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MNpeaucnosue

Llenn, ocHOBHble MPUHLMUMNbLI U OCHOBHOW MOPAAOK NpoBeAeHUsA paboT Mo MeXKrocyaapCTBEHHOM
CTaHZapTM3aumMm yctaHosneHbl B TOCT 1.0-2015 "MerKrocyaapCcTBeHHAna CUCTeMa CTaHAapTM3auuu.
OcHoBHble nonoxeHua" n NOCT 1.2-2015 "MexKrocyaapcTBeHHaa cuctema ctaHgapTmsaumm. CtaHaapTol
MEXKroCy4apCTBEHHbIE, NPaBM/IA U PEKOMEHAALMN MO MEXKIOCYAapCTBEHHOM cTaHAapTM3aumu. Mpasuna
pa3paboTKn, NPUHATUA, OBHOBAEHMA U OTMEHbI"

CBefieHus o cTaHaapTe

1 NOArOTOB/NEH O6uiectBom C orpaHu4yeHHoW oTBeTcTBeHHOoCTbio "MEOUTECT" Ha ocHoBe
cobCcTBEHHOrO NepeBoa Ha PYCCKUI A3bIK aHMN0A3bIYHOW BEPCUN CTaHAAPTa, YKa3aHHOIo B MyHKTe 5

2 BHECEH TexHuMuyeckMm KOMUTETOM Mo cTaHaaptv3auuu TK 436 "YnpaBneHue KayecTBom

MeaNLUMHCKUX u3gennin'

3 MPUHAT MerocyaapcTBEHHbIM COBETOM MO CTaHAAPTM3aLUMM, METPOIOTNN U cepTuduKkaumm (ot
7 vioHs 2017 r. npoTtokon N 99-N)

3a NPUHATME NPOroa0coBann:

KpaTkoe HaumeHoBaHue
cTpaHbl no MK (MCO 3166)

Kog ctpaHbl no MK
(MCO 3166) 004-97

CoKpaweHHoe HaMmeHOBaHMe HALLMOHANBbHOTO
OopraHa no CtaH4apTmnsaunnm
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004-97
ApmeHuna AM MWH3KOHOMMKN Pecnybankn ApmeHuns
Benapycob BY locctaHgapT Pecnybankn Benapycb
KasaxctaH KZ locctangapT Pecnyb6ankm KasaxcTaH
Knprusua KG Kblprbi3ctaHgapT
Poccus RU Pocctangapt

4 Tpukasom deaepanbHOro areHTCTBa NO TEXHUYECKOMY pPeryanpoBaHuto u metponorum ot 30
ntoHa 2017 r. N 615-cT mexkrocyaapcTBeHHbIn ctaHgapT FOCT ISO 13485-2017 BBeneH B AeWcTBue B
KauyecTBe HaLMOHaNbHOro ctaHaapTa Poccuinckoit ®epepaumm ¢ 1 nioHa 2018 r.

5 Hacroawmin cTtaHoapT WAEHTUYEeH MexayHapoaHomy craHaapty ISO 13485:2016 "Wspenua
MmeauuMHCKMe. CUCTeMbl MeHeaMeHTa KayecTBa. TpeboBaHua ans uenein perynnposaHua” ("Medical
devices - Quality management systems - Requirements for regulatory purposes", IDT).

Mpn npMmeHeHMU HacToALWero CTaHfapTa PeKoMeHAyeTCA MCMNOo/b30BaTb BMECTO CCbIIOYHbIX
MeXAyHapoAaHbIX CTaHOAQPTOB COOTBETCTBYHOLUME MM MEXKIoCcyaapCTtBeHHble CTaHAApPTbl, CBeAeHUA O
KOTOpPbIX NpUBeaeHbl B 4ONO/IHUTENIbHOM NpunoxxeHun A

6 B3AMEH I'OCT ISO 13485-2011

NHbopmauma o6 M3MeHeHMAX K HACTOALWEMY CTaHAApPTy nNybnuKyeTcs B eXerogHom
MHGOPMAUMOHHOM YyKasaTene "HauuoHanbHble CTaHAAPTbl", @ TEKCT WU3MEHEHMA WM MOMPaBOK - B
eXXemecayHom MHPOPMaLMOHHOM YyKasaTesne "HaumoHanbHble cTaHaapTbl". B cnyvyae nepecmotpa
(3ameHbl) MM OTMEHbI HacTOALLEro CTaHAAPTa COOTBETCTBYIOLLEE YBeAOMIeHMe ByaeT onyb/iMKOBaHO B
eXXemecayHom MHPopMaLMOHHOM YyKasaTesne "HaumoHanbHble cTaHZapTtbl'. CooTBeTCcTBylOLWAn
MHbOPMaLUA, yBEAOMIEHNE U TEKCTbl Pa3MeLLaloTcA Takke B MHOOPMALMOHHOM cucTteme obLuero
No/1b30BaHUsA - Ha oduLManbHOM caiTe OefepasbHOTO areHTCTBa N0 TEXHUYECKOMY PEry/iMpoBaHUIO U
MeTposiornm B cetm MHTepHeT (Www.gost.ru)

BeeaeHue

Hactoawmi ctaHgapT asnsetca TpeTbMm usgaHmem SO 13485, oTMeHAET U 3aMeHseT BTOpoe
nsgaHue (1SO 13485:2003) u ISO/TR 14969:2004, KoTopble BblIN TEXHMYECKU NepecmoTpeHbl. OH TaKxKe
BK/lOYaeT B cebsa TexHuueckyto nonpasky I1SO 13485:2003/Cor. 1:2009. CsoaHas Tabivua N3MeHeHU,
BKJ/IIOYEHHbIX B 3TO U3[aHWE NO CPAaBHEHMUIO C NPeAbIAYLLMM, NPUBEAEHA B NPUNOKEHUN A.

0.1 O6wme NoNoKeHUs

HactoAawwmi ctaHaapT ycTaHaBanBaeT TpeboBaHMA K CUCTEME MEHEeKMEHTA KayecTBa, KoTopble
MOTYT MPUMEHSATBCA OPraHM3aLMeid, y4acTBYHOLLEN B OAHOM UM HECKONIbKUX CTaANAX Y KUSHEHHOTO LUMKAA
MeAMLMHCKOTro U34enuA, BKIOYas NPOEKTMPOBAHME U pa3paboTKy, NPOM3BOACTBO, XPaHEHWE M NMOCTaBKY,
MOHTa}, TEXHMYECKOoe OOCNyKMBaHME, OKOHYATEe/IbHbIA BbIBOA, M3 3KCMJyaTauuMu W yTUAU3ALUIO
MeAMLMHCKNX M34eNnUiA UAM NpefoCcTaBleHne CBA3aHHbIX C HUMKM ycayr (Hanpumep, TexHUYecKas
noaaep:kka). TpeboBaHuA, yCTaHOB/IEHHbIE B HAaCTOALWEM CTaHAAPTE, MOTYT TakKe 6bITb MCNONb30BaHbI
NOCTaBLWMKAMN OPraHM3aLmMmM WA UHbIMU BHELIHMMM CTOPOHaMM (Hanpumep, NOCTaBLLMKAMM CbipbA,
KOMMNOHEHTOB, CHOPOYHBbIX Y3/10B, MEOMUMHCKUX W34eNWiA, YCAyr No CTepunusaumn, MNoeepKe U
KannbpoBKe, AUCTPUOLIOTOPCKUX YCAYT, YCAYT MO TeXHUYeckomy o6CayxuBaHuio). MocTaBWwmMK nau
BHEWHAA CTOPOHA MOryT A06pOBONLHO MPMMEHATb HACTOAWMK CTaHAAPT ANA AEMOHCTPaLmu
cooTBeTcTBMA ero TpeboBaHuMAM, NMBO cooTBeTcTBME TpeboBaHMAM MOKeT 6biTb YCTaHOB/EHO
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KOHTPaAKTOM.

B HEKOTOPbIX LOPUCANKLUAX MMEIOTCA peryaupyowme TpeboBaHma aaa NPUMEHEHMA K cCUCTEMaM
MeHeaXMeHTa KayecTBa OpraHn3aLmi, ¢ PasIMYyHbIMM POASIMMI B LLEMW NOCTAaBOK MEANLMHCKUX U3AENUN.
CnepoBaTenbHO, HACTOALWMI CTaHAAPT NPeANONAraeT, YTO OpraHn3aLma:

- onpeaenset ceoto(n) ponb(n) B COOTBETCTBMM C NPUMEHUMbIMU PEFYINPYIOLLMMN TPeboBaHUAMYU;
- onpegensieT peryanpytowme TpeboBaHUsA B paMKax 3Tol (3Tmx) ponu(en);

- BK/IIOYAET 3TU NPUMEHUMbIE perynmpytoline TpeboBaHMA B CUCTEMY MEHEAKMEHTA KayecTBa.
MpumeyaHua

1 B KOHTEKCTe HacToAlWero craHgapTa TepmuH "topucamkumsa' o3HavaeT TepputTopuasbHo-
aAMMUHUCTPATUBHYIO €AUMHULY, Ha KOTOPYIO PACNpOCTPaHAIOTCA peryanpyolme TpebosBaHus.

2 B KOHTeKCTe HacToAwero craHgapTa TepmuH "ponb" noapasymeBaeT BUA AE€ATENbHOCTU
OpraHM3aLMm NPUMEHUTENIbHO K MeauLMHCKoMY u3genuto (cm. n. 4.1.1).

TepMMUHONOTUA B MPUMEHUMbIX PEryanpyolmx TPeboBaHNAX MOXET OTNMYaTbCA B Pas3INUHbIX
cTpaHax u pernoHax. OpraHm3auma A0aKHa NOHUMaTb, Kakum obpasom TpeboBaHMA, YCTaHOBNEHHbIE B
HacToAwem cTaHaapte, 6yayT MHTepnpetMpoBaThCd B  TEPMWHONOMMM,  UCMOb3yeMoW B
3aKOHOAaTeNbCTBE TEX HOPUCAUKLUIA, B KOTOPbIX MeAULMHCKNE n3aenus byayt obpauwaTbes.

HactoAawmii cTaHOapT TaKXKe MOXET MPUMEHATbCA BHYTPEHHUMM U BHELWHUMU CTOPOHaMU,
BK/IOYAA oOpraHbl Mo cepTuduKaumM, A8 OLEHKM CMoCOBHOCTM OpraHM3auMu  YAOBAETBOPATb
TpeboBaHMAM noTpebuTenen u peryavpyrowmm TpeboBaHUaM, nNpeabABAAEMbIM K cucTeme
MeHeKMEHTa KayecTBa, a TaKkKe COOCTBEHHbIM TpeboBaHMAM opraHusaumu. TpeboBaHMA K cucTeme
MeHeKMEHTa KayecTBa, YCTaHOBJ/IEHHble B HAcTOAWEM CTaHAapTe, ABAAIOTCA AOMNOJHALWMMU MO
OTHOLWIEHUIO K TeXHUYEeCKMM TPeboBaHMAM K NPOAYKLMMU, KOTOpble ABAAIOTCA HEobxoauMmbiMKu Ans
y4oBneTBopeHusa TpeboBaHUIM NoTpebutenei, U K NPUMEHUMbIM PErYANPYIOWMM TpeboBaHuAM A5
obecneyeHnn 6€30NacHOCTM N QYHKLMOHANbHbIX XapaKTePUCTHUK.

Co3aaHue cucTembl MEHEAKMEHTa KayecTBa Tpe6yeT CTpaTernyeckoro peleHua opraHusaumm. Ha
pa3pa60T|<y 1N BHeApeHUNE CUCTEMbI MEHEOXMEHTA Ka4eCTBa OpraHn3aunn BANALIOT:

a) BHYTPEHHAA OpraHU3auMoHHaA cpeaa, U3SMEHEeHMA 3TOM cpeabl U BAMAHWE OPraHU3auMOHHOM
cpeabl Ha COOTBETCTBME MEANLIMHCKUX U3LENNIA;

b) nsmeHstowmecs noTpebHOCTM OpraHMn3aLmy;

C) KOHKpEeTHbIe Le/iv opraH1sauuu;

d) Bbinyckaemasa NpoayKums;

€) NpMMeHsemble NPOLLEeCChl;

f) pasmep opraHM3auumn 1 opraHM3aLMOHHan CTPYKTYPa;

g) perynupyowme TpeboBaHUA, NPUMEHMMbIE K AEeATeNIbHOCTM OpraHM3aLuu.

HactoAawuit cTaHgapT He npeagnosaraer eauHOOobpasua B CTPYKTYPE PasAUYHbIX CUCTEM
MeHeAKMeHTa KauyecTBa, eaAMHO06pasuna AOKYMEHTaLMM MAW BbICTPAMBaAHMA NO MyHKTAM CTPYKTYpbI
HacToALLEero cTaHAapTa.

CywecTteyeT 6onbllioe pasHOObpasMe MeAMUMHCKUX WU3AeNMIA, U HEKOTOpble KOHKpeTHble



TpeboBaHMA HaCTOAWEro CTaHAapTa MPUMEHUMbl TOIbKO K Tem rpynnam MeAMLMHCKMX M3aenni,
onpeaeneHna KOTopbiM AaHbl B pasgene 3.

0.2 Pa3sbAcCHeHMe NoHATUN

B HacToAlem CTaHAapTe MCMo/b3YyloTCA Cleayiole TePMUHbI MW CNOBOCOYETaHUA, KOTOopble
MCMNONb3YIOTCA B KOHTEKCTE, ONMUCAHHOM HUMKE.

Korga TpeboBaHMe cOMpOBOXKAAeTcA CA0BOCOYETaHMEM "ecnu uenecoobpasHo", BbINOAHEHUE
TpeboBaHMA ABNAeTcA LUenecoobpasHbIM, ecAu opraHu3aumMa He MoXeT obocHoBaTb obpaTHoe.
BbinonHeHue TpeboBaHMA cHUTaeTCA LenecoobpasHbiM, ec/iv 3ToO HeobXoAMMO ANA TOro, YTO6bI:

- NPOAYKUMA ya0BNeTBOPANA TpeboBaHMAM;

- COOTBETCTBOBATb MPUMEHUMbIM PETYANPYIOLLMM TPebOBaHMAM;
- OCYLLLECTB/IATb KOPPEKTUPYIOLMe AEeACTBUS;

- OCYLLECTBNATb MEHEAKMEHT PUCKa.

Tam, rae wucnonbsyetcA TepmMuH "pucK", NpUmeHeHMe TepMMHa B pamKax HacToALWero
MeXAyHapoAHOro craHgapTa OTHocuTcA K TpeboBaHMAm 6e30nacHOCTM U GYHKUMOHANAbHbIM
XapaKTepnctukam meauunHCKoro wusaenna wWuanm gnAa BbINOJIHEHUA NPUMEHUMBIX peryanpyromx
TpeboBaHUN.

Korga Heobxoaumo, 4Tobbl TpeboBaHUEe ObiNo "AOKYMEHTMPOBAHO", OHO TaKXe A0/KHO ObITb
YCTaHOB/IEHO, BHEAPEHO M NoAAEPKMBATLCA B paboyem COCTOSHUM.

B TeKcTe HacToAwWero cTaHZapTa TepMuH "npoaykuua" MmoXKeT 03HauyaTb Takxe "ycayry".
MpoAyKuma aBaseTcA pes3ynbTaToM, KOTOPbIM NpeaHasHaveH ana noTpebutens uam nm satpebosaH, MM60
3aZlaHHbIM pe3y/ibTaToM NpoLecca NPOU3BOACTBa NPOAYKLMM,

Tam, rge ucnonb3yerca TepMuH "perynunpytouime TpeboBaHus", oH BKAOYaeT B cebs TpeboBaHuA,
coAepKalymecs B N1to6oM 3aKOHOA4ATE/IbHOM aKTe, TPUMEHMMOM K NOJIb30BaTEN0 HAaCTOALLEro cTaHAapTa
(Hanpumep, 3aKOHbI, NOA3aKOHHbIE aKTbl, MPeanUCcaHusa U AUPEKTUBDI).

MNpumeHeHne  TepmuHa  "peryavpylowme  TpeboBaHuAa"  orpaHuyeHo  TpeboBaHMAMM,
npeabaBASEMbIMU K CUCTEME MEHELKMEHTa Ka4yecTBa, a TaKXKe 6e30MacHOCTU UAN GYHKUMOHANbHbIM
XapaKTePUCTUKAM MeANLNHCKOrO U34enuns.

B HacToALWeM cTaHAapTe MCNOIb3YIOTCA Clefylowme rnarofibHble Gopmbl:

"MonkeH" yKasbiBaeT Ha TpeboBaHue;

- "Cnepnyet" yKa3blBaeT Ha PEKOMEHALNIO;

"Morno 6bl" yKasblBaeT Ha paspeLLeHme;

"MoskeT" yKasblBaeT Ha CNOCOBHOCTb MM BO3MOXHOCTb.

NHbopmauus, obo3HayeHHasa Kak "lMpumeyaHune", HOCUT XapaKTep PYKOBOAALLMX YKasaHWN and
NMOHMMaHWA UNKN Pa3bACHEHUA COOTBETCTBYOLLEro TpeboBaHuA.

0.3 MpoueccHbIN noaxon,

HacTtoawmit ctaHAapT OCHOBaH Ha MPOLLECCHOM MoAxode K MeHeaMeHTy Kadectsa. Jliobyio
OeATeNbHOCTb, KOTopas MMeeT BXOA U NpeobpasyeT ero B BbIXOA4, MOXHO paccMaTpMBaTh Kak npotecc.



YacTo BbIX04 04HOIO0 NpoLecca ABAAETCA BXOAO0M C/eaytoLlero npouecca.

Onsa ycnewHoro ¢yHKUMOHMPOBAHMA OpraHM3aumMa AOJIKHA ONpesenvTb MHOFOYMCAEHHblE U
B3aMMOCBSA3aHHble NPOLECChl U yNpPaBaATb UMW,

MpuMmeHeHWe cucTemMbl MPOLLECCOB B PamMKaxX OPraHU3aLmMn COBMECTHO C UX MAeHTUPUKaumen m
B3aMMOAENCTBMEM MPOLECCOB, a TaKKe WX MEeHeIKMEHTOM A8 MOAYYeHUs Kenaemoro pesysbTaTa
MOXKeT bbITb onpeaesieHo Kak "npoueccHblin noaxoa”.

MprMmeHeHWe NPOLECCHOro NOAX0Aa B CUCTEME MEHEeAKMEHTA KauecTBa NO3BOJIAET:
a) NOHMUMATb W MOCTOSIHHO BbINO/HATL TPeboBaHMUS;

b) paccmaTtpuBaTb NpoLLECChl C TOUKM 3peHns 406aBNEHUSA UMM LIEHHOCTU;

C) pocTuratb pesybTaTUBHOIO GpYyHKLMOHMPOBAHUSA NPOLLECCOB;

d) ynyywatb npouecchbl Ha 0CHOBE 06BEKTUBHbIX U3MEPEHUN.

0.4 Csasb ¢ I1ISO 9001

XOTS HacToALWMI CTaHOAPT ABNAETCA aBTOHOMHbIM, OH OCHOBaH Ha I1SO 9001:2008, KoTopblit 6bin
3ameHeH Ha ISO 9001:2015. Onsa yaobctBa NoMb30BaHWMA B MPUIOXKeEHUU B npueepeHo cooTBeTcTBME
mexay nyHktamm [SO 9001:2015 v HacToAWMM CTaHAAPTOM.

Hactoawmit crtaHgapT npegHasHavyeH ana  obnerdyeHua  r1o06anbHOroO  COrJIacoBaHUA
COOTBETCTBYIOLLNX PErYINPYIOLWNX TPEOOBAHMI K cUCTEMAM MEHeA)KMEHTA KayecTBa, MPUMEHUMbIX K
OpraHM3aLUMAaM, y4acTBYIOWMM B OAHOM MM HECKO/IbKMX CTaAMAX XMU3HEHHOro LUMKNa MeAULMHCKOro
nsgenuns. Hactoawmin ctaHaapT BKAOYaeT B ceba HeKoTopble ocobble TpeboBaHWs ANs opraHM3auuii,
YYaCTBYIOLNX B }KUZHEHHOM LIMKAE MEANLMHCKUX U3AENUIA, U UCKIOYAET HEKOTOpbIe N3 TpeboBaHuit ISO
9001, KoTopble He UenecoobpasHbl B KauyecTBe peryinpyromx TpebosaHnn. MN3-3a aTUX UCKIOUYEHUN,
OpraHM3aLUnmn, CUCTEMbI MEHeAXMEHTa KayecTBa KOTOPbIX COOTBETCTBYIOT HACTOALLEMY CTaHAApPTy, He
MOTyT npeTeHa0BaTh Ha cooTBeTcTBMe I1SO 9001, ecam nx cucTema MeHeAXXMeHTa KayecTBa He oTBevaeT
BcemM TpeboBaHuam ISO 9001.

0.5 CoBMecTMMOCTb C APYTMUMU CUCTEMAMU MeHEeOKMEHTA

HacTosawmit cTaHaapT He COAEPXKUT cneumanbHbiX TPEBOBaHUI K ApYTUM CUCTEMAM MEHEOKMEHTA,
Hanpumep K CUCTEMaM MEHeAKMEeHTa OXpaHbl OKpyKalwein cpeapl, 6esonacHocTn U
npodeccnoHanbHOro 340p0BbA, a TaKkKe GUHAHCOBOro MEHEAKMEHTA.

OaHako HaCTO’r'ILLl,VII‘/JI CTaHAAPT NO3BONIAET OpraHn3aumm CornacoBbiBatb UM UHTETPUpPoOBaTb CBOKO
C06CTBeHHyIO Ccnctemy MeHegxMeHTa KadecCTtBa C COOTBETCTBYHOLWLMMU Tpe6OBaHVIHMM Apyrnx cncrem
MeHeOXMeHTa.

OpraHvsauma MOXKeT afanTMpoBaTb AENCTBYIOWYIO CUCTEMY (CUCTEMbI) MeHedKMeHTa Ann
CO34aHNA CUCTEMbl MEHEAKMEHTA KauecTBa, COOTBETCTBYIOLLEN TpeboBaHMAM HACTOALLLEro cTaHAapTa.

1. O6nactb NnpumeHeHUns

HacToAawui cTaHaapT ycTaHaBAvMBaeT TpeboBaHUA K cUCTEME MEHEAKMEHTa KayecTBa B CNy4asX,
Korga opraHusaumMmM HeobxoaMMo NpPOLEMOHCTPUMPOBATb CMOCOBHOCTL MNOCTaBAATL MeAULMHCKUE
nsaenua u NpPeLocTaBATb CBA3AHHOE C HUMM 06CNYKMBaHWeE, oTBeYalowue TpeboBaHUAM NoTpebutens
M NPUMEHMMbIM PErYINPYIOWNM TPeboBaHMAM. Takne opraHMsaunmn MoryT 6biTb BOB/IEYEHBI B OAHY WU
HECKO/IbKO CTaAWM KM3HEHHOTO LUMKNA MeSUUMHCKOrO W34envsA, BKAKYAA NPOEKTMPOBAHME U
pa3paboTKy, NPOM3BOACTBO, XpaHeHWe W JUCTPUOYLMIO, MOHTaXK M O0bCAyXMBaHME, a TaKXke



NPoeKkTUpoBaHMe U pPa3paboTKy WAW OKasaHMe CBA3AHHbIX C MeAULUMHCKUMU U3AENUAMMU  YCAyr
(Hanpumep, TexHUYeckoro obcaysknBaHuA). HacToAWMN CTaHAAPT TaKKe MOMKeT 6biTb MCNOo/b30BaH
NOCTaBLUMKAMWN UM BHELLHUMM CTOPOHAMM, KOTOPbIE NOCTaBAAIOT NPOAYKLMIO U CBA3AHHbIE C CUCTEMOM
MeHe[XMEHTA KayecTBa OpraHM3aumin ycayrm Takum opraHusaumam.

TpeboBaHMA HacTOALWEro CTaHAAPTa NPUMEHUMbI K OpraHM3auMaM HE3aBUCMMO OT UX pasmepa u
BMOA, €CN TO/IbKO MUCKAOYEeHWE He o4veBUAHO. Bce TpeboBaHMA, MPUMEHUMbIE K MELULIUMHCKUM
n3gennam, B PaBHOM Mepe MPMMEHMMbl K yCayram B OTHOLEHWM 3TUX M3LENNIA, eCnu TaKoBble
OKa3bIBAtOTCA OpraHu3aLumen.

|_|pOLI,eCCbI, Tpe6yeMble HacTtoAWMM CTaHOapToOmM WU NpuUMeHUmble K OpraHusaunn, HO He
ocywecrsnaemblie camoMm opraHmsaumeﬁ HanpAMylo, OCTalOTCA OTBETCTBEHHOCTbIO OpraHunsaumm w“
AO0J/IXKHblI HaXoAUTbCA NoA ynpaBaeHUnem CcUCTemMbl MeEHEOXKMEHTA KayeCTBa OpraHM3aunn nocpeacrsom
nposeaeHNA MOHUTOPUHIa, noaaepXaHNA B pa60qu COCTOAHUU U ynpaBaAeHNA 3TUMU NpoLecCamu.

Echv  npumeHumble peryavpylowme TpeboBaHUSA  AOMNYCKAlOT WCKAKOYEHME  YNpaBJ/ieHuA
NMPOEKTUPOBAHMEM U Pa3paboTKOM U3AENNM, TO 3TO MOXKET C/IYKUTb OCHOBaHMEM A/ UCKAOYEHUS
COOTBETCTBYIOWMUX TPeboBaHMUA U3  KOHKPETHOW CUCTEMbI MEHEA)KMeHTa KayecTBa. ITUMMU
perynmpyowmmm TpeboBaHUAMW MOTyT 6ObiTb MPenoCTaB/ieHbl a/fibTePHaATMBHbIE MOAXOAbl, KOTOpble
OOJIKHbI BbITb PACCMOTPEHbI 417 KOHKPETHOM CUCTEMbI MeHeAMKMeHTa KadecTBa. OTBETCTBEHHOCTb 3a
obecneyeHne coOTBETCTBMA TPebOBaHMAM HACTOALWLEro CTaHAApTa MNPU WUCKAOYEHMM YNpPaB/eHUs
NPOEKTUPOBAHMEM U Pa3pPabOoTKOM U3AENIN NEKUT Ha CaMOI OpraHM3aLLUu.

Ecnn Kakoe-nmbo TpeboBaHune pas3genoB 6, 7 UaM 8 HACTOALWEro CTaHAapTa Hesb3sA NPUMEHUTb
BBUAY CNeundmrKn AeAaTebHOCTU OpraHn3aLmmn UM ocobeHHOCTe MeaNUUHCKOro U3aenns, Ha KoTopble
pacnpoCcTpaHAETCA CUCTEMA MEHEeAXMEHTa KayecTBa, TO OpraHM3auMm He cieayeT BKAOYATb Takoe
TpeboBaHME B CBOI CUCTEMY MEHEAKMEHTa KayecTBa. B OTHOWEHMWU KarKOoro HenpumMeHMMOoro
TpeboBaHMA OpraHU3aLUmns AONXKHA AOKYMEHTMPOBATbL 06OCHOBaHME B COOTBETCTBUU C NYHKTOM 4.2.2.

2. HopmaTuBHbIe CCbIKM

B HacToAWeMm cTaHAapTe MCNO0/Ib30BaHA HOPMaTUBHAA CCbI/IKA Ha CI'IG,CI,VIOLLI,Mﬁ CTaHAapT:

ISO 9000:2015, Quality management systems - Fundamentals and vocabulary (Cuctemsl
MeHeKMeHTa KayecTBa. OCHOBHbIE MOJIOXKEHWA U CNOBapb)

3. TepmuHbI U onpeaeneHna

B HacToAwem cTaHaapTe NpPMMeEHEeHbl TepMUHbI U onpegeneHma no ISO 9000:2015, a Takke
cnepytowme TePMUHbI C COOTBETCTBYIOWMMM onpeseneHnaMu:

3.1 nosicHuTenbHoe yBegomaeHue (advisory notice): YBegomaeHue, BbinylweHHOe OpraHu3aumen
nociae MOCTaBKM MEeOMUMHCKOTO W3Aenna, CcoAepKaliee AOMNOAHUTENbHYI WHGopmMaunioo wn/uam
pPeKoMeHAaLMmn 0 TOM, Kakue AeACTBUA A0KHbI BbITb NPEANPUHATbI NPU:

- NPUMEHEHUN MEAULMHCKOTOo U3aenus;
- MogMbUKaLUUKN MeULMHCKOTO U3aenus;

- BO3BpaTe MeANUMHCKOro U3aenna opraHn3aumnmn, Kotopas ero NocTaBuna;
- YTUAU3ALUUN MEANLMHCKOTO U3aenns.

MprmeyaHue - BbiNyCK MOACHUTENbHOIO yBEeAOM/EHUA MOXKeT TpeboBaTbCA B COOTBETCTBUM C
NPUMEHMMBIMU PETYVUPYIOWMMN TPEOOBAHUAMM.



3.2 ynonHoMoueHHbIl npeacTaButens (authorized representative): dusnyeckoe nnu opuamyeckoe
MLO, KOTOpOe onpefeneHO 3aKoHOAATEeNbCTBOM CTPaHbl WUAM PernoHa, nojay4vmsllee MUCbMEHHOEe
Ha3Ha4yeHue OT M3roTOBUTENA AENCTBOBATb OT €ro MMEHM ANA BbINOJHEHUA onpefeneHHbIX 3a4a4y B
OTHOLLEHWM 0653aHHOCTEN N3TOTOBUTENSA, YCTAHOBAEHHbIX 3aKOHO4aTe/IbCTBOM KOHKPETHOM CTPaHbl UK
pervoHa.

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

3.3 KaMHMYeckaa oueHKa (clinical evaluation): AHanu3 u oueHMBaAHUE KAUMHUYECKUX [AaHHbIX B
OTHOLIEHUM MEAMLMHCKOIO WM3AEeNUA C Uenblo BepuduKaumm 6e3onacHocTM U PYHKLMOHANbHbIX
XapaKTePUCTUK U34EeNA MPU €ro KAMHUYECKOM NPUMEHEHUN, KaK NpeaHa3HaYeHO M3roTOBUTENEM.

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

3.4 npeteHsns (complaint): MncbMeHHOE, 3N1EKTPOHHOE UM YCTHOe cooblleHMe 0 HeaoCcTaTKax,
CBA3AHHbLIX C WAEHTUPUKALMEN, KAYECTBOM, CPOKOM CJYXKObl, HaAeKHOCTblo, 6e30MacHOCTbIO WU
GYHKUMOHANIbHBIMU  XapaKTEPUCTUKAMMU MEANUMHCKOTO W3Aenns, BbllieAlwero M3-nog ynpas/ieHus
opraHusaumMel, a TaK¥e B OTHOLWEHWW CBA3AHHOTO C HUM OBC/NYKMBaHMA, KOTOpOEe BAMUSAET Ha
dYHKLMOHaNbHbIE XapaKTEPUCTUKMN TAKUX MEANLNHCKUX U3AENNIA.

MpumeyaHune - ITo onpeaeneHue "npeteHsmn" oTaMYaeTcs OT onpeaesieHus, gaHHoro B I1SO
9000:2015.

3.5 anctpubbloTop (distributor): dusmyeckoe nnm opmManYECKOE ANLO B LEENM NOCTAaBOK, KOTOPOE
OeNCTBYeT OT CBOEr0 WMMEHM M OCYLECTBASET NPOoAarKy MeAUUMHCKOro W3Aenna KoHeyHomy
norpebuTento.

[GHTF/SG1/N055:2009, nyHKT 5.3]
MpumeyaHua
1 B uenb NocTaBoOK MOryT 6bITb BOBAEYEHbI 601ee oaHOro ancTpmbbloTopa.

2 /lnua B Lenn NOCTABOK, BOB/JIEYEHHbIE B AEATENbHOCTb MO XPaHEHUIO U TPAHCNOPTUPOBKE OT
MMEHUN U3roTOBUTENA, UMNOPTEPA UIN AMCTpM6bPOTOpa, HEe ABNAKOTCA LI,VICTpVI6bPOTOpaMVI no AaHHOMY
onpeageneHuto.

3.6 uMmnaaHTMpyemoe meamuuHckoe usgenune (implantable medical device): MeaunuuHckoe
nsfaenne, KOTopoe MOXKET 6biTb YAaneHO TONbKO MOCPEACTBOM MEAWMLMHCKOTO WUAM XMPYPrUYecKoro
BMeLLATe/IbCTBA U KOTOPOE NpeAHa3HauYeHo anA:

- MOJTHOTO NN YaCTUYHOrIo BBEAEHUA B TE/TO UM aHATOMUYECKYHO NOJIOCTb YENNOBEKA NN
- 3amelleHunA aNuUTENNaNbHOM NOBEPXHOCTU NN NOBEPXHOCTU INa3a n
- HaXoXaeHnAa B Mmecte MnaaHTaunn nocne npoueaypbl B Te4HeHNE HE MeHee 30 AHEI‘;L

MpumeyaHue - o710 onpeageneHne MMNNaHTUpPyemMoro megunumHCKOro mnigenna BKAKOYaeT TaKXkKe
dKTUBHOE MMNNIaHTUPYEMOE MedNLMHCKOe nsagenune.

3.7 umnopTep (importer): dusmyeckoe MAU OpPULUYECKOe NNLO, ABAAIOLLEECA NepBbIM B LEenu
NOCTaBOK, BbIBOAALLMM MeAULIMHCKOE U3genve, Npov3BeeHHOe B MHOW CTPpaHe UK B IOPUCAMKLUNK, Ha
PbIHOK CTpaHbl, rae usgenuve npeanonaraeTca K peannsauuu.

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



3.8 mapkuposKa (labelling): 9TukeTKa, MHCTPYKLMA NO NpUMEHEHUto 1 Nobas nHas nHopmauus,
OTHOCALWAACA K WAEHTUPUKAUMWN, TEXHUYECKOMY OMMUCaHUIO, NpeaHa3sHa4YeHHOMY MPUMEHEHUIO
MeANUNHCKOTO U34,e/1A, UCK0Yan TOBApOCONPOBOAUTE/IbHbIE AOKYMEHTbI B OTHOLWEHWUM NOCTaBKMU.

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

3.9 xusHeHHbI umkn (life-cycle): Bce cTagum cyulecTBOBaHUA MeAULMHCKOrO u3aenua, ot
nepBOHa4YaIbHOM KOHLENLMN A0 BbIBOAA U3 SKCMAyaTaLUUM U YyTUAM3AUMMN.

[1SO 14971:2007, nyHkT 2.7]

3.10 usrotosutens (manufacturer): /lio6oe Ppusnyeckoe nan LPUIANYECKOE UL, OTBETCTBEHHOE
33 MPOEKTMPOBaHUE N/MAN NPOU3BOACTBO MEANLIMHCKOTO U3AEANA C LEeNibio BbIMYCTUTL B obpalleHune
MeANLMHCKOe U3aenme nof ero cObCTBEHHbIM MMEHEM, He3aBUCUMO OT TOrO, CMPOEKTUPOBAHO U/Mnu
NPOM3BEAEHO /M 3TO MEAMUMHCKOE M3Aenne OpraHusaumMen uam no ee NopyyeHuo ApPYrum AuULOM
(nMuamnm).

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

1 U3roToBUTENb HECET KOHEUHYIO IOPUAMYECKYIO OTBETCTBEHHOCTb 3a obecneyeHue BbINONHEHMUSA
NPUMEHUMBIX PEryvpylowmx TpeboBaHWA CTpaH WAU OPUCAMKUMM B OTHOLIEHUU MEAMLMUHCKUX
usaennii, ONA NpPofarkM B KOTOPbIX OHM MpeAHasHayeHbl, eCNM TONbKO MHOE He YCTaHOB/IEHO
cneumanbHbiMU TPE6OBaHUAMM PErYNMPYIOLLMX OPraHOB B AaHHOMN IOPUCANKLMNN.

2 OTBeTCTBEHHOCTb M3roTOBUTENA OMWCaHa B pyKoBOAAWMX JAoKymeHTax GHTF. 3ta
OTBETCTBEHHOCTb BK/tOYAET B cebA OTBETCTBEHHOCTb MO BbINOJIHEHUIO KaK NpeanpoAarKHbIX TpeboBaHwuiA,
TaK W MNocnenpofaxKHbix TpeboBaHMWM, TaKMX KaK COOOLWEHUs O HebnaronpuATHLIX COOLITMAX W
YBELOMIEHUA O KOPPEKTUPYHIOLLNX AENCTBUSIX.

3 lMpoeKTnpoBaHne u/Mam NPonsBOACTBO MOFYT BK/IOYaTh B ceba paspaboTky cneundukaumi,
NpoAyKuMM, npousBoAcTBO, CHOPKy, 06paboTKy, yMNaKoBKy, NepeynakoBKy, MapKUPOBKY,
nepemapK1pOBKY, CTEPUIM3ALMI0, MOHTAX WM NepepaboTKy MeaNLMHCKOTO U3a4ennsa, a TakKe BbinycK
Habopa MEeAMUMHCKUX U34ENNIA, BO3MOMKHO B KOMBMHALMKM C APYrMMWU U34ENMAMM B MEAMULMHCKUX
uensx.

4 Inuo, ocyliecTBAsoOLEE B COOTBETCTBUMN C MHCTPYKLUMEN NO NPUMEHEHNI0 COOPKY U PeryinpoBKy
MeAMLMHCKOrO M3AeNns, BbINYLWEHHONO Ha PbIHOK WHbIM /JIMLOM W NpeAHasHaYeHHoro A.a
NHANBMAYANbHOIO MPUMEHEHUSA, HE ABAAETCA U3roToBUTENIeM, eCin C6OPKa U PEryIMpPoBKa HEe U3MEHSAIOT
npegHasHauyeHHOro NPUMEHEHUS MeANLMHCKOTO U3aenus.

5 JlMuo, wu3meHslolWee nNpeaHasHayeHHoe MNPUMEHEHWEe MeAMLMHCKOro WU3aenus  uam
Mmoauouumpylollee MeanUMHCKoe M3genne 6e3 cornacua U3roToBUTENs ONA BbiNycKa M34enuns nop,
CBOMM COBCTBEHHbIM MMeEHeM, c/reflyeT pacCcMaTpuBaTb KaK W3rotosuTens moanduumMpoBaHHOro
MeANLNMHCKOro U3aenma.

6 YNOAHOMOYEHHbIV NpeacTaBuTeb, ANCTPMBLIOTOP UAN MMNOPTEP, KOTOPbIN TONbKO AobaBaseT
CBOM agpec M KOHTaKTHble AaHHble HAa MeAVUMHCKOE M34enne UAW Ha ynakoBky 6e3 yaaneHua mam
N3MEHEeHMNA OPUTMHANBbHON MapPKUPOBKK, HE ABNAETCA U3roTOBUTE/IEM.

7 B cnyyae eciv NpuUHaANEKHOCTU NOANAAatoT NoA, peryavpytolwme TpeboBaHna K meamumHCKomy
M34eNnio, NMLA, OTBETCTBEHHbIE 33 MPOEKTUPOBaAHUE U/MAWM NMPOU3BOACTBO TaKUX MPUHAANEKHOCTEN,
ABNAOTCA U3TOTOBUTENAMM.

3.11 meauumHckoe usgenve (medical device): WMHcTpymeHT, annmapat, npubop, YyCTPOWCTBO,



obopyaoBaHMe, MMMNAAHTAT, in vitro peareHT, nporpammHoe obecrnedyeHwe, maTepuan WAU WHble
noaobHble MAK CBA3AHHbIE C HUMW MU3AENUA, NpeaHasHaYeHHble U3roToBUTENEM A/1A NPUMEHEHUA K
yesIoBeKYy Mo OTAENbHOCTU UAN B KOMBUHALMMK:

- AMArHOCTUKK, NPODUNAKTUKU, MOHUTOPUHTA, NeYeHns uam obneryeHuna 3aboseBaHnii;
- AMArHOCTUKN, MOHUTOPUHIA, IeYeHmns, obaeryeHma nam KomneHcaumm nocneacTsnin TpaBmbl;

- nccnepnoBaHmA, 3ameweHna anm USMeHeHMA aHatToMU4YeCcKoro CtTpoeHna nam ¢M3VIOI]OI'M‘-I€CKVIX
npoueccos,

- XXU3HeobecneyeHUs U NoALAEPKAHUA MUSHEHHbIX GYHKLUIA;
- yNpaB/ieHuWA 3a4aTmem;
- Ae3VHPEKUMM MeANLMHCKUX U34eNNi;

- nonyvyeHna MHd)OpMaLI,VIVI nocpeacrsom nccnenoBaHuA in vitro npo6, B3ATbIX N3 TE/1a YE/I0BEKQ, a
TaKXe He gocturatowime csoero nepsn4YHOro npegHasHa4eHHoOro BO3A€IZCTBMFI Ha OpPraHM3m 4enoBeKa 3a
cyer (I)apMaKO!'IOI'VIHECKVIX, MMMYHO/TOTN4EeCKUX Unn meTabonnyeckmx cpeacTts, HO beHI-(LI,MM KOTOpPbIX
MOTyT noggepXXmnBaTtbCA TAaKMMU CpeaCTBaMM.

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

MNpumeyaHune - HekoTopble M34ENNA B OTAENAbHbIX HOPUCOMKUMAX MOTYT PacCMaTPMBATbCA Kak
MeAULMHCKNE, HO B UX OTHOLUEHUM eLLe He BbipaboTaH eauHbIi noaxos,. Takumum nsgenmamm moryT ObiTb:

- AesnHuumpyoume BeLecTsa;
- BCNomMoraTte/ibHble cpeacTBa A1a /UL, C OrPaHUYEHHbIMU BO3MOXKHOCTAMU;
- U34e/11A, BKAOYAOLWME TKaHU X KUBOTHbIX UM YEN0BEKa;

- U3L4eN1A ANA SKCTPAKOPNOPaNbHOro ONAOLAOTBOPEHMSA U PENPOAYKTUBHbLIX TEXHOOTUIA.

3.12 cemelicTBO MeaMUMHCKMUX usgenmii (medical device family): Fpynna meanunHCKux Msgenvi,
NPoOn3BOAUMbIX OLHON W TOI e WUAM 4NA OOHOM M TOW e OpraHM3auum U UMELWMX OANHAKOBYHO
6a30BYl0  KOHCTPYKUMIO U PYHKLMOHANbHbIE XapPaKTEPUCTUKM B  OTHOLWIEHMM 6e30MacHoCTH,
npegHasHa4yeHHOro NpUMeHeHUs U GYHKLUMOHMPOBaHMA.

3.13 oueHuMBaHMe YHKUMOHANbHbIX XapakTepucTuk (performance evaluation): OueHka u aHanus
AaHHbIX ANA YCTAaHOBAEHMA UMW NPOBEPKM CMOCOBHOCTM M3aenua ANA AMArHOCTMKM in vitro gocturatb
CBOEro HasHayeHwus.

3.14 nocnenpogaxHoe HabaogeHue (post-market surveillance): CuctemaTtnyeckuin npouecc cbopa
M aHa/M3a OMbiTa, NOJlYYEHHOTO B OTHOLIEHUM MESULMHCKUX U34e/UNA, BbINYLEHHbIX Ha PbIHOK.

3.15 npoaykuus (product): Pe3ynbTtaT npouecca.

[1ISO 9000:2005, nyHKT 3.4.2]

MpumeyaHua

1 CyuwiecTByIOT YeTbipe 0b6LIMe KaTeropmMm NpoayKLUK:
- ycayru (Hanpumep, nepeBo3Ku);

- NporpammHble cpescTBa (HanprMmep, KOMMbIOTEPHAs MPOrpaMma, C/10Bapsb);



- TeXHUYecKkue cpeacTea (Hanpumep, MexaHMYecKan YacTb ABuUraTens);
- nepepabaTtbiBaemMble maTepuasbl (Hanpumep, cMaska).

MHorve BMAbI NPOAYKLUUN COAEPIKAT 3/IEMEHTbI, OTHOCALLMECA K Pa3/IMUYHbIM OOLMM KaTeropusam
npoaykumm. OTHeceHWe MNpOAYKUMW K ycClyram, MNPOrpaMMHbIM, TEXHUYECKMM cpeacTBam Wau
nepepabaTtbiBaeMbiM MaTepuanam 3aBUCUT OT Npeobnagaowero anemeHTa. Hanpumep, noctaBnsemas
npoaykumsa "aBTomMobub" COCTOUT U3 TEXHUUYECKUX CPeacTB (Hanpumep, WKH), nepepabaTbiBaembix
MaTepuanoB (Hanpumep, roproyee, OXNAXKAAOWAA KMUAKOCTb), MPOrPaMMHbIX CpeacTs (Hanpumep,
nporpaMmmHoe yrnpas/ieHne gsuraTesem, MHCTPYKLUMA AN BOAUTENA) U YCAYTU (Hanpumep, pasbACHEHWs
no aKcnayaTaumu, AaBaemble NPoAaBLOM).

2 VYcnyra naABnsetca pe3ynbTaTOM MO MeHblUel mepe oaHOro pAencteumsi, ob6asaTenbHO
OCYLLECTB/IEHHOTO NPU B3aUMOAENCTBMM NOCTaBLUMKa U NOTPEOUTENA, U, KaK NPaBMJIO, HEMaTepUasibHa.

MpenoctaBaeHMe yCayri MOKeT BK/oUaTb B ceba, Hanpumep, caeayollee:

- AeATeNbHOCTb, OCYLLECTB/IEHHYIO C MOCTaB/lIeHHOW NoTpebutenem matepuanbHOM NpoayKumei
(Hanpumep, peMOHT HencnpaBHOro aBToMobus);

- 0EeATEeNIbHOCTb, OCYLWECTB/IEHHYIO C NocTaBAeHHOM I'IOTpE6MT€I'IEM HemaTepmaanoﬁ I'IpOLI,YKLI,MEVI
(Hanpmmep, COCTaB/ieHME 3aABNEHNA O A0X043aX, HEO6XO,CI,MMOI'O ana onpegeneHnAa pasmepa Hanora);

- NpeAocTaBneHe HemaTepunanbHOW NPOAYKUMM (Hanpumep, MHGOPMaLLMM B KOHTEKCTE Nepeaaqn
3HaHWI);

- co3M.aHuMe ycoBuiA ansa notpebutenei (Hanpumep, B FOCTUHMULIAX U pecTopaHax).

MporpammHoe CPeacTBO COAEPHKUT MHPOPMALLMIO U 0BbIYHO ABAAETCA HEMATEPUAIbHBIM U MOKET
6bITb TaK}Ke B popme NoAx0oA0B, onepaumii UM npoueayp.

TexHnyeckoe cpeCTBO, KaK NMpaswu/o, ABAAETCA maTepuasibHbIM, U ero KOAM4ecTBO BbipaXKaeTca
ncumncnsemonm XapaKTepMCTVIKOVI. I'Iepepa6aTb|BaeMb|e mMmaTepumanbl 06blYHO ABAAIOTCA MaTepumanbHbIMWU,
M UX KO/MYECTBO BblIpaXKaeTcA HeﬂpeprBHOVI XapaKTepMCTMKOVI. TexHn4yeckne cpepctea u
nepepa6aTb|BaeMb|e MaTepuranbl HaCTo Ha3bIBAKOT TOBapaMM.

3 [laHHOe onpeaeneHne TepMmuHa "NpoayKuma" MMeeT OTANYMA OT onpeaeneHus, NPUBEAEHHOO B
I1SO 9000:2015.

3.16 3akynaemasa npoaykumsa (purchased product): MpoayKuma, npenocTtaBiaeHHan Kakon-nmbo
CTOPOHOM, HaxoAALLEeNCA BHE CUCTEMbI MEHEAKMEHTA KauecTBa OpraHu3aumu.

I'IpMN\eanme - I'Ipep,OCTaBneHme NnpPpoAYKLUMUN HE BCerga conpoBoXAaeTcA KOMMeEPYEeCKUMU nnn
d)MHaHCOBbIMM cornaweHnamm.

3.17 pucK (risk): CoueTaHue BepOATHOCTU NPUYMHEHUA BPeAa 1 TAXECTM 3TOro Bpea.
[1ISO 14971:2007, nyHKT 2.16]

MpumeyaHue - 3To onpegeneHune "pucka" otanyaeTca ot onpegenenHus, gaHHoro 8 1ISO 9000:2015.

3.18 meHeaKMeHT pucKa (risk management): CuctemaTnyeckoe NnpuMeHeHne NoUTUKK, MpoLeayp
M NMPaKTUYECKUX METOLO0B MEeHeIXMEeHTa A/1A pelleHus 334ay aHa/n3a, OLEeHWBAHMWA, YNpaBieHua u
MOHMWTOPUHIa PUCKa.

[1SO 14971:2007, nyHKT 2.22]



3.19 cuctema bGapbepoB cTepuabHOCTM (sterile barrier system): MWHUMaNbHbLIA KOMMJIEKC
TEXHUYECKUX CPEACTB, KOTOPbIA NPenaTcTByeT MNPOHMKHOBEHUIO MMKPOOPraHM3MOB W MO3BOJIAET
o0becneynTb CTEPUABHOCTD NPOAYKLUN 10 €€ UCM0/Ib30BaHUSA.

[1ISO 11607-1:2006, nyHKT 3.22]

3.20 cTepunbHoe MeAuUMHCKoe u3sgenue (sterile medical device): MeauumHckoe wusaenwve,
CoOTBeTCTBYOLLEeEe TPeboBaHNAM K CTEPUIBHOCTU.

MpumeyaHue - TpeboBaHMA K CTEPUNBHOCTM MEOMUUMHCKUX U34eNniA MOTyT BbiTb YCTaHOB/EHDI
NPUMEHUMBIMMK PETYMPYIOWMMK TPEOOBAHUAMM U CTAaHAAPTAMM.

4. Cuctema meHeaXMeEHTa Ka4vecTBa

4.1. O6bwue TpeboBaHUA

4.1.1 OpraHu13auma A0MKHA JOKYMEHTUPOBATb CUCTEMY MEHeXKMEHTa KayecTsa U noaaepKnBaTb
ee pe3ynbTaTUBHOCTb B COOTBETCTBUM C TpebOBaHMAMM HACTOALLEro CTaHAAPTa U MPUMEHUMbIMMI
peryavpyrowmmmn TpebosaHmamu. OpraHM3auma [OMKHA YCTaHaBAMBATb, BHEAPATb M MNOALEPKMBATb
noboe TpeboBaHve, npoueaypy, AeATENbHOCTb WM  MepPONpPUATUE, KOTOpble [AOJXKHbl  ObiTb
OOKYMEHTUPOBaHbl B COOTBETCTBUM C TPeOOBAHMAMM HACTOALWLErO CTAHZAPTA U NPUMEHMMbIMU
peryampyowmmm TpeboBaHMAMM.

OpraHvsauus  [0/MKHA  OOKYMeHTanbHO odopMuUTb CBOK(M) posb(M) B COOTBETCTBMM C
NPMMEHMMBIMM PETYUPYIOWLMMN TPEBOBAHNAMM.

MpumeuaHune - Ponu, NpuUHATblE Ha cebs opraHuWsauMei, MoOryT BKAYaTb B cebsa ponau
N3roToBUTENA, YNONHOMOYEHHOIO NPEeACTaBUTENA, MMNOPTEPa UK AUCTPUBbLIOTOPA.

4.1.2 OpraHu3sauma AOMKHa:

a) onpenensaTb NPOLEecchl, HEOOXOANMbIE ANS CUCTEMbI MEHEAKMEHTA KauyecTBa, U UX NPUMEHEHNe
B OpPraHM3aLmm ¢ y4eToM posieit, NPUHATbIX Ha cebs;

b) NnpUMeHATb PUCK-OPUEHTUPOBAHHbIN MOAXOA, K YPaB/IEHNIO COOTBETCTBYIOLMMM NPOLLECCaMM,
Heo6X0ANMMbIMWU ANA CUCTEMbI MEHEAKMEHTa KayecTBa;

C) onpenenATtb nocnenoBaTesibHOCTb U Bsammop,eﬁcmme 3TUX Npoueccos.
4,13 [NAa Kax[oro npouecca B cMCTeMe MeHeKMeHTa KayecTBa OpraHM3auma AOXKHa:

a) onpenenATb KpUTeEPUnM N MeToabl, HEO6XOAMMb|e ana obecneyeHus PEe3yNbTaTUBHOCTHU, KaK NpH
ocywecrtBneHnn, Tak 1 Nnpu ynpasaeHnUn asTumMmm npoueccamm;

b) obecneuvBaTb HanuuMe pPecypcoB U UHPOpPMaUMKM, HEOBXOAMMBIX AO1A NOAAEPKKU
dYHKLMOHNPOBAHNA U MOHUTOPMHIA 3TUX NPOLLECCOB;

C) OCyLlecTBNATb ,Cl,eﬁCTBMH, HEO6XOAMMbIe Aana AOoCTUXeHUA 3an1aHNPOBAHHbLIX PE3y/abTaTOB U
noaaepXaHna pe3ynbTatTMBHOCTU 3TUX NPOLECCOB,;

d) OCyLllecTB/IATb MOHUTOPUHT, U3MEPEHUE, eCN Ll,enecooﬁpa3Ho, M aHa/In3 3TUX NPoLUECCOB;

€) onpenensTb U NOALEPKMBATL B paboyem COCTOAHMM 3anncK AN AEeMOHCTPaLUKN COOTBETCTBUSA
TpeboBaHMAM HACTOALLErO CTaHAAPTa U NPUMEHUMbIM PEryvpytowmm TpebosaHuam (4.2.5).

4.1.4 OpFaHVI3aLI,VIFI AO0J/IXKHA OCyLEeCTBNATb MEHEOXKMEHT 3TUX NPOUECCOB CUCTEMbI MEHEOXKMEHTA
KayecCTBa B COOTBETCTBUUN C TpE6OBaHMﬂMM HacToAwero CtaHaapTa U NpUuMeHMMbIMN peryanpyrowmmm



TpeboBaHMAMU. MI3MEHEHUs, BHOCUMbIE B 3TV NPOLLECCHI, A0XHbI:
a) oLLeHMBaTbCA C TOYKM 3PEHMA BO3AENCTBMA Ha CUCTEMY MEHEAMMEHTa KavecTsa;

6) oLLeHNBaTbCA C TOYKU 3PEHUN BO3AENCTBUA HA MeAULIMHCKME U3Ae/MA, NPOU3BOAUMbIE B paMKaX
CMUCTEMbI MEeHeAXMeHTA KayecTBa;

B) KOHTPO/IMPOBATLCA B COOTBETCTBUM C TPEOOBAHMAMM HACTOALLErO CTaHAAPTA U NPUMEHUMbIMU
peryavpyrowmmm TpebosaHnaMu.

4.1.5 Ecnn opraHM3auus pellaeT nepeaaTtb Ha CTOPOHY BbIMOJIHEHME KaKoro-anbo npouecca,
B/INSIIOLLErO Ha COOTBETCTBME MPOAYKUMM TpeboBaHMAM, OHA A0/IKHA OCYWECTB/ATb MOHUTOPUHI U
obecrneunBaTb CO CBOEW CTOPOHbI YynpaBAeHMe TakMmu npoueccamu. OpraHMsaums CcoxpaHseT
OTBETCTBEHHOCTb 33 COOTBETCTBME TAaKOIo Npouecca TpeboBaHNAM HacToALLEero cTaHAapTa, TpeboBaHUAM
notpebutena u MNPUMEHUMbIM  pPeryaMpyrowmm TpeboBaHuAM. YnpaBieHue [O0/KHO  ObiTb
NPONOPLMOHANLHO PUCKY, CBA3AHHOMY C BO3MOXHOCTbIO BHELLHEN CTOPOHbI 0becneynTb COOTBETCTBUE
TpeboBaHMAM NyHKTa 7.4. Ynpas/ieHne A01KHO BKAOYATb MMCbMEHHbIE COrlalleHns Mo KayecTsy.

4.1.6 OpraHmsauma [OO/KHA  OOKYMEHTMPOBaTb  npoueaypbl  BaAugauym  npuMeHeHusa
KOMMNbIOTEPHOIO MPOrpamMmMHOro obecneyeHus, MUCMOJIb3YEMOro B CUCTEME MEeHeAKMEHTa KauyecTBa.
MpunoXxKeHUs Takoro NporpaMmHoOro obecrneyeHns HeobxoAMMO BaNMANPOBATb A0 Hayana NPUMeHeHus
W, ecnuM uenecoobpasHo, Nocne BHECEHMA WU3IMEHEHUW B NporpammHoe obecrneyeHne WU €ero
npumMmeHeHue.

KOHKpeTHbIi nogxod v BUAObl AEATENbHOCTM NO BaAMZauMuM M pesBanngaumm nporpaMmHoro
obecneyeHnsa [OMKHbI BbiTb NPOMOPUMOHANBHLI PUCKY, CBA3AHHOMY C MNPUMEHEHWEM TaKoro
nporpaMmmHoro obecnevyeHus. 3anncu o6 3TOW AeATENbHOCTM AOJ/IKHbI NOALEPKMBATLCA B paboyem
cocTosiHuu (4.2.5).

4.2. TpeboBaHUA K LOKYMEHTALMUK

4.2.1 O6bwme nonoxeHua

JOoKyMeHTaLmMa cucTemMbl MeHeKMeHTa KavecTsa (4.2.4) A0MXKHA BKAOYATb:

a) AOKYMeHTaIbHO 0POPMIIEHHbIE 3aABNEHUA O NOAUTUKE U LENAX B 061aCTM KAYecTBa;
b) pykoBoacTBO No KayecTsy;

C) AOKYMEHTUPOBAHHbIE NpoLeaypbl U 3anmcK, Tpebyemble HacTOALMM CTaHA4APTOM;

d) AOKYMEHTbI, BKAKOYaA 3anncu, onpegeneHHble opraHmaaumeﬁ KaK HeO6XO,CI,MMbIe Aana
obecneveHus pPe3ynbTaTUBHOIO N1IaHNPOBAHUA, OCYLLECTB/IEHMNA NPOLUECCOB U ynpaBaeHNA MU,

€) opyryto 4OKYMeEHTaLUMI0, YCTaHOBNEHHYIO MPUMEHUMbIMU PETYANPYIOLLMMM TPeBOBAHMAMM.
4.2.2 PyKOBOACTBO MO KayecTsy
OpraHu3auma AoMKHA LOKYMEHTUMPOBATb PYKOBOACTBO MO KayecTsy, cogepallee:

a) 061acTb NPUMEHEHMUA CUCTEMbI MEHEAXKMEHTA KayecTBa, BKAYan NogpobHoCTH M 06oCcHOBaHME
NOBbIX UCKNOYEHUI N/UAN HENPUMEHEHUS;

6) OOKYMEHTNUPOBAHHbIE Npoueaypbl, pa3pa60TaHHble ANnAa CUCTeMbl MeHeXMEeHTa KayecCTBa, Uiun
CCbIZIKU Ha HUX;

B) OonuncaHume B3aVIMO,CI,el\;ICTBVIFI npoueccoB CUCTEMbI MeHeAXXKMEeHTa Ka4yecTBa.



PYKOBOACTBO MO KauyecTBy AO/IKHO OMNPeAensaTb CTPYKTYPY AOKYMEHTAUWMW, UCMOSb3yemoin B
cucTeMe MeHedyKMeHTa KayecTsa.

4.2.3 ®ainn meauLNHCKOTO n3aenua

Ona Ka)goro TMNa WM cemMeincTBa MegUUMHCKUX U3AENUI OpraHusauumsa OOMXKHA co34aTb U
noafeprkMBaTb B paboyem COCTOAHUM OAMH UM HECKOJIbKO GainoB, cofepawmx AOKYMEHTbl UK
OAOLWMX CCbIIKM Ha HUX, ANA NOATBEPKAEHWUA COOTBETCTBUA TpeboBaHMAM HACTOALWEro CTaHZapTa U
NPUMEHUMbIM PErYINPYIOWNM TpeboBaHMUAM.

CopeprkaHue daiina(oB) 4ONKHO BKAOYATL MO MEHbLUEN MeEpE:

a) obuee onncaHne MeaMULMHCKOrO U3LEeNUs, ero NPeaycMOTPEHHOTO HasHaYeHUs/ MpUMeHeHus,
MapPKUPOBKM, BKAtOYAA Nt0Oble MHCTPYKLMN MO NPUMEHEHUIO;

b) cneymdmKaummn npoaykumu;

C) cneunduKaummn nam npoueaypbl NPOM3BOACTBA, YNAKOBKM, XpaHeHUs, obpaLleHuns ¢ usgenvem,
a TaK¥e gncTpubyumu;

d) npoueaypbl UI3MepPeHUA U MOHUTOPUHIA;

e) TpeboBaHMA K MOHTaXy, eCiv NPUMEHUMO;

f) npoueaypbl TEXHUYECKOTO 06CNYKMBAHWA, ECTU NPUMEHUMO.
4.2.4 YnpaBneHune AOKYMeHTaMu

JOoKymeHTaMm cuctembl MeHeXMeHTa KavyecTBa HEO6XOAMMO ynpaBaAaTb. 3anucu - ocobblit BUA
AOKYMEHTOB, U UMWN Ha40 ynpaB/aIATb COrnacHoO TPE6OBaHVIﬂM, npmueeaeHHbIM B NYHKTE 4.2.5.

Ona onpepeneHvs HeobxoAMMbIX CPeACTB  YNpaBAeHWA AO0/KHA 6biTb  paspaboTaHa
AOKYMEHTUPOBAHHaA npoueaypa, npeaycmaTpueatowas:

a) aHanus n oduumanbHoe oaobpeHMe AOKYMEHTOB C TOYKM 3PEHMA MX afeKBaTHOCTM A0 WX
BbIMYCKa;

b) aHanu3 n akTyanusauumio, No mepe HeobXoAMMOCTH, U NOBTOPHOE oduLManbHoe ofobpeHune
AOKYMEHTOB;

c) obecneyeHmne AeHTUGMKALMN USMEHEHWNIN M CTaTyca NepPecmMmoTpa AOKYMEHTOB;
d) o6ecneyeHre HaNNUMA COOTBETCTBYIOLLMX BEPCUI AOKYMEHTOB B MECTAX MX MPUMEHEHUS;
e) obecneyeHne coxpaHeHUA LOKYMEHTOB YETKMMMU U JIETKO MAEHTUPULMPYEMBIMU;

f) obecneyeHune I/I,CI,EHTVId)VIKaLI,VIVI AOKYMEHTOB BHELWIHEro npoucxoxaeHwuada, onpeneneHHbIX
opraHM3au,|/|el7| KaK HEO6XO,£I,I/IMbIe Ana nNnaHnMpoBaHuUA “ d)yHKLI,VIOHMpOBaHVIFI CNCTembl MeHeaXMeHTa
KayecCTBa, U ynpasaeHne mnx paCCbIﬂKOVI;

g) NpeAoTBpalLeHe NOPUN AN NOTEPU AOKYMEHTOB;

h) npeagoTspalleHne  HenpegHamepeHHOro MUcno/sb3oBaHUA  YCTapeBLWUX AOOKYMEHTOB WU
npumeHeHue COOTBETCTBWOLLI,EVI VI,EI,EHTI/Id)VIKaLI,I/IVI K HUM.

Opl’aHMBaLI,VIFI AO0J/1IXKHa obecneumBaTb aHaAn3 w od)mu,maanoe 0,£|,06pEHVIe U3MEHEHUA B
AOKYMeEHTax nmbo AO/IKHOCTHbIM JIULOM, OAO6pVIBLUVIM I'IepBOHa‘-IaI'IbeIVI AOKYMEHT, nmbo Apyrmm
cneunanbHO Ha3Ha4Ye€HHbIM OONKHOCTHbIM AUULOM, MUMEKOWMM O0CTYyN K COOTBeTCTBYIOLLI,eﬁ VICXO,EI,HOIZ



MHPOPMaLMK, Ha OCHOBAHMUM KOTOPOM NPUHUMAETCA peLLeHue.

OpraHusauma gonxHa onpefenatb nepuos BpeMeHUu, B TeYeHMe KOTOPOro cieayeT XpaHUTb He
MeHee OAHOM KOMWM yCcTapeBLUMX AOKYMeHTOB. Ha 3TOoT nepuop gonxeH bbiTb obecrneyeH gocTtyn K
AOKYMeHTam, B COOTBETCTBUM C KOTOPbIMN MeaAUUNHCKOe nsaenue 6blN0 U3rOTOBJIEHO U MncnbiTaHoO, B
TeYyeHue, No KpamHen mepe, CPpoKa CyKObl U3genuns, onpeaesieHHoro opraHn3aLUmnen, Ho He MeHee CpPoKa
XpaHeHusa noboi utorosoi 3anucu (4.2.5) MAKM B COOTBETCTBUM C MPUMEHUMbBIMWU PETYIMPYIOLLMMM
TpeboBaHMAMM.

4.2.5 YnpaBneHue 3anmcamm

3anucy OONXKHbl NOAAEPMKMBATbLCA B paboyemM COCTOSHUM ANs NPeAoCTaB/EHUs CBUAETE/bCTB
COOTBETCTBUA TPEOOBAHUAM U Pe3yNbTaTUBHOIO PYHKLMOHNPOBAHMA CUCTEMbI MEHEAXKMEHTA KayecTBa.
OpraHmsauma A[ONXKHA AOKYMEHTMPOBATb Mpoueaypbl 4aa onpegeneHna cpeacts  ynpasaeHus,
HeobxoaMMmbIX Ans8 uAeHTUOMKAUUK, XpaHeHus, 6e30MacHOCTM U UENOCTHOCTU, BOCCTAHOBJIEHWUS,
BKJ/IlOYan onpeaesieHna CPOKOB XPaHEHUSA, U MOPAAKA U3bATUA 3aNUCEN.

OpraHusauus [ONKHa onpeaesntb U BHEAPUTb  MeTodbl  3aWmTbl  KOHOUAEHLMANbHOM
MHbOPMaLMK 0 300POBbE, COAEPIKALLENCA B 3aNUCAX, B COOTBETCTBUM C NPUMEHUMbIMU PETYINPYIOLLUMU
TpeboBaHMAMMU.

3anncu A0/XKHbI OCTAaBaTbCA YETKMMMU, NErko VIAGHTVICI)VILI,VIpyeMbIMVI N BOCCTaHaB/1IMBaemMbiMWU.
M3meHeHnA B 3anNnCAX SOKHbI 6bITb MAEHTMCI)VILI,MpyeMbIMM.

OpraHvsauusa [O0/KHA XPaHWTb 3anncuM B TeYeHMe, MO KpaWiHen mepe, CPoOKa Cay:Kbbl
MEeAMLMHCKOro U3Aennn, onpeaeseHHoro opraHnsaumen, Ho He MmeHee ABYX JIeT C MOMEHTA BbiMNycKa
MEAVLMHCKOIO M34eNMA opraHu3aumen MAM B COOTBETCTBMM C MPUMEHUMbBIMU  PEryanpyoWwmMmm
TpeboBaHMAMM.

5. OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 O6s3aTenbCTBa PYKOBOACTBA

Bbicllee pPYKOBOACTBO  OpraHM3auuM  [O/BKHO  MNPeaocTaBnATb  CBUAETENbCTBAa  CBOEW
NPUBEPIKEHHOCTU pa3paboTKe U BHeAPEHMNIO CUCTEMbI MEHEAXMEHTa KauyecTBa, a TakKe Noaaep>KaHnio
ee pe3ynbTaTMBHOCTU NOCPEACTBOM:

a) AoBeAeHMA OO0 CBEAEHWA OpraHM3auMM Ba*KHOCTWU BbIMNOAHEHUA TpeboBaHMI NoTpebutens, a
TaKXe NPMMEHUMbIX PErYANPYIOLLNX TPE6OBAHWI;

b) pa3apaboTkn NoAUTMKK B 061aCTM Ka4yecTBa;

c) obecneyeHuns paspaboTku Lene B 061acTn KayecTBa;
d) npoBegeHWsA aHanM3a Co CTOPOHbI PYKOBOACTBA;

e) obecneyeHns HeoHXO0AMMbIMUK pecypcamu.

5.2. OpueHTauus Ha noTpebutens

Bbicluee pYKOBOACTBO JO/KHO obecrneunBaTb oOnpefeseHne U BbiNOJHeHWe TpeboBaHWiA
noTpebuTens n NPUMEHUMbIX PErYINPYIOWUNX TPeOOBaHNUN.

5.3. MonunTtrKa B 061acTK KayecTsa

Bbicwee PYKOBOACTBO O0/1XKHO O6ECI'I€‘-IMBaTb, yTOb6bI NOIMTUKA B 06/1aCTM KayecTBa:



a) COOTBETCTBOBA1a CTPATENMYECKUM HAaMEPEHNAM OpraHh3aunu;

b) Bkntoyana 06a3aTeNbCTBO COOTBETCTBOBATL TPEHOBAHMAM CUCTEMbI MEHEAMKMEHTa KayecTsa 1
noAfep»KuBaTb ee pesyabTaTUBHOCTb;

) obecneunBana OCHOBbI A1 MOCTAHOBKM WM aHA/M3a Liesieit B 06/1acTu KavecTsa;
d) 6bina foBeaeHa A0 CBEAEHMA NEPCOHANA OPraHM3aLUKN U NMOHATHA eMy;

€) aHanM3MpoBanacb Ha NOCTOAHHYO NPUTOAHOCTD.

5.4. MnaHuposaHue

5.4.1 Llenn B 061acTm KavecTsa

Bbicliee pyKOBOACTBO OpraHW3auuM AOJIKHO obecneynTb, 4TOObl Lenn B 06s1aCTU KayecTsa,
BK/lOYasA Te, KOTOpble HeobXxoAuMMbl ANA BbINOAHEHUA NPUMEHMMbIX PEryanpylolmx TpebosaHuii U
TpeboBaHUIN K NPOAYKUUK, BbIAN YCTaHOBAEHbI ANA COOTBETCTBYIOLWMX GYHKUUA U HAa COOTBETCTBYIOLLNX
YPOBHAX BHYTPW opraHusauuun. Lenn B o06nacTm KayectBa [O/MKHbI BbiTb  M3MEPUMbBIMK 1
COrNacoBaHHbIMM C NONUTUKOM B 061aCcTN KavecTsa.

5.4.2 MnaHNpoBaHME CUCTEMbI MEHEAKMEHTA KauecTsa
Bbicwee pyKOBOACTBO A0/IKHO obecneunsath:

a) NlaHNPOBaHME CUCTEMbI MEHEXKMEHTA KauecTBa ANA BbINoJHeHUs TpeboBaHWiA, NpuBeeHHbIX
B NyHKTe 4.1, a TaKKe gnsa AOCTUNKEHUA Lenelt B 061acTu KayecTsa;

b) coxpaHeHMe LeNoCTHOCTU CUCTEMBI MeHeKMEHTA KayecTBa Npu NAaHUPOBaHNKN U BHEAPEHUN B
Hee N3MeHeHuN.

5.5. OTBETCTBEHHOCTb, NOJIHOMOYUA U 06MEH MHPOopMaL el
5.5.1 OTBeTCTBEHHOCTb M MOJIHOMOYUA

Bbicwee pyKoBOACTBO [A0/1KHO O6eCI'IeLWITb, 4yTO6bl OTBETCTBEHHOCTb M NOAHOMOYMA OblaK
onpegeneHbl, AOKYMEHTUPOBAHbI U AO0BeAEeHbI A0 CBeAeHNA NepCOHa/1a OpraHn3auunn.

BbiCWwee pyKOBOACTBO AO/IKHO AOKYMEHTUPOBATb BBaMMOAeﬁCTBMe nepcoHana, pykosoaALlero,
BbIMNO/IHAKOLWLETO U Bepmbmu,mpyrouj,ero pa60Ty no obecnevyeHuto Ka4yecTtBa, U obecneunBaTb NOSHOMOYMNSA
1N HE3aBUCUMOCTD, HEO6XOAMMbIe AnAa BbINONTHEHUA 3TUX 3a4aM.

5.5.2 Mpeacrasutenp pyKoBoACTBa

Bbicwee PYKOBOACTBO AO/IXKHO HaA3Ha4uUTb npeacraButena U3 CoCrtaBa PyKOBOACTBaQ, KOTOprljl
HE3aBUCUMO OT APYrux obAsaHHoCTEM o6na,u,aeT OTBETCTBEHHOCTbIO U NO/THOMOYUAMMU, BKIHOHAKOLWNMUA!

a) obecneyeHune TOro, yTOObI npoueccol, HeO6X0,CI,VIMbIe AnAa CUCTeEMbl MeHeAXMEHTa KayecCTBa,
6b1an AOKYMEHTUPOBAHDbI;

b) npeactaBneHMe oTYETOB BbICLIEMY PYKOBOACTBY O Pe3y/bTaTUBHOCTM CUCTEMbI MEHEAKMEHTA
KayecTBa M HeobxoanumMocTu ynydieHus (8.5);

c) obecneyeHne pacNpPOCTPAHEHMSA MOHUMAHUA NPUMEHUMbIX Peryanpylowmx TpeboBaHuin u
TpeboBaHMIN CUCTEMbI MEHEeAKMEHTa KayecTBa B pamKax BCeil OpraHun3aLmu.

5.5.3 BHYTpeHHUI 06meH nHpopmaumel



Bbicluee pyKOBOACTBO AO/XHO obecneuymBaTb pa3paboTKy B OpraHM3aLMW COOTBETCTBYHOLLMX
npoueccos obmeHa uWHPoOpmauMeld, B TOM 4UYMCAe NO BOMPOCAaM Pe3y/bTaTUBHOCTUM CUCTEMbI
MeHegXMeHTa KavyecTBa.

5.6. AHann3 co cTOpoHbl PyKOBOACTBA
5.6.1 Obwme NnonosKeHmsn

OpI'aHM3aLI,VIF| AONXKHA OOKYMEHTUPOBATb npoueaypbl 414 aHa/in3a CO CTOPOHbl PyKOBOACTBA.
Bbicwee PYKOBOACTBO AOJ/IXHO aHA/M3MPOBATb Yepe3 AOKYMEHTA/IbHO 3an/laHUPOBAHHbIE UHTEPBA/bI
CNCTemy meHegxKmeHTa KayecCtBa OpraHusauumn C uenbko obecneyeHns ee NOCTOAHHOM NPUroaHOCTH,
aEeKBATHOCTU U PE3Y/ZIbTAaTUBHOCTMU. AHann3 fonKeH BKAKYATb OLLEHKY BO3MOXKHOCTEMN ynydyuweHuna u
HEO6XO,D,MMOCTM BHECEHUA N3SMEHEHUN B cncremy meHeaXMeHTa KadecrtBa opraHnsaunm, B TOM HNCNE B
NONINTUKE U Lenax B obnacTtu Kavecrsa.

3anucuK aHaIM3a Co CTOPOHbI PYKOBOACTBA A0/IKHbI MOAAepHUBaThCA B pabouem cocToAaHum (4.2.5).
5.6.2 BxoaHble gaHHble AnA aHanunsa

BxoAHble [AaHHble A48 aHaAM3a CO CTOPOHblI PYKOBOACTBA [AOOJIXHblI BKAOYATb, HO He
OrPaHNYNBATLCA 3TUM, CNEAYIOLLYI0 MHPOPMALMIO, NONYYEHHYIO U3:

a) obpaTHol cBA3Y;

b) obpalteHua c npeteHsne;

C) OTYETHOCTM B PEryNMpYyLOLLME OpPraHbl;

d) ayauTos;

€) MOHUTOPWHIa U U3MepPEHUA NPOLLECCOB;

f) MOHUTOPWHIra N M3MepeHUa NPOAYKUNMK;

g) KOppPEKTUPYIOLLEro AeNCTBUSA;

h) npeaynpeskaatowero gencTeus;

i) nocneayoWwmMx AENCTBUI, BbITEKAIOLLMX U3 NPEAbIAYLLNX aHA/IM30B CO CTOPOHbI PYKOBOACTBA;
j) n3meHeHuI, KoTopble MOran Bbl NOBAMATL HA CUCTEMY MEHEAKMEHTa KayecTsa;
k) pekomeHaaumMii No yny4lleHuo;

|) HOBbIX MM NEPECMOTPEHHbIX MPUMEHUMbIX PeryanpyoLwmx TpebosaHuii.

5.6.3 BbixogHble gaHHble 414 aHaAmM3a

BbixoAHble AaHHble ANA aHanM3a CO CTOPOHbI PYKOBOACTBA AO/IXHbl ObiTb 3aperncTpUMpoBaHbl
(4.2.5) » BKAOYaTb NPOAHa/NM3UPOBAHHbIE BXOAHble AaHHble W Mlobble pelweHus W AencTeuA,
oTHOCALMECA K:

a) YAy4YWEHNAM, HeO6XO,EI,VIMbIM ana nogaepxXaHua npurogHoCcTh, adekBaTHOCTU U
PE3YyNIbTAaTUBHOCTUN CUCTEMbBI MEHEOXKMEHTA Ka4eCTBa U €€ NpoueCcos,

b) ynyyweHnunto npoayKumm cornacHo TpeboBaHMAM NnoTpebutenen;

C) U3MEHEHNAM, HEOGXOAMMbIM AnAa pearnposaHnAa Ha HOBblE UM NEPECMOTPEHHbIE NPUMEHNMbIE



perynavpylowme TpeboBaHus;

d) notpebHOCTM B pecypcax.
6. MeHeaXmeHT pecypcoB

6.1. ObecneyeHune pecypcamm

OpraHusauus goMKHa onpenenatb n obecnevymBaTb pecypcbl, Heobxoanmble gns:

a) BHeAPEHMA CUCTEMbI MEHEKMEHTA KayecTBa U NnogaepKaHuns ee pesybTaTUBHOCTY;

b) cooTBETCTBUA NPUMEHUMBIM PErynpYOLWMM TpeboBaHUAM 1 TpeboBaHUAM NoTpebuTens.
6.2. Yenoseyeckue pecypcol

MepcoHan, ocyWecTBAAWMIA AEATENbHOCTb, BAMAIOLLYIO HA Ka4ecTBO NPOAYKLUN, AOKEH BbiTb
KOMMETEHTHbIM B COOTBETCTBUM C NOYyYeHHbIM 06pa3oBaHMeM, NOArOTOBKOM, HaBblIKaMK U OMbITOM.

OpraHvsauus [0/MKHA O0KYMeHTMpoBaTb npouecc(bl), onpeaenslowmin(e) KOMNETEHTHOCTb
nepcoHana, nposeaeHue obyyeHus, obecneyeHme MHPOPMMPOBAHHOCTM NepCcoHana.

OpraHusaums A0NKHa:

a) onpeaenatb Heo6XOAMMYIO KOMMNETEHTHOCTb MEPCOHasna, OCYLLECTBAAIOLLIEro AeATe/bHOCTb,
B/VAIOLLYIO Ha KauecTBO MPoAyKLMK;

b) obecneunBaTb MOArOTOBKY WAM NpeAnpUHUMMaTb Apyrve AEWUCTBUA ONA LOCTUKEHUS Wau
noanepKaHna Heobxo4MMOMN KOMNETEHTHOCTY;

C) OUEeHUBATb pPe3y/IbTaTUBHOCTb NPUHATbLIX Mep;

d) obecneumBaTb 0OCBEAOM/IIEHHOCTb CBOEro MepcoHasna 06 aKTya/bHOCTM M Ba)XHOCTU ero
AesATe/IbHOCTU U BK/IaAe B AOCTMXeEHMeE Leneit B 061acTi KavecTsa;

e) nogaepmBaTb B paboyem COCTOAHUM COOTBETCTBYHOLLME 3anncu 06 obpasoBaHUn, NOLTOTOBKE,
HaBblKax W onbiTe (4.2.5).

MpumeyaHue - MeToLoNOTMA, UCMONb3yeMan ANA NPOBEPKM Pe3ynbTaTUBHOCTU, A0/XKHA bbiTb
NPONOPLMOHANbHA PUCKY, CBA3AHHOMY C AEATE/IbHOCTbIO, B OTHOLIEHMM KOTOPOW NpoBeAeHO obyyeHue
WU NHble AeiCTBUA.

6.3. UHdpacTpyKTypa

OpraHusauma O0/MKHa AOKYyMeHTUpoBaTbh TpeboBaHMA K MHPPACTPYKType, Heobxoammol ansa
OOCTUXKEHMA COOTBETCTBUA TPeboBaHUAM K NPOAYKLMM, NpeaoTBpalleHUsa nepenyTbiBaHUA NPOoAYKLMU U
obecneyeHuns Hag/erallero obpalleHns ¢ Hell.

NHdpacTpyKTypa MOKET BK/HOYATb, €CAN LLesiecoobpasHo:

a) 3paHusA, paboyee NPOCTPAHCTBO M CBA3AHHbIE C HUM CUCTEMbI MHIKEHEPHOro obecrneyeHus;
b) obopygoBaHue, BKAOUYAsA TEXHUYECKME U MPOrPaMMHble CPeaCTBa;

C) BCmomoraTe ibHble YCAyri (Hanpumep, TPaHCNoPT, CBA3b AN MHGOPMALIMOHHbIE CUCTEMBI).

Opl’aHM3aLI,VIFI AO/IXKHA AOKYMEHTUPOBATbL TpeGOBaHMH K AeATENbHOCTU NO TEXHUYECKOMY



O6C}'IY)'KMBaHVIIO, BTOM YuUCNE NHTEPBA/Ibl BbIMOJIHEHUNA pa60T Nno TeEXHNYECKOMY O6C}'Iy)-KVIBaHVIIO, eC/In 3Th
,El,el‘/JICTBVIFI NN NX OTCYTCTBUE MOTYT NOBJZINATb Ha Ka4eCTBO NPOAYKLIUN.

Ecnn uenecoobpasHo, TpeboBaHMA A0MKHbI NMPUMEHATLCA K 060pYyA0BaHMIO, UCMNOb3yeEMOMY B
NpPou3BOACTBE, A4 YNpaB/ieHUA NPOU3BOACTBEHHOMN cpeaoi, MOHUTOPUHIA U U3MEPEHUS.

3anmMcK Takoro TeXHUYECKOTO OOCNYXKMBaAHMA AO/MKHbI NOAAepXKMBaATbCA B paboyem cocToaHUM
(4.2.5).

6.4. Mpon3BoACTBEHHAA cpesa M KOHTPOb 3arpA3HEHNA
6.4.1 NMpounssoacTBeHHaA cpeaa

OpraHu3zauma A0MKHa AOKYMEHTUPOBaTb TPeboBaHUA K NPOU3BOACTBEHHOW cpeae, HeobXxoaAUMOoii
AN AOCTUNKEHUA COOTBETCTBUA TPebOBaHMAM K NPOAYKLMU.

Ecnn ycnosua nNpoM3BOACTBEHHOW cpedbl MOTYT OKa3aTb HEraTMBHOE B/IMAHME HA KayecTsBo
NPOAYKLUMM, OpraHvMsaums [OJ/KHA LOKYMeHTMpoBaTb TpeboBaHWMA K MNPOM3BOACTBEHHOW cpene W
npoueaypbl 418 MOHUTOPUHIA M YPaBAeHNA NPOU3BOACTBEHHOW Cpegoi.

OpraHu3aums A0NXKHa:

a) pa3paboTaTb AOKYMEHTMPOBaHHble TpeboBaHMA K COCTOSIHWUIO 3[0POBbA, YUCTOTE U oAexKae
MepcoHana, eciiv KOHTaKT MeXdy NepcoHas om U NpoayKuuein am nponsBoacTBEHHON Cpeaoit MOXKeT
OKa3aTb BAMAHME Ha 6€30MacHOCTb MeAULMHCKOrO M34eNUA AN ero GYHKUMOHANbHbIE XapaKTEPUCTUKMY;

b) obecneuntb, uTOBbLI Becb MNepcoHan, BpemMeHHO paboTaowmMii B 0COBbLIX YCNOBUAX
NPou3BOACTBEHHON cpefibl, Hbl1 KOMMNETEHTHbIM WKW Haxoauaca nojd HabaaeHUeM KOMMETEHTHOTo
nmua.

MprmeyaHue - JononAHUTENbHYIO MHGOPMaLUIO MOXKHO HaliTh B 1ISO 14644 1 I1SO 14698.

6.4.2 KOHTpOAb 3arpA3HEeHUA

Ecnv uenecoobpasHo, opraHMsauma AO0/KHA NAAaHMPOBATb M AOKYMEHTMPOBATb Mepbl ANA
KOHTPONA 3arpA3HEHHON WAM MOTEHUMANbHO 3arpAsHEeHHOW MPOAYKUMM C LEeNbio NpeaoTBpalleHus
3arpA3HeHUs NPOM3BOACTBEHHOM Cpeabl, NepcoHana Uau NpoayKumm.

ONna cTepunbHbIX MeAULMHCKUX U3OEeNUIA OpraHn3aums AOKHA AOKYMEHTUPOBaATb TpeboBaHMA K
YyNpaBNeHUIO 3arpAsHEHMEeM MUKPOOPraHM3MaMu WAM TBepAbIMM YacTUuaMM U NOoALEP*KMBATb
Tpebyemyto YNCTOTY B NpoLeccax COOPKU 1 YNaKOBKMU.

7. NMpoueccbl }U3HEHHOTOo LMKAa NPOAYKLNN

7.1. NnaHMpoBaHME NPOLECCOB }KM3HEHHOTO UMKAa NPOAYKUMNU

OpFaHM3aLI,VIF| AO0/KHa NN1aHUPOBAaTb U pa3pa6aTb|BaTb npoueccol, HeO6XOAMMbIe anAa obecneyeHus
U3HEHHOro UMKAa npoaykuun. NnaHnpoBaHMe NpoueccoB U3HEHHOro UMKAa NPOAYKUMU AO0J/IKHO
6bITb COrNAacoBaHoO C Tpe6OBaHVIHMM K APYyrmm npoueccam CUCTeMbl MEHEOXMEHTA KayeCTBa.

Opl’aHVI3aLI,VI’r'I AO0/IKHA OOKYMEHTUPOBATb OAUH WU bonee npoueccos meHeaXMeHTa pPUCKa B
npoueccax Xn3HeHHOoro unknaa npoaykuumu.

3anuncy No MeHeaKMeHTY PUCKa A0NXKHbI Noaaep»musaTbca B paboyem coctoaHunn (4.2.5).

an NnAaHNpPOBaHMK NpPoOLUECCOB U3HEHHOIO UMKaa NpoayKunn opraHmnsaumna go1KHa YCTaHOBUTD,
ecnun u,enecoo6pa3Ho:



a) uenu B 061acTu KayecTsa 1 TpeboBaHMA K NPoAYKUUY;

b) noTpebHOCTb B pa3paboTke NpoLeccos, AOKYMeHTOB (4.2.4), a TakKe B obecrnevyeHUn pecypcamu
O17 KOHKPETHOW NPoAyKLUMK, BKAOYasA MHOPACTPYKTYPY U NPOU3BOACTBEHHYIO CPeay;

C) HeobxoauMmylo AeAaTeNbHOCTb MO BepudUKauuKn, BanuaauMv, MOHUTOPUHTY, KOHTPOAD U
NcnbITaHUAM, 06paboTKe, XpaHEHUIO, pacrnpeseNneHUo U NPOC/IEXMBAEMOCTU KOHKPETHOW NpoayKumum

BMeECTE C KpUtTepmnamm npnemKkmn npoaykumu;

d) 3anucu, Heobxoammblie ans obecneyeHMs CBUAETENbCTBA TOrO, YTO MPOLLECChl ¥U3HEHHOro
LUMKNa NPOAYKLMM U rOTOBasA NPOAYKLMA COOTBETCTBYIOT TpeboBaHuam (4.2.5).

Pe3ynbTaTbl 3TOro NAaHUPOBAHUA A0/KHbI ObITb LOKYMEHTUPOBAHbLI B GOPME, COOTBETCTBYIOLLEN
NPaKTUKe opraHmnsaLmu.

MpumeyaHue - lonoAHUTENbHYIO MHPOPMALLMIO MOXKHO HanTK B I1ISO 14971.

7.2. MNpouecchbl, CBA3aHHble ¢ NoTpebutenamu

7.2.1 OnpegeneHune TpeboBaHUA, OTHOCALLMXCS K NPOAYKUUMU

OpraHu3auma g0XKHa onpeaennTb:

a) TpeboBaHMA NoTpPebuTens, BKAOUYan TpeboBaHUSA K NOCTaBKE U AeATE/IbHOCTM NOC/e NOCTaBKY;

b) TpeboBaHusA, He onpeaeneHHble notpebutenem, HO HeobxoAMMble ANA KOHKPETHOro WAu
npeAnoaaraemoro UCcrnoJsib3oBaHUsA, KOrga OHO U3BECTHO;

C) NpUMeHUMbIe peryaupylome TpeboBaHNA, OTHOCALMECA K NPOAYKLMY;

d) ntoboe 0byueHne nonb3osaTtenen, Heobxoammoe ana obecneyeHma 3a4aHHbIX GYHKLMOHANbHbIX
XapaKTepucTuK n 6e3onacHOCTN NPUMEHEHNA MeAULIMHCKOrO U3AeNnus;

e) ntobble 4ONONHUTENbHbIE TPEOOBaAHUS, ONpese/ieHHble OpraHn3aumnen.
7.2.2 AHanu3 TpeboBaHMin, OTHOCALLUXCA K MPOAYKLMNN

OpraHu3auua LO/MXKHa aHanM3npoBaTb TpeboBaHWA, OTHOCAWMECA K MPOAyKUMM. ITOT aHanu3
AONIXKEH NPOBOANTLCA A0 NPUHATUA OpraHM3aumMen 06A3aTenbCTBa NOCTAaBAATL NPOAYKLMIO NOTPeE6bUTENIO
(Hanpumep, yyacTma B TeHAepax, NPUHATUA KOHTPAKTOB MAW 3aKa3oB, NPUHATUA M3IMEHEHMI K
KOHTpaKTam MK 3aKa3zam) U Jo1KeH obecneymBars:

a) onpeaeneHune N JOKYMEHTMPOBaHWe TpeboBaHMIA K NPoAyKLUUK;

b) cornacosaHve TpeboBaHMI  KOHTPaKTa WAM  3aKas3a, OT/IMYAIOWMXCA OT paHee
chopMyIMPOBAHHbIX;

C) BbINO/IHEHWE MPUMEHUMbIX PETYIMPYHOLMX TPeboBaHW;

d) ntoboe obyueHne AnA NoMb30OBATENEN B COOTBETCTBMM C MYHKTOM 7.2.1, ero AOCTYMHOCTb UK
naaHMpoBaHue obecneyeHnn AOCTYMNHOCTY;

e) CcnocobHOCTb OpraHn3aLlnn CoOoTBETCTBOBATL onpeaesieHHbIM TpE6OBaHMFIM.

3anucy pesynbTaToB aHanM3a M NOCAeayloWmnX AeNCTBUIA, BbITEKAKOWMX U3 aHanM3a, AO0/XKHbI
noaAeprkMBaTbcs B pabouem coctoaHum (4.2.5).

Ecan I'IOTpe6VITe.ﬂb HE npeacrtaBun JOKYMEHTUPOBAHHbIX Tpe6OBaHMﬁ, OopraHunsaumMAa AOO0J1KHa



NOATBEPAUTL UX Yy NOTPEbUTENS A0 NPUHATUA K UCMIONHEHMIO.

Echn TpeboBaHMA K NpPOAYKUMM U3MEHEHbl, OpraHuMsauua p[osxHa obecneynTtb, 4TOObI
COOTBETCTBYIOWME  AOKYMEHTbl OblAM  MCMpPaB/ieHbl, a COOTBETCTBYHOWMA nepcoHan 6bin
nponHdopmmpoBaH 06 U3MeHMBLUMXCA TPEOOBAHUSAX.

7.2.3 CBA3b c noTpebutenamm

OpI'aHM3aLI,VIF| AO0/XKHa NMNaHUPOBATbL U OOKYMEHTMPOBATb MEPbl NO noaaepaHUto CBA3U C
I'IOTpE6VITEﬂFIMM, Kacawouineca:

a) MHGOPMALMM O NPOAYKLMM;

b) npoxoxaeHns 3anpocoB, KOHTPAKTa MU 3aKasa, BKAOYANA U3MEHEHUS;
C) obpaTHOW CBA3K C NOTpebuTenem, BKAoYas NpeTeH3um notpeburteneil;
d) noACHUTENbHbIX yBEAOMNEHWNA.

OpraHusauusa [o/KHa MOALEP’KMBATb CBA3b C PEry/MPYOWMMKU OpraHamMyu B COOTBETCTBUU C
NPMMEHMMBIMM PETYUPYIOWLMMN TPEBOBAHNAMM.

7.3. MpoeKTupoBaHue 1 paspaboTka

7.3.1 O6wme NoNoKeHUs

OpraHusauma foMKHa JOKYMEHTUPOBaTb NpoLeaypbl MPOEKTUPOBAHMA U pa3paboTKu.
7.3.2 NnaHnpoBaHWe NPOEKTUPOBAHMA U pa3paboTKu

OpraHu13auma A40MKHA NAaHMPOBaTh M YNPaBAATb NPOEKTUPOBAHWEM U pa3paboTKoM NPoayKLMK.
Ecnm uenecoobpasHo, LOKYMEHTauMs NO MAaHWPOBAHWUIO MPOEKTUPOBAaHMA M Pas3paboTKM AO/KHA
noAaepXneatbca U 06HOBNATLCA NOXOAY NPOEKTUPOBAHMUA U Pa3paboTKu.

B xoZe NnaHMpPOBaHUA NPOEKTUPOBAHMA U Pa3paboTKM OpraHM3auma A0XKHA AOKYMEHTUMPOBATD:
a) cTagum NPOEKTUPOBAHUA U Pa3paboTky;
b) aHanu3(bl), HeObX0AMMbIE Ha KaXKA0W CTaANN MPOEKTUPOBAHMA N Pa3paboTKy;

C) AeATeNbHOCTb No BepUdUKaLMK, BaNMAALMM U Nepesade NPOEKTa, eC/in 3To uenecoobpasHo ann
KaXkOoM CTafMM NPOEKTUPOBAHNA U pa3paboTKu;

d) OTBETCTBEHHOCTb M NOJIHOMOYMA B 06/1acTH NPOEKTUPOBAHNA U pa3pa60TKM;

E) METOAbI obecneyeHus NpPoCNexXnBaemMoCT BbIXOAHbIX OAaHHbLIX NMPOEKTUPOBAHNA U pa3pa60TKM
K BXOAHbIM AaHHbIM;

f) Heo6x0aMMble pecypcbl, BKAOUYaA Tpebyemyto KOMNETEHTHOCTbL NepcoHana.
7.3.3 BXxoAHble gaHHble NPOEKTUPOBaHMA U pa3paboTKu

BxogHble gaHHble, OTHOCALWMECA K TPebOBaHUAM K NMPOAYKUUWU, AONXKHbI BbiTb onpeaeneHsbl, a
3anuMcK OOMKHbI NOAAEPXKMBATLCA B paboyem cocToaHuu (4.2.5).

BxoaHble gaHHble AONKHbI BKAOYATb:

a) OYHKUMOHaNbHblE, 3KCMAyaTauMOHHble TpeboBaHUA, TpeboBaHMA yaob6CTBA MONb30BAHUA U



6e30MacHOCTV B COOTBETCTBUM C NpeaHasHauYeHHbIM NPUMEHEHNEM;
b) npumeHumsblie peryanpyrolimne TpeboBaHUa U CTaHAAPTbI;
C) npuMmeHnmsble BbiIXOAHbIE AaHHbIE MO MeHeAXMEHTY PUCKa,
d) Tam, rae aTo uenecoobpasHo, MHGOPMALINIO, B3ATYIO U3 NPeAblAyLLMX aHAaOTMUHbIX NPOEKTOB;
e) gpyrue TpeboBaHMA, BaykHble 414 NPOEKTUPOBAHNA U Pa3paboTKM NPOAYKLUN UM NPOLLECCOB.
BxodHble AaHHble A0MKHbI BbITb NPOaHaIM3MpPOBaHbl Ha aAeKBaTHOCTb U odpULMaNbHO 0A06PEHbI.

TpeboBaHMA A0MKHbI ObITb MOAHBIMKW, HEABYCMbICIEHHbIMU, NPUTOAHbIMU ANA BepUPUKaLUn Unm
BaNMAaUMM U HENPOTMBOPEYMUBLIMMU.

MpumeyaHue - JonoaHUTENbHYIO MHGOPMaLUIO MOXKHO HaliTh B IEC 62366-1.

7.3.4 BbIxogHble AaHHble MPOEKTUPOBAHNA U pPa3paboTKu
BbIXxoAHble AaHHble MPOEKTUPOBAHMA U Pa3PabOTKM SONKHbI:
a) COOTBETCTBOBATb BXOAHbIM AaHHbIM NMPOEKTUPOBAHUA U pa3paboTKu;

b) obecneunsaTb cooTBeTcTBYIOLEN WHbOPMALMEN B OTHOLIEHUW 3aKYyMOK, NPOM3BOACTBA U
obcnyKuBaHus;

C) copepXaTb KpUTEPUN NPUEMKN MPOAYKLIMN UAN CCbITKU Ha HUX;

d) onpenenATb XapaKTepPUCTUKN NPpOoAYyKUNN, CyLLECTBEHHbIE ANA €€ 6esonacHoro u npaBnIbHOIo
MCNoNb30BaHUA.

BbixoAHble AaHHble MNPOEKTUPOBAHMA U paspaboTKM A0/MKHbI BbiTb NpeacTaBaeHbl B dopme,
no3BofslowWell NpPoBecTM BepuOUKALMIO OTHOCUTENbHO BXOAHbLIX [aHHbIX MPOEKTUPOBAHMA U
pa3paboTKuM, a TaKKe JONKHbI BbITb 0406peHbI 40 MX NOCAEAYIOWEro UCMNONb30BaHMA.

3anucK BbIXOAHbIX AAHHbIX MPOEKTUPOBAHUA U Pa3paboTKM AONKHbI NOALEPHKMBATLCA B paboyem
coctonHuu (4.2.5).

7.3.5 AHanuM3 NpPoeKkTUpoBaHMUA U pa3paboTku

Ha Tex craguax, rgoe aTo u,enecoo6pa3Ho, AO/IXKeH nNnpoBOAUTLCA CUCTEMATUYECKUIA aHanu3
NPOEKTUPOBaAHUA U pa3pa60TKM B COOTBETCTBMM C 3aN/1aHNPOBAHHbIMU U OOKYMEHTUPOBAHHbLIMU
MmeponpuaTMAMM C Lenblo:

a) OUEHKM CcnocobHOCTM pe3ynbTaTOB MNPOEKTUPOBAHMA W pPa3paboTKM COOTBETCTBOBATb
TpeboBaHMAM;

b) ngeHTUdMKauMKU N NpeaNoXKeHNs HeobXoAMMbIX AENCTBUIA.

Takon aHanu3 AO/IXKHbI  BbIMOJIHATL NPeAcTaBUTENN Cﬂy)-l-(6, nmerwumnx oTHoweHne K
dHaN3NPyeEMbIM CTagNAM NPOEKTUPOBAHNA U pa3pa60TKM, a TaKXe gpyrne cneuynanncrbl opraHnsauunn.

3anucyn pesynbTaToB aHanM3a M BCEX HeobXoAMMbIX AEWCTBUIA AO0MKHbI NOAAEPNKUBATHCA B
paboyem COCTOAHNK M BKIOUYATb ONMCaHME NPOEKTa B pamMKax aHa/iM3a, BOBAEUYEHHbIX Y4aCTHUKOB U AaTy
aHanmsa (4.2.5).

7.3.6 BepudurKkauma NnpoeKkTMpoBaHns 1 pa3paboTku



BepuduKauma NpoOeKTUPOBAHUA U Pa3pabOTKM [0NKHA OCYLEeCTBAATbCA B COOTBETCTBUM C
3aMNaHUPOBAHHbIMU U OOKYMEHTUPOBAHHbLIMU MeponpuATMAMUM pgasa obecrneyeHus Toro, 4Tobbl
BbIXOAHbIE  AaHHble MPOEKTUPOBAHUS M pa3paboTKM  COOTBETCTBOBA/IM  BXOAHLIM  AAHHbIM
NPOEKTUPOBAHMA U Pa3paboTKu.

OpraHusauma [0/XKHA AOKYMEHTMPOBaTb NMAaHbl BepPUDMKALMK, BKAKOYAA METOAbI, KPUTEPUM
NPUEMKU U, ecn LesiecoobpasHo, CTaTUCTUYECKME MeTOAbl C 060CHOBaHMEM 0ObeMa BbIOOPKM.

Ecnuv npeaycmoTpeHHOe NpUMeEHeHMe CoaepXKUT TpeboBaHuMe, YTobbl MenLUHCKOe u3aenme bbino
NOAK/MOYEHO UAN UMENIO MHTePPENC ANA COeAUHEHUA C APYIMM(M) MeanUMHCKMM(K) nsaenvem(amm),
BepUPUKaUMA [ONXKHA BKAOYATb MPOBEPKY TOr0, YTO BbIXOAHblE [AaHHble NMPOEKTa COOTBETCTBYIOT
BXOAHbIM AaHHbIM NPU TAKOM MOAKAOYEHUM UAN COeAUHEHUN Yepes3 UHTepdelic.

3anucu pesynbTaToB W BbIBOAOB MO BepuUbUKaALMM U HEobXoAUMbIX AEWUCTBUI  OO0MMKHbI
noafep*KMBaTtbcs B pabouem coctoaHum (4.2.4 n 4.2.5).

7.3.7 Baangauma npoekTMpoBaHMA U pa3paboTku

Banngauma nNpOeKTMPOBaHMA M pPa3paboTKM [O0/KHA OCYLIECTBAATLCA B COOTBETCTBUMM C
3anNNaHUPOBAHHbIMKM U AOKYMEHTUPOBAHHLBIMW MeponpuATUAMM ANa obecnedyeHns COOTBETCTBUSA
roToBOM NPoAyKUMM TpeboBaHMAM K ee NpeAHa3HaYeHHOMY MU NpeanosaraeMomy NpUMeHeHMI.

OpFaHM3aLI,VIF| AO/IXKHA [AOKYMEHTUPOBATL NAaHbl Bannaauuvun, BKAKOYAA METOAbl, KpUTepun
NPUemMKHn n, ecnun u,enecoo6pa3Ho, CTaTUcTtnyeCkme metoabl C obocHoBaHMeEM ob6bema Bbl60pKM.

Bannpauma pomkHa 6biTb npoBedeHa Ha TUMOBOM (penpeseHTaTUBHOM) u3gennn. Tunosoe
usgenne MOXKeT NpeacTaBaaTb coboi nepsble 06pasubl NPOAYKUMW, MAPTUM WU UX SKBUBAIEHTDI.
O6ocHoBaHMe BbIbOpa TaKMX NPOAYKTOB A1 BaAn4aLMn AO0NKHO BbiTb LOKYMEHTUPOBAHO (4.2.5).

Kak yvacTb BaAvgaumMu NPOEKTUPOBAHMA W Pa3paboTKM OpraHM3auma OO0MKHA BbIMOAHATb
KJAVHWYECKME OLEHKM UAWN OLeHMBAHUE YHKLUMOHAMbHbIX XapakTEPUCTUK MEAMLMHCKOro U3aenvsa B
COOTBETCTBUM C NPUMEHUMbIMW PEFYANPYIOLLMMU TPEOOBAHUAMM.

MeauuMHCKOe U34enne, WCNob3yemoe A1A  KAMHWYECKOM OUEHKU WAM  OLEeHMBaHMA
OYHKLMOHANbHbBIX XapaKTEPUCTMK, He pPacCMaTpuMBaeTCA KaK BbIMyLIEHHOE AN  MCNOAb30BaHUA
nortpebutenem.

Ecnv npeaycmoTpeHHoe NpumeHeHue TpebyeT, YTobbl MeanUMHCKoE M3genmne 6bi10 NOAKNHYEHO
AN UMENo UHTepdec ANA CoeaUHEHUA C APYrMM(n) meanunHcKkum(n) nsgenmem(amm), To Baanaaums
[OJIXKHA BKNHOYATh MPOBEPKY TOro, YTo TPeboBaHMA A/ NpefHasHauYeHHOro Wau Mpeanoaaraemoro
NPUMeHEeHUA BbINN BbINOHEHbI NPY NMOAKJOYEHUN UAN COEAMHEHUM Yepes UHTepdeliC.

Banupaums gonkHa 6bITb NpoBeaeHa A0 NOCTaBKU NPOAYKUUK NoTpebutenio.

3anMcu  pesysibTaToB M BbIBOAOB MO  Ba/MZauuMM M HeobXoAMMbIX AEWCTBUA  LONKHbI
noafeprKMBaTtbcs B paboyem coctonaHum (4.2.4 n 4.2.5).

7.3.8 Nepepnaya npoekTa 1 pa3paboTku

OpraHvsauua  OOMXKHA  [AOKYMEHTMPOBATb  Npoueaypbl MNepefayunM  BbIXOAHbIX  OaHHbIX
NPOEKTUPOBaHUA M pPaspaboTKM B NPOM3BOACTBO. ITW NpouLeaypbl AOMKHbI obecrneuntb, YTOObI
BbIXOAHble [aHHble MPOEKTUPOBAHWA U pPa3paboTkM 6biiv BepudUMLUMPOBAHbI Ha COOTBETCTBME
TpeboBaHMAM  MPOU3BOACTBA, MNpEeXAe Yem CTaTb  OKOHYaTe/IbHbIMM  MPOM3BOACTBEHHbLIMM
cneunduKaumamm, u YTobbl NPOU3BOACTBEHHbIE BO3MOMKHOCTU MOI/IM COOTBETCTBOBATb TPEHOBAHMAM K

NPOAYKLMM,



PesynbTaTbl M BbIBOAbI Nepeaayn A0NKHbI ObITb 3aperucTpmpoBaHbl (4.2.5).
7.3.9 YnpaBneHne U3MeHeHUAMM NPOEKTUPOBAHNA U pa3paboTkm

OpraHusauusa [OO/IKHA  [OOKYMEHTMpPOBaTb npoueaypbl  Aaa  ynNpaB/ieHUs  M3MEHEHUsMMU
NPOEKTUPOBaHMA U pa3paboTku. OpraHusauma AOSXKHA onpeaensTb 3HAYMMOCTb M3MEHEHWUI ans
dYHKLMOHaNbHBIX, 3KCMyaTaUMOHHbIX TpeboBaHui, TpeboBaHWiA ya06CTBa N01b30BaHMA, 6e30MacHOCTU
M NPUMEHUMbBIX PEryANpYyloWnX TpeboBaHWI B OTHOWEHUM MEeAMUMHCKOrO w34envMs U ero
npeaycMOTPEHHOTO NPUMEHEHWS.

MN3meHeHMA B NPOEKTMPOBaHNK U pa3paboTKe A0MKHbI BbITb MAEHTUOULMPOBAHDI.
[0 BHeApeHUA U3MEHEHNA A0MKHbI BbITb:

a) NnpoaHann3npPoBaHbI;

b) BepudpnumposaHsi;

C) BaiMAnpoBaHbI, €civ 3To LenecoobpasHo;

d) opobpeHsi.

AHann3 M3MeHeHUI NPOEKTUPOBAHMA M Pa3paboTKM AO0MKEH BKAOYATb OLEHMBAHWE BAUSAHUA
M3MEHEHU Ha COCTaBHble YacTu, NoaydabpuKaTbl UK yKe NOCTaBAEHHYIO NPOAYKLMIO, Ha BXOAHbIE UK
BbIXOAHbIE AaHHblE MEHEeAKMEHTA PUCKA M NPOLLECCHI }KU3HEHHOTO LKA NPOAYKLMN.

3anucy U3SMeHeHUI, PesyIbTaToB aHaM3a U3MEHEHUN U Nt0ObIX HEOBXOANMBIX AENCTBUIN JOMKHbI
noafepKMBaTbcsa B pabouem coctoaHum (4.2.5).

7.3.10 dalinbl NPoeKTUpPOBaHMA 1 pa3paboTku

OpraHu3zauma gonXKHa noaaepuneaTb dann NPOEKTMPOBaHMA U Pa3paboTKKU ANA KaXKA0ro TMna uau
CeMencTBa MeAMUMHCKUX u3genunii. [JaHHblin dann AONXKEH BKAOYATb 3aMUCUM WU CCbIJIKM Ha HUX,
cbopmMUpOBaHHbIE 41A AEMOHCTPaLMM COOTBETCTBUA TPEOOBAHUAM MPOEKTUPOBAHMA U Pa3paboTKu U
3aMNmncn N3MEHEHU NPOEKTUPOBAHNS U pa3paboTKu.

7.4. 3aKynKku
7.4.1 Mpouecc 3aKynokK

OpraHusaumsa A0/MKHaA OOKYMeHTMpoBaTh npoueaypbl (4.2.4), obecneuymsatlolme coOOTBETCTBUE
3aKyMN/IeHHOM NPOAYKLUMKN YCTaHOBAEHHbBIM TPEBOBaHNAM K 3aKynKam.

OpraHun3auma A0NXHa YCTaHOBUTL KPUTEPUU A8 OLLeHMBaHMA M BbiBopa NoCTaBLLMKOB. Kputepumn
[OJIXKHbI 6bITb:

a) OCHOBaHbl Ha CNOCobHOCTU NnoCTaBWMKa NOCTaB/ATL NPOAYKUUIO, COOTBETCTBYHOLWYIO
TDEGOBaHMﬂM OopraHunsauunu,

b) ocHoBaHbI Ha pe3ynbTaTax AeATe/IbHOCTM NOCTABLUMKA;
C) OCHOBaHbI Ha BAUAHMM 3aKynaemon NPOAYKUMM Ha Ka4eCcTBO MegULMHCKOro U34eNus;
d) nponopuMoHanbHbI PUCKY, CBA3AHHOMY C MEAULMHCKUM U34eNEM.

Opl’aHM3aLI,VIFI AO/IXHA NNaHNPOBATb MOHUTOPUHI M NMOBTOPHOE oOuUeHMBaHME NOCTAaBLIMKOB.
DonxeH OCywecTBiIATbCA  MOHUTOPUHT pPe3ynbTaToB AeATE/NIbHOCTU NOCTaBUWMKa B OTHOLWEHUN
COOTBETCTBUA 3aKynaeN\017| npoaykuu1mn TpeﬁoBaHWr’IM. PEBYHbTaTbI MOHUTOPUHIa AOO0JIXKHbI 6bITb



BK/1lOYEHbI BO BXOAHbIE AaHHbIE NpouecCa NOBTOPHOIo oueHMBaHNUA NOCTaBLKMKaA.

HeBbino/sIHEHWE NOCTaBLWMKOM TPeOOBaHUIM K 3aKyrnaemon NpoayKLUnmn A0/KHO ObiTb PAacCMOTPEHO
NPOMNOPLMOHANIbHO PUCKY, CBA3AaHHOMY C 3aKynaemon NpoayKunen n NnpUMeHUMbIMU PEryanpyoLwmnumm
TpeboBaHMAMM.

3anucn  pesynbTaToB  OLEHUBaHWA, BbIBOPa, MOHUTOPUHIA W MOBTOPHOIMO OLEHWBAHUA
BO3MOXHOCTEN MNOCTaBWMKA WAN Pe3ynbTaToB AeATeNbHOCTM U NobbiX HeobXoAMMbIX AeNCTBUIA,
BbITEKAIOLWNX M3 3TON AeATeNbHOCTU, A0/KHbI MOAAEPKMBATLCA B paboyem cocToaHUM (4.2.5).

7.4.2 UHpopmauua no 3aKynKam

MHbopmauma no 3aKynkam JONXKHA OMNUCbIBaTb WMAM COAEPXaTb CCbIIKM Ha 3aKynaemyto
NPOAYKLMIO, BK/OYanA, eCan uenecoobpasHo:

a) cneunduKaumm NPOAYKLMU;

b) TpeboBaHMA K NpuemKke NpoayKUMK, NpoLeaypam, NpoLeccam 1 06opyaoBaHUIo;
c) TpeboBaHMA K KBaAMPUKaLMK NepcoHana NOCTaBLLMKa;

d) TpeboBaHUA K cUCTEME MEHEAKMEHTA KayecTBa.

OpraHu3auus fomKHa obecneunBaTh aleKBAaTHOCTb YCTAaHOB/IEHHbIX TPEOOBAHMI K 3aKyMKam [0 UX
COOBLLEHNA NOCTABLLMKY.

MHbopmauma no 3aKynkam A0NKHA BKAOYATb, €C/IN 3TO NPUMEHMMO, MUCbMEHHOE COralleHme o
TOM, 4YTO MNOCTaBLLMK YBEAOMNAET OpPraHuM3aumio 06 M3MEHEeHMAX B MNOCTaBAAEMOW MPOAYKLMM A0
BHEAPEHUA 3TUX M3MEHEHWI B C/Ay4Yae, €CIM OHM OKasblBalOT B/AMAHME Ha COOTBETCTBME NPOAYKUUU
YCTaHOB/IEHHbIM TPEBOBAHMAM K 3aKyMnKam.

B TOi cTeneHW, B KaKoW 3TO HeobXoAMMO ANA OCYyLLEeCTBAEHUA npocaexunsaemoctn (7.5.9),
opraHu3aumMa [O0/XKHa noadep>kmMsaTb B paboyem COCTOAHMM COOTBETCTBYIOLLYID WMHPOPMaLMIO MO
3aKkynkam B popme goKymeHTOB (4.2.4) 1 3anuceii (4.2.5).

7.4.3 BepudurKaLma 3aKynaemon npoayKLmm

OpraHusauus Ao/KHa pa3paboTaTb M OCYLLECTBAATb KOHTPO/Ib WU UHbIE BUAbI AEATENbHOCTH,
HeobxogMmble gis obecneyeHns COOTBETCTBMA 3aKynaemMon NpoayKuMmM yCTaHOBEHHbIM TpeboBaHMAM
K 3aKynKam.

O6bem AeATENBbHOCTU NO BepMd)MKaLI,MM AOIKeH 6bITb OCHOBaH Ha pe3ynbrtataxX oueHmBaHUA
NOCTaBLWWKa U 6bITb nponopLunoHaibHbIM PUCKaM, CBA3AHHbIM C 3aKynaeM01‘/’1 I'IpOAYKLI,MGl\/’I.

Ecnv opraHmsauma noayyaeT MHGOPMALMIO O KaKUX-TMBO M3MEHEHMAX B 3aKynaemon NpoayKumum,
TO OHa AOJIXKHA ONpPeAenunTb, HAaCKO/bKO 3TU U3MEHEHMUS MOBAMUAIOT HA MPOLLECChI KMU3HEHHOTO LIMKNA
NPOAYKLMM IV MEAULMHCKOE U3aenue.

Ecnv opraHusaumsa uam notpebutens npesnsaratoT OCyLLEeCTBUTbL BepUdMKaumio Ha NpeanpusaTum
MOCTaBLLMKA, TO OPraHM3aLMaA LO/IKHA YCTaHOBUTL B MHGOPMALLMM NO 3aKyMNKam npegnosiaraemble mepbl
no BepMOUKaLMM 1 NOPALOK BbINyCKa NPOAYKLMM Y NOCTaBLLMKA.

3anucu no BepudurKaLMm SOMKHbI NOAAEPKMBATLCA B pabouem coctosiHmm (4.2.5).
7.5. Mpon3BoAcTBO U 06CNYKMBaAHME

7.5.1 YnpaBneHue nponsBoACTBOM U 06CAYKMBAHMEM



Mpoun3BoAcTBO M O6CAYKMBAHME [OJKHbI MNAAHUPOBATLCA, OCYLLECTBAATLCA, MOABEPraTbCs
MOHUTOPUHTY M YNpaBaeHUto aAns obecneyeHna COOTBETCTBMA NpoayKUumUn cneunduKkaumm.

Ecnim  uenecoobpasHo, ynpaBAsemble YC/AOBMA NPOU3BOACTBA  AO/KHbI  BK/AOYATb, He
OrPaHNUYNBaACb UMMK:

a) 4OKYMEHTUPOBaHHbIE NpoLeaypbl U MeToAbl ynpaBaeHus npomssoactsom (4.2.4);

b) kBanudmKaumnto MHOpPacTpPyKTypbI;

C) NnpoBeAeHME MOHUTOPUHIA U U3MEPEHMI NapaMeTPOB MNPOLLECCOB M XapaKTEPUCTMK NPOAYKLUM;
d) Hannume n NnpumeHeHMe 060pPYAOBaAHUA AN MOHUTOPUHIA U U3MEPEHUN;

€) BbINOJIHEHWNE YCTAHOB/IEHHbIX OMNEepPaLMii N0 MaPKUPOBKE U YNaKOBKe;

f) ocywecTBneHMe BbINyCcKa, NOCTAaBKU U AENCTBUIA NOC/e NOCTaBKX NPOAYKLUMN.

OpraHusauusa AosxKHa paspaboTtaTth M nogaepskmsaTth B paboyem coctoaHUM 3anuck (4.2.5) ana
KaXK40ro MeauLMHCKOrO U3Aenna UAM KaxKaon NapTMm meguuMHCKMX u3genuii, 4tobbl obecneuntb ux
NPOCNEKMBAEMOCTb B COOTBETCTBUM C NyHKTOM 7.5.9 M onpegeneHue KonuyecTBa Npou3BeAeHHOM
NPoAYKLMM 1 NPOAYKLMU, 0406PEeHHON ANA pacnpocTpaHeHns. 3anncu Ao0aKHbl 6biTb BepUdULMpPoBaHbI
1 odnuUManbHO 04006peEHDI.

7.5.2 YucroTa npoayKumm

OpraHusauma A0/KHa AOKYMEHTUPOBaTb TPEBOBAHUA K YMCTOTE WM KOHTPO/IO 3arpsa3HeHus
nNpoAayKLUMK, ecaun:

a) NpoAayKuma nepeg, ctepuamsaumein u/uam npumeHeHemM NPOXoamUT OYUCTKY B OpraHuU3aLmy;

b) npoAyKLUMNA NOCTaBNAAETCA HeCTeprIbHOI‘;I M nognexXunTt O4YUCTKE nepenq CTepmnmsaumeﬁ VI/MI’IM
npuMeHeHunem;

C) npoayKuma He MOXKeT 6biTb OuMLLEHa nepen cTepuauMsaumen nu/uam npMMeHeHuem, Ho ee
YMCTOTa UMEET 3HAYEHUNE A1A NPUMEHEHMS;

d) npoayKkuma noctaBnseTca AAA WCNOAb30BaHWMA HECTEPU/IbHOW, HO ee YWUCToTa ABAAETCS
CYWLECTBEHHOW ANA NPUMEHEHUA U3AENNs;

e) peareHTbl, NpumeHAemble ONA OYUCTKU NpPOoAYyKUUU, OO01KHbI 6bITb YAaneHbl B npouecce ee
M3rotTosneHuA.

Ecnm npoayKLma nogBepraeTcs OYUCTKE B COOTBETCTBUM C NEPEUYUCIEHUAMM @) UK b), TpeboBaHUA
NYHKTA 6.4.1 He NPMMEHAOTCA A0 3Tana OYMUCTKM.

7.5.3 [1eATenbHOCTb MO MOHTAXY

Opl’aHM3aLl,Vl’r'I A0/1XKHa OOKYMEHTUPOBATb TDEGOBaHMH K MOHTaXXy MegnuMHCKOro unsgenna m
Kputepun npnemeKun ana BepMd)MKaLI,MM MOHTa*Xa MeanUunHCKOro n3genna, eCam npuMeHuNmo.

Ecnun cornacoBaHHble € I'IOTpe6VITe}'IEM Tp66OBaHMFI MO3BO/IAKOT BbINO/IHATb MOHTAaXX Me4NUNHCKOTOo
n3agenuna BHELUHEM CTOpOHOVI, OT/INYHOM OT OopraHun3aunMn nan ee NoCrtaslWmnKa, OopraHM3aunAa AO0/1XKHa
npenocTaBuTb AOKYMEHTUPOBAHHbIE TpE6OBaHMFI K MOHTaXXy meaunumnHCKOro msaenva m BepMd)MKaLI,MM
MOHTaXa.

3anucm o MoHTaxe u BepMd)VIKaLI,VIM MegnunHCKOro n3genna, Kotopblie BbIMO/IHAET OpraHMn3auunAa



WAW ee NOCTABLLMK, LOIXKHbI NOAAEPKNBATLCS B paboyem cocTosHuM (4.2.5).
7.5.4 leATenbHOCTb N0 06CNYXKMBaAHMUIO

Echn obcnyKmMBaHMe MeAULMHCKOrO WU3AenuMa  SBASAETCA YCTaHOBJIEHHbIM TpeboBaHuem,
opraHusauma 4oNKHa pa3paboTaTb AOKYMEHTMPOBaHHbIe Npoueaypbl Mo 06CAyKMBAHMUIO, CPABOYHbIE
mMmaTepuanbl U pedepeHTHble npoueaypbl U3MEPeHUs, ecan HeobxoAumo, AONA OCYLLeCTB/eHUs
06CNyKMBaHMA U BepudUKaL MM TOro, YTo TpeboBaHUA K NPOAYKLUUN BbIMOAHEHbI.

OpI'aHM3aLI,VIF| AO0/1XKHA aHa/IM31MPOBATb 3anncu no 06Cﬂy)KMBaHMI'O, BbINO/IHAEMOMY opraHmaaumeﬁ
nnn ee NoCTaBLNKOM:

a) ons onpegeneHus, obpalatbcs M ¢ MHGopMaUMen, Kak ¢ NpeTeHsnemn;
b) ecnv uenecoobpasHo, UCNOIB30BATb KaK BXOAHbIE AaHHbIE NPOLLECCA YAyULIeHUs.

3anucn no o6CNyXKUBaAHWUIO, BbINOJHAEMOMY OpraHuMsaumer MAM ee MOCTaBLLMKOM, OO0J/IKHbI
noafepKMBaTbcsa B pabouem coctoaHum (4.2.5).

7.5.5 CneuymanbHble TpeboBaHUA K CTEPUIbHBIM MEANLNHCKUM U3A4eNUAM

OpraHusauma [onXKHa noaAdep)KuBaTb 3anMMcKM NO  NapameTpam npouecca CcTepuamsauum,
NPUMEHSAEMOro A1 KaxkAOW napTum cTepunmnsyemoit npoaykuuu (4.2.5). 3anucu no crepuaunsauumm
OONKHbI NPOCNEKMBATLCA A1A KAXKA0M NapTUN NPOnN3BELEHHbIX MEeAULNHCKUX U3LENNA.

7.5.6 Baangauma npoueccos Nnpon3BoACTBa U 06CNYKUBaAHUA

OpraHvsauuma [A0MXHa Ba/nMAMPOBaTb tobble MNpoLecchl MPOM3BOACTBA WM 0BCAYKMBAHMSA,
pe3ynbTaTbl KOTOPbIX Henb3A MPOBEpPUTb MNOCPeACTBOM NOC/eA0BaTe/IbHOTO MOHUTOPUHIA UK
M3MepeHua M, cneaoBaTefibHO, HEAOCTaTKM KOTOPbIX CTaHOBATCA OYEBUAHLIMM TO/bKO MOC/Ae Havana
MCMNONb30BaHUA NPOAYKLMM UAN ee 0BCNYIKMBAHUA.

Bannpauma fonxKHa NpoaeMOHCTPUPOBaTh CNOCOBHOCTb 3TUX npoueccos NMNOCTOAHHO AOOCTUraTb
3an/1aHNPOBAHHbIX PE3Y/IbTATOB.

OpraHunsauus go/MKHa 4OKYMEHTUPOBaTb Npoueaypbl BaMAaLmm NpoLLeCccoB, BKAOYasA:
a) onpegenieHHble KPUTEPUN ANA aHaAn3a U og06peHUa NPoLEeccos;

b) onpeneneHne npurogHoOCTM 060pYAO0BAHNA M NOATOTOBEHHOCTU NEPCOHana;

C) NpUMeHeHNe KOHKPETHbIX METO0B, NPOLEAYP U KpUTepUes NpuemMKu;

d) ecnun uenecoobpasHo, cTaTUcTUUYECKME MeToAbl ¢ 060CHOBaHMEM 06beMOoB BbI6OPKY;
e) TpeboBaHuMA K 3anucam (4.2.5);

f) peBanngaumio, BKAoUas ee Kputepuu;

g) oaobpeHne nsmeHeHU B NpoLieccax.

OpFaHM3aLI,VIF| AO0/XKHa AOKYMEHTUPOBATb npoueaypbl Baanaaumn npumMmeHeHNA KOMMNbOTEPHOro
nporpammHoro o6ecnequvm, MCNoJib3yemoro B npon3soactee u 06Cl'ly)+(VIBaHVIVI. Takoe nporpammHoe
obecneyeHune AOTXKHO 6bITb BanmanpoBaHoO 0 €ro nepsoro npuMmeHeHnAa n, eCaiun Ll,enecoo6pa3Ho, nocne
BHECEHUS U3MEHEHUI B nporpammHoe obecneyeHne Man ero UCNonbL30BaHMeE. KOHKpETHbIﬁ noaxoa un
AeATeNnbHOCTb NO  Baiuvgauunnm w“  peBanngauummM  nporpamMmmHoOro obecneyeHus AOJ1IXKHbI 6bITb
nponopunoHasibHbl PUCKY, CBA3AaHHOMY C NMPUMEHEHUEM NPOrpammHOro o6ecnequMﬂ, BK/1l04aA €ero



B/IMAHME Ha COOTBETCTBME NPOAYKLUUN cneu,md)mr(au,vmm.

3anuncu pesynbTaToB M BbIBOAOB, a TaKXe HeobXoAMMbIX AEWCTBUMIA MO BanuAauuu, OO0MKHbI
noagep*meaTbca B paboyem coctosHum (4.2.4 n 4.2.5).

7.5.7 CneumnanbHble TpeboBaHUA K BaingauMn npoLeccoB CTEpUAN3aLNM U cucTemam 6apbepos
CTEPUNBHOCTH

OpraHunsaums A0XKHa AOKYMeHTMPOoBaTh npoleaypbl (4.2.4) Bannaaumm npoL,eccos CTepuansaumnm
M cuctem b6apbepoB cTepunbHOCTU. lpoueccbl CTEpUAN3aLUM UM CUCTEMbl BapbepoB CTepPUbHOCTU
cnefyeT BaAnamMpoBaTb A0 MX MEPBOro NPUMEHEHUA U Noc/ie BHECEeHUA W3MeHeHWUA NpoayKuuu B
npouecchl, ecau uenecoobpasHo.

3anuncy pesynbTaToB U BbIBOAOB, a TaKXKe U HeobXoAMMbIX AEeWCTBUI MO BanuAaauuu, OOMMKHbI
noaaep*KmMBaTtbcs B paboyem coctoaHum (4.2.4 n 4.2.5).

MNpumeyaHue - lonoAHUTENbHYIO MHPOPMALMIO MOXKHO HanTK B I1ISO 11607-1 1 ISO 11607-2.

7.5.8 UpaeHTudmKauma

OpraHvsauuMsa [O0/MKHA OOKYMEHTMPOBaTb Mpoueaypbl MO MAEHTUOMKALMM NPOoAyKUAW WU
NOeHTUOULMPOBATL NPOAYKLMIO NOAXOAAWMMMU CPEACTBAMMU HA NPOTANKEHUN MPOLECCOB YKU3HEHHOTO
LUMKAA NPOAYKUNN.

OpraHusauma AoKHA UAEHTUOULMPOBATL CTaTyC NPOAYKUMWM MO OTHOLEHWUIO K TPeboBaHUAM
MOHMUTOPUHIA U USMEPEHMUI Ha NPOTAKEHUM NPOLECCOB }KUIHEHHOTO LKA NPOAYKLMU.

NpeHTMdMKaumMA cTaTyca NpoayKuMW OO0/XKHA MOAAEPXMBATLCA Ha 3Tanax ee MNpou3BOACTBa,
XpaHeHnA, MOHTa*a U OGC}'Iy)-KVIBaHVIFI ana obecneyeHuns NOCTaBKU, NPUMEHEHNA NN MOHTaXa TOJIbKO
TOM NpPOAYKLMM, KOTOpasa Mpolna BCe HeobxoaMmble BMAbI KOHTPOAS M UCNbITAHUIA WUAM UMeeT
oduuManbHoe paspeLleHne Ha OTKAOHEHWE OT YCTaHOB/IEHHbIX TPeboBaHMWN.

Ecnn TpebyeTca NPUMEHUMbIMU  PETYIMPYIOWMMW  TPebOBaHUAMM, OpraHM3auMa [AO/KHA
AOKYMEHTUPOBATb CUCTEMY YHUKANbHON MAEHTUOUKALMM MEeANLMHCKUX U3LENUNA.

OpraHu13auma 4oMKHa AOKYMEHTUPOBATL NpoLeaypbl 414 obecneyeHms Toro, YTobbl MeguUNHCKME
nsaenva, BO3BPaALLEHHble OpraHusaumu, 6biaM UOEHTUOULMPOBAHLI U OTAENEHbl OT MPOAYKUMM,
COOTBETCTBYlOLWEN TPpeboBaHUAM.

7.5.9 lMpocnerknBaemoctb
7.5.9.1 Obwwme nonoxKeHuns

OpraHvsauma [A0/MKHa OO0KYMEHTMpPOBaTb Mpoueaypbl Ans obecneyeHMs NPOCAEKMBAEMOCTHU.
Takue npoueaypbl AONXKHbI ONpPeaenaTb CTeneHb NPOCAEXMBAEMOCTU MPOAYKLMU B COOTBETCTBUM C
NPUMEHMMbBIMM PETYANPYIOLLUMMN TPeBOBaHMAMM U 3anNuCK, KOTopble HeobXxoaMMO MoAAEp!KMBaTb B
pabouem coctoAHuu (4.2.5).

7.5.9.2 CneumanbHblie TPe6OBAHUA K MUMNAAGHTUPYEMbBIM MEANLMHCKUM U3AeNNAM

3anucwm, Tp86y6Mble Aana npocnexXmnBaemoctu, AO0J/IXKHbl BK/AKOYATb 3anMnMCM O KOMMOHEHTAX,
maTephanax un ycanosmax ﬂpOVI3BOACTBeHHOl7I cpegbl, echn 3TO MOXKET npunBeCtn K HECOOTBETCTBUIO
MeagNUMNHCKOIo n3genna 3agaHHbim Tpe6OBaHI/I‘r'IM 6e3onacHoOCTUN U dDYHKLI,MOHaIlebIM XapPaKTePUCTUKAM.

OpraHusauus [osKHa TpeboBaTb OT MOCTABLMKOB YCAyr NO AOCTaBKe WAW AUCTPUOLIOTOPOB
NoAAep»KMBaTb 3anmncK o pacnpeaeneHmm MeanuUMHCKUX U3aennii 4na AOCTUXKEHUA NPOCAeKNBAEMOCTH
M AOCTYNHOCTM 3TUX 3anncei Ans NpoBepKu.



3anMcM 0 HaMMEHOBaHWW M agpece rpy3onosyyaTens AOJIKHbI MOALEPKMBATbCA B pabouem
cocTosiHum (4.2.5).

7.5.10 CobcTBEHHOCTL NOTPEbUTENEN

OpraHusauma A0NXHa WAeHTUPUUMPOBaATb, BepudPpULMPOBaTb, 3allMLIATb M COXPaHATb
cobcTBEHHOCTb MOTpebuTens, NpeaocTaBNAeHHYO ANA UCMONb30BaHUA UM BKAOYEHMA B NPOAYKLMUIO,
Nnoka OHa HaxoAuTcA noj ynpaBNeHWeMm OpraHuM3auun WaM ucnosb3yetca et. Ecnm cobcTBeHHOCTb
notpebutens ytepsaHa, NoBpeXKAeHa WAU NpU3HaHa HenpurogHoil ANA UCNONb30BaHWUA, NoTpebutenb
OOIKeH 6bITb 06 3TOM U3BELLEH, a 3aNnCcK A0NXKHbI Noaaep»KMBaTbhca B paboyem coctossHun (4.2.5).

7.5.11 CoxpaHeHuMe cCOOTBETCTBMA NPOAYKLUMN

OpraHu3sauma A0MKHA JOKYMEHTMPOBATb MPoLeAypbl N0 COXPAHEHUIO COOTBETCTBMA MPOAYKLIMM
TpeboBaHMAM B NpoLecce NPoU3BOACTBA, XpaHeHNUA, 06paboTku 1 noctasku. CoxpaHeHne COOTBETCTBMA
AO/TKHO NPUMEHATLbCA U K COCTaBHbIM YaCTAM MeaAULUNHCKOro n3gennAa.

OpraHusauma OomKHa NpefoxXpaHATb MNPOAYKUMIO OT HECAaHKLUMOHUPOBAHHbLIX W3MEHEHW,
3arpsA3HEHUA UIN NOBPEXAEHNN, CBA3AHHbIX C BO3AENCTBMEM MPEANO/araembixX YC/IOBUN M OMACHOCTEN B
npotecce NpPou3BoOACTBa, XpaHeHNs, 06paboTKM M NOCTaBKM NOCPEACTBOM:

a) pa3paboTKM 1 cO34aHMA NOAXOAALLEN YNTAKOBKM M TPAHCMOPTHOM Tapbl;

b) AoKyMeHTUpPOBaHMA TpeboBaHWU K CNeLManbHbIM YCIOBUAM B C/ly4ae, €C/IM YNaKOBKa HE MOKET
obecneynTb COXPaHHOCTb.

Ecnv Tpebylotca cneuManbHble YCA0BUA, TO OHM  AOJ/IKHbI MOABEPraTbCA YMPaBAEHUID W
peructpauum (4.2.5).

7.6. YnpasneHue obopynoBaHMeEM A1 MOHUTOPUHIA U NU3MEPEHUA

OpFaHM3aLJ,VIF| AO/IXKHA onpegenntb MOHUTOPUHT U U3MePEeEHUA, KOTOpble HGO6XOAMMO
OCyWLecCTBNATb, a TaKXe O60pyAOBaHMe ana  MOHUTOPUHra WU HU3MeEPEHUA, HEO6XOAMMbIe Aana
obecneyeHus CBMAETeNnbCTBa COOTBETCTBMA NPOAYKUNN YCTAHOBNEHHbBIM TPE6OBaHMﬂM.

OpraHu3auma A0MKHa LOKYMEHTMPOBATb Npoleaypbl Ans obecneyeHns Toro, YTO MOHUTOPUHT U
N3MepPEeHNA MOTYT OCYLLECTBAATLCA U OCYLLECTBAAIOTCA B COOTBETCTBUMN C TPEBOBAHUAMM K MOHUTOPUHTY
N U3MEPEHUAM.

Tam, rae Heobxogumo obecneynTb 4OCTOBEPHOCTb Pe3yNbTaToB, M3MEpUTEIbHOE 0bopyaoBaHNe
[OJIKHO BbITb:

a) oTKaAnbpoBaHO M/UM NOBEPEHO B YCTAHOB/IEHHbIE NEPUOABI AW Nepes, ero NpMMeHeHnem no
06pasLOBbIM 3TasioHaM, MepefatownmM pPasmepbl eAuMHUL, B CPaBHEHUW C MeXAYHapOoAHbIMU MAK
HaUMOHabHbIMM 3TasioHaMM. TpK OTCYTCTBMM TaKUX 3TanoHOB 6a3a, UCNO/b30BaHHAA A1A KaAMBPOBKY
WU NOBEPKM, A0NXKHA BbITb 3apernctpuposaHa (4.2.5);

b) oTperyamMpoBaHoO MAK NOBTOPHO OTPEryIMPOBAHO NO Mepe HeobXxoAMMOCTU. TaKkas peryaMpoBKa
WM NOBTOPHAA PEryiMpoBKa A0/KHbI ObITb 3aperMcTpupoBaHsbl (4.2.5);

C) NAEHTUULMPOBAHO C LLe/IbIO YCTaHOB/IEHUSA CTaTyca KaMbpoBKMY;

d) 3almuleHo OT pPeryainpoBoK, KOTOpblie caenanum 6bl He,ﬂ,eVICTBMTEHbeIMM pPe3ynbTaThl
n3mepeHuna;

e) 3allnuleHo OT noBpexXaeHunAa U yxyalweHuAa COCToAHMA B Xode 3KcnayaTauuun, TexHmn4yeckoro
O6C}1y)+(VIBaHVIF| N XpaHeHHnA.



OpraHusauMa  [OMXKHA  BbINOAHATb  KaAMBPOBKY MAM  NOBEPKY B  COOTBETCTBUM C
OOKYMEHTUPOBAHHbIMM NpoLLeaypPamu.

Kpome TOro, opraHmsauma A0/KHA OLEHUTb U 3aperMcTpmpoBatb AOCTOBEPHOCTb NpPeblayLimX
pe3ynbTaToB U3MepeHus, ecnu obHapy»KeHo, 4YTo 06opyaoBaHME He COOTBETCTBYET TpeboBaHMAM.
OpraHu3aluus A01KHa NPeAnpPUHATL COOTBETCTBYIOLLIME AEMCTBUA B OTHOLLEHUM TaKOro 060pyA0BaHUA U
Nt060MN N3MepeHHOM NpoayKLUMN.

3anncu pesynbTaToB Ka/MOPOBKU M MOBEPKU AOJIXKHbI NOoAAep*KMBaTbCA B paboyem cocTosaHMM
(4.2.5).

OpraHunsauusa Ao/MKHa AOKYMEHTUPOBaTb Npoueaypbl BaAuaaumMm NpuMeHeHUs KOMMNbIOTEPHOTO
nporpamMmHoro obecneyeHua, UCNOJIb3yeMoro A8 MOHUTOPMHIA U M3MepeHusa. Takoe nporpammHoe
obecneyeHne A0KHO BbITb BaNMAMPOBAHO A0 €ro NepBoro NPUMEHEHUA U, ecau LenecoobpasHo, nocie
BHECEHUS U3MEHEHUI B NporpammHoe obecneyeHne UAM ero ucnosab3oBaHue. KOHKpeTHbI noaxoq u
[eATeNIbHOCTb, CBA3aHHanA C Baangaumen U pesaangaumen nporpaMmmHOro obecneyeHms, 40aKHbl ObiTb
NPoNopLMOHaNbHbI PUCKY, CBA3AHHOMY C NPUMEHEeHUeM NPorpaMmMHOro obecneyeHuns, U ero BANSHUEM
Ha COOTBETCTBUE NPOAYKLMM crieudUKaLUam.

3anuncu pesysibTaToB M BbIBOAOB, @ TaKXKe HeobXxoAuMbIX AEUCTBUIMA MO Banuaauuu, OOXKHbI
noafep*KMBaTtbcs B paboyem coctoaHum (4.2.4 n 4.2.5).

MprmeydaHue - JonoNHUTENbHYIO MHGOPMaALMIO MOXKHO HaliTh B 1ISO 10012.
8. I3amepeHune, aHanms3 n ynyyeHue

8.1. Obuwme nonoxKeHuns

OpraHusauusa A0AXHa NAaHUMPOBaTb WM OCYLLECTBAATb MPOLLECCbl MOHUTOPMHra, U3MepeHua
(oueHKM), aHaNM3a 1 yaydweHusa, Heobxoanumble ANs:

a) AeMOHCTPaLMM COOTBETCTBUA NPOAYKLNNK;
b) obecneyeHna cOOTBETCTBUA CUCTEMbI MEHEAMKMEHTA KayecTBa;
C) nogaepsKaHUa pesynbTaTUBHOCTU CUCTEMbI MEHEAXKMEHTa KayecTBa.

3TO JO/MKHO BKAOYATb onpedeneHne NPUMEHAEMbIX METOZO0B, B TOM YMCIE CTaTUCTUYECKMX, U
061aCcTV UX NPUMEHEHUSA.

8.2. MOHUTOPUHT N n3mepeHue
8.2.1 ObpaTHasn cBs3b

B KauyecTBe 04HOrO M3 CNOCOBOB OLEHKU PEe3yNbTaTUBHOCTU CUCTEMbI MEHEeAXMEHTa KayecTsBa
opraHuMsauma [O/MKHa cobupaTb MHOOPMALMIO, OTHOCALLYHOCA K Y/AOBNETBOPEHWIO OpraHu3aumen
TpeboBaHMIt NoTpebuTenn, U OCyLLECTBAATL €€ MOHUTOPUHT.

MeToabl NONY4YEeHUA N NCNO/Ib30BaHMA aTou MHd)OpMaLI,MM AO/TKHbI 6bITb AOKYMEHTUPOBAHbLI.

OpraHusaums L0/KHA AOKYMEHTMPOBaTb Mpoueaypbl Mo npoueccy obpaTHoi cesA3u. Mpouecc
06paTHOM CBA3W [O/KEH BK/AOYATb MOPAJOK cbopa AaHHbIX, KaK Ha CTaAuMM MNPOM3BOACTBA, TaK U
NoCTNPOM3BOACTBA.

MHq)OpMaLI,MFI, C06paHHaﬂ B npouecce O6paTH0171 CcBA3N, A0/’ KHA MCNO/ZIb30BATbCA B Ka4yecTtBe
noTeHuuanbHbIX BXOAHbIX AdHHbIX B MeHeAXMeHT PUCKa C uenbld MOHUTOPUHIA WU noaaepXXaHuA
TpE6OBaHMﬁ K NPOAYKUUHN, a TaK¥Ke K npoueccam ee XM3HeEHHOro UnKna U npoueccam ynyyweHua.



Ecnn B COOTBETCTBMM C NPUMEHUMbBIMU PETYINPYIOWMMM TpebOoBaHUAMW OpPraHU3aunsa 4ONKHA
HakanAuMBaTb  OMpeAeneHHbIN onbIT Ha OCHOBaHMHU nHpopmauum, NnoJsly4eHHOM Ha
NOCTNPOM3BOACTBEHHOM CTaAMM, aHA/IN3 TAaKOro OMbiTa AO0/IXKEH ABAATbCA YacTbio Mpouecca obpaTHOM
CBA3W.

8.2.2 PaccmoTpeHure npeTeH3ni

OpraHvsauma A0/KHA AOKYMEHTMPOBaTb Mpoueaypbl ANS CBOEBPEMEHHOro pPaccMOTpeHus
NpeTeH3nit B COOTBETCTBUU C MPUMEHUMbIMU PETYMPYIOLLMMN TpeboBaHuAMK. [aHHble npoueaypbl
OOMIKHbI, MO MeHblueld Mepe, ycTaHaBAMBaTb TpeboBaHWA W pacnpegenieHne OTBETCTBEHHOCTM B
OTHOLUEHUMU:

a) NoNYYEeHUs N PerncTpauun MHGopmaLmy;

b) oueHnBaHMA HbOPMaLUKN AN onpeaeneHna Toro, ABASETCA I obpaTHas CBA3b NPeTeH3nel;

KoHcynbTaHTMAOC: NpUMeYaHme.
Hymepauma nyHKTOB faHa B COOTBETCTBUM C ODULMANbHBIM TEKCTOM AOKYMEHTA.

a) paccnenoBaHMA NPeTeH3uni;

b) onpeaeneHns HeobxoaMMOCTU MHPOPMUPOBAHUA COOTBETCTBYOLLUX PETYIUPYIOLLIUX OPraHoB;
e) aencTBuMiA C NpoayKUMen, B OTHOLLIEHMM KOTOPO NoJTyYeHa NpeTeH3ns;

f) onpepeneHna HeOHXO0ANMOCTU MHULMUPOBATL KOPPEKLMMN MU KOPPEKTUPYIOLLME AENCTBUA.

Echn  Kakaa-nmbo npeteH3uMa He 6blia paccnegoBaHa, To 060OCHOBaHWE [OMKHO ObiTb
OOKYMeHTUPOBaHO. Jliobana KOppeKLMa UAN KOpPPeKTUpYlolee AelcTBMe B pesy/bTaTe pPacCMOTPEeHUs
NPeTeH3UN A0/KHbI BbiTb AOKYMEHTMpOBaHbl. Eciv npoBegeHHOe paccnefoBaHWe MOKa3ano, 4yTo
NPUYUHON NPETEH3UN ABMNACb AEATeNbHOCTb BHE OPraHW3auuu, OO0/KEeH OCYLLeCTBAATbCA obmeH
COOTBETCTBYIOLLEN MHPOPMALMEN MEKAY OpraHM3aLMen N BHELHE CTOPOHOMN.

3anucy No paccMoTPEHMIO NPETEH3MIA AO/MKHbI NoAAepPXKUBaTbCA B paboyem coctosiHmm (4.2.5).
8.2.3 OTYeTHOCTb B peryanpytoLLme opraHbl

Ecnv npumeHumble peryaupylowme TpeboBaHMA 06A3bIBalOT yBEAOMAATb O MPETEH3UAX,
COOTBETCTBYIOLIMX YCTAHOBAEHHbIM KPUTEPUAM OTYETHOCTU O HEBNAronpPUATHbLIX COBLITUAX UK BbIMyCKe
NOACHUTE/IbHOTO YBEAOMJ/IEHUSA, OPraHN3aLMA SO/IKHA LLOKYMEHTMPOBATL NpoLeaypsl 415 YBeAOMIEHUS
COOTBETCTBYIOLMX PETYINPYIOLLMX OPraHOB.

3anucK, cBA3aHHbIE C OTYETHOCTbIO B PEryMpyloline opraHbl, AOJIXKHbl NOAAEPKMBATLCA B
pabouem coctoaHuu (4.2.5).

8.2.4 BHyTpeHHU ayguT

OpFaHM3aLI,VIFI AONXKHa NpoBOAUTb BHYTPEHHWE ayaAuTbl Yepe3 3ans1aHUpPOoBaHHbIe MHTepPBaA/ibl C
LeNblo YCTaHOB/IEHUA TOTO, YTO CUCTEMA MEHEOXKMEHTA KayeCTBa:

a) COOTBETCTBYET 3aMNaHUMPOBAHHbLIM M AOKYMEHTUPOBAHHbLIM MeponpuUATUAM, TpeboBaHMAM
HacToAlero CcTaHZapTa, TpeboBaHWAM K CUCTEME MEHEeAKMEHTa KayecTBa, pa3paboTaHHbIM
OpraHu3aumen, 1 NPUMEHUMbIM PEFYINPYIOWUM TPEBOBAHUAM;

b) BHEAPEHA PE3YNbTAaTUBHO U NOAAEPHKMUBAETCA B pa6oqu COCTOAHUW.



OpraHusauma OO0/MKHA [AOKYMEHTUPOBATb Npoueaypy, OMpPeaensiolyt0 OTBETCTBEHHOCTb MU
TpeboBaHMA K NAaHUPOBAHUIO U NPOBEAEHUIO ayAMUTOB, 3aMMCAM M OTYETAM O pe3y/ibTaTax ayauTa.

Mporpamma aygmToB AOJIMKHA NAAaHMPOBATLCA C YYETOM CTaTyca M BaX*KHOCTU NPoL,EeccoB U obaactm
ay4MTa, a TaKKe pesynbTaToB npeaplaywmnx ayautos. Kputepuu, obnactb NpMmeHeHWs, 4actoTa M
MeToAbl ayAWUTOB A0J/IKHbI ObITb onpeaesneHbl M 3aperucTpupoBaHbl (4.2.5). Bbibop ayautopos u
nposeaeHMe ayauToB A0/KHbI obecneuynBaTb 06BEKTUBHOCTb M BECNPUCTPACTHOCTb NpoLecca ayauTa.
AyauTopbl HEe A0/IXKHbI NPOBEPATb CBOKD COOCTBEHHYO paboTy.

3anuncu B OTHOLLIEHUM ayAUTOB 1 UX Pe3ybTaToB, BKAOYaA NAeHTUOUKALMIO NpoLLeccos U obnactei
ayamTa, a Tak»Ke BbIBOAOB N0 ayauUTy, AO/KHbI NOAAEPKMBATLCA B paboyem cocToaHuM (4.2.5).

PykoBOACTBO, OTBETCTBEHHOE 3a MpoBepseMble 06/1acTU AeATENbHOCTU, AO0MKHO obecneymBaThb,
yTtobbl Ntobble HeobxoauMble KOPPEKUMU U KOPPEKTUpYHOWME AeUACTBMA npeanpuHUManuch 6es
M3/INWIHEN OTCPOYKM AR YCTPaHEeHMA OOHApY!KeHHbIX HECOOTBETCTBUIM M MX MpuuunH. Mocneaytowme
OENCTBUA A0NKHbI BKAOYaTb BepudMKaLMio NPeanpuHATLIX MEP U OTYET O pe3y/ibTaTax BepuduKkaumm.

MpumeyaHue - lonoAHUTENbHYIO MHPOPMALLMIO MOXKHO HanTK B 1ISO 19011.

8.2.5 MOHUTOPWHT N n3mepeHme NpoLeccos

OpraHusauusa [O/KHA MPUMEHATb  noaxogsline MeToAbl MOHUTOPMHIA U, €eciM  3To
uenecoobpasHo, M3MEPEHUA MPOLLECCOB CUCTEMbl MEHEAKMEHTA KayecTBa. T METOAbl AOJ/IKHbI
AEMOHCTPUPOBaTb  CNOCOBHOCTb  MPOLECCOB  AOCTUraTb  3anjaHUMPOBaHHbLIX pe3ynbTaToB. Ecau
3an/1aHNPOBaHHblE pe3yabTaTbl He JAOCTUTHYTbI, OO/IHbI  NPeANnPUHUMATBCA  KOPPEeKUMUM U
KOppeKTUpyoLwme AeicTBUA, eCAN 3TO LienecoobpasHo.

8.2.6 MOHUTOPUHT N U3MepeHne NPoAyKLUmM

OpraHu13auma A0/IKHA NPOBOANTb MOHUTOPUHT U 3MEPEHME XapPaKTEPUCTMK NPOAYKLUNN C LLe/bio
BEPUPMKALLMM COOTBETCTBUA MPOAYKLMM YCTAHOBAEHHbIM TPEBOBAHMNAM. ITO AOIKHO OCYLLECTBAATLCA HA
COOTBETCTBYIOLLMX CTaAMAX MPOLLECCOB YKM3HEHHOro LMKAA NPOAYKUMM W B COOTBETCTBUU C
3an/1aHNPOBAHHBIMA UM AOKYMEHTUPOBAHHbIMM  MEPOMPUATUAMM U AOKYMEHTUPOBAHHbLIMM

npoueaypamu.

CBnaeTenbcTBa COOTBETCTBMA KPUTEPUAM MPUEMKM [OJIKHbI MOAAEPKMBATLCA B paboyem
COCTOAAHMM. 3anncK A0NKHbI YKasblBaTb JINLO, CaHKLMOHMpPOBaBLLIEe BbINyCcK npoaykuum (4.2.5). Ecan
uenecoobpasHo, 3anucM  AOMKHbl  MAeHTMOMLUMPOBaATb 060pPYyAOBaHWE, WCNO/Ib30BAaHHOE AR
N3MepEeHUN.

BbinycK npoayKumn m O6C}1y)+(VIBaHV|e He AO0/1XKHbl OCYLLeCTB/NATbCA A0 yCnewHOoro 3aBepleHuna
3aNJ1IaHNPOBAHHbLIX U AOKYMEHTUPOBAHHbIX MepoanﬂTMVl.

Ona MMNNAHTUPYEMDBIX MEONUNHCKUX MB,D,eﬂMﬁ opraHnsauma AO0J/1IXXHa BeCTu 3anumcun  no
M,Cl,eHTM(bMKaLI,I/IM nepcoHana, nposoaAlLero ntobble BUObl KOHTPOIA N NCNbITaHWUM.

8.3. YnpaBneHue HecooTBETCTBYOLWEN NpoayKunen
8.3.1 ObwMme nonoKeHns

OpFaHM3aLI,VIF| AONIXKHa O6eCI'IE‘-IMBaTb, yTOObI NpPoAYyKLHUA, KOTOPAA HE COOTBETCTBYET Tpe6OBaHMF|M,
6bina MAEHTI/Id)MLI,I/IPOBaHa M ynpasaAanacb C Uesblo npeaoTepawleHnA  HenpegHamepeHHOoro
MCnonb30BaHUA NN NMOCTABKU. Opl’aHM3aLl,Wr'I AO0/XKHA OOKYMEHTUPOBATb Mpoueaypy, onpeaenaroLyto
cpeancrtea ynpasneHnAa, COOTBETCTBYHOLWME OTBETCTBEHHOCTb U NOJIHOMOYMA AONA M,Cl,eHTVId)MKaLI,VIVI,
AOKYMEHTUPOBAHUA, OTAENEHNA, OUEHNBAHUA U pa3smeLlleHNnA HeCOOTBETCTBYIOLLI,Eﬁ npoaykuunn.



OueHuBaHME HECOOTBETCTBMI [OJIKHO BK/OYATb onpegeneHne HeobxoaAMMOCTM NpoBeaeHus
paccienoBaHUs U YBeAOM/IEHUS KAKON-TMO0 BHELLHEN CTOPOHbI, OTBETCTBEHHO 3@ HECOOTBETCTBME.

3anuncK o xapakTepe HeCOOTBETCTBUI M Nt0DbIX NOC/eAyoWMX NPeAnpPUHATLIX AEUCTBUAX, BKAOYAn
oueHuBaHue, ntoboe paccnegoBaHMe U 0OOCHOBaAHME pEeLLIEHWI, A0JIKHbI NoAAEePKUBATLCA B paboyem
cocTosiHum (4.2.5).

8.3.2 [leiAicTBMA B OTHOLUEHNM HECOOTBETCTBYIOLLEN NPOAYKLNN, OOHAPYKEHHOM A0 NOCTAaBKM

OpraHunsauusa A0/MKHa NOCTYyNaTb C HECOOTBETCTBYIOWEN NPoAyKUMen OAHUM UM HECKONbKUMM
cneayowmmmn cnocobamm:

a) OCYLWeCTB/IATb AEVICTBMﬂ C uenblo yCTpaHeHUA O6Hapy)KEHHOI'O HECOOTBETCTBUA,

b) ocywiecTBnATb OEMCTBMA € Leblo NPefoTBPaLLEHNA ee MepBOHaYanbHOro rnpeanonaraemoro
MCNONb30BaHUA NN NPUMEHEHNA;

C) CaHKUMOHMPOBATb €€ UCMO/b30BaHME, BbIMYCK MW NPUEMKY MO Pa3pelleHnto Ha OTKNIOHEHME OT
YCTaHOB/IEHHbIX TPeboBaHUIA.

OpraHusaums [omkHa obecneumBatb, YTOBbl MPUHATME HECOOTBETCTBYIOWEN NPOAYKUMM NpU
NoJIyYeHUM Pa3pPEeLeHNs Ha OTK/JOHEHME MOM0 BbiTb OCYLLECTBJIEHO TONLKO B TOM C/yyae, eciu 3T0
AOMYCKaeTca peryanpylowmmmn TpeboBaHMAMKU. 3anuUch O NPUHATUKX paspelleHua Ha OTK/IOHEeHWe U
naeHTUOMKaLMM MLA, CAHKLMOHMPOBABLLEro paspeLlleHne Ha OTKAOHEHWE, A0/KHbI MOALEPKMBATLCA B
pabouyem coctosiHum (4.2.5).

8.3.3 [leiicTBMA B OTHOLIEHMM HECOOTBETCTBYHOLLEN NPOAYKLMN, OBHAPYKEHHOW NOCAe NOCTaBKU

Ecan HEeCOOTBEeTCTBYOWaAa npoaykuuMAa BblAB/ZI€HA MoOCne MOCTaBKU WM Ha4ala NpuUMeHeHUuA,
OopraHunsauunAa AoNXKHa NpegnpuHATb ,Cl,el‘;1CTBMF|, cooTBeTCcTBYHOWME nocneacrsnam Uam noTeHUmMaibHbiMm
nocneacTtenAm HeCOOTBETCTBUA.

3anucu NpeanpPUHATBLIX AeNCTBUIA A0NKHbI Nogaep>KmMBaTbca B paboyem coctosHuu (4.2.5).

OpraHusaumsa O0XHA A0KYMEHTMPOBaTb Npoueaypbl BbiNycKa U NPUMEHEHUA MOACHUTEbHbIX
YBEAOMIEHNI B COOTBETCTBUM C MPUMEHUMbBIMU PEryavpylowmmmn TpeboBaHuamU. ITU npoueaypbl
O0MKHbI 6bITb FOTOBbI K BBEAEHWIO B AeNCcTBUE B Ntoboe Bpems.

3anucn OenctsuMiA MO BbIMYCKY MNOACHUTE/IbHLIX YBEAOMIAEHUI LO/KHbI NOAAEPKUBATLCA B
pabouyem coctosiHum (4.2.5).

8.3.4 Mepepnenka

OpFaHM3aLI,VIFI AO/MXKHa BbINONHATbL nNepegenky B COOTBETCTBUM C  AOKYMEHTUPOBAHHbLIMU
npoueaypamu, npuHnmaa BO BHMMaHUE NMOTeHUMA/IbHble HeXXesaTe/ibHble NocieacTesmnA BO3,CI,€VICTBVIH
nepegenkn Ha npoayKuuto.

3Tu Nnpoueaypbl A0MKHbI TPOWTU TOT Ke aHaNu3 M 0406PpeHNE, KaK M NepBOHaYasibHble NpoLeaypsbl.

Mocne 3aBepllieHMs Mepeaeniku NPoAyKUMSA AO0MKHa 6biTb BepuduUMpOBaHa Ha COOTBETCTBME
NPUMEHUMBIM KPUTEPUSM NPUEMKU U PErYIMPYIOWMM TPEBOBAHMAM.

3anucu o nepeaenke AOMKHbI NOAAEPHKUBATLCA B paboyem cocTonaHum (4.2.5).
8.4. AHann3 aaHHbIX

OpraHvsauuMa [O0MKHa OOKYMEHTMpPOBaTb npoueaypbl onpedeneHvs, cbopa WM aHanv3a



COOTBETCTBYHOWMUX AaHHbIX ANnA AeMOHCTpauun nNpuroagHoCcTn, aaekKBaTHOCTU WU pPEe3y/IbTaTUBHOCTU
CnCTtembl MmeHeaXXMeHTa KayecCTBa.

3TK npoueaypbl A0JXKHbI BKAOYATb onpedeneHne noaxoAalinx MeToaoB aHanmsa, B TOM yucne
CTaTUCTUYECKME MeTOoAbl U 061aCTb UX MPUMEHEHUA.

JaHHble A0NKHbI BKAOYATL MHGOPMALMIO, MOYYEHHYIO B pe3ynbTaTe MOHUTOPUHIA U U3MEPEHNA,
a TaK¥XXe U U3 ApYyrmx COOTBETCTBYHOLLMX MCTOYHMKOB, BK/tOYAA, NO MEHbLUEN Mepe, AaHHble:

a) obpaTtHol cBA3W;
b) cooTBeTCTBUA TPEOOBAHMAM K NPOAYKLUN;

C) XapaKTepucTMKam U TEeHAEHUMAM MPOLEccoB W MNPOAYKUWMKM, BKAOYAA BO3MOXHOCTU MO
YAYYLIEHWIO;

d) nocTaBsumKam;
e) ayauTam;
f) oTueTam no TexHUYeckomy obCNyKUBAHULIO, eCIU LenecoobpasHo.

Ecnv aHanM3 faHHbIX YKasblBaeT Ha TO, YTO CMCTEMa MeHeKMEHTa KauyecTBa He ABaseTcs
NPUrogHoON, ageKkBaTHOM UAN Pe3yNbTaTUBHOW, OpraHM3auma A0/KHa MCMO/b30BaTb 3TOT aHa/NM3 Kak
BXOAHble AaHHble ANA YAYULEeHUA B COOTBETCTBUM C 8.5.

3anucu pesynbTaToB aHan3a AaHHbIX A0NXKHbI NOALEPXKMBATbCA B paboyem coctosiHmm (4.2.5).
8.5. YnyyweHune
8.5.1 O6wme nonoKeHuns

OpraHusauma OoMXKHa UAEHTMOUUMPOBATb M OCYLWECTBAATL Ntobble M3MeHeHUA, Heobxoanmble
ana obecneyeHns U noaaep’KaHuA MOCTOAHHOW MPUroAHOCTU, afeKBaTHOCTM W Pe3y/bTaTUBHOCTM
CUCTEMbl MEHEAXKMEHTa KayecTBa, a Take 6e30nacHOCTM U GYHKLMOHANbHbBIX XapaKTepucTuK
MeANLMHCKUX U34eNnIA, UCNOoNb3yA NOAUTUKY B 061aCTM KayecTBa, Lear B 061acTv KayecTsa, pesyabTaTbl
ayauToB, NOCNENPOAAXKHOro HaboAEHUA, aHaAn3a AaHHbIX, KOPPEKTUPYIOLIMX U NpeaynpeskaaroLmx
AeNCcTBUIA M aHanM3a Co CTOPOHbI PYKOBOACTBA.

8.5.2 KoppeKTtupytowme gencrema

OpraHuv3auma A0/KHA NpeanpUHUMaTL AeUCTBUA C Le/blo YCTPaHEeHUA MPUMYMH HECOOTBETCTBUM
ANA NpeaynpeskaeHna MNoBTOPHOrO WX BO3HUKHOBEHMA. Jllobble HeobXoAMMble KOPPEKTUpYowme
OeNCTBMA A0/MKHbI BbiTb MPMHATHI 6e3 HeobOoCHOBaHHOW 3aAep:KKWU. KoppeKTupyouwme aencreus
AONXKHbI 6bITb MPONOPLMOHAbHbLI MOCAEACTBUMAM BbIABAEHHbIX HECOOTBETCTBUIA.

OpraHu3auus Ao/XKHa LOKYMEHTMPOBATL NpoLeaypy ANs onpeaeneHus TpeboBaHWM K:

a) aHaNM3y HeCOOTBETCTBUM (BKIOYAA NPETEH3UM);

b) ycTaHOBNEHMIO NPUYUH HECOOTBETCTBUIA;

C) oLeHNBaHMIO HEOHX0AMMOCTM AEUCTBUIA, YTOObI N36EeXKaTb NOBTOPEHMA HECOOTBETCTBUIA;

d) nnaHMpoBaHMIO M AOKYMEHTUPOBAHUIO HEOBXOANMbBIX AENCTBUIA U UX OCYLLLECTBACHUIO, BK/tOYas,
ecnu uenecoobpasHo, akTyannsaLumio 4OKYMEHTaUMK;

e) BepVId)MKaLI,VIVI TOro, 4YTO KOppeKTupyrowmne AeﬁCTBMﬂ HE OKa3blBalOT HEMrATUBHOIO B/IMAHUA Ha



COOTBETCTBME peryavpylowmm TpeboBaHMAM, a TakKe Ha 6e3onacHocTb M GYHKUMOHaANbHbIE
XapaKTEPUCTUKN MeAULMHCKOro U3aenus;

f) aHanM3y pesynbTaTMBHOCTM NPEANPUHATLIX KOPPEKTUPYIOLLNX AENCTBUN.

3anucuM  pe3ynbTaToB  N06Oro  paccnefioBaHUs U MNPeAnpPUHATBIX  AEUCTBUN  [OMMKHbI
noaAeprKMBaTbcs B pabouem coctoaHum (4.2.5).

8.5.3 MNpeaynpexaatowme AencTema

OpraHusauma [0JIKHa OnpefenvTb OeUCTBUS C LeNblo YCTPAHEHUSA MPUYMH NOTEHLMAsbHbIX
HEeCOOTBETCTBUI ANs npeaynpexaeHua nx nossiaeHua. MNpeaynpexaatowme AenCcTBMA A0/XKHbI ObITb
NPONOPLMOHA/bHbI NOCAEACTBMAM NOTEHUMANbHBIX Npobaem.

OpraHusaums AoMKHa 4OKYMEHTUPOBATL NpoLeaypy, yCTaHaB/IMBaloOLLYO TpeboBaHUSA K:
a) onpegeneHunto NoTeHLManbHbIX HECOOTBETCTBUI U UX MPUUNH;

b) oueHuBaHWIO HeOBXOAMMOCTM AEUCTBMIA C UEeNblo  nNpeaynpesKaeHUs nossaeHus
HEeCcoOoTBEeTCTBUIA;

C) NNaHUPOBAHMIO U AOKYMEHTUPOBAHMIO HEOBXOAMMbIX AEACTBUIN U MX OCYLLLECTBAEHUIO, BKItOYas,
ecnu uenecoobpasHo, aKTyann3aumio AOKYMEHTaLUNN;

d) BepudmMKaumMm TOro, YTo AENCTBUSA HE OKa3biBAOT HEraTMBHOMO BAWSAHMA Ha COOTBETCTBME
peryavpyrowmm TpeboBaHMAM, a TakKe Ha 6e30nacHoCcTb M GYHKUMOHANbHbIE XapaKTEPUCTUKU
MeOULNHCKOro N3aenus;

e) aHanusy pesynbTaTUBHOCTM  MPeanpuHATbIX — MNpeaynpekgalowmnx  AencTBun,  ecau
uenecoobpasHo.

3anucn  pesynbTaToB  NKOBLIX  pacciiefoBaHU M NPEANnPUHATbIX  AEWCTBUIA  OOMKHbI
noafep*KMBaTbcsa B paboyem coctonaHum (4.2.5).

MpunoxeHue A
(cnpaBoyvHoe)

CPABHEHME COAEPXAHUA 1SO 13485:2003 M ISO 13485:2016

B Tabnuue A.1 npuBeseHa UHGOPMaLMA O BHECEHHbIX U3MEHEHUAX B HacToAwMmiA cTaHaapT (ISO
13485:2016) no cpaBHeHMIO ¢ Npeablaywum nsgaHuem (1ISO 13485:2003).

Tabnuua A.1

KOMMeHTapMM K USMEHEHUAM MO CPAaBHEHUIO C NpeabiaAywimm n3gaHnem

1 :201
MyHKTbI 1SO 13485:2016 (1SO 13485:2003)

BeepeHue PasbAcHAeT 3Ha4YeHMe TpeTbero U34aHnA HacToALLero cTaHgapTa

Obuwue nonoxeHun Bkntoyaet B ceba 3HaunTenbHO H6onblie NogpobHocTeN, CBA3AHHbIX C
0Co6eHHOCTAMM OpraHu3aLMii, 0XxBaTbiBaeMbIX TpeboBaHMAMM




HacToALWEero CTaHA4APTa, B TOM YMCAE NO CTAAUAM XKU3HEHHOIO LUKAA.

Ob6bAcHAET, YTo TPebOBaAHMA CTaHAAPTA MOFYT BbITb NPUMEHEHDI
NoCTaBWMKAMM UAN APYTUMU BHELUHUMM CTOPOHaMM A06POBOIbHO
nmMbo B COOTBETCTBUM C TPEOOBAHUAMM KOHTPaAKTa.

BkntoyaeT 06s3aTeNnbCTBa OPraHM3aLMin B pamKax cCMCTEMbI
MeHeaXMeHTa KayecTBa NPUMEHATb peryanpyowme TpebosaHus.

NHpopmMpyeT opraHn3aLmMm 0 pasnnymax B CUCTEMAX
PeryimpoBaHns n ux 06a3aHHOCTM NOHMMATb, KaK 3TU TpeboBaHMsA
6yayT BAUATb HA UX CUCTEMY MEHEOKMEHTA KayecTsa.

JobasnseT 0653aTeNbCTBO YA0BAETBOPATL COOCTBEHHbIM
TpeboBaHMAM K CUCTEME MEHeAKMEHTa KayecTBa.

YcTaHaBAMBAET aKLEHT Ha HeobxoanumocTtu "yaoBAETBOPEHUSA
TpeboBaHMA NOTPebUTena n NPUMEHUMbIX Peryanpytowmx TpebosaHni
K obecneyeHMto 6e30NacHOCTU U PYHKLIMOHANbHbIX XapaKTepPUCTUK".

Moa4epKuBaeT, uTo TpeboBaHMA K NPOAYKLMM, KOTOPbIE CBA3aHbI C
obecneyeHnem 6€30NacHOCTU U GYHKLUMOHAbHbIX XapaKTEPUCTUK,
ABNAOTCA BaXKHbIMM.

JobasnsaeT aBa pakTOpa BAUAHUA Ha MPUPOLY CUCTEMDbI
MeHeAXMeHTa KayecTBa, KOTopble He 6bl/1M B NePBOHAYaNbHOM
n3gaHum (opraHM3aunoHHan cpesa u peryampytowme TpebosaHus).

YTOYHSAET, YTO OpraHU3aums He 0b6s3aHa NPUBOAUTL CBOIO
OOKYMEHTaLMIO B COOTBETCTBMM CO CTPYKTYPOM HACTOALLErO CTaHA4ApTa

Pa3bAcHeHMe NoHATUM

[obaBnsaeT ABa AONOJHUTENbHbIX KPUTEPUSA, CBA3AHHDIX C
peryiMpyrowmmm TpeboBaHnaMN:

- CobnogeHne peryanpytowmx TpeboBaHuii;

- TpeboBaHMA, HeOOX0AMMbIE A1A OCYLLECTBIEHNA MEHeKMEHTA
pucka.

Onpegensaet npeaenbl NPUMEHEHUsA TepMmrHa "pUCK" OTHOCUTENbHO
obecneyeHnn 6e3onacHOCTU U GYHKLMOHANbHbIX XapaKTePUCTUK
MeANUNHCKOTO U34,Ee/NA UK B LLENSX COOTBETCTBUA PEryINpYoLWMm
TpeboBaHUAM.

Pa3sbscHAET, UTO TEPMUH "[OKYMEHTMPOBAHO" BK/IlOYAET B cebs
HeobX0AMMOCTb CO34aHUSA, BHEAPEHUA U NOAAEPKAHUS.

Pa3sbscHAET, UTO TEPMUH "NpoayKUMA" OTHOCUTCA K pesy/bTaTam,
KOTOpble NpesHasHayeHbl g0 noTpebuTens nam um 3atpeboBaHbl, Uan
npeAcTaBAAoT cO60M 3a4aHHbIN pe3yabTaT B Npouecce NPon3BoOACTBA

npoAyKuum

MpoLeccHbI noaxos,

PaCLLIVIp‘r'IET 0b6BbACHEHMA npoueccHoro nogxona

CBsa3b ¢ 1ISO 9001

Onpepenset cBasb mexay 1SO 13485:2016 n I1SO 9001.

YKa3bIBaeT, YTO CTPYKTYPHaA B3aumocBAsb mexKay 1SO 13485:2016 u
ISO 9001:2015 6yaeT npuBeaeHa B NpUIOXKeHUM B.

NckntoueHo ncnonb3oBaHMe KypcMBa TEKCTa B CTaHZapTe 414
0603HayeHusA U3MeHeHn no cpaBHeHuto ¢ ISO 9001:2008

1 O6nacTb NPUMEHeHUA

YKasblBaeT NPMMEeHUMOCTb HACTOALLEro CcTaHg4apTa aaA
opraHM3au,m71, KOTOpble y4aCTBYIOT B OAHOVI NN HECKO/ZIbKUX CTaAnNAX
XN3HEHHOIO UnKNa megnumHCKOro nsaenuma.

YKasblBaeT, yTo HaCTOFILLI,Mﬁ CTaHAaQPT MOXKET TaKXKe 6bITb
MCNoNb30BaH NOCTaBWHMKaMUN NN BHEWWHUMKU CTOPOHaMU, KOTOpble
NOCTaBAAT NPOAYKUUIO U CBA3aHHbIe C cucTtemon MeHeaXMEeHTa
Ka4yecTBa opraHM3au,m71 YCNYrn TAaKUM OpPraHn3aumnam.




OnpepenaeT OTBETCTBEHHOCTb OPraHU3aL MM 38 MOHUTOPWHT,
noaaepkaHue B paboyem COCTOAHUMN 1 YNpaBAEHUE NPOLECCAMMU,
nepesaHHbIMKU HA CTOPOHY.

Pacwupset TpeboBaHUsA, KOTOPbIE MOTYT HbITb HE MPUMEHUMbI K TOM
/I MHOM AeATEeNbHOCTU B COOTBETCTBUM C NMYHKTaMMK 6 1 8.

PasbscHAET, YUTO TEPMUH "perynunpytowime TpeboBaHMA" BKAOYAET B
cebA 3aKoHoAaTe/IbHble aKTbl (HanpMMep, 3aKOHbI, NOA3aKOHHbIE aKTbl,
npeAnMcaHna U AMPEKTUBbI) U OrpaHMYMBaeT chepy NpMMeHeHUs
"perynupytowmx TpeboBaHUN" TONbKO K CUCTEME MEHEKMEHTA
KauyecTBa, a TakKe obecneyeHnto 6€30MacHOCTM AU GYHKUMOHANBHbIX
XapaKTePUCTUK MeAULIMHCKOro U3aenms

3 TepMmuHbI H
onpegeneHua

,ﬂ,06aB!'IeHO HECKOJIbKO HOBbIX OHPEAEHEHMVI N YTOYHEHbI HEKOTOpPbIE
cyuiecTsyrowimne onpeaeneHuma

4 Cuctema meHegKMeHTa

KayecTBa
4.1 Obwme TpeboBaHUA

[Job6aBneHbl TPeboBaHNA K AOKYMEHTUPOBaHUIO ponu(ei)
opraHusauuu.

JobaBneHbl TpeboBaHUA K onpeaeneHmIo NpoLeccos ""c yyeTom
ponu(eit), ocyuiectTesafaemble opraHusaumnen”.

JobasneHo TpeboBaHMe "MPUMEHATb PUCK-OPUEHTUPOBAHHbIN
noaxon, K ynpaBieHMIO COOTBETCTBYOLMMM MPOLECCamMm,
HeobxoAMMbIMMK 418 CUCTEMbI MEHEAXKMEHTa KayecTBa'".

Job6aBneHbl TpeboOBaHMSA, OTHOCALLMECS K UBMEHEHMAM B NPOLLECCaX.

Job6aBneHbl TpeboBaHMA, OTHOCALWMECS K Banngaumm npuMeHeHuns
KOMMNbIOTEPHOMO NPOrpaMmMHOro obecneyeHuns, UCNoab3yemMoro B
cucTeme MeHeaKMEHTa KayecTBa

4.2 TpeboBaHwuA K
OOKyMeHTaLmm

Bkntouaet B cebs npouecc ynpasaeHUa 3anmMcimmu B pamKax
TpeboBaHMI K yNnpaBAeHUIO OKYMEHTALUEN.

OnpepeneH nepeyeHb AOKYMEHTOB, KOTOPbIE AO/KHbI ObITb
BK/IIOYEHbI B panl MeANLMHCKOro n3genus.

BkntoyeHo TpeboBaHME OTHOCUTESIbHO 3aLUNTbI KOHOUAEHLMAbHOW
NepcoHanbHOM MHPOPMALUN.

Job6asneHo HoBoe TpeboBaHWE MO CPOKAM XPAHEHMA 3anunCcen

5.6 AHanun3 co CTOPOHbI
pyKkoBoACTBA

BktoueHbl TpeboBaHMA K AOKYMEHTUPOBAHMIO NpoLeaypbl AnA
aHa/nn3a Co CTOPOHbI PYKOBOACTBA U TpeboBaHMA ANA NpoBeaeHNs
aHa/nM3a Co CTOPOHbI PYKOBOACTBA B 3aM1aHUPOBaHHbIE MHTEPBabl B
COOTBETCTBUM C LOKYMEHTMPOBAHHON NpoLLeaypoii.

PacwmpeH nepeyeHb BXOAHbIX U BbIXOAHbIX AaHHbIX A1A aHaNu3a co
CTOPOHbI PYKOBOACTBA

6.2 Yenoseyeckune
pecypcbl

BkntoyeHO HOBOE TPE6OBaHMe No AOKYMEHTUPOBaHWIO Npoueccos
YCTaHOB/NEHNA KOMNETEHTHOCTKN NepCoHana, NnpoBegeHnNA 06y‘-|EHMF|,
obecneveHus ocBeJOMNEHHOCTU NepCoHana

6.3 UHdpacTpyKTypa

[obasneHbl TpeboBaHMA K MHOPACTPYKTYPE ANA NpefoTBpaLLeHns
nepenyTbiBaHUA NPOAYKLMMN U obecrneyeHns Hagnexallero obpateHus
C NpoAayKumnen.

B nepeyeHb BcnomoraTtenbHbIx ycnyr gobasneHa "MHbopmaLmMoHHan
cuctema”

6.4 Npoun3BoACTBEHHaA
cpefia U KOHTPO/b

[ob6asneHbl Tpe60BaHMA K AOKYMEHTUPOBAHMIO NPOM3BOACTBEHHOM
cpeabl.




3arpA3HeHunA

,ﬂ,06aB}'IeHbl Tpe6OBaHMﬂ, CBA3aHHbIE C KOHTPO/1EM 3arpA3HEeHUA
MMKpOd)I'IOpr N 3arpA3HeHNA menkoamcnepHbiMn 4actuuamum gna
CTePUNbHbIX MEANLUNHCKUX M3,u,env1i/'1

7.1 NMnaHnposaHue
NPOLLeCCOB }XU3HEHHOTo
LMKAA NPOAYKUUN

JononHutenbHble TpeboBaHUA A06aBAEHbI B NepevncieHme

7.2 Mpoueccsl,
CBA3aHHbIe C
nortpebutenamm

JononHuTtensHble TpeboBaHWA A06aBAEHbI B NepeyncieHme.
[obaBneHbl TPe6OBAHMA K NOALEPKAHMIO CBA3U C PETYINPYIOLLMMM
opraHamu

7.3.2 NnaHupoBaHue
NPOEKTUPOBAHUA N
pa3paboTku

JononHutenbHble TpeboBaHMA AobaBaeHbI B NepeyncieHme.

NckntodeHbl TpeboBaHMA, CBA3aHHbIE CO B3aMMOLENCTBUEM MEKAY
Pa3NMYHbIMM FPYNNAaMM, Y4aCTBYHOLLMMW B MPOEKTUPOBAHUN U
pa3paboTke

7.3.3 BXxoaHble gaHHble
ONA NPOEKTUPOBAHUA U
pa3paboTku

JononHuTenbHble TpeboBaHUA A06aBNEHbI B NEPEYNC/IEHME.
OnpegeneHo, 4to TpeboBaHMA A0/IXKHbI ObITb BEPUPULIMPYEMBIMU
WAV Baananpyembimum

7.3.5 AHann3s npoeKkTa u
pa3paboTku

[obaBneHbl NoAPOBHOCTN coaepsKaHUA 3anunce

7.3.6 Bepudukaumsa
NpOoEeKTa 1 pa3paboTku

[JobaBneHbl TpeboBaHNA 418 JOKYMEHTUPOBAHUA MJIaHOB
BepudumKaumum, BrkatoYaa TpebosaHus K BepudmKkaumm nHtepoeica.
Job6asneHbl TpeboBaHMA K 3anucam sepuduKaLmnm

7.3.7 Banngaumna npoeKTa
1 pa3paboTku

[ob6asneHbl TpeboBaHMA ANA AOKYMEHTUPOBAHWNA NNaHOB
BaNMAaumMm, BKAtoYan TpeboBaHUA K Banmaauumn nHtepdeiica.
[ob6asneHbl TpeboBaHMA ANsA 3anuceit Baanaaumm

7.3.8 Nepepava npoekTa
N pa3paboTku

[Jo6aBneH HOBbIN NOANYHKT

7.3.9 YnpasneHue
N3MEHEHMAMM MPOEKTA U
pa3paboTku

JobaBneHo TpeboBaHNE O BKAOYEHMUM OLLEHKU BANAHUA N3SMEHEHUI
Ha COCTaBHble YaCTU U3AE/IMIA U YrKe NOCTaBAEHHYIO NPOAYKLUMIO.

[Job6asneHbl NoApobHOCTM No NAeHTUGUKALUM U aHANN3Y
N3MEeHEHMUMN

7.3.10 ®aiinbl
NPOEKTUPOBAHUSA U
pa3paboTku

[Jo6aBneH HOBbIN NOANYHKT

7.4.1 MNpouecc 3aKynokK

CaenaHbl aKLEHTbl Ha KpUTepuK Bbibopa NOCTaBLLMKaA B 3aBUCUMOCTH
OT BAVUAHWA pe3ybTaToB AeATE/IbHOCTM MNOCTABLIMKA HA KaYecTBo
MeAMLMHCKOro U3aeNns, PUCKM, CBA3AHHbIE C MEAULMHCKUM U3LeNnem,
a TaK)Ke COOTBETCTBUE MPOLYKLMN MPUMEHUMbBIM PETYIMPYIOLMM
TpeboBaHMAM.

[obasneHbl HOBble TPe6OBAHMSA, CBA3AHHbIE C MOHUTOPUHIOM U
NMOBTOPHOM OLLEHKOW NMOCTaBLLMKOB, @ TaKXKe K AeNCTBUAMM, KOTopble
HeobXxoAMMO NPUHATL, Koraa TpeboBaHMA K 3aKynKam He byayT
BbIMO/IHEHBI.

BK/IlOUEHbl AOMNONHUTENbHbIE NOAPOBHOCTU, OTHOCALMECS K
coAepiKaHuto 3anucei




7.4.2 UHpopmaLma no
3aKynKkam

JobaBneHo HoBoe TpeboBaHWE ANA BKAOYEHUS YBEAOMIEHUIA 00
M3MEHEeHMAX B NOCTaBAAEMOM NPOAYKLUU

7.4.3 Bepudukauma
3aKyn/JaeHHOM npoayKumm

[JobaBneHbl HoBble TPebOBaHUA O AeATEIbHOCTU NO KOHTPOJIO U
Mepam, KoTopble He0bX0AMMO NPUHATb, Koraa opraHn3auum
CTaHOBUTCA U3BECTHO O KaKNX-TMBO M3MEHEHMUSIX B 3aKynaemoi
npoAayKLUmm

7.5.1 YnpasneHue
Npou3BOACTBOM U
obcnykunBaHMEM

,ﬂ,06aB!'IEHbI I'IO,CI,pO6HOCTM, CBA3aHHbIE C YyNnpaBAEeHNEM
npon3soaCcTBOM U OKa3aHUA yCcayr

7.5.2 YucroTa npoayKuum

JononHutenbHble TpeboBaHUA A06aBAEHbI B NepeYncieHme

7.5.4 leatenbHOCTb NO
obcnyXKMBaHUIO

,ﬂ,06aBHEHO Tp66OBaHMe no npoBeaeHnto aHasin3a 3anucen
AeATeENbHOCTHU, CBA3AHHOM C 06C!1y)KMBaHMEM

7.5.6 Banngauna
npoLLeccoB NPOM3BOACTBA
N 0b6CnyKnBaHuA

JononHuTtenbHble TpeboBaHUA A06aBEHbI B MEPEUYNCIEHME.

JobasneHbl NogpobHOCTH, OTHOCALUMECA K AeATe/IbHOCTH,
Tpebytowein Hanmums npouenyp.

OnpepaeneHo TpeboBaHUe K BaAuAaL M1 NporpammHoOro
obecneyeHns OTHOCUTENIbHO PUCKOB, CBA3AHHbIX C NPUMEHEHNEM
nporpammHoro obecnedyeHus.

[obasneHbl TpeboBaHMA, OTHOCALMECA K 3aNUCAM NO Baanaaumm

7.5.7 CneymanbHble
TpeboBaHMA K BaangaLmm
npoweccos
cTepuan3aumnn un
cuctemam b6apbepos
CTEPUNBHOCTU

[JobasneHbl TpeboBaHUA A8 cucTtem 6apbepoB CTEPUSIBHOCTU

7.5.8 NpeHTnduKauma

[obaeneHbl TpeboBaHMA ANA YHUKANbHON MAEHTUOUKALMM N3 4EeNUA.

[obaeneHo TpeboBaHWe AOKYMEHTUPOBAHMA NpoLLeAypbl
naeHTMOUKaLMmM NPoayKUNK, B TOM YNCIE B OTHOLLIEHUU
NAEHTUGMKALLMM U CTaTyca NPOAYKLMM B NpoLEecce NPoM3BOACTBa

7.5.11 CoxpaHeHue
COOTBETCTBMA NPOAYKLINU

Job6asneHbl NOAPOOHOCTM NO AOCTUMKEHUIO COXPAHHOCTM

8.2.1 ObpaTHan cBA3b

[obasneHa nHpopmauma o Tom, 4To obpaTHas CBA3b AO/KHA
BK/HOYATb COOP AaHHbIX KaK C MPOU3BOACTBA, TaK M NOC/Ie NPOAAXKM.

Job6asneHo TpeboBaHWE MCMOIb30BaHUSA 06PATHOM CBA3K B
npoueccax MeHeaKMeHTa PUCKa U B LLeIAX NoAaepKaHUA COOTBETCTBUSA
TpeboBaHMI K NPOAYKL MU

8.2.2 PaccmoTpeHme
npeTeH3ni

[ob6aBneH HOBbIN NOAMNYHKT

8.2.3 OTyeTHOCTL B
peryavpytowme opraHbl

[Jo6aBneH HOBbIN NOANYHKT

8.2.6 MOHUTOPUHT 1
N3MepeHMe NpoayKLNn

HobasneHo TpeboBaHMe No naeHTMdMKaumMm obopygoBaHms,
MCMNOb3yYEeMOro AN N3MepeHuUit

8.3 YnpasneHue

[obaBneHbl NoAPOBHOCTU, OTHOCALLMECA K BUAAM KOHTPONSA,




HEeCOOTBETCTBYIOLLEN KOTOpble A0/IKHbI ObITb OKYMEHTUPOBAHbI.
npoaykume 0O606LeHbl TpebOBaHMA O BKAOYEHMUM NPEANPUHATLIX AENCTBUN K
060CHOBaHMA NPUHATLIX PELLEeHN.

[obaBneHbl Tpe60OBaHMA, OTHOCALLMECA K pa3peLlleHmsaM Ha
OTCTyN/IeHue.

PasgeneHbl TpeboBaHMA K 06HAPYKEHHbIM HECOOTBETCTBUAM Nepes,
NoCTaBKoM, 06HapYKEHHbIM MOC/Ee NOCTAaBKU U B XOA4€ NepesesiKku.

JobasneHo TpeboBaHMe K JOKYMEHTALWUM, CBA3AHHOE C Bblaayen
NOACHUTE/IbHbIX YBEAOMJIEHWUIA

8.4 AHanun3 AaHHbIX [obasneHo TpeboBaHWe NO oNpeaeneHNIo U BKAOYEHUIO
noaxoAAWmMX MeToA0B, BKAOUYAA CTaTUCTUUYECKME MEeToAdbl, U CTENEHU UX
MCNO/b30BaHUA.

[ob6aBneHbl NoAPO6HOCTU B NepeveHb BXOAHbIX AaHHbIX

8.5.2 Koppektupytowme [JobasneHo TpeboBaHMe 0 HEO6XOAMMOCTU YOeaAnTbCS, YTO

aencreums KOPPEKTUPYIOLLME AENCTBMA HE OKA3bIBAOT HEFrAaTUBHOIO BMAHMUA.
Job6asneHbl TpeboBaHMA 0 HEOBXOANMMOCTU NPUHATUA

KOPPEKTUPYIOLLNX AECTBUN 6e3 HeonpaBaaHHOM 3a4epKKn

8.5.3 JobaBneHo TpeboBaHMe 0 HEOHBX0AMMOCTUN YHeaAnTbCA, YTO
Mpegynpexaawmolme npeaynpexaatoLlme 4eACTBUA He OKa3blBatlOT HEraTUBHOMO BANAHUSA
nencremn

Mpunoxkenne B
(cnpaBoyHoe)

COOTBETCTBUE MEXAY ISO 13485:2016 M 1SO 9001:2015

B Tabnnuax B.1 n B.2 npuseaeHo cooteetcTBne mexay ISO 13485:2016 un ISO 9001:2015.

Tabnunuya B.1
Cootsetctne mexay 1SO 13485:2016 m ISO 9001:2015
MyHKTbI ISO 13485:2016 MyHKTbI ISO 9001:2015

1 O6nactb NnpuMeHeHUs 1 O6nacTb NpUMeEHeHUs

4.1.1 (6e3 HaumeHoOBaHMA) 4.3 OnpepeneHune 061acT¥ NPUMEHEHUA CUCTEMbI MEHEAKMEHTA
KayecTBa

4 Cuctema meHegKMeHTa 4 Cpepfa opraHusaumm

KayecTBa 4.1 NoHMMaHMe opraHM3aunm n ee cpeabl
4.2 MNoHUMaHMe NoTpebHOCTEN M 0XKUAAHMIA 3aUHTEPECOBAHHbIX
CTOpPOH
4.4 Cuctema meHeaXMeHTa KayecTBa U ee npoueccol

4.1 Obwme TpeboBaHUA 4.4 Cnctema meHeaXMeHTa KavyecTBa M ee npouecchl
8.4 YnpasneHue npoueccamm, NpoayKumen n ycayramm,




nocraBaaembiMU BHEWHNMU NOCTaBWMKaMM

4.2 TpeboBaHMA K
OOKYMeHTaLmu

7.5 JokymeHTMpOBaHHaA nHpopmaLuma

4.2.1 ObLwme NoNoKeHUs

7.5.1 O6wme nonosKeHus

4.2.2 PyKoBOACTBO MO
KayecTBy

4.3 OnpeaeneHne 061acTn NPUMEHEHUA CUCTEMbI MEHEAXKMEHTA
KayecTBa

4.4 Cnctema meHeaXMeEHTa KavyecTBa M ee npouecchl

7.5.1 O6wme nonoxKeHus

4.2.3 ®ainn meANLUMHCKOro
nsgenus

3KBMBAJIEHTHbIN NYHKT OTCYTCTBYET

4.2.4 YnpasneHue
OOKyMeHTaumemn

7.5.2 Co3pgaHue 1 akTyanmsauma
7.5.3 YnpaBseHne AOKYMEHTMPOBaHHON MHPopMaLmei

4.2.5 YnpasneHue 3anmcamm

7.5.2 Co3gaHue 1 aKTyanmsauma
7.5.3 YnpaBneHne AOKYMEHTUPOBaHHON MHPOpMaLmei

5 OTBETCTBEHHOCTb
pykoBoAcTBa

5 Jlngepctso

5.1 ObasatenbcTBa
pyKoBO/ACTBa

5.1 J/InpepcTtso 1 NPUBEPIKEHHOCTb
5.1.1 O6wme nonoKeHus

5.2 OpueHTauma Ha
notpebutens

5.1.2 OpueHTauma Ha notpebutenei

5.3 MonunTtuka B obnactu
Ka4yecTBa

5.2 NMonutukKa
5.2.1 Pa3paboTka NnonnTMKmn B 061acTu KayecTsa
5.2.2 loBegeHune NoAUTUKM B 061aCTM KadyecTBa

5.4 MNMnaHnposaHue

6 MNnaHnposaHue

5.4.1 Uenn B ob6nactu
KauyecTea

6.2 Lenn B obnactn KayecTBa 1 nAaHNpoBaHMe X AOCTUXKEHUA

5.4.2 NMnaHupoBaHue
CO34aHWA U pasBUTUA
CUCTEMbI MEeHeXMeHTa
KauecTBa

6 MNnaHnposaHue
6.1 [leiicTBMA B OTHOLUEHMM PUCKOB U BO3MOXKHOCTEN
6.3 MNnaHnpoBaHUe N3MeHeHNM

5.5 OTBETCTBEHHOCTb,
NoJIHOMOYMA N obMmeH
nHbopmauuei

5 lnpepctso

5.5.1 OTBeTCTBEHHOCTb U
NoJIHOMO4MUA

53 CDyHKLI,MM, OTBETCTBEHHOCTb M MOJIHOMOYUNA B OpPraHn3aunmn

5.5.2 MNMpeacTasutens
pyKoBOACTBa

5.3 CDyHKLI,MM, OTBETCTBEHHOCTb M MOJTIHOMOYUA B OpPraHn3aummn

5.5.3 BHyTpeHHU obmeH
nHpopmaumen

7.4 ObmeH nHbopmaumen




5.6 AHann3 co CTOPOHbI
pyKoBoACTBa

9.3 AHanm3 co CTOPOHbI PYKOBOACTBA

5.6.1 Obwme nonoxKeHus

9.3.1 Obuwme NonoKeHun

5.6.2 BxoaHble gaHHble ans
aHanmsa

9.3.2 BXxoaHble AaHHble aHa/n3a CO CTOPOHbI PYKOBOACTBA

5.6.3 BbixogHble gaHHble gaa
aHanusa

9.3.3 BbIxogHble gaHHble aHa/AM3a CO CTOPOHbI PYKOBOACTBA

6 MeHegXMeHT pecypcoB

7.1 Pecypcbil

6.1 ObecneyeHune pecypcamm

7.1.1 O6wme NoNoKeHUs
7.1.2 Yenoseueckune pecypcbl

6.2 Yenoseueckue pecypcol

7.2 KomneTeHTHOCTb
7.3 OcBeAOMIEHHOCTb

6.3 UHPpacTpyKTypa

7.1.3 UHdpacTpyKTypa

6.4 lNMpounsBoacTBEHHAA cpeaa

7.1.4 Cpepa gna GYHKUMOHUPOBAHUA NPOLECCOB

7 MNpoueccbl XXNU3HEHHOrO
LMK NpoAayKumnm

8 [leATenbHOCTb Ha CTAAUAX }KU3HEHHOMO LKA NPOAYKLNN U yCayr

7.1 NnaHnposBaHne
NPOLLeCCOB XU3HEHHOro
LMKNa npoayKumm

8.1 MNnaHupoBaHue 1 ynpassieHne AeATe/IbHOCTbIO Ha CTaguAx
KU3HEHHOIO UMKna npoaykunn mn ycnyr

7.2 lNpoueccol, CBA3aHHbIE C
notpebutenamm

8.2 TpeboBaHUA K NPOAYKLMMU M yCayram

7.2.1 OnpegeneHune
TpeboBaHMUI, OTHOCALLMXCA K

NPOAYKLMM

8.2.2 OnpeaeneHune TpeboBaHUM, OTHOCALLMXCA K NPOAYKLMU U
ycayram

7.2.2 AHanu3s TpeboBaHUiA,
OTHOCALMXCA K MPOAYKLMUU

8.2.3 AHanu3 TpeboBaHUI K NPOAYKLUN U yCayram
8.2.4 N3meHeHuA TpeboBaHMI K NPOAYKLMM U yCayram

7.2.3 CBA3b c noTpebutensmu

8.2.1 CBAa3b c noTpebutenamu

7.3 lpoeKTMpoBaHue 1
pa3paboTKa

8.3 MpoeKTnpoBaHue 1 paspaboTka NPOLYKLMUN U yCayr

7.3.1 Obwme nonoxkeHms

8.3.1 O6wme nonoKeHns

7.3.2 NnaHupoBaHue
NPOEKTUPOBAHUA U
pa3paboTku

8.3.2 MNnaHnpoBaHMe NPOEKTUPOBAHMA N Pa3pPaboTKK

7.3.3 BXxoaHble gaHHble
NPOEKTUPOBAHMA U
pa3paboTku

8.3.3 BxoAHble gaHHble AN NPOEKTUPOBaHUA U pa3paboTKu

7.3.4 BbixogHble AaHHble
NPOEKTUPOBAHMUA U

8.3.5 BbIxogHble AaHHble MPOEKTUPOBAHMA U Pa3pPaboTKu




pa3paboTku

7.3.5 AHanun3 npoekTa n
pa3paboTku

8.3.4 CpeacTBa ynpas/ieHUs NPOEKTUPOBaHMEM U pa3paboTKoit

7.3.6 Bepuounkauma npoekTa

1 pa3paboTku

8.3.4 CpeacTBa ynpas/ieHUs NPOEKTUPOBaHMEM M pa3paboTKoi

7.3.7 Bannpgauma npoekta u

pa3paboTku

8.3.4 CpeacTBa ynpas/ieHUs NPOEKTUPOBaAHMEM U pa3paboTKoit

7.3.8 lNepepnaya npoeKkTa n
pa3paboTku

8.3.4 CpeacTBa ynpaB/ieHUs NPOEKTUPOBaHMEM M Pa3paboTKoi

7.3.9 YnpasneHue
N3MEeHEHNAMU NMPOEKTa N
pa3paboTku

8.3.6 MIameHeHUs NPOEKTUPOBAHMA U pa3paboTKu
8.5.6 YnpasneHne nsmeHeHnamu

7.3.10 ®aiinbl
NPOEKTUPOBAHMUA U
pa3paboTku

7.5.3 YnpaBneHne AOKYMEHTUPOBaHHON MHPOpMaLmei

7.4 3aKkynku

8.4 YnpasneHue npoueccamu, NpoayKLMEN U ycayramu,
nocCtaBaAemMbiMn BHELUHUMU NOCTaBLLUKamMU

7.4.1 MNpouecc 3aKynokK

8.4 YnpasneHue npoueccamm, NpoayKUMen 1 ycayramu,
NOCTaBAAEMbIMU BHELLHUMMW NOCTaBLLMKaMU

8.4.1 O6wme NoNoKeHUs

8.4.2 Tvn n cTeneHb ynpasneHua

7.4.2 UHpopmauma no
3aKynkam

8.4.3 UHdpopmaLma, npefocTaBasemMas BHELHUM NOCTaBLLMKaMm

7.4.3 Bepuoukauua
3aKyNAeHHOM NPOAYKUMM

8.4.2 Tvn n cTeneHb ynpasieHuA
8.4.3 UHdpopmauma, npesocTaBasemasn BHELHMM NOCTaBLLMKaM
8.6 Bbinyck npogykumn n ycnyr

7.5 MNpounssoacTso U
obcnyxunBaHue

8.5 MNpoun3BoACTBO NPOAYKLNN U NPeaoCcTaBaAeHNE yeayr

7.5.1 YnpasneHue
Npoun3BOACTBOM U
obcnykumBaHMeEM

8.5.1 YnpasneHue npon3soaCcTBOM NPOAYKLUM N NpeaocTaBneHnem
ycayr

7.5.2 YucroTa npoayKumm

3KBMBANEHTHbIN NYHKT OTCYTCTBYET

7.5.3 [leatenbHOCTb NO
MOHTAXY

3KBMBAJIEHTHbI NYHKT OTCYTCTBYET

7.5.4 leatenbHOCTb NO
06CcNyXKMBaHUIO

3KBMBANEHTHbIN NYHKT OTCYTCTBYET

7.5.5 CneymanbHble

Tp86OBaHI/IFl K CTEPUNIbHBbIM

MeONUNHCKUM U3gennam

3KBMBAJIEHTHbI NYHKT OTCYTCTBYET




7.5.6 Baangauma npoueccos
npon3BOACTBA U
obcnyxKuMBaHuA

8.5.1 YnpasneHue nponsBoaCcTBOM NPOAYKLNM U NpesoCcTaBNeHnEM
ycayr

7.5.7 CneymanbHble
TpeboBaHMA K BanaaLumnm
NpoLeccoB CTepUAN3aLLUn U
cuctemam bapbepos
CTePUbHOCTU

3KBMBANEHTHbIM NMYHKT OTCYTCTBYET

7.5.8 WpeHTndpuKauma

8.5.2 UaeHTMdUMKaumA 1 NpoCNeKMBAEMOCTb

7.5.9 lMpocnexnsaemoctb

8.5.2 UaeHTMdMKaUMA U NPOCAEXMBAEMOCTb

7.5.10 CobcTBEHHOCTD
nortpebuTenei

8.5.3 Cob6cTBEHHOCTL NOTPEGUTENEN MAN BHELUHUX NOCTABLLMKOB

7.5.11 CoxpaHeHune
COOTBETCTBMA NPOAYKLUUN

8.5.4 CoxpaHeHue

7.6 YnpasneHue
ycTpoircTBamm ana
MOHUTOPUHTIA U U3MEPEHUI

7.1.5 PecypcCbl 419 MOHUTOPUHIA U U3MEPEHMA

8 NU3mepeHue, aHann3 n
yayyweHuma

9 OugeHKa pe3ynbTaToB 4eATEeIbHOCTH
9.1 MOHUTOPUHT, U3IMEpPEHNE, aHaN3 U OLLEeHKa

8.1 ObLne nonoxKeHus

9.1.1 O6wme NONONKEHUA

8.2 MOHUTOPWHT K
nsmepeHue

9.1 MOHUTOPUHT, U3IMEpPEHNe, aHaIN3 U OLLEeHKa

8.2.1 ObpaTHan cBA3b

8.5.5 [1eATenbHOCTb NOCAE NOCTABKM
9.1.2 Ya0BNeTBOPEHHOCTb NOTpebuTenei

8.2.2 PaccmoTtpeHue
npeTeH3ni

9.1.2 Ya0BNeTBOPEHHOCTb NOTpebuTenei

8.2.3 OT4yeTHOCTbL B
peryavpytoLme opraHbl

8.5.5 [1eATenbHOCTb NOCAE NOCTABKM

8.2.4 BHyTpeHHu ayauT

9.2 BHYTpEeHHWUI ayanT

8.2.5 MOHUTOPUHT K
n3mepeHune NpoLeccos

9.1.1 O6wMme NONONKEHUA

8.2.6 MOHUTOPUHT K
NU3MepeHMe NpoayKLnn

8.6 Bbinyck npoayKkLuuu un ycayr

8.3 YnpasneHue
HEeCOOTBETCTBYHOLLEM
npoaykume

8.7 YnpaBneHve HeCOOTBETCTBYIOLLMMM Pe3ynbTaTaMu NpoLLeccoB

8.3.1 ObLwme nonoKeHUs

10.2

8.3.2 [lelicTBMA B OTHOLWIEHUMN
HECOOTBETCTBYIOLLEM

8.7 YnpaBneHve HeCOOTBETCTBYIOLLMMM pe3ynbTaTaMu NpoLLeccoB




npoayKumn, obHapyKeHHoM
[0 NOCTaBKM

8.3.3 [lelicTBus B OTHOLWEHUM | 8.7 Ynpas/ieHMe HECOOTBETCTBYIOLLMMM pe3ynbTaTaMmn NPOLLECCoB

HEeCOOTBETCTBYOLLEM
NpPoAyKUMK, 0BHAPYKEHHON
nocse NocTaBKu

8.4 AHann3 aaHHbIX 9.1.3 AHanun3 1 OLEHKA
8.5 YaydweHune 10 YnyyweHue
8.5.1 ObLwme nonoxKeHus 10.1 O6wue nonoxeHun

10.3 NocToAHHOE ynyyleHne

8.5.2 KoppeKtunpytouwme 10.2 HecooTBeTCTBMA U KOPPEKTUPYIOLLME AeNCTBUSA
aencrens

8.5.3 Mpeaynpexapatowme 0.3.3 PUCK-OpueHTMpOoBaHHOE MbilLaeHne

AencTena 6.1 [leicTBMA B OTHOLUEHMW PUCKOB U BO3MOXKHOCTEM

10.1 O6wue nonoxeHun
10.3 NocToAHHOE ynyylweHne

Cootsetctene mexay 1SO 9001:2015 m ISO 13485:2016

Tabnnua B.2

MyHKTbI ISO 9001:2015

MyHKTbI ISO 13485:2016

1 Obnactb NpUMeEHeHMUA

1 O6nacTb NpUMeHeHUA

4 Cpepa opraHusaumm

4 Cuctema meHeaKMeHTa KayecTBa

4.1 MoHMMaHWe opraHM3aumnn 1 ee cpeabl

4.1 Obwue TpeboBaHUA

4.2 MoHUMaHMe NoTPebHOCTEN U OXKUOAHWNIA
3aMHTEpPECcOBaHHbIX CTOPOH

4.1 O6buwue TpeboBaHUA

4.3 OnpepeneHne 061acTM NPUMEHEHUA CUCTEMDbI
MeHeKMeHTa KayecTsa

4.1 Obwue TpeboBaHUA
4.2.2

4.4 Cnctema meHeaXMEHTa KayecTBa U ee
npouecchl

4.1 Obwue TpeboBaHUA

5 Jinpgepctso

5 OTBETCTBEHHOCTb PYKOBOACTBA

5.1 J/inpepctso 1 NpuBepKEHHOCTb

5.1 O6s3aTenbCcTBa PYyKOBOACTBA

5.1.1 Obwme nonoxkeHms

5.1 O6s3aTenbCcTBa PyKOBOACTBA

5.1.2 OpueHTauus Ha noTpebutenei

5.2 OpueHTaums Ha notpebutens

5.2 Monntnka

5.3 MoaunTtuka B 061aCTH KayecTsa

5.2.1 Pa3paboTka NnoanTMKM B 061aCTM KayecTBa

5.3 MonunTtuKa B 06/1aCTU KayecTsa




5.2.2 JoBeaeHune NOAUTUKKN B 06/1aCTN KayecTBa

5.3 MonunTtuKa B 06/1aCTU KayecTsa

5.3 ®yHKUMN, OTBETCTBEHHOCTb M MOJIHOMOYMA B
opraHusauum

5.4.2 NnaHnpoBaHWe co3gaHuA U pa3BnUTUA

CUCTEeMbl MeHeaXMeHTa Ka4yeCTBa

5.5.1 OTBETCTBEHHOCTb 1 MOJHOMOYMA

5.5.2 Npeacrasutenb pyKoBOACTBA

6 MNnaHnposaHue

5.4.2 NnaHUpoBaHWe co3aaHuA U pa3BUTUA

CnCTtembl MeHeaXMEeHTA Ka4vyeCTBa

6.1 [leiicTBMA B OTHOLLEHWUWN PUCKOB U
BO3MOXHOCTEMN

5.4.2 NnaHnpoBaHWe co3gaHuA U pa3BnUTUA

CUCTEeMbl MeHeJXMeHTa Ka4yeCTBa

8.5.3 BHyTpeHHUIH 06MeH nHpopmavumei

6.2 Llenn B 06nactn KayecTsa v NIaHUPOBAHUE UX
[OCTUXEHUA

5.4.1 Uenun B 0bnactu Kayectsa

6.3 MNnaHnpoBaHUe N3MeHeHn"

5.4.2 NnaHnpoBaHWe co3gaHuA U pa3BnTUA

CUCTembl MeHeaXMeHTa Ka4yeCTBa

7 Cpeactea obecneyeHun

6 MeHeaKMeHT pecypcoB

7.1 Pecypcbl

6 MeHegXMeHT pecypcos

7.1.1 ObwMme nonoxKeHus

6.1 ObecneyeHue pecypcamm

7.1.2 Yenoseyeckue pecypcol

6.2 Yenoseueckue pecypcel

7.1.3 NHdpacTpyKTypa

6.3 UHdpacTpyKTypa

7.1.4 Cpepa ana pyHKUMOHUPOBAHMA NPOLLECCOB

6.4.1 NpounssoacTBEHHAA cpea

7.1.5 Pecypcbl 4NA MOHUTOPUHIA U U3MEPEHMUA

7.6 YnpaBneHue yCcTpoicTBaMmM Ann
MOHUTOPWUHIA U U3MEPEHUI

7.1.5.1 Obwwe TpeboBaHuUA

7.6 YnpaBneHue ycTponcTeamm gns
MOHWUTOPUHIA U U3MEPEHUI

7.1.5.2 lpocnexknsaemoctb U3mepeHua

7.6 YnpasneHue yCcTpoicTBaMmM Ann
MOHUTOPWUHIA U U3MEPEHUI

7.1.6 3HaHuA opraHusaunm

6.2 Yenoseueckue pecypcel

7.2 KomneTeHTHOCTb

6.2 Yenoseueckue pecypcol

7.3 OcBe4OMIEHHOCTb

6.2 Yenoseueckue pecypcel

7.4 O6meH nHdopmaumeit

5.5.3 BHyTpeHHUIt obmeH nHbopmaumeit

7.5 lokymeHTMpOBaHHasA MHpopmaLmsa

4.2 TpeboBaHMA K AOKYMEHTALUK

7.5.1 Obwme nonoxkeHms

4.2.1 Obwwue NonoxKeHna

7.5.2 Co3pgaHune u akTyanmsauma

4.2.4 YnpaBneHue goKymeHTaume
4.2.5 YnpasneHue 3anncamm

7.5.3 YnpaBneHue AOKYMEHTUPOBAHHOM

4.2.3 ®ann meanLMNHCKOro nsaenns




nHbopmauuen

4.2.4 YnpasneHue goKymeHTaumen
4.2.5 YnpasneHue 3anncamm
7.3.10 ®alinbl NpoeKTMpPOBaHMA 1 Pa3paboTKu

8 [leATenbHOCTb HA CTAAMAX U3HEHHOTO UMKAA
npoAyKUUM N ycnyr

7 Mpouecchbl }KU3HEHHOTO UMKAA NPOAYKLMN

8.1 MnaHupoBaHWe 1 ynpasaeHne AeATeNbHOCTbIO
Ha CTaAMAX }KU3HEHHOTO LMKAa NPOAYKLMU U

ycnyr

7.1 NMnaHMpoBaHWe NPOLECCOB }KU3HEHHOTO
LUMKIa NpoayKunm

8.2 TpeboBaHMA K NPOAYKLMU U yCAyram

7.2 Mpoueccol, cBA3aHHbIe C NOTpebuTenamm

8.2.1 CBs3b c noTpebutensmu

7.2.3 CBA3b c noTpebutensamu

8.2.2 OnpepgeneHue TpeboBaHUN, OTHOCALLMXCA K
NPOAYKUUMU U yCayram

7.2.1 Onpegenenune TpeboBaHUM, OTHOCALLMXCA
K NpoAyKUUK

8.2.3 AHanu3 TpeboBaHMM K NPOAYKLMU U yCayram

7.2.2 AHanu3 TpeboBaHU, OTHOCALLMXCA K
npoAayKkuum

8.2.4 'ameHeHus TpeboBaHMM K NPOAYKLUN U
ycayram

7.2.2 AHanu3 TpeboBaHMn, OTHOCALLMXCA K
npoAayKuum

8.3 MNpoeKTnpoBaHUe 1 pa3paboTka NPOAYKLMM U
ycnyr

7.3 MpoeKTnpoBaHMe 1 paspaboTka

8.3.1 O6Lwme nonoxKeHus

7.3.1 Obuwme NnonoxKeHus

8.3.2 MnaHMpoBaHME NPOEKTUPOBAHUA U
pa3paboTku

7.3.2 MnaHMpoBaHMe NPOEKTUPOBAHMA U
pa3paboTku

8.3.3 BxoaHble AaHHble ANA NPOEKTUPOBAHUA U
pa3paboTku

7.3.3 BxoaHble AaHHble NPOEKTUPOBAHUA U
pa3paboTku

8.3.4 CpeAacTtsa ynpaBaeHMAa NPOEKTUPOBAHUEM U
pa3paboTkoi

7.3.5 AHanu3 NpoeKTMpPoBaHMA N Pa3paboTKM
7.3.6 BepudunKauma npoeKTUpoBaHMA U
pa3paboTku

7.3.7 Banngaumna npoeKkTMpoBaHma u
pa3paboTku

7.3.8 Nepegaya NnpoekTa 1 pa3paboTku

8.3.5 BbIxoAHble AaHHble MPOEKTUPOBAHUA U
pa3paboTku

7.3.4 BbIXxo4Hble gaHHble NPOEKTUPOBAHMA U
pa3paboTku

8.3.6 MI3ameHeHUs NPoeKTUPOBAHUA M Pa3paboTKu

7.3.9 YnpasneHue nsmeHeHMAMMU
NPOEKTUPOBaHMUA U pa3paboTKu

8.4 YnpasneHue npoueccamu, NpoayKkumnen un
ycayramu, NOCTaBASEMbIMU BHELLHNUMM
nocTaBLMKaMm

4.1 Obwue TpebosaHus (4.1.5)
7.4.1 MNpouecc 3aKynoK

8.4.1 Ob6Lme NosIoKeHUs

7.4.1 Mpouecc 3aKynok

8.4.2 Tvn 1 cTeneHb ynpasaeHua

4.1 Obwue TpebosaHus (4.1.5)
7.4.1 MNpouecc 3aKynoK




7.4.3 BepudurKauma 3akynieHHoM NpoayKLmMm

8.4.3 UHdpopmauua, npegocTaBaseman BHELWHUM
NOCTaBLLMKaM

7.4.2 UHdopmauma no 3akynkam
7.4.3 BepudmrKaLma 3aKynneHHOM NpPoayKLMM

8.5 Mpon3BoACTBO NPOAYKUUU N NpeaocTaBieHne
ycnyr

7.5 MponsBoAcTBO U 06CNYyKMBAHUE

8.5.1 YnpasneHue nponsBoaCcTBOM NPOAYKLUU U
npegocrasaeHnem ycnyr

7.5.1 YnpasneHue npon3soacTBOM U
obcnyumBaHuem

7.5.6 Banngauma npoueccos Npon3BOACTBa U
obcnyKumBaHUA

8.5.2 UaeHTUPMKaUMA 1 NPOCAEKNBAEMOCTb

7.5.8 WpeHTndpukauma
7.5.9 Mpocnexnsaemoctb

8.5.3 CobcTBEHHOCTb NOTPEDOUTENEM UIN BHELLIHUX
NOCTaBLUMKOB

7.5.10 CobcTBEHHOCTL NOTpebuTenemn

8.5.4 CoxpaHeHune

7.5.11 CoxpaHeHune cooTBETCTBUA NPOAYKLNM

8.5.5 [leAtenbHOCTb NOCNE NOCTaBKU

7.5.1 YnpasaeHne npoms3Bo4CTBOM U
obcnyKumBaHuem

7.5.3 [leATenbHOCTb MO MOHTaXy

7.5.4 [leatenbHOCTb N0 06CAYKUBAHULO
8.2.2 PaccmoTpeHume npeTeHsnit

8.2.3 OTYEeTHOCTb B peryampytoLLne opraHbl
8.3.3 [leiicTBNA B OTHOLIEHUM
HECOOTBETCTBYIOLLEN NPOAYKLMM,
06HapyKeHHOM Noc/e NoCTaBKU

8.5.6 YnpasneHue nasmeHeHNAMMU

7.3.9 YnpaBneHue nsmeHeHUAMMU NPOEKTa U
pa3paboTku

8.6 Bbinyck npogyKuum n ycnyr

7.3.4 BbIXxo4Hble faHHble NPOEKTUPOBAHMA U
pa3paboTku
8.2.6 MOHUTOPUHT N U3MepeHne NPoAyKLUmn

8.7 YnpasneHue HeCOOTBETCTBYHOLLMMM
pe3y/sbTaTaMu NpoLLeccos

8.3 YnpaBsieHMe HeCOOTBETCTBYIOLLEM
npoaykumen

9 OueHKa pe3ynbTaTtoB AeATENIbHOCTUN

8 MamepeHue, aHann3 n yaydweHue

9.1 MOHUTOPWHT, U3MepeHne, aHaan3 U OLUeHKa

8 NamepeHune, aHann3 n ynydweHue

9.1.1 ObLwme NnoNoKeHUs

8.1 O6Lwme nonoxKeHus
8.2.5 MOHUWTOPUHI U U3MepeHne NpoLLeccos
8.2.6 MOHUTOPUHF U U3MepPeHne NpPoayKLumm

9.1.2 YA0BNETBOPEHHOCTb NOTpebuTenei

7.2.3 CBA3b c noTpebutensamu
8.2.1 ObpaTHan cBs3b
8.2.2 ObpaleHne ¢ NpeTeH3naIMu

9.1.3 AHanu3 1 oueHKa

8.4 AHann3 gaHHbIX

9.2 BHyTpeHHUI ayanT

8.2.4 BHYTpeHHUI ayguT




9.3 AHann3 co CTOPOHbI PYKOBOACTBA

5.6 AHanun3 co CTOPOHbI PYKOBOACTBA

9.3.1 ObLwme NnonoKeHus

5.6.1 Obuwme nonoxkeHun

9.3.2 BxogHble AaHHble aHaan3a Co CTOPOHbI
pyKoBOACTBa

5.6.2 BxoaHble gaHHble ana aHanmsa

9.3.3 BbIxogHble AaHHble aHaan3a CO CTOPOHbI
pyKoBOACTBA

5.6.3 BbixogHble gaHHble anA aHanmsa

10 YnyyweHune

8.5 Yay4yweHune

10.1 Obume nonoxeHus

8.5.1 O6Lwme nosoKeHus

10.2 HecooTBeTCTBMA M KOpPEKTUpyoLwme
nencremn

8.3 Ynpas/ieHne HeCOOTBETCTBYIOLLEN
npoayKuunen
8.5.2 KoppeKtupytowme aencremns

10.3 MocToAHHOE yay4dLeHne

5.6.1 Obuwme nonoxKeHus
8.5 Yny4yweHune

MpunoxkeHue A
(cnpaBoyHoe)

CBEAEHMA O COOTBETCTBUU CCbINNIOYHBIX MEXAYHAPOAHbLIX CTAHOAPTOB
MEXTOCYAAPCTBEHHbIM CTAHOAPTAM

Tabnunua JA.1

0O603HayeHne U HaumeHoBaHUe
CCbINOYHOTO MEMKAYHAPOAHOro
CTaHgapTa

CreneHb
COOTBETCTBUA

0O603HayeHne U HaumeHoBaHue
MEeXKrocyapCcTBEHHOIO CTaHAapTa

I1SO 9000:2015

<*>

<*> COOTBETCTBYIOLWMI MEKIOCYAaPCTBEHHbIM CTaHAAPT oTcyTcTByeT. [0 ero yTBep:KAeHUs
peKoMeHAayeTCA MCNo/b30BaTh NEPEeBOL Ha PYCCKUIA A3bIK AAHHOTO MEKAYHAPOAHOro CTaHAapTa.
MepeBoa AaHHOrO MeXAyHapoAHOro cTaHgapTa Haxoautcs B depepanbHOM MHGOPMALMOHHOM

dboHAe cTaHaaPTOB.
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