NPABUTE/IbCTBO POCCUMCKOMN GEAEPALIUU

MNOCTAHOB/IEHUE
ot 9 peBpana 2022 r. N 135

OB YTBEPXKAEHUN NPABUN
OPrAHU3ALUUN N NPOBEAEHUA UHCNEKTUPOBAHUA NMPOU3BOACTBA
MEAULUMHCKUX U3LENUA HA COOTBETCTBME TPEBOBAHMUAM K BHEAPEHMUIO,
noaaepPKAHUKO U OUEHKE CUCTEMbI YINIPABNEHUA KAYECTBOM
MEAUUMHCKUX U3LENUIA B 3SABUCUMOCTU OT NOTEHLMANBHOTO
PUCKA UX NPUMEHEHUA

CNMCOK N3MEHAOLWMX AOKYMEHTOB
(8 pea. NoctaHoBneHua Mpasutensctea PP o1 29.12.2022 N 2517)

B cooTBeTcTBMM C YacTbio 8.1 cTatbk 38 depepanbHoro 3akoHa "O6 oCHOBax OXpaHbl 340POBbA
rpaxkgaH B Poccuiickoit ®eaepaummn” MNpasutenbcTBo Poccuinickolt degepaumm NoCcTaHOBASET:

1. YTtBepautb npunaraemblie [lpaBuia oOpraHusaumMmM W MPOBEAEHMA WHCMEKTUPOBaHMA
NPOM3BOACTBA MEANLMHCKMX U3AE/MI HA COOTBETCTBME TPeBOBaHMAM K BHeAPEHUIO, NOAAePKaHMIO U
OLEHKe CUCTeMb! YNPaB/ieHNA KauecTBOM MeAULMHCKUX U34eniA B 3aBUCUMOCTU OT MOTEeHLMaIbHOro
pUCKa X NPUMEHEHNS.

2. YCTaHOBUTD, 4TO:

a) B nepuog ¢ 1 sHeapa 2023 r. no 31 gekabps 2023 r. oUeHKa CUCTEMbI YNPABAEHUSA KaYyeCcTBOM
npou3BoANTENA MEAULMHCKOrO U3AEeNUA Ha COOTBETCTBUE TpeboBaHMAM K BHEAPEHUIO, NOALEPHKAHMIO
M OUEHKE CUCTEMbI YNPABAEHUSA KayecTBOM MeULMHCKUX U34ENNI B 3aBUCUMOCTU OT NOTEHUMANBbHOTO
pUCKa X NPUMEHEHUSA He ABAAETCA 06A3aTe/IbHON N MOXKET NPOBOAUTLCS B 0OPOBOALHOM NOpPsAAKE NO
MHULMATMBE NPOU3BOAUTENA MEOULMHCKOTO W34e/MA  WUAM  YNOJHOMOYEHHOrO NpeacTaBuUTeNA
npoussoauTensn (M3roToBUTeNs) MEAULMHCKOrO U34enus;

6) B c/iyyae ec/nvM OUEHKa CUCTEMbl YMPaBJEHMA KayecTBOM MPOU3BOAUTENS MEeLULMHCKOro
nsgenus B nepuog ¢ 1 aueapa 2023 r. no 31 gekabpa 2023 r. He NpoBoANAaCk, NPW NoJade 3as8BAeHUA B
YKa3aHHbI nepuog npousBoguTeNeM MEeOUUMHCKOrO M34enua WAW  ero  YNOJIHOMOYEHHbIM
npeacrtaBuTesleM O TFOCYAAPCTBEHHOW perncTpauum MeauMUMHCKOrO W3Lenns WANM O BHECEHWUU
M3MEHEHMUI B AOKYMEHTbI PErUCTPALLMOHHOIO 40Cbe MEAMULMHCKOro M3L4enna Knacca NoTeHUMANbHOro
pUCKa NpuMeHeHus 2a (g8 MeaUUMHCKUX U3AENUN, BbiMyCKaeMblX B CTepuabHOM Buge), 26 uam 3 B
COCTaBe pPEerncTpauMoHHOrO  A0Cbe  MEAMUMHCKOTOo  M34enva  NpeacTaBAAaloTCcA  AOKYMEHTbI,
noaTBepP)KAAloWMe HanMune y MNPOU3BOAUTENA MEOMULMHCKOrO U34enua YCNOBWIA MPOUM3BOACTBA, U
Konuu cepTMdUKaTOB COOTBETCTBUA CUCTEMbI MEHEAMKMEHTa KayecTBa TpeboBaHusm ctaHgapTta FOCT
ISO 13485-2017 "Uspenuna meguumHckme. CUCTEMbl MEHEAKMEHTa KayecTBa. TpeboBaHUA onsa uenen
perynnmpoBaHusa" MM COOTBETCTBYIOLLErO MeXAyHapoAHoro ctaHgapta I1SO 13485 (npu Hanuuuu), a
TaKXe KOMMKU OTYETOB O PaHee NPOBeAeHHbIX MHCMEKUMAX HAa COOTBETCTBME YKa3aHHbIM CTaHAapTam;

B) MNPOU3BOAUTENU MEAMUMHCKUX W3OENNK, noAaBlUME 3aABNE€HMA O T[OCyAapCTBEHHOM
perucTpaunm meanumHckoro usaenunsa B nepmod ¢ 1 sHsapa 2023 r. no 31 aekabpsa 2023 r., OO/IXKHbI
noaTBepauTb BHEOPEHUE CUCTEMbI YNPaABIEHMA KAvyecTBOM MyTemM MNPOXOXKAEHWA NEepPBUYHOro
WMHCNEeKTUPOBaHMA NPOU3BOACTBA B TeyeHMe 3 JieT CO AHA COOTBETCTBEHHO perncrpauum Takux
MeOVLMHCKUX U34eNN B NOPALKE, NPeayCMOTPEHHOM A1 BHENIAHOBOIO MHCNEKTUPOBAHMS.

(n. 2 B pea. NoctaHoBneHus MpasuTtenbcTea PO o1 29.12.2022 N 2517)



3. HacToAwee noctaHoBAeHMe BCTyNaeT B cuay ¢ 1 ceHTabpa 2022 r. n agelicteyeT g0 1 ceHTAbpA
2028 .

MNpeacenatens NpasuTenbcTBa
Poccuintckoin Pepgepaumm
M.MULWYCTNH

YTBEpKAEHDI

noctaHoBsieHnem MpaBuUTeNbCTBA
Poccuitckoin Pepepaumm

oT 9 ¢peBpana 2022 r. N 135

NPABUNA
OPTAHU3ALIMU U NMPOBEAEHNA UHCNEKTUPOBAHUA NPOU3BOACTBA
MEAWUUWHCKUX U3AENUIA HA COOTBETCTBME TPEEOBAHMAM K BHEAPEHMIO,
noaaerPKAHUIO U OLEHKE CUCTEMbI YNPAB/TIEHUA KAYECTBOM
MEAWULUMHCKUX U3AENUIA B SABUCUMOCTU OT NOTEHLMANBHOIO
PUCKA UX NPUMEHEHUA

CNMCOK N3MEHAOLWMX AOKYMEHTOB
(8 pea. NoctaHoBneHua Mpasutensctea PP o1 29.12.2022 N 2517)

|. O6wme nonoxkeHma

1. Hactosuwpme MpaBuna ycTaHaBAMBAOT MNOPAAOK OpraHM3aumMmn U NpoBeaeHUs NHCMEeKTUPOBaHMA
Npou3BoACTBa MEAULMHCKUX M34eNNin opraHuM3aumMamu, nogsegomcreeHHbiMn PeaepanbHon cnykbe
no Haasopy B cdepe 34paBoOXpaHeHUs (Aanee - MHCMNEKTUMPYIOLWLAA OpraHM3auumsa) Ha COOTBEeTCTBME
TpeboBaHMAM K BHeApPEHWIO, NOAAEPIKaHUIO N OLEHKE CUCTEMbI YNPaBAEHNA KayeCTBOM MeANLNHCKUX
n3aenuii B 3aBUCUMOCTM OT NOTEHLMNANBHOIO PUCKA UX MPUMEHEHUS B COOTBETCTBMU C HOMEHKIATYPHOM
Knaccudukaumen meguuUMHCKUX U34ennin (ganee cCOOTBETCTBEHHO - MHCMEKTUPOBaHMe MPOM3BOACTBA,
TpeboBaHuA).

2. B HacToAwMmx MNMpaBuaax NCNONb3YIOTCA CneayloLmne NnoHATUA:

"VIHCI'IEKTMpOBaHVIe I'IpOVI3BO,D,CTBa" - OU€eHKa YCJ'IOBVIﬁ npon3soacTea MU CUCTEMDLI ynpaBsieHUA
Ka4yeCcTtBOM npounssoauntena megnumMHCKOro nsaenna;

"KoppeKTupylolee aeictene" - aeinctsve, NpeanpuHATOE MNPOU3BOAUTENEM MEANLMNHCKUX
M3OeNMA C Lenblo YCTPaHeHUA NPUYMHbI OBHApYyXEHHOro HecooTBETCTBUA WMAM HebnaronpuAaTHOro
cobbITUA;

"KpUTMYECKMIA MOCTaBWMK" - MOCTABWMK, NPOAYKLUMUA UIN YCIYTU KOTOPOTO OKasbiBAlOT MpaAmoe
B/IMAHME Ha KayecTBO, 3PpPeKTUBHOCTb M 6e30MNacHOCTb MeANLMHCKOTO U3aenus;

"npegynpexkgatoliee gencreme" - Oencrsve, npeanpuHATOE Npou3BOAUTENIEM B  LENsx
YCTPAHEHUSI MPUYMHBI MOTEHUMANbHOTO HECOOTBETCTBUA WAW MOTEHUMANIBHOIO HebaaronpuaTHOro
cobbITUA;

"npounsBoacTBeHHas naowagKa" - TeppuUTOpMUaNbHO 060c0b61eHHbIM KOMMJIEKC,
npegHasHayeHHbI AN BbIMOAHEHUA BCEro npouecca Npov3BOACTBA MEAULMHCKOTO U34eNns UAn ero



onpeneneHHbIX cTagui;

"'ccTemMa ynNpaB/ieHUA KauyecTBOM MEAMUMHCKMX u3genuii" - opraHM3auMoHHan CTPYKTYpa,
dYHKLMKM, Npoueaypbl, NPOLECCh U pecypcbl, HeobXxoauMble AN CKOOPAMHWUPOBAHHOMN AEATENbHOCTU
No PYKOBOACTBY M YNpaBAEHUIO OpraHusauuein - MpPoUsBOAUTENEM MEAMLMHCKUX U34enui

NPUMEHUTENbHO K KayecTsy;
"ynonHomoueHHbI opraH" - PegepanbHan cnyxba no Haa3opy B chepe 34PpaBOOXPAHEHMS;

"ycnosusa npoussoactsa" - MHPPACTPYKTypa U MPOM3BOACTBEHHAs cpeda, Heobxoaumble AnA
obecneyeHunn KayecTsa, 3¢pHeKTUBHOCTU U 6@30MNacCHOCTU NPOU3BOANUMBIX MEANLUMHCKUX U3AENNIA;

"YNOAHOMOYEHHbIN NpeacTaBuTeNb NponssoauTena” - opuaudeckoe AMUO UAN UHANBUAYANbHbI
npeanpuvHMMaTeNb, 3aperMcTpMpoBaHHblie Ha Tepputopumn Poccuiickoit deaepaumm, ynoaHOMOYEHHbIE
npoussoauTenemM MeAULMHCKOro MU34enns npeactaBiATb ero UHTepecbl No Bonpocam obpalleHus
MeNLUMHCKOro n3aenuma Ha Tepputopum Poccuiickoin degepaumm.

3. HCcneKkTupoBaHMe NpoM3BOACTBA NPOBOANUTCA B C/lydae, ecnu:

NPOW3BOACTBO MEAULMHCKUX U3LENNIM, NOANEXKALWMX rOCYAaPCTBEHHOM perncTpaymm B cay4vasx,
TpebyoWwux NpoBeaeHUa IKCNEPTU3bl KayecTBa, 3GPeKTUBHOCTU M BE30MacHOCTU, a TaKKe B Caydanx
U3MEHeHMA agpeca mecTa NPOM3BOACTBA MEAULIMHCKOTO M34enuA, YKAa3aHHOro B PEerncTpauMoHHOM
YOO0CTOBEPEHUN MEAMUMHCKOTO M34Ee/MA, 33 WUCKAOYEHWEM TOCYAAPCTBEHHON pPerncTpauumn cepum
(napTUK) MeaMUMHCKOro U3genma U MeaUUMHCKUX M3AeNnin, 3aperncTpUpoBaHHbIX B COOTBETCTBUU C
noctaHosneHuem MpasuTtenbctsa Poccuitckoit ®egepaumm ot 1 anpena 2022 r. N 552 "06 yTBepKaeHUM
0cobeHHOCTel 0b6palleHua, BKIOYAs OCOOEHHOCTU TFOCYAAPCTBEHHOM perncTpauum, MeamnuUHCKUX
nsgenuin B cnyyae mx gedeKktypbl UAM PUCKA BO3HUKHOBEHUA AedeKTypbl B CBA3M C BBEAEHMEM B
OoTHoweHun Poccuiickoit deaepaumm orpaHUUUTENbHBIX MEP IKOHOMMUYECKOTO XapaKTepa";

(8 pea. MoctaHoBneHun MpasutensbcTsa PP 01 29.12.2022 N 2517)

Npoun3BoACTBO MeAULMHCKUX U3AeNUiA, KOTOpble WU3roTOBAEHbl MO WUHAMBMAYaNbHbIM 3aKa3am
NauMeHTOB, K KOTOPbIM MpPeabABAAOTCA chneupanbHble TPeboBaHUA NO Ha3HAYEeHUID MedULMHCKMX
paboTHNKOB.

4. VHCNeKkTUMpYIoWen opraHusaumein OCyLLeCTBAAETCA BeAeHWe peecTpa 3aK/Il4YeHuin o
cooTBeTCTBMM TpeboBaHUAM (Oanee - peecTp 3aK/AOUYeHWUI), pa3sMelleHHOro Ha oduuManbHOM caliTe
YNOZHOMOYEHHOro opraHa B UHGOPMALMOHHO-TENEKOMMYHUKALMOHHOM ceTn "UHTepHeT" (aanee - cetb
"UHTepHeT"), B KOTOPOM YKa3blBalOTCA caeayloline cBeaeHns:

a) YHUKaNbHbIN perncTpaLoHHbIi HOMEpP BHECEHUSA 3aNUCKh B peecTp 3aKaH0UeHN;

6) paTa M Homep OTYeTa O pesynbTaTax MHCNEKTUPOBAHUA, CPOK ero AeCTBUS;

8) dopma MHCNEKTMPOBAHUA: NEePBUYHOE, MOBTOPHOE, BHEM/1AaHOBOE (N0 NPUMEHUMOCTH);
r) uenb MHCNEeKTUpPOBaHMA (B clyyae NPOBeAEHMA BHEMIAHOBOIO MHCMEKTUPOBaHMSA);

) HaMMeHoBaHMe MeANLMHCKOro M3aenus;

€) Knacc NoTeHUNanbHOro pUcka NpUMMeHeHUs MeaULUMHCKOro U3aenus;

) rpynna wam noarpynna (npu Haauuum) mMeauuMHCKOro u3genva B 3aBMCMMOCTM OT Knacca
NOTEHUMANbHOMO PUCKA UX NPUMEHEHMA MO NEPEYHI0 COrNAacHo NpuaoxkeHuo N 1;

3) HAUMEHOBAHME U MECTO HaXOXAEHUSA NPOU3BOAUTENS MEOULMHCKOTO U34eNns nan pamuans,
MMA M OTYeCTBO (MpWM HaNUuMK), MECTO KMUTEeNbCTBA MWHAMBMAYAZbHOIO npeanpuHMMaTens -
npounsBoanTENA MeAULIMHCKOTO NU3aenus;



1) agpeca Npon3BOACTBEHHbIX MAOLLAA0K;
K) pe3sy/nbTaT MHCMEeKTUPOBaHUA.

5. YNO/HOMOYEHHbIM OpraHOM Ha ero opuumaibHOM caTe B ceTn "MHTepHeT" ocylwecTeaseTca
BeAEeHMe peecTpa OpraHM3aluii, OCYLECTBAAIOLWMX NPOU3BOACTBO MEAULMHCKUX M3AENUI, KOTOopble
M3roToBAEHbI MO WUHAMBUAYANbHbLIM 3aKa3aM MaUMEHTOB M K KOTOPbIM MPeabABAAOTCA CneuunasbHble
TpeboBaHMA NO Ha3Ha4YeHUI0 MeAMUMHCKMX PaboTHUKOB (ganee - peecTp opraHusaumii). B peectpe
OpraHn3aumii yKasblBaloTCA cieaytoliMe CBeAeHMS:

a) YHUKaANbHbIWA PErMcTPaLMOHHbIA HOMEpP U AaTa BHECEHMA 3aMNnCK B PEECTP OpraHu3auni;

6) nosHoe M COKpaleHHoe HauMMeHoBaHMe (MpM HaAnuum), B TOM umucie OUPMEHHoe
HauMeHOBaHWE, M OpraHWM3auMoOHHO-NPaBoBas GOPMa OPUAMYECKOTO AMLA UAM GamMuAnA, UMA U
oT4yecTBO (MPM HaNMUMM) WHOMBUAYANbHOTO NpeanpuHUMaTeNs, HauMeHOBaHWME W PEKBU3MUTI
AOKYMEHTa, YAOCTOBEPAIOLLENO €ro JIMYHOCTb, aAPec MeCTa HaXOXKAeHWA PUAMYECKoro nnua wuau
aZlpec MecTa KUTeNbCTBa MHAMBMAYANbHOrO NpeanpuHMMaTENS; roCyAapPCTBEHHbIA PErUCTPALMOHHDIN
HOMep 3aM1CcK O CO34aHUN LOPUAUYECKOTO NNLA, MAEHTUDUKALMOHHbIN HOMEP HAaNOronAaTeNbLUNKa;

B) agpeca NpoM3BOACTBEHHbIX MNJIOLLA/0K;

r) HaMmeHoBaHMe, cBedeHna 06 MMMAaHTaUMM B Te/NO YesloBeKa, HasHayeHue MeAMUMHCKOro
n3aenna, KOToOpPoe U3roTOB/IEHO NO MHAMBWUAYA/IbHBIM 3aKa3aMm NaLMeHTa U K KOTOPOMY NpeabaBaaoTcs
cneumasnbHble TPe60BaHMA MO Ha3HaYeHNIO MeANLMHCKUX PabOTHUKOB.

OcHoBaHMem ana BHecCeHMA 3anucen B peecTp opraHmsau,m‘/'l ABNAETCA noay4vyeHue
YNO/THOMOYEHHbIM OPraHOM MH(I)OpMaLI,MM O BHeCEeHWK 3aMncKn B peecTp 3aK/IOYEHUN.

6. CeejeHua, cofepskaliMeca B OTYeTe MO pesynbTaTam MPOBEAEHMA WHCMEeKTUPOBaHMA
NPON3BOACTBA, BHOCATCA:

B PErncrpauMoHHOE [A0Cbe Ha MeAMUMHCKOE W3Aenne, KOTOpoe BeaeTcA YMNOJHOMOYEHHbIM
opraHom;

B peecTp opraHM3auuii.

OcyluectBneHne AesTeNbHOCTM N0 U3rOTOBNEHUIO MEAULMHCKMX U34eNUA N0 UHOMBUAYA/bHLIM
3aKasam MauMeHTOB, K KOTOPbIM NpeabABAAlOTCA cneuManbHble TpeboBaHMA MO  HA3HAYEHUIO
MeAMULMHCKNX PabOTHWKOB, NpeAHa3HauyeHHbIX ANS MMMNAAHTaLuuMKM B TeNo 4yenioBeKa, 6e3 BHeceHun
CBEAEHUI B peecTp opraHn3aumii He gonycKaeTca.

7. NopAagok nepegayv CBeAEHUIN ANSA BKAKOYEHMA UX B PEECTP OpraHM3aumini U peecTp 3aKAlo4YeHUi
onpeaenAeTcs ynoAHOMOYEHHbIM OpraHoOM.

8. B cnyyae ecnn npousBOAUTENIN MEAWMUMHCKUX W3LEeNUiA Knacca MOTEHLMANbHOrO pPUCKa
npumeHeHnsa 1 1 HecTePUIbHbIX MEANLMHCKUX U34ENNIM Kacca NOTEHLMANbHOMO PUCKa NPUMEHeHMA 2a
NPOLWW/IM OUEHKY CUCTEMbI YNPaBAEHUA KauyeCTBOM MEOULMHCKOTO M3L4ENNs, BKAHOYAOLWYIO NPOLEcChl
NPOeKTUPOoBaHMA U pa3paboTKM, B COOTBETCTBUWM C HacToAWMMMKM [paBMnamu, TO B TeYEHWe CPOKa
OeWCTBUA OTYeTa Mo pesy/ibTaTam NpoBeAeHUA MHCNEKTUPOBAHMA NPON3BOACTBA BHECEHWE U3MEHEHN
B perncTpaumoHHoe A0Cbe TaKUX MeANLUMHCKUX U3AeNnI OCYLLEeCTBAAETCA B YBEAOMUTEIbHOM NopaaKe
6e3 nposeaeHMA 3KCNepTU3bl KayecTsa, 3ddeKTUBHOCTU 1 6e30MnacHOCTW.

9. MHdopmaums o Bblgaye (oTKase B Bblgadye) oTyeTa 06 MHCNEKTUMPOBaAHMM MNPOM3BOACTBA B
TeyeHue 10 paboumx AHEN CO AHA NPUHATUS COOTBETCTBYIOLLErO pPeLleHUs BHOCUTCA MHCMEKTUPYOLWEN
OpraHu3aumMen B PeecTp 3aK/NYEHUM M pasMelaeTca Ha oduUManbHOM CalTe YNoJIHOMOYEHHOrO
opraHa B cetu "UHTepHeT".



10. Pacxoabl, cBA3aHHble C NpoBeAeHUEeM WHCMEeKTUPOBAHUA MPOU3BOACTBA B PaMKaX OLLEHKMU
CUCTEMbI YNPaBNEHMUA KAYeCTBOM MEAMUMHCKUX U3Aennii, HeceT MpOoM3BOAUTENb MEANUMHCKOro
M3genmMa Ha OCHOBAHWWM [OrOBOpPa, 3aKAYAEMOro C WMHCMEKTUPYoWen opraHusaumein. MeToamka
onpeaeneHus paamepa nnatbl 33 NPoBeAeHNE MHCMEKTUPOBAHMA NPON3BOACTBA MEANLNHCKUX U34EeNNI
Ha cooTBeTcTBME TpeboBaHMAM YycTaHaBaAMBaeTcds MUHUCTEPCTBOM 34paBooOXpaHeHus Poccuiickolt
depepaunn.

Mpn onpegeneHUnM CTOMMOCTM WMHCMNEKTUPOBAHUA MPOM3BOACTBA OCYLLECTBAAETCA pacyeT
HOPMaTUBHOW MPOAO/KUTENIbHOCTU MHCMEKTUPOBAHUA MPOU3BOACTBA HE3aBUCMMO OT (aKTUUYECKOM
MPOAO/IKMUTENIbHOCTM MHCMEKTUPOBAHMA NPOU3BOACTBA.

11. TMMepeyeHb MHCMAEKTUPYIOLWMX OpraHM3aumii pasmewaetca Ha oduuManbHOM  canTe
YNOJIHOMOYEHHOro opraHa B cetn "UHTepHeT".

12. MHCHeKTMpyPOLLI,aFl OopraHnsaunAa He O01XKHa 6bITb 3anHTepeCcoBaHa B pe3ysibTaTaX npoBeaeHnaA
MHCNEKTUPOBAHNA NPON3BOACTBA.

MHcneKTUpytowan opraHnsauma, ee pPyKoBOACTBO WM COTPYAHWKM, yyacTBYlOWME B NpPOBeAEHUU
WMHCNEKTUPOBAHUA NPOM3BOACTBA, HE AO/KHbI MPUHUMATbL y4yacTue B AEATENbHOCTU, KOTOpPas MOXKeT
NOBAMATb HA HE3aBUCMMOCTb WX CYXAEHWA MAM MX BECNPUCTPACTHOCTb B OTHOLIEHWW PEe3y/NbTaToB
NpoBeAEeHMA MHCMEKTUPOBAHMA NPOM3BOACTBA, OHWU TaKKe He [A0/KHbl OblTb paspaboTymkamuy,
NpPou3BOANTENAMM, NOCTAaBLMKAMN MEOULMHCKMX U3LENUNA, HE LAOJIKHblI OCYLLECTBNATb TEXHUYECKOE
o6cnyKnBaHMe (PEMOHT) MeAULMHCKUX U34eNINi, OLEeHKY NPOU3BOACTBA KOTOPbIX OHM NPOBOAAT, UAU
He A0/XHbl 6bITb YNONHOMOYEHHbIMU NPEeACTaBUTENAMMN pa3paboTumKa, NpPomn3BoAUTENA, NOCTABLLMKA
MEANUMHCKUX U334/, UL, OCYLLECTBAAIOLWMX TEXHUYECKoe 06CNy»KMBaHME (PEMOHT) MeaULUMHCKUX
n3genui.

13. MHcnekTMpyoLaa opraHn3aums 4OKyYMeHTaibHO 0QOPMAAET NPOLLECChI, OXBaTblBatOLME:

a) 0b6bpaboTKy 3anpoca O NPOBEAEHUM WHCMEKTMPOBAHMA NPOM3BOACTBA, MNOCTYMMBLUETO OT
NpPoOU3BOAMNTENA MEANLMHCKOTO U3LEeNUs;

6) nnaHMpoBaHWe, MNpoOBeAeHWE W COCTaB/leHMEe OTYyeTa O MNPOBEAEHWM WHCMNEKTUPOBaHUA
NpPOM3BOACTBA;

B) YC/l0BMA [0roBopa O MPOBEAEHUW WHCMEKTUPOBAHMA MPOM3BOACTBA, 3aK/0YaeMOoro ¢
npoun3BoauTeNiem MeaNLMHCKOro U3AEeANA UNN ero YNOSIHOMOYEHHbIM NpeacTaBuTenem;

r) onpeaeneHne NPoMU3BOACTBEHHbIX N/10WAA0K, KOTOopble ByAyT NoABepraTbCs MHCNEKTUPOBAHWIO
npou3BOACTBa;

,D,) od)opmneHme OTYETOB C 3aK/NKO4YEHMEM O COOTBETCTBMM WM HECOOTBETCTBUU CUCTEMDI
ynpasaeHnAa Ka4ectBom meanuymnHCKOro n3genna TDE6OBaHMﬂM;

€) KOHTPO/1b 33 KOPPEKTUPYHIOLLMMWN AENCTBUAMM MO YCTPAHEHMIO HECOOTBETCTBMI, BbiABIEHHbIX B
xo4e NpoBeAeHNA MHCMEKTMPOBAHMUA MPOM3BOACTBA;

) pacnpegeneHne o6A3aHHOCTEN M MNOJAHOMOYUIA UJIEHOB MHCMEKUMOHHOW Tpynnbl Mpu
npoBegeHUM WMHCNEKTUPOBAHMA MPOM3BOACTBA (C YYETOM WX KOMNETEHUMMU) U NpU HEOoBXoAMMOCTU
npueaevyeHme BHeLWWHNX SKCNepPTOB.

14. MHcnekTMpyloWaa OpraHMsauma [AOKYMEHTA/NIbHO YCTaHaBAMBAET MOpAAoOK obecnedyeHus
KOHPUAEHUMANBHOCTU MHOOPMALIMM, COCTABAAIOWEN KOMMEPYECKYID TallHy W MOAYyYeHHOW B Xxoae
NpoBegeHUs WMHCNEKUUA, C YYETOM BO3MONKHOCTM MNPUBAEYEHUA BHELWHWUX 3KCNEPTOB WM y4yacTusA
HablogaTenei ot yNoJHOMOYEHHbIX OPraHoB.



CornaweHune o KOHGUAEHLMANBHOCTA, 3aK/I0HAaEMOE MEXKAY UHCNEKTMPYIOLLEeN opraHv3aumen u
NpousBoaMUTENEM MEOMUMHCKUX W3AENNNA, AO/KHO COoAeprkaTb MOJOXeHWA, NpeaycmaTpuBatolme
BO3MOXHOCTb  MPeACTaBAEHMA  MHCMEKTUPYoWen opraHusaumMei  yNnoAHOMOYEHHOMY  OpraHy
MaTepuranoB No pesynbTaTam NPOBeAEHUA MHCNIEKTUPOBAHWA.

15. MHcneKTMpyloLlLaa opraHn3aums AoAKHa Noaaep>KmMeaTbh B pabouyem COCTOAHUN U XPaHUTb He
meHee 10 neT 3anmMcu 06 MHCNEKUMM U APYror CBOEN AeATe/SIbHOCTU MO BCEM MPOU3BOAUTENAM
MEANUMHCKUX M34eNni, NOAABLUMM 3asBKM O MPOBEAEHUM MHCMEKTUPOBAHMA NMPOU3BOACTBA U (Un)
npoweawnm MHCMEKTUPOBaHMeE NPOM3BOACTBA, KOTOPbIE A0/KHbI COA4EPKATb:

a) WHPopMaUMIO O 3afBKe Ha MPOBeAeHWE MWHCMEeKTMPOBaHMA WM OTYETbl O pesyabTaTax
npoBeAeHMA MHCNEKTMPOBAHUA NPON3BOACTBA;

6) AO0roBop Ha nposegeHne MHCNEKTUPOBaAHNA NPONU3BOACTBA;
B) obocHoBaHue npoAO/IKUTENbHOCTU MHCNEKTUPOBAHNA MPON3BOACTBA;

r) ceegeHua o6 OCYLLECTB/IEHUM KOHTPO/A 3a BbIMOJHEHUEM KOPPEKTUPYIOWMX AEWCTBUIA Mo
pe3ynbTaTamM NPoBeAeHUA MHCNEKLNI;

A) 3anucum o *kanobax, a TakKe 0 Noc/eayoWwnX KOPPEKTUPYIOWMNX AEACTBUSAX;
€) OOKYMEHTbI, MOATBEPKAAOLME KOMMETEHTHOCTb MHCMEKTOPOB U BHELLHMX 3KCMEepPTOB;

)K) cornaweHume o KOHd)M,D,eHLI,MaI'IbHOCTM, 3aK/Il04YEHHOE MeXay VIHCI'IEKTMpYI-OLLI,EI';I OpI'aHVI3aLI,VIel'71
1 nponssoguntTenem megnumMHCKnNX VI3,£I,eI'IVIl7I.

16. YNONHOMOYEHHbI OpraH B pPamMKax KoopauHauuum paboTbl MHCMEKTUPYIOLWEN opraHusaumm
BMpaBe 3a CBOM CYEeT HanpaBUTb CBOMX HabawaaTenen 4na yyactua B NpoOBeAeHUN MHCMEKTUPOBAHUSA
Npou3BOACTBA B PaMKax OUEHKM CUCTEMbl YNPaB/AeHUS KayecTBOM MEeAUUMHCKOTO U34enus.
MpounssoguTenb MeaNUMHCKOTO usgenmsa obs3aH obecneyntb AOCTYN YE€HOB FPyMnbl MHCMEKTOPOB U
HabnopaTenel K 06bEKTaM MHCNEKTMPOBAHMA.

Il. MopapoK npoBeaeHUA UHCNEKTUPOBAHUA NPOU3BOACTBA
MeAULMHCKUX u3aennii

17. OueHka cuctembl ynpasaieHnAa KadyeCctBOM MeAUUNHCKUX M3,D,EJ'|M171 nposogunTcA B d)opN\ax
nepBun4yHOro, nepnogn4eckoro (I'II'IaHOBOI'O) M BHEMNJIAHOBOIo MHCNEKTUPOBAHMA NPON3BOACTBA.

18. MNepBMYHOE MHCNEKTUPOBaHME MPOU3BOACTBA NPOBOAMUTCA B Lenax I'OCY,D,apCTBEHHOﬁ
perncrtpaunn megnumnHCKoro wmsgenna B Caydasnx, TPE6YPOLLI,VIX nposeaeHMA 3KCNEPTU3bl KayecCTBa,
3d)¢eKTVIBHOCTM n 6esonacHoctu MeaNUNHCKNX VI3,£I,eJ'IVIl7I, UWan BHeCEHMA B peecTp opraHmsau,m‘/'l
CBe,D,EHMle, YKa3aHHbIX B NYHKTe 5 HacToAwmx MNpasnn.

19. [na npoBeaeHMA NEPBUYHOrO0  WMHCNEKTUPOBAHMA  MNPOU3BOACTBA NPOM3BOAUTENb
MEANUMHCKOrO U34enna WAM YNOJHOMOYEHHbIA NpeacTaBUTeNb NpousBoauTens (Msrotosutens)
MeZNUMHCKOro nu3genua (ganee - 3afaBuTe/Ib) NPEACTABAAET B MHCMEKTUPYHOLLYIO OPraHM3aumio 3asaBKy O
NpoBeLEHUN WHCMNEKTUPOBAHUA MPOM3BOACTBA C YKA3aHMEM MEAMUMHCKMX M34enMA U WX Tpynn
(noarpynn), npegycmoTpeHHbIX npunoxkeHnem N 1 K Hactoswmm [MpaBuaam, U NPOU3BOACTBEHHbIX
NAOWAA0K, NOANEXKALWMX MHCIEKTUPOBAHMIO, C NPUIOXKEHMEM C/eAYIOWMX AOKYMEHTOB B 3/1EKTPOHHOM
dopme (NakeTa 31EKTPOHHbIX LOKYMEHTOB):

cnpaBKa O d)aKTMHECKOVI YNCNEHHOCTU COTPYAHWUKOB, y4aCTBYHOWMUX B Mnpoueccax OLI,EHVIBaEMOVI
CUCTEMDI YNpaB/1eHNUA Ka4eCTBOM MeANLNHCKUX M3,D,EI'IM171;

KOMWA OTYETa O pesynbTaTax NPOBEeAEHUA OpPraHOM NO cepTUOUKaLMM (ANA CEPTUDULMPOBAHHBIX



CUCTEM MEHeAXMEHTa KayecTBa) NnociefHero ayamta CMCTeMbl MEHEAKMEHTA KauecTBa MeANLNHCKUX
nsgennii (npu Haanumm).

20. MHCHEKTMpYIOLLI,aH OopraHnsauma nNpoBoAnUT aHaA/IN3 NPEACTAB/IEHHbIX JOKYMEHTOB B TEYEHUNE
10 pa60‘-IVIX AHEﬁ CO AHA Nnodayun 3aAaBUTeNEM 3aABKN O NpoBeaeHUN MHCMEKTUPOBAHKWA NPOnN3BOACTBA.
B cnyyae npuHATMA peweHnAa O NpoBefAeHMUM MHCNEKTUPOBAHUA MNPOM3BOACTBA MHCMEKTUPYHOLWAA
OpraHn3sauna 3akKn4YaeT C 3aABUTENEM A0rOBOP Ha NnpoBeaeHNEe MHCNEKTUPOBAHNA NPOMN3BOACTBA.

B cnyyae eciM NpUHATO  OTpUUATENbHOE pelleHWe O MpPOoBeAeHUN WHCMEKTUPOBaHMA
NpPou3BOACTBA, MHCMEKTMPYIOLLAA OpraHn3aums BblaaeT 3aaBUTENt0 (HanpaB/seT 3aKasHbiM MOYTOBbLIM
OTNpaBiAeHUEM C YBELOM/IEHMEM O BPYYEHUN UM B GOPME INIEKTPOHHOIO AOKYMEHTA, NOoANNUCaHHOTO
YCUNEHHOW 3NEKTPOHHOW MoANUCbIo) yBeaomieHMe 06 OTKase B MNPOBEAEHUUM MNEePBUUYHOTO
WMHCNEKTUPOBAHUA NPOU3BOACTBA C YKazaHNEM NPUYUH.

OcHoBaHMem anAa OTKasa B nposeaeHn NepBnUHYHOro MHCNEKTUPOBAHNA NMPOU3BOACTBA ABNAETCA
HECOOTBETCTBME 3aABKN N AOKYMEHTOB, YKAa3aHHbIX B NYHKTE 19 HacToAWwMX Mpaswun.

21. Mpn nposefeHMU NepBUYHOIO WMHCNEKTUPOBAHWA MPOM3BOACTBA OLEHWBAETCA BHeApeHue
CNCTEMDbI yNnpaBaieHMA Ka4eCTBOM MeauLUMNHCKOro n3genma Ha CooTeseTcTtemne Tpe6OBaHMHM.

22. [lpn npoBefeHMM MEPBUYHOIO0 WMHCMNEKTUPOBAHUA NPOM3BOACTBA MHCAEKTUPYHOLLAA
opraHu3auya NPoBOAMT MHCNEKTUPOBaHME NPOU3BOACTBA BCEX YKAa3aHHbIX B 3aABJEHMUU O NpoBeaeHUn
MHCMEeKTMPOBAHUA NPOMU3BOACTBEHHbIX NIOLWAA0K.

B cnyyae eciv Ha o4HOM NPOM3BOACTBEHHONM MNJOLWAAKe NPOU3BOAATCA MEeOUUMHCKUE U34enus,
OTHOCALMECA K HECKONbKMM rpynnam (noarpynnam) MeguuMHCKUX W34enuid, NpeaycMOTPEHHbIX
npunoxkeHnem N 1 K HacToAwwmm lpaBuMnam, B 3aBUCMMOCTM OT Kjacca MNOTEHUMANbHOTO pUCKa WX
NPUMEHEHWA, WHCMEKTMPOBaHME NPOM3BOACTBA B PaMKax OAHON MPOBEPKM MOMKET OXBaTbiBaTb
HEeCKO/IbKO rpynn (nogrpynn) MeguunMHCKUX U3LENNI B COOTBETCTBMM C 3aABEHHBIMU NPOU3BOAUTENEM
MeAMULNHCKUX U34eNniA NPOM3BOACTBEHHBIMM MNOWALKAMM.

23. PacyeT HOPMaTMBHOM NPOAOCIKUTENBHOCTU MHCNEKTUPOBAHMA NPOU3BOACTBA OCYLLLECTBAAETCA
npuv onpeaeseHnn CTOMMOCTM MHCMEKTUPOBaHMA MPOM3BOACTBA HE3aBUCMMO OT  QaKTUYecKom
NPOAO/IKNUTEIbHOCTM MHCNEKTUPOBAaHNA NPON3BOACTBA.

24. HopmatmBHaAa MPOAO/KUTENbHOCTb WHCMEKTUPOBAHMA MPOM3BOACTBA WUCYUCNAETCA B
4yenoBeKo-AHAX Ha OcHoBe 8-yacoBoro pabouyero paHA. HopmaTuBHaa NPOJOKUTENBHOCTb
WMHCNEKTUPOBaHMA MPOM3BOACTBA BK/AOYaeT B cebA Bpemsa, NpoOBeAeHHOE BHE WHCNEKTUPYyeMOoi
OpraHM3auym U 3aTpavyeHHOe Ha aHanAM3 AOKYMeHTauuMm U NAaHMPOBAHME WMHCNEKTUPOBaHUA
NPOM3BOACTBA, A TaKXe Bpems, NpoBefeHHOe HEernocpeAcTBEHHO B MHCMNEKTUPYEMOM opraHu3auum u
3aTpayeHHoe Ha COCTaB/IeHMEe OTYETOB.

Ecnn o6bekThbI MHCNEKTUPOBAHNA NPONU3BOLACTBA PACNOJI0KEHDbI B APYyrom ropoae no OTHOWEHUIO
K MHCI'IEKTVIpYPOLLI,EVI OopraHusauuMn, TO HOPMATUBHAA NPOAONKUTENBHOCTb WHCNEKTUPOBAHUA
npon3soAacTBa yBE/IMYMNBAETCA Ha 2 4enoBeKO-AHA Ha Ka)K,D,bIVI 06BbEKT UHCNEKTUPOBAHNA.

25. B KayecTBe OCHOBbI A1 pacyeTa HOPMATUBHOM MPOAO/IKUTENBHOCTU WMHCMNEKTUPOBAHUA
NPOn3BOACTBA MCMNONb3YETCA PAKTUYECKAA YNCNEHHOCTb COTPYAHUKOB MHCNEKTUPYEMOW OpraHM3auuuy,
YYacTBYIOLWMX B MPOLLECCAaX B PaMKax OLLEHMBAEMOM CUCTEMbI YNpPaBAEHWs KavyecTBOM. YMCNEeHHOCTb
COTPYAHMKOB € YACTUYHOM 3aHATOCTbIO YUYUTLIBAETCA NyTEM €€ KOHBEepTauuMW B 3KBUBAJIEHTHYHO
YMCNEHHOCTb COTPYAHUKOB C NOJIHOM 3aHATOCTbIHO.

MokasaTenun Ana pacyeta HOPMATUBHOW NPOAOINKUTENBHOCTU MHCMEKTUPOBAHUA NPOM3BOACTBA B
33aBUCMMOCTM OT AKTUYECKON YMCNEHHOCTU COTPYAHMKOB OOBEKTA MHCMEKTUPOBAHMA MNpuUBEAEHbI B
npunoxkeHum N 2.



26. OTpenbHble AelcTBMA MNPW NPoBeAeHUN NepBUYHOro, nepuoamnyeckoro (mnaHoBoro) U
BHENNAHOBOrO MHCNEKTMPOBAHMA NPON3BOACTBA OCYLLECTBAAIOTCA B Cieaytowme CPOKM:

aHanus MHCI'IEKTVIpYPOLI.I,eVI opraHmsaumeﬁ AOKYMEHTOB, MNpeacTtaB/IEHHbIX 3aABuUTenem Ana
nposeaeHMA UHCNEKTUPOBAHUA, - HE 6onee 10 pa60lmx ,ﬂ,HeVI CO AHA NoAdayn 3aABUTeENEM 3aABKU O
nposeaeHNMnN MHCNEKTUPOBaAHNA NPON3BOACTBA,

HanpaB/ieHWe WHCMNEKTUPYIOLEel opraHM3aumein 3asBieHMAa B  YMOJIHOMOYEHHbIA oOpraH o
NPOBEAEHMU OLEHKU CUCTEMbI YNPaB/IeHUS KayeCTBOM MEeLMULMHCKOIro M3A4esIns C UCMO/b30BaHUEM
CpeAcTB ANCTAaHUMOHHOIO B3aMMOAENCTBUA - He bosiee 3 pabounx OHelr co AHA Nodayu 3anaBUTESIEM
3aABKM O NPOBEAEHUN NHCMEKTUPOBAHUA NPOU3BOACTBA;

Hanpas/ieHne yno/IHOMOYEHHbIM OPraHOM B MHCNEKTUPYHOUWYH OpraHun3auuio yseaomsieHunAa o
NMPUHATOM peWeHNN O BO3SMOXKHOCTUN UM HEBO3MOXHOCTU NpoBedeHNA OUEHKU CUCTEMDBI ynpaBaeHUA
Ka4yectBOM MeaANUMNHCKOTo nsaenna c ncnosibaosaHnem cpeacrts guNCTaHUMOHHOIO B3aVIMO,D,EI7'ICTBVIﬂ - He
6onee 3 pa60lmx ,D,HEVI CO AHA nonyvYyeHnAa ynoIHOMOYEHHbIM OPraHOM 3aABNEHUA MHCI'IQKTVIpYPOLLI,QVI
opraHnsaumm o nposegeHn OUEHKU CUCTEMDLI YynpaBaeHUNA KayeCTBOM MeaAUUUHCKOro wmnipgenva cC
ncnonb3oBaHem cpeacts AUCTaHUMOHHOIO BBaMMOAeVICTBMH;

3aK/loYeHMe A0roBopa Ha NpoBeAeHUe MHCNEKTUPOBaHNA NPON3BOACTBA (BK/IOYasA cornacosaHue
ycnosuii, obopmaeHne n noanucaHne ykasaHHoOro Agorosopa) - He 6onee 10 pabounx AgHel co AHSA
NPUHATUA peLleHna 0 NpoBeseHUN NHCNEeKTUPOBaHUA NPON3BOACTBA;

HanpaB/ieHue yBeaomaeHUs 06 OTKase B MPOBEAEHMU WHCMEKTUPOBAHWUA MPOM3BOACTBA - He
6osee 3 paboumnx gHen co AHA NMPUHATUA OTPULATE/IbHOTO PELLEHUS;

od)opmneHme npoesaHbIX U UHbIX HQO6XO,£I,VIMbIX AOKYMEHTOB 414 nNpoBeaeHnA MHCNEKTUPOBAHUA
O,D,HOVI nnn 6bonee Nnpon3BoACTBEHHbLIX NMAOWAAOK, a TaKXe npoesa K MeCcty nposeneHuAa
MHCNEKTUPOBAHNA - HE bonee 25 pa60lmx AHEﬁ CO OHA 3aK/N4YeHunA AOorosopa Ha nposepgeHue
MHCNEKTUPOBAHNA NPON3BOACTBA;

HaxoXAeHWe Ha NPOWM3BOACTBEHHOM nNaowaaKke (B TOM 4MCAe C MCNO/b30BAHMEM CPEACTB
ONCTaHLMOHHOIO B3aMmogencteus) - He bonee 5 pabounx gHei co aHA NpubbITUA Ha Hee.

27. MNpun pacyeTe HOPMATUBHOWN MPOAOIKUTENBHOCTU UHCNEKTUPOBAHMA MPOU3BOACTBA LOJIKEH
YUYMTbIBATLCA CPOK AENCTBUM, onpeaeneHHbIx NyHKTamm 29, 35 1 38 HacToawmx Mpasun.

28. COBOKYMHbIV CPOK NPOBEAEHUA MHCNEKTMPOBAHMA NPOU3BOACTBA He AO/KEH npesbiwaTts 90
pabounx gHel co AHA Nogauu 3aaBUTEIeM 3aBKM O NPOBEAEHUN MHCMEKTMPOBAHMA NPOM3BOACTBA.

29. Mo pesynbTatam MPOBEAEHHOTO  MEPBMYHOTO  MHCMEKTMPOBAHMA  MPOM3BOACTBA
MHCNEKTUPYIOLWAn opraHmsaums B TeyeHne 10 paboumnx gHeu:

odopmaAeT oTyeT no popme cornacHo npuaoxeHuto N 3 1 BblAaET WAM HaNpPaBAsEeT 3aABUTENIO
3aKasHbIM MOYTOBbIM OTMNPaBAEHWEM C YBEAOM/IEHMEM O BpyYeHUU WAU B GOPME 3/EKTPOHHOro
AOKYMeHTa, NOANUCAHHOIO YCUAEHHOM 3/1EKTPOHHOM MOANUCHIO;

pa3sMeLlaeT B peecTpe 3ak/IlUYeHU CBeAeHMn, yKa3aHHble B NyHKTe 4 HacToswmx Mpasua.

OTyert 0 pe3ynbTaTax NepBnUYHOro MHCNEKTUPOBAHUA NMPOU3BOLACTBA ,D,EI;‘ICTBMTQI'IEH B TeyeHue 5
NEeT CO AHA ero Bbiaa4vu.

30. Pe3ynbTaTbl MHCNEKTMPOBAHMA MPOM3BOACTBA PACNpPOCTPAHAIOTCA Ha rpynny (noarpynny)
MEeAMULMHCKUX U3LENUI, YKa3aHHbIX B npunoxkeHnn N 1 K HacTtoawmm MNpasunam. Ans meanUMHCKUX
M34eNNA KNAacCoB MOTEHLMANLHOTO pPUCKA NpumeHeHMa 1 u 2a pesynbTaTbl MHCNEKTUPOBAHMUA
NMPOM3BOACTBA PACMPOCTPAHAIOTCA Ha rPynnbl MEAUUMHCKUX U3Aennint. Qs MeaUUMHCKUX n3aenuii



K/J1acCoB MOTEHLMANbHOrO PUCKa npumeHeHuna 26 n 3 pesynbTaTbl MHCMNEKTUPOBAHWA MPOM3BOACTBA
pacnpocTpaHAOTCA Ha NoArpynnbl MeauUMHCKUX N3aenmi.

31. MNepuoguyeckoe (NN1aHOBOE) MHCNEKTUPOBAHWE NPOM3BOACTBA NpoBoguTca 1 pas B 5 neT co
[HA Bbl4auM OTYEeTa O pe3y/ibTaTax NePBUYHOIO MHCMEKTUPOBAHMSA.

[na nposefeHUsa nepuvoanMyeckoro (M1aHOBOrO) MHCMEKTMPOBAHMA NPOM3BOACTBA 33ABUTESb
Hanpas/iseT B MHCMEKTMPYIOLWYIO OpPraHM3aLuio 3asBKY O MPOBEAEHUM MepUoAMYEcKoro (na1aHoBoro)
WMHCNEKTUPOBAHMA MPOMU3BOACTBA C YKasaHMEeM MEeAUUMHCKUX M3Zgennin u ux rpynn (noarpynn),
npeaycmoTpeHHbIx npuaoxeHnem N 1 K Hactoawmm [lpasBunam, M NpousBOACTBEHHbIX MAOLWAAOK,
BXOAAWMX B 061aCTb MHCMEKTUPOBAHMUA, C NPUIOKEHUEM CAEAYIOLNX OOKYMEHTOB B 3/IEKTPOHHOM
dopme (NakeTa 31EKTPOHHbIX LOKYMEHTOB):

cnpaBKa O d)aKTMHECKOl)'I YNCNEHHOCTU COTPYAHWUKOB, y4aCTBYHOLWMKUX B npoueccax OLI,EHVIBaEMOVI
CUCTEMDI YNpaB/1eHNUA Ka4eCTBOM MeANLUNHCKUX M3,D,EI'IM171;

KOMMA OT4YEeTa O pe3yanbTaTax nposeaeHnA nocneaHero MHCNEKTMpPoOBaHMA NPON3BOACTBA;

KOMUS OTYETa O pesyabTaTax NpoBeAeHUA OpPraHoM no cepTudukaumm (ana cepTMPrUuUMpPoBaHHbIX
CUCTEM MeHeAXMEHTa KayecTBa) NnociefHero ayamuta CMCTeMbl MEHEAKMEHTA KauecTBa MeAULNHCKUX
nsgenvii (Npu Hannumm).

32. UHcneKTupylowaa opraHnsauma npoBoauT aHan3 npeactaBieHHbIX JOKYMEHTOB B TedyeHue
10 pabouux pAHelt co AHA NOAQYM 3afBKM O MPOBEAEHUM MEepUoAMYEcKoro (niaHoBoro)
WMHCMEKTUPOBAHMA NPOU3BOACTBA. B ciyyae ecnm MHCNEKTUPYIOLWAn opraH13auma NnpuHana peweHue o
NpoBeAeHMM NEPUOAMNYECKOrO (MNAHOBOFO) MHCMNEKTUPOBAHWA MPOWM3BOACTBA, OHAa 3aK/jl4vaer
COOTBETCTBYIOLWMI AOrOBOP C 3aABUTENEM.

B cnyyae ecan NpUHATO OTpUUATENbHOE PELUeHWE O MNPOBEAEHUM MHCNEKTUPOBAHMUA
NPOM3BOACTBA, MHCMEKTMPYIOWAA OpraHusauma yseaomnseT B GOpMe 3/71EeKTPOHHOro [AOKYMEHTa,
NOAMMCAaHHOTO YCU/JIEHHOW 3/1IEeKTPOHHOM nognucblo, 06 OTKase B MNPOBEAEHUM MNEPBUYHOTO
MHCNEKTUPOBaHNA NPON3BOACTBA (C YKazaHMEM NPUUMH).

OcHoBaHMEM [Ansi OTKasa B MPOBEAEHUM TMEPUOAMYECKOTO (MAaHOBOMO) WMHCMNEKTUPOBAHUA
NpPoOu3BOACTBA ABMAETCA HECOOTBETCTBME NpPeACTaBNEeHHOro KOMMJIEKTA [OKYMEHTOB, YKa3aHHbIX B
nyHkTe 31 HacToawwmx MNpasun.

33. Mpu npoBeAeHMM nepuogmyeckoro (NNaHOBOro) MHCMEKTMPOBAHMA NPOM3BOACTBA
OLEHMBAIOTCA NoadepKaHUe COOTBETCTBMA CUCTEMbI YNPABIEHUA KAYeCTBOM MEAMULMHCKOIO usaenus
TpeboBaHUAM.

34. Nepuoanyeckoe (NnaHOBOE) MHCNEKTUPOBAHME NPOM3BOACTBA MPOBOAWUTCA HA BblIOPAHHbIX
WMHCNEKTUPYIOWEN OpraHusauMelrr MNPOM3BOACTBEHHbIX NAOWAAKaXx Ha npumepe 0TobpaHHbIX
MeAULMHCKUX U34eNNiA ANA KaXKAoM rpynnbl UAX No4rpynnbl NPON3BOANUMbIX MeAULMHCKUX U3aenunii (B
3aBMCMMOCTM OT KNacca NOTEHLIMANbHOTO PUCKa UX NPUMEHEHUSA), NPEAYCMOTPEHHbIX NpUIoXKeHuem N
1 K HacTtoAwmm [lpaBuaam, MNOCPeACTBOM aHa/n3a [LAOKYMEHTOB W 3anucen, KoTopble ABWUAWUCH
pe3ynbTaToOM peanunsalmy COOTBETCTBYHOLLMX AOKYMEHTUPOBAHHbIX NPOLLECCOB U (UK) onepaumoHHbIX
npoueayp CUCTEMbl YNPaB/EHUS KAa4YeCTBOM MEAMUMHCKUX U3AE/IUN, NMPUMEHUTENbHO K YKa3aHHbIM
MeAUNLUMHCKUM nsgenvam. ns meanumMHCKUX U34enit KNaccoB NOTEHLUMANBHOIO pUcKa npumeHeHns 1
M 2a npeactaBUTEsNIbHbIM  obpasel, MeAMUMHCKMX U3OeNUA  BbIOMPAETCa  MHCMEKTUPYIOLWWEN
opraHmMsaumen U3  rpynnbl  MeAUUMHCKUMX U3Oenui, Ans  MeAUUMHCKUMX  U34e/MiA  KNaccoB
NMOTEHLMaNbHOFO PUCKA NPUMEHEHUA 26 U 3 - U3 NoArPYNMbl MeAULMHCKUX U3AENUA.

Kputepuamn Bblbopa WHCNEKTUPYIOWEN OpraHusaumMein npeacTaBUTENbHbIX MeAULUHCKUX
n3aennin ABNAETCA HOBMU3HA TEXHUYECKUX PeLUeHUI, Ha3HAYeHUI, TEXHONOTUA NPOU3BOACTBA C YYETOM
pe3ynbTaToB MPOBEAEHUS Npeablaywmx WHcnekuuin. ObocHoBaHMe Bbibopa NpeacTaBUTENbHbIX



MEeAUNUMHCKUX UM3OeNniA  J0/KHO ObiTb NpuBEAEHO B OT4eTe O pe3ysbTaTax MpoBeAeHus
MHCNEKTUPOBAHUA NPOM3BOACTBA.

35. Mo pesynbTaTam MNpPOBEAEHHOro MepuoaMyeckoro (NAaHOBOro) WMHCNEKTUPOBaHMA
NPOM3BOACTBA MHCNEKTUPYIOLLAA OpraHM3auus B TeyeHne 10 paboumnx aHeu:

odopmnaeT oTyeT no ¢dopme cornacHo npunoxkeHnio N 4 v BblgaeT (HanpaBAseT 3aKasHbIM
MOYTOBbIM OTMPAB/JEHUEM C YBEOOMJIEHMEM O BPYYEHUU WUAM B GOPME 3/IEKTPOHHOIO AOKYMEHT],
NoAnNMCaHHOIO YCUNEHHOM 3/IeKTPOHHOM NOAMUCHIO) ero 3asBUTENIO;

pPa3MeLlaeT B peecTtpe 3aK/Il0YEeHNN cBeAeHUA, YKa3daHHble B MYHKTE 4 HacToALWMX Mpasun.

OTtyer O pe3ynbTatax nepunoanyeckoro (I'II'IaHOBOI'O) MHCNEKTUPOBAHNA MNMPOU3BOACTBA
,D,eVICTBVITEI'IEH B TeyeHue 5 net co gHA ero Bblaaun.

36. BHennaHoBoe MHCNEKTUPOBAHNE NpPOnN3BOACTBA NPOBOANTCA B CeAyHOWUX Lenax:

a) BHECEHME U3MEHEHWI B NepeYyeHb NPomn3BOACTBEHHbIX NAOWAA0K, NepeyeHb rpynn (nogrpynmn)
MeANUMHCKUX U3LeNNiA B COOTBETCTBUM C OTYETOM O pe3y/ibTaTax NPOBeAEHMA MHCMEKTUPOBAHMUS;

6) noaTBep)KAeHWe YCTPaHeHMA HapyLleHW Mo pesy/ibTaTam MpPOBeAeHUA WHCMNEKTUPOBaHUA
Npo13BOACTBA;

B) NOATBEPNKAEHWE YCTPAHEHUA MPUYMH, KOTOpble MPUBEAN K BbINYyCKY Heg06pOoKayecTBEHHbIX
MeAMULNHCKUX U34eNni;

r) noATBep»aeHNe BHeAPEHUA NPON3BOAUTENEM CUCTEMbI YIPABIEHNA KaYECTBOM MeAULIMHCKUX
nsaenni (B caydae eciv oueHKa 3TON CUCTeMbl YNpaB/ieHUA Ka4ecTBOM Ha COOTBETCTBUE TpeboBaHUAM
He NpoBOAMNACh).

37. Ona nposBegeHUA BHEMIAHOBOIO0 MHCNEKTUPOBAHMA NPOU3BOACTBA 3aABUTENb HAMpaBAAeT B
WHCNEeKTUPYIOWY0  OpraHM3auMio  3aABKY O NPOBeAeHWUM  BHEenJaHOBOro  WMHCNEKTUPOBAHMUA
NPOM3BOACTBA C YKa3aHMEM MEAMUMHCKMX M3gennini u ux rpynn (nogrpynn), npeaycMoTpeHHbIX
npunoxkeHnem N 1 K Hactoawmm Mpasuiam, U NPOU3BOACTBEHHbIX MJIOWAAOK, BXOAAWMX B 061acTb
WHCNEKTUPOBAHUA, C MPUIOXKEHMEM CAeAyioWUX [AOKYMEHTOB B 3/IeKTPOHHOM d¢opme (naKkeTa
3/IEKTPOHHbIX AOKYMEHTOB):

cnpaBKa O d)aKTMHECKOVI YNCNEHHOCTU COTPYAHWUKOB, y4aCTBYHOLWMUX B npoueccax OLI,EHVIBaEMOVI
CUCTEMDI YNpaB/1eHNUA Ka4eCTBOM MeANLUNHCKUX M3,D,EI'IM171;

MHbOPMaUMA O MPUYUMHAX, KOTOpble MPUBEAU K BbIMYCKY HEA0OPOKAaYeCTBEHHbIX MEANLNHCKUX
nsgennii (No NPUMEHNUMOCTH).

B cnyyaax nposegeHMA BHEMAHOBOrO MHCMEKTUPOBAHMA B LLENAX, YKa3aHHbIX B NOANyHKTe "a
NyHKTa 36 HacToAwmx paBua, 3aaBKa O NPOBEAEHUN BHEMIAHOBOIO MHCNEKTUPOBAHUA NPOM3BOACTBA
HaMNpaBAAETCA B  WHCMEKTUPYIOLWYIO  OpraHuM3aumMi A0  NpeacTaBneHuMA  AOKYMEHTOB  Ans
rocyAapCTBEHHOM perucTpaunm meanumMHCKUX U3genni.

38. Mo pesynbTaTam NPOBEAEHHOrO BHEMAAHOBOTO MHCMEKTMPOBAHMA  MPOM3BOACTBA
MHCNEKTUPYIOLWan opraHmsaums B TeyeHune 10 paboumnx gHew:

odopmaAeT otyeT no Gopme CornacHo npunoskeHnto N 5, 3a UCKAOYEHMEM MHCMEKTUPOBAHUSA,
NpoBeAeHHOTO B LENAX, YKasaHHbIX B NognyHkTe "r" nyHKTa 36 HactoAwwux [paBua, U BblgaeT
(HanpaBnseT 3aKasHbIM MOYTOBbLIM OTMPAB/AEHWEM C YBEAOMJEHMEM O BPYyYEHUM MAM B dopme

3/1EKTPOHHOIO AOKYMEHTa, NOANMCAHHOIO YCUIEHHOMW 3/1eKTPOHHOM NOAMNMCHIO) ero 3afaBuTeNto;

B LLe/1sX, YKa3aHHbIX B nognyHkKTe "r" nyHkTa 36 HacToawwmx Mpasua, odpopmaseT otyeT no popme,



npeaycmoTpeHHoM npuaoxeHnem N 3 K HacTosawmm Mpasunam;
pa3sMeLLaeT B PeecTpe 3aKAUeHUM CBeAEHMA, YKa3aHHble B NyHKTe 4 HacTosawmx Mpasuan.

39. MHcneKkTMpyloWwasa opraHn3auus, NposBoaALan UHCNEKTUPOBaHME NPOM3BOACTBA, HEe AO0/KHA
BbIHOCWUTb MOJIOXKMUTE/IbHOIO 3aKNHUEHUA, EC/IN CUCTEMA YNPAaBAEHMUA KaYeCcTBOM MeANLMHCKUX N3aenuii
He COOTBeTCTBYEeT TPebOoBaHMAM AN HE NMOAAEPKNBAETCA B aKTyasIbHOM COCTOAHUM.

HecooTBeTcTBUA, BbiB/IEHHbIE MO pe3y/ibTaTamM NPOBEAEHUA WHCMEKTMPOBAHWA NPOWU3BOACTBA,
AOMXKHbI  BbITb  yCTPaHEHbl MPOM3BOAUTENEM MEAMUMHCKOrO WU34enuMa B XO4e MpoBeAeHUn
MHCNEeKTUPOBaHMA NPOM3BOACTBA UM B CPOK, He npesblwatowmin 30 paboumx gHel co AHA 3aBepLUeHnn
MHCNEKTUPOBaHUA NPON3BOACTBA. B ciyyae eciv BbiAB/EHHbIE HapyLLeHWs Bblan YCTpaHeHbl B npouecce
MHCNEeKTUPOBaHMA, TakMe HapylUeHUA OTPa)kaloTCcA B OTYETE, HO He Y4YMTbIBAlOTCA MpM MNpPoBeAeHUM
WHTErpasbHOM OLLEeHKM 3HAaYMMOCTU HECOOTBETCTBUI CUCTEMbI YPaBAEHUA KaueCTBOM.

1ll. UHTerpanbHana oueHKa 3HAUYMMOCTH
BbIAAB/IEHHbIX B X0A4e NPOBeAeHUA UHCNEKTUPOBAHMUA NPOU3BOACTBA
HEeCOOTBETCTBMUIA CUCTEMbI YNPaBAEHUA KayeCcTBOM
MeAULMHCKUX u3pennii TpeboBaHnAm

40. KnaccuduKauma BbIABNEHHbIX B XOAE MHCMEKTUPOBAHMA MPOU3BOACTBA HECOOTBETCTBUIA
CUCTEeMbI YNpaB/IeHNA KauecTBOM TpeboBaHUAM (Aanee - HECOOTBETCTBMA) NPOBOANTCA B 2 3Tana:

| 3Tan - npumeHeHMe KnaccMPpuKaLuMoHHOM MATPULLbl 418 obecneyeHNa NpeaBapUTENbHON OLLEHKK
CTeneHM 3HaYMMOCTN HECOOTBETCTBUN;

Il aTan - npnmeHeHune nosblakoWwmnx 6annos ana onpegeneHma OKOHYaTeIbHOM OLEeHKM CTENEHU
3HAaYMMOCTUN HECOOTBETCTBUN.

MHoecTBeHHble Ccay4an HeCOOTBETCTBMA OAHOMY TDE6OBaHMI-O paccmaTpuBaloTCA KakK OAHO
HECOOTBETCTBUE.

41. CornacHo KiaccudUKaALMOHHOMN MaTPULE BCE BbiIBJIEHHbIE HECOOTBETCTBUA NOAPA3AENAOTCA
Ha 4 rpynnbl, XapaKkTepm3yoLmneca Konm4yecTtBeHHbIM 3Ha4YeHMEM CTeNEeHN 3HAYMMOCTM HECOOTBETCTBMA
ansa 6esonacHocty, 3GPEKTUBHOCTM M KayecTBa MeAULNHCKOIo U3aenus:

BMepBble BbIIBNEHHOE MPAMOE B/IMAHME HECOOTBETCTBMA Ha 6e3o0nacHOCTb, 3GPEKTUBHOCTL U
KayecTBO MeAMUMHCKOro usgenus - 3 6anna;

BrnepBble BbIAB/MIEHHOE Henpamoe BAMAHWE HEeCOOTBETCTBUA Ha be3sonacHocTb, 3pPeKTUBHOCTL U
KayecTBo MeAnLUMHCKOro usgenusa - 1 6ann;

NOBTOPHO BbIABIEHHOE NPAMOE BAWAHME HEecooTBeTCTBMA Ha 6e3omnacHoCTb, 3PpPEeKTUBHOCTL U
KayecTBo MeANUMHCKOro usgenusa - 4 6anna;

NMOBTOPHO BbISABJIEHHOE HEMPAMOE B/IMAHME HECOOTBETCTBMA Ha 6e30nmacHOCTb, 3G PEKTUBHOCTL U
KayecTBO MeAMUMHCKOro usgenusa - 2 banna.

42. KnaccuduKauMOHHasA MaTpula OTpakaeT B/AMAHME HeCOoOTBEeTCTBMA Ha 6e30nacHOoCTb,
3GPEKTUBHOCTb M KAvyecTBO MeAMUMHCKOro M3AeNMs, a TaKXKe MOBTOPSAEMOCTb BbIIBIEHHOIO
HecooTBeTCTBUA.

43. BnanaHue HecooTBETCTBMA Ha 6e3OI'IaCHOCTb, 3¢¢EKTMBHOCTb N Ka4dyeCctBO MeaAULUMUHCKOTro
n3agenna CHUTaeTca HenpAMbIM, €C/IM OHO 3aTparnBaeT TDE6OBaHMﬂ, CBA3aHHbIE C d)yHKLI,VIOHMpOBaHVIEM
CUCTEMDI YyNnpaBieHNUA Ka4eCTBOM MeaNUNHCKUX M3,£l,el'll/ll7l, N NpAMbIM, €C/IM OHO KaCaeTcA TDE6OBaHMl7I,
OTHOCAWMNXCA K npouecCam MNpPOeKTUpoBaHUA, pa3pa60TKM, npon3soAacTBa M BbIXOAHOINO KOHTPOAA



MeaunLunMHCKOro nsagenuna.

MoHATMe "BnepBsble" 03HaYaeT, YTO KOHKPETHOe HecooTBeTCTBME He BblNo BbIABAEHO B Xode 2
nocneaHnx cnyvyaes nNposeAeHUA MHCNEKTUPOBaHMA NPOU3BOACTBA, MPM KOTOPbIX NMPOBEPANUCH Te e
npoueccbl B pamKax CUCTEeMbl YMpaB/iieHMs KayecTBOM Ha WHCMEKTUpyemol npousBoACTBEHHOM
naouiaaKe.

MoHATMe "NOBTOPHO" O3HAYAET, YTO KOHKPETHOE HECOOTBETCTBUE ObINIO BbISAB/IEHO B XO04€ O4HOr0
n3 2 nocnegHux Ciy4yaeB NPoOBeAEHNS MHCMEKTUPOBAHNA NPON3BOLCTBA, NPU KOTOPbIX NPOBEPAIUCH TE
K€ MpOoLEeccbl B paMKax CUCTEMbI YMNpaB/ieHWA KAaYeCTBOM HA MHCMEKTUPYeMOW NpPOU3BOLCTBEHHOM
naoLwagkKe.

44, NMonyyeHHoe Ha | aTane Konn4yecTBeHHOe 3Ha4YeHmne cTeneHn HeCooTBETCTBMA YTOYHAETCA Ha Il
Tane nyrtem nNpumMmeHeHuA NnoBbiWakoWwmnx 6annos, HavyncnaembiX 3a Haaunune cneayroumnx
HECOOTBETCTBUM:

OTCYTCTBME [O0KYMEHTMPOBAHHbLIX MPOLECCOB, OTHOCAWMXCA K MpoueccaM MPOEKTUPOBAHUA U
pa3paboTKn MeaNUMHCKOTO U34eNUsA, KOHTPOAO MPOU3BOACTBEHHbIX NPOLLECCOB M HEOBXOAUMbBIX ANA
obecneyeHuns 6e3onacHOCTU U 3GGEKTUBHOCTM MEANLMHCKOTO U34ENNA;

BbiNyCK B oObpaweHue HenobpoKayeCcTBEHHOrO MeAUUMHCKOro wusgenus. B cnayyae ecau
npousBoAUTENEM MEOULMHCKOTO U34EeANs NPOoBeAEeHO BHEMN/IaHOBOE MHCMEKTMPOBaHWE NPOU3BOACTBA
B LEeNAX NOATBEPKAEHNSA YCTPAHEHUS NPUYUH, KOTOPble NPUBEAM K BbINYCKY HeA0b6pOKayecTBEHHOTro
n3aenns, NosblwaoWwmii 6ann He HauncnseTcs.

Mpwn aTOM K ougeHKe, I'IOI'Iy‘-IeHHOVI Ha | aTane, 4NA KaxK4oro HeCOOTBETCTBMA Hauncnaetca 1 6ann.

45. WHCNeKTUpYyloWan OpraHusaumMa He [ONKHA BbIHOCUTb MOJIOXMMUTENbHOE 3aK/OYEHWE O
cobnogeHnn npoussBoauTeENEemM MegUUMHCKOro usgennsa TpeboBaHWi, ecnM ogHo uan  6onee
HapyLeHN oueHeHbl Ha 5 nnn 6 6annos N(Mbo 6onee 2 HapyLIeHUI OLLEeHEHbI Ha 4 6anna.

46. Pe3ynbTaTbl MHTErPasibHOM OLLEHKM CTEMEHM 3HAYMMOCTM HECOOTBETCTBMA MPEACTaBAAIOTCA B
BUAE oT4yeTa no popme coriiacHo npuaoxkenuto N 6.

47. VIHCNeKTUpYIoLan opraHM3aums npu BbiABNEHUN HECOOTBETCTBUIA, MOBAEKLIMX 33 COBOM npwu
npoBeAeHUN WUHTErpasibHOM OLEHKM 3HaYMMOCTW HECOOTBETCTBMA CUCTEMbl YNpaBAeHUSs KayecTBOM
NPUHATME pelleHMAa O HecobnogeHUU npoussoauTenem TpeboBaHUKN, A0MKHA MHOOPMMPOBATHL
3aABMTeNs O HeobXoAMMOCTM MPOBEAEHMA [AOMOAHUTE/bHbIX MEPONPUATUN WAW NpeacTaBieHus
AONONHUTENbHbIX MaTepManos AN NOATBEPKAEHUA Pe3y/IbTaTUBHOCTM KOPPEKTUPYIOLWUX AENCTBUIA.

48. B cnyyae ecnu 3aABUTENb HE COrNaceH C OTPULATENbHbIM 3aK/IOYEHUEM MW BbIABIEHHbBIMM
HECOOTBETCTBMAMM, OH HanpaBAAeT MNPETEH3MI0 B MHCMEKTUPYIOLLYIO OpraHu3aumio B TedeHue 30
pabounx OHeN co AHA MONYYeHUA WHCNEKTUPYIOULEN OpraHuWsaumMein Konuu oTdeta O pesysbTaTax
npoBeAeHWUsA UHCMEKTUPOBaHUA NPOU3BOACTBA. MHCNEKTMPYIoWana opraHusaumna obsasaHa paccMoOTPeTb
YKa3aHHYI0 NPeTeH3nIo M HanpaBWTb OTBET B TeuyeHne 15 paboumnx aHen co gHA ee noaydeHua. B ciyyae
HEeAOCTUMKEHUA cornacua 3aaBuTeNb Bnpase 06paTUTbCA C Kafoboil B Cyd MO MECTy HaxoXAeHus
MHCNEKTUPYIOLLEN OpraHn3aumMm UAn B YNoHOMOYEHHbI opraH. B ciydyae ecnm 3asBuUTeb He CoraceH
C pelleHnem ynoaHOMOYEeHHOro opraHa, oH Brnipase 06xanoBaTb yKa3aHHOE pelleHue B cyde no Mecty
HaXoXAeHMA YNoHOMOYEHHOro opraHa.

49. Echv npousBoguTesib MegUUMHCKOro U3genua He yCcTpaHAeT WA HapyLwaeT CPOK yCTpaHeHusA
3aMeYaHuit, YKasaHHbIN B NyHKTe 39 HacToswmx [paBu, MHCNEKTUPYIOLWAA OpraHn3aumnsa B TeyeHue 5
pabounx gHen BHOCMT COOTBETCTBYIOLLME CBEAEHUS B PEECTP 3aKNHOUYEHUN.

[o ycTpaHeHuA nponssogutenem MmeguUnHCKOro nsgennsa 3ameL|aHm7|, coaeprKalwunxca B ot4eTe O
pe3ynbTaTtax nposeaeHnAa NHCNEKTUPOBAHNA NPON3BOACTBA, 6O Mo UcTeYEHNU CpoOKa ,D,EI;‘ICTBMH OTYETa



O pe3ynbTaTaX MWHCNEKTUPOBAHUA YI'IOI'IHOMO‘-IEHHbI[/‘I OpraH BMpase MNPUOCTaHOBUTb NpuUMmeHeHune
MeanUMHCKOro n3genna Ha Tepputopmn Poccuinckoit dJe,u,epau,MM B COOTBETCTBMUN C 3aKOHOAATE/IbCTBOM.

IV. NpoBeaeHne MHCNEKTUPOBaHUA NPOU3BOACTBA C UCNO/Ib30BaHUEM
CpeacTB AUCTAHLMOHHOIO B3aumogaeincTeus (Bmaeocsasm)

50. Mo pelweHUo YNOJHOMOYEHHOrO OpraHa MpPOBeAEeHME OUEHKM CUCTEMbI YNpaB/ieHun
KayecTBOM MeSMUMHCKOrO M34enus [AOMNYyCKaeTca C WCNOob30BaHWEM CPeacTB AMCTaHLMOHHOTO
B3aMMoZencTeua (Hanpumep, NocpeacTBOM BUAEOCBA3M) B CNEAYIOLWMNX CYyYanX:

a) yrpo3a BO3HMKHOBEHMWA, BO3HUMKHOBEHME W JNKBUAALMA 4Ypes3Bbl4alHOM cUTyaummn un (1anm)
BO3HMKHOBEHME YrpOo3bl PAacNpOCTPaHEHMA INNAEMUYECKUX 3a601€BaHUI, NPeACTaBAAOWMX ONACHOCTb
ONA  OKpY)KalolWmx, 3aboneBaHU U MNOPAXKEHMN, TMNOJIYYEHHbIX B pe3y/ibTaTe BO34eNCTBUA
Heb1aronpPUATHLIX XMMUYECKNX, BUONIOTMYECKNX, PaANALMOHHbBIX PaKTOPOB;

6) BO3HWKHOBEHME 06CTOATENLCTB HEI'Ipeo,D,OI'IMMOI';I Chnbl nan 06CTO$ITEJ'IbCTB, HE 3aBUCALWUNX OT
BOJI CTOPOH, KOTOPbIE HECYT yrpo3sy npnuinHeHunA spena M3Hn n 340poBbo MHCNEKTOPOB.

51. MMepes HayaNoOM OLUEHKM CUCTEMbI YMPaBAEHWUA KayecTBOM MeAULMHCKOIO U34enus,
NPOBOAMMOW C MCMONb30BAHWEM CPEACTB AUCTAHLMOHHOIO B3aMMOAENCTBUA, NPOU3BOAMTENb AO/KEH
NoOATBEPAMTb [AaHHble reosioKaumMM (WWpoTa, AOAroTa) MeCTa HAxXOMAEHMSA NPOWU3BOACTBEHHOW
NAOLAAKMN.

52. [1na npoBedeHUA OLEHKM CUCTeMbl YMpPaB/eHUA KayecTBOM MeAMLUMHCKOro u3genus,
NPOBOAMMOM C WCMO/b30BaHMEM CPEACTB AMUCTAHUMOHHOrO B3aMMOAENCTBMA, MNPOM3BOAMUTENb
npeaocTaBaAseT AOKYMEHTbI U CBeAeHUA COrNacHo npunoskeHnio N 7.

Mpy BHENIAHOBOM WMHCMEKTUPOBAHUM MPOU3BOACTBA MEANLMHCKUX U3LEeNNIN NPeaocTaBastoTca
OOKYMEHTbI U CBeAEHUA, NOCAYKUBLLME OCHOBaAHWEM AN1A ero NpoBeaeHms.

MpunnoxkeHne N 1

K MNpaBunam opraHnsaumm 1 NPoOBeAEHNS
WMHCNEKTUPOBAHUA NPOM3BOACTBA MEANLMHCKUX
N3ae/niM Ha COOTBETCTBME TpeboBaHMAM

K BHEZAPEHWUIO, NOALEPKAHMIO U OLLEHKE
CUCTEMbI YMPaBAEHMA Ka4eCTBOM MEANLNHCKUX
W34eNni B 3aBUCUMOCTM OT NOTEHLMANBHOTO
pUCKa UX NPUMEHEHMUA

NEPEYEHDb rPYNN U NOATPYNN MESULUHCKUX USOENUIA

Mpynna meauuUMHCKUX U3genui Moarpynna MmeanumHCKUX U3genni (ona Knaccos
(&5 KNaccoB NOTEHUMANbHOTO MOTEHLUMANbHOTO pPUCKa 26 u 3)
pucka 1 u 2a)

1. HeakTuBHblE MeAULMHCKME 1.1. HeakTMBHbIe CepAEYHO-COCYANCTbIE MMNAAHTATHI
nsgenuns (Kpome nsgennii gns
AMArHOCTUKM in vitro) 1.2. HeaktnsHble opToneamyeckne UMmniaHTaTbl

1.3. HeaKkTMBHbIe MMNIAHTATbl MATKUX TKaHEH



2. AKTMBHbIE HEUMNIAHTUPYEMbIE
MeANUMHCKMNE nsgenmns (Kpome
n3gennii gns AMarHoCTmMKM in vitro)

1.4. HeakTnBHbIEe PYHKUMOHAbHbIE UMMAAHTATbI

1.5. HeakTtunBHbIe 3Y6Hble MMNNAHTAaTbl U CTOMATO/1I0TM4ECKNE
mMaTepumanbl

1.6. HeakTnBHbIE MeANUMNHCKME U3LENNA ONA UHBEKUNIA,
B/INBaHUA, NepeinBaHnA KpOBM U Anannsa

1.7. HeakTuBHbIe Od)TaI'IbMOJ'IOI'M‘-IECKMe megnunHCcKue
n3genuna

1.8. HeakTnBHbIe opTONeanveckme meguuUHCKMe n3genmna mn
MeANUNHCKNE u3gennsa ansa peabuamtaumm

1.9. MegnumHCcKMe nsgenna ana KoHTpauenuum
1.10. MeaNLMHCKMUE UHCTPYMEHTDI

1.11. HeaKTUBHblE MEANLMHCKME U3AENNA ANA Ae3nHPEKLNH,
r’MrueHnYeckom obpaboTkun 1 cTepmUan3aLmm MeanuLMHCKNX
n3genui

1.12. LLloBHbI maTepuran, NepeBa3oYHbIe CpeacTBa U npoyne
HEeaKTMBHble MeNUMHCKME N3aenna gna nevyeHna paH

1.13. HeaKTnBHble MeANLNHCKUE U3A4ENNA, HE BK/IIOYEHHbIE B
nogrpynnbl 1.1-1.12

2.1. MeguumMHCcKMe U3aenns ana KoHTpona GUsanonormieckmnx
nokasartenem

2.2. MeguuMHCKMe U3aenns ana Bu3yannsalmu,
MCMO/Ib3YIOLLIME MOHU3UPYIOLLIEE U3NYYEHMe

2.3. MeguUMHCKMe U3aenns ana Busyanunsaumm, He
NCMNONb3YIOLINE NOHU3NPYIOLLEE U3NTyYeHne

2.4. MeANLUMHCKWE U3aenma aas ny4eson Tepanuu,
NCNOoJb3yloLWw e MOHU3MpPYIoLLee U3nydyeHne

2.5. MeguuMHCKMe U3aenns ana NydeBoi Tepanum, He
NCMNONb3YIOLIME NOHU3NPYIOLLEE U3NTyYeHne

2.6. MegnunHckume nsagenna gna AIMToTpuncum

2.7. AKTUBHbIe MeguLUMHCKMEe U3aenuns gns
3KCTPaKopPMnopasbHOro KPoBOObpaLLeHNsA, BHYTPUBEHHOTO
B/INBaHMA 1 Nnasmadepesa

2.8. AKTUBHbIEe HAaPKO3HO-ApbIXaTebHble, rnnepbapuyeckne
MeAMULMHCKME U3AENNA U MEAULIMHCKME U34enna ans
pecnMpaTopHoi Tepanuu

2.9. AKTMBHbIe MeaVLUUHCKME n3aenna gna CTUMyAaunm u
NMHIMbMpoBaHus

2.10. AKTMBHbIE XMpYpruyeckne megmumHCKue nsgenma



3. AKTUBHbIE UMNNAHTUPYEMDIE
MegULNHCKNE nsgenua

4. MegyuMHCKMe nsgenuna ana
OMArHOCTUKM in vitro

2.11. AKTMBHbIe 0dTaIbMOIOTMYECKME MEAULIMHCKNE U3aenuns
2.12. AKTMBHbIE CTOMATON0IMMYECKMEe MeANLMHCKME n3aenms

2.13. AKTMBHble MeANLMHCKNE U34enna Ana Ae3nHbeKLmm 1
CTEPUAN3ALMN MEOMULMHCKUX U3OEeNNN

2.14. AKTUBHblE MEANLMHCKNE U34ENMA ANA peabunntaumm um
aKTMBHbIE NPOTE3bl

2.15. AKTMBHbIE MegULNHCKNE U3aenua ans
NO3MUMOHNPOBAHMNA U NEPEBO3KM NALMEHTOB

2.16. CamocToATebHOE MeAULMHCKOE NporpammHoe
obecneyeHune

2.17. AKTMBHbIE MegULNHCKNE U3aenua ans
9KCTPaKOPNOpPaNbHOro ONJa0A0TBOPEHMA U UCKYCCTBEHHOTO
0onN040TBOPEHUA

2.18. AKTMBHbIE MeUUMHCKNe N3aenus, He BKAOYEHHbIE B
nogrpynnel 2.1 -2.17

3.1. AKTMBHbIe UMMNAAHTUPYEMbIE MeAULMHCKUE U3genua ana
CTUMYNALMN U UHTIMOUPOBAHUA

3.2. AKTUBHbIE UMNNAHTUPYEMbIE MeAULMUHCKME U3aenns ana
BBO/a /IeKaPCTBEHHbIX U UHbIX BELLLEeCTB

3.3. AKTMBHbIe UMMNAAHTUPYEMbIE MeULMHCKUE n3genus,
noagepXusaroLime, 3ameLLatowme nan 3ameHsamoLLmne
dYHKLMM OpraHn3ma

3.4. PagMoaKTUBHbIE UMMNAAHTaTbl 418 BHYTPUTKaHEBOM
Jly4yeBol Tepanum

3.5. AKTMBHbIE MMNAAHTUPYEMbIE MEANLMHCKNE U3LENNA, HE
BKAOYEHHbIe B noarpynnbl 3.1-3.4

4.1. PeareHTbl, HAbOpbI peareHToB, KaJIMOPOBOYHbIE U
KOHTPO/IbHble MaTepuansl

4.2. Npubopsbl U 060pyAOBaHNE ANA ANATHOCTUKM in vitro

4.3. CamocToATeNIbHOE MeANLMHCKOE NporpammHoe
obecneyeHune 4na AMArHOCTMKM in vitro

4.4. UHble megUuUMNHCKNE u3aenna ana oMarHoCcTuKM in vitro,
He BKNOYeHHble B noarpynnbl 4.1 - 4.3

MpnnoxkeHne N 2
K MpaBunam opraHMsaunm U NnposeseHnn
WHCNEKTUPOBAHWUA NPOM3BOACTBA MeANLMHCKNX



n3ae/niM Ha COOTBETCTBME TpeboBaHMAM

K BHeApPeHWIo, NoAAep>KaHUIo U OLeHKe
CUCTEMbI YpaBAeHMUA Ka4eCTBOM MeANLNHCKUX
n3genuini B 3aBUCMMOCTU OT NOTEHLMaNbHOMO
pUcKa UX NpUMeHeHUn

MNOKA3ATENU

ANA PACYETA HOPMATUBHOM NPOAO/IKUTE/IbHOCTU UHCNEKTUPOBAHMUA
NPOU3BOACTBA B 3ABUCMMOCTU OT GAKTUYECKOWN YNCIEHHOCTHU
COTPYAHUKOB OBBEKTA UHCMEKTUPOBAHUA

dakTuueckas HopmaTtuBHas NpoaonKuTenbHocTb | HopmaTuBHas NPOAONKUTENbHOCTb
YMCNEHHOCTb NepBUYHOIO MHCNEKTUPOBAHMA nepuoanyeckoro (N1aHoBoro)
COTPYAHUKOB npou3BoAcTBa (YeNoBeKo-aAHeN) WMHCNEKTUPOBaHMA NPOU3BOACTBA
(4yenosek) (4enoseko-aHen)
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

MpunnoxkeHne N 3

K Mpasmnam opraHmsaumnm n nposegeHmA
MHCNEKTUPOBaHNA NPON3BOACTBa MeAULUNHCKUX
N3ae/niM Ha COOTBETCTBME TpeboBaHMAM

K BHEZAPEHUIO, NOAAEPKAHUIO U OLLEHKE
CUCTEMbI ynpaBieHNA Ka4eCcTtBOM MeaAULUHCKUX
W34enuii B 3aBUCUMOCTM OT NOTEHLMANBHOTO
PUCKA UX NPUMEHEHMNSA

(¢popma)

OTYET
O pe3y/ibTaTax NepBUYHOIo MHCNEKTUPOBAHNA NPONU3BOACTBA

Homep oTyeTa

OpraHusaums,

(nonHoe u cokpalleHHoe (NP HaAMYMK) HaMMeHOBaHNA

NpPoBOAMBLIAA MHCMNEKTUPOBaHME NPON3BOACTBA




topUAMYECcKoro anua (B Tom yncne pupmeHHoe HaMmeHoBaHMe),
opraH13auMoHHo-NpaBoBas popma n agpec (mecto
HaxoXaeHus)

NHbopmaumsa o npoussoamTene MeanLMHCKOro usgenua:

3.1.

MonHoe 1 coKkpalleHHoe (NpY HaIMYUK) HAaUMEHOBAHUSA
topUaMYecKoro anua (B Tom yncne pupmeHHoe HaMmeHoBaHMe),
opraHusaunoHHo-npaBoBas Gopma 1 agpec (mecto
HaXoXKAeHWA), KOHTaKTHasa HGopmauma

3.2.

OpraHu3aumoHHan CTPYKTYpa W B3aUMOAENCTBME C
IOPUANYECKMMM MLAMWN B PaMKaX CUCTEMbI YNpaBaeHus
KauyecTBOM MeANLMHCKUX U34eNnin

3.3.

MepeyeHb NPOU3BOACTBEHHbIX MNOLWAAO0K (C YKazaHUeM UX
aZlpecoB M NPOU3BOAMMbIX MEAULMHCKUX U3LeNUI, NPUMEPHOA
YMCNEHHOCTU COTPYAHMKOB, YHACTBYIOLLMX B MPOLLECCAX B paMKax
OLEHMBAEMOW CUCTEMbI YNPABJAEHMA KaueCTBOM, a TaKKe
KOHTaKTHOM MHbopmauum)

3.4.

MepeyeHb NPOU3BOANMbIX MEANLMHCKUX U3OENNA,
npeaHasHavyeHHbIX A5 0bpalleHna Ha TeppuTopumn Poccminckom
depepauunmn

3.5.

MepeyeHb rpynn (nogrpynn) MeguuUMHCKUX U3genuii, B
OTHOLLEHMM KOTOPbIX NPOBOAUTCA MHCMEKTMPOBAHMUE
NPOM3BOACTBA, COMACHO 3aABKe NPOM3BOAMUTENA MEAMLMHCKOrO
nsaenua (c ykasaHmem MHGOPMaLMM O BKAOYEHUM
(HeBKNOYEHMM) NPOLLECCOB NPOEKTUPOBAHMA M pa3paboTku B
06/1aCTb MHCMEKTMPOBAHMA NPOM3BOACTBA)

3.6.

MepeyeHb KPUTUYECKUX NMOCTABLLMKOB (C YKazaHWeM UX aPecos,
NOCTaBAAEMbIX MEAULMNHCKUX U34ENNIA UK OKA3bIBAEMBIX YCAYT,
a TaKKe KOHTaKTHOW MHbopMaLmn)

NHdopmauma 06 MHCNEKTUPOBAHUM NPOU3BOACTBA:

4.1.

[aTbl NpoBeAeHNA MHCMEKTMPOBAHMSA NMPOM3BOACTBA, B TOM
yncne Aatbl Bble3AHbIX MHCMNEKUUIA MPOM3BOACTBA KaXKa0ro
npoBepeHHOro obbekTa

4.2.

CocTaB MHCNEKLUMOHHOM rpynnbl (C yKaszaHnem GyHKUNIA YieHoB
rpynmnbl, @ TaKKe cBeAeHMin 06 y4acTBOBaBLLUNX NEePeBOAYMKaX U O
HabntogaTensax, ecam oHW NPUCYTCTBOBaN)

4.3.

MnaH npoBefeHNA NHCNEKTUPOBAHMA NPON3BOACTBA

PesynbTaTbl MHCMEKTMPOBAHWA NPON3BOACTBA
(no Kaxaomy npoBepeHHOMY 06beKTY):

5.1.

ObuLee onvcaHWe NpoBepsaeMon AeATeNbHOCTU U (Mnn)
TEXHO/IOTMYECKMX MPOLLECCOB

5.2.

damnnnn, nmeHa, otyectsa (NPU HAUUYUK) U JOKHOCTU
OMPOLLEHHbIX N,




5.3. |HanmeHoBaHMA MeAUUNHCKUX U34ENNI, BbIDPAHHbIX ANA
NPOBEPKM B Ka4ecTBe NpeacTaBmTebHbIX 06pasLoB, a TaKke
ob6ocHOBaHMe Takoro Bbibopa

5.4. | Tvinbl 1 KOANYECTBO npoBEPEHHbLIX AOKYMEHTOB U 3anucem

5.5. |MNepeyeHb BbIABAEHHbIX HECOOTBETCTBMI CUCTEMBI YNPABAEHUSA
KayecTBOM MeAULUNHCKUX U34enin TpeboBaHMAM K BHEZAPEHMUIO,
nogaepaHUIo U OLEHKe CUCTeMbI YNPaB/IEHMA KayeCTBOM
MeANUMHCKUX U3LeNniA B 3aBUCMMOCTM OT NOTEHLMANBHOTO
PUCKa nx npumeHeHunA

5.6. | IHbopmaumsa o HECOOTBETCTBUAX, YCTPAHEHHbIX B npoLuecce
MHCMEeKTUPOBaHMA NPOU3BOACTBA, a TaKXKe 0 CPOKax NpoBeaeHun
KOPPEKTUPYHOLLUX AENCTBUI B OTHOLLEHUWN HEYCTPAHEHHbIX
HEeCOOTBETCTBUI U GopMax NOATBEPIKAEHUNA NPOBEAEHUA TaKUX
AencTenii (NpeacTasieHMe NOATBEPKAAIOLEN AOKYMEHTaLUN
WU NPOBEpPKa Ha mecTax)

6. |BbiBOAbI:

6.1. |3aknoYeHne o COOTBETCTBUM (HECOOTBETCTBMM) CUCTEMBI
yrnpaB/ieHnA KaYyecTBOM MeAMUNHCKUX U34enmnii TpeboBaHMAM K
ee BHeApeHMIo (C yKazaHuem MHGOPMaLLMK O BKIKOYEHUN
(HeBKAtOYEHMM) B 061aCTb MHCNEKTUPOBAHMA NPOM3BOLCTBA
MPOLLECCOB NPOEKTUPOBAHMA U Pa3paboTKM A/ NPOBEPEHHbIX
rpynn (noarpynn) meauunNHCKUX U34eNni)

7. | Pamunuu, umeHa, otyecTsa (Npy HAAMYUN) U JOIKHOCTH
MHCNEKTOPOB

8. |Nognucu, neyats (Npy HaAMuUN)

MpumeyaHue. B HacToALLEM NPUNIONKEHUN UCMOb3YIOTCA CAeayoWMe NOHATUA:
"MHCneKTMpoBaHMe NPon3BOACTBA" - OLEHKa YC/1I0BUIA MPOU3BOACTBA U CUCTEMDI
ynpaBAeHMA KayecTBOM MPOU3BOAUTENA MEAULMHCKOrO U34enus;
"KoppeKTupytlowee aencrsme" - gencrsme, npeanpuUHATOE NPOU3BOAUTENEM
MEANUMHCKUX U3OENUIA C UEeNblo YCTPAaHEeHUs NpPUYMHbI OBHapyKeHHOro
HECOOTBETCTBMA UAN HEBNAronpuATHOro cobbITus;

"KpUTMYECKMI NOCTaBWMK" - MOCTaBLMK, MPOAYKUMA WKW YCAYTM KOTOPOro
OKa3bIBalOT MPSAMOE BAMAHME HA Ka4vecTBO, 3PpPeKTUBHOCTb M He3omnacHoCTb
MeANUMHCKOro U3genus;

"NnpomnsBoacTBeHHan niolwagKka" - TeppuTopuasbHO 060C06NEHHbBIN KOMMJIEKC,
npegHasHayeHHbI ONA  BbINOJIHEHMA BCEro npouecca NpPOU3BOACTBA
MeANUMHCKOTO U34,eNnA UK ero onpeaenieHHbIX CTaani;

“cuctema ynpaBneHMA KayecTBOM MeaMUMHCKMX U3gennin' - opraHMsaumoHHasn
CTPYKTYpa, PYyHKUMKM, Npoueaypbl, Npoueccbl U pecypcbl, Heobxoaumble AnA
CKOOPAUHUPOBAHHOM  AEATEeNbHOCTM MO  PYKOBOACTBY W YNPaB/IEHMUIO
opraHusaumen - nNpousBoguTeENEM MEANUMHCKUX U3LeNNi NPUMEHUTENLHO K
KauecTsy.




MpunnoxkeHne N 4

K MNpaBunam opraHmnsaLmm 1 NnpoBeaeHNA
WHCNEKTUPOBAHWUA NPOM3BOACTBA MeANLMHCKNX
U3aenui Ha cooTBeTCTBUE TpeboBaHMAM

K BHEZApPEHMUIO, NOALEPKAHUIO U OLLEHKe
CUCTEMbI YNPaB/IEHMA KayeCTBOM MeAULNHCKUX
n3aenuii B 3aBUCMMOCTM OT NOTEHLMANBHOTO
pUCKa UX NPUMEHEHMA

(dopma)

OTHET
0 pesy/ibTaTax nepuoanyeckoro (Nn1aHoBoro)
WMHCMEKTMPOBaHUA MPOU3BOACTBA

Homep otyeTa

OpraHusaums, NPOBOAMBLLAA MHCMEKTUPOBaHWE NPOM3BOACTBA
(nonHoe 1 cokpaleHHoe (MPY HaAUYUKM) HAMMEHOBAHMUSA
IOPUANYECKOTO IMLA (B TOM YMcie GUPMEHHOE HaMMeHOBaHWE),
opraHusaunoHHo-NpaBoBan Gopma U agpec (mecTo
HaxoXKaeHus)

NHdopmauma o nponssogutene MeanumMHCKOro usgenunsa:

3.1

MonHoe M coKpaleHHoe (NPY HaNNYMK) HAMMEHOBaHUA
IOPUANYECKOTO MLA (B TOM YMcie GUPMEHHOe HauMeHOBaHWeE),
OopraHusaunoHHo-npaBoBan Gopma U agpec (mecto
HaXoXAeHWA), KOHTaKTHasa nHGopmauma

3.2.

OpraHusaumoHHan CTPYKTypa 1 B3aUMOAENCTBME C
IOPUANYECKUMMN TNLAMU B PaMKaX CUCTEMbI YpaBaeHuUA
KayecTBOM MeAMLIMHCKUX N3aenmi

3.3.

MepeyeHb NPOM3BOACTBEHHbIX MNAOLWLAAOK (C YKa3saHMeM nX
aapecos, NPOU3BOANMbBIX MEANUMHCKUX U3LENUIA, MPUMEPHON
YNCNEHHOCTU COTPYAHMKOB, Y4aCTBYIOLLMX B MPOLLECCAX B pamKax
OLLeHMBAEMOW CUCTEMbI YIIPAB/IEHMA KAYeCTBOM, a TaKKe
KOHTaKTHOM MHpopmaumn)

3.4.

MepeyeHb NPOM3BOANMbBIX MEANLMHCKUX U3AEeNNIN, HAXOAALLMXCA
B obpalleHnn Ha TeppuTopumn Poccuiickoin deaepaumm

3.5.

MepeyeHb rpynn (noarpynn) meaMUMHCKUX U341 COFNAacHO
paHee BblAaHHOMY 3aK/IIOYEHMIO O COOTBETCTBMM (C yKasaHMEM
MHGOPMALIUM O BKAOUYEHWUWN (HEBKIOYEHUM) MPOLIECCOB
NPOEKTUPOBAHMA N Pa3paboTKM B 061aCTb MHCNEKTUPOBAHUSA
npous3soAcTBa)

3.6.

MepeyeHb KPUTUYECKUX NMOCTABLLMKOB (C YKazaHWeM UX aPecos,
NOCTaBAAEMbIX U3AEANIN UM OKA3bIBAEMBIX YCAYT, @ TaKKe
KOHTaKTHOM MHbopmauum)

NHdopmauma 06 MHCNEKTUPOBAHUM NPOU3BOACTBA:




4.1.

[aTbl NpoBeAeHUsA MHCNEKTUPOBAHMA NPOU3BOACTBA, B TOM
ync/e AaTbl Bble3AHbIX MHCMEKL M MPOU3BOACTBA KaXKA0ro
npoBepeHHOro ob6bekTa

4.2.

CocTaB MHCNEKLMOHHOW rpynnbl (C YKazaHnem GpyHKUUIA YNeHOB
rpynmnbl, @ TaK}Ke cBeAeHMin 06 y4acTBOBaBLLMX MEPEBOAUYMKAX U
06 nHcnekTopax (aKcnepTax), ecav OHWM NPUCYTCTBOBANN)

4.3.

MnaH npoBeaeHUsA MHCNEKTUPOBAHMA NPON3BOACTBA

Pe3ynbTaTbl MHCNEKTMPOBAHWA NPON3BO/CTBA
(no Kaxaomy npoBepeHHOMY 06beKTy):

5.1.

Obuwee onvcaHne NpoBepsAeMont AeATeNbHOCTU U (Man)
TEXHO/IOTMYECKMX MPOLLECCOB

5.2.

damumnmm, MeHa, oT4ecTsa (I'IpM HaJ'IMHMM) N AO01KHOCTU
OMNpPOLWeEHHbIX ny,

5.3.

HanmeHoBaHMA MeAUUNHCKUX U34ENNIA, BbIDPAHHbIX ANA
NPOBEPKN B KayecTse NpeacTaBuUTe/IbHbIX 06pa3LLoB, a TakKe
obocHOBaHKWe Takoro Bbibopa

5.4.

TUnbl M KOIMYECTBO NPOBEPEHHbIX AOKYMEHTOB U 3anuncei

5.5.

MepeyeHb BbIABAEHHbIX HECOOTBETCTBUIA CUCTEMBI YNPABAEHMS
KauyecTBOM MEAMUMHCKUX U3LeNnI TPeBOBaHMAM K BHEAPEHMIO,
NOAAEPKAHMIO N OLEHKE CUCTEMbI YNPABIEHUA KauyecTBOM
MEeAMULMNHCKUX U34EeNNIA B 3aBUCUMOCTU OT NMOTEHUMANBHOMO
pUCKa UX NPUMEHEHUA

5.6.

NHbOopMaumsa 0 HECOOTBETCTBUAX, YCTPAHEHHbIX B NpoLecce
MHCMEeKTUPOBaHMA NPON3BOACTBA, a TaKXKe 0 CPOKax NpoBeaeHun
KOPPEKTUPYHOLLUX AENCTBUI B OTHOLLEHUWN HEYCTPAHEHHbIX
HEeCOOTBETCTBUI U hOpMax NOATBEPIKAEHUNA NPOBEAEHUA TaKUX
AencTenii (NpeacTtasieHMe NOATBEPKAAIOLEN AOKYMEHTaLUN
WKW NPOBEPKa Ha mecTax)

BbiBOoAbI:

6.1.

3aKkntoYeHue 0 COOTBETCTBMM (HECOOTBETCTBUMN) CUCTEMBI
YNpaB/eHNUA Ka4eCcTBOM MeAULUNHCKUX U3aennit TpeboBaHMAM K
ee NoAAeprKaHUIO B aKTya/lbHOM COCTOAHWUM

damnanm, UMeHa, otTyectsa (MPU HANNUYNK) U JOMKHOCTH
NHCMEKTOPOB

Moanucu, neyaTb (MpU HaNUYKUK)

MpumeyaHue.

HeCcooTBETCTBUA AN HeBNaronpPUATHOro cobbiTus;

B HacToAwWweM NPUAOKEHUM UCNO/B3YIOTCA CAeaytolme NOHATUA:
"MHCNeKTMpoBaHMe NPomn3BOACTBA" - OLEHKa YC/I0BUIA MPOU3BOACTBA U CUCTEMDI
ynpaBaeHUs KayecTBOM NPON3BOANTENS MEANLIMHCKOTO U3AeNuA;
"KoppeKTupylowee aencrsme" - gencrsme, npeanpuUHATOE NPOU3BOAUTENEM

MEOVLMHCKMX M3LENUA C LUENbl YCTPAHEHMA MNPUUYUHbI OBHAPYKEHHOro



"KpUTMYECKMI NOCTaBWMK" - MOCTaBLIMK, MPOAYKUMA WKW YCAYTM KOTOPOro
OKasbIBalOT MPSAMOE BAMAHME HA Ka4vecTBO, 3PpPeKTUBHOCTb M He3omnacHoCTb
MeANUMHCKOro U3genus;

"NnpomnsBoacTBeHHan naolwagKka" - TeppuTopuanbHO 060C06NEHHbIN KOMMJIEKC,
npeAHasHayeHHbli  OaA  BbIMOJHEHMA BCero npouecca MNpoM3BOACTBA
MeAULMHCKOro U3aenma Uam ero onpeaesieHHbIX CTaani;

"cuctema ynpaBneHMA KayecTBOM MeaMUMHCKUMX U3gennin' - opraHMsaumoHHasn
CTPYKTYpa, PYHKUMKM, Npoueaypbl, Npoueccbl U pecypcbl, Heobxoaumble AnA
CKOOPAUHUPOBAHHOM  AEATEeNbHOCTM MO PYKOBOACTBY W YNPaB/IEHMUIO
opraHusaumen - nNpousBogMTeENIEM MEANUMHCKUX U3LeNNi NPUMEHUTENLHO K
KauecTsy.

Mpunoxkenne N 5

K MNpaBunam opraHnsauMm 1 NPOBEAEHNS
WMHCNEKTUPOBAHMA NPOU3BOACTBA MEAMULMHCKMX
n3ae/nin Ha COOTBETCTBME TpeboBaHMAM

K BHEZAPEHWUIO, NOALEPKAHMIO U OLLEHKE
CUCTEeMbI YNPaBAEHMA Ka4eCTBOM MEeANLNHCKUX
M34eNni B 3aBUCUMOCTM OT NOTEHLMANBHOTO
pUCKa UX NPUMEHEHMUS

(dopma)

OTYET
O pe3ynbTaTax BHEMN/IAHOBOIo MHCNEKTUPOBAaHNA NpoOn3BOACTBA

Homep otyeTa

OpraHusaums, NPOBOAMBLLAA MHCMEKTUPOBaHWE NPOM3BOACTBA
(nonHoe 1 cokpaleHHoe (MPY HaANYUKM) HAMMEHOBAHMWSA
IOPUANYECKOTO IMLA (B TOM YMcie GUPMEHHOE HaMMeHOBaHWE),
opraHusaunoHHo-npaBoBan Gopma 1 agpec (mecTo
HaxoXKaeHus)

NHbopmMauusa o npoussoamTene MeanLMHCKOro usgenua:

3.1

MonHoe 1 coKpalleHHoe (NPY HaANYNKM) HaMMEHOBaHMA
topUaMYEecKoro anua (B Tom yncne pupmeHHoe HaMmeHoBaHMe),
opraH13auMoHHo-NpaBoBas popma u agpec (mecto
HaxoX4eHWA), KOHTAKTHaA MHdOopMaLMsA

3.2.

OpraHu3aumoHHan CTPYKTYpa U B3aUMOAENCTBME C
IOPUANYECKMMM TMLLAMMN B PaMKaxX CUCTEMbI YNPaBAeHMUSA
KauyecTBOM MeANUMHCKUX U3LeNnit

3.3.

MepeyeHb NPOU3BOACTBEHHbIX MNOLWAAO0K (C YKazaHUeM UX
a4pecoB, NPOU3BOANMbIX MEANLUMHCKUX U3LENNIA, MPUMEPHON
YNCNEHHOCTU COTPYAHMKOB, Y4aCTBYIOLLMX B MPOLLECCAX B pamKax
OLLeHMBAEMOW CUCTEMbI YIIPAB/IEHMA KaYeCTBOM, a TaKKe




KOHTaKTHOM MHpopmaLmn)

3.4.

MepeyeHb NPOU3BOANMbIX MEANUMHCKUX U3LENUI, HAXOAALLMXCA
B 06paLeHnm Ha TeppuTopum Poccuiickoin Pegepaunm

3.5.

MepeyeHb rpynn (Nogrpynn) MmeanuUHCKUX U34eNIiM COrnacHo
paHee BblAaHHOMY 3aK/0YEHMIO O COOTBETCTBUM (C yKasaHMeEM
MHGOPMALIUM O BKAOUYEHWUWN (HEBKIOYEHUM) MPOLIECCOB
NPOEKTUPOBaHUA U pa3paboTKM B 061aCTb MHCMEKTUPOBAHUSA
nponsBoacTea)

3.6.

MepeyeHb KPUTUYECKMX NOCTABLLMKOB (C YKa3aHMEM UX a4Pecos,
NOCTaBASEMbIX MEAULIMHCKUX N3AENANIN NN OKa3blBAEMbIX YCAYT,
a TaK»Ke KOHTaKTHOM MHdpopmaumn)

NHdopmauma 06 MHCNEKTUPOBAHUM NPOU3BOACTBA:

4.1.

[aTbl NnpoBeAeHNA MHCNEKTMPOBAHUA NPOU3BOACTBA, B TOM
yuc/e AaTbl Bble3AHbIX MHCMEKL M MPOU3BOACTBA KaXKA0ro
npoBepeHHOro ob6bekTa

4.2.

CocTaB MHCNEKLUMOHHOM rpynnbl (C yKaszaHnem GYHKUNIA YieHoB
rpynnbl, a TaK¥Ke cBeAeHMM 06 y4acTBOBABLUMX NepPeBOAYMKaX U O
HabntogaTensax, eCanm OHWM NPUCYTCTBOBANN)

4.3.

Llenb 1 3a4a4M MHCNEKTUPOBAHUA NPON3BOACTBA

4.4.

Co,u,ep»(aHme M ob6bem MHCNEKTUPOBAHNA MPON3BOACTBA

Pe3ynbTaTbl MHCNEKTUPOBAHMNA NPOM3BOACTBA
AN KaXkOoro npoBepeHHoro obbekTa:

5.1.

Obuwee onvcaHne NpoBepseMont AeATeNbHOCTU U (Man)
TEXHO/IOTMYECKMX MPOLLECCOB

5.2.

damnnnn, nmeHa, otyectsa (NPU HAMUUK) U JOXKHOCTU
OMPOLLEHHbIX N,

5.3.

HavmeHoBaHMA MeAUUMHCKUX U3AeNniA, BbIBPaHHbIX ANA
NPOBEPKN B KayecTse NpeacTaBuUTeIbHbIX 06pa3LLoB, a TakKe
060CHOBaHWe AaHHOro BbiboOpa C YY4ETOM LeNn MHCMEeKTUPOBaHMA
npoussoacTsa

5.4.

TUnbl M KOIMYECTBO NPOBEPEHHbIX AOKYMEHTOB U 3anuncei

5.5.

MNepeyeHb BbIABNEHHbIX HapyLLIQHMl}'I M HECOOTBETCTBUMN CUCTEMDI
ynpasaieHnAa Ka4eCctBomMm meanumnHCKnX M3,D,EHMI>'I Tpe6OBaHMHM K
BHEAPEHWUIO, NOA4AEPKAHUIO N OUEHKE CUCTEMDI YNpaBaieHUA
Ka4yectBOM MeANLUNHCKUX M3,£l,el1Ml71 B 3aBUCMMOCTU OT
NOoTEHUNANBbHOIO PNUCKa UX MPUMEHEHUA

5.6.

NHdopmauma o HapyLLEHUAX, YCTPaHEHHbIX B pouecce
MHCNEKTUPOBaHNA NPON3BOACTBA, A TAKKE O CPOKaX NPoBeaeHNA
KOPPEKTUPYIOWMNX AeNCTBUIM B OTHOLIEHMUM HEYCTPAHEHHbIX
HapyLweHnit 1 popmax NOATBEPIKAEHNA NPOBEAEHUA TAKMUX
AENCTBUI C y4ETOM Lie/IM MHCNEKTUPOBAHNA NPON3BOACTBA




6. |BbiBOAbI:

6.1. |3aKnlo4YeHne o COOTBETCTBUM (HECOOTBETCTBMM) CUCTEMDI
ynpasaeHUA KayecTBOM MeANLMHCKUX U34ennit TpeboBaHUAM K
ee BHeAPeHUIO U NoAAePXKaHUIO B aKTya/IbHOM COCTOAHWUN C
YUYETOM L&/ UHCMEKTUPOBAHMA NPOM3BOACTBA

7. | ®amunnn, umeHa, otyecTsa (NP HaANYUKN) U AOJIKHOCTH
MHCMEKTOpOoB

8. |Mopgnucu, neyatb (NpK HaAUYUK)

MpumeyaHue. B HacToALLEeM NPUNOKEHUN NCMONBL3YIOTCA Ceaytowmne NOHATUA:
"MHCNEeKTMpOBaHMe NPOM3BOACTBA" - OLUEHKA YCI0BUI NPOM3BOACTBA U CUCTEMBI
ynpaBAeHWsA KauecTBOM NpPoM3BOAUTENA MESULMHCKOTO U3LEeNNS;
"KoppeKkTupylollee ageicteme" - aencTeue, NpeanpuHATOe MNPOU3BOAUTENEM
MEAMLMHCKMX W34eNUA C LeNblo YCTPAaHEHUA MPUYMHbI  OBHApyKeHHOro
HECOOTBETCTBUA MM HEBNAroNnpPUATHOrO cobbITUs;

"KPUTMYECKMIA NOCTaBLMK" - MOCTaBLWMK, MPOAYKLUMSA MAW YCAYrM KOTOPOro
OKasblBalOT MPSAMOE BJIMSSHUE Ha KayecTBo, 3PpPeKTUBHOCTbL M He3onacHoCTb
MeAMLMHCKOro U3aenus;

"Npoun3BoACTBEHHAA M/OoWaAKa" - TeppUTOpMaNbHO 0060COBIEHHbBIN KOMMEKC,
npefHasHayeHHblW  ANA  BbIMNONHEHWA BCero npouecca MpPOM3BOACTBA
MEAMUMNHCKOTO U34,Ee/UA UM ero onpeaeneHHbIX CTaani;

"cuctema ynpaBneHus KayecTBOM MeAMUMHCKUX U3gennin" - opraHM3aumoHHasn
CTPYKTYypa, $YHKLMM, npoueaypbl, MpoLeccbl U pecypcbl, Heobxogumble AN
CKOOPAMHMPOBAHHON  OeATeNbHOCTM MO  PYKOBOACTBY W yNpaBAEHUIO
opraHusauuern - NpousBoAUTENEM MEOULMHCKUX U3LEeNK NPUMEHUTENBHO K
KayecTsy.

MpunoxkeHne N 6

K Mpasmnam opraHmsaumm n nposegeHuA
MHCNEKTUPOBaHNA NPON3BOACTBa MeANULNHCKUX
N3ae/nin Ha COOTBETCTBME TpeboBaHMAM

K BHEAPEHWUIO, NOAAEPIKAHUNIO U OLEHKe
CMUCTEMbI YIPaB/IEHMA KaYeCcTBOM MeANLNHCKUX
M34enuii B 3aBUCUMOCTM OT NOTEHLMANBHOTO
PUCKa UX NPUMEHEHMNSA

(¢popma)

OTYHET
WHTErpanbHOM OLEHKM cTeNeH 3HAYMMOCTN HECOOTBETCTBUA
CUCTEMBI YIPABAEHNA KaYecTBOM TpebOBaHNAM K BHEAPEHMIO,
NoAAepKaHMIO 1 OLLeHKe CUCTeMbI YNPaBAEHUA KaYecTBOM
MeAMNLUHCKUX U3AEINIA B 3aBUCUMMOCTU OT NMOTEHLUMAIbHOMO
pPUCKa UX NPUMEHEHUSA



N HecooTseTcTBUE Mpajaumna HecooTBETCTBUA
n/n
| aTan, Il aTan npwn Il 3Tan Npu BbiNyCKe | CyMMapHbIN
6annos OTCYTCTBUM HenobpoKayecTBeHH 6ann no
OOKYMEHTUPOBAHH | Oro MeAMUMHCKOro | HECOOTBETCTBMU
bIX MPOL,ECCOB, nsgenus, 6annos o]
6annos
1.
2.
UTorosbin 6ann
MpunnoxkeHne N 7
K MpaBunam opraHM3aunm U NpoBeaeHns
MHCMNEKTUPOBaHMA NPON3BOACTBA MEANLMHCKUX
n34ennii Ha CooTBeTCTBUE TpeboBaHMAM
K BHEAPEHWIO, NOAAEPHKAHUIO N OLEHKE
CUCTEMBI YNIPaBAEHMA KQYeCTBOM MeAULNMHCKUX
M34enuii B 3aBUCUMOCTM OT NOTEHLMANBHOTO
pPUCKa UX NPUMEHEHUA
NEPEYEHb
JOKYMEHTOB U CBEAIEHWI, NPEAOCTAB/IAEMbIX MPOU3BOAUTENAMMU
MEAULMHCKUX U3AENNINA ANA OLLEEHKWU CUCTEMbI YNPAB/IEHUA KAYECTBOM
MEAULIMHCKUX U3AENNIA, NPOBOAUMOM C UCMO/Ib3OBAHWEM CPEACTB
JOUCTAHLUMUOHHOrO B3AMMO/ENCTBUA
TpeboBaHuAa (06bocHoBaHMEe) | Mpu NEPBUYHOM MHCMEKTUPOBAHUMN Mpu nepmogmyeckom
(nnaHoBom)
MHCNEKTUPOBaHNU
OnuncaHue cuctembl NoJIHOE OMMUCaHWEe CUCTEMDI KpaTkasa nHdopmaums o
yrnpaB/ieHMA KayecTBOM yrnpaB/iieHMA KayecTBOM BHECEHHbIX U3MEHEHMUSAX CO
MeANLMHCKUX U3aennii 8 MeANUMHCKUX U3aenni [AHA nocaegHen MHCNeKLUK

3aBUCUMOCTHN OT
NnoTeHUMNANIbHOTO PUCKa UX
npUMeHEHNA B COOTBETCTBUU
C Tpe6OBaHVIF|MM K
BHEAPEHWUIO, NOAAEPHKAHUIO U
OUeHKe CUCTeMbl ynpaBaeHnAa
Ka4yectBOM MeANUNHCKUX
M3,D,EI'IMI7’I B 3aBUCMMOCTU OT
NnoTeHUMNANIbHOTO PUCKa UX
npumeHeHunA

CnuCoK COTPYAHUKOB, CNpaBKa 0 paKTUYECKOW YUCNEHHOCTM CrpaBKa 0 GpaKTUYECKOoM



YYacTBYIOLLMX B NpoLieccax
OLEHKM CUCTEMbDI YNPaBAEHMUA
KayecTBOM MeAMLUUHCKUX
n3genui

MNepeyeHb MeANLIMHCKUX
n3aenni, Npou3BoaNMbIX
(nnaHmMpyemsbix K
NpPon3BoACTBY) Ha
Npon3BOACTBEHHOM
naowaake

Hanunune TexHmnyeckol
OOKYMeHTauuu Ha
MeaNUMHCKNE n3aenmsa

Hannuue otyeTa o
pesy/nbTaTax NpoBeseHus
opraHom no cepTudurKaunm
nocnegHero ayguta cucTembl
MeHeKMeHTa KayecTBa
MEeAMULMUHCKNX U3AENNIA U
oT4YeTa O pesyabTaTax
npoBeaeHMA NocneaHero
MHCNEKTUPOBaHMUA
npoussoacTsa (c
HOTapMabHO 3aBEPEHHbIM
nepesoaom npu
HeobxoaMmocCTH),
ceptudumratbl FOCT ISO 13485
WM COOTBETCTBYHOLLLETO
MeXAyHapoaHOro cTaHaapTa
ISO 13485 (npu Hannumm)

Mpoueccbl NPOEKTMPOBAHUA U
pa3paboTKu cnuctembl
ynpaB/ieHnsa KayecTBOM
MeANLMHCKUX N3aenni
(knacc noTeHUManbHOro
pucka npumeHeHuA 3)

COTPYAHWMKOB, y4acCTBYIOLWMNX B
npoueccax oLueHNBaemMon cucTembl
ynpasaeHua KauecTsom
MeAMLMHCKNX N3aennit

HanmeHoBaHNA meaNUUNHCKUNX
n3aoenni

TEeXHUYECKan LOKYMEHTaLNA B
3/1EeKTPOHHOM dopmare C
BO3MOYKHOCTbIO MOMCKa

KOMKA OTYeTa O pe3y/bTaTax
npoBeAeHNs OpraHom no
cepTudMKaLmMm nocneaHero aygmra
CUCTEMbI MEHeAKMEHTA KayecTBa
MeANUMHCKUX U34eNNIA U OTHETA O
pe3ynbTaTax NpoBeAeHuA
nocnefHero MHCNEeKTUPOBAHUA
npou3BoACTBa (C HOTapuaabHO
3aBEepPEHHbIM NepeBogoM Npu
HeobxoaMmocTn), cepTnduKaThbl
cootBeTcTBUA cTaHaapTy FOCT ISO
13485 nnun cooTBeTCcTBYIOWEMY
mexayHapoaHomy ctaHgapTty I1SO
13485 (npwn Hannuuu)

OOKYMEHTbI U CBEAEHUA,

Kacatolwmecs MeamUnHCKUX U3aenni,

B OTHOLLUEHWWN KOTOPbIX MPOBOAUTCSA
WHCMEKTMPOBaHWe NPOM3BOACTBA:
a) npoueaypbl MPOEKTUPOBAHUA U
pa3paboTku (BKAKOYAn ynpasaeHue
puckamm);

6) AOKYMEHTbI, onucbiBatoWme
npoueaypy NPOeKTMPOBaHMUA U
OXBaTbIBAIOLLME MOAENbHbIV PAL,
MeAMLMHCKOro n3aenus;

B) 3aNMncu No NPOEKTUPOBAHMIO
MeAMLMHCKOro n3aenus,

noATsepXxaatollme, 4To npoueaypsb!

NPOEKTUPOBAHUA U Pa3paboTKu
YCTaHOBAEHbI U NPUMEHEHbI;

YUC/IEHHOCTU COTPYAHMUKOB,
YYaCTBYIOLMX B MpoLeccax
OLLEHMBAEMOM CUCTEMbI
ynpasaeHuA Ka4ecTBoM
MeONLMHCKUX N3aenni

HaMMeHOBaHuA
MeANLMHCKUX N3aenni

TEXHUYEeCKasn
OOKYMEeHTaums B
3N1eKTPOHHOM dopmare C
BO3MOXHOCTbIO NMOMCKa

KonuaA oT4eTa O pesy/ibTaTax
npoBegeHWUA OpPraHom no
cepTMdMKaumMm nocnegHero
ayamuTa cucTemsl
MeHeKMeHTa KayecTBa
MEeAMNLNHCKUX U3AENNIA U
oTYeTa O pesy/bTaTax
npoBeAeHWA nociegHero
MHCMEeKTUPOBaHMUA
npoussoacTsa (c
HOTapMabHO 3aBEPEHHbIM
nepesogom npu
HeobxoaMmocTH),
cepTUdUKaTbl COOTBETCTBUA
ctaHgapTy FOCT ISO 13485
NN COOTBETCTBYHOLLLEMY
MeXKayHapoaHoMY
cTaHgapTy I1SO 13485 (npwm
HaM4unK)

JOKYMEHTbI 1 3anucu,
Kacalolmeca meanLuHCKMUX
n3aenni, BbIOPaHHbIX B
KavyecTtse
npeacTaBuUTENbHbIX
obpasyos



Mpouecchbl ynpasneHmsa
AOKYMEHTaLMeEN 1 3anmcamm
CUCTEMbI YrpaB/ieHuns
KayeCcTBOM MeAULNHCKNX
n3aenunii (ecam oTcyTcTByioT
[OOKa3aTebCTBa COOTBETCTBUA
CUCTEMBI KayecTBa
MeANLUMHCKUX U3aenuii
TpeboBaHMAM CTaHAapTa
FOCT ISO 13485 naun
COOTBETCTBYIOLLErO
MeXayHapoAHoro ctaHaapTa
ISO 13485)

r) BXoAHble AaHHble npolecca
NPOEKTUPOBAHUA pa3paboTaHbl ¢
YYETOM Ha3HayeHUss MeaULMHCKOro
usgenus;

A) cneumdmrKaumm Ha meguLMHCKMe
U3genus B Lensx NoaTBepXaeHusn
TOrO, YTO BbIXOAHbIE AAaHHbIE NPOEKTA
MeAMLUMHCKOro nusgenus,
obecneuunBatoume 6€30MacHOCTb U
3pPEeKTUBHOCTb MEANLNHCKOTO
U34enusa Npu ero NpUMeHeHumM no
Ha3Ha4yeHuto, onpeneneHsbl;

€) AOKYMEHTbI, NOATBEPKAAOLNE,
YTO AeATeNIbHOCTb N0 MEHEAKMEHTY
PUCKa onpeaeneHa 1 ocyLLecTBeHa,
KpUTEpPUM AONYCTUMOCTU PUCKA
YCTaHOBNEHbI U ABNAOTCA
COOTBETCTBYIOLLMMMU, Nt0OOWN
OCTaTOYHbIN PUCK OLLEHEH U NpH
HeobxoaMmocCTu AoBeAeH A0
cBegeHua notpebutena B
COOTBETCTBMM C TPeboBaHUAMM
3aKOHOZaTeNbCTBA

OOKYMEHTbI U CBeAEeHUS,
Kacatolmecs MeauUUHCKUX U3aenni,
B OTHOLLUEHWWN KOTOPbIX MPOBOAUTCSA
WHCMNEKTUPOBaHME NPOM3BOACTBA:
a) npoueaypbl UAeHTUGUKaLUMY,
XPaHEHMWA U yOoaneHus
(YHMUTOXKEHMA) LOKYMEHTOB U
3anucen (BKAoYan ynpasaeHume
MU3MeEHEHUAMMK) pa3paboTaHbl;

6) AOKYMEHTbI, HeobxoaAnMble ans
TOro, 4tobbl OpraHn3auusa morna
obecne4ymBaTb NAaHMpPOBaHUE,
OCYLLLEeCTB/IeHNE NPOU3BOACTBEHHbIX
NPOLLECccoB 1 yrnpasaeHne umu;

B) CBUAETENbCTBA COOTBETCTBUA
MeANLNHCKUX U3aenni
TpeboBaHMAM (B TOM uncne
TpeboBaHMAM NPUMEHAEMbIX
CTaHAapToB), oNUcaHue
MEANUNHCKUX U3LeNINI, BKIOYas
WUHCTPYKLUM NO NPUMEHEHUIO
(pykoBoacTBa no akcnayaTaumm),
maTtepuanbl u cneundurKaLmio;

r) CBOAHYIO AOKYMEHTALNIO NO
BepudmKaumm 1 Baamgaumm
NPOEKTOB (B TOM Yncne AaHHble
KNIMHUYECKUX UCCNefoBaHNM
(ncnbiTaHui);

) MapKUPOBKY MeANLMHCKUX

LOKYMEHTbI 1 3anucu,
Kacawowmecsa meauunHCKMNX
n3aenni, BbIOPaHHbIX B
KayecTBe
npeAcTaBUTENbHbIX
obpasuos



Mpouecchl NpoM3BoACTBa U
BbIXOAHOTO KOHTPONS
MeANUMHCKUX U3gennii

n3aoenuni;
€) AOKYMEHTbI N0 MEHEAKMEHTY
pUCKa

OOKYMEHTbI U CBeAeHUs,
Kacatolwmecs MeauUUHCKUX U3aenni,
B OTHOLLUEHWW KOTOPbIX MPOBOAUTCSA
WMHCNEKTUPOBaHME NPOM3BOACTBA:
a) AOKYMEHTbI MPOM3BOACTBEHHbIX
NpOLLEeCcCOB U3roTOBAEHUA CEPUNHOM
npoayKumu (BKAOYasA ycnosums
npoun3BoACTBa);

6) AOKYMEHTbI MO npoueccy
cTepunmnsaumm (ons meguUMHCKUX
N34e1I, BbIMYCKAaeMbIX B
CTEPUbHOM BUAE),

B TOM Yucne:

noATBEPKAEHNE TOTO, YTO NPOLLECChI
CTEPUNN3ALMN AOKYMEHTUPOBAHDI,
3anuMcK NapameTpoB npouecca
CTEPUNIN3ALMM ONA KaXKaoW
CTEPUAN3YEeMON NApTUN
MEANUMHCKUX U34eNni
noaAepXuBakTcs B paboyem
COCTOSIHUMY;
noATBEPXAEHNE TOrOo, YTO NpoLecc
CTepUAN3aumnn BaangmpoBaH;
noATBEPXAEHNE TOrO, YTO NpoLecc
CTepunan3aummn NnpoBoANTCA B
COOTBETCTBMU C YCTAHOB/IEHHbIMM
napameTpamu;

B) LLOKYMEHTbI, NOATBEPKAAOWME,
YTO NpoLeccbl NPOM3BOACTBA
ABNAOTCA YNpaBAAeMbIMU U
KOHTPOANPYEMbIMM U
GYHKUMOHMPYIOT B YCTaHOBAEHHbIX
npeaenax, a Takxe NoaTBEPXKAEHUE
obecneyeHUs He0bX04MMOro YPOBHSA
KOHTPOAS NPOAYKUMM U (Man) ycnyr
KPUTUYECKUX NOCTaBLUMKOB;

r) AOKYMEHTbI, NOATBEPXAatoLimne
naeHTMdMKaumo n
NPOCNEKUBAEMOCTb MEANLNHCKUX
n34ennii u NPoLeccoB mx
NpPOM3BOACTBA, A TAKXKe UX
COOTBETCTBUS YCTaHOB/IEHHbIM
TpeboBaHUAM;

) IOKYMEHTbI, NOATBEpXaatoLine,
YTO AeATE/IbHOCTb MO BbIXOAHOMY
KOHTPOO MEANLMHCKUX U3AEeNNIA
obecneymBaeT COOTBETCTBME
MEANUMHCKUX U34eNni
YCTaHOBAEHHbIM TPEOOBAHUAM U

LOKYMEHTbI 1 3anucu,
Kacawowmecsa meanunHCKMNX
n3a4enni, BbIOPaHHbIX B
KayecTBe
npeAcTaBUTENbHbIX
obpasuos



Mpoueccbl KOPPEKTUPYIOLWMX
W NpeaynpexaatoLmx
AeNCcTBUN CUCTEMDbI
ynpaB/ieHnsa KayecTBOM
MeANUMHCKUX U3genui (ecnm
OTCYTCTBYIOT lOKa3aTe/1bCTBa
COOTBETCTBUA CUCTEMDI
KayecTBa MeguLMHCKUX
nsgennin TpeboBaHmMaAm
ctaHgapta N'OCT ISO 13485
WX COOTBETCTBYIOLLETO
MeXKAyHapoaHOro cTaHaapTa
ISO 13485)

OugeHKa npoLeccos,
CBA3aHHbIX C NoTpebutenem
(ecnu oTcyTcTBYIOT
[OOKa3aTeNbCTBa COOTBETCTBUA
CUCTEeMbI KayecTBa
MeAULIMHCKUX N3aenni
TpeboBaHMAM CTaHAApPTa
FOCT ISO 13485 unun
COOTBETCTBYIOLLETO
MeXAyHapoaHoro cTaHaapTa
ISO 13485, B HOM cayyae
OLLeHKa OCYyLLEecTBASETCA B
YacTV NOCTNPOAAXKHOTO
MOHWTOPWHTa)

OOKYMEHTUPOBaHa

[OKYMEHTbI U CBEeAEHUS,
Kacatolwmecs MeauUUHCKUX U3aenni,
B OTHOLLUEHWWN KOTOPbIX MPOBOAUTCSA
WHCMNEKTUPOBaHME NPOM3BOACTBA:

a) AOKYMEHTbI, NoATBEpPKAaoLWME,
YTO NMpoueaypbl KOPPEKTUPYIOLMX U
npeaynpexaatowmx 4encTeun
paspaboTaHbl;

6) AOKYMEHTbI, MOATBEPKAAOLLME,
YTO CpeacTBa ynpaBaeHus
NPenATCTBYIOT PacnpoCTpaHeHUto
MEANUMHCKUX U3LeNNI, KauecTBo
KOTOPbIX HE COOTBETCTBYET
TpeboBaHMAM, NPeabABAAEMbIM NPU
3KCMnepTu3e KavecTsa,

3¢ deKTMBHOCTM U He3onacHOCTH
MeOMLUNHCKUX U3aennii;

B) AOKYMEHTbI, MOATBEPKAAOLWME,
YTO KOppeKTUpytowme u
npegynpexaatolme aencTemsa
ABNAOTCA pe3yNbTaTUBHbIMU;

r) AOKYMeHTbI, NoATBEpXKAatolne,
YTO NPOM3BOAUTENb MEANLMHCKOTO
nsaenns paspabotan apdeKTUBHYO
npoueaypy BbiNycka n NPUMeHeHUs
yBeAOM/IEHNI NO 6e30MacHOCTH
MEANUMHCKUX U34eNni

OOKYMEHTbI U CBEAEHMS,
Kacatowmeca MeanunHCKUX U3oennn,
B OTHOLLUEHWWN KOTOPbIX MPOBOAUTCA
WMHCNEeKTUPOBAHWE NPOM3BOACTBA:
a) AOKYMEHTbI, NoATBepKAaoLWMeE,
4YTO NPOU3BOAUTEND MEANLMHCKOTO
n34enunsa NPUHAA Mepbl,
HeobxogMmble ANA YCTaHOBAEHUS
CBSI3M C NOTPebuTenamu, B Lensax
BbINONHEHUA HEOOXOAMMbIX
KOPPEKTUPYIOLLMX U
npeaynpexaatowmnx 4encTeumn,
pacnonaraet cuctemoi cbopa u
aHanM3a AaHHbIX 0 6e3onacHoOCTU U
3P PEKTUBHOCTN MEANLIMHCKNX
N34eM1i HA NOCTNPOAAKHOM 3Tane u
noaAepKMBaeT ee B aKTyalbHOM
COCTOSIHMM, @ TaKXKe HanpasaseT B
YNONHOMOYEHHbIN OpraH oT4YeTbl O
pesynbTaTax NOCTNPOAAMKHOIO
MOHUTOPUHra 6esonacHoCTU U

3P PEKTUBHOCTN MEANLIMHCKNX
u3aenni;

OOKYMEHTbI U 3anuch,
Kacawowmecsa meanunHCKMNX
n3a4enni, BbIOPaHHbIX B
KavyecTtse
npeacTaBuUTENbHbIX
obpasuos

OOKYMEHTbI U 3anuch,
Kacatowmeca MeanLnUHCKUX
n3genni, BbiIbpaHHbIX B
KayecTBe
npeAcTaBUTENbHbIX
obpasuos




6) AOKYMEHTbI, MOATBEPKAAOLLME,
yTO 0bpaTHas cBA3b C NoTpebuTenem
aHaM3MpyeTcsa NPous3BogUTeNIEM
MeANLNHCKOro M3aenua B xoae
NPOLLECCOB }KU3HEHHOTO LKA
NpoAyKLUMU U NCNONb3YEeTCA ANA
NOBTOPHOM OLEHKWN PUCKa U Npu
HeobXxoAMMOCTHM ANA aKTyaansauum
0eATeNbHOCTU N0 MEeHEeAXKMEHTY
pucka

MpumeyaHue.

B HacToALLEM NPUNONKEHMM UCNOL3YIOTCA CeaytoLme NOHATUSA:
"MHCNeKTMpoBaHMe NPomn3BOACTBA" - OLEHKa YCI0BUIA MPOU3BOACTBA U CUCTEMDI
ynpaBAeHMA KayecTBOM MPOU3BOAUTENA MEAULMHCKOrO U34enus;
"KoppeKkTupylollee aenctsme" - agencteve, NpeanpuUHATOE MNPOU3BOAUTENEM
MEANUMHCKUX U3OENUIA C UEeNblo YCTPaHEHWA MPUYMHbI OBHapPYMKEHHOro
HEeCoOTBETCTBUA MM HeBNAroNnpPUATHOrO CobbITUR;

"KPUTMYECKUIA MNOCTaBLWMK" - MOCTaBWMK, NPOAYKUMA WAWU YCAYTU KOTOPOro
OKa3blBalOT NPAMOE BAMAHME Ha KauyecTBO, 3PPEeKTUBHOCTb M He3onacHoOCTb
MeAMULMHCKOro U3aenus;

"npeaynpexaatouiee genicteme' - oencTene, NpeanpUHATOE NPoOU3BOAUTENEM B
Lensx yCTpaHeHMs  MPUYMHbl  MOTEHUMANbHOrO  HECOOTBETCTBMA WM
NOTEHUMANbHOTO HEGNAronpPUATHOIO COBbLITUS;

"NnpomnsBoacTBeHHan naolwagKka" - TeppuTopuasbHO 060COBNEHHbIM KOMMJIEKC,
npegHasHauyeHHbI  A1A  BbINOJHEHMA BCEro nNpouecca MNpPou3BOACTBa
MeANUMHCKOTO U34,eNnA UK ero onpeaenieHHbIX CTaani;

"cucTtema ynpaB/ieHMA KayecTBOM MeaULMHCKUMX U3gennin” - opraHM3aumoHHasn
CTPYKTypa, yHKUMKM, npoueaypbl, NPOLEccbl U pecypcbl, Heobxoaumble gns
CKOOPAMHMPOBAHHOM  AEeATeNbHOCTM MO PYKOBOACTBY W YNpaB/ieHWUo
opraHusaumein - NpousBoAUTENIEM MEANUMHCKUX U3AENUI NPUMEHUTENbHO K

KayecTsy;
"ynonHomoueHHbI opraH" - ®egepanbHana cayxba no Haasopy B coepe
34 paBOOXPaHEHNUS;

"yvcnosusa npousBoactBa" - MHOPACTPYKTYpa WM MNPOU3BOACTBEHHAA Cpeaa,

Heobxoaumble AnA obecnedyeHUa KavectBa, 3PPEKTUBHOCTM M He3onacHOCTU
NPOM3BOANUMbBIX MEANLMUHCKUX U3AENNIA.
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