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Llenn, ocHOBHble MPUHLMUMNbLI U OCHOBHOW MOPAAOK NpoBeAeHUsA paboT Mo MeXKrocyaapCTBEHHOM
CTaHAapTM3auum yctaHosneHbl B FOCT 1.0-2015 "MerKrocyaapcTBeHHana cuUcTema CTaHAapTM3auuu.
OcHoBHble nosoxkeHua" n FOCT 1.2-2015 "MexKrocyaapcTBeHHaa cuctema ctaHgaptmsaumum. CtaHaapThl
MEKIOCyAapCTBEHHbIE, NPaBMAA N PEKOMEHAALMM MO MEXTOCYAaPCTBEHHOM CTaHAapTU3aumun. Mpasuna
pa3paboTKu, NpuHATUA, OBHOBAEHUA U OTMEHBI"

CsefieHus 0 cTaHaapTe

1 NOArOTOBNEH O6uiectBOM C OrpaHW4YeHHOW oTBeTCcTBeHHOoCTbio "MEOUTECT" Ha ocHoBe
cOb6CTBEHHOTO NepeBoOsa Ha PYCCKUIM A3bIK aHI/I0A3bIYHOW BEPCUMUM CTAaHAAPTA, YKAa3aHHOIOo B MyHKTe 5

2 BHECEH TexHW4YecKMm KOmMUTETOM Mo cTaHgaptusaumm TK 436 "YnpasneHue KayecTBOM

MeaUNLUMHCKUX usgennin'

3 MPUHAT MesKrocyaapcTBeHHbIM COBETOM MO CTaHA4apTU3aLMKn, METPOIOTUU U cepTUdUKaumm (oT
7 vioHs 2017 r. npoTtokon N 99-N)

3a NPUHATUE NPOroa0CcoBaINn.

KpaTKkoe HaumeHoBaHUe
cTpaHbl no MK (MCO 3166)

Kog ctpaHbl no MK
(MCO 3166) 004-97

COKanJ,EHHOG HanmeHoBaHWMe HalMOHa1bHOIo
OpraHa nNo CtaHA4apTrn3aunn
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004-97
ApmeHuna AM MWH3KOHOMMKK Pecnybamkn ApmeHus
benapycb BY loccraHaapT Pecnyb6amku benapycb
KasaxcTaH KZ locctaHgapT Pecnybankm KasaxcTaH
Knprusua KG Kbiprbi3actaHgapT
Poccna RU PocctaHpapt

4 Mpukasom dPepepanbHOro areHTCTBa NO TEXHUYECKOMY PErynMpoBaHUto U metpoaorum ot 30
nioHa 2017 r. N 615-cT mexrocyaapcTBeHHbIn ctaHgapT FOCT ISO 13485-2017 BBeaeH B AeilcTBME B
KauyecTBe HauMoHaNbHOro ctaHaapTa Poccuinckoit ®epepaumm ¢ 1 nioHa 2018 r.

5 Hacrosawmi cTaHgapT MAEHTMYEH MeXAyHapoaHomy cTaHgapTty ISO 13485:2016 "WMspenwus
MmeauuMHCKMe. CUCTeMbl MeHeaMeHTa KayecTBa. TpeboBaHua ans uenein perynnposaHua” ("Medical
devices - Quality management systems - Requirements for regulatory purposes", IDT).

Mpn NpMMeHeHWW HaCcToALWLero CTaHAapTa peKomMeHAyeTCA MCNOJiIb30BaTb BMECTO CCbIIOYHbIX
MeXAYHapOaHbIX CTaHAAPTOB COOTBETCTBYIOLLME UM MEMKroCy[apCTBEHHble CTaHAapTbl, CBeAeHuA O
KOTOpPbIX NpuBeAeHbl B 4ONOIHUTENAbHOM NpuaoxKeHun A

6 B3AMEH I'OCT ISO 13485-2011

NHPopmauma 06 U3MEHEeHMAX K HacToAWleMYy CTaHaapTy nyb/AMKYyeTca B  eXerogHom
MHPOpMaLMOHHOM YyKasaTesne "HaumoHasnbHble cTaHAapTbl", @ TEKCT M3MEHEHWA W NOMpPaBoK - B
e)xemecayHom uHPOPMaUMOHHOM YyKasaTene "HaumoHasnbHble craHgapTbl'. B cnaydae nepecmortpa
(3ameHbl) MNM OTMEHbI HAaCTOALLLEro CTaHAapTa COOTBETCTBYIOLLEE YBegomneHune ByaeT onybiMKoBaHoO B
e)KemecaYHoOM MHPOPMaLMOHHOM YyKasatene "HaumoHanbHble craHgaptbl". CooTseTcTsylollan
MHpopMaLUma, yBeJOMNEHME M TEKCTbl PasMelLaloTcA TakKe B MHPOPMALMOHHOW cucTteme obuiero
NoNb30BaHUA - Ha oduuManbHOM cainTe PeaepanbHOro areHTCTBa MO TEXHUYECKOMY Pery/iMpoBaHuIo U
MeTpoJiorum B cetn MHTepHeT (Www.gost.ru)

BeepeHue

Hactoawmit ctaHgapT asasetcs TpeTbum msgaHuem ISO 13485, oTmeHAeT M 3amMeHAeT BTopoe
nsaaHue (1ISO 13485:2003) u ISO/TR 14969:2004, KoTopble BblN TEXHUHYECKM NepecMoTpeHbl. OH TaKxe
BKtOYaeT B ceba TexHu4eckyto nonpasKy I1SO 13485:2003/Cor. 1:2009. CeoaHasa Tabnnua M3MeHeHui,
BKJ/IIOYEHHbIX B 3TO U343aHME NO CPAaBHEHMUIO C NPeAbIAYLLMM, NPUBEAEHA B NPUIOKEHNN A.

0.1 O6wme NoNoKeHns

Hactoawmit ctaHaapT ycTaHaBAMBaeT TpeboBaHMA K CUCTEME MEHEeKMEHTA KayecTBa, KoTopble
MOTYT MPUMEHATLCA OpraHM3aLMeid, y4acTByIOLLEN B OAHOM NN HECKONbKUX CTaAUAX }KU3HEHHOMO LUMKAA
MeAMLMHCKOro U3AenNA, BKAOYAnA NPOEKTMPOBaHMe U pa3paboTKy, NPOM3BOACTBO, XPaHEHWE M NOCTABKY,
MOHTa}, TEXHMYECKOoe OOCNyKMBaHME, OKOHYATEe/IbHbIA BbIBOA, M3 3KCMJyaTauuMu W yTUAU3ALUIO
MEAMULMHCKUX U34eNUA WAM MPefoCTaBNeHUe CBA3AHHbIX C HUMM yCayr (Hanpumep, TeXHUYecKas
noaaepkka). TpeboBaHuA, yCTaHOB/IEHHbIE B HACTOALLEM CTaHAAPTE, MOTYT TaKKe ObITb MCMOIb30BaAHbI
NOCTaBLMKAMMN OPraHM3aLMM UM UHbIMU BHELIHUMM CTOPOHaMM (Hanpumep, NOCTaBLLMKAMMU CbipbA,
KOMMOHEHTOB, COOPOYHBIX Y3/10B, MEOMUMHCKUX W3L4eNWUW, YCAyr Mo CTepuan3auun, MNoBepKe U
KannMbpoBKe, AUCTPUOLIOTOPCKUX YCAYT, YCAYr MO TEXHUYECKOMY O6C/ay»KMBaHMIO). MOCTaBWMK MK
BHELWHAA CTOPOHa MOryT A06pOBOJILHO MNPUMMEHATb HACTOAWMK CTaHAAPT A41A AEMOHCTPALMM
coOTBETCTBUA ero TpeboBaHWAM, /MO0 cooTBeTCTBME TpeboBaHMAM MOXKeT ObiTb YCTaHOB/IEHO
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KOHTPAKTOM.

B HEKOTOPbIX KPUCONKUMNAX UMEIOTCA peryanpytouime Tpe6OBaHVIFI ana npumeHeHnA K Cuctemam
MeHeOXMEeHTa Ka4vecCTBa OpI'aHM3aLI,Ml7I, C pasnnvyHbIMn ponamum B LLenn NoCTaBOK MmegnUNHCKUX MBAGHMﬁ.
CnepoBaTentHo, HaCTOﬂLLI,VIﬁ CTaHAAPT NpegnonaraeT, 4To OpraHn3auna:

- onpepaenset ceoto(n) ponb(n) B COOTBETCTBMM C NPUMEHUMbIMU PEFYINPYIOLMMN TPeboBaHNAMU;
- onpeaensieT peryaupytouime TpeboBaHUsA B pamKkax 3Tol (3Tmx) ponu(en);

- BK/IIOYAET 3TU NPUMEHUMbIE peryanpyroLine TpeboBaHns B CUCTEMY MEeHEeAKMEHTA KayecTBa.
MpumeyvaHua

1 B KOHTEKCTe HacCTOAWEero CcTaHAapTa TepMuH "lOpUCAMKUMA" O3HayaeT TeppUTOpPMasbHO-
aAAMWUHUCTPATUBHYIO eAUHULLY, Ha KOTOPYIO PacnpoCTPaHAIOTCA peryanpytowme TpebosaHms.

2 B KOHTEKCTe HACTOALWEro cTaHgapta TepMuH "ponb" noapasymeBaeT BuA, AeATEbHOCTU
OpraHM3aumMm NPUMEHUTENBHO K MeAUUMHCKOMY u3genuio (cm. n. 4.1.1).

TepMMHONOTUA B MPUMEHUMbIX PETYINPYIOWMX TPeBOBaHUAX MOKET OT/NIMYaTbCA B Pa3/INUHbIX
CTpaHax u pernoHax. OpraHusauma A0/KHA NOHMMATb, KaKMM 06pa3om TpeboBaHUSA, YCTaHOBNEHHbIE B
HacToAwem CcTaHaapte, OyayT MHTEpnpeTMpoBaTbCsi B  TEPMWHOIOTMM,  UCMOJIb3YyeMOW B
3aKOHOAAaTeNbCTBE TeX HPUCAUKLUIA, B KOTOPbIX MeAULMHCKNE n3genms byayt obpauwaTbes.

HacToAawmin cTaHAapT TaKKe MOXKET MPUMEHATbLCA BHYTPEHHUMM U BHEWHWMM CTOPOHAMM,
BK/IOYAA oOpraHbl Mo cepTudMKaumMu, A0S OUEHKM CnocobHOCTM oOpraHuM3auMu YyA0BAETBOPATb
TpeboBaHMAM noTpebuTenelr u peryavpylowmMm TpeboBaHMAM, MpeabaABAseMbIM K cUCTEME
MeHeKMEHTA KauyecTBa, a TaKke CobCTBEHHbIM TpeboBaHMAM opraHuM3aumu. TpeboBaHUA K cucTeme
MEHeKMEHTa KauyecTBa, YCTaHOB/IEHHble B HacTOAWEM CTaHAapTe, ABAAIOTCA AOMNOJHAWMMMU NO
OTHOLUEHUID K TeXHMYECKMM TpeboBaHMAM K MPOAYKUMM, KOTOpble ABAAIOTCA Heobxoaumbimu ans
y40BAeTBOpeHMA TpeboBaHMN noTpebutenei, n K NPUMEHUMbIM peryanpytowmm TpeboBaHnam and
obecneyeHna 6e30MacHOCTU U GYHKLMOHANBHbIX XapaKTEPUCTUK.

Co3paHue cuCTEMbl MEHeAKMEHTa KayecTBa TpebyeT CTpaTermyeckoro peweHus opraHmsaumm. Ha
pa3paboTKy U BHEAPEHME CUCTEMbI MEHEAKMEHTA KayecTBa OpraH13aLmMm BAUAIOT:

a) BHYTPEHHAA OpPraHM3aunNoOHHaAA cpeaa, USMEHEHUNA aTon cpenbl U BanAHUeE OpFaHM3aLI,MOHHOl71
cpeabl Ha cooTBeTCTBME MEANLNHCKUX M3Ae}'|l/ll‘;1,'

b) nameHstowmecs NoTpebHOCTN OpraHU3aumu;

C) KOHKPETHbIE Lenu opraHnsauuu;

d) Bbinyckaemasn npoaykums;

€) NpMMeHsemble NPOLLECChI;

f) pasmep opraHM3aummn U opraHM3aLMOHHan CTPYKTYPa;

g) peryaupytowme TpeboBaHUA, NPUMEHUMbIE K AeATeIbHOCTM OpraHM3aLuu.

HactoAawuit cTaHgapT He npeagnosaraer eauHOOobpasua B CTPYKTYPE PasAUYHbIX CUCTEM
MeHeKMEHTa KauyecTBa, eAMHO06pasua AOKYMEHTaLMM UAW BbICTPAMBAHUA NO MyHKTaM CTPYKTYpbI
HacToALLEero cTaHaapTa.

CyLIJ,eCTBVET 6onbLoe pa3Hoo6pasme MeanuUNHCKUX VI3,C|,€I'IVII‘/JI, M HEKOTOopble KOHKPEeTHble



TPEGOBaHMﬂ HaCToAWEro CraHAapTa MPpUMEHUMMbl TOJIbKO K Tem rpynnam meaununHCKUX VI3,£I,€J'IVIﬁ,
onpegeneHnAa KOTopbiMm AaHbl B pa3gene 3.

0.2 Pa3bACHeHWEe NOHATUM

B HacToAlem CTaHAapTe MCMo/b3YyloTCA Cleayiole TePMUHbI MW CNOBOCOYETaHUA, KOTOopble
NCMONb3YIOTCA B KOHTEKCTE, OMMCAaHHOM HUMKE.

Korga TpeboBaHMe conpoBOXKAaeTcA CA0BOCOYeTaHMEM "ecin uenecoobpasHo", BbiNonHeHue
TpeboBaHMA ABNAETCA LenecoobpasHbiM, €ciM OpraHusauusa He MOXKeT 000cHOBaTb ob6paTHoe.
BbinonHeHWe TpeboBaHMUA cUMTaETCA LenecoobpasHbiM, ec/iM 3TO He0bX0AMMO ANA TOro, YTobbI:

- NpoAyKuMA yaosneTsopana TpebosBaHUAM;

- COOTBETCTBOBATb MPUMEHUMbIM PErYAUPYIOLLUM TPpeboBaHMAM;
- OCYLLLECTB/IATb KOPPEKTUPYIOLLME AeNCTBUS;

- OCYLLECTBAATb MEHEAMKMEHT PUCKa.

Tam, rge wcnosb3yetcs TepMUH "puUCK", NpMMeHeHMe TepMMHa B PaMKax HacToALWEro
MeXAYHApPOAHOro CTaHAapTa OTHocuTcA K TpeboBaHMAM 6e€30MacHOCTM U QYHKUMOHANbHbIM
XapaKTEPUCTUKAM MEeOMULMHCKOro MU3Aenna WAM AN4A  BbINOJHEHUA MPUMEHUMBIX PErYIMPYHOLLNX
TpeboBaHUN.

Korga Heobxoammo, 4ytobbl TpeboBaHUe 6bl10 "AOKYMEHTUPOBAHO", OHO TaKXe AO0NKHO 6biTb
YCTaHOB/IEHO, BHeAPEHO M NoAAepKMBaThCA B paboyem COCTOAHMM.

B TeKcTe HacToAwWero cTaHZapTa TepMuH "npoaykuua" MmoxKeT 03HauyaTb Takxe "ycayry".
MpoayKumaA ABAAETCA Pe3ynbTaTOM, KOTOPbIM NpeAHa3HayYeH gna notpebutensa nam um satpebosaH, MMb6o
3a/iaHHbIM pe3y/bTaToOM NpoLecca NPOM3BOACTBA NPOAYKLMN.

Tam, rge ucnonb3yerca TepMmuH "peryanpytowme TpebosaHus", oH BKAOYaeT B cebsa TpeboBaHuA,
coAepKalimecs B N1to6oM 3aKOHO4aTE/IbHOM aKTe, MPUMEHMMOM K N0J/1b30BaTEN0 HAaCTOALLEro CTaHAapTa
(Hanpumep, 3aKOHbI, NOA3aKOHHbIE aKTbl, NPeanNncaHnua U AUPEKTUBbI).

MNpumeHeHne  TepmuHa  "peryavpylowme  TpeboBaHMA"  orpaHuyeHo  TpeboBaHMAMM,
NpeabABAAEMbIMN K CUCTEME MEHEXMEHTa KauyecTBa, a TakKe 6e30MacHOCTM Uan GYHKLMOHANbHbIM
XapaKTEPUCTUKAM MEeAMLMHCKOro U3aenus.

B HacTosALLEM CTaHAAPTE UCMOJb3YIOTCA CeAytoLLmMe T1arosibHble GopMbl:
- "Nonxern" yKasbiBaeT Ha TpeboBaHue;

- "Cnepgyet" yKa3blBaeT Ha PEKOMEHALNIO;

- "Morno 6bl" yka3sbiBaeT Ha pa3pelleHue;

- "MoeT" yKasblBaeT Ha CNOCOBHOCTb AN BO3SMOMKHOCTb.

NHbopmauus, obo3HayeHHasa Kak "lMpumeyaHune", HOCUT XapaKTep PYKOBOAALLMX YKasaHWN and
NMOHMMaHUA UM PA3bACHEHUS COOTBETCTBYHOLLEro TpeboBaHwA.

0.3 MpoueccHbIn noaxoa,

HaCTOHLLI,Mﬁ CTaHAaApPT OCHOBAH Ha MnpouecCcHOM noaxone K MeEHeEOAXMEHTY KayecCTBa. I'Iro6y+o
AeATeNbHOCTb, KOTOPaA MMEET BXo4 U npeo6pa3yeT €ro B BblX04, MOXHO pacCMaTpuBaTb KaK npouecc.



YacTo BbIXxo4, 04HOrO npouecca ABNAeTCcA BXogomM cneayrowero npouecca.

Ona ycnewHoro d)yHKLI,VIOHMpOBaHMFI OopraHunsauunAa Ao0/XKHa onpeaenntb MHOroYncneHHble U
B3aMMOCBA3aHHbIE NPOUECCHI U yNPaBIATb UMU.

MpuMmeHeHWe cucTemMbl MPOLLECCOB B PamMKaxX OPraHU3aLmMn COBMECTHO C UX MAeHTUPUKaumen m
B3aMMOAENCTBMEM MPOLECCOB, a TaKXe UX MEeHEeAXXMEHTOM A1A MOJYYeHUA Kefaemoro pesysbTaTa
MOXeT bbITb onpeaenieHo Kak "npoueccHblt noaxoa.

MpuMmeHeHWe NPoLEeCCHOro NoAxXoAa B CUCTEME MeHeAXKMeHTa KayecTBa No3BOoSET:
a) NOHMMAaTb M NOCTOAHHO BbIMNONHATL TPebOBaHUS;

b) paccmaTpuBaTbh NpoLecchl C TOYKN 3peHna A06aBNEHNA UMUK LEHHOCTY;

C) AoCcTUraTh pesynbTaTUBHOIO GYHKLMOHMPOBAHMA NPOLLECCOB;

d) yayywaTtb npouecchbl Ha 0CHOBE 06BEKTUBHbIX U3MEPEHUIA.

0.4 Csasb ¢ ISO 9001

XOTS HacToALWMI CTaHOAPT ABNAETCA aBTOHOMHbIM, OH OCHOBaH Ha I1SO 9001:2008, KoTopblit 6bin
3ameHeH Ha ISO 9001:2015. Ons yaobcTBa Nob30BaHUA B MPUIOXKEHUU B npuBeaeHo cooTBeTCTBME
mexay nyHktamm [SO 9001:2015 v HacToAWMM CTaHAAPTOM.

Hactoawmit  cTaHAapT npegHasHadyeH ana  obneryeHua  rnobanbHOro  cornacoBaHusA
COOTBETCTBYIOLIMX PEFYAMPYOWMX TPebOBaHUN K CUMCTEMAM MEHELKMEHTa KayecTBa, NPUMEHUMBIX K
OpraHusaunAam, y4vyacTtsyrowimm B OAHOVI NN HECKONIbKUX CTagnAax XU3HEeHHOro uwukina meanunHCKoro
usgenus. HacrtoAawmi ctaHgapT BK/AOYaeT B ceba HeKoTopble 0cobblie TpeboBaHUA A OpraHu3auui,
YYaCTBYIOLNX B })KU3HEHHOM LMKIE MEeANLUMHCKUX U3OENNM, N UCKNOYAEeT HEKOTopble U3 TpebosaHuit ISO
9001, KoTopble He UenecoobpasHbl B KaYecTBe peryanpyolmnx TpedbosaHnii. N3-3a aTux UCKAOYEHNN,
OpraHM3aLnKn, CUCTEMbI MEHEAKMEHTa KauyecTBa KOTOPbIX COOTBETCTBYIOT HACTOALLEMY CTaHOAPTY, He
MOTyT npeTeHaoBaTb Ha cooTBeTcTBMe I1SO 9001, ecnm UX cUCTEMa MeHeAXMEHTa KayecTBa He oTBevaeT
Bcem TpebosaHuam ISO 9001.

0.5 CoBMecTMMOCTb C APYTMUMU CUCTEMAMU MeHEeOKMEHTA

Hacmnm,mﬁ CTaHAOaAPT HE COAEePHKUT cneunaabHbIX Tpe6OBaHMl7I K APYyrmm cuctemam meHegxxmeHTta,
Hanpumep K CUCTEMaM  MeHeadXMeHTa  OXpaHbl oxpymalom,eﬁ cpeapbl, 6esonacHoCTH n
I'IpOd)ECCMOHa/'IbHOI'O 340p0BbA, a TaKXKe (I)MHaHCOBOI'O MeHeOXMEHTa.

OAHaKo HaCToALMIA CTaHAAPT NO3BO/IAET OpPraHM3aLMmN COrNacoBbIBaTb UAN MHTENPUPOBATL CBOIO
COBCTBEHHYIO CMCTEMY MEHEAMMEHTa KauyecTBa C COOTBETCTBYHOWMMM TPebOoBaHMAMKN APYrUX CUCTEM
MeHeaKMeHTa.

OpraHusauus MOMKeT afanTUpoBaTb AEWCTBYIOLLYIO CUCTeMy (CUCTEMbl) MeHedXMeHTa and
CO3/aH1A CUCTEMbI MeHeAKMeHTa KavecTBa, COOTBETCTBYIOLLEN TpeboBaHNAM HaCcToALLLero cTaHaapTa.

1. O6nacTb NpUMmeHeHuA

HactoAawumi cTtaHaapT ycTaHaBaAMBaeT TpeboBaHUA K cUCTeMe MeHEAKMEHTa KayecTBa B Cay4asx,
Korga opraHusaumMmM HeobxoAMMo MpPOAEMOHCTPMPOBaATb CMOCOBHOCTL MNOCTaBAATL MeAMUMHCKUE
nsaenva u NPeaocTaBAATb CBA3aHHOE C HUMM 06CAYKMBaHWe, oTBevalowme TpeboBaHNAM NnoTpebutena
N NPUMEHUMbIM PErYANPYIOWNM TpeboBaHMAM. Takne opraHM3auumn MoryT 6biTb BOB€UYEHbI B OAHY UK
HECKO/IbKO CTaAui KM3HEHHOTO UMKNA MeAMUMHCKOrO W34eNvsA, BKAOYAA NPOEKTMPOBaHME U
paspaboTKy, MNPOM3BOACTBO, XpaHeHMe W AUCTPUBYLMIO, MOHTaXK M O0BCAYXMBaHME, a TaKXke



NPoOeKTnpoBaHMeE w“ pa3pa60TKy WU OKa3aHue CBA3aHHbIX C MEANUUNHCKMMU WU3Jennamm ycnyr
(Hanpmmep, TEXHUYECKOTIO O6CIIY)KVIBaHVIFI). HaCTOFILLI,Mﬁ CTaHAAPT TaKXe MOXeT 6bITb MCNONb30BaH
NOCTaBWHMKaMnN NN BHEWWHUMU CTOPOHAaMU, KOTOPbIE MOCTAaBAAKT NPOAYKUNIO U CBA3aHHbIE C cucTemom
MeHeOXMEeHTa Ka4ecCTBa opraHmsauMﬁ YCNYyr TAaKMM OpraHn3aymnam.

TpeboBaHMA HACTOALWLErO CTaHAAPTA NPUMEHUMbI K OPraHn3aumMam He3aBUCMMO OT UX pasmepa U
BMAQ, €C/IM TONbKO MCKIIOYEHUE He o4veBMAHO. Bce TpeboBaHWA, MPUMEHMMbIE K MeLMULMHCKUM
n3gennam, B PaBHON Mepe MPUMMEHMMbl K yCayram B OTHOLEHWW 3TUX WU3LE/Ni, eCnn TaKoBble
OKa3blBaAOTCA OpPraHnsaLmen.

Mpoueccbl, Tpebyemble HACTOALWMM CTaHAAPTOM M MPUMEHUMbIE K OpraHuM3auMu, HO He
OCYLLECTBNAEMbIE CaMOI OpraHM3auMein HanpAMylo, OCTalOTCA OTBETCTBEHHOCTbIO OpraHusaummM u
AONXKHbI HAX0AMTbCA MO, ynpaBAeHUEM CUCTEMbI MEHeKMEHTA KayecTBa opraHM3aummn nocpeacTsom
npoBeAeHUA MOHMTOPUHra, NoadepXKaHua B paboyem COCTOAHUN U YNpaBAEeHNA STUMM NPOLLECCaMM.

Ecniv  npumeHumble  peryaupylowme TpeboBaHMSA  AOMYCKAOT  WCKAKOYEHMEe  ynpaBAeHus
NPOEKTUPOBaHNEM U Pa3pPabOTKOM U3LENNI, TO 3TO MONKET C/NYHUTb OCHOBAHWEM A/ WUCKIIOYEHMS
COOTBETCTBYIOWMX TpeboBaHWA M3  KOHKPETHOM CUCTEMbl MEHEeAKMEHTa KayecTBa. ITUMMU
peryavpylowmMmmn TpeboBaHUAMU MOryT 6biTb NPeAOCTaB/eHbl a/fbTEPHATUBHbIE MOAXOAbl, KOTOpble
OONIKHbI BbITb PAaCCMOTPEHbI A/19 KOHKPETHOW CUCTEMbI MEHEeAKMEHTA KadyecTBa. OTBETCTBEHHOCTb 3a
obecneyeHne cOOTBETCTBMA TPEBGOBAaHMAM HACTOALWLEro CTaHAApTa MPU MCKAOYEHMU YMpaBAEHUA
NPOEKTUPOBaHNEM M Pa3pabOTKOW U3AENNIA NEXKUT HA CAMOM OpraHM3aummn.

Ecnn Kakoe-nmbo TpeboBaHune pas3genoB 6, 7 uanM 8 HACTOALWEro CTaHAapTa Hesb3sA NPUMEHUTb
BBMAY cneunduKkn eaTesibHOCTN OpraHn3aumnm Uam ocobeHHoCTen MeANLMHCKOTo U3aens, Ha KoTopble
pPacnpoCTpaHAETCA CUCTEMA MEHEIXXMEHTA KayecTBa, TO OpPraHM3auMm He crefayeT BK/IYaTb Takoe
TpeboBaHME B CBOK CUCTEMY MEHEA)KMEHTA KayecTBa. B OTHOLWEHWM KaxKAoro HenpuMMeHMMOro
TpeboBaHMA OpraHU3aLLMa SONKHA AOKYMEHTMPOBATL 0OOCHOBAHME B COOTBETCTBMU C NYHKTOM 4.2.2.

2. HopmaTtuBHble CCbIKM

B HacToAWweMm cTaHOapTe UCNO0/Ib30BaHA HOPMATMBHAA CCbINIKA Ha CI'Ie,EI,YPOLU,VIﬁ CTaHOapT.

ISO 9000:2015, Quality management systems - Fundamentals and vocabulary (Cuctembl
MeHeAKMeHTa KayecTBa. OCHOBHbIE MOI0XKEHWA U CNOBapb)

3. TepmMUHbI 1 onpeaeneHus

B HactoAwem ctraHgapTte npumeHeHbl TepMuHbl U onpegeneHna no ISO 9000:2015, a Takxke
cnegytolme TEpMUHbI C COOTBETCTBYIOLLMMU OnpeaeeHNAMM:

3.1 nosacHuTenbHoe yBegomeHue (advisory notice): YBegomneHue, BbinyweHHOEe opraHu3aLumen
nociae MOCTaBKM MEeAMUMHCKOTO W3Aenna, CoAepsKallee AOMOJIHUTENbHYI WHGopMaumo wn/uam
peKkoMeHAALMN O TOM, KaKne AeNCTBUA JOMKHbI BbITb NpeanpUHATLI NPWU:

- NPUMEHEHUN MEAULMHCKOTOo U3aenus;
- MmoAgnbMKaLUN MeaULMHCKOro U3aenuns;

- BO3BpaTe MeANUMHCKOro U3aenna opraHn3aumnmn, Kotopas ero NocTaBuna;
- YTUAU3AUUN MEeANLMHCKOTo U3aenms.

MprmeyaHue - BbINyCK MOACHUTENbHOIO YBEAOMIEHMA MOXKeT TpeboBaTbCA B COOTBETCTBUM C
NPUMEHMMbIMM PEryIMPYOLLMMN TPe6OBaHNAMM.



3.2 ynosIHOMOYeHHbI NpeacTaBuTens (authorized representative): dusmyeckoe naum topuamyeckoe
ML, KOTOpOEe OMpeaesieHO 3aKOHOAATeNbCTBOM CTPaHbl WM PernoHa, noJjiyymsliee MUCbMEHHOe
Ha3HayeHMe OT U3roTOBWUTENN OENCTBOBATb OT €0 MMEHW A/1A BbIMOJAHEHUS OnpeAeneHHbIX 3343y B
OTHOLIEHMM 06A3aHHOCTEN N3rOTOBUTENA, YCTAaHOB/IEHHbIX 3aKOHO4ATe/IbCTBOM KOHKPETHOM CTPaHbl MK
pervoHa.

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

3.3 KAMHMYeckaa oueHKa (clinical evaluation): AHannM3 n oueHMBAHWE KAMHUYECKUX AAHHbIX B
OTHOLWIEHUM MEAMUMHCKOrO u3denva C uenvto BepudpuKaumm 6e30nacHOCTU UM GYHKUMOHAbHbBIX
XapaKTEPUCTUK U3AENANA NPU €0 KIMHUYECKOM NPUMEHEHUN, KaK npeaHa3Ha4yeHo N3roTOBUTE/IEM.

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

3.4 npeteHsua (complaint): McbmeHHOE, 31EKTPOHHOE UK YCTHOE COoObLEeHMEe O HeaoCTaTKax,
CBA3aHHbIX C WUAEHTMOUKALMEN, KauyecTBOM, CPOKOM CAy»Kb6bl, HageXKHOCTblo, 6e30MacHOCTbIO MK
OYHKLMOHANbHBIMM  XapaKTepUCTMKaMM MeAMLMHCKOrO WM3A4enus, BbllleAwero M3-nog ynpasieHus
OpraHuM3auMen, a TaKKe B OTHOWEHMM CBA3AHHOTO C HWUM OBCNYXKMBAHMA, KOTOpPOE BAMAET Ha
dYHKLMOHaNbHbIE XapaKTePUCTUKU TaKUX MEANLMHCKUX U3LENUIA.

MpumeyaHne - ITo onpeaeneHue "npeteHsun" oTaMyaeTcs OT onpeaeseHus, gaHHoro B I1SO
9000:2015.

3.5 auctpubbiotop (distributor): dusmnyeckoe nan opuanYEcKkoe AMLO B LENU NOCTaBOK, KOTOpoe
OEeWcTByeT OT CBOEro WMMEHM U OCYLLeCTBAAET MpPoAaxKy MeAMLMHCKOro M3genna KOHEeYHOMY
notpebutesnio.

[GHTF/SG1/N055:2009, nyHKT 5.3]
MpumeyaHua
1 B uenb NocTaBoK MOryT bbITb BOB/IeYeHbl 60/1ee 0gHOro ANCTPUBBLIOTOPA.

2 /lMua B UEnu NOCTaBOK, BOB/IEYEHHbIE B AEATE/bHOCTb MO XPaHEHUI0 U TPAHCMOPTUPOBKE OT
MMEHMU U3roTOBUTENS, UMMNOPTEPA UM AUCTPUOBLIOTOPA, HE ABAAIOTCA AUCTPUDOLIOTOPaMK MO AaHHOMY
onpeaeneHuto.

3.6 umnnaHTUpyemoe meguuumHckoe usgenve (implantable medical device): MeguumHckoe
nsgaenve, KOTopoe MOXKET 6biTb YAaneHO TOMbKO MOCPEACTBOM MEAWULMHCKOTO WUAM XUPYPTrUYecKoro
BMeLLATeIbCTBA M KOTOPOE NpeaHasHaYeHo Ana:

- NOJIHOTO W/ YaCTMYHOTO BBEAEHMA B TE/I0 MM aHAaTOMMYECKYIO NOIOCTb YeN0BEKA UK
- 3amelLLeHUsA 3NUTENNaNbHO NOBEPXHOCTU UM NOBEPXHOCTU 11a3a U
- HaXOXAEeHUA B MeCcTe MMNAAHTaLMM Nocae npoueaypbl B TeyeHue He meHee 30 aHel.

I'IpMN\eanme - 310 onpegeneHne MMnNaaHTMpyemoro megnumnHCKoro nsaenna BK/IIOYAET TaKXKe
dKTUBHOE MMNNIaHTUPYEMOE MedNLMHCKOe nsagenune.

3.7 vmnopTep (importer): ®usmyeckoe MAK LPUAMYECKOE NNLO, ABAAIOLLEECA NEPBbIM B LLenu
NOCTaBOK, BbIBOAALLMM MeANUNHCKOE M3genune, NpomM3BeAeHHOE B MHOM CTPaHe WAK B IOPUCAMKUNM, Ha
PbIHOK CTpaHbl, rae nsaenve npeanonaraeTcs K peannsaumu.

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



3.8 mapkuposKa (labelling): 9TukeTKa, MHCTPYKLMA NO NpUMEHEHUI0 1 Ntoban MHas MHbopMaLUs,
OTHOCAWAACA K WAEHTUOMKALMM, TEXHUYECKOMY OMNUCAHUIO, NpegHasHauYeHHOMY NPUMEHEHUIO
MeAMLMHCKOro U3aenns, UCKNoYas TOBapOCONPOBOAMTE/IbHbIE OKYMEHTbI B OTHOLLIEHWUW NMOCTaBKMU.

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

3.9 xu3HeHHbIn uUuKkn (life-cycle): Bce cTagum cyulecTBOBaHUA MeAULMHCKOrO u3aenua, ot
nepBOHa4YaibHOM KOHUENUUM A0 BbIBOAA U3 SKCNAyaTaLMn U YTUAN3AUUN.

[ISO 14971:2007, nyHKT 2.7]

3.10 mnsrotosutenb (manufacturer): /lioboe ¢pusnyeckoe nau pULMYECcKoe N1LO, OTBETCTBEHHOE
33 NPOEKTUPOBaHUE U/UAN NPOU3BOACTBO MEAULMHCKOTO U3AeNna C LeNbio BbIMYyCTUTb B obpalleHne
MeNUNHCKOe n3genve nof ero cobCTBeHHbIM MMeHeM, He3aBUCUMO OT TOro, CNPOEKTUPOBAHO U/ nnun
Npou3BeeHO NN 3TO MeAMLUMHCKOe M3genve opraHusauuen uam no ee NopyyveHuo APYyrum MLOoMm
(nuamm).

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

1 N3roToBUTENIb HECET KOHEYHYIO IOPUANYECKYIO OTBETCTBEHHOCTb 33 obecrneyeHne BbINONHEHUSA
NPUMEHUMBIX PETYIMPYIOWNX TpeboBaHU CTpPaH WM OPUCAMKLUMM B OTHOLIEHUM MEOUUMUHCKUX
u3genuin, paa NpofaXkM B KOTOPbIX OHW MpefHasHayeHbl, €C/M TOJbKO WMHOEe He YCTaHOB/IEHO
cneumanbHbIMU TPEBOBAHUAMM PErYINPYIOLLMX OPFraHOB B AAaHHOM OPUCANKLMMN.

2 OTBETCTBEHHOCTb M3rOoTOBUTENA OMUCAHA B PYKOBOAAWMX AOKymeHTax GHTF. 3ta
OTBETCTBEHHOCTb BK/ItOYAET B ce6A OTBETCTBEHHOCTb MO BbINOJIHEHUIO KaK NpeanpoaaxKHblx TpeboBaHuiA,
TaK M nocnenpogaxHolx TpeboBaHWM, TaKMX KaK CcoobWeHWAa O HebnaronpuATHbIX COOLITUAX W
yBEeAOMIEHUA O KOPPEKTUPYHOLNX AENCTBUAX.

3 lpoeKTnpoBaHne u/Man NPon3BOACTBO MOrYT BK/OYaTh B ceba paspaboTky cneundukauui,
NPOAyKUMM, Mpou3BOACTBO, COOPKY, 06pabOTKy, yMaKoBKy, MNepeynakoBKy, MapKUPOBKY,
nepemapKUpPOBKY, CTEPUAM3ALMNIO, MOHTAX UAM NepepaboTKy MeaNUNHCKOrO U3Aenna, a TakKe BbIMycK
Habopa MeOUUMHCKMX U34e/UN, BO3MOXKHO B KOMOMHALMKU C APYIMMU U3LEANAMU B MEOULIUHCKUX
uensx.

4 1Ny, OCyLLEeCTBAAIOLLEE B COOTBETCTBUM C MHCTPYKLIMEN NO NpUMeHEHUI0 CBOPKY M peryiMpoBKy
MEAMLMHCKOrO M34eNns, BbINYWEHHOTO Ha PbIHOK WMHbIM /JIULOM W NpeAHasHayYeHHoro Aaaa
WMHANBUAYANbHOIO MPUMEHEHUSA, HE ABNAETCA U3roToBUTENEM, eCn COOPKa U PEryIMPOBKA HE U3MEHSAIOT
npegHasHauYeHHOro NPUMEHEHUA MeANLMHCKOro U3aenms.

5 JMuo, u3MeHslowee npeaHasHaYeHHOE MPUMEHEHME MEeAMUMHCKOrO  U34enna  uan
moauduumpyolee MeamuMHCKoe usgenne 6e3 cornacus M3roToBuTens AN BbiNycKa W3Aenna nog
CBOMM COBCTBEHHbIM WMMEHeM, c/ledyeT pPaccMaTpuBaTb KaK W3rotosutensa MoanduUUMpPOBaHHOIO
MeAMLMHCKOro n3aenms.

6 YNONHOMOYEHHbIV NpeacTaBUTeNb, ANCTPUOBLIOTOP UAN UMNOPTEP, KOTOPbIN TONIbKO fobaBnseT
CBOM agpec M KOHTaKTHble AaHHble HA MeOMUMHCKOE M3genne WAV Ha YynakoBKy 6e3 yaaneHua uam
N3MEeHEeHWs OPUTMHAbHOM MapKUPOBKU, HE ABNISIETCA U3TOTOBUTENIEM.

7 B cnyyae eciv NpuUHaANEKHOCTU NOANAAatoT NoA, peryavpytolwme TpeboBaHna K meamumHCKomy
n34enuio, NMua, OTBETCTBEHHbIE 33 NPOEKTUPOBaHWE M/MAN NPOU3BOACTBO TaKMX NMPUHAA/NEKHOCTEN,
ABNAIOTCA M3rOTOBUTENAMM.

3.11 meauumHckoe usgenne (medical device): WMHCTpymeHT, annapat, npubop, YCTPOWCTBO,



O60py,£l,OBaHVIe, MMNAAHTaT, in vitro peareHT, nporpammHoe 06ecnequme, maTtepunan UaAnM UHble
I'IOAO6HbIe WA CBA3aHHble C HUMW U3anennAa, npegHasHa4eHHble U3rotosuTesiemM AnAa NpuMMeHeHunAa K
4Ye/10BEKY MO OTAE/NIbHOCTUN UTN B KOM6MHaLI,MMZ

- ANArHOCTUKMU, NPODUNAKTUKM, MOHUTOPUHTA, IeYeHnA nam obneryeHusa sabonesaHui;
- AMArHOCTUKN, MOHUTOPUHIA, IeYeHmns, obaeryeHma nam KomneHcaumm nocneacTsnin TpaBmbl;

- nccnepgoBaHmA, 3ameleHnAa nan nsmeHeHnMAa aHatToMn4YeCcKoro CTpoeHna namn ¢M3VIO}'IOFVI‘-IECKVIX
npoLeccos;

- JXM3HeobecneyeHns UNn NoaaepKaHUS KUSHEHHbIX QYHKUMNA;
- yNpaB/ieHMA 3a4aTmem;
- Ae3snHPeKkUMN MeAULNMHCKUX N3aenuni;

- noNly4yeHns MHGopmaumm NocpescTBOM UCCAe0BaHMA in vitro npob, B3ATbIX M3 TeNa YENOBEKa, a
TaK)Ke He AOCTUratoLLMe CBOero NepBmMYHOro npeaHasHa4YeHHoOro BO3AeNCTBUA Ha OpraHM3M YeoBeKa 3a
cyeT GapMaKoNOrMUYECKUX, UMMYHOJIOTUYECKUX UM METabo/IMYeCcKUX CPeacTB, HO GYHKUMU KOTOPbIX
MOTYT NOALEPKNBATLCA TAKMMM CPeaCcTBaAMMU.

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

MpumevaHue - HEKOTOpre n3genna B OTAENbHbIX HOPUCONKUUMAX MOTYT PaCCMaTpMBATbCA KakK
MmeanunHCKne, Ho B UX OTHOLWLIEHUN eLlle He BblpaﬁOTaH eAMHbIVI nogxon,. TakMmu n3genmamm moryt 6bITb:

- AesnHuumpyoume BeLecTsa;
- BCMOMOraTe/ibHble CPeacTBa A1A L, C OFPaHUYEHHBIMU BO3MOXKHOCTAMY;
- U34e/11A, BKAOYAOLWME TKaHU X KUBOTHbIX UM YENOBEKa;

- n3aenna ana sKCTpakopnopasibHOro onaoaoTsopeHNA N penpoayKTUBHbIX TEXHO/IOTUNA.

3.12 cemelicTBO MeAUUMHCKMX u3genuii (medical device family): Mpynna meanunHCcKmx usgenui,
NPOu3BOAUMBIX OAHOW M TOW e WUAN ONA OAHOW U TOWN e opraHuM3auun U MMeLMX OANHAKOBYIO
6a30BYyl0 KOHCTPYKLUMIO U  PYHKLMOHA/bHble XapaKTepPUCTUKM B OTHOWeHMM 6e30nacHoCTH,
npeaHasHa4YeHHOro NPUMeHeHna N GYHKLUMOHNPOBAHMA.

3.13 oueHuMBaHMe YHKUMOHANbHbIX XapakTepucTuk (performance evaluation): OueHka u aHanus
OAHHbIX 41A YCTAaHOB/IEHUA WA NPOBEPKM CNOCOOHOCTM U3aenma Ana AMArHOCTUKM in vitro gocturatb
CBOEro HasHayeHwus.

3.14 nocnenpopaarkHoe HabatoaeHue (post-market surveillance): Cuctematmnuecknit npouecc cbopa
M aHaNM3a onbiTa, NOlYYEHHOrO B OTHOLEHUM MEAULMHCKUX U34e/MIA, BbINYLLEHHbIX HA PbIHOK.

3.15 npoaykuma (product): PesynbTaTt npouecca.

[1ISO 9000:2005, nyHKT 3.4.2]

MpumeyaHua

1 CywecTBytOT YeTbipe obLue KaTeropmm NpoayKLUK:
- ycnyru (Hanpumep, NepeBo3Ku);

- NporpammHble cpeacTsa (HanpMmep, KOMMbIOTEPHAA NPOrpaMma, C10Baphb);



- TeXHWYECKMne cpeacTBa (Hanpumep, MexaHu4eckas YacTb ABuratens);
- nepepabatbiBaemble MaTepumanbl (Hanpumep, cmaska).

MHorve BMAbl NPOAYKLMW COAEPKAT 3/IEMEHTbI, OTHOCALLMECA K Pa3/IMYHbIM OBLMM KAaTeropuam
npoaykumm. OTHeceHWe MNpOAYKUMW K ycClyram, MNPOrpaMMHbIM, TEXHUYECKMM cpeacTBam Wau
nepepabaTtbiBaeMbiM MaTepuanam 3aBUCUT OT nNpeobiagarolLero snemeHTa. Hanpmumep, noctaBnaemas
npoaykumsa "aBTomMobuAb" COCTOUT U3 TEXHUYECKUX CPeacTB (Hanpumep, WWH), nepepabaTbiBaembix
maTepuanoB (Hanpumep, roprodee, Oxna)kAalollas KUAKOCTb), NPOrpaMmHbIX cpeacTs (Hanpumep,
NporpamMmHoe ynpas/ieHne aAsuratenem, MHCTPYKUMA ANSA BOAUTENA) U yCayrn (Hanpumep, pasbACHEHUS
Mo aKcnyaTauuu, AaBaemble NPOLAaBLOM).

2 ycnyra ABNIAETCA pe3ynbTatom Mo MeHbLLEMN mepe oAaHoro AEﬁCTBMﬂ, obAsaTenbHO
OCyLWecTB/IEHHOIO Npu B3aMMOAeﬁCTBMM NoCTaBWWKa U ﬂOTpE6MTEﬂH, W1, KaK NpaBui1o, HemaTtepuasibHa.

npe,ﬂ,OCTaBHEHMe YCNYT MOXKET BK/1IOYATb B C66ﬂ, Hanpumep, cheayrouiee:

- NeATeNbHOCTb, OCYLLECTB/IEHHYIO C MOCTaBNeHHON noTpebutenem matepuanbHol Npoaykumeit
(Hanpumep, peMOHT HencnpaBHOro aBToMobus);

- 1eATeIbHOCTb, OCYLLLECTB/IEHHYIO C MOCTaB/IEHHOW NoTpebuteemM HemaTepuanbHOM NPOAYKLUME
(Hanpumep, cocTasfieHMe 3aABEHNA O A0X04aX, He0bX0AMMOro A41A onpeaeneHnsa pasmepa Hanora);

- NpeaocTaBieHne HemaTepuanbHON NpoayKumnn (Hanpumep, MHGOPMaLMM B KOHTEKCTE Nepeaayn
3HaHUI);

- co34aHue ycnoBuid ana notpebutenelt (Hanpumep, B roCTUHULLIAX U pecTopaHax).

MporpammHoe CpeacTBO COAEPKUT MHPOPMALMIO N 0BbIMHO ABNSETCS HEMATEPUAbHBIM U MOKET
6bITb TaKKe B dopmMe NoaxoA0B, onepaumn nan npoueayp.

TexHuyecKoe cpeacTBO, KaK MPaBWIo, ABAAETCA MaTEPUAJIbHLIM, U €r0 KOJIMYECTBO BblPayKaeTcs
NCYMUCNAEMOM XapaKTepuCTuKoii. MepepabaTbiBaeMble MaTepuasnbl 06bIYHO ABAAIOTCA MaTepUanbHbIMM,
M WMX KOJIMYECTBO BbIPaXKaeTCca HEenpepbiBHOM XapaKTEepPUCTUKOW. TexHMYeckne cpencrea M
nepepabaTtbiBaeMble MaTepUabl YaCTO HA3bIBAOT TOBAPAMM.

3 [laHHOe onpeaeneHne TepMuHa "NpoayKuma" MeeT OTANYKNA OT onpeaeneHus, NPUBEAEHHOTO B
I1SO 9000:2015.

3.16 3akynaeman npoaykuma (purchased product): Mpoaykuma, npenocTaBieHHas Kakoi-nnbo
CTOPOHOM, HaX0AALLENCA BHE CUCTEMbI MEHEAKMEHTA KauecTBa OpraHnsaumm.

MpumeuaHue - MNpeaocrasneHne NPOAYKLUUM He BCEraa COMPOBOMKAAETCA KOMMEPUYECKUMU WK
$OUHAHCOBLIMM COrNaLLEHUAMM.

3.17 pwcK (risk): CoueTaHne BEPOATHOCTU NPUYMHEHUA Bpeaa U TAXKECTM 3TOro Bpea.
[1ISO 14971:2007, nyHKT 2.16]

MprmeyaHue - ITo onpegeneHune "pucka"” otanyaeTca ot onpeaeneHus, gaHHoro 8 1ISO 9000:2015.

3.18 meHeaXMeHT pucKa (risk management): Cuctematnyeckoe NnpuMeHeHne NoAUTUKK, MpoLeayp
N NPaKTUYECKMX METOA40B MEeHeAXMEeHTa ONA peleHun 3a4ady aHanAM3a, OUEeHWBAHMA, YyNpaBaeHna u
MOHMWTOPUHIa PUCKa.

[1SO 14971:2007, nyHKT 2.22]



3.19 cuctema bapbepoB cTepunbHocTU (sterile barrier system): MWHUManbHbIA KOMMAEKC
TEXHWMYECKMX CPEeAcTB, KOTOPbI NPEenaTCTBYeT MPOHUKHOBEHUIO MWKPOOPraHW3MOB W MNO3BOASET
obecneynTb CTEPUABHOCTL NPOAYKLMN 10 €€ UCMO/1b30BaHMA.

[1SO 11607-1:2006, nyHKT 3.22]

3.20 cTepunbHoe MeAuuUMHCKOoe u3sgenune (sterile medical device): MeauuumHckoe usaenue,
COOTBETCTBYIOLLEE TPEHOBAHMUAM K CTEPUIBHOCTHU.

MNpumeyaHue - TpeboBaHMA K CTEPUABHOCTU MEAULMHCKUX M34enni MoryT BbiTb YCTAHOB/EHDI
NPUMEHUMBIMU PEFYANPYIOLLMMN TPEOOBAHUAMM U CTAHOAPTAMM.

4. Cuctema meHeaXMeHTa Ka4vecTBa

4.1. O6wme TpeboBaHuA

4.1.1 OpraHusauma Ao/MKHa 4OKYMEHTUPOBATL CUCTEMY MEHEAKMEHTA KayecTBa 1 NoALEepKNBaTb
ee pesy/nbTaTMBHOCTb B COOTBETCTBUM C TPebBOBAaHMAMM HACTOAWLEro CTaHAApTa M NPUMEHUMbIMU
peryavpyrowmnmmn TpebosaHnamu. OpraHu3aums O0/KHA YCTaHaB/AMBATb, BHEAPATb M NoAaepuBaTb
noboe TpeboBaHMe, npoueaypy, AeATeNbHOCTb WAM  MEpPONpUATME, KOTOpble AONXHbl 6bITb
[OKYMEHTUPOBaAHbl B COOTBETCTBMM C TPebOOBAHMAMM HACTOALLEro CTaHAApTa WU MPUMEHUMbIMM
peryiMpyrowmmm TpeboBaHnaMu.

OpraHusauma [0/MKHa [OOKYMeHTasbHO 0¢opMuTb cBok(M) ponb(n) B COOTBETCTBUU C
NPUMEHUMBIMU PEFYANPYIOLLMMN TPEDBOBAHUAMM.

MpumeuaHne - Ponu, NpuUHATblE Ha cebs opraHuWsauMei, MoOryT BKAYaTb B cebsa poau
M3roToBUTENA, YNOJIHOMOYEHHOIO NPeAcTaBuTeNs, UMNopTepa Uam anctpmbbioTopa.

4.1.2 OpraHu3auma goMKHa:

a) onpegenaTb NPOLECChl, HEO6X0ANMMbIE AN CUCTEMbI MEHEAKMEHTA KauyecTBa, U X NPUMEHEHNe
B OpraHM3aLum ¢ y4eTOM posiei, NPUHATLIX Ha cebs;

b) NnpUMeHATb PUCK-OPUEHTUPOBAHHbIN MOAXOA, K YPaB/IEHNIO COOTBETCTBYIOLMMM NPOLLECCaMM,
HeoBXoAMMbIMWN ANA CUCTEMbI MEHEAXMEHTA KavecTBa;

C) onpeaenaTb Noc/ea0BaTeIbHOCTb M B3aMMOAENCTBUE 3TUX NPOLLECCOB.
4.1.3 a8 Kaxaoro npolecca B CMCTEME MeHeAyKMeHTa KayecTBa opraHuM3auma AoMKHa:

a) onpenenATb KpUTEPUN N METOADbI, HEO6XOAMMbIe anAa obecneyeHus PE3yNbTaTUBHOCTU, KaK NpU
OoCywiecrtBneHunn, Tak 1 Nnpun ynpasaeHnn asTuMmm npoueccamu;

b) obecneunBaTb HanuMumMe pecypcoB U MHOOPMaALMKU, HEOBXOOAUMBIX ANA  NOALEPKKU
OYHKUMOHNPOBAHUA U MOHUTOPMHIA 3TUX MPOLLECCOB;

C) OCyLlecTBiATb AEIZCTBWFI, H806X0,CI,I/IMbIe Aana OOCTUXKEHUA 3anJ1IaHNPOBAHHbLIX PE3Y/IbTAaTOB U
noaaepXaHna pe3ynbTatTMBHOCTU 3TUX NPOLECCOB,;

d) OCyLLeCTB/IATb MOHUTOPUHT, U3MeEpPeHNe, eCcn u,enecoo6paaHo, 1 aHa/n3 3TUX NPOLLECCOB;

e) onpenensaTb M NOALEPKMBATb B paboyem COCTOAHMM 3anNUCK ANA AEMOHCTPaLUN COOTBETCTBUA
TpeboBaHMAM HACTOALLEro CTaHAapTa M NPMMEHUMbIM peryampyowmm tpebosaHmam (4.2.5).

4.1.4 OpFaHVI3aLI,VIF| AO0J1IKHA OCyWeCTBNATb MEHEOXKMEHT 3TUX NPOUECCOB CUCTEMbI MEHEOXKMEHTA
Ka4yecTtBa B COOTBETCTBUM C TDE6OBaHI/IFiMM HacToAwero CraHaapTa n npuMeHnmbiMn peryanpyrowmmm



TPEGOBaHMﬂMM. N3meHeHMA, BHOCMMbIE B 3TU npoueccol, 401XKHbI:
a) OLL,eHMBATbCA C TOYKU 3peEHNA BO3AEﬁCTBMﬂ Ha CUCTEMY MeHeadXMeHTa Ka4eCTBa,

6) oueHNBATbCA C TOYKU 3PEHNA BO3,CI,el7ICTBVIFI Ha megnumnHCKue n3genna, npon3sognmoble B pamkax
CNCTembl MmeHeaXXMeHTa Ka4yecCTBa,

B) KOHTPO/IMPOBATLCA B COOTBETCTBUM C TPe6OBaHMAMM HACTOALLErO CTaHAAPTa M NPUMEHUMbIMU
peryavpyowmmmn TpebosaHnamu.

4.1.5 Ecnn opraHusauma pewaeT nepeaatb Ha CTOPOHY BbINOMHEHME KaKoro-nvbo npouecca,
B/IMAIOLErO HAa COOTBETCTBME MPOAYKUMM TPebOBaHMAM, OHA AOJIKHA OCYLLECTBAATb MOHWUTOPWHE U
obecneunMBaTb CO CBOEM CTOPOHbI YyMnpaBleHWe TakMmu npoueccamu. OpraHusauma coxpaHseT
OTBETCTBEHHOCTb 33 COOTBETCTBME TAKOTrO NpoLecca TpeboBaHNAM HAaCTOALLEro CTaHAaApTa, TpeboBaHUAM
notpebutens W MNPUMEHUMbIM  peryanpylowmm TpeboBaHMAM. YnpasneHue [O/MKHO  6biTb
NPONOPLMOHANLHO PUCKY, CBA3AaHHOMY C BO3MOYKHOCTbIO BHELLHEW CTOPOHbI 06ecneynTb cooTBeTCTBUE
TpeboBaHMAM NyHKTa 7.4. YnpasaeHue JOMKHO BK/OYATb MUCbMEHHbIE COTalleHmns No KayecTsy.

4.1.6 OpraHmsauma [O0/KHA  OOKYMEHTMPOBaTb npoueaypbl  Baangaumm  nNpUMeEHeHUA
KOMMNbIOTEPHOIO MpPOrpamMmmMHoOro obecrneyeHunsa, MCMO/Ib3YEMOro B CUCTEME MEHEeAKMEHTA KayecTBa.
MpuaoXKeHUA TaKoro NporpaMmmHoro obecnevyeHns HeobxoaAMMo BaIMANPOBATL A0 HaYana NPUMEHEHUSA
W, ecnn uenecoobpasHo, NOCAe BHECEHWS W3MEHEHUW B NporpammHoe obecnevyeHue WAU €ero
npUMeHeHue.

KOHKpeTHbI noaxon, M BUAbI AEATENbHOCTUM MO BaaAudauuu U peBanngauuu nporpaMmmHOro
obecneyeHna [AO0NXKHbI 6biTb NPOMNOPUMOHANbHbI PUCKY, CBA3AHHOMY C MPUMEHEHMEeM TaKoro
nporpammHoro obecneyeHus. 3anucu ob 3Ton AEATENbHOCTU AO0/KHbI NogaepskusaTbca B paboyem
cocTosiHuu (4.2.5).

4.2. TpeboBaHUA K JOKYMEHTALUK

4.2.1 O6wwme nonoxeHnn

JOoKyMeHTaLmMsa cMcTemMbl MeHeKMeHTa KavecTBa (4.2.4) Ao/1XKHA BKIOYaTb:

a) LOKYMeHTaIbHO 0POPM/IEHHbIE 3aAB/IEHNA O MOJINTUKE U LeNiAX B 061aCTN KayecTsa;
b) pykoBoacTBO No KayecTsy;

C) AOKYMEHTUPOBAHHbIE NPOLEAYPbI U 3aMUCK, TpebyeMble HACTOALMM CTaHLAPTOM;

d) [OOKyMeHTbl, BK/AKOYaA 3anucK, OnNpedeseHHble oOpraHvsaumein Kak Heobxoaumble aNA
obecneyeHnsa pe3ynbTaTUBHOIO MNAAHUPOBAHUA, OCYLLECTBAEHMA NPOLLECCOB U YNPaBAEHUA UMU;

e) opyryto 4OKYMEHTaLUMI0, YCTaHOBNEHHYIO MPUMEHUMbIMU PETYAUPYIOLLMMUM TpeboBaHMAMM.
4.2.2 PyKOBOACTBO MO KayecTsy
OpraHu3auma AoMKHa LOKYMEHTUPOBATb PYKOBOACTBO MO KAYeCcTsy, cogepKallee:

a) 061acTb NPUMEHEHUA CUCTEMbI MEHEAXKMEHTA KauecTBa, BKAo4Yaa NogpobHocTn n o60ocHOBaHMeE
MOBbIX UCKAOUYEHMI /NN HENPUMEHEHNS;

6) AOKYMEHTUPOBAHHbIE Npoueaypbl, paspa60TaHHble ANnAa CUCTeMbl MEHEOXMEHTA KayeCTBa, Uiun
CCbIJZIKUN Ha HUX;

B) OonuncaHme BBaMMOAeﬁCTBMH npoueccoB CUCTEMbI MeHeAXKMEHTA Ka4eCcTBa.



PYKOBOACTBO MO KauyecTBY AO/IKHO OMNPeAensTb CTPYKTYPY AOKYMEHTALMM, MCMOb3yemon B
cUcTeMe MeHeayKMeHTa KayecTsa.

4.2.3 ®ann meaULNHCKOTO U3aenusa

Ona Kaxagoro TMna WAM cemeinctsa MeaMUMHCKUX M3OEennid opraHmMsaumsa AoaXKHa co3gaTb U
noaaepXmBatb B paboyem COCTOSSHUM OAMH WUAM HECKONbKO $aiioB, cogepallmx AOKYMEHTbl UK
OAOLWMX CCbIZIKM Ha HUX, ANA NOATBEPXKAEHMA COOTBETCTBUA TPeboBaHMAM HACTOALLEro CTaHAapTa U
NPUMEHUMbIM PErynpyowmMm TpeboBaHmAM.

CopepkaHue dainna(oB) AOKHO BKAKOYATL MO MEHbLUEN Mepe:

a) O6LLI,EE onncaHne megnumnHCKoro mnsagenuna, ero npeayCMmoTpeHHoOro Ha3Ha‘-IeHVIF|/I'IpMMEHEHMF|,
MapKMNpPOBKU, BK1KOYaA nobble UHCTPYKLUMUN NO NPUMEHEHMULO;

b) cneundurkaumm npoayKumu;

C) cneumduKaummn nam npouenypsbl NPOM3BOACTBA, YNAKOBKM, XPaHEHUA, 0OpaLLeHUs C U3Lenvem,
a TaKkKe gucTpmnbyumm;

d) npoueaypbl UI3MepPeHUs U MOHUTOPUHTA;

e) TpeboBaHMA K MOHTaXy, eCiv NPUMEHUMO;

f) npoueaypbl TEXHUYECKOTO 06CAYKMBAHUA, ECIU NPUMEHUMO.
4.2.4 YnpaBneHune AOKYMeHTaMu

JOKyMeHTamM CUCTEMbI MEHeIKMEHTa KayecTBa HeobxoaAnMmo ynpasaaTb. 3anucK - ocobblii Bua,
[OKYMEHTOB, U UMM HaZ0 YNPaBAATb COr/IacHO TpeboBaHMAM, NpuUBeAeHHbIM B MyHKTe 4.2.5.

Ona onpegeneHvs HeobxoAMMbIX CPeACTB  YNpaBAeHWA [0/KHA 6ObiTb  paspaboTaHa
AOKYMEHTMPOBaHHan npoueaypa, npeaycMmaTpuBalowan:

a) dHaAn3 " od)mu,maanoe op,o6peHv1e AOKYMEHTOB C TOYKMU 3peHUnA UX aAeKBaATHOCTU A0 UX
BbINYCKa,

b) aHanu3 n akTyanusauumio, No mepe HeobXoAMMOCTH, U NOBTOPHOE oduLManbHoe ofobpeHune
OOKYMEHTOB;

c) obecneyeHne naeHTUGUKALNN U3MEHEHUI N CTaTyCa NEPECMOTPA AOKYMEHTOB;
d) obecneyeHne HanNUMA COOTBETCTBYIOLLMX BEPCUIA LLOKYMEHTOB B MECTAX UX NPUMEHEHMUS;
e) obecneyeHne coOxpaHeHUN JOKYMEHTOB YETKUMMU U IETKO NAEHTUDULMPYEMBIMUI;

f) obecnevyeHune MAeHTVId)VIKaLI,VIVI AOKYMEHTOB BHELWHEro npoucxoxaeHwma, onpegeneHHbIX
opraHM3au,v|el7| KaK HEO6XO,£I,I/IMbIe Ana nNnaHnMpoBaHuUA “ d)yHKLI,VIOHMpOBaHVIFI CNCTembl MeHeaXMeHTa
Ka4yecTtBa, U ynpasaeHne nx paCCbIﬂKOVI;

g) NpefoTBpaLLEHME NOPYUN UAN NOTEPU SOKYMEHTOB;

h) npeagoTspalleHne  HenpegHamepeHHOro MUcno/sb3oBaHUA  YCTapeBLWUX AOOKYMEHTOB WU
npunmeHeHune COOTBETCTByPOLLI,eﬁ VI,CI,eHTMd)VIKaLJ,MM K HUM.

OpFaHMSaLI,VIFI AO/1XKHa obecneunBaTb aHaAn3 W od)mu,maanoe op,o6peHl4e N3MEHEHUN B
AOKYMeHTax nmbo AO/MKHOCTHbIM JIULOM, O/.'l,O6pVIBLUVIM I'IepBOHa‘-IaJ'IbeIﬁ AOKYMEHT, nmbo Apyrmm
cneunanbHO Ha3Ha4YeHHbIM OONXKHOCTHbIM ANUUOM, UMEKWMM AO0CTyN K COOTBeTCTByIOLLI,eVI MCXO,CI,HOVI



MHq)OpMaLI,MM, Ha OCHOBaHWUNA KOTOpOﬁ NMPUHUMAETCA peLlleHne.

OpraHusauusa Ao/KHa onpeaenatb Nepuos BpeMeHM, B TeYeHMe KOTOPOro ciedyeT XpaHWUTb He
MeHee OZIHOW KOMWM ycTapeBLUMX AOKYMeHTOB. Ha 3ToT nepuopn AonxeH 6biTb obecneyeH AocTyn K
OOKYMeHTaM, B COOTBETCTBMM C KOTOPbIMW MeAULMHCKOe usgenve 6bi10 U3roToBAEHO U UCMbITAHO, B
TeyeHue, No KpaliHei mepe, CpoKa CyK6bl 3aenms, onpeaeneHHoro opraHnsaumeit, Ho He MmeHee CpoKa
XpaHeHus nwoboii utorosoit 3anucu (4.2.5) MAK B COOTBETCTBUU C NPUMEHUMbBIMWU PErYAUPYIOLLMMM
TpeboBaHMAMM.

4.2.5 YnpaBneHue 3anmcamm

3anuncu OONXKHbI NoAAEepXKMBaATbCA B paboyem COCTOAHMWU A0S NPeaocTaB/leHUs CBUAETE/NbCTB
COOTBETCTBUA TPEOOBAHUAM U Pe3yNbTaTUBHOIO PYHKLMOHNPOBAHMA CUCTEMbI MEHEAXKMEHTA KayecTBa.
OpraHusauusa [ONXKHA OOKYMEHTMPOBATb Mpoueaypbl ANA onpeaeneHua cpeacts  ynpasaeHus,
HeobxoaMMbIX AN MAEHTUDUKAUUKM, XpaHeHus, 6e30nacHOCTU WU LENOCTHOCTM, BOCCTaHOB/EHMUS,
BK/IlOYAA ONnpeaesieHMA CPOKOB XPaHeHMsA, M NopsAaKa U3BATUA 3anUCEN.

OpraHvsauus OoO/KHa onpeaenvnTb M BHEAPUTb METoAbl  3alMTbl  KOHPUAEHLMANbHOM
MHPOPMaLMK O 340POBbE, COAEPIKALLENCA B 3aNNUCAX, B COOTBETCTBUM C MPUMEHUMbIMW PETYIUPYHOLLMMU
TpeboBaHMAMMU.

3anucy 4OMXKHbI OCTABATbCA YETKMMM, NIEFKO MAEHTUOULMPYEMbBIMM M BOCCTAaHABAMBAEMbIMMU.
M3meHeHMA B 3aNMCAx A40XKHbI ObITb MAEHTUOULMPYEMBIMU.

OpraHusauma Oo/XKHA XPaHWUTb 3anucuM B TeYeHWe, MO KpalHel mepe, CpOKa CAyXobl
MeNLUNHCKOTO U3aenuns, onpeaeneHHoOro opraHusalmen, Ho He MmeHee ABYX JIeT C MOMEHTa BbIMycKa
MeANUNHCKOTO W34enusa opraHusaumei WAM B COOTBETCTBMU C MPUMEHUMbIMU  PEryanpyHOLLIMMU
TpeboBaHMAMMU.

5. OTBETCTBEHHOCTb PYKOBOACTBA

5.1 O6s3aTenbCTBa PYKOBOACTBA

BbicLuee  pPYKOBOACTBO  OpraHvM3aumMy  [O/KHO  NPeAoCTaBaTb  CBUAOETENbCTBA  CBOEM
NpUBEPXKEHHOCTN pa3paboTKe U BHEAPEHMIO CUCTEMbI MEHEAKMEHTA KauyecTBa, a TaKXKe NoaaepiKaHuio
ee pe3yNbTaTUBHOCTU NOCPEACTBOM:

a) AoBeAeHUa [0 CBeAEHMA OpraHM3alMy BasKHOCTU BbINOJIHEHUS TpeboBaHUI noTpebuTens, a
TaKKe MPUMEHUMbIX PEryIMPYIOLLNX TpeboBaHNiA;

b) paspaboTkn NoanTMKKM B 06/1aCTM KauyecTBa;

c) obecneueHuns pa3paboTku Lenei B 061acTn KauecTsa;
d) npoBeneHWsA aHaNM3a CO CTOPOHbI PYKOBOACTBA;

€) obecneyeHns HEOHXOAMMbBIMK PeCYpPCcamMm.

5.2. OpueHTauus Ha noTpebutens

Bbicluee pPYKOBOACTBO A0/KHO obecneunBaTb onpegesneHne M BbiNosHeHWe TpeboBaHUiA
noTpebuTens n NPUMEHUMbIX PErYANpPYIOWNX TPeboBaHNN.

5.3. MonunTtrKa B 061acTn KayecTsa

Bbicwee PYKOBOACTBO O0/1XKHO OGECI’IEHMBaTb, yTO6bI NONIUTUKA B 06/1aCTM KayecTBa:



a) COOTBETCTBOBA/1Ia CTPATENMYECKMM HaMepeHUAM OpraHn3aLunu,

b) BK/It0Ma/la 0653aTeNbCTBO COOTBETCTBOBATh TDE6OBaHMﬂM CUCTEMDbI MeHeOKMeHTa KayecCTBa U
nogaepXnBaTtb ee pe3ybTaTUBHOCTb,

c) obecneunBana 0CHOBbI A/19 NOCTAHOBKW M aHaNM3a Lenel B 061acTh KayecTsa;
d) bblna poBeaeHa A0 CBeAEeHMA NepcoHana opraHM3aLUunm U NOHATHA emy;

€) aHanM3MpoBanacb Ha NOCTOAHHYIO NPUTOLHOCTD.

5.4. MnaHuposaHue

5.4.1 Uenun B 0biactu kayectsa

Bbicluee PYyKOBOACTBO OpraHW3auuuM AOJIKHO obecneynTb, 4Tobbl LenM B 06/1acTM KadyecTsa,
BK/IlOYAA Te, KOTOpble HEOOXOAMMbl AR BbINOJAHEHUA MPUMEHUMBIX PEryanpylowmnx TpeboBaHuii m
TpeboBaHMI K NPoAyKLMU, Bblnn yCTaHOBAEHbI A1A COOTBETCTBYHOLWMX GYHKLMIA M HA COOTBETCTBYOLLUX
YPOBHAX BHYTPU oOpraHusauum. Lenm B o06s1acTM  KayecTBa [AO/IXKHbI  ObiTb  M3MEPUMbIMU U
COrnacoBaHHbIMW C NOUTUKOM B 061aCTU KadecTsa.

5.4.2 MNnaHmnpoBaHWe cnMcTeMbl MeHeXXMeHTa KayecTsa
BbiCWwee pyKOBOACTBO AONXKHO obecneunBaTsb:

a) N1aHMPOBaHWE CUCTEMbI MEHEAMKMEHTA KauecTBa ANS BbINOAHEHUA TpeboBaHUI, NPUBEAEHHbIX
B NyHKTe 4.1, a TaKKe gnsa AOCTUNKEHUA Lenelt B 061acTu KayecTsa;

b) coxpaHeHMe LeNoCTHOCTU CUCTEMbI MeHeAXMEHTa KayecTsa Npu NAaHUPOBaHNKN U BHEAPEHUN B
Hee N3MeHeHUN.

5.5. OTBETCTBEHHOCTb, NOJIHOMOUYUA U 06MeEH MHPOopMaLmel
5.5.1 OTBeTCTBEHHOCTb U MO/IHOMOYUSA

Bbiclwee pyKOBOACTBO [O/XKHO 06ECI'Ie‘-IMTb, yTo6bl OTBETCTBEHHOCTb M NOAHOMOYMA OblnK
onpegeneHbl, OKYMEHTUPOBaAHbI U AoBeAeHbI A0 CBeAeHNA NepCOHa/s1a OpraHn3auunn.

Bbicliee pyKOBOACTBO AO/IKHO AOKYMEHTMPOBATb B3aMMOLENCTBME MEPCOHANA, PYKOBOAALLETO,
BbINONHAOLWLEro 1 Bepuduumpytowero paboty no obecneyeHunto Kayectsa, u obecneynBaTb NOSHOMOYNA
M HE3aBUCMMOCTb, HEOOXOAMMbIE A5 BbIMOJHEHWUA 3TUX 334au.

5.5.2 Mpeacrasutennp pyKoBoAacTBa

BbiClwee pyKoBOACTBO AO/XKHO Ha3Ha4yUTb NpeacTaBuUTeNA M3 COCTaBa PYKOBOACTBQ, KOTOprVI
HE3aBUCUMO OT APYrux obAsaHHoOCTEN o6na,u,aeT OTBETCTBEHHOCTbIO U NOTHOMOYUAMMU, BKIHOHAOLWNMNA:

a) obecneyeHune TOro, yTOObI npoueccobl, HGO6XOLI,MMbIe AnAa CUCTEMbI MEHEOXMEHTA KayecCTBa,
6b11m AOKYMEHTUPOBAHDI;

b) npeacTaBneHne oTYETOB BbiCLIEMY PYKOBOACTBY O Pe3y/bTaTUBHOCTU CUCTEMbI MEHEeAKMEeHTa
KayecTBa M HeobxoanMmMocTu yayyweHus (8.5);

c) obecneyeHne pacnpPOCTPAHEHUA MOHUMAHWUA NPUMEHUMbIX PEryanpyowmx TpeboBaHuii K
TpeboBaHMIN CUCTEMbI MEHEAKMEHTA KayecTBa B paMKax BCel OpraHun3aumu.

5.5.3 BHYTpeHHUI 06meH nHdpopmaumel



Bbicwee PYKOBOACTBO AOJIXKHO obecneunBaTb pa3pa60TKy B OpraHuMsaunn COOTBETCTBYHOLWUX
npoueccos obmeHa VIH(I)OpMBLI,VIEVI, B TOM 4ucne no BONpoCam pPe3ynbrtaTMBHOCTU CUCTEMDI
MeHeaOXMeHTa KaveCTBa.

5.6. AHann3 co CTOPOHbI PYKOBOACTBA
5.6.1 Obwme NnonosKeHmsn

OpraHusaumsa Ao/KHa [AOKYMEHTMPOBaTb MpoLeaypbl ANA aHa/iM3a CO CTOPOHbI PYKOBOACTBA.
Bbicliee pPyKOBOACTBO [0/IHO aHaM3UPOBaTh Yepes AOKYMEHTas/IbHO 3anjiaHMpOBaHHbIE MHTEPBasbl
CUCTEMY MEHEeAMKMEHTa KayecTBa OpraHumsaummn C Lenbio obecneyeHUa ee NMocTOAHHOMN MPUroaHOCTH,
afleKBaTHOCTN M Pe3yabTaTUBHOCTU. AHaNN3 [O/KEH BKAOYATb OLLEHKY BO3MOMKHOCTEN YAydlleHusa M
HeobX0AMMOCTU BHECEHMA U3MEHEHUI B CUCTEMY MEeHeKMeHTa KayecTBa opraHu3auumn, B TOM Yncie B
NoNIUTUKE M Lensax B 061acTu KayecTsa.

3anucuy aHaM3a co CTOPOHbI PYKOBOACTBA A0/KHbI NOA4epHKUBaTbCA B paboyem cocToAaHum (4.2.5).
5.6.2 BxogHble AaHHble AnA aHanM3a

BxoAHble [AaHHble A8 aHaAM3a CO CTOPOHbl PYKOBOACTBA AOJIXHblI BKAOYATb, HO He
OrpPaHMUYMBaTLCA ITUM, C/IeAYIOLLYIO MHPOPMALIMIO, NMOYYEHHYIO 13!

a) obpaTtHol cBA3Y;

b) obpalteHua c npeteHsne;

C) OTYETHOCTU B PEryampyloLLne opraHbl;

d) ayautos;

€) MOHUTOPUHIa U U3MEpPEHMUA NPOLLECCOB;

f) MOHUTOPUHra N M3MepeHna NPOAYKLUNUK;

g) KoppeKTUpyioLLLero AencTeuns;

h) npeaynpeskaatowero gencTeus;

i) nocneayoWmMxX AeNCTBUI, BbITEKAIOLWMX U3 NPeablayLnX aHa/IM30B CO CTOPOHbI PYKOBOACTBA;
j) n3meHeHuI, KoTopble MOTK Bbl NOBAUATL Ha CUCTEMY MEHEAKMEHTa KayecTsa;
k) pekomeHaaumMii No ynyylieHuo;

|) HOBbIX UM NEPECMOTPEHHbIX NPUMEHUMbIX PeryanpyoLmx TpebosaHuiA.

5.6.3 BbixogHble gaHHble 41a aHaAmM3a

BbixoAHble AaHHble A/1A aHa/M3a CO CTOPOHbl PYKOBOACTBA AOJIHbl ObiTb 3aperucTpMpoBaHbl
(4.2.5) n BKAOYaTb NpPOaHa/NM3MPOBaHHbIE BXOAHble [JaHHble U Nlobble peleHuMa U AencTBus,
OTHOCALLMECS K:

a) YAy4YWEHNAM, HeO6XO,EI,VIMbIM ana nogaepxXaHua npurogHoCcTh, adekBaTHOCTU U
PEe3yNbTaTUBHOCTUN CUCTEMbBI MeHeAXMEeHTa Ka4yeCTBa U €€ NpoLueCCoB,

b) ynyywennto npoaykumm cornacHo TpebosaHuam notpebutenei;

C) U3MEHEHUNAM, HEO6XOAI/IMbIM ANnAa pearmposaHnAa Ha HOBblE UM NEPECMOTPEHHbIE NPUMEHNMbIE



peryavpytolme TpeboBaHus;

d) noTpebHoOCTM B pecypcax.
6. MeHeaXMeHT pecypcoB

6.1. ObecneyeHue pecypcamm

OpraHusauma fomKHa onpeaenatb n obecnevmBaTb pecypcbl, Heobxoanmble ana:

a) BHeAPEHMA CUCTEMbI MEHEKMEHTA KayecTBa M NoageprKaHns ee pesyibTaTUBHOCTH;

b) cooTBeTCTBMA NPUMEHMUMbBIM PEryanpyrowmm TpebosaHuam 1 TpeboBaHnaM noTpebutens.
6.2. Yenoseueckue pecypceol

MepcoHan, ocyLecTBAAILINK AeATeNbHOCTb, BAMAIOLLYIO Ha Ka4yecTBO NPOAYKLUMN, AOMKEH BbITb
KOMMNETEHTHbIM B COOTBETCTBMMU C NOy4eHHbIM 06pa3oBaHneEM, MOATOTOBKOW, HaBbIKaMM U OMbITOM.

OpraHusauma [0MKHa [OOKYMEHTUpoBaTb npouecc(bl), onpeaensalolmnin(e) KOMNETEeHTHOCTb
nepcoHana, nposeaeHune obyyeHus, obecrneyeHne MHGOPMNPOBAHHOCTU NEPCOHaANa.

OpraHusaums A0NKHa:

a) onpenenAaTb HeO6XOAMMYPO KOMMNETEHTHOCTb NepCOHaNa, OCyuwecCTBaAWEro AeATeNbHOCTb,
BINAKOLWLYIO Ha Ka4eCTBO Npo4dyKuunn;

b) obecneunBaTb MOArOTOBKY WAM NpeAnpUHUMMaTb Apyrve AEWUCTBUA ONA LOCTUKEHUS Wau
nogAeprkaHnA HeobxoAMMOMN KOMMNETEHTHOCTU;

C) oueHNBaTb pe3ynbTaTUBHOCTb NPUHATLIX Mep;

d) obecneunBaTb ocBeaoM/IEHHOCTb CBO€ro nmnepcoHana 06 AKTYya/IbHOCTU W BaXXHOCTU e€ro
AeATENbHOCTU U BKNa4e B AOCTUXKEHNE Ll,€!'|€l71 B 0bnactu Ka4ecCTBa,

e) noagaepmsaTb B paboyem COCTOAHUN COOTBETCTBYOLLME 3anncu 06 ob6pa3oBaHMmM, NOATOTOBKE,
HaBblKax 1 onbiTe (4.2.5).

Mpumeyanne - MeToLonorna, UCNoiblyemasa ANA NPOBEPKU Pe3yNbTaTUBHOCTM, AOMXKHa ObiTb
NponopLMOHanbHa PUCKY, CBA3AHHOMY C AEATE/IbHOCTbIO, B OTHOLIEHWM KOTOPOM nNposeaeHO obyyeHune
WU UHble AeNCTBUA.

6.3. UHdpacTpyKTYypa

OpraHusauma A0/KHA [OOKYMEHTMPOBATh TPeboBaHMA K MHOPACTPYKType, Heobxoaumon ana
AOCTUXEHWSA COOTBETCTBUA TPpeboBaHMAM K NPOAYKLMM, NPeAoTBPpaLLeHMA NepenyTbiBaHNA NPOLYKLUN U
obecneyeHna HaaneKalLero obpalleHus c Hew.

NHdpacTpyKTypa MOXKET BKAtOYATb, €CAN LieiecoobpasHo:

a) 3paHusA, paboyee NPOCTPAHCTBO M CBA3AHHbIE C HUM CUCTEMbI MHIKEHEPHOro obecrneyeHus;
b) obopynoBaHue, BKAOYAs TEXHUYECKME U MPOTPaMMHbIE CPEeACTBa;

C) BcmomoraTe bHble YCayru (Hanpumep, TPAHCNOPT, CBA3b AU MHOOPMALLMOHHbIE CUCTEMBI).

OpFaHMSaLI,VIﬂ AO/MXKHA [AOKYMEHTUPOBATL Tpe6OBaHMH K AeATeNbHOCTU NO TeEXHUYECKOMY



O6CI'IY)KMBaHMPO, BTOM YuUCNE NHTEPBA/Ibl BbIMO/IHEHUA pa60T no TeXHN4YeCKomy O6Cﬂy>KMBaHMIO, eC/In 3THh
,D,eVICTBMFI NN NX OTCYTCTBUE MOTYT NOBJZINATbL HAa Ka4eCTBO NPOAYKLUMN.

Ecnm uenecoobpasHo, TpeboBaHUA LOMKHbI MPUMEHATLCA K 060PYyA0BaHMIO, UCMONb3YEMOMY B
Npou13BOACTBE, A41A YNPABAEHUA NPOU3BOACTBEHHOM CPEAO, MOHUTOPUHIA U U3MEPEHMUS.

3anmMcK Takoro TeXHUYECKOTO OOCNYXKMBaAHMA AO/MKHbI NOAAepXKMBaATbCA B paboyem cocToaHUM
(4.2.5).

6.4. NpounsBoacTBeHHAA cpesa N KOHTPOAb 3arpA3HeHnA
6.4.1 NMpounssoacTBeHHaA cpeaa

OpI'aHM3aLI,VIF| AO0/1XKHa AOKYMEHTUPOBATb Tpe6OBaHMﬂ K I'IpOM3BO,£I,CTBeHHOI7I cpeae, HEO6XO,CI,VIM017I
Ana JoCTUXXeHnA COoTBETCTBUA Tp66OBaHMﬂM K npo4aykuun.

Ecan ycnoBuas npousBOACTBEHHOM cpegbl MOTMYT OKasaTb HeraTMBHOE B/AMSIHME Ha KayecTBo
NPOAYKLMM, OpraHu3aumsa LOJ/IKHA LOKYMeHTUpoBaTb TpeboBaHWA K MPOWM3BOACTBEHHOW cpene U
npoueaypbl 418 MOHUTOPUHIA W yNpPaBAeHNA NPONU3BOACTBEHHOM Cpeson.

OpraHmsaumna gosKHa:

a) pa3pa60TaTb AOKYMEHTUPOBAHHbIE Tp66OBaHMﬂ K COCTOAHUIO 340pPOBbA, YNCTOTE U oAexae
nepcoHana, eCM KOHTAKT mexXay nepcoHasiom u npop,yKumeﬁ nnn I'IpOM3BOLI,CTB€HHOl71 cpep,oﬁ MOXeT
OKa3aTb BAUSHWE Ha 6e3onacHOCTb MegnunHCKOro nsaenna namn ero d)YHKLI,VIOHal'IbeIe XapaKTePUCTUKMNU,

b) obecneuntb, uTOGbLI BeECcb MNepcoHan, BpemeHHO paboTalowmii B 0COBbIX YCNOBUAX
NPOM3BOACTBEHHOM cpeapl, 6bl1 KOMMNETEHTHbLIM MW HAaxo4uACA Nog HabawgeHuem KOMMNETEHTHOro
nmua.

MpumeyaHue - lonoAHUTENBbHYIO MHPOPMALMIO MOXKHO HanTK B I1SO 14644 un ISO 14698.

6.4.2 KoHTpONb 3arpA3HeHua

Ecan u,enecoo6pa3Ho, opraHusaumMAa Ao0NXKHa NAaHNpPOoBATb U OOKYMEHTUMPOBATbL MeEPbl AnAa
KOHTpOANA 3anH3HeHHOI7I nanm noTteHumnanbHO 38I'p$|3HEHHOI71 npoayKkuuMn C uUenbto npeaorspalleHnA
3arpA3HeHunA I'IpOVIBBOACTBEHHOﬁ cpeAabl, nepcoHana nnn npoaykuunn.

[NnAa cTepuabHbIX MEAMLMHCKUX U34ENUIA OpraHM3aLusa A0NKHA LOKYMEHTMPOBATb TpeboBaHMA K
YyNpaB/AeHNIO 3arpsasHEHMEM MUKPOOPraHM3Mamu WAM TBEPAbIMW YacTUUAMM U NOAAEPNKMBATb
Tpebyemyto YUCTOTY B NpoLieccax COOpPKM 1 yNaKoBKM.

7. Mpovecchbl }XU3HEHHOro UMKAa NpoayKLum

7.1. MnaHUpoBaHUE NPOLECCOB XMU3HEHHOIO LWKAA NPOAYyKLUMN

OpraHu3auua goaxHa naaHupoBaTb M pa3pabaTbiBaTb NpoLecchl, HeobxoamMmble aaa obecneyeHms
KU3HEHHOro UMKAa NpoayKkumu. MNaaHMpoBaHWE MPOLECCOB YKMU3HEHHOTO LMKNA NPOAYKLUMU LOKHO
6bITb COrNAcOBaHO C TPEOOBAHMAMM K APYTMM NPOLLECCAM CUCTEMbI MEHEAKMEHTA KayecTBa.

OpFaHM3aLI,VIF| AO/IXKHA AOKYMEeHTUpoBaTb OAUH WU bonee npoueccos meHeaXMeHTa PUCKa B
npoueccax XnN3HeHHOro unkna npoaykumun.

3anucu No meHeaKMeHTY PUCKa AO/IKHbI NOAAEPKMNBATLCA B paboyem cocTosHuM (4.2.5).

an nAaHNpPoOBaHMK NpoUECCOB U3HEHHOIO UMKIa NPOAYKLUN OpraHn3aumna 00o/1KHa YCTaHOBUTD,
ecin u,enecooﬁpasHo:



a) uenu B obnacTn Kayectsa U TpeboBaHUA K NPOAYKUMU;

b) noTpebHoOCTb B paspaboTke npoueccos, 4OKYMeHTOB (4.2.4), a TakKe B obecrnevyeHUn pecypcamu
A7 KOHKPETHOM NPOoAYKUMK, BKNOYAA MHPPACTPYKTYPY M MPOU3BOACTBEHHYIO Cpeay;

C) HeobxogouMylo LeATe/IbHOCTb NO BepuduKauuu, BanuMAauuun, MOHUTOPUHIY, KOHTPOJIO W
ncnblTaHUaM, 0bpaboTKe, XpaHEHUIO, pacnpeneieHNIo U NPOCIEXKNBAEMOCTU KOHKPETHOW NpoayKuuu
BMECTE C KpUTEPUAMU NPUEMKUN NPOAYKLINMK;

d) 3anucn, HeobxoamMmble Ans obecrneyeHUAa CBUAETENbCTBA TOFO, YTO MPOLLECCHl M3HEHHOro
UMKNA NPOAYKLMM U FOTOBasA NPOAYKLMA COOTBETCTBYIOT TpeboBaHuam (4.2.5).

Pe3yl’|bTaTbI 3TOro N/1IaHNpPOBaHNA OO01XKHbI 6bITb AOKYMEHTUPOBAHbI B d)opme, COOTBETCTBerLLI,Eﬁ
NPaKTUKe opraHn3auun.

MNpumeyaHue - lonoNHUTENbHYIO MHPOPMALMIO MOXKHO HanTK B I1ISO 14971.

7.2. Mpouecchbl, cBA3aHHbIe C NoTpebuTensmm

7.2.1 OnpegeneHune TpeboBaHUA, OTHOCALLMXCS K NPOAYKUUMU

OpraHusauma 4oXKHa onpeaenmnTb:

a) TpeboBaHMA NoTpebutens, BKAOYan TpeboBaHUA K NOCTAaBKE U AeATE/NIbHOCTM NOC/e NOCTaBKY;

b) TDE6OBaHMﬂ, He onpeaeneHHble I'IOTpEGMTE!'IEM, HO HEO6XOAMMbIe AnA KOHKPETHOro wuiau
npeagnosiaraeémoro ncnosib3oBaHMA, Korga oHoO N3BeCTHO,

C) NpUMeHUMbIe peryaupylowme TpeboBaHNA, OTHOCALMECS K NPOAYKLMY;

d) ntoboe 0byyeHne nonb3osatenen, Heobxoammoe as1a obecnedyeHma 3a4aHHbIX PYHKLMOHAbHbIX
XapPaKTepUCTuK 1 6e3onacHoCTH npumeHeHna meagnumnHCKoro n3agenuna,

e) nobble 4onoNHUTENbHbIE TPEBOBAHMSA, ONpPeAeNeHHble OpraHn3aunei.
7.2.2 AHanus TpeboBaHM1, OTHOCALLMXCA K NPOAYKLNN

OpraHv3auma A0MXHa aHanM3npoBaTb TpeboBaHMA, OTHOCALLMECA K NPOAyKUMWU. ITOT aHanus
[AONIXEeH NPOBOANTLCA A0 NPUHATUA OpraHu3aumen 06A3aTenbCTBa NOCTaBAATL MPOAYKLUMIO NOTpebuTento
(Hanpumep, ydyactma B TeHAepax, MPUHATUA KOHTPAKTOB WM 3aKa3oB, MPUHATUA M3MEHEHUIN K
KOHTPaKTam MK 3aKa3am) 1 [0/KeH obecneymsars:

a) onpegeneHune U JOKYMeHTUpoBaHMe TpeboBaHUI K NPoAYKUNNY;

b) cornacoBaHue TpeboBaHMI  KOHTPAaKTa WAM  3aKas3a, OT/IMYAIOWMXCA OT paHee
chopMyNMPOBAHHbIX;

C) BbINO/IHEHME MPUMEHUMbIX PETYMPYHOLLMX TPeboBaHN;

d) ntoboe obyueHue AnA Nosb3oBaTeNel B COOTBETCTBMM C MYHKTOM 7.2.1, ero AOCTYNHOCTb UK
nAaHMpoBaHMe obecneyeHns AOCTYMHOCTY;

E) CNocobHOCTb OpraHun3aumMn CoOOTBETCTBOBATL OnpeaesieHHbIM Tpe6OBaHWr'IM.

3anuMcu pesynbTaToB aHaAM3a W MNocieaylolwmx AeNCTBMI, BbITEKAOWMX U3 aHanu3a, AOKHbI
noafep*KMBaTbcsa B paboyem coctoaHum (4.2.5).

Ecan I'IOTpe6VITe/'Ib He npeactaBun OOKYMEHTUPOBAHHbIX Tpe6OBaHMV1, OopraHunsaunAa AO0/1XKHa



noaTesepanTb UXy ﬂOTpe6MTel'I‘r'I A0 NPUHATUA K UCNOJTHEHUIO.

Ecnv TpeboBaHMA K MNPOAYKUMM W3MEHEHbl, OpraHusauma [o/MKHa obecneynTb, YTO6bLI
COOTBETCTBYIOWME  AOKYMEHTbl  OblIM  UCNPaBAEHbl, a COOTBETCTBYWOWMI nepcoHan  6bin
NPOMHPOPMUPOBAH 06 M3MEHUBLUNXCA TPebOBaHMAX.

7.2.3 CBA3b c noTpebutenamm

OpraHusauma [0/KHa MNAaHUPOBATb M AOKYMEHTMPOBATb Mepbl MO MNOAAEPMKAHUIO CBA3U C
noTpebutenamu, Kacatowmecs:

a) MHpopmaLMM O NPOAYKUMU;

b) npoxoxaeHns 3anNpocoB, KOHTPaKTa MU 3aKa3a, BKAOYAA U3MEHEHUS;
c) obpaTHOW CBA3K C NOTpebuTenem, BKAoUas NpeTeH3nm notpebuTenei;
d) noACHUTEeNbHbIX YBEAOMAEHUA.

OpraHusauusa [40/XKHaA MNoagep’KuMBaTb CBA3b C PEryvpylowuMmMm opraHaMmy B COOTBETCTBMM C
NPUMEHUMbBIMW PETYIUPYIOWUMN TPEBOBaHUAMM.

7.3. MpoeKTupoBaHue 1 paspaboTka

7.3.1 O6wme nonoKeHuns

OpraHusauma foMKHa JOKYMEHTUPOBaTb NpoLeaypbl MPOEKTUPOBaHUA U pa3paboTKu.
7.3.2 MnaHnpoBaHUE NPOEKTUPOBAHUA N Pa3pPaboTKK

OpraHu1saums 40MKHA NAaHMPOBaATh M YNPaBAATb NPOEKTUPOBAHNEM U pa3paboTKoM NPoayKLMN.
Ecnv uenecoobpasHo, OOKYMEHTaAUMA MO MNJAAHMPOBAHWUIO MPOEKTUPOBAHUA M Pa3paboTKM [0/KHa
NoAAEPKUBATLCA M OBHOBAATLCA NOXOAY NPOEKTUPOBAHUA U Pa3pPaboTKU.

B xo4e nnaHMpOBaHMA NPOEKTUPOBAHUA N Pa3paboTKM OpraHn3auma A0KHA JOKYMEHTUPOBATb:
a) CTaanu NPOEKTMPOBaHUA N Pa3paboTKu;
b) aHanu3(bl), HeObX0AMMbIE Ha KaxKa0M CTaaMu NPOEKTUPOBAHMA U Pa3paboTKu;

C) AeATeNbHOCTb Mo BeEpUdUKaALMK, BaNNAALMM U Nepesade NPOEKTa, eC/n 3To LuenecoobpasHo gan
KaXkOoW CTaAuM NPOEKTUPOBaHNA U pa3paboTKu;

d) OTBETCTBEHHOCTb M NONHOMOYMA B 061acTH NPOEKTUPOBAHNA U pa3pa60TKM;

e) meToabl obecneyeHnn NPOCieKMBAEMOCTU BbIXOAHbIX AaHHbIX NPOEKTUPOBAHNUA U Pa3paboTku
K BXOOHbIM AaHHbIM;

f) HeobxoaMMble pecypcbl, BKAOYAA TpebyemMyto KOMNETEHTHOCTb NepCoHana.
7.3.3 BXxoAHble gaHHble NPOEKTUPOBaHMA U pa3paboTKu

BxoaHble AaHHble, OTHOCAWMECA K TpeboBaHMAM K MPOAYKUMKW, AO/KHbI BbiTb onpeaeneHsbl, a
3anucy A0/KHbI NOAAEPKUBATLCA B paboyem cocToaHuK (4.2.5).

BxoaHble AaHHble AONXKHbI BKAOYATb:

a) d)YHKLI,I/IOHal'IbeIe, 3KCnayaTaynoHHbIE TDE6OBaHMH, TDE6OBaHI/IFi y,EI,O6CTBa nonb3oBaHUNA U



6e30MacHOCTM B COOTBETCTBUM C NpeaHa3HaYeHHbIM NPUMEHEHUeEM;
b) npumeHumble perynvpylowme TpeboBaHNA U CTaHAAPTbI;
C) NpUMeHUMbIe BbIXoAHble AaHHble N0 MEHEeAXMEHTY PUCKa;
d) Tam, rae aTo uenecoobpasHo, MHGOPMALINIO, B3ATYIO U3 NPeAblAyLLMX aHAaOTMUHbIX NPOEKTOB;
e) apyrve TpeboBaHMA, BaXKHble AR NPOEKTUPOBAHNA U Pa3paboTKM NPOAYKLMU UM NPOLECCOB.
BxoAHble AaHHble A0MKHbI BbITb NPOAHANM3UPOBaHbl Ha aAeKBaTHOCTb U odpULMaNbHO 0A06pEHbI.

TPE6OBaHMﬂ AOTXKHbI 6bITb NONHbIMU, HEABYCMbICNEHHbBIMU, NPUTOAHBIMU ONA BepMd)VIKaLI,VIM nnn
Bamaaunn n HeNpPoOTUBOpPEYNBbIMWN.

MpumeyaHue - lonoAHUTENBbHYIO MHPOPMALMIO MOXKHO HalTh B IEC 62366-1.

7.3.4 BbixogHble AaHHble MPOEKTUPOBAHMA U Pa3pPaboTKu
BbIXxogHble fAaHHble NPOEKTUPOBAHUA M PA3PAbOTKMN AOMKHbI:
a) cOOTBETCTBOBATb BXOAHbIM AAHHbIM NPOEKTUPOBAHMA U Pa3paboTKy;

b) obecneunBatb cooTBeTCTBYIOWEN WUHbOPMaLMEA B OTHOLIEHMM 3aKyMnoK, NPou3BoAcTBa U
obcnyxKMBaHus;

C) copepXaTb KpUTEPUN NPUEMKN MPOAYKLIMN UAN CCbITKU Ha HUX;

d) onpeaenatb xapaKTEPUCTUKM NPOAYKLUNU, CYyLLLeCTBEHHbIE AN ee 6e30MacHOro 1 NpPasuibHOro
NCMo/Ib30BaHMA.

BbIxogHble OaHHble NPOEKTUPOBAHUA U pa3pa60TKM AO0J/1KHbI 6bITb npeacrtaBieHbl B d)opN\e,
I'IOBBOJ'IFHOIJJ,GVI nposectn BepMd)MKaLI,MI'O OTHOCUTE/IbHO BXOAHbIX AOadHHbLIX MNPOEKTUPOBAHUA U
pa3pa60TKM, a TaKXXe OO0/1KHbl 6bITb OAO6p€HbI A0 nx nocneayrouiero ncnosib3oBaHnA.

3anncK BbIXOAHbIX AAaHHbIX NPOEKTMPOBAHUA M Pa3paboTKM A0NKHbI NOALEPHKMBATLCA B paboyem
coctonHuu (4.2.5).

7.3.5 AHanun3 NpoeKTUPOBaHUA N Pa3paboTKK

Ha Tex cragusx, rae 3To uesnecoobpasHo, AO0/KEH NPOBOAMUTLCA CUCTEMATUYECKMI aHanu3
NPOEKTUPOBaHUA W Pa3paboTKM B COOTBETCTBMM C 3aMJaHUPOBAHHbIMM U AOKYMEHTUPOBAHHbLIMM
MepPOoNPUATUAMM C LLe/bIO:

a) OUEHKM CcnocobHOCTM pe3ynbTaToB MPOEKTUPOBaAHUA U pa3paboTKM COOTBETCTBOBATb
TpeboBaHUAM;

b) ngeHTUdMKauMKU N NpeaNoXKeHNs HeobXoAMMbIX AENCTBUIA.

Takolt aHanus AOJ/IXKHbI  BbIMOJ/IHATL  NPeACTaBUTENN CJ'IY)'K6, nmewuwmnx OoTHoweHne K
dHaNMN3NPyeEMbIM CTaANAM NPOEKTUPOBAHNA U pa3pa60TKM, a TaKXe gpyrmne cneymnanmncrtbl opraHnsayun.

3anuMcu pesynbTaToB aHanu3a M BCeX HeobXoAMMbIX AEUCTBMIA AO/MKHbI NOAAEPKUBATLCA B
paboyem COCTOSHMM M BK/IIOYATb ONMCAHME NPOEKTa B paMKax aHa/1M3a, BOBNEYEHHbIX y4aCTHUKOB U AaTy
aHanusa (4.2.5).

7.3.6 BepnduKaumsa NpoeKTMPOBaHMA 1 pa3paboTKu



Bepudukaums NPOEKTUPOBAHWA M pPaspaboTKM [0MKHA OCYLWECTBAATLCA B COOTBETCTBUMM C
3aN71aHUPOBAHHBIMU U AOKYMEHTUMPOBAHHbIMW MeponpuATUAMM ans obecneyeHus Toro, 4YTobbl
BbIXOAHble  JAaHHble MNPOEKTMPOBAaHMA W  pa3paboTKM  COOTBETCTBOBA/IM  BXOAHbIM  AAHHbIM
NPOEKTUPOBAHUSA N Pa3pPaboTKM.

OpI'aHM3aLI,VIF| AO0J/IXKHA OOKYMEHTUPOBATHb MJiaHbI BepVI(I)MKaLI,VIVI, BK/1l0O4aA MeToAbl, Kputepun
NPUeMKHM n, ecnun u,enecoo6pa3Ho, CTaTUCTn4yeCkme metoapbl C obocHoBaHMeEM ob6bema BbI60pKM.

Ecnm npeaycmoTpeHHOe NPUMeEHEHNe CoaepKUT TpeboBaHMe, YTOObl MeaULUMHCKoe u3genve bbiio
NOAKNOYEHO UM UMENO UHTepdelc ana coeamHeHus ¢ apyrum(n) meamumHcknm(n) nsgenvem(smn),
BepUPUKaLMA [ONKHA BK/AOYATb MPOBEPKY TOr0, YTO BbIXOAHbIE AAaHHblE MPOEKTa COOTBETCTBYIOT
BXOZHbIM AAHHbIM MPU TAKOM MOAKIOYEHUM N COEANHEHUN Yepe3 UHTepdelic.

3anucu pesynbTaToB W BbIBOAOB MO BepuUbUKaALMM U HEobXoAUMbIX AEWUCTBUI  OO0MMKHbI
noaAeprkMBaTtbcs B paboyem coctonHum (4.2.4 n 4.2.5).

7.3.7 Banngaums npoekTMpoBaHMA U pa3paboTku

Bannpauma npoekTMpoBaHWA M pa3paboTKM [O/KHA OCYLLEeCTBAATbCA B COOTBETCTBMM C
3an/1aHUPOBAHHbIMM N  AOKYMEHTUPOBAHHbIMM MEPONPUATUAMKW AN obecneyeHUs COOTBETCTBUSA
roToBOW NPOAYKLUUM TpeboBaHMAM K ee NnpeaHa3HaYeHHOMY UM npeanonaraeMomy NpUMeHeHuo.

OpraHusauma AoNXHa [AOKYMEHTMPOBaTb MAaHbl BanAudauuu, BKAKOYaA METOAbl, KpUTepuu
NPUEMKN U, €C/IN LLesiecoobpasHo, CTaTUCTUYECKME METOAbl C 060CHOBaHMEM 06bEeMA BbIDOPKM.

Bannpauma pomkHa 6biTb npoBedeHa Ha TUMOBOM (penpeseHTaTUBHOM) u3gennn. Tunosoe
nsgenvMe MoXKeT NpeacTaBnATb cobol nepsble 06pasubl NPOAYKLUUKM, NAPTUN UAU UX SKBMBANEHTHI.
O6ocHoBaHKe BbIBOpa TaKMX NPOAYKTOB A4 BaAnaaumMm A0NKHO 6biTb JOKYMEHTUPOBAHO (4.2.5).

Kak u4acTb BannpaumMm MpPOEKTUPOBaHMA U pPaspaboTKM OpraHMsaums AO0/KHA  BbINOAHATDL
KNAMHUYECKME OUEHKM UM OUEHMBAHUE GYHKUMOHAMbHbLIX XapaKTePUCTUK MeAULMHCKOTO u3genus B
COOTBETCTBUM C MPUMEHUMbBIMU PETYANPYIOLWMMM TPeOOoBaHUAMM.

MeauunHCKoe U3Aenne, WCNOJb3yemoe /1A KAMHWYECKOM OLEHKM WAM  OLEHWBAHMUSA
ObYHKUMOHANbHBIX  XapaKTEPUCTUK, He pacCMaTpuBaeTcAd KaK BbiMyLWEHHOe A8 MCMOo/Ib30BaHuA
notpebutenem.

Ecnv npeaycmoTpeHHoe NpumeHeHue TpebyeT, YTobbl MeanUMHCKoE M3genmne 6bi10 NOAKNHYEHO
WUAU UMEeNo MHTepdeic ansa coeaAnHEHUs ¢ Apyrum(n) meanunHcKum(un) nsgennem(amu), To Banmaaumn
[AONIKHA BKNKOYATb NPOBEPKY TOro, Yto TpeboBaHMA A4 MpegHasHaYeHHOro WAM npeanosaraemoro
NPMMeHEHUA BbINN BbINOAHEHbI NPW NOAKAYEHUN UAN COEAMHEHUM Yepes3 UHTepdEliC.

Bannpauma gonxkHa 6biTb NpoBeAeHa A0 NOCTaBKM NPOAYKLUUN NoTpebutenio.

3anuMcu  pesysibTaToB M BbIBOAOB MO  Ba/MZauuMM U HeobXoAMMbIX AEWCTBUA  JOJKHbI
noagep*msaTbca B paboyem coctosiHum (4.2.4 n 4.2.5).

7.3.8 Nepepaya NnpoeKkTa 1 pa3paboTku

OpraHvsauua  OOMXKHA  [AOKYMEHTMPOBATb  Npoueaypbl MNepefayunM  BbIXOAHbIX  OaHHbIX
NPOEKTUPOBaHUA M pa3paboTKM B NPoOM3BOACTBO. ITWM npoueaypbl AO0MKHbI obecneuntb, 4TObGbI
BbIXOAHble [aHHble MPOEKTUPOBaHMA M pa3paboTku 6bian BepudMUMPOBAHbI Ha COOTBETCTBME
TpeboBaHMAM MPOM3BOACTBA, MPEXAE Yem CTaTb OKOHYaTe/bHbIMM  NPOWU3BOACTBEHHbIMMU
cneunduKkaumamm, u YTobbl NPOU3BOACTBEHHbIE BO3MOMKHOCTU MOT/IM COOTBETCTBOBATL TPeboBaHUAM K

NPoAYKLMM.



Pe3ynbTaTbl U BbIBOAbI NEPeSayun AOMXKHbI ObITb 3aperncTpmpoBaHbl (4.2.5).
7.3.9 YnpaBneHne U3smeHeHUsMM NPOEKTUPOBAHMA N pa3paboTKu

OpraHusauma [o/KHa [AOKYMEHTMpOBaTb npoueaypbl ANs  YyNpaBAeHUA  U3MEHEHUSMU
NPOEKTMPOBaHMA U pa3paboTku. OpraHu3auma [0/KHA onpeaenAaTb 3HAYMMOCTb WM3MEHEHWI Aans
YHKUMOHANbHbIX, 3KCNAYyaTaLMOHHbIX TpeboBaHMi, TpeboBaHMI ya06CTBa N0/1Ib30BaHMA, 6e30NacHOCTH
N MNPUMEHUMbBIX peryampyrowmx TpeboBaHWt B OTHOWEHUM MEAUUMHCKOrO W3genns n  ero
npeaycMOTPEHHOIo NPMMEHEHMUA.

N3meHeHMa B NPOEKTUPOBaAHMN N pa3paboTKe A0/1KHbl ObiTb MAEHTUDULNPOBAHDI.
[o BHeApeHMA N3MEHEHUS AOJIKHbI ObITb:

a) NpoaHann3npoBaHbI;

b) BepudpunumposaHsi;

C) BaIMANPOBaHbI, €C/Iv 3TO LenecoobpasHo;

d) opobpeHsi.

AHann3 M3MeHeHun NPOEKTUPOBaAHNA U pa3pa60TKM AO/XKeH BK/IlOY4ATb oueHuWBaHUE BIUAHUA
M3MEHEHMMN Ha COCTaBHble YacTy, ﬂOﬂy¢a6pMKaTbI NN yXe NoCTaBNeHHYO NPOAYKUHNIO, HAa BXOAHbIE NN
BbIXO4Hble JaHHblE MEeHEOXMEHTA PUCKA U NPOLUECCHI XU3HEHHOTO UMKNa NpoayKunn.

3anucy U3SMeHeHUI, PesybTaToB aHaNM3a U3MEHEHUNI U NHOObIX HEOBXO0AMMbIX AENCTBUIN A0MMKHbI
noafep*KMBaTbcs B paboyem coctoaHum (4.2.5).

7.3.10 ®aiinbl NpoeKkTMpoBaHMA 1 pa3paboTku

OpraHmsau,Mﬂ AOJ/1IXKHA noaaepXuneaTb d)aﬁn NPOEKTUPOBAHUNA U pa3pa60TKM ANA KaXXa4oro tmna nan
ceMencTea MegUNLUHCKNX M3LI,E'!'IM171. ﬂ,aHHbIl‘a d)aﬁn AO/XKeH BK/KYATb 3aMUCU WU CCbIIKU Ha HUX,
Cd)OpMMpOBaHHbIe Aana AemMoHCTpaunn CoOOTBETCTBUA Tp86OBaHVIFIM NPOEKTUPOBAHUA U pa3pa60TKM n
3anMcy U3SMEHEHN NPOEKTUPOBAHUA U pa3pa60TKM.

7.4. 3aKynku
7.4.1 Mpouecc 3aKynokK

OpraHusauusa AoMKHa OOKYMeHTMpoBaTb npoueaypbl (4.2.4), obecneymBalowme COOTBETCTBUE
3aKynaeHHOoM NPOAYKUMM YCTAaHOBAEHHbIM TPEOOBAHUAM K 3aKyNKam.

OpraHun3aumsa A0NXHa YCTAaHOBUTL KPUTEPUU A8 OLLeHMBAaHMA M BbiBopa NocTaBlLMKoB. Kputepumn
JO/IXKHbI BbITb:

a) OCHOBaHbl Ha CNOCOBHOCTU NOCTaBWWMKaA MNOCTaB/AATb NPOAYKUUIO, COOTBETCTBYHLLYIO
Tp86OBaHMﬂM OopraHunsauunu,

b) ocHoBaHbI Ha pe3ynbTaTax AeATe/IbHOCTM NOCTABLUMKA;
C) OCHOBAHbI Ha BAWAHWUW 3aKynaemon NPOAYKUMM Ha KayecTBO MeAMULMHCKOro U3aenus;
d) nponopuMoHanbHbI PUCKY, CBA3AHHOMY C MEAULMHCKUM U34e/IMeM.

OpFaHMSaLI,VIﬂ AONIXHA NNaHNPOBATb MOHUTOPUHI M MNOBTOPHOE oOUEeHMBaHWME NOCTABLUMKOB.
JonyKeH oOCyWecTBNATbCA MOHUTOPUHI  pe3y/ibTaToB  AeATeNbHOCTM MNOCTaBWMKA B OTHOLIEHUMU
CoOoTBETCTBUA 3aKynaeN\oV1 npoaykuunun Tpe6OBaHMFIM. Pe3ynbTaTbl MOHUTOPUHIA OOXKHbI 6bITb



BKJ/IKOYEHbI BO BXOAHbIE AaHHbIE NMpoLlecCa NOBTOPHOro oueHnBaHMA NOCTaBLMKa.

HeBbINONHEHMe NOCTaBLMKOM TPe6OBAHMUI K 3aKynaemoi NpoayKLMK AOMKHO BbiTb PaCCMOTPEHO
NPONOPLMOHANLHO PUCKY, CBA3AHHOMY C 3aKynaemoi NpoayKuMen U NPUMEHUMbIMU PEryIMPYHOLWUMU
TpeboBaHMAMMU.

3anucyM  pes3ynbTaToB  OLEHWMBAHMA, BbIOOPA, MOHWUTOPMHIA M MOBTOPHOIO OLLEHMBAHWA
BO3MOXHOCTEN MOCTaBWMKA WM pe3y/ibTaToB AeATENbHOCTU U NtobblX HeobXoaAMMbIX AEeUCTBUM,
BbITEKAIOLLMX M3 3TON AEeATE/IbHOCTU, AO/IKHbI MOAAEPKMBATLCA B paboyem cocToaHuM (4.2.5).

7.4.2 UHpopmauma No 3aKkynkam

MHd)OpMaLI,Mﬂ No 3aKynkKam AO0J1XKHa ONuUCbiBaTb WM COAepXaTb CCbUIKM Ha 3aKynaemyto
npoAyKUuIO, BKAKOYaA, eCnin u,enecoo6pa3Ho:

a) cneunduKauMm NpoayKUUU;

b) TpeboBaHMA K NpuemKke NpoayKUMK, NpoLeaypam, NpoLeccam 1 o6opyaoBaHUIo;
c) TpeboBaHMA K KBaAndMKaLMM NepcoHana NOCTaBLLMKa;

d) TpeboBaHUA K cUCTEME MEHEAKMEHTA KayecTBa.

OpraHusaums goaxkHa obecneynsaTtb afeKBaTHOCTb YCTaHOBAEHHbIX TPeboBaHMI K 3aKynKam A0 MX
CO0b6LEHNA NOCTaBLLNKY.

NHdopMauma no 3aKymnkam A0/KHA BKOYATb, €C/IM 3TO NMPUMEHUMO, MMCbMEHHOE cornalleHme o
TOM, 4YTO MNOCTaBIUMK YBEAOMASAET OpraHM3auMio 06 M3MEHEeHMAX B MNOCTaBAAEMOW MPOAYKLUMM A0
BHEAPEHUA 3TUX U3MEHEHWI B Cay4ae, €C/IM OHM OKa3blBalOT B/AMAHME Ha COOTBETCTBME NPOAYKUUU
YCTaHOB/IEHHbIM TPEBOBAHMAM K 3aKyMKam.

B Tolt cTemeHW, B Kakoi 3TO HeobXoAMMO ANA OCYLLeCTBAEHUA npocnexkmsaemoctu (7.5.9),
OpraHusauma [ONXKHA NOAAEP!KMBATb B paboyem COCTOAHMM COOTBETCTBYHOLWY MHPOpMauMlo no
3aKkynkam B popme goKymeHTOB (4.2.4) 1 3anuceii (4.2.5).

7.4.3 Bepudukauma 3akynaemom npoayKLmnm

OpraHu3auma AonKHa pa3paboTaTb M OCYLLECTBAATb KOHTPO/b UK UHble BUAbI AEATENBHOCTH,
Heobxoanmble oA obecneyeHMs COOTBETCTBUA 3aKynaemol NPoAyKLUMKU YCTaHOB/EHHbIM TpeboBaHUAM
K 3aKynKam.

06bem peaTenbHOCTM MO BepudUKaUMKU JOMKeH ObiTb OCHOBAH Ha pe3yabTaTax OLEHMBaHUA
NOCTaBLLMKA U BbITb MPOMOPLIMOHANBHLIM PUCKAM, CBA3AHHbIM C 3aKynaemoi NpoayKLumen.

Ecnn opraHunsaums noayyaet MHGOPMAaLMIO O KaKUX-TMBO M3MEHEHMAX B 3aKynaemoi NpoayKuuu,
TO OHa A0/MXHa onpeaeninTb, HAaCKObKO 3T U3MEHEHMA MOBAMUAIOT Ha NPOLLECChl M3HEHHOro LMKAa
NPOAYKLUMM UAN MeANLMHCKOe usgenue.

Ecnv opraHusauma nam notpebutens npennaratoT OCyLLECTBUTb BepuduKaumio Ha NpeanpuaTum
NOCTaBLLMKA, TO OPraHn3aLma 40/KHA YCTaHOBUTL B MHGOPMALLMM MO 3aKyNKam npeanonaraemble mepbl
no BepudMKaLMm 1 NOPAZOK BbiMyCKa NPOAYKUMM Y NOCTaBLLMKA.

3anucu no BepudurKaLMm SOMKHbI NOAAEPKMBATLCA B pabouem coctosiHmm (4.2.5).
7.5. MponseoacTBO U 06CyKMBAHUE

7.5.1 YnpaBneHue npoM3BoACTBOM U 0BCAYyXKMBAHUEM



npOM3BO,CI,CTBO n O6CIIY)KVIBaHVIe AOJ/IXKHbI  NN1AaHUPOBATLCA, OCYWEeCTBAATbCA, NOoABeEpPraTtbCA
MOHUTOPUHIY U yNnpaBaeHUo aAnA obecneyeHns COOTBETCTBUSA npoayku1un CI'IELI,VI(I)VIKaLI,VIM.

Ecan u,enec006pa3Ho, ynpasaaemble ycnosua npomsBoacTtBa  AO0J/IKHblI  BK/IKOYATb, HE
OorpaHn4nBaAaCb Mmu:

a) 4OKYMEHTMPOBaHHbIE NpoLLeaypbl U MeToAb! ynpaBaeHus npomssoacTsom (4.2.4);

b) kBanuduKkauuio MHGPaCTPyKTypbI;

C) NnpoBeAeHME MOHUTOPUHIA U U3MEPEHMI NapaMeTPOB MNPOLLECCOB M XapaKTEPUCTMK NPOAYKLUM;
d) Hannume n npumeHeHne 060pPyA0BaAHUA ANA MOHUTOPUHIA U USMEPEHUI;

€) BbINO/IHEHWNE YCTAHOB/IEHHbIX ONEPALLM NO MAPKUPOBKE U YNAKOBKE;

f) ocywecTBneHMe BbIMyCcKa, NOCTaBKU U AEeNCTBUIA NOCAE NOCTaBKM NPOAYKLMMN.

OpraHusauma gonxHa paspabortatb M nogaep)msaTtb B paboyem coctoaHmu 3anucu (4.2.5) ans
KaXKOoro MeAnUMHCKOTO U3AENNA UKW KaXKA0M NAapTUM MeaULMHCKUX nu3gennii, 4tobbl obecneunTb mx
NpOoC/IeXXMBAEMOCTb B COOTBETCTBMM C MyHKTOM 7.5.9 1 onpeaeneHve Koanyectsa NpPoOU3BEAEHHOMN
NpPoAyKLUMM U NPOAYKLUN, 0A406pEHHON ANA pacnpocTpaHeHUs. 3annucK A0NKHbI 6biTb BEpUPULMPOBAHBI
1 opuLManbHO 0A06pEHbI.

7.5.2 YucroTa npoayKumm

OpraHvsauma O0/1XKHa AOKYMEHTUPOBaTb TPeBOBaHMA K YMCTOTE MAM KOHTPOJIO 3arpAsHeHus
NPOAYKUMM, ecnu:

a) npoayKuma nepeg crTepuansaumen u/mam npuMmeHeHnem npoxoamT OUYMUCTKY B OpraHu3aLumnm;

b) npoAyKUMNA NOCTaBAAETCA HECTepMI'IbHOf;I M nognexXunTt O4YNCTKE nepenq CTepMﬂM3aLLMeVI VI/MHM
NPUMEHEHUNEM,

C) npoAayKuMA He MOXKET 6bITb o4yunuieHa nepepg CTele'IM3aLJ,MEl71 M/M}'IM npumeHeHnem, HO ee
YNCTOTa MMeET 3Ha4YeHne ana NpuMeHEHNA;

d) npoaykuus nocTaBnsfeTcA A1A MCMNO/b30BaHMSA HECTEPU/IbHOM, HO ee 4ucToTa sBAAeTcA
CYLLECTBEHHOW ANA MPUMEHEHUA U3AENNA;

e) peareHTbl, NPUMeEHsAEMble A/1A OYMCTKM MPOAYKUMKM, AO/KHbI BbiTb yAaneHbl B npouecce ee
N3roTOBNEHMA.

Ecnm npogyKuma noasepraeTca OYNCTKe B COOTBETCTBUM C NEPeYUCIEHUAMM a) nnn b), Tpe6OBaHMF|
NYHKTa 6.4.1 He NPUMEHAIOTCA A0 3Tana OYUCTKU.

7.5.3 [1eATenbHOCTb MO MOHTAXY

Opl’aHM3aLl,Vl’r'I A0/1XKHa OOKYMEHTUPOBATb Tp86OBaHMH K MOHTaXXy MegnuMHCKOro unsgenna m
Kputepnn npnemrun ona BepMd)MKaLI,I/II/I MOHTa*xXa MeanuUnHCKOro n3genna, eCam npuMmeHnmo.

Ecnun cornacoBaHHble € I'IOTpE6VITe.ﬂeM TDE6OBaHI/IFI NO3BO/IAKOT BbIMNO/IHATb MOHTAaX MegNUNHCKOTO
n3genna BHELLHeM CTOpOHOﬁ, OT/INYHOM OT OpraHunsaumn mnn ee nocCrtaswmnKa, opraHM3aumnAa O0/1KHa
npenocrtasuTb JOKYMEHTUPOBaAHHbIE Tpe6OBaHWr'I K MOHTaXXy megnumnHCKoro n3genva un BepMd)MKaLI,I/IVI
MOHTaa.

3anucmn o MOHTaxe u BepVId)VIKaLI,VIVI MeanUMHCKOro nsaenna, KotTopble BbINONIHAET OpraHn3auuna



WAN ee NOCTaBLUMK, AOKHbI NOAAEPKMBATLCA B paboyem cocToAaHuK (4.2.5).
7.5.4 leaTenbHOCTb N0 06CNYXKMBAHUIO

Echn  obcnykuBaHWe MeAMUMHCKOTO U3A4enuns  ABAAETCA  YCTAaHOBJIEHHbIM TpeboBaHMeM,
opraHu3auma foMxKHa paspaboTaTb JOKYMEHTMPOBaHHbIE Npoueaypbl MO 06CAYKMBAHMIO, CMPABOYHbIE
maTtepuanbl U pedepeHTHble npoueaypbl U3IMEpPeHUA, ecin Heobxoaumo, A1 OCyLLeCTBAEHMA
obcnykumBaHMA N BepUPUKaLMmM TOro, YTo TPeBOBAHUA K NPOAYKLMMU BbINOAHEHDI.

OpraHu13auma AoMKHA aHaIM3MpoBaTh 3aNncK No 06CNYKUBAHMIO, BbIMOJIHAEMOMY OpraHu3aLmnen
WX ee NOCTaBLMKOM:

a) gns onpegenexHus, obpalaTbes M ¢ MHGOPMaLMen, Kak C NpeTeH3neN;
b) ecnv uenecoobpasHo, UICNONL30BaTb KaK BXOAHbIE AaHHbIE NPOLLECCa YAyyLeHus.

3anncu no o6CcAyXKMBAHWUIO, BbINOAHAEMOMY OpraHuM3auMen WAM ee MNOCTaBLLMKOM, [O0/XKHbI
noafep*KMBaTbcs B paboyem coctoaHum (4.2.5).

7.5.5 CneymanbHble TpeboBaHMA K CTEPUIBHBIM MEANLMHCKUM U3LENUAM

OpraHusauusa [O0/MKHa MOAAEepPXMBaTb 3anuMcyM MO NapameTpam npouecca Crepuamnsaumm,
NPUMEHAEMOro A/A KakAOoW napTum ctepuamsyemoit npoaykuum (4.2.5). 3anucu no crepuaunsauumm
OO/IKHbI NPOCNEXNBATLCA ANA KaXA0M NapTUM NPOoU3BeAeHHbIX MeAULMHCKUX U3aeni.

7.5.6 Baangauma npoLeccoB NPonsBoAcTBa U 06CNYKMBaHUSA

OpraHvsauuma [A0MXHa Ba/nMAMPOBaTb tobble MNpoLecchl MPOM3BOACTBA WM 0BCAYKMBAHMSA,
pe3y/nbTaTbl KOTOPbIX HEeNb3s MPOBEPUTb MOCPEeACTBOM MOC/AeA0BaTe/IbHOr0O MOHUTOPUHIE  WMAM
M3MepeHna 1, CeaoBaTesIbHO, HEAOCTAaTKM KOTOPbIX CTAaHOBATCA OYEBUAHbIMM TO/bKO MOC/AE Hadvana
MCMO/Ib30BaHNA NPOAYKLUN UK ee 0BCAYKUBAHMUA.

Bannpauma OOMKHA NPOLEMOHCTPUPOBATL CMNOCOBHOCTL 3TMX MNPOLECCOB MOCTOAHHO AOCTUraTb
3an/71aHNPOBaHHbIX Pe3ybTaToB.

OpraHunsaumsa A0/MKHa AOKYMEHTUPOBaTb NpoLueaypbl BaaMaaLmMm NpoLLeccos, BKAOYasn:
a) onpeaeneHHble KpUTEpPUN Ana aHaamsa 1 ogobpeHnUa NPoLEeccos;

b) onpeneneHne npurogHoOCTM 060pYAO0BAHNA M NOATOTOBEHHOCTU NEPCOHana;

C) NpUMeHeHMe KOHKPETHbIX METOZO0B, NPOLEAYP U KPUTEPUEB MPUEMKU;

d) echmn uenecoobpasHo, cTaTUCTUYECKME MeToAbl C 060CHOBaHMEM 06BEMOB BbIBOPKY;
e) TpeboBaHuA K 3anucam (4.2.5);

f) peBanngaumio, BKAoUas ee Kputepuu;

g) opobpeHne N3MeHeHUI B NpoLLeccax.

Opl’aHM3aLl,Vl’r'I A0/XKHa AOKYMEHTUPOBATb npouenypbl BaanMgaunm npumeHeHMA KOMMNbOTEPHOIO
nporpammHoro o6ecnequvm, MCNoJib3yemoro B npon3soactee u 06Cl'ly)+(VIBaHVIVI. Takoe nporpammHoe
obecnevyeHune AOONXKHO 6bITb BannManpoBaHoO A0 ero nepsoro NnpuMmeHeHnA 1, ecnun u,enecoo6pa3Ho, nocne
BHECEHWUA U3MEHEHWI B nporpammHoe obecnevyeHne AU ero UCNONbL30BaHMUE. KOHerTHbIVI noaxoa u
AeATeNnbHOCTb NO BaAMgauunm U peBanngaumm  nNporpaMmmHoro obecneueHus AO/TKHbI 6bITb
nponopunoHasbHbl PUCKY, CBA3AHHOMY C NMPUMEHEeHUEM NPOrpammHOro o6ecnequvm, BK/1l0O4aA ero



B/INAHUE Ha COOTBETCTBUNE NPOAYKUNN CI'IeLI,Md)MKaLI,VIFIM.

3anucyu pesynbTaToB W BbIBOAOB, @ TaKKe HeobxoAMMbIX AeNCTBUIA NO BanMAauuKu, OO0MMKHbI
noaAeprkMBaTtbcs B paboyem coctonHum (4.2.4 n 4.2.5).

7.5.7 CneumnanbHble TpeboBaHUA K Banaaumm nNpoLeccoB CTepMan3aumnm n cuctemam b6apbepos
CTePUIbHOCTU

OpraHusaums 40/1XKHA AOKYMEHTMPOBaTb Npoueaypbl (4.2.4) Bannaaumm npoL,eccos CTepuansaumm
n cuctem 6apbepoB cTepunbHOCTU. [pouecchbl cTepuansauum M cucteMbl HapbepoB CTepPUIbHOCTU
cnepyet BaAMAMPOBATb 4O MX MEPBOrO NMPUMEHEHMA W MOC/AE BHECEHUSA M3MEHEHWN MNPOAYKUUKM B
npoueccol, ecm LenecoobpasHo.

3anuncy pesynbTaToB U BbIBOAOB, a TaKXKe U HeobXoAMMbIX AEeWCTBUI MO BanuAaauuu, OOMMKHbI
noaAeprkMBaTtbcs B paboyem coctonHum (4.2.4 n 4.2.5).

MNpumeyaHue - lonoSHUTENbHYIO MHPOPMALMIO MOXKHO HanTK B I1ISO 11607-1 1 ISO 11607-2.

7.5.8 UpaeHTudmKauma

OpraHusauma [0/XKHa [OKYMEHTMPOBATb Npouesypbl MO UAEHTUPUKAUMKM  NPOAYKUMM U
NAEHTUOMLMPOBATL NPOAYKUMIO NOAXOAAWMMM CPeaCcTBAMM HA MPOTSAKEHUM MPOLLECCOB KU3HEHHOMO
LMKAa NpoayKuunu.

OpraHmsau,Mﬂ AO/1XKHa MAEHTM(I)MLI,MpOBaTb CTaTyC npoAaykKumn no OTHOWEHUI K Tp86OBaHMﬂM
MOHUTOPUHIA N M3MepEHMVI Ha NPOTAXEHUU NpouUeCCOB XU3HEHHOTO UMKAA NPO4YKUNN.

NaeHTMdMKaumMA cTaTyca NPoAyKUMW OO0/KHA NOAAEPXMBaTbCA Ha 3Tanmax ee Mnpou3BOACTBa,
XpaHeHUs, MOHTaXa U 06CNyXUBaHUA ANa obecneyeHns NOCTaBKU, MPUMEHEHMSA UAN MOHTaXa TONIbKO
TOM MPOAYKUMM, KOTopas npolia Bce Heobxoaumble BUAbI KOHTPOAA W UCMbITAHWUIA MAN UMmeeT
oduumanbHoe paspeLleHne Ha OTKAOHEHUE OT YCTaHOBAEHHbIX TpeboBaHUA.

Echn  TpebyeTcA NpUMEHMMbIMU  peryavpylowmmm TpeboBaHMAMM, OpraHusauMa  AOJXKHA
OOKYMEHTUPOBATb CUCTEMY YHUKANbHON MAEHTUPUKALUM MeAULIMHCKUX U3aeNNIA.

OpraHu13auma 40/KHa AOKYMEHTUPOBATL NpoLeaypbl 414 obecnedeHms Toro, 4Tobbl MeguUUHCKUeE
nsaenva, BO3BPaLLEHHble OpraHusauuu, 6blIM UAEHTUOULMPOBAHbLI U OTAENEHbl OT MPOAYKLMM,
COOTBETCTBYIOLWEN TPEBOBAHMAM.

7.5.9 MpocnerknBaemocTb
7.5.9.1 Obwwme nonoxKeHus

OpraHusauusa [o/KHa AOKYMEHTMpPOoBaTb npoueaypbl Ana obecrnevyeHus MpPoCieXUBaeMoCTU.
Takue npouenypbl A0/XKHbI ONpenenaTb CTeneHb NPOCNEKMBAEMOCTM MPOAYKUUW B COOTBETCTBUM C
NPUMEHUMbBIMWU PETYANPYOWMMKN TpeboBaHMAMM M 3anucKu, KoTopble HeobxoaMmo noaaeprKMBaTb B
pabouyem coctosiHum (4.2.5).

7.5.9.2 CneumanbHblie TPe6OBAHUA K MUMNAAGHTUPYEMbBIM MEANLMHCKUM U3AeNNAM

3anwucwy, Tpe6yeMb|e ana npocnexXmBaemocCtu, AO0/IKHblI BKAKOYATb 3alMMCM O KOMMOHEHTAX,
mMmaTepnanax n ycanosmax I'IpOM3BO,CI,CTBeHHOl71 cpeabl, eChn 3TO MOXKET NpunBectM K HECOOTBETCTBUIO
MeanunHCKOro n3genna 3agaHHbim Tpe6OBaHMF|M 6e3onacHOCTU U d)yHKLl,VIOHaI'IbeIM XapaKTePUCTUKaM.

Opl’aHM3aLI,VIFI AOJTXKHa Tp66OBaTb OT NOCTaBWHMKOB yCnyr no AoCTaBKe WU lCI,I/ICT[I)I/16bIOTO|:)OB
nogaepXuneatb 3anNncuM O pacnpegeseHmnn megmuynHCKmnx VI3AEIWIIZ Ana JOCTUXKEHUA NPOCNEXKNBAEMOCTU
N AOCTYNHOCTU 3TUX 3anucen AnAa npoBeEpPKN.



3anucn 0 HaMMeHOBaHWW W ajpece rpy3onosiydaTensa AO/KHbI NogaepsknsaTbca B paboyem
cocTosiHuu (4.2.5).

7.5.10 CobcTBEHHOCTL NOTPEOUTENEN

OpraHusauma A0NXHa WAeHTUPUUMPOBaATb, BepudPpULMPOBaTb, 3allMLIATb M COXPaHATb
COBCTBEHHOCTb NOTPebUTENA, NPeAoCTaBAEHHYIO AN UCNONb30BaHMA UM BKAKOYEHMA B NPOAYKLNIO,
NMoKa OHa HaxoAuTcA noA ynpaB/fieHWEM OpraHM3auuuM MAM McnonblyeTca eto. Ecnn cobcTBeHHOCTb
notpebuTena ytepsHa, NoBpeXAeHa UAU NPU3HaHa HenpUrogHom ANA UCNONb30BaHUA, NOTpebutenb
[0MKeH BbiTb 06 3TOM M3BeLLLEH, @ 3aMUCK A0KHbI NOAAEPXKMBATLCA B paboyem cocToAaHuM (4.2.5).

7.5.11 CoxpaHeHne COOTBETCTBUA NPOAYKLNM

OpI'aHM3aLI,VIF| AO0J/IXKHA OOKYMEHTUPOBATbL nMpoueaypbl N0 COXpPaHEHUIO COOTBETCTBMA NpoayKUunn
Tp66OBaHMﬂM B npouecce nponssoacrsa, XpaHeHUA, 06p860TKM M NOCTaBKMU. CoxpaHeHme COOTBETCTBUA
AO0/IKHO NPUMEHATLCA U K COCTAaBHbIM HaCTAM MeANUUNHCKOIo n3genna.

OpraHusauusa [0NXKHa NPeAoXpaHATb MPOAYKUMIO OT HeCaHKUMOHWPOBAHHbLIX U3MEHEHUN,
3arpsA3HEHUA UIN NOBPEXAEHNN, CBA3AHHbIX C BO3AENCTBMEM MPEANO/araembixX YC/IOBUN M OMACHOCTEN B
npouecce Npou3BoACTBa, XPaHeHUs, 06paboTKM M NOCTaBKM NOCPEACTBOM:

a) pa3paboTKu 1 co34aHUA NOAXOAALLEN YNAaKOBKM M TPAHCNOPTHOM Tapbl;

b) AOOKYMEHTUPOBAHUA Tpe6OBaHMVI K cneynanbHbIM YCNOBUAM B Cny4dae, €eC/1IM YNAaKOBKA HE MOXKET
obecneunTb COXPaHHOCTb.

Ecan TpebyloTca cneumanbHble YCNOBUA, TO OHU AO0/KHbI MNOABEPraThCA YNPaBAEHUIO U
pernctpauuu (4.2.5).

7.6. YnpasneHne obopyaoBaHMEM 419 MOHUTOPUHIA U U3MEPEHUIN

OpraHusauma Oo/KHA Oonpeaenntb MOHUTOPUMHT U U3MEPEeHUsi, KOoTopble Heobxoaumo
OCYLLECTBNATb, a TaKKe o0bopygoBaHWE AN MOHUTOPUHTA M U3MEpPeHus, Heobxoaumble Ans
obecneyeHns CBUAETEIbCTBA COOTBETCTBUA MPOAYKLNN YCTaHOBNEHHbIM TPeboBaHUAM.

OpFaHM3aLl,VIFI AO/1XKHA AOKYMEHTUPOBATbL nNpoueaypbl AnA obecneveHuns TOro, YTO MOHUTOPUHT N
n3mepeHna MOoryT OCyLLeCTBNATbCA U OCYLLLECTBNAKOTCA B COOTBETCTBUU C Tpe6OBaHMﬂMM K MOHUTOPUHTY
N U3MepPEHNAM.

Tam, rae Heobxoaumo obecneynTb AOCTOBEPHOCTb Pe3y/ibTaTos, M3MepuTebHoe obopyaoBaHmne
JOJ/IKHO bbITb:

a) oTKanMbpoBaHO N/UM NOBEPEHO B YCTAHOB/IEHHbIE NEPMOAbI MW Nepes, ero NPUMeHeHNeM no
06pa3LoBbIM 3Ta/sIOHAM, NepefalolWMm pasmepbl eguHUL, B CPaBHEHUW C MEXAYHapOAHbIMU WK
HaLMOHaNbHbIMKM 3TanoHamK. Py OTCYTCTBUM TaKMUX 3TaNIOHOB 6a3a, MCNOJIb30BaHHaA 15 KaAMbBPOBKU
WU NOBEPKU, A0IXKHA BbITb 3aperucTpmpoBaHa (4.2.5);

b) oTperyamMpoBaHoO MAK NOBTOPHO OTPEryIMPOBAHO N0 Mepe HeobxoanMMocCTU. Takas peryaiMposKa
WM NOBTOPHAA PEryanMpoBKa A0MKHbI 6bITb 3aperncTpupoBaHsl (4.2.5);

C) NAEHTUOULMPOBAHO C LLe/Iblo YCTaHOB/IEHUA CTaTyca KaMbpoBKHY;

d) 3almuleHo OT pPeryainpoBoK, KOTOpblie caenanum 6bl HEAEVICTBMTEHbeIMM pPe3ynbTaThl
n3mepeHna;

E) 3allnuleHo OT noBpexXAeHuAa U yxyguweHuAa COCTOAHMA B XOo4e 3KCnayatauuun, TeXHU4eCKoro
O6CI'IY)'KMBaHMFI N XpaHeHNA.



OpraHvsauus  [O/KHA  BbINOMHATL  KaniMbBpOBKY MM MOBEPKY B  COOTBETCTBUM  C
AOKYMEHTUPOBAHHbBIMM Npoueaypamu.

Kpome Toro, opraHusauma LO/KHA OLEHUTb M 3apermcTpupoBaTh AOCTOBEPHOCTb MpeablayLimx
pe3y/nbTaToB M3MeEpPeHUs, eciM ObHapy)KeHo, YTo 060opyZoBaHWE He COOTBETCTBYET TPeboBaHMAM.
OpraHusauma AoNKHa NPeAnPUHATL COOTBETCTBYIOLLME AEMCTBMA B OTHOLIEHWUM TaKoro 06opya0BaHUA 1
No60oi nsmepeHHoM NPoayKLUMU.

3anncu pesynbTaToB Ka/MOPOBKU M MOBEPKU AOJIXKHbI NOoAAep*KMBaTbCA B paboyem cocTosaHMM
(4.2.5).

OpraHusauma gonxKHa AOKYMEHTUMPOBATb Npoueaypbl BaaMaaumm npUMeHeHUA KOMMbIOTEPHOIO
NporpamMmHoro obecneyeHus, UCMOb3YEMOr0 A8 MOHUTOPUHIA U U3MepeHUus. Takoe nporpammHoe
obecneyeHne AOMKHO BbITb BANMAMPOBAHO A0 €ro NEPBOrO NPUMEHEHMUA U, ECAN LiesecoobpasHo, nocne
BHECEHMA U3MEHEHWUI B NPOrpamMmMHoe obecneyeHne Uan ero Ucnonb3oBaHUe. KOHKPETHbIM NoAxoa U
OeATeNbHOCTb, CBA3aHHAA C BaIM4auMen 1 peBanngaumein nporpaMmHoro obecnedyeHms, AOMXKHbI ObITb
NPONOpPLMOHANbHbI PUCKY, CBASAHHOMY C NPUMEHEHUEM NPOrPAMMHOro obecnevyeHuns, U ero BANAHUEM
Ha COOTBETCTBME MPOAYKLMMN cneunduKkaLmam.

3anucyn pesynbTaToB W BbIBOAOB, @ TaKKe HeobxoAMMbIX AeNCTBUIA NO BanMAauuUKU, OO0MMKHbI
noafep*KmMBaTtbcs B paboyem coctoaHum (4.2.4 n 4.2.5).

MpumeyaHue - lonoAHUTENbHYIO MHPOPMALLMIO MOXKHO HanTK B 1ISO 10012.
8. N3amepeHune, aHann3 n ynydleHume

8.1. Obwme NoNoKeHus

OpraHvsauus O0/KHa NJAaHUMPOBaTb M OCYWECTBAATL NPOLLECCbl MOHUTOPWHIA, U3MepeHus
(oueHKu), aHannsa u ynydweHmna, Heobxoanmsle ans:

a) AeMOHCTPaLMM COOTBETCTBUA NPOAYKLNN;
b) obecneyeHmnn cOOTBETCTBMA CUCTEMbI MEHEAMKMEHTA KauecTBa;
C) NnoaaepskaHUA pesybTaTUBHOCTM CUCTEMbI MEHEAXMEHTa KayecTsa.

OTO OO/KHO BK/AOYaTb onpeageneHne npumeHaembliX MmeToaos, B TOM 4YUC/e CTaTUCTUYECKUX, U
obnactu nx NMPUMEHEHNA.

8.2. MOHUTOPUHT N U3MmepeHue
8.2.1 ObpaTHana cBa3b

B KauyecTBe OAHOr0 M3 CNOCOBOB OLEHKWU PE3yNbTaTUBHOCTU CUCTEMbI MEHEeAXMEHTa KayecTsa
OpraHuM3auma OO/KHA cobupaTb MHOOPMALMIO, OTHOCALLYHOCA K Y/AOBNETBOPEHWUIO OpraHu3sauuvei
TpeboBaHMI NOTPebUTENA, U OCYLLECTBAATL €€ MOHUTOPWUHT.

MeToabl NONY4YEeHUA N NCNO/Ib30BaHMA aTou MHd)OpMaLI,MM AO/TKHbI 6bITb AOKYMEHTUPOBAHbLI.

OpraHu3auma A0MKHa OOKYMEHTMpPOBaTb Mpoueaypbl Mo npoueccy obpaTHoi ceasu. lMpouecc
06paTHOM CBA3M AO/KEH BK/AOYaTb MOPAAOK cbopa AaHHbIX, KaK Ha CTaAuMM MPOM3BOACTBA, TaK U
noCTNPOM3BOACTBA.

MHd)OpMaLI,VIFI, C06paHHaﬂ B npouecce O6paTHOl7I CcBA3N, AO0J/IXKHA MCNOJ/Ib30BAaTbCA B Ka4decTtBe
NnoTEHUWMANIbHbBIX BXOAHbIX AdHHbIX B MEHEOAXMEHT PUCKa C UENIbIO MOHUTOPUHIA U noaaep*aHuA
Tp86OBaHI/Iﬁ K NPOAYKUUMN, a TaK}KeE K npouecCam ee XM3HEHHOIo UunKkna 1 npoueccam ynyyweHuAa.



Ecan B cooTBeTCTBUM C NMPUMEHUMbBbIMUN peryanpyrowummm Tpe6OBaHWr'IMVI OopraHunsauunAa OO0J1IXKHa
HaKan/inMBaTb OﬂpGAEJ’IEHHbIﬁ onbIT Ha OCHOBaHWUK MHd)OpMaLI,VIVI, nonyquHon Ha
I'IOCTI'IpOVI3BO,CI,CTBeHHOI\;1 CTaann, aHaAn3 TaKOro onbiTa AO0J/IXKEH ABAATLCA 4aCTblOo nMpouecca O6paTHOI\/‘1
cBA3N.

8.2.2 PaccmoTpeHue npeTeH3ni

OpraHusauusa OOJ/IKHA [OOKYMEHTMpPOBaTb NpoLeaypbl O/18 CBOEBPEMEHHOro pPacCMOTpeHuUs
NPeTeH3ni B COOTBETCTBUM C MPUMEHUMbIMU PErYIMpYOWNMKU TpeboBaHUaMKU. [daHHble npoueaypsl
OOJ/IKHbI, MO MeHbllel mepe, YyCTaHaBAMBaTb TpeboBaHMA W pacnpegesneHne OTBETCTBEHHOCTUM B
OTHOLUEHUMU:

a) NoNYYEeHUs N PerncTpauun MHGopmaLmy;

b) oueHunBaHUA VIHd)OpMaLI,MM Aana onpeneneHuna Toro, ABAETCA 1 06paTHaﬂ CBA3b npeTeHsmeﬁ;

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma nyHKTOB faHa B COOTBETCTBUM C ODULMANbHBIM TEKCTOM SOKYMEHTA.

a) paccnenoBaHuMA NPeTeH3uni;

b) onpeaeneHns HeobxoaMMOCTU MHPOPMUPOBAHUA COOTBETCTBYHIOLLUUX PErYIUPYIOLLINX OPraHoB;
e) AeicTBUIA C NpoAYKLMEN, B OTHOLLIEHUM KOTOPOK NoIlyYeHa NpeTeHsuns;

f) onpegeneHns HeoH6X0AMMOCTU MHUUMMPOBATL KOPPEKLIMN UM KOPPEKTUPYIOLWME AeNCTBUS.

Ecan  Kakaa-nmbo npeTeHsua He Oblia paccnegoBaHa, TO 0OOCHOBaHME [AO/IKHO  ObiTb
OOKYMeHTUPOBaHO. Jltoban KoppeKLMa UAN KOppeKkTUpytowee AeACTBUE B pe3y/ibTaTe PacCMOTPEHUSA
NPeTeH3UN AO0KHbI ObiTb AOKYMEHTMPOBAHbI. Eciv nposegeHHOe paccnefoBaHWe MOKasano, 4yTo
NPUYNMHON NPETEH3UN ABMNACL AEATENbHOCTb BHE OPraHW3aumu, OO/KEH OCYLLEeCTBAATbLCA O0OMeH
COOTBETCTBYIOLLEN MHDOPMaLMEN MeXKOY OpPraHM3auMein U BHELHEN CTOPOHOIA.

3anucy No paccMoTPEHMIO NPETEH3MIA AO/MKHbI NoAAepPXKUBaTbCA B paboyem coctosiHmm (4.2.5).
8.2.3 OTYeTHOCTb B peryavpytoLLme opraHbl

Ecnv npumeHumble peryaupylowme TpeboBaHMA 06A3bIBalOT yBEAOMAATb O MPETEH3UAX,
COOTBETCTBYHOLMX YCTAHOBAEHHbIM KPUTEPUAM OTYETHOCTU O HEBNAroNPUATHBIX COBLITMAX UM BbIMyCKe
NOACHUTE/IbHOTO YBEAOM/IEHUSA, OPraHN3aUMaA AO/XKHA LOKYMEHTMPOBATL NpoLeaypbl ANs YyBeAOMNEHUA
COOTBETCTBYIOLWMX PETYANPYIOLLUX OPraHOB.

3anuncK, ceBA3aHHble C OTYETHOCTbIO B pEryivMpylolime opraHbl, AOMXHbI NOAAEP’KMBATbCA B
pabouyem coctosiHum (4.2.5).

8.2.4 BHYTpeHHWIA ayauT

Opl’aHM3aLl,Vl’r'I AO0/IXHA NpoBOAUTb BHYTPEHHME ayauTbl 4Yepe3 3anz1aHNpPOBaHHbIE MHTEpPBAJibl C
LeNblo YCTaHOB/IEHUA TOTO, YTO CUCTEMA MEHEOXKMEHTA KayeCTBa:

a) COOTBETCTBYET 3aniaHMPOBAHHbLIM M AOKYMEHTUPOBAHHbLIM MEPONPUATUAM, TpeboBaHMAM
HacToAlero craHgapTa, TpeboBaHMAM K CUCTEME MeHeAKMeHTa KayecTBa, pa3paboTaHHbIM
opraHusaumen, 1 NPUMEHUMbIM PEFYANPYIOWNM TPEBOBAHMAM;

b) BHEAPEHA PE3YNbTAaTUBHO U NOAAEPHKMBAETCA B pa60qu COCTOAHUMN.



Opl’aHM3aLI,VIFI AO0/IXKHA [AOKYMEHTUPOBATbL MNpoueaypy, onpeaenAarlyro OTBETCTBEHHOCTb WU
TPEGOBaHMﬂ K N1IaHNPOBAHUIO N NpOoBEAEHUIO ayAUTOB, 3aNNCAM U OTYETAM O PE3Y/SIbTaTax ayauTa.

Mporpamma ayauToB A0NXKHA NAaHMPOBATLCA C YYETOM CTaTyca M BaXXHOCTU npoLeccos n obnactu
ayamTa, a TaKXe pes3ynbTaToB npeablaylwmx ayautoB. Kputepuu, obnacTb NpUMMeHeHUs, 4YacToTa U
MeToAbl ayaAuTOB A0/KHbl 6biTb onpeaeneHbl M 3aperucTpupoBaHbl (4.2.5). Bbibop ayautopos u
nposeaeHWe ayauToB A0/KHbI obecneunBatb 06bEKTUBHOCTb M BeCnpPUCTPaCcTHOCTbL NpoLecca ayauTa.
AyauTopbl HEe A0/IXKHbI NPOBEPATb CBOKD COOCTBEHHYO paboTy.

3anuncu B OTHOLLIEHWM ayAUTOB W UX Pe3Yy/1bTaTOB, BKAOYAA MAEHTUDMKALMIO NPOoLLeccoB 1 obnacTei
ayauTa, a TaKXe BbIBOAOB MO ayauTy, A0/KHbI NOAAEPXKMBATLCA B paboyem cocToaHum (4.2.5).

PYKOBOACTBO, OTBETCTBEHHOE 3a NpoBepsemble 061acTn AeATeNbHOCTU, A0/IKHO obecneynsaTsb,
ytobbl Nt0bble HEOBXOAMMbIE KOPPEKLMU U KOPPEKTUPYIOWME AeNCTBMA npeanpuHMmanunce bes
M3NIMLLIHEN OTCPOYKM AN YCTPAHEHMs OBHapy)KeHHbIX HEeCOOTBETCTBUI M MX NpuuuH. Mocneayowme
AeNCTBUA AOKHbI BKAHOYATb BepUPMKaLMio NPeanpUHATLIX MEP M OTYET O pesy/ibTaTax BepudrKaumu.

MprumeydaHue - JononHUTENbHYIO MHGOPMALMIO MOXKHO HaliTh B 1ISO 19011.

8.2.5 MOHUTOPUHT U U3MepeHUe NpoLLEeccoB

Opranaau,Mﬂ AONXKHa NPpUMeHATb noaxogAawlne meToabl MOHUTOPUHIa n, ecanm 3710
uenecoobpasHo, U3MepeHMA MPOLECCOB CUCTEMbI MEHeAXMEHTa KayecTBa. ITW MeToAbl AOKHbI
OEMOHCTPUPOBaTb CMOCOBHOCTb MPOLECCOB  AOCTUraTb  3anlaHUPOBaHHbIX pe3ynbTatoB. Ecam
3an/laHUpPOBaHHbIE  pe3ynbTaTbl He  AOCTUMHYTbl, AO/KHbl  NPeAnpUHMMATLCA  KOppeKkuun wn
KOPPEKTUPYIOLLIME OENCTBUA, ECIU 3TO LenecoobpasHo.

8.2.6 MOHUTOPUHT N U3MepeHne NpoayKLnmn

OpraHmsau,Mﬂ AO0/1IXKHA NPpoBOANTb MOHUTOPUHT N USMEPEHNE XaPaKTEPUCTUK NPOAYKUUN C UENBIO
BepM(I)MKaLI,MM COOTBETCTBMNA NPOAYKUNN YCTAHOB/IEHHbIM Tp86OBaHMﬂM. 9TO AO0MKHO OCyLWEeCTBNIATLCA Ha
COOTBETCTBYHOLUMX CTaauMAX nNnpoueccos MMU3HEHHONO UWMKNa nNpoAayKUMM U B COOTBETCTBUKN C
3anz1aHNPOBaAHHbIMUA n AOKYMEHTUPOBAHHbIMU meponpuAaTuamm n AOKYMEHTUPOBAHHbIMUA

npoueaypamu.

CBnaeTenbCcTBa COOTBETCTBMA KPUTEPUAM MNPUEMKM [OJKHbI MOAAEPXKMBATbCA B paboyem
COCTOSIHMM. 3anncy AONXKHbI YKa3biBaTb JINLO, CaHKLMOHMpPOBaBLIEe BbIMyCK npoaykuuu (4.2.5). Ecan
uenecoobpasHo, 3anucM  AO0MKHbl  uAeHTMOMUMPOBaTb 060pYyAOBaHWE, WCNO/b30BaHHOE  ANA
NU3MepeHui.

BbinycK npoayKumn m O6C}'IY)KMBaHMe He OO0NXKHbl OCYLWeCTBAATLCA A0 YyCNELWHOro 3asepLlweHna
3anN/1aHNPOBAHHbLIX U AOKYMEHTUPOBAHHbIX MepOﬂpMHTMﬁ.

Ona  vmnnaHTupyembix MeguuUHCKUX M3p,eJ'IMl‘;1 opraHunsauma AO0NXKHA BEeCTU 3anncn  no
MAEHTMd)MKaLI,MM nepcoHana, nposoaAulero nobble BUAbl KOHTPOA NN NCNbITaHUN.

8.3. YnpaBneHue HeCoOTBETCTBYOLW,EN NPoAyKLUMei
8.3.1 O6wme NoNoKeHns

OpFaHM3aLI,VIFI AONIXKHa O6eCI'IE‘-IMBaTb, yTOObI NpPoAYyKLHUA, KOTOPAA HE COOTBETCTBYET Tpe6OBaHMF|M,
6bina M,CJ,EHTMd)MLI,MpOBaHa M ynpasaAnacb C Uenbklo MNpeagoTspalleHnA  HenpeaHamepeHHOoro
MCNONb30BaHNA NN NMOCTAaBKU. OpFaHM3aLI,MH AONIXKHa OOKYMEHTMPOBATbL Npoueaypy, onpegenatoulyro
cpeAacrtesa ynpasaneHnA, COOTBETCTBYHOLWME OTBETCTBEHHOCTb WM MNOJIHOMOYMA ANA MAeHTVId)MKaLI,MVI,
AOKYMEHTUPOBAHUA, OTAENEHNA, OUEHNBAHUNA U pa3meLlleHNnA HeCOOTBETCTByIOLLI,eVI npoaykuunn.



OueHunBaHue HEeCOOTBETCTBUM AO0/IKHO BK/KOYATb onpegeneHune HEO6XOAMMOCTM nposeneHuA
paccnenoBaHnA U yBegomneHumaA KaKoM-1nbo BHeLLHeM CTOPOHDBI, OTBETCTBEHHOM 332 HECOOTBETCTBME.

3anuncu o xapakTepe HeCOOTBETCTBMIA U N0BbIX NOCNeAyOLNX NPeANPUHATLIX AeNCTBUAX, BKAKOYanA
oueHunBaHue, ntoboe paccnesosaHme U 060CHOBaHUE pelleHUi, A0MKHbI NOAAEePKNBATLCA B paboyem
cocTosiHuu (4.2.5).

8.3.2 [leiAicTBMA B OTHOLUEHNM HECOOTBETCTBYIOLLEN NPOAYKLNN, OOHAPYKEHHOM A0 NOCTAaBKM

OpraHusauma AoaxKHa NocTynaTtb C HECOOTBETCTBYIOWEN NPOAYKUMEN OAHUM MU HECKONbKUMMU
cneayrowmmm cnocobamm:

a) OCYLWeCTB/IATb AEVICTBMﬂ C uenblo yCTpaHeHUA O6Hapy)KEHHOI'O HECOOTBETCTBUA,

b) OCyLWw,ecTB/NIATb ,D,eﬁCTBMﬂ C uenblo npeaorepalleHnA ee nepBoHa4aIbHOro npeanosiaraemoro
MCNoNb30BaHUA UM NPUMEHEHNA;

C) CAHKUMOHMPOBATb €€ UCMOJIb30BAHUE, BbIMYCK MW NMPUEMKY MO pPa3peLleHnto Ha OTKIOHEHWE OT
YCTAHOB/IEHHbIX TPeboBaHMA.

OpraHusauma AonxHa obecrneunBaTtb, YTObObl MPUHATME HECOOTBETCTBYIOLLEN MNPOAYKLUMW MNpU
NoJlydYeHMM paspeLleHUss Ha OTKJIOHEHME MOT/I0 BbiTb OCYLLECTBAEHO TOJ/IbKO B TOM C/ly4ae, ec/iM 3To
JONYyCKaeTca peryanpyrowmmmn tpeboBaHUAaMU. 3annucu o MPUHATUN paspelleHns Ha OTKJAOHEeHWe U
nAaeHTUOMKaLUKU N1LA, CAaHKLMOHMPOBABLLEro pa3peLleHne Ha OTKAOHEHME, A0/KHbI NOAAEPXKUBATLCA B
pabouem coctosHuu (4.2.5).

8.3.3 [leiicTBMA B OTHOLIEHMM HECOOTBETCTBYIOLLEN NPOAYKLMMN, OBHAPYKEHHOM Nocae NOCTaBKK

Ecan HecooTBeTCTBYIOWAA MNPOAYKUMA BbisiBieHa MOCAE MOCTaBKM WM Hayana MpUMEHeHUs,
OpraHusaLma Ao/KHA NPeAnpPUHATL AeACTBMA, COOTBETCTBYIOLIME NOCAEACTBUAM UAN NOTEHLMANbHBIM
nocneacTBUAM HECOOTBETCTBUA.

3anucy npeanpUHATBLIX AeNCTBUIA LONKHbI NoALEPKMBATbCA B paboyem cocTosiHum (4.2.5).

OpraHusauma Ao/KHa AOKYMEHTMPOBaTb NpoLeaypbl BbiMyCKa WU MPUMEHEHMA NOACHUTENbHbIX
YyBEAOM/IEHWUIA B COOTBETCTBMM C MPUMEHMMbBIMU PEryavMpylolmMmMn TpeboBaHnAMK. ITU npoueayps
AONKHbI BbITb FOTOBbI K BBEAEHMIO B AeicTBME B toboe Bpems.

3anucn AencTsuiA MO BbIMNYCKY MOACHUTENbHbLIX YBeAOMAEHUI AO0/MKHbI NOAAEPNKUBATLCA B
pabouem coctoAHuu (4.2.5).

8.3.4 lMepenenka

OpraHusauua [OO/MKHa BbINOMHATL Nepedesiky B COOTBETCTBUMM C  [JOKYMEHTMPOBAHHbIMU
npouesypamu, NPUHUMas BO BHUMAHWe MOTEHUMANbHble HeXenaTesibHble MOCNeACTBUA BO3AENCTBUA
nepesenkun Ha NpoAyKLMio.

3Tu Nnpoueaypbl A0MKHbI TPOWTU TOT Ke aHaNu3 M 0406PpeHNE, KaK M NepBOHaYasibHble NpoLeaypsbl.

Mocne 3aBeplleHMs Mepeaenku NPOAYKUMA AO0MKHA 6biTb BepuduuMpoBaHa Ha COOTBETCTBUE
NPUMEHUMBIM KPUTEPUAM NPUEMKN U PEryanpyowmm TpeboBaHMAM.

3anucu o nepeaenke AOMKHbI NOAAEPHKUBATLCA B paboyem cocTosaHum (4.2.5).
8.4. AHann3 gaHHbIX

OpFaHMSaLI,VIﬂ AO/XKHa AOKYMEHTUPOBATb Npoueaypbl onpeaneneHua, c6opa M aHan3a



COOTBETCTBYHOLUMNX AaHHbIX ANnA AeMOHCTpauun npuroaHoCTu, aAeKBaTHOCTU WU PEe3y/IbTaTUBHOCTU
CNCTEMblI MEHEOXMEHTA KayeCTBa.

o1n npoueaypbl ONXKHbI BK/IIOYATL onpegeneHne nogxogAaulnmx Mmetogos aHasin3a, B TOm 4yucne
CTaTUCTU4eCkme metToabl n obnacTb ux NPUMEHEHNA.

JaHHble A0NKHbI BKAOYATL MHGOPMALMIO, MOYYEHHYIO B pe3ynbTaTe MOHUTOPUHIA U U3MEPEHUA,
a TaKKe 1 U3 Apyrnx COOTBETCTBYHOLWMX UCTOMHUKOB, BKAOYAA, NO MEHbLUEN Mepe, AaHHble:

a) obpaTtHol cBA3Y;
b) cooTBeTCTBUA TPEOOBAHMAM K NPOAYKLUN;

C) XapaKTepUCTMKamM M TeHOEHUMAM NPOLLEeCCOB WM MNPOAYKLMM, BKIOYAA BO3MOMKHOCTM MO
YyYLIEHUIO;

d) nocTtaBumKam;
e) ayauTam;
f) oTueTam nNo TexHUYecKomy obCNYKUBaAHUIO, €CU LienecoobpasHo.

Echn aHanuMs paHHbIX yKasbliBaeT Ha TO, YTO CUCTEMa MeHeaXMeHTa KayecTBa He ABaAeTcA
I'IpMI'OLI,HOVI, aAEKBaTHOVI nnn pe3y!'|bTaTMBHOﬁ, opraHunsaumnAa Oo1XKHa UCNO/1b30BaTb 3TOT aHA/IN3 KaK
BXOAHble AaHHble ONA ynydlweHNA B COOTBETCTBUU C 8.5.

3anucu pesynbTaToB aHan3a AaHHbIX A0NXKHbI NOALEPXKMBATbCA B paboyem coctosiHmm (4.2.5).
8.5. YnyJyweHune
8.5.1 O6wme nosioKeHns

OpFaHM3aLI,VIF| AONTXKHa MAeHTMd)MLI,MpOBaTb N OCYLWeCTBNATb nobble NU3MEHEHMNUA, HEO6XO[1,MMbIe
anAa obecnevyeHus u nogaepXaHua NOCTOAHHOWN nNPUrogHoCTN, aAeKBaTHOCTU U PE3YNIbTATUBHOCTU
CNCTeMbl MEHEOXMEHTA Ka4yeCTBa, a TaKiXKe 6esonacHoCTM W d)yHKLI,MOHa}'IbeIX XapPaKTeEPUCTUK
MeaNUNHCKNX M3AEI'IVII7I, MCcnosaib3yAa NOZINTUKY B obnactu Ka4yecTBa, Uesin B obnactu Ka4yecTBa, pe3ynbraTthbl
ayanTos, nocnenpoaa*XKHoro Ha6J'IPO,EI,EHMﬂ, dHa/n3a AaHHbIX, KOPPEKTUPYHOLWNX N npeaynpexaatrowmnx
AGVICTBMﬁ M aHa/1M3a CO CTOPOHbI pyKOBOACTBA.

8.5.2 KoppeKTtupytowme gencrema

OpraHusauma foaKHaA NpeanpUHUMaTL LENCTBUMA C LLENbi0 YCTPAHEHUSA MPUYUMH HECOOTBETCTBUIA
ANA NpefynpeXKaeHnsa MOBTOPHOrO WX BO3HMKHOBEHMWA. Jllobble HeobxoAMMble KOpPPEKTUpYylowue
OeucTBUA AO/KHbI BbiTb NpuHATHI 6€3 HeobGOCHOBaHHOM 3afepKW. KoppeKTupylolwme aencrsma
[OMKHbI BbITb NPONOPLMOHANbHBI NOCNEACTBUAM BbISIBNEHHBIX HECOOTBETCTBUN.

OpraHunsaumsa A0/MKHa AOKYMEHTUPOBaTb Npoueaypy Ana onpeaeneHna TpebosaHuit K:

a) aHa/InM3y HeCOOTBETCTBMIA (BKItOUYan NpeTeH3nn);

b) ycTaHOBNEHUIO NPUUNH HECOOTBETCTBUIA;

C) oLEeHMBaHMIO HEOBXOAMMOCTM AENCTBUI, YTODObI M36eKaTb NOBTOPEHUS HECOOTBETCTBUN;

d) NNAaHNPOBAHUIO N JOKYMEHTUPOBAHUIO HEO6XO,CI,MMbIX ,Cl,el\;lCTBVIVI N NX OCyLLEeCTBNIEHNIO, BK/THOYaA,
ecnun u,enec006pa3Ho, dKTya/In3auunto AOKYMeHTaAL UK,

e) BepMd)MKaLI,MVI TOro, 4YTO KOppeKkTunpyrowmne AGIZCTBMFI He OKa3blBalOT HEMATUBHOIO B/IMAHUNA Ha



COOTBETCTBME pPETY/INPYIOLWLNM Tpe6OBaHMFIM, a TakXe Ha 6e3onacHocTb M q)YHKLI,MOHaﬂbeIe
XapPaKTePUCTUKN MeEANLUNHCKOIO U3genuna,;

f) aHann3y pe3ynbTaTUBHOCTM NPEANPUHATLIX KOPPEKTUPYIOLWMX AeNCTBUNA.

3anucn  pesynbTatoB  Nl0bOro  paccnefoBaHMA U NPEANPUHATbIX  AEUCTBUA  OO/KHbI
noagep*kmeaTbca B paboyem coctoaHumn (4.2.5).

8.5.3 Mpeaynpexxaatouwme aencTens

OpraHusauusa Oo/MKHa OnpeaenuTb AencTBMA C LeNbio YCTPaHeHUA MNPUYUMH MNOTeHUMaNbHbIX
HeCcoOTBEeTCTBMI ANA npeaynpexaeHua ux noasneHus. MNpeaynpeskjatolme AencTBUA AONXKHbI BbiTh
NPonopLMOHabHbI MOCAEACTBMAM NOTEHLMANbHbIX NTpobaem.

OpraHusaums Ao/XKHa AOKYMEHTMPOBATL NPOLEAYPY, YCTaHABMBaOLWY TpeboBaHUA K:
a) onpeaeneHnto NOTeHLMaAbHbIX HECOOTBETCTBUIA M UX MPUUMH;

b) oueHMBaHWIO HEOBXOAMMOCTM OEUCTBMI C  UeNblo  NpeaynperaeHus  nosBAeHUs
HEeCOOTBETCTBUN;

C) NAAaHNPOBAHUIO N AOKYMEHTUPOBAHUIO HEO6XOAMMbIX ,D,EI\;ICTBVIIZ N NX oCylecTtBneHuo, BKa1to4an,
ecniun u,enecoo6pa3Ho, aAKTya/In3auynio AOKYMEHTALUN,

d) BepuduKaumm TOro, YTo AENCTBMA HE OKa3blBAOT HEraTMBHOIO B/AMAHWA Ha COOTBETCTBME
peryavpylowmm TpeboBaHMAM, a TaKKe Ha 6e30MacHOCTb M QYHKUMOHANbHbIE XapaKTepUCTUKU
MeAMLMHCKOro U3aenus;

e) aHanu3y pPes3yNbTaTUBHOCTM  NPeAnpUHATbIX  Npeaynpexaalowmux  AencTsuii, ecau
uenecoobpasHo.

3anucu  pesysbTatoB  MIOObIX  pacciedoBaHUM M NPEAnPUHATLIX  AEACTBUM  OO/XKHbI
noagep*KuBaTbca B paboyem coctoaHumn (4.2.5).

Mpunoxkenne A
(cnpaBoyHoe)

CPABHEHME COAEPXAHUA 1SO 13485:2003 M 1SO 13485:2016

B Tabnuue A.1 npuBeseHa MHOPMaALMA O BHECEHHbIX M3MEHEHMUAX B HacToAwWwmMiA cTaHgapT (I1SO
13485:2016) no cpaBHeHMIO C Npeablaywum nsgaHuem (ISO 13485:2003).

Tabnmua A.1

KoMMeHTapun K MU3mMeHeHUAM Mo CPAaBHEHMIO C NpeablayLwnm nsgaHmem

MyHKTbI ISO 13485:2016 (IS0 13485:2003)

BeepeHue PasbAcHAeT 3HayeHue TPETbero n3gaHnA HaCTtoAWEero CtaHa4apTa

O6UJ,VIE nonoXxeHumAa Bkntoyaet B ceba 3HaunTEeNbHO HobLIE I'IOLI,pO6HOCT€VI, CBA3aHHbIX C
ocobeHHOCTAMM Opl'3HM33LI,MV1, OXBaTblBaeMbIX Tpe6OBaHVIHMM




HaCTOALLEro CTaHAAPTa, B TOM YMC/Ie NO CTaAMAM KU3HEHHOTO LIMKAA.

Ob6bAcHAET, 4To TpeboBaHUA CTaHAAPTa MOTYT ObITb NPUMEHEHbI
NOCTaBWMKAMM UAN APYTMMUW BHELWHUMM CTOPOHaMM A06p0BOJIbHO
nMbo B COOTBETCTBUM C TPEOOBAHUSAMM KOHTPAKTA.

BkntouyaeT 06s3aTeNnbCTBa OPraHM3aLUmii B pamKax CUCTEMbI
MeHeAXMeHTa KayecTBa NPUMEHSATb peryanpyiolme TpeboBaHus.

NHpopmMpyeT opraHn3aLmMm 0 pasnnymax B CUCTEMAX
pPerynmpoBaHna 1 nx 06a3aHHOCTM NOHMMATb, KaK 3TU TpeboBaHMA
6yLyT BAUATb HA UX CUCTEMY MEHEOKMEHTA KauecTBa.

[obaBnaeT 06583aTeNbCTBO YAOBAETBOPATb COOCTBEHHbBIM
TpeboBaHMAM K CUCTEME MEHEAKMEHTA KayecTBa.

YcTaHaBAMBAET aKLLEHT Ha He0bxoAMMOCTH "yA0BNETBOPEHMUSA
TpeboBaHMA NOTPEOUTENA U NPUMEHUMBIX PETYNPYIOLWNX TPeboBaHWI
K obecneyeHnto 6e30nacHOCTU U GYHKLIMOHANbHbIX XapaKTepPUCTUK".

MoavepKuneaeT, 4to TpeboBaHMA K NPOAYKLMMU, KOTOPbIE CBA3aHbI C
obecneyeHnem 6e30MacHOCTUN U GYHKLMOHANbHbIX XapaKTEPUCTUK,
ABNAOTCA BaXKHbIMM.

[JobasnsieT aBa ¢pakTopa BAUAHUA HA NPUPOAY CUCTEMDbI
MeHeAXMeHTa KayecTBa, KoTopble He 6bl/IM B MepBOHaYaIbHOM
n3gaHuu (opraHM3aunoHHas cpeda 1 peryavpytowme TpebosaHus).

YTOYHSET, YTO OpraHn3auus He obsi3aHa NPUBOANTL CBOIO
OOKYMEHTaLMIO B COOTBETCTBMU CO CTPYKTYPOI HACTOALLEro CTaHgapTa

Pa3bsacHeHWe NOHATUI

[obasnsaeT ABa AONONHUTENbHbIX KPUTEPUSA, CBA3AHHDBIX C
peryampyrowmmm TpeboBaHUAMM:

- CobntofeHune peryampytowmx TpebosaHnii;

- TpeboBaHUsA, HeEObX0AMMbIe A/1A OCYLLECTB/IEHUA MEHEAKMEHTA
pucka.

Onpegensaet npeaesibl NPUMEHEHUA TEPMUHA "PUCK" OTHOCUTENBHO
obecneyeHuns 6€30MacHOCTM U GYHKUMOHANBHbIX XapaKTePUCTUK
MEONLMHCKOTO U3AEeNNA UAN B LLeNIAX COOTBETCTBUA Peryanpyowmm
TpeboBaHuAM.

PasbsAcHAET, YTO TEPMUH "LOKYMEHTMPOBAHO" BK/IOYAET B cebs
HeobX0AMMOCTb CO34aHMA, BHELPEHUA U NOAAEPHKAHUA.

PasbsAcHAET, YTO TEPMUH "NPoAYKLMA" OTHOCUTCA K pesy/ibTaTam,
KOTOpble NpeaHa3HayvyeHbl 41a notTpebutens nam um 3atpebosaHbl, Uau
npeacTasantoT coboi 3a4aHHbIN pe3ynbTaT B NpoLecce Npon3BoacTBa
npoayKLumm

MpoueccHbI noaxoa,

Pacwwupser 06BbACHEHMA npoueccHoro nogxoaa

Cssa3b ¢ ISO 9001

Onpepenset cBasb mexay 1SO 13485:2016 n I1SO 9001.

YKa3blBaeT, YTO CTPYKTYpHaa B3anmocsBaAsb mexay 1SO 13485:2016 u
ISO 9001:2015 6yaeT npuBeaeHa B NpUIOXKeHUM B.

MNcKkntoueHo Mcnonb3oBaHMeE KypCcMBa TEKCTa B CTaHZApTe ANA
0603HayeHUsA U3MeHeHu no cpaBHeHuto ¢ ISO 9001:2008

1 O6nacTb NpuMeHeHUus

YKa3biBaeT NMPUMEHUMOCTb HACTOALWLETO CTaHA4APTa O41A
OpFaHM3aLI,Ml7I, KOTOpble y4aCTBYIOT B 0,CI,HOI7I NN HECKOJIbKUX CTagnNAX
HKN3HEHHOIO UnKna megnumHCKOro nsaenuma.

YKa3blBaeT, 4To HaCTOFiLIJ,VII‘/Ji CTaHOAPT MOXKET TaKXKe 6bITb
Mcnonb3oBaH NOCTaBWMKaMU NN BHEWWHUMU CTOPOHaMU, KOTOpPble
NOCTaBAAT NPOAYKUUIO U CBA3aHHbIE C cucTemoim MeHeOXMEHTA
Ka4vyecTBa OpraHM3aLLMﬁ YCNYT TaKUM OpraHn3aumam.




OnpepenseT OTBETCTBEHHOCTb OPraHU3aLMmn 338 MOHUTOPUHT,
noggepkaHue B paboyem COCTOAHUMN U yNpaBieHUe NPoLEeccamu,
nepefaHHbIMW Ha CTOPOHY.

Pacwupsnet TpeboBaHMA, KOTOPblE MOTYT HbITb HE MPUMEHUMbI K TOM
1N UHOW AEeATEeNbHOCTU B COOTBETCTBUM C NMYHKTamMM 6 1 8.

PasbAcHAET, 4TO TEpMUH "peryaunpytowme TpeboBaHMA" BKAOYAET B
cebA 3aKoHoAaTe/IbHble aKTbl (HanpMMep, 3aKOHbI, NOA3aKOHHbIE aKTbl,
npeAnucaHnAa 1 AUPEKTUBLI) U OrpaHMYMBaEeT chepy NpMMeHEHUA
"perynupytowmx TpeboBaHNN" TONBKO K CUCTEME MEHEAKMEHTA
KayecTBa, a TakxKe obecneyeHnto 6e30MacHOCTN AU GYHKLMOHANbHBIX
XapaKTEPUCTUK MeAULIMHCKOrO U3aenms

3 TepMuHbI M
onpeaeneHus

[o6aBneHo HECKObKO HOBbIX OMpeaeseHNi U yTOYHEHbI HEKOTOopbIe
CyLecTBytOLWME OnpeaeeHus

4 Cuctema meHegKMeHTa

KauyecTBa
4.1 O6wume TpeboBaHun

Job6aBneHbl TpeOOBAHMSA K OKYMEHTUPOBAHUIO ponu(ei)
opraHM3aumm.

[Job6aBneHbl TpeboBaHMA K onpeaeieHMIo NpoLeccos 'c yueTom
ponu(eit), ocywecTesasaemble opraHusaumen”.

JobasneHo TpeboBaHWe "NPUMEHATb PUCK-OPUEHTUPOBAHHbIM
noaxon, K ynpaBieHMIO COOTBETCTBYOLWMMM NPOLECCaMM,
HeobxoAMMbIMMK 418 CUCTEMbI MEHEAXKMEHTa KayecTBa'".

[JobasneHbl TpeboBaHUA, OTHOCALLMECA K U3MEHEHMAM B NpoLeccax.

Job6asneHbl TpeboBaHMA, OTHOCALMECA K BAANLAUUMN NPUMEHEHNA
KOMMbIOTEPHOrO NPOrpaMMHOro obecrneyeHuns, UCnosibyemoro B
cucTeme MeHeZKMeHTa KayecTBa

4.2 TpeboBaHMA K
AOKYyMeHTauum

BkntoyaeT B cebs npouecc ynpasaeHMaA 3aNMcammn B pamKax
TpeboBaHMUI K yNpaBAeHUIO AO0KYMEHTaUNEN.

OnpepeneH nepeyeHb AOKYMEHTOB, KOTOPblE AO/KHbI ObITb
BK/ItOYEHbI B Galil MegULMHCKOIo N3aenus.

BkntoyeHo TpeboBaHWE OTHOCUTENIbHO 3aLLNUTbI KOHOUAEHLMANBHOW
nepcoHanbHoOM MHPOpPMaLUUK.

[ob6aBneHo HoBoe TpeboBaHMeE NO CPOKAM XPaHEHMA 3anncei

5.6 AHanu3 co CTOPOHHbI
pyKoBOACTBa

Bk/itoueHbl TpeboBaHMA K AOKYMEHTUPOBAHMIO MpoLeaypbl Ans
aHa/1M3a Cco CTOPOHbI PYKOBOACTBA M TpeboBaHMA ANA NPOBeAEeHUA
aHa/1M3a Co CTOPOHbI PYKOBOACTBA B 3aN/1aHMPOBAHHbIE MHTEPBabI B
COOTBETCTBUM C LOKYMEHTMPOBAHHOM NpoLeaypoN.

PacwupeH nepeyeHb BXOAHbIX U BbIXOAHbIX AaHHbIX 414 aHaIM3a co
CTOPOHbI PYKOBOACTBA

6.2 Yenoseyeckue
pecypchbl

BksitoueHo HoBoe TpeboBaHMe NO AOKYMEHTMPOBAHMIO MPOLECCOB
YCTaHOB/IEHNA KOMMNETEHTHOCTM NepcoHana, NpoBeaeHus obyyeHus,
obecrneyeHnn 0CBEAOMIEHHOCTM NepcoHana

6.3 UHdpacTpyKTypa

[obasneHbl TpeboBaHMA K MHOPACTPYKTYpe AN NpeLoTBPaALLEHUA
nepenyTbiBaHMA NPOAYKUMM M obecneyeHmsa Hagexallero obpaleHnn
C NpoayKumen.

B nepeyeHb BcnomoratesibHbIX ycnyr aobasneHa "MHopmaLMoHHasn
cuctema”

6.4 lNMpounssoacTBeHHaA
cpena v KOHTPO/b

[obasneHbl TPE6OBAHMSA K AOKYMEHTUPOBAHMIO NPOU3BOLCTBEHHOM
cpeabl.




3arpAsHeHnA

[obasneHbl TpeboBaHMSA, CBA3AHHbIE C KOHTPO1EM 3arpA3HeHUn
MUKPOGhAOPbI U 3arpA3HEHNA MENKOAMCNEPHbIMM YacTMLAMKN ANA
CTEPUbHbIX MEAULIMHCKUX U34eNNi

7.1 NnaHuposaHue
NpoLECcCOB }XNU3HEHHOTO
LMK/ NPoAYyKUUK

JononHutenoHole TDE6OBaHMﬂ ,Cl,06aBIIEHbI B nepevyncneHue

7.2 MNpouecchl,
CBA3aHHbIE C
notpebutenamm

JononHutenbHble TpeboBaHMA AobaBaeHbI B NepeyncieHme.
Job6asneHbl TpeboBaHMA K NOAAEPKAHNIO CBA3M C PENYIUPYIOLLMMMU
opraHamm

7.3.2 NMnaHupoBaHue
NPOEKTUPOBAHUA U
pa3paboTku

JdononHutensHble TpeboBaHMA AobaBneHbl B NepeyncieHume.

MckntoyeHbl TpeboBaHUSA, CBA3aHHbIE CO B3aUMOAENCTBUEM MEXKIY
pasAMYHbIMKU rPYNNamMu, y4acTBYIOWMMU B MPOEKTUPOBAHUN U
paspaboTke

7.3.3 BXxoaHble gaHHble
ONA NPOEKTUPOBAHUA U
pa3paboTku

JononHuTtenbHble TpeboBaHWA f406aBAEHbI B NEpEUYNCIEHME.
OnpegaeneHo, 4To TPeb6OBaHMA AONKHbI 6bITb BepUdULMPYEMbBIMU
WY BaNMAMPYEMbIMU

7.3.5 AHanun3 npoekTa n
pa3paboTku

JobaBneHbl NogpobHOCTU coaepKaHuaA 3anmcei

7.3.6 Bepuounkauus
npoeKkTa n paspaboTku

[obasneHbl TpeboBaHMA ANA LOKYMEHTMPOBAHMA NNAHOB
BepuduKaunm, BKAtoYaa TpeboBaHus K BepudumKkaummn nHtepoeiica.
[obasneHbl TpeboBaHMA K 3anncam BepudmrKaumm

7.3.7 Banngauma npoekra
n paspaboTku

[JobaBneHbl TpeboBaHUA A1 AOKYMEHTUPOBAHUA MJIaHOB
Ba/nZaumMm, BKAtoYan TpeboBaHMA K Banuaaumm nHtepdeica.
JobaBneHbl TpeboBaHUA 418 3anncen Baanaaumm

7.3.8 lNMepepnaya npoekKTa
1 pa3paboTku

[ob6aBneH HOBbIN NOANYHKT

7.3.9 YnpasneHue
M3IMEHEHNAMU NPOEKTa U
pa3paboTku

Job6asneHo TpeboBaHWE O BKAOYEHMM OLLEHKM BANAHUA USMEHEHW
Ha COCTaBHble YacTU U3AENINI U Y¥Ke NOCTaBNEHHYIO MPOAYKLUMIO.

Job6asneHbl NoApPo6HOCTM NO NAEHTUPUKALUM N aHANNZY
N3MeHeHUM

7.3.10 daiinsbl
NPOEKTUPOBAHMUA U
pa3paboTku

[ob6aBneH HOBbIN NOANYHKT

7.4.1 Mpouecc 3aKynok

CoenaHbl aKLEeHTbl Ha KpUTepun BbIbopa NOCTaBLLMKA B 3aBUCUMOCTH
OT BAUAHWA Pe3ybTaToB AeATEIbHOCTM MNOCTaBLIMKA HA KaYecTBo
MeAMLMHCKOro U34enusa, PUCKM, CBA3AHHbIE C MEANLMHCKUM M34eNnem,
a TaKKe COOTBETCTBME MPOAYKLMMN MPUMEHNMbIM PEFYANPYIOLWNM
TpeboBaHUAM.

[ob6asneHbl HOBble TpeboOBaHMA, CBA3AHHbIE C MOHUTOPUHIOM U
NOBTOPHOM OLLEHKOW NOCTaBLLMKOB, @ TaKXKe K AeNCTBUAMM, KOTopble
HeobXoAMMO NPUHATL, Koraa TpeboBaHMA K 3aKynKkam He 6yayT
BbIMNO/IHEHbI.

BK/loYeHbl A4ONOAHUTENbHbIE NOAPOBHOCTH, OTHOCALIMECA K
coAep:KaHuio 3anuncei




7.4.2 Nudopmauumsa no
3aKynKam

[JobaBneHo HoBoe TpeboBaHWe ANA BKAOYEHMA yBeAOMAEHUI 06
N3MEHEHMAX B NOCTABAAEMOM NPOAYKUMU

7.4.3 Bepudukauus
3aKYMNJIEHHOM NPOAYKLUMK

,ﬂ,06aB!'IEHbI HOBblE Tp66OBaHMﬂ O 4eATENbHOCTUN MO KOHTPOHO U
mMepam, KOTopble H606XO,£I,MMO NPUHATDL, KOr4a opraHn3auuun
CTAaHOBUTCS M3BECTHO O KaKMX-IMBO NU3MEHEHMAX B 3aKynaeN\oﬁ

NpoAyKuMm

7.5.1 YnpasneHue
Npon3BOACTBOM U
obcnyknuBaHnem

[JobasneHbl NogpobHOCTH, CBA3AHHbIE C YyNpaBaeHUEM
NpPou3BOACTBOM M OKasaHUA yCayr

7.5.2 YucroTa npoayKumm

JononHutenoHole TDE6OBaHMﬂ ,Cl,06aBIIEHbI B nepevyncneHue

7.5.4 leatenbHOCTb MO
obcnyKnBaHUO

Job6asneHo TpeboBaHWe NO NPOBELEHMIO aHAIM3a 3anuUCel
[eATeNbHOCTU, CBA3aHHOM ¢ 06C/yKMBaHNEM

7.5.6 Bannpgauyma
npoLLeccoB NPoOM3BOACTBA
N 0b6CnyKnBaHuA

JononHuTenbHble TpeboBaHUA A06aBNEHbI B NEPEYNC/IEHME.

JobaBneHbl NOAPOOHOCTU, OTHOCALWMECS K AEATE/IbHOCTH,
Tpebytowein Hanmums npouenyp.

OnpepeneHo TpeboBaHWe K BaMAaLMmM NPOrpammHOro
obecneyeHns OTHOCUTENIbHO PUCKOB, CBA3AHHbIX C MPUMEHEHNEM
nporpammHoro obecrneyeHus.

JobaBneHbl TpeboBaHNA, OTHOCALLMECA K 3aMMCAM MO Baanaaumm

7.5.7 CneymanbHble
TpeboBaHMA K Banngaumm
npoteccos
cTepuansaumm m
cuctemam b6apbepoB
CTEePUNBHOCTH

JobaeneHbl TpeboBaHMA gna cuctem bapbepoB CTEPUABHOCTH

7.5.8 UaeHTMdMKaums

Job6asneHbl TpeboBaHWA g5 YHUKANbHOW MAEHTUPUKALUM U3 ennii.

Job6asneHo TpeboBaHMe AOKYMEHTUPOBAHUA NpoLeaypbl
naeHTMOUKaLMmM NPoayKUMUU, B TOM YACIE B OTHOLLEHUMU
naeHTMGMKaLMM 1 cTaTyca NPoAyKLUM B NpoLecce NpoM3BoACTBa

7.5.11 CoxpaHeHue
COOTBETCTBMA NPOAYKLUUN

Job6asneHbl NOAPOOHOCTM NO AOCTUMKEHUIO COXPAHHOCTM

8.2.1 ObpaTHan cBA3b

[obasneHa nHpopmauma o Tom, 4To obpaTHas cBA3b AO/KHA
BKAKOYATb CHOP AaHHbIX KaK C NPON3BOACTBA, TaK M MOC/AE NPOAAXKM.

[obasneHo TpeboBaHWe NCNOIb30BaHMA 06PATHOW CBA3K B
npoueccax MeHeaKMeHTa PUCKa U B LLeNAX NoaaepKaHnA COOTBETCTBUSA
TpeboBaHMI1 K NPoAYKUUK

8.2.2 PaccmoTtpeHune
npeTeH3ni

[Jo6aBneH HOBbIN NOANYHKT

8.2.3 OT4yeTHOCTbL B
perynvpytoume opraHbl

[ob6aBneH HOBbIN NOAMNYHKT

8.2.6 MOHUTOPUHT K
n3mepeHme NpoayKunm

Job6asneHo TpeboBaHWe No naeHTndMKaLmm obopygoBaHus,
NCMOIb3YEMOTO ANSi U3MEPEHUI

8.3 YnpasneHue

ﬂ,06aB/'IeHbI I'IO,CI,pO6HOCTM, OTHOCALWMNECA K BUAAM KOHTPONA,




HEeCOOTBETCTBYOLLEMN KOTOpble JO/KHbI ObITb LOKYMEHTUPOBAHbI.
npoayKkuunen 0606weHbl TpeboBaHMA 0 BKAOYEHUN NPeANnPUHATbLIX AEACTBUMN U
060CHOBaHMA NPUHATLIX PELLEHWNA.

[JobaBneHbl TpeboBaHUA, OTHOCALLMECA K Pa3peLlleHMAM Ha
OTCTyNnAeHuMe.

PaspeneHbl TpeboBaHMA K 06Hapy*KEHHbIM HECOOTBETCTBUAM NEpes,
NoCTaBKOW, 06HAPYKEHHbIM NOC/IE MOCTAaBKM U B XO4€E Nepeaenku.

[obasneHo TpeboBaHWe K AOKYMEHTALMM, CBA3AHHOE C BblAaven
NOACHUTENbHbIX YBEAOMIEHWNI

8.4 AHann3 paHHbIX Job6asneHo TpeboBaHWe NO onNpeaeneHnIO U BKAKOYEHUIO
noAxoAALINX MeTOA0B, BKNOYAA CTAaTUCTUUYECKME METOAbI, U CTENEHU UX
NCMoJib30BaHMA.

[JobaBneHbl NoApOOHOCTU B NepeyeHb BXOAHbIX AaHHbIX

8.5.2 KoppekTtupytowme [obasneHo TpeboBaHWe 0 HEOBXOANMMOCTH Y6eanTbea, YTo

AencTema KOppeKTUpYoLWwme AeiCTBUA He OKa3blBatOT HEFaTUBHOIO BMSAHMA.
[obaeneHbl TpeboBaHMA 0 HEOBXOAUMOCTU MPUHATHSA

KOPPEKTUPYIOLWMX AeicTBUIM 6e3 HeonpaBaaHHOM 3a4ePKKU

8.5.3 [JobasneHo TpeboBaHMe 0 HEO6XOAMMOCTU YOeaAnTbCSA, YTO
Mpeaynpexaatowme npeaynpexgatowme 4encTBMA He OKa3blBalOT HEraTUBHOIO BAUAHUSA
aencrens

MpunoxkeHue B
(cnpaBoyHoe)

COOTBETCTBME MEXAY 1SO 13485:2016 M ISO 9001:2015

B Tabnnuax B.1 n B.2 npuBeaeHo cootseTcTBne mexay ISO 13485:2016 n ISO 9001:2015.

Tabnnua B.1
Cootsetctene mexay 1SO 13485:2016 mn ISO 9001:2015
MyHKTbI ISO 13485:2016 MyHKTbI ISO 9001:2015

1 O6nacTb NpUMeHeHun 1 O6nacTb NpMMeHeHUs

4.1.1 (6e3 HaMmeHOBaHUA) 4.3 OnpegeneHune 061acTM NPUMEHEHNA CUCTEMbI MEHEAKMEHTA
KauyecTea

4 Cuctema MeHeaKMeHTa 4 Cpepa opraHu3saumm

KayecTBa 4.1 NMoHMMmaHWe opraHnsaunm n ee cpeabl
4.2 NMoHMMaHMe NOTPeBHOCTEN M OXKUAAHUI 3aUHTEPECOBAHHbIX
CTOPOH
4.4 Cuctema MeHeaKMeHTa KayecTBa U ee NpoLecchl

4.1 O6wme TpeboBaHuA 4.4 Cuctema meHeaXMeHTa KayecTsa U ee npoueccol
8.4 YnpaBneHue npoueccamu, NpoayKLMen u ycayramu,




noctaBaAemMbiMn BHELWUWHUMU NOCTaBLLMUKaMU

4.2 TpeboBaHMA K
AOKYyMeHTauum

7.5 JokymeHTUpoBaHHaA MHGopmauua

4.2.1 ObLwme nofoKeHus

7.5.1 Obuwime NonoKeHmsn

4.2.2 PyKoBOACTBO NO
KayecTBy

4.3 OnpeaeneHune 061acT NPUMEHEHUA CUCTEMbI MEHEAKMEHTA
KauyecTBa

4.4 Cuctema meHeaXMeHTa KayecTsa U ee npoueccol

7.5.1 O6wme nonosKeHus

4.2.3 ®ainn meanNLMHCKOro
nsaenus

3KBMBANIEHTHbIM NMYHKT OTCYTCTBYET

4.2.4 YnpasneHue
OOKYMeHTaumel

7.5.2 Co3gaHue 1 aKTyanmsauma
7.5.3 YnpaBneHne AOKYMEHTMPOBAHHON MHbOpPMaLMEN

4.2.5 YnpasneHue 3anmcamm

7.5.2 Co3gaHue 1 akTyanmsauma
7.5.3 YnpaBneHne AOKYMEHTMPOBaHHON MHPopMaumei

5 OTBETCTBEHHOCTb
pyKoBoAcCTBa

5 Jinpgepctso

5.1 ObAasaTenbcTBa
pyKoBoAcCTBa

5.1 /lnpepctso U NPMBEPKEHHOCTb
5.1.1 O6wme nofoKeHns

5.2 OpueHTauma Ha
notpeburens

5.1.2 OpueHTauus Ha noTpebutenei

5.3 NonuTtrKa B obnactu
KauecTBa

5.2 Monuntuka
5.2.1 Pa3paboTka NoaAnTMKM B 061aCTM KavecTsa
5.2.2 lloBeaeHne NoAMTUKKM B 061acTM KavecTBa

5.4 NnaHnposBaHne

6 MNnaHnposaHue

5.4.1 Llenn B obnactm
KayecTBa

6.2 Llenn B o6i1act Kauectsa M NAaHNUPOBAHME UX SOCTUKEHUA

5.4.2 NMnaHupoBaHue
CO34aHUA 1 Pa3BUTHA
CUCTEMBI MEHEZKMEHTA
KauyecTBa

6 MNnaHnposaHue
6.1 JeicTBMA B OTHOLIEHUN PUCKOB U BO3MOKHOCTEN
6.3 MnaHUpoBaHME NIMEHEHUI

5.5 OTBETCTBEHHOCTb,
NoaHOMOYMA N 0bMeH
nHpopmauuen

5 Jlnpgepctso

5.5.1 OTBeTCTBEHHOCTb U
noaHomou4us

5.3 CDyHKLI,MM, OTBETCTBEHHOCTb M MOJIHOMOYUA B OpPraHn3aummn

5.5.2 MNMpeacTasutens
pyKoBOACTBA

5.3 CDyHKLI,MM, OTBETCTBEHHOCTb M MOJTIHOMOYUNA B OpPraHn3aunun

5.5.3 BHYTpeHHUIH 06meH
nHbopmauuei

7.4 ObmeH nHdpopmavumeit




5.6 AHanNM3 co CTOPOHDI
pyKoBoACTBa

9.3 AHanm3 co CTOPOHbI PYKOBOACTBA

5.6.1 Obuwme nonoxKeHus

9.3.1 O6wme NoNoKeHUs

5.6.2 BxoagHble gaHHble anA
aHanusa

9.3.2 BxogHble gaHHble aHan3a CO CTOPOHbI PYyKOBOACTBA

5.6.3 BbixogHble aaHHble gnA
aHanmsa

9.3.3 BbIXxoAaHble AaHHbIe aHa/n3a CO CTOPOHbI PYKOBOACTBA

6 MeHeaXmeHT pecypcoB

7.1 Pecypcbl

6.1 ObecneyeHne pecypcamu

7.1.1 Obwme NoNoKeHUs
7.1.2 Yenoseueckue pecypcol

6.2 YenoseuecKkne pecypcel

7.2 KomneTeHTHOCTb
7.3 OcBe4OMIEHHOCTb

6.3 UHPpacTpyKTypa

7.1.3 UHdpacTpyKTypa

6.4 NpounsBoacTBEHHAA cpeaa

7.1.4 Cpepa ona GyHKUMOHMPOBAHMA NPOLECCOB

7 Mpouecchbl })XU3HEHHOTO
LMKNa npoayKumm

8 [1eAaTenbHOCTb Ha CTagMAX *KNU3HEHHOrO UMKANA NpPpoAYKUUN N ycnyr

7.1 lNnaHnposaHue
NPOLLeCCOB }XU3HEHHOIo
LUMKNa NpoayKummn

8.1 NnaHupoBaHue 1 ynpasieHne 4eATeNIbHOCTbIO HA CTagmax
KM3HEHHOro UMKAa NpoAayKumun n ycnyr

7.2 Tpoueccol, CBA3aHHbIE C
notpebutenamm

8.2 TpeboBaHMA K MPOAYKLUMKN U yCayram

7.2.1 OnpepeneHne
TpeboBaHMI, OTHOCALLMXCA K

NPOAYKLMM

8.2.2 OnpegeneHune TpeboBaHUIM, OTHOCALLMXCA K NPOAYKLMMU U
ycayram

7.2.2 AHanu3 TpeboBaHUi,
OTHOCALLMXCA K NpOoAYKLMHN

8.2.3 AHanu3 TpeboBaHMii K NPOAYKLMU U yCayram
8.2.4 Ni3meHeHuA TpeboBaHMI K NPOAYKLMMU U yCayram

7.2.3 CBA3b c noTpebutensmu

8.2.1 CBa3b c noTpebutenamm

7.3 TpoeKTMpoBaHMe 1
pa3paboTka

8.3 lNpoeKTnpoBaHue 1 paspaboTka NPOAYKLMUN U yCayr

7.3.1 Obwme NonoKeHus

8.3.1 O6Lwme NosoKeHUA

7.3.2 NMnaHupoBaHue
NPOEKTUPOBAHUA U
pa3paboTku

8.3.2 NnaHnpoBaHMe NPOEKTUPOBAHMA N Pa3pPaboTKK

7.3.3 BxogHble gaHHble
NPOEKTUPOBAHMUA U
pa3paboTku

8.3.3 BxoAHble gaHHble 45 NPOEeKTUPOBAHUA M Pa3paboTKu

7.3.4 BbixogHble AaHHble
NPOEKTUPOBaAHUA U

8.3.5 BbIxo4Hble AaHHble MPOEKTUPOBaHNA U pa3paboTKu




pa3paboTku

7.3.5 AHanns npoeKkTa u
pa3paboTku

8.3.4 CpeacTBa ynpas/ieHUs NPOEKTUPOBaHMEM U Pa3paboTKoi

7.3.6 Bepudukauma npoekTta

1 paspaboTku

8.3.4 CpepcTBa yNpaB/ieHUA NPOEKTUPOBAHMEM M Pa3pPaboTKoi

7.3.7 Banngaumna npoeKkta u

pa3paboTku

8.3.4 CpeacTBa ynpaB/ieHUs NPOEKTUPOBaHMEM M Pa3paboTKoi

7.3.8 lNepepaya npoeKTa n
pa3paboTku

8.3.4 CpepcTBa ynpas/ieHUA NPOEKTUPOBAHMEM M Pa3pPaboTKoi

7.3.9 YnpasneHue
N3MEHEHMAMM MPOEKTA U
pa3paboTku

8.3.6 MIameHeHus NPOEKTUPOBAHUS U pa3paboTKu
8.5.6 YnpasneHne nsmeHeHNAMHU

7.3.10 ®aiinsbi
NPOEKTUPOBAHUSA U
pa3paboTku

7.5.3 YnpaBneHne AOKYMEHTMPOBaHHON HPopMaumei

7.4 3aKkynku

8.4 YnpasneHue npoueccamm, NpoayKUMen 1 ycayramu,
NoCTaBAAEMbIMU BHELLHMMM MOCTaBLLMKaMM

7.4.1 Mpouecc 3aKynok

8.4 Ynpas/sieHue npoueccamm, NpoayKumen 1 ycayramu,
NOCTaBAAEMbIMU BHELLHUMM MOCTABLLMKAMMU

8.4.1 O6wme NoNoKeHUs

8.4.2 Tvn n cTeneHb ynpasieHuA

7.4.2 UHdopmauma no
3aKynKam

8.4.3 UHdopmauua, npegocTaBasiemas BHELIHUM MOCTaBLIMKaM

7.4.3 Bepudukaumsa
3aKYNJIEHHOW NPOAYKUMK

8.4.2 Tvn n cTeneHb ynpas/ieHuUA
8.4.3 UHpopmaLma, npefocTaBaaemas BHELWHUM NOCTaBLMKaM
8.6 BbinycK npoayKumu n ycayr

7.5 MpounssoacTso u
obcnykumBaHue

8.5 Mpoun3soacTBO NPOAYKLUUM N NpeaocTaBaeHne yenyr

7.5.1 YnpasneHue
Npou3BoACTBOM U
obcnyXKuBaHMEM

8.5.1 YnpaBneHne Npon3BoACTBOM NPOAYKLMM 1 NPeaoCcTaBNeHNEeM
ycnyr

7.5.2 YucroTa npoayKumm

3KBMBAJNIEHTHbIM NYHKT OTCYTCTBYET

7.5.3 [leatenbHOCTb NO
MOHTaXy

3KBMBANEHTHbIN NYHKT OTCYTCTBYET

7.5.4 leatenbHOCTb NO
obcnyKMBaHUIO

3KBMBAJIEHTHbI NYHKT OTCYTCTBYET

7.5.5 CneymanbHble

Tp86OBaHMﬂ K CTEPUNBbHbIM

MeaNUNHCKUM n3gennam

3KBMBANEHTHbIN NYHKT OTCYTCTBYET




7.5.6 Banngauma npoueccos
npown3soacTBa U
obcnyuBaHus

8.5.1 YnpasneHue nponsBoaCcTBOM NPOAYKLNM U NPeaoCTaBNEHNEM
yenyr

7.5.7 CneymanbHble
TpeboBaHMsA K Banngaumm
NPOLLECCOB CTEPUIN3ALIUN U
cuctemam b6apbepoB
CTEPUNBHOCTH

3KBMBA/IEHTHbIN NYHKT OTCYTCTBYET

7.5.8 NpgeHTnduKaums

8.5.2 UaeHTMdMKaUMA U NPOCAEXMBAEMOCTb

7.5.9 MNMpocnexxnsaemoctb

8.5.2 UaeHTMdUMKauMA 1 NPOCNeKMBAEMOCTb

7.5.10 CobcTBEHHOCTD
notpebutenen

8.5.3 CobcTBEHHOCTL NOTPebuTenei i BHELWHUX NOCTABLLMKOB

7.5.11 CoxpaHeHue
COOTBETCTBUA NPOAYKLMMU

8.5.4 CoxpaHeHue

7.6 YnpasneHue
ycTponcTsamm gns
MOHUTOPWHIA N N3MEPEHNI

7.1.5 Pecypcbl 419 MOHUTOPUHIA U U3MEpPEHUA

8 NamepeHune, aHann3 u
yAyYLweHns

9 OugeHKa pe3ynbTaToB AeATeNbHOCTU
9.1 MOHUTOPUHT, U3IMEpPEHNE, aHaN3 U OLLEeHKa

8.1 ObLine nonoxKeHus

9.1.1 O6wMme NoNOoNKEHUA

8.2 MOHUTOPUHT U
nsmepeHue

9.1 MOHUTOPWHT, U3MepeHUEe, aHaNU3 U OLEHKA

8.2.1 ObpaTHan cBA3b

8.5.5 [1eATenbHOCTb NOCAE NOCTABKM
9.1.2 Ya0BNEeTBOPEHHOCTbL NOTpebuTenei

8.2.2 PaccmoTtpeHue
npeTeH3ui

9.1.2 Ya0BNeTBOPEHHOCTb NOTpebuTenei

8.2.3 OT4yeTHOCTbL B
perynvpytowme opraHbl

8.5.5 [1eATenbHOCTb NOCAE NOCTABKM

8.2.4 BHYTpeHHWUI ayauT

9.2 BHYTpeHHUI1 ayauT

8.2.5 MOHUTOPUHT K
n3MepeHme NpoLEeccos

9.1.1 O6wmMe NONONKEHUA

8.2.6 MOHUTOPWUHT 1
n3MepeHune NpoayKLnn

8.6 Bbinyck npogykumn n ycnyr

8.3 YnpasneHue
HECOOTBETCTBYIOLLEM
npoayKuuen

8.7 YnpaBneHue HeCOOTBETCTBYIOLMMM pe3ynbTaTaMm NpoLLeccoB

8.3.1 ObLme NoNoKeHus

10.2

8.3.2 [leiicTBMNA B OTHOLWEHUHN
HECOOTBETCTBYIOLLEM

8.7 YnpaBneHue HeCOOTBETCTBYIOLMMM pe3ynbTaTaMm NpoLLeccos




NpoAyKuum, obHapyXeHHOoM
00 MNOCTaBKM

8.3.3 [lelicTBuMA B OTHOWeEHMN | 8.7 YnpaBaeHWe HECOOTBETCTBYOLWMMM Pe3yIbTaTaMM NPOLLECCOB

HeCooTBETCTBYHOLLEN
NnpoAyKuMu, 06HapYHKEHHON
nocse NocTaBku

8.4 AHann3 gaHHbIX 9.1.3 AHanun3 1 OLUEHKA
8.5 YaydyweHune 10 YnyyweHune
8.5.1 O6Lwme nosoKeHus 10.1 O6wue nonoxeHun

10.3 MocToAaHHOE yay4dweHne

8.5.2 KoppekTtupytowme 10.2 HecooTBeTCTBMA 1 KOPPEKTUPYIOLLME AENCTBUA
Jencreus

8.5.3 Mpeaynpexpatowme 0.3.3 Puck-opneHTMpoBaHHOE MbillneHne

aencreums 6.1 JencTBma B OTHOLIEHUM PUCKOB 1 BO3MOXKHOCTEM

10.1 O6wue nonoxeHun
10.3 NocToAHHOE ynyyleHne

CootsetctBue mexay 1ISO 9001:2015 n ISO 13485:2016

Tabnunuya B.2

MyHKTHI ISO 9001:2015

MyHKTHI ISO 13485:2016

1 O6nacTb NPUMEHEHUA

1 O6nacTb NpUMeHeHUn

4 Cpepa opraHusaumm

4 Cuctema meHeaKMEHTA KayecTBa

4.1 MoHMMaHWe opraHM3aumnn 1 ee cpeabl

4.1 Obwue TpeboBaHUA

4.2 MNoHMMaHue noTpebHOCTEeN U OXNAAHUIA
3aMHTEPECOBaHHbIX CTOPOH

4.1 Obwue TpeboBaHUA

4.3 OnpepeneHne 061acTM NPUMEHEHUA CUCTEMDbI
MeHeAKMeHTa KayecTsa

4.1 Obwue TpeboBaHUA
4.2.2

4.4 Cuctema meHeaXMEHTa KayecTBa U ee
npoueccsl

4.1 O6buwue TpeboBaHUA

5 Jinpgepctso

5 OTBETCTBEHHOCTb PYKOBOACTBA

5.1 J/inpepctso 1 NpuBepKEHHOCTb

5.1 O6s3aTenbCcTBa PYyKOBOACTBA

5.1.1 Obuwme nonoxKeHus

5.1 O6s3aTenbCcTBa PyKOBOACTBA

5.1.2 OpueHTauus Ha noTpebutenei

5.2 OpueHTauus Ha notpebutens

5.2 Monntuka

5.3 MonunTtuKa B 06/1aCTU KayecTsa

5.2.1 Pa3paboTka NnonnTMKn B 061acTu KayecTsa

5.3 MoaunTtuka B 061acTH KayecTsa




5.2.2 JosBeaeHne NOAUTUKKN B 06/1aCTN KayecTBa

5.3 MNonnTtuka B obnactn KayecTtsa

5.3 chHKLI,MVI, OTBETCTBEHHOCTb X MOJIHOMOYNA B
opraHunsauuun

5.4.2 NnaHUpoBaHWe co3aaHnA U pa3BUTUA

CUCTembl MeHeaXMEeHTA Ka4vyeCTBa

5.5.1 OTBeTCTBEHHOCTb 1 MOJIHOMO4UA

5.5.2 MNpepcTasutens pykoBoacTsa

6 MNnaHnposaHue

5.4.2 NnaHnpoBaHWe co3gaHuA U pa3BnUTUA

CUCTEeMbl MeHeJXMeHTa Ka4yeCTBa

6.1 [leiicTBMA B OTHOLIEHUWN PUCKOB U
BO3MOHOCTEMN

5.4.2 NnaHUpoBaHWe co3aaHuA U pa3BUTUA

CUCTembl MeHeaXMEeHTA Ka4vyeCTBa

8.5.3 BHYTpeHHUIN 06meH nHpopmaumen

6.2 Llenn B 061acT KayecTsa M NIaHNUPOBAHUE UX
AOCTUXEHUNA

5.4.1 Llenn B obnactu KavecTsa

6.3 MNnaHnpoBaHUe N3MeHeHUM

5.4.2 MNnaHnpoBaHUe co3aaHnA U pa3BUTUA

CUCTemMbl MeHeaXMEeHTA Ka4yeCTBa

7 Cpeacrtea obecneyeHumn

6 MeHegXKMeHT pecypcos

7.1 Pecypcbl

6 MeHeaKMeHT pecypcoB

7.1.1 Obwme nonoxKeHua

6.1 ObecneyeHue pecypcamm

7.1.2 Yenoseyeckue pecypcol

6.2 Yenoseueckune pecypcol

7.1.3 NHdpacTpyKTypa

6.3 UHdpacTpyKTypa

7.1.4 Cpepa ana GYHKUMOHUPOBAHMA NPOLLECCOB

6.4.1 MNMpounssoacTBEHHAA cpeaa

7.1.5 Pecypcbl 418 MOHUTOPUHIA U U3SMEPEHUA

7.6 YnpaBneHue ycTponcTeamm gns
MOHWUTOPUHIA U U3MEPEHUI

7.1.5.1 Obwue TpeboBaHus

7.6 YnpaBneHue yCcTpoicTBaMm Ann
MOHUTOPWUHIA U U3MEPEHUI

7.1.5.2 Mpocnexnsaemoctb U3mepeHus

7.6 YnpaBneHue ycTponcTesamm gns
MOHWUTOPUHIA U U3MEPEHUI

7.1.6 3HaHuMA opraHu3saunm

6.2 Yenoseueckue pecypcol

7.2 KomneTteHTHOCTb

6.2 Yenoseyeckue pecypcobl

7.3 OcBeAOM/IEHHOCTb

6.2 Yenoseueckue pecypcol

7.4 O6meH nHdopmaumei

5.5.3 BHyTpeHHWU1 obmeH nHbopmaumei

7.5 JokymeHTMpoBaHHan MHGopMaLms

4.2 TpeboBaHMA K JOKYMEHTaLUK

7.5.1 Obwme nonoxKeHus

4.2.1 O6bwme nonoxeHua

7.5.2 Co3gaHune u akTyanmsaums

4.2.4 YnpasneHue AOKYMeHTaLMeN
4.2.5 YnpaBneHue 3anncamm

7.5.3 YnpaBneHne 4OKYMEHTMPOBAHHOM

4.2.3 dann meguLUMHCKOro nsgenuva




nHpopmauuen

4.2.4 YnpasneHne AOKYMeHTaLMen
4.2.5 YnpasneHue 3anucamm
7.3.10 ®alinbl NPOEKTUPOBaHMA 1 Pa3pPaboTKK

8 [leaTeNlbHOCTb Ha CTaAMAX KU3HEHHOIO LMKNa
NPOAYKLMM U yCayr

7 NMpoueccbl XXU3HEHHOro LKA NPoayKuum

8.1 MnaHupoBaHWe 1 ynpas/ieHne AeATeNbHOCTbIO
Ha CTaAuAX XXM3HEHHOTO LMKAa NPOAYKUMN U
ycnyr

7.1 NMnaHnpoBaHMe NPOLECCOB XU3HEHHOTO
UMK NPOAYKLUUMN

8.2 TpeboBaHMsA K NpOAYKLMU U yCayram

7.2 Mpoueccsl, cBA3aHHbIe C NoTpebuTenamm

8.2.1 CBAa3b c noTpebutensmu

7.2.3 CBA3b c noTpebutenamm

8.2.2 OnpepgeneHue TpeboBaHMI, OTHOCALLMXCA K
NPOAYKLUMM U ycayram

7.2.1 OnpeaeneHune TpeboBaHUM, OTHOCALLMXCA
K NpoayKuuu

8.2.3 AHann3 TpeboBaHM K NPOAYKLMU U yCayram

7.2.2 AHanu3 TpeboBaHM, OTHOCALLMXCA K
npoAayKuum

8.2.4 UameHeHUs TpeboBaHMMN K NPOAYKLUN U
ycayram

7.2.2 AHanu3 TpeboBaHU, OTHOCALLMXCA K
npoAayKuum

8.3 NpoeKTnMpoBaHMe U pa3paboTKa NPoAyKLUUKN K
ycnyr

7.3 MpoeKkTnpoBaHmMe n paspaboTka

8.3.1 O6Lwme nosnoKeHus

7.3.1 ObuwMme nonoxeHus

8.3.2 MMnaHMpoBaHME NPOEKTUPOBAHUA U
pa3paboTku

7.3.2 NnaHUpoBaHWe NPOEKTUPOBAHUA U
pa3paboTkm

8.3.3 BxogHble AaHHbIEe A4NA NPOEKTUPOBAHUA U
pa3paboTku

7.3.3 BXxoaHble AaHHble NPOEKTUPOBAHMUA U
pa3paboTku

8.3.4 CpeacTtea ynpaBaeHUAa NPOEKTUPOBAHUEM U
pa3paboTkoi

7.3.5 AHanu3 NpoeKTMpPOBaHMA N pPa3paboTKm
7.3.6 Bepuoukauma npoeKTMpoBaHUa u
pa3paboTku

7.3.7 Banngaumna npoeKkTMpoBaHma u
pa3paboTku

7.3.8 MNepeanaya NnpoeKkTa 1 pa3paboTku

8.3.5 BbIxoAHble AaHHble NPOEKTUPOBAHMA U
pa3paboTku

7.3.4 BbIxoAHble AaHHble MPOEKTUPOBAHMA U
pa3paboTku

8.3.6 MIameHeHUsa NPoeKTUPOBaAHUA U pa3paboTKu

7.3.9 YnpasneHue nsmeHeHMAMMN
NPOEKTUPOBAHMA U pa3paboTKu

8.4 YnpaBsieHMe npoueccamu, NpoayKLmen 1
ycyramu, nocTaBAaeMbIMU BHELIHUMU
NocCTaBLMKaMMU

4.1 Obwue TpeboBaHus (4.1.5)
7.4.1 Mpouecc 3aKynok

8.4.1 ObLwwme nonoKeHUs

7.4.1 MNpouecc 3aKynokK

8.4.2 Tvin n cTeneHb ynpasaeHua

4.1 Obwue TpeboBaHus (4.1.5)
7.4.1 Mpouecc 3aKynok




7.4.3 Bepudunkauyma 3aKynieHHom npoayKumm

8.4.3 UHpopmauua, npegocTaBaseman BHELHUM
MoCTaBLUKaAM

7.4.2 Nndopmauma no 3akynkam
7.4.3 BepudmrKaLuma 3aKynAeHHOM NpoayKuum

8.5 MNpomn3BoacTBo NPOAYKLUN U NpeaocTaBaeHne
yenyr

7.5 MNpounsBoacTBo 1 ob6cyKMBaHUe

8.5.1 YnpasneHune npomM3BoaCTBOM NPOAYKLNU U
npeaocTasieHnem ycnyr

7.5.1 YnpasneHue nponssoacTtBOM n
obcnyKmMBaHnem

7.5.6 Bannpauna npoueccos Npon3BoACTBaA U
obcnyKmBaHuA

8.5.2 UaeHTUdUKAUMA M NPOCAEKMBAEMOCTb

7.5.8 NpeHTndpukaumn
7.5.9 MNMpocnexnsaemoctb

8.5.3 CobcTBEHHOCTb NOTpebuTenen Ui BHeWHNX
NOCTaBLMKOB

7.5.10 CobcTBEHHOCTL NOTPEbUTENEM

8.5.4 CoxpaHeHue

7.5.11 CoxpaHeHne cOOTBETCTBMA NPOAYKLUMUMN

8.5.5 [leAaTenbHOCTb NOCNE NOCTAaBKU

7.5.1 YnpasneHue nponssoacTtBOM n
obcnyKmBaHnem

7.5.3 [1eAaTenbHOCTb MO MOHTaXy

7.5.4 [leatenbHOCTb N0 06CNYKUBaAHUIO
8.2.2 PaccmoTpeHume npeTeHsnit

8.2.3 OTYeTHOCTb B peryanpytowme opraHbl
8.3.3 [lelicTBNS B OTHOLWIEHUM
HEeCOOTBETCTBYIOLLEN NPOAYKUUM,
0bOHapyeHHOW Noc/ie NOCTaBKM

8.5.6 YnpasneHne nsmeHeHnAmMu

7.3.9 YnpaBnieHne n3sMeHeHMAMMN NPOEKTa U
pa3paboTku

8.6 Bbinyck npoayKLumnn n ycnyr

7.3.4 BbIxoAHble AaHHble MPOEKTUPOBAHUA U
pa3paboTku
8.2.6 MOHUTOPUHT N n3mepeHune NpoayKLmn

8.7 YnpaBneHne HeCOOTBETCTBYIOLNMM
pesy/nbTaTamu NPoLLeccoB

8.3 Ynpas/ieHne HeCOOTBETCTBYIOLLEN
npoayKuunen

9 OueHKa pe3yabTaToB AeATeNbHOCTU

8 M3amepeHune, aHanns3 n yaydweHue

9.1 MOHWUTOPUHT, U3MEpPEHNE, aHaNU3 U OLEHKa

8 MamepeHune, aHanmn3 n yaydweHume

9.1.1 O6LwmMe NooKEHUSA

8.1 O6Lme NoNoKeHUs
8.2.5 MOHUTOPUHT N U3mepeHue NpoLLeccos
8.2.6 MOHUTOPUHT N U3mepeHue NpoayKUumn

9.1.2 Yn0BNEeTBOPEHHOCTbL NOTpebuTenei

7.2.3 CBA3b c noTpebutensamu
8.2.1 ObpaTHan cBA3b
8.2.2 ObpalleHne ¢ NPeTeH3naAMU

9.1.3 AHanun3 1 oueHKa

8.4 AHann3 gaHHbIX

9.2 BHYTpPEeHHWUI ayanT

8.2.4 BHyTpeHHUI ayguT




9.3 AHa/In3 CO CTOPOHbI PYKOBOACTBA

5.6 AHaNM3 CO CTOPOHbI PYKOBOACTBA

9.3.1 O6Lwme NosoKeHUs

5.6.1 Obuwme nonoxkeHus

9.3.2 BxogHble gaHHble aHaM3a CO CTOPOHbI
pyKoBOACTBA

5.6.2 BxoagHble gaHHble anA aHanmsa

9.3.3 BbIxogHble AaHHble aHaan3a CO CTOPOHDI
pyKoBOACTBa

5.6.3 BbixogHble gaHHble anA aHanm3a

10 Yny4yweHue

8.5 Yay4yweHune

10.1 O6uwme nonoxeHun

8.5.1 O6Lwme nosoKeHus

10.2 HecooTBeTCTBUA U KOppPEKTUpYtoLwme
aencreumn

8.3 Ynpas/sieHne HeCOOTBETCTBYIOLLEN
npoaykume
8.5.2 KoppeKkTtupytowme gencrema

10.3 MNocToAHHOE ynyyleHne

5.6.1 ObuwMme nonoxkeHms
8.5 Yay4yweHune

MpunorkeHune A
(cnpaBoyHoe)

CBEAEHWMA O COOTBETCTBMW CCbI/TOYHbBIX MEXKAYHAPOOHbLIX CTAHOAPTOB
MEXTOCYJAPCTBEHHbIM CTAHOAPTAM

Tabnunua JA.1

0O603Ha4YeHne 1 HaMMeHOoBaHMe
CCbIJTIOYHOIo mexayHapoaHoro
CTaHAQapPTa

CreneHb
€cOOTBEeTCTBUA

O603HauYeHne 1 HaMMeHOBaHKe
MEXrocyaapCrBeHHOro CtaHgapTa

ISO 9000:2015

<*>

<*> COOTBETCTBYIOWMI MEKIOCYAapPCTBEHHbIM CTaHAAPT oTcyTcTByeT. [Oo ero yTBep:KAeHUs
peKkomMeHayeTcA UCNo/b30BaTb NEPEBOA Ha PYCCKMI A3bIK A4aHHOTO MEXAYHapoAHOro cTaHgapTa.
MepeBoa AaHHOrO MeXAyHapoAHOro cTaHAapTa Haxoautca B dPepepanbHoM MHGOPMALMOHHOM

doHAe cTaHaaPTOB.

BUB/TIMOTPADUA

[1] 1SO 9001:2015

Quality management systems - Requirements (Cuctembl

MeHeKMeHTa KayecTsa. TpeboBaHusA)




[2]

3]

[4]

(5]

6]

(7]

(8]

[9]

[10]

[11]

[12]

[13]

SO 10012

SO 11607-1:2006

SO 11607-2

ISO 14644 (Bce 4acTtu)

ISO 14698 (Bce yacTtu)

ISO 14971:2007

SO 19011

IEC 62366-1

GHTF/SG1/N055:20094

GHTF/SG5/N4:2010

GHTF/SG1/N70:20116

GHTF/SG1/N071:20127

Measurement management systems - Requirements for
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U3MEPEHUI U U3MePUTENbHOMY 060PYI0BaHNIO)

Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging
systems (YMakoBKa MEOMUMHCKUX W34/, NOoANEerKaLLmX
duHMWHON cTepunmsaumn. Yactb 1. TpeboBaHMA K maTepuanam,
6apbepHbIM CUCTEMAM ANA CTEPUAM3ALUM U YNAKOBOYHbLIM
cuctemam)

Packaging for terminally sterilized medical devices - Part 2:
Validation requirements for forming, sealing and assembly
processes (YNakoBKa MeAUUMHCKUX W34eNWi, noafieskalmx
OUHUWHOW cTepunmnsaumn. Yactb 2. TpeboBaHWA K Banngaumu
npoueccos popmMUpPOBaHNA, repMeTM3aLLnm U cbopKu)

Cleanrooms and associated controlled environments (YucTble
NomeLLeHUA N CBA3aHHbIE C HUMU KOHTPOAUpPYemble cpedbl)

Cleanrooms and associated controlled environments -
Biocontamination control (YucTble nomelweHnsa u cBA3aHHbIE C
HUMM KOHTpOoAMpyemble cpeabl. KOHTpoIb B1o3arpasHeHuin)

Medical devices - Application of risk management to medical
devices (M3penna mepmumHckue. TNpUMEHEHME MeHegyKMeHTa
pUCKa K MeOULMHCKUM U3LEeNNAM)

Guidelines for auditing management systems (PykoBogcTBo no
ayauTy CUCTEM MEHeKMEHTa)

Medical devices - Part 1: Application of usability engineering to
medical devices (U3penna meguumHckme. Yactb 1. MpumeHeHue
NPOEKTUPOBAHUS C YY4ETOM 3SKCMIyaTaLMOHHON MPUrogHOCTU K
MEANUNHCKUM U34eUAM)

Definition of the Terms "Manufacturer", "Authorized
Representative", "Distributor" and "Importer" (OnpeaeneHue
TepmnHoB "UsroTtosuTenb", "OduumanbHbii nNpeactaBuTens”,
"Ouctpubblotop" 1 "MmnopTep")

Post-Market Clinical Follow-Up Studies (MocnenpogaHoe
HabntoaeHUe B pamKax KAMHUYECKUX UCCaeoBaHuMIA)

Label and Instructions for Use for Medical Devices (3TMKeTKa u
WHCTPYKLMM NO NPUMEHEHMUIO MEANLMHCKUX U3aeNMIA)

Definition of the Terms "Medical Device" and "In Vitro Diagnostic
(IVD) Medical Device" (OnpeaeneHune TepmmHoB "MeauUMHCKOe
nsgenune" n "MeamumHcKoe nsgenne Ana AMarHoCTUKM in-vitro")




