opuunansHoe
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FOCT P UCO 14971—2010 Uzdenusi MeduuuHckue. [MpumeHeHuUe MeHEOXMeEHMa pucka K MeOQUUUH-
cKkum usdenuam (MCO 14971:2007, IDT)

FOCT P UICO/M3K 17021—2008 OueHka coomeemcmeusi. TpebosaHusi K op2aHaM, rnposoosiuum ay-
dum u cepmucpukayuro cucmem MmeHeoxmeHnma (MCO/MOK 17021:2006, IDT)

FOCT P UCO 19011—2003 Pykosodsiujue yKkasaHus o ayoumy cucmem MeHeOXMeHma Kadecmea
wunu cucmem aKosio2u4eckoeo meHedxmernma (MCO 19011:2002, IDT)

I1p ume yaHue— lNpu nons3oeaHuu Hacmoswum cmaxHdapmom yenecoobpasHo nposepums Gelicmeue cChi-
1104HbIX cMaHdapmoe 8 UHGhopMaUUOHHOU cucmeme obuie20 MonbL308aHUs — Ha ogbuyuansHom caiime PedeparnbHO20
a2eHmcemea o MexHU4ecKoMy peaynuposaHuro u Memporozuu 6 cemu VMiHmepHem unu o exe200H0 u30asaeMoMy UH-
popmatuoHHOMY yKa3amero «HayuoHansHbie crmaHO0apmal», KOmMopbIt onybuKoeaH 10 COCMOSIHUIO Ha 1 AH8apsi MeKy-
weeo 200a, U 110 cCOOMBEMCMBYIWUM EXEeMECHYHO Uu30asaembiM UHDOPMAaULUOHHBIM yKa3amensiM, orybrIuKo8aHHbIM 8
mekyuwem 200y. Ecnu ccoinnoyHbill cmaHOapm 3aMeHeH (U3MeHeH), Mo NpuU MofMb308aHUU HACMOSUWUM CMaHO0apmoMm crie-
dyem pykosoOcmeo8ambCsl 3aMeHsIIoWUM (U3MeHeHHbIM) carOapmom. Ecnu cebinoyrsiti cmaHGapm ommeHeH 6e3 3a-
MEeHbI, MO I10110)KeHUe, 8 KOIMOPOoM 0aHa CChifika Ha Hez20, MPUMEeHSemcs 8 Yacmu, He 3ampazusarowell 3my CCbIKy.

3 TepMuHbI M onpegeneHus

B HacTosilwem cTaHaapTe NpUMeHeHbl creayowme TepMUHbBI C COOTBETCTBYIOLLIMMU OnpeaeneHnsmMu:

3.1 ayamt (npoBepka) (audit): Cuctematnyecknin, He3aBUCUMbIA U JOKYMEHTUPOBAHHBIN NPOLECC no-
nyYeHns cBMAETENbCTB ayauTa U 06 bEKTUBHOIO UX OLLEHUBAHWUA C LEeNblo YCTAHOBIEHUA CTEeNeHW BbIMosHe-
HWA cornacoBaHHbIX KpUTepreB ayauTa (3anmctBoBaHo U3 FOCT P MCO 9000; nyHkT 3.9.1).

3.2 ayamT Ha cooTBeTCTBUE perynupyrowmm TpeboBaHuam (regulatory audit): Ayaut cuctemsl me-
He>KMeHTa KavecTBa C Lieflbio AEMOHCTPaLMK ee COOTBETCTBUA perynupytomMm TpebosaHusaMm.

MpwumeyaHune—B HacTosAWweM cTaHaapTe «ayAuT» 03HAYaeT «ayauT Ha COOTBETCTBUE PErynupyowmm Tpe-
boBaHMaAMY.

3.3 kpurtepuun ayauta (audit criteria): CoBOKynHOCTb NOMUTUKK, Npoueayp unu TpeboBaHui, KoTopble
NPUMEHSIIOT B B CChINOK (3aumcTeoBaHo ns FOCT P MCO 9000; nyHkT 3.9.3).

3.4 cBugetenbcTBO ayauTa (audit evidence): 3anucu, usnoxenune cakToB unu apyras nHcopmauus,
KOTOpble CBAI3aHbl C KPUTEPUSAMN ayauTa u MoryT BbiTb NpoBepeHbl (3aumctsoBaHo us FOCT P MCO 9000,
nyHKT 3.9.4).

MpurumedaHue—CBUOETENBCTBO ayauTa MOXET 6biTb KAUECTBEHHBLIM W/MIN KONIMHYECTBEHHBIM W UCTIONb3yeT-
Csl ANA AokasaTtenbcTea HabnogeHui ayamra.

3.5 opraHuszauus, npoBopasLan ayautbl (auditing organization): OpraH, npegHasHavYeHHbINA Ans npo-
BeJeHus1 ayauToB Ha 6a3e KOHKPETHBIX perynmpyoLmMx JOKYMEHTOB U B COOTBETCTBUM C MOCTABNEHHBIMU 3a-
Aavyamu.

3.6 ycraHaBnuBatb (establish): OnpegensTb (yypexaaTb), JOKYMEHTUPOBaTb (B NMUCbMEHHOW WUIU
3NEeKTPOHHOW hopme) U BHEAPATD.

M pumedaHune— Hacrosuwee onpegenexHune otnuuaercs ot ucnonbayemoro B FOCT P UCO 13485 («onpepae-
NsiTh, paspabarbiBaThy»), rae He NpuBegeHo oduLmanbHoe onpeaeneHne 4aHHOro TEPMUHA M €ro NMPUMEHEHNE HOCUT Me-
Hee AVPEKTUBHbLIN XapakTep.

3.7 meauuuHckoe usgenue (medical device): OnpeaeneHve gaHHOro TepMyMHa NpUBeAeHo B COOTBET-
CTBYIOLLIE HOPMATMBHOW AOKYMEHTaLMN.

3.8 npouecc (process): COBOKYNHOCTb B3aMMOCBSA3aHHbIX U B3aUMOAEACTBYIOLLMX BUAOB AeATellb-
HOCTU, Npeobpasyiolas BXoAbl B BbIxoAbl (3aumcTBoBaHo U3 FOCT P MCO 9000, nyHkT 3.4.1).

3.9 ocTtatoyHbIn pUck (residual risk): Puck, octaromincst nocrie BuIMOHEHUS Mep Mo yNpasneHuo puc-
kom (3aumcTBOoBaHoO U3 FOCT P MCO 14971, nyHkT 2.15).

3.10 meHemkMeHT pucka (risk management): Cucrematnyeckoe npMMeHeHue nonMTuKK, npoueayp v
NpaKTUYeCcKUX MeTOA0B MEHePKMEHTa ANsl pelleHus 3aad aHanusa, OLeHUBaHUS, yNpaBneHus U MOHUTO-
puHra puckoB (3aumcTeoBaHo U3 FOCT P UCO 14971, nyHkT 2.22).

3.11 pokymeHTauus Ha npoaykuuio (product documentation): [lokymeHTbI, NpeacTasnaowme cobomn
BbIXOAHblE AaHHble npouecca NPoeKTUpoBaHUA U paspaboTkn KOHKPETHOro U3Aenus He3aBUCUMO OT TOro,
BKSIIOMEH N AaHHBIA Npouecc B 06n1acTb NPUMEHEHUS CUCTEMbI MEHEDKMEHTa KayecTBa opraHu3aLun.

MpunmeyaHune— B pasanuuHbIX IOPUCAUKLMSIX UCMONb3YIOTCS Pa3Hble TEPMUHBI U ONPeaeneHns.



rOCT P 54882—2011

4 O6wue 3ameyvaHuA No cTpaTerMm ayauta Ha COOTBETCTBME Perynupyowmm
TpeboBaHuAM

Mpw npoBeAeHUM ayauTa UsroToBUTENS MEAULMHCKMX U3AENUA HeobXoaMMO OLEHUTL Ero CUCTEMY Me-
Hea)XMeHTa KayecTBa Ha COOTBETCTBUE pPerynupyoLMM TpeboBaHusIM K cUCTeMaM MeHe)KMeHTa KavyecTsa U
npoueaypam, yCTaHOBIIEHHbIM U3roToBUTENeM. Cuctema MeHeXkKMeHTa KavecTBa MOXeT OblTb OCHOBaHa Ha
NPUMEHUMBIX CTaHAapTax B OTHOLLEHUN CUCTEM MeHeKMeHTa kadecTsa (cMm. FOCT P UCO 13485) unn Ha
OpYyrux perynupyoLmx JOKyMeHTax.

Mpu npoBeaeHUM ayauTa pekoMeHAyeTCs UCTIONb30BaTh MPOUECCHLIA NOAXOA, MPU 9TOM XenaTernbHO
cnepoBatb BoOK-Cxeme MpoLLeCCOB U3roTOBUTENSA MEAULMHCKUX N3aenni.

MpoBeaeHve ayauta AOMMKHO BbITb OCHOBAHO Ha MEHeMDKMEHTE pucka U chOKyCMpOBaHO HA OCHOBHbIX
npoueccax CUCTEMbl MeHeKMeHTa KayecTBa, Heob6XoaUMbIX ANs WU3rOTOBMEHUA MEeAULMHCKUX U3nenui,
oxBaTblBaeMbIX obnacTbio ayauta. Ayautopy crieflyeT cocpeoTo4nTb CBOe BHUMaHUe Ha ¢akTopax, B Hau-
Gonbluen cTteneHn BO3AENCTBYIOWUX Ha Be3onacHOCTb MeAUUMHCKUX U3AeNi, rapaHTUpysl B TO XXe Bpemst
Hagnexallylo MoSIHOTY OXBaTa BCeX KITacCoB MeAULIMHCKUX U3aenuin, nognagatowmx nog obnacts ayaura.

4.1 Uenu

AyavT pekoMeHOyeTCcs NMaHUPoBaTh U NPOBOAWUTL Tak, YTo6GbI AOCTUYL CReayIoLLMX LieNnei:

- OlUEeHMBaHWUA pe3ynbTaTUBHOCTA CUCTEMbI MEHEDKMEHTA KavecTBa U3roToBMTENS, BKoYas cuctema-
TUYecKoe W pe3yribTaTUBHOE OLleHUBaHWE BLIMOJHEHWUS perynupyowmnx Tpe6oBaHunin B pasyMHO Heo6X0aAMMbIN
nepuoa BpeMeHu;

- COrnacoBaHHOCTU pesynbTaToB ayAMTa HE3aBUCMMO OT TOrO, Kakas opraHU3aLuvs UK Kakne UHANBU-
AyanbHble ayauTopbl NPoBOAAT ayauT. KOHeUHOM Lienbio ABNATCSA rapMOHU3aLIME U B3aMMHOE NPU3HaHWe pe-
3ynbTaToB AyauTa;

- onpeaeneHus ¢ MOMOLLbIO ayAuTa TOTo, Kak AEHTUULUPYIOTCA U pellaoTes Npobnembl, CBA3aHHbIe
€ MeNLIMHCKUM U3aenMemM Un CUCTEMON MEeHEDKMEHTa KauecTBa;

- MpPO3paYHOCTM ayauTa A1s NpoBepsieMoi opraHusauun.

4.2 MpoBepsieMasa cucTeMa MeHeQXMeHTa KayecTBa

Mpu NpoBeaeHUN ayauTa peKoMeHAyeTCa CoOCPeAoTOUMTb BHUMAHUE He CTOMBKO Ha BLINOSHEHWUNA KOH-
KpeTHbIX TpeBGOBaHMA, CKOMbKO Ha Pe3yNIbTAaTUBHOCTU CUCTEMbI MeHeDKMeHTa KauecTBa U3roToBUTENA B Lie-
nom. [ns Toro 4ToBbl pasbuTb ayauT Ha Gonee ynpasnsemble YacTu, HeoBXoaUMO UAEHTMULMPOBATL
noacucTemsl, NpuBeAeHHbIe B Tabnuue 1.

Ta6nwuua 1—Tloacucremsl NV BUALI AEATENBHOCTU U CBSI3AHHLIE C HUMKN pasaernbl

S pesaenam,

1 Bbicliee pykOBOACTBO 4,56,7,8

2 [MpoektnpoBaHue n paspaboTka 7

3 [okymeHTaums Ha NpoayKuuio 4,7

4 YnpaeneHve npoaykumern U npoueccamy (BKMoYas crepunusaumio, rae 4,6,7,8
NPUMEHUMO)

5 Koppektupylowume v npegynpexgatolive encTeusi 4,5,6,7,8

6 YnpaBneHuve 3akynkamm 7

7 [JokymeHTauus n 3anucm 4

8 [Mpouecchbl, cBA3aHHbIE C NOTpebuTenem 7

Bonee noapobHbie ccbinikv Ha pasgensl v nogpasaensl FTOCT P MCO 13485 npueeaeHsl B pasaene 5 Ha-
cTosLero ctaHaapTa. OCHOBHbIE NoacUcTeMbl naeHTUdMUMposaHbl B Tabnuue 1 nog Homepamu 1—5. [an-
HbIM MOACUCTEMaM pekoMeHayeTca yAenAaTb nepBocTeneHHoe BHUMaHuWe B npouecce ayauTta. B kakux-To
KOHKPETHBIX CUTYaLMsIX MOXeT NoHaaobutbCa pacCMoTpeTb B Ka4eCTBE OCHOBHbIX MOACUCTEM ApYrue NoACUC-

3
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Tembl. Hanpumep, ynpaBneHue 3akynkamu pekoMeHAyeTCa paccMaTpuBaTb Kak OCHOBHYIO MOACUCTEMY B
cneayowWwmnx crnyvasx:

- €CnNu U3roTOBUTENb 3aKynaeT roToBble MefULUHCKUE U3nenus;

- eCcnu U3roToBuUTeNb NepeaaeT CTOPOHHEMY UCMOMHUTENIO BbINOHEHUE TakMX OCHOBHBIX NPOLECCOB
WNnU yCNyr, Kak NpoekTupoBaHue U paspaboTka, NPoLecchl XWU3HEHHOTo LMKna Npoaykunn, ctepunusaums
“n ap.;

- €CNU N3roToBUTESb 3aKyrnaeT OCHOBHBLIE KOMIMOHEHTBI 1 Y3bl.

4.3 MNMopxoabl kK ayauty

CyuwiecTByt0T pasHble noaxoAbl K MpoBeAEeHUI0 ayauTa, Hanpumep, «CBEPXY BHU3», KCHU3Y BBEPX», KOM-
GUHUPOBAaHHBIA NOAXOA U ayAUT KOHKPETHOro U3aenus.

Haanexawwuih noaxoa cneayet BbibpaTh B 3aBUCUMOCTU OT LENU U NPUYUHBI NPOBEeAeHUs ayauTta.
Ecnu B npouecce ayanta He paccMaTpuBalOTCS Kakue-nnbo MHUMAEHTLI, TO NpeanodTuTenbHee BbiIOpaThb
noaxoa «cBepxy BHU3». Takoh nogxof 06bIYHO NPaKTUKYOT NpU NPOBEeAESHUN NepBOHAYanbLHOro ayauTa.
Ecnun ayauTt BkniovaeT B ceba paccmMoTpeHue BO3MOXHOW CywlecTBeHHON npobnembl 6e30nacHoCTU, TO
06bIYHO NPaKTUKYIOT NOAX0A «CHU3Y BBepx». [iNs npoBeaeHUsA NnoATBEpXAatoLWero ayanta MoXHoO UCNonb-
30BaTb KOMBUHMPOBAHHLIN NoAXo4. AyAUT KOHKPETHOTO M3Aenusa No3BoNAeT OUeHUTb B3aumoaencTeue
Mexay noacuctemamu.

Moaxoa «ceepxy BHU3», UCNIONb3YEMBI Ars NPOBeAeHUA ayanTa, HauMHAETCA C OLeHUBaHWUA CTPYKTYPbI
CUCTEMbl MEHeXMeHTa KayecTBa U3roTOBUTENS U ee NOACUCTEM: BbICLLIErO PYKOBOACTBA, NPOEKTUPOBAHUA U
pa3paboTki, AOKYMeHTaLUuM Ha NpoayKuMio, ynpaBneHust Npodykumein u npoueccamu, KOppekTUpyoWwmnx n
npegynpexgarowmx AeicTBUA. BoibpaHHble NoAcMCTEMbl aHaNM3UPYIOTCA ANS TOro YToObl YCTAHOBUTb, Kak
N3roToBUTEb BbIMOMNHAET OCHOBHbIE TpeboBaHUs NOCPeACTBOM ONpeaeneHns, AOKYMEHTUPOBaHUA U BHeApe-
HWA COOTBETCTBYIOLMX Npoueayp. BaxHo oTcnexusBaTb NpUMeHeHWe NpoLeccHOro noaxoaa Kak Kk cucteme
MeHePKMeHTa KavyecTsa B LIefTIoM, TaK U K Kaxkaon ee nogcucteme, Hanpumep, ucnonbays uukn PDCA (nnaHu-
poBaHne — ocyLlecTBieHe — npoBepka — AencTeue) (cM. 4.4). NpumeHAs Noaxon «CBepxy BHU3» ayauTop
AOMKeH NoATBepAUTb, YTO N3roToBUTESNb paspaboTan Hagnexaluue npoueaypbl U NOAUTUKY. ina aToro ayau-
TOp [AOMKEeH MpoaHanuavpoBaTh CBMAETENbCTBA ayauTa, BKMAKOYas 3anucu, B Lensax Bepudukauun
pe3ynbTaTUBHOCTA BHEOPEHUs U3rotosBuTeneMm paspaboTaHHbIX MOMUTUKM U Mpoueayp M COOTBETCTBUS
cMCTeMbl MEHeIXKMeHTa KayecTBa perynupyromm TpebosaHusam.

OnucaHHbIA Noaxod ABNseTCA e4AVHBIM A1 BCEX CTOPOH, YYacTBYHOLLMX B CUCTEMAaTUYECKOM M Npo3pay-
HOM rpoLecce ayauTa: perynmpyownx opraHoB, opraHuaaLni, npoBoasilmMx ayauTsl, u usrotosutenein. OgHa-
KO AaHHbIA NoaxoA He No3BonsieT cokycupoBaTb BHUMaHWE Ha KOHKPETHOM M3denun.

Moaxoa «CHWU3Y BBEPX», UCMOMb3YEeMbIA A58 NPOBeAeHNs ayauTa, MoOXeT UMeTb B KayecTBe OTNpaBHON
ToukuM Npobnemy B o6racTy kavecTsa, HanprmMep coobLleHne o HeGnaronpUATHOM COBbLITUM, NPOU3OLLEALLINM
C MeANLUHCKM U3dennem, Un o HecooTBETCTBYOLWEN NpoayKkummn. Takum obpasoM, ayauTop HauMHaeT pa-
60TaTb «CHU3Y» N MPOXOANT BeCb MyTb «BBEPX» 4Yepe3 CUCTEMY MEeHePkMeHTa KavecTBa W3roToBUTEns
BMNIOTb [0 OTBETCTBEHHOCTY BbICLLEro pykoBoacTBa. [aHHbI nogxo no3sonseT 6uICTPpo NofyynuTh NpeacTas-
neHve o pe3ynbTaTUBHOCTU BbIGPaHHbIX A4Ns ayauTa NOACMCTEM U NPOLLECCOB, Ha (OYHKLMOHNPOBaHUE KOTO-
PbIX MOBMAWSNA Kakas-TO KOHKpeTHas npobnema B obnacTu kayecTBa, M O MpudMHe(ax) BO3HUKHOBEHUS
npobrnembl B obnactM KadectBa. [lpyM uMCrnonb3oBaHUM AaHHOrO Noaxoda TpyaHee onpeaennTb
pesynbTaTUBHOCTb CUCTEMbI MEHEPKMEHTAa KauecTBa B LieroM.

TpeTnii noaxod npeacTasnsieT coboi KoMOMHALMIO MEPBLIX ABYX. AyAUTOP HAYMHAET C aHanu3a BepxHe-
ro criosi CUCTEMbl MEHEDKMEHTa KaYecTBa (CBepXy BHU3), 3aTeM NPOBOAMUT ayAUT HEKOTOPLIX 3EMEHTOB CUC-
TeMbl (HanprMep, NpoLiecca NPOU3BOACTBa) U B UTOre BepUdnLMpyeT COOTBETCTBUE NMPOBEAEHHbIX MpoLeayp
(cHuzy BBepx). NMpuMeHeHne KOMBUHMPOBaHHOMO NoAXoAa YacTo 6onee 3 heKTUBHO, YEM MNOAXOAO0B CBEPXY
BHU3» WM «CHU3Y BBEPX» MO OTAENbHOCTU. [laHHbIA NoAXo4 Takke YacTo aBnsetcs 6onee rubkum npu uccne-
OOBaHNMN KOHKPETHbIX NpobremM, CBSA3aHHLIX C OLEeHWBAHWEM pPe3ynbTaTMBHOCTM CUCTEMbl MEHEMKMEHTa
KayecTBa U3roTOBUTENS.

Mpu ayanTe KOHKPETHOro N3genus ayamTop BelbMpaeT 0gHO MeauLMHCKoe n3genue, NapTuo U ceputo
1 n3y4aeT UcToputo AaHHoro obpasua (aaHHoW BEIBOPKM) Ha NpMMepe pasHbIX NPOLECCOB CUCTEMbl MeHea-
XMeHTa KavecTBa (NnaHUpoBaHusi, NPOEKTUPOBaHNA U paspaboTku, 3akynoK, Npou3BoACTBa, YNakoBbIBaHNS,
pacnpegenenus n T. 4.). ATo Heobxoaumo AenaTb NGO HauUMHas co CTagumn NNaHUPOBaHNS U NPOABUrasich
Bnepen, NMbo nNpoaBurasicb Hasag oT ctagumn pacnpegeneHuns. Kpome Toro, Bbibupas obpasel, ¢ M3BECTHOM
npobnemon, ayauTop MOXeT Takke BKMOUMTL B ayQUTOPCKOe 3aKitoyeHne noacucTeMy KOPPEKTUPYHOLWNX U
npeaynpexaarowmx 4encTBUA.

4
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4.4 MpoueccHbIA NoAxXoA K ayauTy

PesynbTaTuBHas cucTeMa MeHeQKMeHTa KayecTBa SIBMISETCA MeXaHU3MOM YMpaBreHusi, CoCOBHBIM
npeaynpexaaThb U BbIABNATb OTKNOHEHNSI U MAEHTUULMPOBATL MPUYMHEI 3TUX OTKITOHEHWI. [lanee pesynbTa-
TUBHOW cUCTEME MEHEKMeHTa Ka4yecTBa criegyeT obecrneunts naeHTUMKaLmo, ocyLLecTBNeHNe U pe3ynb-
TATUBHOCTb KOPPEKTUPYIOWNX W npedynpexpalolunx AencTBUiA. AyanTopy peKkoMeHAyeTCsl OLeHWUTb,
CTPYKTYPUPOBaHbI NN MpYMeHsieMble NOACUCTEMBI 1 MPOLECCH CUCTEMbl MEeHe)KMeHTa KayecTBa Kak camope-
rynupyemele, ynpasnsemble NpoLecchl 1 ABNSAOTCA N OHU peaynbTaTuBHbiMn. [OCT P ICO 13485 nomoraet
cdropmynMpoBaTh criegyroliMe oCHoBoMoaraoLme Bomnpockl, OTBETbl Ha KOTOpble MOryT BbITh NOMyYeHbl B
rnpoliecce aygura.

4.4.1 MnaHupoBaHue

PaspaboTan N1 3roToBUTENb B COOTBETCTBUN C PErynupyowmumm TpeGoBaHnsIMU Lenn 1 npoliecchbl, He-
obxoanMble AN OCTWXKEHNA ero CUCTEMO MeHe)KMeHTa KayecTBa Tpebyemblx pesynbTaToB?

4.4.2 OcywecTBreHue

PykoBoACTBYeTCS M U3roTOBUTENb B CBOEW AEATENBHOCTU CUCTEMONM MEHEKMEHTa kadecTBa?

4.4.3 MpoBepka

PerynsipHo nv oueHnBaeT N3roToBMTENb NPOLECChl CUCTEMbI MEHEOXXMEHTA KavecTBa 1 pe3ynbTaTbl U3-
MepeHWin B COOTBETCTBUM C pasdpaboTaHHbIMU LeNsMU U perynupyowumMm TpebosaHusamn? OLeHnBaeT nu ns-
roToBUTENb PEe3yNbTAaTUBHOCTb CUCTEMbl MEHeKMeHTa KadecTBa 4Yepes 3anfaHUpoBaHHble MNepuoabl
BPeMeHu nocpeAcTBOM NPOBeAeHUs BHYTPEHHNX ayAUTOB, aHannsa co CTOPOHbI pyKOBOACTBa U T. 4.7

4.4.4 [encrtBue

OcyluecTBAET NN N3roTOBUTENb pesyibTaTUBHbIE KOPPEKTMPYIOLLME U Npedynpexaatome 4eCTBUS B
Lensix o6ecnevyeHnst BbICOKOrO KayecTsa MeANLMHCKNX U3OeNniA U NX COOTBETCTBUA NPUMEHUMbIM 3aKOHO4A-
TeNbHBLIM U PerynMpyroLmMM JOKyMeHTam?

4.5 Bbl6opka

AyauTopbl MOTYT OCYLLECTBNATL BEIBOPKY, OCHOBLIBasICb Ha dhakTopax, ¢ Hanbornbluein BepoATHOCTbIO
BO34ENCTBYIOLMX Ha 6e30MacHOCTb NPUMeHeHs MeauLMHCKoro nsgennsa. Mpu nnaHMpoBaHUM ayauToB CUC-
TeM MeHeQKMeHTa kadyecTsa (CM. Takke 4.6) ayauTopam HeobxoanMo paccmaTpuBaTth MHorue akrtopsbl (Ha-
npumep, obnacte ayauTa, Knaccudbukaumio MeauLMHCKOro U3Aenus, CroXHOCTb MEeAWMUMHCKOTro usaenus,
npeaycMoTpeHHoe MpUMeHeHre, NpPUMEHUMbIe perynvpytowne TpebosaHus, pesynbTaTbl NpeablayLumx ayam-
TOB U T. A4.). MoXeT BO3HUKHYTb HEOBXOAMMOCTb B NPOBeAEHMN BIOOPKU BHYTPU KXKAOW NOACUCTEMBI, AN
TOro 4TO6bl OLEHUTb Pe3ybTaTUBHOCTL BHEAPEHUS AaHHON NOACUCTEMBI (M CBSI3aHHBIX C Hell noacucTem).
Ons onpegeneHns COOTBETCTBYIOWMX PasMepoB CTATUCTUMECKON BbIBOPKM MOXHO MCMOMb30BaTb Tabnu-
ubl A.1 n/unn A.2, npuBeaeHHbIe B NMPUNOXeHUN A.

4.6 MNMnaHupoBaHue ayauTa

B nononxeHue Kk Tpe6oBaHuaM, npuseaeHHbIM B FOCT P 54421, pekoMeHayeTcsl pacCMOTpETb creayto-
Wme dakTopsbl:

- MH(popmMaLmio, MONYyYEHHYI0 OT U3rOTOBUTENS;

- MPOAOCIKUTENBLHOCTbL ayauTa, ero NepuoaNYHOCTL U NPUMEPHDIN pacyeT BpeMeHU NpoBeaeHus ayauTa
Ha mecTe.

OcTanbHble akTopbl, KOTOpble He0BX0AUMO PaccMOTpETb, NpUBEAEHbI B pasaene 5 HacTosLero cTaH-
fpapra.

4.6.1 Undopmaums, KOTOpyH He06XoAUMO NONYYUTb OT UITOTOBUTENA

Ha ctagumn nnaHMpoBaHus pekoMeHayeTCA 3anpocuTb CrieayoLLyto uHpopmaLuio oT UsrotoButens, Ans
Toro 4Tobbl onpeAenuTb MPOAOIKUTENbHOCTL ayauTa M paspaboTaTb nnaH ayauta B COOTBETCTBUM C
FOCT P 54421, nyHkt 7.1.2:

- odmumansHoe HauMeHoBaHNe opraHU3aLMn-U3roToBUTENSA U BCe ee NpoYne HauMeHOBaHus, ee aa-
pec, a TaKkKe CTPYKTypy opraHusauuu;

- HauMeHoBaHWe NpeacTaBUTeNA, KOHTaKTHBIN TenedoH, dakc U agpec 3NeKTPOHHON NoYThI;

- obLee yicno coTpyAHUKOB (BO BCEX CMeHax), nonagarmx noa obnactb ayauTa;

- HOMEHKNaTypy 1 knacc 6e30nacHOCTU U3roTaBNMBaeMbIX MEOULIMHCKUX U3fenuii (knacc 6esaonacHoc-
TV MeQULIMHCKOTO U3Aennsi MOXET OTNNYATLCA Y pasHbIX PerynupyloLmx opraHoB);

- BuAbI NPoAAHHLIX UMK NNaHNPYeMbIX K Npodaxe B CTPaHbl U/ PerMoHbl MEAULIMHCKUX U3Aenuit,
perynupytoLue TpeboBaHUs KOTOPLIX AOMKHBI 6bITb OLIEHEHbI, BKIKOYast MOHbIA CMIMCOK aBTOpU3aLIMii (Hanpu-
Mep, NUUEeH3NiA), BbIAAHHBIX Ha paccmaTpuBaemble MeauUUHCKUE usgenus (rae NpUMMeHUMOo);
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- MecTononoxeHne 1 yHKLMN KaXKaon Npou3BOACTBEHHON NIOLWWAAKN, BKIIOYEHHOW B ayauT;

- CMMCOK BMAOB AEATENbHOCTU, OCYLUECTBSIEMbIX Ha KaXXOoM nrowaake;

- crneumanbHble NPOU3BOACTBEHHbIE Mpolecchl, HanpuMep paspaboTka nporpaMMHoro o6ecnedeHus,
cTepunuaauns U T. A.;

- nepeyeHb MaTepuarnos U YCNyr, NocTaBnsemMblXx Hanbonee 3HaYMMbIMK NOCTaBLLUMKAMU, U UX MeCTOHa-
XOXOeHne, a Takke cnocod ynpaesneHus npoueccaMu, nepeaaHHbIMU CTOPOHHER opraHu3auui;

- BCE MMetoLmecs pesynsraThl ayauToB, MPOBEAEeHHbIX APYTMMU OpraHU3aumMaMu, Npu Hanu4Mm CooTBET-
CTBYIOLLEro paspeLUeHus;

- BO3MOXHOCTb MOHTaXa Unu o6CyXUBaHUsA MeAULIMHCKUX U3AENWIA;

- cBefeHus 060 Bcex U3MEHEHUsIX, MPOoU3oLUIEALLNX CO BPEMEHW NPOBeAeHUA NOCcNeaHero ayaura, ecnum
TakoBoe UMenn MecTo.

4.6.2 OnpepeneHne NpPoAoCMXUTENbLHOCTU ayauTa, ero NepuoauyYHOCTU U NMPUMEPHbLIN pacuveT
BpeMeHU NpoBeAeHUA ayauTa Ha MecTe

4.6.2.1 lMepuodn4HOCTL ayauTa

MeproanyHoCTL ayguTa 3aBUCUT OT hakTopoB, NpuseaeHHbIX B FOCT P 54421, nogpasaen 7.2, a Takke
OT perynupyoLwmnx TpebosBaHniA U NpegbICTOPUN U3rOTOBUTENSI.

4.6.2.2 lMpopomKkuTensHoCTb ayauTa

MpogonXkuTensHOCTL ayauTa okasbiBaeT CyLUeCTBEHHOe BO3AENCTBUE Ha perynupytoLmne opraHsl U Npo-
MbILLMIEHHBIE CTPYKTYPbI B 3aBUCUMOCTU OT UCMONb3yeMblX PECYpCoB, a Takke OT NOMHOTLI OXBaTa ayautoMm 1
TWaTenNbLHOCTU ero NpoBeaeHus.

MpogonkMTenbHOCTL ayanTa 3aBUCUT OT Takux hakTopoB, Kak 0bnacTb ayauTa, Lenv 1 KOHKpeTHbIe pe-
rynupytowime TpeboBaHns, COOTBETCTBME KOTOPbIM HEOBX0AMMO OLEHUTL, a Takke OT HOMEHKNATYpbI, Knacca
6e30MacHOCTU, CNOXHOCTA MEANLUHCKAX U3AENUiA, pasMepPOoB U CAOXHOCTU CTPYKTYPbLI OpraHn3auun-usroto-
BUTENs. Ecnn cneunansHo He OroBOpPeHo, TO nepedncneHHble hakTopbl OTHOCATCS K NepBOHaYanbHbLIM U Noa-
TBEpPXKJAoLWUM ayguTam.

4.6.2.3 B3aMMocBsi3b Mexay NepUoAUYHOCTLIO U NPOAOIKUTENBLHOCTLIO ayauTa

MpogomknuTenbHOCTL ayauTa 3aBUCUT OT ero nepuoguyHocTu. Hanpumep, 6a30BbIM YPOBHEM SABMSIETCS
exeroHo nposognmeit ayaut (cm. FTOCT P MCO/M3K 17021).

4.6.2.4 MeTtopn onpeaeneHnst NpoOAOCIDKUTENbHOCTU ayauTa

Ecnu opraHusaums, nposogsias ayavTsl, NNaHWpyeT npoBeaeHne ayauTta, To ayauTopCcKon rpynne cne-
AyeT NpeoCcTaBUTb AOCTAaTOYHO BPEMEHU TSl TOrO, UTODbI onpeAenvTb COOTBETCTBUE CUCTEMBI MEHEPKMEHTA
KauecTBa U3roTOBUTENSA NPUMEHUMbIM perynupylolm TpebosaHusm. Ecnu Heobxoaumo AonosiHUTensHoe
BpPeMs Ansl TOro, YTobbl OLEEHUTL COOTBETCTBUE HaLMOHAMbHBIM UMW PErMOHanbHBIM perynupytomm Tpebosa-
HUsIM, TO 3Ta HeobxoaAMMOCTb AomkHa BbITb 06ocHOBaHa.

Hanpumep, ans onpegeneHus 6a3oBol NPOAOIDKUTENBHOCTU NepBOHaYasibHbIX ayauToB Ha COOTBET-
cTBue ctaHgaptam cepuu FTOCT P ICO 9000, namepsieMoil B YENOBEKO-AHAX, MOXHO UCMONb3oBaTb Tabnuuy
n3 MOCT P 40.003. MockonbKy AaHHas Tabnuua He npegHasHavyeHa HenocpeacTBEHHO ANA HyXA ayauTopos
MEONUMHCKUX U3Aenuin, pekoMeHayeTcsl [06aBUTb AOMOMHUTENbHOE Bpemsi € ydYeToMm TpeboBaHuin
FOCT P UCO 13485 u perynupytomx TpeboaHuid. [laHHbIA CTaHAapT MOXHO Takke paccMaTpuUBaTh Kak pyKo-
BOACTBO ANA onpeAeneHus NpoaocKUTENbHOCTU ApYrMX BUAOB ayauTOB, HAaNpUMep NoATBEPXKAAOLWMX ayan-
TOB.

YBenuyeHHoe 6a3oBoe BpeMs BKIlOYaeT B cebs Bpemsi Ans NOAroTOBKW K ayauTy, NpeaBapuTenbHoro
aHanusa AJOKYMeHTaLun cucTeMbl MEHEePKMEHTa KayecTBa U cocTaBneHus oTyeta. B Hero He BxoguT Bpewms,
HeobxoauMOe ANs aHanu3a nakeTa NPOeKTHON A0KYMEeHTaLIMK, U3y4eHUs TUNa, Nposepku ogobpeHns Boinycka
n3aenus B Npoaaky 1 Apyrux nogobHbIX BUAOB AeATENbHOCTU, HO BXOAUT BpeMs, Heobxoaumoe Ans oueHuBa-
HWA OKYMEHTOB Ha NpoayKumio Ha 6a3e obpasua, BblbpaHHOro Ansa ayaura. YeenuyeHHoe 6azosoe Bpems Ans
nepsoHaYanbHOro ayauta peKoMeHayeTCs KOpPEeKTUPOBaTL C yHeTOM APYrX BUAOB ayanToB U hakTopos, npu-
BeAeHHbIX B NpunoxeHun B, koTopble MOMyT yBeNUUUBATL UMK YMEHbLUATh YCTAHOBNEHHYIO NPOAOIKUTENb-
HOCTb ayauTa, HO TONbKO ecnn TpeboBaHWe ydeTa AaHHbIX (DAKTOPOB COAEPKUTCA B NPUMEHUMBIX
perynupyowmx AoKyMeHTax.

4.6.2.5 lMpumepHbIA pacyeT BpeMeHU NpoBedeHns ayanta Ha MecTe (B NpoueHTax)

MpumepHo paccunTaTh Bpemsi NpoBedeHUs ayauta Ha mecTe (B NpoueHTax) Ana pasHbiX NoAcUMCTEM
MOXHO C NOMOLLLIO Tabnuubl 2.
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Tab6nuuya 2—TpUMepHbI pacyeT BpeMeHn NpoBeaeHns ayauta Ha MecTe (B NpoueHTax)

MpumepHoe
Mopcucrema Bpems, MNpumevarue
paccunTaHHoe
Ha mecTte, %
Boicwee pykoBoAgCTBO 5—10 —
MpoekTnpoBaHue u paspaboTka 0—20 3aBucut oT perynupyowmx tpebosanHnn
[okymeHTauusi Ha NpoayKUuIo 5—20 —
YnpaeneHue npoaykumen n npoueccamm 20—30 —
Koppektupyiolme v npegynpexaatiowme 10—30 —
OencTems
YnpaeneHue 3akynkamm 5—20 3aBUCUT OT NPOLIEHTHOIO COOTHOLLIEHUS] U B&XXHOCTU
BUJOB AEeSITENBHOCTU BHELLUHENO U3rOTOBUTENS, C KOTO-
PbIM 3aKITHOYEH KOHTPaKT
HokymeHTauus n 3anmcu 5 —
Mpouecchl, CBsi3aHHbIe ¢ noTpebuTenem 5 —

MprmepHoe Bpemsi NpoBedeHNs ayauTa Ha MecTe, paccinTaHHOe U BblpaXeHHoe B npoLleHTax, byaet
pasnuMyaTbcs B 3aBUCMMOCTM OT crieayowmx hakTopos:

- obracTn ayguta;

- N3MeHeHuI rpacuka;

- HeoBXoAMMOCTU MOMyYeHUs MHOPMaLUMK Ha yaaneHHbIX nnolagkax.

4.7 PykoBOACTBO NO MaTepuanbHO-TeXHUYEeCKOMYy oGecneveHuUo aygura

[nsa okazaHUs NOMOLLM ayauTopaM B HafexalleM NpoBeAeHUn ayaurta peKoMeHayeTcs pacCMOTpeTb
criegytoime MOMeHTbI:

- U3MEHEHUs, NPOU3BedEHHbIE U3rOTOBUTENIEM, €CITU OHWU OTNIMYAIOTCSl OT paHee 3asiBMeHHbIX (Hanpu-
Mep, UBMEHEHWNA B CTPYKTYpe opraHnsauuun, B cCUCTEME MeHe[PKMeHTa KayecTBa, B TEXHUYECKMX CpeacTBax,
npoueccax, 3genusix), NpeacTasneHHbIX Ha NpeaBapUTeNibHOM COBELLAHUN;

- cornacoBaHue rpaduka nposegeHns U NPOAOIHKATENBHOCTU ayauTa Mexay UCTIONHUTESNbHBIM PYKOBOA-
CTBOM MPOBEPSEMON OpraHn3aLi N OTBETCTBEHHBLIM MPeACTaBUTeNIeM OpraHU3aLun, NPOBOASILLIEN ayaunT;

- BesoTnararenbHbll KOHTPONb PaboTbl Had HECOOTBETCTBUSIMU, BLISIBNIEHHBIMW NP NpoBegeHun nocnea-
Hero ayauTa, Ans onpeaeneHust pesynsraTMBHOCTY NPOBEAEHUS U3TOTOBUTENEM KOPPEKTUPYHIOLWNX ASACTBUN;

- ayauT ckrajga rotoBolr Npodykumu Ha nepeoHavarnibHOM 3Tane npoBedeHWUs ayauta ans Bblbopku ob-
pasLoB C Lienbio OCYLLECTBNEHUS AanbHENLLIEN MPOCMEXNBAEMOCTU (HANpUMep, HECOOTBETCTRYOLWNX MaTepu-
anos, 3an1cen, OTHOCALLIMXCA K MapTum Usgenuin, u T. 4.);

- OCYLLeCTB/IEHNE MPOCNEeXNBAEMOCTU Ha NepBOHaYanibHOM 3Tane NposegeHns ayanTa, nossonsolee
BbIGpaTL HanpasneHne NPoCcnexXnBaeMocTu — Brepes Uin Hasag — 1 obecnevnBaroLlee N3roToBUTENIO AOC-
TaTOMHO BPeMEeHW Ansi OLieHnBaHUs MocTynatoLen nHdopMauum;

- noaTeepxparwlime ayanmTel MOryT BbiTb chOKYCMpOBaHbl MO0 Ha NpoeKTMpoBaHuKn, Nbo Ha npous-
BOACTBE W CBA3AHHbLIX C HAMU BuAAX AESATENBHOCTW, OHN OOMKHBI TAKXKE YUUTLIBATL TakMe akTopbl, Kak Ho-
MeHKnaTypa 1usgenuin uiunmn obnactb cepTudmrKkaLmy;

- NpW NpoBedeHNN Kax[oro aygnta crnedyeT paccMaTpuBaTb BHYTPEHHNE ayauThl, Xxanobbl, KoppekTu-
pyloLne 1 npeaynpexaaroLme AencTBUs 1 aHanua co CTOPOHbI PYKOBOACTBA;

- AOKYMeHTaLus Mo pesyrnsratam ayanta v TPEHUHT Mo OKOHYaHUM ayanTa No3BONSIHOT fyulle NOHATh CU-
Tyauuio Ha npuMepax, paccmaTprMBaeMblX B Xo4e ayavTa;

- OLeHMBaHWe CUCTeMbl BHYTPEHHEro ayamnTta K KoHLy ayauTa no3sonsieT nsbexarts npegybexaeHna co
CTOPOHbI ayAUTOPOB;

- CUTyalLMsl Ha MecTe MOXET OKasaTb BIUSHWE Ha nocrefoBaTenbHOCTb AeACTBUIA NpU NpoBeaeHnA ay-
AuTa, ee criedyeT y4UTbIBaTb BO M3bexaHue noTepy BpeMeHu.
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MepeyncrneHHble Bbile CbaKTOpbl pekomMeHayeTCcA yYUTbiBaTb, HO ayAUTOPCKaaA rpynna MoXeT npoBo-
ONTb aygnT NoACUCTEeM CUCTeMbl MEeHEP)KMeHTa KavecTBa U3roToOBUTENA B noboin nocnegoBaTeNbHOCTH.

4.8 Cessu

MoacucTeMbl, CBA3aHHbIE C NPOLECCAMM XXM3HEHHOTO LiMKIa NPoAYKUMU

Mpoekruposarme | | fokywmewrauns | | Ynpaenewwe | ;’gg;;g&:gs
v paspaGoTka Ha NpoayKuMio 3aKynkamu W poLieCeaMA

BcnomoraTtenbHble noagnpoLeccbl

| ]
KoppekTtupytowme Mpoueccel,

I E;'chgiao <1 1 NpeaynpexaaioLiune AokymeHTaLus CBsi3aHHble l

I PyKoBoA nencTeus W 3anucu ¢ notpebutenem |

| I

| ]

e

PucyHok 1 — lMpumepsl CBA3EN Mexay nogcucremamm

MpumedyaHue—Ha pucyHke 1 npeacTaBneHbl OCHOBHbIE CBA3M Mexady nogcucremamu. CywectByeT MHOTO
apyrux cesisen (Hanpyumep, obpaTHas CBA3b C MPOoLEeccCamm XU3HEHHOTO UMKNA NPoAyKUMMN U CBSI3N MEXay BComoraTenb-
HbIMM Mpoueccamm).

HecMoTps Ha To 4TO 60blUas YacTb BpeMeHn ayauTopoB yxXoauT Ha nccneagosaHue npoueccos BHyTpU
noACUCTEeM, BaXXHO NMOMHUTL O CBA3AX MexXAy noagcuctemMamin U CBA3AX MexXxay pasnuiHbiMU npoueccamu.

TMpumepsbi

1 Koppekxmupyroujue u npedynpexdaroujue delicmeaus u ebicuiee pykogsodcmeo: doeedeHue Ao ceedeHust
8bicwez0 pykogodcmea uHghopMayuu 0 Koppekmupyrouwux u npedynpexdaroujux delicmeusix Ons aHanu3sa co
CMOPOHLI 8bicuie20 pyKkosodcmea.

2 YnpaeneHue npoekmuposaHueM u padpabomxol u ynpasiieHue 3aKynKkaMu: UCMosib308aHue 8bIXOOHbIX
daHHbIX Npoexkma 0151 OUeHUBaHUS 803MOXXHbIX TOCMABUUKO8 Mamepuanos u KOMIUIeKmyruwux u doeedeHue
Jdo ceedeHuUs1 TOCMasuUWUKO8 KOHKPemMHbIX mpebosaHull K 3aKynkam.

3 Buympu kaxxdozo npoyecca e20 amanbi 06bIYHO c8si13aHbl Mexdy cob60l, mak Kak ebix00 00HO020 npoyec-
ca obpasyem exo0d cnedyrouje20 npoyecca.

4 Umeromcsi marxxe HeKOMopbIe 04ecudHbIe ces3u MexOy npoyeccamu: 8bIxod npoyecca npoekmuposa-
Hus1 6ydem exodom npoyecca npoussodcmea; amu cesiau Heobxo0uMo npoeepsimb Ha 06oux amanax ayduma (e
OaHHOM crlyvae — NPoeKMupos8aHus u npoussodcmea) ¢ yesnbio noomeepX0eHus1 Hanu4yus 0aHHOU ceA3U U (PyHK-
YUOHUPOBaHUsI cucmeMbl MeHeOXKMeHmMa Kavyecmea Kak eQUHO20 Yes1020.

5 [Opyaue cesa3u mo2ym 6bimb MeHee 04€8UOHbIMU, HO UX Makke Heobxodumo nodsepzams aydumy: Ha-
npumep, Npu o6HapyXeHuu Hecoomaemcmsyrouieli npodykyuu cpedu 2omoeoli Npobnema Hecoomeemcmeus
MOKem 3aK/IiYambcsl 8 XpaHeHuUU, npouzeodcmee, OKOHYamMenbLHOU MPOo8epKe UMU NPOeKMUpPosaHuU.

6 Cywecmsyrom makxe ces3u Mexdy nodcucmemamu: Hanpumep, eciiu deghekmHbie KoMneKkmyoujue
nocmynarom e npou3sodcmeeHHbIe noMeueHus1, 6ydem nu Npu4uHOU 3MoMy TOCMasuwuK, KOHMPOL NPU Npu-
eMKe, owubo4Hble 0aHHbIe, NpedocmasiieHHbIe NocmasuwuKy, usiu npoekmuposanue? B makom cayyae mpeby-
emcs 1u om cucmembl MeHeOXMeHma Kayecmea uzzomosumernst o6s13amensbHbIl omyem 0 KOppeKmupyrowux u
npedynpexdarowux deticmausix?

5 MNpoBepsieMble NOACUCTEMbI

MpoBeaeHve ayauta Kaxaon nogcuctemsl npecnegyeT KOHKpeTHYo Lenb. MNnaH ayauTta kaxaon noa-
cucTeMbl pekoMeHayeTcst paspabaTbiBaTb Ha OCHOBE NpoLeccHoro noaxoaa (M. 4.4) Tak, 4Tobbl OH ya0B-
NeTBOPAN NOCTaBMeHHbIM LensMm. B gaHHbIA nnad crnegyeT BkAoYaTbh MOATBEPXKAEHME COOTBETCTBUSA
TpeboBaHNAM, NpeabaBNAEeMbIM K KaXaon nogcucteme.
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Mpu npoBeeHUM ayauTta Ha COOTBETCTBUE PErynupyowmnm TpebGoBaHNAM Ha NPOTSHKEHUN NPOLECCOoB
JKU3HEHHOTO UMKIa MeAULMHCKOTO U3Aenua NPUMEHSIIOT NPUHUMMLI MeHed)KMeHTa pucka, KoTopble crneayet
MCMONb30BaThb AN UAEHTUUKaLMK U pelleHus Npo6nem 6e3onacHOCTU. AyauT BUAOB AeATEeNbHOCTU Mo Me-
HEMKMEHTY puUcka pekoMeHAyeTCsl NPOBOAUTL NapannenbHo ¢ ayauToM COOTBETCTBYIOLWMX NoACUCTeM.

Lenbto ayauTa npouecca MeHepkKMeHTa pucka AenaeTca obecneyeHne yBepeHHOCTU B paspaboTke u
noaaepKaHun Haanexallero U pesynbTaTUBHOTO MEHeKMEHTa PUCKa Ha NPOTSHKEHUN NPOLLECCOB XU3HEHHO-
ro LMKna MeanLMHCKOro naaenus.

MpunoxeHue E HacTosiLero cTaHaapTa coaepXuTt AoNONHUTENbHY UHopMaLMIo Mo ayanuTy Nporpam-
MHoro oBecrneveHus. 3T1a HopMaLmUsa MOXeET GbiTb NpUMeHnUMa K NGO 13 NOACUCTEM CUCTEMbI MEHE K-
MeHTa KaJecTBa.

MpumevaHwns

1 B HeKOTOPbIX HALUOHAIBHbLIX U PErMOHANBHBIX PEryNpYIOWMX JOKyMeHTax TpeGoBaHna MeHeKMeHTa pucka
NPUMEHUMBbI KO BCEM CTaaUsAM XU3HEHHOIO LMKINa MEAULIMHCKOrO nU3genus.

2 Homepa, npuBeaeHHbIe HUXe B CKOOKax, OTHOCSITCS K COOTBETCTBYIOWMM pasaenam FOCT P MCO 13485.

3 MoacncTembl, 0603HaAYEHHBIE HUXE «3BE3004KOM»*, ABNAIOTCS IMaBHbIMW NOACUCTEMAMMU, KOTOPLIM CriefyeT yae-
NATb OCHOBHOE BHUMaHWE Npu ayauTe, ecnv TakosBo perynupylowee TpeboBanmne (CMm. Takxe 4.2).

5.1 MNMoacucrema Bhiclero pykosoacrea*

5.1.1 Uenb

Llensto ayauTa noacucTemsl BbICLLETO PYKOBOACTBA SIBSIETCS MOATBEPXKAEHUE TOTO, YUTO BbICLLEE PYKO-
BOACTBO obecrnednBaeT pa3paboTky U nogaepxaHue B pabodeM COCTOAHUM Hagnexallel U pesynbTaTUBHOM
CUCTEMBI MEHEe)KMEHTa KadecTBa.

5.1.2 OcHoBHbIe 3aTanbl

Mpw npoBeAeHNN ayanTa NOACUCTEMbI BbICLLENO PYKOBOACTBA MOXHO BbIAENUTL CleayoLLiMe OCHOBHbIE
aTanbl:

a) noATBepXAeHWe Toro, YTo PyKOBOACTBO MO Ka4yecTBY, NpoLueaypbl aHann3a co CTOPOHbI BBICLLENO pY-
KOBOACTBA U npoLeaypbl BHYTPEHHEro ayamTa KayecTBa, NnaH B obnactu kavecTsa v npoueaypbl U UHCTPYK-
UMM cUCTEeMbl MeHefkMeHTa KadyecTBa Hagnexawmm obpasom paspaboTaHbl U OOKYMEHTUPOBAHbLI
(cMm. FOCT P MCO 13485, nogpasgensl 4.1, 4.2);

b) noateepxaeHWe TOro, YTO NOMUTMKA U Lenu B obnacTy kayecTBa Hagnexawmm obpasom paspaboTa-
Hbl U AOKYMEHTUPOBaHbI U NPeanpUHATEI AENCTBUS K UX AocTwkeHuo (cm. FTOCT P MCO 13485, nogpasae-
nbl 5.3, 5.4);

C) noaTBepXxAeHUe TOro, YTO MPOoLEecChl XU3HEHHOTO LUMKa NPoayKLUMK BKoYatoT B ce6a nnaHMpoea-
HWe MeHeMKMEeHTa pucka U NocneayoLWnii aHanua pesynbTaTUBHOCTU AeATENIbHOCTU NO MeHEeMKMEHTY pUCKa,
rapaHTupys paspaboTky NONUTUKW, Npoueayp W NPakTU4ecKUX AeNCTBUA C LeNbio aHanuaa, oueHUMBaHWA 1
yrpasneHus puckom (cMm. FOCT P MCO 13485, nogpasaen 7.1);

d) aHanus opraHuM3aunoHHOW CTPYKTYPbI U3roTOBUTENS U OTHOCALLIMXCS K HE AOKYMEHTOB C LieNbto Noa-
TBEPXKAEHWUA TOro, YTO B HUX BKITKOYEHbI MOSOXEHUS B OTHOLWEHUN pacnpeAeneHusa 0TBETCTBEHHOCTU, NOMHO-
Mounn (Hanpumep, NpeAcTaBUTENA BbICLUErO PYKOBOACTBA), PECYpPCOB, KOMMETEHTHOCTU W MOAroTOBKW
(cm. FOCT P UCO 13485, nogpasgenel 5.1, 5.5.1,5.5.2, 6.1, 6.2);

e) noaTBepxaeHWe HeOAHOKPaTHOro NPOBEAEHUst aHanu3a co CTOPOHbI BbICLIErO PYKOBOACTBA, BKIHO-
vawwero B cebs aHanu3 nNpUrogHOCTU W pe3ynbTaTUBHOCTU CUCTEMbl MeHekKMeHTa KadvecTBa
(cm. FOCT P MCO 13485, nogpasaen 5.6);

f) noaTeBepkaeHWe nNposeAeHUA BHYTPEHHUX ayAUTOB CUCTEMbI MEHEPKMEHTA KavyecTBa, BKIoUaloLLIMX B
ceba BepurKaLMIo KOPPEKTUPYIOLLMX U Npedynpexaatomnx aenctaun (cm. FOCT P UCO 13485, nyHkT 8.2.2);

g) ayauT JOMMKEH HaYMHATLCA U 3aKaHUMBAaTLCS NMOACUCTEMON BbICLLIErO PYKOBOACTBA, OAHAKO MeXay Ha-
Yanom 1 KOHLIOM ayauTa NOACUCTEMBI BLICLLIErO PyKOBOACTBa Heo6Xx0AMMO NPOBECTU ayauT APYrUX NMOACUCTEM.

B saxntoueHue ayauTa crnegyeT NpUHATL pelleHue O TOM, Bbinu N NpeanpUHATLI BLICLLIMM PYKOBOL-
CTBOM HeobxoauMble AeilcTBUA Ans obecrneyeHrst NOCTOAHHOW NPUroAHOCTU Haanexallei u pesynsTaTUBHOM
CUCTEMbl MEHEKMEeHTa KadecTea.

5.2 NoacucremMa NpPoeKTUPOBaHUSI U pa3paboTku*®

5.2.1 Uenb

Llenbto ayauTa noacucteMbl NPOeKTUpOBaHUSA 1 paspaboTkun ABNAeTCA NOATBEPXKAEeHWUE TOro, YTo NPOLIeCC
NpPOEeKTUPOBaHUA U pa3paboTku ABNSIETCA ynpaBnseMbiM U obecneunBaeT COOTBETCTBUE MEAULIMHCKOTO U3ae-
nua TpebosaHnaM noTpebutens, npeaycMoTPEHHOMY MPUMEHEHUIO U KOHKPETHBIM TPEBGOBaHUSAM K U3AENUIO.
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MpurmeyaHune— B HEKOTOPbIX OPUCAUKLMUSX ANA OTASMbHBIX M34Enui, BCrieacTBME 0CODEHHOCTEN UX Krac-
cuuKaumm, He NPOBOAAT ayauT npoLecca yrnpaeneHust NpoekTupoBaHueM. Mpu ayaute nogacucTeMbl NPOEKTUPOBaHNS U
pa3paboTku ayauT npoLecca yrnpaBieHusi NPOEKTMPOBaHWEM NPOBOAUTCS MPW HEOOX0AMMOCTH.

5.2.2 OcHoOBHbIe 3aTanbl

Mpwn npoBeaeHnn ayauTa NnoAcUCTeMbl NPOEKTUPOBAHNS U pas3paboTku MOXHO BbIAENWUTL cregytowne
OCHOBHbIE 3Tanbl:

a) noaTBepXKAeHWe TOro, YTO MeauLMHCKMe N3genusa SBnATCs 06beKTOM perynvpyrowmx Tpebosa-
HWUIA, NpeabABMSEMbIX K NpoLeaypam NpoekTUPoBaHus 1 paspaboTku, BKIYasn npoLeaypbl MEHEeXXMeHTa
pucka (Hanpumep, WAEHTUMUKALUIO OMacHOCTEN, OLEeHUBAHWE pucka U ynpasfeHue pPUCKoMm)
(cm. FOCT P UCO 13485, nogpasgensl 7.1, 7.3);

b) aHanus gokyMeHTOB, ONMUChLIBAOLLMX MPOLECC MPOEKTUPOBAHUS, U BbIGOP AOCTAaTOMHOrO KonnvecTsa
3anucen, oxeaTblBaOLWNX BCO HOMEHKMIATYpy BbinyckaeMblx uarotoButeneMm usgenuii. Ocoboe BHUMaHue
crnegyeTt yaenaTb OTAeMbHBIM U3AENUAM, a He rpynnam (cepusm) nsgenui.

Kputepun seibopa:

1) puck NpUMeHeHust nsgenus;

2) xanobbl UM N3BeCTHbIE NPobIEMbI;

3) nepuog cyLeCcTBOBaHUSI KOHCTPYKTUBHOMO peLleHns (NpeanoyTuTensHee HOBeMLUNE paspaboTku);

C) aHanus nnaHa NpPoeKTUPOoBaHNA BbiOpaHHOro(bIX) N3genusa(uin) 4nsa nydwero NoHMMaHua gestenb-
HOCTW MO NPOEKTUPOBaHUIO 1 Pa3paboTke, BKOYAA B3aMMOLAENCTBME U pacnpegeneHne oTBETCTBEHHOCTU
(cm. TOCT P MCO 13485, nyHkT 7.3.1);

d) noaTtsepxaeHWe Ha ocHOBE BbIGpaHHBIX 3anncei No NPOeKTUPOBaHWUIO N3AENWIN TOro, YTO NpoLeayphbl
NpoeKTNpoBaHUA 1 paspaboTku Bblnn yeTaHoBNEHbl U NpuMeHeHbl (cM. FTOCT P UCO 13485, nyHkT 7.3.1);

e) noaTBepKAeHUe TOro, YTo BXOAHbIe AaHHbIe NPOEKTUPOBaHUs bblnn paspaboTaHel ¢ yueTom Tpebo-
BaHWU NoTpebuTens K pyHKLUMOHNPOBAHWIO, AKCMTyaTalMoHHbIM CBOMCTBaM 1 6e30MacHoCTU, K NpeaycMoT-
PEHHOMY MPUMEHEHUIo M3denua(Min), a Takke C y4eTOM perynupytolmx Tpebosanuin u apyrux TpebosaHui,
CYLLIECTBEHHBIX AN NpoekTupoBaHus 1 paspaboTkun (cM. FOCT P MCO 13485, nyHkTbl 7.2.1, 7.3.2);

f) aHanus cneundunkaumMin Ha MeaMunHCKMe U3aenna Ana NoATBEPKAEeHUS TOro, YTO BbIXOAHbIE AaHHbIe
npoekTa 1 pa3paboTku COOTBETCTBYIOT BXOAHBIM TpeboBaHNSAM; NOATBEPKAEHUE TOTO, YTO ObN onpeaeneHbl
BbIXOAHblE AaHHble NpoeKTa, CyLLecTBeHHble ANns Hagnexalero yHKLMOHUPOBaHUA MeAULIMHCKOTrO N3aenusa
(cm. TOCT P MCO 13485, nyHkT 7.3.3);

g) noaTBepXAeHWe Toro, YTO AeATENbHOCTb MO MEeHeMKMEHTY pucKa onpeaernieHa U ocyllecTBeHa,
KpUTEpUM JOMYCTUMOCTN pUCKa YCTAHOBMEHbI U IBMSIFOTCSH COOTBETCTBYHOLLMMU Ha NPOTSKEHUA BCEro npoLec-
ca NpoeKTUpoBaHus U paspaboTkn MeanLUHCKOro usaenusl, ntoboi 0CcTaTOUHbIA PUCK OLLEHEH 1, ecnn Heobxo-
AMMO U uenecoobpasHo, AoBeAeH OO0 CBeAeHUs noTpebutens (Hanpumep, ¢ MOMOLLbIO MapKUPOBOK,
WHCTPYKLUMIA NO 3KCniyaTauun, NoACHUTeNbHbIX yBegoMneHnn u 1. 4.) (cm. FOCT P UCO 13485, noppas-
aen 7.1, nyHkT 7.3.2).

MpurMeyaHwue— MoxeT BO3HUKHYTb HEOBXOAMMOCTb B NPOBEAEHUN ayanTa Apyrvx NOACMCTEM AN NoaTBep-
XOEHWS TOrO, YTO KpUTEPUM AOMYCTUMOCTM PUCKa YAOBMNETBOPEHbI M UHAOPMaLMsi 06 0CTaTOUMHOM pUCKe LOBEAeHa, ecrnmn
HeoBXxoauMo U LenecoobpasHo, 40 CBeAeHNs noTpebuTens;

h) noaTeepxaeHuWe Toro, YTo AaHHbIe BanMaaLyMm NnpoekTa CBUAETENbCTBYHOT O COOTBETCTBUM 0a00peH-
HOro NpoekTa TpeboBaHWsAM K crieLuansHOMY Unn NpeaycMoTpeHHOMY npumeHeHuto (cm. FOCT P MCO 13485,
MyHKT 7.3.6);

i) noaTBEepXAEHMe TOro, YTO KMMHUYECKME NcereaoBaHWs Gbinn NpoBeaeHbl, a 6e30MacHoCTb U PYHKLM-
OHUpOBaHWe N34enns oLeHeHbl B COOTBETCTBUMN C TPeOOBaHUAMN HALMOHaMNbHBIX U perMoHanbHbIX HopMa-
TUBHBIX AOKYyMeHTOB (cM. FOCT P UCO 13485, nyHKT 7.3.6);

j) ecnu meauunHcKkoe nsgenue BknovaeT B cebsa nporpamMmHoe o6GecneveHmne, To NoATBEPXKAEHWE TOro,
4TO MporpaMmMHoe obecrneveHne SIBNAETCA YacTblo Banvaaumn npoLecca NpoekTMpoBaHus 1 paspaboTku Me-
AnuuHckoro nsgenus (cm. FOCT P MCO 13485, nyHkTel 7.3.1, 7.3.6);

k) noaTsepxaeHUeE TOro, YTO M3MEHEHMUs MPoeKTa BbINW yrpaBnaeMbIMI U BeprduLpyeMbIMA UK, NPy
HeoBbxoaMmocTu, BanuampyeMblMu, a Takke Gblnv NpuBeaAeHb! B COOTBETCTBME C peryimpyoLlMMmn Tpe6oBaHm-
amu (cMm. FTOCT P MICO 13485, nogpasaen 7.1, nyHkTbl 7.3.5, 7.3.7);

[) noaTeepxaeHune Toro, YTo GbIN NPOBeaeH aHanua npoekTta (cm. FOCT P MCO 13485, nyHkTbl 7.3.1,
7.3.4);
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m) noATBepXAeHWe Toro, YTO U3MEHEHNs NpoekTa Bbiv NPpoaHanM3npPoBaHbl ¢ y4eTOM UX BO3MOXHOMO
BMNAHWA Ha paHee U3roTOBIeHHbIE 1 MOCTaBeHHbIe U3AeNWs 1 YTo 3anncn o pesynbTaTax aHanvaa nogaep-
XuBatoTca B paboyem cocTosiHuM (cM. FOCT P MCO 13485, nyHkT 7.3.7);

n) noAgTBepxaeHue TOro, 4YTO MpoekT Obin Hagnexawum obpa3om nepedaH B MPOU3BOACTBO
(em. TOCT P ACO 13485, nyHkT 7.3.1).

CooTBeTCTBME NOACMCTEMBI NPOEKTUPOBAHNUA U Pa3paboTKM OLEHNBAOT Ha OCHOBaHMWW AaHHBLIX UcChe-
AoBaHWNA.

5.3 Moacucrtema foKyMeHTaLUMKN Ha NnpoayKuuio*

5.3.1 Uenb

Llensio ayamTa noacnctemMbl AOKYMEHTaLMM Ha NPOAYKUMIO SIBMSIETCA NOATBEPKAEHNE TOro, YTO AOKY-
MEeHTaUWsl N3roToBUTENS rapaHTUpyeT COOTBETCTBNE N3genvi TpeGoBaHMAM NOTPeObUTeNs 1 perynmpytowmm
TpeboBaHMsAM.

5.3.2 OcHoOBHbIe 3TanbI

Mpn npoBedeHWn ayauTa NOACUCTEMbI AOKYMEHTALMW Ha MPOAYKLMIO MOXHO BbIAENUThL creayome
OCHOBHbIe 3Tansl:

a) noaTeepXgeHne Hanu4us JOKyMEHTOB, HeoBXxoanMbIX ANs TOro, YToOLI opraHMsaums morna obecne-
YATb NNaHUpPoBaHWe, OCyLLeCcTBMeHWe W ynpasrneHue mnpoueccamu, paspaboTaHHbIMM B oOpraHusauuv
[em. FOCT P MCO 13485, nyHkT 4.2.1, nepeuncnexue d)];

b) BbIGOP AOKYMEHTOB Ha NPOAYKLMIO ANA TAKOrO YNCHa U3aenuii, KOTOPOro AoCTaTouHO ANd Toro, YTo-
Bl OXBaTWUTb BCIO HOMEHKNATYPY BbiNyckaeMblX U3rotToButenemM nsgenuit (cm. FOCT P UCO 13485, nogpasne-
nbl 7.1, 7.2, nyHKT 7.3.3).

Kputepun Belbopa:

1) pUCK, CBA3AHHLIN C U30ENUAMMU;

2) xanobbl UNW N3BecTHble NPo6nemsbl;

3) nepviod CyLEeCcTBOBaHUA KOHCTPYKTUBHBIX pelleHni (npeanovtutenbHee HoBellumne pa3paboTku);

c) Ans BbIGpaHHoro(bix) M3aenusa(Min) noaTeepKaeHNe TOro, UTo AOKYMEHTHI BKIToYatoT B cebd (ecnu Ta-
KOBbl TPEBOBAHNA HALMOHANbHBLIX UM PErMOHaNBbHBIX HOPMaTUBHBIX AOKYMEHTOB):

1) cBUOeTenbLCTBO COOTBETCTBMS TpeboBaHNAM, B TOM Yucrie TpeGoBaHUAM NPUMeHUMbIX CTaHOAPTOB;

2) onucaHne mMeanUMHCKOrO(UX) U3Zenuna(1ia), BKIOYas MHCTPYKLMK MO 3KCMMyaTauun, MaTepuansl 1
cneuudnkaunio;

3) cBoaHylo AoKYMeHTaLuIo No BepucmMKkaLmm 1 Banuaauum npoekTa(os), BKOYas AaHHbIe KNUHNYec-
KMX UccrnegoBaHuii;

4) MapKMpoBKY;

5) DOKYMEHTBI Mo MEHeQXKMEHTY pucka;

6) nHdopmaLunio Mo U3roTOBIEHUIO, BKIOUAS OCHOBHbIX MOCTaBLUMKOB,

MpwumeyaHune— BoinonHeHne gaHHoOro nepeyHst He u3GaensieT ayaMTopoB OT Heo6XoaMMOCTY OLEeHMBaTL 40-
NONHUTENbHbIE J4OKYMEHTbI.

CooTBeTCcTBME NoACUCTEMBI AOKYMEHTALIMM Ha NPOAYKLUMI0 OLEHUBAKT Ha OCHOBaHMWN JaHHbIX UcCreao-
BaHWMA.

5.4 MNoacucTeMa ynpaBneHUs NpoayKuuein U npoueccaMmm*

5.4.1 Uenb

Llensto ayauta nogcucteMsl yrnpasneHust npodykumein U npoueccaMu (BKMtouas UCrbiTaHus, uHdgpa-
CTPYKTYpY, obcnyxusaHue 1 obopyaoBaHune) siBseTcs NoaATBepKAeHWe TOro, YTO CPeACTBa, C MOMOLLILIO KOTO-
pbIX N3roToBUTESb YNPaBIAeT NpodyKumnen 1 npoleccamu, MoryT obecnevnTb COOTBETCTBME YNOMSAHYTOM NPo-
AyKUUU TexHUu4eckum TpebosaHusaM.

5.4.2 OcHOBHbIe 3Tanbl

Mpwn npoBeaeHUn ayauTa NOACUCTEMEI YNIpaBreHusi Npoaykumnei u npoueccamm MOXHO BblAeNuTb crie-
Aytolme OCHOBHELIE 3Tarbl:

a) noaTsepxAeHWe Toro, YTo NPOLECCH XKU3HEHHOTO LiMKIa NPOAYKLUUK, B TOM Yncrie Niobble NnpuMeHsie-
Mble  cpeacTBa  yNpaBMeHWA W ynpasnsieMble  YCAOBUS,  ABMAIOTCA  3anjiaHMpoBaHHLIMU
(eMm. FOCT P UCO 13485, nopgpasgen 7.1, NyHKT 7.5.1);

b) noaTtsepxaeHWe Toro, YTo NNaHMPOBaHUE NPOLIECCOB XXU3HEHHOTO LMKNa NPoAYKLMA B3aUMOCBA3aHO
¢ TpeboBaHMSAIMKU, MNpeObsiBNAEMbIMA K APYrMM  Mpoueccam CUCTeMbl  MeHemKMeHTa KadecTsa
(cM. FOCT P ICO 13485, noapasgen 7.1);
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C) aHanus NPouU3BOACTBEHHBIX MPOLLECCOB C y4eTOM NPUBEAEHHBIX HIDKE KpUTepuUeB, BbIGOP 0AHOTO UMK
HeCKOSbKUX NPOoLLeccoB ANns ayaqTa:

1) cBuaeTenbcTBa NPOBEAEHUSI KOPPEKTUPYIOLLMX U NpeaynpexaatoLmx 4eUcTauin no npobnemam, cea-
3aHHBLIM C Npoueccamu;

2) ucnonb3oBaHWe NPOU3BOACTBEHHbIX MPOLIECCOB AN U3AENUIA BLICOKOW CTEneHU NoTeHuMansHoro
pycka NPUMEHeEHUS;

3) ncnonb3oBaHWe HOBbIX NPOU3BOACTBEHHLIX MPOLIECCOB UITM TEXHOIOMUIA,

4) ncnonb3oBaHWe NPOU3BOACTBEHHLIX NPOLECCOB AJs1 U3TOTOBIIEHUS CEPUNHON NPOAYKUUMK;

5) npoueccbl, He oxBayeHHbIe NpeablAyLWUMU ayauTaMu.

M pwumeyaHune— PekomeHgaumm no ayauTy NPOLECCOB CTEPUNU3ALIMM MPUBEAEHbI B Npunoxerum D;

d) ecnu BbIxoAgHble AaHHbIE NPOLECCOB HE MOrYT 6bITb BepuduunpoBaHbl, TO NOATBEPXAEeHNe BanMaa-
LUn1 3TUX NPOLLECCOB, AEMOHCTPUPYIOLWEN cnOCOBHOCTL YNOMSIHYTHIX MPOLECCOB AOCTUraTb 3annaHUpoBaH-
HbIX pesynbTaTtoB (cM. FOCT P MCO 13485, nyHkT 7.5.2);

e) noaTeepxxaeHue Toro, yTo obopyaoBaHue, UCMOMNb3yeMOoe MpU ynpaBneHUn NPou3BOACTBEHHBIMW
npoueccamn, oTperynmpoBaHo, oTkanmbpoBaHO U COAEPXKUTCS B UCMIPaBHOCTU (Hagnexawmm o6pasomM o6-
cnyxusaetca) (cm. FOCT P MCO 13485, nogpasgensl 7.5, 7.6);

f) noaTBepxaeHue TOro, YTO NpoLecchl ABNAIOTCA YNPaBNsieMbIMU U KOHTPONUPYEMbIMU U (PYHKUNOHU-
PYIOT B yCTaHOBNEHHBIX Npeaeriax, a Takke NoATBepXaeHne Toro, YTo Mephbl Mo yrnpasieHUo pUCKOM, UOEHTU-
duvuMpoBaHHble  U3rOTOBUTENEM ANs  NPOU3BOACTBEHHLIX MPOLECCOB, SIBMASIOTCS  YNpaBnsieMbIMU,
KOHTPONUPYeMbIMU U OLieHeHbl HaanexawmmM obpasom (cm. FOCT P UCO 13485, noapasnensl 7.1, 7.5);

g) noatsepxaeHWe TOro, YTO Mepbl MO YNPABAEHUIO PUCKOM MPUMEHSIIOTCA MPU NMOCTaBke, MOHTaXe
(yctaHoBke) u o6enyxusaHun (cMm. FOCT P UCO 13485, nognyHkTel 7.5.1.1, 7.5.1.2.2, 7.5.1.2.3);

h) onpeaneneHne B3aumocBsise ¢ ApyruMmu npoueccamu (cm. FOCT P UCO 13485, noapasge-
nol 4.1, 4.2);

i) noaTeepxxaeHWe TOro, YTO NepcoHan UMeeT Haanexaluyro KsanudukaLluio u/unu noaroToBKy AnNA ocy-
LecTBNeHna/noaaepxaHusi npoLieccoB B pabouem coctosHum (cM. FOCT P MCO 13485, nyHkT 6.2.2);

j) noaTBepKAEHMe TOro, YTo MHAPaCTPYKTYpa U NPOU3BOACTBEHHAA cpeda COOTBETCTBYIOT perynupyto-
wum TpebosaHusm (cMm. FOCT P UCO 13485, noapasgens 6.3, 6.4);

k) noatsepxaeHWe naeHTUMKALMN U NPOCNEXMBAEMOCTU MPOLLECCOB U NPOAYKUMN U UX COOTBETCTBUS
perynupyrowmm TpeGosarusam (cm. FTOCT P MCO 13485, nyHkT 7.5.3);

[) ecnu npoLecc ynpasnseTca NocpeAcTBOM MporpamMmMHoro obecnedeHust, To NOATBEPXAEeHUE Banuaa-
UMM JaHHOro nporpaMMHoro  obecrnevyeHuMss ¢ yd4eToM  ero  npeaycMOTPEHHOro  NpUMeHeHUs
(em. FOCT P MCO 13485, noanyHkT 7.5.2.1);

m) MoATBepXAEHNe TOro, YTo ynpasneHne YCTPOUCTBaMM At MOHUTOPUHTA U UBMEPEHNn COOTBETCTRY-
et perynupytowmm Tpebosaruam (cm. FOCT P UCO 13485, noapasnen 7.6);

n) NoATBEepXAeHWe Toro, UTo cucTeMa AS1si MOHUTOPWHIa U U3MEPEHNIA NPOAYKLIMN COOTBETCTBYET pery-
nvpytownm TpebosaHuaM; obecneveHre BbINMONHEHUsI BCEX MAEHTUULIMPOBaHHBLIX Mep Mo YNpaBneHuo puc-
koM (cMm. FOCT P MCO 13485, nogpasaen 7.6, nyHkT 8.2.4);

0) noATBepXAeHUe TOro, YTo AEsTeNbHOCTL MO NPUEMKe rapaHTUpyeT COOTBeTCTBME TpeboBaHNAM U
AokymeHTuposaHa (cM. FOCT P ICO 13485, nyHkT 8.2.4, noanyHkTel 8.2.4.1, 8.2.4.2);

p) noaTsepxaeHune Hagnexallero ynpasneHus HEeCoOTBETCTBYIOLUEN npoaykumnen
(cM. FOCT P MCO 13485, noapazaen 8.3).

CooTBeTcTBME NoacucTeMbI ynpasreHus NpodykLUmen 1 npoLleccaMm oLeHUBatoT Ha OCHOBaHUM AaHHbIX
nccnegoBaHui.

5.5 MNMoacucremMa KoppekTUPYIOLWMX U NpeaynpexaarLwux aencTBuin®

5.5.1 Uenb

Llensio ayauTa nogcucTemMbl KOPREKTUPYIOLLMX 1 Npedynpexdatolmx aeinctsuii (Bknodas sanucu/npo-
crnexunsaHue) aBnseTca NoATBepXXaeHNe TOro, YTo npouecckl, paspaboTaHHble nsrotToBuTenem, obecneynsa-
toT c6op M aHanua nHbopmaLum; uaeHTUbMKaLuo npobnem, cBA3aHHbIX ¢ NpoLeccamu, roTOBOW NpoayKumei
n nonydgabpukatamn; unsydeHue [faHHbIX NpPoGreM U BbINOMHEHWE adekBaTHbIX W pPesynbTaTUBHBIX
KOPPEKTUPYIOLMX 1 NpedynpexaatoLumX 4eACTBUNA.

5.5.2 OcHoBHbIe 3Tanbl

Mpu npoBegeHUn ayanTa NOACUCTEMbI KOPPEKTUPYIOLWMX U NMPeaynpexaarownx AeACTBUA MOXHO Bblge-
NUTb cneaytowme OCHOBHbIE aTarnbl:
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a) noaTBepAeHue Toro, 4To paspaboTaHbl Npoueaypbl NOACUCTEMbI KOPPEKTUPYIOLLIMX U Npeaynpex-
Aalolmx AeNCTBUIA, oTBevaroLme TpeboBaHUAM cUCTeMbl MeHeKMeHTa kadecTta (cM. FTOCT P MCO 13485,
noapasaensl 4.1, 4.2, 8.5);

b) noaTeepxaeHue Toro, UTo BXOAHbLIE AaHHBIE KOPPEKTUPYIOLLMX U NPpeaynpexaarowwmux 4eACTBUIA Npo-
aHanuMavMpoBaHbl U JOCTOBEPHBI U UTO KOPPEKTUPYIoLLME U Npeaynpexaatolime AeNCTBUSA okasanuch pesyrib-
TatuBHbiMU (cM. FOCT P MICO 13485, nogpasaentl 8.4, 8.5);

C) ecnu KoppeKTUpyloLwwme 1 npegynpexaarlme AeNCTBUsS NPUBOAAT K UBMEHEHWUSIM MpoeKTa, TO Noa-
TBepxaeHue TOoro, YTo B paMkax rnpoLecca MeHeg4XMeHTa puUcKa oLieHeHbl BCe BO3HUKaIoLLMe ONacHOCTU U Nto-
6ble HoBble pucku (cMm. FTOCT P UCO 13485, nogpasgen 7.1);

d) noatsepkaeHue uaeHTUMKALMN U MOHUTOPUHIA BCEX UMEIOLLIMXCHA UCTOYHUKOB AaHHLIX AN KOp-
PeKTUPYIOWNX U Npegynpexjalowmx AeNcTBUA U HeobXoANMMOCTU OCYLLIECTBIIEHUS] KOHKPETHBIX AeNCTBUA.
MoaTsepkaeHWe TOro, YTo AaHHble, MOMYYeHHbIE U3 BbllLeyKasaHHbIX UCTOYHUKOB, MPoaHanu3upoBaHbl ¢ no-
MOLLIbIO NPUMEHUMBIX CTaTUCTUYECKUX METOAOB C LeNbio naeHTUdMKaumm y BellyckaeMon Npoaykunm npo-
6nem B 06nacTu kayecTsa, TPeOYOLWMX NPOBEAEHUS KOPPEKTUPYIOLLUX aeicTBuiA (cM. FTOCT P UCO 13485,
nogpasaen 8.1, nyHkT 8.2.3, nogpasaen 8.4);

e) onpeaeneHve Toro, GbIN MK 3y4YeHbl NPUYUHBI OTKA3OB € Lienbio uaeHTudMKaumm, no BO3MOXHOCTH,
npu4nH HecooTeeTcTBUn (CM. FTOCT P MCO 13485, nyHkT 8.5.2);

f) noaTBepxaeHWe TOro, UTO U3rOTOBUTESNb UMeEeT CPEACTBa YNpaBfeHna Ans npeaoTspalleHusa He-
npeaHamepeHHOro UCMonb3oBaHUA HecooTBeTCTBYloWen npoaykuun (cm. FOCT P MCO 13485, noapas-
Aen 8.3);

g) noaTteepxaeHve NpoBedeHUst pe3ynbTaTUBHBLIX KOPPEKTUPYIOWMX U Npeaynpexaaowmx AencTBUn,
KoTopble BbINM AOKYMEHTUPOBaHLI U He OKasanu HeBGnaronpUATHOro BO3AEWCTBUA HA FrOTOBYID NMPOAYKLMIO
(cM. FOCT P ICO 13485, nyHkTbl 8.2.3, 8.5.2, 8.5.3);

h) onpepaenexue Toro, 6bina N AoBeaeHa A0 CBeAEHWUA BbiCLLEro pyKoBOACTBA MHGOPMaUUA B OTHOLLE-
HUW HECOOTBETCTBYOLLEN NPOoAYKL MK, NPo6nem B 06nacTn KayecTsa, KOPPEKTUPYIOLWNX 1 NpeaynpeXXaaoLmx
AecTBUIA, Tpebytowasa aHanuaa co CTopoHbl pykosoAcTBa (cM. FTOCT P UCO 13485, nyHkT 5.6.3);

i) nmoATBepXKAEHWe TOro, YTO paccMaTpuBaemMoe MeAULMHCKOE U3aenue U3roToBNEHO B COOTBETCTBUN C
NMPUMEHNMbIMU perynupyrowmumn Tpebosanusmm (cm. FOCT P UCO 13485, nyHkT 8.5.1);

j) noaTsepxadeHWe TOro, UTO U3rOTOBUTESIb NPUHUMAET pe3ynbTaTUBHLIE Mepbl ANsi HAKOMMEHWS onbiTa
nocpeacTBOM W3YYEeHUS MOCTNPOU3BOACTBEHHONW WHdopmauun, paboTbl ¢ xanobamu noTpebutenei
(M. TOCT P UCO 13485, nyHKT 7.8.3) 1 nccrne4oBaHNA NpUYnMH HECOOTBETCTBUA, UMEIOLLMX OTHOLLEHWE K pac-
CbIfIKE MOACHUTENbHBIX YBEAOMIEHNA/OT3bIBY U3OENNNA, C LieMbio OCyLLecTBeHUst obpaTHON cBA3M ¢ noacuc-
TEMOI KOPPEKTUPYIOLWNX 1 Npedynpexaatolmx aencTsuii (cM. FOCT P MICO 13485, nyHkTbl 7.2.3, 8.2.1);

k) nogTBepxaeHue Toro, YTO NU3roTOBUTESNb NPUHSM pesyrnbTaTUBHbIE Mepbl AN BbINYCKa U pacchiniku
MOSICHNTENbHBIX YBEAOMIIEHUI, a Takke 0T3blBa HECOOTBETCTBYIoWWEN npoaykuun (cMm. FOCT P UCO 13485,
nyHKT 8.5.1).

CooTBeTCTBME NOACUCTEMbBI KOPPEKTUPYIOLMX 1 MPpeaynpexaaoLnx AeACTBUI OLLeHNBaT Ha OCHOBa-
HUU AaHHbLIX UCCneaoBaHNA.

5.6 MNoacucreMa ynpaBneHuA 3akynkamm

MoacucTemy ynpaBneHus 3akynkamu crieqyeT paccmaTpuBaTb Kak OCHOBHYHO ANA TeX U3roTOBUTENEN,
KOTOpble NepedatoT Ha ayTCOPCUHT BbIMOMHEHWE PaBoT Mo TakMM CYLLECTBEHHO BaKHbIM BUAAM AeATeNbHOC-
TW, KaK NPOEKTUpOBaHMe 1 paspaboTka U/unu BbINyck NPOAYKLMM, OGHOMY UK Gonee cyBnoapagqnkam.

5.6.1 Uenb

Llensto ayguta nogcucTeMbl ynpaBneHUsl 3akynkaMmu sIBNAeTCs NoATBepXaeHWe Toro, YTo MpoLecchl,
paspaboTaHHble M3roToBuTENEM, 06ecneymBaoT COOTBETCTBME NOCTABMAEMbIX U3AENWM, KOMMIEKTYIOLMX,
MaTepuarnoB 1 ycnyr (Bkrtovasi UCronHUTeneln paboT 1 KOHCYNbTaHTOB) perynupyowmm Tpe6osaHnam. 3To
0CcoBeHHO BaXHO, eCrnv roToBasi NPOAYKUMA U YCIYT He MOTYT BbiTb BepudMLMPOBaHbI NyTEM BHELUHEro
ocmoTpa (Hanpumep, YCryri no ctepunnsauim).

5.6.2 OCHOBHbIe 3Tanbl

Mpu NpoBeaeHUM ayanTa nogcucTeMbl ynpasreHus 3akyrnkaMmim MOXHO BblAeNnTh criedytolunMe OCHOBHbIE
aTansbl:

a) noaTBepxaeHue Toro, 4To paspaboTaHbl Mpoueaypbl OLeHVMBaHUs W BbiGopa MOCTABLUMKOB
(eM. FOCT P ICO 13485, nyHkT 7.4.1);
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b) noartsepxaeHue Toro, 4To U3roTOBUTENb OLIEHUBAET U NOAAEePXKUBaET B pabouem COCTOSIHUM pesynb-
TaTUBHble CpeAcTBa YynpasfieHUA MocTaBLUMKaMK, YAOBNEeTBOpAOWMe perynupyiowmm TpeboBaHUsaM
(cm. TOCT P UCO 13485, nyHkT 7.4.1);

C) rnoATBepxAeHWe TOro, YTO U3roToBUTENb obecneunBaeT Hagnexalme cneuudukaumm Ha Usaenus u
ycnyru, mocTasnsiemMble nocTaswukamn, pacnpeienset OTBeTCTBEHHOCTL 3a NpoBeAeHNe MeHeKMEHTa puc-
Ka 1 NpuHUMaeT Bce HeobxoanmMble Mepbl Mo ynpasneHnio puckoM (cMm. FOCT P UCO 13485, nyHkT 7.4.2);

d) noaTsepxaeHWe TOro, YTO 3anucy Mo OLEHWBaHWIO NOCTaBLUMKOB NogaepxusaloTcs B paboyemM co-
cTosiHumM (M. FOCT P CO 13485, nyHkT 7.4.1);

e) onpedeneHune TOro, YTO BepucbMKaLMs 3akynieHHoON NPoayKUMU 1 YCRyr BLINONHEHA Haanexalum
obpasom (cM. FOCT P UCO 13485, nyHkT 7.4.3).

CooTBeTcTBIE NOACUCTEMBI YIPaBeHUs 3aKyrnkaMmu OLLeHUBAIOT Ha OCHOBaHWUMW AaHHBIX UCCNeA0BaHUA.

5.7 Nopcucrema 4OKYMEHTaLMKM U 3anucen

5.71 Uenb

Llenbto ayanta nogcucTeMsl AOKYMeEHTaLMU U 3anucei SBsSieTcs NOATBepXAeHUe TOro, YTO MpoLiecchl
[AOKYMeHTUpoBaHus, paspaboTaHHble n3rotoBuTenem, obecneunBaloT Haanexallee ynpasneHne Heo6xoau-
MbIMW JOKYMEHTaMM1 U AOCTYN K HeOBX0AMMbIM 3anMUCsM.

5.7.2 OcHoBHble 3Tanbl

Mpv nposeaeHUn ayamTa NoacncTeMbl JOKYMEHTALMK U 3annceit MOXHO BbiAeNnuTb cneayroLlne 0CHOB-
Hble aTanbl:

a) noaTsepxaeHue Toro, Yto paspaboTaHbl NpoLeaypbl MaAeHTUDUKALWK, XpaHeHUs, 3aLUnThI, noucka,
MaKCUMarbHOro cpoka XpaHeHuUs 1 yaaneHus QOKYMEHTOB U 3anuceit (BKNoYaa ynpasieHne n3MeHeHUsmm)
(cM. FOCT P ICO 13485, nyHkTbl 4.2.3, 4.2.4);

b) noaTBepxaeHWe TOro, 4TO AOKYMEHTbl U U3MEHEHUA B HWUX 0J00peHbl A0 WX NpUMeHeHUs
(eM. FOCT P MICO 13485, nyHkT 4.2.3);

C) MoATBepXAeHWe TOro, YTo UMeeTCst A0CTYN K ASUCTBYIOWUM AOKYMEHTAM B MECTaxX UX NPUMEHEHNS U
YTO ycTapesLUie JOKyMeHTbl 6onbLie He npumMeHsitoTes (M. FOCT P MCO 13485, nyHkT 4.2.3);

d) noATBepXAEHWEe TOro, 4To BCe HEOBXoaUMble AOKYMEHTHI U 3anucu XPaHATCA B TedeHue Heobxoau-
moro BpemeHn (cMm. FOCT P UCO 13485, nyHkTbl 4.2.1, 4.2.4).

CooTBeTcTBME MOACUCTEMbI AOKYMEHTaLMM U 3anuceid OLLeHUBaKOT Ha OCHOBAHUU AaHHbLIX Ucchne-
OoBaHuUN.

5.8 Moacuctema npoueccoB, CBA3aHHbLIX C NOTpeGUTenem

5.8.1 Uenb

Llenblo ayanTa nogcuctemsl NPOLIECCOB, CBSA3aHHbIX ¢ MOTpebuTenem, aBnseTca NoaTBepXaeHne Toro,
YTO cMCTeMa MeHemKMeHTa kadecTsa obecneunBaeT cOOTBETCTBME TPeOOBAHUAM, B TOM YUCHe perynupyto-
LLIMM, YCTaHOBNEHHLIM K rpoLeccam, CBA3aHHLIM ¢ NnoTpebutenem.

5.8.2 OcHoOBHbIe 3Tanbl

Mpw NpoBedeHNM ayanTa NOACUCTEMBI NPOLLECCOB, CBSA3aHHbIX C NOTPebuTenemM, MOXHO BblAENUTL Crie-
AyloLme OCHOBHbIE aTanbl:

a) aHanua TpeboBaHui K NPOAYKLUUA C Liefbio NOATBEPXKAEHUS TOr0, YTO OHa COOTBETCTBYET NpeaycMOoT-
PEeHHOMY MPUMEHEHWo, a Takke perynupyiowmM TpeboBaHuaM un TpebosaHusM noTpebutens
(cM. FOCT P CO 13485, nyHkTol 7.2.1, 7.2.2);

b) nopTeepxaeHue Toro, 4To BCe NOCTYNaoLWMe 3aKkasbl U CBA3AHHAA ¢ HUMW MHOPMaLs aHanMaupy-
OTCS € TeM, YTO6bI rapaHTUPOBaTh peLleHne BceX KOH(IMUKTHBIX BONPOCOB U 06ecneunTb BbINONHEHWE U3ro-
ToBUTEeNnem TpebosaHuit notpebutens (cM. FOCT P MCO 13485, nyHkT 7.2.2);

C) noaTBepXAeHWe Toro, YTo N3roTOBUTESb NPUHSN pe3yNbTaTUBHbLIE Mepbl AN YCTAHOBEHUA CBSA3MU C
notpebutenem, BkIoYaa AOKYMEHTUPOBaHUE oBpaTHOM cBA3W ¢ NoTpebutenem, ¢ uenblo uaeHTUdUkaum
npobnem B obriactn ka4yecTBa W BbINOMHEHUS HEOOXOOUMbBIX KOPPEKTUPYIOWMX U Npedynpexaatowmx aen-
ctBuid (cm. FOCT P UICO 13485, nyHkTel 7.2.3, 8.2.1);

d) noaTsepxxaeHue Toro, YTo obpaTHas cBsA3b ¢ NOTPebUTeNnem aHanU3npyeTcs B Xoae NPOLECCOB XKu3-
HEHHOTO LMKI1a NPoAyKUMN U UCNoNb3yeTcs A1l NOBTOPHOIO OUEHUBaHUA pUcka U, Npn HeobxoanuMocTu, ans
aKTyanusauumn 4esiTenbHOCTU No MeHeaXMeHTY pucka (cm. FOCT P UCO 13485, noapasaen 7.1, nyHkT 7.2.3).

CooTBeTCTBME NOACUCTEMBI NPOLIECCOB, CBA3AHHbIX ¢ NOTpebuTenem, oLueHMBalOT Ha OCHOBaHUWN AaH-
HbIX UccregoBaHUi.
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MpunoxeHune A
(cnpaBo4HoOe)

CxeMbl 6UHOMUanbHoro BbiGopa”

Tabnuya A.1— Cxembl GBuHoMManbHoro Belbopa. [JoBepuTenbHbIl ypoBeHb B Crydae GMHOMMaNbHOro pacnpege-
nexus

'paHuLa noBepuTensHOro HTepeana <95 % Ous 1u3 2us
A 0,30 ucl* 11 17 22
B 0,25 ucl* 13 20 27
C 0,20 ucl* 17 26 34
D 0,15 ucl* 23 35 46
E 0,10 ucl* 35 52 72
F 0,05 ucl* 72 115 157

* BepxHuii goBepuUTENBHLIN YPOBEHD.

Tabnuuya A.2— Cxembl GBUHOMMaNbHOro BoiGopa. [loBepuTenbHbili YpOBEHb B Criyuae GUHOMWanNbHOTO pacnpeae-
neHus

paHvua noBepuTeneHoro MHTepBana <99 % Owus 1u3 2us
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

* BepxHuii goBepUTENBbHBIN YPOBEHD.

BuHoMManbHbIl BbIGOP MOXET 6bITb UCMONB30BaH, eCrnn He0BX0AMMO MPUHSTE peLLeHne o6 oXngaemMmom pesyrnbTa-
Te, KOTOPLI MOXET UMETb TOMbKO ABa BO3MOXHbIX UCX04a (HanpyuMep, 3anuck sIBNAeTCs COOTBETCTBYIOLWEN UMM HECOOT-
BETCTBYIOLLEN).

dakTopbl, paccmatpuBaemMble npu Belbope Heobxoammon Tabnuubl U o6bema BbIGOpKM, MOTyT BKItoYaTh B cebs
PUCK NPUMEHEHUS] MEAMLMHCKOrO U3AENNS MNU NpoLecca, BbiGpaHHbIe 3anMey 1 BpeMsl, BeldeneHHoe ayaMTopoM Ansi Npo-
BeZleHVs1 AaHHOW YacTy ayauTa. [ins aHanmaa 3anvcein, OTHOCALWUXCS K MEAULMHCKAM M34enMaM C HU3KOW CTENEHbIo No-
TEHLManNbHOro puUcka NPUMeEHeEHWs!, PEKOMEHAYeTC sl UCnonb3oBaTe Tabnuuy A.1 (rpaHuua AOBepUTENBHOMO MHTepBana
95 %), a Ans aHanu3a 3anucer, OTHOCALLMXCSA K MEAVNLMHCKUM M3ENUAM C BbICOKON CTEMNeHbIo NOTEHLMaNnbHOro pucka
NPUMEHEHUS, PEKOMEHAYETCS1 UCMonb3oBaTb Tabnmuy A.2 (rpaHuua goeeputensHoro nitepeana 99 %). Mpueegem gea
npumepa.

TMpumepbi

1 AHanusupys 3anucu no cmepunusayuu, aydumop Ao/mkeH onpedenums, 187I1€MCs1 Jiu Npoyecc cmepu-
nu3ayuu KOHMponupyeMbiM U ynpaensiemsiM. [poyecc cmepunusayuu npedcmasnsem cobol npoyecc ebico-
Koli cmeneHu pucka, noamomy ayoumop ucnonb3lyem mabnuyy A.2, npusedeHHyo 8 npunoxenHuu A. [nsa
aHanusa ayoumop npoeooum npou3sosibHY0 8bIGOPKy u ombupaem cepuro u3 24 3anuceil no cmepusnusayuu.
Bce 24 3anucu deMOHCMpuUpyom, 4Mo npoyecc cmepuiu3ayuu 6bi1 KOHMPONUPYEeMbIM U yNIpasIsieMbIM U €20
npoeodunu npu ymeepxxOeHHbIX IKCIUTyamayuoHHbIX napamempax. Ha ocHoge mabnuybl A.2 aydumop moxem
66imb Ha 99 % yeeper @ mom, ymo He 6onee 20 % 3anuceli no cmepunuU3ayuu Mo2ym npodeMoHcMpuposams He-
coomeenicmeaue npoyecca cmepunusayuu ymeepx0eHHbIM IKCIIyamayuoHHbIM napamempam.

" 3aumcreosaHo n3 QSIT — Quality System Inspection Technique, meTog KOHTPONA cucTEMbI KadecTsa, 1999 .
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2 AHnanu3supys 3anucu no nodzomoeke, aydumop dosuxex onpedenums, npoeedeHa nu nodzomoeaka nep-
COHasla 8 €8s13U € NoCc/IeOHUMU nepecmompamu npouyedyp no paccmomperuio xanob nompebumenei. Hanpu-
Mep, u3zzomoeumenb npou3eodum KoMmnblomepHbie momozpagbl. Hcnonbiys mabnuuyy A.1, aydumop
npogodum npou3eosibHyI0 8bI60PKY, COCMOoAWyto u3 3anucetli no nodzomoeke 17 compydrukos. Aydumop 06-
Hapyxueaem, 4mo o0uH compyOHUK He npowes1 N0G20MoeKy no nepecMompeHHbIM npoyedypam. Ha ocHoee
mabnuybi A.1 aydumop moxem 6bimb Ha 95 % yeepeH 8 mom, ymo He 6onee 30 % compyOHUKOe He Nosayqunu
nod20moseKy no nepecMompeHHbIM npoyedypam.
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Mpunoxenune B
(cnpaBouHoe)

®dakTopbl, NpUMeHsieMble AN onpegeneHnsa NPOACIKUTENLHOCTU ayauTa

a) daxTopbl, yBeNnuuMBaoLWye NPOAOIKUTENBHOCTE ayauTa:
1) cybnogpagqvku, 3aaeiCTBOBaHHbIE B KaKMX-nNwbo npoueccax unv NOCTaBke KOMIMIEKTYIOWMX, KPUTUYHO BIU-
AOWMX HA (PYHKUMOHMPOBaAHWE MEOULIMHCKOIO u3genusi n/vnu 6e3onacHoOCTb NONb3oBaTenNsl UMM FOTOBOWM NMPOAYKUUY,
BKITI0Yas NPoAaykumio ¢ GUPMEHHO MapKMPOBKON uarotoeutensi. Ecnu narotoeutens He MoxeT o6ecneunTb 40CTAaTOYHOIO
CcBUAeTeNbCTBA COOTBETCTBUS KPUTEPUSIM ayaNUTa, TO MOXKET NOHAA06MTLCA AONONHUTENBHOE BPEMS] NSl ayauTa KaXaoro
cybrnogpsiavuuka.

NMpumeyanne—B CLIA, Hanpumep, NOCTABWMKM KOMNNEKTYIOWMX He NognagaloT nog aevcreue Pykoeog-
cTBa no cuctemam kadectsa FDA n ocBo6oxaeHbl 0T 06bIvHbIX NpoBepok FDA;

2) MOHTaXx U3genusi U3roToBUTENEM Ha TeppuTopun Notpedutens.

M pwnwmeyanune— Moxer notpeboBaTbesi Bpems ansi noceweHns 06beKkToB notpebuTens unm aHanuaa sanu-
Cewn No MOHTaxYy;

3) npoeeaeHve ayaMTOB HAa UHOCTPaHHOM n3blke (CM. FTOCT P 54421, nyHkT 7.4.6);

4) tpeboBaHne M3roTOBMTENS NO NPOBEAEHNIO MHOTOLENEBOro ayauTa;

5) HegocTaToOuHOE COOTBETCTBUE U3IOTOBUTENS PEryNUPYIOWmMM TpeboBaHusIM.

b) ®dakTopbl, cokpalaowme NPoAOIPKUTENBHOCTL ayauTa:

1) mMeguuMHCKMe U3enusi ¢ HU3KOW U CpeiHen CTeneHsIMM NOTEHUMANBbHOTO pUCcKa NPUMEHEHNS;

2) Hanuuve cBuaeTenbcTB 06 yAOBNETBOPUTENBHOM NPOBEAEHUN ayaUTOB Y Ni06GOI TPETLEN CTOPOHLI UMK Y
opraHu3aumi, NPOBOASALLMX ayauThl Y NOCTABLUMKOB;

3) ecnu pesynbTaThl NpeabIAYLLUX ayaUTOB, NPOBEAEHHbIX TOW XXe opraHn3auueil, 1eMOHCTPUPOBanu COOTBET-
CTBME U3rOTOBWTENS perynupylowmm TpeboBaHusiv;

4) cokpalleHne HOMEHKNAaTYpbl M34eNui, NPOU3BOAUMbBIX U3FOTOBUTENEM, CO BPEMEHW NPOBEAESHNA NocNeqHe-
ro ayguta;

5) cokpalieHue npouecca NPOEKTUPOBaHWUS UMW NPOU3BOACTBEHHBIX NPOLIECCOB CO BPEMEHU NPOBEAEHUS MNO-
cregHero aygura.

¢) WarotoButenu, nmetwme MHOrO NPOU3BOACTBEHHbIX MMOLWLAA0K

Ecnn y nsrotoButens umeeTcss MHOMo MPOM3BOACTBEHHBIX NMOWAA0K, TO eMy criedyeT onpeaenuTb, Kakue Buas! ae-
aTenbHOCTV BydyT OCyWeCTBNEHbI Ha Kax4on nnowaake.

Ecnu Ha gaHHbIX NPOM3BOACTBEHHbIX NMNOLWAAKaX NPYMEHSIOTCS] pa3Hble CUCTEMBI MEHEAXXMEHTa KavecTsa, To A4ns
onpepeneHns NPOAOIIKUTENBHOCTU ayauTa Kaxayo Nnowaaky cregyeT paccMaTpyBaTh Kak OTAernbHoe Lenoe.

Ecnu narotoBntene, umeowyn ogHy unv 6onee Npou3BOACTBEHHbIX NIOWAA0K, MPOU3BOAUT aHaNoOrMyHble uaaie-
NS UK YCNYTY Ha PasHbIX MIoWwagkax, Ha KOTOPbIX, OJHAKO, NPUMEHSIETCS eAMHasi CUCTEMA MeHEXKMEHTa Ka4ecTBa, TO
NPOACIKUTENBHOCTL ayanMTa MOXHO OLEeHWTb B TpU aTana:

1) OLEHNTb NPOAOIKMTENBHOCTE ayanTa A5 KaXAoW NNoWaaKM OTAENbHO, a 3aTeM COBOKYTMHYIO NMPOAOIIKN-
TENbHOCTb B YENOBEKO-OHSIX;

2) onpegenuTb obLee KONMYECTBO NepcoHana Ha BCeX Niowagkax, a 3aTem, ecrnv NPUMEHUMO, NCTONb30BaTh
pexomenpauumm IAF (Inter-American Foundation) ans onpegeneHms 0CHOBHOIO 3HaYEHUS;

3) BbIBECTM CpefHee 3HaYeHMe Ha OCHOBaHWM ABYX MOMyYEHHbIX PE3YNbTaToR.

d) AyauTel apyrvx BugoB

CywecTBYIOT ayanThl pa3nunyHbIX BUAOB, NPOAOIKUTENBHOCTE KOTOPbIX MEHbLUE, YeM 3TO Heo6XxoaumMo Anst NonHo-
ro nepeoHavansHoro ayamta (cm. FOCT P 54421, pasgen 7).

Ina oueHnBannA NPOAOIKNTENBHOCTU APYIVX BUAOB ayauTa crieqyeT paccMoTpeTb haKkTopbl, NPMBEAEHHbIE B Ha-
CTOSILLEM MPUTTOXKEHUMN.

Ins yacTnYHBIX ayaUTOB NPOAONKUTENBHOCTE MOXHO paccUMTaTb Ha OCHOBaHUM KONWYECTBa Mccneayemblx nog-
CUCTEM CUCTEMbI MEHEPKMEHTA Ka4ecTBa. Takol cnocob npuMeHsIioT, HanpuMep, Npy NPoBeAEHUN NOBTOPHLIX ayAUTOB C
Lenbio Bepudukaummn KOppeKkTUPYoLWMX 4eNCTBUIA, NpeanpUHSITLIX MO pesynbTaTtaM NepeBoHa4anbHOro ayauTa, unm B Tex
cnyyvasix, Korga NpoBeAeHne HacTUHHOro ayauTa siBnsietcsl TpeboBaHMeM HOPMaTUBHBIX AOKYMEHTOB, HarpuMep, npoee-
AeHune YyacTUYHOro ayguTa cpeacTs uamepeHun knacca 1.

B Tex cnyyasx, koraa usrotoButento Heob6xoanMOo NPoM3BECTU CyLLEECTBEHHbIE M3MeHeHus (M. FOCT P 54421, noa-
pasgen 7.3), Ana npoeegeHns ayauta MOXeT NoTpeboBaTbCsl AONONHUTENBHOE BPEMS.
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MpunoxeHune C
(cnpaBou4HoOe)

CooTBeTcTBUE CTPYKTYPHLIX aneMeHToB UCO 13485:2003 u 21 CFR, yacTtb 820

Ta6nuuya C.1

Paspensi 1 nogpasgensl MCO 13485:2003

Paspenel 21 CFR, vactb 820

7.1 ToacncTema BbiCLWIEro pykoBoACTBa

4,5,6,7,8 820.5, 820.20, 820.22, 820.25, 820.30
OTan MCO 13485:2003 21 CFR, vacTb 820
1 41,42 820.20(c), 820.20(d), 820.20(e), 820.22
2 53,54 820.20(a)
3 71 820.30(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) n
(ii), 820.25
5 5.6 820.5, 820.20(c)
6 8.2.2 820.22

Ta6nuuya C.2

Paspensi u noapasaensl NCO 13485:2003

Pasgensl 21 CFR, wactb 820

7.2 lNoacuctema NpoekTMpoBaHUa U paspaboTkm

7 820.30, 820.70
OTan NCO 13485:2003 21 CFR, vactb 820
1 71,73 820.30
3 71 820.30(a)
4 7.3.1 820.30(b)
5 7.3.1 820.30(a), 820.30(b) — (j)
6 721,732 820.30(c)
7 7.3.3 820.30(f), 820.30(d)
8 71,73.2 820.30(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 71,735,737 820.30(i), 820.70(b), 820.30(g)
13 731,734 820.30(e)
14 7.3.7 820.30(i), 820.70(b)
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Paspgenbl u noapasaensl MCO 13485:2003

Pasgensbl 21 CFR, vacts 820

7.3 lMoacuctema gOKYMeHTauMmn Ha NPOAYKUUIO

4,7 820.30, 820.181, 820.50, 820.180, 820.184,
820.186, 820.75
Sran CO 13485:2003 21 CFR, uactb 820
1 4.2.1, nepeuncnenve d) 820.180, 820.181, 820.184, 820.186
3 71,722,733 ggg.gg(d), 820.30(g), 820.30(f), 820.181, 820.50,

Tabnunua C4

Paspensl n nogpasgenst UCO 13485:2003

Pasgenwbl 21 CFR, yacts 820

7.4 TogcucTema ynpaeneHusi NpoayKuuen n npoueccamm

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

STan MNCO 13485:2003 21 CFR, vactb 820

1 71,751 820.70, 820.70(c)

2 71 820.30, 820.40, 820.50, 820.80, 820.181

3 — —

4 7.5.2 820.75

5 75.1,7.6 820.70(g)(3), 820.72(a), 820.70(g)(1)

6 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 7.5.11,751.2.2,7.51.23 —

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 75.3,7.53.1,753.2,7.5.3.3 820.60, 820.65

12 7.5.2.1 820.70(i)

13 7.6 820.72

14 76,8.2.4 820.72, 820.80(c), 820.80(d)

15 8.2.4,8.24.1,8.24.2 820.80, 820.86, 820.184(d)

16 8.3 820.90
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Tabnuuya C5

Paspenbl u nogpasnens UCO 13485:2003

Paspenbl 21 CFR, wactb 820

7.5 Mopcuctema KOPPEKTUPYIOLLMX U NPeaynpexAalowmx AeNCTBUN

4,5,6,7,8 820.90, 820.100, 820.198, 820.250, 820.30
Otan MCO 13485:2003 21 CFR, vactb 820

1 41,4.2,85 820.100(a), 820.100(b)

2 84,85 820.100(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 8.2.3,8.5.2,85.3 820.100(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 —

Ta6nuuya C.6

Pasgensl u nogpasnensl UCO 13485:2003

Pazpenbl 21 CFR, yactb 820

7.6 Moacuctema ynpaBneHus 3akynkamm

7 820.40, 820.50, 820.80
Jtan MCO 13485:2003 21 CFR, 4actb 820
1 7.4.1 820.40, 820.50
2 741 820.50(a)(1), 820.50(a)(2)
3 74.2 820.50(b)
4 741 820.50(a)(3)
5 743 820.50(a)(2), 820.80(a), 820.80(b)

Ta6nuuya C.7

Paspensi n nogpaspensl UCO 13485:2003

Paspenbl 21 CFR, vactb 820

7.7 Mopcvctema QOKYMEHT

auUuuM U 3anucen

4 820.40, 820.65, 820.180, 820.100, 820.181,

820.184, 820.186, 820.198, 820.200
Qran NCO 13485:2003 21 CFR, yacTtb 820

1 423,424 820.180, 820.180(b)

2 423 820.40(a), 820.40(b)

3 423 820.40(a)

4 421,424 820.100(b), 820.180(b), 820.181, 820.184, 820.186,
820.198(a), 820.200(d)
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Tabnwuuya C.8

Pasgenel v nogpasgenst MCO 13485:2003 Pasngensl 21 CFR, vactb 820
7.8 Mopcuctema NpoLECcCoB, CBA3aHHbIX C NOTpebuTenem
7 820.30, 820.100, 820.198, 820.50, 820.160
Otan NCO 13485:2003 21 CFR, vactb 820
1 721,722 820.30(c), 820.30(d), 820.30(f), 820.30(g)
2 722 820.50, 820.160
3 7.2.3,8.2.1 820.198, 820.100(a)(1)
4 71,723 —
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Mpwunoxenne D
(cnpaBoyHoe)

Mpouecchbl cTepunusaymm

D.1 Uenb

Llenbio ayauTa npoueccos crepunusaumm (BKoYasa UCnbITaHns, MHPPacTPyKTypy, MPOU3BOACTBEHHbIE MOMELLEHNSA
1 ob6opydoBaHve) ABNseTCs NOATBEPKAEHUE TOro, YTO AaHHble NPOoLECcCh NpeaHasHaueHb AN BbiNycka CTEPUIBHBIX U3-
aenvin.

D.2 OcHoBHbIe 3Tankbl

Mpv NpoBeaeHUM ayauTa NpoLLeccoB CTepunM3anum B nogcucTeme ynpaBneHns npogaykumen u npoLeccaMmm MoXHO
BblAENUTL Creaytowme OCHOBHbIE aTanb!:

a) onpegeneHve TOrO, 4YTO MPOLECCH CTepunu3auuu, BKIIOYas YyrnpaeBnsemble YCNOBUS, 3aniiaHWpoBaHbl
{cm. TOCT P MCO 13485, nogpasgen 7.1, nognyHkT 7.5.1.3);

b) onpeaenexue Toro, YTO NNaHWpPOBaHWE NPOLIECCOB CTEPUNM3aLnn COOTBETCTBYET TpeboBaHusIM, Npeabsiense-
MbIM K APYrvMm npoueccamM CUCTeMbl MeHepkmeHTa kavecTBa (cM. FOCT P UCO 13485, nopgpasaen 7.1, nognyHkr 7.5.1.3);

C) onpegeneHvie TOro, YTO 3anMcy NapameTpoB NpoLecca CTepunuaanmm ans Kaxaon cTepunmayemMon naptmm us-
Aenvii nogaepxusBaloTcsi B pabovem cocTtosiHum 1 npocnexueatotcs (cm. FOCT P UCO 13485, nognyHkT 7.5.1.3);

d) BbIOOp Npouecca(oB) cTEpUNM3aLMmM AnNs aHanuaa; Npy NPMMEHeHUN HECKOSbKMX MPOLECCOB CTEPUNN3aLmMm He-
06X04MMO UCMONb30BaTh CrieayoLume KpuTepmn:

1) cTeneHb CNOXHOCTW CTEPUNN3aLMN MeaULUHCKOTO U3genus;
2) npouecc, NpUMeHsieMbI 4na cTepunuaaumm HanbonbLlwero Yucna MeauUMHCKUX U3genui;
3) npouecc, KOTopbIM TPyAHEe BCEro ynpaensThb;

e) onpegenexHue TOro, YTO NPOLIECC CTepunu3aumn BanuampoBaH 1 NpoaHanuaMpoBaH Ha afeKBaTHOCTb (Banvaa-
LM BKtoYaeT B cebs kBanuukaumio CTepunnaauoHHoN YCTaHOBKM), NOATBEPKAEHUEe aKTyanbHOCTU Npouecca Banmaa-
umm (cm. FOCT P UCO 13485, nognyHkr 7.5.2.1);

f) onpegenenve Toro, 4to BMoONOrMYecKkMe UHAUKATOPLI Hagnexawmum obpa3oM BanMAWPOBaHbl U YNpaBrisieMbl
(cm. FOCT P NCO 13485, nyHkT 8.2.3);

g) onpegeneHue TOro, YTo NPoLEece CTepuM3aumnm sIBMAeTCs yNpaBlseMbIM U KOHTPONMPYEMbIM, B TOM YUCTe Ans
nagenvin ¢ Buonormyeckum HanonHutenem. NogTeepxaeHne Toro, YTo CoAePXKMMOe U3AENUI COOTBETCTBYET BanManpo-
BaHHOMy cogepxumomy (cMm. FOCT P UCO 13485, nognyHkT 7.5.1.3);

h) onpegenenne TOro, 4YTO NpPOUECC MPOTEKAeT B COOTBETCTBMM C YCTAHOBMEHHbIMW nNapameTpamu
{cm. FTOCT P MCO 13485, nognyHkT 7.5.1.3);

i) ecnu gaHHble NoKa3bIBaKoT, YTO NPOLECC He BCeraa NpoTeKaeT B COOTBETCTBMU C YCTaHOBNEHHbIMU NapaMeTpa-
MW, TO ONpeAeneHne Toro, YTo HECOOTBETCTBMA UCCNEAYIOT U C HUMM NPOBOAST Hagnexatlyio paboTy, a Takke 4To B CBA3N
C [JdaHHbIMW  HECOOTBETCTBUAMM  OCYLECTBNAIOT HeobxoauMble KOPPEKLUMU W KOPPEeKTUpylowmue AencTBus
{cm. FTOCT P MCO 13485, nogpasgen 8.1, nyHkT 8.2.3, nogpasgens 8.3, 8.4, nyHkT 8.5.2);

j) ecnu npoueccom cTepunuaalymm ynpaensoT C TOMOLbIO NPOrpaMMHOro obecrneveHus, To onpegeneHmne Toro, Yto
nporpaMMHoe ofecneyeHne SIBNSETCA BanUaMpPoBaHHbIM (cM. FOCT P UCO 13485, nyHkT 7.5.2.1);

k) onpeaeneHwe Toro, 4TO MCMONb30BaHHOE 06OPYAOBaHUE OTPEryNIMPOBaHO, OTKaNMBpoBaHo M NoaaepXMBaeTcs
B pabouem coctosiium {(cm. FOCT P UCO 13485, nogpasgens 7.5, 7.6);

I) onpeaeneHwe TOro, YTO NEPCOHaN MMEET Hagnexalume KeanubukaLmio 1 NOArOTOBKY AN Banugaumu, BbINonHe-
HUA 1 nogaepxanus B paboyem CoCcTosIHMM npouecca cTepunusaumm (cm. FTOCT P UCO 13485, nogpasgen 6.2).

CooTBETCTBME NpoLecca CTepUNn3auny OLEHUBAIOT B PaMKax OLEeHVBaHUS NOACMCTEMb! YNPaBIeHNsa NPoayKumnen
n npoueccamm. COOTBETCTBME NOACUCTEMBI YNPaBNEHUA NPOAYKUUEN U NpoLeccaMy OLEHUBAIOT HA OCHOBaHUW AaHHbIX
nccnegoBaHui.
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Mpwvnoxenne E
(cnpaBoyHoe)

AyauT nporpammHoro o6ecneveHus

EA1 Uens

Llenbio ayamTa BMaoe AeATENbHOCTU CUCTEMBI MEHEPKMEHTA Ka4eCTBa, CBSA3AHHbIX C pa3paboTKoii, 3aKynkon n/mnm
MCMoNb30BaHWEM NPOrpaMmMHOro obecneyeHusl, SBNAETCA NOATBEPXAESHME TOro, UTO NporpamMmmHoe obecrieveHne yaoB-
neTBoOpsieT NOTPebHOCTAM Nosfib3oBaTensi, NPegyCcMOTPEHHOMY NPUMEHEHMIO U CrieumnanbHbiM TpeboBaHUsIM.

M pwnm™eyaHu e — lNMporpammHoe obecneveHue BkovaeT B cebs:

a) nporpammHoe oGecrneveHne, BCTPOEHHOE B MEANLIMHCKOE U3AENue;

b) nporpammHoe oGecrneyeHne, NOCTaBMNsieMoe OTAEINbHO OT MEANLMHCKOIO U3aenus;

c) nporpammHoe o6ecneyeHne, NPUMeHsIeMOe Afsl yNpaBNeHns NpoLeccamMmm CUCTEMbl MEHEPKMEHTa KavecTBa.

E.2 OcHoBHbIe 3Tanbl

Mpw npoeBepennn ayguta NnporpaMMHOro obecrneveHns MOXXHO BbiAENUTL 3Tarlbl, NepeyncneHHble Huxe. He Bce
MAEHTUOULMPOBaHHbIE 3Tanbl MOIyT BbITb NPUMEHUMBI KO BCEM BUAAM AESATENBHOCTU MO YNpaBreHUio NporpaMmmHbIM
obecneveHnem, u MoryT noTpeboBaTbCs AOMOMHUTENbHBLIE BO3MOXHOCTY YNpaBreHus (Hanpumep, ynpaerneHue 3akyr-
Kamm).

MpwumeyaHune— CcbinNkvi HA CTPYKTYPHbIE 3neMeHTbl [1], NpuBeAeHHbIe HKe, UMEIOT OTHOLLEHUE K pa3paboT-
Ke NnporpaMMHoro obecrnevyeHns MEAULMHCKUX U3AETNUIA.

a) onpepgenexHue Toro, 4To pa3paboTka NPOLECCOB XU3HEHHOrO LMKNAa NporpaMMHoro obecneveHnsn sannaHupoBa-
Ha (cm. FTOCT P UCO 13485, nyukr 7.3.1; nognyHkr 7.5.1.1; [1], nogpasaensl 5.1; 6.1);

b) onpeagenexue Toro, YTo paccMoTpeHWe NPorpaMmmHoro obecneveHns, CNOCOBHOro NPUMBECTU K CO3AaHNI0 onac-
HOW CuTyauun, SBRSIETCH YacTblio aHanum3aa pucka (cm. [1], noapasgen 7.1);

C) onpegerneHvie TOro, YTO 3annaHUpPoBaHHbIE NPOLIECCHI XXU3HEHHOTO LMKNa NporpaMMHOro o6ecneveHns yunToIBa-
0T BbIXOAHblEe AaHHble MO OEe30nacHoCTW, MOMYyYeHHble B Mpouecce MeHemaKMeHTa pucka MeauuMHCKOTO Mu3penusi
{cm. FOCT P NUCO 13485, nogpasgen 7.1; [1], nogpasgen 4.3);

d) onpegenenue Toro, Yto TpeboBaHMs, YCTAHOBNEHHbIE K MPOrpaMMHOMY 06ecneyeHunto, COOTBETCTBYIOT LIENsiM
nporpaMMHoro obecrneveHusi u BkroYaloT B cebsi Mepbl MO yNpaBneHuio pUcCkoM, BCTPOEHHbIE B AaHHOE NporpaMmMHoe
obecneuvenune (cm. [1], nogpasgen 5.2);

e) onpegeneHne Toro, YTo KaXAbli UCNONb3yeMblii MHOFOLENEBOM KOMMOHEHT NPOrpaMMHOro o6ecneveHunst yaoe-
neTBOPsieT KOHKPETHbIM TpeboBaHMAM K PyHKLMOHAMNBHBIM M 3KCMNyaTauWOHHBIM XapakTepucTukam, Heobxoaumble ans
ero npegycMOTPEeHHOIo NPUMEHEHUS, BKIOYan creumdukaumio annapaTHoro 1 nporpaMMHoro obecnedeHmsi, Heobxoau-
MYI0 ANl NOAAEPXKaHNS ero Haanexawero dyHKUMOHMPoBaHus (CM. [1], nyHkTbl 5.3.3; 5.3.4);

f) nogTBepxgeHWe TOro, YTO M3MEHeHUs NporpaMMHoro obecneveHns GolnM NPoaHaNU3NPOBaHbl C TOUKM 3PEHUS
BO3MOXHOCTW CO34aHUsi UMW JOMNOMHUTENbHbLIX MNPWYMH AN BO3HUKHOBEHWS OMacHbIX CUTyauuid Unu NpensiTcTBUN Ans
VMEIOLWUXCS Mep MO YNpaBneHnio puckom, BCTPOEHHbLIX B NporpaMMHoe obecneverue (cm. [1], nogpasgen 7.4);

g) noaTBepXaeHWe TOoro, UTto Nnpobnemsl, CBA3aHHbIE C NPOrpaMMHbIM ob6ecneveHnem, pelleHbl ¢ NOMOLLBIO paspa-
6oTaHHOro npouecca pelueHusi Npobnem NPorpaMMHOro obecrneyeHus, BKNoUaoWwero B cebst onpeaeneHne NpUYnHbl BO3-
HUKHOBEHUs1 Npobnem 1 oueHuBaHue AaHHbIX Npobrem ¢ Touku 3peHns 6eaonacHocTy (cm. [1], pasgen 9).
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Mpwunoxenne OA
(o6a3aTenbHoOe)

CpaBHeHMe CTPYKTYPbl HACTOALLEro cTaHaapTa co CTPYKTYPON AOKYMEHTa
GHTF/SG4/N30R20:2006 «PykoBoacTBO No ayAUTy CUCTEM MeHe)KMEeHTa
KayecTBa U3roToBuTenen MeaMLIMHCKUX U3AENUINA Ha COOTBETCTBUE
perynupyrowmm Tpe6oBaHuAaM. YacTtb 2. CTpaTerusa aygutar

Tabnwunua OAA

Homep pasgena HacTosiLero cTaHaapTa

Homep gokymenta GHTF

0 BeegeHue

1.0 BeegeHune

1 O6nacTb NpUMeHeHUs!

2.0 O6bnacTb npuMeHeHus!

3.0 ObocHoBaHue

2 HopmaTuBHbIE CCbINKM

4.0 HopmaTuBHbIE CCbINKU

3 TepmuHbl  onpeagenexns

5.0 Onpepgenenus

4 O6wue 3amevaHnsi No cTpaTernn ayauta
Ha COOTBETCTBUE perynupytowmm TpeboBaHmam

6.0 Obwume 3ameyanusi No cTpaTerMm aygmuta
Ha COOTBETCTBUE perynupytowmm TpeboBaHunsim

5 lMpoBepsiemble NOACUCTEMBI

7.0 lMpoBepsiemble NOACUCTEMBI

MpunoxeHne A «Cxembl GUHOMMANBHOrO BbiGOpa»

MpunoxeHne 1 «Cxembl GUHOMMANBHOIO BbIGOPa»

MpunoxeHne B «®dakTopbl, NpyMeHsieMble
Ansi onpegenexusi NpoAoIKUTENBHOCTH ayauTay

MpunoxexHne 2 «dakTopbl, NPUMEHSIEMbIE
ans onpegenexHusi NPOAOIKUTENBHOCTU ayauTay

MpunoxeHne C «CooOTBETCTBUE CTPYKTYPHbIX SNTIEMEHTOB
NCO 13485:2003 n 21 CFR, yactb 820»

MpunoxeHne 3 «COOTBETCTBME CTPYKTYPHbIX SNTIEMEHTOB
MCO 13485:2003 n 21 CFR, yactb 820»

Mpunoxenne D «[pouecckl cTepunuaauumny

Mpunoxexne 4 «lpoueccol cTepunuaaumm»

Mpunoxenne E «AyguT nporpammHoro o6ecrneyeHus»

MpunoxeHne 5 «Aygut NporpammMHOro obecneyeHusi»
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Mpunoxenne OB
(o6a3aTenbHoe)

TeKcT N3MeHeHHbIX CTPYKTYPHBLIX 31eMEHTOB HacTosllero craHgapTa
n pokymeHta GHTF/SG4/N30R20:2006 «PykoBoAcTBO No ayguUTy CUCTEM
MeHeAXMeHTa KavecTBa M3roToBUTENen MeaULIMHCKUX U3aenui
Ha COOTBeTCTBME perynupyrowmm Tpe6oBaHusM. HacTb 2. CTpaTterusa ayguta»

1) Tekct pasgena 3.0, ncknioveHHoro u3 gokymeHta GHTF/SG4/N30R20:2006 «PykoBoACTBO Mo ayanTy CUCTEM
MeHeKMEHTa KavecTBa UroToBMTENEN MEANLIMHCKMX N3AEeNWIn Ha COOTBETCTBME perynvpyowmum tpeboeaHusiM. YacTs 2.
Crpaterns ayauTar, TaK kak HeuenecoobpasHo BKMoYaTe 4aHHbIN pasgen B HauMoHanbHbI CTaHaapT B CBsIaW ¢ TpeboBa-
HUAMM K CTPYKTYPE HaunoHanbHoro ctaHgaprta Pocceunickon ®egepaunm, yctanosneHHsimu B FOCT P 1.0—2004, a Takxe
B CBA3W C TEM, 4TO CoAepXaHue AaHHOIo pasgena aybnupyetca cogepxaHnem BeegeHust u pasgena 1 «Obnacte npume-
HEHUsI» HACTOSWEro cTaHaapTa.

3.0 O6ocHoBaHMe

Hacrosimn fokymeHT npegHasHadeH ansa obecneqeHns perynupyowmx opraHoB, OpraHM3aumi, NPOBOASALWMX ayaun-
Tbl, U ayAUTOPOB OCHOBHON MHA)OpMaLUmen O CTpaTterum NPOBEAEHUSA ayanTa CUCTEM MEHEXKMEHTA KAaYeCTBa Ha COOTBEeT-
CTBUE perynupylowmm TpeboBanuam.

HacToswmin AokyMeHT noMoraeT 4OCTUYL COrMAacOBAHHOCTY B NPOBEAEHUM ayAUTOB CUCTEM MEHEKMEHTa Kavec-
TBa N3roTOBUTENEN MEAVULMHCKNX M3AENWUIA, 4YTO Heob6XoaMmo AN rapMoHM3auuM U B3aMHOTO NPU3HaHWA pe3ynbTaToB
ayavTos.

2) OpurnHanbHbIN TEKCT UBMEHEHHbIX TepMUHoriornieckux craten FOCT P 54421.

TekcTbl TepMuHoOnornyeckux craten 3.1 n 3.3 npuBeaeHsbl B cootBeTcTBUE € TekcTom FOCT P UCO 9000, roe pax-
Hble TEPMWHBI CTaHAaPTU30BaHbl. COOTBETCTBEHHO CChIIIKM HA TEPMUHOIIOTMYECKUI cTaHAapT uameHersl ¢ MCO 19011 Ha
FOCT P 1CO 9000.

3.1 ayawmT (audit): Cuctematuyeckuii, He3aBUCUMBINA, JOKYMEHTUPOBaHHBIN MPOLLECC NOMy4eHNs 3anucen, N3noxe-
HUA hakToB (OB BEKTUBHBIX CBMAETENBCTR) UM APYroi COOTBETCTBYIOLWENR MHCOPMAaLMK U OGBLEKTUBHONO UX OLEHUBAHNA C
Lienbio onpeaeneHns CTeneHn BeINOMHEHNS YCTaHOBINEeHHbIX Tpebosanui (3anmcTeoBaHo ns MCO 19011).

3.3 kpuTepumn ayawuTa (audit criteria): CoBOKYNHOCTb NOMUTUKK, Npoueayp wnu TpeboBaHWi (3aMMCTBOBAHO W3
NCO 19011).

3.7 mepgnumHckoe nagenue (medical device): Jliobov MHCTPYMeEHT, annapar, Npubop, ycTpoNCcTBO, 060pyaAcBaHme,
umnnaxTar, in vitro peareHT unu kanwbpaTop, nporpammHoe obecneveHne, matepuan Unm MHble NOAo6HbIE UMK CBS3aH-
Hbl€ C HAMMW N3genwvs, NpegHas3Ha4YeHHbIe N3roToBUTENEM ANA NPYMEHEHUS K YeNOBEKY MO OTAENBbHOCTW UIMK B COYMETaHUN
OpYr € OpYroM B Lensx:

- AVarHocTVKW, NPOMUNAKTUKW, MOHUTOPUHIA, neYeHns unu obnerdeHns saboneBaHwi;

- OVarHoCTUKU, MOHUTOPWHIA, NeveHnsi, obneryeHus unv KOMNeHcaLum NocneacTBIN TpaBMbl;

- UcCnefoBaHus, 3amMeLLeHNs UM U3MEHEHUsT aHaTOMMYECKOTO CTPOEHMS MU PU3NONOTMYECKMX NPOLECCOB;

- NoAaepXXaHus NI COXPaHEHUSsT KU3HU;

- ynpaerneHus 3a4aTvem;

- ge3vHMEeKUMN MeguUMHCKUX U3Oenui;

- nony4eHus nHdopMauun Ans MeauLMHCKYX Lienen NocpeacTBOM MCCneaoBaHus in vitro npob, B3aTbIX N3 Tena Je-
NoOBeKa, Npy YCNOBWM, HTO MX PYHKLMOHANbHOE BO3AEWCTBNE HA YEITOBEYECKNI OPraHn3m He peanuayeTcs 3a cyet dap-
MaKonorm4eckux, UMMYHOMOIMMHYECKMX NN MeTabonnMyeckux CpeacTs, HO MOXET NOAAEePKUBATLCS TAKUMW CPeacTBaMMm,
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Mpuvnoxenve OB

(cnpaBo4HOe)

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

Ta6nuua OB.1

O603Ha4YeHUe CChINOYHOro

CreneHb 0O603Ha4YeHne 1 HAUMEHOBAHWE CChINOYHOTO MEXAYHapOOAHOro
HaLMOHAaNbHOro cTaHaapTa
o < COOTBETCTBUA cTaHgapTa
Poceuiickon depgepavmu

FOCT P MCO 9000—2008 IDT MCO 9000:2008 «Cuctembl MeHegpKkMmeHTa kavecTBa. OCHOB-
Hble NOMNOXEHWST N CNOBapPb»

FOCT P UCO 13485—2004 IDT NCO 13485:2003 «M3penust meguumHckmne. Cuctembl MeHes-
XMeHTa kavecTBa. TpeboBaHus ans uenew perynmpoBaHusi»

[OCT P UCO/TO 14969—2007 IDT NCO/TO 14969:2004 «M3penus meauumHckue. Cuctembl Me-
HEeKMEHTa kadecTBa. PyKkoBOACTBO MO NPUMEHEHWUIO
MCO 13485:2003»

[[OCT P UNCO 14971—2010 IDT NCO 14971:2007 «M3pgenns meguumHckue. lNpumeHeHne me-
HEeXKMEHTa pUCKa K MEANLIMHCKMM U3OennsmM»

FOCT P UCO/M3K 17021—2008 IDT NCO/MBK 17021:2006 «OueHka cooTBeTCTBUA. TpeboBaHusi
K opraHam, NpoBOAAWMM ayauT u cepTudukaumio cuctem me-
HEePKMEHTa»

OCT P MNCO 19011—2003 IDT MCO 19011:2002 «PykoBoasiuue ykazaHus no ayguty cuctem
MEHEeKMEHTa Ka4vecTBa W/Mnu CUCTEM 3KOMOTMMYECKOro Me-
HEePKMEHTa»

FOCT P 54421—2011 MOD GHTF/SG4/N28R4:2008 «PykoBOACTBO MO ayauTy CUCTEM Me-
HEePKMEHTa Ka4ecTBa U3roTOBUTENEN MEAULMNHCKUX U3aenumn
Ha COOTBETCTBME perynupylowmum TpeboBaHusim. Yactb 1.
O6wwe TpeboBaHUs»

[[OCT P 53918—2010 IDT GHTF/SG3/N15R8:2005 «W3pgenvs meguuuHckmne. PykoBoa-

CTBO Mo MHTEerpauum NpuHUMUNoOB MeHepKMeHTa pucka B CUCTe-
My MEeHePKMeHTa KavecTBa»

BETCTBMWSI CTAaHOAPTOB:
- IDT — naeHTU4YHbIN CTAHZAPT;

- MOD — mognchuumpoBaHHbIi cTaHaapT.

MpumeyaHune—B HacTosWwen Tabnuue NCNONb30BaHbl Creaylowmue yernoBHble 0603HAYEHUsT CTENEHN COOT-
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Pepakrop O.A. CmosaHosckas
TexHnuueckuin pegaktop B.H. Ipycakosa
Koppektop M.B. byurasa
KomnbloTepHas sepctka B./. [puwierko

CpaHo B Habop 27.08.2012. Mopnucaxo B nevats 12.09.2012. dopmar 60x84"/5. lapHutypa Apuan.  Yen. neu. n. 3,72
Yy.-usg. n. 2,80. Tupax 94 3k3. 3ak. 772.
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