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Mpegucnosne

1 NOANOTOBJ/IEH 3akpbiTbiM akuyuMoHepHbiM obuwectBoM «MEAU-TECT» Ha OocHOBE COGCTBEHHOrO
ayTEHTUYHOro NepeBoAa Ha PycCkuii A3blK JOKYMEHTa, yka3aHHOro B nyHkTe 4

2 BHECEH TexHunyeckum koMuTeTOM MO cTaHgaptusauun TK 436 «YnpaBieHne kayecTBOM Meau-
LUWHCKNX U3AeNNit»

3 YTBEPXJEH W BBEJEH B JIEVICTBUE Mpukasom ®efepasbHOr0 areHTCTBa N0 TEXHUYECKOMY
perynnpoBaHuto 1 MeTposorny ot 8 Hosbps 2013 r. No 1494-ct

4 HacToslWwuWin cTaHaapT ABnseTcss MOAUMULMPOBAHHBLIM MO OTHOLUEHWUIO K MeXAyHapo4HOMY [OKy-
MeHTy Lenesoli rpynnbl no rnobancHoli rapmoHusaummn (Global Harmonization Task Force - GHTF)
GHTF/SG4/N83:2010 «PykoBOACTBO NO ayAuTy CUCTEM MEHeMKMEHTA KayecTBa M3roToBUTesieil MeanLmH-
CKAX U3[ennii Ha COOTBETCTBME perynupylowmm Tpebosanusam. HacTb 4. AyAUT HECKOSIbKUX MPOW3BOACT-
BeHHbIX nnowanok» (GHTF/SG4/N83:2010 «Guidelines for Regulatory Auditing of Quality Management Sys-
tems of Medical Device Manufacturers - Part 4: Multiple Site Auditing») nyTem nsmeHeHus ero CTPyKTypbl B
4acTu UCKNOYeHNA pasfenos 3 U 4 NPUMEHEHHOTO OPUTMHANBHOTO AOKYMEHTA, KOTOpble HelenecoobpasHo
NPUMEHATL B HALUWOHa/IbHOM CTaHgapTe B CBA3W C TPeboBaHUAMU K CTPYKType HalMoHas/bHOro ctaHgapra
Poccuiickoint ®egepaumn, yctaHoBneHHbIMU B TOCT P 1.0, a Takke B CBA3W C TEM, YTO COofepxaHve faHHbIX
pasfenos Ayonupyetca cogepxaHueMm BBefeHus u pasfgena 1. CpaBHeHWe CTPYKTYpbl HACTOALEro cTaH-
fapTa CO CTPYKTYpOW yka3aHHOrO OpPUrMHa/IbHOTO AOKYMEHTa NpuBefeHO B [ONONHUTENIbHOM MPUIOXEHWUN
OA.

OpuvrnHasbHbI TEKCT ayTEHTUYHOTO nepeBofa U3MEHEHHbIX CTPYKTYPHbIX 3/1IEMEHTOB NPYMEHEHHOrO0
fokymeHTa GHTF 1 06bACHEHVWE NPUYUH BHECEHUA TEXHUYECKUX OTK/IOHEeHW npuBefeHbl B AONOHUTE b-
HOM npunoxeHun Ab.

CBefleHns 0 COOTBETCTBMM CCbISIOYHBIX HaLMOHa/IbHbIX CTaHAApPTOB Poccuiickoil depepauum Mexay-
HapoAHbIM CTaHfapTaMm, UCMONb30BaHHbIM B KAYECTBE CCbI/IOYHBIX B NMPYMEHEHHOM MeXAYHapoAHOM [0KYy-
MeHTe, NpuBefeHbl B ONONHUTENLHOM NpUioxeHun [1B.

5 BBEJEH BIEPBbIE

MpaBuna NnpuMeHeHns HacTOoALWEero craHgapTa ycTaHoBneHol B FTOCT P 1.0—2012 (pa3gen 8).
MHopmauns 06 N3MEHEHUSIX K HACTOsALLEMY CTaHAap Ty Ny6/mkyeTCcs B €XerofgHom (Mo COCTOSHUI Ha
1aHBaps Tekywero roga) MHpopmMaLnoHHOM ykasaTene «HauvoHanbHble CTaHAapTbi», a opuunanbHbIi
TEKCT U3MEHEHUI 1 NOMPaBOK - B eXeMeCsAYHOM UH(OPMaLMOHHOM yKasaTenie «HaunoHanbiwe cTaH-
fapTbi». B cnyyae nepecmoTpa (3amMeHbl) WM OTMEHbl HACTOSLWEro cTaHAapTa cooTBeTCTBYyKLee
yBefoMeHne GyaeT ony6/MKOBaHO B 6avKailieM BbiNyCcKe MHGOPMAaLMOHYOIo ykasaTensa «HaunoHanb-
Hble cTaHfapTbi». COOTBETCTBYLWAaA MHhopMaLus, yBeJOMIEHNE U TEKCTbl pa3MeLlalnTCcsa Takxke B
MHbOpMaLMOHHOI cucTeme 06LLLEro Nob30BaHMsA - Ha oduLmanbHOM caliTe degepasbHOro areHTCcTBa
no TEexXHNYeCKOMY perympoBaHunio 1 meTponorun B ceTun NHTepHeT (gost.ru)

©CTaHgapTuHdopm. 2014

Hactosiwmii ctaHaapT He MOXeT 6biTb MOJIHOCTBIO WM YaCTUYHO BOCMPOM3BEAEH, TUPaKMPOBAH W
pacrnpocTpaHeH B kauecTBe O(pULMANbHOTO M3faHus 6e3 paspelleHns PefepasibHOro areHTcTea no TexHU-
YeCKOMY perysimpoBaHuio 1 METPOIOTM
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BeepeHve

HacTosAwmin ctaHaapT ABASETCS PYKOBOACTBOM A1 PETY/IMPYHOLMX OPraHoB M ayAUTOPCKUX OpraHu-
3auuii. OCYLLECTBISAOLWMX ayAuTbl CUCTEM MEHeMKMEHTa KauecTBa U3roToBuTeneil MeanUMHCKUX n3aenuii ¢
HeCKONbKMMU NPOU3BOACTBEHHLIMU MiowWwaakaMu. HacTosiwmii ctaHgapT cneayeT paccMaTpuBaTb COBMECT-
Hoc TOCT P 54882.

MoTeHuManbHble NpevMyLLecTBa HacTOAWEro cTaHgapTa A1 Peryvpyowmnx opraHoB unvM ayantop-
CKUX OpraHu3auuii BkIoyarT B cebs:

NoBbILLEHNE Pe3y/IbTaTUBHOCTM ayauTa CUCTEMbl MEHEIKMEHTA KauecTBa 13rotoButeneli megu-
LIMHCKUX U3[ENMUI C HECKOIbKUMW MPOM3BOACTBEHHBIMU NOLLLAAKAMY;

coKpallleHne BpeMeHU NPOBeLEHNS ayanTa ayAUTOPCKOM opraHusaumeid 1 CTOMMOCTU ayanTa;

ob6ecneyeHne pyKoBOAALMX NPUHLMUMOB A1 NEPBOHAYA/ILHOIO ayAMTa, WHCMEKLUOHHBIX ayanToB
1 cneymnanbHbIX ayanMTOB CUCTEMbI MEHEIKMEHTA KayecTBa U3rOTOBUTE/E C HECKONBKMMU NPON3BOLCTBEH-
HbIMU NJIOLaAKaAMMU.

MoTeHuManbHbIe BbIroAbl ANS U3rOTOBUTENEH MeAULMHCKUX U3Lenuii BKoYalT B cebs;

- MOBbILLEHNE Pe3YIbTAaTUBHOCTU ayAnTa CUCTEMbI MEHEI)KMEHTA KayecTBa U3roToBuTeNeli ¢ He-
CKOJIbKUMIW NPON3BOACTBEHHbLIMY NIOLAAKaMY;

- COKpalleHne BpeMEHW NpoBeAeHUs ayanTa U CTOMMOCTM ayauTa Ana U3roToBUTens;

- ynyuleHne NoOHMMaHUsS npouecca ayauta cMcTemMbl MeHeKMeHTa kauecTBa U3rotosuteneli ¢ He-
CKOJIbKUMIW NPOU3BOACTBEHHbLIMY N0 AaAKAMU.
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HALUWOHA/NIbHbBIN CTAHOAPT POCCUMNCKOWN OGELEPALUMU

PYKOBO/ZCTBO MO AYAUTY CUCTEM MEHEIXXMEHTA KAUECTBA U3rOTOBUTE/EWN
MELULMHCKNX U3AENA HA COOTBETCTBUE PEFYIVUPYIOWMM TPEBOBAHUAM

YacTtb 4

AYyAUT HECKO/TbKNX NMPOU3BOACTBEHHbIX M/OLaf0K

Guidelines for regulatory auditing of quality management systems of medical device manufacturers. Part 4
Multiple site auditing

[Oata BBefeHus — 2015—01—01

1 O6nacTb NpPUMEHEHUS

HacTosiwuunii ctaHpapT siBNsieTCA PyKOBOACTBOM A1 ayAMTOPCKUX OpraHv3auuii gns naaHWpoBaHus,
opraHusauuv, NpoBefeHNs, OKYMEHTUPOBaHKSA, a Takke aHasm3a nporpaMMm ayavTta npv npoBejeHun ay-
OVTOB U3rOTOBUTE/IEN MeAUUMHCKUX U3fennii (cM. 3.5) ¢ HECKO/IbKUMU MPOU3BOACTBEHHLIMU NoOWaAKaMu,
[eliCTBYIOLWMMMN B paMKax TOI e CUCTEMbl MEHEXXMEHTa KayecTBa.

HacToawmin ctaHgapT He pacnpocTpaHseTcs Ha M3roToBUTENEW, BKAKYAKLWMX B Cebs HeCcKosbKo
npeanpusTUiA, COOTBETCTBYIOLMX Pa3/INYHbIM CUCTEMAM MEHeIXMeHTa kayecTBa. OTHOLIEHUSI MeXAy 3Tu-
MU NpeanpuaTUAMM Heob6XO4MMO paccMaTpuBaTb Kak OTHOLIEHMS Mexay noctaBwukamu, (cm. FOCT P
55747-2013 (GHTF/SG4/N84:2010)). OpHako, ecnm MU3roToBUTENlb UMEET HECKOMbKO NpeanpuaTuii ¢ He-
CKOMIbKUMW NPOW3BOACTBEHHLIMU M/IOWaAKaMK, AEACTBYOLWMMN B pamMKax OAHON CUCTEMbI MEHEeLXMeHTa
KayecTBa, TO HaCTOALWMIA CTaHAapT MOXET 6biTb MPYMEHEH.

2 HopmaTtuBHbIe CCbUIKN

B HacToAwWeM cTaHfapTe MCNob30BaHbl HOPMATUBHbIE CCbIIKM Ha cnefylowme cTaHjapThbl:

FOCT P 54421-2011 PyKoBOACTBO MO ayguMTy CUCTEM MEHeMKMEeHTa KayecTBa U3rorosmTe-
ne MegULMHCKNX M34ennii Ha COOTBETCTBME peryanpyrwmm TpebosaHusam. YacTb 1 O6wme Tpebdo-
BaHus (GHTF/SG4/N28R4.2008. MOD)

FOCT P 54882-2011 PykoBOACTBO MO ayAnTy CUCTEM MeHeLKMeHTa KayecTBa U3roToBuTenei
MeLMLMHCKNX U3fennii Ha CoOOTBETCTBUE perynnpyowmm TpebosaHmsam. HacTe 2. CTpaTerus aygura
(GHTF/SG4/N30R20.2008. MOD)

FOCT P 54881-2011 PykoBOACTBO N0 ayguTy CUCTEM MEHeKMeHTa KayecTBa M3rotoBNTBABIA
MeLMLMHCKMX U34eNnil Ha CoOTBeTCTBMe perynvpylowum TpebosaHuam. YacTb 3. OTueT 0 nposege-
Hun aypuTa (GHTF/SG4/N33R16:2007, MOD)

FOCT P 55747-2013 (GHTF/SG4/N84:2010) PykoBOACTBO NO ayguTy CUCTEM MEHeLKMeHTa Ka-
yecTBa M3roToBMTENER MeAWUMHCKUX W3f4enuii Ha COOTBETCTBME perynvpylowmm TpeboBaHusaM.
YacTb 5. AyanT ynpas/ieHnsa nocTasLukamm

GHTF/SG1/N055:2009 OnpefeneHuss TEepPMUHOB «NPOU3BOAMT €/b/ U3roToBUTENb», «oduunanb-
HblIli NpeAcTaBnTeNb», «ANCT PUbLIOTOP/ONTOBLIN NpoAaseL» U «MMNOpTep»

MpumeuyaHue - MMpu NONb30BAHUM HACTOSILLMM CTaHAAPTOM LiesIecoo6pasHo NPOBEpUTh AeicTBUE CCbl-
NIOYHBLIX CTaH4ApTOB B MH(OPMALMOHHONM cucTeme O6LLEro NoMb30BaHUS — Ha oduumanbHOM caiite degepansHoOro
areHTCTBa MO TEXHUYECKOMY PErySIMPOBaHUI0 U METPOJIOTUN B CETU VHTEPHET Un MO eXEerogHoOMY UH(OPMAaLMOHHOMY
yKkasaTeno «HauyoHanbHble CTaH4apTbl», KOTOPbIK OMyG/IMKOBAH N0 COCTOSIHUIO HA 1 AHBAps TeKyLlero roga, 1 no Bbl-
nyckaM eXEeMecsiuHOTo WH(OPMAaLMOHHOIO ykasaTensi «HaluuoHasbHble CTaHfapTbl» 3a Tekywuii rog Ecnn 3ameHeH
CCbIMIOYHbIN CTAaHAAPT, Ha KOTOPbIA AaHa HeAaTUPOBaHHAs CCblKa, TO PeKOMEHAyeTCs MCNo/b30BaTh AelCTBYOLLYI0
BEPCUI0 3TOTO CTaHAApTa C YYETOM BCEX BHECEHHbIX B JAHHYI0 BEPCUID U3MEHEHWIA. EC/N 3aMEHEH CCbIIOUHbINA CTaH-
[apT. Ha KOTOpbI/i AaHa faTWpoBaHHasi CCblika, TO PEKOMEHAYETCS UCMOb30BaTh BEPCUIO 3TOTO CTaHAAPTA C yKasaH-
HbIM BbllE TOLOM yTBEpXAeHus (NpuHaATUs). Ecnm nocne yTBepXKAEHWs HACTOSLLero ctaHgapTa B CCblIOYHbIA CTaH-
[apT, Ha KOTOpbIii AaHa AaTWpoBaHHas CCblika, BHECEHO M3MEHEeHWe, 3aTparuBalliee MosoKeHWe, Ha KOoTopoe AaHa
CCbIfIKA, TO 3TO MOJIOXEHUE PeKOMEHAyeTcs NPUMEeHATb 6e3 yyeTa AaHHOTO M3MeHeHWsi. ECAM CCbiNouHbIi cTaHgapT

M3paHne oguymansHoe
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OTMeHeH 6e3 3amMeHbl, TO NONOXEHNE, B KOTOPOM JlaHa CCbifka Ha Hero, pekoMeHAyeTcst NPUMEHATb B 4aCTW, He 3aTpa-
rmBawolLeli aTy CCbIsIKy.

3 TepMUHbI 1 onpeaeneHns

B HacToswweM cTaHgapTe NpYMeEHeHbI CrieAytoLine TEPMYHbI C COOTBETCTBYOLWMMUN ONpeaeneHnsMu:

3.1 nporpamma ayguTa (audit program): COBOKYMHOCTb OAHOrO WU HECKO/IbKMX ayAuToB, 3anjiaHu-
pOBaHHbIX Ha KOHKPETHbI Meprof BPEMEHU U HanpaB/IEHHbIX Ha AOCTMKEHVE KOHKPETHOW Lenu (3aumcTBO-
BaHO u3 NOCT I1SO 9000-2011. n.3.9.2).

MpumeuyaHue - MporpaMma ayfuToB BKIOYAET B Ce6S BCIO AeATENbHOCTb, HEOGXOAUMYIO A1S1 NAAHUPO-
BaHWs. opraHn3auin 1 NpoBejeHns ayjuTos.

3.2 ueHTpanunsoBaHHble yHKUMK (centralized function): ®yHKUMU CUCTEMBI MEHEIXMEHTa KayecT-
Ba, MPUMEHSEeMble K OAHON WAWN HECKOSIbKMM MPOU3BOACTBEHHbIM M/oWazkaMm, HO yrnpasisieMble C OfHOM
Npov3BOACTBEHHON Nowaakn (He 0653aTenbHO ¢ ynpasnsioLeli NPoU3BOACTBEHHONW NAOLLAAKN).

3.3 06wme dyHkymMu (common function): ®yHKUUN CUCTEMbI MEHE)KMEHTA KayecTBa, KOTopble ycTa-
HOB/EHbI N NPUMEHSATCS 60/ee, YeM Ha OAHOI NPOM3BOACTBEHHOW NaoLaskKe.

3.4 ynpasnswwas npoussoacTBeHHas nnowanka (lead site): MNMpousBoAcTBeHHas naowagka c
LEeHTPa/IM30BaHHON hyHKUMENR, C MOMOLLbI KOTOPOIM ynpaBnsieTcs cuctema MeHeKMeHTa kavecTBa npu-
MEHUTENIbHO K NPOM3BOACTBEHHBLIM NJOLWaAKaM NPW YCNOBUM HENPEPbLIBHOTO HaA30pa U BHYTPEHHEro ayau-
Ta. Ynpasnswowas nNpousBoACTBEHHAs M/owafka MoxeT notpe6osartb y 060V NPOU3BOACTBEHHONW N0-
LWajKkM OCYLLECTB/IEHUA KOPPEKTUPYIOLWMX Mep. Korga 3To Heobxogumo. B cnyvyae Heob6xofuMmMocTu 37O
[OMKHO 6bITb onpefenieHo B ouLManbHOM COrnalleHnun Mexay ynpasnsiowieii Npon3BoACTBEHHON no-
LaaKol 1 ApyruMy npon3BOACTBEHHbIMU NOLWaAKaMu.

3.5 nsrotosutens (manufacturer): ®usnyeckoe nan LPUANYECKOE NLIO, OTBETCTBEHHOE 3a MpPOEkK-
TMpOBaHWe. W3rOTOB/IEHWE, YNaKOBKY W/WAW MapKUpOBKY MELULMHCKOrO W3fenns, YCTaHOBKY/MOHTaX Wau
MogudmKaumio MeguLIMHCKOro U3fenus nepes BBefeHVeM ero B obpallieHve uamM BBOAOM B 3KCnayaTaLuio
He3aBWCVMMO OT TOro, BbINOSIHAET NN 3TW Onepauun BbILEYNOMAHYTOE /L0 WMAW TPeTbA CTOpPOHa OT ero
nmeHn [GHTF/SG1/N055].

3.6 M3roToBUTENb C HECKO/IbKUMM NPOU3BOACTBEHHbIMW naowagkamu (manufacturer with
multiple sites): /3rotoBuTeNb, KOTOPbLI OCYLWECTBASET AEATENbHOCTb B pamMKax OAHON M TON Xe CUCTEMbI
MeHe[)XMeHTa kayecTBa Ha 60/s1ee YemM 0fHOI NPOM3BOLACTBEHHOW NoLaaKe.

3.7 npou3BoacTBeHHaa nnaowagka (site): Mecto (MAeHTMULMPOBAHHOE OAHMM ajpecom), rae us-
roTOBUTENb OCYLLECTBNSAET CBOK AEATE/IbHOCTb.

3.8 pykoBoauTtenb rpynnbl no ayauty (overall lead auditor): Ayantop, Ha3HayeHHbIi PyKOBOAUTb
ayantom (3ammctBoBaHo u3 NOCT ISO 9000-2011, n.3.9.10, npumeyaHue 1).

4 Mporpamma ayguTta aas U3rotoBuTesieli ¢ HECKO/TIbKMMU MPON3BOACTBEHHbI-
MW M/I0LWaAKaMm

AyauTbl HECKO/IbKMX MPOM3BOACTBEHHbLIX NIOLAL0K NPUMEHUMbI A1 U3roTOBUTENEl, Ubs AesaTenb-
HOCTb MOANEXUT ayauTy, KOTOpble MPOBOAATCA Ha pasHblX MPOWU3BOACTBEHHbLIX Nowankax v nof pykoso-
ACTBOM U KOHTPOJIEM YNpasnsiowein NpoM3BOACTBEHHOW Miowanki. B uensx pesynbTaTMBHON KoOpAuHa-
LUuM fesATeIbHOCTM MO ayAuTy HECKONbKUX MPOU3BOACTBEHHbLIX NAOWAA0K A0/MKHA OblTb [AOKYMEHTasIbHO
pa3paboTtaHa nporpamma aygvTa. MNpu aToM Ao/mKeH 6bITb HA3HAYeH NaBHbIN ayauTop.

Hactosiwmii ctaHgapt gononHsetr TOCT P 54421-2011 (pasgen 7) u TOCT P 54882-2011
(n.n.4.3. 4.6 n pasgen 5). CBA3b MexX/y KOTOPbIMY NpuBeAeHa B NpunoxexHun A.
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PucyHok 1 - Bnok-cxema npouecca ayauta U3rotoBuTtesis ¢ HECKO/IbKMMU NPOU3BOACTBEHHbLIMU
naouiagkamm
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4.1 Llenn n KpuTepun nporpammel ayanta

Llenn n kputepumn nporpaMmbl ayamTa HECKONbKUX MPOU3BOACTBEHHbLIX M/IOLWAA0K AO/KHbI ObITh ON-
pefeneHbl Takum 06pa3oM, YTo6bl OHM AEMOHCTPUPOBA/IN COOTBETCTBYIOLLMI OXBAT CUCTEMbI MEHEMKMEH-
Ta kavectBa usrotosutens, (cM. TOCT P 54421-2011, n.n.7.1 wn 7.6.2). MNporpamMmma ayguta [O/HKHA
onpegenaTb 061acTu B3avMOAENCTBUS NOLWAL0K U pacnpefeneHne 0TBETCTBEHHOCT MeXAy pas/iMyHbIMK
NPOM3BOACTBEHHbIMM nnowagkamu, (cm. FOCT P 54421-2011, n.7.1).

4.1.1 Llenn nporpaMmmsbl ayanta
Mporpamma ayaurta npefgHasHavyeHa gns:
onpefiesieHNs COOTBETCTBUA CUCTEMbI MEHEXXMEHTa KayecTBa U3roToBUTEsA NPUMEHNMbIM
CTaHJapTaM MeHe[)XMeHTa kayecTsa v perynvpyolmm TpebosaHnsm. NpaBoBble TpeboBaHNA Ha pasHbIX
naowagkax MoryT oTimyaTbCs;
onpejeneHnsa pesynbTaTUBHOCTN BHEAPEHHON CUCTEMbI MEeHeKMEHTa KayecTBa, nusberas Kax-
[blii pa3 n36bITOYHOCTU ayAUTOB LEEHTPaIN30BaHHbIX OYHKLWIA;
onpejesieHNa BO3MOXHOCTEl M3roTOBUTENS B Pe3yNbTaTUBHOM MOMy4YeHUn MHopMauum 1 aHa-
nn3a gaHHbIX CO BCEX NPOM3BOACTBEHHbIX MI0WAA0K, B TOM UY/C/e Ha ynpas/isioweid Npon3BoaCTBEHHOW
naowajke, u3 Takux UCTOYHUKOB, Kak aHann3 CMK co CTOpOHbI PYKOBOACTBA, Xanobbl, BHYTPEHHUE ayAuTsl,
KoppekTupyoLime feicTensa u T.4.
[Ona nonyyeHuss LONONHWUTENbLHON MHpopMauun o uensx ayauta cm. TOCT P 54421-2011,
n.7.1.1.
4.1.2 Kputepuu nporpamMmmMbl aygmrta
Kputepun nporpammel ayauta s HECKONLKUX NPOU3BOACTBEHHbLIX NIOWAA0K AOMKHBI BKIOYATL:
perynupytouime TpeboBaHuns, NnpeAbasasemMble K ynpassioLleil NPoM3BOACTBEHHON NoLagKe u
OpYyruM Npou3BOACTBEHHbLIM Mol aaKam;
KayecTBO nNpoueayp cUCTeMbl MEHEe)KMEHTa KayecTBa, CBA3aHHbIe C LLleHTpasIn30BaHHbIMU U 06-
LWMMU PYHKLMSMNA.
[nA nonyyeHns 0ONOSHUTENbHOW MHOpMaUMK no kputepusam ayauta cm. FTOCT P 54421-2011,
n.7.6.2.2.

4.2 O6nacTtb ayguta

[nsa Toro uTo6bl paspaboTaTe Nporpammy ayamnTta, KOTopasi NoAXo4AMUT A/ BCEX NOLWA0K, B KOTOPbIX
6yayT NpoBefeHbl ayauTbl, ayguTopckas opraHusauus Ao/HKHA MosyunTb AOCTaTOYHYI0 MHGOpMauuio oT
N3roToBUTENSA U ONpeaenunTb;

cUCcTeMy MeHeKMEHTa KayecTBa, NoA/iexallyo ayauTy, BKI4as Npovu3BOACTBEHHbIE Mouaj-
KW. geiicTByloLMe B paMKax aToli CUCTEMbl MEHEKMEHTA KayecTsa,;

C/IOXKHOCTb U MacLliTab AesaTeNlbHOCTW, OXBaTbiBaeMOl 06LLUell CMCTEMO MEHEI)KMEHTa KayecT-
Ba;

nnuo (nuu), otBeTcTBEHHOE(bIX) 38 CUCTEMY MEHEXXMEHTAa KayecTsa,;

yMpaB/isoLWy0 NPOM3BOACTBEHHYIO NOLLAAKY.

Mpw onpefeneHnn B3aMmMoLeincTBUA 1 CBSA3N MeXy NPOM3BOACTBEHHbIMY NoLaskaMmu (B TOM yucne
ynpasnswoLleli Npon3BoACTBEHHOIM NOWAAKoN), a Takke AessTeNIbHOCTU KOHKPETHOW Mpov3BOACTBEHHOM
naoWaakn 1 nobbiX N3MEHEHUIA HA «MECTHbIX» YPOBHSAX, cnefyeT, B TOM yuc/e, 06paTuTb BHMaHVeE:

Ha coBelllaHus no aHannly CMK co CTOpOHbI pyKOBOACTBA:

[eATeNbHOCTb, CBSA3aHHYIO C MPOBEAEHNEM BHYTPEHHEro ayauTa;

[EeATEeNbHOCTb MO NPOEKTUPOBAaHUIO;

NPON3BOACTBEHHYH AeATENbHOCTb (B TOM YMC/E XPaHEHME);

CUCTEMY KOPPEKTUPYOLLMX U Npeaynpexaanowmnx geicTBuii;

MexaHW3Mbl NonyvyeHns uHdopmaLuy nocne BBoAa B obpallieHne NpoayKunm 1 aHanns faHHbIX;
OL,eHKY MOCTaBLLVKOB:

CUCTEMY YNpaBeHNs AOKYMeHTaune;

06paTHylo CBfI3b C NOTPeOMTENEM M aHaNN3 06paTHON CBA3N.

Bonee noppo6Has nHdopmaumsa o6 ayaute npveegeHa B TOCT P 54421-2011, n.n. 7.1.2 n
7.6.2.2 nlrOCT P 54882-2011. n.4.6.
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4.3 TloaroToBka nporpaMmmbl ayaura

Mocne Toro kak B 06Leil nporpamme ayauta 6biv YCTAHOBMEHbLI LeNn 1 Kputepun, a cuctema Me-
He/pKMeHTa kayecTBa, nognexaiwas ayavTy, bbiia oxapakrepu3oBaHa, MOryT ObiTb NOArOTOB/EHbI U 3a40-
KYMEHTUPOBaHb! NporpaMMbl ayauTa npu o6Lueli KoopArHaL MU CO CTOPOHbI FTaBHOTO ayauTopa.

4.3.1 Lenwn, kpuTepun n 061acTb aygnToB OTAEMNbHbIX NPON3BOACTBEHHbIX NAOLWAA0K

B FOCT P 54421, n.7.1 ycTaHOBNEHbl PYKOBOAALIME MPUHLMMbLI ONpeAeneHns uenei ayauTa,
KpuTepum 1 obnacTb ayauta. XapakTepucTuka CUCTEMbl MEHEXMEHTa KayecTBa, NPOBEPEHHON Ha npeabl-
Aywmnx atanax, no3BonseT onpefenuntb o6wuii 06bEM 1 CPOKKN ayauTa, B3auMoelicTBme Mexay nnowag-
Kamu 1 BuAbl feAaTenibHoCTU Npu ayauTte. O6beM VHAMBUAYANbHBIX ayAMTOB NPOU3BOACTBEHHbIX NAOLAA0K
[omKeH ObITb onpegeneH Ha OCHOBe 3TON MHopmauun. OTO He UCKNYaeT KOMOMHMpPOBaHWE NAoLaAokK
n/vnn feaTenbHOCTN B KOHKPETHOM ayauTe.

Kak ToNbko 06beM KaXAoro v3 MHAMBMAYANbHbIX ayAuMTOB NPOW3BOACTBEHHbLIX MAOLWAA0K YCTaHOB-
NIeH. KpuTepun AN Kaxaoro ayaumTa MoryT ObiTb pasrpaHuyeHbl. Kputepuun, BeposiTHO, 6yAyT NOAMHOXECT-
BOM OOLLUUX KpUTEpueB ayauTa.

HakoHel,, ycTaHaBnuBatloT Uenu ayauta ANna WHAVBULYaNbHbIX ayAnTOB NPOM3BOACTBEHHbIX MoLa-
fok. Lenu fomkHbl BKIOYaTh:

NpOBEpPKY BbINO/THEHUS TPE6OBaHWIA;

B3aVMofelicTBMe 1 pe3ybTaTUBHOCTb 3TOr0 B3aVMOAENCTBUA MeXy NPOU3BOLCTBEHHbIMU
nnowasakamu (B TOM Yncne ¢ ynpasnsioLeii Npon3BoACTBEHHON NOLLAAKON);

COOTBETCTBME NOTUKM B 061aCTV KaYecTBa Ha BCEX NPON3BOACTBEHHbIX M/OLLaAKaX.

[Ona nonyyeHuss [ONOMHUTENBLHOW MHGOpMauun o uenax ayguta cm. TOCT P 54421-2011 n.
7.1.1.

4.3.2 NocnepoBaTesibHOCTb ayguta

MocnepgosatensHOCTL (MM NOPSAAOK) ayAMTOB, KOTOpble OyAyT OCYLEeCTB/IEHbI B paMkax NporpaMmbl
ayavTa, Ao/MKHa OblTb 3apaHee onpejeneHa, UCXoAa M3 HeOOXOAMMOCTH OLEHKN 06LMX YHKLUWIA, a Takke
ux B3aumocsasn. O6LMIA UCnonb3yeMblii NOAXO0A K NpoBeAeHno ayanTy (HanpyMep, «CBEpXY BHM3», CKBO3-
HOW. MO TEXHOOTMYECKOl Lienoyke) byaeT okasbiBaTb 3HAUMTENIbHOE B/IMSHWE HA NOC/eA0BaTeNbHOCTbL ay-
OMTOB.

Mporpamma ayanta MOXeT coyeTaTb HECKO/IbKO MOAXOA0B K onpeAenieHunto nocnefoBaTe/lbHOCTH AN
ayavTa NPOM3BOACTBEHHbIX MNIOWA0K:

Ynpasnswowaa npoM3BoACTBEHHAA Nnolwajka, a 3atem gpyrve npons3BoACcTBEHHbIE NAOLLAAKN

Mpn Takom nogxofe, ayauTopckas rpynna cHavyana npoBoAMT ayAuT ynpasnsiolieil nNpovn3BOACTBEH-
HOW nnowagku (Hanpumep, wTab6-kBapTupbl). Mocne ayauta ynpasnsiolein Npon3BOACTBEHHON NIOLAAKN
6yayT NpoBefOHbl ayAnTbl APYrMX NMPOU3BOACTBEHHbIX MNOWAA0K. B 3aBUCMMOCTM OT pe3ynbTaToB ayauTta
NPOV3BOACTBEHHBIX NOLWAL0K MOXET BO3HUKHYTb HEOOXOAMMOCTb NPOAO/DKEHNA ayauTa Ha ynpasnstoLei
NPOV3BOACTBEHHOI NoWaake B paMkax BbIMOSIHEHUS NporpaMMbl ayauTa.

3TOT NoAxX0f peKoMeHayeTCs A1 NepBUYHON cepTudmKaLuu.

Mpon3BOACTBEHHbIE N/IOLWAAKM, a 3aTeM ynpasnsaowas NnpoM3BoACTBEHHAsA nioLajka

Mpu TakoM nogxofe, ayAnTopckas rpynna cHavasna npoBOAWUT ayAuTbl HEKOTOPbIX/ UK BCEX NPOU3-
BO/CTBEHHbIX N/IOLWAA0K, KOTOPble ABMATCA YacTbio 06Leli CUCTEMbl MeHeL)XMeHTa kadyecTsa. locne ay-
OVNTOB 3TMX NPOM3BOACTBEHHbIX MOWAL0K OyAeT NpoBeAeH ayauT ynpaBnsiowein npon3BoaCTBEHHOW No-
VTR

OTOT NOAX0A PeKoMeHAyeTcs, korga ayauwTopckas rpynna XoveT COCPefoTOUMTLCA Ha KOHKPETHOM
BOMpoCe unu npotiecce.

OpfHOBpPEMEHHbIV ayauT
Mpu TakoM Noaxofe pas/niMuyHblie ayAMTOPCKUE TPynnbl NPOBOASAT ayAuT HECKOMIbKUX NPOW3BOACTBEH-
HbIX NJ0LWAaA0K O4HOBPEMEHHO.
Takoli noaxod MoXeT 6biTb MCNOMb30BaH B 0COOLIX C/yvasx, Korga TpebyeTcs onepaTuBHbIA ayanT
CMCTEMbl MEHEe)KMEHTa KayecTsa.
4.3.3 OnpegeneHne noTpebHOCTU B pecypcax
MoTpebHOCTN B pecypcax A/1s KaxAoro oTAe/IbHOTo ayauTa A0/KHbI ObiTb ONpeaesieHbl C y4eToM:
pO/sIN rNaBHOrO ayanTopa B NOAAEePXaHN/ B3aViMOCBA3N:
Heo6X0AUMON KOMMNETEHTHOCTU ayAMTOPOB;
OTBETCTBEHHOCTU ayAUTOPOB;
KONMyecTBa YenoBeKoAHel ayauTa, Tpebyemblx Ha OTAe/IbHY0 NPOU3BOACTBEHHYH MIOLLALKY;
06LLUMX BPEMEHHbIX PaMOK A/191 NPOrpaMmMbl ayauTa;
H806X0,IJ|I/IMOCTI/I npuenevyeHns TexXHNYeCKUX 3KCnepToB N NepeBoavynKoB,
TpeboBaHuWil K OTYETY NO NporpaMme ayauTa.
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Tam. rae 3TO NpakTUYeCKU BO3MOXHO, OfHa ayauTopckas rpynna [Oo/hKHa NpoBOAUTbL ayAauT BCeX
NPOV3BOACTBEHHbIX MIOWAA0K Ans obecneyeHus nNpeemcTBEHHOCTU. Korga 37O He npefcTaBnsieTcs BO3-
MOXHbIM. HEOBGXOANMO NPUMOXUTL YCUINS, YTOObI OAVH W TOT Xe rMaBHbli ayanTop pabotan BO BCeX ayau-
TOPCKMX rpynnax. Bo Bpems BbINOSIHEHUS 3TUX NPOBEPOK PErynspHas CBA3b MeXAy PyKoBOAUTENSAMU rpymnn
no ayauTy MOXeT 6bITb nosiesHa Ana obecneyeHns coOrnacoBaHHOCTU B NPOBEAEHUN ayauTa, a Takke Anas
06HapyXeHns NoTeHUnanbHbIX NPo6/1eM 1 PUCKOB CPeAmn NPON3BOACTBEHHbIX NOLLAAO0K.

[lna nonyyeHns AOMNOSHUTENBHON MHOPMaL My No onpeAeneHnto KOMNeTeHUUN ayaMTOPCKON rpynmbl
cM. FTOCT P 54421-2011. n. 6.2.

4.3.4 OnpepgeneHne NoTpebHOCTN B KOMMYHUKaLUAX W OTYETHOCTMW

AyauTopckas opraHusauuns Ao/xHa ob6ecneynTb HeNpPepbIBHOCTbL UHOPMALMK MeXAay ayAnTOPCKUMM
rpynnaMu B Xxofie ayguta n Ha 3ak/1ounTenbHOM(bIX) COBELaHNN(AX).

B pamkax nporpammbl ayguTta fo/mKeH 6biTb paspaboTaH v 3a40KyMEHTMPOBAH MNiaH KOMMYHVKaLWiA.
B nnaHe kOMMyHUKaLuii cnegyeT NpMHUMaTh BO BHUMaHMe:

a) NHOPMaLMIo, KOTOPY0 He06X04MMO nepefasaTb MeXAy ayanToOpPCKUMM
rpynnamu, ocyLLecTBAAIOWMMN ayauT OTAENbHbIX NPOU3BOACTBEHHbIX NNOLWAA0K, a
TakkKe PYKOBOACTBOM ay[MTOPCKOW opraHusaumun, Hanpumep:

1) nogTBEPXAEHNE KOHKPETHON AEATEeNbHOCTU NPOM3BOACTBEHHONM MIOLWAAKN:

2) BbIBOAbI ayauTa:

3) 0 xo4e ayauTa;

4) 0 pecypcax, KoTopble Heo6xoAnMbl AN ByAyLINX ayAUTOB HA OCHOBE TEKYLLUX pe3ynbTaToBs:

b) CBAI3b B X0fle UHAVBUAYaSIbHbIX ayUTOB NPON3BOACTBEHHbIX NIOWAA0K U 3aKNH0UNTESTBHOIO
coseLanus(uii);

c) orpaHuyeHne o06CyXAeHNIi C N3roTOBUTENEM KOHKPETHbIX Pe3y/ibTaToB, OTMEYEHHbIX Ha Kax-
[0l nnowajke BO BpEMSA OCYLLECTB/IEHNA ayanTa OTAe bHbIX NPOM3BOACTBEHHbIX NNOWAa0K, 6e3 npesa-
CTaB/IEHUS CBOAHOIO 3aK/1HYEHNS O COOTBETCTBUMN CUCTEMbI MEHEKMEHTA KayecTBa B LiEe/IoM;

d) NoAroTOBKY U pacnpocTpaHeHne UHAUBUAYasbHbIX U CBOAHbIX OTYETOB;

e) aHanv3 nnaHa KOMMyHVKaumii 1 ero nepecMoTp No Mepe Heo6XxoAMMOCTH.

PesynbTaTvBHOE NaHMpoBaHWe KOMMyHukauuii obecneyvMBaeT pelleHue KIl4veBbiXx npobnem (Ha-
npumMep. B3avMOAENCTBUE MexAy NPOU3BOACTBEHHbIMU MowWwafkamMmu U T.4.), KOTOpble BbIABAATCA U pe-
LIalTCA B XOAe TeKyLlwmx 1 6yayLmnx ayamTos.

AyauTtopckuii(ne) otyeT(bl) Ao/mkeH(bl) 6bITb NMOArOTOBNAEH(bl) B COOTBETCTBUM C PEKOMEHAALMAMU,
faHHbiMM B TOCT P 54881-2011. Kak MMHMMYM, OTYeT no nporpaMme ayauTa AO/KEH ObiTb cOCTaBneH
TakMum 06pa3om, YTOObl OH BK/IHOYasT OLLEHKY CUCTEMblI MEHeKMeHTa KayecTsa B LesioM. TaMm. rae npowus-
BOACTBEHHblE NOWAAKM, NoAseprawowmnecs ayauty, 6amsku reorpacuyecku, yHKUMOHANBHO UK 06be-
[OVHEHbI B OAHW BPEMEHHbIE pamMKu ayamuTa, oT4eTbl N0 3TUM ayauTaM MoryT 6biTb 06beAVHEHbI.

4.3.5 3aBoplieHne NoAroTOBKN NMporpaMmmsbl ayanta

Mporpamma ayauta Ao/mKHaA 6bITb COCTaB/eHa Takum 06pasom, 4YToObl coAepxaTtb BCIO BbllLeyKa3aH-
HYI0 MHbopMaLMio 1 BKIOYaTh CriefyloLuee:

- uenu nporpammbl ayauTa, Kputepumn 1 obnactb ayanta;

- nocnepfoBaTtesibHOCTb ayAUTOB:

- uenu, 06nacTb U KpUTEpPUX, a Takke pecypcbl, HEOOX04UMbIE ANA KaXA0T0 MHANBULYANIbHOTO
ayguta:

nnaH KOMMYHUKaLMiA, BKIOYas Tpe6oBaHUS K OTYETHOCTY.

MoApo6HOCTN NNaHOB MHAMBUAYAsbHbIX ayAUTOB MPOW3BOACTBEHHbIX NIOLWAA0K MOryT ObiTb OCTaB-
NEeHbl Ha YCMOTPEHVe PyKOBOAMUTENS ayAUTOPCKOW rpynmnbl AN F1aBHOMO ayaMTopa, eCc/iM TakoBol nmeeTcs.
[ns gononHuTenbHON MHopmaumm o nnaHMpoBaHum aygutos cm. FTOCT P 54882-2011. n. 4.6.

5 BbIMNo/IHEHWE NpOrpaMmbl ayamTa

B fgononHeHne K BugaMm feATenbHOCTU NO ayauTy, ycTaHoBsieHHbIM B TOCT P 54421-2011, n.
7.6. Npn NpoBeAeHUN ayAMTOB HECKOSIbKMX NPOM3BOACTBEHHbIX M0LWaA0K CYLLEeCTBYET HECKO/bKO Kitoye-
BbIX (DaKTOpOB, TpebyoL X 0Co60ro paccMOTPEHNUS.

Kak npaBuno, 60nee nNpakTMYHO NPOBOAUTL ayANT LLEHTPaNM30BaHHbIX Y 06LWMUX OYHKLMIA, NCNONb3yA
B NepBylo oyepeb NOAX0[ «CBEPXY BHU3».

LleHTpanu3oBaHHble QIYHKLMU MOTYT BK/IKOYaTb:

NlorucTnyeckyto cuctemy (ynpasseHue 3anacamu, ckiagnposaHue, cobiT);

- 3aKynku;

- paboty cxanobawmu;

- [OKyMeHTVMpOBaHue cMcTeMbl MeHe[XMeHTa kayecTsa (ganee - CMK);

- VMHOpMaLMOHHO-TEXHOIOTMYECKNE CUCTEMDI.
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W Hao60poT, Ncnonb3ys Noaxos OT NpoAyKTa («CHU3Y BBEPX»), MOXHO HAHECTU NepBbIii BU3UT B NPO-
eKTHbIli OTAeN, fanee - Ha NPOM3BOACTBO U B OTAEN CObITa.
PekomeHayeTcsi, UuTo6bl NPOMEXYTOK MeXAy ayauTamn Gbln Kak MOXHO Kopouye, YToGbl MHGopMaLms
N flaHHble, NOSIyYEHHbIE B Pa3HbIX MecTax, ABAS/INCb akTyasibHbIMU U NOC/ief0BaTebHbIMU.
AyauTopckme rpynnbl AO/HKHbI 06MEHMBATLCS OTAENbHBIMU HABMOAEHUSIMY, BbISIBEHHBIMU Ha  ApY-
TMX MPOM3BOACTBEHHBIX NMOLWAaAKax Ha COOTBETCTBYIOLLMX 3Tanax B COOTBETCTBMM C Nporpammoii ayauTa,
(cm. 4.3.4).
OCHOBbIBasiCb Ha 3TUX fJaHHbIX MpPorpaMMbl ayauTa cneayeT nepecMaTtpuBatb W U3MeEHATb Mo Mepe
Heo6XoAMMOoCTH.
[ns KOHKpeTHOl NPOU3BOACTBEHHONM MIOWAAKA U KOHKPETHOM LEeHTpasI3oBaHHoW yHKUUM ayanTop-
ckasl rpynna foshkHa:
OLEHNTb COOTBETCTBME U Pe3y/IbTaTUBHOCTb AESATENIbHOCTU NPUMEHUTENbHO K 3TOl LieHTpanu-
30BaHHOW (PYHKLMM, 32 KOTOPYIO OTBEYAET faHHas NPOM3BOACTBEHHAs NoWanka,
OLLeHUTb COOTBETCTBME ¥ pPe3yNbTaTMBHOCTb NpoLecca B3auMOCBS3N C APYrMMU NPOU3BOLACT-
BEHHbIMY M/I0OLLLaAKaAMM.

5.1 AyANT Ha KOHKPETHbLIX MPOU3BOACTBEHHbIX NuoLagKkax

5.1.1 NMpepBapuTenbHoe coBelaHne

Kpome TOro, kak ato onpegeneHo s FOCT P 54421-2011, n. 7.6.3.1, Ha coBeLlaHNN, NOCBALLEH-
HOM Hauany ayamTa HEeCKOJIbKMX MPOU3BOACTBEHHbIX M/I0WaA0K, HE06X04MMO yUYecTb cneaytoLlee:

npeAcTaBnTb NporpaMmy ayamTta A5 HECKOSIbKUX MPOU3BOACTBEHHbIX MIOLWAA0K;

06DBACHNUTL, YTO ayANT NPOM3BOACTBEHHON NOLLAJAKA ABNSIETCA OAHOM U3 yacTeli ayamTa He-
CKOJIbKMX NPON3BOACTBEHHbIX NIOLWAA0K;

noATBEPAUTb LLeHTPaIn30BaHHble 1 obLwue OyHKLUK;

onpeaennTb, KTO AB/ISETCA OTBETCTBEHHbIM 3a (DYHKLWW, B TOM YMC/e LEeHTpasIn30BaHHbIe U
obLyme.

5.1.2 AyauT noagcucrtem

B pononHeHne k FOCT P 54881-2011 (pa3gen 5), cnegylowme NyHKTbl MOTYT CMYXUTb B kauyecTse
pyKOBOACTBA Mpu ayauTe pas/iMyHbIX NpoLeccoB MeHeXMeHTa KayecTBa.

5.1.2.1 MNMopacucTema BbICLLIErO PYKOBOACTBA

1) OnpefennTb, CyLWeCTBYIOT N Kakne-nnmbo KOHKPEeTHbIE perynvpylowme TpeboBaHus, KOTopbie
OTHOCSATCS K KOHKPETHOW NMPOU3BOACTBEHHOI nnowaake (MPOM3BOACTBEHHbIE NOLWAAKN, HAXoAsLWMecs B
pasHbix rocygapcrax/cTpaHax).

2) Y6eanTbes, YTO CBA3N MeXAy NPOU3BOACTBEHHBIMU MOLWAaLKaMU pe3ynbTaTUBHbI.

3) Ecnu coBelaHmsa no aHann3y cMCTeMbl MEHEIXMEHTA KayecTBa CO CTOPOHbI PYKOBOZACTBA Mpo-
BOAATCA Ha KOPNOPaTUBHOM YPOBHE, ONpeaennTb, Kak Apyrne npousBoACcTBEHHbIE NOWAaAKA y4acTBYOT B
opMrpoBaHUK oTyeTa No aHann3y CUCTeEMbl MEHe)KMEHTa KayecTBa CO CTOPOHbI PYKOBOACTBA.

4) OnpegennTb, KTO NPUCYTCTBYET Ha yNpaBs/isioweid NpoM3BOACTBEHHONW niowagke (M gpyrnx
NPOU3BOACTBEHHbIX NOLWaAKax) Ha CoBeLLaHNAX Mo aHann3y CUCTEMbl MEHEKMEHTA KayecTBa CO CTOPOHbI
pyKoBoACTBa.

5) OnpegenuTb, NPUMEHAIOTCA NN NPU NPOBEAEHUN BHYTPEHHUX ayANTOB cneumduyeckme Tpebdo-
BaHWA ANS Kaxaolh nnowaaki. Ecnm aa, To cnefyeT ycTaHOBUTL, CyLLecTBYeT n obwuii noaxoa, NCnosb-
3yeMmblii 415 BCEX MPON3BOACTBEHHbIX M/IOLLAJ0K.

6) Onpegenutb, ABNSETCA N1 MHOPMALMSA 0 pe3ynbTaTax ayauTta AOCTYNHOM ANa BCeX Npous-
BOJCTBEHHbIX NOLaa0K.

5.1.2.2 Moacuctema NpoeKkTMpoBaHns 1 paspaboTku

1) Onpegenutb, Ha KakMx NPOU3BOACTBEHHbIX NOLWaAKax cneayT 04MHAKOBbIM npoueaypam 1
MeToAVKam

2) OnpegennuTtb, Kak NPOeKTbl nNepefarnTcs OT nogpasfeneHns, ocyLwecTBAAIoWero paspadboTky
npoekTa, Ha NPOM3BOACTBEHHbIE MN/OLWAAKN, OCYLLECTBSAOLWME MPOU3BOACTBO

3) Y6eanTbCs, OCYLLECTBASETCS M pa3paboTka OAHOI 1 Tol Xe NpoAyKLMN HAa HECKOMbKUX NPo-
M3BOACTBEHHasn naowaskax. Ecnu ga. To onpefenntb, kak KOOpAMHUPYeTCA 3Ta AeATeNbHOCTb U Haxo4uT-
CSl /I OHa NOJ, KOHTPO/IEM.

5.1.2.3 MoacuctemMa TEXHUYECKOW [O0KYMEHTaLUN

1) Y6epuTbCs, 4TO AOTOBOPEHHOCTU MEXAY MPON3BOACTBEHHbIMY NOWaAKamMu 418 OOCTY-
nal/ynpaBneHuns foKyMeHTauuel ABNSTCA AOCTATOYHbLIMU.

2) Y6eauTbes, UTO ynpaBneHne U3MeHeHUsAMN AOKYMEHTUPOBAHO U ABNSETCA A0CTaTOYHbIM.

5.1.2.4 MoacructeMa NPon3BoACTBA M yNpasBieHnsa npoueccamm
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1) Ecnu nponssofcTBeHHas AeATeNbHOCTL (B TOM Y/Ce XpaHeHne, TpaHCnopTUpoBaHue v ap.)
NpoAyKUMM NPONCXoAsaT 6o/1ee YeM B OAHOM MeCTe, OnpeAennTb, Kakoe B/IMSHUE 3TO OKa3blBaeT Ha KayecT-
BO NPOAYKUWM, MPOCNEXNBAEMOCTb U 06ecneyeHe COXpaHHOCTH.

2) Y6eautbes, UTO OTBETCTBEHHOCTb 3@ KOHTPO/Ib KayecTBa onpejeseHa AoCTaToO4YHO U YTo fe-
Tann MM KOMNAEKTyoLWme, KOTopble NPOU3BOAATCA Ha OAHOV NPOU3BOACTBEHHOW Miowaake, oTBeYaT
TpeboBaHWAM ApYyroii NPOU3BOACTBEHHON NIOLLAAKN.

3) Y6enumTbcs, Y4TO NPOM3BOACTBEHHAA AEATENbHOCTb, OCYLLECTBAsSseMas Ha HECKO/TbKUX No-
LajKax. npoBoAUTCA 3KBUBANIEHTHLIM 06pa3oM (T.e. B COOTBETCTBUM C TEMU Xe npoLesypamu, ¢ TeM xe
noAxoAoM K npoueccy Baimgauum n Tul.).

5.1.2.5 Mopacuctema KOpPPeKTUPYOLWUX 1 NpeaynpexaarLwmnx geicTeunii

1) Y6eanTbCcs, 4TO COOTBETCTBYIOLLME KOPPEKTUpYOWMe 1 npegynpexgaiouine AeicTsus U BO3-
MOXHOCTUN ANS YAYULEHUs pacnpocTpaHAaTCa u/unv peanusyloTcs Mexay Npou3BOACTBEHHbIMU Moliaa-
Kamu.

2) Y6eauTtbCcs, YTO MexXay MPOV3BOACTBEHHLIMY NJOLWaAKaMK CyLLeCTBYeT A0CTaTOUHbIA 0O6MeH
nHdopmaLmeli 0 BBeAeHHOI B obpalleHne NpoayKuMn 1 aHanunse 3TUX AaHHbIX.

5.1.2.6 Moacuctema ynpasrieHUs 3akynkamu

OnpegenuTb, Kak NPOM3BOACTBEHHAA NaoLLajKa, 3aBMCMMas OT NPOU3BOACTBEHHON MO Ak, KOTo-
pas oueHvnBaeT 1 BbIGUPaEeT NOCTaBLMKOB OT eé 1MeHu, obecneymBaeT [OCTATOUYHYHO OLEHKY MOCTaBLLMKOB
1 OCYLLeCTBAET yrpaB/ieHne 3Tol AeATeNIbHOCTbIO.

5.1.2.7 Mopacuctema ynpasneHns AOKyMeHTaumel n 3anmcsmm

1) Y6eputbes, 4TO LieHTPaM30BaHHble NPOLEeCcChl JOKYMEHTUPOBaHb! 1 AOKYMEHTbI pa3paboTaHbl.

2) Onpegenutb, ynpasnseT /M KOHKPeTHas Mpou3BOACTBEHHAs njowagka AOKyMeHTauuel B cOo-
OTBETCTBUM C LeHTpanusoBaHHo CMK unm no aToMy BOMpPOCY CyLlecTByeT CamoCTOATeNbHas MoaMTuKa
NI0KaNbHOM cUCTEMbl MEHeKMEHTa kayecTBa?

3) Onpefenutb, SBAAETCS /M NPaKTWKa XpaHeHWs AOKYMEHTOB OAMHAKOBOW ANS BCEX NPOW3BOA-
CTBEHHbIX Maowafok (Hanpumep, TpeboBaHNA MOTyT pas/IMyaTtbCs B 3aBUCMMOCTU OT PErMOHaNIbHOrO 3aKo-
HofaTenbCTBa) U yAOBNETBOPSAET NN KpUTEPUAM ayanuTta?

4) Y6eautbes, UTO OKYMeHTauns KOHKPEeTHOW NpOoM3BOACTBEHHON NaowWadku He BCTynaeT B Npo-
TUBOpEUMne C LLIeHTPasIM30BaHHON [OKYMeHTaue.

5.1.2.8 Mopgcmctema NpoLeccoBs, CBA3aHHbIX C NoTpebutenem

1) Onpegenutb, ABAAETCA N obpaTHas CBA3b C NoTpebuTenem n aHanu3 06paTHON CBA3N LieH-
TPasiM30BaHHOW (KOpnopaTWBHOW) U/MNN TONLKO AN KOHKPETHON nnowanku. Ecnn obpatHas cBsA3b SiBNseT-
CA LLleHTpasIM30BaHHO, TO cuctema AoshkHa 6biTb 4OCTYMHA A8 NPOU3BOACTBEHHON NIOLWAAKN.

2) Y6eauTbcsa, UTO CywW,ecTByeT AOCTATOYHbIA M CBOEBPEMEHHbIA 06MEH uHdopmauueli Mexay
COOTBETCTBYHOLUMY NPOU3BOACTBEHHbIMY NowWaakamu (Hanpumep, ANs yA0BAeTBOPeHWUs Tpe6oBaHuii no
OMOBeLLEeHN0 0 He6NAronPUATHLIX COBBITUAX).

5.1.3 3aknwunTtesnibHoe coBellaHne

3akntountenbHOe CoBeLlaHne NPOBOAAT, Kak 3TO ONpeAesieHO B NepBOHaYanbHO 3anjaHypoBaHHOW
nporpaMmMe ayauTa: Takke 3akniounTe/lbHoe coBellaHne MOXeT ObiTb NPOBEAEHO Ha OTAE/bHbIX MPON3BOL-
CTBEHHbIX MN/oLafkax UCKIIUYNTENBHO B CBA3M C 3aBepLUEeHNeM NporpaMMbl ayamTa.

Ecnu 3akntountenbHble COBELL@HNA NPOBOAAT Ha OTAEeNbHbIX NPOU3BOACTBEHHbIX Nolagkax, obcy-
XIEHNEe AO/MKHO OblTb OrpaHUYeHO KOHKPETHbIMU BbIBOAAMMW MO KaXAoW OTAENbHON NPOU3BOACTBEHHOL
nnouwiajke 6e3 npefcrtaBfeHnsa 3aKkno4eHNs 0 COOTBETCTBUM CUCTEMbI MEHE)KMEHTA KayecTBa B LIe/IOM.

B fononHeHve K ykasaHuaMm, npusefeHHbiM B TOCT P 54421-2011. n. 7.6.3.5. Ha 3ak/04nTe b-
HOM COBELLaHUN OTAENbHOW NPOM3BOACTBEHHOW NIOLWaAKN HE06X0ANMO:

ob6ecneunTb MHhOpPMMPOBaHME BbICLIENO PyKOBOACTBA YNpaBAsioLWel naowafkm o pesysnbra-
Tax ayauta Ha oTAenbHOl NPpou3BOACTBEHHON Naowaske:

06BACHWUTb, YTO BbIBOAbI OTPAHNYMBAIOTCA ayANTOM KOHKPETHOW NPOM3BOACTBEHHOW NOLWaKK;

06BACHWUTB, YTO ayAWUT KOHKPETHOW NPOW3BOACTBEHHON N/OLWAAKN ABNASETCA OAHON U3 vacTel
ayfmTa HeCKOMbKNX NPOU3BOACTBEHHBIX NaoWwafok.

5.1.4 OTyeT No ayauty

Ecnu chopmupyeTca CBOAHbI OTYeT 06 ayAuTe NPOM3BOACTBEHHbLIX N/OLWAA0K, ayfUTOPCKUA oTyeT
no ayauTam oTAesIbHbIX NMPOU3BOACTBEHHbIX M/IOLWAA0K [O/KEH 6bITb NOArOTOB/IEH B cooTBEeTCTBUM € TOCT
P 54881-2011. OTueT Ao/KeH ObiTb OrpaHNYeH KOHKPETHbIMW BbiBOAAMW, CCOOPMY/IMPOBAHHBLIMK NO Kax-
[0l 0TAeNnbHOl NPOM3BOACTBEHHON nnowaske 6e3 npefocTaBNeHNs 3ak1l04eHNs 0 COOTBETCTBUN CUCTEMBI
MeHe[)XMeHTa KayecTsa B Lie/IoM.

XoTsi oTYeTbl (HOPMUPYIOTCS, Kak NpaBWo, 4151 KOHKPETHOW Miowankm, MoryT GbiTb cnyyau, rae oT-
4yeT Mo ayAuTy oxBaTtbiBaloT 60/s1ee YeM OfjHY NPOV3BOACTBEHHYIO M/IOLLAAKY.
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5.2 O606LleHne nporpaMmbl ayanta

5.2.1 ®opmupoBaHmne o6 NX BbIBOLOB

B pononHeHne Kk FOCT P 54421-2011. n.7.6.3.5, o6wWue BbIBOAbI N 3aK/1KOYEHUS O COOTBETCTBUMN
CUCTEMbI MEHe[)XMeHTa KayecTBa MOryT ObiTb NpefcTaBfieHbl Ha COBELaHNM UNN anbTePHATUBHbIM COOT-
BETCTBYHOLLMM CMOCOGOM KOMMYHUKALWW.

B xope aToro coseljaHnsa ayguTopckasi opraHmsaumsa (rnaBHblli ayguTop, OCYLLEeCcTBASALWMI obuiee
PYKOBOZCTBO) U M3roTOBUTE/Nb [LO/MKHbI 06CYAUTH, KakuM 06pa3oMm 6yAeT OCYLLeCTBAATHCA AeATE/IbHOCTb
nocrne ayaviTta v ynpaBfieHue 3TUM NpOLECCOM.

Ecnu 3akntountesibHoe coBellaHne NpPoBOANUTCA NO 3aBepLUeHUN NporpaMmmbl ayauta AN HECKOSIbKUX
NPOU3BOACTBEHHbIX N0OLWAaA0K, He06X0ANMO:

obecneuntb MHQPOPMUPOBAHUE BbICLLETO PYKOBOACTBA r1aBHOW NAOLWaAku 0 pesynbraTax ay-
AWTa Ha OTAEeNbHbIX NPOM3BOACTBEHHbIX M/IOLaAKaxX:

06061 MTb BbIBOAbI, CAENAHHbIE MO OTAENbHbIM NPOM3BOACTBEHHbIM M/IOLaAKaM,;

npefcTaBnTb BbIBOAbI O COOTBETCTBUM CUCTEMbI MEHE[)XMEHTa KayecTsa B LiesioMm;

UH(OPMUpPOBaThb 06 pe3y/IbTaTUBHOCTY B3aUMOAENCTBNA MeXAy NPOM3BOACTBEHHbIMY N0-
LagKkamu.

5.2.2 CBOAHbIN OoTUeT

B gononHeHne k FTOCT P 54881-201 1. pasgen 6. otyeT fo/mkeH ObiTb CCHOPMUPOBAH Tak. YTOObI
BK/lOYaTb B ce6A BbIBOAbLI B OTHOLIEHUN O6LMX Leneli, nepeyncneHHbix B 7.1. JaHHbIli OTYET MOXET ObiTb
MCMONb30BaH B kayecTBe CBOAHOIO Aokiaja.

OT4yeT MOXeT 6bITb NpeAcTaBNeH U3rOTOBUTENIO HA 3aK/OUYNTE/IbHOM COBELLaHNW Wan anbTepHaTuB-
HbIM COr/1TaCOBaHHbIM CMOCOGOM KOMMYHUKaLUN.

naBHbIi ayauTop JO/MKEH 0600WUTL pesynbTaTbl ayguTOB BCEX MPOM3BOACTBEHHbLIX MIOLWAA0K U
NOAroTOBUTL CBOAHBIA Aoknaf. OueHkn pesynbTaToB ayauTa OTAe/bHbIX MPOU3BOACTBEHHbLIX MNIOLWAAO0K,
M3HavanbHO OMnpejesieHHble Kak He3HauyuTeflbHble HEeCOOTBETCTBUSA, AO/DKHbI ObiTb MpOaHa/M3MpPOBaHbI,
4yTo6bI YO6EeanTbCA, YTO OHU He ABMAIOTCH CBUAETEeNbCTBaMU 3HaUYNTE bHbIX HECOOTBETCTBUI B pamMkax 06-
LLeil cMCcTeMbl MEHE)KMEHTa KayecTBa.

B cBOAHOM OTyeTe HEOOXOAMMO MPUBECTU CCbISIKM HA BCE MPOBEPEHHbIE MPOV3BOACTBEHHbIE M/I0-
Lwagkm 1 0606LWmnTb pe3ynbTaTbl U BbIBOALI. B oTYETE MOXHO MPUBECTU CCbISIKU HA OTAE/bHbIE NPON3BOACT-
BEHHble M/IOWaKN U3 ayAWTOPCKMX OTYETOB ANA KOHKPETHbIX HabnoAeHud v HecooTBETCTBUIA, KOTOpble
NPUMEHUMbI TONIbKO K OAHOW NPOU3BOACTBEHHON Niowaake. B oTyeTe Ao/mkHa 6biTb yka3aHa CBA3b MexXay
NPOU3BOACTBEHHbLIMI M/oLWaAKamMn 1 obpalleHo 0co60e BHYMaHUE Ha LeHTpasin30BaHHbIe 1 obmne yHK-
un. Tam AO0/MKHO 6bITh YKa3aHO YMCNO COTPYAHMKOB, YeNOBEKOAHENR ayanTa, COOTBETCTBYHLMX Mpouec-
COB. NPOAYKUMSA, CTaHAapTbl MeHe[XMeHTa KayecTBa W HauuoHaNbHble TPeboBaHWUA K OTAENbHbIM NPOus3-
BO/ACTBEHHbLIM Nowaakam. 3Ta nHpopmauns MOXeT 6biTb NpeAcTaB/ieHa B Buge 1abvubl UM MaTpuubl.

5.3 3aBeplieHune ayauta

MporpamMma ayauta SIBNSETCA 3aBepLUeHHOl, Korga BCce MeponpusiTus, 3anjaHupoBaHHblie B Mpo-
rpamme ayauTa 3aBepLleHbl U OKOHYaTe lbHbI oT4eT(bl) 0 ayanTe(ax) npegeTtasrieH(bl) N3roTOBUTENIO.

6 lMoaTeepxaatoline ayanTobl

B pononHeHne Kk TOCT P 54421-2011, n. 7.8. oueHKa KOPPEKTMPYIOLMX AEANCTBUIA N3rOTOBUTE-
nem 6yaeT BkoYaTb B CE6S MOMEHTbI, U3/T0XKEHHbIEe HUXeE.

Mpy o6HapyXeHUn ayanTOPCKOM OpraHu3alveil HeCOOTBETCTBUS Ha M0G0 OTAeNbHON NPOM3BOACT-
BEHHOI nnowiagke (UM B3aMMOCBSI3aHHOW C Hell naowafkoil) n3roToBUTeslb AO/IKEH NpoaHanM3MpoBaTh,
Kakue Npou3BOACTBEHHbIE MMOLWAAKA MOTYT ObiTb 3aTPOHYTbI, U YTO. BO3MOXHO, YKa3blBaeT Ha 00LWuil He-
focTatok cuctemsl. Kpome TOro, ayautopckasi opraHusaumns MoOXeT BK/1HUYUTb OCHOBHble HECOOTBETCTBUS B
CBO/HbIN OTYeT.

Ecnn cuctemHas npobnema feiicTBUTENBHO CYLLECTBYET, U3roTOBUTE b AO/KEH BbINOMHUTL aHanus,
OCYLLECTBUTb KOPPEKLMN U KOPPEKTUPYIOLME AeiCTBAA U NPOBEPUTL 3TO Ha rM1aBHOW NoWajKe U Ha KOH-
KPeTHON Npon3BOACTBEHHOW nnowagke. AyanTopckaa opraHv3auus A0/HKHA OLeHUTb nnaHbl U3rotToBuTens
Ha MOJIHOTY, AOCTATOYHOCTb M Pe3yNbTaTUBHOCTL KOPPEKTUPYIOLWNX AeACTBMIA. MpoBepka BbINOTHEHUSI 3TO-
ro NnaHa MoOXeT OblTb YacTblo Nocnefylowero ayauta wunm 6biTb BKIOYEHa B CNeayioLylo nporpammy
ayauTa.

Ecnu n3rotoBuTENb NPUHUMAET peLleHne 06 OrpaHMyeHnn CBOMX KOPPEKTUPYIOLLMX WAV Npeaynpex-
JawoLlwmx gericTBril, OH AO0/MKEH NpPeAoCTaBUTb ayAWTOPCKON opraHu3aumn ybeauTesibHble OCHOBaHWUA AN
aToro.
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7 AHann3 nporpaMmmbl ayguta

Mocne 3aBeplieHWss ayauTa nporpamMa ayauTta 4o/hKHA CUCTeMAaTMYecku aHanuamposaTbes. Lienm
TakKoro aHanu3a:
OLEHUTb Pe3y/ibTaTUBHOCTb NPOTrPaMMbl ayanuTa;
BHECTU W3MEHEHWsI B NpOrpaMMy ayauTa, ec/iv oHa NoaaexuT fasibHelileMy UCMNOoTHEHNIO;
NpeAnpUHATL Kakne-nn6o KOpPpeKLUu UM KoppekTupylolme AeiicTBUst B MporpaMMe ayauTa, Ko-
TOpble UCKMOUNY Bbl HA NPaKTUKE HEeA0CTaTKM NPOrpammb.

7.1 Pe3ynbTaTUBHOCTbL ayguTta

Mpwn oueHke pe3ynbTaTVBHOCTM NPOrpammbl ayauTa A0/DKHbI ObiTh NOMyYEHbl OTBETHI HA cnegyoLne
BOMNPOCHI:

1)  [ocTurHyTbl 11 obLme uenun nporpaMmmsl ayguta?

2)  O6ecneunBaeT 1 Nporpamma ayauTta nosHblii 0xeBaT BCeX KpuTepues ayanta?

3) Bbiiv nn obnacTb, 3ajaun n KpUTEpUM ayauToB OTAE/bHbIX NPOU3BOACTBEHHLIX M/IOLWAA0K
[ocTaTo4YHbIMU?

4) Bbina N1 nocnepoBatesnibHOCTb ayANTOB LieniecoobpasHa?

5) Bbin nu nopxopd K ayanTy nogxoaawmm?

6) Mossonuna nNu nporpamMma ayauTa ayAMTOPCKONM rpynne Hagnexatnum obpasom U3yynTb CBA3N
1 B3aumofeincTBre Mexay pas/iMyHbIM/ NMPoV3BOACTBEHHLIMY NaoLWaaKammn?

7) Bbiv M JocTaTtouHbIMU pecypcehbl, BblifeNeHHbIe Ha BbINOIHEHVE MporpamMmmbl ayamuTa?

8) Cwmorna ninm nporpaMma aygumta onTMMmM3npoBaTth UCMOb30BaHWE PeCcypcoB?

9) Bbin nn oTyeT no ayauTy OCTaTovHbIM?

Ecnu npu oueHke pesynbTaTMBHOCTU MPOrpamMmbl ayAuTa BbiiB/IEHbl HEAOCTaTKM, HEobXoANMO Npo-
BECTW KOppeKuMn u KoppekTupylowwme aeictemsa. Koppektupylowme feicTBUA MOTyT BK/OYaTb BHECEHWe
M3MeHeHnn B Byaylime nporpaMmbl ayavTta v nposBefeHve JONOMHUTE NbHbIX ayAWToB C Lenblo obecnevye-
HWS1 COOTBETCTBUSA U3rOTOBUTENA.

7.2 /\13aMeHeHne nporpaMmmbl aygura

Ecnn nporpamMma ayguta 6yAeT MCNonb30BaTbCsA B JasibHElLeM, pe3ynbTaTbl OLEeHKN pe3ynbTaTus-
HOCTU Nporpammbl ayauta MoryT 6bITb UCMO/Ib30BaHbI A/11 BHECEHUS U3MEHEHUIi B mporpammy ayamTa. 310
MOXET BK/t04aTb U3MEHEHWE NOC/e0BaTEIbHOCTU ayANTOB, AOMNOMHUTENbHbIE PECcYpPChbl AU UBMEHEHUS B
Tpe6oBaHUSIX K OTYETHOCTU. I3MEHEHUA B NporpamMMy ayauTa BCErAa AO/MKHbI 6biTb 0POPMIIEHbI B KOHTEK-
cTe 06LWMX Lenei nporpammbi.

7.3 Koppekuumn n koppektupyouwmne gelictsus

B cnyvasix, korga oueHka pesy/nbTaTMBHOCTM MpOrpaMMbl ayauTa BbISIBASIET HefOoCTaTKU, U 3Ta Npo-
rpamma He 6yAeT UCMoNb30BaTbCA CHOBA, MOXET NOTpe6GoBaThCs NPOBeAEeHNE KOPPEKLMA 1 KOppekTupyto-
LNX OelCTBUNA.

Koppekuus fo/mkHa COCTOSATb M3 MEPONPUSATMIA MO YCTPAHEHUIO OTKNOHEHUIA MeXAay TeM. 4To 6blIo
BbIMO/IHEHO B pamMkax Nporpammbl ayauta v TeM. Kakue CTOS/IM Lefu nporpaMmMbl. OTO MOXET NoB/eYb 3a
c060ii AONO/THUTE bHbIE ayAWTbl NMPOU3BOACTBEHHbIX M0LWAA0K, NOATBEPXAANOLNE ayanTbl AN NOAFOTOB-
Ky AONOSIHUTE/bHbLIX OTYETOB. B KpaitHMx criyyasix, 06bem cornacoBaHuii No pesynbTaTtaM ayauta, BO3MOX-
HO. [lO/KEH GbITb COKpaLLEeH.

KoppekTupytouiue geinctems, npeanpuHATbIE B OTHOLWEHUN HEAOCTATKOB NPOrpaMMbl ayanTa, AO/HKHbI
6bITb HAaNpaB/ieHbl Ha Npouecc, Mo KOTOPOMY pa3pabaTbiBaeTcsa nporpaMMa ayauta. iameHeHus B nogxope,
MCNO/SIb3YyEMOM CUCTEMOI MeHeXKMeHTa KauyecTBa, [0/IKHbl 6biTb BbINOSIHEHbI. KOPPEKTUPYHOWMX AECT-
BUIA, KOTOpPbIE TaKKe MOryT okasaTb BMAHWE HA pacnpejeneHne pecypcoB Npu npoBeaeHun ayamTa, Ha Xof
ayauTa, uenvm unm Kputepuun ansi ayauToB OTAE/bHbIX NPOU3BOACTBEHHbLIX NIOLWAA0K, MOXET 6biTb MHOXE-
CTBO.
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Mpunoxexne A
(o6sa3aTenbHoe)

FOCT P 55748—2013

PYyKOBOACTBO NO ayAuTy CUCTEM MeHeXMeHTa KauecTBa U3roTOBUTENei MeAMLUHCKUX U3Lennii Ha
COOTBETCTBME pPeryiupyrLLum Tpe6osaHnsam

Bnok-cxema, nokasbiBalliaa B3avMOCBA3b MeX /Ay BCeMU PYKOBOAALMMN MPUHLMNAMUN, YCTAHOBNEHHBIMU B CTaHAapTax
no ayanTy CUCTEM MeHeXXMeHTa KavyecTBa n3rotoBuTenei MeaANLNHCKUX m3,qenm71 Ha COOTBETCTBME perynnpyrowmm

rOCT P MJ.'t 10/t «PTom.
NeTan Hu ay/laTy 1Inwi»In HeHoNX-
YenHsbl Ta wn*oatun.y»!.”:i'd
MmcOnnnwnw u/Ocimi HWM (uooiavm-
iM tue pe.ynapymcany Tpa/lunaHuHx

voe/BransH

Llena n obnactb ayauta
(T.1»

Nuana> nékymcutaumu
(7.6.2.1)

MogrotoBka K Mpo»cnenno
a» toH ||catr.1bl10C1B HO a>Tu-
™ (7.1.22 T.6.2M

Mposeacmuc Hu,inn acs 1C.«bio-
cm nol)a>n

Moarotoska, o06peEHNE H

1
paccblyika oT4eTa O HpoBeTe-
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(7.6.4) 1
'3aBeplueHie ayanta 1
<7.6.3> ri

X

Mposeknkc nmn,|lacpx.|amwmnT
ayauTos
17 K)

I'0 Ct P rPyHMKONONNO Ki> JI&CV. CUCHUW
jientitM.uTwia KiivitMuii svosmsnmm
etimiall KEH u<Iuv HA i oYHenanes

p ty 3upyTAuum MpaiHTUNTMM Yuynu
sliviHm  aTesMbKT  HpuMeHo/IcTHCwwe
it.uHiuai Vo™

TpeboBaHNAM

/* TMporpamm* aygutagnis He- '

CKOJIbKUX NMPOU3BOACTBEHHbIX
nnowagok (4)

Llenu v kputepuu mpo-
TpamMbl ayamTa
4.1)

O6nacTb ayauTta
(4.2)

MoparotoBka nporpammbl
ayawuta (4.3)

BbinosiHeHVe npoTpaMMbl ay-
anta (5»
MpoBegeHne ayautoB Ha
KOHKPEeTHbIX NMPOnN3BOACT-
BeHHbIX naowagkax (5.1)
L
dopmupoBaHue o6WNX Bbl-
BogoB (5.2)
3aBeplueHne ayania
(5.3)
Zs

NogTeBepxaarowmne ayanTobl

(6)
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@
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<>

CcH

SOBOTS
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\. s>
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emMknapm.y.uipywaiuv TpcCDBUHNUA»
Yunun 2.0 wykm niii.v>uMi

Mpouyeccel
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Mpunoxexnne JA
(o6s3aTenbHoe)

CpaBHeHMe CTPYKTYpbl HACTOSIWEro cTaHAapTa co CTPYKTypoli fokymeHTa GHTF/SG4/N83:2010
«PyKOBOACTBO NO ayAnTYy CUCTEM MEHeAXMeHTa kayecTBa M3rotTosuTene MeguLnHCKUX n3gennin Ha
COOTBETCTBUE perynupyrouwmnm Tpebosannam. Hactb 4. AyauUT HECKONIbKUX MPOU3BOACTBEHHbIX

naowamoKk»
Tab6nuua JA1
Homep pasgena HacTosLlero ctaHgapTa Homep pasgena gokymeHta GHTF
BeegeHne 1.0 Beegexune
1 0O6nacTb NpuMeHeHns 2.0 O6nacTb NpUMeHeHns
- 3.0 Uenun
- 4.0 O6ocHoBaHue
2 HopmaTuBHble CCbISIKN 5.0 HopmMaTtuBHbIe CCbINKK
3 OnpegeneHuns 6.0 Onpegenenuns
4 TporpamMma ayauta A5 U3rotoButenei ¢ Heckonbku- 7.0 Mporpamma ayguTa 418 U3rotosuTeneli ¢ HeCKosb-
MV NPOU3BOACTBEHHbIMY MoLagKkamm KUMW NPOU3BOACTBEHHLIMU Mol aAKamMm
5 BbinosiHeHne nporpaMmmbl aygura 8.0 BbinosiHeHne nporpammbl aygmra
6 MoaTBepxAatLe ayanTbl 9.0 MogTeepxpatoLne ayantbl
7 AHanu3 nporpaMmmbl aygmra 10.0 AHanus nporpammsl aygmra

MpumevyaHune - MNpUNoXKEHNA HACTOALLErO CTaHAapTa COOTBETCTBYIOT NPUIOXEHNAM gokyMeHTa GHTF.
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Mpunoxexune b6
(o6a3aTenbHoe)

TeKCT U3MEHEHHbIX CTPYKTYPHbIX 3/IEMEHTOB HaCTOSLWEro cTaHgapTa U 4OKyMeHTa
GHTF/SG4/N83:2010 «PyKkoBOACTBO MO ayauUTy CUCTEM MEHEA)XMEHTA KayecTBa U3roToBuTeNei
MeANLUHCKUX N3aennii Ha COOTBETCTBUE perynupywmum TpeboBaHumsam. YacTtb 4. Ayaut
HEeCKO/IbKUX MPON3BOACTBEHHbIX N0 aA0K»

TekcT pasgenos 3 1 4 UCKNIOYEH N3 HACTOALLLEro CTaHAapTa, Tak kak HellenecoobpasHo BKIOYATb AaHHble pasgenbl
B HaLMOHa/bHbIV cTaHJapT B CBSI3U C TpeboBaHWAMYU K CTPYKTYpe HauMoHanbHOro ctaHgapta Poccuiickoli ®efepaumn,
ycTaHoBneHHbIMn B TOCT P 1.0. a TakXe B CBSI3M C TEeM. 4YTO cofepXxaHune faHHbIX pas3fenoB Ay6nmpyeTcsa cogepxaHu-
em BBefileHusi 1 pasfena 1 HacTosiero ctaHgapra.

3.0 Uenn

LlensaMmn HacTosLLEro JOKYMEHTA SABNAKTCS:

- rapMoHu3aLua 1 npefocTaBneHne pekoMeHaumnii ANs NNaHNPOBaHUA, opraHusauuu, NPpoBeAeHNs, [LOKYMEHTU-
poBaHMsA. a TakkKe aHasm3a Nporpamm ayauTa npv NpoBeAEeHUN ayAWTOB U3rOTOBUTENEW MELULMNHCKUX U3AENWIi C He-
CKOMIbKMMU NPOV3BOACTBEHHbIMU M0 AKAMM:

- OKaszaHWe NomoLLM ayauTopam M U3roTOBUTENsIM B NOATOTOBKE, BEAEHWUIO U aHanusy ayfuToB W3roToBuUTeENEl ¢
HECKONbKNMW NPON3BOACTBEHHBIMMW MO aAKaMU;

- NMOBbILWEHVE PE3YNbTATUBHOCTU ayAnTa CUCTEMbI MEHE[XMEHTA KayecTBa U3roToBUTENEN MeAWLMHCKUX U3ge-
NI C HECKONbKMMU NPOU3BOACTBEHHBIMI N/IOLLAAKAMM.

4.0 O60ocHOBaHMe

HacTosiwuii JOKyMEHT ABNsSieTCA PYKOBOACTBOM ANS1 ayAUTOPCKUX OpraHu3aluii, ocyuwecTBASIOWMX ayanTbl cUC-
TEM MEHEKMEHTA KayecTBa U3roTOBUTENEN MEANLUHCKAX U3LENIA C HECKOIbKMMU NPOU3BOACTBEHHLIMU NOLLAAKAMMU.

HacTosiwumii fokymeHT o6ecneyvBaeT Noc/ef0BaTe/IbHOCTb NAAHNPOBAHUS M NPOBEAEHUs ayauTa U3roToBuTe-
neit MEANLUHCKAX N3AeNNnii C HECKO/TbKUMY NMPOU3BOACTBEHHbLUN NIOWagKaMu.
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Mpunoxexne 4B
(cnpaBo4HOE)

CBefleHNs1 0 COOTBETCTBUU CChINIOYHbIX HALUMOHAbHbLIX CTaHAapToB Poccuiickoii ®enepayuu
MeXAyHapoAHbIM CTaHAapTaM, UCMOJIb30BAHHbLIM B KAYECTBE CChI/IOYHbIX B MPUMEHEHHOM
MeXAyHapoAHOM AOKYyMeHTe

Ta6nunya [AB.1

O603HayYeHne CCbIIOYHOTO HaLuo- CreneHb
HanbHoro ctaHgapta Poccuiickoii cooTBeT-
depepaumm cTBUA
FOCT ISO 9000-2011 HoT
FOCT P 54421-2011 MOD
FOCT P 54881-2011 MOD
FOCTP 54882-2011 MOD
FOCT P 55747-2013 MOD

O603Ha4YeHNEe Y HAMMEHOBAHWE CChISIOYHOTO MEXAYHAPOLHOMO
cTaHgapTa wam JOoKymeHTa

MNCO 9000:2008 «Cucrtembl MeHegXMeHTa kayecTBa. OCHOBHblE
NoM0XeHNs 1 crnoBapb»

GHTF/SG4/N28R4:2008 «PykoBoactBo GHTF/SG4/N33 no ay-
AUTY CUCTEM MeHe[)KMeHTa KayecTBa U3roToButesnein MeguumnH-
CKUX M3fenuii Ha cOOTBETCTBME perynupylowmm TpeboBaHusaM.
YacTb 1. Obwue TpeboBaHnaa

GHTF/SG4/N30R20:2006 «PykoBOACTBO MO ayAnTy CUCTEM
MeHe)KMeHTa KayecTBa M3roToBuTeNei MeauLUHCKUX n3fenuii
Ha cooTBETCTBME perynunpyrwmm TpebosaHmam. YacTtb 2. CTpa-
Terns aygura»

GHTF/SG4/N33R16:2007 «PykoBOACTBO NO ayauTy cucTem
MeHe[XMEHTa KayecTBa U3roToBuUTeNeil MeAULMHCKUX U3aenui
Ha COOTBETCTBME perynnpyowmnm Tpe6oBaHnam. Yactb 3. OTuer
0 NpoBejAeHUN ayauTa»

GHTF/SG4/N84:2010 «PyKkoBOACTBO NO ayAuTy CUCTEM Me-
He)KMeHTa KayecTBa M3rotosutesnieii MeJULVHCKUX N3fennii Ha
COOTBETCTBME perynupywowum tpeb6osaHuaMm. YacTb 5. AyauT
ynpaB/ieHnsa nocrasLinkamm»

MpumevaHne - B HacToslWeln Tabmue MCcnosib30BaHbI cneagywuime ycnoBHble 0603HavYeHnsa CTeNeHn COOTBET-

CTBMA CTaH4apTOB:
- lOT - naeHTUYHbI cTaHaapT;
- MOD - mMoAnMUUUPOBaHHLI cTaHaapT.
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