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BBenexHue

Hacroswumii ctangapt asnaetca TpeTbum ndgaHunem ISO 13485, oTMEHSIET M 3aMeHSeT BTOPOE usjaHue
(ISO 13485:2003) n ISO/TR 14969:2004, koTOopble ObINM TEXHUYECKU NEPECMOTPEHLI. OH TaKKe BKIMIOYAET B
cebs TexHuyeckyto nonpasky 1SO 13485:2003/Cor. 1:2009. CeoaHas Tabnuuia USMEHEHWI, BKIIOYEHHbIX B 3TO
U3gaHue No CPaBHEHUIO C NMPeabIAYLLMM, MPUBEAEHA B NPUMOXKEHUU A.

0.1 OBLMe NoNOXeHUs

Hacroawwmin ctangapT ycraHasnmBaeT TPeGOBaHUA K CUCTEME MEHEDKMEHTa KayecTBa, KoTopble MO-
YT NPUMEHATLCA OpraHu3auuel, y4acTByoLEen B OAHOM UM HECKOMbKNX CTAANSIX XKU3HEHHOTO LMKna Meau-
LMHCKOTO U3AEenusi, BKIoYasi NPoeKTMpoBaHme u paspaboTKy, NPOU3BOACTBO, XPAHEHUE U NOCTaBKY, MOHTAMX,
TexXHU4ecKoe 06Cny>XxmBaHne, OKOHYaTENbHbINA BbIBOA U3 SKCNNyaTauuMmn U yTunm3aumio MeauumHCKUX u3aenum
UNnn NpeaocTaBneHne CBA3aHHbIX C HUIMK YCNyT (Hanpumep, TexHu4eckas nogaepxka). TpeboBaHus, yCTaHOB-
NeHHble B HACTOsILLEeM cTaHAapTe, MOTyT Takke ObiTk MCNONb30BaHbLI NOCTABLUMKAMY OPFraHU3ALMW UMM UHBIMK
BHELUHUMW CTOPOHaMU (Hanpumep, NOCTaBLUUKAMU CbiPbsi, KOMMNOHEHTOB, COOPOYHbLIX Y3NOB, MEAULIMHCKUX
u3genuii, ycnyr no crepunusaumu, noBepke U kanubposke, AUCTPUBBLIOTOPCKNUX YCIYT, YCITYT MO TEXHUYECKOMY
o6cnyxmBannio). MocTaBLUMK UMW BHELUHAS CTOPOHA MOTYT J0GPOBOSIbHO NMPUMEHSTb HACTOALLUMIA CTaHAapT
ANs JeMOHCTpauumu COOTBETCTBUSA ero TpeboBaHuAM G0 COOTBETCTBUE TPeOOBaHUAM MOXET ObITb YCTAHOB-
JIEHO KOHTPAaKTOM.

B HekoTOpbIX IOPUCAUKLMAX UMEIOTCA perynupytowme TpeboBaHusa Ans NPUMEHEHUs1 K CUCTeMaM Mme-
He>KMeHTa Ka4yecTBa OpraHn3aumnii C pasnuyHbIMK POSISIMU B LIEMU MOCTABOK MEAULIMHCKUX n3aenuii. Cneno-
BaTenbHO, HACTOALMIA CTaHAaPT NPeAnonaraet, YTo OpraHM3aums:

- onpegensiet ceo(M) ponb(M) B COOTBETCTBUM C MPUMEHMMBIMU PEFYNUPYIOLLMMU TPEOOBAHUAMY;

- onpegensieT perynupytowime TpeboBaHnA B paMKkax 3TON(3Tux) ponu(e);

- BKITIOMAET 3TM NPMMEHUMbIE perynupytowue TpeboBaHNA B CUCTEMY MEHEIKMEHTA KayecTBa.

MpumevaHus

1 B KOHTeKCTe HacTOSLero cTaHaapTa TepMUH «IOPUCAUKLMAY O3HaYaeT TeppuTopuanbHO-aMUHUCTPaTUBHYIO
SAWNHULY, Ha KOTOPYIO pacnpocTpaHsoTes perynupytoLue TpeboBaHus.

2 B KOHTEKCTe HacTosILLero cTaHgapTa TePMUH «pornby» NogpasymMeBaeT BU JesATeNbHOCTY OpraHu3aLymn NpUMeHm-
TeNbHO K MeaguUMHCKoMY usgenuto (M. n. 4.1.1).

TepMUHONOrUS B NPUMEHUMbIX PETYNUPYIOLLMX TPEBOBAHNAX MOXET OTNUYATLCA B PA3fUYHBIX CTPaHax
n permoHax. OpraHusaums JOMmKHa NOHUMAaTL, Kakum 06pa3om TpeboBaHUs, YyCTAHOBIIEHHbLIE B HACTOALWEM
cTangapte, OyayT UHTEPNPETUPOBATLCSA B TEPMUHONMOMM, UCNONbL3yEMON B 3aKOHOAATENbLCTBE TEX IOPUCAMK-
LW, B KOTOPbLIX MeauuMHckne nsgenua OyayT obpawiarscs.

HacTosAwmin ctaHaapT Takke MOXKET NPUMEHSITbCA BHYTPEHHUMM U BHELULHUMU CTOPOHaMU, BKIIOYas op-
raHbl No cepTudmkaLum, AnsA OLEHKM CNOCOBHOCTM OpraHu3auuun yaoBneTeopsite TpeboBaHuaM notTpedurtene
U perynupyromm Tpe6oBaHusiM, NpeabABNsSeMbIM K CUCTEME MEHEIDKMEHTA Ka4yeCTBa, a Takke COOCTBEHHbIM
TpebosaHuaM opraHu3aumu. TpeGoBaHMs K CUCTEME MEHEIXKMEHTA KauecTBa, YCTAHOBIEHHbIE B HACTOALLEM
cTaHgapTe, ABNATCA AOMOMHAOWMMU MO OTHOLUEHUIO K TEXHUYECKUM TPEBOBaHUAM K NPOAYKLUUU, KOTOPbIE
ABNAOTCA HEOOX0aMMbIMU ANA Y40BNETBOPeHUs TpeboBaHuii notpebutenei, U K NPUMEHUMBIM PErynupyto-
WM TpeboBaHuAM Ana obecnevyeHns 6e30nNacHOCTH U (PYHKLIMOHATIbHBIX XapaKTEPUCTUK.

CosgaHue cucTemMbl MEHEIXKMEHTA KayecTBa TPeOyeT CTpaTernyeckoro peLueHus opraHusauuu. Ha pas-
paboTKy U BHEAPEHME CUCTEMbl MEHEMKMEHTA Ka4eCTBa opraHM3auum BIUSIOT:

a) BHYTPEHHSIAA OpraHu3auuoHHas cpeaa, U3MEeHeHUs 3TON CPeabl U BNUSHME OPraHn3aumoHHON Cpeabl
Ha COOTBETCTBUE MEeAULIMHCKUX U3 Enui;

b) nameHsoWwmecs noTpeGHOCTU OpraHu3aLmu;

C) KOHKPETHbIE Lienu opraHnsauuu;

d) Bbinyckaemasi NpoayKUuS;

€) NPUMEHSAEMbIe NPOLECChI;

f) pasmep opraHusauum U opraHM3aLMOHHas CTPYKTYpa;

g) perynupytome TpeboBaHnA, NPUMEHUMBIE K AEATENLHOCTU OpraHu3auuu.

HacroAwwmin ctaHaapT He npeanonaraer eanHoobpasus B CTPYKType pasnuyHbIX CUCTEM MEHEAKMEHTA
Ka4yecTBa, eanHoobpasnsa AOKYMEHTaLMUM WU BbICTPAWBaHMSA NO NMYHKTAM CTPYKTYPbl HACTOSLLErO CTaHaapTa.

CywyectByeT 6onbLUOe pa3Hoobpa3ne MeAULMHCKUX U3AEenuii, U HeKOTOpble KOHKpeTHble TpeGoBaHus
HaCTOoALLEro craHaapTa NPUMEeHUMbl TOSIbKO K TEM rpynnaM MeAMLMHCKUX U3genuil, onpeaeneHnsa KOTopbiM
AaHbl B pasgene 3.
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0.2 PasbsCHEHME NOHATUI

B HacTosLEeM CTaHAapTe UCMONb3YIOTCA CrieayloLMe TEPMUHbI UM CIIOBOCOYETAHMUS, KOTOPbIE NCMOSb-
3YKOTCA B KOHTEKCTE, ONMUCAHHOM HUXKE.

Korga TpeboBaHue COnpoBOXAAaeTcs CMOBOCOYETAHMEM «ECNU LienecoobpasHoy, BbiNOnHeHue Tpebo-
BaHUA sABNSETCA LenecoobpasHbiM, eCrniv opraHm3auus He MoXeT 060cHOBaTb obpartHoe. BeinonHeHue Tpe-
6oBaHuA cuMTaeTcs LienecoobpasHbiM, eCrniv 3TO HEOBX0AMMO NS TOro, YTOOLI:

- MPOAYKUUS yAOBNETBOPANa TpeGoBaHUAM;

- COOTBETCTBOBATL MPUMEHUMbIM PETYNUPYIOLLIMM TPEBOBaHUAM;

- OCYLLECTBNATb KOPPEKTUPYIOLLUME AEACTBUS;

- OCYLLECTBNATb MEHEXKMEHT pucka.

Tam, rae ucnonb3yeTcst TEPMUH «PUCK», MPUMEHEHWE TEPMMUHA B paMKaXxX HACTOSALLIErO MEXAYHapOAHOTO
cTaHaapTa OTHocUTCA K TpeboBaHMAM 6e30NacHOCTU U (DYHKLMOHANbHLIM XapakTepucTnkaMm MeguLMHCKOro
n3aenua Unu Ans BbIMONHEHWA NPUMEHUMbIX PErYNUPYOLLIMX TpeBoBaHWA.

Koraga Heo6xoanmo, 4tobbl TpeboBaHue GbINo «40KYMEHTUPOBAHO», OHO TaKke AOMKHO ObiTb YCTaHOB-
NEHO, BHEAPEHO U NOAAEPKNBATLCA B paboyem COCTOSHMMN.

B TekcTe HacTosILLEro ctaHaapra TEPMUH «NPOAYKLMSA» MOXET 03Ha4aTh Takke «ycnyry». MNpoaykuus
SIBNSAETCA pe3ynbTaToM, KOTOpPbI NpeaHasHaveH ansa notpebutens unu um 3arpebosaH, nubo 3agaHHbIM pe-
3ynsLTaToM NpoLecca npomM3BoOACTBa NPOAYKLMN.

Tam, rae ucnonb3yeTcs TEPMUH «perynupytolumne TpeboBaHusiy, OH BKrodaeT B ceb6a TpeboBaHus, co-
aepxawmecs B NodOM 3aKOHOAATENBHOM akTe, MPMMEHMMOM K NONb30BaTEN0 HACTOALWEro ctaHaapra (Ha-
NPUMEP, 3aKOHbI, NOA3AKOHHbLIE aKTbl, MPEANUCAHUS U AUPEKTUBDI).

MpumeHeHne TepmuHa «perynupytome TpebosaHusay orpaHuYeHo TpeboBaHUAMKU, NPeaAbABASAE MbIMU
K cucTeMe MeHeIKMEHTa KavyecTBa, a Takke 6e30nacHOCTU UM (PYHKLUMOHASbHBIM XapaKTepucTukam Meau-
LMHCKOTO U3aenus.

B HacTosiLem cTaHaapTe NCNonb3yloTcs cneayowme rmarofbHble (opMbI:

- «[JomkeH» ykasbiBaeT Ha TpeboBaHue;

- «CnenyeTy ykasblBaeT Ha PEKOMEHAAUMIO;

- «Morno 6bi» yka3biBaeT Ha paspeLueHue;

- «MoxeT» yka3blBaeT Ha CNOCOGHOCTL UMM BO3MOXHOCTb.

Mudopmaums, o6o3HavyeHHasa kak «pumeyvaHue», HOCUT XapakTep PYKOBOAALUMX YKa3aHWUI Ansi NOHM-
MaHWUs UMM pa3bACHEHUA COOTBETCTBYIOLLErO TpeboBaHus.

0.3 MpoueccHbln noaxoa

Hacrosiwumin ctaHgapT 0CHOBaH Ha MPOLIECCHOM NOAX0AE K MEHEMXMEHTY kadecTsa. Jliobylo aedarernb-
HOCTb, KOTOPas UMEET BXOA W npeobpasyeT ero B BbIXO[ MOXXHO pacCMaTrpuBaTb Kak npouecc. Yacto Bbixog,
O[IHOrO NpoLecca sABMAETCA BXOAOM CreAyloLero npoyecca.

AnA ycnewHoro gyHKUMOHWPOBAHUA OpraHuM3auusi OMkHa OnpeaernuTb MHOTOYUCNEHHbIE U B3aUMO-
CBAA3aHHbl€ NpoLecchl U yNpaenATb UMU.

MpuMeHeHne cucTemel NPOLECCOB B PpaMKax OpPraHu3aLuumM COBMECTHO C UX naeHTMdUKaUumMen u s3au-
MOJENCTBMEM NPOLIECCOB, a8 TaKXKe UX MEHEIKMEHTOM ANSA NONyYeHUs Xenaemoro pesynsrara MOXeT ObiTb
onpeaeneHo Kak «npoLECCHbIN NoAX0A».

MpuMeHeHne NPOoLECCHOro NoAxXoAa B CUCTEME MEHEeAXKMEHTA KayeCTBa No3BONSET:

a) NOHWUMATb U NOCTOSAAHHO BLIMNOMHATL TPEOOBaHUS;

b) paccmarpuBaTtb NPOLECCHI C TOYKM 3peHNUst J0GaBNEHNS UMK LLEHHOCTH;

C) AocTuratb pesynsTatuBHOrO DYHKLIMOHUPOBAHUS NMPOLIECCOB;

d) ynyywartb NpoLecChl HA OCHOBE OOBLEKTUBHbLIX U3BMEPEHUIA.

0.4 Cesasb ¢SO 9001

XOTA HACTOALUMI CTAHAAPT SAABNSAETCA aBTOHOMHbIM, OH OCHOBaH Ha |SO 9001:2008, koTophbIi Obin 3a-
MeHeH Ha ISO 9001:2015. Ona yao6cTBa Nonb30BaHUs B NPUNOXEHUM B npuBegeHO COOTBETCTBUE MeXay
nyHkramu 1ISO 9001:2015 1 HacTOALLMM CTaHAAPTOM.

Hacrosiumin ctaHaapt npegHasHadeH ana obneryeHus rmobanbHOro CornacoBaHusi COOTBETCTBYHOLLMX
perynupytowmx Tpe6oBaHuii K cUCTeMaM MeHePKMEHTa Ka4yecTsa, NPUMEHUMbIX K opraHu3auusiM, y4acTBy-
IOLLYM B OAHOMN UMW HECKOMbLKUX CTAaAMSX XXM3HEHHOTO LMKNa MEeaAULMHCKOTO n3genus. Hacroswmin ctaHaapt
BKIOYaeT B cebs1 HEKOTOpble 0CoOble TpeboBaHUS AN OpraHu3auuii, y4acTBYOLUMX B XXMU3HEHHOM LIUKIE Me-
OULIMHCKMX U3Aenuin U UCKINoYaeT HekoTopble n3 TpebosaHuin 1ISO 9001, koTopble He LenecoobpasHbl B kKade-
CTBE perynupyrowmx TpeboBaHuii. M3-3a aTux UCKMIOYEHUA opraHm3aummu, CUCTEMbl MEHE)KMEHTa KadyecTBa
KOTOpPbIX COOTBETCTBYIOT HACTOsILLIEMY CTaHAApPTY, HE MOryT npeTeHaoBaTb Ha cooTBercTBue ISO 9001, ecnu
NX cucTeMa MeHeKMEHTa kayecTBa He oTBevaeT BceM Tpebosanuam ISO 9001.

\
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0.5 CoBMECTUMOCTb C APYrMMU CUCTEMAMU MEHEDKMEHTA

HacToswuii cTaHaapT He COAEPXUT crieumanbHbIX TPeGOBaHMI K APYrMM CUCTEMAM MEHEIDKMEHTA, Ha-
npuMep K CUCTEMaM MEHEKMEHTA OXpaHbl OKpYXKatoLLei cpeabl, 6e3onacHoCTi U NPoteCcCMoHaNLHOO 340-
pOBbS, A TaKKe (YMHAHCOBOIO MEHEHKMEHTA.

OJHaKO HACTOSILUMIA CTAHAAPT NO3BOSIAET OPraHNM3aUnuK COrMacoBLIBATL UM UHTErPUPOBATL CBOIO COO-
CTBEHHYIO CUCTEMY MEHEI)KMEHTa KauyecTBa C COOTBETCTBYIOLMMK TPEBOBAHWSAIMU APYrMX CUCTEM MeHed-
KMEHTA.

OpraHu3auusi MOXeT aaanTMpoBaTh [EeNCTBYIOLLYIO CUCTEMY (CUCTEMBI) MEHEAXKMEHTA AMNSt CO3A4aHUA
CUCTEMbI MEHEDKMEHTA KayecTBa, COOTBETCTBYIOLLEl TpeGoBaHUAM HACTOALLEro cTaHaapTa.

Vil
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M EXTOGCY.APCTBETUHHB H CTAHAAPT

N3penua meguumMHCcKue
CUCTEMbI MEHEJXKMEHTA KAYECTBA
TpeGoBaHuA OnA uenen perysiMpoBaHus

Medical devices. Quality management systems. Requirements for regulatory purposes

Hara BBegeHnsa — 2018—06—01

1 OBnacTb NpUMeHeHus

HacrosAwwmin ctTangapt yctaHaBnvBaeT TpeboBaHMA K CUCTEME MEHEIKMEHTA KavyeCTBa B Cryyasix, koraa
opraHm3auumn HeoBxoanMo NPOAEMOHCTPUPOBATL CNOCOOHOCTL NOCTaBNATbL MEAULMHCKME U3AENNSA U Npeao-
CTaBNsAATb CBA3aHHOE C HUMK 0BCnyXuBaHue, oTeevarome TpebosaHmam noTpebutena u NPUMEHNMbIM pery-
nupyowmm TpeboBaHuam. Takue opraHm3auum MoryT OblTb BOBMNEYEHbI B OHY UMM HECKOMNbKO CTaaumM >Kn3-
HEHHOrO LMKNa MeAULMHCKOIO M3enus, BKMNoYas NpoekTupoBaHue n paspaboTky, Npou3BOACTBO, XpaHEHUE
U AUCTPUOYLIMIO, MOHTaX 1 ODCIY)XXBAHKE, a TAKKe NPOEKTUPOBAHNUE U Pa3paboTKy MMM OKa3aHWe CBA3AHHbIX
C MEAULUMHCKUMU U3AENUSMM YCIyT (HanpumMep, TEXHUYECKOro obcnyxusanus). Hactoswumin ctaHaapt Takke
MOXET ObITb UCNONb30BAH MOCTABLUMKAMMW WU BHELUHWMU CTOPOHaMM, KOTOPbIE MOCTABMAT NPOAYKLUMIO W
CBSi3aHHbIE C CUCTEMOW MEHEI)KMEHTa Ka4yeCTBa opraHu3aLuii ycryru Takum OpraHu3auusm.

TpeGoBaHuA HACTOALLEro CTaHaapTa NPUMEHUMbI K OpraHM3aumsM He3aBUCMMO OT UX pasMepa U Buaa,
€CIN1 TONMbKO UCKIIYEHNE He o4eBUAHO. Bece TpeboBaHns, NPUMMEHUMbIE K MEAULMHCKUM U3L4ENUAM, B PABHOW
Mepe NMPUMMEHUMbI K YCITyram B OTHOLUEHUW 3TUX U3OESNTMIA, eCNK TaKOBblE OKa3blBAOTCA OpraHm3aumen.

Mpoueccol, TpebyemMble HACTOALWMM CTaHAAPTOM U MPUMEHUMbIE K OPraHu3auuu, HO He OCyLLeCTBNS-
eMble CaMOV OpraHu3auuen Hanpsamyl, OCTalTCs OTBETCTBEHHOCTbLIO OpraHM3aumMm U AOSMKHblI HAXOAUTLCSA
noa ynpaeneHMeM CUCTEMbl MEHEKMEHTA Ka4eCTBa OpraHu3aummu nocpeacTBOM NMPOBEAEHUS MOHUTOPUHIA,
noaaepxaHusa B paboyeM COCTOSAHUM U YNPAaBNEHUS STUMKU NPOLIECCaMM.

Ecnu npumeHumbie perynupytowmue TpeboBaHns JONYCKAOT UCKIIOYEHNE YNpaBneHns NPOeKTpOBaHu-
€M 1 pa3paboTKOoM U3Lenuin, TO 3TO MOXKET CIY>KUTb OCHOBaHWEM A1 UCKITIOYEHUS COOTBETCTBYOLLUX Tpebo-
BaHUI U3 KOHKPETHON CUCTEMbI MEHEIPKMEHTA KavyecTBa. STUMU perynupyowmmm TpeboBaHusiMu MoryT ObiTh
npeaocraBneHbl anbTepPHAaTUBHbLIE NOAX0AbI, KOTOPbIE AOJIKHbI ObITb paccMOTpPEeHbl AnA KOHerTHOVI CUCTEMBI
MEeHeA>KMEeHTa KayecTBa. OTBETCTBEHHOCTb 3a obecnedyeHne COOTBETCTBUSA TpGﬁOBaHVIFIM HacCTosALEero craH-
aapta npu MCKMOYeHUW ynpaeneHusi NPOeKTUPOBaHNEM 1 pa3paboTKoW U3AENUIA NEXUT HA CaMOW OpraHu-
3auyuu.

Ecnu kakoe-nnbo TpebGosaHue pasaenos 6, 7 unm 8 HaCTOALLErO CTaHAApTa Henb3si MPUMEHUTb BBUAY
cneunukn 4eaTenbHOCTU OpraHM3auum unu 0COOEeHHOCTEN MEAMLMHCKOrO U3AENUs, Ha KOTOPbIE pacnpo-
CTPaHSAETCH CUCTEMA MEHEIKMEHTA Ka4ecTBa, TO OpraHu3aumm He CrefyeT BKNoyaTk Takoe TpeGoBaHue B
CBOI0 CUCTEMY MEHEIKMEHTA KadecTBa. B OTHOLLEHMM KaXKgoro HenpuMeHumoro TpeboBaHna opraHusaums
OOJDKHA 4OKYMEHTUPOBaTb 0O0OCHOBAHME B COOTBETCTBUM C NYHKTOM 4.2.2.

2 HopmaTtuBHbI€ CCbIFIKU

B HacToAweM ctaHaapTe UCnonb30BaHa HOPMAaTUBHASA CCbINKA HA CReAyIoLWMin CTaHaapT:
1ISO 9000:2015, Quality management systems — Fundamentals and vocabulary (Cucrembl MEHEIKMEH-
Ta kayectBa. OCHOBHbIE NONOXEHUA U CIOBapPb)

M3paHue ocpuuymanbHoe
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3 TepMuHbI 1 onpeneneHus

B HacTosAweM craHaapre npumMmeHeHbl TEpMUHbI 1 onpeaeneduna no I1ISO 9000:2015, a Takke cneayto-
LuMe TEPMUHBI C COOTBETCTBYIOLLIMMU ONpeaeneHnaMu:

3.1 noacHuTtenbHoe yBeaoMmnexue (advisory notice): YeegomneHue, sbinyLeHHOE OpraHu3auuent no-
cne NOCTaBKM MEAULMHCKOTO M3AENus, coaepallee AONOMHUTENbHYIO UHGOPMAaLMIO N/Mnu pekoMeHaaumm o
TOM, Kakue AeUCTBUA AOIDKHbI ObITb NPEANPUHATLI NPU:

- NPUMEHEHUN MENLIMHCKOTO U3aenus;

- moauduKaLmMn MEANLIMHCKOrO U3fenus;

- BO3BpaTe MEAULIMHCKOTO U3AENNUA OpraHn3anum, Kotopas ero nocTaBuna;

- yTUAU3aLMU MEeAMLIMHCKOTO U3aenus.

NMpumeyvyaHne — BbiNyck NOACHUTENBHOTO YBEOMIEHNS MOXET Tpe6GoBaTLCS B COOTBETCTBUM C NPUMEHUMBI-
MW perynupyowumm TpeGoBaHUsIMU.

3.2 ynonHoMOYeHHbIN npeactasuTens (authorized representative): ®usnueckoe unum opuanyeckoe
nuuo, KOTOpPoe onpeaeneHo 3aKOHOAATENbCTBOM CTPAHbI UMM PErnoHa, NOoNy4YMUBLLETO NUCbMEHHOE Ha3Have-
HWEe OT U3roTOBUTENSA AENCTBOBATb OT €10 UMEHU ANSA BbINOSIHEHUA ONpeaeneHHbIX 3a7a4 B OTHOLLEeHUU 005-
3aHHOCTEN U3TOTOBUTENSA, YCTAHOBMEHHbIX 3aKOHOAATENLCTBOM KOHKPETHOM CTPaHbl UK permoHa.

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

3.3 knuHnyeckan oueHka (clinical evaluation): AHanu3 u oueHMBaAHUE KIIMHMYECKUX AAHHLIX B OTHO-
LIEHUN MEAULMHCKOTO M3Aenus ¢ uenblo Bepudukaumm 6e30nacHOCTU U (DYHKUMOHANbHLIX XapaKTepPUCTUK
U3genus Npu ero KNMHMYECKOM NPUMEHEHUU, KaK NPeAHa3HA4YeHO U3FOTOBUTENEM.

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

3.4 npeteH3ua (complaint): MucbMeHHOE, aNEeKTPOHHOE UNK YCTHOE COOOLLEHNE O HegocTarkax, CBs-
3aHHbIX C UAEHTUDUKaLMen, Ka4ecTBOM, CPOKOM Cny>xObl, HAAEXHOCTLIO, 6€30MaCHOCTLIO NN (hyHKUMOHANb-
HbIMW XapakTepuCTUKaMn MEANLMHCKOTO U3AENNUA, BbiLUEALLIEro U3-noj ynpaeneHus opraHu3auuen, a Takke B
OTHOLLEHWM CBA3AHHOIO C HUM 06CNYXMBAHUSA, KOTOPOE BNUAET HA (DYHKLIMOHATbHbIE XapaKTEPUCTUKN TaKX
MEAULIMHCKUX U3AENUiA.

Mpumeyanune — 370 onpefeneHne «NpeTEH3NNy OTNUYAETCA OT onpefeneHns, aaHHoro B 1ISO 9000:2015.

3.5 aucTpubbtotop (distributor): dusmueckoe unm puaANYECKOE NULO B LIENU NOCTABOK, KOTOPOE Aeit-
CTBYET OT CBOEI0 UMEHUW U OCYLLECTBASET NPOAAXKY MEAMLMHCKOTO U3AENUA KOHEYHOMY noTpebuTento.
[GHTF/SG1/N055:2009, nyHkT 5.3]

MpumeyvaHus

1 B uenb noctaBok MOXeT 6bITb BoBneyeHo bonee ogHoro AncTpubbloTopa.

2 Jlvya B Lenu nocTaBoK, BOBMEYEHHbIE B [1eATENLHOCTb MO XpaHEHUIO U TPAHCNOPTUPOBKE OT MMEHU U3rOTOBUTE-
N8, UMnopTepa 11 ANCTpudLIoTOpa, He ABNSAITCA AMCTPUOLIOTOPaMK NO AaHHOMY ONpPefEneHNIO.

3.6 umnnaHTupyemoe MmeauuuHckoe usaenue (implantable medical device): MeauuuHckoe uspenue,
KOTOpPOe MOXET ObITb YAANEHO TOMbKO NOCPEACTBOM MEAWLMHCKOTO UM XMPYPrMYeckoro BMeELLATENbCTBA U
KOTOpOE NpeHasHa4YeHo aAns:

- MOMHOro UK YaCTUYHOTO BBEAEHUSA B TENO NN aHAaTOMUYECKYIO MOMOCTb YEeNoBeKa Unu

- 3aMeLleHUsa anuTenManbHOW NOBEPXHOCTU UMW NOBEPXHOCTU rnasa u

- HAXOXAEHUA B MECTE UMMIAHTaLMK NOCne npoueaypbl B Te4eHne He meHee 30 aHen.

MpumeuyaHue — OTo onpepeneHUe UMNNAHTUPYEMOrO MEAULIMHCKOIO N3AENNs BKNIOYAET Takke akTUBHOE
UMNMaHTUPpYeMoe MeiNLMHCKOE M3gesnue.

3.7 umnoprep (importer): ®usnyeckoe unu LLpPMAUYECKOe NULIO, ABNAIOLLEECA NEPBLIM B LENU NocTa-
BOK, BbIBOASILLUM MEAULIMHCKOE n3fienue, NpousBeaeHHOE B MHOW CTPAaHE UIKU B IOPUCAUKLMU, HA PLIHOK CTpa-
Hbl, FAe u3genue npeanonaraeTcs K peanusauuu.

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

3.8 mapkuposka (labelling): 3Tukerka, MHCTPYKUMA NO NPUMEHEHUIO U noban nHaa uidopmauums, oT-
HOCALL@ACA K MAEHTUdUKALMUN, TEXHNYECKOMY ONUCAHWIO, NPEAHA3HAYEHHOMY NPUMEHEHUIO MEAULMHCKOTO
u3aenus, UCKIioYasi TOBapOCONpPOBOAUTENbHbLIE AOKYMEHTLI B OTHOLLEHMM NMOCTAaBKMU.

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

3.9 xusHeHHbw umkn (life-cycle): Bce ctaguu CywecTBoBaHMS MEAULIMHCKOTO U3ENUs, OT NepPBOHa-
YyanbHOM KOHLUEMNUUM A0 BbIBOAA U3 IKCNyaTauumn U yTUnRu3auuu.

[ISO 14971:2007, nyHkT 2.7]
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3.10 usroroButenb (manufacturer): Jlioboe huanyeckoe unu IOPUANYECKOE NULO, OTBETCTBEHHOE 3a
NpoeKTMpoBaHne u/unu NPoU3BOACTBO MEAMLIMHCKOIO U3AENUA C LEMNbIO BbiNyCTUTL B 00paLleHne MeauumH-
cKoe usaenue noa ero Co6CTBEHHLIM UMEHEM, HE3ABUCMMO OT TOT0, CPOEKTUPOBAHO M/UMKN NPOU3BEAEHO NU
3TO0 MEeAULIMHCKOE u3genue opraHn3aumeit unm no ee Nopy4yeHuio Apyrum nuuom (nuuamm).

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

MpumeyvaHuna

1 U3rotoBUTENb HECET KOHEYHYIO IOPUAWNYECKYI0 OTBETCTBEHHOCTb 3a obecrneyeHue BbIMONHEHUA NPUMEHUMBIX
perynupytowmx Tpe6oBaHuit CTpaH UK IOPUCAUKLMIA B OTHOLLEHUW MEAULIMHCKUX U3AENWiA, ANA Npogaxu KOTOpbIX OHU
npeAHasHaveHbl, eCnNKU TONbKO WHOE He YCTaHOBMNEHO cneLuansHbiMU TpeboBaHUAMN perynupyoLmx opraHos B faHHOW
IOPUCANKLMN.

2 OTBETCTBEHHOCTb U3rOTOBUTENS OMNMcaHa B pyKoBOAALLMUX AokyMeHTax GHTF. 3Ta oTBETCTBEHHOCTb BKNOYAET
B ceb51 OTBETCTBEHHOCTb NO BLINOMHEHMIO KaK NpeAnpogaxHbIX TpeboBaHuid, Tak U nocrnenpogaxHbix Tpe6oBaHui, Taknx
KaK coobLLeHns 0 HebNaronPUATHBLIX COBBLITUSIX U YBEAOMITEHUS O KOPPEKTUPYIOLLMX AEUCTBUSIX.

3 lNpoekTnpoBaHne n/unu NPoU3BOACTBO MOTYT BKIoyaThb B cebs pa3paboTky cneuudmkaLuid, TpoayKLun, Npous-
BOACTBO, cBOpKy, 06paboTKy, yNakoBKy, NepeynakoBKy, MapKupoBKY, NepeMapKMpOBKY, CTEpUNU3aLuIo, MOHTaX Unu nepe-
paboTKy MEAULMHCKOTO M3Lenusi, a Takke BbiNycK Habopa MEAULMHCKUX U3Lenuid, BO3MOXHO B KOMOUHaLMK ¢ ApyruMu
n3fenuaMn B MeJULMHCKUX Liensx.

4 Jlnuo, ocylyecTBRsloLee B COOTBETCTBUM C UHCTPYKLUEN MO NPUMEHEHUIO COOPKY M pErynupoBKY MefULMHCKOro
nsfenus, BeiNyLLEHHOro Ha pbIHOK UHBbIM MULOM U NpeAHasHa4YeHHoro Ans MHAUBUAYanbLHOro NPUMEHeHUs, He SABNaeTeA
usrotosuTenem, ecnu cbopka 1 perynmpoBka He M3MEHSIIOT NpefHa3sHa4eHHOro NPUMEHeHUs1 MEAULIMHCKOTO U3Enusl.

5 Jluuo, naMeHsoLLee npefgHazHa4eHHoe NpUMEHeHWe MEANLIMHCKOrO Usfenus unu moauduuupyoliee MeauLuH-
cKkoe usnenue 6es cornacus M3roToBUTENS NS BbINycka U3LeNus Noj CBOUM COBCTBEHHBIM UMEHEM, CrieflyeT paccMaTpi-
BaTb Kak M3roToBUTENA MOANMULIMPOBAHHOMO MEAMLIMHCKOrO n3aenus.

6 YNonHOMOYEHHbLIA NpeAcTaBuUTeNb, AUCTPUOBIOTOP UM UMNOPTEP, KOTOPLIA TOMbKO AobaBnsieT CBOW afpec u
KOHTaKTHblE faHHble Ha MefULUWHCKOe W3Aenue Unu Ha ynakoBky 6e3 yaaneHus unu u3aMeHeHNs OpuriHanbHON MapKu-
POBKM, He ABMAETCA U3roTOBUTEMNEM.

7 B cnyyae ecnuv npuHagnexXHoCTV NognaaatoT Noj perynupyiolme TpeboBaHna K MEAULIMHCKOMY U3Aenuto, nuua,
OTBETCTBEHHbLIE 3@ NPOEeKTUpOBaHWe U/WNu NPOU3BOACTBO TakUX NPUHAANEXHOCTENR, ABMAIOTCA N3rOTOBUTENAMM.

3.11 meauumHckoe usgenue (medical device): VHCTpyMeHT, annapar, npubop, ycTpoicTeo, o06opyao-
BaHWe, UMNNaHTar, in Vitro peareHt, nporpaMMHoe obecrnevyeHune, matepuarn uin uHble NoAoOHbIE UK CBA3aH-
Hble€ C HUMU U3JENnus, NpeaHasHa4YeHHble U3rOTOBMTENEM AN NPUMEHEHUA K YeNOBEKY N0 OTAENbHOCTU UMK
B KOMOMHaLMWMK:

- ANArHOCTMKM, NPOUNAKTUKM, MOHUTOPUHTA, nievyeHust unu odneryeHus sabonesaHun;

- ANArHOCTMKN, MOHUTOPUHTA, NEYeHus, obnerdyeHus UM KOMNeHcaUuum NoCnNeacTBUi TPaBMbl;

- UCCNEeAoBaHUs, 3aMeLLEHUA UM U3MEHEHNA aHAaTOMMYECKOrO CTPOEHUA Mnu Pr3nonorn4ecknx npo-
LieccoB;

- XXM3HeoBecneyeHus unm noanePXKaHus XKM3HEeHHbIX (OYHKLUIA;

- yNpaBneHus 3adatuem;

- Ae3nHeKLMr MEANLIMHCKNX U3 ENUN;

- nonyyeHns uHgpopmauunm NOCPeACTBOM UCCNEA0BAHUS in Vifro Npos, B3ATLIX U3 TENa YenoBeka,

a TaKke He JoCTUralome CBoero NepBUYHONO NpeaHa3sHauYeHHOro BO3ASHCTBUA HA OPraHu3M YenoBeka
3a c4yeT hapMakonoruyeckux, UMMYHOSOTUYECKUX UITM METAbONMUYECKNX CPEACTB, HO (PYHKLMN KOTOPBIX MOTYT
noaaepKUBaTbCA TaKUMU CPEeACTBaMM

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

MpumevyaHne — HekoTopble WU3genusi B OTAEMbHLIX OPUCAUKUUAX MOFYT paccMaTpuBaTbCA Kak MeauLWH-
CKWe, HO B OTHOLLIEHUM WX eLle He BbipaboTaH efjuHbIi noaxod. TakuMu uagenusammn MoryT GbiTh:

- Ae3nHDULUpPYIOLLWe BELLECTBA;

- BCnoMoraTenbHble CpefCcTBa Ans MWL, C OrpaHUYeHHBIMU BO3MOXHOCTAMY,

- U3Aenusi, BKNIOHatoLWMe TKaHU XUBOTHBIX UMW YeroBeKa;

- U3genus AnA 3KCTpakopnoparibHOro ONMoAOTBOPEHUS U PENPOAYKTUBHBIX TEXHONOTUA.

3.12 cemencTBo MeauumHckux usgenuin (medical device family): Mpynna mMeauuuHCKUX n3genun,
NPOn3BOAUMBIX OAHOW M TOW K& UMK AN OAHOW M TOM e OpraHuM3auun U UMEeKLUX 0anHaKoBylo 6a30oBylo
KOHCTPYKUMUIO U (DYHKUMOHANBHBbIE XapaKTEPUCTUKW B OTHOLLIEHUU 6€30NaCHOCTU, NPEAHA3HAYEHHOr0 Npume-
HeHUs U OYHKLUMOHUPOBAHMUS.

3.13 oueHmBaHue (pyHKUMOHANbHbIX xapakTepuctuk (performance evaluation): OueHka u aHanus
OAaHHbIX ANA YCTAHOBNEHUS UNW NPOBEPKM CNOCOOHOCTU M3aenus Ans AUArHOCTUKK in vitro pocTuratb CBOEro
Ha3HavYeHUA.



FOCT ISO 13485—2017

3.14 nocnenpopaxHoe HabnrogeHue (post-market surveillance): CucremaTudyeckuii npouecc céopa u
aHanusa onbiTa, Nony4eHHoro B OTHOLLUEHUN MeAULIMHCKUX U3AENNUIA, BbINYLLEHHbIX HA PbIHOK.

3.15 npoaykuma (product): PesynbraT npouecca.

[ISO 9000:2005, nyHKT 3.4.2]

MpumeyaHusa

1 CylyecTByHOT YeTbipe 0bLLue KaTeropuu NpogyKLmu:

- ycnyru (Hanpumep, nepeBosKu);

- NporpaMMHble cpefcTBa (HanpuMep, KOMMLIOTEPHas NporpaMma, crosapb);

- TEXHUYEeCcK1e cpeacTea (Hanpumep, MexaHu4Yeckas YyacTb ABUraTens);

- nepepabaTbiBaeMble MaTepuansl (Hanpumep, cMaska).

MHorve Buabl NPOAYKUMKU copepaT SfIeMEHThI, OTHOCALLMECS K pasnuyHbIM OBLWUM KaTeropusam npoaykuum. OT-
HeceHue NpoAYyKLUWKM K yenyram, MporpamMmMHelM, TEXHUYECKUM CPeACcTBaM Unu nepepabaTbiBaeMblM MaTepuanam 3aBucuT
OT NpeobnagatoLero anemMeHTa. Hanpumep, nocTaBnsemMas NPOJYyKUMA «aBTOMOBUMb» COCTOUT U3 TEXHUYECKUX CPEACTB
(Hanpumep, WKH), nepepabaTbiBaeMblX MaTepuanoB (Hanpumep, roptovee, oxnaxpgarolwas XWLKOCTk), NporpaMMHbIX
CpeAcTB (HanpuMep, nporpaMMHoe yrpaBneHue ABUraTeneM, UHCTPYKUWA ONs BOAUTENS) U yeryru (HanpuMep, pasbsic-
HeHWs No sKcnnyartauuu, fjaBaemMble NPpojaBLoM).

2 Ycnyra ABnsAeTcA pe3ynsraToM No MeHblUeil Mepe Of4HOro AeicTBMS, 06A3aTenbHO OCYLYECTBEHHOMO Npu B3au-
MOAENCTBUM NOCTaBLUMKa U NOTPeObUTENS, U, Kak NpaBuIo, HemaTepuarbHa.

MpepocTaBneHve ycnyru MOXeT BKItoYaTk B cebs, Hanpumep, cneayollee:

- JeATeNbHOCTb, OCYLLECTBIEHHYIO ¢ NOCTaBNeHHOW noTpebuTtenem mMatepuanbHOW NpoaykUunen (Hanpumep, pe-
MOHT HeMCnpaBHOro aBToMobuns);

- [lesATeNbHOCTb, OCYLLECTBIIEHHYIO C NOCTaBNEHHOW NoTpebutenem HemaTepuanbHON NPoAyKUMiA (Hanpumep, co-
CTaBneHune 3asBneHns o JoxoAax, HeobxoLuMoro AN onpeaeneHns pasmepa Hanora);

- NpefocTaBneHne HemaTtepuanbHOW NPoAYKUUN (HanpuMep, UHPOPMaLMN B KOHTEKCTE Nepefaqn 3HaHui),

- cosfaHue ycrnosuii Ana noTpebutenei (Hanpumep, B rOCTUHULAX U pecTopaHax).

MporpamMMHoe CpeAcTBO COAEPXUT MHGOPMaLNIO N 06LIMHO SBNAETCA HeMaTepuanbHbIM U MOXET BbITb Takke B
dopmMe noaxof0B, onepauunii unu npoveayp.

TexHW4eckoe CpeacTBO, Kak NpaBuno, ABNAETCA MaTepuanbHbIM, U €ro KONIMYECTBO BblpaxXaeTca UCHUCNAEeMOi
XapakTepucTukon. MNMepepabaTbiBaeMble MaTepuarbl 06LIYHO ABNAKOTCA MaTepuanbHbIMKU, U UX KONMYECTBO BbipaXaeTca
HenpepbIBHOW XapaKkTepucTukoi. TexHu4eckue cpeactsa M nepepabatbiBaeMble MaTepUanbl 4acTo HasbIBalOT TOBapaMu.

3 [aHHoe onpeaeneHue TepMUHA «NPOAYKLMSA» UMEET OTAIMYUA OT onpegeneHns, npusegeHHoro B 1ISO 9000:2015.

3.16 sakynaemasa npogykuma (purchased product): MNpoaykunsa, npegocrasneHHas Kakon-nmbo cro-
POHOW, HaxoAsLLeNnca BHe CUCTEMbl MEHEIDKMEHTA Ka4eCTBa OpraHusauuu.

MpumedaHue — [penocTaBneHue NpoAyKUMM He BCErAa CONPOBOXAAETCA KOMMEPHECKUMU UMM OUHAHCO-
BbIMM COMMaLleHNAMMU.

3.17 puck (risk): CoueTaHne BepOSATHOCTU NPUYUHEHUA BpPeAa U TSHKECTU 3TOro Bpeaa.
[ISO 14971:2007, nyHKT 2.16]

MpuMedyaHue — 3TO onpeaeneHUe «puckay» OTNMYAETCA OT onpedeneHus, gadHoro B ISO 9000:2015.

3.18 meHemkMeHT pucka (risk management): CucremaTtn4eckoe NpUMEHEeHNe NONMTUKK, Npoueayp 1
NpakTU4ECKUX METOAOB MEHEMKMEHTa ANg peLleHusl 3agad aHanusa, OLeHUBaHUSA, ynpasneHUs U MOHUTO-
puHra pucka.

[ISO 14971:2007, nyHKT 2.22]

3.19 cucrema GapbepoB cTepunbHOCTH (sterile barrier system): MuHMManbHbIN KOMNNEKC TEXHUYE-
CKUX CPeACTB, KOTOPbLIN NPENATCTBYET MPOHUKHOBEHUIO MUKPOOPraHM3MOB M NO3BONAET 06eCNeYNTb CTEPUSb-
HOCTb MPOAYKLUUU A0 €€ UCTONb30BaHUS.

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

3.20 ctepunbHoe MeauuuHckoe usgenue (sterile medical device): MeguunHcKkoe usgenue, COOTBET-
cTBylollee TpeboBaHUAM K CTEPUIBHOCTMH.

MpumedaHue — TpeboBaHUA K CTEPUNBHOCTU MEAULIMHCKUX U3AENUiA MOryT GbiTb YCTaHOBNEHEI MPUMEHU-
MbIMU perynupyowmumm TpeGoBaHUAMI U CTaHAapTamu.
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4 CucteMma MEHeXMEHTa KauecTBa

4.1 O6wue TpedSoBaHMA

4.1.1 OpraHu3auus AOIPKHA AOKYMEHTMPOBaTb CUCTEMY MEHEeMKMEHTa KayecTBa U nogaepxmearh ee
pesynsTaTMBHOCTb B COOTBETCTBUM C TPEOOBAHUSIMU HACTOALLETO CTaHAAPTa U NMPUMEHUMbBIMU PETYNNPYIOLLM-
mu TpeboBaHuaMu. OpraHn3auus JOMmKHA yCTaHaBnNMBaThb, BHEAPATL U noaaepxmsarb nioboe TpebosaHue,
npoueaypy, 4eaTenbHOCTb UMK MEPONPUSATUE, KOTOPbIE AOMMKHbI OblTb OKYMEHTUPOBAHLI B COOTBETCTBUMN C
Tpe6oBaHUSAMU HACTOSILLIETO CTAHAAPTA U NPUMEHUMbIMU PETYNNPYIOWMMU TpeBOBaHNSIMU.

OpraHu3auus AOIDKHA JOKYMEHTanbHO O0(OPMUTL CBOKO(M) PONb(M) B COOTBETCTBUM C NPUMEHUMBIMU
perynupyowmummn TpeboBaHusIMm.

MpumMmedyaHue — Ponu, npuHATbIE Ha cebs opraHu3aLmeil, MOryT BKIToYaTh B ce6s1 poniv U3roTOBMUTENS, yNor-
HOMOYEHHOrO NpeacTaBuUTENs, UMNOpTepa UNu AUCTpubhLIoTopa.

4.1.2 OpraHu3auus A0orKHa:

a) onpeaenstb NPOLECChl, HEOOX0AUMbIE ANSA CUCTEMbI MEHEIDKMEHTA KayeCTBa, U X NPUMEHEHUE B
OopraHu3auum ¢ y4eTom ponein, NPUHATLIX Ha ceobs;

b) NPUMEHATb PUCK-OPUEHTUPOBAHHLIN NOAXO/ K YNpaBneHU0 COOTBETCTBYIOLLMMMU MpOLEeccamu, He-
06X0AUMBIMM ANSA CUCTEMbI MEHEDKMEHTA KaueCTBa;

C) OnpeaenaTb NoCneaoBaTenbHOCTbL U B3aUMOAENCTBUE 3TUX NPOLECCOB.

4.1.3 [Ons kaxxgoro npowuecca B CUCTEME MEHEKMEHTA KayecTBa OpraHn3aums AOSkHa:

a) onpeaensaTb KPpMTEPUM U METOALI, HeOOX0aUMbIE ANs 0BecneyeHus pesynsTaTuBHOCTM, Kak Npu OCy-
LLIECTBIEHUM, TaK M NPU yNpaBEeHUN STUMKU NPOLIECCaMMU;

b) obecne4nBarb HanuuKue pecypcoB u UHopMaLmMmn, HeOOXOAUMbIX ANA NOAAEPKKU (PYHKLIMOHMPOBA-
HWA U MOHUTOPUHIa 3TMX NPOLIECCOB;

C) OCyLUeCTBMATb AEWCTBUS, HEOOXOAUMbIE AN AOCTWKEHMS 3annaHMpOBaHHbIX PE3ynsTatoB U Noa-
AepXXaHusa pesynbTaTuBHOCTU 3TUX NPOLECCOB;

d) oCyLlecTBNATb MOHMTOPUHL, U3MEpPEHUe, ecnu LenecoobpasHo, U aHanu3 3TMX NpoLeccos;

€) onpeaensATb U NOAAEPXUBaTL B paboyeM COCTOSIHUM 3anuCH ANst AEMOHCTPaLMK COOTBETCTBUA Tpe-
60BaHUAM HACTOSILLEro CTaHaapTa U NPUMEHUMBbIM perynupyromm Tpebosanusam (4.2.5).

4.1.4 OpraHusaums AOSPKHA OCYLLECTBAATL MEHEMKMEHT 3TUX NPOLECCOB CUCTEMbI MEHEMKMEHTA Ka-
YecTBa B COOTBETCTBMU C TPEOOBAHUAMU HACTOALLErO CTaHAapTa U NPUMEHMMBIMU PErynupytolmmm Tpebo-
BaHWUAMU. N3MEHEHUS1, BHOCUMbIE B 3TN MPOLIECCHI, AOSMKHbI:

a) OLEHUBATLCH C TOYKM 3PEHUA BO3AENCTBUA HA CUCTEMY MEHEAKMEHTA KAYECTBA;

b) oueHuBaTLCA C TOYKU 3PEHUS BO3AEWCTBUS HA MEAULMUHCKME u3[enusi, NpOU3BOAMMbIE B paMKax
CNCTEMbI MEHEDKMEHTA KQ4Y€eCTBAa;

C) KOHTPONMPOBATHLCS B COOTBETCTBUM C TPEBOBAHMSAMU HACTOALLErO CTaHAapTa U NPUMEHUMbIMU pery-
nupyoLmMu TpeboBaHUAMM.

4.1.5 Ecnu opraHu3auus peluaet nepeaarb Ha CTOPOHY BbINOMIHEHME KaKOro-nubo npouecca, Brusio-
LLero Ha COOTBETCTBUE NPOAYKLMKU TPEOOBAHUAM, OHA AOMKHA OCYLLECTBNATL MOHUTOPUHT U 006ecneymBarb
CO CBOE CTOPOHbI YNpaBrieHWe Takumu npoueccamu. OpraHn3auma CoOXpaHaeT OTBETCTBEHHOCTL 38 COOTBET-
CTBME TaKOro npouecca TpeboBaHUSIM HACTOALUEro cTaHgapra, TpeboBaHMAM nNoTpeduTens u NPUMMEHUMBIM
perynupyiowmm TpeboBaHusiM. YnpasneHue A0MmKHO ObiTb NPONOPLMOHANBHO PUCKY, CBA3AHHOMY C BO3MOX-
HOCTbIO BHELLHEN CTOPOHbI 06ecneunTb COOTBETCTBUE TpebOBaHUAM NyHKTa 7.4. YnpaBneHue AOIDKHO BKIO-
4aTb NUCbMEHHbIE COornaLleHnd no Ka4ecrBy.

4.1.6 OpraHusauusa AorpkHA AOKYMEHTUPOBATL Npoueaypbl Banuaauun NPUMEHEHUSI KOMMbIOTEPHOrO
nporpaMMHOro obecneyeHmns, MCMoNbL3yeMoro B CUCTEME MEeHeKMEHTa KkauecTBa. [punoxeHuns Takoro npo-
rpammHOro obecneyeHusi He06xoAUMO BanNUAUPOBATL A0 HaYana NPUMEHEHUs U, eCnu LenecoobpasHo, no-
Cne BHECEHUS UBMEHEHUIA B NPOrpaMMHOE 00ecrneveHne nnm ero NpUMeEHEHue.

KOHKpETHbII noaxoa M BUAbl AEATENLHOCTM NO Banuaauuu U pesanuaumum nporpammHoro obecneqe-
HUS AOSMKHBI ObITh NPONOPLUOHANbLHLI PUCKY, CBA3AHHOMY C NPUMEHEHUEM Takoro NporpamMmMmHoro oGecneve-
Hus. 3anucu 06 3TOM AEATENLHOCTU AOIKHbI NOAAEPKUBATLCA B paboyeM cOCTosiHUM (4.2.5).

4.2 Tpe©oBaHUA K AOKYMEHTaLUMn

4.2.1 OOwue nonoxeHusa
JOoKymMeHTauusa CUCTEMbl MEHEAKMEHTA KayecTBa (4.2.4) A0MKHA BKIOYATb:
a) AOKyMeHTanbHO 0POpPMIIEHHbIE 3asBNEHUS O NONMUTUKE U LiensX B 06racTu KayecTsa;
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b) pykoBOACTBO MO Ka4ecTBy;

C) AOKYMEHTMPOBAaHHbLIE Npoueaypsl U 3anucu, TpebyemMble HACTOALLMM CTaH4apToM;

d) OOKYMEHTbI, BKMOYas 3anucu, onpegerneHHble opraHusauumen kak Heobxoaumble ang obecnevyeHus
pe3ynsTaTMBHOIO MMaHUPOBAaHMUSA, OCYLLECTBNEHNUS MPOLECCOB U YNpaBneHus UMu;

€) Apyryro JOKYMEHTaLMUIO0, YCTAHOBINEHHYIO NPUMEHUMbBIMU PErynupyioLLmMmMu TpeboBaHUSAMM.

4.2.2 PyKkoBOACTBO MO KavyecTBy

OpraHusauua fomkHa AOKYMEHTUPOBATL PYKOBOACTBO MO KAYECTRY, coaepxallee:

a) obnacTb NPUMEHEHUS CUCTEMbI MEHEKMEHTA Ka4eCTBa, BKItoYasi noapobHocTu u o60cHOBaHUe Mnio-
ObIX UCKIMIOYEHNUI UMM HENMPUMEHEHUS;

b) NOKYMEHTMpOBaHHLIE MPOLEAYPbI, paspaboTaHHbIE AN CUMCTEMbI MEHEMDKMEHTA KayecTBa, WIu
CCbIJTKM Ha HUX;

C) onucaHue B3auMOAENCTBUA NPOLIECCOB CUCTEMbI MEHEAXMEHTA Ka4YeCTBa.

PykoBOACTBO MO Ka4eCTBY AOMKHO OMPEAENnsATb CTPYKTYPY AOKYMEHTaLUUMU, UCTMONb3YEMON B CUCTEME
MEeHeDKMEHTa KayecTBa.

4.2.3 ®aiin MegQULIMHCKOro usagenus

Ana kaxgoro Tuna unu ceMencTsa MeaULIMHCKUX U3AEnuii opraHu3auma AOIpKHA CO3AaTh U NOAAEPXKM-
BaTb B paboyYeM COCTOSHUM OAWH UMM HECKONbLKO (DannoB, coaepkalumx AOKYMEHTbI UMW AatoLLMX CCbISKU Ha
HWX, ANA NOATBEPXKAEHUSA COOTBETCTBUSA TPpeBOBAHMAM HACTOALLEr0 CTaHAApTa U NPUMEHUMbIM PETYNUPYIO-
WM TpeGoBaHMAM.

CogaepxaHue panna(os) 4OMKHO BKOYaTb N0 MEHbLUEN Mepe:

a) obLyee onucaHne MEAULMHCKOrO 3AEMKUSA, €ro NPeAYCMOTPEHHOTO Ha3Ha4YeHUsI/NPUMEHEHUS], MapKK-
POBKU, BKINIOYaA NioGble UHCTPYKLMK NO NPUMEHEHMUIO;

b) cneumdmkaumm NpoayKLuHK;

C) cneundmkauum unu Npoueaypbl NPOU3BOACTBA, YNAKOBKU, XpaHeHUsi, obpalleHns ¢ usgenuem, a
TaKkKe gucTpubyuuu;

d) npoueaypbl UBMEPEHUS U MOHUTOPUHTA;

e) TpeboBaHuUs K MOHTaXy, €CI NPUMEHUMO;

f) npoueaypbl TEXHUYECKOrO 06CNYXMBAHUSA, €CAU NPUMEHUMO.

4.2.4 YnpaBneHue OOKyMeHTamMu

[loKyMEeHTaMn CUCTEMBI MEHEXKMEHTA KayecTBa HeobxoauMO ynpaensTb. 3anmcu — ocobbii BUA A0-
KYMEHTOB, M UMW HaJ10 YyNPaBnATb COrnacHo TpeboBaHUAM, NPUBEAEHHBIM B NMyHKTE 4.2.5.

[ns onpeaeneHns HeoOXOAUMbIX CPEACTB yNpaBneHus AOmKHA ObiTh pazpaboraHa AOKYMEHTUPOBAH-
Has npoueaypa, npeaycmaTtpusaroLas:

a) aHanu3 u ocuumanbHoe ofobpeHne JOKYMEHTOB C TOYKU 3PEHUSA UX aAEKBATHOCTU A0 UX BbINyCKa;

b) aHanu3 u aktyanusauuio, N0 mepe Heo6XOAMMOCTU, U MOBTOPHOE OULManLHoe 0A06peHne aoKy-
MEHTOB;

c) obecnevyeHue naeHTudukaumm u3MeHeHn u craryca nepecMoTpa J0KyMEHTOB;

d) obecneveHune HaNM4Msa COOTBETCTBYIOLLMX BEPCUIA JOKYMEHTOB B MECTAX UX MPUMEHEHUS;

e) obecneyeHue coxpaHeHUA JOKYMEHTOB YETKMMU M NETKO MASHTUMULMPYEMbIMU;

f) obecneyeHue naeHTUuKaLuM JOKYMEHTOB BHELLUHETO NPOUCXOXAEHUs], ONpeaeneHHbIX OpraHu3auu-
eli kak HeoOxoauMbIe ANS NNaHWPOBAHUA N PYHKLMOHUPOBAHUSA CUCTEMbI MEHEKMEHTA Ka4yeCTBa, U ynpas-
NEeHNe UX paccbisKow;

g) npegoTBpaLLeHne nopyn Unu noTepu AOKYMEHTOB;

h) npepoTBpalleHne HenpegHaMEepPEeHHOr0 UCMOMNb30BaHUS YCTapEeBLUMX AOKYMEHTOB U NPUMEHEHue
COOTBETCTBYIOLLEN MAEHTUDUKALUN K HUM.

OpraHuzauusi gomkHa obecneynBaTb aHanu3 u ocuumanbHoe ogobpeHue M3MeHeHun B AOKYyMEHTax
nMBo AOMKHOCTHLIM NIMLIOM, 0A06GPUBLUMM NEepBOHAaYarbHbIA AOKYMEHT, NM60 ApYyruMm crneumanbHO HasHaYeH-
HbIM AOMKHOCTHbIM MMLUOM, UMEIOLLMM AOCTYN K COOTBETCTBYIOLLEW UCXOAHOW MH(OPMALMKU, HA OCHOBAHUU
KOTOPOW NPUHUMAETCS PELUEHME.

OpraHusauus omkHa onpeaensaTb Nepuoj BPEMEHU, B TEYEHUE KOTOPOro CreayeT XpaHUTb He MeHee
OOHON KOMUU yCTapeBLUUX AOKYMEHTOB. Ha aToT nepuop aomkeH ObiTb 0GecneveH AoCTyn K AOKYMEHTaM, B
COOTBETCTBUM C KOTOPbIMU MEAULMHCKOE n3aenue Obino U3rotoBrneHo U UCTMLITAHO, B TEYEHUE, NO KpanHen
Mepe, cpoka cny>x0bl usgenus, onpeaerieHHoro opraHu3auuen, Ho He MEHee Cpoka XpaHeHust nio6ol UToro-
BOI 3anucu (4.2.5) unu B COOTBETCTBUM C MPUMEHUMbBIMU PETYNUPYIOLUMU TpeboBaHUAMMN.

4.2.5 YnpaBneHue 3anucamu

3anucu JomkHbI NOAAepXKMBaTLCA B paboyem COCTOsIHUM ANSi NPEAOCTaBNeHUs CBUAETENbCTB COOT-
BETCTBUS TPEOOBAHMAM U PE3YNLTATUBHOIO (DYHKLIMOHUPOBAHUA CUCTEMbI MEHEAXMEHTA KayecTBa. OpraHu-

6
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3auUmMs AOMmKHAa JOKYMEHTUPOBATL MPOLEAYPbI AN ONpeaerieHns CPeacTs ynpasneHusl, He0GX0AUMbIX ans
uaeHTMduKaLmn, XxpaHeHus, 6e30NacHOCTU U LLENOCTHOCTH, BOCCTAHOBIEHNS, BKOYas ONpeLeneHUs CPOKOB
XPaHEHMs 1 NopaaKa U3bATUS 3anucei.

OpraHusauusi 4oSHKHa ONpegenuTb U BHEAPUTb METOAbI 3aLUUThl KOHUAEHUMATLHON UHGOPMAaLMK O
300POBbE, COAEPXKALLECS B 3aMNUCsAX, B COOTBETCTBUM C MPUMEHUMbIMW PETYNUPYIOLUMI TPEGOBAHUAMM.

3anncu J0MKHbI 0CTaBaTLCS YETKUMM, NEMKO UAEHTUMULIMPYEMBIMA U BOCCTAHABMNBAEMbIMU. MameHe-
HUS B 3aNMCSX AOMKHbI GbITb MAEHTUDULIMPYEMBIMMU.

OpraHn3auusi 4OHKHA XPaHUTb 3anuCH B TEYEHMeE, MO KpaiiHei Mepe, cpoka crykGbl MEAULIMHCKOTO 13-
[ENus, ONPEAENEHHOr0 opraHn3auuei, HO He MEHEe ABYX FIET C MOMEHTA BbiNyCka MEAWULMHCKOTO M3Lenus
opraHusaumeii Unm B COOTBETCTBUM C MPUMEHUMbIMU PETYFIMPYIOLLIMMU TPEGOBAHMAMMU.

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 O6saA3aTenbCcTBa PYKOBOACTBA

BeicLuee pykoBOACTBO OpraHM3auuu OOMMKHO NPeaoCTaBNATb CBUAETENLCTBA CBOEN MPUBEPKEHHOCTH
pa3paboTke U BHEAPEHUIO CUCTEMbI MEHEAXKMEHTA Ka4YeCTBa, a Takke NoAAEPKAHUIO ee Pe3ynsTaTUBHOCTH
nocpeacTBOM:

a) OOBeAeHUs A0 CBEAEHUS opraHu3auun BaKHOCTU BbIMONHEHMSA TpeboBaHui notpeburens, a Takke
NPUMEHWUMbIX PETYNUPYIOLLMX TPpeBOBaHWIA;

b) paspaboTku nonutuku B 06NacTu Ka4yecTea;

¢) obecneveHus pa3paboTku Luenei B obrnactu kayecTsa,

d) npoBeaeHMA aHanu3a co CTOPOHbLI PYKOBOACTBA;

e) obecne4yeHusi HEOOXOAUMBIMU PECYPCAMM.

5.2 OpueHTauuA Ha noTpeduTena

BhbicLUee pyKOBOACTBO AOMKHO o6ecneunsaTh onpeaeneHue u BbinosriHeHue TpeboBaHuii notpebutens u
NMPUMEHUMbIX perynupyoLmx TpetGoBaHuii.

5.3 Monutuka B 06nacTu KayecTsa

BbicLUEE PYKOBOACTBO AOIDKHO 00ecneunBarh, 4tToGbl NONUTUKA B 0G1acTu kayecrsa:

a) COOTBETCTBOBAra CTparerMyeckumM HamepeHUsIM OpraHnsauum;

b) Bknouyana 06s3aTenNbCTBO COOTBETCTBOBATL TPEGOBAHMAM CUCTEMbI MEHEIXKMEHTA KayecTBa M Nnoa-
AEPKNBATL €€ PE3yNLTAaTUBHOCTD;

c) obecneunBana OCHOBbI ANsl NOCTAHOBKU U aHanu3a uenei B 06nactu KayecrTsa;

d) Obina goBeaeHa Ao cBefleHUs NepCOHana OpraHM3aLmmn U NOHATHA emy;

€) aHanM3MpoBanacb Ha NOCTOSIHHYIO NPUIOAHOCTb.

5.4 MNnaHupoBaHue

5.4.1 Llenu B oOnacTu kauyectsa

Boicliee pykoBOACTBO OpraHu3auuu AOIMKHO 06Gecnevntb, YToObl Lenu B 06nacTu ka4yecrea, BKMoYas
Te, KOTOpble HeobXx0AUMbI ANA BbINOMHEHUS NPUMEHUMbIX PErYNUPYIOWMX TpeGoBaHui u TpeGoBaHumM K nNpo-
AyKumu, GbInNK yCTaHOBIEHBI Asi COOTBETCTBYIOLLUMX (PYHKLMI U HA COOTBETCTBYIOLMX YPOBHAX BHYTPU Opra-
Husauuu. Llenun B obnactu kayecTBa A0OmkHbI ObITh U3MEPUMBIMU U COFMACOBAHHLIMU C NONUTUKON B 0BnacTu
Ka4ecrTBa.

5.4.2 NnanupoBaHue CUCTEMbI MEHEKMEHTA KauyecTBa

Bobicliee pykoBOACTBO AOIDKHO 06eCneunBaTh:

a) NNaHUpPOBaHME CUCTEMbI MEHEKMEHTa KadecTBa ANs BbiNONHEHUS TpeOGOBaHWI, NPUBEAEHHBIX B
nyHkTe 4.1, a Taioke Ans AOCTUXEHUSA Lenen B obnactu ka4ecTea;

b) coxpaHeHue LenoCTHOCTU CUCTEMbI MEHEXKMEHTA Ka4eCTBa NPU NNTAHUPOBAHUKU U BHEAPEHWUMN B HEE
N3MEHEHUN.

5.5 OTBETCTBEHHOCTb, NOFITHOMOYUA U OOMeH UH(opMaumen

6§.5.1 OTBeTCTBEHHOCTb U NOJITHOMOYUA

BoicLuee pykoBOACTBO AOMKHO 06ecneunTb, YToObl OTBETCTBEHHOCTb U MOMHOMOUUS ObiNK ONpeaeneHbl,
JOKYMEHTUPOBAaHbI U 10BE/IEHBI 10 CBE/IEHUS NEPCOHANA OpraHU3aLmnn.
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BbicLiee pykoBOACTBO AOMKHO AOKYMEHTUPOBATL B3aUMOAENCTBUE NEPCOHAana, pyKoBOASALLErO, BbINOS-
HAOLLEro 1 Bepuduumpytoero pabory no obecneveHuio ka4ecTsa, u obecnevnBaTb NOSIHOMOYUSI U HE3ABU-
CUMOCTb, He0OX0aAUMbIE A5 BbINMONHEHUS ATUX 3a4au.

5.5.2 lMpeacraBuTenb pykoBoacTea

Bricluee pykOBOACTBO AOMMKHO HA3HAYMTb NPEACTaBUTENs U3 COCTaBa PYKOBOACTBA, KOTOPLIN HE3aBU-
CUMO OT Apyrux 06s3aHHOCTEN 06nagaeT OTBETCTBEHHOCTBLIO U MONTHOMOYUAIMM, BKIOYAIOLLMMMU:

a) obecneyeHue Toro, YTobbl NpoLECcChl, HEOBXOAUMbIE ANA CUCTEMbl MEHEIKMEHTa KayecTBa, Obinu
[ OKYMEHTUPOBAaHbI;

b) npeacraeBneHne oTYETOB BbICLLEMY PYKOBOACTBY O pe3ynbTaTMBHOCTM CUCTEMbl MEHEAXXMEHTA Kaye-
CcTBa M HeobxoaAMMOCTU yny4LieHus (8.5);

c) obecneveHne pacnpoCTpaHeHUss MOHUMaHUA NPUMEHUMbIX PerynupyroLmx TpedosaHuii u Tpebosa-
HWUI CUCTEMbI MEHEAXKMEHTAa Ka4ecTBa B paMKax BCEN opraHusauuu.

5.5.3 BHyTpeHHui o6meH nHopmaumen

Bbicliee pykoBOACTBO AOMKHO obecnevmBaTtb pa3paboTky B OpraHu3auum COOTBETCTBYIOLLMX NPOLEC-
coB obmeHa MHdopmaLmen, B TOM Y1Cre MO BOMPOCaM pesynbTaTUBHOCTM CUCTEMbI MEHEIPKMEHTA Ka4YeCcTBa.

5.6 AHanu3 co CTOPOHbI PyKOBOACTBA

5.6.1 OO Ke NonoxeHus

OpraHusauusa fomkHa JOKYMEHTUPOBATL NpoLeaypbl ANA aHanusa co CTOPOHbI pyKOBOACTBA. Bricluee
PYKOBOACTBO [OIMKHO aHanu3npoBaTk Yepe3 AOKYMEHTanbHO 3anfaHMpOBaHHLIE UHTEPBArbI CUCTEMY Me-
HeI)KMEeHTa Ka4ecTBa opraHusauuu ¢ Luenbio obecneyeHns ee NoCTOAHHON NPUrogHOCTU, aAEKBaTHOCTU U pe-
3ynLTaTUBHOCTU. AHANU3 JOIMKEH BKIOYaTh OLEHKY BO3MOXHOCTEN YNyYLLEeHUS U He0BXOAUMOCTU BHECEHUA
M3MEHEHUWI B CUCTEMY MEHeI)KMEeHTa KayecTBa opraHu3auuu, B TOM YMCre B MOMUTUKE U Lensx B obnacrtu
KayecTsa.

3anucu aHanuaa co CTOPOHbI PYKOBOACTBA AOIMKHbI MOAAEPXKUBATLCH B paboveM coctosHuu (4.2.5).

5.6.2 BxoaHble gaHHbIe AnsA aHanusa

BxoaHble faHHbIe AnA aHanu3a co CTOPOHbLI PYKOBOACTBA AOSDKHLI BKIOYATL, HO HE OFPaHUYMBATLCA
3TUM, CneayloLLyo MHPOPMAaLMIO, NOMYYEHHYIO U3:

a) obparHon cBs3u;

b) obpallyeHus ¢ npeTeHsuneir;

C) OTYETHOCTMW B PETYNUPYIOLLME OpraHsbl;

d) ayauTos;

€) MOHUTOPWHra u U3MEepEeHUsi NPoLIECCOB;

f) MOHWTOPUHIra u n3MepeHus NPoayKUMK;

d) KOPPEKTUPYIOLLEro AENCTBUS;

h) npeaynpexaaroLlero aeicTeus;

i) nocneayloLWmMxX AENCTBUNA, BbITEKAIOLMX U3 NPeAbIAYLLUX aHanNU30B CO CTOPOHbLI PYKOBOACTBA;

j) nameHeHun, koTopble Mornu 6kl NOBAUATL HA CUCTEMY MEHEIKMEHTA KaYE€CTBA;

k) pekoMmeHaauuin No yny4LIEHNIO;

[) HOBBIX UM NEPECMOTPEHHbBIX MPUMEHUMbIX PETYNUPYIOLLMX TPEGOBaHMIA.

5.6.3 BbixogHble gaHHbIe ANA aHanu3a

BbixoHble faHHble aHanM3a CO CTOPOHbI PYKOBOACTBA AOIMKHbI ObITb 3apeructpuposaHbl (4.2.5) u
BKIIOYATb NPOAHAaNM3NPOBaHHbIE BXOAHbIE AAHHbIE U NoOble peLleHnst U AeUCTBURA, OTHOCALUMECA K:

a) ynyyleHuam, HeobxoaAMMbIM ANsi NOAAEPKAHUS NMPUTOLHOCTH, aAEKBAaTHOCTU N Pe3ynbTaTUBHOCTH
CUCTEMbl MEHEAXKMEHTA Ka4eCTBa U €€ NpOLECCOB;

b) ynyyweHnuo npoaykuum cornacHo TpeGoBaHusim notTpebutenei;

C) W3MEHEHUAM, HeOOX0ANMBIM AMNA pearupoBaHust Ha HOBLIE UMK NEPECMOTPEHHbIE NPUMEHUMBIE pe-
rynupyowme TpeboBaHus;

d) noTpebHOCTU B pecypcax.

6 MeHeaXMeHT pecypcoB

6.1 ObecneuyeHune pecypcamm

OpraHusauus AorbkHa onpeaensTb u 06ecnevnBaTb pecypchl, HEOGX0AUMbIE ANS:
a) BHEAPEHUS CUCTEMbI MEHEIKMEHTA Ka4YeCTBa U NOAAEPKAHWUSA €€ Pe3yNbTaTUBHOCTH;
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b) cooTBETCTBUSI NPUMEHUMBIM PEryNUpyoLLMM TpeboBaHusM 1 TpeGoBaHusaM noTpebutens.
6.2 YenoBeyeckue pecypchbl

MepcoHan, ocyLUeCTBRSIOLLNIA AeSTENbHOCTb, BIMSIIOLLYIO HA Ka4eCTBO NPOAYKLMW, AOMKEH ObITb KOM-
NETEHTHbIM B COOTBETCTBUM C MOMYYEHHbIM 0Opa30BaHUEM, NOATOTOBKON, HABbIKAMMW U OMbITOM.

OpraHusauus gomkHa JOKYMEeHTMPOoBaThb npouecc(bl), onpeaenstowmin(e) KOMNeTeHTHOCTb nepcoHana,
nposegeHue oby4yeHuns, obecneveHme MHPOPMUPOBAHHOCTU NMepcoHana.

OpraHusauus gorkHa:

a) onpepensitb HE0BXOANMYIO KOMMNETEHTHOCTb NEepPCoHana, OCyLLECTBSAIOWEro AeATeNbHOCTb, BUIO-
LLIYIO HA Ka4eCTBO NPoAYKLMK;

b) oGecneuynBarb NOArOTOBKY MM NPeANPUHMMATDL Apyrue AeWCTBUA AN A4OCTUXKEHUS UV noaaepxa-
HWSA HEOOXOAMMOIN KOMNETEHTHOCTH;

C) OLUEHUBATb Pe3ynbTaTUBHOCTb NMPUHATLIX MEP;

d) oBecnevnBartb OCBEAOMIEHHOCTb CBOETO NepcoHarna o6 akTyanbHOCTU U BaXHOCTU €ro AesATenbHO-
CTW 1 BKNage B AOCTUXKeEHME Lenen B 0bnactun kadecrsa;

€) noaaepxuBatb B paboyeM COCTOSIHMM COOTBETCTBYIOLLME 3anuci 06 obpa3oBaHum, NOArOTOBKE, Ha-
BbIKax u onbiTe (4.2.5).

MpumedvyaHue — MeTogonorus, ucrnonbdyemas s NPOBEPKU pPe3ynsTaTUBHOCTM, AOMMKHA BbITh NponopLuo-
HarlbHa PUCKY, CBA3aHHOMY C LeATeNbHOCTLI0, B OTHOLLEHUU KOTOPOV NpoBefeHO 0By4YeHne UNu nHble AeiCTBUS.

6.3 UndppacTpykTypa

OpraHusauns 4omkHa AOKYMEHTUPOBaThL TpeboBaHUs K MHppaCTPYKType, He0GX0AMMON ANs A40CTHXe-
HWS COOTBETCTBUA TPEBOBaHUAM K NPOAYKUMK, NPEAOTBPALLEHUS NEPENYTLIBAHWA NPOAYKLIMKU n o6ecneveruns
Hagnexawyero obpaLleHns ¢ Hen.

MHdppacTpykTypa MOXET BKNOYaTb, ECNN LIENIeCO00PasHo:

a) 3paHus, paboyee NPOCTPaHCTBO U CBA3AHHbLIE C HUM CUCTEMbI UHXXEHEPHOTO obGecneveHus;

b) oBGopyaoBaHue, BkNOYasa TEXHUYECKME M NPOrPaMMHbIe CPeACTBa;

C) BCromoraTtesbHble yCnyrn (Hanpumep, TPaHCNOPT, CBSI3b UK UHPOPMALIMOHHBIE CUCTEMBI).

OpraHusauust A0MKHA AOKYMEHTUPOBAaTL TPEOOBAHUA K AEATENLHOCTU NO TEXHUYECKOMY obCcnyxuBa-
HUWIO, B TOM YKCIEe UHTepBanbl BbINOMHEHWA paboT N0 TEXHUYECKOMY ODCNYXMBAHUIO, €CIU 3TN AENCTBUA UK
MX OTCYTCTBUE MOTYT MOBIANATbL HA KAYECTBO NPOAYKLIUN.

Ecnu uenecoobpa3sHo, Tpe6oBaHnA A0SMKHBI NPUMEHATLCA K 060PYA0BaHMIO, UCNONb3YEMOMY B MPOU3-
BOACTBE, AN yNpaBreHUsi NPOU3BOACTBEHHOIN CPEAOoi, MOHUTOPUHIA N U3MEPEHUS.

3anucu Takoro TeEXHMYECKOro 06CnNyXMBaHUA A0MKHbI NOAAEPXMBATLCA B paboyem coctosiHum (4.2.5).

6.4 MpousBoacTBeHHAA Cpeaa n KOHTPOSb 3arpA3HeHUNA

6.4.1 MNMpousBoacTBeHHasa cpena

OpraHusauus gorkHa 40KyMEHTUpoBaTh TPeBGOBaHUA K NPOU3BOACTBEHHOW cpeae, HeobxoauMon ans
JOCTWXXEHUS1 COOTBETCTBUSA TPEOOBaHUAM K NPOAYKLMW.

Ecnu ycnoesusi npou3BoaCTBEHHON Cpeabl MOTYT OKa3aTb HEraTUBHOE BIIMSIHUE HA KaYECTBO NPOAYKLMU,
opraHu3aums A0omkHa J0KyMeHTMpoBaTb TpeboBaHUs K NPOU3BOACTBEHHON Cpeae U npoueaypbl AN MOHUTO-
pUHra 1 ynpasreHusi NpOU3BOACTBEHHOW CpeaoNn.

OpraHusauusa AosmKHa:

a) paspaborartb JOKyMEHTUPOBaAHHbLIE TPEOOBAHUA K COCTOSIHUIO 30POBbS, YACTOTE U OfAeXae Nepco-
Hana, ecrnu KOHTaKT Mexay NepCcoHanom U NPoayKuuen unm Npon3BoACTBEHHON CPEeAOoil MOXKET OKa3aTb BIu-
siHMe Ha 6e30nNacHOCTb MEAULIMHCKOTO U3AENUA Unmn ero PyHKUMOHAaNbHbIE XapaKTepPUCTUKMY;

b) obecneuuntb, uTOObLI BECb NEPCOHAN, BPEMEHHO paboTaloLmin B 0COOLIX YCNOBUSX MPOU3BOACTBEH-
HOM cpefbl, 6bin KOMMETEHTHBLIM UM HAXOAUNCA NOA HAbNAEHUEM KOMNETEHTHOrO NuLia.

MpuMmeyaHune — [onofHUTENbHYO WH(OPMALMIO MOXHO HaiTK B ISO 14644 n ISO 14698.

6.4.2 KoHTpOnb 3arpAa3HeHna

Ecnu yenecoobpasHo, opraHM3aumsa AOMKHA NNAHUPOBaTb U AOKYMEHTMPOBaTb Mepbl AN KOHTPONA
3arpsi3HEHHON UM NOTEHUMarbHO 3arpA3HEHHON NPOAYKUMUMW C LEeNbIio NPeAoTBpaLLeHUs 3arpasHEHNA NPOU3-
BO/ICTBEHHOV CpeAbl, NEPCOHana Unu NPoAYyKLUN.

[nsi cTepunbHbIX MEAULIMHCKUX U3AENUI OpraHu3aumMa A0SMKHA JOKYMEHTUPOBaTL TpeboBaHus K ynpas-
NIeHUIO 3arpsi3HeHeM MMKpoopraHmsmMamu nnu TeepabiMu HacTtuuamu u nogaepXxusarb Tpe6yemylo YUCTOTY
B npoueccax cOOpKU U yNakoBKU.
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7 Mpoueccbl XKN3HEHHOTO LUUKa NPoayKuumn

7.1 MnaHupoBaHUe NPOLECCOB XXNU3HEHHOro LUKIa NPoayKLUUU

OpraHusaumsa JOrKHa nnaHupoBath M pa3pabarbiBaTk NpoUecchl, Heobxoaumble Ansg obecnedyeHus
JKU3HEHHOTO LMKNna npoaykuuun. MnaHuposaHue NpoLEeCcCOB XXU3HEHHOTO LKNa NPOAYKUMUW AOIKHO ObIThb CO-
rnacoBaHo ¢ TpeboBaHUSAMM K APYIMM NPOLECCaM CUCTEMbI MEHEDKMEHTA KayecTBa.

OpraHusauusi 0MmKHa AOKYMEHTMPOBaTh OAUH unu 6onee npoLeccoB MeHeIKMEHTa pucka B npouec-
Cax >XM3HEHHOTO LMKIa NPOaYKLUU.

3anucu N0 MEHEMKMEHTY pUCKA [OIMKHBI NOAAEPXKMBATLCA B paboyem cocToAHun (4.2.5).

Mpu nnaHMpoBaHWM NPOLIECCOB XM3HEHHOMO LMKMIa NPoayKLUuM OpraHn3aums 4OoMmKHa YCTaHOBUTb, €Crnn
uenecoobpasHo:

a) uenu B obnactu kayectsa U TpeboBaHMA K NPOAYKLUNK;

b) notpeGHOCTL B pazpaboTke NpoLeccoB, AOKYMEHTOB (4.2.4), a Takke B obecnevyeHnn pecypcamm ans
KOHKPETHOW NpoAYKLUMKM, BKNoYas MHAPaCTPYKTYPy U NPOU3BOACTBEHHYIO Cpeay;

C) HEOBX0AUMYIO AeATeNnbHOCTb NO Bepudukauum, Banuaaumm, MOHUTOPUHTY, KOHTPOMIO U UCMbITAHK-
M, 06paboTke, XpaHeHUI0, pacnpeaeneHmnio U NPOCNEeXMBAaeMOCTH KOHKPETHON NPOAYKLMM BMECTE C KpUTE-
pUSIMU MPUEMKU MPOAYKLUK;

d) 3anucu, Heobxoaumble Ana obecneyeHns CBMAETENbCTBA TOr0, YTO MPOLECCHI KM3HEHHOTO LMKNa
NpoAyKUMM U TOTOBasi NPOAYKLUMSA COOTBETCTBYIOT TpeboBaHusaM (4.2.5).

Pesynkrarbl 3TOr0 NNaHUPOBaHKUS 40IHKHbI ObITb OKYMEHTUPOBaHLI B )OPME, COOTBETCTBYIOLLIEH Npak-
TUKE OpraHusauuu.

Mpumevyanune — [oOnonHUTENbHYIO UHPOPMALMIO MOXHO HalnTu B ISO 14971.
7.2 Mpoueccobl, CBA3aHHbIE C NOTpedUTENAMU

7.2.1 OnpeaeneHue TpebGOBaHUIN, OTHOCALMUXCA K NPOAYKLUN

OpraHu3auus JoSmkHa onpeaenuTb:

a) TpeboBaHusa noTpebuTens, Bknoyas TpeboBaHUs K NOCTaBKe M AeATENbHOCTU NOCNe NOCTaBKMY;

b) TpeboBaHus, He onpeaeneHHble NoTpebuTenemM, Ho HeoBXoauMbIE ANA KOHKPETHOrO UMK npeanona-
raemMoro UCnosb30BaHus, KOrga OHO U3BECTHO;

C) NpUMEHMMBbIE perynupyoLime TpeboBaHUs, OTHOCSALLMECS K MPOAYKLUM;

d) no6oe obyyeHue nonb3osarenen, Heobxoanmoe Ansi obecneveHns 3agaHHbIX PYHKLMOHANbHbIX Xa-
pakTepucTuk n 6€30nacHOCT NPUMEHEHNS MEAULMHCKOTO U3AEnus;

e) nobble AoNONHUTENbHbIE TPeBOBAHUSA, ONPeAENEHHbIE OpraHu3aLmen.

7.2.2 AHanus Tpe6oBaHUNA, OTHOCALMUXCA K NPOAYKLUUU

OpraHu3aums AomkHa aHanuauposatb TpeboBaHUSA, OTHOCALLUMECS K NMPOAYKLUUW. STOT aHanu3 JOMKeEH
NPOBOAUTLCA [0 NPUHATUS OpraHu3aumein obsa3aTensCTBa NOCTaBNATbL NPOAYKUMIO NOTpebuTenio (Hanpumvep,
yyactusi B TeHaepax, NPUHSATUA KOHTPAKTOB UMW 3aKa30B, MPUHATUS M3MEHEHWUI K KOHTpakTam uiu 3akasam)
1 pormkeH obecneynsaThb:

a) OnpeaeneHne u JOKYMEHTUpOBaHUe TpeboBaHuii K NpoayKLUMK;

b) cornacoeaHue TpebGoBaHMI KOHTPAKTa UMK 3aKasa, OTNINYAIOLLUXCS OT paHee CHOPMYNMPOBAHHBIX;

C) BbINOMHEHWE NPUMEHUMBIX PETYNUPYIOLLUX TPEBOBaHUNA;

d) no6oe obyyeHune Ans nonb3oBaTenein B COOTBETCTBUM C NYHKTOM 7.2.1, €ro AOCTYNHOCTb UK NaHK-
poBaHue obecnevyeHus JOCTYNHOCTH;

€) cnocoBHOCTb OpraHM3aunm COOTBETCTBOBATL OnpezeneHHbIM TpeboBaHusAM.

3anucu pesynsTatoB aHanu3a u nocneayowmx AenCTBUI, BbITEKAIOLLMX U3 aHanu3a, AoIkHbI nogaep-
XXUBATbCS B paboyeM cocTtosHuu (4.2.5).

Ecnun notpebutenb He npeacTaBumi AOKYMEHTUPOBAHHbIX TpeBoBaHUiA, OpraHu3aumsa foImkHa NoaTBep-
OWUTb UX Yy NOTpebuTens A0 NPUHATUS K UCTTONMHEHUIO.

Ecnu tpeGoBaHusi K NPOAYKLMM M3MEHEHBI, OpraHn3aums AomkHa obecnevnTb, YToObl COOTBETCTBYIO-
LuMe AOKYMEHTbI Obinn UCNpaBneHbl, @ COOTBETCTBYIOLUMIA NepcoHan Obin NPoMHMOPMUPOBAH 06 U3MEHUB-
Lmxcst TpeboBaHusix.

7.2.3 CBA3b C noTpeduTENnAMmn

OpraHu3auus AOMmKHa NiaHUupoBaTb M AOKYMEHTUPOBaThL Mepbl MO NoAAEPKaHUIO CBA3M C noTpebuTe-
NsIMK, KacalLwmecs:

a) uHcopMauum 0 NPOAYKLUUH;

10
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b) npoxoxxaeHusa 3anpoCcoB, KOHTPAKTa UIKM 3akasa, BKIMYas MU3MEHEHUS;

C) obpaTHOI CBA3W C NOTpebuTeneM, BKNo4asi NPeTeH3Mn notpeduTeneii;

d) NOSICHWUTENbHLIX YBEAOMITEHUNA.

OpraHu3auus AomKHa NoA4epXMBaTh CBSI3b C PETYNMPYOLLMMU OpraHamu B COOTBETCTBUU C NPUMEHU-
MbIMU perynupyommMmn TpeboBaHusamu.

7.3 MpoekTupoBaHue u paspadoTka

7.3.1 O6uwume nonoxeHus

OpraHu3auus fomKkHa JOKYMEHTUPOBaTh NpoLeaypbl NPOeKTUPOBaHUst U pa3paboTku.

7.3.2 MnaHupoBaHUe NPOEKTUPOBAHUA U Pa3pabOTKn

OpraHu3auus 4OMMKHa NaHWpPoBaTh U YNpaBnaTb NPOEKTUPOBAHMEM M pa3paboTkoi npoaykuun. Ecnn
uenecoobpa3Ho, AOKYMEHTALMSA NO NIAHUPOBAHUIO NPOEKTUPOBAHNUA M Pa3paboTKu AOMMKHA NOAAEPKUBATLCS
1 0GHOBNATLCS NO X04Y NPOEKTUPOBAHUSA U pa3paboTku.

B xoae nnaHupoBaHusa NPoeKkTUpoBaHusa u pa3paboTku opraHu3auns A0MKHa JOKYMEHTUPOBATL:

a) cTaguu NPOEKTUPOBaHUSA U pa3paboTKu;

b) aHanna(bl), HeOOX0ANMBIE HA KaXaon cTagun NPOEKTUPOBaHNA U pa3paboTku;

C) JeATenbHOCTb NOo Bepudukauuu, Banuaauun u nepegavde npoekta, ecrniv ato LenecoobpasHo ans
KaXkaon cTaum NpoeKkTUpoBaHUs U paspaboTku;

d) OTBETCTBEHHOCTbL U NOSTHOMOYMS B 06MACTM NPOEKTUPOBaHMS U pa3paboTkuy;

e) Metoabl obecnevyeHnss NPOCHEXMBAEMOCTU BbIXOAHbIX AAHHbIX MPOEKTUPOBaHUS W pa3paboTku K
BXOZHbIM 1aHHbIM;

f) HeoOXxoaMMble pecypchl, BKMOYas Tpebyemyro KOMNETEHTHOCTL NepcoHana.

7.3.3 BxoaHble AaHHble NPOEKTUPOBAHUA U pa3paboTkn

BxoaHble AaHHble, OTHOCALMECS K TPeBOBaHUAM K NPOAYKUMK, AOMKHbLI BbITb ONpeaeneHsbl, a 3anucu
OOJKHBI NOAAEePXKMBaTLCA B pabodem cocTosiHum (4.2.5).

BxoaHblE AaHHbIE AOMKHbI BKIMIOYATh:

a) (byHKUMOHanbHbIe, 9KCniyaTauuoHHble TpebosaHusa, TpeboBaHusa yaobcTea nonb3oBaHusa u 6e3o-
NacHOCTU B COOTBETCTBUM C NPEAHA3ZHAYEHHBIM NMPUMEHEHNEM;

b) npumeHumble perynupytoLime TpeboBaHUsA n CTaHaapThbI;

C) NPUMEHUMbIE BbIXOAHbIE AAHHbLIE NO MEHELKMEHTY pUCKa;

d) Tam, rae aTo Lenecoobpa3sHo, UHOPMAaLIMIO, B3ATYIO U3 NPeablAYLLMX aHaANOrMYHbIX MPOEKTOB;

€) apyrue TpeboBaHus, BaXkHble ANs NPOEKTUPOBaHUS U pa3paboTku NpoAyKLUM UNnn NpoLEeccoB.

BxoaHble AaHHbIE AOMKHBI ObITb NPOAHANU3NPOBAHBI HA AAEKBATHOCTb U 0DULIMANBHO 0f00pEHbI.

TpeGoBaHusa AOMXKHbI ObITb MOSHLIMU, HEABYCMbICNEHHBIMU, NPUTOAHLIMU ANA BepuduKaL MM Unu Banu-
Jauuy U HENPOTUBOPEUUBBLIMM.

MpumevyaHnunue — [ononHUTENbHYIO UHGMOPMaLUIO MOXHO HaWTu B IEC 62366-1.

7.3.4 BbixogHble JaHHbIe NPOEKTUPOBAHUA U pa3padoTKu

BbixoaHblE AaHHbIE MPOEKTUPOBAHMSA U Pa3PabOoTKU JOMKHbI:

a) COOTBETCTBOBATb BXOAHbIM AAHHLIM NPOEKTUPOBaHUSA U pa3paboTku;

b) o6ecneunBatb COOTBETCTBYIOLLEN MH(pOPMALIMEN B OTHOLLEHUM 3aKYNOK, NPOM3BOACTBA U 0BCHYXM-
BaHus;

C) coaepxaTrb KpUTepun NPUEMKM NPOAYKLMU UNK CChIMIKU Ha HUX;

d) onpeaensaTb xapakTEPUCTMKM NPOAYKLUU, CYLLUECTBEHHLIE ANnS ee 6e30nacHOro U NpaBUIbLHOIO UC-
nosb30BaHUA.

BbixoAHble AaHHbIE MPOEKTUPOBAHUA U pa3paboTKM AOMKHbI ObITb NPeAcTaBneHbl B opme, No3Bons-
IOLLEel NMPOBECTU BepUUKALMIO OTHOCUTENBHO BXOAHbLIX AAaHHbLIX NPOEKTMPOBAHMA U pa3paboTku, a TaKke
JOMKHbI ObITb 0A00PEHbI 40 UX NOCMEAYIOLLEro UCMONbL30BaHUS.

3anucy BbIXOAHbIX AAHHLIX NMPOEKTUPOBaHUS U paszpaboTKM AOMMKHbI NOAAEPXKMBATLCA B paboyem co-
cTosiHUU (4.2.5).

7.3.5 AHanus NnpoeKTUPOBAHUA U pa3pPadboOTKn

Ha Tex cragusx, rae aTo UenecoobpasHo, AOMKEH NPOBOAUTLCS CUCTEMATUYECKUIA aHanm3 npoekTu-
poBaHus u pa3paboTkn B COOTBETCTBUU C 3anfiaHUPOBAHHLIMU U AOKYMEHTUPOBAHHLIMU MEPONPUATUAMU C
Lenbio:

a) OUEeHKU CNOCOBHOCTU pe3ynbLTaToB MPOEKTUPOBAHMA U pa3paboTKu COOTBETCTBOBATL TPEOOBaHUAM;

b) naeHTMdUKauMm n NpeanoxeHnst He06XoaMMbIX AENCTBUMNA.
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Takoi aHanu3 AOIDKHbI BbINOMHATL NPEACTABUTENMN CNYXO0, UMEIOLWUX OTHOLLEHWUE K aHanu3upyeMbiM
cTaguaM NpoeKTUpOoBaHUs u pa3paboTku, a Takke Apyrue cneuuanucTbl OpraHm3auun.

3anucu pe3ynsLraToB aHanu3a u Bcex Heo6xoaAUMbIX AeCTBUI AOMKHbI NOALEPIMBATLCA B pabovem co-
CTOSAHUM U BKNIOYaTb ONUCAHUE NPOEKTA B paMKax aHanv3a, BOBIIEYEHHbIX y4aCTHUKOB U AaTy aHanusa (4.2.5).

7.3.6 Bepudukaumusa npoeKTUpPOBaHUA U pa3paboTku

Bepudmkauumsa npoekTupoBaHua U pa3paboTkn A0IDKHA OCYLLECTBNATLCA B COOTBETCTBMM C 3aNNaHUpO-
BaAHHbLIMU U A OKYMEHTUPOBAHHLIMU MEPONPUATUAMU AN 00ECNEYEHUS TOr0, YTOObI BbIXOHbLIE AAHHBIE NPO-
€KTMpOBaHMA U pa3paboTkm COOTBETCTBOBANMN BXOAHbLIM JaHHbLIM NMPOEKTUPOBAHUA U pa3paboTKu.

OpraHusauusi AOMmkHa AOKYMEHTUPOBATb NnaHbl Bepudukauuu, BknoyYas MeToabl, KPUTEPUU NPUEMKU
u, ecnu uenecoobpasHo, CraTucTu4eckue MeToabl ¢ 060CHOBaHMeM 06bema BbIOOPKU.

Ecnu npeayCcMOTpPEHHOE NpuMEHeHUe coaepxuT TpeboBaHue, YToObI MeaMUUHCKOe usaenue 6bino noa-
KNIOYEHO Mnu MMeno uHtepdenc ansa coeauHenns ¢ apyrum(m) meauumHckum(m) nsgenuem(samu), sepuduka-
Uusl AOMMKHA BKII0YATb MPOBEPKY TOTO, YTO BbIXOJHbIE 1aHHbIE NPOEKTA COOTBETCTBYIOT BXOAHbIM JAHHLIM MPU
TakOM NOAKNIOYEHMMN UNN COEANHEHUN Yepes uHTepdeNc.

3anucu pe3ynsTaTtoB U BbIBOAOB NO BepuduUKaLmm U HeobXxoauMbIX AENCTBUI AOIDKHbLI NOAAEPXXMBATLCS
B paboueM coctosiHum (4.2.4 n 4.2.5).

7.3.7 Banupgaumsi NpOeKTUPOBaHMUA U pa3paboTku

Banuaauusi npoeKkTUPOBaHUA 1 pa3paboTKu JOIMKHA OCYLLECTBASTLCA B COOTBETCTBUM C 3aMaHMPOBaH-
HbIMW U AOKYMEHTUPOBAHHLIMU MEPONPUATUAMU ANS 0BecnevyeHnn COOTBETCTBUSA rOTOBOW Npoaykuumn Tpebo-
BaHUAM K €€ NpeiHasHa4eHHOMY UK NpeanonaraeMoMy NPUMEHEHMIO.

OpraHusauusi 4OIDKHA AOKYMEHTUPOBATL NNaHbl Banuaauuu, BKNIOYas METOAbI, KPUTEPUU NPUEMKHU U,
ecnu uenecoo6pa3sHo, cTaTucTuieckne MeToabl ¢ 060cHOBaHUeM 0b6beMa BbIGOPKU.

Banupgauus aomkHa ObiTb NpoBeAeHA HA TUNOBOM (penpe3eHTaTMBHOM) u3genuu. Tunosoe usgenue
MOXeET npeacTaeBnaTb cob0i nepeblie 06pa3Lbl NPOAYKLMU, NAPTUM UK UX SKBUBANEHTbl. ODOCHOBAHUE Bbl-
6opa Takux NPOAYKTOB AN Banuaauum A0MKHO ObITb JOKYMEHTUPOBAHO (4.2.5).

Kak yacTb Banuaauum npoekTupoBaHus u paspaboTku opraHu3aunsa AOSHKHA BbIMOSHATL KIIMHUYECKHUe
OLIEHKU MNK oLeHWUBaHNe (DYHKUMOHANbHLIX XapakTepUuCcTUK MEeaULMHCKOro U3genus B COOTBETCTBUM C MPU-
MEHUMbIMW PETYIIUPYIOLLUMMN TPEBOBaHUAMM.

MeauunHckoe usaenue, ucnonb3yemMoe AnA KNMHUYECKON OLIEHKU UNU OLEHMBaHUA (PYHKLMOHANbHbLIX
XapaKkTepUCTUK, HE paccMaTPUBAETCA KaK BbiNYLLIEHHOE Ans UCMONb30BaHUs NoTpedburenem.

Ecnun npepycmoTpeHHoe npumMeHeHue TpebyeT, utobbl MeauuMHCkoe usgenue Obino NoAKoYEeHO Unm
uMeno uHTepdenc ans CoeamHeHust ¢ Apyrum(un) meguumHckum(m) usgenuem(samu), To Banuaauma AosmkHa
BKIIIOYATb MPOBEPKY TOrO, YTO TpeboBaHMA ANA NPeAHA3HAYEHHOTO UMW NPEANOoNiaraemMoro NPUMEHeHUs Gbinu
BbIMOMHEHbI NPY NOAKIIOYEHUN UM COeAUHEHUN Yepes UHTepdenc.

Banuaauus pomkHa ObiTb NpoBeAeHa A0 NOCTABKU NPOAYKLMM NOTpebuTento.

3anucu pesynsraTtoB U BbIBOAOB MO Banuaauun U HE0OX0ANMBIX eNCTBUI AOIDKHBI NOAAEPKMBATLCA B
paboyem cocTosiHumM (4.2.4 n 4.2.5).

7.3.8 MNepepayva npoekra u pa3paborku

OpraHusauus 4OmKHa AOKYMEHTUPOBATbL NpOoLeaypbl Nepeayn BbIXOAHbLIX AAHHbIX MPOEKTUPOBAHUA U
pa3paboTku B Npou3BOACTBO. OTU NpoLeaypbl 4OIHKHbI 06ecnevnTb, YTOObl BbIXOHbIE aHHbIE NPOEKTUPOBA-
HUS U paspaboTku Obinu BEpUULMPOBAHBLI HA COOTBETCTBME TPeboBaHMAM NPOU3BOACTBA, NPeXae YeM CTaTb
OKOHYaTENbHbIMW MPOM3BOACTBEHHBIMU CieLMdUKALUSAMU, U YTOObI MPOU3BOACTBEHHBIE BO3MOXHOCTU MOFfN
COOTBETCTBOBATb TPEOOBAHUAM K MPOAYKLIMHK.

Pesynbrathbl U BbIBOAbI NEpeaayu AOIMKHbI ObITb 3apermcTpupoBaHbl (4.2.5).

7.3.9 YnpaBrneHue n3MeHeHUAMU NPOEKTUPOBAHUA U pa3paboTKu

OpraHusauus 4omkHa JOKYMEHTUPOBATb Npoueaypbl Ans ynpaBneHns: UBMEHEHUSIMU NPOEKTUPOBAHUSA
n paspabotku. OpraHm3auus AOrDKHA ONpeaensTb 3HaYMMOCTb U3MEHEHUI AN (PYHKUMOHATBHbIX, 3KCNNnya-
TauuoHHbIX TpeboBaHui, TpeboBaHui yaobcTea nonb3oBaHusl, 6€30nNacHOCTM U NPUMEHUMBIX PETYTNNPYIOLLIMX
TpeboBaHuii B OTHOLUEHUU MEAULIMHCKOTO U3Aenusi U ero NpeayCMOTPEHHOTO NMPUMEHEHUS.

M3meHeHnsa B NpoekTUpOBaHMM U pa3paboTke AOMKHbI ObiTb AEHTUMULIMPOBAHDI.

1o BHeApEHUS UBMEHEHMUS AOIMKHbI ObITb:

a) NpPoaHanu3MpoBaHbl;

b) BepuuunpoBaHbl;

C) BanuMaupoBaHbl, ECNMN 3TO LienecoobpasHo;

d) oaobpeHsbl.

12
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AHann3 n3MeHeHu NPOEKTMPOBAHUA U Pa3paboTKU AOMKEH BKIOYATL OLEHUBAHUE BIUAHUA U3MEHE-
HUI Ha COCTaBHbIe YacTu, nonydabpukarbl UnNK yxe NOCTABNEHHYIO NPOAYKLUIO, HA BXOAHBLIE WU BbIXOAHbIE
JaHHblEe MEHEIDKMEHTA PUCKA U NPOLIECCHI XXM3HEHHOTO LIMKNA NPOAYKLUK.

3anucu n3mMeHeHui, pesynsTatoB aHanu3a n3MeHeHun u Nbbix He0OX0AMMbIX AENCTBUI AOIDKHbI NOA-
AepxuBatbca B pabouem coctosiium (4.2.5).

7.3.10 daiinbl NpoeKTUPOBaHUA U Pa3pPadboOTKu

OpraHusauus aormkHa noaaepxmsarb (Ppann NPOeKTUPOBAHUA M pa3paboTku AN KaKAOro TUna unu
cemencTBa MeauUMHCKUX usaenuin. JlaHHbli ¢aitn AOMKEeH BKNKOYATb 3annUCu UINK CCbINIKM HA HUX, CHOPMUPO-
BaHHble ANA AEMOHCTpaLUMKU COOTBETCTBUSA TpeboBaHUAM NPOEKTUPOBAHUS U pa3paboTku, U 3anucyu usMeHe-
HWUI NPOEKTUPOBaHUA U Pa3paboTku.

7.4 3akynku

7.4.1 NMpouecc 3aKynok

Oprannsaumsa gomkHa AOKYMEHTMpOBaTb npoueaypbl (4.2.4), obecneumBaiolime COOTBETCTBUE 3aKy-
NAEHHON NPOAYKUMM YCTAHOBMNEHHbIM TPebOBaHUAM K 3aKynKam.

OpraHusauma aofmkHa YCTAHOBUTbL KPUTEPUM ANS OLEHMBaAHUMSA M BbiOOpa nmocTtaBLiMKOB. Kputepum
NOMKHBI ObITh:

a) OCHOBaHbl HAa CNOCOBGHOCTM NOCTABLUMKA MOCTABMNATb NPOAYKLMIO, COOTBETCTBYIOLLYIO TpeOOBaHMAM
opraHusauuu,

b) ocHoOBaHblI Ha pe3ynbratax A4esaTenlbHOCTM NOCTaBLUUKA;

C) OCHOBaHbl Ha BAINSHUK 3aKynaeMon NPOAYKLUMM HA KAYECTBO MEAULIMHCKOIO U3AENus;

d) nponopuMoHasnbHbl PUCKY, CBA3AHHOMY C MEAULIMHCKUM U3JESNTUEM.

OpraHusauusi AOMMKHa NNaHUPOBaTb MOHUTOPUHT U MOBTOPHOE OLIEHUBAHME NOCTaBLUMKOB. [IOMKEH OCy-
LLECTBNATLCA MOHUTOPUHT Pe3ynbTaToB AEATENLHOCTU NOCTABLUUKA B OTHOLLEHUM COOTBETCTBUSA 3aKynaeMomn
npoaykumu TpeboBaHmaAM. Pe3ynbraTel MOHUTOPUHIA AOIMKHbI ObITb BKIMIOYEHbI BO BXOAHbIE JaHHbIE NpoLecca
MOBTOPHOTO OLIEHUBAHMA MOCTaBLLUMKA.

HeBbINoNHeHUe NOCTaBLUMKOM TpeBoBaHuii K 3aKynaemoi nNpoayKUMKU AOIMKHO ObITb PACCMOTPEHO Npo-
MOPLIMOHATNBbHO PUCKY, CBSI3AHHOMY C 3aKynaemMoil NpoayKUMen U NPUMEHUMbIMU perynupyiommMmn Tpebosa-
HUAMM.

3anucu pesynsraTtoB OLeHUBaHUS, BbIGOpa, MOHUTOPUHIA U MOBTOPHOTO OLEHUBAHWUA BO3MOXHOCTEW
nocTaBLUMKa UNKN Pe3ynkLTaToB AeATENLHOCTU U NOObIX HEOBX0AUMBIX A4EWCTBUIA, BEITEKAIOLMX U3 3TON Aes-
TENbHOCTM, AOMKHbI NOAAEPXKMBATLCA B paboyeM cocTosiHuu (4.2.5).

7.4.2 NHdopmMauusa no 3akynkam

MHdopMayua no 3akynkam JOIpkHA OMUCHLIBATb UMM COAEPXKATb CCLINMKM HA 3aKynaemylo npoAyKUMIO,
BKIIIOYAs!, €CMU LienecooOpasHo:

a) cneuudukaummn NPoayKUUK;

b) TpeboBaHuA kK npuemMke NpoAaykKuMKM, NpoLeaypam, npoueccam n 000pya0BaHuIo;

¢) TpeboBaHus Kk kKBanudukaumum nepcoHana nocTaBLLMKA;

d) TpeGoBaHusa K CUCTEME MEHEIDKMEHTA KadYecTsa.

OpraHusauus gomkHa obecnevnBarb a€KBaTHOCTb YCTAHOBMNEHHbIX TPeOOBAHWI K 3aKynkam A0 UX CO-
O6LLEHMS NOCTaBLLIMKY.

MHdpopMaumsa no 3akynkam JOIKHA BKIHOYATb, €CNK 3TO NPUMEHUMO, MMCbMEHHOE COrnaLleHue 0 TOM,
YTO MOCTaBLUMK YBEAOMIAET OpraHu3auuio 06 n3MeHeHUsAX B NOCTaBNAeMON NpoAYyKUMM A0 BHEAPEHUS STUX
M3MEHEHUN, B CIly4ae eCrim OHU OKa3bIBAKOT BNUSAHUE HA COOTBETCTBME NPOAYKLUM YCTAHOBMEHHbLIM TpeOoBa-
HUAM K 3aKynkam.

B TOI CTENEeHN, B KaKOW 9T0 He0BX0AMMO ANS OCYLUEeCTBNEHWSA npocnexvueaemMocTu (7.5.9), opraHusa-
Uus AOMMKHA noaaepxmBarb B paboveM COCTOSsHMM COOTBETCTBYIOLLYIO MHApOpMaLMIO NO 3akynkam B hopme
AOKyMeHTOB (4.2.4) v 3anuceii (4.2.5).

7.4.3 Bepudukauusa sakynaeMon npoaykuum

OpraHu3auus omkHa paspaboTtarb U OCYLLECTBNATL KOHTPOMb UIU UHbIE BUAbI AEATENbHOCTU, HE0OXO0-
aumble ansi obecnedyeHnsi COOTBETCTBUA 3aKynaemoi NPOAYKLUMM YCTAaHOBIEHHbIM TPEOOBAHUSAM K 3aKyNKaM.

O6beM AEATENbHOCTM MO BepuduKauum fomkeH OblTb OCHOBAH Ha pe3ynbrarax OLEHUBAHUS NMOCTaB-
wmka 1 6bITb NPONOPUUOHANLHBIM PUCKaM, CBA3aHHbIM C 3aKynaemoii NpoayKuuen.

Ecnu opraHusauus nony4yaetr MHOPMALMIO O KaKUx-NnubO M3MEHEHUsIX B 3aKynaemon npoAaykuuu, TO
OHa AOIKHA ONpeaenuTb, HACKONbKO 3T U3MEHEHUSI NOBAUSAIOT HA NPOLIECCHI XXKM3HEHHOTO LiMKNa NpoayKuum
unn MeguumnHCKoe nsaenue.

13



FOCT ISO 13485—2017

Ecnu opranusaums unu notpebutens npeanaralor OCyLEeCTBUTL BEPUMUKALUIO HA NPeanpusaTun no-
CTaBLUMKa, TO OpraHu3auusl AOoMKHa YCTaHOBMTbL B MHCpOpMaLMKM NO 3akyrnkam npeanonaraemsie Mepbl No
BepuduKaLum v NOPSAOK BbIMyCKa NPOAYKLMM Y MOCTaBLUMKA.

3anucu no Bepudmkaummn A0MKHbI noaaepXmBaTbca B paboyem coctosiHum (4.2.5).

7.5 MpoussoacTBoO M 0GCNyXKUBaHUE

7.5.1 YnpaBneHue npousBoacTBOM U 06CNyXuBaHUeM

Mpoun3BoacTBO M 06CNYXXMBaAHWE AOIMKHBI NNIAHUPOBATLCA, OCYLLUECTBASATLCS, NOABEPraTbC MOHUTOPUH-
ry u ynpaeneHuio ans obecneyeHnss COOTBETCTBUA NPOAYKLUMM crieumdmKkaLlmm.

Ecnu uenecoobpasHo, ynpasnsemble yCroBus NPOU3BOACTBA A0SKHbI BKMKOYATh, HE OrPaHUYNBasACh UMU:

a) OOKYMEHTWPOBAaHHbLIE NPOLEAYPbl U METOALI YNPaBeHNa Npou3BoacTBoM (4.2.4);

b) kBanuukaumio MHPpPacTpyKTypsbI;

C) NpoBeAEHUEe MOHUTOPUHIA U U3MEPEHUI NapamMmeTPOB MPOLIECCOB Y XapaKTEPUCTUK NPOAYKLUUY;

d) Hanuuue n NnpumeHeHue o6OPyAOBAHUA AN MOHUTOPUHIA N UBMEPEHUN;

€) BbINOMHEHWe YCTaHOBMEHHbIX OnepaLmnin No MapkKUpPOBKE U YNAKOBKE;

f) ocylwiecTBneHune BbiNycka, NOCTaBKU U AENCTBUI NOCAE NOCTaBKU NPOAYKLMN.

OpraHusauuna gomkHa paspaboratb M NnogaepkuBats B pabovemM cocToaHum 3anucu (4.2.5) ana kaxgo-
ro MeaAWLIMHCKOrO U3AENnUsa UMK Kaxxaon napTum MeauUMHCKMX uagenui, 4tobbl 06ecneyunTb nx NnpocnexuBae-
MOCTb B COOTBETCTBUM C NYHKTOM 7.5.9 1 onpegeneHme Konu4ecTea NponM3BeeHHON NPoaYyKLUMN U NPOAYKLNK,
0400peHHON ANA pacnpocTpaHeHns. 3anucu A0mKHbl ObiTb BEpUUUUPOBAHBLI U 0huumansHO 0a400pEHbDI.

7.5.2 Yucrora npoaykuum

OpraHusauusa A0ImkHa AOKYMEHTMPOBATbL TPEBOBAHNUSA K YUCTOTE UMM KOHTPOMIO 3arpsi3HEHUS NPOAYK-
uuu, ecnu:

a) npoaykuus nepea crepunusauuen u/unm NnpUMMEeHeHeM NPOXOAUT OUYNCTKY B OpraHm3auuuy;

b) npoaykuma NoCTaBnAeTCA HECTEPUNBHON U NOANEXMT OYMCTKE Mepej cTrepunusaumen n/unu npu-
MEHEHUewM;

C) NMpoAyKUMSA HE MOXET ObITb OYMULLEHA Mepen cTepunu3aunen W/mnm NpuUMEHeHUeM, HO ee YucToTa
UMEET 3HaYeHne Ans NPUMEHEeHUs;

d) npoaykuusi NOCTaBNSAETCA AN UCNONb30BAHWA HECTEPUIIBHON, HO €€ YUCTOTA SIBMSETCA CYLLECTBEH-
HOI AN NPUMEHEHUS U3AEnus;

€) peareHTbl, NPUMEHAEMbIE AN OYUCTKM NPOAYKLUMU, A0MKHbI ObITh YAaneHsbl B NPOLEecce ee U3rotos-
NeHnn.

Ecnu npoaykumusi nogBepraerca O4MCTKe B COOTBETCTBMM C nepeducrieHnamu a) unm b), tpebosanus
nyHkTa 6.4.1 He NPUMEHAIOTCA A0 JTana OYMCTKMU.

7.5.3 [eaTenbHOCTb NO MOHTAXY

OpraHusauusa AOMmkHa AOKYMEHTUMPOBAaTbL TPeBOBAHMA K MOHTaXKy MEAMLMHCKOTO U3AENUSA U KPUTEPUM
nNpUeMKM AN BepudmkaLmm MOHTaXxa MeAMLUHCKOTO U3AENus, eCrv NPUMEHUMO.

Ecnu cornacoBaHHble ¢ noTpebutenem TpeboBaHUsi NO3BONSOT BbIMOMHATL MOHTAX MEAULIMHCKOTO U3-
Jenusl BHELLHEeH CTOPOHOW, OTIIMYHOW OT OpraHu3auum unu ee NocTaBLUmMKa, opraHM3aumsa 4OormKHa npegocra-
BUTb AOKYMEHTUPOBAHHbIE TPEBOBAHUA K MOHTAXy MEAULMHCKOTO U3aenusa u sepudukauum MOHTaxa.

3anucy 0 MOHTaxe U BepudukaLmm MeauLMHCKOro n3aenuns, KOTopble BbINOMHAET OpraHusauus unu ee
NOCTaBLUMK, AOMKHbI NOAAEPXMBATLCS B paboyem cocTosiHum (4.2.5).

7.5.4 [eAaTenbHOCTb NO OOCIYXNBAHUIO

Ecnu oBecnyxumBaHue MeaUUMHCKOTO U3genus ABnsieTcsl YyCTaHOBMNEHHbIM TpeboBaHmeM, opraHusauus
JormkHa pa3paborarb J0KyMEHTUPOBAHHLIE NPOLIEAYPLI N0 0OCNYXMBaHMIO, CNPABOYHbIE MaTepuarnsl u pede-
PEHTHbIE NpoLeaypbl U3MEPEHUS, €CNU HEOOXOAMMO, AN OCYLLECTBNEHMSA 00CNy>XuBaHMsa U Bepudukaummn
TOro, YTo TPEBOBAHUSA K MPOAYKLMA BbIMOMHEHDI.

OpraHusauusa AOMmKHa aHanu3upoBaTh 3anucy No 0BCMY>XUBAHUIO, BLINOMHAEMOMY OpraHu3auuei unm
€€ MOCTaBLUMKOM:

a) Ansa onpeaenexus, obpawarbca nu ¢ MHopmaunen, Kak ¢ NpeTeH3nen;

b) ecnu uenecoobpa3sHo, UCNONbL30BATbL KaK BXOAHbIE AaHHbIE NpoLiecca yyyLleHus.

3anucu no oB6Cny>XMBaHUIO, BLINOMHAEMOMY OpraHu3aumein unu ee nNoCTaBLUMKOM, AOIDKHbI NOAAEPXKU-
BaTbCA B pabovem coctosiHum (4.2.5).

7.5.5 CneuuanbHble TPeOOBaHUA K CTEPUITbHBIM Me AULMHCKUM U3Oenuam

OpraHusauus 4omkHa nogaepkueaTh 3anucy No napameTpam npowuecca ctepunuaaumm, npUMEHSIeMoro
ANA KaXaon naptum ctepunuayemMon npogaykuum (4.2.5). 3anucu no crepunu3auun 4OMKHbI NPOCNEXMBaTLCA
AN KaKI0W NapTun NPOU3BEAEHHbIX MEAULIMHCKUX U34ENui.
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7.5.6 Banupauma npoueccoB NpoU3BOACTBA U 06CYXUBaAHUA

OpraHu3aumsa aomkHa BanuaupoBarb niobble nNpouecchl NPOM3BOACTBA M 0GCNYXMBaHUA, pe3ynbrarhl
KOTOPbIX HEMNb3s1 NPOBEPUTb MOCPEACTBOM NOCNEAOBATESNIbHOIO MOHUTOPUHIA UNN U3MEPEHUSA, U, CNeaoBa-
TenbHO, HEAOCTATKU KOTOPbIX CTAHOBATCA OYEBUAHLIMU TONBLKO MOCAE Hayana UCMNonb30BaHUA MPOAYKLIMK
unu ee obCcNyX>MBaHUA.

Banugauus gomkHa npogeMOHCTPUPOBAaTh CMOCOGHOCTL 3TUX NPOLIECCOB NOCTOSAHHO AOCTUraTh 3ansna-
HUPOBAHHbIX PE3YNbLTATOB.

OpraHu3aums omKHa AOKYMEHTMPOBATb NpoLeaypbl Banuaauum npoueccos, BKOYasn:

a) onpefeneHHble KpUTepUU Ansg aHanusa u oao06peHnsa Npoueccos;

b) onpeaeneHne npurogHOCTM 060PYAOBAHUA U NOATOTOBMEHHOCTU NEPCOHAna;

C) NPUMEHEHUE KOHKPETHbIX METOA0B, NPOLEAYP U KPUTEPUEB NPUEMKM;

d) ecnu uenecoobpasHo, CTaTUCTUHECKUE METOAbI C 060CHOBAHMEM 06bEMOB BbIOOPKU;

e) TpeboBaHus Kk 3anucsam (4.2.5);

f) peBanuaauuio, BKIOYas €e KpUTEPUH;

g) oaobGpeHue u3MeHeHui B NpoLeccax.

OpraHu3auusi JOrpKHa AOKYMEHTUPOBATh MPOLEAYpbl BanuAauunm NPUMEHEHUS KOMMNbIOTEPHOro npo-
rPamMHOro obecnevyeHuns, UCNonbL3yeMoro B Npou3BoacTee u obcnyxusanun. Takoe nporpammHoe obecne-
YeHue AOMKHO ObITb BaNMAMPOBAHO 0 €70 NEPBOr0 NPUMEHEHUS U, €CNK Lienecoobpa3Ho, NOCre BHECEHUSA
M3MEHEHUI B nNporpaMMmHoe obecneyeHue unu ero ucnosnb3oBaHue. KOHKPETHLbIN Noaxoa U AeATenbHOCTb
no Banuaauuu u pesanuaauuu nNporpamMHOro obecnevyeHus A0MkHbl ObiTb NPONOPUMOHANbHLI PUCKY, CBS-
3aHHOMY C NPUMEHEHUEM NPOrpaMMHOro obecneyeHusl, BKNOYasa ero BMSHME Ha COOTBETCTBUE NMPOAYKLUW
cneyudmkauusam.

3anucu pe3ynsraTtoB U BbIBOAOB, a Takke HEOOXOAUMbIX AEMCTBUI NO BAaNUAaaUuK, AOMKHbLI NOAAEPKU-
BaTbCs B pabouem cocrtositHum (4.2.4 n 4.2.5).

7.5.7 CneunanbHble TPeOOBaHMA K BanuaaLMM NpPoLEecCOB CTepunusauum u cuctemam Gapne-
POB CTEPUSTIBHOCTH

OpraHusauus AomkHa AOKYMEHTUPOBATL npoueaypsl (4.2.4) Banuaauun nNpoueccos CTepunusaumm u
cuctem BapbepoB cTtepunbHOCcTU. Mpouecchl cTepunu3ayum m cucTeMbl GapbepoB CTEPUNIBHOCTM cneayeT
BanMaupoBaTk A0 UX NEPBOr0 NPUMEHEHUA M NOCNE BHECEHUSA U3MEHEHWUW NPOAYKLUMM B NPOLIECCHI, €CNU
uenecoobpasHo.

Banucu pe3ynsTaToB M BbIBOAOB, a TaKXe U HEOOXOAUMBIX AEUCTBUIA NO BanuaaLuuu, A0MKHbI noaaep-
XUBaTbCs B paboyemM cocTtosHun (4.2.4 n 4.2.5).

MpumMmevyaHue — [ononHuTensHyo MHPOPMaLUIO MOXHO HaiiTu B ISO 11607-1 1 ISO 11607-2.

7.5.8 UpgeHTudukauusa

OpraHu3auus JomkKHa JO0KYMEHTUPOBATL NPOLEAYPLl MO UASHTUMUKALMKU NPOAYKLUN U UAEHTUDULIM-
poBaTb NPOAYKLUMIO NOAXOAALLMMUN CPEACTBAMU HA NPOTSAXKEHUU NPOLIECCOB XXU3HEHHOTO LIMKIA NPOAYKLMN.

OpraHusauus AomkHa UAeHTUULMPOBATL CTaTYC NPOAYKLMM MO OTHOLUEHMIO K TpeBoBaAHUSAIM MOHUTO-
pUHra U U3MEPEHWNIA Ha NPOTSXKEHUMN NPOLECCOB XXUIHEHHOTO LIMKNA NPOAYKLUN.

MpeHTudukaums cratyca npoayKumm OMKHA NOAAEMKUBATLCS HA 3Tanax ee NPOM3BOACTBA, XPaHEHMUS,
MOHTaXKa U 0BCNy>XMBaHUS ANnA o6ecnevyeHun NOCTaBkn, NPUMEHEHUS] UMM MOHTaXa TONMbKO TOW NPOAYKLMHU,
KOTOpas NpoLuna Bce HeobxoaAnMbIe BUALI KOHTPONSA U UCNLITAHWIA UNKU UMeET oduLMansHOE paspeLleHne Ha
OTKINOHEHUE OT YCTAHOBMEHHbIX TpeboBaHUN.

Ecnu TpebyeTcs NpMMEHUMbIMU PEFyAUpYIOWLMMK TpeBoBaHWSAMU, OpraHn3aLust 4OIKHA AOKYMEHTUPO-
BaTb CUCTEMY YHUKaNbHON AEHTUDUKALMU MEANLIMHCKUX U3AETUIA.

OpraHu3auus AoMmKkHa AOKYMEHTUPOBaTh npoueaypbl Ans obecneyeHns Toro, Ytobbl MeAULMHCKME U3-
Jenus, Bo3BpaLleHHble opraHu3auuu, obinm uaeHTUUUMPOBAHbI U OTAENEHbI OT NPOAYKLMU, COOTBETCTBYIO-
e TpeboBaHuAM.

7.5.9 lNpocnexuBaemMoCcTb

7.5.9.1 O6wwme nonoxeHus

OpraHu3auus JomkKHa JOKYMEHTMPOBATL Npoueaypbl AN obecneyeHun npocnexveaeMocTu. Takue npo-
ueaypbl A0KHbI ONPEAENnATb CTENEHb NPOCNEXUBAEMOCTU NPOAYKLUU B COOTBETCTBUM C NPUMEHUMbIMU pe-
rynupyroLmmm TpeGoBaHMSIMU M 3aNMUCH, KOTOPble HEOOX0AUMO NnoaaepMUBaTh B paboyemM cocToaHUm (4.2.5).

7.5.9.2 CneuunanbHble TpeboBaHMA K UMMNAAHTUPYEMbIM MEAULMHCKUM U3AENUAM

3anucu, Tpebyembie AN NPOCNEXUBAEMOCTH, A0SMKHBI BKNIOYATh 3aNUCU O KOMMNOHEHTAaX, Marepuanax
U YCNOBUAX NPOU3BOACTBEHHOW CPEAbl, €CNU 3TO MOXET NPUBECTU K HECOOTBETCTBUIO MEAULIMHCKOTO U3aenus
3aaHHbIM TpeboBaHuaM 6e30NacHOCTU U PYHKLUMOHAMBHBIM XapaKTEPUCTUKAM.

15



rOCT ISO 13485—2017

OpraHusauus gomkHa TpeboBaTtb OT NOCTABLUMKOB YCIYr N0 JOCTaBKe UMW AUCTPUOLIOTOPOB NOAAEPXKU-
BaTb 3anncu 0 pacnpeaeneHnn MeAMLUUHCKUX U3AENUn ANs AOCTUXKEHUS NPOCNEXUBAEMOCTU U AOCTYNHOCTU
3TUX 3anucewn 4N NPOBEPKM.

3anucu 0 HaMMEHOBaHUM W aapece rpysononydarensi AOMKHbI Nogaepxusartbecs B paboyeM cocTos-
HuUu (4.2.5).

7.5.10 CoGCTBEHHOCTb NnoTpeduTenen

OpraHu3auus fomkHa UAEHTUULMPOBATb, BEpPUDULMPOBATD, 3aLUMLLATL U COXPaHATb COBCTBEHHOCTb
notpebutens, NPeaoCTaBNEHHYIO ANA UCNONb30BaHUA UMW BKIIOYEHUS B NPOAYKLUMIO, NOKA OHA HaxXoAWTCH
noa ynpaereHWeM opraHusaumu unu ucnonb3yercs eto. Ecnn co6cTBEHHOCTL NOTPEeBUTens yTepAHa, NOBPEX-
JeHa nnu Npu3HaHa HeENpPUro4HOW AN UCNONb30BaHMS, NOTpebuTenb AOMKEH ObiTb 06 STOM U3BELLEH, a 3a-
nUCK AOMKHbI NOAAEPIKUBATLCA B paboyem COCTOsIHUM (4.2.5).

7.5.11 CoxpaHeHue COOTBETCTBUSA NPOAYKLMU

OpraHu3auus 4oMmKHa AOKYMEHTUPOBaTb NPOLEAYpbl N0 COXPaHeHWo COOTBETCTBMS Npoaykumu Tpebo-
BaHUSM B NPOLIECCE NPOU3BOACTBA, XpaHeHus, 06paboTku u noctaBku. CoXpaHeHUe COOTBETCTBUSA AOIMKHO
NMPUMEHATBLCA U K COCTABHLIM YacTAM MEAULMHCKOrO U3aenus.

OpraHusaums 4OmKHa NPEAOXPaHATb NPOAYKLUMIO OT HECAHKLMOHMPOBAHHbLIX U3MEHEHU, 3arpA3HEHNUSA
UM NOBPEXOEHUIN, CBA3AHHbIX C BO3AENCTBMEM NpeanonaraemelX yCroBuii 1 ONacHOCTEN B NpoLecce npous-
BOACTBA, XpaHeHusi, 06paboTKM 1 NOCTaBKU NOCPEACTBOM:

a) pa3paboTku U co3gaHusa NOAXOASALLEN YNAKOBKW U TPAHCMOPTHOW Tapbl;

b) pokymeHTMpoBaHMs TPebOBaHWI k CneumarnbHbIM YCNIOBUAM B Ciyyae, eCriM ynakoska He MOXET o6e-
CNEYUTb COXPaHHOCTb.

Ecnn TpebyloTcs crneumarnbHble YCNOBUS, TO OHU [AOSDKHbI NMOABEpPraTtbCA YNPAaBheHUIo U perncrpa-
uun (4.2.5).

7.6 YnpaBneHue o6opyaoBaHueM OnA MOHUTOPUHIA U U3MEePEeHUIA

OpraHu3auus 4OMKHa onpeaeniuTb MOHUTOPUHT U U3MEPEHUs], KOTOpble HeOBX0AUMO OCYLLECTBRATL, a
Tawke 06opyaoBaHNue 4ns MOHUTOPUHIA U N3MepeHus, Heobxoaumble ans obecneveHns ceuaeTenbCTBa Co-
OTBETCTBMSI NPOAYKLMU YCTAHOBNEHHBIM TPEGOBAHUSAM.

OpraHusauus AOMmKHa AOKYMEHTUpOBaTh npoueaypbl Ansi obecneyeHns Toro, YT0 MOHUTOPUHT U U3-
MEPEHUSA MOTYT OCYLLECTBNATLCSA U OCYLLECTBIISIIOTCA B COOTBETCTBUM C TPeBOBAHUAMM K MOHUTOPUHTY U U3-
MepeHUAaM.

Tam, rae HeobxoauMO obecnevnTb JOCTOBEPHOCTL PE3ynbTaTtoB, U3MEPUTENBHOE 000PYI0BAHNE [IOIDK-
HO ObITb:

a) oTKanMbpoBaHO M/MNKN NMOBEPEHO B YCTAHOBMEHHLIE NEPUOAbI UMW NEPEes ero NpUMEeHeHnem no o06-
pPa3uUoBbIM 3TANoOHam, NepeaaolUM pasmepbl €AUHUL, B CPABHEHUN C MEXIYHAPOAHLIMU UM HaLMOHarb-
HbIMK 3TanoHamu. Mpu OTCYTCTBUM Takux 3TanoHoB 6asa, MICNONb3OBaHHAA ANs KanubpOBKU MMM NOBEPKM,
[OIkHa ObITb 3apeructpupoBaHa (4.2.5);

b) oTperynupoBaHO Unu NOBTOPHO OTPEryNMPOBaHO NO Mepe HeobxoaumocTu. Takas perynuposka unu
NOBTOPHAsA pPerynupoBKa AOMKHbI ObITb 3aperncTpupoBaHsl (4.2.5);

C) aEeHTU(ULMPOBAHO C LIEMNbIO YCTAHOBIEHUA CTaTyCca KanubpoBKu;

d) 3awmLLEeHO OT perynupoBOK, KOTOpble caenanm 6bl HeaelCTBUTENbHLIMU PE3YNbTaThl U3MEPEHUS;

€) 3alMLIEHO OT NOBPEXAEHUA W YXyALUEHUSI COCTOAHUA B X0A4€e JKChnyaTauuum, TexHudeckoro obeny-
XMBAHUA N XPAHEHUSA.

OpraHu3aumsa AOMKHA BbINOMHATL KanMBpOBKY UMM NOBEPKY B COOTBETCTBUU C [OKYMEHTUPOBAHHLIMU
npoueaypamu.

Kpome Toro, opraHu3aumsi A0/mKHA OLEHUTL U 3apermcTpupoBaTh JOCTOBEPHOCTb NPEAbIAYLLUX Pe3ynb-
TaToB U3MEPEHUsi, ecrnu oBHapyXeHO, 4YTo 060pyaOoBaHUE He COOTBETCTBYET TpeboBaHusaM. OpraHusauma
JOIKHa NPeANnpPUHATL COOTBETCTBYIOLLUME AEUCTBUS B OTHOLLIEHWMM Takoro obopyaoBaHust u noboi namepen-
HOW NPOAYKLMK.

3anucu pesynsTatoB KanMBPOBKM U NOBEPKU AOIDKHLI NOAAEPXUBATLCA B paboueM cocTosHum (4.2.5).

OpraHusauus gorkHa AOKYMEHTUpPOBaTh Mpoueaypbl Banuaauuv NPUMEHEHUS KOMMbIOTEPHOro npo-
rpaMMHOro obecneveHusi, UICNoNb3yeMoro AN MOHUTOPUHIa U u3Mepenusi. Takoe nporpammHoe obecneve-
HUE AOIMKHO ObiTb BANUAMPOBAHO A0 €r0 NEPBOro MPUMEHEHUs U, €CNu LenecoobpasHo, Nocne BHEeCEHUN
M3MEHEeHWI B NporpaMMHoe obecrneyeHne unu ero ucrnonb3oBaHne. KOHKPETHbIM NOAX0A U AEATEeNbHOCTb,
CBsi3aHHasA C Banuaauuei u peesanuaauuen NPorpaMMHoOro obecnedeHus, A0rmkHbl ObITb NPONOPLUUOHANBHbI
PUCKY, CBI3aHHOMY C NPUMEHEHUEM NPOrPAMMHOIO 06ecneyeHus, u ero BAMSHMEM Ha COOTBETCTBUE NPOAYK-
Luumn cneumdukaumam.
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3anucu pesynsTaToB U BbIBOAOB, a Takke HEOBX0AUMbIX AEWCTBUM NO Banuaauum, A0MKHbI NOAAEPKU-
BaTbCA B pabouem cocrositium (4.2.4 n 4.2.5).

MpumMmevyaHune — [loNONHUTENBLHYIO UHPOPMALIMIO MOXKHO HaikTK B ISO 10012.

8 N3mepeHue, aHanus v ynyJueHue

8.1 OOwue nonoxeHun

OpraHu3auns AOMKHA NMaHMPOBaTb U OCYLIECTBAATL MPOLECCHI MOHWUTOPUHIA, N3MEPEHNS (OLIEHKN),
aHanusa u ynydweHusi, Heobxoammble Ana:

a) [IeMOHCTpaLMK COOTBETCTBUA NPOAYKLMK;

b) o6ecnevyeHusi COOTBETCTBUS CUCTEMbI MEHEMKMEHTA KAYeCTBa;

C) noaaepxaHusi pe3ysiTaTMBHOCTH CUCTEMbl MEHEIDKMEHTA KauyecTBa.

3T0 OMKHO BKMIOYATL ONPEAENeHNe NPUMEHSIEMbIX METOI0B, B TOM YMCHIe CTaTUCTUYECKUX, U 06nacTm
UX NPUMEHEHMS.

8.2 MOHUTOpPUHI U U3MepeHue

8.2.1 O6parHas cBA3b

B ka4yecTBe 04HOMO U3 CMOCODOB OLEHKN Pe3ynbTaTUBHOCTU CUCTEMbI MEHEAXXMEHTA Ka4yecTBa OpraHu-
3aumMa AomkHa cobupatb MHGOPMaLMIO, OTHOCALLYIOCA K yAOBNETBOPEHUIO opraHu3auuen TpebosaHui no-
TpebuTtens, u OCyLIECTBNATL €€ MOHUTOPUHT.

Mertoabl nonyyYeHnst 1 UCNONb30BaHUA 3TOM UHAGOPMAaLUKN JOIKHBI ObITb 4OKYMEHTUPOBAHDI.

OpraHusauus oormKHa AOKYMEHTUPOBATbL Npoueaypbl No npoueccy o6partHow cesAsu. Npouecc obpaTHon
CBA3M JOIDKEH BKIIOYATh NOPAAOK COOpa AaHHbIX, KaKk HA CTaauu NPOU3BOACTBA, TaK U MOCTNPOU3BOACTBA.

MHdpopmauus, cobpaHHas B npouecce 06paTHON CBA3M, AOMKHA UCNONMb30BATLCA B KAYECTBE MOTEHLU-
anbHbIX BXOAHbIX JaHHbLIX B MEHEKMEHT pUCKa C LeNbl0 MOHUTOPUHIA U noaaepkaHus TpeboBaHuii K npo-
AYKLUMK, a Takke K NpoLeccaM ee XXU3HEHHOro LuKna n npoueccam ynyyileHus.

Ecnu B COOTBETCTBUM C NPUMEHUMBIMU PETYNUPYIOLLIMMKU TPEOOBaHUAMU OpraHU3auusa AOIKHA Haka-
nnueaTtb ONpeaeneHHbIA ONbIT HA OCHOBAHUM MHOPMAaLIMK, NOSTYYEHHON HA NOCTNPOU3BOACTBEHHON CTaauu,
aHanu3 Takoro onbiTa AOMMKEH ABMATLCSA YacTbIO Npouecca 06paTHom CBA3N.

8.2.2 PaccMOTpeHue npeTeH3nmn

OpraHu3auus AOMmKHa 40KYMEHTMPOBaTb NPOLEAYPbI AN CBOEBPEMEHHOTO PACCMOTPEHUA NPETEH3UN B
COOTBETCTBUM C NPUMEHUMbIMU perynupyowmmmu TpeboBaHuaMu. [laHHbIe NPoLeaypbl AOMKHBI, N0 MEHbLUEN
Mepe, ycTaHasnueaTe TpeGoBaHusi  pacnpeaeneHne OTBETCTBEHHOCTU B OTHOLLEHUN:

a) Nomny4YeHus u peructpaumm uHopmaumu;

b) oueHuBaHus MHOPMaLUK ANS ONpeaeneHns Toro, ABNSAETCA N 06paTHas CBsI3b NPETEH3NEN;

C) paccnegoBaHUs NpPeTEeH3uiA;

d) onpeaeneHus HeobxoaMMOCTU MHPOPMUPOBAHNA COOTBETCTBYIOLLUX PErYNUPYIOLLMX OPraHoB;

€) OENCTBUM C NPOAYKUMUEN, B OTHOLLUEHUU KOTOPON NOMyYeHa NPETEH3US;

f) onpeaeneHns HeoGXOAMMOCTU MHULMMPOBATL KOPPEKLMKU UMW KOPPEKTUPYIOLINE feiCTBUSA.

Ecnu kakas-nubo npeteHsus He Bbina paccnegosaHa, To 060CHOBaHUE AOMKHO ObiTb AOKYMEHTUPO-
BaHO. J106as KoppeKkuus unu KOppekTupyloLee AeiCTBUe B pedynbrare pacCMOTPEHUA NPETEH3NUN, [OIDKHbI
6bITb 4OKYMEHTUPOBaHLI. ECnu npoBeaeHHOE paccneaoBaHne nokasasno, 4to NPUYMHON NPETEH3UM SIBMNach
AESATEeNbHOCTE BHE OpraHM3aumu, AOMKeH OCYLLEeCTBRATLCS OOMEH COOTBETCTBYIOLLEN MHpOPMaLMen mexay
opraHu3aumen u BHELHEW CTOPOHOM.

3anucu No pacCMOTPEHMIO NPETEH3UIN AO0MKHBI NOAAEPXKMBATLCA B paboyem cocToHum (4.2.5).

8.2.3 OTYETHOCTb B perynupyroume opraibl

Ecnu npumeHumble perynupytowime TpeboBaHus 06A3bIBalOT YBEAOMAMATL O MPETEH3UAX, COOTBETCTBY-
IOLLUX YCTAHOBMEHHbIM KPUTEPUSIM OTYETHOCTU O HEONATONPUATHBIX COOLITUAX UITU BbIMYCKE MOACHUTENLHOTO
yBEAOMEHUSA, OpPraHn3auus A0SDKHA AOKYMEHTUPOBATL NPOLIEAYPbI AN yBEAOMIIEHUS COOTBETCTBYIOLLMX pe-
rynupYOLMX OPraHoB.

3anucy, CBA3aHHble C OTYETHOCTLIO B PErynupyioLLMe OpraHbl, JOMKHLI NOAAEPXUBATLCA B pabovem
cocrosiHuu (4.2.5).

8.2.4 BHyTpeHHUI ayauT

OpraHu3auua JormkHa NpoBOAUTL BHYTPEHHWE ayauTbl Yepes 3anfaHupoBaHHbIE MHTEPBarbl C LIENbIo
YCTaHOBMEHUA TOr0, YTO CUCTEMA MEHEADKMEHTA Ka4ecTBa:
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a) COOTBETCTBYET 3amnnaHUPOBaHHbIM U AOKYMEHTUPOBAHHLIM MepPONpuATUAM, TpeGoBaHUAM HacTos-
Lero craHgapra, TpeboBaHUAM K CUCTEME MEHEAXKMEHTa KayecTBa, paspaboTaHHbIM OpraHu3auuen, u npu-
MEHUMbIM PerynupyoLum TpeboBaHusaM;

b) BHeapeHa pe3ynsTaTMBHO U NOAAEPKUBAETCH B paboyem COCTOSAHUN.

OpraHuzauus AomkHa AOKYMEHTMPOBATbL NpoUeaypyY, ONpeaensioLlyo OTBETCTBEHHOCTb U TpeboBaHus
K NITAHMPOBAHMIO 1 NPOBEAEHMIO ayaUTOB, 3anNUCAM M OTYETaM O pesynbratax ayauTa.

MporpamMma ayauTOB AOMKHA NNAHMPOBATLCA C YYETOM CTaTyca M BaXXHOCTU NpoLeccoB 1 obnactu ay-
AWTa, a TaKke pe3ynbTaTtoB Npeabigylmx ayautos. Kputepun, obnactb NPUMEHEHUS, 4YacToTa u MeToAbl ay-
AWTOB AOMXKHbI GbITb OnNpeaeneHsbl U 3aperncTpupoBaHsl (4.2.5). Boibop ayaMTopoB u NpoBeaeHue ayauToB
A0omkHbl 06ecneynBaTh 0GLEKTUBHOCTL M BECNpPUCTPACTHOCTL NpoLuecca ayauta. AyauTopsl HE AOMKHbI NPo-
BEPSATb CBOO COOCTBEHHYIO paboTy.

3anucu B OTHOLUEHUM ayaUTOB M UX PEe3ynbraToB, BKMIOYAs MAEHTUMUKALMIO NPOLLECCOoB U obnacreli
ayauTa, a Takxke BbIBOAOB NO ayauTy, AOMKHbI NOAAEPKMBATLCA B pabovem CocTosHum (4.2.5).

PykoB0oACTBO, OTBETCTBEHHOE 3a NPOBEepsieMble 06nacTn AeATenbHOCTU, JOMMKHO 0becne4mBarh, YTo0bI
nto6ble HeobXoaMMbIE KOPPEKLIMUM U KOPPEKTUPYIOLLME AeCTBUSA NPeanPUHUMAnUCh 6e3 U3NULLIHEN OTCPOYKM
Ansi ycTpaHeHuss 06HapyXeHHbIX HECOOTBETCTBUIA 1 MX NpudKH. [ocneaytowme aeiCTBUSA AOMKHbI BKIOYaTh
BEepUdUKaLUIO NPEANPUHATBIX MEP U OTYET O pesynbrarax Bepudukaumm.

MpumedvaHue — [ononHUTeNbHY UHgopMaLmio MOXHO HalTu B 1ISO 19011.

8.2.5 MOHUTOPUHI U U3MepeHUe nNpoLeccoB

OpraHusauus gosmkHa NPUMEHSTL NOAXOAALLUME METOALI MOHUTOPUHTIA U, €CNK 3TO LienecoobpasHo, u3-
MEepeHUsi NPOLECCOB CUCTEMbl MEHEAXKMEHTa KayecTBa. OTU METOAbl AOMKHbI AEMOHCTPUMPOBATL CNOCO6-
HOCTb MPOLIECCOB AOCTMraTh 3annaHWpOBaHHbIX pe3ynbratoB. Ecnu 3annaHupoBaHHbIE pe3ynbrarbl HE J0-
CTUTHYTbI, AOIMKHbI NPEANPUHUMATLCA KOPPEKUMKM U KOPPEKTUPYIOLLME AEWCTBUSA, ECNK 3TO LienecoobpasHo.

8.2.6 MOHUTOPMHI U U3MepeHne NPoaYKLUMU

OpraHusauusi 4ormKHa NPOBOAUTE MOHUTOPUHT U UBMEPEHNE XapaKTePUCTUK NPOAYKLIMK C LIENbIO BEPU-
doukauum COOTBETCTBUSA MPOAYKLUUM YCTAHOBMEHHbLIM TPeOOBaHWAM. 3TO AOMKHO OCYLLECTBAATHCA HA COOT-
BETCTBYHOLUMX CTAAUSX NPOLIECCOB XM3HEHHOTO LIMKNA NPOAYKLUMM U B COOTBETCTBMU C 3anfiaHMPOBAHHLIMU U
[ OKYMEHTUPOBAHHBIMU MEPONPUATUAMU U JOKYMEHTUPOBAHHLIMI NpoLieAypamu.

CBuaeTenbLCTBa COOTBETCTBUSA KPUTEPUSAM NPUEMKM JOSDKHBI NOAAEPXKUBATLCA B pabovem COCTOSAHUW.
3anucy AOMmKHbI yKa3biBaTk NMULO, CAHKLMOHMWPOBABLUEE BbiNyCcK npoaykuumn (4.2.5). Ecnu uenecoo6pasHo,
3anucy AOMKHbI MAEHTUAMUKMPOBaTE 000PYAOBaHME, UCTONL30BAHHOE ANA U3MEPEHUN.

Bbinyck npoaykumm n o6cnyxmBaHne He AOMMKHbI OCYLLECTBAATLCA A0 YCNELWHOro 3aBepLUeHns 3anna-
HUPOBAHHbBIX Y AOKYMEHTUPOBAHHbLIX MEPONPUATUN.

[na uMnnaHTUpyeMbIX MEAULMHCKMX U3AENWUIA OpraHu3auus A0sKHA BECTU 3anucu No uaeHTuduKaumm
nepcoHana, NpoBoAALLEero nobble BUAbl KOHTPOMSA NN UCTbITAHUMN.

8.3 YnpaBrneHue HeCOOTBETCTBYHLEN NpoAYKLUEN

8.3.1 O6wme nonoxeHus

OpraHusauusi gomkHa obecneunBarb, YTOObl NMPOAYKLIMA, KOTOPAsA HE COOTBETCTBYET TpeGoBaHUAM,
Obina naeHTUUUMpoBaHa u ynpaensanach C Lenbio NpeAoTBpaLleHns HenpeaHaMepPEeHHOro UCNOMb30BaHUSA
“nn noctasku. OpraHnsaumsa AOMmkHa AOKYMEHTUPOBATb NPOLEAYPY, ONPEAENAIOLLYIO CPeACTBA YNPaBNeHus,
COOTBETCTBYIOLUWE OTBETCTBEHHOCTL U MOMHOMOYMA ANA MAEHTUDMKALMU, AOKYMEHTUPOBAHUA, OTAENEHUSA,
OLIEHWBaHWA U pa3MeLLEHUst HECOOTBETCTBYHIOLLEN NPOAYKLIMK.

OueHnBaHWe HECOOTBETCTBUIA AOMMKHO BKIMIOYaTh onpeaeneHue HeobxoaMmocTn NpoBEAEHUA paccne-
[0BaHUA N YBEAOMIEHUSA KaKON-NMBO BHELUHEN CTOPOHLI, OTBETCTBEHHON 3@ HECOOTBETCTBME.

3anucu 0 xapakTepe HecOOTBETCTBUIA M MODbIX NOCNEeAyWUX NPeanpUHATLIX AeHCTBUAX, BKNOYas
oueHuBaHwe, noboe paccriegoBaHne M 060CHOBaHME peLUEHUi, AOMKHbI NOAAEPKUBATLCA B paboyem Co-
cTosHuu (4.2.5).

8.3.2 [leiicTBUA B OTHOLIEHMU HECOOTBETCTBYHOLEN NPOAYKLUU, OGHAPYXKEHHOW A0 NOCTAaBKMU

OpraHusauus fomKHa NoCTynaTk ¢ HECOOTBETCTRYIOLLEH NPOAYKUMUEeR OOHUM UMK HECKOMNbKUMU cnegy-
OLLMMKM criocobamu:

a) OCYLLECTBMATb AEUCTBUSA C LIENbIO YCTPAHEHUS 0OHAPYXXEHHOTO HECOOTBETCTBUS;

b) ocyLlecTBnATE AEWCTBUA C LENb NPeaoTBPAaLLEHUs ee NnepBOHa4YansHOro npeanonaraemoro Uc-
Nonb30BaHMA UMW NPUMEHEHNS;

C) CaHKUMOHWPOBATb €€ UCMOSIb30BaHME, BbIMYCK UMM MPUEMKY MO Pa3pEeLUeHUI0 Ha OTKIOHEHUE OT
YCTaHOBNEHHbIX TPeBOBaHMA.
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OpraHusauus agomkHa obecneynsatb, YTOObI NPUHATME HECOOTBETCTBYIOLLEN NPOAYKLMU MPW NomnyYe-
HWUN pPa3peLLeHUst Ha OTKIIOHEHWE MOrMO ObITh OCYLLECTBIIEHO TOMLKO B TOM Cryyae, ecrnu 310 A0oMnycKaeTcs
perynupyowmmmn TpeboBaHNAMU. 3anucK 0 NPUHATUM Pa3peLLEHUA HA OTKIOHEeHWE U nAeHTMduKaumMm nuua,
CaHKLUMOHMPOBABLLIEro pa3peLUeHne Ha OTKITOHEHUE, AOMKHbI NOAAEPKMBATLCA B paboveM CoCTosHUM (4.2.5).

8.3.3 [leiicTBUA B OTHOLIEHMU HECOOTBETCTBYHLIEI NPOAYKLUKN, OGHAPYXEeHHOW Nocre NOCTaBKU

Ecnu HecooTBETCTBYIOLLAA NMPOAYKUUSA BbISIBNIEHA NOCIE NOCTaBKW UNKU Hayana npuMeHeHus1, opraHusa-
UUs AOMKHA NpeAnpUHSTL AeWCTBUSA, COOTBETCTBYIOLLME NOCNEACTBMAM UMW NOTEHUManbHbIM NOCNeACTBUAM
HECOOTBETCTBUSA.

3anucu npeanpuHATLIX AENCTBUI SOMKHBI NOAAEPXKUBATLCA B pabovem cocTosHun (4.2.5).

OpraHusauus gomkHa AOKYMEHTMpoBaTh npoueaypbl BbiMycka U NPUMEHEHUS NOACHUTENbHbIX YBE40M-
NEeHnit B COOTBETCTBUM C NPUMEHUMBIMW PErynupytowmMm TpeboBaHnsamu. 3Tu npouesypbl AOMKHbI ObiTb
roTOBbl K BBEAEHUIO B AEWCTBUE B NMi0Boe Bpems.

3anucm aeicTBuii NO BbIMYCKY NMOSICHUTENbHbIX YBELOMIEHWUI JOMKHBI NOAAEPXKMBATLCA B paboyem co-
CcTOsiHMU (4.2.5).

8.3.4 Nepepenka

OpraHusauus 4OfMKHa BbINOMHATL Nepeaesnky B COOTBETCTBUM C AOKYMEHTUPOBAHHLIMWU npoueaypamu,
NPUHUMAsa BO BHUMAaHMWE MOTEHLUAanbHbIE HeXenatenbHble NOCMneacTBUS BO3AENCTBUA Nepenenku Ha npo-
AyKUMIo.

3Tu npoueaypbl 4OMKHBI NPONTU TOT e aHanus U ogobpeHune, Kak u NnepBoHavanbHbIe NpoLeaypbl.

Mocne 3aBepLueHMs Nepeaenku, NPoaykumsa AomkHa 6biTb BepuduumposaHa Ha COOTBETCTBUE NpUMe-
HUMbIM KPUTEPUAM MPUEMKM U PETYIIMPYIOLLMM TPEGOBaHUAM.

3anucu o nepeaenke AOMKHbI NOAAEPKMBATLCA B paboyem cocTosiHuu (4.2.5).

8.4 AHanus gaHHbIX

OpraHu3auus gorkHa AOKYMEHTMPOBAaTb Npoueaypbl onpeaeneHus, coopa u aHanm3a COOTBETCTBYIO-
LMX AaHHbIX AN AeMOHCTpauuy NpUrogHoCT!, aaeKkBaTHOCTU U PE3yNbTAaTUBHOCTU CUCTEMbl MEHEIXKMEHTA
KayecTBsa.

3Tu npoueaypsl AOMKHbI BKMOYaTL OnpeaeneHne noaxoasLux METOA0B aHanu3a, B TOM Yucne cratu-
CTUYECKNEe MeTOoAbI M 0BnacTb X NPUMEHEHMS.

[aHHble AOIMKHbI BKNOYaTh MH(OPMAaLMIO, MONYYEHHYI0 B pe3ynbrate MOHUTOPUHTA U U3MepeHus, a
TaKkKe 1 U3 Apyrux COOTBETCTBYIOLLUX NCTOYHUKOB, BKIIOYAs, NO MEHbLUEN Mepe, AaHHbIE:

a) obparHon CBA3Y;

b) coorBeTcTBUA TPEOOBAHUSAM K NPOAYKLUMUM;

C) XapakTepucTukam U TEHAEHLMAM NPOLEeCCOB U NPOAYKLMU, BKIMIOYAA BO3MOXXHOCTU NO YNYYLLEHWUIO;

d) nocrasLumkam;

€) ayautaw;

f) oTyeTaMm No TEXHUUYECKOMY OOCNYXMBAHMIO, €CNN LIenecoobpasHo.

Ecnu aHanu3 faHHbIX YKa3bIiBAET HA TO, YTO CUCTEMA MEHEDKMEHTA KAYECTBA HE ABNAETCA NPUTOAHOMN,
a/leKBaTHON UNu pesyrnbTaTUBHON, OpraHn3auua A0MKHA MCNOMb30BaTb 3TOT aHaNWU3 Kak BXOAHbIE AaHHble
ANS ynydlweHua B COOTBETCTBUM C 8.5.

3anucu pe3ynsraroB aHanu3a AaHHbIX AOSDKHbI N0AAEPXKUBATLCA B paboyem cocTosHum (4.2.5).

8.5 YnyyweHue

8.5.1 O6umue nonoxeHusn

OpraHu3auusi JOIbKHa MAEHTUMULMPOBATD U OCYLLECTBNSATL NoOble M3MEeHEHUs, HeoBxoaumble Ans
obecneyeHuss u nogaep>XaHusi NOCTOAHHON NPUTOAHOCTU, AAEKBAaTHOCTU U PE3yNbTaTUBHOCTU CUCTEMbI Me-
HeJKMeHTa Ka4yecTBa, a TaKkke 6e30nacHOCTU U (PYHKLUMOHANBHBIX XapakTepUCTUK MEAULMHCKUX U3AEenuii, Uc-
nornb3ysi NOAMTUKY B 0BnacTu kayecTsa, uenu B 06nactu ka4yecTsa, pe3ynbrarbl ayauToB, NOCNENPOAAXHOTO
HabnogeHus, aHanu3a AaHHbIX, KOPPEKTUPYIOLWNX U NPeaynpexaaloLmMx AeWCTBUIE U aHann3a Co CTOPOHbI
pyKOBOACTBA.

8.5.2 Koppektupyowme aencTBua

OpraHu3auus AOomkHa NpeanpuHUMaTh AeNCTBUS C LENbIO YCTPAaHEHUsI NPUYUH HECOOTBETCTBUI ANs
npeaynpeXxaeHus NOBTOPHOTO UX BO3HMKHOBEHUSA. JTiobble HeobXxoaAUMbIE KOPPEKTUPYIOLLME AEUCTBUSI JOIDK-
Hbl BbITb NPUHATLI 6€3 He0BOCHOBaHHOM 3aaepxkku. KoppekTupyiolume AeCTBUA A0MKHbI ObITb MponopLuo-
HarbHbl NOCNEACTBUAM BbISBAIEHHbIX HECOOTBETCTBUN.

OpraHusauusa 4omkHa A0KYMEHTUPOBATL Npoueaypy ANna onpeaeneHus TpeGoBaHuii K:
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a) aHanusy HeCOOTBETCTBUI (BKMOYas NPETEH3UN);

b) ycTtaHOBNEHMIO NPUYNH HECOOTBETCTBMUIA;

C) OLEHMBaHWIO HEOBX0AMMOCTN AENCTBUI, YTOOLI N36Gexarb NOBTOPEHUSI HECOOTBETCTBUI;

d) nnaHMpoBaHMIO U AOKYMEHTMPOBAHUIO HEOOXOAUMBIX AENCTBUMA U UX OCYLLUECTBMIEHUIO, BKIOYas,
ecnu uenecoobpasHo, akTyanu3auuio AJ0KyMeHTauuu;

€) BepudmKayumn Toro, YTO KOPpPEKTUpYIoWmMe AENCTBUS HE OKA3bIBAKOT HEraTUBHOIO BIIMSHUA HA CO-
OTBETCTBME PEryNUpPYyOLLUM TpeboBaHUSAM, a Takke Ha 6€30MacHOCTb U (DYHKLIMOHANbHbLIE XapaKTEPUCTUKN
MEeaWLIMHCKOTOo M3aenus;

f) aHanuay pe3ynsTaTMBHOCTU NPEANPUHATBLIX KOPPEKTUPYIOLLMX AENCTBUMN.

3anucu pesynsratoB nGOro paccrneaoBaHust M NPEeANPUHATLIX AEWCTBUI JOIDKHBI NOAAEPKUBATLCH B
paboyem coCTOsHUM (4.2.5).

8.5.3 Mpeaynpexparwme gencTemnA

OpraHusauunsa AormkHa onpeaenutb AenNCTBUA C LieNbIo YCTPaHEHUA NPUYMH NOTEHUMaNbHbIX HECOOTBET-
CTBUN AN npeaynpexaeHusa nx nosieneHus. NpeaynpexaaooLlime AeiCTBMSA A0MkHbl ObITb NPONOPLMOHAaNb-
HbIM NOCNEeACTBUAM NOTEHUMANBbHbLIX npo6ne|v|.

OpraHusauus A0mkHa AOKYMEHTUPOBATb NPOLEAYPY, YCTaHaBNUBAOLLYIO TPEBOBaHMSA K:

a) onpeaeneHuio NoTeHUManbHblIX HECOOTBETCTBUIA U UX NPUYUH;

b) oueHuBaHWIO HEOOXOAUMOCTM AEWCTBUI C LIENbIO NpeaynpexaeHnsi NosBneHns HECOOTBETCTBUN;

C) NMIaHUPOBAHUIO U JOKYMEHTUPOBAHUIO HEOBXOAMMBLIX AEWUCTBUM M UX OCYLLECTBIEHUIO, BKIOYas,
ecnu uenecoobpasHo, akTyanusawumio JOKyMEHTaUmUu;

d) Bepudmkaymm TOro, 4TO AEWCTBUA HE OKa3bIBAKOT HEraTUBHOIO BAMSIHUA HA COOTBETCTBME pPErynu-
pyomm TpeboBaHuAM, a Takke Ha 6e30MacHOCTb U (DYHKLMOHANbHbIE XapaKTEPUCTUKN MEAULMHCKOTO U3-
aenus,

€) aHanuay pe3ynbTaTMBHOCTU NPEANPUHATBIX NPeaynpexaaoLmx AeNCTBUA, eCnu LienecoobpasHo.

3anucu pesynstatoB NOObLIX paccneaoBaHuii U NPEANPUHSTLIX AEWCTBUIA AOMKHLI NOAAEPXKMBATLCA B
paboyem cocTosHUM (4.2.5).
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MpunoxeHune A
(cnpaBouHoe)

CpaBHeHue cogepxaHus ISO 13485:2003 n ISO 13485:2016

B Tabnuue A.1 npuBegeHa MHopMaLMsi O BHECEHHBIX M3MEHEHUsIX B HAacToALWMIA cTaHaapT (ISO 13485:2016) no
CcpaBHeHUto ¢ NpeabigyLwmM nagaHuem (1ISO 13485:2003).

Tabnuuya A1

MyHkTBI ISO 13485:2016 KomMMeHTapun k U3MEHEHWSAM Mo CpaBHEHWIO C MpeablAyWUM nsaaHuem (ISO 13485: 2003)
BBepeHue Pa3bsicHAeT 3HaueHMe TpeTbEro U3gaHus HacTosALWero ctaHaapTa
O6LLmre nonoxeHns BkntovaeT B ce6s 3Ha4uTenbHO Gonblue NogpoBGHOCTEN|, CBA3aHHBLIX C 0COBEHHO-

CTAMMW OpraHusaLuii, oxsaTbiBaeMblX TpeboBaHUAMN HACTOsALLEro craHjjapTa, B TOM
yucre No CTafusiM XU3HEHHOTO LMKNa.

Ob6bsAcHseT, YTo TpeboBaHUA cTaHAapTa MOryT 6biTb NPUMEHEHb! MoCTaBLLMKaMi
WRK LpyrMMU BHELLHUMM CTOpOHamu o6poBonbHO, Nnbo B cooTBeTCTBMU C TpeboBa-
HWUSIMU KOHTpaKTa.

BkrnioyaeT obasaTenscTBa opraHu3aLyii B paMKax CUCTEMbl MEHEDKMEHTa Kave-
CTBa NPUMEHSTb perynupyiolue TpeboBaHms.

MHdopMUPYET OpraHusaLmm o pasnuuusix B cUCTEMaxX perynupoBaHnusa n ux obs-
3aHHOCTU NOHUMATL, Kak 3TU Tpe6oBaHusa ByayT BMATL Ha UX CUCTEMY MEHEAKMEH-
Ta KayecTBa.

[o6aBnseT 06513aTeNbCTBO YAOBIETBOPSATE COGCTBEHHLIM TPEBGOBAHUAM K CUCTe-
Me MeHeAXMeHTa KayecTBa.

YcTaHaBNvMBaEeT aKLEHT Ha HeobXoAUMOCTU «yAOBNETBOPEHUA TpeboBaHUA no-
TpebuTens u NpUMEHUMbIX perynupytowmx TpeboBaHuii k obecnedeHmio besonacHo-
CTW U PYHKLMOHANbBHbBIX XapakTepucTUK».

Mop4YepkuBaeT, 4To TpeBOBaHUA K MPOAYKLIMHW, KOTOPbIE CBA3aHbI ¢ obecneyeHnem
6e3onacHOCT U PyHKLMOHAMbHBIX XapaKTepuUCTUK, SBSIOTCA BaXHbLIMU.

HobaBnseT fBa hakTopa BAUAHUA Ha NPUPOAY CUCTEMbI MEHEAXKMEHTA Ka4eCTBa,
KoTopble He BbINKu B NepBoHaYanbHOM M3gaHuK (opraHusaunoHHas cpefa U perynu-
pytoLime TpeboBaHus).

YTOYHSIET, 4TO opraHusauus He oba3aHa NPUBOLUTL CBOIO JOKYMEHTaLWIo B COOT-
BETCTBMW CO CTPYKTYPOI HACTOALLEro cTaHaapTa

PasbsicHeHWe NoHATUN Ho6GaBnseT ABa AOMNOMHATENBHBIX KPUTEPUS, CBA3AHHBLIX C PEryNUPYHOLLUMMA Tpe-
GoBaHUAMM:

- cobntopeHne perynupytolmx TpebosaHmii;

- TpeboBaHus, HeoBXoANMbIE ANSA OCYLLECTBNEHUA MEHEAXMEHTA pUCKa.

OnpenensieT npeaensl NpUMEHEHUs TEpMUHA «PUCK» OTHOCUTENbHO oBecneve-
HUs 6e30MacHOCTU U PyHKLMOHANBHBIX XapakTepUCTUK MegULIMHCKOro M3genus unm
B LIENsX COOTBETCTBUSA PerynupyroLnumM TpeGoBaHuaMm.

Pa3bACHAET, YTO TEPMUH «JOKYMEHTUPOBaHO» BKIto4aeT B ce6s HeoBXxogMMocTb
CO3aH1A, BHEAPEHUS 1 NojAepXKaHus.

Pa3bACHAET, YTO TEPMUH «MPOAYKLIMS» OTHOCUTCA K peaynsraTtaM, KoTopele npeg-
HasHaJveHbl Anst noTpebuTens unu um satpeboBaHbl, UNKU NpeAcTaBnsAT coboii 3a-
JaHHbIl pe3ynkraT B npoliecce NPOW3BOACTBA NPOAYKLMUM

MpoueccHbI NoaxoA PacLumpsieT 06bsAcHeHUsI NpoLeCCHOro Nogxoaa

Csasb ¢ 1ISO 9001 OnpepaenseT cBasb Mexgy SO 13485:2016 u ISO 9001.

YkasblBaeT, 4TO CTpPyKTypHas B3auMocBAsb Mexay [SO 13485:2016 wu
ISO 9001:2015 6yaeT npuBeaeHa B NpUNOXeHUn B.

McknioveHo ucnonb3oBaHue KypcuBa TeKCTa B cTaHapTe Ans o6o3HauyeHus us-
MeHeHUI No cpaBHeHuio ¢ ISO 9001:2008
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[MpodomxerHue mabnuusi A.1

MyHkTBI ISO 13485:2016

KoMMeHTapuu kK MsMeHeHUAM Mo cpaBHEHUIO ¢ NpeablayLnM nsaaHvem (1ISO 13485: 2003)

1 O6nacTb NpUMeHeHHs

YkasbiBaeT NPUMEHUMOCTb HaCTOsILLEro cTaHAapTa AN opraHu3auuii, KoTopble
YYacTBYHOT B OHOW UMW HECKOMBKUX CTagMUsX KU3HEHHOTO LKA MEAULMHCKOO 13-
Jenus.

YkasblBaeT, UTO HaCTOSILUMIA CTaHAapT MOXET Takke ObiTb MCMOMb30OBAH NOCTaB-
LMKaMM1 UK BHELLHUMU CTOPOHAMM, KOTOPLIE MOCTABMSIOT MPOAYKLMIO U CBA3AHHbIE
C CUCTEMOW MeHe[KMeHTa KauyecTBa opraHusaLil yeryr Takum opraHu3auusam.

OnpegensieT OTBETCTBEHHOCTbL OpraH13aLMi 3a MOHUTOPUHT, NOAAEPXaHWe B pa-
6oueM COCTOsIHUM U ynpaBneHue npoleccamu, NepeAaHHbIMU Ha CTOPOHY.

PacluupsieT TpeGoBaHusl, KOTopble MOrYT ObiTh He MPUMEHUMBbI K TOW UKW WHOM
BESTENbHOCTM B COOTBETCTBMM C NyHKTamMu 6 1 8.

Pa3sbsiCHAET, UTO TEPMUH «perynupyolne TpeGoBaHUsi» BKIloMaeT B ceba 3ako-
HofaTenbHbIe akThl (HanpuMep, 3aKoHbI, MOA3aKOHHLIE aKThl, MPEANMCaHNA U BUpek-
TWBbI) W OrpaHUYMBAET cepy NPUMEHEHUSA «perynmpytoLux TpeGoBaHuii» TONbKO K
cHUcTeMe MEHE[XMEHTa KauecTBa, a Takke obecneueHuo 6e30nacHOCTU UNKU dyHK-
LIMOHASBHBIX XapaKkTepucTUK MegULIMHCKOro n3genus

3 TepMuHEI onpeenexHuns

[lo6aBneHo HeCKOMbKO HOBLIX OMpPEAeneHUid U YyTOMHEHB! HEKOTOpLIE CYLLeCTBY-
toLLMe onpegerneHuns

4 CuncteMa MeHeXMeHTa
KayecTBa
4.1 Obwue TpeboBaHns

[o6asneHbl TpeboBaHWA K JOKYMEHTUPOBaHWIO ponun(eil) opraHmaauun.

[o6aBneHbl TpeGoBaHNA K ONpeAeneHNto MPOLECCOB «C YYETOM pOnu(eit), ocy-
LiecTBMsIEMble opraHusaLuneny.

Ho6asneHo TpeboBaHUe «NPUMEHATbL PUCK-OPUEHTUPOBAHHLIA MOAXOA K ynpas-
NEHNI0 COOTBETCTBYHOLWMMU MpoLieccaMn, HeoOXOAMMBLIMUA AN CUCTEMBI MeHeA-
XMeHTa Ka4ecTBay.

Ho6GaBneHsl TpeboBaHWSA, OTHOCALLYMECA K UBMEHEHUAM B MpoLieccax.

[o6aBneHbl TpeboBaHMA, OTHOCALLMECS K Banuaaumu NpUMEHEeHUs: KOMNbIoTep-
HOro MporpaMMHoro o6ecneyveHus, NCronb3yeMoro B CUCTEME MEHeAXMEeHTa Kade-
cTBa

4.2 TpeboBaHUs K [OKyMEH-
Tauuu

BkrtouaeT B cebA npoLecce ynpaerneHus 3anMcsiMm B paMkax TpebosaHuii k ynpas-
NeHnI0 AOKYMEHTaLue.

OnpegerneH nepedeHb JOKYMEHTOB, KOTOpble JOSDKHbI ObITb BKOYEHb B dhain
MeAULMHCKOro N3 Eenus.

BkrtoueHo TpeboBaHWE OTHOCUTENBHO 3aLLUWTEI KOH(UAEHUWANLHON NepcoHarb-
HOW UHopMaLmn.

[o6GaBneHo HoBoe TpeboBaHWe NO CpoKam XpaHeHUsi 3anucen

5.6 AHanua co CTOpOHbI py-
KoBOACTBa

BkntoveHbl TpeboBaHUs K [OKYMEHTWPOBaHMWIO Mpouesypbl ANSA aHanusa co
CTOPOHBI PyKOBOACTBa W TpeboBaHWs 4NA NPpoBeAEHUA aHanun3a co CTOPOHbI PyKO-
BOACTBA B 3aMnfaHNPOBaHHBIE UHTEPBasbl B COOTBETCTBUU C AOKYMEHTUPOBAHHOM
npoueaypon.

PaclunpeH nepedeHb BXOAHLIX W BbIXOAHLIX AaHHbLIX ANS aHanusa co CTOPOHb!
pykoBoAcTBa

6.2 YenoBeveckune pecypchl

BkntodeHo HoBoe TpeGoBaHMe No LOKyMEHTUPOBaHMIO MPOLECCOB YCTaHOBNE-
HUSI KOMMETEHTHOCTU NepcoHana, NpoBeaeHNs obydeHns, oGecnedeHns 0cBeaoM-
NEHHOCTU nepcoHana

6.3 UHdpacTpyKTypa

[ob6aBneHbl TpeboBaHUA K UHGPACTPYKType ANs NnpeaoTBpalleHus nepenyThbl-
BaHWA NpoayKumu 1 obecnevyeHnsa Haanexallero obpalleHusi ¢ npoayKuue.
B nepeyeHb BcnomoraterbHbIX yenyr gobasneHa «MHgpopMaLWOHHas cucTema»

6.4 MpousBoacTBEHHas cpe-
A2 W KOHTPOMb 3arpsi3HeHust

[ob6aeneHbl TpeboBaHWUA K JOKYMEHTUPOBAHMIO NPON3BOLCTBEHHOR cpeabl.

[ob6aBneHbl TpeboBaHUS, CBA3AHHbBIE C KOHTPOMEM 3arpsisHEHUs MUKpodropsl U
3arpsA3HEHUs MeNKOAMCNEPHBIMU YacTuLamMu AN CTEPUNBHBIX MEAWULMHCKUX U3ge-
nui

7.1 MNnaHupoBaHue npouec-
COB XW3HEHHOro LUKna npo-
AyKuum

,D,OI'IOJ'IHVITeJ'IbeIe TPEGOBaHMH ,D,OGaBJ'IEHbI B nepevuncrieHne
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MyHkTBI ISO 13485:2016

KomMMeHTapun k nsMeHeHWAM Mo cpaBHEHWo ¢ npeablAyLuM nsgaHuem (ISO 13485: 2003)

7.2 lMpouecchl, cBA3aHHble ¢
notTpebuTtensmm

HononHuTteneHele TpeboBaHnsA AobaBrneHsl B NepeyncrieHme.
[obBaeneHbl TpeboBaHNsA K MoAL4epPXKaHUIo CBA3U C PeryrnvpyoLwuMm opraHaMm

7.3.2 MNnaHupoBaHue npoek-
TUPOBaHUSA W pa3paboTku

HononHuTeneHble TpeGoBaHus AoGaBneHsl B NepedncrneHue.
WckntoveHbl TpeboBaHuMs, cBsA3aHHbIe ¢ B3auMogeicTBUeM MeXAY pasnuyHbIMU
rpynnamu, y4acTByoWMUMI B MPOEKTUPOBAHUM U pa3paboTke

7.3.3 BxoagHble faHHble Ans
NpoeKTUpoBaHusa un paspabot-
Ki

HononHuTensHble TpebGoBaHus AobaBneHs! B NepeqncneHue.
OnpegeneHo, yto TpeboBaHUS JOMKHbl ObITh BEpUPULMPYEMBIMA UMK Banuau-
pyembIMu

7.3.5 AHanu3 npoekta u pas-
paboTku

[o6aeneHbl NogpobHOCTY cofepaHus 3anucei

7.3.6 Bepudukauma npoekta
1 paspaboTku

[obaBneHbl TpeboBaHUs ANA AOKYMEHTUPOBAHUA NNaHoB BepuduKaLuu, BKMHo-
Yas TpeboBaHusA k Bepudmrkaumm uHTepdeica.
[obaBneHsl TpeboBaHMa K 3anvcaM BepudnkaLmm

7.3.7 Banugauna npoekta "
paspaboTku

[ob6aBneHel TpeboBaHUA ANA AOKYMEHTUPOBAHUA NNaHOB BanuaaL W, BKIoYas
TpeboBaHus k Banugauuu uHtepdeiica. [JobasneHsl TpeboBaHua Ans sanucei Ba-
nuaauum

7.3.8 lNepepaya npoekta w
pa3paboTku

[oGaBneH HOBLIV NognNyHKT

7.3.9 YnpaBneHue U3MeHeHU-
AMU NpoekTa U paspaboTku

[o6aBrneHo TpeGoBaHWe O BKITOUEHUN OL|EHKU BRASIHUS UBMEHEHWIA HAa COCTaB-
Hble YacTh U3Lenuii U yxe NocTaBneHHYo NMPOAYKLMIO.
[o6aBneHsl NogpoGHOCTYU MO NAEHTUMUKALUM U aHaNU3y U3MeHeHUi

7.3.10 Qainsl npoekTUpoBa-
HUsA 1 pa3paboTku

[o6aeneH HOBLIV NOANYHKT

7.4.1 TMpouecc 3aKkynok

ChenaHbl akUeHTbl Ha KpuTepun BbiGopa NocTaBLLKUKa B 3aBUCUMOCTH OT BRIUSHUA
pesynsTaToB AleATeNbHOCTU NOCTaBLUMKa Ha KadeCTBO MEAWLUHCKOTO W3fenus, pu-
CKW, CBA3aHHbIE C MEAULMHCKUM U3AEenneMm, a Takke COOTBETCTBUE NPOAYKUUN NpU-
MEHUMBIM PETYNUpYIOLLUM TpeGoBaHNAM.

Jo6GaBneHtbl HoBbIE TpeGoBaHWS, CBA3aHHBIE C MOHUTOPUHIOM U NOBTOPHOMN OLieH-
KOW NOCTaBLLMKOB, a Taloke K AENCTBUAMU, KOTOPLIE HEOBXOAUMO NPUHATL, KOrAa Tpe-
6oBaHUA K 3aKyrnkamM He 6yayT BbINOSIHEHBI.

BkntoveHbl AONOMHUTENBHEIE NOAPOGHOCTH, OTHOCALLMECA K COAEPKAHWIO 3anu-
celt

7.4.2 Undpopmauua no sakyn-
Kam

Ho6aBneHo HoBoe TpeboBaHne ANA BKNIOYEHUS YBEAOMSIEHUI 06 N3MEHEHNSAX B
NOCTaBNAEMO NpoAYyKLMK

7.4.3 Bepudukauyua
NNeHHon NpoayKunu

3aky-

[o6aBneHb! HoBble TpeGOBaHUS O AEATENBHOCTW NO KOHTPOSIO U MepaM, KOoTopble
HeoBX0AUMO MPUHSTBL, KOrAa OpraHU3auuyu CTaHOBUTCA WU3BECTHO O KaKUX-NMGo W3-
MeHeHUsIX B 3aKyrnaeMoii NpoayKunm

7.5.1 YnpasneHue npoussof-
CTBOM U 06CnyXuBaHWem

[Jo6aBneHsl NoApOGHOCTH, CBA3aHHbLIE C yNpaBneHUWeM NPOU3BOACTBOM U OKasa-
HUA ycnyr

7.5.2 YuctoTa npoaykuuu

[OononHutensHble Tpe6GoBaHns gobaBneHsl B NepedncneHne

7.5.4 [eatencHocTb no 06-
Cny>XuBaHUo

Ho6aeneHo TpeboBaHne NO NPOBEASHUIO aHanNU3a 3anucei JesTeNbLHOCTH, CBA-
3aHHOW ¢ obcnyXmBaHMeM

7.5.6 Banugauua npoueccos
npouseofacTBa U obcnyxusa-
HUA

HononHutenbHeble Tpe6oBaHusA aoGaBneHsl B NepevncneHue.

[o6aBneHbl NogpoBbHOCTU, OTHOCALYMECH K AEATENLHOCTK, Tpebytolleil Hanmuua
npoueayp.

OnpepeneHo TpeGoBaHue K Banuaauuu NporpaMMHoro obecrneyeHWs OTHOCH-
TENbHO PUCKOB, CBSI3aHHLIX C MPUMEHEHUEM NPOrpaMMHOro obecneyeHus.

Ho6aBneHbl TpeboBaHUS, OTHOCSALUMECS K 3aNUCAM NO Banuaauuu
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7.5.7 CneuyuarnbHble TpeboBa-
HUA K Banugauuu npoLeccoB
cTepunusayum u cuctemam
BapbepoB CTepULHOCTH

[o6aBneHbl TpeboBaHUA Ans cuctem 6apbepoB CTEPUNLHOCTY

7.5.8 NoeHTudumkauma

[o6asneHsl TpeGoBaHUs A8 YHUKANBHOR aeHTUdDUKaLWN M3 enuit.

[o6aBneHo TpeGoBaHWe AOKYMEHTUPOBaHUSA NpoLesypel UAEHTUMMKaLMKN Npo-
AYKUMM, B TOM YUCME B OTHOLLUEHUM UAEHTUUKALMM U cTaTyca NpogayKuuu B Mmpo-
Lecce Npou3BogcTBa

7.5.11 CoxpaHeHWe CcOOTBET-
CTBUS NPOZYKLMM

[o6aBneHbl NOAPOGHOCTY NO JOCTUXEHUIO COXPAHHOCTU

8.2.1 ObparHas cBsA3b

Ho6aBneHa uHgopmaums o ToM, YTo obpaTHas CBsi3b JOMKHa BKItoYaTb coop
AaHHBIX KaK ¢ NPOU3BOACTBA, TaK 1 Nnocne npoaaxu.

[JobaeneHo TpeboBaHWe MCNoNb3oBaHWS 06paTHON CBS3W B npoLieccax MeHef-
XMeHTa pucka 1 B LiensiX NoAepKaHWs COOTBETCTBMSI TpeBoBaHWi K NpogyKLum

8.2.2 PaccMmoTpeHue npeTeH-
3ui

[o6aerneH HOBLIV NOAMYHKT

8.2.3 OT4eTHOCTb B perynvpy-
ojme opraHbl

[o6aBneH HOBBI NognNyHKT

8.2.6 MOHWUTOPUHT U U3Mepe-
HWe npoayKLumu

[HobaBneHo TpeboBaHWe No ngeHTUdMKaLum obopyaoBaHNs, UCNOMNbL3YEMOro 4Ms
nsmMepeHui

8.3 YnpaBneHWe HecooTBeT-
cTBYyloLLeW npogyKLuei

[o6GaBneHbl nogpoBHOCTH, OTHOCALLMECA K BUAAM KOHTPONS, KOTOpble [OMKHbI
ObITb JOKYMEHTUPOBAHbI.

O606LeHbl TpeBOoBaHUA O BKNKOYEHUN NPEANPUHATLIX ASWCTBUIA M 06OCHOBaHUA
MPUHATBLIX peLUEHW.

Ho6aBneHbl TpeboBaHUSA, OTHOCAWMECS K pa3peLUeHUsIM Ha OTCTYNNEeHKe.

PasgeneHsbl TpeboBaHWUs K 0GHaPYXEHHbIM HECOOTBETCTBUSAM Nepes, NOCTaBKOW,
o6Hapy>KeHHbIM NOCNe NOCTaBKWU U B X0Ae Nepeaenku.

[HobaeneHo TpeboBaHUe K OKYMEHTaLUK, CBA3AHHOE C BblAaqeil NOSCHUTENbHbIX
yBeAOMIMEHUI

8.4 AHanus gaHHbIX

[oGaeneHo TpeGoBaHWe NO OnNpeneneHnio U BKIIOYEHWUIO NOAXOASLMX METOA 0B,
BKMtoYas cTaTUCTUYECKUe METOAbL!, U CTEMEHN UX UCMNONb30BaHUSA.
[oGaBneHbl NOAPOGHOCTU B NepedeHb BXOAHBIX AaHHbLIX

8.5.2 KoppekTupytrowe pei-
cTBUSA

JobaeneHo TpeboBaHWe O HeobxogMMOCTU yOeAUTHCH, UTO KOpPeKTUpYioLue
L ecTBUS He OKa3blBaloT HEraTUBHOrO BIUSTHUS.

JoGaBneHel TpeboBaHns O HEOOXOAMMOCTU MPUHATUSA KOPPEKTUPYIOLMUX Aei-
cTBUIA 6e3 HeonpaBhaHHON 3a4epPXKKK

8.5.3 lMpepynpexpatowmne
nencTeusa

[o6asrneHo TpeGoBaHue o HeobxogumMocTn y6eguTees, YTo NpeaynpexaaroLne
J1efiCTBUSI He OKa3blBatoT HeraTUBHOMO BNUAHUA
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B Tabnuuax B.1 u B.2 npuBegeHo cootBeTcTBUE Mexay SO 13485:2016 n 1ISO 9001:2015.

Tabnuuya B.1— CoorsetctBue Mexgy ISO 13485:2016 n ISO 9001:2015

MyHkThl SO 13485:2016

MyHkTE! ISO 9001:2015

1 OBnacTb NpUMeHeHUs
4.1.1 (6e3 HauMeHOBaHUA)

1 O6nacTb NpUMeHeHUs
4.3 OnpepeneHve obnacTi NPUMEHEHUS CUCTEMBI Me-
HePKMeHTa Ka4ecTsa

4 CucTeMa MeHeXMeHTa KadecTBa

4 Cpepia opraHusayum

4.1 MNMoHWMaHWe opraHuaaLnn n ee cpegbl

4.2 ToHnmaHue noTpebHoCTER 1 OXuAgaHWiA 3anHTepe-
COBaHHbIX CTOPOH

4.4 CucteMa MeHeXXMeHTa Ka4ecTBa U ee npoLecchl

4.1 Obwume TpeboBaHusA

4.4 CucTeMa MeHeAXMEHTa KavecTBa W ee npoLecchl
8.4 YnpaBneHue npoueccamu, NpoayKUUei u ycnyramu,
MocTaBMNAEMbIMWA BHELULHUMU NOCTaBLLMKAMU

4.2 TpeboBaHusA k JoKyMeHTaLMK

7.5 JokymeHTUpoBaHHaa UHdopmauyus

4.2.1 Obwue nonoxeHus

7.5.1 O6Lwue nonoxeHus

4.2.2 PyKoBOACTBO MO Ka4ecTBy

4.3 OnpegeneHune obnactn NPUMEHEHNUSA CUCTEMBI
MEeHe[XMeHTa KavecTsa

4.4 CucteMa MeHeaXXMEHTa KadyecTBa U ee npouecchl
7.5.1 O6Lwme nonoxeHus

4.2.3 dann MeguunHCKOro usgenus

aKeusanieHmHbIl nyHKm omcymcmeyem

4.2.4 YnpaBneHue fokyMeHTaUue

7.5.2 Co3fjaHue v aKkTyanusauusi
7.5.3 YnpaBneHue JOKYMeHTUpoBaHHOW UHGOpMaUuUei

4.2.5 ¥YnpaeneHve 3anucamm

7.5.2 Co3fjaHue v akTyanusauus
7.5.3 YnpaBneHue JOKYMeHTUpOBaHHOW UHOpMaUmeit

5 OTBeTCTBEHHOCTL PYKOBOACTBA

5 Jimgepctso

5.1 ObssaTensLCTBa PyKOBOACTBA

5.1 JlngepcTBO M NpUBEPXKEHHOCTb
5.1.1 O6wume nonoxeHus

5.2 OpueHTaums Ha notpebutens

5.1.2 OpueHTauus Ha notTpebuTtenei

5.3 Monutnka B obnacTtu ka4ectsa

5.2 Monutuka
5.2.1 Pa3paboTka nonuTukn B obnactu ka4yectsa
5.2.2 [loBefeHune nonutuku B obnacTtun kavyectsa

5.4 MNnaHupoBaHue

6 lMnaHupoBaHue

5.4.1 Llenu B obnactu kayecTsa

6.2 Llenu B obnactu KayecTsa 1 NNaHUpoBaHue ux Ao-
CTUXEHUS

5.4.2 MnaHnpoBaHWe cos3flaHna U pasBUTUA CUCTEMBI Me-
HeAXMeHTa KadecTsa

6 MnaHupoBaHue
6.1 [leicTBMA B OTHOLLEHUU PUCKOB M BO3MOXHOCTEN
6.3 lNnaHupoBaHWe U3IMeHeHUI

5.5 OTBETCTBEHHOCTb, MNONTHOMO4UA U 06MeH UHdopMaLmein

5 Jingepctso

5.5.1 OTBETCTBEHHOCTb U MONHOMOYUSA

5.3 ®OYHKUMK, OTBETCTBEHHOCTL U MOMHOMOYUA B OpraHu-
3auuu

5.5.2 MNpeacTaBuUTENbL PYKOBOACTBA

5.3 ®OyHKUMK, OTBETCTBEHHOCTb U NOMHOMOYUSA B OpraHu-
3auuu
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5.5.3 BHyTpeHHW1 06MeH nHdopmaLuei

7.4 OBbMmeH uHdopmaLuei

5.6 AHanua co CTOpOHbI pyKOBOACTBA

9.3 AHarnua co CTOpPOHbI PYKOBOACTBA

5.6.1 Obwwe nonoxeHus

9.3.1 Obwue nonoxeHus

5.6.2 BxogHble fjaHHble ANS aHanuaa

9.3.2 BxofHble AaHHble aHanusa co CTOPOHbLI PYKOBOA-
cTBa

5.6.3 BuixogHble faHHble 4nsa aHanuaa

9.3.3 BbIXxogHble AaHHbIE aHanu3a co CTOPOHbLI PyKOBOf-
cTBa

6 MeHe#XMEeHT pecypcoB

7.1 Pecypchl

6.1 OBecneyeHune pecypcamu

7.1.1 Obwue nonoxeHus
7.1.2 YenoBeyeckue pecypchl

6.2 YenoBeveckune pecypchl

7.2 KOMNEeTEHTHOCTb
7.3 OcBeaoMITEHHOCTb

6.3 NHppacTpyKTypa

7.1.3 NHpacTpykTypa

6.4 MpounsBoacTBEHHas cpefa

7.1.4 Cpepa ana dyHKLUUOHWPOBAHUS NpoLieccoB

7 TMpouecchl XW3HEHHOrO LMKMa npogyKLum

8 [eATenbHOCTb Ha CTafuUsX XWU3HEHHOrO Lukna npo-
LyKUMKM 1 yenyr

7.1 TnaHWpoBaHWe NPOLIECCOB XWU3HEHHOrO LMKNa NpoayK-
Lnn

8.1 TlnaHuWpoBaHue U ynpaBneHue AeATeNbHOCTLIO Ha
CTafUAX XU3HEHHOro LMKna NpogyKkuum u ycnyr

7.2 TMpouecchl, cBsi3aHHbIe ¢ NOTpebuTensamMu

8.2 TpeGoBaHWA K NPOAYKLUUU U yeryram

7.2.1 OnpepeneHve TpeboBaHUN, OTHOCALLMXCA K NPOAYK-
Lmu

8.2.2 OnpepeneHne TpeboBaHUA, OTHOCALLMUXCA K NpO-
AYKUMW 1 ycriyram

7.2.2 AHanus TpeboBaHuiA, OTHOCALLMXCH K NpoAYKLUK

8.2.3 AHanma TpeboBaHWiA K npoayKuuuM U ycriyram
8.2.4 UsmeHeHusA TpeboBaHuii kK NpogyKUuUmn U ycnyram

7.2.3 CsA3b ¢ notTpebutenamu

8.2.1 Csss3b ¢ notpebutenamu

7.3 lpoekTupoBaHue n paspaboTka

8.3 lNpoekTuposaHue u paspaboTka NPoOAYKUUMN U yCnyr

7.3.1 Obwwe nonoxeHus

8.3.1 Obwue nonoxeHus

7.3.2 MnaHvWpoBaHWe NPOeKTUPOBaHUs U pa3paboTku

8.3.2 MnaHnpoBaHWe NpoeKTUpoBaHUA U pa3paboTku

7.3.3 BxogHble faHHble NPOEKTUPOBaHUSA M pa3paboTku

8.3.3 BxopHble AaHHbIe AN NPOEKTUpOBaHUA U pa3pa-
6oTkn

7.3.4 BbIXofHble AaHHbIE MPOEKTUPOBAHNA U pa3paboTku

8.3.5 BbixogHbIe AaHHblE NPOEKTUPOBaHUA U pa3paboT-
Kn

7.3.5 AHanus npoekta u paspaboTtku

8.3.4 CpeactBa ynpaBneHWs NpoeKkTUpOBaAHWEM U pas-
pa6oTkoii

7.3.6 Bepudukalusa npoekta u paspaboTku

8.3.4 CpegcrtBa ynpaBneHWs NPOEKTUPOBAHUEM U pas-
paboTkoit

7.3.7 Banugauua npoekTta u paspaboTku

8.3.4 CpepactBa ynpaBneHWsi NpoeKTUpOBaAHWMEM U pas-
paboTkoii

7.3.8 MNepepaya npoekTa U paspaboTku

8.3.4 CpeactBa ynpaBneHWs NpoeKkTUpOBaAHMEM U pas-
pa6oTkoii

7.3.9 YnpaBneHue UsMeHeHUsAMMW NpoekTa u paspaboTku

8.3.6 MameHeHuA nNpoeKTUpoBaHUs W©
8.5.6 YnpaBneHue naMeHeHUsIMM

pa3paboTku

7.3.10 Qalinbl NpOEKTUPOBaHMA U pa3paboTku

7.5.3 YnpaBsneHue JOKyMeHTUpoBaHHOW UHGOpMaLen

7.4 3akynku

8.4 ¥YnpaBneHue npoueccamu, npoaykuuei u ycnyramm,
nocTaBnsieMbiMUA BHELWWHUMW NOCTaBLLMKaMU

7.4.1 Tpouecc 3akynok

8.4 YnpaBneHue npoyeccamu,
ramm, nocTaBndemMbiMU
8.4.1 ObLme NonNoXeHns
8.4.2 Tun n cTeneHb ynpasneHua

NpoAyKunen u ycny-
BHELWHUMMN  MOCTaBLUUKaAMU
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7.4.2 UHdopMaLma no 3akynkam

8.4.3 Vndpopmayus, npepoctaBnaeMas BHELIHWM Mo-
CTaBLMKaM

7.4.3 Bepudukauus 3akynneHHOW NpoayKLunum

8.4.2 Tun u cTeneHb ynpaeneHus

8.4.3 Nndpopmaymns, npepoctaBnsieMas BHELUHUM [1O-
CTaBLMKaM

8.6 Buinyck npoayKuuu u ycnyr

7.5 TpousBogCcTBO M 06CNyXuUBaHUe

8.5 lMpoun3eoacTBO NPOAYKLMK U NPefoCcTaBlieHNne yCnyr

7.5.1 YnpaBneHue NpoM3BoOACTBOM U 0bcryXuBaHuem

8.5.1 ¥YnpasneHue npousBoACTBOM NPOAYKLUK U Npeao-
cTaBneHueM ycnyr

7.5.2 Yuctota npogykuum

aKeueaneHmHbIl nyHKmM omcymemeyem

7.5.3 [leATenbHOCTb N0 MOHTaXy

3KeueaneHmHbIl NyHKM omcymemeyem

7.5.4 [NeatensHOCTb Mo 06CNyXuUBaHMIO

aKeueaneHmHbIl NyHKM omcymemeyem

7.5.5 CneyuanbHble TpeboBaHMS K CTEPUIBHLIM MefULUH-
CKUM U3 EeNnnsm

aKeueaneHmHbill NyHKM omcymemeyem

7.5.6 Banupgauus npoueccoB Npou3BoAcCTBa U o6cnyxusa-
HUS

8.5.1 YnpasneHne npon3soACcTBOM NPOAYKLUW U Npeao-
CcTaBnNeHneM ycnyr

7.5.7 CneumanbHble TpeboBaHUSA K Banugauum npoLeccos
cTepunusauum U cuctemMam 6apbepoB CTepUnbLHOCTH

aKs8ueaneHmMHbIl MyHKM omeymemeyem

7.5.8 NgeHtudpukayus

8.5.2 UpeHTudukauna n npocnexmsaemMocTb

7.5.9 lNpocnexuwBaeMocTb

8.5.2 UpeHTudukaumna n npocnexmsaemocTb

7.5.10 CobcTBEHHOCTL NoTpebuteneit

8.5.3 CobcTBEeHHOCTL NoTpebuteneit UNU BHELWHUX Mo-
CTaBLLMKOB

7.5.11 CoxpaHeHne cOOTBETCTBUA MPOAYKLUK

8.5.4 CoxpaHeHue

7.6 ¥YnpaBneHue ycTpoWcTBaMU ANA MOHWUTOPUHra U U3Me-
peHuii

7.1.5 Pecypcbl ANst MOHUTOPUHIA U U3MEPEHUSI

8 NamepeHue, aHanus u ynydLleHus

9 OueHKa pe3yrnbTaToB AEATENBLHOCTU
9.1 MOHUTOPWHS, U3MepeHne, aHanus U oLeHka

8.1 ObLwme nonoxeHus

9.1.1 O6wue nonoxeHusi

8.2 MOHUTOPUHI N U3MepeHune

9.1 MOHWTOPUHT, U3MepeHUne, aHanms u oLeHka

8.2.1 ObpaTHas cBA3b

8.5.5 [JesATenbHOCTL Nocne nocTaBku
9.1.2 YaoBneTBOpPEHHOCTL NoTpebuTeneit

8.2.2 PaccMmoTpeHue npeTeH3ni

9.1.2 YaoBneTBOpPEHHOCTL NoTpebuTenei

8.2.3 OT4YeTHOCTL B perynupytoLyue opraHsl

8.5.5 [lesTenbHOCTL Nnocne noctaBku

8.2.4 BHyTpeHHUiA ayauT

9.2 BHyTpeHHWiA ayaut

8.2.5 MOHWTOPUHI U U3MepeHUe npoLieccoB

9.1.1 O6wue nonoxeHusi

8.2.6 MOHWTOPUHI U U3MepPEHNe NPOAYKLUM

8.6 Bbinyck npoayKUuu n ycnyr

8.3 ¥YnpaBneHue HeCOOTBETCTBYIOLLEH npoayKumei

8.7 YnpaBneHMe HECOOTBETCTBYIOLMMMU pesyrkTaTaMmu
npoLieccos

8.3.1 ObLwue nonoxeHus

10.2

8.3.2 [eicTBUA B OTHOLLEHUN HECOOTBETCTBYIOLLIEN MPOAYK-
LK, 0BHapyXeHHOW A0 NOCTaBKW

8.7 ¥YnpaBreHue HeCOOTBETCTBYIOLUMU pesynsTatamu
npoueccos

8.3.3 [JeicTBMUSA B OTHOLLEHNN HECOOTBETCTBYHOLLEN NPOAYK-
Luu, oBHapyxeHHOI nocne NocTaBku

8.7 YnpaeneHWe HeCOOTBETCTBYHOLMUMU pesynbTaTamu
npoLeccoB

8.4 AHanus gaHHbIX

9.1.3 AHanus u oLeHKa

8.5 YnyuleHue

10 YnyJweHuve

8.5.1 Obwwe nonoxeHws

10.1 OBwwe nonoxeHus
10.3 MNocTosiHHOE yny4lleHune
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8.5.2 KoppekTupytoLiue geincteus 10.2 HecooTBETCTBMA M KOPPEKTUpYloLme AeiicTBus
8.5.3 lMpegynpexaatoLiue geicTBUA 0.3.3 Puck-opmueHTUpoBaHHOE MbllLNEeHUe

6.1 [JeAcTBMA B OTHOLLEHWUMW PUCKOB U BO3MOXHOCTEN
10.1 O6LWme nonoxeHus
10.3 TMocTosiHHOE ynydlueHne

Tabnuuya B.2— CooteetctBre Mexay ISO 9001:2015 n ISO 13485:2016

MyHkTBI ISO 9001:2015 MyHkTH! ISO 13485:2016
1 O6nacTb NpUMeHeHUs 1 O6nacTb NpUMeHeHus
4 Cpepa opraHusayum 4 CuctemMa MeHe[XMeHTa KayecTBa
4.1 MNoHUMaHWe opraHusauumn u ee cpeabl 4.1 O6wue TpeboBaHns

4.2 ToHuMaHWe noTpebHocTel U oxuaaHuii 3anHTepeco- | 4.1 OB6wwme TpeboBaHuA
BaHHbIX CTOPOH

4.3 OnpegeneHne obnactv NpUMEHEHUS CUCTEMBI Me- 4.1 OBwue TpeboBaHuA
Hel)XMeHTa Ka4vecTBa 4272

4.4 CucTeMa MeHeOXMeHTa Ka4ecTBa U ee npoLecchl 4.1 Obwume TpeboBaHUA

5 InpepctBo 5 OTBETCTBEHHOCTb PYKOBOACTBA
5.1 IlnaepcTBO M NPUBEPKEHHOCTL 5.1 ObAsaTenbcTBa pyKOBOACTBA
5.1.1 O6wwe nonoxeHus 5.1 ObsasaTtenscTBa pyKOBOACTBA
5.1.2 OpueHTauuma Ha noTpebuTenei 5.2 OpueHTauma Ha notpebutens
5.2 TMonutuka 5.3 MonuTtuka B o6nactu kadecTea
5.2.1 PaspaboTka nonutuku B obnacTu kavecTtsa 5.3 Monutuka B o6nactu kadecTea
5.2.2 [JoBeaeHWe NonUTUKM B oBnacTu kadecTea 5.3 Monutuka B o6nacTu kadectea

5.3 ®yHKUMKM, OTBETCTBEHHOCTL U MONTHOMOYMSA B opraHusa- | 5.4.2 MnaHupoBaHWe Co3faHus U pasBUTUS CUCTEMDI
Lmu MeHeaXXMeHTa Ka4ecTBa

5.5.1 OTBETCTBEHHOCTb U NOMHOMOYNSA

5.5.2 MpegcraBuTensb pykoBoacTBa

6 MnaHuWpoBaHue 5.4.2 MnaHupoBaHWe €O34aHUA U Pa3BUTUA CUCTEMBI
MeHe)XMeHTa Ka4ecTsa

6.1 OeiicTBUA B OTHOLWEHUN PUCKOB U BO3SMOXHOCTEN 5.4.2 MNMnaHupoBaHWe co3faHNAa N pa3BUTUSA CUCTEMBI
MeHe)XMeHTa Ka4yecTBa
8.5.3 BHyTpeHHuUIt 06MeH nHdopmaumei

6.2 Llenu B obnactu kadecTtBa u nnaHuposaHue ux poctu- | 5.4.1 Llenu B obnactun kavecTBa
XeHUs

6.3 MnaHupoBaHWe U3IMEHEHNA 5.4.2 MnaHupoBaHNe C€O34aHWA W Pa3sBUTUA CUCTEMbI
MeHeXMeHTa KavecTsa

7 CpegactBa obecneqeHus 6 MeHeXMeHT pecypcoB

7.1 Pecypchbl 6 MeHeaXMeHT pecypcoB

7.1.1 Obuwume NonoxeHns 6.1 ObecneyeHune pecypcamu

7.1.2 Yenoseueckue pecypcehbl 6.2 Yenoseueckue pecypchbl

7.1.3 UHdpacTpykTypa 6.3 UHdppacTpyKTypa

7.1.4 Cpega ana yHKUMOHUPOBAHNA NpoLieccoB 6.4.1 lNpousBogcTBEHHaA cpefa

7.1.5 Pecypcbl AN MOHUTOPUHIa U U3MepeHna 7.6 YnpaBneHue ycTpoWcTsaMu Ansi MOHUTOPUHIA U U3-
MepeHUiA
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7.1.5.1 Obwue TpeboBaHmA

7.6 YnpaeneHue ycTpolUcTBaMu ANsi MOHUTOPUHIa U 13-
MepeHuit

7.1.5.2 TMpocnexunBaeMocTb U3MepeHuns

7.6 YnpaeneHwe ycTpoicTBamMu ANA MOHUTOPUHIA W U3-
MepeHuit

7.1.6 3HaHWA opraHusaumu

6.2 Yenoe4eckne pecypchl

7.2 KoMneTeHTHOCTb

6.2 Yenoe4eckne pecypchl

7.3 OcBefOMMEHHOCTb

6.2 Yenoeyeckne pecypchl

7.4 OBMmeH MHdopMaLment

5.5.3 BHyTpeHHMWA 06MeH nHdopmaLunen

7.5 [dokymeHTUpoBaHHas MHMopMaLms

4.2 TpeboBaHusA Kk fLOKyMeHTaLun

7.5.1 OBwue nonoxeHus

4.2.1 O6wme nonoxeHust

7.5.2 CosfaHue 1 akTyanusayus

4.2.4 YnpaBneHue oKyMeHTaLuewn
4.2.5 YnpaBneHue 3anucamu

7.5.3 YnpaBneHue JOKyMEHTUPOBaHHOW UHOpMaLen

4.2.3 daiin MegnumMHCKOro nagenus

4.2.4 ¥YnpaBneHue JoKyMeHTaLuen

4.2.5 YnpaBneHue 3anucamu

7.3.10 daiinbl NpoeKTMpoBaHUA 1 paspaboTku

8 [esTenbHOCTb Ha CTafMsiX XKU3HEHHOTO Liukna NpoAYyKUmUm
wyenyr

7 Tpouecchl )KM3HEHHOTO LMKIa NPOoAYKUMK

8.1 MnaHWpoBaHUe 1 ynpasneHue AeATENbHOCTbIO Ha CTa-
OVSAX XKUSHEHHOro LUKna npoAyKLuu u ycnyr

7.1 MnaHMpoBaHKMe NPOLECCOB XKU3HEHHOMO LuKna npo-
Aykyum

8.2 TpeboBaHWA K NPOAYKUMM U ycnyram

7.2 TMpouecchl, cBA3aHHbIe ¢ NOTpebuTenammn

8.2.1 CBA3b c noTpebutensamu

7.2.3 Cps3b ¢ notpebutensamm

8.2.2 OnpegeneHne TpeGoBaHWA, OTHOCALLMXCA K NPoOfYK-
LMK 1 ycnyram

7.2.1 OnpepeneHne TpeboBaHWiA, OTHOCALUXCA K Npo-
OyKUmum

8.2.3 AHanua TpeboBaHuWil K NPOAYKLMM U YCryraM

7.2.2 AHanus Tpe6oBaHuii, OTHOCALYMXCSA K MpoAYyKUUK

8.2.4 NameHeHus TpeboBaHWUI K NPOAYKUWUMU U yCryram

7.2.2 AHanus TpeboBaHuii, OTHOCALLMXCA K NPoAYyKUUK

8.3 lMpoekTnpoBaHue 1 paspaboTka NPOAYKLUN U yCryr

7.3 MNpoeKTupoBaHue U paspaboTtka

8.3.1 Obwue nonoxeHus

7.3.1 O6Lwue nonoxeHus

8.3.2 MnaHWpoBaHWe NpoeKkTUPOBaHUs 1 paspaboTku

7.3.2 MnaHupoBaHne NpOeKTUpPOBaHNA U pa3paboTkn

8.3.3 BxogHble AaHHblE AMNst NPOEKTUPOBaHWs U paspaboT-
Ki

7.3.3 BxogHble faHHble NPOEKTUPOBaHUA U pa3paboTku

8.3.4 CpefcTBa ynpaBneHWA MPOEKTUPOBaHWEM WU paspa-
6oTKOM

7.3.5 AHanus NpOEKTUpPOBaHUA WU paspaboTku
7.3.6 Bepudukauma nNpoekTUpoBaHUA W paspaboTku
7.3.7 Banupauusa npoekTupoBaHna U pa3paboTku

7.3.8 Mepepaya npoekta u paspaboTku

8.3.5 BrixogHble AaHHbIe NPOeKTUPOBaHMA 1 pa3paboTku

7.3.4 BbixogHble faHHbIe NPOEKTUPOBaHUS U paspabort-
Ku

8.3.6 MameHeHMs NpoeKTUpoBaHWA 1 pa3paboTku

7.3.9 YnpaBneHue W3IMEHEHUSMW NPOEKTUPOBaHUA W
paspaboTku

8.4 YnpasneHue npoueccamun, NPoayKUMEN 1 ycnyramu, no-
CTaBMNsAeMbIMU BHELLUHUMU NOCTaBLUMKaMm

4.1 Obwume TpeboBaHus (4.1.5)
7.4.1 Mpouecc 3akynok

8.4.1 Obwwe nonoxeHws

7.4.1 Mpouecc 3akynok

8.4.2 Tun n cTeneHs ynpasneHus

4.1 Obwume TpeboBaHus (4.1.5)
7.4.1 TNpouecc 3akynok
7.4.3 Bepudukauus 3akynneHHoW npogyKLmum

8.4.3 NHdopmauma, npepocTasnsemMas BHELWHUM MocTas-
LuKam

7.4.2 ViHcbopmaLus No 3akynkam
7.4.3 Bepudukauus sakynneHHoW npogyKuum

8.5 TMpoW3BOACTBO NPOAYKLMM U NpedocTaBeHne ycnyr

7.5 TpousBoacTBO M 06CnyxuBaHue
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OkoHYaHue mabnuypi B.2

MyHkTHI ISO 9001:2015

MyHkTH! ISO 13485:2016

8.5.1 YnpasneHne npousBOACTBOM NPOAYKUWM U npepo-
CTaBneHnem ycnyr

7.5.1 ¥YnpaeneHne npou3BoACTBOM U oBcnyxusaHUeM

7.5.6 Banupauua npoueccos Npou3BoAcTBa
BaHuA

n obenyxu-

8.5.2 UpeHTudukaLma u npocnexmsaeMocTb

7.5.8 UpgeHTndukayus
7.5.9 lNpocnexmBaeMocTb

8.5.3 CobcTBEeHHOCTb NoTpebuTteneit N BHELWHUX NoCcTaB-
LuKoB

7.5.10 CobcTtBeHHOCTL NoTpebuTeneit

8.5.4 CoxpaHeHue

7.5.11 CoxpaHeHue COOTBETCTBUS NPOAYKLUM

8.5.5 [leatenbHOCTb Nocne NocTaBku

7.5.1 YnpaBneHue npousBOACTBOM U OBCHyXMBaAHWUEM

7.5.3 [eATencHOCTb NO MOHTaXy

7.5.4 [eatenbHOCTb NO 06cnyxuBaHuIo
8.2.2 PaccMoTpeHue npeTeHann

8.2.3 OT4eTHOCTb B perynupyioLlue opraHbl

8.3.3 [encTBMA B OTHOLWIEHWM HECOOTBETCTBYIOLLIECH

NpoAYyKLMK, 06GHapyXXeHHON Nocne NocTaBku

8.5.6 YnpaeneHue nsMeHeHuaMu

7.3.9 YnpasneHue namMeHeHUAMU NpoeKkTa u

pa3paboTku

8.6 Bbinyck npoAyKuuu n ycnyr

7.3.4 BbixogHble faHHbIE NPOEKTUPOBAHUA U
8.2.6 MOHUTOPUHI U U3MepeHNE NPOZYKLMK

pa3paboTku

8.7 YnpaBneHMe HeCOOTBETCTBYIOLMMU  pe3yrTatamu
npoueccos

8.3 YnpaBneHue HecOOTBETCTBYIOLLEN NpoayKLUmen

9 OueHKa pe3ynsraToB AeATeNbHOCTU

8 U3smepeHue, aHanus u ynyudlleHume

9.1 MOHUTOPUHI, U3MepeHUe, aHanu3 U oLeHka

8 UsmepeHue, aHanu3 u ynyJlieHune

9.1.1 Obwwe nonoxeHuns

8.1 O6wue nonoxeHus
8.2.5 MOHUTOPUHI 1 U3MepeHune npoLeccos
8.2.6 MOHWUTOPUHI U M3MepeHUE NpoAYyKUUN

9.1.2 YpoBneTBOopeHHOCTb NoTpebuTeneit

7.2.3 Cssa3b c notpebutensmu
8.2.1 ObpaTHas cBsA3b
8.2.2 O6palleHue ¢ NpeTeH3NAMU

9.1.3 AHanus v oueHka

8.4 AHanus gaHHbIX

9.2 BHyTpeHHUI ayguT

8.2.4 BHyTpeHHUiA ayguT

9.3 AHanua co CTOPOHbLI pykoBOACTBA

5.6 AHanua co CTOPOHbI PyKOBOACTBE

9.3.1 Ob6Lwwe nonoxeHus

5.6.1 O6Lwwe nonoxeHuns

9.3.2 BxofHble faHHble aHanm3a co CTOPOHbLI PYKOBOACTBA

5.6.2 BxogHble faHHble ANs aHanusa

9.3.3 BhIxogHble faHHble aHanu3a co CTOPOHbI PyKOBOA-
cTBa

5.6.3 BuIxogHble AaHHble fNsA aHanusa

10 YnydweHue

8.5 YnydweHue

10.1 OB6LWMe nonoxeHns

8.5.1 Obwune nonoxeHus

10.2 HecooTBETCTBMS U KOPPEKTUPYIOLLME [eACTBUA

8.3 YnpaBneHwe HecoOTBETCTBYIOLLEH
8.5.2 KoppekTupytoLine gencteus

npoayKunei

10.3 lNocTosiHHOE yry4lleHune

5.6.1 Obwue nonoxeHus
8.5 ¥YnydweHue
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MpunoxeHune OJA
(cnpaBouHoe)

FOCT ISO 13485—2017

CeefileHUs1 O COOTBETCTBUM CChIFIOYHbIX MEXAYHAPOAHbLIX CTAHAAPTOB
MEeXrocyAapCTBeHHbLIM CTaHaapTaM

Tabnuuya OA1

O603Ha4eHMe U HaMMeHoBaHNe CCbIFTOYHOTO MexayHapoa-
HOro ctaHgapTa

CTeneHb COOTBETCTBUS

O0o03HaveHe U HauMeHoBaHue
MEXrocyJapCTBEHHOIO CTaH-
AapTta

SO 9000:2015

*

* COOTBETCTBYIOLWIA MEXIOCYAapCTBEHHbI CTaHAapT oTcyTcTBYeT. [0 ero yTBepXAeHUs pekoMeHAyeTcs
MCMONb30BaTh NepPeBOA Ha PyCCKU S3bIK AaHHOTO MexyHapogHoro cTaHaapTa. [MepeBof AaHHOMO MexyHapoLHOro
cTaHaapTa HaxoguTcs B OeflepanbHOM MHPOPMaLMOHHOM hoHAe CTaHLapToB.
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ISO 9001:2015

ISO 10012

ISO 11607-1:2006

ISO 11607-2

ISO 14644 (Bce 4acTn)

ISO 14698 (Bce YacTn)

ISO 14971:2007
SO 19011

IEC 62366-1

GHTF/SG1/N055:20094

GHTF/SG5/N4:2010
GHTF/SG1/N70:20116

GHTF/SG1/N071:20127

BuGnuorpadua

Quality management systems — Requirements (CuctemMbl MEHeKMeHTa KayecTBa.
TpeboBanus)

Measurement management systems — Requirements for measurement processes
and measuring equipment (CucTemMbl MeHegXXMeHTa U3MepeHuii. TpeboBaHus K npo-
Lieccam U3MepeHWii U n3mepuTenbHoMy o6opyaoBaHuio)

Packaging for terminally sterilized medical devices — Part 1: Requirements for mate-
rials, sterile barrier systems and packaging systems (YnakoBka MeanLMHCKUX nsge-
nuWiA, noagnexatmx puHUWHOWK cTepunusaumun. Yacte 1. TpeboBaHus K MaTepuanam,
6apbepHbLIM cUCTEMaM ANS CTepuIn3aLym U yNakoBOYHBEIM cMcTemam)

Packaging for terminally sterilized medical devices — Part 2: Validation requirements
for forming, sealing and assembly processes (YnakoBka MeAULMHCKUX U3fenuii, noa-
nexawymx huHULWHOW cTepunusaumn. Yacte 2. TpeboBaHUs K BanmgaLum npoLeccoB
¢opmupoBaHus, repmeTusaunumn u c6opku)

Cleanrooms and associated controlled environments (Y1cTble noMeLLeHns n cBA3aH-
Hbl€ C HUMU KOHTPONUpyeMble cpeabl)

Cleanrooms and associated controlled environments — Biocontamination control
(YucTble NoMelLeHNns 1 cBA3AHHBIE C HUMKU KOHTpONuUpyeMble cpeabl. KoHTponb 6uo-
3arpsi3HeHuin)

Medical devices — Application of risk management to medical devices (U3genun
mMeauLUuHckne. MNpuMeHeHne MeHeAXKMeHTa pUcka K MEAULIMHCKAM U3 ennsam)
Guidelines for auditing management systems (PykoBoACcTBO Nno ayauTy cuctem Me-
HegXMeHTa)

Medical devices — Part 1: Application of usability engineering to medical devices (13-
Aenusa meguuuHckue. Yactb 1. MNpuMeHeHne NpoeKTMpoBaHUs € y4ETOM aKcnnyaTauu-
OHHO NPUrOAHOCTU K MEAULIMHCKUM WU3AENNaM)

Definition of the Terms «Manufacturer», «Authorized Representative», «Distributor»
and «Importer» (OnpegeneHue TepMuHoB «M3rotoBUTeNb», «OhULManbHbIi Npes-
CTaBuUTenNb», «AMCTpubLIoTOP» 1 «MMnopTep»)

Post-Market Clinical Follow-Up Studies (MocnenpogaxHoe HabniogeHne B pamkax
KIUHUYECKUX UccrneqoBaHuii)

Label and Instructions for Use for Medical Devices (3TUkeTKa U MHCTPYKLUMK MO NpuU-
MEeHeHWUIo MeAULIMHCKUX U3aennin)

Definition of the Terms «Medical Device» and «In Vitro Diagnostic (IVD) Medical De-
vice (OnpeaeneHne TepMmHoB «MeaunumHekoe usgenve» n «MeauumHekoe nsgenve
ANs 4UarHoCTUKM in-vitroy)
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KnioyeBble CroBa: CUCTEMA MEHEMKMEHTA KauyecTBa, U3Aenus MeauLUHCKUEe, opraHu3auus, AOKYMEeHTU-

poBaHHas npoueaypa, notpebutens, Bepudukaums, sanuauus, nonutTuka u Lenm B obnacrtn kavecrsa,
perynupyowue TpeboBaHua
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