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Mpegucnosue
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nonoxexus» n FOCT 1.2—2015 «MexrocygapcteeHHas cuctema ctaHgaptusaunn. CtaHgapTel Mexrocygap-
CTBEHHbIe. NpaBuia n pekoMeHauym No MexrocyAapcTBeHHON cTaHaapTu3aumn. MNpasuna paspaboTkum, npu-
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COBCTBEHHOrO NepeBo/a Ha PYCCKMiA A3bIK aHT/T0A3bIYHOM BEPCUM CTaHA4apTa, yKa3aHHOro B nyHkTe 5

2 BHECEH TexHunyeckum KomuTeTOM Mo cTaHgapTusaunn TK 436 «¥YnpassieHne KkayecTsoM MeaunLuH-
CKMX n3aenunii»

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO cTaHAapTusauuu, meTponornv u ceptudmkaumm (ot
7 vioHsA 2017 r. npoTokon Ne 99-1)

3a NPUHATUE NPOrosocoBann:
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no MK(MCO 3166) 004-97 no MK(MCO 3166) 004- 97 Mo cTaHgapT3aummn
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KasaxcTaH Kz FocctaHgapT Pecny6nukn KasaxctaH
Kuprusus KG KbipreisctaHgapt
Poccus RU PoccTtaHpgapTt
4 rlpI/IKa3OM cbe,qepaanoro areHTcTBa Nno TeXHUYeCkKoMy peryampoBaHUio u MeTponorum ot 30

2017 r. Ne 615-cT MmexrocyaapcTBeHHbIn ctaHaapT FOCT ISO 13485—2017 BBeAEH B AeliCTBME B Ka4ecTBe
HauvoHanbHoro ctaHgapTa Poccuiickoli degepaunmy ¢ 1 noHa 2018 .

5 HacTtosAwuin ctaHgapT MAEHTUYEH MexayHapogHoMmy ctaHaapTy 1ISO 13485:2016 «W/3penvsa megm-
uUMHckMe. CucTeMbl MeHefXMeHTa kauyecTBa. Tpe6oBaHuA ANA ueneii perynumpoBaHus» («Medical
devices — Quality management systems — Requirements for regulatory purposes», IDT).
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BeBegeHve

HacToswmii cTaHaapT siBNsieTca TpeTbM n3gaHmem IS 0 13485. oTMeHsIeT 1 3aMeHseT BTOpoe n3gaHue
(ISO 13485:2003) 1 ISO/TR 14969:2004. KoTOpble GbIIM TEXHUYECKN NepecMoTpeHbl. OH Takke BK/1oYaeT B
cebs TexHnyeckyto nonpasky ISO 13485:2003/Cor. 1:2009. CBogHas Tabnuua N3MeHEHWIA, BKIIOUYEHHbIX B 3TO
n3gaHue no cpaBHEHMIO € NpeablAyLWnM, NpuBeAeHa B NPUIoXeHun A.

0.1 O6uMe NoNoXeHNst

HacTosAwuii cTaHfapT ycTaHaBNnBaeT TpeboBaHUsA K CUCTEME MEeHeL)KMEeHTa KayecTBa, KoTopble MoryT
NPMMEHATLCA OpraHu3auuneid, y4acTByoLW el B OAHON NN HECKOJTbKMX CTaANAX XU3HEHHOTO LKA MeAULNH-
CKOro n3fenus, Bkavas NpoekTupoBaHmne v pa3paboTky, MPon3BOACTBO, XpaHEHME 1 NOCTaBKy, MOHTaX, Tex-
HMYeckoe 06CNyXMBaHNE, OKOHYATEbHbIV BbIBOA U3 3KCMIyaTalmm U yTUIM3aLnio MegULNHCKUX U34eNnid unm
npefocTaB/ieHVe CBA3aHHbIX C HUMU yCnyr (HanpuMmep, TexHuyeckas nogaepxka). TpeboBaHus, yCTaHOB/IEH-
Hble B HacTosiLleM cTaHfapTe, MOryT Takxe OblTb MCNO/b30BaHbl NOCTaBLYMKAMWN OpraHusauun Ui UHbIMK
BHELIHMMMN CTOpOHaMU (Hanpumep, NOoCTaBLMKaMMN Cbipbsi, KOMMOHEHTOB, COOPOYHBIX Y3/10B, MEANLNHCKNX
n3aenunii, ycnyr no ctepunusaumm, noBepke 1 Kanmbposke, AUCTPUOLIOTOPCKNX YCAYT, YCYT N0 TEXHUYECKOMY
06CcnyXnBaHuo). MocTaBLMK UM BHELLHSAS CTOPOHA MOryT A,06pOBO/IbHO NPUMEHATL HACTOSILNIA cTaHAapT
AN LeMOoHCTpauuy COOTBETCTBUS ero TpeboBaHnsaM, IM60 COOTBETCTBUE TPe6OBaHNAM MOXET ObITb YCTAHOB-
NIEHO KOHTPaKTOM.

B HEKOTOPbIX OPUCAMKUNSAX UMEKOTCS perynupytoLine TpeboBaHns 419 NPUMEHEHNS KCUCTEMaM MeHe[-
XMEHTa kayecTsa opraHm3auuii, ¢ pasNnyHbIMy poNsMy B LLEEMW NOCTaBOK MeAULMHCKMX n3genuin. Cnegosa-
Tes/IbHO. HacToAWMI cTaHAApPT nNpeAanonaraeT, YTo opraHn3anus.

- onpegenset cBo (1) ponb(1) B COOTBETCTBMMN C MPUMEHUMbIMW PEFYNPYIOLWUMU Tpe6oBaHMAMY;

- onpegenseT perynupyowmne Tpe6oBaHus B paMkax 3Toi(aTux) ponu(ei);

- BK/Il0YaEeT 3TV NPUMEHUMbIE perysimpyoLLme TpeboBaHnsa B CUCTEMY MEHE)KMEHTA KayecTsa.

MpumevyaHunsn

1 B KOHTEKCTe HacTOAWEero ctaHgapta TePMUH «OPUCAUKUUA» O3HavaeT TeppuTopuanbHO-aMUHUCTPATUBHYIO
eiHNLY, Ha KOTOPYIO pacnpoCcTpaHAaTCA perynupyouune Tpe6oBaHus.

2 BKOHTEKCTe HacToAlero ctaHgapTa TEPMUH «Po/ib» NojpasdymeBaeT Buj AeATe/IbHOCTM opraHnsayum npumMeHmn-
TeNbHO K MeguUUHCKOMY nsgenuio (cm. n. 4.1.1).

TepMUHONOTMS B MTPUMEHUMBIX PEFYNPYIOLLMX TPE60BaHNAX MOXET OTINYATHLCA B pa3fINUHbIX CTPaHax n
pernoHax. OpraHu3auus 4o/mHKHa NOHMMAaTb, KakiM 06pa3oM Tpe6oBaHUs, yCTaHOB/IEHHbIE B HACTOSALLEM CTaH-
AapTe, 6yAyT MHTepnpeTpoBaTbCsA B TEPMUHOMOINN, UCNOSIb3YEMOI B 3aKOHO4aTENbCTBE TEX OPUCAUKL WA, B
KOTOpbIX MeAuLMHCKMe nsgenns 6yayT obpaliaTtbes.

HacTosawuii ctaHaapT Takke MOXeT NPYMEHATbCA BHYTPEHHVMMW W BHELIHVMU CTOPOHaMK, BKIKOYas
opraHbl N0 cepTumnkaLun, AN OLEeHKM CNOCOBHOCTH opraHn3aLmmn yaoBneTBopsATb Tpe6oBaHMAM noTpebuTe-
nei nperynupyowmnm Tpe6oBaHnaM, NpesbsaBaseMbIM KCUCTEME MeHeJ)KMeHTa kayecTBa, aTakke CO6CTBEH-
HbIM TpeboBaHUsAM opraHusaumn. TpeboBaHWA K cUCTeMe MeHe[XMeHTa KauyecTBa, YCTaHOB/IEHHble B
HacTosALeM cTaHAapTe, ABASATCA AONOMHALVMMI MO OTHOLLEHMIO K TEXHUYECKUM Tpe60oBaHNAM K NpoAYKLNK,
KOTOpble ABMATCA HE0OX0AUMbIMU AN YA,0B/1eTBOPEHNA TpeboBaHWi noTpebuteneii, vk NPUMEHUMbIM pery-
nupyowmum TpebosaHnaM 415 obecneyeHns 6e30nacHOCTU U PYHKLMOHANbHBIX XapaKkTepUCTUK.

Co3sfaHve cucTeMbl MeHeg)KMeHTa kauecTBa TpebyeT cTpaTernyeckoro pelleHms opraHusaumm. Ha pas-
paboTKy 1 BHeApeHNe CUCTeMbl MEHEXXMEHTa KayecTBa OpraHnsaunm BAMSIOT:

a) BHYTPEHHSA opraHu3aunoHHas cpeja, U3MeHeHUs 3Tol cpeabl Y BAUSIHUE OpraHn3aLMoHHON cpeabl
Ha COOTBETCTBUE MeULNHCKUX U3LENNIA;

b) M3MeHsALWmecs NOTpebHOCTN opraHnsaLmuu;

C) KOHKpEeTHble Lenn opraHusaumm;

d) Bbinyckaemas NpoAyKUNS:

€) npuMeHsiemble NpPoLecchl;

f) pasmep opraHusauum nopraHnsaunoHHas CTPyKTypa,;

) perynupyoLlime TpeboBaHns, NPUMEHNMbIE K [eATeNbHOCTY OpraHn3auun.

HacToswuii cTaHgapT He npeanonaraeTt e4MHO06pa3ns B CTPYKTYpe pasfIMyHbIX CUICTEM MEHeMKMEHTa
kauecTBa, eMHO06pa3nsa JOKYMeHTaLuu Uan BbiCTpanBaHus No NyHKTam CTPYKTYpbl HACTOSILLLEro cTaHdapTa.

CyuiecTByeT 60/blLIOE pasHOO6pa3ne MeguLMHCKUX N34eNniA, U HEKOTOPble KOHKPEeTHble TpeboBaHus
HacTosILLero ctaHaapTa NPUMEHNMbI TOMIbKO K TEM rpynnaM MeAWLMHCKUX U3fennii, onpeaeneHns KoTopbiM
faHbl B pasgene 3.
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0.2 Pa3bsACHeHWe NOHATWIA

B HacTosllem cTaHAapTe UCNo/b3yTCA CeayoLwme TEPMUHBI UKW C/I0BOCOYETaHNS, KOTOPbIE UCMOSb-
3YI0TCA B KOHTEKCTE, OMUCAHHOM HUXE.

Koraa TpeboBaHne conpoBOXaeTcA C/I0BOCOYETAHNEM «EC/N LiesiecoobpasHo», BbiNoHeHe Tpebo-
BaHWA ABNSETCA LenecoobpasHbiM, eC/iM opraHnsanmsa He MoxeT 060cHoBaTb obpaTHoe. BbinonHeHne Tpebo-
BaHWA cunmTaeTcs LenecoobpasHbiM, ecivi 3T0 He06X04MMO A5 TOTO, YTOObI:

- NpoAyKUMA yaoBneTsopsana TpebosaHuaMm;

- COOTBETCTBOBATb NPMMEHUMbIM PETYIMPYIOLWUM Tpe60BaHNAM;

- OCYLLEeCTBNATb KOPPEKTMPYIOLLME AeACTBUSA:

- OCYLLEeCTBNATb MEHEKMEHT pucKa.

Tam. rge ncnonb3yeTcs TEPMUH «PUCK», MPUMEHEHNE TEPMIUHA B pamMKax HacTOSALLLEr0 MeXAyHapoAHOro
cTaHgapTa OTHOCUTCS K TpeboBaHMAM 6e30NacHOCTU U (hyHKLMOHAbHBIM XapakTepucTmkam mMeauLMHCKOro
n3genua nnun gns BbINONHEHUS NPYMEHUMbIX PErynpyowmx Tpe6oBaHuii.

Korpa Heo6xoanmo, 4Tobbl TpeboBaHme 6bIN10 «4O0KYMEHTMPOBAHO», OHO TakKe A0/HKHO 6bITb yCTaHOB-
NIEHO. BHEPEHO M NoAAepXmBaTbCcs B paboyeM COCTOAHUN.

B TekcTe HacTosLero ctTaHgapTa TePMUH «NPOAYKLUSA» MOXET 03HauaTb Takke «ycnyry». Mpoaykuus
ABNSETCH pe3ynbTaToM, KOTOpbI/ NpegHasHavyeH Ana notpebutens wam um 3atpeboBaH, NGO 3aAaHHbIM
pe3ynbTaToM npowecca Npon3BoAcTBa NPoAyKLUUK.

Tam, rge ncnosb3yeTca TEPMUH «perynupyloume TpeboBaHUsa», OH BkI4YaeT B ceba TpeboBaHus,
cofepxalymnecs B N060M 3aKoHOAATE/IbHOM akTe, NPUMEHMMOM K MOJ1Ib30BaTENI0 HACTOALWEro cTaHjapTa
(Hanpvimep, 3aKOHbI, NOA3aKOHHbIE aKTbl, NPEeANMCaHNS U ANPEKTUBDI).

MpUMeEHeHNE TEPMUHA «pPerympyoLL e Tpe6oBaHUsA» orpaHNyeHo TpeboBaHUAMM, NPEABABIAEMbIMU K
CUCTEME MeHeKMEeHTa KauecTBa, a Takxe 6e30nacHOCTU UK PYHKLMOHAIbHBIM XapakTepucTukam meaunLmH-
CKOro n3genus.

B HacTosleMm cTaHfapTe UCNo/b3yTeA cneayoLme rnarofibHble opMbl:

- «[lo/mkeH» ykasblBaeT Ha TpeboBaHue;

- «CnepyeT» ykasblBaeT Ha pekoMeHgauuio;

- «Morno 6bI» yka3blBaeT Ha paspeLleHune;

- «MOoXeT» yKa3blBaeT Ha CMOCOBHOCTb U BO3MOXHOCTb.

MHpopmauums, 0603HaYeHHas Kak «lpumMeyaHne», HOCUT XapaKkTep PyKOBOASILLUX yKa3aHWUii 4151 NOHN-
MaHUs UM pa3bACHEHNS COOTBETCTBYIOLLEr0 Tpe6oBaHus.

0.3 MpoveccHbIi Noaxoa,

HacTosAwwuii ctaHAapT OCHOBaH Ha NPOLLECCHOM NOAX04e K MeHe)KMeHTY kadecTsa. /llobylo aeaTens-
HOCTb, KOTOPas UMeeT BXOJ, 1 npeobpasyeT ero B BbIXOA, MOXHO paccmaTpusaTh kak npouecc. YacTo BbiXog,
0/1HOr O NpoLecca SABSeTCs BXO40M CrieflyloLLero npotecca.

[naycnewHoro hyHKLMOHUPOBAHMA OpraHu3anmns Ao/mKHa onpegennTe MHOTOYUCIEHHbIE M B3aNUMOCBS-
3aHHble NPoLEeCChl M YNPaBAsaTb UMU.

MprMeHeHne cUCTeMbl MPOLLECCOB B pamMkax opraHv3al iy COBMECTHO C UX naeHTudukaumnein n szammo-
[JecTBMeM MpoLeccoB, a Takke UX MeHe[XMEHTOM [/1A MONyYeHUs XenaeMoro pesynbtata MOXeT ObiTb
onpefeneHo Kak «npoLecCHbIi Noaxoa».

MpumeHeHne NpoLeccHoro noAxoa B CUCTEME MEHEeIXMEHTa KayecTBa N03BOJISAET:

a) NMOHUMAaTb M MOCTOAHHO BbINOHATL TPe6oBaHNS;

b) paccMmaTtpusaTb NPOLECChI C TOUKN 3PeHUs f06aBNEHNA UMY LLIEHHOCTY;

C) JocTuratb pe3ynbTaTUBHOro PYHKLNOHNPOBaHUS NMPOLLECCOB:

d) yny4ywaTb NpoLecchbl Ha OCHOBE 06 BbEKTUBHbLIX U3MEPEHWIA.

0.4 Cssasb c1SO 9001

XOTS HACTOALWMI CTaHAAPT ABNSETCA aBTOHOMHbIM, OH OCHOBaH Ha 1ISO 9001:2008, koTopbIii 6611 3aMe-
HeH Ha ISO 9001:2015. ina yao6¢cTBa N0Mb30BaHNA B NPUIOXEHUN B NpuBeAeHO COOTBETCTBUE MEXAY MYHK-
Tammn ISO 9001:2015 1 HACTOALLNM CTaHAAPTOM.

HacTtosAwuin ctaHgapT npegHasHadeH ans obneryeHus rnobasnbHOro cornacoBaHns COOTBETCTBYOLLMX
perynupyoLinx TpeboBaHnii kK cuctemam MeHeg)KMeHTa kayecTBa, NPUMeHVMbIX K OpraHu3aumnsam, yyacTsyto-
MM B O4HOM WM HECKOMbKNX CTafMAX XU3HEHHOTO LMKIa MeAULMHCKOro n3genus. Hactoawmin ctaHgapT
BK/IOYAET B Ce65 HEKOTOPbIE 0COObIE TPeOOBaHUS ANAOPTraHn3aLuii, y4acTBYHOLWMX BXXU3HEHHOM LMK1e Mean-
LIMHCKWX N3AeNWiA, N NcKNloYaeT HekoTopble 3 TpebosaHuii ISO 9001, koTopble He LienecoobpasHbl B kayecTse
perynupyowmx TpeboBaHnii. 13-3a aTX UCKIOYEHWI, OpraHn3auumn, CUCTeMbl MEHe)KMeHTa KayecTBa KOTo-
pbIX COOTBETCTBYIOT HacTOALWEMY CTaHA4apTy, He MOTyT npeTeHgoBaTb Ha cooTseTcTeme ISO 9001. ecnn ux
cucTeMa MeHe[XXMeHTa KayecTBa He oTBevaeT Bcem TpeboBaHmam 1ISO 9001.
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0.5 COBMECTUMOCTb CAPYTVIMU CUCTEMAMU MEHEAXMEHTA

HacTosiuii cTaHaapT He coAepXWUT cneuuasbHbIX Tpe6oBaHuil K ApYrMM CUCTEMAM MEHEeKMEHTa,
HanpuMep K cucTeMaM MeHe[)XMeHTa OXpaHbl OKpyxatoleli cpefbl, 6e30MacHOCTA U NPoheccUoHaNbLHOTo
3[,0POBbS, a TAKKe (PUHAHCOBOTO MEHEKMEHTA.

OfiHako HacTosAWMii cTaHAapT MO3BOMAET OpraHu3aluu COrfacoBbiBaTb WM UHTErprpoBaTh CBOK
COGCTBEHHYID CUCTEMY MEHe[XXMeHTa KkayecTBa C COOTBETCTBYHOLMMU TPeBGOBAHUSAMYU APYTMX CUCTEM
MeHeKMeHTa.

OpraHusauus MOXeT afanTupoBaTh AelCTBYIOLLY0 cucTeMy (CUCTEMbI) MEHEKMEHTA A1A CO3LaHNs
CUCTEMbI MEHE)KMEHTa KauecTBa, COOTBETCTBYHOLLE Tpe6oBaHNAM HACTOSILLEro cTaHaapTa.

\



FOCT ISO 13485—2017

M E X IO CUY A4 APT CTBETUHHDbB 1 C TAHAOAPT

M3penua mepuumHckue
CNCTEMbI MEHEOXXMEHTA KAYECTBA
Tpeb6oBaHuWsa ANA Ueneil perynmpoBaHns

Medical dev»ces. Quality management systems. Requirements for regulatory purposes

fNata BBegeHna — 2018— 06— 01

1 O6nacTb NpUMeHeHUs

HacToswuii ctTaHgapT ycTaHaB/MBaeT TpeboBaHUsA KCUCTEME MEHE)KMEHTa KayecTBa B Cyvasx, korga
opraHumsaumm Heo6Xo0AMMO NPOAEMOHCTPMPOBATL CNOCOBHOCTb NOCTABNATh MEAULMHCKME U3LEeNnnsa U Nnpeao-
CTaB/ISITb CBA3aHHOE C HUMW 06CNyXuBaHve, oTBevaLne TpeboBaHUsaM NOTPedBUTENA N NPUMEHUMbBIM pery-
nvpylwum TpeboBaHusaM. Takme opraHvsauuy MOryT 6biTb BOBJIEYEHbl B OAHY WM HECKONbKO CTaawi
XW3HEHHOTO LMKNa MeANLNHCKOTO U3aenus, BKIvas npoekTnpoBaHue n paspaboTky, Npou3BoACTBO, XpaHe-
HVe N ANCTPUBYLMI0, MOHTaX 1 06CNYXXMBaHME, a TakKe MPOEKTMPOBaHNe 1 pa3paboTKy UM oka3aHne CBA3aH-
HbIX C MEAULUHCKUMUN U3LeNMAMM YCayr (Hanpumep, TEXHUYECKOro obcnyxusanus). Hactoawmii ctaHaapt
Takke MOXeT OblTb WCMNOMb30BaH MNOCTaBLMKaAMW WAN BHELWHWMU CTOPOHaMW, KOTOpble MOCTaBNAT
NPOAYKLMIO M CBA3aHHbIE C CUCTEMOI MEHEeI)KMEHTa KauecTBa oOpraHm3aunii ycnyrm Takum opraHu3auunsm.

TpeboBaHMA HACTOALLErO CTaHAapTa NPMMEHUMbI K OpraHn3aLmnsiMm He3aBMCcMO OT UX pasmepa 1 Buaa,
€C/IM TONIbKO UCK/TYEHME He 04eBUAHO. Bece TpeboBaHus, NpYMEHMMbIE K MEAULVMHCKUM U3AENSIM, B PaBHOI
Mepe NpUMEeHUMbI K ycslyraMm B OTHOLLEHUU 3TUX U3LEe/TUIA, eC/IN TaKOBble 0Ka3blBAIOTCHA OpraHusaunei.

Mpoueccol, TpebyeMble HACTOALWMM CTaHAAPTOM U MPUMEHMMbIE K OpraHu3aLluu, HO He ocyLlecTBasie-
Mble camoii opraHu3auueii HanpsiMyto, 0OCTalTCA OTBETCTBEHHOCTLIO OpraHu3aL M 1 a0/MKHbl HAX0AUTLCS No4
ynpas/ieHNeM CUCTEMbI MEHEJ)KMEHTAa KayecTBa opraHusaLum nocpecTBOM NpoBeLeHNss MOHUTOPUHIa, NoA-
AepxaHus B paboyem COCTOAHUN 1 ynpaBieHns aTUMK npoLeccamu.

Ecnv nprMeHumble perynvpyoline TpeboBaHUs OoNycKalT NCKTI0YEHME YNpaBieHNss NPOeKTUpoBaHu-
eM 1 pa3paboTKoli U3esnii, To 3TO MOXET CY>XXMTb OCHOBAHUEM /151 UCKHOYEHNA COOTBETCTBYHOLUX Tpebo-
BaHWI 13 KOHKPETHOI CUCTEMbI MEHEXKMEHTA KayecTBa. STUMU perynnpyowmumm TpeboBaHusaMm MOryT BbiTb
npeaocTaBNeHbl aflbTEPHATUBHbIE NOAXOAbI, KOTOPbIE AO/MKHbI GbITb PACCMOTPEHbI /151 KOHKPETHOWN CUCTEMBI
MeHeXMeHTa kadecTBa. OTBETCTBEHHOCTbL 3a 06ecneyeHrie COOTBETCTBUA Tpe6OBaHUAM HACTOSILLErO CTaH-
Japta npu UCKIYEHUU YMpaB/ieHUs MPOEKTUpPOBaHWeM W pa3paboTKoi u3Jennii NexuT Ha camol
opraHusaumu.

Ecnu kakoe-nn6o TpeboBaHue pa3fenos 6. 7 UNN 8 HACTOSALLEro cTaHgapTa Heb3si NPUMEHUTb BBUAY
crneundrkn gesTenbHOCTH opraHn3auun unm ocobeHHoCTen MeanLMHCKOro U3AeNns, Ha KOTopble pacnpoc-
TpaHseTcs cMcTemMa MeHeXMeHTa KayecTBa, TO opraHM3aluu He cnepyet BK/YaTh Takoe TpeboBaHue B
CBOK CUCTEMY MEHeMXMEeHTa KayecTBa. B oTHOWeEHNM Kax4oro HenmpYMeHMMOoro TpeboBaHus opraHm3auus
L0/KHA [,OKYMEHTUpPOBaTb 060CHOBaHME B COOTBETCTBUMN C NYHKTOM 4.2.2.

2 HopwmaTtuBHbIE CCbUIKU

B HacTosiLem cTaHAapTe UCMnosib30BaHa HOPMAaTUBHAS CCbISIKa Ha ciefyoLwnil cTaHaapT:

1ISO 9000:2015. Quality management systems — Fundamentals and vocabulary (Cuctembl MeHeXXMeH-
Ta kayecTBa. OCHOBHbIE NOJIOXEHUSA 1 CNIOBapPb)

N3paHne opuuymnanbHoe
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3 TepmuHbI onpeaeneHns

B HacToswem cTaHAapTe NpUMeHeHbl TepMUHBLI M onpegeneHuns no ISO 9000:2015, a Takxke cnegylowme
TEPMUHbI C COOTBETCTBYOLWUMM ONpee/eHNAMU:

3.1 nosicHuTenbHoe yBegoMsieHMe (advisory notice): YBeaomsieHue, BbiMyLEHHOE OpraHusaumei
nocsie noctaBkM MeMLUHCKOro n3fenus, cogepxaliee AonoHUTENbHYI0 UHopMaLuio /unv pekoMmeHgaumm
0 TOM. Kakve AeliCTBUS [0/DKHbI 6bITb NPeANPUHATBI NPW:

- NPUMEHEHUN MeULMHCKOro n3fenus;

- MoAndVKaLMn MeAnLMHCKOTo n3aenus;

- BO3BpaTe MeANLIMHCKOro NU3enuns opraHusauum, Kotopas ero noctaesuna:

- yTUAusauumn MeauLmMHCKoro nusgenus.

NMpuMmeuyaHUe — BbINyCKNOSACHUTE/IbHOIO YBEAOMJ/IEHUSI MOXET TPe60BaTbCsl B COOrBETCTBUM C NPYMEHUMBbI-
MU perynvpyownummy Tpe6oBaHnsMu.

3.2 yno/iHOMOYeHHbIV NpeacTaBuTesb (authorized representative): ®usnyeckoe nnv puanyeckoe
MU0, KOTOpPOe onpefesieHo 3aKOHOAAaTeNNIbCTBOM CTPaHbl UIN PernoHa, Noslyynsllee NMCbMEHHOe HasHave-
HVe OT M3roTOBUTENSA AEliCTBOBATL OT €r0 UMEHW A5 BbINOSIHEHNSA onpeAesieHHbIX 3a4a4 B OTHOLEHUN 065-
3aHHOCTEe N3roTOBUTENSA, YCTaHOB/IEHHbIX 3aKOHOAATEIbCTBOM KOHKPETHOW CTpaHbl NV permoHa.

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

3.3 kInHmnyeckas oueHka (clinical evaluation): AHanus noueHuBaHue KIMHUYECKUX JaHHbIX B OTHOLLe-
HUN MeANLIMHCKOTO N3aenuns ¢ Lenbio Bepudukaunm 6e3o0nacHoCTv U hyHKLNOHAIbHbIX XapakTepUCTUK nsae-
NS NPU €ro KIMHNYECKOM NPUMEHEHUN, KaK NpeHa3HayeHo U3rotoBuTenem.

[GHTF/SG5/N4:2010. pa3gen 4]

3.4 npeteH3us (complaint): MNMucbMeHHOe, 3/IEKTPOHHOE UK YCTHOE CoobLLeHne O HegocTaTKax, CBS-
3aHHbIX C naeHTUumnkaLlmei, kKa4ecTBOM, CPOKOM CNYXObl, HAAEXHOCTbI0, 6€30MacHOCTbIO0 NN (PYHKLMOHAb-
HbIMW XapakTepucTukamv MeAnLIMHCKOTO U3aenuns, BbilleLlero n3-nog ynpasieHns opraHnsaumneii, a Takke B
OTHOLUEHUN CBA3AHHOIO C HUM 0BCNY)XUBaHUSA, KOTOPOE BAMSAET Ha DYHKLMOHA/IbHbIE XapaKTePUCTUKN Takmx
MeAVNLMHCKUX U3LeNnii.

Mpu mMmeyeH ne— OTo onpepgersieHne «nNpeTeH3NN* oT/invaeTcs OoT onpegeneHuns, gaHHoro B 1ISO 9000:2015.

3.5 auctpmbbroTop (distributor): ®usnyeckoe nan puguyveckoe MLO B LiEeNM NocTaBoK, KOTopoe
[leicTBYyeT OT CBOEI0 MMEHW U OCYLLLECTBASET NPOAAXY MEANLMHCKOTO U3ENUSi KOHEYHOMY NOTPeBUTENIO.
[GHTF/SG1/N055:2009, nyHKT 5.3]

MpumevyaHunsn

1 B uenb NocTaBoK MOTYT 6bITb BOB/IeYeHbl 60Mee 0HOro AUCTpUbGLIOTOpPA.

2 Jlvua a uenu nocTaBoOK, BOBJIEYEHHbIe B 1esiTe/IbHOCTb N0 XPaHeHVo 1 TPaHCNOPTUPOBKE OT UMEHWN M3roToBUTE-
N, umnopTepa Uan AMCTpuGbLI0OTOPA, He ABNAIOTCA ANCTPUGLIOTOPaMM NOJaHHOMY OnpeaesneHuto.

3.6 nMmnnaHTupyemoe meauumnHckoe msgenue (implantable medical device): MepguuuHckoe usge-
ive, KOTOpoe MOXeT ObITb ya/ieHO TO/IbKO NOCPeACTBOM MeAULMHCKOIO UM XMPYPryeckoro BMellaTenbcTea
1 KOTOpOe NpejHa3HavYeHo Ans:

- MOIHOTO U/IM YaCTUYHOrO BBELEHWSA B TE/I0 NN aHAaTOMUYECKYH0 MOM0CTb YesioBeka nunm

- 3aMeLleHnNs anMTeNnasibHOM NOBEPXHOCTY UM NOBEPXHOCTU rnasa u

- HaXOXJeHnsa B MecTe UMNaHTaLMmn nocae npouesypbl B TedeHne He meHee 30 gHell.

MpunmeuyaHune — OT0 onpegesieHne MMMNIAHTUPYEMOro MeAULMHCKOTO U3AeNnsa BKKOYaeT TakKxe akTUBHOe
unMnaaHTnpyemoe meanunHCcKoe nagenue.

3.7 nmnopTep (importer): ®usmyeckoe NN LPUANYECKOE NNL, ABNSIOLEECA NepBbIM B Lienu nocra-
BOK. BbIBOAALLVM MeAULIMHCKOE n3genune, Npon3BefeHHoe B MHOWM CTpaHe Wan B IOpUCAMKLMN, Ha PbIHOK CTpa-
Hbl. Te n3fenue npeanonaraeTcs K peanunsaumu.

[GHTF/SG1/N055:2009. nyHkT 5.4J

3.8 mapkupoBka (labelling): 3TukeTka, MHCTPYKUMS MO NPUMEHEHUIO U Nobas MHas MHgopmauwms,
OTHOCSILLAACA K MAEHTUIMKALMN, TEXHUYECKOMY ONUCaHMIo, NpejHa3HauYeHHOMY NPUMEHEHUIO MEULIMHCKOTo
n3genvs, CKItYas ToBapoconpoBoOAMTE bHbIE AOKYMEHTbI B OTHOLLIEHNW NOCTaBKU.

[GHTF/SG1/N70:2011. pa3gen 4]

3.9 %wusHeHHbIl yukn (life-cycle): Bce cTagum cyllecTBOBaHUA MEAULMHCKOTO U3enusi, oT NepBoHa-
YanbHOI KOHLLeNUun 40 BbIBOAA M3 aKCMlyaTaumm n yTuansaumm.

[ISO 14971:2007, nyHKT 2.7]
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3.10 usrotoBuTenb (manufacturer): Jlloboe usnyeckoe nam pUAMYEcKoe NNLo, OTBETCTBEHHOE 3a
nNpoekTupoBaHne u/uam NpPou3BoACTBO MeANLMHCKOro U3fenuns ¢ Lesbio BbiMyCTUTb B 06palleHne meguumH-
CKoe usfenune nog ero cO6CTBEHHbIM UMEHEM, HE3aBMCUMO OT TOro, CMPOEKTMPOBAHO YW NPOU3BEeLEeHO /N
3T0 MeAMLMHCKOe N3[enne opraHnsaLlmen nnm no ee NopyyeHnto Apyrum AnLom (nvuamm).

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

MpumevaHwunsn

1 MN3roTtoBUTENb HECET KOHEYHYIO OpUAMNYECKYIO OTBETCTBEHHOCTbL 3a o6ecneveHne BbINOSIHEHUSA MPUMEHUMbIX
perynupytowmnx Tpe6oBaHuii CTpaH Uan pUCANKUNA B OTHOWEHUN MeAULMHCKUX U3aenunii, ANa Npofaxun B KOTOPbIX OHU
npefHasHayeHbl, €C/IN TObKO MHOE He YCTaHOBJ/IEHO cheunanbHbIMU TPe60BaHNAMWU Perynnpytowmnx opraHos B AaHHOM
ropucankumn.

2 OTBeTCTBEHHOCTb M3rOTOBUTESISA ONMUCAHa B PyKOBOAALWMNX OoKyMeHTaXx GHTF. 9Ta OTBETCTBEHHOCTb BK/1lOYaeT B
ce651 OTBETCTBEHHOCTb MO BbINOJIHEHMIO KaK NMPeAnpoaXHbiX Tpe60BaHUi, Tak U NOCNENPOAaXHbIX Tpe6oBaHNi, Taknx
Kak coo6LleHns 0 He61aronpUATHbIX COBbITUAX N YBEAOM/IEHUS O KOPPEKTUPYIOLWMX AeACTBUAX.

3 lpoekTupoBaHne n/mnm NponM3BoACTBO MOTyT BKIOUaTh B ce6s pa3paboTky cneyndukayuin, npoaykuumn, npons-
BOACTBO, C60PKY. 06paboTKy. ynakoBKy, nepeynakoBKy, MapkupoBKy, nepeMapkMpoBKy. CTEPUIM3ALNI0, MOHTaX UK nepe-
paboTKy MeULMHCKOro U3fenuns, a Takke BbINyCcKk Habopa MeAULMHCKUX U34eNnii, BOSMOXHO B KOMOGMHALUN C APYTMMY
n3aennuamMu B MeAULMHCKUX Lensx.

N Nnuo, ocyuwecTensiowee a CoOOTBETCTBUM C MHCTPYKUKEN MO NPUMEHEHNIO COOPKY 1 PerysinpoBKy MeAnLMHCKOro
n34enus, BbiMyWeEHHOro Ha PbIHOK MHbIM JIMLOM U NpeAHa3Ha4YeHHOro ANS UHAMBUAYa/IbHOTO MPUMEHEHUS, He ABNsieTCA
n3rotoBuTenieM, ecnn c60opka 1 peryinpoBka He U3MEHSIT NpejHa3Ha4YeHHOro NpMMeHeHna MegULUHCKOro N3aenuns.

5 /lnuo, nameHswulee npegHasHavyeHHoe NpMMeHeHne MegULUHCKOro n3genmsa nunu moguduumpyouiee MeguLnH-
cKoe nsgenve 6e3 cornacus M3roToBMTeNs A9 BblMyCKa U3Aenmnsa nof CBOUM CO6CTBEHHbIM UMEHeM, cneayeT paccMmaTtpu-
BaTb Kak M3roToBuUTeNA MOANMULMPOBAHHOIO MeNLMHCKOro N3aesnmns.

6 YNO/THOMOUEeHHbIV nNpeAgcTaBUTeNb, ANCTPUGBLIOTOP UK MMMNOPTEP, KOTOPbI/ TONbKO fo6aBnseT cBoli agpec n
KOHTaKTHbIE laHHble Ha MeJMLMHCKOE U3aenne nam Ha ynakosky 6e3 yfaneHus uinm uaMeHeHns opurnHaibHol MapKupoBs-
KWU. He IBN1SIeTCA NU3roTOBUTENEM.

7 Bcnyu4ae ecnu NnpuHaanexHocTn nognagatT nog perynvpyoumne TpeboBaHns K MEANLMHCKOMY U3AENNI0, NLa,
OTBETCTBEHHbIE 3a NPOEKTUPOBaHMNE U/UIM MPON3BOACTBO TakMX MPUHaA/IeXHOCTEN, ABNAIOTCA N3TOTOBUTENAMMU.

3.11 mepuuuHckoe usgenuve (medicaldevice): MHCTpymMeHT, annapart, npubop, ycTpoliicTBO, 060pyA0-
BaHWe. UMNNaHTaT, in vitro peareHT, nporpamMmmHoe obecneyeHne, maTepuan uiv nHble NoA06HbIE NN CBA3AH-
Hble C HUMW U3[ennsa, NpegHasHavyeHHble N3roToBUTeNemM 415 NPUMEHEHUSA K YEe0BEKY NO OTAENbHOCTU UIN B
KOMOUHaLMK:

- ANArHOCTUKN, NPohnnakTuKn, MOHUTOPWHTA, NevyeHns nnu obneryeHns 3abonesaHuii:

- ANArHOCTUKN, MOHUTOPWHIA, NeveHuns, 061er4eHmns Unm KoMneHcawumMm nocneCcTBMn TpaBMbl:

- UCCnefoBaHNs, 3aMeLleHns UIn M3MEHEHUss aHaTOMUYECKOro CTPOeHNSA nav hn3nonornyecknx npo-
Lieccos;

- XM3HeobecneyeHns Uam NOAAEPKAHUIKNIHEHHbIXDYHKLUNA;

- ynpaBfieHns 3avatuem;

- Ae3nHeKLUN MeaNLMHCKUX N34enunii;

- NoflyyeHns nHdopmaLmm NocpeacTBOM UCCef0BaHmNs in Vvitro Npo6, B3ATLIX U3 Tena YesoBeka.

aTaKke HegocTurarlne CBOero NepBUYHOr0 NpefHasHauYeHHoOro Bo3AeiCTBNS Ha OpraHn3M YyesioBeka
3a cueT hapMakoIornyeckmx, UMMYHOIOTMYECKUX NN MeTab0INYEeCKNX CPeACTB, HO PYHKLIMM KOTOPbIX MOTYT
noAAepxmBaTbCA TakuMu cpefcTBamu.

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

NMpumeuyaHune — HekoTopble U3genuns B OTAE/bHbIX IOPUCANKLUSX MOTYT PacCMaTpuBaTbCsA Kak MeguLUH-
CKMe. HO B X OTHOLLEHMM ellle He BbipaboTaH eAunHbIli noaxod. TakuMu U3aenimMsamm MoryT 6biTh:

- Ae3nHbULnpyoLne BellecTBa;

- BCoMoraTesibHble CpeACcTBa A5 /UL, C OrPaHNUYeHHbIMN BO3MOXHOCTSIMU.

- M3[enus, BKtovaloLl e TKaHW XUBOTHbIX UKW YeNloBekKa.

- M3AeNusi ANst IKCTPAKOPNopasbHOro ONI0A0TBOPEHUSA U PENPOAYKTUBHBLIX TEXHOOTIA.

3.12 cewmeiicTBO mMeauumnHckux nsgennin (medical device family): pynna meguuuHckux nsgenwi,
NPOU3BOAMMbIX OLHOW 1 TOM Xe WNn ANS OAHON W TOl Xe opraHm3auum 1 UMeLLNX OAMHAKoBY0 6a30BYI0
KOHCTPYKUMIO 1 (PYHKLMOHANbHbIE XapaKTePUCTUKN B OTHOLIEHUN 6e30NacHOCTW, NpefHasHavyeHHoro nprmMe-
HEHUA 1 PYHKLMOHUPOBaHNS.

3.13 oueHuBaHue (hyHKLMOHaNbHbIX XapakTepuctuk (perfomnance evaluation): OueHka 1 aHanu3

AaHHbIX 4NA YCTaHOBEHUA N NPOBEPKN Cnoco6HoCTH n3genna gona AnarHoCTukn in vitro AocTturaTtb CBOEro
Ha3HayeHua.
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3.14 nocnenpogaxHoe HabntogeHue (post-market surveillance): Cuctematnyeckuin npouecc cb6opa
1 aHanmsa onbITa, NoSy4YEeHHOTO B OTHOLIEHUN MeANLNHCKAX U3AEMNIA, BbINYLLEHHbIX Ha PbIHOK.

3.15 npoaykuma (product): PesynbTaTt npouecca.

(ISO 9000:2005. nyHKT 3.4.2]

MpumeyvaHnsa

1 CyuecTBYyIOT YeTbipe 06LMe KaTeropun NPoayKLnUmn:

- ycnyru (Hanpumep, NepeBo3Kku);

- MporpaMMHble cpeAcTBa (HanpumMep, KOMMNbOTePHas NporpaMmma, cnosapb);

- TexHU4Yeckue cpefcTBa (HanprvMep, MexaHM4yeckas YacTb BuraTens):

* nepepabaTtbiBaeMble MaTtepuanbl (Hanpumep, cmaska).

MHorve BUabl NPOAYKLUN COLlePXaT 3/1IeMeHTbl, OTHOCSLMECS K Pas/IMUYHbIM 06l MM KaTeropusiM npoaykumm. OTHe-
CeHune NpoAyKUMKU K ycsyrax*, nporpaMMHbIM, TEXHUYECKUM cpefcTBaM WM nepepabarbiBaeMblM MaTepuanam 3aBUCUT OT
npeo6nagatollero afemMeHTa. Hanpumep, noctaBnsieMas NpPoAyKUMa «aBTOMOGUIb* COCTOUT M3 TEXHUYECKUX CPeAcTB
(Hanpumep, WwwuH), NnepepabaTbiBaeMbliX MaTrepuanoB (Hanpumep, roptoyee, oxaaxjarmlas XUAKOCTb), NPOrpaMMHbIX
cpeAcTB (Hanpumep, NporpaMMHoe ynpas/ieHue ABuratesieM, UHCTPYKLMSA ANA BOAUTENS) U YCyTn (Hanpumep, pa3bsicHe-
HUSA N0 3Kcn/lyataumu, AaBaeMble MPoAaBLLOM).

2 YcnyrasiBnseTtca pe3ynbTaToOM MO MeHblUel Mepe OHOro AelicTBUS, 06513aTe/IbHO OCYLLEeCTB/IEHHOIO NpuU B3aw-
MoAelicTBMM NocTaBLMKa 1 NoTpebuTens, n. Kak NnpaBuio, HemartepuasbHa.

MpepocTaBneHne ycryrn MoxeT BK/toUaTb B ce6s1, Hanpumep, cregytolee:

-AeATeNbHOCTb, OCYWECTB/IEHHYIO C MOCTaB/IEHHON MNoTpebuTenem maTepuanbHOVW npoAyKuueid (Hanpumep,
PEMOHT HEMCNpaBHOro aBTOMO6GUNS);

-AeATeNbHOCTb, OCYLEeCTB/IEHHYIO C MOCTaB/IEHHOW MoTpe6uTenem HemaTepuanbHO Npogykuueli (Hanpumep,
cocTaB/leHMe 3asiB/IEHNs O ,oX0Aax, He06XOANMOro AN1s onpeAesieHns pasMepa Hanora):

- npejocTaB/ieHne HeMaTepuasbHOW NpoAyKuMmn (Hanpumep, MHhopMaLun B KOHTEKCTe NepeAayn 3HaHUi);

- co3pgaHuve ycnoBuii ona notpebutenei (Hanpumep, B roCTUHULAX U pecTopaHax).

MporpaMMHoe CpeACcTBO COAEPXUT NHPOPMALMIO U 06bIYHO SIBNAETCA HemaTepuasibHbIM U MOXET 6bITb Takxe B
cdhopme noaxonoB., onepaymnii Ay npoueayp.

TexHWYeckoe cpefCcTBO, Kak NpPaBuUo, ABMAETCA MaTepuasbHbIM, U er0 KOJIMYECTBO BbIPaXaeTCAa MCUHUCIAEMON
XapaKkTepucTukoii. MepepabatbiBaeMble MaTepuasibl 06bIYHO SIBASIOTCA MaTepuasibHbIMU, Y UX KOSIMYECTBO BblpaxaeTcs
HenpepbIBHOI XxapakTepucTMKoii. TexHUuveckue cpefcTBa n nepepabatbiBaeMble MaTeprasibl HacTo Ha3blBalOT TOBapamu.

3 JaHHOe onpejesieHNe TEPMUHA «NPOAYKUUA* UMeeT OTIMYNSA OT onpeaesieHns, npueegeHHoro B 1ISO 9000:2015.

3.16 3akynaemas npoaykuus (purchased product): MNpoaykuus, npefocTaBneHHas Kakon-nmbo cTo-
pOHOW, HaxoAALencs BHe CUCTEMbI MEHEXXMEHTA KayecTBa opraHusaLmm.

MpumeyaHune — MNpegocTaBneHne NPoayKLMM He BCerfa CONpoBOXAaeTCA KOMMepPYeCKUMU Nanm ruHaHco-
BbIX” cOrnaweHus X*u.

3.17 pwuck (risk); CoyeTaHne BepOATHOCTY NPUUNHEHUSA Bpeaa 1 TSHXECTM 3TOro Bpeaa.
(1S014971:2007, nyHKT 2.16]

MpumeyaHune — IOTo onNpejesieHNe «pUcKa» OT/iIM4aeTCAa OT onpepenieHns, gadHHoro B ISO 9000:2015.

3.18 meHemXMeHT pucka (risk management): CuctemaTvyeckoe NpUMeHeHWe NoanTUKK, npoueayp v
NpaKkTUYecKMx MeToA0B MEHe)KMEHTA /19 PeLLeHns 3a4ay aHannsa, OueHnBaHus, ynpasieHns i MOHUTOPUH-
ra pucka.

(ISO 14971:2007, nyHKT 2.22]

3.19 cuctema 6apbepoB cTepubHOCTU (sterile barrier system): MuHUManbHbI KOMNEKC TEXHUYEC-
KNX CPeACTB, KOTOPbIA NPensaTcTByeT NPOHNKHOBEHWNIO MUKPOOPraHM3MOB M NO3BONSET 06ecneynTb CTepusb-
HOCTb NPOAYKLMN 1O e NCNOSIb30BaHNS.

(ISO 11607-1:2006. nyHKT 3.22]

3.20 cTepunbHoe MeauLMHCKOe nsgenue (sterile medical device): MeguumHckoe usgenue, cooTeeT-
cTByOLLee TpeboBaHMAM K CTEPUIBHOCTMW.

MpumeyaHune — Tpe6oBaHWUS K CTEPUIBHOCTU MEAULMHCKUX U3AEMWI MOTYT GbITb YCTAHOB/IEHbI NPUMEHU-
MbIMU PETY/IMPYIOWUMN TPE6OBaHUAMN Y CTaHAapTamu.

4 Cuncrtema MeHepKMeHTa KayecTBa

4.1 O6wue TpeboBaHUA

41.1 OpraHM3au,vm A0/DKHa AOKYMEHTMPOBaTb CUCTEMY MEeHe)KMEeHTa KadecTBa U noanepxmeatb ee
pe3ynbTaTUBHOCTb B COOTBETCTBUU C TpeGOBaHMHMM HacTodAlleroctaHgapTa n npUMeHUMbIMN perynnpyrouim-
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MU TpeboBaHuamMu. OpraHnsaumsa fo/KHa ycTaHaBNuBaTb, BHeAPATb U NoAAepxunBaTh Ntoboe TpeboBaHue,
npoweaypy, AesTeNIbHOCTb U MEeponpusaTUe, KOTOPble A0/MKHbI OblTb JOKYMEHTUPOBaHbLI B COOTBETCTBUM C
Tpeb0oBaHUAMU HACTOSILLETO CTaHAapTa U NPUMEHVMbIMU PETYNPYOLLNMY Tpe6oBaHUSMMU.

OpraHun3aumsa 4o/mMKHa OKYMeHTanbHO 0dhopMuTb cBO{M1) posb(1) B COOTBETCTBUU C MPUMEHUMbIMU
perynupyoLwumm TpeboBaHmamu.

NMpumeuaHune — Ponu, NpuHATbIE Ha ce6si opraHu3aumeli, MOryT BK/ItOUaTb B C€6s1 POV M3rOTOBUTENS, YNOJI-
HOMOYEHHOTO NpeACcTaBuUTENs, UMMOPTEPA WU ANCTPUGbLIOTOPA.

4.1.2 OpraHusauus gosmkHa:

a) onpepenaTb NPOLLECChl, Heo6Xxo4UMbIe A5 CUCTEMbl MEHE)KMEHTA kayecTBa, 1 UX NpYMeHeHne B
opraHusaLum ¢ y4eTom posieid, NPUHATLIX Ha cebs;

b) MPUMEHATb PUCK-OPUEHTUPOBAHHBIA NOAX0A K yNpaBfeHNio COOTBETCTBYIOLLMMM NpoL,eccaMu, Heob-
XOAUMBIMU /11 CUCTEMbI MEHE)KMEHTa KayecTBa;

C) onpeaensTb nocnefoBaTe/IbHOCTb U B3aMMOeNcTBue 3TMX NPoLEeccoB.

4.1.3 [ins xaxoro npoiecca B CUCTeMe MeHepKMeHTa KayecTBa opraHmsauus gosmkHa:

a) onpegensitb KpUTEPUM U METOAbI, HE06X0AMMbIE A1 06ecneyerHns pe3ybTaTUBHOCTY, Kak Npu ocy-
LLLeCTBNIEHMW. TaK U NPW yNpas/ieHN 3TUMU NpoLeccamu:

b) obecneunBaTtb HasMume pecypcos 1 MHopMaLum, He06XoANMbIX A4/18 NOAAEPXKKN PYHKLMOHUPOBA-
HMS U MOHUTOPUHIa 3TUX NPOLLECCOB:

C) OCYyLeCTBNATb AeNCTBUA, HeOOX0AMMble AN AOCTUKEHUS 3anaHMPOBaHHbIX pe3ynbTaToB W NoA-
AepXXaHuna pesynibTaTUBHOCTU 3TUX NPOLLECCOB.

d) ocywecTBNATb MOHUTOPUHT, U3MEPEHUE, eCcnn Lilen1ecoobpasHo, 1 aHains aTuX NpoLeccos:

e) onpepenaTb UNOAAEPXMBATbL B paboyeM COCTOSHUM 3anncu ANs AeMOHCTpaLuM COOTBETCTBUA Tpe-
60BaHNSAM HaCTOSALLLEro cTaHAapTa v NPUMEHUMbIM perynvpyowmm TpebosaHusam (4.2.5).

4.1.4 OpraHusauns fO/MKHa OCYLLECTB/IATL MEHEeIXMEHT 3TUX MPOLEeCCOB CUCTEMbl MeHe[XMeHTa
KayecTBa BCOOTBETCTBUM C Tpe60BaHUSAMY HACTOALLEr0 CTaHAapTa U NPUMEHUMbIMU perympylowmmm Tpebo-
BaHUAMU. VI3MeHeHUs, BHOCUMbIE B 3TV NPOLECChI, AO/KHbI:

a) OLleHMBaTbLCA C TOUKM 3PEHUSI BO3ENCTBNA Ha CUCTEMY MEHe)KMEHTa kayecTBa:

6) OLeHMBaTbLCA C TOUYKM 3pEHNSA BO3A,ENCTBUS HA MeAULIMHCKME N3aenns, Npon3BoAYMbIe B paMKax cuc-
TeMbl MEHe)KMeHTa KayecTBa;

B) KOHTPO/AMPOBATbLCS B COOTBETCTBUM C TPE6OBAHMAMU HACTOSLLENO CTaHAApTa U NPUMEHUMbIMU pery-
nupyowmnumm TpebosaHnaMU.

4.1.5 EcnuopraHu3auus peliaeT nepefatb Ha CTOPOHY BbINMO/IHEHUE KaKoro-imbo npouecca, BAmsioLLe-
ro Ha COOTBETCTBME NPOAYKLUM Tpeb6OoBaHMAM, OHa A0/KHA OCYLLEeCTBAATb MOHUTOPUHT 1 obecneynBaTtb CO
CBOeli CTOPOHbI ynpas/ieHne TakMuMmu npoueccamu. OpraHusaums coxpaHaeT OTBETCTBEHHOCTb 3a COOTBeT-
CTBUWE Takoro npouecca TpeboBaHNSAM HacTOsALWero ctaHgapTa, TpeboBaHmaM NoTpebuTens n NPUMEHNMbIM
perynupyowmm TpeboBaHusAM. YnpasneHne A0/HKHO 6bITb MPONOPLMOHANBHO PUCKY, CBA3AHHOMY C BO3MOX-
HOCTbIO BHELUHEelR CTOpPOHblI 0becneunTb COOTBETCTBME TpeboBaHWAM MNyHKTa 7.4. YnpaBieHue [O/KHO
BK/1H0YATb NMUCbMEHHbIE CornalleHuns no KavecTsy.

4.1.6 OpraHusauns fos/kHa JOKYMEHTMPOoBaTb npoueaypbl Banugauum npUMeHeHus KOMNbITEPHOTo
nporpamMHoro obecneyeHuns, NCNOb3yEMOro B CUCTEME MEHEe)XMeHTa kayecTsa. [puioxeHns Takoro npo-
rpamMmmHoro obecneyeHunst He06xX04MMO BaIMAMPOBATH [10 HaYaa NPUMEHeHUs 1. ecrin LiesiecoobpasHo, nocne
BHECEHWA N3MEHEHWI B NpOrpaMMHoe o6ecrneyeHne unn ero NnpUMeHeHue.

KOHKpETHBbI Noaxo4 v BUAbl AeATeIbHOCTY Mo BaNvauum u pesanmgamm nporpaMMHoro obecneveHms
[O/MKHbI 6bITb NPONOPLUNOHA/BHBI PUCKY, CBA3@HHOMY C MPUMEHEHMEM Takoro NPorpaMMHOro obecneyeHus.
3anuncu 06 aToi AeATeNbHOCTU A0/MKHbI MOAAEepPXMBaTbCA B pabouem cocTosaHuu (4.2.5).

4.2 TpeboBaHMA KAOKYMEHTaLUn

4.2.1 O6wWwe NosoxXeHust

JloKymeHTaumsa cucTemMbl MeEHeXMeHTa KayecTsa (4.2.4) Ao/KHa BKIOYaTb:

a) [JOoKyMeHTasIbHO OhOPMIIEHHBIE 3aAB/IEHNS O MOSIMTUKE U LLensax B 06/1aCTu kavecTsa.

b) PYKOBOACTBO MO Ka4YecTBY;

C) AOKYMeHTMpOBaHHbIE MpoLeypbl U 3anucu, Tpebyemble HaCTOALWMM CTaH4apTOoM;

d) mokymeHTbl, BK/OYas 3anvcu, onpefeneHHble opraHnsauven kak Heobxogumele 415 obecneveHns
pe3ynbLTaTUBHOIO N/IaHNPOBAHNSA, OCYLLECTB/IEHUA NPOLLECCOB W YNpaB/IeHNSA UMK:

€) ApYryto fOKyMeHTaLmnio, yCTaHOBNEHHYIO MPUMEHUMbIMU PETYNPYIOLLMMU TPe6oBaHNAMMN.

4.2.2 PyKOBOACTBO MO KayecTBy

OpraHunsauma fo/xHa JOKYMEHTMPOBAaTbL PYKOBOACTBO NO KavyecTBy, coAepxallee:
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a) 0651acTb NPUMEHEHNSA CUCTEMbI MEHe)KMeHTa kayecTBa, BkIo4yas NoApo6HOCTM M 060CHOBaHWE
NOGbIX UCKNIOYEHNI M/ HENPUMEHEHUS,

6) LOKYMEHTVWPOBaHHbIE MNpoueaypbl, paspaboTaHHble A8 CUCTEMbI MEHEXMEHTa KadyecTBa, Wau
CCbI/IKW Ha HUX:

B) OnucaHve B3aMMOAenCcTBMNA NPOLLeCCOB CUCTEMbI MEHE)KMEHTA Ka4yecTBa.

PykoBOACTBO MO KauyecTBY [O/DKHO ONpefensTb CTPYKTYpY AOKYMEHTaLWKU, NCNO/b3yeMOoil B cucteme
MeHeKMeHTa kayecTsa.

4.2.3 daiin MeguUUHCKOro nsgenus

[nsa kaxgoro Tuna wnn cemeiictea MeANLMHCKUX U34eNNii opraHn3aunsa fo/mkKHa co3[ath U NoaaepXu-
BaTb B paboyem COCTOSAHUM OAWH WU HECKO/IbKO halifioB, CoAepXallnx AOKYMEHTbI MW AaOLMX CChISIKM Ha
HUX. A8 NOATBEPXAEHNA COOTBETCTBUS TpebOBaHNAM HACTOSLLEro ctaHAapTa U NPUMEHUMbIM perynunpyto-
MM TpeboBaHNAM.

CopepxaHue aiina(oB) 4OMKHO BKIOYATL N0 MEHbLUEW Mepe:

a) obLiee onucaHne MefULMHCKOTO U3aenus, ero npeAycMOTPEHHONO HasHavyeHA/NpYMeHeHns. map-
KMPOBKW. BK/ItOYas /06ble MHCTPYKLUW NO NPUMEHEHNIO;

b) cneundukaymm NnpoayKLmuu;

c) cneuudmkaumm v npouesypbl NPOM3BOACTBA, YNakoBKM, XpaHeHUs, obpalleHns ¢ usgenvem, a Tak-
Xe Auctpuoyumu;

d) npoueaypbl U3MEPEHNS N MOHUTOPUHTA,;

e) TpeboBaHWsA K MOHTaXy, eCvi NPUMEHUMO:

f) npouenypbl TEXHUYECKOTO 06CNYXNBAHUSA, €CNIN NPUMEHNMO.

4.2.4 YnpaBrieHVe [OKYMeHTamu

LlokyMeHTaMu CUCTEMbl MEHE)XMEHTa kauecTBa He06X0ANMO YNpaBsiTb. 3anncy — 0co6bIin BUA AOKY-
MEHTOB. M VMU HaZ0 yNpaB/ATb COr/lacHO TPe6OBaHNAM, NPUBEAEHHBIM B NyHKTE 4.2.5.

Lna onpefenerHns Heo6Xo04UMbIX CPEACTB yNpaBieHnsa fo/mKHa 6biTb paspaboTaHa JOKYyMEHTUPOBAH-
Hasi npoueaypa, npegycMaTpusatoLias:

a) aHanu3 nodmumnanbHoe 0406peHne 4OKYMEHTOB C TOUKN 3pPEHUS X a,eKBAaTHOCTU 40 UX BbiMyCKa:

b) aHanu3 n akTyanusauuio, No mepe Heo6xo4MMOCTU, U NOBTOPHOE odhmLmanbHoe 0A406peHne AOKy-
MEHTOB;

c) obecneyeHue naeHTUGUKaLUN UIMEHEHWI 1 cTaTyca NnepecmoTpa JOKYMEHTOB;

d) obecneuyeHne HanMuMsi COOTBETCTBYHOLLMX BEPCUA JOKYMEHTOB B MECTax NX NPUMeHeHus,

e) obecneyeHne CoOXpaHeHUs1 [OKYMEHTOB YETKUMU W NTETKO MAEHTUDULUPYEMBIMU;

0 obecnevyeHune naeHTUUKaLUM LOKYMEHTOB BHELLHETO MPOUCXOXAEHNSA, ONpeaeeHHbIX opraHusaum-
eli Kak Heo6xoauMble AN NNAHNPOBaHNA U PYHKLMOHMPOBAHWSA CUCTEMbI MEHE)KMEHTA KayecTBa, U ynpas-
JNIeHUE UX pacCbI/KoiA;

) npepoTBpaLLeHne Nopyy Unn notTepu LOKYyMEHTOB:

h) npefoTBpalleHne HenpegHaMepeHHOro MCNosib30BaHUs ycTapeBLINX AOKYMEHTOB W NPUMEHEHMWE
COOTBETCTBYHOLLEN AEHTUMKALUN K HAM.

OpraHunsauus 4o/mkHa obecneumBatb aHanns u oduumnanbHoe o406peHne U3MEHEHUI B OKYMEHTax
160 AOMKHOCTHLIM NNLOM, 0A06PUBLLMM MepBOHaYabHbIA JOKYMEHT, MM6G0 APYrMM creuuanbHo HasHauyeH-
HbIM [O0/DKHOCTHBIM NINLOM, UMEILMM JOCTYN K COOTBETCTBYHOLEN UCXOAHO! NMHDopMaLnW, Ha OCHOBaHWK
KOTOPOIi NPUHUMAETCS peLleHmne.

OpraHuzaums gomkHa onpeaenaTs nepuos BpeMeHu, B TEYEHNE KOTOPOro CrieayeT XpaHUTb He MeHee
O[HOW Konuu ycTapeBLUNX LOKYMEHTOB. Ha 3TOT nepuog fo/mKeH 6biTb o6ecneyeH AOCTYN K AOKYMEHTaMm, B
COOTBETCTBUM C KOTOPbIMU MEAULMHCKOE usgenne 6b110 U3rOTOB/IEHO M UCMbITAHO, B TeYEHME, NO KpaliHel
Mepe, cpoka cnyx6bl 3fenus, onpeaeneHHoro opraHusaureit, Ho He MeHee cpoka XpaHeHus 1160 NTOroBoi
3anucu (4.2.5) nnn B COOTBETCTBMU C NPUMEHUMbIMU PETYSIMPYIOLLMUN TPEBOBAHUAMN.

4.2.5 YnpaB/sieHue 3anncamm

3anucy LoKHbI NoALEPKMBATLCSA B paboyeM COCTOSIHUM 718 MPefoCTaB/IeHUs CBUAETEIbCTB COOTBET-
CTBUS TPE6OBAHUAM U PE3yNbTaTMBHOMO (DYHKLMOHUPOBAHUS CUCTEMbl MeHeLXMeHTa kadecTBa. OpraHusa-
UMsi [O/MKHA [OKYMEHTMPOBATL MPOLEAypbl AN ONpefeNieHnst CPeacTB ynpaseHusi, HE06X0ANMBIX Asi
UAEHTUIMKALUN, XpaHEeHUs, 6e30MacHOCTM 1 LeNOCTHOCTH, BOCCTAHOB/IEHUS, BK/KOYas ONpeaeNieHnst CPOKOB
XpaHeHusi, 1 nopsaka U3bATHS 3anuceii.

OpraHusauus Jo/XHa ONpesenuTb U BHELPUTb METOAbI 3alUTbl KOHDUAEHLMANBHO MHopMaL o
3/10pOBbe, COAepXaLlelics B 3anucsax, B COOTBETCTBUM C NPUMEHUMbIMU PETYIMPYIOLWUMY Tpe6oBaHNaMN.
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3anvcy Jo/MKHbI 0CTaBaTbCs YETKUMM, JTETKO UAEHTUMLMPYEMbIMU U BOCCTAHABNMBAEMbIMY. VI3MeHe-
HUS B 3aMUCAX JO/MKHbI 6bITh MAEHTUDULNPYEMBIMU.

OpraHu3sauus o/KHa XpaHWUTb 3an1cy BTeYeHue, no kpaiiHeii Mepe, cpoka ciyX6bl MeULMHCKOTO n3ge-
N1si. oNpeAesieHHOro opraHn3almeli, Ho He MeHee ABYX NIET C MOMEHTA Bbifycka MeAULMHCKOTO U3enusi opra-
HU3aLuei Unn B COOTBETCTBUU C MPUMEHUMbIMU PETYNINPYIOLLMMY TPE6OBaHUAMMU.

5 OTBETCTBEHHOCTb PyKOBOACTBA

5.1 O6s3aTenbCTBa pykoBOACTBa

Bbicllee pykOBOACTBO OpraHu3auum 40/MKHO NpefocTaBNsATb CBUAETENbCTBA CBOEl NMPUBEPXEHHOCTU
pa3paboTke 1 BHEAPEHUI0 CUCTEMbI MEHEI)KMEHTA KayecTBa, a Takke NoAAepXaHuio ee pe3ynbTaTUBHOCTH
nocpesCcTBoM:

a) JoBefeHVa 40 CBEAEHUS OpraHn3auny BaXHOCTU BbIMOMHEHWS Tpe6oBaHuii noTpebuTens, a Takke
NPVYIMEHUMbIX pPerynupyoLwmnx TpeboBaHuii:

b) pa3paboTKuM NOSUTMKN B 06/1aCTU KavecTBa;

c) obecneyeHus pa3paboTku Leneil B 061acTu KauecTsa,;

d) nposegeHna aHannsa co CTOPOHbI PYKOBOACTBA:

e) obecneyeHnss HeO6XOANMbIMU pecypcami.

5.2 OpueHTauusa Ha noTpebuTens

BbicLUee pyKOBOACTBO O/KHO 06ecneunBaTh onpesesieHne U BbINoHeHe TpeGoBaHuii noTpebutens u
MPYIMEHVMBIX PETYINPYIOLLMX TPEGOBaHMWIA.

5.3 MNonutuka B 061acTn kavecTa

BbicLuee pyKOBOACTBO A0/IXHO 06ecrneunBath, YTo6bl NOIMTUKA B 061aCTU KavecTBa:

a) COOTBeTCTBOBAsIa CTPATErnueckM HamepeHUsM opraHu3aumy;

b) BKMtoYana 06s3aTeIbCTBO COOTBETCTBOBATL TPEGOBAHUSIM CUCTEMbI MEHE)KMEHTA KauecTBa U Noj-
AepXuBaTb ee pe3ybTaTMBHOCTL;

c) obecneunBasna 0CHOBbI /19 NOCTAHOBKM M aHa/IM3a Lieneii B 061acTy KauecTsa,;

d) 6bina foBeAeHa A0 CBEAEHVs MepcoHana opraHn3anum u NoHATHa emy;

B) aHa/M3MpoBasiach Ha NOCTOSIHHYIO NPUIOAHOCTb.

5.4 MnaHnpoBaHne
5.4.1 Lenn B obnactn kayectsa

BbicLLee pyKOBOACTBO OpraHu3aLmMm fo/MHKHO 06ecneynTs, YTOGbI Lienn B 061aCTy KauecTBa, BKYas Te,
KOTOpble HeO6X0ANMbI A/151 BbINOSIHEHUSI TPUMEHUMbIX PEryupyoLux Tpe6oBaHuii u Tpe6oBaHuii K Npoayk-
LMK, 6bISIN yCTaHOB/EHbI A4/151 COOTBETCTBYHOLLMX (DYHKLMIA U HA COOTBETCTBYIOLLMX YPOBHSIX BHYTPW OpraHusa-
umn. Llenu B 061acTv KauyecTBa LO/KHbI ObiTb U3MEPUMbIMU 1 COTAcOBaHHbIMU C NONWUTUKOM B 061acTu
KayecTBa.

5.4.2 MnaHnpoBaHne CUCTEMbI MEHEXKMEHTA KayecTBa

BbiclLee pyKoBOACTBO A0/TKHO obecneunBaTh:

a) nnaHMpoBaHWe CUCTEMbl MeHedXMeHTa KadyecTBa ANA BbINO/THEHUA TpeGOBaHVIVI, npmBeaeHHbIX B
NyHKTEe 4.1, a Takke AN 4OCTUXEHNA LJ,EI'IEVI B 06/1aCTN KAYeCTBa;

b) coxpaHeHune LUenoCTHOCTU CUCTeMbl MeHeXXKMeHTa KadecTBa Nnpu nJiaHNnpoBaHUM U BHeEAPEHUN B HeEe
N3MEHEHUN.

5.5 OTBETCTBEHHOCTb, NO/IHOMOUYUSI 1 06MEH NHopMau el

5.5.1 OTBeTCTBEHHOCTb U MNO/IHOMOYUSA

Bbiclwee pykoBOACTBO A0/KHO 06ecneynThb, YTO6bl OTBETCTBEHHOCTL M NMOSIHOMOUMSA 6bINN ONpeaeneHsbl,
OOKYMEHTMpPOBaHbI U J0BEAEHbI 0 CBEAEHUS NepcoHana opraHnsauum.

BbicLuee pyKoBOACTBO AO/IXHO LOKYMEHTMPOBATb B3aNMOAeiCTBUE NepcoHana, pykoBOASILLETO, BbINO/I-
HSloLLEro 1 Bepudmumpyouero paboTy no ob6ecneveHuto kKayecTsa, U ob6ecneynBaTb NOJIHOMOUYNS U HE3ABUCH-
MOCTb. HE06X0AUMbIE A5 BbINOMHEHUS 3TUX 3a4au.

5.5.2 lMpeacrtaBuUTEb PYKOBOACTBA
Bbiclwiee pykoBOACTBO 4,0/HKHO HA3HAYMTbL NPeACTaBUTE NS U3 COCTaBa PyKOBOACTBA, KOTOPbIA HE3aBUCH-
MO OT ApYyrux o6sa3aHHOCTelN 06/1a4a€T OTBETCTBEHHOCTLIO U NMOSTHOMOUYMAMU, BK/THOUAKLLUMU:

a) obecrneveHue Toro, YToGbl NpoLeccbl, HEOGXOANMbIE /1S CUCTEMbI MEHEKMEHTA Ka4yecTBa,
[OKYMEHTUPOBaHbI;

6bln



FOCT ISO 13485—2017

b) npepacTtaBneHve oT4eTOB BbICWIEMY PYKOBOACTBY O Pe3y/ibTAaTUBHOCTU CUCTEMbl MEHeMKMeHTa
KayecTsa U He06XoANMOCTHU ynydlleHus (8.5):

c) obecneyeHune pacnpocTpaHeHVs NOHMMaHWA NPUMEHUMBbIX Perympyowmnx TpebosaHuii n Tpebosa-
HUI cUCTEeMbl MEHe)KMEHTa KayecTBa B paMKkax BCeii opraHusaumm.

5.5.3 BHyTpeHHuin 06MeH nHdopmaumei

Bbiclee pykOBOACTBO [40/HXKHO o6ecnednBaTb paspaboTky B OpraHM3auum COOTBETCTBYIOLMX NpoLec-
coB 06MeHa nHdopmaLueii, B TOM yuc/e No Bonpocam pesyibTaTUBHOCTU CUCTEMbI MEHEKMEHTA KauecTaa.

5.6 AHann3 co CTOpOHbI pyKoBOACTBa
5.6.1 O6wWue NonoxeHms

OpraHu3aums Ao/HKHa fO0KYMEHTUPOBATbL Npoueaypbl 415 aHanu3a co CTOPOHbI PYKOBOACTBA. Boicluee
PyKOBOACTBO [AO/DKHO aHanM3npoBaTb Yepe3 AOKYMeHTa/lbHO 3an/jiaHMpOBaHHble WHTepBasibl CUCTEMY
MeHeKMeHTa KauecTBa opraHu3auun ¢ Lenbio o6ecneyeHnss ee NOCTOAHHOW NPUrO4HOCTM, afeKBaTHOCTMW U
pe3ynbTaTMBHOCTU. AHA/IN3 [O/IKEH BKIOYATb OLeHKY BO3MOXHOCTEN YNy4LlleHns n HeobXoAMMoCTH BHece-
HUSA U3MEHEeHW B CUCTEMY MeHe)KMeHTa KayecTBa opraHnsauum, B TOM uncne B NoINTUKE U Lensx B 06nactu
kavecTBa.

3anucu aHannsa co CTOPOHbI PYKOBOACTBA A0/KHbI NOAAEPXNBATLCA B paboyem cocTossHum (4.2.5).

5.6.2 BxogHble gaHHble ANna aHannsa

BxogHble AaHHble ANA aHanm3a Co CTOPOHbI PYKOBOACTBA A0/DKHbI BKIOYATb, HO He OrpaHu4yMBaTbCA
3TUM, CNeaAyoLLY0 NHOPMaL o, NONYUYEHHYIO U3:

a) obpaTHoli cBA3N,

b) o6palleHuns c npeTeH3nei;

C) OTYETHOCTU B perynupyoLme opraHsbi;

d) ayauTos:

€) MOHWTOPWHIa U M3MepeHust NPoLEeccos;

f) MOHWTOpWHIa n 3MepeHnsa NPoayKLUK;

) KOppEeKTVpYyloLLero aeicTaus.

h) npeaynpexpgatouiero geicTeus;

i) nocnepgyrowmnx AeiCTBUIA, BbITEKAIOLLMX U3 NPeAbIAYLMX aHa/TM30B CO CTOPOHbI PYKOBOACTBA,;

j) n3MeHeHuin, KoTopble MOrY Bbl NOBANATL HA CUCTEMY MEHEI)KMEHTa Ka4yecTBa;

K) pekomeHZauuni no ynyudleHuo:

1) HOBbIX UM NEPECMOTPEHHbIX NPYMEHUMBbIX PETY/IMPYIOLLNX TPEGOBAHWIA.

5.6.3 BbIXxogHble gaHHble 419 aHanm3a

BbixoAHble faHHble A8 aHannsa co CTOPOHbI PYKOBOACTBA A0/KHbI ObITb 3aperncTpuposatsbl (4.2.5) n
BK/1l0YATb NPOAHAIN3UPOBaHHbIE BXOAHbIE JAHHbIE W N06ble pelleHns N AeiCcTBISA, OTHOCSLLMECS K

a) ynydweHusm, Heobxo4uMbIM 415 NoAAepPXKaHUA NPUroAHOCTW, afeKBaTHOCTU 1 pe3ynbTaTUBHOCTH
CUCTEMbl MEHe)KMEHTa KauyecTBa 1 ee NpoLLecCcos;

b) yny4lleHunto NPoAyKUMmM cornacHo TpeboBaHuAM noTpebutenei;

C) U3MEHEeHMAM, Heo6XoAMMbIM A1 pearnpoBaHns Ha HOBbIE U MepPecMOTPeHHbIe NPUMEHUMbIE pery-
nupytowme TpeboBaHns;

d) noTpebHOCTM B pecypcax.

6 MeHemXMeHT pecypcoB

6.1 Ob6ecneyeHune pecypcamun

OpraHu3auus Jo/xHa onpefensaTtb nobecneymsatb pecypcbl, Heo6xoavMble ANS;

a) BHe[peHUsi CUCTEMbl MEHEL)KMEHTA KayecTBa v NoAAepXaHUs ee pe3yibTaTuBHOCTHU:

b) COOTBETCTBUSA NPUMEHUMbBIM PErynnpyowmum TpebosaHam n TpebosaHnsam noTpebutens.

6.2 YesioBeueckue pecypchbl

MepcoHan, ocyLwecTBASALWMNIA AEATENIbHOCTb, BAIVAIOLLYIO HA KA4eCTBO NPOAYKLMM, AOKEH OblTb KOMMNe-
TEHTHbIM B COOTBETCTBUM C NOTyYEHHbIM 06pa3oBaHeM, NOArOTOBKOW, HaBbIKaMu 1 OMNbITOM.

OpraHu3aums Ao/mKHa OKyMEeHTUPoBaTh npouecc(bl). onpegenstoLmii(e) KoMNeTeHTHOCTb NepcoHana,
nposefeHne obyueHuns, obecneyeHme MHHOPMUPOBAHHOCTU NepcoHana.

OpraHusauusa gomkHa:

a) onpeaenAaTb HEO6XO,D,VIMyI'O KOMMETEHTHOCTb NepcoHaJsia, OCyLWeCcTBIALWEro 4eATe/IbHOCTb, BJ/IUAIO-

LLYI0 Ha KaYecTBO NPOAYKLUY;
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b) obecneumBaTb NOArOTOBKY WU NPeANpUHUMAaTL Apyrue AeicTBUA AN AOCTMKEHUSA UK nogaepxa-
HMA HEOBXO4MMOW KOMMETEHTHOCTMK;

C) oueHMBaTb Pe3y/bTaTUBHOCTb MPUHATBLIX Mep;

d) obecneunsaTb 0CBEAOM/IEHHOCTbL CBOEIO NEPCOHaNa 06 akTyaslbHOCTU M BaXXHOCTU ero fiesaTesibHoC-
TW 1 BKNaje B 4OCTUXEHWe Lenell B 061acTu kavecTsa;

e) nogfepxmeaTb B paboyem COCTOSAHWM COOTBETCTBYHOLME 3anucu 06 obpa3oBaHuK, NOArOTOBKeE,
HaBblkax v onbiTe (4.2.5).

MpnmeyaHune — MeTofonorusa, CNonb3lyemMas 415 NPOBEPKN pe3yibTaTUBHOCTU, A0/DKHA 6bITb NponopLmo-
Has/lbHa PUCKY, CBA3aHHOMY C AeATe/IbHOCTbHO, B OTHOWEeHNN KOT0p0I7I npoeegeHo 06yL|eH|/|e NN NHble ,quZCTBMH.

6.3 NHpacTpykTypa

OpraHu3auus fo/mkHa oKyMeHTupoBaTb TpeboBaHms K MHPPACTPYKType, HEOOX0AMMO 418 AOCTUXKe-
HMS COOTBETCTBUSA TPEGOBAHMAM K NPOAYKLMM, MpeaoTBpaLLeHNst nepenyTbiBaHUSA NPOAYKL MU U 06ecrneyeHust
Haaexalero obpalleHuns ¢ Hell.

WHdpacTpykTypa MOXeT BK/IoUaThb, eCnu LienecoobpasHo;

a) 3paHus, paboyee NPOCTPAHCTBO U CBSA3AHHbIE C HUM CUCTEMbI MHXEHEPHOIo 06ecneyeHuns:

b) o6opyaoBaHve, BKKOYas TEXHUYECKME Y MPOrpaMMHbIe CPeAcTBa;

C) BcroMmorartesibHble ycnyru (Hanpumep, TPaHCnopT, CBSA3b UM UH(POPMALNOHHbLIE CUCTEMbI).

OpraHu3auust o/mkHa AOKYMeHTUMpoBaTb TpeboBaHUs K AeATENbHOCTU N0 TEXHUYECKOMY 06CNyXuBa-
HMIO. B TOM YMC/Ie UHTEPBasibl BbIMOSIHEHMSA paboT N0 TEXHUYECKOMY 06CAYXNBaHWIO, ECNTN 3TV AEACTBUSA UK
NX OTCYTCTBME MOTYT NOB/INATb Ha KA4eCTBO NPoAyKLUW.

Ecnu uenecoobpaszHo, Tpe6oBaHUS AO/MKHbI MPUMEHATLCS K 060PYA0BaHWI, UCMNOMb3YEMOMY B NPOU3-
BOZCTBE, A1 yNpaB/ieHns Npon3BOACTBEHHON CpeAoli, MOHUTOPWHIA U U3MEPEHUS.

3anuncy Takoro TEXHUYECKOro 06CnyXnBaHua AO/MKHbI NOAAEPXMBATLCA B paboyeM cocTosaHun (4.2.5).

6.4 lpou3BoACTBEHHAs cpefa U KOHTPOJIb 3arpsA3HeHuns

6.4.1 MNpoun3BOACTBEHHAs cpoaa

OpraHunsaumsa AomkHa AOKYMEeHTMpoBaTb TpeboBaHUsA K NPON3BOACTBEHHON cpeae, He06XxoAMMOoW ons
[OCTUXEHUS COOTBETCTBUSA TPEGOBAHNAM K NPOAYKLNN.

Ecnu ycnoBus npon3BOACTBEHHON Cpefbl MOTyT OKa3aTb HeraTMBHOE BNSIHUE Ha KayeCcTBO NPOoAyKLmK,
opraHu3aumsa Ao/XHa AOKYMEHTMPOBaTb TpeboBaHUs K NPOM3BOACTBEHHOI cpeje v npoueaypbl 415 MOHUTO-
puHra v ynpas/ieHUsi NPOM3BOACTBEHHOW Cpesoii.

OpraHu3auus goshkHa:

a) pas3paboTaTb0KyMEeHTUPOBaHHbIe TPe60BaHUA KCOCTOSHUIO 340POBbS, YNCTOTE NOAEXAE NepPCOHa-
Na. ec/iv KOHTaKT MeXAy NepcoHasioM 1 NpoayKLmMeil M Nnponu3BoACTBEHHOW CPeAOl MOXET Oka3aTh BNUsHME
Ha 6e30MacHOCTb MeAWLMHCKOr0 N3AeNus Wav ero yHKLMOHabHbIe XapaKTepucTukuy;

b) ob6ecneynTb, 4TOObLI BOCb NEPCOHAs], BPEMEHHO PaboTaloLL i BOCOObIX YC/I0BUAX NPOMN3BOACTBEHHOM
cpeabl, 6b171 KOMNETEHTHLIM UM HAXOAW/ICS NOA HAGNAEHNEM KOMNETEHTHOrO /IMLa.

MpumeyaHune — [JONOAHUTENBHYO MHAOPMALMIO MOXHO HaiiTK 8 1ISO 14644 n ISO 14698.
6.4.2 KOHTpO/Ib 3arpsA3HeHns

Ecnu uenecoobpasHo, opraHusaumsa Lo/mkHa NaaHupoBaTh U AOKYMEHTMPOBAaTb Mepbl ANS KOHTPONA
3arpsA3HEHHOW UM NOTEHLUMANBHO 3arpsI3HEHHON NPOAYKLMM C LENblo NPefoTBPaLLeHNs 3arpsisHeHNS Npon3-
BO/ICTBEHHOI CpeApl, NepcoHana unun npoayKuun.

[Nsa cTepUNbHLIX MeAULMHCKNX U3aennii opraHm3alnmsa 4o/mKHa LOKYMEHTUPoBaTL Tpe6oBaHMA K ynpas-
NEHUI0 3arpsA3HeHNEM MUKPOOPraHM3Mamuy uim TBEpAbIMY YacTuLamy v noaaepxuBaTth Tpebyemyto YUCTOTY B
npoueccax c60pKn 1 ynakoBKU.

7 TMpouecchbl XNM3HEHHOTO LUVK/Ia NPOAYKLUUN

7.1 MnaHupoBaHUe NPOLLECCOB XU3HEHHOTO UMKIa NpoayKuuu

OpraHu3sauus oxHa NIaHMpoBaTh Y pa3pabaTbiBaTb NPOLECChl, HEO6X0AMMbIE i1 06ECNeUeHNsI XN3-
HEHHOTO0 LMKa NpoayKumn. MaaHMpoBaHne NpoLeccoB XM3HEHHOTO LKA NMPOAYKLMM LLOMKHO GbITb COrNaco-
BaHO C Tpe60BaHMAMY K APYTMM NPOLECCaM CUCTEMbI MEHeLXMeHTa KauecTea.

OpraHu3sauus fo/mKHa A0KYMEHTUPOBATL OfMH UK 6oee NPoLLecCoB MeHeKMeHTa pucka B npolieccax
XU3HEHHOTO LKA NPOAYKLNY.

3anvcy No MEHeKMEHTY p1cka A0/HKHbI NMOAAEPXKMBATLCS B pa6oueM COCTOAHUM (4.2.5).
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Mpu NNaHNPOBaHNM NPOLLECCOB XWU3HEHHOTO LUKNa NPOAYKL MU OpraHn3aLmns AO/KHA YCTaHOBUTb, ecnu
LenecoobpasHo:

a) uenu BobnacTu kayecTBa u TpeboBaHUS K NPOAYKUUK;

b) NOTpPebHOCTL B pa3paboTke NpoLLeccoB, JOKYMEHTOB (4.2.4). aTakke B obecneuyeHun pecypcamm gis
KOHKpETHO NpoayKumu, BKoUYas MHPPACTPYKTYPY U MPOU3BOACTBEHHYIO Cpeay;

C) Heob6XoAMMYH AeATeNIbHOCTb No Bepudnkaumm, Banngauum, MOHUTOPUHTY, KOHTPOJIKO W UCNbITAHW-
SIM. 06paboTKe, XpaHEHWIO, pacnpeaesieHnio U NpocexnsaemMoe™ KOHKPEeTHOW nNpoayKuum BMecTe ¢ KpuTe-
pUSIMU NPUEMKIN NPOAYKLU;

d) sanucu, Heobxoaumble AN obecneyvyeHns CBUAETENbCTBA TOro, YTO MPOLECChl XXM3HEHHOrO LuKIa
npoAyKLUM 1 roToBas NPoAyKLUsi COOTBETCTBYIOT Tpe6oBaHusaM (4.2.5).

Pe3ynbTathl 3TOro NAaHNPOBaHWsA fOMKHbI 6bITb 4OKYMEHTMPOBaHbI B (hOpMe, COOTBETCTBYIOLLEN Npak-
TUKe opraHusaymu.

MpuMeyaHne — [JONONHUTENBHYI MHDOPMALMIO MOXHO HaliTn B1SO 14971.
7.2 Tpouecchkl, CBA3aHHbIe C NOTpebUTenamMm

7.2.1 OnpepgeneHune TpeboBaHWi, OTHOCALLMXCA K MPOAYKLUN

OpraHu3aums fomKHa onpeaennTs:

a) TpeboBaHuUsi NOTPeGUTENS, BKIOUYAA TPeGOBaHNSA K NOCTaBKe W AesiTE/IbHOCTMW NOC/e NOCTaBKy,

b) Tpe6oBaHUs, He onpejeneHHble NOTpeduTenemM, Ho He06X0aNMbIe A5 KOHKPETHOTo MW Npeanona-
raemoro Mcrnosib3oBaHus, Korga oHo U3BECTHO:

C) NpMMEHKUMble perynupytLLme Tpe6oBaHNs, OTHOCSLLMECA K NPOAYKLUN;

d) noboe obyuyeHvne nonb3oBaTenei, Heobxoanmoe ANs obecneyeHuss 3afaHHbIX OYHKLMOHATbHbIX
XapakTepucTuK 1 6€30MacHOCTM NPUMEHEHUSI MEAULMHCKOTO N3LeNus;

e) nobble JONONHUTENbHbIE TPe6oBaHWS, onpeaeeHHbie opraHu3auneil.

7.2.2 AHanuns Tpe6oBaHUi, OTHOCALMXCS K NPOAYKLMM

OpraHusaumsa fo/mkHa aHannsnposaTb TpeboBaHWA, OTHOCALMECA K MPOAYKUMU. DTOT aHann3 AO/KeH
NPOBOANTLCA 4,0 NPUHATUA OpraHu3almeii 06a3aTenbCTBa NOCTaBAATL NPOAYKLMI0 NOTpebuTento (Hanpumep,
yyacTus B TeHAepax, NPUHATUSA KOHTPaKTOB UN 3aKa30B, NPUHATUS U3MEHEHW K KOHTpaKTaM Uam 3akasam) n
fJonxeH obecneunsarb:

a) onpepgeneHue naoKyMeHTMpoBaHue TpeboBaHuii kK NpoayKLuK;

b) cornacoBaHne Tpeb6oBaHW KOHTPaKTa MW 3aKkasa, OT/IMYaloLWUXCA OT paHee CHOPMY/TMPOBAHHbIX;

C) BbINOSIHEHME NPUMEHUMbIX PETYNNPYHOLLUX TpeOOBaHWIA;

d) n6oe obyyeHne Ana nonb3oBaTenein B COOTBETCTBMMN C MYHKTOM 7.2.1. ero 4OCTYNHOCTb MW NAaHN-
poBaHue obecneyeHnsa JOCTYNMHOCTH:

€) cnoco6HOCTb OpraHun3aLMm CoOOTBETCTBOBATb ONpeAeneHHbIM TpeboBaHUAM.

3anucu pesynbTaToB aHanm3a v nocneayoLmx AeNCTBUNA, BbiTEKaOWNX N3 aHann3a, J0/MKHbI noaaep-
XunBaTtbCs B pabouem coctosiHum (4.2.5).

Ecnu notpebutens He npeAcTaBua [0KYyMEHTUPOBaHHbLIX TpeGOBaHWI, opraHu3aumsa fomkKHa NnogTBep-
AWTb UX y NOTpebuTens A0 NPUHATUS K UCTIONTHEHWIO.

Ecnu Tpe6oBaHuns K NpoAyKLMn USMeHeHbI, opraHu3aLnmsa fomkHa obecneyunTb, UTO6bI COOTBETCTBYIOLLNE
[OKYMEHTbI 6bINN UcnpaBfeHbl, @ COOTBETCTBYIOLWMI NepcoHan 6bin NpovHopMypoBaH 06 N3MEHMBLUMXCA
TpeboBaHMUsAX.

7.2.3 CBA3b C noTpebutenamMmm

OpraHu3aums Ao/HkHa NaaHMpoBaTth U 4OKYMEHTUPOBaTh Mepbl MO NOAAEPXKAHWUI0 CBA3W C NOTpebutens-
MW. KacaroLmecs:

a) WHopmauum o NpoayKUuuK;

b) NPOXOXJEHWA 3aNpPOoCOB, KOHTPAKTa UK 3aKa3a, BK/IOUas U3MEHEHUS;

C) ob6paTHoli cBA3M c noTpebuTenem, Bkovas NnpeTeH3nn notpebuteneis;

d) NOSICHUTENbHbLIX yBELOM/TEHUIA.

OpraHu3aums Ao/HKHA NoALepXKMBaTb CBA3b C PEry/IMPYIOLLMMUN OpraHamy B COOTBETCTBUM C NPUMEHU-
MbIMW PerympyoLMm TpeboBaHnAaMU.

7.3 TpoekTupoBaHue n paspaboTka
7.3.1 O6wme NONOXeHUs
OpraHusauusa o/XHa JOKYMEHTMPOBATL NpoLeaypbl NPOEKTUPOBaHUA U pa3paboTKu.
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7.3.2 MnaHUpoBaHWe NPOEKTMPOBaHMSA 1 paspaboTKu

OpraHusauyms Jo/KHA NaHMPoBaTh U yNpaBasTh NPOEKTMPOBaHMEM U pa3paboTkoii npoAykuumn. Ecnu
LilenecoobpasHo, JOKyMeHTaL A No N1aHMpoBaHNIo MPOEKTUPOBaHNA 1 pa3paboTku Ao/MKHA NOALePXNBATLCS
1 0GHOBNSATLCS MO XOA4Y NPOEKTUPOBAHNSA U Pa3paboTKu.

B xoAe nnaHMpoBaHusi NPOEKTUPOBAHUS U pa3paboTKM OpraHn3aLms AO/HKHA JOKYMEHTUPOBATb.

a) cTaauu NPOeKTUPOBaHWSA U pa3padoTKu;

b) aHanu3(bl), HEO6X0AMMbIE Ha KaXA0W CTaaumn NPOeKTMPoBaHUS 1 pa3paboTky;

C) AeATenbHOCTb Mo Bepudmkauum, Baamgaunm n nepegaye NnpoekTa, ecau aTo LenecoobpasHo ans
Kaxkfioli CTaf MM NPOEKTUPOBaHNSA 1 pa3paboTky;

d) OTBETCTBEHHOCTb U MOTHOMOUUA B 06GNACTU MPOEKTUPOBAHNA 1 pa3paboTKu;

e) meToAbl obecneyeHns NPOCNEXMBAEMOCTN BbIXOAHbIX AaHHbIX NPOEKTUPOBAHUS U pa3paboTku K
BXOJHbIM JaHHbIM;

0 Heob6xoauMble pecypchbl, BKIOYas Tpebyemyto KOMNeTEeHTHOCTb NepcoHana.

7.3.3 BxogHble gaHHble MPOEKTMPOBaHNA 1 pa3paboTKu

BxogHble gaHHble, OTHOCALMECS K Tpe60BaHUAM K NPOAYKLMKN, AO/MKHbI GbITb onpedeneHsbl, a 3anucu
OOMKHBI Nogaepxusatbes B paboyem coctossHun (4.2.5).

BxogHble faHHble [O/MKHBI BKIOYATb:

a) oyHKUMOHasbHble, 3KCMyaTaloHHble TpeboBaHus, TpeboBaHus yao6cTBa nNosb3oBaHnsa n 6eso-
NacHOCTW B COOTBETCTBUM C NpefHa3HaY€HHbIM NPUMEHEHNEM;

b) NpUMeHUMble perynupyoume TpeboBaHus 1 cTaHAapThl;

C) NPUMEHUMbIE BbIXOAHbIE AAaHHbIE N0 MEHEXMEHTY pUCKa,;

d) Tam. rge aTo uenecoobpasHo, MHhOpMaLMIO, B3ATYIO U3 NPeAblAYLLNX aHa/T0TMYHbIX MPOEKTOB;

e) apyrue Tpeb6oBaHus, BaxkHble A1 NPOEKTMPOBaHNS 1 pa3paboTku NPoAyKL MM UK NPOLEecCcoB.

BxoaHble faHHble [0/MKHBI 6bITb NPOaHaNN3UPOBaHbl HA aAEKBATHOCTb U 0(hMLManbHO 0406PEHBI.

Tpe6oBaHWA [0/MKHbI ObITb MOMHLIMU, HEABYCMbIC/IEHHBIMU, NPUTO4HBIMY AN BepudvKauum unm Banu-
Aaummn 1 HeNnPOTMBOPEYNBbLIMU.

MpumeyaHune — [JONOAHUTENBHYO MHOPMALMNIO MOXHO HaiTh a IEC 62366-1.
7.3.4 BbIXoAHble AaHHble MPOEKTPOBaHUSA 1 pa3paboTkn

BbIXxofHble gaHHble NPOEKTUPOBaHNA 1 pa3paboTKu JOKHBbI:

a) COOTBETCTBOBATb BXOAHbIM AAHHbLIM MPOEKTUPOBAHUA 1 pa3paboTku;

b) obecneunBaTb COOTBETCTBYIOLEN NHpOPMALMEl B OTHOLLIEHUN 3aKynoK, NPON3BOACTBA U 06CAYXM-
BaHUs;

C) cofepxaTtb KpUTepumn npuemMkm NpoayKLUN UK CCbISTKU Ha HUX;

d) onpepenaTb XapakTepucTUKM MPOAYKUMM, CylecTBEHHble ANnA ee 6e30MacHOro M npasusibHOTO
Mcnosb3oBaHus.

BbIXxoAHble AaHHble NPOEKTUPOBaHUS U pa3paboTKku A0/MKHbI 6bITb NpeAcTaBneHbl B (hopMe, N03BOSAI0-
e npoBecTn BeputrKaL Mo OTHOCUTETbHO BXOAHBIX flaHHbIX NPOEKTUPOBaHUS 1 pa3paboTku, a Takxe AO0/XK-
Hbl 6bITb 0406PEHbI A0 MX NOCNEAYIOLEr0 NCMNOb30BaHMUS.

3anncu BbIXOAHbIX AaHHbIX NPOEKTMPOBaHUSA 1 pa3paboTKv AO/MKHbI NOAAEPXMBaTLCA B paboyem cocTo-
AHWK (4.2.5).

7.3.5 AHann3 NnpoekTupoBaHusa n paspaboTku

Ha Tex ctagusx, rae aTo LesnecoobpasHo, A0/HKEH NPOBOAMTLCSA CUCTEMATUYECKUIA aHaIn3 NPOeKTUpo-
BaHMA 1 pa3paboTkM B COOTBETCTBUM C 3an/aHUPOBaHHbIMW WU AOKYMEHTMPOBAHHbIMU MEPONPUATUSAMU C
uenbto.

a) OLEeHKM CnoCcO6HOCTY pe3ybTaToB MPOEKTUPOBAHMSA U pa3paboTky COOTBETCTBOBATL TPE6OBaHUAM;

b) naeHTMmnKaLny n NpeanoxeHns Heo6XoaNMbIX AeNCTBUNA.

Takoi aHann3 A0/KHbI BbINOMHATL NPeAcTaBuUTeNN CNyx6, UMEIOLMX OTHOLEHNE K aHann3npyembiM
cTaguaAM NPOEKTUPOBaHMUA 1 pa3paboTku, a TakxKe gpyrue cneynanucTbl opraHusamm.

3anncu pe3ynbTaToB aHam3a 1 BceX Heo6XoaMMbIX AeNCTBUIA [O/MKHbI NOAAepXMBaTLCA B paboyemM
COCTOSIHAM W BKNKOYaTb ONUCaHWe NpoekTa B paMkax aHasv3a, BOBJIEYEHHbIX YHAaCTHMKOB W AaTty aHanu-
3a(4.2.5).

7.3.6 Bepudmnkauuns npoekTUpoBaHnsa 1 paspadoTkn

BepudhukaLsi NpOeKTMPOBaHUs 1 pa3paboTKu JO/MKHA OCYLLECTBATLCA B COOTBETCTBUM C 3anaHupo-
BaHHbIMW U JOKYMEHTUPOBAaHHLIMW MEPONPUSATUSIMU A7 06€CneveHus TOro, YTo6bl BbIXOAHbIE JaHHbIe NPOoekK-
TUPOBaHUA U Pa3paboTKU COOTBETCTBOBA/IM BXOAHbLIM JAaHHLIM NPOEKTUPOBAHNS 1 Pa3paboTKu.
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OpraHu3aums Ao/HkHa OKyMEHTMPOBATb NaHbl BepudukaLm, BkaoYas MeToAbl, KpUTEPUN NPUEMKH 1,
ec/v uenecoobpasHo, ctaTucTuyeckne MeTofbl C 060CHOBaHNEM 06beMa BbIGOPKU.

Ecnv npegycMoTpeHHOe NpUMeEHEHNE CoaepXuT TpeboBaHne, YTo6bl MeANLMHCKOe n3aenve 66110 Nog-
K/TIOYEHO UM UMeNo nHTepdeiic ANa coeguHeHns ¢ gpyrum(n) meguunHckum(m) ngenmem(amm). Bepudmka-
Ly [0/MKHA BKIOYaTb MPOBEPKY TOr0, YTO BbIXOAHbIE AaHHble NPOeKTa COOTBETCTBYIOT BXOAHbLIM AaHHbIM Npy
TakoM MOAK/TIYEHUN UV COEAVHEHUN Yepes HTepdeic.

3anucu pesynbTaTtos ¥ BbIBOAOB M0 BEpUMKALUN 1 HEOOXOANMBIX AeACTBUIA fO/HKHBI MOAAEPXKUBATLCA
B paboueM cocTosHUN (4.2.4 n4.2.5).

7.3.7 Banupauna npoekTupoBaHus 1 pa3paboTku

Banugauns npoekTMpoBaHus 1 pa3paboTky AOKHA OCYLLLECTBNATLCA B COOTBETCTBUM C 3aN/1aHMpOBaH-
HbIMW ¥ JOKYMEHTUPOBaHHbIMY MEPONPUATUAMU 4718 06ecneyeHmnss COoTBETCTBUA rOTOBON NPoayKumn Tpebo-
BaHNAM K ee npefHasHavyeHHOMY Un npegnonaraeMomy NpUMEHEHNI0.

OpraHu3aums Ao/MKHa 4OKYMEHTUPOBATbL NaHbl Banugauuv, BKIYas MeTofbl, KpUTepun Npuemkm u.
ecnv uenecoobpasHo, ctaTucTmyeckme MeTobl c 060CHOBaHNEM 06beMa BbIGOPKU.

Banupgauus gomkHa 6bITb NpoBefeHa Ha TUMNOBOM (penpe3eHTaTyBHOM) u3genuu. Tunosoe usgenue
MOXeT NpefCcTaBATb CO60i nepBblie 06pasLbl NPOAYKLMW, NapTUN UK X akBMBaNEHTbl. O60CHOBaHe BbI6O-
pa Takux NpoAyKToB AN Banugauny A0KHO 6bITb JOKYMEHTMPOBAHO (4.2.5).

Kak yacTb Banugauuv npoekTMpoBaHus 1 pa3paboTkn opraHun3aumsa fo/mMKHa BbIMOMHATL KIMHUYeCKMe
OLLeHKW UV OLleHMBaHNe PYHKUMOHAIbHbIX XapaKTepUCTNK MeAULIMHCKOTO N34enns B COOTBETCTBUM C NpUMe-
HVMbIMU perympyroLuMy Tpe6oBaHNaMU.

MeanumHCckoe nsgenvie, UCNonb3yemoe AN KAVHUYECKON OLEHKN WK OLEeHUBaHNA (DYHKLMOHAbHbIX
XapakTepucTyvK, He paccMaTpuBaeTCs Kak BbiMyLEHHOe A5 UCNONb30BaHNA NoTpebutenem.

Ecnun npegycmoTpeHHoe npuMeHeHne TpebyeT, 4yTobbl MeguumHeKoe nsgenme 6b110 NOAKAYEHO UK
UMeno nHTepdeiic ana coefMHeHns ¢ Apyrum(n) MeanumHckum(m) nsgenvem(amu). To Baamgaums Ao/mkKHa
BK/IOYaTb MPOBEPKY TOro, 4TO TpeboBaHWA ANA NpegHasHa4YeHHOro an npegnonaraeMoro npyMeHeHus 6bin
BbINOJTHEHbI MPW NOAKMOYEHUN UK COefUHEHNN Yepes nHTepdelic.

Banupgauns fonxHa 6biTb NpoBeAeHa [0 NoCTaBKv NPoAyKLMUM noTpebutento.

3anucu pe3ynbTaTtoB 1 BbIBOAOB N0 BanMjaLun n Heob6XxoaumbIX AeicTBuiA AO/MKHbI NOAAEPXUBATLCSA B
pabouyem cocTosiHuM (4.2.4 n4.2.5).

7.3.8 MNepepaya npoekTa 1 pa3paboTku

OpraHu3auusa fo/kHa OKYMEHTUpoBaTh Npoueaypbl nepefaymn BbIXO4HbIX AaHHbBIX NPOEKTUPOBaHUA 1
pa3paboTku B NPOM3BOACTBO. 3TV NpoLeaypbl 4O/MKHbI 06ecneynTb, YTOOb! BbIXOAHbIE AaHHblE NPOEKTUPOBa-
HVA 1 pa3paboTku 6binn BepudmumpoBaHbl Ha COOTBETCTBME TpeboBaHAM NPOM3BOACTBA, Npexae YeM cTaTb
OKOHYaTeNbHbIMU NPON3BOACTBEHHBLIMU CNeLUdKaLUamMm, 1 4Tobbl MPON3BOACTBEHHbIE BO3MOXHOCTY MOTN
COOTBETCTBOBATbL TPe6OBAHUAM K NPOAYKLMA.

PesynbTatbl 1 BbIBOAbI Nepefayn f0MKHbI 6bITh 3apernctpuposaHsbl (4.2.5).

7.3.9 YnpaBrieHne n3aMeHeHUsiMmn NpPoeKTUPOBaHNA 1 pa3paboTku

OpraHu3auns 4o/HkKHa AOKYMEHTMPOoBaTb Npoueaypbl 418 ynpasneHns U3MeHeHNsMN NPOeKTUPOBaHUs
1 pa3paboTku. OpraHnsaunsa Lo/mkHa onpeaenaTh 3HAYMMOCTb U3MEHEHUIA AN PYHKUMOHANbHbIX, 3KCnayaTa-
LIMOHHBIX TpeboBaHuii, TpeboBaHuii yao6cTBa NOb30BaHNA, 6€30MacHOCTU U MPUMEHVUMbIX PerynvpyroLwmx
TpeboBaHWil B OTHOLLIEHNW MeULMHCKOTO U3enns 1 ero npesycMoTpeHHOro NPUMEHEHUS.

M3meHeHns B NpoekTUpoBaHuu 1 pa3paboTke AO/MKHbI ObITb MAEHTUVLMPOBAHbI.

[l0 BHeApPEeHNA N3MEHEHUS [OMMKHbI OblThb:

a) npoaHasM3MpoBaHbI:

b) BepuduLMpOBaHbI;

C) BaNMAMpOBaHbl. €C/IN 3TO Lies1ecoobpasHo;

d) opob6peHsl.

AHann3 n3MeHeHuii NPOEKTNPOBaHMA 1 pa3paboTKu f0MKEH BK/TOYATb OLeHNBAHNE BIMSHUS U3MEHEeHW
Ha cocTaBHble YyacTu, nonyabprkaTbl UK yxe NOCTaBNEHHYIO NPOAYKUMIO, HA BXOAHbIE UM BbIXOAHbIE AaH-
Hble MeHe)KMeHTa pucka 1 NPoLEecChbl XM3HEHHOTO LUKIa NPOAYKLUN.

3anucu n3mMeHeHuii, pesynbTaTtoB aHam3a n3sMeHeHuii 1 No6biX HE06X0ANMbIX AECTBUIA OKHbI NOS-
AepxuBaTbcs B paboyem cocTosHuu (4.2.5).

7.3.10 Paiinbl NPOEKTUPOBaHUSA 1 pa3paboTkn
OpraHu3aumsa Ao/xHa nogaepxusaTb dain NpPoeKkTUpoBaHWUA 1 pa3paboTku ANS KaxX4oro tuna wam
cemeiicTBa MeAULMHCKUX N3aenunii. laHHblin haiin fomKeH BKAOYATL 3anvMCcy UK CCbIIKU Ha HUX. CCHOPMUPO-
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BaHHbIE /15 AeMOHCTPaL MM COOTBETCTBUSA TPEGOBAHUSIM MPOEKTUPOBAHUSA 1 pa3paboTKU 1 3anucy N3MEHEHW
NPOEKTMPOBaHUs 1 pa3paboTKu.

7.4 3aKkynku
7.4.1 Tpouecc 3aKyrnok

OpraHusauns fomkHa 4OKYMEHTUPOBATh npoueaypbl (4.2.4). obecneunsaloline cooTBETCTBME 3aKyn-
NEHHON NpoAYKLMK YCTaHOBMEHHbIM TPEBOBaHMAM K 3aKynkam.

OpraHu3aums AO/HKHA YCTaHOBUTbL KpUTEPUM AN OLLEHNBAHUSA Y BbIGOpa NocTaBLLMKOB. Kputepum Aon-
XHbI BbITb:

a) OCHOBaHbl Ha CMOCOGHOCTM NOCTaBLLMKa NOCTaBAATL NPOAYKLMIO, COOTBETCTBYIOLLYIO TPe60oBaHAM
opraHusaumu;

b) OCHOBaHbl Ha pe3ynbTaTax AesiTe/IbHOCTU NOCTaBLLUKA;

C) OCHOB@Hbl Ha BAVAHWN 3aKynaeMon NpoAyKLuy Ha Ka4ecTBO MeULVHCKOIO N3fenus;

d) nponopunoHasnbHbl pUCKY, CBA3AHHOMY C MEAULIMHCKUM U3Aennem.

OpraHusauns Ao/HKHa naaHMpoBaTb MOHUTOPUHT M NOBTOPHOE OLeHNBaHNE NOCTaBLLMKOB. [lo/1XeH OCy-
LLeCTBATLCSA MOHUTOPUHT Pe3yNbTaToB AeATEe/IbHOCTH NOCTaBLUMKa B OTHOLLEHWU N COOTBETCTBUS 3aKynaemoli
npoaykuun TpebosaHnsaM. Pe3ynbTaTbl MOHUTOPUHIA [O/KHBI 6bITh BKAHOYEHbI BO BXOAHbIE laHHbIe npoLiecca
NOBTOPHOTrO OLLEHNBaHUSA NOCTaBLLMKa.

HeBbINOAHEHME NOCTaBLLUKOM TpeboBaHWii Kk 3aKynaeMoi NPoAYKL MM AO/IHKHO OblTb pACCMOTPEHO Npo-
NOpLMOHaNIbHO PUCKY, CBA3aHHOMY C 3aKynaemoli NpoAyKLuuein u NpUMEHNMbIMU PEryIMpYIoW MM TpeboBaHu-
AMU.

3anncu pesynbTaToB OLEHWBaHUS, BbI6Opa, MOHUTOPUHIA 1 MOBTOPHOIO OLEHNBAHUSI BO3MOXHOCTE
nocTaBsLyMKa Un pesynbTaToB AeATeNbHOCTU U /II0ObIX HEO6XOANMBIX [eCTBUIA, BbITEKAOLWMX U3 3TOW Aes-
TEeNbHOCTW. fOMKHbI NoAAePXMBaTbCA B paboyem coctossHum (4.2.5).

7.4.2 NHopmauus no 3akynkam

WNHdopmaumsa no 3akynkam [OsHKHa ONUCbIBaTb UM COAEepXaTb CCbIIKM Ha 3akynaemylo npogykuuio,
BK/OYas, ecnu LenecoobpasHo;

a) cneuundukaumm npoayKUnn;

b) TpeboBaHuA K NpuemMKe NPoAyKuUW, mpouedypam, npoleccam n o6opy0BaHuIo;

c) TpeboBaHVA K KBaMmKaLmum nepcoHana nocTasLLmKa:

d) TpeboBaHusa k cMcTEME MeHeIKMEHTA KayecTsa.

OpraHusauusa fomkHa obecneunBaTtb afeKBaTHOCTb YCTAHOB/IEHHbIX TPe6GOBaHMW K 3akynkam [0 KX
COO06LLEeHNSA NOCTaBLLKY .

WNHdopmauma no 3akynkam fosmKHa BKIOYaTb, €C/IM 3T0 NPUMEHUMO, NMUCbMEHHOE COor/lalleHne O TOM,
4YTO NOCTaBLUUK yBEAOM/IAET OpraHn3aLuuio 06 U3MeHeHnsaxX B NOCTaBAAEMON NPOAYKLUN A0 BHELPEHUS 3TUX
N3MEeHeHWI B C/lyyae, eC/iv OHM OKa3blBalT BIMSIHNE Ha COOTBETCTBME MPOAYKLMN yCTaHOBNEHHbIM TpeboBa-
HMAM K 3aKymnkam.

B TO1 cTeneHw, B Kakoi 3T0 HEO6XOAMMO /151 OCYLLLECTBIEHNA NpocnexmsaemocTty (7.5.9), opraHnsaums
[O/MKHa nofaepxmBaTh B paboyem COCTOSHUM COOTBETCTBYHOLLYIO MH(OPMALIMIO NO 3akynkam B opme [OKy-
MeHTOB (4.2.4) n3anuceii (4-2.5).

7.4.3 BepudimKkaLms 3akynaemoli npoaykumm

OpraHusauns gomkHa pa3paboTaTtb 1 0CYLLECTBATb KOHTPO/b WU NHbIE BUABI AeATeNbHOCTHN, He0b6X0-
AnMble Ana obecneyeHnss COOTBETCTBUSA 3aKynaeMoi NpoAyKLUM yCTaHOBEHHbIM TPe60BaHNAM K 3aKynkam.

O6bem eaTenlbHOCTU MO BepudmkaLuy Ao/mkeH ObiTb OCHOBaH Ha pe3y/ibTaTax OLeHUBaHnsA NocTaBLLm-
Ka 1 6bITb NPONOPLMOHANBHBIM PUCKAM, CBA3AHHbLIM C 3aKynaeMoi npoaykumei.

Ecnv opraHusauus nonyyaeT MHOpMaLMio 0 Kaknx-mbo N3MeHeHNAX B 3aKynaemoii npoayKLun, To oHa
[O/DKHa onpefenuTb, HACKOMbKO 3TW U3MEHEHUS NOBVAIOT Ha NPOLECChI XN3HEHHOTO LnKNa NpoAyKuum nnm
MeaVLMHCKOe n3genue.

Ecnn opranusauus wam noTpebutens npegnaraioT OCyWecTBUTb Bepudukauuio Ha npeanpuaTun
nocTasllvKa, TO OpraHusauns foxHa yCTaHoBUTb B MHGDOPMAaL MK Mo 3akynkam npegnonaraemble Mepbl Mo
BepudvKaLmmn n NopsfoK Bbinycka NPoAyKLUMKY Y NOCTaBLyMKa.

3anucu no Bepudmkaumm OMKHbI NogAepXnBaTbCcsa B pabouem coctosHun (4.2.5).

7.5 NponsBoAcTBO M O6CNYXBaHME

7.5.1 YnpaBrieHne Npon3BOACTBOM 1 06CNY>XXMBaAHNEM

Mpon3BOACTBO M 06CTY)XMBaHME [O/MKHbBI NN1AHNPOBATLCA, OCYLLLECTBNATLCA, NOABEPraTbCA MOHUTOPVIH-
ry nynpasneHuio A5 o6ecneyeHns COoTBETCTBMA NPOAYKL MK cneLudukalmn.
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Ecnn uenecoo6pasHo, ynpas/siemMble YCO0BMSA NPOU3BOACTBA [O/DKHbI BK/IOYATH, HE OrpaHnyMBasch
UMU:

a) [OKYMEHTUpOBaHHbIE NMPOLEAYpPbl U METOAbI YNPaB/IEHUS NTPOU3BOACTBOM (4.2.4);

b) KBaMdmkauuo MHPPACTPYKTYPbI;

C) npoBeAeHNe MOHUTOPUHIA Y N3MEPEHMWII NapamMmeTPOB NPOLECCOB U XapakTepUCTUK NPOoAYKLUN;

d) Hanuuve v npumMeHeHne 060py0BaHNA A1 MOHUTOPUHIA U UBMEPEHWIA;

€) BbIMOJIHEHWE YCTAHOB/IEHHbIX ONepaLuii N0 Mapk1poBKe 1 yNakoBKe:

f) ocyuwecTBneHmne Bbinycka, NOCTaBKV U AEKCTBUIA NOCNe NOCTaBKN NPOAYKLWN.

OpraHusauus fo/mkHa paspaboTaTh 1 NoALEePXKMBaTL B paboyeM COCTOSIHMM 3anucK (4.2.5) Ans Kaxaoro
MeLMLMHCKOro U3fenns Win Kakgoh napTum MeAnLMHCKUX M3fenuii, 4Tobbl ob6ecneunTb nx Npocrexvsae-
MOCTb B COOTBETCTBUM C MYHKTOM 7.5.9 v onpesenexHne KoimyecTsa Npon3seaeHHoM NPoaYKLMN 1 NPOAYKLMN,
0/106pEHHOI AN pacnpocTpaHeHus. 3anncu JoKHbI GbiTb BEPUULMPOBaHbI 1 0thMLMaNbHO 0L06PEHbI.

7.5.2 YucTtoTa npoAayKuum

OpraHunsaumnsa fomkHa fOoKyMeHTUpoBaTbh TpeboBaHMUA K YNCTOTE WU KOHTPOJIIO 3arpsa3HeHns Npoayk-
uuu. ecnu,

a) npoaykuusa nepejcrepununsauueii /mnm npUMeHeHNeM NPOXoAUT OYNCTKY B OpraHu3aLuu;

b) NpoAyKLMs NOCTaBNAETCA HECTEPU/IbHOI 1 NOANEXUT 0UYNCTKE nNepej cTepunusaunein n/unm npume-
HeHvewm:

C) NPOAYKLUMA He MOXET GbITb OUMLLLEHA Nepes cTepuansaunein n/vnm NnpuMeHeHeMm, Ho ee YucToTa ume-
eT 3HauYeHune AN15 NPUMEHEHS;

d) npogykuwusa noctasnfeTcs 4719 UCNO/b30BaHNA HECTEPU/IbHOW, HO ee YACTOTa AB/IAETCA CyLeCTBEH-
HOW ANA NPUMEHEHWS n3fenus;

€) peareHTbl, NPUMEHAEMbIE A1 OYUCTKN NPOAYKLUU, AOKHBI ObITh YAaneHbl B npouecce ee U3rotos-
neHus.

Ecnn npogykuus noAsepraeTtcs OYMCTKE B COOTBETCTBUM C MepeyncrieHnsMu a) unu b). TpebosaHmns
nyHKTa 6.4.1 He NPUMEHSIOTCA [0 aTana OYUCTKN.

7.5.3 [eAaTenbHOCTb N0 MOHTaxXy

OpraHusauns [o/XHa AOKYMEHTUPOBaTb TPe6oBaHUA K MOHTaXy MeAULIMHCKOTO U3fenus n Kputepum
npuemMk1 gnsa BepucrkaLmm MoHTaxa MeguLHCKOro nsgenus, ecnv NnprMeHnumo.

Ecnu cornacosaHHble ¢ notpe6utenem TpeboBaHWA MO3BOMAAIOT BbIMNOMHATb MOHTaX MeULUHCKOro
n3fenvs BHeLHel CTOPOHOW, OT/IMYHOV OTOpraHM3auny v ee nocTaBLyuka, opraHn3aumsa 4o/mkHa npegocTa-
BWTb [JOKYMEHTUPOBaHHbIE TPe60BaHNSA K MOHTaXY MEANLNHCKOIo N3genus n sepudurkaumny MoHTaxa.

3anucy o0 MoHTaxe 1 Bepudurkaunm MefuLMHCKOro n3fenuns, KoTopble BbINOHAET opraHnsaumns unm ee
nocTaBLMK, fO/MKHBI NOAAePXMBaTbCA B paboyeM cocTosHuM (4.2.5).

7.5.4 [esaTenbHOCTb MO 06CMYyXUBaHUIO

Ecnun obcnyxnBaHne MeAMLUHCKOTO M3fenna SBNseTcs YCTaHOB/EHHbIM TpeboBaHMeM, opraHmsaumns
[o/MmKHa paspaboTarb JOKYMEHTMPOBaHHbIE NpoLeaypbl N0 06CNYXMBaHUIO, CNPaBOYHbIE MaTepuansl 1 pede-
peHTHblE MpoueAypbl U3MEPEHNs, ecnn HeobxoaMMo, AN OCYLECTBNEHNA 06CNYXUBaHUS U BepudmkaLmm
TOro, Yto TpeboBaHNA K NMPOAYKLMN BbINMOMHEHbI.

OpraHu3aums fo/mkHa aHannms3nposaTh 3anncy No 06CNyXrBaHuio, BbINOSIHAEMOMY OpraHusaumei nam
ee NoCTaBLYMKOM:

a) Ans onpegenexHus, 06pallaTbCsa M ¢ MHQopMaLvei, Kake npeTeH3neil;

b) ecnu LenecoobpasHo, NCNO/b30BaTb Kak BXOAHbIE JaHHbIe NMpoLecca ynyylleHuns.

3anucu no 06CnyX1BaHWIO, BbIMONHAEMOMY OpraHv3aLlmeil nnn ee NocTaBLLMKOM, JO/MKHbI NOALEPXKM-
BaTbCs B pabouem cocTtosHuu (4.2.5).

7.5.5 CneuuasnbHble Tpe60BaHUSA K CTEPU/IbHBIM MEAULMHCKAM U34eNUAM

OpraHusauusa fo/mkHa noaAepxuBaThb 3anucu no napaMeTpam npouecca cTepuansaLnnm, NpUMeHseMoro
ON51 KKAOoW napTum cTepunnyemoii npoaykuum (4.2.5). 3anucy no cTtepuamsaumy Jo/mKHbl NPOC/IEXUBATLCS
ON5 KQXA0M NapTUM NPOU3BEAEHHbIX MEAULUHCKUX N3aenuii.

7.5.6 Banupaunsa npoueccoB Npon3BOACTBA U 06CNYXUBaHUSA

OpraHuzauus go/mkHa BananpoBaTh tobble NpPoLecchl NPOU3BOACTBA U 0O6CNYXMBAHUS, pe3ynbTaThbl
KOTOpPbIX HEeMb3s NPOBEPUTL NOCPEeACTBOM NOC/ief0BaTe/IbHOTO0 MOHUTOPUHIA UK U3MEPEHUs U, criefoBa-
TeNbHO. HeA0CTaTKN KOTOPbLIX CTAHOBSITCA OYEBUAHLIMMW TOMILKO MOC/IE HaYaia NCnosib30BaHusa NPoayKL U nan
ee 06CnyXuBaHus.
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Banupgauus gomkHa NpoAeMOHCTPUMPOBaTh CMOCOOHOCTL 3TUX NPOLLECCOB NOCTOSIHHO AOCTUraTh 3ansna-
HMPOBaHHbIX Pe3ynbTaToB.

OpraHu3auusa Ao/mKHa 0KYMEHTUPOBaTbL NpoLueAypbl BannaaLluy NnpoLeccos, BKIOYas:

a) onpefesneHHble KpUTepun AN aHanusa n ofo6peHNs NPoLEeccoB:

b) onpegeneHue npurogHocT 060pyA0BaHUS U MOATOTOBMIEHHOCTN NEPCOHaNa;

C) NPYMEeHeHNe KOHKPETHbIX MeTOA0B, NpoLeayp v KpuTepUes NPUEMKH;

d) ecnu uenecoobpasHo, cTaTucTMyeckne MetToabl C 060CHOBaHNEM 06HEMOB BbIGOPKMU;

e) TpeboBaHuA Kk 3anucsam (4.2.5);

f) pesanupauuio, BKIOYaA ee KpUTEPUN:

0) ofo6peHne N3MeHeHUIH B NpoLieccax.

OpraHusaumsa fo/mkHa JOKYMeHTMpoBaTh npoueaypbl Banngauuy NpYMeHeHns KOMMboTEePHOro npo-
rpaMMHOro obecneyveHus, NCNOb3yeMOoro B NPON3BOACTBE U 06CNyXMBaHMU. Takoe NporpamMmmHoe obecneye-
HMe A0/MKHO OblTb BaMAMPOBaHO A0 Or0 NEpPBOro NPUMEHEHWA W. ecin LenecoobpasHo, nocne BHECEHUA
M3MeHeHuii B nporpammHoe obecneyeHune uav ero ncnosb3osaHve. KOHKPeTHbIV NOAXOA U feATeNIbHOCTb Mo
BanugaLuv 1 pesanmgauum nporpaMMHoro obecneyeHmns 4oMKHbI 6bITb NPONOPLMOHASBbHBI PUCKY, CBA3AHHO-
My C MPUMEHEHMEM NPOrpaMMHOro o6ecneyeHus, BK/OYAs ero B/USHWE Ha COOTBETCTBME MNPOAYKLUM
cneundukaymam.

3anucy pesynbLTaToB M BbIBOAOB, a Takke HE06X0AVMbIX AeACTBMI N0 BaNMAaLmMu, AO/KHbI NOALEPXKM-
BaTbCHA B pabouem coctosHun (4.2.4 n4.2.5).

7.5.7 CneynanbHble Tpe60OBaHMSA K BaingaLnm NpoLeccoB cCTepuan3aymn ncuctemam 6apbepoBs
CTEPUIbHOCTY

OpraHusauus Ao/HkHa AOKYMeHTMpOBaTh npouenypbl (4.2.4) Banvaauuy NnpoLeccos cTepuimsauum v
cucteM 6apbepoB CTepUbHOCTU. lpouecchl cTepunmsanum u cucteMbl 6apbepoB CTEPUILHOCTU cnegyeT
BaNMAMpoBaTh A0 MX NEPBOrO MPUMEHEHUS W MOC/Ae BHECEHWS U3MEHEHW MpoAyKuuu B MPOLECcChl, ecnv
LenecoobpasHo.

3anucu pesynbTaToB U BbIBOAOB, @ TaKXXe 1 HE0OXO0AMMbIX AEWCTBUIA N0 Banuaauun, LO/KHbI NOAAEPXU-
BaTbCcA B pabouem coctosHun (4.2.4 n4.2.5).

MpnmedyaHune — [JONONHUTENbHYIO NMHPOPMALIMIO MOXHO HaiTu a ISO 11607-1 n ISO 11607-2.

7.5.8 NpeHTudukaums

OpraHun3aumsa 4o1KHa A0KYMEeHTUpoBaTh NpoLeaypbl N0 ugeHTugukaLmm npoaykLmum n ngeHTndunumpo-
BaTb NPOAYKLMIO NOAXOAALLNMM CPEACTBAMMN HA NMPOTAXEHMMN NPOLLECCOB XXN3HEHHOTO LKA NMPOAYKLMN.

OpraHu3aumsa Ao/mKHa naeHTuuLMpoBaTb CTaTyCc NPOAYKLMN NO OTHOLLEHUIO K TPe6oBaHUAM MOHUTO-
PUHra ¥ U3MEPEHUA Ha MPOTSHKEHUN NPOLECCOB XU3HEHHOTO LKA NPOAYKLMN.

NaoeHTndmkaumsa ctatyca npoayKUum o/mKHa NOAAEPXKMBATLCA HA 3Tanax ee Npon3BoACTBa, XpaHEHUS,
MOHTaXa 1 06CnyXmBaHus Asa obecnevyeHns nNocTaBku, NPUMEHEHNS UM MOHTaXa TO/IbKO TOW NpoayKuuu,
KOTOpas npoLusia Bce Heo6XxoaMMble BUAbI KOHTPO/IA Y UCMbITAHUIA UM nMeeT odnumanbHoe paspeLleHne Ha
OTK/IOHEHME OT YyCTaHOB/IEHHbIX TPEGOBAHWIA.

Ecnu TpebyeTcs NpUMEHVMbIMU PETY/IMPYOLLMMU TPe60BaHUSIMU, OpraHn3aLms A0/mMKHa JOKYMEHTMPO-
BaTb CUCTEMY YHUKANbHO naeHTUKaLum meanunHCKUX U3genuii.

OpraHu3auma fo/mKHa AOKYMeHTMpoBaTb npoueaypbl A5 obecnevyeHns Toro, Ytobbl mMeauLuHCKne
n3aenus, BO3BpalleHHble opraHnsaumu, b naeHTUULPoBaHbl 1 0TAENEHbI OT MPOAYKLMMN, COOTBETCTBY-
et Tpe6oBaHMAM.

7.5.9 lMNpocnexnsBaeMoCTb
7.5.9.1 O6wwe NosoxeHus

OpraHusauus fo/mxHa AOKYMeHTMpoBaTb npouedypbl A8 obecnevyeHns npocnexmBaeMocTu. Takue
npoueaypbl 4O/MKHbI ONpefenaTb CTeneHb NPOCeXNBAEMOCTH NMPOAYKLMM B COOTBETCTBUM C MPUMEHUMbIMM
perynupylowmmm  TpeboBaHUAMKU U 3anucu, KOTopble HeobxoAuMMOo noadepxusatb B paboyem
cocTosiHUK (4.2.5).

7.5.3.2 CneumanbHble TpeboBaHUA K UMMNAHTUPYEMbIM MeANLUMHCKUM U3AeNNAM

3anucu, TpebyeMble 4715 TPOCIEXMBAEMOCTU, [O/KHbI BK/OYATb 3annCcy 0 KOMMOHEHTAaX, MaTepuanax u
YCNOBUAX NPON3BOACTBEHHON Cpefbl, eCIM 3TO MOXET NPUBECTM K HECOOTBETCTBMNIO MEeANLIMHCKOrO n3genms
3a/jaHHbIM TpeboBaHAaM 6e30NacHOCTM U PYHKLMOHAIbHBIM XapakTepucTukam.

OpraHu3auusa fomkHa Tpe6oBaTh OT NOCTaBLLUKOB YC/YT N0 OCTaBKe Uan AUCTPUObIOTOPOB NOALEPXKM-
BaTb 3amnncu 0 pacnpeaesieHnn MeAnLMHCKUX n3genunin 4na 4OCTXEHNSA NMPOCNeXNMBAEeMOCTH U fOCTYMHOCTY
3TUX 3anuncen AN NPOBEPKU.
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3anucu 0 HavMeHOoBaHWW 1 agpece rpysononyvyarens fO/MKHbI NoAAepxXMBaTbCA B paboyem cocTos-
HuUK (4.2.5).

7.5.10 Co6CTBEHHOCTb NOTPeGUTENEA

OpraHu3aums Ao/MKHA MAeHTUMLMPOoBaTh, BEpUMULMPOBaTh, 3almiiaTe U COXPaHsATb COBCTBEHHOCTb
noTpe6uTens, NnpesocTaBNeHHY0 4151 UCMNO/Tb30BAHUA WU BKOYEHWS B NPOAYKLMIO, NOKA OHA HAXOAUTCS NoA,
ynpaB/fieHneM opraHu3aLmm unm ncnosb3yeTcs eto. Ecnm co6CTBEHHOCTL NOTPeGUTeNs yTepsHa, noBpexaeHa
WU NpU3HaHa HeNpuUroAHo AN UCNONb30BaHWsA, NOTPeOUTENb AO/MKEH GbiTb 06 3TOM U3BELLEH, a 3anucu
LO/DKHBI NOAAEepXNBaTLCA B paboyem cocTosHum (4.2.5).

7.5.11 CoxpaHeHue COOTBETCTBUA NPOAYKLUMN

OpraHusaums fo/mxHa AoKyMEeHTUPOBaTb NpoLeAypbl N0 COXpaHEHMWI0 COOTBETCTBUA NPOAYKLMUM Tpe6o-
BaHWAM B npouecce Npou3BOACTBa, XpaHeHns, 06paboTkn 1 noctasku. CoxpaHeHre COOTBETCTBUSA AO/IKHO
NPUMEHATLCA U K COCTABHbIM YacTAM MeAMLVHCKOro U3aenus.

OpraHusaums fo/HKHa NPeAoXpaHsaTh NPOAYKLMIO OT HECAHKLMOHNPOBAHHbIX M3MEHEHWIA, 3arpsasHeHns
WMV NOBPEXAEHWNI, CBA3aHHbIX C BO3AECTBMEM NpesnonaraeMbiX YC0BUIA 1 onacHoCTel B npoLecce npous-
BOACTBA. XpaHeHusi, 06paboTKu 1 NOCTaBKM NOCPEACTBOM:

a) pa3paboTku 1 co3gaHns NoAXoAALW e ynakoBKv U TpaHCNOPTHO Tapbl;

b) AOKYMeHTMpOBaHWs TpeboBaHUii KcneunanbHbIM YC0BUSIM B C/lyvae, eci yrnakoBka He MOXeT o6ec-
MeunTb COXPAHHOCTb.

Ecnu TpebytoTcA cneunanbHble YCNoBUS, TO OHU A0/KHbI NOABepraTbCA ynpasfeHWo U perucTpa-
uuu (4.2.5).

7.6 YnpaBneHue o6opyfoBaHueM AN MOHUTOPUHIA U U3MepeHuii

OpraHu3aums Ao/HKHA ONpefennTb MOHUTOPUHT U U3MePEeHNs, KOTopble HE06X0AUMO OCYLLEeCTBAATb, a
Takxe obopyoBaHue 4719 MOHUTOPUHIA N U3MEPEHUS, He0BXoauMble AN 06ecneyeHns cBuaeTeNbCTBa CooT-
BETCTBMA NPOAYKLMN YCTAHOB/IEHHbLIM TPEOOBaHNAM.

OpraHu3aums Ao/HkHa JOKYMEHTUPOBaTb NpoLeAypbl 4715 06eCcneveHns Toro, 4T0 MOHUTOPUHT  u3Mepe-
HWA MOTYT OCYLLeCTBASATHLCA U OCYLLEeCTBASAITCA B COOTBETCTBUY C TPE60BAHNAMN K MOHUTOPUHTY Y U3MEPEHN-
AM.

Tam. rge HeobxogmMmo ob6ecneunTb AOCTOBEPHOCTb pes3ynbTaTtoB, M3MepuTesnbHoe 06opyaoBaHue
[OJIKHO BbITb:

a) oTkanMbpoBaHO U/ NOBEPEHO BYCTAHOB/IEHHbIE NEPUOL! NV Nepes ero NpYMeHeHem no obpas-
LiOBbIM 3TasioHam, nepejarolmmMm pasmepbl eMHUL B CPABHEHNN C MEXAYHAPOAHbIMY AN HaLMOHaIbHbIMN
aTanoHamu. Mpn oTCYTCTBUM Taknx aTa/IOHOB 6a3a, NCNosb30BaHHaA AN15 KaMOGPOBKY MW NOBEPKU, AO/MKHA
6bITb 3aperncTpupoBaHa (4.2.5);

b) OTperynMpoBaHo WX NOBTOPHO OTPEry/IMpoBaHO No Mepe Heo6XoaMMOCTU. Takas perynnposka um
NOBTOpPHasA peryaMpoBka A0/KHbI ObiTb 3aperncTpupoBaHsbl (4.2.5);

C) MAEHTUMMLMPOBAHO C LieNblo YCTaHOBEHUSA cTaTyca KanvbpoBky,;

d) 3awmiLeHo oT peryIMpoBoK, KOTopble caenanu 6bl HeaelCTBUTENbHbIMY pe3ybTaTbl U3MEPEHNS;

e) 3alMLLieHo 0T NOBPeXAEHNA NYXyALEeHNA COCTOAHNSA B XOAe aKcnyaTalmn, TEXHUYECKoro 06Cnyxm-
BaHWA 1 XpaHeHus.

OpraHu3aums AO/MKHA BbIMOMHATL KaMbpOoBKY WK NMOBEPKY B COOTBETCTBUM C JOKYMEHTVPOBAHHbIMM
npoieaypamu.

Kpowme Toro, opraHusaunums go/mkHa OLEeHUTb 1 3aperncTpupoBaTh 4OCTOBEPHOCTL NpeablAyLUnNX pesy ib-
TaTOB M3MepPEeHWNs, ec/in 06HapYXeHo, YTO 060py0BaHNE He COOTBETCTBYeT TpeboBaHusaM. OpraHnsauns 4o-
XHa NpeanprHATL COOTBETCTBYIOLLME AEeACTBUS B OTHOLLEHMUN Takoro 06opyfoBaHusa 1 No6oi n3mMepeHHoi
npoayKL K.

3anucu pesynbTaToB KasMbpoBKM U NOBEPKM AOIKHBI NOALepXuBaTbCcs B paboyem cocTosHum (4.2.5).

OpraHusauns [o/KHa JOKYMeHTUpoBaThb npoueaypbl Banugauny npuMeHeHUs KOMMbIOTEPHOro Npo-
rpammHoro obecneyeHus, UICNONbL3YyeMOro /191 MOHUTOPUHIa Un3MepeHns. Takoe NporpaMMHoe obecnevyeHme
[O/MKHO ObITb BA/IMAMPOBAHO Ai0 €70 NepBOro NPYUMEHEHNS U. eCNu LiesiecoobpasHo, Nocse BHECEHWS U3MeHe-
HWIA B nporpaMMHoe o6ecneyeHre nnv ero Ucnosib3oBaHne. KOHKPEeTHbI NOAX0A U AeATeNbHOCTb, CBA3aHHasA
c Bannpauueli n pesanvjauven nporpaMMHOro obecneyeHmns, 4o/MKHbI 6bITb NPONOPLUOHAIbHBI PUCKY, CBS-
3aHHOMY C MPUMEHEHMEM MNPOrpaMMHOro obecrneyeHus, U ero BJ/IMSHUEM Ha COOTBETCTBME MPOAYKL MK
crneumdukaumam.

3anvcu pe3ynbTaToB U BbIBOLOB, & TakKe HeoOXoANMbIX AeCTBUIA N0 Banugaumm, O/MKHbI NOA4EePXN-
BaTbCA B paboyem cocTossHUN (4.2.4 n4.2.5).

MpumMeyaHune — [ONONMHUTENbHYIO MHPOPMALMIO MOXHO HaiTn B1SO 10012.
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8 Vi3mepeHue, aHanns nynydlleHue

8.1 OO6wme No0XeHNS

OpraHusauyms fo/kKHa NnaHMpoBaTb U OCYLLECTBATb NMPOLECChl MOHUTOPUHTA, M3MEPEHUS (OLEHKM),
aHasnn3a v ynyylleHns, Heo6xoauMble ANs:

a) AEeMOHCTpaLuy COOTBETCTBUSA NPOAYKLNY;

b) o6ecneyeHnsi COOTBETCTBUA CUCTEMbI MEHEKMEHTA KA4eCTBa;

C) nopfepxXaHusi pe3yibTaTUBHOCTW CUCTEMbI MEHEMKMEHTA KauecTBa.

D70 A0/1XHO BKOYATb OnNpeeneHne NpUMeHsieMbIX METOA0B, B TOM YMC/le CTaTUCTUYECKMX, U 061acTh
UX NPUMEHEHMS.

8.2 MOHUTOPUHT N U3MEPEHNE
8.2.1 O6paTHas cBA3b

B kauecTBe 04HOr0 M3 CNOCO60B OLEHKM Pe3y/IbTaTUBHOCTU CUCTEMbI MEHE)KMEHTA kKayecTBa opraHusa-
Lusa fo/mkHa cobmpaTb MHhopMaLMio, OTHOCALLYIOCS K YA0BNETBOPEHWIO OpraHu3auueii Tpe6osaHnii notpebu-
TeNs, N OCYLLEeCTBNATL €€ MOHUTOPUHT.

MeToAbl NONYYEHNA 1 NCNOb30BaHWSA 3TO MHDOPMaLUK AOKHBI 6bITb JOKYMEHTUPOBAHbI.

OpraHusayms fo/mKHa JOKyMeHTUPOoBaTh NpoLieAypbl N0 NpoLieccy o6paTHol cBsA3u. MNpoLecc 06paTHOI
CBS131 JO/IKEH BK/OYATb MOPSAA0K coopa AaHHbIX, kak Ha cTaAunu NpomM3BOACTBa, Tak M NOCTNPOU3BOACTBA.

WNHdopmaums, cobpaHHas B npoLiecce 06paTHON CBA3N, AO/HKHA UCNOIb30BaTHCA B KAYECTBE NOTEHLM-
aNbHbIX BXOAHbIX AaHHbIX B MEHE)KMEHT PUCKA C Lie/1bi0 MOHUTOPUHIa U NoAAepxXaHna Tpe6oBaHuii K NpoaykK-
LMK, a TaKke K npoLieccam ee XXU3HEeHHOro LykIa 1 npoueccam yyyeHns.

Ecnv BCOOTBETCTBUY C MPUMEHMUMbIMW PEFYNPYIOLLNMN TPE6OBaHNSAMY OpraHm3auuns Ao/MHKHa Hakanam-
BaTb ONpeAeieHHbl ONbIT HA OCHOBaHUW MHGhOPMaLMK, NOTyYeHHOW Ha NOCTNPOU3BOCBTEHHON CTaanm, aHa-
N3 TAKOrO ONbITa fJO/HKEH ABNATLCA YacTblo NpoLecca 06paTHON CBA3MN.

8.2.2 PaccmoTpeHue NpeTeH3nii

OpraHusaumsa fo/mHkHa AOKyMEHTUPOBATL NpoLleaypbl 418 CBOEBPEMEHHOTO PACCMOTPEHNSA NPeTEH3N B
COOTBETCTBMU C NPUMEHUMBIMU PETY/IMPYIOLLMMN TPe6OBaHNAMU. [laHHble NpoLeaypbl AO/DKHbI, MO MEeHbLUe
mMepe, ycTaHaBNnBaTb TpeboBaHuA 1 pacnpeesieHre OTBETCTBEHHOCTY B OTHOLLEHNN:

a) nony4veHus u perucTpaumm nHcpopmaumm;,

b) oueHMBaHWUA MHOPMaLMK ANA onpeaenieHnst Toro, ABNSETCA M o6paTHas CBsA3b NpeTeH3nei;

a) paccnefoBaHvs NPeTeH3uii;

b) onpegenexHns He06X0A4MMOCTN MH(POPMUPOBAHUS COOTBETCTBYIOLLNX PETY/TMPYIOLLIX OPraHoB.

e) paeicTBuii c NnpoayKuneld, B OTHOLIEHMMN KOTOPOI NoslyyeHa NpeTeH3ns:

0 onpepgeneHus HEO6X0AUMOCTU UHNLMMPOBATL KOPPEKLMU UK KOPPEKTUPYIOLL e feAcTBYSA.

Ecnu kakas-nn6o npeteHsus He 6blna paccnefoBaHa, T0 060CHOBaHWE AO/KHO ObITb JOKYMEHTMPOBA-
Ho. [llo6as KOppeKLUs nnn KOPpPeKTUPYOLLEe AeliCTBINE B pe3ybTaTe PAaCCMOTPEHNSA NPETEH3UN J0/KHbI ObITh
[OKyMeHTUpoBaHbl. Ecnv npoBefieHHOe paccnefoBaHvie nokasano, YTo NPMYMHON NpeTeH3nn asunach ges-
TeNbHOCTb BHE OpraHusauuun, [O/MKEeH OCYLLecTBAATbCA 06MEH COOTBETCTBYHOLLEN MHopmauunein mexay
opraHv3aumeil u BHeLHen CTOPOHO.

3anncu No paccMOTPEHMIO NPETEH3UIA [O/MKHbI NOAAEPXMNBATLCA B paboyeM cocTossHuu (4.2.5).

8.2.3 OTYEeTHOCTb B perynmpytoLine opraHbl

Ecnu npumeHumble perynvpytolme Tpe6oBaHns 0683bIBatoT yBe4OMAAThL 0 NPETEH3UAX, COOTBETCTBYHO-
LLMX YCTAHOBMEHHBIM KPUTEPUSIM OTYETHOCTU O HEBNAronNPUATHLIX COOLITUAX UK BbIMYCKE NOACHUTENBHOTO
yBeOM/EHNS, OpraHn3aumns AO/HKHA LOKYMEHTMPOBATL Npoueaypbl ANS YBEAOMIEHUSA COOTBETCTBYHOLLUX
perynmpyoLLnx opraHos.

3anucy, cBsa3aHHble C OTYETHOCTLIO B PeErynunpytoLme opraHbl, JO/KHbI NOAAEPXMBATLCA B paboyem
cocTosiHUK (4.2.5).

8.2.4 BHYTpeHHUI ayguT

OpraHu3sauus Ao/MKHA NPOBOAUTL BHYTPEHHUE ayAuTbl Yepes 3anfaHMpoBaHHble MHTepBasibl C Lesblo
YCTaHOB/IEHNSA TOTO, YTO CUCTEMA MEHE)KMEHTA KAUYeCTBa!

a) COOTBETCTBYET 3an/aHMPOBaHHLIM 1 AOKYMEHTUPOBAHHLIM MEPONPUATUAM, TPe60BaHUAM HACTOS-
Lero ctaHgapTa, Tpe6oBaHUAM K CUCTEMEe MEHeIXXMEHTA KauecTBa, paspaboTaHHbIM opraHu3aumeil, v npuMe-
HUMbIM perynupyoLumM Tpe6oBaHnsaM:

b) BHeApeHa pe3y/ibTaTUBHO M NoAAepXMBaeTcs B paboyemM COCTOSIHUN.
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Opranusaums fo/mxHa 4OKyMeHTVPOBaTh NpoLieAypy, onpesenaioLLyo 0TBETCTBEHHOCTb U TpeboBaHus
K N1IaHNPOBaHUIO Y MPOBEAEHMNIO ayJMTOB, 3aNnCAM 1M 0T4YeTaM O pesynibTaTax ayaura.

Mporpamma ayMToB fO/HKHA NN1aHNPOBATHLCS C Y4ETOM CTaTyca M BaXHOCTW NPOLECCOB M0o6nacTu ayau-
Ta, a Takke pe3ysibTatoB Npeablaywmnx ayantos. Kputepun, 061acTb NPUMEHEHNS, YacToTa U MeToAbl ayANTOB
LOMKHBI GbITb ONpeseneHsl U 3aperncTpupoBaHsbl (4.2.5). BbiGop ayMTOPOB 1 NPOBEAEHNE ayUTOB JOIKHbI
obecneunBaTb 06BEKTUBHOCTb M 6ECNPUCTPACTHOCTL Mpouecca ayauta. AyAuTopbl He [O/MKHbI NPOBEPSTh
CBOI0 COOCTBEHHYIO paboTy.

3anncu B OTHOLLEHUM ayUTOB M UX Pe3ynbTaToB, BKAYas UAEHTU(MKaLMI0 NpoLeccoB v obnacrei
ayanTa, a Takxke BbIBOAOB N0 ayauTy, AO/DKHbI NOAAEPXUBATLCA B paboyem cocTosiHum (4.2.5).

PykoBoACTBO, OTBETCTBEHHOE 3aNpoBepsieMble 06/1aCTN eSATENbHOCTU, fO/KHO 06ecneynBathb, YToGbI
no6ble HeobxoAVMble KOPPEKLMM U KOPPEKTUPYIOLW e feiicTBMS npeAnpuHUMannch 6e3 N3nwwHell 0TCPoUKu
ANS ycTpaHeHnss 06HapyXXEHHbIX HECOOTBETCTBUIA 1 X NpUYKH. MocneayoLme feicTBUS A0/DKHbI BKIOYaTb
BepuuKaL Mo NpeanpUHATLIX Mep 1 0TYEeT 0 pe3ynbTaTtax Bepudnkauum.

MpumeyaHwne — [JONONHUTENbHYI MHOPMALMIO MOXHO HainTn 8 ISO 19011.
8.2.5 MOHUTOPVHT U N3MepeHMe NpPoLeccoB

OpraHM3au,vm A0/DKHa NMPpUMEeHATb nogxoasuimne metogbl MOHUTOPUHTA WU. eC/in 3TO u,enecoo6pa3Ho,
M3MepeHnsa NpoLLeccoB CUCTEMbl MEHEIXMEHTA KayecTBa. TN MeTOAbl AO/IKHbI 4EMOHCTPUPOBATb crnoco6-
HOCTb MPOLLEeCCOoB A0CTUraTb 3an1aHNpPoBaHHbIX pe3ynbTaToB. Ecnn 3annaHnpoBaHHble pesynbTaTbl He A0cC-
TUTHYTbI. A0/DKHbI NPpeANnPUHUMAaTbCA KOPPEKUUN U KOppeKkTupyrLwue ,D,ei/lICTBVIFI, ecnn aTo u,enecooﬁpaaHo.

8.2.6 MOHUTOPVHT U N3MepeHne NPOAYKLUN

OpraHn3auusi fo/IXHa NPOBOANTb MOHUTOPUHT U U3MEPEHNE XapakTEPUCTUK MPOAYKLMUN C LENbI0 BEPU-
¢huKaL M COOTBETCTBUSA NPOAYKLMN YCTAHOB/IEHHbLIM TPE6GOBaHUAM. 3TO O/IXKHO OCYLLECTBAATLCSA HA COOTBe-
TCTBYIOLLMX CTaAWsIX MPOLECCOB XU3HEHHOTO LKA MPOAYKLMU U B COOTBETCTBUM C 3an/aHUPOBaHHbLIMU 1
[LOKYMEHTUPOBAHHLIMU MEPONPUATUSIMU 1 OKYMEHTUPOBAHHLIMU NPOLEsYypPamMu.

CBuAeTeNbLCTBA COOTBETCTBUS KPUTEPUSIM MPUEMKU LOIKHBI NOAAEPKMBATLCS B pa6oyeM COCTOSIHUM.
3anucy Ao/MKHbI yKasblBaTb INLO, CAHKLMOHMPOBABLUEe BbIMyck npogykuuun (4.2.5). Ecnv uenecoo6pasHo,
3anmcy LoKHbI AeHTUULMPOBaTL 060pyA0BaHNE, UCNO/b30BAHHOE A5 U3MEpPEeHUit.

Bbinyck NpoAyKLMm 1 06CNyX1BaHNE He LOMKHbI OCYLLECTBNATLCS [0 YCMELIHOM0 3aBepLUEHNS 3aniaHu-
POBaHHbIX 1 [JOKYMEHTUPOBAHHbIX MEPONPUSTHIA.

[ONs UMNNaHTUPYeMbIX MeAULVHCKUX U34enii opraHm3aLms Ao/HKHA BECTM 3anucu no naeHTupukaumm
nepcoHasna, NPoBOASALLErO /I06bIE BUABI KOHTPOJISI MU UCTIbITAHWIA.

8.3 YnpaBneHne HeCOOTBETCTBYIOLLEN NpoAyKUnei
8.3.1 O6uue NonoxeHms

OpraHusaums fomkHa o6ecneynBaTb, YTOGbI NPOAYKLMS, KOTOpas He COOTBETCTBYeT TpeboBaHUAM,
6bl1a MAEHTUULMPOBaHA M YNpaBasaach C LEeNbi NpeaoTBpalleHnst HenpegHamepeHHOro NCnob30BaHUs
nnun noctaeku. OpraHnsauus Ao/KHa 4OKYMeHTMPoBaTh NpoLeaypy, onpeaensioLlyio cpescTBa ynpaBeHus,
COOTBETCTBYOLWME OTBETCTBEHHOCTb U MOSIHOMOYMS ANS1 UAEHTUMKALMMN, AOKYMEHTUPOBAHWS, OTAENEHUS,
OLlEeHUBAHUS 1 pa3MeLLLeHNst HECOOTBETCTBYOLEW NPOAYKLMN.

OueHnBaHWe HeCOOTBETCTBUI AO/MKHO BKOYATL OnpeaesieHne Heo6X0ANMMOCTU NPOBEAEHNS paccie-
[OBaHUS 1 yBEeLOM/IEHUS KAKOI-TMG0 BHELLHEN CTOPOHbLI, OTBETCTBEHHOII 32 HECOOTBETCTBUE.

3anucu o xapaktepe HeCOOTBETCTBUI U N0GbIX NOCNEAYOLWMX NPeANPUHATLIX 4eCTBUAX, BKAOYas oLe-
HuUBaHve. no6oe paccnegoBaHne U 060CHOBaHWE peLUeHWi, AO/KHbI NOAAEPXKMBATLCSA B paGoyeM COCToS-
HUK (4.2.5).

8.3.2 [elicTBMA B OTHOLIEHUN HECOOTBETCTBYIOLLEN NPOAYKLUN, OBHAPYXEHHO A0 NOCTAaBKU

OpraHu3aums fo/mKHa NoCcTynaTh C HECOOTBETCTBYHOLL e NPoAYKLME O4HUM WU HECKONIbKUMU Creayio-
LW Mmu cnocobamu:

a) ocyl,ecTBMAATb AelCTBUSA C LieNblo yCTpaHeHns 06HapyXeHHOro HeCOOTBETCTBUS;

b) ocywecTBNATbL AElCTBUA C Lenbl NpefoTBpalleHuss ee nepBoHavanbHOro npeanosaraemoro
MCNOJIb30BaHUS UM NPUMEHEHNS,

C) CaHKUMOHMPOBAaTb ee NUCMNo/b30BaHne, BbIMYCK UV MPUEMKY MO paspeLLeHnio Ha OTK/TIOHEHME oT ycTa-
HOBJIEHHbIX TpEGOBAHWIA.

OpraHu3auns fomkHa obecneymBaTb, YUTOObI NMPUHATME HECOOTBETCTBYIOLLEN NPOAYKLMN Npy nosyye-
HUWN pa3peLleHns Ha OTK/IOHEHUE MOr/0 ObiTb OCYLLECTB/IEHO TO/IbKO B TOM C/ly4Yae, ecnu 3To gonyckaeTtcs
perynupyowmmmn TpebosaHnammn. 3anncu o NPUHATUN paspeLleHns Ha OTK/IOHEHUe 1 ngeHTudukauu nuua,
CaHKLMOHMPOBAaBLLEro paspelleHune Ha OTK/IOHeHME, A0/DKHbI NoAAepXMBaTbCs B paboyeM cocTosiHUM (4.2.5).
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8.3.3 [elicTBUSA B OTHOLIEHUN HECOOTBETCTBYIOLWEN NPOAYKL MM, OGHAPYXEHHOI Noc/ie NoCTaBKM

Ecnu HecooTBeTCTBYOLLAA NPOAYKUMA BbiSB/IEHA NOC/E NOCTaBKW UM HaYana NprMeHeHns, opraHusa-
LMs AO/KHA NPeANpUHATL feCTBISA, COOTBETCTBYIOLLME NOCNEACTBUAM UM NOTEHLMabHBIM NOCNeACTBUAM
HecooTBeTCTBYUSA.

3anucy NnpeanpuUHATLIX A4eCTBUIA A0MKHBI NoAAepXnBaTbCA B paboyem cocTosiHum (4.2.5).

OpraHu3aumsa fo/mKHa JOKyMEHTUPOBaTb NpoLeAypbl BbiNycka v NPUMEHEHNS NOACHUTENbHbLIX YBEA0M-
NeHNi B COOTBETCTBUM C MPUMEHNMbIMU PETrY/IMPYIOLLMUN TPEBOBaHVAMN. 3TN NpoLeAypbl AO/DKHbI ObITb FOTO-
Bbl K BBEEHWIO B eicTBME B to6oe Bpems.

3anvcu aeiicTBuiAi NO BbIMYCKY MOACHWUTE/NbHbLIX YBEAOMAEHUIA AO/MKHbI NOAAEPXMBATLCA B paboyem
cocTosiHuK (4.2.5).

8.3.4 lMepepenka

OpraHu3sauumsa gosHkHa BbINOMHATL Nepeaesiky B COOTBETCTBUM C JOKYMEHTUPOBaHHbIMY NpoLesypamu,
NpVYHUMas BO BHYMaHUe NoTeHunasbHble HexenartesbHble NocNefCTBUS BO3AEeNCTBUA Nepefesiku Ha Npoayk-
umio.

OTu npoueaypbl AO/MKHbBI NTPOATM TOT Xe aHann3 1 ofobpeHne, Kak u nepBoHavasibHble npoueaypbl.

Mocne 3aBepLUeHNs Nnepeaenkun NPoayKL s AO/MKHA 6bITb BepuuLnpoBaHa Ha CooTBETCTBME NPUMEHU-
MbIM KPUTEPUSAM NPUEMKM U PETYIMPYIOLLM TpeboBaHNAM.

3anvcy o nepegesnke O/MKHbI NOALEPXMBATLCA B paboyeM cocTosiHum (4.2.5).

8.4 AHanus gaHHbIX

OpraHun3auusa Ao/mKHa AOKYMEHTMPOBATb Npoueaypbl onpegenerus, cbopa v aHanm3a cCOOTBETCTBYIO-
LWMX A@HHbIX A4N18 AeMOHCTpauuyM NpUroaHOCTU, aAeKkBaTHOCTY U pe3y/ibTaTUBHOCTY CUCTEMbI MEHEeMKMEHTa
KayecTBa.

3T npoueaypbl AOMKHBI BKOYATL onpejeneHvne noaxoAsawmx MeTo4oB aHanusa, B TOM yncrie cratuc-
TUyeckne MeTofbl 1 061acTb NX NPUMEHEHUS.

[JaHHble A0MKHbI BKIOYAaTb MHDOPMALLMIO, NOSTYYEHHYIO B pe3y/ibTaTe MOHUTOPUHIa U U3MepeHns, a Tak-
X€ 1 13 A pyrnx COOTBETCTBYIOLLUX MCTOYHUKOB, BK/IKOYASA, N0 MEHbLUE Mepe, flaHHbIe:

a) obpartHoi1 cBA3MK;

b) COOTBETCTBMA TPeB6OBaHMAM K MPOAYKLUN;

C) xapakTepuctukam v TeHLEeHUMAM NpoLeccoB 1 NPOAYKLMM, BKIHOYAS BO3MOXHOCTM MO YYULLEHWIO;

d) nocTaBLwmKam;

e) aygutawm;

0 oTyeTam Mo TeXHMYECKOMY 06CNMYXMBaHMIO, eCNU Lies1ecoobpasHo.

Ecnu aHann3 gaHHbIX yka3blBaeT Ha TO. YTO CUCTEMA MeHeL)KMeHTa KauecTBa He ABNSeTCS NPUrogHOM,
a/flekBaTHOI Un pe3ynbTaTUBHON, OpraHn3anus 4o/MKHa NCNo/Ib30BaTh 3TOT aHa/IM3 Kak BXOAHbIE AaHHble AA
ynyudlieHns B cooTBeTcTBum C 8.5.

3anucy pesynbTaToB aHanmn3a faHHbIX 4O/MKHbI MoAepxnsaTbesa B paboyem coctosiHum (4.2.5).

8.5 YnydweHwue
8.5.1 O6wwue NosoxXeHust

OpraHusaums f4o/mKHA UAEHTUMULMPOBATL 1 OCYLLECTBASATL N06ble U3MEHeHWsl, Heo6xoauMmble A/1s
obecneuyeHns ¥ NoAAepXKaHUs MOCTOSHHOW MNPUrOAHOCTW, afeKBAaTHOCTW U Pe3y/bTaTUBHOCTU CUCTEMbI
MeEHEe)XMEHTA KauecTBa, a Takke 6€30MacHOCTU U PYHKLMOHAbHBLIX XapakTepucTUK MeauLMHCKUX U3aenuii,
UCNosb3ysi NOIMTUKY BOGNACTY KAYeCTBa, Liesiv B 06/1aCTh KauecTBa, pe3y/ibTaTthl ayAUToB, NOC/ENpPoAaKHOTo
Hab6/loAeHNsl, aHaIM3a AaHHbIX, KOPPEKTUPYIOLMX 1 Npedynpexjaolimx AeAcTBuii 1 aHannsa co CTOPOHbI
pyKoBOACTBA.

8.5.2 KoppekTupyoume geicteus

OpraHusauyus fo/kHa NpeAnpuHUMaTh AeiiCTBUS C Leflbilo YyCTPaHEHUA NPUYUH HEeCOOTBETCTBUI ANA
npegynpexaeHns noBTOPHOTO NX BO3HUKHOBEHUS. JlloGble HE06X04MMbIe KOPPeKTUpYoLLne feAcTBus fon-
XHbI GbITb NPUHATLI 663 HE060CHOBAHHOW 3aAepPXKN. KoppeKTupytoLme feiicTBUS f0/MKHbI 6biTb NPONOPLMO-
HaslbHbl NOCNEACTBUAM BbISIB/IEHHbIX HECOOTBETCTBUIA.

OpraHusaums Ao/KHa LOKYMEHTMPOBATL NpoLeaypy AN onpeAeneHuns Tpe6oBaHuii K.

a) aHanu3y HecOOTBETCTBUIA (BK/TOUYAS NPETEH3NN);

b) YyCTaHOB/IEHMIO NPUYNH HECOOTBETCTBUIA;

C) OLEHMBAHUIO HEOGXOAMMOCTU AeCTBUIA, YTOGLI M36eXaTb NOBTOPEHNSA HECOOTBETCTBUIA;

d) nnaHMpoBaHWMO M AOKYMEHTUMPOBAHMWIO HEOOGXOAUMBIX AEACTBUIA N UX OCYLLECTB/IEHMIO, BK/IOYas,
ecnu uenecoobpasHo, akTyann3awmio JOKyMeHTaLum;
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e) BepudmKaLum TOro, YTO KOPPEKTUPYIOLWMNIA AeliCTBNA He OKa3blBAKOT HEraTVBHOIO BIVSIHUS Ha COOT-
BETCTBME perynvpyrowmum TpeboBaHnaM, a Takke Ha 6e30nacHOCTb U (DYHKLMOHA/bHbIE XapaKTepUCTUKU
MeANLMHCKOro N3aenus;

f) aHanun3y pe3ynbTaTUBHOCTU NPEANPUHATLIX KOPPEKTUPYHOLWUX feACTBUIA.

3anucu pe3ynbTatoB 1060ro paccnefoBaHna U NPeanpuHATLIX AeNCTBUIA A0/MKHbI NOAAEPXNBATLCA B
paboyem coctosiHuu (4.2.5).

8.5.3 [lMpegynpexgpatouwme AeNcTBIsS

OpraHu3saums Ao/KHa onpefennTb eCTBUSA C Lie/blo yCTPaHeHs NPUYnH NoTeHuUa bHbIX HeCooTBe-
TCTBWI NS npegynpexaeHnsa nx nossnexus. Mpegynpexaatoluve AeiicTBUA AO/MKHbI ObITb NPONOPLMOHab-
Hbl NOCNEACTBUAM NOTEHUMaNbHbIX NPO6AEM.

OpraHu3aums Ao/KHA LOKYMEHTVpOoBaTh NpoLeaypy, yCTaHaBMBatLLyo Tpe6oBaHus K;

a) onpepgeneHuo NoTeHuManbHbIX HECOOTBETCTBUIA N UX MPUYNH;

b) OLeHVBaHU0 He06X0AMMOCTM AEeiCTBUI C Liebio NpefynpexaeHuns NosBeHNs HeCOOTBETCTBUA;

C) NNaHNpPOBaHWIO N AOKYMEHTMPOBAHWIO HEOGXOAUMBIX AEACTBUI M MX OCYLLEeCTBMAEHWIO, BKIOYas,
ecnv uenecoobpasHo, akTyannsauuio JoKkyMeHTaumm;

d) BepudmkaLum TOro, YTo AECTBUA HE OKa3biBAOT HEFATUBHOIO BMSHWS HA COOTBETCTBUE perynunpy-
WM TpeboBaHMAM, aTakke Ha 6e30NacHOCTb MYHKLMOHANbHbIE XapakTePUCTUKA MeULMHCKOTO N3aenus;

€) aHann3y pe3ynbTaTUBHOCTU NPeANPUHATLIX NpeAynpexaaroLwmnx AeicTBUiA, ecnu LenecoobpasHo.

3anucu pe3ynbTatoB M6bIX paccnefoBaHuii v NpeAnpUHATLIX AeACTBUIA [0MKHbI NOAAEPXNBATLCA B
paboyem coctosiHuu (4.2.5).
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MpunoxeHune A
(cnpaBoyHOE)

CpaBHeHune cogepxanua ISO 13485:2003 n ISO 13485:2016

B tabnuue A.l npuBeaeHa MHoOpMaLUs O BHECEHHbIX U3MEHEHUAX a HacToAwmi ctaHgapT (ISO 13485:2016) no
cpaBHeHUIo ¢ npeablaywmm ngaHvem (ISO 13485:2003).

Ta6bnunuya Al

MyHKTbI ISO 13485.2016

BBepgeHuve

O6wumne NoNoXeHNs

Pa3bsiCHEHME NOHATUI

MpoueccHbI noaxona

Csa3b ¢ 1ISO 9001

1 O6nacTb NpPUMeHeHUs

KoMMeHTapum K M3mMeHeHVsIM Mo CPaBHEHWIO C Npeablayumm n3gaHvem (1ISO 13485: 2003)

Pa3bscHseT 3HayeHne TpeTbero n3faHus HacTosLWero ctaHgapra

BkntoyaeT B ce6s 3HaUUTENBLHO 60MbLIE NOAPOGHOCTEN, CBA3AHHBIX C 0COGEHHOCTS-
MU OpraHu3auunii, oxeaTbiBaeMblx Tpe6OBaHUAMN HACTOSLWEro cTaHaapTa, B TOM yucnie
Mo CTafusiIM XWU3HEHHOTO LMK/a.

O6bscHAET, YTO TpeboBaHUA cTaHAapTa MOFyT GbiTb MPUMEHEHbI MOCTaBLMKaMn
VAN APYTMMW BHELWHUMY CTOPOHaMM A06POBONIbHO /IM60 B COOTBETCTBUUN C TpeGoBaHuU-
SIMM KOHTpakTa.

BkntoyaeT 0653aTesibCTBA OPraHM3aunii B pamkax CUCTeMbl MEHeXMeHTa kavyecTBa
NPUMEeHsITb perynupytowmne Tpe6oBaHums.

VHbopMupyeT opraHn3anymm o pasnmyumax B CMCTeMax PerysimpoBaHuns 1 ux o6si3aH-
HOCTW MOHMMAaTb, Kak 3T Tpe6oBaHUA ByayT BAUATL HA UX CUCTEMY MEHeAXMeHTa Ka-
yecTBa.

flo6aBnsieT 0653aTe/IbCTBO YA0B/€TBOPATbL COGCTBEHHbIM Tpe6OBaHMUAM K cUcCTEME
MeHe[)XMeHTa KayecTBa.

YcTaHaBnnBaeT akUeHT Ha Heo6X04MMOCTU «yAOBeTBOPeHMA Tpe6oBaHMA noTpe-
6uTena N NPMMEHUMbIX perynaupyrowmnx tpeboBaHuii Kk o6ecnevyeHnto 6e30NacHOCTU U
(PYHKLMOHANIbHbIX XapakTepPUCTUK*.

MopyepknBaeT, YTO TPe6GOBaAHMS K NPOAYKUUN, KOTOpPble CBsi3aHbl C 06ecrneyeHnem
6e30NacHOCTN 1 (DYHKLMOHANbHbIX XapaKTEPUCTUK, SIBMSIOTCS BaXHbIMU.

[o6aBnsieT ABa (hakTopa B/IMSHUS HA NPUPOAY CUCTEMbl MEHEeXMeHTa KayecTBa,
KOTOpbIe He GbIIN B NepBOHa4Ya/IbHOM U3AaHny (OpraHu3aunoHHas cpefa v perynupyo-
wue Tpe6oBaHms).

YTOUHSIET, 4YTO opraHmM3aunsa He o6si3aHa NPUBOANTL CBOK [OKYMEHTAL IO B COOTBE-
TCTBWM CO CTPYKTYpPOW HacTosiwero ctaHgapTta

[lo6aBnsieT gBa AOMNOMHUTENbHbBIX KPUTEPUS, CBA3AHHbLIX C perynupytowmmm Tpe6o-
BaHUAMU:

- CobnrogeHue perynnpytowmnx TpeboBaHuin:

- Tpe6oBaHUsA, HEO6XOA4MMbIe ANt OCYLLECTB/IEHUSI MEHeA)XMEHTa pucka.

OnpepenseT npegenbl NPUMEHEHUS TEPMUHA «PUCK» OTHOCUTE/IbHO o6ecrneyeHus
6e30MacHOCTU U PYHKLMOHAIbHbBIX XapakTePUCTUK MeAULMHCKOrO N3AeNnsa NN B Lensx
COOTBETCTBUS PEerympyowmmMm TpeboBaHusM.

Pa3bAcHAET, UTO TEPMUH «AOKYMEHTMPOBAHO» BK/IOYaeT B cebss He06Xo4MMOCTb
CO3aHVsI.BHEAPEHNSA U NoAAepXaHUs.

Pa3bsCHAET, UTO TEPMUH «MPOAYKLMUS» OTHOCUTCA K pe3dy/sibTaTtaM, KOTopble npea-
HasHauyeHbl ANA NOTpebuTens Wam M 3aTpe6oBaHbl, UK NpeAcTaBNsAT cO6OI 3aaaH-
Hblli pe3ynbTaTt B Npouecce NpPou3BOACTBA NPOAYKLMN

PaclwmpsieT 06bACHEHUsI MPOLECCHOro nogxoaa

Onpepenset cBa3b mexay 1ISO 13485:2016 n ISO 9001.

YKa3sblBaeT, UTO CTPYKTypHasa B3anMmocBA3db mexay 1ISO 13485:2016 n ISO 9001:2015
6yneT npuBeaeHa B NPUIOXeHUn B.

VcknoyeHo Mcnonb3oBaHve KypcuBa TekcTa B cTaHgapTe An1a 0603HavyeHus nsme-
HeHunli no cpaBHeHuto ¢ ISO 9001:2008

YKasbiBaeT NPYMEHMMOCTb HacTOsero cTaHjapTa A/ opraHusauuii, KoTopble
y4acTBYHOT B OAHOIN WM HECKOSIbKUX CTAAUAX XU3HEHHOTO UMKIAa MeAULUHCKOTo nsge-
nus.

YKasblBaeT, YTO HaACTOALWMI CTaHAAPT MOXeT Takxe ObiTb NUCMO/Ib30BaH NOCTaBLU-
KaMun WA BHELWHMY CTOPOHaMK, KOTOPble MOCTaBAAOT NPOAYKLUMIO 1 CBSA3aHHbIE C CUC-
TemMoli MeHe)KMeHTa KayecTBa opraHusaunii ycriyrm Takum opraHmsanmsm.
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MpogonxeHne Tabnmybl A. 1

MyHKTbI ISO 13465:2016

1 O6nactb NpUMeHeHUs

3 TepMuHbI
HUs

n onpegene-

4 Cucrtema MeHegXMeHTa
KayecTBa
4.1 O6wwme TpeboBaHunA

4.2 Tpeb6oBaHus
MeHTauum

K [OKy-

5.6 AHa/In3 Co CTOPOHbI py-
KOBO/ACTBA

6.2 Yenoseyeckme pecyp-
cbl

6.3 WHdpacTpykTypa

6.4 TlMpousBogcTBEHHas
cpefla U KOHTPO/b 3arpsas-
HeHus

7.1 MNnaHnpoBaHue npo-
LLECCOB XW3HEHHOTro LuKIa
npoAaykunm

7.2 Tpouecchl, cBA3aHHble
c notpebutenamm

7.3.2 MnaHnpoBaHue npo-
eKTupoBaHua 1 pa3paboTkn

7.3.3 BxogHble AaHHble
L1 MTPOEKTUPOBaHWA N pas-
paboTku

7.3.5 AHanuns
pa3paboTku

npoekta u

7.3.6 Bepudukaumna npoek-
Ta n pa3paboTku
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KomMmeHTapun K M3MeHeHUsIM Mo CpaBHEHMIO C NpeAblaywymM ndgaHvem (ISO 13485 2003)

OnpeaensieT OTBETCTBEHHOCTb OpraHun3aumnm 3a MOHUTOPWHT, NoAJepXaHue B pa6o-
YeM COCTOSIHMM U ynpasJ/ieHne npoueccamu, nepefaHHbIMU Ha CTOPOHY.

PacwupsieT Tpe60BaHUA, KOTOPble MOTYT 6bITb He MPUMEHUMbI K TOW N1 MHOW Aes-
Te/IbHOCTU B COOTBETCTBUM C MyHKTamun 6 un 8.

Pa3bsiCHSiIeT. 4TO TEPMUH «perynupytowmne Tpe6oBaHUs» BK/OYaeT e ce6s 3aKOHO-
partesnbHble akTbl (HanpuMep, 3aKOHbl, NOA3aKOHHbIe akTbl, NPeAnMcaHnsa U AUPEKTUBDI)
v orpaHuymnBaeT chepy NPUMEHEHUS «PErynupyroLlwmnx TpeboBaHuii» TONIbKO K cucteme
MeHe[)XMeHTa KayecTBa, a Takke obecnevyeHnto 6e30MacHOCTU UM DYHKLMOHANBbHbIX
XapaKTePUCTUK MeLULMHCKOro u3genuvs

Jlo6aB/1eHO HEeCcKOJsIbKO HOBbIX OMpeAesieHnii N yTOUYHEHbl HEeKOTOpble CyLLecTBY!O-
wue onpegeneHus

[lo6aBneHbl Tpe60BaHUA K [JOKYMEHTUPOBaHUIO posnv(eid) opraHusaumnu.

fAo6aBneHbl TpeboBaHUA K onpefesieHnio NPOLECCOB «C yY4eTOM ponu(ein), ocylie-
CTB/IieMble OpraHu3aumnen».

flo6aBrieHo TpeGoBaHWe «MPUMEHSATb PUCK-OPMEHTMPOBAaHHbLIV NOAXOM K ynpasrie-
HUIO COOTBETCTBYOLWMMN NpoLieccaMmn, He06XoA4MMbIMU AN CUCTEMbl MEHEAXKMEHTA Ka-
yecTBa».

fo6aBneHbl Tpe6oBaHNA, OTHOCALMECA K U3MEHEHUAM B NpoLieccax.

fo6aBneHbl Tpeb6oBaHUSA, OTHOCALWMECH K BaMAALUN NPUMEHEHUSA KOMMbIOTEPHOrO
NporpaMmMHOro o6ecrneyeHuns, UCMONbL3YEMOr0o B CUCTEME MEHeXXMeHTa KayecTBa

BkntouaeT B ce65 npoLecc ynpas/ieHns 3anucammn B pamkax TpebosaHuii Kk ynpasne-
HUIO AOKyMeHTaLNnen.

OnpegeneH nepeyeHb AOKYMEHTOB, KOTOPbIe AO/DKHbI ObITb BK/IHOYEHbI B haiin me-
AMLMHCKOTO 13fenus.

BkntoyeHo TpeboBaHMe OTHOCUTENbHO 3aWmnTbl KOH(UAEHUNANBHOW NEPCOHaNbLHOMR
MHopmaymn.

fob6aBneHo HOBOe Tpe6oBaHMe NO CPoKaM XpaHeHus 3anuceli

Bk/toueHbl Tpe6oBaHUs K 4OKYMEHTVPOBAHMNIO NPOLEeAypbl A1 aHann3a Co CTOPOHbI
pykoBoAcTBa 1 Tpe6oBaHusi A1 NPOBEAEHUsI aHann3a Co CTOPOHbI PYKOBOACTBA B 3a-
naaHMpoBaHHble UHTepBasibl B COOTBETCTBUMN C AOKYMEHTMPOBAHHOV NpoLeaypoii.

PaclwunpeH nepeveHb BXOAHbIX W BbIXOAHbIX AaHHbIX A/ aHa/nm3a co CTOPOHbI PYKO-
BOACTBa

BkntoyeHo HoBOe TpeboBaHWe MO AOKYMEHTMPOBAHWIO MPOLECCOB YCTaHOB/IEHUSA
KOMMNETEHTHOCTM NnepcoHana, NposeAeHna obyyeHns, obecneyeHns ocaeJOMNEHHOCTMN
nepcoHana

[lo6aBnieHbl Tpe6oBaHNsA K MHDPACTPYKTYpE AJ1si NpeAoTBpaLeHns nepenyTbiBaHns
NpoAYyKUMU 1 06ecneyeHns Hajexallero o6paleHusi ¢ npoayKumeil.
B nepeyeHb BCMOMoOraTtesibHbIX YCyr fo6aBneHa «MHopMaLMoHHas cuctema

fo6aBneHbl Tpeb6oBaHMA K JOKYMEHTUPOBAHMIO NPOM3BOACTBEHHO cpeabl.
[o6aBneHbl Tpe60BaHUSA, CBA3aHHbIE C KOHTPO/IEM 3arpsi3HEHUSI MUKPOMDI0PbI U 3arpsis-
HEHWA MenKoAMNCMEPHbIMU YacThLammn AN CTePUIbHbIX MeAULMHCKUX U3aenuii

JAononHuteneHble TpeboBaHna fobaBneHbl a nepevyncneHne

JlononHuteneHble Tpe6oBaHNA f06aBEHbI B NEpeyYncrieHmne.
Jlo6aBneHbl Tpe6OBaHUS K NOAAEPXAHNIO CBA3W C PeryMpyroLumMmm opraHamm

[ononHutensHble Tpe6oBaHWa [06aBMEHbI a NepeyYncrieHmne.
MckntoyeHbl Tpe6oBaHWs, CBSI3aHHbIE CO B3aVMOAENCTBMEM MexXAy pasnunyHbIMv
rpynnamu, yyacTByoWNMY B NPOEKTUPOBAHUN U pa3paboTke

JlononHutenbHble Tpe6oBaHNA f06aBreHbl B NepeyniciieHne.
OnpepgesieHo, YTO Tpe6OBaHUSA JO/MKHbI GbiTb BEPUDULUPYEMBIMU MU Banumpye-
MbIMU

[o6aBneHbl NOAPOGHOCTY CoaepPXaHNs 3anucei

[lo6aBneHbl Tpe6oBaHWs ANs1 AOKYMEHTMPOBAHUSA NMaHOB BepudmKauumn, BrIovas
TpeboBaHMs K Bepucukaunum nHtepdelica.
Jfob6aBneHbl TpeboBaHMUA K 3anucam Bepudmkaunm
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MyHKTBI ISO 13485:2016

7.3.7 Banupauuna npoekTta u
pa3paboTku

7.3.8 lNepepavya npoekra u
pa3paboTkun

7.3.9 YnpaBneHue wunsmeHe-
HUAMM NpoekTa 1 pa3pa6oT-
Kn

7.3.10 ®aiinbl NPOEKTUPO-
BaHuA 1 pa3paboTkun

7.4.1 Tlpouecc 3akynok

7.4.2 WHcopmauma no 3a-
Kynkam

7.4.3 Bepudukaumsa
NEHHOI nNpoayKunu

3aKyn-

7.5.1 YnpaBneHue npousso-
ACTBOM U 06C/yXMBaHNEM

7.5.2 YucToTa npogykuum

7.5.4 [esTenbHOCTb Mo 06-
CNyXVBaHWIO

7.5.6 Banunpauus  npouec-
coB npousBoAcTBa u o6cny-
XnBaHUs

7.5.7 CneuynanbHble Tpebo-
BaHVA K Banujauum npouec-

cos cTepunusauuu n
cuctemam 6GapbepoB CTe-
punbHOCTN

7.5.8 VpeHTudukauns

7.5.11 CoxpaHeHune cooTBe-
TCTBMA NPOAYKL N

8.2.1 O6paTHas cBA3b

8.2.2 PaccmoTpeHue
TeH3ni

npe-

8.2.3 OT4YeTHOCTb B perynu-
pytoLme opraHbl

8.2.6 MOHUTOPUHI U Kn3Me-
peHue NpoaykKumn
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KomMMmeHTapun K U3MeHeHUsIM Mo CpaBHEHUIO C npeapbiaylmmM mn3gaHvem (ISO 13485. 2003)

[o6aBneHbl Tpe6oBaHUA ANsi AOKYMEHTMPOBAaHWS MNJaHOB Banuaauuu, BkIo4yas
Tpe6oBaHMA K Banujauuun nHtepdeiica. Job6aBneHbl Tpe6oBaHUs A5 3anvceli Baiu-
paunm

[Jo6aBneH HOBbI NOANYHKT

flo6aBneHo Tpe6oBaHWe O BK/THOYEHUN OLEHKN BAIUSHUA N3MEHEHWI Ha cOCTaBHble
4YacTu M3genuii n yxxe nNocTaB/IEHHYIO NMPOAYKLMIO.
[lo6aBneHbl NOAPOGHOCTM NO NAEHTUUKALNUK N aHANN3Y N3MEHEHUI

fo6aBneH HOBbI NOAMYHKT

CpaenaHbl akLeHTbl Ha KpUTEpPUU BbiGOpa MOCTaBLiMKa B 3aBUCUMOCTM OT BJIUSIHUS
pe3ynbTaToB AesATeNIbHOCTM NOCTaBLiMKa Ha Ka4eCTBO MeANLMHCKOTO U3AeNNs, PUCKH,
CBAi3aHHble C MEAMLMHCKUM U3AesIMeM, a Takke COOTBETCTBME MPOAYKLMU MPUMEHU-
MbIM perysimpyoLwmnm Tpe6oBaHnsaM.

[lo6aBneHbl HOBble Tpe60OBaHUSA, CBA3aHHbIE C MOHUTOPUHIOM W MOBTOPHOI OLLeH-
KOl NOCTaBLUMKOB, a Takxke K AeACTBUAMMU, KOTOpble HEO6XOAMMO NPUHATL, Korga Tpe-
60BaHMA K 3aKynkaMm He 6yAyT BbINO/IHEHbI.

Br/1toueHbl f0N0HUTEbHbIE MOAPOGHOCTU, OTHOCSLLMECS K COfepXaHnto 3anuceii

fNlo6aBneHo HoBoe TpeGoBaHWe AN BKAOYEHUSA yBeAOM/IeHU/ 06 U3MEHEHUSX B
nocTaBnsiemMoli NpoAyKunn

[ob6aBneHbl HOBble TpebOBaHMA O AEeATe/IbHOCTU MO KOHTPO/IIO 1 MepaM, KoTopble

Heo6X04MMO MPUHATL, KOrJa opraHu3auuy CTaHOBUTCS M3BECTHO O Kakux-nn6o nsme-
HEHWsIX B 3aKynaemMoli npoayKuum

[lo6aBneHbl NOAPOGHOCTU, CBA3aHHbIE C yNpaB/ieHneM NPOU3BOACTBOM U OKa3aHus
yenyr
JlononHutensHble Tpe6oBaHUA A06aB/EHbl B NepeyncieHne

[lo6aBneHo Tpe6oBaHWe N0 NPOBEAEHNIO aHan3a 3annceil AeATeNIbHOCTW, CBSA3aH-
HOW C o6cnyxXnsaHnem

[lononHutenbHble Tpe6oBaHUS A06GaB/EHbl B NepeyncieHmne.

[o6aBneHbl NOAPOGHOCTW, OTHOCALWMECS K AeATeNIbHOCTU, Tpebytowel Hannuma
npoueayp.

OnpepgeneHo Tpe6oBaHWe K BanuaaLumy NporpamMMHOro o6ecrneyeHns OTHOCUTE b-
HO PUCKOB, CBSA3aHHbIX C NPUMEHEHNEM MPOrPamMMHOro o6ecneyeHus.

[lo6aBneHbl TpeboBaHWSA, OTHOCALMECS K 3aMMCAM NO Banugaummn

[lo6aBneHbl TpeboBaHUA ANA cucTeM 6apbepPoB CTEPUIBHOCTU

[o6aBneHbl Tpe6oOBaHWA 4151 YHUKANIbHOW UAEHTUdMKALMN N3AeNNii.

[o6aBneHo TpeGoBaHWe OKYMEHTUPOBaHMSA NpoLeaypbl MAEHTU(MKALUN NPOAYK-
LMW, BTOM YuMC/ie BOTHOLWEHUW UAEHTUMMKALUN 1 cTaTyca NpoayKLumum B npoLecce Npo-
n3BoacTBa

[06aBieHbl NOAPOGHOCTN MO AOCTMKEHWUIO COXPAHHOCTU

[lo6aBneHa nHhopmaumnsa o TOM. YTO o6paTHas CBA3b A0/IKHA BKIOYaTb C60p AaH-
HbIX KaK C NPOM3BOACTBA, Tak 1 Nocse Npoaaxwu.

[lo6aBneHo Tpe6oBaHMe MCMONb30BaHNA 06GPaTHON CBSA3U B npoueccax MeHemx-
MeHTa pucka v B Liensx NoAnepXaHus cOoTBETCTBUSI Tpe6oBaHUii K NpoayKLmun

Lo6aBneH HOBbI NOAMYHKT

[o6aBnieH HOBbIV MOAMYHKT

flo6aBneHo Tpe6oBaHWe NoO naeHTUMKaLMM 060pyA0BaHNA, NCNONb3YeMOoro Ans
n3mepeHuii
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MyHK1b!1 ISO 13485.2016

8.3 YnpaBJieHne HeCOOTBETCTBY-
lowein npoaykumen

8.4 AHanus gaHHbIX

8.5.2 KoppekTupylouime gelicteums

8.5.3 MMpepynpexpatowne nen-
cTBUSA
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KomMMeHTapum K U3MEHEHUsIM MO CPaBHEHMIO C Npeablaylmm nsgaHvem (ISO 13485: 2003)

[lo6aBneHbl NOJPO6GHOCTU, OTHOCALLMECSH K BUAAM KOHTPOSIS, KOTOpble [0/1XK-
Hbl 6bITb JOKYMEHTUPOBaHbI.

0606LeHbl TPe6OBaHMA O BKIHOYEHUN NPeAnpUHATbIXAeNCcTBUiA no6ocHOBa-
HUS NPUHATBLIX PeLUeHWiA.

[lo6aBnieHbl TPe6OBaHUSA, OTHOCSLLNECA K pa3peLleHNsiM Ha OTCTyMN/IeHMe.

PasgeneHbl Tpe6oBaHNS K 06HapYyXXeHHbIM HECOOTBETCTBUSAM Nepes nocTas-
KOI1. 0GHapyXeHHbIM Mocsie NOCTaBKN U B XOJe nepepenku.

[lo6aBneHo TpeGoBaHUe K JOKYMeHTaLuW, CBA3aHHOe C Bblgadyeli MOsCHU-
TeNbHbIX YBEJOM/IEHUI

[o6aBrieHo Tpe6oBaHWe Mo onpeaesieHnto U BKIOYEHWIO NOAXOAAWNX METO-
[0B. BK/IOYasA CTaTUCTUYECKNE METO/bl, U CTEMEHU WX UCTO/Ib30BaHMS.
[o6aBneHbl NOAPOGHOCTY B NepeyeHb BXOAHbIX AaHHbIX

[o6aBneHo TpeboBaHVe O HEOBXOAMMOCTU Yy6eAUTbCS, YTO KOPPEKTUpYto-
e AelicTBUS He OKa3blBalOT HEraTUBHOMO B/IUSHUA.

[lo6aBneHbl Tpe60BaHNA 0 HEOH6XOAMMOCTU NPUHATUA KOPPEKTUPYOLWMX Ael-
cTBuWii 6e3 HeonpaBAaHHOW 3a4epPXKn

[o6aBneHo Tpe6oBaHne 0 HEO6XO0ANMOCTM Y6eanTLCS, YTO Npeaynpexaato-
e AeliCTBMA He OKa3blBalOT HEraTUBHOTO B/IUAHUSA
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MpunoxeHune B

(cnpaBo4HOE)

CooTtBeTcTBUE Mexay ISO 13485:2016 n ISO 9001:2015

BTabnuuax B.1 n 8.2 npuBegeHo cooTBeTcTBME Mexay ISO 13485:2016 n 1ISO 9001:2015.

Ta6nuuya B.1 — CootBetcTBMe Mexay ISO 13485:2016 n 1ISO 9001:2015

MyHKTLI ISO 13485:2016

1 O6nacTb NPUMEHEHMNS
4.1.1 (6e3 HaMMeHOBaHuA)

4 Cucrtema MeHe[)XMeHTa KayecTBa

4.1 O6wwme TpeboBaHus

4.2 Tpe6oBaHUA K fOKYMeEHTaLUn
4.2.1 O6WMe NoMoXeHnsa

4.2.2 PykoBO/CTBO MO Ka4ecTBy

4.2.3 daiin MegnUUHCKOro nsaenus

4.2.4 YnpaBneHue fOKyMeHTaumet

4.2.5 YnpaBJieHue 3anucsammu

5 OTBETCTBEHHOCTb PyKOBOACTBa

5.1 O6s3aTenbCTBa pyKOBOACTBa

5.2 OpueHTaumsa Ha notpe6uTens

5.3 Monutuka B o6nacTn kayecTsa

5.4 NMnaHnpoBaHue
5.4.1 Uenn Bob6nactun kayectsa

5.4.2 MnaHnpoBaHue cO3[aHUs N PasBUTUA CUC-
TeMbl MeHe[)XMeHTa KayecTBa

5.5 OTBETCTBEHHOCTb, NO/IHOMOYMA N OOMEH WUH-
topmaumeii

5.5.1 OTBETCTBEHHOCTb U NOJIHOMOYUA
5.5.2 lMpeactaBuTenb pykoBoACTBa
5.5.3 BHyTpeHHUit o6MeH nHopmaumeli
5.6 AHa/In3 co CTOPOHbI PyKOBOACTBA

5.6.1 O6wWmne nosoxeHus

MyHKkTbI ISO 9001:2015

1 O6nacTb NPUMEHEHUS
4.3 OnpegeneHve 06/1aCTU NPUMEHEHUA CUCTEMbI MEHEeKMEH-
Ta KayecTBa

4 Cpepa opraHmsauum

4.1 TloHMMaHue opraHusauun n ee cpefpbl

4.2 TMoHUMaHWe NoTpebHOCTEN N OXMAAHWI 3aMHTEePeCOBaHHbIX
CTOPOH

4.4 CucTtemMa MeHe[)XMeHTa KavyecTsBa U ee MpoLeccChbl

4.4 CucTtemMa MeHe[)XMeHTa KayecTBa W ee NpoLeccChbl
8.4 YnpaBneHue npoueccamu, NpoayKLUuei n ycnyramu, noctas-
NAeMbIMU BHEWHUMW NOCTaBLMKamMmmn

7.5 [lokymeHTUpoBaHHasa uHdopmauuns
7.5.1 O6wune NoOMoXeHnsa

4.3 OnpepeneHne o61acTu NPUMEHEHUS CUCTEMbI MeHeaXXMeH-
Ta KayecTBa

4.4 CuctemMa MeHe[)XMeHTa KayecTBa U ee MpoLecChbl

7.5.1 O6umne NoNOXeHNUN

9KBUBaNEHTHbI NYHKT OTCYyTCTBYeT

7.5.2 Co3paHune n akTyanusauuvs
7.5.3 YnpaBrieHWe 4OKYMEHTMPOBaHHOM MHhopmMaunei

7.5.2 Cos3paHue n aktyanusauus
7.5.3 YnpaBneHue [OKYMEHTUPOBaHHOW MHopMaLmeit

5 Jingepcteo

5.1 /lngepcTtBO U NPUBEPXKEHHOCTb
5.1.1 O6wue NONOXeHUS

5.1.2 OpueHTauusa Ha notpebutenei

5.2 Monutuka
5.2.1 PaspaboTka NnoAnTUKM B o61acTn KavyecTBa
5.2.2 [loBefeHne NonnUTUKN B 06/1aCTU KayecTBa

6 lMnaHupoBaHue
6.2 Llenun Bo6nacTu kavyecTsa v NAaHUPOBaHWE UX JOCTUMXEHNUS

6 MnaHnpoBaHue
6.1 [eiicTBMS € OTHOWEHUN PUCKOB N BO3MOXHOCTEW
6.3 MnaHupoBaHue U3MEHEHWA

5 JlngepcTeo

5.3 ®yHKUWM, OTBETCTBEHHOCTb U MO/IHOMOYMS B OpraHM3auuu
5.3 ®YHKUWM, OTBETCTBEHHOCTb 1 MO/IHOMOYMS B OpraHM3auuu
7.4 O6meH nHopmaumei

9.3 AHasin3 CO CTOPOHbI PYKOBOACTBa

9.3.1 O6LWue NONOXEHUSA
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MyHKTbI ISO 13485:2016

5.6.2 BxopgHble AaHHble /15 aHanusa
5.6.3 BbIXoAHble faHHble A1 aHanmsa
6 MeHe[XMeHT pecypcos

6.1 O6ecneyeHne pecypcamu

6.2 YenoBeueckue pecypchbl

6.3 VHdpacTpyKkTypa
6.4 TpousBoACTBeEHHas cpeja

7 Mpouecchl XU3HEHHOTO LUKIa NPOAYKLUN

7.1 MNnaHvpoBaHMe MNPOLECCOB XWU3HEHHOTO LUK-
na npoaykuuu

7.2 Tpouecchl, cBA3aHHble C NOTPEOUTENAMU

7.2.1 OnpepgeneHne TpeboBaHUA, OTHOCALMNXCH K
npoaykumm

7.2.2 AHanun3 TpeboBaHWii, OTHOCSALMNXCA K NpPoO-
AyKUunn

7.2.3 CBf3b C NoTpebuTensamm

7.3 TMpoekTupoBaHne n paspaboTka

7.3.1 O6wWwmre NoNoxeHms

7.3.2 MnaHnpoBaHWe MNPOEKTUPOBaHUA U paspa-
60TKMN

7.3.3 BxogHble faHHble MPOEKTUPOBaHUA N pas-
pa6oTkun

7.3.4 BbIXOAHble laHHble NPOEKTUPOBAHUA N pas-

paboTku
7.3.5 AHanus npoekta un pas3paboTku
7.3.6 BepudukBumsa npoekta 1 pa3paboTku
7.3.7 Banupauus npoekTta u pa3padboTku
7.3.8 lMepepaya npoekta 1 pas3paboTku

7.3.9 YnpaBlieHNEe N3MEHEHUAMU NPOeKTa 1 pas-
pa6oTkun

7.3.10 ®aiinbl NpoeKTUPOBaHUS 1 pa3paboTKu

7.4 3akynku

7.4.1 Tlpouecc 3aKynok

7.4.2 WNHdopmaums no 3akynkam

7.4.3 Bepudukauma 3akynsieHHol npoaykumm

7.5 MNpou3BOACTBO U 06CNYyXMBaHue

7.5.1 YnpasrieHVe Npou3BOACTBOM U 06CNyXunBa-
HVem
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MyHkTbI ISO 9001.2015

9.3.2 BxopgHble flaHHble aHann3a co CTOPOHbl PyKOBOACTBA
9.3.3 BbIxogHble flaHHble aHann3a co CTOPOHbI PyKOBOACTBA
7.1 Pecypcbl

7.1.1 O6wmne NnonoxeHuns
7.1.2 Yenoseyeckue pecypchbl

7.2 KOMMeTeHTHOCTb
7.3 OcBeAOMNEHHOCTb

7.1.3 WHppacTpykTypa
7.1.4 Cpepa Ansa pyHKUMOHMPOBaHNSA NpoLLeccoB

8 [lesiTeNIbHOCTb Ha CTaAMsX XW3HEHHOTO uMKAa NPoAyKUMW U
yenyr

8.1 TMnaHvpoBaHue W ynpaBfieHne 4esTeNlbHOCTbI0 Ha CTaAusaX
XXWU3HEHHOTO LunKia NpoAayKumMmn n ycnyr

8.2 TpeboBaHUA K NPOAYKLUW N ycnyram

8.2.2 OnpepgeneHne Tpeb6oBaHWUI, OTHOCALWMXCA K NPOAYKUUM 1N
ycnyram

8.2.3 AHanus Tpe6oBaHuii K NpoAYyKUUN 1 ycryram
8.2.4 N3meHeHna TpeboBaHU K NPOAYKUUM U ycnyram
8.2.1 CBs3b c NnoTpebutenamun

8.3 lMpoekTMpoBaHue 1 pa3paboTka NPoAyKLMU 1 yCnyr
8.3.1 O6wure NonoxeHus

8.3.2 MMnaHMpoBaHMe NPOEKTUPOBaHUA U pas3paboTku

8.3.3 BxopgHble faHHble AN NPOEKTUPOBaHUA 1 pa3paboTku

8.3.5 BbIx0oAHble flaHHble NPOEKTUPOBaHUA N pa3paboTkn

8.3.4 CpepcTBa ynpas/ieHUsi MPOEKTUPOBaHMEM U pa3paGoTKoii

8.3.4 CpepacTBa ynpaBneHUs NpoeKkTUpoBaHMEM U pa3paboTKoii
8.3.4 CpepacTBa ynpaBneHUs NPOEKTUPOBaAHMEM U pa3paboTKoii
8.3.4

8.3.6
8.5.6

753

CpeAcTBa ynpas/ieHUsi MPOEKTUPOBaHWEM U paspaboTKol

M3MeHeHNs NPOEKTUPOBaHNSA 1 paspaboTKn
YnpasfieHne uameHeHusiMm

YnpaBfieHue [OKYMEHTUPOBaAHHOW UH(opMaLmeit

8.4 YnpaBneHue npoueccamu, Npoaykumeii n ycnyramm, nocras-
NSEeMbIMU BHELIHUMW NOocTaBLMKaMu

8.4 YnpasrieHue npoueccamu, Npoaykunei nycnyrammn, noctas-
NAeMbIMU BHELWHUMMN NOCTaBLMKamMmmn
8.4.1 O6wure NoNoxeHns

8.4.2 Tvn n cTeneHb ynpasfieHus
8.4.3 VHdopmauus, npegocTaBsisieMasi BHEWHUM NOoCTaBLnKam

8.4.2 Twn u cTeneHb ynpaBneHns
8.4.3 WNHdopmauuns, npegoctaBnisseMas BHELWHUM NOCTaBLMKaM
8.6 Bbinyck npoaykuun n ycnyr

8.5 Mpou3BOACTBO NPOAYKUMM U NpefocTaBieHne ycnyr

8.5.1 YnpaBneHue NpousBOACTBOM NPOAYKLMM U NpenocTasie-
HUeMm ycnyr
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MyHKTbI ISO 13465:2016

7.5.2 YwucTtoTa npogykumu
7.5.3 [eATeNnbHOCTb NO MOHTaxy
7.5.4 [eAaTenbHOCTb NO O6CNYXUBaHUIO

7.5.5 CneuunanbHble TpeboOBaHMNA K CTEPUSIbHBIM
MeAULMNHCKUM U3aennam

7.5.6 Banupauus npoueccos Npou3BoACcTBa u 06-
CNyXuBaHus

7.5.7 CneunanbHble TpebGoBaHUSA K Banujauuu
npoueccoB cTepuansanum n cuctemam 6apbepoB
CTEpPUNIBLHOCTHU

7.5.8 VpeHTndpurkaunsa
7.5.9 lNpocnexnsaeMocCTb

7.5.10 Co6CTBEHHOCTb NoTpebuTenei

7.5.11 CoxpaHeHue COOTBETCTBUSA NPOAYKLUMU

7.6 YnpaBrieHuWe yCcTpolcTBamMu A/15 MOHUTOPUHTa
Y U3MEPEHNIA

8 lV3mepeHue, aHa/In3 1 ynyullieHus

8.1 Obume nonoxeHunsa
8.2 MOHUTOPWHI N N3MepeHne

8.2.1 O6paTHas cBA3b

8.2.2 PaccMoTpeHue npeTeH3uni

8.2.3 OTYeTHOCTb B perynupyioLime opraHbl
8.2.4 BHYTpeHHWin ayanT
8.2.5 MOHUTOPUHIN U3MEepeHNe NpoLeccos
8.2.6 MOHUTOPUHIN N3MepeHue NPoayKUnmn

8.3 YnpaBneHue HeCOOTBeTCTBYOL el NpoayKLu-

e
8.3.1 O6wWmne NonoxeHns

8.3.2 [lelicTBMS B OTHOLIEHUN HECOOTBETCTBY!O-
e npoAyKuun, o6HapyXXeHHOM A0 NocTaBKu

8.3.3 [eicTBMSA B OTHOLIEHWW HECOOTBETCTBYHO-
weii NpoayKunmn, o6HapyXXeHHOW nocsie NocTaBKu

8.4 AHanus faHHbIX
8.5 Yny4weHnwne

8.5.1 O6wWme NosoxeHus

8.5.2 KoppekTupytouime aeictems

8.5.3 Mpepynpexgatoume geiictemsa

FOCT ISO 13485—2017

MyHKTLI ISO 9001:2015

3KBMBANEHTHbI MYHKT OTCYyTCTBYeT
9KBMBANIEHTHbI MYHKT OTCYyTCTBYeT
SKBUBANEHTHbI MYHKT OTCYyTCTBYeT

3KBMBaNEHTHbI NMYHKT OTCYyTCTBYeT

8.5.1 YnpaBrieHMe NPoOu3BOACTBOM MPOAYKLMU U npegocTaslie-
Huem ycnyr

3KBMBANEHTHbIA NYHKT OTCYyTCTBYeT

8.5.2 VpeHTudmkaymsa n NnpocnexmBaemMocTb
8.5.2 VaeHTudukauma n NnpocnexmnsaemMocTb

8.5.3 CO6GCTBEHHOCTb NoTpebuTeneli WM BHELWHUX MOCTaBLU-
KOB

8.5.4 CoxpaHeHune

7.1.5 PecypcCbl /15 MOHUTOPUHIa U N3MepeHus

9 OueHKa pe3y/ibTaToOB AesATeNIbHOCTU
9.1 MOHUTOPUHT, N3MEPEHMNe, aHa/IN3 1 OLEeHKa

9.1.1 O6wue NONOXEHUS
9.1 MOHUTOPUHI, U3MEPEHME, aHA/IN3 U OLEHKA

8.5.5 [leATeNbHOCTb NOC/iIe NOCTaBKn
9.1.2 YpoBNeTBOPEHHOCTb noTpebutenei

9.1.2 YpoBneTBOpPeHHOCTb NoTpebuteneit
8.5.5 [leATeNnbHOCTb NOC/iIe NOCTaBKMn

9.2 BHYTpeHHWi ayauT

9.1.1 O6wWwmre NONOXeEHNS

8.6 BbInyck npoaykuun n ycnayr

8.7 YnpaB/ieHMe HeCOOTBETCTBYIOLMMMK pe3y/ibTaTaMmu npolec-
coB

10.2

8.7 YnpaBJieHMe HeCOOTBETCTBYIOLWMNMUN pe3y/ibTaTamu npouec-
coB

8.7 YnpaBiieHue HecOOTBETCTBYIOLMMY pe3y/ibTaTaMu npouec-
coB

9.1.3 AHanus v oueHkKa
10 YnydweHwune

10.1 O6ume NoONOXeHUs
10.3 TOCTOSIHHOE y/nyudlleHune

10.2 HecooTBeTCTBUSA U KOPpeKTUpylLwme AelicTBUS

0.3.3 PuCK-OpUeHTUpOBaHHOE MblllUIeHne

6.1 [eiicTBMS B OTHOLIEHNUN PUCKOB 1 BO3MOXHOCTEl
10.1 O6uime NONoXeHUs

10.3 lMoCTOsIHHOE ynyulleHne
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MyHKTBI ISO 9001:2016

1 O6nacTb NpMMeHeHUs
4 Cpepga opraHmsauum
4.1 TloHumaHWne opraHusauun n ee cpeapbl

4.2 TloHMMaHWe NOTPEBHOCTEN 1 OXMAAHWUI 3auHTepeco-
BaHHbIX CTOPOH

4.3 OnpepgeneHve o6nacTu NPUMEHEHUS CUCTEMbI Me-
HeXXMeEHTa KavyecTBa

4.4 CucTema MeHef)XMeHTa KavyecTBa M ee NpoLecchbl
5 JlngepcTtso

5.1 JIngepcTBO U NPUBEPXKEHHOCTbL

5.1.1 O6wmre NoNoxeHUs

5.1.2 OpwueHTauma Ha noTpebuTenei

5.2 Nonutuka

5.2.1 Pa3pa6oTka nonuMtukn B 06/1aCTN KavecTsa
5.2.2 [oBepeHne NoanTUKM B 06/1aCTK KavyecTBa

5.3 ®yHKUUM, OTBETCTBEHHOCTb M MO/IHOMOYMSI B OpraHu-
3aunmn

6 TMMnaHupoBaHue

6.1 [elicTBNA B OTHOWEHUN PUCKOB N BO3MOXHOCTEM

6.2 Lienn aobnactu Kayectsa v NaaHUpPoOBaHWUE UX JOCTH-
XeHUs

6.3 lMnaHMpoBaHWe N3MeHeHui

7 CpepctBa obecneveHus
7.1 Pecypchbl

7.1.1 O6wWwmre NONoxXeHns
7.1.2 YenoBeueckue pecypcbl

WNHdpacTpyKkTypa

Cpepa ANst PyHKLUMOHMPOBAHMSA NPOLECCOB

7.1.3
7.1.4

7.1.5 Pecypcbl AN MOHUTOPUHIA U U3MeEpPeHUs

7.1.5.1 O6wwne TpeboBaHusa

7.1.5.2 TpocnexnsBaeMoCTb U3MepeHns

7.1.6 3HaHuA opraHusauun

7.2 KOMMNeTeHTHOCTb

7.3 OcBefOMJIEHHOCTb

7.4 O6meH nHopmaumeit

7.5 [lokyMeHTUpOBaHHas UHopmauns

7.5.1 O6wure NONOXEHUS
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1 O6nacTb NpUMeHeHus
4 CucTema MeHe[)XMeHTa KavyecTsa
4.1 O6wwne TpeboBaHuA

4.1 O6wwne TpeboBaHusa

4.1 O6uwumne TpeboBaHUA

4.2.2

4.1 O6uwme TpeboBaHus

5 OTBeTCTBEHHOCTb PyKOBOACTBa
S.1 O6sa3aTenbcTBa pykoBOACTBa
5.1 O6s3aTenbcTBa pykoBOoACTBa
5.2 OpwueHTauusa Ha noTpebuTens
5.3 Monutuka a o6nacTu kayecTsa
5.3 MNonutuka B 061acTu KayecTsa
5.3 Monutuka B 061acTu KayecTBa

5.4.2 MnaHupoBaHWe CO3[aHUSA U Pa3BUTUS CUCTEMbI Me-
He[)XMeHTa KayecTBa

5.5.1 OTBETCTBEHHOCTb W NO/IHOMOYUA

5.5.2 [lpeactaBuTenb PyKOBOACTBa

5.4.2 MnaHupoBaHWe co3gaHusa 1 pasBUTUS CUCTEMbI Me-
Heg)XMeHTa KayecTBa

5.4.2 MNnaHnpoBaHWe co3faHnA U PasBUTUSA CUCTEMbI Me-
HeKMeHTa KayecTBa
8.5.3 BHYTpeHHUi 06MeH nHopmaumen

5.4.1 Lenn Bo6nactn kavyecTsa

5.4.2 MnaHupoBaHWe co3gaHnsa 1 pasBUTUS CUCTEMbI Me-
HeKMeHTa KayecTBa

6 MeHea)XMeHT pecypcoB

6 MeHeg)XMeHT pecypcoB

6.1 O6ecneyeHune pecypcamm
6.2 Yenoseuyeckune pecypcbl

6.3 WHdpacTpykTypa

6.4.1 [lMpou3BoAcTBeHHas cpeja

7.6 YnpaB/ieHue ycTpoWcTBaMu A/19 MOHUTOPUHIa N n3-
MepeHuii

7.6 YnpaBneHue ycTpoiicTBamu A1 MOHUTOPUHIa U U3-
MepeHuii

7.6 YnpaB/ieHue yCTpPOWCTBaMW A/19 MOHUTOPUHIa 1 13-
MepeHnii

6.2 Uenoseyeckune pecypcbl

6.2 Yenoseyeckune pecypcbl

6.2 Yenoseyeckue pecypchbl

5.5.3 BHyTpeHHUit o6MeH nHdopmaumei
4.2 Tpe6oBaHMWs K AOKYMeHTauum

4.2.1 O6wue NONOXeHUNA
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7.5.2 Co3paHue n akTyanusauus

7.5.3 YnpaBneHue AOKYMEHTUPOBAHHOW MHopMaLu-

en

8 [lesTeNlbHOCTb Ha CTaAUsAX XU3HEHHOro LuKIa npo-
AYKUUN 1 ycnyr

8.1 MMnaHvMpoBaHue 1 ynpaBfieHve AesiTeNIbHOCTbIO Ha
CcTaAuaX XU3HEHHOTO LKA NPOAYKLUN 1 YCIyr

8.2 TpeboBaHUA K NPOAYKUUM U ycnyram
8.2.1 CBsa3b c notpebutenamun

8.2.2 OnpepgeneHve TpeboBaHWN,
npoAyKuun n ycnyram

OTHOCALWMXCA K

8.2.3 AHanus Tpe6oBaHuii K NPOAYKLUUN 1 ycnyram
8.2.4 VI3meHeHMA Tpe6oBaHW K NPOAYKLMN NYyCayram

8.3 MpoekTMpoBaHMe U pa3paboTka nApoAyKUUN W
ycnyr
8.3.1 O6LwWme nosoxeHus

8.3.2 MnaHnpoBaHVe NPOeKTUPOBaHUSA 1 pa3paboTku

8.3.3 BxogHble faHHble A1 NPOEKTUPOBaHUA N pas-
paboTku

8.3.4 CpepctBa ynpaB/ieHUA MNPOEKTUPOBaHUEM U
paspaboTkoii

8.3.5 BbIxogHble faHHble MPOEKTUPOBaHUA U paspa-
60TKMN

8.3.6 VI3mMeHeHMnA NpoekTUpoBaHusA 1 pa3paboTku

8.4 YnpaBneHue npoueccamu, npogykumei un ycnyra-
MU. MOCTaBNSIeMbIMU BHELIHUMY NOCTaBLNKaMU

8.4.1 O6wWwume NoNoOXeHNs

8.4.2 Tun n cTeneHb ynpasneHus

8.4.3 WHdopmauus, npegoctaBiisiemas BHELWHUM MO-
cTaBlmKam

8.5 lMpou3BoACTBO NpoOAyKUUM W npegocTaBsieHne
ycnyr

8.5.1 YnpaBneHne npoun3BoACTBOM
npegocTaBfieHNEM ycnyr

npoaykunum u

8.5.2 WNpeHTudmKaumsa n npocnexmBaemMocTb

8.5.3 CO6CTBEHHOCTb MNOTPe6GUTENEli WM BHELWHUX
NoCTaBLLMKOB

8.5.4 CoxpaHeHue

8.5.5 [eAaTenbHOCTb NOC/Ie NOCTaBKN
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4.2.4
4.2.5

YnpaBrieHne foKyMmeHTauunei
YnpasrieHne 3anucamn

4.2.3 ®daiin meguunHCKOro nsaenus

4.2.4 YnpaBneHue fOKyMeHTauunemn
4.2.5 YnpasneHue 3anucamun
7.3.10 ®daiinbl NPOEKTUPOBaHNSA U pa3paboTkn

7 Tpouecchbl XU3HEHHOTO LMKIa NPoAyKLum

7.1 TnaHupoBaHMe MPOLLECCOB XU3HEHHOIo UUKNa npoayk-
uumn

7.2 Tlpouecchbl, cBsA3aHHble C NOTPEOUTENAMU
7.2.3 CBs3b C NoTpe6buTenamu

7.2.1 OnpepeneHve TpeboBaHWU, OTHOCALWMXCA K NPOAYK-
uumn

7.2.2 AHanus Tpe6oBaHUi, OTHOCALMXCS K NPOAYKLUN
7.2.2 AHanus Tpe6oBaHUi, OTHOCALMXCS K NPOAYKUUN

7.3 TpoekTupoBaHue 1 paspaboTka

7.3.1 O6wWMe NooXeHUs

7.3.2 MnaHnpoBaHMe NPOEKTUPOBaHUA 1N pa3paboTKn

7.3.3 BxogHble AaHHble NPOEKTUPOBaHUS 1 pa3paboTku

7.3.5
7.3.6
7.3.7
7.3.8

AHann3 NpoekTMpoBaHNa 1 paspaboTkn
Bepudunkaumna npoekTMpoBaHusa n paspaboTkm
Banugauuna npoekTupoBaHus 1 pa3paboTku
Mepepaya npoekta n paspaboTku

7.3.4 BbIxOAHble AaHHble MPOEKTUPOBaHUSA N pa3paboTku

7.3.9
60TKM

YnpasneHne U3MeHEHUAMN MPOEKTUPOBaHUA 1 paspa-

4.1 O6wwne Tpe6oBaHus (4.1.5)
7.4.1 Tpouecc 3aKynok

7.4.1 Tpouecc 3akynok

4.1 O6ume TpeboBaHua (4.1.5)
7.4.1 Tpouecc 3aKyrnok
7.4.3 Bepudukaumsa 3akynaeHHon npoayKumm

7.4.2
7.4.3

VHdopmauus no 3akynkam
Bepudurkauma 3aKynieHHOW npoayKumn

7.5 Tpon3BOACTBO U 06CAYyXMBaHNE

75.1
7.5.6
HUA

YnpassieHVe Npou3BOACTBOM M 06C/yXUBaHUEM
Banvauusi npoueccoB Npou3BoAcTBa M o6Cnyxusa-

7.5.8
7.5.9

MaeHTudunkauyma
MpocnexnBaeMocTb

7.5.10 CoOG6CTBEHHOCTb NOTpe6GuTeneli
7.5.11 CoxpaHeHue COOTBETCTBUSA MPOAYKLUN
7.5.1 YnpaBneHue NpoM3BOACTBOM U 06CNYyXNBaAHNEM

7.5.3 [leaTeNIbHOCTb NO MOHTaXy
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8.5.5 [leaTeNlbHOCTb NOC/ie NOCTaBKu

8.5.6 YnpaBsieHne n3MeHeHUsAMn

8.6 BbInyck npoaykuun vn ycnyr

8.7 YnpaBsieHMe HeCOOTBETCTBYHWOLWMMU pe3ysbTa-
Tamu npoueccos

9 OueHKa pe3y/bTaToB AeATe/IbHOCTH
9.1 MOHUTOPUHT, U3MEPEHME, aHANN3 N OLeHKa

9.1.1 O6wue NosoxeHus

9.1.2 YpoBNeTBOPEHHOCTb NoTpebuteneii

9.1.3 AHanus u oueHka

9.2 BHyTpeHHWii ayanT

9.3 AHanu3 co CTOpOHbI pyKoBOACTBa
9.3.1 O6wue NoMoXeHns

9.3.2 BxopgHble AaHHble aHasin3a Co CTOPOHbl PYKO-
BOACTBa

9.3.3 BbIXoAHble AaHHble aHann3a CO CTOPOHbI py-
KoBoACTBa

10 YnyyweHue
10.1 O6wue NOAOXeHURA

10.2 HecooTtBeTcTBuUA W©
cTBUS

KOppekTupytowme aei-

10.3 TlMOCTOsIHHOE y/yylleHue
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7.5.4 [leaTeNIbHOCTb MO O6CNYXUBAHUIO

8.2.2 PaccmoTpeHue npeTeH3unii

8.2.3 OTYeTHOCTb B perynupytoLime opraHbl

8.3.3 [leiicTBMA B OTHOLUEHWM HECOOTBETCTBYIOLEN MNpoaykK-
L1n. o6Hapy>XeHHOI nocse noctasku

7.3.9 YnpaBneHwe M3MEHEHNSAMMN NpoeKTa u pa3paboTkn

7.3.4 BbIXOAHble AaHHbIE MPOEKTUPOBAHUS 1 pa3paboTKu
8.2.6 MOHUTOPWHI N U3MepeHne NpoayKLnn

8.3 YnpaBnieHne HeCOOTBETCTBYOLWel npoayKumei

8 lV3amepeHune, aHann3 v ynydweHue
8 N3mepeHue, aHanu3 n yny4weHme

8.1 O6wune NonoxeHus
8.2.5 MOHUTOPWHI 1 n3MepeHne NpoLeccos
8.2.6 MOHUTOPUHI N U3MepeHne NpPoayKLUn

7.2.3
8.2.1
8.2.2

CBfi3b C NOTpe6MTENAMMU
Ob6paTHas cBs3b
O6patieHne c NpeTeH3nsMmn

8.4 AHanu3 gaHHbIX

8.2.4 BHyTpeHHWii ayant

5.6 AHasM3 Cco CTOPOHbI PyKOBOACTBa
5.6.1 O6uwune NoNoxeHus

5.6.2 BxogHble gaHHble ANA aHanusa

5.6.3 BbIXogHble flaHHble ANA aHanusa

8.5 YnydweHue
8.5.1 O6uwune NoNoxXeHns

8.3 YnpaBsieHMe HeCOOTBETCTBYIOLLEN NpoayKLuei
8.5.2 KoppekTupyluime gencteums

5.6.1 O6LwWKe NoMoXeHUs
8.5 YnydweHue
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MpunoxexHune A
(cnpaBoyHOE)

CBefleHVsi 0 COOTBETCTBUMU CChIIOYHbIX MEXAYHAaPO4HbIX CTAHAApPTOB
MEeXroCyfapCTBEHHbIM CTaHAapTam

Tab6nwnya OA1

O603HaYeHVie N HaMMeHOBaHVe
MEeXrocyJapCTBEHHOIO CTaHapTa

O603HaYeHne N HaMMeHoBaHne
CCbUI04HOTO MeXAyHapOoAHO CTaHapTa

CTeneHb COOTBETCTBUSA

ISO 9000:2015 —

* COOTBETCTBYIOLNI MEXTOCYAAPCTBEHHbIV CTaHAapPT OTCYTCTBYET. [10 €ro yTBEPXAEHMNS PEKOMEHAYETCA UCNOSb-
30BaTb NepeBoA Ha PYCCKM A3bIK 4AHHOTO MEXAyHapoAHOro ctaHgaprta. MepeBos A4aHHOTO MeXAyHapOA4HOro CTaH-
AapTa HaxoauTca B ®efepasibHOM MH(OPMALMOHHOM (hOHAe CTaHAapPTOB.
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Buénunorpadcusa

Quality managementsystems — Requirements (CUCTeMbl MeHeA)XXMeHTa KadecTBa. Tpe-
60BaHunA)

Measurement management systems — Requirements for measurement processes and
measuring equipment (CucteMbl MeHeA)XXMeHTa n3MepeHuii. Tpe6oBaHUA K nNpoLeccam
“3MepeHun n namepuTesibHoOMy 060pyA0BaHMNIO)

Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems (YnakoBka MeguLUUHCKUX n3gennii, nogne-
Xawnx puHnwHom ctepunnsaymn. Yacte 1. TpeboBaHunsa kmaTepunanam. 6apbepHbIM CUC-
TemMaMm 4715 CTEPUIN3ALUM U YNIAKOBOYHbIM CUCTEMAM)

Packaging for terminally sterilized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes (YnakoBka MeAUUWHCKUX U3aenunii, nognexa-
WKnxX UHUWHOW cTepunnsauymn. YacTte 2. Tpe6oBaHMa K Banngaumm npoueccos hopmMu-
poBaHuA. repMeTusanmn ncbopku)

Cleanrooms and associated controlled environments (YncTble NnoMeLleHUsa 1 cBsi3aHHble C
HVMW KOHTpO/IMpyeMble cpeabl)

Cleanrooms and associated controlled environments — Biocontamination control (Yuc-
Tble MOMELLEHNA U CBA3aHHbIE C HUMW KOHTPOIMpyeMble cpeabl. KOHTponb 6uosarpasHe-
HUIA)

Medical devices — Application of risk management to medical devices (M3genua megu-
UMHCKMNe. NMpUMeHeHne MeHedXXMeHTa pucka K MeanuLMHCKUM U3[ennam)

Guidelines for auditing management systems (PykoBoACTBO NO ayguTy CUCTEM MeHenX-
MeHTa)

Medical devices — Part 1: Application of usability engineering to medical devices (U3ae-
nva MmeauumnHckue. YacTtb 1. MpyMeHeHne NPOeKTUPOBaHUA C YHeTOM 3KCN/lyaTalMoHHO’
NPUro4HOCTN K MeAULNHCKUM N34enmnam)

Definition of the Terms «Manufacturer». «Authorized Representative». «Distributor» and
«Importer* (OnpegeneHne TepMuHoB «W3roToButenb». «OdmunanbHbli nNpegcTaBu-
Tenb». «AuctpubbloTop» u «MiMnoptep»)

Post-Market Clinical Follow-Up Studies (MocnenpogaxHoe HabnoaeHne B paMmkax K/IMHU-
YeCcKnx ncenenoBaHnin)

Label and Instructions for Use for Medical Devices (3TukeTka 1 MHCTPYKLUN NO NPUMEHe-
HUIO MeAULMHCKUX n3aenunii)

Definition ofthe Terms «Medical Device» and «In Vitro

Diagnostic (IVD) Medical Device* (OnpegeneHvne TepMuHoOB «MeguLMHCKOe nsgenue» n
«MeauUMHCKOe n3genne ANs ANarHocTukK In-vitro»)
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YAK 616-7:658.562:006.354 MKC 11.020 P2 OT

KntoueBble cnoBa: cucTeMa MeHeLXMeHTa KayecTBa, U3AeNVNs MeAuUMHCKME, opraHu3auns, 4oKyMeHTUpo-

BaHHas npoueaypa, notTpebutens, Bepudukalus, Banugauus, noauTuka v Lenm B 061acti kauecTsa, peryniu-
pytoLime Tpe6oBaHus
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