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MNpepgncnoBne
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BBepgeHne

HacTtoawwmii ctaHaapT SBNseTcs TpeTbMM usgaHvem 1SO 13485, 0OTMEHSIET 1 3aMeHsAeT BTOPOe uU3faHne
(ISO 13485:2003) 1 ISO/TR 14969:2004, koTOpble ObINN TEXHUYECKN MepecMOTpeHbl. OH Takke BK/IYaeT B
cebs TexHU4Yeckyt nonpasky 1SO 13485:2003/Cor. 1:2009. CBogHas Tabnuua N3MeHeHW, BKIKOYEHHbIX B 3T0
n3gaHve no CpaBHEHUIO C NpeablayWnM, NpuseieHa B NpuIoXeHun A.

0.1 O6wme NoNoxeHus

HacToswwnidi cTtaHfapT ycTaHaBnvMBaeT TpeboBaHMSA K CUCTEME MEeHeLXMeHTa KayecTBa, KOTopble MO-
ryT NPMMEHATLCA opraHu3aumeit, y4acTByOLWein B OAHON WAN HECKONbKUX CTagusaX XU3HEHHOro uukia meau-
LUWHCKOro usgenus, BkIYas NpoekTupoBaHue 1 paspaboTky, MPOM3BOACTBO, XPaHEHME U MOCTaBKy, MOHTaX,
TexHnyeckoe 06CNyXnBaHWe, OKOHYaTeNbHbIV BbIBOA, U3 aKCNAyaTaLlun 1 yTUNn3auno MeguunHCKUX nsgenuii
nnn npeaocTaB/ieHne CBA3aHHbLIX C HUMW yCAyr (HanpuMmep, TeEXHUYecKkas noggepxka). TpeboBaHusl, yCTaHOB-
NleHHble B HACTOSALWEM cTaHAapTe, MOryT Takke OblTb MCNOSIb30BaHbl NOCTaBLLMKaMM OpraHn3auumn M UHbIMU
BHELHVMW CTOpOHamMun (Hanpumep, MnocTasLiMKaMu Cbipbs, KOMMOHEHTOB, COOPOYHbLIX Y3/10B, MeAWNLMHCKMX
n3genvii, ycnyr no ctepuansauun, noBepke 1 Kambposke, ANCTPUOLIOTOPCKUX YCAYT, YCAYT MO TEXHUYECKOMY
06cnyxmBaHuio). MocTaBLMK WM BHELIHAS CTOPOHa MOryT A06POBO/IBHO NPUMEHATb HACTOALWMIA cTaHgapT
ONA AeMOHCTpaunn cooTBeTCTBUA ero TpeboBaHnAM b0 coOTBETCTBME TPeboBaHMAM MOXET ObITb YCTaHOB-
NIEHO KOHTPaKTOM.

B HEKOTOpbIX HWPUCAUKUMUAX UMEKTCHA perynupylowmne tpeboBaHusa AN npuMeHeHus K cuctemam me-
HeKMeHTa kayecTBa opraHusalunii ¢ pasnuyHbiMy PONsMU B LLEENU NOCTABOK MeAWULMHCKUX usgenuii. Cnepo-
BaTe/NIbHO, HACTOALWMIA cTaHAapT npenonaraeT, YTo opraHm3auus:

- onpejenseT cBO(1) Posib(M) B COOTBETCTBUU C NPUMEHUMbIMU PETYNPYOLWMMYU TpeboBaHNAMY,

- onpegensiet peryavpylowme TpeboBaHna B pamkax 3TOn(atux) ponu(ei);

- BK/IlOYAET 3T NPUMEHUMbIE peryavpylowme TpeboBaHusa B CUCTEMY MEHeMKMeHTa KayecTsa.

MpnmeyaHus

1 B KOHTEKCTE HACTOSILLEro cTaHaapTa TEPMUH «IOPUCAUKUMS» O3HAYaET TeppUTOpUasIbHO-aAMUHUCTPATVIBHYIO
e/HULY, Ha KOTOPYH pacnpoCTPaHaTCs perynvpyolme TpeboBaHus.

2 B KOHTEKCTe HaCTOALLEro cTaHaapTa TEPMUH «Po/ib» nogpasyMeBaeT BUf, AeATENTbHOCTU opraHm3aumm npuMeHu-
Te/IbHO K MeAuLMHCKOMY u3genuio (cm. n. 4.1.1).

TepMrHONOrMA B NPUMEHMMbIX PEryMPYOLLMX TPEOOBAHNSAX MOXET OT/IMYATLCA B pa3/IMYHbIX CTpaHax
n pernoHax. OpraHusauma Oo/MKHA NOHMMaTb, KakuM obpa3om TpeboBaHWs, YCTAaHOB/IEHHblE B HACTOSALLEM
CTaHfjapTe, 6yayT MHTepNpeTMpoBaTbCa B TEPMUHOIOMMMN, UCMONb3YEeMON B 3aKOHOAATENbCTBE TEX PUCANK-
LWiA, B KOTOPbIX MeAuLMHCKMe n3genust 6yayT obpawiaTbes.

HacTosilwuniA cTaHgapT Takke MOXET NPUMEHATLCS BHYTPEHHUMU Y BHELIHMMU CTOPOHaMW, BK/IOYas op-
raHbl No cepTndmkaLmmn, Ans OLeHKM CNOCOBHOCTM opraHm3aunn yaoBneTBoOpsATb TpeboBaHNAM notpebuteneli
1 perynupyowum TpeboBaHnaM, NpeabsaBAsieMbIM K CUCTEME MEHeI)KMEHTa KauecTBa, a Takke COH6CTBEHHbIM
TpeboBaHNsIM opraHm3auun. TpeboBaHNs K CUCTEME MEHe[XMeHTa KauyecTBa, YCTAHOB/IEHHbIE B HACTOSLLEM
CTaHjapTe, SABNATCA AOMNOAHAIOWMMY MO OTHOLIEHUIO K TEXHUYECKUM TpeboBaHWsaM K MpoAyKLMKU, KOTOpble
SABNAOTCSA HEOOXOAMMbIMU ANS YAOBNETBOPEHUS TpeboBaHUn noTpebutenei, 1 K NPUMEHUMbIM perynmpyo-
WM TpeboBaHUsIM AN obecneveHnss 6€30MacHOCTU U PYHKLMOHA/bHBIX XapaKTepPUCTHK.

Co3pgaHue cucTeMbl MEHeI)KMeHTa KayecTBa TpebyeT cTpaTrernyeckoro pelleHns opraHmsaunm. Ha pas-
paboTKy 1 BHeApeHVe CUCTEMbI MEHEMKMEHTa KayecTBa OpraHvu3auun BUSIOT:

a) BHYTPEHHSS opraHuM3aLMoHHas cpefa, M3MEeHeHUs 3TON cpefbl U BAUSIHUE OpraHW3auuoHHON cpefpl
Ha COOTBETCTBME MEULMHCKUX U3LeNuii;

b) M3MeHsALWwmMecs NOTPe6GHOCTN opraHnusauunm;

C) KOHKpEeTHble Lienn opraHusaumuy;

d) Bbinyckaemas nNpoaykLus;

€) npuMeHsieMble NPOLECChI;

f) pasmep opraHuzauuy v opraHu3aunoHHas CTPYKTYpa;

) perynupyouime TpeboBaHNs, NpUMEHNMbIe K AeATeNIbHOCTU OpraHn3aLmm.

HacToslwuniA ctaHgapT He npegnonaraetT eAMHO06pPasns B CTPYKTYPE Pas/iMYHbIX CUCTEM MeHeMKMeHTa
KauecTBa, e4MHO06pasns AOKYMEHTaUUN UM BbiCTPaMBaHWSA MO MyHKTAM CTPYKTYpbl HACTOSILLEro cTaHAapTa.

CyuwiectByeT 60/bllU0e pa3Hoo6pasve MeauLUHCKUX U3LEeNuii, N HEKOTOpble KOHKPeTHble TpeboBaHWUs
HacToslLero crtaHgapTa NPYMMEHMMbl TOMIbBKO K TEM Fpynnam MeAUUUHCKUX u3genuii, onpefeneHus KoTopbim
JaHbl B pasgene 3.
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0.2 Pa3bsACHeHWe MOHATUI

B HacTosLem cTaHfapTe MUCMOo/b3yTCA cneaytolme TEPMUHbI UM CNOBOCOYETaHUSA, KOTOPbIE UCMOJIb-
3YIOTCA B KOHTEKCTE, OMUCaHHOM HWXeE.

Korga TpeboBaHve CONPOBOXAAETCA C/IOBOCOYETAHMEM «EC/M LienecoobpasHo», BbiNonHeHne Tpebo-
BaHWA fABMAETCA LesiecoobpasHbiM, ecnin opraHm3aunsa He MoXeT o6ocHOBaTb obpaTtHoe. BbinosiHeHve Tpe-
60BaHUA cuuTaeTcsa LenecoobpasHbiM, eciM 3TO HE0OXOANMO ANA TOro, YTOObI:

- NPoAYyKUMS yaoBneTBopssia TpeboBaHUAM;

- COOTBETCTBOBATb MPUMEHUMbIM pPerynvpyowmm TpeboBaHnsamM;

- OCYLLeCTBATL KOppeKkTupyloLwme aencrems;

- OCYLLEeCTBNIATb MEHEKMEHT pUCKa.

Tam, rae UCnosib3yeTca TEPMUH «PUCK», NPUMEHEHNE TEPMUHA B paMKax HaCTOALEro MexayHapoaHoro
cTaHfapTa OTHOCUTCA K TpeboBaHMAM 6e30nacHOCTM U PYHKUMOHANbHLIM XapakTepucTnkaMm MefuLMHCKOTo
n3genns uav Ans BbINOSHEHUS MPUMEHUMbIX PETy/IMPYHLWNX TPe6oBaHUA.

Korga Heobxoammo, 4tobbl TpeboBaHue Obl/10 «40KYMEHTMPOBAHO», OHO Takke LO/DKHO OblTb YCTaHOB-
JIeHO, BHeApeHO 1 noajepxmsBaTbCsa B paboyeM COCTOAHUN.

B TekcTe HacToAlero crtaHjapta TEPMUH «NPOAYKLUUA» MOXET O3HayaTb Takke «ycayry». [poaykumns
ABNAETCA pe3y/bTaToM, KOTOPbIA NpefHasHayeH 478 notpebuTens wiv uMm 3atpeboBaH, OG0 3aaHHbIM pe-
3yNbTaToOM Mpouecca Npon3BoACTBa MPOAYKUUN.

Tawm, rae Ucnosb3yeTcs TEPMUH «perynupyloline TpebosaHus», OH BKIOYaeT B cebs TpeboBaHus, co-
Aepxalwnecsa B /1l060M 3aKOHOAaTe/IbHOM akTe, MPUMMEHMMOM K NOMb30BaTesll0 HacTosAwero craHgapTa (Ha-
npuMep, 3aKOoHbl, NOA3aKOHHbIEe aKTbl, NPeAnucaHns U AUPEeKTUBSI).

MpYMeHeHe TepMunHa «perynupyolme TpeboBaHus» orpaHMYeHo TpeboBaHMAMU, NpeabsABASEMbIMU
K cMCTeMe MeHeMKMeHTa kayecTBa, a Takke 6e30nacHOCTU WK (DYHKLMOHA/bHBIM XapakTepuctukaMm Meau-
LWHCKOro nsgenuvs.

B HacTosWwem cTaHfapTe MCNOMNb3YTCA cneaylowme rnarofibHble hopMmbl:

- «[lomxeH» ykasbiBaeT Ha TpeboBaHue;

- «CnielyeT» yKa3sblBaeT Ha pPeKOMeHOaLuIo;

- «Morno 6bI» ykasblBaeT Ha paspeLleHue;

- «MoXeT» yka3blBaeT Ha CNOCOBHOCTb WIN BO3MOXHOCTb.

WHdopMauus, o603HavyeHHasn kak «pruMeyvaHue», HOCUT XapakTep PYKOBOASLLMX yKasaHwuid Af1s NOHWU-
MaHNs WK pa3bsACHEHUS COOTBETCTBYIOLLErO TpeboBaHus.

0.3 MpoueccHbIii nogxon,

HacToawmini ctaHgapT OCHOBaH Ha MPOLLECCHOM MoAaxofe K MeHeXMeHTy kadecTBa. Jlloby aeaTesib-
HOCTb, KOTOpas MMeeT BXo4 W npeobpasyeT ero B BbIXO4 MOXHO paccMartpuBartb kak npouecc. Yacto BbIXof
Of1HOTO npoLiecca ABMSETCA BXOLOM CliefyloLlero npolecca.

[nsa ycnewHoro (oyHKUMOHMPOBAHMA OpraHu3auusa [oshkHa onpefennTb MHOTOYMC/IEHHbIE U B3auMOo-
CBsA3aHHble MpoLecchbl 1 ynpasnaTb UMW.

lMpYMeHeHne cucTeMbl NPOLECCOB B pamMkKax opraHu3auumy COBMECTHO C WX uAaeHTucukaumeli 1 B3au-
MOAEeWCTBMEM MPOLLECCOB, a Takke UX MEeHeIKMEHTOM AN MONYyYEeHUs Xenaemoro pesynbTaTa MOXeT 6biTb
onpegeneHo Kak «MpoLecCHbIii noaxoa».

MpuMeHeHVe NpouecCcHOro noaxofa B CUCTEME MeHeMKMeHTa KayecTBa Mo3BOJISAET:

a) MoHUMAaTb W MOCTOSAHHO BbINOMHATL TPeboBaHUs;

b) paccmaTpvBaTb MPOLECCHI C TOYKN 3pEHUA f06aBEHUA MU LEHHOCTW;

C) pocturatb pesynbTaTUBHOIO (PYHKLMOHMPOBAHUA NPOLECCOB;

d) yny4ywaTb npoueccbl Ha OCHOBE OGbEKTMBHbLIX N3MEPEHWIA.

0.4 Cssasb ¢ ISO 9001

X0Ts HacTosWmMii cTaHAapT ABASETCA aBTOHOMHbLIM, OH OCHOBaH Ha ISO 9001:2008, koTopblit 6bI1 3a-
MeHeH Ha ISO 9001:2015. na yao6cTBa No/b30BaHUSA B MPUIOXKEHUM B npuBegeHO COOTBETCTBME MeXAy
nyHkramum 1SO 9001:2015 n HacToAWMM CTaHAAPTOM.

HacToswwmin ctaHaapT npegHasHadeH gaa obneryeHns rnob6anbHOro corfiacoBaHuMs COOTBETCTBYHOLLMX
perynvpylowmx TpeboBaHunii K cucTeMaM MeHepKMeHTa KavyecTsa, NPUMEHUMbIX K OpraHu3auusiM, y4yacTBy-
IOLUM B OAHOWM WM HECKOMbKMX CTaAMAX XMU3HEHHOro Uukna MeuLMHCKOro usgenus. Hactosawwmidi ctaHaapT
BK/IlOHAET B ceb6s1 HEKOTOpblE 0CObOble TpeboBaHNS A1 OpraHu3aluii, y4acTBYIOWMNX B XU3HEHHOM LUKIE Me-
OVLMHCKUX U3fenuii n nckiyaeT HekoTopble n3 TpeboBaHuii 1ISO 9001, KoTopble He LienecoobpasHbl B kaye-
CTBe perynupylwmx TpeboBaHmnii. N3-3a aTUX UCKIOYEHUIA OpraHu3aunm, CUCTEMbl MEHEeMKMEHTa KayecTBa
KOTOpPbIX COOTBETCTBYIHOT HaCTOALWEMY CTaHOapTy, He MOryT npeteHposaTtb Ha cooTtBeTcTBue ISO 9001, ecnu
X cucTeMa MeHe)KMeHTa KadyecTBa He oTBevaeT BceM TpebosaHuaM SO 9001.

\Y/
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0.5 COBMECTUMOCTb C APYIUMU CUCTEMAMU MeHemKMeHTa

HacTtoawuii cTaHAapT He COAEPXUT crneunanbHbiX Tpe6oBaHui K APYTMM CUCTEMaM MEHEeKMEHTa, Ha-
npYMep K cUcTEMaM MeHeKMeHTa OXpaHbl OKpyXatolleil cpefbl, 6€30MNacHOCT 1 NPOtheCcCMoHaIbHOTO 34,0-
POBbS, a Takke (PUHAHCOBOr0 MeHemKMEeHTa.

OfiHaKO HACTOSALMIA cTaHAAPT NO3BOJISIET OPraHM3aLUnn CorlacoBbiBaTh WM UHTErPUPOBATL CBOK CO6-
CTBEHHYIO CUCTEMY MeHe[pKMEeHTa KauyecTBa C COOTBETCTBYWOLMMU TpeGOBaHMSMU APYrUX CUCTEM MEHES-
XMeHTa.

OpraHusaumsi MOXeT afanTupoBaTh AECTBYIOLLYO cUcTeMYy (CUCTEMbI) MEHeIKMeHTa A/t Co34aHus
CUCTEMbI MEeHeKMeHTa KayecTBa, COOTBETCTBYIOLLEN TPe6OBaHNAM HACTOSILLEro cTaHAapTa.

Wl
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M E X IO CVY O APGCTU BETUHUH®b 1 CTAHOAPT

N3pgenusa MmeguuMHCKMe

CNCTEMbl MEHEOXXMEHTA KAYECTBA
TpeGoBaHUA AN Uesnein perynpoBaHns

Medical devices. Quality management systems. Requirements for regulatory purposes

Jata BBegeHna — 2018—06—01

1 Ob6nactb NpUMeHeHus

HacTtoawwmii ctaHgapT ycTaHaBmMBaeT TpeboBaHNS K CUCTEME MeHe)KMEeHTa KayecTBa B c/ydasnx, Korga
opraHusaumm Heob6xoAUMO NPOAEMOHCTPUPOBATL CMOCOGHOCTL MOCTaBAATL MeAULUHCKME U34ennsa 1 npeno-
CTaBNATb CBA3AHHOE C HMMK 0B6CNyXuBaHue, oTBevatLme TpeboBaHUsaM NOTPedbUTENS U NPUMEHUMBIM pery-
nupyowmnm TpebosBaHuaM. Takne opraHmsaumm MOryT ObiTb BOBJ/IEUEHbI B OAHY W/ HECKOSIbKO CTafuil Xus-
HEHHOrO LMKNa MegUUUHCKOrO U3fenuvs, BKIKYas NpoekTMpoBaHue u pa3paboTky, NpoU3BOACTBO, XpaHeHue
N ANCTpUOYLMIO, MOHTaX 1 0BCNyXMBaHMe, a Takke NPoekTupoBaHue 1 paspaboTKy 1M oKasaHue CBA3aHHbIX
C MeAULMHCKUMU n3genusammn ycnyr (Hanpumep, TeXHUYeckoro obcnyxusaHus). Hactoawmii ctaHgapT Takke
MOXeT ObITb MCNONb30BaH NOCTaBLMKAMW WM BHELWHWMK CTOPOHaMW, KOTOPble MOCTaB/AKT MPOAYKLMIO Y
CBsA3aHHbIE C CUCTEMOI MeHe)XMEHTa KayecTBa opraHusauuii yCnyrm Takum opraHusauusim.

TpeboBaHUA HACTOALWEro cTaHAapTa NPUMEHUMbI K OpraHu3auusaM He3aBuCUMO OT MX pasmepa un BUAa,
€C/IM TONIbKO UCK/YEHNE He o4eBNAHO. Bce TpeboBaHMS, NPUMEHUMbIE K MEAULMHCKAM U34EMNAM, B PaBHOW
Mepe MPMMEHMMbI K yC/yraM B OTHOLIEHWUW 3TUX U3LENNIA, eciv TakoBble OKa3blBATCS OpraHusauneii.

Mpouecchl, TpebyeMble HACTOALMM CTaH4APTOM W MPUMEHMMbIe K OpraHu3aluu, HO He ocyllecTBns-
eMble camoil opraHusauueli HanpsMyl, OCTalTCA OTBETCTBEHHOCTbIO OpraHu3auuMym U AO0/HKHbI HaxoauTbes
noA ynpas/fieHMeM cucTeMbl MEHeXMeHTa KayecTBa opraHusaumm nocpescTsOM MNPOBESEHUA MOHUTOPUHIA,
noggepxaHus B paboyemM COCTOSHWM WM yNpaB/fieHUs 3TUMK npoLieccamiu.

Ecnn npumeHnMble perynupyrolmne TpeboBaHns A0NycKarT UCKIOYEHNe ynpaBieHns NpOeKTMPOBaHU-
eM U1 pa3paboTKoil n3genuii, TO 3TO MOXET C/IYXXUTb OCHOBAHWEM AN UCKIHOYEHUS COOTBETCTBYIOLWMX Tpe6o-
BaHWA U3 KOHKPETHOW CUCTEMbI MEHEKMEHTa KavyecTBa. TUMU perysmpyowumMm TpeboBaHusaMU MOryT 6bITb
npegocTaBneHbl anbTepHaTVBHbIE NOAXOAbI, KOTOPblE AOMKHbI OblTb PACCMOTPEHbI A5 KOHKPETHO CUCTEMBI
MeHeoKMeHTa kadyecTBa. OTBETCTBEHHOCTb 3a obecneyeHne COOTBETCTBUA TPEOOBAHUSAM HaCTOSLLEr0 CTaH-
Japta npv UCKIYEeHUW ynpasieHUs NPOoeKTUpOBaHUEM K pa3paboTKOW M3Lenuii NexuT Ha camoil opraHu-
3auuu.

Ecnn kakoe-nnbo TpeboBaHune pasgenioB 6, 7 Wim 8 HACTOALWEro cTaHgapTa Henb3s NPUMEHUTbL BBUAY
cneundukn oeATenbHOCTU opraHuM3almm unm O0Cob6eHHOCTeNn MeaMLMHCKOro M3Aenns, Ha KoTopble pacnpo-
CTpaHsAeTcs cucTeMa MeHeKMeHTa KavyecTBa, TO opraHusauuy He crnepgyeT BKIO4aTb Takoe TpeboBaHue B
CBOK CUCTEMY MEeHeMKMeHTa KayecTBa. B OTHOLWEHMM KaXAOro HenpMmMeHUMoro TpeboBaHusA opraHmsauus
[O/DKHA AOKYMeHTUpoBaTb 060CHOBaHUE B COOTBETCTBUM C NMYHKTOM 4.2.2.

2 HopMaTuBHbIE CCbIJIKU

B HacTosiLleM cTaHapTe MCNoJjib30BaHa HOpMaTMBHAs CCblSiKa Ha CNefyoLluii cTaHaapT:
ISO 9000:2015, Quality management systems — Fundamentals and vocabulary (Cuctembl MeHegXMeH-
Ta KayecTtBa. OCHOBHbIE NOJIOXEHUS U CNOBaphb)

M3paHne odmupanibHoe
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3 TepMuHbI U onpeaesnieHns

B HacToAwem cTtaHgapTe npumMeHeHbl TepMuHbl U onpeaeneHusa no ISO 9000:2015, a Takke cnepyto-
LuMe TEPMUHbI C COOTBETCTBYHOLLUMMU ONpeaeneHnsIMu:

3.1 noscHuTenbHoOe yBegomMsieHune (advisory notice): YBegomsieHue, BbiNyLLEHHOE opraHu3aumeii no-
C/ie MOCTaBKN MefMLMHCKOTO U3[ennsa, coaepxallee fOMN0JSTHUTE/IbHYI0 MHgopMaumnio n/nam pekomeHgaumm o
TOM, Kakve AeNCTBUA A0/KHbI ObiTb NPEeANnPUHATLI NPU:

- NPUMEHEHNN MeLULMHCKOro U3fenus;

- MoaucpmkaLmm MeguuMHCKOro U3fenus;

- BO3Bpate MeAULUHCKOrO U3fenns opraHnsauny, Kotopasi ero noctasuna,;

- yTUAmM3aumm mMeguumHCKOro usgenus.

MpumeyaHne — BbINyck NOSCHATENLHOTO YBEAOM/IEHSI MOXET TPEGOBATLCA B COOTBETCTBUN C NPUMEHUMbI-
MU PErYINPYIOLLIMMU TPEGOBaHUSMM.

3.2 ynonHOMOYEHHbI npeactaBuTenib (authorized representative): ®uamyeckoe nam puguyeckoe
NMLO, KOTopoe onpefeneHo 3aKoHOAATeNIbCTBOM CTpaHbl WU pernoHa, nosy4ymslUero NMCbMeHHOe Ha3Haue-
HVe OT U3roTOBUTENA AENCTBOBATb OT €r0 MMEHMW A/ BbINOSIHEHWSA OMNpPefesIeHHbIX 3aay B OTHOLEHUM 006S1-
3aHHOCTE M3roTOBUTENSA, YCTAHOB/IEHHbIX 3aKOHOA4AaTe/IbCTBOM KOHKPETHOW CTpaHbl WKW permoHa.

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

3.3 KnuHn4yeckaa oueHka (clinical evaluation): AHann3 M oueHMBaHWE KIMHUYECKUX AaHHbIX B OTHO-
LWEeHUN MeAWLMHCKOrO W3Aenus C Lenblo BepudukaLumm 6e30nacHoCcTV U (OYHKUMOHANbHBIX XapaKTepucTuK
n3genvsa npu ero KANHNUYEeCKOM MPYMEHEHMM, KakK NpegHa3Ha4YeHo U3roToBUTESEM.

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

3.4 npeTeH3usa (complaint): MncbMeHHOE, 3NEKTPOHHOE WM YCTHOE cOoOobLieHe 0 HeaocTaTkax, CBS-
3aHHbIX C ngeHTUrkauneli, Ka4eCTBOM, CPOKOM CNMYXObl, HAEXHOCTbH, 6€30NacCHOCTLI0 UK PYHKLMOHASb-
HbIMW XapakTepUcTUKaM MeULMHCKOTO U3Aenus, BbllleALllero n3-noj ynpas/eHus opraHusanmen, a takke B
OTHOLLUEHMU CBSI3aHHOTO C HUM OGCNYXMBaHUS, KOTOpPOE BAMSIET HAa (DYHKLUUOHA/IbHbIE XapaKTePUCTUKM TaKux
MEeANLUHCKNX U3AEUA.

MpumeyaHne — 3TO onpedeneHune «npeTeH3un» OT/IMYaeTca OT onpeaeneHus, aaHHoro B ISO 9000:2015.

3.5 guctpubbtotop (distributor): ®usnyeckoe nnm rpuagnuYeckoe NULO B LENM NOCTABOK, KOTOpoe Aeli-
CTBYET OT CBOEr0 MMEHM N OCYLLECTB/AET NPOAaXy MeAULUHCKOIO N3enns KOHeYHoMy noTpebuTento.
[GFITF/SG1/N055:2009, nyHKT 5.3]

MpumeyaHunsa

1 B uenb nocTaBok MOXET ObITb BOB/IEYEHO 60/1ee 0AHOr0 ANCTPUOBLIOTOPA.

2 Jlnua B Lenu nocTaBoK, BOB/IEYEHHbIE B AEATE/ILHOCTL MO XPaHEHWIO 1 TPAaHCMOPTUPOBKE OT UMEHU M3TOTOBUTE-
N1, MnopTepa Wi AUCTPUBLIOTOPa, He SIBMISTCA ANCTPUOLIOTOPaMK Mo AaHHOMY OnpeaesieHuIo.

3.6 nmnnaHTupyemoe meauumHckoe nsgenue (implantable medical device): MeaunuuHckoe msgenve,
KOTOPOE MOXET ObiTb yAaneHO TONbKO MOCPEeACTBOM MEAMLMHCKOrO UM XUPYPruyeckoro BMellatenscTea U
KOTOpOe npefHa3Ha4yeHo ANs:

- NOJIHOTO WA YaCTUYHOrO BBEAEHUS B TE€0 WM aHATOMMYECKYI NOMOCTb YesioBeka uam

- 3aMeLLEeHNs 3NUTENNaNbHON NOBEPXHOCTU UM NOBEPXHOCTU rnasa u

- HAXOXAEHUS B MecTe UMMNMaHTauUM nocsie npoueaypbl B TeyeHne He meHee 30 gHeN.

MpumevaHne — 310 onpegeneHne NMnIaHTMpyemoro MeauUMHCKOro n3gesind BKIHOYAET Takke akKTBHOE
nMvnaHTMpyemoe meguunHCKoe mn3gesve.

3.7 nmnopTtep (importer): ®un3nyeckoe uM LpUMYECKoe N1LO, SBSKOLLEEeCs NepPBbIM B Lenu nocra-
BOK, BbIBOAALUMM MeAMUUMHCKOE u3fenve, NponusBefeHHOe B MHOW CTpaHe WK B IOPUCAMUKLMMW, Ha PbIHOK CTpa-
Hbl, rae n3genve npegnonaraeTcs K peannsalumu.

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

3.8 mapkuposka (labelling): 3TukeTka, MHCTPYKUUA MO NpUMeHeHuto 1 nbas nHaa nHdopmauus, oTt-
HocAWancs K naeHTudurkaumm, TeEXHAYECKOMY OMMcaHuto, npegHasHa4eHHOMY MPUMEHEHUIO MEeLULUHCKOTO
n3genus, Uckn4vas ToBapoconpoBoAUTE bHbIE AOKYMEHTbI B OTHOLIEHWUN NOCTaBKM.

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

3.9 xun3HeHHbIN uukn (life-cycle): Bce cTtagnm cywectBoBaHUS MeAVLMHCKOIO U3Aenusi, OT nepBoHa-
yasibHOWM KOHLEenuMu A0 BbIBOAA M3 SKCMyaTauuv v yTuamsauum.

[ISO 14971:2007, nyHKT 2.7]



FOCT ISO 13485—2017

3.10 msrotoBuTenb (manufacturer): fllo6oe usnyeckoe UM OPUANYECKOe NNLO, OTBETCTBEHHOE 3a
NPOEKTUPOBaHNE WU NPOU3BOACTBO MEAMLMHCKOrO M3fenvsi C Lesblo BbiNyCTUTh B o6palleHne MeguuuH-
cKoe u3genue nof ero CO6CTBEHHbIM MMEHeM, He3aBUCKUMO OT TOT0, CMPOEKTUPOBAHO U/WIN MPOU3BEAEHO /N
3T0 MefuMUMHCKOe U3fenve opraHusauueid uam no ee nopyyeHuto ApyruM AvMuoM (muamm).

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

MpumeyaHuqa

1 M3rotoBuTE/lb HECET KOHEUHYIO HOPUAMYECKYID OTBETCTBEHHOCTb 3a ObecrneyeHne BbINOMHEHNS MPUMEHMbIX
perynupyroLmx TpeboBaHuii CTpaH WM HOPUCAVKUMIA B OTHOLLEHWA MEOULMHCKUX WM3OEMiA, ANS NPOAakn KOTOPbIX OHM
npegHasHaYveHbl, ec/i TOIbKO MHOE He YCTaHOB/IEHO cneuyasibHbIMU TPEGOBaHUAMMN PEryNMPYHOLLMX OpraHoB B AaHHOM
HOPUCANKLNN.

2 OTBETCTBEHHOCTb M3rOTOBUTE/A OnMcaHa B PYKOBOAALLUMX AOKyMeHTax GHTF. 3ta OTBETCTBEHHOCTb BK/HOYaET
B Ccebs1 OTBETCTBEHHOCTb MO BbIMOHEHUIO Kak MPeAnpoaadkHbIX TPeboBaHUiA, Tak 1 NOCNENPOAaKHbIX TPEOOBaHWIA, TakuxX
KaK COOOLLEHMSI O HEBNAroNPUSITHLIX COBBITUSX 1 YBEAOM/IEHNS O KOPPEKTUPYHOLWMX AEACTBUSIX.

3 lMpoeKTrpoBaHMe WM NPON3BOACTBO MOTYT BK/KOUAThL B cebsi pa3paboTky creumdmkaumii, NpoayKumm, npous-
BOZACTBO, COOpKyY, 06paboTKy, YNakoBKy, NnepeynakoBkKy, MapK/pOBKY, NepeMapK1poBKY, CTEPUIM3aLMIO, MOHTaXK WK nepe-
paboTKy MeAMLMHCKOro M3aenns, a Takke BbIMyCK Habopa MeOUUMHCKMX M3Oesvii, BO3MOXHO B KOMOUHaLMM C ApYrMMK
N34enaMN B MEAULIVHCKUX LIeSsX.

4 JIuo, OCYLLECTBNSIOWEE B COOTBETCTBUM C MHCTPYKLUMENA MO NPUMEHEHUIO COOPKY Y PEryNIMPOBKY MEeAULMHCKOro
W30enns, BbIMYLLEHHONO Ha PbIHOK MHBLIM NIULOM Y MpeAHa3HauYeHHoro AN MHAMBUAYaNbHOIO NMPUMEHEHUS, He AB/ISIETCA
N3roToBUTENEM, EC/IN COOPKA N PETYIMPOBKA HE U3MEHSAIOT NpeHa3HauYeHHOro NPUMEHEHUS MEAULIMHCKOTO M3OeNns.

5 JInuo, nsmensitoLlee npeaHasHadeHHoe NpUMEHeHe MEAULMHCKOrO M3AENMUS Wi MOANGMUYPYIOLLEE MEeANLNH-
CKOe n3fenve 6e3 cornacus U3roToBuTeNs 4715 Bbinycka U3aenmsi nog CBoMM COGCTBEHHbIM UMEHEM, CrieayeT paccMaTtpu-
BaTb Kak U3roToBUTE/A MOAUCOULMPOBAHHOIO MEAMLIMHCKOrO M3aenmns.

6 YNONHOMOYEHHbI MpeacTaBuTeb, AUCTPUOLIOTOP WM MMMOPTEP, KOTOPbI TOMbKO A06GaBAseT CBOW agpec u
KOHTaKTHble JaHHble Ha MEAMUMHCKOE M3AENMEe WA Ha YNakoBKy 63 yaasieH!s WM U3MEHEHMSI OPUrMHA/TBHOM MapKu-
pOBKM, HEe ABMIAETCA U3rOTOBUTENIEM.

7 B cnyyae ecniv NpYHagIeXxXHoCT! Nnognagatot nog, peryvpytolme TpeboBaHnsa K MEAULIMHCKOMY U34ennto, vua,
OTBETCTBEHHbIE 3a NMPOEKTUPOBaHME W/ NPOM3BOACTBO TaKMX NPUHAA/IEXHOCTEN, SABMATCA U3rOTOBUTENSMM.

3.11 meaunumnHckoe nsgenuve (medical device): MHCTpyMeHT, annapar, npnéop, yCTPONcTBO, 060pyao-
BaHWe, MMNAAHTaT, in Vitro peareHT, nporpaMMHoe obecnedeHve, MaTepuan Win nHble NOA06HbIE UK CBA3AH-
Hble C HUMW U3[enusl, NnpefHasHavyeHHble U3roToBUTENeM A NPUMEHEHUS K YenoBeKy Mo OTAENbHOCTW WUNn
B KOMOGMHauun:

- ANarHocTukn, NponnakTukn, MOHUTOPUHIA, NeYeHns Uamn obneryeHns 3abonesaHui;

- ANAarHOCTMKN, MOHUTOPUHIA, NlIe4eHnsl, 06/1erYeHnss Wan KoOMMneHcalmMm nocneAcTBuil TpaBMbl;

- UCCNefoBaHus, 3aMeLleHnsa UaM M3MEHEeHNsS aHaTOMMYECKOro CTPOEHUS Uan rU3nM00rMYecKmx npo-
Lieccos;

- Xn3HeobecneyeHns UM NoaaepXKaHus XU3HEHHbIX PyHKLNWIA;

- ynpaB/fieHns 3a4atuem;

- Ae3VHdeKLMN MegUUUHCKUX U3LeNunii;

- Nosly4eHnss uHdopmaunmM NocpeacTBOM UCCIef0BaHUSA in vitro Npob, B3ATbIX U3 Tesa YenoBeka,

a TaKke He AOCTurawLliue CBOEro NePBUYHONO NpeAHa3HaYeHHOro BO3AENCTBYS Ha OpraHn3M 4esioBeka
3a cueT hapmMakosI0rMyecknx, UMMYHOJIOTMYECKMNX WM MeTaboNYecKnx CPeacTB, HO (DYHKLMN KOTOPbIX MOTYT
noagepXxuBarbcsa Takumm cpeacrsamu

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

MpumeyaHune — HeKkoTopble W34ENMSA B OTAENbHbLIX HOPUCAUKLMSAX MOMYT paccMaTpuBaTbCs kak MeauiuyiH-
CK/e, HO B OTHOLLEHWM WX eLle He BblpaboTaH eauHbIli noaxod, TakvMy U3AenusMm MoryT ObiTb:

- Ae3nHMUMpYIOLLME BELLECTBa;

- BCroMoraresibHble CpeacTsa A1 /L, C OrpaHNYeHHbIMM BO3MOXHOCTAMM;

- V3MeNVs, BKIKHaoLLMe TKaHW XUBOTHbBIX WM Ye/I0BEKa,;

- Y30envs 41 9KCTPaKopropasibHOro OM0A0TBOPEHNS Y PENPOAYKTUBHBIX TEXHOOTMIA.

3.12 cewmelicTBO MeauuuHCKux usgenunii (medical device family): pynna mMeguUMHCKUX W3O,
NPOM3BOAMMbBIX OLHOW W TOIN Xe Wan A8 OLHOW M TOR Xe opraHvMsauum v MMerLwWwmnx o4uMHaKoByt 6a30oByto
KOHCTPYKUMIO N (PYHKLMOHAIbHbIE XapaKTepUCTUKM B OTHOLLEHUW 6e30nacHOCTU, npefHasHavyeHHoro npume-
HEHVA 1 PYHKLUNOHMPOBAaHUA.

3.13 oueHmBaHMe (PYHKUMOHaNIbHbIX XapakTtepuctuk (performance evaluation): OueHka v aHanu3
JaHHbIX 4719 YCTaHOBNEHUA WU NPOBEPKU CMOCOBHOCTU M3Aenus AN AMarHoCTUKK in vitro gocTuraTb CBOEro
HasHayeHus.
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3.14 nocnenpogaxHoe HabnwgeHue (post-market surveillance): CuctemaTtudeckuii npoyecc cbopa u
aHanusa onbiTa, NoslyYeHHOrO B OTHOLUIEHUW MEeAUUMHCKUX U34ennid, BbiNYLLEHHbIX HA PbIHOK.

3.15 npogykuusa (product): PesynbtaT npoecca.

[ISO 9000:2005, nyHKT 3.4.2]

MpumeyaHuna

1 CyLecTBYIOT YeTblpe 06LUME KaTeropum nNpoayKumu:

- ycnyrn (Hanpumvep, NepeBo3ku):

- NporpamMMHble cpeacTsa (Hanpumep, KOMMboTepHas nporpamma, C/ioBapb);

- TEXHNYECKue cpeactea (Hanpumep, MexaHnyeckas YacTb Apuratess):

- nepepabatbiBaeMble MaTepuasibl (HanpymMep, CMaska).

MHorve BUObl NPOAYKUMM COOEPXAaT 3/1EMEHTbI, OTHOCALUMECH K Pas3/IMyHbIM OOLLWIM KaTeropusim npogykumn. OT-
HeceHve MPoAYyKUMN K ycnyram, nporpaMMHbIM, TEXHUYECKUM CpefcTBaM Win nepepabdarbiBaeMbiv MaTepriasiaM 3aBucuT
OT NpeobnajatoLLero aneMeHTa. HanpumMep, noctasnsemas NpoAyKLMS «aBTOMOOWU/Ib» COCTOUT U3 TEXHUYECKWX CPeacTB
(Hanpuvep, WuWH), nepepabaTbiBaeMbIXx MaTepuasioB (HanpumMep, roproyee, OXIKAALWAN XUAKOCTb), MPOrpaMMHbIX
cpefcTs (HanpyMep, NporpaMMHOEe ynpas/fieHne ABuratesieM, UHCTPYKUMA 011 BOAUTENA) U YCayrn (HanpumMep, pasbsc-
HEHWA MO 3KCM/yatauuy, faBaemble NpoLaBLOoM).

2 Ycnyra siBNsSieTCs pesybTaTtoM Mo MeHbLUE Mepe 0fHOro AeVicTBUS, 06s3aTeNbHO OCYLLECTBIEHHOTO NpU B3au-
MOAENCTBMM MOCTaBLLMKa U NOTPEOUTENS, W, KaK NpaBuIo, HeMaTepuasibHa.

MpepocTasneHne yciyrm MOXeT BK/loHaTb B cebs, Hanpymep, credytoLlee:

- [esATenbHOCTb, OCYLLECTB/IEHHYIO C MOCTaB/IEHHOW NOTpebuTenieM MaTepuanbHON NpoaykKumen (Hanpuvep, pe-
MOHT HEMCMpPaBHOrO aBTOMOGWSS):

- [eATeNbHOCTb, OCYLUECTB/IEHHYIO C MOCTaB/EHHOV NOTpebuTeneM HemartepuasibHOW NpoayKUuuin (Hanpuvep, co-
CTaB/ieHNe 3asB/1eHNs 0 fOX0AaX, HEOOXOAMMOrO A/1A ONpefeneHns pasmepa Haslora);

- NpefoCTaB/ieHe HeMaTepUasibHOW NPoAyKLMN (Hanpumep, UHAopMaLW B KOHTEKCTE nepeaaqn 3HaHuWi);

- CO3faHue ycnoBuin s notpedutenein (Hanpumvep, B rOCTMHMLAX WU pecTopaHax).

MporpamMMHOe CpefCcTBO COAEPHUT MHPOPMALMIO 1 OBbIMHO SIBMISIETCA HeMaTepuasibHbIM M MOXET ObiTb Takke B
chopme Noaxoaos, onepaunii Wiv npouenyp.

TexHnyeckoe CpeacTBo, Kak MpaBwno, ABNSETCH MaTepuasibHbIM, U er0 KOMMYECTBO BbIPAKAETCH UCUMC/ISEMON
XapakTepucTrkoii. MNepepabarbiBaemMble MaTepuasibl 0ObIMHO SABMSIOTCS MaTepuasibHbIMK, U MX KOSIMYECTBO BbIpaXaeTcs
HenpepbIBHO XapakTePUCTMKON. TeXHUYECK e CpeacTsa 1 nepepabatbiBaeMble MaTepuasibl YacTo Ha3bIBalOT TOBapamm.

3 [aHHoe onpefienieHrie TepMrHa «NPOAYKUMS» UMEET OT/IMYUA OT onpeaeneHns, npusedeHHoro B 1ISO 9000:2015.

3.16 3akynaemas npoaykumsa (purchased product): Mpoaykuusi, npefocTaBneHHas Kakoi-nn6o cTo-
POHOIA, HaXOAALLECA BHE CUCTEMbI MEHEKMEHTA KauecTBa opraHmsaluu.

n pnmedyaHne — ﬂpep,OCTaBneHme npoaykUunn He Bcerga CconpoBOXAaeTCA KOMMepYeCckumn in Ct)I/IHaHCO-
BbIMW COrnatleHnsamn.

3.17 pwuck (risk): CouyeTaHne BEpPOATHOCTU MPUYMHEHUS Bpeda U TSXKEeCTW 3Toro Bpeaa.
[ISO 14971:2007, nyHKT 2.16]

MpumeyaHne — 3TO oOnNpefeneHve «pucka» OTNIMYaeTCa OT onpeaeneHus, gaHHoro B 1ISO 9000:2015.

3.18 meHepxmeHT pucka (risk management): CuctemaTuyeckoe npMMeHeHue NoaUMTUKK, npoueayp u
NpakTUYecknx MeTOAOB MEHEeKMEeHTa A5 pPelleHus 3afady aHanu3a, OLEHUBaHUs, ynpaBfieHUst U MOHMUTO-
pviHra pucka.

[ISO 14971:2007, nyHKT 2.22]

3.19 cuctema 6apbepoB cTepunibHOCTK (sterile barrier system): MuHMManbHbIA KOMMNIEKC TEXHUYE-
CKNX CPeACTB, KOTOPbIA NpenAaTcTBYeT NPOHUKHOBEHUI0O MUKPOOPraHM3MOB 1 NO3BONSET 06ecneynTb CTepUsb-
HOCTb MPOAYKUMUM 40 €€ UCNOMb30BaHUS.

[ISO 11607-1:2006, nyHKT 3.22]

3.20 cTtepunbHoe meguumnHckoe mnsgenuve (sterile medical device): MeguuyunHckoe usgenue, cOoTBeT-
CTBylOLLEE TPEOOBAHNAM K CTEPUNBHOCTU.

MpumeuyaHne — TpeboBaHUA K CTEPUILHOCT MEAMLMHCKUX M3OeniA MOryT ObiTb YCTAHOBMEHbI MPUMEHU-
MbIMW PErySIMPYIOLLVIMIA TPEGOBaHMAMM U CTaHAApTaMM.
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4 Cunctema MeHemMKMeHTa KauyecTBa

4.1 O6wme TpeboBaHMA

4.1.1 OpraHu3zauus [oJ/iXHa [JOKYMEeHTMPOBaTb CUCTEMY MeHeMKMeHTa kauyecTBa U NoadepxuBaTb ee
pe3ynbTaTUBHOCTL B COOTBETCTBUM C TPeBOoBaHMUAMY HACTOSILLEro cTaHaapTa U NPUMEHUMbIMU PErYMPYIoLLX-
MM TpeboBaHusMU. OpraHu3auusi fo/KHa ycTaHaBAMBaTh, BHEAPATb M noafepxusatb fo6oe Tpe6oBaHue,
npoleaypy, AeATeNbHOCTb U MEepPOoNpUsATUE, KOTOPble A0/MKHbI 6biThb AOKYMEHTUPOBAHbLI B COOTBETCTBUM C
TPe6oBaHUAMU HACTOALLEro cTaHAapTa U NPUMEHUMbLIMU PETYNNPYIOLMMU TPe6oBaHUAMN.

OpraHusaumsi fo/mkHa LOKYMeHTaslbHO 0POpMUTb CBOHO(M) POsib(M) B COOTBETCTBMU C MPUMEHVMbIMU
perynupyoLwmmn Tpe6oBaHnsIMU.

MpumeuyaHne — Pomm, NPUHATLIE HA cEBA OpraHM3aLyeid, MOryT BKOUaTh B Ce6s POy U3roToBUTESS, YOS
HOMOYEHHOTO NPEACTaBUTESISl, UMMNOpTEPA WM AUCTPUOLIOTOPA.

4.1.2 OpraHusauusa [oskHa:

a) onpefenATb NpoLecchbl, HeobxoAnMmble AN CUCTEMbI MEHeKMeHTa kayecTa, U UX NPUMEHeHue B
opraHu3auum ¢ y4eToM posiei, MPUHATbLIX Ha cebs;

b) NPUMEHATb PUCK-OPUEHTUPOBAHHLIA MOAXOA K YNpaB/ieHW0 COOTBETCTBYIOLWMMW Mpoueccamu, He-
06X0AMMbIMU A1 CUCTEMbI MEHEXKMEHTa KayecTBa;

C) onpefenaTb nocnefoBaTeslbHOCTb W B3auMoAeicTBMe 3TUX NpoLEeccos.

4.1.3 [na Kaxporo npouecca B CUCTEME MeHe)KMeHTa kayecTBa opraHu3auuns AoshkHa:

a) onpenenaTb KPUTEPUM U METoAbl, HE0O6X0ANMbIE ANA obecnevyeHns pesynbTaTUBHOCTU, Kak Npu ocy-
LLLeCTB/IEHUN, TaK U NPV ynpas/ieHun 3TUMK Npoueccamu;

b) obecneuyvBaTb Ha/Mune pecypcoB U MHGOPMAaLMK, HEOBXOAUMbIX AN NOAAEPXKKN (DYHKLMOHUPOBA-
HUS U MOHUTOPMHIA 3TUX NPOLLECCOB;

C) OCYyLeCTBNATb AeCTBUSA, HEO6XoAUMble AN AOCTUMXEHUS 3an/iaHMPOBaHHbIX Pe3ynbTaToB U Noj-
AepxXaHus pesynbTaTUBHOCTU 3TUX NPOLLECCOB;

d) ocylecTBAATbE MOHUTOPUHI, U3MEPEeHNe, ecnin LenecoobpasHo, U aHannm3 3TUX NPoLEeccoB;

e) onpefenATb WU NoAfepxusaTb B paboyem COCTOSAHMM 3anucy 418 eEMOHCTPaunun COOTBETCTBUA Tpe-
60BaHMAM HacCTosLero ctaHgapTa u NPUMEeHUMbIM perynnpyrowmnm tpeéosaHuam (4.2.5).

4.1.4 OpraHu3aumsa fO/MHKHA OCYLLECTBAATbL MEHEMKMEHT 3TUX MPOLLECCOB CUCTEMbI MEHEMKMEHTa Ka-
yecTBa B COOTBETCTBUM C TPEOOBAHUAMW HACTOSALLErO CTaHAapTa v NPUMEHUMbIMWU peryimpyrowmMmm Tpe6o-
BaHUAMU. I3MEeHeHUs, BHOCMMbIE B 3TV NPOLLECChI, AO/DKHbI:

a) oueHMBaTbCA C TOYKM 3PEHUS BO3AENCTBUS Ha CUCTEMY MEHe)KMEeHTa KavyecTBa;

b) OuEeHMBATbLCA C TOYKM 3PEHWS BO3AENCTBUSA Ha MeAUUMHCKME K3[enus, Npou3BoAUMble B pamkax
CUCTEMbI MEHe[XMeHTa KayecTBa,

C) KOHTPO/IMPOBaTbLCS B COOTBETCTBUM C TPeBOBaHMAMM HACTOSLLEro CTaHAapTa U NPUMEHUMbIMU pery-
nvpylwmummn TpeboBaHnAMN.

4.1.5 Ecnn opraHusauus pelwaeTt nepefaTb Ha CTOPOHY BbINOSIHEHWE KakKoro-nMbo npouecca, BUALO-
LLero Ha COOTBETCTBME MPOAYKLMM TpeboBaHUAM, OHa A0/MKHA OCYLLeCTB/IATb MOHUTOPUMHI U obecneynBatb
CO CBOeil CTOPOHbI ynpaBneHne TakuMmu npoueccamu. OpraHusauus coxpaHseT OTBETCTBEHHOCTb 3a COOTBET-
CTBME Takoro npouecca TpeboBaHUAM HaCTOSLWEro ctaHgapTta, TpeboBaHuAM NoTpebuTens u NPUMeEHUMbIM
perynmpylowum TpeboBaHnsaM. YnpaBsieHme AO/MKHO ObiTb MPOMNOPLMOHANBHO PUCKY, CBA3AHHOMY C BO3MOX-
HOCTbIO BHeELUHel CTOPOHbI 06ecneyunTb COOTBETCTBUE TpeboBaHWAM MyHKTa 7.4. YnpasreHue AO/DKHO BKI0-
4yaTb MUCbMEHHbIE COrNalleHnss No KavecTBy.

4.1.6 OpraHuzaumsa AO/HKHA AOKYMEHTMpoBaTb Mpoueaypbl Bavgauny NPUMEHEHUS KOMMbKTEPHOro
NporpaMmMHoOro obecneyeHns, UCNOSIb3yEMOr0 B CUCTEME MEHeMKMeHTa kadectBa. NpunoXxeHus Takoro npo-
rpaMMHOro obecnevyeHnms Heo6XoAMMO Ba/MAMPOBaThL A0 Hayana NpUMEHeHWs W, ecnn LenecoobpasHo, no-
C/le BHECEHVA M3MEHEHWIT B NporpamMmMHoe obecnevyeHme uam ero NpuMeHeHue.

KoHKpeTHbIi nogxon v Buabl AEATENBHOCTM MO Bangauun u pesanvjaumy nporpaMMHOro obecnedye-
HUA AO/DKHbI 6bITb NPOMOPLMOHAsbHbI PUCKY, CBA3AHHOMY C MPUMMEHEHWEM Takoro nNporpaMmmHoro obecnedye-
HMA. 3anucu 06 3Tol feATeNbHOCTU AO/KHbI NOAAEPXKMBATLCSA B paboyeM cocTosiHuK (4.2.5).

4.2 TpeboBaHUA K JOKYMeEHTaLmu

4.2.1 O6wme NoNoxeHUs
JokymeHTauums cnuctemMbl MEHeMKMEHTa KavecTBa (4.2.4) Ao/DKHA BKIOYATb:
a) [OKYMeHTas/lbHO 0ChOpPMJIEHHbIE 3asIB/IEHNSI O NOUTUKE U LieNsax B 061acTu KauecTBa;
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b) pykoBoACTBO NO KayecTBy;

C) AOKYMEHTMpOBaHHble Mpoueaypbl 1 3anvucy, Tpebyemble HaCTOALMM CTaHA4apToOM;

d) AOKYMEHTbI, BKKOYas 3anucu, onpeaeneHHble opraHusaunein kak Heobxoanmbele ans obecneyeHns
pe3ynbTaTVBHOMO N/aHMPOBaHUSA, OCYLLECTB/IEHUSA MPOLECCOB W yNpaBieHNs 1My,

€) APYryto AOKYMEeHTauno, YCTaHOB/IEHHYIO MPUMEHUMbIMU PEryVpYOLWUMN TpeboBaHNAMN.

4.2.2 PyKoBOACTBO MO Ka4yecTBy

OpraHusauns fo/xHa AOKYMEHTUPOBAaTbL PYKOBOACTBO MO KAaYecTBy, cofepKallee:

a) 0651acTb NPUMEHEHUS CUCTEMbI MEHe)KMEHTa kavyecTBa, BKI4Yas nogpobHOCTM U 060CHOBaHUE Nio-
ObIX UCKIOYEHUA MMM HENPUMEHEHMS,

b) AOKYMEHTMpOBaHHbIE npoueaypbl, pas3paboTaHHble AN CUCTEMbl MEHeMKMeHTa KadvecTBa, W
CCbIJIKN Ha HUX;

C) onucaHue B3aMMOZEelCTBMA NPOoLEecCOB CUCTEMbI MEHEMKMEHTa KayecTBa.

PyKoBOACTBO MO KayecTBY [AO/DKHO ONpefensATb CTPYKTYpY AOKyMeHTauuu, UCNofib3yemMoil B cUCTEMe
MeHe)KMeHTa KayecTsa.

4.2.3 ®daiin MeanLMHCKOro naaenus

[ns kaxgoro Tuna wam cemencTsa MefuLUHCKAX U3LEeNWil opraHnsaumnsa Ao/mKHa co3faTb U NoAAepXKu-
BaTb B paboyemM COCTOSHWUM OfWH WU HECKONbKo haiifioB, copepxallmx AOKYMEHTbl WK AaloLnX CCbITKU Ha
HVX, 4N NOATBEPXAEHUS COOTBETCTBMA TPeBOBaHUAM HaCcTOSAWEro cTaHgapTa WU NPUMEHUMbIM peryanpyto-
LWyM TpeboBaHnAM.

CogepxaHve aiina(oB) 4O/MKHO BKAOYaTL MO MEHbLUER Mepe:

a) obuiee onvcaHne MeAULNHCKOrO U3aesnvs, ero NnpefycMOoTPEHHOro HadHavYeHA/NMPUMEHEHUSA, MapKn-
POBKW, BK/tOYas N06ble MHCTPYKLUU NO MPUMEHEHUIO;

b) cneuudgumkauun NPOAYKUUN;

C) cneuundwmkaumy nnu npoueaypbl NPOM3BOACTBA, YMNaKOBKW, XpaHeHWs, obpalleHus c u3genvem, a
Takke gucTpuoyumnm;

d) npouenypbl N3MEpPEHNS U MOHUTOPUHTA,;

e) TpeboBaHUSA K MOHTaxy, ecnu NpuMeHNMo;

f) npoueaypbl TEXHNYECKOrO 06CNYXMBaHUSA, €CNN NPUMEHNMO.

4.2.4 ynpaB/ieHNe OOKYMeHTamMu

JlokyMeHTamMun cucTeMbl MEHEKMEHTa KayecTBa Heob6xoAMMOo ynpaB/sTb. 3anucu — 0ocobblil BUA f0-
KYMEHTOB, M MW HaAo yNpaBnATb COracHO TpeboBaHWUAM, NPUBEAEHHbIM B NyHkTe 4.2.5.

[nsa onpepeneHns Heo6xoAMMbIX CPEACTB ynpas/sieHus Ao/HkHa OblTb paspaboTaHa AOKYMEHTUPOBaH-
Haa npoueaypa, npegycMmarpusarowas:

a) aHanmM3 u ohuumnanbHoe ofobpeHne AOKYMEHTOB C TOUYKM 3PEHNS MX afeKBaTHOCTU [0 WX BbIMYCKa,;

b) aHanu3 1 akTyanusauuio, No mepe HeobXxoAMMOCTM, U MOBTOPHOE odmumnanbHoe of06peHne A0Ky-
MEHTOB;

c) obecneyeHne MAeHTMUKALUN U3MEHEHUI K cTaTyca nepecmoTpa AOKYMEHTOB;

d) obecneyeHne HaMuMa COOTBETCTBYHOLUNX BEPCUli JOKYMEHTOB B MecCTax WX NPUMEHeHUs;

e) obecneyeHne coxpaHeHUs JOKYMEHTOB YETKUMU U Nerko naeHTuduumpyembimu,

f) obecneuyeHne ngeHTUUKaLUM GOKYMEHTOB BHELUHEro NPOUCXOXAEHMSA, OnpeeneHHbIX OpraHn3auu-
eli Kak Heobxoaumble ANa NNaHUpPoBaHUSA U PYHKLUUOHMPOBAHUSA CUCTEMbI MEHeKMeHTa KayecTsa, U ynpas-
NIeHne NX pacchbl/IKoii;

4) npefoTBpalleHne nopyu Wim notepu AOKYMEHTOB;

h) npefoTBpalleHne HenpeaHamMepeHHOro UCNoNb30BaHWSA YCTapeBLIMX AOKYMEHTOB W MPUMEHEHue
COOTBETCTBYIOLWLEN NAEHTUDMKALNUN K HAM.

OpraHusauus go/mkHa obecneumBaTb aHanus u oduumanbHoe oA06peHue U3MeHeHuli B JOKYMEeHTax
NMBO LO/MKHOCTHLIM SIMLOM, 0A06PUBLUMM NepPBOHAYasIbHbIN AOKYMEHT, MM60 APYrUM cneunanbHO Ha3HauveH-
HbIM [O/DKHOCTHbLIM J/IMLOM, MMEKLWMM AOCTYN K COOTBETCTBYOLLEN WCXOAHOW MHGIOpMaLMK, HA OCHOBAHWUK
KOTOPOV MpUMHUMAaETCs peLleHue.

OpraHusaums Ao/mkHa onpeaensatb nepuos BpeEMEHU, B TEYEHMEe KOTOPOro crefyeT XpaHuTb He MeHee
OOHOW KOMUU yCcTapeBLUMX AOKYMEHTOB. Ha 3TOT nepuof A0/MKEeH 6biTb 06ecneyeH AOCTYN K OKYMEHTaM, B
COOTBETCTBMM C KOTOPbIMUA MEeAULMHCKOE u3genve Obl10 U3rOTOBEHO M UCMbITAHO, B TedeHue, No KpaliHei
Mepe, cpoka Cnyxbbl n3genus, onpegeneHHoro opraHusauueld, Ho He MeHee Cpoka XpaHeHus Nbol UToro-
BOW 3anucu (4.2.5) nam B COOTBETCTBUM C NPUMEHUMbIMWU PErYANPYIOLLUMU TPeOGOBaHNSAMM.

4.2.5 YnpaBneHune 3anucamm

3anucy JOo/DKHbI NogaepXmBaTbCs B paboyeM COCTOSHMM ANS NpefoCcTaB/ieHUs CBUAETESIbCTB COOT-
BETCTBMSA TPEe6OBaHUAM U pe3ynbTaTUBHOIO (DYHKLMOHMPOBAHUSA CUCTEMbI MEHeXMeHTa kKadecTtBa. OpraHu-

6
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3auna Jo/mKHA AOKYMeHTMpoBaThb Npouedypbl ANns onpefeneHus cpeacTs ynpaBfieHusl, Heob6XoAMMbIX As
naeHTUUKaLMN, XpaHeHns, 6e30NacHOCTU U LLeSIOCTHOCTM, BOCCTAHOBJIEHWS], BK/tOUasi onpesesieHnst CPoKoB
XpaHeHUs 1 nopsigka U3bATAS 3anuceil.

OpraHusaumst Ao/mkHa onpeaennTb U BHeApPUTbL METOAbl 3aliuThl KOH(PUAEHUMANbHON MHopMaLun o
3[0pOBbE, CofepXalleiics B 3anucsx, B COOTBETCTBMM C MPUMEHUMbBIMU PETYSIMPYIOWUMN TPEGOBAHUSMU.

3anucy JoSKHbI 0CTaBaTbCsl YETKUMU, JIETKO UAEHTUMLMPYEMBIMI 1 BOCCTaHaBIMBaEMbIMU. 3mMeHe-
HUSA B 3aMUCSX AO/IKHbI 6bITb UAEHTUDULMPYEMbBIMU,

OpraHusaumst 4o/mMKHA XpaHUTb 3anucy B TeUeHUe, Mo KpaiiHel Mepe, cpoka CiyX6bl MegULMHCKOTo 13-
[enusi, onpeAeneHHoro opraHusaunein, Ho He MeHee ABYX JIET C MOMEHTA BbiNycka MeAUUMHCKOrO M3aenus
opraHusauuei unvM B COOTBETCTBUMN C NPVMEHUMbIMU PETYSIMPYIOWUMN TPEGOBAHUSIMUA.

5 OTBeTCTBEHHOCTb PYKOBOACTBa

5.1 O6s3aTesnibCTBa pyKoBoAcCTBa

Boicluee pyKoBOACTBO OpraHumsalvn OO/DKHO MpefocTaBnATh CBUAETENbCTBA CBOEN MPUBEPXEHHOCTU
pa3paboTke M BHEAPEHWIO CUCTEMblI MEHEKMEHTa KauyecTBa, a Takke MOAAEpXaHWI ee pe3y/ibTaTUBHOCTM
nocpeacTBoM:

a) [oBefAeHMA 00 CBeAEeHWS opraHv3auuy BaXKHOCTW BbIMOMHEHUS TpeboBaHuii NnoTpebuTens, a Takke
NPYMEHUMbIX PErynupyLlmnx TpebosaHunii;

b) pa3paboTkM NONNTUKA B 06N1ACTM KayecTBa;

c) obecneyeHuss paspaboTku Lenein B 061acT kayecTBa;

d) npoBefeHuss aHanM3a co CTOPOHbI PYKOBOACTBA,;

e) obecrneyeHnss HeOO6XoANMbIMU pecypcamu.

5.2 OpueHTauunsa Ha notpebutens

Bbicluee pyKoBOACTBO AO/MKHO o6ecneunBath onpegesieHe 1 BbinosiHeHUe Tpe6oBaHuii noTpebutens u
MPUMEHUMbIX PETYINPYIOLWNX TPEGOBAHUIA.

5.3 Monutuka B 06/1aCTN KayecTBa

BbicLuee pyKOBOACTBO [O/HKHO 06ecneunBath, YToObl NMOAMTMKA B 061aCTV KauyecTBa:

a) COOTBETCTBOBAsIa CTPATErMUECKUM HaMepPeHUsIM opraHu3auum;

b) BK/louasna 0653aTe/IbCTBO COOTBETCTBOBATL TPpe6OBaHMSIM CUCTEMbI MEHEXMEHTA KayecTBa U nog-
fepXnBaTb ee pesynbTaTUBHOCTb;

c) obecneunBasia OCHOBbI [/11 NOCTAHOBKU 1 aHa/IM3a Lenei B 06/1acTU KauecTBa;

d) 6bina goBefeHa [0 CBeAEHUS MepcoHana opraHu3auun 1 NoHSATHA emy;

€) aHa/M3npoBasiacb Ha NOCTOSHHYIO MPUrOLHOCTb.

5.4 TlnaHnpoBaHue

5.4.1 Uenn B o6nactn kadyecTtsa

Bbicllee pyKOBOACTBO opraHm3auum AO/MKHO obecneynTb, YTOObLI Lenn B 06nactu KayecTBa, BKIOYas
Te, KOTopble HEOOXOANMbI ANA BbINOSHEHNS NPUMEHUMbBIX Perynupyowmx TpebosaHuii n TpebosaHuii K Npo-
OyKuMK, 6blMN YCTAHOB/EHb! 415 COOTBETCTBYIOLMX QOYHKLUA 1 HA COOTBETCTBYIOLLMX YPOBHAX BHYTPW Opra-
HM3aumun. Lenn B 06nactn kavyectsa A0/MKHbI ObITb U3MEPVMMBIMU 1 COFTaCOBaHHbIMM C NOINTUKONM B 06M1acTy
KayecTBa.

5.4.2 TlnaHnpoBaHWe CUCTEMbl MEHe)XKMeHTa KayecTBa

Bbiclwiee pyKoBOACTBO A0/MKHO obecrneumsBathb:

a) nnaHMpoBaHUE CUCTEMbI MEHe[XMeHTa KauyecTBa 415 BbINOMHEHUS TpeboBaHWii, NPUBEAEHHbIX B
nyHkTe 4.1, a Takke ANns AOCTWXEHUs Lenein B 06nactu KkayecTsa,;

b) coxpaHeHue LesIOCTHOCTM CUCTEMbl MEHE)KMEHTa KayecTBa npu naaHUpoBaHUN U BHELPEHUM B Hee
N3MEHEHWIA.

5.5 OTBETCTBEHHOCTb, NOJIHOMOUYNSA N 0O6MeEH MHdopMaLmeii

5.5.1 OTBETCTBEHHOCTb U MOJSIHOMOYUA

Bobiclwee pykoBOACTBO AO/HKHO 06ecneynTb, YTO6bl OTBETCTBEHHOCTb U MOJIHOMOYUA Obl/IM onpegeneHsbl,
[OKYMEeHTUpOoBaHbl 1 f0BefeHbl [0 CBefeHNs nepcoHasna opraHusauuu.
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Boicllee pyKOBOACTBO AO/MKHO AOKYMEHTMPOBATb B3auMoAelicTBUe nepcoHana, pykoBoAsLero, BbInos-
HAOLWero n sepuduumnpytowero paboty no obecneyeHnio kayectsa, 1 obecrneymaTb NOJIHOMOYMA N HE3aBU-
CYMOCTb, HEO6X0AMMble AN BbINOSIHEHUA 3TUX 3ajad.

5.5.2 lpepacTtaBUTE/ L PYKOBOACTBA

Bbicllee pykoBOACTBO AO/HKHO Ha3HauuTb NpeAcTaBUTeNs K3 coctaBa PYKOBOACTBA, KOTOPbI He3aBu-
CMMO OT Apyrnx obaszaHHoCTel 06nagaeT OTBETCTBEHHOCTLIO U NOSTHOMOUYMAMMU, BKIHOYHAIOLLMMM:

a) obecneyeHne TOro, 4YTo6bl MPOLLECChl, HEOBXOANMbIE A1 CUCTEMbl MeHeXMeHTa kavyecTBa, Obliv
OOKYMEHTMPOBaHbI;

b) npeacTasBfieHVe OTYETOB BbICLLIEMY PYKOBOACTBY O pe3ynbTaTUBHOCTM CUCTEMblI MEHeKMeHTa Kaye-
CTBa M Heobxo4MMOCTK ynyyweHus (8.5);

c) obecneyeHne pacnpocTpaHeHUss MOHUMAaHUSA MPUMEHUMbIX PErynnpyroLmnx TpebosaHnii 1 Tpebosa-
HWIA CUCTEeMbl MEHE)KMEHTa kayecTBa B paMkax BCeil opraHvsauuu.

5.5.3 BHyTpeHHUn o6MeH MHdopMmauneni

Bbicllee pyKkoBOACTBO [O/DKHO obGecneuyvsartb pa3paboTKy B opraHmsauuy COOTBETCTBYIOLLMX MpoLec-
coB 0b6MeHa nHdopmaLmei, B TOM yncsie nNo BOMpocaMm pesynbTaTUBHOCTU CUCTEMbl MEHEeLXMeHTa KavecTBa.

5.6 AHaNN3 Co CTOPOHbI PYKOBOACTBA

5.6.1 O6Lne NosioxXeHus

OpraHusaums fo/mkHa AOKYMeHTMpoBaTb npoueaypbl 418 aHanu3a co CTOPOHbI PyKOBOACTBA. Bbiclwee
pyKOBOACTBO AOJ/DKHO aHanvM3vmpoBaTb 4yepe3 AOKYyMeHTaslbHO 3anjaHMpoBaHHble WHTEepBasibl CUCTEMY Me-
He)KMeHTa KayecTBa opraHvM3auun ¢ uenbo obecneyeHns ee NoCTOAHHON NPUrogHOCTU, aflekBaTHOCTU U pe-
3y/IbTAaTUBHOCTU. AHANN3 AO/DKEH BK/IOYATb OLLEHKY BO3MOXHOCTEN Y/yUlIEeHUss 1 HEO6XOAUMOCTY BHECEHWUS
N3MEHeHW B CUCTEMY MeEHe[)KMeHTa KayecTBa opraHusauuu, B TOM 4Yuc/ie B NOAUTUKE U Lensx B obnactu
KayecTBa.

3anucy aHanm3sa co CTOPOHbI PYKOBOACTBA AOJ/DKHbI NognepxuBarbca B paboyem coctosHuu (4.2.5).

5.6.2 BxogHble gaHHble AN aHa/m3a

BxogHble faHHble ON1A aHanmM3a Co CTOPOHbI PYKOBOACTBA AO/IKHbI BK/OYATb, HO HE OrpaHn4MBaTbLCA
3TUM, CneayoLwwy NHpopMauumo, NoyyeHHy us:

a) obpaTHOI CBA3W;

b) obpalleHns ¢ NpeTeHsuneil;

C) OTYETHOCTM B perynupyoLime opraHsl,

d) ayguTos;

€) MOHWUTOPUHIa U M3MepPeHns NpoLLeccos;

f) MOHMTOpWHIra 1 N3MepeHnsa NPoayKUUK;

) KOpPPEKTMPYHOLEro AencTeus;

h) npegynpexpatoLiero gelicTeus;

i) nocneaywLwmnx 4eNCTBUA, BbiTEKAKOLWMX U3 NpeablAyLLMX aHa/IM30B CO CTOPOHbI PYKOBOACTBA;

j) V3MeHeHwuiA, KoTopble MOr/IM 6bl NOBAUATL HA CUCTEMY MEHeXMeHTa KayecTBa,

k) pekomeHgauuii NO yAy4yLEHNO;

I) HOBbIX WM NEPECMOTPEHHbIX NPUMEHUMbIX PErYUPYOLWMX TpeboBaHNIA.

5.6.3 BbIXOoAHble faHHble AN aHann3a

BbIxofHble faHHble aHa/iM3a CO CTOPOHbl PYKOBOACTBa [AOJ/DKHbl ObiTb 3aperucrpupoBaHbl (4.2.5) n
BK/IHOYaTb MPOaHaNN3NpoOBaHHble BXOAHbIE AaHHbIe U 106ble pelleHnst U eicTBMS, OTHOCALMEeCs K

a) ynydweHusm, HeobxoAnMbIM AN NOAAEepPXaHUSA NPUroAHOCTU, afeKBaTHOCTU U pe3y/ibTaTUBHOCTU
CUCTEMbl MEHe[XMeHTa KayecTBa ¥ ee MnpoLeccos;

b) yny4ylleHuo NPOAYKUNM COr/lacHO TpeboBaHUsAM MoTpebutenei;

C) U3MEHeHWs M, HeobXoAMMbIM A/1 pearMpoBaHns Ha HOBblE UM NEePecMOTPEHHbIe NMPUMEHVMbIE pe-
rynupytowme TpeboBaHns;

d) noTpebHOCTM B pecypcax.

6 MeHeoXMeHT pecypcoB

6.1 Ob6ecnevyeHne pecypcammu

OpraHusaumst go/mkHa onpeaensite U o6ecneynBaTtb pecypcbl, Heo6xoAUMble AN
a) BHeApPEeHUsl CUCTEMbl MeHeMKMEHTa KauecTBa W NoAAepXaHusi ee pesynbTaTUBHOCTY;
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b) cooTBeTCTBMA MPMMEHMMbIM PeErympylowmum TpeboBaHnsM 1 TpeboBaHUAM NoTpebuTens.
6.2 YesioBeuveckue pecypchl

MepcoHan, oCyLWeCcTBNAOWMNIA AEATENLHOCTb, BANAIOLWLYIO HA Ka4eCTBO NPOAYKUUW, [O/MKEH ObiTb KOM-
NeTeHTHbIM B COOTBETCTBUW C MONyYEeHHbIM 06pa3oBaHneM, NMOATOTOBKOW, HaBblKaMW W OMbITOM.

OpraHu3auus foskHa AOKYMeHTMpoBaTth npouecc(bl), onpeaensiowmnin(e) KOMNeTeHTHOCTL NepcoHana,
nposefieHne obyyeHus, obecneyeHne MHPOPMUPOBAHHOCTUN NepcoHana.

OpraHusauus fosxHa:

a) onpefensAitb HEOOXOAMMYK KOMMETEHTHOCTbL NepcoHana, oCyLwecTBASALEro AeATelbHOCTb, BANUSIO-
LLYI0 Ha KayecTBO NPOAYKUUU;

b) obecneumBaTb NOAITOTOBKY WM NPeANPUHUMATL Apyrue feicTBuUsa AN JOCTUXEHUS Wav noaaepxa-
HVSA HeoBXOAMMOIN KOMNETEHTHOCTMH,;

C) OuUeHMBaTb Pe3yNbTaTUBHOCTb NPUHATLIX Mep;

d) obecneyvBaTb 0CBELOMSIEHHOCTL CBOEr0 NnepcoHana 06 akTyasibHOCTU U BaXHOCTU €ro geAtesibHo-
CTV 1 BKIaJe B JOCTUXEHUE Lienell B 061acT KayecTsa;

e) noadepxueartb B paboyem COCTOSAHWM COOTBETCTBYOLME 3anucu o6 obpasoBaHMK, NOAroToBke, Ha-
Bblkax n onbiTe (4.2.5).

M punmedyaHne — MeTogonorus, mcnonblyemMas ansa NpoBepKN Pe3yibTaTUBHOCTU, AO/DKHa ObITb nponopuno-
Ha/lbHa pPUCKY, CBA3AaHHOMY C AEATE/IbHOCTbIO, B OTHOLLEHUN KOTOpOI7I npoeegeHo O6y‘-IEHI/Ie Wi nHble ,Cl,el7|CTBI/IFL

6.3 NHdpacTpyKkTypa

OpraHusaumst Ao/mxHa JOKYMeHTMPoBaTh Tpe6oBaHUS K MHDPACTPYKTYpe, HEOBGXOAUMOI ANns AoCcTUXe-
HUA COOTBETCTBUSA TPEBOBaHMUAM K MPOAYKLMUM, NpeoTBpaLleHns nepenyToiBaHWs NPOAyKUMKU 1 obecneyeHus
Hag/iexallero ob6paLlleHus ¢ Heil.

NHgpacTpykTypa MOXeT BKIoUaTb, €C/n Lienecoo6pasHo:

a) 3gaHus, pabouyee NPOCTPAHCTBO U CBSA3AHHbLIE C HUM CUCTEMbl MHXEHEPHOro oGecneyeHus;

b) o6opyfoBaHue, BK/OYas TEXHUYECKME U NPOrpaMMHble CPeACTBa;

C) BcrnomoratesibHble ycnyri (Hanpumep, TPaHCnopT, CBA3b UM MHADOPMALMOHHbIE CUCTEMBI).

OpraHuzaums [o/mkHa [0KYMEHTMPOBaTb TPE6GOBaHUA K AESTENIbHOCTM MO TEXHUUYECKOMY 06C/yXMBa-
HUIO, B TOM YMC/ie MHTEPBasbl BbINOJIHEHNS Pa6OT MO TEXHUYECKOMY OGCAYXMUBAHUIO, €Cnn 3TV AEACTBUS UK
UX OTCYTCTBME MOTYT MOB/MATL Ha KA4ecTBO MPOAYKLUN.

Ecnu uenecoo6pasHo, Tpe6oBaHus [0/MKHbI NPUMEHATLCS K 060pYyA0BaHNI0, UCMOIb3YeMOMY B Mpous3-
BOZACTBE, A/151 ynpaB/ieHVs1 NPOU3BOACTBEHHON Cpenoii, MOHUTOPUHIA U U3MEPEHUS.

3anncu Takoro TeXHUYECKoro 06CyX1BaHUS AO/KHbI NOAAEPXMBATLCA B pabouem cocTosiHuK (4.2.5).

6.4 lMponsBoacTBeHHas cpefa M KOHTPOJ1b 3arps3HeHnsa

6.4.1 Tpou3BOACTBEHHaA cpefa

OpraHu3auns A0/HKHa AOKYMEHTUpOoBaTb TpeboBaHUS K MPOM3BOACTBEHHOW cpefe, HeobxoauMon ans
[OCTUXKEHUA COOTBETCTBUA TPebOoBaHUAM K NPOAYKLUN.

Ecnn ycnosns npon3BOACTBEHHONM cpefbl MOryT OKasaTb HeraTMBHOE B/IMSIHWME HA KayeCcTBO NPOAYKLMM,
opraHu3auns Ao/HKHa AOKYMEHTMpOoBaTb TpeboBaHMsA K NPON3BOACTBEHHONM cpefe 1 npoueaypbl A4S MOHUTO-
pvHra n ynpaBfieHna NpPou3BOACTBEHHON cpenoi.

OpraHusauns foskHa:

a) paspaboTatb LOKYMEHTUPOBaHHble TPebOBaHWSA K COCTOSHWMIO 3[40pPOBbS, YUNCTOTE M Ofexae nepco-
Hana, ec/iM KOHTaKT MexXay NepcoHasiom v NpoAyKuMein uam npou3BOACTBEHHON Cpefoil MOXeT okasaTb BAU-
AHMe Ha 6e30MacHOCTb MeAULMUHCKOrO U3enns Wam ero (pyHKUMOHaIbHble XapaKTepUCTUKK;

b) 06ecneynTb, YTOObI BECb MEpPCOHasl, BPEMEHHO paboTalLmili B 0CO6bIX YCNOBUAX NMPOMU3BOACTBEH-
HOI1 cpedbl, 6bl1 KOMNETEHTHLIM WM HaxoAwacsa nog HabnwaeHneM KOMMNEeTEHTHOro fmua.

MpumeyvyaHne — [ONOMHUTENBbHYIO WHGOPMALIMIO MOXHO Halit B ISO 14644 1 1ISO 14698.

6.4.2 KOHTpoO/ib 3arpsAsHeHunsa

Ecnn uenecoobpasHo, opraHusaumsa [o/DKHa MaHMpoBaTh UM JOKYMEHTUpOBaTb Mepbl A8 KOHTPONA
3arpsA3HEHHON My NOTeHLMaNbHO 3arpsA3HEHHONM NPOAYKLMU C Lenblo NpefoTBpalleHus 3arpsa3HeHns npomns-
BO/ZCTBEHHOI cpefbl, NnepcoHana unm npoaykuum.

Ans cTepunbHbIX MEAULMHCKUX U3AENNA opraHu3auma fo/KHA [OKYMEHTUpoBaTh TpeboBaHua K ynpas-
NIEHNI0 3arpsA3HEeHMemM MUKpOOpraHu3mMamu Unm TBepAbIMU YacTuuamu 1 nogaepxumsaTb TPEOyemMyo YUCTOTY
B npoLeccax c60pku 1 ynakoBKu.
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7 TMpouecchl XM3HEHHOTO LKA NpoAyKumnn

7.1 MnaHupoBaHMe NPOLLECCOB XWU3HEHHOro UMKa nNpoayKuum

OpraHu3auus go/mkHa MaaHupoBaTbh M paspabaTbiBaTb NpoLEecChl, HeobxoAuMble An1s obecrneyeHus
XW3HEHHOTO UuKia Npoaykumun. MNMaaHMpoBaHue MpPOLEeCcCOB XU3HEHHOTO Lukia nNpoayKumum AO/HKHO ObiTb CO-
rnacoBaHo ¢ TpeboBaHWAMMK K ApYrMM npoLleccaM CUCTeMbl MEeHeXMeHTa kavecTsa.

OpraHu3auus fo/mKHa OOKYMEHTMPOBATbL OAMH WM Gofiee MPOLECCOB MeHeMXMeHTa pucka B npouec-
Cax XU3HEHHOro LMKNa NpoayKumm.

3anuncn nNo MeHeLKMEHTY pucka AO/MKHbI NoAAepXMBaTbcs B paboyem cocTosHuu (4.2.5).

Mpy NNaHMpoBaHUM MPOLECCOB XU3HEHHOTO LKA NPOAYKUUM OpraHm3auns Ao/HKHa YCTaHOBUTb, €C/in
LienecoobpasHo:

a) uenu B 06nactu Kayectsa 1 TpeboBaHUA K NPOAYKLMHK;

b) noTpebHOCTb B pa3paboTke MPOLIECCOB, AOKYMEHTOB (4.2.4), a Takke B o6ecnevyeHnn pecypcamm ans
KOHKPETHOI NpoAyKuun, BKIOYas MHppacTPyKTypy M NPOU3BOACTBEHHYIO CpPeay;

C) HeobxoAMMyl0 [eATeNbHOCTb N0 Bepudmkauun, Banuaaunm, MOHUTOPUHTY, KOHTPOO U UCMbITAHK-
AM, 06paboTke, XpaHEHWIO, pacnpefesieHn0 1 NPOC/IEXNBAEMOCTN KOHKPETHOM NpoAyKUMM BMECTe C KpuTe-
pUsSMU MPUEMKM NPOAYKL MU,

d) sanucu, Heobxoaumble AN obecneyvyeHus CBUAETENbCTBA TOr0, YTO MNPOLLECCHI XU3HEHHOrO LuKia
NpoayKUMM 1 rotoBast NPOAyKLMsi COOTBETCTBYIOT TpeboBaHUsM (4.2.5).

PesynbTatbl 3T0r0 NaaHMPoOBaHUA A0/DKHbI ObiTb AOKYMEHTMpPOBaHbI B (hopMe, COOTBETCTBYIOLLEl Mpak-
TVKE OpraHusauun.

MpumeyvyaHne — [ONONHATENBHYIO MHAIOPMALMIO MOXHO Halith B ISO 14971,
7.2 Tlpouecchbl, cBA3aHHbIe C NOTpebuTensamm

7.2.1 OnpepeneHve TpeboBaHWi, OTHOCALLMXCA K NPOAYKLUN

OpraHusauns fosxHa onpeaennTb:

a) TpeboBaHuA NoTpebuTens, BkawYas TpeboBaHWUS K NOCTaBKe M AeATENIbHOCTW NOC/e MOCTaBKy;

b) TpeboBaHusA, He onpefeneHHble NnoTpebuTenem, HoO Heo6XxoauMble A1 KOHKPETHOro Wan npegnona-
raemMoro Ucnonb30oBaHus, KOrga OHO U3BECTHO;

C) NpYMeHUMble perynupylowme TpeboBaHUsA, OTHOCALMECS K NPOAYKUNN;

d) nwboe obydeHne nonbloBartenein, Heobxogumoe ANns obecnevyeHns 3afaHHbIX PYHKLNOHA/bHbIX Xa-
pakTepucTuK 1 6e30NacHOCTV NPUMEHEHUS MeLULUHCKOTO U3aenns;

e) ntobble AoNONHUTENbHBIE TPeboBaHUA, onpeenieHHble opraHu3aLlme.

7.2.2 AHanus TpeboBaHWin, OTHOCALWNXCA K NPOAYKLNN

OpraHusaums [o/hkHa aHanM3mpoBaTb TpeboBaHWA, OTHOCALWMECH K NPOAYKUUW. DTOT aHan3 [OJKeH
NpoOBOAUTLCA A0 NPUHATUSA opraHu3aumeli 06a3aTenibCTBa NOCTaBAATbL NPOAYKUMIO NOTpebutento (Hanpumep,
yyacTusi B TeHAepax, NMPUHATUS KOHTPAKTOB WIN 3aKa30B, NMPUHATUSA U3MEHEHWUI K KOHTpakTam Wau 3akasam)
n fonxeH obecneunBaTb:

a) onpejesieHue N JOKYMeHTMpoBaHue TpeboBaHUn K NpoayKLuK;

b) cornacoBaHve Tpeb6OBaHU KOHTPaKTa WAM 3aKasa, OT/IMYalLnXCca OT paHee cOpMyINPOBaHHbIX;

C) BbINOSIHEHWE MPUMEHUMbBIX PEryNNPYOWNX TpeboBaHWiA;

d) nboe obyyeHue a8 nosb3oBaTenein B COOTBETCTBUM C MYHKTOM 7.2.1, ero 4OCTYNHOCTb WK MAaHu-
poBaHve obecneyvyeHns AOCTYMNHOCTK;

€) CnocobHOCTb OpraHM3auun cOOTBETCTBOBATb ONpefesieHHbIM TpeboBaHMAM.

3anucuy pesynbTaToB aHasm3a 1 nocnefyuwmnx AecTBUiA, BbiTEKaLWmMX U3 aHanm3a, AO/KHbI noaaep-
XuBatbCs B paboyem cocTosHum (4.2.5).

Ecnn noTpebutens He nNpeacTaBui LOKYMEHTMPOBaHHbIX TPe6OBaHWUA, opraHusalmsa Ao/HkHa NoATBep-
ONTb UX Yy NoTpebuTensa A0 MPUHATUA K UCNOMHEHNIO.

Ecnn TpeboBaHUsA K MpoAyKUMU WM3MEHEHbI, OpraHu3aunsa fo/mKHa obecneynTb, 4YTOObl COOTBETCTBYIO-
LiMe OOKYMEHTbI Obl/IM MCNPaB/EHbI, @ COOTBETCTBYIOWMIA NepcoHan 6bi1 NPOMH(OPMUPOBAH 06 N3MEHMB-
Lmxca TpeboBaHUAX.

7.2.3 CBA3b C noTpebutensmu

OpraHusaums [o/mkHa nnaHupoBaTb U AOKYMEHTMPOBATbL Mepbl M0 NOAAEPXaHUI0 CBA3N C noTpebute-
naMun, Kacatwowmecs:

a) WHopmaunm o NPoOAyKLUK;
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b) mpoxoxaeHusi 3anpocoB, KOHTpPaKTa WAM 3akas3a, BK/IlYasi U3MEHEHWS;

C) obpaTHoI cBA3M C NOTpebuTesnieM, BKIYas NpeTeH3un notpebutenei;

d) MoACHMTENbHbIX YBEAOMNEHNIA.

OpraHu3auus fo/mkHa NoAaepXuBaTb CBSA3b C PErysiMpylowmMMmM opraHamu B COOTBETCTBUM C MPUMEHU-
MbIMW PerynupyoLwumm TpeboBaHnsaMU.

7.3 TlpoekTnpoBaHue n paspaboTtka

7.3.1 OO6LWwme nosioxeHUs

OpraHusauns fosmxHa OKYMEHTUPOBATh Npoueaypbl NPOEeKTUPOBaHUA 1 pa3paboTku.

7.3.2 MnaHupoBaHMe NPOEKTUPOBAHUS U Pa3paboTKu

OpraHusaumsa Ao/mKHa nnaHMpoBaTb W yNpaBAsaTb NPOeKTMpOoBaHMEM U pa3paboTkoin npoaykuun. Ecnu
LenecoobpasHo, 4OKyMeHTauMa No NAaHMpoBaHUI0 NMPOEKTUPOBAHNA U pa3paboTkn AO/MKHA NoAAepXMBaTbCA
1 0BHOBNATLCS MO X0y NPOEKTUPOBAHUSA U pas3paboTKu.

B xone nnaHupoBaHMa NPOeKTUPOBaHMA U paspaboTky opraHm3aums Ao/HKHA AOKYMEHTMPOBaTh:

a) cTagun NpoeKkTUpOoBaHUSA U pa3paboTku;

b) aHanu3(bl), HEOBGXO4NMbIE HA KaXAOW CTaguMn NPOEKTUPOBaHUA U pas3paboTku;

C) [eATenbHOCTbL NO Bepudmkauuy, Banupauuy v nepejaye npoekra, ecnm 310 LenecoobpasHo ans
Kax4oli ctagum NpoekTpoBaHusa 1 pa3paboTku;

d) OTBETCTBEHHOCTb M MOSIHOMOYKS B 06M1aCTM MPOEKTUPOBAHUS 1 pa3paboTKu;

€) MeToabl o6ecneyeHus MPOCNEXMBAEMOCTU BbIXOAHbIX AAHHbIX MPOEKTUPOBaHWA W pas3paboTky K
BXOAHbIM AaHHbIM;

f) HeobxoguMmble pecypchl, BKIOYas TpebyeMy KOMNETEHTHOCTb MepcoHana.

7.3.3 BxogHble faHHble NMPOEKTUPOBaHUA U pa3paboTkn

BxogHble gaHHble, OTHOCAWMECS K TpeboBaHUAM K NPOAYKUMUM, OOMKHbI ObITb OnpeAenieHbl, a 3anucu
AO/MKHbI NOAAEPXMBATLCH B paboyeM cocTosiHuu (4.2.5).

BxofHble AaHHble AOMKHbI BKIOYaTh!

a) yHKUMOHanbHble, 3KcnayaTaunoHHble TpeboBaHWs, TpeboBaHusA yao6CcTBa Nosb30BaHMA U 6e30-
NMacHOCTN B COOTBETCTBUM C NpefHa3Ha4YEeHHbIM MPUMEHEHMWEM;

b) NMpuMeHUMbIe perynupyowme TpeboBaHns 1 cTaHdapThl;

C) NPUMEHWMbIe BbIXOAHbIE faHHble N0 MEeHEeMKMEHTY pUCKa,;

d) Tam, rge aTo uenecoobpasHo, NMHPOPMALMIO, B3ATYH U3 NpeablAyLMX aHaI0rTMYHbIX NPOEKTOB;

e) Apyrve TpeboBaHUsl, BaXHble A/ NPOEKTMPOBaHUSA U pa3paboTkM NpPoAyKLMU UK NPOLECCOB.

BxofHble AaHHble A0/DKHbI ObiTb NPOAHANIM3NPOBaHbl HA afAEeKBATHOCTb M 0huLMasibHO 0f406PEHBI.

Tpe6oBaHUSI AOMKHbI 6bITb MOMHLIMU, HEABYCMbICIEHHBIMW, NPUrOAHBIMUN A/18 BepudMkauum uam sanm-
Jauny 1 HenpOTUBOPEUUBLIMU.

MpumeyaHne — [ONOMHATENBHYO MHdOPMaLMIO MOXHO HaiiTn B IEC 62366-1.

7.3.4 BbIXogHble faHHble NPOEKTMPOBAHUA N pa3paboTkn

BbIxoAHble faHHble NPOEKTUPOBaHUS U pa3paboTKn JO/MKHbI:

a) COOTBETCTBOBaTb BXOAHbIM [@aHHbIM MPOEKTUPOBAHUS U pa3paboTKu;

b) obecneumBaTb COOTBETCTBYIOLLEN MHPOpPMaL el B OTHOLIEHUN 3aKynoK, NPOU3BOACTBA U 06CYXU-
BaHUS;

C) cofepxaTb KpUTEPUN NMPUEMKN NPOAYKLUUWU WU CCbISIKU Ha HUX;

d) onpepensATbL XxapakTepuUCTUKM MPOAYKLUMKN, CYLLEeCTBEHHble AN ee 6e30nacHoro M npaswibHOMO uc-
Nno/ib30BaHUA.

BbIxogHble faHHble MPOEKTUPOBAHWUA W pa3paboTkM OO/KHbI ObITb NpeacTaBfeHbl B (hOpMe, NO3BONSA-
foweli NpoBecTn BepmdmnKaLMio OTHOCUTENIbHO BXOAHbIX AaHHbIX MPOEKTUPOBAHWSA U pa3paboTku, a Takke
[OMKHBI ObITb 0f06pPEHbI 0 UX NOCNEeAYyoLLEero NCnob30BaHus.

3anvcu BbIXOAHbIX AaHHbIX NPOEKTUPOBAHUA W pa3paboTKM AO/MKHbI NoAfepxusatbca B paboyem co-
cToaHun (4.2.5).

7.3.5 AHann3 npoekTupoBaHuSa 1 pa3padboTkn

Ha Tex ctagusx, rge ato uenecoobpasHo, AO/MKEH NPOBOAUTLCS CUCTEMATUUYECKUIA aHaIn3 NpoeKkTu-
poBaHus 1 pa3paboTkM B COOTBETCTBUM C 3anjiaHMPOBAHHbIMU N AOKYMEHTUPOBAHHLIMU MEepPOonpUATUAMMU C
Lenblo:

a) OLIEHKM CNOCOGHOCTU pe3ynbTaToB MPOEKTMPOBaHUA U pa3paboTkn COOTBETCTBOBaTL TPEOOBaHUAM;

b) MaeHTUdMKaLMM U NPeasIoKEHNS HEOOXOANMbIX AENCTBUIA.
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Takoi aHann3 JO/HKHbI BbINOMHATL NpeAcTaBUTeIn CNyx6, MMeIoLWMX OTHOLWEHME K aHa/IM3npyembiM
cTagusaM MpoeKTMpoBaHMA 1 pa3paboTku, a Takke Apyrue cneunannctbl opraHusalmm.

3anucu pesynbTaToB aHann3a U Bcex HeobXxoauMbIX AeNCTBUIA [O/MKHbI NOAAEPXKMBATLCSA B paboyem co-
CTOSIHUW U BK/1IOYATb ONUcaHMe NpoekTa B paMkax aHasim3a, BOB/IeYEHHbIX yYaCTHUKOB U1 gaty aHanunsa (4.2.5).

7.3.6 Bepundmkaums npoekTupoBaHma u pa3paboTkm

Bepudmkauma npoekTupoBaHusa 1 pa3paboTky Oo/HKHA OCYLeCTBNATLCA B COOTBETCTBMM C 3arn/iaHnpo-
BaHHbIMW W AOKYMEHTUPOBAHHLIMU MEPONPUATUAMMK AN 0b6ecneyeHns TOoro, YTobbl BbIXOAHbIE AaHHble NPO-
eKTUpoBaHuA 1 pa3paboTkn COOTBETCTBOBA/IN BXOAHLIM AAHHLIM NPOEKTUPOBAHUA 1 pa3paboTKu.

OpraHusaums [fosmkHa OOKYMeHTUpoBaThb NnaHbl Bepudmkauuun, BKIOYasA METOAbl, KPUTEPUN MPUEMKU
W, ecnun uenecoobpasHo, cTaTUcTUYeckne mMeTofbl C 060CHOBaHNEM 06bema BbIGOPKU.

Ecnun npegycmMoTpeHHOe NpUMeHeHne coaepXuT TpeboBaHue, 4Tobbl MeanUMHCKOe n3genne 6b110 nog-
KOUYEHO UM MMEeNo uHTepdelic AN coeguHeHns ¢ apyrum(n) meguumMHcKumMm(n) nsgennem(amm), sepuduka-
UMa AO/KHA BKIKOYATh MPOBEPKY TOrO, YTO BbIXOAHbIE Al@aHHble NPOeKTa COOTBETCTBYHT BXOAHbIM AaHHLIM Mpy
TakoM MOAKOYEHUN UK coeuHEHUN Yepe3 uHTepdelic.

3anuncu pesynbTaToB U BbIBOAOB MO BepudmnkKaLmm n Heo6XoANMbIX AeACTBUI AOMKHbI NOAAEPKMBATLCS
B pabouem cocTosiHuun (4.2.4 n 4.2.5).

7.3.7 Banngaunsa npoektMpoBaHuUs 1 paspaboTKku

Banupauusa npoekTnpoBaHusa 1 paspadboTku f0/IKHA OCYLLEeCTBIATLCA B COOTBETCTBUM C 3amnaHMpOBaH-
HbIMW 1 JOKYMEHTMPOBAHHLIMU MEPONpPUATUAMMK A1 06ecrneyeHuss COOTBETCTBMSA rOTOBOIM Npoaykuun Tpebo-
BaHUSAM K ee npegHasHa4YeHHOMY Wan npegrnonaraeMoMy NPUMEHEHUIO.

OpraHusaums [o/mKkHa AOKYMEHTMPOBaTb NaHbl Banujauun, BKIOYasA METOAbl, KPUTEPUU MPUEMKM W,
ecnn uenecoobpasHo, ctaTucTuyeckme MeTofbl ¢ 060CHOBaHMEeM 06bema BblGOPKU.

Bannpauua gomkHa ObITb NpoBefeHa Ha TUNOBOM (penpeseHTaTtuBHOM) u3genuu. Tunosoe usgenue
MOXeT NpeAcTaBnATb co60ii nepsble 06pasLbl NPOAYKLUM, NapTUN MU UX 3KBUBANEHTbl. O60CHOBaHNE Bbl-
6opa Taknx NPOAYKTOB A/ Banvauun OO/MKHO 6biTb JOKYMeHTUpoBaHo (4.2.5).

Kak yacTb Banupaumy npoekTupoBaHua n pas3paboTkM opraHusauma OO/DKHA BbINOMHATL KNMHUYeECK/e
OLEHKN WM OueHMBaHue (PYHKUMOHaNbHbIX XapaKkTepucTnk MeuUnHCKOro U3fenns B COOTBETCTBUU C MpU-
MEHUMbIMU PErynnpyrowmnmmn TpeboBaHnsaMu.

MeaunumnHCcKoe un3genue, Mcnosibdyemoe AN KIUHUYECKOM OLEHKM WK OLEeHUBaHUSA OYHKLMOHANbHbIX
XapakTepucTuK, He pacCMaTpPUBAETCA Kak BbIMyLEHHOE A9 UCMNONb30BaHUA noTpebuTenem.

Ecnn npefycMOTpeHHOe npuMeHeHue TpebyeT, 4Tobbl MeauuMHCKoe usgesve 6b110 MOAKIYEHO WUN
nveno uHtepdelic gna coegmHeHus ¢ agpyrum(n) mMeguuuHckum(n) ngennem(amm), To Banugauus AosHkHa
BK/IOHATb MPOBEPKY TOro, YTO TpeboBaHUA A1a NpefHasHauyeHHOro unv npeanosiaraeMoro npumMmeHeHns obinu
BbINOJIHEHbI MPU MOAK/IOYEHUN U COEAUHEHUN Yepe3 NHTepdieiic.

Banupauusa gomkHa 6biTb NpoBefeHa A0 NOCTaBKW MPOAyKLMU NoTpebuTento.

3anuncy pesynbTaToB M BbIBOAOB NO Banujauuv u Heo6XoauMbIX AeACTBUA AOMKHbI NOALEPXUBATLCA B
paboyem cocTosiHuun (4.2.4 n 4.2.5).

7.3.8 Tlepepgaya NpoekTa 1 pa3paboTku

OpraHusaums Oos/mkHa AOKYMEeHTMpOoBaTh npoueaypbl nepefadyn BbIXOAHbIX AaHHbIX NPOEKTUPOBAHUA 1
pa3paboTkvM B NPOM3BOACTBO. 3TW Npoueaypbl AO/MKHbI 06ecneynTb, YTO6bl BbIXOAHbIE AaHHbIE NPOEKTUPOBA-
HUA 1 pa3paboTkm 6bLIN BEPUPULMPOBaHbLI HA COOTBETCTBME TpeboBaHNAM NPOM3BOACTBA, Npexae YemM cTaTb
OKOHYaTe/ IbHbIMW MPOM3BOACTBEHHLIMU Cneundukaunsammn, n 4tobsl NPON3BOACTBEHHbLIE BO3MOXHOCTN MOI/IN
COOTBETCTBOBaTb TPEBOBAHUAM K NPOAYKLUN.

Pe3ynbTatbl ¥ BbIBOAbI Nepefayn AO/MKHbI 6biTb 3aperncTpupoBaHsl (4.2.5).

7.3.9 YnpaBrieHne N3MeHeHUs MU NMPOeKTUPOBaHMA 1 pa3paboTkn

OpraHusaums gosmkHa AOKYMeHTUpoBaTth npoueaypbl 415 ynpaBfieHus U3MeHeHUAMUN NPoeKTUpoBaHus
N paspaboTku. OpraHusauns JO/MKHa onpefensaTb 3HAYMMOCTb U3MEHEHW AN OYHKLMOHASIbHbIX, 3KChaya-
TauMOHHbIX TpebOBaHWUi, TpeboBaHUn ya06CTBa NO/Ib30BaHNSA, 6€30NacHOCTU M NMPUMEHUMbIX PErynpyLmx
TpeboBaHUA B OTHOLUEHUN MEAULMHCKOTO U3AEe/S 1 ero NpefyCMOTPEHHOrO NMPUMEHEHMS.

VI3MeHeHnA B NpOeKTUpoBaHuu 1 pas3paboTke JO/IXKHbI ObiTb MAEHTU(ULNPOBAHDI.

[lo BHeApeHUss n3MeHeHUA OO/MKHbI ObITh:

a) npoaHanM3nMpoBaHbl;

b) BepudnLMpoOBaH®bl;

C) Ba/IMaupoBaHbl, ecsim 3T0 LienecoobpasHo;

d) opo6peHsbl.
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AHanM3 M3MEHeHUN NMPOEKTMPOBAaHNS M pa3paboTkM AO/MKEH BK/IOYATb OLLEHMBAHME B/IUSIHUSI U3MEHe-
HWIA Ha cocTaBHble YacTu, nonydabpuKaTbl UK YXXe NOCTaBMEHHYI0 NPOAYKUMIO, HA BXOAHbIE WU BbIXOAHbIE
[aHHble MeHeKMEeHTa pucka W NPoLEecchl XU3HEHHOTO LMKNa NpoayKLun.

3anucn M3MeHeHWn, pe3ybTatoB aHanm3a U3MEHEHWNI 1 NMo6bIX HEOBXOANMbIX A4ENCTBUIA AO/DKHbI NOA4-
AepxuBaTtbCcs B paboyem cocTosHumn (4.2.5).

7.3.10 ®aiinibl NPOEKTUPOBaHMA U pa3paboTKu

OpraHusauus Jo/kHa nogaepxuBaTb (ail/l NPOEKTUPOBaHWA U pa3paboTkM ANns KaxAoro Tuna wunm
cemencTBa MeAULNHCKUX N3L4ennii. [JaHHbli dhainn O/MKEH BKAOYATb 3anucu UM CCbISIKU Ha HUX, chopmMmpo-
BaHHble 4719 AEMOHCTpaLMM COOTBETCTBUA Tpe6OoBaHMAM MPOEKTMPOBAHUA U pa3paboTku, U 3anucu nameHe-
HWIA MPOEKTUPOBAHNS 1 Pa3paboTKu.

7.4 3akynku

7.4.1 Tlpouecc 3aKynok

OpraHusaumns fo/KHa LOKYMeHTupoBaTtb npoueypbl (4.2.4), obecneumBarlime COOTBETCTBME 3akKy-
NIEHHOl NPOAYKUUM YCTAHOBMEHHbIM Tpe6OBaHUAM K 3aKynkKam.

OpraHusaums [0/KHa YCTaHOBUTb KpUTepuu A8 OueHMBaHMSA W Bbibopa nocTasLukoB. Kputepun
[OMKHbI ObITb:

a) OCHOBaHbl Ha CMOCOGHOCTM MOCTaBLyMKa MOCTaBNATL MPOAYKLMIO, COOTBETCTBYIOLLYIO TpeboBaHUAM
opraHusauuu;

b) OCHOBaHbl Ha pe3ynbTaTtax AesATeNIbHOCTW MOCTaBLUUKA,;

C) OCHOBaHbl Ha BAWAHWM 3aKynaemoi NpoAyKuMM Ha KayecTBO MeAULMHCKOTO WU3Aesus;

d) nponopuunoHanbHbl pPUCKY, CBA3AHHOMY C MEAULIMHCKUM U34esiMem.

OpraHusauns Ao/mKHa NaaHMpoBaTb MOHUTOPUHT U MOBTOPHOE OLleHMBaHKe NOCTaBLLMKOB. [Jo/mKeH ocy-
LLLEeCTBAATLCA MOHUTOPUHI pe3yfibTaToB AeATEeNbHOCTM NOCTaBLLMKa B OTHOLLEHUN COOTBETCTBMUSA 3aKynaemoii
npoaykumMm TpeboBaHusAM. Pe3ynbTaTbl MOHUTOPUHIA AO/KHbI ObITh BK/IOYEHbI BO BXOAHbIE AaHHble npouecca
NMOBTOPHOr0O OLUEHMBaHUA NOCTaBLLMKA.

HeBbiNnosiHEHNEe NOCTaBLMKOM TpeboBaHWi K 3aKynaeMoi NpoAayKLumM JO/MKHO OblTb paccCMOTPEHO Npo-
NOPLMOHAIEHO PUCKY, CBA3AaHHOMY C 3aKynaemoi MnpoAyKuuMein u NMpuMeHWMbIMU perynmpyowmmm TpeboBa-
HUAMMN.

3anvcu pesynbTatoB OLEeHWBaHWS, BblOOpa, MOHMUTOPUHIA W MOBTOPHOrO OLUEHMBAHWUSA BO3MOXHOCTEN
nocTaBLyMKa UM pe3y/bTaToB AeATeNbHOCTU W /I6bIX HE0O6XOANMbIX AENCTBUIA, BbITEKAIOLMX U3 3TON Aes-
TeNIbHOCTW, AO/DKHbI NoafepXuBaTbcs B paboyem coctosHum (4.2.5).

7.4.2 VHdopmaums no 3akyrnkam

WHdopmaLma no 3akynkam A0/DKHA ONUCbIBaTb WU COAEPXaTb CCbUIKM Ha 3akynaemyk NpoayKLuumio,
BK/1lOYas, ecnu LenecoobpasHo:

a) cneundukaymm npoaykuum;

b) TpeboBaHUA K NpUeMKe NpoAayKuuu, npoueaypam, npoueccam v 060pyAoBaHUIo;

C) TpeboBaHMA K KBa/MUKaLMm nepcoHana nocTasLLmKa;

d) TpeboBaHMA K cMCTEME MEHe)KMeHTa KayecTsa.

OpraHu3auus go/mkHa obecneunBaTb afleKBaTHOCTb YCTAHOB/IEHHbIX TPe6OBaHUIA K 3aKynkam A0 KX CO-
06LEeHNs NOCTaBLUUKY.

WHdopmaLma no 3akynkam [o/hKHa BKOYaTb, €C/iM 3T0 NPUMEHUMO, NMUCbMEHHOE corfalleHune o ToM,
YTO MOCTaBLUVK yBELOMISET opraHu3aumnio 06 N3MEHEeHUSAX B NOCTaBASEMOW NPOAyKLUM A0 BHEAPEHUS 3TUX
N3MEHEHWIA, B C/ly4ae eCc/iM OHU OKa3blBatoT BAINSHME Ha COOTBETCTBME MPOAYKLMM YCTaHOBIEHHbIM TpeboBa-
HUAM K 3aKyrnKam.

B TOli cTeneHu, B Kakoil 3TO HEOOGXOAMMO AN OcyuwlecTBAeHWUs npocnexunsaemoctun (7.5.9), opraHusa-
umMa gosmkHa noggepxusatb B paboyeM COCTOSSHMM COOTBETCTBYIOLLYIO MHGDOpMAaLMIO Mo 3akynkam B hopme
[OKymeHTOB (4.2.4) v 3anucei (4.2.5).

7.4.3 Bepudomkauns 3akynaemoi npoaykumm

OpraHusauns gomkHa paspaboTartb U OCYLWECTBAATb KOHTPO/Ib U UHbIE BUAbI AEATENBHOCTU, HEO6XO-
Anmble Ans obecnevyeHns COOTBETCTBUSA 3aKynaemon npoAayKumMm yCTaHOBAEHHbIM TPeboBaHMAM K 3aKynkam.

O6bem feATenbHOCTU MO Bepudmkauny Ao/mHKeH 6bITb OCHOBAH Ha pesyfnbTarax OLeHMBaHWUA MnocTas-
LMKa 1 6bITb MPOMOPLMOHA/IbHBIM pUCKaM, CBA3aHHLIM C 3aKynaemoi npoayKune.

Ecnn opraHusaumsa nonydvaet MHpopmauuio 0 Kakux-nnbo M3MeHEeHWsX B 3aKynaemow npoaykuuu, To
OHa [0/KHA onpeaennTb, HaCKOIbKO 3T M3MEHEHUS MOB/IMAKT Ha MPOLECChl XXU3HEHHOMO LuKAa NpoayKuun
nan MeamnuuHCcKoe mnsgenue.
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Ecnu opraHusauusi unv noTpebutess NpeasiaraloT OCyWECTBUTL BepuduKauuio Ha npeanpuaTin no-
CTaBlMKA, TO OpraHMsauusi fo/mkHa YCTAHOBWTbL B MHOpMauMM Mo 3akynkam npeanosiaraemblie Mepbl Mo
BepuUKaLMM 1 NOPSAOK BbiMycka NpoAyKuuu y NocTaBLvKa.

3anucu no BepudvKaLmmn LOMKHbI NOAAEPXKMBATLCS B paboyem cocTosHuK (4.2.5).

7.5 Tpou3BOACTBO U OGCNYXUBaHME

7.5.1 YnpaBneHue npouMs3BOACTBOM W O06CNY>XMBaHNEM

Mpon3BoACTBO M 06CNYXMBAHWE AO/MKHbI NNAHNPOBATLCHA, OCYLWECTBAATLCA, NOABEPraTtbCs MOHUTOPUH-
ry 1 ynpasneHuo ans obecneyeHus COOTBETCTBMSA NPOAYKUUN cneundurkaLlmm.

Ecnu uenecoob6pasHo, ynpaBnsiemble YCN0BUSA NPOU3BOACTBA AO/DKHbI BKAOYATb, HE OrpaHNYMBasACh UMU:

a) [AOKYMEHTMPOBaHHbIE Npoueaypbl U MeTOAbl YNpaB/ieHUA NPOU3BOACTBOM (4.2.4);

b) KBanMukaunio NHPPacTpyKTypsbl;

C) npoBefeHne MOHUTOPWHra U U3MEPEHUn napameTpoB NPOLECCOB U XapakTepuUcTUK NPoAyKLMu;

d) Hanuume n npUMeHeHne 060pPyA0BaHUSA A1 MOHUTOPUHIA N U3MEPEHMWIA;

€) BbINOJ/IHEHNE YCTAaHOB/IEHHbIX OnepaLuii N0 MapKMpoOBKE W YNakoBKe;

f) ocywecTBneHne BbiMycka, NOCTaBKM U AEACTBUIA NOC/e NOCTaBKU NPOAYKLUN.

OpraHusaums fosxHa paspabotatb M nogaepxusatb B paboyeM COCTOSAHMM 3anuncu (4.2.5) ana kaxpao-
ro MeAMLMHCKOTO U3Zenns Uam Kaxzaon naptmum MefuUUHCKUX U3fenuid, yTobbl 06ecneuntb nx Npociexvneae-
MOCTb B COOTBETCTBMU C NYHKTOM 7.5.9 1 onpegeneHve konnyectsa Npou3BefeHHON NpoayKLMn 1 NPpoayKLnK,
0[,06pPEHHOI AN pacnpocTpaHeHusl. 3anucu AOMKHbl 6biTe BEpUULMPOBaHbLI U 0PULNAIIEHO OL06PEHbI.

7.5.2 YwucToTa npoAyKuum

OpraHu3auus Ao/HkHa AOKYMeHTMpoBaTb TpeboBaHMA K YMCTOTE WM KOHTPOSIKO 3arps3HeHns npoayk-
uun, ecnu:

a) npoaykuus nepej ctepuavlauueid nuny npuMeHeHMeM NPOXoAMT OYUCTKY B OpraHusaLlumu;

b) NpoAyKUMs MNoCcTaB/seTCA HeCTepPU/SIbHON W NOAMEXMUT O4YNCTKe nepes cTtepuausauuent uunu npu-
MEHEeHneM;

C) MpoAayKuMsi He MOXeT ObiTb OuuMlleHa nepeg cTepuavM3auueidn u/vnum nNpuMeHeHWeM, HO ee yucToTa
MMeeT 3HayeHue O/ NpUMeHeHus;

d) npoaykuus noctaBnseTcs 479 UCNOMb30BaHWUA HECTEPUbHON, HO ee YicToTa ABNSETCH CyLLEeCTBEH-
HOW oNsi MPUMEHEHUS U3LEeNs;

€) peareHTbl, NpUMeHAeMble A8 OYUCTKA NMPOAYKLMU, OOMKHbI ObITb yAaneHbl B Npouecce ee N3rotos-
neHvnn.

Ecnn npoaykums nogsepraetcs O4MCTKe B COOTBETCTBUM C nepeyncneHnsmun a) unu b), tpeboBaHuns
NnyHKTa 6.4.1 He NPUMEHSIOTCA L0 3Tana OYMCTKW.

7.5.3 [eAaTenbHOCTbL MO MOHTaXy

OpraHusauns [osmKkHa LOKYMEHTMpPOBaTh TPeboBaHUA K MOHTaXy MeAMUWHCKOro W3Aenusa u Kputepuu
npuemkn gna sepudmkaunm MoHTaxa MeguLMHCKOro nsgenns, ecrim npuMeHnmo.

Ecnn cornacoBaHHble ¢ noTpebutenieM TpeboBaHUA NO3BO/AIOT BbINOMHATL MOHTaX MEeAULMHCKOro 13-
[enusa BHeLUHeli CTOPOHO, OT/IMYHOW OT opraHmn3aLMn uny ee nocTaBlUvKa, opraHnsaLmsa fo/mKHa npegocTa-
BUTb JOKYMEHTMPOBaHHbIE TPeBOBaHUA K MOHTaXy MEAMUMHCKOTO nM3genva U Bepudnkaumy MoHTaxa.

3anucy o MoHTaxe 1 BepudmKauum MegnLNHCKOro U3LenNns, KoTopble BbINOMHAET opraHn3auusa uim ee
noCTaBLUMK, AO/DKHbI NOAAEPXMBATLCA B paboyem cocTossHumn (4.2.5).

7.5.4 [leATeNIbHOCTb MO O6CNYXNBAHUIO

Ecnn ob6cnyxusaHne MeAWLMHCKOrO U3Lenuns SABNSeTCA YCTaHOBJ/IEHHbIM TpeboBaHWeM, opraHusauns
OO/MKHa pa3paboTaTb AOKYMEHTMPOBAaHHbIE npoueaypbl No 06CNYyXMBaHUIO, CNPaBOYHbIe MaTepuasibl 1 pede-
peHTHble npouefypbl U3MEPEeHUsl, ecnnm HeobxoAuMo, AN OCYLLeCTBNEHUs 06CnyXunBaHua U Bepudukaumm
TOro, YTo TpeboBaHUA K NPOAYKUUM BbINOSHEHDI.

OpraHusaums o/mKHa aHann3upoBaTb 3anucy No 06CNyXMBaHUIO, BbINMOMHAEMOMY opraHusauumein unm
ee MNoCcTaBLNKOM:

a) Ans onpejeneHus, obpallatbcsa M ¢ MHpopmaumeli, kak ¢ NpeTeHsunel;

b) ecnu uenecoobpasHo, UCNOMb30BaTb Kak BXOAHbIE AaHHble rnpouecca yayylleHnus.

3anuncu no 06CNyXXMBaHUI, BbINOJIHAEMOMY OpraHu3auueli WM ee NocTaBLUMKOM, AO/MKHbI MOALEPXM-
BaTbCA B paboyem cocTosHumn (4.2.5).

7.5.5 CneunanbHble TpeboOBaHUA K CTEPUSIBHBIM MeAULUHCKUM U3LEeNNAM

OpraHusauns fo/pkHa nofafepxvsaTb 3anucu rno napameTpamM npotlecca ctepunamnsaunm, npuMeHaemMoro
0151 KaXX4ol mapTum cTepunimsyemoin npoaykumm (4.2.5). 3anucu no ctepuansaunm 4o/MHKHbI MPOCexXnBaTbCa
015 KaxAol napTuy Npou3BeAeHHbIX MegULMHCKUX n3genuii.
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7.5.6 Banngauma npoueccoB Npon3BoACTBa U 06CAYXUBaHUSA

OpraHusaumsa [o/xHa BanvauposaTh fl06ble npouecchl NPou3BOACTBa WM 0O6CNYXMBaHUSA, pe3ynbTarhbl
KOTOPbLIX Hesb3s MPOoBepuTb NOCPeACTBOM MOC/Nef0BaTes/ibHOr0O MOHUTOPUHIA WKW U3MepeHus, W, creposa-
TeNbHO, HefoCTaTKW KOTOPbIX CTAHOBATCHA OYEBUAHbIMU TOMBKO MOC/E Hayana WCMnosb30BaHMs MNPOAYKLMU
nnn ee o6CNyXnBaHNA.

Banupauusa gomkHa npoaeMoHCTPUpoBaTh CNOCOBHOCTbL 3TUX MPOLLECCOB MOCTOSAHHO AOCTUraTth 3ansa-
HMPOBAHHbIX Pe3y/bTaToB.

OpraHusauns fo/KHa OKYMEHTUPOBATh MpoLeaypbl Bangauun npoLeccos, BKIYas:

a) onpefenieHHble KpuTepuu o8 aHanusa n o4o6peHna nNpoueccos;

b) onpegeneHve NpUrogHoOCTN 060pPyA0BaHUA U MOATOTOBMEHHOCTU MepcoHana,

C) NMPUMEHEHWE KOHKPETHbIX METOA0B, NPoLeayp N KpUTEPUEB NPUEMKN;

d) ecnu uenecoobpasHo, ctaTtnucTmyeckme MeTogbl ¢ 060CHOBaHMEM 06BHEMOB BblGOPKM;

e) TpeboBaHuA Kk 3anucam (4.2.5);

f) pesanupauuio, BK/IOYasA ee KpUTepuw;

) ofobpeHne M3MEHEHMIT B npoLeccax.

OpraHusaumnsa [Lo/KHa AOKYMEHTUpOBaTb Npoueypbl Banvjauuu MPpUMEHEHUS KOMMbITEPHOro npo-
rpamMmMHoOro obecneyeHus, UCMNoOsIb3yemMoro B NPOM3BOACTBE U 06CNyXMBaHUW. Takoe nporpammHoe obecne-
YyeHve [0/IKHO OblTb Ba/IMAMPOBAHO [0 €ro NepBoro NPUMeHeHWs W, ecnun LenecoobpasHo, nocsie BHECEHUS
M3MeHeHWli B MporpaMMHoe obecneyvyeHne uayM ero Ucrnosb3oBaHve. KOHKpeTHbIi noaxod v AesTeNbHOCTb
no Banujauum 1 pesanugauun nNporpammMHOro obecneyvyeHns AO/MKHbl ObiTb NPOMNOPLMOHAsbHBI PUCKY, CBS-
3aHHOMY C NMPUMMEHEeHMeM nporpaMMHoOro obecneyeHus, BK/IOYaA €ro BANSAHME HAa COOTBETCTBME MPOLYKLMM
cneungukaumsam.

3anvcu pesynbTaToB M BbIBOAOB, @ Takke HEOOXOAMMbIX AEACTBUIA NO Banvaauum, fO/MKHbI NOAAEPXKU-
BartbCA B paboyem cocTosHum (4.2.4 n 4.2.5).

7.5.7 CneunanbHble TpeboBaHMA K Ba/ingaumn npoueccoB cTepunmsaumm m cumcrtemam bGapbe-
pOB CTEPUIIBHOCTU

OpraHunsauusa fosHkHa LOKYMeHTUpoBaTb npouenypbl (4.2.4) Banugaumm npoueccoB cTepuamsauum u
cucteMm 6apbepoB CTEPWUSILHOCTU. [pouecchl cTepuan3aunm n cuctembl 6apbepoB CTEPUSIBHOCTU crnegyet
Ba/IMAMpPOBaTh A0 WX NEpPBOro NMPUMEHEHUS W MOCMe BHECEHUS M3MEHEHU NpoAyKuMu B NpOLecchl, ecnv
LesnecoobpasHo.

3anvcy pes3ynbTaToB M BbIBOAOB, a Takke M HEOOXOAMMbIX AEeMCTBUIA N0 Banugauuun, AOMKHbI NOAAep-
XnBatbCcs B paboyemM cocTosHun (4.2.4 n 4.2.5).

MpumeyaHune — J[ONONHATENBHYIO MHAOPMaLMIO MOXHO HawTk B ISO 11607-1 1 ISO 11607-2.

7.5.8 NpeHTndukaumns

OpraHusauns Ao/HKHa AO0KYMEHTUPOBAThL Npoueaypbl M0 UAeHTUUKaumm npoaykumm v naeHTuguum-
poBaTb NPOAYKLUMIO NMOAXOAAWMMY CPeAcTBAMMN Ha NPOTAXEHMUN NPOLECCOB XU3HEHHOTO LMKNa NpoayKuuu.

OpraHusauns go/HKHa MAeHTUULMpoBaTh CTaTtyCc NPOAyKUMM MO OTHOLUEHUI0 K Tpe6OBaHMAM MOHUTO-
pyvHra 1 U3MepeHnii Ha NPOTSHXKEHUN MPOLLECCOB XMU3HEHHOTO UUKIa NpoayKuuUn.

NaeHTndomkauma cratyca npoayKumyi Ao/mKHa NoAAepXnBaTbCA Ha aTanax ee npovu3BOACTBa, XpaHeHus,
MOHTaXa W 06CcnyxXusaHus Ans obecnevyeHms nocTaBku, MPUMEHEHUS WM MOHTaXa TOJSIbKO TOW NpoayKuumm,
KOTopasi npoLusia Bce He0O6X0AMMbIE BUAblI KOHTPONSA U UCMLITAHUA UM UMeeT ohulmanbHoe paspeLleHne Ha
OTK/IOHEHUE OT YCTaHOB/IEHHbIX TPe6oBaHWIA.

Ecnn TpebyeTca NpUMEHUMbIMU PeErynnpyrowmnmm TpeboBaHMaMmM, opraHusauus 4o/HkKHa 4OKYMEHTUPO-
BaTb CUCTEMY YHUKaNbHOW naeHTU(rkaLmum meguumHCKUX U3genuii.

OpraHusauns o/mKHa OOKYMEHTUPOBaTh npoueaypbl 418 obecnevyeHns Toro, 4Tobbl MeauLMHCKMe U3-
Jenusa, BO3BpalleHHble opraHusauuun, 6e1am MAeHTUPULMPOBaHbI U OTAeNIeHbl OT NPOAYKLMU, COOTBETCTBYIO-
el TpeboBaHUAM.

7.5.9 TpocnexmnBaemMmocTb

7.5.9.1 O6ume nonoxeHus

OpraHusauns foxHa 4OKYMEHTUPOBaTh nNpoLueaypbl 418 obecnevyeHus npocnexnsaemocTu. Takue npo-
ueaypbl 0OMKHbI ONpeaensATb cTeneHb MPoCc/nexXnBaemMocTu NpPoAykuMn B COOTBETCTBMM C NPUMEHUMbIMU pe-
rynmpyrwmumm TpeboBaHMsaMn 1 3anncu, KOTopble HE0H6XoAMMO NoagepXmBaTb B paboyem cocTosiHum (4.2.5).

7.5.9.2 CneuunasbHble Tpeb0OBaHNSA K UMNAAHTUPYEMbIM MEAULUUHCKAM U3OEeNNAM

3anucu, Tpebyemble AN NPOCNEXUBAEMOCTU, AO/DKHbI BKIOYATL 3amnncy 0 KOMNOHEHTax, Marepuanax
N yCNOBUAX NMPOM3BOACTBEHHOI cpefpbl, €C/IM 3TO MOXET NPUBECTN K HECOOTBETCTBUID MEAULMHCKOTO 13genns
3a/laHHbIM TpeboBaHMAM 6e30NacHOCTU U DYHKLMOHA/IbHBIM XapakTepucTmkam.
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OpraHusauns gomkHa TpeboBaTb OT NOCTaBLLMKOB YCAYr Mo AOoCTaBke WA AUCTPUOBLIOTOPOB NOALEPXKM-
BaTb 3anvcu O pacnpegeneHnun MeguUUHCKUX U3AEeUA ANns AOCTVXKEHUS NPOCNeXnBaemMocT! WU AOCTYMHOCTM
3TUX 3anuncein ans NPoBEpPKN.

3anucyM 0 HaMMeHoBaHUW W ajpece rpysonosiyyatens AO/DKHbl NOAAepXMBaTbCA B paboyeM COCTOS-
Hun (4.2.5).

7.5.10 CobGCTBEHHOCTb NOTpebuTenei

OpraHusauns foaxHa naeHtuduumposars, BepuunLMpoBaTh, 3almarts U COXpaHATbL COBCTBEHHOCTb
notpebutens, nNpefocTaB/IEHHY A8 UCNO/b30BaHUSA WU BKIKOYEHWS B NPOAYKUMIO, NOKa OHa HaxoAuTcs
noA, ynpaBneHnem opraHvsaunmn uiam ucnosb3yeTcs e. Ecnm cobCTBEHHOCTL NOTPebuTens yrepsiHa, noBpex-
AeHa 1y npusHaHa HenpurofgHoNn Ana MCMNo/sb30BaHUs, NOTPebutTenb AO/MKEH ObiTb 06 3TOM M3BELLEH, a 3a-
nMcx A0/MKHbI NoAgepXuBatbcs B paboyem cocTosHumn (4.2.5).

7.5.11 CoxpaHeHue COOTBETCTBUA NMPOAYKLNU

OpraHusauns fo/xHa AOKYMEeHTUpoBaTh nNpoleaypbl Mo COXpaHeHW0 COOTBETCTBUS NPOAYKLMK Tpebo-
BaHUSAM B npoLecce MpoM3BOACTBa, XpaHeHus, o6paboTkn u noctaBkn. CoxpaHeHWe COOTBETCTBUSA AO/HKHO
NPUMEHSATLCA M K COCTaBHbIM YacTAM MEeAMLMHCKOTO U3aesnus.

OpraHusauns fo/mKHa NpefoxpaHsaTb NPOAYKUMI0 OT HECAaHKLVUOHUPOBAHHbLIX U3MEHEHWU, 3arpsa3HeHuns
Wy NoBpexaeHuii, CBA3aHHbIX C BO34eNCTBMEM npeanonaraemMblX YC/10BUIA M ONACHOCTEN B npoLecce Npous-
BOZCTBA, XpaHeHMs, 06paboTKM 1 NOCTaBKM MOCPEACTBOM:

a) pas3paboTku u co3faHna noaxoasiueil ynakoBkU U TPAHCNOPTHOW Tapbl;

b) AOKYMeHTUpoBaHUA TpeboBaHuii K cneynasnbHbIM YCNOBUSAM B C/lydae, ecn ynakoBka He MoOXeT obe-
CneynTb COXPaHHOCTb.

Ecnn TpebyoTca cneuunasnbHble YCNOBUA, TO OHW [LOJ/DKHbI NOABeEpraTbCs ynpas/ieHUI0 U perncrpa-
uun (4.2.5).

7.6 YnpaBneHue obopyaoBaHMEM A/ MOHUTOPUHIA U U3MepEeHUA

OpraHu3auus goskHa onpefenuTbe MOHUTOPUHT U U3MEPEHUs, KOTopble Heo6XoAMMO OCyLLecTBAATb, a
Takke ob6opyfoBaHue ANS MOHUTOPUHIa U U3MepeHus, HeobxoauMmble oS obecrneyeHns cBUAeTeNnbCTBa Co-
OTBETCTBMSA MPOAYKLMN YCTAHOBNEHHbIM TPeboBaHUAM.

OpraHusaums [o/mKHa OOKYMeHTUpoBaTb npouenypbl AN o6ecneyeHus TOro, YTO MOHUTOPWUHT N U3-
MepeHVs1 MOTYT OCYLLECTB/IATLCA U OCYLLECTBASAIOTCA B COOTBETCTBUM C TPEOOBAHUAMU K MOHUTOPUHTY U U3-
MepeHUAM.

Tam, rae Heo6xoaMmMo ob6ecneunTb 4OCTOBEPHOCTb PesybTaTtos, U3MepuTesibHoe 060py0oBaHne AOMX-
HO ObITb:

a) OTKa/IMbpoBaHO W/MMM MOBEPEHO B YCTAHOBJ/IEHHbIE MEPUOAbI UKW Nepes ero npuMMeHeHnem no o6-
pa3LoBbIM 3Tas/ioHaM, nepealwwwmM pasmepbl eAvHWL, B CPABHEHUU C MEXAYHapOAHbIMWU WU HauWOHasb-
HbIMW 3TasioHaMu. [Mpy OTCYTCTBMM TakuMx 3TasIOHOB 6as3a, MCMO/Sb30BaHHasA A5 KanMbpoBKM WM NOBEPKY,
OO/MKHa 6bITb 3apernctpupoBaHa (4.2.5);

b) OTperynnpoBaHO WX NMOBTOPHO OTPEry/IMPOBAHO MO Mepe HeobXxoAMMOCTU. Takaa peryvposka Wu
NoBTOpHas peryanmpoBka AO/MKHbI ObiTb 3apernctpuposaHsl (4.2.5);

C) UAEHTMULMPOBAHO C LeNblo YCTaHOBNEHUS cTaTyca KannbpoBKu;

d) 3awuweHo OT peryanpoBOK, KOTopble caenann 6bl HeAEWCTBUTE/IbHBIMU Pe3yibTaTbl U3MEPEHUS;

€) 3aluLeHo OT NOBPEeXAeHUs 1 yXy[LeHUs COCTOSHMA B XO4e 3KcnayaTauuun, TEXHUYecKoro obcery-
XNBaAHUA W XpaHEHNS.

OpraHusaums [o/mKHA BbINOSHATE KanMbpoBKY WM NMOBEPKY B COOTBETCTBUWM C AOKYMEHTUPOBAHHLIMMU
npoueaypamu.

Kpome TOro, opraHvsaumsa Ao/hKHa OLEHUTb U 3aperucTpnupoBaTthb AOCTOBEPHOCTb NpeAblayLMX pesyrib-
TaToB M3MepeHus, ecnu obHapyXeHo, 4To 0b6opyAoBaHME He COOTBETCTBYyeT TpeboBaHusaM. OpraHusauums
OO/DKHA NPeanpuHATL COOTBETCTBYHOLIME AEACTBUSA B OTHOLLEHUN Takoro 060pyAoBaHus v NH60IA n3MepeH-
HON NpoAayKumw.

3anucu pesynbTaToB KaJIMOGpOBKM 1 MOBEPKU AO/DKHbI NOAAepXMBaTbCA B paboyeM cocTosHun (4.2.5).

OpraHusaums Ao/KHa AOKYMEHTMpOBaTb npoueaypbl Banvjauunm NpUMEHEeHUs KOMMbIOTEepPHOro npo-
rpamMmMHoOro obecneyeHus, UCMNOb3YyeMOro A1 MOHUTOPUHIa M U3MepeHusa. Takoe nporpamMmmHoe obecneye-
HVe OO/MKHO ObiTb Ba/MAMPOBAHO [0 ero nepBoro MpPUMEHEHUA W, ecnu LenecoobpasHo, nocsie BHeCEeHUs
N3MeHeHWiA B nporpammMHoe obecrneyeHne WM ero Ucnosib3oBaHve. KOHKPEeTHbI noaxond v AesaTeNbHOCTb,
CBfi3aHHas ¢ Banujauuvein u pesanugaumein NnporpaMMHOro obecrneyeHus, AOMKHbI ObITb NPONOPLMOHANbHbI
pycKy, CBSAA3aHHOMY C NPUMEHEeHueM MporpaMMHOro obecneyvyeHuns, n ero BNUSAHUEM Ha COOTBETCTBME MPOAYK-
unm cneymdukaunsam.
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3anvcy pe3ynbTaToB U BbIBOAOB, a TakkKe Heo6XoAMMbIX AEACTBUIA NO Ba/Maauuv, AO/MKHbI NOALEPXU-
BaTbCA B paboyem cocTosiHumn (4.2.4 n 4.2.5).

MpumevyaHne — [ONOMHATENBHYIO UHCPOPMALMIO MOXHO HaiTy B 1ISO 10012,

8 V3mepeHue, aHaIn3 U ynydllueHue

8.1 O6wwme nonoxeHus

OpraHu3aums [o/KHa MaHupoBaTb U OCYLLECTB/ATbL MPOLECChl MOHUTOPUHIA, U3MepPeHuUs (OLEHKM),
aHasM3a U ynyyleHusi, Heo6xoaumMble Ans:

a) AEMOHCTpaLMU COOTBETCTBMSI NPOAYKLMN;

b) o6ecneyeHnsi COOTBETCTBUSA CUCTEMbI MEHE)KMEHTA KauyecTBa;

C) nopaAepXaHusi pesysibTaTUBHOCTU CUCTEMbI MEHEMKMEHTA KauyecTsa.

3T0 A0/MKHO BKIOUYATL onpefesieHre NpuMeHsieMbIX METOAO0B, B TOM UMC/e CTAaTUCTUYECKUX, 1 06/1acTu
UX NPUMEHEHNS.

8.2 MOHUTOPUHI U n3MepeHne

8.2.1 Ob6paTHasa cBA3b

B KauecTBe OfHOr0 M3 CNOCO6GOB OLEHKN pe3y/ibTaTUBHOCTU CUCTEMbl MEHeKMeHTa kayecTBa OpraHu-
3aums go/mkHa cobupatb MHgopMauuio, OTHOCALLYHCH K YAOBNETBOPEHUIO OpraHu3aunein TpeboBaHuin no-
Tpebutens, n ocywecTBIATb €e MOHUTOPWHT.

MeToAbl NOMyYeHUss 1 NCMOb30BaHMA 3TOW MHGOPMaL UK AO/MKHbI ObiTb JOKYMEHTUPOBAHbI.

OpraHusauns Ao/mKHa 4OKYMEHTUPOBaTh npoueaypbl Mo npoueccy obpaTtHoit ceasn. MNMpouecc obpaTHoi
CBSI3M O0/MKEH BKIYaTb NopsAok coopa AaHHbIX, Kak Ha cTaauMu Npou3BOACTBa, Tak M NOCTNPOU3BOACTBA.

WHdopmauus, cobpaHHas B npoLiecce 06paTHON CBA3M, A0/MKHA MCMOMb30BaTbCA B KAYECTBE MOTEHUU-
a/IbHbIX BXOAHbIX AaHHbIX B MEHEMKMEHT puUcka C Lesibio MOHUTOPUHIa 1 noggepxaHus TpeboBaHuii K nNpo-
AyKuMK, a Takke K npoLeccam ee XM3HEeHHOro uukia v npoueccam ynyudlleHus.

Ecnn B COOTBETCTBUM C NPUMEHUMBbIMUW PETYNMPYIOLUMN TPeOOBaAHUAMU OpraHmn3aumns AOo/HKHa Haka-
nAvBaTb ONpeAesieHHbIN ONbIT HA OCHOBaHMU MHA)OPMAaLMK, NOSTyYEeHHOW Ha MOCTNPOM3BOACTBEHHON CTaauu,
aHanu3 Takoro onbiTa AO/HKEH SABMATLCA YacTblo npouecca o6paTHOW CBA3W.

8.2.2 PaccmoTpeHue npeTeH3nii

OpraHu3auus fo/mKHa JOKYMEHTMPOBAaTb Npouenypbl 4711 CBOEBPEMEHHOr0 PacCMOTPEHNUS NPeTeH3nii B
COOTBETCTBMU C MPUMEHUMbIMWU peryavpylowmmy TpebosaHnsaMmn. JaHHble npoueaypbl 4O/KHbI, N0 MEHbLUENR
Mepe, ycTaHaBMBaTb TpeboBaHUA 1 pacnpefesnieHne OTBETCTBEHHOCTM B OTHOLLEHUU:

a) nosyyvyeHus un perncTpaunm uHgopmalmu;

b) oueHMBaHUSA UHoOpMaUUU ANs onpeaeneHns Toro, ABASeTCA M obpaTHas CBA3b NpeTeH3ueld;

C) paccnefoBaHus nNpeTeHswui;

d) onpegeneHma Heo6XO4MMOCTM UHPOPMUPOBAHUSA COOTBETCTBYHOLMX PEryIUPYIOLWNX OpraHoB;

€) AeNCcTBMiA C NpOAYyKUMEN, B OTHOLLEHMM KOTOPOI MoslydeHa NpeTeH3us;

f) onpegeneHns HeEO6XOAMMOCTU MHULMMPOBATL KOPPEKUUN UM KOPPEeKTUpyoLme aeiicTBus.

Ecnn kakas-nubo npeteH3us He Oblna paccnegoBaHa, To 060CHOBaHWE A0/KHO ObiTb AOKYMEHTUPO-
BaHO. Jllobas Koppekuns Win KoppekTupylollee aeicTBme B pesy/ibTate pacCMOTPEHUS NPEeTeH3Un, AOSDKHbI
6bITb OKYMEHTUpPOBaHbl. Ecnn npoBefeHHOe paccrefjoBaHMe nokasano, YTo NPUUYMHON NPeTeH3nn ABuach
[esATeNbHOCTb BHE opraHusauun, AO/DKEeH OCYLWeCTBASATbCA OOMeH COOTBETCTBYHOLLEN MHopmauunein mexay
opraHusauueili 1 BHeLHel CTOPOHOMN.

3anucy no pacCMOTPEHUI0 NPeTeH3niA A0/KHbI NOAAEPXMBATLCS B paboyem cocTosiHum (4.2.5).

8.2.3 OTYeTHOCTb B perynvpyroLive opraHbl

Ecnn npumeHumble perynupylowime TpeboBaHMa 0653bIBAOT YBEAOMNATb O NPEeTeH3MsAX, COOTBETCTBY-
HOLLMX YCTAHOB/IEHHbLIM KPUTEPUAM OTYETHOCTU O HEGNATONPUATHBIX COOLITUSAX WX BbINyCKe NMOSICHUTE/IbHOTO
yBeAOM/IeHUs, opraHn3auns Ao/HKHa 4OKYMEHTUPOBaTh npoueaypbl AN yBeAOM/IEHUS COOTBETCTBYIOLLUX pe-
ry/IMPYIOLLMX OpraHoB.

3anucu, cBsizaHHble C OTYETHOCTLH B PeErynmpylolme opraHbl, AO/MKHbI NOAAEPXMBATLCSA B paboyem
cocTosiHum (4.2.5).

8.2.4 BHYTpeHHWUI ayguT

OpraHusauns gosmkHa NPOBOAMTL BHYTPEHHME ayauTbl Yepes 3aniaHupOoBaHHble MHTEepBasibl C Lesbio
YyCTaHOB/MEHUS TOr0, YTO CUCTEMA MEHe)XMeHTa KayecTBa:
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a) COOTBETCTBYET 3an/laHMPOBaHHbIM W AOKYMEHTUPOBAHHLIM MeEpOonpusATMAM, TpeboBaHMAM HacTos-
Lero ctaHgapTa, TpeboBaHMAM K cUCTeMe MeHeXMeHTa kayecTBa, pa3paboTaHHbIM OopraHusauueli, n npu-
MEHVMbIM PEerynnpyoLwmnm TpeboBaHNaM;

b) BHeApeHa pe3ynbTaTMBHO UM NOAAEPXKMBAETCA B paboyeM COCTOSTHUM.

OpraHu3auns fo/mKHa LOKYMeHTUpoBaThb npoueaypy, onpeaenstollyo oTBeTCTBEHHOCTb U TpeboBaHus
K N1aHpPOBaHWIO WU NPOBEAEHUI0 ayMTOB, 3annCsAM 1 oT4eTaMm O pesynbTaTtax ayauTa.

MporpaMma ayAuTOB LO/DKHA NAaHMPOBATLCS C y4eTOM cTaTyca M BaXHOCTM MPOLEcCcoB U 06n1actu ay-
OnTa, a Takke pesynbTaToB npeablaynx ayautos. Kputepuu, 06nacTb NPUMEHEHUS, YacToTa M MeToAbl ay-
OUTOB [O/DKHbI OblTb OnpefeneHbl U 3apeructpuposaHbl (4.2.5). Belibop ayauMToOpoB ¥ NpoBefeHe aynuToB
O0/DKHbI 06ecneynBaTtb 06BLEKTUBHOCTL M GeCNPUCTPaCcTHOCTbL npouecca ayauTta. AyauTopbl HE AO/DKHbI Npo-
BEpPATb CBOK COOCTBEHHYIO paboTy.

3anncn B OTHOLLEHWMM ayAMTOB M MUX pe3ynbTaToB, BKIOYas MAEHTUdMKaLMI0O NpoLeccoB M obnacrei
aygmTta, a Takke BblBOAOB NO ayauTy, AO/MKHbI NOALAepXuBaTbCa B paboyem coctosiHuu (4.2.5).

PykoBoACTBO, OTBETCTBEHHOE 3a NpoBepsieMble 06/1acTV AEATENBHOCTU, AOMKHO 06ecrneunsaTb, YTOObI
ntobble HE06X0AVMbIE KOPPEKLMM U KOPPEKTUPYOLWMe AENCTBUS NpeanpuHUManncb 6e3 U3NULLHERA 0TCPOYKM
ANns ycTpaHeHus o6HapyXeHHbIX HECOOTBETCTBUI U X NpuumnH. MNocneayowme AelicTBUS LO/MKHbI BKAOYATb
BepudmKauuio NnpeagnpuHATLIX Mep 1 OTYET O pesynbTaTtax Bepudurkaymu.

MpumeyaHne — [OMNONHUTENBHYIO WHDOPMALMIO MOXHO Haliti B ISO 19011.

8.2.5 MOHUTOPUHT N N3MepPeHVe NpPoLeccoB

OpraHusaums fo/xHa NPUMeEHATb NoAxXoAswme MeToabl MOHUTOPUHIA W, eC/iM 3TOo LieniecoobpasHo, n3-
MepeHua NPoLecCOoB CUCTEMbl MeHe[KMeHTa KayecTBa. ITW MeToAbl [O/KHbl AEMOHCTPUPOBATL CNoco6-
HOCTb MPOLLECCOB AOCTUTaTb 3an/iaHMpPOBaHHbIX pe3y/ibTatoB. Ecnu 3annaHupoBaHHble pe3ynbTaTbl He 40-
CTUTHYTbI, AO/DKHbI NPEeANPUHMMATLCA KOPPEKLMU 1 KOPPeKTUpyLne AelicTBMSA, eCc/iv 3To LenecoobpasHo.

8.2.6 MOHUTOPUHI N U3MepPEHUe NPoAYKLNN

OpraHusauusa gosikHa NpoBoAUTbL MOHUTOPUHT U U3MEPEHne XapakTepucTuK Npoaykumm c Lenblo Bepu-
dhmkauny CooTBETCTBMA NPOAYKUUN YCTAHOBMIEHHLIM TPe6oBaHWAM. OTO AO/HKHO OCYLLECTBAATHCA Ha COOT-
BETCTBYIOLUUX CTAAMAX MPOLLECCOB XU3HEHHOMO LMKNa Npoaykuuv 1 B COOTBETCTBUN C 3an/laHNpPOBaHHbLIMUN Y
OOKYMEHTMPOBAHHBLIMY MEPONPUATUAMU 1N OKYMEHTUPOBAHHBLIMU NpoueaypamMu.

CsuetenbCTBa COOTBETCTBUA KPUTEPUSAM MPUEMKN AOS/DKHbI MOAAEPXMBATLCA B paboyemM COCTOAHWUW.
3anucn gomKHbI yKasblBaTb MU0, CaHKLMOHMpOBaBLUee BbINycK npogykuum (4.2.5). Ecnm uenecoobpasHo,
3anncu AoMKHbI MAeHTUdUUMpoBaTh 060pya0BaHUE, UCNOIb30BaHHOE A5 U3MEPEHUIA.

Bbinyck npoaykumMm v o6CnyxmBaHue He AO0/MKHbI OCYLLEeCTBNATLCA A0 YCMNELHOro 3aBeplieHus 3anna-
HVPOBAHHbLIX 1 OKYMEHTUPOBAHHbLIX MEPONPUATUIA.

Ons vMnnaHTUpyeMbiX MefULMHCKUX U3LEeNnii opraHusanmnsa Ao/mkHa BeCTU 3anucu no naeHtudukaunm
nepcoHana, NpoBOAALLEro Ntobble BUAblI KOHTPOASA WAN UCMbITAHWIA.

8.3 YnpaBneHue HecoOTBETCTBYIOLLEN NpoayKumeit

8.3.1 OO6uwme nonoxeHns

OpraHusaumsi go/mkHa obecrneymBaTtb, YTOObI MPOAYKUMSA, KOTOpas He COOTBETCTBYET TpebGOoBaHUAM,
6blna naeHTudnumpoBaHa 1 ynpasasaach C Lenbio NpegoTBpalleHns HenpegHaMmepeHHoro MCnosib30BaHus
nnn noctasku. OpraHusaumsa Ao/MKHA AOKYMEHTMpOBaTb Mpoueaypy, onpeaenstowyo cpeacTsa ynpasieHus,
COOTBETCTBYIOLLME OTBETCTBEHHOCTb M MNOSIHOMOYMA ONA MAEHTUUKALUN, OOKYMEHTMPOBAaHUSA, OTAeNeHus,
OLeHMBAHMA M pa3MeLLeHNsT HECOOTBETCTBYHOLLEN NPOAYKL MK,

OueHunBaHne HECOOTBETCTBMUIA AO/MKHO BKAOYaTb onpefesieHne HeobxoAMMOoCTVM MPOBEAEHUS paccrie-
[O0BaHUA 1 yBEAOM/IEHNA KAKON-TM60 BHELUHEl CTOPOHbI, OTBETCTBEHHOW 3a HECOOTBETCTBUE.

3anmMcym 0 xapakTepe HecOOTBETCTBWI M NHOObLIX NOCAeAyHWMX NPeanpUHATLIX AENCTBUSAX, BK/IOYas
oueHMBaHMe, Nboe paccnegoBaHMe U 060CHOBAHWE pPEeLIEHWA, JO/MKHbI NoAdepXnBaTbCa B paboyem co-
cTosiHun (4.2.5).

8.3.2 [elicTBNS B OTHOLIEHUN HECOOTBETCTBYIOLWEM NMPOAYKUMN, OBHAPY>XXEHHOW A0 MOCTaBKM

OpraHusaums go/hkHa nocTynaTb C HECOOTBETCTBYOLWEN NPOAYKUME OAHUM WM HECKONbKUMWU crnepy-
lowmMn cnocobamm;

a) OCyWecTBNATb AENCTBUS C LENblo YCTPaHEeHUS 06HapPYXXeHHOro HECOOTBETCTBUS;

b) oCcyw,ecTBAATb AENCTBUSA C Leblo NpeoTBpalleHnss ee nepBOHaYaslbHOrO npeanosiaraemMoro uc-
No/Ib30BaHMSA UM MPUMEHEHUS;

C) CaHKUMOHMPOBaTb €e MCNoJsib30BaHWe, BbIMYCK WM MPUEMKY MO paspelleHntd Ha OTK/IOHeHWe OT
YCTaHOB/IEHHbIX TpebGoBaHMWIA.

18



FOCT ISO 13485—2017

OpraHusaums fosmkHa obecneynBaTb, YTOOblI MPUHATME HECOOTBETCTBYHOLWLEN NPOAYKLMW MpU nonydye-
HUW paspelleHns Ha OTK/IOHEHME MOr/I0 OblTb OCYLLECTB/IEHO TOJIbKO B TOM C/lyyae, ecnum 3710 AonyckaeTca
perynvpylowmmMmm TpebosBaHnAMN. 3annucu 0 NPUHATAN paspeLlleHns Ha OTK/IOHEHWE U naeHTuduKaunum nnua,
CaHKLMOHMPOBAaBLUEro paspelleHre Ha OTKI0OHEeHUe, A0/DKHbI NoAAepXMBaThCA B paboyeM cocTosHUM (4.2.5).

8.3.3 [leiicTBMA B OTHOLLUEHUM HECOOTBETCTBYIOLWEA NPOAYKLUNN, OBHAPYXEHHOI NOC/1e NOCTaBKN

Ecnn HecooTBeTCTBYIOWAA NPOAYKUUA BbISB/IEHA MOCNE MOCTaBKM WU Havana NpUMeEHEeHUs, opraHusa-
umna fo/mkHa npeanpuHATbL AeACTBUA, COOTBETCTBYOWME NOCNEACTBUAM UM NOTEHLMabHbIM NOCNeACTBUAM
HecoOTBeTCTBUA.

3anucy npegnpuHATLIX A4eCTBUI AO/MKHbI NOALAEPXMBATLCS B paboyem cocTossHum (4.2.5).

OpraHusauns fo/mKHa OKYMEHTMPOBATb npoueaypbl BbiNycka U NPUMEHEHUS NOSAICHUTENbHbIX YBEAOM-
NIeHNn B COOTBETCTBMM C MPUMEHUMbIMW perynupylowmMmm tpeboBaHnsaMu. 3TU npoueaypbl AOMKHbI ObiTb
roToBbl K BBEAEHWNIO B AielicTBUE B Ni060e Bpemsi.

3anucu geicTBuiA NoO BbINYCKY NOSACHUTENbHbLIX YBEAOMIEHUI OO/MKHbI NOAAEPXMBATLCA B paboyem co-
cTosHun (4.2.5).

8.3.4 Tlepepenka

OpraHusaumns Ao/mKHa BbINOMHATL Nepejesiky B COOTBETCTBUM C AOKYMEHTUPOBaHHbLIMU Npouesypamu,
NPMHYMas BO BHUMaHWe MOTeHUMaslbHble HeXenaTtefbHble MOCNeACTBUA BO3AEWCTBUA nepepenky Ha npo-
AyKUMIo.

3T npoueaypbl 4OMKHbI NPOATK TOT Xe aHanu3 1 ofobpeHue, Kak U NnepBoHaYabHble NpoLeaypsbl.

Mocne 3aBeplueHna nepefenky, NPoAyKUMs Oo/HkKHa 6biTb BepuuunpoBaHa Ha COOTBETCTBME MpUMe-
H/MbIM KPUTEPUAM NPUEMKN U PETyNNpYoLWUM TpeboBaHNAM.

3anucu o nepegenke OO/MKHbI NOAAEPXMBATLCA B paboyem cocTosiHum (4.2.5).

8.4 AHann3 pgaHHbIX

OpraHu3auus Ao/KHa AOKYMEHTMpOBaTb Npoueaypbl onpefeneHnsi, cbopa U aHanusa COOTBETCTBYHO-
WMX OAHHBIX 4719 4eMOHCTpauuy NpUrogHOCTU, afeKBaTHOCTU M pPe3y/ibTaTMBHOCTU CUCTEMbl MEHEMKMEeHTa
kayecTBa.

3T npoueaypbl AOMKHbI BKIYaTh onpefesieHne Noaxoaswmx MeTofoB aHanm3a, B TOM YMcne cTtaTu-
CTMYeCKMe MEeToAbl U 06/1acTb UX NPUMEHEHNS.

JaHHble [OMKHbI BKIYATb MHAIOPMAaLMIO, MOMYYEHHYI0 B pe3ynbTate MOHUTOPUHIra W U3MepeHus, a
TakKe 1 U3 Apyrnx COOTBETCTBYHOLMX UCTOYHWUKOB, BK/IKOYas, NO MEHbLUEN Mepe, AaHHbIE:

a) obpaTHO CBA3W;

b) COOTBETCTBUA TpeboBaHUAM K NPOAYKL MK,

C) XapakTepucTukam M TeHAEHUMSAM MPOLEecCOoB M NPOAYKUUW, BKIOYAA BO3MOXHOCTU MO YAYYLUEHWUIO;

d) nocrtaBlukam;

e) aygutawm;

f) oTueTam Mo TexHMYECKOMY OBCMYXUBaAHUIO, €C/IN LenecoobpasHo.

Ecnv aHanm3 faHHbIX yKasblBaeT Ha TO, YTO CMCTEMA MEHE)KMEHTa KayecTBa He SiIBNSeTCs NpUrogHown,
afieKBaTHOW MNM pesynbTaTUBHOW, OpraHu3aums [O/DKHA MCNOMb30BaTb 3TOT aHa/INM3 Kak BXOAHble AaHHble
ANs ynydleHns B cCOOTBETCTBUYM ¢ 8.5.

3anvcy pesynbTaToB aHanmM3a AaHHbIX AO/MKHbI MOAAEpXnBaTbCs B paboyem cocTosHun (4.2.5).

8.5 YnyduweHwue

8.5.1 OO6Lne NosIoXeHns

OpraHusauns [o/KHA UAEeHTUULMPOBATL M OCYLWEeCTBAATL /1l06ble U3MEHEeHUs, Heobxoaumble ANs
obecneyeHnss 1 noagepXaHMs MOCTOSSHHON MPUrOAHOCTM, afeKBaTHOCTU W pe3y/bTaTUBHOCTM CUCTEMbI Me-
HeKMeHTa KayecTBa, a Takke 6e30MacHOCTU U (PYHKLMOHAIbHbIX XapaKTepUCcTMK MegULUHCKUX U3gennii, nuc-
nonb3ys NONAUTMKY B 06/1aCTU KayecTBa, Lenn B 06/1acTu KayecTBa, pesy/nbTaTbl ayAWToB, MNOCAENPOLaXHOro
HabnwAeHnsa, aHanu3a AaHHbIX, KOPPEKTMPYIOLWMX U npegynpexagalnwmx 4eAcTBuii U aHanmsa CO CTOPOHbI
PYKOBOACTBA.

8.5.2 Koppektupywluime gencrems

OpraHusaumns go/hkHa npegnpuHuMaTh AEeACTBUA C LeNbio YyCTPaHEeHUS NPUYUMH HEeCOOTBETCTBMIA AN
npeaynpexaeHnsi NOBTOPHOTO MX BO3HUKHOBEHUSA. JlloOble HEOOGXOAMMbIE KOPPEKTUpPYHOLLNE AEACTBUS 4OK-
Hbl ObITb MPUHATLI 6€3 HEOOOCHOBAHHOW 3agepPXkn. KoppekTupyowme AeNCTBUSA AO/MKHbI BblTb MPOMNOPLMO-
HaslbHbl MOCNEACTBUSAM BbISIB/IEHHbIX HECOOTBETCTBUIA.

OpraHu3auus Ao/mkKHa AOKYMEHTMPOBATL Mpoueaypy 415 onpefeneHns TpeboBaHui K
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a) aHanM3y HecOoOTBETCTBWUI (BK/IOUasi NPETEH3UN);

b) YCTAHOBMIEHWIO MPUYNH HECOOTBETCTBUNA;

C) OLEHMBaHUK HEO6XOAMMOCTU AENCTBUIA, UTOObI M36exaTb NOBTOPEHNS HECOOTBETCTBMUIA;

d) nnaHMpoBaHUIO W AOKYMEHTMPOBAHWI HEO0O6XOAUMbLIX AEWCTBMIA M WX OCYLLECTB/IEHWIO, BK/IOYas,
€Cnn LienecoobpasHo, akTyanmsauunio JoKyMeHTaumm,;

e) BepuduKauum TOro, YTO KOPPEKTUPYLLMe AEeNCTBUA HE OKasblBalOT HEraTUBHOrO B/IMSHUS Ha CO-
OTBETCTBUE perympylowmmMm TpeboBaHMsAM, a Takke Ha 6€e30MacHOCTb U (DYHKLUOHA/bHbIE XapaKTepUCTUKU
MeAULMHCKOTO MU3aenus;

f) aHanu3y pe3ynbTaTMBHOCTU MPeAnpUHATLIX KOPPEKTUPYIOLLUX AEACTBUNA.

3anucu pesynbTaTtoB MO60ro0 paccrefoBaHUs U NpeanpuHATLIX AeACTBUMA AO/MKHbI NOAAEPXKMBATLCS B
pabouyem cocTosHuun (4.2.5).

8.5.3 [lpeaynpexpatowme geicTBus

OpraHusauus fo/mKkHa onpefenuTb eCTBUA C Le/iblo YCTPaHEHWS MPUYMH NOTEHLMaIbHbIX HECOOTBET-
CTBWIA ANA npeaynpexaeHns ux nossnaeHus. MNpegynpexgatowme gencTsms AOMKHbI O6biTb NPONOPLMOHasb-
HbIM MOCNeACTBUAM MOTEHLMas bHbIX Npo6aem.

OpraHu3auus Ao/HkKHa AOKYMEHTMPOBATb Mpoueaypy, YCTaHaB/IMBaloLWy TpeboBaHUs K

a) onpegeneHuo NoTeHuMasnbHbIX HECOOTBETCTBUA U MX MPUYUMH;

b) OLEeHUBaHWIO HEO6XOANMOCTN AEWCTBUIA C Lenblo NpeaynpexaeHns nosBAeHNs HecoOTBETCTBUIA;

C) M/IaHUPOBAHWUIO U AOKYMEHTUPOBAHUID HEOO6XOAMMbIX AEWCTBUA M WX OCYLLECTB/IEHWIO, BK/IOYas,
€Cnn LienecoobpasHo, akTyanmsauunio JoKyMeHTaumm,;

d) Bepudmkauun TOro, YTO AENCTBMA He OKa3biBalOT HEraTUBHOrO B/IUSHWA Ha COOTBETCTBME perynu-
pylowum TpeboBaHMsIM, a Takke Ha 6e30MacHOCTb U OYHKLMOHAMbHbIE XapakTepPUCTUKA MEAMLMHCKOrO n3-
nenus;

€) aHanu3y pesynbTaTUBHOCTM NPEANPUHATLIX Npeaynpexaarolwnx geicTBuii, ecnu LenecoobpasHo.

3anucu pesynbTaToB N0OLIX paccnefoBaHWn U NpeanpuHATLIX AEACTBUA [O/MKHbI NOAAEPXKMBATLCS B
paboyem cocTosHuu (4.2.5).
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MpunoxeHvie A
(cnpaBo4HOE)

CpaBHeHue cogepxaHusa 1ISO 13485:2003 n ISO 13485:2016

B Tabnumue Al npvBeaeHa MHAOPMaLMA O BHECEHHbIX M3MEHEHMSIX B HacTosAWwmiA cTaHgapT (ISO 13485:2016) no
CpaBHEHWIO ¢ npeabiaywmm nsgaHuem (ISO 13485:2003).

Tabnnya Al

MyHkTbl ISO 13485:2016

BeepneHve

O6LLUMe NoNoXeHWs

PasbsiCHEHNE MOHATUIA

IMpoLeccHbIn Noaxos

Css3b ¢ I1SO 9001

KoMMeHTapun K U3MeHEHVSIM MO CpaBHEHWIO € Npeabiaylym mn3gaHuem (1ISO 13485: 2003)

PasbAacHAeT 3HaYeHre TPeTbEero u3gaHusa HacTosALEero ctaHaapTa

BkntouaeT B cebsi 3HauMTeIbHO 60/bLUe NOAPOBGHOCTEN, CBA3aHHbLIX C OCOGEHHO-
CTAMM OpraHv3auuii, oxeaTbiBaeMbIX TPEGOBaHNAMN HACTOSLLEro CTaHaapTa, B TOM
yucne no CTafmsM XM3HEHHOTO LKA,

OGBACHSET, UTO TPEOOBaHUA CTaHAApTa MOryT GbITb NPYMEHEHbI MOCTaBLLMKaMM
W1 SPYTMIMU BHELLHMMW CTOPOHaMK f06pOBOSILHO, /IMO0 B COOTBETCTBUM C TpeboBa-
HUSIMW KOHTpaKTa.

BitoyaeT o6s13aTeNbCTBa OpraHM3aLUmii B pamMkax CUCTEMbl MEHEMKMEHTA Kade-
CTBa MPUMEHATL perynmpytoLime TpeboBaHus.

WHdbopmmpyeT opraH/saLmn o pasnumnsix B cMcTeMax pPerysimpoBaHust U Ux oos-
3aHHOCTW NOHUMATb, Kak 3T TpeboBaHWsA GyayT B/USATb Ha UX CUCTEMY MEHEKMEH-
Ta KauecTsa.

[lobaBnsieT 06513aTe/IbCTBO YAOB/ETBOPSATL COOCTBEHHLIM TPEOOBAHUSM K CUCTE-
Me MeHeDKMEHTa KayecTBa.

YcTaHaB/IMBAET aKLEHT Ha HEOOXOAMMOCTU «yAOBMETBOPEHMS] TpeboBaHMsA Mo-
TpebUTENs N NPUMEHUMbIX PErYIMPYHOLLMX TPeOOBaHW K obecreyeHnto 6e3onacHo-
CTU Y OYHKLMOHA/bHBIX XapaKTeprucTuK».

MoauepkvBaEeT, UTO TPeGOBaHUS K NPOAYKLUMM, KOTOPbIE CBSI3aHbl C 06ecneyeHneM
6e30MacHOCTN 1 PYHKLMOHAUTbHBIX XapakTEPUCTUK, SBISKOTCA BaXKHBIMMN.

Job6aBnset asa thakTopa BAUSHWS Ha NPUPOAY CUCTEMbI MEHEMKMEHTA KauecTsa,
KOTOpble He GbUM B NEPBOHAYA/IEHOM M3AaHUN (OpraHM3alyioHHast cpeda v peryv-
pytoLLme TpeboBaHs).

YTOUHSIET, YTO OpraHM3auysi He 06si3aHa MPUBOAWTL CBOKO AOKYMEHTALMIO B COOT-
BETCTBUM CO CTPYKTYpOIi HACTOSILLEro CTaHAapTa

[Job6aBnsieT ABa AOMOMHUTESbHBIX KPUTEPHS], CBA3AHHbIX C PerympyowmMmn Tpe-
60oBaHMAMU:

- cobnogeHne peryimpyoLmx TpeboBaHuii;

- TpeboBaHNs, HEOBXOAUMbIE /151 OCYLLECTBIEHNS] MEHEDKMEHTA pyCka.

OnpepnensieT npeaenbl NPUMEHEHNST TEPMUHA «PUCK» OTHOCUTENIbHO oGecreve-
HUA 6Ee30MAaCHOCTV U hyHKLMOHASIbHBIX XapakTEPUCTUK MEAULIMHCKOrO U3Lenus Wi
B LE/ISIX COOTBETCTBUS PEry/IMpyroLLyIM Tpe6GoBaHMSIM.

Pa3bACcHSAET, UTO TEPMUH «A0KYMEHTMPOBaHO» BK/OYaET B CEOA HEOOXOANMOCTb
COo3faHusl, BHEAPEHUS 1 NOAAEPXAHMS.

PasbsiCHSIET, YTO TEPMUH «MPOYKLMS» OTHOCUTCS K pe3y/ibTatam, KoTopble npes-
HasHaueHbl 419 NOTPedUTeNns Win UM 3aTpeboBaHbl, WM NPEACTaBISKT CO6oi 3a-
JaHHbI pesynbTaT B NpoLecce Npov3BOoACTBa NpoayKLmn

PacLuypseT 06bACHEHUs NMPOLIECCHOTO Moaxoaa

OnpegenseT cBa3b Mexay 1SO 13485:2016 n 1ISO 9001.

Yka3blBaeT, u4TO CTPYyKTypHasd B3avMocBsA3b Mexay [ISO  13485:2016 wu
ISO 9001:2015 6yget npuBegeHa B NPUIOKeHUN B,

WckntoueHo mcnosnb3oBaHue KypcuBa TekcTa B CTaHfapTe Ans 0603HaYeHVs U3-
MEHEHWI No cpaBHeHMo ¢ 1ISO 9001:2008
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Mpopgomkenre Tabnmupl A. 1

MyHKTBI 1ISO 13485:2016

1 O6nacTb NPUMEHEHVA

3 TepMuHbI onpeaeneHs

4 Cuctema MeHeKMeHTa
KayecTBa
41 O6Lwme TpeboBaHWs

4.2 TpeboBaHVS1 K [OKyMEH-
Taumm

5.6 AHa/IM3 CO CTOpPOHbI py-
KoBOACTBa

6.2 Yenoseyeckue pecypchl

6.3 WHdppacTpykTypa

6.4 lMpou3soAcTBeHHas cpe-
A VI KOHTPO/Tb 3arpsisHEHVA

7.1 MnaHvpoBaHve npoLiec-
COB XW3HEHHOro LMKia npo-
OyKumm
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KOMMEHTapumn K M3MEHEHMSIM MO CPpaBHEHWO C Npeaplaylym mn3gaHuem (ISO 13485: 2003)

YkasblBaeT NPUMEHVMOCTb HACTOSLLEro cTaHaapTa A1s opraHv3aumii, KoTtopble
YYaCTBYHOT B OAHOV WM HECKO/bKUX CTaANAX XM3HEHHOTO LKA MEeOULMHCKOTO 13-
Jenvs.

YKa3bIBa€eT, YTO HaCTOALUWIA CTaHAAPT MOXET Takke ObITb MCMOo/b30BaH MOCTaB-
LLYIKaMW WA BHELLHMMMX CTOPOHaMK, KOTOpble NMOCTaB/AT NPOAYKLMIO U CBSA3aHHbIE
C cMCTeMOl MeHeDKMEHTa KauecTBa OpraHu3aLmii yC/Tyr TakM OpraHm3aLmsim.

OnpepensieT OTBETCTBEHHOCTb OpraH13aLm 3a MOHUTOPVHT, MOAJAEPXaHue B pa-
604eM COCTOSIHAM W ynpaB/eHne npoLeccamu, nepefaHHbIMA Ha CTOPOHY.

PacumpsieT TpeboBaHus, KOTOpble MOryT OblTb HE MPUMEHVIMbI K TOA WM MHOW
[OesTeNIbHOCTW B COOTBETCTBUM C MyHKTaMu 6 1 8.

PazbsicHSIeT, UTO TEPMUH «perynmpytoLLme TpebosBaHys» BKIHOYAET B CeOS 3aKO0-
HoAaTe bHbIe akTbl (HAaNpUMEp, 3aKOHbI, NMOJ3AaKOHHbIE aKTbl, NPEeANMCaHNS U ANPeK-
TUBbI) 1 OrpaHNuMBaET cqoepy NPUMEHEHNS «PETYIMPYIOLLMX TPEOOBaHWIA» TOMBKO K
cUcTeEME MeHeDKMEHTa KauecTBa, a Takke 0becrneveHno 6e30nacHOCT Wi qoyHK-
LIMOHa/TbHbBIX XapaKTepUCTVK MEAWULIMHCKOTO U3aenvs

[06aBNEHO HECKOMLKO HOBbLIX ONpeaesieHniAi U YTOUHEeHbl HEKOTOpbIe CYLLECTBY-
toLLye onpeseneHst

Job6aBneHbl TpeboBaHMSA K AOKYMEHTVPOBaHUIO PONM(ei) opraHiauum.

Job6aBneHbl TpeboBaHUA K OMpefeNeHI0 MPOLIECCOB «C y4eToM posm(eid), ocy-
LLLeCTB/ISIEMbIE OpraHM3aLyens.

[Job6aBneHo TpeboBaHWe «MPUMEHSTL PUCK-OPUEHTUPOBAaHHbI MOAXOoA, K ynpas-
NEHVI0  COOTBETCTBYHOLLMMM MpOLeccaMy, HeobXoaMbIMU /11 CUCTEMbl MeHe[-
XXMEHTa Ka4ecTBax.

[Jo6aBneHbl TpeboBaHKs, OTHOCSLLMECS K M3MEHEHMSIM B MpoLeccax.

[Job6aBneHbl TpeboBaHWS, OTHOCSLLMECS K Ba/IMAALMM NPUMEHEHUST KOMIbIOTEP-
HOrO MPOrpaMMHOr0 06ecrneyeHys, UCMob3yemMoro B CUCTEME MEHeKMEHTa kaue-
cTBa

BitoyaeT B cebst NPOoLIECC YNPaBIeHWs 3anMcsMmn B paMkax TpeboBaHuiA K ynpas-
NEHVII0 AOKYMEHTALEN.

OnpeneneH nepeveHb AOKYMEHTOB, KOTOpbIE AO/DKHbI ObITb BKKOUEHbI B (haiis
MEeULVHCKOrO n3genus.

Br/toueHo TpeboBaHVe OTHOCUTESBHO 3aLLMTbI KOH(OMAEHUMABLHOW NepCoHasTb-
HOW MHchopmaLmn.

[Jo6aeneHo HoBOe TpeboBaHMEe MO CPOKaM XpaHEeHUs 3anuceit

Bi/toueHbl TpeboBaHUA K [OKYMEHTUPOBaHWUI Mpoueaypbl A1 aHaimsa co
CTOPOHbI PYKOBOACTBA U TpeboBaHMA [/151 MPOBEAEHNSI aHa/IM3a CO CTOPOHbI PYKO-
BOACTBA B 3ar/laHMpOBaHHblE MHTEPBasTbl B COOTBETCTBUN C [AOKYMEHTVPOBAHHOM
npoLeaypoii.

PaclumpeH nepeyeHb BXOAHbIX U BbIXOAHBIX JaHHbIX A5 aHa/M3a CO CTOPOHBI
pykoBoZCTBa

Bk/loueHo HoBoe TpeGoBaHWe Mo AOKYMEHTUPOBAHMIO NPOLIECCOB YCTAaHOB/E-
HUS1 KOMMETEHTHOCTM MepPCoHana, NPOBEAEHNSt 0ByUEHMsl, 0BECTIEUEHNSI OCBEIOM-
JIEHHOCTW MepcoHana

[o6aBneHbl TpeGoBaHUs K MHAPACTPYKType A1 NPeAoTBPaLLEHNS NepenyTbi-
BaHMs1 NPOAYKLMWN 1 0GECTIEYEHUST HaL/IEXALLEro 0BpaLLEHNs ¢ NpoayKuveli.
B nepeyeHb BCNOMOraTe/lbHbIX YC/Iyr 06aBneHa «MHGIOpPMaLOHHas CUCTEMaY

[Jo6aBneHbl TpeboBaHMS K 4OKYMEHTMPOBaHNIO MPOV3BOACTBEHHON Cpeapbl.

[oGaBneHbl Tpe6GOBaHUS, CBSI3aHHbIE C KOHTPO/IEM 3arpsi3HEHUsT MUKPO/IopbI 1
3arpsi3HEHVS MeSIKOAUCTIEPHBIMU YacTMLAMM A1 CTEPU/IbHBIX MEAULMHCKUX U3ae-
i

JononHuTe NbHbIE TPEGOBaHUS A0GAB/MEHbI B NEPEYMCIEHNE



MpopomkeHne Tabnmupl A. 1

MyHKTBI 1ISO 13485:2016

7.2 Tpoueccol, CBsi3aHHble C
noTpeduTensmm

7.3.2 TlnaHvpoBaHWe MnpOoekK-
TMPOBaHNA 1 pa3paboTkn

7.3.3 BxofdHble faHHble [O/1A
NPOEKTUPOBaHNA U pa3paboT-
L]

7.3.5 AHanu3s npoekta u pas-
paboTku

7.3.6 Bepudpukauus npoekta
1 pa3paboTku

7.3.7 Banvpgaumsa npoekta u
paspaboTku

7.3.8 MNepepaya npoekta wu
paspaboTku

7.3.9 YnpasneHve n3MeHeHu-
AMKN MPOeKTa 1 paspaboTku

7.3.10 daiinbl NpoeKTUpoBa-
HUA 1 pa3paboTKm

7.4.1 TlpoLecc 3aKymnok

7.4.2 NHpopmaupa no 3akyn-
Kam

7.4.3 Bepudkaups
MEHHON NPOAYKLWN

3aKy-

7.5.1 YnpasrneHue npov3BoL-
CTBOM ¥ O6C/TyXUBaHNEM

7.5.2 YvctoTta npodyKumm

7.5.4 [edAtenbHOCTb MO 06-
CMY>XMBaHNIO

7.5.6 Banmpauusi npoLeccos
npou3BoACTBa U 06C/TyXMBa-
HUA

FOCT ISO 13485—2017

KoMMeHTapumn K M3MEHEHMSIM MO CpaBHEHWIO € Npeaplaywym n3gaHnem (1ISO 13485: 2003)

JononHuTesnbHble TpeGoBaHUS A0GABMNEHbI B NEPEUMC/IEHVE.
[Jo6aBneHbl TpeGoBaHKS K NMOAAEPXKAHMIO CBS3W C PETYIMPYIOLLIMU OpraHamMm

[JononHuTesnbHble Tpe6GoBaHUS A0GAB/EHbI B NEpeUMCeHe.
VickntoueHb! TPeGOBaHWSI, CBS3aHHbIE C B3aMMOLEVICTBMEM MeXay Pas/vuHbIMK
rpynnamu, y4acTBYHOLLWIMM B NPOEKTUPOBAHUM U pa3patoTke

JononHuTeNbHbIE TPEGoBaHUS A0GAB/MEHbI B NEpEUMCieHe.
OnpeaeneHo, uto Tpe6oBaHWs A0/MKHbI GbiTb BEPUCMLMPYEMBIMA W Ba/UaN-
pyeMbIMU

[o6aBneHbl NOAPOGHOCTY COAEPKaHUs 3anmceli

[JobasneHbl TpeboBaHna [/19 AOKYMEHTUPOBaHWA N1aHoB Bepudhmkaumm, BKIIHO-
yasi TpeboBaHMA K Bepudmkauum nHtepdelica.
Job6asneHbl TpeboBaHKA K 3anncsm BepudmkaLmn

Jo6aBneHbl TpeboBaHWs 411 AOKYMEHTUPOBAHMS MIaHOB Ba/mMaaLyy, BK/oUas
TpeboBaHVs K Basmgaumy nHTepdoeiica. [oGaeneHbl TpeGoBaHua f1si 3anuceli Ba-
npaummn

[o6aBieH HOBbIIA MNOAMYHKT

[Jo6aBneHo TpeboBaHME O BK/IHOUYEHUN OLEHKM B/IMSHMSA U3MEHEHWIA Ha COCTaB-
Hble YacTV U3LE/WIA N y)Ke MOCTaBNEHHYH NMPOAYKUMIO.
Jo6aBneHbl NOAPOGHOCTM MO UAEHTUMKALMK 1 aHaNU3Y U3MEHEHNIA

Jo6aBneH HOBbIA MNOAMYHKT

CrenaHbl akLEHTbl Ha KpUTepumn BbiGopa NocTaBLLyKa B 3aBUCMMOCTU OT BISIHUS
pesy/nbTaToB AeATEe/IbHOCTU MOCTaBLUMKA HA KAUYECTBO MEAULIMHCKOTO W3Oenns, pu-
CKM1, CBSI3aHHbIe C MEAULMHCKUM U3AE/IMEM, a Taloke COOTBETCTBYE NMPOAYKUMN Mpu-
MEHUMbIM PEry/IMpYHLLMM TPEGOBaHUSIM.

Jlo6aBneHbl HoBble TPe6OBaHWS, CBSA3aHHbIE C MOHUTOPUHIOM 1 MOBTOPHOM OLIEH-
KOV MOCTABLUMKOB, a Takke K IENCTBUSMM, KOTOPbIE HEOBXOAMMO NMPUHSATbL, KOraa Tpe-
60BaHVS K 3aKyrnkam He GyayT BbINOSHEHbI.

BK/ItO4YEHBI [OMOSHUTE bHLIE MOAPOGHOCTH, OTHOCSLLMECS K COAEPXaHMIO 3anu-
cei

Jlo6aBneHo HoBoe TpeGoBaHMe ANA BKOUEHNS YBEOMIEHUIA 06 3MEHEHUSIX B
MoCTaB/IsieMoli NPOAYKUK

[Jo6aBneHbl HoBble TPe6oBaHMs 0 AeATENTbHOCTM M0 KOHTPOSIIO 1 MepaMm, KoTopble
HEOBXOAVMO MPUHSITL, KOrha OpraHU3aumM CTAHOBUTCS M3BECTHO O KakUX-INGO W3-
MEHEHMSIX B 3aKyMaemoii npogyKuumn

Jo6aBneHbl Noapo6HOCTH, CBSA3aHHbIE C YNpaBieHVEM NPOU3BOACTBOM U OKasa-
HUS yCnyr

JononHutesnbHble TpeGOBaHMFI ,qOﬁaBHEHbI B nepevncneHne

Jo6aeneHo TpeboBaHMe MO MPOBEAEHUI0 aHa/IM3a 3anviceli AesTenbHOCTH, CBS-
3aHHOV C 06CNYXKBAHMEM

JononHuTesnbHble TpeGoBaHUs! A0GAB/EHbI B NEpeUMcieHme.

Jo6aBneHbl NoAPO6HOCTY, OTHOCALLMECS K AESTENLHOCTY, TPEGYHoLEei Hammums
npoLeayp.

OnpepgeneHo TpeGoBaHMe K Ba/MAaUMM MPOrpaMMHOTO OGecneyeHUs OTHOCK-
TE/IbHO PUCKOB, CBA3AHHbIX C MPYMEHEHEM NPOrPaMMHOT0 06ecneyeHms.

Jo6aBneHbl Tpe6oBaHWsI, OTHOCSILLMECS K 3amiCsM M0 Baugaumn
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FOCT ISO 13485—2017
OKOHuaHne Tabnmupl A. 1

MyHKTBI 1ISO 13485:2016

7.5.7 CneumnanbHble Tpebosa-
HUS K Ba/mMpauyn MpoLEeccoB
cTepwwmsaum 1M cucTeMam
6apbepoB CTEPUNIBLHOCTM

7.5.8 VpeHtudmkaupms

7.5.11 CoxpaHeHue COOTBeT-
CTBVSAA MPOAYKLMN

8.2.1 O6parHas CBs3b

8.2.2 PaccmoTpeHve mnpeTeH-
3ui

8.2.3 OTyeTHOCTb B perynumpy-
t0LLMe opraHbl

8.2.6 MOHUTOPUHI 1 n3mepe-
HVe npoayKunm

8.3 YnpaeneHve HecoOTBeT-
CTBYIOLLIEN MpoayKumein

8.4 AHann3 fgaHHbIX

8.5.2 Koppektupytouwe Aaeii-
CTBUSA

8.5.3 Tpepynpexparowne
JelictBus
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KOMMEHTapumn K M3MEHEHMSIM MO CPpaBHEHWO C Npeaplaylym mn3gaHuem (ISO 13485: 2003)

Jo6aeneHbl TpeGoOBaHWS 47151 CUCTEM GapbEePOB CTEPUILHOCTU

[o6asieHbl TpeboBaHNs 4151 YHUKaUTbHON MAEHTUAMKaUMN U3AENIIA.

[JobasneHo TpeboBaHWe [OKYMEHTMPOBaHWA npouesypbl naeHTudmkaumm npo-
OyKuMK, B TOM 4uc/ie B OTHOLLEHUW WAEHTUChMKaUMM 1 cTatyca NpoaykumM B npo-
Liecce Npov3BOACTBA

[Jo6aBneHbl NoapPo6HOCTM MO AOCTWKEHMIO COXPaHHOCTM

Jo6aeneHa vHGopMaLysi 0 TOM, YTO oGpaTHasi CBs3b [O/DKHA BK/OUYaTb COOP
[aHHbIX KaK C MPOM3BOACTBA, Tak U MOC/e NPOAaKA.

[o6aBneHo Tpe6oBaHMe MCMo/b30BaHWS 06paTHON CBA3W B MpoLeccax MeHem-
XMEHTa pucKa 1 B LieNsiX NOAAEPKaHUS COOTBETCTBUS TPEGOBaHMIA K NPoayKLn

[Jo6aBneH HOBbIi MOAMYHKT

[Jo6aBneH HOBbIA NOAMYHKT

[o6asneHo TpeboBaHMe Mo naeHTMdMKaLWM 060pyA0BaHNS, 1CMO/Ib3YEMOro 4/1A
N3MepeHMiA

[o6aBneHbl NOAPOBHOCTY, OTHOCSLLMECS K BUZAM KOHTPOJIS, KOTOPbIE JO/DKHbI
ObITb AOKYMEHTUPOBAHBI.

O606LLEHbI TPEGOBAHNA O BKIKUEHUN MPEANPUHATLIX AEACTBUIA 1 060CHOBaHWS
MPUHSTBIX PELLEHUIA.

[Jo6asneHbl TpeboBaHUSA, OTHOCALLMECS K paspeLleHnsIM Ha OTCTYMIeHe.

PasgeneHbl TpeboBaHNs K 0OHapYXXeHHbIM HECOOTBETCTBUSIM Mepes, NMOCTaBKoM,
06Hapy>XeHHbIM MOC/E NOCTABKM U B X0Ae Nepefesku.

[JobasneHo TpeboBaHMe K JOKYMEHTaLMKM, CBSA3aHHOE C Bbldaudeli NOsSICHUTE bHbIX
yBEeAOM/IEHNI

[Jo6asneHo TpeGoBaH1e No ONPEeAeNEeHNI0 1 BKIHOUEHMIO NOAXOASLLUMX METO/0B,
BK/IIOYasA CTATUCTUYECKUE METOApI, U CTEMEHN UX UCTO/b30BaHUS.
[Jo6asneHbl Noapo6HOCTYN B NepeyeHb BXOAHbIX AaHHbIX

Jo6aeneHo TpeboBaHVWe O HEOOXOOVMOCTU Y6eauTbCs, YTO KOPPEKTUpYoLLve
[OeVCTB/SA He OKasbIBAOT HEraTUBHOTO B/IUSHUS.

[lo6aBneHbl TpebOoBaHMsi O HEOBXOAUMOCTU MPUHSATUS KOPPEKTUPYHOLLIMX Aeld-
CTBWIA 6e3 HEONPaBAAHHON 3a4ePXKKM

[Jo6asneHo TpeboBaHe 0 HEOOXOAMMOCTU YOeauTbCs, YTO NpesynpexjaroLme
[OeiCTB/S He OKasbIBaKOT HEraTUBHOTO B/IMSIHUA



FOCT ISO 13485—2017

MpunoxeHvie B
(cnpaBoyHoE)

CooTBeTtcTBMe Mexay 1SO 13485:2016 v 1ISO 9001:2015

B Tabnuuax B.1 n B.2 npuBeneHo cootBeTcTBre Mexay ISO 13485:2016 n ISO 9001:2015.

Tabnnya Bl — Coorserctare Mexay 1SO 13485:2016 n 1ISO 9001:2015

MyHKTBI 1ISO 13485:2016

1 O6nacTb NpUMeHeHNs
411 (6e3 HaMMeHOBaHMs)

4 Cuctema MeHe)KMEeHTa KayecTtBa

4.1 O6Lwme TpeboBaHWs

4.2 TpeboBaHUs K [AOKyMeHTaumm
4.2.1 O6Lme NonoxeHus

4.2.2 PykoBOACTBO MO Ka4yecTBy

4.2.3 daiin MeguuMHCKOro usaenus

4.2.4 YnpaneHue goKymeHTauuein

4.2.5 YnpaeneHvie sanucamm

5 OTBEeTCTBEHHOCTb PYKOBOACTBA
5.1 O6si3aTenbcTBa pyKoBOACTBa

5.2 OpueHTaumst Ha noTpebutens
5.3 Monntuka B 06/1aCTK KayecTea
5.4 TnaHupoBaHve

5.4.1 Llenm B o6bnactv kayectea

5.4.2 TnaHVpoBaHWe CO3[aHUs U PasBUTUA CUCTEMbI Me-
HepKMeHTa KauecTBa

5.5 OTBETCTBEHHOCTb, MOTHOMOUMSI M 06MeH MHhopMaLei
5.5.1 OTBETCTBEHHOCTb M MOSTHOMOYUS

5.5.2 lMpepcTtasutenb pykoBOACTBa

MyHkTBI 1ISO 9001:2015

1 O6nacTb NPUMEHEHNS

4.3 OnpepeneHve 06/1acT NPUMEHEHNS CUCTEMBI Me-
He[DKMeHTa KayecTsa

4 Cpepa opraHuzauum

4.1 TloHMMaHVe opraHu3aumm 1 ee cpedpl

4.2 ToHUMaHue NoTPeBHOCTER M OXUAAHWIA 3anHTEpe-
COBaHHbIX CTOPOH

4.4 CucteMa MeHepKMeHTa kavecTsa U ee npoLiecchl

4.4 CycteMa MeHe[pKMeHTa kavecTsa U ee npoLiecchl
8.4 YnpasneHvie npoLeccamu, nNpogykuueli uycnyramm,
MOCTaB/IAEMbIMN BHELLHVMW NOCTaBLLMKaMM

7.5 [okyMeHTVpoBaHHas UHopmaums
7.5.1 O6LWEe NONOXEHMSI

4.3 OnpepeneHne 06/1acTvi NPYUMEHEHVST CUCTEMBI
MeHeDKMEHTA KayecTBa

4.4 Cvctema MeHe[DKMEHTa KayecTBa U ee NpoLecchl
7.5.1 OO6Le NoMoXeHNs

SKBMBA/IEH T HbIi NMYHKT OTCYTCTBYET

7.5.2 CosfaHve 1 aktyanMsaums
7.5.3 YnpasneHue AOKYMEHTUPOBaHHOW MHGopMaLmeit

7.5.2 Co3pgaHve 1 aKktyanmsauys
7.5.3 YnpaBneHue AOKyMEHTUPOBaHHOW MHGiopMaLmei

5 JlngepcTtBo

51 JInpepctso v NpUBEPXEHHOCTb
5.1.1 O6LMe NONoXeHNs

5.1.2 OpueHTauys Ha notpeduTenei

5.2 Monutrka
5.2.1 Pa3paboTka No/mUTVKM B 06/1aCTW KavecTea
5.2.2 [loBegeHve NonmMTuki B 06/1aCTU KayecTsa

6 MnaHvposaHue

6.2 Lierm B 06/1aCTU KayecTBa U NSIaH1poBaHne Ux Ao-
CTUKEHS

6 MnaHvposaHue
6.1 [lelicTBUS B OTHOLUEHWW PUCKOB 1 BO3MOXHOCTEN
6.3 lMnaHMpoBaHNe M3MEHEHWI

5 JlngepcTtBo

5.3 ®yHKUWW, OTBETCTBEHHOCTb 1 MO/THOMOUMS! B OpraHu-
3auum
5.3 ®YHKLWW, OTBETCTBEHHOCTb 1 MO/IHOMOUMS B OpraHu-
3aumm
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Mpopgomkenre Tabnmupl B. 1

MyHkTbl 1ISO 13485:2016

5.5.3 BHyTpeHHWiA 06MeH MHdIopMaLmeit
5.6 AHa/IM3 CO CTOPOHbI PYKOBOACTBA
5.6.1 O6Le NonoxeHust

5.6.2 BxofHble faHHble 419 aHa/m3a

5.6.3 BbIxogHble faHHbIe 415 aHanms3a

6 MeHemKMeHT pecypcoB

6.1 ObecneyeHvie pecypcamu
6.2 Uenoseyeckne pecypchl

6.3 NHdpacTpykTypa
6.4 NMpou3soacTBeHHas cpeda

7 TpOLECChI XU3HEHHOTO LKA MPOayKLMN

7.1 lMnaHvpoBaHVe NPOLECCOB XXN3HEHHOIO LKA NpoaykK-
Lmm

7.2 TMpovecckl, cBs3aHHble C NoTpebutensaMmmn

7.2.1 OnpepeneHve TpeboBaHWin, OTHOCALUMXCS K MPOAYK-
umm
7.2.2 AHanus TpeboBaHuii, OTHOCALLMXCA K NPOAYKLAN

7.2.3 CB3b C NoTpedutensmMu

7.3 TNpoekTnpoBaHne 1 paspaboTka

7.3.1 O6LUMEe NOMOXEHWsE

7.3.2 TnaHvpoBaHWe NPOEKTMPOBaHNA Y pa3padoTkn
7.3.3 BxofHble AaHHble NPOEKTUPOBaHWA 1 paspaboTkm

7.3.4 BbIxoAHble JaHHbIE MPOEKTUPOBaHUS U Pa3paboTKy
7.3.5 AHanu3 npoekTa 1 paspaboTku

7.3.6 Bepudmkaumsi npoekTa n paspaboTku

7.3.7 Banupaups npoekTta v paspaboTku

7.3.8 TNepepaya npoekTa v paspaboTku

7.3.9 YnpaBneHve M3MeHEeHUsIMU NPOeKTa 1 pa3paboTkv

7.3.10 daiinibl NPOEKTMPOBaHMS 1 pa3paboTky
7.4 3akyrnku

7.4.1 Tlpouecc 3aKynok
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MyHkTbI ISO 9001:2015

7.4 ObmMeH uHdopMauyei
9.3 AHa/IM3 CO CTOPOHbI PYKOBOACTBA
9.3.1 OOLUME NOOKEHMS

9.3.2 BxofHble fgaHHble aHanM3a Co CTOPOHbI PYKOBOA-
ctBa

9.3.3 BbIX0OAHblE A@HHbIE aHa/M3a CO CTOPOHLI PYKOBOA-
cTBa

7.1 Pecypchbl
7.1.1 O6Le NonoxeHus
7.1.2 Yenose4eckune pecypcol

7.2 KOMMETEeHTHOCTL
7.3 OcBeAOMNEHHOCTb

7.1.3 WNHdppacTpykTypa
7.1.4 Cpepa ans oyHKUMOHMPOBaHMS NPOLLECCOB

8 [eAaTenbHOCTb Ha CTafysiX XXU3HEHHOTO LKA Mmpo-
LyKUMW 1 ycnyr

81 T[lnaHvpoBaHue u ynpasfeHne AeATeNIbHOCTLI0 Ha
CTagusiX XXU3HEHHOTO LyKia NpoayKumn 1 ycnyr

8.2 TpeboBaHuA K NPoAyKLUM W yCryram

8.2.2 OnpepneneHve TpeboBaHWi, OTHOCALLMXCA K Npo-
OyKupm 1 ycnyram

8.2.3 AHanm3 TpeboBaHUIA K MPOAYKUMM W yCayram
8.2.4 V13meHeHns1 TpeboBaHUiA K MPOAYKLMA 1 yCyram

8.2.1 CsA3b C noTpedutensaMu

8.3 TMpoekTrpoBaHme 1 paspaboTka NPOoAYKLMM 1 yCnyr
8.3.1 OOLUMe NnosoxeHnst

8.3.2 MnaHvpoBaHWe NPOeKTUPOBaHUS Y paspadoTku

8.3.3 BxofHble faHHble A1 MPOEKTMPOBaHUA W1 paspa-
60TKM

8.3.5 BbIXOAHblE AaHHbIe NMPOEKTMPOBaHUS 1 pa3patoT-
Kn

8.3.4 CpepctBa ynpas/ieHUs MPOEKTMPOBaHWeM U pas-
paboTKoi

8.3.4 CpepcTBa ynpas/ieHVUss NPOeKTMpoBaHMeM U pas-
paboTkoii

8.3.4 CpepctBa ynpaB/ieHUs MPOEKTMPOBaHWEM U pas-
paboTkoii

8.3.4 CpepctBa ynpas/ieHUs MPOEKTMPOBaHWEM U pas-
paboTKoi

8.3.6 VI3meHeHVMs MpoeKTMpoBaHUA U
8.5.6 YnpasneHve n3MeHeHAMU

7.5.3 YnpaBneHve f4OKyMEHTVPOBaHHOW MHJIopMaLmei

pa3paboTku

8.4 YnpaBneHue npoLeccamy, MpofyKumelt 1 ycryramu,
MOCTaBNsIEMbIMA BHELLUHMI NMOCTaBLUMKAMM

8.4 YnpasneHve npoueccamu, NPOAYKUMERA u ycny-
ramyl, NocTaBfIIeMbIM/  BHELHVMW  MOCTaBLUMKaMW
8.4.1 O6LMe NoMoXKeHNs

8.4.2 Tun v cTeneHb ynpasneHns



MpopomkeHne Tabnmupl B. 1

MyHkTbI 1ISO 13485:2016

7.4.2 ViHdhopmaums Mo 3akynkam

7.4.3 Bepudmkaums 3akyniieHHol NpoayKLmum

7.5 TMpou3BOACTBO M 06CNYXVBaHWE
7.5.1 YnpaBneHvie Npov3BOACTBOM W OGCTy>XMBAHNEM

7.5.2 YuctoTa npoayKumn
7.5.3 [eAatensHoCTb Mo MOHTaXy
7.5.4 [eAaTensHOCTb N0 06CAYXNBaHMIO

7.5.5 CneupasnbHble TpeboBaHWSt K CTEPUbHBIM MEANLIH-
CKVM U3AENMsIM

7.5.6 Banvpaupsa npoueccoB Npou3BoOACTBa M 0GCYXMBa-
HUA

7.5.7 CneuvasibHble TpeboBaHMA K BaMgaLyn nNpoLeccoB
cTepunmsaLmmn 1 cucteMam 6apbepoB CTepPUIbHOCTH

7.5.8 NpeHtudimkaums
7.5.9 TpocnexuBaeMocTb
7.5.10 Cob6CTBEHHOCTL NOTPEdUTENEN

7.5.11 CoxpaHeHne COOTBETCTBUA MPOAYKLMN

7.6 YnpaBneHue ycTpoiCcTBaMK A1 MOHUTOPUHIA W U3Me-
peHwuii

8 Vi3vepeHvie, aHau3 1 ynyuLeHst

81 O6Lye NonoxeHus
8.2 MOHUTOPWHT 1 n3MepeHve
8.2.1 O6partHas CcBSA3b

8.2.2 PaccMoTpeHve NpeTeH3uii

8.2.3 OT4YeTHOCTL B perynupytoLLme opraHbi

8.2.4 BHyTpeHHWIA ayauT

8.2.5 MOHUTOPVHT 1 U3MEPEHNE NPOLIECCOB

8.2.6 MOHUTOPVHT N U3MEPEHNE NPOAYKLUA

8.3 YnpaBrieHve HecOOTBETCTBYHOLEV NpoayKuvei

8.3.1 O6LUMe NoNoxXeHus

8.3.2 [leiicTBUSI B OTHOLLEHWM HECOOTBETCTBYHOLLIEN NPOAYK-
UMy, 06HapPY>KEHHOI A0 MOCTaBKu

8.3.3 [leiicTBMSA B OTHOLLEHUM HECOOTBETCTBYHOLLEN NPOAYK-
LM, 0BHapY)XEHHOI Moc/ie NMocTaBku

8.4 AHa/13 AaHHbIX
8.5 YnyuweHve
8.5.1 OO6LLme NOMOXeHUsI

FOCT ISO 13485—2017

MyHkTbI ISO 9001:2015

8.4.3 VHchopmaums, npepocTas/iiemMast BHELHUM Mo-
CTaBLLMKam

8.4.2 Tvn v cTeneHb ynpasneHns

8.4.3 VHchopmaums, npepocTas/nisiemMast BHELWHUM Mo-
CTaBLLMKam

8.6 Bbinyck npofykumn uycnyr

8.5 [Mpown3BoAcTBO NpOayKUMM 1 NpefocTaBeHne ycnyr

8.5.1 YnpaBneHve NPou3BOACTBOM MPOAYKUMA W Npeao-
CTaB/ieHnem ycnyr

3KBVBa/IEHTHbIA MyHKT OTCYTCTBYET
3KBMBA/IEHTHbI MYHKT OTCYTCTBYET
9KBMBa/IEH THbI NYHKT OTCYyTCTBYET
9KBMBa/IEHTHbIA NYHKT OTCYyTCTBYET

8.5.1 YnpasrneHne Npou3BOACTBOM MPOAYKLUUA U Npeao-
CTaB/IeHNeM yCryr

SKBUBA/IEH THbIN NMYHKT OTCYyTCTBYET

8.5.2 ViaeHTUMKaLMS 11 NPOC/IEXMBAEMOCTb
8.5.2 MaeHTudmKaLms 11 NPOCNIEXMBAEMOCTb

8.5.3 Cob6CTBEHHOCTb MOTpebuTeneli WM BHELUHUX Mo-
CTaBLLMKOB

8.5.4 CoxpaHeHue
7.1.5 Pecypcbl 4N MOHUTOPUHIa U N3MepeHns

9 OueHKa pe3ynbTaTtoB AeATe/lbHOCTY
9.1 MOHUTOPWHI, U3MEPEHMNE, aHauIU3 U OLEHKa

9.1.1 O6LUME NONOXEHUA
91 MOHUTOPUHI, N3MEepPeHne, aHanm3 1 oLeHKa

8.5.5 [leatesibHOCTb NOc/ie NocTaBkn
9.1.2 Y[0BNeTBOPEHHOCTb NOTpeduTenei

9.1.2 Y[A0BNeTBOPEHHOCTb NOTpedUTENeit
8.5.5 [eAatenbHOCTL Mocsie nocTaBky

9.2 BHyTpeHHuWii ayanT

9.1.1 OG6LMEe NONOXKEHUA

8.6 Bbinyck npoayKumn v ycnyr

8.7 YnpaBneHne HecOOTBETCTBYHOLLMMM pe3y/ibTaTamm
npoLieccoB

10.2

8.7 YnpaBneHne HeCOOTBETCTBYIOLLMMY pesysibTartamn
npoLieccos

8.7 YnpaBneHne HeCOOTBETCTBYIOLLMMYK pe3ysibTaramu
npoLieccos

9.1.3 AHann3 1 oueHka
10 YnydweHve

10.1 OG6LUME NOMoXeHUsI
10.3 TlocTosiHHOE ynydLleHune
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FOCT I1SO 13485—2017
OkoH4yaHve Tabnmupl B. 1

MyHkTbl 1ISO 13485:2016

8.5.2 KoppektupytoLe aeicteus
8.5.3 lMpepynpexaatoime AeicTms

MyHkTbI ISO 9001:2015

10.2 HecooTBETCTBUSA 1 KOPPEKTVPYHOLLME AENCTBUA

0.3.3 PucK-Op1eHTUPOBaAHHOE MbILLIEHNE

6.1 [lelicTBuS B OTHOLLEHWW PUCKOB M BO3MOXHOCTEN
10.1 O6ume NonoxeHns

10.3 TMocTosAHHOE yNyuLleHne

Tab6nunya B.2— CoorsetctBue mexay 1ISO 9001:2015 n ISO 13485:2016

MyHkTbI ISO 9001:2015
1 O6nacTb NPUMEHEHVS
4 Cpepa opraHusauum
4.1 lMoHnmMaHWe opraHy3aumn 1 ee cpeabl

4.2 TloHUMaHWe MoTPe6HOCTEN U OXUAAaHWIA 3anmHTepeco-
BaHHbIX CTOPOH

4.3 OnpepaeneHve 06M1acTi NMPUMEHEHUS CUCTEMbI Me-
HeMKMEHTa KayecTsa

4.4 Cvctema MeHeHKMEHTa KauecTBa U ee NpoLecchl
5 JlnpepcTteo

51 JIngepcreo 1 NpUBEPKEHHOCTL

5.1.1 Obuwe NooxeHus

5.1.2 OpwueHTauus Ha notpebuteneii

5.2 Monutuka

5.2.1 Pa3paboTka NomTUKM B 06/1aCTU KavecTea
5.2.2 [loBeAeHne NOMUTUKA B 06/1aCTU KayecTsa

5.3 ®yHKUMKM, OTBETCTBEHHOCTL W MOSIHOMOYMSA B OpraHu3a-
LM

6 lMNnaHvpoBaHune

6.1 [eiicTBISI B OTHOLLEHUWN PUCKOB U BO3MOXHOCTEA

6.2 Len B 06M1acTV KauecTsa W MiaHMpoBaHWe WX AOoCTU-
XeHus

6.3 lMnaHMpoBaHMe N3MEHEHWIA

7 Cpepctaa obecneveHnst

7.1 Pecypchbl

7.1.1 O6uwe NonoxeHust

7.1.2 Yenoseueckune pecypcbl

7.1.3 VHdopacTpykTypa

7.1.4 Cpepa ons (hyHKUMOHMPOBaHMS NPOLECCoB
7.1.5 Pecypcbl 11 MOHUTOPUHIa U U3MepeHus
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1 O6nacTb NpYMeHeHKs
4 Cuctema MeHempKMeHTa kadecTsa
4.1 O6wwue TpeboBaHuA
4.1 O6wwue TpeboBaHKA

4.1 O6wwue TpeboBaHms
422

4.1 O6wwue TpeboBaHuA
5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 O6nsare/ibCTBa pyKOBOACTBA
51 O6s3aTenscTBa pykoBoACTBa
5.2 OpveHTaumnst Ha notpebutens
5.3 TMonutuka B 06nacTn kayectsa
5.3 lMonutuka B 06n1acTn kadectsa
5.3 lMonutuka B 06n1acTn kadectsa

5.4.2 TnaHvpoBaHVe Co34aHVA U pa3BUTUS CUCTEMBI
MeHeKMEeHTa Kayectsa

55.1 OTBETCTBEHHOCTb W MOIHOMOYYIA

5.5.2 MpepcraButens pykoBoacTea

5.4.2 TnaHVWpoBaHWe Cco3f4aHnsA W pa3BUTUSA CUCTEMbI
MeHeKMEeHTa KayecTsa

5.4.2 TInaHvpoBaHWe CcOo34aHusa U pa3BUTUS CUCTEMBI
MeHepKMEeHTa KadyecTsa
8.5.3 BHyTpeHHUIA 06MeH MHchopmMaumeit

5.4.1 Lenm B 061actv kavecTsa

5.4.2 TlnaHnpoBaHVe CO3[aHUA U pPasBUTUSA CUCTEMbI
MeHepKMEeHTa KayecTsa

6 MeHeKMEHT pecypcos

6 MeHemKMEHT pecypcos

6.1 O6ecneyeHne pecypcamm
6.2 UesioBeyeckne pecypchbl

6.3 VHdopacTpykTypa

6.4.1 Tpon3BOACTBEHHAA cpeda

7.6 YnpaBneHvie yCTpOiCTBamMy 4/19 MOHUTOPUHIA U U3-
MepeHMiA



MpopgomkeHne Tabnmubl B.2

MyHkTBI 1ISO 9001:2015
7.1.5.1 O6wwue TpeboBaHuA

7.1.5.2 TpocnexnsaeMocTb U3MepeHus

7.1.6 3HaHuA opraHu3aumm

7.2 KOMMETeHTHOCTb

7.3 OcBefOM/IEHHOCTb

7.4 OBMeH MHchopMauyeli

7.5 [okyMeHTMpOBaHHas MHdopmaums
7.5.1 O6uwe NonoxeHnst

7.5.2 Co3pgaHve 1 aktyanmsauys

7.5.3 YnpaBneHue AoKyMEHTVPOBaHHOW MHGiopMaupel

8 [eAaTenbHOCTb Ha CTausIX XXM3HEHHOTO LKA NPoayKLUN
nycnyr

8.1 lMnaHnposaHve 1 ynpasreHve AeATeNlbHOCTLI0 Ha CTa-
ONSAX XKM3HEHHOTO LKA NPOAYyKUMN 1 yCnyr

8.2 TpeboBaHWA K NpoayKuun 1 yciyram
8.2.1 Cas3b C notpebutensamm

8.2.2 OnpepfeneHve TpebOBaHWA, OTHOCALLMXCS K MPOAyK-
Lmm 1 ycnyram

8.2.3 AHann3 TpeboBaHWil K MPOAYKUMA 1 yCyram
8.2.4 VI3mMeHeHus TpeboBaHMii K NPOAYKUMM 1 yCyram
8.3 lMpoekTpoBaHue 1 paspadboTka MPOAYKLUMN 1 YCyT
8.3.1 O6LUMe NoNoXeHus

8.3.2 lMnaHvpoBaHWe NPOeKTMPOBaHNA 1 pa3paboTku

8.3.3 BxoaHble gaHHble A1 NPOEKTMPOBaHUS 1 pa3paboT-
M

8.3.4 CpepfctBa ynpas/fieHVs MPOEKTUpoBaHMEM U paspa-
6OTKOW

8.3.5 BbIx0o4Hble faHHble MPOEKTMPOBaHNA Y pa3padoTku
8.3.6 VI3MeHeHVs1 NpoOeKTUPOBaHMSA U pa3paboTku

8.4 YnpaBneHvie npoLeccamu, NpoayKumein uycnyramu, no-
CTaB/IIEMbIMM BHELLUHUMU MOCTaBLUMKaMW

8.4.1 O6Lwe NonoxeHnst
8.4.2 Tun 1 cTeneHb ynpasneHus

8.4.3 VHdiopmaums, npefoctasnsemas BHELLHMM MOCTas-
LLKaMm

8.5 Mpou3BOACTBO NPOAYKUMM 1 NPEAOCTaBNEHNE YCyT

FOCT ISO 13485—2017

MyHkTbI ISO 13485:2016

7.6 YnpaBneHve yCTponcTBaMu /19 MOHUTOPUHIA U U3-
MepEeHWi

7.6 YnpaeneHue ycTpoiicTBamMu /11 MOHUTOPUHTA W U3-
MEpPEHWI

6.2 Yenoseueckue pecypchbl

6.2 Yenoseueckue pecypchbl

6.2 Yenoseueckue pecypchbl

5.5.3 BHyTpeHHMIA 06MeH nHchopMauyeli
4.2 TpeboBaHUs K OKYMeEHTaumu

4.2.1 O6wye nosnoxeHns

4.2.4 YnpaBneHve foKyMeHTauuei
4.2.5 YnpasneHve 3annucamu

4.2.3 daiin MeauLmHCKOro m3aenvs

4.2.4 YnpaBreHve AOKyMeHTaUmnei

4.2.5 YnpasneHue 3anMcamun

7.3.10 daiinbl NPoEeKTMPOBaHUS 1 pa3paboTKn

7 TpoLecchl XXU3HEHHOTO LKA MpoAyKLMM

7.1 TnaHupoBaHVe MPOLECCOB XM3HEHHOro LMKNa Mnpo-
OyKumn

7.2 TMpouecchbl, cBsizaHHbIe C NOTpebuTensmMm

7.2.3 CBs3b C noTpedutensmm

7.2.1 OnpepeneHve TpebOBaHWA, OTHOCALLMXCSA K Npo-
OyKupn
7.2.2 AHanu3 TpeboBaHNi, OTHOCALLMXCA K NPOAYyKLWN

7.2.2 AHanu3 TpeboBaHMiA, OTHOCALLMXCA K NPOAYKLMN
7.3 TpoekTnpoBaHne 1 paspaboTka

7.3.1 O6uwe nonoxeHms

7.3.2 TMnaHvpoBaHne NPOeKTMPOBaHUA Y1 pa3padoTku

7.3.3 BxofHble AaHHbIe NMPOEKTVPOBaHMA 1 pa3paboTKu

7.3.5 AHanu3 NPOEKTMPOBaHA " paspaboTku
7.3.6 Bepudhrkaumss npoektmpoBaHWs U paspaboTku
7.3.7 Banmpaumus NpoeKTMpoBaHWs 1 pa3paboTku

7.3.8 lMepepavya npoekTa n paspaboTkn

7.3.4 BbIx0oAHble AaHHble NMPOEKTMPOBaHMS U pa3paboT-
K

7.3.9 YnpaBneHve W3MEHEHVSIMM MPOEKTUPOBaHUS 1
paspaboTku

4.1 O6wwe TpeboBaHuA (4.1.5)
7.4.1 Tlpouecc 3akynok

7.4.1 Tlpouecc 3aKynok

4.1 O6wwe TpedbosaHNA (4.1.5)
7.4.1 Tpouecc 3aKynok
7.4.3 Bepvidmkaumsi 3aKynsIEHHON NPOAYKLMN

7.4.2 VIHdhopmauus Mo 3akyrnkam
7.4.3 Bepuchvkaumsi 3aKynieHHolM NpoayKumum

7.5 Tpon3BOACTBO U 06CYXMBaHWE
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OKOHYaHne Tabnmupl B.2

MyHkTbI ISO 9001:2015

85.1 YnpasneHve npou3BOACTBOM MPOAYKUMW U Npepno-
CTaB/IeHVem ycnyr

8.5.2 /|aeHTMKALIMS 1 MPOC/IEXMBAEMOCTb

8.5.3 CoO6CTBEHHOCTb NOTPEGUTENEN WM BHELLHUX NOCTaB-
LLIVIKOB

8.5.4 CoxpaHeHve

8.5.5 [leAtenbHOCTb nocrie nocTaBku

8.5.6 YnpasreHve n3mMeHeHUsMU

8.6 Bbinyck npoaykumn n ycnyr

8.7 YnpasneHve
NpoLieccoB

HECOOTBETCTBYIOLLMMY  Pe3y/ibTaTamm

9 OueHka pesynbTaToB AeATe/IbHOCTU
9.1 MOHUTOPUHI, M3MEpPEeHNe, aHanm3 1 OLeHKa

9.1.1 O6Lwme NonoxeHns

9.1.2 Y[0BNeTBOPEHHOCTb NOTpedUTEnel

9.1.3 AHanu3 n oueHkKa

9.2 BHyTpeHHWii ayanT

9.3 AHa/IM3 CO CTOPOHbI PYKOBOACTBA

9.3.1 O6Lme NonoxKeHms

9.3.2 BxofHble AaHHblE aHaM3a CO CTOPOHbI PYKOBOACTBA

9.3.3 BbixogHble faHHble aHa/m3a CO CTOPOHbI PYKOBOA-
cTBa

10 YnydweHve
10.1 O6Lume NonoxeHus

10.2 HecoOTBETCTBYS 1 KOPPEKTUPYHOLLWE AECTBUA

10.3 lMocTosiHHOE ynyuLleHne
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MyHKTBI ISO 13485:2016

7.5.1 YnpasneHve MpoOU3BOACTBOM U OGC/Y>XVBaHWEM
7.5.6 Banmpauma npoueccoB Npov3BOACTBA U OBCTYXN-
BaHVA

7.5.8 VpeHTndmkaums
7.5.9 TpocnexvBaemMocTb

7.5.10 CobcTBEHHOCTL NOTpebuTenei

75.11 CoxpaHeHune COOTBETCTBUA MPOAYKLMA

7.5.1 YnpasneHue MpPOU3BOACTBOM W OGCMyXVBAHWEM
7.5.3 [eATenbHOCTb N0 MOHTaxKy

7.5.4 [eatenbHOCTb MO 0BCAYXBaHUIO

8.2.2 PaccmoTpeHve NpeTeHsuit

8.2.3 OTYeTHOCTb B perynnpytoLLme opraHsl

8.3.3 [elicTBMSI B OTHOLUEHUM HECOOTBETCTBYHLLEN
NPOAYKLMK, OBHaPY)XEHHOW Moc/e NocTasky

7.3.9 YnpaBreHvie N3MeHeHUsIMM NpoeKTa 1 pa3pasoTku

7.3.4 BbIXoAHble JaHHble MPOEKTUPOBAHNA U pa3paboTku
8.2.6 MOHUTOPUHT 1 N3MEPEHNE NPOaYKLIN

8.3 YnpaBsneHne HecOOTBETCTBYHOLEN NpoayKumei

8 W3vepeHve, aHanu3 v ynydlleHue
8 VI3mepeHue, aHann3 u ynyudlleHue

8.1 O6wye nonoxeHms
8.2.5 MOHUTOPUHT 1 N3MEepPEeHne NpoLIeccoB
8.2.6 MOHUTOPUHI 1 N3MepPeHUe NPOAYKLUA

7.2.3 CBsi3b C notpebutensmm
8.2.1 O6paTtHas CcBs3b
8.2.2 ObpalLLleHne ¢ NpeTeH3nsamm

8.4 AHa/M3 faHHbIX

8.2.4 BHyTpeHHWiA ayauT

5.6 AHa/iM3 CO CTOPOHbI PyKOBOACTBA
5.6.1 O6ue nonoxeHus

5.6.2 BxofHble flaHHble ANs aHa/m3a

5.6.3 BbIxogHble AaHHble 4n1A aHamsa

8.5 YnyuweHve
85.1 O6Lme NonoxeHns

8.3 YnpaBneHne  HecOOTBETCTBYHOLLEN
8.5.2 KoppektupytoLye aeiicTeus

npoaykumei

5.6.1 O6Lme NOMOXEHMS
8.5 YnyuweHve
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MpunoxeHve OA
(cnpaBo4HOE)

CBEAEHI/IFI O COOTBETCTBUMN CCbIJTIOYHbIX MeXAYHapoAHbIX CTaHAapTOB
MeXrocygapCcrtBeHHbIM CTaHgapTam

Tabnnya OAL

O60o3Ha4eHre 1 HaMMeHOBaHWe CCbUIOYHOIO MeXayHapoa- CreneHb COOTBETCTBUSA O603Ha4YeHVe 1 HaMmeHoBaHe
HOro CTaHgapTa MEXroCy4apCTBEHHOIO CTaH-
fAapta
ISO 9000:2015 — K

* COOTBETCTBYIOLLMIA MEXIOCYapCTBEHHbIA CTaHAapT OTcyTCTBYeT. [0 €ero yTBepXAEeHWs pPeKoMeHayeTcs
1CMo/b30BaTh MEPEeBOS, HA PYCCKUIA S3bIK AAHHOTO MEXAYHApPOAHOTO CTaHaapTa. [MepeBos, AaHHOTO MeXaAyHapoaHOro
cTaHfapTa HaxoauTtcsl B defepasibHoM MHDOPMALIOHHOM (oOHAE CTaHAApPTOB.



FOCT ISO 13485—2017

(1
2

3l

[4

(6]

(8]
[

[10]

(1]
[12]

[13]

32

ISO 9001:2015

ISO 10012

ISO 11607-1:2006

ISO 11607-2

ISO 14644 (Bce YacTu)

ISO 14698 (Bce yacT)

ISO 14971:2007
ISO 19011

IEC 62366-1

GHTF/SG1/N055:20094

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

GHTF/SG1/N071:20127

Bubnuorpadwusa

Quality management systems — Requirements (CUCTEMbl MEHEDKMEHTA KauyecTBa.
TpeboBaHusl)

Measurement management systems — Requirements for measurement processes
and measuring equipment (CucteMbl MEHEKMEHTA M3MepeHuid. TpebGoBaHMs K Npo-
Lieccam M3MEpPEHUA 1 N3MEPUTETBHOMY 060PYA0BaHUIO)

Packaging for terminally sterilized medical devices — Part 1. Requirements for mate-
rials, sterile barrier systems and packaging systems (YnakoBka MeAULIMHCKMX n3ae-
VA, nognexawyx MHULLHON cTepuusaumy. YacTb 1 TpeboBaHUs K MaTeprasiam,
6apbePHbIM CUCTEMAaM AJ151 CTEPUIM3ALMIA 1 YNIAKOBOYHBIM CUCTEMAM)

Packaging for terminally sterilized medical devices — Part 2: Validation requirements
for forming, sealing and assembly processes (YnakoBka MeauUMHCKUX U3Oennia, nog-
nexalmx HULLHONM cTepunmsaumn. Yacte 2. TpeboBaHMsi K Ba/aaLumm NpoLeccoB
)OpPMUPOBaHKS, repMeTm3aLmm 1 CO0PKN)

Cleanrooms and associated controlled environments (HncTble NOMELLEHNS U CBA3AH-
Hble C HAMW KOHTPOIMpyeMble cpeabl)

Cleanrooms and associated controlled environments — Biocontamination control
(UncTble NoMeLLeHNA 1 CBA3AHHbIE C HMU KOHTPONMpyeMble cpefbl. KOHTposb 6ro-
3arpsisHeEHNi)

Medical devices — Application of risk management to medical devices (13nenvs
mMeauumHekve. MNpYMeHeHne MeHeMKMEHTa pUCKa K MEAVLMHCKAM U3AEeNMsav)
Guidelines for auditing management systems (PykoBOACTBO MO ayAuTy CUCTEM Me-
HeHKMeHTa)

Medical devices — Part 1: Application of usability engineering to medical devices (/13-
nenva MmeamupHekue. Yacte L MprveHeHne NpoeKTMpoBaHKA C YYETOM IKCr/lyaTaLm-
OHHOIi MPUrOAHOCTU K MEAULMHCKAM N34eNAM)

Definition of the Terms «Manufacturer», «Authorized Representative», «Distributor»
and «Importer» (OnpeaeneHe TeEPMUHOB «M3roToBuUTE b, «OthrupanbHbiii npes-
CTaBUTESNbY, «IMCTPUBLIOTOP» 1 «/IMnopTep»)

Post-Market Clinical Follow-Up Studies (MocnenpogaxxHoe HabniofeHe B pamkax
KNMHUYECKWX VccneoBaHuin)

Label and Instructions for Use for Medical Devices (3TukeTka 1 UHCTPYKLMM MO Npu-
MEHEHWI0 MEOVLMHCKNX U3AENMIA)

Definition of the Terms «Medical Device» and «In Vitro Diagnostic (IVD) Medical De-
vice (OnpegeneHve TepMUHOB «MeauLmHCKoe nsgenve» u «MeguumnHckoe nsgenve
09 AVarHOCTUKM in-vitroy)



FOCT ISO 13485—2017

YOK 616-7:658.562:006.354 MKC 11.020 P20 IDT

KntoueBble cfoBa: cuUCTeMa MeHe[XMeHTa KayecTsa, usgenusa mMeguuuHckMe, opraHusauns, OOKYMEHTU-

poBaHHas npoueaypa, noTpebutens, Bepudukaums, Banujauus, noamTvka v Lenu B ob6nactu kadvecTsa,
perynupytowme tTpeboBaHns
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