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MNpeancnosue (Foreword)

... HacToawumit nokymeHT paspabotaH TexHuuyeckuM kommuteToM MCO/TK 210 (4361), MeHemKMeHT KayecTBa 1 oblume ac-
NeKTbl MeaNLUMHCKOro 06opyaoBaHus. HacToswmii cTaHaapT SBASIETC TPeTbUM u3aaHneM ISO 13485, OTMEHSIET M 3aMe-
HaeT BTopoe u3aaHue (ISO 13485:2003) u ISO/TR 14969:20042, koTopble 6blIM TEXHUUYECKU NMEPECMOTPEHbI.

BeepeHue (Introduction)

0.1 O6bwue nonoxeHua (General)

HacToswuii ctanaapT ycTtaHaBnuBaeT TpeboBaHus kK CMK, KoTopble MOryT 6bITb MUCMOb30BaHbl OpraHu3aLuei, y4acTByto-
LLEN B OIHOM WM HECKONbKMX CTAAMUSX XM3HEHHOIO LMkia MU, BKItoYast NpoeKTMpoBaHME U pa3paboTKy, MPOM3BOACTBO,
XpaHeHWe 1 ANCTPUBYLIMIO, MOHTaX, 0B6CNY)XMNBaHWE, @ TaKKe OKOHUATE/bHbIN BbIBOA U3 3KCMyaTaLMu U yTUNU3aLUMIo
MW, npoekTupoBaHMe 1 pa3paboTKy uM okasaHue CBsi3aHHbIX ¢ MU ycnyr (HanpuMep, TexHMUeckas noaaepka). Tpebo-
BaHWS, YCTAHOBJIEHHbIE B HACTOSILLEM CTaHAapTe, MOryT Takke 6biTb MCMOb30BaHbl NOCTABLUMKAMM OpraHn3aumm Uim
WHBIMW BHELUHMMW CTOPOHaMM (HanpuMep, NOCTaBLLMKAMM Cbipbsi, KOMMOHEHTOB, C6OpoYHbIX y3/10B, MU, ycnyr no crepu-
NM3aumu, NoBepKe U KannmbpoBKe, AUCTPUOLIOTOPCKUX YCNYT, YCIYT MO TEXHUYECKOMY 06C/TyXXMBaHMIO). MoCTaBLLMK UK
BHELWHAS CTOPOHa MoryT L06poBOILHO NpuMe-
HSITb HACTOALLMIM CTaHAAPT ANS AEMOHCTpaumn
| COOTBETCTBMS ero TpeboBaHmaM, nnbo cooTBeT-

1S0 9001:1994 cTBME TPebOoBaHMSIM MOXKET ObITb YCTaHOB/IEHO
KOHTPaKTOM.

B HekoTOpbIX HOPUCAURLNAX (CUCTEMAX Derynupo-
BaHudl nmeloTCsa perynupyrowme TpebosaHms
Ans npumeHeHnst kK CMK opraHusaumi, ¢ pas-
NNYHBbIMK ponaMn B Lenn noctaBok MU. Ucxops
W3 3TOro, HaCTOSILLMIA CTaHAAPT Npeanonaraert,
YTO OpraHun3auna:

ISO 9001:2015 EN ISO 13485:2012 ™ - onpeaensieT ceoto(1) poa* B COOTBET-

VDR CTBMW C NMPUMEHVMbIM 3aKOHOAATENbCTBOM;
2017/746 - onpegensieT HONMaTHBHO-NPaBoOBbIE TREOo-
ISO 13485:2016 ‘ ~ BaHUA,* KOTOpblE NPUMEHSIIOTCS K e npoLieccam
MDR B pamMkax 3Ton(3tux) ponu(ponei);
EN ISO 13485:2016 2017/745 - BK/ItOYaeT TpeboBaHus AeNCTBYOLLEro

¥ 3akoHopaTenbcTtBa B cBoo CMK.
A4Ba nipumeydanns], kotopbie umerorcd FOCT ISO 13485-2017, HO OTCYTCTBYIOT B aHITIOA3bIYHOM BaPUAHTE:

1. B KOHTEKCTE HaCToSILYEro CTaHAapTa TEPMUH <IOPUCANKLMS» O3HAYAET TEPPUTOPHUAITIEHO-GAMUHNCTPATUBHYHO
EANHNLY, Ha KOTOPYIO PacripoCTPaHSIIOTCS PErysmpyrolmne TpeboBaHus.
2. B KOHTEKCTE HacTOSLEro CTaHAapTa TEPMUH «poag»’ noapasyMeBaeT By (HarnpasieHne) AESTEIbHOCTU OpramHm-
3aumm NPUMEHNTEIBHO K MEAULMHCKOMY U3A€E/MI0 (CM.1.4.1.1).
TpaKTOBKM B NPUMEHNMOM 3aKOHOAATENLCTBE OT/IMUAIOTCS B Pa3fIMUHBIX CTPaHax U pervoHax. Oprannzauvs [SIREE
onpeaenuTb, KakuMm o6pa3oM TpeboBaHWs, YCTaHOBMEHHbIE B HACTOSILWLEM CTaHAapTe, 6yayT UHTepnpeTnpoBaThCa B pam-
kax TpeboBaHWI TeX PUCAMKLUMIA, B KOTOpbIX MU 6yayT obpaluaTbcs.
HacToswumii ctaHgapT Takke MOXET NPUMEHSTLCS BHYTPEHHVMMU M BHELLHMMUW CTOPOHAMM, BK/KOYas opraHbl No ceptudu-
Kaumu, Ans oueHKM cnocobHOCTM opraHM3auun yaoBneTBopsiTe TpeboBaHus noTpebuTeneli 1 HOPMaTUBHbIE TPEGOBaHUA,
npeabssnsemole kK CMK 1 cobcTBeHHbIM TpeboBaHaM opraHunsaumun. TpebosaHus kK CMK, yCcTaHOBNEHHble B HACTOsLLEM

1 TK 436 - poccuiickoe «3epkano» ISO/TC 210

2 3Ty cTapyo cneumnduKaLmio Ha PyccKoM He BbibpacbiBaiTe & Mpu BHeapeHu CMK ucnonb3syiite eé ¢ yuértom Mpunoxenus A. A BOT
TYT HOBble pekOMeHaaLUuKn (ecnn Hy>keH nepeBoj — obpallantecs!).

3 BIOCTe «role(s)» nepesefeHo Kak «posib(M1)», YTO B HEKOTOPOM CMbIC/IE TOXXE BEPHO, HO €C/IM MOCMOTPETh C/I0BA «POJib>» U «poa» B
C/IOBapsIX PYCCKOro si3blka, TO MO CMbICAy (M No npaBunaM hopManbHO JIOFMKK, KCTaTH, Toxe) «poa» 6oree TOUHO BbipaXkaeTt
CMbICN 3TOro TeEpMUHA B AaHHOM KOHTekcTe. Kctatn, B MDR 2017/745 eCTb CMHOHUMUYHOE NOHATUE «3KOHOMUYECKME OnepaTopbl»,
YTO AOMNOJHSAET 3TOT BOMPOC O HaMpaB/ieHNsX AeaTeNbHOCTY.

4 TepMuH “regulatory requirements” Besae BblA€NEH 3TUM WPMGDTOM, AaXe TaM, Fae Ha PYCCKUA NepeBefiéH nHauve. B npolwusbix
BEpCUsIX AaHHOro yuyebHoro nocobus aaHHas dpasa 6bina nepeBefeHa kak «perynupyrowme Tpe6oBaHus», HO celyac YacTu4HO
npuBeaeHa B cOOTBeTCTBUE co cnosapém ISO 9000:2015. YacTuyHo, NOTOMY YTO B CIOBApe OHO NPUBEAEHO KakK «HOpMaTUBHOE
npaBoBoe TpeboBaHne», YTO HECKObKO YTOUYHSIET TEPMUH, HO 0C060, MO MHEHMIO pedakTopa y4ebHoro nocobus, CyTn He MeHseT.
Takke obpaTuTe BHMMaHWE Ha CaMO Ha3BaHMWe CTaHaapTa!
0630p TpeboBaHmit ISO no Bcelt oTpacanm MU, CINCOK PerynsTopHbIX J0KYMeHTOB EBpocotosa. Perynatopuka CLUA TyT.
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CTaHAapTe, ABNATCSA AOMOJSHSAOWMMM MO OTHOLLEHMIO K TPEBOBAHUAM K NMPOAYKLIMK, KOTOPbIE ABNSAIOTCS HEO6XOAUMbIMU
ANS YyAOBNETBOPEHUS TpeboBaHMI NOTpebuTeneit n NpUMEHMMOro 3aKOHOAATENLCTBA ANs obecrnevyeHnst 6e30MacHOCTU U

(bYHKLMOHANbHbIX XapaKTePUCTUK®.

YousumeribHo, HO caM MepPMUH «byHKUUS» Hu20e 8 cmaHdapmax He ornpedenéH. & [Jadum Hawe onpedeneHue:
®DyHKUUS — UCrIONb308aHUE 8 paMKax 0esimesibHOCMU Moo Usiu UHO20 MexaHu3ma g3aumoodelicmeausi paboOmHUKO8 (3KOHO-
MUYeCK020, coyuaribHo20, UHGOPMaUUOHHO20, aOMUHUCMPamUEHO-HOPMamUuBHO20...) 07151 O0CMUXEHUS 3arnsiaHupoeaH-
HoU uenu desimenibHOCMU UU peanu3auuu onpedenéHHbIX UeHHocmel 8 desimernibHocmu op2aHu3ayuu.©.

Co3gaHue CMK TpebyeT cTpaTernyeckoro peweHust opranmnsaunn. Ha paspabotky n BHegpeHne CMK BamsioT:
a) BHYTPEHHSIS OpraHM3aUMoHHasl Cpeaa, U3MEHEHWSI B 3TOM Cpeae, U BNMsSIHWME OpraHM3auUMOHHON cpefbl Ha COOTBET-

cTBue MU;
b) pasnunyHble NoTpebHOCTU OpraHu3auum;
C) cneundmyeckne Lenm opraHnsauum;
d) Bbinyckaemasi npoayKumsi;
€) npuMeHsieMble NPoLEecChl;
f) pa3smep opraHu3aums U OpraHu3auMoHHas CTPYKTYpa;
g) HODMATMBHbIE TPEGOBAHNA, NPVYMEHUMbIE K AeSTEbHOCTH
opraHu3aumu.
HacTosiwwmit CTaHaapT He HaueneH Ha obecnevyeHne efnHo-
obpasnsa B CTpykType pasnuuHbix CMK, JOKyMeHTauumn unm
Ha CTPYKTYpUpOBaHWE AOKYMEHTaLUMK Noj pa3aesbl HacTosi-
wero CraHgapta. CywecrtsyeT 6onbLloe pa3Hoobpasune MU,
N HEKOTOpble KOHKpPETHble TpeboBaHMS HACTOALEro CTaH-
fapTa NpuMeHnMbl TOSIbKO K TeM BugaM MU, onpeaenenus
KOTOpbIM AaHbl B pasaene 3.

0.2 NosacHeHue kKoHuenuuu (Clarification of
concepts)

Nepapxus HopMaTueHoM 6a3bl ans Esponsi:
+ FTapMOHM3MpOBaHHbie EN-CTangapTsl {
(Mpunoxexus Z)
« Esponeickme (EN He rapMOHWM3MPOBaHHLIE)
* MEDDEV-ti
» MexxayHapoaHsie (ISO/IEC)
+ HaumoHanekbie EU (BS/DIN/FN)

« Orpacnesme cneywdukannm
* NB-MED-w \

« Apyrux cTpau (FOCT/CSA/ASTM)

+ Mpov3BOACTBEHHBIE CneundrKaumm

B HacTosweM CTaHAapTe UCNOMb3YHOTCA CNeAYyOWNE TEPMUHDBI NN BbIPaXXEHUA, KOTOPbIE NCNOMb3YHOTCA B KOHTEKCTE,

OMMCaHHOM HUXE.

 Korga TpeboBaHue conpoBOXAAeTCs hpas3ot «no mepe neobxooumocmu>» («as appropriate»)®, BbinonHeHne TpeboBa-

HUS SBNSETCS LenecoobpasHbiM, ecnvm opraHn3aums He MoXeT 060CHO-
BaTb 0bpaTHOE. BbinonHeHne TpeboBaHUs cunTaeTcs LenecoobpasHbiM,

€Cnn 3TO HeobXxoANMO ANt TOro, YTobbI:

o MpoAyKUMS yAOBNETBOpA/A TpeboBaHUAM NOTpeduTeneil;

o COOTBETCTBOBATb MPUMEHUMOMY 3aKOHOAATENLCTBY;
O  OCYLEeCTBAATb KOPPEKTUPYIOLLME AEUCTBUS;
o OCYLIEeCTBNSATb MEHEDKMEHT puUcka. é*

e TaM, rae uUcrnonb3yeTcsl TEPMUH «pUCK» €%, MPUMEHEHNE TEPMUHA B paM-
Kax AaHHOro MeXAyHapoAHOro CTaHaapTa OTHOCUTCS K TpeboBaHWsaM
6e30MacHOCTM 1 YHKLUMOHA/IbHBIM XapakTepucTkaMm MU unu ans Bbl-

NOMHEHUA NPUMEHUMOI0 3aKOHOAATENLCTBA.

e TaM, rae B HacTOSILLEM CTaHAApTe yKasaHo, YTo TpeboBaHue, Npoueaypa,

no mepe HeobxogmnmocTH - Tpebosa-
HUs1 NOTpebuTenei, 3aKoHOAaATENbCTBO,
KA v N4, puckn

B I'OCT ISO 13485-2017 3710 nepese-
[EHO KaK « eC/TH 4e/1ecoobpasHo»,
yTO, MO MHEHMIO aBTOpa Nocobus, SB-
naetcs bonee MArkMM UCKIIOYEHUEM
T.K. K LenecoobpasHOCTN MOXHO OTHe-
CTM B TOM YmMCNe S3KOHOMUYECKNE CO0b-
pakeHusi. A 3TO COBEpLLEHHO Heaony-
CTUMO B Haluel oTpacnu!

Kakas- nmbo aeaTenbHOCTb v cneumanbHoe MeponpudaTmne A0/MKHbI
6bITb «AOKYMEHTUPOBAHbI>»>, TO 3TO NOAPA3yMEBAET TAKXXE, YTO OHO AO/HKHO 6bITb YCTaHOBJ1EHO, BBEAEHO B ﬂeﬁCTBMe n

obecneynBaTbCs €ro BbIMOIHEHUE.

e B TekcTe HacToslLLero ctaHAapTa TEPMUH «MPOAYKLMSI» MOXET 03HayaThb Takxke «ycnyry». Mpoaykums saBnseTcs pe-
3yNbTaTOM, KOTOPbIM NpeAHa3HayeH Ans notpebutens unm uM 3atpebosaH, NM60 3aaHHLIM pe3ynbTaToM npolecca

npon3BoACTBa NpoAykKuun.

5> 3pecb u panee TepMuHbl “performance” v “safety” noHvmatoTcs B COOTBETCTBUM C MpunoxxeHneM B (cnpaBoyHoe) «PasbsicHeHWe
TEPMUHOB 3.3 «K/IMHU4YECKas pe3ysibTaTMBHOCTb> (clinical performance) n 3.4 «knMHn4yeckas 6esonacHocTb> (clinical
safety)» no FOCT P 56429-2015 «/3genusa meanumHckue. KnvHnyeckas oueHka». CM. Takoke pasgen 3 gaHHoro y4ebHoro noco-

61s Kyaa peaakTopoM 6binv A06aBNIEHbI 3TU ONpeaeneHus.

6 OroBopka BCTpeYaeTcs Mo TEKCTY CTaHAapTa 29 pas. BcTpeyascs elwé Takoil nepeBo;: «ecnum npuememMo». ®pasa «no Mepe Heob-
XOAMMOCTW» — 3TO NpeanosaralolLee YCoBUE C HEKON «Mepoii», (pasa Npo «LenecoobpasHOCTL» NoapasyMeBaeT Hanuuue 6onee
BbICLUMX «Lienei», a hpasa «ecnm NnpuemMnemMo» — 3To AorMyckatollee YTBEPXKAEHNE C HEONPeAENEHHbIM YCIOBMEM. T.e. BO BTOPOM
BapWaHTe NepeBoaa HeornpeaenéHHOCTL NPUMEHeHNs TpeboBaHWsS ropasao Bhille.
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e Tam, rae ucnonb3yeTcs TEPMUH «HOPMATUBHbIE TNEBoBaHMA» (regulatory requirements’), oH BktoYaeT B cebs TpeboBa-
HMS, copepXkalumecs B 060M 3aKkoHOAATENbHOM aKTe, MPUMEHMMOM K NOJb30BaTeNto HacTosWero ctaHaapTa (Hanpu-
Mep, 3aKOHbl, MOA3aKOHHbIE aKTbl, MpeanucaHns 1 AMPeKTuBbI). MpuMeHeHne TepMUHA «HOPMATUBHbIE THeGOBaHUA>»
orpaHunyeHo TpeboBaHusIMK, NpeabsBnsemMbiMn kK CMK, a Takxe 6e30nacHOCTM M OYHKLUMOHA bHBIM XapaKTepuCTu-
kamn®> MU,

B HacTosilieM cTaHAapTe UCNonb3yoTca cneaytolme ¢hopMbl F1arosoBs:

« » (| [IOMKHO) YKa3bIBaeT Ha TpeboBaHue (255 pasa BcTpeyaeTcs);

« » (| ) YKa3biBaeT Ha pekomeHgaumio (5 pa3a BcTpedaeTcs);

«may>» (MOXeT, pa3peLueHo, Morno 6bl) yKa3blBaeT Ha pa3pelleHmne (4 pasa BCTpeyaeTcs);

«gan» (MOXeT, MMEET BO3MOXXHOCTb) YKa3blBaeT Ha CMOCOBHOCTb MM BO3MOXHOCTL (44 pasa BCTpevaeTcs).

UHgpopmayusi, 06o3HaqveHHasi kak «[lpumeyaHuey, cryxum pykogaodcmeom O MOHUMAaHUSI Uflu YmoYHeHUsl coomeemcmay-
roweao0 mpebosaHusi®.

0.3 MpoueccHbin noaxoA (Process approach) lMpouyeccHbIl Nodxod — 3mo YacmHbll criydal cucmemsi

Hacrosiwmit ctaHgapT OCHOBaH Ha MPOLECCHOM MOAXOAE K dessmenbHOCMU.
MeHeKMEHTY KadyecTBa. J1iobyto AesaTenbHOCTb, KoTopas lMpuHyunel cucmemsbl dessimesibHOCMu:
MMEET BX0oA4 U npe06pa3yeT €ro B BbIX04 MOXXHO paccMaTpu- 1. Hop/\/]amueHocmb (uu;(n PDCA, a nyyqwe — L[CI7©)
BaTb Kak rpouecc. HYacto BbIXOA OAHOrO rnpouecca ABNseTcs | 2. ®@pakmarbHOCMb (8/10)K€HHOCMb)
BXOZIOM CrieflyroLLero npotecca. 3.  OcosHaHHOCMb desimernibHOCMU (2ewmarnbem, Xpo-
[nsa ycnewHoro yHKUMOHNPOBaHUS OpraHmn3aums [OMKHa Homorn
naeHTMdOUUMPOBaTb MHOXECTBO B3aMMOCBA3aHHbIX MpoLec-
COB U yNpaBnsTb UMW. NIPUMEHEHME CUCTEMBI TaKUX MPOLIECCOB B paMKaxX OpraHv3aLmmn, COBMECTHO C UX MAEHTUhUKaLMEN
1 B3aMMOAENCTBMEM, @ TaKXXE UX MEHEMXKMEHT NS NMONYYEHUS XKETAEMOro pesysibTaTa, MOXET 6bITb ONpeaeneHo Kak
«MPOLIECCHBIV NMoaxXoa».
MNpuMeHeHne npoueccHoro noaxoaa B CMK nossonser:

a) MNOHMMaTb U MNOCTOSIHHO BbIMOIHATL Tpe6GOBaHMIA;

b) paccmaTpuBaTh NpoLECChl C TOUKKM 3peHunst AobaBneHns MU LeHHOCTY;

C) [JocTurath pesynbTaTmBHoro (effectiveness®) dhyHKUMOHMPOBaHMS NPOLIECCOB;

d) ynydwaTb npouecchl Ha OCHOBE 06BEKTUBHBIX M3MEPEHWIA.

lpoyecc — ycmotivyueas u yeneHanpasneHHass CTPYKTYPA e3aumocesidaHHbIX U 83aumodelicmeyroujux deticmeuli (aK-
moe dessmenibHOCMU), Komopas unIrcmpupyem rpeobpa3sosaHue o onpedenéHHOU mexHoIo2uu Mamepuarna 0esimeris-
Hocmu 0ns npodykma unu nompebHocmel nompebumerns 0ns ycryau (8xo008 8 npouecc) 8 pesyrnbmam dessmesibHocCmu
(8b1x00 U3 npouecca) — 3apaHee 3arniaHupo8aHHbIl NPodyKm unu ycnyay, npedcmasasouwlyro UeHHocmb 07151 nompebu-
meJsisi Ipu NoMowu UHCmMpymMeHmos desimesibHOCMU (pecypchi fipouecca) u rnod yrnpasneHuem Hopm dessmesibHocmu (pe-
a2nameHmauyusi npouecca). ©.

4.1.1a Onepayus — anemeHmMapHbIl akm desimesibHocmu, omoesibHoe delicmegue 8 psidy NodobHbIX, chasa npouyecca

0.4 Cea3b ¢ ISO 9001 (Relationship with ISO 9001)

XOTS HACTOSILUMIN CTaHAAPT SIBNISIETCS aBTOHOMHbIM, OH O0CHOBaH Ha ISO 9001:2008, KOTOpLIN Obin 3aMeHEH Ha

ISO 9001:2015. Ans yoobctea nonb3osaHusa B MNpunoxeHun B npyBeaeHO COOTBETCTBUE MeXAY NMyHKTaMM

1SO 9001:2015%° u HacTOSILMM CTaHAAPTOM.

HacToswmi ctaHaapT npefHa3HayveH ans obneryeHust rnobanbHOro CorfacoBaHMs COOTBETCTBYHOLMX HOPMATUBHbBIX Tpe-
60BaHMi kK CMK, NpyMeHNUMbIE K OpraHU3aLmnsM, y4acTBYIOLMM B OAHON UM HECKONbKUX CTaAMAX XXUSHEHHOMO UmMkia MU.
HacTosiwmin ctangapT BKItOYaeT B cebsi HEKOTopble 0cobble TpeboBaHWs A1 OpraHM3aUmii, YYacTBYOLMX B XKU3HEHHOM
umkne MU n ucknouaet HekoTopble 13 TpebosaHuii ISO 9001, koTopble He LenecoobpasHbl B kauecTee HOPMAaTUBHbIX TRe-
G0BaHUMIA. /13-32 3TUX MUCKIOYEHMI, opraHn3aummu, CMK KOTOpbIX COOTBETCTBYIOT HAcTosLLEMY CTaHAAPTY, HE MOryT npe-
TeHgoBaTb Ha cooTBeTcTBME ISO 9001, ecnn nx CMK He oTBevaeT BceM TpebosaHusim ISO 9001.

7 Cm. ISO 9000 §3.6.6 «3akoHoAaTenbHOe TpeboBaHMue» (statutory requirement) - o6s3aTensHoe TpeboBaHue (3.6.4), yCTaHOBNEH-
HO€e 3aKoHOAATesIbHBIM OpraHoM, a Takxe §3.6.7. «<HopMaTuBHOe TpeboBaHue» (regulatory requirement) - obsizatenbHoe Tpebo-
BaHue (3.6.4), yCTaHOBNEHHOE OpraHoM, YNOIHOMOYEHHbIM 3aKOHOAATENIbHbIM OpraHoM

8 Cm. FOCT 1.5-2001 MexrocyfapcTBeHHasi cucteMa ctaHgapTtvsaumm (MICC). CTaHaapThbl MeXXrocyAapCTBEHHbIE, NMPaBWia U peko-
MEHAALMM MO MEXrOCyAapCTBEHHOW CTaHAapTM3aummn. Oblime TpeboBaHUs K MOCTPOEHMIO, U3MIOXKEHUIO, OChOPMIIEHMIO, COAepXa-
HMIO M 0603HaueHuto. §4.9.1. «MpuMeyaHus He AOMKHbI coAepXKaTb TpeboBaHNn».

° OBpaTtuTe BHUMaHWE, YTO BE3AE MO TEKCTY CTaHAapTa TepMuH "effectiveness" nepeBoauTCs UMEHHO Kak «pe3ysibTaTUBHOCTb»
(cTeneHb, C KOTOPOW 3anaHMPOBaHHbIE 3aAa4y BbIMOMHEHbI U 3aMIaHUPOBaHHbIE Pe3ynbTaThl AOCTUrHYThI). BAn3kKi No 3ByYaHuo
aHrnuicknin TepmnH "efficiency” - nepesoaumbii B cnoeape ISO 9000 kak «3¢ppeKTUBHOCTb» (OTHOLLEHME MeXAY AOCTUIHYTbIM
pe3ynbTaToM U 3aTpayeHHbIMK pecypcamu) B AaHHOM CTaHAapTe He UCMOonb3yeTcs.

10 16.09.2026 ony6nukoBaH ISO 9001:2026, 3amMeHmBLUMI ISO 9001:2015; 3aeck COOTBETCTBME MOKa NpuBeaeHo ans I1SO 9001:2015
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0.5 CoBMecTMMOCTb € Apyrumu cuctemamm meHegkmeHta (Compatibility with other man-
agement systems)

HacTosiwmit ctTaHgapT He CoAepXUT CreumanbHbiX TpeboBaHWi K ApPYrMM CUCTEMaM MeHeDKMEHTa, HanprMep, K cMcTeMaM
MEHEeMKMEHTa OXpaHbl OKpYXKatoLlen cpeabl, 6e30nacHoCcT 1 Npod.340pOoBbs, a Takke (PUHAHCOBOro MEHEAXXMEHTA.
OOHAKO HACTOALWMIM CTaHAAPT NO3BOJISET OpraHM3aLIMK COrnacoBbIBaTh UM MHTErpupoBaTb!! cBoo cobcTBeHHyo CMK ¢
COOTBETCTBYIOLMMMN TPeBOBaHMSIMU APYTrUX CUCTEM MeHemxMeHTa. OpraHu3aumns MoXeT afanTupoBaTb AEVCTBYIOLLYO
cucteMy (CUCTeMbl) MeHeaXXMeHTa Anst co3aaHust CMK, cooTBETCTBYHOLLEN TpeboBaHMSIM HAacTOSLLErO CTaHaapTa.

1

1 O6nacTb npumeHeHua (Scope)??

HacTtoswuit ctaHaapT onpeaensieT TpeboBanms kK CMK B ciydasix, Koraa opraHusaumMm HeobxoamMMo npoaeMOHCTPUPOBaTh
CnocobHocTb nocTaBnsATb MU 1 NpeaocTaBnsTb CBS3aHHOE C HUMM 06CNyXMBaHWe, oTBevaloLee TpeboBaHusM noTpebu-
TeNs U NPUMMEHMMOMY 3aKOHOAATENbCTBY. Takve opraHM3aLUmMn MOryT OblTb BOB/IEYEHbBI B OfHY W/IM HECKOSIbKO CTaaUM XKN3-
HeHHoro umkna MU, Bknoyas NpoeKkTMpoBaHue 1 pa3paboTKy, MPoOM3BOACTBO, XpaHeHne 1 AUCTpmbyumto, MoHTax, obcny-
)KMBaHWE, @ TaKXKe OKOHYATESbHbIN BbIBOA M3 3KCMTyaTauum 1 yTunmsaumio MW, npoekTMpoBaHue 1 pa3paboTky M oka-
3aHue cBsi3aHHbIX ¢ MU ycnyr (HanpuMep, TexHnyeckas noaaepxkka). Hactoswmii ctaHaapT Takke MOXET 6bITb MCNosb30-
BaH MOCTaBLLMKAMMN UM BHELUHMMW CTOPOHAMM, KOTOPble MOCTaBASIOT MPOAYKLMIO, B TOM YMCIE YCYIU, CBSA3aHHbIE C
CMK Takol opraHusaumu.

TpeboBaHMs HaCTOSLLEro CTaHAapTa NPUMEHUMbI K OpraHm3aumsm,
HE3aBMCMMO OT MX pa3Mepa W BUAa 3TUX OpraHu3auuii, eCiv ToJSIbKO
WUCK/IIOMEHME He NpeAyCMOTPEHO B AIBHOM Buae. Bce TpeboBa-
HWsI, NPUMEHNUMbIE K MU, B paBHOI Mepe NMpUMEHMMbI K yCiyram B OT-
HOLLEHWW 3TUX U3AENNI, CNM TAaKOBbIE OKA3bIBAKOTCS OpraHu3aumens,
Mpouecchl, TpebyeMble HAaCTOSALWMM CTaHAAPTOM M MPUMEHMMbIE K Op-
raHuM3aumn, Ho He OCYLLECTBNISIEMbIE CaMOM OpraHu3aunei Hanps-
Myto!4, OCTaloTCA OTBETCTBEHHOCTBIO OPraHM3aLUMM 1 AOMKHBI HaXoAUTbCS NoA ynpasreHneM CMK opraHu3aumnm nocpea-
CTBOM MpOBEAEHUSt MOHUTOPUHIA, NOAAEPXaHUS B paboyeM COCTOSHUM U ynpaBneHus TakKMMn npoLeccamu.

Ecnn npuMeHnMoe 3aKOHOAATENLCTBO JOMYCKAET UCK/TIOUYEHME YPaB/IeHUs MPOEKTUPOBAHNEM W pa3paboTKon Usaenui
(87.3), TO 3TO MOXET C/YXWUTb OCHOBAaHWEM ANSi UCKITKOYEHWNS COOTBETCTBYHOLMX TpeboBaHWi 13 KOHKpeTHoM CMK. 3TuMu
HOPMATUBHBIMU TPEGOBAHMAMM MOryT HbITb NPeAOCTaBMIEHbl aflbTEPHATUBHbIE MOAXOAbI, KOTOPbIE AO/MKHbI 6bITh paccMoT-
peHbl Ans KoHkpeTHol CMK. OTBETCTBEHHOCTL 3@ 06ecneyeHne COOTBETCTBMNS TPe6OBaHMSIM HACTOSILLErO CTaHAapTa npu
WCKITIOYEHUM §7.3 NEXUT Ha CaMOM opraHu3auum.

Ecnun kakoe-nnbo TpebosaHme(s) pa3aenos 6, 7 unun 8 HacTosALWero ctaHgapTa Henb3s NPUMEHUTb BBUAY cneundunkn ges-
TeNbHOCTU OpraHM3auum Uam KoHKpeTHoro MU, Ha koTopoe pacnpocTpaHseTcs CMK, To opraHnsaummn He cnegyeT BKIILO-
YyaTb Takoe TpebosaHue B cBot0 CMK. B OTHOLIEHMM KaXKAOro HeNnpUMeHMMoro TpeboBaHns opraHnsaums i 3a[0Ky-
MEHTUpPOBaTb 06OCHOBAHME B COOTBETCTBUM C MYHKTOM 4.2.2 a).

Kayecmeo — ripumeHumensHoO K MeQuyuH-
CKUM u30enusiM — ceolicmeo coxpaHsimb 3a-
OaHHyto 6e3onacHoCcmb U hyHKUUOHaIbHbIE
Xapakmepucmuku npu 0okazaHHOM ypo8He
KruHuU4eckol pe3ynbmamugHocmu

2 HopmaTtusHble ccbinku (Normative references)

B HacTosilieM cTaHAapTe UCNofib30BaHa HOPMATMBHASA CCbifKa Ha cneaytowmin ctaHaapT ISO 9000:2015 «Cuctema Me-
HemkMeHTa KayectBa. OCHOBHbIE MOSIOXEHWSI U CNIOBapb» 1>,
[ns AaTMPOBaHHbIX CCbIIOK MPUMEHMMO MOCiefHee n3gaHne CCblSIoYHOro AOKYMeHTa (BKIoYas ntobble n3MeHeHus).:

-

1 B 3TOM cny4yae roBopsT NpO «MHTErPUPOBaHHYI0 CUCTEMY MeHemMkMeHTa (MCM)»

2 3pech M fanee B paMKe OKOJO 3arofioBKOB 6yAyT yKasaHbl «CUMMETPUYHbIE» NYHKT(bI) U3 cTaHaapTa ISO 9001:2015. CooTBeTcTBUE
COenaHo Ha OCHOBE MMetoLLEecst TyT B cTaHaapTe Tabnuubl B.1 «CooTBeTcTBMe Mexay 1SO 9001:2015 m ISO 13485:2016». O6s3a-
TeNlbHO 06paTuTe Ha Hero BHUMaHue! Bo3MoXHO, ByayLias pegakums ctaHgapta Ha CMK-MU Takoke nepenaéT Ha 3Ty Hymepa-
umio, cooTeeTcTBytowyto HLS — High Level Structure (Ha 03.10.2026 ISO 13485:2016 HaxoauTCS Ha CMCTEMATUYECKOM MEPECMOTPE,
HOBOW pefakLum noka HeT). PeaakTop AaHHOro nocobus B3si Ha cebsi CMenoch ykasaTb B HEKOTOPbIX paMkax KpoMe MyHKTOB U3
Mpunoxeruns B.1 pononHutensbHble NyHKThI M3 ISO 9001:2015 KoTOpbIE TOXE, MO €ro MHEHWIO, UMEIOT OTHOLLUEHWE B OMUCAHHLIM
BOMpocaM. Takvne MyHKTbl BblAeNeHbl NOAYEPKMBAHUEM.

13 Cm ponuk: «O6nacTb gelictBus CMK. O6nacTb cepTudukaumm. Peructpaums U nMueHsvpoBaHue» - https://youtu.be/Big4cBrRoTc

Cm. onpegenenve N2 3.4.6 n3 ISO 9000: «MepemaaBaTb Ha ayTCOPCUHI (outsource) - 3aK/o4aTh CornalleHue, no KOTopoMy

BHELLHSISI OpraH13aLms BbIMOSHSET YacTb GYHKLUMI MM Npouecca opraHuaumu. Mpum. 1: BHELWHSS opraHM3aumsi HAXOAWUTCS BHE
061acTn AeiCTBUS CUCTEMbI MEHEIDKMEHTA, XOTS NepeAaBaeMasi Ha ayTCOPCUMHI yHKLMS MW MPOLIECC, BXOAST B 3Ty 061acTb».

5 EcTb y)e akTyanbHas peaakuus — ISO 9000:2026, HO Mbl TYT NoKa He nepepabaTbiBany CChIIKM Ha Hero.

-
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3 TepmuHbl 1 onpeaeneHus (Terms and definitions)
B HacToALleM cTaHAapTe NpUMEHeHbI Ceaytolme TEPMUHBI C COOTBETCTBYIOLWMMM OnpeaeneHnamm te:

3.1 nosicHuTenbHoe yBegomneHue (advisory notice)'’: YBeaomneHve, BbinyCKaeMoe opraHu3aLmelt nocne nocraBku'é
MW, copepxxallee AONOHUTENbHYIO MHDOPMaLUMIO U/MAKM PEKOMEHAALMMN O TOM, Kakue AeNCTBUS AO/MKHbI 6biTh Npeanpu-
HSTbI (NONb3oBaTeNeM) npu:

e npuMmeHeHun MU;

e Moandvkauum MU;

e BO3BpaTe MW opraHusaumun, KOTopasl ero nocTaBuna;

e yTuAusaumm MWU.

lMpumeyaHue — Bbinyck nosicHUMensHo20 yeedomreHusi Moxem mpebosambcs 8 coomsemcmsuu ¢ 3AKOHOAATENbCTBOM.

3.2 ynonHOMOUEeHHbI noBepeHHblii (authorized representative)!®: dusnyeckoe nnu topuam-
YecKoe NNL0, ONPeAenEHHOE B CTPaHE WA B KOHKPETHOI I0PUCAMKLIMKM, KOTOPOE MOYHMUO0 NUCh- EC | REP
MEHHOe NopyyeHne OT NPOM3BOANTENS AeCTBOBATbL OT €ro MMEHW ANS BbINOMHEHNS ONPeAeNEHHbIX
3aa4y B OTHOLLEHNN 0653aHHOCTEN NPON3BOANTENS, YCTAHOBIEHHbIX 3aKOHOAATENLCTBOM B [JAHHON CTPaHE MW IOPUCANK-
umm. [GHTF/SG1/N055:2009, §5.2]

«YNOJIHOMOUYEHHbIW NpeacTaBuTeNb NpoussoauTens MU» — 1opnUo UK 3aperncTpupoBaHHoe B kavecTse UM
dusnuuo, aensowmecs peamaeHtTamMm PO, ynonHoMoueHHble nponssoanTeneM MU npeactaBnsaTb ero MHTEpech! no
BOnpocam obpalleHns MU Ha Tepputopun PO, B TOM unciie No BonpocaMm npoueayp OUEeHKN COOTBETCTBUS U roc.pe-
rmcTpaumu;

«3asBUTENb>» — Npou3BoaNTeb MU 1nv ynonHOMOYEHHbIV NpeacTaBuTeNb npoussoamTens;?°

3.3 knuHnueckan oueHka (clinical evaluation): AHanu3 1 oueHKa KIIMHUYECKUX AaHHbIX B OTHOLWEHUM MU ¢ uenbto
Bepudukaumm 6e30nacHoOCTM U PYHKUMOHASbHBIX XapakTePUCTUK U3AENNS MPpU ero KIMHUYECKOM NPUMEHEHUN, KaK npea-
Ha3Ha4YeHO U3roTOBUTENEM.

[GHTF/SG5/N4:2010, pasaen 4]

ToT xe TepmuH B TOCT P 56429-2015 (GHTF/SG5/N2R8:2007) «U3genuna meamumHckmne. KnmHmyeckas oLeHKa»
HE3HAYUTENBHO OT/IMYAETCA: «OLUEHKa U aHasn3 KIMHUYECKUX OAaHHbIX, OTHOCALLMXCA K MEAMLMHCKOMY U3AENUI0,
C Uenbto NMOATBEPXKAEHNS KIIMHUYECKON 6€30MacHOCTU U Pe3y/bTaTUBHOCTM U3AENUS MPU €ro NpeaycMOTPEHHOM
npou3BoAnUTENEM NPUMEHEHUN>.

§3.3 wimHnueckas pesynbtaTuBHOCTb (clinical performance): CreneHb COOTBETCTBMS pe3ybTaToB KINHK-
YeCcKoro npuMMeHeHns nsgenus (Bko4as BOCMPOM3BOAMMOCTb PE3YNbTATOB) 3asBEHNSM U3rOTOBUTENS B paMKax
onpeaeneHvs NpeaycMOTPEHHOM0 Ha3Ha4veHus nsgenums.

§3.4 knnHnueckan 6e3onacHocTb (clinical safety): OTcyTcTBME HEeXenaTenbHbIX SBAEHUA U HEAOMYCTUMBbIX
puckoB (BK/HOYas OWMBKM Nonb3oBaTens) nNpyu NpUMEHeHNM M34enms B paMKax NpegycMOTPEHHOr0 Ha3HaueHus.
lpumeydarme — [1ogpobHOE Pa3bICHEHNE 3TUX TEPMUHOB PHUBEAEHO B ripuioxeHmn B k FOCT P 56429-2015.

§3.5 kimHuueckme aaHHble (clinical data): [JokyMeHTUpOBaHHbIE pe3ynbTaThl KIMHUYECKOr0 NPpUMEHEHNS
n3aenusi, AEMOHCTPUPYIOLLME ero KITMHUYECKYH0 pe3y/ibTaTUBHOCTb M 6€30MacHOCTb.

§3.6 kninHunueckme ceupgetenbcrTBa (clinical evidence): KnnHnyeckne aaHHble U OTYETHI O KITMHUYECKOM
OLEHKE, UMeloLLME OTHOLLEHME K paccMaTpusaemomy MU.

3.4 npeten3us (complaint): M1ucbMeHHOe, 3N1eKTPOHHOE MK YCTHOE coobLleHne 0 HeaocTaTKax, CBA3AHHbIX C MAEH-
TUYHOCTbIO, KQUYECTBOM, CPOKOM CTyX6bl, 103abunnTi?!, 6e30NacHOCTbIO MK hyHKLMOHMPOBaHueM MU, BBeAEHHOIO B

16 OCHOBHblE TEPMMHbBI CUCTEMbI MEHEMKMeHTa kavecTBa OBA3ATE/IbHO cM. Takke B cTaHaapTe ISO 9000:2015. TepMUHbI, OTHOCALLM-
ecsl kK peMoHTy 1 TO cM. B FOCT 18322-2016 «Cuctema Tex.06CnyXvMBaHUS U PEMOHTa TEXHWUKWU. TEPMUHBI 1 onpeaeneHns»

17 Kak ocobniit Bug AN cneayet BbiaenuTb FSN (Field Safety Notice \ YBegomneHue, kacatoleecs obecneyeHnst 6e30nacHOCTH) Bbl-
nyckaTb KoTopble TpebytoT eBponelickme PernameHTsl (§8 B Ctatbe 89 MDR 2017/745 n §8 B Cratbe 84 IVDR 2017/746).

18 3peck ucnonbayeTcst TepMuH «delivery» KOTOpbIN NepeBeféH PEAAKTOPOM KaK «MOCTaBKa», B OT/IMUMM OT BCTPEYALOLLErocs no Tek-
cTy 6onee obLero TepMuHa - «distribution» koTopbIii NepeBeaéH Be3ae «B N106» - AMCTPUBYLSI.

19 Bonee pacnpocTpaHEéH NepeBoj Kak «aBTOpWU30BaHHLIN npeacTasuTenb», B FTOCT 3TO «YMOMHOMOYEHHbIN...», HO peAaKTop y4ebHoro
nocobus CYUMTaET, YTO AaHHBIN TYT NepeBo 6onee TOYHO OTpaXKaeT cMbICh AesitesibHocT AR. CM. MDCG 2022-16 "Guidance on
Authorised Representatives...”. Ha kapTuHkn — cumon AR Ha MapkupoBke B EBpocotose.

20 Onpepenenve B3ATO U3 «[octaHosneHus Mpasutenscrea PO ot 30.11.2024 r. N2 1684 «06 yTBepxaeHun MNpasun roc.peructpaumm
MeanUMHCKuX usgenui». M 1684 aeicteyeT (cpok npoanéx MM N2 2214 no 31.12.2028).

21 BTOCTe TyT CTOUT «HafEXHOCTbO», eCTb odurumManbHbii nepeog B FOCT P M3K 62366-1-2023 «3kcrniyaTauMoHHas MPUroaHOCTb».


http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n055-definition-terms-090326.pdf
https://health.ec.europa.eu/system/files/2022-10/mdcg_202216_en.pdf
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obpalleHre, a Takke B OTHOLIEHUN CBSI3AHHOTO C HUM 06CNYXMBaHMWS, KOTOPOE BAUSIET Ha (DYHKLUMOHANbHbIE XapaKTepu-
CTUKKM Taknx MU.

lMpumeyanme 1: ITo onpeseieHne <rpeTeH3un» OTIMYAETCS OT OnpedeneHus, AaHHoro B ISO 9000:20157.15

3.5 puctpubbroTop (distributor): ®usnyeckoe unm topmanYeEckoe NULO B LIEMOYKE MOCTABOK, KOTOPOE AENCTBYET OT
CBOEro MMEeHu u ocylecTsrsieT npogaxy MU koHeuHoMy notpebutento. [GHTF/SG1/N055:2009, §5.3]

llpumeydanns

1. B uyeno4ky nocmasok Mo2ym b6bimb gosriedeHbl 6oriee 00Ho20 ducmpubbromopa.
2. Jluya e yernoyke nocmasok, 808/1e4YéHHbIE 8 OesIMENILHOCME 10 XPaHEHUK U MPaHCopmuposke om UMEHU rpou3eo0u-
merns, umnopmépa unu ducmpubbromopa, He sensrmcs oucmpubbromopamu Mo 0aHHOMY OnpedeseHur.

3.6 nmnnanTupyemoe MU (implantable medical device): MU, koTopoe MOXET 6biTb yAaneHo TOMbKO NOCPEACTBOM
MEAMLMHCKOMO MM XMPYPrMyeckoro BMeLlaTelbCTBa M KOTOPOE NpefHa3Ha4veHo Ans:

e MOJIHOrO MM YaCTUYHOIO BBEAEHMS B TEO YeI0BEKa MM B eCTECTBEHHOE OTBEPCTUE, UK

e  3aMELUEHUs 3NUTENMANIbHONM NMOBEPXHOCTM UM NOBEPXHOCTYU INasa,

o HaxoXaeHna Ha MeCcTe UMnaHTaumnn nocne npoueaypbl B TeHEHNE HE MEHEE 30 ﬂ,HeVl.
lNpumeyaHue — Amo orlpedeneHue umririaHmupyemozo MU eknrodaem makxxe akmugHble umririaHmupyemsbie MU.

3.7 nmnopTtép (importer): dusmnyeckoe nam OpUANYECKOE NMLO B LIENOYKE NOCTAaBOK, KOTOPOE, SIBASETCA NEPBLIM B

LienoYKe MOCTaBoK, BbIBOASLLMM MU, npov3BeaéHHOE B MHOW CTPaHEe WX B tOpUC- ) )

AMKUMKM, HA PbIHOK CTpaHbl UK IOPUCAMKLUK, Tae usgenue npeanonaraeTcs K pea- \[H[ ]
U

nm3auun. [GHTF/SG1/N055:2009, §5.4]

3.8 mapkuposka (labelling): sTukeTka, MHCTPYKUMS MO NPUMEHEHWIO U MHAs MED
nHdopMaLus, KoTopas CBs3aHa C aeHTUdUKaUMEN, TEXHUYECKUM OMUCAHNEM,

Ha3HayeHWeM N HaaexallumMM UCnonb3oBaHWEM MeAULMHCKOrO U3enns 3a UCKTI0YEHMEM TOBapOCONpOBOAUTENbHbIX A0-
kymeHTOB. [GHTF/SG1/N70:2011 Label and Instructions for Use for Medical Device, Pasgen 4]

cM Takxke onpeaenenune us NOCT P UCO 15223-1-2023 «U3penua meamumHckmne. CUMBOSIbI, NPUMEHsIEMble NpU
MapKMpoBaHuWM Ha MU, aTUKeTKax U B CONPOBOAUTENbHON AOKyYMeHTaumn. Yactb 1. OcHoBHble TpeboBaHus.

Ewé ectb Takoe onpegenenve MmeamumnHckoro usgenns (Medical Device Name) — Jliobas nH@opmaLms, Heobxoam-
Masi 4715 [10/1b30BATESS], YTOOb! UAEHTUDULMPOBATE U3AE/NE U OT/INYUTL €0 OT M04O6HBIX n3ge/mmi (KaHasa).

3.9 xxusHeHHbI umukn (life-cycle): cepus Bcex a3 XM3HeHHOro Luykna MU oT nepeoHayanbHON KOHLEMNUUAU 40 OKOH-
yaTesibHOro BbiBOAA M3 aKCyaTauumn u ytunmnsauun. [ISO 14971:2019, §3.8]

— Nepuoa BpeMeHW, B TEHYEHMe KOTOPOro TOBap MOSBASETCA KakK KOHUENUMsl, BbIBOAUTCS U 0bpallaeTcs Ha pbiHKe
W 3aKaHuMBas ero yxoaoM C pbiHKa. [locneaoBaTeslbHOCTb 3TanoB, Yepes3 KOTOpble NPOXOAUT NPOAYKT, HauMHas C
MOMEHTa ero Co3jaHuns 1 NOSIB/IEHUS HA PbIHKE, W 3aKaH4MBas NpekpalleHnem npoaax.

3.10 usrorosuTesnib (Mmanufacturer): ®usnyeckoe nnm OpUANYECKOe ML, OTBETCTBEHHOE 3a NPOEKTUPOBaHNE WU/1in
n3rotoeneHne MU, c HamepeHveM caenate MU fOCTYMNHBIM ANt UCMONb30BaHMs NMog ero CO6CTBEHHbIM MMEHEM,
He3aBMCUMO OT TOr0, CMPOEKTUPOBAHO W/UNK Npou3BeaeHo N 3To MU opraHusaumein unm no eé NopyyeHuto

ApyruM nuuom(nmuamm). [GHTF/SG1/N055:2009, §5.1]

lpumeydanns

1. [aHHoe «gbusuyeckoe unu opuduyecKoe fuyo» HeCEm KOHEYHY0 IPUOUYECKYI0 0MeemcmeeHHOCMb 3a obecrieyeHue
8bInosiHeHus npumeHumo2o0 3AKOHOAATENbCTBA 6 omHoweHuu MW e cmpaHax unu rpucOuKyusix, 0nsi npodaxku 8 KOMOopbIX OHU
rnpedHa3HayeHbl, ec/iu MoJsIbKO UHOE He yCmaHOo8/IeHO crieyuarnbHbIMu mpebosaHUsIMU peaynupyoweao op2aHa 8 0aHHOU ropuc-
oukyuu.

2. OmeemcmeeHHOCMb U320Mo8umerisi ornucaHa 8 pykogoosiujux dokymeHmax GHTF. Oma omeemcmeeHHOCMb 8Kto4aem 8 cebsi
Kak omeemcmeeHHOCMb 110 8bIMNOSIHEHUI rpednpodaxHbix mpebosaHull, mak u nocm-rnpodaxHbix mpebosaHul, makux Kak coob-
WeHUs 0 HexxerlameribHbIX cobbimusix U y8eOOMIIeHUST O KoppeKkmupyowux 0elicmeusix.

3. lpoekmuposaHue u/unu npou3eodcmeo Mo2ym ekrroyams 8 cebsi pazpabomky creyuchukayud, nPou3sodcmeo, Uu32omossieHue,
cbopky, obpabomky, ynakoenigaHue, repeyrnakosbieaHue, MapKuposaHue, nepemMapkuposaHue, cmepunudayuro, MOHMax unu
nepepabomky MU, a makxe ebiryck Habopa MW, 803M0oxHO 8 KOMBUHayuu ¢ Opyaumu uddenusmu emecme 071 MeOUUUHCKUX Ue-
ned.

4. Jluyo, ocywecmernsirouiee 8 COomeememeuu ¢ UHCmMpykyued rno npumeHeHuto cbopky u peaynuposky MU, ebinyuieHHo20 Ha pbi-
HOK UHbIM JTUYOM U rnpedHa3Ha4yeHHo20 0nsi UuHOUsUOyaribHO20 NPUMEHEHUS, He sigrisemcsl udzomosumersieM, ecru cbopka u peay-
NluposKa He usMeHsiem rpedHa3Ha4eHHo20 npumeHeHus MU.

22 - BpIpaXEHWE OpraHn3aLnMn Heya0BIETBOPEHHOCTM, CBA3AHHOM C €€ NMPoAyKTOM WX YCITYroi, Uan CaM1M MPOLIECCOM YrpaBieHus
NPEeTEeH3MsIMK, KOTOPOE NnpeanonaraeT (SBHO WM HESBHO) OTBET WK pelleHune. [cm: ISO 9000:2015, 3.9.3; ISO 10002:2018, 3.2].
[pyroii BapuaHT nepeBoaa TepMMHa «complaint» - xanoba, HO TyT NepeBeAeHO MMEHHO KaK «MPETEH3US».
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5. Jluyo, usmeHsiroujee HasHa4eHue MU unu modugbuyupyrowee MU 6e3 coenacusi uszomosumerns Ons 8birycka usdesnusi nod ceoum
cobcmeeHHbIM umeHen, BHBONBH paccvampueams Kak U320mosumers ModughuyuposaHHo2o M.

6. [MonHomo4HbIl nosepeHHbIl, ducmpubbomop unu ummnopmép, komopbil mosibko dobasnsiem ceoli adpec U KOHMaKkmHbie daHHbIe
Ha MU unu Ha ynakoeky 6e3 ydaneHusi unu U3MeHeHUs1 OpuauHaibHOU MapKUupoBKU, He S8Msiemcs U320mosumernem.

7. B cnyyae ecnu npuHadnexHocmu nonadatom nod HONMATHBHbBIE THEOOBAHHA K MV, nuua, omeemcmeeHHbIe 3a NPoeKmuposaHue
u/unu npou3sodcmeo makux rpuHadnexHocmed, S68/15I0MCcs npou3sodumernsamu.

B OCT P 15.013—2016 «Cucrema pa3paboTku n noctaHoBku MM Ha Nnpon3BOACTBO» €CTb Takne TEPMMUHBI:

3.8 pa3spaboTumnk: OM3NYECKOE UK OPUAMYECKOE NNLIO, OTBETCTBEHHOE 3a pa3paboTky MU.
lMpumeyvaHue — Paspabom4uk Moxem ocyuwecmensime hyHKUUU u3zeomoesumersi unu nepedams paspabomaHHoe uzdesnue
Ona npou3dsodcmea Opy20My hu3uHeCKOMY UMU HopudUHECKOMY MUUy.

3.9 nsrotoBuTtenb: Opuanyeckoe NnUo Mnn manyeckoe MU0, 3aperncTpMpoBaHHoe Ha TeppuTopun PO B Ka-
yecTse UM, OTBETCTBEHHOE 3a NPOM3BOACTBO. YNAaKOBKY M MapknpoBky MU, He3aBMCMMO OT TOro, NPOM3BOAUINCH
N 3TW onepaumnn CaMOCTOSITENIBHO WU C NMPUBJIEYEHNEM TPETLEN CTOPOHDI.

3.10 3akasumk: lOpugnyeckoe nnm dunsmyeckoe nmuo, Kotopoe obecnedmsaeT GUHaHCMpPOBaHNE pa3paboTku u
npou3BoacTtea M/ 1 onpenensieT 0CHOBHblE TpeboBaHus K MU.

3.12 MegMUMHCKNA coucnosiHuTenb: OpraHnsaumns unm Guandyeckoe muo, NpUBIeKaeMble paspaboTymMKoM
n/vnu narotoBuTeneM ans paspabotku T3 (HanpuMmep, B BUAE MEANKO-TEXHUYECKUX TpeboBaHuin), TY, TexHnye-
CKOM AOKYMEHTauuu Ais poBeAeHUst NPeABAPUTESNbHbIX U TUMOBBIX UCMbITaHWUI C LEbI0 OLEHKM COOTBETCTBUSI
(PyHKLUMOHANBHbIX XapakTepucTuk MU TpeboBaHusM.

3.11 meauumnHckoe usgenue (nanee «MU») (medical device)?3: IHcTpyMeHT, annapaT, npubop, YCTPOWCTBO, 060-
pyAoBaHWe, uMnnaHTaT, In Vitro peareHT unu kanubpaTtop, nporpaMMHoe obecnedyenne?* (panee — «MO»), MaTepuan
WM MHble NoA06HbIE, UM CBA3AHHbIE C HUMW U3Aenns, NpeaHa3HaYeHHble N3roTOBUTENEM A8 NMPUMEHEHNS K YenoBeky C
OAHOW MJIN HECKONbKMMM KOHKPETHBIMU MEAMLMHCKUMU LensiMu (LEebio) No OTAENBHOCTM UM B KOMBMHaUMK ans:

e [MAarHoCTuKM, NpouNaKTUKN, MOHUTOPUHIA, NedyeHunst unu obneryeHusi 3abonesaHui;
AMArHOCTVKWN, MOHUTOPWHIA, JIEYeHMs], 0BSIErYeHNst UM KOMMEHCaLMN NOCNEeACTBMIA TPAaBMbl;
nccnefoBaHus, 3aMeLLeHNs U N3MEHEHUSI aHAaTOMUYECKOro CTPOEHNS UK HU3MOIONMHECKUX NPOLIECCOB;
XM3Heo6ecrneyeHns U NoaaepXKaHUsl U3HEHHBIX DYHKLWIA;
KOHTpONs 3a4atust (B8 MDR TyT HarmcaHo 6osbLie «...control or support of conception»),
aesvHdekumn MU (B MDR TyT HarmcaHo bosibLie «cleaning, disinfection or sterifisation» ...;
nosnyyeHmsa nHdopMaLmMn NoCpeacTBOM nccneaoBaHus /in vitro npob, B3sTbiX U3 Tena yenoseka ((8 MDR TyT Hamnu-
caHo borsble «...human body, including organ, blood and tissue donations»)
Mpu YCNOBKM, UYTO UX NpeanosiaraeMoe BO3AENCTBME Ha YeNIOBEYECKMIA OPraHU3M He peanim3yeTcsl 3a CUYET (hapMako-
JTIOMMYECKMX, UMMYHOJTOMMYECKMX MM METABONMUYECKNX CPEACTB, HO MOXET NOAAEPXKMNBATLCS TAaKUMU CPEACTBaMM.

lMpumeyvaHue — Criedyrowue usdenus Mo2ym paccmMampueamsCsi 8 HEKOMOPbIX PUCOUKUUSIX Kak MeOUUUHCKUE, HO 8 UX

OMHoOWeHUU eweé He 8bipabomaH eduHbIl Mnooxoo:

o OesuHtpuyupyrouue geujecmsa;

e gcrioMoeameribHble cpedcmea Orist NlulY, C 02paHUYeHHbIMU 803MOXHOCMSIMU USU C ¢hU3UYECKUMU U YMCMBEHHbLIMU He-
docmamkamu;

e u30enus, 8KIOYaUUE MKaHU XUBOMHbLIX UMU Yesio8eka;

e u3denus 08 IKCMpPaKopPropabHO20 0r1000MmeopeHUst U perpolyKmMUHbIX MexXHOI02ull.

CMm. otnnume ot onpegeneHns ns NOCT P UCO 14155-2022 «KnuHMYeckne nccnenoBaHns MEAULMHCKUX nsae-
JIMA, MPOBOAMMbIE C Y4aCTMEM YENOBEKa B Ka4ecTBe CybbekTa. Haanexaluas KIMHUYeckas npaktuka»: «3.23
uccnegyemoe meauumHckoe usaenue (investigational medical device): MU, koTopoe B xoae KInMHUYe-
CKOM0 MCCNeaoBaHus OLEHMBAETCS Ha npegMeT 6€30MacHOCTM UK pe3ynbTaTUBHOCTU (YHKLUMOHAMbHbBIX XapaK-
TEPUCTUK. JaHHoe oripegesieHne BKIroYaeT MU, yxxe npeacrasB/iIeHHbIe Ha PbIHKE, OL/EHNBAEMbIE 4/15 HO-
BOIo MpesyCcMOTPEHHOIO HA3HAYEHUS/PUMEHEHMS], HOBOY MOMYJ/ISLMM, Ha MPEGMET UCIIO0/Ib30BaHNS HOBbIX MaTe-
PUATIOB WITH U3MEHEHMY KOHCTDYKLIMIPS .

B OCT 31508-2012 Knaccudumkaums MU B 3aBUCMMOCTM OT NOTEHLMANBHOIO pyUCKa NPUMEHEHNS eCTb cneayto-
LMe onpefeneHns: MeAULUNHCKUE u3aenus, npuHagnexxHoctm, MU kpaTtkoBpeMeHHOro NpuMeHeHus,
MM BpeMeHHOro npuMmeHenus, MU pnmtenbHOro npuMmeHeHus, uHeasmsHoe MU, HemHeasusHoe MU,

23 [IononHeHUs! B AaHHbIN NYHKT COKpaLUEeHbl T.K. aBTOp NoCobusi NOArOTOBWUM OTAENbHbIA CEOPHWUK TEPMUHOB M ONpeaeneHuii kaca-
TeNbHO MOHATUS «MEANLIMHCKOE U3Aenne» 13 pasHblX APYrMX HOPMATUBHbIX aKTOB.

24 Nmeetcs B BUAY MO ans BctpanBaHus B MU u/vnm NO kak MU (Hanpumep, MO ans meamumHckmnx DICOM-cepsepoB - Digital Imaging
and Communications in Medicine). ins Takoro otaensHoro MO ncnonb3yeMoro caMocTosTenbHo kak MU wunu BcTpamBaemoro,
HanpuMep, B CMapTdhOH, NMOSIBUIICS AaXKe TaKoW cneumnasnbHbl TepMuH «Software as Medical Device - SaMD». ns no6oro meau-
unHckoro MO cm. FTOCT IEC 62304-2022 (npeHTtnyeH IEC 62304:2006 + Amd 1:2015) «U3penna meanumHckme. MNporpaMmMHoe obec-
neyexune. MNpouecchl XU3HEHHOTO LMKNa».



https://docs.cntd.ru/document/1200139386
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XUpypruyecku mHisasmsHoe MU, umnnavtupyemoe MU, aktusHoe MU, akTuBHoe TepaneBTuyecKoe
MW, akTMBHOe anarHocrmueckoe MU, xupypruueckmii UHCTPyYMEHT.

B NOCT P 15.013—2016 «CPI1M MW» eCTb Takne TePMUHbI:

3.2 MU nugmBuayanbHOro HasHavyeHus (NpuMeHeHmn): V3genve, M3roToBIEHHOE N0 UHAMBUAYANIbBHOMY
3aKa3y NaumeHTa, K KOTOPOMY NpeabsBnsioTCs cneumasnbHble TpeboBaHMs MO Ha3HAYEHMIO MeAULIMHCKMX paboT-

HUKOB U KOTOpOEe npeaHasHayeHO UCKNHYUTENBbHO ANF IMYHOIo UCMNONb30BaHNSA KOHKPETHbLIM NaUneHTOM. [pu-
meyvaHue — CepuliHo ebinyckaemoe u3desue, Komopoe U32omoesssiemcs unu nodsepeaemcsi Mooughukayuu 8 coomeem-
cmeuu co crieyuasbHbIMU mpebosaHUsIMU KOHKpemHOo20 nayueHma, He sensemcs MU uHOugudyarnbHo20 Ha3HaqYeHUsl.

3.5 BupgoBas rpynna MWU: CoBOKYMHOCTb U3AENNI, MMEIOLWMX CXOAHOE Ha3HaYeHUe 1 oblime 6a3oBble XxapaKkTe-
PUCTUKMN.

3.6 npuHagnexHocTun: V3genvs, cCaMocToATeNIbHO He ABMSoWmMecs MeaMUMHCKMMK, HO crieumasnbHoO npegHa-
3HayeHHbIe 415 MPUMEHEHUS COBMECTHO C KOHKpeTHbIM MU B COOTBETCTBMU C €ro Ha3HayeHWeM U nomoratolume
€ro Ucnonb3oBaThb.

...B paMKax mMetoamMyecknx pekomeHaauun ®reyY «BHUMUMT» n OIrbY «LIMUKI3» no nopsaky NpoBeAeHNs IKC-
nepTusbl ... 4518 rocperncTpaunmn noa NPUHaQIEXHOCTAMMU MOHNMAKOTCA NPeaMETbl, CAMOCTOATENLHO He SBNS-
towmecs MM 1 nNo LeneBoMy Ha3HaYeHWO NpUMeHsieMble COBMECTHO ¢ MU nnbo B nx coctaee Anst TOro, YTobbl
MW morno 6bITb NCMOIb30BaHO B COOTBETCTBUM C LIENIEBbIM HAa3HAYEHMEM...

3.3 MHOropasoBoe MeAMLUMHCKOe usaenue. M1, npegHasHayveHHOE UM NpU3HaBaeMoe U3roToBuTENEM NoA-
XOAsIWMM Ansl MOBTOPHbIX 06paboToK 1 MHOrokpaTHOro ucnonb3osaHusa (FOCT I1SO 11135-2017)

3.12 cemeiictBo MU (medical device family): Mpynna MU, Npon3BoavMbIX OAHOMN 1 TOM XXe UK ANt OQHOW U TOW Xe
OpraHu3aumM 1 UMEIOLMX OAMHAKOBYIO 6a30BYH0 KOHCTPYKLMIO M 3KCMIyaTaLMOHHbIE XapaKTePUCTUKN OTHOCUTENBHO He3-
0MacHoOCTM, NpeaHa3HaAYeHHOro UCMOob30BaHMs U YHKUMOHMPOBaHMS (CM. Takxke OnpeseneHus rpynm, Buaa U katero-
puit MU Bblwe).

B KaHaackux HopMaTVBHbIX TPebOBaHMSIX yaanocb HauTW HEKOTOPbIE YTOYHEHMS:

CemMeiictBo MM — Mpynna MU, N3roTOBNEHHBIX OAHWUM U TEM XXE NPOU3BOANTENIEM, KOTOPbIE OT/IMYAIOTCS TOMBKO
(opMoii, LBETOM, BKYCOM WM Pa3MEPOM, KOTOpblE UMEIOT OANHAKOBYHO KOHCTPYKLMIO U NMPOM3BOACTBEHHBIN Npo-
Liecc 1 MMEeLOT TakKoe Xe npeaHasHa4YeHue.

Fpynna MU (Medical Device Group) — — Habop MW, Takux kak KOMMNAEKT A8 BbIMNOSHEHUS Mpoueaypbl Uv
KIOBETA, KOTOPbIV NPOAAETCS NOA €AWHBIM UMEHEM.

CemeiicTBo rpynn MU (Medical Device Group Family) — Ha6op rpynn MU, koTopble M3roToBIEHLI OAHUM U
TEM e Npom3BoanTeneM, ykasbiBaloLlee nx npeanonaraeMoe UCnosb3oBaHne, U KOTOpble OT/IMYaK0TCA TONbKO
KOMIMYECTBOM M KOMOUMHaLMel NpoAYKTOB, KOTOPbLIE BK/OYAKDT KaXayro rpynmny.

B OCT ISO 11137-1-2011 «CTepunusaums MEAULIMHCKON NpoayKumun. PagnaumoHHas ctepunmsaums. Yactb 1.
TpeboBaHusi K pa3paboTke, BafMaaLMN U TEKYLLEMY KOHTPOJIIO NpoLecca CTEpUIM3aLmMn MEANLIMHCKUX U3AENNIA»
eCcTb Takoe onpegeneHve 3.31 «cemeicTBo npoaykumumn (product family): Mpynna u3 pasnnyHbIX BUAOB Npo-
AYKUMK, KOTOpblE MOXHO 0611y4aTbh OAMHAKOBOM [O30M CTepUM3aLmnm».

Cm. Takke B ISO 9000:2015 onpenenerue 3.3.9. — kKOH(UrypaunoHHbIi MeHemkMeHT (configuration
management) — CKOOpANHMPOBaHHbIE AEUCTBUSA MO YNPaBIEHUIO U KOHTPOSIIO KOHDUrypauusMu. KoHdurypaum-
OHHbI/ MEHEXKMEHT, Kak NpaBu/o, HaLeNeH Ha TEXHNYECKME U OpraHU3aLMOHHbIE AENCTBUS, KOTOPbIE MHULIMK-
PYIOT ¥ NOAAEPXKMBAIOT YNPaB/ieHWe NPOAYKTOM WM YCIYro U MHGOpMauUMen 0 KOHGUrypaumMmn npoaykumm Ha
NPOTSHXKEHMM BCEMO XXU3HEHHOMO LMK NPOAYKLNN.

B KaHaackux permcTpaumoHHbIX MaTepuanax ecrb elé Takue YTOYHEHUS: «...CUCTEMA, UCMbITaTesNbHbIN KOM-
MNeKT, CEMENCTBO MEAVLMHCKUX U3LENWI, FPpymnna MeAULMHCKUX M3AENUA UM CEMEICTBO rPynn MeaLMHCKUX
W3[enui, npeanonaraeT HaMBbICLWYIO Knaccudukaumio...»

3.13 oueHunBaHune hpyHKLMOHaNbHbIX XapakTepucTuk (performance evaluation): OueHka 1 aHanm3 gaHHbIX ANs
YCTaHOBJIEHNS UM NMPOBEPKN CMOCOBHOCTN M3aenus Ans AMarHoCTUKW /i Vitro [OCTuraTb CBOEro Ha3HayveHusl.

3.14 nocT-npoga)kHoe HabnroaeHune (post-market surveillance?®): Cucrematnyeckuit npouecc céopa 1 aHanmsa
onbiTa, NOJTy4EHHOIO B OTHOLWIEHUN MM, BbINYLEHHbIX HAa PbIHOK.

3.15 npoaykums (product): PesynstaT npouecca. [ISO 9000:2005%, §3.4.2, U3MEHEHHBIN]
lpumeydanns

1. CYIYecTBYyIOT YEThIPE 0OLUNE KATErOpuu MPOoayKLNN.:
o yoryru (HarnpuMep, NEPEBO3KM);
o [IPOrpamMMHbIE CPEACTBA (HarpPUMED, KOMITbIOTEPHAS MPOorpamMma, C/10Bapk);

%5 B [OCTe «nocnenpoaaxHoe...». CM. Takke TexHuueckuii oT4eéT ISO/TR 20416:2020 «M3aenus MeanumHckme — MocnenpoaaxHoe
HabnoaeHne Ans usrotoBuTenein» (eCn HyXXeH nepesos — obpallanTeck!)
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o TEXHUYECKME CPEACTBA (Harpumep, y3es1 4Buratesis);
®  pacxofHble Marepmalsibl (HarnpuMep, CMasKka).
MHorme Bugbl NpoayKuun COAEPKAT /IEMEHTbI, OTHOCSLUNECS K Paz/TNYHBIM OOLYMM KATErOpUSIM rpoayKuymn. OTHECEHNE MPOJYKLMH K

Yyaiyram, nporpamMmmMHbIM, TEXHUYECKUM CPDEACTBAM WM MEPEPAOATHIBAEMbIM MATEPHUA/IAM 33BUCUT OT IPE0O/IEABIOLIErO /IEMEHTA.

Haripumep, rnocrasigemas rnpogykumns «aBToMObN/Ib» COCTONT U3 TEXHUHECKUX CPELACTB (HArpUMEpD, LWMH), NEPEPABATLIBAEMbIX MATE-

pHasIoB (FOpIoYee, OXIAKAAIOLYES KXNAKOCTL ), NPOrpaMMHbIX CPEACTB (HarpHUMeEp, NporpaMMHOE YIipaB/IeHNE ABUIaTesieM, UHCTDYKLMNS

A1 BOGUTEIS) M Y1y (HarpUMep, PasbsiCHEHMS 110 SKCTyaraymy, 4aBaeMbIe PogaBLIoM).

2. Moyra SB1SeTcs pe3ysibTaToM, 110 MEHBLUEY MEDE, O4HOIO AEUCTBUS, 0OS3aTEIbHO OCYLECTBIEHHOIO NPy B3aUMOAEHACTBIUM 10-
CTaBLUyIKa M MOTPEOUTENIS, M, KaK MPaBmio, HEMATEPUAasIbHa. [IPEJOCTaBIEHNE YCITyrv IMOXKET BK/IO4aTh B CEOS, HANPUMED, CIELY-
rouyee:

o [EATE/IbHOCTb, OCYLECTBIEHHYIO HA TOCTAB/IEHHOU MOTPEOUTENIEM MATEPHATILHON MPOAYKLUMN (HATIPUMED, PEMOHT HENCITPaBHOIMO
aBToMobuss);
o [ESTE/IbHOCTb, OCYLYECTBIEHHYIO HA TOCTAB/IEHHOU MOTPEOUTENIEM HEMATEPHUE/ILHOU MPOAYKLMU (HArPUMED, COCTaB/IEHNE 335B-
JIEHUS O OXO[AX, HEOOXOAMMOrO 4/15 ONPELENIEHNS Pa3MEDPA HA/IOra),
o [I0CTaBKa HEMATEPHUA/ILHOM NPOAYKLmH (HarpUMED, MH@POPMAaLM B KOHTEKCTE IEPEAaYN 3HaHMH),
o co34aHne BIarornpUsiTHbIX YC/I0BUM 4715 OTPEGUTEIEN (HArpUMED, B rOCTUHULIAX M PECTOPAHAX).
TIporpamMmMHoOE CPELCTBO COREPXKNT UHGDOPMALMIO 1 OObIYHO SB/ISETCS HEMATEPUAIIbHBIM, HO IMOXKET ObITH TaKXe B (hopMe r10axo408,
TPaH3aKLMH i rpoLeyp.
TEXHUYECKOE CPEACTBO, KaK IPaBwsio, SBJISETCS MATEPHUA/IbHBIM, U €0 KOSIMYECTBO BbIPAaXAETCH NCYUC/IIEMON XapaKTEPUCTHUKON. Pac-

XOLHbIE MATEPUA/TbI O6bIYHO SB/ISIOTCS MATEDUATTbHBIMU, U X KOJIMYECTBO BbIPDAXAETCS [TOCTOSSHHOM XapakTEPHUCTUKOU. TeXHUYECKue

CDELCTBA M PACXO[HBIE MATEPUAE/TLI YACTO HA3LIBAIOT TOBAPAMM.

3. [aHHoe oripefenieHne TepMuHa <rpoayKUns» MMEET OT/INYMS OT Onpedeienns, npmsegérHoro B ISO 9001:2015.

TMpodykyus (product) — amo pe3ynbmam xo3siicmeeHHOU desimesibHOCMU rpou38odcmeeHHOU op2aHu3ayuu 3a ornpe-
0enéHHbIl npomexxymok epemeHu. [podykyusi bbisaem cnedyrouwux sudos: 20moeasi, moeapHasi, 8asoeas, Yucmas, pe-
anusoeaHHasi. ..

TMpodykm (product) — 3mo 8bix00, ghopmupyemMbIli MPOUECCOM, KOmMopbIt Moxem bbimb rPou3sedéH opeaHu3ayueli 6e3
npsimoeo\HernocpedcmeeHHO20, «30echb-U-celiyac» e3aumodelicmeusi Mexoy opeaHusauuel u nompebumerem.

Ycrnyea — amo 8bix00, chopmupyembili PoUECCOM, KOMOpPbIl Moxem 6bimb npou3eedéH opeaHu3ayuel mosbKo nNpu rnps-
Mom\HernocpedcmeeHHOM, «30ecCh-uU-celyacy e3aumoodelicmauu (eOUHOPa3080M USU Ha MOCMOSIHHOU OCHOBE) MEXOY
opeaHusayueli u nompebumenem u Komopsili mpebyem 8binonHeHUss xomsi 6b1 00HOU onepayuu (3nemMeHmapHo20 akma
OessimesibHOCMU CM. «oriepayusi») Mexody opaaHusayuel u nompebumernem.

Ycnyaa — amo 8bix00, hopmupyemblil npoyeccom, Komopsbilti Moxem bbimb pou3eedéH opaaHu3ayuel mosbKo npu
npsimom\HernocpedcmeeHHOM, «30echb-u-celivac» e3aumodelicmauu (€0UHOPa308oOM UsU Ha MOCMOSIHHOU OCHOBE) MeXAy
opeaHu3ayuel u nompebumersnem u Komopbil mpebyem 8binosiHeHUs1 xomsi 6bl 0OHOU onepayuu (3nemeHmapHoO20 akma
desimernibHOCMU CM. «onepayusi») Mexoy opeaHulauyuel u nompebumenem.

Ycnyea He sienisiemcsi MpoOyKMOM 8 MOM CMbIC/Ie, YmMO OHa He 518/15iemcsi 0cs3aeMbiM rpedMemomM, Komopbili MOXHO
ysudems unu nompozams. OOHaKO ycrya2a MoXem UMemb «8biX00» 8 8UGE MOMIOKUMENIbHOZ0 Ofbima Usu pelieHus
npobnemsi 0nsi nompebumernsi.

3.16 3akynaemas npoaykuusa (purchased product): Mpoaykuus, NnpeaocTaBieHHas Kakon-nmMbo CTOPOHON, Haxoas-
weiicst BHe CMK opraHusaumm.

ﬂpMME’-IaHI/Ie - /7pe,aoc TaB/IEHNE TPOJYKLMN HE BCErga CornpoOBOXXAAETCAI KOMMEPYECKUMU UTTU ¢MH6HCOBb/MM coryiallieHnsmu.

3.17 puck (risk):é* CouetaHne BepOATHOCTU NPUUMHEHUS Bpeaa U TSHXeCTu 3Toro Bpeda. [1SO 14971:2019, §3.18]
Tpumeyanme 1: 310 OMNPEAESIEHNE «PUCKA» OTIIMYAETCA OT OrnpedeneHuns, gaHHoro B ISO 9000:2015%5,
$3.7.9 n3 ISO 9000:2015: puck — B/IMSHNE HEOINPEAE/IEHHOCTH.
1:  BJIMSIHME — 5TO OTK/IOHEHNE OT OXKMAAEMOIrO — MOJIOKUTE/ILHOE MITU OTPULATE/TbHOE.

2: Heonpegeﬂéﬁﬁocrb — COCTOSIHNE, Aa)X€ HYacTu4YHOE, HEAOCTAaTOYHOCTHU MH(f)OpMaL/MI/I, CBS3aHHOE C IOHUMAaHNEM COObI-
TUA UJIM 3HGHWEM O HEM, ero ocyieqc TBUA Wn BEPOATHOCTMH.

3 Puck vyacro XApaKTepU3yeTcs yKa3aHNeEM BO3IMOXXHbLIX CobbITM W riocnesc TBMﬁ, W ux KOMOUHaLMH.

4:  PUCK 4acTo BbIPAXaETCS B PopMe KOMOUHALIMM OCTIEACTBUY COObITUS (BKITIOYAS M3MEHEHUS B OOCTOSITE/IbCTBAX) U CBS-
33@HHOW C HUM BEPOSITHOCTU BO3HUKHOBEHMS.

5: TepmuH «puck» MHOIAAE UCIO0JIb3YETCS TOJ/IBKO B TEX C/Ty4asiX, KOrAa eCcTb BEPOSTHOCTb HEMaTUBHbIX MIOC/IELC TBUU.

3.18 MmeHemxMeHT pucka (risk management): é* Cucrematmyeckoe NnpuMeHeHWe NOAUTUKKM, NPOLEAYpP U NPaKTUKK
MeHe)KMeHTa K 3afa4yaM aHanu3a, OLEHKU, KOHTPOS U MOHUTOpMHIa puckoB. ISO 14971:2019, §2.24]
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3.19 cucrema 6apbepoB cTepubHOCTH (sterile barrier system — SBS)2%: MuHuManbHas ynakoBka, koTopas npe-
NATCTBYET NPOHUKHOBEHUIO MUKPOOPTraHM3MOB M MO3BOJISIET NPOAEMOHCTPMPOBAaTL aCENTUYECKME CBOWCTBA NPoAyKTa B
MecTe ero npuMeHenust. [ISO 11607-1:2006, §3.22]

MosicHeHne n3 ISO 11607-1: «<SBS» — TEPMUH CITYXXWUT A/t ONMUCaHUs MUHUMa bHOMN YraKoBKK, HEO6XoAMMON Anist
BbINOMHEHMSI 0CODbIX TPebOBaHWI, NPEAbABASEMbIX K MEANLIMHCKOM YNaKOBKE, a UMEHHO: 0becrieyeHne yCrnoBuii
ANS NpOBeAeHNs CTepunnsaumm, co3aaHune npuemMnemoro MmkpobHoro 6apbepa u cobntogeHne acenTuyeckmx
CBOWCTB. «3allUUTHasl ynakoBka» npeaoxpaHsieT SBS n BMecTe oHM 06pa3ytoT ynakoBouHyto cucteMy. «lpeasapu-
TeNbHO 0T(POpPMOBaHHbIE BapbepHbIE CUCTEMBI» MOMYT BK/IHOYaTb Nt06blE YacTh 3TOW CUCTEMbI, HANPUMeEp, calle,
MaKeTbl, 3aMe4yaTbiBaeMble C MOMOLLbIO 3TUKETKM, Nepernbaemoii nomnosiam, KaTylku 41l HAMOTKM YNaKOBOYHOM
NNEHKK, NpUMeHsieMble B 6onbHULAX. 0630p SBS MoXHO HalTh B MpunoxeHun A us ISO 11607-1:2006. bapbep-
Hasi cucTeMa BaxkHa Ans obecneveHuns 6esonacHocTv MU B npouecce hUHULLHON cTepunusaumnn. PernaMmeHTumpy-
toLLMe opraHbl MPU3HAKT BaXkHYO pornb SBS, paccMaTpuBas MX Kak BCNOMOraTesibHOe CPeAcCcTBO MM KOMMOHEHT
MW. TamM xe cM. NyHKT 3.8 «Mukpo6HbIii 6apbep (microbial barrier)»: CBolicTBa repMeTU3NpYIOLLErO Cpea-
CTBa, NO3BOSISAOLLIME EMY NPENSTCTBOBATb MPOHMKHOBEHWNIO MUKPOOPraHM3MOB B 3aaHHbIX YC/IOBUSIX, KOTOpbIE
OXBaTbIBAOT MpOLIECC CTepunm3aumnm, 06paboTKy, pacnpeaeneHme, TPaHCNOPTUPOBKY M XpaHeHue. A Takxe CM.
nyHKT 3.1 «AcenTnyeckoe npeacrasneHme (aseptic presentation)»: BHegpeHve n nepegaya CTepunbHOMO
n3penus ¢ cobnioaeHeM yCIoBUM 1 NpoLeayp, UCKIOYAoLWMX MUKPOBHOE 3apaXkeHue.

3.20 crepunbHoe MU (sterile medical device): MeamunHckoe nsgenune, cooT- | lerenn - EO
BETCTBYIOLLEE TPEHOBAHUAM K CTEPUSILHOCTY. Foin s 2 R A
lIpumedarme — TpeboBarus Kk cTepu/ibHOCTH MU MOLYT ObiTb TaK)KE YCTAHOB/IEHb! B STERILE |

npumerHuMom 33ROH0AATENBCTBE 11y CTaHAaPTax” .

4 Cncrema meHeaxkMeHTa Kadectsa (CMK) (Quality management system) :;2_4-41;4

4.1 O6wue TpeboBaHuAa (General requirements)

4.1.1. Opranvzaums [HOIBREE £OKyMeHTMPOBaTb CMK 1 NOAAEpXVBATL €€ pe3y/bTaTUBHOCTL® B COOTBET- 4.4; 8.4
CTBMM C TpebOBaHMSAMU HACTOSILLEro CTaHAapTa U NPUMEHUMbIM 3aK0HOAAaTeNbCTBOM.
Opratu3auvs [HOIBRHE pa3pabaTbiBaTh, BHEAPSITL U NOAAEPXUBATL NI060e TpeboBaHWe, NPOLEAYPY, BUL AESTENLHOCTY
WM MeponpusTue, KOTOpoe A0/MKHO BbITb JOKYMEHTAIbHO NOATBEPXKAEHO B COOTBETCTBMU C TPeOOBaHUAMM HACTOSALErO
cTaHaapTa v NpYMEHWMbIM 3aKOHOAATeNbCTBOM.

Opranuzauvs [HOIBREE AoKyMeHTanbHO 0hOpMUTL CBOM(M) POA(bl) AESTENBHOCTM? B COOTBETCTBUM C MPUMEHUMBIMI 3aK0-
HOAATeNnbCTBOM.

lpumeydarne — Pof AESITE/ILHOCTY OpraHu3aLimy MOXKET BK/II04aTh MPOU3BOACTBO, 10/IHOMOYHOIO MOBEPEHHOIO, UMIIOPTEPa W/in

ANCTpnbbIOTOPA.
4.1.2 OpraHuzaums -:
a) onpeaensTb Npouecchl, HeobxoanMble ansg CMK, 1 UX NPUMEHEHME B OpraHU3aLmMK C YYETOM Mpu- 4.4.1:
HATbIX Ha ceba poaa AesTenbHocTu Ed2°; 6.1 !
b) npuMeHsTb pUCK-OPUEHTUPOBAHHBIN MOAXOA K YNPaBIEHUIO COOTBETCTBYIOLWMMI NPOLIECCaMU, He-

obxoanmbiMmn ansa CMK; &+

26 B 6a3080M Mo 37oi TeMe FOCT ISO 11607-1-2018 «Ynakoska ans MU, noanexalumx huHUIWHON cTepunmsaummn. Yacts 1. Tpebosa-
HUS K MaTepuanam, 6apbepHbIM cUCTEMaM A4N1s CTepUIU3aLmMm U YNakoBOYHbIM cucTeMam» TepMuH “sterile barrier system” nepese-
AEH Kak «bapbepHas cucTema Ans CTepunnsaumm», YTo No MHEHWUIO PeAaKTopa MeHee TOYHO NepedaéT cMbicn SBS, Tak Kak akueH-
TUPYeT NPOoLeCC CTepunm3aumm, a He yHKLUMIO COXpaHEeHUsI CTEPUNBbHOCTU. bonee KOppeKTHBIM C TOYKM 3PEHNS CMbICTIA U MEXAY-
HapOAHOro KOHTEKCTa SIB/IIETCS MMEHHO «CUCTEMa 6apbepoB CTEPUIIBHOCTU>», MOCKO/bKY OHa OTpaXkaeT Ha3Ha4veHne SBS — co3pa-
HVe ¥ noaaep)XaHue CTepuUbHOro cocTosiHMs MU nocne 3aBepLueHuns npouecca CTepunmsaumm.

27 Hanpumep, FOCT P UCO 14937-2012 «Crepunusaums mes.npoaykumm. Oblume TpeboBaHus K ONpeAeneHnio XapakTepUCcTUK CTEpU-
Nu3yloLLero areHTa u k paspaboTke, Banuaaummn 1 TeKyLLEMy KOHTPOSIIO npolecca ctepunm3aunm MU», a Taioke [OCT 25375-82
«MeTogbl, CPeACTBa U PEXMMbI CTEPUNM3ALMN U Ae3NHMEKLMN N3AENIA MEAULIMHCKOTO Ha3HaYeHus. TEPMUHBI U OMPEaENEHNS».
Onpepenenve n3 UCO 14937: «cTepunbHOCTD (sterility): OTcyTCTBME XKM3HECNOCOBHBIX MUKPOOpraHu3MoB. MNpuMeyaHue - Ha
NpaKTUKe HEBO3MOXHO A0Ka3aTb abCoNOTHOE OTCYTCTBME MUKPOOPraHW3MOB.

28 B OCTe “role(s)” nepeBeAeHO Kak «posib(M1)», YTO B HEKOTOPOM CMbIC/IE TOXKE BEPHO, HO €C/IM MOCMOTPETL CI0BA «POJib» U «poa» B
C/IOBapsIX PYCCKOro si3blka, TO MO CMbICAY (M Mo npaBuiaM hopManbHO JIOMVMKK, KCTaTH, TOXe) «poa» 6osiee TOUYHO BhipaXkaeT
cmbicn 3Toro TpebosaHmns. B MDR 2017/745 eCTb CMHOHUMWUYHOE MOHSATUE «3KOHOMMYECKME OMNEpPaTopbl», YTO AOMOSHAET 3Ty TEMY.

2 CMm. Tarke: ISO 10006 «CMK. PykoBoasiLiME yKa3aHWsi N0 MEHEMKMEHTY KauecTBa B NPOEKTaxX» NMpMMEHUMbI K MPOEKTaM OT Masibx
[0 KPYMHbIX, OT NPOCTbLIX A0 CMOXHbIX, OT OTAENbHbIX MPOEKTOB A0 YacTu noptdens npoektoB. CraHgapT ISO 10006 npeaHasHayeH
NSt NPUMEHEHUS NNLAMU, OCYLLIECTBSIOLMMU YTPaB/iIEHNE NPOEKTaMu, 1 KTO [AOJ/DKEH rapaHTMpOBaTh, YTO UX OpraHu3auns npume-
HSeT MeToZbl, MpeanaraeMble ceMelcTBoM cTaHaapToB ISO Ha CMK.
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C) onpeaensTb NOCneAoBaTENbHOCTb M B3aMMOAENCTBME STUX NPOLIECCOB.
4.1.3 Ons kaxpgoro npouecca B CMK opraHusaums -: nn Po

a) onpeaenaTb KpUTepun n MeToabl, Heobxoammble ans obecneveHnss pe3ynbTaTUBHOCTU KaK Mpu
(PYHKUMOHMPOBaHUN, TakK 1 NMpW ynpasAeHUM 3TUMKU nNpoLeccamm;

b) obecneunBaTb Hanuumne pecypcos U MHMOPMaLUMK, HEOBX0AUMBIX ANS (PYHKLUMOHMPOBAHUS 3TUX NPOLIECCOB U KX
MOHUTOPUHra;

C) nNpuHMMaTb Mepbl, HeobxoanMble AN AOCTUXKEHMS 3aM/TaHMPOBAHHbIX pe3yNbTaToB U NOAAEPXKMBaTb pe3ybTa-
TUBHOCTW 3TUX NPOLECCOB.

d) ocCywWecTBNATb MOHUTOPUHT, U3MEPEHUE, 1O Mepe HeoOX0OUMOoCHuY, N @aHann3 3TUX NpoLEeccoB;

€) YyCTaHaBnMBaTb M NOAAEPXMBATb B paboyeM COCTOSIHMM 3anucy Ans AEMOHCTPaUMM COOTBETCTBUS TpeboBaHNAM
HacTosLero ctaHaapTa U NpUMEHNMOro 3aKOHOAATeNnbeTBa (§4.2.5).
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4.1.4 OpraHuzaums - ynpaensaTb 3Tumu npoueccamm CMK B cOOTBETCTBMM C TpeboBaHMSMKN HAcTOSILLEro cTaHAapTa
Y NIPUMEHWMbIM 32KOHOAATENbCTBOM. /3MeHeH!s!, BHOCUMbIE B 3TV NPOLIECCHI, i

a) OUEHMBATLCS C TOYKM 3pEHMS UX Bo3AencTBUS Ha CMK;

b) oueHMBaTbCS C TOYKM 3pEeHUst UX BO3AENCTBUSA Ha MU, npou3BoaMMble NMog yrnpasneHneMm ston CMK; &%

C) KOHTPOAMPOBATLCS B COOTBETCTBMM C TPeOOBaHNAMM HACTOALLEro CTaHAapTa U NPUMEHUMbIM 3AKOHOAATENbLCTBOM.

4.1.5 Ecnm opraHusaums peluaeT nepeaatb CTOPOHHMM OpraHM3aumsaM BbINOSIHEHWE KaKoro-nnbo npo-

Liecca, BAUSIIOLLErO Ha COOTBETCTBME NpoayKLMM TpeboBaHusM, oHa [HGIBREE KOHTPONMPOBATL Tak1e npo- 8.4
Lieccbl M rapaHTMpoBaTb Ha/IMuMe CPeacTB YNpaBieHus TakuMm npoueccamu. OpraHm3aums i
OTBETCTBEHHOCTb 32 COOTBETCTBME NepeAaHHbIX Ha ayTCOPCUHI* npoueccoB TpeboBaHUAMM HAaCTOALLErO

CTaHpaapTa, TpeboBaHUsAM NOTPeGUTENS 1 NPUMEHMOMY 3aKOHOAATENbCTBY. CpescTea yripasneHvs HOIBREEI ObITb Nponop-
LIMOHA/bHbI CBSA3AHHOMY PUCKY U BO3MOXHOCTSIM CTOPOHHEN OpraHusaumumn obecneunTb COOTBETCTBUE TPpe6OBaHMSIM
nyHkTy 7.4. Cpeacrea ynpasnieHust BK/IOYATb MMCbMEHHbIE cornalleHmst no obecneveHunio kadvecta (CnK). 3
4.1.6 Opranuzauvs [ISIBREE 3240KyMeHTUPOBATh NPOLIEAYPbl BannaaLmMmn (MPUroAHOCTM) MPUMEHEHUS! KOMMbIOTEPHOTO
MO3°, ucnonbsyemoro B CMK (eQMS). Takoe MO 6bITb BaNMANPOBAHO A0 Hayana MUCMNonNb30BaHUA WU, no mepe
Heobxooumocmi, NOCNE BHECEHUS U3MEHeHWI B MO unm cnocob ero Ncnonb3oBaHus.

KOHKPETHBII MOAXOA U MEpONpUsTUSI, CBS3aHHble ¢ Banuaaumelt n nostopHoit sanuaaumi MO [SHBKEEI 65/Tb NPONopLMo-
HasbHbI PUCKY, CBSA3AHHOMY C MCMOJIb30BaHWeM Takoro M03!,

3anucu no aTol gestensHocT/ [HEIBREBI NOAAEPKMBATLCS B paboyeM cocTosHUM (§4.2.5). 7.5

4.2 TpeboBaHuAa Kk aokymeHTauum (Documentation requirements)

Tpouyedypa — peariameHmauyusi nPoUecca, ycmaHo8/1eHHbIU crocob 8bINOIHEHUS npouecca unu hyHKUUU cchopmynupo-
8aHHbIl 8 8uGe HOPMbI yripasneHuUs 0esimesibHOCMbIO.

30 3peck He umeetca B Buay MO ans BcTpansanusa B MU unu MO kak MU. CM. Takxke §§7.5.6 1 7.6.
31 CM. pekoMeHaaumn — kak 31o aenatb B FOCT P 58976-2020/ISO/TR 80002-2:2017. «M3aenua meamumHckue. NporpaMmHoe obec-
neyeHue. Yactb 2. Banmaaums MO, MCNOnb3yeMoro B CUCTEMaX KayecTBa Meansaenvin».
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lMpumeyvarue 1: MNpoyedypbl Mo2ym b6bimb QOKYMEHMUPO8aHHbLIMU Uu HEOOKYMEeHMUpPOB8aHHbIMU. M3-3a 3mozo, HOpMbI
Moeym omJsiu4ambCsl 110 1opuduUYeCcKoU 3Ha4YuUMOoCmu.

lNpumeyvarue 2: lNpouyedypa, bydy4yu ompaxkeHUEM rpoyecca makxe obrnadaem ceolicmeom ghpakmasibHOCMuU — mo
ecmb MOXem peariaMeHmuposamp criocob 8bINOSIHEHUS Mpoyecca unu hyHKUUU Ha MoM usu UHOM ypoeHe abcmpak-
yuu. Ha camom sepxHem yposHe nipouedypa Moxem eKkirodyamp 6 cebs 6onee menkue npouedypbl. Ha camMom HUXHEM
yposHe arieMeHmapHasi ripoyedypa onucbleaem eOUHUYHYH orepauyuro.

lpumeyarue 3: lNpouedypa Moxem bbimb cchopMynuposaHa 8 pasHblx hopMax, Harpumep, 8 sude UHCMPYKUUU, peana-
MeHma, cmaHOapma, Kapmbi fpouecca, afa2opumma, CXembi. ..

lMpumeyvarue 4: lNpouyedypa moxem bbimb cocmassieHa 8 MawuHo4Yumaemoul ¢hopme 8 gude rpoepamMmHo20 Koda Ors
8bIMOJIHEHUSI 8 a8MOMamMUuU3UPO8aHHOM pPexume, Harpumep, pobomom.

Hopma — y3akoHeHHasi ocHoga OesimenibHOCcmu, pa3pabomaHHas 8bICLUM PyKO8OACMBOM OpeaHu3ayuu, 8 paMKax Ko-
mopol cmpoumcsi dessimenibHOCMb U pou3eodumcs yrnpasneHue ek, obuweobszamernbHoe, hopmarbHO orpedenéHHoe
rpasurio 8bINMONTHEHUS npouecca, rnpeodnuckisaeMoe opaaHusayuedl.

3anucbk — dokymeHm, codepxkawuli UHGhopMayuUro unu 0aHHble 0 QoCmueHymbIX pe3yibmamax 0essmesibHoOCmu unu
npedcmasnsruwuli ceudemesbcmeo O 8bINOTHEHHbIX oriepayusax umu hyHKuUU.

3.8.5. QOKYMEHT — nHdOopMaums U HOCUTENb, Ha KOTOPOM OHa COAEPXKMUTCS.

3.8.6. AOKYMeHTMpOBaHHasA MHdopMaumsa — nHdopmauus, Anst KOTopon TpebyeTcs, YTobbl OHa ynpaBnsnach
1 noaaepXXuBanacb B paboyeM COCTOSSHUW, U HOCMTENb, Ha KOTOPOM OHa COAEPXXMUTCS.

MpuMeyaHue 1: 3anncK MOryT MCNOb30BaTbCH, HaNpuMep, Ans AOKYMEHTUPOBaHUS NPOCEXUBAaEMOCTU U NMosy-
YeHus CBMAETENbCTB NOATBEpPXKAeHNSA cooTeeTcTend, K4 v MA.

MpyMeyaHue 2: Kak NpaBwuo, 3anucy He TpebytoT ynpaBieHns BEPCUSMU.

B FOCT P 15.013—2016 «CPIM MW» ecTb TakoWh TEPMUH:

3.7 TexHnuyeckasa aokyMeHTauma: CoBOKYNHOCTb KOHCTPYKTOPCKUX, MPOrPaMMHbIX U TEXHOIOMMYECKMX AOKY-
MEHTOB, NMpeAHa3HaYeHHbIX A1 UCMOb30BaHUA Ha PA3/IMYHbIX CTaAMAX XKU3HEHHOMO Lmkia M.

4.2.1 O6wue nonoxxeHuna (General)
7.5.1
NokyMeHTaums CMK (4.2.4) [HEIBREE BKntovaTh: ©3

a) [OKyMeHTaslbHO OPOPMIIEHHBIE 3asBIEHNS O MOMUTUKE U Lensx B 06/1acTn KayecTsa;

b) pykoBoaCTBO MO KayecTBy;

C) [OKYMEHTMpPOBaHHbIE Npoueaypbl U 3anucKn, Tpebyemble HaCTOALWMM CTaHAApTOM;

d) [OKyMeHTbI, BKIIHOYasi 3anmcuy, onpeaenéHHbie caMoi opraHusaumelt kak HeobxoauMble Ans obecneyeHnst pesynb-
TaTUBHOMO MNaHWMPOBAHWS, BbIMOTHEHUS U KOHTPOSIS MPOLIECCOB;

e) Apyras AokymeHTauus, npefycMOTpeHHas MpUMeHUMbIM 3aKOHOAATENbCTBOM.

4.2.2 PykoBoacTBo no kauecrsy (Quality manual) 43: 4.4
Opranuzauvs [{SIBREE pa3pabaTbiBaTh 1 NOAAEPXKMBATbL B paboUeM COCTOSHUM PYKOBOACTBO MO Kaye- '7'5 1 '
CTBY, cofepxallee: -
a) obnactb npuMeHeHust CMK, BkItoYasi noApoBHOCTU U 06OCHOBaHWE NOBbIX UCKOYEHUI U/vnn
HenpuMeHeHus;
b) pokymeHTMpoBaHHbIE Npoueaypbl, paspaboTaHHble ans CMK, nnm cCoinkn Ha HKX;
C) OMnMcaHWe B3aMMoAenUCTBma Mexay npoueccamm CMK.
PykoBoacCTBO Mo KayecTBy - onpeaenaTb CTPYKTYPY AOKYMeEHTauum, ucnonbsyemyto 8 CMK.

4.2.3 ®aitn MM (Medical device file)3? nn Po

[Insi kaxxaoro Tuna unu cemelictea MU opranuzauvs [SIBREE CO3aaTh W NOAAEPKUBaTb B paboyeM COCTo-
AHUM OAMH UK HECKONBbKO (hainos33, coaepkallmii IOKYMEHTbI UNW AAOLLMUIA CChITIKU HA HUX, ANA NOATBEPXXAEHUS COOT-
BETCTBUS TPeHOBaHMSM HACTOSLLIEro CTaHAapTa M NPUMEHMMOro 3aKOHOAATeNbCTBA. 3

32 Ha opuruHane 31o 3ByunT Kak “Summary Technical Documentation for Demonstrating Conformity to the Essential Principles of
Safety and Performance of Medical Devices (STED)". [pyras npuxsaTtas B EC ab6peBvatypa aaHHoro Habopa aokymeHTtoB: TCF —
Technical Construction File. B TepmnHax npexHero pernameHta FDA QSR (21 CFR Part 820, npumensinca go 02.02.2026) ato
6b1110 Heckonbko aiinoB: DHF = Design history file, DHR = Device history record (batch record) u DMR = Device master record
(master instructions) — ceityac y HUX 3TO 3aMEHEHO MOHATUEM «TexHudeckui darin». C 02.02.2026 B CLLA gencteyeT QMSR, KoTO-
pbiit BkaoyaeT ISO 13485:2016 Mo ccbifike B OT/IMYMM OT Hatumx MM 135/136.

33 Cm. 6onee nogpobHo o copepxumom TCF B TOCT P 54329-2011 (GHTF/SG1/N011:2008) «CBOAHbIV KOMMIEKT TEXHUYECKOW [OKY-
MEHTaUuM Ans AEMOHCTPaLUM COOTBETCTBMS CyLLECTBEHHbIM NPUHUMNAaM obecrneyeHnst 6e30MacHOCTM U OCHOBHBIX (hYHKLIMOHa b-
HbIX XapaKTEPUCTUK MEANLIMHCKUX U3AENWI», a Takxke B npunioxeHun A us FOCT P 15.013—2016 «Cuctema paspaboTku 1 NocTa-
HOBKM NPOAYKLUMM Ha NPOM3BOACTBO. MeanumMHCK1e nspenus»



https://internet-law.ru/gosts/gost/50883/
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Conepxanue daitna(os) HBIBREE BK1t0YaTh, HO HE OrpaHUYEH03:

a) obuwee onucaHme MU, ero HasHavyeHne/NpegycMOTPEHHOE NMPUMEHEHNE, MAapPKUPOBKK, BKIKOYas 106ble MHCTPYK-
UMK MO NPUMEHEHMNIO;

b) cneundvkaummn nsgenus;

C) cneundmrKaumm Ny Npoueaypbl NPOM3BOACTBA, YNAKOBKW, XpaHEHMS, NOrpy304HO-Pasrpy304HbIX paboT 1 auc-
Tpubyuuu;

d) npoueaypbl M3MEPEHMS U MOHUTOPUHIA;

e) TpeboBaHWsa K MOHTaXY, no mepe HeobXxooumocmu;

f) npoueaypbl TEXHUYECKOr0 06CNYXXMBaHUS, 1o Mepe HeobXo0UMOCHu.

«perucTpaunmoHHoOe [QoCbe » — KOMIM/IEKT JOKYMEHTOB, NPeACTaBSEMbIN 3asiBUTENEM AN1a roc.pernctpaummn MU,
BHECEHUS U3MEHEHWIA B TaKWUe JOKYMEHTbI, OTMEHbI roc.pernctpaumn MU, a Takke KOMUK peLleHnid, MpUHATLIX P3H 1
eaepanbHbIM rOCYyAapCTBEHHBIM 6IOAXKETHBIM yUupeXxXaeHneM, Haxoasawmnmcs B BeaeHun P3H (aanee — akcnepTHoe
yupexzaeHue nnun JY), B OTHOLIEHUN KOHKpeTHoro MU;

«HOpPMaTUBHaA AOKYMEHTaumMs» — OKYMEHT, perflaMeHTUpytoLmnii TpeboBaHNs 6€30MacHOCTM, KavecTBa, a Tak-
Xe npeanonaraemyto 3p@eKTMBHOCTb NPeayCMOTPEHHOIO MPUMEHEHUS U METOAbI KOHTPONS COOTBETCTBUS MU 3TuM
TpeboBaHusaM. CocTaB CBeIEHM, YKa3biBaEMbIX B HOPMaTUBHOW AOKYMEHTALMW, yTBepxaaeTcs P3H;

«TexXHU4yeckass QOKYMeHTauus npoussoautTensa MU» — NOKYMEHT ([IOKYMEHTbI), peErnaMeHTUPYIOLWNUIA KOHCTPYK-
umio MU, ycTaHaBnMBaoLWMA TEXHUYECKME TPeBOBAHNUSA U COAEPXKALLMIA AaHHbIE ANS ero pa3paboTku, MPOU3BOACTBA,
npuMeHeHus, skcrnyatauun, TO, peMOoHTa, YTUNU3aumm uam YHUUTOXEHUS;

«3aKCNnJlyaTauMoOHHas AOKYMeHTauus npoussoautensa MU» — nokyMeHT(Tbl), NpeAHa3HaAYeHHbIA A1 03HAKOM-
NEHUs NOTPebUTENs C KOHCTpYKUMen MU, pernameHTUpYIoLLMiA YCIOBUSI U NpaBuia sKchnyaTaummn (MCronb3oBaHue no
HasHauyeHuto, TO, TEKYLLMIN PEMOHT, XPaHEHWE M TPAHCNOPTUPOBKA), rapaHTUPOBAHHbIE MPON3BOANTENIEM 3HAYEHUS
OCHOBHbIX NapaMeTPOB, XapakTepUCTuK (CBOMCTB) MU, rapaHTuiiHble 06513aTeNbCTBa, a TakXKe CBEAEHNS O €ro YTUIU-
3aLWU UK YHUUTOXKEHMN ;20 Boiwe

4.2.4 YnpasneHue aokymeHtamm (Control of documents)3> 259

[okymeHTamMn CMK HeobxoamMMo ynpaBnsTb. 3anncu — ocobblli BUA AOKYMEHTOB, U UMW Hado 753
ynpaBAsiTb COrnacHo TpeboBaHMaM, NPUBEAEHHBLIM B MyHKTe 4.2.5.

[Insi onpesienermns HeobxoanMbIX cpeacTs yrpaeneHus [HOIBREE ObITb pa3paboTaHa AOKyMeHTUPO-
BaHHasa npoueaypa, npeaycmaTpusatolas: K336

a) npoBepky u ofobpeHne JOKYMEHTOB Ha aAekBaTHOCTb [0 UX BbIMyCKa;

b) aHanu3 u akTyanusaumio, no mepe Heobxooumocmu, N MOBTOPHOE oduLIManbHoe ofobpeHne JOKYMEHTOB;

C) obecneyeHne naeHTUdUKaLMM U3MEHEHMI M CTaTyca NepecMoTpa AOKYMEHTOB;

d) obecneuyeHune HanMuMsi COOTBETCTBYIOLLMX BEPCUI NMPUMEHSIEMbIX AOKYMEHTOB B MECTax UX UCMONb30BaHWs;

e) obecneyeHne coXpaHeHUs AOKYMEHTOB YETKUMU U Nerko naeHTMduunpyembiMu;

f) obecneyeHne naeHTUGUKALMM W YNPaBEHUE PacChifIKOW JOKYMEHTOB BHELLUHErO NMPOUCXOXAEHUS, Onpeaen&HHbIX
opraHu3aumei kak Heobxoaumble ANst NaHUPOBaHUS U paboTbl CMK;

g) npenoTBpalleHne NopyYn unu NoTepu AOKYMEHTOB;

h) npepoTBpalleHne HenpegHaMepeHHOro UCMO/b30BaHMS YCTapeBLUMX AOKYMEHTOB U NPUMEHEHUe COOTBETCTBYIO-
wei naeHTUdMKaLMmn Takux AOKYMEHTOB.

Opranuzauvs [IOIBREE 06ecrneunTb, UTOBb U3MEHEHHS B JOKYMEHTaX NpOBEPSINCh U YTBEPXKAANNCH NGO AOHKHOCTHBIM
nvuom(nuuamn)®’, yTeepXKAaBLUMM NepBOHaYasbHbIN JOKYMEHT, M60 ApyrvM(M) cneumanbHO Ha3HauyeHHbIM AOMKHOCT-
HbIM IMLOM(NMLAMM), UMEIOLLMM LOCTYN K COOTBETCTBYIOLLEN MHOPMaLMKM, Ha KOTOPOW OCHOBLIBaNMCL NpeasiayLve pe-
LUEHMS.

34 CM. cTangaprt: ISO 20417:2026 “Medical devices — Information to be provided by the manufacturer”. B pamkax EAC cM. - PekoMeH-
faumio Konnerun ot 23.12.2024 N2 27 «O MeToANYECKMX PEKOMEHAALMSIX MO COAEPKAHUIO U CTPYKTYPE AOKYMEHTOB pergocke MU
1 NpoBeAeHUIo 3KCcnepTu3bl 6e30MacHOCTY, KavecTBa M addekTnBHOCTM MU B Lensx ero permctpaumm B pamkax E3C»

35 Ha paHHbIl NyHKT CcTaHaapTa ccbinatoTes 12 pas.

36 CM. TaKkKe o4eHb nonesHbli: ISO 10013:2021 «PykoBOACTBO MO AOKYMEHTUPOBAHMIO CUCTEMbI MEHEIDKMEHTA»; AOMNOJIHUTESbHO
cm. ISO 22310:2006 «MHdopmaumsa n AoKyMeHTaumsl. PykoBOACTBO Anst pa3paboTymKoB CTaHAAPTOB, YCTaHaBvBawmx Tpebosa-
HWS K ynpasneHuio gokymeHtamm»; FOCT P 7.0.97-2025 «Cuctema ctaHAapToB no nHdopMauum, 6GubnnoteyHoMy 1 nspatenbckoMy
Aeny. OpraH13aunoHHO-pacnopsanTenbHas AoKyMeHTauus. TpeboBaHns K 0POPMAEHNIO JOKYMEHTOB>», @ BUAbI CTAHAAPTU30BaH-
HbIx OP/] cM. B OK 011-93 «O6Luepoccuickuii knaccudukaTop ynpaeneHyeckon aokymeHTauum (OKY)»

37 B opurvHasne roBoputbes Npo «function» - GyHKUMIO NPOBEPKYM U YTBEPXKAEHUS. TakuM 06pasoM, MOXHO FOBOPUTL He TOJbKO Mpo
OJHO [O/MKHOCTHOE UL, HO M NMPO HECKOJIbKO AO/MKHOCTHBIX 1L,


https://pqm-online.com/assets/files/pubs/translations/std/iso-10013-2021.pdf
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Opra+u3auvs [HSIBRHEE onpefensiTb Nepuoa BpeMeHH, B TedeHre KoToporo GHEHYER XpaHUTb XOTsi 6bl OfIHY KOMMIO yCTa-
peBLUNX JOKYMEHTOB. Ha 3TOT nepuog AomkeH 6biTb obecneveH AOCTYN K AOKYMEHTaM, B COOTBETCTBUM C KOTOpbiMuM MU
6b1I0 U3rOTOBJ/IEHO M UCMBITAHO, B TEYEHWE, MO KpalHel Mepe, cpoka Ciyxbbl n3aenus 38, onpeaenéHHoro opraHvsaumei,
HO HEe MeHee cpoka XpaHeHus 6ol nTorosoi 3anucu (§4.2.5) v B COOTBETCTBUM C NMPUMEHUMbIM 3aKOHOAATENbCTBOM.

«HOPMaTUBHaA AOKYMEHTaLunA>» — IOKYMEHTbI, perfiaMeHTUpyomne TDGGOBaHMﬂ 6G3OI'IaCHOCTVI, KayecCTBa, a TakxXe

npeanonaraemyto 3Cb¢)eKTVIBHOCTb npeaycMOTpEHHOro nNpMMeHeHnsa n MeToAbl KOHTPOIA COOTBETCTBUSA MW 3Tum Tpe6OBa-
+20 Bblle

HUAM,

4.2.5 Ynpasnenue 3anucsamu (Control of records)3°

3anncu A0MKHbI BECTUCh W NOAAEPXMUBATLCA B paboyeM COCTOSIHWM ANS NPeAoCTaBEHNs CBUAETENbCTB 259
COOTBETCTBUSA TPEGOBAHMAM U pe3ybTaTMBHOrO (pyHKLMOHMPOBaHUs CMK. 7 5 3’
OpraHuzauus 3a[10KyMEHTUPOBATL MpoLeaypbl onpeaensiolme CpeacTsa ynpasneHus, Heobxoam-

Mble AN MAeHTUdMKALMKU, COXpaHeHus, 6e30MacHOCTM U LIENOCTHOCTU, Noucka“*?, CpOKOB XpaHeHMs U pas-

MELLEHNS 3amnnCeN.

Opranuzauvs [ISIBREE onpenenvTb U BHEAPUTL METO/b 3aLLUMThI KOHPUAEHLMANbHOM MH(OPMALIMK O 3A0POBbE, COAEPXKa-
LLieiics B 3aMnCaX, B COOTBETCTBUM C NPUMEHNMbLIM 3AKOHOAATENbLCTBOM. +!

3anucK A0/MKHbI 0CTaBaTbCA YETKUMM, IEMKO MAEHTUMULMPYEMbIMU U BOCCTAHAB/IMBAEMbIMU. VI3MEHEHMS B 3anmCsIX
[AOMKHBI 6bITb MAEHTUDULMPYEMBIMM.

OpraHuzaums XpaHWTb 3anncu B TeUYeHWe, Mo KpailHei Mepe, cpoka ciyx6bl MU, onpeaenéHHoro opraHusaumen,
HO HE MeHee [ABYX JIET C MOMEHTA BbIMyCKa U3AENNSi OpraHu3aumnen unm B COOTBETCTBUM C MPUMEHMMbIM 3AKOHOAATENb-
CTBOM.

5 OTBeTcTBEHHOCTb pyKoBoAacTBa (Management responsibility) 5
5.1:5.1.1

5.1 O6a3atenbcrBa pykoBoacTBa (Management commitment)

BbiCluee pyKOBOACTBO OpraHuU3aumu A0/MKHO 06ecneunBaTh AoKa3aTebCTBa CBOEN NPUBEPXKEHHOCTU pa3paboTke U BHEA-
peHuio CMK, a Takke noazep)aHuto eé pesynbTaTUBHOCTM*? MoCpeacTBOM:

38 CM. no sToMy Bonpocy Takke: FOCT P 51908-2002 «O6uime TpeboBaHMa K MalinHaM, npubopam v ApyruM TEXHUYECKUM U3AeNnsaM B
YacTy YCJTOBUIM XpaHEHUs U TpaHCMopTMpoBaHus», FTOCT P 51901.3-2007 (M3K 60300-2:2004) «PyKOBOACTBO MO MEHEMKMEHTY
HagéxHocTu», P 50-707-91 «MeToA. ykasaHus. N3aenus meatexHuku. TpeboBaHus K HaaéxHoCTW. MNpaBuna n MeTodbl KOHTPONs
nokasarenein HaaéxXHoCTH» (OTMeHEH), a Takxke «[0[0Bble HOPMbI M3HOCa MenobopyaoBaHus...» oT 23.06.88 N203-14/19-14. MoHu-
MaHWe CPOKOB HYXXHO AJ1s1 BbIMONHEHWSI TpeboBaHwii § 7.1.

3% Ha paHHbIN NyHKT NO TEKCTY CTaHAapTa CcbinatoTes 48 pas.

40 MoXxHO BCTPETUTL NEpeBOA coBa “retrieval” kak «BOCCTAHOBNEHUE», HO pefakTop Nocobusi CYMTAET, YTO BapuaHT NepeBoda «Mo-
UCK» NepBuYEH U Hornee ToYeH MMEHHO B KOHTEKCTe 3anuceit CMK, noToMy Kak «BOCCTAHOBIEHME» 3aMiCeil He HAaCTOMbKO aKTy-
anbHO ecny 6bINM co3aaHbl U NOAAEPKMBAOTCS TPebyeMble 3TUM XXe § CTaHAapTa COOTBETCTBYIOLLMX YCIIOBUIM XPaHEHUS 3amnnCeN. ..

41 Peub MAET 0 Tak Ha3blBAEMbIX «MEPCOHaAsbHBIX AaHHbIX». MoApo6HEE 0 cpeacTBax ynpaBneHUs UHGOpMaumMeln cM. NpunoXKeHue A B
ctaHpapte ISO/IEC 27001:2022 «MHdopMaLmMoHHbIe TexHonorum — MeTtoabl obecneudeHunst 6e3onacHoCcT — CUCTeMbl MeHe K-
MEHTa UH(OPMaLMOHHOW 6e30nacHoCTM — TpeboBaHus».

42 CMm. Take: I1SO 10014:2021 «CuCTeMbI MEHEDKMEHTA KauyecTsa. Ynpas/ieHue opraHusaumneit Ans JOCTUXKEHUS pe3yibTaToB B 0bna-
CTM KayecTBa. PyKOBOACTBO MO MONYYEHWIO (PUHAHCOBBLIX M SKOHOMUYECKNX BbIroa».
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a) [OBEAEHNs A0 CBEEHMS Opra-
HM3aLMKN BaXKHOCTU BbINOSIHEHUS Tpe6o-
BaHWii NOTpebuTens, a Takke NpUMeHK-
MOro 3aKOHOAATenNbCTBa;

b) pa3paboTku nonuTukn B obna-
CTW KayecTBa;

c) obecneyeHnsi pa3paboTku Lenemn
B 0611aCTN KQYecTBa;

d) NpoBeAEHMS aHannsa co CTo-
POHbI PYKOBOACTBA;

e) obecneyeHmst HeObXoaANMbIMK
pecypcamu.

5.2 OpueHTauus

Ha noTpeburens 5.1.2

(Customer focus)

Bbiclwee pykoBOACTBO OpraHM3auum
[OMKHO obecneumBaTb onpeaeneHne u
BbINoSHEHME TpeboBaHWi NoTpebuTens, a
TaKKe NPMMEHNMOro 3aK0HOAAaTeNnbCTBA.

- ‘ 5.3 Monutnka B obnactn kave-
MEseLNIETY  mpoexwposawm crBa (Quality policy)

' i BblicLLEe pyKOBOACTBO A0MXHO obecrneyn-
BaTb, YTObbI NOMMTUKA B 06/1aCTK Kaue-

VposHU (hpakTanbi) NNaHWPOBaHUA crsa:

a) cooTBeT- 5.2; 5.2.1; 5.2.2

cTBOBana BuaeHuio n Muccum opranmsaummn®;
b) BknOyana 0653aTenbLCTBO COOTBETCTBOBATL TpeboBaHuaM CMK u noaaepxusaTh eé pe-
3yNbTaTUBHOCTb;
C) obecneuymBana OCHOBbI AJis MOCTAHOBKM U aHanu3a uenein B 061acTu KayecTsa;
d) 6bina foBeaeHa [0 CBeAeHMs NepcoHana u obecneyeHo eé NoHMMaHWe BHYTPW OpraHv3aumu;
€) aHanusupoBanach Ha obecnevyeHve e€ NOCTOSHHOW NPUrOAHOCTM.

Mosiumuka (Policy) — amo 0oKymeHmM, 8 KOMOPOM 8bICLUUM PYKOBOOCMEOM CGhOPMYIUPO8aHbI OCHOBHbIE MOPasIbHO-
amuyeckue U cmpameaudecKkue Kpumepuu, kacaroujuecs 6yOdyuux HamepeHul U HarnpasrneHusi pa3sumusi op2aHu3a-
yuu, 8 mom yucne — kpumepuu K [. lNonumuka ¢oopmupyemcsi 8 xo0e 8bIHYXOEHHOU, OMKPbIMOU, KOHKYPEeHMHOU,
rnpoekmHol duckyccuu (Politics) ecex 8HympeHHUX 3aUuHMepeco8aHHbIX CMOPOH...

Lenb (Objective) — pesynsmam yenenonazaHusi, cybbekmusHoe rpedcmasneHue o bydywem udeasibHOM COCMOS-
HUU Unu enaeMbiX U3MEHEeHUsIX, KomopbIl Yes108eK unu op2aHu3ayusi npedcmasssiom cebe, nnaHupyrom u 0653y-
tomcs 0ocmuyb. Llenb peaynupyem xo0 dessmernibHOCMU. .

5.4 NnaHuposaHue (Planning)

5.4.1 Llenu B o6n1acTtu kauecrBa (Quality objectives)

Bbiclee pykoBOACTBO OpraHM3auumn AO/MKHO 0becneynTb, YTobbl Lenn B 06/1acTh KayecTBa, BKIOYas Te 13 6.2
HUX, KOTOpble HEO6XOAMMbI ANA BbINOSHEHUS NMPUMEHMMOrO 3aKOHOAATENLETBA 1 TpeboBaHWI K NpoayKLmMm, :
6b1/IM YCTAHOBJIEHbI C YYETOM COOTBETCTBYIOLUMX YPOBHEN U (hYHKLMI BHYTpWU opraHu3aumu. Llenn B obnactu
KauyecTBa [0/MKHbI 6bITb M3MEPUMBIMU®® 1 COrNacoBaHHbIMK C MONMTUKON B 06/1aCTM KayecTBa.

5.4.2 NnanunposaHmne CMK (Quality management system planning) 6.1; 6.3

BbiCLuee pyKOBOACTBO A0/MKHO o6ecrneymBaTh:

43 BTOCTe “the purpose” nepeBeAeHO Kak «CTpaTernyeckum HaMepeHUSM», YTo, MO MHEHMIO aBTOpa NOCO6MS, HECKOJIbKO MPUHUXAET
3HayeHue MonuTuku.

4 TpuMey. pegakTopa: cM. Takxke § 7.1 a)

4 OnTMManbHO ANs 3TOK Lenu NpuMeHsTb MeTodonormio SMART - Specific, Measurable, Achievable, Realistic, Time framed — KoH-
KPEeTHOCTb, M3MepnMocTb, MOTMBMPOBAHHOCTb, JOCTMXMMOCTb M OrpaHUUYEHHOCTb BO BPEMEHM.
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a) nnaHupoBaHue CMK* ans BbINonHeHUs TpeboBaHuUiA, NPUBEAEHHBIX B MyHKTE 4.1, a Takxe AN AOCTMXKEHUS LieNeN B
obnactu KauyecTBa;
b) coxpaHeHune uenoctHocT CMK npy NIaHUPOBAHUN U BHEAPEHWUWN B HEE M3MEHEHUM,

5.5 OTBeTCTBEHHOCTb, MOJIHOMOYMA U Npouecc obmeHa uHpopmaymei 5.3

(Responsibility, authority and communication)

5.5.1 OTBeTcTBeHHOCTb M nonHoMouus (Responsibility and authority) 5.3

BbiCliee pykoBOACTBO AO/MKHO 06ecneyvmnTb, YTObbl OTBETCTBEHHOCTH U MOTHOMOUMS Obinv onpeaeneHbl, AOKY-
MEHTaNbHO O OPMIEHbI U AOBEAEHbI A0 CBEAEHUS NepCoHana OpraHn3aumnm.

BbicLlee pyKOBOACTBO AOSIKHO AOKYMEHTMPOBaTb B3aMMOAENCTBIE NEPCOHasa, PYKOBOASILLErO, BbIMOHSOWErO U BEPU-
duumpytowero paboty no obecneyeHmIo kadecTsa, n obecneunBaTb NOTHOMOYNS U HE3ABUCMMOCTb, HeobxoanMble ans
BbIMOJIHEHMS 3TUX 3adau.

5.5.2 Mpeacrasutenn pykosoacTBa (Management representative)

5.3
Bblicllee pykoBoACTBOY A0/MKHO HA3HAUYMTL YNeHa PyKOBOACTBa*®, KOTOpbI HE3ABUCMMO OT APYrMX ero o6a3aH-

HOCTEW AO/MKEH HECTU OTBETCTBEHHOCTb M UMETH NOJIHOMOYMSA, BKIIOYatOWNE:

a) obecneyeHne AOKYMEHTMPOBaHMS npoueccos, Tpebyembix CMK;
b) npeactaBneHne OTUYETOB BbICLLIEMY PYKOBOACTBY O pe3ynbTaTuBHOCTM CMK 1 nto60oi NoTpe6HOCTM B YNyYlLEHUN;
c) obecneyeHne BHYTPU OpraHn3auum NOHMMaHUS NPUMEHMMOro 3aKOHOAATENLETBA 1 TpeboBaHui CMK.,

5.5.3 (Mpouecc) BHyTpeHHero o6MeHa uHdopmaumeit (Internal communication)

BbiCLlee pykOBOACTBO A0SIKHO FrapaHTMpOBaTb, YTO COOTBETCTBYHOLIME npouecchl 0bMeHa MHdopMaumen B op- 7.1.6
raHM3auun YCTaHOBNEHbI M OCYLLECTBNSETC 06MeH HbopMaumei, oTHocsLWelcs K pesynbTaTuBHocT CMK. G

5.6 AHanu3?® co cTtopoHbl pykosoacTea (Management review) 9.3

5.6.1 O6wme nonoxxeHmna (General) 9.3.1

OpraHusauus - 3a[I0KyMEHTUPOBaTb NpoLeaypbl ANs aHanM3a co CTOPOHbI pykoBoAcTBa. Beicliee pyko-
BOACTBO AO/MKHO aHanuamposaTb CMK opraHusaumm Yyepes AOKYMEHTasIbHO 3an1aHMpPOBaHHbIE MHTEPBASIbI C Lenbio obec-
neyeHusi eé NnocTosiHHOM NPUroAHOCTM, AAEKBATHOCTU U pe3yNiIbTaTUBHOCTU. AHANN3 AO/MKEH BKIOYATh OLIEHKY BO3MOX-
HOCTEN YNy4lleHns 1 NOTPeBbHOCTN B M3MeHeHMsIX B CMK opraHusauum, B TOM YNC/E B MOSIUTUKE U Liensx B 061acTu Ka-
yectea. [

3anucun 06 aHanuse Co CTOPOHbI PYKOBOACTBA AO/MKHbI noaaep>KmBaTbcs B pabodem coctosiHum (§4.2.5).

5.6.2 BxoaHble AaHHble Ana aHanu3a (Review input) 9.3.2

BxoaHble aHHbIE AN aHaNIM3a CO CTOPOHbI PYKOBOACTBA AO/MKHbI BK/OUYATb, HO HE OrpaHnunBaloTcst MHAOop-
MauMel nosyyaemMoin oT:

a) obpaTHOW CBS3UN C NOTpebuTensMu;

b) paccMoTpeHus npeTeH3uik;

C) CO3AaHHbIX COOBLLEHMWI B perynmpytolme opraHsi;
d) pesynbTaToB ayauToB;

€) MOHWUTOPWHIa U U3MEepPEHUs MPOLIECCOB;

f) MOHWTOpMWHra U M3MepeHUs NpoayKUMK;

g) KOPPEKTUPYIOLLNX AEUCTBUIA;

h) npeaynpexaatowmx AEUCTBUN;

4 CM. Takxke: ISO 10005 CMK - PykoBoasLUMe yKa3aHu sl Mo MiaHaM KavecTBa COAEPXUT PEKOMEHAALIMM MO CO3AaHMUI0 U UCTIONb30Ba-
HUWIO M/IaHOB KauyeCTBa Kak CpeAcTBa CBA3M TPeboBaHMIM K NPOLECCY, NPOAYKUMK, NMPOEKTY UM KOHTPaKTy ¢ pabouvMu npoueay-
pamu, KoTopble obecneunBaloT NPOU3BOACTBO NpoayKumu. MpeumyLuecTsa OT pa3paboTky nnaHa KadyecTsa COCTOST B TOM, YTO No-
BbILLAETCS YBEPEHHOCTb, YTO TpeboBaHMs 6yayT BbIMOAHEHbI, YTO NPOLIECCHl HAXOAATCS B YNPaBISEMOM COCTOSIHUM, U B MOTMBaLMW,
KOTOPYIO BCE 3TO MOXET AaTb TEM, KTO BOB/IEUEH.

47 K KaTeropuu «BbiCLIEE PYKOBOACTBO» KPOME reHEePasibHOr0/UCMOSTHUTENBHOTO AMPEKTOPa OTHOCSATCS BCE PYKOBOAWTENN NEPBOM
NVHWK YrpaBneHusi, TO €CTb COTPYAHUKM, HaXOAsIMECs B MPSIMOM NOAYMHEHUM reHepasibHOro AMpEKTopa U MeXxay coboi nMero-
LMe ropusoHTaNbHbIE CBS3MW.

*8 Mpuuém, 310 He 0bs3aTeNbHO JoMKeH 6biTb CQO (Chief Quality Officer) — AMpekTop MO Ka4ecTBy MPOAYKLIWM...

4 CM. cnosapb 1SO 9000:2015 §3.11.2 - aHanus (review) - onpeaeneHve NpUrogHoOCTY, afeKBaTHOCTU UMW Pe3YNbTaTMBHOCTU 06b-
eKTa AN AOCTWKEHUS 3afiaHHbIX Lenei. Mpumep: AHanu3 MEHEDKMEHTA, aHanu3 B XoAe NPOEKTUPOBaHUS U pa3paboTku, aHanms
TpeboBaHUi NOTPEBUTENS, aHaNM3 KOPPEKTUPYIOLWMX AEUCTBUI 1 SKCnepTusa. Mpumed.1: AHanms MOXET TaKKe BK/IOYaTb onpeae-
nexve adpdekTmBHocTm (3.7.10).

50 cm. Takke B [OCT P 55268-2012 «CMK. PekoMeHAaLmu No NpoBEAEHMIO aHani3a co CTOPOHbI PyKOBOACTBA»
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i) [OeicTBUiA, NpeanpUHATBLIX NOCie NPOBEAEHNS NPeAbIAYLUMX aHANIM30B CO CTOPOHbI PYKOBOACTBA;
j) vHbOpMauMKn 0 3anIaHMPOBaHHbBIX U3MEHEHUSIX, KOTOpble MoK 6bl NoBAMATbL Ha CMK;

k) pekoMeHaauuii No yny4lleHWIo;

)  wHdOpMauMM 0 HOBBLIX UK NEPECMOTPEHHLIX HODMATUBHbIX THEG0BaHMAX.

5.6.3 BbixoaHble fAaHHble Ans aHanusa (Review output) 9.3.3

BbIxoAHble AaHHbIE aHann3a Co CTOPOHbI PYKOBOACTBA A0/MKHbI 6bITh 3aperncrpupoBaHsbl (§4.2.5) n Bkto-
yaTb NpOaHaNM3MPOBaHHbIE BXOAHbIE AAHHbIE W ApYrve PelleHns U AeWCTBUS, UMEloLME OTHOLLEHNME K:

a) Yny4weHunsM, Heo6XoAUMBIM ANS NoAAEPXKaHUS NPUrOAHOCTM, aAeKBATHOCTM M pe3ynbTaTueHocT CMK m eé npo-
Lieccos;

b) ynyuweHuo NpoayKUMK cornacHo TpeboBaHMSAM NOTpebuTenei;

C) MW3MEHEHWsIM, HeObX0AMMBIM A/ COOTBETCTBMS HOBLIM MM NEPECMOTPEHHBIM HORMATUBHBIM THEGOBaHMAM;

d) notpebHoCTSAM B pecypcax.

6 MeHenMmeHT pecypcoB (Resource management) 7.1
6.1 O6ecneueHune pecypcamu (Provision of resources) 771112
Opranv3auvs [ISIBREE onpeaensTb 1 06ecrneunBaTh pecypchl, Tpebyemble Ans: -

a) BHegpenns CMK 1 nopaep>xaHuns eé pesynbTaTUBHOCTY;
b) ynoBneTBopeHus NpyMeHMMbIX HOBMATUBHBIX TPEGOBAHUIA 1 TpeboBaHWIA NOTpeduTens.

6.2 Yenoseueckue pecypcbl (Human resources) 7.1.2;7.2; 7.3

MepcoHan, BbINOSHSIOWMIA paboTy, BAMSIIOLLYIO HA KQYeCcTBO NPOAYKLUMK, A0SKEH BbiTb KOMNETEHT-

HbIM B COOTBETCTBUU C NOJTY4YEHHbBIM 06pa3OBaHVIeM, I'IO,CI,FOTOBKOVI, HaBblKaMW N OMNbITOM.

Opra+u3auvs [ISIBRHE [0KyMeHTMPOBaTb npoLecc(bl)S!, onpeaensioLme KOMMNETEHTHOCTb NEpPCoHana, NpoBeaeHe obyye-
HWs1, obecreyeHns oCcBeOMNEHHOCTU NepcoHana o TpeboBaHusax. Ed°2

OpraHusauus

a) onpepensTb HEOOXOAUMYIO KOMMETEHTHOCTb NEPCOHANa, BbIMOMHSAIOWEro paboTy, BAUSIOLLYIO Ha KauecTBO MNpo-
AyKunm;

b) obecneunBaTb NOAroTOBKY MNW NpeANpUHUMATL APyrue AeUCTBUS ANS AOCTUXXEHUS WU NoaaepXXaHus Heobxoam-
MOV KOMNETEHTHOCTY;

C) OUEeHMBaTb Pe3y/IbTaTUBHOCTb NPOBEAEHHBLIX MEPOMNPUSTUIA;

d) obecneunBaTb 0CBEAOMNEHHOCTL CBOEr0O NepcoHasna 06 akTyasnbHOCTM M BaXXHOCTM ero AesTe/IbHOCTU U BKNaae B
LOOCTUXEHME Lienen B 061acTh KayecTBa;

€) noaaepXusaTtb B paboyeM COCTOSIHMM COOTBETCTBYOWME 3anmncn 06 obpasoBaHnn, NOATOTOBKE, 7.1.6
HaBbIkax 1 onbiTe (§4.2.5).

lMpumeyarmne — MeTogos1orus, 06bIYHO UCTIONB3YEMAES AJ1S IIPOBEPKY PE3YJIbTATUBHOCTH, ITPONOPLMOHA/IbHE PUCKY, CBA3GHHOMY C
PaboTov, B OTHOLLICHMM KOTOPOH MPOBEAEHO OBYYEHNE Ui UHBIE JEUCTBUSS. 6

7.1.3

6.3 UHdpacTpyKTtypa (Infrastructure)

Opranuzauvs [SIBREE AOKyMeHTUpOBaTb TpeboBaHMs K MH(PACTPYKTYpe, HEOBXOANMON ANt AOCTUXKEHS COOTBETCTBHSI
TpeboBaHMAM K NPOAYKLMM, NPeAoTBpaLleHns nepenyTbiBaHUs NpoayKuum>* 1 obecneyeHns Haanexallero obpalleHus ¢

51 NaHHbIN npouecc B cTaHaapTe ISO 9001:2015 dyHKUMOHMPYET B paMKkax Apyroro 6onee obLiero npolecca nos Ha3BaHWeM «Me-
HePKMEHT 3HaHun» (§7.1.6 B ISO 9001:2015).

52 CMm. TaKoke: ISO 10015:2019 «MeHeaKMeHT KauecTBa. PykoBoasLME YKa3aHWUsi NO MEHEAXKMEHTY KOMMETEHTHOCTU U Pa3BUTUIO Nep-
COHana» - MOryT NPUMEHSTLCS BCSIKWM pas, Korjaa HyXHa MeToauyeckasi MoMOLLb B MHTeprpeTaLuy TEpMUHOB «0bpa3oBaHue» 1
«0byyeHue» B pamkax ctaHgapToB ISO Ha CMK. Jlioboe ynoMuHaHue «obyueHns» (training) BkntoyaeT B cebsi Bce Buabl obpasosa-
HUs n 0byyenus. ISO 10018:2020 «MeHeaXMeHT KayecTBa. PyKoBOACTBO MO BOB/IEYEHMIO NEPCOHana» - peKoMeHAaunn, Hanpas-
NeHHble Ha BoBfeveHue nepcoHana. CMK 3aBuCUT OT CTeneHn 3anHTepecoBaHHOCTU KOMMETEHTHBIX COTPYAHWKOB M OT TOro,
HaCKO/MbKO OHW BKJIOYEHbI B AESTENbHOCTb OpraHu3aummn. Kputuuecky BaxKHO BbISIBNSTb, pa3BMBaTh U OLeHuBaTb TpebyeMble 3Ha-
HWS, HaBbIKW, COLUManbHYIO U MPOM3BOACTBEHHYO cpeay. ISO 10019 PykoBoacTBO No Bbl6Opy KOHCYnbTaHToB No CMK 1 ncnonb3osa-
HUIO UX yCnyr.

53 ...MHble AEUCTBUS, CBA3aHHbIE C KOMMETEHTHOCTLIO MEPCOHana, HanpuMmep, onpeaeneHne NonaHoMouuni (§ 5.5.1) 1 OTBETCTBEHHOCTY
Ha TeX WM MHBIX AO/MKHOCTHBIX NO3ULMAX.

>4 B Lean Production gaHHble MeponpusiTusi HasbiBatoTcs Poka-yoke («IMpyHUMN HyNeBOM OWIMOKKU» UK elwé «3alpmTa OT Aypaka») —
npepoTeBpalleHre owmnbok, Mmetoa, 6rnarogapst KOTOPOMy paboTy MOXHO cAenaTh TOMbKO OAHMM, NMPaBuiIbHBIM CNocobom mn aedekT
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He.
MHdpacTpyKTypa MOXET BK/OYATb, 10 Mepe HeoOX00UMOCmU:

a) 34aHus, paboyee NPOCTPaHCTBO M CBSA3aHHbIE C HUM CUCTEMbI MHXXEHEPHOro obecneyeHus;

b) npumeHsemoe B npoueccax obopyaoBaHue (Kak TexHuyeckoe, Tak u M0);

C) BcnomoratesbHble ycnyru (HanpuMep, TPaHCnopT, CBSA3b UM MH(OPMALMOHHbIE CUCTEMBI).
Opranuzauus [OKyMeHTMpoBaTb TPeboBaHMS K AeSATENbHOCTU MO TeXHUYECKOMY 06CNY>KMBAHMWIO, B TOM Yucie
MHTEpPBasibl BbIMOSIHEHMS PabOoT MO TEXHUYECKOMY 06CNYXXMBaHMIO®?, €C/IN 3TV AEUCTBUS U UX OTCYTCTBME MOTYT MOBJIU-
ATb Ha KA4YeCTBO NpoayKummn. Ilo mepe neobxooumocmu, TpeboBaHUS pacnpoCTpaHAOTCA Ha 06opyaoBaHNe, NpUMeHse-
MOe B npousBoacTBe (ynoMuHaemoe B §7.5.1), cpeacTsax yrnpaBrieHus Npov3BOACTBEHHON cpeaoli (YnoMMHaeMoe B
§6.4), MOHUTOPUHIE N N3MepeHnn (ynoMmHaemoe B §7.6).
3anncy 06 3TUX AeUCTBUSX A0SMKHbI NOAAEPXKMBATLCS B paboyeM coctosiHuM (§4.2.5).

6.4 NMpounsBoacTBEHHAA cpepa U KOHTpPob 3arpasHeHunsa (Work environment and contamina-

tion control) 71.4

6.4.1 MpousBoacTeBeHHas cpeaga (Work environment)>6
Opranuzauvs [ISIBREE AOKyMeHTVUpOBaTh TPe6OBaHMs K MPOM3BOACTBEHHOM Cpefe, HEO6X0AMMOI st AOCTUXKEHMS COOT-
BETCTBMS Npoaykumn TpeboBaHmsam. L

Ecnmn npon3BoacTBEHHAs cpeAa MOXET OTPMUATENbHO CKa3aTbCs Ha KadecTBe NpoAyKuMM, OpraHusaums - 3a[0Ky-
MEHTUpOBaTb TPpeboBaHMsI K NPOU3BOACTBEHHON Cpeade U K MpoLeaypaM Nno MOHUTOPUHIY U KOHTPOSIKO NMPOU3BOACTBEHHOM
cpeapl.

Opratu3auvs ISIDREE:

a) 3a0KyMeHTMpoBaTb TPeHOBaHMSA K COCTOSIHMIO 340POBbS, YNCTOTE U OAEXKAE NEPCOHaNa, €C/IM KOHTAKT Mexay
MEepPCOHANIOM 1 NPOAYKUMEN UM NPOM3BOACTBEHHON Cpefoi MOXKET OKa3aTb B/IMSIHME Ha 6e3onacHocTb MU mnm
€ro 3KCMyaTaUnoHHbIE CBOMCTBA;

b) rapaHTMpoBaTb, YTO BECb NEPCOHAsI, BPEMEHHO paboTatolmii B 0COBbIX YCIOBUSIX NPOU3BOACTBEHHOW Cpefbl,
KOMMeTEHTEH MM HAaxoauTCs Noa HabnioaeHneM KOMMNETEHTHOMO mua.

lpumedarme — [ornoIHUTEIbHYIO MHBOPMALIMIO MOXHO HauTv B ISO 14644 «YucTbie rnoMeLLeHNS 1 CBS3aHHBIE C HUMU KOHTDO/IN-
pyempie cpegbr» u ISO 14698 «YucTbie nomMeLyeHmns M CBSI3aHHbIE C HUMU KOHTPOSTUPYEMbIE CPEADI: KOHTPO/Ib 3arpsS3HEHMIT».

6.4.2 KoHTponb 3arps3HeHus (koHTaMuHaummn) (Contamination control)3’

o mepe neobxodumocmu, opraHnzauvs [{OIDREE N1aHMPOBATh M JOKYMEHTUPOBATb MEpPbI AN1s KOHTPOSISH 3arPsIBHEHHOI
WY NOTEHUMANBHO 3arpsi3HEHHON NPOAYKLMU C LeNbto NpefoTBpaLleHns 3arpsi3HeHNs NPOM3BOACTBEHHOW cpeabl®8, nep-
COHana wnu NpoayKumm.

[nsi crepunbHbIX MU opraqusauvs ISHBREE [oKyMeHTUPOBaTL TPeGOBaHUs K CPeaCTBaM ynpaBfieH!st KOHTaMUHaLMelt
MUKPOIOPOI>° MM MEeNIKOAMCNEPCHBIMM YacTULLAaMM U NOAAEPXMBATL TPebyeMyto YMCTOTY B npoLieccax c6opku 1 yna-
KOBKM.

MPOCTO HE MOXET NosBUTLCA. MpuHUMN Poka-yoke o3HavaeT: gonyckaeTcs MUHUMYM OWMBOK MK BCero oaHa. NMpomaxu u3-3a 3a-
6bIBUMBOCTY, CNy4aiiHOW NepecTaHOBKM, NepenyTbIBaHWUs, HEMPABUIbHOMO CUMTBIBAHUS, NOXHOW UHTEpRpeTaLmny, 3abnyxaeHui,
HE3HaHWUS N HEBHMMATENIbHOCTY BO3MOXHbI U Hen3bexxHbl. OQHAKO OHU [OJIKHbI PacCMaTpUBaTbLCS COTPYAHUKAMM Kak HOpMasb-
Hoe siBneHue. Ux cneagyeT BCKPbIBAaTb U HENb3s 3aManyuueatb. HeobxoamMMo UckaTb He BUHOBHUKOB AedeKTa, a ero npuymHy.

55 Bonee noapobHo AaHHblE 3aaun pacnucaHbl B KoHuenuun TPM (total productive maintenance) - Bceobluero pesynsTaTMBHOMO TeX-
HUYeckoro obcnyxvBaHus 13 Habopa MHCTPYMeHTOB Bepexnneoro npowseoactsa (BIM). Apyroit MHCTpyMeHT BN npuMeHnMbIv Ans
pa3genos 6.3 n 6.4 3T0 cMcTeMa ynopsaaoumsaHus 5S.

%6 n.3.5.5 13 ISO9000: npon3BOACTBEHHAs cpefia — COBOKYMHOCTb YC/TIOBUM, B KOTOPbIX BbIMOMHSIOTCS paboThl.

57 Cm. TaKke §7.5.7 «Cneu.TpeboBaHUs K BanuaaLmMm NpoLECCOB CTEPUU3ALMKU U 6apbepHbIM CUCTEMaM ANs CTEPUIU3aLMU»

58 CM. MY 42-51-5-93 «[MoAroToBKa NpO13BOACTBEHHbIX MOMELLEHWI» (1-3 KNacCoB YMCTOThI NPOM3BOACTBA CTEPUSbHBIX IEKAPCTBEH-
HbIX CPeACTB)

5% CM. MY 42-51-9-93 «KOHTpONb MUKPOGHOIM KOHTaMMHALMW NPOM3BOACTBEHHBIX NOMELLEHMI Y 060PYLOBAHUS»


http://gost.gtsever.ru/Index2/1/4293750/4293750725.htm
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7 Npoueccbl ¥n3HeHHoro umkna npoaykumm — LM (Product realization)®°

7.1 NnanuposaHue npoueccos XKUM (Planning of product realization) 8.1

Opranu3zauvs [SIBREE nnaHMpoBaTh®! 1 paspabaTbiBaTb NPOLIECCH], HEOBXOANMBIE /15 OBECTIEUEHNS! KIHEH-
HOro UMK/a npoaykumu. MNnaHMpoBaHUE NPOLIECCOB XM3HEHHOMO LKA NPOAYKUMU AOMKHO BbITb COracoBaHo ¢ Tpebo-
BaHWsIMK K ApyruM npoueccam CMK®2,
Opranv3auvs [ISIBREE [OKYMEHTUPOBATL OAMH UMW Goee NPOLIECCOB MEHEMKMEHTa pucka®® B 6.1
nnPo NpoLeccax XM3HEHHOMO UMK NpoAayKUMK. 3anncu No MEPONPUSITUSIM MEHEMKMEHTA pUcka i
JI0/KHbI NOAAEPXMBaTbCA B pabouyeM cocTtosiHum (§4.2.5). &

Mpy NNaHMPOBaHUM MPOLIECCOB XM3HEHHOTO LKA NpoAyKLmMy opraHuzaLiys [HGIBKEE YCTaHOBUTb, 10 Mepe HeoBX0OUMOCT:

a) uenu B 0651aCTM KayecTBa 1 TpeboBaHMS K NpoayKuuu;

b) noTpebHoCTb B pa3paboTke NpoLEeccoB, JOKYMEHTOB (4.2.4), a Takxe B 06ecrneyeHnn pecypcamm st KOHKPETHOM
nNpoAyKuMm, BKoYas MHDPACTPYKTYpy M NPOM3BOACTBEHHYIO Cpeay;

C) HeobxoanMOCTb NO BepuduKaumm, Banmaaumm, MOHUTOPUHIY, U3MEPEHUSAM, KOHTPOJIO U UCMbITaHWSM, Nnorpy-
304HO-Pa3rpy304HbIM paboTaM, XpaHEeHUIO, AUCTPUBYLIMM M MPOCTIEXMBAEMOCTN KOHKPETHOM MPOAYKLUMM, @ TakxKe
KpUTEPUKN NPUEMKN NpoaYKLUMK;

d) 3anucK, Heobxoammble aAns obecneyeHns CBUAETENbCTBA TOro, YTO NPOLECChl XXM3HEHHOIO LMK NPOAyKLUMM 1

KOHEYHbI NPOAYKT COOTBETCTBYIOT TpeboBaHUAM (§4.2.5).

> OOparHan cea3b ANA HOBLIX M3OENUA
VN KOPPREKUMA NPOLLE 8 NPOMIBOACTEA, M YNyRLUeHns
H8 DCHOBE PLIHOMHOM ONbITa
~m SR O Perncr- Pexna- MNpoga- O : YTum-
M KNHHyeCKHE paLMR Ma pe 33UMA
WCCREROBIHWR
Mponasogurens Aunep / Npopasey / AR MauwueHT / Bpauy / Mearexsuk
Mpe-MapkeTuHr MomelieHune Ha PuIHOK PMS/PMCF, GauTtensHocTs

Pe3ynbTaTbl 3TOM0 NJIaHNPOBAHUS A0/MKHbI 6bITb AOKYMEHTUPOBaHbI B (hOPMe, COOTBETCTBYIOLLIEN NPAKTUKE OpraHM3aLmm. ]

[pnumeydarme — [orno/IHNTEIbHYIO MHBOPMALINIO MOXHO HauTu B ISO 14971:2019 ««H3ge/ms meguumHckme. [IpumMeHeHne Me-
HELKMEHTA pyucka Kk MU»%, A tarxe cm. Texrmyeckmii oTyéT ISO/TR 24971:2020 «H3[€e/ms MEAUUMHCKME. PyKOBOACTBO 110 11pH-
meHerumo ISO 14971» (ecim HyxxeH rnepesos — obpawjantecs!)

7.2 Mpoueccobl, cBA3aHHbIe ¢ noTpeburenamu (Customer-related processes) 5o
7.2.1 OnpepeneHune TpeboBaHMii, oTHOCALWMXCA K npoaykumu (Determination of requirements :
related to product)

8.2.2
Opranu3sauvs [SIBREE orpenennTs: 5

a) TpebosaHua noTpebutens, Bkaoyas TpeboBaHMsa K NOCTaBKe U AeSTENbHOCTU NOCie NOCTaBKu;

60 HekoTopbil Konnern Ty dpasy NepeBoAsT 34eCh U Aanee, kak «Mpouecchl peanusaumu/Bbinycka NpoayKumMmn». 3To B KOPHE He-
BEPHO, T.K. Takasi TPaKTOBKa Cy>aeT 061acTb NPUMEHUMOCTUN TPebOBaHUIA CTaHAAPTa U HECKOJbKO BbiNafaeT U3 noHatus “life-
cycle” n “lifetime” n3 §1. Kcratn, UMXO, 310 ynyuwleHne ctaHgapTa YTo TyT HEe UCnosib3oBaH TepMuH "life-cycle".

61 MnaHWpoBaHMe B KOMMNAHWUK BCSKOE ECTb... DTO MAaHUPOBaHUE COBCEM HE TO NTaHUPOBAHWE, KOTOPOE AENaeTCs ANS BbIMOSHEHNS
§7.5.1. MNnaHupoBaHWe Ha ypoBHe 7.1 - 0HO Bvdke K CTpaTernyeckoMy MiaHMPOBaHUIO HA TOM 3Tane XXU3HEHHOrO LKA Npoayk-
LMK, 3a KOTOPbIM OTBEYAET MMEHHO Ballia KOMMaHWSI.

62 O6paTuTe BHUMaHKe! Ecnn B BaweM MU nUcnonb3yeTcsl NporpaMMHoe obecnedeHne, To Npy NAaHUPOBaHMM XMU3HEHHOMO LMKNA Ta-
koro MM HeobxoamMMO yunTbiBaTb NPOLECChI XM3HEHHOro Umkia MO KOTopble MMEIOT CBOIO crneunduky. [ns 3Toro OTKpbIBaEM CTaH-
papt FOCT IEC 62304-2022 1 HaxoanM Tam npunoxeHue C.2 No KOTOPOMY COMocTaBnsieM TpeboBaHWs AaHHOro CTaHAapTa u Tpebo-
BaHWS K XXM3HEHHOMY LMKy MpOrpaMMHOro obecneyeHus

63 KoHuenuusi puck MeHemkMeHTa (PM), NpUHLMMBI M NPOLIECCHl MPUMEHWMBIE B LIENIOM K S060MYy BUAY AESATENBHOCTU, @ B YaCTHOCTM K
npounssoacTsy MW onucaHbl B ctaHgapTe ISO 31000:2018. A 0630p KOHKPETHbIX MHCTPYMEHTOB PM MOXHO HaiiTh B IEC
31010:2019. Ha eé ocHoBe aevicteyeT FOCT P M3K 31010-2021 «HaaéXHOCTb B TEXHUKE. METOABI OLIEHKU pUCKa».

64 Tawke cM. FOCT P 53918-2010 (GHTF/SG3/N15R8:2005) «MW. PykoBOACTBO MO MHTErpaLuy NpUHLMNOB MEHEAXKMEHTA pUCKa
B CMK»; a Takxe FOCT P 56033-2014 «PykoBoaACTBO N0 pa3paboTke 1 BKIIOYEHUIO acnekToB 6e30MacHOCTV B MeXAyHapoaHbIe
CTaHfapTbl Ha M»

KoHkpeTHo anst nporpammuctos cM. ISO/TR 24971:2013 «PykoBoacTBO No npuMeHeHuio ISO 14971». [ins aHann3a puckos npo-
rpaMMHbIX cpeacTs, a Takxke cM. IEC/TR 80002-1:2009 (FOCT P 55544-2013) «[porpaMMHOe obecneyeHne MeanUmMHCKNX
usgenuii. Yactb 1. PykoBoacTtBo no npumeHenuto UCO 14971 k nporpaMMHOMY obecnievdeHuio MU».


https://www.iso.org/obp/ui#iso:std:iso:31000:ed-2:v1:en
https://www.iso.org/standard/72140.html
https://www.iso.org/standard/72140.html
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b) TpeboBaHus, He onpeaenéHHble NoTpebuTenem, HO HEObXoANMbIE ANl KOHKPETHOro MW Npeanonaraemoro uc-
Nonb30BaHMs, KOraa OHO M3BECTHO;

C) NpYMMEHMMOE 3aKOHOAATeNbCTBO, OTHOCALLEECS K MPOAYKLMH;

d) nwoboe obyueHne (MOAroTOBKY) NO/b30BaTENEN, HEOBXOANMOE YTOObI rapaHTMPOBaThb 3aAaHHbIE 3KCM/TyaTaLuoH-
Hble XapaKTepucTukn n 6esonacHoe npumeHeHne MU; &*

e) ntobble AONONHUTENbHbIE TPEGOBAHUS, OnpeaenEéHHbIE CaMOi OpraHu3aLmen.

7.2.2 AHanu3 Tpe6oBaHui, oTHocALWMXCS k npoaykuumn (Review of requirements related to product)

Opranuzauvs [ISIBREE aHanM31poBaTh TPeGoBaHWS!, OTHOCSLLMECS K NPOAYKLMM. ITOT aHa-
N3 AOSHKEH MPOBOAUTLCA [0 NPUHATUS OpraHu3aumeri obs3aTenbCcTBa NoCTaBAATb Npo- 8.2.3;
AYKUMIO NoTpebutento (HanpuMep, ydactme B TeHAepax, NPUHSATUS KOHTPAKTOB WK 3aKa- 8.2.4
30B, NMPUHATUS U3MEHEHMI K KOHTPAKTaM W/ 3aKa3aM) 1 I0/KeH obecneymBaThb:

a) onpeaeneHne u AOKYMEHTMPOBaHWE TPe6OBaHUI K NMPOAYKLUNM;

b) cornacoBaHue TpeboBaHWIN KOHTPAKTa WK 3aKasa, OT/IMYAIOLLMUXCS OT paHee cpopMyMPOBaHHbIX;

C) BbINO/IHEHNE NPUMEHNMOrO 3aKOHOAATENbCTBA;

d) ntoboe 0byyeHune ansi noTpebuTenein B COOTBETCTBUM C MYHKTOM 7.2.1, €ro AOCTYNHOCTb MW NAaHUPOBaHUE

obecneyeHnss 4OCTYMHOCTK;

€) cnocobHOCTb OpraHu3aumMn YAOBNETBOPSTL onpeaenéHHble TpeboBaHus.
3anucu pesynbTaToB aHanm3a®® 1 nocneayowmx AeNCTBUIA, BLITEKAIOLIMX U3 aHaNn3a, A0/MHKHbI NOAAEPXMBATLCA B pabo-
yeMm coctosiHum (§4.2.5).
ECnv noTpebuTens He NpeAcTaBun CBOM TpeGoBaHWsi B JOKYMEHTUPOBAHHOM Biae, TO opraHu3aLvs [OIBREE NoATBEPAUTL
UX Yy NOTPebuTenst A0 NPUHSATUS K UCNOJTHEHMIO.
Ecnu Tpe60oBaHMs K MpOAyKLMM U3MeHeHbI, oprauzaLvs HSIBREE rapaHT1pPOBaTh, YTO COOTBETCTBYIOLLME OKYMEHTHI
6b1/TM UCNpaBNEeHbl, @ COOTBETCTBYIOLLNIA NepcoHan 6611 NPOMHGOPMMPOBaH 06 M3MEHUB-
Lwmnxcsa TpeboBaHusIX.

nnreo

nnpPo 8.2.1

7.2.3 MNpouecc o6MeHa nHdpopmaumeii®® (Communication)

Opranuzauvs [{SIBREE niaHMpoBaTh 1 AOKYMEHTMPOBATb MEPOMPUSITUS MO MOAAEPKAHMIO CBSI3U C MOTPEBUTENsIMM, Kaca-
rownecs:

a) wuHdopMaumm o NpoayKumu;

b) npoxoxaeHWs 3anpocoB, KOHTPaKTa UK 3aKa3a, BK/OYAs M3MEHEHWS;

C) obpaTHOW CBA3M C NoTpebutenem®’, BkIoYas nNpeTeH3un notpebutenei;

d) nOSACHWUTENbHLIX YBEAOMIEHWIA.
Opranuzauvs [{SIBREE roafepX1BaTh CBS3b C PEryMpYIOLLMMA OpraHaMi B COOTBETCTBUM C NPUMEHMMbIM 3aKOHOAATENb-
CTBOM (cM. Takxe §8.2.3).

7.3 MNpoekTupoBaHue n paspabotka®® (Design and development) nn Po 83.1

7.3.1 O6wmne nonoxxeHmsna (General)

Opranuzauvs [HSIBREE 32710KyMeHTUPOBaTL NpoLieaypbl NPOEKTUPOBaHNS U Pa3paBboTKn®®, (&1
8.3.2

65 KpaiiHe nosnesHbIM MHCTPYMEHTOM ANS TaKOro poAa aHanusa sIBfseTcs MeTod «pa3BEpTbiBaHMA GyHKLUMM kadecTBa» — Quality Func-
tion Deployment (QFD) ¢ ucnonb3oBaHueM hopMbl, Ha3biBaeMon «[1oM KauecTa».

66 HasBaHWe paszena M3MeHWUNOCh OT «B3aMMOAENCTBUS C NoTpebutenaMm» (customer communication) O NPOCTOro: «KOMMYHMKaLMU»
(communication). B 1aHHOM nepeBoae caenaH akLUEeHT Ha TO, YTO MHDOPMALIMOHHBI 06MEH/KOMMYHMUKALIUSA TAaKKe JO/MKHA pabo-
TaTb Kak Nitoboii apyroi npouecc PDCA. Takoke No CMbICIY TyT pedb MAET O BHELUHUX KOMMYHUKALUUSX, B OT/IMYUN OT BHYTPEHHUX
npo KoTopble HanucaH §5.5.3 Boiwe. B FOCTe 370 npocto «CBsA3b € NoTpebutensamm»

67 CM. Tarxke: ISO 10008 MeHeDKMEHT KauyecTsa - YA0BNETBOPEHHOCTb NOTPeGUTENS - PyKOBOACTBO MO 371EKTPOHHBIM KOMMEPYECKUM
onepauusm B cdepe B2C gaét pekomeHaaumm, Kakum ob6pa3oM opraHv3aums MOXeT BHeApUTb pe3ynbTaTUBHYIO 1 3deKTUBHYIO
CUCTEMY NEKTPOHHBIX KOMMepYeckux onepauuii B cdepe B2C 1, TeM caMbIM, 3aN10XKUTb OCHOBY A/si MOBbILLEHUS OBEPUS K CU-
CTEMe CO CTOPOHbI NOTpebuTens, NoBLICUTL CNIOCOBHOCTL OpraHMU3aLMii YA0BIETBOPUTL NOTPEGUTENEN U MOMOYb CHU3UTbL YUCNO
MPETEH3UI U CMOPOB.

68 Peub MAET HOBbIX M3AENMSAX, HOBbIX KOHCTPYKLMSIX, AM3aiHaxX

69 B kauecTBe [ONONHUTENBHON MH(OPMaLMKM CM. cTaHAapTbl: FOCT P 55348-2012 «CucTeMbl yNpaBfieHnsi NpoekTMpoBaHueM. CrioBapb
TEPMUHOB, MUCMOJIb3YyEMbIX MPU YNpasneHue npoekTnposaHnem», FOCT P 55347-2012 «CucTeMbl YNpaBieHUs NpoeKTUPOBaHNEM.
PyKoBOZCTBO MO MEHEMXMEHTY MHHOBaLMN», a Takxe cepun ECKA, ECTA u ECMM. Ans BbINONHEHUS TpeboBaHMWii AaHHOTO pa3aena
MOXKHO TaKXXe MCMOMb30BaTb PEKOMEHAALUUN U3 cTaHaapTa ISO 10006:2017. Tonbko UMeNTE B BUAY - TaM roOBOPUTCS MO Npo NpPo-
ekT Kkak Project, a 3pech umeeTcs B Buay npoekT kak Design!



https://ru.wikipedia.org/wiki/QFD
https://docs.cntd.ru/document/1200103594/titles
https://docs.cntd.ru/document/1200103593
https://meganorm.ru/Data/715/71530.pdf
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7.3.2 NnaHnpoBaHue NpoekTuposaHus n paspaborku (Designh and development planning)

OpraHu3aums - NMaHNPOBaTb M YNpaBnsaTb NPOEKTUPOBAHWEM U pa3paboTKoi npoaykumn. I1o mepe Heobxooumo-

cmu, AOKYMEHTauUMs Mo MAaHNMPOBaHUIO NMPOEKTUPOBAHUS U pa3paboTku - NoAAEP>XKMBATLCA U OBHOBAATLCS MO

X0fy NMPOEKTUPOBaHMS U pa3paboTku.
7.21 C —

B xofe nnaHMpoBaHUS NPOEKTMPOBAHNSA U
pa3paboTkn opraHmn3aums [OKy-
MEHTUpPOoBaThb:

Intendent 2 a) CTaZWM NPOEKTUPOBaHMS U pas-

j paboTkn’%;

b) BUAbl AEATENbHOCTU NO aHanu3y

£ __ MpoeKTa Ha KaxxaoW cTaun NpoekTMpo-
Npotecc I Y manssain 7 i==h BaHWA n paspaboTky;

_NPOEKTHPOBAHNA £ Sl .0 BUAbl AESATENBHOCTU NO BepUdU-

. Kauuw, BanMpaumMm 1, ecnm HeobxoanMo,

{ [esTENbHOCTb MO NepefaYve pesynbTaToB

( NPOEKTUPOBAHMWS Ha KaXAoi CcTaaumu npo-

/)| eKTMpOBaHWs v pa3paboTku;

OnwiHoe d) OTBETCTBEHHOCTb 1 MOJIHOMOUMS
NPOU3BOLCTBO B 0bnactu NPOEKTUPOBAHNA U pa3pa-
60TKM;
e) MeToabl obecrneyeHus npocne-

YKMBAEMOCTU BbIXOAHbIX JAAaHHbIX MPOEKTK-
pOBaHMSA U pa3paboTKM K BXOAHbIM AaH-
HbIM MPOEKTUPOBAHUS U pa3paboTku;

f) TpeboBaHus K pecypcaMm, BKIIt0-

Yas H€O6XOL|,VIMYIO KOMNETEHTHOCTb NepCoHana.

7.3.3 BxoaHble flaHHble AN NPoeKTUpoBaHusa u paspaboTku (Design and development inputs)

BxoaHble AaHHble, OTHOCALMECS K TPebOBaHMSIM K NPOAYKUMM, AOMKHbI ObITh N Po
onpeaeneHbl, @ 3anucy A0XXHbI NOAAEPXKMNBATLCS B paboyeM COCTOSHUM (84.2.5). 8.3.3
BxoaHble AaHHbIE A0MKHbI BK/IIOYATb:

a) yHKUMOHANbHBIE M 3KCM/yaTalMOHHbIE TpeboBaHUs, 103abunutn’! n TpeboBaHMs No 6€30MacHOCTU COrNacHo
npeaHasHayeHHOMY NPUMEHEHNIO;
b) npuMeHnMoe 3aKOHOAATENLCTBO M CTaHAAPTHI’?;
C) MpUMEHUMbIE BbIXOAHbIE AaHHbIE MO MEHEIXKMEHTY puUcKa; &
d) no mepe HeobOxooumocmu, NHOOPMaLMIO, B3ATYIO U3 NpeablayLLUMX aHanorMYHbIX NPOEKTOB;
€) apyrue TpeboBaHus, BaxkHble AN MPOEKTUPOBaHUS M pa3paboTku NpoayKuMn uam npoLeccos.
BxoaHble faHHble AO/MKHbI ObITb MpOaHann3MpoBaHbl Ha afeKBAaTHOCTb U OUUMANBHO YTBEPXKAEHDI.
TpeboBaHus A0MKHbI 6bITb MOMHLIMKU, HEABYCMbICSIEHHBIMUW, MPUFOAHBIMU ANS BEpUbUKaLMN UK BanuaaumMmn n HeNpoTu-
BOPEYMBbLIMU.
lpumeyarne — for. nHgopmamo MoxHo Havitn B FTOCT P MIK 62366-1-2023 «Mzaems meanumHckme. [IpoekTupoBanme mean-
LUHCKUX l/l3ﬂe}7141/7 c yqéTOM K CﬂﬂyaTaLIMOHHOI;i TIpUrogHoCcTu».

7.3.4 BoixogHble AaHHbIe NpoeKTUpoBaHua u paspabotku (Design and development outputs)

BbIx0oZHble faHHble NPOEKTUPOBAHMS U pa3paboTKu AOMKHbI
a) COOTBETCTBOBAaTb BXOAHLIM TPebOBaHWUAM ANs NPOEKTUPOBaHUS U pa3paboTky;

8.3.5

b) obecneunBaTh COOTBETCTBYIOLLEN MH(OPMALIMEN NPOLIECCH! 3aKYMOK, MPOM3BOACTBA U 06CNY)XNBaHUS;

C) coaepXaTb KpUTepum NpPUEMKM NPOAYKLMM UAN CCbISTKM Ha HUX;

d) onpepenaTb XapakTepUCTMKM NPOAYKUMM, CYLLECTBEHHbIE ANns eé 6e30nacHoro u NPaBUIIbHONO NCMNOJb30BaHUS.
BbIxoZHble faHHblE NPOEKTMPOBaHMS U pa3paboTky AOMKHLI BbITb NPeACTaBneHbl B hopMe, NMO3BOSISOLWEN NPOBECTM Be-
pVICI)VIKaLWI}O OTHOCUTENbHO BXOAHbIX AaHHbIX A1 NPOEKTUPOBAHNA U pa3pa60TKV|, a TakKXXe A0JTKHbI ObITb YTBEPXAEHbI A0
MX NocseayoLwero ncnosib3oBaHus.
3anucuy BbIXOAHBIX AaHHbIX MPOEKTUPOBAHMS 1 pa3paboTku AO/MKHbI NOAAEpPXMBaTLCS B paboueM coctosiHum (§4.2.5).

70 Cm. FOCT P 15.013-2016 CvcTeMa pa3paboTku M NOCTaHOBKM NpoayKuuM Ha npoussoacTtso (CPIM). Mea. vaaenws

71 B FOCTe 3gecb usability nepeBeeHo kak «yao6CTBO NMosib3oBaHUs». CM. CCbiKy 21.

72 Cm. FOCT P 72071-2025 «U3penvs MmeamumHckme. OCHOBHbIE NPUHLIMMLI o6ecrieyeHnst 6e30MacHOCTM U hYHKLMOHaNbHbIX XapakTe-
PUCTUK MEANUMHCKUX U3AENUIA U MEAULIMHCKUX U3AENUI ANs AMarHOCTUKK in vitro» (3aMeHnn TOCT P UICO/TO 16142-2008)



http://docs.cntd.ru/document/1200139386
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7.3.5 AHanu3 npoekTta u paspabotku (Design and development review)

8.3.4
Ha Tex cragusix, rae 1o uenecoobpasHo, AO/MKHbI NPOBOAMTLCS CUCTEMATUYECKME aHaNU3bl NPOEKTa U pas-

pa6OTKVI B COOTBETCTBUM C 3an1aHNPOBAHHbIMU U 3aJOKYMEHTUPOBaHHbIMU MEPOMNPUATUAMU C LIENbIO:

a) OLEHKWN CNoCcOBHOCTM pe3ynbTaToB NPOEKTUPOBAHNS M pa3paboTKu yaoBNeTBOpsITb TpeboBaHMsIM;

b) wvaeHTUdUKaUMM 1 onpeaeneHns HeobxoanMbIX AENCTBUIA.
TaKol aHanu3 A0SKHbI BbIMOSIHATL NPEACTAaBUTENN CYXKO, UMEIOLMX OTHOLLEHWUE K aHaNM3NpyeMbIM CTaausaM NPOEKTa M
pa3paboTku, a TakKe Apyrve cneumanncTbl OpraHmaumm.
3anucu pesynbTaToB aHan3a U BCEX HEOOXOAMMbIX AENCTBUMN LOMKHbI NOAAEPXKMBATLCS B paboyeM COCTOSIHUM U BKJTHO-
YyaTb OnuMcaHMe NpoeKTa B PpaMKax aHanM3a, BOB/IEYEHHbIX YH4aCTHUKOB M AaTy aHanmsa (§4.2.5).

7.3.6 Bepudukaumsa (noarseprkaeHne COOTBETCTBUSA pe3y/ibTaToOB) NMpoeKTa u pa3paboTku 8.3.4
(Design and development verification)

Bepudwkaums npoekTa v paspabotky [HSIBREE OCyLLECTBASTLCS B COOTBETCTBUM C 3aniaHMPOBaHHLIMU 1

nnpPo 3a0KYMEHTMPOBAHHLIMU MEPONPUSITUAMM, YTOObI YAOCTOBEPUTLCS, UTO BbIXOAHbIE AaHHbIE NPOEKTUPOBA-
HWS U pa3paboTKN COOTBETCTBYOT BXOAHLIM TPeOOBaHMSAM ANt MPOEKTUPOBaHMS U pa3paboTku.

OpraHuzaums -p,qOKymeHTMposaTb nnaHbl BepumrKaumm, BKIOYas METOAbI, KPUTEPUM NPUEMKU U, no mepe Heobxo-

oumocmu, CTaTUCTUYECKNE MeToabl C 060CHOBaHNEM 06bEMa BbIGOPKM.

Ecnv npenycMoTpeHHOE npuMeHeHue TpebyeT, uTobbl MU 6bino noakI4YeHo (MMeno 6bl MHTEPMENC AN COEIMHEHMNS) K

apyromy(um) MU unm B3anMozeiicTBoBano ¢ HuM(n), BepudukaLyvs IIBREE BKtOYaTb NOATBEPXKAEHUE TOTO, YTO NpU

TAaKOM NOAKJTKOYEHUN NN B3aVIMO,CI,ef/’ICTBI/IVI pe3yNbTaTbl MPOEKTNPOBAHNA COOTBETCTBYIOT BXOAHbIM AaHHbLIM, KOraa n3ae-

NN COEANHEHBI Y B3aUMOAENCTBYIOT.

3anucu pesynbTaToB U BbIBOAOB MO BepudMKaLMM 1 BCEX HEOBXOAUMBIX AENCTBUI AO/MKHbI MOAAEPXXMBATLCA B paboyeM

coctosiium (4.2.4 n 4.2.5).

«T@XHUYECKNE UCTbITAHUS>» — UCTIbITaHNS C LIESbIO OMNpeaesiEHNs COOTBETCTBMS XapaKTEPUCTUK (cBocTB) MU Tpebo-
BaHWSIM HOPMATMBHOM AOKYMEHTaLUMM, TEXHUUYECKON M 3KCMyaTaUMOHHOM AOKYMEHTALUMM Npon3BoanTens (M3roToBUTeNst)
W NPUHSITUS NOCNEAYIOLErO PELIEHNS O BO3MOXHOCTU NMPOBEAEHUS KITMHUYECKUX UCTbITaHWUIA;

«TOKCUKOJIOrMYECKNEe NCCef0BaHUA» — NCCNIe0BaHNs B LENSX OLEeHKM 6uonorndyeckorn 6esonacHoctv MU v npuHs-
TWA NOCEAYIOLIEro PeLleHNs O BO3MOXHOCTM MPOBEAEHNUSA KNMHUYECKMX UCTbITaHWiA; 20 Boiwe

7.3.7 Banvpauusa (noaTBep)xaeHue NnpurogHoCcTy pesynbTaToB) npoekTa u paspabotku (Design 8.3.4
and development validation)

Banuaaums npoekTa 1 paspa6oTky [HEHBKEE NpOBOAUTLCS B COOTBETCTBUM C 3annaHUpOBaH-

nnpe HbIMWU W 3aA0KYMEHTMPOBaHHLIMU MePONPUSATUAMM Anst 06ecneyeHmnst COOTBETCTBMSI FOTOBOM NPOAYKLMK

TpeboBaHUAM K eé npefHasHauYeHHOMY WK NpeanosiaraeMoMy NpUMEHEHMHO.

Opranuzauus h [JOKYMEHTUPOBATb MaHbl Banuaaumm, BKIoYas METOAbI, KpUTepUn NpUEMKKN U, no mepe Heobxoou-
Mocmiu, CTaTUCTUYECKME MEeTOabl C 060CHOBaHMEM 06bEMa BbIOOPKU.
Banupauvs [IGIBREE 6bITb NPOBeEHa Ha TUMOBOM (pernpe3eHTaTUBHOM?3) n3aenuu. TUMOBOE U3ZeNe MOXeET NpeacTaB-
nsiTb coboi NepBble 06pa3ubl NPOAYKLMM, MAPTUM UM UX SKBUBaNeHTbl. O60CHOBaHWE BbIGOpa Takux NPOAYKTOB Asisl Ba-
Maaummn JoMKHO 6bITh 3a10KYMeHTMpPoBaHoO (§4.2.5).
Kak yacTb Banmaauum npoekTa v pa3paboTku, opraHu3aumns NPOBECTN KIIMHUYECKYIO OLIEHKY MW OLEHKY DYHK-
LIMOHasbHbIX XapakTepuctuk MW’ B COOTBETCTBUM C MPUMEHUMbIM 3AKOHOAATENLCTBOM . MU, ucnonb3yemMoe Ans KIMHW-
YeCKOMN OLEHKM UK oLeHKN (hyHKLMOHANBbHBIX XapakTEPUCTMK, HE pacCMaTpPUBAETCS, Kak BbiMyLLEHHOEe s MPUMEHEHNS
notpeburenem.
Ecnn npenycMoTpeHHOe NpuMeHeHWe TpebyeT noakioveHns MU unu nsgenve nMeeT uHTepdenc anst COeaANHEHUs C apy-
rum(n) MW, sanuaaums h BKIOYATb MPOBEPKY TOro, YTo TpeboBaHUs Ans npegHasHavyeHHoro Unu npeanonarae-
MOro MpuYMeHeHUs 6bifiv yA0BNETBOPEHbI, KOFAa U3AENNS COeAMHEHBI N B3aMMOAENCTBYIOT.
Banupauvs [HSIBREE 6b/Tb NpoBeaeHa [0 NOCTaBKM NPOAYKLMM NOTPeBUTENIO.

«KJIMHNYeCcKue ucnbiTaHus» — paspaboTaHHOE 1 3an/1aHMPOBAHHOE CUCTEMATMYECKOE UCCeAoBaHme, NpeanpuHSToe,
B TOM YWC/IE C Y4aCTMEM YENOBEKA B KaUecTBe Cy6bekTa A/ OLeHKN 6e30MacHOCTU U pe3ynbTaTMBHOCTU MU, 20 Bewe

73 CM. Takke n.3.1.8 «ronoBHoOM o6pasew: V3nenve, U3rotoBneHHOE Mo BHOBb pa3paboTaHHOW AOKYMEHTALMK, BbICTYNAoLLEE OAHO-
BPEMEHHO B PONM NEPBbIX 06pa3LI0B HECEPUIMHONM U MESIKOCEPUMHONM NPOAYKLUMM, Peasi3yeMoil 3aKa3umKy Ha 0CoBbIX YCIOBUSAX
noctaskun» B FOCT P 15.301-2016 Cuctema pa3paboTku 1 NOCTaHOBKM NpoayKumm Ha npounssoacTso (CPIM). MNMpoaykuus npowns-
BOACTBEHHO-TEXHNYECKOrO HasHa4yeHusl. MNopsaok pa3paboTky M MOCTAHOBKM NPOAYKLMM HA NPOU3BOACTBO.

74 [lns wsgenuii In vitro ANArHOCTUKM.

75 CM. FOCT P UCO 14155-2022 «KnnHUYecKune UCCneioBaHNs MEAULIMHCKUX M3AENI, MPOBOAUMBIE C YYaCTMEM YE0BEKA B Kaue-
ctBe cybbekTa. Hagnexalas KnMHuyeckasi npaktuka», a Takke FOCT P 56429-2015 «U3genvsa meamumHckme. KnnHuyeckas
oueHka» (GHTF/SG5/N2R8:2007), a Takxke «[paBuna NpoBeAeHUs! KIMHUYECKUX U KITMHUKO-NTabopaTopHbIX UCMbITaHuii (Mccneao-
BaHWI) MeAMUMHCKUX M3aenuin» Pewenne CoeTa EBpasmiickoi 3koHOMMYECKoM koMmuccum oT 12 deBpans 2016 roga N229.
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3anuncy pesynbTaToB M BbiBOA’® Mo Banuaauum (MOATBEPXKAEHMIO NPUrOAHOCTM) U BCEX HEOBXOAMMBIX AENCTBUI AOMKHbI
noaaepXusartbcs B paboyvem coctosHum (4.2.4 n 4.2.5). g

Mosmropenae u
ODCIIY RN

Mpouecc Buonornyeckas Nenbimanma Knuuunyeckme
BOCNpOW3BOACTBA Ge3onacHocTb 3aKasyuKammn AaHHbIe

7.3.8 Nepepnava (pe3ysnbTaTtoB) Npoekta un paspabotkn (Designh and development transfer) 8.3.4

Opratw3auvs [ISIDREE 3a00KyMEHTUPOBATbL MPOLIEAYPbI MO nepeaade’”’ BbIXOAHbIX AaHHbIX NMPOEKTUPOBa-
HMS 1 pa3paboTky B NPOM3BOACTBO. DTW NPOLEAYPbl AOMKHbI 06ecneunTb, YTOObI BbIXOAHbIE AAHHbLIE NPOEKTUPOBAHMS U
pa3paboTku 6binn BepudrLMPOBaHbl Ha COOTBETCTBUE TPEOOBaHNAM NPOM3BOACTBA NPEXAE, YEM CTaTb OKOHYATENbHLIMM
NPON3BOACTBEHHBIMU cneundmKaumsaMmn, n YTobbl MPOM3BOACTBEHHbLIE BO3SMOXXHOCTM MOIMM YAOBNETBOPUTL TPeboBaHMs K
NpoAYKLMHU.

Pe3ynbTaTtbl 1 BbIBOAbLI MO Nepeaaye A0/MKHbI ObiTb 3apernctpupoBaHsl (§4.2.5).

7.3.9 YnpaBneHMe nsMeHeHMaAMM npoekTa u paspabotku (Control of design and development 8.3.6;
changes) 8.5.6
OpraHu3auus WMeHTMpOBaTb npoLeaypbl AN YpaBAeHNst U3MEHEHUsIMM NpoeKTa W pa3pa-

60TKN. OpraHnsaums onpeaensiTb 3HAYMMOCTb U3MEHEHWI ANSt HDYHKLUMOHWPOBAaHMS, 3KCMTyaTaUMOHHbIX XapaKTe-

PUCTUK, 103abmMnnT71, 6€30MacHOCTN U ANS BbINOJIHEHUS MPUMEHMMOrO 3aKOHOAATeNbCTBA B OTHOLWeEHUM MU 1 ero npeay-
CMOTPEHHOMO MPUMEHEHNS.

M3meHeHns B NnpoekTe 1 pa3paboTke A0/MKHbI BbiTb MAEHTUHOULMPOBAHbI.

MNepep BHeaApeHNEM(BbINONHEHNEM) U3MEHEHWUS AO/MKHbI ObITb:

a) npoaHann3npoBaHbl;

b) BepudpuumpoBaHbl;

C) BanMAMPOBaHbIl, 10 Mepe HeoOX0OUMOCU;

d) yTBeEpXxaeHb!.
AHanu3 U3MeHeHMi NPoeKTa M paspaboTKu AOMHKEH BKIOYATb OLEHKY BJIMSIHWUS M3MEHEHWUI Ha COCTaBHbIE YacTW, Ha Npo-
AYKT B rnpouecce NocTaBKM UK Ha Y)Xe NOCTaB/EHHYIO NPOAYKUMIO, HA BXOAHbIE U/ BbIXOAHbIE AaHHbIE MO MEeHeaX-
MEHTY PUCKOB M Ha NPOLIECCHI XXM3HEHHOMO LMK NpoayKummn. &
3anucu n3MeHeHWn, pe3ynbTaToB aHan3a M3MeHEHUN 1 NobbIX HEO6XOAMMBIX AEUCTBUIA AO/HKHBI NOAAEPXMBATLCS B pa-
6ouem cocTosiHuK (§4.2.5).

7.3.10 ®aiinibl NpoeKTUpoBaHus u pa3pabotkm (Design and development files) 7.5.3
Opranv3auvs [ISIBREE noAnepmBaThb daiiibl MPOEKTUPOBAHMUS U Pa3paboTK’® Ans Kaaoro TMMa unm
cemeictBa M. [laHHbIi chalin AOMKEH BKIOYATh 3anMCcK UK CChINKM Ha HUX, CCOPMUPOBAHHbIE TaK, YTO6bLI MPOAEMOH-
CTPUPOBATHL COOTBETCTBUE TPEBOBAHMAM A1 MPOEKTUPOBAHMA U Pa3paboTKu, 1 3anncK rno U3MEHeHUaM NpoeKTa 1 pas-
paboTku.

76 OauH BbiBOA! B OTNMUMM OT NpeapbliayLLero nyHKTa.

77 Cm. FOCT P 15.013-2016 CucteMa pa3paboTku 1 NOCTAHOBKM NpoayKuun Ha npoussoacteo (CPMM). Mea. usnenus

78 B TpeboBaHuax FDA paHblie 3T0 HasbiBanock «daiin nctopum npoektnposaHus» (Design History File - DHF) - C60p AaHHbIX, KOMMK-
NSUMS 3anmceid, KOTopble OMNMCLIBAOT UCTOPUIO MPOEKTUPOBAHMS 3aKOHYEHHOIO YCTPOMCTBA. CM. Takxke cCbliky 32



http://docs.cntd.ru/document/1200139386

YuebHoe nocobue no craHaapty ISO 13485:2016 (Bepc.66) cTp.26 www.getCEmark.ru

7.4 3aKkynku (Purchasing)

8.4.1;
7.4.1 NMpouecc 3akynok (Purchasing process) nn Po 8.4.2

Opranu3zauvs [HSIBREE 3240KyMEHTUPOBaTL NpoLeaypsl (cM 4.2.4), obecreunBaioLLme cooT-
BETCTBME 3aKyI/IEHHOW NPOAYKLMK’® YCTAHOBIIEHHBIM TPEGOBAHMSIM K 3aKyrKaM.
OpraHu3aums YCTaHOBUTb KPUTEPUM ANSl OLIEHUBAHWS! 1 BbIGOPA MOCTABLUMKOB. KpUTEPUM [OMKHBI BbiTh:

a) OCHOBaHbI Ha CMOCOBHOCTM MOCTABLUMKA MOCTaBAATL NPOAYKUMIO, COOTBETCTBYHOLLYIO TpeboBaHMSIM OpraHM3aumnu;

b) ocHoBaHbI Ha pe3ynbTaTUBHOCTM paboTbl MOCTABLUMKA;

C) OCHOBaHbl Ha OLEHKE B/USIHUS 3aKYMJIEHHOW NPOAYKLMM Ha kayecTBo MU;

d) nponopumnoHanbHbl pUCKY, cBA3aHHOMY ¢ MU. &*
OpraHuzaums h NaHMpoBaTb MOHUTOPUHT U MOBTOPHYHO OLIEHKY MOCTABLUMKOB. JJO/MKEH OCYLLECTBAATLCS MOHUTO-
PVHI pe3ynbTaTUBHOCTYM MOCTaBLLMKA B OTHOLWEHUM COOTBETCTBUS 3aKyrnaeMon npoayKumm TpeboBaHusiM. PesynbTaThl
MOHWUTOPWHIa A0SKHbI 6bITb BK/HOUYEHBI BO BXOAHbIE AaHHbIE MPOLEecca NOBTOPHOM OLIEHKM MOCTaBLUMKA.
HeBbINosHEHNE NOCTaBLUMKOM TPeboBaHMiA MO 3aKynKe AO/HKHO OblTb PpACCMOTPEHO B COOTBETCTBUM C PUCKOM, CBSI3aHHbBIM
C 3aKyMNJIEHHOW NMPOAYKUMEN M NMPUMEHMMbIM 3AKOHOAATENbCTBOM. é*
3anncK pesynbTaToB OLEHKW, BbI6Opa, MOHUTOPUHIA M NMOBTOPHOIO OLIEHWBAHMSI BO3MOXHOCTEN MOCTaBLUMKA WX NOKa3a-
Tenei AesTeNIbHOCTU U NoBbIX HEOBXOANMBIX AENCTBUM, BbITEKAIOLLMX M3 3TOW AEATENBHOCTM, AO/MKHbI NOAAEPKUBATLCS
B pabouem coctosiHum (8§4.2.5).

7.4.2 udopmauma no 3akynkam (Purchasing information) 8.4.3
WHbopmauwms no 3akynkam [HHBREE OnMCbIBATb MM UMETb CChINKW Ha 3akasaHHYIo NPOAYKLMIO, BK/OYas,
1o Mepe HeoOX0OUMOCmU:

a) TEXHUYECKUE XapaKTEPUCTUKM MPOAYKLMNK;

b) TpeboBaHus No npuémke npoayKumu, npoueaypam, npoueccam n o60pyaoBaHuio;

c) TpeboBaHMsa K KBann@UKaLMmn nepcoHana nocTaBLUuKa;

d) TpeboBaHus kK CMK.
Opratu3auvs [ISIBRHE o6ecneunBaThb aAeKBaTHOCTb YCTaHOBNEHHBIX TPEGOBAHMI K 3aKymKe 40 UX COOBLUEHNS! MOCTaB-
LLMKY.
MHdopMaLms o 3akynkax [HOIBREE BKI0YaTL B CE6SI, B 3aBUCHMOCTY OT O6CTOSITENLCTBSY, MMCbMEHHOE COrTaLLEHIE O TOM,
YTO MOCTaBLUMK YBEAOMMWTb OpraHM3aLmio O NoBbIX U3MEHEHUAX B NOCTABASEMON NPOAYKLMN A0 BHEAPEHUS 3TUX
W3MEHEHUN, B C/Tydae ecivi OHM OKa3blBaloT B/IMSIHAE HA COOTBETCTBME NPOAYKLMM YCTAaHOBMEHHLIM TPE6OBAHUSM K 3a-
KyMnKam.
B Toit CTENeHM, B KaKoii 3T0 HEOBXOAMMO A/t OCYLLECTBEHUS NpocnexveaeMocTy (7.5.9), opranusauvs [SIBREE noaaep-
XXMBaTb B paboyeM COCTOSIHUM COOTBETCTBYHOLLYIO MHDOPMaLMIO Mo 3aKkynkam B opMe J0KyMeHTOB (4.2.4) 1 3anucei

(§4.2.5).

7.4.3 Bepudmkauusa (noareep)xxaeHne COOTBETCTBUA) 3aKynsieHHOW npoaykuumn (Verification of 8.4.2;
purchased product) 8.4.3

Opranuzauvs [{SIBREE pa3paboTaTh 1 OCYLIECTBASTH KOHTPOMb UM MHBIE BUAbI AESTENLHOCTU, HEOBXOAN-

Mble Ans o6ecneyeHnst COOTBETCTBMS 3aKyrIEHHON NPOAYKUMM YCTaHOBNEHHBIM TpeboBaHUsM K 3akynkam®!,

O6BbEM aesTenbHOCTU NO BepudmrKaumm AomkeH 6biTb OCHOBaH Ha pe3ynbTaTax OUeHMBaHUA NocTaBLmKa U 6biTb Nponop-
LMOHasIbHBIM pPUCKaM, CBA3aHHBIM C 3aKynaemow npogykuven. &

B crlyuae ecnv opranusaLus noayyaeT MHGOpMaLMIo 06 U3MEHeHUsIX B 3akynaeMoi npoaykumu, oHa [HOIBREE npoBecTH
OLIEHKY TOr0, HaCKOJIbKO 3TU U3MEHEHUS MOBAMSIOT Ha NPOLECCHl XXU3HEHHOrO Unkia unv MU.

Ecnu opranusaums unu notpebutens eé npoayKunM HaMepeHb! OCYLLECTBUTL BEPUPUKALIMIO HENOCPEACTBEHHO Ha npea-
NPUATUKN NOCTaBLLUMKA, TO OpraHn3aums YCTaHOBUTb B MHGOPMaLMK MO 3aKynkaMm npearonaraeMble Mepbl No Be-
pudrKaLnmM 1 NOPSAOK BbiMycKka NPoAYKLMM Y NOCTaBLUMKaA.

3anucu no Bepudmkaumm A0MKHbI NoaaepXmBaTbCcs B paboyeM coctosiHum (§4.2.5).

73 CM. GHTF/SG3/N17:2008 (FOCT P 56432-2015) «PyKOBOACTBO MO YNPaB/EHWIO NMPOAYKUMEN U YCIyraMmu, Nosy4YaeMbIMU OT NOCTaB-
LUMKOB», B TOM YMCSIE MPO «KPUTUYECKUX MOCTABLUMKOB»

80 3neck cTosno “as applicable”. MoapobHee no s3ToMy Bonpocy cM. FTOCT P 55747-2013 (GHTF/SG4/N84:2010) «PykoBOACTBO MO
ayanTy CMK usrotoButeneit M/ Ha COOTBETCTBUE PEry/IMpYIOLLMM TpeboBaHMsaM. YacTb 5. AyauT ynpaBneHusi NocTaBLLMKaMn»

81 Cm. [OCT 24297-2013 «Bepudmkaums 3akynneHHol npoaykumn. OpraHmsaumus NpoBeaeHUs U MeTofbl KOHTPoss» (310 M3 MDSAP)
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7.5 NpounsBoacTeo n ob6cnymueaHue (Production and service provision) 8.51

7.5.1 YnpaBsneHue npousBoacTBOM u obcnyxusaHuem (Control of production and service pro-
vision)

Mpor3BOACTBO U 06CNYXMBAHWME NMPOAYKLMU AO/HKHO NIAHMPOBATLCS, OCYLLECTBSATLCS, NOABEPraTbCS MO-
HUTOPVHIY M KOHTPOJIO A5 obecrneyeHnss COOTBETCTBMS NPOAYKUMN cneumdukaumsam. o3

Ilo mepe neobxooumocmu, ynpasnsiemMble yCI0OBMS MPOM3BOACTBA AO0/MKHbI BKOYaTh B cebs cneaytowme,
He orpaHn4YmnBasiCb MMU:

a) [OKyMEHTMPOBaHHble Npoueaypbl U METOAbI AN1s KOHTpons npoussoacTtea (4.2.4) (cM. Takxke §8.2.6);

b) kBanudrkaumoHHbIe UCNbITaHUs NHGPACTPYKTYpbl (CM. Takxke §6.3 n §7.5.6);

C) NpOBEAEHWE MOHUTOPUHIA U U3MEPEHMUI B OTHOLLEHUM NPOLIECCOB M NpoayKuMn (cM. Takoke §8.2.5);

d) Hanuume M NpUMEHeHMe KOHTPOJIbHBIX U M3MepUTENbHBIX Npubopos (CM. Takxke §7.6);

€) BbIMNOJIHEHWE YCTaHOBEHHbIX ONEpaLMii MO MapKMPOBKE U yrnakoBke (cM. Takxe §7.5.8 n §7.5.11);

f) ocywecTBneHune BbiMycka, NocTaBkm® u aeiicTBuUiA Nocne NocTaBky nNpoaykumn (cM. Takke §8.2.1, §8.3.3).
Opranuzauvs [ISIBREE pa3paboTaTb hopMy 3anuceli u NoALEPKMBATL UX B paboyeM cocTosiHUM (§4.2.5) ANs Kaxaoro
M3Aenvs Unu Kaxaon naptum MU, utobbl 06eCcneYnTb UX NPOCIEXMBAEMOCTb B 06bEME, ONpeAenEHHOM CornacHo Tpebo-
BaHUSAM MO MYHKTY 7.5.9 1 3amKCMpoBaTh KOMMYECTBO NPOU3BEAEHHOW MPOAYKLMMN U KONIMUYECTBO YTBEPXKAEHHOM K ANC-
Tpnbyumn. 3anmcn JoMKHbl 6bITb NPOBEPEHbI U 0OPULMANIBHO YTBEPXAEHDI. £

nnpeo

7.5.2 Yncrorta npoaykumm (Cleanliness of product) 7.1.4

OpraHusauus - 3340KYMeHTMpoBaTb TPeHOBaHMS K YNCTOTE NPOAYKLMN UM CpeacTBaM KOHTPONS
3arpsizHeHmnst (KOHTaMMHaUUN) NPOAYKLMK, €CNn:

a) npoaykuus nepea ctepunusaumelt u/unm npuMeHeHNeM NpPOXOAUT OUMCTKY B OpraHuM3aumu;
b) npoaykums nocTaBnsieTcs B HECTEPUIBHOM BMAE U NOANEXUT OUMCTKE Nepes CTepunvsaumnent u/unv npumeHe-
HueM;
C) NpoAyKuMs He MOXET BbITb QuMLLEHaA Nepes cTepunmnsaumen u/unm NpUuMeHeHneM, Ho e€ YMCToTa UMeET 3Hade-
HVe Npy NPUMEHEHUN U3[eNus;
d) npoaykuuWsi NOCTaBNsSETCS B HECTEPUILHOM BUAE, HO €8 YUCTOTa SBNSIETCS CYLLECTBEHHOM NpU NPUMEHEHWUN U3fe-
nvs;
e) TexHOMorM4yeckue peareHTbl yaansoTca U3 NpoayKuun B npoLecce npov3BoACTBa.
Ecnv npoaykuus nogsepraeTcs O4UCTKE B COOTBETCTBMM C MyHKTaMK a) unu b), TpebosaHus, coaepxalumecs B pasgene
6.4.1 go npouecca OYNCTKU HE MPUMEHSIOTCS.

8.5.1;
7.5.3 MNMpoueccobl MoHTaxa (Installation activities) 8.5.5

Opranuzauvs [SIBREE 3240KyMEHTUPOBaTb TPeGOBaHHS, CoaepXallme KpUTEPUM MPUEMKM U BepUbUKaLINM -

MOHTaxa®®* MW, no mepe neobxooumocmu.

Ecnn cornacoBaHHble ¢ NoTpebutenem TpeboBaHMsl MO3BOJISIOT BbINOHATL MOHTa)X MW BHELLHEN CTOPOHOM, He caMoW

opraHu3aLMeli unn eé NocTaBLUMKoM, To opranusaLys HGIBREE NPenocTaBnsTb AOKYMEHTUPOBaHHbIE TPe6OBaHMS K Ta-

KOMY MOHTaXy M ero Bepudukauuu.

3anncyn No MOHTaXy M ero BepudmKaumm, OCYLLECTBIEHHbIE OpraHM3aUmnen nnm eé NoMHOMOYHbIM NPeACTaBUTENEM,

[JOMKHBI NoAAepPXMBaTbCa B paboueM coctosiHum (§4.2.5). 8.5.1
.5.1;

7.5.4 Mpoueccbl 06cnyxmnBaHuns (Servicing activities) 8.5.5

Ecnun obcnyxuBaHne®* MU aBnsercs ycTaHOBMEHHbIM TpeboBaHWEM, OpraHn3aLms -, no Heobxoaumo-
CTW, pa3paboTaTb AOKYMEHTUPOBaHHbIE MPOLEAYpPbl N0 06CYXXMBaHWUIO, NH(POPMaALMOHHO-CMpaBOYHbIE MaTe-
pvanbl U 3TanoHbl U3MEPEHUIA AN OCYLLIECTBNEHUS 06CNYXXUBAHUS U BeEpUdUKaLMKN TOro, YTo TpeboBaHMs K NpoayKLMK
BbIMOJTHEHbI,

OpraHu3auus - MpPOBOAWUTbL aHaNM3 3anucen no 06CTy>XMBAHUIO, BbIMOSIHEHHOMY OpraHv3aumel um eé nocTaBLmn-
KOM, YTOObI:

82 3aMeTuM, YTO B OpUrMHane 3aeck pedb MAET o “delivery”, a He o “distribution”!

83 Cm. [OCT P 58451-2019 n.3.11 MOHTa (MOHTaXHble paboTbl): OCHOBHblE paboTbl N0 CO6OPKE M YCTAHOBKE B MPOEKTHOE MOSIoXe-
Hue MU ¢ 3akpenneHneM ero, NpUcoeaMHEHEM K HEMY pa3fNYHbIX KOMMYHMKALIUIA, BOAbI, Napa, 3MeKTPO3HEPrun, CPeLCTB KOH-
TPONsi U yNpaBneHns, a Takke COeANHEHNE ero C LWMHaMM 3a3eMeHns 1 BblpaBHUBaHWS NOTEHUMANOB U T.1.

84 Cm. [OCT P 58451-2019 Uzpenus MeamumHckue. O6CyxuBaHue TexHnyeckoe. OCHoBHbIe nonoxenus, FTOCT P 56606-2015 KoH-
TPO/b TEXHUYECKOrO COCTOSIHUS U (DYHKLMOHUPOBAHUS MeAULIMHCKUX U3aenmin. OcHoBHble nonoxeHust. FTOCT P 57501-2017 TexHu-
yeckoe 06CnyXunBaHe MEAMLMHCKUX n3aenuit. TpeboBaHus Ans rocyAapCTBEeHHbIX 3akynok. CM. B MOCNeAHeM CTaHaapTe onpese-
nexune B n.3.8 TexHnueckoe o6cny)xmBaHme: KOMMIEKC pernaMeHTMPOBaHHbIX HOPMATVBHOW, TEXHUYECKOW U 3KCT/TyaTaLMOHHON
AOKYMEHTaLMeNn MeponpusiTUiA U onepaumin No NOAAEPXaHWIO U BOCCTAHOBNEHUIO paboTOCNOCO6HOCTM UK UCrpaBHOCTM MU mpum mnx
MCMoNb30BaHWM MO Ha3HaYeHMWIO, NPeAYCMOTPEHHOMY M3roTOBUTENEM (MPOU3BOAUTENEM).



https://www.rst.gov.ru/portal/gost/home/standarts/catalognational?portal:componentId=3503536e-2ac1-4753-8ed1-09a92fee02de&portal:isSecure=false&portal:portletMode=view&navigationalstate=JBPNS_rO0ABXdPAAplbnRpdHlOYW1lAAAAAQALRE9DVU1FTlRfMTEABmFjdGlvbgAAAAEABnNlYXJjaAAIZW50aXR5SWQAAAABAAU0MzIyNQAHX19FT0ZfXw**
https://www.rst.gov.ru/portal/gost/home/standarts/catalognational?portal:componentId=3503536e-2ac1-4753-8ed1-09a92fee02de&portal:isSecure=false&portal:portletMode=view&navigationalstate=JBPNS_rO0ABXdPAAplbnRpdHlOYW1lAAAAAQALRE9DVU1FTlRfMTEABmFjdGlvbgAAAAEABnNlYXJjaAAIZW50aXR5SWQAAAABAAU0MzIyNQAHX19FT0ZfXw**
https://docs.cntd.ru/document/1200124986
https://docs.cntd.ru/document/1200145749
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a) onpeaenuTb UHdopMaLmio, kotopas [HBIBREE ObITb 06paboTaHa KaK NpeTeH3us;

b) no mepe neobxooumocmu, NCNONL30BaTb KakK BXOAHbIE AAHHbIE MPOLECCa YyYLIEHMS.
3anucu no obCyXMBaHMIO, BbINOTHEHHOMY OpraHu3aumen unm eé NoCTaBLUMKOM, AO/MKHbI MOAAEPXKMBATLCS B paboyem
coctosiHum (§4.2.5).

7.5.5 Ocobblie Tpe6oBaHua k ctepusibHbiM MU (Particular requirements for sterile medical devices)

OpraHuzaums - noazep>XuBaTb 3anMcu Mo napaMeTpam npouecca CTepunmsaumm, NPUMEHEHHbIM
nnpo [NS KaXKAOW CTepunvM3aUmnoHHOM napTtum (§4.2.5). 3anuncn no cTepunmnsaummn J0KHbI NPOCNEXUBATLCS
[/19 KaXKA0W NpOoW3BOACTBEHHOMN mapTumn MBS,

7.5.6 Bannpauusa (noarsep)xaeHue npurogHoCcTy) nNpoLeccoB NPpoM3BoACTBa U 06cny)kuBaHusA
(Validation of processes for production and service provision)36

Opranuzauvs [ISIBREE BanvavpoBaThb (MOATBEPKAATL NPUrOAHOCTL) H0BbIE NPOLIECCH OTHOCSLLMECS K
obecrneyeHmnio Npon3BOACTBa M 06CYXXMBAHMS, COOTBETCTBUE pPe3y/ibTaTOB KOTOPbIX HE YCTAHOBEHO WM HE MOXET 6blTh
YCTaHOBJIEHO MOCPEACTBOM MOCNeA0BaTENIbHOrO MOHUTOPUHIA UM U3MepeHusl, BCNEACTBMUE Yero, HeaoCTaTKM CTaHOBATCA
OYEBMAHBIMM TOJIbKO MOCNE TOro, Kak NpoAyKUMe CTanu nosib30BaThCs UM yciyra 6bina okasaHa®.

Banuaauvs [HGHBREE NpOAEMOHCTPUPOBATb CMOCOBHOCTb 3TUX MPOLIECCOB HEM3MEHHO AOCTUraTh 3annaHUpOBaHHbIX pe-
3ynbTaToB. &*

Opranuzauvs [ISIBREE 3240KyMeHTUPOBaTh NpOLieAypbl BaNUAaLMM MO STUM NpoLieccaM, BKIIoYas::

a) onpeaenéHHble KpUTepun Ans aHanusa n oaobpeHns npoueccos;

b) kBanubukaumoHHbIE® ncnbITaHNs 060pyAOBaHUS M KBanMbUKaLMIO NepPCoHana;

C) NpuUMEeHeHWe KOHKPeTHbIX METOAOB, NpoLUeayp U KpuTepues NpUEMKN;

d) no mepe HeobOxoOumMocmu, CTaTUCTUYECKME METOABI C 060CHOBaHNEM 06bEMa BbIGOPKY;

e) TpeboBaHus K 3anucsaMm (§4.2.5);

f) noBTOpHYIO Bannaaumio, BKIKOYast KpUTEPUM NOBTOPHONM Banuaaumu;

g) 0n0bpeHMe NU3MEHEHUI B MpOLECCax.
OpraHu3auus 3a0KYMEHTMPOBATb MnpoLeaypbl Banugaumm (NoaTBEpXXAEHNS NPUroAHOCTM) NPUMEHEHUST KOMIMb-
totepHoro MO8, ncnonb3ayemMoro Npu NponsBoACTBE M 06CYXMUBaHUK. Takoe MO A0MHKHO 6bITb BaIMANMPOBAHO A0 Hayana
UCMONb30BaHUS U, no mepe Heobxooumocmu, NOCE BHECEHUS U3MeHeHWI B MO nnm cnocob ero Ucronb3oBaHus.
KOHKpeTHbIN Noaxoa 1 MEPONpUSTUSI, CBSA3aHHbIE C Bazaumel U NoBTOpHOW Banugaumm MO aomkHbI 6biTb Nponopuuo-
HanbHbI PUCKY, CBA3AHHOMY C MUCMOMb30BaHWEM Takoro MO 1 ¢ ero BAMSIHUEM Ha COOTBETCTBME MPOAYKUMM crieumduka-
unsm. é*
3anucy pesynbTaToB, 3aK/IloYeHne No BaaMaaLmMmn 1 onncaHne HeobXoamMMbIX AEACTBUIA NO BanmMaaumm, AOMKHbLI noaaep-
XMBaTbCs B pabouem coctosiHum (4.2.4 n 4.2.5).

8.5.1)

7.5.7 CneunanbHble TpeboBaHUs K BanMaaLumnm NpoLieccoB ctepunmsaumm n 6apbepHbiM cucteMaMm s cre-
pvwnusauum (Particular requirements for validation of processes for sterilization and sterile barrier systems
— SBS)

[n Po Opranuzauvs [SIBREE 3240KyMEeHTUPOBaTh ni)ouenypbl (4.2.4) Banuaaumm NpoLECcCoB CTEPUIN3ALIMK U

SBS. Mpouecchl cTepunusaumm n SBS BannaMpoBaTth (NoATBEPXAaTb) A0 UX NMEPBOro NpUMEHEHMUS
1 nocne BHEeCEHWS] M3MEHEHWI B NMPOAYKLMIO MW MPOLECCHI, 1o Mepe HeoOX00UMOCHU.
3anucu pesynbTaToB, 3ak/tOYEHUE MO BanMaaLmMM U onncaHMe HeObXoAMMBbIX AENCTBMI NO Banuaaummn, AOMKHbLI noaaep-
XMBaTbCs B pabouem coctosiHum (4.2.4 n 4.2.5).
[pumeyarme — LJoro/IHUTENIBHYHO UHGOPMALINIO MOXHO HavuTu B TOCT ISO 11607-1-2018 «Y1aKoBKa 4715 MEAULIMHCKUX U3LE/TUY,
MOANIEXALUYMX DUHNLLIHON CTEPMITM3BLIMH. YacTb 1. TpebOBaHUsS K MATEPUA/IaM, OAPLEDHBIM CUCTEMAM /1S CTEPUITNZALIMHI U YITaKO-
BOoYHbIM cucteMam» u FOCT ISO 11607-2-2018 «YriakoBKa 4715 MEAULIMHCKUX U3LESTMY, ITOLIEXALYMX GUHMLLIHON CTEPMITN3ALINA.
Yactb 2. TpeboBaHus K Ba/maaLmm rnpoLeccos QOPMUPOBaHNUS, FEPMETU3ALIMU U COOPKU»

85 ...0COBEHHO, €CNN CTEPUNM3aLMOHHas NapTWst HE COBMAAAET C NPOW3BOACTBEHHON MapTWelt No umciy MU u/unm no ToMy, 4To B Heé
BXOAMT.

86 CM. Tarke FOCT P 56431-2015/GNTF/SG3/N99-10:2004 «CMK. MU. PykoBOACTBO MO BanvaaLmmn NpoLeccoss

87 Cm. ISO 9000:2015 npuMedaHue 5 k nyHkTy 3.4.1 - Mpouecc, B KOTOPOM COOTBETCTBUE KOHEUYHOO BbIXOAa HE MOXKET BbiTh NOATBEp-
XAEHO NPOCTbIM UMM SKOHOMUYECKN NPUEMIEMBIM METOAOM, HacTO Ha3bIBalOT «CneuuasibHbIM NPOLLECCOM>.

88 Cm cnosapb ISO 9001 nyHkT 3.8.12. noaTBep)xAeHune cooTBeTcTBUsA (verification) - noaTBepXxaeHWe NonyyYeHeM 06bEKTMB-
HbIX CBMAETENbCTB, YTO 3afjaHHble Tpe6oBaHUS Bbinv BbIMOMHEHBI. MpuM. 2: [JelCTBUSI, BbINOMHSEMbIE ANSt NOATBEPXKAEHUS COOT-
BETCTBUSA, MHOTAA Ha3blBalOTCA NpoLeccoM kBanudukaumm.

89 3pneck He uMeeTcs B Buay MO ans BcTpamBanust B MU unu MO kak MU. CM. Takke §§4.1.6 1 7.6.
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1Fi H 920
7.5.8 Upentudukauus (Identification) nn P 8.5.2

Opratu3auvs [ISIBREE 3a00KyMEHTUPOBATbL MPOLIEAYPbI MO MAEHTUMMKALMN NMPOAYKLMMA U NaEH-
TUdMUMPOBATL NPOAYKLMIO COOTBETCTBYIOWMMI CPEACTBAMI Ha MPOTSHKEHUN BCETO
YKM3HEHHOro umkna. [

Opratu3auvs [ISIREE vaeHTUPULMPOBaTL CTaTyc®! MPOAYKLMM NO OTHOLLEHMIO K TPEGOBaHUSIM MOHUTOPUHTA U U3Mepe-
HWUIM HA NPOTSXXEHUW BCEro XKM3HEHHOrO LMKIa®2.

VneHTudukaums cratyca npoaykuvv [HSIBREE NoAAEpPXMBATLCA Ha 3Tanax eé NpoU3BOACTBA, XPaHEHMs,, MOHTaxa 1 06-
CNyXvBaHusi Ans obecneyeHns yBepeHHOCTM B TOM, YTO OTNPAB/SIETCS, MPUMEHSIETCS UM MOHTUPYETCS TOMBKO Ta MNpo-
AYKUWSI, KOTopasi NpoLusia Bce HE06X0AMMbIE BUAbI KOHTPONS M UCMbITAHWUI, UK MMetoLwas oduumanbHOe paspeLleHne Ha
OTK/IOHEHWE OT YCTaHOB/EHHbIX TPEOOBAHUIA.

UD' Ecnu TpebyeTcst MpUMEHUMbIM 3aKOHOAATeNbETBOM, opraHu3auvs SIBREE 3a40KyMEHTMPOBATbL CUCTEMY MO
YHUKaNbHOW naeHTubmukaumm MN3,

OpraHusauus 3a[I0KyMEHTUPOBATb NPOLEAypbl rapaHTUpytoLLme, YTo MU, BO3BpaLLEHHbIE B OpraHM3aLmio, 6biiu
MAEHTUMOULMPOBAHBI U OTAENEHbI OT U3AENMNIA, COOTBETCTBYIOLLMX YCTAHOB/IEHHLIM TPEOOBAHUAM.

7.5.9 MpocnexuBaemocTb (Traceability)®*
7.5.9.1 O6une rnosoxxeHnss

Opratu3auvs [HOIBREE 3a10KyMeHTUPOBaTbL MPOLIEAYPbI /15 06eCreUeHIs! MPOCTEXNBAEMO-
CTW. DT Npoueaypbl A0/MKHbI ONpeaensiTh CTENeHb NPOCNEXNBAEMOCTU NPOAYKLMM B COOTBETCTBUN C NPUMEHMMbIM 3aK0-
HOAATeNbCTBOM 1 HeobxoauMble 3anucy (§4.2.5).

7.5.9.2 Ocobbie TpeboBaHnsa Kk uMIaHTHPyeMbIM MU

3am4c14, HGO6XOLI,I/IMbIe Ona OCyLECTBNEHUA NMPOCNEXNUBAEMOCTU, AO/DKHbI BKTIOHATb CBEAEHUSA 060 Bcex KOMMOHEHTAaX,
MaTepuanax U yCrioBUSIX OKPYXKaloLLEN cpeabl, ECIM OHU MOTYT SIBUTbCS MPUYMHOIA TOro, 4To MU He yaoBneTBOPSIET YyCTa-
HOBJIEHHBIM K HEMY TpeboBaHMsIM N0 6e30nacHOCTM 1 paboToCNOCOBHOCTH.

C LieNbio OCYLLIECTBIEHWS! NPOCNEXMBAaEMOCTH oprau3aLvs [HOIBREE TPe60BaTh OT MOCTABLUMKOB CIYX6 AOCTABKM UK
ANCTpUOBLIOTOPOB NoaAepXKMBaTb 3anucK o pacnpeaenednn MU. Heobxoammo, 4Tobbl 3T 3anucy 6biinM OCTYMNHbI Ans
NpoBEPKMU.

Opranv3auys [IOIBREE BECTV 3anMCK HAUMEHOBAHWS W aapeca rpysononyyarens (§4.2.5).

8.5.2 nnpeo

8.5.3

7.5.10 Cob6cTBeHHOCTb noTpebuTtenen (Customer property)

Opranuzauvs [IOIBREE VoeHTUDULMPOBaTb, BepUdULIMPOBATb, OCYLLECTBSITL MEPbI MO 3aLLUTE U COXPaHHOCTU COBCTBEH-
HOCTV NOTpebuTens, NPefoCTaBNeHHOW A1 UCMONb30BaHWS MW BKIHOUEHMS B MPOAYKLMIO U NMOKa OHa HaxoauTcs nop
KOHTPO/IEM W UCMONb3YeTCs opraHu3aLmeit. Oprannsavvs GIBREE Y3BECTUTb MOTPEGUTENS 060 BCEX CIyyasiX, CBS3aH-
HbIX C YTpaTol CO6CTBEHHOCTU NOTPEGUTENS, €€ NOBPEXAEHUEM UMM NPU3HAHMEM €€ HEMNPUroAHOW AN UCMOIb30BAHMUS.
COOTBETCTBYHOLLME 3aMNMCK JO/HKHbBI MOAAEPXKMBATLCA B paboyeM cocTosiHun (§4.2.5).

%0 CM. gokymeHT BHMUCa - P 50-601-36-93. «PekomeHaaumun. Cucrema kauecrsa. MaeHTMdMKaumsa u npocnexmsaemMocTb
npoaykKuuu Ha npeanpuaTvmn. (B cooTBeTCTBMM C NonoxeHusamu ctaHaaptos MCO cepumn 9000)». MaeHTrduMKaums - npoue-
Aypa, npeanonarasLlasi MapKUPOBKY U STUKETUPOBAHUE Cblpbsi, MaTepUanoB, KOMMIEKTYIOLWMX U3AENni, rOTOBOM NpoayKuui (eau-
HULbI, MAapPTUM U T.A4.), @ TaKXKe TEXHUYECKOMN M TEXHONIOTMYECKON AOKYMEHTALMS Ha HUX, 06ECNEeYNBAIOLLIMX NMPOCIEXNBAEMOCTb
UCMOMb30BaHWS UM MECTOHAXOXAEHMS AAHHOTO 06bEKTa C LeNbtO BbISIBNIEHMST BO3MOXHbIX NMPUYMH Bpaka M3roTOBIEHHOW NpoayK-
umu Unu gecekToB NPOM3BOACTBEHHbIX U TEXHONOrMYECKMUX NPOLECCOB.

91 3 ISO 9001:2015: CnoBa «npoBepeHo/verified» n «npurogHo/validated» ucnonb3yeTcs Ans ykasaHWsi COOTBETCTBYIOLLErO CTaTyca.

92 CM. Takxke: ISO 10007 «CMK. PykoBOACTBO MO YNpaB/eHMo KOHPUIrypaumusMm» B MOMOLLb OPraHW3aumsaM, NpuMeHsIIoLLMM ynpas-
neHne KOHMUrypaLmsaMm B TEXHUYECKON 1 aiMUHUCTPATUBHOM cdepe Ha NPOTSHKEHUN BCEMO XU3HEHHOTO LMKIA NPOAYKLMM.
YnpaBneHue KoOHMUIypaumsiMu MOXeT 6biTb UCMOb30BaHO ANS BbINOMHEHUS TPe6OBaHWIA, CBSA3aHHbIX C MAEHTUdMKaLMER 1 npo-
CNeXX1MBaeMoCTbio B HacTosweM MexayHapoaHoMm CTaHaapTe.

% mMeeTcs B BUAY npuceoeHne MU yHukanbHoro B Mupe UDI-HoMmepa (Unique Device Identification). B EBpone B 3TOM HanpaBneHuu
coenaHa cTaBka Ha cuctemy koanposaHus GMDN (Global Medical Device Nomenclature). Ectb apyras cuctema: UMDNS.

% MpocnexunBaeMocCTb - CNOCOBHOCTb NPOCEAUTL NPEALICTOPUIO, UCMONb30BaHUE UM MECTOHaXOXAEHUE eAMHWLbI MPOAYKLMW U
AEVCTBUS, WM @aHAIOTMYHOV NMPOAYKLUMM UK AEUCTBUIN C MOMOLLBIO MAEHTUdMUKAUMU. TEPMUH «MPOCIEXMBAEMOCTb» MOXKET ObiTb
MCMOsb30BaH B 3-X OCHOBHbIX 3HaYeHWsX: NPy peanvsaumnv, Npy Nposepke; Npu cbope AaHHbLIX. YCI0BUS MPOCIEXMBAaEMOCTH
LOIKHbI BbITb YCTAHOB/EHbI HA ONPEAENEHHbIV NEPUOL BPEMEHU, UMN K Havany eé NnpuMeHeHus..


http://docs.cntd.ru/document/1200167120/
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7.5.11 CoxpaHeHue cootBetrcTBus npoaykuumn (Preservation of product)

Opra+u3auvs [ISIBREE 3a80KyMEHTUPOBaTb MPOLIEAYPbI MO COXPaHEHNIO®S COOTBETCTBUS NPOAYKLIMM Tpe-
60oBaHMAM BO BpeMs 06paboTKK, XpaHEeHWUS, NpY NOrpy304HO-Pa3rpy304HbIX paboTtax u auctpubyuum. Co-
XpaHeHWe COOTBETCTBMSI MPUMEHMMO U K COCTaBHbLIM YacTam MU.

Opratu3auvs [ISIBRHE 3aLumLaThb MPOAYKLMIO OT U3MeHeHUs! (AedopMaLmm), 3arpsiBHEHUS! UK NOBPEXAEHNS NPY BO3-
AENCTBMM NpeanonaraeMblX YC/IOBUI M ONacHOCTEN BO BpPeMsi 06paboTku, XpaHeHWs], NMpy NMorpy304HO-pasrpy304HbIX pa-
60Tax n aMcTpmbyumm NocpeacTBoM:

a) NpOeKTUPOBAHMS M U3rOTOBIEHWNS NMOAXOASALLEN YNAKOBKN U TPaHCMOPTHOW Tapsl;
b) #okymMeHTUpOBaHMs TpeboBaHWIA K creumarnbHbIM YCIOBUSAM B CllyYae, eC/in yrakoBKa HE MOXET 06eCrneyunTb co-
XPaHHOCTb MpoAYKUUN.
Ecnun TpebyeTtcsa cneumanbHble YCI0BUSl, TO OHM A0/MKHBI KOHTPO/IMPOBATLCS U pernctpnposaTbes (§4.2.5).

8.5.4

7.6 YnpaBneHue obopyaoBaHuem Ana MOHUTOPUHra un usmepenui (Control of 7.1.5
monitoring and measuring equipment)

Opranuzauvs [HSIREE onpeaenuTb KaKoil MOHUTOPUHI®® 1 Kakie M3MEepEHNst HEOBXOAMMO OCYLLIECTBISITh, @ Takoke KaKyto
KOHTPOJIbHYIO annapaTypy W CpeacTBa U3MepeHuit®’ HeobxoanMO MCMonb30BaTb Ans 06ecneyeHnst JoKa3aTenbCTBa CooT-
BETCTBMS MNPOAYKLUMWN YCTAHOBNEHHbIM TpebOBaHUAM.

OpraHu3aums H3a,q0KYMeHTVIDOBaTb npoueaypbl, KOTOpble AOMKHbI rapaHTUPOBaTh, YTO NPOBEAEHNE MOHUTOPUHIA
N M3MEepPEeHUI BO3MOXHO M OHWU OCYLLECTBIISKOTCS B COOTBETCTBUM C TPEOOBAHMSIMU K MOHUTOPUHIY U U3MEPEHUSIM.
TaM, rae HeobxoauMo obecrneunTb NonyveHne AOCTOBEPHBIX Pe3yNnbTaToB, u3MeputensHoe 060pyaoBaHMe A0MKHO ObiTb:

a) OTKannbpoBaHO W/WMNN NOBEPEHO B YCTAHOBJIEHHbLIE MEPUOALI UK Nepea ero NpuMeHeHMeM nNo 06pasuUoBLIM 3Ta-
NoHaM, nepefatoLmM pasMepbl eAMHUL, B CPAaBHEHMN C MEXAYHAPOAHbIMU UM HAaUMOHaNbHBIMKU 3TanoHamu. Mpu
OTCYTCTBUM TaKuX STaNoHOB 6a3a, UCNob3oBaHHas Ans kanubposku nin nosepky, HSIBREE 6bITb 3aperucTpupo-
BaHa (cMm 4.2.5);

b) oTperynMpoBaHO nnn NOBTOPHO OTPEryNIMPOBaAHO 1o Mepe Heobxooumocmu. Takas perynMpoBKa wan noBTopHas
perynvMpoBKa AO/KHbI 6bITb 3aperncTpupoBaHsbl (cm 4.2.5);

C) WMAEHTUOUUMPOBAHO C LENbio YCTAHOBNEHUS CTaTyca KanambpoBKK;

d) 3aWwmweHo OT perynMpoBoK, KOTOpble caenany bbl HeAeCTBUTENbHBIMI PE3Y/bTaTbl U3MEPEHUS;

€) 3alMLIEHO OT MNOBPEXAEHMUS U YXYALWEeHUs hYHKLMOHANbHOW NPUrOAHOCTM B XOAE 3KCMyaTaumum, TEXHUYECKOro
06CNy>KMBAHUSA U XpaHEHWS.

Opranuzauus [{SIBREE BbIMONHSTH KaMGPOBKY MMM MOBEPKY B COOTBETCTBUM C [IOKYMEHTUPOBAHHBIMW MpoLieypamMne,
Kpome Toro, opraHu3avysi [ISIBREE OLIEHUTb 1 3aperncTpupoBaTh MPaBOMOYHOCTLY® MpeblAyLUMX Pe3y/bTaToB U3Mepe-
HWs, ecnn 0bHapy»xeHo, YTO obopyoBaHUe He COOTBETCTBYET TpeboBaHMsAM. OpraHu3auns H npeanpuHATL COOT-
BETCTBYIOLLME AEMCTBUSI B OTHOLUEHUM TaKoro 0bopyaoBaHus 1 1060 N3MepPEHHON NPOAYKLMM.

3anucy pesynbTaToB KannbpoBKKM 1 MOBEPKM A0MKHbI NOAAEPXKMNBATLCA B paboueM coctosHum (§4.2.5).

OpraHu3auvs [HSIRHE 3a10KyMeHTUPOBaTb MpoLieAypbl BanuaaLmmu (MPUroAHOCTM) NPUMEHEHMS KOMMbIOTepHOro MO0,
UCMOSb3yeMOro A1 MOHUTOPWHIa U n3mepeHuid. Takoe MO AomKHO BbITb BaMMAMPOBAHO 0 Hayana UCNob30BaHUS U, no
Mepe Heobxodumocmu, NOCe BHECEHUS U3MeHeHM B MO unm cnocob ero 1crosb3oBaHusl.

9 W3 [OCT P 27.102-2021 «HafgéxHOCTb B TexHUKe. HaaéXHOCTb 06beKkTa. TepMUHBI U onpeaeneHus».: «11. coxpaHseMocTb: CBoii-
CTBO 06bEKTA COXPaHATb B 3aAaHHbIX NpeAenax 3HaueHUsi NapaMeTpoB, XapaKTepu3yoLWmX CNocobHOCTb 0bbekTa BbIMONHATL Tpe-
6yemble dyHKLUMM B TEUYEHUE 1 NOCNE XpaHeHns 1 (unu) TpaHcnoptTupoBaHus, 30. cpok coxpaHsieMocTu: KaneHaapHas npogon-
XXUTENbHOCTb XPaHEHWSI /WK TPAHCMOPTMPOBaHWSI 06bEKTa, B TEYEHME KOTOPO 3HAYEHMSI MAPAMETPOB, XapaKTePU3YHOLLMX Cro-
CO6HOCTb 06beKTa BbINOMNHATL 3aAaHHbIe (YHKLMKM, OCTalOTCS B MpeAenax. YCTaHOBEHHbIX B JOKYMEHTauum»

% Bpoge NpocToi TepMUH, HO CM. cioBapb ISO 9000: MOHMTOPMHI (Monitoring) - AeATeNbHOCTb MO YCTAaHOBNEHUIO XapaKTEPUCTUK
W X 3HAYEHWI NS COCTOSIHUSI CUCTEMBI, NpoLecca, NPOAYKTa, YCIYr Unu 3azaun. [ina onpeaeneHnst COCTOsIHUSL MOXET 6bITb He-
06X04MMbIM MPOBEPSTb, KOHTPOMPOBATbL MM KPUTUYECKUN M3y4aTb. MOHUTOPUWHS, B 06LEM Crlydae, 3TO onpeaeneHme CoCTOSHUS
06beKTa, BbINOMHSAEMOE Ha pa3HbiX CTaAusIX U B pa3HOe BPEMSI.

%7 Mop CU noHnMaeM 0606LLEHHYIO 3MepuTenbHYto cucTeMy SWIFT (Standard-Workpiece-Instrument-Personnel/Process-
Environment): Tpe6oBaHusi-Pabouee MecTo-Cpeactea uamepeHuint-NepcoHan\Mpouecchbi-Cpeaa ans u3MepeHun.

98 CTpaHHO, YTO TYT HET CHOCKM Ha cobntogeHne TpeboBaHWIN 3aKOHOAATENLCTBA... A OHU TaK-TO eCTb, Hanpumep, 6asoBble: cM. deae-
panbHbIi 3akoH N2102-®3 «06 obecrneyeHnn eanHCTBa U3MEePEHUIA».

% Cnacun6o B.M.KpuKyHy 3a yTouHeHue nepeBoga TepMuHa “validity”. PaHHee TyT 6bin NepeBos «A0CTOBEPHOCTL», UTO HE COBCEM
BEPHO B IOPUANYECKOM KOHTEKCTE, 0COBEHHO B CBETE NosicHeHWM ILAC Npo AOCTOBEPHOCTb M3MEPEHUIA U UCTIBITAHWUIA.

100 37ech He uMeeTca B Buay MO ans BcTpamsanus B8 MU unmn NO kak MU, CM. Takoke §§4.1.6 1 7.5.6. CM. Takxke OTAeNbHbIV CTaHaapT
Ha 3Ty TeMmy: [OCT P 8.654-2015 loc.cuctema obecneyeHnst eaMHCTBA U3MepeHuin. «TpebosaHust k MO CU.»
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KOHKPETHBbIN Noaxoa U MeponpusaTusl, CBs3aHHble C Bangaumein 1 noBTopHol Banmaaumm MO aomkHbl 66ITb Nponopumo-
HanbHbI PUCKY, CBA3AHHOMY C MUCMOMb30BaHWeM Takoro MO 1 ¢ ero BAMSIHMEM Ha COOTBETCTBME MPOAYKLUMM Crieumdnka-
umam. é*

3anucy pesynbTaToB, 3aK/IlYeHne No BafvaaLmMmn 1 onncaHne HeobxoaMMbIX AEUCTBUIA MO Banmaaummn, AOMKHbI noaaep-
XUBaTbCs B paboyeM coctosiHum (4.2.4 n 4.2.5).

[Mpumedarme — LJornosiHUTEIbHYIO MHBOPMALIMIO MOXHO HavTu B I1SO 10012191 «CucTeMa MEHELKMEHTAE U3MEPEHUH. TpeboBaHNS
K rpoLeccam U3MEPEHNSIM U U3MEDUTESIbHOMY 000DY.A0BAHUIO». [JaHHbIV CTaHAaPT AAET PEKOMERAALMN T10 YITPaBAEHMIO MPOoLEC-
camu U3MEDEHMU 1 METPOJIOTNYECKOMY OLTBEDKAEHMIO TPUrOLHOCTH UIMEDPUTESILHOIO 000PY.A0BAHNS, UCIO/IBb3YEMOro 4/15 104
AEPKAHNST N JEMOHCTPALNU COOTBETCTBUS METPOSIOMMYECKUM TPEOOBAaHNAM. OH YCTaHaB/IMBAET KPUTEPHUN K CUCTEME YITPaB/IEHNUS
usMepeHnIMU C Toqku 3peHnss CMK 415 Toro, YTobbl rapaHTUpOBaTh BbITO/IHEHNE METPO/IOMMYECKUX TPEGOBaHMM,

8 UamepeHune, aHanu3 1 ynydweHue (Measurement, analysis and improvement)

8.1 O6wume nonoxkeHusa (General) 9.1.1

Opranv3auys [ISIBREE n1aHMpPOBaTh U NMPUMEHSITb MPOLIECCH MOHUTOPUHIA, U3MepeHusi (OLeHKu), aHanusa
N ynydLleHuns, HeobxoauMble ana:

a) [OEMOHCTpaLumn COOTBETCTBUS NpoayKumn;
CMK gy b) obecneueHuns cootBetcTBUs CMK;
\ = C) noaaepxaHus pesynbtatuHocTn CMK.
PMS ¢ 2N 3710 AOJKHO BK/OYaTb onpeaeneHne npuMeHaeMbIX METO-

0B, B TOM 4YucCne CTaTUCTUYECKUX, U obnactn nx npuMeHe-
HUA.

BauTenbHOCTL ——(

Heas

(TUBHOE FWIS

8.2 MOHUTOPUHT U U3MepeHune 9.1
(Monitoring and measurement)

|
\

8.2.1 O6paTHas cBa3b (Feedback)

B kauecTBe 0iHOrO U3 CNoco60B OLEHKU Pe3yNbTaTMBHOCTU
CMK opranuzauvs [OIBREE cob1paTh 1 OTCNEXMBATL MH(OP-
MaLMIo, OTHOCAILLYIOCS K YZIOBNIETBOPEHMIO OpraHu3aumeit
TpeboBaHuii noTpebutens.l®?g 3
MeToabl NOMTyYEHUS U UCTI0NTb30BaHUS 3ToW MHdOpPMaLMK
6bITb AOKYMEHTANIbHO O OPMIEHDI.
Opranv3auvs [[SIBREE 3aA0KyMEHTMPOBaTb NPOLIeAypbl MO NpoLeccy obpaTHOl cBs3n%3, MpoLecc o6paTHOI CBS3M AoN-
XKEH BKJT0YATh yCnoBMsi c60pa AaHHbIX, Kak Ha NPOM3BOACTBEHHOW, TaK M HA NMOCT-NPOM3BOACTBEHHOW CTAaAMSX AeATeNb-
HOCTW.
NHbopMaLmsi, cobpaHHas B npoLecce obpaTHol cesiav, [ISIBREE YConb30BaTbCs B KaYecTBe NOTEHLMab-
HbIX BXOZHbIX AaHHbIX B MEHEMKMEHT puckal®* c Lenblo MOHMTOpKHIA 1 noaaepXaHus TpeboBaHWI K Npo- i
AYKUMK, A TaKXKe K MpoLeccaM eé XM3HEHHOro LMKIa U NpoueccaMm yiydlleHus. 5 é* 8.5.5
Ecnu npuMeHnMoe 3aKOHOAATENbCTBO TpebyeT, YTo6bl OpraHusaums cobupana cneuudunye- nnpPo 9.1.2
CKWI OMbIT Ha OCHOBE MH(OPMALMK, MOSTYYEHHOM Ha NOCT-NMPOU3BOACTBEHHON? B'We cTaguu,
aHa/In3 TaKoro onbITa AO/HKEH CTaTb YacCTbio Npouecca o6paTHoii cBa3n'®.

MpeseHTUBHOE \
(paGoraiouee Ha —
ynpexaexue) PMS 2
MoCT-MapKETUHIOBBIN ~YZ
KNUHUYeCKnin

karamHes (PMCF)

8.2.2 PaccmoTpeHnue nperensuii (Complaint handling) 9.1.2

Opranuzauvs [HSIBREE 3240KyMeHTUPOBaTL NPOLIEAYpbIi® 715 CBOEBPEMEHHOMO paccMoT-
PEHWSI NPETEH3MIA B COOTBETCTBUM C NPUMEHUMbIM 3aKOHOAATENLCTBOM.

nnpo

101 1SO 10012:2026 «MeHemKMEHT KayecTBa. TpeboBaHMS K CUCTEMaM MeHeMKMeHTa naMepeHuii» (B PO aelicteyet FOCT P UCO
10012-2008, naeHTMYHbIM ISO 10012:2003).

102 OBa3zaTeNbHO NMOCMOTPUTE CCINKY K MYHKTY 3.14 B «OnpeaeneHunsxs.

103 IS0 10001 «YA0BNETBOPEHHOCTL NOTPe6GUTENS - PyKOBOACTBO MO 3TMYECKMM HOopMaM» 1 ISO 10004 «YA0BNETBOPEHHOCTb MO-
Tpebutens - PykoBOACTBO NO MOHUTOPUHIY U U3MEPEHUIO YAOBIETBOPEHHOCTH>.

104 OTcbinka k § 7.1 B ab3aLl Npo pUCKM.

105 Cm, onpegeneHue Bhille §3.14, a Takke, npuka3 MuHsapasa Poccum ot 26.05.2026 N2540H (419 MU, 3aperncTpyupoBaHHbIX
Mo HauMoHanbHbLIM Npasunam), Pewernne Konnernn E3K ot 22.12.2015 N2174 (ans MU, 3apernctpMpoBaHHbIX MO Npasuiam
EA3C), TexHuuecknit oTYET ISO/TR 20416:2020 «U3aenms MeauumHckme — MocnenpoaaxHoe HabnoaeHne Ans U3rotoBuTenen»
(ecnu Hy>keH nepesoa — obpaluanTeck!)

106 Cm, Tarke: ISO 10002 «Ya0BNETBOPEHHOCTL NOTpebUTENS - PyKOBOACTBO MO yrpasneHuio npeteHsunsamm» n ISO 10003 «Yao-
B/IETBOPEHHOCTb NOTPebuTens - PykoBoACTBO NO YPErynnpoBaHMIO BHELLIHWUX COPOB».
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[JaHHble npoueaypbl A0MKHBI, MO MeHbLUEN Mepe, YCTaHaBIMBaTb TPeboBaHMsA 1 pacrnpeaesieHMe OTBETCTBEHHOCTM B OT-
HOLUEeHWN:

a) MNONy4YeHus u perncTpaunm nHdbopmMaumm;

b) oueHunBaHua nHdopMauun ans onpeaeneHns Toro, NPeACTaBASET M AaHHAs obpaTHas CBS3b NMPETEH3UIO;

C) paccnenoBaHUsi NPETEH3NI;

d) onpeaeneHus HE06Xx0ANMOCTU MHDOPMUPOBAHUS COOTBETCTBYIOLLMX PErY/IMPYIOLLNX OPraHoB;

€) AanbHEenLNX AENCTBMIN C NPOoAYKUMEN, B OTHOLIEHMN KOTOPOK nodaHa NpeTeH3us;

f) onpeaeneHnsa HGO6X0£|,VIMOCTVI MHNULUNNPOBAHNA KOPPEKTUPYIOLWKNUX UK NpeaynpeXxaatoLmnx ﬂeﬁCTBMVI.
BHYTPEHHAR 0OMEH
nHopmatmedn

I ’ : — (5.5.3)

& ocan mn — Coobwennn
R / { \
OC ann [\ I A orynuTopam
AXTYANMIBLHN ANTYANMIAUMN = QEM\COK L Iv I gy "
puckos (8.2.1) pernamesTa =
(n.424b) Npoyecce: Npouecc MNpouecc

cbopa obpaborem NPHHATHA

wnopMaun NHDOPMAUNM peweHrn
Mpouecchl aHRNW3Ia JaHHLX (8.4)
| ' . Meponpusatue no
| NOANSPAAHMIO CHRIN C
UHpOopMaums no Mnd)opwlmum no yn:::’;’_:::";::;:gm no,v‘;‘egmenum (7.2.3)
WRonsccy (9.3.5 peaynurary (8.2.6) n PMS-ananua (8.2.1) sy

yaegomnenns w FSCA
(3.1 8.33)
Paccmotpenwne
npereravi (8,2.2)

MoTtpeburens(u)

BA (8.2.4)

Wupopmaynn no Spary
(8.22mn82.3)

OC anm
ONePATHINLIX
poweNwl no
xony npouyecca

. Wcnonkurens
{6.2)
Ecnu kakas-nnbo npeteHsnsa He bbina paccnegoBaHa, TO AO/KHO BbiTb JOKYMEHTanbHO 0dopMieHO 06ocHOBaHMe. Jliobas
KOppeKUMsi UM KOPPEeKTUPYIOLLEE AelCTBUE, SBASIOLLMECS pe3ynbTaToM paboTbl C NpeTeH3nel, A0MKHbI ObiTb 3a40KY-
MEHTUPOBaHbI.
Ecnn npoBeaéHHOe paccnefoBaHWe nokasasno, YTo MPUYMHON NPeTeH3UN SBUNach AeSTeNbHOCTb BHE OpraHu3auum, on-
YKEH OCYLLEeCTBAATLCS OBMEH COOTBETCTBYHIOLLEN MH(OPMaLmel Mexay opraHM3aumein 1 BHELWHEN CTOPOHON.
3anucu no paboTe € NpeTeH3usaMU AO/MKHbI NOAAEPXMBaTLCA B paboueM cocTosiHuM (§4.2.5)

© ¥ desrvn

8.2.3 OTuétHocTb (CoobuieHuns) perynupyrowmm opraHam (Reporting to regulatory authorities) 8.5.5
Ecnu npumeHnMoe 3aKOHOAATENbCTBOY” TpebyeT coobllaTh O NPETEH3USAX, OTBEUAIOLLMX Onpe-
nnpo AENEHHBLIM KPUTEPUSAM OTYETHOCTM O HEXeNaTesbHbIX COBbITUSIX U NMPU BbINYCKe NOSCHUTESNbHbIX YBE-

[OMAEeRWiA, To opranusauys [HOIBREE 320KyMEHTMPOBATh NPOLEAypPbl ANS NPefoCTaBNeHNst COOBILEHMIT B
perynvpytome opraHoi. (G4
3anucy OTYETHOCTU B perynupytowme opraHbl AO/MKHbI NOAAEPXKMBATLCA B paboyeM cocTosHum (§4.2.5).

8.2.4 BHyTpeHHui ayauT (Internal audit) 9.2

OpraHunzauust - NPOBOANTb BHYTPEHHWE ayauTbl Yepes 3anaHMpoBaHHbIE MHTEPBasbl C Lesblo yCTa-
HOB/EeHUs Toro, uto CMK:

107 Cm. ®3 N2323 CtaTbs 95. «['0CyAapCTBEHHbI KOHTPO/b 3a 0bpalueHreM MW», a Takke caliT PocaapaBHaasopa: «Cy6bekTbl 06-
paleHns MU o6si3aHbl coobluaTb B PocaapaBHaa30p 060 BCex Crydasix BbiSIBIEHWS MOBOYHbIX AEUCTBUI, HE YKa3aHHbIX B UHCTPYK-
LMK MO NPUMEHEHMIO UM PYKOBOACTBE MO aKcnyaTaumm MU, o HexenaTenbHbIX peakumax npy ero npuMeHeHnmn, 06 0cobeHHoCTaX
B3aumopelicTaust MC Mexay coboi, o dakTax n 06 06CTOATENCTBAX, CO3AAOLMX YIPO3Y XKM3HW U 3L0POBbLI0 rpaXxaaH U MeapaboT-
HUKOB MPU MPUMEHEHNUM M 3KCMyaTauum MW», CM. caiT Poc3apaBHaasopa. CM. Takke Mpuvkasbl MuHsapaBa PO N2 540H ot
26.05.2026 «06 yTBepxaeHun Mopsigka oCyLecTBAeHnss MOHMTOpUHra 6e3onacHoctn MU...» n N2 541H ot 26.05.2026 «0O6 yTBEpP-
»naeHuu Mopsiaka cooblueHns 060 BCex cryyasix BbISIBNEHUS HEGNaronpuUsTHbIX COBbITUNA...»
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a) COOTBETCTBYET 3anjaHMPOBaHHbIM M 3a40KYMEHTUPOBAHHbLIM MEPONPUSATUSIM, TPEOOBAHNAM HACTOSALLEro CTaH-
Aapta, TpeboBaHusiM k CMK, paspaboTaHHbLIM CaMOI OpraHusaumnein u NpUMeHMMOMy 3aKOHOAATENbCTBY;
b) pe3ynbTaTMBHO BHEApPEHa M NOAAEPXKMBAETCS B paboyeM COCTOSIHUM.
OpraHunzauus - pa3paboTaTb AOKYMEHTUPOBAHHYIO NpoUeaypy, onpeaensiowyto OTBETCTBEHHOCTb U TpeboBaHUS K
NIaHUPOBaHUIO N NPOBEAEHUIO ayAMTOB, 3anNncsaM 1 OTYETaM O pesysbTaTax ayauTa. (C:4
MNporpamma ayantos - NJaHUPOBaTbCS C YYETOM CTaTyca M BaXXHOCTM MPOLIECCOB M y4acCTKOB, Mognexalumx
ayauTy, a TaKke pe3ysbTaToB npeablaywmx ayantos. Kputepum, 06nactb NpyMeHeHUsl, 4acToTa U MeToabl ayAnToB
[O/KHbI ObITb OnpeaeneHbl U 3apernctpnpoBaHbl (§4.2.5). Bbibop ayaMTopoB U NpoBeAeHWe ayanToB A0/MKHbI obecneun-
BaTb 06BLEKTUBHOCTL U BEeCNPUCTPaCcTHOCTb Npouecca ayanTa. AyauTopbl HE AO/KHbI MPOBEPATL CBOK COBCTBEHHYIO pa-
6oTy.
3anncy B OTHOLLEHUM ayAUTOB W UX PE3YNbTATOB, BKJIOYAs MAEHTUMUKALMIO NPOLIECCOB U 0611acTel ayanTa, a Takke
BbIBOZAOB MO ayAuTy, AO/MKHbI NOAAEpXMBaTbCa B paboyeM coctosiHum (§4.2.5).
PyKkoBOACTBO, OTBETCTBEHHOE 3a NPOBeEpPSiEMble 06/1aCTU AEATENBLHOCTM, AO/MKHO obecneunsaTb, YTObbl AEUCTBUSA Npea-
NMPUHMMANUCh 6€3 U3NNLLHEN OTCPOUKM ANS YCTPaHEHMS 06HAPY>XEHHbIX HECOOTBETCTBMI W BbI3BABLUMX WX NMPUYMH. Mo-
cnenyrolme AeiCTBUS J0/KHbI BKITIOYaTh BEpUMDMKALMIO NPEANPUHATBIX MEP U OTYET O pesy/ibTaTax BepuduKkaumn.
[pumedarme — LornoiHUTEIbHYO MHBOPMALIMIO MOXHO HavTv B ISO 19011:2026 «PykoBOAAIME yKa3aHUs 10 dyAUTY CUCTEM
MEHEKMEHTE.

8.2.5 MoHuTopuHri®® n namepenue npoueccos (Monitoring and measurement of processes)

Opranu3auvs [HSIRHE NpYIMEHSTb NOAXOASLLMNE METOABI MOHUTOPUHIAL® 1, no mepe Heobxo-
oumocmu, namepeHus npoueccos CMK. 3Tn meToab! AO/MKHBI JEMOHCTPMPOBATL CNOCOHBHOCTD
NpoLeccoB AOCTUraTh 3anjaHMpoBaHHbIX pe3ynbTaTos. Ecnu 3annaHMpoBaHHbIe pe3ynbTaTbl HE JOCTUr-
HYTbI, TO, 10 Mepe HeobxoouMocmu, BOMKHBI NPEANPUHUMATLCS KOPPEKLMN U KOPPEKTUPYIOLWME AeNCTBUS. OF

9.1.1

nnpPo

8.2.6 MoHuTOpUHI U nsmepeHune npoaykumm (Monitoring and measurement of product) 8.6
OpraHu3aLys [ISIBREE NpOBOAUTL MOHUTOPUHT 1 M3MEPEHUE XapaKTEPUCTUK NPOAYKLMN C Lie-
Nblo BEPUGUKALMN COOTBETCTBUS YCTAHOBNEHHBIM TPEGOBAHMAM. MOHUTOPUHT U U3MEPEHUE XapaKTepu-
CTUK NPOAYKLMW AOMKHbI 6bITb MPOBEAEHbI HAa COOTBETCTBYIOLMX CTaAMSIX NMPOLECCOB XM3HEHHOMO LKA
npoayKkumm!i® n B cCOOTBETCTBMM C 3amniaHMPOBAHHLIMM MEPONPUATUAMM U JOKYMEHTUPOBaHHbIMK NpoueaypamMutil, Lo
CBuAeTeNnbCTBa COOTBETCTBUSI KPUTEPUSIM MPUEMKM A0KHBI NOAAEPXKMUBATLCSA B paboyeM COCTOSIHUM. 3anucy AOMKHbI
yKasblBaTb MO, CAHKLUMOHMpPOBaBLUEE BbIMyck npoaykumu (8§4.2.5). I1o mepe neobxooumocmu, 3anncv AOMKHbI UAEHTY-
hu1umMpoBaTh MUcnbiTaTeNlbHOEe 060pyAOBaHME, UCMONb30BAHHOE ANt U3MEPEHU.

Bbinyck NpoayKuMu 1 NpefoCTaBneHMe YCIyr He AO/MKHbI OCYLLECTBNSTLCS A0 TEX NOp, NOKa 3aniaHWpOBaHHbIE U 3a40KY-
MEHTUPOBaHHbIE MeponpuaTUsa He ByayT YAOBNETBOPUTENBHO 3aBEPLUEHI.

ANs UMNNaHTUPYEMbIX U3AENNIA, OpraHn3aums i BECTW 3anucu Mo naeHTUdMKaumm nepcoHana, NpoBOASILLEro Nto-
6ble BAbl KOHTPONSA MU UCMbITAHWN. [

nnpeo

8.3 YnpasneHue HecooTBeTcTBYIOWeEN npoaykuuen (Control of nonconforming product)

8.3.1 O6wue nonoxeHus (General) 8.

OpraHusauus - obecneunBaTb, 4TOObI NPOAYKLMS, KOTOpPasi He COOTBETCTBYET TpeboBaHUSM, 10.2
6bl1a naeHTUdUUMpPOBaHa 1 ynNpassniach C Lenblo NpeaoTBpalleHus HenpeaHaMepeHHOro UCrnosib30BaHUs :
nnu nocraeku. OpraHnsaums pa3paboTaTb AOKYMEHTUPOBAHHYIO NpOLEeAYpY, ONpeaensowyto cpea-
CTBa ynpaBfieHWs, COOTBETCTBYIOLLME OTBETCTBEHHOCTb M MOSIHOMOYMS! ANSt MAEHTUDMKAUMK, AOKYMEHTUPOBaHUS, oTaene-
HUS, OLIEHMBAHMSI U pa3MELLIEHUS] HECOOTBETCTBYIOLLEN NPOoAYKLMEN.

OueHnBaHMe HECOOTBETCTBMIN AOHKHO BK/OYATb OnpeaeneHne HeobXoaMMOCTM NPOBEAEHNS pacciefoBaHNs U YBEAOM-
NEHUS KaKoW-NMB0 BHELLHEN CTOPOHbI, OTBETCTBEHHOW 33 HECOOTBETCTBUE.

3anncK o xapakTepe HECOOTBETCTBUI M NOBbIX NOCNEAYIOWNX NPEANPUHSTLIX AENCTBUSX, BKIOYasl OLiEHMBaHWeE, paccie-
[OBaHWE 1 060CHOBaHWeE peLleHniA, AO0KHbI NOAAEPXKMBATLCS B paboyeM cocTosiHum (§4.2.5).

108 CM. npumeyaHue Homep 73. 34eCk TOUHee 6bI0 6bl HanMcaTb «AHaNM3 U OLEHKA NMPOLIECCOB ...

109 Cm, cepwio ctaHaapToB [OCT P 50779.4 «CraTuctuyeckue MeToabl» rpynna «CTaTMCTUYECKOe ynpaBnieHne npoLeccaMmmn» 1 cepuio
[OCT P NCO 7870 «Cratucrtnyeckme metoabl. KOHTPONbHbIE KapTbi».

110 Mo cyTu, 3TO YTOUHEHWE ANS NyHKTa 7.5.1a) Bblle MO CTaH4apTy.

11 Cwm. ceputo ctaHgapToB [OCT P 50779 «CTaTuUCTMyeckme MeToabl» rpynna: «CTaTUCTMUYECKUIA MPUEMOYHLIN KOHTPOMb», @ Takxe
[OCT P 58972-2020 «OueHka cooTeTcTBUs. Oblme npaBuia oT6opa 06pasLoB AN UCMbITaHWA NPOAYKUMK NpY NMOATBEPXKAEHNM
cooTBeTcTBUA» U [OCT 18321-73 «CTaTUCTUYECKMIA KOHTPOJIb KayecTBa. MeToabl CyyaitHoro oTéopa BbI6OPOK LWITYYHOWM MpOayK-
ummn»
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8.3.2 [leiAcTBMA B OTHOLUEHUN HECOOTBETCTBYIOLLEH NPOAYKLMKU, OGHapPY)>XEeHHOW [0 NOCTaBKU
(Actions in response to nonconforming product detected before delivery) 8.7

Opranv3auys [ISIBREE peLuaTb BOMPOC O HECOOTBETCTBYIOLIEN MPOAYKLMM OAHUM UM HECKOMBKUMM Ceayto-
MMM criocobamu: 3

a) OCYLIECTBNSATb AEUCTBUS C LEMbIO YCTPAHEHWUS 06HapYy)XEHHOIro HECOOTBETCTBUS;

b) ocyuwecTBNATL AENCTBUS C LENbIO NPeaoTBpaLleHns eé nepBoHaYasibHOro NpeanoiaraeMoro UCnosib30BaHUs Um
NpUMeHeHUs;

C) CaHKLMOHMPOBATb NPUMEHEHWE, BbIMYCK UM MPUEMKY NPOAYKLMM MOJ PaspeLieHNe Ha OTKIIOHEHME OT YCTaHOB-

NeHHbIX TPeboBaHWM.
OpraHuzaums ﬁ obecneunBaTb, YTOBbI MPUHATME HECOOTBETCTBYHIOWWEN NPOAYKLMW MPU MOJTYYEHUN pa3peLleHUs Ha
OTKJIOHEHME!!? MOr/Io 6bITb OCYLLECTBIIEHO TOJMIbKO B TOM C/lydae, eC/IN 3TO A0MNYCKAETCS MPUMEHNMbIM 3aKOHOAATENb-
CTBOM. 3anucy 06 naeHTMdUKaUUM LA, MMEIOLWErO NOTHOMOYMS Ha Bbiavy pa3peLLeHUiA Ha OTKIOHEHWE, A0MXHbI NoA-
AepXxuBaTbcs B pabouem coctosiHnm (§4.2.5).

8.3.3 [leiicTBUSA B OTHOLLEHUN HECOOTBETCTBYIOLLEN NPpoAYyKLUMKN, 06HapY)XXeHHOI nocsie NoCTaBKM! 8.7

(Actions in response to nonconforming product detected after delivery)

Ecnn HecooTBeTCTBYOLWAN NpoAyKUMS BbiSIBIEHA NOCME NMOCTABKM UMW Hayana 1cnosb3oBaHus, opraHu3a-
uvs [IOIDREE NpeanpyHSTb AECTBUSS, COOTBETCTBYIOLIME MOCNEACTBUSIM, MW MOTEHLMANBHBIM NOCNeA-

CTBUSIM, HECOOTBETCTBUS.

3anucy o NPeanpUHATBLIX AEACTBUSAX AO/MKHbI NMOAAEPXKMBATLCSA B paboyeM cocTossHun (§4.2.5).

OpraHu3aums h 3a/10KYMEHTUPOBAaTb NPOLEAYPb! BbiMYyCKa MOSICHUTENbHbLIX YBEAOMSIEHUI B COOTBETCTBUU C NpUMe-
HVMMbIM 3aKOHOAATENbCTBOM™. DTy npoLeaypbl AOMKHbI OblTb FOTOBLI K BBEAEHUIO B AeiCTBME B N060e BpeMs. 3anucu
AEVCTBUIA MO BbINYCKY NOSICHUTESNbHLIX YBEAOMEHWI A0MKHbI NOAAEPXMUBATLCS B paboyeM cocTosiHum (8§4.2.5).

nnpeo

8.3.4 Nepenenka (Rework)15

Opratu3aLys [HOIBRHEE BbINONHSTL Nepeaesnky B COOTBETCTBUM C OKYMEHTUPOBAHHBIMI NPOLEAYPaMu1, MPUHUMAst BO BHU-
MaHWe NoTeHUMasbHble HeXenaTesibHble NOCNeACTBUS BO3AENCTBUS Nepeaenku Ha NPoayKLMIO.

3Tv Npoueaypbl A0MKHbI MPOMTU TOT XXe aHanu3 1 oaobpeHune, kak 1 NepBoHaYvasibHble npoueaypbl.

Mocne 3aBeplueHus nepeaenku!® npoaykuvs [HOIBKEE ObITb NOABEPrHYTa MOBTOPHON BEPUMKALIN A1t NOATBEPXKAEHMS
COOTBETCTBUS TpeboBaHWAM. [ocne 3aBeplueHus nepeaenku, Npoaykums 6bITb BEpUdUUMPOBaHa Ha COOTBET-
CTBME NPUMEHVNMbIM KPUTEPUSM NPUEMKM 11 HODMATUBHLIM THEGOBaAHNAM.

3anucu no nepeaenke A0MKHbI NOAAEPXNBATLCA B paboyeM cocTosiHun (§4.2.5).

8.4 AHanus paHHbix (Analysis of data)

Opranuzauvs [HSIBREE 3240KyMeHTUPOBaTh NpOLIeAypbl OnpeaeneHus, céopa 1 aHanusa NoAxoAsLMX AaH- 9.1.3
HbiX'7, HeO6XOAMMBIX ANt AEMOHCTPALMM NPUrOAHOCTU, aAEKBATHOCTU U pe3ynbTaTuBHocTM CMK. X 3Tn

112 B opurmHane — “concession” Takxke MOXHO NepeBecTu Kak "ycTynka", «npusHaHue», «nobnaxka». Yto He noTpebyeT 060CcHOBa-
HWUS STOTO CaMOro «OTKIIOHEHUS» &)
113 To, yto B MDR 2017/745 Ha3biBaeTcst FSCA - Field Safety Corrective Actions (CBa3aHHble ¢ 6€30MacHOCTbIO KOpPEKTUpYIoLLME fel-
CTBMSAX Ha MecTax).
[JomxHa 6biTb Npoueaypa no Field Safety Notice - FSN - ysegomneHue, kacatolweecs obecneveHns 6e3onacHOCTM — OTrnpaensie-
MOe MpoM3BOAUTENEM COOBLLEHNE MOIb30BATENAM UK KneHTaM B cBsidn ¢ FSCA; B Pewenune N2174 ot 22.12.15 r. Konnernm
EBpasuiickoin KoMncecnmn ecTb aHanormyHblii TepMyH: «yBegoMneHue no 6esonacHoctu MU» - coobLueHre, HanpasnieHHoe npo-
U3BOAMTENEM WM €r0 YNOSIHOMOYEHHbIM NpeACTaBUTENEM CybbekTaM obpalleHnst MU B CBA3U C KOPPEKTUPYIOLLMM AEUCTBUEM NO
6e3onacHoctn MU»
A.l'opbyHOB nepeBén 3TOT pasaen Kak «McnpasneHve» YTo B OTAENbHbIX MPON3BOACTBEHHBIX KOHTEKCTaX NPUIOXKEHUS AAaHHOrO
TpeboBaHus, MOXET 6bITb, AaXe 1 TOUHEEe BbIpaXaeT CyTb COOTBETCTBYIOLLEN AedTeNlbHOCTW. B pe3ynbTaTte AMCKycCcuii No AaHHOMY
BOMpOCY eCTb NpefsioXeHne B aHHOM pasfiene noj «nepeaenkon» rnoHuMaTb KpoMe BOCCTaHOBMEHUS! COOTBETCTBUS eLUé 1 BOC-
CTaHOBJIEHME CBOMCTB V3aenus. [lJaHHOe YTOYHEHME BbITEKAET M3 TOrO, YTO, HanpuMep, NOBTOPHbIN KOHTPOsb, He AobaBnsieT
CBOWCTB, @ TO/bKO MOATBEPXKAAET CBOMCTBA M MO3TOMY NneperpoBepka CBOWCTB U3AeNWiA Ha CKilazle He SIBNSeTCs Nepeaenkou.
Onpegenexve u3 ISO9000 «3.12.8. nepeaenka - paboTa C Lenbio caenaTb HECOOTBETCTBYIOLWMI NPOAYKT UK YCIyry COOTBET-
cTeytommM(enn) TpeboBanusaM. MpuM. 1: Mepeaenka MOXET 3aTparmBaTth UM U3MEHSITb TOIbKO YaCTb HECOOTBETCTBYIOLLENO Mpo-
AyKTa Unu ycnyru», B AokyMeHTax QMSR TepMuH coxpaHéH B §820.3(b) B cobcTBeHHOM peaakumm FDA, uMetoLlel NpuopuTEeT Haa
ISO 9000. «MNepepaboTka» 03Ha4aeT AeCTBUS, NPEANPUHUMAEMbIE B OTHOLLIEHWU HEKOHAMLIMOHHOMO U3AENUS C Liebio NpuUBeaeHus
€ro B COOTBETCTBME C TpeboBaHMSAMM, YKa3aHHbIMM B AOKYMeHTauuu no meamsgenuto (MDF), Ao ero Bbinycka B Mpoaaxy.
MOXXHO BCTpeTUTH eLlé Takoe NnoHaTHE: «cobbiTua B o6nactn kavecrea — Quality Events» kotopoe, Ha B3rnsig pegakropa no-
cobus, 6onee NONHO OTpaXkaeT CyTb MHMOPMaLUMKM, KOTOPYHO HYXHO cobupaTb. COOTBETCTBEHHO, €CTb U Takas AeATeNbHOCTb Kak
Quality Events Management — QEM.

114
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npoLeaypbl A0MKHbI BKOYATb ONpeaeneHre NoaxoasLiMX METOA0B aHanu3a, BKYast CTaTUCTUYeCKue MeToabl 1 06-
NacTb UX NpUMeHeHns 18,

[laHHble JOMKHbI BKOYATb MHGMOPMAaLWMIO, MOMYYEHHYIO B pe3yNibTaTe MOHUTOPUHIA U U3MEPEHWS], @ TaKKe U U3 APYruX
COOTBETCTBYHOLIMX UCTOYHWUKOB, BK/tOYas!, MO MEHbLIEN Mepe, AaHHbIE MO:

obpaTHoi cBsa3m (cM. Takke §8.2.1 1 8.2.2);5

a) cooTBeTcTBUS TpeboBaHMaM K npoaykumm (cM. Takke §8.2.6);

b) xapakTepucTkam M TEHAEHUMSIM NPOLIECCOB M NPOAYKLUMM, BKJIOHAs BO3MOXXHOCTM MO ynydweHuto (cMm. §8.2.5);
C) nocTtaBlmKkaMm (§7.4);

d) ayauTtam (cm. Takke §8.2.4);

e) OTYéTaM Mo TeXHUYECKOMY OBCNYy>XUBaHWIO, no mepe neobxooumocmu (CM. Take §7.5.4).

ABTOMATH3ALINA UCTIONHEHWA PeLUeHHA
LinAb: NPEGNCAIEHAE BIKHLIX PELBHIN & AMHAMKSACKON CPee
Mognepxka B NPUHATUN peLUeHUi

PeKoMeHaTenLHas aHanuTHKa
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aHanuTHUKa NPOTHO3UPOBAHMUE Ha OCHOBE NOITBRPKAEHHEX
craTucTHYeckx nnoTes, BIG DATA - cepauck:, nnardopmsi,
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McaTenbHan aHanuTuka Lient - CHWMOK NPOLINOIO; BISBNEHHE # MOHUTODUHT NPOBNEM K WX AHarHoCTHKA
Ecnun aHanus AaHHbIX YKa3bIBAET Ha TO, 4YTO CMK He gBngeTcs I'IOLI,XO,CIQLLI,GIZ, aﬂeKBaTHOl\;l nnn pe3yanaTMBHOﬁ, opraHun3a-

uns MCMo/b30BaTb 3TOT aHaNM3 KaK BXOAHbIE AAHHbIE AS YNYULIEHUS B COOTBETCTBUM C NMyHKTOM 8.5.
3anucy pesynbTaToB aHann3a AaHHbIX AO/HKHbI NOAAEPXKUBATLCS B paboyem coctosHum (§4.2.5).
8.5 YayuweHue (Improvement) 11%2;

8.5.1 O6wue nonoxkeHun (General)

Opranuzauvs [ISIBREE VoeHTUOULMPOBATb M OCYLLECTBASITb NtoBble U3MEHEHMS!, HEOBXOANMbIE /1S 0BecreyeHms 1 noa-
Jlep>KaHnsi NOCTOSAHHOM NPUIroAHOCTU, AAEKBATHOCTU M pe3ynbTaTuBHOCTM CMK, a Takxe 6e30nacHocTu U yHKLMOHab-
HbIX XapaKkTepucTk MU, ncnonb3ys NoaMTMKY B 061acTy KavecTBa, LUenv B 06/1acTU KauecTBa, pesyNbTaThl ayanToB,
NOCT-NpoAaXHoe HaboaeHNe, aHanM3 AaHHbIX, KOPPEKTUPYIOLIME 1 NpeaynpeXxaatolme AeUCTBUS U aHann3 CO CTOPOHBI
pYKOBOZACTBA.

8.5.2 KoppekTupyrowme peicreua (Corrective action) 10.2
Opranuzauvs [ISIBREE npeAnpyHUMaTL KOPPEKTUPYIOLLME AelCTBIS C LIeNbio YCTpaHeHus
MPUYMH HECOOTBETCTBUI AN18 NPeayrnpexXaeHUst MOBTOPHOIO MX BO3HWKHOBEHUSI. JTiobble HeobxoanMble
KOppeKTMpYHoLLME AENCTBUS AOMKHBI BbiTh NPUHATHI 663 HeoNpaBAaHHOW 3aAepXxku. KoppekTupyioLime
[ENCTBUS [O/MKHbI ObITb aleKBaTHLIMM NOCNEACTBUSIM BbISIBJIEHHBIX HECOOTBETCTBUMN.

OpraHusauus - pa3paboTaTb JOKYMEHTMPOBaHHYIO NpoLeaypy ANs onpeaenenust TpeboBaHui K: o3

a) aHanmMsy HeCOOTBETCTBUI (BK/tOUasi MPETEH3UN);
b) ycTaHoBnEHWIO NPUYNH HECOOTBETCTBUM;

nnpPo

118 Cm, cepwuio ctaHaapTos FOCT P 50779 «CratucTuyeckue MeToabl» rpynna «CTaTucrnueckmne Mmetoanl 06paboTku pesynbra-
TOB U3MepeHMit U ucnbiTaHni», a Takke ISO 10017:2021 «MeHeaXMeHT KayecTBa. PyKOBOACTBO MO CTAaTUCTUYECKUM METOAAM
ans 1SO 9001:2015» onucbiBaeT CTaTUCTUYECKNE METOZbI, CBSI3aHHbIE C BapMabenibHOCTbIO, KOTOpasi MOXET HabnoaaTbcs B NpoTe-
KaHUM MpOLIECCOB M B MX pe3y/ibTaTax AaXke NMpu sIiBHOM MOCTOSIHCTBE YC/IOBUIA. CTaTUCTUYECKME METOAbI MO3BOJISOT JyYLLe UCMOSb-
30BaTb MMEIOLLMECS AaHHbIE NMPU MPUHSATUN PELLEHWIA, U, TEM CaMbIM, CMOCOHCTBOBATL MOCTOSIHHOMY YJTyULLEHMIO KaYecTBa NpoayK-
LMK 1 NPOLLEeCCOB ANS AOCTMXKEHUS YAOBNETBOPEHHOCTM NoTpebuTtens.
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C) OUEHMBaHWUIO HEOBXOANMMOCTU AEUCTBUIN, YTOBLI N36EXaTb NOBTOPEHUSI HECOOTBETCTBUIA;
d) nnaHWMpoBaHWIO M AOKYMEHTUPOBAHMIO HEOBXOAMMBIX AEACTBUIA, U UX OCYLLECTBIEHMIO, BKIOYAs, no mepe Heoo-
Xooumocmu, aKTya/M3aumio JOKyMeHTaumum;
e) BepudrKauMmu TOro, YTO KOPPEKTUPYIOLLME AENCTBUSI HE OKa3biBAKOT HErATUBHOIO B/IMSIHWS Ha COOTBETCTBUE MpU-
MeHVMOMY 3aKOHOAATENbCTBY, a Takke Ha 6e30MacHOCTb M PyHKUMOHAbHbIE XapakTepucTukn MU;
f) aHanu3y pe3ynbTaTUBHOCTU NPEANPUHSTBLIX KOPPEKTUPYIOLLMX AEUCTBUN.
3anucu pesynbTaToB 060ro paccriefoBaHns U NPEANPUHATLIX AEWCTBUN AOMKHbLI NOAAEPXKMBATLCS B paboyeM cocTos-
Hun (§4.2.5).

8.5.3 NMpenynpexpaatowme geiicreua (Preventive action) 0.3.3;

nnpo | Opranmsauws HORER onpenenvTb aelicTBUS € Lebio YCTPaHEHWS! MPUYMH NOTEHLMATBHBIX 166 11; _
HECOOTBETCTBUIT ANS NpeaynpexaeHns ux nosiBneHus. Mpeaynpexaatolme aeiicTems 103

OO0JDKHblI COOTBETCTBOBATb BO3MOXXHbIM MOCNEACTBUAM NOTEHUNANIbHbBIX I'IpO6J'IEM.

Opranuzauvs [HOIDREE 33/0KyMEHTUPOBaTh NPOLIeAYpPY, ONMCHIBAIOLLYIO TpeGoBaHMIi K: 8
a) YCTaHOBJIEHWIO MOTEHUMANbHbIX HECOOTBETCTBUIN U UX MPUYMH;
b) oueHMBaHMIO HEO6XOAMMOCTM AENCTBUI C LENbI0 NPeaynpeXaeHns NOsSBNEHNS HECOOTBETCTBUIA;
C) MNaHWMPOBaHMIO M AOKYMEHTUPOBaHMIO HEOBXOAMMbIX AEACTBUIA, U UX OCYLLECTBIEHMIO, BKIOYAs, no mepe HeoO-
Xooumocmu, aKTyanu3aumio AOKyMeHTauum;
d) BepudvKaumm TOro, YTo AEMCTBUS HE OKA3bIBAIOT HEFATUBHOIO B/IUSIHUSI HA COOTBETCTBUE MPUMEHNMOMY 3AKOHO-
AAaTenbeTBY, a Talke Ha 6e30MacHOCTb M DYHKUMOHAsbHbIE XapakTepucTuku MU;
€) aHanusy pe3ynbTaTUBHOCTM MPeAnPUHSATLIX Npeaynpexaatowmnx 4eNCTBUNA.
3anucu pesynbTaToB NobbIX paccrieaoBaHnii U NPeanpuUHSATLIX AeMCTBUN AO/MKHbI NOAAEPXKUBATLCS B paboyeM COCTOSIHUM
(84.2.5).
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1and ISO 11607-2

Cepwma TOCT P UCO 14644 Yuctble NnoMeLLLEHUA M CBA3AHHbIE C HUMM KOHTpoaupyemble cpeapbl — (cm. 1ISO/TC 209):
FOCT P NCO 14644-1-2017 Yactb 1. KnaccudpuKkaums YMcToTbl BO3A4yXa NO KOHLUEHTPaLUM YacTul,

FOCT P MCO 14644-2-2020 YacTb 2. TeKyLWMih KOHTPONb ANA NOATBEPKAEHMA NOCTOSHHOIO COOTBETCTBUA YNCTOTbI
BO34yXa NO KOHLUEHTPAL MM YacTuLL.

FOCT P MCO 14644-3-2020 Yactb 3. MeToAbl UCMbITAHWUA.

FOCT P MCO 14644-4-2025 YacTb 4. MNpoeKkTUpoBaHUE, CTPOUTENLCTBO U BBOA, B 3KCM/yaTaumio (Ha ocHose ISO
14644-4:2022 “Cleanrooms and associated controlled environments — Part 4: Design, construction and start-up”;
3ameHun FTOCT P NCO 14644-4-2002).

FOCT P MCO 14644-5-2005 Yactb 5. IKkcnayatauma. MeKayHapoaHbIN CTaHAAPT 3aMeHEH Ha 1SO 14644-5:2025
“Cleanrooms and associated controlled environments — Part 5: Operations”. YTeep»aéH FOCT P MCO 14644-5-2026
(npukas PocctaHgapTa ot 12.05.2026 Ne 467-cT).

FOCT P MCO 14644-6-2010 YacTb 6. TepmuHbl. MexxayHapoaHbiii ctaHaapT ISO 14644-6:2007 otmeHEH B 2014 1. 6e3
3aMeHbl.

TOCT P MCO 14644-7-2007 YacTb 7. U3onunpytowme ycTpoiicTBa (YKPbITUA C YUCTbIM BO34YXOM, BOKCbI MepyaToyHbIe,
N3018TOPbI U MUHN-OKPYXKeHUA). MexayHapoaHbil ctaHaapT I1SO 14644-7:2004 HaxoAUTCA Ha NepecmoTpe.

FOCT P NCO 14644-8-2014 YacTb 8. KnaccudpuKaLms YNCTOTbl BO3AYyXa NO KOHLEHTPAUUU XMMUYECKNX 3arpA3HEHUN.
MerKayHapoaHbin ctaHaapT ISO 14644-8:2022 “Cleanrooms and associated controlled environments — Part 8: As-
sessment of air cleanliness by chemical concentration (ACC)".

FOCT P NCO 14644-9-2013 Yactb 9. KnaccudpuKkauma 44McToTbl NOBEPXHOCTEN MO KOHUEHTPaUMUKU YacTtmy,. MexayHa-
POAHbI CTAaHZAPT 3aMeHEH Ha I1SO 14644-9:2022 “Cleanrooms and associated controlled environments — Part 9:
Assessment of surface cleanliness for particle concentration”.

FOCT P MCO 14644-10-2014 Yactb 10. KnaccnduKauma YNCTOTbI MOBEPXHOCTEM MO KOHLEHTPaLMM XMMUYECKUX 3a-
rpasHeHuii. MexayHapoaHbli ctaHaapT ISO 14644-10:2022 “Cleanrooms and associated controlled environments —
Part 10: Assessment of surface cleanliness for chemical contamination”.

ISO 14644-12:2018 — Part 12: Specifications for monitoring air cleanliness by nanoscale particle concentration.

ISO 14644-13:2026 — Part 13: Cleaning of surfaces to achieve defined levels of cleanliness in terms of particle and
chemical classifications (3ameHun 1SO 14644-13:2017).

ISO 14644-14:2026 — Part 14: Assessment of suitability for use of equipment by airborne particle concentration
(3amennn 1SO 14644-14:2016). B Pd: TOCT P MUCO 14644-14-2023 YacTb 14. OueHka NnpurogHocTn 060pyaoBaHus K
NCNO/Ib30BaHMIO NO KOHLIEHTPALIMKN a3p030/bHbIX YacTul, (Ha ocHoBe I1SO 14644-14:2016).

ISO 14644-15:2026 — Part 15: Assessment of suitability for use of equipment and materials by airborne chemical con-
centration (3ameHnn 1SO 14644-15:2017).

ISO 14644-16:2019 — Part 16: Energy efficiency in cleanrooms and separative devices. B P®: T[OCT P ICO 14644-16-
2023 YacTb 16. dHeproapeKTUBHOCTb YUCTbIX MOMELLEHWUIN U YCTPOICTB OYMCTKU BO3AYXaA.

ISO 14644-17:2021 — Part 17: Particle deposition rate applications.

ISO 14644-18:2023 — Part 18: Assessment of suitability of consumables.

Cepusa FOCT UCO 14698 Ynctbie nomeleHUA U CBA3aHHbIE C HAMUW KOHTpoAupyemble cpeabl. KOHTponb 6uosarpnas-
HeHu / Cleanrooms and associated controlled environments — Biocontamination control



https://docs.cntd.ru/document/1200179216
https://www.iso.org/standard/19011
http://docs.cntd.ru/document/1200160388
https://www.iso.org/standard/70799.html
https://www.iso.org/standard/81823.html
http://docs.cntd.ru/document/1200160389
https://www.iso.org/standard/70800.html
https://docs.cntd.ru/document/1200159803/titles
https://www.iso.org/standard/76555.html
https://www.iso.org/ics/13.040.35/x/
http://docs.cntd.ru/document/1200157235
https://docs.cntd.ru/document/1200171210
https://docs.cntd.ru/document/1200177475
https://meganorm.ru/Index/84/84484.htm
http://docs.cntd.ru/document/1200039099
https://www.iso.org/standard/88599.html
http://docs.cntd.ru/document/1200082856
http://docs.cntd.ru/document/1200052836
http://docs.cntd.ru/document/1200114210
http://docs.cntd.ru/document/1200107547
http://docs.cntd.ru/document/1200114211
https://www.iso.org/standard/69432.html
https://www.iso.org/standard/91614.html
https://www.iso.org/standard/65266.html
https://www.iso.org/standard/66331.html
https://cn.gostinfo.ru/catalog/Details/?id=7331163
https://cn.gostinfo.ru/catalog/Details/?id=7331163
https://www.iso.org/standard/70606.html
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[10]

[11]

[12]

[13]

FOCT NCO 14698-1-2005 Yactb 1. ObLme NpUHLMNLI U METOAbI.

FOCT UCO 14698-2-2005 YacTb 2. AHaNM3 gaHHbIX 0 BUO3arpaA3HEHUsIX.

ISO 14698-1:2003 — Part 1: General principles and methods.

ISO 14698-2:2003/COR 1:2004 — Part 2: Evaluation and interpretation of biocontamination data.

MexxayHapoaHsble ctaHaapTbl ISO 14698-1 1 I1ISO 14698-2 otmeHeHbI ISO B 2026 r. 6e3 3ameHbl; FTOCT MCO 14698-1-
2005 B P® peinctsyer.

GHTF/SG1/N055:2009 Definition of the Terms “Manufacturer”, “Authorised Representative”, “Distributor” and
“Importer” (OnpeaeneHve TepmnHoB «M3rotosutenby, «OduuManbHbIA NpeacTasuTesnby, « AUcTpubbIOTOP» U
«MmnopTép»).

GHTF/SG5/N4:2010 Post-Market Clinical Follow-Up Studies (MocT-npogaxHoe HabatogeHne B pamKax KNMHUYe-
CKMX MccnenoBaHuii).

AKTYanbHbI agokymeHT IMDRF: IMDRF/MDCE WG/N65FINAL:2021 Post-Market Clinical Follow-Up Studies.
GHTF/SG1/N70:2011 Label and Instructions for Use for Medical Devices (3TUKeTKa U UHCTPYKLMM NO NPUMEHEHUIO
MEANUMHCKUX U3aeNnin) — apxmBHbIA fOKymeHT GHTF.

AKTYanbHbI gokymeHT IMDRF: IMDRF/GRRP WG/N52 (Edition 2):2024 Principles of Labelling for Medical Devices
and IVD Medical Devices.

GHTF/SG1/N071:2012 Definition of the Terms “Medical Device” and “In Vitro Diagnostic (IVD) Medical Device”
(OnpepeneHve TepmuHoB « MeauUMHCKOe M3genme» n «MeauUMHCKOe nsaenne Ans AMarHOCTUKK in vitro»).

Obs3aTenbHan 4OKYMeHTUpoBaHHaA Hpopmauma no 1IS013485:201612°

O6sa3aTenbHbie Npoueaypbl

Pazpen KTo0 oT-
ISO13485 @ Beuaetr?

1. 3apoKyMeHTUpoBaHHas posib(K), NpUHATas opraHu3auueit 4.1.1
2. MeToAMKM M onucaHue npouyeccos — 136 MM PO n.9 :1‘2} i
3. TucbMeHHble cornawenus no kadvectsy (CnK) ans napTHEPOB NO ayTCOPCUHTY.
BHUUUMT — ripoyenypa, onucbiBaroyne MeToasl U riiy6uHy KOHTPOJIS ropyuan- 4.15
YECKHMX JI1L, BbIMOJIHIOLYMNX I10 JOrOBOPY NMPOLECCHI (CTagmn) rnpoeKTHpoBaHns o
H pa3paboTKH, NPoN3BOACTBA, BbIXOQHOIro KOHTpossa 121
4. [lpoueaypa ansa BanuMaaumm NpUMeHSIeMoro nNporpamMMHoro obecrneveHmns ;ég’ 76
.5.6, 7.
5. PyxoBopgcrso o kavyecrsy 4.2.2
6. [Mlosmrnka B obs1acTv Kavyecrsa 4.2.1
7. Lenu B obnactu kayectea 4.2.1
8. [Ipoyeaypa yripaBseHNs1 JOKYMEHTaMU 4.2.4
9. [lIpoyeaypa A/19 KOHTPOJIS 3anMNCeH 4.2.5
10. Cchepbl OTBETCTBEHHOCTM M NOTHOMOUMS (AOMKHOCTHBIE MHCTPYKLUMK, NOSIOXKEHMS noapas-
[EeneHui, NpuKasbl O Ha3HAYeHUsX U pabounx rpynnax, NMpoeKTHble AOKYMEHTbI No ynpas- | 5.5.1
NIEHNI0 KOMaHZaMK...) opraHu3alnoHHas cTpyktypa — 136 NN P® n.9
11. MNpoueaypa nNo NnpoBeAeHUIO aHannsa Co CTOPOHbI PYKOBOACTBA 5.6.1
12. Mpoueaypa No yCTaHOBIEHMIO N NOAAEPXKAHMIO KOMAETEHTHOCTM, N0 06y4eHnto n obecne- 6.2
YEHMI0 OCBEAOM/IEHHOCTM NepcoHan o TpeboBaHusx CMK, perynsatopoB u noTpebutenen )
13. TpeboBaHus anst MHDPACTPYKTYpPbI 6.3
14. TpeboBaHuWs N0 TEXHUYECKOMY 06CITYXXMBaHWUIO MHMPACTPYKTYpPbI 6.3
15. TpeboBaHusi 4N NPOM3BOACTBEHHOMN Cpeabl 6.4.1
16. Mpoueaypa No MOHUTOPUHIY M KOHTPOSO paboueit cpeabl 6.4.1

120 Cnimcok cocTaBneH peaakTopoM y4ebHOro nocobms.
121 IaHHbIM WPMGTOM 0603HaYEHbI MpoLieaypoii KoTopble Ha calite BHUMUMT o603HaueHbl Kak peKOMeHAyeMble Ans OTMPaBKW WH-
cnekTopy Ao nposepku (B opmaTe pdf C BOZMOXHOCTBIO MOMCKa)



http://docs.cntd.ru/document/1200041151
http://docs.cntd.ru/document/1200041152
https://www.iso.org/standard/25015.html
https://www.iso.org/standard/41179.html
https://www.imdrf.org/sites/default/files/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n055-definition-terms-090326.pdf
https://www.imdrf.org/sites/default/files/docs/ghtf/final/sg5/technical-docs/ghtf-sg5-n4-post-market-clinical-studies-100218.pdf
https://www.imdrf.org/sites/default/files/docs/ghtf/archived/sg1/technical-docs/ghtf-sg1-n70-2011-label-instruction-use-medical-devices-110916.pdf
https://www.imdrf.org/sites/default/files/2024-04/IMDRF%20GRRP%20WG%20N52%20%28Edition%202%29.pdf
https://www.imdrf.org/sites/default/files/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n071-2012-definition-of-terms-120516.pdf
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17. TpeboBaHus Mo 340pOBbIO, YNCTOTE U OAEX/E NEPCOHana 6.4.1
18. Mepbl N0 KOHTPO/KO 3arpsA3HEHHOIO AWM NOTEHUMANbHO 3arpsA3HEHHOIO NPOAYKTa 6.4.2
19. TpeboBaHUs K CpeacTBaM ynpaB/ieHWsl KOHTaMUHaLUMen MUKpodIopoi nnmn Menkoancnepc- 6.4.2
HbIMM YaCTMLAMU Af1s1 CTEPUIIbHBIX U3aenni o
20. lTpoyegypa rio pUCK-MEHEAIKMEHTY NMPOoAYKUNH B MPOLIECCaX IXM3HEHHOIo ynkiia 7.1
21. Mepbl ans ces3u ¢ notpedbutensimu (Hanpumep, Mpoueaypa no pabote ¢ gorosopamu, Mpo- 253
Lenypa no pabote ¢ CRM-cucremoit...) o
22. [TIpoyegypa no npoeKTupoBaHMIo 1 pa3paboTke 7.3.1
23. Mpoueaypa no nepegaye CnpoekTUpPOBaHHbLIX U3AENWIA Ha NPOU3BOACTBO (3aMycK B NPous- 23.8
BOACTBO) e
24. Mpoueaypa No opraH13aLMn 1 NpoBeAeHMIO NpoLecca 3aKynok. Kak yacTb 3Toi npoue- 7.4
[ypbl U cCaMOCTOSITENbHAS: Mpoyeqypa, OnMUCbIBaroLast BXOAHOH KOHTPOJIb Cbipbsl, §7.4.3
MaTepHasios M T.1.
HoxymeHTHpoBaHHas rnpoyeaypa, onmucoiBaroLas rnopsgok paborsi € ocrasLym- BHUMVIMT
KaMH, a TaKxe KpUTEPUHN BbI6Opa MOCTaBLYNKOB.
25. lMpoueaypbl 1 MeToabl KOHTPOSS NPON3BOACTBA
npoyeaypa, onnuceiBaroLas nopsifiox NPoBELEHNS BXOQHOIro 1 BbIXOAHOro koH-  7.5.1
TpOSISA
HoxymeHTHpOoBaHHas rnpoyeaypa, onucoiBaroLas rpon3BO4CTBO MEANLHHCKOIO M3- BHUMVIMT
A€/ B EJIOM H TPOH3BOACTBEHHbBIE ITPOLECChI H3rOTOB/IEHNS B YaCTHOCTH
26. TpeboBaHMs K UMCTOTE NPOAYKUMM UNWN CPEeACTBaM KOHTPOJIS 3arpsi3HeHusl (KOHTaMmHa- 259
uun) -
27. TpeboBaHMs NO MOHTaXy NPOAYKUMM U KpUTEPUM NPUEMKM Ansl BepudMKaumm MOHTaxa 7.5.3
28. lMpoueaypa no 06Ccny>xMBaHUIO NPoAyKUMA 7.5.4
29. MNpoueaypsl NO BanAMaaumm crneunpoLeccos 7.5.6
30. MNpoueaypa no Banugaunm npouecca crepunmsaumm n SBS 7.5.7
31. lMpoyegypa no npgeHTugpnkaynm rnpogyKynn 7.5.8
32. [lpouyegypa o rnpociexmBaeMoCcT1 Ha BCEX 3TArax XU3HEHHOro yukiamm MU (orosopka B
n.7.1 — «npu Heobxogumoctu») (BHUUUMT Tpebyer npoc/iesxmMBaeMocCTb TO/IbKO 7.5.9.1
«Ha Bcex 31arnax rpon3Bo4CTBa»)
33. MNpoueaypbl N0 COXpaAHEHWIO COOTBETCTBUS NMPOAYKLUMW Ha pasHbIX CTaAMSaX XKU3HEHHOrO
UMK/ 4O Havana akcnayaTaumm 2511
HoxyMmeHTHpOBaHHas rpoyeaypa, onmuchiBaroLyas rnopsgoK XpaHeHns coippsi, Ma- '~
TEpHaJIOB M roTOBO# MPOAYKUNH Ha MTPON3BOACTBE.
34. TpeboBaHUs K crneumnanbHbIM YCIOBUSM XpaHeHUs 0coboin NpoayKumm 7.5.11
35. MNpoueaypa No METPONOrMYEcKoMy obecrneyeHmto 7.6
36. lMpoyegypa no o6paTHoO#H CBA3M C MOTPEOUTENNAMN 8.2.1
37. Mpoueaypa No pacCMOTPEHUIO NPETEH3MUM 8.2.2
38. Mpoueaypa no cooblieHusM perynstopy(am) (BO3MOXHO COBMELLEHHAs C npoLieaypoyi no 8.2.3
MOHUTOPUHIY 6e3onacHoct MU n\nnu no peructpaumm M) -
39. lNMpoueaypa BHYTPEHHEro ayanta 8.2.4
40. Mpoueaypa Mo yrnpaBieHNI0 HECOOTBETCTBYIOLLIEN NPOAYKLMN 8.3.1
41. Mpoueaypa BbiMycKa NOSICHATENbHBIX YBEAOMIIEHWM 8.3.3
42. MNpoueaypa no nepepaboTtke 8.3.4
43. lMpoueaypa aHanu3a AaHHbIX 8.4
44. lMpoyenypa KOpPEKTHPYIOLNX AEHCTBHIH 8.5.2
45. lMpoyenypa npegynpexxaarownx gescTBmi 8.5.3
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1. 3anucu MeponpusiTUiA NO BanuaaumMm NporpaMMHOro obecrneyeHuns 4.1.6, 7.6
2. ®aiin meanspenus (cM. PekoMeHaaumm ESK NQ 27 ot 27.12.2024) 4.2.3
3. 3anucy No npoBeAEHHOMY aHanu3y O CTOPOHbI PYKOBOACTBA 5.6.1
4. 3anucn 06 obpa3oBaHnK, 06y4EHMIO, NOSTYYEHHbIM HaBbIKaM W OMbITy 6.2
5. 3anucu o TexHn4eckoM o6CnyxmBaHnmM 060pyaoBaHMS BXoAsLWEro B MHPaCTpyKTypy 6.3
6. 3anvcu MeponpusTU PUCK-MEHEMKMEHTA 7.1
7. PaznunuHble nnaHbl Ans pasfinyHblX NPoLEeCcCOB XU3HEHHOIO LMKIA NPOAYKLMM 7.1
8. 3anucu o pesynbTaTax U AEUCTBUSIX, BbITEKAIOLIMX U3 pacCMOTpeHUst TpeboBaHui, cBsizaH- | 7.2.2
HbIX C NPOAYKTOM (COrniacoBaHHble 3asBkK, crneumnduKkaumnm, npukasol 0 3anycke...)
9. 3anucu M3MeHeHul TpeboBaHMit No NpoayKTy (pasnuyHble OpMbl KOPPEKTUPOBOK 3a- 299
Kasa...)
10. MnaHbl NO NpoekTaM n pa3paboTkam 7.3.2
11. BxopaHble AaHHbIE ANS NPOEKTUPOBaHUS 1 paspabotkm (T3...) 7.3.3
12. BbIXoAHble AaHHbIE NPOEKTUPOBAHNS U pa3paboTkn (OTUETHI, YTBEPXKAEHHbIE MPOEKTHI...) 7.3.4
13. 3anucn aHanmsa no xoA4y NPOEKTUPOBaHNS 1 pa3paboTku 7.3.5
14. 3anucn pe3ynbTaToB M 3aKio4YeHUs Bepudukaumm pesynbtatos D&D 7.3.6
15. MnaHbl Banuaaumm pesynbtatos D&D 7.3.7
16. 3anucu pe3ynbTaToB M 3aK/lodeHne no Banugaumm pesynotatos D&D 7.3.7
17. Pe3synbTaTbl 1 3aK04EHUS O nNepeaayn pesynbtatoB D&D B Npon3BoACTBO 7.3.8
18. 3anucyn n3mMeHeHui B XoAe NPOEKTUPOBAHMUS M Pa3paboTKu 7.3.9
19. daiin npoekTnpoBaHus 1 pa3pabotku (DHR) 7.3.10
20. 3anncuK pe3ynbTaToB OLEHKM, BbiIbOpa, MOHUTOPMHIA M MEPEOLIEHKN NMOCTaBLUMKA 7.4.1
21. 3anncy no BepudmKaLummn 3aKyrnje€HHOro CbipbSt M KOMMIEKTYHOLUMX 7.4.3
22. 3anucb NO KaXxaoMy Meausaenvio uin naptmm 7.5.1
23. 3anncy No MOHTaXy NpoAyKUMN U BepudmKaLumMm MOHTaxa 7.5.3
24. 3anncu no obcyXnBaHMo NpoayKUUn 7.5.4
25. 3anucK nNo napamMeTpaM CTepunnsaumm n no CTepUM3aumoHHbIM NAPTUAM 7.5.5
26. 3anucuK pe3ynbTaToB M 3aK/IloveHne No Banuaaumm cneunpoleccos 7.5.6
27. 3anucuK pe3ynbTaToB M 3aK/loveHne No Banuaaumm npouecca crepununsaumm 7.5.7
28. 3anucu no NpocnexunsaeMocTn Npoaykumm (Ha Heobxoanmyto rinybuHy) 7.5.9.2
29. 3anncu HaMMeHOBaHWI M afipecoB rpy3ononyyaTenei UMNIaHTUpyembix MU 7.5.9.2
30. CooblieHns noTpebuTento, CBsA3aHHbIE C ero COBCTBEHHOCTLIO NpU yTpaTe, NOBPEXAEHUN 2510
WA NpU3HAHMEM HENPUIOAHOCTM
31. 3anucu pe3ynbTaToB KannbpoBKK 1 NOBEPKM METPOSIOrMYeckoro o6opyaoBaHms 7.6
32. OTUYéTbl 06 06paTHOM CBA3MU C NOTPEBUTENAMU 8.2.1
33. 3anucy no pacCMOTPEHHBIM MPETEH3UAM 8.2.2
34. 3anncy No NoAroToBKe OTYETOB KOHTPOMPYIOLWMM OpraHaM 8.2.3
35. lNnaH BHYTpEeHHero ayauTta 8.2.4
36. OTYET 0 BHYTpPEHHEM ayauTe 8.2.4
37. [okazaTenbCTBa COOTBETCTBUSA NPOAYKUUN KPUTEPUSMU NPUEMKU 8.2.6
38. MpeHTudmkaums nuua, paspelumsLLErO BbIMYCK NpoAyKTa 8.2.6
39. UpeHTudUKaums nepcoHana, BbiNOHSIOWEro 1060l KOHTPOsb WM NMPOBEPSIIOLLErO UM- 8.2.6
nnaHTupyemole MU
40. 3aI'IVIEVI, naeHTudmumMpyowme ncnelTatensHoe obopyaoBaHue, NCNosib30BaHHOE A5 U3Me- 8.2.6
peHun
41. 3anncb HECOOTBETCTBUS 8.3.1
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42. 3anucy NpuéMKM NpoayKTa C pa3pelleHneM Ha OTKIOHEHNE 1 naeHTudbukaumen nuua, pas-  8.3.2
peLlumnBLLEro Takoe OTKSIOHEHNE
43. 3anucu AeicTBUIA, KacatoLWmMXCs BbIMyCka NMOSICHATENbHbIX YBEAOMIEHUN 8.3.3
44. 3anucy No BbINOMHEHHON NepepaboTke 8.3.4
3anucu pe3ynbTaToB aHaNn30B [AaHHbIX, B3ATble U3 8.4
45. 3anucelt No 06paTHOW CBA3M C NOTPEBUTENSMU; . 13 §8.2.1/8.2.2
46. 3anucelt no NnoATBEPXXAEHUIO COOTBETCTBUSA TPEBOBAHUSM K NPOAYKLWN; e 13§ 8 2 6 -
47. 3anucelt No XxapakTepUCTUKaM U TEHAEHUMSIM NPOLIECCOB U MPOAYKLUMU, BKITHOYasi BO3MOXK- .« n3§ 8.2.5
HOCTW NO Y/YYLLEHWNIO; b
“ . e N3§7.4
48. 3anucen No rnocTaBLUMKaM;
o . e N13§8.24
49. 3anucen no ayautam;
o n3§7.54
50. 3anucen nNo TEXHUYECKOMY 06CNTY>KMBAHMIO
51. 3anuncK KOppeKTUPYIOLWMX AEACTBUIN 8.5.2
52. 3anucu npeaynpexaatollee AencTBUN 8.5.3
Heob6s3aTenbHblie AOKYMEHTbI FEENEY]
ROKY 15013485
1. Tlpoueaypa namMepeHns yaoBneTBOPEHHOCTU NOTpebuTens 5.2
2. TMpoueaypa no naeHTUdbMKauumM TpeboBaHWUii perynsaTopos 5.2
3. Mpoueaypa no naeHTuduUKaLmm TpebosaHuii NoTpebutenei 5.2
4. TMpoueaypa, yCTaHaBMBaKOLAs NPOLECCHl BHYTPEHHEN KOMMYHUKaumy (Npoobpas npoueaypsl no 553
YNpPaBfEHNIO 3HAHUAMM) =
5. Tpoueaypa no naaHMpPOBaHUIO Pa3fINYHbIX MPOLECCOB XXU3HEHHOrO LMKIa NpoayKuun 7.1
6. [naH obecneyeHunst KauecTsa 7.1
7. Tpoueaypa npogax 7.2
8. 3anucy No aHanM3y pUCKOB CBSI3aHHbIX C MCTOPUEN B3aMMOOTHOLLEHWUI C K/IOYEBLIMU NOCTaBLUMKaMK  7.4.3
[lononHuTenbHaa AOKyMeHTUpoBaHHaa nHpopmauma no MDR 2017/74510°
. . § 13
O6s13aTenbHbIE Npoueaypbl M npoueccbl MDR: Ccbinka B MDR: 15013485
Mpoueaypa no ynpasneHuo nepeBogaMm Ha UHO- Cratbsl 41. TpeboBaHus k s3biky 1 Ctatbs 10
CTpaHHbIe 53bIKM AOKYMeHTaumn Bxoaswen B Texin-  (n.11). Obwme obs3aTenbCcTBa U3roToBUTENEN 4.2
yeckui caiin n TekcToB MHTepdeica MU
Mpoueaypa No HOpMaTMBHbLIM BOMpocaM (BO3MOXHO Annex IX — Conformity Assessment Based on a
s N . . 7.2.1/
pacwmpuTtb eé elwé n PerynatopHon MNonutukon) B3a- Quality Management System and on Assessment of 733/
NMOJEWNCTBME C PErynaTopamu, ¢ HoTUUUMpoBaH- Technical Documentation 8 2 3
HbIMW opraHamu, ¢ E.A.R. -
[OomKHOCTHas MHCTPYKUMS unmn pabodast npouenypa o Cratbs 15. JIMLo, OTBETCTBEHHOE 3a cobnoaeHne 551
yHKUMAX, NOTHOMOUMSX, OTBETCTBEHHOCTN PRRC, HOPMAaTUBHbIX TpeboBaHui 8.2. 6
MpuKa3s O ero HazHayeHun + Konus gunsioma o
Mpoueaypa KNMHWYeckon oueHku (a ewé FOCT P Cratbs 61 KnuHuyeckas oueHka v nasa VI — Knu- 23.7
56429-2015 (GHTF/SG5/N2R8:2007) Bam B MOMOLLUb)  HUYECKasi OLEHKa M KIIMHWYECKNe UCCneaoBaHuns "
Mpouecc nocT-MapkeTnHroBoro HabnoaeHns (a ewé  Cratbsa 10(n.10). O6wme obssaTenscTBa U3roToBU-
ISO/TR 20416:2020 Bam B nomoLLpb) Tenen; a Tawke Mpunox.III TexHnyeckas fOKYMeH- 8.2.1
Taums no nocT-npoaa)kHoMy HabnaeHuio
lNpoLiecc NOCT-MapKETUHIOBOro KIMHNYECKOro Mpunox.XIV — Part B [NocT-MapKkeTMHroBoe Katam- 8.2.1
HabntoaeHns (Takke ISO/TR 20416:2020 B NoMOLLb)  HecTU4eckoe HabnogeHne o
Mpouecc KOHTpONs 3a pe3ynbTaTUBHOCTLIO PaboThl 'n. V, Pasgen 2. OueHka cootBeTcTBMA (CT.52-60), 8.2.6

nocne BbiXxoAa Ha pPbIHOK

MpunoxeHus IX-XII npo OueHKy COOTBETCTBUS...
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. . §u3
O6si3aTenbHble Nnpoueaypbl M npoueccbl MDR: Ccbinka B MDR: 15013485
Mpoueaypa Ana U3AENUn, BbINOTHEHHBbIX Mo ocoboMy  Annex XIII — Part A — Procedure for custom-made 7.2.1/
3aKasy devices 7.5.1/
7.5.8/
8.2.6

MNpunoxernune A. CpasHeHue coagepxaHua mexay 1SO 13485:2003 u ISO 13485:2016

Tabnuua A.1 yaaneHa us nocobus BBMAY TOro, YTO Ha HACTOSLLMIA MOMEHT He OCTanoCh NPearnpuUsaTUiA, KOTOpble Bbl HE
NEepPELLNN Ha HOBYIO BEPCUIO CTaHAApTa.

MpunoxkeHue B (cnpas.) CootBetcTame mexay I1SO 13485:2016 n ISO 9001:2015

Ta6bnuua B.1 — CootBetcTBue mexay I1SO 13485:2016 u ISO 9001:2015 Bot

TakKux BOT

Tabnuua yganeHa, BCé eé coaepXXMMoe NnepeHeceHo B TEKCT nocobus B BUAE HOMEPOB B paMO4KaXx.

Tabaunuya B.2 — CooTtsercrBue mexay 1SO 9001:2015 1 ISO 13485:2016

Tabnuua yaaneHa. Ecnm Bbl CTpOUTE MHTErPUPOBAHHYIO CUCTEMY, B KOTOPOWM BHeApeHbl 0b6a cTaHaapTa ISO 9001 u
ISO 13485, To 0o6paTuUTECh 33 AQHHOM Tabnuuen K opuriHanbHoMmy FOCTYy.
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