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MNpegncnoBue

1 NOArOTOBJ/IEH coBMecTHOM pabGoueli rpynnoii B cocTaBe npeacTaBuTenien O6wectBa C  OrpaHUYeH-
HO oOTBeTCTBEHHOCTbO «MEAUTECT» (OO0 «MEAOWUTECT». r. MockBa) W 3akpbITOro akuMOHEpHOro oobLie-
ctBa «HeoKop» (3A0 «HeoKop», r. KemepoBO) Ha OCHOBE COOGCTBEHHOrO MnepeBOAa Ha PYCCKUA SA3bIK  aHrI1o-
A3bIYHOWM BEPCUM [OKYMEHTA, YKa3aHHOro a nyHkre 4

2 BHECEH TexHuyeckum KoMuUTETOM MO cTaHgaptm3aumm TK 436 «MeHemMKMEHT KkadecTBa M 06Lwme
acnekTbl MEANLUHCKNX N34t

3 YTBEP)XOEH W BBEAEH B [EWCTBWE Mpukasom defepasibHOrO areHTcTBa Mo TEXHUYECKOMY
perynnpoBaHunio 1 MeTposiorumn ot 19 oktabpsa 2021 r. NP 1162-ct

4  Hactoswwui cTaHgapT SBNseTcAa MOANMUUMPOBAHHBbIM MO OTHOLIEHWIO K [OOKYMEHTY MexayHapoaHo-
ro dopyma perynsatopoB  meguuuHckmx  usgenuii  (IMDRF) IMDRF/MDSAP  WG/N24FINAL:2015 «Tpeb6oBaHus
K OT4YeTy Mo ayauTy W3roToBuUTesieli MeAUUVHCKUX W3Lenuii aAns  nNpefocTaBfieHUs B PEerysiMpyrowmini - opraH»
(IMDRF/MDSAP  WG/N24FINAL2015 «Medical Device Regulatory Audit Reports». MOD) nytem UW3MeHeHUs
€ro CTPyKTypbl.

MI3MeHEeHHbIe CTPYKTYpPHbIE 3/IEMEHTbI B TEKCTE CTaHAapTa BblAesIeHbl KYPCUBOM.

CBefleHMsT O COOTBETCTBUN CCbIIOYHbIX HaUMOHa/IbHbIX W MEXroCy[apCTBEHHbIX CTaHO4apToOB  MeXAyHa-
pPOAHbIM CTaHgapTaM W  [AOKYMeHTaM, WCMO/Ib30BaHHbIM B KayecTBe CCbIIOYHbIX B MNPUMEHEHHOM [OKyMeHTe,
npuBeeHbl B OMNO/THUTETbHOM NPUIoXeHun JA.

ConocTaB/ieHWe CTPYKTYpbl HacTOSILEro cTaHAapTta CO CTPYKTYpoOii MNPUMEHEHHOTO B HeM [OKyMeHTa
npvBeAeHO B [OMOMHUTENBHOM NpUaoxeHnn b

5 B3AMEH IOCT P 54881—2011

lMpaBuia nMpUMEHEHUA HacTOAWEro cTaHgapTa YCTaHOB/eHbl B CcTaTbe 26 ®dedepa/ibHOro 3akoHa
oT 29 wmoHa 2015 r. Ne 162-®3 «O cTaHgapTwusauum B Poccuiickoli ®epepauumn». WHdbopmauus o6 uns-
MEHEeHUAX K HacTosAWeMy CcTaHAapTy nyb/mkyeTcAa B eXerogHom (Mo COCTOAHWIO Ha 1 AHBaps Tekylwero
roga) WHopmauMoHHOM  ykasaTesnie «HauuoHaslbHble CTaHAapThl», a odUUNaIbHbIN  TEeKCT  U3MeHeHWi
M MornpaBoK — B eXeMeCAYHOM MHOPMALMOHHOM YyKasaTene «HauuoHasibHble CcTaHgapTbi». B cnyvae
nepecMoTpa (3amMeHbl) WM OTMeHbl HacTOsSWero cTaHgapTa CcooTBeTCTBYyOWee YyBefoMeHne 6yaeT
onybnmnkoBaHo B Gnwkalillem — BbINYCKe — €XeMeCAYHOro  MHOPMaLUMOHHOIo  ykasaTens  «HaunoHaslbHble
cTaHfapTbl». CooTBeTCTBYylOWasa uWHPOPMaUns, YyBeAOM/IEHME W TEeKCTbl pasMelaloTca Takke B UH-
dopmMaUMoOHHOW cucTeme O06LEro nosb3oBaHMA — Ha oduuMasibHOM caliTe ®egepanNbHOro areHTcTBa Mo
TEXHNYECKOMY PerysiupoBaHunio N MeTposiornn B ceTwu MIHTepHeT (wWww.rst.gov.nj)

©OdpopmsieHune. PIBY «PCT». 2021

Hactosiwmii cTtaHZapT He MOXeT OblTb MOJIHOCTBIO WAM YAaCTUYHO BOCMPOU3BEAEH, TUPAXUPOBaH U pac-
npocTpaHeH B KayecTBe OMUUMANILHOIO U3daHUs 6e3 paspelleHnss deaepasibHOrO areHTcTBa MO TeXHMYEeCcKo-
My PerysimpoBaHunio U MeTPOIOrMmn


http://www.rst.gov.nj
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BBepeHne

MexayHapogHblii  hopyM  perysiiitTopoB  MeauuuHckux wusgenuii  (IMDRF) ¢ uenbk  copgeiictBuss u  nog-
LEPXKN  eOUHbIX MeXAyHapoAHbIX MOAXOAOB K CUCTeEMaM perynvpoBaHWsa paspaboTan  KOHUEeNuuio nposege-
HUA eguHOro ayauta W3rotoBuTenen meauvumHckmx wusgenuii  (MDSAP). B pamkax 93Toii  koHuenuuun IMDRF
cTpeMuTCA HaliTu 6GanaHc Mexay OTBEeTCTBEHHOCTbIO  Perynpylowmx OpraHoB MO 06ecneyeHuto  BbICOKOro
YPOBHS 3aWuTbl rpaxgaH, He co3gaBas Mpy 3TOM HeObOOCHOBaHHbIX 6apbepoB ANS ayAUTOPCKUX OpraHu3auni
N MEANLMHCKOW MPOMbILLNIEHHOCTMU.

HacTtosawwmii ctaHgapT ABNseTcA OAHMM W3  Cepun  [OKYMEHTOB, pa3paboTaHHbIX C LeNblo  MMMIeMeH-
TauMM  KOHUenuum eamHoro ayauta W3rotoBuTener MeAVUMHCKUX u3genvii B - AeliicTeBylolme uwnm  pedopmu-
pyemble cuctembl perynvposaHus. [ea pgokymeHta — IMDRF/MDSAP/WG/N3 «Tpeb6oBaHuA K ayAUTOPCKUM
opraHmMsauusiM,  OCYLLEeCTBAAIOWMM  ayauT  WU3roToBUTeNnein  MeAuUMHCKUX — u3gdenuii, B LUensax  YrnosHomouvBa-
HUA  peryavpylowmmn  opraHamn» 1 IMDRF/MDSAP/WG/N4  «TpeboBaHus K MOAFOTOBKE W KOMMETEHTHOCTU
cneunanncToB ayAMTOPCKUX — OpraHu3auuii», SABASIOTCA  OONONHAWWMMKA - Apyr  Apyra. OHW  HanpaBfieHbl  Ha
ycTaHoBfieHne Tpe6oBaHWA K ayAWTOPCKAM  OpraHmsauvsiM WM 4YacTHbIM  3KCMepTam, BbIMOJSHAKOWMM  ayAuTbl
Ha COOTBETCTBME perynmpyrowumMm TpeboBaHMSAM W  WHble npouedypbl B pamkax 3akoHogaTesnlbCTBa B OTHOLe-
HUN  MEOMUMHCKUX W34enuvid, a Takke nNpounx MOJSIOXEHWA W npegnucaHnii B COOTBETCTBUMM C  TpebGoeaHUsMU
perynupyoLiero opraHa.

Cnegywowme Tpn pgokymeHta — IMDRF/MDSAP WG/N5 «MeToa npoBefeHUs OUeHKM ayAguTOpPCKuX —op-
raHM3aumini  co CTOPOHbI PEry/IMPYIOWErO OpraHa C LUeNbi MOHUTOPMHTA W ynosHoMoumBaHus». |IMDRF/MDSAP
WG/N8 «PykoBOACTBO MO MNPOBEAEHMIO OLEHKN ayAMTOPCKUX OpraHusauuii CcO CTOPOHbI perynvpylollero opra-
Ha» un IMDRF/MDSAP WG/N6 «TpeboBaHMSA K NOAFOTOBKE W KOMMETEHTHOCTU CHELNasIMCTOB MO MNPOBEAEHMIO
OLEHKN ayouTOPCKUX OpraHmM3auuii CO CTOPOHbI  PEeryiMpylolwero opraHa» — SBASOTCA  AOMNOJSIHUTE/IbHbIMU
LOOKymMeHTamu. 3Tn Tpu pokymeHta N5. N6 u N8 cdokycmpoBaHbl Ha TOM. Kak perynvpyloume opraHbl U KX
cneunannctbl MO MNPOBEAEHUIO OLEHKM O6yayT oueHuBaTb W OnpedensaTb COOTBETCTBME ayAUTOPCKUX OpraHusa-
uunii Tpe6oBaHMAM fokyMeHTOB IMDRF/MDSAP N3 n N4.

HacTosiwmii  cTtaHgapT  ABNsieTca  MOANMMUMPOBAHHBLIM MO OTHOWEHUK K AOKymMeHTy IMDRF/MDSAP
WG/N24FINAL2015 «Tpe6oBaHMs K OT4YeTYy NO ayguTy U3FrOTOBUTENEer MegVUMHCKUX unu3genuii  gnsa  npeno-
CTaB/fiIeHNs B Perynupylownini - opraH», KOTOpbIi B CBOK O4Yepedb 3aMeHsieT PYKOBOAAWMIA [OOKyMeHT LlieneBoii
rpynnbi no rno6ansHol rapmoHnsaumm (GHTF) SG4/N33 R16.

HacTtoswwmin ctaHgapT ycTaHaBnmBaeT dopMaT W coAepXaHve OT4YeTOB MO MPOBEAEHUIO e[uMHOro ayauta
n3rotoBuTenein MeauuMHCKnx u3genuin  MDSAP. npeacTtaBiisieMblX —perynvpylolmm  opraHam. OTyeT no  ayauty
CNYXWUT MNUCbMEHHbIM 3ak/Ilo4YeHWeM ayAMTOPCKOM rpynnbl O CTeMNeHUn BbINOSIHEHUS TpebGoBaHWI, YCTaHOBEH-
HbIX perynvpyowmm opraHoMm. OH Takke CAyxuT AA8 [eMOHCTpauumm YNosIHOMOYEHHOW ayAWTOPCKOW OpraHu-
3aumeri NpaBWLHOTO MPVMEHEHMS MpPaBWU/l M CXEM OLEHKM COOTBETCTBMA. JTO MO3BOMASET ayAuTOPCKOW opra-
HU3auun nocnegosaTesibHO  (PUKCMpoBaTb  flOKa3aTes/ibCTBa  COOTBETCTBUSA  U3FOTOBUTENIA  KpUTeEpusaM  ayauTa
MDSAP 1 cnoco6cTBOBaTb OOMEHY WHOPMauMel Mexay peryavpylowmmMmm opraHamn. B TO ke BpemMs Takow
OTYET MOXeT TMOMOYb MPOBEPSAEMOli oOpraHv3aumn MoHATb HabnwaeHWs ayauTta W NpaBUbHO  OTpearmpoBaTb
Ha HUX.

Mpouecc npoBefeHWs ayamTa, a TakKke 3ak/IloYeHUs U OT4YeTbl MO ayAuTy, BbINOJSIHEHHbIE ayAUTOPCKUMM
opraHmMsauusMn, noanexar AasbHellleli OueHKe CO CTOPOHbI  PErysIMpYoWmMX OpraHoB B CTpaHax W pernoHax,
rae MeuUMHCKME U3Lenns BbiMyCcKaloTCs B obpatleHue.

Bo wu3bexaHwe nyTaHuubl Mexay aygutamum  M3rotoBuTenel, NpoOBOAUMbIMK  ayaAuTOpaMu  ayauTOpPCKOM
opraHuMsauun, © ayautamm = camMmx  ayAMTOPCKUX — opraHv3auuii, NpoBOAUMbIMW  CneuuasiIucTamMm MO OUEHKe
perynupyrowmx  (yNnosIHOMOYEHHbIX) OpraHoB, B HacToslleM CcTaHapTe nocnefgHWe O6yayT MMeEHOBaTbCA  Kak
«KOLLEHKN».
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HALMOHA/IbHbIVM CTAHOAPT POCCUNCKOW ®EAEPALIN

TpeboBaHMA K OTYETY MO ayauTy U3rOTOBUTENEN MeAVULMHCKUX n3aenui
0151 NpefocTaB/1eHMsT B PErY/INPYIOLWLNIA opraH

Medical device regulatory audit reports

[arta BBefgeHus — 2022—10—01

1 O6nacTb NPUMeHeHNs

TpeboBaHMA HaCTOSWEro CTaHgapTa pacrnpocTpaHAlTcs Ha dopmar U 06beM  MHGopMauuu, KoTopble
TpebyeTcs ykasbiBaTb MNPV COCTaBfIEHUM oOT4YeTa MO ayauTy CUCTeMbl MeHempkMeHTa kadectBa (CMK) wumsrotoBu-
Tener MeAMUVHCKUX u3genviidi  ANS  fanbHelwero NpeAocTaBfieHMs B perysvpylowe OopraHbl, y4acTBylowue
B nporpamme MDSAP. Ayautopckasi opraHusaumss [Ao/DkKHa WUCNo/sb30BaTb 3TOT  dopMaT npuM  COCTaB/iIeHMU
OTYETOB MO /6bIM NPOBOAUMBLIM ayAuTaM, 3@ WCK/IKOYEHMEM MepBOro 3Tana ayauTta. B OTHOWeEHUM BHeNnaHo-
BOrO WM MVHCMNEKUMOHHOrO ayauTa ayAuTopcKas opraHusaumsi [Oo/hKHa MNoApo6HO dmMKCMpoBaTb MPOBEPEHHbIe
ANNEMEHTbI U I/I,quTI/I(*)I/ILI'I/IDOBaTb Te 3/1EMEeHTbI, KOTOpPble He BOLWWN B obnactb ayaunTta.

2 HopmaTuvBHbIE CCbIJIKM

B HacToswem cTaHfapTe NCNoNb30BaHbl HOPMATMBHbIE CChIIKW Ha Criegytowmne cTaHAapTbl:

FOCT ISO 13485—2017 W3genvsa MegunuuHckme. CucTeMbl MeHe)XMeHTa KauyecTBa. TpeboBaHusa AOns
uener perynnposaHus

FOCT P 56892—2016 TpeboBaHWa K oOpraHu3auusM, OCYLLeCTBASAKOWMM ayanT U3rotoBuTenei  meau-
LMHCKUX U34ennii, B LLensax yrnosIHOMOUYMBaHWS PeryiMpyowmmMy opraHamm

rocTt P 56895—2016/GHTF/SC3/N19;2021 Cucrtema MeHeKMeHTa KayecTBa. n3penusa MeanLnH-
ckue. CrncTema rpagaumm HeCOOTBETCTBII A1 Liesiei peryiMpoBaHns n obmeHa nHdopmaumen

FTOCT P WCO/M3K 17021-1 OueHka CcOOTBeTCTBMUA. TpeboBaHUA K oOpraHam, MPOBOAAWNM ayauT W
cepTudmkaumio cuctem meHemkmeHTa. Yacte 1. Tpe6oBaHus

MpumeyaHne — [pu MNOMb30BaHUN HACTOSALWMM CTaH4ApPTOM LieNecoo6pasHO MpoBEpUTb AEeACTBUE CCbIIOYHbIX
CTaHAapTOB B MH(OPMAaLNOHHOM cucTemMe 06LWero nosib3oBaHus Ha odmumanbHOM calite defepasibHOro areHTcTBa Mo
TEXHNYECKOMY perysimpoBaHuMI0 U MEeTPONIOrnn B ceTu VIHTEPHET MAM NO eXerogHoMy MHAOPMaUVOHHOMY yKasaTesnto «Ha-
LMOHa/IbHble CTaHAAPTbI», KOTOPbIA ONy6/IMKOBaH NO COCTOSIHMIO Ha 1 siIHBaps TEKYLLEro rofa, U rno BbIMyCKaM exemecsy-
HOro MHOPMAaLMOHHOIO yKazaTtesisi «HaumoHasbHble CTaHAapTbl» 3a TeKywWuii rog. Ecnim 3aMeHeH CCbIIOYHbIA CTaHAapT,
Ha KOTOpbIA JaHa HefaTMpoBaHHasi CCbl/IKa, TO PEKOMEHAYETCS MCMO/b30BaTbh OENCTBYHOLLYIO BEPCUID 3TOr0 cTaHgapta
C YYETOM BCEX BHECEHHbIX B [laHHYIO BEPCUKO U3MEHEHW. EC/in 3aMeEHEH CCbI/IOYHbIV CTaHAapT, Ha KOTOopbIl gaHa aatu-
poBaHHasi CCbinka, TO PeKOMeHAyeTCs UCMOoMb30BaTb BEPCUIO 3TOr0 CTaHAapTa C yKa3aHHbIM Bbllle ro0M YTBEPXAEHUsI
(NpuHATKUSA). Ecnn nocne yTBepXAEeHWS1 HACTOsLWEro ctaHZapTa B CCbUIOYHbIA CTaHAapT, Ha KOTOpbI/ JaHa AaTupoBaHHas
CCbl/IKa, BHECEHO M3MEHEeHWe, 3aTparvBarolliee MoJIoKEHNE, HA KOTOpPOe [aHa CCblKa, TO 3TO MOJIOXKEHNE peKoMeHAyeTcs
NpUMeHATb 6e3 yuyeTa JAHHOIO M3MEHeHUsi. ECn cCbIIOYHbI CTaH4apT OTMEHEH 6e3 3aMeHbl, TO MOJIOXKEHMEe, B KOTOPOM
[aHa ccblika Ha Hero, peKoMeHAyeTCs NMPUMEHSITb B YacTu, He 3aTparnBatoLLel 3Ty CCbISIKY.

3 TepMUHbI 1 onpeaeneHus

8 HacTosLem cTaHdapTe npumMeHeHbl TepMnHbl No FOCT ISO 13485. TOCT P 56892 1 FTOCT P 56895.

MprvmeyaHve — [Ipu WUCMOABL30BAHUM TakUX MOHATWIA, KakK «MeAWULMHCKOe W3fenne», «MefUUUHCKME U3aenus
[ONS1 ANArHOCTUKM In «M3roToBUTE b (MPON3BOAUTESB)», «BbIMYCK B 06paLLeHNe», «yNofHOMOUYEHHbIN NipeacTaBu-

M3pnaHue odmumansHoe



FOCT P 54881—2021

TeNb», «AUCTPUGBLIOTOP» U «MMMOPTEep» CrefyeT PYKOBOACTBOBATLCS TEPMUHAMW W OMpPeAeNeHUsIMU, YCTaHOBIEHHbIMU
B pelleHnsx EBpa3uniickoil akoHomuueckoii komuccun (ESK) M HOpMaTMBHBLIX MpPaBoOBbIX akTax Poccwuiickoii ®epepaunv B
OTHOLLUEHVUN MEAVNLMHCKUX N3AeNnii.

4 PykoBOACTBO MNO COCTaBJ/IEHUIO

4.1 HA3bIK OT4HeTa

Ecnn oTt4yeT npegnosiaraetca  Hanpas/iATb  pPerynvpyloueMy opraHy B pamkax nporpammbel MDSAP, TO OH
[0/MKeH O6bITb COCTaB/IEH HA aHTIMACKOM SA3bIKe.

MpegnoytuTenbHO, 4TOOblI aBTOPbl WUCMOML30Ba/IM  MNPU  COCTaB/EHUUM OTYETOB pamMmaTu4deckyto dopmy
«OT NepBOro mua» B MpolwejlweM BpemeHu (C uaeHTUdMKaLMein nepBoOro nvua Mpyv HaIMYMM  HEeCKONbKUX aB-
TOpoB). licnonb3oBaHWe 3TOW rpammaTMyeckoin ¢popmbl npm3BaHO ob6ecneunTb HOKYCMPOBKY OT4YeTa Ha npej-
MeTe (a He Ha [JeilcTBUM), 4YTO YMeEHbLUAeT [ABYCMbIC/IEHHOCTb. MCNoOMb30BaHNe KOHCTPYKUMW OT nepBoro uvua
obecneumBaeT UAEHTUMPUKALNIO KOHKPETHOrO 4YesloBeka, OTBETCTBEHHOrO 3a ayAuUTOPCKYl [AeATeNlbHOCTb  Wan
ayAuMToOpCcKoe 3ak/itoveHve. POpMYyNMPOBKM OT4YeTa [O/MKHbI  OblTb  HeABYCMbIC/IEHHBIMW, KPaTKMMW, O4YeBUAHbI-
MU 1 pa3bACHAIOLWMMU, YTO /1060 BbIBOA, CBSA3aH C KakMM-1160 Tpe6oBaHneMm.

4.2 CopepxaHue oTyeta

4.2.1 WHdopmauusa 06 nsrotoBuTesie (NpoMsBoauTene)

B oTueT HEO6XOAUMO BKNIOYATL CreAytolmne pasaesibl:

a) HavMMeHOBaHWe 1 afpec U3roToBmTENS

OTueT A0/KeH cofepXaTb HaMeHOBaHVe 1 NOJHbIA agpec NoABepriierocs ayanTy U3rotoBuTens.

MprvMeyaHne — pPeKOMeHAYeTCs, 4YTO6bl HaMMEHOBAHWE W afpec W3roTOBUTESISI COOTBETCTBOBa/IM YKa3aHHOMY
B CepTUMKALNOHHOM AOKYMEHTE, a TaKkkKe, eC/IM 3TO NPUMEHUMO, 1I060MY YA0CTOBEPEHUIO PETY/IMPYIOLLEro opraHa:

b) HanmeHOBaHMe N agpec NPoBepseMoro nogpasaeneHus (06b-ekTa)

OTueT [O/MKEH cofepXaTb HaMMeHOBaHMe W MOJIHbIA  aApec NPOBEPEHHOro noapasgesieHus, noanexa-
wero ayauTy B COOTBETCTBMM C MJaHOM ayauTta. Ecnm nnaH ayamta oxBaTblBaeT HeECKOJIbKO nogpasgeneHuii,
TO HauMeHOBaHWe U1 MOJIHbIA afpec KaxkAoro noapasfeneHns [O/MKHbl OblTb yKasaHbl Kak B MaHe ayauTa, Tak
1 B OTYETE MO ayauTy.

MprMeyaHne — He3aBMCUMO OT KOJSIMYEeCTBa MPOBEPSIEMbIX MoApasfAesieHnid, KaxAbli nnaH ayauta  [OSIKeH
MMEeTb COOTBETCTBYIOLMIA OTHET MO ayauTy;

C) VAeHTUMMKALMOHHBIA HOMEep N3roToBUTENs

B cnyyae npucBOeHUS peryvpylolyM OpraHoM W3roTOBUTENIO  KakuUX-NMMbo UAEHTUUKALNOHHBIX HOMe-
poB (Hanpumep, Homep DUNS) cooTBeTCTBYIOWMIA HOMep p[o/mkeH OblTb BK/KOYEH B OTYET MO  ayauTy Mpose-
psiemoro o6bekta. B oTyeTe [AO0/MKHblI ObITb YETKO YKa3aHbl W3roTOBUTE/Ib W  B3aVIMOOTHOLLUEHUS MPOBEPSAEMOro
06bekTa C U3rotoBuTENEM;

d) opraHmsauynoHHas (KopnopaTuBHasi) CTPYKTypa U3rotoButens

OTyeT [O/DKEH MOAPOGHO pacKpbiBaTb KOPMOPATUBHYIO CTPYKTYpPY W B3auUMOOTHOLLEHWS Mexay noapas-
OeneHnsMn Koprnopauum B KOHTekcTe Mx CMK. a Tawkke CBA3aHHYIO C HMMW MPOM3BOACTBEHHYIO [AeATe/IbHOCTb
1 nepeyeHb COOTBETCTBYIOLNX U3aenuii;

€) KOHTaKTHOoe fuo

NMA ©n  KOHTakTHas WHopMaums nuua, Has3Ha4YeHHOro W3roToBUTENleM [AN1s KOOpAuHauMv W B3aumopewn-
CTBUWS NO BOMpoOcam NpoBefeHns ayanTa;

f) npegbiaywwnii ayguT

Ecnn npuvmeHumMO, OTYeT [JO/DKeH cogepxatb [Aaty npegblgyliero ayauta npoBepsiemMoro nogpasgesie-
HUA (06bekTa) M 60N naeHTUUKATOP COOTBETCTBYIOWEro oTveTa ayauTta. Ecnn  ayant usrotoeButens npo-
BOANTCS BNEpPBbIe, TO 3TO [O/MKHO ObITb YKa3aHo B oT4yeTe:

9) onuncaHve NpoBepsieMoro nogpasaeneHus (06 bLekTa)

OnwucaHve npoeBepsieMoro nogpasgeneHns (06bekTa) AO/HKHO BK/IOYATb:

- MMEeHa N [O0/DKHOCTW BbICLWIEro PYKOBOACTBA MNPOBEPSAEMOro O0O0bekTa, BK/IOYas OTBETCTBEHHOE 3a Mnpo-
BepPSEMbIi 06BEKT NNLO:

- MMS M OO/DKHOCTb NpefcTaBuUTesin  PYKOBOACTBA, OTBETCTBEHHOrO 3a CUCTEeMY MeHeKMeHTa KadecTsa
Ha NpoBEPSAEMOM O6beKTe:

- NPUMeEPHOE KOSIMYECTBO COTPYAHUKOB;
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- KOJIN4EeCTBO CMEH;

. KOIMYECTBO 34aHWI, eCN NPUMEHUMO;

0630p AeATeNbHOCTU U NPOLECCOB;
ornpejesieHne BUA0B AeATeIbHOCTU, NepefaHHbIX Ha ayTCOPCUHT.

Mpu HaNIMYMK HECKOSIBbKMX OO BEKTOB ayanTa HEOOXOAMMO YUMTbIBATL CriefytoLlee:

* MNPU HaMuYMM efuHOro nnaHa W eAuHoro ayAuTOPCKOro oOT4veTa BbllleyKasaHHOe ornucaHue nposepsie-
MOro nogpasgeneHnsa A0/MKHO ObITb COCTaBNEHO B ayAUTOPCKOM OTYETE MO KaXA0MY OO BHEKTY;

- HekoTopble perynvpylowme opraHbl MOryT noTpeboBaTb COCTaB/EHUS OTAE/IbHbIX OTYETOB MO  KaXAoMy
npoBepseMOMYy OO BHEKTY.

8 cnyyae npoBefeHUs MNNaHOBbIX WM CheunasibHbIX ayfguToB OnucaHwe MpoBeEPSEMOro rnoapasgeneHus
MOXET 6bITb OrPaHNYeHO TeMM YacTAMK, KOTOPble BXOAAT B 06/1aCTb MPOBOAMMOrO ayauTa;

h) o6nactb cepTudmkaunn MDSAP

OTyeT [O/DKEH BK/IOYATb 3adB/IEHHYIO 0651acTb MNPUMEHEHUS WAW  CYLWEeCTBYIOWYH 06nacTb cepTuduka-
umMn MDSAP wusrotoButens. 8 Hee BXOAUT KakK [AeATe/IbHOCTb Ha Pas/IMyHbIX CTaAusAX XWU3HEHHOTro LUMKia, Tak
W rnepeyeHb BWAOBbIX T[PYNn WAX CEMENCTB MEeAUUMHCKUX W3AeNniA, BK/IOYEHHbIX B 06/71acTb  cepTudmkaumm
MDSAP. Ecnu o6nactb cepTucdmnkaumm o6LmMpHa, To OTHET MOXET CCbI/1aTbCA Ha NPUIOXEHME;

1) wnaeHTUdMKaUNA KPUTUYECKNX MOCTaBLUNKOB

OTyeT [JO/DKEH BK/IOYATb MNepeyeHb KPUTUYECKM BaXHbIX MOCTaBLUMKOB, WX HOpUANYecKkoe HauMeHoBa-
HMWe W NOSHbIA agpec, MNPOAYKUMIO Wan YCyry, W. €C/iM MPUMEHUMO, Jto6ble W3MEHEHVWS B MNepeyHe MocTas-
LWMKOB. KOTOpble 6blAM onpefeneHbl Kak KPUTUYECKM BaXHble CO BpeMeHW npeablgyliero ayauTa. JaHHbIiA
nepeyveHb MOXeT ObITb NPUTOXEHVNEM K OTYETY;

J) cTpaHbl Npu3HaHmnsA

OTueT [oO/MKeH BKIOYaTb MepeyveHb HOPUCAVKUMIA, Y4uMTbIBaEMbIX MpU MpOBeAeHUM ayauTta, TO ecTb Tex. B
OTHOLLEHMM KOTOPbIX M3roTOBUTE/b 3anpaluvBaeT Uv NoATBepXaaeT pas3peLleHre Ha BbINyCK B o6paLleHue.

4.2.2 NIHdhopmauus no ayauty

B oTueTe pomkeH ObITb [AOCTAaTOYHO MOAPOOGHO oONUCaH XxapakTep MPOBeAEHHOro ayauta W npegocTas-
neHa cnepyowas nHpopmauns:

a) Tun NpoBeAeHHOro ayaura

8 oTyeTe po/mKeH ObITb YyKasaH TuM MPOBEAEHHOro ayauta (Hanpymep, nNepBUYHbIN  ayAuT, WHCNEKLMOH-
HbIA. MOBTOPHbIV ayAnT NNn pecepTUPUKALMOHHbIA ayauT, cneunanbHbii ayauT) (cMm. FTOCT P 56892)-.

b) kputepun ayguta

B oTuyeTe [O/KHBI ObITb MNepeyncneHbl KpuTepun ayauTta. [ns aygutos, NPOBOAUMBIX B COOTBETCTBUMM C
MDSAP. Kak MWHMMYM, [O/XHbl OblTb MNepeyMcneHbl MNpYMEHMMble perynvpyouwme TpeboBaHua CcTpaH Mpu-
3HaHuA;

C) uenu ayguta

B oTyeTe [O/KHbI O6bITb NepeyncneHbl Uenu ayauta. OTO [AO0/DKHO BrA4YaTb B cebs, Kak  MUHUMYM,
OLIEHKY:

- pesynbtaTmBHocTn CMK  un3roToBuTeNns, BKIOYas MNpYMEHMMble  perynvpyiowme TpeboBaHus  (CM.
FOCT P 56892—2016. nyHKTbI 9.2.4. 9.3.2 1 9.4.1);

- TEeXHOMOrMW, CBfA3aHHble C NpoAyKuveii wWaM npoueccoMm (Hanpumep, NMTbe NoA [AaBfieHVEeM, CTepunu-
3ayus) (cm. FTOCTP 56892—2016. nyHKTbI 9.2.4 1 9.4.1);

- [OCTaTOYHOCTN TEXHUYECKON [AOKyMeHTauunM Ha npoayKuMio B COOTBETCTBUMM C MNPUMEHUMbIMWU  perynm-
pytowmmm TpeboBaHuamu (cm. FTOCT P 56892—2016. nyHKTbI 9.2.4 n 9.4.1);

*  HOBbIX W/ W3MEHEHHbIX TEXHOJIOTUIA, CBA3a@HHbLIX C MpPoAyKuuWeld wuAn npoueccamu (Hanpumep, NNTbe
nopa nasneHuem, ctepunnsauyms) (cm. FOCT P 56892—2016. nyHKT 9.3.2);

* HOBOM WAN WN3MEHEHHOW TeXHWYECKOW [AOKYMeHTauMm Ha MpoAayKuMio B COOTBETCTBMM C MNPUMEHUMbIMU
perynupyowmmm TpeéoBaHusammn (cMm. TOCTP 56892—2016. nyHKT 9.3.2);

m  CrOCOOHOCTM WU3roToBUTENs cob6nwaaTb 3T Tpe6oBaHus (cm. FTOCT P 56892—2016. nyHkTbl 9.2.4.
9.3.21n9.4.1];

d) o6nactb ayauta

8 oTuyeTe [O/MKHbI OblTb ONUCaHbl [AeATeNIbHOCTb W NPOUECChl, KOTopble opMUpylOT 06/51acTe MNPOBO-
OMMOro ayanTa;

e) partbl NpoBefeHnsa ayauTa 1 3aTpavyeHHble ayauTo-aHU

8 oTuyeTe [O/KHbI ObITb YyKasaHbl fAaTbl MNPOBeAeHWsA ayanTa «Ha MecTe» u obliee KOMM4YecTBO ayauTop-
CKMX OHel ANs KaxA0ro NpoBepsaeMoro nogpasaesneHns (06 bekra) B pamkax niaHa ayauTa;
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f) cBepdeHuA o cocTaBe ayAUTOPCKO rpynnbl

B oTyeTe [0/MKHbI ObITb YyKa3aHbl BCe UY/eHbl ayAuMTOPCKOW rpynnbl (UMSA. AO/HKHOCTb, MeCTO paboTbl) W
onucaHa WX COOTBETCTBYHLWAA po/sb (HanpuMmep, PyKOBOAWUTENb [PyMNMbl, TEXHUWYECKWU IKCnepT W T[A.). Jnu-
HOCTb /11060ro0 nepeBoAYMKA U €ro MecTo paboTbl, a Takke WuAeHTUdMKauua Bcex MNPUCYTCTBYIOWMX Habawaa-
Teneii;

[) A3bIK NpoBeAeHnA ayanTa

B oTueTe AosKeH 6bITb yKasaH(bl) A3bIK(1). UCNOMb3yeMbI(e) B X0o4e ayauTa;

h) pesynbTaTbl NepBoro atana ayauta (atan 1)

Ecnn B Xxoge ayguTa uW3rotoBuTens «Ha MecTe», 3/IeMeHTbl ayguta 3tana 1 m 3tana 2 ob6beguHAloTCS,
OTYeT AO0/MKEH BK/HOYATb YeTKOe onvcaHre 3/1IeMeHToB aTana 1. oxBaTbiBaeMbIX B XO4e ayanTa,;

0 nnaH ayauta

OTueT Q[O/MKEH BK/OYaTb KOMUIO MnaHa ayguTta. OTyYeT [O/KeH [AOKYMEHTMpOBaTb UM OOBACHATbL NPUYMHY
Nto6bIX OTK/IOHEHWI OT NNaHa ayaura.

MpumeyaHve — [lONONMHUTENbHbIE YKa3aHWs MO COAEPXaHWIO MNfaHa ayauta npuBedeHbl B [OCT P
MCO/M3K 17021-1;

j) onncaHne OCHOBHbIX U3MEHEHWU, NAEHTUMULNPOBAHHbLIX N3rOTOBUTENIEM

Ecnn wusrotoButens uaeHtudmumpyeT AeATesnlbHOCTb WAW  MNpouecc, nogjexawue ayauty, KOTopble noa-
BEPr/INCb Cepbe3HbIM W3MEHeHVWs M, TO 3Ta WHopMauus f[oshkHa OblTb YykasaHa B OTyeTe. 3TO  BK/IOYaeT
3HauMTeNIbHble W3MEHEeHUs B MPOAyKUMW WX rnpoueccax, W3MEHeHUss B OpraHM3auMOHHONM CTPyKType wunm cob6-
CTBEHHOCTU. W3MEHEHUs1 B COCTaBe K/II0YEBbIX COTPYAHMKOB W B camMux rnogpasfgeneHvsx, a Takke B CMK B
LenioM.

4.2.3 Csunpgetenncrea ayguta

OTyeT p[os/KeH cofepXaTb [OCTaTo4Hble CBUAETE/IbCTBa, MNOATBEPXAalowme cAeflaHHble B HeM BbIBOAbI
no pesynbTatam ayguta. Ayantop [O/DKEH [OOKYMEHTMPOBATb ayAuUTOPCKME CBUAETENbCTBAa, OueHMBaTb WX B
COOTBETCTBMM C KpUTepuaMU ayamta W AenaTb BbIBOL O COOTBETCTBUM WM HECOOTBeTCTBUW. MHdopmauuss o
npoBepke KOHKPETHbIX Perynvpylowmx TpeboBaHUi npegnonaraembiX CTPaH MPU3HaHUA [o/mkHa OblTb  BKJ/IO-
YeHa B OTYeT.

AyauTopckas opraHuMsaumsa  OoJ/bkHa  ykasaTb, 4YTO ec/iM  MHopMauus O MpoBeAeHuM ayauTa  Kakoro-nnbo
acnekta wanm npouecca CMK wusrotoButensa He OyAeT MpuUcyTcTBoBaTb B OT4yeTe, TO YyvacTBywuwue B MDSAP
perynvpylowme opraHbl MOryT MpuiAiTU K BbIBOAY, 4YTO ayAuMTOpcKas opraHusauusl He npoBoauna ayguT  3aTux
obbekToB. Ecnm npouecc CMK wun3srotoButens, ayamT KOTOPOro [AO/DKEH ObITb NPoOBeAeH UCXoAs M3 Tuna npoBoO-
aumoro ayauTta (Hanpvmep, NEepPBUYHbLIA  ayAWuT, WHCMNEKUWOHHbIA, MNOBTOPHbIA ayauT) He nNpoBOAWSICHA, TO OTYeT
[OJ/MKEH coflep)KaTb COOTBETCTBYIOLLee 060CHOBaHMe.

B oTyeTe A0/MKHbI ObITb 3adMKCMPOBaHbl KakK BbIBOAbl O COOTBETCTBUW, TaK M O HECOOTBETCTBUU. ABTOPbI
OTYETOB [OJ/DKHbl BO3AepXMBaTbCA OT NpPefoCTaB/IeHNS KOHKPETHbIX pPeKOMeHZauwuin, WHCTPYKUMi  unnm  pelle-
HWIA. HanpaBfieHHbIX Ha pa3paboTky W BHeapeHne CMK. wnAn OT npeaioxeHnii BO3MOXHOCTW ANS  yAydlleHus
(cm. TOCTP 56692—2016. nyHKT 9.1.3}.

4.2.4 BbIBOAbI (3aK/TH0YEHME) NO pe3ybTaTtam ayamra

B oTyeT p[o/XHbI 6bITb BK/IOYEHbl MUCbMEHHbIE BbIBOAbLI MO KaxAOMy Mpoueccy wnn Buay pAesTeslbHo-
CTW. KOTOpble nepeyncrieHbl Hwxe. Ecnn B OAMH OTYET BK/IOYEHbl HECKOSIbKO nogpasfesieHnin (06bekToB), TO
Heo6XxoAUMO TMpPOBECTU YeTKoe pasfe/ieHne U pasrpaHuyeHve BbIBOAOB [0  KaXAoMy MpoOBepeHHOMY nojgpas-
AeneHnto. BeiBogbl ayanTa fO/MKHbI ObITh KPATKUMUW, HO BK/IOYATb Kak MUHUMYM C/eAyoLLyo nHopMaumio:

- onucaHue npoLiecca v NPoBePEHHONM AesATeNbHOCTY;

- onucaHwe MecToHaxoxaeHUs (kak (on3n4eckoro, Tak U OpraHM3auoOHHOr0) NOCEeLLEHHOro 06bLEKTa;

- IMeHa 1 JO/HKHOCTU OMPOLLEHHbIX NNLL;

- OCHOBHbIe NPoBepPeHHble AOKYMEHTbI (NpoLeaypbl, paboyune MHCTPYKLUUK, 3anucu u T.4,);

- KNOYeBble [OKYMEHTbl, WCMO/b3yeMble W3rOTOBUTE/IEM B KayecTBe CrpaBOYHbIX (pykoBogswme [o-
KYMEHTbI, CTaHA4apThl U T.4,);

- TMA N KOMNYeCTBO MNPOBEPEHHbIX [AOKYMEHTOB (AOKYMEHTOB WAW 3anuceil), BKIKOYas KavyeCTBEHHOe
onvcaHne o6bema BbIGOPKU, rAae 3TO YMECTHO;

*  uAeHTUMMKaAUMA MPOAYKUUN WAN  KOMMOHEHTOB, WMEILWMUX OTHOLWIEHMe K MpoBepsieMOMy npoueccy wamn
[EeATeNIbHOCTH;

* OUEHKY W3MeHeHuli N WX B/WSHME Ha COOTBETCTBME peryavpylolmMm TpeboBaHWAM, a Takke Obliv nun
caenaHbl Heo6XoANMble COOBLLEHNS B PEry/IMpyOLLniA opraH B C/lydae Heob6xo4MMocCTw;

4
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- UTOTOBOE 3aK/IIOYEHME O COOTBETCTBMM MPOBEPEHHOr0 Mpouecca WAN  NPeAnpuHSATON  AesATeslbHOCTU
KpUTepusiM ayauTa.

MpvmeyaHve — Bk/IOYEHME HOMEPOB MYHKTOB B UTOTOBOE 3aK/IOUYEeHVME MOXET MOMOYb MNPOAEMOHCTPUPOBATb
Haanexalimii oxear.

Ecnn ayamtop npoBepsieT  BbINO/IHEHWE  KOPPEKUWUA  WM/MAnM  KOPPEKTUPYILWMX — AefCTBUNA,  BbITEKaKOLWMX
M3 npeabliaylmx HEecOOTBETCTBUI, TO pe3ynbTaTbl 3TOW MNPOBEPKU [AO/MKHbl ObiTb BK/IOYEHbI B OT4YeT /iMBO Kak
YacTb HacTosLLero pasaena, NMMbo nof oTAeNbHbIM 3aro/I0BKOM.

B cnywasx, korga cobpaHHble cBuAeTeNbCTBa MNOATBEPXAAlOT OOHapyXeHHOe HecoOTBEeTCTBUE, BbIBOS,
LO0/MKEeH BKIKOYaTb NepeKPeCTHYHO CCbISIKY Ha HecooTBeTcTBME B Buae [NC #].

8 COOTBETCTBMM C HaCTOALWMM CTaHAApPTOM B OTYET MO ayAuTy MpOLECCOB [AO/DKHbl ObiTb BK/KOYEHbI, Kak
MUHUMYM, CneaytoLlne ceBefeHuns:

a) Bbiclee pykoBoacTBO (Management):

1) cTenmeHb ayTCOpPCWMHra MpPOLLECCOB, KOTOPble MOFyT MOBAMATbL Ha COOTBETCTBUE MNPOAYKUMM YCTaHOB-
NeHHbIM  TpebOoBaHUAM W NPOBEPKY MPaBWILHOCTU [OKYMEHTauMM MO YMpaB/eHWI0 B CUCTEME MeHepKMeHTa
KayecTBa;

2) npoBepka MpPOBEAEHUS aHa/iM3a CO CTOPOHbl PYKOBOACTBA C 3an/aHNpOBaHHbIMWM  WHTepBaslaMu, a
TaKke BK/IIOYEHUS B Hero aHa/ivM3a NpUrogHocTM W pe3yNbTaTUBHOCTU MOAUTMKM B 06/1aCTU  KadvecTBa, LUenei B
o6nacTn KayecTBa W CUCTEMbl MeHe)KMeHTa KayecTBa C LeNnblo o0b6ecrneyeHUss TOro, 4YTO cUCTeEMa MeHeMKMeH-
Ta KayecTBa COOTBETCTBYET BCEM NPUMEHMMbIM Perynnpyowmnm TpeboBaHmam:

3) onucaHwe OpraHU3aLMOHHON CTPYKTypbl W3roTOBUTENS U MpOBepKa YCTaHOB/IEHUS COOTBETCTBYlOLEl
OTBETCTBEHHOCTU 1 MNOJTHOMOUUIA (HanpuMep, No NpeACcTaBUTESIO0 PYKOBOACTBA):

4) onvcaHue fesTeNIbHOCTU N3rOTOBUTE/NSA NO yNpPaB/IeHNIO OKYMEeHTaMu 1 3annucamu.

5) npoBepka YCTaHOBMIEHUA U3rOTOBUTE/IEM [OO/DKHOW KOMMETEHTHOCTW MepCoHana, BbIMNOMHAKOWENo pa-
60Tbl. BAUAIOWME Ha KayeCcTBO MPOAYKUMW, BK/IOYAs oOnNucaHWe npoueayp o06yyeHMs W 3anuceil O npoBepke
pe3ynbTaToB 00yYeHUs:

b) Hanmume paspelleHnss Ha BbINYCK u3genuin 1 peructpauun nogpasgeneHvmin  (Device  marketing
authorization and facility registration)

YcTaHoBNeHWe TOro, 4YTO W3roTOBWUTE/Ib OCYLUECTB/IA/T COOTBETCTBYHOLWME [eCTBUA B OTHOLWEHUW MNoJy-
YeHNS paspelleHns Ha BbINYCK B oO6palleHne us3genui u  peructpaumm CBOMX nNoApasfesieHnii B perynunpyto-
LUX opraHax, yyacTteyrowmx B MDSAR

C) wn3mepeHue, aHanM3 u ynydweHue (Measurement, analysis and improvement):

1) ycTaHOB/eHMe TOro, 4TO OblAM oOnpefeneHbl COOTBETCTBYHOLWME WCTOYHUKM [aHHbIX O KayecTBe [/1s
BK/IIOYEHMS B MNPOLECC M3MEpPeHus, aHamM3a W  y/aydleHus, BK/IYas Xanobbl noTpebuTeneii, o06paTHYyLO
CBA3b, OTYeTbl O MpPeAOCTaB/IeHHbIX YC/yrax, BO3BpaALlEHHYIO MPOAYKUMIO, pe3ysibTaTbl BHYTPEHHErO W BHeLU-
Hero ayauTta, a Takke [aHHble MOHUTOPWHra MpOoAyKUMW, MpPOLEeccoB, HECOOTBETCTBYIOWEA NpoAyKUUM W no-
CTaBLLMKOB;

2) noAaTBepXAeHWe TOro, 4YTO JaHHble W3 3TUX WCTOYHUKOB SAB/IAKOTCSA TOUHBbIMW W aHa/IM3MPYHOTCA C UC-
Nnofb30BaHMEM [OCTOBEPHbIX CTAaTUCTUYECKUX MEeTOAOB (Npu  Heo6XxoAMMOCTW) AN BbISBMEHMS  CYLLECTBYHO-
WMX W MOTeHUMasIbHbIX HECOOTBETCTBUI MNPOAYKUMM W CUCTEMbI MEHe[)KMEHTa KayecTBa, KOTOpble MOryT no-
TpeboBaTb KOPPEKTUPYIOLLMX NN Npeaynpexjarowmnx AelicTBuii:

3) onvcaHne NCTOYHUKOB AaHHbIX, BbIOpaHHbIX 4715 NPOBEPKN B XOA4e ayauTa;

4)  ycTaHOB/IeHME TOro, 4YTO TMPOBOAAT WCCNeAOBaHWA A5 BbISB/EHUS OCHOBHOW(bIX) MNPUYUHBLI(MPUYH)
BbIIBNIEHHbIX HECOOTBETCTBMIA, rAe 3TO BO3MOXHO; W MNOATBEPXAEHWE TOro, 4TOo MacwTtab wuccnegoBaHus CoO-
N3MepPMM C PUCKOM HECOOTBETCTBUS;

5) noaTBepPXAeHne TOro, YTO KOPPeKuuW, KOppekTupylwme ©n npegynpexgawowme ageinctema  Obuin
onpefenieHbl, OCYLEeCTB/IEHbl, [OOKYMEHTUPOBaHbI, pe3y/ibTaTMBHbI W HE OKasaMm OTPULATENIbHOrO  BAUSAHUSA
Ha TroToBble W34envMA, a Takke nNpoBepka TOro, 4YTO KOPPekTUpylowue 1 npegynpexgatolme A[eincTBUA COOT-
BETCTBYIOT PYCKY BO3HUKHOBEHNSA HECOOTBETCTBUI WA NOTEHUMa/IbHbIX HECOOTBETCTBUIA;

6) npoBepka TOro, YTO BHYTPEHHWE ayAuTbl CUCTEMbl MeHeXMeHTa kadecTBa MPOBOAAT B COOTBETCTBUWN C
3annaHMpoBaHHbIMU  MEPOoNPUATMAMM U OOKYMEHTMPOBaHHbIMM  Mpouegypamn  aAnsa  obecrnevyeHnss COOTBETCTBUA
CUCTEMbl MEHe[)KMeHTa KadecTBa YCTaHOB/IEHHbIM TpeboBaHMAM K CUCTEME MeHe[KMeHTa kKadectBa W npu-
MEHVMbIM perynupytowmum TpeboBaHnsM, a Takke A5 onpefeneHns pe3yibTaTuBHOCTU CUCTEMbI Ka4ecTBa;

7) noaTBepXAeHWe TOro, 4YTO BHYTPEHHWe ayauTbl NPoOBOAAT C ob6ecrneyeHMEM He3aBMCMMOCTU ayauTopa
B OTHOLWEHUM MpOBepsieMbIX 06/1acTeil, KOPPEKUUA, KOPPEKTUPYHOWMX AENCTBUIA, nocnegytowein aeatensHo-
CTV 1 BepUdInKaL MM KOPPEKTUPYIOLLNX AeliCTBUIA;
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8) noaTBepXAeHWe TOro, 4YTO W3rOTOBUTENb TMPUHAN pe3ynbTaTVBHbIE Mepbl A7 MNOJlyYeHus onbiTa Ha
3aTasle MOCTMPOMIBOACTBA, PACCMOTPEHUS Xanob W uccnefoBaHWs MNPUYUH  HECOOTBETCTBMIA, CBSA3aHHbIX C MO-
ACHUTENbHBIMU  YBEAOM/IEHMSMW, C oObecrneyeHnem o6paTHOM CBA3M B MpoOUEecce W3MEepeHus, aHaamMsa W ynayud-
lWeHns. a Takke MpoBepka TOro, 4YTO MWHOpPMauusa, MOJyYeHHass B pe3y/bTaTe aHasm3a JfaHHbIX O KayecTBe
OT CcTaguii nNpou3BOACTBAa W MNOCT/IPOM3BOACTBA, COPA3MEPHO YUUTbIBAETCA C Lesibl0  BHECEHWUS MOMpPaBOK B
aHanIn3 pucka NnpoayKLumun:

d) coobuweHns O HebnaronpuATHbIX COObITUAX C MEAUUUHCKAMU U3Ae/IMSAMU N BbINYCK MNOACHUTE/IbHbIX
yBegomneHuii (Medical device adverse events and advisory notices reporting):

1) ycTaHOB/ieHME TOro, 4TO MpoLecCbl W3roToBUTesNls o0becneynBalOT CBOEBpPEMEHHOE [AOBeAeHWe [0
CBEAEHNS PEry/IMpyloWmMxX OpPraHoB MOSCHUTEsIbHbLIX YBeAOM/EHUA W coobweHnin 06 OTAesibHbIX Hebnaronpwu-
ATHbIX COObITUSAX, CBSA3AHHbIX C Er0 MEAULMHCKUMU N3LENUNAMM:

2) rnepevyeHb MNOSAACHUTESIbHbIX YBEAOMJIEHWA MPUMEHUTENIBHO K KaXAOMy W3 Peryvpylowmx OpraHos,
yyactByouwmnx B MDSAR B nepeyHe Q[AO/MKHO ObITb YyKasaHO, ObLIO /i1 MOSCHUTE/SIbHOE YyBeAOMJIEHWE [OBe-
[eHO [0 CBeAeHUA peryiMpyroLLero opraHa B TOW IOPUCAMKLUK, TAe 3TO U3enve BbinylleHo B o6paLlleHune:

e) npoekTnpoBaHue 1 paspaboTtka (Design and development).

1) KpaTkoe onucaHue npoekTa(oB). OTO6paHHOro(blX) A/ pPacCMOTPEHUs, a Takke OOOCHOBaHMe BbIOO-
pa aToro (3Tnx) NpoekTa(o.):

2) onncaHve Npoueayp 1 3anucer, pacCCMOTPEHHBIX A/151 BbIGPaHHOrO NPOeKTa(oB);

3) BepudmkauMs TOro, 4TO [OEATEe/IbHOCTb MO MeHeMKMEeHTy pucka ornpefesieHa M BHegpeHa B OTHOLUe-
HUN NPOEKTUPOBaHUSA UK pPa3paboTku NpPoAYKUUM W MPOLECCOB, YTO KpUTEPUW [AOMYCTUMOCTM PUCKOB YCTaHOB-
NeHbl M coGMAalTCA Ha MPOTSHKEHUM BCero npouecca MNpOoeKTUpoBaHUS U pas3paboTkM, a Takke 4YTo Jsboi
OCTaTO4HbI PUCK OLLeHMBAaEeTCs 1 NpN He06X0ANMOCTN JOBOANTCS A0 CBeAEeHUs NoTpebuTtens:

4) onpepgeneHve TOro, YTO [AaHHble Banujauuy MNPOEKTUPOBAHUA W pPa3paboTKM CBUAETE/IbCTBYHOT O TOM.
UTO YTBEPXAEHHbI MPOEKT COOTBETCTBYET TpeboBaHUAM [A/11 KOHKPETHOro WCMo/sb30BaHWA WM Npeaycmo-
TPEHHOrO MPUMEHEHNS;

5) BepudrKauma BaMaaumnm npoekTMpoBaHus 1 pa3paboTkuy, BKIHOUAA KIIMHNYECKYHO OLIEHKY;

6) BepudMkauMss TOro, 4YTO A0 YTBEPXKAEHWSA MpPOEKTa WM BHECEHUSI WU3MEHEHW B MNPOEKT A9 nepejadn
B MPOU3BOACTBO, MPOM3BOACTBEHHbIE cheuudmvkauum © cheumMdmrkauum  Ha MpPOAYKUMIO MOJSIHOCTBIO  AOKYMEH-
TUPOBaHbI. 8 HACTHOCTU, EC/IM NPUMEHMMO, 3TO KacaeTcs C/1eyoLLEero:

- NpoOV3BOACTBEHHbIE MapameTpbl, MNOJy4YeHHble B pe3ynbTaTe Baivjauun/peBanvgaumn npouecca, [Ao-
CTOBEPHO MepeHeceHbl B TeKylyl MNPOM3BOACTBEHHYIO [AeATesIbHOCTb, Hanpumep A1 fpouecca BUPYCHOWN
MHaKTUBaumn; Ans obecrneyvyeHnss OAHOPOAHOCTM NpPU KOMOMHAUWW IeKapCTBEHHOrNO cpeAacTBa WM usgenvs; Ans
cTepynu3auuy, TpebGoBaHUii K MOHUTOPUHIY 6GUOHArpyskM, MOHUTOPWUHIY U  yMpaB/iIeHVI0 MPOU3BOACTBEHHON
cpeno, ayauTy Ao3bl U T. 4.;

- ANna usgenvid, copepxawux TKaHW, KNeTKM WM BelwecTBa >XMBOTHOTO WM MUKPOGHOrO MpouCXoxae-
HUA. cobnogaloTcd  TpeboBaHWSA K eblpalivBaHUO/Ky/IbTUBUPOEaHNIO.  BeTepuvHapHbIM  MpoOBEpKaM,  ouncTke/
YHUUTOXEHUIO,  cerperayuv, TPaHCMOPTMPOBAHWIO, XPaHEHWIO, UCMbITaHUAM U obpalleHMio C  MaTepuasiom,
noA/1exallmmM BK/TIOYEHNIO B U3aenme:

7) Ana wv3penuii, coaepXalmx JeKkapcTBeHHble BeLWEeCcTBa, cobnwgarTcss TpeboBaHMS K XpaHeHuto, OT-
60py nNpo6 W MNPOBEAEHNID WAEHTUUKAUNOHHBIX WCMbITAHUA WCXOAHbIX MaTepuasioB (B COOTBETCTBUM C Mpu-
3HaHHOl (papmakorneeii U COOTBETCTBYHWOLWENA Hag/exalwein Npou3BOACTBEHHOW MpPakTUKOW ANsi NIeKapCTBEH-
HbIX cpeAcTB). [OTOBble U34eWSA WUCMbITbIBAOT Ha COOTBETCTBME Ba/IMOMPOBAHHOMY MeTo4Yy WCMbITaHUi  Wuv
npu3HaHHOWM thapmakonee (r4e NPUMEHUMO), a Takke TpeboBaHMSAM K NoA4ePXXaHNI0 CTabUNbLHOCTU:

8) ycTaHOB/ieHWe TOro, 4TO YyMpaB/ieHMe W3MEHEeHUSIMWU MPOEKTUPOBaHWSA W  pa3paboTkn, BKIAOYasA U3-
MEHEHUS B MPOM3BOACTBEHHbIX MPOLECCAx, B/IMAIOWMX Ha XapaKTepuUCTUKU MeAULUVHCKUX W3LeNuid, BK/IKOYaeT
(ecnn  npuMeHMMO) BepudMKauMilo 1 BaMAauMio B pamkax AesTesIbHOCTM MO MpOeKTUpoBaHuio u  paspaboTke,
C YYETOM HOBbIX U/ USMEHEHHbLIX PUCKOB;

9) 4AnA wn3genuii, B OTHOLWIEHUWM KOTOPbIX ayAuT MNPOEKTUPOBaHUSA SABASETCSA LOMYCTUMbIM UCK/THOYEHMEM,
npoBepka HaAMums WM NOAJAEPXaHUS  W3roTOBUTESIeM  AOCTATOYHOW  TEXHUYECKOl  AOKyMeHTauuu, noATBepX-
pawoweli  cooTBeTCTBME  TpebGoBaHMAM  obGecneyeHMsi  6e30MacHOCTM U 3KCMyaTalMOHHbIX — XapaKTepucTuk, a
Takxe ApYrMM COOTBETCTBYIOLLMM PErynpyowmnmMmm TpeboBaHnsM.

f) ynpaBneHue npoueccamn NPoM3BOACTBa N NpegocTaBneHus ycnyr (Production and service controls):

1) KpaTkoe onucaHve MNpPoOu3BOACTBa, MNPOU3BOACTBEHHOrO(bIX) npouecca(oB). BXOAHOrO  KOHTPOAS U
CK/1aACKNX Muowanei:

2) KpaTKoe onucaHwe CpeacTB yMpaB/eHus MOoJslyYyeHneMm, 06paboTKol, XpaHeHMEM W pacnpegesieHnem
NPOAYKLMW Ha CKNaje, BK/IoYasi cpeacTBa ynpaB/ieHUsi NPOC/IEXNBAEMOCTbIO;
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3)  KpaTkoe onucaHve nNPOU3BOACTBEHHbIX MNPOLECCOB, BbIOPaHHbIX A1 PacCMOTPeHus, 1M 060CHOBaHWe
BblObOpa 3TUX NPOLECCOB.

4) onuvcaHue 3anucer, NPOBePeHHbIX A5 BbI6paHHbIX NPOU3BOACTBEHHbIX MPOLLECCOB.

5)  oueHka 3anuceil TEXHWYECKOTO OOBCNYXMBaHWS, Ka/MOPOBKA W BXOAHOrO KOHTPO/IA, OTHOCAWMXCA K
Bbl6paHHOMY(bIM) NPOM3BOACTBEHHOMY(bIM) NpoLeccy(am);

6) npoBepka TOro, 4TO BbIOPaHHLIM Mpouecc OblL1 BaMAUPOBaH, €CnM  pe3ynbTaT npouecca He MOXeT
ObITb  MNOSIHOCTbIO BepudUUMPOBaH, 4TO Ba/Mgauus [eMOHCTPUpyeT CMNOCOGHOCTL Mpouecca nocnegoBatesib-
HO JocTuraTb 3anfiaHMpoBaHHOroO pesynbTata. B cnyyae, ecnnm u3MeHeHWs Npou3own B paHee BaIngupo-
BaHHOM MpoLecce — 4YTO Mpoueccbl O6bIIM MNpoaHaIM3MpoBaHbl U OUeHeHbl, U (ecnu uUenecoobpas3Ho) npose-
[eHa NoBTopHasa BasiMgauus:

7) ecnn NpoAykuus BbINYCKaeTCA B CTEPUIbHOM BuAe, NOATBEpPXAeHWe TOoro, 4YTo nMpouecc CcTepunu-
3auMn  BaIMAMPOBAaH, MepuoAMYeckn MNOBTOPHO BanugupyeTca W MMeTCa  3anucu o Basvgauun. [oarBepx-
JeHne TOro, 4TO BbIyCKaeMble B CTePUIbLHOM BWAe Wu3[enns MNpouM3BOAAT W CTepUnu3ytoT B Hag/iexalymm
ob6pa3om ynpasfsieMbIX YCNOBUAX, a TakKke 4YTO Mpouecc cTepuamsaumm U ero pesynbTaTbl AOKYMEHTUPYIOT U
NPOCNeXNBAOT B OTHOLLEHUN KaXXA0M NapTum NpoayKunm:

8) ecnu npoaykums HyxgaeTca B nepefesike, TO NOATBEPXAEHWE TOro, 4YTO W3roTOBUTE/Nlb PacCMOTpes
noboe HebGnaronpusiTHoOe BO3AeNCTBME Nepefenikn  Ha NpoAaykKuuio A0 MOJyYeHWs COOTBETCTBYHOLWEro paspe-
WeHns. a Takke BepuduKauMilo TOro, 4TO npouecc nepefesikM Obial BbINOSIHEH B COOTBETCTBUM C  YTBEPXAEH-
HOM npouefypol w pe3ynbTaTtbl nNepefesnikn  6biIN  3a[40KyMeHTVpOBaHbl. oaTBepxaeHve TOro, 4To nepepe-
NaHHas Npoaykums 6bina NOBTOPHO BepudmLmpoBaHa C Lesbio AeMOHCTpauumn CoOOTBETCTBUSA TPeOoBaHUAM:

9) onucaHne BepudINKaLMM  COCTOSHUSA  VHXEHEPHbIX ceTeli (Hanpumep, YC/AOBWIA  NPOU3BOACTBEHHOM
cpefbl: Oo4YMCTKa BO34yxa, BOAOMOATOTOBKA, CXaTble rasbl), a Takke WX Ba/IMjauun, TEXHUYECKOro 06Cnyxusa-
HUA 1 cTaTyca MOHUTOPUHra:

10) OLEeHKa YNnpaB/ieHNs 3arpA3HeHUsMU BHYTPU NPOU3BOACTBEHHbIX MOMELLeHUA (Hanpumep, O4MCcTKa
NoMeLLeHn, Keanurkaumsa noMeLleHni, nepenaj [AdaBfieHUsi, KOMWYECTBO TBepAblX YacTuy W MUKpoopra-
HVU3MOB N TA4,);

11) OLeHKa 1 onucaHne npouecca BbiMycka NpoayKunmn:

12) ecnu TpebyloTCA MeponpuATUS MO MOHTaxy, MpoBepka BefeHWs 3anuceil MO MNPOBELAEHUI0 N Bepwu-
drKaunmn AeAaTesIbHOCTU MO MOHTaXY;

13) npoBepka TOro, 4YTO [AeATENIbHOCTbL MO NPeAoCTaBIEHVIO YCAyr MNPOBOAAT W AOKYMEHTMPYIOT B COOT-
BETCTBUMU C YCTAHOB/IEHHbIMUN N BHEAPEHHbLIMU MHCTPYKLUUSAMA 1 NpouesypamMu;

L) 3akynku (Purchasing):

1) onucaHue aiNIoB OUEHMBAHNA MOCTaBLMKOB, BbIOpaHHbIX A8 PacCMOTPEHMsi, U OOOCHOBaHWe Bbl-
60pa NoCTaBLUMKOB /11 PACCMOTPEHUSA:

2) BepudmkKaumsa TOro, 4YTO MOCTaBLMKN BbIOPaHbl W3rOTOBUTE/IEM Ha OCHOBE WX CMOCOGHOCTM nocCTaB-
NATb  NPOAYKUMIO WX YCNYrM B COOTBETCTBUW C YCTAHOBJIEHHbIMW UW3rOoTOBUTESIEM TpeboBaHMAMU, a TakKke
TOro, 4YTO CTeneHb YyrpasfieHus, TMpUMeHseMass K MOCTaBLMKY, MPOMOpPUMOHasIbHA 3HAYMMOCTU BAUSAHWUA  MO-
CTaB/IieMoii NPOAYKLMN U YC/TYT Ha Ka4eCTBO rOTOBOrO U3AeNns;

3) noATBepXAeHne TOro, 4YTO W3rOTOBUTE/IEM peasin30BaHbl  3/1eMEHTbl  YMpaB/ieHus, YCTaHOBJ/IEHHblE
ONa  Bepumkaumm  3aKkynsieHHbIX JleKapCTBEHHbIX CPeACTB WM 3aKyMnJieHHbIX TKaHel, KNeToK Wan  martepu-
a/ioB  XMBOTHOTO WANW  MUKPOOHOro npoucxoxaeHus (Hanpumep. GMP  Onsa  /1leKapCTBEHHbIX CPeAcTB, Takxke
cM. [1]unsa maTepuasioB XXUBOTHOIMO NPOUCXOXAEHUSA);

4) noaTBepXAeHve TOro, 4TO pe3y/nbTaTbl OLUEHVBaHUA NOCTaBLUMKOB, [eATesIbHOCTU Mo  Bepudukauumn
N [OeATeNbHOCTM MO 3aKynkam paccMaTpuBaloTCA Kak WCTOYHMK [aHHbIX O KayecTBe [ANnA BBOAA B Npouecc us-
MepeHUs, aHanIn3a n yyyLleHns.

4, 2.5 BbIBOAbl O HECOOTBETCTBUN

8 OTHOLLEHUN KaXX0ro HECOOTBETCTBUSA cCrneayerT:

* naeHTurymposatb TpeboBaHMe, B OTHOLLEHMW KOTOPOro BO3HUKAeT HECOOTBETCTBUE;

- cthopmynimpoBatb yTBepXAeHne B OTHOLEHUN TOTO, Novemy 370 TpeboBaHve He 6b1/10 BbIMNOJTHEHO;

- cAenaTb CCbIIKY B ayANTOPCKOM 3aK/IIOYEHUN Ha NOATBEPXAatoLe 06 beKTUBHbIE CBUAETEIbCTBA!

- MpuUcBOUTL paHr B cooTBeTCcTBUM € FTOCT P 56895—2016 (NyHKT 9.1.2).

Kpome TOro, korga B OAWH OTYET BK/IIOYEHbl HECKONIbKO MoApasfesieHun, Kaxgoe HecoOTBeTCTBUE [OSIXK-
HO YeTKO wuaeHTUdMuMpoBaTb nogpasgernieHne (06bEKTbl), Ha KOTOPOM OblIM  OBHApYXeHbl CBUAETENbCTBA
HecCooTBeTCTBUA.

Ecnn  HecooTBeTCTBMA  3af0OKyMeEHTMpOBaHbl B [pPYyroMm MecTe, TO COOTBETCTBYWOLWAA 3anucb [AOJDKHA
ObITb OAHO3HAYHO WAEHTUUUMPOBaAHA M Ha Hee [AO0/KHbl OblTb AaHbl MepeKkpecTHble CCbIIKM B COOTBETCTBYIO-
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WKMX ayauTOpCKUX —3aknoyeHuax. Ecan  aygutopckas opraHvMsaumss WUCnosib3yeT  oTAesnibHyto  hopmy  perucrtpa-
UMM  HecOOTBETCTBUIA, KOTOpas COAEPXWUT YKa3aHHyl uHdopMmauuio, To Takad dopma [O/MkHA ObiTb  MNpWsIo-
XeHa K OTHeTy.

B ayauMTOpPCKOM  3ak/ilo4eHUW [O/MKHbI  ObiTb  3addUKCMpPOBaHbl BCe Heypery/impoBaHHble pasHoriacums ¢
N3roToBMUTENEM MO NOBOAY BbISAB/IEHHBIX HECOOTBETCTBUNA.

Ecnn wnsrotoButenb nNpoBOAUT KOPPEKUMIO [0 OKOH4YaHuA ayauTta, TO MNpeanpuHAatas UM AesATesIbHOCTb
MOXeT ObITb OTpaxeHa B OT4yeTe. TeM He MeHee, 3TO He OCBOb6OXAaeT ayAWTOpPOB OT HEeOoO6XOAUMOCTU peru-
CTpupoBaTb HECOOTBETCTBME W He O0CBOOOXAAeT WU3roToBUTENSA OT HEO6XOAMMOCTM OCYLUECTB/IEHUS KOPPEKTU-
pytowmnx 4ercTBUiA, BKIOYasa BepndmnKaumio nx pe3yibTaTuBHOCTMY.

4.2.6 [JonosniHutenbHble cCBeAEHUSA

B otuete wam B ero OTAeNbHOM pasfgesnie W. ecnnm  LenecoobpasHo, B COOTBETCTBYIOLEM ayAMTOPCKOM
3aK/TIOYEHUN J0/MKHO ObITh 3810KYMEHTMPOBAHO cneaytoLlee:

a) BocnpenaTtcTBoBaHue ayanty (Obstacles)

B oTryete p[oOmKHbI  ObiTb  3addMKCMpOBaHbl Jilobble O6CTOATENbLCTBA, MPU  KOTOPbIX ayAuTop  3anpocun
WHpopMauuio, a M3roToBuTeNlb  OTKa3a/icAd  MNpefocTaBuTb 3Ty  MHOPMauMlo WM OTKasalcs  NpefocTaBUThb
ayauTopy [OCTyn B MOMELeHNs A1 npoBefdeHUs ayauta. B oTyeTe [O/MKHbI ObITb OTPaxeHbl Nt06ble Apyrve
BO3HMKLUME NPENATCTBUSA, KOTOPble MOTYT NOTEHUUasIbHO NOB/IMATL Ha AOCTOBEPHOCTL BbIBOAOB ayAuTa.

BO3HuKLIME NPenATCTBUA MOTYT ObITb ONUCaHbl B 4.2.7;

b) o6nacTu, He Boweawmne B ayanT (Areas not audited)

B oTueTe [O/MKHO COAeEpXaTbCA pa3bsCHEHWe CcrlydyaeB HenposeAeHus (MM HenpoBefeHns B [OCTaTou-
HOli cTeneHn) ayanTa B 3aniaHMpoBaHHOW o61acTu;

C) pasgenbl, koTopble OyayT npoBepeHbl Npu nocnegywowem ayaute (Topics to be followed during the
next audit)

[na nocnepylowero paccMOTPeHUs B XOo4e CreAyolwero ayguta B OT4YeTe [JO/DKHbl ObiTb  3a[0KyMeHTU-
poBaHbl Cfy4yan HabNOAeHUS MOTeHUMasIbHbIX HECOOTBETCTBUM, HO B OTHOWEHWA KOTOPbIX He OblIM Cco6paHbl
WM 3aMeYeHbl JoCTaTouHble cBuaeTenibcTBa ayguta (cm. FTOCT P 56892—2016. nyHKT 9.1.3}.

4.2.7 3akiwueHus no pesynbTatam ayguta (Conclusions)

B ayguTopckoM OTYeTe [O/DKHbl COAepXaTbCA 4YeTKMe 3akIl4veHUs O Xxode MpoBedeHus ayauTa, ero
obWwmnx BbIBOJAX W pe3ynbTartax. 3ak/lo4veHus, cofepXaliMecsi B HacTosileMm pasfesne, [AO0/DKHbl OTHOCUTbCA K
cucTemMe MeHeI)KMeHTa kayecTBa B LIe/IOM 1 0XBaTblBaTb CrieaytoLee:

a) cooTBeTcTBUE KpUTepusam ayguTta (Conformity with audit criteria)

OTueT [O/KEH cofepXaTb KpaTkMe BbIiBOAbl W 3ak/l0YeHWe OTHOCWUTESIbHO COOTBETCTBUSA BHEAPEHHOM
CUCTEMbI MeHeKMEHTa KayecTBa U PacCMOTPEHMUA KaxX0ro Habopa kputepues ayguTa (cm. 4.2.2 b);

b) pe3ynbTatnsBHocTb (Effectiveness)

OTueT [O/KEH cofepxaTb KpaTkme BbIBOAbl W 3ak/l0YeHUe O pe3y/IbTaTUBHOCTU CUCTEMbl MeHepKMeH-
Ta KayecTBa B fJOCTMXEHWUN Lieneli B 061aCTy kayecTBa U COOTBETCTBUSA Perynpyowmm TpeboBaHmnsaM;

c) [JocTuxeHue uenei ayanta (Confirmation of audit objectives)

OTueT [OMKEH cofepxaTb CBEAEHUS O [OCTMXEHUW (WM HeAOCTWXKEHUM) ueneid ayamTa, YykasaHHbIX B
4.2.2 c). Ecnv npumeHrMo, OT4YeT A0JDKEH cofepXaTb MPUUYUHBI HEAOCTVKEHNSA Leneli ayanTa;

0O) poctoBepHOCTbL ayauTa (Reliability of audit)

OTueT [OMXKEH cofepxaTb BCe BbifB/IEHHble (PaKTOPbl, KOTOPble MOFyT CHWU3WUTb [AOCTOBEPHOCTb ayauTa.
3T  akTopbl MOryT BK/IKOYATb, HaMpuMMep, HeLOCTaTOYHOCTb OTBEAEHHOTO BpPEMEHM, OTCYTCTBUEe Tpebyemoi
TeXHNYECKO KOMMNETEHTHOCTY rpynnbl NO ayauTy uam ntoboe NpensaTcTBre, He yka3aHHoe B 4.2.6 a);

e) pekomeHgaunm (Recommendations)

B otueTe [AO0/MKHbI ObiTb 3aMKCMpOBaHbl pPeKoMeHAauuKn, cAefaHHble ayAWTOPCKOW rpynnoii B OTHOLUe-
HUM cTatyca cepTudwmkaumm MDSAP (B 3aBMCMMOCTM OT Tuna aygurta, nNepBOHaYas/lbHbIi  WAM  MHCMNEKLUNOH-
HbIi)) W MPUrOAHOCTM CUCTEMbl MeHeIXMeHTa KayecTBa, a Takke Jpyrve nocnegylolwme AelcTBua ayauTop-
CKOW opraHvMsaumm B OTHOLWEHUN O6yaywmx ayauToB. BO3MOXHble W3MEHEHWs, MO Mepe Heo6XoAMMOCTM, MOryT
BK/IlOYATb W3MEHEeHMs B MNporpaMme ayauTta, W3MeHeHMs B CcocTaBe ayAMTOPCKOW rpynnbl WAW  WU3MEHEHUS B
KOMIMYecTBe ayANTOPCKNX AHEN.

4.2.8 NpeHTudunkaumsa otyeta

OKOHYaTeflbHbIVi OTYET MO ayauTy [AO/DKeH cofepxaTb UuMA  (MMeHa), [AO/MKHOCTM U MecTo  paboTbl
aBTOpa(oe) otyeta. OTYET Q[O/KEH ObITb [aTUPOBaH OKOHYATENbLHOW [AaToli ero CcocTaB/ieHMst U BK/IWYaTb, Npwu
Heob6XoAUMOCTU, MHChOPMAaLMIO MO YNPaB/IEHNIO BEPCUSAMMU.
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MpunoxeHne OA
(cnpaBoyHOE)

CBeAEHVIFl O COOTBETCTBUU CCbI/TOYHbIX HaUMOHa/1IbHbIX N MEXrocyaapCTBEeHHbIX CTaHAapPTOB

MeXayHapogHbIM CTaHAapTaM M AOKYMeHTaM, MCMNOJ/Ib30BaHHbIM B Ka4eCTBe CCbIJTOYHbIX

B NPUMEHEHHOM OOKyMeHTEe

Ta6bnnua JAN
O603Ha4YeHNEe CCbINIOYHOIO HauMOHa/IbHOr O, Creneit* 0O603Ha4YeHne N HaMMeHOBaHNE CCbIJTOYHOro
MEeXrocyjapCTBeHHOro craHaapra COOTBETCTBUA MeXAyHapoAHOro ctaHAapTa (AOKyMeHTa)

FOCT ISO 13485—2017 T ISO 13485:2003 «WM3pgenusa mepuumnHckme. Cuctemsbl
MeHepKMeHTa kadecTBa. TpeboBaHus ans ueneli pe-
rynnpoBaHusa»

FOCT P 56892—2016 T IMDRF/MDSAP  WG/N3FINAL:2013 «Tpe6oBaHusa K
opraHMsauusaM, OCYLLEeCTBASAIOWMM ayauT U3rotosBute-
neii MEOUUMHCKUX M3OeNuii, B Lensx ynosHomMouuBa-
HUSA PeryMpyroLLmMmMmn opraHaMmm»

FOCT P 56895—2016/GHTF/SC3/N19:2021 T GHTF/SG3/N19:2012 «CuctemMa MeHemKMeHTa Kaue-
ctBa. W3penns mepguuuHckme. CucTemMa rpajaumm He-
COOTBETCTBUIA ANA uenei peryampoBaHust M 0O6GMeHa
MHhopMaunein»

FOCT P NICO/M3K 17021-1 —2017 T ISO7IEC 17021-1:2015 «OueHKa COOTBeTCTBUA. Tpe-

60BaHMs K opraHam, MpoOBOAALMM ayauT u ceptudu-
Kaumio cuctem MeHemkMeHTa. YacTb 1. TpeboBaHus»

MpumeyaHe — B HacTosiLel TaGnLe UCNoJIb30BaHO crieaytollee YyC/10BHOe 0603HaueHre CTeNeHn cooT-

BETCTBMUSA CTaHAapTOB:
¢ lOT — nAeHTUYHble CTaHAapThl.
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MpunoxexHve b
(cnpaBouyHOeE)

ConocTaB/ieHNe CTPYKTYpbl HACTosILLEero cTaHaapTa
CO CTPYKTYPOi NPUMEHEHHOIO B HEM [OKYyMeHTa

Ta6bnvnuya 6.1

CTpyKTypa HacTosLero ctaHgapra

CTpYyKTYypa MexzyHapogHOro AoKyMeHTa
1MDRF/MDSAP WG/N24F!NAL;2015

1 O6nacTtb NnpuMeHeHus (1.0)

1.0 O6nacTb NpUMeEHeHUs

2 HopmaTuBHble ccbiniku (2.0)

2.0 Ccbliku

3 TepmuHbl v onpegenenus (3.0)

3.0 OnpepenexHuns

4 PyKoBOACTBO MO cocTassieHuto (4.0)

4.0 PykoBOACTBO MO NPOBeAeHNIo ayanTa

4.1 A3bIk oTyeTa (4.1)

4.1 A3bIK OTHeTa

4.2 CopgepxaHue oTyeta (4.2)

4.2 CopepxaHuve otyeTa

Mpunoxernne OA CBefeHWs O COOTBETCTBMU CCbIIOUHbIX HaLMOHA/IbHbIX
N MEeXrocyfapCTBEHHbIX CTaHAApPTOB MEeXAYyHapoAHbIM CTaHAapTaMm U fo-
KyMEHTaM. UCMO/b30BaHHbIM € KauyeCTBe CCbI/IOYHbIX B MPUMEHEHHOM [0-
KyMeHTe

Mpunoxernne OB ConocTaBfieHWe CTPYKTYpbl HACTOSILEro cTaHAapTa co
CTPYKTYPOIA NPUMEHEHHOTO B HEM [OKYMEHTa

Buénunorpadus

MpumeuaHne — Moc/ie 3aro/I0BKOB pasaesnos (MoApasaesioB) HACTOALWEro cTaHAapTa npuBeAeHbl B CKOGKax
HOMepa aHa/IorMuUHbIX UM pasfenos (Moapasaesios, MyHKTOB) MPUMEHEHHOTO B HEM AOKYMEHTa.
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Bubnnorpadus

(1} NCO 22442 Medical devices utilizing animal tissues and their derivation (13genna megnuMHCKNe, NCNOJb3ytoLLne
TKaHV XXMBOTHBIX N UX NPON3BOAHbIE)
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KntoueBble cnoBa: U3genns MeguuUHCKMe, CUcTeMa MeHeIXKMeHTa KayecTBa, ayuT, OTHET Mo ayanTy

PepakTop J1.B. KapeTHukose
TexHnuecknin pegakTop B.H. MNpycakoBa
Koppektop M.W. MepuvHa
KomnbtoTepHas BepcTka J1.A. Kpyrosoii

CpaaHo o Habop 20.10.2021 MoanucaHo B nevatb 26.10.202t. dopmat 60*64%. MapHuTypa Aprasn.
Ycn. ney. n. 1.66. Yu.-naa. n. 1.66.

MoAroTOB/IEHO HA OCHOBE 3/IEKTPOHHOM BEpCUM, NPeaoCTaB/IeHHOM pa3paboTuMKOM cTaHaapTa

Co3gaHo a eANHUYHOM UcnosiHeHun B ®IrBY «PCT»
[AJ15 KOMI/1eKToBaHUsA defepasibHOro MHAWOPMaLMOHHOIo DOHAA CTaHAApPTOoB.
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