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MNpeaucnosue

Llenn, ocHOBHble MPUHLMUMBI U OCHOBHOM MOPAAOK NPOBeAEHMA PaboT MO MEKrocyaapCcTBEHHOM
CTaHAapTM3aummn yctaHosneHbl B TOCT 1.0-2015 "MexrocygapcrBeHHas cuUcTemMa CTaHAapTU3auuu.
OcHoBHble nonoxeHua" n FOCT 1.2-2015 "MeKrocyaapcTBeHHan cuMctema ctaHgapTusaunm. CtaHaapTol
MENKFOCYAapCTBEHHbIE, MPABM/IA U PEKOMEHAALMMN MO MEXKIOCYAapPCTBEHHON cTaHgapTM3auuKn. Mpasuna
pa3paboTku, NpUHATUA, 06HOBAEHUS U OTMEHDI"

CseaeHus o cTaHaapTe

1 NOArOTOB/NEH O6uwectBOM C OrpaHuYeHHOW oTBeTcTBeHHOoCTbio "MEAUTECT" Ha ocHoBe
CcobCTBEHHOTO NepeBoa Ha PYCCKMUIA A3bIK aHMN0A3bIYHOW BEPCUM CTaHA4APTa, YKa3aHHOIo B MyHKTe 5

2 BHECEH TexHuyeckMm KomuTeTOM NO cTaHaapTtusauum TK 436 "YnpaBneHue KayecTBOM

MeAUUMHCKUX usgenmin”

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAAPTU3aLUKU, METPOIOrMN U cepTudmKaumm (ot
7 nioHsa 2017 r. npoTtokon N 99-M)

3a NpUHATHE NPOros0CoBaNM:

KpaTkoe HaumeHoBaHWe
cTpaHbl no MK (MCO 3166)

Kog ctpaHbl no MK
(MCO 3166) 004-97

CoKpalweHHOe HaMmeHOBaHMe HALLMOHANbHOTO
OpraHa nNo CTaH4apTU3aunm




004-97
ApmeHus AM MWuH3KoOHOMUKM Pecnybankm ApmeHun
benapycb BY locctaHaapT Pecnyb6aunkm Benapych
KasaxctaH KZ locctaHaapT Pecnybaunkn KasaxcTaH
Knprusna KG KbiproisctaHgapTt
Poccus RU PocctaHgapTt

4 NMpukasom PenepasibHOro areHTCTBa MO TEXHUYECKOMY PEeryiMpoBaHuto U metposorum ot 30
uioHa 2017 r. N 615-cTt mexrocygapcrtBeHHblid ctaHaapt FOCT ISO 13485-2017 BBeaeH B AeicTeme B
KayecTBe HalUMOHanbHOro cTaHaapTa Poccuiickoit Pepepaumn ¢ 1 utoHs 2018 r.

5 HacTtoswmin cTaHOApT WMAEHTUMYEH MeXayHapoaHomy cTaHgapTy ISO 13485:2016 "Uspenua
meauumMHCcKue. CUCTeMbl MeHeaAKMeHTa KayecTBa. TpeboBaHusa ans uenei perynmposanua” ("Medical
devices - Quality management systems - Requirements for regulatory purposes", IDT).

MpY NPUMEHEHUN HaCTOALLEro CTaHAApTa PEKOMEHAYeTCA MCMOAb30BaTb BMECTO CCbIIOYHbIX
MeXAYHapOoAHbIX CTaHAAPTOB COOTBETCTBYIOLWME MM MEMKIOCYyAapCTBEHHble CTaHAapTbl, CBeAeHMA O
KOTOPbIX NpUBEAEHbI B AOMNOAHUTENbHOM MpUAoKeHUM OA

6 B3BAMEH I'OCT ISO 13485-2011

NHbopmaums 06 M3IMEHEHMAX K HacTosAwemy CTaHZapTy nyb/auMKyeTca B €XerogHom
MHPopmauMoHHOM YyKaszatene "HaumoHanbHble cTaHAapTbl", a TEKCT M3MEHEHWM M MOMPaBOK - B
eXXeMecayHom MHPOPMALMOHHOM YyKasaTene "HauumoHanbHble cTaHaapTtbl". B cnydae nepecmoTpa
(3ameHbl) MM OTMEHBI HACTOALLEro CTaHA4APTa COOTBETCTBYIOLLEE YBEAOMNEHNE ByaeT onybAMKOBaHO B
eXXeMecaYyHoM MHPOpPMALMOHHOM YyKasaTesne "HauuoHanbHble cTaHAapTbl". COOTBETCTBYHOLLAA
MHbOPMaUMSA, yBEOOMSIEHME M TEKCTbl Pa3sMeLlaloTca TaKKe B MHPOPMALMOHHOW cucteme obuiero
Nno/sib30BaHUsA - Ha oduunanbHOM caliTe DegepanbHOro areHTCTBA MO TEXHUYECKOMY PeryanpoBaHuio 1
meTponorum B cetu UHTepHeT (Www.gost.ru)

BeeaneHue

Hactoawmin ctaHgapT asndetca TpeTbMmM u3gaHnem ISO 13485, oTMeHsEeT M 3ameHAeT BTopoe
usgaHue (1ISO 13485:2003) n ISO/TR 14969:2004, KoTopble 6blIN TEXHUYECKM NepecMoTpeHbl. OH TakKe
BK/lOYaeT B cebsa TexHuueckyto nonpasky ISO 13485:2003/Cor. 1:2009. CeBoaHas Tabavua UsmeHeHuH,
BK/IIOYEHHbIX B 3TO U34aHWME NO CPAaBHEHMUIO C NPeAbIAYLLIMM, NPMUBEAEHA B NMPUNOKEHUN A,

0.1 Obwme nonoKeHus

Hactoawmit ctaHaapT ycTaHaBAMBAeT TpeboBaHUA K CUCTEME MEHEAMKMEHTa KayecTBa, KOTopble
MOTFYT MPUMEHATLCA OpraHM3aLmeit, y4acTByoLLEN B OAHOM MM HECKONbKMX CTaANAX }KU3HEHHOTO UMKAA
MeAMLMHCKOro U34enuns, BKAOUYasA NPOEKTUPOBaHMe 1 pa3paboTKy, NPOM3BOACTBO, XPaHEHUE U NOCTaBKY,
MOHTa}, TexXHUYecKoe O06CAyXKMBAaHME, OKOHYATENbHbIA BbIBOA4, W3 3KChAyaTauMuv M YTUAM3aALMIO
MEAMLMHCKUX U34ennii AWM NpeaocTaBleHne CBA3aHHbIX C HUMMK ycayr (Hanpumep, TexXHUYecKas
noaaep:ka). TpebosaHuA, yCTaHOB/IEHHbIE B HACTOALLEM CTaHAAPTE, MOTYT TakKKe BbiTb MCMNO/b30BaHbI
NOCTaBLWMKAMMN OPraHn3aumnm AU MHbIMM BHELWHUMM CTOPOHaMM (Hanpumep, NOCTaBLWMKAMM CbipbA,
KOMMNOHEHTOB, CHOPOUHbIX Y3/10B, MEAUUMHCKUX W34, YyCayr Mo CTepuausauuu, noBepke W
KannMbpoBKe, AUCTPUOLIOTOPCKMX YCAYF, YCAYr MO TexXHUYeckomy o6cCay:KuBaHuio). MocTaBWMK MK
BHEWHAA CTOPOHa MoOryT A06pOBO/IbHO MPUMEHATb HACTOAWMIK CTaHAApPT ANA  AeMOHCTpauun
cooTBeTcTBMA ero TpeboBaHuAmM, nMbo cooTBeTcTBME TPebOBaHMAM MOMKET OblTb YCTAHOB/IEHO



KOHTPAKTOM.

B HEKOTOPbIX IOPUCANKLMAX MMEIOTCA peryampyowme TpeboBaHMa 41A NPUMEHEHNA K CUCTEMAM
MeHeKMeHTa KayecTBa OpraH13aunif, C pasanyHbIMMU POASMK B LLENW NOCTaBOK MeANLMHCKUX U3LeNniA.
CnepoBaTenbHO, HAaCTOALLMIA CTaHAAPT NPeANnoNaraeT, YTo opraHM3aUma:

- onpeaenset ceoto(n) ponb(n) B COOTBETCTBMU C MPUMEHUMbBIMU PErYINPYIOLLMMN TpeboBaHNAMU;
- onpeaensieT peryaupytouime TpeboBaHMA B pamkax aTon (3Tux) poau(ein);

- BK/IIOYAET 3TU NPUMEHUMbIE perynumpytome TpeboBaHMA B CUCTEMY MEHEAKMEHTA KayecTBa.
MpumeyvaHua

1 B KOHTEKCTe HaCTOAWero cTaHAapTa TepMWUH "topucamMkuma' o3HavaeT TeppuTopUabHO-
aAMUHUCTPATUBHYIO e4MHULY, Ha KOTOPYIO PacnpoCTPaHAIOTCA peryanpytowme TpeboBaHms.

2 B KOHTEeKCTe HacToAllero cTaHAaptTa TepMuH "ponb" noapasymeBaeT BUA AeATE/IbHOCTU
OpraHn3aumnmn NPUMEHUTENIbHO K MeaULMHCKOMY u3genuto (cm. n. 4.1.1).

TepMUHONOMMA B MPUMEHUMbIX PEFYANPYIOWNX TPEBOBAHUAX MOXKET OTAMYAThCA B Pa3/IMUYHbIX
CTpaHax M permoHax. OpraHusauma 4oXKHa NOHWMaTb, KaKMM 06pa3om TpeboBaHMA, YCTaHOB/IEHHbIE B
HacToAlem CcTaHgapTe, O6yayT WHTEPNPeTUPOBaTbCA B  TEPMUHOAOMMM,  WUCMOb3yemMOn B
3aKOHOAATe/IbCTBE TeX IOPUCAMKLMIA, B KOTOPbLIX MeaMLMHCKNE n3genua byayT obpalarbes.

HacToAawmin cTaHAAPT TaKKe MOXEeT MPUMEHATbCA BHYTPEHHUMM M BHEWHWMW CTOPOHAMM,
BKAOYAA opraHbl Mo cepTudMKaumm, [ANA OUEHKM CcnocobHOCTM oOpraHuM3auMM YAOBAETBOPATb
TpeboBaHMAM noTpebuteneir u peryanpylowmm TpeboBaHMAM, NpPeabaABAAEMbIM K cucTeme
MeHe)KMeHTa KayecTBa, a TaKKe COBCTBEeHHbIM TpeboBaHMAM opraHusaumu. TpeboBaHUA K cucTeme
MeHe)KMeHTa KauyecTBa, YCTaHOB/EHHble B HACTOALLEM CTaHAapTe, ABAAIOTCA AOMOHAIOWMMMK MO
OTHOLUEHMIO K TEXHMYECKMM TpeboBaHMAM K MPOAYKLUMM, KOTOpble ABAAIOTCA HeobxogumMbimM ans
YAOBNETBOPEHUA TpeboBaHU noTpebuteneir, U K NPUMEHUMbIM peryanpylowmm tpebosaHuam ans
obecneyeHna 6€30NacHOCTM N GYHKLMOHANbHbIX XapaKTePUCTUK.

Co3gaHune cucTemMbl MeHEAXKMEHTA KavecTBa Tp66y6T CTpaTernyeckoro peleHua opraHusauum. Ha
pa3pa60TKy N BHeEAPEHNE CUCTEMbBI MeHedXMeHTa Ka4eCTBa OpraHn3aunn BAUALIOT.

a) BHYTPEHHAA OpraHn3aLUMoHHanA cpeaa, U3MEHEHUs 3TOM cpedpbl U BAUAHUE OpPraHM3aLNOHHON
cpefbl Ha COOTBETCTBME MEAULMHCKUX U3AeNunii;

b) nsmeHsaowmecs NOTPebHOCTM opraHM3aLmy;

C) KOHKpEeTHbIe Lenn opraHMsaLuuuy;

d) Bbinyckaemas NpoayKuus;

e) NpuMeHaemMble NPOLLEeCChI;

f) pasmep opraHusauumn 1 opraHM3aLMOHHan CTPYKTYPa;

g) peryanpytowme TpeboBaHMA, MPUMEHUMbIE K AeATeIbHOCTM OpraH13aummn.

Hactoawmit craHgapT He npeanonaraeT eguHoobpasusa B CTPYKType Pas/iMyHbIX CUCTEM
MeHe)KMeHTa KauyecTBa, eaAnHOo06pasuna AOKYMEHTaUuMM MAW BbICTPAMBAHMA NO MyHKTAM CTPYKTYpbI
HacToALlero cTaHaapTa.

CywecTtByeT 60sbwoe pasHoobpasvMe MeAUUMHCKMX M34eNUI, U HEKOoTopble KOHKPETHble



TpeboBaHMA HACTOAWEro CTaHAAPTa MPUMEHWMbI TO/IbKO K Tem rpynnam MeAUUMHCKUX WU3Aenni,
onpeaeneHna KOTOPbIM AaHbl B pasgene 3.

0.2 PasbAcCHeHWe NoHATUM

B HacToAwem cTaHZapTe MCNOAb3YIOTCA caeaylowme TeEPMUHbI UM CNOBOCOYETAHUA, KOTOpble
MCNOJ1b3YIOTCA B KOHTEKCTE, OMMCAaHHOM HUXKe.

Korpa TpeboBaHMe cOMPOBOXKAAETCA CAOBOCOYETaHMEM "ecnu uenecoobpasHo", BbINOAHEHUe
TpeboBaHMA sABNAeTcA UenecoobpasHbiM, €c/iM opraHuMsauMa He MOXeT ob6ocHoBaTb o0bpaTHoe.
BbinosHeHMe TpeboBaHMA cUMTAETCA LeNecoobpasHbIiM, eCAM 3TO HEOBXOAMMO ANA TOro, YTobbI:

- NpoAyKumA yaosnetsopana TpebosaHnam;

- COOTBETCTBOBATb NPUMEHMMbIM PETYANPYIOLLMM TPeboBaHUAM;
- OCYLLECTBAATb KOPPEKTUPYIOLLME AeNCTBUS;

- OCYLWLECTBAATb MEHEAKMEHT PUCKa.

Tam, rge wcnonb3yetca TepMUH "pUCK', nNpumeHeHWe TepMMHA B pPaMKax HacTosllero
MEXAYHApOAHOro CTaHgapTa OTHOCUTCA K TpeboBaHMAM 6e30MacHOCTM M PYHKLMOHAbHLIM
XapaKTEPUCTUKAM MEeOMULMHCKOrO M3A4eNna WAM ONA  BbINOJHEHUA MNPUMEHUMbBIX PErYIMUPYHOLLNX
TpeboBaHUN.

Korpa HeobxoamMmo, 4Tobbl TpeboBaHMe 6bIN0 "AOKYMEHTMPOBAHO", OHO TaKKe AO0/IKHO bbiTh
YCTaHOB/EHO, BHEAPEHO U NOAAEPMKUBATLCA B paboyem COCTOSHUMN.

B TekcTe HacToAllero craHAapTa TepmuH "npoaykuma' MoXKeT O03HayaTb Takxke "ycayry'.
MpoayKums ABNSETCA pe3yibTaToM, KOTOPbIN NpeAHa3HavyeH ans noTpebutens uam um 3atpebosaH, imMbo
3aZlaHHbIM Pe3y/bTaTOM MpoLLecca NPOoM3BOACTBA NPOAYKLMM.

Tam, roe ucnonbsyetca TepMUH "peryanpytowme TpeboBaHus", oH BKAOYaeT B cebs TpeboBaHus,
cogeprkalmecs B 11060M 3aKOHOAATEIbHOM aKTe, MPUMEHUMOM K NO/Ib30BATENI0 HACTOALLEro CTaHAAPTa
(Hanpumep, 3aKOHbI, NOA3aKOHHbIE aKTbl, IpeanuUcaHnsa U ANPEKTUBDI).

MpumeHeHne TepmuHa  "peryavpyrlolime  TpeboBaHuA"  orpaHuyeHo  TpeboBaHMsAMMU,
npeabaBASEMbIMU K CUCTEME MEHEAKMEHTA KayecTBa, a TakKe 6e30nacHOCTU uan GYHKLUUOHANbHbIM
XapaKTepPUCTMKaM MeAULUMHCKOro U3genms.

B HacTosALLEM CTaHAAPTE UCMO/b3YHOTCA CAeAytoLMe FnarosbHble Gopmbl:

- "NonxeH" ykasbiBaeT Ha TpeboBaHuUe;

"Cnepnyet" yKka3blBaeT Ha peKOMeHAAUMIO;
n n
- "Morno 6bl" yKa3sbIBaeT Ha pa3peLleHue;
- "MoeT" yKasblBaeT Ha CNOCOBHOCTb NN BO3SMOMKHOCTb.

NHdpopmauma, ob6o3HaveHHasa KaK "lMpumedaHue", HOCUT xapaKTep PYKOBOAALWMX YKa3aHW ana
NMOHUMAHWA AW PAa3bACHEHUS COOTBETCTBYIOLWErO TpeboBaHuMA.

0.3 MpoueccHbIn noaxon,

HacTtoawmit ctaHAapT OCHOBaH Ha MPOLLECCHOM MOAXOAe K MeHe[MeHTy Kadectsa. Jliobyio
[eATeNbHOCTb, KOTOPasa MMeeT BXOA 1 npeobpasyer ero B BbIX04, MOXHO paccMaTpuBaTb Kak npoLecc.



YacTo BbIX04, 04HOr0O NpoLLecca ABNAETCA BXOA0M CNeAytolLero npotecca.

[na ycnewHoro ¢GyHKUMOHWPOBAHMA OpraHM3auMa AO0/XKHA onpeaenTb MHOTMOYMCAEHHble U
B3aMMOCBA3aHHble NPOLLECChI M YNPABAATb UMM,

MpumeHeHne cUcTeMbl MPOLLECCOB B PamMKax OpraHM3auuu COBMECTHO C UX MAeHTUbUKaumen u
B3aMMOAENCTBMEM MPOLIECCOB, a TaKXe WX MEHEKMEHTOM [/1A MNOJYyYeHUA Kelaemoro pesynbTaTa
MOXeT bbITb onpeaeneHo Kak "npoueccHbin noaxoa".

MprmeHeHWe NPOLECCHOro NoAX0Aa B CUCTEME MEeHeAKMEHTa KayecTBa NO3BOAET:
a) NOHMMaTb 1 MOCTOSAHHO BbINONHATL TPeboBaHuUS;

b) paccmaTpuBaTh NPOLLECCHI C TOYKU 3peHMA A0BaBAEHNSA UMW LEHHOCTH;

C) AoCcTUraTh pesynbTaTUBHOIO GYHKLMOHMPOBAHMUA NPOLLECCOB;

d) ynyywats npoueccbl Ha 0OCHOBE 06bEKTUBHBIX U3MEPEHUA.

0.4 Csasb ¢ ISO 9001

XoTA HacToAWMMA CTaHAAPT ABAAETCA aBTOHOMHbIM, OH OCHOBaH Ha I1SO 9001:2008, KoTopblii 6bin
3ameHeH Ha ISO 9001:2015. Ans yaobcTBa Nonb3oBaHMA B MPUIOXKEHMM B npuBeseHO COOTBETCTBUE
mexay nyHktamm ISO 9001:2015 1 HacToAWMM CTAHAAPTOM.

Hactosawuii  cTaHaapT npeaHasHayeH ans  obsieryeHMa  rnobanbHOro  COrnacoBaHMs
COOTBETCTBYIOLMX PEryNpYOLNX TPeboBaHUI K cUCTEMaM MEHEKMeHTa KauyecTBa, MPUMEHUMBbIX K
OpraHM3auUMAaM, Yy4acTBYIOLWMM B OAHOM MW HECKONbKUX CTaAMAX KU3HEHHOrO LUMKAA MeAULMHCKOTO
uspgenus. Hactoawmin ctaHaapT BKkAo4YaeT B ceba HeKoTopble ocobbie TpeboBaHUsA AN opraHM3auUuii,
YUYaACTBYIOLLMX B }KU3HEHHOM LMK/IE MeAULNHCKUX U3AENUIA, N UCKTOYAEeT HeKOTopble 13 TpebosaHuin ISO
9001, KoTopble He uUenecoobpasHbl B Ka4ecTBe peryampytowmx TpeboBaHnin. N3-3a sTUX UCKNOYEHUN,
OpraHM3aunmn, CUCTEMbI MEHEeAXMEHTA KayecTBa KOTOPbIX COOTBETCTBYIOT HACTOALLEMY CTaHAAPTy, He
MOryT npeTeHA0BaTh Ha cooTeeTcTBMe ISO 9001, ecnn UX cMCTEMA MEHEAKMEHTA KayecTBa He OTBeYaeT
Bcem TpebosaHuam ISO 9001.

0.5 CoBMEeCTUMOCTb C APYrMMM CUCTEMAMUN MEHEAKMEHTA

HacToawmit ctaHaapT HE COAEPXKUT CneumanbHbIX TPE60BaHMIA K APYrMM CUCTEMAM MEHEAKMEHTa,
Hanpumep K CcUCTeMam MeHeI)KMeHTa OXpaHbl OKpysKawollei cpeapl, 6e3onacHocT U
npodeccnoHanbHOro 340p0BbA, a TaKKe GUHAHCOBOro MEHEAMKMEHTA.

OpnHako HaCTOﬂU.I,VIVI CTaHAapPT NO3BOIAET OPraHM3auunn cornacosbiBaTtb UM UHTETPUPOBATb CBOKO
CO6CTBeHHyIO CUCTemy MeHegXMeHTa Ka4deCTBa C COOTBETCTBYHOLWMMU Tpe6OBaHMHMM APYyrnx cncrtem
MeHeOXMeHTa.

OpraHusauma MOKeT afanTMpoBaTb AEUCTBYIOWLYH CUCTEMY (CMCTEMbI) MeHeAXXMeHTa AanA
CO34aHNA CUCTEMbI MEHEAMKMEHTA KauecTBa, COOTBETCTBYIOLLEN TpeboBaHMAM HACTOALLEro cTaHAapTa.

1. O6nactb NpMMeHeHUA

Hactoawmit cTaHaapT ycTaHaBAMBaeT TpeboBaHUA K CUCTEME MeHeAKMeHTa KayecTsa B C/yvasnx,
Korga opraHusaumMmM HeobxoAMMO MPOAEMOHCTPMPOBaTb CMOCOBHOCTL MNOCTaBAATL MeAULMHCKUE
nsaenna n NPeAocTaBAATb CBA3aHHOE C HUMMK 06CNY}KMBaHUE, OTBeYatoLWmMe TpeboBaHMAM notpebuTena
N NPUMEHMMbIM Peryanpyowmnm TpebosaHmam. Takme opraHMsaLmm moryT 6biTb BOB/IEYEHbI B OAHY MK
HECKO/MIbKO CTaAuiA KM3HEHHOTro UMKAA MeAMUMHCKOrO W3Aenua, BKAYaa MPOEKTUPOBaHWE W
pa3paboTKy, MNPOU3BOACTBO, XpaHeHWe W AUCTPUOYLMIO, MOHTaK W O0BCAYXMBAHME, a TaKxke



NPOEKTUpOBaHME U pPa3paboTKy WM OKasaHMEe CBA3AHHbIX C MEAUUMHCKUMW U3AENUAMM  YCayr
(Hanpumep, TexHuyeckoro o6CAYXMBaAHMA). HacToAWMI CTaHAAPT TaKXKe MOXKeT 6biTb MCNo/Ab30BaH
NOCTaBLMKAMMN NN BHELIHMMW CTOPOHAMM, KOTOPbIE MOCTaBAAIT NPOAYKLUMIO U CBA3AHHbIE C CUCTEMON
MeHeAKMeHTa KauyecTBa opraHM3aumii yCayrn TakMm opraHM3aLusam.

TpE6OBaHMH HacCToAlWero CtaHAapTa NPUMeHUMbI K OpraHn3aumAmMm HE3aBUCUMO OT UX pa3mepa U
BMAAQ, eCAn TONbKO MUCKAKYeHMe He odeBugHo. Bce TpE6OBaHVIFI, npumeHnmble K MeaUUUHCKUM
nsagennam, B paBHOﬁ mepe npumeHmmbl K ycanyram B OTHOWEHUU 3TUX Map,enmﬁ, €C/IN TaKoBble
OKa3blBatoTCA opraHmsaumei/’l.

Mpoueccsl, Tpe6yeMb|e HacCcToAWMM CTaHOAPTOM W NpUMMeHUMble K OpraHuMsauun, HO He
ocyuwecrtsnaemsble camoi opraHM3au,Me171 HanpAMyr, OCTalOTCA OTBETCTBEHHOCTbIO OpPraHuU3auun wm
AO0/KHblI HAXO0AUTbLCA NoA ynpaBaeHUNem CUCTEMbI MEHEOXMEHTA KayeCTBa OpPraHm3aulmMn nocpeacrsom
nposeaeHnA MOHUTOPUHIa, noaaepXaHnA B pa6oqu\ COCTOAHUU U ynpaBaeHNA 3STUMUN nNpoLuecCamu.

Ecniv  npumeHuMmble  peryauvpylolme TpeboBaHMA  AOMYCKAlOT  UCKAOYEHME  ynpaBaeHus
NPOEKTUPOBaHMEM W Pa3paboTKOW M3AEeNUI, TO 3TO MOMKET C/AYKUTb OCHOBAaHMEM ANA WMCKNHOUYEHUA
CoOTBETCTBYIOWMX TPebOBaHWIA U3  KOHKPETHOM CUCTEeMbl MeHeAXKMeHTa KayecTBa. ITUMMU
peryavpylowmMmmn TpebosBaHMAMKU MOryT BbiTb NPeAOoCTaBAeHbl afbTepHATUBHbIE MOAXOAbl, KOTOpble
OONXKHbI BbITb PACCMOTPEHbI A1 KOHKPETHOW CUCTEMbI MeHeAXKMeHTa KadectBa. OTBETCTBEHHOCTb 3a
obecneyeHne cooTBeTcTBMA TpeboBaHMAM HACTOAWEro CTaHAApTa MPU WCKAKOYEHUM YhpaB/ieHun
NPOEKTUPOBaHNEM M Pa3paboTKO U3AeNNiA NeXKNUT Ha CAaMOI OpraH13aummn.

Ecnn kakoe-nnbo TpebosaHne pa3nenos 6, 7 UAM 8 HACTOALLEro CTaHAAPTa Helb3Aa NPUMEHUTb
BBUAY CNeundrKnN AeATebHOCTN OPraHn3aLLMmn Nan ocobeHHOCTeN MeANUMHCKOrO U3AeunA, Ha KOTopble
pacnpocTpaHAeTCA CUCTEMA MEHeAXMEHTa KauyecTBa, TO OpraHM3auuMu He cieayeT BKAOYaTb TaKoe
TpeboBaHME B CBOK CUCTEMY MEHEAKMEHTA KayecTBa. B OTHOWEHMW KaXK[oro HEnpMMEHUMOro
TpeboBaHMA opraHM3aLma 4O/IKHA LOKYMEHTMPOBATL 06OCHOBaHWE B COOTBETCTBUM C MyHKTOM 4.2.2.

2. HopmaTtuBHble CCbINKK

B HacToAwem cTaHgapTe UCNOb30BaHA HOPMATMBHAA CCbIZIKA HA CﬂEAVIOU.I,MVI CTaHAapT:

ISO 9000:2015, Quality management systems - Fundamentals and vocabulary (Cuctembl
MeHeaXMeHTa KavectBa. OCHOBHbIE NOOXKEHUS U C/I0BApPb)

3. TepmUHbI 1 onpeaeneHns

B HacToAwem cTaHaapTe NpMMeHeHbl TepMuHbl U onpegeneHna no ISO 9000:2015, a TaKkxke
cnepyowme TePMUHbI C COOTBETCTBYIOLLMMM ONpeseneHnamu:

3.1 noAacHuTenbHoe yBegomaeHue (advisory notice): YsegomneHue, BbinyleHHOe opraHusaumen
rnocne nocCTaBKM MEeAMLMHCKOrO Mu3aenuns, coaepskallee AONOAHUTENbHYIO uHOpMaLMio u/man
peKkomeHAaLMn 0 TOM, Kakue AeNCTBMA A0/KHbI BblTb NPEeAnPUHATbI NPK:

- NPUMEHEHUN MEANLMHCKOro U34enuns;
- MoAMOUKaLMN MEeANLMHCKOrO U34enns;

- BO3BpaTe MeANLMHCKOro U3aenna opraHn3aumnmn, KoTopas ero NocTasuna;
- YTUAU3AUUN MEANLMHCKOTO U3aenns.

MpumeyaHue - BbiNyCK MOACHUTE/NbHOrMO YBEAOM/EHUA MOMKeT TpeboBaTbCcA B COOTBETCTBUM C
NPUMEHUMbIMM PErynpyoLLMMK TPebOBaHNAMM.



3.2 ynonHOMOYEHHbIN NpeacTaBuTens (authorized representative): ®usmnueckoe nnu opnamyeckoe
NNUO, KOTopoe onpefeneHO 3aKOHOAATENbCTBOM CTPaHbl WAW PErnoHa, MoJjy4vMBlUEE MUCbMEHHOE
Ha3Ha4yeHue OT M3roTOBUTENA LENCTBOBATb OT €0 MMEHU AJ1A BbINOJHEHWA OnpeAeneHHblX 33434 B
OTHOLLEHWM 0H6A3aHHOCTEN N3TOTOBUTENSA, YCTAHOBAEHHbIX 3aKOHOAATE/IbCTBOM KOHKPETHOM CTPaHbl UK
pernoHa.

[GHTF/SG1/N055:2009, nyHKT 5.2]

3.3 KAuHMYecKasa oueHKa (clinical evaluation): AHanM3 M oueHUBaAHME KAMHUYECKUX AAHHbIX B
OTHOLWIEHUM MEAMLMHCKOrO M3aenva C uUenbto BepudpuKaumm 6e3onacHOCTU M GYHKUMOHANbHbBIX
XapaKTEPUCTUK U3AENNA NPU €TI0 KIMHUYECKOM NPUMEHEHMN, KaK NpeaHa3Ha4YeHO U3rOTOBUTENEM.

[GHTF/SG5/N4:2010, pa3aen 4]

3.4 npeteH3ua (complaint): MucbmeHHOE, 31EKTPOHHOE MAKM YCTHOE cooblieHne O HeaocTaTKax,
CBA3AHHbIX C MAEHTMOMKaLUMEN, KayecTBOM, CPOKOM CAybbl, HageKHOCTbio, 6e30MacHOCTbIO UK
GYHKUMOHANbHBIMU  XapaKTEPUCTUKAMU MeAULIMHCKOrO M3Aenns, BbllleAlero M3-noj, ynpasieHus
opraHu3aumel, a TaK¥e B OTHOLIEHUM CBA3AHHOIO C HMM OBCAYKMBAHMA, KOTOpPOE BAUAET Ha
bYHKUMOHaIbHbIE XapaKTePUCTUKU TaKUX MeAULMHCKUX U3AeNuniA.

MpumedaHne - 310 onpegeneHue "npeteH3mn" oTAMYaeTcA OT onpeaeneHus, gaHHoro B ISO
9000:2015.

3.5 anctpubbloTop (distributor): dusnyeckoe naun opuanYeckoe ANLO B LLENM NOCTABOK, KOTopoe
OecTByeT OT CBOEro WMMEHM U OCYLLECTBAAET NpoAaxy MeAUUMHCKOro W34enns KOHeYyHoMy
notpebutento.

[GHTF/SG1/N055:2009, nyHKT 5.3]
MpumeyvaHua
1 B uenb NocTtaBoK MoryT 6bITb BOB/ieYeHbl 6osee 04HOro gUCTpUbbloTOpAa.

2 /lnua B Lenu NoCTaBOK, BOBAEYEHHbIE B AEATENbHOCTb MO XPaHEHUIO M TPAHCMOPTUPOBKE OT
MMEHW M3roTOBUTENA, MMNOPTEPA MAN AUCTPMBLIOTOPA, He ABAAIOTCA AMCTPUOLIOTOPaMM MO AaHHOMY
onpeaeneHuio.

3.6 umnnaHTUpyemoe MeamuMHcKoe usgenune (implantable medical device): MeauumHckoe
n3genve, KOTopoe MOXKET OblTb YAa/feHO TONbKO MOCPEeACTBOM MEAMLMHCKOrO MAU XUPYPruyeckoro
BMEeLUATE/IbCTBA M KOTOPOE NpeaHa3HayYeHo ann:

- NO/IHOTO U/IN YaCTMYHOIO BBEAEHUSA B TE€/I0 UAN aHAaTOMMUYECKYIO MONOCTb Ye/10BEeKa UK
- 3ameLLeHNA 3NUTENNANbHOW NOBEPXHOCTU MU MOBEPXHOCTM r1asa U
- HAXOXAEeHUA B MecTe MMMIaHTaLUMn noc/e npoueaypbl B TeyeHne He meHee 30 aHei.

MpumeyvaHue - o710 onpeaeneHne MMmnaaHTMpyemoro megnumnHCKoro msagenna BKAKOYaeT TaKXKe
dKTUBHOE MMNIaHTUPYeEMOE MeaANLNHCKOoe nsagenune.

3.7 umnopTtep (importer): ®u3nyeckoe AN OPUANYECKOE NLIO, ABAAIOLLEECA NEPBbIM B LEenn
MOCTaBOK, BbIBOAALLMM MeAUNLIMHCKOE U3aenne, NpousseieHHoe B MHOWM CTpaHe AKX B IOPUCANKLMM, Ha
PbIHOK CTPaHbl, rae usgenune npeanonaraeTca K peanansaumnu.

[GHTF/SG1/N055:2009, nyHKT 5.4]



3.8 mapkuposKa (labelling): 9TukeTKa, MHCTPYKLUMA NO NPUMEHEHUIO N Ntobas MHaA MHbOopPMaLUS,
OTHOCAWAACA K WAEHTUOUKAUMW, TEXHUYECKOMY OMUCAHUIO, MNpeaHa3sHAYeHHOMY MPUMEHEHUIO
MEANUMHCKOTO U34e/11A, UCKAKYAn TOBAPOCONPOBOAUTENbHbIE OKYMEHTbI B OTHOLLUEHUW MOCTABKMU.

[GHTF/SG1/N70:2011, pa3aen 4]

3.9 xwusHeHHbI umkn (life-cycle): Bce cTagmu cyllecTBoBaHMA MEAMLMHCKONO u3aenusa, oT
nepBoHaYabHOM KOHLEMNUUKU A0 BbIBOAA U3 KCMIyaTaLumn U yTUAMU3ALUN.

[1ISO 14971:2007, nyHKT 2.7]

3.10 usrotosuTens (manufacturer): /lloboe pusmyeckoe MAN rLPUANYECKOE ML, OTBETCTBEHHOE
3a NPOEKTMpOoBaHUE M/MAK NPOM3BOACTBO MEAULMHCKOrO U34enna C Lenblo BbiNyCTUTh B obpalieHme
MeAMLUMHCKOoe n3genme nog ero co6CTBEHHbIM UMEHEM, HE3aBUCMMO OT TOrO, CMPOEKTUPOBAHO M/Uu
NPOM3BEAEHO /M 3TO MEAMUMHCKOE M3AeNMe OpraHusaumen UM no ee MNopydeHUIo APYrMm AULOM
(nMuamu).

[GHTF/SG1/N055:2009, nyHKT 5.1]
MpumeyvaHua

1 N3roToBUTENb HECET KOHEUHYIO IOPUAMYECKYIO OTBETCTBEHHOCTb 3a obecrneyeHune BbINOAHEHMUSA
NPUMEHUMbBIX PEryavmpyrolmx TpeboBaHWn CTPaH WAM OPUCAMKUMN B OTHOLIEHUUM MEAULIMHCKUX
n3gennin, ONA NPOAAXKM B KOTOPbIX OHM MpeAHasHayeHbl, eCNM TONbKO WMHOE He YCTaHOB/EHO
cneumanbHbiMU TPEBOBAHUAMM PEryMpPYIOLLMX OPraHOB B AaHHOMN IOPUCANKLMNN.

2 OTBeETCTBEHHOCTb W3rOoTOBMTENA OMWCAHA B pPyKoBOAAWMX AoKymeHTax GHTF. 3Jra
OTBETCTBEHHOCTb BK/1IOYAET B CeH651 OTBETCTBEHHOCTb MO BbINOJIHEHWUIO KaK NpeanpoaarkHbIX TpeboBaHWi,
TaK M NOCAENnpoAaXKHbIX TPeboBaHWMW, TaKMX KaK COODOLWEHUs O HebnaronpusTHbIX COBbITUAX U
yBE4OMNEHUA O KOPPEKTUPYIOLLNX AENCTBUAX.

3 lMpoeKTnpoBaHMe n/uaM NPouU3BOACTBO MOFYT BKAOYaTh B ceba paspaboTky cneundukauui,
NpoAyKuMM, npousBoAcTBO, CHOPKY, 06paboTKy, yMNaKoBKYy, MepeynaKkoBKYy, MapKUMPOBKY,
nepemapK1pOBKY, CTEPUIM3ALMI0, MOHTaX UK NepepaboTKy MeaUUMHCKOro U3Aenns, a TakKe Bbinyck
Habopa MEeAMUMHCKMX W3AEANIA, BO3MOXKHO B KOMBMHALMU C APYTUMW U3AEANAMM B MEAULMHCKUX
uensx.

4 JInuo, ocylLecTBAAIOLWEE B COOTBETCTBUM C MHCTPYKLMEN NO NPUMEHEHMIO CBOPKY U PEryNNPOBKY
MeAMLMHCKOrO WU34eNuA, BbINYyWEHHOr0 Ha PbIHOK MHbIM AWUOM M MpeAHasHaYeHHoro Ana
WMHANBUAYANbHOIO MPUMEHEHMUSA, He ABAAETCA N3roToBMTEIeM, eCnn c6OpKa U peryiMpoBKa He USMEHAIOT
npegHasHavYeHHOro NPUMEHEHNA MeANLMHCKOro U3aenus.

5 JlMuo, u3MeHAllee npeAHa3HauyeHHoe MNPUMEHEHWe MeAMLMHCKOro W3Aenusa  WUau
Mmoauduumpylollee MeaunUMHCKoe u3genne 6e3 corfacua M3rotoBUTeNsa A1A BbiNycka M3Aenus nog
CBOMM COBCTBEHHbIM MMEHEeM, C/refyeT paccMaTpuBaTb KaK M3rotosutens mMoanduLMpoBaHHOTO
MeANLMHCKOro U3aenus.

6 YNOAHOMOUYEHHbIW NpeacTaBuTeNb, AUCTPMOLIOTOP UAW MMNOPTEP, KOTOPbIN TONbKO AobaBaseT
CBOM aApec M KOHTaKTHble AaHHble Ha MeAUUMHCKOe M3ZenMe MW Ha ynakoBKy 6e3 yaaneHua uau
N3MEHEHWNA OPUTMHANIBbHOM MAaPKUPOBKM, HE ABAAETCA U3rOTOBUTE/IEM.

7 B cnydyae ecnv NpyvHaANEXKHOCTU No4naaatoT nog, peryampyoume TpeboBaHna K MeamLmHCKomy
M34ennto, Mua, OTBETCTBEHHbIE 33 MPOEKTUPOBaHWE U/MAM NPOU3BOACTBO TaKWUX MPUHAANEIKHOCTEMN,
ABNAOTCA M3rOTOBUTENAMM.

3.11 meauumHckoe usgenue (medical device): WHcTpymeHT, annapaTt, npubop, YCTPOMCTBO,



obopyaoBaHWe, MMMNAAHTAT, in vitro peareHT, nporpammHoe obecrneyeHwe, maTepuan WAU WHble
nofobHble UAK CBA3aHHbIE C HUMU U3AeNWA, NpedHa3HaYeHHble U3roToBUTeNeM ANA NPUMEHEHUA K
YyesIoBEKY MO OTAENbHOCTU UAN B KOMBUHALMK:

- INArHOCTUKM, MPODMNAKTUKM, MOHUTOPUHTA, 1eYeHmnsa amn obnerdyeHna 3abonesaHuii;
- INarHOCTUKM, MOHUTOPUHTA, IeYeHuns, obier4eHns namM KoMmneHcaumm nocneacTsnin Tpasmbl;

- UCCNef0BaHMA, 3aMeLLLEHMA AN N3MEHEHMA aHaTOMMUYECKOro CTPOEHUA UAM GUINOMOTMYECKUX
npoLLeccos;

- }XM3HeobecneyeHns UNu NoaaepKaHUA KUSHEHHbIX QYHKLUMNA;
- yNpaB/ieHMA 3a4aTmem;
- Ae3nHPpeKLMN MeaULNHCKUX N34eNnn;

- nofyyeHuns nHbopmaumm NocpeacTBom nccaegoBaHma in vitro npo6, B3ATbIX U3 Tena YeI0BEKa, a
TaKXe He A0CTUraloLLMe CBOEro NepBuYHOro npeaHasHadeHHoro Bo3AeicTBmna Ha opraHM3m YeNoBeKa 3a
cyeT GapMaKoNOrMYecKkUxX, MMMYHONOTMYECKUX AN MeTaboanYecKmx CpeacTs, HO GpYHKLUM KOTOPbIX
MOFYT NOAAEPKMUBATLCA TAKUMU CPEACTBAMM.

[GHTF/SG1/N071:2012, nyHKT 5.1]

MpumeuaHne - HeKkoTopble U3AENMA B OTAE/IbHbIX IOPUCANKLMAX MOTYT PaccMaTpMBaTbCA Kak
MEANLNHCKNE, HO B UX OTHOLLEHUM eLle He BbipaboTaH eanHbIi noaxoa. Takumu U3gennuamm moryT bbiTb:

- Ae3nHOULMPYIOLLIME BELLECTBA;
- BComoraTe/ibHble CpeAcTsa A4 UL, C OrPaHUYEHHbIMU BO3MOMHOCTAMU;
- U34ennA, BKAIOUAIOLWME TKaHU }KUBOTHbIX MW YENOBEKa;

- U34eNUA ANA SKCTPAKOPMNOPaAbHOro ONA0A0TBOPEHMA U PENPOAYKTUBHbIX TEXHONOMMIA.

3.12 cemeitcTBO MeaUUMHCKMX u3gennii (medical device family): Fpynna meanuUnHCKUX U3aenuni,
NPOU3BOAUMBIX OZIHOM W TOWM e WAWU AN OAHOW M TOW Ke opraHmMsauMm U UMEeKLNX OAMHaAKOBYHO
6a30BYyl0  KOHCTPYKUMIO W GYHKUMOHANbHblE XapaKTepPUCTUKM B  OTHOWEHUM 6e30MnacHOCTH,
npeaHasHa4yeHHOro NPpMMeHeHUsa U GyHKLUMOHMPOBaHUA.

3.13 oueHunBaHMe GYHKLUMOHANbHbIX XapakTepucTuk (performance evaluation): OueHka u aHanus
[OaHHbIX ANA YCTAaHOBAEHMA MW NPOBEPKM CNOCOBHOCTM M34enna ANA AMArHOCTMKM in vitro gocturatb
CBOEro HasHayeHwus.

3.14 nocnenpopaaxHoe HabawaeHue (post-market surveillance): Cuctematmyecknii npouecc cbopa
W aHaNn3a onbITa, NOSY4EHHOTO B OTHOLIEHUN MEANLUMHCKUX U3L4E/NI, BbINYLLEHHbIX HA PbIHOK.

3.15 npoaykumsa (product): PesynbTtaT npouecca.

[1SO 9000:2005, nyHKT 3.4.2]

MpumeyvaHua

1 CywiecTByIOT YeTbipe 06LMe KaTeropmm NPoayKLMM:
- ycayru (Hanpumep, nepeBo3Kun);

- NporpammHble cpeacTsa (HanpMmep, KOMMbIOTEPHAA NPOrpaMma, C/108aphb);



- TeXHUYecKune cpeacTea (Hanpumep, mexaHuyeckas 4acTb ABuraTens);
- nepepabatbiBaemble MaTepumanbl (Hanpumep, cMmaska).

MHorve BMAbl NPOAYKUMN COAEPKAT 3/IEMEHTbI, OTHOCALLMECA K PA3/IMYHbIM OBLLMM KaTeropmam
npoaykumm. OTHeceHWe MPOAYKUMM K ycayram, MNPOrPaMMHbIM, TEXHWMYECKMM CpeacTBam WK
nepepabaTtbiBaeMbiM MaTepmasam 3aBUCUT OT Npeobnagatollero afemeHTa. Hanpumep, nocrasnsemas
npoaykuma "aBTomMmobub" COCTOUT M3 TeXHUYECKUX cpeacTB (Hanpumep, WWH), nepepabaTbiBaeMbixX
MaTepuanoB (Hampumep, roptodee, OXNAXKAAMOLWAA KUOKOCTb), NMPOrPaMMHbIX CPeacTB (Hanpumep,
NporpamMmHoe ynpas/ieHne Asuratenem, MHCTPYKUMA ANA BOAUTENA) U yCayrv (Hanpumep, pasbACHEeHUA
Mo aKcnayaTauum, AaBaemble NPoAaBLLOM).

2 Ycnyra ABnAeTcA pe3ynbTaTOM MO MeHblueid Mepe OAHOro JAeinctsus, o06A3aTencHo
OCYLLEeCTBNIEHHOIO NPW B3aMMOAENCTBMM NOCTaBLUMKA M NOTPEBUTENS, U, KaK NPaBuIo, HemaTepuabHa.

MpegoctaBneHMe yCayrM MOXKET BK/OUaTb B ceba, Hanpumep, cneayloulee:

- AeATeNbHOCTb, OCYLWECTB/NEHHYIO C MOCTaB/AeHHOW noTpebutenem matepuanbHON npoaykumen
(Hanpumep, PeMOHT HencnpaBHOro aBTomobuns);

- AeATeNbHOCTb, OCYLLLECTB/IEHHYIO C MOCTaBAEHHOW noTpebutenem HemaTepmnanbHON NPoayKLmein
(Hanpumep, cocTaBneHme 3a8BEHUA O A0X0AaX, He0BX0ANMMOro A1a onpeaeneHns pasmepa Haaora);

- NpeAocTaBAeHMe HemaTepuaabHOM NPoAyKUMK (Hanpumep, MHGOPMaLMK B KOHTEKCTE Nepeaayn
3HaHWI);

- co34aHue ycnosuit ana notpebuteneli (Hanpumep, B rOCTUHMULAX U pecTopaHax).

MporpaMmmHoe cpeacTBO coAepPXUT MHGOPMaLMIO U 0BbIYHO ABAAETCA HEMaTEPMaNbHbIM U MOXKET
6bITb TakKe B Gopme NoAX0A0B, onepauunin Man npoueayp.

TexHU4YecKoe CpeAcTBO, Kak NpaBuo, ABAAETCA MaTepuasbHbIM, N €ro KOANYEeCTBO BblpaykaeTcs
NcUNCNAEMON XapaKTepucTukoi. MNepepabaTbiBaemble MaTepranbl 0BbIMHO ABAAOTCA MaTePUabHbIMMU,
M WX KOJIMYECTBO BbIPAXKAETCA HEMPEPbIBHOW XapaKTePUCTMKOM. TexHuyecknme cpeactsa M
nepepabatbiBaeMble MaTepUasbl YaCTO Ha3bIBAOT TOBAPaMM.

3 [lJaHHOe onpeaeneHune TepMnHa "NpoayKumMa" MMeeT OTANUYMNA OT onpeaeneHuns, NPUBeAeHHOro B
ISO 9000:2015.

3.16 3akynaemas npoaykuma (purchased product): Mpoaykuma, npeaocTaBaeHHana KaKoW-1nmbo
CTOPOHOM, HAXOAALLENCA BHE CUCTEMbI MEHEAXKMEHTA KayecTBa OpraHM3aumm.

MpumeyvaHue - MpegocTtasneHne NPOAYKUMM He BCerga CONpOBOXAAETCA KOMMEPYECKUMU UAKN
(bVIHaHCOBbIMVI cornaweHnamm.

3.17 pucK (risk): CoueTaHne BEpOATHOCTN NPUYMHEHUA BPEeaa M TAXKECTU 3TOro Bpeaa.
[1ISO 14971:2007, nyHKT 2.16]

MpumeyaHue - 3To onpeaeneHme "pucka" otamyaeTcs oT onpegenenus, aaHHoro 8 1ISO 9000:2015.

3.18 meHeaKmeHT pucKa (risk management): CuctemaTnyeckoe npumeHeHne NoAMTUKK, Npoueayp
N NPaKTUYECKMX METOA0B MeHeXKMeHTa ANA pelleHMs 33434y aHanusa, OUEHMBAHWA, YNpaBaeHUA U
MOHMWTOPUHra pUCKa.

[1SO 14971:2007, nyHKT 2.22]



3.19 cuctema 6apbepoB cTepunbHocTK (sterile barrier system): MuHUManNbHbIA KOMMNEKC
TEXHUYECKUX CPEACTB, KOTOPbIA MPEensaTcTByeT MNPOHWKHOBEHUIO MWKPOOPraHW3MOB M MNO3BO/AET
obecneynTb CTEPUIbHOCTb NPOAYKLMM 0 €€ UCNOb30BaHMA.

[ISO 11607-1:2006, nyHKT 3.22]

3.20 ctepunbHoe MeamuuumHckoe wusaenue (sterile medical device): MeaunuuHckoe usnenue,
COOTBETCTBYlOLLEE TPeHOBAHMUAM K CTEPU/IbHOCTMU.

MpumeyaHue - TpeboBaHMA K CTEPUNBHOCTU MEAMULMHCKMX M34eNnuiA MOTYT BbiTb YCTaHOBAEHbI
NPUMEHUMBIMM PETYANPYIOWMMM TPEBOBAHNAMM U CTaHAAPTaAMM.

4. Cuctema meHeaXMeHTa KavecTBa

4.1. O6wme TpeboBaHus

4.1.1 OpraHusauma A0NKHA LOKYMEHTMPOBATL CUCTEMY MEHEAKMEHTA KauecTsa U NOAAEPKUBATb
ee pesynbTaTMBHOCTb B COOTBETCTBUM C TpeboBaHWMAMM HACTOALWEro CTaHAapTa M MPUMEHUMbIMU
peryavpylowmmmn tpebosaHmamn. OpraHuMsaumsa AO/KHA YCTaHaBAMBaTb, BHEAPATb M NoAAepPXKMBaTb
noboe TpeboBaHWe, npoueaypy, AEATENbHOCTb MWAN  MEeponpuATUEe, KOTOPble AOMXKHbI 6bITb
OOKYMEHTUPOBaHbI B COOTBETCTBUMM C TPebOBaHMAMM HACTOAWEro CcTaHgapTa W MNPUMEHUMbIMM
peryavpyowmmmn TpebosaHnamu.

OpraHu3auusa [0/IKHa [JOKYMeHTanbHO 0¢opMUTb CBOK(M) ponb(M) B COOTBETCTBUU C
NPUMEHUMbIMM PErynpYyOLWLMMK TPeBOBaHNAMM.

MpumeyaHune - Ponu, nNpuHATble Ha cebs opraHuWsauuen, MorytT BKA4YaTb B ceba poau
W3roToBUTENA, YNOJHOMOYEHHOro NpeacTaBuTeNa, MMNopTepa uam guctpmbbiotopa.

4.1.2 OpraHusauma gonKHa:

a) onpeaenaTb NPoLEecchl, HEOBXoANUMbIE AN CUCTEMbI MEHEAMKMEHTA KayecTBa, U UX MPpUMeEHEHue
B OpraHu3aLmMm C y4eToOM Ponei, NPUHATbIX Ha cebs;

b) NnpUMeHATb PUCK-OPUEHTMPOBAHHbIA NOAXO4, K YNPaBAEHUIO COOTBETCTBYIOLLMMM NPOLECCaMM,
Heo6X0ANMbIMWN ANA CUCTEMbI MEHEAXKMEHTA KayecTsa;

C) onpeaenaTb Noc/iea0BaTeIbHOCTb U B3aMMOAENCTBUE STUX NPOLLECCOB.
4.1.3 [1nA Kax40ro npoLgecca B CUCTEME MEHEAKMEHTa KavecTBa OpraHM3auma A0/1XKHa:

a) onpeaensatb KPUTEPUN U MeToAbl, HeobxoaMmble ana obecneyeHnn pPesynbTaTUBHOCTU, Kak Npu
OCYLLECTBNEHMM, TaK U NPU yNPaBAEHUN STUMM NPoLLeCCamu;

b) obecneumBaTb HanuuMe pecypcoB U UHbOPMAUUM, HeobXxoAuUMbIX ANA  NOAAEPMKKU
GYHKUMOHMPOBAHMA U MOHUTOPUHIA 3TUX MPOLLECCOB;

C) ocyllecTBnATb AeNCTBMA, HeobXxoanmble ANA AOCTUXKEHWA 3anjiaHUMPOBaHHbIX Pe3y/abTaTos U
noaaepsKaHna pesynbTaTUBHOCTU 3TUX NPOLLECCOB;

d) ocyuiecTBAATb MOHUTOPUHT, U3MEPEHWNE, eCN LLeecoobpasHo, M aHaM3 3TUX NPOLLECCOoB;

e) onpeaenatb U NOAAEPKMBaTb B paboyem COCTOAHMM 3anncK ANA AEeMOHCTPaLMK COOTBETCTBUA
TpeboBaHMAM HACTOALLEro CTaHAapTa U MPUMEHUMbIM Peryampytowmm TpebosaHmnam (4.2.5).

4.1.4 OpraHu3auma AoKHa OCYLLECTBAATD MEHEAMMEHT 3TUX NPOLECCOB CUCTEMbI MEHEAKMEHTA
KayecTsBa B COOTBETCTBUM C TpeboBaHMAMM HACTOALLEro CTaHAapTa U NPUMEHMMbIMU PETYANPYIOLLUMU



TpE6OBaHVIHMM. M3meHeHnA, BHOCMMbIE B 3TU NPOLECCHI, AONXKHbI:
a) OoueHnBATbCA C TOYKU 3peHUA BO3LI,EVICTBMH Ha CUCTEMY MeHedXMeHTa Ka4yeCTBa;

6) oLLeHMBaTbCA C TOYKM 3PEHUA BO3AEUCTBUA Ha MeAULIMHCKUE U34enns, NPON3BOAMMbIE B paMKax
CUCTEMbI MEHeAKMeHTa KauyecTsa;

B) KOHTPOAMPOBATLCA B COOTBETCTBUM C TPpebOBaHUAMM HACTOALLErO CTaHAAPTa U NPUMEHUMbIMU
peryavpyowmmmn TpebosaHnamu.

4.1.5 Ecan opraHuMsauma pelwaeT nepeaatb Ha CTOPOHY BbIMOJHEHME Kakoro-anmbo npouecca,
B/AMAIOLLErO Ha COOTBETCTBME MPOAYKUMUM TpebOoBaHMAM, OHa AO0/XKHA OCYLWECTBAATb MOHUTOPUHT U
obecneumMBaTb CO CBOEW CTOPOHbI YynpaBiAeHME TakMMM npoueccamu. OpraHu3auua coxpaHser
OTBETCTBEHHOCTb 33 COOTBETCTBME TAKOro NpoLecca TpeboBaHMAM HAaCTOALLEro CTaHAapTa, TpeboBaHMAM
noTpebutens U MNPUMEHUMbIM  peryanpylowmm TpebosaHMAM. YnpaBaeHuve [OMKHO  6biTb
NPONOPLMOHANLHO PUCKY, CBA3AHHOMY C BO3MOMHOCTbIO BHELLHE CTOPOHbI 0becneyntb CooTBETCTBUE
TpeboBaHMAM NyHKTa 7.4. YnpasaeHue A0MXKHO BKIOYaTb MMCbMEHHbIE COralleHmaA No KayecTsy.

4.1.6 OpraHusauusa [O0MXKHA [AOKYMEHTMPOBaTb Mpoueaypbl  BaavAaumm  NPUMEHEHUn
KOMMNbIOTEPHOro MNPOrpammMHOro obecrneyeHns, MUCNOAb3YEMOro B CMCTEME MEHeAXMEeHTa KadyecTsa.
MprAoKeHUA TaKoro NporpaMmmHoro obecnedeHma HeobxoAMMO BaAMANPOBATL A0 HaYana NPUMEHEHMUs
W, ecan uenecoobpasHo, Mocae BHECEeHMA M3MEHEHWM B nporpammHoe obecrnedyeHve MAM ero
npuMeHeHue.

KOHKpeTHbIi noaxod, W BUAbl AEeATEAbHOCTM MO BaavdaumMv WM peBanngaumu nNporpammHOro
obecrneyeHna AOMKHbI BbiTb NPOMOPUMOHANbHLI PUCKY, CBA3AHHOMY C MNPUMEHEHMEM TaKoro
nporpaMmmHoro obecneuyeHua. 3anncu 06 3ToM AeATeNbHOCTM AO/KHbI NOAAEPXKMBATbCA B paboyem
cocToAHum (4.2.5).

4.2. TpeboBaHMA K AOKYMEHTaUUM

4.2.1 Obwme NoNoKeHUs

[oOKymMeHTalumMA CMCTEMbI MeHeAKMeHTa KavecTBa (4.2.4) AoMKHa BKIOYaTb:

a) AOKYMEHTaIbHO 0GOPM/IEHHbIE 3asBAEHMA O NOJIUTUKE U Lensax B 06/1acTU KayecTsa;
b) pykoBOACTBO NO KayecTsy;

C) AOKYMEHTUPOBAHHbIE NpPoLEeAypbl U 3anucK, Tpebyemble HACTOALLMM CTaHAAPTOM;

d) AOKymeHTbI, BKAOYasA 3anucK, onpeaeneHHble opraHusaumen Kak Heobxogumble AnA
obecneyeHns pesynbTaTUBHOrO NAaHNUPOBAHMA, OCYLLECTBAEHNA MPOLLECCOB M YNpPaBAeHNA UMU;

€) APYryio AOKYMEHTAUMIO, YCTAaHOBAEHHYIO MPUMEHMUMbIMU PETYANPYIOLLMMM TPEOOBAHMAMM.
4.2.2 PyKoBOACTBO NO KayecTsy
OpraHu3auma A0KHA JOKYMEHTUPOBATb PYKOBOACTBO NO KAYeCTBY, CoAepKallee:

a) 0bnacTb NPUMEHEHUA CUCTEMbI MeHeAKMEHTA KauecTBa, BK/Io4Yan noApobHOCTM n 060CcHOBaHMe
N06bIX UCKNOYEHUI N/MAN HENPUMEHEHUS;

6) AOKYMEHTUPOBaHHbIe NpoLeaypbl, pa3paboTaHHble ANA CUCTEMbl MEHEAMKMEHTA KauecTsa, Uaun
CCbIIKM Ha HUX;

B) onuncaHune B3aVIMOLl,e[;ICTBVIFI npoueccoB CUCTEMbI MeHedXMeHTa Ka4yeCcTBa.



PYKOBOACTBO MO KauyecTBy AO/IKHO ONpeaenATb CTPYKTYPY AOKYMEHTauuu, UCnoib3yemoi B
cucTeMe meHedyKmeHTa KadyecTsa.

4.2.3 ®aiitn megnLMHCKOro usaenms

[na Kaxgoro tMna WAM cememnctsa MeauUMHCKUMX W3AEeNMIA opraHM3auma O0/XKHa co34aTbh U
noaaep>kusaTb B paboyem COCTOAHUW OAMH WAU HECKONbKO ¢alinoB, codeprKallux AOKYMEHTbI MK
OAOWMUX CCbIIKM Ha HUX, OANA NOATBEP)KAEHMUA COOTBETCTBUA TpeboBaHMAM HaCTOALLEro CTaHaapTta U
NPUMEHUMBIM Perynpytowmm TpeboBaHnam.

CopepraHue daitna(oB) AOMKHO BKAOYATL MO MeHbLLIEN Mepe:

a) oblee onncaHne MeauLIMHCKOro U3AeNns, ero NPeaycMOTPEHHOro HasHaYeHua/npuMeHeHus,
MapKMPOBKMN, BKIOYAA N1t06ble MHCTPYKLMUKN MO NPUMEHEHUIO;

b) cneunduKkaumm npoaykumm;

) cneunduKkaumMm nam npoueaypbl NPOU3BOACTBA, YNAaKOBKKN, XpaHeHMA, 0bpalleHna c usgenmnem,
a TaKKe AncTpmbyumu;

d) npoueaypbl U3MEPEHUS U MOHUTOPUHTA;

e) TpeboBaHMA K MOHTaXYy, ec/iM NPUMEHUMO;

f) npoueaypbl TeXHMYECKOro 06CAYXKUBAHMA, €CAN MPUMEHMUMO.
4.2.4 YnpasneHne A4OKYMEHTaMM

[lOKyMmeHTamMM CUCTEMbI MEHEeAXKMEHTa KayecTBa HeobXoAMMO ynpasBaAaTb. 3anucu - ocobblii BUA,
AOKYMEHTOB, U UMW HAZ0 YNPaBAATb COrNacHO TPeboBaHMAM, NpUBEAEHHbIM B MyHKTe 4.2.5.

Ona onpeaeneHns HeobXxoAMMbIX CPeACcTB ynpaBAeHWA A0/KHa b6biTb  paspaboTaHa
AOKYMEHTUPOBaHHan npoueaypa, npeaycmaTpmBaloLWwas:

a) dHaan3 " od)mu,maanoe OLI,O6p€‘HVIe AOKYMEHTOB C TOYKU 3peHUnA UX aAeKBaTHOCTU OO0 UX
BbIMYyCKa,

b) aHanu3 u akTyanusaumio, No mepe Heobxo4MMOCTH, U NOBTOpHOE oduuManbHoe oaobpeHune
[OOKYMEHTOB;

c) obecnevyeHme MAeHTUPUKALMN U3MEHEHWNI M CTaTyca NepecmoTpa AOKYMEHTOB;
d) obecneyeHmne HaANUNA COOTBETCTBYIOLLMX BEPCUN JOKYMEHTOB B MECTaX UX NPUMEHEHUS;
e) obecneyeHne coxpaHeHMs OKYMEHTOB YETKUMM U IETKO MAEHTUGULMPYEMbIMU;

f) obecneyeHne uAEHTUPUKALMN [OKYMEHTOB BHELLIHErO MPOUCXOXAEHUA, ornpeae/ieHHbIX
opraHu3aumein Kak Heobxoaumble ANA NAAHUMPOBAHUA U GYHKLMOHUPOBAHUA CUCTEMbI MEHEOMKMEHTA
KayecTBsa, 1 ynpas/ieHne MUX paccblKown;

g) npeaoTBpaLLeHMe NOPUN MAKN NOTEPU AOKYMEHTOB;

h) npepoTBpalweHne HenpegHaMeEPEHHOTrO0 WCMNO/Mb30BaHWA YCTapeBWWX [AOKYMEHTOB W
NPUMEHEHME COOTBETCTBYHOLLEN MAEHTUGUKALMMN K HUM.

OpraHusaumsa pgo/mkHa obecneymsaTb aHanu3s M oduumanbHoe ofobpeHue M3IMEHeHWn B
AOKYMeHTax NMb0o AO0MKHOCTHbIM /INLLOM, OA06PMBLLUMM NepBOHaYaibHbIA AOKYMEHT, AMBO Apyrum
cneumanbHO HasHaYeHHbIM AO0AMHOCTHbIM JIMLLOM, MMEIOWMM A0CTYN K COOTBETCTBYIOLLEN MCXOAHOM



WMHPOPMaLMK, Ha OCHOBAHMM KOTOPOI MPUHUMAETCA peLleHme.

OpraHunsaums O0/IXKHA onpeaenaTb Nepuos BpeMeHU, B TeYEHME KOTOPOro c/ieayeT XPaHWUTb He
MeHee OZHOM KOMUM yCTapeBLUMX AOKYMEeHTOB. Ha aToT nepuopg gonkeH 6biTb obecneveH goctyn K
OOKYMEHTaM, B COOTBETCTBUM C KOTOPbIMU MeAULMHCKOe U3genne 6bl10 U3roTOBIEHO M UCMbITAHO, B
TeyeHue, No KparHel mepe, CpoKa CyKbbl 3genusa, onpenenieHHoro opraHusaLmen, Ho He MeHee CpoKa
XpaHeHusa noboi utorosol 3anucu (4.2.5) UAM B COOTBETCTBUM C NPUMEHMMbBIMU PETYIUPYIOLUMMU
TpeboBaHMAMM.

4.2.5 YnpasneHue 3anmcamm

3anucyu A0/KHbI NOAAEPXMBATLCA B paboyem COCTOAHMM ANA NpenocTaB/lieHUsas CBUAETENbCTB
COOTBETCTBUA TPeboBaHNAM U Pe3ybTaTUBHOMO GYHKLMOHMPOBAHUA CUCTEMbI MEHEMKMEHTA Ka4yecTsa.
OpraHusauma [O0/XHa [AOKYMEHTMPOBaTb Mpoueaypbl AAA oOnpeaesneHua CpeacTB  yhpasieHus,
HeobxoaumbIX Ana uaeHTMdUKaLuMKM, XpaHeHua, 6e30MacHOCTM M LEeNOCTHOCTM, BOCCTaHOB/EHUS,
BK/lOYas onpeaesieHMsa CPOKOB XpaHEHMA, U MOPAAKa U3bATUA 3anncei.

OpraHuMsaums [O0/KHa onpeaennTs W BHEAPUTb MeTodbl 3alWuTbl  KOHOUAEHLMANbHOM
MHbOPMaLMK O 340POBbE, COAEPKALLENCA B 3aNUCAX, B COOTBETCTBUM C MPUMEHUMbBIMM PETYINPYIOLLMMU
TpeboBaHMAMM.

3anMcu AO0NXKHbI OCTAaBaTbCA YETKMMU, NErKO UAEHTUOULUMPYEMbBIMM W BOCCTAHAB/AMBAEMbIMMU.
M3meHeHMA B 3annCcAX A0XKHbI BbITb NAEHTUOULMPYEMbBIMU.

OpraHuMsaums [O/KHA XpaHWTb 3anuMcu B TeyeHMe, MO KpalHel Mmepe, CPoKa CAyKbbl
MEANUMHCKOTO U3aenuns, onpeaeneHHoOro opraHMsaumel, Ho He MeHee ABYX JIeT C MOMEHTA BbIMycKa
MEAMUMHCKOTO W34eNMA OpraHM3aumert WaM B COOTBETCTBMM C MPUMEHUMBIMU  PETYIUPYIOWLUMU
TpeboBaHMAMM.

5. OTBETCTBEHHOCTb PYKOBOACTBA

5.1 O6s3aTenbCcTBa PyKOBOACTBA

Bbicwee pykoBoACTBO OopraHunsauuun OONTXKHO npeaocCTaBIATb cBnAaeTenbCTBa CBOEeM
npuBepxeHHOCTn pa3pa60TKe 1N BHeOPEeHUIO CUCTEMbI MeHeAXMEHTaA Ka4eCTBa, a TaKXKe nogaepxaHuto
€e pe3y/sibTaTUBHOCTU NOCPeaCTBOM:

a) AosefeHMA A0 CBefleHMsA OpraHu3alLMyM BaXKHOCTM BbIMOAHEHUA TpeboBaHWI noTpebutens, a
TaK»Ke MPUMEHUMbIX PErYAMpPYIOLNX TpeboBaHN;

b) pa3paboTkun NoAUTUKKM B 061aCTM Ka4yecTBa;

c) obecneuyeHuns pa3paboTku Lenei B 061aCTn KauyecTsa;
d) npoBeaeHMA aHann3a co CTOPOHbI PYKOBOACTBA;

e) obecneyeHns HEOOXOAMMbIMM pPeCYpPCaMM.

5.2. OpueHTauus Ha noTpebutens

Bbicllee pPYKOBOACTBO A0/KHO obecrneumBaTb onpeaeseHne M BbiNoJHeHWe TpeboBaHMiA
noTpebuTens N NPUMEHUMbIX PEryanpyowmx TpeboBaHnit.

5.3. MNonuTtrka B obnacTn Kayectsa

Bbicwee pyKOBOACTBO A0OXKHO O6eCI'IeLWIBaTb, yTOb6bI MOIUTUKA B 061aCTM KavecTBa:



a) COOTBETCTBOBAJ1a CTPATENTMYECKUM HaMepeHNAM OpPraHn3auunm,

b) BK/1It0Yaia 06A3aTeNbCTBO COOTBETCTBOBATH Tpe6OBaHMHM CUCTEMDbI MeHeOXMEeHTa KayecTBa U
noaaepXumBaTtb ee pe3yNbTaTUBHOCTD,

¢) obecneumBana 0CHOBbI 4711 NOCTAHOBKWU M aHaNM3a Lenel B 06/1acTh KayecTsa;
d) 6bina goBeseHa 40 cBeAEHMA NEPCOHANA OPraHM3aLMK U NOHATHA emy;

€) aHaNM3MPoBaaCb HA NOCTOSHHYO NPUTOAHOCTb.

5.4. NnaHnposBaHne

5.4.1 Uenn B obnactu Kayectsa

Bbicluee pPyKOBOACTBO OpraHW3aLMu OOKHO obecneynTb, 4TObbl UenM B 06/11acTM KayecTsa,
BK/IlOYAs Te, KOTOpble HeobXoauMmbl S5 BbIMOJAHEHUA MPUMEHUMBIX PEryANpPYHOLLMX TpeboBaHUI U
TpeboBaHMM K NPoAyKLUNK, BblIM YCTAaHOBAEHbI A5 COOTBETCTBYIOLWMNX PYHKLUMA U Ha COOTBETCTBYIOLLMNX
YPOBHAX BHYTpWM opraHmsaumun. LUenn B o06sacTM  KayectBa [O/MKHbI OblTb  M3MEPUMBIMK U
COr/IacoBaHHbIMM C NONUTUKOM B 06/1aCTN KavecTsa.

5.4.2 NnaHnpoBaHMe CUCTEMbI MEHEAXXMEHTA KaYecTBa
Bbicliee pyKOBOACTBO A0/IKHO obecrneynBaTth:

a) NnaHMpPOBaHMWE CUCTEMbI MEHeKMEHTa KauecTsa A8 BbiNOAHeHUA TpeboBaHuiA, NpuBeaeHHbIX
B NyHKTe 4.1, a TaKkKe 418 AOCTUNKEHMSA Leneln B 061acTn KavecTsa;

b) coxpaHeHMe LenoCcTHOCTU CUCTEMbI MEHEAXKMEHTa KayecTBa Npy NAaHUPOBAHUN U BHEPEHUN B
Hee N3MeHeHuN.

5.5. OTBETCTBEHHOCTb, MOAHOMOYMA N 06MeH MHbOPMaLMei
5.5.1 OTBETCTBEHHOCTb U NONHOMOYMA

Bbiclwee pyKoOBOACTBO [O/XKHO O6eCI'Ie‘-IVITb, yTo6bl OTBETCTBEHHOCTb W MOJHOMOYUA 6blIn
onpeaeneHbl, JOKYMEHTUPOBAHbI U AOBeAEHbI A0 CBEAEHNA NepPCOHa1la OpraHn3aunn.

Bbicllee pyKOBOACTBO AO/KHO AOKYMEHTMPOBATb B3aMMOAEMNCTBME MepcoHana, PyKoBOAALLEro,
BbINOAHAOLWEro U Bepubuumpytowero paboTy no obecnevyeHmto KadyecTsa, M obecneunsaTb NOJTHOMOYMA
N HE3aBUCUMOCTb, HEOBX0ANMbIe ANA BbINOJHEHWUA 3TUX 3a4au.

5.5.2 MNpepcTaButenb pykoBoacTBa

Bbiclwee pyKoBOACTBO AO0MXHO HAa3HauyMTb NpeacTaBUTeNA U3 COCTaBa PYKOBOACTBA, KOTOprVI
He3aBUCMMO OT ApPYrux obAsaHHOCTEN o6na,c|,aeT OTBETCTBEHHOCTbIO U NOZTHOMOYUAMU, BKAHOYHAOLWNMHA:

a) obecneyeHne TOro, Ytobbl NPoLLECCbl, HEOBXOAMMbIE ANA CUCTEMbl MEHeIXKMeHTa KayecTsa,
6b11M AOKYMEHTUPOBAHbI;

b) npeacTaBneHne OTYETOB BbICLUEMY PYKOBOACTBY O PE3y/AbTaTUBHOCTU CUCTEMbl MEHEAKMEHTA
KayecTBa 1 HeobxoanMMocTu ynydlieHus (8.5);

c) obecneyeHne pacnpoOCTPaHEHMSA MOHMMAHUA MNPUMEHUMbIX Peryanpyowmx TpeboBaHuii u
TpeboBaHMIN CUCTEMbI MEHEAKMEHTA KauyecTBa B paMKax BCeil opraHusaumm.

5.5.3 BHyTpeHHM 0bMmeH nHdopmaumei



Bbicllee pyKOBOACTBO AO/KHO obecneynBaTb pPaspaboTKy B OpraHM3auUMmM COOTBETCTBYHOLMX
npoueccoe obmeHa uHbOpMmaUMer, B TOM uucae MO BOMPOCaM pPe3yNbTaTUBHOCTM CUCTEMbI
MeHe)KMeHTa KayecTsa.

5.6. AHanM3 co CTOPOHbI PYKOBOACTBA
5.6.1 O6uwme nonoxeHus

OpraHusauma A0/KHa OAOKYMEHTMPOBaTb Mpoueaypbl ANA aHanu3a CO CTOPOHbl PYKOBOACTBA.
Bbicllee pyKOBOACTBO AO0/IKHO aHAaNM3MPOBaTb Yepes AOKYMEHTa/NbHO 3aMn/iaHWPOBaHHbIE MHTEPBaNbl
cMcTeMy MeHeaXMeHTa KayecTBa OpraHusaumm c uenbio obecneyeHus ee MOCTOAHHOM NPUrOAHOCTH,
afleKBaTHOCTU W pPe3yNbTaTUBHOCTU. AHAAN3 OO0MXEH BKAKOUYATb OLLEHKY BO3MOMHOCTEMN yAydlleHuA U
HeobX0AMMOCTN BHECEHUA U3MEHEHMIA B CUCTEMY MEHEAKMEHTa KayecTBa opraHM3aLmmn, B TOM Yncie B
NONUTMKE M Lenax B 061acTu KayecTea.

3anucum aHaIM3a co CTOPOHbI PYKOBOACTBA AO/IXKHbI NoAAepXKuMBaTbhca B paboyem coctoaHmm (4.2.5).
5.6.2 BxoaHble AaHHble AnA aHanm3a

BxoAHble [AaHHble ANA aHaAM3a Cco CTOPOHbl PYKOBOACTBA AO/KHbI BK/AKOYAaTb, HO He
OrPaHNUYNBATLCA 3TUM, CNEAYIOLWYI0 MHDOPMALMIO, NONYYEHHYIO U3:

a) obpaTHOI cBA3M;

b) obpalleHus c npeteHsnen;

C) OTYETHOCTU B PEryIMpPYLOLLME OpPraHbl;

d) ayauTos;

€) MOHUTOPMHIA U U3MEePEHMA NPOLLECCOB;

f) MOHUTOPUHTA M U3MeEpPeHMA NpoAYKLNNK;

g) KOPPEKTUPYIOLWLETrO AeNCTBUSA;

h) npeaynpexxaatoliero oencTeus;

i) nocneayoWmMx AeNCTBUI, BbITEKAIOLLMX U3 NPeablayLMX aHa/IM30B CO CTOPOHbI PYKOBOACTBA;
j) n3meHeHuI, KoTopble MOrN Bbl NOBMATL HA CUCTEMY MEHEAKMEHTA KayecTBa;
k) pekomeHaauunii No yaydlleHuio;

[) HOBbIX NIV NEPECMOTPEHHbIX MPUMEHUMbIX PEryanpytowmx TpebosaHuii.

5.6.3 BbixoaHble AgaHHble ANA aHaNM3a

BbixoAHble AaHHble AN aHanM3a CO CTOPOHbI PYKOBOACTBA AO/XKHbI ObiTb 3aperncTpuMpoBaHbl
(4.2.5) wn BKAOYaTb NPOaHaNM3MPOBaHHbIE BXOAHble AaHHble W Alobble pelweHus W AelcTBua,
OoTHOCALLMECS K:

a) yAydlWeHuaMm, HeobXoAUMbIM AN  NOAAEP’KaHUA  NPUroAHOCTM, afeKBaTHOCTU WU
pe3ynbTaTUBHOCTU CUCTEMbI MEHEAKMEHTa KauecTBa U ee NpoLLeccos;

b) yayyweHunio npoayKkuumn cornacHo TpeboBaHUAM NnoTpebuTene;

C) U3MEHEHNAM, HEO6XOAMMbIM AnAa pearnposaHnA Ha HOBblE NN NEPECMOTPEHHbIE NTPUMEHUMDbIE



peryaupytolme TpeboBaHus;

d) noTpebHoCTU B pecypcax.
6. MeHeaKMeHT pecypcoB

6.1. ObecneyeHune pecypcamm

OpraHusaums gosKHa onpeaensatb n obecneymBaTb pecypcbl, HeobxoamMmble ann:

a) BHEAPEHUA CUCTEMbI MEHEOKMEHTA KauecTBa U NoAAEPKAHNA ee pe3ybTaTUBHOCTY;

b) cooTBETCTBMA NPUMEHMMbIM PETYANPYIOWMM TPEOOBaHUAM U TpeboBaHUAM NoTpebutens.
6.2. Yenoseueckune pecypcol

MepcoHan, OCyLLEeCTBAALWMIA AEATENbHOCTb, BAUAIOLLYIO Ha KauyecTBO MPOAYKLMM, AOMKEH BbITb
KOMMETEHTHbIM B COOTBETCTBUM C MNOyYeHHbIM 06pa3oBaHMeM, MOATOTOBKOM, HaBbIKamMuM 1 OMbITOM.

OpraHu3auusa [oJ/iKHa [JOKYMeHTMpoBaTb npouecc(bl), onpeaensolwmin(e) KomneTeHTHOCTb
nepcoHana, nposeaeHue obydyeHus, obecneyeHne MHPOPMMUPOBAHHOCTM NepcoHana.

OpraHun3aums Ao/KHa:

a) onpeaenatb HEOBXOAMMYIO KOMMETEHTHOCTb MEPCOHana, OCYLLECTBAAILIEro AeATe/IbHOCTb,
BAUAIOLLYIO Ha KauyecTBO NPOAYKLMK;

b) obecneumBaTb NOArOoTOBKY WMAW MpeAnpUHUMATb Apyrve AencTBUS ANA AOCTUNKEHUS WK
noanepXaHma HeobxoAMMOM KOMNETEHTHOCTY;

C) oueHnBaTb pe3yAbTaTUBHOCTb NPUHATLIX Mep;

d) obecneunBatb OCBEAOM/IEHHOCTb CBOEro mnepcoHana 06 aKTya/lbHOCTM M BaXXHOCTM ero
[eATeNbHOCTU U BKAaAe B AOCTUXEHME Lenei B 061acTu KayecTsa;

e) nogaep1Bathb B paboyem COCTOAHUM COOTBETCTBYHOLME 3annucu 06 06pasoBaHNM, NOAFOTOBKE,
HaBblKax 1 onbiTe (4.2.5).

MpumeyaHne - MeToA0N0rMNA, UCMONb3YEMAn ANA NPOBEPKU Pe3y/IbTaTUBHOCTU, AO/KHA BbiTh
nponopumMoHanbHa PUCKY, CBA3AHHOMY C AeSTe/IbHOCTbIO, B OTHOLIEHUWN KOTOPOK NpoBeAeHo obyyeHne
WIN UHble AencTBUA.

6.3. MHdpacTpyKTypa

OpraHusauma A0/MKHA AOKYMEHTMpoBaTb TpeboBaHMA K MHOPACTPYKType, Heobxoaumon ana
OOCTUXEHMA COOTBETCTBUA TPe6OBaHMAM K NPOAYKLMM, NpeAoTBpalleHUA NepenyTbiBaHMA NPOAYKLUN U
obecneyeHna HaaneKalero obpalLeHna ¢ Hei.

NHdpacTpyKTypa MOXKET BK/OYaTb, €CNK LenecoobpasHo:

a) 34aHusA, paboyee NPOCTPAHCTBO M CBA3AHHbIE C HUM CUCTEMbI MHMKEHepHoro obecnevyeHmns;
b) 06opyaoBaHue, BKAOUYAA TEXHUYECKME U MPOrPaMMHble CPeACTBa;

C) BCmomoraTesbHble YCayrv (Hanpumep, TPAHCNOPT, CBA3b UM MHOOPMALMOHHbIE CUCTEMBI).

OpraHM3au,vm AO/MKHa AOKYMEeHTUpPOBaATb Tpe6OBaHMﬂ K AeATeNbHOCTU NOo TeXHUYECKOoOMY



O6C}'IY)-KVIBaHVIIO, B TOM YnUCNe nHTepBaibl BbINOJIHEHUA pa60T no TeXxHn4yeckomy O6C}'Iy)-KMBaHMI'0, €C/IN 3T
AeﬁCTBMﬂ NN NX OTCYTCTBUE MOTYT NOB/ZINATb HAa Ka4eCTBO NPOAYKLIUN.

Ecnn uenecoobpasHo, TpeboBaHMA AOMKHbI MPUMEHATLCA K 060PYA0BaHWNIO, MUCNO/Ib3yeEMOMY B
Npo13BOACTBE, A1A YNPaBAeHWUA NPOMU3BOACTBEHHOM Cpeaoi, MOHUTOPUHIA U N3MEPEHMUS.

3anncK Takoro TexXHU4eckoro O6C}'Iy)-KMBaHVIFI AO/IXHbI nNogaepXmnBatbCA B pa60qu\ COCTOAHUMU
(4.2.5).

6.4. Npon3BOACTBEHHAA Cpeaa N KOHTPO/b 3arpA3HEeHUs
6.4.1 MNpounssoacTBEHHAA cpeaa

OpraHun3aums Ao/KHa AOKYMEHTUPOBaTb TPeboBaHUA K MPOM3BOACTBEHHOW cpeae, HeobxoaMmon
ONA AOCTUMKEHMA COOTBETCTBUA TPe60BaHMAM K MPOAYKLNN.

Ecnv ycnoBus MNpoOM3BOACTBEHHOM Cpeabl MOFYT OKasaTb HeraTMBHOE BAMAHME Ha KayecTBo
NPOAYKUMM, OpraHv3auusa A0/KHA AOKYMEHTMpoBaTb TpeboBaHMA K MPOM3BOACTBEHHOM cpeae M
npoueaypbl AN MOHUTOPUHIA U YNpaBAeHUA NPOU3BOACTBEHHOM cpeaoit.

OpraHun3aums Ao/KHa:

a) paspaboTaTb AOKYMeEHTUPOBaHHble TpeboBaHMA K COCTOAHMIO 340POBbA, YACTOTE U OAekKae
NepcoHana, eciv KOHTAKT MexAay NepcoHaiom U NPoayKumuein namM npovsBoACTBEHHOM Cpeaon MOXKeT
OKa3aTb BAMAHME Ha 6€30NacHOCTb MeAULMHCKOrO M34eNUA UK ero GYHKUMOHAIbHbIE XapaKTEPUCTUKMY;

b) obecneuntb, u4TObbLI Becb MNepcoHas, BPEMEHHO paboTalowmii B 0COBbIX YCAOBUAX
NpPoOu3BOACTBEHHOM cpeabl, 6bl1 KOMMETEHTHbIM UMW Haxoamaca Nnog HabntogeHMeM KOMMETEHTHOro
nnua.

MpumeyaHue - JonoaHUTENbHYIO MHGOPMaLUIO MOXKHO HalTh B ISO 14644 n ISO 14698.

6.4.2 KOHTpO/b 3arpA3HeHNsA

Ecnv uenecoobpasHo, OpraHMsauma AO0/KHA MAaHMPOBATb UM AOKYMEHTUPOBaTb Mepbl ANA
KOHTPOAA 3arpA3HEHHOW WAWM MOTEHLMANbHO 3arpsA3HEHHOM NPOAYKUMW C Uenblo npeaoTBpalleHus
3arpAsHeHna NPoOn3BOACTBEHHOW CpeAbl, MepCcoHana uam NPoayKLmMK.

[na cTepunbHbIX MeAUUMHCKUX U34eniA OpraHM3aumna A0MKHA AOKYMEHTMpoBaTb TpeboBaHMA K
YyNpaBAeHUIO 3arpAsHEHMEM MWUKPOOPraHM3MamMn WAM TBepAbIMM YacTULAMM U NOAAEpP’KMBaTb
Tpebyemyto YACTOTY B Mpoueccax CHOPKM 1 YNaKoBKU.

7. Mpoueccbl U3HEHHOTO LMKAa NPOAYKLNK

7.1. NMnaHMpoOBaHME NPOLECCOB XN3HEHHOIO LMKNA NPOAYKLMM

OpraHun3aums A0XHa NnaHUpoBaTh U pa3pabaTtbiBaTb NpoLLEcchl, HeobxoanMmble A1a obecneyeHns
YKM3HEHHOro LMKAa NpoayKuuu. MaaHnMpoBaHWe MPOLLECCOB KU3HEHHOMO LMKAA NPOAYKUMU A0SMKHO
6bITb COrnacoBaHo ¢ TPeb6oBaHMAMM K APYrMM NPOLLECCaM CUCTEMbI MEHEAXMEHTa KavecTsa.

OpraHM3au,vm AOONXKHa AOKYMEHTUPOBATbL OAUH WU bonee npoueccos meHeaXMeHTa PUCKa B
npoueccax Xn3HeHHoro umkna npoaykumun.

3anucu No meHeaKMeHTY PUCKa A0/IKHbI NoAAePKMBaTbCA B paboyem cocToaHuM (4.2.5).

Mpy NnNaHMPOBAHUM NPOLECCOB XM3HEHHOTO LMKAA NPOAYKLUN OpraHM3auma OOAXHA YCTaHOBUTD,
ecnun u,enecoo6pa3Ho:



a) uenu B obnactu Kayectsa 1 TpeboBaHMA K NPOAYKLUUMY;

b) notpebHocTb B pa3paboTke NpoLLeccoB, AOKYMEHTOB (4.2.4), a Tak»Ke B obecnevyeHnmn pecypcamu
ONA KOHKPETHOM NpoAyKLMK, BKAOYAA MHOPACTPYKTYPY M NPOM3BOACTBEHHYIO Cpeay;

C) HeobxoOMMylD AEATEeNbHOCTb MO BepUUKALMM, BaANAALMMK, MOHUTOPUHIY, KOHTPOO M
ncnbiTaHUAM, 06paboTKe, XpPaHEHUIO, pacnpeaeeHNIo U NPOC/AEXKUBAEMOCTU KOHKPETHOW NPoayKumun
BMECTE C KpUTEPUAMM NPUEMKN NPOAYKLUNN;

d) 3anucu, Heobxoaumble ans obecnevyeHUs CBUAETENLCTBA TOrO, YTO MPOLECCHl KU3HEHHOrO
UMK NPOAYKLMM U FOTOBaA NPOAYKLMA COOTBETCTBYIOT TpeboBaHuam (4.2.5).

PesynbTaTbl 3TOrO NAAHMPOBAHMA A0XKHbI BbITb AOKYMEHTUPOBAHbI B pOpMe, COOTBETCTBYOLLEN
NPaKTUKe opraHu3aumm.

MpumeydaHue - JonoaAHUTENbHYIO MHGOPMaLUIO MOXKHO HalTh B ISO 14971.

7.2. TMpoueccbl, cBA3aHHbIe ¢ noTpebutenamm

7.2.1 OnpeaeneHune TpeboBaHWUIM, OTHOCALMXCA K NPOAYKLUN

OpraHun3aums Ao/KHa onpeaenmuTh:

a) TpeboBaHUA NoTpebuTens, BKAOYan TPe6OBaHUA K MOCTaBKe N AeATeNbHOCTM NOC/e NOCTaBKK;

b) TpeboBaHusa, He onpeaeneHHble NoTpebuTenem, HO HeobxoAMMble ANA KOHKPETHOro WAu
npeanoiaraeMoro UCnob30BaHMUsA, KOr4a OHO U3BECTHO;

C) NpMMeHuMble peryavpytoume TpeboBaHNA, OTHOCALLMECA K NPOAYKUNN;

d) ntoboe obyueHne nonb3oBaTeNEM, HEOBXOAMMOE A1 0becneyeHns 3aaaHHbIX GYHKLMOHANbHbIX
XapaKTepuCcTMK n 6e30MacHOCTN NPUMEHEHUA MeAULIMHCKOro U3AeNuns;

e) nobble 4oNoAHUTENbHbIE TPeboBaHMSA, Onpeae/eHHble OpraHn3aume.
7.2.2 AHanus TpeboBaHMii, OTHOCALLMXCA K NPOAYKUMUU

OpraHunsaumsa Ao/KHa aHaAnsnposaTbh TpeboBaHWA, OTHOCALMECA K MPOAYKLMM. DTOT aHanums
[0/IKEH NPoBOAMTLCA 40 NPUHATUA OpraHM3alumelt 06a3aTeNbcTBa NOCTaBAATbL NPOAYKLMIO NOTpebuTento
(Hanpumep, ydacTma B TeHAepax, MPUHATMA KOHTPAKTOB WM 3aKa30B, MPUHATUA WU3MEHEHUN K
KOHTpaKTam Wau 3akasam) U AoKkeH obecneunsats:

a) onpegeneHue 1 4OKYMEHTUPOBaHWe TpeboBaHMI K NPOAYKUNN;

b) cornacosaHve TpeboBaHMIN KOHTPaKTa WAM 3aKas3a, OT/AMYAIOWMXCA OT paHee
CchOpMYNMPOBaHHBIX;

C) BbINO/NIHEHWME MPUMEHUMbIX PEryMPYIOLLMX TPeboBaHNA;

d) noboe obyyeHne Ans nonb3osaTesiet B COOTBETCTBMM C NMyHKTOM 7.2.1, ero A0CTYNHOCTb MAK
naaHupoBaHue obecneyeHns AOCTYMHOCTY;

E) cnocobHoCTb OpraHuM3aLlnn CooTBETCTBOBATb onpeaeeHHbIM TpE6OBaHVIFIM.

3anuMcu pesynbTaToB aHanusa M Nocneaylowmx AeWCTBUIA, BbITEKAIOWMX M3 aHanu3a, O0/XHbI
noafiep*KMBaThcs B paboyem coctonaHmm (4.2.5).

Ecnv notpebutenb He npeacTaBUA AOKYMEHTMPOBaHHbIX TpeboBaHWiA, OpraHM3auma AO0/KHA



NOATBEPAUTL UX Y NOTPEBUTENA A0 NPUHATMA K UCMONHEHUIO.

Ecan TpeboBaHMA K NPoOAYKUMW W3MEHEHbl, OpraHu3auma [Ao/KHa obecneynTb, 4TOObI
COOTBETCTBYIOLLME  [OKYMEHTbl BblM  UCNpaB/ieHbl, a COOTBETCTBYWOLWMUA MnepcoHan  6bin
npovHdopmmpoBaH 06 N3MeHUBLLIMXCA TpeboBaHUAX.

7.2.3 CBA3b c noTpebutenamm

OpraHun3aumsa A0/KHa MAaHUMPOBaTbh M AOKYMEHTUPOBATb Mepbl MO MOAAEPMHAHUIO CBA3U C
notpebutenamm, Kacatoumecs:

a) nHdopmaL MM 0 NPOAYKUNN;

b) npoxoxaeHna 3anpocoB, KOHTPAKTA UM 3aKa3a, BKAKOYAA U3MEHEHUS;
c) obpaTHOW CBA3K C NOTpebuTenem, BKAOUasA NpeTeH3um notpebureneil;
d) noscHUTEeNbHbIX yBEAOMAEHWNIA.

OpraHusauma O0MXKHa MOAMEP’KMBATb CBA3b C PEry/ivMpylolMMN OpraHamMmM B COOTBETCTBUM C
NPUMEHUMbIMM PErynpPYOLLMMK TPeBOBaHNAMM.

7.3. NpoeKkTnpoBaHue 1 paspaboTka

7.3.1 O6wMme nonoxeHus

OpraHu3auma A0NKHA LOKYMEHTMPOBATL NPOLLeAypbl MPOEKTUPOBAHUA U Pa3paboTKu.
7.3.2 NnaHMpoBaHMe NPOEKTUPOBAHMA U Pa3paboTKu

OpraHusauma A0/KHA NAaHMPOBATb U YNPaBAATb MPOEKTUPOBAHNEM U pa3paboTKoW NPoayKLMK.
Ecnv uenecoobpasHo, AOKYMEHTaUMA MO MNAaHMPOBAHWUIO MPOEKTUPOBAHUA M Pa3paboTKM A0/KHA
NoAAepKNBATLCA N 0BHOBAATLCA MOXOAY NPOEKTMPOBAHMA U Pa3paboTKM.

B xo4e nnaHMpPOBaHMA NPOEKTUPOBAHUA 1 Pa3pPaboTKM OpraHN3auma A0KHA 4OKYMEHTMPOBATb:
a) CTaAMM NPOEKTUPOBAHUA U pa3paboTKu;
b) aHanu3(bl), HeOBXOAMMbIE Ha KaXKa0M CTaaMN NPOEKTUPOBAHMA N Pa3paboTKy;

) AeAatenbHOCTb Mo BepuduUKaL MK, BaanaaLummn U nepesade npoeKTa, eciv 3To LenecoobpasHo Ans
KaK[0M CTaAnmn NPoOeKTMPOBaHUA U pa3paboTKy;

d) oTBETCTBEHHOCTb M MONHOMOUYUA B 061aCTU NPOEKTUPOBAHMA U Pa3paboTKy;

e) meToapl obecneyeHnsa NPOCAEKMBAEMOCTM BbIXOAHbIX AaHHbIX MPOEKTUPOBAHMA N pa3paboTKu
K BXOAHbIM AaHHbIM;

f) HeobxoaMMbIe pecypcbl, BKAOYasA Tpebyemyto KOMNETEHTHOCTb NepcoHana.
7.3.3 BXoAHble AaHHble NPOEKTMPOBaHMA U pa3paboTKM

BxoAHble AaHHble, OTHOCAWMECA K TpeboBaHUAM K MPOAyKLMKU, AOKHbI BbiTb onpeaeneHsbl, a
3anucK A0NKHbI NOAJEPKMBATLCA B paboyem cocTonaHmu (4.2.5).

BxoAHble AaHHble A0/KHbI BKAOYATb:

a) OyHKUMOHaNbHblE, 3KCMayaTaUuMOHHble TpeboBaHuA, TpeboBaHMA yao6CcTBa MOAb30BaHUA U



6e30MacHOCTM B COOTBETCTBUM C NpeaHasHauYeHHbIM NPUMEHEHUEM;
b) npumeHnmble peryaupytolume TpebosBaHMA U CTaHAaPTbI;
C) NPUMeHUMbIe BbIXOAHble AaHHbIE MO MEHEAXMEHTY PUCKA;
d) Tam, rae 3To uenecoobpasHo, MHGOPMaLMIO, B3ATYIO U3 NPeAblAyLLUNX aHaNOrMUYHbIX MPOEKTOB;
e) apyrvie TpeboBaHMA, BaxKHble 414 NPOEKTUPOBaHMNA 1 pa3paboTKM NPOAYKLMMN AU NPOLLECCOB.
BxoAHble AaHHble A0/KHbI 6bITb NPOAHaIM3MPOBaHbl Ha aeKBaTHOCTb U odpULMaNbHO 0A06peEHbI.

TpeboBaHMA A0NXKHbI 6bITb NOAHBIMW, HEABYCMbICAEHHBIMU, NPUTOAHBIMU AN8 BePUPUKALUN UK
BaNMAaLMM U HENPOTMBOPEUMBLIMU.

MpumeyaHue - JonoaHUTENbHYIO MHGOPMaLMIO MOXKHO HaliTh B IEC 62366-1.

7.3.4 BbIxoaHble flaHHble MPOEKTUPOBaHMA 1 Pa3paboTKu
BbIxo4Hble AaHHbIE MPOEKTUPOBAHMA N PA3PaBOTKN A0/KHbI:
a) COOTBETCTBOBATb BXOAHbIM AAHHbIM NPOEKTUPOBAHMA U Pa3pPaboTKy;

b) obecneunsaTtbh cooTseTcTBylOLIEN WHPOPMAaLMEN B OTHOLLIEHUM 3aKYMOK, NPOU3BOACTBA W
obcnyxKumBaHus;

C) coaeprKaTtb KpUTEPUU NPUEMKU NPOAYKLMM UM CCbINKN Ha HUX;

d) onpeaenAtb XxapaKTEPUCTUKM NPOAYKUMU, CyLLecTBEeHHble Ans ee 6@30MnacHOro 1 NpPaBuAbHOIO
NCMOb30BaHMA.

BbixoAHble AaHHble MPOEKTUPOBaHMA M PaspaboTKM A0MKHbI 6biThb MpeacTaBiaeHbl B dopme,
Nno3BONAIOWENA MPOBECTM BepUOUKALMIO OTHOCUTENbHO BXOAHbIX AAHHbIX MNPOEKTUPOBAHUA W
pa3paboTKu, a TaKXkKe A0NXKHbI 6biTb 0406peHbI 40 MX NOCAeAYIOLLErO UCMOb30BaHMA.

3anncK BbIXOAHbIX AaHHbIX NPOEKTUPOBAHMA M Pa3paboTKN A0MXKHbI NOAAEPKNBATLCA B pabouem
cocToAHum (4.2.5).

7.3.5 AHanu13 NpoeKkTMpoBaHMA U pa3paboTku

Ha Tex craguax, rae 370 LenecoobpasHo, AO0MKEH MNPOBOAUTLCA CUCTEMATUYECKUIA aHanus
NPOeKTUPOBaHMA W pPa3paboTKM B COOTBETCTBUM C 3anNaHUPOBAHHLIMMU U [AOKYMEHTUPOBAHHbIMM
MEPONPUATUAMM C LLENbIO:

a) OUEHKM CrNocobHOCTM pPe3ynbTaTOB MPOEKTUPOBAHUSA U Pa3paboTKM COOTBETCTBOBATb
TpeboBaHUAM;

b) naeHTUdMKaLMM U NpeaNoKeHNA HEOBXOAUMbIX AENCTBUIA.

Takon aHanus AO/IXKHbl  BbINONIHATL NpPeacTaBUTENN CﬂY)'K6, MMerumnx oTHoweHne K
dHaN3NpyemMbiM CTagnAM NPOEKTUPOBAHNA U pa3pa60TKM, d TaKXe apyrne cneymnannctbl opraHnsauunn.

3anMcu pesynbTaToB aHanM3a M BCeX HeobXoAMMbIX AEWCTBMIA AONMHbLI NOAAEPXHMBATHCA B
paboyem COCTOAHMM M BK/IOYATb ONUCAHWE NPOEKTa B pamMKax aHa/M3a, BOB/EUYEHHbIX Y4aCTHUKOB U AaTy
aHanusa (4.2.5).

7.3.6 BepudukaLmsa npoeKkTMpoBaHuna 1 paspaboTku



BepuduKkauma nNpPoeKTUpoBaHUA M PaspaboTKM [0/KHA OCYLWECTBAATLCA B COOTBETCTBUU C
3aM1aHNPOBAHHbIMU U OOKYMEHTUPOBAHHbIMU MeponpuaTMaAMK ans obecneyeHus Toro, 4Tobbl
BbIXOAHble [AaHHble MNPOEKTMPOBaHMA U  pa3paboTKM  COOTBETCTBOBAAM  BXOAHbIM  AAaHHbIM
NPOEKTUPOBAHUA N Pa3paboTKU.

OpraHusauma A0/KHA AOKYMEHTMPOBATh MaHbl BepuOUKALMM, BKAKOYAA METOAbl, KpuUTepuu
NPUEMKM U1, eCAN LenecoobpasHo, CTaTUCTUYECKME MeToAbl C 060CcHOBaHMEM 06bema BbI6OPKMU.

Ecnv npeaycMoTpeHHOe NPUMEHEHME COAEPKUT TpeboBaHMe, YToBbl MeaULMHCKOE n3aenue 6110
NOAK/MIOYEHO AN UMENIO UHTepdENC AN coeAUHEHMA C ApYrumMm(M) meanumHCcKum(u) nsaenmem(amn),
BepudMKauMA O0MXKHA BKAOYATb NPOBEPKY TOro, UYTO BbIXOAHble AaHHble NPOEKTa COOTBETCTBYIOT
BXOAHbIM AAHHbIM NPU TAaKOM MOAKNOYEHUU UK COeANHEHMM Yepes nHTepdelic.

3anncu  pes3ynbTaToB M BbIBOAOB MO BepuPUKALUM M HeobXoAUMbBIX AEUCTBUIM  O0NXKHbI
noafeprKMBatbca B pabouem coctoaHuu (4.2.4 n 4.2.5).

7.3.7 Bannpgauma npoekTUpPoBaHUA 1 pa3paboTkm

Banngauma nNpPOeKTMPOBaHMA M pPa3paboTKM O0/XKHA OCYLLEeCTBAATbCA B COOTBETCTBMM C
3aM/1aHNPOBAHHbIMU M AOKYMEHTUPOBAHHLIMM MEPONPUATUAMM Ana obecneyeHna COOTBETCTBUA
roToBOW NpoAyKumu TpeboBaHMAM K ee npeaHasHaYeHHOMY WUaK NpeanonaraeMmomy NpUMeEHEHMIO.

OpraHuM3aumsa [0NXHA [AOKYMEHTMPOBaTb MJaHbl BanuAaLMW, BK/AOYaA METOAbl, Kputepun
NPUEMKM W, ecnm LenecoobpasHo, cTaTUCTUYECKUE MeToabl ¢ 060cHOBaHMEM 06bema BbI6OPKU.

Banngauma AonxHa 6biTb NpoBeAeHa Ha TMNOBOM (penpeseHTaTMBHOM) u3genuu. Tunosoe
ns3fenne MOMKeT NpeacTaBnATb coboi nepsble 06pasubl NPOAYKUUWU, MAPTUM WAU WX SKBUBANEHTI.
O6ocHoBaHMe BbI6Opa TaKMX NPOAYKTOB ANA BaAUAALNN AOMKHO BbITb AOKYMEHTUPOBAHO (4.2.5).

Kak 4acTb BanMaaumMmM MPOEKTUPOBAHMA U pa3paboTKM OpraHM3auma [O/XKHA BbINOAHATb
KAMHUYECKME OLEHKM UAWN OLeHMBaHWE GYHKUMOHANbHBIX XapaKTePUCTUK MEAMUMHCKOro U3aenvsa B
COOTBETCTBUM C MPUMEHUMbIMWN PEFYANPYIOWMMU TPeBOoBaHUAMM.

MeauuMHCKOe u34enne, UCMoAb3yemoe AAs  KAMHUYECKOM OLEHKM MAM  OLEHMBAHMUSA
OYHKUMOHANbHDBIX XapaKTEPUCTMK, HE pPacCMaTPMBAETCA KaK BbINyLWEHHOe A/1A UCMNoJ/ib30BaHUA
notpebutenem.

Ecnv npeaycmoTpeHHoe npumeHeHue TpebyeT, YTobbl MeguuUMHCKoe u3aenme 6b110 NoAKAoYEeHO
WUAU UMeNo MHTepdenc Ana coeMHEHns ¢ Apyrum(n) meanuuHckum(un) nsgennem(amu), To Banmaaums
[OONIXKHa BKAOYATb MPOBEPKY TOro, yYto TpeboBaHuA ONA NpegHa3sHaYeHHOro WaWM Mpeanonaraemoro
NpUMeHEHUA BbINN BbINOAHEHbI NPU NOAKAOUYEHUN AN COEANHEHNN Yepe3 uHTepdeiC.

Banupauua gonxkHa b6biTb NpoBeaeHa A0 NoCTaBKM NPOAYKLMUN NoTpebutento.

3anMcu  pe3ynbTaToB M BbIBOAOB MO Baauvdaumm UM HeobXxoAUMbIX AeNCTBMIA  O0MXHbI
noafep*KMBatbca B pabouem coctonHun (4.2.4 n 4.2.5).

7.3.8 MNepenaya NpoekTa 1 pa3paboTku

OpraHusauma [OOMKHA  AOKYMEHTMPOBaTb  Npoueaypbl nepeaaynM  BbIXOAHbIX  AaHHbIX
NPOEKTUPOBaHMA U pa3paboTKM B NPOM3BOACTBO. ITW npouedypbl A0MKHbI ob6ecrneuntb, 4TOb6bI
BbIXOAHble [aHHble MPOEKTUPOBaHUA M pa3paboTkM 6bian BepudMLMPOBaAHbI Ha COOTBETCTBUE
TpeboBaHMAM MPOU3BOACTBA, MpPEXAEe Yem CTaTb  OKOHYaTe/lbHbIMM  NPOWU3BOACTBEHHbIMMU
cneunduKaumamm, u YTobbl NPOU3BOACTBEHHbIE BO3MOMKHOCTU MOI/IM COOTBETCTBOBATb TPeboBaHUAM K

NPOAYKLMM.



Pe3ynbTaTbl M BbIBOAbI Nepeaayuun A0AXKHbI BbiTb 3apernctpuposaHbl (4.2.5).
7.3.9 YnpaBneHne U3MeHeHNAMKN NPOEKTUPOBAHMA N pa3paboTkm

OpraHusauma O0/HA OOKYMEHTMPOBaTb Npoueaypbl AAA  YNpaBAeHUA  U3MEHEHMAMM
NPOEKTUPOBaHUA WU pa3paboTku. OpraHM3auusa OO0MXKHA Onpeaenatb 3HaYMMOCTb WM3MEHeHWl AanA
bYHKUMOHANbHbIX, SKCNyaTaLMOHHbIX TpeboBaHui, TpeboBaHMii ya06CcTBa N0b30BaHNA, 6e30MacHOCTU
M MNPUMEHUMbBIX PErYAMPYIOWNX TPeboBaHMI B OTHOLWEHUUM MeAUUMHCKOro Wusgenva W ero
NpeaycMOTPEHHOTO NPUMEHEHWA.

MN3meHeHMA B MPOEKTUPOBAHUN U Pa3paboTKe JOoKHbI ObiTb MAEHTUOULMPOBAHDI.
[lo BHeApeHUs U3MeHEeHUA A0JXKHbl ObITb:

a) NpoaHaNn3MpPOBaHbl;

b) BepudnumnposaHsi;

C) BaIMANPOBaAHbI, €C/IM 3TO LLenecoobpasHo;

d) opobpeHsi.

AHann3 u3mMeHeHun NPOEKTUPOBAHNA U pa3pa60TKV| AONXKeH BKAKO4YaTb oueHunBaHUE BAUAHUA
M3MEHEHMMN Ha COCTaBHble 4acTu, I'IOﬂyd)a6pMKaTbl NN yXKe NOoCTaB/IeHHYIO NPOAYKLUNIO, Ha BXOAHbIE NN
BbIXOAHble AaHHblE MeHeAXMEHTA PUCKaA U NpoLuecCbl XU3HEHHOTO UMK/a NpoAyKUNN.

3anMcu U3MeHeHU I, pe3ybTaToB aHaNn3a U3MEHEHUI U NtoBbIX HEOBXOAUMBIX AEACTBUIA AOMXKHbI
noafiep*KMBaThcsa B paboyem coctonaHmm (4.2.5).

7.3.10 daiinbl NPOEKTUPOBaHMA N pa3paboTKku

OpraHu3auus AoMKHA NoaaepKnBaTb Gpaii NPOEKTUPOBAHMA U Pa3paboTKKU ANA KaXKAoro TMna unm
CeMENCTBA MeAMUMHCKMX mn3genuit. [JaHHbll pann AONXKEH BKAKOYATb 3aMUCUM WMAWN CCbIIKM Ha HUX,
chopMUpOBaHHbIE ANA AEMOHCTPaLMM COOTBETCTBUA TPebOBaHUAM MPOEKTUPOBAHMA U Pa3paboTKn U
3anncy U3MEHEHNI NPOEKTMPOBaHMA N Pa3paboTKu.

7.4. 3aKynku
7.4.1 Npouecc 3aKynoK

OpraHusauma O0MKHA AOKYMEHTMPOBaATh npoueaypbl (4.2.4), obecneynBalowme COOTBETCTBUE
3aKyn/ieHHOW NPOAYKLMM YCTaHOBAEHHbIM TPeBOBaHMAM K 3aKynKam.

OpraHun3aums A0/KHa YCTaHOBUTL KPUTEPUU A8 OLLEHMBAHMA M BbIBOpa NOCTaBLINKOB. Kputepun
[O/IXKHbI BbITb:

a) OCHOBaHbl Ha CMNOCOBHOCTM MNOCTaBLMKA MOCTaBAATb MPOAYKLUMIO, COOTBETCTBYIOLLYHO
TpeboBaHMAM OpraHn3aunm;

b) ocHoBaHbI Ha pe3yabTaTax AeaTeIbHOCTM NOCTaBLUNKA;
C) OCHOBaHbI Ha BAVAHWUM 3aKynaemon NPoAyKUMMN Ha KauecTBO MeAMLMHCKOro U3aenus;
d) nponopumMoHanbHbl PUCKY, CBA3AHHOMY C MEAULMHCKUM U3LEeNIMeM.

OpraHusauma [0/KHa MNaHMPOBaTb MOHUTOPWUHI WM MOBTOPHOE OLLEHMBAHME MOCTaBLMKOB.
[oneH OCylWecTBAATLCA MOHUTOPUMHI  PEe3yNbTaTOB [AEATe/IbHOCTM MOCTaBWMKA B OTHOLIEHWUU
COOTBETCTBMA 3aKynaemMoh npoayKuuMu TpeboBaHMAM. Pe3ynbTaTbl MOHMTOPUHIa [AOMKHbI 6biTh



BK/1IOYEHbI BO BXOAHblIE AaHHble NpoLecCa NOBTOPHOIo oueHnBaHMA NOCTaBLWMKaA.

HeBbinosHEHME NOCTABLLMKOM TPebOBaHUI K 3aKynaemon NpoAyKUMKN AONKHO BbITb PaCCMOTPEHO
NPOMOpPLMOHANbHO PUCKY, CBA3AHHOMY C 3aKynaemMoi NpoayKuMein 1 NpUMEHUMbIMU PETYINPYIOLLMMU
TpeboBaHMAMM.

3anucn  pesynbTaToB  OLIEHMBaHWA, Bblbopa, MOHUTOPUHIA M MNOBTOPHOrO OLLEHUBAHUA
BO3MOXHOCTEN MNOCTaBUIMKa WAN pPe3ynbTaToB AeATeNbHOCTM U o6blX HEOoBXOAMMbIX AeNCTBUIA,
BbITEKAIOLWIMNX U3 3TON AeATeNbHOCTU, A0/IKHbI MOAAEPXKMBaTbCA B pabouem coctoaHum (4.2.5).

7.4.2 NHdbopmauma no 3akynkam

MHbopmauma no 3aKynkam [OAXHa OMNUCbIBaTb WM COAEP’KaTb CCbINKM Ha 3aKymnaemyto
NPoAYKLMIO, BKNIOYasA, ecn LenecoobpasHo:

a) cneunduKkaunmn NPoAYKLNK;

b) TpeboBaHUA K NpuemMKe NpoAyKLMM, NpoLLeaypPam, NpoLeccam M 060pya0BaHUIO;
) TpeboBaHMA K KBaAndMKaLMKM NepcoHana NocTaBLLMKa;

d) TpeboBaHMsA K cUCTEME MEHeAKMEHTa KavecTBa.

OpraHunsaums AomKHa obecneuynsaTb a4eKBaTHOCTb YCTaHOBAEHHbIX TpeboBaHUI K 3aKyMnKam A0 X
CO0bLLEHNA MOCTaBLNKY.

NHbopmaLma No 3aKynKam Ao/KHa BKAOYaTb, €CAM 3TO NPUMEHUMO, NMCbMEHHOE COornalleHune o
TOM, YTO NOCTaBLUMK YyBEAOMAET OpraHusauuio 06 M3MEHeHMAX B MNOCTaBAAEMON NpoayKuuu A0
BHEAPEHNA 3TUX U3MEHEHUWN B CAyvyae, eCNM OHW OKasblBalOT BAWAHME Ha COOTBETCTBME MPOAYKLMM
YCTaHOBAEHHbIM TPEBOBaHNAM K 3aKynKam.

B Tol cTemeHW, B KaKoi 3TO HeobxoAMMO A/1A OCYLLEeCcTB/eHMA npocnexxmnsaemoctn (7.5.9),
OopraHusaumMsa AO0NXHA NoAAep:KMBaTb B paboyem COCTOSSHUM COOTBETCTBYIOLLYIO WMHPOpMaLMio Mo
3aKynkam B dopme AoKymeHTOB (4.2.4) 1 3anuceli (4.2.5).

7.4.3 Bepudunkauyma 3akynaemom npoayKkumm

OpraHM3au,vm AON1XKHa pa3pa60TaTb N OCYWEeCTB/IATb KOHTPOJIb NN UHble BUAblI AEeATE/NIbHOCTH,
HEO6XOAVIMbIe ana obecneyeHns cooTBETCTBUA 3aKynaeN\oif’| NPOoAYKUNUN YCTAaHOB/IEHHbIM Tpe6OBaHMHM
K 3aKynKam.

O6bbem [AeAaTenbHOCTM MO BepudUKauMM AO0AKEH 6biTb OCHOBAaH Ha pesy/abTaTax OLEHMBaHWA
NOCTaBLMKa U 6bITb MPONOPLMOHANbHBIM PUCKaM, CBA3AHHbIM C 3aKyrnaemol npoayKLumen.

Ecnv opraHmsauma noayvyaeT MHGOPMALMIO O KaKUX-TMBO M3MEHEHMAX B 3aKynaemon NpoayKLun,
TO OHa AO/IXKHa ONpPeaenuTb, HACKO/bKO 3TU M3MEHEHMA MOBAUAIOT HA MPOLLECCh }KU3HEHHOMO LMKAa
NPOAYKLMM NN MeONLMHCKOE U3aenue.

Ecnn opraHusauma uan notpebutens npeasaratoT OCYLLECTBMTb BepudMKaumio Ha NpeanpuaTum
NOCTaBLMKa, TO OPraHN3auUma 40/KHA YCTaHOBUTb B MHGOPMaLLMK MO 3aKymnKam npeanoiaraemble mepbl
no sepudMKaumMm 1 NOPAAOK BbINyCKa NPOAYKLNN Y MOCTaBLUMKA.

3anucu no BepudmKaLMm SOMKHbI NOALEPKMBATLCA B paboyem cocTosiHum (4.2.5).
7.5. NMpoun3BoAacTBO 1 06CNyKMBaHNE

7.5.1 YnpaBneHue Npo13BOACTBOM U 06CNYyXKUBAHMEM



Mpon3BoacTBO M 06CAYKMBAHWE [AOMKHbI NJAAHMPOBATLCA, OCYLWECTBAATLCA, MNOABEPraTbCA
MOHMUTOPUHIY M yrpaBaeHnto ana obecneyeHns COOTBETCTBMA NPOAYKUMM crieunuduKkaummn.

Ecnn u,enecoo6pa3Ho, ynpasaaemblie ycnosuna npounsBoAacTBa AOJ/IXKHblI  BK/AKOYATb, He
OrpaHnN4YMBaACb MMu:

a) AOKYMEHTMPOBaHHbIe NpoLeaypbl U METOAbI YpaBaeHUs NPon3BOACTBOM (4.2.4);

b) KBanndUKauno MHOPACTPYKTYPbI;

C) NnpoBeAeHMEe MOHUTOPUHIA U U3MEPEHMI NapamMeTPOB NPOLLECCOB M XapaKTEPUCTUK NPOAYKUNN;
d) Hannume N npumeHeHne ob6opPyA0BaAHNA A1 MOHUTOPUHIA U U3MEPEHUIA;

€) BbIMNOJIHEHWE YCTAHOB/IEHHbIX OMNEPALLMA MO MAPKUPOBKE U YNaKoBKe;

f) ocywecTBneHme BbiNycKa, NOCTaBKU U AeNCTBUIA NOC/e NOCTABKM NPOAYKUMMU.

OpraHusauma Ao/XKHa pa3paboTtaTb M NoaaepuBath B paboyem coctosHuM 3anucu (4.2.5) ana
KaX4oro MeguuUMHCKOro M34enna UAN KakaoW NapTun meanUMHCKUX U3aenuii, ytobbl obecneuntb nx
NPOCAEXNBAEMOCTb B COOTBETCTBMM C MYHKTOM 7.5.9 U onpegesneHne Ko/aMYecTBa MPOM3BEAEHHOWN
NPOAYKLMM U NPOAYKLMM, 0A06pEHHON ANA pacnpoCcTpaHeHMA. 3anncy A0AXKHbI 6biTb BepnduLMpoBaHbI
1 oduumanbHO ogo6peHsl.

7.5.2 Ynctota npoayKuum

OpraHun3aumsa A0/BKHa AOKYMEHTUPOBaTh TPeboBaHUA K UYMCTOTE WAM KOHTPOAIO 3arpsasHeHuA
NPoAYKLMU, ECAN:

a) NpoAyKumAa nepeg crepunmnsaumneint n/uam npUMMeHeHMem NPOXoAMUT OUYUCTKY B OpraHM3aLmnu;

b) npoaykuma nocrtaBaAeTcA HECTEPUAbHOW M MOANENKUT OYUCTKE Mepen cTepunusaumen n/mnm
NpUMEHEHNEM;

C) NpoayKuma He MOXKeT bbiTb OuMlleHa nepen cTepuansaumeinn U/Man NpUMeHeHWem, HO ee
YyMCTOTa MMEET 3HaYeHne ANA NPUMEHEHNS;

d) npoaykuus nocraBnseTca A/A MUCMNO/Ib30BaHUA HECTepU/bHOM, HO ee 4MucToTa ABAAeTcA
CYLLLECTBEHHOW A1 NPUMEHEHUA U3AENUSA;

e) peareHTbl, NPUMeHAEMble A4 OYUCTKM MPOAYKLUMKN, AO0NXKHbI BbiThb yAaneHbl B npolecce ee
W3roToBAEHUA.

Ecnu npoayKLma nogBepraeTcs O4MCTKE B COOTBETCTBUM C NEPEYUCIEHUAMM @) an b), TpeboBaHUA
NyHKTa 6.4.1 He NPMMeHAITCA A0 3Tana OYMUCTKM.

7.5.3 [1eATenbHOCTb MO MOHTAXY

OpFaHM3aLI,Mﬂ AONXKHA AOKYMEHTUpPOBaATb Tpe6OBaHMﬂ K MOHTaXXy megunumHCKoro msgenna u
Kputepun npnemrKun ana BepVId)VIKaLI,VIVI MOHTaXXa MmeanLMHCKOro nsagenuna, ecam npuMmeHmnmo.

Ecnu cornacosaHHble ¢ noTpebutesem TpebosaHMUA NO3BOAAIOT BbIMNOAHATb MOHTaX MEANLMHCKOTO
n3aenva BHelHen CTOPOHON, OTNIMYHOW OT OpraHM3aLun UAM ee NOCTaBLUMKa, OpraHM3auma A0NXKHa
npefocTaBUTb AOKYMEHTUPOBAHHbIE TPEBOBaAHNA K MOHTaXy MEANLMUHCKOro M3agenna n sepudukalmm
MOHTaXa.

3anMcmM 0 MOHTaxe u BepVId)VIKaLJ,VIVI MeanunHCKOro n3aenna, Kotopble BbIMOIHAET OpraHM3auunA



WAN ee NOCTaBLMK, AOKHbI NOAAEPKMBATLCA B paboyem cocToaHum (4.2.5).
7.5.4 fesatenbHOCTb Mo 06CAYKMBAHUIO

Ecnn  obcnyKuMBaHME MeAMUMHCKOrO WM3aenva ABAAETCA  YCTaHOB/AEHHbIM TpeboBaHMeMm,
opraHuM3auma Ao/MXKHa pa3paboTaTb AOKYMEHTUMPOBaHHbIE NpoLeaypbl MO 06CAYKMBAHMIO, CPaBOYHbIe
matepuanbl M pedepeHTHble npoueaypbl M3MepeHus, ecan Heobxoaumo, AN  OCYLLEeCTBAeHUA
06cnyKnBaHUA 1 BepndrKaumm Toro, 4To TpeboBaHMA K NPOAYKLMMN BbINOSHEHbI.

OpFaHM3aLI,Mﬂ AO0NXKHA aHa/MM3NPOBaTb 3aNUCK NO O6C}'Iy)'KMBaHMI'0, BblINO/IHAEMOMY opraHmsau,mei/’l
nnanm ee NoCTaBWMKOM:

a) ana onpeaeneHns, obpawaTtbea M ¢ MHbopMaLMent, Kak C NpeTeH3nei;
b) ecnn uenecoobpasHo, UCMNOIb30BaTb KaK BXOAHble AaHHbIE NPOLLecca yaydLleHns.

3anMcu no ob6CAYKMBaHUIO, BbINOMHAEMOMY OPraHusauMein WA ee MOCTABLUMKOM, OO/XKHbI
noafep*KMBaTbcsa B paboyem coctoaHmm (4.2.5).

7.5.5 CneumanbHble TpeboBaHMA K CTEPUIbHBIM MEANLMHCKUM M3AeNNAM

OpraHuM3aumsa [0/XHa MOAAEepXMBaTh 3anmMcyM MO napameTpam npouecca Crepuansaumu,
NPUMEHAEMOro A/1A KakAOoW napTum crepuansyemoit npoaykuuu (4.2.5). 3anucu no crepuamnsaumu
[O0/IKHbI NPOCAEKNBATLCA ANA KaXKA0M NapTUM NPOUN3BEAEHHbIX MEAULMHCKUX U3AeNNN.

7.5.6 Bannpayma npoLeccos Npon3BOACTBa U 06CNYKMBaAHMA

OpraHuMsaumsa Ao/KHa BanuMaMposaTb tobble MpoLecchl MPOM3BOACTBA M OBCAYXKUBAHUA,
pesynbTaTbl KOTOPbIX HEeNb3A MPOBEpPUTb MOCPEeACTBOM MOC/AEeA0BaTe/IbHOrO MOHUTOPUHIA  MAK
U3MepeHua U, cneaoBaTefibHO, HeAOCTAaTKM KOTOPbIX CTaHOBATCA OYEBUAHbIMM TOJILKO MOCAE Hayana
MCMO/1b30BaHUA NPOAYKLMM UAN ee 0BCAYIKMBAHUA.

Bannpauma gonxKHa npoaemMoHCTPUpoBaTh CNOCOBHOCTb 3TUX npoueccoB NOCTOAHHO A0OCTUTaTb
3aMN/1aHNPOBAHHbIX Pe3yNbTaTOB.

OpraHusauma A0NKHA LOKYMEHTMPOBATL NPOLLeAYPbl BaANAALMM NPOLECCOB, BKAKOYAA:
a) onpegeneHHble KPUTEPUUN AN aHaAn3a M oaobpeHna NpoLLeccos;

b) onpeaenenHne npurogHocT1 o6opyaoBaHMUA U NOArOTOBAEHHOCTN NEPCOHANa;

C) NpMMeHeHMe KOHKPETHbIX METOA0B, MPOLLEAYP U KPUTEPUEB MPUEMKMU;

d) ecnn uenecoobpasHo, cTaTUCTMYECKME MeToAbl C 060CHOBaHNMEM 06bEMOB BbIBOPKMY;
e) TpeboBaHuA K 3anucam (4.2.5);

f) peBannpaumio, BKAOUYan ee KpuTepuu;

g) onobpeHne n3meHeHu B NpoLeccax.

OpraHusauma A0/KHA AOKYMEHTMPOBATh MpoLeAypbl BaAnMAaumMm NpMMeHeHna KOMMNbITEPHOro
nporpaMmmHoro obecneyeHuns, UCNOAb3YEMOroO B NPOM3BOACTBE U 06CAYXKMBAHMU. Takoe NporpammHoe
obecneyeHne 40MKHO BbITb BANNAMPOBAHO A0 €ro NePBOro NPUMeEHeHUA 1, eciv uenecoobpasHo, nocne
BHECEHWA M3MEHEHUI B NporpammHoe obecneyeHne UM ero Ucnoab3oBaHne. KOHKpeTHbI noaxoa u
OeATeNbHOCTb NO  BaivdaumMM W pesBanvgauum nporpammHoro obecrnedeHua AOMKHbI  6bITb
NPONOPLMOHANbHbI PUCKY, CBA3AHHOMY C MPUMEHeHMem MporpaMmHoro obecrnedyeHus, BKAKOYAA ero



BINAHMWE Ha COOTBETCTBME NpOoAYKUUN CI'IELI,Md)VIKaLl,VIHM.

3anMcu pesynbTaToB M BbIBOAOB, a TaKXKe HeobXoAMMbIX AEWCTBMIA MO Baavaauuu, O0MXHbI
noafep*KnBatbca B pabouem coctoaHuu (4.2.4 n 4.2.5).

7.5.7 CneymnanbHble TpeboBaHMA K BanMAaumMM NpoLECCOB CTepuaMsaumm n cuctemam bapbepos
CTepPUAbHOCTU

OpraHusauma goXKHa AOKYMEHTMPOBaTb Npoueaypbl (4.2.4) BanMaaumm npoLLeccos CTepuansanmnm
M cuctem 6apbepoB CTepuabHOCTU. Tpouecchl CTEPUMAM3AUMU U CUCTEMbI GapbepoB CTEPUNLHOCTU
cneayeT BaNMAMPOBaATb A0 WX MEPBOTO MPUMEHEHWMA M MOC/Ae BHECEHUA W3MEHEeHUI MPOAYKUMMU B
npoueccol, ecnm uenecoobpasHo.

3anMcu pesynbTaToB M BbIBOAOB, a TaKKe U HeobXoAMMbIX AEWCTBUIA MO BanuAaumu, O0MXKHbI
noafeprKMBatbca B pabouem coctoaHuu (4.2.4 n 4.2.5).

MpumeydaHue - JonoaHUTENbHYIO MHGOPMaLMIO MOXKHO HalTK B ISO 11607-1 1 ISO 11607-2.

7.5.8 NpeHTndukauma

OpraHuM3aumsa A0/KHa [AOKYMEHTMPOBaTb Mpoueaypbl No  MAEHTUGUKAUMM MNPOAYKUMUM W
naeHTMOMUMPOBATL MPOAYKLUMIO NOAXOAALMMWN CPEACTBAMMN HA MPOTAMKEHUU NPOLECCOB U3HEHHOro
LUMKNA NPOAYKLMMN.

OpraHusauma A0/KHA MAEHTMOUUMPOBATL CTaTyC MPOAYKLUMM MO OTHOLWEHWUIO K TpeboBaHMAM
MOHMWTOPUHIa U USMEPEHUIA HA MPOTAXKEHMM NMPOLLECCOB XU3HEHHOIO LMKAA NPOAYKLMUN.

NaeHTuduMKauma craTtyca NpoayKUMW AO0/XKHA MOAAEPKMBaTbCA Ha 3Tamax ee Mnpou3BOACTBa,
XpaHeHMsA, MOHTaXa 1 0bCny»KMBaHUA ana obecneyeHnsa NocTaBKK, NPUMEHEHNA UAM MOHTaXKa TOJ/IbKO
TON MPOAYKUMM, KOTopasa npollina Bce HeobxoAumble BWAbl KOHTPOASA W WUCAbITAHUA WMAM UMeeT
odunuManbHOe paspeLleHne Ha OTKIOHEHWNE OT YCTaHOB/IEHHbIX TpeboBaHMIA.

Ecnn Tpebyetca NPUMMEHUMbIMU  PEryivpylolMMn  TpeboBaHUAMKW, OpraHM3auMa [AO0/KHA
[AOKYMEHTUPOBATb CUCTEMY YHUKANIbHOM MAEHTUOUKALMM MEANLMHCKMX U3AENNIA.

OpraHunsaums A0/1XKHa AOKYMEHTMPOBATb NpoLeaypbl 4na obecneyeHms Toro, 4Tobbl MeguLMHCKME
n3genvsa, BO3BPALLEHHble oOpraHMsaumu, 6blAn UAEHTUPUUMPOBAHbI M OTAENEHbl OT MNPOAYKLMM,
COOTBETCTBYIOLLEN TPEOOBAHUAM.

7.5.9 MNMpocnexnsaemoctb
7.5.9.1 O6uwMme nonoxeHms

OpraHusauma A0/KHA OOKYMEHTMPOBaTb npoueaypbl AnA obecneyeHUs NPOCAEKMBAEMOCTH.
Takue npoueaypbl AONXKHbI ONPeAenaTb CTeneHb MPOCAEXKMBAEMOCTU MPOAYKLMM B COOTBETCTBUU C
NPUMEHUMBIMU PETYANPYIOLLMMKN TPebBOoBaHMAMMU U 3anNncK, KOTopble HeobxoaMMO MoAAEPKMBATb B
pabouem coctoAHuM (4.2.5).

7.5.9.2 CneumnanbHble Tpeb0oBaHUA K MMNAAHTUPYEMbIM MEANLUHCKUM U3AeNNAM

3anucwy, TpE6VEMbIe Aana npocnexmBaemocCTtn, AONIXKHbl BKAKOYATb 3annCKUM O KOMMOHEHTAX,
maTephnanax n ycanosmax I'IpOM3BOLI,CTBeHHOl71 cpeabl, ecan 3TO MOXeT NpPuBeECTU K HECOOTBETCTBUIO
MeanunHCKOro n3genna sagaHHbim Tpe6OBaHMﬂM 6e3onacHOCTN U d)yHKLI,MOHaﬂbeIM XapPaKTePUCTUKaM.

OpraHusauma OonxHa TpeboBaTb OT MNOCTABLLIMKOB YCAYr MO AOCTaBKe WAU AMCTPUOLIOTOPOB
noAAep:KmnBaTb 3anmncK o pacnpeneneHum MeguunHCKUX nsaennii AN A0CTUMNKEHUA NPOCAEXNBAEMOCTH
W AOCTYNHOCTU 3TUX 3anuceit AN NPOBEpPKM.



3anMcM 0 HaMMEHOBaHWWM M ajapece rpy3ononydaTens AO/XHbI NOAAEPKMBATLCA B pabouem
cocToAHum (4.2.5).

7.5.10 CobcTBEHHOCTL NOTPEOUTENEN

OpraHuMsaumsa [oAXHa uaeHTMduUuMpoBsaTb, BepudUUMPOBaTb, 3alMiiaTb UM COXPaHATb
cobcTBEHHOCTb MOTpebuTens, NpeaocTaBAeHHYIO A8 UCMONb30BaHUA WAWM BKAKOYEHMA B NPOAYKLUMUIO,
MoKa OHa HaxoAuTCA Noj ynpas/ieHMem opraHusauMuM WAM ucnosbsyetca eto. Ecam cobcTBeHHOCTb
notpebutensa ytepsaHa, NoBpeKaeHa WAM NPu3HaHa HEeMnpurogHoW ANSA UCMONb30BaHUA, noTpebutens
[0/1KeH 6bITb 06 3TOM U3BELLEH, a 3aNncy A0NXHbI Noaaep>kmMsaTbca B paboyem coctosaHun (4.2.5).

7.5.11 CoxpaHeHune cOOTBETCTBMA NPOAYKLUN

OpraHusauma go/XKHa AOKYMEHTMPOBaTb NpoLeaypbl N0 COXPaHEHUIO COOTBETCTBUA MPOAYKLMK
TpeboBaHMAM B NpoLecce NPoM3BOACTBA, XPaHeHUs, 06paboTku 1 nocTaBku. CoxpaHeHne COOTBETCTBMSA
OONXKHO NPUMEHATLCA U K COCTaBHbIM YacTAM MEANLMHCKOTO U34enus.

OpFaHM3aLI,Mﬂ AO/IXKHA NpeaoxpaHATb NpPpoAYKUUMIKO OT HeCaHKUWOHUPOBAHHbIX VI3MEHeHMl\/’I,
3arpA3HeHnAa nnun I'IOBpG)KLI,GHMﬁ, CBA3aHHbIX C BO3,£I,€171CTBVI€M npeanosiaraemMblix ycnosmﬁ W onacHocTel B
npouecce nponssoacTBa, XpaHeHUA, O6pa6OTKVI M NOCTaBKKM NOCPeEACTBOM:

a) pa3paboTKM M cO34aHMA NOAXOAALLEN YNAKOBKMN M TPAHCMOPTHOM Tapbl;

b) AoKyMmeHTUpoBaHMA TpeboBaHMIA K CNeLManbHbIM YCI0BUAM B C/IyYae, €C/IM YNaKoBKa He MOXKeT
obecneymTb COXPaHHOCTb.

Ecnn TpebyloTca cneuManbHble YCAOBMA, TO OHM AOO0/XHbI NOABEpPraTtbCA YNPaBAEHUID W
pernctpauum (4.2.5).

7.6. YnpasneHue ob6opyaoBaHnemM gna MOHUTOPMHIA U U3MEPEHNI

OpraHusaumsa A0/BKHa onpeaenTb MOHUTOPUHT U U3MEPEHMsA, KOoTopble HeobxoamMmo
OCYLLECTBNATb, a TakXe o0bopyaoBaHME [O1A MOHUTOPMHrA U U3MEpeHus, Heobxoaumble AnA
obecneyeHns CBUAETEIbCTBA COOTBETCTBUA MPOAYKLMUMN YCTaHOBAEHHbBIM TPeboBaHUAM.

OpraHusauma A0MKHa AOKYMEHTMPOBaTb npoueaypbl Ans obecneyeHns Toro, YTO MOHUTOPUHT U
N3MepPEHMA MOTYT OCYLLECTBAATLCA M OCYLLECTBAAIOTCA B COOTBETCTBMM C TPeHOBaHUAMU K MOHUTOPUHTY
N U3MEepeHUaM.

Tam, roe HeobxoaMmo obecneunTb J0CTOBEPHOCTb Pe3ynbTaToB, U3MepUTeNbHoe 0bopyaoBaHue
JO/IKHO bObITb:

a) 0TKaNMbpPoBaHO 1/NNM NOBEPEHO B YCTaHOB/IEHHbIE NEpUoAbl UK Nepes ero NPUMeEHEHUEM Mo
06pa3LoBbIM 3Ta/IOHAM, MepesarolMm pasmepbl eauMHUL, B CPAaBHEHWW C MeEKAYHapOOHbIMU WAU
HaLMOHabHbIMKM 3TasioHamK. [pU OTCYTCTBMM TAaKUX 3TANIOHOB 6a3a, MCMOJIb30BaHHAA ANs KaJIMBPOBKM
WU NOBEPKU, A0NXKHa bbITb 3apernctpuposaHa (4.2.5);

b) oTperynnposaHo M1 NOBTOPHO OTPEry/IMPOBaHO MO Mepe HeobxoANMMOoCTU. Takas peryMpoBKa
WY NOBTOPHAA PEryNMPOBKa A0/1XHbI 6bITb 3aperncTpmpoBaHbl (4.2.5);

C) nAEHTUOMLMPOBAHO C LLe/Ibio YCTAHOBAEHUSA CTaTyca KaAnbpoBKY;

d) sawuuEeHo oT peryaMpoBOK, KoTopble caenann 6bl HeAeNCTBMTENbHbIMM  pe3yibTaTbl
n3mepeHus;

E) 3alimuleHo OoT nospexXaeHnAa U yxyguweHunA COCTOAHMA B XOoA4e 3KCnayatauun, TeXHUYECKOro
O6C}'IY)-KVIBaHVIF| N XpaHeHnA.



OpraHusauma  AO/KHA  BbIMOAHATb  KanAMBpOBKY MAM  MOBEPKY B  COOTBETCTBUM  C
[AOKYMEHTUPOBAHHbIMM NpoLUeaypamu.

Kpome TOro, opraHusauusa [O/MKHA OLEHUTb M 3aperMcTpMpoBaTb AO0CTOBEPHOCTb MPeablayLLnX
pes3ynbTaToOB U3MepPeHUs, ecnu OBHapy)KeHo, YTo 0bOopyaoBaHME He COOTBETCTBYET TpeboBaHUAM.
OpraHusaumsa gomKHa NpegnpuHAaTb COOTBETCTBYIOLLME AENCTBMA B OTHOLIEHUM TaKoro ob6opyaoBaHma 1
ntobon nsmepeHHoM NpoayKumu.

3anMcu pesynbTaToB KanMBpPOBKM M MOBEPKM AOMKHbI NOAAEPHMBATLCA B paboyem COCTOAHMM
(4.2.5).

OpraHusauma A0/KHA AOKYMEHTMPOBATh MpoLeAypbl BanMaaumMm NpUMEHeHNa KOMMNbIOTEPHOro
nporpaMmmHoro obecneyeHuns, UCNONb3YEMOro ANA MOHUTOPUHrA U M3MepeHus. Takoe nporpammHoe
obecneyeHne A0MKHO BbITb BANMAMPOBAHO A0 €ro NePBOro NPUMeEHEHUA 1, eciu LenecoobpasHo, nocne
BHECEHMA M3MEHEHUI B NporpammHoe obecneyeHne MaM ero Ucnosib3oBaHune. KOHKpeTHbIM noaxon, v
AeATeNbHOCTb, CBA3aHHAA C Bavdaumei M pesanmaaumein nporpaMmHoro obecneyeHns, A0NKHbI 6bITb
NPONOPLMOHANbHbI PUCKY, CBA3AHHOMY C MPUMEHEHMEM NPOrpaMMHOro obecrnedyeHmns, U ero BANAHNEM
Ha COOTBETCTBME NPOAYKUMM crieunduKkaumam.

3anMcu pesynbTaToB M BbIBOAOB, a TaKXKe HeobXoAMMbIX AEWCTBMIA MO Baauaaumu, O0MXKHbI
noafep*KMBatbca B pabouem coctonHuu (4.2.4 n 4.2.5).

MpumeydaHue - JonoaAHUTENbHYIO MHGOPMaLUIO MOXKHO HalTh B ISO 10012.
8. IamepeHue, aHanm3 u ynydeHue

8.1. O6wme NonoKeHusn

OpraHuM3aumsa Ao/BKHa MNaHMPOBaTb M OCYLLECTBAATb MPOLECChbl MOHUTOPUHra, W3MepeHus
(oueHKn), aHanusa u ynydweHus, Heobxoaumble ANSA:

a) AeMOHCTPaLMN COOTBETCTBUA NPOAYKLNNK;
b) obecneyeHns cOOTBETCTBMA CUCTEMbI MEHEAXKMEHTA KayecTsa;
C) NnoaaepsKaHuUA pesynbTaTUBHOCTM CUCTEMbI MEHEAXKMEHTA KayecTsa.

OTO AONKHO BKAKOYATb onpeageneHne npMMeHAeMbIX MeToaoB, B TOM 4YUCne CTaTUCTUYECKUX, U
obnactu nx NnPUMeEHEHUA.

8.2. MOHUTOPUHT U U3MepeHune
8.2.1 ObpaTHan cBA3b

B KauyecTBe 04HOro M3 CNocob0OB OLLEHKN Pe3yNbTaTUBHOCTU CUCTEMbI MEHEeAXXMEHTa KayecTBa
opraHM3auMa AO0/KHa cobupaTb MHOOPMALMIO, OTHOCALLYHOCA K Y/AOBNETBOPEHUIO OpraHusaumen
TpeboBaHMIt NoTpebuTens, 1 OCyLLECTBAATb €€ MOHUTOPUHT.

MeToApb! NOAYYEHMA U UCMONb30BAHMA 3TON MHPOPMALMUN A0NKHbI BbITh AOKYMEHTUPOBAHbI.

OpraHu3aumsa A0/MKHa AOKYMEHTMPOBATh Npoleaypbl no npoueccy obpaTtHol ceasn. Mpouecc
obpaTHOM CBA3M AO0/KEH BKAOYATb NOPAAOK cbopa AaHHbIX, Kak Ha CTaguM MPOM3BOACTBA, Tak M
MocTnpon3BoACTBa.

NHdopmauma, cobpaHHaa B npouecce obpaTHOM CBA3M, AO/MKHA MCMONb30BaTbCA B KayecTse
NOTEHUMANbHbIX BXOAHbLIX AAHHbIX B MEHEAMMEHT PUCKa C LEeNbld MOHWUTOPUHIA U MOoAAep)KaHuA
TpeboBaHMIN K NPOAYKLUMN, @ TAKXKE K MPOLLECCam ee KU3HEHHOTO LMKAa M NPOLLeCCam YayULLEHNUA.



ECcM B COOTBETCTBMM C MPUMEHUMbIMU PEFYAUPYIOWNMM TPeBOBaHMAMMN OpraHn3auma A0/KHa
HakanAueaTb  OMPeAEeNeHHbIt  OMNbIT  Ha  OCHOBaHMM  MHOOPMaUMM,  MOAYYEHHOM  Ha
NOCTNPOM3BOACTBEHHON CTaAuK, aHanM3 TaKoro OnMbiTa AO/MKEH ABAATLCA YacTblo npouecca obpaTHOM
CBA3MN.

8.2.2 PaccmoTpeHMe npeTeH3ni

OpraHusauma [O0/KHA AOKYMEHTMPOBaTb Mpoueaypbl ANA CBOEBPEMEHHOro PacCMOTPEeHuA
NPeTeH3nin B COOTBETCTBUM C MPUMEHUMbIMU peryampyrowmmmn TpebosaHnamu. aHHble npoueaypbl
OONIXKHbI, MO MeHblueld Mepe, ycTaHaBnMBaTb TpeboBaHWA W pacnpefesneHne OTBETCTBEHHOCTU B
OTHOLUEHMMU:

a) NoNyYeHUa 1 perncTpaunmn MHbopmaLmu;

b) oueHnBaHNA nHGOPMaLMM ANA ONpeaeneHna Toro, ABAAETCA i obpaTHan CBA3b NPeTeH3nel;

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma nyHKTOB AaHa B COOTBETCTBUM C ODULLMANBbHBIM TEKCTOM AOKYMEHTA.

a) paccnenoBaHWA NPeTeH3ni;

b) onpegeneHunsa Heob6xoANMMOCTM MHPOPMUPOBAHUA COOTBETCTBYIOLLMX PETYINPYIOLLMX OPraHOB;
e) nencTeunii c NpoAyKUMEN, B OTHOLLIEHNUM KOTOPOW MoJIyYeHa NpeTeHsus;

f) onpepeneHna HeoH6XO0AMMOCTU UHULMMPOBATb KOPPEKLUN UM KOPPEKTUPYIOLLME AEACTBUA.

Ecnn  Kakasa-nmbo npeTeH3uMa He Oblna paccnegoBaHa, To 06OCHOBaHME [AOMXKHO ObiTb
OOKYMEHTUPOBAHO. J1lobasn KoppeKUuMa UAN KOPPEKTUPYIoLee AelcTBME B pe3y/ibTaTe PacCMOTPEeHUs
NpeTeH3nn A[O0/KHbI ObITb AOKYMEHTMpOBaHbl. Ecan npoBegeHHoe pacc/iefoBaHME MNOKAs3ano, 4To
NPUYUHON NPETEH3UN ABMAACL AEATeNbHOCTb BHE OPraHW3auuu, OO/KEH OCYLLeCTBAATbLCA Ob6MeH
COOTBETCTBYIOLLEN MHDOPMALIMEN MEXKAY OpraHM3aUMen U BHELIHEN CTOPOHOIA.

3anuncu No paccMoTPEHMIO MPETEH3UIA AO0NKHbI NoALEPKMBATbCA B paboyem cocTosiHum (4.2.5).
8.2.3 OTYETHOCTb B pPeryampytoLmne opraHbl

Ecniv npumeHumble peryavpylowme TpeboBaHMA 06A3bIBAOT YBEAOMNATb O MPETeH3UAX,
COOTBETCTBYIOLLMX YCTAHOBNEHHbIM KPUTEPUAM OTYETHOCTM O HEGNAronpPUATHbLIX COBLITUAX UK BbIMyCKe
NOACHUTE/IbHOrO YBeAOMIEHUSA, OPraHN3aLUmMa A0/IKHA AOKYMEHTUPOBATbL NpoLeaypbl A1 yBeAOMAEeHNA
COOTBETCTBYIOLMX PErYANPYIOLLMX OPraHoB.

3anucK, cBA3aHHble C OTYETHOCTbIO B pPEeryiMpylouMe opraHbl, AO/KHbI MOAAEPKMBATLCA B
pabouem coctoAHuM (4.2.5).

8.2.4 BHyTpeHHu ayauT

OpFaHM3aLI,Mﬂ AO/IXXHa NpPOoBOAUTb BHYTPEHHUE ayAuTbl Yepe3 3an/iaHNpoBaHHbIE MHTEPBA/bl C
LeN1blo YCTaHOB/IEHUA TOTO, YTO CUCTEMA MEHEOXKMEHTA KayeCTBa:

a) COOTBETCTBYET 3amnjaHUPOBAaHHbIM M AOKYMEHTUPOBAHHbIM MepPOnpUATUAM, TpeboBaHUAM
HacToAlWero craHAapTa, TpeboBaHMAM K CUCTEME MEHEAKMEHTa KayecTBa, pa3paboTaHHbIM
opraHu3aumen, 1 NPUMEHUMbIM PErYANPYIOWNM TPe6oBaHMAM;

b) BHeapeHa pe3ynbTaTUBHO U NOAAEPKMBAETCA B paboyem COCTOAHUMN.



OpraHusauma [OO0MKHa [AOKYMEHTMPOBATb Mpoueaypy, Onpeaensiolylo OTBETCTBEHHOCTb W
TpeboBaHMA K NAaHNMPOBAHWNIO M MPOBEAEHMIO ayAUTOB, 3aMMCAM W OTYETaM O pesy/ibTaTax ayauTa.

Mporpamma ayaMTOB A0/IKHA NAAHMPOBATHLCA C YYETOM CTaTyCa M BaXKHOCTM MPOoL,EeccoB 1 obaactu
ayauTa, a TaKKe pesynbTaToB npeaplaylimx ayautoB. Kputepuu, obnactb NPUMEHEHMs, 4YacToTa M
MeToAbl ayaMTOB AO0/KHbl 6biTb OnpeaeneHbl U 3apernctpuposaHbl (4.2.5). Bbibop ayantopos wu
nposegeHVe ayauToB A0/MKHbI obecneunBaTb 06BEKTUBHOCTL M BecnpUCTPacTHOCTL Npolecca ayauTa.
AyaunTopsbl He A0MKHbI NPOBEPATL CBOK COBCTBEHHYIO paboTy.

3anuncu B OTHOLLEHMM ayAUTOB U UX Pe3yAbTaToB, BKAOUYaA naeHTMdMKaLUMIo npoLeccos 1 obnacTeit
ayamTa, a TakKe BbIBOAOB MO ayauTy, AO/KHbI NOAAEPHKMBATLCA B paboyem coctoaHum (4.2.5).

PyKoBOACTBO, OTBETCTBEHHOE 3a MpoBepsemMble 06/1acTU AeATENbHOCTU, AOKHO obecrneymBaThb,
yTobbl Ntobble HeobxoaMMble KOPPEKLUM W KOPPEKTUpYyloWMe AeUCTBUA npeanpuHUMannce 6es
W3/IUWHEN OTCPOYKMU ANA YCTPAHEHUS OOHapyXKEHHbIX HECOOTBETCTBMI M UX NpuYuH. Mocnepyrolwme
OEeNCTBUA AOKHbI BKAKOYATb BEPUPUKALMIO NPEANPUHATBIX MEP M OTYET O pe3y/ibTaTax BepupuKaumm.

MpumeydaHue - JonoAHUTENbHYIO MHGOPMaLUIO MOXKHO HalTh B ISO 19011.

8.2.5 MOHUTOPUHT N U3MepeHMe NPoLLEeCcCcoB

OpraHuM3aumsa Oo/KHa MNPUMEHATb MOAXOAAllMEe MEeTOoAbl  MOHWTOPUHIaE W, €ecau  3To
uenecoobpasHo, U3MEPeHMA NPOLECCOB CUCTEMbI MEHEAMMEHTa KadectBa. ITU MeTOoAbl AO0/KHbI
[EMOHCTPUPOBaTb CMOCOBHOCTb MPOLECCOB  AOCTMraTh 3an/aHUPOBAaHHbLIX  pesynbTatos. Ecau
3annaHMpOBaHHble pe3ynbTaTbl He  AOCTUTHYTbI, AO/BKHbl  NPEAnPUHUMATBCA  KOPpeKkuunM U
KOPPEKTUPYIOLLIME AEUCTBMA, €CAN 3TO LienecoobpasHo.

8.2.6 MOHUTOPUHT N U3MepeHMe NPoaYKLMN

OpraHM3au,vm AO/1XKHa NPOoBOAUTb MOHUTOPUHT U U3IMepPeHUNE XapPaKTEPUCTUK NPOAYKLUN C LeNblo
BepVICI)MKaLI,VIVI COOTBETCTBMA NPOAYKLUN YCTAHOB/IEHHbIM Tpe6OBaHVIF|M. 97O AOMKHO OCyLWecCTBNATLCA Ha
COOTBETCTBYHOWMNX CTaaMAX nNnpoueccoB XU3HEHHOrNo UuUuKna npoaykumMm w B COOTBETCTBUU C
3an1aHNPOBAaHHbIMUN n OOKYMEHTUPOBAHHbIMU meponpuaTnaAmMmm n AOKYMEHTUPOBAHHbIMUA

npoueaypamu.

CBMAETENbCTBA COOTBETCTBUA KPUTEPUAM NPUEMKM [OMKHbI MOAAEPHMBATLCA B paboyem
COCTOSIHMM. 3anuUcK 4O0NXKHbI YKasblBaTb /ML, CaHKLMOHMPOBaBLUEee BbiNyCcK npoaykuuu (4.2.5). Ecam
uenecoobpasHo, 3anucM  AOMKHbI  UAEeHTUOMLMPOBATL 000pPYyAOBaHWE, WCMNONb30BAHHOE A/A
N3MEpPEHUN.

BbINyCcK NPoOAyKUMM U 0BCAYKMBAHWE He AO/KHbI OCYLLECTBAATLCA A0 YCMEeLWHOro 3aBeplleHuns
3aMn/1aHNPOBAHHbIX U AOKYMEHTUPOBAHHbIX MEPONPUATUIA.

[na  MMNAQHTMPYEMbIX MeAULMHCKUX W3AEeNUMIA OopraHusaumsa  AO0/KHa BecTUM 3anuMcu Mo
naeHTMdMKaLMmM nepcoHana, NPoBoAALLEro Nobble BUAbI KOHTPOAA UAWU UCTbITaHWUIA.

8.3. YnpasneHne HECOOTBETCTBYIOLLEN NPOAYKLMEN
8.3.1 O6wme nonoKeHns

OpraHunsaums AoxHa obecneymnsathb, YTObObI NPOAYKLMA, KOTOPaA HE COOTBETCTBYET TpeboBaHUAM,
6blna unaeHTMdMUMpPOBaAHA W yhpasasnacb C LUEAbild NpeaoTBpalleHMa  HenpeaHamepeHHoro
MCMONb30BaHUA MAKM NocTaBku. OpraHM3auma Ao/KHa AOKYMEHTUPOBATh NpoLeaypy, onpeaensioLulyto
cpefctBa ynpaB/ieHWs, COOTBETCTBYIOLIME OTBETCTBEHHOCTb M MONHOMOYMA ANA UAEHTUPUKALUU,
[OKYMEHTUPOBAHMWA, OTAENEHUA, OLEHNBAHWNA U Pa3MeLLLeHMA HECOOTBETCTBYIOLLEN NPOAYKLUN.



OueHunBaHue HecooTBETCTBUM AOO/IXXHO BK/1KOYATb onpegeneHuve HeO6XOAMMOCTM nposeneHnA
paccnenoBaHUA U ysegoMneHnA KaKon-1nbo BHeLlHeln CTOPOHHDI, OTBETCTBEHHOM 3@ HECOOTBETCTBUE.

3anMcK o XxapaKTepe HeCOOTBETCTBMI U N0BbIX MOCAeAyOWMX NPEANPUHATbIX AEACTBUAX, BKAKOYAn
oueHuBaHue, noboe paccnegosaHne U 060CHOBaHME pPeLleHNi, A0MXKHbI NOA4EPKMBATLCA B paboyem
cocToAHum (4.2.5).

8.3.2 [leiicTBMNA B OTHOLLEHMM HECOOTBETCTBYIOLWEN NPOAYKLUMM, OBHAPYKEHHOW A0 NOCTaBKK

OpraHun3aums O0/XHa NoCTynaTh C HECOOTBETCTBYIOWEN MPOAYKLUMEN OAHUM UAU HECKOJbKUMM
cneayowmmm cnocobamm:

a) OCYLWeCTBAATb AeMCTBUA C Lie/1blo YCTPaHeHUA 06HapyKeHHOro HeCOOTBETCTBUSA;

b) ocywecTBaaTb AENCTBUA C LENblo NPeaoTBPaLleHNs ee nepBoHa4YaAbHOro Mpeanoaaraemoro
NCMOb30BaHNA UAN NPUMEHEHUS;

C) CaHKUMOHMPOBATb €€ UCMO/b30BaHME, BbIMYCK MAN NPUEMKY NO Pa3peLleHMIo Ha OTKNOHEHUE OT
YCTaHOBNEHHbIX TpeboBaHWI.

OpraHusauma AoMKHa obecneymsatb, YTOGbl MPUHATME HECOOTBETCTBYIOWEN NPOAYKUMM Npu
NoNyYeHUU paspelleHns Ha OTKJOHEHWEe MO0 BbiTb OCYLLECTBAEHO TO/NbKO B TOM Cay4ae, eciu 31O
[OOMYyCKaeTca peryanpyowmnmm TpeboBaHMAMN. 3anucu O NPUHATUX PaspelleHna Ha OTK/IOHEHUEe U
naeHTMGMKaLMM NMua, CAHKLMOHMPOBABLLEro paspelleHne Ha OTKAOHEHWE, A0/KHbI MOAAEPKMBATLCA B
pabouem coctoAHuM (4.2.5).

8.3.3 [leiicTBMA B OTHOLLEHMM HECOOTBETCTBYIOLWEN NPOAYKLMM, OBHAPYKEHHOW NOCae NOCTaBKK

Echn HecooTBeTCTBYIOWAA NPOAYKUMA BblABIEHA MOCNE MOCTaBKM WAWM Hayana MNpUMeEHeHUs,
OopraHnsaumnAa Ao/1XKHa NPeanpuHATDL lEl,el\/’ICTBl/IFI, cooTBeTCTBYHOWME nocneacTtsnam nNam noTeHUunaabHbIM
nocneacTteBnAm HeCOOTBETCTBUA.

3anucu NpeanpUHATLIX AeUCTBUN A0KHbI NOAAEPKNBATLCA B paboyem cocTosHuK (4.2.5).

OpraHusauma O0MXKHa AOKYMEHTMPOBaTb Npoueaypbl BbiMyCKa M MPUMEHEHUA NOACHUTENbHbIX
YyBeAOMNEHUIA B COOTBETCTBMM C MPUMEHUMbIMM PEryampyrowmmm TpeboBaHnamM. 3T npoueaypsi
[O0NXHbI 6bITb FOTOBbI K BBEAEHUWIO B AelcTBME B Ntoboe Bpems.

3anMcu AencTBUit MO BbINYCKY MOACHUTE/NbHbIX YBEAOMIEHWM AO0/MHbI MNOAAEPKMBATLCA B
pabouem coctoAHuM (4.2.5).

8.3.4 Mepeanenka

OpraHusauma [OOMKHA BbIMOAHATL MNepeaesky B COOTBETCTBUM C  AOKYMEHTMPOBAHHbIMM
npoueaypamu, NPUHUMasA BO BHUMaHWe NOTeHUMa/bHble HexKenaTesbHble NoCcAeACTBUA BO3AENCTBUA
nepeaesnkun Ha NPoAyKUMIO.

37K npoueaypb! A0MKHbI NPOWTU TOT 3Ke aHaAn3 M 0406PpeHNEe, KaK M NepBOHaYasbHble Npoueaypsbl.

Mocne 3aBepllieHMsA nepeaenku NPOAYKUMA O0NXKHA 6biTb BepuduuMpoBaHa Ha COOTBETCTBUE
NPUMEHUMbIM KPUTEPUAM NPUEMKN U PEryAnPYIOWUM TpeboBaHMAM.

3anucu o nepeaenke A0MKHbI NOAAEPKUBATLCA B paboyem cocToaHuun (4.2.5).
8.4. AHann3 aaHHbIX

OpraHusauma [0/KHa OOKYMEHTMpOBaTb Mpoueaypbl onpedeneHus, cbopa W aHanusa



COOTBETCTBYHOWMNX AaHHbIX ANA AeMOHCTpauunm npuroaHocTn, aaeKBaTHOCTUM U pPe3y/bTaTUBHOCTU
CNCTEeMbI MeHeAXMEHTA KayecCTBa.

3TV npoueaypbl A0XHbI BKAOYaTh onpeaeneHne noaxodsalimx MeToAa0B aHaansa, B TOM Yucie
cTaTUCTMYECcKMe MeToAdbl U 061aCTb UX NPUMEHEHUA.

[aHHble A0NXKHbI BKAOYATb MHOOPMALMIO, NOMYYEHHYIO B Pe3yAbTaTe MOHUTOPMHIA U U3SMEPEHUA,
a TaKKe 1 U3 APYrMx COOTBETCTBYIOLLMX MCTOYHMKOB, BK/KOYaAs, MO MEHbLIEN Mepe, AaHHble:

a) obpaTHOI cBA3M;
b) cooTBeTCTBUA TPebOBAHMAM K NPOAYKLUM;

C) XapaKTepucTMKam M TeHAEHUMAM MNPOLEeCCOB W MPOAYKUMM, BK/IOYAA BO3MOMHOCTM MO
YAYULLEHWUIO;

d) nocraBuimKam;
e) ayauTam;
f) oTuetam no TexHUYecKkomy 0BCAYKMBaHUIO, ecn LienecoobpasHo.

Ecnn aHanmM3 paHHbIX yKasblBaeT Ha TO, YTO CUCTEMa MeHeOXMeHTa KayecTBa He ABafeTca
I'IpVIFO,CI,HOl\/’I, aAEKBaTHOﬁ nnn pe3yﬂbTaTMBHOVI, OopraHuMsaumnAa A0/ 1XKHa MCNO/1b30BaTb 3TOT aHA/IN3 KakK
BXOAHble AaHHble ANA yaydleHnAa B COOTBETCTBUU C 8.5.

3anucu pesynbTaToB aHa/M3a AaHHbIX A0/MXKHbI NoAAepKUBaThcA B paboyem coctosHun (4.2.5).
8.5. Yay4weHune
8.5.1 O6wme nonoKeHns

OpraHun3aumsa Ao/KHa UAEHTUPULMPOBATL M OCYLLECTBAATL Ntobble M3MEHeHUs, Heobxoaumble
ana obecrneyeHns U noagep’KaHWA MNOCTOAHHOW MPUrOAHOCTU, afAeKBaTHOCTM W Pe3yNbTaTUBHOCTU
CUCTEMbl MeHea)MeHTa KauyecTBa, a TaKke 6e30MacHOCTM M PYHKLMOHANbHbIX XapaKTepUCTUK
MEANLNHCKUX U3AeMIA, UCNOb3YA NOANTMKY B 061aCTM KauecTBa, Lenv B 061aCTi KavecTsa, pesyibTathl
ayamuToB, NOCAEenNPoAaXKHOro HabNlAeHUA, aHaNM3a AaHHbIX, KOPPEKTUPYIOWMNX 1 NpeaynpesKaatoLLmx
AeNCTBUIA 1 aHaIM3a Co CTOPOHbI PYKOBOACTBA.

8.5.2 KoppeKktupytowme aencremns

OpraHusauma oMXKHa npeanpuHMMaTh AeNCTBUA C Lefblo YCTPaHEHUA MPUYMH HECOOTBETCTBUIA
ONA NpeaynpeskaeHna MnoBTOPHOrO WX BO3HMKHOBEHWA. Jllobble HeobXxoAMMmble KOppeKTUpyowme
OEeNCTBMA A0/MKHbI BbiTb MPUHATHI 6e3 HeobOCHOBAHHOW 3adep:KKW. KoppekTupyouwme aAencTeus
O0N1XKHbI 6bITb MPONOPLMOHAbHbBI MOCAEACTBUAM BbIABNEHHbIX HECOOTBETCTBUN.

OpraHunsaums gomKHa AOKYMEHTMPOBATb Npoueaypy 41a onpeaeneHns TpeboBaHuUii K:

a) aHaNM3y HeCoOTBETCTBUIA (BKtOUYAA NPeTeH3nm);

b) ycTaHOBNEHMIO NPUUYNH HECOOTBETCTBUN;

C) oueHMBaAHMIO HEOBXOANMMOCTHU AENCTBUIA, YTOObI M36€eXKaTb NOBTOPEHUS HECOOTBETCTBUIA;

d) nnaHMpPOBaHUIO M OKYMEHTMPOBAHWNIO HEOBXOAUMbIX AEACTBUI U MX OCYLLECTBAEHUIO, BKAKOYaA,
ecnu uenecoobpasHo, akTyanusaumio AoOKYMeHTauum;

e) BepudUnKaLMM TOrO, YTO KOPPEKTUPYIOLWMNE AEACTBUA HE OKa3blBalOT HEraTUBHOMO BAMAHMUA Ha



COOTBETCTBME peryavpylowmm TpeboBaHMAM, a TakKe Ha 6e3onacHocTb M pYHKUMOHANbHbIE
XapaKTEPUCTUKN MEAULIMHCKOTO U34enus;

f) aHann3y pesynbTaTMBHOCTM NPEANPUHATLIX KOPPEKTUPYIOLWLMX AeNCTBUA.

3anMcu  pesynbtaToB  N06GOr0  paccnefioBaHMA UM NPEAnPUHATbIX  AeUCTBMIA  OO0/XHbI
noafep*KMBaTbcs B paboyem coctoaHum (4.2.5).

8.5.3 Npeaynpexaatowme aencTemna

OpraHunsaumsa Ao/KHa onpeaenntb AeNCTBMA C LEeNbio YCTPaHeHMA MPUYMH MOTEeHLUMaNbHbIX
HECOOTBETCTBMI ANA NpeaynpexaeHua ux nossneHus. lNpeaynpesxkaatolwme AencTBUa A0MXKHbI BbiTb
NPOMOpPLMOHabHbI MOCAEACTBMAM NOTEHLMAAbHbIX Npobaem.

OpraHusauma A0NKHA AOKYMEHTMPOBATL NPOLLEAYPY, YCTaHaBAMBaOLLYO TPeboBaHUA K:
a) onpeaeneHuto NoTeHUMaAbHbIX HECOOTBETCTBUIA U UX MPUUMH;

b) oueHuMBaHUIO HeobXoAMMOCTM AEUCTBUIM C UENblo npeaynpexaeHua nosBaeHus
HECOOTBETCTBUIA;

C) NNaHMPOBAHMIO U AOKYMEHTUPOBAHMIO HEOBXOAMMbIX AENCTBUIN U MX OCYLLLECTBAEHMIO, BKtOYas,
ecnu uenecoobpasHo, akTyannsaumio AOKYMeHTauum;

d) BepuduKaumMm TOro, YTo AEWCTBMA HE OKasblBalOT HEraTMBHOIO BAMAHMA Ha COOTBETCTBME
peryavpylowmm TpeboBaHMAM, a TaKXe Ha 6e30MacHOCTb M OYHKUMOHA/NbHbIE XapaKTepUCTUKK
MeAMLMHCKOro n3aenus;

€) aHanu3y  pesynbTaTUBHOCTM  NPEeAnpuHATbIX  Npeaynpexgalowmx  AencTBui,  ecnu
uenecoobpasHo.

3anucu  pesynbTatoB  AO6bIX  paccnefoBaHWA M MPEANPUHATBIX  AEUCTBUA  O0MXKHbI
noafep*KMBaTtbcsa B paboyem coctoaHmm (4.2.5).

MpunoxeHue A
(cnpaBoyHoe)

CPABHEHWE COOEPXAHWMA 1SO 13485:2003 N 1SO 13485:2016

B Tabnvue A.1 npueeseHa MHPOPMaLMA O BHECEHHbIX U3MEHEHMAX B HacToAlwmi ctaHgapT (ISO
13485:2016) no cpaBHeHMIO C Npeablaywum nsaaHmnem (1ISO 13485:2003).

Tabnuua A.1

KoMMeHTapun K M3MeHeHUAM Mo CPaBHEHMUIO C NpeablayLmnm nsgaHmem

MyHKTbI ISO 13485:2016 (SO 13485:2003)

BeegeHue PasbAcCHAEeT 3Ha4YeHMe TpeTbero U34aHnA HacToALLero cTaHaapTa

Obuwme NonoXKeHun BKkntoyaeT B cebAa 3HaUnTeIbHO 6O/bLLE NOAPOOHOCTEN, CBA3AHHbIX C
0COHBEeHHOCTAMM OpraHuM3aLnii, oxBaTbiBaembIX TpeboBaHUAMMU




HaCTOALWEro CTaHAAPTA, B TOM YNUC/IE MO CTAAUAM KU3HEHHOTO LMKAA.

O6bAcHAeT, yTo TPebOBaHWUSA CTaHAAPTA MOTYT ObITb NPUMEHEHDI
NoCTaBWUKAMM UAN APYTMMU BHELWWHUMM CTOPOHaMM 406p0OBOJIbHO
Mb0o B COOTBETCTBUM C TPEOOBAHUSAMM KOHTPaAKTa.

BkntoyaeT 06s3aTeNnbCTBa OPraHM3aLUmii B pamKax CUCTEMbI
MeHeAXMEeHTa KayecTBa NPUMEHSATb peryanpyoLime TpebosaHus.

NHpopmMpyeT opraHn3aLmm o pasanymax B cucTemax
PerynmpoBaHuna n nx o6a3aHHOCTM NMOHMMATb, KaK 3TU TpeboBaHMUSA
6yayT BAUATb HA UX CUCTEMY MEHEAKMEHTA KayecTsa.

JobaBnaeT 0653aTeNbCTBO YAOBAETBOPATH COOCTBEHHbLIM
TpeboBaHMAM K CUCTEME MEHeAKMEHTa KayecTBa.

YcTaHaBAMBAET aKLLEHT Ha HEOBX0AMMOCTU "yA0BETBOPEHUSA
TpeboBaHMA NOTPEOUTENA U NPUMEHUMbIX PETYIUPYIOWMNX TPeboBaHN
K obecneyeHnto 6e30nacHOCTU U GYHKLIMOHA/bHbIX XapaKTepUCTUK".

MoayepKuBaeT, 4To TpeboBaHMA K NPOAYKLMMU, KOTOPbIE CBA3aHbI C
obecneyeHnem 6e30MacHOCTU U GYHKLMOHAIbHbIX XapPaKTEPUCTUK,
ABNSAOTCA BaXKHbIMM.

JobasnsaeT gBa pakTOpa BAMAHUA Ha MPUPOAY CUCTEMDI
MeHeAMeHTa KauecTBa, KOTopble He 6bl/1v B NepBOHAYa/IbHOM
n3gaHun (opraHM3aunoHHas cpesa v peryavpytowme TpebosaHmsa).

YTOYHSET, YTO OpraHu3aLumsa He 0b6s3aHa NPUBOAUTL CBOKO
OOKYMEHTaLMIO B COOTBETCTBMM CO CTPYKTYPOM HACTOALLLEro CTaHZ4apTa

PasbacHeHWe noHATUM

JobaBnsaeT ABa AONOJHUTENbHbIX KPUTEPUSA, CBA3AHHBIX C
peryampyrowmmm TpeboBaHUAMM:

- CobnoaeHune peryampyolmx TpeboBaHnii;

- TpeboBaHUsA, HeEObXoAMMbIE A7 OCYLLECTBIEHUS MEHEAKMEHTA
pucKa.

Onpegensaet npeaesibl NPUMEHEHNA TEPMUHA "pUCK" OTHOCUTENBHO
obecneyeHnn 6e30NacHOCTU U GYHKLMOHANbHbIX XapaKTePUCTUK
MEANUMHCKOTO U34e/1MA UK B LLENSAX COOTBETCTBUA PEryINPYIOLLMM
TpeboBaHuAM.

Pa3bacHAeT, YTo TeEPpMUH "AOKYMEHTUMPOBAHO" BKAtOYaeT B cebsn
HEeobX0AMMOCTb CO34aHUA, BHEAPEHUA U NOAAEPKAHUS.

Pa3bacHAeT, 4To TepMUH "npoayKkuma" oTHOCKTCA K pe3ysibTaTam,
KOTopble NpeaHasHayYeHbl gas noTpebuTens uam um 3atpeboBaHbl, Uan
npeAcTaBAsAoT cobol 3a4aHHbIN pe3ynbTaT B NpoLecce NPon3BoACTBa

npoayKumum

MpoueccHbI noaxoa,

Pacwinpset o6bACHEHMA NPOLLECCHOro Noaxoaa

CBa3b ¢ ISO 9001

Onpepgenset cBasb mexay 1SO 13485:2016 un I1SO 9001.

YKa3bIBaeT, YTO CTPYKTYPHAA B3anmoceaAsb mexay 1ISO 13485:2016 n
ISO 9001:2015 6yaet npuseaeHa B NpuaoxKeHnn B.

NcKkntoueHO Mcnonb3oBaHMe KYPCMBA TEKCTA B CTaHA4APTE AN
0603HauYeHUA U3MeHeHu no cpaBHeHuto ¢ ISO 9001:2008

1 O6nacTb NnpUMeHeHUs

YKa3blBaeT NPMMEHNUMOCTb HaCTOALLEro cTaHaapTa Aaa
opraHM3aLuii, KOTopble Yy4acTBYIOT B OAHOMN WA HECKOJIbKUX CTaanAX
YKM3HEHHOrO LMKNa MeAMLMHCKOro n3aenus.

YKa3bIBaeT, YTO HaCTOALLMIN CTaHAAPT MOKET TakKe 6biTb
MCMO/1b30BaH MOCTaBLLMKAMMN UAM BHELUHUMW CTOPOHAMM, KOTOPbIe
MOCTaBAAIOT MPOAYKLMIO N CBA3aHHbIE C CUCTEMON MeHeaKMeHTa
KayecTsa opraHu3aL il yCAYrM TaKMM OpraHM3aLmam.




OnpepenseT OTBETCTBEHHOCTb OPraHM3aLMm 33 MOHUTOPMUHT,
nogaeprkaHne B paboyem COCTOAHUM M yNpaBAeHWE NPOLLeCcCamMM,
nepefaHHbIMU Ha CTOPOHY.

PacwupsneT TpeboBaHUA, KOTOPbIE MOTYT ObITb HE MPUMEHUMbI K TOM
I UHOM AEeATeNbHOCTM B COOTBETCTBMU C NYHKTaMM 6 1 8.

PasbsicHAET, UTo TepMUH "peryaumpytolme TpeboBaHMA" BKAOYAET B
cebs 3aKoHoAaTe IbHble aKTbl (HanpMMmep, 3aKOHbI, NOA3aKOHHbIE aKTbl,
npeanuMcaHna n AUPEKTUBbI) U OrpaHuYmMBaeT chepy NpMMeHeHUs
"perynupyowmx TpeboBaHMn" TONbKO K CUCTEME MEHEAKMEHTA
KayecTBa, a TaKxKe obecneyeHnto 6e30nacHOCTN AU GYHKLUMOHANbHbBIX

XapaKTepnCcTnuk meamumnHCKoro n3genna

3 TepMuHbI U
onpeaeneHuns

,El,o6aBneHo HECKOJ1IbKO HOBbIX onpep,eneHMﬁ N YTOYHEHbI HEKOTOpPbLIE
cyuiecTsyrowme onpeageneHna

4 Cuctema meHeaKMeHTa
KayecTBa
4.1 O6uwue TpeboBaHus

Job6aBneHbl TpeboBaHUA K JOKYMEHTUPOBaHUIO ponu(en)
opraHM3aumm.

Job6asneHbl TpeboBaHMA K ONpeaeieHMIo NPOoLLeccoB 'c yyeTom
ponu(eit), ocyulecTeisemble opraHusaumnen”.

Job6asneHo TpeboBaHUe "NPUMEHATb PUCK-OPUEHTUPOBAHHbIM
noaxon, K ynpaBieHM0 COOTBETCTBYIOLWMMM MPOLECCAMMU,
HeobxoAMMbIMKU ANS CUCTEMbI MEeHeAKMeHTa KavecTea".

JobaBneHbl TpeboBaHMA, OTHOCALLMECA K U3MEHEHMAM B NPOLLECCaX.

JobasneHbl TpeboBaHMA, OTHOCALLMECA K BaMAAUMMN NMPUMEHEHMUS
KOMMbIOTEPHOTO NPOrpPamMmMHOro obecrneyeHus, NCNob3yemoro B

cncreme meHegXmMeHTa Ka4yecTtBa

4.2 TpeboBaHus K
OOKYMeHTauum

BkntoyaeT B cebs NpoLuecc ynpasaeHMaA 3anmcsimMmmn B pamKax
TpeboBaHMM K yNpaBAeHMIO AOKYMEHTaUnen.

OnpepeneH nepeyeHb LOKYMEHTOB, KOTOPbIE AO/KHbI ObITb
BK/IIOYEHDI B pana MeaANLMHCKOro nsgenus.

BkntoueHo TpeboBaHWE OTHOCUTE/IbHO 3aLLNUTbI KOHOUAEHLMANBHON
nepcoHanbHoM nHPopmauum.

JobaBneHo HoBoe TpeboBaHMe MO CPOKaM XpaHEeHUs 3anucei

5.6 AHann3 co CTOPOHDI
pYKOBOACTBA

Bk/toueHbl TpeboBaHMA K AOKYMEHTUPOBAHUIO NpoLeaypbl AN
aHa/M3a Co CTOPOHbI PYKOBOACTBA M TpeboBaHMA ANA NpoBeAeHUn
aHa/M3a Cco CTOPOHbI PYKOBOACTBA B 3aMn/1aHMPOBaHHbIE MHTEpPBabl B
COOTBETCTBUM C IOKYMEHTMPOBAHHOM NpoLeaypoi.

PacwupeH nepeyeHb BXOAHbIX W BbIXOAHbIX AaHHbIX 417 aHaM3a co
CTOPOHbI PYyKOBOACTBA

6.2 Yenoseueckune
pecypcbl

BKkntoyeHO HOBOE TpE6OBaHV|e No AOKYMEHTUPOBAHUIO Npoueccos
YCTaHOB/1EHNA KOMNETEHTHOCTU NepCOoHana, NnpoBeaeHUA o6yquvm,
obecneyeHus ocBeaAOMNEHHOCTU NepCoHana

6.3 UHdpacTpyKTypa

JobasneHbl TpeboBaHMA K MHOPACTPYKTYpe ANA NpeaoTBpaLLeHUs
nepenyTbiBaHMA NPOAYKUMN U obecnedeHmsa Hagexalero obpalleHuns
C NnpoayKuue.

B nepeveHb BcnomoraTtesnbHbIX ycayr gobasneHa "MHpopmaumoHHan
cmctema”

6.4 NpounsBoACTBEHHaA
cpefia U KOHTPOJb

[obasneHbl Tpe60BaHMA K AOKYMEHTUPOBAHMIO NPOU3BOACTBEHHOM
cpeabl.




3arpAsHeHunA

HobasneHbl TpeboBaHMA, CBA3AHHbIE C KOHTPOIEM 3arpsA3HEeHMsA
MUKPOGhAOPbI U 3arpA3HEHMA MEKOAMUCNEPHBIMWU YacTULLAMMU ANA
CTEPUNbHbIX MEAULMHCKUX U34eNUi

7.1 MNnaHnposBaHne
NpPOLLeCCOB ¥XU3HEHHOrO
LMKNa npoayKumm

HononHutenbHble TpeboBaHna AobasneHbl B nepeuncieHme

7.2 MNpouecchl,
CBA3aHHbIE C
notpebutenamm

JdononHutenbHble TpeboBaHUA Ao6aBAeHbl B NepeyncieHme.
[ob6asneHbl TpeboBaHMA K NOAAEPKAHMIO CBA3K C PEryANPYOLWNMM
opraHamu

7.3.2 NnaHupoBaHue
NPOEKTUPOBAHMUA U
pa3paboTku

JononHuTtenbHble TpeboBaHMA Aob6aBeHbI B epeyncieHme.

NckntoyeHbl TpeboBaHUSA, CBA3aHHbIE CO B3aUMOLENCTBUEM MEKIY
Pas3/INYHBIMUM FPYMNNAaMM, YHaCTBYIOLLMMU B MPOEKTUPOBAHUN U
paspaboTke

7.3.3 BxogHble gaHHble
ANA NPOEKTUPOBAHUA U
pa3paboTku

JononHuTtenbHble TpeboBaHMA Aob6aBAeHbI B epeyncieHme.
OnpepeneHo, yto TpeboBaHMA A0/XKHbI BbiTb BEPUDULMPYEMBIMU
WAN BaAngMpyembiMu

7.3.5 AHanm3 npoeKkta n
pa3paboTku

[Job6aBneHbl NogpobHOCTU coaepKaHuMa 3anmcen

7.3.6 Bepudukauyma
npoeKTa n paspaboTku

JobasneHbl TpeboBaHMA A8 LOKYMEHTMPOBAHUA NIAHOB
BepuduKaumK, BKAoYaA TpeboBaHUA K BepuduKaumnm nHtepoeliica.
JobasneHbl TpeboBaHMA K 3anucam BepudurKaumm

7.3.7 Banngauma npoekra
1 pa3paboTku

Job6asneHbl TpeboBaHUA ANA AOKYMEHTUPOBAHMA N1aHOB
BanMAauum, BKAtoYan TpeboBaHmAa K Baamaaumnm nHtepdeiica.
Job6asneHbl TpeboBaHMA ANA 3anMcelt Bannagaumnm

7.3.8 Nepepaya npoekTa
1 pa3paboTku

Job6aBneH HOBbIN NOANYHKT

7.3.9 YnpasneHue
NM3MEHEHMAMM MPOEKTA U
pa3paboTku

JobaBneHo TpeboBaHWE O BKAOYEHUWN OLLEHKM BANSHUA U3MEHEHUI
Ha COCTaBHble YaCTU U3L4E/ININ U Y¥Ke NOCTaBNEHHYIO MPOAYKLUMIO.

Job6asneHbl nogpobHOCTN No naeHTUGUKaALMN 1 aHaNU3y
N3MeHEHUN

7.3.10 ®aiinbl
NPOEKTUPOBAHUA U
pa3paboTku

Job6aBneH HOBbIN NOANYHKT

7.4.1 MNpouecc 3aKynokK

CaenaHbl aKLEHTbI Ha KPUTEPUM BbIOBOPa NOCTaBLLMKA B 3aBUCMMOCTU
OT B/IMAHUA PE3Yy/IbTAaTOB AeATEIbHOCTU NOCTABLLMKA Ha Ka4yecTBo
MEANUMNHCKOTO U34eNnA, PUCKM, CBA3AHHbIE C MEANLNHCKUM U3LENUEM,
a TaK¥Ke COOTBETCTBME NPOAYKLMU NPUMEHUMBIM PETYIUPYIOLLMM
TpeboBaHuAM.

JobaBneHbl HoBble TpebOBaHMSA, CBA3AHHbIE C MOHUTOPUHIOM U
NMOBTOPHOM OLLEHKOW NOCTAaBLMKOB, @ TAK¥Ke K AEUCTBUSMU, KOTOpble
HeobxoaMMOo NPUHATb, Koraa TpeboBaHMA K 3aKynKam He byayT
BbIMNOJIHEHDI.

BKtoYeHbl 4ONOHUTENbHbIE NOAPOOHOCTU, OTHOCAWMECA K
cogeprKaHuio 3anmcen




7.4.2 Nudopmaums no
3aKynKam

JobaBneHo HoBoe TpeboBaHUe ANA BKAOUYEHUS YyBeAOMIEHU 06
N3MEHEHMAX B NOCTABAAEMOM NPOAYKLMM

7.4.3 Bepudukauyma
3aKynNeHHOM NPoAyKLMUK

[obasneHbl HOBble TpeboBaHMA O AEATEIbHOCTU MO KOHTPOIIO U
Mepam, KoTopble HeobXoAMMO NPUHATL, KOraa opraHu3aumnm
CTaHOBUTCA U3BECTHO O KaKUX-TMBO M3MEHEHUAX B 3aKynaemoi

npoayKumMm

7.5.1 YnpasneHue
Nnpoun3BoOACTBOM U
obcnyXuBaHMeEM

[obasneHbl N0APOBHOCTH, CBA3AHHbIE C yNpaBieHNnem
NpPoOM3BOACTBOM W OKasaHWA yCayr

7.5.2 YucroTta npoayKumm

HononHuTtenbHble TpeboBaHUa AobasieHbl B nepeuncieHme

7.5.4 leaTenbHOCTb NO
06CcnyXKMBaHUIO

HobasneHo TpeboBaHMe No NPoOBEAEHMIO aHaAMN3a 3anncein
OeATeNbHOCTU, CBA3AHHOM C 06CAyKMBaHNEM

7.5.6 Bannpauyma
npoLeccos NpPon3BoACTBa
M obcnyKmnsaHmn

JononHuTtenbHble TpeboBaHMA Aob6aBAeHbI B epeyncieHue.

JobaBneHbl Nogpo6HOCTHN, OTHOCALLMECA K AEATENBHOCTH,
Tpebyolwen Haanuma npoueayp.

OnpegeneHo TpeboBaHUe K BaMAALMM NPOrPaMMHOT0
obecneyeHnn OTHOCUTENIbHO PUCKOB, CBA3AHHbIX C NPUMEHEHUEM
NporpamMmHoro obecneyeHums.

JobaBneHbl TpeboBaHMA, OTHOCALLMECA K 3aNMCAM NO BaAnAaLNK

7.5.7 CneunanbHblie
TpeboBaHMA K Banmaaumm
npoueccos
CTEpPUIN3ALMMU U
cuctemam b6apbepos
CTEPUNBHOCTU

HobaeneHbl TpeboBaHMA ANa cuctem 6apbepoB CTEPUAbHOCTH

7.5.8 NpeHTndUKaums

Job6asneHbl TpeboBaHMA ANA YHUKANbHOW NAEHTUDUKALUM U3eNNA.

[obaBneHo TpeboBaHWE JOKYMEHTUPOBAHMA NpoLesypbl
naeHTMOMKauMmM NpoayKUMK, B TOM YMC/IE B OTHOLWEHUN
naeHTMOMKaUMM 1 CTaTyca NPOoAYKLMM B NPOLLecCe NPOM3BOACTBA

7.5.11 CoxpaHeHune
COOTBETCTBMA NPOAYKLUN

[obasneHbl NOAPOOHOCTM MO AOCTUKEHUIO COXPAHHOCTH

8.2.1 ObpaTHan cBA3b

JobaBneHa MHPpopMaLMA O TOM, YTO 0BpaTHaA CBA3b AO/KHA
BK/ItOYATb COOP AaHHbIX KaK C MPOU3BOACTBA, TaK U MoOCae NPOAAXKMU.

JobaBneHo TpeboBaHWe UCMNO/Ib30BaHUA 0O6paTHOM CBA3M B
npoueccax MeHeAKMeHTa PUCKa U B LieNaX NoaaepKaHusa COOTBETCTBUSA
TpeboBaHMM K NPOAYKLNN

8.2.2 PaccmoTtpeHue
npeTeH3ni

[Job6aBneH HOBbIN NOANYHKT

8.2.3 OTyeTHOCTb B
perynvpytoume opraHbl

[Job6aBneH HOBbIN NOANYHKT

8.2.6 MOHUTOPUHI K
n3mepeHue NpoayKuum

HobasneHo TpeboBaHue No naeHTMduKaumm obopyaosBaHms,
MCMOb3yeMOro AN N3MepeHui

8.3 YnpasneHue

[ob6asneHbl NoAPO6HOCTHN, OTHOCALMECA K BUAAM KOHTPOAS,




HEeCOOTBETCTBYIOLLEN KOTOpble AO/KHbI ObITb LLOKYMEHTUPOBAHDI.
npoayKkuuemn 0606LLeHbl TpeboBaHMA O BKAKOYEHUM NPeAnpPUHATLIX AENUCTBUIN K
060CHOBAHMA NMPUHATBIX PELLUEHWIA.

JobasneHbl TpeboBaHMA, OTHOCALLMECA K pa3peLUEHMAM Ha
OTCTYN/IEHME.

PasgeneHbl TpeboBaHMA K 0OHapYKeHHbIM HECOOTBETCTBUAM Nepes,
NMoCTaBKOM, 0GHAPYKEHHbIM NOC/E NMOCTaBKU U B XO4€E Nepenesnku.

JobaBneHo TpeboBaHWE K OKYMEHTALMM, CBA3aHHOE C Bblaauyel
NMOACHUTE/IbHbIX YBEAOMIEHWNI

8.4 AHanNn3 gaHHbIX Job6asneHo TpeboBaHWe Mo onpeaeneHno N BKAKYEHUIO
noAxoAALIMX METOA0B, BKAOYAA CTaTUCTUYECKME METOAbI, U CTENEHU UX
MCNo/Ib30BaHMA.

Job6asneHbl NoapobHOCTM B NnepeyeHb BXOAHbIX JAHHbIX

8.5.2 KoppekKTtupyowue Job6asneHo TpeboBaHUEe 0 HEOBXOAMMOCTN yHeaUTbCS, YTO

pencrens KOppPEeKTUpytowme AENCTBUA HE OKa3blBAOT HEFATUBHOIO BIUAHUA.
JobasneHbl TpeboBaHMA 0 HEOBXOAMMOCTU NPUHATUA

KOPPEKTUPYIOLLNX AelicTBUIM 6e3 HeonpaBaAaHHOM 3a4epKKn

8.5.3 Job6asneHo TpeboBaHUEe 0 HEOBXOAMMOCTN YHeaUTbCS, YTO
Mpeaynpexaatowme npeaynpexaatowme encTBrua He OKa3blBalOT HEFAaTUBHOIO BAUAHUA
AencTemn

Mpunoxenune B
(cnpaBoyHoe)

COOTBETCTBUME MEXAY ISO 13485:2016 M ISO 9001:2015

B Tabamuax B.1 1 B.2 npuBeaeHo cootBeTcTBMe Mmexay 1ISO 13485:2016 1 I1ISO 9001:2015.

Tabnnua B.1
CootBetcTtBne mexay ISO 13485:2016 m ISO 9001:2015
MyHKTbI ISO 13485:2016 MyHKTbI ISO 9001:2015

1 O6nacTb NpUMeHeHUs 1 O6nacTb NnpUMmeHeHUs

4.1.1 (6e3 HaumeHOBaHUA) 4.3 OnpeaeneHne 061acTn NPUMEHEHMA CUCTEMbI MEHEAKMEHTA
KayecTBa

4 Cuctema meHeaKMeHTa 4 Cpepa opraHusaumu

KayecTBa 4.1 NoHMMaHMe opraHmn3auunm u ee cpeabl
4.2 NoHnmaHne noTpebHOCTEN M OXKUAAHUIA 3aMHTEPECOBAHHbIX
CTOpPOH
4.4 Cuctema meHeXMEHTa KayecTBa U ee npouecchl

4.1 O6uwue TpeboBaHus 4.4 Cuctema meHeXMEHTa KayecTBa U ee npouecchl
8.4 YnpaBneHue npoueccamm, NpoayKumen n ycayramu,




nocCtaBaAeMbiMU BHEWWHNMU NMOCTaBLWMKaMU

4.2 TpeboBaHus K
OOKYMEHTauum

7.5 JoKymeHTUpoBaHHan nHGopmaums

4.2.1 Obwwne nonoxxeHms

7.5.1 O6bwme NonoxKeHumsn

4.2.2 PyKoBOACTBO MO
KavecTBy

4.3 OnpepeneHne 061acTn NPUMEHEHUA CUCTEMbI MEHEAKMEHTA
KayecTBa

4.4 Cuctema meHeaXMeEHTa KayecTBa U ee npouecchl

7.5.1 O6wme NonoKeHumsn

4.2.3 dainn meauuMHCKOro
usagenus

9KBMBA/IEHTHbIW MYHKT OTCYTCTBYET

4.2.4 YnpasneHue
OOKyMeHTauunemn

7.5.2 Co3gaHune u akTyanmsaums
7.5.3 YnpaBneHue 4OKYMEHTMPOBAHHOW MHbOpMaLMeit

4.2.5 YnpasneHue 3anncamm

7.5.2 Co3gaHune u akTyanmsaums
7.5.3 YnpaBneHue 4OKYMEHTMPOBAHHOW MHbOpMaLMeit

5 OTBeTCTBEHHOCTb
pyKoBoACTBa

5 Jinpgepcteo

5.1 Ob6sa3aTtenbcrTBa
pyKoBoAcCTBa

5.1 /lnpgepcTtso v NpMBEpPHKEHHOCTb
5.1.1 O6uwme NnonoKeHumsn

5.2 OpueHTauma Ha
noTpebutenn

5.1.2 OpueHTauma Ha noTpebutenei

5.3 MNonuTtrka B obnactu
KayecTBa

5.2 Nonutuka
5.2.1 Pa3paboTka nonnTMKKN B 061acTM KayecTsa
5.2.2 loBegeHUe NONUTUKM B 061aCTU KayecTBa

5.4 MnaHnpoBaHne

6 MNMnaHnposaHue

5.4.1 Lenun B ob6nactn
KauyecTea

6.2 Llenn B 061acTv KayecTsa v NIaHUPOBAHME UX AOCTUMHKEHUA

5.4.2 NnaHupoBaHue
CO3aHuA 1 Pas3BUTKA
CUCTEMbI MEHEe}KMEHTA
KauyecTBa

6 MNMnaHnposaHue
6.1 [leiictBMA B OTHOLLEHWWN PUCKOB M BO3MOXHOCTEM
6.3 MNnaHnpoBaHUe N3MeHeHUM

5.5 OTBETCTBEHHOCTb,
NoJIHOMOYMA U 0bMeH
nHpopmaumen

5 Jinpepctso

5.5.1 OTBeTCTBEHHOCTb U
noaHomouums

5.3 ®YHKLUMM, OTBETCTBEHHOCTb M MOJIHOMOYMSA B OpraHn3aLmm

5.5.2 Npeacrasutens
pYyKoBOACTBA

5.3 ®YHKLUMM, OTBETCTBEHHOCTb M MOJIHOMOYMSA B OpraHn3aLmm

5.5.3 BHYTpeHHUI1 0bmeH
nHpopmaumen

7.4 ObmeH nHbopmaumen




5.6 AHaNM3 co CTOPOHbI
pYyKOBOACTBA

9.3 AHanmM3 co CTOPOHbI PYKOBOACTBA

5.6.1 O6uwme NnonoKeHumsn

9.3.1 O6uwMme NonoKeHun

5.6.2 BxogHble gaHHble ana
aHanmsa

9.3.2 BXxoaHble gaHHble aHa/In3a CO CTOPOHbI PyKOBOACTBA

5.6.3 BbixoaHble AaHHbIE Ana
aHanmsa

9.3.3 BbIxoAHble AaHHble aHaM3a CO CTOPOHbI PYKOBOACTBA

6 MeHegXmeHT pecypcos

7.1 Pecypcbl

6.1 ObecneyeHune pecypcamm

7.1.1 Obwme NonoKeHun
7.1.2 Yenoseueckue pecypcol

6.2 Yenose4vecKkune pecypceol

7.2 KOMneTeHTHOCTb
7.3 OcBeAOM/IEHHOCTb

6.3 UHdpacTpyKTypa

7.1.3 NHdpacTpyKTypa

6.4 NpounsBoacTBEHHAA cpeaa

7.1.4 Cpepa ana GYHKUMOHUPOBAHUA NPOLECCOB

7 Mpouecchbl }XKU3HEHHOTO
LMKNa npoayKumm

8 [leaTeNbHOCTb Ha CTaAMAX KU3HEHHOTO LMKNA NPOAYKLMMU U yCayr

7.1 MNnaHnposBaHne
NpPOLLeCCOB ¥XU3HEHHOrO
LMKNa npoayKumm

8.1 MnaHMpoBaHMe U ynpaBaeHue AeATeIbHOCTbIO Ha CTaanaX
YKU3HEHHOro UMKAa NPOAYKUUU U yCayr

7.2 Npoueccobl, cBA3aHHbIE C
notpebutenamm

8.2 TpeboBaHMA K NPOAYKLUNM U yCayram

7.2.1 OnpegeneHune
TpeboBaHMN, OTHOCALLUMXCA K

npoayKumMm

8.2.2 OnpepeneHune TpeboBaHUA, OTHOCALLMXCA K NPOAYKLUN U
ycayram

7.2.2 AHanu3 TpeboBaHuit,
OTHOCALLMXCA K NPOAYKLMMU

8.2.3 AHanu3 TpeboBaHM K NPOAYKUNM U yCyram
8.2.4 ameHeHuA TpeboBaHM K NPOAYKLMU U yCayram

7.2.3 CBA3b c noTpebutensmu

8.2.1 CBA3b c noTpebutensmu

7.3 NpoeKTnposaHue n
pa3paboTka

8.3 MpoeKTnpoBaHune 1 paspaboTka NPoOAYyKLUN U yCayr

7.3.1 O6wme NonoKeHmsn

8.3.1 O6buwme NnonoxKeHusn

7.3.2 NnaHupoBaHue
NPOEKTUPOBAHMUA U
pa3paboTku

8.3.2 MNnaHnpoBaHWe NPOEKTUPOBAHUA N Pa3pabOTKM

7.3.3 BxogHble gaHHble
NPOEKTUPOBAHUA U
pa3paboTku

8.3.3 BxoZiHble AaHHble AN NPOEKTUPOBAHUA U Pa3paboTKu

7.3.4 BbixoaHble AaHHble
NPOEKTUPOBAHUA U

8.3.5 BbIxo4Hble AaHHble MPOEKTUPOBaHMNA U pa3paboTku




pa3paboTku

7.3.5 AHanm3 npoeKkta n
pa3paboTku

8.3.4 CpeacTtBa ynpasaeHUsA NPOEKTUPOBaHNEM M pa3paboTKol

7.3.6 Bepudukauyma npoekta

1 pa3paboTku

8.3.4 CpeacTtBa ynpasaeHUsA NPOEKTUPOBaHNEM M pa3paboTKol

7.3.7 Banngauma npoekrta u

pa3paboTku

8.3.4 CpeacTtBa ynpasaeHUsA NPOEKTUPOBaHNEM M pa3paboTKol

7.3.8 Nepepnaya npoekTa n
pa3paboTku

8.3.4 CpeacTtBa ynpasaeHUsA NPOEKTUPOBaHNEM M pa3paboTKol

7.3.9 YnpasneHue
N3MEHEHMAMM MPOEKTA U
pa3paboTku

8.3.6 M3meHeHMA NpoeKTUpPOoBaHUA N Pa3paboTKu
8.5.6 YnpaB/ieHMe n3MeHeHNAMMN

7.3.10 ®aiinbl
NPOEKTUPOBaAHUA U
pa3paboTku

7.5.3 YnpaBneHue 4OKYMEHTMPOBAHHOW MHbOpMaLMeit

7.4 3aKkynku

8.4 YnpaBneHue npoueccamu, NpoayKumen n ycnyramu,
NocTaBAAeMbIMU BHELWHMMW NOCTaBLLMKaMM

7.4.1 MNpouecc 3aKynokK

8.4 YnpasneHue npoueccamm, NPOAYyKLMEN U ycayramu,
NOCTaBAAEMbIMU BHELUHUMW NOCTABLLMKAMMU

8.4.1 O6buwme NonoKeHun

8.4.2 Tun n cTeneHb ynpasseHUa

7.4.2 Nudopmaums no
3aKynKam

8.4.3 Hdpopmauma, npeaoctasiaemas BHELHMM NoCTaBLLMKamM

7.4.3 Bepudukauyma
3aKyneHHOW NpoayKLMn

8.4.2 Tun n cTeneHb ynpas/eHUA
8.4.3 UHPopmaumsa, npesocTaBAaemMas BHELHUM NOCTaBLLMKaM
8.6 BbinyCK Npoaykumu n ycayr

7.5 MNpounssoacTso U
obcnyxumBaHue

8.5 Mpoun3BoACTBO NPOAYKUMN U NPeaoCTaBAeHNe ycnyr

7.5.1 YnpasneHue
npoun3BoACTBOM U
obcnyXunBaHMEM

8.5.1 YnpasneHue npon3BoaCcTBOM NPOAYKLNU M NPeaoCcTaBAeHNEM

ycnyr

7.5.2 YucroTta npoayKumm

9KBMBA/IEHTHbIW MYHKT OTCYTCTBYET

7.5.3 leaTenbHOCTb NO
MOHTAXy

9KBMBA/IEHTHbIW MYHKT OTCYTCTBYET

7.5.4 leaTenbHOCTb NO
06CcnyXKMBaHUIO

9KBMBA/IEHTHbIW MYHKT OTCYTCTBYET

7.5.5 CneunanbHbie

TpeboBaHMA K CTEPUbHbIM

MEANLNHCKUM U3AeNUAM

9KBMBA/IEHTHbIN MYHKT OTCYTCTBYET




7.5.6 Banngauma npoueccos
npoun3BoacTsa U
obcnyxKumBaHus

8.5.1 YnpasneHue npon3BoacTBOM NPOAYKLNM M NPeaoCcTaBAeHNEM
ycnyr

7.5.7 CneunanbHblie
TpeboBaHMA K Banmaaumm
NpoL,EeccoB CTepPUIN3aLLUN U
cuctemam bapbepos
CTEPUNBHOCTU

9KBMBA/IEHTHbIW MYHKT OTCYTCTBYET

7.5.8 WpeHTnduKaums

8.5.2 NpaeHTUdUKaLMa M NpoC/eKMBAEMOCTb

7.5.9 MNpocnexmnsaemocTb

8.5.2 NaeHTUdUKaLMa U NpOoC/IeKMBAEMOCTb

7.5.10 CobcTBEHHOCTD
notpebutenen

8.5.3 CobcTBEHHOCTL NOTPE6UTENEN AN BHELUHUX NOCTaBLLMKOB

7.5.11 CoxpaHeHue
COOTBETCTBUA NPOAYKLUN

8.5.4 CoxpaHeHue

7.6 YnpasneHue
yCTpOMCTBAaMM ANA
MOHMUTOPUHIA U U3MEPEHUN

7.1.5 Pecypcbl 4na MOHUTOPUHIA N U3SMEPEHMUA

8 NamepeHune, aHann3 n
yayJleHus

9 OueHKa pe3y/ibTaToB AeATENbHOCTH
9.1 MOHUTOPWHT, U3MEPEHME, aHA/IU3 U OLEHKA

8.1 O6buwme NoNoKeHun

9.1.1 O6wMme NoNoKeHun

8.2 MOHUTOPUHT n
nmepeHume

9.1 MOHUTOPWHT, U3MEpPeHUE, aHaIN3 M OLLeHKa

8.2.1 ObpaTHan cBA3b

8.5.5 [leATenbHOCTb NOCAE NOCTABKM
9.1.2 YaoBneTBOpeHHOCTb NoTpebutenei

8.2.2 PaccmoTtpeHue
npeTeH3ni

9.1.2 YaoBneTBOpeHHOCTb NoTpebutenei

8.2.3 OTyeTHOCTb B
perynvpytoume opraHbl

8.5.5 [leATenbHOCTb NOCNAE NOCTABKM

8.2.4 BHyTpeHHU ayguT

9.2 BHyTpeHHWI1 ayaut

8.2.5 MOHUTOpPUHI K
n3mepeHue npoLLeccos

9.1.1 O6wMme NoNoKeHun

8.2.6 MOHUTOPUHI K
n3mepeHue NpoayKuum

8.6 BbinyCK Npoaykumu n ycayr

8.3 YnpasneHue
HEeCOOTBETCTBYIOLLLEN
npoayKkuuemn

8.7 YnpaBneHue HeCOOTBETCTBYIOLLMMMN pe3yabTaTaMu NpoLEeccos

8.3.1 O6uwme NnonoKeHmsn

10.2

8.3.2 [eicTBMA B OTHOLIEHUM
HEeCOOTBETCTBYIOLLLEN

8.7 YnpaBneHue HeCOOTBETCTBYIOLLMMMN pe3yabTaTaMu NpoLEeccos




NPOAYKLMUM, OBHAPYKEHHOM
[0 NOCTaBKM

8.3.3 [eiicTBMA B OTHOWEHUM | 8.7 YNpaBaeHMe HeCOOTBETCTBYHOLWMMM pe3ybTaTaMn NPOLECCOB

HecooTBeTCTBylOLEN
NPOAYKLUUM, OBHAPYXKEHHOM
noc/ie nocTaBku

8.4 AHaNM3 aaHHbIX 9.1.3 AHanu3 1 oueHKa
8.5 YayyweHue 10 Yny4yweHune
8.5.1 O6uwme NnonoKeHumsn 10.1 O6wwue nonoxKeHua

10.3 NocToAHHOE ynyylleHne

8.5.2 KoppekKTtupytowue 10.2 HecooTBETCTBMA U KOPPEKTUPYLOLWME AENCTBUA
AencTemn

8.5.3 Mpeaynpexpatowme 0.3.3 PUCK-OpNEHTMPOBAHHOE MbllAEHUE

nencTeums 6.1 [eiicTBNA B OTHOLUIEHUM PUCKOB M BO3MOXKHOCTEM

10.1 O6wwue nonoxKeHua
10.3 NocToAHHOE ynyylleHne

CootBetcTtBme mexay ISO 9001:2015 m ISO 13485:2016

Tabnnua B.2

MyHKTb! ISO 9001:2015 MyHKTbI ISO 13485:2016
1 O6nacTb NnpuMmeHeHUs 1 O6nacTb NpUMeHeHUs
4 Cpepa opraHmsauum 4 Cnctema meHeKMeHTa KayecTsa
4.1 NoHMMaHMe opraHmn3auunm u ee cpeabl 4.1 O6uwue TpeboBaHus
4.2 NoHnMmaHne noTpebHOCTeN 1 OXKMAAHUI 4.1 O6uwue TpeboBaHus

3aNHTEPECOBAHHbIX CTOPOH

4.3 OnpeaeneHne obnactn NnpumeHeHua cuctemsl | 4.1 Obuime TpeboBaHUsA

MeHeAXMeHTa KayecTBa 4.2.2

4.4 Cuctema meHeaXMeHTa KauecTBa un ee 4.1 O6uwue TpeboBaHus
npouecchbl

5 Jinpgepcteo 5 OTBETCTBEHHOCTb PYKOBOACTBA
5.1 /lnpgepcTtso v NpMBEPHKEHHOCTb 5.1 ObasatenbcTBa pyKoBOACTBA
5.1.1 ObwMme nonoxeHuns 5.1 ObasatenbcTBa pyKoBOACTBA
5.1.2 OpueHTauma Ha noTpebutenei 5.2 OpueHTaums Ha notTpebutens
5.2 Nonutuka 5.3 NMonuTtnka B 061acTm KavecTsa

5.2.1 Pa3paboTKa NOANTUKM B 061aCTM KayecTsa 5.3 MNonunTtnKa B 06/1acT KayecTea




5.2.2 loBeaeHUe NONUTUKM B 06/1aCTU KayecTBa

5.3 MNonuTtrKa B 06aacTn Kayectsa

5.3 ®YHKLUMM, OTBETCTBEHHOCTb M MOJIHOMOYUSA B
opraHusaumm

5.4.2 NnaHnpoBaHue CO34aHMA N PA3BUTUA

CNCTEeMbl MeHeAXMEHTA KayecCTBa

5.5.1 OTBeTCTBEHHOCTb U NOJIHOMOYUSA

5.5.2 Npeacrasutenb pyKOBOACTBA

6 MNMnaHnposaHue

5.4.2 NnaHnpoBaHWe CO34aHMA N Pa3BUTUA

CNCTEeMbl MeHeAXMEHTA KayecCTBa

6.1 elicTBNA B OTHOLLEHUM PUCKOB U
BO3MOXHOCTEM

5.4.2 NnaHnpoBaHWe CO34aHMA N Pa3BUTUA

CNCTEeMbl MeHeAXMEHTA KayecCTBa

8.5.3 BHyTpeHHUI 0bmeH nHdpopmaume

6.2 Llenn B 06nacTv KayecTBa 1 NaAaHUPOBaHME MX
OOCTUXEHMSA

5.4.1 Lenun B 06n1acTu KauecTsa

6.3 MNnaHnpoBaHUe N3MeHeHnM

5.4.2 NnaHnpoBaHWe CO34aHMNA N PA3BUTUA

CNCTEeMblI MeHeAXMEHTA KayecCTBa

7 Cpeactea obecneyeHun

6 MeHegXmeHT pecypcos

7.1 Pecypcbl

6 MeHegXMmeHT pecypcos

7.1.1 O6bwme NonoKeHun

6.1 ObecneyeHune pecypcamm

7.1.2 Yenoseueckue pecypcol

6.2 YenoseuecKkune pecypceol

7.1.3 NHdpacTpyKTypa

6.3 UHdpacTpyKTypa

7.1.4 Cpepa ana GyHKUMOHMPOBAHUA NPOLLECCOB

6.4.1 NpounssoacTBeHHaA cpeaa

7.1.5 Pecypcbl 1A MOHUTOPUHIA N U3SMEPEHUA

7.6 YnpasneHue ycTpoicTBamm ans
MOHUTOPUHTIA U U3MEPEHUN

7.1.5.1 Obwume TpeboBaHuA

7.6 YnpasneHue ycTpoicTBamm ans
MOHUTOPUHTIA U U3MEPEHUN

7.1.5.2 TpocnexKnBaemocCTb U3MepPeHMUA

7.6 YnpasneHue ycTpoicTBamm ans
MOHUTOPUHTIA U U3MEPEHUN

7.1.6 3HaHMA opraHM3aunm

6.2 YenoseuecKkune pecypceol

7.2 KomneTeHTHOCTb

6.2 YenoseuecKkune pecypceol

7.3 OcBeAOM/IEHHOCTb

6.2 YenoseuyecKkune pecypceol

7.4 ObmeH nHbopmaumen

5.5.3 BHyTpeHHUI 0bmeH nHdpopmaumen

7.5 JokymeHTUpoBaHHan nHGopmaums

4.2 TpeboBaHMA K AOKYMEHTaLUM

7.5.1 O6wme NnonoKeHumsn

4.2.1 Obwwne nonoxxeHns

7.5.2 Co3gaHune u akTyanmsaums

4.2.4 YnpasneHune AOKYMeHTaLUmeln
4.2.5 YnpasneHue 3anncamm

7.5.3 YnpaBneHue AOKYMEHTUPOBAHHOM

4.2.3 dainn meauuMHCKOro nsaenns




nHpopmaumen

4.2.4 YnpasneHune AOKYMeHTaLUmeln
4.2.5 YnpasneHue 3anncamm
7.3.10 ®aiinbl NPOEKTUPOBaHMA U pa3paboTKu

8 [leaTeNbHOCTb Ha CTaAMAX U3HEHHOTO LMKNA
NPOAYKLMM N yCayr

7 Mpouecchl }XM3HEHHOTO LUK NPOAYKLMM

8.1 MnaHMpoBaHMe U ynpaBaeHUe AeaTeNbHOCTbIO
Ha CTaaMAX XU3HEHHOro LMKNA NPOAYKLUMM U

ycnyr

7.1 NnaHnpoBaHMe NPoLLEeCCOB *KU3HEHHOMO
LMKNa npoayKumm

8.2 TpeboBaHMA K NPOAYKUNM U yCayram

7.2 MNpouecchbl, cBA3aHHble ¢ NoTpebutenamm

8.2.1 CBA3b c noTpebutensmu

7.2.3 CBA3b c noTpebutensmu

8.2.2 OnpepeneHune TpeboBaHUIA, OTHOCALLUXCA K
NPOAYKUMU U yCayram

7.2.1 OnpepeneHune TpeboBaHUIA, OTHOCALLMUXCA
K NpoAyKummn

8.2.3 AHanu3 TpeboBaHMI K NPOAYKUUM U yCyram

7.2.2 AHanu3 TpeboBaHM, OTHOCALLMXCA K
npoAayKumm

8.2.4 U3ameHeHus TpeboBaHUI K NPOAyKLMU U
ycayram

7.2.2 AHanu3 TpeboBaHMM, OTHOCALLMXCA K
npoAayKumm

8.3 MpoeKTnpoBaHne 1 paspaboTka NpoayKLUMN U
ycnyr

7.3 MpoeKTupoBaHue u pa3paboTKa

8.3.1 O6uwme NnonoxKeHusn

7.3.1 O6wme NonoKeHumsn

8.3.2 MNnaHupoBaHWE NPOEKTUPOBAHUA U
pa3paboTku

7.3.2 NnaHnMpoBaHWe NPOEKTUPOBAHUA U
pa3paboTku

8.3.3 BXxoaHble gaHHble ANAa NPOEKTUPOBAHUA U
pa3paboTku

7.3.3 BxogHble gaHHble NPOeKTUPOBAHUA U
pa3paboTku

8.3.4 CpepcTBa ynpasaeHUs NPOEKTUPOBAHUEM U
pa3paboTKoit

7.3.5 AHanu13 NpoeKkTMpoBaHmUa 1 pa3paboTku
7.3.6 Bepudunkauyma npoekTMpoBaHua n
pa3paboTku

7.3.7 Banngauma npoeKTMpoBaHmAa n
pa3paboTku

7.3.8 Nepepnava npoekTa M pa3paboTku

8.3.5 BbIxogHble AaHHble NPOEKTUPOBAHMUA U
pa3paboTku

7.3.4 BbixogHble AaHHble NPOEKTUPOBAHUA U
pa3paboTku

8.3.6 M3meHeHMA NpoeKTUpPOBaHUA N Pa3paboTKu

7.3.9 YnpasneHne nasmeHeHnAMMU
NPOEKTUPOBAHMA U Pa3pPaboTKu

8.4 YnpasneHue npoueccamum, NpoayKkumen m
ycayramm, nocTaBiseMbIMU BHELLHUMM
NOCTaBLLMKAMMU

4.1 Obuwue TpeboBaHus (4.1.5)
7.4.1 MNpouecc 3aKynokK

8.4.1 Obuwme NonoKeHun

7.4.1 MNpouecc 3aKynokK

8.4.2 Tun n cTeneHb ynpaB/eHUA

4.1 O6bwue TpeboBaHus (4.1.5)
7.4.1 MNpouecc 3aKynokK




7.4.3 Bepudukauma 3akynaeHHon npoayKLmnm

8.4.3 MHdopmauums, npeaocTaBaseman BHELUHUM
NOCTaBLLUKaAM

7.4.2 NHdopmauma no 3akynkam
7.4.3 Bepudukauma 3akynaeHHon npoayKLmnm

8.5 Mpoun3BoACTBO NPOAYKUUM U NpeaocTaBieHne
ycnyr

7.5 MNpoun3BoacTBo U 06CNyKMBAHME

8.5.1 YnpasneHue npon3BoaCcTBOM NPOAYKLNMU U
npeaocTaBieHnem ycnyr

7.5.1 YnpasneHne npom3sBoacTBOM M
obcnyXumBaHMem

7.5.6 Banngauma npoueccos NnpoM3BoACTBa U
obcnyxKumBaHus

8.5.2 NaeHTMdUKaLMa U NpoCc/eKMBAEMOCTb

7.5.8 WpeHTndUKaums
7.5.9 MNpocnexmnsaemocTb

8.5.3 CobCcTBEHHOCTL NOTpebuTeneit UamM BHELLHNX
NMOCTaBLUMKOB

7.5.10 CobcTBEHHOCTL NOTPEbUTENEN

8.5.4 CoxpaHeHue

7.5.11 CoxpaHeHne cOOTBETCTBMA NPOAYKLNMU

8.5.5 [leATenbHOCTb NOCAE NOCTABKM

7.5.1 YnpasneHne npom3sBoacTBOM M
obcnyXuBaHMeEM

7.5.3 [leAaTenbHOCTb NO MOHTAXY

7.5.4 esaTeNnbHOCTb MO 06CNYXKUBAHUIO
8.2.2 PaccmoTpeHUne npeTeH3ni

8.2.3 OTYETHOCTb B peryanpytoLLmne opraHbl
8.3.3 [eiicTBMA B OTHOLIEHUM
HEeCOOTBETCTBYIOLLLEN NPOAYKLMM,
06HapyKeHHOW Nocsie NoCcTaBKU

8.5.6 YnpaB/ieHMe NU3MeHEHNAMMU

7.3.9 YnpasneHne nasmeHeHMAMM NPoeKTa n
pa3paboTku

8.6 BbinyCK Npoaykumu n ycayr

7.3.4 BbixogHble AaHHble NPOEKTUPOBAHUA U
pa3paboTku
8.2.6 MOHUTOPUHT N U3MEepPeHMe NPOAYKLUMN

8.7 YnpasnieHNe HeCOOTBETCTBYOLWMMM
pe3ynbTaTamun NpoLLeccos

8.3 YnpaBneHne HeCOOTBETCTBYIOLLEN
npoayKuue

9 OueHKa pe3y/ibTaToB AeATENbHOCTH

8 NamepeHune, aHaNn3 n ynydlieHume

9.1 MOHUTOPWHT, U3MepPeHUEe, aHaNU3 U OLEHKa

8 NamepeHune, aHaNn3 n ynydlieHume

9.1.1 O6wme NoNoKeHun

8.1 O6buwme NonoKeHun
8.2.5 MOHUTOPWHI N U3MepeHme NpoL,eccos
8.2.6 MOHUTOPUHT N U3MepeHMe NPOAYKLUN

9.1.2 YaoBneTBOpeHHOCTb NoTpebutenei

7.2.3 CBA3b c noTpebutensmu
8.2.1 ObpaTHan cBA3b
8.2.2 ObpauleHmne ¢ NpeTeH3namm

9.1.3 AHanu3 1 oueHKa

8.4 AHann3 gaHHbIX

9.2 BHyTpeHHWI1 ayaut

8.2.4 BHyTpeHHUI ayguT




9.3 AHanmM3 co CTOPOHbI PYKOBOACTBA

5.6 AHanmn3 co CTOPOHbI PYKOBOACTBA

9.3.1 O6uwme NonoKeHun

5.6.1 O6uwme NnonoKeHumsn

9.3.2 BXxoAHble gaHHble aHa/In3a CO CTOPOHbI
pyKoBoACTBa

5.6.2 BxogHble gaHHble Ana aHanmsa

9.3.3 BbIXOAHbI€ AaHHblE aHa/n3a CO CTOPOHbI
pyKoBoACTBa

5.6.3 BbixoaHble AaHHbIE ANA aHaNM3a

10 Yny4yweHune

8.5 YayyweHue

10.1 O6wwue nonoxKeHua

8.5.1 O6uwme NnonoKeHmsn

10.2 HecooTBeTCTBMA U KOpPPEKTUpYOLWme
AencTemn

8.3 YnpaBneHne HeCOOTBETCTBYIOLLEN
npoayKkuuemn
8.5.2 KoppeKTtupyrouime aenctens

10.3 NocToAHHOE ynyylleHne

5.6.1 O6uwme NnonoKeHmsn
8.5 YayyweHue

Mpunoxenne JA
(cnpaBoyHoe)

CBEAEHWMA O COOTBETCTBMU CCbIZTOYHbIX MEXAYHAPOOHbIX CTAHOAPTOB
MEXITOCYOAPCTBEHHbIM CTAHOAPTAM

Tabnnua AA.1

0O603Ha4YeHMe M HaMeHOoBaHNe
CCbIIOYHOTO MEXAYHapPOAHOro
cTaHAapTa

CreneHb
COOTBETCTBUA

O603HayeHne U HaMMeHOBaHKe
MeXrocyaapCcrBeHHOro CtaHaapTa

SO 9000:2015

<*>

<*> COOTBETCTBYIOLLMIA MEKIOCYAapCTBEHHbIA CTaHAapT oTcyTcTeyeT. [0 ero yTBepKaeHus
pPEeKOMEHAYeTCa MCMo/Ib30BaTh NEpPeBo Ha PYCCKUIA A3blK AaHHOrO MeXAyHapoAHOro crtaHaapTa.
MepeBoAa, AaHHOIO MeXAyHapOoAHOro CraHgapTa Haxoautca B deaepaibHOM WMHPOPMALIMOHHOM

¢doHae cTaHAAPTOB.
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Measurement management systems - Requirements for
measurement processes and measuring equipment (Cuctembl
MeHeAMeHTa  mM3mepeHuit. TpeboBaHMAa K  npoueccam
N3MepeHnii n n3mepuTenbHomy 0b6opyaoBaHMIO)

Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging
systems (YNakoBKa MEOMUMHCKMX M3Z4eNNi, nognerKalimx
dUHMWHOM cTepunmnsaumn. Yactb 1. TpeboBaHMA K maTepuanam,
bapbepHbIM CUCTEMAM A1A CTEPUAM3ALMM M YNMAKOBOYHbLIM
cuctemam)

Packaging for terminally sterilized medical devices - Part 2:
Validation requirements for forming, sealing and assembly
processes (YNakoBKa MeAMUMHCKUX UM3LeNUNA, noaaexalimnx
bUHMWHOW cTepunnsaumn. Yacte 2. TpeboBaHUA K Banngaumnm
npoueccos GopmMUpPOBaAHUA, FepMeTU3aLUN U COOPKH)

Cleanrooms and associated controlled environments (YucTbie
NMoOMeELLEHWNS N CBA3AHHbIE C HUMW KOHTPOJIMpYyeMble cpesbl)

Cleanrooms and associated controlled environments -
Biocontamination control (YucTble nomelleHUs M cBA3aHHbIE C
HUMU KOHTpOoAMpyemble cpeabl. KOHTPOIb 61o3arpA3HeHUI)

Medical devices - Application of risk management to medical
devices (M3penna mepuumHckme. MpumeHeHWe MeHeaXMeHTa
pUCKa K MEAULMHCKUM U3L4EeNUAM)

Guidelines for auditing management systems (PykoBoacTso no
ayamMTy CUCTEM MEHeKMEHTa)

Medical devices - Part 1: Application of usability engineering to
medical devices (U3penua meamumHckme. Yactb 1. MprmeHeHue
NPOEKTUPOBAHUA C YYETOM 3KCMNAyaTaUMOHHOM MNPUroAHOCTU K
MeANLMHCKUM N3AeNnaM)

Definition of the Terms "Manufacturer”, "Authorized
Representative", "Distributor" and "Importer" (Onpeaenenue
TepmuHoB "Usrotosutens", "OduumanbHbll npeactasuTens”,
"Ouctpmbblotop" 1 "MmnopTtep")

Post-Market Clinical Follow-Up Studies (MocnenpogaxkHoe
HabntoaeHUe B pamKax KAMHUYECKUX UCCeA0BaHMM)

Label and Instructions for Use for Medical Devices (3Tuketka u
WHCTPYKLMM MO NPUMEHEHUIO MEAMULMHCKUX U3LENNI)

Definition of the Terms "Medical Device" and "In Vitro Diagnostic
(IVD) Medical Device" (OnpeaeneHune TepmmHoB "MeauumnHCKoe
usgenue" n "MeauumnHcKoe nsaenne Ana AMarHOCTUKK in-vitro")




