[Mocranosienue IlpaBurenscrea PO ot 9 despanst 2022 . N 135 "O6 yrBepxnennu [IpaBun opranusanuu u

ITocranoBienne IlpaBurenscrea P® ot 9 despasst 2022 r. N 135 "O0 yrBep:xaenuu IIpasua
OpPraHU3alMy U NMPoBeJleHUs] MHCIIEKTUPOBAHUS MPOU3BOACTBA MeIUIIMHCKHUX U3/IeJIMid HA
COOTBETCTBHE TPEOOBAHUSAM K BHEAPEHMIO, MOJIEPKAHUIO M OLIEHKE CUCTEeMbl YIIPABJIEHUS

Ka4eCTBOM MeIMUMHCKUX U3/1eJINil B 3AaBUCMMOCTH OT MOTEHIIMAJIBHOT0 PUCKA UX NpuMeHeHust'" (¢
U3MeHEHHUSIMH M JOTOJTHEHUSIMH)

C u3MeHeHUusIMH U JAOIMOJTHECHUSAMM OT:

C u3MeHeHHSIMH B JAOIMOJTHEHUAMMU OT:

29 nexabpst 2022 .

B cootBeTcTBUM ¢ yacThio 8 ' crathu 38 DenepanbHOro 3akona "OO6 OCHOBAaX OXpaHbI 3[0POBbS
rpaxnaaH B Poccuiickoit @enepanun [IpaButensctBo Poccuiickoit denepanny nocTaHOBIISIET:

1. VYrtBepaurs mpwiaraemble [lpaBuna opraHMzanMu U NOPOBEACHHUS HWHCIEKTUPOBAHUS
NPOM3BOJICTBA MEIUIIMHCKUX H3/ETIH Ha COOTBETCTBHE TPEOOBAHMSAM K BHEAPEHHIO, MOJICPKAHUIO U
OLICHKE CUCTEMBI YIPABJIEHUS KayeCTBOM MEIULMHCKUX H3JEIHIl B 3aBUCUMOCTH OT MOTEHIMAILHOTO
pHUCKa UX IPUMEHEHUS.

Wudopmanus 06 uamenenusx: [lynkm 2 usmenen c¢ 1 saweapa 2023 2. - Ilocmanoeénenue
Ipasumenvcmea Poccuu om 29 oexabps 2022 2. N 2517
Cm. npedvloywyio peoaxkyuro

2. YCcTaHOBUTH, YTO:

a) B iepuoa ¢ 1 saBaps 2023 r. mo 31 gexabps 2023 r. orieHKa CHUCTEMBl YIIPABJICHHUS KauyeCTBOM
MIPOU3BOAUTEIST MEAUITUHCKOTO M3JENHsI HA COOTBETCTBUE TPEOOBAHUAM K BHEIPEHUIO, MOICPIKAHUIO U
OIICHKE CHCTEMBI YMPABICHUS KAYECTBOM MEIWIIMHCKUX H3ACIUNA B 3aBUCHMOCTH OT TMOTECHIIMAIBHOTO
pHYCKa X MPUMEHEHHS HE SBIISICTCS 00S3aTEIIbHOW M MOYKET MPOBOIUTHCS B JOOPOBOJIBHOM IMOPSIKE T10
WHUIIMATUBE TIPOU3BOJAUTENS MEIUIIMHCKOTO M3JCNHS WJIM  YIOJHOMOYEHHOTO IPEACTaBUTEIS
MIPOU3BOAUTEINS (M3TOTOBUTENIS ) MEIUITUHCKOTO U3/ICIHS;

0) B ciyyae €ClM OIICHKAa CHCTEMBl YMPABJICHHS KAa4ECTBOM IPOU3BOAUTENS METUITUMHCKOTO
u3nenus B niepuon ¢ 1 saBaps 2023 r. mo 31 aexabpst 2023 1. He MPOBOAUIIACKH, TIPH TI0/1a4e 3asBJICHUS B
YKa3aHHBIM TEPUOJa  TMPOM3BOJUTEIEM  MEAMIIMHCKOTO HM3ACIUS WIA €ro  yHoJHOMOYCHHBIM
MIPEACTAaBUTENIEM O TOCYAAPCTBEHHOM PETUCTPAIllMY MEIUIIMHCKOTO W3/IeNNs WM O BHECCHUH N3MEHCHUI B
JIOKYMEHTBI PETUCTPAIIMOHHOTO JIOCh€ MEIUIIMHCKOTO M3JCNUS Kjacca TMOTCHIIMAIBHOTO pHCKa
npuMeHeHus 2a (11 MEIUITMHCKUX HW3JIeTUH, BBITYCKAaeMBIX B CTEPHJIBHOM BHUE), 20 wim 3 B cocTaBe
PETUCTPAIIMOHHOTO JIOChE MEIUIIMHCKOTO W3JEIHS TMPEICTABISIOTCS JTOKYMEHTBI, IOATBEPIKIAIONINE
HaJIM4KMe y MPOU3BOJIUTENS MEIUIIMHCKOTO H3EIUS YCIOBUM MPOU3BOACTBA, M KOMUU CEPTU(HUKATOB
COOTBETCTBHUSI CHCTEMBl MEHEKMEHTa KaudecTBa TpeOoBanusiM cranmapta ['OCT ISO 13485-2017
"U3znenus menunuHCKAe. CUCTEMBI MEHEDKMEHTA KadecTBa. TpeOoBaHus IS 1IeJIeH peryIMpOBaHus" WK
COOTBETCTBYIOIIETO MeXayHapoaHoro crangapta ISO 13485 (nmpu Hamuuum), a Takke KOMUU OTYETOB O
paHee MPOBEICHHBIX MHCIIEKIIMSIX Ha COOTBETCTBUE YKA3aHHBIM CTaHAPTaM;

B) TPOW3BOJUTEIN MEAWIIMHCKUX HW3JCIWN, TOJaBIINE 3asBICHUS O TOCYJAapCTBEHHOU
perucTpanuy MEIUIMHCKOrOo m3aenus B mepuoa ¢ 1 suBaps 2023 r.mo 31 ngexabpst 2023 1., HOKHBI
MOATBEPIUTh BHEIPEHUE CHCTEMBI YINPABICHUS KadyeCTBOM IyTEM MPOXOXKIACHUS TEPBUYHOTO
WHCIIGKTUPOBAHMS TPOM3BOJCTBA B TEYEHHUE 3 JIET CO JHS COOTBETCTBEHHO PETUCTPAIUU TaKUX
METUITMHCKUX U3/CIIUNA B TIOPSIKE, MPEAYCMOTPEHHOM U BHETUTAHOBOT'O MHCTICKTHPOBAHUSI.

3. Hacrosimee mocrtanoBaeHue BCTynaeT B cuity ¢ 1 ceHtsiops 2022 r. u nelictByeT 10 1 ceHTAOpst
2028 r.
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[Mocranosienue IlpaBurenscrea PO ot 9 despanst 2022 . N 135 "O6 yrBepxnennu [IpaBun opranusanuu u

IIpencenarens [IpaBurenscTBa
Poccuiickoit denepanuu M. Mumyctux

YTBEP/KAEHbI
IIOCTAHOBJICHUEM npaBHTeJILCTBa
Poccuiickoii Peaepaunu

ot 9 ¢peBpans 2022 r. N 135

IMpaBuia
OPraHM3aNMU U NPOBeIeHUs] HHCIIEKTHPOBAHUA NMPOU3BOACTBA MEIMIMHCKHUX M31eJIHH HA
COOTBETCTBHE TPeOOBAHUAIM K BHEJIPEHMIO, MOJACP/KAHUIO U OlleHKe CHCTEeMbI YIIPABJICHHSA
Ka4eCTBOM MEJUIMHCKHUX U3/1eJIUi B 3aBUCHMOCTH OT IMOTEHIHAJBLHOI0 PUCKA UX IPUMEHEHHU

C u3MeHeHHusIMA 1 JAOIMOJTHCHUSAMM OT:

C u3MeHeHHSIMH U JAOIMOJTHCHUAMMU OT:

29 nexabps 2022 r.

1. O01ue mo10KeHus

1. Hactosume [IpaBuia ycraHaBnuBalOT MOPSAOK OpraHU3allMd U MPOBEICHUS WHCIIEKTUPOBAHUS
MPOU3BOJICTBA MEAUIIMHCKUX H3JEIUNA OpTaHU3alUsIMU, TOJBEIOMCTBEHHbIME DenepalibHOil cityx0e 1o
Haa30py B cdepe 3apaBOoOXpaHEHHUs (ajee - WHCIEKTHPYIOMIas OpraHu3alus) Ha COOTBETCTBHE
TpeOOBaHUSAM K BHEIPEHUIO, MOAJIEPKAHUIO U OLEHKE CHUCTEMbl YNPaBICHHUS KaYE€CTBOM METUIIMHCKUX
U3JIENUNA B 3aBUCHUMOCTH OT MOTEHIIMAJIBHOTO PUCKA MX MPHUMEHEHUS! B COOTBETCTBUU C HOMEHKJIATYPHOMN
KJaccupuKanueil MeAMIMHCKUX H3JeTuil (l1ajiee COOTBETCTBEHHO - MHCIEKTUPOBAaHUE MPOU3BOJICTBA,
TpeOoBaHMs).

2. B Hacrosmux [IpaBunax ucronb3yroTCs CIEIYIOMNE TOHSATHS:

"MHCNIEKTUPOBAHMeE MPOM3BOACTBA' - OlEHKA YCJIOBUI NMPOMU3BOJCTBA M CUCTEMbI YIPABICHUS
KayeCTBOM MPOU3BOIUTENSI MEIULIUHCKOTO U3/IENNS;

"KoppekTHpYyIOLIEe AelcTBHe' - ACICTBUE, NPEANPUHATOE MPOU3ZBOJUTEIEM MEIUIIMHCKUX
U3JIENUA C IEeNbI0 yCTpaHeHHs] MPUYMHBI OOHAPYKEHHOTO HECOOTBETCTBHSI HIIM HEOIAronpusiTHOTO
COOBITHS;

"KpPUTHYECKHH MNOCTABIUMK' - IOCTAaBIIMK, MPOXYKIMS MIM YCIYyTM KOTOPOTO OKa3bIBaIOT
NpsSMOE BIUSTHUE HA Ka4ecTBO, 3(PPEKTUBHOCTh U O€30MaCHOCTh MEAULIMHCKOTO U3JEINS;
"mpeaynpexaammee jaedcrBue’ - AeMCTBUE, NPEANPUHATOE MPOU3ZBOJUTEIEM B LEIAX

YCTpaHEHUs] MPHUYMHBI MOTEHLHAIHLHOIO HECOOTBETCTBUS WM TMOTEHIMAIBHOTO HEOIaronpusaTHOTO
COOBITHS;

"npou3BOACTBEHHAS miomaaka' - TeppUTOpUATILHO  00OCOOJIEHHBI  KOMILIEKC,
npeIHa3HaYeHHBIA M7 BBIIIOJIHEHUS BCETO IpoLiecca MPOU3BOJCTBA MEIUIMHCKOTO H3AENUS W €ro
ONpEACICHHBIX CTaUI;

"cucremMa ynpapJiieHUsI Ka4eCTBOM MeIMUMHCKHMX M3eauid' - opraHu3allMOHHAs CTPYKTypa,
GYyHKIMH, MPOLEIYPhl, MPOIECCH U PECYpPChl, HEOOXOAUMBIE ISl CKOOPAWHUPOBAHHOMN AESITEIbHOCTU IO
PYKOBOJCTBY U yHPAaBJICHUIO OPraHU3aIMel - MPOU3BOAUTENEM MEAUIIMHCKUX U3ACTUN MPUMEHUTEIBHO K
Ka4yecTBY;

"ynosiHoMo4YeHHbBIIT opran' - @denepanbHas ciryx0a 1mo Haa30py B chepe 31paBooXpaHEHNUS;

"ycjioBusI Mpou3BoJAcTBA" - MHPPACTPYKTypa U MPOU3BOJICTBEHHAs cpefa, HEOOXOAMMBIC IS
obecrieueHns KauecTBa, 3Q(HEKTUBHOCTU U OE30MACHOCTH ITPOU3BOAMMBIX METUITMHCKUX U3CIIHM;

"YIIOJIHOMOYEHHBII  MpeICTaBUTEIb  MPOM3BOAMUTENsA'" -  FOPUIAMYECKOE JIMIO WU
WHJIUBUIYAIbHBIN TpEANpPUHUMATENb, 3aperUCTpUpOBaHHbIE HAa Tepputopuu Poccuiickoir deneparuu,
YIOJTHOMOYEHHbIE TMPOU3BOAUTENIEM MEIUIIMHCKOTO W3JEIHs MPEACTaBIsATh €ro UHTEPECH 1O BOIPOCaM
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[Mocranosienue IlpaBurenscrea PO ot 9 despanst 2022 . N 135 "O6 yrBepxnennu [IpaBun opranusanuu u

oOpalieHns MEeAUIIMHCKOTO U3/enus Ha Tepputopun Poccuiickoit @eneparui.

Nudopmanus 06 uamenenusx: [lynkm 3 usmenen c¢ 1 saweapa 2023 2. - Ilocmanoeénenue
IIpasumenvcmea Poccuu om 29 dexabps 2022 2. N 2517
Cm. npedvloywyo peoaxkyuro

3. HcnekTupoBaHue Npon3BOACTBA IPOBOAUTCS B CIy4ae, eCiu:

MIPOU3BOJICTBO MEAULIMHCKUX H3AENUH, MOAJEKAIUX TOCYJapCTBEHHON PEruCcTpalui B CIy4YasX,
TPEOYIOIMMX MPOBEACHHS DKCIEPTU3bl KadyecTBa, dPPEKTUBHOCTH M OE30MaCHOCTH, a TAKXKE B CIydasx
U3MEHEHHUsl aJgpeca MecTa MPOM3BOACTBA MEIUIIMHCKOTO W3JENHsl, YKa3aHHOIO B PErucTpPaliOHHOM
YAOCTOBEPEHUU MEAMIIMHCKOTO U3JeNUs, 3a HCKIIOYEHHEM TOCYAapCTBEHHOW pPETUCTpalud Cepuun
(mapTUM) MEAMIIMHCKOTO HU3JENUS U MEIUIUHCKUX H3JAENUl, 3aperuCTPUPOBAHHBIX B COOTBETCTBUU C
noctaHoByieareM [IpaBurensctBa Poccuiickoit @enepanuu ot 1 ampenst 2022 r. N 552 "O06 yTBepkaeHuN
0COOCHHOCTEH oOpalieHus, BKJIIOYas OCOOCHHOCTH TOCYAApCTBEHHOW pEerucTpanu, MEeTUIMHCKUX
u3Jenuil B ciaydae uX JedeKTypbl WIM pUCKA BO3HUKHOBEHHS Je(EKTypbl B CBSI3U C BBEICHHEM B
oTHomeHun Poccuiickoit @enepanyu OrpaHUYUTEIbHBIX MEP SKOHOMUYECKOTO Xapakrepa';

MPOU3BOJCTBO MEAMIMHCKUX HU3JENHUNA, KOTOPbIE HM3TOTOBJIEHBI MO WHIMBUAYAJIbHBIM 3aKa3aMm
NAI[MeHTOB, K KOTOPBIM TMPEIbSBISIIOTCS CHEIHallbHble TpeOOBaHMS MO HA3HAYCHHIO METUIIMHCKUX
pabOTHHUKOB.

4. HMHcnektupyronied OpraHu3alueldl OCYIIECTBIISIETCS BEACHUE peecTpa 3aKIYEHUH O
COOTBETCTBUHU TPEOOBAHUSAM (llajiee - pPEecTp 3aKIIOYEHHUI), pPa3MEIICHHOro Ha O(UIMAILHOM CalTe
YIOJITHOMOYEHHOT'O OpraHa B MH(POPMAIMOHHO-TEIEKOMMYHHUKAITMOHHOW ceTh "HMHTepHeT" (manee - ceTh
"UHTepHeT"), B KOTOPOM YKa3bIBAIOTCS CIEAYIOIINE CBEACHHUS:

a) YHUKAJIbHBIA PETUCTPAIIMOHHBIN HOMEp BHECEHHSI 3aIIMCH B PEECTP 3aKIFOUCHUI;

0) naTa 1 HOMEp OTYeTa O pe3ysbTaTax MHCIIEKTUPOBAHMUSI, CPOK €ro JeHCTBUS;

B) (hopMa MHCTICKTUPOBAHUS: IEPBUYHOE, IIOBTOPHOE, BHETNIAHOBOE (TI0 TPUMEHUMOCTH);

T') LleJb MHCTIEKTUPOBaHUsI (B CiIy4ae MPOBEICHUS BHEIUIAHOBOTO HHCTIEKTUPOBAHMS);

1) HAUMEHOBAaHUE MEIULUHCKOTO U3/IENNS;

€) KJ1acc MOTEHIIUAJIbHOTO PUCKA MPUMEHEHUS METUIIMHCKOTO U3AEus;

) TpyIIa WiM NoArpynna (nIpu HaJIW4uH) MEIWLUHCKOTO W3JEIus B 3aBUCMMOCTH OT KJacca
MOTEHLUATBHOTO PUCKA UX MPUMEHEHHUS 10 MEPEYHIO COTJIaCHO MpuiiokeHuto N 1;

3) HAUMEHOBAHUE U MECTO HAXOXICHHS MPOU3BOIUTENS MEAUIIMHCKOTO W3JENUs WM (haMuius,
UM U OT4YeCTBO (IpU HATUYMM), MECTO JKUTEIbCTBA HWHAWBHUIYAbHOTO MpPEINPUHUMATENS -
MIPOU3BOJUTENST METUIIMHCKOTO U3ENHs;

1) aJipeca MPOU3BOJICTBEHHBIX IUIOMIAIOK;

K) pe3yJIbTaT UHCIIEKTUPOBAHUS.

5. YIOTHOMOYEHHBIM OpraHOM Ha ero oduiMaabHOM caiiTe B cetn "MHTepHeT" ocyliecTBiIseTcs
BEJICHHE peecTpa OpraHu3aliil, OCYIIECTBISIOUIMX MPOU3BOJACTBO MEIULMHCKUX H3JEIHH, KOTOpbIE
M3TOTOBJICHBI 0 WHAMBHAYAJIbHBIM 3aKa3aM MAlUEHTOB U K KOTOPBIM MPEABABIAIOTCA CIEHUAIbHbBIE
TpeOOBaHMUS MO HA3HAYEHHUI0O MEIWIMHCKUX PaOOTHHKOB (Iajee - peecTp opranuzamnuii). B peectpe
OpraHM3alfil yKa3bIBalOTCS CIEAYIOUINE CBEICHUS:

a) YHUKAJIbHBIA PETUCTPAIIMOHHBIN HOMEp U JaTa BHECEHUS 3alMCH B PEeCTp OpraHU3aIINiA,

0) TMOJHOE W COKpAalleHHOE HauMeHOBaHWE (MpW HAJIWYMH), B TOM YHcle (UPMEHHOE
HAaUMEHOBAaHUE, U OPraHU3AIIMOHHO-TIpaBoBas (opMa IOPUANYECKOTO JIULA UIU (HaMUIIHSL, UM U OTYECTBO
(mpu HaIUMUMK) WHIWBUIYAJBHOTO MpPENNpPUHUMATENSl, HAaUMEHOBaHHME U PEKBU3UTHI JOKYMEHTa,
YAOCTOBEPSIOLIETO €ro JIMYHOCTh, aJpec MecTa HaXOXKJIEHUS IOPUIMYECKOro Julla WIM aJpec MecTa
YKUTENIbCTBA MHANBUAYAIBHOTO MIPEINPUHUMATENS; TOCYIapCTBEHHBIN PErUCTPAIIMOHHBIN HOMEp 3aIUCH O
CO3/IaHUHU IOPUINYECKOrO JHIA, HACHTU(PUKAIMOHHbBII HOMEp HaJIOTOIUIAaTENbIINKA;

B) a/ipeca MPOU3BOACTBEHHBIX IJIOLIA/I0K;

I) HaMMEHOBaHUE, CBEJCHHsS 00 HMIUIAHTAlMM B TEJIO 4YEJIOBEKA, Ha3HAUEHUE METUIIMHCKOTO
U3JIENHsl, KOTOPOE M3TOTOBJICHO MO MHIMBUAYaJIbHBIM 3aKa3aM MalMeHTa U K KOTOPOMY IPEIbSIBISIOTCS
crenuaibHble TPeOOBaHUS M0 HA3HAUYEHUIO METUIIUHCKUX PAaOOTHUKOB.

OcHOBaHMEM Uil BHECEHMs] 3alucel B PEECTp OpraHu3aluil  SBJISETCS  IOJTYyYECHHUE
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[Mocranosienue IlpaBurenscrea PO ot 9 despanst 2022 . N 135 "O6 yrBepxnennu [IpaBun opranusanuu u

YIOJIHOMOYEHHBIM OPTaHOM MH(OPMAILIUU O BHECEHUH 3aIMCU B PEECTpP 3aKITIOUCHHH.

6. CseneHus, conaep)kaluecss B OTYETE [0 pe3ysibTaTaM [POBEACHUS WHCIEKTUPOBAHUS
IIPOU3BOJCTBA, BHOCSTCS:

B PETUCTPALIMOHHOE JOChE Ha MEJUIMHCKOE H3JENINe, KOTOpPOe BEIETCS YIOJIHOMOYEHHBIM
OpraHoM;

B peecTp OpraHU3aLyi.

OcyuiecTBiIeHHE EATENBHOCTH 10 M3TOTOBJICHUIO MEIUIMHCKUX W3AEIUN MO WHAMBHIYaJIbHBIM
3aKa3aM MalMEeHTOB, K KOTOPBIM TPEABSABISAIOTCS CHENMalbHble TPeOOBAaHUS IO HA3HAYCHUIO
MEIUIUHCKUX paOOTHUKOB, NPEIHA3HAUYCHHBIX /IS HMMIUIAHTAIMM B TEJO 4YelloBeKa, 0e3 BHECEHHUs
CBEJICHUH B peeCTp OPraHU3alUil He JOIyCKACTCs.

7. Ilopsinok nepenauy CBEACHUN U BKIIOYEHUS UX B PEECTP OPTaHM3aLUN U PEECTP 3aKIIIOUCHUN
OIPENENAETCS YIIOJHOMOUYEHHBIM OPraHOM.

8. B caywae ecim nNpou3BOAMTENM MEIMLMHCKUX M3IEIUN Kjacca NOTEHLUUAIbHOIO pPHUCKa
IPUMEHEHUs | ¥ HECTEpUIIbHBIX MEIULMHCKUX M3IENINN Kilacca MOTEHIMAIBHOIO pUCKa IIPUMEHEHHUS 2a
IIPOLIIM OLEHKY CHUCTEMBI YIIPABICHUS KAaue€CTBOM MEIUIMHCKOIO W3IENMs, BKIIOYAOLIYIO IIPOLIECCHI
NPOCKTHPOBAHUS M Pa3pabOTKH, B COOTBETCTBUM C Hacrosmumu [IpaBuinamu, TO B TEYEHHE CpOKa
JEHCTBUS OTYETA MO pe3ysIbTaTaM MPOBEACHUS MHCIEKTUPOBAHUS MPOU3BOJICTBA BHECEHUE U3MEHEHUI B
PETUCTPAIIMIOHHOE TOChE TAaKUX METUIIMHCKUX M3JIEIUN OCYIIECTBISIETCS B YBEJOMUTEIILHOM MOpsiaKe 6e3
IPOBEICHUS SKCIIEPTU3BI KauecTBa, YP(PEKTUBHOCTH U OE30MaCHOCTH.

9. Undopmanus o Bbigade (OTKa3e B BBIJAYE) OTYETa OO0 HMHCIEKTHUPOBAHHH IPOW3BOJICTBA B
tedenue 10 pabouux aHEH CO THS MPUHATHS COOTBETCTBYIOLIETO PEIICHHUS BHOCHTCS WHCHEKTHPYIOLICH
OpraHu3aiyell B peecTp 3aKI0YeHUH 1 pa3MeInaeTcs Ha O(UIIMaILHOM caiiTe YIIOJTHOMOUYEHHOTO OpraHa B
cet "UuTepHer".

10. Pacxonpl, cBsi3aHHBIE C NPOBEACHUEM HHCIEKTUPOBAHUS IPOM3BOJICTBA B paMKax OLEHKU
CUCTEMBI YIIPABJICHUS KaU€CTBOM MEIUIIMHCKUX W3JIEIHNM, HECET IPOU3BOIUTEND MEAUIIMHCKOTO MU3EIHS
Ha OCHOBAHUU JIOIOBOpA, 3aKIKOYAEMOr0 C MHCIEKTUPYIOUIEH opraHu3anueil. Meroauka onpencieHus
pa3Mepa MaThl 3a IPOBEIECHNE HHCIIEKTUPOBAHUS [TPOU3BOJICTBA MEAUIIMHCKUX U3/I€JIUI HA COOTBETCTBHE
TpeOOBaHUAM yCTaHABIMBAaEeTCs MUHUCTEPCTBOM 3paBooxpanenus Poccuiickoit deneparyu.

IIpu omnpeneneHuM CTOMMOCTH WHCIEKTUPOBAHUS IIPOU3BOACTBA OCYLIECTBIISIETCS pacder
HOPMATUBHOW MPOJOJDKUTEIHPHOCTH WHCIEKTHUPOBAHUS TPOM3BOJCTBA HE3aBUCHMO OT (hakTHUecKoi
IIPOAOKUTEILHOCTH NHCIIEKTUPOBAHUS IPOU3BOJICTBA.

11. TlepedyeHb UWHCHEKTUPYIOIUIMX OpraHM3alMil pa3Memiaercs Ha OQHUIMAIBHOM caifte
YIOJTHOMOYEHHOT0 opraHa B cet "MHTtepHer".

12. MlHcnieKTHpyIoIasi OpraHu3aliys He T0JKHA ObITh 3aMHTEPEeCcOBaHa B pe3yJIbTaTaxX MPOBEIACHUS
MHCIIEKTUPOBAHUs IIPOU3BOJICTBA.

WHcnektupyromas opraHu3anusi, €€ pyKOBOJACTBO M COTPYJIHUKH, yYacTBYIOIIME B IPOBEICHUU
MHCIIEKTUPOBAaHUsl INPOU3BOJCTBA, HE JOJDKHBI NPUHUMATh Y4YacTHE B JESATEIBHOCTH, KOTOpPAas MOKET
HOBIUATh HAa HE3aBUCHUMOCTh UX CYXICHMH WM UX OECHpPUCTPACTHOCTh B OTHOIICHHWH pPE3YJIbTAaTOB
NPOBEICHUS] WHCIEKTHPOBAHUS TPOU3BOJACTBA, OHHM TaKKe HE JOJDKHBI OBITh pa3paboTYMKaMH,
IPOU3BOJUTENSAMH, IOCTaBIIMKAMU MEIUIIMHCKUX HW3JENUNA, HE JOJDKHBI OCYLIECTBISATH TEXHUYECKOE
oOcity>)xnBaHue (PEMOHT) MEAMIMHCKUX U3JIENUi, OLIEHKY MPOU3BOJICTBA KOTOPHIX OHH MPOBOJSAT, W HE
JIOJDKHBI  OBITH  YIIOJTHOMOYEHHBIMU TPEACTABUTEIISIMU  Pa3paboTUMKa, MPOM3BOIUTENS, IOCTaBIIUKA
MEIUIUHCKUX H3/EIHHA, JIUI, OCYLIECTBISIOMINX TEXHUYECKOE O0OCTyXHBaHHUE (PEMOHT) MEIUIIMHCKHUX
U3JICIIUN.

13. UncnekTupyomas opraHu3anus JOKyMEHTAIBHO 0(OPMIISET MPOLECCHI, 0XBATHIBAIOIIHE:

a) o0paboTKy 3ampoca O TPOBEJCHUN HWHCIEKTUPOBAHHUS IPOU3BOJACTBA, IOCTYIHMBIIETO OT
IIPOU3BOAUTEIS MEAULIUHCKOTIO U3JCIINS;

0) IUlaHUpOBaHME, NPOBEIEHHE W COCTABJICHHUE OTYETa O MPOBEIECHUH HHCIEKTUPOBAHUS
IIPOU3BOJCTBA;

B) YCIOBMS JIOTOBOpa O IIPOBEACHMM MHCIIEKTHUPOBAHUS IIPOU3BOJCTBA, 3aKJIIOYAEMOTO C
IIPOU3BOAUTEIIEM MEIULIMHCKOTO U3EIUS WIH €0 YIIOJTHOMOYEHHBIM IIPEICTaBUTEIIEM;

T') OnpezeseHue MPOU3BOACTBEHHBIX IUIONIAI0K, KOTOpbIe OyIyT MOABEPraThCs MHCIEKTHPOBAHUIO
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IIPOU3BOJCTBA;

1) oQopMIICHHE OTYETOB C 3aKIIOUYEHHEM O COOTBETCTBMM WIJIM HECOOTBETCTBHHM CHUCTEMBbI
yIpaBJICHUS] KAYECTBOM MEIUIIMHCKOTO M3/AETHsI TPeOOBAHUSM;

€) KOHTPOJIb 3a KOPPEKTUPYIOLIMMU ACHCTBUSIMU TI0 YCTPAHEHUIO HECOOTBETCTBUH, BBISIBJICHHBIX B
X0Jie POBEJCHUS NHCIIEKTUPOBAHMS IIPOU3BOJCTBA;

XK) pacrpeneneHue OOf3aHHOCTEH M TOJHOMOYHMH YJICHOB WHCIEKIMOHHON TPYMIBI IPH
NPOBEICHUN WHCIIEKTUPOBAHUS IPOU3BOJACTBA (C yYETOM HMX KOMIIETCHLIMH) U TPH HEOOXOAUMOCTH
[IPUBJICYCHUE BHEIIHUX DKCIIEPTOB.

14. MHcnekTupyromass OpraHu3aus JOKyMEHTAJIBHO YCTAHABIMBAET IOPAJOK oOOecredeHus
KOH(PHICHIIMATHHOCTH HH()OPMAIIUK, COCTABISIONIEH KOMMEpPYECKYI0 TallHy W MOJY4YeHHOH B XoJe
IIPOBEICHNUS MHCIIEKLUN, C y4E€TOM BO3MOKHOCTH IIPUBJICUYEHUs BHEIIHUX OKCIEPTOB MU Yy4acTus
HaOroaTesneit OT ynoJHOMOYEHHBIX OPTaHOB.

Cornamenue o KOHQHUICHIMAIBHOCTH, 3aKII0YaEMOE MEXy MHCIEKTHPYIOLIEH opraHu3anuei u
IIPOU3BOAUTEIIEM MEIULUHCKUX W3ICIUM, JOJDKHO COAEPKAaTh IIOJIOKEHUS, IpelyCcMaTpUBAIOIIUE
BO3MOYKHOCTb IIPEJCTaBICHUS MHCIEKTUPYIOLICH OpraHu3anueil yrnoJHOMOYEHHOMY OpraHy MaTepUajoB
10 pe3yJIbTaTaM IIPOBEACHUS HHCIIEKTUPOBAHHUS.

15. MHcnektupytomiast opraHu3anusi 10JHKHA MOAJIEPKUBATh B paboyeM COCTOSHUHM U XPAHUTh HE
meree 10 ner 3amucu 00 MHCIEKUMH U JPYrodl CBOEH MAEATENbHOCTH IO BCEM MPOU3BOIUTEINSIM
MEAMIMHCKUX W3/€Iui, MOJaBIIMM 3asBKM O IPOBEJCHUM HWHCIEKTHUPOBAaHWS NPOM3BOJACTBA U (MJIN)
IIPOLIEIINM UHCIIEKTUPOBAHUE ITPOU3BOCTBA, KOTOPHIE JOJKHBI COLCPIKATH:

a) nH(pOpPMAIIHIO O 3asBKE HA MIPOBEACHUE MHCIIEKTUPOBAHMS M OTUETHI O pE3yJIbTaTax MpPOBEICHUS
MHCIIEKTUPOBAaHUs IIPOU3BOJCTBA;

0) AOroBOp Ha MPOBEACHNE MHCIIEKTUPOBAHMS ITPOU3BO/ICTBA;

B) 000CHOBaHHUE MPOIOIHKUTEIBHOCTH HHCTIEKTUPOBAHUS IIPOU3BOICTBA;

I') CBelCHUS 00 OCYLIECTBICHUU KOHTPOJISA 3a BBINOJIHEHHEM KOPPEKTHUPYIOUIMX JACHCTBHM IO
pe3yabpTaTaM MPOBEACHUS UHCIIEKIIUM;

JT) 3aITUCH 0 Kano0ax, a TAKKe O MOCIEIYIONINX KOPPEKTUPYIOUINX ICHCTBHSIX;

€) IOKyMEHTbI, IOATBEPKAAIOIINE KOMIIETEHTHOCTh HHCIIEKTOPOB U BHEIIHUX 3KCIIEPTOB;

) COTJIallleHne O KOH(PHUICHIMATBHOCTH, 3aKJIFOUYCHHOE MEX/1y WHCIEKTUPYIOLIeH OopraHu3anuei
U [IPOU3BOJUTENIEM MEAULUHCKUX U3ICIIUN.

16. YromHOMOUYEHHBII OpraH B paMKax KOOPJMHALMHU PaOOThl MHCHEKTHPYIOUIEH OpraHu3aluu
BIIPaBE 3a CBOW CYET HANpaBUTh CBOMX HaOrofaresnell A y4yacTusi B NMPOBEACHUM WHCIEKTHPOBAHUS
IIPOU3BOJACTBA B paMKaX OLICHKM CHUCTEMbl YIPABJICHHUS KAadyeCTBOM MEAMIMHCKOIO  U3JEIus.
[IpousBoauTENIh METUIIMHCKOTO H3JENUs 00s3aH 00ECTeYUTh JTOCTYIN 4YWICHOB TPYIIBI MHCHEKTOPOB H
HaOroaTeneit K 00beKTaM WHCTIIEKTUPOBAHUS.

I1. Iopsiiok MpoBeAeHNS MHCIIEKTHUPOBAHUS NIPOU3BOACTBA MEAMIMHCKUX M3/1eTHi

17. OueHka cuCTEeMBbl YNpaBJIEHUs] Kauye€CTBOM MEIUIMHCKUX H3ZENUil MpoBOAMUTCS B (opmax
NEPBUYHOT0, IEPUOINYECKOTO (IITAHOBOT'0) M BHEIJIAHOBOI'O MHCIIEKTHPOBAHUS IPOU3BOJICTBA.

18. IlepBMuHOE WHCHEKTUPOBAHUE IPOM3BOACTBA IMPOBOAUTCA B LEIAX TIOCYAapCTBEHHOU
pPETUCTpalliM MEAUIUHCKOTO H3AETHs B CHOy4asX, TpeOYIOUIMX IpPOBEACHUS SKCIEPTU3bl KayecTsa,
3pPEKTUBHOCTH M O€30MaCHOCTH MEIWIMHCKUX W3JEJINH, WJIM BHECEHHS B PEECTp OpraHu3aluit
CBEJICHUH, YKa3aHHBIX B IIyHKTEe 5 HacToAmux IIpasui.

19. Jlna nmpoBeneHuss INEPBUYHOIO  MHCIEKTHPOBAHMS  IPOU3BOACTBA  IIPOM3BOJUTEID
MEAMLIMHCKOIO M3JENHUs WIM YHOJHOMOYEHHBIM NPEICTaBUTENb INPOU3BOAUTENS (M3TOTOBUTES)
MEAMIMHCKOIO MU3JeHs (Jajee - 3asBUTEINb) NPEACTABISET B MHCIEKTUPYIOLIYIO OpPraHU3alUI0 3as8BKY O
IPOBEJCHUM WHCIEKTUPOBAaHUS IPOM3BOACTBA C YKa3aHWEM MEAMLIMHCKMX H3IEIUA M MX TPyl
(moarpymil), mpexycMOTpeHHbIX npuioxkeHueM N 1 k HactosimuM IlpaBunam, M NpOM3BOACTBEHHBIX
IUIOIAI0K, MOJJIEKALIMX WUHCIIEKTUPOBAHMIO, C IPUIIOKEHUEM CIIEIYIOIINUX JOKYMEHTOB B 3JIEKTPOHHOM
¢dopme (TakeTa EKTPOHHBIX JOKYMEHTOB):
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crpaBka O (paKTHUECKOW YHMCICHHOCTU COTPYAHUKOB, YYaCTBYIOIIMX B IPOLECCaX OLECHUBAEMOM
CUCTEMBI YIIPaBJICHUsI KAUECTBOM MEIULIMHCKUX U3AEIUM;

KOMHS OTYETa O pe3yJIbTaTax MPOBEACHUS OPraHOM IO cepTUUKAIMH (A1 cepTUDUIIMPOBAHHBIX
CUCTEM MEHEIKMEHTAa KauyecTBa) MOCJIEIHEro ayJuTa CUCTEMbl MEHEIKMEHTa KauecTBa MEIUIIMHCKHX
u3enui (mpu HaJIM4YuH).

20. MHcnekTupymomas opraiu3alys IPOBOAMT aHAIW3 IPEJCTaBICHHBIX JOKYMEHTOB B TE€UEHME
10 paGouux aHe# co AHA MOAAYH 3asgBUTENIEM 3asiBKM O NMPOBEJCHUN MHCIEKTUPOBAHUS MPOU3BOJCTBA. B
cllydae IMpPHUHATHS pELIEHUS O TPOBEACHUM HHCIEKTHUPOBAHMUS IPOU3BOJCTBA HHCIEKTHUPYIOIIAs
OpraHM3alys 3aKI0YacT ¢ 3agBUTEIIEM JIOTOBOP Ha MPOBEACHUE NHCIIEKTUPOBAHUS IIPOU3BOCTBA.

B ciydae eciau TpHUHATO OTPULIATENIBHOE PEIIEHHWE O IPOBEJIEHUM HHCIEKTHPOBAHUS
IIPOM3BOJICTBA, MHCIEKTUPYIOLIAsl OpPraHM3allis BbIJAET 3asABUTENIO (HAIPAaBIsAET 3aKa3HBIM IOYTOBBIM
OTIIPABICHHEM C YBEIOMJICHHEM O BPYYEHHU WJIM B (popMe 3IIEKTPOHHOTO JOKYMEHTa, MOAMHMCAHHOTO
YCUJICHHOM 3JIGKTPOHHOW TMOJIMHUCHIO) yBeAOMJIeHHE 00 OTKa3e B TPOBEICHHM IEPBHYHOIO
MHCIIEKTUPOBAHUS IPOU3BOJCTBA C YKA3aHUEM IIPUUMH.

OcHoBaHMEM AJI OTKa3a B IPOBEICHUM NEPBUYHOIO MHCIIEKTUPOBAHMSI IIPOU3BOJICTBA SIBISETCS
HECOOTBETCTBHE 3asIBKM U JOKYMEHTOB, YKa3aHHBIX B ITyHKTE 19 Hacrosmux IIpaBui.

2]1. Ilpu mpoBeneHUMM NEPBUYHOTO MHCIEKTUPOBAHUS IPOU3BOJCTBA OLIEHUBAETCS BHEIPEHUE
CHCTEMBI yIPaBJICHUS] KAUECTBOM MEIUIIMHCKOTO M3/I€IHs HA COOTBETCTBHE TPEOOBAHUSM.

22. llpu nmpoBeneHUH NEPBUYHOTO MHCIEKTHMPOBAaHUS IPOM3BOJCTBA HMHCIEKTHPYIOIIAS
OpraHu3alys MNPOBOJUT MHCIEKTUPOBAHUE MPOM3BOJACTBA BCEX YKAa3aHHBIX B 3a8BJICHUU O IPOBEIACHUU
MHCIIEKTUPOBAHUS ITPOU3BOJICTBEHHBIX IIOLIAIOK.

B ciywae ecnu Ha OHOM NPOMU3BOACTBEHHON IUIOIIAJKE IMPOU3BOIATCS MEIULMHCKHAE W3IEIHS,
OTHOCSIIIMECS K HECKOJIBKMM TIpynnaM (MOATpYINIaM) MEIUIMHCKUX W3AEIUN, NpeSyCMOTPEHHBIX
npunoxkeHueM N 1 k Hacrosumm IlpaBunam, B 3aBUCHMOCTH OT Kjlacca MOTEHIMAJIBHOTO PHCKA HX
IPUMEHEHNUs, NHCIIEKTUPOBAaHUE ITPOU3BOJICTBA B paMKaxX OJHOW IMPOBEPKH MOXET OXBAThIBATH HECKOJIBKO
rpynn  (MOATpYNI) MEAUIMHCKUX M3JIEIMA B COOTBETCTBUM C 3aBJIEHHBIMM IPOM3BOJUTENIEM
MEAMIMHCKUX WU3/EIUI MPOU3BOACTBEHHBIMH IUIOIIAIKAMHU.

23. PacyeT HOpMaTUBHOMN MPOJOJIKUTEIILHOCTH MHCIIEKTUPOBAHUS IPOU3BOACTBA OCYIIECTBISAETCS
OpU  OINpENEJIEHUH CTOMMOCTH HWHCIIEKTUPOBAHHUS TPOU3BOJACTBA HE3aBUCHMO OT (PaKTHYECKOU
IPOAOKUTEIBHOCTH NHCIIEKTUPOBAHUS IPOU3BOJICTBA.

24. HopmatuBHasg NPOAOKUTEIBHOCTh HMHCIIEKTUPOBAHUS IPOU3BOACTBA HCUUCISETCS B
YeNOBEeKO-JIHAX Ha OCHOBe 8-yacoBoro pabouero maHA. HopMmaTuBHas NPOJOKUTENBHOCTH
MHCIIEKTUPOBAaHMUS MPOM3BOJCTBA BKIIOYAaeT B ce0s BpeMs, NPOBEIEHHOE BHE WHCIEKTUPYEMOU
OpraHM3allMM ¥ 3aTpauy€HHOE Ha aHajiu3 JOKYMEHTAallud M IUIAHUPOBAHWE WHCIEKTHUPOBAHMS
IIPOM3BOJICTBA, @ TAKXE BPEMs, NPOBEJCHHOE HENOCPEICTBEHHO B HHCIEKTUPYEMOM OpraHu3alud u
3aTpayeHHOE Ha COCTABIIEHUE OTYETOB.

Ecnu 00beKThl HHCIIEKTUPOBAHUS MPOU3BOJICTBA PACIIONIOXKEHBI B IPYTOM T'OPOJE MO OTHOIICHUIO
K WHCIEKTHUPYIOLIEH OpraHu3aluy, TO HOpPMAaTHUBHAs NPOAODKUTEIBHOCTb  HMHCIEKTHPOBAHMS
IPOM3BOJICTBA YBEJINYMBAETCS HA 2 YEIOBEKO-/IHS Ha KAXKAbI 0OBEKT HHCIIEKTUPOBAHMUS.

25. B kadecTBe OCHOBBI JJIsi pacueTa HOPMATHUBHON NPOAOKUTEIBHOCTH WHCIEKTUPOBAHUS
IPOM3BOJICTBA HCIIONIB3YyeTCA (DaKTUUeCKas YUCICHHOCTh COTPYAHUKOB HHCIIEKTUPYEMOH OpraHU3alliH,
y4acTBYIOUIMX B IIPOLIECCAX B paMKax OLEHUBAEMOW CHUCTEMBl YNpaBIEHHUsS KauecTBOM. YMCIEHHOCTh
COTPYJHUKOB C YaCTHUYHOM 3aHATOCTBIO YUUTBHIBAETCA IIyTEM €€ KOHBEpPTAllMM B SKBUBAJICHTHYIO
YHUCJIEHHOCTh COTPYJIHUKOB C IIOJTHOU 3aHSTOCTBIO.

[lokazarenu nns pacueTa HOPMATUBHON IPOAODKUTEIBHOCTH MHCIEKTHPOBAHMS IPOU3BOJACTBA B
3aBHCUMOCTH OT (DaKTUYECKOH UYMCIEHHOCTH COTPYAHHUKOB OOBEKTa HMHCIEKTHPOBAHUS TNPHUBEICHBI B
npusoxeHuu N 2.

26. OtpenpHbple [EHCTBUS IPU NPOBEAEHUM NEPBUYHOIO, IEPUOAMYECKOrO (IUIAHOBOIO) H
BHEIUIAHOBOT'O MHCIIEKTUPOBAHUS MPOU3BOACTBA OCYLIECTBIISIOTCS B CIEAYIOLINE CPOKH:

AQHAIN3 MHCIEKTUPYIOIIEW OpraHu3anueil JOKYMEHTOB, IIPEJICTaBICHHBIX 3asBUTEIIEM JUId
NPOBEICHUS] MHCIEKTHpPOBaHUs, - He Oonee 10 paboumx 1HEW CO IHS MOAAYHM 3asgBUTENEM 3asBKU O
IIPOBEJCHUH MHCIIEKTUPOBAHUS IPOU3BO/ICTBA;
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HAIIPaBJICHUE WHCIEKTUPYIOIIEH OpraHu3aluedl 3asBICHUS B YIOJHOMOYEHHBIM OpraH o
IIPOBEJICHUM OLIEHKH CHCTEMbI YIPABICHHS KaueCTBOM MEAMIIMHCKOIO M3AENUs C MCIOJIb30BaHUEM
CPEICTB JIMCTAHLIMOHHOTO B3aUMOJEHCTBHA - He Oosiee 3 paboumx IHEH CO JHS MOAAYM 3asBUTEIIEM
3as1BKU O IPOBEACHUH MHCIIEKTHPOBAHUS NTPOU3BOJICTBA;

HaIpPaBJICHUE YIOJIHOMOUYEHHBIM OpPraHOM B HHCIEKTHUPYIOLIYH0 OPraHU3allMI0 YBEIOMIIEHUS O
IPUHATOM PEIIEHUU O BO3MOKHOCTH HWJIM HEBO3MOXXHOCTH IIPOBEJIEHUS OLICHKU CHUCTEMBI YIPABIICHUS
KaueCTBOM MEIUIMHCKOIO M3JIENHsI C UCIOJIb30BAHUEM CPEACTB JUCTAHIIMOHHOIO B3aUMOJECHCTBUS - HE
Oonee 3 paboumx THEH CO THS TMOMYYCHHS YHOJIHOMOYEHHBIM OPraHOM 3asiBICHHS MHCIEKTUPYIOIIEeH
OpraHM3allMi O IIPOBEACHUM OLICHKM CHCTEMbl YIPABIEHUS KaueCTBOM MEIUIIMHCKOTO W3JAEIUS C
MCIIOJIb30BAaHUEM CPEJCTB AMCTAaHLIMOHHOIO B3aUMOJEICTBHS;

3aKJIIOUYEHHE JOroBOpa Ha IMPOBEAEHUE MHCIIEKTUPOBAHMS MPOU3BOACTBA (BKJIIOUAsl COTJIACOBAHUE
yClioBUH, oOpMIICHHE MU TMOANMHUCAHWE YKa3aHHOTO JOoroBopa) - He Oomee 10 pabouux mHeW co IHS
IPUHATHA PELICHUS O POBEACHUN UHCIIEKTUPOBAHUS IIPOU3BOJICTBA;

HarpaBJIeHUE yBEeJOMJICHHS 00 OTKa3e B MPOBEJCHUN MHCIEKTHPOBAHUS MPOU3BOCTBA - HE Oojiee
3 pabouux AHel co AHS MPUHATHUS OTPULIATEIFHOTO PELICHHUS;

oopmIIeHHEe TPOE3THBIX U MHBIX HEOOXOIUMBIX TOKYMEHTOB JUISl IPOBEACHUS MHCIEKTHPOBAHUS
OJTHOM WK OoJiee MPOU3BOJICTBEHHBIX TUIOMIA/I0K, a TAKXKe MPOe3 K MECTY MPOBEACHHUS WHCTIEKTUPOBAHUS
- He Oomee 25 paboumx AHEH cO AHA 3aKIIOUYEHUS JOrOBOpa Ha IMPOBEACHHWE WHCIEKTHPOBAHUS
IIPOU3BO/ICTBA;

HaxX0XJIEHUE Ha IMPOU3BOACTBEHHON IUIOMIAJKE (B TOM 4HCIE C HCIOJIb30BAHUEM CPEACTB
JMCTAaHIIMOHHOTO B3aUMOJICHCTBUS) - HE Oosiee 5 paboumx JAHEH co IHS MpUObITHS Ha Hee.

27. Ilpu pacuere HOPMATUBHOM MPOJOJKUTEIBHOCTH MHCIEKTUPOBAHUS NPOU3BOJCTBA JOJIKEH
YUUTBIBAThCS CPOK AEHCTBUH, ONpeneaeHHbIX MyHKTaMu 29, 35 n 38 Hactosumx [Tpasui.

28. CoBOKYNHBIN CPOK MPOBEAECHUS MHCIIEKTUPOBAHMs IIPOM3BOJCTBA HE JOJDKEH MpeBblmaTh 90
pabouunx qHEH co THS MMOAa4YH 3asiBUTEIEM 3asBKH O MPOBEICHUH WHCIIEKTUPOBAHUS POU3BOCTBA.

29. Ilo pesyapraTaM NpPOBEACHHOIO  IMEPBUYHOIO  HMHCIEKTUPOBAHUS  IPOM3BOACTBA
MHCIIEKTUPYIOIIas opranu3anus B TeueHue 10 pabouunx qHew:

oopmisier oTdeT o Gopme corimacHo npuiaokeHHI0 N 3 U BbIIACT WM HANpaBisSeT 3asBUTEIIO
3aKa3HBIM IIOYTOBBIM OTIPABICHUEM C YBEIOMJICHHMEM O BpYYEHHH WIH B (OpME 3JIEKTPOHHOTO
JIOKYMEHTA, IOANNCAHHOTO YCUJIIEHHOMN 3JIEKTPOHHOM MOANKCHIO;

pa3MelIaeT B peecTpe 3aKII0YEHUN CBEJIEHUS, YKa3aHHbIE B IIyHKTe 4 HacTosmux [IpaBui.

Otuer 0 pe3yabpTaTax MEPBUYHOIO MHCIEKTUPOBAHUS IPOM3BOJCTBA JECHCTBUTENIEH B TEUEHHUE 5
JIET CO JIHS €0 BBIJIAYH.

30. Pe3ynbraThl MHCHEKTUPOBAHUSA NPOM3BOACTBA PACHPOCTPAHAIOTCS HA rpynmy (HMOArpymiLy)
MEIUIMHCKUX W3JIeTuH, yka3zaHHbIX B npwioxkeHud N 1 k Hacrosumum [lpaBunam. [[ns MenuuuHCKUX
U3JIENUA  KJIAacCOB MOTEHIMAJBHOTO pHUCKAa MNpuMeHeHuss | u 2a pe3ynbTaTbl HMHCIEKTHPOBAHMS
IIPOM3BOJICTBA PACIPOCTPAHSIOTCS HAa TPYNIBbl MEAMLMHCKUX H3Aenui. I MEAMLIMHCKUX W3JeIui
KJIACCOB TMOTEHIMAJIBHOTO pHUCKA MpUMeHeHHs 20 W 3 pe3yibTaThl MHCHEKTHPOBAHUS IPOU3BOICTBA
pacnpoCTpaHsA0TCA Ha NOATPYIIBI MEAUIMHCKUX U3JIEIHM.

31. Ilepuoanueckoe (IUIAaHOBOE) MHCIIEKTUPOBAHUE MPOU3BOJCTBA MpPOBOAUTCS 1 pa3 B 5 jer co
JTHS BBIJJAYM OTYETA O Pe3yJibTaTaxX NEPBUUYHOTO MHCIIEKTUPOBAHMSI.

Jlng mpoBeneHUs NMEPUOIMYECKOro (IUIAHOBOTO) MHCIEKTUPOBAaHUS IIPOM3BOJCTBA 3asBUTEINb
HaIpaBseT B MHCIEKTUPYIOUIYIO OpraHU3alUI0 3asBKYy O IPOBEICHUM MEPUOIUYECKOrO (IIJIAHOBOIO)
MHCIIEKTUPOBAaHUS IIPOM3BOACTBA C YKAa3aHUEM MEIULMHCKUX H3AEIMM W UX rpynn (HOArpymm),
IPEIyCMOTPEHHbIX mNpwiokeHneM N 1 k HacrosmmMm IlpaBunam, ¥ NpPOM3BOACTBEHHBIX IUIOIIAJOK,
BXOSIIUX B 00JAaCTh WHCIEKTHPOBAHUS, C NPUIOKEHUEM CIEAYIOUINX JOKYMEHTOB B JJIEKTPOHHOMN
¢dopme (TakeTa EKTPOHHBIX JOKYMEHTOB):

crpaBka O (PaKTHUECKOW YHMCICHHOCTU COTPYAHUKOB, YYaCTBYIOIIMX B IPOLIECCaX OLECHUBAEMOM
CUCTEMBI YIIPaBJICHUsI KAUECTBOM MEIULIMHCKUX U3AEIUM;

KOIIUS OTYETA O pe3ysIbTaTax MPOBEIEHUS OCIEAHETO NHCIIEKTUPOBAHUS IIPOU3BO/ICTBA;

KOMHS OTYETa O pe3yJIbTaTax MPOBEACHUS OPraHOM IO cepTUUKAIMH (A1 cepTU(UIIMPOBAHHBIX
CUCTEM MEHEKMEHTa KauyecTBa) MOCJIEIHEro ayJuTa CUCTEMbl MEHEIKMEHTa KauecTBa MEIUIIMHCKHX
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u3zenui (mpu HaJIM4Yuun).

32. MHcnektupyromas opraHu3alus NpOBOAUT aHAJIU3 MPEJCTABICHHBIX JTOKYMEHTOB B TEUEHHUE
10 paGoumnx IHEH co THS MOJauu 3asiBKH O MPOBEICHUH MEPHOAMYECKOrO (IUTAHOBOT0) MHCTIEKTUPOBAHUS
IpOM3BOACTBA. B ciydae ecium MHCHIEKTHpYOIIAas OpraHMu3alys IMpUHSIA pEIIEHHE O IPOBEICHUU
NEPUOANYECKOTO (IJIAHOBOI'O) MHCIEKTHPOBAHMSI IPOM3BOJACTBA, OHA 3aKJIIOYAeT COOTBETCTBYIOIIMMN
JIOTOBOP C 3asIBUTEIIEM.

B ciydae eciau TpUHATO OTPULATENIBHOE PEIIEHHE O IPOBEIEHUM HHCIEKTHPOBAHUS
NPOM3BOJICTBA, WHCIEKTHPYIOLIasi OpraHu3alus yBeIOMISeT B (opMe DSIEKTPOHHOTO JIOKYyMEHTa,
NOJMMCAaHHOTO YCHJIGHHOW 3JIGKTPOHHOW TOAMMUCHIO, 00 OTKa3e B MPOBEACHUH MEPBUYHOTO
MHCIIEKTUPOBAHUS IPOU3BOCTBA (C YKa3aHUEM IPUYHH).

OcHoBaHMeM [UIsl OTKa3a B IIPOBEJEHUM NEPUOAMYECKOrO (IJIAHOBOTO) WHCIEKTUPOBAHUS
IIPOM3BO/ICTBA SIBJISIETCSI HECOOTBETCTBUE MPEACTABIEHHOIO KOMIIJIEKTA JOKYMEHTOB, YKA3aHHBIX B IIyHKTE
31 nacrosmux ITpasui.

33. Ilpu mnpoBeneHUH MEPUOAUYECKOro (IJIAHOBOTO) HMHCHEKTUPOBAHUS MPOU3BOJICTBA
OLICHUBAIOTCSl TOJAEPKAHUE COOTBETCTBHUSI CHCTEMBI YIIPABJICHHS KAauy€CTBOM MEIUILMHCKOTO W3EIHS
TpeOOBaHUSM.

34. Ilepuonuueckoe (IUIAHOBOE) MHCIIEKTHPOBAHHE IMPOU3BOACTBA MPOBOJUTCS Ha BBIOPAHHBIX
UHCIIEKTUPYIOIIEH OpraHM3alueil MpPOM3BOJICTBEHHBIX IUIOMIAJKAaX Ha TMpUMepe OTOOpaHHBIX
MEAMIMHCKUX W3IEIUH IS KaXI0M TPYNIbl UM MOATPYIIIBI IPOU3BOIUMBIX MEAUIMHCKUX HU3A€Iuil (B
3aBMCHMOCTH OT KJIacca NOTEHLUAIbHOIO PUCKA UX NMPUMEHEHHUS), IPEAYCMOTPEHHBIX MpHiIokeHneM N 1
K HacTosammM [IpaBuiam, nocpeacTBOM aHaan3a JOKYMEHTOB M 3alMCEH, KOTOPHIE SIBUWINCH PE3YJIbTaTOM
peanu3ali COOTBETCTBYIOUIMX JOKYMEHTHPOBAaHHBIX INPOLECCOB M (MJIM) OINEPALMOHHBIX IPOLEAYD
CUCTEMBI yIPaBIEHUS Ka4YeCTBOM MEIUIMHCKUX H3JEIMM, IPUMEHUTENBHO K YKa3aHHBIM MEAULIMHCKUM
m3genusM. JIns MEeIMUIMHCKHMX W3JeIMM  KJIaccoB IOTEHLMAIbHOIO pHUCKa IpuMmeHeHus | u 2a
NPEeJCTaBUTENILHBIA 00pa3el] MEAUIUHCKUX H3/EIHid BBIOMpACTCd MHCHEKTHPYIOIIEH opraHu3anuei u3
Ipynnbl MEAMLIMHCKUX H3AEIMM, I MEIULUHCKUX U3JeIMA KJIacCOB MOTEHIUAJIBHOIO pHCKa
npuMeHeHus 20 u 3 - U3 MOATPYIIBI MEJUIIMHCKUX U3IENINH.

Kpurepusimu BpIOOpa HMHCIEKTUPYIOIIEH OpraHM3aluedl MpeCTaBUTENBHBIX MEIMIMHCKUX
U3JIeIIUN SBIIIETCS HOBHU3HA TEXHUYECKHMX PELICHUM, Ha3HAYCHUH, TEXHOJIOTUH IIPOU3BOACTBA C Y4ETOM
pe3ynbTaTOB MPOBEICHUS Mpeaplaymux HHcnekuuil. OOocHOBaHME BbIOOpa IPEICTaBUTEIBHBIX
MEIUIUHCKUX U3JIeNUN TOJDKHO OBITh MPHUBEIEHO B OTYETE O Pe3yJIbTaTaxX MPOBEACHUS WHCIIEKTUPOBAHUS
IIPOM3BO/ICTBA.

35. Ilo pe3ynpTaTaM MPOBEACHHOTO IEPUOAMYECKOr0  (IJIAHOBOTO) HMHCHEKTHUPOBAHUS
NPOM3BOJICTBA MHCIIEKTHPYIOLasi opranu3anus B Tedyenue 10 pabounx qHei:

oopmisier otdyer 1o ¢Gopme CoryiacHO mNpuiIokeHH0 N 4 u BbIJaeT (HampaBisieT 3aKa3HbIM
MOYTOBBIM OTIIPABJIICHUEM C YBEIOMJICHHMEM O BpYYCHHH HIU B (OpME 3JIEKTPOHHOTO JOKYMEHTa,
HNOJINUCAHHOTO YCWJIEHHOM 3JIEKTPOHHOM MOANKCHIO) ET0 3asIBUTEIIO;

pa3MelIaeT B peecTpe 3aKII0UEHUN CBEJIEHUS, yKa3aHHbIE B IIyHKTe 4 HacTosmux [IpaBui.

Oryer 0 pe3ynbTaTax NEPUOJUYECKOro (IUIAHOBOTO) HHCIEKTUPOBAHUS  IPOU3BOJACTBA
JICHCTBUTEIICH B TEYEHHUE 5 JIET CO JHS €r0 BbIIAYH.

36. BHemiaHOBOE HHCIIEKTUPOBAHUE IIPOU3BOACTBA IPOBOJUTCS B CAEAYIOIIUX LEIAX:

a) BHECEHUE U3MEHEHMH B NIEPEUYEHb NIPOU3BOJICTBEHHBIX IUIOMIA0K, IEPEUYEHb TPyl (IOATPYIII)
MEAMIMHCKUX U3JEIUNA B COOTBETCTBUU C OTYETOM O Pe3yJIbTaTaxX NPOBEAECHHsI HHCIIEKTUPOBAHMSI,

0) HOATBEep)KIECHHE YCTPAaHEHUS HAPYUICHWH M0 pe3ysibTaTaM IPOBEJICHHS HHCIEKTHPOBAHUS
IIPOU3BO/ICTBA;

B) HOJTBEp)KJICHHE YCTPAaHEHHs NMPHYUH, KOTOPbIE MPHUBEIN K BBIMTYCKY HEI00pPOKaueCTBEHHBIX
MEIUIIMHCKUX W3]ICNIHUIT;

I') NOATBEP/KIACHUE BHEAPEHUS NPOU3BOIUTEIEM CUCTEMBI YNPABICHHSI KA4ECTBOM MEIUIIMHCKUX
U37Ienuil (B caydae eciii OLEHKa 3TOM CHUCTEMBI YIIpaBJIeHHs KAYECTBOM Ha COOTBETCTBUE TPEOOBAHHSIM HE
IIPOBOJMIIACH).

37. Jlna mpoBeaeHUs BHEIUIAHOBOT'O MHCIEKTUPOBAHHUS MPOM3BOACTBA 3asBUTENb HAIpaBIsAET B
MHCIIEKTUPYIOLIYIO OpPraHU3al|Io 3asBKy O NPOBENECHNUN BHEIUIAHOBOTO MHCIIEKTMPOBAHMUS IPOU3BOICTBA
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C yKa3aHMEM MEIULMHCKUX WM3AEIUN U UX Ipynn (HOATrpyMIl), NPeayCMOTPEHHbIX IpuioxkeHueM N 1 k
HacrosmuM [IpaBunam, ¥ MPOM3BOJICTBEHHBIX IUIOIIAAOK, BXOJSIIMX B OOJIACTH WHCIEKTHPOBAHUS, C
NPUIOKEHUEM CIIEIYIOIUX JJOKYMEHTOB B 3JIEKTPOHHOM (hopMe (ITaKkeTa IEKTPOHHBIX TOKYMEHTOB):

crpaBka O (paKTHUECKOW YHMCICHHOCTU COTPYAHUKOB, YYaCTBYIOIIMX B IPOLECCaX OLECHUBAEMOM
CUCTEMBI YIIPaBJICHUsI KAUECTBOM MEIULIMHCKUX U3AEIUM;

UHpOpMaLUsA O MPUYMHAX, KOTOPBIE NMPHUBEIN K BBITYCKY HEIOOPOKAUYECTBEHHBIX MEAUIIUHCKUX
u3zenuit (o NPUMEHUMOCTH).

B cnydasx npoBeneHHUs] BHEMJIAHOBOI'O MHCIIEKTHPOBAHMS B 1IE€NIAX, YKa3aHHBIX B MOANYHKTE "a"
nyHkTa 36 Hacrosmux IIpaBui, 3asiBka 0 IPOBEJEHUM BHEIJIAHOBOI'O MHCIEKTUPOBAHUS IMPOU3BOJICTBA
HaIpaBJIETCS B MHCIEKTUPYIOLIY0 OpraHU3alyio 0 NPEACTaBICHUs JOKYMEHTOB I ITOCY1apCTBEHHOM
perucTpanuy MEAULUHCKUX U3JEIHH.

38. Ilo pe3ynpraraM MpPOBEAECHHOIO BHEIUIAHOBOIO  MHCIEKTHPOBAHMS  IPOMU3BOJCTBA
MHCIIEKTUPYIOIIas opranu3anus B TeueHue 10 pabounx qHew:

oopmisier oryetr mo (opme coriaacHo MpuiaokeHuto N 5, 32 HCKIIOYCHHEM HHCIEKTUPOBAHMUSA,
IIPOBEJCHHOIO B ILEJIAX, yKa3aHHBIX B MNoAmyHkTe "r" myHkra 36 Hacrosmmx [lpaBuin, u BbIIaeT
(HampaBisieT 3aKa3HbIM IIOYTOBBIM OTIIPABICHHEM C YBEJOMJICHHEM O BpYYeHHH WM B (opme
AJIEKTPOHHOI'O JOKYMEHTA, IOANNCAHHOI0 YCUJIEHHOH 3JIEKTPOHHOM MOANKCHIO) €r0 3asBUTEIIIO;

B IIEX, YKa3aHHBIX B moAanmyHkre "T" myHkra 36 Hacrosmux [IpaBuin, odopmisieT oTYeT o
dopme, mpeaycMoTpeHHoM prinokeHneM N 3 k HacTosmuM [IpaBunam;

pa3MelIaeT B peecTpe 3aKII0UEHUN CBEJIEHUS, YKa3aHHbIE B IIyHKTe 4 HacTosmux [IpaBui.

39. UHcnekTupyromas OpraHu3anys, IpOoBOASIIAs MHCIEKTUPOBAHUE MPOM3BOJACTBA, HE JOJDKHA
BBIHOCUTH IIOJIOKUTENIBHOIO 3aKJIIOUEHUS, €CJIM CUCTEMA YIPABJICHUS KAU€CTBOM MEIMLIMHCKUX H3JIEIUN
HE COOTBETCTBYET TPEOOBAHUSAM WUJIH HE TOJICPKUBACTCS B aKTYAIbHOM COCTOSIHUU.

HecooTrBercTBus, BBISIBICHHBIE 110 pe3yjbTaTaM IPOBEAEHUS HHCIEKTHUPOBAHUS IPOM3BOJCTBA,
JOJDKHBL ~ OBITh ~ yCTpaHEHBl IPOU3BOAMUTENEM MEIUIMHCKOTO M3JeiMHs B  XOJ€ IPOBEICHHUS
MHCIIEKTUPOBAHMSI MPOU3BOJCTBA WM B CPOK, HE mpeBbimaromuii 30 pabouux qHEH co THS 3aBepIICHUS
MHCIIEKTUPOBAHMs MPOU3BOACTBA. B cilyuae eciiu BBISBICHHBIE HApPYLICHUs ObLIIM YCTPAHEHBI B MpoIecce
MHCIIEKTUPOBAHUS, TAKU€ HAPYLIEHMs] OTPAaKalOTCA B OTUETE, HO HE YUUTHIBAIOTCS INPU IPOBEIACHUU
MHTETPAJIbHOM OLIEHKN 3HAYMMOCTU HECOOTBETCTBUM CUCTEMBI YIIPABICHHS KAaUE€CTBOM.

II1. UuTerpajibHasi OlleHKA 3HAYMMOCTH BbISIBJEHHBIX B X0/l€ IPOBeleHUs] MHCIIEKTUPOBAHUS
NMPOU3BOICTBA HECOOTBETCTBUIl CUCTEMBbI YIIPABJIECHUSI KA4Y€CTBOM MeIMIMHCKUX U31eJIUil
TpeOOBaAHUAM

40. Knaccudukamust BBIABICHHBIX B XOJi¢ HMHCIEKTUPOBAHMSA IPOU3BOACTBA HECOOTBETCTBUI
CHCTEMBI yIpaBJICHUS KAUeCTBOM TPEOOBaHMSIM (J1ajiee - HECOOTBETCTBUS ) TPOBOIUTCS B 2 JTarna:

I aTan - npumMeHenue KiIaccu(PUKAMOHHONW MAaTPHILIBI JJIsi 00eCTieuYeHHs MPEABAPUTEIBHOIN OLIEHKU
CTETIEHU 3HAYUMOCTH HECOOTBETCTBUH;

Il sTan - mpuMeHeHue MOBBIIIAIOIUX OAJIOB ISl ONpPEACICHUS OKOHYATEIbHON OIEHKH CTEIeHU
3HaYMMOCTH HECOOTBETCTBUI.

MHOXeCTBEHHbIE CITyyal HECOOTBETCTBHSI OJHOMY TPEOOBAHUIO PACCMATPUBAIOTCS KaK OJHO
HECOOTBETCTBHUE.

41. CornacHo Kiaccu()UKAIMOHHOW MaTpHUIIE BCE BBISBICHHBIC HECOOTBETCTBHS IOJPA3ACISIOTCS
Ha 4 TpyMNIbl, XapaKTepU3yIOIUECs KOJTUUYECTBEHHBIM 3HAUCHHEM CTEIeHH 3HAYMMOCTH HECOOTBETCTBUS
U1 6€301aCHOCTH, F(PPEKTUBHOCTH U Ka4eCTBA MEIUITMHCKOTO U3CITH:

BIICPBbIC BBISBICHHOE MpPSIMOE BIMSHHE HECOOTBETCTBUS Ha 0€30MacHOCTh, 3(PPEKTUBHOCTH U
Ka4eCTBO MEAMIIMHCKOTO M3enus - 3 Oana;

BIICPBbIC BBISIBIICHHOE HEMPSIMOE BIUSHHE HECOOTBETCTBHS Ha 0€30MacHOCThb, 3((EKTUBHOCTh U
Ka4eCTBO MEIMIIMHCKOTO nu3aenus - 1 6amr;

MOBTOPHO BBISBJICHHOE NPSMOE BIIMSHHUE HECOOTBETCTBHS Ha 0e30macHOCTb, 3()h()EKTUBHOCTH H
Ka4eCTBO MEAMIIMHCKOTO nu3aenus - 4 6anna;
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MOBTOPHO BBISIBJICHHOE HENPSMOE BIUSHHE HECOOTBETCTBHUS Ha 0€30MacHOCTh, 3(PPEKTUBHOCTD U
Ka4eCTBO MEIMIIMHCKOTO U3aenus - 2 6aia.

42. KiaccudukanMoHHas MaTpulla OTpakaeT BIMSHUE HECOOTBETCTBUS Ha O€30MacHOCTH,
3QQPEKTUBHOCT W KA4eCTBO MEIUIIMHCKOTO M3JEIHsA, a TaKkkKe IOBTOPSEMOCTh BBISBICHHOTO
HECOOTBETCTBHUS.

43. BnusiHHE HECOOTBETCTBUS Ha 0€30MacHOCTh, AP(HEKTHUBHOCTh M KAYECTBO MEIAMIIMHCKOTO
U3JICTTUSl CUYMTACTCS HEMPSIMBIM, €CIIM OHO 3aTparuBaeT TpeOOBaHUs, CBSA3aHHBIC ¢ (PYHKIIMOHUPOBAHHEM
CHCTEMBI YIIpaBJICHHUsI KaueCTBOM MEIWIMHCKUX HU3JCNUil, U MPSMBIM, €CIM OHO KacaeTcs TpeOOBaHMIA,
OTHOCAILIMXCS K MpoleccaM MpPOSKTHPOBAHHUSA, pa3pabOTKH, MPOU3BOACTBA U BBIXOAHOTO KOHTPOJIS
MEAMIMHCKOIO U3/1ETusl.

[lonarue "BrepBble" O3HAYaeT, YTO KOHKPETHOE HECOOTBETCTBHE HE OBUIO BBIIBICHO B XOj€ 2
NOCIIEAHUX CIy4YacB IPOBEICHMSI MHCIEKTUPOBAaHUS MPOM3BOACTBA, NMPU KOTOPBIX MPOBEPSUIUCH TE XKE
IPOLECCHl B paMKaxX CHCTEMbl YIIPaBICHHUS KaueCTBOM Ha HWHCIEKTUPYEMOW IPOU3BOJCTBEHHOU
IUTOIIAJIKE.

[Tonarue "MOBTOPHO" O3HAYAET, YTO KOHKPETHOE HECOOTBETCTBHE OBLJIO BBISBICHO B XOJI€ OJHOTO
U3 2 MOCJEIHUX CIy4yaeB POBEACHUS HHCIIEKTUPOBAHUS IPOU3BOJICTBA, IPU KOTOPBIX POBEPSIUCH TE KE
IPOLECCHl B paMKaxX CHCTEMbl YIIpPaBIECHHUS KaueCTBOM Ha HWHCIEKTUPYEMOW IPOU3BOJCTBEHHOU
IUTOIIAJIKE.

44. Ilony4yeHHoe Ha | aTane KOJINYECTBEHHOE 3HAUEHUE CTENIEHU HECOOTBETCTBUS yTouHsAeTCs Ha 11
jTare MyTeM TNPUMEHEHHUS TMOBBIAIONINX OaUIOB, HAYUCIAEMBIX 32 HAJIWYHE CJEIyIOIIUX
HECOOTBETCTBUM:

OTCYTCTBHE JIOKYMEHTHPOBAHHBIX IIPOLIECCOB, OTHOCALIMXCA K MpOIEcCaM MPOEKTUPOBAHUS U
pa3pabOTKU MEIUIIMHCKOTO M3JEeNHs, KOHTPOJIO MPOHM3BOJCTBEHHBIX MPOLECCOB M HEOOXOAUMBIX IS
oOecrieyeHns 6e30MacHOCTH U 3(P(HEKTUBHOCTH METUIIMHCKOTO M3/1EIHS;

BBIYCK B OOpalieHue HeA0OpOKaueCTBEHHOT0 MEAWIMHCKOro wu3aenus. B cioydae ecim
IIPOM3BOJUTENEM MEAMIIMHCKOIO M3JEIUs NPOBEJEHO BHEIUIAHOBOE MHCIIEKTHPOBAaHUE IPOU3BOJACTBA B
HEeNsAX TOATBEPXKACHUS YCTpaHEHHs NPUYMH, KOTOpPbIE€ MPUBEIM K BBITYCKY HeI0OpOKaueCTBEHHOTO
U3/IeTTUs, TOBBIIIAIONINHA Oall He HAYMCIISETCS.

[Ipu 5TOM K OLIEHKE, TOTYyYeHHO Ha | aTane, Ut KaKA0ro HECOOTBETCTBUS HauuciseTcst 1 Gai.

45. HHcnekTtupyromas opraHu3alus HE JODKHA BBIHOCUTH IIOJIOKUTEIBHOE 3aKIIOYEHHE O
COOJIIOJICHUH TIPOU3BOAMTENEM MEIUIIMHCKOTO M3AETHs TPEeOOBaHMI, €CIM OJHO WU Oosiee HapyIICHHMA
OLIEHEHBI Ha 5 WK 6 6ayu1oB MO0 Ooiee 2 HapyIIeHUH OLleHeHbI Ha 4 Oaruia.

46. Pe3ynbTaThl HHTETPAIbHON OLIEHKH CTENIEHH 3HAaYMMOCTU HECOOTBETCTBHS MPEICTABIISAIOTCS B
BUJIE OTYETa 1O (hOpME COTIACHO MPHIIOKEHHIO N 6.

47. VIHCHIeKTUpYIOILasi OpraHu3anys Mpy BISIBICHHH HECOOTBETCTBHUH, MOBIEKIIMX 32 OO0 mpH
IPOBEJCHUM HWHTETPAJIbHON OLIEHKM 3HAYMMOCTH HECOOTBETCTBHM CHCTEMBI YINPABICHHS KaueCTBOM
NPUHSATHE PEIICHUsI 0 HECOOIIOACHUH TPOU3BOIUTENIEM TPeOOBaHU, T0KHA HH(OPMHUPOBATH 3asBUTEIS
0 HEOOXOJMMOCTH TPOBENEHHS TOMOIHUTEIbHBIX MEPONPUATHI WM TPEACTABICHUS JTOTOIHUTEIBHBIX
MaTepUasoB JUIsl TOATBEPKACHUS PE3YJIbTATUBHOCTU KOPPEKTUPYIOLIUX AEHCTBHIA.

48. B ciydae ecnu 3asBUTENb HE COIJIACEH C OTPHULATEIbHBIM 3aKJIIOUEHUEM WM BbISBICHHBIMU
HECOOTBETCTBHSIMU, OH HAIpaBJIET MPETEH3UIO B HHCIIEKTUPYIOLIYIO OpraHu3aiuio B reuenue 30 pabounx
JHEN cO JHS NOJyYEHUs HMHCIEKTHUPYIOLIEH OpraHu3aluedl KONMHWU OT4YETa O pe3yjbTaTax IMPOBEICHUS
MHCIIEKTUPOBAHMS TPOU3BOACTBA. MHCHEKTHpYIOIIAs OpraHu3anusi o00si3aHa PAacCMOTPETh YKa3aHHYIO
OPETeH3UI0 W HANpaBUTh OTBET B TeueHHe 15 pabouumx aHed co AHA ee moiydeHus. B ciyuae
HEJIOCTHKCHHUSI COTJIaCHsl 3asBHTENb BIIpaBe OOpAaTUTBHCS € JKaJo0OH B Cyl MO MECTy HaXOXXICHUS
MHCIIEKTUPYIOLIEH OpraHu3alMy WIK B YIIOJIHOMOUYEHHBIN opraH. B ciydae eciu 3asBUTENb HE COIVIACEH C
pelIeHreM YIMOJHOMOYEHHOTO OpraHa, OH BIpaBe 00KajJoBaTh yKa3aHHOE PELICHHE B CyAE MO0 MECTYy
HaXO0X/I€HUs YIIOJTHOMOUYEHHOI'0 OpraHa.

49. Ecnu npou3BOAUTENb MEAULIMHCKOIO U3/ENINS HE YCTPAHAET WM HApyIIAeT CPOK YCTPAHEHUS
3aMeuaHuil, yka3aHHbId B yHKTe 39 Hactoamux IIpaBui, nHCnekTHpyromas opraHu3anus B TEUEHHUE 5
pabouux JHEH BHOCUT COOTBETCTBYIOIINE CBEACHUS B PEECTP 3aKIIOUCHHA.

Jlo ycTpaHeHHs IPOM3BOAUTEIEM MEIUIMHCKOTO U3/EIUs 3aMEYaHU, COAEpKAIIUXCS B OTUETE O
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pe3ynbTaTax MpoBeACHUS HHCIIEKTUPOBAHMS IIPOU3BOICTBA, JIMOO 110 HCTEUEHUH CpOKa JICHCTBUS OTUYETa O
pe3yapraTax MHCIEKTUPOBAaHUSA YIIOJHOMOYECHHBIM OpraH BIIPaB€ IIPUOCTAHOBUTH IPUMEHEHHUE
MEJIULIMHCKOr0 u3aenus Ha reppuropun Poccniickoit denepanuu B COOTBETCTBUU € 3aKOHOAATEILCTBOM.

IV. IlpoBeneHue HHCIEKTUPOBAHUS MPOM3BOACTBA C MCNOJIb30BAHUEM CPEICTB IMCTAHIIUOHHOTO
B3auMMo/ieiicTBUS (BUI€0CBSI3H)

50. Ilo penieHuo yIoJIHOMOUYEHHOTO OpraHa IIPOBEIEHUE OLIEHKN CUCTEMBI YIIPaBJICHUS Ka4€CTBOM
MEAMIMHCKOIO M3AENUs JIOMYCKAETCsS C HCIOJIb30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aUMOJCHCTBUS
(HampuMep, TOCPECTBOM BHICOCBS3H) B CICAYIOMINX CIyYasx:

a) yrpo3a BO3HMKHOBEHHS, BO3HHKHOBEHHE M JIMKBHIAIMS Ype3BBIYAMHON cuTyauuun U (WIH)
BO3HHKHOBEHHUE YIPO3bl PACIpPOCTPAHEHHs SMUAEMUYECKUX 3a00JIeBaHHM, MPECTABISIOMINX OMACHOCTh
JUIS  OKpYXKAalOIMX, 3a00JeBaHMN ¥ MOPAXKEHUH, TMONYyYEHHBIX B pe3ylbTaTe BO3ACHCTBHS
HeOJIaronpUsATHBIX XUMUYECKUX, OMOJIOTHUECKUX, PATHALIMOHHBIX (DaKTOPOB;

0) BOZHUKHOBEHHE OOCTOSATENHCTB HEMPEOIOTUMON CHIIBI WM OOCTOATENbCTB, HE 3aBUCSIIUX OT
BOJIM CTOPOH, KOTOPBIE HECYT YIrpo3y NPUUMHEHUS BPEA )KU3HU U 3/I0POBBIO HHCIIEKTOPOB.

51. Ilepen HauaaOM OLIEHKM CHUCTEMBl YIIPABICHHUS KadyeCTBOM MEAMLIMHCKOIO W3JENHs,
IIPOBOAMMOM C HCIOJB30BAaHUEM CPEICTB JUCTAHIIMOHHOTO B3aUMOJEHCTBUS, NMPOU3BOAUTENb IOJIKEH
NOJATBEPANUTD JaHHbIE T€0JIOKAaUH (IIXPOTA, JOJIT0TA) MECTA HAXOKIEHHS IPOU3BOACTBEHHOM IIOIA KU,

52. Jlns npoBeeHMsS OLEHKM CHCTEMbI YIIPaBIEHHUS KAaueCTBOM MEIULMHCKOTO W3JENHs,
IPOBOAMMOM C MCIOJNb30BAaHUEM CPEICTB  JIUCTAHIIMOHHOTO  B3aUMOJIEHCTBUS, IPOU3BOIUTEIND
IIPEIOCTABIISAET JOKYMEHTBI ¥ CBEICHNUS COIIacHO npuioxeHuto N 7.

[Ipy BHENIAaHOBOM MHCIEKTUPOBAHHWU NPOM3BOACTBA MEAMLIMHCKHUX W3ACIUN IMPEIOCTABIISIFOTCS
JIOKYMEHTBI U CBEJICHMSI, ITOCITY>KMBILINE OCHOBAHUEM JIJISl €70 NPOBEICHUS.

IIpuaoxenne N 1

k [IpaBujiam opranu3anuu U NpoBeJeHHs
HHCIEKTHPOBAHMS NMPOU3BOICTBA MEAUIMHCKUX
U3/1eJIUil HA COOTBETCTBHE TPEOOBAHUAM K BHEIPEHMIO,
NO/IeP:KAHUIO M OLIEHKe CHCTeMbl YIIPaBJIeHUSA
Ka4eCTBOM MeIMIIMHCKUX U3/1eJHil B 3aBUCHMOCTH

OT NOTEHUHAJTbHOI0 PUCKA UX MPUMEHEHHS

Ilepeyenn
rpynin ¥ NOATPYNI MeAUUNHCKUX U3/1eJTuil

I'pynna MeguuuHCKuX U3aenuil (1uis [Moxnrpymnmna MeTUIIMHCKUX U3EIUN (JUTS KITAaCCOB
KJIACCOB MOTEHI[MAIBHOTO pucka 1 u 2a) MOTEHIIUATHHOTO pHcKa 20 u 3)
1. HeakTuBHbBIE MEAULIMHCKUE U3/ETHS 1.1. HeakTuBHBIE CEPAEUYHO-COCY IUCTHIE UMILUIAHTATHI
(kpome u3aeNnuit 171s1 TMarHOCTUKY in

. 1.2. HeakTHBHBIE OPTONEINYECKUE UMILIAHTATHI
vitro)

1.3. HeakTHBHBIE UMIUIAHTATBl MATKUX TKAHEN
1.4. HeakTuBHBIE (DyHKIIMOHAIBHBIE UMIUIAHTATHI

1.5. HeakTuBHBIC 3yOHBIC UMIUTAHTATHI U
CTOMATOJIOTHYECKHE MaTepHaIbl

1.6. HeakTuBHBIE MEIUIIMHCKHUE U3IENUS I HHBEKIIHM,
BJIMBAHUsI, IEPEIMBAHNS KPOBU U JUaju3a

1.7. HeakTuBHBIC OPTATEMOIIOTHYECKUE MEAUIIMHCKIE

24.11.2023 Cuctema TAPAHT 11/26



[Mocranosienue IlpaBurenscrea PO ot 9 despanst 2022 . N 135 "O6 yrBepxnennu [IpaBun opranusanuu u

U3JEIUS

1.8. HeakTuBHBIE OpTONIEINYECKHE MEAULIMHCKUE U3/1EIIUs
Y MEAWIIMHCKHUE U3ACNUs I peabuIuTau

1.9. MenuuuHckue u3aenus 1isi KOHTpaLeniuu
1.10. MeauuuHCKHE HHCTPYMEHTBI

1.11. HeakTuBHBIE MEMUIIMHCKHE U3NETNUST IS
Ne3UH(EKINN, THTHEHNYECKO 00paboTKH U
CTepWIM3AIUN MEAUIIMHCKHUX W3ICTHH

1.12. [lloBHBII MaTepual, NEPEBSI30YHBIE CPEACTBA U
MpOYHMe HEAKTUBHBIC MEAUIIMHCKHUE U3/IEIHS TS JISUCHUS
paH

1.13. HeakTuBHBIC MEIUITMHCKHE U3CIIHS, HE
BKJIFOUYEHHBIE B moArpynsl 1.1 - 1.12

2. AKTUBHbBIEC HEUMIUJIAHTUPYEMBIEC 2.1. MeauuuHCKre U3aeaus 11 KOHTPOJIA
MEIUIIMHCKHUE U3MeTus (KpoMe u3aenuil  (PU3NOIOrHYeCcKuX MoKa3aTeNen

JIsI JUATHOCTHUKH 1n VItro
AT 1L ) 2.2. MeauuuHckue u3Aenus sl BU3yalu3alui,

HCIOJIB3YIOINEC NOHU3UPYIOIICC U3TTYUYCHUC

2.3. MenuuuHcKue u3aenus AJid BUsyaiu3alum, He
HCIIOJIb3YIOINE HOHU3UPYIOLIEE U3IIyYCHHE

2.4. MenuuuHCcKue U3aenus AJis 1y4eBOU Tepanuu,
HCIOJIb3YIOLME HOHU3NPYIOILEE U3TyUEHHE

2.5. MenuuuHckue u3aenus AJis J1y4eBoy Tepanuu, He
HCIIOJIB3YIOIME HOHU3HUPYIOLIEE U3IIyYCHHE

2.6. MeauuuHCKre U3IETUs I JIUTOTPUTICHHT

2.7. AKTUBHEBIE MEUIIMHCKHUE U3ACIIUS I
AKCTPAKOPIOPATHLHOTO KPOBOOOPAIICHHS, BHYyTPUBEHHOTO
BIIMBaHMS M Tu1azmadepesa

2.8. AKTHBHBIE HAPKO3HO-AbIXaTEJIbHbIE,
runepOapuIecKue MEIUIIMHCKUE U3ICTTUS U METUIIMHCKUE
W3NS ISl PECITUPATOPHOM Teparuu

2.9. AKTUBHBIE METULIMHCKHUE U3JICTUS 11 CTUMYJISIIIUN U
WHTUOMPOBAHMS

2.10. AKTUBHBIE XUPYPIrUYECKUE METULIMHCKUE U3IEIIUS

2.11. AxtuBHBIC 0()TATEMOJIOTHIECKHUE METUITMHCKIE
HA3MIETUS

2.12. AKTHBHBIE CTOMATOJIOTMYECKUE METUITUHCKUE
HA3MIETUS

2.13. AKTUBHBIC METUIIMHCKUE U3ICTUS IS 1e3UH(EKITNN
Y CTePUIIM3AlNNA MEIUIIMHCKUX WU3ICTUI

2.14. AKTUBHBIE MEIUIIMHCKUE U3AEIIUS 11
peadMIUTAIKN U aKTUBHBIC TPOTE3bI

2.15. AKTUBHBIE MEIUIIMHCKUE U3EINS IS
MO3ULIMOHUPOBAHUS U MIEPEBO3KHU MALIMEHTOB
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2.16. CaMoCTOSATEIEHOE MEAUIIMHCKOE TPOTPAMMHOE
oOecrieueHne

2.17. AKTUBHBIE MEIUIIUHCKUE U3ACIIUS 11
AKCTPAKOPIOPATLHOTO OTUIOJJOTBOPEHUS U
HCKYCCTBEHHOTO OILJIOJIOTBOPECHUS

2.18. AKTHBHBIE MEIUIIMHCKUE U3EIIHS, HE BKIIIOYECHHBIC
B noarpynnsl 2.1 - 2.17

3. AKTHUBHBIE UMILUIAHTUPYEMBIE 3.1. AKTUBHBIE UMIUIAHTUPYEMbIE METULIMHCKUE U3AETUS
MEIULMHCKUE U3ENINS IUISL CTUMYJISIUN U MHTHOMPOBAHUS

3.2. AKTUBHBIEC UMIUIAHTUPYEMbIE METUIIUHCKUE U3EITHS
JUTsl BBOJIA JIEKAPCTBEHHBIX M MHBIX BELIECTB

3.3. AKTMBHBIE UMIUIAHTUPYEMBIE MEUIIMHCKUE U3EIH,
NOJICPKUBAIOLINE, 3aMELIAIOIINE U 3aMEHSIOIIHE
(byHKIMM OpraHu3ma

3.4. PaqnoakTUBHBIE UMIUIAHTATHI JUIsl BHYTPUTKAHEBOU
JIy4eBOU Tepanuu

3.5. AKTMBHBIE UMIUIAHTUPYEMBIE MEUIIMHCKUE U3EIN,
HE BKJIIOUEHHbIE B oArpynmnsl 3.1 - 3.4

4. MeguimHCKUe U3NEIUs UIT 4.1. PearenTsl, HA0OPHI pEareHTOB, KATMOPOBOYHBIC U
JTUArHOCTUKH in Vitro KOHTPOJIbHBIE MaTepHaIbI

4.2. ITpubopsl 1 060pyMOBaHKE VISl AMATHOCTUKH 1n Vitro

4.3. CaMOCTOATENIbHOE MEAUIIMHCKOE TPOTPAMMHOE
oOecrieueHne U1 TUarHOCTUKHY in Vitro

4.4. luple MEIULIMHCKUAE U3AEIUS 11 JUATHOCTUKH 1n
Vvitro, He BKJIIOUEHHBIE B moArpynmnsl 4.1 - 4.3

IIpunoxenune N 2

k [IpaBuiam opranuzanuu v NpoBeJeHust
HMHCIEeKTHPOBAHNUS MPOU3BOICTBA MeAUIMHCKUX
u3JeJMii HA COOTBETCTBHE TPeOOBAHUAM K BHEIPEHUIO,
MO/IAePKAHUIO U OlleHKe CUCTeMbl YIIPaBJIeHHA
Ka4eCcTBOM MeIMUIMHCKHUX H3/1eJIUi B 3aBUCUMOCTH

OT MOTEHIHAJBHOI0 PUCKA UX PUMEHEeHHUs

Iloka3aTenu
JIA pacyeTra HOPMATHBHOM NMPOAOIKUTEIbHOCTH HHCIIEKTUPOBAHMS NIPOU3BO/ACTBA B 3AaBUCUMOCTH
0T (paKTHYEeCKON YUCIEHHOCTH COTPYIHUKOB 00b€KTAa HHCIEKTHPOBAHUSA

dakTryeckast HopmartuBHast Ipo10IKUTETHHOCTD HopmatuBHast IpOIOJKUTEINBHOCTD
YHCIICHHOCTD NEPBUYHOTO MHCIICKTUPOBAHHS MEPUOTNIECKOTO (TTAHOBOTO)
COTPYZIHUKOB NIPOM3BOJICTBA (YETTOBEKO-THEH) WHCIIEKTUPOBAHMSI IPOU3BOCTBA
(genmoBek) (uemoBeKo-IHEH)
5-49 6 4
50-99 7 5
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100 - 199

200 - 499

500 - 999
1000 - 1999
2000 - 4999
6onee 5000

10
11
12
13

O 0 3

IIpunoxenne N 3

k [IpaBuiam opraHu3anum u NpoBeJIeHUs
HHCIIEKTUPOBAHUA NMPOU3BOACTBA MEAUITUHCKHUX
u3JeJiMii HA COOTBETCTBHE TPeOOBAHUAM K BHEIPEHUIO,
MO/IAePKAHUIO U OlleHKe CUCTeMbl YIIPaBJIeHHA
Ka4yeCTBOM MEAUIINHCKHUX H3)]€.]1Hﬁ B 3aBUCHUMOCTHU

OT MOTCHIHUAJIBbHOI'0 PUCKA UX IIPUMEHCHHUA

(dbopma)

OTtuer

0 pe3yjbTaTaX NEPBUYHOI0 HHCIICKTUPOBAHUSA NMIPOU3BOACTBA

1. Howmep otuera

2. Opranuzanusi, MPOBOAMBIIAS HHCIIEKTUPOBAHHUE IPOM3BOJICTBA
(mosTHOE M COKpaIlleHHOe (MPY HAJTUYHH ) HAUMEHOBAHUS
FOPUINYECKOTO JUIA (B TOM Yucie GUpPMEHHOE
HaMMEHOBAHME ), OpraHU3aIlMOHHO-TIpaBoBas (popma u ajapec
(MecTo HaxOXKICHMS)

3. WNudopmanus o Ipou3BoAUTENE MEIUIIUHCKOTO U3 ICITHS:

3.1. | IlomHoe u cokpaleHHOe (MPY HATUYUK ) HAUMEHOBAHUS
IOPUIMYECKOTO JIUIA (B TOM YHUciie PUPMEHHOE
HaMMEHOBAaHKE), OPraHW3aLMOHHO-IPaBOBas opMa U aapec
(MecTo HaXOXXJEHM), KOHTAKTHast UH(OpMAIHS

3.2. | OpraHu3alMOHHAs CTPYKTypa U B3aUMOJEHCTBHUE C
IOPUANYECKUMU JIMIIAMU B PAMKaX CUCTEMBI yIIPaBICHUS
KaueCTBOM MEIUIUHCKUX U3l

3.3. | Ilepeuenb mpou3BOACTBEHHBIX IJIOMIAOK (C YKa3aHUEM UX
a/ipecoB U MPOU3BOAMMBIX MEAUIIMHCKUX U3/CTUI, MTPUMEPHOI
YHCJICHHOCTU COTPYAHUKOB, YYAaCTBYIOIIUX B MpoLIeccax B
paMKax OLIEHMBAEMOM CUCTEMBbI YIIPABJICHUS KAaUeCTBOM, a
TaKKe KOHTAaKTHON MH(OPMALIUH)

3.4. [lepeuenb MPON3BOAMMBIX MEAUIIMHCKUX U3JETUH,
MpeAHa3HAYEHHBIX ISl OOpaIIeHUs Ha TEPPUTOPHUH
Poccuiickoit @enepanuu

3.5. | Ilepeuens rpynim (HOArpyIin) MEAUIIUHCKUX U3/IETUH, B
OTHOLIEHUU KOTOPBIX MTPOBOJUTCS UHCTIEKTUPOBAHUE
MIPOU3BOICTBA, COTJIACHO 3asiBKE MPOU3BOIUTENS

24.11.2023
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MEJULUHCKOTO U3eNus (C yKa3aHueM UH(OpMAIHH O
BKJIIOUEHUU (HEBKJIFOUEHNN) TPOLIECCOB ITPOEKTUPOBAHMS U
pa3paboTKy B 00JaCTh HHCIIEKTUPOBAHMSI IIPOU3BOJICTBA)

3.6.

[lepeueHb KPUTHUECKUX MOCTABIIMKOB (C yKa3aHUEM HX
a/IpecoB, MOCTABJISIEMbIX METUIIMHCKUX U3AETUN WIIN
OKa3bIBa€MbIX YCIIYT, a TaK)Ke KOHTAaKTHOIM MH(OopMaiyn)

Nudopmanys 06 HHCTIEKTHPOBAHUM MPOU3BOJICTBA:

4.1.

JlaThl TpOBEICHUST HHCTIEKTUPOBAHHS TIPOM3BOJICTBA, B TOM
YHCIIC JaThl BBIC3THBIX WHCTICKIIMHA IPOM3BOJICTBA KAXKIOTO
MIPOBEPEHHOTO 00BEKTA

4.2.

CocTaB HHCTIEKITMOHHOM IPYIIIHI (C YKazaHueM (pyHKITHi
YJIEHOB TPYIIIbI, @ TAKXKE CBEIEHUI 00 y4aCTBOBABIINUX
MepeBOUMKAX U O HAOJIOIaTeNsIX, €CIIM OHU PUCYTCTBOBAJIN)

4.3.

[1nan npoBeneHNs UHCIIEKTUPOBAHUS POU3BOJICTBA

Pe3ynbTaThl HHCTIEKTHPOBAHUS MPOU3BOACTBA (TI0 KAXKIAOMY MPO

BEPEHHOMY OOBEKTY):

5.1.

OO6miee onrcanue MPOBEPSIEMOM NEITEITBHOCTH U (TN
TEXHOJIOTUIECKUX TPOIIECCOB

5.2

damunuu, UIMEHa, 0TYeCTBa (IIPU HAJTMYUU) U TOJKHOCTH
OTIPOLLIEHHBIX JIHII

5.3.

HanmeHoBaHMS MEAMIIMHCKUX WU3EIINH, BRIOPAHHBIX IS
MIPOBEPKH B KaYECTBE MPEACTABUTEIBLHBIX 00Pa3IoB, a TAKKe
000CHOBaHHE TAKOT'O BHIOOpA

5.4.

TuIbI 1 KOJIMYECTBO MMPOBCPCHHBIX TOKYMCHTOB U 3anucen

5.5.

Hepequb BBISIBIICHHBIX HECOOTBETCTBHUM CHCTEMBI YHOpaBJICHUA
Ka4C€CTBOM MCAHUIIMHCKHX I/IB,HGJII/Iﬁ TpCGOBaHI/I}IM K
BHCAPCHUIO, MMOAACPKAHUIO 1 OLCHKC CUCTCMbI YIIPABJICHUA
Ka4yC€CTBOM MCAUIIMHCKHX I/ISIIGHI/Iﬁ B 3aBUCHUMOCTH OT
MOTCHIUAJILHOTO pHUCKAa X ITPUMCHCHU A

5.6.

Wudopmaiivsg 0 HECOOTBETCTBHUAX, YCTPAHEHHBIX B IpoOIlecce
MHCIEKTUPOBAHHUS TPOU3BOJICTBA, a TAKKE O CPOKAX
MPOBEJICHUS] KOPPEKTUPYIOMINX ICUCTBUI B OTHOIICHUHU
HEyCTpaHEHHBIX HECOOTBETCTBUHN M (pOpMax MOATBEPKICHUS
MPOBEACHUS TaKUX JACHCTBUHN (IIPEICTAaBICHHE
MOATBEPKTAIOIIEH TOKYyMEHTAIUU WIIH ITPOBEPKA HA MECTAX )

BrIBoaEbI:

6.1.

3aKkJI0ueHre 0 COOTBETCTBUM (HECOOTBETCTBUMU) CUCTEMBI
YIPaBJICHUS KAY€CTBOM MEIUIIMHCKUX M3AETHH TpeOOBaHUSIM
K €€ BHEJPEHUIO (C yKa3aHHeM MH()OPMAIIUH O BKIIOUCHUH
(HEeBKIIIOYEHHH) B 00J1aCTh WHCIIEKTUPOBAHUS MIPOU3BO/ICTBA
MIPOIIECCOB MPOESKTUPOBAHUS U Pa3pabOTKH JJIsl IPOBEPEHHBIX
rpynn (IOArpyIn) MEAUIUHCKUX U3/1ETIHIT)

damunuu, UIMEHa, 0TYeCTBa (IIPU HAJTMYUU) U TOJKHOCTH
MHCIIEKTOPOB

[Moanucu, nevars (Mpy HATUYUH)

24.11.2023
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IIpumevanue. B HacTOALIEM NPUIOKEHUH UCIIONIB3YIOTCS CAEAYIOLINE TOHATHS:

"MHCIIeKTUPOBAHKME NMPOM3BOACTBA' - OLIEHKA YCJIOBHUH NPOMU3BOJACTBA U CUCTEMBI YIPABIICHUS
KayeCTBOM IPOU3BOAUTENSI MEAULIMHCKOTO U3IENIHNS;

"KoppeKkTHpYyIOLIee elicTBUe' - nelicTBHE, NPEANPUHATOE NPOU3BOAMTEIEM MEIUIIMHCKUX
U3 C IIeNbI0 YCTPAHEHUS NPUYMHBI OOHAPYKEHHOTO HECOOTBETCTBUS WIIM HEOJAronpusSTHOTO
COOBITHS;

"KPUTHYECKUH MOCTABIIMK'' - TOCTaBIIMK, NPOAYKLHS WIM YCIYTM KOTOPOTO OKAa3bIBAOT
npsMOe BIUSTHUE HA Ka4eCTBO, 3(PPEKTUBHOCTH U 6€30MaCHOCTh MEAULIMHCKOTO U3EIHS;
"mpou3BOACTBeHHAss  IUIOMIAAKA'" -  TEPPUTOPHATIBLHO  00OCOOJIEHHBI  KOMILIEKC,

MPEAHA3HAYEHHBIMA ISl BBIIOJHEHUS BCEro IMPOLEcca MPOU3BOACTBA MEIUIIMHCKOTO M3JENHS WIH €ro
ONPEAEIIEHHBIX CTaUN;

"cucTeMa ynmpapJieHHsl KAUueCTBOM MeIHIMHCKUX M3JeJuil' - OpraHu3alMoOHHasi CTPYKTYypa,
(GYHKIUH, TIPOLIEIYPHI, TPOIIECCH M PECYPCHI, HEOOXOAUMBIE ISl CKOOPAUHUPOBAHHON AESITETHLHOCTU IO
PYKOBOJCTBY M YIPABJIECHUIO OPraHU3aLMEN - MPOU3BOAUTEIEM MEIULIMHCKUX U3AEIUN IIPUMEHUTEIBHO K
KAaueCTBY.

IIpuniaoxenne N 4

k [IpaBujiam opranu3anuu U NpoBeJeHHUs
HHCIEKTHPOBAHMS NMPOU3BOICTBA MEAULIMHCKUX
U3/1eIUil HA COOTBETCTBHE TPEOOBAHUSM K BHEIPEHMIO,
NO/IeP:KAHUIO M OLIEHKe CHCTeMbl YIIPaBJIeHUA
Ka4eCTBOM MeIMIIMHCKUX U3/1eJHil B 3aBUCHMOCTH

OT NOTEHUHAJTBbHOI0 PUCKA UX MPUMEHEHHS

(popma)

OTtuer
0 pe3yJibTaTax NepuoAn4eckoro (MJIaHOBOI0) HHCNEKTHPOBAHMS MPOU3BOACTBA

1. Howmep otuera

2. Opranuzanusi, IpOBOIMBILIAS HHCIIEKTUPOBAHUE MTPOU3BOACTBA
(moJHOE U COKpallleHHOE (MPY HAJTUYNK ) HAUMEHOBaHUS
IOPUANYECKOTO JIIIA (B TOM YHce GUPMEHHOE
HAaUMEHOBAHHKE), OPTaHU3AIMOHHO-TIPaBoBast popma u aapec
(MecTO HaXOXKIEHHUS)

3. Nudopmanus 0 mpon3BouTeNe MEAUIIMHCKOTO U3CIHS:

3.1. | TlomHoe u cokpaleHHOe (MPY HAJTUYHH ) HAUMEHOBAHUS
FOPUITYECKOTO JUIA (B TOM Yucie GUPMEHHOE
HaWMEHOBAHME ), OpraHU3aIlMOHHO-TIpaBoBas (hpopma u ajapec
(MecTo HaxXOKIeHHMs ), KOHTaKTHasI HH(pOopMaIus

3.2. | OpraHu3anuoHHas CTPYKTypa U B3aUMOJAEHCTBUE C
IOPUANYECKUMH JIMIIAMU B PAMKaX CUCTEMBI yIIPaBIEHUS
KaueCTBOM MEIULMHCKUX U3IENINN

3.3. | Ilepeuenb mpou3BOACTBEHHBIX IIOMIAIOK (C YKa3aHUEM UX
a/IpecoB, MPOU3BOIUMBIX MEIUIIMHCKUX U3/EIHH, TPUMEPHOI
YHCJIEHHOCTH COTPYIHUKOB, YYaCTBYIOIIUX B MpoOIIeccax B
pamMKax OLEHUBAEMOW CUCTEMBI YIIPaBICHHS KAueCTBOM, a
TaK)kKe KOHTAaKTHOW MH(OpMaIn)
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3.4.

[lepedenb MPON3BOAMMBIX MEAUIIMHCKUX U3JETUH,
HaxOJIAIINXCS B 00paIlleHun Ha TeppuTopun Poccuiickoit
denepanun

3.5.

[lepedeHp rpymi (MMOATPYIIT) METUIIMHCKAX U3JIEIAN COTJIACHO
paHee BBIJAHHOMY 3aKJIFOYEHHUIO O COOTBETCTBUH (C YKa3aHUEM
nH(pOpMaIUK 0 BKIIIOUCHUH (HEBKJIIOUEHUH ) TIPOIIECCOB
MIPOCKTUPOBAHUS U pa3pabOTKH B 00J1aCTh WHCTIEKTUPOBAHUS
MIPOM3BOICTBA)

3.6.

[lepeyeHb KPUTUYECKHUX ITOCTABIIUKOB (C YKa3aHUEM HUX
aJIpecoB, MOCTABIISIEMbIX U3CIUI WM OKa3bIBAEMBIX YCIIYT, a
TaKXe KOHTAaKTHON MH(OPMALIUH)

Nudopmanys 06 HHCTIEKTHPOBAHUM MPOU3BOJICTBA:

4.1.

JlaThl TpOBEICHUST HHCIIEKTUPOBAHHS IPOM3BOJICTBA, B TOM
YHCIIC JaThl BBIC3THBIX WHCTICKIIMN IPOM3BOJICTBA KAXKIOTO
MIPOBEPEHHOTO 00BEKTA

4.2.

CocTtaB MHCTIEKLIMOHHOM I'pyMIIbl (C YKa3aHueM (pyHKIHit
YJICHOB TPYTIIBL, @ TAKXKE CBEJCHUN 00 y4acTBOBABILIUX
MEePEeBOTUMKAX U 00 MHCTIEKTOpaX (IKCIEpTax), €CIU OHH
IIPUCYTCTBOBAJIN)

4.3.

[1nan npoBeneHNs UHCTIEKTUPOBAHUS POU3BOJICTBA

Pe3ynbTaThl HHCTIEKTHPOBAHUS MPOU3BOACTBA (TI0 KAXKIOMY MPO

BEPEHHOMY OOBEKTY):

5.1.

OO6miee onrcanue MPOBEPSIEMOM NEITEIBHOCTH U (VTN
TEXHOJIOTUIECKUX TPOIIECCOB

5.2

damunuu, UIMEHa, 0TYeCTBa (IIPU HAJTMYUU) U TOJKHOCTH
OTIPOLLIEHHBIX JIHII

5.3.

HanmeHoBaHMS MEAMIIMHCKUX WU3/IEIINH, BRIOPAHHBIX IS
MIPOBEPKH B KaYECTBE MPEACTABUTEIBHBIX 00pa3IOB, a TAKKe
000CHOBaHHE TAaKOT'O BHIOOpA

5.4.

Turel 1 KOJIMYECTBO MMPOBCPCHHBIX TOKYMCHTOB U 3anucen

5.5.

Hepequb BBISIBIICHHBIX HECOOTBETCTBHUM CHCTEMBI yYHOpaBJICHUA
Ka4yC€CTBOM MCAMUIIMHCKHX I/IB,HGJII/Iﬁ TpCGOBaHI/I}IM K
BHCAPCHUIO, MMOAACPKAHUIO U OLCHKC CUCTCMbI YIIPABJICHUA
Ka4C€CTBOM MCAMIIMHCKHX I/ISIIGHI/Iﬁ B 3aBUCHUMOCTH OT
MOTCHIUAJILHOTO pHUCKAa X ITPUMCHCHU A

5.6.

Wudopmanivsg 0 HECOOTBETCTBHUAX, YCTPAHEHHBIX B MpoOIlecce
MHCIEKTUPOBAHHUS TPOU3BOJICTBA, a TAKKE O CPOKAX
MPOBEJICHUS] KOPPEKTUPYIOMIUX ACHUCTBUIM B OTHOILICHUU
HEYCTpaHEHHbIX HECOOTBETCTBUH M (pOpMax MOATBEPKICHUS
MPOBEACHUS TaKUX JACHCTBUHN (IIPEICTAaBICHHE
MOATBEPKIAIOIIEH TOKyMEHTAIUN WM ITPOBEPKA HA MECTAX )

BrIBOOEI:

6.1.

3aKJII0ueHre 0 COOTBETCTBUM (HECOOTBETCTBUMU) CUCTEMBI
yIpaBleHUs] KA4eCTBOM MEAMIIMHCKIX U3JEIUNA TPEOOBaAHUSIM
K €€ MOJICPKAHUIO B aKTyaJIbHOM COCTOSTHUU

damunuu, UIMEHa, 0TYeCTBa (IIPU HAJTMYUN) U TOJKHOCTH
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MHCIIEKTOPOB

8. [Toamnucu, nedats (TIpU HATHYUH)

IIpumeuyanue. B HacToALIEM IPUIOKEHUN HCTIONIB3YIOTCS CIETYIOIIUE TOHITHSA:

"MHCIIEKTUPOBAHUE NMPOM3BOJACTBA' - OLIEHKA YCIIOBHM NMPOU3BOACTBA U CUCTEMBI yNpPaBJICHUS
Ka4eCTBOM NPOU3BOAUTENS MEAULIMHCKOTO U3JIENIHNs;

"koppekTHpYyIOLIEe AelcTBHe' - ACICTBUE, NPEANPUHATOE IMPOU3ZBOJUTEIEM MEIUIIMHCKUX
U3JIENUI C IeNbI0 yYCTPAaHEHUs NPUYHMHBI OOHAPYKEHHOTO HECOOTBETCTBUS WM HEOJAronpusiTHOIO
COOBITHS;

"KPpUTHYECKUH MOCTABIIMK' - TOCTAaBIIMK, MPOAYKLUHS WM YCIYTH KOTOPOTO OKAa3bIBAIOT
psIMOE BIMSTHUE HA KauecTBO, 3 (PEeKTUBHOCTH U 6€30MaCHOCTh METUIIUHCKOTO U3EIHs;
"npou3BOACTBEHHAS miomaaka' - TeppUTOpUATILHO  00OCOOJIEHHBI  KOMILIEKC,

npeIHa3HaYeHHBIA M7 BBIIIOJHEHUS BCETO IpoLiecca MPOU3BOJICTBA MEIUIMHCKOTO H3AENUS W €ro
ONpEACIICHHBIX CTaIUN;

"cucremMa ynpapJiieHUsI Ka4eCTBOM MeIMUMHCKHMX HM3eauid' - opraHu3allMOHHAs CTPYKTypa,
GYyHKIMH, POLEIYPhl, MPOIECCH U PECYpPChl, HEOOXOAUMBIE ISl CKOOPAWHUPOBAHHOMN AESITETbHOCTU IO
PYKOBOJCTBY U yHPAaBJICHUIO OPraHU3aIMel - MPOU3BOAUTENEM MEAUIIMHCKUX U3ACTUN MPUMEHUTEIBHO K
Ka4yecTBy.

Ipunoxenne N 5

k IIpaBuiiam opranu3zanuu v MpoBeaeHUA
HHCIIEKTUPOBAHUA NMPOU3BOACTBA MEAUITUHCKHUX
u3JeJMii HA COOTBETCTBHE TPeOOBAHUAM K BHEIPEHUIO,
MO/IIePKAHUIO U OlleHKe CUCTeMbl YIIPaBJIeHHA
Ka4yeCTBOM MEIUIINHCKHUX H3Heﬂﬂﬁ B 3aBUCHUMOCTHU

OT MOTCHIUAJIBHOI'0 PUCKA UX IIPUMEHCHHUSA

(dbopma)

OTtuer
0 pe3yJIbTaTaX BHEMJAHOBOI0 HHCIEKTHPOBAHUS MPOU3BOICTBA

1. Howmep otuera

2. Opranuzanusi, MPOBOAMBINAS HHCIIEKTUPOBAHHUE TPOM3BOJICTBA
(mosTHOE M COKpalleHHOEe (MPY HAJTUYNH ) HAUMEHOBaHUS
FOPUITYECKOTO JUIA (B TOM Yucie GUPMEHHOE
HaMMEHOBAHME ), OpraHU3aIlMOHHO-TIpaBoBas (popma u ajapec
(MecTo HaxOXKICHMS)

3. WNudopmanus o Ipou3BoAUTENE MEIUIIUHCKOTO U3 ICITHS:

3.1. | ITomHOe 1 cokpaleHHoe (TIpU HAJTMYUN) HAUMEHOBAHHUS
IOPUINYECKOTO JIUIA (B TOM YUciie GUPMEHHOE
HaMMEHOBAaHKE), OPraHU3aLMOHHO-TIPaBOBas opMa U azpec
(MecTo HaXOXKJCHM), KOHTAKTHast UH(OpMAIHS

3.2. | OpraHu3alMOHHAs CTPYKTypa U B3aUMOJEHCTBHUE C
IOPUANYECKUMU JIMIIAMU B PAMKaX CUCTEMBI yIIPaBICHUS
KaueCTBOM MEIUIUHCKUX U3

3.3. | IlepeueHb mpou3BOACTBEHHBIX IJIOMIAOK (C YKa3aHUEM UX
aaApeCoB, NPOU3BOJUMBIX MCIAUITUHCKUX I/I3I[€JII/H>'I, HpHMCpHOﬁ

24.11.2023 Cuctema TAPAHT 18/26



[Mocranosienue IlpaBurenscrea PO ot 9 despanst 2022 . N 135 "O6 yrBepxnennu [IpaBun opranusanuu u

YHCIICHHOCTU COTPYAHUKOB, YYaCTBYIOIIUX B MpoLIeccax B
paMKax OLlEHMBAEMOM CUCTEMBbI YIIPABJICHUS KAaUeCTBOM, a
TaKKe KOHTAaKTHON MH(OPMALIUH)

3.4.

[lepeuenb MPOM3BOAMMBIX MEAUIIMHCKUX U3JETUH,
HaxOJIAIINXCSl B 00paIlleHuH Ha TeppuTopun Poccuiickoit
denepanun

3.5.

[lepedens rpymi (MOATPYIIT) METUIIMHCKAX U3JIEIAN COTJIACHO
paHee BBIJAHHOMY 3aKJIFOYEHHUIO O COOTBETCTBUH (C YKa3aHUEM
nH(pOpMaIK 0 BKIIIOUCHUH (HEBKJIIOUEHUH ) TIPOILIECCOB
MIPOSKTUPOBAHUS U pa3pabOTKH B 00J1aCTh HHCTIEKTUPOBAHUS
MIPOM3BOICTBA)

3.6.

IlepeueHb KpUTHUECKHUX MOCTABUIMKOB (C yKa3aHUEM HX
aZpecoB, MMOCTABIAEMbIX MEIULIMHCKUX U3JEIUN WIN
OKa3bIBAEMBIX YCIIYT, a TAK)Ke KOHTAaKTHOW MH(POPMALIUH)

Nudopmanys 06 HHCTIEKTHPOBAHUM MPOU3BOJICTBA:

4.1.

JlaThl TpOBEICHUST HHCIIEKTUPOBAHHS IPOM3BOJICTBA, B TOM
YHCIIC JaThl BBIC3THBIX WHCTICKIIMHA IPOM3BOJICTBA KAXKIOTO
MIPOBEPEHHOTO 00BEKTA

4.2.

CocTaB HHCIIEKITMOHHOM IPYIIIHI (C YKazaHueM (pyHKITHi
YJIEHOB TPYIIIBI, a TAKXKE CBEIEHUI 00 y4aCTBOBABIINUX
MepeBOTUMKAX U O HAOJIOIATENsIX, €CIIM OHU MPUCYTCTBOBAJIN)

4.3.

I_ICJ'IB " 3a1a41 UHCIICKTUPOBAHUA ITPOMU3BOJACTBA

4.4.

Copepxanue 1 00beM HHCIIEKTUPOBAHUS ITPOU3BO/ICTBA

Pe3ynbpTaThl HHCTIEKTUPOBAHUS MPOU3BOACTBA I KaXKJOTO MPOBEPEHHOT0 00BEKTa:

5.1.

OO6miee onrcaHue MPOBEPSIEMOM NEITEITBHOCTH U (TN
TEXHOJIOTUIECKUX TPOIIECCOB

5.2.

damunnm, UMeHa, OTYecTBa (IIPU HATTMYUU) U TIOJDKHOCTH
OMPOIICHHBIX JIUIT

5.3.

HanmenoBaHusI METUIIMHCKUX U3/CINN, BHIOPDAHHBIX JIJIS
MIPOBEPKHU B KAUECTBE MPEACTABUTEIHHBIX 00PA3IIOB, a TAKKE
000CHOBaHHWE JTAHHOTO BBIOOpA C YUETOM IIeNN
MHCIEKTUPOBAHUS IPOU3BOJICTBA

54.

Tunsl 1 KOTUYECTBO MPOBEPEHHBIX JOKYMEHTOB U 3amucen

5.5.

[IepeueHnb BBHISIBIICHHBIX HAPYIIEHUN U HECOOTBETCTBUI
CUCTEMBI YIIPaBJICHUS KaueCTBOM MEIUIIMHCKUX U3ETUil
TpeOOBaHUSAM K BHEJPEHUIO, OIICPKAHUIO U OLIEHKE CUCTEMBbI
yIpaBlieHUs! Ka4eCTBOM MEAUIIMHCKUX U3JIEIUNA B 3aBUCUMOCTH
OT MOTEHLIMAJIHLHOTO PUCKA UX MPUMEHEHUS

5.6.

Nudopmanus o HapymieHUsX, yCTPAaHEHHBIX B MPOIIECCe
MHCIEKTUPOBAHUS IPOU3BOACTBA, & TAKKE O CPOKAX
MPOBEICHUS KOPPEKTUPYIOIIUX ICUCTBUI B OTHOLLIECHUU
HEYCTpPaHEHHBIX HAPYIIECHUH 1 (HopMax MOATBEPKICHUS
MPOBEICHUS TAKUX JIEUCTBUI C YUETOM LN
WHCIEKTUPOBAHUS IPOU3BOJICTBA

BriBoapbr:

24.11.2023
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6.1. | 3akiro4eHHE O COOTBETCTBUH (HECOOTBETCTBUH) CHCTEMBI
YIPaBJICHUS] KAYECTBOM MEIUITUHCKUX M3ACTHIA TpeOOBaHUSIM
K €€ BHEJPECHUIO U MOJCPKAHUIO B aKTYAITBHOM COCTOSIHHU C
YYETOM IIeJTH HHCIIEKTUPOBAHUS IPOM3BOJICTBA

7. damunnm, UMeHa, OTYeCTBa (IIPU HATTMYUU) U TIOJDKHOCTH
MHCIIEKTOPOB
8. [Toamnucu, nedats (TIpY HATHYUH)

[Ipumeyanue. B  HacTosmeM  NPUIIOKEHUU  UCIOJB3YIOTCS  CIEAYIOIIUE  TOHSATHUSA:
"MHCIIEKTUPOBAHKE MPOU3BOJICTBA" - OLIEHKA YCIOBUW MPOU3BOJACTBA U CUCTEMBI YIIPABJICHUS Ka4€CTBOM
MIPOU3BOJIUTENST METUIIMHCKOTO U3EHs;

"koppekTHpYIOLIee JeiicTBHe' - NEWCTBUE, TPEANPUHATOE MPOU3BOAUTEIEM MEIUIIMHCKUX
U3JIENUA C IEeNbI0 yCTpaHeHHs] MPUYMHBI OOHAPYKEHHOTO HECOOTBETCTBHSI HIIM HEOIAronpusiTHOTO
COOBITHS;

"KPpUTHYECKUH MOCTABIIMK' - TOCTAaBIIMK, MPOAYKLIHS WM YCIYTM KOTOPOTO OKAa3bIBAIOT
psIMOE BIUSHUE HAa KauecTBO, 3()(PEeKTUBHOCTh U 6€30MaCHOCTh METUIIMHCKOTO U3EIHs;
"npou3BOACTBEHHAS miomaaka' - TeppuUTOpUATILHO  00OCOOJIEHHBI  KOMILIEKC,

npeIHa3HaYeHHBIA M7 BBIIIOJIHEHUS BCETO IpoLiecca MPOU3BOJICTBA MEIUIMHCKOTO H3AENUS W €ro
ONpEACIICHHBIX CTaUN;

"cucremMa ynpapJieHUsI Ka4eCTBOM MeIMUMHCKHMX HM3Jeauid' - opraHu3allMOHHAs CTPYKTypa,
GyHKIMY, MPOLEIYPhl, MPOIECCH U PECypPChl, HEOOXOAUMBIE ISl CKOOPAWHUPOBAHHOMN AESITETbHOCTU IO
PYKOBOJCTBY U yHPAaBJICHUIO OPraHU3aIMel - MPOU3BOAUTEIEM MEAUIIMHCKUX U3ACTUN MPUMEHUTEIBHO K
Ka4yecTBy.

Ipunoxenne N 6

k IIpaBuiiam opranu3zanuu v MpoBeaeHUA
HHCIIEKTUPOBAHUA NMPOU3BOACTBA MECAUITUHCKHUX
u3JeJMii HA COOTBETCTBHE TPeOOBAHUAM K BHEIPEHUIO,
MO/IAePKAHUIO U OlleHKe CUCTeMbl YIIPaBJIeHHA
Ka4yeCTBOM MEAUIINHCKHUX H3Heﬂﬂﬁ B 3aBUCHUMOCTHU

OT MOTCHIHUAJIBbHOI'0 PUCKA UX IIPUMEHCHHUA

(dbopma)

OTtuer
HHTErpajbHON OLEHKHU CTeNeHH 3HAYMMOCTH HECOOTBETCTBHUSI CHCTEMbI YIIPaBJIeHHs KA4eCTBOM
TpPeOGOBaHUSM K BHEIPEHUIO, MO/IEPKAHUIO M OLIEeHKE CUCTEMbI YIPABJIEHUsSI KAYeCTBOM
METUIMHCKUX U3/1eJuii B 3aBUCMMOCTH OT MOTEHIHAJIBHOI0 PUCKA UX MPUMEHEHH S

N HecooTtBeTcTBHE I'pamanust HECOOTBETCTBUS
/T .
I aram, II sTan npu II aTam pu BeIyCKE | CyMMapHBIi 6ait
6aytoB OTCYTCTBHH He100pOKaYECTBEH- o
JOKYMEHTUPOBa- | HOTO MEIMIIUHCKOIO | HECOOTBETCTBUIO
HHBIX TIPOIIECCOB, uznenus, 0annoB
OasioB
1.
2.
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Wrtorossiii 0asut

Ipunoxenune N 7

k [IpaBniam opranu3anuu M NpoBeIeHus!
HHCIIEKTHPOBAHUS NMPOU3BOACTBA MEIHIIMHCKUX
U3/1eJINH Ha COOTBETCTBHE TPeOOBAHMAM K BHEPEHHIO,
NMOICPKAHUIO U OLIEeHKe CHCTEeMBbI YIIPaBJICeHHSA
KA4eCTBOM MeIMIMHCKHUX M3/1eJIHil B 3aBHCHMOCTH

OT NMOTEHIIHAJBHOI0 PUCKA UX NPUMEHEeHHUSs

Ilepeyenn

AOKYMEHTOB U CBEZ]CHHﬁ, npeaoCcTaBJasA€MbIX NPOU3BOAUTECIAAMU MECIUIHHCKUX H3Il€.]1]/lﬁ OJIA OLICHKU
CUCTEMBI YIIPABJCHHUA KAY€CTBOM MECIUIMUHCKHUX H3Heﬂﬂﬁ, HpOBOZ]HMOﬁ C UCITIOJIB30BAHUEM CPEJICTB
AUCTAHIIMOHHOTO B3aHMOHeﬁCTBHﬂ

TpeboBanus (o60cHOBaHKE) [Ipu nepBuyHOM [Ipu nepuoguyeckom
MHCIIEKTUPOBAHUU (rmaHOBOM)
MHCIIEKTUPOBAHUU
Ornucanue CUCTEeMbI YIIpaBICHUS MOJIHOE OMHCAHUE CUCTEMBI KpaTkas nH(pOpMaIus o
KaueCTBOM MEIMIIMHCKUX U3JIETUN  yNpaBIIEHUS] KAYECTBOM BHECEHHBIX U3MEHEHUSIX CO
B 3aBUCUMOCTHU OT NOTEHIIMAIIBHOTO MEIUIIUMHCKUX U3JEIUI JIHSL TIOCTIeIHEW MHCTIEKIIUU
pHUCKa UX TPUMEHEHHUS B
COOTBETCTBHUH C TPEOOBAHUSIMHU K
BHEJIPEHUIO, MOJICPKAHUIO U
OILICHKE CUCTEMBI YTIPaBJICHUS
KaueCTBOM MEIUIIMHCKUX U3JIEIUI
B 3aBUCUMOCTHU OT MOTEHIIMAILHOTO
pHUCKa UX IPUMEHEHUS
Cnmcok coTpyIHUKOB, crpaBka 0 (haKTUYECKOM crpaBka 0 (haKTUYECKOM
Y4acTBYIOUIUX B MPOLECCaX OLUEHKH YHCICHHOCTU COTPYAHUKOB, YUCJIEHHOCTHU COTPYIHUKOB,
CUCTEMBI YIIPaBJIEHUSI KaueCTBOM Y4acTBYIOIIUX B MPOIECCaX Y4acTBYIOIIUX B MPOIECCaX
MEIHUIUHCKUX U3IETUI OLIEHUBAEMOW CHCTEMBI OLICHUBAEMOW CHCTEMBI
yIpaBJICHUS Ka4€CTBOM yIpaBJiIeHUS Ka4e€CTBOM
MEIULMHCKUX U3AEIHI MEIULIMHCKUX U3AEIHNI
[lepeyeHb MEQUIMHCKUX U3ACIIANA, HAUMEHOBAaHUS MEAUIIMHCKUX HaVMEHOBAHHMS
MIPOU3BOUMBIX (TNTAHUPYEMBIX K 17631 (SM17071 MEIULUHCKUX U3IEIUI
MIPOM3BOJICTBY) HA
IIPOU3BOJCTBEHHO! IIJIOIIAIKE
Hanuumne Texunueckoi TEXHUYECKask JOKyMEHTAIUs B TEXHUYECKas JOKyMEHTalUs
JOKYMEHTAIIMU HA MEIUIIUHCKHE AIIEKTPOHHOM (hopMaTe ¢ B DJIGKTPOHHOM (hopMaTe C
u3enus BO3MOYKHOCTBIO ITOUCKA BO3MOYKHOCTBIO ITOUCKA
Hanuune otuera o pesynbrarax KOIKS OTYETa O pe3yJibTaTax KOIKS OTYETa O pe3yJibTaTax
MIPOBEACHUS OPraHOM I10 MPOBEICHHS OPTAHOM 10 MPOBEICHHS OPTAHOM 10
cepTu(UKAIMU TTOCIEAHETO ayANTa CEePTUPUKALUU TTOCIETHETO cepTudUKaAIH MTOCICTHETO

CUCTEMBI MEHEDKMEHTA KauecTBa
MEIUIIMHCKUX U3JIEIHA U OTYETa O
pe3yJibTaTax MpoBEICHUS
MOCIIEHETO HHCTIEKTHPOBAHHUS
MIPOU3BOJICTBA (C HOTAPUATBHO

24.11.2023

ayauTa CUCTCMbI MCHCI’KMCHTA ayJuTa CUCTCMBbI
KayeCTBa MCAUITMHCKUX I/I3ILGJII/II>'I MCHCIP)KMCHTA Ka4yCCTBa
1 OTYCTA O pC3yJIibTaTax MCOUIIMHCKHX I/IS,IIGJII/Iﬁ n
MMPOBCACHUS MMOCICIHCTO OTUCTa O pe3yJibTaTax
HWHCIICKTUPOBAHUA NPOU3BOJACTBA  MPOBCACHUA MTOCICOAHETO
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3aBEPEHHBIM MIEPEBOJIOM IPH
HEOO0XOIUMOCTH ), CePTUPHUKATHI
'OCT ISO 13485 wnu
COOTBETCTBYIOIIETO
MexayHapoaHoro cranaapra [SO
13485 (mpu HaIMuUmM)

IIpouieccsl MPOEKTUPOBAHUS U
pa3pabOTKU CHCTEMBI YIIPaBICHHS
KaueCTBOM MEIUILMHCKUX U3AEIUi
(kJ1acc MOTEHIMAIBLHOTO PUCKA
IIPUMEHEHNUS 3)

24.11.2023

(c HOTapuaIbHO 3aBEPEHHBIM
MIEPEBOJIOM ITPU HEOOXOAUMOCTH),
CepTU(HUKATH COOTBETCTBHS
crangapty ['OCT ISO 13485 unu
COOTBETCTBYIOIIEMY
MeXayHapoaHoMy cranaapty ISO
13485 (mpu HaNMuun)

JOKYMEHTBI U CBEJICHHUS,
KacaroIuecs: MeIUILIMHCKUX
U3/IeNUil, B OTHOIIEHUH KOTOPBIX
IPOBOJIUTCS UHCIIEKTUPOBAHUE
IPOM3BOJICTBA:

a) MpoLeyphl IPOSKTUPOBAHUS U
pa3paboTku (BKITIOYas
yIpaBJIE€HUE PUCKAMU);

0) JOKyMEHTBI, ONTUCHIBAIOIINE
IpoIEaypY NPOSKTHPOBAHUS U
OXBATBIBAIOIINE MOJCIBHBIN DA
MEIUIIUHCKOTO U3JICIIUS;

B) 3aMKCH MO MPOEKTUPOBAHUIO
MEIUIIUHCKOTO U3/Ieus,
HOJTBEPKIAIOIINE, YTO
IpOIEeTypPhl IPOSKTUPOBAHUS U
pa3pabOTKU yCTaHOBJICHBI U
PUMEHEHBI;

I') BXOJHbIE JaHHBIE ITpolecca
POEKTHPOBAHUS pa3pabOTaHbl C
y4eTOM Ha3HAYCHHS
MEIUIIUHCKOTO U3JIEININS;

1) cnenudukanuy Ha
MEIUIIUHCKUE U3JIENUS B LENIAX
HOJTBEPKJICHHS TOTO, YTO
BBIXO/IHBIC IaHHBIE POEKTA
MEIUIIUHCKOTO U3/IeIus,
oOecnieunBaromue 0e30MacHOCTh
1 5 PEeKTUBHOCTD MEAULIUTHCKOTO
U3JIeNUs TIPH €0 IPUMEHEHUH 110
Ha3HAUYCHUIO, ONPEICIICHBI;

€) IOKyMEHTHI,
HOJTBEPKIAIOIINE, YTO
JeSITeIbHOCTD [0 MEHEKMEHTY
pHCKa omnpesesieHa U
OCYILIECTBIICHA, KDUTEPHH
JIOITyCTUMOCTH pUCKa
YCTaHOBJICHBI U SABIISIOTCS
COOTBETCTBYIOIIUMHU, JIFOOO0H
OCTaTOYHBII PUCK OILICHEH U MPH

Cuctema 'APAHT

WHCTICKTUPOBAHUS
IIPOM3BOJCTBA (C
HOTapUaIbHO 3aBEPEHHBIM
HepEeBOJIOM IPU
HEOOXOMMOCTH),
CepTU(HUKATH COOTBETCTBHS
cranaapty 'OCT ISO
13485 nmm
COOTBETCTBYIOILIEMY
MEXYHAPOJIHOMY
crangapry [SO 13485 (mpu
HaJIMYUH)

AOKYMCHTHI U 3aIlMCH,
Kacaromuecsas MEIUIMHCKUX
U3/IeNuil, BHIOpaHHBIX B
Ka4yecTBe
MpEaACTaBUTCIIbHBIX
00pa3sIos
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IIpoueccs! ynpasineHus
JOKYMEHTalUeN U 3aluCIMU
CHCTEMBI YIIPaBJICHUsI KAUECTBOM
MEIULUHCKUX U3/enuil (ecnu
OTCYTCTBYIOT JJOKa3aTeJIbCTBA
COOTBETCTBUS CUCTEMBI KaUeCTBa
MEIULUHCKUX U3IECIIUN
tpeboBanusam cranaapra [OCT

ISO 13485 unu coOTBETCTBYIOIETO

MexayHapoaHoro cranaapra [SO
13485)

[Ipoueccsl mpou3BOACTBA U
BBIXOJTHOTO KOHTPOJIS
MEIUIUHCKUX WU30EITUN

24.11.2023

HE0O0XOIMMOCTH JIOBEJICH J10
CBEJICHUS MOTpeOUTEINS B
COOTBETCTBUU C TPEOOBAHUSIMHU
3aKOHOJATEIHCTBA

JIOKYMEHTHI U CBEJICHHSI,
Kacaroluecs: MEIUIIMHCKIX
U3JICNHIA, B OTHOIIICHHH KOTOPBIX
MPOBOJIUTCS UHCIIEKTUPOBAHUE
IPOM3BOJICTBA:

a) MpoLeayphl UACHTHPUKAIIH,
XpaHEHUs U yIalleHus
(YHUUYTOXKEHHUSI) TOKYMEHTOB U
3anuceil (BKIIo4as yrpaBlieHHE
U3MEHEHUSIMU) pa3paboTaHbl;

0) TOKYMEHTBI, HEOOXOUMBIE ISt
TOT0, YTOOBI OpraHU3aIUs MOTJIa
obecrneunBaTh MIaHUPOBAHUE,
OCYILIECTBIICHUE
IPOM3BOJICTBEHHBIX MPOLIECCOB U
yIpaBleHUE UMH;

B) CBUJICTEIHCTBA COOTBETCTBUS
MEIULIMHCKUX U3JEIIHI
TpeOOBaHUAM (B TOM UHUCIIE
TpeOOBaHUSAM MPUMEHSIEMBIX
CTaH/1apTOB), ONIUCAHUE
MEAUIIMHCKUX U3/, BKITFOYAs
WHCTPYKIIUHU TI0 PUMEHEHHIO
(pyKOBOJACTBA IO 3KCIUTyaTalllH),
MaTepHalbl U Cenn(pUKaIHIo;

I') CBOJIHYIO JOKYMEHTAIUIO 110
BEepUPUKAIIUU U BATHAIUN
MPOEKTOB (B TOM YHCJIC TaHHBIC
KIIMHUYECKHUX UCCIICIOBAHMIA
(ucbITaHUM);

1) MAPKUPOBKY MEIUITMHCKUX
151691 (5110505

€) IOKyMEHTHI 110 MECHEDKMEHTY
pucka

JIOKYMEHTBI U CBEIICHMUSI,
Kacaroluecss MEAULIMHCKHUX
U3JIEIUNA, B OTHOLIEHUH KOTOPBIX
IIPOBOANTCS UHCIIEKTUPOBAHNE
IIPOU3BO/ICTBA!

a) IOKyMEHTHI
IIPOM3BOJICTBEHHBIX MPOLIECCOB
U3TrOTOBJICHUS CEPUMHOU
IPOAYKIMH (BKIIFOUYAs yCIOBHS
IIPOM3BO/ICTBA);

0) JOKyMEHTHI IO TIpoIieccy
CTepUIM3aluu (151 MEAULIMHCKHUX
W3JIEJIUH, BBIITYCKAEMBbIX B

Cuctema 'APAHT

AOKYMCHTHI U 3aIlMCH,
Kacaromuecsas MEIUINMHCKNX
U37IeNuii, BHIOpaHHBIX B
Ka4yecTBe
MpEaACTaBUTCIIbHBIX
00pa3sios

AOKYMCHTHI U 3aIlMCH,
Kacaromuecsas MEIUITNMHCKUX
U3/IeNuil, BHIOpaHHBIX B
Ka4yeCcTBe
MpEaACTaBUTCIIbHBIX
00pa3sIos
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[Ipouecchl KOPPEKTUPYIOLUX U
NpeaynpeXIAOMNX IeUCTBUN
CUCTEMBI YIIPaBJIEHUS KaueCTBOM
MEIUIIMHCKUX U3JIEHi (ecu
OTCYTCTBYIOT JIOKA3aTEIbCTBA
COOTBETCTBUS CUCTEMBI KaueCTBa
MEIUIMHCKUX U3ICIIUU
tpeboBanusam cranaapra [OCT

ISO 13485 unu cooTBETCTBYIOIIETO

MexayHapoaHoro cranaapra [SO

24.11.2023

CTEpUIILHOM BHUJIE), B TOM YHUCIIE:
MOJITBEPKICHUE TOTO, UTO
MPOIECCHI CTEPUITU3ALINN
JIOKYMEHTHUPOBAHBI, 3aITHCH
napaMeTpoB Ipoiiecca
CTEepUIIM3aLMU IS KaXKI0U
CTEPWIN3YyEMOU ITapTUU
MEIUITMHCKUX U3ASIUi
HOJIEP’KUBAIOTCS B pabouem
COCTOSTHUM; TIOJTBEPKICHHE TOTO,
YTO MPOIECC CTEPUITH3AIIH
BaJIMIUPOBAH; MOATBEPKICHUE
TOT0, YTO MPOLIECC CTEPUITH3AIIH
MIPOBOJIUTCS B COOTBETCTBUU C
YCTaHOBJICHHBIMU TTApaMETPAMH;
B) IOKyMEHTHI,
MOJITBEPIKIAIOIIHE, YTO TIPOIECCHI
MIPOU3BOJICTBA SIBIISIFOTCSI
YIpaBIsiEeMbIMU U
KOHTPOJIUPYEMBIMU U
(YHKIHOHUPYIOT B
YCTaHOBJICHHBIX Mpeaenax, a
TaK)Ke TIOTBEPKICHIE
obecrieueHusI HEOOXO0IUMOTrO
YPOBHSI KOHTPOJISI IPOTYKITUU H
(M) yciryr KpUTHYECKUX
ITOCTABIIIUKOB;

T') TOKYMEHTBI, TOITBEPKIAOIIUE
UACHTU(DUKAIIIO U
MIPOCIICKUBAEMOCTD
MEIUIIMHCKUX U3JICIIUH 1
MPOIECCOB UX MPOU3BOJICTBA, a
TaKXe UX COOTBETCTBUS
YCTaHOBJICHHBIM TPEOOBAHUSIM;
1) TOKYMEHTHI,
MOITBEP K IAIOIITUE, YTO
JESITEIbHOCTD 110 BBIXOTHOMY
KOHTPOJIIO METUIIUHCKHUX U3IEITHIA
o0ecreunBaeT COOTBETCTBUE
MEIUITMHCKUX U3ASIUi
YCTaHOBJICHHBIM TPEOOBAHHSIM U
JIOKYMEHTHPOBaHA

JIOKYMEHTBI U CBEICHMSI,
Kacaroluecss MEAUIIMHCKHUX
U3JIEIUNA, B OTHOLIEHUH KOTOPBIX
IIPOBOANTCS UHCIIEKTUPOBAHNE
IIPOM3BO/ICTBA!

a) IOKyMEHTHI,
MOJTBEP>KIAIOLIHUE, YTO
IpOLEAYPBl KOPPEKTUPYIOIIUX U
MpEeayNPEXRAAOIINX AEUCTBUI
pa3paboTaHbl;

Cuctema 'APAHT

AOKYMCHTHI U 3aIlMCH,

Kacaromuecsa MCAUIIMHCKUX

U37IeNuii, BHIOpaHHBIX B
Ka4yeCcTBe
MpEaACTaBUTCIIbHBIX
00pasIos
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13485)

OreHKa MpOIECCOB, CBA3AHHBIX C

noTpedureneM (ecii OTCYTCTBYIOT

JI0Ka3aTeJIbCTBA COOTBETCTBHS
CHCTEMBI KaueCTBa MEIUIIUHCKHIX
u3Ienuii TpeOOBaHMIM CTaHAapTa
I'OCT ISO 13485 nunu
COOTBETCTBYIOIIECTO
MEXIyHapoaHoro cranaapra [SO
13485, B ”HOM city4ae oIleHKa
OCYIIECTBIISICTCS B YACTH
MOCTIPOAKHOTO MOHUTOPHHTA)

24.11.2023

0) TOKYMEHTHI,
MOJITBEPIKIAIONIHE, YTO CPEICTBA
yIpaBIeHUS MPEMSTCTBYIOT
pacupoCTpaHEHUIO MEIUIIMHCKIX
U3JIeIIUH, Ka4eCTBO KOTOPBIX HE
COOTBETCTBYET TPEOOBAHUSIM,
MPEIBSABISEMBIM TIPH SKCTIEPTHU3E
Ka4yecTBa, 3 (HeKTUBHOCTHU U
0€30MacCHOCTH METUITUHCKUX
W3S,

B) JOKYMEHTBHI,
MOITBEP K TIAIOIITUE, YTO
KOPPEKTUPYIOIINE 1
MpEaYyNPEXAAIOIINE IEUCTBUS
SIBJISTFOTCSI PE3YJIbTATUBHBIMH;

') TIOKYMEHTHI,
MOITBEP K IAIOIITUE, YTO
MIPOU3BOIUTENH METUITTHCKOTO
u3zienus pazpadorai

3 PEKTUBHYIO POLETYPY
BBIITYCKA U IPUMEHEHUS
YBEAOMJICHHH 110 0€30MacHOCTH
MEIULIMHCKUX U3AEIHNI

JIOKYMEHTBI M CBEJICHHS,
KacarolHecss MEIULIMHCKHIX
W3JIeTUi, B OTHOIICHUH KOTOPBIX
MIPOBOJIUTCS MHCTICKTUPOBAHUE
MIPOU3BOICTBRA!

a) IOKYMEHTHI,
MOATBEPKIAOIINE, YTO
MIPOU3BOAUTENh MEAUITTHCKOTO
W3JIeTIUS TIPUHSIT MEPBI,
HEOOXOAMMBIC /ISl YCTaHOBJICHUS
CBSI3U C TIOTPEOUTEISIMU, B TIEISIX
BBIIOJIHEHHST HEOOXOTMMBIX
KOPPEKTUPYIOIINX U
NpeaynpexaatomnX 1eHCTBUM,
pacroaraet cucTeMoi coopa u
aHaJM3a JaHHBIX 0 0€30MMaCHOCTH
1 3 PEKTUBHOCTH METUIIMHCKUX
W3JIeJIMI Ha MOCTIPOAAKHOM
JTare u NoIePKUBAET €€ B
aKTyaJbHOM COCTOSIHUH, a TAK¥Ke
HaIpaBJyIsieT B yIOJTHOMOYEHHBIN
OpraH OTYETHI O Pe3ybTaTax
MOCTIPOJAKHOTO MOHUTOPHHTA
6e30macHOCTH ¥ 3PHEKTUBHOCTH
MEIUIMHCKUX H3JIEIHI;

0) TOKYMEHTHI,
MOATBEPIKAIOIINE, YTO 0OpaTHas
CBSI3b C TIOTpEOUTEIEM
aHAJM3UPYETCS TPOU3BOIUTEIIEM

Cuctema 'APAHT

JOKYMEHTHI U 3aITUCH,
Kacaroluecs: MeTUIIMHCKAX
U3JIeTNii, BEIOPaHHBIX B
Ka4yecTBe
NPEICTaBUTEIIbHBIX
00pas1os
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MEIHUIIMHCKOTO U3JIENIHS B XOI€E
MPOIIECCOB KU3HEHHOTO IHKJIA
NPOAYKIIUK U UCTIOJIb3YETCS ISt
MIOBTOPHOM OIIEHKU PHUCKA U TIPU
HEOOXOIUMOCTH ISt
aKTyaJHM3alluu JCATSIIbHOCTH 110
MEHEKMEHTY PHCKa

IIpumeuanue. B HacToALIEM MIPUIOKEHUN HCTIONIB3YIOTCS CIETYIOIIUE TOHITHSA:

"MHCIIEKTUPOBAHUE NMPOM3BOJACTBA' - OLIEHKA YCIIOBHM NMPOU3BOACTBA U CUCTEMBI YNpPaBJICHUS
Ka4eCTBOM NPOU3BOAMUTEINS MEAULIMHCKOTO U3JIENINs;

"KoppekTHpYyOLIEe AelcTBHe'" - ACICTBUE, NPEANPUHATOE IMPOU3BOJUTEIEM MEIUIIMHCKUX
U3JeUI C 1eNbI0 yCTPAaHEHUs NPUYHMHBI OOHAPYKEHHOTO HECOOTBETCTBUS WJIM HEOJAronpusTHOIO
COOBITHS;

"KPUTHYECKHH MNOCTABIUMK' - IOCTABUIMK, MPOXYKIMS MIM YCIYyTM KOTOPOTO OKa3bIBaKOT
IpsSMOE BIUSHUE HA Ka4eCTBO, 3(PPEKTUBHOCTh U O€30IaCHOCTh MEAULIMHCKOTO U3JEINS;
"mpeaynpexaammee jaeicrBue’ - AeMCTBUE, NPEANPUHATOE MPOU3ZBOJUTEIEM B LEIAX

YCTpaHEHUs] MPUYMHBI MOTEHLHAIHLHOIO HECOOTBETCTBUS WM TMOTEHIMAIBHOTO HEOIaronpusaTHOTO
COOBITHS;

"pou3BOACTBEHHAS miomaaka' - TeppUTOpHUATILHO  00OCOOJIEHHBI  KOMILIEKC,
npeIHa3HaYeHHBIA M7 BBIIIOJIHEHUS BCETO IMpoLiecca MPOU3BOJICTBA MEIUIMHCKOTO H3AENUS W €ro
ONpEeACICHHBIX CTaIUN;

"cucremMa ynpapJiieHUsI Ka4eCTBOM MeIMUMHCKHMX HM3eauid' - opraHu3allMOHHAs CTPYKTypa,
GYyHKIMH, POLEIYPhL, MPOIECCH U PEeCypPChl, HEOOXOAUMBIE ISl CKOOPAWHUPOBAHHOMN AESITEIbHOCTU IO
PYKOBOJCTBY U yHPaBICHUIO OPraHU3aIMel - MPOU3BOAUTENEM MEAUIIMHCKUX U3ACTUN MPUMEHUTEIBHO K
Ka4yecTBY;

"ynosiHoMo4YeHHbBIIT opran' - @denepanbHas ciryx0a 1mo Haa30py B chepe 31paBooXpaHEHNUS;

"ycjioBusI Mpou3BoJAcTBA" - MHPPACTPYKTYypa U MPOU3BOJICTBEHHAS cpefia, HEOOXOAMMBIC IS
obecrieueHns KauecTBa, 3Q(HEKTUBHOCTH U OE30MTACHOCTH TPOU3BOANUMBIX METUITMHCKUX H3ICITHA.
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