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UHopmayusi 06 usmeHeHUsIX K HacmosiweMmy cmaHOapmy rybnukyemcs 8
€)XXe200HOM UHGhOopMaUuUOHHOM ykKa3amerne "HauuoHarnbHble cmaHOapmbl”, a
meKcm U3MeHeHUU U rorpasok - 8 eXXeMecsiHHOM UHGhOpMayUOHHOM yKaszamersie
"HauyuoHarnbHble cmaHdapmbl”. B criydae nepecmompa (3ameHbl) urniu OmMeHsbl
Hacmoswe20 cmaHOapma  coomeemcmeyuwee  yeedomrieHue  6ydem
ornybriuKogaHo 8 eXeMeCsYHOM UHOopMayUOHHOM yKazamerne "HauuoHarbHble
cmaHOapmel”. Coomeemcmeyowas UHpopmMmauyus, yeedoMmrieHUe U meKCcmal
pasMewiaromcs makxe 8 UHghopMayUOHHOU cucmeme obuwe20 rnosib308aHusi - Ha
opuyuanbHoM catme  @edepaslbHO20 azeHmcmea [0  MEXHUYECKOMY
peayrnuposaHuto U Memporsioauu 8 cemu MlHmepHem (www.gost.ru)

BBeaeHue

HacToswwmn ctangapt aensetcs TpeTbum msgaHvem ISO 13485, otmeHsieT un
3ameHsieT BTopoe usganue (ISO 13485:2003) n ISO/TR 14969:2004, koTopble Oblnn
TeXHNYeckn nepecMoTpeHbl. OH Takxke BKMOYaeT B cebs TEXHUYECKYIO MOnpaBKy
ISO 13485:2003/Cor. 1:2009. CBogHasa Tabrnuvua U3MEHEHWUN, BKIMOYEHHbIX B 9TO
n3gaHue No CpaBHEHUIO C NPeabIAYLLMM, MPMBELEHA B NPUIIOXKeHUN A.
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0.1 O6Lwme nonoxeHus

Hactoawmin ctangapT ycTaHaBnmMBaeT TpeboBaHWUS K CUCTEME MEHEMKMEHTa
KadecTBa, KOTOpbl€ MOTYT MPUMEHATLCS OpraHn3aunen, y4acTByLEN B O4HON U
HECKOSIbKUX CTaausIX >XU3HEHHOro LUMKNa MeOUUMHCKOrO U3genud, BKIYas
NPOeKTUpOBaHME N pa3paboTKy, MPOM3BOLACTBO, XpaHEHME W MOCTaBKY, MOHTaX,
TEXHMYecKkoe OOCny)XMBaHMe, OKOHYaTeNbHbIM BbIBOL W3  3KChfAyatauumnm wu
YTUNM3aunio MeOULMHCKUX MU3Oenun unn npeaocTaBfeHne CBA3aHHbIX C HUMMU
ycnyr (Hanpumep, TexHudeckass nopaepxka). TpeboBaHWSA, yCTaHOBIIEHHbIE B
HacTosILeM cTaHgapTe, MOryT Takxe OblTb WCMNOMb30BaHbl MOCTaBLUMKaMMU
opraHuM3auun WM WMHbIMWU BHELWHUMM CTOpPOHaMK (HanpuMmep, NoCTaBLWKaMm
CbIpbsl, KOMMOHEHTOB, COOPOYHLIX Y3r0B, MEOAWULMHCKUX WU3Oenun, YCryr no
cTepunusaumm, noBepke W Kanubposke, OUCTPUOBLIOTOPCKUX YCnyr, YCIyr no
TeXHMYeckoMy obcnyxmBaHunio). [loCcTaBWMK WM BHELWHAA CTOPOHA  MOryT
A06pPOBOSbLHO NPUMEHATL HACTOALWMK CTaHA4apT AN9 LEMOHCTPALMM COOTBETCTBUS
ero TpeboBaHuaM, NMMbo cooTBeTCTBME TPebOBaHMSAM MOXET OblTb YCTAHOBIIEHO
KOHTPaKTOM.

B HeKkoTOpbIX HOPUCOMKUMAX UMETCA perynupylowme TpeboBaHus Ans
NPUMEHEHNST K CUCTEMaM MEHEKMEHTa KayecTBa OpraHu3auum, ¢ pasfmyHbIMU
ponsiMn B LleNn NOCTaBOK MeauUMHCKUX msgenun. CriegoBaTernbHO, HaCTOSILWLMNA
CTaH4apT npeanosaraeT, YTO opraHM3auus:

- onpegensier cBol(M) porb(M) B COOTBETCTBMM C  MPUMEHUMbIMU
perynmpytoummmn TpeboBaHnamu;

- onpegensieT perynupyoLlme TpeboBaHUs B pamKax 3TON(3TUX) poru(en);

- BKMOYaeT 3TW MNpuUMEHUMble perynupylowme TpeboBaHns B cCUCTEMY
MeHe)XKMeHTa KayecTBa.

[MpumeyaHus

1 B KOHTEKCTe HacTosLero craHgapta TepMuH "topucavkums” os3HavaeT
TeppuTopuarnbHO-agMUHUCTPATMBHYIO €4MHULY, Ha KOTOPYK pPachpOCTpPaHAKTCS
perynpytoume TpedoBaHus.



2 B KOHTeKCTe HacTosiwero crtaHgapta TepMuH "porb" nogpasymeBaeT BuA
AeATENbHOCTN OpraHu3aunum NPUMEHUTENBHO K MeOUUUMHCKOMY msgenuio (Cm.
n.4.1.1).

TepMrHOMorMst B NPUMEHNMbIX perynmpyromx TpeboBaHNsaX MOXET OTn4aTbCA
B pas3fnMyHbIX CTpaHax W pervoHax. OpraHmsaums OOfbkHa MOHUMATb, KakuMm
obpasom TpeboBaHMs, YCTAHOBIEHHble B HacToOdAWEeM CcTaHgapte, OygyT
NHTEPNPEeTMPOBaTLCA B TEPMMHOMOMN, UCNOSMb3yeMOW B 3aKOHOAATESNbCTBE TeX
IOPUCOVKLINIA, B KOTOPbIX MeaULMHCKME usgenus oyoyT obpawarbes.

Hactoauwmin ctaHgapT Takke MOXeT NPUMEHATbLCA BHYTPEHHUMU U BHELLUHUMMN
CTOpOHaMK, BKIOYasi opraHbl MO cepTUMKauun, Ans OLUEHKM CNoCOOHOCTU
opraHuM3auun yaoBneTBopATb TpeboBaHWsSM noTpedutenen u perynmpytowmm
TpeboBaHuAM, NpeabsBAsSEMbIM K CUCTEME MEHeOXMEHTa KayecTBa, a TaKxke
coOCTBEHHbLIM TpeboBaHUAM opraHmsaumn. TpeboBaHMs K cUCTEME MEHEOXMEHTA
Ka4ecTBa, YCTaAHOBMEHHbIE B HACTOSLLEM CTaHOapTe, ABNSATCA OOMOMHAIOWMMMU
MO OTHOLUEHUIO K TEXHUYECKMM TpeboBaHMSIM K NPOAYKLMW, KOTOpble SABMSKOTCS
HeobxoauMbIMN  ONS yOOBNETBopeHusi TpeboBaHwui noTpebutenen, wn K
NPUMEHNMBIM perynupytommMm TpeboBaHnam ons obecnevyeHnss 6e3onacHoOCTUN U
dYHKLIMOHASbHbBIX XapaKTePUCTUK.

CosgaHne cuUcTeMbl MeHeKMeHTa KadyecTBa TpebyeT cTpaTernyeckoro
pelleHnst opraHmsauuu. Ha paspaboTky u BHeOpeHWe CUCTEMbl MEeHeLKMEHTa
KadecTBa opraHM3auumn BrvsIOT:

a) BHYTPEHHASA opraHuM3auuoHHaa cpefa, M3MEeHeHUa 3TOoW cpedbl U BnusiHue
OopraHmMsaLoHHOW cpeabl Ha COOTBETCTBUE MEQULMHCKUX N3OENN;

b) nsmeHsitoLLmecst NOTPeBHOCTN OpraHn3aumm;

C) KOHKPETHbIE LieNnin opraHmM3auum;

d) Bbinyckaemas npogykums;

€) NpMMEHsiEMble NpPOoLeCcChl;

f) pasamep opraHmMsauum n opraHnsauoHHas CTPYKTYpPa;

g) perynvpyroume TpedoBaHus, NPUMEHUMbIE K AeATENbHOCTN OpraHn3aumn.

Hactoaumn ctangapT He npegnonaraeTr eauHoobpasvss B CTPYKType
pasnNMyHbIX CUCTEM MEHEeLKMEHTa KadecTBa, eAnHoobpasus AOKYMEHTauuu unm
BbICTpaMBaH1s No NyHKTaM CTPYKTYPbl HACTOALLEro cTaHaapTa.

CywecTByeT 60rbwoe pas3Hoobpasne MeoUuLMHCKUX U3OENUn, U HeKoTopble
KOHKpPETHble TpeboBaHMS HACTOSLLEro cTaHgapTa MPUMEHUMbl TOMbKO K TeM
rpynnam MeguunHCKUX n3genvi, onpegeneHns KoTopbiM AaHbl B pasgene 3.



0.2 PasbsicHeHne noHATUI

B HacTodwem cTanHgapTe UCnonb3ylTcs  cneaylwoume  TepMUHbL UK
CITIOBOCOYETaHUS, KOTOPbIE UCMNOSBb3YIOTCSA B KOHTEKCTE, ONUCAHHOM HUXKE.

Korga TpeboBaHue COMpoBOXOaeTcs CIOBOCOYETaHVEM "ecrnim
uenecoobpasHo", BbINONHEHNE TpeboBaHus SABMSieTCs LenecoobpasHbiM, ecrnn
opraHuM3auma He MoxeT obocHoBaTb obpaTHoe. BbinornHeHne TpeboBaHUA
cuuTaeTcsa uenecoobpasHbiM, ecriv 9TO HeobxoanUMOo Anst TOro, YTobbI:

- NpoAyKUMA yooBneTeopsina TpeboBaHuAM;

- COOTBETCTBOBATb MPUMEHMMbIM PErYNINPYIOLLMM TPpebOoBaHUAM;

- OCYLLECTBNATb KOPPEKTUPYIOLLME OENCTBUS;

- OCYLLECTBNATb MEHEKMEHT pUCKa.

Tam, rge wucnonb3yetca TepMuH "puck”, MpUMEHeHWe TepMuMHa B paMKax
HacTOsILLEro  MeXxayHapO4HOro  cTaHgapTta  OTHOCUTCS K TpeboBaHuaM
6e3onacHOCTU N OYHKLMOHASbHBIM XapakTepUCTUKaM MeOULMHCKOrO U3genust unm
A5 BbINOSIHEHMSI NPUMEHUMbIX PEryrnmpyroumx TpebosaHui.

Korga Heobxogumo, 4Tobbl TpeboBaHme BbIno "AOKYMEHTUPOBAHO", OHO TaKxXe
AOSPKHO ObITb YCTAHOBIIEHO, BHEAPEHO M NOAOEPKMBATLCHA B pabo4eM COCTOAHUM.

B TekcTe HacTodLwero ctaHgapta TepMuH "Npoaykumsa” MoXeT O3Ha4vaTb Takxe
"yenyry".  Tlpogoykuma €aBnsieTcs  pesyrnbTatoM, KOTOpbIA npefHasHadeH Aans
notpebutensa unmM mMm 3aTtpeboBaH, NMMOO 3adaHHbIM pes3ynbTaToM npouecca
Npou3BOACTBa NPOAYKLIUMN.

Tam, rge ucnonb3yetca TepMuH "perynmpytoume TpeboBaHns", OH BKMOYaeT B
ceba TpeboBaHus, cogepxawmecs B Mobom 3akoHogaTeNlbHOM akTe, MPUMEHMMOM
K MNONb30BaTEN0 HACTOALLEro cTaHgapTa (HanpuMmep, 3aKkOoHbl, NOA3aKOHHbIE aKThbl,
npeanucaHns U QUPEKTUBBI).

[NpmeHeHne TepMuHa "perynupytoume TpeboBaHus" orpaHuyeHo
TpeboBaHMsIMN, NPeabABNAEMbIMUA K CUCTEME MEHeXMeHTa KayecTBa, a TakKxe
6e3onacHOCTU UM PyHKLMOHArNbHBIM XapakTepUCTMKaM MeLULMHCKOro nsgenvst.

B HacTosilemM cTaHgapTe NCNonb3yTCS Ccrieaytowme rnarofbHble popMbl:

- "[lomkeH" ykasblBaeT Ha TpeboBaHue;

- "CnepyeTt" ykasblBaeT Ha pekoMeHOaumio;

- "Morno 6bl1" ykasblBaeT Ha pa3peLleHue;

- "MoxeT" yKkasblBaeT Ha COCOOHOCTb UIM BO3MOXHOCTb.

NHdopmaums, obo3HadyeHHaa Kak  "llpymedaHue"”, HOCUT  XxapakTep
PYKOBOOSALWMX YKasaHUA AN9 MNOHMMaHWUS UMM pasbsCHEHUA COOTBETCTBYIOLLErO
TpeboBaHus.



0.3 lNpoueccHbIn noaxoa

HacTosumin cTtaHgapT OCHOBaH Ha MPOLECCHOM noaxode K MeHemKMEHTY
kadecTBa. J1obylo OeaTenbHOCTb, KOoTopas MMEET BXO4 W npeobpasyeT ero B
BbIXO4, MOXHO paccMatpmBaTb Kak npouecc. Yacto BbIxog OOHOro npolecca
ABMSIeTCA BXOOOM CreayoLero npowuecca.

Ona ycnewHoro yHKUMOHMPOBAHUSA OpraHmMsauus [OoSPkHa onpeaenntb
MHOIOYMCIIEHHbIE N B3aMMOCBA3aHHbIE MPOLLECCHI 1 YNPaBiAaTb UMMW.

[MpuMeHeHne cucTemMbl MPOLECCOB B pamMKax opraHM3aumm COBMECTHO C UX
noeHTudmkKaumen n B3aMMoOeNCTBMEM MPOLECCOB, a TaKXe UX MEHEOXMEHTOM
ONA NOfyYeHus1 Kenaemoro pesynbrata MOXeT OblTb  onpederieHo  Kak
"npoueccHbIn noaxoa”.

[MpuMeHeHne npoueccHOro noaxoda B CUCTEME MEHeIKMEeHTa KadecTBa
NO3BOJIAET:

a) NOHMMAaTb M MOCTOSIHHO BbINOSHATL TpeboBaHNS;

b) paccmaTpuBaTb NPOLECCHI C TOYKM 3peHnsa Jo0aBnNeHNss UMY LLEHHOCTW;
C) AocTuratb pe3ynbTaTUBHOIO OYHKLIMOHNPOBAHMS NPOLECCOB;

d) yny4ywaTtb NpoLecchbl Ha OCHOBE OO BbEKTUBHBLIX N3MEPEHWIA.

0.4 Cesasb ¢ ISO 9001

XOTs HacTosiWMn cTaHOapT SABNSAETCA aBTOHOMHbIM, OH OCHoBaH Ha ISO
9001:2008, koTopbIn ObI1 3ameHeH Ha ISO 9001:2015. [Ansa yoobcTea nonb3oBaHuA
B npunoxeHnn B npueeneHo cooTBeTcTBMe Mexay nyHkTamu ISO 9001:2015 um
HaCTOSILLWMM CTaHOapTOM.

Hactoaumn cTaHgapT npegHasHadyeH Aana obrnerdeHunss  rnobarnbHoro
COrnacoBaHUA COOTBETCTBYIOWMX perynmpytoumx TpeboBaHUn K cucTeMam
MeHe)XMeHTa KayecTBa, NPUMEHUMbIX K OpraHmsauusiM, y4acTBYHOLMM B OLHOM
NN HECKOSbKUX CTaausIX XM3HEHHOro LMKIa MeauuMHCKoro nsgenvs. Hacroswmmn
CTaHOapT BKMOYaeT B cebsa HekoTopble ocobble TpeboBaHus Ansi opraHM3auun,
YY4aCTBYIOLLMX B JKU3HEHHOM LMKIE MEOUUMHCKUX WU3Oenun, W  UCK4YaeT
HekoTopble n3 TpebosaHmn ISO 9001, koTopble He LenecoobpasHbl B Ka4yecTBe
perynupytoumx TpeboBaHui. M3-3a 3TUX WUCKIHOYEHWUA, opraHuM3auun, CUCTEMbI
MeHe)XMeHTa KayeCTBa KOTOPbIX COOTBETCTBYHT HaCTOAWEMY CTaHOapTy, He
MoryT npeteHgoBaTtb Ha cooTBeTcTBMe ISO 9001, ecnn nx cnctema MeHegKMeHTa
KadecTBa He oTBe4yaeT BceM TpebosaHuam ISO 9001.



0.5 CoBMeECTUMOCTb C ApPYrMMN CUCTEMAMUN MEHEL)KMEHTA

Hactoawmin cTaHgapT He COoAepXuT cneumanbHbiX TpeboBaHui K Opyrim
cUcTeMaM MeEHeKMEHTa, Hanpumep K CUCTEMaM MEHEMKMEHTa OXpaHbl
oKpyxatoLlen cpefbl, 6e3onacHOCTU M MPOdECCUOHANBHOMO 340pPOBbS, a TaKxe
JoMHAHCOBOIro MEHEXKMEHTA.

OfgHako HacTosAWMW CTaHOapT NO3BOSIAET OpraHu3auumm CorfacoBbiBaTb WU
WHTErpMpoBaTb CBOK COOCTBEHHYID CUCTEMY MEHEMKMEHTa KayecTBa C
COOTBETCTBYHOLMMN TPEOOBAHNAMWN OPYIMX CUCTEM MEHEKMEHTA.

OpraHmsaumna MOXeT afanTupoBaTb [OEUCTBYIOLYHO CUCTEMY (CUCTEMbI)
MeHeKMeHTa ans co3faHus CUCTEMBI MeHeXMeHTa Ka4yecTBa,
COOTBETCTBYHLLEN TPeDOBAHMSAM HACTOSALLEro cTaHgapTa.

1 O6nactb npumMmeHeHusA



Hactoawmn ctangapT ycTaHaBnmMBaeT TpeboBaHWS K CUCTEME MEHEMKMEHTa
KadecTBa B Chy4yasix, Korga opraHmsauuMmM HeobxoguMmo npoaeMOHCTpPUMpoBaTh
CNocobHOCTb MOCTaBMATb MEOULUMHCKNE U3LENUs N NPeaoCTaBATb CBA3aHHOE C
HUMK OBCnyXMBaHWe, oTBevarwme TpeboBaHMAM noTpedutTens n NpPUMEHUMbIM
perynupytoumm TpeboBaHnsam. Takme opraHmM3aunm MoryT ObiTb BOBSIEYEHbI B OL4HY
NN HECKOSIbKO CTadWuA XU3HEHHOIO LKMKNa MEeOUUMHCKOrO u3fenvsi, BKo4as
NPOEKTUPOBaHME N pa3paboTKy, NPON3BOACTBO, XpaHEHNE N OUCTPUDYLMIO, MOHTaX
n obcnyxmBaHMe, a Takxe [MpPOeKTUPOBaHME W pa3paboTKy Wnn okasaHue
CBSA3a@HHbIX C MEOUUWHCKUMU u3genmsmn - ycnyr (Hanpumep, TEXHUYECKOro
obcnyxmBaHuda). Hactosumin cTaHgapT Takke MOoXeT ObiTb  UCMOSfb30BaH
NOCTaBWMKAMN UMW BHELLHUMW CTOPOHaMM, KOTOpble MOCTaBAST MPOAYKUUO U
CBS3aHHble C CUCTEMOM MEHE)KMEHTa Ka4yecTBa OpraHvsauun ycryrm Takum
opraHu3auusm.

TpeboBaHMsa HacToALWEro cTaHgapTa NPUMEHUMbI K OpraHM3aLmnsam He3aBUCUMO
OT WX pasmMepa 1 Buaa, eCiv TOMbKO UCKItoYeHne He odeBnaHo. Bece TpebosaHus,
NPUMEHNMbIE K MEOULMHCKUM U3LENMUSM, B paBHOM Mepe NPUMEHNMbI K yCrnyram B
OTHOLLEHUN 3TUX U3LENNI, ECIIN TAKOBble OKa3blBalOTCS OpraHM3aLnen.

[Mpouecchl, Tpebyemble HacToOAWMM CTaHOAPTOM UM MNPUMEHUMbIE K
opraHuM3auunn, HO He OCYLLECTBIIAEMbIE CaMON OpraHM3aLnen HanpPaMyHo, OCTalTCH
OTBETCTBEHHOCTbIO OpraHusaumMm W OO0SPKHbl HaXo4UTbCA Nog  YynpaBSieHNEM
CUCTEMbl MEHEXKMEHTa KadecTBa oOpraHusauunm MnocpeacTBOM NpPoBeAEHUS
MOHUTOPWHIra, noaAepxaHna B paboyeM COCTOSIHAM W yrnpaBfeHus 3TUMMU
npoweccamu.

Ecrm npumeHumble perynupylome TpeboBaHMA OOMNycKakT MUCKIYeHue
yrnpaBreHnsa NpoeKTUpOBaHMEM U Pa3paboTKon M3OeNnin, TO 3TO MOXET CHYXUTb
OCHOBaHMEM [S19 MWCKIOYEHUS COOTBETCTBYOWLMX TpeboBaHMA M3 KOHKPETHOW
CUCTEMblI MEHEKMEHTA KayecTBa. OTUMU perynupyrowmmMm TpedoBaHnsMn MoryT
ObiTb NpegocTaBfieHbl anbTEPHATMBHbLIE MNOAXOAbl, KOTOpble [LOMMKHbI ObITb
pacCMOTPeHbl  ONss KOHKPETHOW  CUCTEMBbI MeHe)KMeHTa  KadecTBa.
OTBETCTBEHHOCTb 3a obecnevyeHne COOTBETCTBUA TpeboBaHMSM HaCTOSLLEro
CTaHgapTa Mpy MWCKIOYEHUU YNpaBfieHUs MPOEKTUPOBAHMEM U  pa3paboTKomn
N3gernvm NeXxMT Ha camoun opraHmsauun.

Ecnu kakoe-nnbo TpeboBaHne pasgenoB 6, 7 unm 8 HacTosiWero ctaHgapTta
Henb3st MPUMEHUTb BBUOY CHEeUndUKM OesTenbHOCTUM  opraHuM3auum  unm
ocobeHHOCTEN MEOULMHCKOrO M3genusi, Ha KOTopble pacnpocTpaHseTcsl cuctema
MeHe)XMeHTa KadecTBa, TO OpraHMsauuMM He cregyeTr BKovaTb  Takoe
TpeboBaHMe B CBOK CUCTEMY MEHEeIKMEHTa KadyecTBa. B OTHOLWEHUM Kaxgoro
HenpuMMeHnMmoro  TpeboBaHMA  opraHM3auus  OOoSfPkHa  OOKYMEHTUMpOoBaTb
ob60CHOBaHMe B COOTBETCTBUM C MYHKTOM 4.2.2.

2 HopmaTtuBHbIe CCbINKU



B HacTosilem ctaHgapTe Mcnonb3oBaHa HOPMaTMBHas CChifika Ha CreayroLwmn
cTaHgapT™:

* Tabrnmuy COOTBETCTBUSA HaLMOHAmbHbIX CTaHAAPTOB MEXOyHapO4HbLIM CM. MO
ccblnke. - MNpumevaHme nsrotoButensi 6asbl AaHHbIX.

ISO 9000:2015, Quality management systems - Fundamentals and vocabulary
(Cnctembl MeHegKMeHTa kadyecTBa. OCHOBHbIE MOSIOXEHNS 1 CroBapb)

3 TepMUHbI 1 onpeaeneHus

B HacToswem cTtaHgapte npuMeEHeHbl TepMuHbl K onpegeneHus no ISO
9000:2015, a Takxe crneayome TEPMUHbI C COOTBETCTBYHOLLWMIMKN OonpenerieHNAMMU:

3 . 1 noacHutenbHoe yBeaomrneHue (advisory notice): YBegomneHwve,
BbiMyLWEHHOE  OpraHu3auMen nocrie MnocTaBkM  MEAUMLMHCKOro  U3genus,
cogepxawiee OOMNOMHUTENbHYD MHAGOPMaLMIO WM peKkoMeHaaumMm O TOM, Kakue
OENCTBMSA OOIPKHbI ObITb NMPeanpUHATLI NPU:

- MPUMEHEHNN MEAUNLIMHCKOIo U3aenus;

- MogundmKaL MM MeguUNHCKOro N3aenns;

- BO3BpaTe MeaMLMHCKOro U34EenMs opraHn3aummn, KoTopasi ero NoCcTaBuna;

- YTUNM3aumm MeANLIMHCKOro n3genus.

[MpymeyaHune - BbiNyCK NOACHUTENBbHOIO YBEOOMIEHUS MOXET TpeboBaTbCH B
COOTBETCTBUMN C NPUMEHNMbIMU PENYNTNPYIOLLMN TPeBGOBaHUAMMN.

3 . 2ynonHoMo4YeHHbIN npeactaButenib  (authorized  representative):
Pusnyeckoe unu IOPUANYECKOE NNLIO, KOTOPOE ornpenerneHo 3akoHo4aTerbCTBOM
CTpaHbl WM pernoHa, nornyyYmBlLlee MUCbMEHHOE Ha3HayeHue OT U3roToBUTENd
OEeNCcTBOBaTb OT €ro UMEeHWN A5A BbIMONMHEHUS onpeaenieHHbIX 3a4ay B OTHOLLEHUM
06513aHHOCTEN M3rOTOBUTENHA, YCTAHOBJSIEHHbLIX 3aKOHOOATENbCTBOM KOHKPETHOW
CTpaHbl UK pernoHa.

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

3 . 3 KnNuMHM4Yeckasa oueHka (clinical evaluation): AHarm3 un oueHuBaHue
KIMMHUYECKNX [aHHbIX B  OTHOLWEHWA MEOUUWHCKOro u3genns C  uenblo
Bepudmkaumm 6e3onacHoOCTN U (PYHKLMOHAmNbHbBIX XapakTepUCTUK U3genusa npu ero
KIMHUYECKOM MPUMEHEHWM, KaK NpeaHa3HavYeHo N3roToBUTENEM.

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



3.4 npeTeH3usa (complaint): NncbMeHHOE, 3NEKTPOHHOE UM YCTHOE CoobLieHne
O HegocTaTkax, CBA3aHHbIX C MAOEHTUUMKauMen, KavyecTBOM, CPOKOM ChyxObl,
HaOEeXHOCTb, 6e30MacHOCTbI0 UMM OYHKLMOHASbHBbIMU - XapakTepucTukamm
MEeAWLMHCKOro n3aenng, BblilleaLlero u3-rnog yrnpasreHus opraHmM3aumnen, a Takxe B
OTHOLUEHMN CBSI3@HHOMO C  HUM  OBCHyXMBaHWSA, KOTOpOEe BfMSIeT Ha
JoyHKLMOHarnbHbIe XapakTePUCTUKN TaKNX MEAULNHCKUX 3O ernvn.

[MpumeyaHne - 3ToO onpeaeneHne "MpeTeH3un" oTNM4aeTcsl OT onpeaeneHus,
AaHHoro B ISO 9000:2015.

3.5 auctpnbbroTop (distributor): dmnsmnyeckoe nnn ropuandeckoe NMUO B LEenu
NOCTaBOK, KOTOpOe MOENCTBYET OT CBOEro0 MMEHW W OCYLUECTBIISIET MpoLaxy
MeLULMHCKOro n3genms KoOHe4YHOMY noTpebuTtento.

[GHTF/SG1/N055:2009, nyHKT 5.3]

[MpumeyaHus
1 B uenb nocTaBoK MOXET 6bITb BOBie4YeHo 6onee ogHoro AUCTpubbroTopa.

2 Jlvua B uenu MNOCTaBOK, BOBIIEYEHHblIe B AEATENbHOCTb MO XPaHEHU W
TPaAHCNOPTMPOBKE OT MMEHW WM3roTOBUTENs, MMMopTepa UnM AUCTpuOLIOTOpa, He
ABNAITCA ANCTPUOBLIOTOPaMKM NO JaHHOMY ONpeaeneHunto.

3.6 nmnnaHmpyemoe MeauuuHckoe manenue (implantable medical device):
MeguumHcKoe wmsgenue, KoTopoe MOXET ObiTb yaaneHo TONbKO MOCpenCTBOM
MEOMLMHCKOIO MM XMPYPrMyeckoro BMeELlaTenbCTBa U KOTOpoe MnpeaHasHayYeHo
ans:

- MOSMHOM0 WM YacTUYHOIO BBEOEHUSA B TEl0 MM aHaTOMMYECKYK MONOCTb
Yyenoseka unm

- 3aMELLEHMS ANUTENNanbLHON NOBEPXHOCTM UMM MOBEPXHOCTU fasa u

- HaxXoXOeHus B MecTe MMNMaHTaummM nocrie Npoueaypbl B TeYEHME HE MEHee
30 aHen.

[MpymeyaHne - BTO onpeaeneHve MMMNIaHTUPYEMOro MEAMLMHCKOro M3genuvs
BKIOMAET TaKXXe aKTUBHOE UMMNITAHTMpyeMoe MeguLNHCKOe nsgenue.

3.7 nmnopTep (importer): dnsnyeckoe Unn pPUONYECKoe NULUO, SBMAIOLIEECH
nepBbIM B LLEMN NOCTABOK, BbIBOAALLMM MeOULIMHCKOE U3genve, Npon3BeaeHHoe B
MHOW CTpaHe UM B IOPUCOUKLUN, HA PbIHOK CTPaHbl, [Ae n3genue npegnonaraeTcs
K peanu3auuu.

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

3.8 mapkupoBka (labelling): 3TukeTka, MHCTPYKUKNA MO NpUMeEHeHuo 1 robas
NHas WHOPMaLMs, OTHOCALLAACA K WAEHTUMKaUUN, TEXHUYECKOMY OrMUCaHWIO,
npegHasHadyeHHOMY  NPUMEHEHUIO  MEeOUUMHCKOro  u3genus,  UCKIo4vas
TOBapPOCONPOBOAUTENbHbIE JOKYMEHTbI B OTHOLLEHUW MOCTaBKMW.

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



3.9 xun3HeHHbIN umkn (life-cycle): Bce ctagum cywectBoBaHUs MeOULUHCKOIO
nsgenusi, OT nepBOHaYarbHOW KOHLUEnuun A0 BbiBO4A M3 3JKcnyatauum u
yTunmsagmu.

[ISO 14971:2007, nyHKT 2.7]

3.10 narotoButenb (manufacturer): Jlioboe dwmsnyeckoe unun topuagnyeckoe
Lo, OTBETCTBEHHOE 3a MPOEKTUPOBAHME W/MKM MPOU3BOACTBO MELULNMHCKOrO
n3genmss C Uenbk BbINYCTUTb B obpalleHve MeOuuWHCKOe u3genve nog ero
COBCTBEHHBIM MMEHEM, HE3ABNCMMO OT TOrO, CMPOEKTUPOBAHO W/UN NPOM3BEOEHO
N 9TO MEAULIMHCKOE n3aenne opraHn3aumnen v no ee nopyvyeHnio 4pyrum nmLom
(MMuamn).

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

[MpumeyaHus

1 WarotoButenb HeECET KOHEYHYK pUOMYEeCcKYyld OTBETCTBEHHOCTb 3a
obecrneyeHne BbIMNOSHEHUA MPUMEHUMbIX PeErynupyowmx TpeboBaHuin CTpaH unm
OPUCOMKLUNA B OTHOLLUEHUN MEOMLMHCKUX U3Oenuin, ONnd NpoaaXu B KOTOPbIX OHU
npegHasHavyeHbl, €eCcqim  TOMbKO WHOEe He YCTaHOBIEHO  creuunarnbHbIMU
TpeboBaHNSIMN PEryrnmpyroLLWX OpraHoB B AaHHOW HOPUCOVKLUN.

2 OTBETCTBEHHOCTb MU3rOTOBUTESNA ONmncaHa B pykoBoasawmx agokymeHtax GHTF.
OTa OTBETCTBEHHOCTb BKMHOYaET B cebsA OTBETCTBEHHOCTb MO BbIMOSHEHUIO KaK
npeanpodaxHbiXx TpeboBaHUW, Tak U MNOCNENPOAaXHbIX TpeboBaHUW, TakMX Kak
CcoobLLUEHMST O HEBNAronPUATHBLIX COBBLITUAX N YBEOAOMIIEHUS O KOPPEKTUPYHOLLMX
JNEeNCTBUSAX.

3 lNpoekTupoBaHne W/unn NpoM3BOACTBO MOryT BKMtoYaTb B cebs paspaboTky
cneundmkauunn, npoaykumuM, npousBoacTBO, COOpPKYy, 00paboTKy, YNakoBKY,
nepeynakoBKy, MapKMPOBKY, MEPEMapPKUPOBKY, CTEPUNN3ALMIO, MOHTaX Wnn
nepepaboTky MEAWULMHCKOro u3genusl, a Takke BbiMyCcK Habopa MenouUNHCKUX
N3gennin, BO3MOXHO B KOMOMHaL MM C APpYriMMU N34eNMAMN B MEAULIMHCKNX LIENSX.

4 Jlnyo, ocylwecTsBriAoLEee B COOTBETCTBUM C MHCTPYKLMEN MO MPUMEHEHUIO
COOpPKY N PErynMpoBKY MeOULMHCKOrO M3aenusi, BbINYLEHHOTO Ha PbIHOK MHbIM
MLOM M NpedHasHa4yeHHOro ANd WHOAMBMAYANbHOrO MPUMEHEHUS, He SIBMSETCS
N3roToBUTENEM, ecnn cbopka U perynmpoBka He M3MEHSIIOT npefHasHaYeHHOoro
NPUMEHEHUST MEOULIMHCKOrO U3aenusi.

5 Nnuuyo, nameHsiloLlee npegHa3HaYeHHoe NPUMEHeHe MeaULMHCKOro 13aenus
M mMoaudumumpylollee MeauLuHcKkoe usgenve 6e3 cormacust U3rotoBUTenst Ans
BbINyCcKa U3aenus nog cBOMM cOGCTBEHHbIM MMEHEM, crieayeT paccMaTpuBaTh Kak
N3roToBUTENS MOAMNMULIMPOBAHHOIO MEAULIMHCKOro U3aenusl.



6 YNONMHOMOYEHHbIN NpeacTaBuUTENb, AUCTPUBLIOTOP UM UMMOPTEP, KOTOPbIN
TOMbKO gobasnseT CBOW afgpec M KOHTAKTHble JaHHble Ha MeauLMHCKOe nsgenve
WNN Ha ynakoBKy 6e3 yoaneHuss UnM U3aMeHeHUs OpUrnMHarbHON MapKUPOBKW, He
SBNSAETCH N3roTOBUTENEM.

7 B cnyyae ecnv npuHagnexHocTy nognagaroT nog perynvpyowme TpeboBaHus
K MeOWUMHCKOMY W3Oenuio, nvua, OTBETCTBEHHble 3a MNPOEKTMPOBaHWE W/unm
NPON3BOACTBO TaKMX NPUHAAIEXHOCTEN, SBNSAOTCSA N3rOTOBUTENSIMM.

3.11 meauumHckoe napenue (medical device): MHCTpymeHT, annapart, npnbop,
yCTpOMUCTBO, oObopyaoBaHue, UMMAaHTaT, in  Vvitro peareHT, nporpamMmmMHoe
obecneyeHne, maTepuan UM nHole NOAOBHbLIE UM CBA3aHHbLIE C HUMW U3fenus,
npeaHasHa4YeHHble U3roToBUTENEM AN NPUMEHEHUSA K YerioBeKY No OTAEeNIbHOCTU
UM B KOMOUHaLUMN:

- OWarHOCTUKK, NPOMUNaKTUKN, MOHUTOPUHrA, JeYeHns unm obnerdyeHus
3aboneBaHuy;

- OWAarHOCTUKW, MOHUTOPUHra, IevYeHus, obnerdyeHust wunn KoMneHcauum
nocneacTBU TpaBMbl;

- UCCregoBaHns, 3aMeELLEHUST UM UBMEHEHNA aHaTOMMYECKOro CTPOEHUS U
Jom3nonorMyeckmnx NpoL,eccos;

- XXM3HeobecneyeHus Unn NoaaepKaHUs XU3HEHHbIX OYHKLUIA;

- yNpaBrieHns 3a4aTtuem;

- Ae3nHeKLUn MeaNLUHCKNX N3O ennm;

- nonyyYeHna nHdopMaLum NocpeacTBOM UccneaoBaHua in vitro npob, B3ATbIX
N3 Tena 4YerioBeka,

a TakXe He gocTuraropme CBoero nepBUYHOro npegHasHa4YeHHOro BO34ENCTBUS
Ha OpraHM3M 4esrioBeka 3a c4yeT apMaKosriorM4eckmx, UMMYHONOMMYECKUX WIn
MeTabonNMyecknx cpeacTs, HO OYHKLIMM KOTOPbIX MOMYT NogaepmMBaTbCs TakumMu
cpencTeamm.

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

[MpumeyaHne - HekoTopble wu3gerMs B OTAENbHbIX HPUCOUKLMAX MOryT
paccMaTpmBaTtbCA Kak MeAWUWHCKME, HO B WX OTHOLWIEHMM €elle He BblpaboTaH
eouHbIn noaxon. Takumn nsgenuamm MoryT ObIThb:

- Ae3nHMUMpYOLLIME BELLECTBA;

- BCromoraTerbHble cpeacTBa aAN1A NMue orpaHNYeHHbIMU BO3MOXHOCTAMM;

- U3genusi, BKNoYaoLme TKaHU XMBOTHbIX U YESTOBEKA;

- m3genua ans 3KCTpakopnopanbHOro Onsiog0TBOPEHNA U PErnpOAYKTUBHbLIX
TEXHOSIOMUMN.

3.12 cemenctBo meaguuuHckux mspgenumn (medical device family): pynna
MeOMLMHCKUX N3aenuu, Nnpon3BoamMMbIX OOHOM U TOU Xe UK Ons OOHOW U TOW Xe
opraHM3auun n UMeLLMX OANHAKOBYIO 6a30BYHO KOHCTPYKLMIO U (DyHKLMOHAmNbHbIE
XapakTePUCTMKN B OTHOLWIEHMM 6e30MacHOCTU, NpeaHa3Ha4YeHHOro NPUMEHEHUST U
JOYHKLMOHNPOBAHWS.



3.1 3oueHnBaHue yYHKLUMOHANbHbLIX XapakTepuctMk (performance
evaluation): OueHka W aHanmu3 [JaHHbIX AN9  YCTaHOBMEHUS WM NPOBEPKMU
CNOCOOHOCTU U3aenus Ans AUarHoCTUKK in vitro gocTuraTb CBOEro Ha3Ha4YeHus.

3 . 1 4 nocnenpogaxHoe  HabnoaeHue (post-market  surveillance):
Cuctemartmyeckun npouecc cbopa M aHanmsa onbiTa, NOy4YEHHOro B OTHOLLEHUN
MEeOMLNHCKMX U3LEMNWIA, BbIMYLLEHHbIX HA PbIHOK.

3.15 npoaykuumsa (product): PesynbTaTt npouecca.
[ISO 9000:2005, nyHKT 3.4.2]
[MpumeyaHus

1 CyLecTBYIOT YeTbipe 0bLupme KaTeropmm npoayKLun:

- ycnyru (HanpumMep, NepeBo3Ku);

- NporpaMmMHble cpeacTBa (Hanpumep, KOMMboTEpPHast NporpamMmma, crioBaphb);

- TEXHUYECKNE cpeacTBa (Hanpumep, MexaHnyeckas YacTb aBuratens);

- nepepabaTtbiBaeMble MaTepuarnbl (Hanpumep, cMmaska).

MHorve Bumabl NPOAYKUMM coaepXaT 3NEeMEHTbl, OTHOCALWMECS K pasfNYHbIM
obumm KaTeropmsim npoaykunmn. OTHecCeHne NPoAYKLUKN K ycryram, nporpaMmMHbIM,
TEXHUYECKMM cpeacTBaMm unn nepepabartbiBaeMblM  MaTepuanam 3aBUCUT  OT
npeobnagatoLlero anemMeHTa. Hanpumep, noctaesnsemasi npogykums "aBTomMobmnb"
COCTOUT U3 TEXHUYECKUX cpeacTts (Hanpumep, LWKH), nepepabaTbiBaeMbIX
MaTepuanoB (Hanpumep, roptodee, oxraxgawwas >XMOKOCTb), MPOrpaMMHbIX
cpeacTts (Hanpumep, nNporpaMMHOE YrpaBrieHWe ABuraTernieM, MHCTPYKUusS And
BOAUTENSA) W yCnyrn (Hanpumep, pPasbsACHEHUs MO 3KCnnyaTauun, OaBaemMble
NpoAaBL,OM).



2 Ycnyra €BNAeTCA pe3ynbtatoM Mo MeHbLUen Mepe OAHOro AencTBug,
obsa3aTtenbHO  OCYLWIECTBIIEHHOrO  MNpW  B3aMMOAEWCTBUM  MOCTaBLWMKa W
noTpebuTens, n, Kak NpaBuro, HemaTepuarbHa.

[MpegocTaBneHne ycnyrm MOXeT BKoYaTh B cebs, Hanpumep, criegytoLuee:

- AesATenbHOCTb, OCYLECTBIIEHHYO C MOCTaBfieHHONW noTpebutenem
MaTepuanbHou npogykumen (Hanpumep, PEMOHT HEUCTPABHOIO aBTOMOBUNS);

- AeATenbHOCTb, OCYLECTBIIEHHYO C MOCTaBfieHHONW noTpebutenem
HemaTepuaneHoOM npoaykumen (Hanpumep, CocTaBfieHWE 3asaBfieHMs O AoXonax,
HeobxoanmMoro Ans onpeaeneHnsa pasmepa Harsora);

- NpegocTaBlieHne HemaTtepuanbHOW MPoAyKUMKM (Hanpumep, WHdgopmauum B
KOHTEKCTe nepeaadun 3HaHui);

- co3gaHue ycroBun aOns  notpebutenen (Hanpumep, B TFOCTUHULAX W
pecTopaHax).

[MporpaMmmHOE CpeacTBO coaepxuT uHdopmaunio Kn  obblYHO sBNSIETCH
HemaTepuanbHbiM M MOXET OblTb Takke B dopMe MNoAXOA4O0B, onepauui wunm
npouenyp.

TexHnyeckoe cpencTBO, Kak [MpaBwuro, SBMSEeTCA MaTepuarnbHbiM, U ero
KONMYECTBO BbIpaXaeTCs UCUUCISIEMON XapakTepucTukon. [lepepabaTtbiBaeMble
MaTepuarnbl OObIYHO ABMANTCA MaTepuarnbHbIMU, U UX KONMYECTBO BblpaXkaeTCs
HeNpepbIBHON XapakTEPUCTUKOW. TexHMYeckme cpeacTBa U nepepabarbiBaeMble
MaTtepvarbl 4YacTo Ha3blBaOT TOBapaMw.

3 NaHHoe onpeneneHve TepMmuHa "npoaykums” nMeeT OTNnYmg OT onpeaesieHns,
npueegeHHoro B ISO 9000:2015.

3 . 1 63akynaemaa npoaykuma  (purchased  product): [lNpoaykuwus,
npeaocTaBrieHHasd  Kakou-IMbo  CTOPOHOW,  HaxoAsaWencsas BHE  CUCTEMbI
MEHe)XMEeHTa KadecTBa opraHm3aumn.

[MpumeyaHne - [lpegocTaBreHve NpoOOYKUMM He Bcerga COornpoBOXOaeTcs
KOMMeEPYECKMMN NI PUHAHCOBLIMW COrMnaLLEHNAMMU.

3.17 puck (risk): CouetaHne BepOSATHOCTU NPUYNHEHUS Bpeda U TSXKeCTU 3TOro
Bpeaa.

[ISO 14971:2007, nyHKT 2.16]

[MpumedaHne - ITO onpegerneHne "pucka" oTnNMYaeTcs OT onpeaeneHus,
aanHoro B ISO 9000:2015.

3.18 meHe AXXMeHT pucka (risk management): Cuctematnyeckoe npuMeHeHue
NONUTUKK, NpoLeayp Y NPaKTUY4ECKUX METOA0B MEHeIXMeHTa ANs peLleHnsa 3agad
aHanu3a, oueHnBaHus, ynpasrieHUss U MOHUTOPUHIA pucka.

[ISO 14971:2007, nyHKT 2.22]



3.19cucrema ©OGapbepoB crTepunbHocM (sterile barrier system):
MUHUManbHbIN ~ KOMMNIIEKC  TEeXHWYECKUX CpPencTB, KOTOpbIM  MpendaTcTByeT
MPOHUKHOBEHUIO MWKPOOPraHM3MOB W MO3BONseT obecneyntb CTEPUIbHOCTb
NPOAYKLUN 0O ee UCMNOSb30BaHWS.

[ISO 11607-1:2006, nyHKT 3.22]

3.20crepunbHoe MeauuuHckoe wusnenue (sterile medical device):
MeguUWHCKOE nsgenve, COoTBETCTBYoLEE TpeboBaHUAM K CTEPUITbHOCTH.

[MpumedaHne - TpeboBaHWSA K CTEPUNBHOCTU MEOUUMHCKUX U3Oenvn MoryT
OblTb  YCTAHOBSIEHbl  MPUMEHUMbLIMW  PEryNMpyloLLmMn  TpeboBaHusMn  1”
cTaHgapTamu.

4 Cuctema mMeHeQ)KMeHTa KayecTBa

4.1 O6wume TpeboBaHUA

411 OpraHmsaums [JorvkHa OOKYMEHTMpOBaTb CUCTEMY  MEHeKMEHTa
KadyecTBa W noggep¥uBatb €€ pes3ynbTaTMBHOCTb B COOTBETCTBUM C
TpeboBaHMsIMN  HACTOALIEro CcTaHgapTa W NPUMEHUMbIMW  PErynMpPYLLMU
TpeboBaHnsmn. OpraHM3aunsa OoskHa ycTaHaBMBaTb, BHEAPATL M NOALEPHMBATD
noboe TpeboBaHune, npoueaypy, LEATENbHOCTb WM MEpPOrnpUaTUE, KOTopble
AOIKHbl ObITb AOKYMEHTUPOBAHbLI B COOTBETCTBUM C TPeOOBaAHUAMW HACTOSLLENO
cTaHgapTa v NPUMEHUMbIMU PENYNNPYIOLLMMKN TpeboBaHUSMM.

OpraHunsaumna [orkHa [AOKyMeHTanbHO odopMuTe  CcBOK(M) porb(M) B
COOTBETCTBUMN C MPUMEHNMbBIMU PEryNMPYIOLLMMUK TpeboBaHNSIMI.

[Mpumedanne - Porun, npuHATble Ha cebs opraHM3aumnen, MoryT BKOYaTb B
cebss ponn M3roToBUTENS, YMNOMHOMOYEHHOINO MNpeAcTaBUTENd, MMIopTepa Wnm
AncTpubbroTopa.

4.1.2 OpraHn3sauus gorkHa:

a) onpegensatb npouecchbl, HeobxoguMmble ONst CUCTEMbl MEHeoXMeHTa
Ka4yecTBa, N UX NPMMEHEHME B OPraHn3aLnm ¢ y4eToM poren, NPUHATLIX Ha cebs;

b) NPUMEHATb PUCK-OPUEHTUPOBAHHbIN noaxon K ynpaBIeHnIo
COOTBETCTBYHLMMIN MpoLeccaMmm, HeoOXoauUMbIMU Of11 CUCTEMbl MEHeOKMeHTa
Ka4yecTBa;

C) onpenenAaTb nocrnegoBatesribHOCTb U B3aMMOLENCTBUNE 3TUX npoueccos.

4.1.3 [1na kaxgoro npolecca B CUCTEME MEHEO)XKMEHTA KadecTBa OpraHu3auus
JOJDKHA:



a) onpegenatb KpuTepunm W MeToabl, Heobxoaumble ans  obecneyeHus
pe3ynbTaTUBHOCTKN, KakK MNpU OCYLWECTBMEHUN, TaKk WU NpU ynpaBfieHUM 3TUMMU
npoueccamy;

b) obecneumBatb Hanuume pecypcoB W MHGOPMaUUKW, HeobxoauMbIX ANd
noaaepxkn oyHKLNOHMPOBAHMS U MOHUTOPUHIA 3TUX NPOLIECCOB;

C) OCYLUEeCTBIIATb AencTBusi, Heobxoaumble ANsa OOCTUXKEHUSA 3arnJiaHnpoBaHHbIX
pe3yrnbTatoB K nogaepXxaHna pedysibTatTuBHOCTU 3TUX MPOLLECCOB.

d) OCyLLECTBNSATb MOHWUTOPWHI, U3MEpPEeHMe, ecrin LienecoobpasHo, U aHanms
9TUX NPOL,ECCOB;

e) onpegensatb W noagaepxvBartb B pabovyemM COCTOsSiHUM 3anucu  Ons
OEeMOHCTpauum  COOTBETCTBUS  TpebOoBaHWsIM  HAcTosAWero cTaHgapta WU
NPUMEHUMbIM perynmpytowmm TpebosaHusam (4.2.5).

41.4 OpraHmsaums [OIPKHA OCYLIECTBIATb MEHEIKMEHT 3TUX MpoLEeccoB
CUCTEMbI MEHEMXMEHTA Ka4yecTBa B COOTBETCTBUM C TpebOBaHUAMM HACTOSILLEro
CTaHgapTa W MNPUMEHUMbIMK  perynupyloummm  TpeboBaHuamMmu.  MameHeHus,
BHOCUMbIE B 3TU NPOLLECChI, JOSPKHbI:

a) oueHnBaTbCA C TOYKUN 3peHUs BO3OEUCTBUA Ha CnctemMy MeHegxmeHTa
KayveCTBa,

b) oueHMBaTLCA C TOYKM 3pEHMst BO3AEWCTBUS HA MeOUUMHCKUE u3aenus,
NPOU3BOAMMbIE B paMKax CUCTEMbI MEHEI)KMEHTA Ka4ecTBa;

C) KOHTPONMMPOBATLCS B COOTBETCTBUM C TPEOOBaHNSIMM HACTOSILLEro CTaHaapTa
N NPUMEHUMbIMUN PENYNNPYHOLLIMUK TPeBGOoBaHUSIMM.

4.1.5 Ecrnm opraHunsaums pellaeTt nepefartb Ha CTOPOHY BbINOSIHEHNE KaKOro-
mMbo npouecca, BMAIOWErO Ha COOTBETCTBME Npoaykuum TpeboBaHWAM, OHa
OOIPKHA OCYLUECTBMATb MOHUTOPUHI M obecnednmBatb CO CBOEN CTOPOHLI
yrnpasreHne Taknmmn npoueccamu. OpraHM3aumnsa COxXpaHsieT OTBETCTBEHHOCTb 3a
COOTBETCTBME TakKoro npouecca TpeboBaHMAM HACTOSLWEro cTaHgapTa,
TpeboBaHMsIM NOTpebutTens M NPUMEHUMbIM  perynmpyoumm  TpeboBaHnaM.
YnpaBneHve OOMKHO  ObiTb  MPOMNOPUMOHANbHO  PUCKY, CBSI3aHHOMY C
BO3MOXHOCTbIO BHELLUHEN CTOPOHblI ObOecneynTb COOTBETCTBUE TpeboBaHMAM
NyHKTa 7.4. Y npaBneHue OOSMKHO BKIHOYaTb NMMCbMEHHbIE COrfaLleHns no KavyecTay.



41.6 OpraHnsauus [OorpkHa OOKYMEHTMpOBaTb  Npoueaypbl  Banvagauum
NPUMEHEHNST KOMMbIOTEPHOrO MPOrpamMHOro obecrnedYeHnsa, WUCMofb3yemoro B
cuctemMe  MeHegkMeHTa  KadecTBa. [lpunoxeHust Takoro  NporpammMHOro
obecnevyeHns HeobXoAMMO BanMaupoBaTb A0 Havana MPUMEHEHUS W, ecnu
LenecoobpasHo, Nocne BHECEHUS U3MEHEHUA B nporpammMHoe obecneyvyeHne unm
ero nNnpUMeHeHe.

KoHKpeTHbI noaxod M BuAbl OAEATENbHOCTM MO BanvaauuvM M pesanuaauunm
nporpaMmHoro obecnevyeHnst 4omkHbl ObITb NPONOPLMOHAarbHbI PUCKY, CBA3AaHHOMY
C [MpPUMEHEHMEM Takoro nporpaMmmHoro obecnevyeHua. 3anucu o6 aToN
AeATenbHOCTN A0MKHbI NoAAepXMBaTbCA B pabodemM cocTosiHuM (4.2.5).

4.2 TpeboBaHUA K AOKYMEHTaLUN

4.2.1 O6wme nonoxeHun
[okymMeHTauuna cucteMbl MeHegXMeHTa kadyecTsa (4.2.4) [ormkHa BKIKoYaTh:

a) AOKYMEHTalIbHO OCtDpMJ'IeHHbIe 3adBfieHUs1 O MONUTUKE M Lensax B obrnacTtu
KayeCTBa,

b) pykoBOACTBO MO KA4eCTBY;

C) AOKYMEHTMPOBaHHble npouedypbl W 3anucu, Tpebyemble HaCTOSALLMM
cTaHOapToM;

d) [OOKyMeHTbl, BKMOYas 3anucu, OMnpedeneHHble opraHu3aumen  Kak
HeobxoauMble ans obecneyeHus pe3ynbTaTUBHOI NnaHMpOBaHUS,
OCYLLECTBIEHWNSI NMPOLECCOB M YNpaBneHUs UMU;

e) OpYrylo OOKYMEHTaLUO, YCTAHOBMEHHYD MNPUMEHUMbIMU PErynMpyHLLMMM
TpeboBaHMsIMM.

4.2.2 PykoBOACTBO MO Ka4yeCcTBy
OpraHmnsaumna OofmkHa [OOKYMEHTUMpOBaTb  PYKOBOACTBO MO KavecTay,
coaepalee:

a) obracTb MpPUMEHEHUs CUCTEeMbl MEHEeIKMEHTA KadecTBa, BKIoYas
noapobHOCTM M 060CHOBaHWE NMOObIX UCKIIOYEHUI N/MNN HEMPUMEHEHWS;

b) AOKyMEHTMpOBaHHble Mpouenypbl, pas3paboTaHHble AN CUCTEMbI
MeHeO)XKMEeHTa Ka4eCcTBa, UMK CCbINKM Ha HUX;

C) onncaHne B3aMMOoaenCcTBMS NPOLECCOB CUCTEMbI MEHEOXKMEHTA KadyecTBa.
PykoBOOCTBO MO KayecTBY [OOIPKHO oOnpedensitb CTPYKTYPY OOKYMeHTauuw,
MCNONb3yeMon B CUCTEME MEHeOXKMEHTa KadyecTsa.



4.2.3 ®ann MeanLMHCKOro nsgenus

[nsa kaxgoro Tuna wnM cemMenucTBa MeOUUMHCKUX WU3Oenvi  opraHmsauuns
AOIPKHa co3fath U nogaepXxveBatb B pabovyeM COCTOSIHUM OOAWH WM HEeCKOSbKO
GanroB, cogepXawpmx AOOKYMEHTbl WM JdalolmX CChISIKM  Ha  HUX, A4nd
noaTBEPXKOEHUSI COOTBETCTBUSA  TpeboBaHMSIM  HAcTOsILWLEro cTaHgapTa W
NPUMEHNMbBIM PerynmpyroLmm TpeboBaHnsaM.

CopepxaHune channa(oB) AOIMKHO BKOYATL MO MEHbLLEN Mepe:

a) obllee onucaHne MeOUUMHCKOro u3genus, ero npeaycMoOTPEHHOro
Ha3Ha4YeHUS/NPUMEHEHNsI, MapPKMPOBKK, BKMoyass nobble  MHCTPYKUMKM MO
NMPUMEHEHMIO;

b) cneundmkauum npoaykumm;

Cc) cneumdmKauum wunu npoueaypbl MNPOU3BOACTBA, YMAKOBKW, XPaHEHMS,
obpalleHns ¢ nsgenvem, a Takxke aucTpnbyumu;

d) npouenypbl N3SMEPEHUA N MOHUTOPUHTa;
e) TpeboBaHUA K MOHTaxy, ecrnv NPUMEHUMO;
f) npouenypbl TEXHNYECKOro 0B CrnymMBaHUA, eCrnv NPUMEHUMO.

4.2.4 YnpaBrneHne AOKyMeHTaMu1

[IoOKyMeHTaMn CUCTEMbl MEHeXXMeHTa KayecTBa HeobXOOAUMO YnpaBnATb.
3anMcn - ocobbi  BWO [JOKYMEHTOB, M WMW HaOO YNpaensTb COMMacHo
TpeboBaHusIM, NpuBeaeHHbIM B NMyHKTe 4.2.5.

Ons onpegeneHvs HeobxooMMbIX CpPeACTB yhnpaBfieHMs [[orvkHa ObiTb
paspaboTaHa JOKYMEHTMpPOBaHHAA npoLeaypa, npegycmartprBaroLLas:

a) aHarmm3 u odwmumnanbHoe oO00peHne [OOKYMEHTOB C TOYKU 3PEHUd ux
afeKkBaTHOCTU 40 UX BbINyCKa;

b) aHarmm3 w©n akTyanmMsauuio, nNo Mepe HeobxooumocTh, W MOBTOPHOE
odmumansHoe ogobpeHne JOKYMEHTOB;

c) obecneyeHne wuaeHTUAMKALMN WU3MEHEHWA W cTaTyca nepecMoTpa
[OOKYMEHTOB;

d) obecneyeHne HanMuna COOTBETCTBYIOLLMX BEPCUIN OOKYMEHTOB B MeCTax WX
NPUMEHEHMS;

e) obecnevyeHune COXpaHEeHUs OOKYMEHTOB YyeTKuMun " nerko
naeHTumunpyembimMu;



f) obecnevyeHne waoeHTUMKALMM [OKYMEHTOB BHELLUHErO MPOUCXOXOEHWS,
onpederieHHbIX opraHMsaumen Kak Heobxogumble Ans  NNaHUpoOBaHUA U
OYHKLUMOHUPOBAHMUS CUCTEMbl MEHEMKMEHTaA KayecTBa, W ynpaBfieHne Wux
pacCbINIKOW;

g) NpeaoTBpaLLEHME MOPYM UM NOTEPU JOKYMEHTOB;

h) npegoTBpalleHne HenpegHaMEepPeHHOro  MCMOoSb30BaHUS  yCTapeBLUNX
AOKYMEHTOB 1 MPUMEHEHNe COOTBETCTBYHOLLEN NOEHTUMKALNN K HUM.

OpraHunsaumna gorvkHa obecnevmBaTb aHanmmM3a U oduumnanbHoe ogobpeHue
M3MEHEHUA B  OOKYMEHTax Jmbo  [OO/MKHOCTHbIM — NMUOM, 0406 puMBLUMM
nepBoHayvarnbHbld  OOKYMEHT, nvMbo  gpyrMMm  cneumarnbHO  Ha3Ha4YeHHbIM
AOIPKHOCTHLIM ~ JIMLIOM, MMeWMM LOOCTYN K COOTBETCTBYHOLWENW MWCXOOHOMU
MHJpopMaLIMK, HAa OCHOBaHUM KOTOPOW MPUHNMAETCS peLLeHue.

OpraHusaumna [orpkHa onpegendrtb Nepuod BPEMEHW, B TEYEHWEe KOTOpPOro
crefyeT XpaHUTb He MeHee OOHOM KOMuW ycTapeBLUMX [LOKYMeHTOB. Ha aTtot
nepvogd OommkeH ObiTb obecneyeH AOCTYN K OOKYMEHTaM, B COOTBETCTBUM C
KOTOPbIMU MeAULMHCKOE nsgenve Oblfio N3roToBMEHO U UCMNbITAHO, B TEYEeHune, No
KpanHen mepe, cpoka cnyxObl uU3genusi, onpedesieHHOro opraHusaumen, HO He
MeHee cpoka XxpaHeHusi nobon mtoroBon 3anucu (4.2.5) unn B COOTBETCTBUM C
NPUMEHNMbBIMU PEryNNpYyoLLMMK TpeboBaHNSIMI.

4.2.5 YnpaBrieHune 3anucamm

3anncu gosmkHbl NoaaepxnBaTbCs B pabovyem COCTOAHUM A9 NpeaocTaBleHNs
cBUOETENLCTB COOTBETCTBUA TpeboBaHusM n pe3yrnbTaTUBHOIO
OYHKLMOHNPOBAHUSA CUCTEMbI MeHeXMeHTa KadecTtBa. OpraHusauma [LOrmkHa
AOKYMEHTMpPOBATb  npouenypbl  Ansd  onpefeneHns cpencts  yrnpasieHus,
HeobxoaAuMbIX ONA MOeHTUMKaumm, XpaHeHusi, 6e30MacHOCTM U LLeSIOCTHOCTN,
BOCCTAHOBJIEHUS, BKIOYaA onpenesieHNs CPOKOB XpPaHEHWUd, U nopsiaka U3bAaTud
3anuvcen.

OpraHusauma gorvkHa  onpedermMib U BHeOPUTb  MeTodbl  3almThbl
KOHdmOEHUMaNbHOM MHopMaunum O 300pOBbe, COAEPXKALLEUCS B 3anucax, B
COOTBETCTBUMN C MPUMEHNMbBIMU PErYNMPYIOLLMMUK TpeboBaHNSIMI.

3anncu  OOSKHbl  OCTaBaTbCA  YETKUMMU, Jerko  naeHTUUMUUPYEMbIMA U
BOCCTaHaBIIMBaeMbIMMU. N3meHeHns B 3anucsx OOIDKHbI ObITb
naoeHTUpULMpyemMbiMU.

OpraHusaumna OormkHa XpaHUTb 3anucu B TeYeHue, No KpanHen mepe, cpoka
Cnyx0bl MEOULIMHCKOrO U3a4ennd, ornpeaeneHHoro opraHmsawgmnen, Ho He MeHee BYyX
neT C MOMEeHTa BbINycka MeOUUMHCKOrO W3OenMa  opraHusaunen wrmv B
COOTBETCTBUMN C MPUMEHNMbBIMU PEryNMPYIOLLMMK TpeboBaHNSIMI.

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 O6s3aTenbCcTBa pyKOBOACTBA



Bbiclee pykoBOoOCTBO OpraHvM3auum OOIDKHO MpeaocTaBnATh CBMOETENnbCTBa
CBOEN MPUBEPXKEHHOCTM pa3paboTke M BHEOPEHUIO CUCTEMbl MEHeOKMeHTa
Ka4yecTBa, a TaKxe NogaepKaHuo ee pe3ynbTaTUBHOCTY NOCPEACTBOM:

a) OoBedeHMs 0O CBeOEeHWUsl opraHM3auum BaXHOCTU BbIMONMHEHUS TpeboBaHui
noTpebutens, a Takxe NPUMEHUMbIX PETYNIMPYIOLLMX TpeboBaHWIA;

b) paspaboTku NnonuTUKM B 06r1acTn Ka4ecTBa;
c) obecneveHnst pa3paboTku uenen B 061acTm KayecTsa;
d) npoBeaeHnst aHanm3a co CTOPOHbI PYKOBOACTBA;

e) obecnevyeHns He0BXoaMMbIMU pecypcamu.

5.2 OpueHTaumsa Ha noTpeodurtens

Bbiclwee pykoBOACTBO LO/MKHO obecneymBaTb onpeneneHve M BbINOSHEHUE
TpeboBaHWi NOTPEOUTENS N NPUMEHUMBIX PENYIIMPYIOLLMX TpeboBaHMI.

5.3 NMNonutuka B obnacTu KavyecTBa

Bbiclwee pykoBoACTBO OO/MKHO obecnedmBatb, YTOObI NonmMTMKa B obnacTtu
KayecTBa:

a) COOTBETCTBOBAra cTpaTerM4eckuM HaMepeH1sIM opraHn3aLuu;

b) Bknovana o06s3aTensCTBO COOTBETCTBOBATbL TpeboBaHWSM CUCTEMDI
MEHeIKMEHTa KadecTBa U NogaepHuBaTh ee pe3ynbTaTMBHOCTD;

c) obecneyuBana OCHOBbl Afs MOCTAHOBKM W aHanusa uernen B obnactu
KayecTBa;

d) 6bina noBeneHa [0 CBeAEHUs MepcoHarna opraHM3aLnm U NMoHSATHa eMy;

€) aHanM3npoBanacb Ha NOCTOSIHHYH MPUrOAHOCTb.

5.4 NnaHupoBaHue



5.4.1 Uenun B obnacm kavyectsa

Bbicwee pykoBOoACTBO oOpraHuMsauun [OrmkHO obecnevntb, 4YTOObI LenM B
obrnacTm KadecTBa, BKMOYas Te, KOTopble HeobxoauMbl ANA  BbINOSIHEHUS
NPUMEHNMBIX perynmpyolmx TpebosaHun n TpeboBaHU K Npoaykuuun, 6binm
YCTaHOBMEHbI A1 COOTBETCTBYOWMX (PYHKLMA N HA COOTBETCTBYIOLLMX YPOBHSX
BHYTpWU opraHu3auun. Llenm B obractn kadectBa LOMKHbI ObiTb M3MEPUMBIMA Y
COrnacoBaHHbIMK C NOSIMTUKOW B 06r1acTu KadecTBa.

5.4.2 MNnaHupoBaHne cucTeMbl MEHeAXKMeHTa Ka4yecTBa
BbicLwee pykoBoACTBO A0MKHO obecneymBaTh:

a) nMaHMpoBaHME CUCTEMbl MeEHeKMEeHTa KadecTBa [ANs  BbINOMHEHMUS
TpeboBaHWin, NPUBEAEHHbIX B MyHKTE 4.1, a Takke Ans OOCTWXKEHUS Lenen B
obnacTun Ka4yecTBa;

b) coxpaHeHue LEenoCTHOCTM CUCTEMbl MEHEI)KMEeHTa KadyecTBa Mpwu
NMaHNPOBAHUN U BHEAPEHUN B HEE U3MEHEHW.

5.5 OTBeTCTBEHHOCTb, NOJTHOMOYMA U OOMEH
nHdopmauueun

5.5.1 OTBe TCTBEHHOCTbL U NOSTHOMOYUSA

Bbiclwee pykoBOACTBO AOSMKHO obecneuntb, 4YTOObl OTBETCTBEHHOCTb WU
NOSfIHOMOYMS OblM onpederieHbl, AOKYMEHTUPOBaHbI U OOBEAEHbl 0O CBeOEHUs
nepcoHarna opraHmsauun.

Bbicllee  pykoBOACTBO  OOMMKHO  [OOKYMEHTMpoBaTb  B3aMMogeuncTsue
nepcoHana, PYKOBOASILLEro, BbIMOMHAOLWENO U Bepudmumpylowero paboty no
obecrnevyeHnto KadectBa, W obecne4ymBaTb MOJIHOMOYMA U HE3aBUCUMOCTbD,
HeobxoaumMble A51S BbINOMHEHUSA 3TUX 3a4au.

5.5.2 NpeacraBuTtenb pykoBoacTBa

Bbicluee pykoBOACTBO [AO/MKHO HA3HauuUTb NPEeAcTaBUTENs U3 cocTasa
PYKOBOACTBA, KOTOPbIA He3aBUCMMO OT Apyrmx obssaHHocTen obragaet
OTBETCTBEHHOCTbLIO M NOSIHOMOYUAMMU, BKIOHAHOLLMMMU:

a) obecnedyeHne TOro, 4YTOObLI npouecchbl, Heobxogumble LN CUCTEMbI
MEHeKMEHTAa KadecTBa, Oblniv AOKYMEHTUPOBAHbI;

b) npeactaBneHve OTYETOB BbICLUIEMY PYKOBOLCTBY O pe3ynbTaTMBHOCTU
CUCTEMbl MEHEKMEHTA KadecTBa M HeobxoanmocTu yrnydweHus (8.5);

c) obecneyvyeHne pacnpocTpaHeHUsi MOHUMAHUA MNPUMEHUMbIX PeryrmpyroLLmX
TpeboBaHMn U TpeboBaHUM CUCTEMbI MEHEMXMEHTA Ka4dyecTBa B paMKax BCeN
opraHmsauun.



5.5.3 BHyTpeHHU obMeH nHd opmaumen

Bbicwee pykoBoACTBO A0MMKHO obecrneymBaTb pa3paboTky B opraHuMsauuu
COOTBETCTBYHOLMX NpoueccoB obmeHa nHgopmaumen, B TOM Yucrie no Bonpocam
pe3ynbTaTUBHOCTN CUCTEMbI MEHE)KMEHTA KayeCcTBa.

5.6 AHann3 co CTOpOHbI pyKoBOACTBa

5.6.1 O6wme nonoxeHus

OpraHu3auusa JosmkHa JOKYMEHTMPOBaTb NpoLeaypbl A9 aHanm3a Co CTOPOHbI
pykoBoAcTBa. Bbicllee  pykoBOACTBO  OOIPKHO — aHanu3MpoBaTb  4epes
OOKYMEHTArNbHO 3ansiaHMpOBaHHbIE MHTEpPBanbl CUCTEMY MEHEKMEHTa KadyecTBa
opraHu3aumm ¢ Lenbio obecrnevyeHnsa ee NOCTOSAHHOM NPUroAHOCTU, aAeKBaTHOCTU U
pe3ynbTaTUBHOCTU. AHaNM3 AOIMKEH BKIOYATb OLLEHKY BO3MOXHOCTEN YNyyLUEHMS U
HEeOOXO4MMOCTN BHECEHUSI WU3MEHEHUA B CUCTEMY MEHEIXMEHTa KadecTBa
opraHu3aumm, B TOM Yucrne B NONUTUKE 1 Lensax B obnactu KadecTsa.

3anucu aHanmM3a CO CTOPOHblI PYKOBOACTBA [AOMKHbI MOOAEPKMBATLCA B
paboyem cocToAHUM (4.2.5).

5.6.2 BxogHble gaHHbIe AnNAa aHanu3sa
BxogHble gaHHble ons aHanmMsa co CTOPOHbI PYKOBOACTBA AOIDKHbI BKIOYATh,
HO He OrpaHNYMBaTbLCA 3TUM, CIEAYIOLLY MHPOPMAaLIUIO, MOMYyYEHHYIO U3:

a) obpaTHON CBA3Y;

b) oOpalleHust ¢ npeTeHanen;

C) OTYETHOCTU B PErynNpyHoLLME OpraHbl;
d) ayguTos;

€) MOHUTOPUHra N N3MepPEHUS NPOLLECCOB;
f) MOHUTOPUHIa 1 M3MEPEHUS NPOOYKL UK,
g) KOPPEKTUPYIOLLIErO OENCTBUS;

h) npegynpexaaroLiero A4encTBuS;

i) nocnegyooumx OENCTBUA, BbITEKaOWMX W3 nNpeablaywmx aHanmsoB Cco
CTOPOHbI PYyKOBOACTBA;

j) W3MeHeHun, KoTopble MOrM Obl MOBMMATL HA CUCTEMY MEHeLKMEHTA
Ka4yecTBa;

K) pekomeHgaunm no yny4LUeHuto;



[) HOBbIX NN NEPECMOTPEHHbLIX MPUMEHMMbIX PEMYITMPYIOLLMX TPeboBaHMIA.

5.6.3 BbixoaHble gaHHbIe ANA aHanu3a

BbixogHble fgaHHble Ofs aHanm3a CO CTOPOHbl PYKOBOACTBA OOIMKHbI ObITb
3aperncTpmpoBaHbl (4.2.5) n BKNOYaTb NpoaHanM3vpoBaHHble BXOAHbIE AaHHbIE U
nobble peLleHnsa N 4eNCTBUSA, OTHOCSLUMECS K:

a) ynyyweHnsam, HeobxoamMMbIiM NS NoaaepXKaHust NPUrogHOCTU, aaeKBaTHOCTU
N pe3ynbTaTUBHOCTN CUCTEMbI MEHEAXKMEHTA Ka4ecTBa 1 ee NPoLEeCcCOB;

b) ynyyieHuto npogykumm cornacHo TpeboBaHnsm notpeburtenen;

C) N3MEHEeHMsIM, HeobxoaumbiM  ANS pearmpoBaHnmd Ha HOBble WU
nepecMoTpeHHblIE NMPpUMEeHUMbIE perynmpyrowpme TpGGOBaHI/IFI;

d) notpebHOCTUN B pecypcax.

6 MeHeaXMeHT pecypcoB

6.1 O6ecneyeHune pecypcamm

OpraHusaumna gorpkHa onpenensite U obecneymBaTb pecypcbl, Heobxoanmble
ansa:

a) BHEOApPEHNA CUCTEeMbl MeHeagXMeHTa KadeCcTBa W nogaepxaHna ee
pe3yribTaTUuBHOCTMW,

b) cooTBETCTBMA NMPUMEHMMbIM perynmpyowmm TpeboBaHnsm n TpeboBaHUAM
notpedurens.

6.2 YenoBeyeckue pecypchbl

MepcoHan, OCYyLWeCTBNSAIOWMA OeATeNbHOCTb, BrMSIOWY0 Ha KavyecTBO
NpoAyKUMK, OOIMKeH ObiTb KOMMETEHTHbIM B COOTBETCTBUM C  MOSMYyYEHHbIM
obpa3oBaHMeM, NOArOTOBKOW, HaBbIKaMW 1 OMbITOM.

OpraHmsaumna p[orkHa [LOKYMeHTMpoBaTb npouecc(bl), onpegensatowmii(e)
KOMNETEHTHOCTb nepcoHana, nposeaeHne 0by4yeHus, obecrneyeHune
MHJOPMUPOBAHHOCTU NepcoHana.

OpraHunsaunsa oorkHa:

a) onpegensaTb HEOOXOOUMYIO KOMMETEHTHOCTb NepcoHana, OCyLIECTBMSAOLLErO
OEeATENbHOCTb, BIUSIOLLYIO Ha Ka4eCTBO NPOAYKLIUY;

b) obecneunBaTb NOAroTOBKY WM npeanpuHMMaTb Apyrve AeucTBus Ons
OOCTWDKEHUS UMM NogaepxaHus Heob6xoaMMON KOMMETEHTHOCTY;



C) oueHmBaTb pPe3yribTaTUBHOCTb MNMPUHATbIX MEp;

d) oGecneunBaTb OCBEAOMIIEHHOCTb CBOEro NepcoHarna o6 akTyanbHOCTU U
Ba)KHOCTU €ro AeATeNbHOCTU U BKIage B JOCTWPKEHME Liernel B 06nacTu KayecTBa;

e) nopgaepxvBatb B paboyem COCTOSAHUM COOTBETCTBYyHOLME 3anucu 06
obpasoBaHuK1, NOArOTOBKE, HaBblkax M onbiTe (4.2.5).

Mpymeyanune - MeTtogornorus, ucnonb3yemas st MPOBEPKU Pe3yrbTaTUBHOCTMN,
OOMKHa ObiTb NpoOnopuMoHanbHa PUCKY, CBA3aHHOMY C OeATeNbHOCTbIo, B
OTHOLLIEHMN KOTOPOM NPOBEAEHO 0OYYEHNE NN NHbIE OENCTBUS.

6.3 UHcppacTpyKTypa

OpraHusauma [OormkHa OOKYMEHTMpPOBaTb TpeboBaHMs K UWHApacTpyKType,
HeobxoaMMON [ONs OOCTWXKEHUSI COOTBETCTBUSA TpeboBaHuSM K  MpoayKLuw,
npeaoTBpalUeHNa nepenyTbiBaHUA npoaykumm u  obecneveHnss Hagnexallero
oOpalueHus C HeN.

NHppacTpykTypa MOXET BKItOYaTb, ECNn LieriecoobpasHo:

a) 30aHus, pabodee NPOCTPaAHCTBO N CBA3AHHbIE C HAM CUCTEMbI NHXEHEPHOro
obecneyeHus;

b) obopyaoBaHue, BKIto4aa TEXHNYECKME U NPOrPaMMHbIE CPeaCTBa;

C) BcnomoraternbHble  ycryru  (Hanpumep,  TpaHCMNOPT, CBA3b UK
NHGOPMALMOHHbIE CUCTEMBI).

OpraHusauusa [orpkHa AOKYMEHTMpoBaTb TpeboBaHMSA K OeATEerNbHOCTU Mo
TEXHNYECKOMY OBCNYyMBaHUIO, B TOM YUCHE WHTEpBasbl BbINOSHEHMS paboT no
TEXHNYECKOMY OOBCNy>XMBaHWIO, €Cri 3T AEUCTBUS UMM UX OTCYTCTBME MOryT
MNOBMUATb HA KA4eCTBO NPOAYKLUN.

Ecnn uenecoobpasHo, TpeboBaHUA OOMKHbI MPUMEHSTBCS K 0BOpyaoOBaHWUIo,
NCNofb3yeMoMy B MPOM3BOACTBE, ONA ynpaBreHus MpOU3BOACTBEHHON Cpenown,
MOHUTOPWHIa U U3MEPEHMS.

3anucu Takoro TEeXHUYEeCKoro obCny¥MBaHWS LOMMKHbI MOAOEepPHUBATbLCA B
paboyem cocToAHUM (4.2.5).

6.4 NpousBoacTBeHHaa cpeAa U KOHTPOJb 3arpsi3HeHUsA



6.4.1 NMpousBoacTBeHHas cpeaa

OpraHusaumna OorpkHa OOKYMEHTUpPOBaTb TpeboBaHMs K MPOn3BOLCTBEHHOW
cpene, HeobxoaMMon Ana OCTMXKEHNA COOTBETCTBUS TPeboBaHMSM K NPOAYKLIUMN.

Ecrnuv ycnoeus npoM3BoACTBEHHON Cpefbl MOTyT OKa3aTb HeratTuBHOE BITMAHWE
Ha Ka4yeCTBO MPOAYKLUWUKW, opraHM3aumnsa OOrmkHa LOKYMEHTMpoBaTb TpeboBaHus K
NPON3BOLACTBEHHON cpede W npouenypbl 4119 MOHUTOPUHIA W ynpaslieHUd
NPON3BOLCTBEHHOWN Cpes oM.

Opranunsaunsa oorkHa:

a) paspaboTaTb OOKYMEHTMPOBaHHble TPebOoBaHUA K COCTOAHWUIO 340pPOBbS,
YMCTOTE N OAexae nepcoHarna, eCcri KOHTaKT MeXay NepcoHarioM U npogyKuumen
UMM NPON3BOACTBEHHOM CPEdON MOXET OKasaTb BIMsSHME Ha ©e3onacHoCTb
MEeOMLMHCKOro M3aenust unn ero yHKLOoHarbHble XapakTePUCTUKK;

b) obecneunTtb, 4YTOOLI BECb MNepcoHar, BPEMEHHO paboTalowmm B 0COBbIX
YCrOBUSAX NPOU3BOACTBEHHON cpefbl, Obll KOMNETEHTHBIM MM Haxo4wuncs MnoA
Hab o 4eHNeEM KOMMNETEHTHOrO nuua.

[MpumedaHne - [JononHUTENbHYy MHGOPMaUM MOXHO Hanutu B ISO 14644 n
ISO 14698.

6.4.2 KoHTponb 3arpsis3He HUA

Ecnu uenecoobpasHo, opraHnsaumsa SOormkHa NaHMpoBaTh U AOKYMEHTUPOBaTb
Mepbl 4151 KOHTPOSA 3arpsi3HEHHOM Uy NOTEHLUManbHO 3arps3HEHHOM NMPOaYKLMK C
Lernbio npeoTBpaLLeHns 3arpsa3HeHNss NPOM3BOACTBEHHOM cpeabl, NepcoHana unm
npoayKumK.

Ans  CcTepunbHbIX  MEOUUMHCKUX  U3Oeruin  opraHuM3aumss  JosSpkHa
OOKYMeHTUpoBaTb TpeboBaHWA K ynpaBreHuo 3arpsa3HeHMeM MUKPOOpraHn3mMamu
Wnu TBEpAbIMM YacTuuamn U nogaepxvmBatb Tpebyemyo 4MCTOTy B npoLeccax
CcOOpPKM 1 yNakoBKM.

7 NMpoueccbl XKN3HEHHOro LUKIa npoayKunm

7.1 NNnaHupoBaHMe NpoLecCcoB XNU3HEHHOrO LUKna
npoAayKumu



OpraHmsaumna gorkHa nraHvpoBaTb UM paspabartbiBaTb  MNPOLECCHI,
HeobxoauMble Ana obecnevyeHus XU3HEHHOro UuMKna npogykuuun. NnaHnposaHue
NPOLECCOB XWU3HEHHOrO0 LUMKNMa nNpoaykuum [OOmMKHO ObiTb COrracoBaHO C
TpeboBaHUsMN K ApYrM npoLeccamMm CUCTEMbl MEHEKMEHTA KadeCcTBa.

OpraHmsaumna [orpkHa [JOKyMeHTuMpoBaTb oauvH  urim 6oree  npoueccoB
MEHe>KMEHTa puUcka B NpoLeccax XM3HEHHOrO LIMKNa NpogyKLnu.

3anMcn No MEeHeMKMEHTY pucka [OSPKHblI nogaepxusatbcs B paboyem
cocTosiHuu (4.2.5).

[py nnaHMpoBaHWM MPOLECCOB XU3HEHHOrO LMKIa NPOAYKUMM opraHusauums
[OMKHa YCTaHOBUTbL, eCrin LernecoobpasHo:

a) uenv B obnacTtu kadecTtBa 1 TpeboBaHNA K NPOAYKLIWUY;

b) notpebHoCcTb B paspaboTke npoueccoB, OOKYMeHTOB (4.2.4), a Takke B
obecnevyeHnn pecypcamm s KOHKPETHOM NPOAYKLNN, BKIKOYasa MHAPACTPYKTYPY U
NPOM3BOACTBEHHYIO Cpeay;

C) HeobxoauMMylo OeATeNlbHOCTb MO BepudmKauum, Banugaunm, MOHUTOPUHTY,
KOHTPOMKO W  UCMNbITaHUAM, 00paboTke, XpaHEeHWo, pacnpegesieHno
NPOCNEXNBAEMOCTN KOHKPETHOM MNPOAYKUMM BMECTE C KPUTEPUSIMU MPUEMKU

NpoAyKLUK;

d) 3anmcu, Heobxoaumble AOna obecnedyeHna cBugeTenbcTBa TOrO, 4YTO
MNPOLLECCHI XM3HEHHOrO LMKNa MNPOAYKLMM U roTOBas NpoayKUUs COOTBETCTBYHOT
TpeboBaHusaMm (4.2.5).

PesynbTaTbl 9TOr0 NfiaHMPOBaHUS OOMKHbI OblTb JOKYMEHTMPOBaHbLI B hopMe,
COOTBETCTBYHLLEN NPaKTMKE OpraHmn3aLunm.
[MpumedaHne - [JononHUTENbHY0 MHGOpMaL Mo MOXHO HanTu B ISO 14971.

7.2 MNMpouecchbl, CBA3aHHbIE C NOTpedouTenaMm

7.2.1 OnpepneneHne TpeboBaHUN, OTHOCSALUMXCS K NPOAYKLUN
OpraHunsaunsa oorkHa onpegenuTb:

a) TpeboBaHua noTpebutens, BkMo4Yas TpeboBaHMA K MNOCTaBke WU
AeATenbHOCTN NOoCcre NOCTaBKy;

b) TpeboBaHus, He onpegeneHHble noTpebutenemM, HO Heobxoaumble ANd
KOHKPETHOrO U nNpeanonaraeMoro NCnosib30BaHUA, Korga OHO M3BECTHO;

C) NpUMeHUMbIEe peryrnmpytolme TpedoBaHns, OTHOCALLMECS K NPOAYKLNU;

d) noboe obyyeHne nonb3oBaTenen, Heobxoaumoe Ana  obecneyeHus
3afaHHbIX (YHKUMOHANbHBIX XapakTepuCTMK U 6e30nacHOCTU  NPUMEHEHUS
MeOMLNHCKOro N3aenusi;



e) nbble AoNoNHUTENbHLIE TPeboBaHWS, onpeaeneHHble opraHM3aLunen.

7.2.2 AHanuns Tpe 60BaHMN, OTHOCALLMXCA K NPOAYKLIMU

OpraHmsauma OormkHa aHanuMampoBaTb  TpeboBaHusi, OTHOcsWMECs K
NpoayKuun. OTOT aHanu3 AOSPKEH MNPOBOAUTBLCA A0 NPUHATUSA OpraHusaumen
obsasartenbCcTBa NOCTaBNATb MNPOAYKUMIO noTpebuteno (Hanpumep, ydvactus B
TeHaepax, NPUHATUS KOHTPaKTOB UM 3aKa3oB, MPUHATUSA U3MEHEHUN K KOHTpaKTam
nnu 3akasam) 1 formkeH obecneynBathb:

a) onpeneneHe n AoKyMEHTMPOBaHNe TpeboBaHUA K NPOAYKLWUY;

b) cornacoBaHve TpeboOBaHUI KOHTPaKTa UM 3akasa, OTNINYaoLWLMXCH OT paHee
COPMYIMPOBAHHBbIX;

C) BbIMNOMHEHME MPUMEHMMbIX PENYNNPYIOLLMX TpeboBaHWIA;

d) moboe obyveHue ons nonb3oBaTesien B COOTBETCTBMU C MYHKTOM 7.2.1, ero
AOCTYNHOCTb UK NfaHMpoBaHne obecneyvyeHnst 4OCTYNHOCTY;

€) CNOCOOHOCTb OpraHu3aL MM COOTBETCTBOBaTbL ONpeaerieHHbIM TpeboBaHMAM.

3anucu pesynbTaToB aHanusa v nocrneayrowmx OeiCTBUK, BblTEKAOWMX U3
aHanusa, OOIPkHbl NoaaepXmMBaTbCsa B pabodemM cocTosiHUM (4.2.5).

Ecrm noTpebutens He npenctaBui  OOKYMEHTMPOBAHHbIX  TpeboBaHun,
opraHuM3auunsa gorbkHa NoATBEPANUTb UX Y NOTPebUTensa 40 NPUHATUSA K UCTNIONHEHMIO.

Ecnn TpeboBaHus K NpogyKumMM N3MeEHeHbI, opraHu3aunsa 4ospkHa obecnednTn,
YTOObl COOTBETCTBYHOLME AOKYMEHTbI OblfIM UCMpaBreHbl, a COOTBETCTBYIOLLMIA
nepcoHarn 6bi NponHgopmMmpoBaH 06 U3MEHUBLLUMXCS TPebOBaHMSIX.

7.2.3 CBA3b C noTpebutenamm
OpraHusauma OorpkHa  nraHuMpoBaTb WM AOKYMEHTMPOBATb  Mepbl MO
noaaepXaHuio CBA3KU C NOTpebuTensamm, KacaroLwmecs:

a) nHcopmau MM 0 NPOAYKLMK;
b) npoxoxaeHusa 3anpocoB, KOHTPaKTa UM 3akasa, BKIYas U3MEHEHUS;
c) obpaTHOWN CBA3M C NOTpedutenem, BKNoYasa NnpeTeH3nmn notTpedutenen;

d) nosACHUTENbHbLIX YBEAOMITEHUN.
OpraHunsaumna JospkHa nogaepxmBaTb CBS3b C PEryrnvpylolLMn opraHamm B
COOTBETCTBUM C NPUMEHNMbIMU PEryrMpyoLLIMMN TpeboBaHNAMMW.

7.3 NpoekTnpoBaHMe U pa3padboTka



7.3.1 O6wme nonoxeHus
OpraHusauma [OorpkHa OOKYMEHTMPOBATb MNpoueadypbl NPOEKTUPOBAHUS U
pa3paboTKu.

7.3.2 MnaHupoBaHMe NPoOeKTMpPOBaHUA U pa3paboTKu

OpraHusauma [ospkHa nfaHMpoBaTb W yNpaBnsTb  MNPOEKTUPOBAHMEM U
paspaboTkon npoaykuun. Ecrnm uenecoobpasHo, AOKYMEHTaLMS MO MiaHNPOBaHMIO
NPOEKTUPOBAHUSA N Pa3paboTKu OOImKHA NoALEPHMBATLCA M OOHOBNATLCS MO Xo4y
NPOEKTUPOBAHUA N pa3paboTKu.

B xoaoe nnaHupoBaHUS NMPOEKTUPOBAHUA U pa3paboTKU opraHM3auunsi OoIpkHa
AOKYMEHTNPOBATb:

a) cTaguu NPOEKTUPOBaHMS U pa3paboTKu;
b) aHanun3(bl), HEOOXOOMMbIE HA KaXOoW CTaguu NPOEKTUPOBAHMS U pa3paboTKu;

C) AeATenbHOCTb Mo BepudmKauuy, Bangaumm u nepegade npoekTta, ecnm aTo
LenecoobpasHo Ans KaXaon cTagumn NPoOeKTUpoBaHUs 1 pas3paboTKy;

d) OTBETCTBEHHOCTb M NOSIHOMOYMNA B 0B1aCTU NPOEKTUPOBAHUSA N pa3paboTKu;

e) MeTobl obecne4veHus npocnexmBaemMoCTu BbIXOOHbIX OaHHbIX
NPOEeKTNpPpOBaHNA U pa3pa60TK|/| K BXOOHbIM OaHHbIM;

f) Heob6xoauMbIE pecypcbl, BKoYasa Tpebyemyro KOMNETEHTHOCTb NepcoHarna.

7.3.3 BxoaHble AaHHble NPOeKTUPOBAHUA U pa3paboTku

BxoaHble gaHHble, oTHOCSAWMECH K TpeboBaHMAM K NPOAYKLUWKN, OOIMKHbI ObITb
onpeeneHbl, a 3annucn 4okHbl NogaepXMBaTbcsa B pabodemM cocTosiHuM (4.2.5).

BxoaHble gaHHble OOMMKHbI BKIOYaTb:

a) doyHKUMOHarnbHbIEe, SKcnnyaTtaunoHHble TpeboBaHus, TpeboBaHua ynobcTea
nornb3oBaHMs U  6HesonacHOCTM B COOTBETCTBUM C  NpefHasHaYeHHbIM
NPUMEHEHNeM;

b) npumeHnmbie perynupytome TpeboBaHMsa 1 CTaHA4apThbl;
C) NPUMEHUMbIE BbIXOAHbIE AaHHbIE MO MEHEAXMEHTY PUCKa;

d) Tam, rge 3To uernecoobpasHo, WMHGopMaLMo, B3ATYIO U3 NpenblayLmx
aHarorMyHbIX NPOEKTOB;



e) apyrme TpeboBaHus, BaxkHble ONs1 NPOEKTUPOBAHUSA 1 pa3paboTkmn NpoayKLuu
NN NPOLLECCOB.
BxoaoHble OaHHble [OMmkHblI ObiTb MpOaHanM3upoBaHbl Ha adeKBaTHOCTb W
odmumMansHO 0406 peEHbI.
TpeboBaHMa OOMKHLI O6bITb MNOMHLIMWU, HEABYCMbICNEHHLIMW, NPUrO4HBIMU AN
BepudmKaLumn nnm sanvaaumm u HenpoTUBOPEYNBLIMM.
[MpumedaHune - [ononHUTeNbHY MHGopMaL Mo MoxHO HanTh B IEC 62366-1.

7.3.4 BbixoaHble gaHHbIe NPOEeKTMPOBaAHUA U pa3padboTku
BbixogHble gaHHbIe NPOEKTUPOBaHUS U pa3paboTKN OOMKHbI:

a) COOTBETCTBOBATb BXOAHbIM AaHHLIM NPOEKTUPOBAHMS N pa3pabdoTKu;

b) obecneunmBaTb COOTBETCTBYHOLEN WHOPMaUMen B OTHOLUEHUN 3aKYMOK,
Npon3BOACTBa N 06 CNyXMBaHWS;

C) cogepxaTb KpUTepMU NPUEMKN NPOAYKL MM UM CCINKN Ha HUX;

d) onpepenatb XapakTEpPUCTUKN MPOOYKLMUKW, CYLLEeCTBEHHble ANnd ee
6Ge3onacHOro 1 NpaBuUibHOrO UCMObL30BaHKS.

BbixogHble  OaHHble MNpOeKTMpoBaHuUA U pa3paboTkv  OOmkHbl - ObiTb
npencrtaefieHbl B opMe, MO3BOMSOLWEN MPOBECTU BepudmKaumio OTHOCUTESTBHO
BXOAHbIX [aHHbIX MNPOEKTUPOBaHUA W pa3paboTkn, a Takke OOMkHbl ObiTb
0000peHbI [0 X NOCNeAYIoLWEro UCNOMNb30BaHKWS.

3anMcn  BbIXOOHbIX [AaHHbIX MPOEKTUPOBaHUA U pa3paboTKu  [OIKHbI
nogaepxvsaTtbca B paboyemM coctosiHum (4.2.5).

7.3.5 AHanus NpoeKTMpPoOBaHNA U pa3padboTKku

Ha Tex cTagusax, rge 9To uenecoobpa3Ho, [OOMMKEH NPOBOAMTLCS
CUCTEMATUYECKMA aHanM3 MpPOEeKTUPOBaHUA W pa3paboTKM B COOTBETCTBUM C
3annaHMpoBaHHbLIMU U JOKYMEHTUPOBAHHbLIMU MEPOTNPUATUAMM C LIESTbIO:

a) OUEHKM CrnoCOBHOCTN pe3yrnbTaTtoB MNPOEKTUPOBaHUS U pa3paboTku
COOTBETCTBOBATb TPEOOBaAHUAM;

b) naeHTumkaumm n npegnoxeHns HeodXoanMbIX OENCTBUN.

Takon aHanuM3 [OJbkHbl  BbINOMHATL  NpeacTaBuUTeENn  Cryx0, UMMeLWmMxX
OTHOLLEHWE K aHanM3npyembiM CTagusiM MPOEKTUPOBaHUA U pa3paboTku, a Takxke
apyrve creunanucTbl opraHmM3aumn.

3anncu pesynbTaTtoB aHanmMsa U BCeX HeobXoauMbiX OeUCTBUA OOSPKHbI
nogaepxumBaTbCsi B pabovyemM COCTOSIHUM U BKIHOYATb ONUCaHWEe NPOEKTa B pamMKax
aHanusa, BOBJI€YEHHbIX Y4aCTHUKOB U AaTy aHanuaa (4.2.5).



7.3.6 Bepudmkauma npoeKkmmpoBaHusi U paspaboTku

Bepudmkaumss npoekTnpoBaHus M pas3paboTkyM [OrPkHa OCYLIEeCTBIATLCA B
COOTBETCTBUM C 3anfiaHUPOBaHHbIMU U OOKYMEHTUPOBAHHLIMW MEPONPUSTUSMA
ans obecneyeHnst Toro, YTobbl BbIXOAHbIE AaHHbIE MPOEKTUPOBAHUSA 1 pa3paboTku
COOTBETCTBOBANIN BXOAHbIM AaHHbLIM MPOEKTUPOBAHNA N pa3paboTKu.

OpraHusauma [ospkHa [OOKYMEHTUpOBaTb MNriaHbl BepudmKauum, BKIYas
METOAbI, KpUTEPUM MPUEMKM WU, €CNN LilenecoodbpasHo, cTaTUCTUYECKne MeToabl C
ob6ocHOBaHNEM o6 beMa BbIGOPKU.

Ecrm  npegycMOTpeHHOe MpuUMEHeHMe coaepXuT TpeboBaHue, 4YTOObI
MeaULNHCKOoe uaagenue OBbIrio NOAKYEHO UM UMESO MHTepdenc ans coeanHeHns
Cc apyrum(n) meaumumHckumMm(n) msgenvem(smu), Bepudmkaums LofkHa BKIOYaTb
NPOBEPKY TOrO, YTO BbIXOAHbIE AaHHbIE NPOEKTAa COOTBETCTBYHOT BXOAHBLIM JaHHbIM
NpyY TakOM NOAKIIFOYEHUN UM COeANHEHUN Yepe3 MHTepdelC.

3anncu pesynbTaTtoB U BbIBOAOB MO BepudmKkaumm 1 HeobXoauMbIX AeNCTBUN
OOSPKHBI noaaepXuBaTbCca B pabodem coctosHun (4.2.4 n 4.2.5).

7.3.7 Banupgauusa npoeKTMpoBaHUA U pa3paboTku

Bannpauuna npoekTMpoBaHMA W pa3paboTKuM [AOIPkHa OCYLIECTBIATLCA B
COOTBETCTBUM C 3anfiaHUPOBaHHbIMU U OOKYMEHTUPOBAHHLIMW MEPONPUSATUSMA
ana  obecnevyeHnss COOTBETCTBUSI TOTOBOM Npoaykuum TpeboBaHMAM K ee
npeaHasHa4YeHHOMY Unn npeanosiaraeMomy NPUMEHEHNIO.

OpraHusaumna gorrkHa JOKYMEHTUPOBAaTh NNaHbl Banvaaumuy, BKYas MeToabl,
KpUTEPUM TMPUEMKM U, €CnivM uernecoobpasHo, CTaTUCTUYECKME MeTodbl C
obocHoBaHNeEM o6 beMa BbIGOPKU.

Bannpauua pormkHa OblTb npoBegeHa Ha TUMOBOM  (pernpe3eHTaTMBHOM)
nsgenun. TunoBoe wmsgenve MOXeT npencTaBnsaTb cobon nepBble 00Opasybl
NPOAYKLUK, NapTUM Unm nx akeuBaneHTbl. O6ocHOBaHWE BbIOOpA TakMX NPOAYKTOB
Ana Banuaauum OomkHO ObiTb JOKYMEHTMPOBaHO (4.2.5).

Kak 4yacTb Banugauum NpOeKTUPOBaHUS N pa3paboTKy opraHu3aumns OoIpkHa
BbIMNOMHATb  KIMIMHWYECKME  OUEHKM UM OLEHMBaHWE  (PyHKLMOHAmbHbIX
XapakTePUCTMK MEeOULMHCKOrO u3genMsi B COOTBETCTBUM C  MPUMEHUMbIMU
perynmpyoummmn TpedoBaHnaMu.

MeguUWHCKOE u3genue, WUCMonb3yemoe AN KIMHUYECKOW OLEHKU UK
OLEHMBaHUSA  (PyHKLUMOHAmNbHbIX XapaKTepUCTUK, He paccMaTpuBaeTca Kak
BbIMYyLLUEHHOE 4119 UCMOfb30BaHUSA NoTpebutenem.

Ecnn npegycmoTpeHHoe npumMmeHeHue TpebyeT, 4ToObl MeauumHCKoe nsgenue
OblNI0 MOAKIMOYEHO WM UMENO WHTepdenc Ana CoeguHeHuss ¢ Apyrum(m)
MeaUUMHCKUM(K) nsgenvem(smmn), To Banugauus SormkHa BKIHoYaTb NPOBEPKY TOrO,
4YTO TpeboBaHUA ANA NpegHa3Ha4YeHHOro Ny npegnoriaraemMoro NPUMeEHeHNs Obinu
BbINOSTHEHbI NMPU MOAKYEHUN NN COEAUHEHUN Yepe3 NHTepenc.

Bannpauusa gormkHa 6bITb NpoBeaeHa 40 NOCTaBKM NPOAYKLUK NOoTpebuTernto.

3anncu pesynbTaTtoB M BbIBOAOB MO Banvgauum U HEOOXOAUMbIX OEeNCTBU
OOIPKHBI NoaaepXuBaTbCca B pabodem coctosHum (4.2.4 n 4.2.5).



7.3.8 Nepepaya npoekTa n paspadboTku

OpraHusauma OorkHa OOKYMEHTUpOoBaTb npoueaypbl nepedadn BbIXOAHbIX
AaHHbIX MPOEKTUPOBaHNA 1 pa3paboTkn B NPON3BOACTBO. OTW Npouenypbl OOSMKHbI
obecneynTb, 4YTOObl BbIXOAHbIE AaHHble MPOEKTUPOBAHUA M pa3paboTkn Oblnn
BepndmUMpoBaHbl HA COOTBETCTBME TpeboBaHMAM MNPOM3BOACTBA, Npexae 4Yem
CTaTb OKOHYaTesNbHbIMA NPOU3BOACTBEHHLIMKN  cneundmkaunsamMm, W 4YToObI
NPOV3BOACTBEHHbIE BO3MOXHOCTM MOIMIN  COOTBETCTBOBATbL TpeboBaHMAM K
NPOAYKLUMN.

PesynbTaThl 1 BbIBOAbI Nepeaadn JOrmkHbl ObITb 3aperncTpupoBaHsbl (4.2.5).

7.3.9 YnpaBneHue UaMeHeHUsIMU NPOeKTUPOBaHUS U pa3paboTKu

OpraHusauma [OorpkHa OOKYMEHTMpOBaTb Mpoueaypbl  Ana  ynpa.rfieHus
N3MEHEHNAMUN NPOEKTUPOBAHNS N pa3paboTkn. OpraHnsaums ospkHa onpenensite
3HAaYUMOCTb M3MEHEHUN ONA (PyHKLMOHAmMbHbIX, IKCMyaTaunoHHbIX TpeboBaHun,
TpeboBaHuin yaobcTBa Nofb30BaHUA, 6€30MacHOCTU U MPUMEHNMbIX PErySIMPYHOLLMX
TpeboBaHMA B OTHOLUEHUN MEOULMHCKOrO M3denma M ero npeaycMOTPEHHOrO
NPUMEHEHWSI.

N3mMeHeHna B MNpPOEKTUpoBaHMM U paspaboTke  OOMKHbl  ObITb
NOeHTUPULNPOBaHbI.

1o BHeApEeHUSA N3MEHEHNS AOIMKHbI ObITb:

a) NpoaHann3npoBaHbl;
b) BepudmumnpoBaHs.l;
C) BanMampoBaHbl, eCriv 3TO LenecoobpasHo;

d) ogobpeHbl.

AHanmM3 M3MEHEeHWN MNPOEKTMPOBaHNA U pas3paboTKM [OSPKeH BKIOYaTb
OLEHMBaHWE BIIMAHNS M3MEHEHUA Ha COCTaBHbIE YacTu, nonydadpukaTbl UK yxe
NOCTaBIEHHYK NPOAYKLUMIO, HA BXOAHbIE WM BbIXOAHbIE OaHHbIE MEHeLXMEHTa
puycKa 1 NpoLeCChbl XXM3HEHHOTO LIKKITa NPOAYKLMMN.

3anncu nsMeHeHun, pesynbTaToB aHanm3a U3MEHEHU N ObIX HEOOXOANMbIX
AEeNCTBUN OOIDKHBI NoaAepXMBaTbCs B pabodemM cocTosiHuM (4.2.5).

7.3.10 ®annbl NPoeKTMpoOBaHUA U pa3paboTKun

OpraHunsaumsa gosrpkHa nogaepxuvBaTtb pann NpoOeKTUPOBaHUA U pa3paboTKu
ONs KaXOaoro Tvna unm cemenctsa MeguumMHCKUX nsgenun. [aHHbln doann OOSPKeH
BKIMHOYATb 3anmMCyM UM CCbINIKM Ha HUX, CCOOPMUPOBAaHHLIE ONA AEMOHCTpaLnn
COOTBETCTBUSA TpebOBaHUAM NMPOEKTUPOBAHNA N pa3paboTKM U 3anmcu U3MEeHEHUN
NPOEKTUPOBAHUA N pa3paboTKu.

7.4 3aKynkun



7.4.1 Mpouecc 3aKynok

OpraHusauuna gormkHa AoKYMeHTMpoBaTh npouenypsl (4.2.4), obecneymsarowpe
COOTBETCTBUE 3aKYMNIIEHHOM MPOAYKLNN YCTAHOBSIEHHLIM TPE6OBaHNAM K 3aKyrnKam.

OpraHusauma OorpkHa YCTaHOBUTb KpUTeEpuu AOfs OueHMBaHuMs U Bblbopa
noctaBLMKOB. Kputepun AOrmkHbl ObIThb:

a) OCHOBaHbl Ha CMOCODOHOCTM MNOCTaBLUMKA MOCTaBMATb  MPOAYKLINIO,
COOTBETCTBYHLLYH TpeOOBaHNSIM OpraHM3aLum;

b) ocHOBaHbI Ha pe3ynbTaTax AesTeNbHOCTN NOCTaBLLMKA;

C) OCHOBaHbl Ha BIUSIHUW 3aKyrnaemow NpoayKuMM Ha KavyecTBO MeAULMHCKOro
N3nenus;

d) nponopunoHarbHbl PUCKY, CBA3AHHOMY C MEAULMHCKUM N3O enneM.

OpraHunsaumna gorvkHa nraHMpoBaTb MOHUTOPUHT M MOBTOPHOE OLEHMBaHWE
nocTaBWMKOB. [O/mKeH OCYLLECTBIIATLCA MOHUTOPUIHI pe3yrnbTaToB eATeSlbHOCTU
NoCTaBLWKa B OTHOLUEHUN COOTBETCTBUA 3aKyrnaemMon NpoayKuum TpeboBaHMsSM.
PesynbTatbl MOHUTOPWHra [LOSMKHbI OblTb BKMOYEHbI BO BXO4HblE [AaHHblEe
npoLecca noBTOPHOIo OLEHMBAHUSA MOCTaBLUMKA.

HeBbINonHeHWe NoCTaBLLMKOM TpeboBaHMM K 3aKynaemMou npoayKuuu LOSDKHO
OblTb PACCMOTPEHO NPOMOPLUOHANbHO PUCKY, CBSA3aHHOMY C  3aKyrnaemown
NpoAYKUMEN N MPUMEHNMbBIMU PEryNMPYIOLLMMUK TpedoBaHNSIMI.

3anncu pes3ynbTatoB OLEHMBAHUSA, BblIOOpa, MOHUTOPUHrA U MOBTOPHOMO
OLEHMBaHUS BO3MOXHOCTEN MOCTaBLUMKA UMK pe3ynbTaToB AeATEeNbHOCTU U NoBbIX
HeobXoOUMbIX [OENCTBUW, BbITEKAOWMX U3 OTOW AOEATENbHOCTWU, AOIMKHbI
nogaepxmsaTtbca B paboyemM coctosiHuu (4.2.5).

7.4.2 Uucpopmauma no 3aKynkam
NHdopmaums no 3akynkam OOoSPkHa OnucbiBaTb UM COAepXaTb CCbISIKUM Ha
3aKynaemyto NpoayKumio, BKItoYasi, ecnm LenecoobpasHo:

a) cneundwmkaumm NpoayKLum;

b) TpeboBaHuMss K nNpuemkKe NpoAayKkuuKn, npouegypaMm, npoueccam w
obopyaoBaHuto;

c) TpeboBaHNA K KBanudmkal MM nepcoHarna NocTaBLUMKA;



d) TpeboBaHUA K cCUCTEME MEHE)KMEHTA KayeCTBa.

OpraHusauma gormkHa  obecneyvBaTb  afeKBATHOCTb  YCTAHOBIIEHHbIX
TpeboBaHWi K 3aKynkam 40 X COOBLLEHNSA NOCTAaBLLMKY.

NHpopmaumss No  3akynkam [JOfbkHa BKIOYaTb, €CrAM 3TO  MPUMEHUMO,
MMCbMEHHOE CorfalleHMe O TOM, YTO MOCTaBLWWK YBEOOMISET opraHuM3auuntio ob
N3MEHEHNAX B MOCTaBMseMOM NPOAYKUMM OO BHEOPEHUA 3TUX WU3MEHEHUA B
criydae, €ecnmM OHW OKasblBaldT BIIMAHWE Ha COOTBETCTBME  MPOAYKLUN
YCTaHOBMEHHbIM TPeOOBaHMSM K 3aKyrnkam.

B Tom cTeneHn, B KakoM 3TO HeobxoauMO AOns  OCYLUECTBIIEHUS
npocnexvBaemoctn (7.5.9), opraHmsauusi OorpkHa nogaepxveatb B paboyem
COCTOSIHUM COOTBETCTBYIOLLYHO MHGOPMaLUUIO Mo 3akynkam B OpMe OOKYMEHTOB
(4.2.4) v 3anucen (4.2.5).

7.4.3 Bepudmkauma sakynae Mon npoaykLmm

OpraHusauuna gorrkHa paspaboTaTh M OCYLECTBAATbL KOHTPOMb UMK MHbIE BUAbI
AeaTenbHOCTN, HeobxoauMble ONa obecrneyeHus COOTBETCTBMS 3aKynaemowu
NPOAYKLUN YCTAHOBSIEHHLIM TPEOOBAHUAM K 3aKymnKam.

Obbem pedatenbHOCTM nNo BepudmKauunm [OrmkeH OblTb OCHOBaH Ha
pesynbTaTax OueHMBaHWSA nocTaBWmka M ObiTb NPONOPLMOHANbHbIM - pUCKaM,
CBA3aHHbIM C 3aKyrnaemou npoaykumen.

Ecnn opraHusauma nonyvyaet WHGopMaumio O Kakux-imbo M3MEHEHUsIX B
3aKyrnaemon npogykuuu, TO OHa OOrpkHa OonpenenvTb, HAaCKOSbKO 3TU U3MEHEHUd
MNOB/MAKOT Ha MPOLECCHhl >KU3HEHHOINO LUMKMa Mpoaykumm wunn MeguumnHCKOe
nsgenve.

Ecnn opraHmMsaumna unn notpebutens npeanaraoT OCyLWeCcTBUTbL BepudmKaL o
Ha NpeanpuUATUN NOCTaBLLMKA, TO OpraHM3auna gOrmkHa YCTaHOBUTbL B MHGpopmaL mm
NO 3aKynkam npegnonaraemMble Mepbl MO Bepuukaumm 1M nopsgok Bbiycka
NPOAYKLUKN y NOCTaBLLMKA.

3anucu no BepudmKaumm OOKHbI NogaepXmMBaTbCs B pabovyemM COCTOAHUM
(4.2.5).

7.5 NMpounssoacTBo n obcnyxnBaHue

7.5.1 YnpaBneHue nponM3BoACTBOM U OOCIy>KUBaHUEM

[Mpon3BoacTBO U O6CMNyXMBaHWe AOSMKHbI MSIaHMPOBATLCHA, OCYLUECTBNSATLCS,
noaBepratbCs MOHUTOPUHIY W ynpaBreHuto Ons obecrneyeHnss COOTBETCTBUS
NpoAyKLUKN cneuundmKaLmnn.

Ecrm uenecoobpasHo, ynpaBnsemble YCroBUA MPOU3BOACTBA  [AOSMKHbI
BKIIOYaTb, HE OrpaHN4YMBasACb UMMU:

a) AOKYMEHTMPOBaHHbIE MpoLeaypbl M MeTodbl yrnpaBreHuss NpovM3Bo4CTBOM
(4.2.4);

b) KBanMdmKauno MHPaCTPYKTYpLI;



C) npoBedeHMEe MOHUTOpPUHrA U WU3MEPEHWUA NapamMeTpoB MPOLLECCOB U
XapaKTepUCTUK NPOaYKLNK;

d) Hann4ne 1 NpMMeHeHne 06opyaoBaHMSA 4N MOHUTOPUHIA U N3MEPEHWIA;
€) BbIMOMHEHME YCTaHOBIEHHbIX OMepaLui No MapkMPOBKE W YNaKOBKE;

f) ocywecTBneHne Bbinycka, MOCTaBKK U LENCTBUIA NOCSie NOCTaBKM MPOAYKLUN.

OpraHnsaumsa gosrpkHa paspabotaTb M nogaepXvBatb B pabodeM COCTOSIHUM
3anucn (4.2.5) OnNs Kaxgoro MeOuUMHCKOrO U3Lenust UM Kaxaon naptum
MEOULUMHCKMX  u3genun, 4tobbl obecneuntb UX  MPOCNEXMBAaEMOCTb B
COOTBETCTBUM C NyHKTOM 7.5.9 u onpegeneHve kKormdecTBa NPOU3BEOEHHON
NPOAYKUMN 1 NPOAYKUUKW, OO0DOpPEHHON ANA pacnpocTpaHeHus. 3annucu OOSPKHbI
6bITb BepdmMLMpOBaHbI 1 odmLnanbHO 0406 peHbI.

7.5.2 YncroTta npoaykumumn
OpraHusauna gormkHa JOKYyMeHTMpoBaTb TpeboBaHMs K YNCTOTE UM KOHTPOSO
3arpsA3HeHus NPoAYKL MU, eCru:

a) Npoaykumsa nepeq ctepunusaumen Wunm npuMeHeHMemM nNpoxogauT OYMCTKY B
opraHuM3auuu;

b) npoaykums nocTaBnsAeTCs HECTEPUIbHOW W MNOANEXUT O4YUCTKE nepen
cTepunmnsaumen n/vnm npuMeHeHNeMm;

C) NpoAyKUMA He MOXeT OblTb OuulieHa nepen cTepunu3aumnen  wu/mmm
NPUMEHEHMEM, HO €€ YNCTOTa UMEET 3HaYeHne A8 NPUMEHEHNS;

d) npoaykums nocTaBnseTcs Ans UCNOoNb30BaHUSA HECTEPUIBHON, HO ee YncToTa
SIBNSIETCS CYLLUECTBEHHON AN NPUMEHEHUS n3aenus;

€) peareHThbl, MPUMEHSIEMbIE 51 O4MUCTKN NPOAYKLNN, OOIMKHbI ObITh yAaneHb! B
npoLecce ee U3roToBeHns.
Ecnn npogykumsi nogBepraeTcs OYMCTKE B COOTBETCTBUMN C MEPEYUCTIEHNSIMA
a) unm b), TpeboBaHuA NyHKTa 6.4.1 HEe NPUMEHSAIOTCS 40 3Tana OYUCTKMW.

7.5.3 [leATeNbHOCTL MO MOHTaXy

OpraHusauma  OorkHa  OOKYMeHTMpoBaTb  TpeboBaHWst K MOHTaxy
MEOULMHCKOTO M3OEenMs U KpUTEPUU TMpPUEMKU ONa  BepudmKauum MOHTaxa
MEeANLMHCKOro nsgennd, ecnm npumMeHuMo.



Ecnu cornacoBaHHble ¢ noTpebutenem TpeboBaHUA MNO3BOSMAOT BbIMOMHATD
MOHTaX MeOULUMHCKOro M3genusi BHELUHEW CTOPOHOW, OTSIMYHOM OT OpraHu3auuu
W ee NOCTaBLWKA, OpraHusauusi O0SPkHa MpedocTaBUTb [OOKYMEHTUPOBAHHbIE
TpeboBaHMsI K MOHTaXy MeULMHCKOro n3aenusa n sepudmkaLm MoHTaxa.

3annucn o MOHTaxe W BepudmKauum MeOUUUHCKOro W3genus, KoTopble
BbINOSHSAET OpraHM3auust Unm ee NocTaBLUMK, OOIMKHbI NogAepxuBaTbCsi B paboyem
cocTosiHuK (4.2.5).

7.5.4 leaTeNnbHOCTL NO OOCNYXUBaHUIO

Ecrm obcnyxvBaHve MeOuUMHCKOrO u3genusa  sBfseTcs  YCTaHOBMIEHHbLIM
TpeboBaHneMm, opraHmMsauusi OorpkHa  paspabotaTtb  AOKYMEHTUPOBAHHbIE
npouenypbl MO OOCNyXMBaHWIO, CMNpaBOYHbIE MaTtepuanbl U pedepeHTHbIe
npouenypbl N3MepeHnd, ecrnm Heobxoanumo, ANA OCYLLECTBIEHUS 0BCnyXMBaHNSA U
BepudmKaLumn Toro, 4To TpeboBaHns K NPOAYKLNN BbIMOSHEHDI.

OpraHusauma  [orpkHa  aHanmusaupoBaTb  3anucu  no  OBCy»XMBaHUIO,
BbIMOSIHAEMOMY OpraHM3aLmnen nnm ee NoCTaBLLYKOM:

a) onsa onpegeneHuns, obpawaTtbes i ¢ MHoPMaLMen, Kak ¢ NPeTeH3nen;

b) ecnn uenecoobpasHo, MCNOMb30BaTb Kak BXOAHble [AdaHHble mnpouecca
YNyYLLEHWS.

3anmcn no  obBCnymMBaHUIO,  BLIMOSHAEMOMY  OpraHu3aunen wnm ee
NOCTaBLUMKOM, JOSMKHbI NogaepxmBaTbCs B paboyemM coctosiHum (4.2.5).

7.5.5 CneuynanbHble Tpe6o0BaHNA K CTe pUSIbHLIM Me AULMHCKUM U3aennam

OpraHmsaumna porkHa nogaepiuvBatb 3anucy No napameTpaMm npouecca
cTepunusaumm, NPUMEHSIEMOro ANs KaXaon napTum CTepunmndyemMon MpoayKLum
(4.2.5). 3anucm no cTepunusaumm SOSMKHbI NPOCEXMBATLCA AN KaOon napTum
Npov3BeAEHHbIX MEAULMHCKUX U3OESNUIA.

7.5.6 Bannpgauunsa npoueccoB npousBoacTsBa U 06cnyxuBaHusA

OpraHmnsaumna JospkHa BanvaupoBaTb Nobble npouecchl NpousBoAcTBa U
obcnyxmBaHuda, pesynbratbl  KOTOPbIX HEMb3A  NPOBEpPUTb  MOCPEACTBOM
nocregoBaTenbHOr0O MOHUTOPUHIA UMM U3MEPEHUs 1, cregoBaTeNlbHO, HeAOCTaTKu
KOTOPbIX CTAHOBATCA O4YEBUAOHbIMW TOMbKO [MOCMie Hayana WCnosfb30BaHUS
NPOAYKUMM Unn ee 06 Cry>XMBaHUS.

Bannpauua pomkHa nNpoAeMOHCTPUMpoBaTh CMOCOOGHOCTL 3TUX MNPOLLECCOB
MOCTOSAHHO AOCTUraThb 3arnfaHUPOBaHHbIX Pe3yrbTaToB.

OpraHnsaumnsa gospkHa OOKYMEHTMpOoBaTh npouenypbl BanugauuM npoueccos,
BKIOYas:

a) onpeneneHHbIe KPUTEPUN AN aHanM3a U ogo6peHust NPoLLECCOB;
b) onpeneneHne npurogHoCcT 060pyaOBaHMS U NOATOTOBIEHHOCTM NEepcoHana;

C) NPUMEHEeHMEe KOHKPETHbIX METOOO0B, NMpoLeayp U KpUTepmeB NPUEMKU;



d) ecrnm uenecoobpasHo, cTaTUCTMYECKME MeToabl C 060CHOBaHMEM 06bHEMOB
BbIOOPKY;

e) TpeboBaHug k 3anucam (4.2.5);
f) peBanvpaumio, BkNoYasi ee Kputepuu;

g) oaobpeHne N3MEHEHMI B NpOL,eCcCax.

OpraHusaumna gormkHa OKYMEHTMpoBaTh Npoueaypbl Banvgaumm npuMeHeHus
KOMMNbKOTEPHOIO MPOorpaMMHOro obecneyeHuns, NCrnosrb3yemMmoro B npon3BoaCcTBe U
obcnyxmBaHun. Takoe nporpamMmHoe obecrneyeHne OOSMKHO ObiTb BanMampoBaHoO
A0 ero nepBoro NPUMEHEHUs 1, ecin LenecoobpasHo, Nocrie BHECEHUSI U3MEHEHWI
B nporpaMmMmHoe obecnevyeHne unm ero mcnonb3oBaHne. KoHKpeTHbIM noaxon wu
OEeATEeNnbHOCTb MO BanMgauum W peBanvMgauum nporpaMmmMHoro obecneyeHus
OOMKHbl  ObITb  MPOMNOPLUMOHArNbHbI  PUCKY, CBSI3@HHOMY C  MPUMEHEHUEM
nporpaMMHoOro obecneyeHusl, BKoYasi ero BrMsHUE Ha COOTBETCTBUE NPOLYKL MK
crneumndmkaumnsm.

3anncu pesynbTaTtoB U BbIBOAOB, a TakKxke HeobXoguMbIX OEWCTBUMM MO
Banvaaumn, 4OSPKHbI NoaaepXunBaTbCs B pabovyem coctosiHun (4.2.4 n 4.2.5).

7.5.7 CneumnanbHble Tpeb6OBaHMA K Banuaauum npoLeccoB cTe punmnsauum
M cucremam 6apbepoB CTe pUITbHOCTU

OpraHmsaumna [JorpkHa [OKYMeHTMpoBaTb npouenypbl (4.2.4) Banupauum
npoueccoB cTepunms3aumm wn cuctem ©OapbepoB cTepunbHOCTW. [pouecchl
cTepunusaumm n cucteMbl 6apbepoB CTEPUNBHOCTU CreayeT BanuampoBaTb 40 UX
NepBOro NPUMEHEHNA N NOCIie BHECEHUS U3SMEHEHNIA NPOAYKLNN B NPOLLECCHI, ECNA
LenecoobpasHo.

3anncu pesynbTatoB M BbIBOAOB, a Takxe W HeobxoaumbiX AEeNCTBUA MO
Banvaaumn, 4OSPKHbI NoaaepunBaTbCs B pabovyem coctosiHum (4.2.4 n 4.2.5).

[MpumedanHne - JononHuTenbHy nHdopMaumnio MoxHo Hantu B ISO 11607-1 u
ISO 11607-2.



7.5.8 U peHmd nkauunn

OpraHusauma [orvkHa OOKYMEHTMpoBaTh npouenypbl No  uaeHTudmkaumm
NpoayKUMN U UOEHTUMUMPOBATL MNPOOYKLUMIO MOAXOAAWMMW CcpeacTBaMM Ha
NPOTSKEHUN NPOL,ECCOB XM3HEHHOIO LIMKIIa MPOAYKLMN.

OpraHusauma gormkHa naeHTuuMumMpoBaTb CTaTyc NPOAYKLMM MO OTHOLLEHMIO K
TpeboBaHMSAM MOHUTOPUHIA U U3MEPEHUN HA NPOTSPKEHUN MPOLLECCOB XMU3HEHHOIO
LMKIIa NpogyKumn.

NoeHTudmkauma ctatyca npogykumm OoIpkHa NoadepMBaTbCA Ha aTanax ee
NPOM3BOACTBA, XPaHEHUS, MOHTaXa U obcnyxuBaHnsa ana obecnevyeHmst NoCTaBKW,
NPUMEHEHUST WM MOHTaXa TOSIbKO TOM MPOAYKLMM, KOTOpad npowuia BCe
HeobXxoOUMblE BMAObI KOHTPOMS W UCMbITAHWA WM UMEET  odmumnanbHoe
paspeLLeHme Ha OTKINOHEHNE OT YCTaHOBIIEHHbIX TPeboBaHW.

Ecnn TpebyeTca npMMeHMMbIMU perynmpyrowmmMmmn TpeboBaHUsaMN, opraHmM3auns
AOIPKHa OOKYMEHTMPOBATb CUCTEMY YHUKaNbHOW UAOEHTUdMKauMM MeOULNHCKUX
n3genun.

OpraHusaumna gormkHa OOKYMEHTMpoBaTb npoueaypbl Ans obecneyeHnsa Toro,
YyTOObI MeguLUUHCKuEe  mnsnenus, BO3BpALLEHHbLIE  OpraHu3auuu, Obinn
NOEeHTMMUMPOBaHbI U OTAENEHbI OT NPOAYKLNK, COOTBETCTBYIOLLEN TpebOBaHUAM.

7.5.9 NpocnexnBaeMocTb

7.5.9.1 O6Lwue nonoxeHus

OpraHusauma [orkHa [OOKYMEHTMpoBaTb Mpouenypbl Ana  obecneyeHus
npocrnexuBaemMocTn. Takve npoueaypbl  OOMKHbI  OnpedensTb  CTeneHb
NPOCNEXMBAEMOCTN NPOLYKLUN B COOTBETCTBMM C NPUMEHUMbIMWU PETYNTUPYIOLLMMM
TpeboBaHMsMMU ©N 3anncK, KOTOpble Heobxoaumo nogaepXvBaTtb B paboyvem
cocTosiHuK (4.2.5).

7.5.9.2 CneumanbHble TpebOBaHMA K MMMNAHTUPYeMbIM MeAULUHCKUM
n3genusam

3anucu, Tpebyemble Ons NPOCEXMBAEMOCTU, OOSPKHbI BKMOYATb 3arnncu o
KOMMNOHEHTax, mMaTepuanax u YCroBuAX MPOU3BOACTBEHHOM cpenbl, €crin 3To
MOXET MpPUBECTU K HECOOTBETCTBUIO MEOULMHCKOrO u3genua 3agaHHbIM
TpeboBaHMsiIM 6e30MacHOCTU N (PyHKLMOHArbHBLIM XapakTepPUCTUKAM.

OpraHusaumna gorvkHa TpeboBaTb OT MOCTaBLUWMKOB YCMyr MO OOCTaBKe MM
ANCTPUOBLIOTOPOB Nogaep1BaTh 3anncu o pacnpegeneHnn MeauLMHCKUX n3genmm
A8 JOCTMXKEHNSA NPOCHEXMBAEMOCTN N AOCTYMHOCTU 3TUX 3anucen Ans NPOBEPK.

3anMcu 0  HauMmeHoBaHMM U agpece  rpysonosnydaTtens  OOSMKHbI
nogaepXxmBaTbcs B pabodemM cocTosiHuM (4.2.5).



7.5.10 Cob6¢cTBEHHOCTL NOTPEeOUTENEn

OpraHunsaumsa gormkHa uaeHTUdMUMpoBaTb, BepuduunpoBaTb, 3almwaTb W
COXpaHATb COBCTBEHHOCTb NOTPebUTENS, NpenoCTaBfeHHY A5 UCMONb30BaHUA
WA BKIKOYEHMS B NPOOYKUMIO, MOKa OHa HaxoguTcs nMod ynpaBreHueM
opraHuM3auun unm ncnosnbayetcs et. Ecrnm cobcTBeHHOCTb NOTpebuTens yrepsiHa,
noBpexageHa wunu npusHaHa HenpurogHoM ANg UCNOoNb30BaHUSA, MNoTpebutenb
AOImKeH ObITb 06 9TOM M3BELLUEH, a 3anncu OOSPKHbI NoAAEpPXKMBaATbCA B paboyem
cocTosiHuu (4.2.5).

7.5.11 CoxpaHeHue CcOOTBEeTCTBUSA NPOAYKLUN

OpraHusauma [OorpkHa OOKYMEHTMpOBaTb  Npoueaypbl MO COXPaHEHWUHO
COOTBETCTBUA NpoayKuum TpeboBaHMsIM B npouecce npousBOACTBa, XpaHeHUs,
00paboTkm M noctaBkn. CoxpaHeHWe COOTBETCTBUA OOIPKHO MPUMEHATBCA U K
COCTaBHbIM YacTAM MeaULMHCKOro n3aenusi.

OpraHusaumna OorpkHa NpedoXpaHaTb NPOAYKUMIO OT HEeCaHKLMOHMPOBAHHbLIX
N3MEHEHUN, 3arpA3HEHNA WM MOBPEXOEHUN, CBS3aHHbLIX C BO34ENCTBMEM
npegnonaraemblX YCIIOBUA U OMacHOCTEN B MpoLecce NMpou3BOACTBaA, XpaHEHUs,
06paboTKM 1 NOCTaBKN NOCPEACTBOM:

a) pa3paboTKku 1 co3gaHns NoAXoAsILLEN YNaKOBKM U TPAHCNOPTHOW Tapbl;

b) nokymeHTupoBaHus TpeboBaHUI K cneuunanbHbIM YCIoBUAM B Cllydae, ecrim
yrnakoBKa He MOXeT o6ecneynTb COXPaHHOCTb.

Ecrm TpebyoTcsa cneuuwanbHble YCIOBUS, TO OHM [OOIPKHbI MoABepraTtbCs
ynpasreHuo n pernctpauum (4.2.5).

7.6 YnpaBneHue obopyaoBaHueM Afii MOHUTOPUHra u
U3MepPeHuun

OpraHusaumsa [orpkHa onpeaeniTb MOHUTOPUHT U U3MEPEHUs, KOTOpble
HeobXoOMMO OCYLIECTBNATbL, a Takke obopygoBaHWe AN MOHUTOPUHIA U
n3MepeHnsa, Heobxoaumble AOns obecneyeHust CBUOETENbCTBA COOTBETCTBUS
NPOAYKL MM YCTAHOBIEHHbIM TPeboBaHMAM.

Oprannsaumnsa gormkHa AOKYMEHTUpOBaTb Mpoueaypbl Ans obecneyeHnss Toro,
YTO MOHUTOPUHI U W3MEPEHUS MOryT OCYLUECTBIIATLCA M OCYLLECTBIIAOTCSA B
COOTBETCTBUN C TPEOOBAHUAMMN K MOHUTOPUHIY U U3MEPEHMSIM.

Tam, r1ge Heobxogumo  obecneuntb  OOCTOBEPHOCTb  pesynbTaTos,
n3meputenbHoe obopyaoBaHue LOSMKHO ObITb:

a) oTkanmbpoBaHO U/MnNn NOBEPEHO B YCTaAHOBIEHHbLIE NEPUOAbLlI UK nepen ero
NPpUMEHEHEM MO 00pasLoBbIM 3TarioHaM, nepejarwmM pasmepbl eauHuL, B
CPaBHEHMM C MEXOYHAPOAHbLIMW UM HaLMOHalbHbIMY 3TanoHamu. [Npy oTcyTCcTBUM
Takux 3TanoHoB 0asa, Mcnosb3oBaHHas A5 KannmbpoBKM MM NOBEPKW, LOSMKHA
6bITb 3aperncTpupoBaHa (4.2.5);



b) oTperynnpoBaHo unmM NOBTOPHO OTPErynMpOBaHO Mo Mepe HeobxoauMOCTW.
Takasi perynmpoBka 1nm NnoBTOpHas perynmpoBka AOIPKHbI ObiTb 3aperncTpupoBaHbl
(4.2.5);

C) MOEHTUMLMPOBAHO C LIENbI0 YCTAHOBIEHMS CTaTyca KarmbpoBKy;

d) 3awmLIeHO OT peryrnMpoBOK, KoTopble caenanu Obl HeaencTBUTESbHbIMU
pe3ynbTaTbl U3AMepeHUs:;

€) 3alMLLEHO OT NMOBPEXOEHUA N YXyOLUEHUS COCTOAHUS B XO4e 3Kchnyatauuu,
TEXHUYECKOro 06 CrnyxMBaHnsi U XpaHeHus.

OpraHusaumna OospkHa BbINOSHATL KanMbpoBKY UM MOBEPKY B COOTBETCTBUN C
AOKYMEHTUPOBAHHbLIMU MpoLeaypamu.

Kpome TOro, opraHuMsaumsi [OOfbkHa OUEHUTb U 3apernMcTpupoBaTthb
AOCTOBEPHOCTb Npeablaylmx pes3ynbTatoB M3MEPEHUs, ecnvm OBHapyXeHo, 4TO
obopynoBaHne He cooTBeTcTByeT TpeboBaHuaMm. OpraHusaumst  [OSmkHa
NPeanpPUHATL COOTBETCTBYIOLIME OENCTBUS B OTHOLLEHUM Takoro obopynoBaHus U
noBon N3mMepeHHoOM NPoayKLUN.

3anncu pesynbTaTtoB KanmMbpoBKM WM MOBEPKU LOSMKHbI MOAOEPXMBATLCH B
paboyem cocToAHUM (4.2.5).

OpraHusauma gormkHa JOKYMEHTMpoBaTb Npoueaypbl Banvaaumm npuMeHeHus
KOMMNbIOTEPHOrO NporpaMMHOro obecneyeHns, NCnosrb3yemoro A5 MOHUTOPUHra 1
namepeHusi. Takoe nporpammHoe obecrneyeHne AOrmkHO ObITb BanMaMpoBaHO OO0
ero NepBoro NPUMEHEHNs N, ecnn LenecoobpasHo, Nocrie BHECEHNS U3MEHEHUIA B
nporpammMmHoe obecrneyeHne unm ero ucnornb3oBaHue. KOHKpPeTHbIM nogxog W
OEATENbHOCTb, CBsi3aHHass C Banvgauuen w peBanuoaumen nporpammHoOro
obecrneyeHns, OOMKHbI ObiTb  NPOMOPUMOHANbHbl  PUCKY, CBS3aHHOMY C
NPUMEHEHMEM MPOrPaMMHOro obecnedyeHusl, 1 ero BIUSIHUEM Ha COOTBETCTBUE
NpOoAYKLUKN cneundmKaLmnsam.

3anncu pesynbTaTtoB U BbIBOAOB, a TakKxe HeobXoguMbIX OEeWCTBUMM MO
Banvaaumm, 4OSPKHbI NoaaepXunBaTbCs B pabovyem coctosiHumn (4.2.4 n 4.2.5).

[MpumedaHne - [JononHUTENbHY0 MHGopMaL o MoxHO HanTu B ISO 10012.

8 UsmepeHue, aHanus u ynydweHue

8.1 Oowume nonoxeHus

OpraHnsaumnsa gosrmkHa nraHnMpoBaTh UM OCYLLECTBATL MPOLLECChl MOHUTOPUHIA,
n3mepeHus (OLLeHKM), aHanusa n ynydleHunsi, Heobxogumble Ans:

a) AEMOHCTpaL M COOTBETCTBUSA NPOAYKLMM;

b) obecneyeHns COOTBETCTBUA CUCTEMbI MEHE)KMEHTA Ka4YeCTBa;



C) nogaepXxaHuna pesdyrbTatTMuBHOCTU CUCTEMbI MEHEOXMEHTA KaveCTBa.
OTO OOSPKHO BKMOYaThb onpeaneneHne rpmMmeHdemMblx MetTogos, B TOM YUCJIie
CTaTUCTUYECKMX, N obfacTn nx NnpPUMEeHeHuA.

8.2 MOHUTOPUHI N N3MepeHune

8.2.1 O6patHas cBA3b

B kayectBe ogHOro M3 cnocoboB OLEHKM pe3ynbTaTMBHOCTU CUCTEMDI
MeHeQ)XMeHTa KadecTBa oOpraHu3auma [[oibkHa cobupaTb  MHGopmaumio,
OTHOCSLLYIOCS K YOOBMETBOPEHUIO OpraHu3aunen TpeboBaHuMM noTpedutens, u
OCYLLUECTBIIATb €€ MOHUTOPWUHT.

MeTogbl MOMNy4YEHUST M UCMOMb3OBAHUA 3TOW WHEoOpMaLMM OOKHbl ObITb
AOKYMEHTUPOBAHLI.

OpraHusaumna gorpkHa OOKYMEHTUpOoBaTh npouenypbl No npoueccy obpaTHoM
cesa3n. [pouecc obpaTHON CBA3M AOIPKEH BKMOYATb NOPSAOK cOopa AaHHbIX, Kak
Ha CTagun NpPomM3BOACTBA, Tak U NOCTNPON3BOACTBA.

NHdopmaums, cobpaHHas B  npouecce obpaTHOM CBA3KW, O0IDKHA
MCNOMb30BaTbCS B KayeCTBEe MOTEHUMarbHbIX BXOAHbLIX OAHHbIX B MEHEOKMEHT
puycKa C Lieflbl0 MOHUTOPUHIa 1 nogaepxaHna TpeboBaHuMM K NPoaYyKLMK, a Takxe K
npoLeccam ee XXM3HEHHOTO LiMKa U npoueccam ynyyLUeHus.

Ecrm B COOTBETCTBUM C MPUMEHMMbIMU perynmpyrommm  TpebdoBaHnsiMn
opraHM3auna OoSfPkHa HakanivMBaTb OnpedeneHHbi  OnblT  Ha  OCHOBaHWUU
MHJpopMaLMK, MOSIyYEHHONW Ha MOCTNPOU3BOACTBEHHOM CTaguW, aHanua Takoro
OnblTa SOSMKEH ABNATLCSH YacTbHo NpoLecca obpaTHOM CBSA3MW.

8.2.2 PaccmoTtpeHuMe npeTeH3un

OpraHusauma [ormkHa [LOKYMEHTMpoBaTb Npoueaypbl Afs CBOEBPEMEHHOMO
pPacCMOTPEHNST MNPETEH3UN B COOTBETCTBMM C MNPUMEHUMBbIMA  PEryNNPYOLLMMM
TpeboBaHunsiMn. [JaHHble npoueaypbl AOSPKHbI, MO MEHbLUEN Mepe, yCTaHaBMBaTb
TpeboBaHus 1 pacnpegeneHme oTBETCTBEHHOCTU B OTHOLLEHWN:

a) Nony4YeHnst n perucTpauum nHgopmaumm;

b) oueHnBaHMs MHGOPMaUUK NS onpeneneHus Toro, ABNAeTcs nm obpaTHasd
CBSI3b NPETEH3UNEWN;

C) paccrenoBaHusi NpeTeH3un;

d) onpegeneHns HeobXOOMMOCTU  MHAOPMUPOBAHUA  COOTBETCTBYHOLLUMX
PEryrnMpytoLmx OpraHos;

€) 0EeNCTBUN C NPOAYKLMEN, B OTHOLLEHMM KOTOPOUW NOSTydeHa NpeTeH3us;



f)  onpegeneHna  HeobGXOOAMMOCTM  MHUUMMPOBATL  KOppekuunm  unm
KOoppeKkTupyowme 4eNCTBUS.

Ecnu kakas-nmbo npeTteH3ns He 6bina paccnegosaHa, To 060CHOBaHME OOIMKHO
ObITb OOKYMEHTMpoBaHO. Jltobas KOoppeKkuus unm KoppekTupylowlee AencTeBue B
pesynbTaTte pPacCMOTPEHUSI MPETEH3MU OOIKHbl OblTb AOKYMEHTUPOBaHbLI. Ecnn
NpoBefEeHHOEe paccrieoBaHMe MnokKasasno, YTO MPUYMHOMN TMPETEH3Un HABUIiachb
AeATeNbHOCTb  BHE  opraHuM3auun,  OOSKeH  OCyWecTBnAaTbCcs  obmeH
COOTBETCTBYHLLEN NHpOpMaLIMEN MeXy OpraHM3aLuven U BHeLHen CTOPOHOMN.

3anMcu no pacCMOTPEHUIO MPETEH3NA OOIMKHbI NogAepXMBaTbCs B pabodem
cocTosiHUK (4.2.5).

8.2.3 OT4eTHOCTL B perynupyroLime opraHbl

Ecrm npumeHumble peryrvpytoume TpeboBaHus 00s3biBalOT YBEAOMISIATb O
NPeTeH3nsIX, COOTBETCTBYIOLMX YCTAHOBIMEHHbIM KpUTEPUSM OTYETHOCTU O
HeGNaronpuATHbIX COBLITUSX UMM BbINYCKE MNOSICHUTENBHOMO  yBE4OMIIEHMS,
opraHuM3auus [OrpkHa  [OOKYMEHTUpoBaTb  npoueaypbl  ONs  yBeOOMIIEHUS
COOTBETCTBYHOLUMX PEryrMpytoLLMX OpraHoB.

3anucu, cBA3aHHble C OTYETHOCTbID B perynupytolme opraHbl, OOIPKHbI
nogaepxvsaTtbca B paboyem coctosiHum (4.2.5).

8.2.4 BHyTpe HHUIK ayauT

OpraHmsaumna  gorkHa NpoOBOOMUTb BHYTPEHHWE  ayauThbl Yyepes
3annaHMpoBaHHble WHTepBarnbl C Lefbl0 YCTaAHOBIMEHWS TOro, 4YTO cucTtema
MeHe>KMEeHTa KayecTBa:

a) COOTBETCTBYET 3anfiaHMPOBaHHbIM U AOKYMEHTUPOBAHHBbIM MEPOMNPUSTUSAM,
TpeboBaHMsIM HACTOSILLIEro cTaHgapTa, TpeboBaHMSIM K CUCTEME MEHEMKMEHTa
KayecTBa, paspaboTaHHbIM opraHu3aumen, 1 MNPUMEHUMbIM  PEryNMpPYHLLMM
TpeboBaHusM;



b) BHegpeHa pe3ynbTaTMBHO U NogaepKMBaeTcs B paboyeM COCTOSHUMN,

OpraHusauma gorpkHa  OOKYMEeHTMpoBaTb — MNpouenypy,  onpeaenstoLLyro
OTBETCTBEHHOCTb W TpeboBaHuUs K MNSIAHUPOBAHUIO W MPOBELEHVNIO ayauToB,
3anucsam 1 oT4eTam O pesyrnbTatax ayguTa.

[porpamma ayouToB OOSPKHA MMaHMPOBaTbCA C YYETOM CTaTyca M BaXXHOCTU
npoueccoB W obracTu ayauTa, a Takke pes3ynbTaToB npeablgywumx ayauTos.
Kputepun, obnacte npuMeHeHus, 4Yactota M MeTodbl ayauToB AO0IkHbl ObiTb
onpegeneHbl U 3aperMcTpupoBaHbl (4.2.5). Bblbop ayamTtopoB M npoBedeHue
ayamToB O0SPKHbI obecneymBaTbh 06 BEKTMBHOCTL M BECNPUCTPAcTHOCTL npouecca
ayauta. AyauTopbl He LOSMKHbI NPOBEPSTH CBOK COBCTBEHHYIO paboTy.

3anncu B OTHOLLEHUW ayaouTOB M UX Pe3ynbTaToB, BKMYas MAEHTUMKaumo
npoueccoB n obnacten ayouta, a Takke BbIBOAOB MO ayauTy, AOOSPKHbI
nogaepxmBaTbcs B pabodemM cocTosiHuM (4.2.5).

PykoBO4CTBO, OTBETCTBEHHOE 3a MNpoBepsieMble 0bnactTn OesaTernbHOCTH,
aomkHo  obecneymBatb, YTOObI  MOOble  HeobxoAuMbIE  KOppPeKuun U
KOppeKTUpytowme LENCTBUS MpeanpuHuMmanicb 6e3 U3nuwHen OTCPOYKU Ons
yCTpaHeHUs1 OOHapy>XeHHbIX HEeCOOTBETCTBUMM M uX npuymH. [locnegytowme
OENCTBUA [LOSMKHbI BKMOYaTb BepudmKauuio MpeanpuHSaTbiX Mep U OT4eT O
pesyrbTarax Bepudmkamu.

[MpumedaHne - [JononHUTENbHY MHGopMaL Mo MoxHO HanuTu B ISO 19011.

8.2.5 MOHNTOPUHTI U U3MepeHUue npoLeccoB

OpraHunsaumsa gorpkHa NpuMEHsTb noaxoasiume MetToabl MOHUTOPUHIA U, eCru
9TO uenecoobpasHo, M3MEPEHUST MPOLLECCOB CUCTEMbl MEHeOXMeHTa KayecTsa.
9T MeTodbl AOMMKHbI OEeMOHCTpUpoBaTb CMOCOBGHOCTb MPOLECCOB OOCTUraThb
3annaHMpoBaHHbIX pes3ynbTatoB. EcrmM  3annaHnpoBaHHble  pes3ynbTatbl  He
AOCTUrHYTbI, OSDKHbI MPeanPUHUMATBCA KOPPEKLIMU N KOpPeKTUpyoLwme 0enCTBUS,
€cIin 3TO LenecoobpasHo.

8.2.6 MOHUTOPVWHI N U3MepeHne NpoayKLUN

OpraHusauma gorpkHa MNpPOBOAUTL MOHUTOPUHT U U3MEPEHUEe XapaKTepUCTUK
NPOAYKUMN C Uenbio BepudmKauum COOTBETCTBUS MPOLYKLUN YCTaAHOBIIEHHBLIM
TpeboBaHMsIM. OTO [OOSMKHO OCYLLUECTBNATLCSH Ha COOTBETCTBYIOWMX CTaausix
NPOLLECCOB XM3HEHHOTO LIMKa NPOAYKLMM U B COOTBETCTBUKN C 3ansilaHNPOBaHHbIMU
N OOKYMEHTUPOBAHHBLIMN MEPOMPUATUSMIN N AOKYMEHTUPOBAHHBLIMU MpoLeaypamu.

CBuaeTtenbcTBa COOTBETCTBUS KPUTEPUAM NPUEMKN OOSDKHLI NOSAEPKMBATLCS
B paboyem COCTOSHUKW. 3anucy OOSMKHbl yKasdbliBaTb JIMLO, CaHKLMOHMPOBAaBLUEE
BbiNyCcK  npoaykumm  (4.2.5). Ecrmm  uenecoobpasHo, 3anucu  OOSPKHbI
noeHTMdmumnpoBaTb 0bopynoBaHme, UCNOMb30BaHHOE A5 UBMEPEHWI.

Beinyck npogykumm u  obcnyxuBaHMe He [OOSMKHbl  OCYLLUECTBNATbCA A0
YCMELIHOro 3aBepLUEHMS 3annaHNPOBaHHbIX Y AOKYMEHTUPOBAHHbIX MEPONPUATUN.

Ona nMmnnaHTupyembiX MeOUUMHCKUX W3OEenMnA opraHMsauus [ofbkHa BeCcTU
3anucu no naeHTndmKkaumm nepcoHarna, nNpoBoasLLero Nobble BUObl KOHTPOMS Un
NCMbITaHWNA.



8.3 YnpaBneHne HeCOOTBETCTBYIOLIEN NPOAYKLMUEN

8.3.1 O6wume nonoxeHus

OpraHusauma pgormkHa obecnednBatb, 4YTOObI  NPOAYKUMS, KOTOpasi He
COOTBETCTBYET TpeboBaHuAM, Oblria naeHTUdMLMpoBaHa 1 ynpasenisnachb C Lesbio
NpeaoTBpalLEHNs  HernpegHaMEepPeHHOro  MUCMOMb30BaHWA UMM MOCTaBKMW.
OpraHusauma OorpkHa OOKYMEHTUpOBAThb Mpouenypy, onpedensdiollyto cpenctsa
yrpaBreHnsa, COOTBETCTBYKOLWME OTBETCTBEHHOCTb UM MOSIHOMOYMA  Ans
noeHTUMKaUnM, OOKYMEHTUPOBAHUSA, OTAENEHUd, OLEHMBaHUS WU pasMeELLEHUS
HEeCOOTBETCTBYIOLLEN MPOAYKLIUN.

OueHnBaHune HEeCOOTBETCTBUMN OOIDKHO BKMNOYaThb onpeaernexHue
HeoOXoAMMOCTM MPOBELEHNS paccrefoBaHNss W YBEOOMIEHUS  Kakom-rmbo
BHELUHEN CTOPOHbI, OTBETCTBEHHOW 32 HECOOTBETCTBME.

3anncuK 0 xapakTepe HeCOOTBETCTBUM U MHOObIX Nocreayowmx npeanpuHATbIX
OENCTBUSX, BKMOYasi oOueHuBaHWe, noboe paccrnegoBaHne un obocHoBaHME
peLleHnin, AOSMKHbI NoaaepXMBaTbCA B paboyemM cocTosiHuu (4.2.5).

8.3.2 [enctBuAs B OTHOLUEHMU HECOOTBETCTBYKOLUEM NPOAYKLUM,
OGHapyeHHOUW A0 NOCTaBKM

OpraHusaumna gorpkHa nocTynatb C HECOOTBETCTBYHOLIEN NPOAYKLMENA OOHUM
NN HECKONbKMMM cregytolmmm cnocobamu:

a) OCYLWECTBMATbL AENCTBUS C  Lenbl  YCTpaHeHWss  OOHapy»KeHHOro
HECOOTBETCTBUS;

b) ocywecTBnsaTb OAEWCTBUS C LEeNbio NPeaoTBpaLLeHNss ee nepBoHAYarnbHOro
npegnonaraemoro UCMnorb30BaHUsS UM NPUMEHEHWS;

C) CaHKLMOHMPOBAaTb €€ MCMNOoSib30BaHMe, BbINYCK UM NPUEMKY NO pa3peLleHunto
Ha OTKJIOHEHME OT YCTaHOBJIEHHbIX TPeboBaHUN.

OpraHusauma gorkHa obecrneymBaTb, YTOObI MPUHATUE HECOOTBETCTBYHOLLEN
NPOAYKUMM MpU  MOSYyYEHUN pas3pelleHns Ha  OTKIIOHeHMe Morfo  6biTb
OCYLLUECTBIIEHO TOMbKO B TOM Crlydae, eCcfiiM 3TO [OMyCcKaeTCs peryrnmpyrowmmm
TpeboBaHusMW. 3anMcn O MNPUHATUM  pas3pelleHnss Ha  OTKMOHEHWEe U
MoeHTUUKaUnMM nmua, CaHKUMOHMPOBABLLErO paspelleHne Ha OTKIOHEHWuE,
OO0SPKHBI NoanepXmBaTbCcs B pabodem cocTosiHum (4.2.5).



8.3.3 [denctBuAs B OTHOLUEHMU HECOOTBETCTBYIOLUEM NPOAYKLUM,
oGHapyXeHHOM nocrie NoCTaBKU

Ecnn HecooTBeTCTBYHOWAS NPOAYKLMS BbisiBfieHa NOCe NOCTaBKM UK Havarna
NPUMEHEHNS, OpraHM3auna OOoSPkHa NPeanpuHATbL AeNCTBUSA, COOTBETCTBYHOLLME
nocneacTBMAM UK NOTEeHUManbHbIM NOCNeaCTBUAM HECOOTBETCTBUS.

3anucn npeanpuHATBIX OEUCTBUA OOSKHbI NoaaepXuMBaTtbCsl B paboyvem
cocTosiHuK (4.2.5).

OpraHusauma gospkHa OOKYMEHTMPOBATh Mpoueaypbl BbiMycka U MPUMEHEHUS
NOSICHUTENMbHbIX YBEOOMSEHUA B COOTBETCTBUN C MPUMEHUMbIMU PErYNNPYIOLLMMMA
TpeboBaHnsMN. DTU NpoLeaypbl LOSMKHbI ObITb rOTOBbI K BBEAEHWUIO B AENCTBUE B
noboe Bpems.

3anncu  OencTBuMrM MO  BbINYCKY MNOACHUTENbHBLIX YBEOOMSIEHUA  [OOSMKHbI
nogaepxmBaTbcs B pabodemM cocTosiHuM (4.2.5).

8.3.4 Nepenenka

OpraHusauma OofkHa  BbINOMHATb — Nepedenky B COOTBETCTBUM  C
AOKYMEHTUPOBAHHLIMM npoueaypaMmu, NpuHMUMaa BO BHUMaHWE MNOTeHUManbHble
HexenaTesibHble NOCNeaCTBUA BO3AENCTBUA Nepeaesiku Ha NPoayKLKo.

OTU npouenypbl OOSMKHbI MPOATU TOT Xe aHanM3 u opgobpeHue, Kak U
nepBoOHavarbHble npoueaypobl.

[Nocne 3aBepLUeHNa nepenenkn Npoaykums gormkHa ObiTb BepudmumpoBaHa Ha
COOTBETCTBUE MPUMEHNMbBIM KPUTEPUSM MPUEMKN N PETYNNPYIOLLMM TpeboBaHNAM.

3anncu o nepegernke AoSMKHbI NoaaepxunBaTbCcs B pabovyem coctosaHum (4.2.5).

8.4 AHanun3 gaHHbLIX

OpraHusauus gorpkHa OOKYMEHTMpOBaTb MpoLeaypbl onpedeneHus, cbopa m
aHanm3a COOTBETCTBYWOLWMX [OaHHbIX AN  AEMOHCTpauuM  NpUrogHocTH,
afeKBaTHOCTU U pe3yrbTaTUBHOCTM CUCTEMbI MEHEO)XKMEHTa KadyecTaa.

O™ npouenypbl AOMMKHbI BKMKOYATb OMNpedeneHne noaxoasmx MeToOoB
aHanu3a, B TOM YMChe CTaTUCTUYECKME METOAbLI M 06NacTb UX MPUMEHEHNS.

[aHHble [OomkHbI BKMOYATb  MHGOpPMaUMIO, MOJyYEHHYO B pesynbrate
MOHUTOPMHIA N U3MEPEHUs], a TaKXe U M3 OPYrMX COOTBETCTBYHOLLMX UCTOYHMKOB,
BKIMOYas, MO MeHbLLEN Mepe, AaHHbIE:

a) obpaTHOWN CBA3Y;
b) cooTBETCTBUA TPEOOBAHUAM K MPOAYKLUN;

C) XapakTepucTvkam W TeHOEHUMsSIM MPOLLEeCCOB W NPOoAYKUMM, BKIOYas
BO3MOXHOCTW MO YNYyYLLEHWIO;

d) noctaswwyKawm;

e) ayguTam;



f) oTyeTam No TexHM4YeCcKoMy OBCIy>KMBaHUIO, eCIN LienecoobpasHo.
Ecnn aHanua gaHHbIX yKasblBaeT Ha TO, YTO CUCTEMA MEHeOXMeHTa KadecTBa
He ABnSeTCs NPUrogHoOW, afeKkBaTHOW UM pe3yrbTaTUBHOW, OpraHu3auunsa OorpkHa
NCNOMb30BaTb 3TOT aHanNM3 Kak BXoAHble AaHHble AN1A YryylleHnus B COOTBETCTBUM
c 8.5.
3anncuK pesynbTaTtoB aHanmMsa gaHHbIX OOSPKHbI nogaepxmBatbCcs B paboyem
cocTosiHuK (4.2.5).

8.5 YnyuweHue

8.5.1 O6wwme nonoxeHus

OpraHmsaumnsa gorkHa  mgeHTudmumpoBaTb W OCYLIECTBNATbL — JftoOble
N3MEHeHnsa, Heobxogumble OnNs obecneyeHuMst U NOOAEepXaHUst MOCTOAHHOM
NPUrogHOCTWN, adEeKBATHOCTM W Pe3ynbTaTUBHOCTU CUCTEMbI  MEHEIKMEHTA
KayecTBa, a Takke 06e30nacHOCTM W  YHKUMOHAmNbHbLIX  XapaKTepUCTUK
MeOMULNHCKMX N3O, NCNOSMb3ysa NONMUTUKY B 0BNacTu KadecTBa, Lenv B obnactu
KayecTBa, pe3ynbrTartbl ayguToB, MOCMENpoAaXHoOro HabnogeHus, aHanmsa
OaHHbIX, KOPPEKTUPYIOLLMX U Npeaynpexaatolmx AeENCTBMIA N aHanmM3a co CTOPOHDI
PYKOBOACTBA.

8.5.2 Koppekmpytowme aencrema

OpraHusauna gormkHa npegnpyHMMaTth OENCTBUS C LEenblo YCTPaHEHNST NPUYMH
HECOOTBETCTBMI AN NpeaynpexneHusi NoBTOPHOTO MX BO3HWKHOBEHMS. Jlobble
HeoOXoAUMbIE KOPpPEKTUpyoLME AOeNCTBUA OOSMKHbl  OblTb  MpUHATLI  6e3
HeoboCcHOBaHHOW  3agepxkn. KoppekTupyioupme OencTBus  A0mkHbl  ObiTb
nponopumoHarnbHbl NOCNeaCTBUAM BbiSIBIEHHbIX HECOOTBETCTBUIA.

OpraHusauma [JorpkHa OOKYMEHTUpoBaTb npouenypy Ans  onpeneneHus
TpeboBaHWM K:

a) aHanM3y HeCoOTBETCTBUN (BKMNOYas NPEeTEH3UN);
b) ycTaHOBREHWUIO NPUYMH HECOOTBETCTBUIA;

C) OUEHMBAHWIO HeoBXOOMMOCTU [OEeWCTBUKW, 4YTOObl M3bexaTb MNOBTOPEHUS
HECOOTBETCTBUN;

d) nnaHuMpoBaHMIO W OOKYMEHTMPOBAHWIO HEOOXOAUMbIX OAEeNCTBUA U UX
OCYLLIECTBIIEHWIO, BKIKOYad, eCri LieriecoobpasHo, akTyanMsauno AoKyMeHTaumu;

e) BepudMKauMM TOro, YTO KOPPEKTUpYyLMEe [OEeNCTBUA He OKa3blBalT
HeraTMBHOIO BIUSIHUS HA COOTBETCTBME PEryNMPYIOLLMM TpeboBaHMAM, a Takxe Ha
6e30nacHOCTb 1 YHKLMOHarbHbIE XapakTEPUCTUKN MEAULIMHCKOIO U3Oenns;



f) aHannsy pe3ynbTaTMBHOCTN NPEANPUHSATBIX KOPPEKTUPYHOLLMX 4ENCTBUIA.
3anncu pesynbtatoB NOOOro paccrenoBaHus U NPeanpuHATbIX AeNCTBUN
OO0IPKHBI NoanepXmBaTbCcs B pabodemM cocTosiHun (4.2.5).

8.5.3 NMpeaynpexaarwme aemcTBus

OpraHusaumna gorpkHa onpedenntb LENCTBUS C LeNblo YCTPaHEeHUa MNpUYmH
NOTEHUManbHbIX HECOOTBETCTBMM  ONs  NpeaynpexngeHus  nx  rnosiBreHus.
[Mpepynpexgaoume AencTBUA O0MkHbl ObiTb MPONOPLUMOHanbHbI NOCNEACTBUAM
NOTEeHUManbHbIX Npobrem.

OpraHusauma [gorpkHa [OOKYMEHTMPOBATb Npoueaypy, YCTaHaBfMBAOLLYHO
TpeboBaHus K:

a) onpeaneneHunto noTeHumaribHbIX HECOOTBETCTBUN U NX NPUYnH,

b) oueHuBaHMIO HeobXOAMMOCTM OEUCTBUA C Uernblo  npeaynpexaeHns
NOSIBNEHUSs HECOOTBETCTBUN;

C) NNaHUMPOBaHUO W [OOKYMEHTUPOBAHUIO HEOOXOAUMbIX OEUCTBUA U UX
OCYLLECTBIEHUNIO, BKIHOYAs, €CNM LienecoobpasHo, akTyanMsauunio 4oKYMeHTaLU uu;

d) Bepudmkaumm TOro, YTO AENCTBUS HE OKa3blBalOT HEraTMBHOMO BIMSIHUA Ha
COOTBETCTBUE perynupylomMm TpeboBaHusM, a Takxke Ha 6e3onacHocTb W
JoyHKLMOHanbHbIe XapakTepUCTUKU MeULIMHCKOro U3aenvs;

€) aHanuay pes3ynbTaTUBHOCTU MNPEANPUHATBLIX Npeaynpexnarowmx LENCTBUN,
ecnu uenecoobpasHo.

3anncu pesynbtatoB MobbLIX paccrnefoBaHu U NPeanpuHATLIX  AeNCTBUN
OO0SPKHBI NoaaepmBaTbCca B pabodemM cocTosiHuM (4.2.5).

NMpunoxeHune A (cnpaBo4yHoe). CpaBHeHue
coaepxaHuga ISO 13485:2003 u ISO 13485:2016

[MpunoxeHune A
(cnpaBo4HoE)

B Ttabrnuue A1 npuBegeHa WHGoOpPMaUMsA O BHECEHHbIX W3MEHEHUSIX B
HacToswmn ctaHgapT (ISO 13485:2016) no cpaBHEHMIO C nNpeablaywmMm nsgaHmem
(ISO 13485:2003).

Tabnmua A1



MyHkTHI ISO 13485:2016

KoMMeHTapum K W3MEHEHUSM MO CPaBHEHUIO C
npeabliaywmm naganunem (ISO 13485:2003)

BBenenue

Pa3bsACHAeT  3HayeHWe  TPeTbero  u3gaHus
HacToALIero cTaHgapTa




O6Lwme nonoxeHus

BkntoyaeTt ceba 3HauuTenbHo  Oorblue
nogpobHocTe CBA3aHHbIX C OCODEHHOCTAMU
OopraHu3zauun, oxBaTbiBaeMblX  TpeboBaHUSMU
HacTosILEero ctaHgapTa, B TOM Yucne no crtagusim
YXM3HEHHOro LMKna.

B
n,

Ob6bsacHaeT, 4Tto TpeboBaHuA cTaHgapTa MoryT
OblTb NPUMEHEHbl NOCTaBUWWKaAMU WK OPYruMu
BHELLHUMM CTOpoHamu [obpoBonbHO §Mbo B
COOTBETCTBUN C TPEOOBAHUAMM KOHTPAKTA.

BkroyaeT obsizatenscTtBa opraHM3auun B pamkax
CUCTEMbl MEHEMKMEHTA KadecTBa MNPUMEHATb
perynupytoume TpedoBaHus.

NHdopMmmpyeT opraHu3aummM O  pasnmuuax B
cucTemMax perynmpoBaHuMa u UX 006SA3aHHOCTU
NOHMMAaTb, Kak 3Tn TpeboBaHua 6yayT BMATL Ha
NX CUCTEMY MEHEKMEHTA Ka4yecTBa.

[lobaBnsaeT 0b6s3aTenbCcTBO YOOBIETBOPSATH
CODCTBEHHbLIM TpeboBaHuaM K cucteme
MEHEeKMEHTAa KavyecTBa.

YcTaHaBfmMBaeT akUeHT Ha  HeobxoguMmocTu
"yooBneTBopeHns TpeboBaHuA noTtpebutens wu
NPUMEHUMbIX  perynupyloumx  TpeboBaHun K
obecnevyeHntio 6e30nacHOCTU U PYHKLMOHASTbHbIX
XapakTepucTuk".

MogyepkmBaeT, 4To TpeboBaHMA K Mpo4YyKLMM,
KOTopble cBsA3aHbl ¢ obecneyeHnem 6e30nacHoOCTH
N PYHKUMOHAmNbHbLIX XapaKTEPUCTUK, SBNSKOTCS
BaXXHbIMW.

[obaenseT gBa ¢akTopa BUSHUSA Ha npupoay
CUCTEMbl MEHeOXXMEHTa KayecTBa, KOTOpble He
6b1nn B nepBoHa4arbHOM n3gaHun
(opraHuM3aUMOHHas cpega W perynuvpylowme
TpeboBaHus).

YTOYHSIET, 4TO oOpraHuM3auusi He o0b0s3aHa
NPMBOOMUTL CBOK OOKYMEHTALMIO B COOTBETCTBMM
CO CTPYKTYpPOM HaACTOSILLEro cTaHgapTa




PasbdacHeHne noHATUmn

[obaBnsieT [nOBa AOMONMHUTENbHBLIX  KpUTEpPWUS,
CBSI3@HHbIX C PErynMpyroLLMMn TpeboBaHUAMU:

- cobrnoaeHne perynmpyroLLMx TpeboBaHuii;

- TpeboBaHMs, HeOOXoAUMbIE ANt OCYLLECTBIIEHUS]
MEHe)KMEHTa pucka.

Onpenenser npegenbi MNPUMEHEHMST  TepMUHA
"pnck" oTHocuTenbHO obecneyeHnss 6esonacHOCTU
N (PyHKLMOHAmbHBIX XapakTePUCTUK MEAULMHCKOro
n3genus Nnm B Lensax COOTBETCTBUSA
perynmpytowmm TpeboBaHusaM.

PasbacHaeT, 4YTO TepMWH "OOKYMEHTMpoBaHO"
BKMoyaeT B cebs HeobxoaMMOCTb CO3aaHus,
BHeJPEeHVS 1 NoAaepKaHus.

PasbAacHSeT, 4TO TepMUH "NpoayKumMa” OTHOCUTCSA K
pesyrnbrataM, KOTopble npefHasHavyeHbl A5s
notpebutena wumM MM 3atpeboBaHbl,  Un
npeacTaBnaAloT cobon 3agaHHbl  pesynbTaT B
npouecce npoMsBoaCcTBa NpoayKLum

[MpoueccHbIN noaxon,

PacLumpsieT 06bACHEeHMA NpoLLecCHOro noaxoaa

Cssasb ¢ ISO 9001

Onpepenset cBasb mexay ISO 13485:2016 u ISO
9001.

YKa3sblBaeT, YTO CTPYKTypHas B3aUMOCBSI3b Mexay
ISO 13485:2016 wu ISO 9001:2015 ©yger
npuBeaeHa B NpunoxeHun B.

NCKnoueHO unCnonb30BaHWE KypCcuMBa TEKCTa B
CTaHOoapTe Aand o00O03Ha4YeHuUst W3MEHEeHUN Mo
cpaBHeHuto ¢ ISO 9001:2008




1 O6nacTb NpUMeHeHns

YKasblBaeT NpMMEHMMOCTb HacTOSALLEero cTaHgapTa
ONA opraHusauuin, KOTopble y4acTBYHOT B OOHOW
WM HECKOSIbKUX CTaguaX >KU3HEHHOro LMKIa
MeOWLMHCKOro nsgenvs.

YKasblBaeT, 4YTO HaCTOAWMK CcTaHgapT MOXeT
TaKkke ObiTb KCNONb3OBaH MNOCTaBLUMKAMU WU
BHEWWHMMM CTOPOHaMK, KOTOpble MNOCTaBfIAOT
NPOaYKL MO n CBSi3aHHblE C cuctemoun
MEHe>KMEeHTa KadecTBa oOpraHu3auum ycnymm
TakKUM opraHu3aumsim.

OnpenensieT OTBETCTBEHHOCTb OpraHM3auuMu 3a
MOHUTOPVHT, nogaepxaHue B paboyem cocTOosHUM
M ynpaBneHue npoueccamu, nepegaHHbIMA Ha
CTOPOHY.

PaclwmpseTt TpeboBaHus, KOTopble MOryT ObiTb He
NPUMEHUMbI K TOW WM WMHOW [OEATENbLHOCTU B
COOTBETCTBUM C MyHKTamMu 6 n 8.

PasbacHaeT, 4YTO TepMuH  “perynupyroume
TpeboBaHusa" Bkno4aeT B cebs 3akoHogaTeNbHbIE
aKkTbl (Hanpumep, 3aKOHbl, MOA3aKOHHbIE aKThl,
npeanucaHnss M AOUPeKTUBbI) W OrpaHuYnBaeT
cdepy npumeHeHus "perynupytowmx TpeboBaHun"
TOMbKO K CUCTEME MeEHeOXMeHTa KadecTBa, a
Takxe obecneyeHunto 6esonacHocTH nnm
OYHKLMOHASbHbBIX XapaKTeEPUCTUK  MeAULUMHCKOro
n3genus

3 TepMuHbI
onpegeneHuns

"

[lo6aBneHo HEeCKOMbKO HOBbIX OMNpeaeneHuin U
YTOYHEHbI HeKoTopble CyLLecTByOLLME
onpeaeneHus




4 Cuctema MeHeO)XMeHTa
KayecTBa

4.1 O6uwme TpeboBaHus

[obaBneHbl TpeboBaHMS K OOKYMEHTUPOBAHMIO
ponu(en) opraHnsaumu.

[lo6aBneHbl TpeboBaHus K onpeaeneHno
npoueccoB "C y4eToM ponu(en), ocyLLeCcTBNsEMble
opraHusauuen”.

[obaesneHo TpeboBaHMe  "MPUMEHSATb  PUCK-
OPUEHTMPOBAHHbLIN  NOAX0A4 K  ynpaBreHuo
COOTBETCTBYHOLWMN MpoLeccamun, HeodbxoanmbiMum
Ars CUCTeMbl MEHEO)KMEHTa KadyecTBa".

[lo6aBneHbl TpeboBaHus, OTHOCSLLMecs K
N3MEHEHMSIM B NpoLeccax.

[lo6aBneHbl TpeboBaHus, OTHoOCcSLLMecs K
BanMgauum NPUMEHEHMS KOMMbIOTEPHOrO
nporpaMMHoOro obecrnedyeHnsa, MCnonb3yemoro B
cUcTemMe MeHeXMeHTa KadecTBa

4.2 TpeboBaHus K
AOKYMEHTaLum

BkrtoyaeT B cebs npouecc ynpaBneHnsa 3anncsmm
B pamkax  TpeboBaHui K  yrnpaBreHuto
AOKYMeHTaLunen.

OnpenoeneH nepeyYeHb [OOKYMEHTOB, KOTOPble
OOMMKHbI ObITb BKMOYEHbl B dain MeauLUHCKOro
n3penvs.

BkrtoyeHo TpeboBaHMe OTHOCUTENBLHO 3almTbl
KOHJMAeHLMarnbHOM nepcoHasribHOM MHpopMaLuu.

[obaBneHo HoBoe TpeboBaHMe MO Cpokam
XpaHeHWs 3anncemn

5.6 AHamma cO CTOPOHBbI
pykoBoaCTBa

BkntodeHbl TpebGoBaHUS K  [AOKYMEHTMPOBAHMIO
npoueaypbl A58 aHanM3a co CTOPOHbI PyKOBOACTBA
n TpeboBaHMA [OnS NPOBEAEHMs aHanmsa Cco
CTOPOHbl  pykoBOACTBAa B  3amnnaHMpOBaHHbIE
MHTepBarbl B COOTBETCTBUM C JOKYMEHTUPOBAHHOM

npouenypon.

PaCUJI/IpeH nepedyeHb BXOAHbIX W BbIXOAHbIX
AaHHbIX OJ14 aHaln3a CO CTOPOHbI pyKOBOACTBA




6.2 Uenoseyeckue

pecypchl

BkntoueHo HOBOE TpeboBaHue no
OOKYMEHTUPOBAHUIO  MPOLLECCOB  YCTaHOBMEHUS
KOMMETEHTHOCTH nepcoHana, npoBeaeHus
oby4yeHus, obecneyeHus OCBEOOMSIEHHOCTU
nepcoHana

6.3 NHdpacTpykTypa

HobaBneHbl TpeboBaHUA K MHAPACTPYKType ANd
NpeaoTBpalLUeHNa nepenyTbiBaHUs NpoAYKUUM W
obecnevyeHnss  Haanexaiwlero obpalleHus C
npoayKumen.

B nepeyeHb BcrnomoraTenbHbIX ycnyr gobasneHa
"MH(popmaLMoHHas cuctema”

6.4 [poussoactBeHHast | [lobaBneHol TpeboBaHWA K OOKYMEHTUPOBAHUIO
cpena n KOHTPOSb | NPOM3BOLCTBEHHOMN cpenbl. [lo6aBneHbl
3arpsi3HeHus TpeboBaHus, CBsi3aHHblE C KOHTpOJSieM
3arpsi3HeHUsT  MUKPOdriopsbl N 3arps3HeHus
MEenKoaANCNEPCHbIMN YacTuuamMm Ongd CTEPUIbHbIX
MeAMLIMHCKUX n3aennn
7.1 [TnaHupoBaHue | [JononHuTenbHble TpeboBaHuss OobaBneHbl B
NPOLLECCOB  XM3HEHHOro | nepeyuncrieHne
LMKna NpoayKumm
7.2 [Mpoueccsl, | JononHuTenbHble TpeboBaHuss OobaBneHbl B
CBAA3aHHblE C | nepeyuncrieHue.
notpeburenamm
[oGaBrneHbl TpeboBaHMs K NogaepXaHUO CBA3U C
perynmpyroLmmMm opraHamm
7.3.2 [TnaHupoBaHue | [JononHuTenbHble TpeboBaHuss OobaBneHbl B
NPOEKTUPOBaHUS N | NnepeymncneHue.
pa3paboTku
NckntoveHsl TpeboBaHus, CBsi3aHHblE co

B3aMMOOENCTBMEM MeEXOY PasnMYHbIMK rpynnamu,
y4acTBYHOLLMMW B NPOEKTUPOBaHMM 1 pa3paboTke




7.3.3 BxogHble pAaHHble
Onst NPOEKTMPOBaHUS W
pa3paboTku

[ononHuteneHble TpeboBaHus gobasneHbl B
nepevncneHue.
OnpegeneHo, 4TO TpeboBaHUA AOOMMKHbI ObITb

Bepmcbmu,mpyeMbl MU 1Unn BannanpyemMbiMn

7.3.5 AHanua npoekta u
pa3paboTku

[o6aBneHbl NoapobHOCTN coaepaHus 3anmcen

7.3.6 Bepudwmkaums
NpoekTa un pa3paboTkn

[obasneHbl TpeboBaHWs Ans OOKYMEHTUPOBaHUA
NnraHoB Bepudukauumn, BkYas TpeboBaHus K
BepudmKkaumm nHtepdenca.

[obaBneHbl TpeboBaHMs K 3anucam Bepudukaumm

7.3.7 Bannpauusa npoekta
N paspaboTku

[obasneHbl TpeboBaHWs Ans OOKYMEHTUPOBaHUA
nNfaHoB Banugauun, BKMoYast TpeboBaHus K
Banuaauum nHtepdenca. [JobaeneHol TpeboBaHUA
Arns 3anucen Banuaaumm

7.3.8 llepemava npoekta
N paspaboTku

[o6aBneH HOBbI NOAMYHKT

7.3.9 YnpasrneHue
N3MEHEHNSIMU MPOEKTa U
pa3paboTku

[ob6aBneHo TpeboBaHME O BKMOYEHUN OLLEHKM
BINMUSAHUA U3MEHEHUN HA COCTaBHbIE YacTu U3aoenum
N yKe NOCTaBIIEHHYIO NPOAYKLMIO.

[o6aBneHbl noapobHOCTU NO uAeHTUdMKauum u
aHanusy n3amMeHeHumn

7.3.10 dannbl
NPOEKTUPOBaHMS n
pa3paboTku

[o6aBneH HOBbIV NOAMYHKT




7.4.1 lpouecc 3akynok

CoenaHbl  akUeHTbl Ha  KpuTepun  Bblbopa
nocTaBupmKa B  3aBUCUMOCTM  OT  BIMSIHUA
pe3ynbTaTtoB  OeAaTerlbHOCTM  MNoCTaBwMKa Ha
Ka4yeCTBO  MEOMUMHCKOro  U3Oenud,  PUckw,

CBS3aHHble C MEeOUUUWHCKUM M3OenveM, a Takxke
COOTBETCTBUE NPOAYKLIUK NPUMEHNMbBIM
perynmpyowmm TpeboBaHusaM.

[obaBneHbl HoBble TpeboBaHUs, CBA3aHHbIE C
MOHUTOPUHIOM n NOBTOPHOW OLeHKOW
NOCTaBLLMKOB, a TaKXe K OeNCTBUAMM, KOTopble
HeobxoaAMMO nNPUHATb, Korga TpeboBaHusa K
3aKyrnkam He 6yayT BbIMOMHEHbI.

Bknto4yeHbl AOMOSHUTENbHbIE nogpoGHoCTY,
OTHOCSILLMECS K COAepaHuIo 3anucen

7.4.2 WHdopmaumsa no
3aKynkam

[oGaBneHo HoBoe TpeboBaHMe AN BKIOYEHMS
yBeAOMMEHUA 06 WM3MEHEHUsIX B MNOCTaBSEMOM

npoayKumm

7.4.3 Bepudwmkaums
3aKyrnneHHon nNpoayKLuu

[lo6aBrneHbl HoBble TpeboBaHUS O OEATENbHOCTU
MO KOHTPOMKO M Mepam, KoTopble Heobxoammo
NPUHATD, Korga — opraHusauum — CTaHOBUTCS
N3BECTHO O KaKNX-NIMOO M3MEHEHMSIX B 3aKynaemom

npoayKumm

7.5.1 YnpasrneHue
NPOV3BOACTBOM n
obcnyxMBaHnem

[o6GaBneHbl  NOOpOOHOCTM,  CBSI3aHHblE  C
yrpaBreHneM Npou3BOACTBOM W OKa3aHUs yCryr

7.5.2 YnctoTa npoayKuum

[lononHuTenbHble nodaBrieHbl B

nepeyncrneHue

TpeboBaHus

7.5.4 [deatenbHoCTb MO
0B CcnyXMBaHuto

[o6aBrneHo TpeboBaHMe MO NpPoOBEAEHUIO aHanM3a
3anvceun JEeATENbHOCTMN, CBSA3aHHOMN C
obcnyxMBaHnem




7.5.6 Banvpauna | JononHuteneHble TpeboBaHust pobaeneHbl B

npoueccosB nepevncneHue.

npon3BoaCcTBa n

obcnyxmBaHus [oGaBneHbl  nNogpobHOCTW,  OTHOCALWMECS K
AeaTenbHOCTN, Tpebytowwen Hannmdauna npowueayp.
OnpegneneHo TpeboBaHue K Banuaaumm
NporpamMmmMHOro obecnevenus OTHOCUTENBbHO
PUCKOB, CBSI3AHHbIX C NPUMEHEHMEM MPOrPaMMHOro
obecneyeHus.
[o6aBrneHbl TpeboBaHUA, OTHOCALLMECS K 3annUcsm
no Banvgauum

7.5.7 CneuunanbHble | [lobaBneHbl TpeboBaHuA OnS cucTem Gapbepos

TpeboBaHus K Banuaauum | CTEPUNbHOCTH

npoueccosB

cTepunmMsaumm n

cuctemam 6apbepos

CTEPUINbHOCTHN

7.5.8 NgpeHTudomkauumns

[obaBneHbl  TpeboBaHMA  ONA  YHUKaNbHOW
noeHTudmnKaumum n3genui.
HobaesneHo  TpeboBaHWe  OOKYMEHTMPOBAHWUA

npouenypbl WOEHTUMKaALMM NPOAYKUUM, B TOM
yucrne B OTHOLLUEHUM uaeHTudmMKauum u crtaTyca
NpoayKLUMK B NpoLiecce NpovM3BOACTBaA

7.5.11 CoxpaHeHune
COOTBETCTBUA NPOLYKL UK

[lo6aBneHbl
COXPaHHOCTH

nogpobHOCTM N0  OOCTUKEHUIO

8.2.1 ObpaTHas cBA3b

[oGaeneHa uHdopMauna o ToMm, 4TOo obpaTHas
CBSA3b [OOfPKHA BKMoMaTb COOP AaHHbIX Kak C
NPON3BOACTBA, TaK M NOCHe NPO4aAXMN.

[obasneHo TpeboBaHne NCNofb30BaHUS 0bpaTHOM
CBS13M B NpoLeccax MEHEOAXKMEHTA pUCKa U B LIeNsix
nogaoepxaHus  CooTBeTcTBUS  TpeboBaHui K

npoayKumm




8.2.2
NpeTeH3nn

PaccmoTtpeHue

[o6aBneH HOBbIV NOAMYHKT

8.2.3 OT4YeTHOCTb B
perynmpytoLme opraHbl

[o6aBneH HOBbIV NOAMYHKT

8.2.6  MoOHUTOPUHT U
n3mMepeHne npoayKLmm

[o6aBneHo TpeboBaHMe N0 uvAEHTUdMKaAL MK
o60opyaoBaHUA, NCNOMb3YEMOro 4515 U3MEPEHNI

8.3 YnpasrneHue
HEeCOOTBETCTBYOLLEN
npogykumen

[o6aBrneHbl NogpobHOCTN, OTHOCSALLMECA K BMAOAM

KOHTpOsA, KOTOpble JOJTKHBI ObITb
AOKYMEHTMPOBAHDI.

O606LWeHbI TpeboBaHus o) BKITHOMEHUN
NpPeanpuHATbIX  OeUCTBUN n obocHoBaHuA

NPUHATBIX PeLLeHn.

[lo6aBneHbl TpeboBaHus,
pa3peLleHNsIM Ha OTCTYMNJSIEHME.

OoTHOCcALIMECH K

PasgeneHbl  TpeboBaHMA K ODOHapyXeHHbIM
HECOOTBETCTBUAM nepen NOCTaBKOW,
OOHapyXeHHbIM Mocfie MNoCTaBkM WU B Xoae
nepenenku.

[obaBneHo  TpeboBaHMe K  [OKyMeHTauuwm,
cBA3aHHOe C Bbloaden NOSACHUTESbHbIX
yBeOMIIEHNN

8.4 AHanus3 gaHHbIX

[ob6aBneHo TpeboBaHMe NO ONpeaeneHnto u

BKIIOYEHUIO  MoAXoAsWwmMx MeToAoB, BKMo4as
cTaTUCTUYECKMe MeToabl, W  CTeneHn  ux
NCMoNb30BaHUS.

[oGaBneHbl NOApPoOHOCTM B MNepeyvYeHb BXOAHbIX
JaHHbIX




8.5.2 KoppekTtupytoume | [lobaBneHo TpeboBaHMe O  HeobXxoaAMMOCTU
aencTeus ybeaouTbCca, 4YTO KOppeKkTMpyrome AOEeNCTBUS He
OKa3bIBaKT HEraTUBHOIO BIUSIHUA.

[oGaBneHbl TpeboBaHMs O HeobxooMMOCTKH
NPUHATUS  KOPPEKTUpyrowmx  Oencteun  0es
HeonpasgaHHOW 3a4epPXKKN

8.5.3 lpepynpexpatoume | [lobaBneHo TpeboBaHMe O  HeobXo4AMMOCTU
aencTeus ybeauTbCca, 4YTO npeaynpexgarwme OENCTBUA He
OKa3bIBaKT HEraTUBHOIO BITUAHUS

NpunoxeHune B (cnpaBo4yHoe). CooTBETCTBUE
mexay ISO 13485:2016 n ISO 9001:2015

[MpunoxeHne B
(cnpaBo4HoE)

B Tabnmuax B.1 n B.2 npuBeaeHo cootBeTcTBUe Mexay ISO 13485:2016 n ISO
9001:2015.

Tabnumua B.1 - CootBeTctBME Mmexay ISO 13485:2016 n ISO 9001:2015



MyHkTBI ISO 13485:2016

MyHkTHI ISO 9001:2015

1 O6nacTb NpUMeHeHns
4.1.1 (6e3 HaumeHoBaHUSA)

1 O6nacTb NpUMeHeHns

4.3 Onpegnenexue obrnactu
NPUMEHEHNST CUCTEMblI MEHEMKMEHTA
KayecTBa

4 Cuctema MeHem)KMeHTa KavyecTBa

4 Cpena opraHmsauum

4.1 TloHMMaHMe opraHu3aum un ee
cpeabl

4.2 T[loHumaHne noTpedbHocTEN U
OXnaaHnn 3anHTEPECOBaHHLIX CTOPOH

4.4 Cuctema MeHem)XMeHTa KadecTBa
N ee NpoLecchl

4.1 O6uwwme TpeboBaHus

4.4 Cnctema MeHem)XMeHTa KadecTBa
N ee NpoLecchl

8.4 YnpaBsrneHue npoweccamu,
npogykumen n ycnyramu,
NnocTaBNAeMbIMMN BHELLUHMU
nocTasBLUMKaMn

4.2 TpeboBaHua K JOKYMEHTaL MK

7.5 [JokymeHTnpoBaHHasa nHgopmaumus

4.2.1 O6Lume nonoxeHuns

7.5.1 O6wme nonoxeHnsd




4.2.2 PykoBoaCTBO MO Ka4yecTBy

4.3 Onpegnenexue obrnactu
NPUMEHEHNST CUCTEMblI MEHEMKMEHTA
KayecTBa

4.4 Cnctema MeHem)XMeHTa KadecTBa
N ee NpoLecchl
7.5.1 O6bwme nonoxeHusd

4.2.3 ®ann meguunHCKoro nsgenus

3KeusaneHmMHbIU MyHKM
omcymcmeyem

4.2.4 YnpaBrieHne LOKyMeHTaLunemn

7.5.2 Co3pgaHve n akTyanusaums

7.5.3 YnpaBsrneHue
AOKYMEHTMPOBAHHOM NHpopMaLInen

4.2.5 YnpaBrieHne 3anucamm

7.5.2 Co3gaHve n akTyanusaums

7.5.3 YnpasrneHue
AOKYMEHTMPOBAHHOM NHpopMaLInen

5 OTBETCTBEHHOCTb PYKOBOACTBA

5 IlngepcTBo

5.1 Ob6sasaTenbLcTBa pyKoBOACTBA

5.1 JlngepcTBo 1 NpMBEPXKEHHOCTb

5.1.1 O6wme nonoxeHnsd

5.2 OpueHTaumnsa Ha noTpedbutens

5.1.2 OpueHTaumnsa Ha noTpedbutenen

5.3 NMonntuka B obnactu kayecTBa

5.2 MNonnTtuka

5.2.1 PaspaboTtka nonuTtuku B obnactu
KayecTBa

5.2.2 [loBegeHne nonutukm B obnacTu
KayecTBa




5.4 lNnaHnpoBaHve

6 NnaHupoBaHue

5.4.1 Llenn B obnacTtn kayecTtBa

6.2 Llerm B obnactm kadectBa u
NfiaHNPOBaHNE NX OOCTUKEHNS

5.4.2 [lnaHnpoBaHne co3gaHna WU
pasBUTUS CUCTEMbl  MEHeOXMeHTa
KayecTBa

6 NnaHupoBaHue

6.1 [denctena B OTHOLLUEHUN PUCKOB U
BO3MOXHOCTEN
6.3 [NaHMpoBaHne N3MeHeHNI

5.5 OTBETCTBEHHOCTb, NofiHoOMouus u || 5 JlnaepcTtso

obMmeH nHopmavmen

5.5.1 OTBETCTBEHHOCTb ni 5.3 PyHKUUKN, OTBETCTBEHHOCTbL WU
MONMHOMOYUS MOMMHOMOYMS B OpraH13aumu

5.5.2 NpencTtasuTtens pykoBoacTBa

5.3 OyHKUMK, OTBETCTBEHHOCTb WU
NOSIHOMOYMS B OpraHn3aLum

5.5.3 BHyTpeHHMI obmeH

NMHJpopmaLmen

7.4 O6MeH MHdopmaLmnen

5.6 AHanmn3 co CTOPOHbI PYKOBOACTBA

9.3 AHarnuna co CTOpPOHbI pyKOBOACTBa

5.6.1 O6wme nonoxeHus

9.3.1 Obwme nonoxxeHus

5.6.2 BxoaHble gaHHble Ana aHanms3a

9.3.2 BxogHble OaHHble aHanmsa co
CTOPOHbI pyKOBOACTBA

2.6.3
aHanusa

BbixogHble  gaHHble  And

9.3.3 BbixogHble gaHHble aHanu3a co
CTOPOHbI pyKOBOACTBa




6 MeHeXMeHT pecypco

7.1 Pecypcbl

6.1 Obecne4veHne pecypcamu

7.1.1 O6wme nonoxeHus

7.1.2 YenoBe4eckue pecypchl

6.2 YernoBe4veckue pecypchl

7.2 KOMNeTeHTHOCTb

7.3 OcBegOMMNEHHOCTb

6.3 NHdpacTpykTypa

7.1.3 HdopacTpykTypa

6.4 [NponsBogcTBEHHAsA cpeaa

7.1.4 Cpepa ona dyHKLUOHUPOBAHUS
npoLeccos

7 Tllpoueccbl >XM3HEHHOro0 UuKna | 8 [leaTenbHOCTb Ha cTagusix
npoayKkuum YXM3HEHHOrO LIMKIa NMPOAYKL MK U yCIyr

7.1 [TnaHupoBaHve npoueccos | 8.1 [lnaHnpoBaHne w1 ynpasreHue
YXM3HEHHOrO LIMKIa NpoayKLmm AEeATENbHOCTLIO Ha cTaausix

AU3HEHHOIO LUKI1a npoaykKuunm n ycnyr

7.2 Tlpouecchbl, cBsi3aHHble C | 8.2 TpeboBaHna K NpPOAYKUMM WU
notpeburenamm ycnyram
7.21 OnpepeneHne TpeboBaHuin, | 8.2.2 OnpepeneHne  TpeboBaHun,

OTHOCALLMXCA K npoayKkuunn

OTHOCALLMXCA K npoayKuunn 1 ycriyram

7.2.2 AHanus TpeboBaHun,
OTHOCSALLMXCA K NPOAYKLIUK

8.2.3 AHanua TpeboBaHui K NpoaYKLUK
n ycnyram

8.24 WN3meHeHud
NpoayKLUn1 1 ycryram

TpeboBaHMM K




7.2.3 CBs3b C noTpedutenamm

8.2.1 CB4a3b ¢ noTpedbutenamm

7.3 lNpoekTupoBaHme 1 paspaboTtka

8.3 [poekTnpoBaHne u paspaboTka
NPOAYKL MM 1 yCnyr

7.3.1 Obwme nonoxeHus

8.3.1 Obwme nonoxeHus

7.3.2 lnaHnpoBaHne NPOeKTUPOBaHUSA
N paspaboTku

8.3.2 lNnaHnpoBaHne NPOEKTUPOBaHUSA
N paspaboTku

7.3.3 BxogHble AaHHble | 8.3.3 BxogHble JaHHble Ansi
NPOEKTUPOBAHUSA N pa3paboTKku NPOEKTUPOBaHUSA N pa3paboTKku
7.3.4 BbixogHble AaHHble | 8.3.5 BbixogHble [aHHblIe
NPOEKTUPOBaHUSA N pa3paboTKku NPOEKTUPOBaHUSA N pa3paboTKku
7.3.5 AHanuns npoekTa n pa3paboTku 8.3.4 CpenctBa yrnpassieHuns
NPOEKTMPOBAHMEM N pa3paboTKom
7.3.6 Bepudwmkauma npoekta u | 8.3.4 CpenctBa yrnpaBrieHus
pa3paboTku NPOEKTUPOBAHMEM U pa3paboTKomn
7.3.7 Bannpauyus npoekTa n| 834 CpenctBa yrnpaBrieHus
pa3paboTku NPOEKTUPOBAHMEM U pa3paboTKomn
7.3.8 [MNepenaya npoekTa n | 8.34 CpenctBa yrnpassieHuns
pa3paboTku NPOEKTUPOBAHMEM U pa3paboTKomn




7.3.9 YnpaBrneHue
NpoekTa 1 pa3paboTkn

M3MEeHEeHNAMU

8.3.6 /ameHeHns npoeKkTnpoBaHNSA WU
pa3paboTku

8.5.6 YnpasneHne nsmeHeHnamMm

7.3.10 ®annbl npoekTMpoBaHusa U | 7.5.3 YnpasneHve

pa3paboTku AOKYMEHTMPOBAHHOM MH(popMaLInen

7.4 3akynku 8.4 YnpasneHve npoueccamu,
npogykumen n ycnyramu,
nocTaBrisieMbIMun BHELLUHMW
nocTaBLIMKaMU

7.4.1 lNpouecc 3aKkynok 8.4 YnpasneHve npoweccamu,
npoaykumen n ycnyramu,
nocTaBrisieMbIMun BHELLUHMM
nocTaBLIMKaMU

8.4.1 Obwme nonoxeHus

8.4.2 Tun n cTeneHb ynpasneHns

7.4.2 lughopmavnma no 3akyrnkam

8.4.3 Nudopmauumsa, npegocrasnsemas
BHELUHMM MoCTaBLWKam

7.4.3 Bepudwmkauus
npoaykuum

3aKynneHHou

8.4.2 Tun n cTeneHb ynpasneHns

8.4.3 Nudopmauusa, npegoctasnsemas
BHELUHMM MoCTaBLWKaM

8.6 Bbinyck npoaykuun n ycnyr

7.5 [Npon3BoaCcTBO M 0OCNYXMBaHUE

8.5 [lponsBoacTBo
npegocTaBrieHne ycnyr

npoaykuum u

7.5.1 YnpaBrneHue npoun3Bo4CTBOM U
o6 cnyxMBaHnem

8.5.1 ¥YnpaBneHne npon3BOLCTBOM
NpoayKLUN 1 NpenocTaBlieHNneM yCnyr




7.5.2 YucToTa npogykumm 3KeusanieHmMHbIU MnyHKmM
omcymcmaeyem

7.5.3 [leaTenbHOCTb MO MOHTaxy 3KeusanieHmMHbIU MnyHKmM
omcymcmaeyem

7.54 HedatensHocTb No | 3KeusaneHMmMHbIU MnyHKmM

0B Cny>XMBaHUo omcymcmayem

7.5.5 CneuuvanbHble TpeboBaHWA K | sKeusareHMHbIU MyHKM

CTepuUribHbIM MEAULMHCKUM U3genuamMm | omcymcemeayem

7.5.6 Banvpauus npoueccosB | 8.5.1 VYnpasneHne nNpon3BoaCTBOM

Npou3BoacTBa N 06CnyXMBaHMS

npoaykumn n npeaocTtaBlyieHNEM yCcryr

7.5.7 CneuuvanbHble TpeboBaHWA K | sKeusareHMHbIU MyHKM

Banvaaumm NpoLeccoB cTepunusaumm | omcymcmeyem

n cuctemam 6apbepoB CTEPUNBHOCTM

7.5.8 NgpeHTudmkauumns 8.5.2 NoeHTndmkaums n
NPOCIEXNBAEMOCTb

7.5.9 lNpocnexmBaemMoCTb 8.5.2 NoeHTndmkaums n
NPOCIEXNBAEMOCTb

7.5.10 CobcTBEHHOCTbL NOTpebuTenen

8.5.3 CobcTBEHHOCTb noTpebuTenen
NN BHELLHMX NOCTaBLUWMKOB

7.5.11 CoxpaHeHue
NPOAYKLIUK

CcOoOoTBETCTBUA

8.5.4 CoxpaHeHune




7.6 YnpaBrieHne ycTpomcTBamu O
MOHUTOPWIHIa 1 U3MepeHnn

7.1.5 Pecypcbl ONnd MOHUTOPWHra W
N3MepPEHNS

8 NamepeHue, aHanus n ynyylieHus

9 OueHKka pesynbTaToB AeATEeNTbHOCTH

9.1 MOHUTOPWHT, U3MepeHne, aHanms u
oLeHKa

8.1 O6Lme nornoxeHus

9.1.1 O6wme nonoxeHnsd

8.2 MOHUTOPWHTI 1 n3mepeHue

9.1 MOHUTOPWHT, U3MepeHne, aHanms u
oLeHkKa

8.2.1 ObpaTHasa cBs3b

8.5.5 [leaTenbHOCTb Nnocre nocTaBku

9.1.2 YO0BnNEeTBOPEHHOCTb
notpedutenen

8.2.2 PaccMOTpeHne NpeTeH3unmn 9.1.2 YO0oBneTBOPEHHOCTb
notpedutenen

8.2.3 OT4YyeTHOCTb B perynupyoLme
opraHbi

8.5.5 [leaTenbHOCTb Mocre nocTaBku

8.2.4 BHyTpeHHu ayauT

9.2 BHyTpeHHun aygut

8.2.5 MoHutopuHr un  unsmepenne | 9.1.1 O6wme nonoxeHus
npoLeccos
8.2.6 MoHutopuHr u un3MmepeHue | 8.6 Bbinyck npoaykuum n ycnyr

npoayKumm




8.3 YnpaBsneHne HeCOOTBETCTBYIOLLEN
npogykumen

8.7 YnpasrneHue
HEeCOOTBETCTBYIOLWMMN  pe3yribTaTamu
npoueccoB

8.3.1 O6wme nonoxeHus 10.2
8.3.2 [HenctBua B  OTHOWweHun | 8.7 YnpasneHve
HEeCOOTBETCTBYIOLLEN npoaykuun, | HECOOTBETCTBYIOWMMN  pesyrbTaTaMmn

oBHapyXeHHOW 00 NOCTaBKW

npoL,eccoB

8.3.3 [HenctBuss B  OTHOLUEHUM
HEeCOOTBETCTBYOLLEN NpoaYyKL MW,
oBHapyXeHHOW Nocrie NOCTaBKu

8.7 YnpasrneHue
HEeCOOTBETCTBYIOLWMMN  pe3yribTaTamu
npoueccosB

8.4 AHanus3 gaHHbIX

9.1.3 AHanm3 n oueHka

8.5 YnydweHve

10 YnyyweHve

8.5.1 Obwme nonoxxeHus

10.1 O6wme nonoxeHusa

10.3 lNocTosAHHOE yny4yLueHune

8.5.2 KoppekTupyowme gencTesus

10.2 HecooTeeTcTBUA n
KOoppeKTupyoLme 4enCTBuS

8.5.3 lNpepynpexagarome oencTend

0.3.3
MblLLINEeHVe

Puck-opueHTpoBaHHoe
6.1 [denctena B OTHOLLUEHUN PUCKOB W
BO3MOXHOCTEM

10.1 O6wme nonoxeHusa
10.3 lNocTosAHHOE yny4yLueHune




Tabnmua B.2 - CootBetctBre mexay ISO 9001:2015 n ISO 13485:2016



MyHkTHI ISO 9001:2015

MyHkTHI ISO 13485:2016

1 O6nacTb NpUMeHeHns

1 O6nacTb NpUMeHeHns

4 Cpena opraHu3auum

4 Cuctema
KayecTBa

MeHe X KMEeHTa

4.1 lNoHnMaHue opraHn3auun n ee cpegbl

4.1 O6uwme TpeboBaHus

4.2 TloHnmaHne  notpebHocTEM MU
OXUOaHUN 3aUHTEPECOBAHHbIX CTOPOH

4.1 O6uwme TpeboBaHus

4.3 OnpeneneHne obnactv NPUMEHEHMS
cuUCTEMbl MEHEe)KMEeHTa KavyecTBa

4.1 O6uwme TpeboBaHus
422

4.4 Cnctema MeHeO)XMeHTa KadyecTBa U
ee npouecchl

4.1 O6uwme TpeboBaHus

5 IlngepcTtBo

5 OTBETCTBEHHOCTb PYKOBOACTBA

5.1 JlnaepcTBo 1 NpMBEPXKEHHOCTb

5.1 Ob6sa3aTensLcTBa pyKoBOACTBA

5.1.1 O6wme nonoxeHns

5.1 Ob6sa3aTensLcTBa pyKoBOACTBA

5.1.2 OpueHTaumna Ha noTpedbutenen

5.2 OpueHTaumnsa Ha noTpedbutens

5.2 MNonnTtuka

5.3 NMonntuka B obnactu kayecTBa




5.2.1 Paspabotka nonutukM B obractu
KayecTBa

5.3 NMonntuka B obnactu kayecTBa

5.2.2 [oBegeHne nNonuMTUKKM B 0bnacTu
KayecTBa

5.3 NMonntuka B obnactu kayecTBa

5.3  ®yHKUMM, OTBETCTBEHHOCTb W
NOSTHOMOYMS B OpraHu3aLum

5.4.2 [lnaHnpoBaHWe coO34aHus U

pa3BUTUSI CUCTEMbI MEHeOKMEHTa
KayecTBa

551 OTBEeTCTBEHHOCTb n
MOSTHOMOYUSA

5.5.2 lNpencraButens pykoBoACTBaA

6 NnaHupoBaHue

5.4.2 [lnaHnpoBaHMe coO34aHus U
pa3BUTUA CUCTEMbl MEHEOXMEHTa
KadecTBa

6.1 [enctBns B OTHOLUEHUA PUCKOB W
BO3MOXHOCTEN

5.4.2 [lnaHnpoBaHWe coO34aHus U

pasBUTUS CUCTEMbl MEHeLKMEHTa
KayecTBa

8.5.3 BHyTpeHHMI obmeH
NMHJpopmaLmen

6.2 Uermm B ob0nactm KayectBa WU
NfiaHNpOBaHNE NX OOCTUKEHNUS

5.4.1 Llenm B obnactn kayecTtBa

6.3 [naHMpoBaHne N3MeHeHI

5.4.2 [llnaHnpoBaHue coO34aHus U
pa3BUTUA CUCTEMbl MEHEOXMEHTa
KadecTBa

7 CpencTBa obecneveHus

6 MeHeXMeHT pecypcoB




7.1 Pecypcbl

6 MeHeXMeHT pecypcoB

7.1.1 O6bwme nonoxeHus

6.1 Obecne4veHve pecypcamu

7.1.2 YenoBe4eckue pecypchl

6.2 YernoBe4veckue pecypchl

7.1.3 HdppacTpykTypa

6.3 NHdpacTpykTypa

714 Cpega ona QyHKLNOHMPOBAHUSA
npoLeccos

6.4.1 NponsBoacTBeHHasa cpeaa

7.1.5 Pecypcbl ONnd MOHUTOPUHrA W
N3MepPEHNS

7.6 YnpasneHue ycTponcTsamn gns
MOHUTOPWIHIa 1 U3MepeHnn

7.1.5.1 O6wype TpeboBaHnA

7.6 YnpasneHue ycTponcTeamn gns
MOHUTOPWIHIa 1 U3MepeHnn

7.1.5.2 NpocnexvBaeMoCTb N3MepeHnd

7.6 YnpasneHue ycTponcTsamn gns
MOHUTOPWIHIa 1 U3MepeHnn

7.1.6 3HaHWa opraHusauum

6.2 YernoBe4yeckue pecypchl

7.2 KOMNeTeHTHOCTb

6.2 YernoBe4veckue pecypchl

7.3 OcBeOOMMNEHHOCTb

6.2 YernoBe4yeckue pecypchl

7.4 O6MeH MHdopmaLmnen

5.5.3 BHyTpeHHMI obmeH
NMHJpopmaLmen

7.5 [JokymeHTnpoBaHHasa nHgopmauus

4.2 TpeboBaHua K JOKYMEHTaL M




7.5.1 O6bwme nonoxeHns

4.2.1 O6Lume nonoxeHuns

7.5.2 Co3gaHve n akTyanusaums

4.2.4 YnpaBrieHne JOKyMeHTaLnemn

4.2.5 YnpaBrieHne 3anucamm

7.5.3 YnpasneHve [LOKYMEHTUPOBAHHOW
NMHJpopmaLmen

4.2.3 ®ann meguunHCKoro nsgenms
4.2.4 YnpaBrieHne JOKyMeHTaLnemn
4.2.5 YnpaBrieHne 3anucamm

7.3.10 ®ainnbl npoekTUpoBaHUA U
pa3paboTku

8 [eaTenbHOCTb Ha CTaausax XM3HeHHoro | 7 [lpouecchbl XXM3HEHHOro LUMKna
LMKIIa NpogyKuum n ycnyr npoayKumum
8.1 TnaHnpoBaHne wn ynpaerenne | 7.1 [lnaHuMpoBaHMe npoLeccos

OEATENbHOCTBIO HAa CTaAUsIX XU3HEHHOMO
LIUKMa NpoayKumMn 1 ycnyr

YKN3HEHHOTO LIMKNa NpoayKLun

8.2 TpeboBaHus K NpoAYKLUA 1 yCIyram

7.2 Tllpouecchl,
notpeburenamm

CBA3aHHblE C

8.2.1 CB4a3b c noTpedbutenamu

7.2.3 CBs3b C noTpedutenamm

8.2.2 Onpenenexue TpeboBaHun,
OTHOCALLMXCA K NPOAYKLIMKN U yCIyram

7.2.1 OnpepgeneHne TpeboBaHui,
OTHOCSALLMXCA K NPOAYKLIUK

8.2.3 AHanuns TpeboBaHUn K NpoAYyKLUN K
ycnyram

7.2.2 AHanus TpeboBaHun,
OTHOCSALLMXCA K NPOAYKLIUK




8.24 N3meHeHuns
NpoayKLMn 1 ycryram

TpeboBaHnn K

7.2.2 AHanus TpeboBaHu,
OTHOCSALLMXCA K NPOAYKLIUK

8.3 [lpoektupoBaHne u
NPOAYKLMN N yCIyr

paspaboTka

7.3 lNpoekTupoBaHme 1 paspaboTtka

8.3.1 Obwme nonoxxeHus

7.3.1 O6Lwme nonoxeHusa

8.3.2 [lnaHnpoBaHue nNpPOEeKTUPOBAHUA W
pa3paboTku

7.3.2 [TnaHnpoBaHue
NPOEKTUPOBAHUSA N pa3paboTKku

8.3.3 BxogHble JaHHble ana | 7.3.3 BxogHble JaHHble
NPOEKTUPOBaHUSA N pa3paboTKku NPOEKTUPOBAHUSA N pa3paboTKku
8.3.4 CpenctBa ynpaeneHus | 7.3.5 AHanu3 npoekTUpoBaHnA W
NPOEKTMPOBAHMEM N pa3paboTKom pa3paboTku
7.3.6 Bepudwmkaums
NPOEKTUPOBaHUSA N pa3paboTku
7.3.7 Banmgaumna npoeKkTupoBaHus
N paspaboTku
7.3.8 [llepegaya npoekta U
pa3paboTku
8.3.5 BbixoaHble JaHHble | 7.3.4 BbixoaHble JaHHble

NPOEKTUPOBaHUSA N pa3paboTKku

NPOEKTUPOBaHUSA N pa3paboTku

8.3.6 WM3meHeHMa nNpoeKkTMpoBaHUS WU

7.3.9 YnpaBneHne wu3MeHEHNAMMU

pa3paboTku NPOEKTUPOBaHUA 1 pa3paboTKu
8.4 YnpaBneHue npoueccamu, | 4.1 Obwme TpebosaHua (4.1.5)
npoaykumen n ycrnyramu,

nocTasnsaemMbiMu BHewwHMK | 7.4.1 lNpouecc 3aKkynok

nocTaBLWMKaMu




8.4.1 O6wme nonoxeHns

7.4.1 lpouecc 3akynok

8.4.2 Tun n cTeneHb ynpasneHns

4.1 O6uwe TpeboBaHus (4.1.5)
7.4.1 lpouecc 3akynok

7.4.3 Bepudwmkaumsa 3akynneHHon
npoayKumum

8.4.3 WHdopmauusa, npegocTasBnsemas
BHELUHMM MoCTaBLWKam

7.4.2 lughopmavnma no 3akyrnkam

7.4.3 Bepudwmkaumsa 3akynneHHon
npoayKumum

8.5 [MponsBoacTeo
npegocTaBrieHne ycnyr

npoaykuum 1

7.5 [Npon3BoaCcTBO M 0OCNYXMBaHUE

8.5.1 YnpasneHve NpPoOuU3BOLCTBOM
NpoayKLU1 1 NpenocTaBlieHneM ycnyr

7.5.1 YnpaBsneHne npon3BoaCcTBOM
n obcnyxmBaHmem

7.5.6 Banvpauus npoweccos
Npou3BoAcTBa U 06CnyXMBaHUS

8.5.2 NoeHTndmkaums n
NpPOCeXMBaeMOCTb

7.5.8 NgpeHTudomkauumns

7.5.9 lNpocnexvBaeMoCcTb

8.5.3 CobcTBEHHOCTL NOTPebUTENEn unm
BHELUHNX NOCTaBLUMKOB

7.5.10
notpedutenen

CoOCTBEHHOCTb

8.5.4 CoxpaHeHune

7.5.11 CoxpaHeHne COOTBETCTBUS
NPOAYKLIUK




8.5.5 [leaTenbHOCTb Mocre nocTaBku

7.5.1 YnpaBsneHne npon3BoaCcTBOM
n obcrnyxmBaHmem

7.5.3 [leaTenbHOCTb N0 MOHTaXxy

7.54 [leaTenbHoCTb no
0B CnyXMBaHuto

8.2.2 PaccmMmoTpeHne npeTeH3nn

8.2.3 OT4eTHOCTb B perynupyroLme
opraHbl

8.3.3 [enctBna B OTHOLLUEHUU
HECOOTBETCTBYIOLWEN  MPOAYKLIMMK,
oBHapy>XeHHOW Nocre NOCTaBKu

8.5.6 YnpasneHne nsmeHeHnamMm

7.3.9 YnpaBneHne wu3MeHEHNAMMU
NpoekTa u pa3paboTkn

8.6 Bbinyck npoaykuun n ycnyr

7.3.4 BbixoaHble JaHHble
NPOEKTUPOBAHUSA N pa3paboTku

8.2.6 MOHUTOPUHT U WU3MepeHne
npoaykuum

8.7 YnpaBneHve HeCOOTBETCTBYOLLMMU
pe3ynbTaTtamMu nNpoL,eccos

8.3 YnpasneHve
HEeCOOTBETCTBYIOLLEN NMPoayKLmemn

9 OueHKka pesynbTaToB AeATEeNlbHOCTH

8 N3amepeHune, aHanms u yny4ylieHve

9.1 MOHUTOPWHI, M3MepeHue, aHanmns u
oLeHka

8 N3amepeHune, aHanms u yny4ylieHve




9.1.1 O6wme nonoxeHns

8.1 O6Lme nonoxeHus

8.2.5 MOHUTOPUHT U W3MepeHne
npoLeccos

8.2.6 MOHUTOPUHT U WU3MepeHne
npoayKumum

9.1.2 YOoBneTBOPEHHOCTb NoTpedbutenen

7.2.3 CBs3b C noTpedutenamu
8.2.1 ObpaTHas cBA3b

8.2.2 ObpalleHue ¢ NpeTeH3nsaMu

9.1.3 AHanm3 1 oueHka

8.4 AHanus3 gaHHbIX

9.2 BHyTpeHHun aygut

8.2.4 BHyTpeHHun ayauT

9.3 AHarnuna co CTOpPOHbI pyKOBOACTBa 5.6 AHanms Co CTOPOHDI
pyKOBOACTBa

9.3.1 Obwme nonoxxeHus 5.6.1 O6wme nonoxeHus

9.3.2 BxogHble pgaHHble aHanmmM3a co | 5.6.2 BxogHble OaHHble  Ons

CTOPOHbI pyKOBOACTBA aHanuaa

9.3.3 BbIxogHble OaHHble aHanmu3a Cco
CTOPOHbI pyKOBOACTBA

5.6.3 BbixogHble [AaHHble
aHanuaa

ans

10 YnyyweHve

8.5 YnydweHve

10.1 O6wme nonoxeHus

8.5.1 Obwme nonoxeHusa




10.2 HecooTBeTCTBMUSA U KOPPEKTUPYIOLLME
NencTBusd

8.3 YnpasneHve
HEeCOOTBETCTBYIOLLEN NPoayKLmemn

8.5.2 KoppekTupyroLwme gencTesus

10.3 lNocTosAHHOE yny4yLueHue

5.6.1 O6wme nonoxeHus

8.5 YnydweHve

NMpunoxeHune A (cnpaBo4Hoe). CBeaeHus o
COOTBETCTBUM CCbINTIOYHbIX MeXAYHAPOAHbIX
CTaHOAPTOB MEXrocyaapCcTBeHHbIM

cTaHaapTam

[Mpunoxenne OA
(cnpaBo4HoE)

Tabnmua OA.1

O0o03Ha4yeHune n | CteneHb

CCbISTIOYHOrO
Me>a0yHapoaHOro
cTaHpapTa

O0o03Ha4yeHune n

HanMmeHoBaHne CcOoOoTBETCTBUA HanMmeHoBaHne

MEXrocyapCTBEHHOIo
cTaHgapTa

ISO 9000:2015 =

* COOTBETCTBYIOLLMIA MEXTOCYLAPCTBEHHbIM CTaHO4apT OTcyTcTBYeT. [1o ero
YTBEPXOEHUS pPeKOMeHOyeTCA WCNoSib3oBaTbh MNepeBod Ha PYCCKUM  A3bIK
AaHHOro MeXayHapogHoro crtangaprta. [lepeBog LaHHOrO  MexayHapOoLHOro
CTangapTta Haxoautcs B PeneparnbHoOM MH(popMauMoHHOM hoHAe CTaH4apToB.

buonuorpadusn
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Guidelines for auditing management systems
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Medical devices - Part 1: Application of
usability engineering to medical devices

(N3penus MeauLUHCKNE. Yactb 1.
[lpUMeHeHNe nNPOEeKTUPOBaHNA C  Yy4eToM
aKcnnyaraynoHHOM NPUrogqHOCTU K

MEeAULMHCKMM U30emnnsim)

Definiton of the Terms "Manufacturer”,
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