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O BHeceHMH W3MEHEHHMH B ImpHKka3 MuauMCTpa 3apaBooxpanenni PecryOmixu Kazaxcran ot
23 pexabps 2020 roga Ne KP ICM-315/2020 "O6 yTBep:KACHAN MPABUI NIPOBEICHASL
MHCHECKIMIA MEAWIINHCKUX W3eIi"

[Ipuka3 Munuctpa 3apaBooxpanenus Pecryonmku Kazaxcran ot 7 anpenst 2023 roga Ne 63.
3apeructpupoBad B MunuctepcTse roctuniuu Pecriyonuku Kazaxcran 11 anpenst 2023 roga
Ne 32278

[TPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 23 nekaOps
2020 roga Ne KP JICM-315/2020 "OO6 yTBepXJACHUH IMPABUJ MPOBEJACHUS HHCIICKIIHI
MEIUMUIMHCKUX u3aenui” (3apeructpupoBaH B PeecTpe rocynapcTBeHHON perucTpanuu
HOPMAaTUBHBIX MPaBOBbIX akTOB 1oJ Ne 21898) cinenyronue n3MeHeHus:

npeamMOyiTy U3JI0KHUTH B CIEYIOUIEH pelaKIiu:

"B cootBercTBUM ¢ myHKTOM 9 ctathu 244 Koaekca PecyOnuku Kazaxcran "O 310poBbe
Hapoja u cucreme 3apaBooxpanenus’ IIPUKA3BIBAIO:";

[IpaBuna npoBeaeHUs UHCOEKIIMN MEIUIIMHCKUX U3JCNIHHI, YTBEPKICHHBIC YKa3aHHBIM
MIPUKAa30M, U3JI0KUTh B HOBOW pEaKIIMU COTJIACHO MPUIIOKEHUIO K HACTOSALIEMY MTPUKA3Y.

2. KoMmutery MeIMIIMHCKOTO M (apMaleBTUYECKOro KOHTpPOJisi MuHHCTEpCTBa
3npaBooxpaneHuss PecnyOmmku Kazaxctan B yCTAaHOBICHHOM 3aKOHOJATEIbCTBOM
Pecny6iiuku Kazaxcran nopsiike o0ecnevyuTh:

1) rocy1apcTBEHHYIO PETHCTPALIMIO0 HACTOSALIErO MpHKa3a B MUHUCTEPCTBE FOCTULIMH
Pecny6niuku Kazaxcran;
2) pa3MelleHHE HACTOAIIEro IMpHUKa3a Ha HHTEpHET-pecypce MuHHCTepcTBa
3npaBooxpaHeHus Pecrryonuku Kazaxcran mocie ero ouiuaibsHOTO OMyOIMKOBAHUS;

3) B TeueHue JecATu pabouMX JHEW MOocie roCy1apCTBEHHON PEruCTpalli HACTOSIIETO
npukaza B MunHuctepctBe toctunuu Pecnyonuku Kaszaxcran npeacTaBieHue B
KOpunuueckuit nenaprameHT MunucTtepcTBa 31paBooxpaHenus PecnyOnuku Kazaxcran
CBEJACHUI 00 MCIOJHEHUH MEPOINPUITUM, MPEAyCMOTPEHHBIX MOJANYHKTamMu 1) u 2)
HACTOSIIIIETO IMyHKTA.

3. KoHTponp 32 MCNOJHEHHEM HACTOSILIErO MPUKa3a BO3JOKHUTh Ha KYypHPYIOIIETrOo
BHUIIe-MUHHUCTpa 37paBooxpanenus Pecniyonuku Kazaxcran.
4. Hactostimuii mpuka3 BBOAUTCS B JICHCTBUE MO UCTCYCHUU JCCSATU KaJICHIAPHBIX JTHEH

MIOCJIE JTHS €r0 MEPBOTO OPHUITMATBHOTO Oy OIUKOBAHMSI.
Munuctp 3apaBooxpaHeHUS

A. Funusar
Pecrry6mnkn Kazaxcran

IIpunoxenue k NpuKasy
MuHHCTp 31paBOOXPaHEHHUS



Pecny6nukn Kazaxcran
ot 7 anpenst 2023 rona Ne 63

Y TBepKIeHbI TPUKa30M
MuHHCTpa 3ApaBOOXPAHCHUS
Pecny6mmkn Kazaxcran
ot 23 nexabps 2020 roga
Ne KP ICM-315/2020

IIpaBuna mpoBeeHUS HHCIIEKIMM MEAUIMHCKHAX H3CIAi
I'maBa 1. OOmme monokeHus

1. HacTosimue npaBuia mpoBEAEHUsS] MHCIEKIUNA MEIULMHCKUX H3AENUi (nanee —
[IpaBuna) pazpabotanbl B COOTBETCTBUU ¢ MyHKTOM 9 cratbu 244 Konekca Pecnyb6nuku
Kazaxcran "O 31m0poBhe Hapojga U cucteMe 3apaBooxpaHeHus" (manee — Konekc) u
ONPEACIISIIOT MOPSAIOK MPOBEACHUS WHCIEKINNA MEIUUIMHCKUX U3AEIUN B COOTBETCTBUU C
TpeOOBaHUSIMH K BHEJIPEHUIO, MOJJIEPKAHUIO U OIEHKE CUCTEMbl MEHE)KMEHTa KauecTBa
MEJIUIIMHCKUX W3/eJINM B 3aBUCUMOCTH OT MOTEHIIMATBLHOIO PUCKA UX IPUMEHEHUS.

[IpoBenieHrE MHCIIEKIMN MEIUIIMHCKOTO U3JIENNs, IOJAHHOTO Ha PETUCTPALIMIO B pAMKax
EBpa3zuiickoro "KOHOMHUYECKOTO CO03a, OCYIIECTBISIETCS B COOTBETCTBUU C TPEOOBAaHUAMHU K
BHEPECHUIO, MOJJCPKAHUIO M OIIEHKE CHUCTEMBI MEHEI)KMEHTAa KaueCTBa MEIULIMHCKHX
M3JeIUi B 3aBUCHUMOCTU OT MOTEHIUAIBHOTO PUCKA MX MPUMEHEHHS, YTBEPKICHHBIMU
pemennem CoBera EBpasuiickoii skoHOMHUecKoi komuccuu oT 10 HossOpst 2017 roma Ne 106
(manee — pemenue EDOK Ne 106).

2. Ins ueneit Hactoamux [IpaBuil NpUMEHSIOTCS CIEAYIOIINE TEPMUHBI U ONPEICICHUS:

1) ynoJIHOMOYEHHBIN OpraH B 00JacTH 3paBOOXpaHEHUs ([ajee — YIOJIHOMOYEHHBIH
Oprad) — UEHTPaJIbHbIA HMCIOJHUTEIbHBIM OpraH, OCYHIECTBISIONIUNA PYKOBOJCTBO U
MEXOTpPaCIEBYI0 KOOpPAMHALMIO B OOJIaCTH OXpaHbl 370pOBbsl TrpaxiaaH PecnyOnuku
Kazaxcran, MeguIMHCKON W  (papMaueBTHYECKOW HAyKU, MEJUIUMHCKOTO H
(dbapMalleBTUYECKOTO 00pa30BaHMs, CAHUTAPHO-IIMUIEMHOIOTHYECKOTO OJIaromoyyus
HaceJIeHHs, OOpallleHusl JIEKAPCTBEHHBIX CPEACTB M MEIMUIMHCKUX HU3JENIUi, KadyecTBa
OKa3aHUs MEIUIIMHCKUX YCIYT (TOMOIIIN);

2) rocyaapCTBeHHbI opraH B cdepe oOpallleHus JIEKapCTBEHHBIX CPEICTB U
MEIMIMHCKUX M3JeNNil (Jaee — rocyJapCTBEHHBIM OpraH) — rocyJAapCTBEHHBIN Opras,
OCYIIECTBISIIOIIUA PYKOBOJACTBO B cdepe oOpamieHusl JTeKapCTBEHHBIX CPEACTB U
MEJIUIIMHCKUX U3JENHI, KOHTPOJIb 32 00pallleHUEM JIEKApPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX
WU31CIUM;

3) rocyaapcTBeHHas 3KCIEpTHAsl OpraHu3anus B chepe oOpalleHHs JEeKapCTBEHHBIX
CPEACTB W MEIUIMHCKUX WU3ACIUN (laree — HKCIepTHas opraHu3anusi) — CyOBEKT
roCyJJapCTBEHHOM MOHOMOJIUH, OCYUIECTBIAIONIUN MPOU3BOJICTBEHHO-X035UCTBEHHYIO
JESTENHHOCTh B 00JIACTH 37paBOOXPaHEHHUS 1O obecreueHnto 6e30macHoCTH, 3G HEKTUBHOCTH
Y KaueCTBa JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3IEITHUM;



4) 3asgBUTENb — MPOU3BOAUTENH (M3TOTOBUTENb) WIU WX NPEICTaBUTENb,
YIIOJTHOMOYEHHOE TM0JlaBaTh 3asABJEHUE, JOKYMEHTbl W MaTepuajbl Ha MPOBEICHUE
AKCIEPTU3bl MEAUIMUHCKOTO HW3JENIUs JJIsl PErUuCTpalluu, MEepPEeperucTpaii, BHECEHUS
U3MEHEHHUI B PErUCTPALIMOHHOE 10ChE U MHCIIEKIIUH.

3. MHcnekuys MEAUIMHCKUX HU3IEIUN MTPOBOAUTCS SKCIIEPTHOW OpraHU3alHued IMyTeM
MOCEIIEHUs 00bEKTa MO MPOU3BOACTBY MEIUIIMHCKOTO U3eNUs (Jjanee — MHCIEKIINS).

[To pemreHno 3KCNEPTHON OpraHU3allu MPOBEACHUE MHCIEKIMNA, 34 UCKIIOUEHUEM
CyOBEKTOB, pacmloiiOKEHHBIX Ha TeppuTopuu PecnyOnuku Kazaxcran, mo JOKyMEHTaMm ¢
UCIIOJIb30BAHUEM CPEJCTB AMCTAHIMOHHOTO B3aMMOJEHUCTBUS, MOCPEICTBOM ayIHuoO- WIIU
BUJICOCBSI3U 0€3 MOCEHICHHs] IPOU3BOJCTBEHHOI0 00BEKTa OCYIIECTBISETCS B CICAYIOLIUX
clyJasix:

1) yrpo3sl BO3HUKHOBEHUS, MNPEAYNPEKACHHUS U JUKBUIAALMUU TMOCIEICTBUN
Ype3BbIYAWHBIX CUTyalluid U (MJIU) Yrpo3bl BO3HUKHOBEHHUS, PACIPOCTpPaHEHHUS 0CO000
OMAaCHBIX MH(PEKIIMOHHBIX 3a00J€BAHUI W JIMKBUJALMU UX MOCIEICTBHI, a TaKXe yTrpo3bl
BO3/ICHCTBUS HEOIArONMPUATHBIX XUMUUECKUX, OMOJIOTUYECKUX, PATUAIMOHHBIX (AKTOPOB U
JUKBUJIALUNA WX TTOCIIEACTBUI;

2) BO3HUKHOBEHHE OOCTOSITEIHCTB HEMPEOAOIUMON CUJIBI WJIM HE3ABUCSIINX OT BOJHU
CTOPOH OOCTOSITEIBCTB, KOTOPHIE HECYT yIrpo3y NMPUYMHEHUS Bpela >KU3HU U 3J0POBHIO
MUHCIIEKTOPOB.

4. NHCceKkuu MOJJICKUT MPOU3BOJACTBEHHAS TUIOMIAAKA (Y4acTOK) MPOU3BOIUTENS
MEIULUHCKUX U3JIEIUi, IpeaHa3HauyeHHas I BBIIIOJHEHUS BCETO IMpoliecca MPOU3BOACTBA
MEIULIUHCKUX U3JIeJIUA WK €T0 ONPEIEIECHHBIX CTaauil.

5. WHcnekmnus ocylecTBASIETCS B MNEPUOJ MPOBEAECHUS 3SKCHEPTH3bl NpHU
rOCy/IapCTBEHHOW PErHCTpalMd MEIULMHCKUX W3IEIUHN, a TaKkKEe B paMKaX MOHUTOPHUHTA
0e30MmacHOCTH, KauecTBa U 3(HPEKTUBHOCTH METUIIMHCKUX U3JCIIUNA B CIeAyomuX Gpopmax:

1) nepBUYHOE UHCIEKTUPOBAHHUE:

MpU DKCHEPTU3E MEIUIIMHCKUX Uu3Aenuil 2a (cTepuiibHbIX), 20 U 3 KiaccoB
MOTEHUHAIIBHOIO PHUCKAa IMPUMEHEHUS IPOU3BOAUTENEH, paHEe HE PErMCTPUPOBABLINX
npoaykiuio B PecnyOnuke Kazaxcran, ocymiecTBisieMOil B COOTBETCTBUM C MPHUKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 27 suBapsa 2021 roga Ne KP JICM-
10 "OO yTBepkKACHUU MPABUI MPOBEACHUS DKCIEPTHU3bI JEKAPCTBEHHBIX CPEACTB U
MEIMLIMHCKUX u3aeaui" (3apeructpupoBaH B PeecTpe rocynapcTBEHHON perucTpanuu
HOPMAaTHUBHBIX NPaBOBbIX akTOB moj Ne 22144) (nanee — npukaz Ne KP JICM-10) u (unn)
MPOBEJICHUS] MHCIEKTHUPOBaHUS MPOU3BOJACTBAa B cooTBeTcTBUM ¢ Pemenuem Cosera
EBpaswuiickoii sxoHOMHYecKOH kKomuccuu ot 12 deBpans 2016 roma Ne 46 (B pemakuuu
Pemenns CoBeta EBpasuiickoit 3xoHoMuueckoit komuccuu ot 24 nexkadpst 2021 roma Ne 144)

Pe3ynbTaThl MHCIEKIMU PACTIPOCTPAHAIOTCA Ha rpynny (MOATPYNIy) MEIUIMHCKUX
M3JEeIUN B 3aBUCUMOCTU OT Kjlacca MOTEHIIMAILHOIO PUCKA MPUMEHEHHMS BBITYCKAEMBbIX



MEIHUIMHCKUX H3JeNaui corjacHo llepeuyHio rpynn u mOArpynn MEAUIUHCKUX H3JENUi,
MpeyCMOTpEeHHOMY TpuioxkeHueM 2 k pemennto EQK Ne 106. [{ing MeIMIIMHCKUX U3AETUN
KJIacca MOTEHIMAIBHOTO PUCKA MPUMEHEHUS 2a PE3yIbTaThl MHCIEKIIMU PACIIPOCTPAHSAIOTCS
Ha TPYIIbl MEAUIIMHCKUX U3CIUN. [[71 MEIUITMHCKUX U3JIeNIUA KIaCCOB MOTEHIIMATBHOTO
pucKka mpuMeHeHUst 20 u 3 pe3ysbTaThl MHCIEKIUH PACIPOCTPAHSIOTCA HA MOATPYIIIbI
MEIUIUHCKUX U3JIETUH;

2) nepuoanueckoe (TIaHOBOE) MHCIIEKTUPOBAHUE 0OBEKTOB, MOJIBEPTIINXCS IEPBUYHOMY
WHCTIEKTUPOBaHUIO, mpoBoauTcs | (oguH) pa3 B 3 (Tpu) ronma Juisi TOATBEPKIACHUS
pe3yJIbTaTUBHOCTH CHCTEMbl MEHEI)KMEHTa KadecTBa B OOECIEUEHUU COOTBETCTBUS
BBITTYCKAEMbIX B 00paIlleHne METUITMHCKUX WU3/ICTTUH;

3) BHEIJIAaHOBOE MHCIIEKTUPOBAHUE:

pU HEOOXOIMMOCTH TIOTBEPKIACHUS (haKTa yCTpaHEHUS HAPYIICHUN MO pe3ybTaTaM
POBEJICHHON MHCIIEKIIUU ITPOU3BOCTBA;

IpU MPOBEJAECHUN PACCIEIOBAHUMN, CBA3aHHBIX C 0€30HMaCHOCTHIO U 3()PEKTUBHOCTHIO
MEUIMHCKOTO H3Jeus, OCYIIECTBISEMOM B COOTBETCTBHU C MNpHUKa3oM MUHHUCTpa
3npaBooxpaHeHus PecriyOonuku Kazaxcran ot 23 nexadps 2020 romga Ne KP JICM-320/2020 "
OO0 yTBepXJIeHHH TpaBUJI NpOBeACHUS (hapMakoHAJA30pa U MOHUTOPUHTA OE30MaCHOCTH,
kayecTBa W A(PEPEKTUBHOCTH MEAMIIMHCKUX u3Aeaui" (3apeructpupoBaH B Peectpe
rOCyJIapCTBEHHOM pPETUCTpPAIlMM HOPMATHUBHBIX MPABOBBIX akTOB moja Ne 21896) (manee —
npuka3 Ne KP JICM-320/2020).

6. Pacxoapl o opraHu3aiuy ¥ NpOBEJACHUIO UHCIICKIIMK, B TOM YHUCJE MO OIUIATe YCIyT
NEePEeBOAUYUKOB, HECET 3asBUTENIb Ha OCHOBAHMM JIOTOBOPA, 3aKIIOYAEMOI0 C SKCHEPTHOM
OpraHu3alyeld B COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOaTenbcTBOM PecnyOnuku KazaxcraH.

7. dnsa mpoBeneHUs MHCHEKIHUHM CO3JA€TCsl MHCIEKIIMOHHAs TPYIa, COCTOsIIas U3
BEIYIIEr0 MHCIEKTOpa (PYKOBOAUTEL TPYMIIbI), WICHOB TPYMIIbI, BKIIOYAsl WHCIEKTOPOB,
MIPUBJIEKAEMBIX 3KCIIEPTOB.

TpeOGoBaHUsI K YMCICHHOCTH WHCHIEKIMOHHON TPYMIbI, YPOBHIO KBadu(pUKALNU
WHCIIEKTOPOB W TMPUBICYEHHBIX K pabOTe UHCHEKIMOHHON TPYNIbl SKCHEPTOB,
yCTaHABJIMBAIOTCS MPOIEAYPAMU CUCTEMBI MEHEIP)KMEHTA KauecTBa SKCIEPTHON OpraHu3aIiu

Cocran HHCHGKHI/IOHHOﬁ I'PYIIIBI YTBCPIKAACTCA IIPUKA30M 3KCH€pTHOfI OpraHu3aluu.
8. HpI/I MMPOBCACHNHN MHCIICKIWMKW WMHCIICKTOPBI HC BBICTYIIAIOT B POJIM KOHCYJIbTAHTOB,
CO6JIIOI[aIOT KOH(bI/II[eHI_II/IaJIBHOCTb CBCI[GHHﬁ, IIOJIY4aCMBIX B IIPpOOCCCC IMOATOTOBKH H
IMPOBCACHUA MHCIICKIIMH, a4 TAKKC COXPAaHAIOT KOH(l)I/II[GHL[I/IaJ'IBHOCTL PE3YJIbTATOB HHCIICKIINH

WNHcnekuroHHas TpyIina, BeAYIIUA MHCHEKTOp (PYKOBOAMUTENb TPYIIbI) U YJICHBI,
Y4acTBYIOLIME B MPOBEJECHUU MHCIIEKTUPOBAHUS MPOU3BOJCTBA, HE MPUHUMAIOT y4acTHE B
NESITEIbHOCTH, KOTOpas TMOBJIMUAET HA HE3aBUCUMOCTb MX CYXICHUW HIH UX
OEeCIpUCTPACTHOCTh B OTHOIIEHUHU PE3yJbTATOB IMPOBEACHHUS WHCIEKTUPOBAHUSA



MPOU3BOJCTBA, HE SBISIOTCS pa3pabOTUYUKaAMH, TPOU3BOJUTEISIMU, TMOCTABIIUKAMU
MEIUIUHCKUX W3JICIUN, HE OCYIIECTBIAIOT TEXHUYECKOe OOCIyXuBaHUE (PEMOHT)
MEIUIIMHCKUX M3JEJINN, OIEHKY KOTOpPbIX OHHU NPOBOJAT, WJIM HE SBISIOTCSA
pEeACTaBUTEIIAMH pa3pabOTUHKa, MPOU3BOJAUTEIS], TOCTABIIMKA METUIIMHCKUX WU3CIIHM, JIUII,
OCYILIECTBIISIFOIIUX TEXHUYECKOE 00CITy)KUBaHUE (PEMOHT) MEAUIIUHCKUX U3ETUH.

9. IIpoaomKUTENTbHOCTh UHCTIEKIIMM OJTHOM TUIOMIAJKH (y4acTKa) 3aBUCUT OT o0beMa
BBITIOTHSIEMON Pa0OThI, TUIIA U CIIOKHOCTH POU3BOJICTBEHHBIX MPOIIECCOB.

I'maBa 2. Ilopsnok mpoBeIeHNS HHCISKIAN MOIUIUHCKUX W3S

10. Jlnst mpoBeneHUss MHCIEKUMHM SKCIEpPTHAs OpraHu3alus B XOJie€ IPOBEICHHS
SKCIEPTHBIX pa0dOT HANpPABIIAET 3asBUTEIIO YBEIOMJIEHHUE O HEOOXOAMMOCTH IPOBEICHMS
MHCIIEKIIMH MPOU3BO/ICTBA.

[IpoaoKUTENBHOCTh OpraHu3alMy U MPOBEACHUS MHCIIEKINHU He mpeBblmaet 120 (cto
JBaJllaTh) KaJeHIApHBIX AHEH CO JHSA IMOJAa4yu 3asBUTENIEM 3asBJICHHUS Ha MPOBEICHUE
WHCIEKUHMU MEIUIMHCKOTO M3JAenus 4Yepe3 "IHYHbIA KaOuMHET" MOoCpeacTBOM
MH(GOPMAIIMOHHON CUCTEMBI SKCIIEPTHON OpraHu3allvu.

Cpoku opraHu3alud W MPOBEACHHUS MHCIEKUUHU HE BXOJASIT B CPOK MPOBEICHUS
DKCHEPTU3bl MEAULMHCKUX H3AENHM, OCYIIECTBIIEMOW B NOPSAKE, NPELyCMOTPEHHOM
npukazom Ne KP ICM-10.

11. 3asgBuTens mociie MOJy4deHUS YBEAOMJIEHHS O HEOOXOAMMOCTH MPOBEACHUS
MHCIIEKI[MU 3aKJII0YaeT J0roBOpP Ha MPOBEIACHUE MHCIEKIUU U uepe3 "JTUYHbI KaOuHeT"
MOCPEICTBOM HH(DOPMALMOHHON CHCTEMBI SKCHEPTHOW OpraHU3allMU IPEIOCTaBIsET
CIEAYIOIINE JOKYMEHTHI:

1) 3asdBieHNE Ha MPOBEICHHE MHCIEKUUU MPOU3BOACTBA MEIUIIMHCKOrO U3JIENUs 1O
dbopme cornacHo npuiiokenuo 1 k HactosmuM [IpaBunam;

2) pyKOBOJICTBO IO KQ4ECTBY;

3) TexHu4eckuil (pailyn Ha METUIUHCKOE U3/I€TNE U JOChE TPOU3BOJCTBEHHOIO yUacTKa;

4) nepeyeHb MEAUIIMHCKUX U3JIETUH, TPOU3BOIMMBIX (IIJITAHUPYEMBIX K TPOU3BOJICTBY) Ha
IIPOU3BOICTBEHHOM YYacCTKE;

5) xomuio0 OTYeTa O pe3yjbTaTax MPOBEACHUS MOCIEIHETr0 WHCIEKTUPOBAHUSA
IIPOU3BOJICTBA;

6) KOIHIO OTYETa O Pe3yJIbTaTax MPOBEICHUS MMOCIEIHETO Ay JUTa CUCTEMbl MEHEKMEHTA
KauecTBAa MEAMIIMHCKUX M3AeTul (111 CepTU(PUIIMPOBAHHBIX CUCTEM MEHEKMEHTA KauecTBa
).

3asBUTENIEM MPEAOCTABISAIOTCS JTOKYMEHTBI B 3JIEKTPOHHOU (OpMeE ¢ MEPEBOJOM Ha
Ka3aXxCKUH U (WIH) PYCCKUI SI3BIKU.

Cpok 3akiroyeHus J0roBOpa 3asiBUTENIEM HE BXOJUT B OOLIMI CPOK OpraHu3aluu U
MPOBEICHUS UHCIIEKINH, TPEAYCMOTPEHHBIN MyHKTOM 10 HacTosmux [Ipaswi.



12. DkcnepTHast opraHu3anys pacCMaTpPUBAET MPECTABICHHBIE IOKYMEHTHI B TeueHue 15
(msATHAILAT) KaJeHAAPHBIX JHEH.

IIpn npeacTaBieHUH 3asBUTENEM HENOJHOTO KOMIUJIEKTAa JTOKYMEHTOB, 3KCIIEPTHAs
opraHu3aius B TeueHHe 5 (MATh) KaJCHJApHBIX JTHEW MOCPEICTBOM HH(POPMAIIMOHHOM
CUCTEMBI 3KCIIEPTHON OpraHU3alMK HAMPABIIAET 3aBUTEIIO MUCHMO (B MPOU3BOJIBHON opMme
) C yKa3aHMEM BBISIBJICHHBIX 3aMEUYaHUi U HEOOXOAMMOCTH UX YCTPAaHEHUsI B IOJTHOM 00bEME
B CPOK, He npeBblmatroniuii 60 (mecTbaecsar) KaJeHAapHbIX THEH.

Cpok ycTpaHeHUs 3aMEYaHU HE BXOAMT B CPOK ITPOBEICHHSI MHCIIEKTUPOBAHUS.

13. [lpy BO3HHUKHOBEHUHM IOTOJHHUTEIBHBIX BOINPOCOB, KACAIOIIMXCS CBEICHUH,
IIPEACTABJICHHBIX 3asBUTEJIEM B OTBETE Ha MPEALIECTBYIOIIMI 3apOC, 3asBUTEIb B TEUEHUE
30 (TpuaunaTh) KajleHIAPHBIX THEW C MOMEHTA IMOJYYEHHS 3alpoca HaIpaBlIeT OTBET U
HEOOXOMMbIE JOKYMEHTHI B OKCIIEPTHYIO OPTaHU3AIIHIO.

ITpu He ycTpaHeHHHU 3asBUTENEM 3aMEYaHUN JIMOO HAPYLIEHUH YCTAHOBJIEHHOTO CpPOKa
3asIBUTENIO HAIPABIISIETCS] YBEIOMIIEHHE 00 OTKa3€ B MPOBEACHUN MHCIIEKLIUU.

14. DkcnepTHas opranusanus GopMupyer rpaduk HHCIIEKINI Ha OCHOBaHUM 3asBJICHUI
Ha IPOBEJICHNE WHCIIEKIIUH.

15. 3asBuTenp obecneunBaeT CONMPOBOKICHNE MHCIEKIIMOHHOM TPYIIBI IEPCOHATIOM
cyOBbeKTa UHCIIEKTUPOBAHUS U NepeBOAa MHPOPMALIUU Ha Ka3aXCKUU U (WJIK) PYCCKUM SI3bIKU
(mpu HEOOXOAMMOCTH) BO BpEMS NMPOBEICHUS] MHCIIEKIUU.

16. UHcnekunonHas rpynmna o0ecreuyuBaeT pa3paboTKy MNpOTrpaMMbl IIPOBEACHUS
MHCIIEKIUHA MPOU3BOACTBA MEIMIIMHCKUX HM3JEIUN (Aanee — mporpamMma WHCHEKLHH) IO
dopme coryacHo npwiokeHuto 2 Kk HactosmuM [IpaBunmam. Ilporpamma uHCnekuu
HarpaBJisieTcs CyOBbEKTYy MHCIEKTUPOBaHMS 3a 7 (CeMb) KaJeHAApHbIX JHEH 10 Hauaja
MHCIEKIIUU Ha 0OBEKTE.

[IporpaMMa MHCHIEKIUH BKJIIOYAET MH(OPMALIMIO O LEIH, CPOKAX MHCIEKIUHU, YICHAX
MHCIIEKIIMOHHOM T'PyIIBL, IPEAMETE U MOPSAKE NPOBEACHUS HHCIIEKLIUU, IPOU3BOICTBEHHBIX
y4acTKax, Ipoleccax, NoAjexanux HHCIEeKTUPOBAHUIO, 110 MPOBEACHUI0 0030pa CUCTEMBI
KAauecTBA U JAEATEIbHOCTH Ha 0OBEKTE MPOU3BOJICTBA.

17. PykoBoauTE b MHCIEKLIMOHHON TPYIIIBI paclpeneseT QyHKUNN B HHCIEKIIMOHHON
rpynne.

18. Ilpn npoBeeHNH NEPBUYHOTO MHCIIEKTUPOBAHUS MPOU3BOACTBA MHCIEKIIMOHHAS
rpyIna MpOBOAUT HMHCHEKTHUPOBAHHE IMPOU3BOJCTBA BCEX 3aSBJICHHBIX MPOU3BOIUTEIEM
MEIMIUHCKUX H3JIEJIUI NPOU3BOACTBEHHBIX, ayTCOPCHHIOBBIX (KOHTPAKTHBIX)
MPOU3BOACTBEHHBIX TUIOMIAA0K (YYaCTKOB).

19. ITpu npoBeAEHUN UHCIIEKIIMY B IPOIPAMMY MHCIIEKIIUU BHOCSTCS U3MEHEHUS U (WJIN)
JOTIOJIHEHUSI IIpU OOHApYKEHUU HECOOTBETCTBUNW TpeOOBAaHUSAM K BHEIPEHHUIO U
NOJJIEP)KAHUIO  CHUCTEMBl MEHE/KMEHTa KadecTBa  MEIMIMHCKUX  U3JEIHil,



MPEyCMOTPEHHBIMU TIPUIIOKEHUEM 3 K HacTosmuM [IpaBunam u (vim) pemenuem EDK Neo
106 (manee — HECOOTBETCTBUS), MPEJCTABIISIIOIIUX COOOM BBHICOKMI PHUCK MO OTHOIIECHUIO K
KaueCTBY MEAUIIMHCKOTO U3/IEIINs, IPOLIECCY WU CUCTEME KauecTBa.

20. CyObeKT MHCIIEKTUPOBAHUS COTPYIHUYACT C MHCIEKIIMOHHOM TPYIIONW U CO37aeT
yCIIOBUS JUJIs TPOBEACHUS HMHCHEKUMU. B Xoae MNpoBeleHUs HHCHEKIUU CYOBEKT
MHCIIEKTUPOBAHUSL TPEACTABISET MHCIEKIIMOHHOW TpYyINe HEeoOXOIuMYyI0 HH(OpMaIHIo,
JOKYMEHTBI, 3amucHu, oO0ecleuyuBaeT JOCTYyN K TOMEHICHUSM, YYacCTBYIOIIUM B
MIPOU3BOJICTBEHHBIX MPOLIECCAX U B MPOLECCAX KOHTPOJIS KAaUueCTBa.

21. Ilpu mpoBeIeHUN WHCHIEKIIMU YICHbl MHCIIEKIIMOHHOMN TPYIIbl PYKOBOJACTBYIOTCS
TpeOOBaHUSMH K BHEIPEHUIO, TIOJICPKAHUIO U OIEHKE CHCTEMbl MEHEKMEHTa KayeCTBa
MEIUIIMHCKUX U3JIeTTUN, MPeyCMOTPEHHBIMU MpUIIOKEeHUEeM 3 K HactosmuM [lpaBuiam u (
unu) pemenueM EQK Neo 106.

22. B X0/l1e MHCHEKIMH YIECHbl MHCIIEKIUOHHOW TPYIIBI POBOIAT ONPOC OTBETCTBEHHBIX
JUL IPOU3BOIUTENS, HAOIIOIEHUE 3a IEATEIbHOCTBIO HA pa00YMX MECTaxX M U3y4aroT:

1) mpomecchl TPOSKTUPOBAHUS U Pa3pabOTKH, €CIM OHM BKIIOYEHBI B CHCTEMY
MEHEKMEHTA Ka4eCTBA IPOU3BOAUTENS MEAUIIUHCKOTO U3/IETIUS;

2) mpouecchl BXOJAHOTO KOHTPOJIS ChIPhS U MATEPHUAJIOB;

3) mpoiiecchl MPOU3BOJICTBA U BBIXOAHOTO KOHTPOJS, B TOM YHCIE YIpaBJICHUS
KOHTPOJIBHBIM, H3MEPUTEIBHBIM U HUCIBITATEILHBIM 000PYJI0BaHUEM, METOABl KOHTPOJS U
UCNIBITAHUKA Ha BCEX JTalax NPOU3BOJACTBA, OPraHU3AIMIO YCIOBUN XpPaHEHUs, BUAOB
YIIaKOBKH, MAPKUPOBKU MEAUIIUHCKUX U3JICTUN;

4) npotiecchl yIpaBJIeHUs TOKYMEHTAIlMEN U 3alUCIMH;

5) npo1ecchl KOPPEKTUPYIOIIUX U MPEAYTPEKIAIONINX ISUCTBUM;

6) TIpolLIeCChl, CBSI3aHHBIE C TOTPEOUTENIEM MEIUIIMHCKUX U3/CIIUN.

[Tonydyennast uHgopmalusi oTpaxkaercsi B pabouux 3amucsAX YJICHOB MHCIEKIIMOHHOMN
TPYIIIIBIL.

23. ucneknroHHas TpyIina npy MpoBeIeHUU UHCTIEKIINY:

1) npu HapylIeHUH YCIOBUM XpaHEHUS], TPAHCIIOPTUPOBKHU, MPOU3BOICTBA, BIUAIONIUX Ha
KauecTBO M 0€30MacHOCTh MEIUUMHCKUX HW3EIUN, OCYIIECTBISAET OTOOp 00pas3ioB
MEJIUIIMHCKUX WU3ACNIUM I MPOBEICHUSI JIaA0OPATOPHBIX UCTIBITAHUM;

2) ocylecTBISIET ayAuo (BUIE0) 3amuch U (OTOCHEMKY, a TAaKK€ CHUMAET KOIHUU C
JIOKYMEHTOB B Kau€CTBE CBUJICTEIBCTB MPU BBISIBIIEHUH HECOOTBETCTBUIA;

3) nomyuaet oT cyObeKTa MHCIIEKTUPOBAHUS Pa3bsICHEHUS 110 BOIIPOCAM, BO3ZHUKAIOIUM
BO BpeMsI MHCIIEKIIUH;

4) yBeIOMIIIET MPOU3ZBOAUTENS O HEOOXOIUMOCTH MPUHATHS MEP B OTHOIICHUU
BBISIBIICHHBIX HECOOTBETCTBUM.

24. Ilpn HAIMYNKU HECOOTBETCTBUNA PYKOBOJAUTEID MHCIIEKIIMOHHOM IPYIIIBI COCTABIISIET
IPOTOKOJI HECOOTBETCTBUU MO (hopme corjlacHO MpuiioxkeHuto 4 k HacrosuuMm [IpaBunam.
[IpoTOKOI HECOOTBETCTBUI COCTABIAETCS B 2 ([1Ba) HK3EMILIAPAX, MOMUCHIBACTCS WICHAMU



WHCIIEKITMOHHOMN TpyTibl. OIUH 2K3eMIUIAP NepeaaeTcsi CyObeKTy HHCIIEKTHPOBAHUS, IPYTOM
— B OKCIIEPTHYIO OpraHU3alIHIo.

25. Io pe3ynbTaTaM MHCHEKIIMU MPOU3BOACTBA B TeueHue 30 (TpuauaTh) KaJleHIAPHBIX
THEH HOpPMHUPYETCS OTYET O PE3yJIbTaTaX WHCIICKIIUU MTPOU3BOACTBA MEIUITUHCKOTO H3CITHS
(manee — oruer) mo opme cormacHo MpuiokeHUto 5 K HactosmmM [IpaBmwram. Otuer
COCTaBIgeTCS B 2 (lIBa) SK3EeMIUISIpax, M3 KOTOPBIX MEPBBIA HAMpaBlseTCs CYyObEKTY
WHCTICKTUPOBAHUS, BTOPOM OCTaeTCS B DKCIEPTHOW OpraHW3alluk W BKIIOYAETCS B
PETHCTPAIIMOHHOE JIOChE MEAUIIMHCKOTO U3IETHSI.

OTtyer nmeficTBUTENIEH B TEUCHHE 3 (TPH) JIET C AaThI MTOCICTHETO JTHS WHCIICKITHH.

26. Jlns npoBeaeHUs WHCIIEKIIMU 0€3 TOCEeIeHUs 00beKTa HHCIIEKTUPOBAHUS CYOBEKT
WHCIIEKTHPOBAHUS MPUJIaraeT JOKYMEHTBI COTJIACHO MPHIIOKEHHUIO 6 K HacTosmmM [IpaBumam

OT4er 0 pe3ysbTaTax UHCIEKIMH 0€3 MOCeIEeHUs UHCTIEKTUPYEMBIX 00BEKTOB CONEPKHUT
yKa3aHWe, YTO HMHCIEKUHUs MpOBEJEHAa Ha OCHOBAHUU AMCTAHLIMOHHON MpOBEpKU O€3
MOCEIIEHUS MPOU3BOCTBEHHOM TUIOMIAAKH (Yy4acTKa).

27. Ilpn BBISIBICHUHM HECOOTBETCTBUM MPHU MPOBEICHUU HHCIEKIHNHU, CYOBEKT
MHCIIEKTUPOBaHUs He no3anee 30 (TpuanaTh) KAICHIAPHBIX JHEN CO JHS MOJTYYECHHS OTYETa,
HAIIPaBJISIET B SKCIIEPTHYO OPTraHU3alI0 OTBET C NPUIOKEHHUEM IIJIaHA KOPPEKTUPYIOLIUX U
MPEAYNPEKTAOMINX TEUCTBUN U OTYETA O €TI0 BHIIIOJHEHUH.

28. B teuenue 15 (marHaanaTh) KaJICHAAPHBIX AHEH CO JHS MOJYy4YEHUS YKa3aHHOTO
OTBETa MHCIEKIIMOHHAS IPYIIa OCYIIECTBIISET OUEHKY MOJHOTHI U PE3YJIbTaTUBHOCTH IIJIaHA
KOPPEKTUPYIOLINUX U MPEAYNPEKIAOMINX IEUCTBUN U OTUETA O €0 BHIIIOJHEHUH.

29. Pe3ynbTaThl OLIEHKH JOMOJIHAIOTCS MHCIIEKIIMOHHOM TPYIIIION B pa3aeisl S U 6 oTyeTa
MHCIIEKLIUH.

30. OguH »SK3eMIUISIp OTYETa MO pe3yJbTaTaM OILCHKHW HampaBJsETCA C
COMPOBOJIUTEIbHBIM MUCHbMOM CYOBEKTY HWHCIEKTUPOBAHHUS He TMo3AHee S5 (TAThb)
KaJEHJApHBIX HEN CO IHS €ro MOANMCAHUSA, BTOPOM SK3EMIUIIP XPAHUTCS B APXHUBE
AKCIIEPTHOW OpPraHU3aLINH.

DkcnepTHas opraHu3ainus XpaHutT He MeHee 10 (zecsTh) JeT JOKYMEHTHl U 3aIHCH,
OTHOCAILMECS K MHCIEKUHH MPOU3BOJACTBA (OTUETHI O pe3yibTarax MIpPOBEICHUS
MHCIIEKTUPOBAHUS MTPOU3BOJICTBA; 3AMUCH O KOHTPOJIE 3@ BBIIIOJIHEHUEM KOPPEKTUPYIOIINX
JNEUCTBHUM MO pe3yJibTaTaM MPOBEICHUSI MHCIEKLUUM, a TaKke Kajlobax M amesuIalusax Io
pe3ynbTaTamM MHCIEKLINUN ITPOU3BOCTBA).

31. Ilpu otbope mpoO (00pa3loOB) MEAUIIMHCKUX HU3AEIUM, OTYET HHCHEKIIHHU
COCTaBJISICTCSI TIOCJIE MOJTyYEHHUs PE3yIbTAaTOB UCIIBITAHUN OT UCIIBITATEIBHOM J1aO0OpaTOPHH.

32. Pe3ynbTaThl NPOBENEHHOW HHCIEKIUU SIBISKOTCS HEOTHEMIIEMOW YaCThIO
PETUCTPAIMOHHOTO J10ChE METUIIMHCKOTO M3JAENUsS U YYUTBHIBAIOTCS MpH (HOPMUPOBAHUU
pe3yJabTaTOB HJKCHEPTU3bl MEIUIMHCKUX U3IEIUM, OCYUIECTBISIEMOM B MOPSIKE,
npenycMoTpeHHoM mpuka3zoM Ne KP JICM-10, u SBISAIOTCS OCHOBAaHHEM ISl MIPUHSTHUSA



rOCyJapCTBEHHBIM OpPraHOM pELICHUW, MNPEeayCMOTPEHHBIX MpUKa3oM MuHHUCTpa
3npaBooxpaHenus PecriyOonuku Kazaxcran ot 24 nexabps 2020 romga Ne KP JICM-322/2020 "
OO0 yTBepKIeHUU TIPaBUJI MPUOCTAHOBIICHUS, 3allpeTa WIM U3BATUA U3 OOpaIieHus Ju0o
OTpAaHUYCHUS] TPUMEHEHUS JICKAPCTBEHHBIX CPEJICTB M MEIUIIMHCKUX wu3aenuit” (
3aperucTpUpoBaH B PeecTpe rocy1apCTBEHHON PEruCTpaliii HOPMATUBHBIX IPABOBBIX AKTOB
o Ne 21906).

33. CBeneHusa O MPOBEICHHBIX MHCIEKIUAX MPOU3BOJACTBA MEIUIMHCKUX U3ACIUN
€XKEKBapTaJIbHO HAMPABIISIIOTCSA DKCIIEPTHOM OpraHu3alye B rOCYIapCTBEHHBIM OPraH IO
(dbopme coriiacHO IpUIoKeHHIo 7 K HacToamuM [IpaBunam.

34. CyOBeKT WHCHEKTUPOBAHUSA WH(DOPMHUPYET SKCHEPTHYIO OpTraHU3alHI0 00
W3MEHEHHSX B OpraHU3allMy, BIUSIONIUX Ha WHQPOPMAIMIO, YKa3aHHYI B 3asBKE O
pe3yJibTaTax MPOBEJCHHSI MHCIEKTUPOBAHUS MPOU3BOACTBA (M3MEHEHUE Ha3BaHUs, ajipeca
IPOU3BOAUTENS] M MPOU3BOJCTBEHHBIX IJIOMIAIOK, MTPOU3BOJCTBEHHBIX MPOLIECCOB) MOCIE
MPOBEICHUS UHCIICKIINH.

35. Ilpu Hecorjsacuu C pe3yjabTaTaMu MPOBEICHHOW HWHCHEKUHU CYOBEKT
MHCIEKTUPOBAHUS OOXaIyeT HX B TMOPSAKE, YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM
Pecny6nuku Kazaxcran o rpak1aHCKOM CyJIOTIPOU3BO/ICTBE.

[Ipunoxenue 1 k npaBuIam
NIPOBEECHUS UHCIEKIUI
MCEOUITMHCKHUX PI3II€J'II/II71

3asgBieHue HA IIPOBEACHHNEC HHCIICKITUH IIPOM3BOACTBA MCIUITUHCKOI'O H3CIINA

MEPBUYHOE O

1. Tun MHCTIEKTUPOBAHHSL: [JIAHOBOE O
BHEIUTAHOBOE O
Toprosoe HAaNUMEHOBaHUE Ha Ka3aXCKOM SI3BIKE:
2. MEIUIIMHCKOTO  (MEIUIIMHCKHX )

. HA PYCCKOM SI3BIKE:
n3enus (M3IeIHi) Py

Kuacc 1 - ¢ HU3KOH CTeneHblo prucka
o

Kiace 2a - co cpeaneil creneHbio
Kiacc B 3aBHCHMOCTH OT CTENEHH
prcKa O

3. MTOTEHINAJIBHOTO PUCKA TPUMEHEHHUS
MEAULIUHCKOTO U3IEIHs

Kmacc 20 - ¢ nOBBIIIEHHON
CTETICHBIO pUCKa O

Kmacc 3 - ¢ BBICOKO# CTEIICHBIO
pHcka O

4.1. npousBoauTENs (HAUMEHOBAHUE
4.1.1. ropuamdeckuii anpec,
(hakTuueckuii aapec,

tenedoH (¢akc), e-mail

4.2. mpou3BOJICTBEHHAs TUTOIIAAKA (

ﬂaHHLIe Cy6’B€KTa HWHCIICKTUPOBAHUA HaI/IMGHOBaHI/Ie)Z

(HaI/IMeHOBaHI/Ie IOPUANIECKOT O



nuna (MHIUBUYaJdbHOTO 4.2.2. opuadueckuit  aapec,
MIPEIIPUHIMATEIIA) ): (haxTudeckuii agpec,
tenedoH (¢axc), e-mail
4.3. KoHTpakTHas u (WIH)
ayTCOPCHHIOBasI
MPOU3BOACTBEHHAs IuTomaaka (
HauMEHOBaHHE, aJIpec):

5 [IpexBapuTeabHEIE CPOKH
MHCIEKTHPOBAHUS
6. ®dopmar npoBeIeHHsI HHCIIEKIIUU
Howmep
7. JloroBop Ha MpoBeAEHNE UHCIIEKIUU 1
aTa

3asBUTEIIb:
IOpuandecKuil aapec, hakTuueckuil aapec, renedon/daxc, e-mail

damuns, uMs, 0T4eCTBO (IIPU €ro HATUYUH) TOBEPEHHOTO JIMIIA
IOpUINYEeCcKui aapec, hakTudeckuit aapec, tenedon/daxc, e-mail

IIoAITUCH
[Ipunoxenue 2 x npaBuUIaM
MIPOBECHNUS HHCTICKIHH
MEIUIMHCKUX U3ETTHH

IIporpamMma poBeZeHUA HHCIIEKIUY IPOM3BOACTBA MEAUIIMHCKHUX M3

"

mo" " 20 rojaa

[lepuon npoBeneHusi ¢ "'
HaumeHoBanue cyObeKkTa HHCTIEKTHPOBAHHUE

Llenp nHCTIEKITUM

HGpG‘IGHB IMPOU3BOACTBCHHLIX IINIOIIAJ0K, IMOICKAIMUX MHCIICKIINHN
(33HOJ’IHHCTCH IIpH IIPOBCACHNHN MHCIICKIWHN HCCKOJIBKUX ITPOU3BOJCTBCHHBIX HJ'IOHI&I[OK)

HaumeHnoBaHue U
Ne n/mt MecTopacmoiokeHue (cTpana, ropoa Jlara mocemeHus
, HACCJICHHBIH ITyHKT)

OcHoBaHue AJI1 IPOBEACHUA MHCIICKIIUU ITPOU3BOJACTBA

CocTtaB MHCIIEKIIMOHHOM TPYIIIIbI

No /i ®.1.0. (mpu ero HaNU4NM) JlomKHOCTS Cratyc (pyKOBOIUTEIb,

HWHCIICKTOPOB ‘IJ'IGH)
I'paduix npoBeeHNsI HHCIEKIMU TPOU3BOICTBA

IIpousBoncTBEHHBIE
y4acTKH,

IIpencraBurenu
IoJApa3ielIcHus,
Ne n/m JHara, Bpems WHcnekrop OPraHu3aluU-TIPOU3B
CHCTEMBI, IIPOLECCHI,
OAUTENA
moAJexXalue
HMHCIIEKTHPOBAaHUIO

PykoBoauTenb HHCIEKIIMOHHOM IPYTIIIBI



noanuch ®.MN.0. (npu ero Hanmu4um)
UneHbl MHCIEKITMOHHOW TPYTIIIBI

noanuck ®.MN.0O. (ipu ero HAIMYUN)
" n 20 T.

[Ipunoxenne 3 x mpaBuIaM
MPOBEACHUS MHCIIEKIUHI
MEIUIMHCKHUX H3IEINN

TpeboBaHWA K BHEAPEHUIO, MOAAECPKAHAIO H OLIEHKE CHCTEMBI MEHEIKMEHTa KadeCTBa
MOIUIMHCKUX U3CTHH

1. IlpousBoauTenn MEAUUMHCKUX HM3AENHUN (32 HMCKIIOUYEHUEM MPOU3BOAUTENEH
MEIMLIHUHCKUX W3JEJNH Kjlacca NMOTEHIMAJIbHOIO PUCKA NPUMEHEHUs 1 M HECTEpUIIBHBIX
MEIUIMHCKUX U3JIEJIUI Kiacca MOTEHIMAIbHOTO PUCKA TPUMEHEHUS 2a) 10 MPEACTABICHUS
JOKYMEHTOB Ha 3KCIEPTU3Y U PETUCTPALUI0 MEJULMHCKUX U3JEIUN BHEIPSIOT CUCTEMY
MEHEKMEHTA Ka4yeCTBa MEIUIIMHCKUX U3/IEJINA B 3aBUCMMOCTH OT KJIacca MOTEHIHAIbHOTO
pPHUCKA UX IPUMEHEHMUS.

2. IIpon3BoaUTENN CTEPUIIBHBIX MEAULIMHCKUX U3IEIIANA KJIACCOB MOTEHIIMAIBHOTO PUCKA
NpUMEHEeHUs1 2a U 20 10 NpEeACTaBI€HUs JOKYMEHTOB Ha JKCIEPTU3Y M PETUCTPALIHIO
MEIULIHUHCKUX U3EIIUA BHEAPSIOT CUCTEMY MEHEKMEHTA KAUECTBA MEAUIIUHCKUX U3JEIUN B
COOTBETCTBUU C MEXIYyHapoaHbiM cTanaaptom ISO 13485:2016 "Uznenus MeauuUHCKUE.
Cucrembl MEHEKMEHTA KauecTBa. TpebdoBaHus ist perynupoBanus’ (nanee — ctanaapt [SO
) 32 UCKIIFOUEHUEM BHEJIPEHUS TPOLIECCOB MTPOESKTUPOBAHUS U Pa3pa0OTKHU.

3. [Ipou3BoauTENN MEIULIIMHCKUX U3AEIINNA KJlacca MOTEHIMAIBHOTO pUCKa IPUMEHEHHUS 3
10 TPEACTABIEHUS JOKYMEHTOB Ha JKCIEPTHU3Y W PETUCTPALMIO MEIUIUHCKUX H3AEIUN
BHEAPSIOT CUCTEMY MEHEPKMEHTA KadeCTBa MEIMIMHCKUX M3IEIUA B COOTBETCTBUU CO
cranaaprom [SO, BkITroUas mpoiiecchbl IPOSKTUPOBAHUS U Pa3pabOTKH.

4. Jlmst BHeIpEHUsI CUCTEMBl MEHEI)KMEHTAa KadeCTBA MEIULUMHCKHAX HU3AEINN
IIPOU3BOAMTENb MEJULMHCKUX U3IETUN:

1) pa3zpabaThiBaeT 1OKYMEHTHPOBAaHHbIE TPEOOBAHMS K YNPABICHUIO PUCKAMU Ha BCEX
ATanax KU3HEHHOTO LIMKJIA MEIUIIMHCKUX U3EIINN;

2) ompenensieT Npouecchl, HEOOXOAUMBIE ISl PE3yIbTATUBHOTO (DYHKIIMOHUPOBAHUS
CUCTEMBbl MEHE/KMEHTAa KadyecTBa MEIMWLMHCKUX H3JeIHil (Janee — MpOLECCHl), H
IPUMEHEHHE MPOLIECCOB B OPraHU3alUU-IIPOU3BOIUTENIE MEAUIIMHCKUX U3IEITHIM;

3) onpenensieT nocaeA0BaTEIbHOCTh U B3AMMOCBSI3b MTPOLIECCOB;

4) ompenensieT KpUTEPUU U METOJIbI, HEOOXOAUMBIE JUIsl 00ECIIEUeHHs pe3yJIbTaTUBHOCTH,
KaK IPY OCYIIECTBIEHUU MTPOLIECCOB, TAK U NPH YIIPABICHUH IPOLIECCAMM;



5) obecneunBaeT Hajlu4yue YCIOBHI MPOU3BOJACTBA, PECYpCcOB M HMH(pOpMAIUH,

HEO0OXOAMMBIX JIJIsl OJIEP>KAHMS POLECCOB M OCYIIECTBICHHUSI MOHUTOPUHIA MTPOLIECCOB;
6) OCyIIECTBISIET MOHUTOPUHT, U3MEPEHHUE U aHAJIN3 MTPOIIECCOB;

7) IpUHUMAET MEPbI, HEOOXOAUMBIE JIJISl TOCTHXKEHHS 3aIJIAHUPOBAHHBIX PE3YyJIbTAaTOB U
MOJIEP>KAHMS pe3yJIbTaTUBHOCTHU IPOLIECCOB.

5. Bce nneMeHThl CHCTEMbl MEHEI)KMEHTa KadeCcTBa MEIULMHCKUX H3Jenuid (
OpraHu3allMOHHAasl CTPYKTypa, METOJAMKU M OINHCAaHUE TMPOoLeccoB) odopmistoTcs
JOKYMEHTAJIbHO U MOAACPKUBAIOTCS B AKTYaJIbHOM COCTOSIHHUH.

6. JlokyMeHTa1Ms CUCTEMbl MEHEIPKMEHTA KauyeCTBa MEAUIIMHCKOTO U3/ENHS COACPIKUT
OINMCAHUE:

1) TpeboBaHU K TEXHUYECKUM XapaKTEPUCTUKAM MEAUIMHCKOTO U3JIEIusl, CTaHIapTOB
WM OTIENbHBIX pa3fenoB (IMYHKTOB, MOJNYHKTOB) MPHUMEHSIEMbIX cTaHaapToB. Eciu
COOTBETCTBYIOIINE CTAH/IAPThI HE OYAYT MPUMEHATHCS, OMKUCAHUE CTIOCOO0B, MPUMEHUMBIX K
W3rOTaBJIMBAEMbIM MEIMIMHCKAM HW3JEIUAM W TapaHTUPYIOIIMX O€30MacHOCTh U
3¢ (HEKTUBHOCTH TPUMEHEHHUST MEAUIIMHCKOTO U3IEITHS;

2) MEeTOJIOB M TUIyOMHBI KOHTPOJISI TPEThEH CTOPOHBI B Cllyudae, €Ciu pa3padoTKa,
MIPOU3BOJICTBO U (WJIM) BBIXOJIHOW KOHTPOJIb BHITTOIHSIOTCS TPETHEN CTOPOHOM;

3) mpoleccoB MPOU3BOJACTBA, KOHTPOJS KadecTBa M OOecleueHusi KadyecTBa
MEIULUHCKOTO U3ENHS, MPOLIECCOB U CUCTEMATHYECKUX MEpP, KOTOPBIE UCIIOIb3YIOTCS IS
KOHTpOJSl KayecTBa U oOecredyeHUsl KadyecTBa MEIUIIMHCKOTO H3Jeius, B TOM YHUCIE
MPOLIECCOB KOPPEKTUPYIOMIMX U MPEAYIPEKIAOIINX JCHCTBUN;

4) NOKYMEHTOB ydeTa MoKa3aTelied KayecTBa MEAUIMHCKOTO U3eiusi (OTYETOB O
MPOBEJEHUHU BHYTPEHHHUX IPOBEPOK, MHCIEKIMI, O pe3ylbTaTax HUCIBITAHUN U APYTUX
JTOKYMEHTOB);

5) cpeacTB KOHTPOJIS 32 TOCTUKEHUEM TPEOYEMOro KauyecTBa MEIUIIMHCKOTO U3/1eNUs U
PE3yIbTATUBHBIM (PYHKIIMOHUPOBAHUEM CUCTEMBI Ka4€CTBA MEUITMHCKOTO U3/ICTIHS;

6) TU1aHOB, MPOLEAYP M IOKYMEHTOB OOpAaTHOW CBSI3U C MOTPEOUTENSIMU (B TOM YHUCIIE
MOHHMTOpPHHTA 6€30MacHOCTH U 3(H(PEKTUBHOCTU MEAUIIMHCKOTO U3/IETHUS Ha TIOCTIPOJAKHOM
JTarne).

7. 1lpou3BoauTeNn MEOUUHUHCKUX HM3JEIUN, BHEAPUBIIUE CUCTEMY MEHEIKMEHTA
Ka4ecTBa MEIULMHCKUX HW3JEJINH, MOJJIEPKUBAIOT €€ B AaKTYalIbHOM COCTOSHUHU H
00€eCIeunBaloT €€ Pe3yIbTaTUBHOCTb.

8. OneHka CUCTEMBI MEHEI)KMEHTA KaYeCTBA MEIUIMHCKUX U3JEIUN IPOBOIUTCS IS
CJIEAYIOIIMNX MPOLECCOB:

1) mpoueccsl MPOEKTUPOBAaHUA U pa3pabOTKH, €CIU OHU BKIIOYEHBI B CUCTEMY
MEHEJKMEHTA Ka4yeCTBA MPOU3BOAUTENS MEAULIMHCKOTO U3EIIHS;

2) mpoluecchl ypaBleHUs: JOKyMEHTAIUEN U 3alIUCAMU;
3) mpoliecchl MPOU3BOJICTBA U BBIXOJHOTO KOHTPOJIS;
4) npornecchbl KOPPEKTUPYIOMINX U MPETyTPEKAAIONTUX TCHUCTBUI;



5) mporiecchl, CBsI3aHHBIE C TOTPEOUTENIEM.

Ecnu npon3BoauTenb MEAUIIMHCKOTO U3EIHS BHEAPUI CUCTEMY MEHEI)KMEHTA KauecTBa
MEJIUIMHCKUX HM3JEIHI B COOTBETCTBUU C TPEOOBAHUSIMHU CTaHAAPTOB, SKBHUBAJIECHTHBIX
crangapty ISO, To gokazaTenbcTBa COOTBETCTBUS CHCTEMBI MEHEIKMEHTa KadecTBa
TpeOOBaHUSM JAHHBIX CTAaHAAPTOB (CepTU(UKAT COOTBETCTBUS, OTUETHI 00 ayAUTE CUCTEMBI
MEHE/P)KMEHTa KadyecTBa MEIUIMHCKUX W3JeNuii) 00ecrneynBaloT €€ COOTBETCTBHE
HacTossuM TpeOoBaHUAM K BHEAPEHHUIO, MOJACPKAHUIO U OLEHKE CUCTEMbl MEHEKMEHTA
KayecTBa MEIMIMUHCKUX H3JEIHHA B YaCTH NPOLECCOB M MPOLEAYpP, CBSI3aHHBIX C
(YHKIMOHUPOBAHUEM CUCTEMbI MEHEKMEHTA KaUeCTBA MEAUIIMHCKUX U3EIHI.

B aTom ciyuae, HHCTIEKTUPOBaHUE OTPAHUYMBACTCS IPOBEPKOY BBITIOJIHEHHS TPEOOBaHUH
, OTHOCSIIIIMXCS K MpolleccaM MPOEKTUPOBAHUS, pa3pabOTKHU, TPOU3BOJCTBA U BBIXOJAHOTO
KOHTPOJISI MEJULIMHCKOTO HU3AENIHS U K MPOIECcCaM, CBSI3aHHBIM C MOTpeOuTeNIeM (B 4acTu
NOCTIPOAAKHOIO MOHUTOPUHTA).

9. OneHka npoueccoB NPOSKTUPOBAHUS U Pa3pabOTKH CUCTEMbI MEHE/KMEHTA KaueCcTBa
MEIUITMTHCKUX U3EIUI BKIIOYAeT B CeOsl:

1) moaTBepKAE€HHE HAIM4YMS MPOLEAYpP NPOEKTUPOBAHUS W Pa3pabOTKH (BKJIIOYAs
YIIpaBJI€HUE PUCKAMU);

2) aHaJIU3 JOKYMEHTOB, OMUCHIBAIOLIUX MPOLIEYPY MPOEKTUPOBAHUS U OXBATHIBAIOIINX
MOJIEJIBHBIN PsIT MEIULIMHCKOIO U3/1EIIHs;

3) nmoATBEpPKIEHNE Ha OCHOBE BHIOPAHHBIX 3aMUCEN M0 TPOESKTUPOBAHUIO MEIUIIUHCKOTO
U3JIeNUsl TOTO, YTO MPOIEAYPHhl MPOCKTUPOBAHUS M Pa3pabOTKU ObUIM YCTAHOBJICHBI U
IPUMEHEHB;

4) moATBEPKIEHUE TOTO, YTO BXOJHBIE JAHHBIE MPOILECCAa MPOEKTHUPOBAHUS ObUIM
pa3paboTaHbl C y4YeTOM Ha3HAYeHUs MEIULMHCKOIO H3JeNUs U COOTBETCTBYIOIIMX
nosioxkeHuit O01mux TpedboBanuit 6e30nacHOCTU U 3P (HEKTUBHOCTH;

5) ananu3 cnenuQuKanuil Ha MEAUIIMHCKUE U3/IeNUS B IeJIAX MOATBEPKIECHUS TOTO, UYTO
BBIXOJIHbIE JaHHBIE MPOEKTa MEAMIIMHCKOTO H3JAeNHs, o0ecreynBaronme 0e30nacHOCTh U
3¢ (HEKTUBHOCT MEAMIIMHCKOTO H3JENHs MPU €ro NMPUMEHEHHHM MO Ha3HA4YCHHIO, ObLIN
OTIPEJICIICHBI;

6) MOATBEPKIAEHUE TOr0, UTO AESITEIIBHOCTh 110 MEHEXKMEHTY PUCKa ObliIa OnpeiesieHa U
OCYIIIECTBJIEHA, KPUTEPUU JOMYCTUMOCTH pPHUCKAa OBUIM YCTAHOBJIEHBI U SBISIIOTCS
COOTBETCTBYIOIIUMH, JIFO00I OCTaTOYHBIA PUCK OBbLIT OLIEHEH U IIPU HEOOXOIUMOCTH JI0BEJIEH
70 CBeleHUsI ToTpeburtens B cooTBeTcTBUU ¢ OOmUMH TpeOOBaHUSIMH OE30MAaCHOCTU H
3 PEeKTUBHOCTH.

10. OueHka npoueccoB ynpasieHUs: JOKyMEHTAIUEN U 3alIUCAMH CHCTEMbI MEHEKMEHTA
KayecTBa MEIUIIMHCKHUX U3JIeTTU BKIIIOYAET B ceOsl:

1) moaTBepkAECHHE TOTO, YTO MPOUEAYPHl UACHTU(PUKALMK, XpaHEHUS U yAaleHus (
YHUYTOXXEHHUSA) JTIOKYMEHTOB M 3amuced (BKJIOYas YNpaBiIeHUWE H3MEHEHUSIMHU) ObLIN
pa3palboTaHbI;



2) NOATBEPkKACHUE HATUUUS IOKyMEHTOB, HEOOXOIUMBIX JUIsl TOTO, YTOOBI OpraHu3alus
Moryia obecreyrBaTh IJIAHUPOBAHUE, OCYILIECTBICHHE MPOU3BOACTBEHHBIX IMPOLECCOB U
YIPaBJICHUE UMH;

3) noATBEpPKAEHUE TOrO, YTO JOKYMEHTAIUSI HA MEAUIIMHCKOE U3/IEINE BKIIOYAET B CEOs:

CBUJIETEJIbCTBA COOTBETCTBUS MEAMIIMHCKUX HU3J€Iuil TpeOOBaHHUSAM (B TOM YHUCIE
TpeOOBaHUSAM MPUMEHSAEMBIX CTaHIapPTOB);

ONMCAaHNUE MEAUIMHCKUX U3JEIUH, BKIKOYas HHCTPYKIUH 110 TPUMEHEHUIO, MATEPHUAIIBI U
crienupuKaIuio;

CBOJHYIO IOKYMEHTALMIO 10 Bepu(UKAIIMU U BAIHIALUNA TPOCKTOB;

MapKHUPOBKY MEAUIIMHCKUX U3EIHIA;

JTOKYMEHTBI IT0 MEHEJKMEHTY PUCKA.

11. Onenka nporeccoB MPOU3BOJICTBA U BBIXOJHOTO KOHTPOJIS MEAULUMHCKUX U3IEIUN
BKJIIOYAET B ceOsl:

1) aHanu3 NpoU3BOACTBEHHBIX MPOLIECCOB U3TOTOBJIEHUS CEPUIHON MPOAYKIMH (BKIHOYAs
YCIIOBHSI IPOU3BOJICTBA);

2) OLIEHKY MPOLECCOB CTEPUIN3ALMM (11 METULIMHCKUX U3JEIUM, BBITYCKA€MbIX B
CTEPUJIBHOM BUJIE), B TOM YHCJIE:

ONpe/IeSIEHUE TOTO, YTO MPOIECCHl CTEPUIU3ALMU ObUIM JOKYMEHTHUPOBAHBI, 3alIUCU
IapaMeTpoB IMPOLECCa CTEPUIIU3ALMH IS KaXAOW CTEPHWIM3YEMOM MapTUU MEIMIIMHCKHUX
U3ENINN TOIEPKUBAIOTCS B pabOUEM COCTOSIHUY;

OINpEJEIeHUE TOr0, YTO MPOLECC CTEPHIIN3ALUMU ObLI BAIUINPOBAH;

3) moATBEpKAEHUE TOTO, YTO MPOLECCHl MPOU3BOJICTBA SIBISIOTCSA YIPABISIEMbIMU U
KOHTPOJIUPYEMBIMH U (PYHKIIMOHUPYIOT B COOTBETCTBUM C HOPMAaTUBHOW JOKYMEHTALIMEH, a
TaK)Ke MOATBEPKIACHHE o0ecredeHHs] HeOOXOIMMOT0 YPOBHS KOHTPOJIS IPOAYKIMH U (WJIH)
YCIIYT KPUTHYECKUX IMOCTABIIUKOB;

4) moATBEep)KACHUE UACHTU(PUKALNUU U MPOCICKUBAEMOCTH MEIUIIMHCKUX U3ACIUN U
IIPOIIECCOB UX IPOU3BOJICTBA, & TAKKE UX COOTBETCTBUSA TEXHUUECKUM YCIOBUSIM;

5) noATBEPKIEHHE TOTO, YTO NEATEIBHOCTD 110 BBIXOJHOMY KOHTPOJIO MEIUIIMHCKHX
U3IeIUid  00eCIeYuBAET COOTBETCTBUE MEIULMHCKMX U3JAEJIHM B COOTBETCTBUH C
HOPMATHBHOM JTOKyMEHTaluen 1 Oblia TOKYMEHTUPOBaHa.

12. OneHka mpoueccoB KOPPEKTUPYIOIUX U IPEAYNPEKAAIOMNX AECHCTBUM CUCTEMBI
MEHE/PKMEHTA Ka4eCTBa MEAUIIMHCKUX U3JEINI BKIIOYAET B CeOs:

1) noaTBepkAEHUE TOrO, YTO MPOLEAYPHl KOPPEKTHPYIOIIHUX U MPENYIPEKIAFOIIUX
JeCTBUMN OBLIN pa3pabOTaHbl;

2) NOATBEPKIECHHUE TOTO, UTO CPEJACTBA YIPABJICHUS MPEISITCTBYIOT PACIPOCTPAHEHUIO
MEJULMHCKUX U3/eJINM, KadecTBO KOTOPBIX HE COOTBETCTBYET TpeOOBaHUSAM,
NPEABSABIAEMBbIM IPU SKCHEPTU3E MEIULUMHCKUAX H3AENHI B MOPAIKE, YCTAaHOBIECHHOM



npukazoM Ne KP JICM-10, a taxxe O0mumM TpeboBaHUSIM 0€30MacHOCTH B d(h(PEKTHBHOCTH
MEIUIMHCKUX U3, YyTBEpKAeHHBIM Pemienuem Konnerun EBpa3uiickoil 5KOHOMUYECKOMN
komuccuu oT 12 deBpanst 2016 roga Ne 27;

3) mOATBEpPXKJIEHUE TOTO, UTO KOPPEKTUPYIOIMIME W MPEeAYNPEKIAIOIINES TCHCTBUS
SBJISIIOTCS pE3yJIbTaTUBHBIMU;

4) MoaTBEpPKJAECHUE TOTO0, YTO MPOU3BOAUTENH MEAUIIMHCKOTO U3JENus pa3padoran
3 dexTUBHYIO TpPOLEAYpYy BBIIYCKa W MNPUMEHEHUS YBEAOMJICHUM MO 0€30MacHOCTHU
MEIUIIMHCKUX U3JICTIUA B COOTBETCTBUHU C MOPSJIKOM, YCTaHOBJIEHHBIM npukazoM Ne KP JICM
-320, a Taxxke B coorBercTBUM C¢ Pemenumem Komnermm EBpasuiickoil 35KOHOMHYECKOMN
Komuccuu OoT 22 nekabpst 2015 roga Ne 174 "OO yTBep>KIEHHUHM MPABUI TPOBEICHUS
MOHUTOPHUHTA 0€30MacHOCTH, KadecTBa U d(PHEKTUBHOCTH MEIUIIMHCKUX U3JIenui" (nanee —
[TpaBuia mouutopunra EASC).

13. Onenka CBsI3aHHBIX C MOTPEOUTENIEM MPOIECCOB CUCTEMbI MEHEIP)KMEHTA KaueCcTBa
MEJIUIIMHCKUX W3JCJIUM BKIIIOYAET B CeOs:

1) moarBep:kaeHUE TOrO, UTO MPOU3BOAUTENb MEAULIMUHCKOTO U3JEIUs NPUHSI MEpHI,
HEOOXOIMMbIE JJIi YCTAaHOBJICHUSI CBSI3U C MOTPEOUTENSIMU, B IUEJISIX BBIOJHEHUS
HEOOXOAMMBIX KOPPEKTUPYIOIIMX U MPEAYIPEKAAIONINX NEHCTBHM, pacroyiaraeT CuCTeMOM
coopa M aHaiM3a JAHHBIX O 0€30MacCHOCTU U 3P(HEKTUBHOCTU MEIULIMHCKUX HM3JEIUN Ha
MOCTIIPOIAKHOM 3Tare U MOJIEPKUBAET €€ B aKTyaJIbHOM COCTOSIHUU, a TAK)KE HAIIPaBJISIET B
YIOJHOMOYEHHBIM OpraH OTYEThl O pe3yjbTaTax NOCTIPOJAXKHOTO MOHHUTOPHUHIA
6e3omacHOCTH M Y(PPEKTUBHOCTH MEIUIIMHCKUX H3JCIHN B COOTBETCTBUH C TOPSIIKOM,
yctaHoBjieHHBIM mnpukazoM Ne KP JICM-320, a takxke B cooTBeTcTBUM ¢ IIpaBunamu
MoHurtopunra EADC;

2) MOATBEPXKAEHUE TOTO, YTO OOpaTHas CBSI3b C MOTPEOUTENIeM aHAIU3UPYETCS
MIPOU3BOJIUTENIEM MEAUIIMHCKOTO MU3/CNIHS B X0JI€ MPOIIECCOB JKM3HEHHOTO IIUKJIA MPOYKIIUH
Y HUCHOJIb3YETCS JJIs TOBTOPHOM OIIEHKU PUCKA U MPU HEOOXOAUMOCTHU IJI aKTyaau3aluu
NESATeTLHOCTU 110 MEHEPKMEHTY pHCKa.

[Ipunoxenue 4 x npaBuUIaM
MIPOBEACHUS UHCIEKINH
MEAULUHCKUX U3AETUH

ITpoTokon HECOOTBETCTBHIA

n n

oT roga

HanmenoBanue, agpec, peKBU3UTHI 00HEKTa WHCIIEKITHH

JlaTa (1aThl) IpOBEEHUS] HHCIIEKTUPOBAHUS TPOU3BOJICTBA

HecootBerctBus, 3ameuanus Kparkoe onucanue HecoorBerctBuil  [Ipumedanue
[Ipumeyanue:

KomMenTapuu npencraButesi OpraHu3aldu-mpou3BOIUTENS

(nnu 1abopaTopyu KOHTPOJISE KauecTBa) (HE 003aTEIbHO K 3aMI0JIHEHUIO)



PykoBoauTes HHCIEKIIMOHHOW TPYTIIIBI

noanuck ®.MN.0O. (pu ero HAIMYUHN)
UiieHbl HHCIIEKIIMOHHOM I'PYIIIIBI

noanuck O.N.O. (mpu ero HaIUYUN)

noamuch G.N.O. (mpu ero Hamu4um)
n n 20 r
[IpencraBuTenu U ynoJTHOMOUYEHHBIE JIWIa 00bEKTa HHCTICKIIUU:

noanuck ®.MN.0O. (pu ero HAIMYUN)

noanuck ®.MN.0O. (pu ero HAIMYUN)
" " 20 T.

[Ipunoxenue 5 k npaBuIam

MPOBECHUS MHCIIEKIUH

MEIUIMHCKHUX WU3JIETUI

Ortuer 0 pe3yibTaTax MHCIIEKIWH TPOU3BOICTBA MEAUIIMHCKOTO U3/IEIIAL

(HauMeHOBaHUE OPTraHU3AUU-TIPOUZBOUTEIIS)

(HaMMEeHOBaHUE MEAUITMHCKOTO HU3ICTTH)
1. Uudopmarust o mpon3BouTENE:
HaI/IMCHOBaHI/IC, IOpI/I,HI/I"IeCKI/Iﬁ aZpecC MpOU3BOAUTCIIA

HaumenoBanwue, agpec peKBU3HUTHI IPOU3BOICTBEHHOM (
MIPOM3BOJICTBEHHBIX ) IIOMAAKH (TIOMAT0K)

I[aTI)I MMPOBCACHUA MHCIICKIHUU TPOU3BOACTBA

CocraB komuccuun (®.M.O. (mpum ero HaIWYUN),
JIOTDKHOCTB)

OcHoBaHHe MMPOBCACHUA MHCIICKIIUU MTPOU3BOACTBA

Kpatkoe omucanue opraHu3anuy- MPOU3BOJUTENS U
MIPOU3BOJICTBA

IlepedeHb MPOU3BOIUMBIX MEAULIMHCKUX U3IEIUN
[lepeueHb KPUTHYECKHUX ITOCTABIIIKOB

HpOI/I?;BOZ[CTBeHHLIe 30HBI, IMOAJICKAIINC HHCIICKIINU
TpoOU3BOACTBA

Ilepconan OpTaHU3AIUU-TIPOU3BOAUTEN,
y4acTBYIOIMH B  IMPOBEJEHWHM  HHCIEKIHH
MPOU3BOJICTBA



JOKyMeHTHI,
OpraHu3aluei-nporu3BOAUTEIEM 10 MPOBEICHUS
HMHCIIEKLINY TPOU3BOJCTBA

IHOAAHHBIC

Howmepa nuneHsun Ha Iponu3BOJICTBO
Howmepa ceprudukatoB cootBeTcTBHs cTannapty ISO

Howmepa 3asBoK Ha 3KCHEPTU3Y MIPH FOCYIAapCTBEHHON
perucrpanuu

2. HabGnroaeHus U pe3ybTaThl HHCIICKIIUN

Obmree onucanne MPOBEPSIEMON NeATETFHOCTH U (HIIH)
TEXHOJIOTHYECKUX MTPOIIECCOB

VipasieHue KauecTBOM
JlokyMeHTaIus 0 MeJUIIMHCKOM M3IeITHI

[IpoexTupoBanue u pa3paborka (onHcaHue U3yYEeHHBIX
TIPOEKTOB)

IIepconan
[Tomemenust u 000pynoBaHME

IIpou3BoACTBEHHBII NpoLECC, BKIIOYAs CTEPUIU3ALUIO,
KOHTPOJIb B MPOIIeCcCe IPOU3BOICTBA

JlokyMeHTaIus 1 3amucu
W3mepenne, aHAIN3 U yITydIICHAE
VipasneHue 3aKynKamMmu
AyTcopcuHr

MOHUTOPHUHT coObrTuit  (

UHIIUJICHTOB)

HeOJIaronpuATHBIX

[ToTpebuTenbckue IpoLecChl, B TOM YHCIIE PE3YJIbTATHI
KIIMHUYECKUX UCCIICTOBAHUH

3. IlepeyeHb HECOOTBETCTBUIA
Kpurnueckue
3HaunTENbHbBIE

Mano3nauntenbHEIS

4. JIOnOJIHUTEIBHO

Wndopmannss o HECOOTBETCTBHAX, YCTPAaHEHHBIX B
MPOLECCE MHCIEKIUH, a TAKKE O CPOKAX MPOBEACHUS
KOPPEKTUPYIOIIUX JAECHCTBUM IO HEYCTPAaHEHHBIM
HECOOTBETCTBHAM, H (opMax MOATBEPKICHHS
MIPOBEAEHUA KOPPEKTUPYIOIIUX  JIEUCTBUMU (
MpeJCTaBICHNUE MOITBEPAKAAIOIIEH TOKYMEHTAUU WIN
IIpoOBEpKa Ha MECTax)

IIpensTcTBus

3OHLI, KOTOPBIC HC MOJABCPIIIUCH MHCIICKIIUU

5. Pe3ynbTaThl pacCCMOTPEHUS YCTPAHEHUSI OTKJIOHEHU U BBIBOJIBI MHCTIEKIIUN

Nudpopmanus 00
YyCTPaHEHHUHU
HECOOTBETCTBHH (KpaTkoe
coInepiKaHue

KOPPEKTHUPYOIINX U



ITepeuens HecooTBeTcTBH KBanmudukanus npeaynpexaaruux OneHka ycTpaHEHUS
HECOOTBETCTBUU IEHUCTBHUH, HECOOTBETCTBUU
MOATBEPKAAIOIIU I
JOKYMEHT)

6. 3akiiroueHue
3axioueHue

[Ipumeyanue:
"Kputnueckoe HECOOTBETCTBHUE'" — 3TO HECOOTBETCTBUE, KOTOPOE UMEET MPSIMOE BIUSIHUE HA
6e30macHOCTh, 3(HPEKTUBHOCTh U KAYECTBO MEAHMITMHCKOTO HM3JIETHUsS, €CITU OHO KacaeTcs
TpeOOBaHUM, OTHOCAIIMXCS K MpolieccaM MPOEKTHUPOBAHMS, pa3paOOTKU, MPOU3BOJICTBA U
BBIXOJHOT'O KOHTPOJISI MEAUIIUHCKOTO U3/IEIIHS.
KomOunaiusa 3HaYMTEIbHBIX HECOOTBETCTBUM, HU OJHO U3 KOTOPBHIX caMO MO cebde He
SABIISIETCS. KPUTHYECKUM, HO KOTOPBIE B COBOKYIHOCTH MPEACTABISIOT KPUTHUYECKOE
HECOOTBETCTBUE, OOBICHAETCS U GUKCUPYETCS B KaUe€CTBE TAKOBOTO.
"3HaUUTENBHOE HECOOTBETCTBUE" — 3TO HE KPUTUUECKOE HECOOTBETCTBUE, KOTOPOE:
MMEET HEMNpsSMOe BIUSHHUE Ha 0€30MacHOCTh, d(P(HEKTUBHOCTh U Kaue€CTBO METUIIMHCKOTO
U3Jeusd M 3aTparuBaeT TpeOOBaHUS, CBsI3aHHbICE C (YHKIHMOHUPOBAHUEM CHCTEMBI
MEHEKMEHTA Ka4eCTBA MEAULIMHCKUX U3JICIIHM.
KOMOMHAIIMS HECOOTBETCTBUM, HM OJHO U3 KOTOPBIX cCaMO IO cebe He SBIseTcs
3HAYUTEIIBHBIM, HO KOTOPBIE B COBOKYITHOCTH MPEACTABISIOT 3HAYUTEIIBHOE HECOOTBETCTBUE
U JIOJKHBI OOBACHITHCS M PUKCUPOBATHCS B KAUECTBE TAKOBOTO.
"MaJlO3HAYUTENBHOE HECOOTBETCTBUE" — 3TO HECOOTBETCTBHUE, KOTOPOE HE
KJIacCCU(PUIIUPYETCs, KaK KPUTHYECKOE WM 3HAYMTENIbHOE, HO YKa3bIBaeT Ha OTKJIOHEHHUE
CBSI3aHHbBIC ¢ PYHKIIMOHUPOBAHUEM CUCTEMbI MEHEKMEHTA KaueCTBA MEIUIIMHCKUX U3/ICIIUM

PykoBoauTenb HHCTIEKIIMOHHOW TPYIIIIbI

noanuchk O.N.O. (npu ero HaTU4IKM)
UsteHbl HTHCTICKITMOHHOM TPYIIITHI

noanuch ®©.N.0. (npu ero Hamu4KM)

noanuck O.N.O. (mpu ero HaIUIUN)
" n 20 T

[Ipunoxenue 6 x npaBuUIaM
MIPOBECHNUS HHCTICKIHH
MEIUIMHCKUX U3ETTHH

ITepedens OKyMEHTOB, IPEICTaBIIAEMEL CyOHEKTOM HHCIICKTHPOBAHN,
IIPH MHCTIEKIHH 6e3 mocemeHna 00beKTa HHCIEKTHPOBAHUSA



TpeboBanus (o6ocHOBaHME)

Omnucanue CUCTEMBI MEHEIHKMEHTA
KauyeCcTBa MEIMIIMHCKHMX H3ICIUN B
3aBUCHUMOCTH OT IOTCHIMAJIBLHOTO
pucka NpUMEHEHHUs B

COOTBETCTBUU cO cTaHaaptoMm ISO

nux

WIW  DKBHUBAJICHTHBIM  EMY
pETHOHATBHBIM, HALMOHAIbHBIM
CTaHIapTOM

HotapuanpHo 3aBepeHHas KOS
paspeuieHus Ha TMPOU3BOJACTBO (
JTUIECH3WUHN), BBIJJAHHOE
HallMOHAJIbHBIM yl'lOJ'[HOMO‘-IeHHI)IM
OpraHoM

Jlocke MpON3BOACTBEHHOTIO yJacTKa

Cnucok
YYacTBYIOIIUX B IPOIIECCAX OICHKU
CHCTEMBI MEHEKMEHTa KadyecTBa
MEIUITHHCKUX U3 IETHi

COTPYIHHUKOB,

IlepeyeHr MEOUIIMHCKUX HU3IEIH,
MPOU3BOIUMBIX (IIAHUPYEMBIX K
MPOU3BOJICTBY)
HpOHSBO}ICTBeHHOM y‘-IaCTKe

Ha

TexHuueckue  Gainsl
MEIULIUHCKUE U3JeNUs

Ha

Komus otueta o pesyabpTarax
NpOBEAEHUS  OpPraHoM IO

cepTu(UKAIMK TOCIEAHETO AyaUTa
CHCTEMBI MEHE)KMEHTa KauecTBa
MEIUIMHCKUX HU3JENUI U oT4YeTa o

pe3yibpTatax MpOBEAEHUS
MOCJEHEr0 HMHCIEKTUPOBAHMUS
MPOU3BOJCTBA, C HOTapHAILHO

3aBepEHHBIM IIEPEBOAOM IIpHU
HeoOxommmoctn  CepruduxaTs
COOTBETCTBUS cTaHAapty ISO

HpI/I NEPBUYHOM MHCIICKTUPOBAHUN

IlonHoe ommMcaHuWEe CHUCTEMBI
MEeHEIKMEHTa KadyecTBa
MEAUIMHCKUX U3JICIHUH, B

OTHOIICHUN KOTOPBLIX MPOBOJUTCA
HWHCIICKTUPOBAHUE ITPOU3BOACTBA

Komnuu Bcex opurnHanoB JUIEH3UN
M BHECEHHBIX M3MCHEHUH

Jloche MPOM3BOJICTBEHHOTO y4acTKa,
MMOJTHOE WM OOHOBJIEHHOE 3a 6

MECSIIEB 0 JAaThl HWHCICKIIWH.

JIro6rle mmaHMpyemble BHOCHMBIE
HM3MEHEHHUS

CnopaBka o0
YHCICHHOCTH

(hakTHIeCKOU
COTPYIHUKOB,
YYacTBYIOIIUX B IPOLECCAX OLEHKH
CHUCTEMBI MEHEIKMEHTa KauecTBa
MEIUIMHCKUX M3IeITHH

TOpFOBBIe Ha3BaHHUA

TexHuueckue (haitaer B

SNIEKTPOHHOM  QopMmaTe ¢
BO3MOXHOCTBIO ITONCKA

OTyeT 0 pe3ysbTaTax MPOBEICHUS

OpraHoM 1Mo cepTU(HUKAINU
MOCJIEAHET0 ayJIuTa CHCTEMBI
MEHEIXMCHTa KagecTBa
MEIUIMHCKUX M3 U OT4eTa O
pe3yabTaTax MPOBEICHUS
MIOCJIEIHET0 HHCIEKTHUPOBAaHUA
MIPOU3BO/ICTBA

1) mpouenypsl NPOEKTUPOBAHUS U
pa3paboTku (BKIJIIOYAs YHpaBICHUE
pHUCKaMH);

2) JIOKYMEHTHI, OIHCBIBAIOIINX
OpoLenypy HpPOSKTHPOBAHUS H
OXBATBHIBAIOIIUX MOJEIBHBIA pAZ
MEIUIMHCKOTO H3/IEeITHSL;

3) 3amucu MO MIPOEKTHPOBAHUIO
MEJMIMHCKOT0 M3JeNHsl, TOr0, 4TO

ITpn nepuoauyeckoM (IIIAHOBOM)
MHCIIEKTHPOBaHNHT

Kparkast nH(GOpMAITHs 0 BHECEHHBIX
M3MEHEHUSIX CO JHS IIOCJICIHEN
HHCIIEKIINU

Konnn muieH3uid W BHECEHHBIX
MOJyYeHHBIE 3a
mocieauue 3-5 jJer

H3MEHECHUM,

Jloche TpOU3BOICTBEHHOIO y4acTKa,
MOJIHOE WU OOHOBJIECHHOE 3a 6

MECSIIEB OO0 HAThl WHCIIEKIIMH.

Wudopmanuss 0 IJIaHUPYEMBIX

HM3MEHEHHUSIX

TOpFOBLIC Ha3BaHUA

TexHuueckue (hairer B
JIEKTPOHHOM  dopmMare ¢

BO3MOXXHOCTBIO ITOHMCKaA

OtyeT 0 pe3ynbTaTax MPOBEACHUS

OpraHoM 1O cepTHQUKANUH
MOCJIETHETO ay/AWTa CHCTEMEI
MEHEIXKMEHTA KadecTBa
MEINIUHCKAX M3IETUH U OT4eTa O
pe3yabTaTax MpOBEICHUSA
MOCHEHET0  MHCIEKTUPOBAHUS
MPOM3BOJICTBA



[Ipoueccer
pa3pabOTKU CUCTEMBI MCHEIKMCHTA
KauyecTBa MEAUIIMHCKUX U3JIEIHM

MPOEKTUPOBAHUS U

MIPOLEAYPBI
pa3paboTku
NPUMEHEHBI;

MNPOCKTUPOBAHUA U
YCTaHOBJICHBI u

4) BXOAHBIC MAaHHBIE MpoIecca
MPOSKTUPOBAHUS Pa3paboOTaHbl C
Y4ETOM Ha3HAYCHHUS! MEAUIMHCKOTO
M3ACIHUsI U COOTBETCTBYIOIIUX
nosoxkeHnid OOmMX TpeboBaHMit
6e3omacHocTy 1 3P PEKTUBHOCTH;

5) crieruduKamii Ha METUITMHCKHE
M3MEHsI B IENSX IMOITBEPIKICHUS
TOrO, YTO BBIXOJHBIC JIAHHBIC
MPOEKTa MEIMIUHCKOTO HW3JICIHs,
obecnieunBaromye 0e30MacHOCTh U
3 HEKTUBHOCTh MEAUIIMHCKOTO
U3JIEIHs IPU €ro MPUMEHEHUHU I10
HA3HAYCHUIO, OTPEICIICHEI;

6) TOKYMEHTBI, TIOATBEPIKIAIONINE,
YTO JESTENLHOCTh 0 MEHEKMEHTY
pHCKa OIpeJieNieHa 1 OCYIIECTBIICHA,
KPUTEPUHU JIOMYCTUMOCTH pHCKa
YCTaHOBJICHBI )41 SABJISOTCA
COOTBETCTBYIOUIUMH,  JIIOOOH
OCTaTOYHBIA PHCK OIICHEH W TpH
HEOOXOJMMOCTH JOBEICH [0
CBeJCHHUS  TOTpeOuTens B
cooTBeTcTBUH ¢  OOmumn
TpeOOBaHUSIMU O€30MaCHOCTH U
3¢ GEeKTHBHOCTH

1) mpouenypsl HICHTH(PUKALNH,
XpaHeHHss ®W  ypameHus  (
YHAYTOXXCHHUS) MOKYMEHTOB U
3amuceil (BKiIIOYas ympaBlIeHHE
W3MEHEHHSMH) Pa3padOTaHbI;

2) DOKYMEHTHI, HEOOXOIUMBIC ISt
TOTO, YTOOBI OpraHMW3aIUs MOTJia
obecreunBaTh
OCYIIECTBICHUE TTPONU3BOICTBEHHBIX
MIPOIIECCOB U YTIPABIICHIE UM,

MJIaHUPOBAHUC,

3) CBHIETENBCTBA COOTBETCTBHSI
MEIUIMHCKUX U3JeTH i’

TpeboBaHHSAM (B TOM 4YHCIE
TpeOOBaAHUAM
CTaHIIapTOB);

MMPUMCHACMBIX

OIMCAaHHE MEIUIUMHCKUX H3IEIHI,
BKJIFOYash HHCTPYKIHUU IO

MPUMEHEHHUI0 (PYKOBOJCTBA IO
9KCILIyaTaluu), MaTepHaabl H

crenupuKanuio;

CBOJHYIO JIOKYMEHTALMIO [0

BepUHUKANMH W BalWAaIdd

MPOEKTOB (B TOM YHCJIC JaHHBIC
KIMHUYECKUX  HcclienoBanuii  (



IIpoueccs ynpaBIeHUS
JOKyMEHTAallell H  3alucsiMu
CHCTEMBl MEHEIKMEHTa KadyecTBa
MEIMIUHCKUX H3AENUH

HCTIBITAaHUN) B COOTBETCTBUU C
MTOPSAKOM, YCTAaHOBJICHHBIM TIPHUKA30
M MuHuCTpa 3IpaBOOXpPaHEHUS
Pecnybnuku Kazaxcran ot 11
nexabpst 2020 roma Ne KP JICM-248
/2020 "OG6 yTBEp)KAECHUU IMpaBHII
MPOBEICHUS KJITMHAYECKHUX
HCCIEAOBAHUHA  JICKAPCTBECHHBIX
CPEIICTB U MEIUITMHCKUX H3ICIHi,
KITMHUKO-JIA00PATOPHBIX MCTIBITAHUN
MEAUIIMHCKUX M3MEeNUH A
JUarHOCTHUKH BHE  JKHBOTO
opranuszma (in vitro) u TpeGoBaHUsI K
KIIMHUYCCKUM 0a3aM W OKa3aHHs
TOCyIapCTBEHHOHN ycimyru Brimaga
paspemieHuss Ha TPOBEICHHE
KITMHAYECKOTO UCCIICAOBAHUS U (WITH
) ucnbiTaHus (HapMaKOIOTHUESCKUAX U
JIEKapCTBEHHBIX CPEJICTB,
MEIUIMHCKUX u3genun" (
3aperucTpupoBaH B Peectpe
TOCYIapCTBEHHOH pETHCTpaIuu
HOPMaTHBHBIX IIPABOBBIX aKTOB MOJ
No 21772) u (wm) B COOTBETCTBUU C
IIpaBunamu NIPOBEIACHUSA
KIAHUYCCKUX u
KITUHUKO-JTA00PATOPHBIX UCTIBITAHUN
(uccnemoBaHUN) MEIUIIUMHCKIX
W3M€eNuil, yTBEpKIEeHHbIMU Pemenue
M Cosera  EBpa3smiickoit
SKOHOMHUYECKOM KOMHCCHUU OT 12
¢despans 2016 . Ne 29);
MapKHPOBKY MCIAMIMHCKUX W3S
; MOKYMEHTBI TI0 MEHEIKMCHTY
pucka

1) DOKyMEHTHI MPOU3BOJACTBEHHBIX
IIPOLIECCOB U3TOTOBJICHUSI CEPUIHON
MPOAYKIMH (BKIIIOYAsl YCJIOBHS
MIPOU3BOJICTBA);

2) JOKYMEHTBHl IO IIpOIecCy
cTepuiu3auy (A1 MEIUIMHCKUX
W3JCINH, BBITYCKAaeMBIX B
CTEpUJIBHOM BHJIE), B TOM YHCIIE:
MOJTBEPKAEHUE TOTO, YTO MPOLIECCHI
CTCpUIM3allui JTOKYMCHTHPOBAHEI,
3allMcH  [apamMeTpoB mpolecca
CTEpUIM3AlUU Ui KaXJOoH
CTepUIN3yeMOi napTuu
MEIUINHCKUX n3IeTui
MOAACPKUBAIOTCS B pabodem
COCTOSIHUU;

MOJTBEPKACHUE TOTO, YTO IIPOIIECC
CTEpPUIIM3aLlUK BAIUINPOBAH;



[Ipoueccer
BBIXOJHOT'O KOHTPOJISI MEAUIIMHCKUX
HU3IETUH

MPOU3BOJACTBA M

IIpoueccsl KOPPEKTUPYIOIIUX U
NpeAyNpexkIaomnX JeHcTBUM
CHUCTEMbI MCHCI)KMCHTaA KaueCTBa
MEAULUHCKUX U3AETHH

MOTBEPKACHUE TOTO, YTO MpoIecc
CTepUIIU3AalUd TPOBOJUTCS B
COOTBETCTBUHU C YCTaHOBICHHBIMHU
rapamMeTpamH;

3) IOKyMEHTHI, HOATBEPKAAIOLINE
TOTO, 4TO MPOIECCH MPOU3BOACTBA
SBISIIOTCA ~ YNIPABIAEMBIMU
KOHTPOJUPYEMBIMH
(YHKIMOHHUPYIOT B YCTAHOBJIEHHBIX

u
n

npezenax, a TakKe HOATBEPKICHHE
oOecrieueHnst HEOOXOAMMOTO YPOBHS
KOHTPOJIS IPOAYKINHU U (MIIN) YCITYT
KPUTHUYECKHUX [TOCTABIIUKOB,;

4) MOKYMEHTHI, TIOATBEPKAAFOIINE
HACHTUDHUKALMHIO
MIPOCIIKUBAEMOCTh MEIUITMHCKUX
u3Jaenui MpOIECcCOB
MPOU3BOJICTBA, a TaKKe
YCTaHOBJICHHBIM

u
U ux
170
COOTBETCTBHUS
TpeOOBAHUSM;
5) MOKYMEHTBI, MOJTBEPKIAFOLINE

TOTO, YTO JACITEIbHOCTh IIO
BBIXOJHOMY KOHTPOJIIO
MEIULMHCKUX U3CITUHN
obecrneynBaeT  COOTBETCTBHE
MeEIUIUHCKUX H3OeIuN
YCTAaHOBIICHHBEIM TpeOOBaHUAM U
JOKYMEHTHPOBaHA

1) MOKyMEHTHI, MOATBEP KAAIOLINE

TOTO, 4TO npouenypsl
KOPPEKTUPYIOLIUX u
NpenynpexJaMuX AeHCTBUI
pa3paboTaHBI;

2) NOKYMEHTHI, TIOATBEPKIAAFOIINE
TOTO, YTO CpEACTBAa YIPABICHUA
MPEMSATCTBYIOT PACIPOCTPAHCHHUIO
MEIUIIMHCKUX HU3JCNIAN, Ka4yeCTBO
KOTOPBEIX HE COOTBETCTBYET
TpeOOBaHUSAM, PEIBIBISACMBIM TIPU
SKCIIEPTH3E MEAUIUHCKUX H3IEITHN
B IIOPAJKE, YCTAHOBICHHOM IIPUKA30
M Ne KP JICM-10 u (uau) O6mum
TpeOOBaHUSM OC30MACHOCTH U
3 (GEKTUBHOCTH  MEIUIIMHCKUX
U3JIENNH, YTBEPKICHHBIX PemennemM
Konneruun EBpa3suiickoit
SKOHOMHYECKOH Kommccuu oT 12
¢bespasst 2016 roma Ne 27,

3) IOKYMEHTHI, MOATBEPIKIAIOIIIE
TOTO, YTO KOPPEKTUPYIOIIUE U
npeaynpexaarliue AeHcTBUS
SIBIIIFOTCS PE3yJIbTATUBHBIMU;



Or1ieHKa CBS3aHHBIX C MOTpeOUTENIEM
MPOLIECCOB CUCTEMBI MEHEI)KMEHTa
KauecTBa MEAUIUHCKUX U3AEIHI

4) NOKYMEHTBI, MOATBEPKIA0IINE
TOTO, 4YTO TPOU3BOJUTEND

MEIUIMHCKOTO M3/IeNus pa3padboTai
3¢ GEKTUBHYIO MPOIEAYPY BBITyCKa
U TPUMEHEHHUS YBEIOMIJIEHHH IO
0e30IMacCHOCTH  MEAUIIMHCKHUX
u3feIuii B
MOPSAAKOM, YCTAHOBJIEHHBIM IIPUKA30
M Ne KP JICM-320 u (mnm) B
IIpaBunamu

COOTBCTCTBUHU C

COOTBETCTBUU C
MoruTopuara EADC.

1) AOKYyMEHTBI, MOATBEPKIAIOIINE
TOTO, 4YTO TMPOU3BOAUTENb
MEIULMHCKOTO H3IEIUS MPHUHSIT
MEpBl, HEOOXOmWMBIE I
YCTaHOBIICHUS CBA3HU C
noTpeduTensMu, B IEJAX
BBITIOJTHCHU ST HEOOXOIMMBIX
KOPPEKTUPYIOLUX u
Npeaynpexaalomux JIelCTBUM,
pacmoyiaraeT cuUcTeMoi cbopa u
aHajn3a JaHHBIX O OC30MAaCHOCTH U
s exTuBHOCTH
W3IENUIl Ha TOCTIPOJIaKHOM 3Tarie
U TOJJEPKUBAET €€ B aKTyalbHOM
COCTOSIHMH, a TaKKe HaIpaBiisieT B
YHOJIHOMOYEHHBII opran (
SKCIEPTHYIO OPTaHU3AINIO) OTYETHI

MEIMITHHCKUX

pe3yibTatax MOCTIPOAAKHOTO
MOHHTOpHUHTA 0€30MacHOCTH |
3¢ peKTUBHOCTH
U3JCNIUA B COOTBETCTBUHU C
TTOPSAKOM, YCTAaHOBJICHHBIM TIPHUKA30
M Ne KP JACM-320 u (unm) B
IIpaBunamu

MEIHUIIMHCKHUX

COOTBETCTBUH C
MouuTopuHra EADC;
2) IMOKYMEHTHI, TIOATBEPKAAIOIINE
9yT0 O0OpaTHas CBI3b C
moTpeOUuTeeM  aHATU3HPYCTCS

MPOU3BOJIUTEIEM MEIUIIUHCKOTO
U3Jenus B XOJE TPOIECCOB
KU3HEHHOTO IUKJIA TMPONYKINH M
HCIIONB3YeTCS AN TOBTOPHOM
npu

TOTO,

OL[EHKH pHCKa ©
HEOOXOJMMOCTH JUIsl aKTyall3aluu
JICATENILHOCTH MO0 MEHEIKMEHTY
pucka

IIpunoxenue 7 k npaBuIam
MIPOBEACHUS UHCIEKIUH
MEAULUHCKUX U3AETHH

CBeneHHA O MMPOBEICHHBIX HHCIEKIUAX IPOU3BOICTBA MEUIIMHCKIX H3SIIHi



Ne n/m dopMa  uWHCHEKHHH  IIPOM3BOIMTENH METHIMHCKOTO M3/IEIHs
TIpOU3BOACTEA 3apyOeKHBIIT OTeuecTBEHHBII

OO01iee  KOJIHMYECTBO
MEPBUYHONW WHCIEKIUH, B
1 TOM 4YHCIE:

B pabote
3aBEPILIEHO

OO01mree  KOJIHAYECTBO
IUIAHOBOM MHCIIEKIIUH, B
5 TOM YHCJIE:

B pabote
3aBEpILIECHO

O0mee  KOIMYECTBO
BHEILIAHOBOW WHCIIEKIUH,

3 B TOM 4YHCIIE!
B pabote
3aBEpILICHO

4. Hroro

PykoBoguTenb CTpyKTYypHOIO MOApPa3AeIeHUs SKCIIEPTHON OpraHu3aluu:

noanuch ®©.MN.0O. (mpu ero Hamu4MM)
3aMeCTHUTENb PYKOBOIUTENS IKCIIEPTHOM OpraHn3aluu

noanuck ®.MN.0O. (pu ero HAIMYUHN)
" " 20 T.
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