NPABUTE/IbCTBO POCCUMCKOMN ®EAEPALIUMA

MNOCTAHOB/EHUE
o1 9 pespana 2022r. N 135

OB YTBEPXXAEHUN NPABUN
OPrAHM3ALUN N NPOBEAEHNA UHCNEKTUPOBAHUA NMPOU3BOACTBA
MEAULMHCKUX U3LENUA HA COOTBETCTBUE TPEBOBAHUAM K BHEAPEHMUIO,
noaaePAHUIKO U OUEHKE CUCTEMbI YNPABJIEHUA KAHECTBOM
MEAULUMHCKUX U3LENUIA B 3SABUCUMOCTU OT NOTEHLMA/IBHOTO
PUCKA UX MPUMEHEHUA

CNMCOK M3MEHAIOLLMX LOKYMEHTOB
(8 pea. NoctaHoBneHun MpaButenbctea PP ot 29.12.2022 N 2517)

B cooTtseTtctBMM € YacTbio 8.1 cTaTbm 38 PepepanbHOro 3akoHa "O6 ocHOBaAx OXpaHbl 340P0OBbA
rpaxkgaH B Poccuinckon @eaepaunmn” MNpasutensctso Poccuitckon ®eaepaumm NnocTaHOBASET:

1. YTtBepautb npunaraemble [lpaBuia opraHus3aumMmM W MNPOBEAEHMA WHCMEKTUPOBaHMA
Npoun3BoACTBa MEANLMNHCKUX M3 Ha COOTBETCTBME TPebOoBaHUAM K BHeAPEHWUIo, NoAAePHaHUIo U
OLEHKe CUCTeMbl YyNpaBieHUA KayecTBOM MeAULMHCKUX U3AENUIA B 3aBUCMMOCTU OT NOTEHUMANbHOro
pUCKa UX NPUMEHEHMUA.

2. YCTaHOBUTD, 4TO:

a) B nepuog ¢ 1 sHeapa 2023 r. no 31 gekabpa 2023 r. oueHKa CUCTEMbI YNPaBAEHMUA KaYeCcTBOM
Npoun3BOAUTENA MEAMLMHCKOTO U3AEeNNA Ha COOTBETCTBUE TpeboBaHMAM K BHEAPEHMIO, NOAAEPKAHUIO
N OLLEHKE CUCTEeMbI YNPaBAEHUA KaueCTBOM MeAULMHCKUX U34ENNN B 3aBUCMMOCTM OT NOTEHLMANbHOTO
pUCKa UX NpUMeEHEHUA He ABaseTca 06A3aTeIbHON N MOXKeT NPOBOANTLCA B 06POBONBHOM NOPAAKe NO
WHUUMATMBE MPOU3BOAUTENA MEAULMHCKOTO WU3Z4eNna  WAW  YNOJIHOMOYEHHOTO NpeacTasuTens
npoussoauTensn (M3roToBUTENN) MEAULMHCKOTO U34eNus;

6) B c/lyyae ecnu OLEHKa CUCTeMbl YNpaB/ieHUs KayeCcTBOM MPOM3BOAUTENA MEAMLMHCKOro
nsgenus B nepuog ¢ 1 aHBaps 2023 r. no 31 aekabpa 2023 r. He NpoBoAMNaCk, NPKU Nogaye 3asaB/IEHUA B
YKa3aHHbI nepuvog, npou3BoguTeNeM MEeAUUMHCKOro M3Zenua WAW  ero  YNOJHOMOYEHHbIM
npeacTasuTesieM O TOCYAAPCTBEHHOW perncTpauym MeaMuMHCKOrO U34enMA WAM O  BHECEHUU
U3MEHEHUN B JOKYMEHTbl PerncTpaLmMoHHOro A0Cbe MeAULMHCKOro M3aenma Knacca noTeHuManbHoro
pUcKa npumeHeHus 2a (o8 MeaAMUMHCKUX U34enul, BbiNyCKaeMbiX B CTEpUIbHOM Buae), 26 uamn 3 B
COCTaBe  pPEerncTpauyMoHHOrO  [O0Cbe  MEOMLMHCKOTO  M3A4enuA  NpeacTaBAAlOTCA  AOKYMEHTHI,
noATBepPKAAloWMeE HaANMUMe Yy MPOU3BOAUTENA MEOULMHCKOTO M3A4eNMA YCNOBUIM MPOUM3BOACTBA, U
KONun cepTUOMKATOB COOTBETCTBUA CUCTEMbI MEHeAXMEHTa KayecTBa TpeboBaHuam ctaHgapta FOCT
ISO 13485-2017 "Usgenna mepuumHckme. CUCTEMbl MeHEeAKMEHTa KayecTBa. TpeboBaHUA gns uenei
perynmpoBaHuna" MW COOTBETCTBYIOWEro MeXKAyHapoaHoro crtaHgapTa I1SO 13485 (npu Hanuuumu), a
TaKXKe KOMWM OTYETOB O paHee NPOoBeAeHHbIX MHCMEKUMAX HA COOTBETCTBUE YKa3aHHbIM CTaHAAPTaM;

B) MNpOM3BOAUTENU MEAULMHCKUX W3Oenui, noAdaBlMe 3asAB/IeHUA O [oCyAapCTBEHHOW
pernctTpaunmn meguumMHCKoro usgenusa B nepuos ¢ 1 AxBaps 2023 r. no 31 gekabpa 2023 r., 40AKHbI
NoOATBEPAUTb BHEAPEHME CUCTEMbI YMPABAEHUA KAyYyecTBOM MNyTEM MNPOXOXKAEHMA MEPBUYHOrO
WHCMEKTUPOBAHMA NPOM3BOACTBA B TeyeHWe 3 NeT CO AHA COOTBETCTBEHHO PErucTpauum TaKux
MeaNLUMHCKUX U34eNnii B Nnopaake, NpeaycMoTPeHHOM A1 BHEM/IAHOBOrO MHCNEKTUPOBAHUA.

(n. 2 B pea. NoctaHoBneHuA MpaButenbctea PO ot 29.12.2022 N 2517)



3. Hacroswee nocTaHOBAEHME BCTynaeT B cuay ¢ 1 ceHTabpa 2022 r. n gelicteyeT Ao 1 ceHTAbpA
2028r.
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NPABUNA
OPTAHU3ALNUU U NPOBEAEHUA NHCNEKTUPOBAHWA NPONU3BOACTBA
MEAWUUNHCKUX U3AENUIA HA COOTBETCTBME TPEEOBAHMUAM K BHEAPEHMIO,
noAAnEPHKAHUIO U OLLEHKE CUCTEMbI YNPABNIEHUA KAYECTBOM
MEAULUMHCKUX U3LENUIA B 3SABUCUMOCTU OT NOTEHLUMA/IBHOTO
PUCKA NX NPUMEHEHUA

CnNMCOK U3MeHALWMX AOKYMEHTOB
(8 pea. NoctaHosneHuA Mpasutensctea PP o1 29.12.2022 N 2517)

l. O6wme nonoxkeHma

1. Hactoawwme lMpaBmna ycTaHaBAMBAIOT NOPAAOK OpraHM3aunm 1 NnposeaeHMa MHCNEeKTUPOBaHUA
NPou3BOACTBA MEANLMHCKUX U3LeNniA opraHM3aumamu, noasesomMcTBeHHbIMM PepepanbHoi caykbe
no Haasopy B coepe 34paBOOXpPaHEHWA (Janee - MHCNEKTUPYIOLLAs OpraHusaumsa) Ha COOoTBETCTBUE
TpeboBaHMAM K BHEAPEHMUIO, NOAAEPIKAHMIO U OLEHKE CUCTEMbI YNPaBiEHMA KauecTBOM MeAMNLMHCKNX
n3gennii B 3aBUCMMOCTM OT NOTEHLMANIbHOrO PUCKa UX MPUMEHEHMA B COOTBETCTBUM C HOMEHK/IATYpPHOM
KnaccuouKaumen MeguuMHCKUX U3Lenunii (ganee COOTBETCTBEHHO - MHCMEKTUPOBaHWE MPOU3BOACTBA,
TpeboBaHus).

2. B HacToAwmx Mpasmaax MCNONAb3YIOTCA Creaytowme NOHATUA:

"MHCI'IEKTVIpOBaHMe I'IpOMBBOLI,CTBa" - OLUEeHKa yCﬂOBVIVI npon3soacTtBa MU CUCTEMbLI ynpaB/sieHUA
Ka4yeCcTtBOM npounssoauntena megnumMHCKOro nsaenna,;

"KoppeKkTupytollee aeinctene" - aencTBue, nNpeanpuHATOE NPoOU3BoAUTENEM MEANLMNHCKUX
M3OeNuMin C Uenblo YCTPaHeHWA NPUYMHbI OBHapyXKEeHHOro HecoOoTBETCTBUA WMAM HebNaronpuAaTHOro
cobbiTus;

"KPUTUYECKMIA MOCTaBLUMK" - MOCTaBLMK, NPOAYKUMA UAN YCIYTM KOTOPOrO OKasbiBAlOT NMpsamoe
BAMAHME Ha Ka4yecTBo, 3QHEKTUBHOCTbL M 6e30MacHOCTb MEeAULMHCKOTO U3AeNns;

"npeaynpexpamowee aencreme" - geinctsvMe, npeanpuHATOE npousBoauTeNem B  LEnsax
YCTPaHEHUA NPUYMUHBI NOTEHLMANBHOTO HECOOTBETCTBMA WAM MNOTEHUMANbHOIO HebnaronpuaTHOro
cobbITuA;

"NnpounssoacTBeHHasn nnowaaKka" - TeppUTOpUanbLHO 060Cc06./1eHHbIM KOMMJIEKC,
npegHasHayeHHbIN 419 BbINONHEHMS BCEro NpoL.ecca NPousBOACTBA MEAUUMHCKOTO U3LENUSA UAN ero



onpeaeneHHbIX cCTagunii;

"cuctema ynpasBneHUs KavyecTBOM MEAMUMHCKUX u3gennin" - opraHM3aumoHHas CTPYKTYpa,
dYHKLUMK, npouenypbl, NpoLeccbl U pecypcbl, HeobxoanuMble ANA CKOOPANUHUPOBAHHOW AEATENbHOCTU
Mo pPyKOBOACTBY W YNPaBAEHWUID OpraHusaumen - MNPoOU3BOAUTENEM MELULIMHCKMX U3LENNI

NMPUMEHNUTENIbHO K Ka4ecCTBy,
"ynosnHomoueHHbIN opraH" - PepepanbHan cnyxba no Hagzopy B chepe 34paBOOXPaAHEHUS;

"ycnosua npousBoacTBa" - MHOPACTPYKTYpa M NPOM3BOACTBEHHAsA cpena, Heobxoaumble ANA
obecneyeHnn KayecTBa, aPpPeKTUBHOCTM M 6E30MaCHOCTU NPOU3BOANMbIX MEANLMHCKUX U3LENNN;

"YNONHOMOYEHHbIN NpeacTaBUTENb MPOU3BOANTENA" - LOPUANYECKOE NNLLO MU UHOMBUAYANbHbIN
npeanpuvHMMaTENb, 3apPErMcTPMPOBaHHbIe Ha TeppuTopun Poccuitickoit deaepaLmm, ynoaHOMOYEHHbIe
npousBoguTeNIeEM MeAULMHCKOrO U3Aenus MpeactaBaaTb €ro MHTepecbl Mo Bonpocam obpalyeHus
MeANLMHCKOro n3genma Ha tepputopun Poccuinckoint ®epepaumm.

3. MHCcneKkTupoBaHmne npoms3soacTea NPOBOAUTCA B C/yyae, ecau:

NPOM3BOACTBO MEANLMHCKUX U3LENNI, NOANEKALMX FTOCYAAaPCTBEHHOM PErncTpaumm B cay4asx,
Tpebyowmnx NpoBeseHUn 3KCnepTUsbl KadyecTBa, 3GGEKTUBHOCTU M He30MacHOCTK, 3 TaKKe B Cay4asnx
M3MEeHeHMA agpeca mecTa NPou3BOACTBA MEeAMLMHCKOro M3A4ennA, YKa3saHHOTo B PerncTpaumoHHOM
YOO0CTOBEPEHUN MEAMLMHCKOTO M34eNvA, 33 UCKAKYEHWEM TrOCYyAapCTBEHHOM perncTpauuun cepum
(napTn) MeaMUMHCKOro Usgenva U MeauMUMHCKUX U3AEeNUN, 3aperucTpMpOBaHHbIX B COOTBETCTBUU C
noctaHosneHuem Mpasutenbctsa Poccuitickoit Pepepaumm ot 1 anpensa 2022 r. N 552 "O6 yTeepKaeHUn
ocobeHHOCTeN O0bOpalLleHMsa, BKAKOYAA OCOBEHHOCTM TOCYAAPCTBEHHOM PEervcTpaummn, MeauuMHCKUX
nsgennii B cnyydae mx AedeKktypbl UAM PUCKA BO3HWKHOBEHWS aedeKTypbl B CBA3M C BBEAEHMEM B
OTHOLWeHUn Poccuitickoit Pepepam orpaHMUNTENIbHBIX MEP SKOHOMMUYECKOrO XapaKkTepa';

(B pea. NocTtaHoBneHusa Mpasutenbctea PO ot 29.12.2022 N 2517)

NPOV3BOACTBO MEAULIMHCKUX M3LENNI, KOTOpble M3roTOB/IeHbl MO WMHAMBWMAYA/JbHbIM 3aKa3am
NauMeHTOB, K KOTOPbIM MPeabABAAOTCA crneunanbHble TPeboBaHUA MO HA3HAYEHUIO MEeOULMHCKUX
paboTHMKOB.

4. WHChneKTMpyloWei oOpraHMsaumeln OCyLEecTB/AETCA BeAeHWe peecTpa 3aK/JlYeHul o
COOTBETCTBUM TpeboBaHUAM (Aanee - peecTp 3aK/AYEeHWUI), pasmelLeHHOro Ha oduLMaNbHOM caiTe
YNOAHOMOYEHHOTO OpraHa B MHGOPMaALLMOHHO-TENEKOMMYHWUKAUMOHHOM ceTh "UHTepHeT" (ganee - ceTb
"NHTepHeT"), B KOTOPOM YKa3bIBalOTCA Cneaylowme CBeAeHms:

a) YHUKaNbHbIA PErMCTPaLMOHHbIN HOMEeP BHECEHWA 3aNUCK B PEECTP 3aK/HOUEHWIA;

6) AaTa M HOMep OTYeTa O pe3sy/ibTaTax MHCMEKTMPOBAHUA, CPOK ero AeNCTBUA;

B) GOpPMa MHCNEKTUPOBAHUA: NEPBUYHOE, NOBTOPHOE, BHEMIAHOBOE (MO MPUMEHUMOCTH);
r) uenb MHCNEeKTMPOBaHMA (B Cyyae NPoBeAEHMA BHENAAHOBOIO MHCMEKTUPOBAHNA);

A) HAaMeHOBaHWe MeAULMHCKOrO U3aenus;

€) KNacc NoTEeHUMaNbHOIO PUCKa NPUMEHEHUA MEANLIMHCKOIO U3AeNns;

)'K) rpynna umam nogrpynna (an HaﬂM‘-IMM) MeaULMHCKOTo nsaenma B 3aBUCMMOCTU OT KlacCcCa
NOTEHUMNANIbHOTO PUCKa UX NPUMEHEHUA NO NEPEYHIO COrNaCHO NPUIOKEHUIO N 1;

3) HaMMeHOBaHMEe M MECTO HaXOMAEHMA NPOU3BOAUTENS MEOULMHCKOTO U3aenunsa uam pamunns,
MMA M OTYECTBO (MPU HaAAMuYMM), MECTO MKMUTeNbCTBa WHAMBUAYaNbHOTO npeanpuHMUMaTens -
npounssoauTeNns MeauLMHCKOro Usaenus;



1) aapeca Npou3BOACTBEHHbIX NIOLWAAO0K;
K) pe3ynbTaT MHCNEKTUPOBaHMA.

5. YNO/IHOMOYEHHbIM OpraHom Ha ero oduumanbHOM calte B cetn "MHTepHeT" ocyliecTeaseTca
BeleHMe peecTpa OpraHuUsaLuii, OCyLLEeCTBAAIOWMX MNPOM3BOACTBO MEAULMHCKUX U3OENUN, KoTopble
M3roToB/IEHbI MO MHAVBUAYANbHbIM 3aKa3am MaLMEHTOB U K KOTOPbIM NPeabABAAOTCA crneunasbHble
TpeboBaHMA NO HasHaYEHUIO MeAULMHCKMX PaboTHWKOB (danee - peecTp opraHusaumii). B peectpe
OpraHu3aLmin yKasblBatoTca cneaytolme cBeaeHus:

a) YHUKaNbHbIA PErMcTpaumMoHHbIM HOMEpP W AaTa BHECEHMSA 3aMnnCK B PEeCcTp OpraHusauni;

6) nonHoe M COKpaWweHHOe HauMmeHOoBaHMe (NpW Hanuumu), B TOM uucie ¢GUPMeHHoe
HaMMeHOBaHMe, U OpraHuM3auMoHHO-NpasoBasa Gopma PUANYECKOro iMua Man Gamunna, Mma u
0oT4YeCcTBO (MPU  HaNMuMM) WHAMBUAYANLHOMO MpeAnpuUHUMaTens, HaMMeHOBaHWe W PEeKBU3MUTHI
OOKYMEHTa, YAOCTOBEPAIOWEro ero JIMYHOCTb, aApec MecTa HaxoXAeHWA PUANYECKOro anuua uam
afipec MecTa XWUTeNbCTBa MHAMBWUAYANbHOrO NpeanpuHMMATENS; rOCYAaPCTBEHHbIA PErMCTPALMOHHDIN
HOMeEp 3aMMcK 0 CO34aHNU OPUANYECKOTO NMLA, MAEHTUOUKALMOHHbIA HOMEP HA/IOTOMNNATENbLINKA;

B) aZpeca NPOM3BOACTBEHHbIX MNJIOLLAI0K;

I') HanmeHoBaHWe, ceBeaeHunA 06 MMnnaaHTaunmm B T€/N0 4YesnoBeKa, Ha3HayvyeHune meagunumnHCKoro
n3aenna, KotTopoe nN3rotoBa1eHO NO MHANBUNAYA/IbHbIM 3aKa3aM NaUNEHTa U K KOTOPOMY NpeabABAAIOTCA
cneunanbHble Tp86OBaHMﬂ No Ha3Ha4YeHUNI0 MeaNLLMHCKNX pa6OTHMKOB.

OcHoBaHMEeM [A/1Aa BHeCeHMA 3anuceit B peecTp oOpraHM3aumin  ABAAeTCcA  MNoJiydeHue
YMOJIHOMOYEHHbIM OpPraHoM MHGOPMaLMM O BHECEHWUW 3aMMUCK B PEECTP 3aK/TI0YEHU.

6. CBegeHusa, cogepskalimeca B OTYeTe MO pesyabTaTaM NpPOBeAeHUA WHCMEKTUPOBaHUA
NpoM3BOACTBA, BHOCATCA:

B perncrtpaynmoHHoe AoCbe Ha MeaAUUUMHCKOe wusaenne, Kotopoe Beaetrca YynosIHOMOYEHHbIM
opraHom,

B PEecTp opraHM3aumin.

OcyliecTBaeHne AeATeNbHOCTM MO U3FOTOBAEHUIO MEAULMHCKMX U34eNnid NO UHANBUAYANbHbIM
3aKasam MauMeHTOB, K KOTOpPbIM MNPeabABAAlOTCA cneuuanbHble TpeboBaHWA MO  Ha3HaYeHUIo
MEANUMHCKUX PabOTHUKOB, NpefHasHayeHHbIX A8 MMMNaHTauMM B Teno 4yesoBeka, 6e3 BHeceHus
CBELEHWN B peecTp opraHmn3aLmii He foNyCKaeTcs.

7. Nopagok nepefayv CBeAEHUIN ANA BKAOYEHUA UX B PEEeCTp OpraHn3aLmii U peectp 3ak/ueHui
onpeaenseTca ynosAHOMOYEHHbIM OpPraHoOMm.

8. B cnydyae ecan npowussoauTenn mMegunuUHCKUX M3AeﬂMVI K/NacCa NOoTeHUMaNbHOINo pPUCKa
npumeHeHuA 1 v HecTepUAbHbIX MeANLMHCKUX VI3,E|,e}1Ml71 K/1aCCa NOTeHLUMAaNbHOIO PUCKa NPUMEHEHNA 2a
npow/sin OUEeHKY CUCTEMbI ynpaB/ieHNA KavyeCTBOM MeAUUMUHCKOro msaenna, BKAKYAKLWYH npoueccbl
NPOEKTUPOBAHNA U pa3pa60TKM, B COOTBETCTBMW C HacToAwmmn [paBmnamum, TO B TeyeHMe CpOKa
,EI,GVICTBVIFI OTYETa MO pe3ynbTaTam nposeaeHNA MHCNEKTUPOBAHMA NPOMNU3BOACTBA BHECEHUE N3MEHEHUN
B perncrpaymnoHHoe AoCbe TakKnUX MmeanunHCKmUX VI3,CI,EI'II/II7I OCyLwecTBnAETCA B YBEAOMUTENIBHOM NopAaKe
6es nposeaeHMA aKCNEPTU3bl KA4eECTBa, 3¢¢EKTVIBHOCTM n 6esonacHocTL.

9. UHpopmauma o Bblgaye (oTKase B Bblgaye) oTyeTa 06 MHCMEKTMPOBAHMM MPOU3BOACTBA B
TeyeHne 10 paboumx AHEN CO AHA MPUHATUA COOTBETCTBYIOLLErNO PELIEHUA BHOCUTCA MHCTMEKTUPYIOLLEN
OpraHu3auMein B peecTp 3aKAUYeHUM M pasmelaetca Ha odUUMANbHOM CaiTe YNOJHOMOYEHHOTO
opraHa B cetTu "UHTepHeT".



10. Pacxogbl, cBA3aHHble C NPOBEAEHWEM WMHCMEKTUPOBAHUA MPOU3BOACTBA B PamKax OLLEHKM
CUCTEeMbl YNPaB/feHMA KayecTBOM MeAMLUMHCKUMX MW3ZenuiA, HeceT MNpou3BoAMTE/Nlb MEAMULMHCKOro
n3genns Ha OCHOBAHWM [A0roBOpa, 3aK/AOYaeMOro C WHCMEKTUMpYloWweih opraHusaumein. MeTtoauKa
onpeaeneHusa pasmepa naatbl 3a NPoBeAeHNe NHCMEKTUPOBaAHMA NPOM3BOACTBA MEeANLMHCKUX U3aenni
Ha cooTBeTcTBME TpeboBaHWAM YycTaHaBAMBaeTcs MMUHUCTEPCTBOM 37paBooxpaHeHua Poccuiickol
depgepaunn.

Mpn onpegeneHnn CTOMMOCTM WMHCNEKTUPOBAHMA NPOM3BOACTBA OCYLLECTBAAETCA pacyeT
HOpMaTMBHOﬁ NPOoAO/TKUTENIbHOCTU UHCNEKTUPOBAHMA Npomn3BoACTBA HE3aBUCMMO OT (I)aKTW‘IECKOﬁ
npPoAO/TIHKUTENIbHOCTU MHCNEKTUPOBAHNA NPON3BOACTBA.

11. MepeyeHb WMHCNEKTUPYIOWMX OpPraHM3auMii  pasmellaeTcs Ha o¢uuMaNbHOM  caiTe
YNOJHOMOYEHHOTOo opraHa B cetu "UHTepHeT".

12. MHcneKkTUpytoLwan opraHn3aums He AoHa 6biTb 3aMHTEepecoBaHa B pe3y/ibTaTax NpoBeaeHu s
MHCMEKTUPOBAHMUA NPOU3BOACTBA.

MHcnekTUpyoLWaa opraHmMsauma, ee pyKoBOACTBO M COTPYAHMKW, y4acTBYHOLWME B NPOBEAEHUU
WHCMEKTUPOBAHNA MPOU3BOACTBA, HE AOJIKHbl MPUHMMATb y4acTue B AeATe/IbHOCTU, KOTopas MOXKeT
MoOB/IMATb Ha HE33aBUCMMOCTb WX CYKAEHWN uan mx 6ecnpucTpacTHOCTb B OTHOLUIEHWM pPe3y/bTaToB
NpoBeAEeHNs WMHCMEKTMPOBAHMA MNPOU3BOACTBA, OHM TaKKe He [A0/KHbl ObiTb paspaboTumkamm,
npousBoAUTENSAMM, MOCTaBLWMKAMN MEAULMHCKMX M3AENUNA, HE [AOJIKHblI OCYLLECTBNATb TEXHUYECKOoe
obcnyXumBaHMe (PEMOHT) MEeAULIMHCKUX 34NN, OLEHKY NPOU3BOACTBA KOTOPbIX OHWM MPOBOAAT, UM
He A0/MKHbl BbITb YNONHOMOYEHHbIMWU NPEeACTaBUTENAMU pa3paboTymKa, Npon3BoAUTENSA, NOCTABLMKA
MeAULMHCKUX U3OENNN, UL, OCYLLECTBAAIOLWMNX TEXHUYECKOe 0BCNyKMBAHUE (PEMOHT) MeaUUMHCKUX
n3genvn.

13. MHCneKTMpytoLwan opraHn3auma LOKYMEHTaIbHO 0GOpPMAAET NPOLLECCHI, OXBaTbiBalOLWME:

a) 0bpaboTKy 3anpoca O NPOBEAEHUM MHCMEKTMPOBAHMA MPOU3BOACTBA, MNOCTYMMBLUETO OT
Npoun3BoAUTENA MEOULMHCKOIO U34eNns;

6) nnaHMpoBaHMe, NpoBeLEHWe W COCTaB/leHWMe OoTyeTa O MNPOBEAEHUN MHCMEKTUPOBAHUA
NpPoW3BOACTBA;

B) ycnosma AOorosopa O nposeaeHMnNM UHCNEKTUPOBAHUMA NMPOM3BOACTBA, 3aK/k04aemoro c
npounssoguntTenem megnumnHCKOro n3genma nanm ero ynolHOMO4YeHHbIM NpeacrtaBuUTeNem;

r) onpeneneHne Npov3BOACTBEHHBIX NIOLWAAO0K, KOTOpble ByAyT NoABepraTbCs MHCMEKTUPOBAHMIO
NpOV3BOACTBa;

LI,) od)omeeHme OoT4eTOoB C 3aK/lo4eHnem O COoOoTBeTCTBUKM UM HECOOTBETCTBUU CUCTEMDI
ynpassieHnAa Ka4eCctBoOM MegNUNHCKOIo n3genma TDE6OBaHMﬂM;

E) KOHTPOJ1b 3@ KOPPEKTUPYHOWMMHU AEﬁCTBMHMM Nno YCTPAaHEHUIO HECOOTBeTCTBI/If/Jl, BbIABZIEHHbIX B
Xoae nposeaeHnA MHCNEKTUPOBAaHMA NPONU3BOACTBA,

X) pacnpegeneHne 06s3aHHOCTEM WM MNOSIHOMOYMIA UYNEHOB WMHCMNEKUMOHHOW rpynnbl npu
nNpoBeAeHUM WMHCNEKTUPOBAHMUA MPOM3BOACTBA (C y4eTOM WMX KOMMNETeHUMW) U NpuM HeobXoaMMOoCTH
npuBAeYeHME BHELIHNX SKCNEePTOB.

14. WMHCneKkTMpyloWan OpraHMsaumMa [AOKYMEHTa/NbHO YCTaHaBAMBAeT MOpPAAoK obecneyeHus
KOHPUAEHUMANbHOCTU MHOOPMALMM, COCTABAAIOWLEN KOMMEPUYECKYI0 TallHy M MOAYyYeHHOM B Xoge
NPOBeAEeHNA WHCMEKUWUA, C YYETOM BO3MOMKHOCTM MNPUBJEYEHWUA BHEWHUX 3SKCNEPTOB WM y4yacTus
HabogaTenen ot yrnoJHOMOYEHHbIX OPraHoOB.



CornaweHne o KOHOUAEHLMANBHOCTY, 3aK/IOYaEMOEe MeXAY MHCMEKTUPYIOLLEN opraHusaumnei u
npovssoguTenem MeAUUMHCKUX W3AEeANK, AO/KHO COAep:KaTb MOJIONKEHUA, npeaycmaTtpuBsatolme
BO3MOHOCTb  MpPeACTaB/feHMA  WMHCMNEKTUPYIOWENW  opraHusaumein  YNnoJHOMOYEHHOMY  OpraHy
MaTepuanoBs no pesysibTaTaM NPoBeAEHNA UHCMEKTUPOBAHUS.

15. MHCneKTupyloLaa opraHM3auma A0KHA NoAAepXKMBaTh B paboyem COCTOAHUM U XPAHUTb He
meHee 10 net 3anmMcu 06 MHCNEKUMM W APYroi CBOEW AeATesibHOCTUM MO BCeM MPOU3BOAUTENAM
MeAULMHCKUX U3A4ennii, NoAaBlUMM 3aABKU O NMPOBEAEHUN WUHCNEKTUPOBAHUSA NPOM3BOACTBA U (MK)
npoweawnm MHCNEKTUPOBAHME MPOMU3BOACTBA, KOTOPbIE A0MXKHbI COA4EPKaTb:

a) MHd)OpMaLI,MPO O 3aABKE Ha nposeaeHMe HUHCNEKTUPOBAHMA WU OTYETbl O pe3ysbTaTax
nposeaeHMA MHCNEKTUPOBAHUA NMPOU3BOACTBA;

6) norosop Ha NpoBeaeHMe MHCNEKTMPOBAHNA NPOM3BOACTBA;
B) 060CHOBaHME NPOAO/IKUTENBHOCTU MHCMEKTUPOBAHUA NPON3BOACTBA;

r) cBegeHuna 06 OCYLLECTBNIEHUM KOHTPO/A 32 BbIMNOJHEHUEM KOPPEKTUPYIOWUX OeACTBUI Mo
pes3y/sbTaTam NPoBeAEHUA NHCNEKLNIA;

A1) 3anucK o Kanobax, a TaKKe 0 NoCAeayoLNX KOPPEKTUPYIOWMNX AeNCTBUAX;
€) AOKYMEHTbI, NOATBEPKAAIOLME KOMMNETEHTHOCTb MHCMEKTOPOB M BHELWHMX 3KCNEPTOB;

X) cornaweHne o KOHPUAEHUMANBHOCTH, 3aKOYEHHOE MEXAY MHCMEKTUPYIOLWEN OpraHu3aLmen
W NpousBoAnTENEM MEANLMHCKUX U3LENUN.

16. YNONHOMOYEHHbIM OpraH B pamKkax KoopguHauuu paboTbl MHCMEKTUPYIOLWEN OopraHuU3auumm
BMpaBe 3a CBOM CYET HanpaBUTb CBOMX HabawoaaTenen ana yyactua B NPOBeAeHUU UHCMEKTUPOBAHUSA
Npou3BOACTBA B PaMKax OLEHKM CUCTEMbl YNPaBAEHUA KayeCTBOM MEAMLMHCKOro U3aenus.
MpounssoguTenb MeanLUHCKOro usgenua obsasaH obecneuntb AOCTYN YNEHOB rpynnbl MHCMEKTOPOB U
HabntoaaTeneit K 06bEeKTaM MHCNEKTUPOBaHMUA.

Il. MopAAOK NpoBeAeHUA UHCNEKTUPOBAHUA NPOM3BOACTBA
MeAULUHCKUX u3genmnii

17. OueHKa cuctembl ynpasaeHna KayvyeCtBom MegULLUHCKUX M3L|,e}'|llll‘;1 nposogmnTCcA B d)opmax
nepsn4HOro, nepmnogn4eckoro (I'I/'IaHOBOFO) M BHEN/IaHOBOIo MHCNEKTNPOBaAHNA NPON3BOACTBA.

18. TMlepBUYHOE WHCMEKTUPOBAHME MPOU3BOACTBA MPOBOAUTCA B LENAX [OCyAapCTBEHHOM
perncTpauunm MeamnuUMHCKOTO M34enuMa B CAyyanx, Tpebylowux npoBefeHMA 3KCNepTusbl KayvecTsa,
adpPeKkTMBHOCTM M 6e30nNacHOCTU MEAMLMHCKUX MU3LENUNA, WIN BHECEHMA B PEeecTp opraHuMsauui
CBeZEeHUMN, YKa3aHHbIX B NyHKTe 5 HacToswmx Mpasun.

19. [OnAa npoBegeHWsa MNEPBUMYHOTO  WMHCMEKTUMPOBAHWA  MNMPOM3BOACTBA  MPOM3BOAMTENb
MeAMLMHCKOrO M34enua WAW  YNOSIHOMOYEHHbIM npeacTaBuTeNb MNpPoOM3BOAUTENA (M3roTOBUTENSA)
MeAMLMHCKOro nsgenvsa (aanee - 3aaBuUTeNb) NPEACTABAAET B MHCMNEKTUPYIOLLYIO OPraHMn3aLMIo 3aaBKY O
NpoBeAeHUM MHCMEKTMPOBAHMA MPOM3BOACTBA C YKa3aHMEM MEeOMUMHCKUX M34enni 1 ux rpynn
(nogrpynn), npegycmoTpeHHbIX npunoxkeHnem N 1 K Hactoswwmm [paBunam, M NPOU3BOACTBEHHbIX
NAOLWAA0K, NOANENKALMX MHCNEKTUPOBAHMUIO, C NPUIOKEHNEM CNEAYIOWNX AOKYMEHTOB B 3/1€KTPOHHOM
dopme (NakeTa 31EKTPOHHbIX AOKYMEHTOB):

cnpaBKa O d)aKTW—IECKOﬁ YNCNEHHOCTN COTPYAHWKOB, y4aCTBYHOLWMNX B npoueccax OLI,eHVIBaeMOﬁ
CNCTeMbI ynpassieHNA Ka4eCtBOM MEONLUNHCKUX M3AEI'IVII7I,'

KOMWA oTYeTa O pesy/bTaTax NPOBELEHUA OPraHOM NO cepTUdUKaLMM (aNA cepTUPULMPOBAHHBIX



cMCTeM MeHeAXKMeHTa KayecTBa) noc/iegHero ayauta CUCTeMbl MEHEAKMEHTa KayecTBa MeanLMHCKUX
nsagenunii (npyu Hannumm).

20. MHcneKTMpylowas opraHM3aums npoBoAMUT aHaM3 NpeacTaB/leHHbIX AOKYMEHTOB B TeyeHue
10 pabounx gHel co AHA NoJayn 3aaBUTEIEM 3a8BKM O MPOBEAEHUN MHCMEKTUPOBAHUA NPON3BOACTBA.
B cnyyae MPUHATMA pelleHus O MPOBEAEHMM WHCMNEKTUPOBAaHWA MPOU3BOACTBA MHCMEKTUPYOLWLAs
OpraHu3aLma 3aK/0YaeT C 3a8BUTE/IEM LOrOBOP Ha NPOBeAEHME MHCNEKTMPOBAHNA NPOM3BOACTBA.

B cnyyae ecam nNpuHATO OTpUUATENbHOE peleHne O MNPOBeAEeHMU MHCNEKTUMPOBAHWUA
npon3soacTBa, MHCNEKTUPYOLWAA opraHn3aumAa BblAaeT 3aABUTENIO (HaﬂpaBJ'IﬂET 3aKa3HbiM NOYTOBbIM
oTnpassieHNneEM C yeeaomMmaeHNeM O Bpy4YeHUn mam B d)opme 3NN1EKTPOHHOIO0 OOKYMEHTa, NnoANMUCaHHOro
yCVI}'IEHHOVI 3ﬂeKTp0HHOﬁ I'IOAFIMCblO) yBegomneHme 06 oOTKaze B nposeaeHnMn nepsuHHOro
MHCNEKTUPOBaHNA MPONU3BOACTBA C YKAa3aHUEM NPUYNH.

OcHoBaHWeM OnA O0TKasa B NpPOBeAEeHUM NEepPBMYHOIO MHCMEKTUPOBAHMA NPOU3BOACTBA ABAAETCA
HECOOTBETCTBUE 3aABKN U AOKYMEHTOB, YKa3aHHbIX B NyHKTe 19 HacToAwwmx MNpasun.

21. Mpwn npoBeaeHMN NEPBUYHOIO MHCMEKTUPOBAHMA MNPOM3BOACTBA OLLEHWBAETCA BHeApeHue
CUCTEMbBI YNPABNEHUA KaYeCTBOM MEAMULIMHCKOIO NU3AENA Ha COOTBETCTBUE TpeboBaHMAM.

22. [lpn npoBegeHWM MEPBUYHOIO WMHCMNEKTUPOBAHUA NPOM3BOACTBA MHCHEKTUPYHOLWAA
OpraHM3auuna NPoBoaUT MHCNEKTUPOBAHWE NPON3BOACTBA BCEX YKA3aHHbIX B 3aABNEHUM O NPOBEAEHUMN
MHCNEKTMPOBAHMA NPON3BOACTBEHHbIX NAOLLAA0K.

B cnyyae ecnm Ha oaHOM NPOM3BOACTBEHHOM MOLWAAKE NPOM3BOAATCA MEOULMHCKME U3Oenus,
OTHOCALLUMECA K HECKOMbKMM rpynnam (nogrpynnam) MeAMUMHCKUX U3AEeUA, NpeayCMOTPEHHbIX
npunoxenmem N 1 K HactoAwmm [paBmnam, B 3aBUCMMOCTM OT KjacCa MOTEHLMANIbHOIO PUCKa WX
NPUMEHEHWS, WHCMEKTMPOBAHME NPOM3BOACTBA B pPaMKax OAHON MPOBEPKU MOMKET OXBaTbiBaTb
HEeCKO/IbKO rpynn (nogrpynn) MeguumMHCKUX U3Lennii B COOTBETCTBMM C 3asiBJIEHHbIMU NPOU3BOAUTENIEM
MeANLMHCKNX N34eNN NPON3BOLACTBEHHBIMW NIOLWAAKAMMU.

23. PacyeT HOPMaTUBHOM NPOSOMKNUTENIbHOCTU MHCMEKTUPOBAHUA NPOU3BOACTBA OCYLLECTBAAETCA
npyM onpeaeneHun CTOMMOCTM WHCMEKTUPOBaHMA MPOM3BOACTBA HE3aBUCMMO OT  QaKTUyecKomn
NPOAONKUTENbHOCTU UHCNEKTMPOBaHWUA NPON3BOACTBA.

24, HopmaTMBHAA NPOAO/IKUTENbHOCTD MHCNEKTUPOBAHMA NPOU3BOACTBA MUCUYMCAAETCA B
YeNoBEKO-gHAX HA ocHoBe 8-4acoBOro pa60qero AHA. HopmatmBHaA MpoaoXKUTENbHOCTb
MHCNEKTUPOBAHNA NPOMU3BOACTBA BK/HOYAET B cebn BpemAa, nposeaeHHOE BHe MHCI'IGKTMpVEMOVI
opraHmsauuMn w”n 3aTpavyeHHOe Ha aHaIn3 AOKYMeHTauun WU nNAaHUpoBaHME HHCNEKTUPOBAHUA
npon3BoACTBa, a TaKXe BpemA, nposegeHHoe HenocpeacCTBEHHO B VIHCI'IeKTMpyeMOﬁ opraHunsauunn un
3aTpayYyeHHOEe Ha COCTaB/1eHNE OTHETOB.

Ecnn o6bekThl MHCNEKTNPOBAHNA NMPONU3BOACTBA PACMNOJIOXKEHDBI B APYrom ropoae no OTHOLWEHUIO
K VIHCﬂGKTMpyIOI.I.I,Eﬁ OopraHunsauumn, TO HOPMaATMBHAA NPOAO/IKUTENBHOCTD WUHCNEKTUPOBAHUA
npon3soAacTea yBe/IMYNBAETCA Ha 2 YeNI0BEKO-AHA Ha Ka)KLI,bIVI 06beKT MHCNEKTUPOBAHUA.

25. B Ka4yecTtBe OCHOBbl AA pacyeTa HOpMaTMBHOVI NPOAONTHKUTENIBHOCTU MHCNEKTUPOBAHUA
npon3sBoAacTBa MUCNOJ1b3yeTcA d)aKTVILIeCKaﬂ YNCNIEHHOCTb COTPYAHUKOB MHCI'lEKTMpyeMOﬁ OopraHusauum,
y4acCTByHOWMUX B NMpouUECCAaX B pPaMKax OLI,eHVIBaeMOﬁ cucTembl ynpaBaeHUA KavyecTBOM. YMCNEHHOCTb
COTPYyAHUKOB C YaCTUYHOM 3aHATOCTbIO YYNUTbIBAETCA NyTem €€ KOHBepTauun B 3SKBUBANIEHTHYIO
YNCNEHHOCTb COTPYAHUKOB C NO/THOM 3aHATOCTbIO.

MokasaTenn gna pacyeta HOPMATUBHOM NPOAONKUTENBHOCTU MHCMEKTUPOBAHNA NPON3BOACTBA B
33aBUCMMOCTM OT (HAKTUYECKON YMCNEHHOCTU COTPYAHMKOB OOBEKTA MHCMEKTUPOBAHMA MPUBEAEHbI B
npunoxkeHum N 2.



26. OTpenbHble AeWCTBMA NpU NpPOBeAeHUM MNepBUYHOro, nepuoamyeckoro (nnaHosoro) u
BHEM/IaHOBOrO MHCNEKTMPOBAHWNA NMPOM3BOACTBA OCYLLECTBAAIOTCA B CAeAYIOLME CPOKM:

aHaNN3 MHCNEKTUPYIOLWEN oOpraHu3aumer OOKYMEHTOB, MNpeACTaBAeHHbIX 3aABuTeNeM AaA
npoBeAeHNs MHCMEKTUPOBaHMUA, - He 6onee 10 paboumx gHelt co AHA NoAaun 3aABUTENEM 3asiBKU O
npoBeaeHNN NHCMEKTUPOBAHMA NPOM3BOACTBA;

HanpaB/fieHWE WHCMNEKTUPYIOWE oOpraHM3aumein 3asBieHMA B  YMNOJIHOMOYEHHbIA OpraH o
NpoBeAEeHUMN OLEHKM CUCTEMbI YNPABAEHUA KAYeCTBOM MEAMLMHCKOIO M3aenua C UCMOb30BAHMEM
CPeAcTB ANCTAaHLMOHHOIO B3aMMOZAENCTBUA - He bonee 3 paboumx AgHeW co AHA Nodauu 3anaBuUTeNlEeM
33ABKM O NPOBEAEHUMN MHCMEKTUPOBAHUA NPON3BOACTBA;

Hanpas/ieHMe YNOoAHOMOYEHHbIM OPraHOM B WMHCMEKTUPYIOLWYHO OpraHM3auuio yBeJoMAeHUsA O
NPUHATOM PELUIEHUN O BO3MOMKHOCTU UAU HEBO3MOXKHOCTM NPOBEAEHUA OLEHKM CUCTEMbI YNPaBaeHUs
KayecTBOM MeAULIMHCKOro n3aenns ¢ UCno/ib3oBaHUEM CPEACTB ANUCTaHLMOHHOIO B3aUMOAENCTBUA - He
6onee 3 pabounx AHEN co AHA MOAYYEHUS YNOJSIHOMOYEHHbIM OPraHOM 3asiBIEHUA MHCMEKTUPYIOLLEN
OpraHusauMm O NPOBeAEeHUU OLEHKU CUCTEMbl YMNPaBAeHUA KauyecTBOM MeAULMHCKOro usaenuns c
NCMNO/Ib30BaHUEM CPeACTB AUCTaHLMOHHOIO B3aMMOAENCTBUS;

3aK/Il04YEHME OOroBOPa HA NPoBeAEeHNe MHCNEKTUPOBAHMNA NPOM3BOACTBA (BK/lOYas corlacoBaHue
ycnosuii, obopmneHne n noanucaHue ykasaHHOro aorosopa) - He 6onee 10 paboumx AHel co AHA
NPUHATUA peLleHna 0 NPoBeAEHUU MHCNEKTUPOBAHMA NPOU3BOACTBA;

HanpasieHue yBegomMaeHMsAs 06 OTKase B MPOBeAeHMM WMHCNEKTUMPOBAHWA NPOWM3BOACTBA - He
6osee 3 pabounx gHel co AHA NPUHATMA OTPULLATENbHOTO PELIEeHUS;

odopmieHne NpoesaHbIX U UHbIX HEOBX0AMMbIX AOKYMEHTOB A1 NPOBeAeHUA MHCNEKTUPOBaHMA
ogHOM wAM 6Gonee MNPOM3BOACTBEHHbIX M/IOWAA0K, a TaKXe npoess K MecTy nposeaeHus
MHCNEKTUPOBaHUA - He 6osee 25 paboumx AHEN CO AHA 3aKloYeHMs A0roBopa Ha nposBedeHue
MHCNEKTUPOBAaHNA NPON3BOACTBA;

HaXOXKEeHWe Ha MPOWM3BOACTBEHHOW MaoWAAKe (B TOM uuciae C WUCMO/Ib30BaHWEM CPEACTB
ANCTAHUMOHHOIO B3aumMogencTeus) - He 6osiee 5 pabounx gHel co gHA NpubbLITUA Ha Hee.

27. MNpun pacyete HOPMATUBHON MPOAOKUTENBHOCTU MHCMEKTUPOBAHMA NPOM3BOACTBA LOJIXKEH
YYUTbIBATbCA CPOK AEMNCTBUIN, onpeaenieHHbIX NyHKTamm 29, 35 1 38 HacToAwmx MNpasua.

28. COBOKYMHbIM CPOK NpOBeAeHUA MHCMEKTMPOBAHMA NPOM3BOACTBA HE AO/IKeH npesbiwaTb 90
pabounx gHel co gHA NOAAYM 3aABUTENEM 3a5iBKM O NPOBEAEHNN MHCNEKTMPOBAHMA NPOM3BOACTBA.

29. [lo pesynbTaTam nNpoBeAEHHOro  MepBUYHOrO0  MHCMEKTUPOBaHWMA  MNPOM3BOACTBA
MHCNEKTUPYIOLLLAA opraHmn3auna B TedeHue 10 pabounx aHel:

0¢0pMﬂHET OTHET Nno d)opme COrnaCHoO NPUIOXKEHUIO N 3 n Bblgaet nau Hanpas/AE€T 3aABUTENIO
3aKa3HbiM MNOYTOBbIM OTNpPaBaAeEHNEM C yBeaOMIEHNEM O BpPyYeEHUU UAN B d)oplv\e 9/1EKTPOHHOTIO
AOKYMeHTa, NnoANnUCaHHOro yCMﬂeHHOVI 3}'IeKTpOHHOl7| noanucobio;

pa3meLllaeT B peecTpe 3aK/1t04EeHUN cBefeHuA, yKasaHHble B NyHKTe 4 HacToAwwmx MNpasuan.

OT4yet 0 pe3ynbTtataX NepBsnYHOro MHCNEKTUPOBAHNA NPON3BOACTBA lCl,el\/"1CTBl/ITel1EH B TedyeHue 5
NEeT CO gHA ero Bbigayun.

30. Pe3synbTaTbl MHCMEKTMPOBAHMA MPOM3BOACTBA PACMPOCTPAHAIOTCA Ha rpynny (noarpynny)
MEANUMHCKUX U3OeNUIA, YKa3aHHbIX B npunoxeHmn N 1 K Hactoawwmm Mpasunam. Qs meguuMHCKUX
M30eNMA  KNaccoB MOTEHUMANbHOTO PUCKa npumeHeHMAa 1 wm 2a pe3ynbTaTbl MHCNEKTUPOBAHUA
NPOM3BOACTBA PACNPOCTPAHAIOTCA Ha rPynnbl MEeSUUUHCKUX U3Aenni. Ona MeauUMHCKUX U3aenvi



KN1acCcoB MOTEHUMANbHOrO pPUCKa npumeHeHua 26 u 3 pesynbTaTbl MHCMEKTUPOBAHMA MPOM3BOACTBA
PacnpoCTPaHAITCA Ha NOArPYNMbl MEANUMHCKUX U3LENUNA.

31. MNepuoamyeckoe (NNaHOBOE) MHCMNEKTUPOBaHUE NPou3BoAcTBa nposoauTca 1 pa3 B 5 neT co
OHA BblAauyuM OTYETA O pe3ynbTaTax NepBUYHOIO MHCMEKTUPOBAHUA.

[na nposedeHUs nepmoaMYecKoro (naaHOBOro) MHCMEKTMPOBaHMA NPOU3BOACTBA 3aABUTENb
HanpaeAsAeT B MHCMEKTMPYIOWYIO OpraHM3aLuMio 3asaBKY O MPOBEAEHUW Mepuoamyeckoro (naaHoBoro)
MHCMNEKTUPOBAHUA MPOU3BOACTBA C YKasaHMEM MeAMUMHCKMX Uu3g4ennin v wux rpynn (noarpynn),
npeaycmMoTpeHHbIX npunoxkeHnem N 1 K HacToAwwmm [MpaBwuiam, M NPOM3BOACTBEHHbIX MIOLLAAOK,
BXOAALWMX B 06/1aCTb MHCNEKTUPOBAHUA, C NPUIONKEHNEM CNEAYIOWMX LOKYMEHTOB B 3/IEKTPOHHOM
dopme (NaKkeTa 3N1EKTPOHHBIX LOKYMEHTOB):

cnpaBKka 0 PaKTUUYECKOM YMCNEHHOCTM COTPYAHMKOB, y4acTBYHOLIMX B NpoOLLEccax OLEeHMBAEMOM
CUCTEMbI YMPaBAEHUA KAYeCTBOM MeAULIMHCKUX N30eNui;

KONKnA OT4EeTa O pe3ynbTaTax NposedeHNUA nocnegHero MHCNEKTUPOBaHUA NPOU3BOACTBAa,

KOMUA OTYeTa O pesy/nbTaTax NpoBeAeHNA OpraHoOM No cepTUduKaumm (ana cepTMPULNMpPoBaHHbIX
CUCTEM MEHEeKMEHTA KayecTBa) NoC/iedHEero ayamta CUCTEMbl MEHEAKMEHTA KauecTBa MeAULMHCKUX
nsgennii (npyu Hannumm).

32. ViHcneKkTupylowaa opraHnsauusa NpoBOAUT aHaAn3 NpeacTaBieHHbIX JOKYMEHTOB B TeyeHue
10 paboumx [AHelt co [AHA Nodaun  3aABKM O MNpoBedeHUW nepuoguyeckoro (naaHoBoro)
MHCNEeKTUPOBaHMA NPOU3BOACTBA. B cnyyae ecan MHCNEKTUPYIOLWan opraHM3auma nNpuMHAna pelleHne o
nposeAeHUM nepuoamyeckoro (MNaHOBOrO) WHCMNEKTUPOBaHUA MNPOUM3BOACTBA, OHa 3aKalvaer
COOTBETCTBYIOLIMI OrOBOP C 3aABUTENEM.

B cnyyae eciM NpUHATO  OTPUUATENbHOE pelleHWe O MNPOBEeAEHUN UHCMNEKTUPOBaHUSA
NPOu3BOACTBA, WHCMEKTUPYIOWAA OpraHuM3aumns yBedoMseT B (GOpMe 3/EKTPOHHOTO AOKYMEHT],
NoAMNMCaHHOTO YCW/JIEHHOM 3/IeKTPOHHOM noAnucbio, 06 O0TKase B NpoBeAeHUM MNepBUYHOro
MHCNEKTUPOBAaHUA NPON3BOACTBA (C YKazaHMEM MPUUMH).

OcHoBaHMeM AN OTKasa B NPOBEAEHUM MepuoaMYecKoro (NJaHoOBOMO) WMHCMEKTUPOBAHWUA
Npou3BoACTBa ABAAETCA HECOOTBETCTBME MPEACTaBAEHHOrO KOMMJIEKTA [AOKYMEHTOB, YKa3aHHbIX B
nyHKTe 31 HacTtoAawwmx MNpasun.

33. lpu npoBeaeHMM MNepUogMyeckoro (NAaHOBOro) MHCMEKTMPOBAHMA NPOM3BOACTBA
OLUEHMBAOTCA NOAAEPKAHNE COOTBETCTBMA CMUCTEMbI YNPABAEHUA KAaYecTBOM MEeAMUMHCKOTO U3aenvs
TpeboBaHUAM.

34. MNepuoamnyeckoe (nN1aHOBOE) MHCMEKTUPOBaHME MPOM3BOACTBA MPOBOAMTCA Ha BblBPaAHHbIX
MHCNEKTUPYIOLWEN opraHusaumein npou3BOACTBEHHbIX NAOWAAKAX Ha npumepe OTOBpaHHbIX
MEANUNHCKUX U3AENNI ONA KaXKA0W rpynnbl UAK NoArpynnbl NPOU3BOANUMBIX MeAULMHCKMX U3genuii (B
3aBMCMMOCTM OT KNacca NoTeHUMaNbHOIO PUCKa UX NPUMEHeHUA), NpeayCMOTPEHHbIX npuaoxeHnem N
1 K HactoAwmMm [paBunam, MNOCPeACTBOM aHanAM3a [OOKYMEHTOB W 3anucei, KoTopble ABUAUCH
pe3ynbTaToM peanusalmm COOTBETCTBYHOLLMX AOKYMEHTMPOBaHHbIX NMPOLLECCOB 1 (UAKN) onepaumoHHbIX
npoueayp cUcTeMbl yNpaBAeHUA KayeCTBOM MeAMLMHCKUX U3AENUI, NPUMEHUTENbHO K YKa3aHHbIM
MeANLMHCKUM n3aenunam. Jna meanuuMHCKUX U3AeniA KNaccoB NOTEHLMAAbHOTO pUcka npumeHeHus 1
M 2a npeAacTaBuTeNbHbIM obpasel, MeAULMHCKUX u3aenuii  BblIbMpaeTca  MHCNEKTUPYIoLLein
opraHusaumMert U3 rpynnbl  MEAMUMHCKUX WU3AeAni, ANA  MeAULMHCKMX U34eANi  KNnaccos
NOTEHLMANbHOTO PUCKa NpUMeHeHUa 26 1 3 - U3 noArpynnbl MeauLUMHCKUX U3AeNNA.

Kputepuamm Bblbopa WHCNEKTUPYIOWEN OpraHusaumen npeactaBUTENbHbIX MeAMLMHCKUX
n3fenni ABASETCA HOBMU3HA TEXHUYECKUX PelleHUl, Ha3HAYeHUIM, TEXHOOTMIA NPOU3BOACTBA C YYETOM
pe3y/nbTaToB MPOBEAEHUS MNpeablaylwmx WHcnekuuin. Ob6ocHoBaHMe Bblbopa NpeacTaBUTE/bHbIX



MEANLMHCKMX  U3A4eNuUiA  AO0/MKHO BbiTb NpUBEAEHO B OTYeTe O pesy/ibTaTax MpoBeaeHus
MHCMEeKTUPOBaHMUA NPOU3BOACTBA.

35. Mo pe3synbTaTam MPOBEAEHHOro nepumoaMyeckoro (NNaHOBOro) WHCMEKTMPOBAHUA
NpPOM3BOACTBA MHCNEKTUPYIOLLLAA OpraHn3auma B TeyeHmne 10 pabounx gHel:

odopmaAeT oTyeT no ¢dopme cornacHo npunoxkeHnio N 4 u BblgaeT (HanpaBAsAeT 3akasHbiM
NoYTOBbIM OTMPaBAEHUEM C yBeAOM/IEHUEM O BPYYEHUM UAM B GOpPMe 3NEKTPOHHOrO AOKYMEHT],
NoAnNMcaHHOro YCUAEHHOW 3NeKTPOHHOW NOANUCHIO) ero 3asBUTENIo;

pasmMeLllaeT B peecTtpe 3aK/OYEHUI cBeaeHuA, yka3aHHbIE B NMYHKTE 4 HacToALMX I'Ipanm.

OtyeT 0 pesynbTatax nNepuoamMyeckoro (MNaHOBOro) WMHCMEKTMPOBAHMA  MNPOU3BOACTBA
AencTBUTeNEeH B TeYeHue 5 neT co AHS ero Bblaauu.

36. BHennaHoBOE MHCMEKTUPOBaHWe NPON3BOACTBA NPOBOAUTCA B CIeAYOLWMUX Lenax:

a) BHECeHMe M3MEeHEHWI B NepevyeHb NPON3BOACTBEHHbIX NAOLLAAO0K, NepeYyeHb rpynn (noarpynn)
MeANLMNHCKUX U34eNnNin B COOTBETCTBUMN C OTYETOM O pe3y/ibTaTax NPoBeAeHMA MHCNEKTUPOBaHUA;

6) noaTBep)KAEHWE YCTPaHEHMS HapyleHW No pesy/bTaTam NpPOBedeHWUA WMHCNEKTUPOBAHMA
NpoV3BOACTBA;

B) NOATBEPMKAEHME YCTPAaHEHMA MPUYMH, KOTOpble MPUBEAN K BbINYCKY HeA0bpOoKayecTBEHHbIX
MeAMNLMHCKUX U3AeNNiA;

r) noaTeepsKaeHe BHeAPEeHUs NPou3BOAMTENEM CUCTEMbI YNPABIEHUA KauecTBOM MeANLMHCKNX
nsaennit (B caydae eciv oueHKa 3TON CUCTEMbI YNPaBAEHMA Ka4eCTBOM Ha COOTBETCTBME TpeboBaHMAM
He NPoBOAMNACH).

37. Ana npoBeAeHUs BHEMN/IAHOBOrO MHCMEKTMPOBAHMA MPOU3BOACTBA 3aABUTENb HaMpaBAAeT B
MHCNEKTUPYIOWYI0O  OPraHM3auMio  3asBKY O NPOBEAEHUM  BHENNAHOBOIMO  MHCMEKTMPOBAHMA
NPOM3BOACTBA C YKasaHWeM MeAMUMHCKMX u3dennii m ux rpynn (noarpynn), npeaycMOTPEHHbIX
npunoskeHnem N 1 K HacToAwmm lpaBuaam, U NPOU3BOACTBEHHbIX NAOLWLAZ0K, BXOAALWMX B 061aCTb
MHCNEKTUPOBAHUA, C MNPUIONKEHNEM CAEeAyIoWMX [OOKYMEHTOB B 3/1IeKTPOHHOM dopme (nakeTta
3N1EKTPOHHbIX AOKYMEHTOB):

cnpaBka 0 paKTUYECKOM YUCNEHHOCTU COTPYAHWMKOB, YHACTBYHOLWMX B MPOLECCAX OLEeHMBAEMOW
CUCTEMbBI YNPAB/IEHUA KaYeCcTBOM MeLMULIMHCKMX U3Lennii;

MHbOPMaUMA O MPUUYMHAX, KOTOPble MPUBEAUN K BbIMYCKY HEeA06POKauyecTBEHHbIX MEeAULMNHCKUX
ns3genni (No NPUMEHNMOCTH).

B cnyyaax nposeaeHMA BHEM/IaHOBOIO MHCMEKTUPOBAHUA B LEAAX, YKa3aHHbIX B NoAnyHKTe "a
NyHKTa 36 HacToAwwmx MNpaBu, 3asBKa 0 NPOBEAEHUN BHENIAHOBOrO MHCMEKTUPOBaHMA NPOU3BOACTBA
Hanpas/iAeTcA B  WHCMEKTUPYIOLYD  OpraHusaumio A0 NpPeacTaBAeHUA  [OKYMEHTOB  AnA
rocyapcTBEHHOMN perncrTpaumm MeanUnHCKUX n3aenui.

38. Tlo pesynbTaTam MNPOBEAEHHOrO BHEMNAHOBOTO MHCMEKTUPOBaHMA  MNPOM3BOACTBA
MHCNEKTUPYIoLWas opraH1saums B TeyeHne 10 paboumnx gHeu:

odopmnseT oTyeT nNo Gopme cornacHo npuaokeHnto N 5, 33 UCKIOUEHUEM MHCMEKTUPOBaHMS,
NPOBEAEHHOrO B LENAX, YKasaHHbIX B MOANyHKTe "r" nyHKTa 36 HacrtosAwwmx [pasun, u Bblgaer
(HanpaBnseT 3aKasHbIM MOYTOBLIM OTMPAB/AEHWEM C YBELOM/IEHMEM O BpPYyYEHUM MAM B dopme

INIEKTPOHHOIO AOKYMEHTA, NO4MNMNUCaHHOTo yCMJ'IeHHOﬁ 3/16KTpOHHOI71 I'IOLI,I'II/ICbI-O) €ro 3aABUTENIO,

B LLeNAX, YKa3aHHbIX B noAnyHKTe "r" nyHkta 36 HacTtoawmx Mpasun, odopmasnet otyet no dopme,



npeaycmoTpeHHoM npunoxeHnem N 3 K HacToAwmMm lMpasunam;
pa3smeLLaeT B peecTpe 3aKNUeHUI CBeAeHNA, YKa3aHHble B NyHKTe 4 HacToAwwmx Mpasu.

39. MIHCneKTupytow,asa opraHn3aumna, NpoBoAALLAA UHCMNEKTUPOBAaHNE NPOM3BOACTBA, HE A0XKHA
BbIHOCUTb MONIOXKMUTENIbHOTO 3aK/IIOYEHUSA, €C/IN CUCTEMA YNPAB/IEHMA KAa4eCTBOM MeAMULMHCKUX U3aeNni
He COOTBETCTBYEeT TpeboBaHMAM UM He NOoAAEPHKMBAETCA B aKTYa/lbHOM COCTOSHUM.

HecooTBeTcTBMA, BblABAEHHbIE MO pe3ynbratam nposeaeHnA UHCNEKTUPOBAHUNA NPOU3BOACTBA,
AO0J/1XKHbI 6bITb YCTpaHEHbl npoussogutTenem MeaguunHCKOro wm3genma B Xo4de npoBeneHunA
MHCNEKTUPOBaHNA Npon3BoAacCTBa UM B CPOK, HE I'IDEBbILLIaI-OLLI,Mﬁ 30 pa60lw|x AHEﬁ CO AHA 3aBeplleHna
MHCNEKTUPOBaHNA NPONU3BOACTBA. B CQlydae eCnu BbiAB/NIEHHbIE HAPYLIEHUNA 6b1n YCTpaHEeHbI B npouecce
MHCNEKTUPOBAHNA, TaKME HaApyWeHUA OTPaxKakoTCA B OTHETE, HO HE YYUTbIBAKOTCA NpU npoBeaeHUn
MHTeraﬂbHOVI OLLeHKN 3HA4YNMMOCTU HEeCOOTBETCTBUI CUCTEMDbI ynpasaieHna Ka4eCTtBoM.

Ill. UHTerpanbHaAa oueHKa 3HAUMMOCTH
BbIIBNEHHbIX B X0Ae NpoBefileHUA MHCNEKTUPOBaHUA NPOMU3BOACTBA
HeCOOTBETCTBUIA CUCTEMbI YNPAB/IEHUA KAaUeCTBOM
MeAULUHCKUX u3genuii tpeboBaHnam

40. KnaccudumKkauma BbISBAEHHbIX B XOA€ WHCMEKTUPOBAHMA MNPOU3BOACTBA HECOOTBETCTBUM
CUCTEMbI YNPaBAEHUS KayecTBoM TpeboBaHMUAM (Janee - HeCOOTBETCTBUSA) NPOBOAMTCA B 2 3Tana:

| 3Tan - npuMmeHeHMe KnaccuPpuKauMoHHOM MATPULLbl 4158 obecneyeHna NpeaBapUTEIbHOM OLLEHKHM
CTeneHM 3HAYMMOCTN HECOOTBETCTBUN;

Il aTan - npnmeHeHune nosblakoWwmnx 6annos ana onpeaneneHnAa OKOHYaTeNbHOM OLLEHKM CTENEHU
3HAUMMOCTN HECOOTBETCTBUN.

MHoOKecTBeHHble Cc/ay4yanm HeCcOOTBETCTBMA OAHOMY Tpe6OBaHMIO paccmaTpmnBardTCA KakK OA4HO
HecooTBeTCTBUE.

41. CornacHo KnaccuduKaumoHHOW MaTpULEe BCe BbIBNIEHHbIE HECOOTBETCTBUA NOAPA3AENA0TCSA
Ha 4 rpynnbl, XapaKTepusyloLLMeca KOMYeCTBEHHbIM 3Ha4YEHUEM CTENeHN 3HaYMMOCTM HECOOTBETCTBUA
Ana 6e3o0nacHoOCTH, 3GHEKTUBHOCTU M KauecTBa MeAULMHCKOro U3aenusa:

Brnepsble BbiABAEHHOE MPAMOE BAUAHME HEeCoOoTBeTCTBMA Ha 6e30macHOCTb, 3$PEKTUBHOCTL U
KayecTBo MeAMnLMHCKOro u3genusa - 3 6anna;

BNepBble BbIABNEHHOE HEMNPAMOE BAUAHUE HECOOTBETCTBMA Ha 6e30nacHOCTb, 3GPEKTUBHOCTL U
KauecTBO MeAMUMHCKOro u3genus - 1 6ann;

NOBTOPHO BbIIBIEHHOE MpPAMOE BAWSAHUE HEeCcOoOTBETCTBMA Ha 6e3onacHoCTb, 3PpPEKTUBHOCTL U
KayecTBo MeANUMHCKOro usgenusa - 4 6anna;

NOBTOPHO BbIABAEHHOE HEMNPAMOE BANSHME HECOOTBETCTBUA Ha 6e3onacHoCTb, 3¢GHEKTUBHOCTbL U
KayecTBo MeAnLMHCKOro nsgenua - 2 6anna.

42. K}'IaCCMd)MKaLI,VIOHHaH MaTpuua OTpa*KaeT BANAHME HEeCOOTBETCTBMA Ha 6e3OI'IaCHOCTb,
Qd)d)eKTMBHOCTb M KayeCctBO MegUUUHCKOro wm3aennAa, a TaKXKe NOBTOpPAEeMOCTb BbliAB/IEHHOIO
HECOOTBETCTBUA.

43. BnnAaHMe HeCcoOoTBETCTBMA Ha 6e3OI'IaCHOCTb, 9¢¢EKTMBHOCTb N KayeCcTtBO MeaAUUMNHCKOro
n3agenna CHUTaeTCAa HenpAMbIM, €C/IM OHO 3aTparneBaeT Tp86OBaHI/IFi, CBA3aHHbIE C dDYHKLI,VIOHMpOBaHMeM
CNCTemMbl ynpassieHMA Ka4eCtBOM MeAULNMHCKUX I/I3,Cl,efll/ll‘;l, N nNpAmMbIm, €C/IM OHO KaCaeTcA Tpe6OBaHMl7I,
OTHOCALWMXCA K npouecCam MNpoOeKTUnpoBaHwuA, pa3pa60TKM, npon3soacTtea M BbIXOAHOIO KOHTPOAA



MeANLIMHCKOro U3aenma.

MoHATMe "Bnepsble" 03HAYaeT, YTO KOHKPETHOE HEeCOOTBETCTBME He OblNo BbIAB/IEHO B Xoae 2
nocneaHnx cCayyvaeB npoBeAeHUs UHCMEKTUPOBAHMA NMPOU3BOACTBA, NPM KOTOPbIX MPOBEPASNCL TE XKe
npoLeccbl B pPamMKax CUCTEMbI YMPaBAEHUA KayeCTBOM Ha WHCMEKTUPYEeMOM NPOU3BOACTBEHHOM
naowganke.

MoHATMe "NoBTOPHO" 03HAYaeT, YTO KOHKPETHOE HECOOTBETCTBUE ObINI0 BbIABAEHO B X04€ OAHOro
13 2 nocnegHuxX cy4yaeB NpoBeAEHNS MHCMEKTUPOBAHUA NPOU3BOACTBA, NPU KOTOPbIX MPOBEPAINCH Te
)K€ MpoLEeccbl B pamKax CUCTEMbI YMNpPaBJEHUA KAYeCTBOM Ha MHCMEKTUPyeMOW MpPOU3BOACTBEHHOM
naouwgagKe.

44. MonyyeHHoe Ha | aTane KoanMyecTBEHHOE 3HAYEeHUEe CTeneHn HecooTBETCTBUA yTouHAETCA Ha I
3Tane nyTem MPUMMEHEHUA MOBblWaAWMX 6an10B, HaAYMUCAAEMbIX 33 HaAuuue Ccneaytowmx
HEeCOOTBETCTBUNA:

OTCYTCTBUE [OKYMEHTMPOBAHHbIX MPOLECCOB, OTHOCALLIMXCA K MNpoLeccam MPOeKTUPOBaHMA U
pa3paboTKn MeaULMHCKOro MU3Aenns, KOHTPOIO NMPOU3BOACTBEHHbIX MPOLLECCOB U HeobXoAMMbIX O
obecneyeHunsa 6eszonacHocTU 1 3GPEKTUBHOCTU MEANLMHCKOIO U3Aenus;

BbiMyCK B oObpalleHne Heao6pOKaYeCTBEHHONO MeAMUMHCKOro u3genusa. B cayvae ecau
npoussoauTenem meauLMHCKOro n3aennsa nposeaeHo BHeENAaHOBOE MHCMEeKTUPOBaHME NPoU3BOACTBA
B LeNsxX NoATBEepXKAeHUA YCTPaHeHMUA NPUYMH, KOTOPble NPUBEAN K BbIMYCKY HegoBpoKayecTBeHHOro
n3genua, nosbiWwatowmin 6ann He HauymucnseTcs.

Mpwn aTOM K OUEeHKe, I'IO!'IV‘-IEHHOIZ Ha | aTane, ANA KaxK40ro HecooTBeTCTBMA Haumcnaetca 1 6ann.

45. WNHcneKkTupylowana opraHu3auma He [O0/KHA BbIHOCUTb MNOJIOKUTENbHOE 3aK/to4YeHue o
cobnlofeHn NpPoOU3BOAUTENEM MEOUUMHCKOro wusgenna TpeboBaHUMW, ecnm OfaHO uauM bonee
HapyLLeHU oueHeHbl Ha 5 nan 6 6annos nMbo 6onee 2 HapyLweHUN OLLeHEHbI Ha 4 6banna.

46. Pe3ynbTaTbl MHTErPaNbHON OLEHKMN CTEMEHM 3HAYMMOCTU HEeCOOTBETCTBMA MPeaCTaBNAOTCA B
BMAE oTYeTa No popme cornacHo npunoxeruio N 6.

47. NHCNeKTMpytoWwan opraH1M3auma npu BbiABAEHUN HECOOTBETCTBUIA, NOBAEKLWNX 3a coboit npu
NpoBeAeHUM UHTErpaNbHON OLLEHKM 3HAYMMOCTM HECOOTBETCTBMI CUCTEMbl YNpaBAeHMA KayecTBOM
NPUHATUE peleHna o HecobaogeHuM npoussoauTenem TpeboBaHUM, A[O0MKHA MHPOPMMPOBATbL
3aABUTENss O HeobXxo4MMOCTM NPOBeAEHMA AONOSHUTENbHbIX MEPOMPUATUIA UKW NpeacTaBieHun
AOMNONHUTENbHbIX MaTepunanos ANA NOATBEPKAEHUA Pe3yIbTaTUBHOCTU KOPPEKTUPYIOLLMX AENCTBUNA.

48. B cnyvae ecnn 3aABUTE/Ib He COrNaceH C OTpULLATeNbHbIM 3aKAI0YEHNEM UN BbIABAEHHbIMU
HECOOTBETCTBUAMM, OH HANPABAAET MPETEH3UID B WHCMEKTUPYIOLWYIO oOpraHu3aumio B TeveHune 30
pabounx OHeN Co AHA MONYYEHUS WHCNEKTUPYIOLLEN OpraHuWsauMel Konuu OoT4yeTa O pesy/bTaTax
npoBeseHMA MHCMEKTUPOBAHMA NPOU3BOACTBA. MHCMEKTUpPYoWan opraHnsauma obasaHa paccmMoTpeTb
YKa3aHHyo NpeTeH3nto N HanpaBUTb OTBET B TeyeHMe 15 paboumnx gHel co AHA ee nosyyeHus. B cnyyae
HeOOCTUMKEHMA COrnacusa 3asBUTENb BripaBe 00OpaTUTbCA C Kanoboi B cyd MO MeCTy HaxoXKAeHun
WMHCMNEKTUPYIOLWEN OpraHM3aumm Uam B yNoaHOMOYEHHbIM OpraH. B ciydyae ecnn 3asBUTENb He cornaceH
C pelleHMem ynoJIHOMOYEHHOrO opraHa, OH Brnpase 06)KanoBaTb yKa3aHHOE pelleHne B cyae no mecTty
HaX0XAEeHUA YNOJHOMOYEHHOIO opraHa.

49, Echm nponssoanTenb MeAMLMHCKOrO U3AEeNUA He YCTPaHAET MW HapyLllaeT CPOK YyCTpaHeHun
3aMeyaHuii, yKasaHHbI B NyHKTe 39 HacToAwmx paBua, MHCNEKTMPYOLWasa opraHn3auma B TedeHme 5
pabounx gHe BHOCUT COOTBETCTBYIOLLME CBEAEHNA B PEECTP 3aKAH0UYEHUA.

[o ycTpaHeHuAa nponssogutenem meagnLUMHCKOro nsgenna 3aMeyYaHui, coaepKalunxca B ot4yeTe O
pe3ynbTaTax npoBeaeHnA NHCNEKTUPOBaHNA NPOnN3BOACTBA, nmbo no nucteyeHum CpOKa ,D,GVICTBMFI OT4vETa



O pesynbraTax MHCNEKTUPOBAHMA YMOJIHOMOYEHHbI OpraH Bnpase MNPUOCTAHOBUTL MNPUMEHEHUe
MeAUNLUMHCKOrO  M3aenua Ha  Tepputopun  Poccuitickon  Pepepauum B COOTBETCTBUM €
3aKOHOAATe/IbCTBOM.

IV. NMpoBegeHne MHCNEKTUPOBAHUA NPOU3BOACTBA C UCNOJ/Ib30BaHUEM
CcpeacTB AUCTAHLMOHHOIO B3aumopaeicTeus (BMAE0CBA3M)

50. Mo peweHU0 YNOAHOMOYEHHOrO OpraHa MpPoBeAEeHUE OUEHKM CUCTEMbl YNpaBaeHuA
KauyecTBOM MEAMLMHCKOTO W3Aenua [AONycKaeTca € WMCNOJib30BaHMEM CPeacTB AUCTAaHUMOHHOTO
B3anmoaencTeus (Hanpumep, NoCcpeaCcTBOM BUAEOCBA3KN) B CAeAYOLMX CyHanX:

a) yrposa BO3HWKHOBEHWS, BO3HMKHOBEHME W NIMKBUAAUMA 4Ype3BblYalHOM cuTyaumum u (nnu)
BO3HUKHOBEHME Yrpo3bl PacnpoCcTpaHeHUA 3aNnaemuiecknx 3abonesaHuii, NpeacTaBAAOWMX ONacHOCTb
ONA  OKpPY)KaloliMx, 3aboneBaHUIt W  MOPaKeHWUI, MONyYeHHbIX B pe3ynbTaTe BO3AeNCTBUA
HebnaronpUATHLIX XMMUYECKUX, BUONOTNYECKUX, PaanaLMOHHbIX GaKTOPOB;

6) BO3HMKHOBEHWE O6CTOATENLCTB HEMPEOAONMMOM CUbI AN OBCTOATENLCTB, HE 3aBUCALMX OT
BOJIM CTOPOH, KOTOPbIE HECYT Yrpo3y NPUYUHEHMS Bpeaa XU3HU U 340P0BbIO MHCMEKTOPOB.

51. llepen HayanOM OLEHKM CUCTEMbI YMNPABAEHMA KayeCTBOM MeAULMHCKOIo Wu3genus,
NPOBOANMOI C UCNOIb30BAHMEM CPEACTB ANCTAHLMOHHOIO B3aMMOAENCTBUA, NPOU3BOAUTENb LOJIKEH
noATBEPAMUTL [aHHble TreosoKauun (WupoTa, AO0AroTa) MeCcTa HaxXoXKAeHWUs MNpPOW3BOACTBEHHOM
NAOLLAAKN.

52. [Ona nposeaeHNA OUEHKUN CUCTEMbI YynpaBsieHUA KayeCTtBOM MeANUUNHCKOro wusaenwus,
I'IpOBO,D,MMOVI C wucnonbsoBaHnem cpeacts AUCTAHUMOHHOIO B3aVIMOLI,El71CTBMFI, npon3ssoaunTesb
npegocTasnaeT JOKYMEHTbl U CBeLeHMA COrnacHo npunoxkeHmio N 7.

Mpn BHENNaHOBOM WMHCMEKTUPOBAHUM NPOU3BOACTBA MeAULMHCKUX Msp,enmﬁ npeanocTaBaATCA
AOKYMEHTbI U CBeAeHUA, NOCNYXKNUBLUME OCHOBaAaHMEM ONA ero nposeaeHUA.

MpunoxeHune N 1

K Mpasunam opraHusaummn n nposeseHnn
WHCMEKTUPOBAHMA NPOU3BOACTBA MeANLMUHCKUX
n3penuii Ha cooTBeTcTBME TpeboBaHNAM

K BHeApeHWIo, NoAAepKaHUIO N OLLEHKe
CMUCTEMbI YPABAEHMA KaYeCTBOM MeaULIMHCKMX
n3genunii B 3aBUCMMOCTU OT NOTEHLMANbHOTO
PUCKaA UX NPUMEHEHMA

NEPEYEHDb rPYNMN U NOArPYNN MEAULIMHCKUX USAENUN

Mpynna meanuMHCKUX M34enuni Moarpynna meauUMHCKUX U34ennit (ana Knaccos
(&ns KNaccos NoTeHUMaNbHOrO NOTEHLMANbHOTO pUCKa 26 u 3)
pucka 1 n 2a)

1. HeakTMBHbIE MegMLUMNHCKNe 1.1. HeakTuBHbIe cepaevyHO-CcOCyANCTbIe MMNAAHTATDI

nsgenua (Kpome msgennin ans
1.2. HeakTnBHble opToneAnYecKne MMNAaHTaTbl



[AMarHoCTUKM in vitro)

2. AKTMBHbIE HEMMNIAHTUPYyeMble
MeANUNHCKNE nsgenmsa (Kpome
n3genui gnsa gUMarHoCTuKM in vitro)

1.3. HeaKkTuBHbIe MMNAAHTATbl MATKUX TKaHeM
1.4. HeaktnsHble PYHKLMOHANbHbIE UMMIAHTATbI

1.5. HeakTtuBHbIe 3y6HbIE MMNNAHTATbl U CTOMaATO/1I0rn4yeckmne
mMmaTepunanbl

1.6. HeakTUBHblEe MeANLMHCKME U34eNNA ANA UHBEKUMNNA,
B/IMBAHUA, NepeIMBaHNA KPOBU U AMannsa

1.7. HeaktuBHbIe ochanbmonoquecme meagunumnHCKne
nsagenuna

1.8. HeakTuBHble opTOonegmnyeckne meguumHCcKne usnenna u
MeaUNLUMHCKME usaenns ana peabunantaumm

1.9. MeanumMHCKMe usgenma ana KoHTpauenumm
1.10. MeaNUMHCKNE UHCTPYMEHTDI

1.11. HeakTUBHblEe MeANUMHCKME U3aenma ana gesmHdexkumm,
rMrmeHmYeckom obpaboTkun 1 cTepuansaumm MmeanuLmMHCKUX
nsaenui

1.12. LLloBHbI maTepuan, NepeBsa30oYHbIe CpeacTBa U Npoyme
HeaKTuBHble meanUNHCKKNe nsaenmna ona ned4eHna paH

1.13. HeaKTMBHble MeANLNHCKNE U3AENNA, HE BKAKOYEHHbIE B
nogrpynnbl 1.1 -1.12

2.1. MegMuUMHCKMe n3genma gas KOHTPoAa GpU3MoNormnyeckmx
nokasaTenem

2.2. MeaguuMHCKMe N3aenuns ans BM3yannsaumm,
MCMNONb3YIOLIME MOHU3UPYIOLLEE U3NyYeHne

2.3. MegvUUHCKMe nsgenna gna sBusyannsaunm, He
MCMNONb3YIOLWNE MOHM3UPYIOLLEE U3TYYEHME

2.4. MepMUMHCKUE nsaenva aas ny4yesom Tepanuu,
MCMNONb3YIOLWNE UOHU3UPYIOLLEE U3TyYeHne

2.5. MeauumMHCKMe n3aenuns ans nydeBoi Tepanuu, He
NCMONb3YIOLINE MOHU3UPYIOLLEE U3yYeHne

2.6. MeguUMHCKMe nsgenna gna AMToTpUuncum

2.7. AKTUBHbIE MeAULMHCKNE U3aenna ans
3KCTPaKopMnopanbHOro KpoBoobpalleHUs, BHYTPUBEHHOTO
BAMBaAHMA U NNasmadepesa

2.8. AKTMBHbIe HapKO3HO-AbIXaTebHble, rnnepbapunyeckne
MeAMLMHCKME U34eNna U MeaULMHCKUE U3aenua ans
pecnupaTopHOi Tepanuu

2.9. AKTMBHbIE MELAULIMHCKNE U3AennNsa AN CTUMYAALAN U
MHrMBMpoBaHUsA



2.10. AKTMBHbIE XMpYypruyeckne meanumMHCKUe nsgenma
2.11. AKTMBHbIe 0dTa/IbMONOIMYECKME MEeAMLNHCKNE N3aenmn
2.12. AKTMBHbIe CTOMATON0rMYECKME MeANLMHCKME U3aenms

2.13. AKTMBHbIe MeAULNHCKNE n3agenua ansa aesnHbekumm m
cTepunAn3aumm MeamumMHCKUX nsgenuni

2.14. AKTMBHbIe MeAULMHCKUE n3aenusa ans peabuamtaumm m
AKTUBHbIe NpoTe3bl

2.15. AKTMBHbIe MeANLUHCKUE U3aenma ansa
NO3MLNOHNPOBAHNA U NEPEBO3KM NALMEHTOB

2.16. CamocToATeIbHOE MeAULMHCKOE NporpammHoe
obecneyeHue

2.17. AKTMBHble MeANLUHCKUE U3aenma ans
3KCTPaKoPNOopasAbHOro oni040TBOPEHMA U UCKYCCTBEHHOTO
0oni040TBOPEHUA

2.18. AKTUBHblE MegUUMHCKNE U3aenus, He BKAOYEHHbIe B
nogrpynnbl 2.1 -2.17

3. AKTUBHbIE UMMNNAHTUPYEMDbIE 3.1. AKTMBHbIE UMNJIAHTUPYEMbIE MEeAULMHCKME N3genma gna
MeaUNLUHCKNE nsgenma CTUMYNIALMN N MHTUOUPOBAHUSA

3.2. AKTMBHbIe MMNNaHTUpyemble MeOUNUNHCKUE U3aenna ana
BBOJaA NEeKAPCTBEHHbLIX U NHbIX BELLECTB

3.3. AKTMBHbIE MMNAAHTUPYEMbIE MeANLUHCKUE U3genus,
noagepXusaroLime, 3ameLLatolne nan 3ameHsaoLLmne
byHKUMM opraHM3ma

3.4. PafiM0aKTUBHbIE MMMNAHTATbI ANA BHYTPUTKAHEBOM
NyyeBoi Tepanum

3.5. AKTUBHbIE UMNNAHTUPYEMbIE MEAULMHCKNE U3AENUA, HE
BK/OYEHHbIe B noarpynnel 3.1 -3.4

4. MeguumMHCKMe nsgenna ana 4.1. PeareHTbl, Habopbl peareHTOB, KaIMOPOBOYHbIE U
OVArHOCTMKM in vitro KOHTPO/IbHble MaTepunanbl

4.2. Mpunbopsbl M 060pya0BaHUE ANA AMATHOCTUKM in vitro

4.3. CamocToAaTenbHOe MeAULUHCKOe NporpammHoe
obecneyeHune gna AMArHOCTUKM in vitro

4.4. 'Hble MeauLUWHCKUe n3aenma ana AMarHoCTUKM in vitro,
He BK/ItoYeHHble B noarpynnol 4.1 -4.3

MpunorkeHune N 2



K MNpaBunam opraHusaLmm 1 NpoBeaeHnn
WMHCNEKTUPOBAHNA NPOU3BOACTBA MEANLUHCKUX
n3ae/IMin Ha COOTBETCTBUE TPpeboBaHMAM

K BHEAPEHWIO, NOAAEPHKAHUIO N OLEHKE
CMUCTEeMbI YNPaBAEHMA Ka4eCTBOM MeAULIMHCKUX
n3aennin B 3aBUCMMOCTM OT NOTEHLMNANBHOTO
pPUCKa UX NPUMEHEHUSA

MNOKA3ATE/IN

ANA PACYETA HOPMATUBHOM NPOAO/IKUTENBHOCTU UHCNEKTUPOBAHMUA
NPOU3BOACTBA B 3ABUCMMOCTU OT GAKTUYECKON YNC/IEHHOCTHU
COTPYAHUKOB OBbEKTA MHCNEKTUPOBAHNA

daKkTHnyeckasn HopmaTrBHaA NPOAOCMKUTENBHOCTL | HopmaTMBHAA NPOAOC/IKUTENBHOCTb
YMCIEHHOCTb MepBMYHOIO MHCMEKTUPOBAHUA nepuoanyeckoro (na1aHosoro)
COTPYAHWKOB npov3BoACTBa (YesioBeKo-aHeN) MHCNEKTUPOBAHWNA NPON3BOACTBA
(yuenosek) (yenoBeko-aHel)
5-49 6 4
50-99 7 5
100 - 199 8 6
200 - 499 9 7
500 - 999 10 8
1000 - 1999 11 9
2000 - 4999 12 10
6onee 5000 13 11

OTHET

MpunorkeHune N 3

K MNpaBunam opraHmM3saumm 1 NposeaeHUA
WHCNEKTUPOBAHNA NPOU3BOACTBA MEANLMNHCKUX
n3genunii Ha cooTBeTCTBME TPEOOBAHMAM

K BHEAPEHWUIO, MOALEPMKAHUIO U OLLEHKE
CUCTEMDbI YMPAB/IEHMA KayeCcTBOM MeaULMHCKMX
ns3aenunii B 3aBUCMMOCTU OT NOTEHLMANBHOTO
PUCKaA UX NPUMEHEHNA

(¢opma)

O pe3ysibTaTaxX NepBUYHOIo MHCNEKTUPOBAHNA NPON3BOACTBA

Homep oTueTa




OpraHunsauus, NpoBoANBLLIAA MHCMEKTUPOBaHMe NPOU3BOACTBA
(nonHoe u coKkpaleHHoe (NpY HaAUYnUK) HaMMeHOoBaHMA
topuamMYecKoro Anua (B Tom Yynucne pupmeHHoe HaMmeHoBaHMe),
opraHv3auMoHHO-NpaBoBas popma M agpec (mecto
HaxoXaeHus)

NHopmauyma o npoussoamtene MeaAnLMHCKOro nsgenusa:

3.1

MonHoe 1 coKkpaleHHoe (NPYU HaMYMK) HAMMEHOBaHUA
topUANYECKoro nua (B Tom ymcne GMpMeHHOEe HaMMeHOBaHWE),
opraHu3auMoHHo-NpaBoBas ¢popma u agpec (mecto
HaXoXaeHWA), KOHTaKTHasa HGopmaumn

3.2.

OpraHun3aumoHHana CTPYKTypa 1 B3aMMOAENCTBUE C
IOPUANYECKMMMN NMLAMM B PaMKaX CUCTEMbI yNpaBaeHNA
KayecTBOM MeAULMHCKUX U3aenunii

3.3.

MepeyeHb NPOM3BOACTBEHHbIX MOLAAO0K (C YKaszaHMeM UX
apecoB U NPOU3BOANMbBIX MEANUMHCKUX U3AENUIA, NPUMEPHON
YMCNEHHOCTU COTPYAHMKOB, YHaCTBYIOLLMX B MPOLLECCAX B paMKax
OLeHMBAEMOWM CUCTEMbI YNPABAEHMA KAYeCTBOM, a TaKKe
KOHTaKTHOM MHbopmaumn)

3.4.

MepeyeHb NPOU3BOANMBIX MEANLMHCKUX U3AENUN,
npeaHasHavyeHHbIX 415 0bpalleHUs Ha Tepputopmm Poccuitckom
depepaunu

3.5.

MepeueHb rpynn (nogrpynn) meguuMHCKUX U3Oenui, B
OTHOLWEHUN KOTOPbIX NPOBOAUNTCA UHCNEKTUPOBaHUE
NPOW3BOACTBA, COMACcHO 3as8BKe NPOU3BOAUTENA MEAULIMHCKOTO
nsaenua (c ykasaHmem MHGOPMaL MM O BKAOYEHMM
(HeBKIOYEHMM) NPOLLECCOB NPOEKTUPOBAHUA U Pa3paboTKM B
06.1aCTb MHCMEKTUPOBAHUA NPOM3BOACTBA)

3.6.

MepeyeHb KPUTUYECKUX NOCTABLLMKOB (C YKa3aHWeM MX aipecos,
NOCTaBAAEMbIX MEAULMHCKUX U3AEANIN NN OKA3bIBAEMbIX YCAYT,
a TaK)Ke KOHTAKTHOW MHpopmMaLmn)

NHdopmauma 06 MHCNEKTUPOBAHWMM NPOM3BOACTBA:

4.1.

[aTbl NnpoBeAeHNA MHCNEKTMPOBAHMA NPOM3BOACTBA, B TOM
ymcne AaTbl Bble34HbIX MHCNEKLMI NPOM3BOACTBA KaX40ro
NpoBepeHHOro 06beKTa

4.2,

CocTaB MHCNEKLUMOHHOW rpynnbl (C yKasaHWemM GyHKLUMIA YneHoB
rpynnbl, a Tak»Ke cBegeHMi 06 y4acTBOBaBLLMX NepeBoAYMKax 1 0
HabloAaTeNsAx, eciim OHM NPUCYTCTBOBAM)

4.3.

MnaH nposeneHnA MHCNEKTUPOBAHUA NPOnN3BOACTBa

Pe3ynbTaTbl MHCMEKTMPOBAHWA NPON3BOACTBA
(no Kaxgomy npoBepeHHOMY 06bEKTY):

5.1.

Obuwee onvcaHne NpoBepAeMon AeATeNbHOCTU U (M)
TEXHO/IOTUYECKUX NPOL,EeccoB




5.2. | damunuu, umeHa, oTyecTsa (NPU HaANUUKU) U OONKHOCTU
ONPOLUEHHbIX KL,

5.3. | HaumeHoBaHMA MeaMUMHCKUX N34/, BbIOPaHHbIX 414
NPOBEPKM B KAYeCTBe NPeacTaBUTE/IbHbIX 06Pa3L0B, a TaKXKe
obocHoBaHMe Takoro Bbibopa

5.4. | Tvnbl n KOAN4YeCcTBO NPOBEPEHHDbLIX AOKYMEHTOB U 3anucen

5.5. |MNepeyeHb BbIABAEHHbIX HECOOTBETCTBUI CUCTEMbI YPABAEHUSA
KaQuecTBOM MeANLMHCKUX N34ennn TpeboBaHUAM K BHEAPEHMIO,
noaAepXaHuIoO U OUEHKe CUCTEMbI YNPaBAeHUA KayecTBOM
MeONLMHCKUX N3NNI B 3aBUCMMOCTU OT NOTEHLMANBHOTO
pUCKa UX NpUMeHeHuA

5.6. |HdopmaLMA 0 HECOOTBETCTBUSAX, YCTPAHEHHbIX B npoLecce
MHCNEeKTUPOBaHMA NPOU3BOACTBA, a TaKXKe 0 CPOKax NposBeaeHMA
KOPPEKTUPYHOLLMUX AENCTBUIA B OTHOLLIEHUMN HeyCTPaHEeHHbIX
HEeCoOoTBETCTBUI M GOpMax NOATBEPIKAEHUA NPOBEAEHUS TaKUX
AencTenii (NnpeacrtasieHme NOATBEPKAAIOLLEN AOKYMEHTALMK
WU NPOBEepKa Ha mecTax)

6. |BbiBOAbI:

6.1. |3aKkntoyeHne o COOTBETCTBMM (HECOOTBETCTBUM) CUCTEMBI
ynpaBAeHMA KaYecTBOM MeAULNHCKUX M3aenunii TpeboBaHMAM K
ee BHegpeHMo (C yKazaHnem MHPOpPMaLMM O BKAKOYEHUN
(HeBKNtOUYEHMM) B 061ACTb MHCNEKTMPOBAHNA NPON3BOACTBA
NPOLLECCOB MPOEKTUPOBAHUA U Pa3paboTKM 415 NPOBEPEHHbIX
rpynn (noarpynn) MmeauuUMHCKUX U3OEeNnIA)

7. | Pamunnu, umeHa, otyecTsa (Npy HaNUUYUK) U OONHKHOCTU
MHCNEKTOPOB

8. |Noanucu, neyatb (Npu HanUuUK)

MpumeyaHwue. B HacTOALLEM NPUNONKEHNN UCMIONL3YIOTCA CeAytoLMe NOHATUA:
"MHCNEeKTMpPOBaHMeE NPON3BOACTBA" - OLEHKA YC/I0BUIA NPOM3BOACTBA U CUCTEMbI
ynpaBAeHWUA Ka4ecTBOM NPoM3BOAUTENA MESULMHCKOTO U3AENNS;
"KoppeKTupylolee aencteme" - geicTeue, NpeanpuHATOE NPoOU3BOAMTENEM
MEAMUMHCKMX U30eNUi C UeNblo  YCTPAaHEeHUs NPUYMHBI 0BHApYXEeHHOro
HEeCOOTBETCTBUSA UM HEGNAroNnpPUATHOTO CObbITUS;

"KPUTUYECKUIA NOCTaBLMK" - MOCTABLUMK, MPOAYKUMS WAM YCAYTU KOTOPOro
OKa3blBalOT MPAMOE B/AWAHWE Ha KauyecTBo, 3PpPeKTMBHOCTbL M He30nacHoCTb
MeAMLMHCKOro n3aenus;

"npomnsBoacTBEHHas NaolwaaKa" - TepputTopmansbHO 060Cc061eHHbIN KOMMNIEKC,
npegHasHayeHHbI  g1a  BbIMNOJIHEHMS  BCEro Mpouecca MNpou3BOACTBA
MeAMLMHCKOro U34ennsa MW ero onpeseneHHbiX CTaaui;

"cucTema ynpaBaeHMA KauecTBOM MeAUUMHCKUX U3aenuin" - opraHnsaLoHHasA
CTPYKTYpa, ®YHKLMKM, Npoueaypbl, Npoueccbl U pecypcbl, HeobxoamMmble ana
CKOOPAMHMPOBAHHOM  AEATEeNbHOCTM MO  PYKOBOACTBY W YNpaB/ieHUIo
opraHusauuen - nNpousBoauTeNemM MegUUMHCKUX U34EeNNA NPUMEHUTENbHO K
KayecTay.




MpunoxkeHue N 4

K MpaBunam opraHM3aLnmn n NnposeaeHun
WMHCMEKTUPOBAHMA NPOM3BOACTBA MEANLMHCKUX
n3ae/Min Ha COOTBETCTBUE TpeboBaHMAM

K BHEAPEHWIO, NOAAEPHKAHUIO N OLEHKE
CUCTEeMbI YNPaBAEHMA Ka4eCTBOM MeAULIMHCKUX
n3aennin B 3aBUCMMOCTM OT NOTEHLMANBHOTO
pUCKa UX NPUMEHEHUSA

(dopma)

OTYET
0 pesy/bTaTax nepuoanMyeckoro (na1aHoBoro)
MHCNEKTUPOBaHNA NPON3BOACTBA

Homep oTueTa

OpraHu3aums, NpoBoAMBLLAA MHCMEKTMPOBaHWE NPOM3BOACTBA
(nonHoe un cokpalieHHoe (Mpu HaAnYMKM) HaMMeHOoBaHuUA
topUaMYEecKoro nnua (B Tom yncie pupmeHHoe HaMmeHoBaHMe),
opraHuM3auMoHHo-NpaBoBan ¢bopma u agpec (mecto
HaxoXaeHus)

NHbopmaLms o nponssoamTene MeamnunuHCKoro usgenma:

3.1.

MonHoe 1 CoKpalleHHoe (MPY HAaNMYMKU) HAMMEHOBaHUA
topUAnYecKoro mua (8 Tom ymcie dUpmMeHHOe HaMMeHOBaHWE),
OpraHun3aLMoHHO-NpaBoBas ¢popma u agpec (mecto
HaxXoXAeHWA), KOHTAKTHaA MHOopMaLMs

3.2.

OpraHu13aumoHHan CTPYKTypa 1 B3aUMOLENCTBUE C
IOPUANYECKMMM TULAMUN B PaMKaxX CUCTEMbI YNpPaBAeHUA
KauyecTBOM MeANUMHCKMX U3aeNmni

3.3.

MepeyeHb NPON3BOACTBEHHbIX MIOLWAAO0K (C YKazaHuem UxX
aapecoB, NPOU3BOAUMBIX MEANLNHCKUX U34ENNIA, MPUMEPHON
YNCNIEHHOCTU COTPYAHWUKOB, YHACTBYIOLLMX B MPOLLECCAaX B paMKax
OL,eHMBAEMOW CUCTEMbI YIPABAEHMA KAaYECTBOM, a TAKKe
KOHTaKTHOI MHdopmaLmm)

3.4,

MepeyeHb NPOU3BOANUMbBIX MEAULNHCKUX U3LENUN, HAXOAALLMXCS
B 06paLLeHnmn Ha TeppuTopum Poccuiickoi Peaepaumnn

3.5.

MepeyeHsb rpynn (nogrpynn) MeguUNHCKUX U34euiA COrnacHo
paHee BblAaHHOMY 3aK/IlOYEHWNI0 O COOTBETCTBUM (C yKa3aHuem
MHPOPMaLMN O BKAKOYEHUN (HEBKNIOYEHMM) NPOLLECCOB
NPOEKTUPOBaAHUA N Pa3pPaboTKM B 061aCTb MHCNEKTUPOBAHMA
npous3BoACTBa)

3.6.

I'Iepequb KPUTNYECKNX NOCTaBLLNKOB (C YKa3aHunem nx aapecos,
NOCTaBAAEMbIX VI3AEI'IVII‘/‘I NI OKa3biBaeMbIX YCNYT, a TaKXKe




KOHTaKTHOM MHPopmaLmm)

4. |UHbopmayma 06 MHCNEKTUPOBAHUM NPON3BOACTBA:

4.1. | daTbl NnpoBeAeHNs MHCNEKTUPOBAHMA NPOM3BOACTBA, B TOM
yucae AaTbl Bble3gHbIX MHCNEKLMI MPON3BOACTBA KaXKA0ro
NpoBepeHHOro o6bekTa

4.2. | CocTaB MHCMEKLMOHHOM rpynnbl (C yKkazaHnem ¢GpyHKUMI YneHoB
rPynnbl, a TaKXKe cBeAeHNI 06 y4acTBOBABLLMX NEPEBOAYMKAX U
06 MHCMeKTopax (3KcnepTax), eCAn OHWM NPUCYTCTBOBAN)

4.3. |MnaH nposeaeHMA MHCNEKTUPOBAHNA NPON3BOACTBA

5. | Pe3ynbTaTbl UHCNEKTUPOBAHUA NPON3BOACTBA
(no Kaxkgomy npoBepeHHOMY 06bEKTY):

5.1. | Obuwee onvcaHne npoBepaemon AeATeNbHOCTU U (Mnn)
TEXHO/IOTMYECKMX NPOLLECCOB

5.2. | ®amunmu, umeHa, otyecTsa (Mpu HaANYMUMN) N AOKHOCTU
OMPOLLEHHbIX UL,

5.3. |HanmeHoBaHMA MeAULMHCKUX U3AeAN, BbiIBpaHHbIX ANA
NPOBEPKN B KayecTBe NpeacTaBuTebHbIX 06pasLIOoB, a TaKKe
obocHOBaHMe TaKoro Bbibopa

5.4. | Tvnbl M KOANYECTBO NPOBEPEHHbIX AOKYMEHTOB U 3anucen

5.5. |MNepe4yeHb BbIABAEHHbIX HEeCOOTBETCTBUI CUCTEMDI ynpassieHunAa
Ka4yectBOM MeaANLUNHCKUX Msp,enmﬁ Tp66OBaHMf-IM K BHEAPEHWIO,
noagaepXaHU N oueHKe CUCTEMbI ynpaBaeHNA Ka4eCTBOM
MeaNUNHCKNX M3,C|,el'|l4171 B 3@aBUCMMOCTU OT NOTEHLMA/TbHOTO
PUCKa UX npumeHeHUA

5.6. |UHdopmauma o HECOOTBETCTBUAX, YCTPAHEHHbIX B NpoLecce
WMHCMNEKTUPOBAHMA NPOMU3BOACTBA, A TAKXKe O CPOKAxX NPoBeAeHUA
KOPPEKTUPYIOLNX AENCTBUN B OTHOLLEHUM HEYCTPAHEHHbIX
HecooTBETCTBUIM U GOpMax NOATBEPKAEHNA NPOBEAEHNA TaKNX
OencTBui (NpeacTaBieHMe NOATBEPKAAOLEN AOKYMEHTALNK
WU NPOBepKa Ha mecTax)

6. |BbiBOAbI:

6.1. |3aKnoueHMe 0 COOTBETCTBUM (HECOOTBETCTBUMN) CUCTEMDI
ynpaB/ieHNA Ka4ecTBOM MeAMULMHCKUX U3aennin TpeboBaHnaM K
ee NoAAeprKaHuIO B aKTyaNbHOM COCTOAHUN

7. | ®amunun, umeHa, otyecTsa (NP HaAUUYUKN) U AONKHOCTU
MHCMNEKTOpPOoB

8. |Moanucu, neyats (Npy HaANUYMK)

MpumeyaHue. B HacToALLEeM NPUNONKEHUN UCMONBL3YIOTCA CAeaylowme NOHATUA:
"MHCNeKTMpoBaHME NPOM3BOACTBA" - OLLEHKA YC/I0BMIA NPOM3BOACTBA U CUCTEMBI




yrnpaBaeHWA KayecTBOM NPOU3BOAUTENS MELMULIMHCKOTO U3AEeNUs;
"KoppeKkTupylowee genctsme" - aenctsvne, NpPeAnpuUHATOE MNPOU3BOAUTENEM
MEANUMHCKMX U3AENUIA € UENbto YCTPAHEHUA MNPUYUMHbI OBHapYKEeHHOro
HECOOTBETCTBMA UAN HEBNAroNnpPUATHOro cobbITUA;

"KPUTUYECKUIA NOCTaBWMK" - MOCTaBLUMK, MPOAYKUMS WAU YCAYTU KOTOPOro
OKasbIBalOT MpPAMOE BAWAHME Ha KayecTBo, 3pPeKTUBHOCTb M He3onacHOCTb
MeAMUMNHCKOro u3genus;

"npounssBoacTBEHHAA NaowaaKa" - TepputTopranbHO 060Cc061EeHHbIN KOMNAEKC,
npeAHasHauyeHHbI 408 BbIMNOJAHEHWA BCEro npouecca MNpou3BOACTBA
MeAMUMHCKOrOo U34enua UK ero onpeaeneHHbIX CTaani;

"cuctema ynpasnieHMa KavyecTBOM MeAMUNHCKUX u3aenmin' - opraHMsaumMoHHas
CTPYKTYypa, OYHKUMKM, Npoueaypbl, Npoueccbl U pecypcbl, Heobxoaumble ans
CKOOPAMHMPOBAHHON  AEeATEeNbHOCTM MO PYKOBOACTBY W YNpaB/ieHWUIo
opraHuM3auuen - NPousBoOAUTENIEM MEANUMHCKUX U3LENNN NPUMEHUTENbHO K
KayecTsy.

MpunoxkeHne N 5

K Mpasunam opraHm3aLmmn n nposegeHnn
WHCMEeKTUPOBAHMA NPOM3BOACTBA MeANLMUHCKUX
n3aenunii Ha cooTBeTCTBME TPebOBaHMAM

K BHEAPEHUIO, NOAAEPHAHUIO N OLEHKe
CUCTeMbl YyNpaBAeHUA KauyecTBOM MeaULIMHCKUX
n3gennin B 3aBUCUMOCTU OT NOTEHLMANbHOTO
pUCKa UX NpUMeEHeHUA

(bopma)

OTHET
0 pe3ynbTaTax BHEMN/IaHOBOIO MHCNEKTMPOBAHNA NPOMU3BOACTBA

Homep oTyeTa

OpraHusaums, NpoBOAMBLLAA MHCMEKTMPOBAHWE NPOM3BOACTBA
(nonHoe un coKkpaleHHoe (Npu HaAMYUK) HaMMeHOBaHMSA
IopUANYeCcKoro mua (8 Tom ymcne GUpMeHHOe HaMMEHOBaHWE),
opraHu3auMoHHo-NpaBoBan ¢bopma n agpec (mecto
HaxXoMAeHUs)

NHbopMaums o npoussoamTene MeanunuHCKoro usgenusa:

3.1.

MonHoe 1 coKkpaleHHOoe (NPU HaNNYMK) HAMMEHOBaHUA
topUANYECKOro nua (B Tom ymcie GUpMeHHOe HaMmeHOBaHue),
opraHusauMoHHo-NpaBoBan ¢bopma n agpec (mecto
HaXOXAeHWA), KOHTaKTHasA nHGopmauma

3.2.

OpraH13auMoHHan CTPYKTYpa U B3aMMOLENCTBUE C
IOPUANYECKMMM IMLAMUN B PaMKax CUCTEMbI YNPaBieHUs
KauyecTBOM MEeAMNLMHCKUX U3LeNunii




3.3.

MepeyeHb NPON3BOACTBEHHbIX MNOWAAOK (C YKa3aHWeM Ux
aZlpecoB, NPOU3BOANMbBIX MEANLNHCKUX U34eNUI, TPUMEPHOM
YMCNEHHOCTU COTPYAHMKOB, YHACTBYIOLLMX B MPOLLECCAX B PaMKax
OLEHMBAEMOM CUCTEMbI YNPABEHUA KayeCTBOM, a TaKKe
KOHTaKTHOM MHdopmaumm)

3.4.

MNepeyeHb NPOM3BOANUMbBIX MEANLIMHCKUX N3NNI, HAXOASALMXCA
B 0bpalleHnn Ha TepputTopumn Poccuinckoinn degepaumnm

3.5.

MepeyeHsb rpynn (nogrpynn) meguUMHCKUX U34eMNIM COrNacHo
paHee BblAaHHOMY 3aK/HOYEHUIO O COOTBETCTBUM (C YKa3aHMEM
MHGOPMALMM O BKIOYEHUN (HEBKIOYEHUM) NPOLLECCOB
NPOEKTUPOBaHMA N Pa3paboTKM B 061aCTb MHCNEKTUPOBAHMA
npou3BoAcTBa)

3.6.

MepeyeHb KPUTUYECKMX MOCTABLLMKOB (C YKa3aHMEM WX afpecos,
NOCTaBAAEMbIX MEAULMHCKUX U3LENNI NN OKA3bIBAEMbIX YCAYT,
a TaK!Ke KOHTaKTHOM MHbopmaumnm)

NHbopmayma 06 MHCNEKTUPOBAHUM NPON3BOACTBA:

4.1.

[aTbl NnpoBeAeHNA MHCNEKTMPOBAHMA NPOM3BOACTBA, B TOM
yucae AaTbl Bble3gHbIX MHCNEKLMI MPON3BOACTBA KaXKA0ro
NpoBepeHHOro o6bekTa

4.2.

CocTaB MHCNEKUMOHHOM rpynnbl (C yKaszaHuem QyHKLUMIA Y1eHoB
rpynnbl, @ TakXKe cBeAgeHMn 06 y4acTBOBABLUNX NepeBoAYMKax U O
HabntogaTensax, ecnm oHM NPUCYTCTBOBA/IM)

4.3.

Llenb 1 3aga4m MHCNeKTUpoBaHUA NPOM3BOACTBA

4.4,

CoaeprkaHue 1 06BbEM MHCNEKTMPOBaHMA NPOU3BOACTBA

Pe3ynbTaTbl MHCNEKTUPOBAHUA NPON3BOACTBA
ANAa KaxXgoro nposepeHHoOro obbeKTa:

5.1.

Obuwee onvcaHne NpoBepAEeMON AeATeNbHOCTU U (M)
TEXHOJ/IOTMYECKMX MPOLLECCOB

5.2.

damunnummn, nmeHa, otyecTea (an Hal'IW-IMM) N AO/TKHOCTU
onpouweHHbIX nL,

5.3.

HavmeHoBaHMA MeANUNHCKUX U3AeNNiA, BbIBPaHHbIX ANs
NPOBEPKM B KayecTBe NpeacTaBUTeIbHbIX 06pasLIOoB, a TaKKe
060CHOBaHME AaHHOTO BbIBOPA C YYETOM AU NHCMEKTUPOBaHUSA
npou3soacTea

5.4.

Tunbl N KONNYECTBO NPOBEPEHHbBIX LOKYMEHTOB U 3anucen

5.5.

I'Iepequb BblAB/IEHHbIX HBDYUJEHMﬁ N HECOOTBETCTBUI CUCTEMBI
ynpas/sieHnAa Ka4eCtBOM MeESNUNHCKUX M3,Cl,el'IMl7I Tpe6OBaHWr'IM K
BHEAPEHWUIO, NOAAEPHKAHUIO U OUEHKE CUCTEMDBI YyNpaB/1eHUA
KavyectBOM MeaANLMNHCKUX VI3AEI'IVII7I B 3aBUCMMOCTU OT
NOTEHUMNANIBHOIO PUCKa UX MPUMEHEHNA

5.6.

NHdopMaLma 0 HapyLeHUAX, YCTPaHEHHbIX B npouecce




MHCMNEKTUPOBaHUA NPOU3BOACTBA, A TaK}Ke O CPOKaX NPoBeAeHNA
KOPPEKTUPYIOWMX AeNCTBUIM B OTHOLIEHMUM HEYCTPAHEHHbIX
HapyLweHWi U Gopmax NOATBEPKAEHUA NPOBEAEHUN TAKMUX
AeNCTBUI C y4eTOM Le/IM MHCNEKTUPOBaHNA NPOU3BOACTBA

6. |BbiBOAbI:

6.1. | 3akntoyeHne o COOTBETCTBUM (HECOOTBeTCTBMM) CnCTembl
ynpas/sieHnA Ka4eCtBOM MeJNUNHCKUX M3,D,ean>'1 Tp66OBaHMF|M K
€e BHeAPEHUIO N noaaepPHaHUK B aKTya/ibHOM COCTOAHUN C
y4eToM Uenn NHCNEKTUPOBAHNA NpOnN3BOACTBA

7. | ®amunun, umeHa, otyecTsa (NP HaAUUYUKN) U AOSKHOCTU
MHCNEKTOPOB

8. |Moanucu, neyatb (Npy HaAN4MK)

MpumeyvaHue.

B HacToALLEeM NPUNOKEHUN UCMONBL3YIOTCA CAeaylowme NOHATUA:
"MHCNeKTMpoBaHMe NPou3BOACTBa" - OLLEHKA YCN0BUIA NPOM3BOACTBA N CUCTEMDI
ynpaBaeHWA KayecTBOM NPOU3BOAUTENS MEAMULIMHCKOTO U3AENUS;
"KoppeKTupytowee aeicrsme" - peicteme, NpennpuHATOEe MNPOU3BOAUTENEM
MEAMUMHCKMX U34eNNMA € LEeNblo YCTPAaHEHUA MpPUYUHBI  OBHapYXKEeHHOro
HECOOTBETCTBMA UAN HeBNAaronpUATHOro cobbiTuA;

"KPUTUYECKMIN MOCTaBWMK" - MOCTaBLWMK, MPOAYKLUMA WAM YCAYTU KOTOPOro
OKa3blBAlOT NpAMOE BAWAHME Ha KayecTBO, 3$PEKTMBHOCTb M He30MacHOCTb
MeANUMNHCKOTo U3genus;

"npomnsBoacTBeHHas niowaaka" - TepputopuasbHo 060cob1eHHbIN KOMMIEKC,
npefHasHayeHHbI  ANA  BbINO/MIHEHWA  BCEro npouecca MNpoM3BOACTBA
MeANUMHCKOTO U34en1A UK ero onpeaeneHHbIX CTaani;

"cnctema ynpasneHUs KayecTBOM MeAMUMHCKUX U3gennin' - opraHMsauMoHHas
CTPYKTYpa, YHKLMM, npoueaypbl, NpoLeccbl U pecypcbl, Heobxogumble aOnA
CKOOPAMHMPOBAHHON  OeATeNbHOCTM MO  PYKOBOACTBY W YMNpaBAEHUIO
opraHv3saumein - npousBoauUTENEM MEeOULMHCKUX U3LEANN MPUMEHUTENbHO K
KayecTsy.

MpunoxkeHne N 6

K MNpaBunam opraHuMsaumm n nposeaeHun
WMHCNEKTMPOBAHNA NPOU3BOACTBA MEANLMNHCKUX
ns3aenunii Ha cooTBeTcTBMe TpeboBaHMAM

K BHEAPEHMIO, MOALEPKAHUIO U OLLEHKe
CMUCTEMDbI YPAB/IEHMA Ka4eCcTBOM MeAMULMHCKMX
n3gennit B 3aBUCMMOCTU OT NOTEHLMANBHOO
PUCKA UX NPUMEHEHNA

(bopma)

OTHET
MHTerpaanoﬁ OUEeHKM cteneHn 3Ha4nmocCTh HECOOTBETCTBUA
CNCTeMbI ynpaB/sieHNA Ka4eCTBOM Tpe6OBaHVIF|M K BHeapeHuto,




nogaep>XaHuo 1 oueHKe CUCTEMbI YynpaBieHNA Ka4eCTBOM
MmegnunHCKnX M3,D,GﬂMVI B 3aBUCMMOCTU OT NOTEHUMNANbHOIO
PUCKa nx npumeHeHunA

N HecooTseTcTBUE pagaumnAa HecooTBeTCTBMA

n/n
| aTan, Il aTan npwm [l 3Tan npu BbINyCKE | CyMMapHbIi
6annos OTCYTCTBUM Heao0b6poKayecTBEHH 6ann no

OOKYMEHTUPOBAHH | Oro MeAULMHCKOrO | HECOOTBETCTBMU
bIX NPOLLECCOB, usgenus, bannos 0
6annos
1.
2.

UTorosbin 6ann

Mpunoxkenne N 7

K MNpaBnnam opraHmMsaumm U NpoBeLeHUA
MHCMEeKTUPOBaHMA NPOU3BOACTBA MEANLUHCKUX
N34e/IMi Ha COOTBETCTBUE TPpeboBaHMAM

K BHEAPEHUIO, MOALEPKAHUIO U OLLEHKE
CUCTEMbI YNPaBJeHMA KayecTBOM MeANLNHCKUX
n3gennit B 3aBUCMMOCTU OT NOTEHLMANBHOO
pUCKa X NPUMEHEHMUSA

NEPEYEHb
JOKYMEHTOB W CBEAEHWI, MPEAOCTABNAEMbBIX MPOU3BOAUTENAMM
MEOVULMHCKUX U3AENUIA ANA OLEEHKU CUCTEMbI YNIPABNEHUA KAYECTBOM
MEAMULMHCKUX U3AENUIA, NPOBOAUMOM C UCNOJIb30BAHUEM CPEACTB
JUCTAHLIMOHHOIO B3AMMOAENCTBUA

TpeboBaHua (0b6ocHoBaHKE) | Mpu NEePBUYHOM MHCMEKTUPOBAHMUM Mpu nepmnoamyeckom
(nnaHoBom)
MHCMNEKTUPOBaHUK
OnucaHue cnuctemol NOIHOE ONMCaHMe CUCTEMbI KpaTKaa nHdopmaumsa o
yrpaB/ieHNA Ka4ecTBom yrpaB/ieHNa Ka4yecTBom BHECEHHbIX MU3MEHEHUAX CO
MEANLMHCKNX M3aeNNi B MeANLMHCKUX U34enni [OHA nocnegHein MHcnekumum

3aBUCMMOCTH OT
NOoTEHUMNANIbHOTO PUCKa UX
npumeHeHunAa B COOTBETCTBUU
C Tp86OBaHVIF|MI/I K
BHEAPEHWUIO, NOAAEPHKAHNIO U
OLUEeHKE CUCTEMDI YNpaBaeHNA
Ka4vyectBOM MeaANLMNHCKUX
M3LI,EI'II/II7I B 3aBUCMMOCTU OT



NOoTEHUNANIbHOTO PUCKa UX
npumeHeHunA

Cnuncok coTpyaHUKOB,
Yy4acTBYIOLWMX B NpoLeccax
OLEHKU CUCTEMbI yrpaBaeHUa
KayeCcTBOM MeaULUHCKNX
nsaenui

MepeyeHb megmUMNHCKNX
n3aennin, Npon3BoANMbIX
(nnaHupyembIx K
npoun3BoACTBY) Ha
NpoOn3BOACTBEHHOM
naowagKke

Hanuume TexHuyecKol
OOKYyMeHTauuu Ha
MeANLUNHCKNE usgenuma

Hannume otyeta o
pe3synbTaTax NposeaeHUn
OopraHom no ceptTudurKaumnm
nocnegHero ayamta cuctemol
MeHeaMeHTa KayecTsa
MeANUNHCKUX U3LeNnii 1
oTYyeTa O pesynbTaTax
nposeaeHWsa nocneLHero
MHCNEKTUPOBAHMUA
npoussoacTaa (c
HOTapWaibHO 3aBEPEHHbIM
nepesogom npwm
HeobXxoaMMOoCTH),
ceptudumkatol FOCT ISO 13485
MW COOTBETCTBYIOLLLETO
MeXKAYHAPOAHOro CTaHaapTa
ISO 13485 (npu Hannuuu)

MpoLuecchbl NPOEKTUPOBAHUA U
pa3paboTKu cnucTembl
yNpaB/ieHNA KayecTBOM
MeAMULMUHCKUX U3aenui
(knacc noTeHuManbHOro
pvcKa NnpumeHeHun 3)

crnpaBKa 0 GaKTUYECKOM YNCNEHHOCTU
COTPYAHMKOB, y4aCTBYIOLLINX B
npoLeccax oLueHMBaeMOMn CUCTEMDbI
ynpaB/ieHnA KayecTBoM
MeAULIMHCKMX U3aennii

HaUMeHOBaHMA MeANLNHCKUX
nsgenum

TeXHUYEeCKan AOKYMEHTaLMA B
3N1eKTPOHHOM dpopmare ¢
BO3MOKHOCTbIO MOMUCKa

KonuA oT4eTa 0 pesynbraTax
nposeseHMA OPraHoOM Mo
ceptuduKaumm nocnesHero ayguTa
CMUCTEMbI MEHeXMEHTa KayecTBa
MeOMULMHCKUX U34eni n oT4eTa o
pe3y/ibTaTax NpoBeAeHuA
nocnefHero MHCNEKTUPOBAHUA
npon3BoACTBa (C HOTapMaabHO
3aBepeHHbIM NepeBogoM Mpu
HeobxoamMmocTu), cepTudurKaThbl
cooTBeTcTBMA cTaHgapTy FOCT ISO
13485 nnun cooTBeTCTBYIOLLEMY
mexayHapogHomy ctaHaapTty I1ISO
13485 (npu Hannuuu)

OOKYMEHTbI U cBeAeHuSA,
Kacarowmeca MeaNLUNHCKUX U3aenni,
B OTHOLLEHWUWN KOTOPbIX MPOBOANTCA
MHCMEeKTUpPOoBaHMe NPOU3BOACTBaA:

a) npoueaypbl NPOEKTUPOBAHUA U
pa3paboTku (BKAKOYaA ynpaBaeHune
pUcKkamu);

6) ALOKYMEHTbI, ONMCbIBatoLLMNeE
npoueaypy NPoOeKTUpPoBaHMA U1
0XBaTblBalOLWME MOAENbHbIN PAL,
MeANLMHCKOro M3aenus;

B) 3aMNMCK NO NPOEKTUPOBAHMUIO

cnpaBkKa o paKTMyeckom
YNCNEHHOCTU COTPYAHUKOB,
YYaCTBYIOLLMX B NpoLeccax
OUeHMBaeMOW CUCTEMDI
ynpaBaeHMA Ka4yecTBom
MeANLUUHCKUX U3genuni

HaMMeHOBaHMA
MeAULMHCKUX n3aenum

TeXHUYecKan
AOKYMEHTaLMA B
3N1EeKTPOHHOM dpopmare C
BO3MOXHOCTbIO NOWCKA

KonuaA OTYeTa O pesy/bTaTax
npoBeAeHMA OpraHom no
cepTMduKaLmm nocnegHero
ayauTa cucTemsl
MeHeAKMeHTa KauecTBa
MEAMLMUHCKUX U34ennii n
oT4yeTa O pesy/abTaTax
npoBeAeHNa nocneaHero
MHCNEKTUPOBaHUA
npoussoAcTBa (c
HOTapuasibHO 3aBePEHHbIM
nepesosom npu
HeobXxoAMMOoCTH),
cepTUPUKaTbI COOTBETCTBUA
ctaHgapty FOCT ISO 13485
WY COOTBETCTBYIOLLLEMY
MeXayHapogHoMy
ctaHgapTy I1SO 13485 (npwu
HaN4Ymm)

OOKYMEHTbI 1 3anumcy,
Kacatolmeca megnuMHCKUX
n3aennii, BbIopaHHbIX B
KayecTse
npeacTaBUTENIbHbIX
o0bpasuos



Mpoueccbl ynpasaeHun
AOKYMEHTauMel 1 3anncamm
cucTemMbl ynpaBaeHusa
KauyecTBOM MeANLMHCKUX
nsaenni (ecnm oTcyTCTBYIOT
[OKa3aTeIbCTBa COOTBETCTBUA
cUCTeMbl KayecTBa
MeAMULMUHCKUX N3aenui
TpeboBaHMAM CTaHAapPTa
FOCT ISO 13485 nnu
COOTBETCTBYIOLLEFO
MeXKAYHapOAHOro CTaHAapTa
ISO 13485)

MeANUMHCKOTo u3genus,
noATBEPKAAOLWME, YTO NpoLeaypbl
NPOEKTUPOBAHMUA U pa3paboTKu
YCTaHOB/NEHbI U MPUMEHEHDI;

r) BXOgHble AaHHble npoLlecca
NPOEKTUPOBAHMA pa3paboTaHsbl C
YY4ETOM Ha3HaYeHMA MeANLNHCKOTO
nsgenus;

4) cneundmrKaummn Ha meauuUHCKue
n3genus B Lenax noaTeepXKaeHus
TOrO, YTO BbIXOZHblE JAaHHbIE NMPOEKTa
MeAMUMHCKOro usgenus,
obecneynsatowme 6e30MacHOCTb U
3¢ PEKTUBHOCTb MEAMULIMHCKOTO
n3genusa Npu ero NPMMeHeHU no
Ha3HaYyeHu o, onpeseneHbl;

€) LOKYMEHTbI, MOATBEPKAAOLLMNE,
YTO AEeATENIbHOCTb N0 MEHEeAXKMEHTY
pWCKa onpeaenieHa U OCyLLEeCTB/IEHa],
KpUTEPUN A0NYCTUMOCTM PUCKa
YCTaHOB/EHbI U ABAAIOTCA
COOTBETCTBYHOLLMMMU, 06O
OCTATOYHbIN PUCK OLLEHEH U NpWU
HeobxoAMMOCTU AoBEAEH A0
cBefeHus notpebutens B
COOTBETCTBMM C TPeBOBAHUAMM
3aKoHOAaTeNbCTBa

[OKYMEHTbI M CBeAeHus,
Kacatolmeca MeguUMHCKUX U3aenui,
B OTHOLUEHWM KOTOPbIX NPOBOAUTCA
MHCNEKTUPOBaHWE NPON3BOACTBA:
a) npoueaypbl NAEHTUOMKALUN,
XpaHEeHWA 1 yaaneHus
(YHUUTOXKEHMA) AOKYMEHTOB U
3anucei (BKAKoYas ynpasnieHune
n3meHeHUAMM) paspaboTaHbl;

6) AOKYMEHTbI, HeobxoaMmble ann
TOro, 4tobbl OpraHn3aumnsa morna
obecneuynBaTb N1aHUPOBAHWE,
OCyLLEeCTB/IEHME NPON3BOLACTBEHHbIX
MPOLECCOB M YNpaB/ieHNE NMmu;

B) CBUAETENbCTBA COOTBETCTBUSA
MeAMLMHCKUX U3aennii
TpeboBaHMAM (B TOM Yucne
TPeboBaHMAM MPUMEHAEMbIX
CTaHAapTOB), oNMcaHue
MeAMLMHCKUX U3AEANI, BKNKOYAA
MHCTPYKLMM MO NPUMEHEHMIO
(pykoBoacTBa No akcnayaTauumu),
maTtepuanbl U cneumduKaumio;

r) CBOAHYIO AOKYMEHTaLUMIO NO
BepmMdMKaLmMm 1 Baamaaumnm

OOKYMEHTbI U 3anucH,
Kacatolmeca MeanLMHCKNX
ns3aennii, BbiIbpaHHbIX B
KayecTBe
npeacTaBUTeNbHbIX
o0bpasuos



Mpoueccbl Npon3BoACTBa U
BbIXOAHOIO KOHTPONA
MeANLUNHCKUX M3aenni

NPOEeKToB (B TOM YMcae gaHHble
KANMHUYECKNX UCCNe0BaHuiA
(ncnbitanuin);

A1) MapKUPOBKY MeAULIMHCKUX
nsaennim;

€) LOKYMEHTbI N0 MEHEKMEHTY
pUCKa

OOKYMEHTbI 1 CBeAeHuUS,
Kacatomeca MeamUNHCKMX U3aenni,
B OTHOLUEHWWN KOTOPbIX NMPOBOANTCA
WMHCNEKTUPOBAHNE NPOM3BOACTBA:
a) 4OKYMEHTbI NPOM3BOACTBEHHbIX
NPOLECCOB U3rOTOB/IEHUA CEPUINHON
npoAayKuum (BKAtOYas ycnosus
npousBoacTBa);

6) IOKYMEHTbI N0 NpoLeccy
cTepunmnsaumnu (ans megmLUMHCKUX
n3aenunii, BbiNyCKaemblix B
CTepUIbHOM BuAe),

B TOM yucne:

noATBEPKAEHNE TOTo, YTO NPOLECChI
CTepPUAN3aLUMKN AOKYMEHTUPOBAHDI,
3anucu napameTpoB npouecca
CTEpPUAM3ALMM ANA KaXKaoM
CTEPUNMU3YEMON NapTUK
MeOULUMHCKMX U3aenni
noafeprKmMBatoTca B pabouem
COCTOAHMUM;

noATBep}KAeHUe Toro, YTo NpoLecc
cTepuaM3saLmm BaananpoBaH;
noATBep}KAeHUe TOoro, YTo npouecc
cTepuaM3saumm NpoBoaUTCA B
COOTBETCTBMM C YCTaHOB/IEHHbIMMU
napameTpamu;

B) JIOKYMEHTbI, MOATBEPKAAOLWME,
YTO Npou,eccbl NPON3BOACTBA
ABNAOTCA YNPaBAAEMbIMU U
KOHTPOANPYEMbIMU U
GYHKUMOHMPYIOT B YCTaHOBAEHHbIX
npegenax, a TakKe nogTeep:KaeHue
obecneyeHns HEOHBXOAMMOrO YPOBHS
KOHTPOAA NpoAyKUMK U (unm) yenyr
KPUTUYECKMX NOCTABLLNKOB;

r) AOKYMEHTbI, MoATBepKAalolme
naeHTUdUKaumo n
NPOCNEeXMBAEMOCTb MEANLMHCKNX
n3aennii n NPoLeccoB nUx
NPoOn3BOACTBA, a TaKXKe UX
COOTBETCTBMA YCTaHOB/EHHbIM
TpeboBaHUAM;

) AOKYMEHTbI, NoATBEpXKAatolLne,
YTO AEeATe/IbHOCTb MO BbIXOAHOMY

OOKYMEHTbI 1 3anucy,
Kacatolmeca meanuMHCKUX
n3aenunii, BbIopaHHbIX B
KayecTse
npeacTaBUTENbHbIX
o0bpasuos



Mpoueccbl KOPPEKTUPYHOLWMX
N NpeaynpexaatoLLmx
[encTBUM cUcTembl
ynpaB/ieHNA KayecTBOM
MeaUNLMHCKUX u3aennii (ecnm
OTCYTCTBYIOT JOKa3aTe/1bCTBa
COOTBETCTBUA CUCTEMbI
KauyecTBa MeANUMHCKUX
nsgenunii TpebosaHMAM
ctaHgapta NOCT ISO 13485
NN COOTBETCTBYHOLLLETO
MeXAyHapoaHoro cTaHaapTa
ISO 13485)

OueHKa npoueccos,
CBA3aHHbIX C noTpebuTtenem
(ecnu otcyTcTBYIOT
[OKa3aTeIbCTBa COOTBETCTBUA
cMCTeMbl KauyecTBa
MeAMULMUHCKUX N3aenui
TpeboBaHMAM CTaHAAPTa
FOCT ISO 13485 unn
COOTBETCTBYIOLLErO
MeXKAyHapoAHOoro cTaHaapTa
ISO 13485, B HOM cny4vae
OLEHKa OCYLLEeCTBNAETCA B
YacTM NOCTNPOAAMKHOroO
MOHWTOPWHTra)

KOHTPOI0 MEeANLUMHCKUX U34eNnit
obecneuynBaeT cOOTBETCTBME
MeANLMHCKUX U34ennit
YCTaHOB/IEHHbIM TPe60BaHNAM U
AOKYMeHTUpOBaHa

[OKYMEHTbI U cBEeAEHMA,
Kacatowmeca MeaANLUNHCKUX U3aenni,
B OTHOLLEHWMWN KOTOPbIX MPOBOANTCA
MHCMEeKTUPOBaHME NPON3BOACTBA:

a) AOKYMEHTbI, NOATBEPKAAIOLME,
4TO NpoLEeaypPbl KOPPEKTUPYHOLLUX U
npeaynpexaatowmx 4encTemi
pa3paboTaHsbl;

6) OKYMEHTbI, NOATBEPKAAOLWME,
YTO CPEeACTBa yNpaBAeHUs
NPenATCTBYIOT PAcNPOCTPaHEHMIO
MeAMUMHCKUX U34EININ, KauecTBo
KOTOpPbIX HE COOTBETCTBYET
TpeboBaHMAM, NpeabABAAEMbIM NPU
3KCnepTU3e KayecTsa,
apdpeKTMBHOCTN N Be3onacHoCTH
MeANUMHCKUX U34eNNiA;

B) JOKYMEHTbI, NOATBEPXKAatoWme,
YTO KOppPEeKTUpYIoWwue 1
npeaynpexaatowme gencremns
ABNAOTCA PE3YNbTAaTUBHbLIMYU;

r) AOKYMEHTbI, NOATBEPKAAIOLWME,
YTO NPOU3BOAMUTEND MEAMULIUHCKOIO
nsgenuns paspaboran apPeKkTUBHYyO
npoueaypy BbiNycka v NpUMeHeHus
yBeAOMNEHMIA NO Be3onacHOCTH
MeANUMHCKUX U34eNnit

OOKYMEHTbI U CBeAEeHuUSA,
Kacalowmeca MeaNLUNHCKUX U3aenni,
B OTHOLLEHWUN KOTOPbIX MPOBOANTCSA
MHCMEeKTUPOBaHMeE NPON3BOACTBA:

a) AOKYMEHTbI, NOATBEPKAAIOLLME,
YTO NPOU3BOAMUTEND MEAMULIUHCKOIO
n3aenusa NPUHAA Mepbl,
HeobxoaMmble Ana YyCTaHOBAEHMA
CBA3M C NOTPEOUTENAMM, B LENAX
BbIMNOJIHEHWNA HEOBXO4MMbIX
KOPPEKTUPYIOLLMX U
npeaynpexaatrowmx A4encTBuii,
pacnoJsiaraet cuctemon cbopa u
aHann3a AaHHbIX 0 6e3onacHoCTU U
30 PEKTUBHOCTU MEANLMHCKNX
n3aenunii Ha NOCTNPOAAKHOM 3Tane u
noAnepKMBaET ee B aKTya/IbHOM
COCTOSIHMM, @ TaK}Ke HanpasAseT B
YMO/NIHOMOYEHHbIN OpraH OT4YeTbl O

OOKYMEHTbI 1 3anucy,
Kacatolmeca meanumMHCKUX
n3aenunii, BbIopaHHbIX B
KayecTse
npeacTaBUTENbHbIX
o0bpasuos

OOKYMEHTbI 1 3anucy,
Kacatowmeca MeanLMHCKNUX
n3aennii, BbIopaHHbIX B
Kayectse
npeacTaBUTeNbHbIX
o0bpasuos




pe3ynbTaTax NocTNpoAaXKHOro
MOHWUTOpPUHTra HesonacHoCTN u

3P PEKTUBHOCTN MEONLLUHCKUX
nsaenui;

6) AOKYMEHTbI, NOATBEPKAAOWME,
4yTO 0H6paTHAA cBA3b C NOTPebuTenem
aHaNM3MpyeTca NPon3BoANTENEM
MeAMUMHCKOro U3genus B xoae
NPOLECCOB *KM3HEHHOIO LMKAA
NpPoAYKLMM U Ucnosb3yeTca ans
NOBTOPHOM OLEHKM PUCKA M NpU
HeobXxo0AMMOCTU A1A aKTyanmnsaumum
AeATeNIbHOCTU MO MEeHEeAMKMEHTY
puCcKa

MpumeyaHue.

B HacToALLEM NPUNONKEHUN UCMONL3YIOTCA CAedyowme NoHATUA:
"MHCNeKTMpoBaHME NPOM3BOACTBA" - OLLEHKA YC/I0BMIA NPOM3BOACTBA U CUCTEMBI
yrnpaBaeHWsa KayecTBOM NMPOU3BOAUTENS MeAULIMHCKOTO U3AEeNUS;
"KoppeKkTupytloulee gencreme" - geinctsue, NpeanpuHATOE MNPOU3BOAUTENIEM
MEAMUMHCKMX U3OENUIA C UEeNblo YCTPAaHEHUS MNPUYUHbI OBHapPYMKEHHOro
HEeCcoOTBETCTBMA UAN HEBNaronpuATHOro cobbiTus;

"KpUTMUYECKMA MOCTaBWMK" - MOCTaBLIMK, NPOAYKUMA WAU YC/IYTU KOTOPOro
OKasbIBalOT MPAMOE BAUSAHWE Ha KayecTBo, 3PPeKTUBHOCTb M He3onacHOCTb
MeAMUMNHCKOro U3genus;

"npeaynpexpatmouee gencrsme" - gencrene, npeanpuHATOE NPOU3BOAUTESIEM B
Uenax  yCTpaHeHUs  MNPWYMHbI  NOTEHUMANbHOrO  HECOOTBETCTBUA WU
noTeHuManbHOro HebaaronpPUATHOro cobbITUS;

"npomnsBoacTBeHHan NaolaaKka" - TepputTopranbHO 060C06MEeHHbIN KOMMNAEKC,
npegHasHayeHHbI ANA  BbINOJIHEHMA BCEro npouecca NpPou3BOACTBa
MeAMLMHCKOTo N3aenns Uamn ero onpeaeneHHbIX CTaani;

"cnctema ynpaB/ieHMA KayecTBOM MeAMUMHCKMX u3gennin' - opraHMsaumMoHHas
CTPYKTYpa, PyHKUMKM, npoueaypbl, NPOLECCbl U pecypcbl, Heobxogumble Ans
CKOOPAVHMPOBAHHON  OEATEeNbHOCTM MO  PYKOBOACTBY W YNPaB/EHUIO
opraHusaumen - npousBoauTeENEeM MEAULUMHCKUX U3OEeNNIN NPUMEHUTENBHO K
KauecTsy;

"ynonHomoueHHbIn opran" - depepanbHaa cnyxba no Haasopy B coepe
34,0aBOOXPaHEHUs;
"ycnoeua npousBoactBa' - MHOPACTPYKTYypa W NPOM3BOACTBEHHAA cpena,

Heobxoammble ana obecneyeHus KadvectBa, 3PpPeKTMBHOCTM U He3onacHOCTU
NpPOV3BOAUMBIX MEAULUHCKUX U3LEeNUN.




