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MNpepgncnoBne

1 PASPABOTAH TocygapCTBEHHbIM OHO4XETHbIM YyYpexaeHnem 34paBooxpaHeHuns ropoga MOCKBbI
«Hay4yHOo-npakTn4ecknii KNMHNYECKNI LEeHTP AMarHoCTMKU U TeneMeAnUMHCKMX TeXHONOornin JenaprameHTta
34paBooxpaHeHmns ropoga Mockebi» (FBY3 «HIMKL, AnT A3M»)

2 BHECEH TexHuyecknm koMuteToMm no ctaHgaptm3aunn TK 164 «ACKyCCTBEHHbIN MHTENNEKT»

3 YTBEP)XAEH W BBEJEH B AENCTBUWE Mpukasom defepasibHOr0 areHTcTBa rno TeXHUYEeCKOMy pe-
rympoBaHunio U metTponornn ot 18 oktabps 2022 r. Ne 1143-cT

4 BBEJEH BIEPBbIE

MpaBuna npuMeHeHMsa HacTOSLLEro cTaHjapTa yCTaHOoB/EeHbl B CTaTbe 26 defepasibHOro 3akoHa
oT 29 moHa 2015 r. Ne 162-d3 «O cTaHgapTwusauun B Poccuiickoin ®epepaunmn». VMHdopmauus 06 uns-
MEHEHUSIX K HacTosWeMy cTaHAapTy nybsmkyeTcsa B eXerogHom (Nno COCTOSHUIO Ha 1 sHBapsi TeKyLwero
roga) MHPOpPMaLMOHHOM yKasaTene «HaunoHaslbHble CTaHdapThi», a OohvuMasibHbI TEKCT VM3MEHEHWI
N NoMnpaBoK — B eXeMeCAYHOM WH(OopMaLMOHHOM yKasaTesne «HaumoHasbHble cTaHAapThl». B cnydyae
nepecMoTpa (3amMeHbl) UM OTMEHbl HACTOALLErN0 CTaHjapTa COOTBeTCTBYOLee yBefoMeHe byaeT
ony6/IMKOBaHO B OG/MDKaMLLEM BbIMYCKE €XEMECAYHOr0 MHADOPMALMOHHOIO ykasaTens «HaumoHanbHble
CTaHdapThl». COOTBETCTBYLWAA MHpopMaLns, yBeJOM/IEHUEe N TEKCTbl pasMellaloTCcsa Takke B UH-
hopmaLMoHHO cucTeme 06LLEro Nosb30BaHUA -  Ha oduLMasbHOM caliTe defepasibHOro areHTcTBa Mo
TEeXHNYECKOMY PerynnpoBaHnio 1 MeTposiorum B ceTu MHTepHeT (www.rst.gov.ru)
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HacTosiwuii cTaHaapT He MOXET 6bITb MOJTHOCTLIO WM YACTUUYHO BOCMPOU3BE/IEH, TUPAXUPOBAH U pac-
MPOCTPaHeH B KauecTBe O(YULMANIbHOMO M3AaHusi 6e3 paspelleHns defepasibHOr0 areHTCTBa Mo TEXHUYECKO-
My PerysiMpoBaHuio 1 MeTposiorim
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HAUWOHA/NbHbBIN CTAHAAPT POCCUNCKOW PEALEPALUMN

CUCTEMBbI MCKYCCTBEHHOIO WHTEJIIEKTA B K/IMHUYECKOW MEAVNUNHE
YacTb 8

PykoBogsauwue ykaszaHua no npumeHeHunto MOCT ISO 13485—2017

Avrtificial intelligence systems in clinical medicine.
Part 8. Guidelines for the application of FTOCT ISO 13485—2017

Jata BBepeHuna — 2023—01—01

1 O6nacTb NPUMeEHeHNA

HacTosiwuii cTaHAapT ycTaHaB/IMBaeT TpeboBaHUA K CUCTEME MEHE)KMEHTa KayecTBa B C/lyyasix, Kor-
Ja opraHusauuy HeobxoAMMO MPOAEMOHCTPUPOBATL CMOCOOGHOCTL MOCTABAATb MEAULMHCKUE U3Aenus u
npefocTaBnATh CBA3AHHOE C HUMK OBCAYXMBaHWe, oTBevallme TpeboBaHNAM NoTpebuTens U NpuMeHu-
MbIM PEeryanpylLlmnm TpeboBaHusM. Takue opraHusalvm MOryT ObiTb BOBJ/IEYEHbI B OAHY WM HECKO/IbKO
CTaauii XM3HEHHOro UMKna MeAUUMHCKOTO M3Aenusi, BKIYas NpOeKTMpoBaHue 1 paspaboTky, Npon3Boja-
CTBO, XpaHeHve 1 gucTpmbyumio, MOHTaX U 06CAYXMBaHWe, a Takke NPoeKkTUpoBaHWe 1 pa3paboTky wunu
OKasaHue CBSI3aHHbIX C MEeAULMHCKUMU U3LENUAMU YCAyr (Hanpumep, TEXHUYECKOro obcnyxunBaHus). Ha-
CTOSALMIA CTaHAAPT Takke MOXET ObiTb MCMNO/b30BaH MNOCTaBLLMKAMW UM BHELIHUMU CTOPOHaMM, KOTopble
NOCTaBNAAT NPOAYKUMIO U CBSA3AHHbIE C CUCTEMOW MeHe[XMeHTa KayecTBa opraHusauuii ycnyrm takum
opraHusauusm.

TpeboBaHNs HACTOSALLEro CTaHA4apTa NPUMEHVMbI K OpraHM3aunsiM He3aBUCUMO OT UX pa3mepa 1 Buaa,
€CN TONIbKO UCKIoYEeHMEe He o4eBMAHO. Bce TpeboBaHus, NPUMEHUMblE K MEAULMHCKAM U3A4eNnsam, B pas-
HOW Mepe NMPMMEHUMbI K yCc/lyraM B OTHOLLEHUU 3TUX U3AENWIA, eC/IM TakoBble OKa3bIBAOTCA OpraHu3auuei.

Mpouecchl, TpebyeMble HACTOALWMM CTaHAAPTOM U MPUMEHUMbIE K OpraHv3aunn, HO He OCyLLecTB/isie-
Mble camoli opraHusauueli Hanpsmyo, OCTalTCA OTBETCTBEHHOCTbIO OpraHu3auum 1 AO/MHKHbI HAXOAUTLCS
noA ynpaeneHVeM CUCTEMblI MEHeMKMEHTA KayecTBa OpraHusalmum nocpefcTBOM MPOBeAEHWSI MOHUTOPUWH-
ra, nogaepxaHns B paboyemM COCTOSIHMM W ynpaB/ieHns 3TMK npoLeccamMu.

Ecnn npumeHnmbie perynupytowme TpeboBaHUsa A0OMNycKarT UCKIKYEHNEe ynpaBneHns npoekTupoBa-
HVeM 1 pa3paboTKoli M3Aesnnii, TO 3TO MOXET C/AYXUTb OCHOBAHMEM AN1S1 UCK/IOYEHNSI COOTBETCTBYHOLLUX
TpeboBaHUn N3 KOHKPETHOW CUCTEMbl MEeHe[XMeHTa KayecTBa.

DTUMK perynnpyowmMmmn TpeboBaHns My MOryT 6bITb NpeaocTaB/ieHbl afibTepHaTUBHbIE NOAXOAbl, KO-
TOpble AO/MKHbI ObITb PACCMOTPEHbI A/19 KOHKPETHOM CUCTEMbI MEHeXMeHTa kayecTBa. OTBETCTBEHHOCTb
3a obecneyeHne cCOOTBETCTBMA TPeHGOBaHMSAM HACTOSALLEro cTaHAapTa Npu WCKIHYEHUW yrnpaBfieHus npo-
eKTUpOBaHMEM W pa3paboTKoW U3gennii NeXMT Ha camMoil opraHu3auun.

Ecnn kakoe-nmb0 TpeboBaHmne pasfenoB 6, 7 Wam 8 HacTosILLEro cTaHaapTa Hefb3si NPUMEHUTL BBUAY
cneundukn OesTeNbHOCTM OpraHu3aumm UnM 0CO6eHHOCTENn MeAMLMHCKOrO U3Lenns, Ha KOTopble pacnpo-
CTpaHaeTcs cucteMa MeHeKMeHTa KayecTsa, TO OpraHu3auum He cnefyeTt BKAYaTb Takoe TpeboBaHue B
CBOK CUCTEMY MEHe[XMeHTa kayecTBa. B oTHOLWEHUN KaXAoro HenprYMeHMMOro TpeboBaHusl opraHusaLms
[O/HKHA AOKYMEHTMPOBATb 060CHOBAHME B COOTBETCTBUU C NyHKTOM 4.2.2.

[FTOCT I1SO 13485—2017]

M3paHve odmumanbHoe
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HacToawwmini ctaHgapT npegnaraet Ans opraHvsauuii pykoBoAsuine ykasaHus no npumeHeHuto FOCT
ISO 13485 Kk npoueccaMm, CBA3aHHbIM C 3aKa30M, MOCTaBKOM, pa3paboTKoi, OCYLEeCTBIEHNEM 3KCMayaTauun
N CONPOBOXAEHNEeM CUCTEM MCKYCCTBEHHOIO MHTE/I/IEKTa B KayecTBe NporpaMMHOro obecneyeHuns, ABnstoLLe-
rocs MmeguuuHCKUM usgenvieMm. OH He Aob6aBnseT uav KakuM-nmbo Apyrum ob6pas3oM He uMeHsieT TpeboBaHusA
FOCT ISO 13485.

PykoBogsuune ykasaHus, npeacraB/ieHHble B HacTOALWEM CTaHAapTe, He npegHasHayeHbl oA npume-
HeHUs B KAYeCTBe OLEHOYHbIX KpUTepueB Npu NpoBefeHn MeponpuaTUii, CBA3aHHbIX C pernctpaumei/ceptu-
dmkaumnein cuctem MeHemKMEHTa KayecTBa

2 HopmaTunBHbIe CCbIIKA

B HacTosiwem cTaHAapTe MCNo/sib30BaHbl HOPMAaTMBHbIE CCbIIKM Ha cneayoume ctaHaapTb:

FOCT I1SO 13485—2017 WN3penusa meguumHckme. CuUCTeMbl MeHe)KMeHTa kayectBa. TpeboBaHuA A/
uenei perynupoBaHus

FOCT ISO 14971 W3penua meguuuHckme. NpuMeHeHne MeHeMXMeHTa pucka K MeUUUHCKUM N3LesUsam

FOCT P 58976 WN3penua mepuumHckne. MNMporpaMmmHoe obecnedeHune. YacTb 2. Banngauums nporpamm-
HOro obecneyvyeHusi, NCMOb3YEMOr0 B CMCTEMAaX KauecTBa MeANLMHCKUX U3aenuii

FOCT P 59921.0 CucTeMbl UCKYCCTBEHHOTO WHTEsN/eKTa B KIMHWYECKo MeaunumHe. OCHOBHbIE MOO-
XeHus

FOCT P MCO 9000 CucteMbl MeHeIXMeHTa KavyectBa. OCHOBHbIE MOJIOXEHUS U CNOBapb

FOCT P NCO/TO 10013 MeHemXMeHT opraHm3aumn. PyKOBOACTBO MO AOKYMEHTUPOBAHWIO CUCTEMbI
MeHe[)KMeHTa KayecTsa

FOCT P NCO/TO 14969—2007 WN3genua meguumHckie. CucTeMbl MeEHeXMeHTa kavecTBa. PykoBog-
CTBO Mo npumeHeHuto 1SO 13485:2003

FOCT P MCO/M3K 15504 (Bce yacTtu) NHpopmaLmoHHble TexHonorum. OueHka npoueccos

FOCT P MICO/M3K 25000 CuctemHass u nporpammHasl MHxeHepusi. TpeboBaHus M OLEHKa KavyecTBa
cuUcTeM M NporpamMmmHbiX cpeacts (SQuaRE). PykoBoacTeo

FOCT P NCO/M3K 25010 UHopmaLnOHHbIE TeXHOMorMm. CUCTeMHas M NporpaMmHas MHXeHepus.
TpeboBaHUA 1 OLEHKA KayecTBa cucTemM U nporpaMMmHoro obecneveHuns (SQuaRE). Mogenu kavectsa cuctem
N NPOrpamMmMHbIX NPOAYKTOB

FOCT P NCO/M3K 27001 NHgpopmaumoHHasa TexHosorusa. Metoabl 1 cpencrea obecnedeHnsa 6esonac-
HocTU. CuUCTEMbI MeHeXMeHTa MHhopMaLoHHOl 6e3onacHocTy. TpeboBaHus

FOCT P MCO/M3K 27013 NHdopmaunoHHas TexHosnorus. Metoabl 1 cpegctBa obecnedeHnsa 6esonac-
HOCTW. PYKOBOACTBO MO COBMECTHOMY MCMNOJIb30BaHUi0 ctaHgaptos MCO/M3K 27001 n MCO/M3K 20000-1

FOCT P M3K 62304 Wsgenuns meguumHckme. lMporpammHoe obecnedveHue. [pouecchl XU3HEHHOro
unkna

FOCT P CO/M3K 90003—2014 PaspaboTka nporpamMHbIX NPOAYKTOB. PyKOBOAALME yKa3aHWs Mo
npumeHeHnio NCO 9001:2008 npu pa3paboTke NporpamMHbIX NPOAYKTOB

MpumeyaHune — lpy NOIb3OBAHUM HACTOSILLYM CTaHAAPTOM LIE/IeCO06PasHO NPOBEPUTL AEVCTBUE CCbIoY-
HbIX CTaHAAPTOB B MH(POPMALWOHHO CrCTEMe OBLLEro Nosb30BaHMS Ha odmumabHOM caiite deaepasibHOro areHTCTea
Mo TEXHWUYECKOMY PEry/IMpoBaHMI0 M METPOSIOTUM B CETU VIHTEPHET WM MO eXEerogHoOMy MHCOpMaLVIOHHOMY yKasarte-
N0 «HauyioHasbHble CTaHAapTb», KOTOPbLIA OMy6/IMKOBAaH MO COCTOSIHMIO Ha 1 sHBaps TEKYLLEro roga, ¥ ro Bbimyckam
EXEeMECSYHOT0 MHOPMALIMOHHOIO YKasaTens «HalvoHalbHble CTaHAaPTbh» 3a TEKYLLWIA rof, ECim 3aMeHeH CCbUTOYHbIiA
CTaHAAPT, Ha KOTOPLIA AaHa HeaTMpPOBaHHAs CCbUKA, PEKOMEHYETCS UCTMO/b30BaTb AEVICTBYHOLLYH BEPCUIO 3TOTO CTaH-
JapTa C y4eToM BCEX BHECEHHbIX B [jaHHYH BEPCUIO M3MEHEHWI. EC/M 3amMeHeH CCbIMOYHbIN CTaHAAPT, Ha KOTopblii faHa
[aTpoBaHHas! CCblKa, PEKOMEH/IyeTCsl UCMo/b30BaTb BEPCUIO STOTO CTaHAapTa C YKa3aHHbIM BblLLIE TOA0M YTBEPXKAEHNS
(NpuHsTYST). EC/M nocrie YTBEPXKAEHMST HACTOSILLIETO CTaHAApTa B CCbIIOYHBINA CTaHAAPT, Ha KOTOPbIA AaHa AaTpoBaHHas
CCbIKa, BHECEHO M3MEHEeHWe, 3aTparvBaroLLee MosIoKeHe, Ha KOTOPOe AaHa CCbUKa, TO 3TO MOSIOKEHUE pekoMeHayeTcst
NPUMEHsTTL 6e3 yueTa AaHHOMO U3MeHeHUsl. EC/M CCbIOYHBbIV CTaHAapT OTMEHEH 6e3 3aMeHbl, TO MOJIOKeHMEe, B KOTOPOM
[laHa CCbI/IKa Ha HEro, PEKOMEH/yeTCs MPUMEHSITb B UaCTW, HE 3aTParvBatoLLIEi 3Ty CCbUIKy.

3 TepmMuHbI U onpegeneHns

B HacToAwem cTaHgapTe npumeHeHbl TepMuHbl no FOCT P NCO 9000, NOCT ISO 13485, TOCT P
59921.0.
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4 CuctemMa MeHemKMeHTa KadecTBa

4.1 O6wue TpeboBaHMA

4.1.1 OpraHuzaums [Jo/mKHa [OKYMEHTUPOBATb CUCTEMY MEHe[)KMeHTa KayecTBa W NoAAepXuBaTb
ee pe3ynbTaTMBHOCTb B COOTBETCTBUM C TPeOGOBaHWSAMU HACTOALEro cTaHAapTa U NPUMEHUMbIMU pery-
nvpylwummn TpebosaHnaMmu. OpraHusaums LO/KHA YCTaHaB/vMBaTb, BHeAPATb M noadepxuBaTb Awoboe
TpeboBaHue, npoueaypy, AeATENbHOCTL WM MepPOonpuATUe, KOTOpble AO/MKHbLI OblTb JOKYMEHTUPOBaHb! B
COOTBETCTBUM C TPeOOBaHUAMMN HACTOSALLEro cTaHAapTa v MPUMEeHNMbIMU perynnpyowmummn TpebosaHmamu.

OpraHusaums [o/mkHa JOKYMEHTasIbHO OpopMUTL CBOKO(M) Posib(M) B COOTBETCTBUMU C NPUMEHUMbIMU
perynvpylowMmy TpebosaHmamu.

MpumeyaHne — Pomm, NpuHSTbIE HA ceGs opraHM3aLmeld, MOryT BK/OYaTb B CEGS PO/ U3roTOBUTESS, YNON-
HOMOUYEHHOrO NpecTaBuTess, MMMopPTEPa Wi AUCTPUGLIOTOPA.

[FOCT ISO 13485—2017]

CMbICN HacTosILLEero NyHKTa 3ak/ivaeTcs B onpefeneHnn o6Leil CTPYKTypbl CUCTEMbl MEHEeIXMeHTa
kauyectBa. OpraHusauumsi AO/HKHA MOHMMAaTb CBOK POJib(M) B COOTBETCTBUU C NPUMEHUMbBIMU K HEl perynupy-
Iowumn TpeboBaHMAMK, YyCTaHaBAMBaTb, BHEAPATb 1 NOAAEPXMBATL 060 acnekT, KOTOPbI OHa fOKYMEHTU-
pyeT B cUCTEME MeHeMKMEHTa KayecTBa.

OpraHuzaunu cnegyet onpefenutb CBOKW posib(u) 1 06beAuHUTL perynupyloline TpeboBaHns pasnny-
HbIX HOPUCAUKLMWIA B €4WHbIA CUCTEMHbIV NOAXO0A, KOTOPbIA NO3BOMAUT OpraHM3auny cCoOOTBETCTBOBATb 3TUM Tpe-
60BaHUAM.

OpraHusauus go/hkHa paspabaTbiBaTb, BHeApPSiTb UM NoAfepxuBaTb B paboyem COCTOSHUM CUCTEMY
MeHe)KMeHTa KauyecTBa, KoTopas NO3BOAWUT NPefoCcTaBfsATb CUCTEMbl WCKYCCTBEHHOro uHTennekra (CUN),
CNoco6HbIe AelicTBOBAaTb MO HA3HAYEHMIO NPU YC/IOBUU COOTBETCTBUSI TPEOOBAHUSAM TEXHMYECKON U aKcnya-
TaUVOHHON JOKYMeHTauun nsrotoButens (MponussoauTens).

OpraHusauum cnegyet onpefenvTb perynvpyloline TpeboBaHWs WM NPUHATL pPelleHns o npoueaypax,
MeponpuATAAX U MEXaHU3Max, KOTopble HEOBXOAMMO BHEAPUTb A1 06ecneyYeHust BbINOMHEHUSI 3TUX Tpebo-
BaHuii. OpraHu3auum cnefyeT 3af0KyMEHTUPOBaTh faHHble Mpoueaypbl C ONMCaHMeM TOro, YTO HEOOXOAUMO
cfienatb, KTO O/DKEH 3TO cAenaTb, OXuaaeMble pesynbTaTbl U Kak OHW 6yayT KOHTPONMPOBATHLCS.

JloKyMeHTMpOBaHHbIE MpoLeaypbl cnefyeT akTyanM3mpoBaTb N0 Mepe TOro Kak opraHusauust npetepne-
BaEeT BHYTPEHHUE WU BHELUHNE N3MEHEHUS.

OpraHusauum cnegyet obecneunTb Hagnexallee NOHMMaHWe BHELLUHMX U BHYTPEHHUX DaKTOpOB, KOTO-
pble MOryT oka3aTb B/MSIHWE, MOJIOXUTE/IbHOE MW OTpULATesIbHOE, Ha CMOCOBHOCTbL OpraHM3auuy AocTuraTb
HaMeUeHHbIX pe3y/ibTaToB ee CUCTEMO MeHe[XMeHTa KayecTBa.

MpuMepbl BHELWHUX U BHYTPEHHUX (hakTOpPOB MOTyT BK/AKYaTb, HO HE OrpaHU4MBaTbCS:

a) BHelLHMe hakTopsbl:

- M3MEHeHMe pernaMeHTUpyrLWmx TpeboBaHuii;

- KOHKypeHuus, BK/I4Yas OO0 pblHKA, 3aHMMAaeMOil opraHusaumei, aHanornyHble uayM 3amellarouine
NPOAYKUMIO UAW YCAyrv, NMAnpyoLwme TEHAEHLMN Ha pbiHKe, TEHAEHLMU pocTa noTpebuteneil, cTabunbHOCTb
PbIHKa;

- TexHosiornyeckme hakTopbl, TakMe kak HOBble TEXHOMOMMW, mMaTepuasabl U 060pyaoBaHMNe, CPOK Aei-
CTBUSI MaTeHTa,;

6) BHyTpeHHMe oakTopbl:

- 0bwme pesynbTathl A4eATENbHOCTY;

- BM3Hec-pelleHusl, Takue Kak C/IMSHUSA W NOTOLWEHUsl, BHeAPEHNE HOBbIX NMPOAYKTOB, HOBble GU3HEC-
Mozenw;

- pecypcbl, BKOYas MHGPaCcTpyKTypy, cpedy hyHKLMOHMPOBAHUS NPOLLECCOB;

- Yes/IoBEYECKME acnekTbl, TakMe kak KOMNEeTEeHTHOCTb MepcoHana, BK/oYasi MOBbILEHUE KBanuduka-
LM1 nepcoHana v BHeApPEHNE HOBbIX TPEOGOBAHU K KOMNETEHTHOCTU, OPraHu3aLMoOHHas KynbTypa, U3MEeHEeH s
B K/IIOYEBOM MepcoHase;

- (pakTopbl AESATENBHOCTU, TaKMe Kak NpoLecchl, BO3MOXHOCTW MPOU3BOACTBA W MOCTaBKW, pe3ynbTaTthl
hyHKLMOHUPOBAHNS CUCTEMbI MEHEKMEHTa KayecTBa, OLeHka notpebutenei;

- (bakTopbl ynpaBneHus Balleli opraHusaunen, Takme Kak npasuia v npoueaypbl 418 NPUHATUSA pelde-
HWIA N OpraHM3auuoHHas CTPYKTypa.
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4.1.2 OpraHusayms AosmKHa:

a) onpenenATb Npouecchl, HeobXxoAMMble AN CUCTEMbl MEHeIXXMeHTa KayecTBa, U WX NpUMEHeHue B
opraHusaLmm ¢ y4eToM posei, NPUHATLIX Ha cebs;

b) NPUMEHATb PUCK-OPUEHTMPOBAHHLIA NOAXOA K ynpaB/ieHWU0 COOTBETCTBYIOLWMMY Mpoueccamn, He-
06X0AMMbIMU A/191 CUCTEMbI MEHEIXMEHTa KayecTBa;

C) onpepfenaTb nocnefoBaTenbHOCTb U B3aMMOAENCTBME 3TUX NPOLECCOB.

[FOCT ISO 13485—2017]

CMbICN HACTOSILLEro MyHKTa 3ak/ivaeTcs B MPUMMEHEHUU NPOLECcCHOro noaxoga U pUCK-OpueHTUpo-
BAHHOIO MbILU/IEHMSA.

OpraHuzauun cnepyer:

a) onpegenuTb Npouecchl AN paspaboTky, akcnayataumm uam conposoxaeHns CUN;

6) NPMMEHATb PUCK-OPUEHTMPOBAHHOE MblllIeHNe B pa3paboTke, BHeAPEHUWN, MOAAepXaHun U ynyu-
LIEHUN CUCTEMbI MEHE[)KMEHTA KayecTBa W CBA3AHHbLIX C HEell NPoLEeccoB ANns TOro, YToob!:

- pewartb Kakue puUcku (NONOXUTENbHbIE UKW OTpULATEe IbHbIE) YUUTbIBATL NPU NPOEKTMPOBAHUN NPO-
LeccoB AN yAy4ylleHUss UxX BbIXOA0B M NpefoTBpalleHus HexenatesibHbIX pe3y/bTaTos;

- yny4ywaTtb pe3y/ibTaTUBHOCTb CUCTEMbI MEHEXMEHTA,;

- noadepxuBaTb W ynpaBisaTb CUCTEMON, KOTOpas y4duTbiBaeT pUCKM W obecrneymBaeT MOCTAHOBKY
uenen.

MpumeuvaHne — FOCT ISO 13485 yctaHaBmBaeT TpeboBaHMA Mo YNpaBneHo pyckamm, CBA3aHHbIMU C 6e3-

OMacHOCTLIO 1 MPOV3BOACTBOM MEAMLIMHCKOTO v3fenus. ®aitn MeHeMKMeHTa prucka oqopMasaioT B cootseTcTeumn ¢ FOCT
ISO 14971

B) onpefenuTb NocnefoBaTe/lbHOCTb U B3aMMOAencTBE NPOLLECCOB:

- B MOAENSIX XU3HEHHOTo UMkna ansi paspabotkn CUW, Hanpumep, KackagHas, MHKpeMeHTHas 1 3BOSo-
LMOHHAs Mofenb;

- MpW NAaHUpPOBaHMK KayecTBa U paspaboTkm CUI, 0CHOBAHHOTO Ha MOAENN XU3HEHHOTO LyK/a.

MpuMeuvyaHne — TpeboBaHWSA KXXU3HEHHOMY LIMK/TY CUCTEM UCKYCCTBEHHOTO MHTE//IEKTa YCTaHoB/eHbI B FTOCT
PM3K 62304.

4.1.3 NS Kaxaoro npolecca B CUCTEME MEHEMKMEHTA KauyecTBa OpraHuM3auus fOSHKHa:

a) onpefenaTb KpUTepuu U MeToapl, HeobXoaumble ANs oGecneyeHusl pe3ynbTaTUBHOCTU, Kak Mpu
OCYLLECTB/IEHNN, TaK 1 NPU ynpas/ieHnn 3TUMK NpoLeccamu;

b) o6ecneunBaTb HasMuMe PecypcoB M UHGOPMAaLMK, HEOOXOAUMBIX AS1 NOAAEPXKKN (PYHKLMOHUPO-
BaHWUS M MOHUTOPUHIA 3TWUX NPOLIECCOB;

C) OCYLIeCTBNATb AeNCTBUS, HEOOXOAMMbIE AN AOCTUXEHUS 3anfaHupoBaHHbIX pe3y/bTaToB W Noj-
LepXaHns pesynbTaTMBHOCTU 3TUX NPOLLECCOB;

d) ocywecTBNsSTb MOHUTOPUHF, U3MEPEHME, eC/IN Lie/IecooBpasHo, 1 aHasM3 3TUX NpPOLLeCcCoB;

e) onpefensaTb M NoAfepXuBaTb B paGoyeM COCTOSIHAM 3anvcu Ans AeMOHCTpauuy COOTBETCTBUS
TPe6oBaHUAM HACTOSLLEro cTaHgapTa U NPUMEHUMbIM perynvpytoLmm TpebosaHuam (4.2.5).

[FOCT ISO 13485—2017]

CMbICNT HACTOSILLEro NyHKTa 3ak/loyaeTcsl B onpefeneHun TpeboBaHuiA K npoLeccaM CUCTEMbI MeHes-
XMeHTa KauecTsa.

OpraHu3auum cregyeT OUeHUTb MPOLLeCChl, OTBETUB Ha cneaytoLe BONpoChI:

- Kak onpefenutb, YTo npouecc 3PEKTUBEH;

- UYTO HYXHO caenatb, 4To6bl yoeanTbcA, 4YTo npouecc pabortaeT apPEKTUBHO;

- Kakune cpefcTBa KOHTPO/SA HeobXoAuMbl A8 MOHUTOPMHIa npouecca,;

- Kak onpefenutb, YTO KOHTPO/b HaA npoueccoM 3pEKTUBEH;

- Kakue yenoBeyeckune u hmanyeckne pecypcbl He06XxoAnMbl ANs PYHKLMOHUPOBAHUA W KOHTPOA Npo-
Lecca;

- KTO OTBETCTBEHHbII 3a NpoLUecc u Kakne TpeboBaHNs K KOMNETEHTHOCTU NPEeAbAB/AOTCA K JO/HKHOCTU
(BomkHOCTAM);

- Kakas uHtopmaums Heobxoamma aa 3PPEKTUBHOIO BHEAPEHMA U KOHTPOA npolecca;
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- COOTBETCTBYIOT /I CpefcTBa KOHTPOJIS npolecca BCeM TPebOoBaHWAM, onpedeseHHbIM Npu NiaHupo-
BaHUN AEATENbHOCTY;
- KaK aHa/M3MpoBaTb pesysibTaTbl MOHUTOPMHIa mpoLecca.

4.1.4 OpraHusayus A0/HKHA OCYLLECTB/AThL MeHeAXXMEHT 3TUX NPOLLECCOB CUCTEMbI MEHEeKMEHTa Ka-
yecTBa B COOTBETCTBUM C TPEBGOBAHMSMU HACTOSALLErO CTaHAapTa M NPUMEHUMbIMU Perympylowmmm Tpe-
60oBaHUAMU. VI3MEHEHUSI, BHOCUMbIE B 3TU NPOLECChHI, JO/DKHBbI:

a) OLEHMBATLCA C TOUKM 3PEHVSI BO3AENCTBUSI HA CUCTEMY MEHEIKMEHTA KauyecTBa;

b) OLEHMBATLCS C TOUKM 3PEHUst BO3AENCTBUA HA MeAWLUMHCKME W3Aenvsi, NMpou3BOAMMbIE B pamkax
CUCTEMbI MEHEeXMEHTAa KauecTBa;

C) KOHTPOSIMPOBATLCS B COOTBETCTBUMU C TPEGOBAHUAMM HACTOSILLETO CTaHAApTa M NMPUMEHUMbIMU pe-
rYNUpyowmumMmn Tpe6oBaHnsMm.

[FOCT ISO 13485—2017]

JononHutensbHble pykosogsuwme ykasanua rno N'OCT ISO 13485—2017, nyHKT 4.1.4, OTCYTCTBYIOT.

4.1.5 Ecnn opraHusaums pelwaeT nepefarb Ha CTOPOHY BbINOJ/IHEHNE Kakoro-imbo npolecca, BAUALO-
LLIero Ha COOTBETCTBME NPOAYKLUMM TpeboBaHUAM, OHA AO/HKHA OCYLLEeCTB/IATbL MOHUTOPUHT N obecneynBatb
CO CBOEI CTOPOHbI ynpassieHne TakuMn npoueccamu. OpraHnsaumns coxpaHsieT OTBETCTBEHHOCTb 3a COOT-
BETCTBME Takoro npouecca TpeboBaHMAM HacTOALLero ctaHjapTa, TpeboBaHUAM noTpebutena u npume-
HAMbIM peryvpylowmm TpeboBaHmAaM. YnpaBsieHne AO/MKHO ObiTb NPOMOPLUOHANBLHO PUCKY, CBSA3AHHOMY
C BO3MOXHOCTbI0 BHELUHEel CTOPOHblI o6ecneynMTb COOTBETCTBME TpeboBaHUSAM NyHKTa 7.4. YnpasreHue
OOJ/DKHO BK/IOYATb NMUCbMEHHbIE COrfalleHnsa Nno KayecTsy.

[FTOCT 1SO 13485—2017]

JononHntensHole pykosBogsuwmne ykasaHua no NOCT ISO 13485—2017, nyHKT 4.1.5, OTCYTCTBYIOT.

4.1.6 OpraHusaumst fo/mkKHa LOKYMEeHTMpPoBaTh Npoleaypbl Banujauny NpUMEHEHUs KOMMbIOTEPHOTO
MPOrpaMMHOro 06GecrieyeHunsi, UCNosib3yeEMOro B CUCTEME MEHeIKMeHTa kauecTBa. lMpUIOXeHMs Takoro
MPorpaMMHOro o6ecreyeHus HeO6Xo0AMMO Ba/IMAMPOBATL A0 Hayana NPUMEHEHUs U, ec/U Liesiecoobpas-
HO, MOC/le BHECEHWSI M3MEHEeHWIn B MporpaMmMHoe o6ecrneyeHne uam ero npuMeHeHne. KoHKpeTHbI noaxos
M BUABl OESATENIbHOCTM MO Ba/MAaLuM M peBanngaumu nporpaMMHoOro obecrnevyeHuss AO/MKHbI ObiTb NPO-
MOPLMOHA/bHbLI PUCKY, CBSI3aHHOMY C MPUMEHEHMEM TaKOro NporpaMMHoro o6ecnedeHusi. 3anvucu o6 3Tol
[esATeNbHOCTM AOMKHbI NoaAepXnBaTbCsl B paboyem cocTosHum (4.2.5).

[FTOCT 1SO 13485—2017]

MpnmevyaHne — Bampgauns npouecca NpUMEHEHNS NPOrpamMMHOro 0b6ecrneyeHnsl, UCNosb3yeMOoro B CUCTe-
Max Ka4ecTBa MeaMLMHCKUX 13genuid, nposoauTcs B cootBeTcTBUM ¢ TOCT P 58976.

4.2 TpeboBaHNA K AOKYMEHTaLNn

4.2.1 O6LmMe NONOXKEHWUSsI

JokymeHTaumna cuctemMbl MeHe)kKMeHTa kadecTtBa (4.2.4) [O/HKHA BKIKOYATb:

a) AOKYMEHTa/lbHO 0QOpPM/IEHHbIE 3asABIEHUSA O NOINTUKE W LEensx B 06/1acTh KavyecTBa;

b) PYyKOBOACTBO MO KayecTBy;

C) OOKYMEHTMPOBaHHbIE MpoLueaypbl 1 3anucu, Tpedbyemble HACTOALMM CTaH4APTOM;

d) AOKyMeHTbI, BKKOYas 3anucu, onpefesieHHble opraHm3aumeli kak HeobxoanmMble AN obecneyeHns
pe3y/ibTaTMBHOIO NJIaHNPOBaHWs, OCYLLECTBIEHUS NPOLECCOB U yNpaB/ieHUs umu;

€) ApYryt LOKYMEHTaLM0, YCTaHOB/IEHHYIO MPUMEHUMbIMU PEryinpyowmMmn TpeboBaHnAaAMN.

[FOCT I1SO 13485—2017]

JokyMeHT/pOBaHWe npoueayp cUcTembl MeHeKMeHTa KayecTBa HeobXxoAMMO B COOTBETCTBMM C Tpe-
60BaHMAMN TOCT ISO 13485. CTpykTypa U ypoBeHb geTanmsauum npouenyp 3aBucAT oT notpebHocTn opra-
HU3auumn.
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JlokymeHTauusi cucTemMbl MEHeIXMeHTa KayecTBa MOXeT ObiTb MpeAcTaBneHa B M060A dopme n Ha
nobom Hocuterne.

O6bem [OKyMEeHTaLMu CUCTEMbl MeHeMKMEeHTa KayecTBa OfHOW opraHu3auunm MOXeT OTAndaTbCsa OT
Opyroi B 3aBUCUMOCTH OT:
pasMepa opraHusauun 1 Buga ee AeATesIbHOCTW, MPOLLeCccoB, NPOAYKUUN W1 YCAYT;

CNOXHOCTWN NPOLECCOB ¥ X B3anMOAelicTBNS;
KOMNEeTeHTHOCTM nepcoHasna (cM. 6.2);
OPYTrMX pUCKOB, KOTOPbIE HEOHBXOAMMO CHU3UTb.

OnucaHnsa npoueayp WU UHCTPYKUUM MOTYT ObiTb MpeAcTaBfeHbl B TEKCTOBOW, rpadmyeckoin wnm
ayguoBusyanbHoin hopme. YacTto npocTtoli Habop M306paeHuin MOXET BblpasnTb TPebOBaHUA TOYHEE, YEM
nogpobHoe onucaHwue.

[oKkymMeHTMpOBaHHbIE MPOLEeAypbl, BKOUYas paboume MHCTPYKLMK U rpadmnyeckne MaTepuansl, JO/DKHbI
ObITb HECMOXHbIMU, OAHO3HAYHLIMW U MOHSATHBLIMW, YKa3blBaTb Ha MPMMEHSIEMble MEeToAbl U KpUTepum cooT-
BETCTBMNA TpeboBaHMAM K CUCTEMe MeHeMKMeHTa kauyecTBa. [aHHble npoueaypbl 06bIY4HO ONpeaensioT He-
o6xoanMble BUAblI AEATENBHOCTU U OMUCHIBAIOT:

- YTO U KEM [0/MKHO ObITb BbIMNOMHEHO;

- r4e, Korga u Kak aTo AO/HKHO 6bITb CAENaHo;

- Kakme matepuasnbl, 060pyfoBaHMe U LOKYMEHTbl fO/MKHbI GbiTb MCNOb30BaHbI;

- KaK OCYLeCTB/ATb MOHUTOPUHT U U3MEPEHUS;

- Kakue HeobXxoAuMbl 3anuncu.

JOoKymMeHTbl cnefyeT OoueHMBaTb MO Pe3ynbTaTUBHOCTU AOCTUXKEHWUS CUCTEMON MeHe[KMeHTa KayecTsa
YCTaHOB/EHHbIX KpUTEPUEB AJ1S1:

PYHKLNOHABHOCTY;

OPYXeCTBEHHOro MHTepdelica;
He06X0AMMbIX PECYPCOB;

noaNTUKN 1 Leneli B 06nacTn KayvecTBa,

- MHTepdeiicoB, NPUMEHSAEMbIX NOTPEOUTENAMY 1 MOCTaBLLUKaMMU.

Perynupytowme TpeboBaHUs MOryT onpefenaTb NpPOLEecchbl, KOTOpPblE AO/MKHbI OblTb OMMCaHbl B O4OKY-
MEHTUPOBaHHbIX Mpoleaypax, Win UCNo/b30BaHWe OonpefeneHHbIX TUNOB HocuTenel Ans LOKYMEHTOB, Ha-
npumep, Kak YacTb UM Becb hainn meguumHckoro msgenus (cm. 4.2.3), a Takke Takue AeicTBus, Kak npo-
BeZleH/e KNIMHUYECKNUX OLEeHOK (cM. 7.3.7) unm 0630p onbiTa MOC/e BbiX0A4a Ha PbIHOK (8.2.1). [OKYMEHTHI,
KOTOpble HEOOGXOAMMO CO3[aTb B COOTBETCTBUM C KOHKPETHLIMU PErynnpylowmnumMmn TpeboBaHnammn, JOKyMEHThI,
Tpebyemble ctaHgapTom MOCT ISO 13485, 1 AOKYMEHTbI, ONpeAefieHHble opraHm3almeli B kKauectse Heobxo-
AVMbIX NS 3¢hPEeKTUBHOTO KOHTPO/IA 3a UX AeATesIbHOCTbI0 BMECTe C COOTBETCTBYHLMMK 3anucamu, op-
MUPYIOT AOKYMEHTaLMI0 CUCTEMbI MEHe[XXMEHTa kayecTBa. Ynpas/ieHne AOKYMeHTaMu U1 3anucamu crnepyet
OCYLLLEeCTBNATbL B COOTBETCTBUM C 4.2.4 N 4.2.5 COOTBETCTBEHHO.

4.2.2 PykoBOACTBO MO KayecTBy

OpraHusauusa gomkHa AOKYMEHTUPOBAaTbL PYKOBOACTBO MO KAa4yecTBYy, COAepXallee:

a) 06/1acTb NPUMEHEHNSI CUCTEMbI MEHe)KMeHTa KauyecTBa, BK/I4as noApobHOCTM M 060CHOBaHWE
NOOBbLIX UCKAOYEHUA U/MNN HEMPUMEHEHUS,

b) AOKYMEHTMpOBaHHbIE MNpoueaypbl, paspaboTaHHble A8 CUCTEMbl MEHeLXMeHTa KayecTBa, wiv
CCbINIKA HA HUX;

C) onucaHune B3aMMOAECTBMA NPOLECCOB CUCTEMbI MEHEMKMEHTA KayecTBa.

PykoBOACTBO MO KavyecTBY AO/DKHO ONpeAenstb CTPYKTYPY AOKYMEHTauMn, UCnonib3yemoii B cucteme
MeHeQKMeHTa KayecTsa.

[FOCT ISO 13485—2017]

MpumeuyaHne — [JONONHUTENbHAA MHGOPMALIMS, Kacatollasicsl PYKOBOACTBA MO KAauyecTBy MpeAcTaB/ieHa B
OCT P NCO/TO 10013.
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4.2.3 daiin MeguUVHCKOro n3aenusi

[ns Kaxporo Tuna unm ceMeiicTea MeMLUHCKUX U3gennii opraHn3auust Ao/HXKHa co34aTh M NoAAEepPXu-
BaTb B paboyeM COCTOSHWW OAMH WM HECKOMbKO ddainioB, cofepXallmx AOKYMEHTbl WU AlOWUX CCbIKM
Ha HUX, ANS NOATBEPXAEHUS COOTBETCTBMS TpeboBaHMAM HACTOSILLEro ctaHaapTa v NpUMeHUMbIM perysnu-
pyloLwmmM TpeboBaHUAaM.

CopepxaHue aiina(oB) A4O/MKHO BKAKOYATL MO MEHbLUER Mepe:

a) obuiee onucaHve MeAMLMHCKOTO U3Aenusi, ero NnpeaycMOTPEHHOTO Ha3HaYeHUs/NpUMeHeHUs, map-
KMPOBKM, BK/IOYas MO6ble MHCTPYKLMM MO NPUMEHEHMIO;

b) cneyndmkaLum NPOLYKLUN;

c) cneumdukauMum M npoueaypbl NPOM3BOACTBA, YNAKOBKM, XpaHeHusl, obpalleHus ¢ usgenuvem, a
TaKke oucTpnbyunu;

d) npouenypbl N3MEPEHNA U MOHUTOPUHTA,

€) TpeboBaHUSA K MOHTaXy, eC/iu NPUMEHNMO;

f) mpoueaypbl TEXHUYECKOTO 06CMYXMUBaAHWSA, €CAN MPUMEHMMO.

[FOCT ISO 13485—2017]

dainn MeguUMHCKOro U3gesimsa MOXeT UMEeTb pas/inyHble HaUMEeHOBaHMWA, Hanpumep, TeXHUYecKuii thaiin.

dainbl MeguUUHCKOro usgenms — Bug AOKYMEeHTa, Y UMW Heo6Xo4MMO ynpasaATb COrnacHo Tpebosa-
HUAM, NpPUBEAEHHbLIM B 4.2.4.

dainbl MeAUUMHCKOro M34enns MoryT BK/AYaTb, HO HE OrpaHUYMBaOTCA:

- obuwee onucaHne CUW n, npu HEOBXOAMMOCTH, Knaccumkaumo MeauLMHCKOro u3genvsa no knaccam
B 3aBMCMMOCTW OT MOTEHLMa/IbHOTO pUCKa NPUMEHEHNS U BO3MOXHbIE KOMMAeKTaunm ngenus;

- TexHuyeckune xapakrepuctuku CUWN,

- npoueaypbl NPOU3BOACTBEHHOrO npouecca, BK/IYas cneundukaumm ob6opynoBaHms, MeToabl NPous-
BOACTBA, /1t0bble cneyunanbHble TpeboBaHMs K 06paboTke U MHpacTpyKType;

- npoueaypbl ¥ cneundmrkaumm obecnevyeHnsa Kavyectsa, BKIOYAA KpUTEPUU NPUEMIEMOCTU U UCNOJIb-
3yeMoe n3MepuTesibHoe 060pyaoBaHue;

- cneuudukaumy ynakoBku, BKIOYas MeToAbl U NPOLLECCHI;

- onucaHue npegnonaraemMoro UCnonb3oBaHus/Lenu;

- NPOEKTHble pe3ynbTarbl, UCNOJIb3YyeMble A1 BbINOSIHEHUS COOTBETCTBYHOLNX HOPMATUBHBIX TpeboBa-
HUlA K CUW;

- OT4YeTbl 06 ynpaBneHUn puckamu, BKAOYas pesynbTaTbl aHaM3a PUCKOB, Mepbl MO CHUXKEHWIO PUCKOB,
pe3ynbTUPYIOWNI OCTATOYHbIA PUCK U aHaNN3 PUCKOB U BO3MOXHOCTE;

- MapKMpoBKyY, BK/OYas /06ble MHCTPYKLMW MO MPUMEHEHUIO;

- npoueaypbl AN UHCTPYKLUMK, CBSA3aHHble C 06CY)XUBAHNEM MPOAYKTa,;

- MPUMEHEHME YHUKa/bHOU naeHTudmkaunm n3genuvs;

- MHOpMaLMI0 O KIMHUYECKUX UCMbITaHUAX/MccnefoBaHusX;

- TpeboBaHWS K XpaHEHMUIO 1 TPAHCNOPTUPOBKE;

- nepeyeHb CTaHAAPTOB, B pe3y/bTare NPMMEHEHUs KOTOpbIX ob6ecneynBaeTcs cooTBeTcTBue CUN Tpe-
60BaHMAM 6e30NacHOCTK, a Takke COOTBETCTBME YCTAHOBMEHHbIM TEXHUYECKUM XapaKTepucTukam;

- meToa(bl) nccnefoBaHuii (MCNbITaHWA) U M3MEPEHU, Heobxoaumble ANA NOATBEPXAEHUS COOTBET-
cteusa CUW TpeboBaHusM 6e30MacHOCTU, a Takke COOTBETCTBME YCTAHOBJ/IEHHbIM TEXHUYECKUM XapakTepu-
cTmKam.
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4.2.4 YnpaBneHve fOKYMeHTamMu

JokymeHTaMy cuctembl MeHe)XMeHTa kavyecTBa HeobxoauMo ynpassaTb. 3anncn — ocobblii BUA, A,0-
KYMEHTOB, 1 VMW HaO0 YNpas/iATb COrlacHO TpeboBaHWsaM, NPUBELEeHHbIM B NyHKTe 4.2.5.

[na onpepeneHus Heobxo4uMbIX CpeAcTB yrnpaBneHus foshkHa ObiTb pa3paboTaHa AOKYMEHTUPOBaH-
Has npoueaypa, npegycMmarpuatoLas:

a) aHanm3 u ohrumnansHoe of06peHne fOKYMEHTOB C TOUKM 3PEHNS VX afeKBaTHOCTU 40 WX BbINyCKa,;

b) aHanu3 n akTyanusauuio, No Mepe HeobXxoAMMOCTU, U NOBTOPHOE oduumnanbHoe ogobpeHve [o-
KYMEHTOB;

C) obecneyeHne naeHTMUKALNN U3MEHEHWNIA K cTaTyca nepecmoTpa AOKYMEHTOB;

d) obecneyeHne Ha/MuMa COOTBETCTBYHOLLNX BEPCUI JOKYMEHTOB B MeCTax UX NMPUMEHEHUS;

e) obecrneyeHre coxpaHeHUss AOKYMEHTOB YETKMMU U NIETKO NAEHTUULMPYEMbIMU;

f) obecneyeHne noeHTUUKaLUN LOKYMEHTOB BHELIHEr0 NPOUCXOXAEHUA, ONpenesieHHbIX opraHusa-
uMen Kkak HeobxoAuWMble ANS1 NAAHUPOBAHUSA U (PYHKLUMOHMPOBAHUS CUCTEMbI MEHeMKMEHTa KayecTBa, U
ynpaB/ieHNe UX PacChl/IKOW;

) npefoTBpalleHne nopyn UM notepu AOKYMEHTOB;

h) npepoTBpalleHne HenpeAHamMepeHHOro MCNosib30BaHWA ycTapeBLUUX AOKYMEHTOB W NPUMEHeHWe
COOTBETCTBYHOLLEN UAEHTU(UKALUN K HUM.

OpraHu3auns fomkHa obecneunBaTb aHanns u ouumanbHoe ofobpeHre U3MeHeHuli B JOKYMeHTax
b0 AOMKHOCTHLIM ULOM, 0L06PUBLLMM NEepBOHAYasIbHbIA AOKYMEHT, NMb0 ApyrMM cneuuasnbHO HasHa-
YEHHbIM [O/HKHOCTHbIM /IULLOM, UMEKLLUM AOCTYN K COOTBETCTBYIOLLEA MCXOAHON MHGIOPMALMK, Ha OCHO-
BaHMM KOTOPOI NPUHUMAETCA peLueHmne.

OpraHusauns gosmkHa onpefensatb nepuos BPeEMEHU, B TeYeHUe KOTOPOro crieflyet XpaHnTb He MeHee
OJHOM KOMUW yCTapeBLUIMX AOKYMEHTOB. Ha 3TOT nepuog Ao/mKeH 6bITb ob6ecneyveH AoCTyn K JOKYMeHTaMm, B
COOTBETCTBUM C KOTOPbIMW MEAULIMHCKOE n3aenne 6blfo N3roTOB/IEHO M UCMbITAHO, B TeYeHMe, Mo KpaiHe
Mepe, cpoka CnyX6bl U3genus, onpeaeneHHoro opraHusauneli, Ho He MeHee Cpoka XpaHeHust JIlob6oi uTo-
roBoi 3anvcu (4.2.5) uaM B COOTBETCTBMU C MPUMEHUMbLIMU PEryMpyloWwmMMm Tpe6oBaHNAMMN.

[FOCT ISO 13485—2017]

CMbIC/1 HACTOSILLLErO NyHKTa 3ak/oyaeTcsi B 06ecneyeHn fOCTYMHOCTU JOKYMEHTOB Ha COOTBETCTBYIO-
LeM HocuTene npyv Heo6XoAMMOCTU U ee afleKBaTHOW 3alluThI.

Cuctema, paspaboTaHHas Ania ynpaBneHUs BHYTPEHHVMU U BHELLHUMW JOKYMeHTaMu, fo/xHa o6ecne-
umBaTb BbINOSIHEHUE CEAYIOLUX DYHKLMIA:
onpeaensaTb 0OTBETCTBEHHOCTb 3a pa3paboTky, 0406peHne 1 n3gaHue A0KYMEHTOB;
o6ecneunBath 6bICTPOE U3bATNE YCTAPEBLUMX KOMWUA YNpaB/isieMblX JOKYMEHTOB;
onpeaensitb cnoco6 perncTpauun u yTBEPXAeHNS U3MEHEHUI B lOKYMEHTAX;
pasnMuath ynpaB/isieMble U HeynpaB/sieMble [OKYMEHTbI.

CuctemMa MeHemKMeHTa kauecTBa NMoMoraeT Takke MAeHTU(ULMPOBATb MosiyyaTeneil Konwii ynpasns-
€MbIX JOKYMEHTOB.

[OKYMEHTbl MOXHO aHa/M3MpoBaTb HECKOMbKO pa3 Ha MPOTSHKEHWM BCETo CPoKa WX CYLLEeCTBOBaHWS,
BCNeACTBUE, Hanpumep:

- OpraHu3auMOoHHbIX U3MEHEHUIA, 3aMeHbl NMepcoHana UM TEXHOIOTMYEeckoro 060py0BaHus;

- AEeSTeNbHOCTM BHELLUHETo WM BHYTPEHHEro ayauTa;

- pa3paboTkn HOBbIX M3AENNiA, BHEAPEHUS] HOBbIX TEXHOMOTUI UM NPOrpamMMHbIX CPeACTs;

- TpeboBaHW1 cUCTEMbI MEHEIXKMEHTA KauecTBa opraHvM3almm o Nnepmoanyeckom NnpoBeaeHun aHanmaa.

BbINo/HEHNIO Npoueayp ynpaB/ieHusi OKYMeHTaMy MOXHO okas3aTb CofeiicTBue, paspab6oTaB NocTo-
AHHYIO CTPYKTYPY ANS1 OKYMEHTOB, BXOASILIMX B CUCTEMY MeHe[KMeHTa kauecTBa opraHusauuu. B gaHHbIX
npouesypax pPekoOMeHAyeTCsi SICHO yKasbiBaTb, Kakyl MHCOPMaLUio Mo ynpaBfeHUo fOKyMeHTamu credyet
BK/TIOUUTL B KaXAblii KOHKPETHbI AOKYMEHT, Hanpumep:

- HaumeHoBaHue ¥ 06/1acTb NPUMEHEHUS;
NopsiiKOBbIA HOMEP;
JaTy Bbinycka/aaty BCTYMEHUS B CUNY;
cTaTyc pegakuuu;
[JaTy NpoBEeflEeHNs aHanM3a WM 4acToTy ero NpoBeAeHUs B 3aBUCUMOCTM OT TpeGoBaHWii CUCTEMbI
MEHe)KMEeHTa KayecTBa;

- JaHHblE O NepecmoTpe;
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- cBefleHus1 06 aBTOpe WM MHULMATOPEe CO3[aHus;

- cBefeHunsa 06 ogobpusLem(ux) nuue(ax);

- cBefeHusa 06 nagaswem(ux) nuue(ax);

- CBeJeHMs 0 pacnpocTpaHeHuu;

- CBeJEeHMsA 0 HyMepaLuumn CcTpaHuL;

- CMpaBOYHbIn haiin (Npy He06X04MMOCTH).

Ecnn BHelwHWe AOKYMEHTbl onpefesieHbl opraHu3aumeli kak Heo6xoaumble AN NNaHNUPOBaHUA U PyHK-
LVMOHNPOBAHUA CUCTEMbI MEHeKMEHTa KayecTBa, TO OHW [OJ/KHbl ObITb MAEHTUMULUPOBAHbLI COOTBETCTBY-
IOWMM 06pa3om U ynpaBnATbCA Tak Xe, Kak 1 apyrne AokymeHTbl. Cioga MOryT OTHOCUTBLCA [AOKYMEHTbl OT
notpebutenei, TakMe Kak YepTexu, 3afaHHble MeToAbl UCMNbITAHWIA, NAaHbl BbIGOPKM, CTaHAApPTbl WU Kanu-
6poBka. Ocoboe BHMMaHUe [O/MKHO ObITb YAEeNEeHO yrnpaB/ieHNI0 KOHPUAEHUNATbHBIMW faHHbIMU (Hanpumep,
nepcoHanbHasa U huHaHcoBasA MHGoOpMauus).

OpraHusaums fo/KHA XpaHUTb HE MeHee OJHOWN KONuW ycTapeBLUMX yrnpaBnseMblX JOKYMEHTOB B Teue-
HVe XOTA 6bl MUHMMAa/ILHOTO CpPOKa XpaHeHus, YCTAHOBJIEHHOIO peryavpylowmMmy TpebosaHuaMmn. PekomeH-
JyeTca Takke XpaHUTb ycTapeBlune [AOKYMEHTbl B TEYEeHWe BCEro BPeMeHU, HEeOBXOAMMOro AN NOHUMaHWUSA
cofepXaHusa 3anuncei, cBA3aHHbIX caaHHbIMU gokymeHTamu (cm. TOCT ISO 13485—2017, nyHKT 4.2.5).

Tpe6osaHuem FOCT ISO 13485 ans opraHusauuii SBNsSeTCA «NpUMEHEeHWe COOTBETCTBYIOLLEA UAeH-
TUhnkaumnm» yctapesLlUnX JOKYMEHTOB; Takylo UAEHTU(UKaLMI0 MOXHO OCYLLECTB/IATbL Kak hmusnyeckm (C no-
MOLLbIO LUTamMMna opraHm3auum), Tak U ¢ MOMOLLbI0 3/IEKTPOHHBIX CPEACTB (B KOMMbIOTEPHOI 6a3e AaHHbIX).

4.2.5 YnpaBneHve 3anucsamu

3anucy oskHbl NoadepXuBaTbCs B paboyem COCTOSHWUW ANS nNpefocTaB/ieHus CBUAETEsNbCTB COOT-
BETCTBMA TPeOOBAHMAM W Pe3ynbTaTUBHOIO (DYHKLMOHMPOBAHUS CUCTEMbI MeHeKMeHTa kadvecTsa. Opra-
HM3auma [0/HKHA AOKYMEHTMpoBaTh npoueaypbl A8 onpefenieHns CpefcTB ynpasBfieHus, HeobXxoAnMbIX
AN naeHTudmrKaumm, XxpaHeHus, 6e30nacHoCT U LLe/IOCTHOCTM, BOCCTAHOB/IEHUS, BK/OYAs onpefeneHus
CPOKOB XpaHeHus 1 nopsaaka u3bATUA 3anucei.

OpraHu3auua Ao/KHa onpefenuTb U BHeAPUTb MEeTOAbl 3alUunTbl KOH(UAEHLMANbHOW MHopMaLmn o
3[,0pOBbe, cofepxalleincs B 3anncax, B COOTBETCTBUM C MPUMEHUMbIMU PETY/IMPYIOLWMMK TpeboBaHaAMMN.

3anvcy [o/MmKHbI OCTaBaTbCsA YETKMMU, SIETKO UAEHTUDULMPYEMbIMU U BOCCTaHaB/IMBAEMbIMU. V3Me-
HeHVA B 3anNUCAX AO/DKHBI BbITb MAEHTUMULNPYEMBIMU.

OpraHusauma [0/HKHA XpPaHWUTb 3anucu B TeYeHWe, Mo KpaiHel Mepe, cpoka CyObl MeAULMHCKOro
n3genvs, onpefenieHHoro opraHusaumnein, Ho He MeHee [IByX SlIeT C MOMEHTA Bbilycka MeAULMHCKOro usge-
Vs opraHusaumein unm B COOTBETCTBMU C NPUMEHUMbIMU PErYNUPYOLWUMU TPEO6OBaHUAMN.

[FOCT ISO 13485—2017]

3anucy moryT 6biTb B N060I hopme 1 Ha No60M HocuTene. Kaxaas 3anMcb MOXET ObiTb OTHECEHA K
O[HOW U3 CrieyroLnx KaTeropui:

a) 3anucu, OTHOCALLMECS K NPOEKTUPOBAaHMIO U M3rOTOB/IEHNIO, pa3paboTke BCeX MeAULMHCKUX U3aenuii
KOHKpeTHOro BMAa,;

6) 3anucu, WAICTPUpPYKOLWMe pe3yNbTaTUBHOCTb KOHKPETHOW CUCTEMbl MEHeIXMeHTa KayecTBa
(3anucy cucteMbl MEHEIKMEHTa KavyecTsa).

3anucu MoryT 6bITb HENOCPELCTBEHHO HEe CBSA3aHbl CO CPOKOM C/YXObl MeAUUUHCKOrO u3fenvs, Ha-
npumMep, 3anucum 06 aHasM3e CO CTOPOHbl PYKOBOACTBA, BHYTPEHHEM ayauTe, UHPACTPYKType WU aHanunse
AaHHbIX. B aTux cnyvaax FOCT ISO 13485 TpebyeT OT opraHusaunm ngeHTuduumpoBatb HEOOX0AUMbIA CPOK
XpaHeHus 3anuceii. Mpu ycTaHOBMEHUN TaKOro CpoKa OpraHu3aluu pekoMeHAyeTcsl MPUHMMaTb B pacyeT Ha-
3Ha4yeHne KOHKPETHOro MeAWUMHCKOro WU3Lenus, pucku, CBA3aHHble C ero NMpMMEHeHVEeM, CyllecTBylowme 3a-
nMcu 1 NpMMEHUMbIE perynupyoLine TpebosaHus.

3anucu pekomeHayeTcs XpaHUTb B 6e30nMacHOM MecTe, 3allULEHHOM OT HeCaHKUMOHUPOBAHHOIo [0-
CTyna 1 BO3MOXHOCTW U3MEHEeHUs. 3anncu OO/MKHbI ObiTb NPaBUIbHO MAEHTUMULMPOBAHbLI, COOPaHbI, NPOHY-
MepOBaHbl, 3aperncTpupoBaHbl U COXpPaHeHb!, a Takke npu Heo6XoAUMOCTU NErkofoCTYMNHbl. 3anucnm MOXHO
XpaHUTb WM KOMMpoBaTb B /Il060M yAO6GHOM BuAe (Hanpumep, B BUAE MeyaTHOW KOMUW UM B 3NEKTPOHHOM
Buae). MNMpy paccMOTPEHUN CPOKa XPaHEHUS 1 AOCTYMHOCTU 3annceid, XpaHsLnxXcs B 3/IEKTPOHHOM Buge, cne-
JyeT yuuTbiBaTb Aerpajauuio, noteplo akTyaslbHOCTU 3/IEKTPOHHbLIX AaHHbIX U He06X0AUMOCTb UMEeTb COOT-
BETCTBYIOLLLEe annaparHoe W nporpaMmmHoe obecnedvyeHue N5 MOSyYEHUS AOCTYNa K KOHKPETHbIM 3anucsm.
Konun 3anucei fo/mkHbl cogepxaTb BCHO MHOPMaLMIO, COAEPXaLLyoC B OPUTMHA/IbHBIX 3anucsix.
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OpraHu3auum cnegyeTt 06paTtuTb BHUMaHVE Ha TpeboBaHUst MHhOpMaLMOHHON 6e30NacHOCTH, YCTaHOB-
neHHble B TOCT P MCO/M3K 27001 c yuyetom MOCT P MCO/M3K 27013.

3anvcuy, KoTopble MOryT codepxaTb KOHUAEHUManbHy nHdopMalmio, nognagaoT noj Aeictene pe-
rynmpyrowmx TpeboBaHnini B OTHOLEHUN obecnevyeHnss cob/04eHUa KOHPUAEHLMAIbHOCTU NHAIoOpMaLnn.

[aHHble, BHOCVMbIE OT PYKW, AO/DKHbI OblTb HECTMPAEMbIMY W HECMbIBAEMbIMU. JlLam, BHOCALMM pas-
pelleHHble AaHHble B 3anNiCb UM 3aBEPAIOLLMM Takne AaHHble, cnefyeT AenaTb 3T0 pa3bopyumBbiM NOYEPKOM
M NOATBEPXAAaTb BHECEHME HOBbIX AaHHbIX NMPOCTAB/EHUEM BW3bl, MOAMMUCLIO WM €€ SKBMBAJIEHTOM, a Takke
[aToi.

UTo6bl NpaBunbHO cAenatb 3anucb, HYXXHO CnefoBaTb HWKenepeuucrieHHbIM npoueaypam (ecnu OoHu
LenecoobpasHbl):

- perucTpupoBatb AaHHble U pe3ynbTaTbl HAGAAEeHWU N0 Mepe UX NOSAB/IEHUS;

He paTupoBaTtb 3anncb 60/1ee paHHUM WK NO34HWUM YMC/IOM, YeM TO, KOrAa OHa BbIMOMHAETCS;
He MCMonb30BaTh BU3Y, NOANUCH UAW 3KBMBAJIEHT NOANUCK OPYTOro vua;
3anosiHATbL BCe NoASA WM rpaddbl NpU HaMUuUM KOHKPETHOI (DopMbl 3anuci;

- NPYBOAMTbL CCbIIKY HA UCXOAHbIe AaHHble Mpu nepejadve AaHHbIX U UMETb KOMUIO 3anucu nepejasae-
MbIX [aHHbIX, 3aBEPEHHYI0 APYTUM YNOMHOMOYEHHbIM NINLLOM;

- BepudunuMpoBaTb NOSHOTY W NPABUNbHOCTb BCEX AAHHbIX;

- HyYMepoBaTb CTpaHuubl AN18 4eMOHCTpauun 3aBepLleHHOCTM 3anucu.

Ecnn B 3anucu caenaHa Wy BbISIBAIEHA OLIMOKa, PeKOMeHAyeTcs UCNpaB/iATh ee Tak, YTo6bl NepBoHa-
yanbHas 3anucb He mocTpajana, a ucnpasneHue ObiI0 AAaTVPOBAHO U 3aBM3MpoBaHO. Ecnu uenecoobpas-
HO, pEeKoOMEeHAyeTCs 3aperucTpupoBaTb MPUUMHY McnpaBneHus. Mpu Mcnonb3oBaHWWM 371EKTPOHHON hopMbl
3anMcy BMECTO 3anvcy Ha 6yMaxHOM HocuTene pekomMeHayeTcsi (rAe 3TO BO3MOXHO) BK/IOYaTb B YNOMSIHY-
Tble 3/1EKTPOHHbIE hOPMbI 06513aTENbHbIE CUCTEMHbIE «CAeAbl» AN ayauTa ¢ OTMETKON BPEMEHWN BHECEHUS
ncnpasfeHns 418 NPOCNexunBaHns NU3MeHeHuli 3anucu. Takme «cnefbl» ANs ayauta MOryT BKouaTb B cebs
NOEeHTUUKALMIO pa3peLLeHHOro nosb3oBaTens, MHYOPMaLUMo 0 CO34aHMKn 3anucu, ee yaaneHun, Moamduka-
uun/ucnpasneHnn, CBA3AX C APYIMMI 3anucsaMu, BpeMsa 1 Aaty, NpuHATbIe 3aMevaHus.

OpraHu3aums MOXeT Takke UMeTb a/lbTepHATUBHbIE BO3MOXHOCTU BBOAA BaXKHbIX fa@HHbIX B 3/1IEKTPOH-
Hble 3anucu, Hanpumep:

- Apyroe ynosIHOMOYEHHOe /MU0 C 3aperncTpupoBaHHbIMU UMEHEM U MAEHTU(UKALUOHHBIM HOMEPOM
MOXeT BepnduuupoBaTh BBOZ AaHHbIX C KNaBuaTypbl C NPOCTaB/iEHMEM BPEMEHN W AaTbl UK

- cucTema c npsiMbIM CO60POM AaHHbIX MOXET BbIMOHATbL BTOPY KOHTPOJIbHYIO NPOBEPKY, YTO SAB/SIETCSA
4acTbl (PYHKLMOHANbHbLIX BO3MOXHOCTEN CUCTEMBI.

OpraHu3auns o/MKHa BHeAPUTb CUCTEMY 06ecrneyeHnss COXPaHHOCTU 3/1IEKTPOHHbIX 3anucei 1 3awmnTbl
UX OT HECAHKLMOHMPOBAHHOIO BBOAA M HECAHKLMOHUPOBAHHOIO U3MEHEHUS AAHHbIX.

Mpv onpefeneHuy cpoka XpaHeHus 3anuceil pekoMeHayeTCs, KpoMe cpoka CnyXbbl KOHKPETHOro meau-
uuHckoro magenua (cm. FTOCT 1SO 13485—2017, nogpasgen 7.1), paccmaTpuBaTb Takke NpaBoBble acnekTbl,
BK/IIOYAS HOPUANYECKYH) OTBETCTBEHHOCTb, Y HEOBXOAMMOCTb WK Lies1Ieco0b6pasHOCTb HeonpeaeeHHo A0ro-
ro0 XpaHeHns 3anuceii.

5 OTBEeTCTBEHHOCTb pPyKOBOACTBa

5.1 O6s3aTenbCTBa pyKOBOACTBA

Bbicllee pykoBOACTBO OpraHusaLvu AO/MKHO NpefocTaBisaTh CBUAETENbCTBA CBOEW NPUBEPXKEHHOCTU
pa3paboTke M BHEAPEHUIO CUCTEMbI MEHE)KMEHTA KayecTBa, a Takke MoAAepXaHui0 ee pe3y/ibTaTUBHOCTY
nocpeaCcTBOM:

a) [oBefeHVs [0 CBeAeHWUs opraHv3auny BaXHOCTWU BbINOSIHEHWUA TpeboBaHU NoTpebuTens, a takke
NPUMEHMMbIX PEryAnpyoLWmnx TpeboBaHui;

b) pa3paboTkn NOANTUKM B 06/11aCTU KauecTBa;

C) obecneyeHusa paspaboTku Leneli B 06nacTy kayecTBa;

d) npoBefeHusi aHanM3a co CTOPOHbI PYKOBOACTBA;

e) obecneyeHnss HeOOXOAMMbIMU pecypcamu.

[FOCT ISO 13485—2017]
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CwMbICn HacToslWwero TpeboBaHUa 3ak/ovaeTcs B onpefesieHMn OyHKUWA, NOTHOMOYUA U OTBETCTBEH-
HOCTWU BbICLLEro PyKOBOACTBA W APYIMX YPOBHel MeHe[XMeHTa B OTHOLIEHWU pe3y/ibTaTUBHOCTU CUCTEMbI
MeHe[KMEHTa KayecTBa W [OCTUXEHUS 3anjiaHUpoBaHHbLIX pe3ysbTatoB. BaxHO NOAYEepKHYTb, 4TO, XOTA
NOSIHOMOYUSA MOTYT ObITb AefiernpoBaHbl, OTBETCTBEHHOCTb 3a CUCTEMY MeEHe)XMeHTa kayecTBa OCTaeTcs 3a
BbICLUMM PYKOBOACTBOM.

OpraHusauunn cnepyeTt 3a0KyMeHTUPOBaTb MNepeyeHb A0/MKHOCTel, KOTOopble OTHOCATCSA K BblCLUEMY
pyKOBOACTBY W pacnpefenieHve ob6a3aHHOCTEN. 3Ta 4OKYMEHTaUns MOXeT 6biTb ohopmMaeHa B BUAE OpraHu-
3aLMOHHBIX CXEM W AO/MKHOCTHBIX UHCTPYKLWIA.

Bbiclee pyKoBOACTBO He TOJIbKO OTBEYAEeT 3a Co3faHue v noadepxaHue CUCTEMbl MEHEeIXMeEHTa Kaye-
CTBa, Y/1IeHbl BbICLUErO PYKOBOACTBA SAB/MAITCA KOMMOHEHTOM CUCTEMbI W, KakK oxugaeTtcs, 6yayT COOTBETCTBO-
BaTb NPUMEHNMbIM CUCTEMHbLIM TPEBOBaHNAM.

Bbicluee pykoBOACTBO MOXET NPOAEMOHCTPMPOBAaTb BbIMOSIHEHWE €r0 NOSIHOMOYMA U OTBETCTBEHHOCTU
NocpeAcTBOM AOCTUXEHUSA 3ansiaHMPOBaHHbLIX Pe3y/bTaToB, a Takke NnocpeacTBOM:

a) cobnogeHns TpeboBaHWii CUCTEMbI MEHE)XMEHTA KavyecTBa, onpeaenss noavTuky B 06/1acTh kade-
CTBa ¥ Bblpaxkasd NPUBEPXEHHOCTb BHEAPEHUI0 U NoAfepXaHUio CUCTEMbl MEHeIXMeHTa KayecTBa, COOTBET-
cTByowwyto ctaHgapTy FOCT 1SO 13485 n npMMEHUMbIM perynupyowmm TpeboBaHusamM;

6) ycTaHOBMEHUS M3MEepPUMBbIX Lieneld, KOTopble rapaHTUPYHOT, YTO cUCTEMa MeHeMKMeHTa KayecTa op-
raHnsauun yHkumoHupyet B cootBeTcTBuM ¢ TOCT ISO 13485 n nonmntukn B 061acTn KayecTsa,;

B) perynsipHoro AoBeAeHUs npy MOMOLLM BHYTPEHHUX MHOPMALMOHHbLIX BCTPEY, 3/IEKTPOHHOW NOYThl,
NNYHbIX 6ecep, KOPNopaTUBHOWM CeTW opraHusauun v T.4. BaXKHOCTU CUCTEMbl MEHeMKMeHTa KayecTsa U Co-
6noaeHns ee TpeboBaHuii, 06ydeHne 1 NoAAepxkka nepcoHasna, OTBeyalollero 3a KauecTso, BblAefleHus fo-
CTaTOYHOrO KOMMYecTBa PecypcoB Ha CUCTEMY MeHe)KMeHTa KadecTBa (/1l041, UHCTPYMEHTbI, obopyaoBaHue
T 4.), Korga v rge ato Heobxoaumo;

r) obecneyeHus TOro, YTO CUCTEMA MEHEeLXMeHTa KayecTBa NPOAO/IKAET OCTaBaTbCsA MPUrOLHON U ach-
(hEKTUBHOI B BbIMOSIHEHUN Lefieli OpraHn3aLm Ha OCHOBE MOCTOSIHHOTO MOHMTOPUWHIA pe3y/bTaToB AesTesNb-
HOCTU WM U3MEPEHUS, N NEePUOANYECKNX aHaIN30B CO CTOPOHbI PYKOBOACTBA.

Oco6oe BHMMaHue crefyeT yaenutb:

- a(bheKTMBHOMY [OCTUMXXEHUIO 3amnaHUPOBaHHbIX pe3ynbTaToB NOCPefCcTBOM OCYLLECTBIEHUSA noche-
[0BaTe/IbHOCTM B3aUMOAENCTBYIOLINX NPOLLECCOB;

- YeTKOMY OnpefesieHnio BXOLO0B, BUA0B AeATE/IbHOCTU U BbIXOA0B MPOLIECCOB, a TakxXe YrnpaB/ieHno MW,

- MOHUTOPWHIY BXOZOB W BbIXOAOB C Lefbio BepudukaLm B3anMoaelicTBUSE U pe3ynbTaTUBHOTO (PyHK-
LMOHNPOBAHUA KOHKPETHbIX MPOLECCOB;

- naeHTudrkauum onacHocTeli 1 ynpasisiemMblX PUCKOB;

- NpoOBefeHN0 aHanM3a AaHHbIX ANns o0bneryeHus 06a3atesibHOro yay4lleHns npoLeccos;

- ngeHTuunkaumm nuL, OTBETCTBEHHbIX 3a MPOLECChl, a Takke UX npaBam M 06A3aHHOCTSAM;

- PYKOBOACTBY KaKAbIM MPOLLECCOM ANS AOCTUXEHUS ero Lenei;

- obecnevyeHnss Ha/Mumsl NMUCbMEHHbIX COrNalleHnii ¢ TPETbUMU CTOPOHAMM.

5.2 OpueHTaumsa Ha noTpedutesns

Bbicllee pyKoBOACTBO A0J/KHO oGecneunBaTb onpeaesieHne U BbinosiHeHe Tpe6oBaHuii noTpeébutens
N NPUMEHUMBIX PErYTMPYIOWUX Tpe6oBaHWiA.
[FOCT 1SO 13485—2017]

HacTosiwuniA nyHKT BOo3/naraeT OTBETCTBEHHOCTbL Ha BbiCLIEE PYKOBOACTBO 3a onpejeneHvne TpeboBaHWii
noTpedutens U perynnpyrowmnx TpeboBaHuii, obecrneyeHne Heo6GXOAMMbIX PECYPCOB AN YAOB/IETBOPEHMUS
3TUX TpeboBaHWii HE3ABMCUMO OT TOrO, KTO M3 MepcoHasia OCYLEeCTB/SIET B HACTOSALWMIA MOMEHT B3aumogeii-
CTBME C NOTPEOUTENEM WM PEryNnpyoLWMM OpraHoM.

[nsa aToro cnepyeT yyecTb criefytoline BXoApl:

- 3aKoHofdaTeNlbHble N HOPMAaTMBHbIE MPaBOBble TPEOOBAHMS,

- TpeboBaHuA notpebuTenel;

- TeXHOsIornyeckne u gpyrve mccnegoBaHus;

- BEeHUMAapPKUHT;

- TEHAEHUUWN pbiHKa, CTaTUCTUKY U MHOPMALMIO U3 NPOTrHO30B;

- pe3ynbTaTtbl OT NPUMEHEHNST MHCTPYMEHTOB KayecTBa;

- YAOB/IETBOPEHHOCTb NOTPebuTeneii/pesynbtaTbl MOHUTOPUHIA UX BOCTIPUATUSA.
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Mpumepbl AeincTBuii N0 06paboTKe 3TUX BXOAOB BK/IKOYAKOT B Cebs:

- [ABYCTOPOHHIOK CBfA3b C NOTPEOUTENSAMU MPU YCTAHOBAEHMM M OOLLEM cornacum mux TpeboBaHuii;

- yBAI3biBaHWE Leneli opraHusalmm ¢ NnoTpe6GHOCTAMU 1 OXUAaHUAMN noTpebuTenei;

- WHOpMMPOBaHME BCE opraHmsaumy 0 NOTPEBHOCTAX M OXMAAHUAX NnoTpebuTene;

- aHasM3 pe3ysibTaToB MOHMTOPWHIa YAOB/IETBOPEHHOCTM NOTpebuTeneil n NpuHATUE COOTBETCTBYIO-
LWMX OEeNCTBUiA;

- onpefenieHne pUCKOB 1 BO3MOXHOCTEW, KOTOpPbIe MOFyT MOBAUSATL HA COOTBETCTBME MPOAYKUMU W yC-
Nyr Ny yaoBNeTBOPEHHOCTbL NnoTpebuTeneii.

B kauecTBe BbIXO[0B OpraHu3aLMs MOXeT PacCMOTpeTb TakMe Belin, KakK pelueHns v AelCTBUS:

- MO y4yeTy PUCKOB M BO3MOXHOCTEW;

- paspaboTke U M3MEHEHUSM MONUTUK;

- pas3paboTke M U3MEHEeHUsIM KOAEKCOB MOBeAEeHUs W pacnpefeneHns pecypcos.

BoiclueMy pyKOBOACTBY HeE06X0AMMO obecneuutb, 4TOObl NpUMeHsieMble AeACTBUSA No 0bpaboTke pu-
CKOB U BO3MOXHOCTE OblM peann3oBaHbl, a oXugaemble pesyfbTaTbl JOCTUTHYTbI, @ €Cnn HET, TO NPoAonN-
XaTb NPUMEHATb NOAX04 «NMaHupyin — penail — npoBepsit — paeicteyii» (PDCA), obecneumsas npu 3TOM
BO3/10XEHME OTBETCTBEHHOCTU 3a BHEApPEHWEe AanbHelLnx yayUlleHnid, noka NoTpe6GHOCTM U OXUAAHUSA No-
Tpebutenen gocrturarTcs.

5.3 Monutuka B 06/1aCTU KavecTBa

Bbicliee pyKoBOACTBO AO/MKHO obecneuymBaTtb, YTOObI NOANTMKA B 06/1aCTM KayecTBa:

a) cooTBeTCTBOBasla CTpaTerMyeckMM HamMepeHUsIM opraHu3auunu;

b) BK/OYana 06A3aTefNIbCTBO COOTBETCTBOBATb TPEOOBAHMSAM CUCTEMbI MEHEAKMEHTa KayecTBa U
nogaepXxmBatb ee pe3ynbTaTUBHOCT;

C) obecneuymBasia OCHOBbI AN NMOCTAHOBKMA U aHanu3a ueseil B 0651aCTU KavyecTsa,;

d) 6bina goBegeHa A0 CBeAeHMs MepcoHasa opraHmsaumm 1 NoHATHa emy;

€) aHa/M3npoBasiaCb Ha MOCTOSAHHYH NPUrOAHOCTb.

[FOCT ISO 13485—2017]

HacTosWwniA NyHKT BO3naraeT OTBETCTBEHHOCTb Ha BbICLLEe PYKOBOACTBO 3a onpefesieHne noavTuku B
06nacTn kayecTsa.

Monutrka B 06N1aCTU KayecTBa yCTaHaB/IMBAET:

- 06s13aTenbCTBa B 06/11aCTM KayecTBa U MNOCTOSHHOIO Y/y4lleHUs pe3y/bTaTMBHOCTU CUCTEMbl MeHej-
XMeHTa KauyecTBa C Le/iblo yA0BMeTBOPEHUs TpeboBaHWiA NOTPeOGUTENA 1 perynnpywmux TpebosaHuii;

- ycnoBus, HeobxoanMMble AN peanv3aunmn Lenein B 061acTn KayecTsa;

- B3aMMOCBA3b MexXay LUensMu opraHusauuy n TpeboBaHusAMM NoTpedbuTens.

MonuTrkKy opraHm3aumy B 06/1acTU KauyecTBa BaXHO paccMaTpuBaTbh Kak YyacTb OOLieli No/MTUKU opra-
HM3auuK, CBA3aHHOW C AesI0BbIMY onepauusiMy (Hanpumep, MapkeTUHroM, npojaxamu, duHaHcamu) u obe-
cneyvmBaloLLLEedl MX COrlacoBaHHOCTb M B3aMMHYHO MOOLEPXKKY.

OpraHu3auus fo/mKHa COorfacoBbiBaTb NMOMTUKY B 0611aCTW KavyecTBa CO CBOMMU 06s3aTeNbCTBaAMU MO
Ka4yecTBy U OOLUM NpefcTaBfiEHMEM O 3HAYEHMM KadvecTBa AN1s NpeanprvHUMAaTENbCKOl AeATe/IbHOCTY opra-
HM3auMm 1 noTpebutenei.

[ns geMoHCcTpaLMuM HamepeHust BHeAPATb CBOK MOMUTKKY B 06/1aCTU kavyecTBa OpraHusauuvs AohKHA
YyeTKo naeHTUMUMPoBaTb 06LWNEe LenM B 06nacTM kavecTBa U ccepe cBoeill npeanpuHMMaTesnibCKoli aes-
TEe/bHOCTW, HEMOCPEACTBEHHO CBSI3aHHbIE C OpraHusauumeli 1 NoTpedbuTensammn ee NPOayKUUK.

O6s3aTensCcTBa PYKOBOACTBA OpraHvM3auuy Nno OTHOLIEHUKO K MOSMTUKE B 06/1aCTU KayecTBa [AOJ/DKHbI
ObITb 0YEBWAHbI, AEACTBEHHbI W pe3ynbTaTMBHO AOBeAEeHbl OO CBeAEeHVs nepcoHana opraHusauuun. Hampu-
Mep, 0bHapoAoBaHHaa KONUS AOKyMeHTa O MoSIMTUKE B 06/1aCTU KadecTBa, nognMcaHHas pykoBoACTBOM opra-
HM3auumW, SIBNSIETCS OJHUM K3 CcNocob60B MPOAEMOHCTPUPOBATL 06513aTe/IbCTBA PYKOBOACTBA MO OTHOLLEHUIO
K NepcoHasly opraHusauuy u noTpedbutensam ee npodykumu. [pyrum crnocobom siBNsieTcs npejcTaBieHue u
o6CyXaeHne NoNnTMKM B 06N1acTU KayecTBa Ha CO6paHMsX, MPOXOAAWMX BHYTPWM OpraHv3auuum B TeyeHue
roga. Hanprvmep, HEKOTOpble OpraHn3aLuu B KaXAON Npe3eHTauun UCNosb3yT OCHOBHBLIM craig «Monntuka
B 06/1aCTU KayecTBax.

Becb nepcoHan opraHusauuy AO/HKEH MOHMMaTb MNOAUTUKY OpraHusauumy B 06/acTM KayecTBa U ee
BNMSIHWE Ha HUX. Kaxablli COTPYAHWK JO/DKEH 3HATb K/IHOUYEBbIE 3/1IEMEHTbI MOMNTUKMA B 06/1aCTU KavecTBa, U
00BACHUTbL, Kak ero AeiicTBUSA CMOCOGCTBYHOT AOCTVXKEHMIO Leneil opraHm3auni. PykoBOACTBO OpraHusaLlmu
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[O/MKHO 0becneyvnTb MPUHATUE peLleHuid Mo NPUMEHEHUI0 METOAOB, C MOMOLLbIO KOTOPbIX AOCTUraeTca Takoe
NMoHMMaHue.

Monutuky B 06nacTn kayecTBa HEOOGXOAMMO MEPUOANYECKU aHaNM3npoBaTtb AJ/1A TOro, YToObl onpepje-
NINTb HACKOJIbKO TOYHO OHa OTpaxaeT Tekyliue U rnobasibHble Lesn B 06/1acTU KavyecTBa, NPUHATbIE OpraHu-
3aumein. ITn geicTBMS BbINOHAIOTCA BO BPEMSA aHa/iM3a CO CTOPOHbLI pyKkoBOACTBa B cooTBeTcTBMM ¢ TOCT
ISO 13485—2017, nogpa3gen 5.6.

5.4 MnaHupoBaHue

54.1 Lenn B 061actn kavecTtBa

Bbicwee PYKOBOACTBO OpraHmsauunmn OoJ/HKHO O6eCI'IeLII/ITb, yTOObI uenn B ob6nactu Ka4yeCTBa, BK/1HOHasA
Te, KOTOpble HEeo6XoAUMbl AN BbINOSHEHWUS MPUMEHMMbIX PErynnpylwmx TpeboBaHnii 1 TpeboBaHuii K
NPOAYKLMMN, BblNN YyCTAHOB/EHbI A1 COOTBETCTBYHOLNX (PYHKLMI 1 HA COOTBETCTBYIOLWMX YPOBHAX BHYTPM
opraHunsauunn. Ll,el'IVI B 06n1acTn KayectBa OO0JDKHbI ObITb N3MepPUMbIMM 1N coriacoBaHHbIMU C No/IMTUKON B
obiacTn KayecTBa.

[FOCT I1SO 13485—2017]

[nsa Toro, 4To6bLI NOANTMKA OpraHusalmm B 06/1acTy kayecTBa Oblna pesy/ibTaTUBHON, PYKOBOACTBO Op-
raHMsauum [O/HXKHO YCTaHOBWUTb AICHblE Lenu B obnactu kavectsa. PykOBOACTBO opraHu3auuyn He 06s3aHO
HenocpeAcTBEHHO BbIMOMHATb BUAbl AEATE/IbHOCTW, HEOOXOAMMblE ANS OOCTWXKEHWUS NOCTaBMEHHbIX LUenei,
HO 0653aHO HeCTU 3a 3TO OTBETCTBEHHOCTb.

YcTaHoB/eHMe Lenei B 06nactu kavectsa B cootBeTcTBMM ¢ TOCT ISO 13485 TpebyeTcsa He TO/IbKO ANs
CUCTEMBbI MeHe[XMeHTa KayecTBa, HO U CUIN 1 cBA3aHHbIX C HAMU YCNyT.

Llenn B 06nacTu kavyecTBa AO/MKHbI OblTh peasibHbl U CBA3aHbl C 4OCTUXUMbIMU U U3MEPSEMbIMU Pe3y/ib-
TaTtamu, KoTopsble:

- cOOTBeTCTBOBaNW 6bl Tpeb6oBaHUAM (NOTPebUTENS, perynupyowmm n ap.) K CU/ 1 cBa3aHHbIM C HUMK
ycnyram;

- YMeHbLuanum norpeLHocTy;

- YMeHbllanu BpeMs 3aBepLUeHUs KOPPEeKTUPYIOLWMX AW NPEBEHTUBHbIX AelCTBUIA, BbISBNEHHbIX MpU
npoeefeHne BHYTPEHHEro ayanTa,

- COOTBETCTBOBa/IM YCTAHOBJIEHHOMY KasleHAapHOMY MaHy;

- YMeHbllanu Bpems pearnpoBaHus Ha Xanobbl noTpebuteneil.

Mpn ycTaHOBNEHUW Lesieid B 06N1acTU kavyecTBa M CBA3AHHbLIX C HUMW 3aay 06bIYHO OnpefensiT Bpe-
MEHHbIe pamku A1 pelleHns aTux 3ajau.

Ipynnbl WL, AelcTBYOLWME BHYTPU OpraHusaLlmmn, o6bI4HO yCTaHaBNMBAKOT PynnoBbie Lenu, BbiTekalo-
lwme u3 ueneli Bceli opraHusauny 1 CBA3aHHble C AeATeIbHOCTbI0 KOHKPETHOW rpynnbl.

Llenn B o6nacT KayecTBa [0/DKHbI ObiTb 3a,0KYMEHTUPOBAHHbLIMMW, Hanpumep, B PyKOBOACTBE MO Kaye-
CTBY WM OTLE/IbHOM [OKYMEHTE.

Llenn B 06nactu KayectBa AO/MKHbI ObiTb YCTAHOBMEHbI U U3MEPEHbI C MOMOLLLI NOAXOAALUX METOLOB,
Taknx kak SMART (ycTaHOBNeHve Lenei, KoTopble SIBASTCA KOHKPETHbIMU, U3MEPUMbIMU, AOCTUXMMbIMMU,
aKTyasibHbIMW N OTPAHUYEHHbLIMUW MO BPEMEHN).

OueHKa pe3ynbTaTtoB AOCTVXKEHUS YCTAHOBJIEHHbIX Liesieil MOXeT ObiTb YacTbi0 aHanm3a CO CTOPOHbI
PYKOBOACTBA, OLUEHKU pe3ynbTaToB [AEeATesSIbHOCTU, WM OHa MOXeT ObiTb NpoBefeHa C MOMOLLbIH APpYrux
CPeAcTB, TakMx Kak MeHe)XMEeHT NPOEKTOB C onpefe/leHHbIMU KOHTPOJIbHbIMW TOUYKaMK, KIYeBble nokasarte-
nn adppekTuBHocTU (KPIS) nnm 0630pbl 1 OT3bIBbI O BCTPEUax.

Bbicllee pykoBOACTBO AO/MKHO aHaM3npoBsaTb Lenn B obnactn kavectea (cm. FOCT ISO 13485—2017,
MyHKT 5.6.1).

Llenn B obnactn kayecTBa SAIBNAIOTCA OAHUM U3 BXOLOB B M/1@aHMPOBAHUE CUCTEMbl MEHeXXMeHTa Kade-
ctBa (cm. FOCT 1SO 13485—2017, nyHKT 5.4.2).

MpumeyvaHun

1 VHchopmaLpya 0 xapakTepucTrKax npoLeccoB, CBA3aHHbIX C NPOrpaMMHbIMM NMPOAYKTaMW, KOTOPbIE NOAXOAAT ANA
MOCTaHOBKY Liefiell, MOXeT ObITb HaligeHa B TOCT P ICO/M3K 15504-1. FOCT P NICO/M3K 15504 (Bce 4acTul) MOXHO M1C-
No/b30BaTh /151 OLEHKN BO3MOXHOCTEN MPOLECCOB 1 11 NOCTAHOBKU Lierield Mo Yy4LLeHUI0 XapakTePUCTUK NPOLIECCOB.

2 ViHdhopMaLms Mo Ka4ecTBEHHbIM XapakTepUCTVKaM, UX COCTaB/ISIOLLYIM 1 CBOWCTBAM MPOrpaMMHbIX MPOZYKTOB,
noaxogsawas ans ycraHoBAeHus Leneii B 06/1actn kavectsa, onpegenerHa B FTOCT P ICO/M3K 25010. Cepusi cTaHaap-
ToB MOCT P CO/M3K 25000 nomoraeT B onpeaesnieHnn TpeboBaHnin K Ka4ecTsy 1 B ynpaBieHnn Leneli B 061acTy kave-
CTBa MPOrpaMMHbIX NMPOAYKTOB.
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5.4.2 MnaHnpoBaHMe cncTteMbl MeHeIXKMEHTa KavyecTBa

Bbicllee pykOBOACTBO AO/MKHO ob6ecneynBaThb:

a) nnaHnpoBaHne CUCTeEMbl MeHegXMeHTa KayecTBa /1A BbINO/IHEHUA TpGﬁOBaHVIVI, npmeeneHHbIX B
nyHkTe 4.1, a Takke N8 AOCTUXEHUNA Leneli B 061acTn KayecTBa,

b) coxXpaHeHne uenoCTHOCTU CUCTEMblI MeHeQ)KMEeHTa KayecTBa npu njaiaHMpoBaHMnM n BHeApPEHUN B
Hee N3MEHEeHMW.

[FOCT ISO 13485—2017]

B HacTosweM NyHKTe paccMaTpuBaeTcs NnaHMpoBaHWE CUCTEMbl MEHeMKMeHTa kayecTBa B LIe/IOM, B
NPOTMBOMOMOXHOCTb MJAHNPOBAHUID €e OTAE/bHbIX 3/IEMEHTOB, KOTOpble paccMaTtpuBaloTCA B APYrMX pas-
penax NOCT 1SO 13485.

MnaHvpoBaHue AO0/MKHO GONbLUER YaCTbi OCYLLECTBAATLCA Ha HauvasibHbIX 3Tanax co3fjaHus n BHe-
OPeHNs CUCTEMbI MeHe[XMeHTa kKayecTBa, YTO MOXEeT Cnoco6CTBOBATb AOCTVKEHUIO ueneli opraHvsalum B
obnactn kavecTtsa. Tak Kak Lenn B 061acTU kayecTBa MOryT CO BPEMeEHEM ObiTb M3MEHEHbI, NnaHupoBaHue
Takke MOXeT 6bITb M3MEHEHO, YTO MO3BONSET CUCTEME MEHeKMEHTa KayecTBa ocTaBaTbCs pe3y/bTaTuBHOM
BO BpeMmsl U3MEHEeHW 1 nocne Hux.

MpYMeHeHNEe PUCK-OPUEHTUPOBAHHOIO MbILIEHUS MOXET ObiTb MOSIE3HLIM B ONpefeneHun AeicTBuii,
HeobXoAMMbIX MPU MJAHUPOBAHUN W3MEHEHWI B cucTeMe MeHepKMeHTa kavecTBa. OpraHusauus Ao/kHa
OLEeHUBaTb M3MEHEHMUS, KOTOPble MOTYT NOBAUSATbL HA CNOCOBHOCTbL OpraHM3auun Ha NOCTOSHHOI OCHOBe 06e-
cneymMBaTb MOCTaBKY MPOAYKUMM W YCAyr, OTBeYalLwmx TpeboBaHUAM NOoTpebuTens, a takke npuMeHUMbIX
perynvpyloLwmx TpeboBaHuii, UM Ha ee Lenu Mo MnoBbILEeHUI0 YA0BNeTBOPEHHOCTM NoTpebuTeneil.

TuUNnyHble BXOAHbIE AaHHble ANS NJaHWPOBaHUSA CUCTEMbl MEHe)KMeHTa KayecTBa BK/IOYaloT B cebs:

- NONUTUKY B 06/1aCTN KavyecTBa,
uenun B 06nacTu kayecTsa,;
perynuvpytowme TpeboBaHus;
cTaHgapTbl CUCTEMbl MEHe[)XKMeHTa KayecTBa,;

HeobxoguMble U3MeEHeHUs (ABNAOLWMECS, HaNnpuMep, pesy/ibTaToM aHasim3a Co CTOPOHbI PyKOBOACTBA
opraHusaumm u/vnv KoppekTUpyrLmnxX n npeaynpexaanwmx aeicTeuii).

TunuyHble BbIXOOHblE AAHHbIE MNAaHUPOBaHUA CUCTEMbl MeHe)XKMeHTa KayecTBa, AeMOHCTpupylowme
cooTBeTcTBME TpeboBaHuam FOCT ISO 13485 BkitovaloT B cebs:

- PYKOBOACTBO MO Ka4yeCcTBY W BCOMOraTe lbHble AOKYMEHTbI;
aHann3 UHUWAEHTOB;
naaHbl No KOHKPETHbIM BUAaM LeATeIbHOCTY;
pesynbTatbl NJaHNPOBaHUSA BUAOB AEeATENbHOCTH.

5.5 OTBETCTBEHHOCTb, NO/IHOMOYNS 1N 06MeH MHJOpPMaLMEeit

5.5.1 OTBETCTBEHHOCTb U NOJIHOMOYMS

Bbicliee pykoBOACTBO A0/HKHO 06ECneyunTb, YTOObl OTBETCTBEHHOCTL W MOIHOMOYNS ObIN onpegene-
Hbl, JOKYMEHTMPOBaHbI 1 AOBEAEHbl A0 CBEAEHUS NepcoHana opraHmsauun. Bbicluee pykoBOACTBO A0/1K-
HO IOKYMEHTMpOBaTb B3auMOAENCTBME NepcoHasia, PYKOBOASLLENO, BbINOHAOLWEIO U BEPUEULMPYIOLLETO
paboTy no obecneyeHnto KayecTBa, M obecneumBaTtb MOSIHOMOYMSA M HE3ABUCUMOCTb, HEOBXOAMMbIE AN
BbIMO/IHEHNS 3TUX 3a4au.

[FTOCT I1SO 13485—2017]

CMbIcn HacTosWero Tpe6oBaHUsS 3aK/loYaeTcsl B TOM, UTO BbiCLLEE PYKOBOACTBO oGecrneuvBaeT pacnpe-
[leneHne cCooTBETCTBYIOLMX (PYHKLMIA 1 OCBEAOM/IEHHOCTL NEepcoHasia opraHu3aLuy 0 TOM, YTO OHU AO/MKHbI
fenaTb (06513aHHOCTU M OTBETCTBEHHOCTL), YTO UM paspeLlaeTcsl Aenatb (MOSIHOMOYMS), KTO 3a 3TO HECET OT-
BETCTBEHHOCTb, a TakKe B3aVMOCBS3b MEX[Y OTBETCTBEHHOCTbLIO U NMOSTHOMOUYUSIMU.

BbinonHeHne aToro Tpe6oBaHusi 06bIYHO AOCTUraeTCsl COCTaB/IEHNEM AOKYMEHTUPOBAHHbLIX OMNUCAHUIA,
BKNloUaloLWnx B cebs pacnpegeneHne oTBETCTBEHHOCTU M MOSIHOMOYWIA, a TakkKe CXeM, OMUCbIBAOLUX B3au-
MogeiicTBMe MeXAy NepcoHasioM opraHu3auuu.

MOCKO/IbKY 3TU [OKYMEHTbl SIB/ISIOTCA YacTblo CUCTEMbl MEHEe[XMeHTa KadecTBa, UMW criefyeT ynpas-
NATb. B AOKYMEHTUPOBaHHbIe MpoLeaypbl MOXHO Takxe BHOCWUTb CBEEHMs O pacnpegefieHun OTBETCTBEH-
HOCTW M MofiHOMouuii (BK/tOYasi Takoe pacnpefesieHve npu 3aMeHe nepcoHasna). B HEKOTOPbIX opraHu3aumsx
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COCTaBMSAT «KapTy» MPOLECCOB CUCTEMbI MEHEMKMEHTA KayecTBa, AEMOHCTPUPYIOLLYIO CBSI3U MeXAy Mnpo-
Leccamy 1 OTBETCTBEHHOCTb 3a OCYLLEeCTBASEeMble BUAbl AEATENBHOCTHU.

[ns HekoTopbIX BUAOB AeATenbHOCTU (Hanpumep, BHYTPEHHUX ayAMTOB KauyecTBa M aHanm3a pasBuTus)
SAIBNAETCH BaXHbIM y4YacTWe B HUX /UL, UMEKLWMX HEOOXOAUMbIE 3HAHWUS W He 3aBUCALLMX OT OpraHusauumu,
[eATeNbHOCTb KOTOPOU OHW aHaM3npytoT.

Bxoppl, KOTOpbIE AOMKHbI ObITb PACCMOTPEHbBI, BKIOYAOT B cebs:

- KOMNETEeHTHOCTb WL AN o6ecnevyeHns COornacoBaHHOCTU MeXAY BO3/I0XKEHHbIMU 06A3aHHOCTAMU,
OTBETCTBEHHOCTbID U HEOOXOAUMOM KOMMNETEHTHOCTLIO;

- [OCTYMNHble pecypchbl, yunTbiBas rnaBHbIM 06pa3oM YefloBeyveckne pecypcebl, a Takke u gpyrme, KoTo-
pble MOTyT MOB/VATbL Ha pacnpefeneHve 06s93aHHOCTEN 1 OTBETCTBEHHOCTH;

- perynupytowme TpeboBaHusa ans obecnevyeHns cornacoBaHHOCTU Mexay pacnpefeneHHbiMu 06a3aH-
HOCTAMW 1 OTBETCTBEHHOCTbIO;

- npocheccnoHasbHble KOAEKChl 3TVKA U Heobxoaumas kBasmdukaumsa s o6ecneyeHns Toro, YToobl
nobble COOTBETCTBYHLIME TpebOBaHUA 1 pacnpegeneHnss 06s3aHHOCTen M OTBETCTBEHHOCTU OblaM BbINON-
HeHbI;

- uenu B 06nacTn pesysnibTaToB AESATENbHOCTM U pe3ynbTaTbl OLUEHKW ANS TOro, YTo6bl y6eamTbes, UTo
NOAXOAAWMM N1LaM NOPYYEHO AOCTMUL OXMUAAEMbIA YPOBEHb Pe3y/ibTaToB AeATE/IbHOCTHY;

- OpraHv3aumMoHHY CTPYKTYpY.

5.5.2 lMNMpencraBuTesib pyKoBOACTBA

Bbicliee pyKoBOACTBO AO/DKHO HasHauuTb NpeacTaBuTeNs U3 coctaBa PyKOBOACTBA, KOTOPbLIA He3aBu-
CMMO OT ApYyrnx o6si3aHHOCTel 06n1afaeT OTBETCTBEHHOCTLIO U NMOTHOMOUYMSIMA, BKHOYAKLLMMM:

a) obecrneyeHne TOro, YTob6bI MpoLecchl, He06XoAMbIE /11 CUCTEMbI MEHEIKMEHTa KayecTBa, Oblin
[OKYMEHTMPOBAHbI;

b) npeacTaBfieHVe OTYETOB BbICLUEMY PYKOBOACTBY O Pe3y/ibTATUBHOCTM CUCTEMbl MEHe[KMeHTa Ka-
yecTBa U HeobxogMmocTun ynyduweHusa (8.5);

c) obecneyeHne pacnpocTpaHeHnss MOHUMaHUSA NPUMEHUMbIX PEryanpyroLmnx TpebosaHuii n Tpebosa-
HWIA CMCTEMBbI MEHE)KMEHTa KayecTBa B paMKax BCEN opraHusaLlumu.

[FOCT ISO 13485—2017]

Ha 3Ty AO/MKHOCTb MOXET 6bITb Ha3HauyeH TOMbKO OAMH NpefAcTaBUTe/lb PYKOBOACTBA OpraHM3auum.

DYHKUMN MPeacTaBuTeNsl PYKOBOACTBA MOTYT 6biTb MOSIHOCTLIO CBSI3aHblI C BUAAMU AESATE/ILHOCTU MO
cucTemMe MeHeMKMeHTa KauyecTBa WM C APYTMMU (PYHKUMSIMU U pacnpefesieHMeM OTBEeTCTBEHHOCTU BHYTPM
opraHusauuu.

Ecnu npefctaBuTeNb PYKOBOACTBA OCYLUECTBASET Apyrue (PyHKUWUM, PeKOMeHAyeTcsi usberatb KOH-
(bNIVKTa MHTEPECOB MeXay OTBETCTBEHHOCTbLIO 3a 3TW (PYHKLMUM U (YHKLUMW, CBA3aHHbIE C CUCTEMOI MeHe[-
XMEHTa KauecTBsa.

B aTOM cniyyae npefctaBUTENlb PYKOBOACTBA MOXET AefierMpoBatb 0653aHHOCTU MO OCYLLECTB/IEHNHO
[esiITEeNIbHOCTU, CBSA3AHHON C CMCTeMOl MeHe[)XMeHTa KayecTBa, APYrMM /MlaM B opraHusaumu.

5.5.3 BHYTpeHHWii 06MeH nHhopmauueri

Bbicliee pyKOBOACTBO A0/HKHO ob6ecneumBaTth pa3paboTky B opraHu3alum cOOTBETCTBYHOLWMX NpoLec-
COB 0bMeHa I/IH(*)OpMaLI'VIef/'I, B TOM 4yucse no sonpocam pe3ysibTaTMBHOCTN CUCTEMbI MEHeDKMEHTa Kaye-
cTBa.

[FOCT I1SO 13485—2017]

O6MmeH MHhopmauueit ABnseTcs BaxHbIM (PakTopoM AN pe3ysibTaTUBHOMO (PYHKLMOHMPOBaHUS cucTe-
Mbl MeHeMXMeHTa KadecTsa. [1s pe3ynbTaTMBHON paboTbl CUCTEMbl MEHEeMXMeHTa KauyecTBa [/laBHbIM SB-
NAETCA OTKPbIThbI U aKTUBHbIA 06MeH MHGopMaLlueil BHYTPU cucTembl. PYKOBOACTBO OpraHv3auuy [0/KHO
ycTaHaB/MBaTb NPOLECChl, NoaAepxuBarle o6MeH MHpopmalueid Mexay nepcoHasiom opraHusauun Ha
BCEX YPOBHSIX.

NHdopmaLus, cBA3aHHAs C CUCTEMOI MeHeMKMeHTa KayecTsa, [0/KHa ObiTh ACHOMN, NOHATHOW U agan-
TUPOBaHHO MO OTHOLUEHMIO K NepcoHasy, A/ KOTOPOro oHa nmpedHasHadeHa. Takas MHOpMauus ceBssaHa
C Hagexaamu, BosfnaraeMbiMii PYKOBOACTBOM OpraHMsauuy Ha (PYHKLUMOHMPOBAHWE CUCTEMbl MEHemKMEeHTa
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KauyecTBa, a Takke C BHeApeHUEeM U pe3ynbTaTUBHOCTbLIO CUCTEMbl MEHeKMeHTa kadyecTBa (Hanpumep, C pe-
3ynbTaTamun BHyTpeHHUX ayauToB kadectBa (cm. TOCT ISO 13485—2017, nyHKT 8.2.4), aHa/IM30M CO CTOPOHbI
pykosogcTtBa (cMm. FTOCT ISO 13485—2017, nogpasgen 5.6), BHEWHVMUN OLLeHKaMM U KOHTPOJIEM Perysmpyto-
LLMX OpraHoB.

Cnocobamn obmeHa MHhbopMaunen SBNAIOTCA, Hanpumep:

- BblBEWMBaHME NHHOPMALMOHHbBIX COOBLLEHNA HAa AOCKA OOBSABMNEHUIA;

- npoBefeHne cobpanwuii;

- pacnpocTpaHeHve nHdopmauumn No 3/1EKTPOHHOM NoYvTe MM NocpeacTBOM KONMPOBaHMA AOKYMEHTOB.

BHyTpeHHWIA 06MeH MHpopmaunein MoxXHO obnieryatb, obecneudnBas XOpoLlyH OCBEAOM/IEHHOCTb Nep-
coHana 060 Bcex BMaax AeATeNbHOCTU WM (DYHKUUAX COTPYAHWMKOB BHYTPU opraHusauuu. Takylo ocBefoM-
NEHHOCTb MOXHO MOBbIWATb, MEeHAsA pacnpegeneHve yHKUMA cpean nepcoHana opraHusauun B paMkax cu-
CTeMbl UHAVBUAYA/IBHOTO Pa3BUTUSA.

5.6 AHa/IM3 CO CTOPOHbI PyKOBOACTBA

5.6.1 O6uMe NosIoXKeHUs

OpraHu3auusa Ao/KHa LOKYMEHTMPOBATb NPoUeAypbl 4151 aHasmM3a co CTOPOHbI PyKoBoACTBa. Bhiclwee
PYKOBOACTBO AO/MHKHO aHa/IM3MpoBaTh Yepes AO0KYMEHTa/IbHO 3amn/laHMpPOBaHHbIE MHTEPBasbl CUCTEMY Me-
HeP)KMEHTa KayecTBa opraHusauuy c Lefibio 06ecneyvyeHnss ee NOCTOSIHHON NPUrogHOCTU, afekBaTHOCTU U
pe3ynbTaTUBHOCTU. AHANN3 JO/DKEH BKIHOYATb OLEHKY BO3MOXHOCTEW Y/y4lleHUs U HEOBGXOAMMOCTU BHeE-
CEHUsI U3MEHEHUI i B CUCTEMY MEHeKMEeHTa KayecTBa OpraHusauuv, B TOM 4uc/ie B NOSMTUKE U LEeNnsx B
obnactn kadvectsa.

3anucu aHasmsa co CTOPOHbI PYKOBOACTBA AOJIKHbI NOAAEepXMBATLCA B paboyem cocTosiHum (4.2.5).

[FOCT ISO 13485—2017]

AHannM3 co CTOPOHbI PYKOBOACTBA SIBNSIETCS OCHOBOMO/arawwmumM TpeboBaHueM A/ 06ecrneyeHms cu-
CTEMbl MeHe[KMEeHTa KayecTBa MOCTOSAHHON NPUroAHOCTU, afeKBaTHOCTU U pe3ynbTaTUBHOCTU. PYKOBOACTBO
opraHu3alum A0/HKHO PerysisipHO aHa/iM3npoBaTb CUCTEMY MEHe)XMEeHTa KayecTBa; Haubonee npmemaembiM
Ans 1060 yCTaHOBMEHHON pe3yNbTaTUBHOW CUCTEMbI MEHEI)KMEHTA KauecTBa SIBMSIETCS €XerofHblii aHanms.
Mpv NAaHupoBaHWM UM BHEAPEHUW U3MEHEHWU 06bIYHO HeobxoauM 6onee yacTbli aHanim3. MoryT BO3HUK-
HyTb 06CTOATENbCTBA, TPEOYHLUNE W3MEHEHWS 3an/laHUPOBAHHOIO WHTEepBasia BPEMEHWU A5 BbINOJIHEHUS
aHanmM3a co CTOPOHbI PYKOBOACTBA.

JokymeHTMpOBaHHasa npoueaypa aHan3a CO CTOPOHbl PYKOBOACTBA [O/HKHA OMUCbiBaTb TpeboBaHUs
K npoueccy npoBefeHns aHanm3a. BxogHble AaHHble ANS aHanmM3a CO CTOPOHbI PYKOBOACTBA AOJDKHbI BK/1HO-
yaTb, HO He OrpaHuYMBaTbCs MHpopMauneid, ykasaHHoOW B n. 5.6.2.

PyKOBOACTBO opraHusauum v gpyrue nmua, yyacTByloLine B aHann3e co CTOPOHbI PYKOBOACTBA, AO/IKHbI
cofeicTBOBaTb NOMYYEHUHO BbIXOAHbIX AaHHbIX aHanusa Wiv npeanpuHuMath A8 3Toro Heobxoaumeie Aei-
cTBUSA, ecnn yenecoobpasHo (cm. FOCT ISO 13485—2017, nyHKT 6.2.2).

MeToa aHanm3a pekoMmeHayeTcs paspabartbiBaTb Ha OCHOBE MPaKTUYeCKUX MEeTOA0B KOMMEpYEeCcKon ae-
ATENbHOCTM OpraHu3aLumn; 3TOT METOA MOXET BK/IKUYaTb B Cebs:

- othuumanbHoe cobpaHne BHYTPU OpraHusaluvmn C YCTAHOBJIEHHOW MOBECTKOW [HS, periameHToM U 3a-
NAaHNUPOBAHHbLIMMW BbICTYN/IEHNAMM;

- BapuvaHT Takoro cobpaHusi B BUAe TeNeKoHpepeHUn Wan npyu nomowm VIHTepHeTa;

- YacTMUHblE aHaNU3bl Ha Pas3/INYHbIX YPOBHSX BHYTPU OpraHm3auuy ¢ coobLieHneM pesysibTaToB pYKo-
BOACTBY OpraHu3auunmn, aHaausnpyLlwemy 3T coobLeHmns.

3anncum 06 aHanm3e CO CTOPOHbI PYKOBOACTBA MOTYT ObiTb BbIMOJSIHEHLI B /110601 hopMe, NMPUHATON B
[aHHOW opraHuW3auuu, Takol, HanpuMMep, Kak 3anucy B XXypHasie ydyeTa, NpoTOKO/bl 0hULManbHbIX CObpaHuii
nAn 3anucu, caenaHHble B Xo4e 3TUX COOPaHuiA, pa3sMHOXEHHbIE U XpaHSALLMECS Ha BYMaXHOM WM 3NEKTPOH-
HOM HocuTene.

3anncn 06 aHanM3e €O CTOPOHbI PYKOBOACTBA pEKOMEHAyeTCsl AenaTb Mo BCEM MyHKTaM aHanusa u c
onucaHvem Bcex npeanpuHUMaeMbiX KOPPEKTUPYIOLWUX 1 nNpeaynpexjarnlwnx geincTsuii, pacnpeneneHnem
OTBETCTBEHHOCTU 3a AaHHble AEeCTBMA, ONMcaHMeM PEecypcoB, HEOOXOAMMbIX ANS1 BbINOJIHEHUA 3TUX AEN-
CTBWiA, 1 cOOBLEHNEM JaTbl MCMOIHEHUS,, ECNIN OHA M3BECTHA.

16



MOCT P 59921.8—2022

5.6.2 BxogHble faHHble 4n1a aHam3a

BxofHble faHHble A1 aHa/M3a CO CTOPOHbI PYKOBOACTBA AOJDKHbI BKIOYaTb, HO HE OrpaHMyYnBaThbCA
aTuUM, cneayroLLyo nHopMaLmio, NOAYYEHHY 13

a) o6paTHOW CBA3W;

b) obpalieHns c npeTeH3une;

C) OTYETHOCTU B perynvpytlowiue opraHbi;

d) aygmTos;

€) MOHUTOPUHra M U3MEpPEHUsi MPOLLECCOB;

f) MOHUTOpPUHra M N3MepeHns NPoayKUUN;

1) KOppeKTupyLero aeincTeuns;

h) npegynpexpgatowero geicTeus;

i) nocnenylWmX AEACTBUIA, BbITEKaLWUX U3 NpeablayLWnxX aHann3oB Co CTOPOHbI PYKOBOACTBA;

j) u3MeHeHwuii, KOTOpble MOI/IM 6bl MOBAVATE Ha CUCTEMY MEHE)KMEHTa KauyecTBa;

K) pekomeHgauunii No ynyyleHuo;

I) HOBbIX WM NEePeCcMOTPEHHbIX NPUMEHUMbIX PErynupyoLwmx TpeboBaHuii.

[FOCT ISO 13485—2017]

[nsa obecneyeHns aHann3a CUCTEMbl MEHEIXXMEHTa kayecTBa B Lie/IOM He06X0AUMO NpUMeEHeHue ycTa-
HOBJ/IEHHOrO MeTo4a aHasm3a, BK/Io4aloLlero B cebs:

- MOCTOSIHHOE MpMBEAEHME NONUTUKN U Leneli B 06/1aCTU KauecTBa B COOTBETCTBMM C TEKYLLMMN HyXAa-
MW opraHusauuu;

- obecrneyeHne (PyHKUMOHANIbHONM pe3y/ibTaTUBHOCTU CUCTEMbl MeHe[)XMeHTa KayecTBa U ee cnocob-
HOCTWU AOCTMXEHMUS Leneil B 06/1acTN KayecTBa,;

- aHanM3 PYHKUNMOHNPOBAHMA MpPoLEeccos;

- paccMmoTpeHue npobsieM B 0611aCTU KavyecTBa U NPeAnpuHATBLIX AeACTBUI;

- 0bpaTHylo CBA3b C NOTPebuTenem, BK/IKYas aHasM3 Xanob noTpebutens;

- aHa/IM3 OTYEeTOB MO pe3ynbTataM ayauToB (Kak BHYTPEHHUX, Tak U BHELUHUX);

- pekoMeHAauun no yay4yleHno/HeobXxoaMMble U3MEHEHNS;

- [elicTBMA, NpeAnpuHATbIE HA OCHOBaHWM NpeablayLiero aHannsa,;

- HOBble WX NepecMOTPeHHble perynupytoumne TpeboBaHus.

Mpob6nembl YaCTHOrO XxapakTepa pekoMmeHAyeTcs paspellatb o Mepe uX NOosBAEHUs, He oXxuaasa cneay-
IOLLLEr0 aHasM3a Co CTOPOHbI PYKOBOACTBA OpraHusauumn. AHanm3 co CTOPOHbl PYKOBOACTBA A0/KEH BbIABNATb
NMOBTOPHOE MOSIBMIEHME YXe CYLLEeCTBOBaBLUMX NPO6MEM, aleKBaTHOCTb AEACTBUIA, NPeanpUHATBLIX 415 peLle-
HUA 3TUX Npobnem, a Takke y[ooBNEeTBOPEHHOCTb NOTpebuTens n cOOTBETCTBME AENCTBUA perynmpylolmnm
TpeboBaHusaAM. OgHako aHasM3 Npob/sieM YacTHOrO xapakTepa AO/DKEH ObiTb AOMOMHEHWEM K aHanusy Bcel
cUCTeMbl MeHe[)XXMeHTa KayecTBa C Le/ibio OnpefesieHnss ee pe3y/ibTaTUBHOCTU B PELLUEHMN 3ajay opraHusa-
umMm B 0611aCTM KayecTBa.

Mpu npoBefeHNN aHann3a co CTOPOHbI PYKOBOACTBA PeKOMeHAyeTCs He yaeNnsATb BHUMaHMe MHOrokpar-
HOMY 06CYXAEHUI0 He3HauMTeNbHbIX NPo6aemM. AHaNn3 co CTOPOHbI PYKOBOACTBA OpraHu3aluu nosesHee npu
paccMOTPEeHUU COOBLLEHMIA, NMO3BOMAKLWNX MNOMAYYNTb SCHOE NpeacTaB/ieHNne O MOJSIOKEHUN B LIESIOM, a He O
MenNknx npobsemMax. PykoBOACTBO OpraHusauuy AO/HKHO aHan3mpoBaTb 06uime BOMPOCbI M MPUHUMATbL MO
HUM CYLLLECTBEHHbIE pPEeLUeHNs.

BkiitoueHue aHanmsa BXOOHbIX [laHHbIX B aHasM3 Co CTOPOHbI pykosogcTBa cMm. B TOCT ISO 13485—
2017, noppasgen 8.4. PaccmaTpuBaeMble BXOAHbIE AaHHbIe MOTyT BK/OYaTb B cebs:

- HeobxoAMmMoCTb 06yyeHns nepcoHana,;

- PpUCKK, CBA3aHHbIE C NOCTaBLMKaMW;

- NOTpebHOCTbL B 060pYAOBaHUN, HaAexXalleil NPOU3BOACTBEHHON cpeae, TeKyLLEM PEMOHTE.

PaccmatpuBas nosiydeHHble pesynbTaTthbl, a Takke WUTOrM aHasv3a, opraHusauus MoxeT paspaboTtaTb
uny nepecMoTpeTb CBOW M/aHbl KayecTBa, a Takke cTpaternyeckue n 6usHec-naaHbl Ha Gyayuiee.

Mocne npoBefeHWs yNyylleHUA 1 ycTpaHeHus Npo6neM opraHvM3auus MOXeT MpoaHannsvMpoBaTb Xa-
pakTep u CTeneHb ynpasfieHNs CpeacTBaMy KOHTPOJIA, @& MMEHHO: OCTAlTCH /I OHU TakUMU Xe BaXHbIMW,
Kak paHblle, WM MOXHO CIKOHOMUTb Ha MX MoAudukaumu, Mo HeobxoauMOo NpuHATUE Apyrux mep? lMpu
yBEIMYEHUN YmnC/a Xanob pekoMeHAyeTcs NPUHSATb pelleHne 06 UCCeAOoBaHUU NPUYUH U MPUHATAKM COOT-
BETCTBYIOLLMX Mep.
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PasHuua mMexay aHanm3om ¥ ayauToM BbiTEKaeT M3 TpeboBaHUA BKIOYaTb pesynbTatbl ayguToB B aHa-
JIN3 CO CTOPOHbI PYKOBOACTBA OpraHun3aLuu.

Mpy npoBefeHUN aHanM3a CO CTOPOHbI PYKOBOACTBA OpraHusaunn, a Takke nosydyeHun BXOAHbIX AaH-
HbIX 419 npoektmpoBaHus (cMm. TOCT ISO 13485—2017, nyHKT 7.3.2) ntobble HOpMAaTUBHbLIE AOKYMEHTbI, pas-
paboTaHHble KOMMETEHTHbIMW OpraHamMmm 1 OTHOCALUMECA K YMOMAHYTbIM Npoueccam, ABASITCA peryavpyto-
WMMKU TpeboBaHMAMM W BbICTYNalOT B KaYecTBE MMEILUX IOpUANYECKYI0 CUNY npefBapuTefibHbIX YCI0BWiA,
KOTopble cnegyeT BbIMOSHATh!

- Npu pasMeLleHnn MefULUHCKUX U3LE/MA Ha PbIHKE;

- BBEAEHUN MefUUUHCKMX U3Lenuin B obpalleHue;
yctaHoBke CUN nnn

- peanv3aunn CBA3AHHbLIX C HUMUW YC/yT.

OpraHusaums [o/hKHa COOTBETCTBOBATb 3TMM PeryvpylowmMm TpeboBaHWAM TOJIbKO B Cyyae, ec/iu
OHa nocTaBnsAeT WK nnaHupyeTt nocTtassaTb cBou CUAW Ha KOHKPETHbIV PbIHOK WM B KOHKPETHbIVW PeruoH, rae
nofobHble TpeboBaHMsA CyLLeCcTBYHOT. YacTb aHann3a, NPOBOLAMMOrO CO CTOPOHbI PYKOBOACTBA OpraHu3aLumu,
pekoMeHAyeTCsA MOCBATUTHL MOHMMAHUI0 COOTBETCTBUSA OpraHusaunm perynnpyrowmm TpebosaHusaM, a Ttakke
NJ1aHMPOBaHUI0 AENCTBMIA NO YCTAHOBNEHWIO M NOAAEPXAHUIO TAKOrO COOTBETCTBUSI B paboyeM COCTOSHUM.

5.6.3 BbIxogHble AaHHble A9 aHanusa

BbIxoAHblE AaHHblE aHa/M3a CO CTOPOHbl PYKOBOACTBA AO/MKHbI ObiThb 3aperncTpupoBaHbl (4.2.5) u
BK/IIOYATb MPOaHa/IN3NpPOBaHHbIe BXOAHbIE AaHHbIe U /I06ble peLleHust u eicTBUS, OTHOCALWMeCs K

a) yny4yweHusiM, HeobXoAMMbIM AN NOAAEPXKAHUSA NPUTOAHOCTU, afeKBaTHOCTU U pe3y/ibTaTUBHOCTY
CUCTEMbI MEHE)KMEHTa KayecTBa 1 ee NpOoLEeCCoB;

b) yNydlWEHNIO NPOAYKUUN cornacHo TpeboBaHUsAM noTpebuTenei;

C) M3MEHEHMUsIM, HeOBXOAMMbIM AN5 pearnpoBaHMs Ha HOBble MWW MEPecMOTPEHHbIE MPUMEHUMbIE
perynupywline TpeboBaHus;

d) noTpebHOCTM B pecypcax.

[FOCT ISO 13485—2017]

BbIxogHble faHHble A4/1S aHa/n3a Cco CTOPOHbI PYKOBOACTBA OpraHv3aunm AoMKHbI cogepxarb cooblue-
HVEe O pe3y/IbTaTUBHOCTM CUCTEMbl MEHeMKMEHTa KauyecTBa M ee NpoLeccoB, pa3paboTaHHbIX ANs AOCTUXe-
HVS1 NOIMTUKM U Ueneli B 061acTu KayecTBa, a Takke 0 CTENEHW AOCTWXKEHUS 3TUX UeNeil Ha OCHOBaHMU ycTa-
HOB/EHHbIX KPUTEPUEB COOTBETCTBUA. OAHMM U3 BO3MOXHbIX Pe3y/bTaToB aHasm3a Co CTOPOHbI PYKOBOACTBA
MOXeET OblTb NPUHATME PELIeHUs O MepecMoTpe 3an/aHMPOBaHHOIO MHTepBasla BPeMEeHW, Yepes3 KOTopbli
NpoBoAAT NOoA0GHbI aHanm3 (cm. TOCT I1SO 13485—2017, nyHKT 5.6.1).

OpraHusauus LOo/mKHa PernmcTpMpoBaTtb M COXPaHATb AOKYMEHTUPOBAHHYH WMHGOPMALMI0 Kak cBuie-
TENbCTBO pe3y/ibTaTOB aHa/n3a Co CTOPOHbI pyKOBOACTBa. [Mpumepbl AOKYMEHTMPOBAHHON MHopMauumn mo-
ryT BKAOYaTb Npe3eHTauumn, NPOTOKO/bl COBELLaHUA UM OTYETI.

[okymeHTMpoBaHHaa MHoOpMauma A0/HKHA coAepxaTtb creaylLlee:

- [aTy pacCMOTpeHUs;

- MHhopMaLmMio 0 Muax, NPUHMMAKLLNX y4acTue B aHa/iM3e CO CTOPOHbI PYKOBOACTBA,;

- KpaTkoe 13noxeHus o63opa MHopmauun, npeacTaBneHHOW BXOAHbIMU AAaHHBIMU, NEepPeyYncneHHbIMN
B NyHKTe 5.6.2 0 cMCTEME MEHeXMeHTa KayecTBa;

- NPUHATbIE pELUeHUs U AeACTBUSA, HanpaB/liEHHbIE:

- Ha ynydlleHve cMcTeMbl MEHe)KMEHTa KayecTBa U ee NpoLeccos;

- COBEpLUEHCTBOBAHME NPOAYKLNN;

- onpefeneHve pecypcoB, HEOOXOAUMbIX ANA NoAAepXaHusi pe3yNbTaTMBHOCTA CUCTEMbI MeHen-
XMeHTa KauecTsa;

- COOTBETCTBME PEryvpyrowM TpeboBaHnsM 1 TpebOBaHMAM 3aka3umka.

- MHd)opMaLmio 0 1nLax, OTBETCTBEHHbIX 3a AeCTBUSA, KOTOPble HEOBX0AMMO MPEeANpPUHSITL, U O CpoKax
BbINOSTHEHNA 3TUX AEWCTBUINA;

- 3aK/IKvYeHne 0 NPUroAHOCTU, aleKBaTHOCTU U Pe3yNbTaTUBHOCTU CUCTEMbI MEHEXMEHTa KayecTBa;

- paTy o4yepenHOro aHasm3a Cco CTOPOHbI PyKOBOACTBA.
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6 MeHeoXMeHT pecypcoB

6.1 Ob6ecneueHue pecypcamu

OpraHusaums o/mkHa onpefensitb 1 o6ecneynBatb pecypcbl, Heo6xoanMble ANs:

a) BHeApEeHUs CUCTEMbl MeHe[pKMeHTa KauyecTBa W NoffepXaHus ee pesysibTaTUBHOCTY;

b) COOTBETCTBUS NPUMEHVMMbIM PEryNUpyoLLMM TpeboBaHUSIM 1 TpeboBaHusM noTpebuTens.
[FOCT ISO 13485—2017]

PykoBOACTBY OpraHu3auuu cregyeT yAensiTb BHUMaHWe UAeHTUUKaLUM 1 0GeCreyeHnto pecypcamu,
HEeo6X0AMMbIMY A/1S1 YCNELIHOr0 BHeAPEeHUs] NMOMUTUKMA opraHM3auum B 0611acTyi KauyecTBa M JAOCTUXEHUs Mo-
CTaB/IEHHbIX LieNei, a Takke ans yLoBNETBOPEHNS TPe60OBaHW 3aKa3umMkoB U pPerynvnpyoLmx TpeGoBaHuii.

ObecneyeHne Heo6XOAMMBIX PECYPCOB SIBASIOTCA NPeAnOoCLINKOW pe3ynbTaTVBHOIO BHeApPeHus, nof-
[lepxaHusi B paboyeM COCTOSIHAM W MOCTOSIHHOTO Y/yULlEeHNUs1 CUCTEMbl MEHEI)KMEHTA KayecTBa U ee npouec-
coB. 3afielicTBOBaHHbIE NMPOLECCHI ONPeAensitoT cogepXaHme n 06bemM TPeGyeMbIX PECYPCOB.

OTBETCTBEHHOCTL 3a 06ecrneyeHVe pecypcamiy JIeXWUT Ha OpraHu3auuy He3aBMCUMO OT TOro, OCYLLecT-
BNsieTCs NIn o6ecneyeHne AaHHOW opraHusaumeidi UM CTOPOHHUMU OpraHu3aLusMu.

PecypcamMu cumMTaloT NepcoHan opraHusauumn, NPOU3BOACTBEHHYIO cpefy, MH(OPMaLMio, 3aKa3uyukoB U
napTHepoB, NPUPOAHbLIE U (DUHAHCOBbLIE PecypChl.

MoTpe6HOCTL B pecypcax Heo6XoauMo Nepuoauyeckn aHanusnpoBatb. O6bIYHO 3TV AeicTBUS BbIMNoSI-
HSIOT BO BPEMSI aHa/iM3a CO CTOPOHbI PYKOBOACTBA M MPU PacCMOTPEHUM HOBOTO TEHAEpa WM KOHTpakTa, npu
N3MEHEHNN PerynmpyroLmx Tpe6oBaHnii, Npy pacCMOTPEHUN HOBOI GU3HEC-CTpaTErnn.

6.2 YenoBeueckue pecypcbl

MepcoHarn, ocylecTBAAWLWMI AeATeNbHOCTb, BAUAIOLLYIO Ha Ka4eCcTBO NPOAYKLUMMN, JO/MKEH ObiTb KOM-
NeTEeHTHbIM B COOTBETCTBUM C MOJTyYEHHbLIM 06pa3oBaHMeM, NOArOTOBKOM, HaBbIKaMX U OMbITOM.

OpraHusaums fo/xHa OOKYMeHTUpoBaTb npouecc(bl), onpegenswowmii(e) KoMneTeHTHOCTb NepcoHa-
na, nposegeHne obyyeHuns, obecneyeHne MHHOPMMPOBAHHOCTU MepcoHana.

OpraHusaumnsa gonxHa:

a) onpenenaTb HEO6XOAMMYK KOMMETEHTHOCTb MepcoHasna, OCYLWeCTBASAWLWEro AesATe/lbHOCTb, BU-
ALY Ha KaYeCcTBO NPOAYKUUK;

b) obecneunBaTb MOATOTOBKY WX NPeANPUHUMATL Apyrie AeicTBusA 418 OCTVXKEHUS UM NOAAEpXa-
HVA HEOBXOAMMOW KOMMETEHTHOCTY;

C) OueHVBaTb Pe3y/bTaTUBHOCTb NPUHATBLIX Mep;

d) obecneunBaTb OCBELOM/IEHHOCTb CBOEr0 fnepcoHasia 06 akTya/lbHOCTU U BaXHOCTU ero Aestesb-
HOCTU W BKNage B JOCTWXEeHWe ueneit B 061acTu kayecTBa;

e) nopaepxusaTb B paboyeM COCTOSHMM COOTBETCTBYHOLWME 3annucn 06 obpasoBaHuu, NOArOTOBKe, Ha-
Bblkax v onbiTe (4.2.5).

MpumeyaHue — MeToAOMOIVSA, UCMOMb3YEMast A NPOBEPKM PE3Y/IbTATUBHOCTM, AO/DKHA BbiTb NPOMOPLYIO-
HaslbHa PYICKY, CBSI3aHHOMY C AESTENBLHOCTHI, B OTHOLLEHUN KOTOPOIA MPOBEAEHO OBYUEHNE WM MHble AelCTBUS.

[FOCT ISO 13485—2017]

CMbICN1 HACTOALLErO MyHKTa 3ak/lvyaeTcsl B onpeaesieHun Heob6xoAnMoli KOMNEeTEHTHOCTU, TpebyeMoii
[NS1 BbINOJIHEHUSA OTAE/bHbIX (PYHKLUMIA, N HEOGXOAUMO OTBETCTBEHHOCTU 3a Pe3y/ibTaTUBHOCTL CUCTEMbI Me-
HeMKMEHTa KauecTBa, a Takke B rapaHTUW TOro, YTO /ML, BbINONHSIOWME paboTy, KOMNETEHTHbI Ha OCHOBE
06yyeHusl, HaBbIKOB, 06pa30BaHNs UKW OMbITa.

OpraHusaumst Ao/mKHa AOKYMEHTUPOBATL MpoLeaypbl, ONucbiBaloWMe Npouecckl onpeaeneHus Tpe6o-
BaHMWiA K KOMNETEHTHOCTU, OonpeAesieHns Heo6XoAMMOl KOMNETEHTHOCTM NepcoHana, Tpebyemoii Ans Bbinon-
HEHUS OTAENbHLIX (PYHKUWIA, a TakkKe MPUHSTVASI MEP MO YCTAHOB/IEHWIO WM NOALEPXKAHWI0 KOMMNETEHTHOCTM
nepcoHana, BK/UYas oueHKy atD(peKTUBHOCTU MPUHATLIX Mep.

OpraHu3aumm pekoMeHayeTcs onpeaesiaTb onbIT, KBaNNQUKaLMo, BO3MOXHOCTU 1 CNOCOGHOCTM Nepco-
Hasa, 0COGEHHO B TEX 06/1acTsIX, KOTOpPble MOTyT MOB/MATL HA 6€30MacHOCTb U Pe3y/bTaTUBHOCTL U3roTaB/Iu-
BaeMbIX ¥ NOCTABASEMbIX MEeAULMHCKUX U3AENA.
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YpoBeHb NoAroTOBKW, HEOOXOAMMbLIN ANS OCYWeCTB/EHUS Kakoro-nmbo npouecca, 06bIYHO onpepens-
10T, OLleHMBas ypoOBEHb HEOOGXOAMMOWN KOMNETEHTHOCTM NepcoHasna, KOTOPbIA [O/MKEH OCYLeCTBAATb AaHHbI
npouecc, pykKoBOoACTBYACb AaHHbIMU cnepyowmx snugos gearenbHocty no NOCT ISO 13485—2017:

- pacnpegeneHme 06s3aHHOCTEN M Ha3HavyeHne nepcoHana (cm. 6.2);

- aHanu3 co CTOPOHbI pykoBoAcTBa (CM. 5.6);

- ynpaBfieHne HecOOTBETCTBYIOLWEN npogykumnein (8.3);

- KoppekTupytowwme gerictensa (cm. 8.5.2);

- npegynpexgatouine geinctemsa (cMm. 8.5.3);

- BHYTPEHHWUI ayguT kadecTtBa (cMm. 8.2.4).

Bce BbilWenepeyncrneHHble BUAbl AeSATE/IbHOCTU Npu3BaHbl naeHTUdUUUpoBaTb Te 06s1actu, rae Heob-
XOAMMO MOBbILLEHNE KOMNETEHTHOCTW NepcoHana, v onpefensAT BO3MOXHOCTU TakKOro MoBbIWEHUSA Mnocpes-
CTBOM 3aMeHbl MepcoHana, ero fanbHeliero 06yyeHnss uan noaroToBKM.

MepcoHan, paboTalLnini ¢ CUCTEMON MeHeKMeHTa KavyecTsa, AOo/HKeH obnafars HeEO6XOANMbIM YPOB-
HEeM KOMMETEHTHOCTV WAV NOATOTOBKW (BHYTPEHHEW WUAW BHELUHel) npexae, YeM OH CMOXET Hagnexalium u
6e3onacHbIM 06pa3oM OCYLLECTBNATL MOCTaB/IEHHbIE MNepej, HUM 3adadyn. epcoHan opraHusauuy OOoSHKeH
CO3HaBaTb HEOOXOAMMOCTb fasibHEeWLEero MOBbILLEHNUS KBasMUKaLUUM Wi nonayvyeHns opuumansHOro nog-
TBEPXAEHNA COOTBETCTBMA YCTAHOBJ/IEHHbLIM TpeboBaHUAM K nepcoHay. OpraHusauusa o6blYHO obecneymnsa-
eT o6uiee obyyeHme 1 NOArOTOBKY MepcoHana, 3aHATOro MOJHbIA U HEMOJHLIA paboynii aeHb, a Takke pabo-
Talollero no AoroBopy, COINAacHO LWTaTHOMY pacnucaHuio. Takoe obydyeHue ¥ NoAroToBKa AO/IKHbI BKIOYATb
B ceb6a 03HaKoM/IeHMe:

- C OCHOBaMu KOMMEepPYeCKoWn AeATeNIbHOCTH;

- MOAUTUKOW B 06/1aCTU KayecTBa W BHYTPEHHEl MOSIMTUKOW opraHusauuu;

- [0O/HKHOCTHBIMW 0653aHHOCTAMU NepcoHana;

HeobxoAuMbIMK npoueaypaMu Y UHCTPYKUNAMN.

MoaroToBKy fonyckaeTcs NPOBOAUTL NO3TANHO; OHa 06bIYHO ABMAETCH 3anjiaHMpPoBaHHbIM UM HEOOXO-
OVMbIM NPOAOMKEHEM, NMOO NOBTOPEHMEM MepBOHaYanbHOM NOAroToBKW. epcoHan opraHusalmm HeceT OT-
BETCTBEHHOCTb 3a BbINOMIHEHNE KOHKPETHbIX (PYHKUMI COrnacHo AOKYMEHTUPOBaHHbIM npoLlesypamMm CUCTeMbI
MeHe)KMeHTa KayecTBa W AO/HDKEH NPOXOANTb NMOArOTOBKY MO AaHHLIM Npoueaypam.

OpraHu3auns fOo/mKHa OUeHMBaTb pesy/bTaTUBHOCTb MOAFOTOBKM MepcoHana unv Apyrux Aeictsuii no
obecneyeHnto ero kKoMneTeHTHoCcTU. OueHNBaHNe MOXET 3ak/1yaTbCAa B ONpoce MOAroTOB/IEHHOIO NepcoHa-
na ans Toro, 4tobbl y3HaTh €ro MHEHME O HE06XOAMMOCTM NOSYYEHWS KaKo-Nnmbo nHopMauun, oLeHNTb pa-
60Ty KOHKPETHOrO /iMua 1 npoaHanu3npoBaTtb pPe3y/ibTaTMBHOCTbL 06YUYEHUS KOHKPETHbIM 06yYalowMM SIULOM.

OpraHusauns gosmkHa nogaepxmearb B paboyem COCTOAHUM 3anucu, AEMOHCTPUPYOLNE YPOBEHb KOM-
NEeTEHTHOCTM MepcoHasa. PekoMeHAyeTCs Takke XpaHUTb 3anncy O MOArOTOBKE, MOJIyYEHHOU NepcoHasiom,
M NobbIX ee pesynbraTax. 3anucu, AEMOHCTPUPYIOLLME YCMeLlHoe 3aBeplleHUe KOHKPeTHbIM /IMLOM Kypca
00y4yeHVs] U MOBbILWEHNE ero KOMMEeTEHTHOCTW, MOryT (Npy HeobxoAMMOCTU) ObiTb NPOCTLIMU WK CIOXHbI-
My, MNpocTeiiwasn 3anMcb MOXeT NpPeAcTaBnsaTb COOGOW Hekuid 3HaK AoMycka, NoATBEPXAaKLWuii CnoCO6HOCTb
KOHKPETHOro nuua NpUMeEHATb KOHKpPeTHOe 060pyfoBaHue, OCYLLeCTBNATb KOHKPETHble Mpouecchl Wian npo-
uenypbl. B 3anucax SO/MKHO 6bITb YETKO OTPaXKEHO, YTO KOHKPETHOoe MINLL0 CYUTAETCA AO0CTAaTOYHO KOMMNETEHT-
HbIM 47151 BbINOJ/IHEHNSI KOHKPETHbIX 3aad, K KOTOpPbIM €ro roToBWIn. Pe3ybTaTUBHOCTL /10600 fasibHewero
06y4eHUss 1 NOArOTOBKM PEKOMEeHAyeTCs OLEeHMBaTb 3aHOBO Yepe3 YCTaHOB/IEHHbIN Nepuos, BPEMEHW C Liefblo
NOATBEPXAEHUS [OCTUTHYTOW KOMMNETEHTHOCTH.

PekomeHayeTcs NpoBOAWTL MOATOTOBKY NMepcoHasna, MMeKLWero Heo6xoAnmble HaBblkM, KBanngukawlmo
M onbIT. 3an1cu o NOAroToBKe NepcoHana 06bIYHO COXPAHSAIOT C LeNbilo J0KYMEHTUPOBAHHOIO NOATBEPXAEHNS
ero keanndukaymnm.
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6.3 VIHdpacTpykTypa

OpraHusaumsi 4o/mKHa AOKYMEHTUPOBaTb Tpe6oBaHUSI K MH(PPACTPYKType, Heo6xoAnMOol Ans focTu-

XXEHUs1 COOTBETCTBUS TPeO6OBaHMAM K NPOAYKL MK, NpefoTBpalleHns nepenyTbiBaHUa NpoaykumMm n obecne-
YeHNs Hag/exalero obpalleHns ¢ Hell.

WHdpacTpykTypa MOXeT BK/IOYaTb, ecnun LenecoobpasHo:

a) 34aHus, paboyee NMPOCTPAHCTBO U CBA3AHHbIE C HUM CUCTEMbl MHXEHEPHOro obecneyeHuns;

b) o6opyaoBaHue, BKIOUYAs TEXHUYECKME U NPOTPaMMHbIE CPELCTBa;

C) BcrnomoraTtesibHble yciyrn (Hanpumep, TpaHCcnopT, CBA3b WM MH(OPMaLNOHHbIE CUCTEMBI).

OpraHu3auusa go/mkHa AOKYMEHTUpoBaTh TpeboBaHUsA K AeATeNbHOCTU MO TEXHUYECKOMY 06CnyXuBa-
HWIO, B TOM YKC/IE UHTEpPBasibl BbINOHEHUSI PAbOT MO TEXHUYECKOMY OOC/TYXMBAHUIO, €CIM 3TN AelCTBUS
WA MX OTCYTCTBME MOFYT MOBANSATbL HA KAa4eCTBO MPOAYKUUN.

Ecnun uenecoobpasHo, TpeboBaHUA AOMKHbI MPUMEHATLCS K 060pYL0BaHUIO, UCMO/b3YEMOMY B NPOU3-
BOACTBE, A/19 yNpaB/ieHUs1 NPOM3BOACTBEHHOWN CPefoi, MOHUTOPUHIA N N3MEPEHMS.

3anuncun Takoro TEXHMYECKOro 06Cy)XMBaHus LO/DKHbI Nogaepxmnsarbcs B paboyem coctosHum (4.2.5).

[FOCT ISO 13485—2017]

OpraHu3aunn cnegyeT onpefenutb Heo6X0AUMYI0 UHDPACTPYKTYPY A8 (DYHKUMOHMPOBaAHUA ee Mpo-
LLeccoB 1 ANs AOCTUXEHUs ee ueneil. OpraHusauus AO/DKHA M1aHUMPOBaTb 06ecneyeHve 1 nogaepxaHue
HeobXxoANMON UHPaCTPYKTYpbI.

Mpv onpefeneHun HeobXoAMMON MHAPACTPYKTYPbl OpraHM3auns A0/KHA YUMTbIBaTb Kakue 3aHus, co-
OPYXEHWUSs1, HXEHEpPHbIE ceTu, 0b6opyAoBaHMe, NporpaMmmMHoe obecneyveHne, cepBUcChbl U (UIKM) TPAHCMOPTHbIE
cpeacTBa Heobxoaumbl AN obecnevyeHns cCOOTBETCTBUSA NPOAYKUMM U ycnyr. MoTpebHOCTN MHPaCcTPYKTYpbI

MOryT OCHOBbIBATbCA Ha TpeboBaHUAX I'IOTpe6l/ITerIF|, 3aKoHOoAaTe/IbHbIX N HOPMATUBHbIX MPaBOBbIX Tpe6OBa-
HUAX.

6.4 NMpomn3BoacTBEHHasA cpefia U KOHTPOJIb 3arpAa3HeHns

6.4.1 MNponsBoacTBeEHHaA cpeja

OpraHu3auusa A0o/KHa AOKYMEHTMPOoBaTb TpeboBaHMs K MPOU3BOACTBEHHON cpefe, HeobxoaMmon ans
LOCTWXEHMA COOTBETCTBUA TpeboBaHMAM K NPOAYKLUN.

Ecnn ycnosus nponsBOACTBEHHOW cpefbl MOTYT OKasaTb HeraTuBHOE B/IMSIHWE Ha KayecTBO NPOAyk-
Ly, opraHusaums Ao/hkHa AOKYMEHTMpoBaTh TpeboBaHMsA K MPOU3BOACTBEHHONW cpefe v npoueaypbl Ans
MOHUTOPWHIa 1 ynpasfeHuss NpoM3BOACTBEHHON Cpeoil.

OpraHusaumsa fosxHa:

a) paspaboTartb AOKYMEHTMpPOBaHHble TpebOBaHUSA K COCTOAHWUIO 3[0POBbSA, YUCTOTE U ofdexae nep-
COHana, ecnun KOHTaKT MexAay nepcoHasioMm W NpoaykKuuer nam npouM3BOACTBEHHON Cpefoil MOXET okasaTb
B/IMAHNE Ha 6e30MacHOCTb MEeAMUMHCKOro U3Aenua Wan ero PyHKUMOHasIbHble XapaKTepucTuKy;

b) obecneuntb, 4TOObLl BECb NEPCOHas, BPEMEHHO paboTalowmii B 0COObIX YCNOBUSAX NPOMN3BOACTBEH-
HOW cpedbl, 6bl1 KOMNETEHTHbIM UKW Haxoauscsa nog HabnwgeHneM KOMNEeTeHTHOro auua.

MpumMmeyaHne — [ONOSHATENbHYIO MHCIOPMALIMIO MOXHO HaitTy B I1SO 14644 1 ISO 14698.

[FTOCT I1SO 13485—2017]
JononHntensHble pykosoadwme ykasaHua no MOCT ISO 13485—2017, nyHKT 6.4.1 OTCYTCTBYIOT.

6.4.2 KOHTpOJ1b 3arpA3HeHns

Ecnun uenecoobpasHo, opraHm3auyms Ao/HKHa NaaHupoBaTh W OKYMEHTUPOBATbL Mepbl ANA KOHTPOSS
3arpsA3HEeHHON UM NoTeHUManbHO 3arpsa3HeHHOW NpoAyKUMKU C Lenblo NpeaoTBpalleHns 3arpa3HeHus npo-
M3BOACTBEHHOW cpefbl, NepcoHana uam npoaykumu.

[na cTepunbHbIX MEeUUMHCKUX W3Aenuii opraHusauusa [Oo/bkHa [OKYMEHTMpoBaTb TpeboBaHus K
yrnpasfeHnio 3arpsa3HeHnemM MUKpOOpraHu3mMammn unu TBepAbiMn YyactTuuamu U nogaepxusaTbs Tpebyemyto
YMCTOTY B Npoueccax CO60pKn 1 yNnakoBKU.

[FOCT ISO 13485—2017]

Tpe6oBaHUSA HACTOSALLErO NyHKTa He NpuMeHumbl k CUN.
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7 Tlpouecchbl XU3HEHHOro LuKia npoayKumm
7.1 TlnaHMpoBaHMe MPOLECCOB XU3HEHHOTO LKA NPOAYKLMA

OpraHusauus Ao/mkHa nnaHvpoBatb U paspabaTtbiBaTb Npouecchbl, Heobxoaumble Ans obecrneyeHus
XW3HEHHOro uuMkna npoaykumu. MNMnaHnpoBaHMe NPOLECCOB XU3HEHHOro UMKia NpPoayKUuUU AO0/MKHO ObITb
cor/iacoBaHo € TpeboBaHUAMM K APYTMM MpoueccaM CUCTEMbl MEHE)KMEHTa kayecTBa.

OpraHusauus fo/xHa OOKYMEHTMPOBaTb OAMH unn 60see NpoLeccoB MeHeMKMeEHTa pucka B npouec-
cax XU3HEHHOro UMKNa NpoayKuuu.

3anvcmn Nno MeHeMKMEHTY puUcka LO/DKHbI NoAfepXuBaTbCa B paboyem coctosaHuu (4.2.5).

Mpy nnaHMpoBaHUU MNPOLECCOB XW3HEHHOro UMKIa NPOAYKLMM OpraHu3auus [o/hKHa YCTaHOBUTH,
ecnn uenecoobpasHo:

a) uenn B o6nacTn kayectsa M TpeboBaHMsA K NpoAyKuuu;

b) noTpebHOCTbL B pa3paboTke MpOLECCOB, AOKYMEHTOB (4.2.4), a Takke B o6ecnedyeHun pecypcamu
OS] KOHKPETHOWM NpoAayKuun, BKIOYas MHAPACTPYKTYPY U NPON3BOACTBEHHYHO cpeay;

C) HeobxoAaMMyl AeATeNbHOCTb MO Bepudmkauumn, Banngauni, MOHUTOPUHTY, KOHTPOIIO WM UChbITa-
HUSIM, 006paboTKe, XpaHeHWo, pacnpefesieHNto U MPOC/eXMBAeMOCTM KOHKPETHOM npoaykuun BMmecTe ¢
KPUTEPMAMMN MPUEMKN NPOAYKLMWK;

d) 3anucu, Heobxogumble AnA obecrneyeHns cBMAeTeNIbCTBa TOro, YTO MPOLECCHhl XU3HEHHOIO UMKIa
npoayKuM1 1 rotoBas NPoAYKLUMS COOTBETCTBYIOT TpeboBaHusm (4.2.5).

Pe3ynbTatbl 3TOr0 N/aHMpPOBaHUS O0/MKHbl ObiTb AOKYMEHTMPOBAHbI B (DOPME, COOTBETCTBYHOLLEN
npakTuke opraHusauuu.

MpumevaHne — JONOAHUTENLHYIO MHCDOPMALMIO MOXHO HaliTy B ISO 14971.

[FOCT 1SO 13485—2017]

MpumeHsoT nyHkT 7.1 TOCT P MCO/M3K 90003—2014.

7.2 Tlpougecchbl, CBsA3aHHble C NOTPeEGUTENAMN

7.2.1 OnpepneneHve TpeboBaHMi, OTHOCALLUMXCA K NpPoAyKuumn

OpraHu3auns Ao/HkHa onpenennTs:

a) TpeboBaHUsA NOTpebuTess, BKIOYasA TpeboBaHMA K NOCTABKE U AeATEe/IbHOCTU MOC/e MOCTaBKY;

b) TpeboBaHusA, He onpepesieHHble noTpebuTesniem, HO HeO6XoAuMble A1 KOHKPETHOro unu npegno-
naraemoro MCcnosib30BaHusl, Korja OHO M3BECTHO;

C) MPUMEHMMbIE perynupyolme TpeboBaHNs, OTHOCALLMECS K NPOAYKLNN;

d) nboe obyyeHne nonb3oBartesneli, Heobxoaumoe AN obecnevyeHuss 3afaHHbIX PYHKLMOHAIbHbIX
XapakTepucTuK u 6e30MacHOCTU NPUMEHEHNUS MEeAULMHCKOTro N3fenus;

€) nobble JONONHUTE bHbIE TPEO0BaHUS, ONpeaesieHHbIe opraHu3auuei.

[FOCT ISO 13485—2017]

MpumeHsaT nyHkT 7.2.1 TOCT P NCO/M3K 90003—2014.

7.2.2 AHann3 TpeboBaHNiM, OTHOCALLMXCS K MPOAYKUUK

OpraHu3auns fo/mKHa aHanu3nposatb TpeboBaHus, OTHOCALWMECS K NPOAYKUMW. DTOT aHanNn3 fO/KeH
NpOBOAUTLCA A0 NPUHATUSA OopraHu3auueli ob6s3aTenbCTBa NOCTaBAATb NPOAYKLUIO noTpebutento (Hanpu-
Mep, yyacTusi B TeHAepax, NPUHATUS KOHTPAKTOB WM 3aKa30B, MPUHATUS U3MEHEHW K KOHTpakTam uam
3akasam) 1 Jo/mkeH obecneunBathb:

a) onpejeneHve 1 LOKYMeHTMpOBaHMe TpeboBaHWii K NPOAYyKUuK;

b) cornacoBaHvie TPeb6OBaHUN KOHTpaKTa WM 3akasa, OT/IMYaLWUXCA 0T paHee CHOPMYMPOBAHHBIX;

C) BbIMOSIHEHWE NPUMEHUMbIX PErynupyoLwmx TpeboBaHuii;

d) noboe obyyeHne s nonb3oBartesieli B COOTBETCTBUN C MYHKTOM 7.2.1, ero AOCTYMHOCTb WK nna-
HMpOBaHMe obecneyeHnss AOCTYNHOCTY;

€) Cnoco6HOCTb OpraHM3auum CoOOTBETCTBOBATL OnpeesieHHbIM TpeboBaHusaM.
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3anucu pesysbTaToB aHasM3a W nocneaylLwmx 4encTBuriA, BbITEKAKLNX U3 aHann3a, A0/MKHbI noaaep-
XnBatbCs B paboyem cocTosHum (4.2.5).

Ecnn noTpebuTens He npeAcTaBui AOKYMEHTUPOBaHHbLIX TpeboBaHuiA, opraHusaLmsa AomkHa noaTeep-
ONTb UX y NOTPeBUTENs A0 MPUHATAS K UCTIOSTHEHNIO.

Ecnn TpeboBaHMsA K NPOAYKLMU M3MEHEHbI, OpraHn3aLms Ao/mMKHa 06ecneynTb, YTO6bl COOTBETCTBYHO-
LiMe AOKYMEHTbI OblaN MCNpaBeHbl, a COOTBETCTBYIOLWMI NepcoHan 6bl1 NPOMHGOPMMPOBaH 06 N3MEHUB-
Lmxca TpeboBaHuNX.

[FOCT ISO 13485—2017]

MpuMeHsaT nNyHKT 7.2.2 TOCT P NCO/M3K 90003—2014.

7.2.3 CBA3b C NOTpebuUTensamu

OpraHusaums Ao/xHa nnaHupoBaTh M AOKYMEHTUMpOoBaTb Mepbl N0 NoA4epXaHWo CBA3WM C noTpebute-
NAMU, Kacarwlmecs:

a) MHcopmauun o NpoayKLmu;

b) NPOXOXAEeHWs 3anpoCcoB, KOHTPaKTa UM 3akasa, BKIoYas U3MeHeHus;

C) obpaTtHoIl CBA3M C NOTPebuTenem, BKIYas NpeTeH3umn noTpebuteneii;

d) NosiCHUTENbHbIX YBEAOMAEHNIA.

OpraHusaums fo/kHa NoaaepxnBaTh CBs3b C PETYINPYIOLMMU OpraHaMu B COOTBETCTBUM C NPUMEHU-
MbIMU pEerynmpytowmmn Tpe6oBaHnsIMU.

[FTOCT ISO 13485—2017]

MpumeHsaT nyHKT 7.2.3 TOCT P NCO/M3K 90003—2014.

7.3 MpoekTnpoBaHve 1 pa3paboTka

7.3.1 O6uime NonoXeHns
OpraHusauusa gosmkHa AOKYMEHTMPOBaTh Mpoueaypbl NPOEKTUPOBAHMS U pa3paboTku.
[FOCT ISO 13485—2017]

JononHntensHble pykosogsuwme ykasaHua rno N'OCT ISO 13485—2017, nyHKT 7.3.1, OTCYTCTBYIOT.

7.3.2 NnaHMpoBaHMe MPOEKTUPOBaHNSA 1 Pa3paboTKu

OpraHusauns gosmkHa naaHMpoBaTb M ynpasBasaTb NPOEKTUPOBaHMEM U pa3paboTKoi npodykuun. Ecnn
uenecoobpasHo, AOKYMEeHTaums no niaaHMpoBaHUI0 MPOEKTUPOBAHUA W pa3paboTku AO/MKHA MOALEPXKU-
BaTbCA M OGHOBASATBLCA NO XO4Y NPOEKTUPOBAHUA U pa3paboTku.

B xoge nnaHnpoBaHus NPOEKTUPOBAHUA 1 pa3paboTKy opraHnsaums LO/DKHA OKYMEHTUPOBAaTb:

a) cTaaun NpPoeKTMpOBaHUA 1 pa3paboTku;

b) aHanu3(bl), HEO6XOAMMbIE HA KaX[ON cTaaun NPOeKTUPOBaHMA U pa3paboTku;

C) OeATesibHOCTb Mo Bepudmkaumu, Banugauum n nepefaye npoekra, ecsiv 310 LesiecoobpasHo ans
Kadoli cTagmn NpoeKkTUPOBaHUA U pa3paboTku;

d) OTBETCTBEHHOCTb U MNOSIHOMOYNS B 06nactu NPOEKTUpoOBaHNA n pa3pa6OTKI/I;

e) MeTogpl obecneyeHns MNPOC/IEXUBAEMOCTU BbIXOAHbLIX LaHHbIX MPOEKTUPOBaHUA U pa3paboTkm K
BXOAHbIM OaHHbIM;

f) Heobxogumble pecypchl, BKIoYass TpebyeMylo KOMNETEHTHOCTb NepcoHana.

[FOCT ISO 13485—2017]

MpumeHsoT nyHkT 7.3.1 TOCT P NCO/M3K 90003—2014.
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7.3.3 BxogHble faHHble NPOEKTUPOBaHWSA U pa3paboTku

BxofHble AaHHble, OTHOCSIWMEeCa K Tpe6oBaHUsAM K NPOAYKUUA, AOMKHbI OblTb ONpeAesneHbl, a 3anncu
OO/MKHBbI NogaepXmnBatbcs B paboyem cocTossHun (4.2.5).

BxofHble AaHHble OO/MKHbI BKIKOYATh:

a) (byHKuMOHaNbHbIE, 3KCMAyaTauuoHHble TpeboBaHUsA, TpeboBaHUA yao6CcTBa MO/b30BaHUA U 6e3-
OMNacHOCTU B COOTBETCTBMU C NpefHasHauYeHHbIM NPUMEHEHUEM;

b) MpUMeHUMbIe perynupyolme TpeboBaHNs 1 cTaHAapThI;

C) MPUMEHUMbIE BbIXOAHbIE faHHble N0 MEHEeMKMEHTY pUCKa,;

d) Tam, rge ato uenecoobpasHo, UHPOPMaLNIo, B3ATYIO 13 NpeablayLnX aHanornyHbIX NPOEKTOoB;

e) Apyrne TpeboBaHus, BaxHble [/18 NPOeKTUPOoBaHMA U pa3paboTkM NPoayKLMn uam npoLeccos.

BxofHble AaHHble OO/DKHBbI ObiTb NPOAHA/IM3UPOBaHbl HA afeKBATHOCTb U OhULMa/IbHO Of06PEHBI.

TpeboBaHWs A0MKHbI OblTb NOHLIMW, HEABYCMbICNEHHLIMWU, NPUrOAHBIMK AN Bepudmkauun nnm sa-
nMaaumm n HeNpoTUBOPEUUBLIMUA.

MpumeyaHne — [ONOAHUTENBHYO MHDOPMALIO MOXHO Halith B IEC 62366-1.
[FOCT I1SO 13485—2017]

MpyMeHsaT NyHKT 7.3.2 TOCT P MCO/M3K 90003—2014.

7.3.4 BbIXOAHbIe JaHHble NPOEKTUPOBaHWA U pa3paboTku

BbIxoAHble AaHHble MPOEKTUPOBaHNS 1 pa3paboTkn A0/KHbI;

a) COOTBETCTBOBATb BXOAHbLIM AAHHbIM MPOEKTUPOBAHUA U pa3paboTKu;

b) obecneumBaTtb COOTBETCTBYOLE/ UH(pOpMaunen B OTHOLIEHUN 3aKymnoK, MPoM3BOACTBa M 06CNy-
XUBaHUA;

C) cogepxaTb KpUTEpUN NpUEMKM MPOAYKLUN WU CCbINIKU Ha HUX;

d) onpepnensatb XxapakTepucTukM NPOAYKUMN, CyLLeCTBEHHble ANA ee 6e30MmacHoro v npaBuibHOIO UC-
NoJ/ib30BaHUA.

BbIXxoAHble AaHHble MPOEKTUPOBaAHUA M pa3paboTKn A0/MKHbI ObiTb NpeAcTaBsieHbl B oopMe, No3BONSA-
POU.I,eﬁ nposectun BepI/ICbMKaLLI/IrO OTHOCUTEJIbHO BXOAHbLIX AaHHbIX NPOEKTUpOoBaHUA ” pa3pa60TKI/I, a Takxe
OO/MKHbI 6bITb 0406PEHbI A0 VX NOCAEAYOLWEr0 UCMOb30BaHUS.

3anncn BbIXOAHbIX AaHHbIX MPOEKTMPOBaHNSA 1 pa3paboTKM [O/KHbI NOAAEpPXMBATbCA B paboyem co-
cToAHUK (4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaoT nyHkT 7.3.3 TOCT P NCO/M3K 90003—2014.

7.3.5 AHanNn3 NpoekTMpoBaHna 1 paspabdoTkn

Ha Tex ctagusax, rge ato uenecoo6pasHo, JO/MKEH NPOBOAUTLCA CUCTEMATUYECKUI aHanu3 nNpoekTu-
poBaHus 1 pa3paboTky B COOTBETCTBUM C 3anaHUpPOBaHHbIMU U AOKYMEHTUPOBAHHLIMW MEPONPUATUAMU
C Lenbio:

a) OUEHKM CNOCOBHOCTM pe3ysibTaToB NPOEKTUPOBAHUA U pa3paboTky COOTBETCTBOBATL TpeboBaHUAM;

b) naeHTMdmKkaunmn 1 NpeasioxXeHnss HeobxoaUMbIX AEACTBUNA.

Takoli aHanu3 JOMKHbI BbINOMHATL NPEACTaBUTEeNN CAYXO, UMEKLWMX OTHOLEHWE K aHaNu3npyemMbiM
cTaausM NpPOeKTUPOBaHWS U pa3paboTku, a Takke ApyrMe cneumanucTbl opraHusauumn.

3anucu pesynbTaTtoB aHanMsa U BCeX HeobXoAuMbIX AeNCTBUI AO/MKHbI NOAAEPXMBATLCA B paboyem
COCTOSIHMM W BK/OYATb ONucaHue NpoekTa B paMkax aHanu3a, BOB/IEYEHHbIX YHACTHUKOB 1 AaTy aHanusa
(4.2.5).

[FOCT I1SO 13485—2017]

MpumeHsaoT nyHkT 7.3.4 TOCT P NCO/M3K 90003—2014.
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7.3.6 Bepudomkaumsa npoekTupoBaHus 1 pas3paboTKu

BepurdukaLums npoekTMpoBaHns U pa3paboTku AO/MKHA OCYLLECTBAATLCA B COOTBETCTBMM C 3amnsiaHu-
POBaHHbLIMW U AOKYMEHTMPOBAHHLIMU MEPONPUATUAMU ANS 06ecrneyeHns Toro, YToObl BbIXOAHbIE AaHHblE
NPOEKTUPOBaHUSA ¥ pa3paboTKkM COOTBETCTBOBA/IM BXOAHLIM AaHHLIM MPOEKTUPOBAHUA 1 pa3pabdboTku.

OpraHu3auus Ao/HKHa AOKYMEHTMPOBATb NiaHbl Bepudmkalmm, BKIQYas MeToAbl, KpUTEpUN NpUeMKu
W, ecnv uenecoobpasHo, cTaTucTnyeckne Metofbl ¢ 06ocHoBaHMEM ob6bemMa BbI6OPKU.

Ecnn npegycMoTpeHHOe NpUMMEHEHME COAEepXWUT TpeboBaHue, 4TOObl MeAWMUMHCKOe un3aenve 6biio
NOAK/YEHO UAN UMENO UHTepdIelic AN COeauHeHusa ¢ gpyrum(u) meguumHckum(n) ngenmem(samum), Be-
prdukaLmsa fo/HKHa BKIYaTb NPOBEPKY TOro, YTO BbIXOAHbIE AaHHbIe MpOeKTa COOTBETCTBYHT BXOAHbIM
OaHHbIM NPU TaKOM MOAK/TYEHUN WM COEAVHEHUN Yepes3 MHTepdelic.

3anncy pesynbTaTtoB U BbIBOAOB MO Bepudmkauny n He06Xo04MMbIX AEACTBUIA AOMKHbI NOAAEPXKNBATb-
cA B paboyem cocTosHum (4.2.4 n 4.2.5).

[FOCT ISO 13485—2017]

MpumeHsatoT nyHkT 7.3.5 TOCT P NCO/M3K 90003—2014.

7.3.7 Banugauma npoekTnpoBaHnsa 1 paspaboTku

Banupauua npoektupoBaHua 1 pas3paboTky [0/KHA OCYLLEeCTB/IATLCA B COOTBETCTBUM C 3aniaHupo-
BaHHbIMW W JOKYMEHTUPOBAHHbLIMWU MeponpuATUAMU ANns ob6ecrneyeHns COOTBETCTBMSA rOTOBOIN NpoAyKuun
TpeboBaHUAM K ee npefHasHa4yeHHOMY WUNW npeanosaraeMomy NpUMeHeHUHO.

OpraHusauns fo/kHa AOKYMEHTMPOBATh NnaHbl Banmgauuun, BKAOYaA MeToAbl, KOUTEPUN NPUEMKN U,
ec/n uenecoobpasHo, cTaTucTuyeckne mMetofbl ¢ 060CcHOBaHMEM 06beMa BblOOPKU.

Banupauusa gonxHa 6biTb NpoBefeHa Ha TUMOBOM (pernpe3eHTaTUBHOM) usgenuu. Tunosoe usgenve
MOXeT MpeAcTaBnAaTb co60i nepsBble 06pasubl NPOAYKLMW, NapTUM WU WX 3KBMBasNeHTbl. O60CHOBaHMe
Bbl6Opa Takmx NPoAYKTOB AN Ba/iMaaunn OOSIHKHO ObiTb OKYMEHTUpPOBaHO (4.2.5).

Kak yacTb Banugauum npoekTMpoBaHUs 1 pas3paboTkM opraHn3auns LO/DKHA BbIMOSHATL KNMHUYECKNe
OLEeHKM MNN OLeHMBaHNe DYHKLMOHA/IbHbIX XapaKkTepucTnk MeauLMHCKOro n3aesius B COOTBETCTBUN C Mpu-
MEHUMbIMU PErynnpyoLwmMmn TpeboBaHnaMu.

MeaunuuHcKoe n3genue, NCNoNb3yeMoe A/ KMMHWYECKON OLeHKN MW OLEeHMBaHUSA DYHKLMOHAbHbIX
XapakTepucTuK, He paccmaTprBaeTCa Kak BbiNyLeHHOe A/ UCMO0/Ib30BaHNA noTpebuTtenem.

Ecnun npegycmoTpeHHoe npumeHeHue TpebyeT, 4To6bl MefuLUMHCKOoe u3fenve 6bi/10 MOAK/IHYEHO UK
UMeno nHTepdenc ans coegnHeHus ¢ apyrum(n) meguumHckum(n) ngenmem(samm), To Banmgaumsa Ao/HkHa
BK/IOYATb NPOBEPKY TOro, YTo TpeboBaHWs AN1A NpefHasHauyeHHOro WnuM npegnonaraemoro npUMeHeHus
6611 BbINOSTHEHbI NPU MOAKIIOYEHUN MU COeAUHEHUN Yepe3 nHTepdielic.

Banupauusa gomkHa 6biTb NpoBeAeHa A0 NOCTaBKu NPoAyKuMM noTpebutesto.

3anvcy pesynbTaToB Y BbIBOAOB MO Ba/vauuMyM U HEOOXO0AUMbIX AEACTBUI AO/MKHbI NOAAEPKNBATLCS
B paboyem coctosAHun (4.2.4 n 4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaT nyHKT 7.3.6 TOCT P NCO/M3K 90003—2014.

7.3.8 MNepepgava npoekTa 1 pa3paboTKu

OpraHu3aums Ao/HKHa LOKYMEHTUMPOBATb NpoLeaypbl nepefadn BbIXOAHbIX AaHHbIX MPOEKTMPOBaHWSA 1
pa3paboTknM B NPOM3BOACTBO. DTW NpoLeAypbl AO/KHbI 06ecneynTb, YTOObl BbIXOA4HbIE AaHHbIE NPOEKTUPO-
BaHNA N pa3pa60TKI/I Oblnn BepI/ICbI/ILI,I/IpOBaHbI Ha CoOOTBeTCTBUE TpeﬁoBaHMﬂM npon3BoAcCTBa, npexae 4em
CTaTb OKOHYaTE/IbHbIMWU MPOU3BOACTBEHHLIMU CneundnKauusamMmm, u 4Toosl NPON3BOACTBEHHbLIE BO3MOXHO-
CTW MOF/IM COOTBETCTBOBATb TPE6OBAHUAM K NPOAYKLUN.

Pe3ynbTaTtbl 1 BbIBOAbI Nepefayn A0/MKHbI ObiTh 3apernctpupoBaHbl (4.2.5).

[FOCT ISO 13485—2017]

JononHntensHble pykoBogswme ykasaHua no FOCT ISO 13485—2017, nyHKT 7.3.8, OTCYyTCTBYIOT.
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7.3.9 YnpaBneHne U3aMeHeHNAMN MPOEKTUPOBaHUA U pa3paboTKu

OpraHusauns fo/mkHa A0KYMEeHTUpoBaTb Npoueaypbl A8 ynpaBfeHus M3MeHEeHUSIMU NPOEeKTUPOBa-
HVUS 1 paspaboTku. OpraHu3auus AO/DkHa onpefensAtb 3HAYUMMOCTb W3MEHEeHWA ANA OYHKLMOHASbHBIX,
3KCM/lyaTalMoHHbIX TpeboBaHuii, TpeboBaHMiA yao6cTBa NOMNb30BaHKsA, 6€30MacHOCTU M NPUMEHUMbIX pe-
ry/IMpyOLMX TPe60BaHU B OTHOLLEHUN MELMLMHCKOTO U3AEeNns 1 ero npeaycMOTPEHHOTO NPUMEHEHNS.

Vi3meHeHus1 B NPOEKTUPOBaHUM 1 pa3paboTke A0/MKHbI OblTb UAEHTUNLMPOBAHDI.

[lo BHeApeHVs1 M3MEHEHUSI OODKHbI ObITh:

a) npoaHanu3npoBaHbI;

b) BepunLNPOBaHbI;

C) Ba/MaupOBaHbl, ecny 3TO LenecoobpasHo;

d) onobpeHsl.

AHanNM3 n3MeHeHuli NPOEKTUPOBaHUA U Pa3paboTkM AO/MKEH BKIKYATb OLEHWBAHWE BAUSHUSA M3MeHe-
HWIA Ha cOCTaBHble YacTu, nNonydabprkaTbl WK yXXe NOCTaBIEHHYIO NMPOAYKLMIO, Ha BXOAHbIE WU BbIXOA-
Hble faHHble MEHEKMEHTa puUcKka M NPOLLECChbl XM3HEHHOTO LuKIa NpoAyKUNM.

3anucu M3MEHEeHWn, pesy/bTaToB aHa/in3a WM3MEHeHWl W NOObIX HEOOXOAMMbIX AENCTBUA AOHKHbI
nogaepXxueaTbcsa B paboyem coctosiHun (4.2.5).

[FOCT ISO 13485—2017]

MpuMeHsaT NyHKT 7.3.7 TOCT P MCO/M3K 90003—2014.

7.3.10 daiinbl NPoOeKTUPOBaHNA U pa3paboTKu

OpraHusauus gomkHa noagepxuBatb haiin NpoekTMPOoBaHUSA M pa3paboTKM AS KaxX[oro tuna wuam
cemeiicTBa MeAgULMHCKUX U3fenvii. JaHHblil haiin Ao/mKeH BKIOYATb 3amnvcy WM CCbIIKU Ha HUX, cdop-
MWpPOBaHHbIE O/19 AEMOHCTpauumM CoOTBETCTBUA TpeboBaHUAM NPOEKTMPOBaHUA M pa3paboTku, n 3anucu
N3MEHEHNA NPOEKTUPOBAHUS 1 Pa3paboTKu.

[FTOCT ISO 13485—2017]

JononHutensHble pykoBoaswme ykasaHua no NOCT ISO 13485—2017, nyHKT 7.3.10, oTCyTCTBYIOT.
7.4 3aKkyrku

7.4.1 Tpouecc 3aKynok

OpraHu3auns Ao/hkHa AOKYMeHTUpoBaTb npoueaypbl (4.2.4), obecneyvBaiolme COOTBETCTBUE 3akKy-
NAEHHON NPOAYKUUN YCTAHOBMEHHbIM TPE6OBaHNAM K 3aKynkam.

OpraHu3auns Ao/HKHa YCTaHOBUTbL KPUTEpPUM A7 OLEHMBaHUS U BbiGopa NOCTaBLLUKOB. KpuTepuu
OO/MKHbI ObITb:

a) OCHOBaHbl Ha CMOCOBHOCTM MOCTaBLLMKa NOCTaBNATb NPOAYKLMIO, COOTBETCTBYHOLLYIO TpeboBaHMAM
opraHusauuu;

b) OCHOBaHbl Ha pe3yfbTaTax AesaTeNbHOCTU NOCTaBLMKa;

C) OCHOBaHbl Ha BAWAHWM 3aKynaemoi NPOAYKUMW Ha KayecTBO MeAULMHCKOro U3fenus;

d) nponopuuoHasibHbl PUCKY, CBA3AHHOMY C MEAULMHCKAM U3AENEM.

OpraHu3auns Ao/mKHa NnaHupoBaTb MOHWTOPUHT M NMOBTOPHOE OLEHUBaHWE MNOCTaBLLMKOB. [0/mKeH
OCYLLECTBMATLCA MOHUTOPUHI Pe3yNbTaToB AeATesIbHOCTW NOCTaBLiMKA B OTHOLLUEHWW COOTBETCTBUS 3a-
Kyrnaemoi npoaykumm TpeboBaHnsiM. Pe3ynbTaTbl MOHUTOPUHIA AO/DKHbI ObiTb BK/IHOUEHbI BO BXOAHbIE AaH-
Hble nmpolecca NOBTOPHOMO OLEHMBAHMSA NOCTaBLLMKa.

HeBbIiNoNHEHNE MNOCTaBLMKOM TpeboBaHU K 3akynaemoi NpoAayKuuM AOMKHO 6biTb PacCMOTPEHO
NpPONOPLUUOHAsIbHO PUCKY, CBA3AHHOMY C 3aKynaemoi NpoAyKuMein u NpUMEeHUMbIMU PEerynpyoLwmummn Tpe-
6oBaHMAMN.

3anvcu pesynbTaTtoB OLEeHMBaHUSA, Bbl6OPa, MOHUTOPUHIA W MOBTOPHOrO OLEHMBAHWS BO3MOXHOCTENR
nocTaBLUMKa WM pe3ynbTaToB AeATeNbHOCTU W /6bIX HEOOXOAUMbIX AEWCTBUIA, BbITEKAIOLWMWX U3 3TOM
[eATenbHOCTH, A0MKHbI NoAAepXnBaTbcs B paboyem cocTosHun (4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaT nyHKT 7.4.1 TOCT P MCO/M3K 90003—2014.
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7.4.2 VIHbopMaLma Mo 3akynkam

VHdopMauus no 3akynkam A0/hKHa ONUCbIBATb UM COAEepXaTb CChIIKM Ha 3aKynaeMyk NpoAyKUMIo,
BK/ItOHAs, ecnu LenecoobpasHo:

a) cneundukaymm NpoayKuuu;

b) TpeboBaHMA K NpMeMKe NpoAyKuuu, npoueaypam, npoleccam u 060py[0BaHULo;

C) TpeboBaHUA K KBa/inhrkauum nepcoHasia nocTaBLLNKE;

d) TpeboBaHuA K cMCTEME MEHEe)KMEeHTa KadecTBa.

OpraHu3auus fo/mkHa obecneunBaTb afeKBAaTHOCTb YCTAHOBJ/IEHHbIX TpeboBaHWIi K 3aKynkam A0 UX
COOOLLEHNA MOCTaBLLMKY.

VHdhopMauus no 3akynkam Jo/mKHa BKIYaTb, €C/IM 3TO NPUMEHUMO, MUCbMEHHOE COrnalleHue o TOM,
YTO MOCTaBLUMK YBEAOMSET OopraHusauuio 06 M3MEHEeHWsX B MOCTaBASIEMO MpoAyKUMW A0 BHEAPEHUs
3TUX U3MEHEHWiA, B C/lydae ec/ OHW 0Kas3blBAalT B/MSHWE HA COOTBETCTBME NPOAYKLUWM YCTAHOB/IEHHbIM
TpebOoBaHUSAM K 3aKynKam.

B TOli cTeneHu, B Kakoi 3TO HEOBXOAMMO A/ OCYLLEeCTB/IeHUs1 npocnexusaemocTtun (7.5.9), opraHusa-
LM fo/mKHa noaaepXxuBaTb B paboyeM COCTOSHUM COOTBETCTBYHOLLYIO MHOPMAaLM0 NO 3akynkam B doop-
Me AoKyMeHTOB (4.2.4) n 3anuceii (4.2.5).

[FTOCT ISO 13485—2017]

MpumeHsaT NyHKT 7.4.2 TOCT P NCO/M3K 90003—2014.

7.4.3 Bepudpmkaumsa 3akynaemor npoaykumm

OpraHusaums AomkHa paspaboTarb 1 OCYLEeCTBASATb KOHTPOb UK UHbIE BUAbI AeATe/IbHOCTHN, HEOOXO-
AvMble ANns obecneyeHuss COOTBETCTBUA 3aKynaeMoi NpoayKLUM YCTaHOB/IEHHbIM TPe60BaHUAM K 3aKynkam.

O6bem JeAaTeNbHOCTU NO BepuduKaumu fOo/mKeH OblTb OCHOBAH Ha pesyfibTaTax OLeHMBaHWA nocTas-
LMKa 1 6bITb NPOMOPLUOHABbHLIM PUCKaM, CBA3aHHbIM C 3aKynaemon npoaykume.

Ecnn opraHusauns nonyyaeT MHopMauunio 0 Kaknx-nmbo M3MeHeHWsaX B 3aKynaemoli npoaykuuu, To
OHa [0/KHa onpefesiTb, HACKOMbKO 3T U3MEHEHWS MOB/IUAIOT Ha NPOLLECChl XU3HEHHOrO UMKIa Npoayk-
UM Mnn meguumnHCKoe usgenve.

Ecnun opranusauma wnm notpebutens npegnaraioT OCyLWEeCTBUTL BepuukaLmio Ha npeanpuatumn no-
CTaBlLUMKa, TO opraHu3auns Ao/HKHa YCTaHOBUTb B MHADOpMAaLMK N0 3akynkam npegnosiaraemble Mepbl Mo
BepuduKaumm 1 NopsALoK BbiNycka NPOAYKUUN Y MOCTaBLLMKA.

3anuncu no Bepudpmnkaunmn 4o/HKHBI NoALepXKMBaTbLCA B paboyem cocTosHun (4.2.5).

[FOCT ISO 13485—2017]

MpumeHsoT nyHKT 7.4.3 TOCT P NCO/M3K 90003—2014.

7.5 NMpon3BoACTBO 1 06CAYyXUBaHWE

7.5.1 YnpaBneHne Npou3BOLACTBOM U O6CNYXUBaAHUEM

Mpon3BoACTBO M 06CNYXUBAHWE AO/MKHbI M/1AaHUPOBATLCS, OCYLLECTBAATLCA, MOABepraTbCd MOHUTO-
PUHTY 1 ynpasieHnio ansa obecneyeHmsa COOTBETCTBUA NPOAYKUUN cneundunkauum.

Ecnun uenecoobpasHo, ynpasnsiemble YCN0BUS NPOU3BOACTBA AO/IKHbI BK/IOYATb, HE OrpaHU4ynBasiChb
nMn:

a) LOKYMEHTMPOBaHHble npoueaypbl U MeToAbl ynpasieHns npov3soacTsoMm (4.2.4);

b) KBanMgmkaumo MHPPaCTPYKTYpbl;

C) NpoBeAeHMe MOHWTOPWMHIa U N3MepeHuii NnapamMeTpoB MPOLLECCOB U XapakTepUCTUK NPOAYKLMY;

d) Hannune n npMMeHeHne 060pyA0BaHNS A/11 MOHUTOPUHIA Y N3MEPEHMWIA;

€) BbINOJIHEHNE YCTAHOBJIEHHbIX ONepaLuin N0 MapkUpOBKE 1 YNaKOBKE;

f) ocywecTBneHne BbiMycka, NOCTaBKM W AECTBUI MOc/ie NOCTaBKM NPOAYKLMN.

OpraHusauus fosmxHa paspabortartb 1 NnogaepxmsaTb B paboyem cocTossHuM 3anucu (4.2.5) ona kaxaoro
MEAWLMHCKOrO U3AENUS UM KaXkKAON MapTum MeAWLMHCKMX U3Lenuid, 4To6bl obecneuntb X NpocrexuBae-
MOCTb B COOTBETCTBUM C NMYHKTOM 7.5.9 1 onpefeneHne konMyectsa Npov3BeAeHHOM NPOAYKUMM U NPOAYKLMH,
0[00pEHHOI ANs pacnpocTpaHeHus. 3anucu AoMkHbl BbiTb BepudurLmMpoBaHbl 1 ouumanbHO 0406pEHbI.

[FOCT ISO 13485—2017]

MpumeHsaT nyHkT 7.5.1 TOCT P NCO/M3K 90003—2014.
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7.5.2 YucTtoTta npoaykuum

OpraHu3auns go/mkHa JOKYyMeHTUpoBaTb TPe6oBaHMA K YACTOTE WM KOHTPOIIO 3arps3HeHnst npoayk-
uuun, ecnu:

a) npoAykuua nepeg crtepuavsauuein n/mnv npyuMeHeHneM NPOXOAWUT OYMCTKY B OpraHusauuu;

b) NpoAyKuMA MOCTaBNAETCA HECTEPUNILHON M NOANEXUT OUYNCTKE nepeg ctepunusauuein un/vnu npu-
MeHeHunemM;

C) NPOAYKUMS He MOXeT 6bITb ouulieHa nepeg ctepuavsauvein uWuam npuMeHeHneM, HO ee yucToTa
UMeeT 3HauyeHue 4519 NPUMEHeHUs;

d) npoAykuma nocraBnseTcsa AN WUCNOMb30BaHWA HECTEPW/IbHON, HO ee yucToTa ABNSETCA Cylie-
CTBEHHOW A5 NPUMEHEHNA N3aenus;

€) peareHTbl, MPUMeHsieMble /1 OUUCTKU NPOAYKUMW, AO/MKHbI ObITb yAaneHbl B Mpouecce ee U3ro-
TOBMIEHMSI.

Ecnv npoaykuus nofABepraeTcsl OUMCTKE B COOTBETCTBMU C NMEPEeUUC/IeEHUsIMU a) Uan b), Tpe6GoBaHus
NyHKTa 6.4.1 He NPUMEHSIOTCA 40 3Tana OUYNCTKMU.

[FTOCT ISO 13485—2017]

TpeboBaHUA HACTOALWEro NyHKTa He npumeHuMbl K CUN.

7.5.3 [1eAaTeNnbHOCTb MO MOHTaXy

OpraHusaumsa fo/mkHa AOKYMEHTMPOBaTb TPebOBaHNSA K MOHTaXy MEeAULMHCKOrO U3Aenns u Kputepum
npuemMKn ansa Bepmcpmxau,mm MOHTaXa MeauLunHCKOro nsaenna, ecnym npuMeHnmo.

Ecnn cornacosaHHble C I'IOTpe6I/ITe}16M Tpe60BaHVIFI NOo3BOMAKT BbIMNOJ/THATL MOHTaX MeANUNHCKOTO N3-
[enva BHelLHell CTOPOHON, OT/IMYHON OT opraHu3auuM Win ee NocTasLUuKa, opraHu3aums fo/mkHa npego-
CTaBUTb AOKYMEHTUPOBaHHbIE Tpe6OBaHVIFI K MOHTaXy MeaAnUUNHCKOro nsaenna n BepVI(bVIKaLI,VIVI MOHTaXa.

3anmcum 0 MOHTaxe u BepVICbVIKaLI,VII/I MeaANUMNHCKOIo mnsgennd, KOTopble BbINOSIHAET opraHmsauuna wuin
ee MoCTaBLUWK, [O/MKHbI NOAAepXMBaTLCA B paboyeM cocTosHum (4.2.5).

[FOCT ISO 13485—2017]

JononHutensHble pykoBogswme ykasaHua no NOCT ISO 13485—2017, nyHKT 7.5.3, OTCYTCTBYIOT.

7.5.4 NeaTe/IbHOCTb MO OOC/Y>XXUBAHUIO

Ecnn obcnyxuBaHne mMeguUMHCKOrO U3Aenusa fBNSeTCA yCTaHOBNEHHbIM TpeboBaHueM, opraHusauus
[OJ/DKHa paspaboTatb [OKYMEHTUPOBaHHbIE NpoLeaypbl N0 06CNYXMBaHUIO, CNpaBOYHbIe Marepuassl 1 pe-
hepeHTHble Npoueaypbl N3MEPEHUS, eCNn HE06X0AMMO, AN OCYLLEeCTB/IeHNA 06CNyXnBaHua n Bepudmka-
LMK TOro, 4To TPeb6oBaHUA K NPOAYKLMN BbINOSTHEHbI.

OpraHu3auns fo/mKHa aHanu3npoBaTtb 3anvMcy No 06CyXrMBaHWIo, BbINONHAEMOMY OpraHu3aunein um
ee MocCTaBLL/KOM:

a) Ans onpejeneHuvs, obpallatbCsa M ¢ MHpopMauueid, kak ¢ npeTeHsunel;

b) ecnn uenecoobpasHo, UCNOMNbL30BaTbL Kak BXOAHbIE AaHHbIE npouecca yayylleHns.

3anncy no 06CNyXMBaHWI, BbINOMHAEMOMY OpraHu3aLlmein uam ee NocTaBLMKOM, AO/DKHbI NOAAEPXM-
BaTbCA B paboyem cocTosHumn (4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaT nyHkT 7.5.1 TOCT P MCO/M3K 90003—2014.

7.5.5 CneypnanbHble TPeOOBaHUSA K CTEPUSIbHBIM MEAVULVHCKAM N3AE/UAM

OpraHusauus Ao/mkHa NoAAepXuBaTb 3anucy No napameTpam npouecca CTepuansaunm, npumeHsie-
MOro A/1 KaXA0i napTuu cTepunnsyemMoit npogykuun (4.2.5). 3anmucu no cTepununsaumm AoMKHblI npocne-
XUBaTbLCS ANA KXoV NapTuM NPOoU3BeLEeHHbIX MEAULMHCKUX U3aennii.

[FOCT ISO 13485—2017]

TpeboBaHUS HACTOALLEro NyHKTa He npuMeHuMbl K CUN.
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7.5.6 Banugauma npoueccosB nNpon3BoacTBa N 06CyXXMBaHUSA

OpraHu3auusa Ao/HkHa BananpoBaTh S1l00ble NPoLecchl NPOM3BOACTBA U O6CNYXNBaHUS, pe3ynbTaThl
KOTOpPbIX HEMNb3s NPOBEPUTbL NOCPEACTBOM MOCAeA0BaTENIbHOTO0 MOHUTOPUHIA WK U3MEpPEeHUs, W, creoBa-
TeNbHO, HEAOCTATKU KOTOPbIX CTAHOBATCA OYEBUAHLIMU TOMBKO MOC/E Havasia MCNOofb30BaHUs MPoAyKLMK
nnn ee 06CNyXnBaHUS.

Banupgauns gomkHa nNpoaeMOHCTpUpoBaTh CMOCOGHOCTb 3TMX NPOLLECCOB MOCTOSHHO A0CTUratb 3a-
NJaHMPOBAaHHbIX Pe3y/IbTaToB.

OpraHu3auus Ao/HkKHa AOKYMEHTMPOBATb Mpoueaypbl Baimgauuy nNpoLeccoB, BKIKYaAS:

a) onpefeneHHble KpUTEpPUK NS aHanusa v 0406peHuss NpoLEeccos;

b) onpefeseHne NpuUrogHoCT 060PYLOBaHNS M NOATOTOB/IEHHOCTM NEpPcoHana;

C) MpUMEHeHMe KOHKPETHbIX MeTOA0B, Npoueayp U KpUTEPUEB NPUEMKY;

d) ecnu uenecoobpasHo, cTtaTtnucTuyeckne MeTodpl ¢ 060CHOBaHMEM 06BHEMOB BbIOOPKY;

e) TpeboBaHuA Kk 3anucam (4.2.5);

f) peBanupauuio, BKIOUAA ee KpUTEPUU;

0) ogo6peHne nsMeHeHulii B npoLeccax.

OpraHu3auus Ao/HkHa AOKYMEHTMPOBaTb Mpouefypbl Banvauuyn NpUMEHEHWs KOMMbIOTEPHOro npo-
rpaMMHOro obecnevyeHnsi, UCMOJIb3YEMOro B MPOU3BOACTBE M 06CAYXMBaHWW. Takoe nporpaMMHoe o6e-
cneyeHve AOMKHO ObiTb BaNMAMPOBAHO [0 ero NepBoro MpYMEHEeHWs W, ecnu LenecoobpasHo, nocne
BHECEHMS M3MEHEHUI B MporpaMMHOe obecrnevyeHne uam ero UCnosib3oBaHue. KOHKpeTHbI noaxon v aes-
Te/IbHOCTb MO BaNnAauMu 1 pesanvauun nporpammMmHoOro obecneyeHunst JO/MKHbI 6biTb MPONOPLMOHANbHbI
puCKy, CBSAA3aHHOMY C MPUMEHeHWeM NpPorpaMMHOro obecneyeHusi, BKOYas €ro B/MSHME Ha COOTBETCTBUE
NpoAYyKLUMM crneundmKaymsam.

3anncy pesynbTaToB U BbIBOAOB, @ TaKKe HEOOXOAUMbIX AEACTBUIA NO BanuaaLmu, fO/MKHbI NOAAEPXN-
BarbCA B paboyem cocTosHuu (4.2.4 n 4.2.5).

[FOCT ISO 13485—2017]

MpumeHsoT nyHKT 7.5.2 TOCT P NCO/M3K 90003—2014.

7.5.7 CneunasnibHble TpeboBaHWA K Ba/injauum NpoLeccoB CTepunnsaumm n cuctemam bapbe-
pOB CTEPUSIBHOCTU

OpraHu3auus fo/mKHa AOKYMEHTMPOBaTb npoueaypbl (4.2.4) Banugaumy npoueccoB CTepumsaunm u
cucteM 6apbepoB CTepUbHOCTU. Mpouecchl cTepuansaLn U cuctTembl 6apbepoB CTEPUNBHOCTU crepyeT
Ba/IMAMpPOBaTh A0 WX NEepBOro NpPYMEHEHWs U Nocfie BHECEHWS M3MEHEHWI NPoAyKUWM B NPOLEcChl, ecnu
uesnecoobpasHo.

3anvcuy pesynbTaTtoB U BbIBOAOB, a Takke U HEOBXoAUMbIX AeACTBUIA MO Banvgaumun, AO/DKHbI noaaep-
XnBatbCs B paboyem cocTosHumn (4.2.4 n 4.2.5).

MpumeyaHue — [ONOMHUTENBHYIO MHAOPMALWIO MOXHO HaliTy B ISO 11607-1 1 ISO 11607-2.

[FOCT 1SO 13485—2017]

TpeboBaHMA HACTOALWErO NyHKTa He npumeHumMbl K CUN.

7.5.8 NgeHTndmkaums

OpraHu3aums [o/mkHa AOKYMeHTMpoBaTh NpoLeaypbl Mo UAEHTUMKALMA NPOAYKUUN U MAEHTUULN-
poBaThb NPOAYKLMIO NOAXOAAWMMMU CPeACTBAMM HA MPOTSHKEHUN MPOLECCOB XUIHEHHOTO LKA NPOAYKLMWN.

OpraHuzaums Ao/HXHa MAEHTUMUMPOBATL CTAaTyC NPOAYKLMM MO OTHOLLEHWI0 K Tpe6GoBaHNAM MOHUTO-
pUHTa 1M M3MEPEHWNI Ha NPOTSXKEHUM NPOLLECCOB XU3HEHHOTO LMKAA NPOAYKLUN.

NoeHTudmkauma ctaTyca NpoaykuMM Ao/MKHA NoAAepXMBaTbCs Ha aTanax ee Npou3BOACTBA, XpaHe-
HUS,, MOHTaXa W 06CNYXMUBaHUS A1 o6ecrneyeHnss NoCTaBku, NMPUMEHEHUS UM MOHTaXa TOJSIbKO TOW mpo-
AyKUuUK, KoTopasi Mpolu/sia Bce HEOGXOANMbIE BUbl KOHTPOJIS U UCMbITAHWIA UM UMeeT oguumanbHoe pas-
pelleHne Ha OTK/IOHEeHMEe OT YCTAHOB/IEHHbIX TPe6oBaHMWiA.

Ecnu TpebyeTca NMPUMEHUMbIMU PETYSIMPYIOLLMMU TPEGOBAHUSIMU, OpraHn3auus Ao/mMkHa AOKYyMeHTU-
poBaTb CUCTEMY YHUKANbHOW UAEHTU(UKALUN MEeAULIMHCKAX U3AENWA.
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OpraHusauua gosixHa AOKYMeHTUpoBaTb npoueaypbl A4/1si obecneyeHns Toro, YTobbl MeguLMHCKUE U3-
[Lenvs, BO3BPAaLLEHHbIE opraHm3alun, 6bin MAEHTUMULUPOBAHbLI WU OTAENEHbl OT NPOAYKLUMUM, COOTBETCTBY-
oLen TpeboBaHNsM.

[FOCT I1SO 13485—2017]

MpumeHstoT noanyHkTbl 7.5.3.1 1 7.5.3.2 TOCT P NCO/M3K 90003—2014.

7.5.9 lMpocnexnBaemMmocTb

7.5.9.1 O6WMme NonoxeHus

OpraHunsaumna fos/hkHa AOKYMEHTUMpOBAaTb MNpouedypbl AnsA obecnevyeHus npocnexmnBaemocTu. Takue
npouenypbl 0O/HKHbI ONpefensaTh CTeneHb NPoC/eXxnBaemMocT NPoAYKUUM B COOTBETCTBUM C MPUMEHUMbI-
MW perynmpyowmnmm TpeboBaHnAaAMN 1 3annucuK, KoTopble He06XoANUMO Nnogaepxusars B paboyem COCTOSAHUN
(4.2.5).

7.5.9.2 CneyunanbHble TpeboBaHUA K UMNAAHTUPYEMbIM MEAULMHCKAM U3LESINAM

3anuvcu, Tpebyemble A8 NPOCNEXMBAEMOCTU, AO/DKHbI BK/IOYATL 3aMMCcy O KOMMOHEHTax, martepua-
nax u ycnoBusix NPOU3BOACTBEHHON cpefbl, eciM 3TO MOXET NPMBECTU K HECOOTBETCTBUIO MeAULMHCKOTO
n3genvsa 3agaHHbiM Tpeb6oBaHNAM 6e30MacHOCTN U PYHKLNOHA/IbHBIM XapaKTepuCTUKaM.

OpraHunzauusa gos/mpkHa TpeboBaTb OT MOCTaBLMKOB YCAYr Mo AocTaBke Wi AUCTpubbloTOpPOB noanep-
XvBaTb 3anucu o pacnpegeneHnn MeauunHCKNX N3genuin ans AOCTUXEHNS NPOCNEXNBAEMOCTU U AOCTYN-
HOCTU 3TUX 3anuceil A4Nnsi NPOBEPKN.

3anicn o0 HaMMeHOoBaHUW K afpece rpysonosyvyarens AO/DKHbl NOAAEePXMBATbLCA B paboyem CcOCTOos-
HUK (4.2.5)

[FOCT I1SO 13485—2017]

MpumeHsoT nognyHkT 7.5.3.3 TOCT P NCO/M3K 90003—2014.

7.5.10 Co6CTBEHHOCTb NoTpebutenei

OpraHunsauuna fo/mKHa MAEHTUUUMPOBaTb, BEpUAIMUMPOBATb, 3awulaTb U COXpPaHATb COBGCTBEH-
HOCTb MOTPEOUTENs, NPEAOCTaBNEHHYIO A5 UCMNOIb30BAHUS WM BK/OYEHUS B NPOAYKUMIO, MOKa OHa Ha-
X04MUTCA nog yrnpas/ieHneM opraHusauum wuim Ucnosib3yeTcs er. Ecnm cobCTBEHHOCTb notpebutens yTte-
psiHa, NOBpEeXAeHa WU NpuU3HaHa HEMpPUrogHoOWN ANs UCNOJb30BaHWSA, NOTPEOUTENb AO/HKEH ObITb 06 3TOM
U3BELLEH, a 3anucu JO/MKHbI NoAAepXuBaTbCs B paboyem coctosiHum (4.2.5).

[FTOCT ISO 13485—2017]

MpumeHsaoT nyHkT 7.5.4 TOCT P NCO/M3K 90003—2014.

7.5.11 CoxpaHeHne COOTBETCTBUA MPOAYKLUN

OpraHu3auma fo/HkHa [AOKYMeHTMpOoBaTh npouedypbl N0 COXPAHEHUI0 COOTBETCTBUSA NPOAyKUuuK Tpe-
60BaHMAM B MpoLecce MPOM3BOACTBA, XpaHeHus, 06paboTkm u nocTaBku. CoxpaHeHWe COOTBETCTBUSA
[JO/MKHO NPUMEHATBCS WM K COCTaBHbIM 4acTaAM MeAULVHCKOro M3genus.

OpraHu3aumsa fo/mKHa NpefoxpaHAaTe NPOAYKUMIO OT HECAHKLMOHUPOBAHHbLIX U3MEHEHWIA, 3arpsA3HeHNs
WM NOBPEXAEHWUI, CBA3AHHbIX C BO34EWCTBMEM MpeAnonaraeMbixX YC/I0BUIA 1 ONacHOCTe B mpouecce npo-
U3BOACTBA, XpaHeHus, 06paboTkn 1 NOCTaBKy NOCPeACTBOM:

a) pa3paboTkM ¥ co3gaHnsa NOAXOAALLeR ynakoBKU Y TPaHCNOPTHOM Tapsl;

b) AOKyMEHTMPOBaHWA TpeboBaHMl K cneunasbHbIM YC/I0BUSIM B C/lydae, eC/iv yrnakoBka He MOXeT
o6ecneynTb COXPaHHOCTb.

Ecnun TpebyloTca cneunasnbHble YCNO0BUS, TO OHU LO/MKHbI NOABepraTbCsa ynpaBneHuo 1 pernctpauum
(4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaoT nyHKT 7.5.5 TOCT P NCO/M3K 90003—2014.
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7.6 YnpaBneHne obopygoBaHNeM A/151 MOHUTOPUHIa N U3MEPEHWIA

OpraHu3auma fo/mKHa onpefennTs MOHUTOPUHT U U3MepeHUs, KOTOpble HEOBXOAUMO OCYLLLECTBNATD,
a Takke o6opyaoBaHue A1 MOHUTOPUHIa M U3MEpPeHns, HeobxoaymMble ANns obecneyeHus cBuaeTenbCcTBa
COOTBETCTBUS MPOAYKLMMN YCTAHOBMEHHbIM TPEOGOBAHUSIM.

OpraHu3auma A0MKHa AOKYMeHTMpoBaTb npoueaypbl A8 obecneyeHus TOro, YTO MOHUTOPWHE U U3-
MepeHNss MOTryT OCYLLEeCTBMATLCA U OCYLLEeCTBASATCA B COOTBETCTBMM C TPeBOBaHWAMMN K MOHUTOPUHIY U
N3MepeHUsIM.

Tam, rge HeobxonauMmo obecneyntb AOCTOBEPHOCTb Pes3y/bTaToB, WU3MepuTesibHoe 060pyhoBaHue
LOJTKHO BbITb:

a) OTKanM6poBaHO W/MNM MOBEPEHO B yCTAHOB/EHHbIE NEPUOAbl UKW Nepes ero NpUMeHeHneM no o6-
pasuoBbIM 3TasloHaM, nepejanowm pasMepbl eUHNL, B CPABHEHUM C MEXAYHAPOAHbIMA WM HaUUOHasb-
HbIMW 3TanoHamu. [pu OTCYTCTBMU TakuMx 3TaNoHOB 6as3a, MCNO/b30BaHHAA 415 KaIMOPOBKM UNN NOBEPKY,
[O/MKHa 6bITb 3apernctpmpoBaHa (4.2.5);

b) OTperynnpoBaHo WA MOBTOPHO OTPEerysiMpoBaHO NO Mepe Heo6XxoAumocTW. Takas peryimpoBska
W1 NOBTOPHAasA pPerysMpoBka OO/KHbI ObITb 3aperncTpupoBaHsbl (4.2.5);

C) MAEHTMUUMPOBAHO C LeNbI0 YCTAHOB/IEHUSI cTaTyca KasImOpOBKY;

d) 3awuweHo OT perynpoBOK, KOTopble caenanun 6bl HeAelCTBUTE IbHbIMU pe3y/ibTaTbl U3MEPEHNS;

€) 3alMLLieHo OT NOBPeXAeHNs U yXyALWeHNs COCTOSHUSA B XO4e 3KcnayaTaumu, TeXHUYecKoro obeny-
XVBaHWA U XpaHeHNus.

OpraHu3aumsa A0/HKHA BbINOMHATL KafIMBbPOBKY WM NOBEPKY B COOTBETCTBMU C AOKYMEHTUPOBAHHLIMMU
npoueaypamu.

Kpome Toro, opraHusauusi Ao/HKHa OLEHUTb U 3aperncTpyMpoBaTb AOCTOBEPHOCTb Mpeablaylnx pe-
3yNbTaToB U3MeEpPeHus, ecnu obHapyXeHo, 4To 0bopyfoBaHME He COOTBETCTBYeT TpeboBaHusaM. OpraHu-
3auMsa Jo/MKHa NpeanpuHATL COOTBETCTBYHOLUME AEACTBMSA B OTHOLUEHUW Takoro o6opyaoBaHus u nobol
N3MEpPEHHOI NPOAYKLNN.

3anuncun pesynbTaToB Ka/IMbpOBKM U NOBEPKM LO/DKHbI NOAAepXUBaTbCA B paboyem cocTosHuun (4.2.5).

OpraHu3auua Ao/HkHa AOKYMEeHTMpOoBaTb Mpoueaypbl Banvjauuv npuMeHeHWUs KOMMbOTEepHOro npo-
rpaMMHOro obecneyeHus, UCMOMb3YEMOrO A1 MOHUTOPWHIA 1 n3MepeHust. Takoe nporpammMmHoe obecneve-
HVe JO/MKHO OblTb BAMAMPOBAHO A0 €ro NepBoro NPUMEHEHUA W, ecnn LenecoobpasHo, nocrnie BHeECEeHUs
M3MeHeHuli B nporpaMMHoe obecneyeHne Wam ero Ucnonb3oBaHue. KOHKPEeTHbI Moaxon v AesATeNbHOCTb,
CBfi3aHHasa C Banujauuei 1 pesannjaluvein nporpaMMHOro obecneyeHust, AO/MKHbI 6bITb NPONOPLMOHA b-
Hbl PUCKY, CBA3@HHOMY C NPUMEHEHWEM NPOrpaMMHOro obecneyeHusl, N ero BAUSAHWEM Ha COOTBETCTBUE
npoaykummn cneundmkaunsm.

3anucu pesynbTaToB U BbIBOAOB, a Takke HEOOXOAMMbIX AEeACTBMIA MO Ba/Maaumm, AO/MKHbI NOALEPXN-
BaTbCA B paboyem coctosHuu (4.2.4 n 4.2.5).

MpumeyaHne — [ONOAHUTENBHYIO MHAYOPMALIMIO MOXHO HaitTy B ISO 10012

[FOCT ISO 13485—2017]

MpumMeHsoT NyHKT 7.6 TOCT P NCO/M3K 90003—2014.

8 M3amepeHune, aHanIn3 1 yny4dlleHue

8.1 O6wWme NonoXeHus

OpraHuzaums Ao/KHa NaaHMpoBaTh M OCYLLECTBASTL MPOLECChl MOHUTOPUHTA, U3MEPEHUSI (OLLEHKM),
aHanM3a U ynyJlleHusi, HeobxoaumMble Ans:

a) AEMOHCTpaLMM COOTBETCTBUS MPOAYKLMUN;

b) o6ecneyeHnss COOTBETCTBUSI CUCTEMbI MEHEMIXKMEHTA KauecTBa,;

C) nopaAepxaHusi pesysibTaTMBHOCTM CUCTEMbI MEHEeXMeHTa KayecTBa.

3T0 JO/IKHO BK/IOUATb OnpejesnieHne NpUMeEHsIEMbIX METOAOB, B TOM Yuc/ie CTaTUCTUYECKMX, 1 o6a-
CTN MX NPUMEHEHNS.

[FOCT ISO 13485—2017]

MpumeHsaoT nyHkT 8.1 TOCT P MCO/TO 14969—2007.
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8.2 MOHUTOPWVHT 1 U3MepeHve

8.2.1 O6paTHas cBA3b

B kauecTBe OAHOrO M3 CMOCOGOB OLUEHKN pe3ynbTaTUBHOCTUM CUCTEMbl MEHeL)XMeHTa KayecTBa opra-
HM3auus Jo/mkHa cobrpaTb MHGOPMaLMI, OTHOCALLYIOCS K YAOBETBOPEHMIO OpraHu3auuneii TpeboBaHuii
noTpebuTens, 1 OCyLLECTBIATbL €€ MOHUTOPWHT.

MeToapl NONyYeHUss U UCNONb30BaHUSA 3TOW MHOpMaL MU AO/MKHbI ObiTb 4OKYMEHTUPOBaHbI.

OpraHusaums Jo/mKHa JOKYMEHTUPOBATh NpoLeaypbl No npoueccy obpaTtHoi ceasu. Mpouecc ob6paTHO
CBA3W OOJ/HKEH BKOYaTb NOPAAO0K cbopa AaHHbIX, Kak Ha cTaaumn Npov3BOACTBA, Tak M NOCTNPOM3BOACTBA.

VHdopmaLmsa, cobpaHHast B npouecce obpaTHON CBA3W, AO/HKHA MCMO/Ib30BaTbCsA B KayecTBe MOTEH-
UuasibHbIX BXOAHbIX AAHHBIX B MEHEMKMEHT pUcKa C Leflblo MOHUTOPUHTa U NoafepxaHns TpeboBaHuii K
npoaykummn, a Takke K npoueccaMm ee XW3HEHHOro Lukna 1 npoueccam yay4lleHus.

Ecnn B COOTBETCTBMM C MPUMEHUMbIMU pErynupyowumm TpeboBaHusaMu opraHM3auus Ao/mKHa Haka-
nAuBaTb OMNpenefieHHbI OMbIT HA OCHOBAHMU MHAOPMAaL MK, MOMYYEHHOW Ha NOCTNPOU3BOACTBEHHON CTa-
AWK, aHann3 Takoro onbiTa AO/MKEH ABAATLCA YacTblo npouecca obpaTHOl CBA3W.

[FOCT ISO 13485—2017]

MpumeHsoT nyHKT 8.2.1 TOCT P NCO/TO 14969—2007 co cnefywwmm LOMOSTHEHUEM:

JononHeHne:

Mpu onpepeneHnn AeATelbHOCTU NOC/e NOCTaBkM OpraHmsauunsa Ao/HKHA yUnTbiBaTb HE TOSIbKO U3BECT-
Hble TpeboBaHWA (Hanpumep, NpaBoBble UM TpeboBaHMA NOTPebuTens), HO Takke U BEPOATHOCTb TOro, YTO
NPOAYyKUMS WK ycnyra MOryT He oTBedaTb TpeboBaHMAM, Kak 0XuAanocb, U noTpeboBaTb AanbHelwunx gei-
CTBUIA. PncK HeyaoBAEeTBOPEHHOCTM NoTpebuTenein unm notepyu NOTEHUMAsbHON BO3MOXHOCTM yBenu4yuBa-
eTcs, eCnu opraHusaLmsa He paccmaTtpuBaeT NoTeHLUManbHble W YCTaHOB/IEHHbIE AEWCTBMA NOCAe NOCTaBKy.

8.2.2 PaccmoOTpeHme npeTeH3nii

OpraHu3auns fo/HKHa 4OKYMEHTUPOBaTh Npoueaypbl A1 CBOEBPEMEHHOIO pacCMOTPEHUS MPETEH3MIA
B COOTBETCTBUW C NMPUMEHUMbIMWU perynupylowmmm TpebosaHnsMu. JaHHble npoueaypbl 4O/MKHbI, N0 MEHb-
Wweli mepe, ycTaHaBNuBaTb Tpe6OBaHUSA 1 pacnpenesieHme OTBETCTBEHHOCTY B OTHOLLIEHUN:

a) noslyyeHus u perucTpauun nHgopmalmy;

b) oueHMBaHUA UHOpMaLUN ANs onpeaeneHns Toro, ABAsSeTCA M obpaTHas CBA3b NPeTeH3neld;

C) paccnepoBaHus MPeTeH3uii;

d) onpepeneHus HeO6XOAMMOCTU UHOPMUPOBAHNUS COOTBETCTBYHOLLMX PErYNPYIOLLUX OPraHoB;

€) feicTBuii ¢ Nnpoaykumei, B OTHOWEHUN KOTOPOW NoslyvyeHa NpeTeHs3us;

f) onpepeneHusi HEOH6XOANMOCTU VHULMMPOBATL KOPPEKLMNW WU KOPPEKTUPYHOLLME AeACTBUS.

Ecnun kakas-nn6o npeTeH3nst He bblna paccrefoBaHa, T0 060CHOBaHME AO/HKHO ObiTb JOKYMEHTMPOBA-
HO. Jllo6as Koppekumsa WM KOppekTupyrllee AeicTBUe B pedysibTaTe pacCMOTPEHUS NPETEH3UN, LO/MKHbI
6bITb AOKYMEHTMPOBaHbl. Ecnu npoBefeHHOe paccrnefoBaHue rnokasasio, YTO MPUYMHOLN MPEeTeH3un SBu-
nacb AesiTefibHOCTb BHE OpraHuM3aunn, AO/MKEH OCYLLECTBATLCS 0O6MEH COOTBETCTBYHOLLEN NHJOpMaLneit
MeXxay opraHusaumnein n BHeLWHel CTOPOHOIA.

3anncy no pacCcMOTPEHWIO NPeTEeH3NA [O/MKHbI NOAAEPXKMBATLCA B paboyeM cocTosHuu (4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaoT nognyHkT 8.5.1.2 TOCT P UCO/TO 14969—2007.

8.2.3 OTUYeTHOCTb B perynmpyroLine opraHbl

Ecnu npumeHnmble perynupytoline TpebosaHnsa 06A3bIBAIOT YBEAOM/IATH O NPETEH3NAX, COOTBETCTBY-
IOLUX YCTAHOBNEHHBIM KPUTEPUSAM OTYETHOCTU O HE6MAaronpUATHBIX COOLITUAX WK BbIMYCKE MOACHUTE b-
HOro yBe[OMJIEHNS, OpraHn3aums fo/MKHa AOKYMEHTMpoBaTb Npoueaypbl A1 YBeLOMIEHUS COOTBETCTBY-
OLLMX perynvpyoLmx opraHos.

3anuncu, cBs3aHHble C OTYETHOCTBLIO B perysupyolme opraHbl, AO/MKHbI NOAAEPXKMBATLCA B paboyem
cocTosiHum (4.2.5).

[FOCT ISO 13485—2017]

JononHntensHble pykosoadwme ykasaHua no NOCT ISO 13485—2017, nyHKT 8.2.3 OTCYTCTBYIOT.
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8.2.4 BHYTpeHHWIA ayguT

OpraHu3auus Ao/HkKHa NPOBOAWUTb BHYTPEHHUE ayAuTbl Yepes 3an/iaHUPOBaHHbIE UHTEPBasbl C LE/bi
yCTaHOB/IEHMS TOrO, YTO CUCTEMa MeHe)KMEeHTa KayecTBa:

a) COOTBETCTBYET 3amn/IaHUPOBAHHLIM U JOKYMEHTUPOBAHHbLIM MeponpusATUAM, TpeboBaHWSAM HacTo-
Allero craHgapTta, TpeboBaHUSAM K CUCTEME MEeHe[XMeHTa KayecTBa, pas3paboTaHHbIM OpraHu3auunei, un
NMPUMEHNMbIM PerympyroLwmmMm TpeboBaHumaMm;

b) BHeApeHa pe3ynbTaTMBHO W MOALEPXKMBAETCA B paboyeM COCTOSIHUW.

OpraHusauus fo/mKHa LOKYMEHTUpPOBaTb Mpoueaypy, Onpeaensitollyld 0TBETCTBEHHOCTb M TpeboBa-
HWS1 K NJ1aHMPOBAHWUIO 1 MPOBEAEHNIO ayanTOB, 3aMMcaM M oT4YeTaM O pesyfbTaTax ayauta.

MporpaMma ayAMTOB [AO/DKHA NAaHMPOBATbCA C y4eTOM cTaTyca W BaXHOCTWM MPOLECCOB U 06nacty
ayauTa, a Takke pesyfnbTaToB Mpeablaylinx ayautoB. Kputepun, 06nacTe NPUMMEHEHMS, YacToTa U MeTo-
Obl ayauUTOB [O/DKHbI ObITb OonpegesieHbl U 3apeructpupoBaHdbl (4.2.5). Bbibop aygmMTopoB M npoBefeHue
ayauToB A0/MKHbI o6ecneunBaTb 06BEKTUBHOCTbL M 6eCnpucTpacTHOCTb Mnpolecca ayauTta. AyauTopbl He
[O/KHbI MPOBEPATHL CBOIO COBCTBEHHYH paboTy.

3anucn B OTHOLUEHMM ayAWMTOB W MX pe3ynbTaToB, BKAOYas UAEHTUGUKaLMI0 NpoLeccoB u obnacrei
ayauTa, a Takke BbIBOAOB NO ayauTy, AO/DKHbI MOAAEPXMUBATLCA B paboyem cocTosiHum (4.2.5).

PykoBOACTBO, OTBETCTBEHHOE 3a MpOBepsieMble 06/1acTu AeSATENbHOCTU, AO/MKHO obecneunBaTb, YTO-
Obl Nt06ble HEOOXOAUMbIE KOPPEKLUN U KOPPEKTMPYIOLWME AECTBMA NpeanpuHUManich 6e3 N3uHel oT-
CPOYKM AN yCTpaHeHUs 06HapyXeHHbIX HECOOTBETCTBUIA U UX NpUYUH. MNocneaywowme AeACTBUS LOSKHbI
BK/IIOYATb Bepudprkaumnio npeanpuHATLIX Mep M OTYET 0 pesynbTaTax Bepudukaumu.

MpumeyaHue — JONONHUTENBHYH MHGOPMALWIO MOXHO HawTh B 1ISO 19011

[FTOCT I1SO 13485—2017]

MpumeHstoT nyHKT 8.2.2 TOCT P NCO/TO 14969—2007.

8.2.5 MOHNTOPWHT 1 n3MepeHe NpoLeccos

OpraHu3aumsa Jo/mkHa NPYMEHSTb NoAXoAsLMe MeToAbl MOHWTOPMHIa W, ecniv 3To LefiecoobpasHo,
M3MepeHns NpoLLecCoB CUCTEMblI MeHeMKMEHTa KayecTBa. DTW MeTOoAbl AO/MKHbI AEMOHCTPUPOBATL CMO-
COGHOCTb MPOLECCOB JOCTUraTb 3anjaHMpoBaHHbIX pe3ynbTaToB. Ecnu 3annaHnpoBaHHble pesynbTaTbl
He AOCTWUTHYTbI, AO/DKHbI MPEeANPUHUMATLCA KOPPEKLUM 1 KOPPEKTMpYoWwue OeicTBUs, ecim 310 Leseco-
0o6pasHo.

[FOCT ISO 13485—2017]

JononHntensbHble pykosoasawme ykasanua rno NOCT ISO 13485—2017, nyHKT 8.2.5 OTCYTCTBYIOT.

8.2.6 MOHUTOPWVHT N 3MepeHne NpoayKLmn

OpraHusaumsa [o/mKHa NPOBOAUTE MOHUTOPUHT M U3MEpPeHne XapakTepucTuK MPOAYKLMU C Lefbio Be-
pucrkaumm CooOTBETCTBUSA NPOAYKUUW YCTAHOBMEHHbIM TpeboBaHWAM. 3TO AO/HKHO OCYLLECTBAATLCA Ha
COOTBETCTBYHOLUNX CTaAUAX NPOLLECCOB XU3HEHHOIO UUKIa NPOAYKLUN U B COOTBETCTBUN C 3amnaHnpoBaH-
HbIMW 1 AOKYMEHTUPOBAHHBIMWU MEeponpuATUAMU U AOKYMEHTUPOBAHHLIMUK NpoLeaypamu.

CBuaetesibCcTBa COOTBETCTBUA KPUTEPUAM MPUEMKN AO/KHbI MOAAEPXMBATLCA B paboyeM COCTOSHUM.

3anncu [o/HKHbl yKasbiBaTb JIMLO, CaHKUMOHMpOBaBLwee BbiNycK npoaykuun (4.2.5). Ecnm ueneco-
06pasHo, 3anucy JoMKHbI AeHTUdMUMpoBaTs 060py0BaHMe, UCNOb30BaHHOE 4718 U3MEPEHNIA.

Bbinyck NpoAyKuMn 1 o6CnyxusaHne He AO/DKHbI OCYLLECTBAATLCA A0 YCMNELHOro 3aBepLueHus 3anna-
HUPOBAHHbLIX 1 AOKYMEHTUPOBAHHbIX MeponpuaTUii.

[ns vMnnaHTpyemblX MeAULMHCKUX M3Aenuii opraHn3auma [O/KHA BeCTW 3anucu no uaeHTuduka-
UMM nepcoHana, NpPoBoAsLLero Nobble BUAbI KOHTPONSA WU UCTbITAHWIA.

[FTOCT I1SO 13485—2017]

MpumeHsaoT nyHKT 8.2.4.1 TOCT P NCO/TO 14969—2007.
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8.3 YnpaBrieHMe HeCOOTBETCTBYIOLWEN MPOAYKUVED

8.3.1 O6Lime NoNoXKeHUst

OpraHu3auua fo/mkHa obecneuymBaTb, YTOObI NPOAYKLUS, KOTOpas He COOTBETCTBYET TpebGoBaHWAM,
6bl1a UAEHTUULMPOBaHA U yNpaBsiachk C Lesblo NpefoTBPaLLeHUss HenpegHaMepPeHHOro UCMnosb30Ba-
HVSt UK NocTaBku. OpraHusauns AoskHa AOKYMEHTUpOoBaTh NpoLleaypy, onpeaensiollyo cpeacTea ynpas-
JIEeHNs, COOTBETCTBYIOLLME OTBETCTBEHHOCTb W MOSIHOMOUNSA AN UAEHTUDMKALMMW, LOKYMEHTUPOBAHUS, OT-
[LeneHuns, OLLEeHUBAHWS 1 pasMeLLeHNsl HECOOTBETCTBYIOLLEN NpoayKumn.

OueHnBaHe HecoOTBETCTBUIA AO/HKHO BKIKYaTb onpeaeseHme Heo6xo4UMOCTY NpoBeAeHNs paccre-
[OBaHNA 1 yBeAOM/IEHNA KaKOW-Nn60 BHELIHEN CTOPOHbI, OTBETCTBEHHOI 3a HECOOTBETCTBYUE.

3anucu o xapakTepe HecooTBeTCTBUIA M MOGbLIX Nocreayrwmnx NpeanpuHATLIX AeNCTBUSIX, BKIOYas
oLeHVBaHuWe, Nb6oe paccnefoBaHne N 060CHOBaHWE peLUeHWit, [O/DKHBI NOAAEPXKMBATLCS B paboyeM co-
cTosiHUM (4.2.5).

[FOCT I1SO 13485—2017]

MpumeHsoT noanyHkTbl 8.3.1 1 8.3.2 TOCT P CO/TO 14969—2007 co crefyloLwmmMm AONOSTHEHUEM:

JononHeHne;

OpraHmsauus go/mkHa paccmaTtpuBaTb M aHanM3MpoBaTb HECOOTBETCTBUE ANS ONpefeneHus ero npu-
YMHbI 1 TOTO, CYLLECTBYET /I OHO rAe-1nbo ele, MOXET I OHO MOBTOPUTLCA WMAW BO3HUKHYTL B ApYroi obna-
ctn. OpraHmsaums go/mkHa onpeaennts 06beM AeCTBUI, KOTOpble HEO6X0AMMO NPEeANPUHATL, OCHOBbLIBAsICb
Ha NOTEeHLMa/lbHOM B/IMSIHUM HECOOTBETCTBMA. OpraHu3auus Ao/HKHa BHeapsATb N06ble Heobxognmble Aei-
CTBUSA, OCHOBAHHbIE Ha 3TOM aHa/n3e.

8.3.2 [eiicTBMSA B OTHOLLEHUM HECOOTBETCTBYHOLLEN MPOAYKLUMN, OOHAPY>XEHHON A0 MOCTaBKU

OpraHuzauma gosixHa nocTynatb ¢ HECOOTBETCTBYIOLE NpoAYyKUMEA OAHUM WAW HECKOSIbKUMU cre-
Aylowmmy cnoco6amu:

a) OCyLWEecCTBAATb AECTBUSI C LEe/bi0 yCTPAaHEHUsI 06HAPYXXEHHOTO HECOOTBETCTBUS;

b) OCylecTBNATL AEACTBMS C LeNbio NpefoTBpalleHnss ee nepBOHAYaslbHOrO NpeaAnonaraemMoro uc-
Mosb30BaHUS UM NMPUMEHEHUS;

C) CaHKLUMOHMPOBATb €€ WCMOJfIb30BaHWE, BbINYCK WA NPUEMKY MO paspelleHutd Ha OTK/IOHeHMe OT
YCTAHOB/EHHbIX TPeO6OBaHWIA.

OpraHuzauua fomkHa obecneurBatb, YTO6bl NPUHATAE HECOOTBETCTBYIOLWE NPOAYKLUM MPU nosyye-
HUM paspeLleHnst Ha OTK/IOHEHMWE MOT/I0 ObiTb OCYLLECTB/IEHO TOMILKO B TOM Cflyyae, ec/v 3T0 AonyckaeT-
Csl perynupyrowmmmn TpeboBaHnsMAU. 3anucy 0 NPUHATAM paspeLleHnst Ha OTK/IOHEHME W UAeHTUdMKaLmmn
MLA, CaHKLMOHUPOBABLUErO paspelleHne Ha OTK/IOHEHWEe, AOJ/IKHbI NMOAAEPXKMBATLCS B paGoyeM CoCTOsA-
Hun (4.2.5).

[FOCT ISO 13485—2017]

MpumeHstoT noanyHkT 8.3.3 TOCT P MCO/TO 14969—2007.

8.3.3 [leficTBMSA B OTHOLLEHNN HECOOTBETCTBYHIOLLEN NMPOAYKUMM, O6GHAPY>KEHHOI NOCNEe NOCTaBKU

Ecnn HecooTBeTCTBYOWAA NPOAYKUUSA BbIsIB/ieHA NOC/e NOCTaBKM WM Havasia MPUMEHEHUS, OpraHu-
3aumMsa Ao/HKHA NpeanpuHATbL AeiCTBUSA, COOTBETCTBYOLWME NOCAEACTBMAM WAM NOTEHUMasbHbIM nocnesa-
CTBUSIM HECOOTBETCTBUS.

3anucu npegnpuHATLIX 4EACTBUIA OOMKHbI NOAAEPXMBATLCA B paboyem cocTosiHum (4.2.5).

OpraHusauusa Ao/mkHa AOKYMEHTUpPOBaThb Mpoueaypbl BbiNycka M NPUMEHEHUS NOSICHUTENbHbIX yBe-
[OM/IEHWIA B COOTBETCTBUN C NPUMEHUMbIMUW PETYNMPYOLWUMN TPebGoBaHUAMU. DTN Npoueaypbl AO/KHbI
6bITb FOTOBbI K BBEAEHMNIO B AeCTBME B 1t060e Bpems.

3anucu geiicTBuii MO BbINYCKY MOSACHMTE/IbHLIX YBEAOMEHUA AO/MKHbI NOAAEpPXMBATbLCA B paboyem
cocTtosiHuK (4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaoT noanyHkT 8.3.4 TOCT P MCO/TO 14969—2007 co cnefyrowmmMm AOMNOSTHEHVEM:

JononHeHwne:

Puck, cBsAzaHHbI ¢ HecooTBeTcTBUEM CUW, onpegensieT CPOUHOCTb U MacTabHOCTb AEeACTBUI, a Tak-
e Heo6X0AMMOCTb HanpaB/eHMA MOSACHUTENbHbLIX YBEAOMIEHUIA B PEryNnpYOLLNE OpraHnsaunm.
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MpumeyaHue — [Ns NOyYeHVs 4OMNOMHUTENBHON MHKPOPMALWM O MOSICHUTE/TbHBIX YBEAOM/IEHUSIX CM. MYyHKT
8.5.1.3 T'OCT P CO/TO 14969—2007.

8.3.4 lNepepenka

OpraHu3aums Ao/HKHa BbINOMHATL Nepeaesiky B COOTBETCTBUM C OKYMEHTUPOBaHHLIMU MpoLeaypamu,
npnHnmMmasa BO BHMMaHMe NoTeHuMasibHble HeXenaTtesibHble nocneacteunsa BOBAGVICTBVIFI nepegenkn Ha npo-
OyKUuuio.

3Tn npoueaypsl AO/MKHbI MPOKATK TOT Xe aHann3 1 ofobpeHne, Kak U nepBoHavasibHble NpoLesypbl.

Mocne 3aBeplleHUa nepefesky, NPOAYKUUS LO/HKHA ObiTb BepudMuMpoBaHa Ha COOTBETCTBUE MNpU-
MEHUMbIM KPUTEPUAM MPUEMKU U PErysimpyowmnmM TpeboBaHusaM.

3anvcu o nepegenke AO/MKHbI NoAAepxmBaTbca B paboyeM cocTosiHum (4.2.5).

[FOCT ISO 13485—2017]

JononHutensHble pykoBoadwme ykasaHua no NOCT ISO 13485—2017, nyHKT 8.3.4 OTCYTCTBYIOT.

8.4 AHann3 gaHHbIX

OpraHu3auua Ao/HkHa AOKYMEHTMPOBAaTb Npoueaypbl onpeaeneHus, cbopa u aHanm3a COOTBETCTBYIO-
LWMX AaHHbIX A1 AeMOHCTpauun nNpurogHoCTU, afeKkBaTHOCTN 1 pe3yNbTaTUBHOCTA CUCTEMbl MEHEeKMEH-
Ta kayecTBa.

OTK npoueaypbl 40/MKHbI BKAOYATL OnpejesieHmne noaxogawmx MeToqoBs aHanmsa, B TOM Yucie ctatu-
CTMYECKUe METOAbl U 061acTb UX NPUMEHEHNS.

[aHHble Oo/MKHBbI BKNOYaTh MHAOPMAaLMI0, NOJTYYEHHYH B pe3y/ibTaTe MOHUTOPMHIa U U3MEpeHus, a
TaKKe M 13 APYrmx COOTBETCTBYHOLLMX MCTOYHMKOB, BKKOYAsA, NO MEHbLUEN Mepe, AaHHble:

a) obpaTHOW CBA3N;

b) COOTBETCTBUSA TPeOOBaAHUAM K NPOAYKLWK;

C) XapakTepucTukam v TEHAEHUMAM NPOLECCOB U NPOAYKLMU, BKAOYAA BO3MOXHOCTM MO YYYLUEHWUIO;

d) nocrtaBLmKam;

e) ayguTam;

f) oTueTam no TexHMYeckoMy O6CNYXMBaHWIO, eCnn LenecoobpasHo.

Ecnn aHanun3 gaHHbIX yka3biBaeT Ha TO, YTO CMCTEMA MEHeMKMEHTA KayecTBa He SABNSeTCS MpUrogHoin,
afieKBaTHOW UM pe3ynbTaTUBHOW, OpraHM3auust Ao/hkHa MCNoMNb30BaTh 3TOT aHaIN3 Kak BXOAHbIE JaHHbIe
ONS ynydweHma B cooTBeTcTBUM C 8.5.

3anucu pesynbTaToB aHann3a AaHHbIX AO/MKHbI NOAAEpPXUBaTLCS B pabouem coctosiHum (4.2.5).

[FOCT ISO 13485—2017]

MpumeHstoT nyHKT 8.4 TOCT P MCO/TO 14969—2007 co cnegylowmm gOMNOHEHNEM:

JonosnHeHwne:

OpraHusaumns gos/mkHa obecneynTb, 4YTO6bl MEeToAbl M AaHHble O KayecTBe NpefoCTaB/Isa/v MNOSE3HYH0
MHGOpMaLNo AN NPUHSATUS peLUeHUiA pyKOBOACTBOM. CTaTUCTUYECKME METOAbl MOTYT ObiTb MOMIE3HBIMU WH-
CTpyMeHTamMu 4515 NPOLEeCCOB aHanm3a 1 OLEHKN.

AHanu3 faHHbIX crefyeT NpoBOAUTb B pasHble MPOMEXYTKM BPEMEHU U HA PasHbIX OpraHM3aLlyOoHHbIX
YPOBHSX.

8.5 Yny4yweHwne

8.5.1 O6uMe NooXeHUs

OpraHmsauusa gosmkHa MAeHTUULMPOBaTh M OCYLWLECTBAATbL Nt06ble U3MEHEHUS, HeObXoauMbIE AJ1A
ob6ecneyeHns u nogaepxaHuna NOCTOSIHHO nPUrogHoCTN, aaekBaTHOCTN U pe3yNbTaTUBHOCTU CUCTEMbI Me-
HEeMKMEHTa KavyecCTBa, a Takxke 6e30nacHoCcTu u beHKLI'VIOHaJ'IbeIX XapakTepncTtnk MmegnynHCcKmnx I/I3,EI,€J'IVII7I,
NCnoJsib3ysa NOJINTUKY B obnactu KayecTtBa, Ue/n B obnactn KavyecTtBa, pesynbTaTtbl ayguToB, Mocsienpo-
O2XKHOro HabnaeHus, aHanmsa gaHHbIX, KOPPEKTUPYOLWNX 1 Npeaynpexgatwmx gencTeuin n aHannsa co
CTOPOHbI PYKOBOACTBA.

[FOCT ISO 13485—2017]

MpumeHsaoT noanyHkT 8.5.1.1 TOCT P MCO/TO 14969—2007.
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8.5.2 KoppekTupyowimne gencrems

OpraHusauns fo/mHKHa npeanpuHuMaTtb AeACTBUS C Lefbl YCTpaHeHUs MPUYMH HECOOTBETCTBUI A/1s
npesynpexneHus MNOBTOPHOrO KX BO3HWKHOBEHMWS. Jllobble Heo6xoAuMble KOppekTupylowme aeicTeus
[OJ/MKHbI ObITb MPUHATLI 6€3 HEOBOCHOBAHHON 3aAepxku. KoppekTupylolwne AeicTBrs AOMKHbI ObiTb NpPO-
NopLMOHanbHbl MOCEACTBUAM BbISIBIEHHLIX HECOOTBETCTBUIA.

OpraHun3auns Ao/HkHa AOKYMEHTMPOBATh npoLleaypy Ans onpejeneHns TpeboBaHui K

a) aHa/M3y HecoOoTBETCTBMIA (BK/IOUYAs MPETEH3UN);

b) YCTAHOB/IEHMIO NPUYMH HECOOTBETCTBMUINA;

C) OUEHMBAHMIO HEOOXOAMMOCTY AECTBUIA, YTOBbLI M36exaTb NOBTOPEHNS HECOOTBETCTBUIA,

d) nnaHMpoBaHWO W AOKYMEHTUPOBAHUIO HEOOXOAMMbIX AEWCTBUA MU MX OCYLLECTBIEHUIO, BKIOYas,
€cnn LefiecoobpasHo, akTyasm3auuio 4oKyMeHTaLmm,;

€) BepudukaLumn Toro, YTO KOPPEKTUPYIOLLME AEeACTBUA HEe OKa3blBAOT HEFATUBHOMO BAUSIHWS Ha COOT-
BETCTBUE perynupyllmnm TpeboBaHusaM, a Takke Ha 6e30MacHOCTb U DYHKUUOHA/IbHbIE XapakTepuUCTUKM
MeAULMHCKOTO M3Aenus;

f) aHanu3y pesynbTaTMBHOCTU NPEeANPUHATLIX KOPPEKTUPYIOLLUX AEACTBUIA.

3anncy pesynbTaTtoB 1060ro paccnefoBaHvs U NpeanpuHATLIX AeACTBUA AOMKHbI NOAAEPXKMBATLCS B
pabouyem cocTossHUU (4.2.5).

[FOCT ISO 13485—2017]

MpumeHsaoT nyHKT 8.5.2 TOCT P UCO/TO 14969—2007.

8.5.3 Mpegynpexaarowne geictens

OpraHu3auusa go/HkHa onpeaenutb AelCTBMSA C Lefblo YCTPaHeHUs NPUYMH NOTeHLMabHbIX HECooT-
BETCTBUWIA ANs1 NpeaynpexaeHns ux nosisnenus. Mpegynpexgatolive 4eAcTBUS fOMKHbI BbITb NPONopLyMo-
Ha/lbHbl NOCNEeACTBUSAM MOTEHUMA/IbHBLIX NPO6G/IEM.

OpraHuzauusa fo/mkHa LOKYMEHTMPOBaTb Npoueaypy, ycTaHaBIMBaloLWy TpeboBaHus K

a) onpefeneHnto NOTeHUMaNbHbIX HECOOTBETCTBUI 1 MX NPUYMH;

b) OLEHUBAHWNIO HEOBXOAMMOCTUN AEACTBUIA C LeNb0 NPesynpexaeHns nosiBfIEHNs HECOOTBETCTBUIA;

C) NNaHMPOBAHMWIO U LOKYMEHTMPOBAHWUIO HEOOXOAUMbIX AENCTBWIA M MX OCYLLECTB/IEHUIO, BK/KOYas,
ec/n uenecoobpasHo, akTyasm3auuio JOKYMeHTaLumuy;

d) BepuchukaumMm TOro, YTo AENCTBUSI HE OKA3blBAlOT HEraTMBHOIO B/IMSIHUA HA COOTBETCTBUE perynu-
pylwmm TpeboBaHMAM, a Takke Ha 6e30MacHOCTb U (PYHKUMOHa/IbHbIE XapaKTepUCTUKU MeLULMHCKOro
n3genus;

€) aHanuay pesysibTaTUBHOCTW NPEANPUHSATLIX Npefynpexjarwmx geicTenii, ecnm LenecoobpasHo.

3anucu pesynbTaToB NOGLIX paccnefoBaHWii U NPeanpUHATLIX AeUCTBUIA fLOMKHLI NOAAEPXKMBATLCS B
paboyem cocTtosiHuu (4.2.5).

[FOCT 1SO 13485—2017]

MpumeHsoT nyHKT 8.5.3 TOCT P NCO/TO 14969—2007.
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