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BBepeHve

HacTosAwwmin ctaHgapT sBnseTcs TpeTbuM nsgaHvem ISO 13485. oTMeHSeT 1 3aMeHsieT BTOpoe usfaHune
(ISO 13485:2003) 1 ISO/TR 14969:2004. koTOpble ObIAN TEXHUYECKU NepecMoTpeHbl. OH Takke BKIOYaeT B
cebs TexHnyeckyto nonpasky 1ISO 13485:2003/Cor. 1:2009. CBogHasA TabnuLa N3MeHeHUiA, BKNIOYEHHbIX B 3TO
n3gaHne rno cpaBHEHUIO C NpeAapblAyLWwuM, NprBeseHa B NPUNOXeHUn A,

0.1 O6wme nonoxeHns

HacTosiwwmii cTaHAapT ycTaHaBnuBaeT TpeboBaHWA K CUCTEME MEHEe[XMEeHTa KauyecTBa, KOTopble MO-
ryT NPYMEHATLCA OpraHusauveil, yyacTBytoLei B O4HON UM HECKOMbKMX CTaANAX XU3HEHHOTO LuKna meau-
LIMHCKOTO U3Aenus, BKIoYaa NpoeKkTupoBaHue 1 pa3paboTky, NPOM3BOACTBO, XpaHeHe 1 NOCTaBKy, MOHTaX,
TexXHW4eckoe 06CNyXMBaHVe, OKOHYaTebHbIV BbIBOA M3 3KCMIyaTaumm 1 yTUamn3auno MeanunuHCKUX n3genui
WM NpefocTaB/ieHne CBA3aHHbIX C HUMK yCnyr (Hanpyumep, TexHuyeckas noggaepxka). TpebosaHusi, yCTaHOB-
JNIeHHble B HACTOALLEM CTaHAapTe, MOryT Takke ObITb UCMO/Ib30BaHbI NOCTaBLYMKaMK OpraHn3aLnm uam NHbIMKU
BHELHUMWN CTOPOHaMW (Harnpumep, NocTaBLiMKaMU Cbipbs, KOMNOHEHTOB, COOPOYHbLIX Y3/10B, MeULUHCKNX
nsgenuid, ycnyr no cTepuamsalnm, noBepke v kanmbposke, ANCTPUOLIOTOPCKMX YCAyr, YCAYT N0 TEXHUYECKOMY
o6cnyxnBaHnio). MocTasLMK UKW BHELLHAS CTOPOHA MOryT f06POBO/IbHO NPUMEHATb HACTOALWMIA cTaHaapT
ANs AeMOHCTpaLMmn COOTBETCTBUA ero TpebosBaHnaM NM6o COOTBETCTBME TPeOOBaAHMUAM MOXET ObiTb YCTAHOB-
NIEHO KOHTPaKTOM.

B HeKoTOpbIX IOPUCAMKLMAX UMEKTCs perynupylowme tpeboBaHnsa 418 NPUMEHEHUS K cucTeMam Me-
He)KMeHTa kayecTBa opraHusauuii ¢ pasnMyHbIMM PONSIMU B LIeNW NOCTaBOK MeMLMHCKMX n3genuii. Cnego-
BaTe/IbHO. HACTOAWMIA CTaHAAPT npenonaraeT, YTO OopraHu3aums:

- onpefenseT CBOKO(M) posib(1) B COOTBETCTBUM C NPUMEHUMbIMU PEFYNNPYIOLWLMUY TpeboBaHNAMUY;

- onpefensieT perynvpyroume TpeboBaHna B paMkax 3ToN(3Tux) ponu(ei);

- BK/IIOYAET 3TN MPUMEeHUMble perynupylowme TpeboBaHna B CUCTEMY MeHe)KMeHTa KayecTsa.

MpumeyvaHuns

1 B KOHTeKCTe HacToAlero ctaHgapTa TepMUH «PUCAUKLUA» O03HavyaeT TeppuTopuabHO-afMUHUCTPATUBHYIO
eiNHNULLY, Ha KOTOPYI0 pacnpocTpaHaloTCsa perynupyoline tpebosaHns.

2 B KOHTEKCTe HacTosLero ctaHjapra TEPMUH «poJib» NojpasyMeBaeT BUJ AeATeNIbHOCTU opraHnsauuy NnpuMeHu-
TeNbHO K MegnuMHCKoMy usgenuio (cm. n. 4.1.1).

TepMVHOOMMA B MPUMEHVMbIX PErYNPYIOWMX Tpeb0oBaHNAX MOXET OT/IMYATLCA B Pa3/IMUHbIX CTpaHax
1 pernoHax. OpraHusauus Ao/HkKHa NOHMMAaTb, KakuMm obpa3om TpeboBaHus, YCTaHOBMNEHHbIE B HACTOSALEM
cTaHgapTe, 6yayT MHTepNpeTUpoBaTbCA B TEPMUHOMIOMUN, UCNOMb3YEMOI B 3akOHOAATENbCTBE TEX IOPUCANK-
Luii. B KOTOPbIX MeAnLUMHCKMe nsgenna 6yayT obpaljarbes.

HacTosiwumii cTaHgapT Takke MOXeT NPUMEHATLCA BHYTPEHHUMU Y BHELLHUMW CTOPOHaMM, BK/IKOYas op-
raHbl No cepTudmKauun, 49 OLEHKM CNOCOBHOCTN OpraHn3aunmn yaoBneTsopaTb TpeboBaHnaM notTpeduTenei
1 perynvpyowmum TpebosaHnam, NpeAbsaBaseMbiM K CUCTEME MEHE)KMEHTA KauecTBa, a Takke COOCTBEHHbIM
TpeboBaHusAM opraHusauun. TpeboBaHA K CUCTEME MeHeMKMEHTa KayecTBa, YCTaHOB/IEHHbIE B HACTOSALLEM
cTaHgapTe, ABNAIOTCA AONOMHAWMUMY NO OTHOLLEHNIO K TEXHUYECKUM TpeboBaH/UAM K NpoAayKuMKn, KOTopble
ABNAOTCA HEOOXOAUMBIMY ANS YA0BNETBOPEHNs TpeboBaHWil NoTpebuTenei, 1 K NPYMEHUMbIM Peryanpyo-
Lwym TpeboBaHnAM AN obecneyeHns 6e30nMacHOCTU N OYHKLMOHATbHbIX XapakTepucTuk.

Co3sfaHune cucteMbl MeHeKMeHTa KauecTBa TpebyeT cTpaTernyeckoro peLleHvs opraHusauum. Ha pas-
paboTKy 1 BHEPEHWEe CUCTEMbI MEHEKMEHTA KayecTBa OpraHn3aummn BANSIOT:

a) BHYTPEHHSAS OpraHu3aLvoHHasa cpeja, U3MeHeHUs 3Tol cpefbl U BAUSHWE OpraHU3alvoHHOW cpefbl
Ha COOTBETCTBME MELULMHCKUX U3aenuii;

b) n3MeHsawLWwmeca NoTpebHOCTN opraH3auum;

C) KOHKPeTHble Lenn opraHusaumu,

d) Bbinyckaemasi NPOAYyKUUS;

e) npyMeHsemble NpoLecchl;

0 pasmep opraHusauuy 1 opraHnsaLoHHas CTPyKTypa,;

) perynvpylolme TpeboBaHus, NpUMeEHUMbIE K AeATENbHOCTN OpraHu3auum.

HacTosAwwi ctaHgapT He npegnonaraeT efqMHo06pasus B CTPYKTYpe pas/iMuHbiX CUCTEM MeHepKMeHTa
KayecTBa, eAMHO06pasnsa AOKyMeHTaLMn uy BbiCTpanBaHus no nNyHKTam CTPYKTYpbl HACTOSLWEro ctaHgapTa.

CylecTByeT 60/bLlIOe pasHoobpasne MeaULMHCKMX WU34eNnil, 1 HEKOTOPble KOHKPEeTHble TpeboBaHus
HacTosLero ctaHgapTa NPYMEeHUMbl TONIbKO K TeM rpynnam MeAuLMHCKAX W3Lenunii, onpegeneHns KoTopbim
haHbl B pasgene 3.

\%
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0.2 Pa3bscHeHWe NoHATUIA

B HacToswem cTaHAapTe UCMONb3YHTCA CrefyloLive TEPMUHbI WX C/I0BOCOYETaHNA, KOTOpPbIE UCMOSb-
3YI0TCA B KOHTEKCTE, ONUCaHHOM HUXe.

Korpa TpeboBaHne COMpPoOBOXAAETCS C0BOCOYETaHNEM «eC/N LienecoobpasHo», BbINO/HeHWe Tpebo-
BaHWA ABNSETCA LenecoobpasHbiM, eCN opraHnsauus He MoxeT o60ocHoBaTb obpaTHoe. BbinonHeHune Tpe-
60BaHNA cumTaeTcs LenecoobpasHbIM, eC/in 3T0 He06X0AVMMO A/1A TOr0, YTOObI:

- NpoAayKumMsa yaosneTsopsna TpeboBaHnAM:

- COOTBETCTBOBaTbL NPUMEHNUMbBIM PErY/IMPYIOLLUM TPe6oBaHUAM;

- OCYLLLeCTB/IATbL KOPPEKTUpyoLme AencTeus;

- OCYLL,eCTBASATb MEHEMKMEHT puUcka.

TaMm. rge ncnosb3yeTcs TePMUH «PUCK», MPUMEHEHNE TePMIHA B paMKax HaCcTOSLLEero MexayHapoaHoro
cTaHAapTa OTHOCUTCA K TpeboBaHVAM 6e30MacHOCTV 1 (DYHKUMOHANbHBIM XapakTepucTukam MeguLMHCKOro
n3genus unu ANs BbIMOSHEHWS NPUMEHUMBIX Perynnpyowmx Tpe6oBaHuii.

Koraa Heob6xogumo, 4To6bl TpeboBaHe 6bI/10 «40KYMEHTUPOBAHO», OHO TakKe AO/IKHO 6bITb YCTaHOB-
NIeHo. BHeApeHo 1 nogaepxmBaTbcsa B paboyem COCTOSHUN.

B TekcTe HacToswWero ctaHfapTa TEPMUH «NPOAYKUUA» MOXET 03HauvaTb Takke «ycnyry». Mpogykums
ABNAETCS pe3yNbTaTtoM, KOTOPbI NpegHa3HadveH Ana noTpeébutens wam um 3aTpebosaH, M60 3a4aHHbIM pe-
3yNbTaTom npotecca npov3BoACTBa NPOAYKLUN.

Tam, rae ncnosb3yeTcs TePMUH «perynupyolme TpebosaHus», OH BKIOYaeT B ceba TpebosaHus, co-
Jepxaluecs B Nt060OM 3aKoHOfATE/IbHOM akTe, NMPYUMEeHMMOM K No/b30BaTesio HacToALWero ctaHgapTa (Ha-
NpUMep. 3aKOHbl, NOA3aKOHHbIE aKTbl, NPeAnnCcaHnsa N AUPEKTUBDI).

lMpumMeHeHne TepMUHa «perynupyolmne TpeboBaHns» orpaHnYeHo TpeboBaHUSAMU, NpeabaBASEMbIMA
K cucTeMe MeHe[KMeHTa KayecTBa, a Takke 6e30nacHOCTU MNn YHKLMOHAIbHLIM XapakTepuctnkam meau-
LIMHCKOrO n3aenus.

B HacTosileM cTaHAapTe UCMob3yTCa cnegytolwme rnarosibHblie g)opMbl;

- «[JomkeH» ykasblBaeT Ha TpeboBaHue,

- «CneflyeT» yka3blBaeT Ha peKOMeHAaLuio;

- «Morno 6bI» yka3sbiBaeT Ha pa3peLueHue;

- «MOXeT» yka3blBaeT Ha CMOCOBHOCTb UM BO3MOXHOCTb.

NHdopmauwms, ob6o3HaveHHasn kak «[puMeyaHne», HOCUT XxapakTep PyKOBOAALLMX yKa3aHWii 418 NOHK-
MaHUs MY pa3bsACHEHUS COOTBETCTBYIOLWEro TpeboBaHus.

0.3 lMpoueccHbIl noaxon

HacTtoswwmii cTaHgapT OCHOBaH Ha MPOLLECCHOM NoAaxofe K MeHeIXMeHTy kayecTBa. Jllobylo gesatenb-
HOCTb. KOTOpas MMeeT BXOf U NpeobpasyeT ero B BbIXO[ MOXHO paccMaTpuBatb Kak rnpouecc. YacTto BbIXof,
0/1HOrO MpoLecca ABAETCA BXOLOM CleAyloLero npowecca.

[na ycnewHoro yHKUMOHMPOBAHUS OpraHu3auumsa AoshkHa onpefeniuTb MHOTOYUC/IEHHbIE U B3auMO-
CBfi3aHHble MpoLecchl 1 ynpasifaTb UMW,

MpumeHeHne cncTeMbl NPOLECCOB B paMkax OopraHu3aunym COBMECTHO C UX uAeHTudukaumen n s3am-
MoZeiicTBMEM MPOLECCOB, a Takke NX MEHEMXMEHTOM ANS NONYyYEeHUS Xenaemoro pesynbtarta MoOXeT ObiTb
onpefenieHo Kak «NpoLecCHbIli Noaxoay.

MpumeHeHne NpoLeccHoro Noaxoaa B CUCTEME MEHe)KMEHTa KayecTBa no3Bo/IseT:

a) NoHMMaTb 1 NOCTOSIHHO BLIMOMHATL TPeboBaHUs;

b) paccmaTpuBaTtb MNPOLECCHI C TOUKM 3peHus [J06aBNEeHNA UMU LLEEHHOCTW,

C) pgocTuraTtb pesynbTaTUBHOIO (hYHKLMOHMPOBaHNS NPOLECCOB;

d) ynyywartb npouecchbl Ha OCHOBE 0ObEKTUBHBIX U3MEPEHWIA.

0.4 Csasb ¢ ISO 9001

XOTS HACTOSILWMIA cTaHAapT AB/SETCS aBTOHOMHbIM, OH OCHOBaH Ha 1SO 9001:2008. koTopsblii 6bin 3a-
MeHeH Ha ISO 9001:2015. Ansa yao6cTBa No/b30BaHUA B NPUIOXEHUU B npuBefeHO COOTBETCTBUE MeXAy
nyHktamu 1SO 9001:2015 n HacToALWNM CTaHAAPTOM.

HacToswwmii ctaHgapT npefHasHayeH Ans o6nerdyeHns rno6asbHOro CoriacoBaHWs COOTBETCTBYIOLLMX
perynupyowmnx TpeboBaHnii K cucTeMam MeHe[XMeHTa kayecTBa, MPUMEHNMbIX K OpraHu3auuam, yyacTBy-
IOLLMM B OAHON WM HECKOJIbKUX CTafNAX XU3HEHHOTO LMk1a MeAVLMHCKOTo nsgenus. Hactoswmin ctaHgapt
BK/IlOYaeT B ceba HeKoTopble 0cobble TpeboBaHMS AN1A OpraHn3aLmii, y4acTBYOLWMX B XM3HEHHOM LMKIe Me-
OVUMHCKUX U3eNunii 1 UckvaeT HekoTopble 13 TpeboBaHumii 1ISO 9001. koTopble He LeniecoobpasHbl B Kave-
CTBE perynupylowmx TpebosaHnii. M3-3a aTUX UCKNIOYEHWI opraHn3auun, CUCTeEMbl MeHe)KMeHTa KauecTsa
KOTOPbIX COOTBETCTBYHOT HACTOALEMY CTaHAAPTY, HE MOryT npeTeHgoBarb Ha cooTseTcTBue ISO 9001, ecnu
MX CUCTEMa MeHeXMeHTa KayecTBa He oTBevaeT BceM TpebosaHuaM 1SO 9001.

\Y|



FOCT ISO 13485—2017

0.5 CoBMecTUMOCTb C APYTMMU CUCTEMAMUN MeHeKMeHTa

HacTosilwumii cTaHAapT He COAEPXNUT cneunasbHbiX TpEOGOBAHUIA K APYTM CUCTEMAM MEeHeMKMEHTa, Ha-
nprvMep K cuctemMam MeHe)KMeHTa OXpaHbl OKpyxatoLlei cpeapl, 6e30nacHOCTV 1 NPod)ecCuoHanbHOro 340-
pOBbS. @ Takke YUHAHCOBOro MeHemKMeEHTa.

OpHako HacTosALWMiA cTaHZapT NO3BOISET OpraHu3aLuy cornacoBbiBaTh UM MHTETPUPOBATL CBOK CO6-
CTBEHHYIO CUCTEMY MEHe[)XMEeHTa KayecTBa C COOTBETCTBYWLUMMY TpeboBaHUAMY APYrMX CUCTEM MeHen-
XMeHTa.

OpraHusauus MOXeT afanTupoBaTb AENCTBYIOLLYI0 cucTeMY (CUCTEMbI) MEHEMKMEHTA AN CO3[aHuA

CUCTEMbI MEHE)KMEHTa KayeCTBa, COOTBeTCTByiOLLleVI Tpe6OBaHI/IFIM HacTtosAulero craHgapTa.

Vi
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M E X T OGCUY4APGC CTUBEHH®bB 1 CTAHAAPT

N3penua MeguuuHckue
CNCTEMblI MEHEO)XXMEHTA KAYECTBA
Tpeb6oBaHus ans Lenei perynupoBaHus

Medical devices. Quality management systems. Requirements for regulatory purposes

JaTa BBegeHns — 2018—06—01

1 O6nactb NpUMeHeHus

HacToswwii ctaHgapT ycTaHaBn1BaeT TpeGoBaHUs K CUCTEME MeHe)KMEHTa KayecTBa B C/lyyasix, Korga
opraHusauuy Heo6xo4uMO NMPOAEMOHCTPUPOBATL CMOCOGHOCTL MOCTaBAATL MEANLMHCKAE U3AENVst U Npeso-
CTaBNATb CBSA3AHHOE C HUMU O6CNYXMBaHWE, OTBEYaloLLMe Tpe6GoBaHUsIM NOTPEGUTENA U NPUMEHUMBIM pery-
pyoWUM Tpe6oBaHUsM. Takue opraHusauuy MoryT ObiTb BOB/IEUEHbI B OfHY U/IM HECKOMBKO CTaAWiA Xun3-
HEHHOTO UMKIa MeLULMHCKOTO U3Aenusi, BKIoUasi MPOeKTMpoBaHue 1 paspaboTky, NPOU3BOACTBO, XpaHeHue
U AUCTPUBYLIMIO, MOHTaX M 06CNYXMBaHWE, a Takke NPOeKTUpoBaHve U paspaboTky UK oka3aHUe CBA3AHHbIX
C MEAULMHCKUMUN U3AENUsAMUN yCnyr (Hanpymep, TEXHUYECKOro 06CyxuBaHus). Hactoswuii ctaHgapT Takke
MOXeT 6bITb UCMO/Ib30BAH MOCTABLMKAMU WM BHELWHUMMW CTOPOHAMU, KOTOPbIE MOCTaBASIOT NPOAYKLUI U
CBA3aHHbIE C CUCTEMOI MEHeKMEHTa KauecTBa opraHu3auuil ycayru TakuM opraHu3ayusm.

Tpe6oBaHUA HACTOSILLErO CTaHAAPTa NMPMMEHUMbI K OpraHn3aumsiMm He3aBUCUMO OT KX pasmepa U Buaa,
€C/IN TOSIbKO UCK/I0UEHUe He OUEBUAHO. Bce Tpe6oBaHNs, NPUMEHUMbIE K MEANLMHCKAM U34e/NsIM, B paBHOM
Mepe NPUMEHKMBbI K YC/Iyram B OTHOLLEHUW 3TUX U3LENNIA, eC/IN TaKoBble 0Ka3biBalOTCS OpraHu3ameii.

Mpouecchl, TpeGyeMble HACTOSALLMM CTaHAAPTOM U MPVMEHUMbIE K OPraHM3aluu, HO He OCYLLECTBSA-
eMble camoil opraHusauueil HanpPsIMyt, OCTalOTCS OTBETCTBEHHOCTHLIO OpraHM3aunn U A0/MKHbI HAXOAUTLCS
noj, ynpassieHMem CUCTeMbl MeHeKMEHTa kayecTBa opraHu3alum nocpeicTBOM NPoBeAeHUss MOHUTOPUHIA,
nofAepxaHvsi B paboyeM COCTOSIHAU W yNpaBeHusi 3TUMK NpoLieccamu.

Ecnu npuMeHuMble perynvpyrouie TpeGoBaHUs LONYCKAT UCK/TYEHWE YNPAB/IEHUS MPOEKTUPOBaHM-
eM 1 pa3paboTKoii U3LENNiA, TO 3TO MOXET C/IYXXUTb OCHOBAHWEM [/11 UCK/TOYEHUS] COOTBETCTBYIOLLMX Tpe6o-
BaHWii U3 KOHKPETHOI CUCTEMbI MEHE)KMEHTA KayecTBa. ATUMU PEryIUPYOWUMN Tpe6OBaHUSIMU MOTYT BbiTh
npeAocTaB/ieHbl albTePHATUBHbIE NOAXOAbl, KOTOPbIE AO/MKHbLI ObITh PACCMOTPEHbI /151 KOHKPETHOM CUCTEMDI
MeHepKMeHTa kauyecTBa. OTBETCTBEHHOCTb 3a 0GecneyeHne COOTBETCTBUS TPEe6GOBaHNAM HACTOSLLEro CTaH-
JapTa npv UCK/IHYeHUW ynpaBrieHusi NPOeKTUPOBaHNEM 1 pa3paboTKoil n3genuii NexnT Ha camoli opraHu-
3aumu.

Ecnu kakoe-nn6o TpeGoBaHue pasfenoB 6. 7 WM 8 HACTOSALLEro CTaHAapTa Henb3st NPUMEHNUTL BBUAY
cneundvki AesTeNbHOCTU OpraHn3auum UM 0co6eHHOCTel MeAULMHCKOTO W3Aenwsi, Ha KOTOopble pacnpo-
CTpaHsieTCs cMcTeMa MeHeMpKMEeHTa kauyecTBa, TO OpraHusauun He cregyeT Bk/ouaTh Takoe TpeGoBaHue B
CBOIO CMCTEMY MEHeKMeHTa KayecTBa. B OTHOLIEHWU Kax3[4oro HempUMMEHUMOro TpeGoBaHUsi opraHu3auus
[O/MKHA [OKYMEeHT/poBaTb 060CHOBaHNE B COOTBETCTBUM C MyHKTOM 4.2.2.

2 HopmaTunBHbIEe CCbISIKA

B HacTosweM cTaHhapTe UCNosib3oBaHa HOPMATUBHASA CChlfka Ha cneayoLnii ctaHaapT:
1ISO 9000:2015. Quality management systems — Fundamentals and vocabulary (Cuctembl MeHeXKMeH-
Ta kayectBa. OCHOBHbIE NOJIOXEHUs 1 CnoBapb)

M3paHue oduymansHoe
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3 TepMUHbI 1 onpeaeneHus

B HacTosuem cTaHfapTe npuMeHeHbl TepMUHbI 1 onpeeneHns no ISO 9000:2015. a Takxe crefyto-
LMe TePMUHbI C COOTBETCTBYIOLLMMU ONpeaeneHUnaMu:

3.1 noAcHuTenbHoe yBegomsieHue (advisory notice): YBegomneHve, BbiNyLWweHHOE opraHm3auyei no-
C/le NoCTaBKN MeMLIMHCXOro U3fenunsa, cojepxatliee AON0ONHUTENbHYI0 HhopMmaLuio u/unn pekomeHgauum o
TOM. Kakue AelCTBUS JO/KHbI ObiTb NPeANPUHATHI NPW.

- MPUMEHEHUN MeAULIMHCKOTO 13Aenus;

- MoANMKALMN MEeLULIMHCKOTO U3Aenus:

- BO3BpaTe MeAuLMHCKOTO U3Aenuns opraHvw3auuy, KoTopas ero noctaBuna,;

- yTUAn3aunm MeguLmMHCKoro usgenms.

MpumeuyaHue — BbiNycK NOSICHUTE/ILHOO YBEAOM/IEHUSI MOXET TPe6GOBAaTLCS B COOTBETCTBUM C NPUMEHUMbI-
MW perynupyowmmm Tpe6oBaHnaMm.

3.2 yno/sIHOMOUYEHHbI npeacTaBuTensb (authorized representative). ®usnyeckoe unu puamyeckoe
Mo, KOTOpOe onpefesieHo 3aKoHoAaTelbCTBOM CTPaHbl UAN PerroHa, nonyynBLIEro MMCbMEHHOe Ha3Haue-
HVe OT M3roTOBUTENS feiiCTBOBAaTb OT ero UMEHW ANA BbINO/HEHNUA ONpeAeNneHHbIX 3a4a4 B OTHOLWEHUN 065-
3aHHOCTEl M3roTOBUTENS, YCTAHOB/EHHbIX 3aKOHOAATeIbCTBOM KOHKPETHOW CTpaHbl UK permoHa.

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

3.3 knuHnyeckas oueHka (clinical evaluation): AHanu3 1 oueHWBAHUE K/IMHUYECKUX AaHHbIX B OTHO-
LEeHUN MeJULIMHCKOrO M3Aenus ¢ uenbio Bepudukaumn 6e30nacHoCTM U OyHKLMOHAIbHbIX XapakTepucTuk
n3genvsa npu ero KNMHUYECKOM MPUMEHEHUU, Kak NpeAHa3HayeHo N3roToBuTenem.

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

3.4 npeTeH3ns (complaint): MNMucbMeHHOe, 3N1EKTPOHHOE WK YCTHOe COoOobLIeHne 0 HegocTaTtkax, CBs-
3aHHbIX C MAEHTUMKALMER, KAUECTBOM, CPOKOM CNYXObl, HAAEXHOCTbI0, 6€30MAaCHOCTLI0 MW PYHKLMOHANb-
HbIMW XapaKTepucTukaMn MeanLMHCKOro N34enus, BbllleLlero n3-nog ynpasieHns opraHusanmeid, a Takke B
OTHOLLEHNW CBA3AHHOIO C HUM OBCNYXMBaAHUA, KOTOPOE BAMSET Ha DYHKLUMOHA/IbHbIE XapaKTepPUCTUKN Taknx
MeNLMHCKNX U3AeNuii.

MpumeyvaHne — 3ITO onpefesieHne «NPETEH3UWU» OT/IMYAETCA OT onpeaeneHns, gadHoro B ISO 9000:2015.

3.5 auctpubbioTop (distributor): ®u3nyeckoe nam lpMAMYECKoe MLO B LENU NOCTABOK, KOTOpPOe Aeil-
CTBYET OT CBOErO VMEHU W OCYLLECTBAAET NPOAAXY MEeAULMHCKOTO 13Aenns KOHeYHoOMy NoTpebuTento.
[GHTF/SG 1/N055:2009, nyHKT 5.3]

MpumeyvaHunsna

1 B uenb NOCTaBOK [/IOXET 6bITb BOBNEYEHO 6oNee 04HOro ANCTpMbbLIOTOpPA.

2 Jlvua B Lenn NocTaBoK, BOB/IEYEHHbIE B leATENIbHOCTb N0 XPAHEHNI0 U TPAHCNOPTUPOBKE OT UMEHU U3TOTOBUTE-
na. umnopTepa uam AUcTpmbbloTopa, He ABNAITCA ANCTPUOBLIOTOPaMM N0 AaHHOMY OMpeAeneHuio.

3.6 nmnnaHTupyemoe meauunHckoe nagenve (implantable medical device): MeauunHckoe usgenue,
KOTOpOoe MOXeT 6biTb YAa/leHO TOMIbKO MOCPeACTBOM MeAMLMHCKOro MW XUPYPruvyeckoro BMmeluatesiscTea u
KOTOpOE npefHa3HavyeHo Ans:

- MOJIHOrO W/IM YacTUYHOrO BBEAEHUS B TE/I0 UM aHATOMUYECKY0 NOMOCTb YenoBeka nm

- 3aMeLLeHns annTeNMasibHOW NOBEPXHOCTU MM NOBEPXHOCTY rnasa n

- HaXOXAEeHWs B MecTe MMNaHTauuy nocne npoueaypbl B TeyeHne He meHee 30 fHeld.

MpumeuvaHnne — 3ITO onpegeneHne UMNAAHTUPYEMOro MeAULMHCKOTO U3[enus BKIYaeT Takke akTUBHOe
mMnaaHTmpyemoe MmeguumnHckoe nsgenue.

3.7 nmnopTep (importer): ®usnyeckoe nnv pugnMueckoe Lo, ABASIOWLEECH NepBbIM B Lienu nocra-
BOK. BbIBOAALLMM MeANLMHCKOE n3fenme, Npou3BeeHHOe B UHOV CTpaHe UKW B IOPUCAMKLUM, Ha PbIHOK CTpa-
Hbl. TAe u3genve npegnonaraeTca K peanunsauuu.

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

3.8 mapkuposka (labelling): 9TukeTka, MHCTPYKUUSA NO NpUMeHeHUo v nbas nHaa nHgopmauus, oT-
HoCALWAanACcA K naeHTudmnKauum, TeEXHUYECKOMY OnMcaHunio, npegHasHavyeHHOMY MPUMEHEHUI0 MeAULMHCKOTOo
nsgenus, Ucknyas TosapoconpoBoaUTE IbHbIE AOKYMEHTbI B OTHOLLIEHUW MOCTaBKMU.

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

3.9 xusHeHHbI yukn (life-cycle): Bce ctaguu cyliecTBoBaHWA MeAWLMHCKOTO U3genus, ot nepBoHa-
YyanbHOW KOHLUENUMM A0 BbIBOAA M3 3KCNIyaTauun 1 yTuansaumu.

(ISO 14971:2007, NyHKT 2.7]
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3.10 usrotoBuTenb (manufacturer): /llo6oe hunsnyeckoe Unn LpUaNYeCcKoe NnLO, OTBETCTBEHHOE 3a
NpoeKTMpoBaHue u/uam Npon3BOACTBO MEAULMHCKOrO U3AENusi C Lefblo BbiNyCTUTb B 06paLleHne MeauuuH-
CKOe u3fenne noj ero CO6CTBEHHbIM UMEHEM, HE3ABUCKHMO OT TOFO, CNPOEKTMPOBAHO U/WN MPOU3BELEHO /N
3T0 MeAMLUUHCKOE U3aenne opraHnsaumnein nnm no ee NopyyveHuo ApyruM muom (nnugamm).

[GHTF/SG1/N055:2009. nyHKT 5.1)

MpumeuvaHuns

1 MN3roToBMTENlb HECET KOHEYHYI0 OPUANYECKYl0 OTBETCTBEHHOCTb 3a 06ecrneyeHune BbINOSIHEHUA MNPUMEHUMbIX
perynupylowmnx Tpe6oBaHuii CTpaH Wan PUCANKLMIA B OTHOWEHUN MEeAULMHCKUX U3Lenuii, ANna npofaxu KOTOpbIX OHW
npefHasHa4eHbl, eCy TONIbKO UHOE He YCTaHOB/IEHO crneLuunanbHbiMu Tpe6oBaHNSIMU perynvnpyoLinx opraHoB B JaHHON
IOPUCANKLMA.

2 OTBETCTBEHHOCTb M3rOTOBUTENA OMKUCaHa B PYKOBOAALWMX AOKyMeHTax GHTF. OTa 0TBETCTBEHHOCTb BK/IOHaeT
B Ce651 OTBETCTBEHHOCTb MO BbINOIHEHNIO Kak NPeAnpoAaxHbIX TpeboBaHuii, Tak 1 NOCNenpoAaXHbIX TpeboBaHWUiA, Takmx
KaK coobLLeHNs 0 HebnaronpuATHLIX COBBLITUAX U YBELOMIEHNS O KOPPEKTUPYIOLLNX AeACTBUAX.

3 lpoekTupoBaHne u/unm Npons3BoACTBO MOryT Bk/OYaTb B ce6s pa3paboTky cneyundmkaymii, Npogykunm, npons-
BOACTBO. C60pKYy, 06paboTKy, yNnakoBKy, NepeynakoBKy, MapkupoBKy, NepemMapKkMpoBKy. CTEpPUAN3ALMI0, MOHTaX N nepe-
paboTKy MeAULMHCKOrO U3fenus, a Takke BbliNyCK Habopa MeAnLMHCKAX U3Ae/niA, BO3MOXHO B KOMOGUHaLUUW C ApYrMMun
n3[esMAMN B MeNLIMHCKAX Liensx.

4 vy, ocyuiecTBasAOLLEE B COOTBETCTBMM C UHCTPYKLMEV NO NPYMEHEHNIO COOPKY U PerysimpoBKy MeAuLMHCKOro
n3fenus, BbiMyLWEeHHOIO Ha PbIHOK UHLIM NINLOM U NpejHa3HavyeHHOoro 419 UHAWBUAYA/IbHOTO NPUMEHEHUS, He ABNSeTCA
N3rotoBmTENIEM, ecnin cbopka v perynnpoBka He N3MEHAIT NpeAHasHaYeHHOro NPUMEHEeHNS MegULUHCKOTO n3genus.

5 Jlnuo, n3meHsolee npegHasHavyeHHoe NpUMeHeHe MeJULUHCKOro 3fennsa unm mogmuguumpyrlee meanumH-
cKoe usgenue 6e3 cornacus U3roToBUTeNs 41A BbiNycka U3Aenns noj cBOMM CO6CTBEHHbIM UMeHeM, criedyeT paccmaTpu-
BaTb KakK M3rotoBuTeNss MOANMULNPOBAHHOIO MeAULUHCKOTO U3aenus.

6 YNoNHOMOYeHHbI npeacTaBuTeslb, ANCTPUOBLIOTOP WAX UMMOPTEP, KOTOPbLIA TONbKO Ao6aBnseT cBOi agpec u
KOHTaKTHblE flaHHble Ha MeAWLUHCKOe U3fenve Uan Ha ynakoBky 6e3 yfaneHus uam M3MeHeHUs OpurmHanbHOW Mapku-
POBKW. He ABNAETCA U3rOTOBUTE/NEM.

7 B cnyvae ecnu npuHagaexHocTu nognagalT nog perynvpytoume TpebosaHmsa K MeAULMHCKOMY U3aenuto, nuua,
OTBETCTBEHHbIE 3a NPOEKTUpPOBaHWe U/MAN NPOU3BOACTBO TakUX NPUHALMEXHOCTEN, ABNSAIOTCA U3rOTOBUTENAMU.

3.11 mepguuunHckoe usgenue (medical device): VMHCTpymMeHT, annapart, npubop, ycTpoiicTBo, 060pyao-
BaHWe. UMNaHTaT, in vitro peareHT, NnporpaMMHoe obecneyeHne, Matepuan Uamn uHble Nofo6HbIe UK CBA3AH-
Hble C HUMW U3aenus, npefHasHavyeHHble N3roToBuTenem A1 NPUMEHEHNS K Ye0BEKY MO OTAENbHOCTU UK
B KOMOGUHaL M.

- ANArHOCTMKW, NPOMNaKTUKM, MOHUTOPUHTA, NIeYeHns unu obnerdyeHns 3abonesaHuii;

- ANArHOCTUKN, MOHUTOPWHTA, NeYeHunsi, 061er4eHns nayv KoMnNeHcawumm nocneAcTBril TpaBMbl;

- uccnefoBaHus, 3aMeLleHnsa UM N3MeHeHns aHaTOMUYECKOro CTPOeHUSA Wan hu3nonornyeckmx npo-
Lieccos;

- X13HeobecneyeHns Uy NoaLepXaHns XU3HEHHbIX YHKLWIA:

- ynpaBneHus 3avatuem;

- Ae3VHAEKLUN MeAULMHCKUX U3AENuii;

- noflyyeHns nHdopmaLmuy NocpeacTBOM MccnefoBaHus in vitro Npo6, B3SATbIX U3 Tena YenoBeka,

a TaKke He focTuratoLie CBOero NepBUYHOro NpeAHasHayeHHOro BO3AENCTBMA Ha OpraHn3m yesnoseka
3a cyeT papMakoIorMyeckmnx, UMMyHOI0rMYECKUX NN MeTabonnyeckmx CpeacTs, HO PYHKLMM KOTOPbIX MOTyT
noaAepXunBaTbCa TakuMy cpeacTBamm

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

NMpumeuaHne — HekoTopble M34eNUs B OTAE/MbHbLIX IOPUCAMKLMSX MOTYT paccMaTpuBaThCa Kak MegULVH-
CKME. HO B OTHOLIEHMUU UX elle He BbipaboTaH eAunHbIiA nogxod. TakuMu N3gensamMm MoryT GbiTb:

- fe3VHMUmMpytoLL e BELLecTBa,;

- BCnomoratesibHble CpeacTBa ANS /UL C OTPaHUYEHHBIMU BO3MOXHOCTAMMU;

- M3penusl, BKNYaKLMe TKaHN XUBOTHbIX NN YEN0BeKa,;

- u3genusa Ans AKCTPakoprnopasibHOro ONI0L40TBOPEHUS U PENPOAYKTUBHbIX TEXHOMOTWIA.

3.12 cewmelicTBO MeguumHckux mnsgenuii (medical device family): Mpynna mMeguuMHCKUX W3AeNUNA,
NpPOu3BOAVMbIX OAHON W TOW Xe unu ANS OfHO 1 TOl Xe opraHvM3auum 1 NMerLWwux oANHaKoByo 6a30Byto
KOHCTPYKLMIO 1 (PYHKLMOHaNbHbIE XapakTepuCTUKN B OTHOLLUEeHUN 6e30MmacHoCTu, NnpegHa3HavyeHHoro npuve-
HEeHVSA 1 (OYHKLMOHUPOBAHWS.

3.13 oueHuBaHne (hyHKLMOHANbHbIX xapakTepucTuk (performance evaluation): OueHka n aHanu3
JaHHbIX 4717 YCTAHOBIEHNA UM NPOBEPKMA CNOCOBHOCTM U3fenusa AN ANarHoCTUKK in vitro gocTuratb CBOEro
HasHayeHus.
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3.14 nocnenpogaxHoe HabnoaeHue (post-market surveillance): CuctemaTnyeckuii npouecc céopa u
aHasm3sa onbITa, NONYYEHHOTO B OTHOLIEHUN MEANLMHCKMAX U3LENNIA, BbINYLLEHHbIX Ha PbIHOK.

3.15 npoaykuusa (product): Pe3ynbTat npouecca.

[ISO 9000:2005. nyHKT 3.4.2]

MpumeyaHunsa

1 CyuiecTByiOT YeTbipe 06LMe kaTeropuv npoayKuuu:

- ycnyru (Hanpumep, NepeBo3KN);

- NporpaMmMHble cpeAcTBa (HanpuMep, KOMMNbIOTEPHAs Nporpamma, c/oBapsb);

- TexHn4eckne cpefcTea (HanpuMmep, MexaHunyeckas yacTb ABuUratens):

- nepepabaTbiBaeMble Matepuansl (Hanpumep, cMaska).

MHorne BuAbl NPOAYKUMMN COAEPXaT 3MIeMEHTbl, OTHOCALLMECSA K Pas/IMYHbIM 06LLUM KaTeropuam npoaykumnm. OT-
HeceHne NpoayKLUK K ycriyram, NporpaMMHbIM, TEXHUYECKUM CpefcTBaM Uan nepepabaTbiBaeMbiM MaTepuasnam 3aBuUcuT
oT npeo6nagatllero anemMeHTa. Hanpumep, noctaBnseMas nNpPoAyKUNa «aBTOMOGWb» COCTOUT U3 TEXHUYECKNX CPEACTB
(Hanpumep, WWH), NnepepabaTbiBaemMblX MaTtepuasos (Hanpumep, ropioyee, oxnaxgarnowas XUAKOCTb), MPOrpaMMHbIX
cpeAcTs (Hanpumep, NnporpamMmHoe ynpas/sieHue ABurateneM, MHCTPYKUMSA NS BOAUTENSA) 1 yCayru (Hanpumep, pasbsc-
HeHUs no aKkcnayartauyuun, gasaemMble NPoAaBLOM).

2 Ycnyra ABnseTca pe3ynbTaToM N0 MeHblUe Mepe 04HOro AeicTBNs, 06a3aTeNbHO OCYLLEeCTBIEHHOTO NpU B3awu-
Mo/feicTBM NOCTaBLYMKa 1 NOTPeGUTens, 1, kKak NpaBuio, HemaTepuasnbHa.

MpepocTaBnexne ycnyrn MoxeT BkItoYaTb B cebs, Hanpumep, cnegyoulee;

- [eATeNbHOCTb, OCYLLECTB/IEHHYD C MOCTAB/IEHHOW NOoTpebuTenem maTepuanbHOW npoaykuuei (Hanpumep, pe-
MOHT HeucnpasHOro aBTomMo6uns);

- [,eATeNIbHOCTb, OCYLLECTB/IEHHYIO C MOCTaB/EHHON NOTpebuTenemM HemaTepuasabHON NPOAYKUWi (Hanpumep, co-
cTaB/ieHne 3asB/IeHNs 0 foxoaax, Heo6xoAMMOro ANs onpeAeneHus pasmepa Hanora);

- NpefocTaB/ieHne HemaTepuanbHO NPoAyKLUK (HanpuMep, MHhopMaLnn B KOHTEKCTe nepefayn 3HaHuii);

- co3filaHue ycnosuii 4ns notpe6uteneid (Hanpumep, B roCTUHULLAX U peCTOpaHax).

MporpaMmHoe cpeAcTBO COAEPXUT NHpopMaLMo U 06bIYHO ABNSAETCS HeMaTepuasibHbIM U MOXET 6bITb Takxe B
chopme noaxonos, onepaunii uav npoueayp.

TexHnyeckoe CpefCcTBO, Kak npasBu/o, sSIBNSETCA MaTepuasibHbIM, U ero KOJIMYecTBO BbipaxaeTca UCUNCNAEMOi
xapakTepucTukoii. NMepepabaTbiBaeMble MaTepuasbl 06bIYHO ABASAIOTCA MaTepUanbHbIMK, U UX KOJIMYECTBO BblpaxaeTcs
HenpepbIBHOI xapakTepucTuKoil. TexHnyeckne cpecTea u nepepabaTtbiBaeMble MaTepuasibl YacTo Ha3biBalOT TOBapamu.

3 [faHHOe onpeeneHne TepMmHa «Npoaykuua» UMeeT oTInYus OT onpegeneHuns, npusegeHHoro B 1ISO 9000:2015.

3.16 3akynaemasa npoaykuus (purchased product): MpoaykuWsi, NpefocTaBfieHHas Kakoii-nu6o cTo-
POHOIA. HaxoAsLielicsi BHe CMCTEMbI MEHEDKMEHTA KauecTBa opraHusaLum.

MpumeuaHune — T[pegocTaBneHme NPOAYKLWUU HE BCErga CONPOBOXAAETCA KOMMEPYECKAMU WU IMHAHCO-
BbIMU COT/IaLEHUSIMU.

3.17 pwuck (risk): CouyeTaHue BEPOATHOCTM MPUUMHEHUSA Bpeda W TAXECTU 3Toro Bpesa.
[ISO 14971:2007, nyHKT 2.16]

MpumMmeyaHne — 3ITO onpefeneHue «pucka» oTan4aeTcsa oT onpegeneHus, gaHHoro B 1ISO 9000:2015.

3.18 mMeHemxMeHT pucka (risk management): Cuctematuyeckoe npuMeHeHue NoanTyKK, npoueayp n
NpaKkTUYecknx MeToAO0B MeHeLKMeHTa 4N1A pelleHus 3ajady aHanusa, OueHUBaHus, ynpasBieHns U MOHWTO-
pvHra puvcka.

[ISO 14971:2007. nyHKT 2.22]

3.19 cuctema 6apbepoB cTepusbHocTU (sterile barrier system). MyUHUManNbHbI KOMNAEKC TEXHUYE-
CKWX CPeACTB, KOTOPbI NPensTcTByeT NPOHUKHOBEHUIO MUKPOOPraHW3mMOB 1 No3Bo/IsieT ob6ecneynTb CTepusib-
HOCTb NMPOAYKLUMN [0 ee NCNOJIb30BaHUS.

[ISO 11607-1:2006, nyHKT 3.22]

3.20 cTepunbHoe meauuuHckoe nsgenue (sterile medical device): MepguunHckoe nsgenve, COOTBET-
cTBytolee TpeboBaHUAM K CTEPUTbHOCTY.

MpumeuaHne — TpeboBaHUS K CTEPUILHOCTV MEAULMHCKUX U3LE/NIA MOTYT 6biTh YCTAHOB/IEHbI MPUMEHN-
MbIMU perynvpyoLumn TpeGoBaHusaMn 1 cTaHgapTamu.
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4 CuncrtemMa MeHeKMeHTa kayecTBa

4.1 O6wue TpeboBaHuA

4.1.1 OpraHu3aums fO/KHA JOKYMEHTMPOBAaTb CUCTEMY MEHe[)XMeHTa KauecTsa v NoALepXuBaTb ee
pesynbTaTUBHOCTL B COOTBETCTBUM C TPEGOBAHUAMU HACTOSILLErNO CTaHAapTa U NPUMEHUMbIMU PerynpyoLLm-
MK TpeGoBaHuAMU. OpraHn3auus Ao/KHa yCTaHaBNMBaThb, BHEAPATL U NOALepXUBaTh Nllo6oe TpeboBaHue,
npoueaypy, AesTeNIbHOCTb UKW MeponpusTue, KoTopble A0/KHbI 6blTh 4OKYMEHTUPOBAHLI B COOTBETCTBUU C
Tpe6oBaHUAMM HACTOSLLErO CTaHAapTa U NPUMEHUMbIMU PEryNnpYoLL UMY Tpe6GOBaHNUSMN.

OpraHu3aumsi JO/KHA AOKYMEHTa/IbHO 0hopMUTb CBOK(M) POsib(M) B COOTBETCTBUM C MPUMEHVMbBIMU
perynupyiowmumMmu Tpe6oBaHusMu.

NMpumevyaHune — Ponu, NpuHATbIE Ha ce6s opraHu3aumell, MoryT BkoYaTh B cebs ponv n3roToBuTens, ynon-
HOMOYEHHOTO NPeACTaBUTENS, UMNOPTEPA UMW AUCTPUBBLIOTOPA.

4.1.2 OpraHusaumsa fosmkHa:

a) onpefenATb NpoLecchl, Heo6XoANMbIE AN CUCTEMbI MEHe)KMeHTa KayecTsa, U UX NpuMeHeHue B
opraHv3auun ¢ y4eToM porneii, NPUHATBIX Ha cebs:

b) NMPUMEHATb PUCK-OPUEHTUPOBAHHLIV NOAXOA K yrnpaB/ieHWo COOTBETCTBYIOLWMMUK npoueccamu, He-
06X0ANMBbIMU /151 CUCTEMBI MEHEXXMEHTa KavecTsa:

C) onpefenaTb NocnefoBaTe/IbHOCTb U B3aVMOAENCTBNE 3TUX NPOLECCOoB.

4.1.3 [lna Kax[oro npotecca B cMCTeMe MeHe)KMeHTa KayecTBa opraHusaumsa fosmKHa:

a) onpefensATb KpUTEPUN N METOAbI, HE06XoANMblE /151 06ecneyeHuns pe3ynbTaTUBHOCTU, KaK Npu ocy-
LLIeCTB/IEHNW. TaK U NpU yNpasieHun aTuMu npoteccamu;

b) obecneumBaTb Ha/Mume pecypcoB 1 MHpopMaLnm, HEOOXOAUMbIX 415 NOAAEPXKU (DYHKLUMOHMPOBa-
H/A M MOHUTOPUHIA 3TUX MPOLLEeCCOB:

C) OCyLLecTBAATb AEeNCTBUA, HeobXxoAuMble ANA AOCTUXKEHUS 3aniaHNpPOBaHHbIX pe3ynbTatoB U Noj-
AepXxaHus pe3ynbTaTUBHOCTY 3TUX MPOLIECCOB:

d) ocyLwecTBNATbL MOHUTOPUHI, N3MEpPeHNe, ecnun LienecoobpasHo, 1 aHaans aTux npoLeccos;

e) onpefensaTb U NogAepxmBaTb B paboyem COCTOSHAM 3anucy Ans 4eMOoHCTpaLuM CooTBEeTCTBMA Tpe-
60BaHVAM HACTOALLEro cTaHAapTa u MPUMEHUMbIM perynunpyrowmm tpebosanmnsam (4.2.5).

4.1.4 OpraHusauus Ao/HKHa OCYLEeCTBAATL MEHEIKMEHT 3TUX NPOLECCOB CUCTEMbI MEHeKMEHTa Ka-
YyecTBa B COOTBETCTBMU C TPEGOBAHUAMMN HACTOALLEro cTaHAapTa 1 NpUMeHVMbIMW perynvpyowmnMm Tpe6o-
BaHNAMM. I3MeHeHns:, BHOCUMbIe B 3TV NPOLECChI, AO/IKHbI:

a) oueHMBaTbCA C TOYKN 3PEHUA BO3AENCTBUSA Ha CUCTEMY MEeHeMKMeHTa KayecTBa;

b) oueHMBaTLCA C TOUKM 3PEHUS BO3LENCTBUSA Ha MeAuUMHCKME W3fdenvs, Npou3BOAUMbIE B pamkax
CUCTEMbl MEHe)XXMeHTa KayecTsa,;

C) KOHTPONMPOBATLCA B COOTBETCTBUM C TPe6OBaAHNAMMN HACTOSALLErO CTaHJapTa v MPUMEHUMbIMU pery-
nmpyownMy TpeboBaHMaMN.

4.1.5 Ecnu opraHm3auumsa pelwaeT nepefjaTb Ha CTOPOHY BbINOSIHEHWE Kakoro-imbo npoiecca, BAUSHO-
LLlero Ha cooTBeTCTBME NPOAYKUUW TpeboBaHUSAM, OHa [0/KHA OCYLLECTBNATL MOHUTOPUHT U ob6ecneynsatb
CO CBOEl CTOPOHbI yNpas/fieHne Takumm npoueccamu. OpraHu3anus coxpaHsieT OTBETCTBEHHOCTb 3a COOTBET-
CTBUE Takoro npouecca TpeboBaHUAM HaCTOSALLEro craHgapTa, TpeboBaHmaM NoTpedbuTens n NPUMEeHNMbIM
perynupyowmm TpeboBaHnaM. YnpasieHue [O/KHO 6bITb NPOMNOPLNOHASIbHO PUCKY, CBA3AHHOMY C BO3MOX-
HOCTbIO BHELLUHEV CTOPOHbI 06ecneunTb COOTBETCTBUE TPebOBaHNAM NyHKTa 7.4. YnpasBreHne AO/HKHO BKIItO-
4YaTb MUCbMEHHbIE COrnalleHns no KayecTBy.

4.1.6 OpraHusauus A0/XHa [OKYMEHTMpoBaTb npoueaypbl Banujauun NpUMEHEeHUs KOMMbIOTEPHOro
nporpaMMHOro obecneyeHuns, NCNOb3YEMOro B CUCTEME MeHeMKMeHTa kayecTBa. MNpuNoxXeHnsa Takoro npo-
rpaMmHOro o6ecneyeHns Heob6xoAMMO BaIMAMPOBATL A0 HaYasla NPYMEHeHNUsa W. ecn LenecoobpasHo, no-
C/le BHECEHWSA U3MEHEHWI1 B NporpaMmHoe o6ecneyeHne Unn ero NpUMeHeHue.

KOHKpeTHbIV noaxof v BuAbl AesATeNbHOCTY NO Banjauun n pesasmgauuy NnporpamMmmHoro obecneuve-
HVS AO/DKHBI ObITb MPOMOPLMOHANBbHBI PUCKY, CBA3aHHOMY C MPUMEHEHUEM Takoro nNporpaMMHOro obecnevye-
HMsA. 3anucu 06 3Tol AeATeNbHOCTU f0/DKHbI NOAAEePXMBaTLCA B paboyem cocTosaHumn (4.2.5).

4.2 TpeboBaHMA K AOKYMeHTaLuu

4.2.1 O6wwme nosoxeHus
[lokymeHTauus cucteMbl MeHeg)KMeHTa KkayecTsa (4.2.4) f0MKHa BKIOYATb!
a) [AOKyMeHTasIbHO O(hOpPMJIEHHbIE 3asABNIEHNSA O NOMUTUKE U Liensax B 06/1acTu KavecTBa;
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b) pykoBoACTBO NO KayecTBy;

C) AOKyMeHTUpOBaHHbIe NpoLeaypbl 1 3anucK, Tpebyemble HACTOALWMM CTaHAapToM;

d) fOKYMeHTbI, BK/IlOYas 3anucu, onpefesnieHHble opraHu3auueli kak Heobxoaummble ansa obecneyeHus
pes3ynbTaTUBHOIO NAaHNPOBaHUS, OCYLLEeCTB/IEHNS NPOLLECCOB U yNpaBieHNs UMH;

€) Apyrylo AOKYMEHTAaLMI0, yCTAHOB/IEHHYIO MPUMEHVMbIMW PErympyoLwmmmn TpeboBaHnsamu.

4.2.2 PyKoBOACTBO NO KayecTBy

OpraHusaums o/mkHa 4OKyMeHTUpoBaTb PYKOBOACTBO MO KaYecTBy, coAepxallee;

a) obnacTb NPUMEHEHNA CUCTEMbI MEHEKMEHTa KayecTBa, BK/Io4asa Nogpo6HOCTN N 060CHOBaHWE Nto-
6bIX UCKTHOYEHWUIA /MM HENPUMEHEHNS;

b) [LOKYMEHTVMpOBaHHbIe Npoueaypbl, pa3paboTaHHble ANA CUCTEMbl MeHefKMeHTa KayecTBa, Wu
CCbIJIKM Ha HUX:

C) onucaHue B3aMMOZECTBMSA NPOLLECCOB CUCTEMbI MEHEIKMEHTA KayecTBa.

PykoBoACTBO MO KayecTBY AO/HKHO OnpeaenaTb CTPYKTYpY AOKYMeHTauuu, UCnonb3yemMol B cucteme
MeHe)KMeHTa KkayecTsa.

4.2.3 daitn meguLMHCKOro n3genus

[na kaxgoro Tmna nnun cemeicTea MeAULMHCKUX U3AEeNNiA opraHmsauns fo/kHa co3aath U NoAaepXu-
BaTb B paboyem COCTOSIHUM OfUH WM HECKOMbKO haiifioB, cofepx)allmx AOKYMEHTbl UK Aa0LLMX CChINKA Ha
HUX. ANA NOATBEPXAEHNS COOTBETCTBMS TPebOBaHNAM HaCTOSLLEro cTaHAapTa v NPUMEHNMbIM Perynmpyto-
Wwmm TpeboBaHNAM.

CopepxaHue hainna(oB) AO/MKHO BKIOYATL NO MEHbLUEN Mepe.

a) oblee onmcaHne MeANLUHCKOTO U3fenus, ero NpefyCMOTPEHHOTO Ha3HaYeHUSA/MPUMEHEHUS. MapKn-
pOBKW. BKOYasa Nobble MHCTPYKLMUM MO MPUMEHEHNIO;

b) cneuudukauum NpoayKuun;

C) cneuudmkayMm naym npoueaypbl NPOU3BOACTBA, YNAKOBKM, XpPaHeHWs, obpalieHuss ¢ usgenvem, a
Takke AUCTpUGYLMN.

d) npoueaypbl U3MEPEHUSI U MOHUTOPUHTA;

e) TpeboBaHNS K MOHTaXy, eCnv NPUMEHNMO;

O npoueaypbl TEXHNYECKOTO 06CYXMBaHNSA, €C/IM NPUMEHUMO.

4.2.4 ynpaBneHue fOKyMeHTaMmun

[lokymeHTaMun cucTemMbl MEHEMKMEHTA KayecTBa Heo6xoAMMO ynpaBnsATb. 3anucy — ocobblii BuA f,0-
KYMEHTOB. 1 UMW HaA0 YyNpaBnATb COrNacHo TpeboBaHnAM, NpMBeAeHHbIM B MyHKTe 4.2.5.

[na onpepeneHuss HEO6XOAMMbIX CPEACTB ynpaBneHus Ao/MKHA 6bITb pa3paboTaHa 40KYMEHTUPOBaH-
Has npoueaypa, npegycMaTpusatoLLas:

a) aHanu3 n opmumnanbHoe ogobpeHne AOKYMEHTOB C TOUKM 3PEeHUSA UX afeKBAaTHOCTU [0 X BbINYCKa,;

b) aHanu3 n akTyanusauuio, No Mepe Heo6xoAMMOCTU, U NOBTOPHOE ohuLmanibHOe 0f06peHre A0KY-
MEHTOB;

c) obecneyeHne naeHTUdMKaLUN N3MEHEHUI 1 CTaTyca nepecMoTpa [JOKYMEHTOB;

d) obecneyeHne HaMUMsA COOTBETCTBYHOLLMX BEPCUI [LOKYMEHTOB B MECTax NX NPUMEHEHNS;

e) obecneyeHne coOXpaHeHNs AOKYMEHTOB YETKAMUN W NErKO naeHTuuumpyembiMu;

O obecneyeHne naeHTUMUKaLNN JOKYMEHTOB BHELLHErO NPOVUCXOXAEHWS, OnpeAesieHHbIX opraHn3aunm-
eli kak Heo6xoauMble AN NNAHUPOBAHUS U DYHKLMOHUPOBAHNA CUCTEMbI MEHEe)KMeHTa KayecTBa, 1 ynpas-
NleHne nx pacchblsKoi;

[1) npegoTBpaLlleHvie Nopyy Uan noTepu JOKyMEHTOB;

h) npefoTeBpalleHne HenpegHaMepeHHOro MCNosb30BaHUsA yCcTapeBLUVX AOKYMEHTOB W MPUMEHEHUe
COOTBETCTBYIOLElN NAEHTUMKALUN K HAM.

OpraHunsauns gosxHa obecneumsatb aHain3 U ouumanbHoe of06peHe N3MEHEHU B JOKYMeEHTax
60 [OMKHOCTHLIM /IMLLOM, 0A06PMBLUMM NepBOHaYasIbHbIA AOKYMEHT, 1160 ApYrMM cneumanbHO Ha3HauYeH-
HbIM [O/DKHOCTHbIM NINLOM, UMEOLMM JOCTYN K COOTBETCTBYHOLLEN UCXOAHOW MHOopMaLK, Ha OCHOBaHWUM
KOTOPOW NPUHUMAETCA peLleHue.

OpraHun3auus Ao/mxHa onpefenaTb Nepuos BpeMeHW, B TEYEeHNe KOTOPOro credyeT XpaHuTb He MeHee
OfIHOVi KOnuu ycTapeBLUMX AOKYMEHTOB. Ha 3TOT nepuog AosxeH 6biTb obecneyeH A0CTYN K AOKyMEHTaM, B
COOTBETCTBUW C KOTOPbIMU MeAULMHCKOe n3fenvie 6bl10 N3rOTOBMEHO U UCMbITAHO, B TEYEHWE, NO KpaiHel
Mepe, cpoka cnyx6bl n3genus, onpefeneHHoro opraHusalmeli, HO He MeHee Cpoka XpaHeHus No6oi nToro-
BOVi 3anucu (4.2.5) v B COOTBETCTBUM C NPUMEHUMbIMU PerynupyoLMm TpeboBaHUAaMN.

4.2.5 YnpasrsieHune 3annucammn

3anucu JomKHbl NofaepXuBaTbCa B paboyeM COCTOSIHUM ANA NpefocTaB/eHns CBUAETENbCTB COOT-
BETCTBUA TpeboBaHWAM U pe3y/bTaTUBHOTO (PYHKLMOHMPOBAHMA CUCTEMbI MEHEL)KMEHTa kavyecTBa. OpraHu-

6
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3auMa [0/MKHA AOKYMEHTMPOBATL NPOLEAYpPbl AN1A ONpefefieHnsl CPeACcTB YNpaB/ieHUs, HEOGX0AUMBIX ANA
naeHTUMKaLMn, XpaHeHusi, 6e30MacHOCTH 1 LLeN0CTHOCTU, BOCCTAHOB/IEHUS, BK/IHOYAsA ONpeaeeHnst CPOKOB
XpaHeHUA 1 NopsAKa UbATUS 3anuceil.

OpraHu3auust fo/mkHA ONPeAenuTs U BHEAPUTb METOAb! 3aluTbl KOHPUAEHLMaNbHO NHhopMaLmMn o
3/10pOBbE, COAepXaLleiica B 3anucax, B COOTBETCTBUN C NPUMEHUMbIMU PErYINPYOLWUMU TPe6oBaHUAMMU.

3anucu JomkHbl 0CTaBaTbCA YETKUMU, TETKO MAEHTUULMPYEMbBIMU U BOCCTAHAB/IMBAEMbIMU. M3MeHe-
HUSI B 3aNNCSAX AO/DKHbI ObITb MAEHTUDULMPYEMbBIMU.

OpraHu3auus JO/MKHA XPaHWUTb 3anucy B TeYeHWe, No KpaliHel Mepe, Cpoka CryX6bl MeAULMHCKOro U3-
[enus. onpeaeneHHoro opraHnsauveil, Ho He MeHee fBYX /IeT C MOMEeHTa BbiNycka MeULMHCKOTO n3genvs
opraHusaumei unm B cOOTBETCTBUM C NPUMEHUMBIMUW PEryMpyOLLMMI TPEGOBaHUSIMU.

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 O6s3aTenbLCcTBa pyKOBOACTBA

Bbiclee pykOBOACTBO OpraHusaunn JO/HKHO NpefocTaBisaTb CBUAETEIbCTBA CBOEN NPUBEPXEHHOCTU
pa3paboTke N BHEAPEHMUIO CUCTEMbI MEHEAXMEHTA KayecTBa, a Takke nofepxaHuio ee pesynbTaTUBHOCTU
nocpeacTBOM:

a) goBefeHns 40 CBeAeHVs opraHvsaluy BaXHOCTU BbINO/IHEHNA TpeboBaHWii NoTpebuTens, a Takke
NPUMEHVMbIX PEryMpytoLLmx TpeboBaHuii;

b) pa3paboTky NONUTUKN B 06/1aCTU KavyecTBa;

C) obecneyeHns paspaboTku Leneil B 061acTn KayecTsa,;

d) npoBefeHUs aHa/IM3a CoO CTOPOHbLI PYKOBOACTBA,;

e) obecrneyeHnss HeOOGXOANMbIMU pecypcamu.

5.2 OpueHTauusa Ha notpebutens

Bhbicliee pykOBOACTBO [O/KHO 06ecneunBaTth onpegeneHme U BbinosiHeHVe Tpe6oBaHuUii noTpebutens un
NPUMEHUMbIX PErynpyoLLIMx Tpe6oBaHuii.

5.3 Monutuka B 061aCTV KayecTBa

Bbiclee pyKOBOACTBO A0/HKHO 06ecneynBath, YTo6bl NOAUTUKA B 06/1aCTW KayecTsa:

a) cooTBeTCTBOBasia CTpPATErMYeCKMM HAMEPEHNUSIM OpraHm3aLuu;

b) BKMoYana 0683aTeNIbCTBO COOTBETCTBOBATL TPEOOBAHUSAM CUCTEMbI MEHEKMEHTA KayecTBa U nof-
[epXnBaTb ee pesy/ibTaTUBHOCTb;

c) obecneunBasia OCHOBbI [/1 NOCTAHOBKM U aHann3a ueneli B 06/1acT KayecTsa;

d) 6blna AoBeaeHa [0 CBeAEeHUst NepcoHana opraHusauum 1 NoHsSTHA emy,

€) aHanusMpoBasiacb Ha NOCTOSIHHYKO NPUrOAHOCTb.

5.4 TMnaHnpoBaHune

5.4.1 Lenun B o6nactn kayecTsa

Bbicliee pykOBOACTBO OpraHu3auuu AO/HKHO o6ecneyntb, 4Tobbl Lem B 061acTu KayecTsa, BkIvas
Te. KOTOPble HEOOXOAUMbI A5 BbIMOSIHEHUSA NPUMEHUMbIX PErynnpylowmx TpeboBaHuin n TpeboBaHuii K npo-
AyKUuMK, Bbln YCTaHOB/IEHbI A1 COOTBETCTBYHOLUMX (PYHKUMIA U HA COOTBETCTBYHLLMX YPOBHAX BHYTpPU opra-
Hu3auun. Llenn B 061acTv kavecTBa AO/MKHbI 6bITb K3MEPUMbBIMU 1 COTNIACOBaHHBLIMU C NOJIMTUKON B 061acTu
KayecTBa.

5.4.2 MnaHupoBaHne cUCTEMbl MEHeIXMeHTa KayecTBa

Bbicliee pyKOBOACTBO AO/IXHO 0b6ecneynBath:

a) nnaHnpoBaHWe CUCTeMbl MeHe[KMeHTa kKayecTBa A1 BbINOJHEHWA TpeboBaHUIA, NMpUBEAEHHbIX B
nyHkTe 4.1. a Takke ANA AOCTUXEHUA Ueneli B 06/1acT KayecTBa;

b) coxpaHeHWe Le/IoCTHOCTN CUCTEMbI MEHEKMEHTA KayecTBa npu NiaHMpoBaHUN U BHeApeHUU B Hee
N3MEHEHWA.

5.5 OTBETCTBEHHOCTb, NO/IHOMOYUSA U 06MeEH MHDOpMaL et

5.5.1 OTBEeTCTBEHHOCTb W MOSTHOMOYUSA

Bbicliee pykOBOACTBO A0O/MKHO 06ecneyuntb, YT06bl OTBETCTBEHHOCTb M NOSIHOMOYMS Gbl/IM ONpefeneHbl,
OOKYMEHTMpPOBaHbl 1 0BEAEHbI 0 CBEleHMA NepcoHasia opraHusauuu.
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BbicLLEe PyKOBOACTBO A0/HKHO LOKYMEHTUPOBATb B3aMMOEeCcTBYE NEPCOHaNa, PyKoBOAALLErO, BbINO/-
HSAIOLLEro 1 BepudmympytoLero paboTty no obecnevyeHno kayecTsa, 1 obecneymBaTb NOIHOMOYUSA U HE3ABU-
CMMOCTb. HE06X0AMMbIe AN BbINO/IHEHUS 3TUX 3aJau.

5.5.2 MpepacTaBuTenb pykosoacTBa

Bbicllee pyKOBOACTBO [O/HXHO Ha3HaunTb NpeAcTaBUTENs M3 cocTaBa PYKOBOACTBA, KOTOPLIA He3aBu-
CVMO OT Apyrnx o6s3aHHOCTel 061aaaeT OTBETCTBEHHOCTBIO M MOTHOMOYMSMU, BKIHOYAOLWNMM:

a) obecneyeHve Toro, YTobbl NPOLECcChl, HEOOX0AMMbIE AN1A CUCTEMbI MEHEXMEHTa KayecTBa, Oblan
[OKYMEHTUPOBaHbI;

b) NpeacTaBneHne OTYETOB BbICLUEMY PYKOBOACTBY O pe3y/ibTaTUBHOCTU CUCTEMbI MeHeIKMeHTa Kave-
CTBa ¥ HEO6XOAMMOCTU ynyuleHus (8.5);

c) obecneyeHne pacnpocTpaHeHUss NOHVMaHUS NPUMEHUMbIX PErynpylowmx TpeboBaHuii u TpeboBa-
HWI1 CUCTEMbl MeHeMKMEHTa KayecTBa B paMkax BCeil opraHusauum.

5.5.3 BHYTpPeHHUn 06MeH UHDopmauuei

Bbicllee pykoBOACTBO JO/IXHO obecneunBatb pas3paboTky B OpraHu3aLuy COOTBETCTBYHLLMX MpoLec-
coB 06MeHa MHhopmauveii, B TOM Yuc/ie Mo BONpocam pesy/ibTaTVBHOCTM CUCTEMbI MEHeIKMEHTa KayecTBa.

5.6 AHaNn3 co CTOPOHbLI PyKoBOACTBA

5.6.1 O6uime NnoaoxeHuns

OpraHun3auus Ao/mxHa OKYMEeHTMpoBaTh Npoueaypbl 418 aHanm3a co CTOPOHbI PyKOBOACTBA. Bhicliee
PYKOBOZCTBO A0/DKHO aHa/im3npoBaTh Yepes [OKYMeHTa/lbHO 3anjiaHupoBaHHble WHTepBasibl CUCTEMY Me-
HeKMeHTa kayecTBa opraHusauum ¢ Lesblo o6ecneyeHns ee NoCTOAHHON NPUroAHOCTU, afleKBaTHOCTM 1 pe-
3yNbTaTUBHOCTU. AHANN3 AO/MKEH BK/IIOYATb OLLEHKY BO3MOXHOCTEN YNy4llueHnss 1 Heo6X0AMMOCTN BHECEHWS
M3MEHEHW B CUCTeMY MeHe[)KMeHTa KauyecTsBa opraHu3aluu, B TOM yucne B NOMUTHKE W Lensx B 06nactu
KayecTBa.

3anucu aHanmsa co CTOPOHbI PYKOBOACTBA AO/MKHbI NOAAepXUBaTbCA B paboyem cocTossHun (4.2.5).

5.6.2 BxopgHble gaHHble oNs aHannsa

BxogHble AaHHble AN aHanm3a co CTOPOHbI PYKOBOACTBA [AO/MKHbI BKIHOYATb, HO HE OrpaHMuYMBAaTLCA
3TUM, crefytoLlyto MHopMaLMio, NOYYEHHYIO 13

a) obpartHoli cBA3K,

b) obpalyeHuns ¢ NpeTeH3ueil;

C) OTYETHOCTU B perynpyroLme opraHbl;

d) aygwTos;

€) MOHWTOPUMHIa N U3MEPEHUS NPOLIECCOB:

f) MOHMTOpPWHIra 1 N3MepeHnsa NPoAyKLMK:

) KOPPEeKTMpYHLLEero AeincTBus:

h) npegynpexgatouwiero aeliicteums:

i) nocnepgylowmnx AecTBUIA, BbiTEKAKOLWMX U3 NPeAblAyLMX aHan30B CO CTOPOHbI PYKOBOACTBA,;

j) W3MeHeHui, KoTopble MOrNK Gbl MOBANATL HA CUCTEMY MEHEKMEHTa kayecTBa.

k) pekomeHaaumii No ynyylleHuio;

1) HOBbIX /TN NEPECMOTPEHHbIX NPYMEHUMbIX PEry/IMpYIoLMX TpeboBaHuii.

5.6.3 BbIXxOoAHble flaHHble AN aHanusa

BbIXOfHble [aHHble aHanu3a CO CTOPOHbI PYKOBOACTBA A0/DKHbI ObITb 3apernctpupoBaHbl (4.2.5) u
BK/lOYaTb NPOaHa/IM3NPOBaHHbIE BXOAHbIE fAaHHbIE U /T00ble peLueHnss 1 AeiiCTBUS, OTHOCALLMECS K:

a) ynyyweHusM, Heob6XxoAuMbIM AN NOAAEPXaHWUSA NPUroAHOCTU, afeKBaTHOCTU W pe3ynbTaTUBHOCTU
CUCTEMbI MEHE)XXMEHTa kayecTsa U ee NpoLeccos;

b) yny4yleHno NpoAayKummn cornacHo TpebosaHnam noTpebutenei;

C) U3MEHeHVAM, Heo6X0ANMbIM AR pearpoBaHusl Ha HOBble UM NEPeCMOTPEHHbIE NPUMEHUMbIE pe-
rynupytwouimne TpebosaHus;

d) noTtpebHOCTM B pecypcax.

6 MeHegXMeEHT pecypcoB

6.1 Ob6ecneyeHne pecypcamu

Opl’aHVI3aLWIF| A0/DKHa onpenendaTtb N obecneynBatb pecypchl, HeOGXO,D,VIMbIe ANA:
a) BHeApeHNA CUCTeMbl MeEHEQ)KMEHTaA KavyecTBa N nogaepxaHna ee pesysibTaTUBHOCTU,
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b) cooTBeTCTBUA MpUMEHMMbIM perynupyrowmm TpeboBaHmsam n TpeboBaHnsaM noTpeduTens.
6.2 Yenoseyeckne pecypchl

MepcoHan, ocyLecTBAAWUIA AeATENBHOCTb, BUSIOLLYIO Ha KA4eCcTBO NMPOAYKLMUN, [OMKEH GbiTb KOM-
NeTEeHTHbIM B COOTBETCTBUM C NOyYEHHbIM 06pa30BaHNeEM, NMOATOTOBKON, HaBbIKAMU W OMbITOM.

OpraHusaunsa JomkHa AoKyMeHTUpoBaTh npouecc(bl). onpeaensiowuii(e) KOMNeTeHTHOCTb NepcoHana,
npoBefeHne 06yyeHusi, obecneyeHme MHPOPMUPOBAHHOCTU NepcoHana.

OpraHu3saums gosxHa:

a) onpefenaTb HeO6XOAUMYIO KOMMETEHTHOCTb NepCoHasna, OCyLLeCTBSAOLWEro AesTeNbHOCTb, BANSIO-
LY Ha KayecTBO MPOAyKUMM;

b) obecneunBaTb NOATOTOBKY WM NPeANpPUHUMATL Apyrue AeicTBUA ANA OCTWXKEHUA WU NoAfdepxa-
HMA HEO6X0AMMON KOMNETEHTHOCTY;

C) OLeHMBaTb Pe3yNbTaTUBHOCTb MPUHATBLIX MEP;

d) obecneunBaTb OCBEAOM/IEHHOCTb CBOErO NepcoHana 06 akTyaslbHOCTM U BaXXKHOCTUN €ro AesiTe/lbHO-
CTV 1 BKNafe B fOCTMXEHME Lieneli B 061acTu kayecTsa;

0) nopAepxuBaTb B paGo4yeM COCTOSIHAM COOTBETCTBYLLME 3anuck 06 o6pa3oBaHnm, NOArOTOBKE, Ha-
Bblkax u onbiTe (4.2.5).

NMpumeuaHne — MeToLONOINS, UCMOMb3yeMas A4S NPOBEPKU Pe3ybTaTUBHOCTM, LO/MKHA BbiTh NPONOPLMO-
HasibHa PUCKY, CBA3AHHOMY C [EATENLHOCTbIO, B OTHOLEHWUW KOTOPOIi MPOBEAEHO 06YYEHNe UK UHbIE AEeiACTBUS.

6.3 WHpacTpykTypa

OpraHu3auus go/mxHa LOKYMEHTMPOBaTb Tpe6oBaHUsS K MH(DPACTPYKTYpe, HE06X0ANMOI ANA AOCTMKe-
HUSi COOTBETCTBUSA TPeOOBaHUAM K NPOAYKL MW, MPefoTBPALLEHNS NepenyTbiBaHWs NPoAyKLMM 1 o6ecneyeHns
Hajnexalero o6paLleHns ¢ Heil.

MHpacTpykTypa MOXeT BK/UYaTb, €CK LiefecoobpasHo:

a) 3fjaHus, paboyee NPOCTPAHCTBO U CBA3AHHbIE C HAM CUCTEMbI MHXEHEePHOro obecneyeHuns;

b) obopyfoBaHue, BKIOYas TEXHUYECKME 1 NMPOrpaMMHble CpeAcTBa;

C) BCnoMmoratesbHble YCayru (Hanpumep, TPaHCnopT, CBA3b UM MH(DOPMALWOHHbIE CUCTEMbI).

OpraHu3auns Ao/mKHa AOKYMeHTMpoBaTb TpeboBaHWA K AeATeNIbHOCTW MO TEXHUYEeCKoMy 06CnyxuBa-
HWI0. B TOM YMC/e UHTepBasibl BbINOIHEHUS PaboT N0 TEXHUYECKOMY 06CY)XUBAHWIO, €CNv 3TV AeACTBUS Un
UX OTCYTCTBME MOTYT NOB/USATb HA KAYECTBO NMPOAYKLMN.

Ecnu uenecoobpasHo, TpeboBaHNA AO/MKHbI MPUMEHATLCA K 060pYyA0BaHUI0, NCMOIb3yEMOMY B NMPOU3-
BO/CTBE. N1 YNpaB/ieHUsi NPOU3BOACTBEHHOW CPesioil, MOHUTOPUHIA N 3MEPEHUS.

3anuncu Takoro TEXHUYECKOro 06CNYXNBaHNS AOMKHbI NOAAEPXKMBATLCA B paboyem cocTosHun (4.2.5).

6.4 Mpoun3BOACTBEHHAA cpefla U KOHTPO/b 3arpsa3HeHus

6.4.1 MNpon3BoACTBEHHAA cpena

OpraHusauus go/HkHa AOKYMEHTUPOBaTh TpeboBaHNA K NMPOU3BOACTBEHHON cpeae, HeobxoaAMMOon ans
[OCTUXEHNS COOTBETCTBUSA TpebOoBaHUSAM K NPOAYKLMN.

Ecnun ycnoBus nponsBoACTBEHHON cpefbl MOTYT OKka3aTb HEraTMBHOE BAUSIHME HA Ka4yecTBO NPOAyKUuu,
opraHusaums fo/mKHa LOKYMEHTMPOBaTb TpeboBaHUs K NPOM3BOACTBEHHON cpese U npoueaypbl A1 MOHUTO-
pVHra v ynpasneHus Npou3BOACTBEHHOW cpefoii.

OpraHu3zauunsa gomkHa:

a) paspaboTaTb OOKYMEHTUPOBaHHble TpeboBaHNUS K COCTOSIHUIO 300POBbS, YACTOTE U ofexie nepco-
Hasla. eCnN KOHTaKT MeXAay NepcoHasioM 1 NpoAyKumnel Unu Nnpou3BoACTBEHHON cpeAoli MOXeT oka3aTb Bu-
AHMEe Ha 6e30MacHOCTb MeAULMHCKOTO N34eNust Uan ero PyHKUMOHa/TbHbIE XapaKTepUCTUKN;

b) o6ecneunTb, YTOOLI BECb NEPCOHAs, BPEMEHHO paboTatLuii B 0COObIX YC/I0BUAX NPOU3BOACTBEH-
HOli cpefbl, 6bI1 KOMNETEHTHLIM WM HAXOAWICS NoA HabaeHeM KOMNEeTEHTHOrO mua.

MpumeyaHue — [lONONHUTENbHYIO UH(OPMALMIO MOXHO HaiiTK e 1ISO 14644 1 ISO 14698.

6.4.2 KOHTpONb 3arpsAi3HeHns

Ecnn uenecoobpasHo, opraHvsaums JO/HKHA NnaHMpoBaTb U AOKYMEHTUPOBaTb Mepbl AN KOHTPONs
3arpsi3HEHHON MM NOTEHLMAaIbHO 3arpsA3HEHHON NPOAYKLUM C Liefbio NpeAoTBpalleHnst 3arpsi3HeHUs Npouns-
BO,D,CTBeHHOI‘fl Cpeabl, nepcoHasna i npoaykuun.

[nsa cTepunbHbIX MeAULMHCKAX U3AENWii opraHusanmsa Ao/HkHa JOKYMeHTMpoBaTh TpeboBaHns K ynpas-
NEeHN0 3arpAsHeHnemM MUKpPoOopraHuaMamy Uav TBepAbIMY YacTuuaMu 1 nogaepXxusatb Tpebyemyo YncToTy
B npoueccax c6opkM 1 ynakoBKU.
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7 TpOLECChl XM3HEHHOTO LKA NPOAYyKLUU

7.1 MNnaHuMpoBaHMe NPOLECCOB XU3HEHHOTO LKKNa NpoayKLum

OpraHusauus fo/XHA MAaHupoBaTh M paspabaTtbiBaTb NpPoLecchl, Heo6xoAuMble Ans o6ecrnedyeHus
XU3HEHHOTo UMKNa NpoaykKuun. MnaHnpoBaHWe NpoLEecCoB XM3HEHHOTO LWKna NpoAyKuUu fLOMXKHO ObiTh CO-
rnacoBaHo ¢ TpeGoBaHMSMU K APYTMM NpoLeccam CUCTeMbl MEHEIKMEHTA KayecTsa.

OpraHusaumsi 4o/HKHA JOKYMEHTUPOBATL OAMH UK Gosiee NPOLEecCoB MEHEMKMEHTA pucKa B npoLiec-
Cax XM3HEeHHOro LKIa NpoayKuuu.

3anucy o MeHeKMEHTY prcka A0/DKHbI NOAAEPXUBATLCS B paboyem cocTosHAM (4.2.5).

Mpy NNaHUPOBAHMUM NPOLLECCOB XMU3HEHHOTO LKA NPOAYKLMM OpraHu3anns 4O/KHA YCTaHOBUTb, C/n
LenecoobpasHo:

a) uenu B o6acTn kayecTsa v Tpe6oBaHUS K NPOAYKLUY;

b) NOTPe6HOCTL B pa3paboTke NPOLLECCOB, AOKYMEHTOB (4.2.4). a Takke B 06ecneyeHnn pecypcamu ans
KOHKpEeTHOI MpoAyKLuW, BKOYas UHGPACTPYKTYPY 1 NPOU3BOACTBEHHYHO Cpejy:

C) Heo6XoauMyto AesiTeNIbHOCTb N0 BepudhukaLumu, Banugauyu, MOHUTOPUHTY, KOHTPO/IO U UCTbITaHW-
AM. 06paboTKe, XPaHEHUI0, pacnpeaesieHnio U NPOC/EXNBAEMOCTM KOHKPETHOM NpoAyKLuUM BMECTe C KpuTe-
PUSAIMW NPUEMKM NPOAYKLN:

d) 3anucu, Heobxoaumble A5t 06eCNeYeHUst CBUAETEIbCTBA TOTO, YTO MPOLLECCh XU3HEHHOTO Lyka
NPoAyKLMM 1 roToBas NPOAYKLMsS COOTBETCTBYIOT Tpe6oBaHusAM (4.2.5).

Pe3ynbTaTbl 3TOr0 NaHNPOBaHUS A0/KHbI 6bITh JOKYMEHTUPOBAHbI B (hOpMe, COOTBETCTBYIOLLEN Npak-
TUKe opraHv3auuu.

MpuMmeyaHne — [ONONHUTENbHYIO MH(OPMALMIO MOXHO HaiTn B ISO 14971.
7.2 Tpoueccol, cBA3aHHbIE C NOTPEOUTENSAMM

7.2.1 OnpepgeneHne TpeboBaHNA, OTHOCALLMXCA K NPOAYKLUN

OpraHusauua Ao/mKHa onpeaenuTb:

a) TpebosaHusA NoTpebuTens, BkIYasa TpeboBaHNa K NocTaBke M AeATeNIbHOCTU Noeso NoCTaBku;

b) TpeboBaHus, He onpefesieHHble NOTpebuTenem, HoO Heob6xoaMmble AN KOHKPETHOro 1nn npegnona-
raemMoro Mcrnosib30BaHus, Koraa OHO U3BECTHO;

C) NpUMeHUMble perynvpyoLive TpeboBaHnsA, OTHOCALLMECS K MPOAYKLUN:

d) no6oe obyyeHne nonb3oBartenei, Heobxoanmoe Ana obecneveHns 3afaHHbIX PYHKLMOHaIbHbIX Xa-
pakTepucTUK 1 6e30NacHOCTV MPUMEHeHNs MeAWNLMHCKOro n3fenus;

e) nobble JONONHUTE NbHbIe TpeboBaHWA, onpeAeneHHble opraHnsaumei.

7.2.2 AHanus TpeboBaHMUiAi, OTHOCALLMXCA K NPOAYKLUN

OpraHun3auus Ao/HKHa aHanu3MpoBaTb TPe60oBaHNA, OTHOCALLMECS K MPOAYKLUM. DTOT aHanun3 JO/KeH
NPOBOANTLCA A0 NPUHATUS OpraHm3auunein obasarenlbcTBa NOCTaBAATb NPOAYKLMIO NOTPebuTento (Hanpumep,
yyactua B TeHAaepax, NPUHATUA KOHTPaKTOB WK 3aKa30B, NMPUHATUA N3MEHEHN K KOHTpakTam unu 3aKa3aM)
N fOMKeH obecneumsarth.

a) onpejesneHve n 4OKYMeHTMpOBaHue TpeboBaHuii K NpoAyKLMK;

b) cornacoBaHue TpeboBaHWn KOHTPAKTa AW 3akasa, OT/IMYarLLMXca OT paHee cPOpMyIMPOBaHHbIX;

C) BbIMOSIHEHNE NPUMEHUMbIX PErYVPYIOLWNX TPebGOoBaHwiA;

d) no6oe obyyeHvie ANs nonb3osaTesneil B COOTBETCTBUM C MYHKTOM 7.2.1. ero 4OCTYNHOCTb UKW NAaHu-
poBaHue obecneyeHns AOCTYMHOCTY;

€) Cnoco6HOCTb OpraHun3aLMm CooTBETCTBOBATL ONpeAesieHHbIM Tpe60oBaHNAM.

3anucu pesynbTaToB aHannsa u nocneyoLwmx AeicTBUiA, BbITEKAOWMX U3 aHanns3a, AO/MKHbI noagep-
XuBaTtbcs B paboyem cocTtosiHum (4.2.5).

Ecnu notpe6uTtens He npeAcTaBui AOKYMEHTUMPOBaHHbLIX TpeboBaHWii, opraHu3auna Ao/kKHa NoaTBep-
OVTb UXy NoTpebutens Ao NPUHATUS K UCTIONHEHWIO.

Ecnun Tpe6oBaHMsa K NpOAyKLMN M3MEHEHbI, OpraHunsauns fosmkHa obecneyunTtb, YTO6bl COOTBETCTBYIO-
Lme AOKYMEHTbI 6blIM UCMNPaB/IeHbl, & COOTBETCTBYIOLWMNIA NepcoHan 6bi1 NPOUHGOPMUPOBaH 06 N3MEHMWB-
Lumnxcsa TpeboBaHUsX.

7.2.3 CBs3b C noTpebutenamm

OpraHun3auus fo/kHa NNaHnpoBaTh M AOKYMEHTUMPOBaTb Mepbl MO NOAAEPXAHUI0 CBA3M C NoTpebuTe-
NAMU. Kacatolmecs:

a) uHcopmaumm o NpoAyKuuu;
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b) npoxoxaeHua 3anpocoBs, KOHTpaKTa WAn 3akasa, BK/1ovas U3MEHEeHUS;

c) obpaTHOli cBSA3U C NoTpebuTesiem, BKIOUas NpeTeH3un noTpebuteneii;

d) nosicHUTENbHbLIX YBEAOM/IEHNIA.

OpraHusauus fomkHa NogaepxumsaTb CBA3b C PeryimpyoLwmumMmn opraHaMmy B COOTBETCTBUM C NPUMEHU-
MbIMU perynvmpyoLmmm TpeboBaHnsamu.

7.3 TpoekTupoBaHue n pa3paboTka

7.3.1 O6wme nNosoxeHns

OpraHusauus fo/mkHa OKYMEHTMPoBaTh NpoLeAypbl MPOEKTUPOBAHUSA 1 pa3paboTKu.

7.3.2 NnaHnpoBaHWe NPOEeKTUPOBaHMA U pa3paboTku

OpraHusauna fo/xHa NaaHnpoBsath U ynpasasaTe NPOeKTMpoBaHWEM 1 pa3paboTkoi npogykuun. Ecnu
LenecoobpasHo, AOKYMeHTaLMS N0 NAaHNPOBaHWIO MPOEKTUPOBAHNA 1 pa3paboTkn fo/MKHa NoAAepXKUBaTbCA
1 06HOB/IATLCA NO X0OAY NPOEKTUPOBaHUA U pa3paboTku.

B xofile NnnaHMpoBaHNA NPOEKTMPOBAHUA ¥ pa3paboTkn OpraHn3aums Ao/HKHA JOKYMEeHTUpoBaTh:

a) CTaguun NpoeKTMpoBaHMA U pa3paboTku;

b) aHanua(bl), HEO6X0AVMMbIE HA KaXO0l CTafnun NPOEKTUPOBAHUS 1 pa3paboTKy;

C) AeATenbHOCTb N0 Bepudvkauun, Bannjaunn v nepegade npoekra, ecav ato LenecoobpasHo gns
KaXaoli cTafun NpoekTMpoBaHnsa 1 pa3paboTku.

d) OTBETCTBEHHOCTbL M NOIHOMOYKA B 06/1aCTV NMPOEKTUPOBAHUA U Pa3paboTKu,;

e) meToAbl obecneyeHnss NPOCNEeXnBaeMOCTN BbIXOAHbIX AAHHbIX NPOEKTMPOBAHUA W paspaboTku K
BXOJHbIM JaHHbIM;

0 Heob6xogumble pecypchbl, BKIOYasa Tpedbyemyto KOMNETEHTHOCTb NepcoHana.

7.3.3 BxofHble faHHble MPOeKTUpoBaHUA 1 pas3paboTku

BxofHble faHHble, OTHOCALWMECA K TpeboBaHNAaM K NpoAyKuun, AO/MKHbI 6bITb onpegeneHsl, a 3anucu
OO/MKHBI NoAAepXmnBaTbCa B paboyem cocTossHun (4.2.5).

BxofHble AaHHble [O/MKHbI BKIHOYaTb:

a) (hyHKUMOHasIbHbIE, 3KCMyaTaunoHHble TpeboBaHusa, TpeboBaHusa yao6cTBa nosb3oBaHUA 1 6e30-
NacHOCTN B COOTBETCTBUM C NpefHasHaYeHHbIM NMPUMEHEHNEM;

b) NpumeHuMble perynvpyoline TpeboBaHna 1 CTaHAapPThI;

C) NPUMEHNMbIE BbIXOAHbIE faHHble N0 MEHELXMEHTY puCKa:

d) Tam. rge aTo uenecoobpasHo, MHhopMaLMIO, B3ATYIO U3 NMpeablayLinX aHa/iorMyHbIX NPOEKTOB;

e) gpyrvne TpeboBaHus, BaxHble A1 MPOEKTMPOBaHWA 1 pa3paboTky NpoAyKLUM UK NPOLLEeCcCoB.

BxofHble AaHHble [0MKHbI ObITb NPOaHanM3npPoBaHbl Ha afekBaTHOCTb 1 OuLManIbHO 04006pEeHbI.

TpeboBaHWsa fOMKHbI 6bITb NOSHBIMU, HELBYCMbIC/IEHHBIMW, NPUrOAHBIMU AN1A BEpUUKaLMN NN Bann-
Jaunmn 1 HEMPOTUBOPEUNBLIMU.

NMpumevyaHune — [ONONHUTENbHYIO WHGOPMaLMIO MOXHO HaliTu B IEC 62366-1.

7.3.4 BbIxofHble faHHble NMPOEKTUPOBaHUA 1 paspaboTku

BbIxoAHble AaHHble NPOEKTUPOBaHNS U pa3paboTKu AO/KHbI;

a) CoOoTBeTCTBOBaTb BXOAHbIM AAHHbLIM NPOEKTMPOBaHNS 1 pa3paboTky;

b) obecneunBaTb COOTBETCTBYIOLLEN MHhOpMaLMeli B OTHOLWEHUN 3aKynokK, MPOU3BOACTBA U 06CYXU-
BaHus;

C) cofepxaTb KpUTepUM NPUEMKN NPOAYKUNUN WIWN CCbIMIKMA Ha HUX;

d) onpefensitb XxapakTepuUcTUKN NPOAYKUNN, CYLLEeCTBEHHbIE A/151 ee 6e30nacHOro 1 NpaBuIbHOrO 1C-
NnoJsIb30BaHuS.

BbixogHble AaHHblE MPOEKTUPOBAHUS 1 pa3paboTkn AO/MKHbI GbITb NpeacTaB/ieHbl B hopMe, No3BONS-
oW e NpoBecTn BepudUKaLMilo OTHOCUTENTbHO BXOAHbIX JaHHbIX NPOEKTMPOBaHWA U paspaboTku, a Takke
[OO/MKHbI 6bITb 0406PEHBbI 4,0 UX NOCNEAYIOLWEro UCNoib30BaHNS.

3anucy BbIXOAHbIX AaHHbIX MPOEKTUPOBAHMSA U pa3paboTKM AO/MKHbI NOAAEepXKMBaTbCS B paboyem co-
cTosiHum (4.2.5).

7.3.5 AHann3 NpoekTUpoBaHnAa 1 paspaboTku

Ha Tex ctagusix, rae aTto uenecoobpasHo, AO/HKEH NMPOBOAUTLCSA CMCTEMATUYECKUA aHasim3 NpoekTu-
poBaHusA 1 pa3paboTkn B COOTBETCTBUM C 3anjaHMPOBaHHLIMU U JOKYMEHTUPOBAHHBIMWU MEPONpPUATUSMU C
Lenbto:

a) OLUEeHKM CNoCOBHOCTM pe3ynbTaToB MPOEKTUPOBAHMSA M pa3paboTkM COOTBETCTBOBATL TPEOOBAHUAM:

b) naeHTUdUKaLUN U NpeaIokKeHns Heob6XoANMbIX LeNCTBUNA.

il
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Takoii aHann3 JO/MKHbI BbIMOMHATL NPEACTABUTENN CNYXO, MMEKLWUX OTHOLIEHMNE K aHaNn3npyembim
cTaAuaM NPOeKTUPOBaHUA 1 pa3paboTky, a Takke Apyrue cneunanncTbl opraHusaumn.

3anucu pesynbTaTtoB aHasIM3a U Bcex HeobXo4UMbIX AeCTBUI [0/DKHBI NOAAEPXMBaTLCSA B paboyem co-
CTOSIHAW 1 BKNIOYATb OMMCaHNe NpoeKTa B paMKax aHannsa, BOB/IeYEHHbIX YHaCTHUKOB U gaTy aHanm3a (4.2.5).

7.3.6 Bepudukauna npoekTMpoBaHusa n paspaboTku

Bepudukauya npoekTmpoBaHmsa 1 pa3paboTku AO/MKHA OCYLLECTBAATLCA B COOTBETCTBUM C 3an/1aHnpo-
BaHHbIMW N AOKYMEHTUPOBAHHLIMW MEPONPUATUAMU ANA 06ecneveHns Toro, YTobbl BbIXOAHbIE AaHHble Npo-
eKTMpoBaHuA 1 paspaboTKn COOTBETCTBOBA/IN BXOAHBLIM aHHbLIM NPOEKTUPOBaHNA U pa3paboTku.

OpraHun3auuns fo/mkHa 4OKYMEHTUpoBaTh NaHbl Bepudnkauun, BKIOYas MeTOAbl, KpUTEPUU NpUeMKn
1, ecnu LenecoobpasHo, cTaTucTmyeckne MeTofbl C 060CHOBaHMEM 06bema BbIGOPKU.

Ecnu npegycmoTpeHHoe NnpyMeHeHne cofepxuT TpeboBaHne, YTobbl MeguLMHCKoe n3aenve 6110 noj-
K/TIOYEHO UAW MMeso UHTepdeiic Ana coefuHeHus ¢ gpyrum(n) meguuuHckum(n) ngenvem(smu). sepudmrka-
LM AO/HKHA BKIOYATb MPOBEPKY TOrO, YTO BbIXOAHbIE AaHHbIE NPOeKTa COOTBETCTBYIOT BXOAHbIM AAHHbLIM MpK
TakoM NOAK/TIYEHUN NN COeAUHEHUN Yepes3 NHTepdieiic.

3anucu pesynbTaTtoB 1 BbIBOAOB N0 BepumKaLuuy 1 Heo6X0ANMbIX AeliCTBUI AO/KHbI NOAAEPKMBATLCA
B paboyem cocTosaHun (4.2.4 n 4.2.5).

7.3.7 Banupgauus npoekTupoBaHusa u paspaboTku

Banupgauns npoektupoBaHusa 1 pa3paboTku O/HKHA OCYLLECTBAATLCA B COOTBETCTBUN C 3an/1aHNpOBaH-
HbIMW 1 OKYMEHTUPOBAHHLIMY MEPONpUATUAMU 418 06ecrneyeHunsi COOTBETCTBUSI TOTOBOM NpoayKummn Tpebo-
BaHVAM K ee npefHasHayeHHOMY Win npegnonaraemMomy npuMeHeHuIo.

OpraHunsaumsa [o/mkHa [OKYMEHTMPOBaTh MaHbl BaiMAauun, BKIOYAs METOAbl, KpUTEPUN MPUEMKN W.
ec/v LuenecoobpasHo, cTaTUcTMYeckne MeTofbl ¢ 060CHOBaHMEM 06bemMa BbIGOPKM.

Banupauus gomxHa 6biTb NpoBefeHa Ha TMMOBOM (penpeseHTaTuBHOM) usgenuu. Tunosoe usgenvie
MOXeT npefcTaBnATb cCo60l nepeble 06pasLbl NPOAYKLMN, NAapTUKN UK NX dKBMBAEHTbI. O60CHOBaHWE Bbl-
60pa Takmx NPoAYKTOB AN BaMgauny f0MKHO ObiTb OKYMEHTUMPOBaHO (4.2.5).

Kak wacTb Ba/mgauum NpoekTMpoBaHusa 1 paspaboTku opraHnsauus Ao/HKHA BbINOMHATL KIMHUYECKNe
OLIeHKN Wn oueHnBaHne OYHKUUOHA/IbHBIX XapakTepucTuk MeanLVHCKOrO U3fenmns B COOTBETCTBUAM C Mpu-
MEHVUMbIMW PEryvpYyoLWMMU TPe6oBaHNAMN.

MepanLmHckoe nsgenue, UCNob3yemoe 418 KIUHWYECKON OLEHKN UAW OLeHMBaHNSA (YHKLMOHANbHbIX
XapakTepucTyK, He paccMaTpuBaeTCa Kak BbiNyLeHHOe A/1S UCNO/b30BaHUs notpebutenem.

Ecnun npegycmoTpeHHoe npumeHeHue TpebyeT, 4Tobbl MefuuuHCKoe usgenve 6bi710 NOAKIIYEHO UK
UMeno nHTepdeiic ana coefuHeHns ¢ apyrum(n) MeauuuHckum(n) usgenvem(samu), To Banngauus fosmkHa
BK/IlOYaTb NPOBEPKY TOrO, YTO TPe6oBaHNA 418 NpefHa3HaYeHHOro Uan nNpeanoiaraeMoro NpMMeHeHus Gb1m
BbINOJIHEHbI NPY NOAK/TYEHUN WU COeAUHEHUN Yepes NHTepdelic.

Banugauna gomxHa 6biTb NpoBeAeHa A0 NOCTaBKuM NMPOAYKLUM NOTPeGuTenio.

3anucu pesynbTatos 1 BbIBOAOB N0 BanMaunm n Heo6xoAnMbIX AeNCTBUIA [O/DKHBI NOAAEPXMBATLCS B
pabouem coctosiHun (4.2.4 n 4.2.5).

7.3.8 MNepepaya npoekTa U pas3paboTku

OpraHusauus [o/HKHa JOKYMEHTMPOBaTh npoueaypbl nepefadn BbIXOAHbLIX AaHHbIX NMPOEKTUPOBaHNUA 1
pa3paboTkn B NPOM3BOACTBO. 3TN NpoLeaypbl A0/KHbI 06ecneunTb, YTO6bI BbIXOAHbIE AaHHble NPOeKTUpoBa-
HUA 1 pa3paboTkn 6b1In BEpUULMPOBaHbI HA COOTBETCTBME TpeboBaHUAM NPOU3BOACTBA, NPexje YeM CTaTb
OKOHYaTe IbHbIMW MPON3BOACTBEHHbIMU cneundukaumamu, n 4Toobl MPON3BOLCTBEHHbIE BO3MOXHOCTW MOI/N
COOTBETCTBOBATL TPEBOBAHUAM K MPOAYKLUN.

PesynbTartbl 1 BbIBOABI Nepefayn AO/KHbI ObITb 3aperncTpuposansbl (4.2.5).

7.3.9 YnpasneHne n3MeHeHNs MU NpoeKkTUpoBaHNA 1 pas3paboTku

OpraHusaumsa 0o/mxHa AOKYMEHTUpoBaTh nNpoueaypbl 4158 ynpaBneHns U3MeHeHNsMN NPOeKTMPOoBaHusA
1 pa3paboTkn. OpraHm3aLums fo/MKHa onpeaensiTb 3HaYVMOCTb U3MEHEHW AN PYHKLMOHANbHbIX, 3aKCnaya-
TauMOoHHbIX TpeboBaHuii, TpeboBaHUii ya06CcTBa NO/b30BaHNSA, 6€30NaCHOCTU U MPUMEHUMbIX PErynpyoLLMX
Tpe60oBaHWii B OTHOLLIEHUN MEAWNLMHCKOTO U3AeNnsi U ero NpeaycMOTPEHHOTO NPUMEHEHNUS.

M3meHeHnsa B NPOeKTUpoBaHUK 1 pa3paboTke AO/KHbI ObiTb UAEHTUULMPOBAHDI.

[lo BHeApEHNSA N3MEeHeHNs J0/KHbI ObITb:

a) nNpoaHasIM3npoBaHbl;

b) BepudULUPOBaHbI;

C) Ba/IMAMPOBaHbI, C/W 3TO Les1ecoobpasHo;

d) ofo6peHbI.
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AHann3 N3MeHeHU i NPOEKTUPOBAHUS U Pa3paboTKM AO/IKEH BKIOYATb OLEHVBaHWE BAVUSHUS U3MeHe-
HWI1 Ha cocTaBHble YacTu, NonydabprKaTbl UK Ye NMOCTaBEeHHYI0 MPOAYKLMIO, HA BXOAHbIE WY BbIXOAHbIe
JaHHble MeHe)KMeHTa puUcka 1 NPOLLECChbl XU3HEHHOTO LyKa NpoAyKLuu.

3anncu usMeHeHuid, pesynbTaToB aHann3a U3MeHeHul 1 1o6bIX HE0OXOAVMMbIX AECTBUI AOMKHbI NOA-
nepxuBaTbcs B paboyem cocTosiHum (4.2.5).

7.3.10 ®ainbl NpoekTMpoBaHMS 1 pa3paboTku

OpraHusauua fo/mkHa noadepxvBath aiin NpoekTMpoBaHus U pas3paboTku AN Kax[oro tuna wam
cemelicTBa MeAVNLMHCKUX n3aenuin. JaHHblin paiin fJomKeH BKIYaTb 3annCh AN CCbINIKM Ha HUX. ChOpMUpPO-
BaHHble A4/15 AeMOHCTpaLuy COOTBETCTBUA TPeOOBaHNAM NPOEKTUPOBaHMA 1 pa3paboTku, 1 3anucu n3MeHe-
HWI1 NPOEKTMPOBaHNSA W pa3paboTKu.

7.4 3akynku

7.4.1 Tlpouecc 3aKymnok

OpraHusauus Ao/HxHa JOKyMeHTMpoBaTb npouedypbl (4.2.4). obecneyvBarLine COOTBETCTBME 3aKy-
NAEHHOW NPOAYKLMN YCTAHOBEHHbIM TPEOOBaHNAM K 3aKymnKaMm.

OpraHusauus Ao/HKHa YCTaHOBUTb KpuTepuu AN OLEeHMBaHUS M Bbibopa nocTaBLyMKOB. KpuTepuu
OO/MKHbI ObITb:

a) OCHOBaHbl Ha CNOCOOHOCTW MOCTaBLiVKA NOCTaBATbL NPOAYKLMIO, COOTBETCTBYIOLLYIO TPe6OBaHNAM
opraHusauuu;

b) OCHOBaHbI Ha pe3yfbTaTax AesTeNbHOCTY NOCTaBLLVKA;

C) OCHOBaHbl Ha BANAHUK 3aKynaeMoi NpoAyKLMN Ha Ka4yecTBO MEeLMULMHCKOro U3aenus;

d) nponopuuoHanbHbl PUCKY, CBA3AHHOMY C MEAULMHCKUM n34e/meMm.

OpraHu3saumsa Ao/HKHa NaaHupoBaTb MOHUTOPUHT U NMOBTOPHOE OLleHMBaHWE MOCTaBLUNKOB. [lo/XeH ocy-
LLeCTBNSATLCA MOHUTOPUHT pe3ybTaToB AeATe/IbHOCTM NOCTaBLYMKa B OTHOLLIEHUN COOTBETCTBUA 3akynaemoi
npoAyKuunv TpeboBaHnAM. Pe3ynbTaTbl MOHUTOPUHTA AO/KHbI ObITh BK/OUYEHBI BO BXOAHbIE JaHHbIe npouecca
NOBTOPHOr0 OLeHNBAHMA NOCTaBLYMKA.

HeBbINno/HEHNe NOCTaBLLMKOM TpeboBaHuii K 3aKynaemoli NpoayKumMmn f0/MKHO BbiTb paCCMOTPEHO Npo-
NopLMOHaNbHO PUCKY, CBA3aHHOMY C 3aKyrnaemMoi nNpoAyKuvein v NpyMeHUMbIMU perynnpylolnvmm Tpebosa-
HUAMMW.

3anncu pesynbTaTtoB OLleHVWBaHWA, BbIOOpa, MOHUTOPWHIA M NMOBTOPHOTO OLEHMBAHWSA BO3MOXHOCTEW
nocTaBLyMKa Uy pe3ynbTaToB AeATENbHOCTM M NI06bIX HEOOX0AUMbIX A4EACTBUIA, BbITEKAKLNX U3 3TOW Aes-
TEeNbHOCTUW. AO/HKHbI NOAAEPXUBATLCA B paboyem coctosiHum (4.2.5).

7.4.2 Nudopmauma no 3akynkam

MHdopmauusa no 3akynkam [o/KHa ONMUCbIBaTb WM COAEPXaTb CCbIIKM Ha 3aKkyrnaemylo npoaykumio,
BK/IOYas, €C/n LiesiecoobpasHo:

a) cneuudukauny npoayKuum;

b) TpeboBaHMA K NpUeMKe NpoAyKuuuW, Nnpoueaypam, npoueccam 1 060pyL0oBaHuIo.

c) TpeboBaHusa Kk KBanumkaLmm nepcoHana nocTaBLLMKa,;

d) TpeboBaHUA K cUCTEME MEHEIKMEHTA KavyecTBa.

OpraHusauus go/mkHa obecneunBaTb aleKBaTHOCTb YCTAHOB/IEHHbIX TPeO0OBaHUIA K 3aKynkaM [0 UX CO-
06LLEeHNA NOCTaBLUVIKY.

MHdopmaumsa no 3akynkam A0J/DKHA BKOYaTb, €CNU 3TO MPUMEHMMO, MMCbMEHHOE cornalleHne o ToMm,
4YTO MOCTaBLYMK yBEAOMISET opraHusauunio 06 N3MeHeHUsIX B NOCTaBAseMOl NPOAYKUMUN A0 BHEAPEHUS 3TUX
N3MEHEeHW, B c/lyyae ec/ii OHW OKasblBAlOT B/IMSIHWE HA COOTBETCTBME MPOAYKLMU YCTAHOBEHHbIM TpeboBa-
HUSAM K 3aKyrnkam.

B TOIi cTeneHn, B Kakoil 3T0 HEO6XOAMMO A5 OCyLLeCcTBNAeHMA npocnexnsaemoctun (7.5.9). opraHmsa-
UMa [o/MKHA NoAAepxXmBaTth B paboyem COCTOSHMM COOTBETCTBYIOLLYIO MHOpMaLuio No 3akynkam B opme
[OKyMeHTOB (4.2.4) v 3anucelii (4.2.5).

7.4.3 Bepudmkauusa 3akynaemoin npoaykuumn

OpraHusauus goskHa paspaboTtarb U 0CYLWEeCTBAATb KOHTPO/b UK UHbIE BUAbI AEATENBHOCTU, HEO6XO-
AvMble AN obecneyeHns COOTBETCTBMSA 3aKynaeMoi NpoAyKUUM YCTaHOB/IEHHbIM TPeBOBaHNAM K 3aKynKaMm.

O6bemM feATenlbHOCTU MO BepudmkKalymm JO/HKeH ObiTb OCHOBaH Ha pesyfnbTaTax OueHuBaHuWs nocras-
LwyKa 1 6bITb NPOMNOPLUOHANIBHBIM PUCKaM, CBSI3aHHLIM C 3aKynaemoli NpoAyKUMEN.

Ecnn opraHusauus nosydaeT MHOpPMaUMIO O Kakux-Nnbo N3MeHeHVsX B 3aKynaemol npoAaykuuu, To
OHa [0/MKHa onNpefennTb, HaCcCKO/IbKO 3TV U3MEHEHMWS NOB/USAIOT Ha NPOLECCHI XXU3HEHHOIO Lukna NpoayKLun
NN MeanLmMHCKoe nsgenve.
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Ecnu opranvsauva wav notpebutens npeanaratoT OCyLeCTBUTb BepudmnkaLmio Ha npegnpusaTumn no-
CTaBLYMKa, TO OopraHu3auua AO/KHA YCTaHOBUTb B MHOpPMauuM No 3akynkam npegnosaraemMbie Mepbl Mo

BEpVPUKALMY 1 NOPSALOK BbIMycKa NPOAYKLMW Y NMOCTaBLLMKA.
3anucy no BepudmKaLm fO/MKHbI NoAepXmBaThca B pa6odem cocTtosiHuu (4.2.5).

7.5 Mpon3BoACTBO U 06CyXNBaAHNE

7.5.1 YnpaBneHune Npon3BOACTBOM U 06CNyXMBaAHUEM

Mpon3BoACcTBO 1 06CAyXMBaHME [OMKHbI NIAHUPOBATLCS, OCYLLECTBAATLCSA, NOABEPraTbCs MOHUTOPUH-
ry v ynpaBneHuto Ans obecneyeHns COOTBETCTBUA NPOAYKLUN cneundmKaLuu.

Ecnv uenecoobpasHo, ynpasnsemblie YC/10BMS NPOM3BOACTBA A0/DKHbI BKIOYAaTb, HE OrpaHnynBasCh UMK:

a) [OKyMeHTUpOBaHHble npoueaypbl U MeTOAbl ynpasieHus nponssoacTsom (4.2.4).

b) KBaNumkaunio MHPPaCcTPyKTyphbl;

C) NpoBefeHne MOHUTOPWHIa 1 U3MepeHnii napamMmeTpoB NPOLECCOB ¥ XapaKTepPUCTUK NPOAYKLUN;

d) Hanuune n npuMeHeHne 060pyL0BaHNA A1 MOHUTOPUHIA U N3MEPEHWIA:

€) BbINO/IHEHNE YCTAHOB/IEHHbIX Onepaumnii N0 Mapk1MpoBKe U YNakoBKe;

f) ocyuwiecTBneHve Bbinycka, NOCTaBK/ ¥ AENCTBUIA NOCAe NOCTaBKN MPOAYKLUN.

OpraHusauusa fomkHa paspaboTatb 1 nogaepxunsarb B paboyeM cocTofHMM 3anucn (4.2.5) ansa kaxgo-
r0 MeMLVHCKOTO M3feNnst UNW KaxX4oh napTunm MefuLnHCKNX n3genuii, ytobbl obecneunts nx npocnexunsae-
MOCTb B COOTBETCTBUM C NYHKTOM 7.5.9 1 onpejeneHne konnyecTsa NPon3BeeHHON NpoayKLMN 1 NPOAYKLMN,
006PEeHHOI ANA pacnpocTpaHeHns. 3anncu Ao/MKHbI 6biTb BepudrLMpoBaHbl 1 opuLanbHO 0406peEHbI.

7.5.2 YuctoTa npogyKumnu

OpraHusaums fo/mkHa AOKYMEeHTUPoBaTb TPeboBaHUA K YACTOTE WU KOHTPOJIIO 3arpsA3HeHus nNpoayk-
L. ecnu:

a) npoaykuus nepej ctepunnsauuein nywm npuMeHeHnem NpoXoauT OUUCTKY B OpraHu3aLuu;

b) NPOAYyKUMA NOCTaBNAETCA HECTEePWUbHOM WM MOANEXWUT OYNCTKe mepeq cTepunusauueii nwnm npu-
MeHeHuneM;

C) NpOAYKUUA He MOXeT OblTb OuuLLeHa nepej ctepunansauuneli Wuam NpUMEHEHNEM, HO ee yMcToTa
UMeeT 3HaveHune ANa NpUMeHeHus:

d) npoAykumsa noctasBnseTca ANA UCMO/Ib30BaHNA HECTEPU/IbHOW, HO ee YncToTa ABSETCA CyLeCcTBEeH-
HOI ANA NPUMEHEHUS N3Lenus;

€) peareHTbl, NPUMEHSAEMbIE A1 OYUCTKM NPOAYKLUN, JOMKHbI ObITb YAasieHbl B NpoLecce ee U3roTos-
neHuu.

Ecnu npopykuma nogsepraeTcs O4YMCTKE B COOTBETCTBMM C NEpPeYncrieHnsmMun a) unu b). TpebosaHus
nyHKTa 6.4.1 He NPUMEHAIOTCA A0 3Tana OUYUCTKN.

7.5.3 leATeNbHOCTb MO MOHTaXy

OpraHusaumsa fo/mkHa JO0KyMEeHTMpoBaTb TPe6OBaHNSA K MOHTaXy MefVLUMHCKOrO U3AEeNUsa 1 Kputepum
npuemKkn s BepuurKaLmm MoHTaxa MegULUHCKOTo U3Aens, ecnv NPUMEHNMO.

Ecnu cornacoBaHHble ¢ NnoTpebutenem TpeboBaHys NMO3BOASIOT BbIMO/HATb MOHTaX MEANLIMHCKOrO 13-
[enunsa BHeLLHell CTOPOHOM, OT/IMYHOW OT opraHM3aLumn uam ee NocTaBLYMKa, opraHusaumsa fo/mkHa npejocTa-
BUTb [JOKYMEHTMPOBaHHbIE TPe6OBaHUA K MOHTaXy MeANLMHCKOro U3genua n sepudnkanm MoHTaxa.

3anucy 0 MOHTaXe ¥ Bepudukaunm MeauuMHCKOro usgenns, KoTopble BbINOSIHAET opraHm3aumsa unmn ee
NOCTaBLUVK, AO/MKHbI NOAAEPXMBaTLCA B paboyem cocTosiHum (4.2.5).

7.5.4 [leATeNbHOCTb MO 06CYXMBAHUIO

Ecnun obcnyxunsaHne mMeauLMHCKOTO U3fenus ABAseTCA YCTaHOBNEHHbIM TpeboBaHuem, opraHusauus
fomkHa paspaboTaTb 4OKYyMEHTUPOBaHHbIE Npoueypbl MO 06C/YXMBaHNIO, CNPaBOYHblE MaTepuanbl u pede-
peHTHble Mpoueaypbl U3MEpPeHUs, ecnu HeobXxoAnMo, AN OCYLEeCTBAEHNS 06CNyXMBaHUs u Bepudukaumnm
TOro, YTO TpeboBaHUA K NPOAYKLUN BbIMOSHEHDI.

OpraHun3aums fo/HkKHa aHann3mpoBaTb 3anvMcu No 06CNYXNBaHWUIO, BbINMOSIHAEMOMY OpraHu3auuein um
ee MocTaBLLVKOM:

a) AnAa onpegeneHuns, obpawatbca M ¢ MHopmaLyei, Kak ¢ npeTeH3vel;

b) ecnu uenecoobpasHo, NCMOMb30BaTb Kak BXOAHbIE faHHble npouecca yayylleHus.

3anucu no 06CnyXMBaHWo, BbINMOHAEMOMY OpraHvu3aLlueli nnn ee NoCcTaBLUMKOM, LO/MKHbI NOAAEPXKM-
BaTbCsl B paboyeM cocTosiHum (4.2.5).

7.5.5 CneunanbHble TpeboBaHNA K CTEPUBHBIM MEAULNHCKUM U3[eNNam

OpraHusauus goskHa nogaepxusarb 3anucu no napamerpam rnpotecca ctepunusanmum, npumMmeHsaemoro
ONA Kax3[oi napTumn cTepunnsyemoin npoaykuumm (4.2.5). 3anucy no ctepuamnsanmm O/MKHbI NPOCNEXNBATLCA
ANA KaXxaolk napTvn Npon3BeAeHHbIX MeANLMHCKUX N3aenuii.
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7.5.6 Banugauums npoLeccoB NponM3BOACTBa U 06CAYXUBAHUA

OpraHusauna fo/kHa BanuamposaTh Mo6ble npouecchl NPOU3BOACTBA U 06CNYXMBAHUA, pe3ynbTaThbl
KOTOPbIX HEeNb3si MPOBEPUTbL NOCPEACTBOM NOCNEA0BaTE/IbHOTO MOHUTOPUHIa UM U3MepeHus, U. cnepfosa-
TeNbHO, HEeAOCTaTKM KOTOPbIX CTAHOBSITCS OYEBWAHLIMW TOJIbKO MOCME Hayana WCMosb30BaHUA NPOAYKLMM
Unn ee 06CNyXMBaHUA.

Banugauua gomkHa NpoAeMOHCTPYPOBaTh CNOCOBHOCTb 3TUX NPOLECCOB NOCTOSAHHO JOCTUraTh 3annia-
HVWPOBAHHbIX Pe3ynbTaToB.

OpraHuzaunsa fo/mkHa AOKYMeHTMpOoBaTh npouesypbl Baamgauumy npoLeccos, BKIoYas:

a) onpegenieHHble KpUTepun Ana aHanusa u 0gobpeHns NpoLeccos;

b) onpegeneHvne npurogHocTM 060pyA0BaHUS U NOATOTOBIEHHOCTU NepcoHana,;

C) NPUMEHEHUE KOHKPETHbIX METOL0B, NPOLIeAYP Y KPUTEPUEB NPUEMKU;

d) ecnu uenecoobpasHo, cTaTucTMyYeckme MeTofbl ¢ 060CHOBaHNEM 06bEMOB BbIGOPKM:

e) Tpe6oBaHusa K 3anucam (4.2.5);

0 peBanupauuio, BKIOYasA ee KkpuTepuu,

4) ofobpeHne U3MeHeHuii B npoLeccax.

OpraHusauua fo/mKHa [LOKYMEHTMPOBaTb Npoueaypbl Ba/MaauMn NpUMEHEHUs KOMMbIOTEPHOro Mpo-
rpaMmHOro obecneyeHusi, UICNONb3yEMOro B NPOU3BOACTBE U 0b6CnyxuBaHun. Takoe nporpammHoe obecne-
YyeHne JO/MKHO 6biTb BA/IMANPOBAHO A0 €ro NepBOro NPUMEHeHNs W. eC/in LienecoobpasHo, nocse BHeceHus
MU3MEeHeHW B NporpaMMHoe o6ecneyeHne nanM ero ucnosib3oBaHue. KOHKPeTHbI noaxopd W AeATeNbHOCTb
no Banujauun n peesanujauun NPorpamMmmHOro obecrnevyeHus JO/MKHbI 6blITb MPOMNOPLUOHABbHBI PUCKY, CBS-
3aHHOMY C MPUMEHeHVEeM MPOrpaMMHOro obecneyeHus, BKIOYaA ero B/USHVWE Ha COOTBETCTBUE MPOAYKL UK
cneundukaunsam.

3anncu pesynbTaToB M BbIBOAOB, @ Takke HEO0OX0AMMbIX AeACTBUIA N0 Banufaumm, SO/MKHbI NOAAEPXN-
BaTbCA B paboyem cocTosiHun (4.2.4 n 4.2.5).

7.5.7 CneynanbHble TpeboBaHMA K Banujauum NpoLeccoB cTepuausaunm n cuctemam bapbe-
pOB CTEPU/IbHOCTK

OpraHusauna fo/mkHa [OKYMeHTMpoBaTb npoueaypbl (4.2.4) Basmgauuy npoLeccoB CTepuansaumn un
cucteM 6GapbepoB CTepUIbHOCTMW. Mpouecchl cTepuausaunm n cucteMbl 6apbepoB CTEPUILHOCTY cnepyeT
BaNMaMpoBaTb 40 WX NEePBOro NPUMEHEHUS U NOCNEe BHECEHUS WU3MEHEHW NpoayKuuu B Mpouecchl, ecnu
LuenecoobpasHo.

3anncu pesynbTaToB M BbIBOAOB, a Takke W HEOGXOAUMBIX AelCTBMIA NO Bavaauuu, fO/MKHbI nogaep-
Xunatbcs B paboyem coctosaHuu (4.2.4 n 4.2.5).

MpumeuvuaHune — [lONONHUTENBHYI0O UHOPMALMIO MOXHO HaliTn B 1ISO 11607-1 n ISO 11607-2.

7.5.8 NpeHTndukaumnsa

OpraHuzauua [o/mKHa AOKYMEeHTUpOoBaTb Npouefypbl N0 MAeHTUMUKaLMM NPOAYKUUN N naeHTUdULN-
poBaTtb NPOAYKLUMIO NOAXOAALLUMN CPpeCcTBaMu Ha NPOTAXKEHUN MPOLECCOB XU3HEHHOIO LMK/1a NpoayKUun.

OpraHuzauna gomxHa ngeHTMduumMpoBaTb cTatyc npoayKLMn No OTHOLIEHWIO K TpeboBaHNAM MOHUTO-
puHra 1 U3MepPeHunin Ha NPOTAXEHUN NPOLLECCOB XXM3HEHHOIO LKA NPOAYKLUN.

NaeHTudukaLmsa ctatyca npoayKumm fo/mkHa nofaepXmBaTbCa Ha aTanax ee npon3BoACTBa, XpaHeHus,
MOHTaxa 1 06cnyxmeaHua ans obecrnevyeHns NOCTaBku, NPUMEHEHNS UM MOHTaxa TOMbKO TOV MPOAyKLuK,
KoTOpas npoLusia Bce Heo6XxoAuMble BUAbI KOHTPONS W UCMbITAHWUI UK MMeeT odnLmanbHOoe paspeLleHne Ha
OTK/IOHEHWE OT YCTaHOB/IEHHbIX TPEOOBaHWIA.

Ecnu TpebyeTcsa NpUMEHUMbIMU Perympyowmumm TpebosaHnsMuU, opraHnsaLms omKHa 4OKYMEHTUpO-
BaTb CUCTEMY YHUKaNbHOI MAEHTUMKALUN MEONLMHCKAX U3AENNA.

OpraHusauna go/xHa AOKYMeHTMpoBaThb npoueaypbl 415 obecneyeHns Toro, 4tobbl MeAnLHCK1Me 13-
[enus. Bo3BpallleHHble opraHusauun, 6b11M naeHTUULMPOBaHbl 1 OTAENEHbI OT NPOAYKL MK, COOTBETCTBYIO-
et Tpe6oBaHMAM.

7.5.9 MNpocnexnsaemocTb

7.5.9.1 O6wue NnonoxeHms

OpraHusauus fomKHa oKyMeHTUPoBaTh nNpoLeaypsl 415 06ecneveHns npocnexmsaeMocTu. Takue npo-
Leypbl JO/KHbI ONPeAenATb CTeneHb NPOC/IeXUBaeMoCTy NPOAYKLMN B COOTBETCTBMN C NMPUMEHUMbIMU pe-
rynupyoLwmnMmy TpeboBaHnaMy 1 3anmcu, KoTopble HE0OX0AMMO NOoAAEPXKMBaTL B pabouem cocTosHum (4.2.5).

7.5.3.2 CneuunanbHble TpeboBaHUA K UMNIAHTUPYEMbIM MeULUHCKAM U34eNnsam

3anucy, Tpebyemble AN NPOC/EXMBAEMOCTU, AO/MKHbI BK/IOYATL 3aMMCch O KOMNOHEHTax, MaTepvanax
1 YCNOBWSAX NPOV3BOACTBEHHOW Cpefbl, ECM 3TO MOXET NPVUBECTW K HECOOTBETCTBUIO MEANLMHCKOTO U3fenus
3a/laHHbIM TpeboBaHMAM 6e30MacHOCTU U PYHKUUOHA/IbHBIM XapakTepucTukam.
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OpraHusauus Ao/HkHa TpeboBaTb OT NOCTaBLUMKOB YCYT N0 AOCTaBKe WAV ANCTPUOBLIOTOPOB NOAAEPXKN-
BaTb 3anucy 0 pacnpefeneHnn MeguLMHCKUX n3genuii 4Ns AOCTMXKEHUSA NPOCAeXNBAeMOCTN U AOCTYMHOCTU
3TUX 3anuceli AN NPOBEPKU.

3anucy 0 HaMMeHoBaHWW U agpece rpysonosyyaTtens AO/HKHbI NOAAEepXMBaTLCA B paboyem cCoCToS-
HUK (4.2.5).

7.5.10 CobcTBEHHOCTb NOoTpebuTenei

OpraHusaumsa fomkHa naeHTuunumMposaTb, BepuprunposaTh, 3almiiarb U COXpaHsaTb COOCTBEHHOCTb
noTpebutens, npefocTaB/EHHYI0 AN UCMNOMb30BaHUA UIWN BKIHOYEHWA B NPOAYKLMIO, NMOKa OHa HaxoauTcs
nog ynpas/ieHneM opraHusauum unv ncnosb3yetcs et. Ecan co6CcTBEHHOCTb NOTPebUTENS yTepsaHa, NoBpex-
[eHa v npusHaHa HenpuUrogHoi ANs UCNosb3oBaHWs, NOTpebuTenb Ao/MKeH ObiTb 06 3TOM U3BELLEH, a 3a-
nucK JOMKHbI NoAAepxXMBaTbCcs B paboyem coctosHum (4.2.5).

7.5.11 CoxpaHeHue COOTBETCTBUA NPOAYKL NN

OpraHun3auus Ao/mkHa OKYMeHTMpoBaTh NpoLieAypbl MO COXPaHeHWo COOTBETCTBUA NPOAYKLUMM Tpe6o-
BaHWSAM B npoLuecce Npou3BOACTBa, XpaHeHWUs, 06paboTkm 1 noctasku. CoxpaHeHue COOTBETCTBUA [0/IKHO
NPUMEHSITLCA U K COCTaBHbIM YacTAM MeAULMHCKOTO 13aenus.

OpraHun3aums Ao/mKHa NpefoXpaHAaTb NPOAYKLMI0 OT HECAHKLMOHUPOBAaHHbLIX U3MEHEHW, 3arpsasHeHus
UV NOBPEeXAeHWiA, CBA3aHHbIX C BO3AENCTBMEM NpenonaraemMbiX yC0BUi N ONacHOCTE B npoLecce Npous-
BOACTBA. XpaHeHus, 06paboTkn 1 NOCTaBKN NOCPEACTBOM:

a) pa3paboTku 1 co3gaHnsa NoAXoAALLel ynakoBK/A 1 TPaHCNOPTHOW Tapsl;

b) AOKYMEHTMpPOBaHWS TpeboBaHuii K cneyuasibHbIM YC/I0BUAM B Clyvae, eC/im ynakoBka He MoXeT obe-
CneynTb COXPaHHOCTb.

Ecnn TpebyloTca cneuvasnbHble yCNoBUSA, TO OHW AO/KHbI MOABEPraTbCsA YNpaB/eHUI0 U perncrpa-
uun (4.2.5).

7.6 YnpaBneHue o6opyAoBaHMeM 419 MOHUTOPUHIA U U3MepeHui

OpraHu3auus Ao/KHa onpeAennTb MOHUTOPUHT Y U3MEPEHUS, KOTOPble HEO6X0AMMO OCYLLEeCTBAATb, a
TaKke 060pyfoBaHue AN8 MOHUTOPUHIA U U3MeEpeHUs, Heo6xoauMble Ans o6ecneyeHuss CBUAeTebCTBa Co-
OTBETCTBMSA NPOAYKLMN YCTAHOBMEHHbIM TPe6OBaHNAM.

OpraHunsaumns fo/mkHa AOKYMEHTMpOBaThb nmpoueaypbl Ana obecneyeHns TOro, YTO MOHUTOPWHT U U3-
MEepEeHNss MOTyT OCYLLeCTBAATLCA M OCYLLECTB/ISAOTCA B COOTBETCTBMM C TPEOOBAHUAMN K MOHUTOPUHTY U 13-
MepeHUAM.

Tam. rge Heo6xoanMo ob6ecneynTb JOCTOBEPHOCTL Pe3y/bTaToB, M3MepuTeibHoe 060pyAoBaHNe AOMK-
HO 6bITb:

a) oTKanMbpoBaHO W/MNY NOBEPEHO B YCTAHOB/IEHHbIE MepuoAbl UK nepes ero NpMMeHeHneM no 06-
pasuoBbIM 3TasloHaM, NepejaroLlyM pasMepbl efnHUL, B CPaBHEHUN C MEXAYHApPOAHbIMU WAV HauWOHa/b-
HbIMW 3TasioHamu. Mpu OTCYTCTBUM Takux 3TasioHOB 6a3a, MCMOMb30BaHHAA A1 Ka/IMOPOBKN WM NOBEPKY,
[O/MKHa 6bITb 3apernctpuposaHa (4.2.5);

b) OTperynnpoBaHo 1av NOBTOPHO OTPEeryaMpoBaHo Mo Mepe HeobxoAaMMocTu. Takas perysimposka um
NMOBTOPHAasA perynnpoBka JO/MKHbl ObiTb 3aperncTpmpoBaHsbl (4.2.5);

C) MAEHTUMLMPOBAHO C LieNbl0 YCTaHOB/IEHNA cTaTyca KalmbpoBKu:

d) 3awwmueHo oT perynnpoBoK, KOTopble caenanu 6bl HefAenCcTBUTENbHBIMY pe3y/bTaTbl N3MEPeHUs:

€) 3alMLieHO OT NMOBPEeXAEHUS 1 yXyALIEHUs COCTOSHUS B XO4e 3KCnayaTauumn, TEXHUYecKoro o6eny-
XUBaHNA U XpaHeHUS.

OpraHun3aumns fo/HKHa BbINOMHATL KannMoOpoBKY WM MOBEPKY B COOTBETCTBUW C JOKYMEHTUPOBAHHbIMU
npoueaypamu.

Kpome Toro, opraHusaums fo/mKHa OLEeHWUTb U 3aperncTprpoBaTth 4OCTOBEPHOCTb NpeablayLwunx pesyb-
TaToB U3MEpPeHus, ecnim ob6HapyXeHo, YTo 06opyfoBaHMe He COOTBeTCTByeT TpebosaHuAM. OpraHusauus
[O/MKHa NPeAnpuHATL COOTBETCTBYIOLLME AENCTBMS B OTHOLUEHNW Takoro o6opyaoBaHusa 1 nioboi namepex-
HOI MpoayKUMu.

3anucu pesynbTatoB KannbpoBKM U MOBEPKM AO/MKHLI NOAAEPXMNBATLCA B paboyeM cocTosHun (4.2.5).

OpraHusaumsa fo/mkHa AOKyMeHTMpoBaTb Mpoueaypbl Banujauuyv npuMeHeHUs KOMMbITEPHOro Mnpo-
rpammHoro obecneyeHunsi, UICNOMb3yeMoro A7 MOHATOPUHTA U U3MepeHns. Takoe nporpaMMHoe obecneye-
HVWe [O/MKHO 6biTb Ba/IMAMPOBAHO A0 €ro MepBOro NPYMEHEHUs W. ecnn LienecoobpasHo, nocsie BHECEHUA
M3MeHeHuli B MporpaMMHoe o6ecrneyeHne Wan ero ucnosib3oBaHue. KOHKpPEeTHbI noaxofn v AeATeNbHOCTb,
CBfi3aHHas C Bavgaumeil n pesanvjaumeid nporpammHoro obecneyeHns, AOMKHbI GbiTb MPONOPLVOHaNbHbI
puCKy, CBAA3aHHOMY C NPYMEHeHNeM NpPorpaMmmMHOro obecneyeHuns, 1 ero BIMSHWEM Ha COOTBETCTBUE MPOAYK-
uum cneundukauusam.
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3anncu pesynbTaToB M BbIBOAOB, a TakkKe HEOOX0AMMbIX AeACTBUIA N0 Banuaumm, LO/MKHbI NOAAEPXKN-
BaTbCs B paboyem cocTosiHumn (4.2.4 n 4.2.5).

MpumeyaHue — [lONONHUTENbHYIO NH(OPMALMIO MOXHO HaliTK B ISO 10012.

8 VismepeHue, aHann3 n ynyullueHune

8.1 O6wmne NoNoXeHus

OpraHu3aumsi AoXHa NIaHWPOBaTb M OCYLLECTBATL NPOLECCHl MOHUTOPWHIA, U3MEpPEeHUst (OLEeHKM),
aHanusa u ynyylleHnsi, Heo6xXo4uMble ANsi:

a) [eMOHCTpaLuMK COOTBETCTBUS NPOAYKLUM;

b) o6ecneyeHnss COOTBETCTBUSI CUCTEMbI MEHEKMEHTA KauecTBa:

C) NoAJEepXaHWsi Pe3yibTaTUBHOCTY CUCTEMbI MEHEXKMEHTA KauecTBa.

370 [O/IXHO BK/IKOYAThL onpeesieHne NPUMEHSIEMbIX METOAOB, B TOM YMC/ie CTAaTUCTUYECKMX, 1 061acTu
UX NPUMEHEHUSI.

8.2 MOHUTOPWHT U n3MepeHune

8.2.1 O6paTtHas cBA3b

B kauecTBe 04HOr0 13 CNOCO6OB OLEHKW pPe3yNbTaTUBHOCTU CUCTEMbI MEHEIXMEHTa KayecTBa opraHu-
3auma gosmkHa cobupatb MHOopMaLMo, OTHOCSLLYHOCS K yAO0BNETBOPEHUIO OpraHu3auuein TpeboBaHuii no-
TpebuTens. n ocyLecTBATb €€ MOHUTOPUHT.

MeToabl NoNy4YeHUst K UCMOJIb30BaHUSA 3TON MHhOPMAaLMU AOMKHbI 6bITb JOKYMEHTMPOBAHbI.

OpraHusauus go/mkHa JOKyMEHTMpOBaThb NpoLeAypbl No npoueccy obpaTHoi cBA3u. Mpouecc obpaTHoi
CBSA3M A0J/DKEH BKAOYATb NOPSAA0K cbopa AaHHbIX, Kak Ha cTaguy Npou3BOACTBA, Tak 1 NOCTNPOM3BOACTBA.

WHpopmauums, cobpaHHasi B npouecce 06paTHOM CBA3M, AO/TKHA UCNO0/Ib30BaTbCS B KAYeCTBE NOTEHL-
anbHbIX BXOAHbIX AaHHbIX B MEHEI)KMEHT puUcKa C Lie/ibl0 MOHWTOPUWHIa 1 noaaepxaHus TpeboBaHuii K npo-
OYKUMU. a Takke K npoLeccam ee XU3HEHHOTO Lkaa v npoueccam yaydlleHus.

Ecnn B cOOTBETCTBUM C NPUMEHUMbIMU PErYANPYOLWLMMYU TpeboBaHUAMUN OpraHM3aumnsa Ao/HKHa Haka-
nAvBaTh OMpeAesieHHbI ONbIT HA OCHOBaHUV MH)OpMAaLMK, MOMYYEHHOR Ha MOCTNPOU3BOACTBEHHON CTaauu,
aHann3 Takoro onbiTa JO/MKEH ABMATLCA YaCcTblo Npouecca obpaTHON CBA3MW.

8.2.2 PaccMOTpeHue npeTeH3unii

OpraHusauus go/HkHa JOKyMeHTUpoBaTb Npoueaypbl A1 CBOEBPEMEHHOIO PACCMOTPEHNSA NPeTEeH3Wi B
COOTBETCTBUW C MPUMEHUMbIMU PEryvpyoLWwmumMn TpebosaHuamu. laHHble npoueaypbl 4O/MKHbI, MO MeHbLUei
Mepe, ycTaHaBnnBaTb TpeboBaHUA 1 pacnpefesieHne 0TBETCTBEHHOCTY B OTHOLLEHUN:

a) nosyyeHusa u perucrpauun nHdopmMaumm,

b) oueHMBaHWUS MHOpMaLMn ANs onpegeneHns Toro, ABASeTCsA M obpaTHas CBSA3b NPeTeH3neil:

C) paccnepfoBaHusl NPeTEeH3WiA;

d) onpegeneHnsa Heo6Xo0AMMOCTU MHPOPMUPOBAHUS COOTBETCTBYHOLLMX PEry/IMPYOLMX OPraHoB.;

€) [eiCTBUiA C NPOAYKUMEN, B OTHOLLIEHMN KOTOPOI MoslyYeHa npeTeH3uns;

0 onpepeneHnsi HEO6XO0AUMOCTM MHULUNPOBATL KOPPEKLMN U KOPPEKTUPYOLLNE AeACTBUS.

Ecnn kakas-nnb6o npeteH3us He Oblna paccnefoBaHa, TO 060CHOBaHME JO/MKHO ObiTb AOKYMEHTUPO-
BaHo. Jllo6as Koppekunsa uam KoppekTupylollee feiicTBre B pe3yfibTaTe pacCMOTPEHUS NpeTeH3Un, AOKHbI
6bITb JOKYMEHTMPOBAaHbI. EC/in npoBefieHHOe paccnefjoBaHME Nokasasio, YTO MPUYMHOL NpeTeH3un sBunach
[eATeNbHOCTb BHE OpraHv3aummn, O/MKEH OCYLLecTBIATLCA 06MeH COOTBETCTBYHOLEl MHhopmauueid mexay
opraHusauueli n BHeLHell CTOPOHOA.

3anucy nNo pacCMOTPEHUO NPEeTEH3UI A0/MKHbI NoAAepPXNBaTbCst B paboyeM cocTosHuu (4.2.5).

8.2.3 OTYeTHOCTb B perynupymLue opraHbl

Ecnv npumeHumble perynupytolimne Tpe6oBaHns 0653biBaloT YBEAOMSATL O NPETEH3NAX, COOTBETCTBY-
IOLUMX YCTAHOBMEHHbIM KPUTEPUSAM OTYETHOCTU O HE61AaronpPUATHBLIX COBLITUAX UK BbIMyCKe NOACHUTETIbHOro
yBeAOM/IEHUS, OpraHu3aLmsa o/HKHa JOKYMEeHTMPOoBaTh nNpoueaypbl 415 yBeJOM/TIEHUSA COOTBETCTBYHOLLUX pe-
ryJIMPYIOLLNX OPraHoB.

3anucu, cBfi3aHHble C OTYETHOCTLIO B perynupytoLme opraHbl, AO/MDKHbI NOAAEPXMBATLCA B paboyem
cocTosiHuu (4.2.5).

8.2.4 BHYTpeHHUIi ayant

OpraHu3saumsa Ao/HKHa NpoBOAUTL BHYTPEHHME ayauTbl Yepes 3anjaHnpoBaHHble UHTEePBasibl C Lefblo
YCTaHOBJIEHMA TOrO, YTO CUCTEMA MEHe)KMEHTa KavyecTsa:
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a) COOTBETCTBYET 3amn/aHvpOBaHHbIM U [OKYMEHTUPOBAHHbLIM MEpPonpuAaTUAM, TpeboBaHNAM HacTos-
ero ctaHgaprta, TpeboBaHUsAM K cUCTEME MeHe)KMeHTa KayecTBa, paspaboTaHHbIM opraHusauvein, u npu-
MEHUMBIM PerynnpyrowmnmMm TpeboBaHnam.

b) BHeApeHa pe3ynbTaTVBHO W NOAAepXKMBaeTCsa B paboyem COCTOSHUN.

OpraHun3aums Ao/mxHa OKYMEHTMPOoBaTh Npoueaypy, onpeaensiowyto 0OTBETCTBEHHOCTb M TpeboBaHuA
K NaHNpoBaHUo 1 NPOBEAEHNIO ayAMTOB, 3aNncaAM 1 oTYeTaM O pesy/nbTaTtax ayauTa.

MporpammMa ayauToB [O/HKHA N1aHNPOoBAaTLEA C yUeTOM cTaTyca W BaKHOCTW NpoLeccoB 1 06nactu ay-
AvTa. a Takke pe3ynbTaToB npeablaywunx ayamtos. Kputepun, obnactb NpUMEHEHUS, YacToTa U MeTofpbl ay-
AVTOB JO/KHBI ObITh ONpefenieHbl U 3aperncTpmpoBaHsl (4.2.5). Bbibop ayaMTopoB 1 NpoBefeHne ayamTos
[OMKHbI 06ecneunBaTb 06bEKTUBHOCTL M 6ECNPUCTPACTHOCTL Npouecca ayauta. AyguTopbl He AO/DKHBI Mpo-
BEPATb CBOK COOCTBEHHYIO paboTy.

3anucu B OTHOLWIEHWW ayAWUTOB M WX pe3ynbTaToB, BKAYas WAEHTUMMKaLMIO NpoLeccoB 1 obnacrei
ayauTa, a Takke BbIBOAOB N0 ayAuTy, [O/MKHbI MOAAEPXMBaTLCA B paboyem cocTosHun (4.2.5).

PykoBoACTBO, OTBETCTBEHHOE 3a NpPOBepsAeMble 061acTy AeATeNbHOCTMW, O0/HKHO obecneynsaTb, YTOObI
nobble HeO6Xo0ANMbIE KOPPEKLMU U KOPPEKTUpPYIOLWMe AeNCTBUA NpeanpuHMManuch 6e3 snLHeli 0TCPoUKM
ANA ycTpaHeHUsi 06HapyXeHHbIX HECOOTBETCTBUIA U MX NpUUKnH. MNocneaytoLime AeNCTBUSA [O/DKHbI BKAOYATb
BepudvKaLmnio NpeanpuHATLIX MEP 1 OTYET O pe3ysibTaTax Bepudmkaumu.

MpumeuyaHue — [ONOMHUTENbHYIO WH(OPMALMWIO MOXHO HaiiTh B 1ISO 19011.

8.2.5 MOHUTOPWHT U N3MepeHne NpoLeccoB

OpraHusaums fo/mkHa NPpUMeHATb NoAXoAsLIMe MeTOAbl MOHUTOPUHIA 1, €C/IN 3TO LienecoobpasHo, 13-
MepeHUsi NPOLLeCCOB CUCTEMbl MEHE[XMEeHTa KayecTBa. OTU MeToAbl AO/KHbI A4EMOHCTPMpPOBaTb CNoCo6-
HOCTb MPOLECCOB JOCTUraTh 3an/aHMpoBaHHbIX pesynbTaToB. ECnn 3annaHupoBaHHble pesynbTaTtbl He [0-
CTUTHYTbI. AO/DKHbI NPeANPUHUMATBLCA KOPPEKL MK 1 KOpPeKTUpYyloLwme AeicTBrs, ecnm 3To LenecoobpasHo.

8.2.6 MOHUTOPUWHI U U3MepeHne NpoayKLnmn

OpraHusaums fo/mkHa NPoBOAUTL MOHUTOPUHT U U3MEPEHUE XapaKTePUCTUK NPOAYKUUY C Lesblo BEpU-
dvKaLmy cooTBETCTBUS MPOAYKLMM YCTAHOBMNEHHBIM TPe6oBaHUAM. 3TO AO/HKHO OCYLLEeCTBASATLCA Ha COOT-
BETCTBYIOLMX CTAAUSAX NMPOLECCOB XU3HEHHOTO LKA NPOAYKUMN 1 B COOTBETCTBMM C 3anjaHVpoOBaHHbIMUN 1
[OKYMEHTUPOBAHHBLIMU MEPONPUATUAMU U JOKYMEHTUPOBAHHLIMU NpoLeaypamu.

CBuaeTensCTBa COOTBETCTBUA KPUTEPUAM MPUEMKU AO/KHbI NOALEePXMBATLCA B paboyeM COCTOAHUN.
3anvcn JOoMKHbI ykasbiBaTb ML0, CaHKLUMOHMPOBaBLUee BbIMyck npoAykuun (4.2.5). Ecnn uenecoobpasHo,
3anucy JoMKHbI MaeHTUdULMpoBaTh 060pyAoBaHNe, NCNOb30BaHHOE NS N3MEPEHWIA.

Bbinyck npogykumum n obcnyxmnsaHve He [O/KHbI OCYLLEeCTBAATLCA 40 YCMNELWHOro 3aBepLueHns 3anna-
HWPOBaHHbIX W OKYMEHTUPOBaHHbIX MEPONPUATHIA.

Ana umnnaHTupyembix MeANLMHCKUX U3AeNnil opraHn3aums fo/XHa BECTU 3anNvcu No naeHTudukasmmn
nepcoHana, NpPoBOAALLEro Nt06ble BUAbI KOHTPOIA UMW UCTbITAHUIA.

8.3 YnpaBneHne HecoOTBeTCTBYOLULEl npoaykuune

8.3.1 OO6ume NosoxeHns

OpraHusaumsa fomxkHa obecneumBaTb, Y4TOObI NPOAYKUWSA, KOTOpas He COOTBETCTBYeT TpeboBaHWAM,
6blna naeHTUULUMpOBaHa 1 ynpaensanach C Lenblo NpefoTBpalleHuss HenpegHaMepeHHOro Mcnosib3oBaHus
nnn noctaekn. OpraHn3aymsa Ao/mKHa 4OKYMEHTUPOBaTh npoueaypy, onpeAensioLyo cpeAcTsa ynpasneHus,
COOTBETCTBYIOLIME OTBETCTBEHHOCTb W NOSIHOMOUUA ANA UAEHTUUKALUN, OOKYMEHTUPOBAHWUSA, OTAENEHUS,
OLleHMBaHVA 1 pa3MelLeHns HeCOOTBETCTBYIOLLLEN NPOAYKLUN.

OueHVnBaHne HeCcoOTBETCTBUI JO/HKHO BKIKOYATb onpegenieHne Heob6xoAnMOCTV NpoBeAeHus paccrie-
[OBaHNA 1 yBEOM/IEHUSI KAKOW-NN60 BHELLHEW CTOPOHbI, OTBETCTBEHHON 3a HECOOTBETCTBUE.

3anucu 0 xapakTepe HecoOTBETCTBMIA U MO6bIX Nocneayowmx NpeanpuHATLIX AeACTBUSAX, BKIOYas
oLieHVBaHue, noboe paccnefoBaHVe N 060CHOBaHWE pelleHuii, JO/DKHbI NoAfepxuBaTbCcs B paboyem co-
cTosiHUN (4.2.5).

8.3.2 [leiicTBMA B OTHOLIEHNN HECOOTBETCTBYIOLW e NPOAYKL UK, O6HaPYXXEHHOI A0 NOCTaBKM

OpraHun3auns Ao/HKHa NocTynaTb C HECOOTBETCTBYIOLLEN NPoAyKumMeli OAHUM MW HECKONbKUMU criesy-
IoWwm1mMmn cnocobamu:

a) oCyLecTBMATb AECTBNA C LieNblo YCTPaHEHN 06HaPYXeHHOr0 HECOOTBETCTBUA:

b) ocywecTBNATb AEWCTBMA C Lefbio NpefoTBpaLleHns ee nepBOHavyaslbHOro npegnonaraemMoro uc-
NoNb30BaHUS WU NMPUMEHEHNS:

C) CaHKUMOHMPOBaTb €e WCMO/b30BaHue, BbIMYCK WAW MPUEMKY MO paspelleHnto Ha OTK/IOHeHWe oT
YyCTaHOBJ/IEHHbIX TPe60oBaHWiA.
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OpraHusauua fomkHa obecneynBaTb, YTOObl NMPUHATME HECOOTBETCTBYIOLLENA NMPpOoAyKUMU Npu nonyye-
HWN paspeLleHns Ha OTK/IOHEeHWe MOr10 6biTb OCYLLECTB/IEHO TO/IbKO B TOM Clyvae, ecnu 3To fonyckaeTcs
perynupylowmMm TpeboBaHnamn. 3anucy 0 NPUHATAN pa3peLleHns Ha OTKIOHEHWe 1 naeHTudnkaummn nmua,
CaHKLMOHNPOBABLLEro pa3peLleHne Ha OTK/IOHeHWE, AO0MKHbI NOAAEPXMBATLCA B paboyeM cocTosiHum (4.2.5).

8.3.3 [lelicTBMNS B OTHOLIEHNY HECOOTBETCTBYOLLE NPOAYKL NN, O6GHAPYXXEHHOW Nocne NoCcTaBku

Ecnu HecooTBeTCTBYIOWAA NPOAYKLMS BbiSB/IeHa Noc/ie NOCTaBKN WK Havana NPUMEHeHNs, opraHnsa-
LMsa [0/MKHA NPeAnpuHATL feiCTBUSA, COOTBETCTBYHOLLME NOCNEACTBUSIM MU NOTEHUMABHBIM NOCNEACTBUSIM
HecooTBETCTBUS.

3anucu npeanpuHATLIX A4eNCTBUIA 4O/MKHBI NoAAepXUBaTbLCA B paboyem cocTosHuu (4.2.5).

OpraHuzaunsa Ao/mKHA LOKYMEHTMPOBaTb NpoLeaypbl Bbinycka v NPUMEHEHUS NOACHUTE bHbLIX YBEA0M-
NeHVin B COOTBETCTBMM C NPUMEHUMbIMWU peryivpyrowmuMm TpebosaHuaMy. 3T npoueaypbl AO/MKHbI ObiTh
roToBbl K BBEJEHMIO B flelicTBMe B Nt06oe Bpemsi.

3anncu geiicTBuiA No BbINYCKY NOACHWUTE/IbHLIX YBELOMMEHUI [O/MKHBI NOAAEPXMBATLCA B paboyem co-
CcTOsiHMK (4.2.5).

8.3.4 lMepepenka

OpraHusaunsa fo/XHa BbINOMHATL Nepeaesiky B COOTBETCTBUM C [OKYMEHTVPOBAHHbLIMI NpoLieaypamu,
NPUHUMas BO BHMMaHWE MOTEHLMasbHble HexenaTesbHble NOCNefCTBUSA BO3AeNCTBMA nepegenkn Ha npo-
AyKumio.

3TV npoueaypbl A0/MKHbI MPOWATY TOT Xe aHanu3 1 ofobpeHne, Kak U NepBoHavYasbHbIe NpoLesypsbl.

Mocne 3aBepLueHns nepedenkn, NpoayKumst 4o/HKHa 6biTb BepumLmnpoBaHa Ha COOTBETCTBUE NprMe-
HMMbIM KPUTEPUAM NPUEMKW U PETYNNPYIOWUM Tpe6oBaHNAM.

3anvcy o nepegenke A0/MKHbI NOAAEePXMBaTbLCA B paboyem cocTosiHum (4.2.5).

8.4 AHanu3 gaHHbIX

OpraHu3aums fo/mkHa AOKYMEHTUPOoBaTb npoLedypbl onpefenexus, céopa v aHannsa cooTBETCTBYO-
LWMX A@HHbIX ANS AeMOHCTpauun NpurogHoCTH, afekBaTHOCTU U pe3ybTaTVBHOCTU CUCTEMbI MEHeAKMEHTa
KayecTBa.

3Tn npoueaypbl JO/MXHbI BKIKOYATb onpeseneHne Noaxoasaimx MeTofoB aHanunsa, B TOM Yncre craTu-
CTU4eckne MeToAbl 1 061aCTb UX MPUMEHEHNS.

[aHHble 0O/MKHbI BKIOYaTb MHPOPMALMIO, NOTYYEHHYIO B pe3y/bTaTe MOHUTOPWHIA W U3MepeHus, a
Takke U U3 Apyrnx COOTBETCTBYHOLLMX UCTOUYHMKOB, BK/OYas, N0 MeHbLUEA Mepe, iaHHble:

a) obpartHoWi cBA3Y;

b) COOTBETCTBUA TPEOOBAHUAM K NPOAYKLMN;

C) XapakTepucTukam 1 TeHAEHLUMUAM NPOoLEeCcCoB U NPOAYKLMM, BKIOYASA BO3MOXHOCTM MO YyULIEHWo;

d) nocraswukawm;

e) ayautam;

0 oTyeTam No TEXHUYECKOMY OGC/YXMBaHWIO, €CN LienecoobpasHo.

Ecnu aHanus faHHbIX ykasbiBaeT Ha TO, YTO CUCTEMAa MeHEeMXMEHTa KayecTBa HO SIBNSIETCS NPUrOHON,
afilekBaTHOW nnu pesynbTaTWBHOWM, OpraHm3auns A0/HKHA MCNOMb30BaTh 3TOT aHa/IM3 Kak BXOAHble AaHHble
L4NSA yNy4ylleHns B COOTBETCTBUM C 8.5.

3anucu pesynbTaToB aHann3a AaHHbIX A0/MKHbI NOAAEPXKMBATLCS B paboyem cocTosiHWUM (4.2.5).

8.5 YnyuweHune

8.5.1 O6LwWume nonoxeHus

OpraHusauua fo/mkHa MAEHTM(ULMPOBATL WU OCYLLEeCTBNATL N06ble U3MEHeHUsl, Heobxoaumble ANns
obecneyeHns 1 nogaepXkaHna NOCTOSAHHOW NPUroLHOCTU, afeKBATHOCTU U Pe3y/IbTaTUBHOCTWM CUCTEMbI Me-
He)KMeHTa KayecTBa, a Takke 6e30MacHOCTU M PYHKLMOHANbHbIX XapakTepUCTUK MeANLMHCKUX U3aenuii, nc-
nonb3ys MONWUTUKY B 06N1acTv kayecTsa, Lenv B 061acTu KayecTsa, pe3ynibTaTbl ayauToB, NOCAENpOAaXKHOro
HabnlAeHNs, aHanusa AaHHbIX, KOPPEeKTUPYLWMX 1 nNpeaynpexaalowmx AeicTBUIA 1 aHanu3a co CTOPOHbI
pYKOBOACTBA.

8.5.2 KoppekTupytowune gencreus

OpraHusauna fo/xHa npeanpuHUMaTh AeACTBUSI C LeNblo YyCTPaHEeHUss NPUYUH HECOOTBETCTBUIA AN
npeaynpexaeHusi NOBTOPHOTO VX BO3HWKHOBEHUS. Jllobble He06X0AMMble KOPPEKTUPYIOLLME AeliCTBUSA LONX-
Hbl 6bITb NPUHATHI 6€3 HeO60CHOBaHHOI 3aAepXkn. KoppekTupylowme AeicTBUs fO/KHbI 6biTb NPONOPLMO-
Ha/lbHbl NOCNEACTBUSM BbISIBMIEHHbLIX HECOOTBETCTBUIA.

OpraHusauna fo/mkHa AOKYMeHTMPOoBaTh npoueaypy 418 onpegeneHus TpeboBaHuii k:
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a) aHannM3y HecoOTBETCTBMIA (BK/IOUAsS NPeTeH3nN);

b) yCTAHOBMEHWUIO NPUYNH HECOOTBETCTBUIA;

C) OueHVBaHWI0 HEOOGXOAMMOCTU AEeCTBUIA, YTOObI U3bexarb NOBTOPEHNSI HECOOTBETCTBUIA;

d) nnaHMpoBaHWiO U [OKYMEHTUPOBAHWIO HEOGXOAMMbIX AEWCTBUIA U UX OCYLLECTB/IEHWIO, BKIKOYas,
ecnv uenecoobpasHo, akTyanm3aumnio JoKyMeHTaLum;

e) BepudmKaLum TOro, YTO KOPPeKTUpyloLme AeiCTBUA HO OKasblBalOT HEraTMBHOIO B/INAHWS Ha CO-
OTBETCTBME PerynvpyoLlmm TpeboBaHNaM, a Takke Ha 6e30MacHOCTb U (PYHKLMOHA/IbHbIE XapaKTepuUCTUKM
MeZMNLMHCKOro n3fenus;

O aHanusy pesynbTaTVBHOCTV NPEANPUHATLIX KOPPEKTUPYIOLLNX AEACTBUIA.

3anucu pesynbTaToB 1l060r0 paccnefoBaHNs U NPeAnpUHATLIX 4eCTBUIA f0/MKHbI NOALEPXMBATLCA B
paboyem cocTosiHum (4.2.5).

8.5.3 [pepynpexpatuime geincreus

OpraHu3auus fo/HkHa onpefenunTb AelACTBUS C Le/bio yCTPaHeHUs NPUYMH NOTEHLMAbHbIX HECOOTBET-
CTBUIA ANS npeaynpexaeHns nx nosisnexus. Npegynpexgaoline feicTBrA A0/MKHbI 6biTb NPONOPLUOHaNb-
HbIM MOCNEeACTBMAM NOTEHLMasbHbIX Npo6nem.

OpraHu3auus Ao/mkHa 4OKYMEHTUPOBaThL Npoueaypy, ycTaHaBvBaLwyo TpeboBaHus K;

a) onpejeneHnio NoTeHUManbHbIX HECOOTBETCTBUI U NX NPUYNH;

b) OLEHMBaHWIO HEO6XOANMOCTN AECTBUIA C LeNblo NpeaynpexaeHns nossBeHns HeCoOTBETCTBUIA;

C) NNaHMpOBaHMWIO U AOKYMEHTUPOBAHWIO HEOOXOAMMbIX AEACTBUI M UX OCYLLECTB/IEHMIO, BKIKOYas,
ecnv uenecoobpasHo, akTyannsauunio JoKyMeHTaLum;

d) BepudmKaLun TOro, YTO AENCTBUA He OKasblBalOT HEeraTMBHOIO BMSHUA Ha COOTBETCTBME perynu-
pyloLwmm TpeboBaHMAM, a Takke Ha 6e30MacHOCTb U OYHKLMOHa/IbHbIE XapakTepuCcTUKN MeAWNLMHCKOTo U3-
aenuvs;

e) aHanu3y pe3ynbTaTMBHOCTU NPeANnpPUHATLIX NpegynpexaaloLmx 4elicTBUiA, ecnun LenecoobpasHo.

3anucu pesynbTatoB N0ObIX paccnefoBaHWin 1 NpeAnpUHATLIX AeUCTBUA AO/MKHbI NOAAEPXMBATLCS B
paboyem cocTosiHum (4.2.5).
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MpunoxexHue A
(cnpaBou4HoOe€)

CpaBHeHue cogepxaHusa ISO 13485:2003 n ISO 13485:2016

B Tabnuue A.1 npuBegeHa MHpoOpPMaLNS 0 BHECEHHbIX MU3MEHEHUSIX B HAacToAWMIA cTaHgapT (ISO 13485:2016) no
CpaBHeHUIO ¢ nNpeAblaywum n3ganvem (ISO 13485:2003).

Ta6nunuya Al

MyHKTbl ISO 13485:2016

BeepneHue

O6wmne nonoxeHns

PasbscHeHne NoHATUIA

MpoueccHblii Noaxosn

Csa3b ¢ ISO 9001

KonbickTapuu K U3MEHEHUAM NO CPpaBHEHUIO C NpeablAyu it nsgannem (ISO 13485: 2003)

Pa3sbsAcHAEeT 3HauyeHne TpeTbero n3fgaHnua HacToAaLWero ctaHgapTa

BknioyaeT B cebsi 3HaUNTeNbHO 60Mblle NoAPO6HOCTEN, CBSA3aHHbIX C 0COGEHHO-
CTAMW opraHu3aumii, oxsaTbiBaeMbix Tpeb6OBaHMAMN HACTOALLEro cTaHAapTa, B TOM
yncne no CTaAnaM XU3HEHHOTO Lukna.

O6bsICHSAET, YTO TpeboBaHNA cTaHfapTa MOryT 6bITb NPUMEHEHBI NOCTaBLLMKaAMU
UN ApYrvMuU BHELLHMMW CTOpOHaMu fo06poBo/ibHO, 1160 B COOTBETCTBUM C TpeboBsa-
HUAMMW KOHTpakTa.

BkniouaeT o6a3aTenbCTBa OpraHn3aumnii B paMmkax cuCTeMbl MEHEXMeHTa Kaue-
cTBa NPUMEeHATb perynvpyioline TpeboBaHus.

MHdopmupyeT opraHvisanumn o pasnnyunax B CUCTeMax perynpoBaHus u nx obs-
3aHHOCTW NOHUMATb, Kak 3Tu TpeboBaHus GyAyT BANATL HA UX CUCTEMY MEeHeL)KMEH-
Ta kavecTBa.

[lo6aBnseT 0653aTeNbCTBO YA0BNETBOPATL COGCTBEHHBIM TPe6OBaHUAM K CUCTe-
Me MeHe[)XMeHTa kayecTBa.

YcTaHaBnuBaeT akueHT Ha HeobxoauMoCTW «y[oBfeTBOpPeHUss TpeboBaHusA no-
TpebUTENS U NPUMEHUMBIX PEryMpyrLWwmx Tpe6oBaHuii k o6ecnedyeHunio 6e3onacHo-
CTU 1N PYHKUMOHANbHBIX XapaKTepUCTUK».

MopuepkunBaeT, YTo Tpe6OBaHMSA K NPOAYKL UK, KOTOPbIE CBA3AHbI C 06ecnevYeHnem
6e30nacHOCTN N PYHKLMOHA/IbHbBIX XapaKTePUCTUK, ABASIOTCA BaXKHbIMU.

[lo6aBnseT fBa hakTopa BANAHUS HA NPUPOAY CUCTEMbI MeHe)XKMeHTa kayecTBa,
KoTOopble He 6blN B NepBOHAYa/IbHOM M3faHuK (opraHvn3aunoHHas cpeja u perynu-
pylowme TpeboBaHus).

YTOUYHSAeT, 4TO OpraHu3auusi He 06s13aHa NPYBOAUTL CBOIO AOKYMEHTALMI0 B COOT-
BETCTBUW CO CTPYKTYPOIi HacToALero ctaHgapTa

[lo6aBnseT ABa AONOMHUTENbHbIX KPUTEPUS, CBA3AHHBIX C PEryanpylowmnuMm Tpe-
60BaHNAMU:

- cobnogeHve perynupytowmnx TpeboBaHnii;

- Tpe6oBaHuns, HEO6X0AMMbIE AN OCYLLECTB/IEHUS MEHEKMEHTA pUcka.

OnpegensieT npegesnbl NPYUMEHeEHUS TEPMUHA «PUCK» OTHOCUTENbHO obecneve-
HUs1 6e30NacHOCTU U PYHKLMOHANbHbIX XapakTepucTUK MeAULMHCKOTo n3genus unm
B Lie/IAX COOTBETCTBUS PETY/IMPYIOLLUM TPeGOBaHNAM.

PasbsAcHAeT, YTO TEPMUH «A0KYMEHTMPOBaHO» BK/O4aeT B ce6s He06X04MMOCTb
CO34aHNsA, BHELPEHUS U NOALEPXAHUS.

Pa3bAcHseT, 4TO TEPMUH «NPOAYKLNA» OTHOCUTCS K pesyfnbTaTam, KoTopble npea-
HasHauyeHbl ANs NoTpebuTens uan um 3atpeboBaHbl, AWM NpeAcTaBNslOT coboit 3a-
AaHHbIV pesynbTaTt B NpoLecce Npou3BOACTBa NPOAYKL UK

PaclunpsieT 06bICHEHNSI NPOLLECCHOro noaxosa

Onpepgensiet cBasb mexay ISO 18485:2016 n ISO 9001.

YKa3blBaeT, 4YTO CTPYKTypHas B3aummocBA3b Mexgy [ISO 13485:2016 wu
1SO 9001:2015 6yaeT npuBefeHa B NpunoxeHun B.

McknoueHo ncnonb3oBaHne Kypcusa TekcTa B cTaHAapTe Ans 0603HayYeHns us-
MeHeHwui no cpaBHeHuto ¢ ISO 9001:2008
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MpopomkeHne Tabnuubl A, 1

MyHKTbl ISO 13485:2016

1 O6nacTb NpUMeHeHuUs

3 TepMuHbl onpegeneHnsa

4 CucteMa MeHeXMeHTa
KavecTBa
4.1 O6wue TpeboBaHUA

4.2 TpeboBaHNA K [OKyMEH-
Tauuu

5.6 AHann3 co CTOPOHbI py-
KoBOACTBa

6.2 Uenoseueckue pecypcol

6.3 ViHdpacTpykTypa

6.4 MpousBoAcTBeHHas cpe-
[la 1 KOHTPO/Ib 3arpsi3HeHNs

7.1 MnaHupoBaHue npoLec-
COB XM3HEHHOT0 LUMKna npo-

ayKumn

22

KommeHTapuu K U3MeHEeHUsAM No CpaoHeHUlo c npeablgyuwnm nsgaHnem (ISO 13485:2003)

YkasblBaeT NMPUMEHMMOCTb HaCTOSILLEro ctaHAapTa ANA opraHusaunii, Kotopble
y4acTBYIOT B OfHOW WAN HECKONIbKUX CTafNAX XU3HEHHOTO LuKna MegULUHCKOro 13-
fenus.

Yka3blBaeT, YTO HacToAWMi CTaHAAPT MOXeT Takke 6biTb MCNOb30BaH MOCTaB-
WUKaMN U BHELWHUMW CTOPOHaMM, KOTOPblE NOCTaBAAOT MPOAYKLMIO U CBA3aHHbIE
C CUCTEMOI MeHe[)XMeHTa kKauecTBa opraHu3aunii ycriyr Takum opraHmsauuam.

OnpegensieT 0TBETCTBEHHOCTb OpPraHun3aLuu 3a MOHUTOPUHI, NoAAepXaHue B pa-
604em COCTOSAHMM 1 yNpaBieHne npoueccamu, nepefaHHbIMU Ha CTOPOHY.

PaclumnpsieT Tpe6oBaHusi, KOTOpble MOrYT 6bITb HE NPUMEHWMbI K TOW WUAWN UHOW
[eAaTeNbHOCTY B COOTBETCTBUM C MyHKTaMu 6 un 8.

PazbscHAeT, UTo TepMUH «perynupylolmne TpeboBaHWA» BKIOYaeT B ce6s1 3aKo-
HofaTe lbHble aKTbl (HanpuMep, 3aKkoHbl, NOA3aKOHHbIE aKTbl, NPeANNCaHnsa u gupek-
TUBbI) 1 OrpaHnynBaeT crepy NPUMEHEHUS «perympyowmnx TpeboBaHuni» ToNbKo K
cucTeMe MeHe)XMeHTa kayecTBa, a Takke obecneyeHnto 6€30NacHOCTN UNN PYHK-
LMOHA/bHbIX XapakTepucTuK MegnLVHCKOro n3genus

[,06aBNEHO HECKONBLKO HOBbIX OMpefesneHunii U yTOUHeHbl HEKOTOPbIE CyLLECTBY-
owme onpeaeneHns

[o6aBneHbl Tpe60BaHUS K LOKYMEHTUPOBAHMIO ponn(eil) opraHusauumm.

[lo6aBneHbl TpeboBaHMA K ONpefeneHnio NpPoLeccoB ac yyeToMm ponu(eit), ocy-
L ecTBNSeMble opraHusaunein».

[lo6aBneHo TpeboBaHWEe «MPUMEHSTb PUCK-OPUEHTUPOBAHHBIA NOAXOA K ynpas-
NIeHNo COOTBETCTBYILWMMK npoueccamu, HeobXxoAWMbIMU AN CUCTEMbl MeHeq-
XMeHTa KayecTsax.

[lobasneHbl Tpe60BaHNA, OTHOCALLMECA K U3MEHEHUAM B NpoLeccax.

[lo6aBneHbl TpeboBaHNA, OTHOCALMECS K Banufjaunm npUMEHEHUst KOMMNbloTep-
HOro MporpamMMHOro o6ecrneyeHunsi, UCNOMb3YEeMOro B CUCTEME MeHeAKMeHTa Kave-
cTBa

BkntouaeT B ce6si npoLecc ynpae/ieHus 3anucamm B paMmkax Tpe6oBaHuii K ynpas-
NeHNI0 floKyMeHTaumel.

OnpegeneH nepeyeHb AOKYMEHTOB, KOTOPbIe AO/XHbI ObiTb BKIOYEHLI B (haiin
MeJMULMHCKOTO n3genus.

BkntoueHo Tpe6oBaHMe OTHOCUTENbHO 3alnTbl KOH(DMAEHLMANBHOR NepcoHanb-
HOI MHhopmaLlmu.

[o6aBneHo HOBoe TpeGoBaHWe NO Cpokam XpaHeHwus 3anuceit

BkntoyeHbl Tpe6oBaHUSI K [OKYMEHTMPOBAHWUIO Mpoueaypbl Afsi aHanusa co
CTOPOHbI PYKOBOACTBA U Tpe6OBaHNSA 4151 NPOBEAEHNS aHA/IM3a CO CTOPOHbI PyKO-
BOZCTBA B 3anaHMpOBaHHbIe UHTEPBasIbl B COOTBETCTBUU C [OKYMEHTUPOBAHHOM
npouenypoi.

PacwvpeH nepeyeHb BXOAHbIX U BbIXOAHbIX faHHbIX A1 aHannsa Co CTOPOHbI
pykoBoAacTBa

Bk/oueHO HoBOe Tpe6GoBaHMe MO AOKYMEHTWPOBAHMIO NPOLECCOB YCTaHOBE-
HUS KOMNETEHTHOCTW NepcoHana, NpoeeAeHNs 0byyeHusi, obecneyeHns ocBeaoM-
NIEHHOCTU NepcoHana

[o6aBneHbl TpeGoBaHUsA K MHPPACTPYKTYpe 4151 NPeA0TBPALLEHNSI NepenyThl-
BaHWsi NPOAYKLMM U 06ecneyeHnst Hagnexauiero o6patieHus ¢ NpoayKLUmeil.
B nepeyeHb BCOMOraTe ibHbIX yC/yr Ao6aB/ieHa «MH(OPMaLMoHHas cucTema»

[o6aBneHbl Tpe60BaHUs K AOKYMEHTUPOBAHNIO NPOU3BOACTBEHHOI cpeapbl.

[lo6aBneHbl TpeboBaHUs, CBA3aHHbIE C KOHTPOIEM 3arpsi3HEHUS MUKPOIopbI U
3arpsi3HeHUsi MeNKOAMCNEePHbIMW YacTuuamMy ANs CTEPUNbHLIX MeAULMUHCKUX n3ge-
nui

fononHutenbHble TpeﬁOBaHVIH ,qOﬁaBJ'IeHbI B nepe4yuncneHne



Mpogomkernne Tabnuuybl A. 1

MyHKTbl ISO 13485:2016

7.2 Tlpouecchbl, CBA3aHHble C
notpebuTtenamu

7.3.2 MNnaHnpoBaHne nNpoek-
TMpoBaHWA 1 pa3paboTku

7.3.3 BxogHble paHHble Ans
NpoeKTpoBaHUs 1 paspaboT-
Ku

7.3.5 AHanus npoekrta u pas-
paboTkm

7.3.6 Bepudpukauus npoekta
1 pa3paboTku

7.3.7 Banupauus npoekta u
pa3paboTku

7.3.8 MNepepava
pa3paboTku

npoekta wu

7.3.9 YnpaBneHve U3MeHEHU-
SIMU NpoekTa u paspaboTku

7.3.10 daiinbl npoekTuposa-
HUA 1 paspaboTku

7.4.1 Tpouecc 3akynok

7.4.2 VNHdopmaums no 3akyn-
Kam

7.4.3 Bepudukauus
NAeHHOW NpoAyKuun

3aKy-

7.5.1 YnpasneHue npoussof-
CTBOM W 06CNyXUBaHNEM

7.5.2 YuctoTta npoaykumum

7.5.4 [eatensHocTb no 06-
CNYXVNBaHUIO

7.5.6 Banupauus npoueccos
npon3BoAcTBa M 06CNyXMBa-
HuA

FOCT ISO 13485—2017

KoMMeHTapumn K M3MeHEeHNsIM Mo CpaBHEHUIO C Npeablaylmm n3gaHnem (1ISO 13485: 2003)

[onosiHnTeNIbHbIe TPE60OBaHUS [06aB/IEHbI B NEPEUNCIEHNE.
[o6aBneHbl Tpe6oBaHNs K NOAAEPXAHMIO CBA3U C PEryInpyoLIMMU opraHamm

[lononHutenbHble Tpe6oBaHUA fOGABNEHbI B NepeyncsieHue.
MckntoyeHbl Tpe6oBaHUs, CBA3aHHbIE C B3aUMOAECTBMEM MEeXAy PasNUyHbIMM
rpynnamMu, y4acTByLWUMK B MPOEKTUPOBAHUM 1 pa3paboTke

[ononHnTenbHble Tpe6oBaHNsA A06aBNEHbI B NepeUnCeHNe.
OnpeaeneHo, 4To Tpe6oBaHUA [OMKHbI BbiTb BEPUGPULMPYEMBIMU UK BANVAN-
pyembIMu

Lo6aBneHbl NOAPOGHOCTU COAepXaHus 3anucei

[o6asneHbl Tpe6oBaHNA AN AOKYMEHTUPOBaHUA NIAHOB BepuuKaLmm, BKIO-
Yyasa TpeboBaHusa k Bepudukaymmn nitepdeiica.
[o6asneHsbl Tpe60BaHUA K 3aNMCAM BepUdUKaLum

[o6aBneHbl Tpe6oBaHUA A/ [OKYMEHTUPOBAHUS MIAHOB Ba/IAauumn, BKIOYas
Tpe6oBaHuA K Banupauun uHTepdeiica. flo6aBneHbl Tpe6oBaHus Ans 3anucei Ba-
nmgaunm

[lo6aBneH HOBbIV NOANYHKT

[lo6aBneHo TpeboBaHne O BK/IOYEHWN OLEHKN BAUAHWUSA U3MEHEHWA Ha cocTas-
Hble YacTu U3aenuii u yxe nNocTaBNeHHY0 MPOAYKLHIO.
[o6aBneHbl NOAPO6GHOCTM NO NAEHTUDMKALUN N aHANN3Y U3MEHEHWIA

[o6aBneH HOBbI NOAMYHKT

CpenaHbl akLeHTbl Ha KpUTepun BbiGopa NocTaBLivka B 3aBUCMMOCTU OT BIUSIHUSA
pe3ynbTaToB AEATENIbHOCTU MOCTaBLiMKA HA KayecTBO MeAWMLMHCKOTO M3fenus, pu-
CKU. CBSI3aHHbIE C MEAULMHCKAM U3AENNEM, & TaKKe COOTBETCTBME NPOAYKLUUM Npu-
MEHUMbIM PETYNNPYIOLWUM TPe6oBaHUSM.

[o6aBneHbl HOBble Tpe6OBaHUS, CBA3aHHbIE C MOHUTOPUHIOM U MOBTOPHOM OLeH-
KOV NOCTaBLLMKOB, a Takke K [eliCTBUAMMU, KOTOPble HE06X0AUMO NPUHATL, KOrAa Tpe-
60BaHUA K 3aKynkam He GyayT BbIMOSTHEHbI.

BK/tOYEHbI [ONONHATENbHbIE MOAPOGHOCTW, OTHOCSILLMECS K COLEPXaHWI 3anu-
ceit

[o6aBneHo HoBoe Tpe6oBaHue A/1s1 BKIIOUEHUS YBEAOMIIEHU 06 N3MEHEHUSIX B
NOCTaB/AEMOl NPOAYKL MM

[o6aBneHbl HoBble TPE6GOBAHUS O fEeATENTbHOCTY N0 KOHTPOJIIO U MepaM, KoTopble
HEO6X0AMMO MPUHATL, KOTAa OpraHM3auny CTAaHOBUTCS U3BECTHO O KaKWX-M60 u3-
MeHEeHUsIX B 3aKynaemoii npoayKLum

[06aBneHbl NOAPOGHOCTM, CBA3AHHbIE C yNpaBfieHMEM NPOM3BOACTBOM U OKa3sa-
HUA ycnyr

[ononHuTeNnbHble Tpe6OBaHNS A06ABNEHbI B NePeUncieHne

fo6aBneHo Tpe6oBaHve No NPOBEAEHNIO aHasM3a 3anuceil AeaTeNnbHOCTH, CBA-
3aHHOI ¢ 06cnyxnBaHvem

[onofnHnTeNbHble TpeGoBaHUs [06aB/IeHbl B NEpPeUnCIEHNE.

[o6aBneHbl NoApo6HOCTM, OTHOCSLMECS K AesiTeNIbHOCTU, TpebytoLei Hannuus
npoueayp.

OnpegeneHo TpeGoBaHMe K BanuAaLuWy NPOrpaMMHOrO o6ecneyeHus oTHoCH-
TEJIbHO PUCKOB, CBSI3AHHbIX C MPUMEHEHNEM NPOrPaMMHOIO 06ecneyeHust.

[o6aBneHbl Tpe60BaHNS, OTHOCALLMECS K 3aNUCAM MO BasiMgaLnm
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7.5.7 CneuymnanbHble TpeboBa-
HUA K Banupauuu npoleccos
cTepunusauMm u - cuctemam
6apbepoB CTePUILHOCTU

7.5.8 VpeHTudmkaymsa

7.5.11 CoxpaHeHue cooTBeT-
CTBMA NPOAYKUUU

8.2.1 O6partHas cBA3b

8.2.2 PaccmoTpeHue npeTeH-
3uid

8.2.3 OTYeTHOCTb B perynvpy-
loLve opraHbl

8.2.6 MOHUTOPUHT M U3Mepe-
HUe NpoayKLum

8.3 YnpaBneHue HecooTBeT-
cTBylOLLEl nNpoayKuuei

8.4 AHanus faHHbIX

8.5.2 KoppekTupywuwme paeii-
cTBUA

8.5.3 Mpegynpexpawune
aecTeus
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KommeHTapuu K U3MeHEeHUsAM No CpaoHeHUlo c npeablgyuwnm nsgaHnem (ISO 13485:2003)

Jo6GaBneHbl TpeGOBaHUA A5 CUCTEM 6apbepoB CTEPUILHOCTH

[Jlo6aBneHbl Tpe6oBaHUS AN YHUKANBHON naeHTudkauum nsgenui.

[lo6aBneHo TpeboBaHue JOKYMEHTUPOBAHUS Mpouedypbl WaeHTUduKauum npo-
AYKUMU. B TOM Yucne B OTHOLWEHWUU naeHTudmKauum u cratyca npoaykuuM B npo-
Lecce nNpon3BoACTBa

[o6asneHbl NOAPOBGHOCTN NO AOCTUXKEHUID COXPAHHOCTUN

[Jlo6asnexHa nHdopmayms o ToM, YTO obpaTHas CBA3b [O/HKHA BKAYaTb cO60p
[aHHbIX Kak C NPOU3BOACTBA, TaK 1 Nocne Npoaaxwu.

[lo6aBneHo TpeGoBaHWe UCMO/b30BaHNA 06paTHON CBS3KM B npoLeccax MeHep-
XMeHTa pucka v B Lensx nogaepxaHnsa cooTBeTCTBUSA TpeboBaHuii K NpoayKLum

[06aBNeH HOBbI NOANYHKT

[o6aBneH HOBbI NOANYHKT

[lo6aBneHo Tpe6oBaHue No naeHTUdMKaLm 060pya0BaHNSA, UCMONb3YeMOoro Ans
n3MepeHuni

[lo6aBneHbl NOAPOGHOCTN, OTHOCALLMECS K BUAAM KOHTPONA, KOTOPble AO0/KHbI
6bITb JOKYMEHTUPOBAHbI.

0606LeHbl TPe60BaHNS 0 BKIIOYEHUN NPEANPUHATLIX AeACTBUIA 1 060CHOBAHUS
NPUHATBIX peLleHnid.

[lobasneHbl TpeboBaHNA, OTHOCALLMECA K pa3peLleHnsiM Ha OTCTyneHne.

Pa3feneHbl Tpe6oBaHMs Kk 06HapY>XEHHbIM HECOOTBETCTBUSAM Mepes NoCTaBKOW,
06HapYXXeHHbIM Moc/ie NMoCTaBKN U B XO4e Nepeaesiku.

[lo6aBneHo Tpe6oBaHNe K AOKYMEHTaL UK, CBA3aHHOE C BblAauyeil NOACHUTebHbIX
yBeLOMIEHNNA

[o6aBneHo Tpe6oBaHWe MO ONPEAENEHNI0 U BKIIOUEHWIO NOAXOASLLUX METOAO0B,
BK/IOUAs CTATUCTMYECKUE METO/bI, U CTEMNEHN UX UCTIONb30BaHUSI.
[o6aBneHbl NoAPO6HOCTM B NepeyeHb BXOAHbIX faHHbIX

[lobaBneHo TpeboBaHWe O Heo6XOAMMOCTU yb6eauTbCs, YTO KOpPeKkTupyloLline
[eCTBUA He OKa3blBalOT HeraTMBHOTO BAUSHUA.

[o6aBneHbl Tpe6oBaHUS O HEOGXOAMMOCTU MPUHATUSA KOPPEKTUPYHOLWNX Aeli-
CTBUI 6e3 HeonpaBAaHHON 3a4epPXKn

[o6aBneHo Tpe6oBaHWe 0 HEO6XOAMMOCTM Y6eANTLCs, YTO NpeaynpexjaioLlue
[ENCTBUS HE OKa3blBAKOT HEraTUBHOTO BIISIHUS
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Mpunoxexvne B
(cnpaBou4HoOe€)

CooTBeTcTBMe Mexay I1ISO 13485:2016 n ISO 9001:2015

B ta6nuuax B.1 n B.2 npuBegeHo cooTBeTcTBUE Mexay ISO 13485:2016 n 1ISO 9001:2015.

Ta6nunya B.1 — CooTtBeTtcTBue mexay ISO 13485:2016 n ISO 9001:2015

MyHKTb 1ISO 13485:2016

1 O6nacTb NpUMeHeHns
4.1.1 (6€e3 HaMeHOBaHNA)

4 Cuctema MeHeKMeHTa KayecTea

4.1 O6uwwue TpeboBaHuA

4.2 Tpe6oBaHus K JOKYMEHTaLun

4.2.1 O6uwue NonoxeHus

4.2.2 PyKoBOZACTBO MO KayecTBy

4.2.3 ®daiin MeguLUMHCKOTO n3genus

4.2.4 YnpaBneHue JOKyMeHTaLuein

4.2.5 YnpasneHue 3anucammn

5 OTBETCTBEHHOCTbL PyKOBOACTBA

5.1 O6sA3artenbcTBa pyKoBoACTBa

5.2 OpueHTauua Ha notpebuTens

5.3 MonuTtuka B 061acTu kayecTea
5.4 MnaHnposaHue

5.4.1 Llenn B o6nactn kadectsa

5.4.2 MnaHupoBaHWe CO3[aHWs W PasBUTUS CUCTEMbl Me-
HeKMEeHTa KayecTsa

5.5 OTBETCTBEHHOCTb, NOSIHOMOUNS ¥ 06MEH UHpopMaL e
5.5.1 OTBETCTBEHHOCTb U NOIHOMOYMSA

5.5.2 lpepgctaBuTens pykoBogCcTBa

MyHKTH 1SO 9001.2015

1 O6nacTb NpMMeHeHns
4.3 OnpepgeneHve o6nacT NPUMEHEHUSA CUCTEMbI Me-
HeXXMeHTa KayecTBa

4 Cpepa opraHusauyuu

4.1 lMoHumaHue opraHnsauumn u ee cpefbl

4.2 TloHMMaHue noTpe6HOCTel N OXnaaHuii 3anHTepe-
COBaHHbIX CTOPOH

4.4 Cuctema MeHe[)XMeHTa KayecTsa 1 ee npoLecchbl

4.4 CucTema MeHe[)KMeHTa KayecTBa U ee npoLeccsl
8.4 YnpaBsrneHve npoueccamu, Npoaykuuei n ycnyramu,
noctaBfsSeMbIMY BHELHUMM MOCTaBLMKaMm

7.5 [lokymeHTWpoBaHHas nHdopmauus

7.5.1 O6wWwme NonoxeHmsa

4.3 OnpepeneHne 061acTv NPUMEHEHUS CUCTEMbI
MeHepKMEeHTa KayecTBa

4.4 Cuctema MeHe[)XMeHTa KayecTsa U ee npoueccol
7.5.1 O6uwwme nonoxeHus

3KBUBANEH T HbIi NYHKT OTCYyTCTBYeT

7.5.2 CosfaHuve n aKkTyanusauus
7.5.3 YnpaBneHne 4OKyMEHTUPOBAHHON nHopmaumeii

7.5.2 CospaHue v akTyanusauus
7.5.3 YnpaBneHne 4OKyMEHTUPOBaHHON nHopmaumeii

5 /lnpgepcTteo

5.1 Jinpepctso v NPUBEPXKEHHOCTL
5.1.1 O6Lwwune NonoxeHmsa

5.1.2 OpwueHTaumsa Ha noTpebuTenei

5.2 Monutuka
5.2.1 PaspaboTka NoNnTUKN B 06/1aCTH KayecTsa
5.2.2 [loBefeHne noimMTUKM B 061acTu KayecTsa

6 MnaHvposaHue

6.2 Llenn B 06nactu kauecTsa v naaHMpoBaHue ux Ao-
CTUMXEHNS

6 MnaHnposaHue
6.1 [le/icTBMA B OTHOLUEHUN PUCKOB 1 BO3MOXHOCTE
6.3 MnaHWpoBaHVe N3MEHEHW

5 Jlngepctso

5.3 ®yHKLMW, OTBETCTBEHHOCTb W NOSIHOMOYMSI B OPraHu-
3auum

5.3 ®yYHKUMK, OTBETCTBEHHOCTb M MOJIHOMOUUSI B OPraHu-
3auum
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5.5.3 BHYTpeHHUii 06MeH nHopmMauueli
5.6 AHanun3 co CTOPOHbI pPyKOBOACTBA
5.6.1 O6Lwne nonoxeHuns

5.6.2 BxofgHble faHHble AN aHanusa

5.6.3 BbiXxO4Hble AaHHble AN aHann3a

6 MeHeXXMEHT pecypcoB

6.1 ObecneyeHune pecypcamun
6.2 YenoBeueckne pecypcsl

6.3 WNHdpacTpykTypa
6.4 TMpowu3BoAcTBEHHAA cpefa

7 Mpouecchl XW3HEHHOTO LKA NPOoAYyKLN

7.1 MnaHupoBaHVe NPOLLECCOB XU3HEHHOTO LyKNa NPoAykK-
umn

7.2 Tpouecchbl, CBA3aHHbIE C NOTpebutensamm

7.2.1 Onpepenenne TpeboBaHW, OTHOCALLMXCSA K NPOAYK-
uun

7.2.2 AHanu3 Tpe6oBaHuii, OTHOCALLMXCA K NPOAYKLMM

7.2.3 Cssi3b C noTpebutenamu

7.3 TMpoekTupoBaHue 1 paspaboTtka
7.3.1
7.3.2
7.3.3

O6wmre nonoxeHUs
MnaHupoBaHne NPOEKTUPOBAHUS U pa3paGoTku

BxogHble faHHble NPOEKTUPOBaHWA 1 pa3paboTkn
7.3.4 BbIXoAHble faHHble NMPOEKTUPOBaHUS 1 pa3paboTku
7.3.5 AHanu3 npoekTta u pa3paboTku
7.3.6 Bepudukauusi npoekta u paspaboTku
7.3.7 Banupauus npoekta u pa3paboTku
7.3.8 lMepepaya npoekTa n pas3paboTkn
7.3.9 YnpaBneHue naMeHeHnaMMN npoekTa n pa3paboTku

7.3.10 ®alinbl NpoeKTMpoOBaHMA 1 pa3padboTku
7.4 3akynku

7.4.1 TIpouecc 3aKkynok
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MyHKTBHl 1ISO 9001:2015

7.4 O6MeH uHdopmauueit
9.3 AHa/in3 co CTOPOHbI PyKOBOACTBA
9.3.1 O6wume NonoXeHns

9.3.2 BxogHble faHHble aHann3a co CTOPOHbl PYKOBOA-
cTBa

9.3.3 BbIX0fHble faHHble aHann3a co CTOPOHbI PYKOBOA-
cTBa

7.1 Pecypchbl
7.1.1 O6LwWwune NoNoXeHns
7.1.2 Yenoseyeckue pecypchbl

7.2 KOMNEeTEeHTHOCTb
7.3 OcBefOM/IEHHOCTb

7.1.3 WNHdpacTpykTypa

7.1.4 Cpepga ansa PyHKLMOHMPOBAHMSA NPOLLECCOB

8 [leATeNbHOCTb Ha CTafMAX XU3HEHHOro Lukna npo-
AYKUUK 1 ycnyr

8.1 TMnaHupoBaHve U ynpasieHue AesiTeNbHOCTbI0 Ha
CTafMsAX XN3HEHHOTO LKA NPOAYKLUM 1 YCyr

8.2 TpeboBaHMs K NPOAYKLUMK 1 yciyram

8.2.2 OnpepgeneHve TpeboBaHWUii, OTHOCALWMXCA K MpPO-
AyKUMW 1 ycnyram

8.2.3 AHanu3 Tpeb6oBaHWii K NpoAyKUMM W ycnyram
8.2.4 V3meHeHusa Tpe6oBaHMiA K NPOAYKLMN 1 yCyram

8.2.1 CsA3b C noTpebutenamm

8.3 lpoekTnpoBaHue 1 paspaboTka NPoOAYKLUN 1 yCayr
8.3.1 O6wume NonoxeHns

8.3.2 lMnaHnpoBaHne NPOEKTNPOBAHUA 1 pa3paboTkn

8.3.3 BxogHble faHHble ON1A NPOeKTUpoBaHUA v paspa-
60TKM

8.3.5 BbIX0fHble faHHble NPOEKTUPOBaHWUS U pa3paboT-
KiA

8.3.4 CpepcTBa ynpaB/ieHUss NpPOeKTUpoBaHWeM 1 pas-
paboTkoii

8.3.4 CpepcTtBa ynpas/ieHUs MPOeKTUpoBaHWeM U pas-
paboTkoi
8.3.4 CpepcTBa ynpas/fieHMa NMPoeKTUpPOBaHMEM U pas-
paboTkoii

8.3.4 CpepcTtBa ynpas/ieHUs MPOEKTUpoBaHWeM U pas-
pa6oTkoii

8.3.6 VM3meHeHMa nNpoekTupoBaHus ”
8.5.6 YnpasneHue naMeHeHUsMun

paspaboTku

7.5.3 YnpaBneHve JOKYMEHTUPOBAHHON MHopmaLmeit

8.4 YnpaBneHue npoueccamu, npogykunei u ycayramu,
NOCTaB/ISIEMbIMU BHELUHUMU NOCTABLYMKAMM

npoaykuvein un ycny-
BHELIHUMK  NOCTaBLLMKaMM

8.4 ¥YnpaBneHue npoueccamu,
ramu, nocTaBniAemMbIMU
8.4.1 O6wwme NoNoXeHns
8.4.2 Tvn n cTeneHb ynpasfieHns
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7.4.2 VIHhopmaums no 3akynkam

7.4.3 BepudukaLns 3akynaeHHol NpoayKLum

7.5 Mpon3BOACTBO M 06CNyXMUBaHNE

7.5.1 YnpaBsneHue Npov3BOACTBOM 1 06CNYyXMBaAHNEM

7.5.2 YucToTa npoaykumun
7.5.3 [leATeNbHOCTb N0 MOHTAaXY
7.5.4 [leATenbHOCTb N0 06CNYXUBAHNIO

7.5.5 CneumnanbHble TpebOBaHUSA K CTEPUIbHLIM MeAULNH-
CKUM n3aenuam

7.5.6 Banupaumsa npoueccos NpousBoAcTBa u 06cnyxmnsa-
HUA

7.5.7 CneumanbHble TpeboBaHMA K BaMaauum npoLeccos
cTepunausauum n cuctemam 6apbepoB CTePUIbLHOCTU

7.5.8 VigeHTndumkauma

7.5.9 TpoenexnsaemocTb

7.5.10 Co6CcTBEHHOCTb NoTpebuTeneii

7.5.11 CoxpaHeHne COOTBETCTBMA NPOAYKLUU

7.6 YnpaBneHue ycTpoiicTBamu A1 MOHUTOPWHra U n3me-
peHuii

8 V3mepeHwue, aHann3 u ynyuweHus

8.1 O6LluMe NonoxeHus
8.2 MOHUTOPUHT 1 U3MepeHune
8.2.1 OG6paTtHasd cBA3b

8.2.2 PaccmoTpeHune npeTeHsuit

8.2.3 OTYeTHOCTb B perynmpyloLme opraHbl
8.2.4 BHYTpPEHHW ayauT

8.2.5 MOHWUTOPWHT U U3MEPEHNME NpOLIECCoB
8.2.6 MOHWTOPWHT U U3MEPEHME NPOAYKL N

8.3 YnpaB/ieHne HecOOTBETCTBYHLLEl Nnpoaykumeit

8.3.1 O6uwue NnonoxeHus

8.3.2 [leficTBMS B OTHOLUEHWUN HECOOTBETCTBYIOLLEN NPOAYK-
LK. 06HapyXeHHOI A0 nocTasku

8.3.3 [leiicTBMSI B OTHOLUEHMUN HECOOTBETCTBYIOLLLEN NPOAYK-
LUun. o6HapyXXeHHOW nocsie NocTaBku

8.4 AHanuns faHHbIX
8.5 YnyuuweHnune
8.5.1 O6uwue nonoxeHmsa

FOCT ISO 13485—2017

MyHKTbl 1SO 9001:2016

8.4.3 VHpopmauus,
cTaBLyuKam

npeanocrtaessseMass BHEWHUM nMoO-

8.4.2 Tun v cTeneHb ynpasneHus

8.4.3 VIHhopmaumsa, npegocTaBnsieMas BHELWHWM MO-
cTaBLyMKam

8.6 BbInyck npoAyKuumn u ycnyr

8.5 TMpoM3BOACTBO NPOAYKLWM W NPeAocTaBneHne yenyr

8.5.1 YnpasneHue npou3BoACTBOM NPOAYKLMM 1 Npefo-
cTaB/ieHVem ycnyr

3KBMBANEHTHbIN NYHKT OTCYyTCTBYyeT
3KBMBANEHTHbIN NYHKT OTCYyTCTBYyeT
3KBMBANIEHTHbIN NYHKT OTCYyTCTBYyEeT
3KBMBANIEHTHbIN NYHKT OTCYyTCTBYyeT

8.5.1 YnpaBneHue npon3BOACTBOM NPOAYKLUM U Npeso-
cTaB/eHUeM ycnyr

3KBUBANEHTHbI NYHKT OTCYyTCTBYEeT

8.5.2 VaeHTudmKauusa n npocnexmsaemMmocTb
8.5.2 VpaeHTudurKaLma 1 npocnexmsaemMmocTb

8.5.3 C06CTBEHHOCTb MOTpe6uTenei MNn BHELWHUX No-
CTaBLYMKOB

8.5.4 CoxpaHeHune

7.1.5 PecypcCbl 4715 MOHUTOPUHTA U U3MEpPEHNs

9 OueHKa pe3ynbTaToB [AeATesIbHOCTH
9.1 MOHWUTOPUHT, N3MEpeHNe, aHa/IN3 N OLEeHKa

9.1.1 O6LwWuMe NonoxeHmsa
9.1 MOHWUTOPWHT, U3MEepeHne, aHan3 1 oLeHKa

8.5.5 [leaTeNnbHOCTb NOC/e NOCTaBku
9.1.2 YpoBneTBOPEHHOCTb NoTpebuTenei

9.1.2 Y[0BNETBOPEHHOCTb NoTpebutenei
8.5.5 [leATeNbHOCTb Noc/ie NocTaBku

9.2 BHYTpEeHHWii ayaut

9.1.1 O6LwWune NoNoxXeHmsa

8.6 Bbinyck npoaykuun u ycnyr

8.7 YnpaBneHne HeCOOTBETCTBYWLUMUN pe3sy/bTaTtamun
npoueccos

10.2

8.7 YnpaBfieHne HecOOTBETCTBYWOLMMUN pesy/bTatamu
npoueccos

8.7 YnpaBneHue HeCcOOTBETCTBYIOLUMU pe3ynbTaTamu
npoueccos

9.1.3 AHanus un oueHka
10 YnydweHwne

10.1 O6wme NoNoXeHUs
10.3 T1OCTOSIHHOE ynyulleHve
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8.5.2 KoppekTtupyiouime aeicteus
8.5.3 MpepynpexaawoLme gencTeus

MyHKTBHl 1ISO 9001:2015

10.2 HecooTBeTCTBUS 1 KOPPEKTUPYHOLLE AECTBUS

0.3.3 PuCK-OopveHTMpOBaHHOE MbllLNeHne

6.1 [lelicTBMSA B OTHOLIEHUWN PUCKOB N BO3MOXHOCTEN
10.1 O6wure NonoxeHns

10.3 TocTosiHHOE ynyuleHve

Ta6nunya B.2— CootBetcTBre Mexay ISO 9001:2015 n ISO 13485:2016

MyHKTH 1ISO 9001:2015
1 O6nacTb NpUMeEHeHNs
4 Cpepa opraHusauunm

4.1 MNoHMMaHWe opraHusaLmu u ee cpegpl

4.2 ToHnmaHne noTpebHOCTEN U OXWAAHWIA 3anHTepeco-

BaHHbIX CTOPOH

4.3 OnpepeneHne o06nactTu NPUMEHEHUS CUCTEMbI Me-
HeJ)XKMeHTa KkayecTBa

4.4 CuctemMa MeHeXMeHTa kayecTBa 1 ee npoLecchl
5 /lngepctso
5.1 /lngepcTBo U NPUBEPXKEHHOCTb

5.1.1 O6wwne nonoxeHus

5.1.2 OpwueHTaymsa Ha notpebuTenei

5.2 Monutuka

5.2.1 PaspaboTka NnoaMTUKM B 061acTu kayecTBa
5.2.2 [loBeAeHne NoMTUKM B 06/1aCTh KayecTBa

53 CDyHKLU/II/I, OTBETCTBEHHOCTb M NOJIHOMOYNA B OpraHnsa-

LM

6 MnaHupoBaHune

6.1 [elicTBMA B OTHOLEHNMN PUCKOB 1 BO3MOXHOCTEN

6.2 Llenu B 0651acTM kauyecTsa W MjaaHUpoOBaHue UX LOCTU-

XeHuna

6.3 MNnaHWpoBaHWe U3MeHEHW

7 CpepcTBa obecneyeHus

7.1 Pecypchl

7.1.1 O6wme NonoxeHus

7.1.2 Yenoseyeckue pecypchbl

7.1.3 WNHppacTpykTypa

7.1.4 Cpepa ana yHKLMOHMPOBaHMUS NpoLieccos
7.1.5 Pecypcbl 41151 MOHUTOPUHIA U U3MEPEHUS
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MyHKTbl ISO 13485.2016
1 O6nactb NpUMeHeHus
4 CucTtemMa MeHeXMeHTa KayecTBa
4.1 O6uwue TpeboBaHus

4.1 O6uwue TpeboBaHus

4.1 O6wwue TpeboBaHUs
4.2.2

4.1 O6wwne TpeboBaHUs
5 OTBeTCTBEHHOCTb PyKOBOACTBA
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MpunoxeHune OA
(cnpaBoyHoE)

CBefleHNA 0 COOTBETCTBUU CCbINTOYHbIX MEXAYHapoa4HblX CTaHA4apTOB
MeXrocyaapCTBeHHbIM CTaHO4apTam

Ta6nunya AAN

OG03HAYEHME N HAVMEHOBAHMWE CCbITOYHOrO MeXayHapoa- CreneHb COOTBETCTBUS OG03HaYEHME W HaVIMEHOBaHe
HOro cTaHfapTa MEXroCy4apCTBEHHOIO CTaH-
fapra
1ISO 9000:2015 — *

* COOTBETCTBYIOLNIA MEXIOCYAapCTBEHHbI CTaHAapT OTCYTCTBYET. [l0 €ro YTBEPXAEHWS PEKOMeHAyeTcs
1CNonb30BaTh NEPEBOJ HA PYCCKWIA A3bIK JAHHOTO MEXAYHapOAHOro cTaHaapTa. MepeBoj AaHHOTO MEeXAYHapoAHOro
cTaHfapTa HaxoauTcsa B defepasbHOM UH(OPMALMOHHOM (hOHAE CTaHAapTOB.
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1S 010012

1S 011607-1:2006

1S 011607-2

ISO 14644 (Bce yacTtn)

ISO 14698 (Bce yacTn)

1S 014971:2007
1S 019011

IEC 62366-1

GHTF/SG1.'N055:20094

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

GHTF/SG1/N071:20127

Buénunorpadcusa

Quality management systems — Requirements (CucTemMbl MEHEAXXMEHTA KayecTBa.
TpeboBaHus)

Measurement management systems — Requirements for measurement processes
and measunng equipment (CUCTEMbl MEHEXMEHTa 13MepeHuii. Tpe6oBaHuUs K Npo-
Lueccam nsMepeHuit n n3amMepuTenbHOMy 060pyA0BaHNI0)

Packaging for terminally sterilized medical devices — Part 1. Requirements for mate-
rials. sterile barrier systems and packaging systems (YnakoBka MeguLUHCKUX n3ge-
Nnii. noagnexawnx puUHNLWHOK cTepunnsauun. YacTb 1. TpeboBaHusA kK MaTepuanam,
6apbepHbIM cucTEMaM ANs CTEPUAN3ALMUN U YNAKOBOYHbIM CUCTEMAM)

Packaging for tenninally sterilized medical devices — Part 2: Validation requirements
for forming, sealing and assembly processes (YnakoBka MegVULVHCKUX U34ennii, nog-
nexawmx UHUWHON cTepunusaunn. Yactb 2. Tpe6GoBaHUsi K Banmaaunm npoLeccos
cdopmuposaHus, repmeTusaummn n c6opkm)

Cleanrooms and associated controlled environments (YncTble NOMeLWeHNsa 1 CBA3aH-
Hbl€ C H/MUW KOHTpO/IMpyeMble cpefbl)

Cleanrooms and associated controlled environments — Biocontamination control
(YuncTble NoMeLeHnst N CBA3AHHbIE C HUMWU KOHTpOMpyeMble cpefpbl. KOHTponb 6uo-
3arps3HeHuit)

Medical devices — Application of risk management to medical devices (/3genus
MeAnUMHCKue. TIpUMeHeHne MeHeXKMeHTa pucka K MegULMHCKUM U3Aenusim)
Guidelines for auditing management systems (PykoBoACTBO NO ayAuTy cUCTEM Me-
HeXMeHTa)

Medical devices — Part 1: Application of usability engineering to medical devices (/13-
fenua meguunHckme. YacTb 1. NMprMeHeHWe NPoeKkTUPOBaHNA C y4eTOM aKcnayaTtaum-
OHHOW MPUroLHOCTU K MEAULMHCKUM U3AEeNTUSIM)

Definition of the Terms «Manufacturer». «Authorized Representative». «Distributor»
and «Importer» (OnpeaeneHne TePMUHOB «M3roToBUTENb». «OuunansHblii Npea-
CTaBUTENb». «AUCTPNGLIOTOP» U «/MNopTep»)

Post-Market Clinical Follow-Up Studies (MocnenpogaxHoe HabnwoaeHne B pamkax
KNVHUYECKNX NccneoBaHnii)

Label and Instructions for Use for Medical Devices (3TukeTka 1 UHCTPYKLMM NO Npu-
MEHEHWI0 MeANLUHCKUX N3LeNnii)

Definition of the Terms «Medical Device» and «In Vitro Diagnostic (IVD) Medical De-
vice (Onpegenexne TepMnHoB «MeauuuHcKoe nsgenne» n «MeanLmHckoe usgenuve
ONA ANArHOCTUKK iN-Vitro»)
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KnioueBble cnoBa: cucTemMa MeHeMKMeHTa kayecTBa, U3Lenus MeAVUMHCKME, opraHu3auusi, OKYMeHTU-
poBaHHasi npoueaypa, noTpebutens, Bepudukauus, Banngauns, nNoaMTuKa 1 Lenam B 06s1acTn KaduecTsa,
perynupytowme TpeboBaHus
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