Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 07.04.2023

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 04.07.2025
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 07.04.2023
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, o
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 04.07.2025
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 7 ampenst 2023 roga Ne
63. 3aperucTpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kazaxcran 11 anpens
2023 roma Ne 32278

O BHeceHMHU U3MeHEHUIT B Mpuka3 MUHUCTPA 31paBOOXPaHEHUsI
Pecnmy0smku Ka3zaxcran ot 23 nexadops 2020 roga Ne KP ICM-315/2020
«O0 yTBep:KIeHNH MPABUJI MPOBeAeHNsI HHCTIEKIMA MeTHIMHCKHAX H3/AeTHi»

ITPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Pecy6nuku Kazaxcran ot 23
nekadps 2020 roga Ne KP ICM-315/2020 «O6 yTBep>KAeHUU PABUII IPOBEACHUS
WHCIIEKIIUA MEIUIIMHCKUX U3JEIU» (3aperucTpupoBal B Peectpe rocynapcTBeHHOM
perucTpaiy HOpMaTUBHBIX MPABOBBIX akTOB o1 Ne 21898) cnenyroniye n3MEeHEeHHUS:

npeaMOyITy U3JI0KHUTh B CIIEIYIOIICH peaKIIiu:

«B cootBercTBUM ¢ myHKTOM 9 ctaThu 244 Konekca Pecnybnuku Kazaxcran «O
310poBbe HapoAaa u cucteMe 3apaBooxpaneHus» [IPUKA3BIBALO:»;

MpaBuJia MPOBEICHUS] MHCIIEKIIUN MEIUIIMHCKUX W3/CNINM, YTBEPKICHHbIC
YKa3aHHBIM [IPUKA30M, U3JIOKUTh B HOBOM PEIaKIIMU COTJIACHO MPUIIOKEHUIO K
HACTOSIILIEMY MTPUKa3Yy.

2. Komutety MEIUIMHCKOTO U (hapMaleBTUUECKOro KOHTPOoJist MUHHCTEpCTBA
3npaBooxpaHeHus PecyOnuku Kazaxcran B yCcTaHOBIEHHOM 3aKOHOIATEIbCTBOM
Pecny6nuku Kazaxcran nopsinke o0ecneyuTs:

1) rocy1apcTBEHHYIO PETMCTPALMIO HACTOSIIETO PUKa3a B MUHUCTEPCTBE
roctuiuu PecnyOnuku Kazaxcran;

2) pa3MeleHrne HaCTOSsIIEeTo MprUKa3a Ha MHTEPHET-pecypce MuHucTepCcTBa
3npaBooxpaHeHus Pecnyonuku KazaxcraH mocie ero opunuanbHOro onyOJInKoBaHNUS,
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3) B TeueHue AecATH pabouux JHEH Mocie rocy1apCTBEHHON perucTpaluu
HaCTOsIIIIero npuka3a B MunucrepcTse toctuiinu Pecnyonuku Kazaxcran
npeacrasiaeHne B fOpuanueckuil aenapraMeHT MUHUCTEPCTBA 31PaBOOXPAHEHNUS
PecnyOnuku Ka3zaxcran cBeieHuit 00 UCIIOTHEHUN MEPONPUSTUN, IPETYCMOTPEHHBIX
NOAMYHKTaMH 1) 1 2) HACTOSIIIETO MyHKTA.

3. KOHTpOb 32 UCMIOJHEHUEM HACTOSILETO MTPUKa3a BO3JIOKUTH Ha
KYPHPYIOIIEro BUIle-MUHHUCTPA 3ApaBooxpaneHus Pecryommku Kazaxcras.

4. Hacrosimuii mpyuka3 BBOJAUTCS B ACHCTBHUE 110 UCTCYCHUU JIECATU KaJE€HIapHBIX
JTHEH TIoCJIe HS €ro MepBoro oPpuIMaIbHOTO OMyOJIMKOBAHMS.

MuHUCTP 31paBOOXPaHECHUS A. Funusar
Pecny0oimku Kazaxcran
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[Ipunoxenue k npukasy
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 7 anpens 2023 roga
Ne 63

YTBepKAEHBI IIPUKA30M
MunucTpa 3apaBOOXpaHEHHUS
Pecny6niuku Ka3zaxcran
ot 23 nexabps 2020 roga
Ne KP ICM-315/2020

HpaBmIa NMpoBEACHUA I/IHCIIeRIll/Iﬁ MEAUIUNHCKHUX n311e.111/1171

I'naBa 1. O01mue noJ0KeHus

1. HacTosiiue npaBuiia TpoBeASHUs HHCTICKIIMN MEAUIIMHCKUX U3/IeTui (1anee —
[IpaBuna) paspaboTanbl B COOTBETCTBUU C IMyHKTOM 9 ctathu 244 Konmekca PecyOmmku
Kazaxcran «O 310poBbe Hapoja U cucTeMe 3apaBooxpaneHus» (nanee — Kogekc) u
ONPEAEISAIOT MOPSAIOK NPOBEACHHS MHCIEKIIUNA MEAUIUHCKUX U3/ICIIU B COOTBETCTBUU
¢ TpeOOBaHUSIMH K BHEIPEHUIO, TIO/IJICPKAHUIO M OIICHKE CHCTEMbI MEHEKMEHTA
Ka4eCTBA MEJUIIMHCKUX U3JICJINI B 3aBUCUMOCTH OT MOTEHIMAIBHOTO PUCKA UX
MIPUMEHEHUS.

IIpoBeneHne MHCIEKIIMU MEAULIMHCKOTO U3EIINs, IIOJJaHHOTO Ha PETUCTPALIMIO B
paMKax EBpa3uiicKOro 5JKOHOMMYECKOIO CO03a, OCYILECTBIISICTCSA B COOTBETCTBUU C
TpeOOBAHUSIMH K BHEIPEHUIO, TIOJIIEP/KAHUIO M OLIEHKE CUCTEMbl MEHEDKMEHTA
KauyecTBa MEIULMHCKUX U3/ B 3aBUCUMOCTHU OT IIOTEHIMAJIBHOIO PUCKA UX
IIPUMEHEHMUS, YTBEPKAECHHBIMU peuieHrneM CoBeTta EBpa3uilckoli SJKOHOMHUYECKON
komuccuu ot 10 HosiOpst 2017 roma Ne 106 (nanee — pemenue EQK Ne 106).

2. Jlns nener Hactosmux [IpaBui MpUMEHSIOTCS CIEAYIOIINE TEPMUHBI U
ONpEIEIICHHUS:

1) ynonHoMoueHHBIN OpraH B 00J1aCTH 3ApaBOOXpaHEHus (ajee —
YIOJHOMOYEHHBIN OpraH) — HEeHTPaJbHbII HCIOJHUTENbHBIA OpraH, OCYIIECTBISIIOUIUI
PYKOBOJICTBO U MEXOTPACIEBYIO KOOPAUHAIMIO B 00JaCTH OXpaHbl 3J0POBBS TPak/1aH
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PecnyOnuku Ka3zaxcran, MequUuMHCKON U (hapMaleBTUYECKON HAYKH, MEAULIMHCKOTO U
dapmareBTHYECKOTO 00pa30BaHUsl, CAHUTAPHO-IITUIEMUOJIOTHUYECKOTO OJIaronoIydus
HaceJIeHUs], 00pallleHUs JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3/IENIHM, KauecTBa
OKa3aHUs MEAUIIMHCKUX YCIYT (IIOMOIIN);

2) rocynapcTBEHHBIN OopraH B chepe oOparieHus JIeKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3JIEINH (Jlajee — ToCyAapCTBEHHBIA OpraH) — rocyAapCTBEHHBIA OpraH,
OCYILIECTBIISIIONINM PYKOBOJICTBO B chepe oOpallieHusl JIEKAPCTBEHHBIX CPEACTB U
MEIUITMHCKUX U3JIEINI, KOHTPOJIb 32 OOpallleHUEeM JIEKAPCTBEHHBIX CPEJICTB U
MEUIMHCKUX U3JICIINA;

3) rocynapcTBeHHasl SKCIIEpTHasi opranu3anus B chepe oopaiieHus
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3 (Jjaiee — SKCIIepTHAs OpraHu3aIls)
— CyOBEKT rocyAapCTBEHHOW MOHOITOJINH, OCYIIECTBIISIOIINA TPOU3BOICTBEHHO-
XO3STUCTBEHHYIO JIEATEIHLHOCTD B 00JIACTH 3PaBOOXPAHEHUS IO 0OECTICYCHUTIO
6e3omacHOCTH, 3P (HEKTUBHOCTH M KA4eCTBA JIGKAPCTBEHHBIX CPEJICTB U METUITUHCKHUX
1569 (1507

4) 3asBUTENb — MPOU3BOAUTENH (M3TOTOBUTENH) WIIM UX MPEJCTABUTEND,
YIOJHOMOYEHHOE MOJaBaTh 3asBJICHUE, TOKYMEHThI U MaTE€pHUaibl Ha MPOBEICHHUE
AKCTIEPTU3bI MEAUIIUHCKOTO U3IETUS ISl PErUCTPALUU, IEPEPETUCTPALIH, BHECEHUS
M3MEHEHUM B PETUCTPALIMOHHOE IOChE U MHCTICKIIUH.

3. MHCcnekusa MeIUIMHCKUX U3AEJIMN MPOBOINUTCS SKCIIEPTHON OpraHu3alnen
IyTeM MOCEUIeHHsI 00bEKTa M0 MPOU3BOICTBY MEIULIMHCKOTO U3enus (nanee —
WHCTICKITHSA).

ITo perreHuIo 3KCIEPTHON OpraHu3aluy POBEACHNE UHCIIEKLINM, 32
UCKJIIOYEHHEM CyOBEKTOB, PacOJI0KEHHBIX Ha TeppuTopun Pecybnuku KazaxcraH,
10 JOKYMEHTaM C UCIIOJIb30BaHUEM CPEICTB TUCTAHIIMOHHOTO B3aUMOICHCTBYS,
IIOCPEACTBOM ayJUO- WIHA BUJEOCBSI3U 0€3 MOCEIIEHUs IPON3BOACTBEHHOIO 00OBEKTA
OCYIIECTBIISIETCS B CIAEAYIOIIUX CIIydasiX:

1) yrpo3bl BO3HUKHOBEHHSI, IPEAYTIPEKACHNS U IMKBUAALIMH OCIEACTBUI
Ype3BbIYAMHBIX CUTYalUUU U (MJIK) yTpo3bl BOSHUKHOBEHHUS, PACIIPOCTPaHEHUsI 0CO000
OTaCHbIX UHPEKINOHHBIX 3a00I€BaHNN U IMKBUAALNY UX MTOCIIEJCTBHI, a TaKXKe
yIpO3bl BO3ACHCTBUS HEOIArONMPUATHBIX XUMUYECKUX, OMOJIOTUYECKUX, PATUAIIMOHHBIX
(akTOPOB U JTUKBUAALMH UX MOCIIEICTBUN;
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2) BOBHUKHOBEHHUE OOCTOATEILCTB HEMPEOOIMMOM CUJIbI MIIM HE3aBUCSILIUX OT
BOJIM CTOPOH 0OCTOSITEIBCTB, KOTOPBhIE HECYT Yrpo3y NMPUUMHEHUS BpeAa KU3HU U
3I0pPOBBIO NHCIIEKTOPOB.

4. HCieKuMy NOAJIEKUT MPOU3BOCTBEHHA IJIOMIAIKA (Y4aCTOK)
IIPOU3BOUTEI MEIULIMHCKUX U3EIUH, IPEIHA3HAYECHHAS JIs BBIIIOJIHEHUS BCETO
Iporecca NPOU3BOACTBA MEAULMHCKUX U3EIUN WU €r0 ONPEAEIEHHBIX CTAIUMN.

5. IHCTIeKIUS OCYIECTBIISACTCS B MIEPHO/] IIPOBEACHHS SKCIIEPTH3BI ITPH
rOCyIapCTBEHHON PETUCTPAIlUU MEIUITMHCKUX H3/ICITUH, a TAKXKE B paMKax
MOHHUTOpPHHIA 0€30IaCHOCTH, KauecTBa U 3PPEKTUBHOCTH MEAUIIMHCKUX U3/ICIIHIA B
crenyomux GopMax:

1) nepBUYHOE UHCTIEKTUPOBAHUE:

IIPU 3KCOEPTHU3E MEAULIMHCKUX U3JENHM 2a (CTEpUIIbHBIX), 20 U 3 KJIacCOB
NOTEHIIUAJILHOTO PUCKA TPUMEHEHHS TPOU3BOIUTENIEH, PaHEE HE PETUCTPUPOBABIINX
npoaykiuio B Pecriyonnke Kazaxcran, ocyniecTBiasieMoi B COOTBETCTBUU € MPUKA30M
Munuctpa 3apaBooxpanenus Peciyonmku Kazaxcran ot 27 ssuBaps 2021 roga Ne KP
JCM-10 «O06 yTBEepx’ACHUH MPABUII TPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB
U MEJMIIMHCKUX U3JeNuil» (3apeructpupoBaH B PeecTpe rocygapcTBeHHON
pEerucTpali HOPMATUBHBIX MTPABOBBIX akTOB oA Ne 22144) (nanee — npuka3 Ne KP
JACM-10) u (w1n) npoBeIeHUs] THCIIEKTUPOBAHUS MPOU3BOJICTBA B COOTBETCTBUU C
Pemenuem CoBera EBpaswuiickoit saxoHOMHUUYecKor komuccuu oT 12 deBpamnst 2016 roga
Ne 46 (B penakiuu Pemenust CoBera EBpa3uiickoit 9KOHOMUYECKOM KOMUCCUH OT 24
nekadbps 2021 roma Ne 144).

Pe3ynbTaThl MHCIEKIIMU PACTIPOCTPAHSIIOTCS HA TPyNy (MOATPYIIITY)
MEIUIHUHCKUAX U3/ B 3aBUCUMOCTH OT KJIacca MOTEHIHMAIBHOTO PUCKA MPUMEHEHUS
BBIITYCKAa€MbIX MEAUIIMHCKUX U3/IeJINi coryiacHo [lepeuHro rpynn u noArpymnn
MEIUIUHCKUX U3JENIN, PeyCMOTPEHHOMY npuiioxkeHrueM 2 K pemennto EQK Ne 106.
JInst MEAMIIMHCKUX U3JICTMNA KJ1acca MOTEHIIMAIIBHOTO PUCKA MPUMEHEHUS 2a
pe3yNbTaThl MHCIEKIMU PACTIPOCTPAHSIIOTCSA HA TPYIIIBI MEAULIUHCKUX U3enuid. J{iis
MEIUIMHCKUX U3JIEINI KIacCOB MOTEHIIMAIBLHOTO pUCKa MpUMEHEeHHs 20 1 3
pe3yJbTaThl MHCIIEKIIMU PACHPOCTPAHSAIOTCA HA TOATPYIIIbI MEAUIMHCKUX U3IEIIHIA;
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2) nepuoanyeckoe (TIaHOBOE) HHCTICKTUPOBAHUE OOBHEKTOB, TIOIBEPTIINXCS
NEPBUYHOMY MHCIIEKTUPOBAHUIO, ITpoBoauTes 1 (oauH) pas B 3 (Tpu) roja ans
NOJTBEPKACHUS PE3yJIbTaTUBHOCTU CUCTEMBI MEHEIPKMEHTA KA4€CTBA B 00ECIICUEHUH
COOTBETCTBHS BBIITYCKAEMBIX B OOpAILEHUE METULIUHCKUX U3/1ETIH;

3) BHCIINTAHOBOC MHCIICKTUPOBAHHC!

MIPU HEOOXOJUMOCTH MOATBEPKACHUS (PaKTa yCTpaHEHUS HApYIICHUMN 110
pe3ynbTaTaM NpOBEJEHHON MHCIIEKIIMU TPOU3BO/ICTBA;

MIpU TIPOBEJICHUHU PACCIIEAOBAHUM, CBI3aHHBIX C O€30MaCHOCTHIO U
3¢ (HEKTUBHOCTHIO METUITUHCKOTO U3/IEINS, OCYIIECTBISIEMOI B COOTBETCTBHH C
npukazoM MuHuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 23 nekabps 2020
rona Ne KP JICM-320/2020 «O0 yTBepKaeHUU MpaBul MpoBeieHus (hapMakoHaA30pa
¥ MOHUTOPHUHTA 0€30MaCHOCTH, KauecTBa U 3PPEKTUBHOCTU METUIIMHCKUX U3IETUI
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOpPMAaTUBHBIX MPABOBBIX
aktoB 1o Ne 21896) (manee — mpukasz Ne KP JICM-320/2020).

6. Pacxo/1pl 0 OpraHu3alu U NPOBEACHUIO MHCIIEKI[MU, B TOM YHUCJIE 110 OIJIaTe
YCIYT IEPEBOYMKOB, HECET 3asABUTEIL HA OCHOBAHUH JIOTOBOPA, 3aKIF0YAEMOTO C
3KCIIEPTHOW OpraHU3alleNd B COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOJATEILCTBOM
Pecny6nuku KazaxcraH.

7. Jnsa mpoBeaeHns MHCIIEKIIUU CO31aeTCs MHCIIEKIIMOHHAs TPYIIA, COCTOALIAs
U3 BEIyIIEro MHCIEKTOpa (PYKOBOJIUTENb I'PYMIIbl), YIECHOB I'PYMIIbl, BKIIOYAS
WHCIIEKTOPOB, IIPUBJIEKAEMBIX JKCIIEPTOB.

TpebGoBaHus K YNCICHHOCTH UHCTICKITMOHHOW TPYIITIBI, YPOBHIO KBATHU(PUKAIIUN
WHCIIEKTOPOB U MPUBJIEYEHHBIX K pab0Te MHCIEKIIMOHHOMN TPYMIIbI SKCIIEPTOB,
YCTaHABJIMBAKOTCS MPOLEAYPAMHU CUCTEMbI MEHEIKMEHTA Ka4eCTBA SKCIIEPTHOU
OpraHu3alyu.

CocTaB MHCIIEKIIMOHHOM TPYIIIbI YyTBEPKAAETCS IPUKA30M SKCIIEPTHOM
OpraHu3alMH.

8. HpI/I IMPOBCACHNH MHCIICKIIMKW MHCIICKTOPLI HC BBICTYIIAIOT B POJIN
KOHCYJIbTAHTOB, CO6J'IIOI[aIOT KOH(l)I/II[eHHI/IaJ'ILHOCTB CBGI[GHPIFI, MOJIy4acMbIX B
IMpOoNHeCCC MOATroTOBKU M IMTPOBCACHUA HHCIICKIINH, 4 TAKIKE COXPAHATIOT
KOHCI)I/II[CHHI/IEIJ'IBHOCTB PE3YyJIbTATOB HHCIICKIH.
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NHcneknronHas rpynmna, BeAyIuil HHCTIEKTOP (PYKOBOJIUTENb TPYIINbI) U
YJICHBI, YYaCTBYIOIIIHME B IPOBEJACHNN MHCTICKTUPOBAHUS TTPOU3BOJICTBA, HE MPUHUMAIOT
y4acTHE B JEATENbHOCTH, KOTOPAs MOBJIUSET HA HE3aBUCUMOCTD UX CYXKIACHUN WU UX
OeCIpPUCTPACTHOCTh B OTHOIIICHUH PE3yJIbTATOB MIPOBEACHNS MHCTICKTUPOBAHUS
MIPOU3BO/JICTBA, HE SIBJISIIOTCS pa3pab0OTUMKAMHU, MPOU3BOAUTEISIMU, TOCTABIIUKAMU
MEJUIIMHCKUX U3JICIIUMA, HE OCYIIECTBISIOT TEXHUYECKOS 00CITyKBaHUE (PEMOHT)
MEUIIMHCKUX U3JICIIUM, OIIEHKY KOTOPBIX OHH MPOBOJIAT, WU HE SBJISIOTCS
MPEJCTaBUTEIISIMU pa3padoTUMKa, MPOU3BOAUTENS, TOCTABIIIMKA MEIUITUHCKUX
W3JICTIUN, JTUII, OCYIIECTRIISIOMINX TEXHUYECKOE 00CTy)KMBaHNE (PEMOHT) MEIUITMHCKUX
W30CIINH.

9. IIpoaoKUTENBHOCTh MHCIIEKITUU OJTHOU IUTOMIaAKU (y4acTKa) 3aBUCUT OT
o0BbeMa BHITIOJIHAEMOU pabOThI, THIIA U CIIOKHOCTH MPOU3BOICTBEHHBIX MPOIIECCOB.

I'naBa 2. Ilopsinok npoBegeHUs HHCIEKIUN MEeAUINHCKUAX U31eIU il

10. 1151 mpoBeieHUSI MHCTIEKIIUK 3KCIIEPTHAS OPTaHU3ALMS B X0/1€ MPOBEJICHUS
AKCIIEPTHBIX PabOT HANIPABIISIET 3aBUTEIIO YBEIOMIIEHHE O HEOOXOIUMOCTH
MPOBEICHUS MHCIICKIIUY TPOU3BOJICTBA.

[TpoAOMKUTETLHOCTh OPraHU3alMK U IPOBEICHUSI MHCIICKIIUU HE MPEBBIIIACT
120 (cTo nBaanaTh) KajaeHIAPHBIX JHEWU CO JIHS MOJa4YM 3asBUTEIIEM 3asBJICHUS Ha
MPOBEJICHNE UHCTIEKIIMU MEAUIIMHCKOTO U3/ICNIUSI Uepe3 «JIMYHbIN KaOUHET)
OCPEJICTBOM MH(DPOPMAIIMOHHOM CHCTEMBI SKCIIEPTHON OpraHU3aIliH.

Cpoku opraHu3aliy U IPOBEICHUS MHCIIEKIIMA HE BXOAT B CPOK MPOBEACHUS
AKCTIEPTU3bI METUIIMHCKUX U3JICIIUNA, OCYIIECTBISIEMON B MOPSJIKE, MPETyCMOTPEHHOM
npukazom Ne KP JICM-10.

11. 3asBUTENH MOCIIE MOTYUYECHUS YBEJOMIIEHUSI O HEOOXOAUMOCTH MTPOBECHUS
WHCIIEKIIMU 3aKJIF0YAET I0rOBOP HA MPOBEICHUE UHCIIEKIIUU U YEPE3 «JIMYHbIN
KaOMHET» MOCPECTBOM UH(POPMAITMOHHON CUCTEMbI SKCTIEPTHOM OpraHu3aIuu
PEAOCTABIISET CIAEAYIONINE JOKYMEHTHI:

1) 3asiBieHHE HA TPOBEACHUE UHCIIEKIIUH MPOU3BOACTBA METULIMHCKOTO U3ETUS
o gopme corjacHo npuioxkeHuto 1 k Hacrosmmm IIpasunam;

2) pyKOBOJICTBO MO Ka4€CTRBY;
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3) TexHUYeCcKui (aiii Ha METULIUHCKOE U3/IeJINE U 10ChE TPOU3BOACTBEHHOIO
y4acTKa;

4) nepedyeHb MEAUIMHCKUX U3JETUN, TPOU3BOIUMBIX (TUIAHUPYEMBIX K
MIPOU3BO/ICTBY) Ha MPOU3BOJICTBEHHOM y4acTKE;

5) KOITMIO OTYECTA O pE3yJibTaTax NPOBCACHUSA IMOCICAHCTO HHCIICKTUPOBAHUA
IMpOMU3BOACTBA,

6) KOIIHIO OTYETa O PEe3yJIbTaTax MPOBEICHUS MTOCICIHETO ayUTa CUCTEMBI
MEHE/DKMEHTA KaueCTBa MEAMIIMHCKUX U3ICIHH (JUTsl CepTUDHUIIMPOBAHHBIX CHCTEM
MEHEIH)KMEHTa KauecTBa).

3asBUTENIEM MPEIOCTABIISIIOTCS IOKYMEHTHI B JIEKTPOHHOU (popMe C MepEeBOIOM
Ha Ka3aXCKUM U (WIH) PyCCKHI SI3BIKU.

CpokK 3aKiII04eHHs JOTOBOpA 3asBUTENIEM HE BXOJUT B OOIIMI CPOK OpraHU3aIiU
Y IIPOBEJEHUS HHCIIEKIINH, IPETYCMOTPEHHBIN MyHKTOM 10 HacTosmux [Ipasui.

12. DxcnepTHasi opraHu3alus pacCMaTpyBaeT MPEJACTaBICHHbBIE JOKYMEHTHI B
TeueHue 15 (MmATHAAUATh) KAJICHAAPHBIX JHEH.

IIpu peacTaBieHnH 3asBUTEIEM HEITOIHOTO KOMIUIEKTA JOKYMEHTOB,
SKCIIEpPTHAs OpraHu3alus B TeueHue S5 (MITh) KaJeHAapHbIX IHEH OCPEICTBOM
UH(OPMAIIMOHHON CUCTEMBI 3KCIIEPTHOM OpraHU3allMK HAMPABIISET 3asiBUTENIO TUCHMO
(B MpoU3BOJIbHOM (pOpME) C YKa3aHUEM BBIABICHHBIX 3aMEUaHUN U HEOOXOAUMOCTH HX
YCTpaHEHHUsI B MIOJTHOM 00bEME B CPOK, HE MpeBbIaromuii 60 (1ecTbaecsT)
KQJICHTAPHBIX THEW.

CpOK YCTPAHCHUA 3aMEYaHUuM HE BXOJUT B CPOK IMPOBCACHNA NHCIICKTUPOBAHUS.

13. IIpy BO3HUKHOBEHUY JOMOIHUTEIBHBIX BOITPOCOB, KACAKOIIUXCS CBEICHUM,
MPE/ICTABJICHHBIX 3asIBUTEIIEM B OTBETE Ha MPEAIIECTBYIOIINAN 3aPOC, 3aIBUTEIb B
teueHue 30 (TpUaLAaTh) KaJCHAAPHBIX JHEH C MOMEHTA MOJYyUYCHHS 3apoca HaMpaBIIsieT
OTBET U HEOOXOIMMBIC JOKYMEHTHI B SKCIIEPTHYIO OpPraHU3aIIHIo.

[Ipu HEe ycTpaHEeHUH 3asgBUTENIEM 3aMEYaHHUK MO0 HAPYIICHUH YCTAaHOBJICHHOTO
CpOKa 3asIBUTEIO HAIMPaBJISETCs yBEAOMIIEHHE 00 OTKa3e B MPOBEICHNUN WHCIIEKIIUH.

14. DxcneptHas opranuzaius GopMupyeT rpaduk HHCIEKIIMNA HA OCHOBAHUH
3asBJICHUM HA MPOBEICHUE UHCIICKIUU.
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15. 3assBuTeNbh 00OECTIEYNBAET COMPOBOXKICHNE WHCIIEKITMOHHON TPYIITIBI
NepcoHaIOM CyOBheKTa MHCIIEKTUPOBAHUS U MEepeBoia UH(POpMAITUK Ha Ka3aXCKUN U
(Wn) pyCCKHi SI3BIKU (TIPU HEOOXOAMMOCTH) BO BPEMS TPOBEICHUS MHCTICKITUH.

16. MncnekuuonHas rpymnma o0ecrneunBaeT pa3padoTKy MpOrpaMMbl MPOBEACHUS
MHCIEKIUHU MPOU3BOICTBA MEAUIIMHCKUX U3JENNHN (1aee — mporpaMma UHCTIEKIMH) 1O
(dopme cornacHo npuiiokeHuro 2 K HactosmuM [Ipasunam. IIporpamMmma nHcniekuu
HanpaBJseTcsl CyObeKTY MHCIEKTUPOBAHUS 3a 7 (CeMb) KaJleHAApHBIX AHEN A0 Hadaja
WHCIEKIIMA Ha 0OBEKTE.

HporpaMMa HHCIICKIIMH BKJIFOYACT I/IH(i)OpMaIH/I}O 0 O, CpOKax MHCIICKIINH,
HJICHax HHCHCKHHOHHOﬁ T'pymiIibl, IPEAMETC U MOPAAKE IIPOBCACHHA NHCIICKI WU,
IMPOU3BOACTBCHHLIX Y4YaCTKaXx, IIponeccax, MmoMICKallinux NHCIICKTUPOBAHUIO, I10
ITPOBCACHUTIO o630pa CHUCTEMBI KaU€CTBa U ACATCIBHOCTH HA 00BEKTE ITPON3BOACTBA.

17. PykoBOAMTENb MHCIIEKIIMOHHON TPYIIIBI pacnpeaenser QyHKIHUH B
WHCIICKIIMOHHOW TpYyTIIIE.

18. I1pu npoBeeHUH IEPBUYHOTO UHCIIEKTUPOBAHUS POU3BOACTBA
WHCIIEKIIMOHHAs TpyNna MPOBOJAUT HHCIEKTUPOBAHUE ITPOU3BOJICTBA BCEX 3asIBJICHHBIX
MPOU3BOJIUTENIEM MEAUIIMHCKUX U3IEIUN TPOU3BOICTBEHHBIX, ayTCOPCUHTOBBIX
(KOHTPAKTHBIX ) POU3BOJCTBEHHBIX IJIOMIAI0K (YYACTKOB).

19. ITpu npoBeeHUU MHCIIEKIUU B IPOTpaMMy MHCIEKLIUN BHOCATCS U3MEHEHUS
U (WJIK) AOMOJIHEHMS] P OOHAPY>KEHUH HECOOTBETCTBUN TPEOOBAHUSIM K BHEPEHUIO U
NOJJIEP)KAHUIO CUCTEMBI MEHEJDKMEHTA KauyeCTBAa MEJULMHCKHUX U3JIEIUH,
peyCMOTPEHHBIMU NIPIIIOKEHHEM 3 K HacTosuuM [IpaBuiiaM u (Mam) perieHuem
EOQK Neo 106 (nanee — HeCOOTBETCTBUS ), MPEACTABISAIONINX COOOM BHICOKUM PUCK TTO
OTHOILIEHHUIO K KaUe€CTBY MEIUIIMHCKOTO U3/EJus, IPOLIECCY WM CUCTEME KauecTBa.

20. CyObeKT HHCIIEKTUPOBAHUS COTPYAHUYAET C MHCIIEKIIMOHHON TPYIION U
CO3/1a€T yCJIOBUS JUIsl IPOBEACHUS MHCTIEKIIMK. B X0/1e TpoBeieH s] HHCTIEKITUU
CyOBEKT MHCTIEKTUPOBAHMSI MPEICTABIISIET MHCIIEKIIMOHHOM TPYTIe HEOOXOUMYIO
uH(pOpMaIIO, JOKYMEHTHI, 3alMCH, 00eCIIeYnBaET JOCTYI K MOMEIICHUSM,
Y4acTBYIOIIUM B TPOU3BOJICTBEHHBIX MPOIECCAX U B MPOIECCAX KOHTPOJISI KAYECTBA.
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21. Ilpu npoBeIeHNN MHCTIEKIIUU YWIEHbl HUHCIEKIIMOHHOM TPYTIIBI
PYKOBOJICTBYIOTCSI TPEOOBAaHUSAMH K BHEAPECHUIO, TTOICP>KAHUIO U OIIEHKE CUCTEMBI
MEHEIPKMEHTa KaueCTBa MEAUIMHCKUX U3JIETUI, TPEAYCMOTPEHHBIMU MPUIOKEHUEM 3
K HactosiiuM [IpaBunam u (nnun) pemenuem EDK Ne 106.

22.B X04€ MHCIICKIINH YJICHBI HHCHGKHHOHHOﬁ I'PYIIIBI IIPOBOAAT OITPOC
OTBCTCTBCHHBLIX JIMII IIPOU3BOJIUTCIIA, H3,6J'IIOI[€HI/I€ 3a ACATCIIbPHOCTBIO Ha pa60qI/IX
MCCTax M U3y4daroT:

1) mpoiiecchl TPOSKTHUPOBAHUS U Pa3pabOTKH, €CITU OHU BKITIOYEHBI B CUCTEMY
MEHEI)KMEHTa KaueCTBA MPOU3BOIUTENS MEIUITUHCKOTO U3JIEIIHUS;

2) mpotiecchbl BXOJIHOT'O KOHTPOJISL ChIPbsl U MATEPUAIOB;

3) IMPONHCCChI ITPONU3BOJACTBA U BBIXOAHOI'O KOHTPOJIA, B TOM YHUCJIC YIIPABJIICHUA
KOHTPOJIbHBIM, HBMCPUTCIIbHBIM U UCIIBITATCIIbHBIM 06Op}II[OBaHI/I€M, METOAbI
KOHTPOJIAA U HCIIBITAHUM HA BCEX ATamnax IMpOU3BOACTBA, OpraHMu3aluro YCJ'IOBI/II\(JI
XpaHCHM:A, BUJOB YIITAKOBKH, MAPKUPOBKHW MCIUITNHCKUX HSI[GHHﬁ;

4) nporecchl ynpaBiaeHUs TOKYMEHTAIlUE! U 3alTUCAMM;
5) mpo1iecchl KOPPEKTUPYIOUTUX U TIPEAYPEKTAIOMNX JEeHCTBUM;
6) MpOIIECChl, CBA3aHHBIE C TOTPEOUTEIeM MEAUITMHCKUX U3/IETUH.

[Tonyuennas undopMaius oTpakaeTcsi B pabounx 3amucsax 4JeHOB
VWHCHIEKIIUOHHOW TPYIIIIHL.

23. acnekuuoHHas rpyIa py NpoBEICHUY NMHCIIEKIUU:

1) npu HapylIeHUH YCIOBUI XpaHEHUs, TPAHCIIOPTUPOBKH, IPOU3BOJICTBA,
BJIMSIONIMX Ha Ka4e€CTBO M 0€30IaCHOCTh MEIULIMHCKUX U3EIUH, OCYIIECTBISIET OTOOP
00pa31oB MEIUIIMHCKUX U3I€TUHI JI1 IPOBEACHUS JIa0OPAaTOPHBIX UCIIBITAHUN;

2) OCYIIECTBISAET ayu0 (BUIEO) 3aMUCh U (POTOCHEMKY, a TAK’K€ CHUMAET KOIUU
C JOKYMEHTOB B KaU€CTBE CBUCTEILCTB IPH BBISIBJICHUN HECOOTBETCTBUI;

3) mosty4aeT oT CyObeKTa MHCIIEKTUPOBAHMSI PA3bsICHEHHS TI0 BOIIPOCAM,
BO3HUKAIOIIUM BO BPEMsI UHCIIEKIIUY;

4) YBCAOMIIACT IPOU3BOAUTECILA O HCO6XOI[I/IMOCTI/I MpUHATUA MEP B OTHOILICHUU
BBISIBJICHHBIX HECOOTBETCTBHH.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 07.04.2023
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 04.07.2025

e. ‘ ﬂ ' ,' 3TaHOHHBIf/’I KOHTpO.TII)HHﬁ 68.HK HOpMaTI/IBHLIX HpaBOBbIX aKTOB IlaTa pe,uaKqu 07 04 2023
p K P
eCl'ly6JH/IKI/I a3axCTaH B BHCKTpOHHOM BHJIC I[aTa CKauMBAHHS 04072025

24. Ilpu HaMU4YMU HECOOTBETCTBUU PYKOBOJIUTEIb NHCIIEKIIMOHHOW TPYIIbI
COCTABJISIET MMPOTOKOJ HECOOTBETCTBUM 1O (hOpPME COTIIACHO MPUIIOKEHUIO 4 K
HacrosiuM [IpaBunam. [TpoTokos HECOOTBETCTBUM cocTaBiseTcs B 2 (11Ba)
AK3EMILIAPAX, NOAMNUCHIBAECTCA YIEHAMHU HHCIIEKIIMOHHOW rpynnbl. OIMH 3K3EMIUISP
nepeaaeTcs CyoObeKTy HHCIIEKTUPOBAHUSI, IPYTON — B AKCIEPTHYIO OpraHU3aIlUIo.

25. Ilo pe3ynapTaram MHCHIEKIIMHU ITpou3BojicTBa B TeueHue 30 (TpuaiaTh)
KaJIeHJapHBIX THEeH (HOpMUPYETCs OTUET O pe3yabTaTaX MHCIICKIIMU TPOU3BOICTBA
MEJUIIMHCKOTO U3AeNus (J1ajiee — 0T4eT) 1o (hopMe COTJIACHO MPHUIIOKEHUIO 5 K
HacrosimuM [IpaBunam. OTyeT cocraBisieTcs B 2 (Ba) SK3EMILIAPax, U3 KOTOPBIX
NIEPBBIA HAMPABISAETCS CYyObEKTY MHCIIEKTUPOBAHMUSI, BTOPOM OCTAETCS B AKCIIEPTHOM
OpraHU3allMU U BKIIOYAETCS B PETUCTPALIMOHHOE JI0ChE€ MEIUIIMHCKOTO U3/ICITHSI.

Otuet AeiicTBUTEINICH B TeUeHUE 3 (TPH) JIET C IaThl MIOCIECAHETO JHS UHCTICKIIUH.

26. Jlng npoBeAeHUs] THCIEKIUU 0€3 MOoCceeHUs] 00BbEKTa NHCIIEKTUPOBAHUS
CyOBEKT MHCTIEKTUPOBAHUSI IPUIIAraeT JOKYMEHTBI COTJIACHO MPHUIIOKEHUIO 6 K
HacTosiiuM [IpaBusnam.

OTuer o pe3yJsibTaTax HHCHEKIUU 0€3 MOCEIICHHs] HHCTIEKTUPYEMbIX 00bEKTOB
COJICPKUT YKa3aHHE, YTO MHCIIEKIUS MPOBE/ICHA HA OCHOBAHUU JUCTAHIIMOHHON
poOBepKH 0€3 MOoceeHusI TPOU3BOACTBEHHOM IIOMIAIKH (Y4acTKa).

27. Ilpu BBISIBICHUH HECOOTBETCTBUIA MPU MIPOBEICHUN WHCIIEKITNH, CYOBEKT
WHCIIeKTUpOoBaHus He no3aHee 30 (TpuauaTh) KaJICHAAPHBIX JHEH CO JTHS MOTy4YeHUs
OTYETA, HAIIPABJISAET B IKCIEPTHYIO OPTaHU3ALMIO OTBET C MPUIOKECHUEM IUIAHA
KOPPEKTUPYIOIINX U MPEAYNPEKIAIONINX ICUCTBUN U OTYETA O €O BHIIIOJIHECHUU.

28. B Teuenue 15 (marHaamnaTh) KajaeHIApHBIX THEH CO JHS MOTYUYSHUS
YKa3aHHOT'O OTBETa MHCIEKI[MOHHAS IPYIINa OCYLIECTBIISIET OLIEHKY MOJHOTHI U
Ppe3yJIbTATUBHOCTHU IJIaHA KOPPEKTUPYIOIMIMX U MPEAYTPEKIAIONINX ACHCTBUN U OTUETA
0 €ro BBITTOJIHEHUH.

29. Pe3ynbTaThl OLIEHKU JOMOIHSAIOTCS MHCIIEKIIMOHHOM TPYNION B pa3aeibl S U
6 oTueTa MHCIIEKIIUH.

30. OnuH 3K3eMIUISIp OTYETA MO pe3yJibTaTaM OLIEHKH HAIpaBiIseTCs C
COMPOBOAUTENILHBIM TUCEMOM CYyOBEKTY MHCIIEKTUPOBAHUSA HE Mo3Hee 5 (TISATh)
KaJICHJAPHBIX THEeW CO THS €T0 MOAIMUCAHUs, BTOPOH IK3EMIUIIP XPAHUTCS B apXUBE
AKCIIEPTHOM OpraHu3alllH.
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DKcrepTHas opraHu3anus XpaHuT He MmeHee 10 (ecsTh) JIeT JOKYMEHThI U
3aMuCcH, OTHOCSIIHUECS K MHCTIEKIIUU MTPOU3BOCTBA (OTYETHI O pe3yIbTaTax MPOBEACHUS
WHCTIIEKTUPOBAHUS MTPOU3BOJICTBA; 3aIIUCU O KOHTPOJIE 3 BBIITOJTHEHUEM
KOPPEKTUPYIOIIUX JCUCTBUU MO PE3YJIbTATaM MPOBEICHUA UHCIIEKIIUM, a TAKKE
*ajno0ax v aneyuIsusX Mo pe3yabTaTaM UHCTIEKIIMY TPOU3BOJICTBA).

31. IIpu oT6ope mpod (006pa3iioB) MEIUIIMHCKUX U3ACIIHM, OTYET UHCIICKIIUU
COCTABJISIETCS MOCIIE MTOJTYYEHUS PE3YIBTATOB UCIIBITAHUN OT UCIIBITATEIbHON
nabopaTtopuu.

32. Pe3ynbTaThl NPOBEICHHON MHCIICKIINU SBJISIOTCS HEOTHEMJIEMON YaCThIO
PETUCTPAIMOHHOTO JJOChE MEIUIIMHCKOTO U3JIEIHS U YUUTHIBAIOTCS MPpU POPMHUPOBAHUHU
PEe3yJbTATOB 3KCIEPTU3bI MEAUIIMHCKUX U3JEIHI, OCYILIECTBIISIEMOI B IOPSIAKE,
npeaycMoTpeHHoM Tpukazom Ne KP JICM-10, u SBISIFOTCS OCHOBAHUEM JIJISI IPUHATUS
rOCyJIapCTBEHHBIM OPraHOM PEIICHUH, TPEAYyCMOTPEHHBIX TPUKa3oM MuHucTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 24 nekadps 2020 romga Ne KP JICM-322
/2020 «O06 yTBep>KACHUU TTPaBUJI IPUOCTAHOBJICHUS, 3aIIPeTa WIM U3BATUS U3
oOparieHus MO0 OrpaHUYCHUS IPUMEHEHUS JIEKAPCTBEHHBIX CPEJICTB U MEAUITMHCKUAX
u3zIenuniny (3aperucTpupoBaH B Peectpe rocy1apcTBEeHHON perucTpaiii HOpMaTUBHBIX
npaBoBbIX akTOB oA Ne 21906).

33. CBeaeHus O MPOBEAEHHBIX MHCIIEKIUAX MPOU3BOICTBA MEAUIIUHCKHUX
V3NN €KEKBAPTAIbHO HAIIPABIISIOTCA SKCIIEPTHON OpraHu3anuen B
roCyJIapCTBEHHBIN OopraH o Gopme CorjiacHO MPUIoKEHUo 7 K HacTosuuM [IpaBunam.

34. CyObeKT MHCIIEKTUPOBaHUS UH(DOPMHUPYET SKCIEPTHYIO OPraHU3aLUI0 00
U3MEHEHUSIX B OpraHU3alliy, BIUAIOMUX Ha HHPOPMAIUIO, YKa3aHHYIO B 3asBKE O
pe3yJsibTaTax MpOBEIECHUS HHCIIEKTUPOBAHUS POU3BOICTBA (MI3MEHEHUE HAa3BaHUS,
azpeca MPOU3BOAUTEI U MPOU3BOACTBEHHBIX MJIOMIAJ0K, IPOU3BOICTBEHHBIX
IIPOLIECCOB) TIOCJIE IPOBEIECHNS HHCIIEKIUH.

35. Ilpu Hecoryacuu ¢ pe3yibTaTaMy MPOBEJACHHON UHCTIEKIIUU CyOBEKT
WHCIIEKTUPOBAHUSI 00XKaTyeT UX B MOPSAJIKE, YCTAHOBICHHOM 3aKOHO1aT€JIbCTBOM
Pecny6nuku Kazaxcran o rpakIaHCKOM CYJIOTIPOU3BO/ICTBE.
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[Ipunoxenue 1 x npaBuiIam
MPOBEJICHUS UHCTIEKIIAMN
MEJIUIUHCKUX U3ASTINI

3asiBjieHHe HA NMPOBCACHUEC HHCIICKIIMH IMTPOU3BOJACTBA
MEAUIMHCKOIo u3J1e/Jins

1.  Tum MHCTIEKTUPOBAHHUS: MepBUYHOE O
IUIAHOBOE O
BHEIUIAaHOBOE O
2. ToproBoe HAaMMCHOBAHNE MEIMULUHCKOTO (MEIUILIMHCKHX) U3EUs (M3e-  Ha Ka3aXCKOM SI3bIKE:
i) Ha PYCCKOM SI3BIKE:
3. Kiacc B 3aBUCHMOCTH OT CTEHICHH ITOTEHI[HAIBHOTO PHCKA IPHMEHEHHS Kiacc 1 - ¢ HU3KOM CTENEHbI0 pUcKa O
MCHLIMHCKOTO H3CTHA Kiacc 2a - co cpenHeit cTenenpo pucka o
Kitacc 20 - ¢ NOBBIIICHHOH CTENEHBIO PUCKa O
Kiacc 3 - ¢ BBICOKO# CTENeHbI0 pUCKa O
4.  JlanHble CyOBEKTa MHCIICKTHPOBAHUS (HAMMEHOBAHHE IOPUANYECKOTO -  4.1. mpou3BoauTeNb (HaMMEHOBAHHUE):
1a (MHIMBHYAILHOTO NPEANPHHIMATENS)): 4.1.1. ropuuyeckuii apec, GakTHUECKui anpec, Teneon
(dpaxc), e-mail
4.2. npou3BOACTBEHHAs IUIOIIA/IKa (HAUMEHOBAHUE):

4.2.2. ropundeckuil anpec, pakTHiecKuil axpec, Tenedox
(pakc), e-mail

4.3. KOHTpaKTHas # (WIN) ayTCOPCUHTOBAS TPOU3BOI-
CTBEHHasl [UIolaKa (HaMMEHOBaHKe, aJpec):

5  IlpenBapuTenbHbIE CPOKH HHCIIEKTUPOBAHUS
6.  ®opmar npoBeaeHHU UHCIEKIINT
7. JloroBop Ha NpoBeJEHHE UHCIIEKLIUU Homep

JHara

3asBUTEIIb:

IOpUIMYecKuil aapec, paktruueckuit aapec, renedon/dpakc, e-mail

damumimsi, UM, 0T4ECTBO (TIPH €0 HAJIMYHMH) JOBEPEHHOTO JIUIA

IOpUIMYeCKUH azpec, hakTHaecKuil anpec, Tenedon/pakc, e-mail
HO/IITHCh
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[Ipunoxenue 2 xk npaBuiIam
MPOBEJICHUS UHCTIEKIIAMN
MEJIUIUHCKUX U3ASTINI

IIporpaMmMma npoBeeHUss MHCIIEKIUU NIPOU3BOICTBA
MEIUIUHCKUX U31eJIul

[lepuon mpoBeeHUS C «__ » Mo «__ » 20 rogna

HanmmeHoBaHue CY6’I)€KTa HHCIICKTUPOBAHUC

Llenp nHCTIEKITUMN

HCpG‘IGHB IMPOU3BOACTBCHHLIX INIOIIAJ0K, IMOICKAIMUX NWHCIICKIINHN
(321HOJ'IH$I€TC$I IIpH IPOBECACHUHN MHCIICKINH HCCKOJBbKUX ITPOU3BOJACTBCHHBIX HJ'IOI.H&I[OK)

Ne i/ HaumenoBanue u MECTOPACIIOJIOKEHUE (CTpaHa, ropon, HaceJICHHBIN HyHKT) ﬂaTa IIOCCHICHUS

OcHoBaHue AJIAA IIPOBEACHU S MHCIICKIUHA ITPOU3BOACTBA

CocTaB MHCIIEKIIMOHHOM TPYIIIBI

Ne /i ®.1.0. (pu ero HaIu4YKu1) UHCIICKTOPOB JlomkHOCTD Craryc (pyKOBOAUTEb, YJICH)

['padux npoBeieHrs UHCTIEKITUU POU3BOJICTBA

Ne | [ara, ITpoHN3BOACTBEHHBIE YYACTKHU, IIOAPA3ACIICHHS, CHCTEMBI, TPOLIECCHI, IO~ Us- IpencTaBUTeNN OpraHU3aLNH-
I BpeMs JIe)Kalue HHCIEKTUPOBAHUIO CIIeK- TIPOM3BOUTEIL
/m TOp

PykoBojuTenb HHCIIEKIIMOHHON TPYIIIIBI

MOJIUCH ®.1.0. (pu ero HaNU4INN)

UneHbl HHCIEKIIMOHHON T'PYTIIBI

MO/ITHCH @®.1.0. (pu ero HaIu4Km)

« » 20 T.
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[Ipunoxenue 3 xk npaBUIIaM
MPOBEJICHUS UHCTIEKIIAMN
MEJIUIUHCKUX U3ASTINI

Tp@ﬁOBaHHH K BHCAPCHHUIO, MOAACPKAHUIO U OICHKE CUCTCMbI MCHE/I’)KMCHTA
KavyecTBa MeIUIIMHCKUX M3/1eJIui

1. IIpousBoAUTENN MEAUITMHCKUX U3IETUH (32 UCKITIOUCHHEM ITPOU3BOIUTENIEH
MEMIIMHCKUX U3JIeNIUN Ki1acca MOTEHIIMAIbHOTO PUCKa TPUMEHEHHS | U HECTEPUIIbHBIX
MEIMITMHCKUX U3JEIUN Kilacca MOTEHIUATIBHOTO PUCKa MPUMEHEHUS 2a) 110
NpeACTaBICHUS IOKYMEHTOB Ha SKCIIEPTU3Y U PETUCTPALINIO METUIIMHCKUX U3ICIIUM
BHEAPSIOT CUCTEMY MEHEPKMEHTA KaueCTBa MEAUIIMHCKUX U3JICTTUA B 3aBUCUMOCTH OT
KJIacca MOTEHIIMAIBbHOTO PUCKA UX TPUMEHEHUS.

2. [Ipon3BoauTeNy CTEPUIBHBIX MEAUIIMHCKUX U3JIETNI KIacCOB
NOTEHLMAIIBHOI'O PUCKA TPUMEHEHUS 2a U 20 10 IpeICTaBIEHUs JOKYMEHTOB Ha
DKCIIEPTU3Y U PETUCTPALMIO MEAULMHCKAX U3JEINI BHEAPSIOT CUCTEMY MEHEJDKMEHTA
KayecTBa MEUIIMHCKUX U3/IETTUH B COOTBETCTBUM C MEXKIyHApOIHBIM cTanaapToM [SO
13485:2016 «13aenus menunuackue. CucTeMbl MEHEIPKMEHTA KauecTBa. TpeboBaHuUs
Uil perynupoBanusy (nanee — cranaapt [SO) 3a uCkIroueHneM BHEIPEHUS IPOLIECCOB
IPOEKTUPOBAHUA U Pa3pabOTKH.

3. [IponsBoauTEN MEAUIIMHCKUX U3IEIUN KJIacca MOTEHIIMAIbHOTO PUCKA
IPUMEHEHUS 3 10 MPEACTABICHUS JOKYMEHTOB Ha SKCIIEPTU3Y U PETUCTPALIUIO
MEIULIUHCKUAX M3IEJINA BHEAPSIOT CHCTEMY MEHEKMEHTA KaUeCTBA METUIIMHCKUX
U3JIEJUI B COOTBETCTBHHM cO cTanaapToM ISO, BKirouyas mpouecchl NpOEKTUPOBAHUS U
pa3paboTKH.

4, I[J'IH BHCAPCHUA CUCTCMbI MCHCIPKMCHTA Ka4CCTBA MCIUITNHCKNX I/IS,Z[eJII/Iﬁ
IIPON3BOANUTCIIb MCANITNHCKUX HSHGHHﬁZ

1) pazpabarbiBaeT JOKyMEHTUPOBAHHbBIE TPEOOBAHNUS K YIIPABICHUIO PUCKaMHU Ha
BCEX 3TaIlaX )KU3HEHHOI'O IUKJIA MEJULIUHCKUX U3JIEIUM;

2) ompenensieT MpoIecChl, HEOOXOIUMBIE ISl pe3yJIbTaTUBHOTO
(GYHKIIMOHUPOBAHMS CUCTEMBI MEHEKMEHTA Ka4eCTBA MEAUITMHCKHUX U3ICIUH (Janee —
MIPOIIECCHI), ¥ PUMEHEHHUE TIPOIIECCOB B OPTaHU3AINHU-TIPON3BOIUTENEC METUIIMHCKUX
U31CIINM;
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3) OMnpCACIIACT MOCIACA0BATCIIBHOCTD N B3AMMOCBS3b ITPOICCCOB,

4) onpenensieT KpUTEPUU U METO]IbI, HEOOXOUMBIE ISl 00ECTICUCHUS
pPEe3yJIbTaTUBHOCTH, KaK IIPU OCYILIECTBICHUH IIPOLIECCOB, TaK U MPHU yIPABICHUU
POLIECCAMU;

5) o0OecrieynBaeT HaJIM4KME YCIOBHM MPOU3BOJICTBA, PECYPCOB U MH(POPMALIUH,
HEOOXOIUMBIX JIJIS1 HOAJEPKAHMS POLECCOB U OCYIIECTBICHHSI MOHUTOPUHIA
IPOLIECCOB;

6) OCYHICCTBIIAICT MOHUTOPUHT', U3MCPCHHUC 1 aHAJIU3 ITPOLICCCOB,

7) mIpuHUMAET MEPbI, HEOOXOIUMBIE JIJIsl JOCTUXKEHHUS 3allIaHUPOBAHHBIX
pPe3yJbTAaTOB U MOJIIEPKaHUs PE3YJIbTaTUBHOCTHU MTPOIIECCOB.

5. Bce pineMeHThl CUCTEMBI MEHEPKMEHTA KAUeCTBA MEIUIIMHCKUX U3ICITUNA
(opraHu3aMoHHas CTPYKTypa, METOJIMKH U OITUCAHHE MPOIIECCOB) 0OPMIISIOTCS
JTOKYMEHTAJIBHO U OAACP>KMBAIOTCS B AKTYaJIbHOM COCTOSTHUM.

6. I[OKyMeHTaIII/IH CHCTEMBI MCHCI)KMCHTA Ka4CCTBa MECAUITMHCKOI'O U3OCIHU
COACPIKUT OIMMCAHUNC!:

1) TpeOGoBaHMIl K TEXHUYECKUM XapaKTEPUCTUKAM MEIULMHCKOTO U3EIINs,
CTaHJIapPTOB WJIM OTJEIbHBIX pa3/ienoB (IIyHKTOB, IOJIYHKTOB) IPUMEHIEMbIX
cTaHAapToB. Eciii COOTBETCTBYIOIINE CTAHIAPTHI HE OYIyT MPUMEHSTHCS, ONUCAHUE
CHO0C000B, MPUMEHUMBIX K U3rOTaBIUBAEMBIM MEIUIIMHCKUM U3AETUSIM U
rapaHTUPYIOUIMX 0€30MacHOCTh U 3PHEKTUBHOCTh MPUMEHEHUS MEIULIMHCKOTO
U3JIEINs;

2) METOJI0B U ITyOUHBI KOHTPOJISI TPEThEN CTOPOHBI B Cllydae, €clii pa3padoTka,
MPOU3BOJICTBO U (MJIM) BBIXOJTHOW KOHTPOJIb BBIOIHSIOTCS TPETHEH CTOPOHOM;

3) mpolieccoB MPOU3BOACTBA, KOHTPOJISI KAYECTBA M OOSCIICYCHHS KauyecTBa
MEUIIMHCKOTO U3ENIHS, TIPOLIECCOB M CUCTEMATUUECKUX MEP, KOTOPhIE UCIIOIb3YIOTCS
JUTSI KOHTPOJISI KAa4eCTBA M OOECTICUCHHS Ka4eCTBA MEAUITMHCKOTO U3/IETTHUsI, B TOM YHUCJIE
IPOLIECCOB KOPPEKTUPYIOIIUX U MPEIyHpeKIAI0IIUX 1eHCTBHM;

4) TOKyMEHTOB y4eTa noka3aresel KauecTBa MEAUIIMHCKOTO u3ienus (0OTYETOB O
MPOBEJICHUY BHYTPEHHUX MPOBEPOK, MHCIIEKIINM, O PE3yIbTaTax UCIIBITAHUN U PYTUX
JIOKYMEHTOB);
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5) cpeACcTB KOHTPOJIS 32 IOCTHKEHUEM TpeOyeMOoro KauecTBa MEeIUIITHCKOTO
W3JIeNIUS U pe3yJIbTATUBHBIM (DYHKIIMOHUPOBAHUEM CUCTEMbI KaueCTBA MEUIIMHCKOTO
H3CIus;

6) TJIaHOB, MPOTIEAYP U TIOKYMEHTOB OOpPaTHOM CBSI3U C IOTPEOUTEISIMU (B TOM
YKCJIe MOHUTOPUHTA 6€30MacHOCTU U 3 (HEKTUBHOCTH MEIUIIMHCKOTO U3/IENHS Ha
NOCTIPOAAKHOM FTAIE).

7. Ilpon3BOANTENN MEAUIIMHCKUX U3/IETTUNA, BHEAPUBIINE CUCTEMY MEHEIPKMEHTA
KauecTBa MEIUIIMHCKUX U3JIEIIUN, MOJAEPKUBAIOT €€ B AKTYalIbHOM COCTOSIHUM U
00€ecreynBaloT €€ pe3yIbTaTUBHOCTb.

8. OueHka cucTeMbl MEHEPKMEHTa KauecTBa MEAUIIMHCKUX U3IEIHM POBOAUTCS
JUTSL CIIEYIOIIMX MPOLIECCOB:

1) mpouecchl NPOEKTUPOBAHUA U Pa3pabOTKH, €CJIM OHHU BKIKOYEHBI B CUCTEMY
MEHEJDKMEHTA KauyeCTBa MPOU3BOAUTENS MEIULIMHCKOTO U3CIINS;

2) npouecchl ynpaBieHUus TOKYMEHTalluen U 3alIUCAMU;

3) nmpouecchl TPOU3BOJCTBA U BBIXOJHOTO KOHTPOJIS;

4) mpo1iecchbl KOPPEKTUPYIOIIUX U TIPSy IPEKIAONTUX JCHCTBUM;
5) mporiecchl, CBSI3aHHBIE C TTOTPEOUTEIEM.

Ecau npou3BoauTens MEIUIIMHCKOTO U3/1EIUsI BHEAPUIT CUCTEMY MEHEI)KMEHTA
KaueCcTBa MEIUIIMHCKUX U3JICJIUA B COOTBETCTBUU C TPEOOBAHUSIMU CTAHIAPTOB,
AKBUBAJIICHTHBIX cTaHaapTy [SO, To 1oka3aTenbcTBa COOTBETCTBUSI CUCTEMBI
MEHE/DKMEHTa KauecTBa TpeOOBaHUSM JaHHBIX CTAaHAAPTOB (CcepTU(]HUKAT COOTBETCTBUS,
OTYETHI 00 aAyJIUTE CUCTEMbI MEHEP)KMEHTA KaueCTBA MEIUIIMHCKUX U3ICIIHI)
00ecIeunBalT €€ COOTBETCTBUE HACTOSIIIUM TpeOOBaHMSIM K BHEIPEHHUIO,
MOJICP>KAHUIO U OI[EHKE CUCTEMbI MEHE/PKMEHTA Ka4yeCTBAa MEAUITMHCKUX U3JICTUN B
YaCTH MPOIECCOB U MPOTEAYP, CBI3AHHBIX C PYHKITMOHUPOBAHUEM CHCTEMBI
MEHEDKMEHTa KauecTBa MEAUIIMHCKUX U3EIIHM.

B sTom ciiydae, HHCTIEKTUPOBAHKUE OIPAHUYUBAETCS MPOBEPKOM BHIMOTHEHUS
TpeOOBaHU, OTHOCSIIUXCS K MPOIEeccaM MPOSKTUPOBaHUs, pa3pabOTKU, MPOU3BOICTBA
Y BBIXOJIHOT'O KOHTPOJISI MEIUIIMHCKOTO U3/IEIUs U K MPOLIECCaM, CBA3aHHBIM C
noTpedurtesieM (B 4aCTH MOCTIPOJAKHOTO MOHUTOPUHTA).
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9. OreHKa MpOIIeCCOB MPOSKTUPOBAHUS U Pa3pabOTKH CHCTEMbI MEHEKMEHTA
KauecTBa MEIUIIMHCKUX U3JICIINH BKJIIOYAET B ceO:

1) moaTBepIKAEHNUE HATUYHUS MPOIEYP MPOSKTUPOBAHUS U Pa3pabOTKH (BKIIIOYAsI
yIpaBJeHUE PUCKAMHU);

2) aHanu3 JOKYMEHTOB, OMMCHIBAIOLIUX NPOLEAYPY MPOEKTUPOBAHUS U
OXBaTBIBAIOIIMX MOJEIBHBIN PsiJ MEAULIMHCKOTO U3/IEIINS;

3) noaTBepKACHUE Ha OCHOBE BHIOPaHHBIX 3aMHCEN M0 MPOESKTUPOBAHUIO
MEIUIMHCKOTO U3JIETUsS TOT0, YTO MPOLEAYPHI MPOSKTUPOBAHUS U pa3pabOTKU ObLIU
YCTaHOBJICHBI U IPUMEHEHBI;

4) monTBEpKIEHUE TOTO, UTO BXO/HbIE TJaHHBIE MTPOLIecca MPOSKTUPOBAHUS ObLIH
pa3paboTaHbl C y4eTOM Ha3HAUYEHUSI MEJUIIMHCKOTO U3/IeIH U COOTBETCTBYIOLINX
noJioxkeHuit O0mux TpedboBanuil 6e30nacHOCTU U 3P (PEKTUBHOCTH;

5) ananu3 cnenuduKanuii Ha METUIIMTHCKUE U3ACTHUS B IENIAX TMOATBEPKICHUS
TOT'0, YTO BBIXO/IHbIE JAaHHBIE TPOEKTa MEAUIIMHCKOIO U3/IENHsl, 00ecIeurBaroIIne
6e3omacHOCTh U 3P (HEKTUBHOCTH MEAUIIMHCKOTO U3/IETUS IPU €r0 MPUMEHEHHUH 110
Ha3HAYCHUIO, OBLIIN OIPEJICICHBI;

6) IOATBEP)KIACHHUE TOTO, YTO JACSTEILHOCTD [0 MEHEHKMEHTY pUCKa Oblia
ornpeJieieHa U OCYyIEeCTBIIEHA, KPUTEPHUH IONYCTUMOCTH PUCKA ObLIIM YCTAHOBIICHBI U
SBIISIIOTCS COOTBETCTBYIOIIMMH, JTIFOOOH OCTATOYHBIA PUCK OBLT OLIEHEH U MPHU
HE0OXOIUMOCTH JOBEJICH JI0 CBEICHUSI OTPEOUTENSI B COOTBETCTBUU ¢ OO1muMu
TpeOoBaHUSIMU 0€30MACHOCTU U 3P(HEKTUBHOCTH.

10. OueHka npoueccoB ynpaBieHUsI JOKYMEHTAIIMEN U 3AMUCSIMU CUCTEMBI
MEHEIP)KMEHTa KaueCTBa MEAUIIMHCKUX U3JIETUN BKIIOYAET B ceOsl:

1) moaTBepKaEHUE TOTO, YTO MPOLEAYPHl UACHTU(DUKAILIMH, XPAHEHUS U
ynajaeHus (YHUUTOKEHUS) IOKyMEHTOB U 3alIUCEl (BKJItOUasi yrpaBieHHUE
U3MEHEHMSIMU) ObUIH pa3pabOTaHBbl;

2) NOATBEPKIECHUE HATUYHS TOKYMEHTOB, HEOOXOUMBIX ISl TOTO, YTOOBI
OpraHu3alysi Morjia o0ecreurnBaTh IIAHUPOBAHKE, OCYIIECTBICHUE
IIPOM3BOICTBEHHBIX MMPOLECCOB U YIIPABIECHUE UMU;

3) moATBEPKIACHUE TOTO, YTO JTOKYMEHTAITUS HAa MEAUITUTHCKOE U3/ICITHC
BKJTIOYAET B Cce04:
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CBUJIETEJILCTBA COOTBETCTBUS MEUIIMHCKUX U3JIENIUNA TPeOOBaHUSIM (B TOM YHCIIE
TpeOOBAHUSIM MPUMEHSIEMBIX CTAaHAAPTOB);

OIMHNCaHuC MCAUIIMHCKHNX HSHGHHﬁ, BKJIOYasA MHCTPYKIOHUH 110 IIPUMCHCHHIO,
MaTrcpualibl U cneumbmcaumo;

CBOJIHYIO JIOKYMEHTAIMIO 10 BepU(PUKALIMKU U BAJIUIALMU TPOEKTOB;
MAapKUPOBKY MEIULUHCKUX U3JIEIINN;
JOKYMEHTHI [0 MEHEKMEHTY PUCKA.

11. OreHka nporeccoB MPOU3BOACTBA U BHIXOAHOIO KOHTPOJISI MEAUIIMHCKUX
W3EJINI BKIIFOYAET B CeO4:

1) aHanu3 MpOU3BOACTBEHHBIX TPOLIECCOB M3TOTOBIICHUS CEPUIMHON NPOAYKIIUU
(BKIIrOUas yCIIOBHUS IIPOU3BOJCTBA);

2) OILICHKY MPOIIECCOB CTEPUIM3AIMHU (JI7I1 MEAUIIMHCKUX U3JICJIUM, BBIITYCKAEMbIX
B CTEPUJIBHOM BHJIE), B TOM YHCIIE:

OINPEJENIEHUE TOTr0, YTO MPOLIECCH] CTEPUITU3ALMH ObUIH JOKYMEHTUPOBAHBI,
3aMKCH MApaMeTPOB MPOLECCA CTEPUITU3ALMHM JIUIS KaXKIOW CTEPUIIN3yEMON MapTUu
MEIUIMHCKUX U3JIETUIN MOIIEP>KUBAIOTCS B paO0YEM COCTOSHUU;

OIIPCACICHUC TOI'0O, YTO IMPOUCCC CTCPUIIN3AITNN OBLI BaJIMAWUPOBAH,

3) MOATBEPIKAEHUE TOTO, YTO MPOLIECCHI TPOU3BOACTBA SBJISIOTCS YIIPABISIEMBIMU
U KOHTPOJIUPYEMBIMU U PYHKIIMOHUPYIOT B COOTBETCTBUU C HOPMATUBHOU
JOKYMEHTAIMEH, a TakKe MOATBEPKAeHUE 00ecrieueHus: HEOOXOAMMOI0 YPOBHS
KOHTPOJISL IPOIYKUMHU U (MIIH) YCIIYT KPUTUYECKUX MOCTaBUIUKOB;

4) moaTBEepKICHUE UICHTU(DUKAIIMN U TPOCICKUBAEMOCTH MEAUITUHCKUX
M3ETUN U MPOLIECCOB UX MPOU3BOACTBA, & TAKIKE UX COOTBETCTBUS TEXHUUECCKUM
YCIIOBUSM;

5) moATBEpAKAEHUE TOTO, YTO EATEIIBHOCTH MO BBIXOAHOMY KOHTPOJIIO
MEUIIMHCKUX U3JIeNIUA 00eCIeYnBaeT COOTBETCTBUE MEIUIIMHCKUX U3 B
COOTBETCTBHH C HOPMATUBHOM JTOKyMEHTallUel 1 Obljia JOKYMEHTUPOBAHA.

12. Ouenka npoueccoB KOPPEKTUPYIOMINX U MPETyTPEKAAOIUX ASHCTBUM
CUCTEMBbI MCHEDKMEHTA KaueCTBa MEIUITMHCKUX M3/ICIUi BKIIFOYaeT B ceOsl:

1) moaTBEpKAECHUE TOTO, YTO MPOIEAYPhl KOPPEKTUPYIOIIUX U
IpeaynpekIaIINX AeUCTBUI ObUIH pa3padOTaHBbI;
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2) MOATBEPKIEHUE TOTO, YTO CPEJICTBA YIPABIICHUS MPEMATCTBYIOT
pacrpoOCTpaHEHUIO MEAUIIMHCKUX U3/IETTUN, KAaUueCTBO KOTOPBIX HE COOTBETCTBYET
TpeOOBaHUSIM, IPEABIBISAEMBIM MPU HKCIIEPTU3E METUIIMHCKUX U3/IETTUN B TIOPSIJIKE,
yctanoBieHHOM TpukazoM Ne KP JICM-10, a takxxe OOuuM TpeOoBaHUSIM
6e3omacHOCTH U 3G(HEKTUBHOCTH MEIUIIMHCKUX H3CIIHNA, yTBEPKICHHBIM Permennem
Konneruu EBpaszuiickoii skoHoMuyeckoi komuccuu ot 12 despans 2016 roga Ne 27;

3) moATBEPKIAEHUE TOTO, YTO KOPPEKTUPYIOIINE U MPEAYIIPEKAAIOIINE IEHCTBUS
SIBJISIFOTCS pE3YJIbTaTUBHBIMU,

4) MOATBEPKICHUE TOT0, YTO TPOU3BOIUTEIb METUIIMHCKOTO U3/IETUs
paspaboTain 3¢ heKTUBHYIO IPOLIEYPY BIMTYCKa M MPUMEHEHUS YBEIOMIICHHUH 110
0€30MaCHOCTH MEIUIIMHCKUX U3JEIHI B COOTBETCTBUH C TOPSJIKOM, YCTAHOBJICHHBIM
npukazom Ne KP JICM-320, a Takxxe B coorBeTcTBUM ¢ Pemenuem Koseruu
EBpazutickoii s3xoHOMUYecKor Komuccuu oT 22 nekadbps 2015 roma Ne 174 «O6
YTBEPKIACHUHU MPABUII MPOBEICHUSI MOHUTOPUHTA 0€301MaCHOCTH, Ka4yeCcTBa U
3¢ HEKTUBHOCTH MEIUIIMHCKUX u3aenuin» (manee — [IpaBuna monutopunra EASC).

13. OueHka CBsI3aHHBIX C MMOTPEOUTENEM MPOLIECCOB CUCTEMBI MEHEIKMEHTA
KaueCcTBa MEJUIIMHCKUX U3JICJIUNA BKIIIOYAET B CeOsI:

1) moATBEpKAECHUE TOTO, YTO MPOU3BOAUTENb METULIMHCKOTO U3EIIUS PUHSI
Mepbl, HEOOXOIUMBbIE JJI1 YCTAHOBJICHHSI CBSI3H C MOTPEOUTENSIMH, B LEJSIX BBIITOJHEHHUS
HEOOXOIUMBIX KOPPEKTUPYIOIINX U MPEAYIIPEKAAIOIINX ACHCTBUH, pacmonaraer
CUCTEMOI cOOpa U aHaIu3a JaHHBIX 0 0€30MaCHOCTH U 3PHEKTUBHOCTH MEIULIMHCKUX
U3JIEIUI Ha MOCTIIPOIAYKHOM 3TaIle U MOJJIEPKUBAET €€ B aKTyaJIbHOM COCTOSIHHUM, a
TaK)Ke HaIpaByseT B YIOJTHOMOYEHHBIN OpraH OTYETHI O PE3yJIbTaTaxX MOCTHPOAAKHOTO
MOHUTOpPUHTA 0€30MaCHOCTH U () (PEKTUBHOCTH MEAULIMHCKUX U3ICIUN B COOTBETCTBUH
C OpsIAKOM, ycTaHOBIEHHBIM ITpuka3zoM Ne KP JICM-320, a Tak:ke B COOTBETCTBUH C
[IpaBrwiiamu monutopunra EASC;

2) MOJATBEPKEHUE TOT0, YTO OOpaTHAs CBSI3b C MOTPEOUTENIEM aHAIU3UPYETCS
MPOU3BOIUTENIEM MEIUIIMHCKOTO U3/IETHUS B XO€ MPOLIECCOB )KU3HEHHOTO ITUKJIA
MPOYKITUU U UCTIOIB3YETCs 171l IOBTOPHOM OIIEHKH PUCKA U TIPU HEOOXOTUMOCTH JIJIs
aKTyallu3aluu JeATebHOCTU 110 MEHEI)KMEHTY pUCKa.
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[Ipunoxenue 4 xk npaBUIIaM
MPOBEJICHUS UHCTIEKIIAMN
MCEIUIMNHCKUX PI3I[CJ'IPII>1
ITIpoTOKO0J HECOOTBETCTBU U
OT «_ » roaa
HaI/IMeHOBaHI/IC, aapcC, pCKBU3HUThI 00BEKTa HMHCIICKIINHU
I[aTa (I[aTBI) IMPOBCACHUA NMHCIICKTHUPOBAHUSA ITPOU3BOACTBA
HecootBercTBus, 3amedanus Kpatkoe onrcanue HECOOTBETCTBUI IIpumeuanne
[Ipumeuanue:

KoMMeHTapuu npenctaBuTesNss OpraHu3aiuu-nmporu3BOIUTENs (MU J1a00paTOpHUU

KOHTpPOJISI KauecTBa) (He 00s3aTeIbHO K 3alI0JIHEHUIO)

PyxoBoauTenp MHCIEKIIMOHHOM IPYIIIBI

MOJIIUCH @®.1.0. (1pu ero HaIU4INN)

UneHbl MHCIIEKIIMOHHOM TPYIIIbI

TIOJIMTUCH ®.1.0. (pu ero Hanu4Km)
MOJMHNCH @©.1.0. (pu ero HaJIUUMN)
« » 20 r

HpeI[CTaBHTCJII/I 1 YIIOJIJHOMOYCHHBIC JIN1a 00beKTa HUHCIICKIIUH

TIOJIITUCH ®.1.0. (mpu ero HaJIHMIUH)

MO/ITHCH ®.1.0. (pu ero HaIu4Mm)

« » 20 T
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I[aTa CKaYnuBaHUA

07.04.2023
04.07.2025
07.04.2023
04.07.2025

[Ipunoxxenue 5 kK npaBUIIaM
MPOBEJICHUS UHCTIEKIIAMN
MEJIUIUHCKUX U3ASTINI

Otuer 0 pe3yJabTaTax HHCICKIHUU ITPOU3BOJACTBA MECINIIUHCKOI0 U31C¢/IUH

(HaMMEHOBaHUE OPTraHU3ALUU-TIPOUZBOJIUTEIIS)

(HaMMEHOBaHUE MEAUITMHCKOTO M3/IEIIHS)

1. Uadopmarust o mpou3BOIUTENE:

HaI/IMGHOBaHI/Ie, IOpI/I,HI/I‘IeCKI/Iﬁ aapecC MPOU3BOAUTECIIA

HanmeHoBaHue, afpec peKBU3UTHI IPOM3BOJICTBEHHOH (IPON3BOACTBEHHBIX) IUIOMIAAKH (TUIOMIAIOK)

HaTI)I TNIPOBEACHUA UHCIICKIINU ITPOU3BOJACTBA

Cocras xkomuccun (P.1.0. (mpu ero HanU9IHM), TOHKHOCTB)

OcHoBaHue TMIPOBEACHUA UHCIICKIINU IIPOU3BOJACTBA

KpaTKoe OIMMMCAaHUE OpTaHNU3alUU- IIPOU3BOAUTENA U ITPOU3BOJACTBA

Ilepeuerp TPON3BOIMMBIX MEAUITMHCKUX H3ICITHH

HepequL KPUTHICCKUX ITOCTABIINKOB

HpOI/IBBOZ[CTBeHHI)IG 30HBI, NOJICKAIINE NHCIEKIINN IIPOMU3BOICTBA

HepCOHaJ'I Opranu3alnnn-npon3BOANUTEIA, y'-IaCTBy}OHII/Iﬁ B IPOBCACHNUHN MHCIICKIINH TPONU3BOJACTBA

HOKyMCHTH, IIOJaHHBIC OpFaHI/ISaHI/Ieﬁ—HpOI/IBBOHI/ITeHeM JI0 MPOBEACHUSA HWHCIIEKIIUU TPOU3BOACTBA

HOMepa JIMICH3UU Ha IIPOU3BOACTBO

Howmepa ceptudukatoB coorBeTcTBHs cTanaapty [SO

Homepa 3asBOK Ha SKCIIEPTU3Y NPU TOCYAAPCTBEHHOM perucTpanuu

2. HaGmronenus u pe3ysibTaThl HHCTICKIIUH

OO1iee onucaHue NpoBepsieMoi JesTeNbHOCTH U (MJIN) TEXHOJIOTMYECKHUX IPOLIECCOB

YipasineHue KauecTBOM

IIOKyMeHTaLII/Iﬂ O MCOIUIIMHCKOM HU3CIINH

[IpoektupoBanue u pa3paboTka (OMUCaHHE H3YUECHHBIX POEKTOB)

Iepconan

[omemenus u 060pyI0BaHKE

ITpou3sBoACTBEHHBIH NpoLiece, BKIIOYAsk CTEPUIIN3ALIMIO, KOHTPOIIb B IPOLIECCe IPOU3BOACTBA

IIOKyMeHTaLII/Iﬂ " 3alucHu

W3mepenue, aHanu3 U yiaydllieHHe

YnpasneHue 3aKynKkamMmu

AyTcopcuHr

MOHHTOPHHT HEOIArONPHUATHBIX COOBITHI (MHIMJCHTOB)
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| HOTpe6I/ITeHBCKl/Ie IIPOLECCHI, B TOM YUCJI€ PE3YJIbTAaThl KITMHUYCCKUX HCCIICIOBAHUI |

3. IlepeueHb HECOOTBETCTBHIA

Kputnueckue

3HaYHMTEIbHBIC

Mano3HauuTeIbHbIC

4. JIONIOJHUTEIBHO

I/IH(bOpMaLIHH 0 HECOOTBCTCTBUAX, YCTPAHCHHBIX B IIPOLECCE MHCIICKIINH, a TAKXKE O CPOKaX IMPOBEACHUS KOPPEKTUPYIOIINX JICUCTBUH 110
HCYCTPAaHCHHBIM HECOOTBETCTBUSAM, U (bopMax TIOATBCPIKACHHUS IIPOBECACHUS KOPPEKTUPYIOIUX HCﬁCTBHﬁ (HpCI[CTaBJICHI/Ie TIOATBEPIKAA-
I()Hleﬁ JAOKYMCHTAIIMX WJIH MIPOBEPKA HA MeCTaX)

[penstcTBus

30HI>I, KOTOpPBIC HE MOABEPIIINCH HHCIIEKIINN

3. PCBYHBT&TBI PacCMOTPCHUA YCTPAHCHUA OTKJIOHCHUM U BBIBOJAbI MHCIICKIITUH

[epeuens Kpamupukauuns Wudopmanus 00 ycTpaHEeHHH HECOOTBETCTBUI (KpaTKOE COJepIKaHUE KOPPEKTHU- OreHKa ycTpaHe-
HECOOTBET- HECOOTBET- PYIOIINX U MPEAYNPEKAAIOINX ACHCTBIHA, ITOATBEP)KAAIOMINI JOKYMEHT) HHS HECOOTBET-
CTBHI CTBUH CTBHIA

6. 3akirroueHe

‘ 3aKioYeHue |

IIpumeyanue:

«Kputrdeckoe HECOOTBETCTBHEY» — ITO HECOOTBETCTBUE, KOTOPOE UMEET MPSMOE
BIIMSHUE Ha 0€301aCHOCTh, Y(PEKTUBHOCTD U KQYECTBO MEIUIIMHCKOTO U3CIIHS, CCIIH
OHO KacaeTcs TpeOOBaHMI, OTHOCSIIMXCS K IMPoIeccaM IPOSKTHPOBAHUS, Pa3paboOTKH,
IPOM3BOJICTBA M BHIXOTHOTO KOHTPOJIS MEIUITUHCKOTO U3/ICITH.

KomOunaius 3HaYuTENBHBIX HECOOTBETCTBUM, HU OJTHO U3 KOTOPBIX CaMO IO
cebe He ABISIETCS] KPUTHYECKUM, HO KOTOPbIE€ B COBOKYITHOCTH MPEACTABIISIIOT
KPUTUUECKOE HECOOTBETCTBUE, OOBSICHSICTCS U (DUKCUPYETCSI B KAUECTBE TAKOBOTO.

«3HAYNTEIHPHOE HECOOTBETCTBHE» — ITO HE KPUTHYECKOE HECOOTBETCTBHE,
KOTOpOE:

MMEET HEMPSIMOE BIUSIHUE HAa 0€30MaCHOCTh, 3(PPEKTUBHOCTD U KA4eCTBO
MEIUIIMHCKOTO U3JIENNS U 3aTparuBaeT TpeOOBaHMUS, CBSI3aHHBIC C
(GYHKIIMOHUPOBAHUEM CHCTEMBI MEHE/DKMEHTA KaUeCTBA MEAUITMHCKUAX M3JICITHMA.

KOMOMHAIMSI HECOOTBETCTBUM, HU OJHO U3 KOTOPBIX CaMO IO ceOe He SIBISETCS
3HAYUTEIBHBIM, HO KOTOPBIE B COBOKYITHOCTH MPECTABIISIIOT 3HAUUTEIBHOE
HECOOTBETCTBUE U JOJKHBI OOBACHATHCA U (PUKCUPOBATHCS B KAYECTBE TAKOBOTO.
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«Mano3HauuTENbHOE HECOOTBETCTBHUE» — 3TO HECOOTBETCTBUE, KOTOPOE HE
KJIaCCU(UIIUPYETCS, KaK KPUTHYECKOE MITH 3HAUYNUTEIIbHOE, HO YKa3bIBaeT Ha
OTKJIOHEHHUE CBSI3aHHBIC ¢ PYHKIIMOHUPOBAHUEM CUCTEMbI MEHEPKMEHTA KauecTBa
MEIUIMHCKUX U3CIUM.

PykoBoauTenb HHCIEKIIMOHHOMN IPYIIIbI

MOJIIUCH @®.1.0. (1pu ero HaIU4INN)

UneHbl MHCIIEKIIMOHHOM TPYIIIbI

[O/ITHCH ®.1.0. (pu ero Hanu4um)

MOJMHNCH ©.1.0. (1pu ero HaJIUUMN)

« » 20 r
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[Ipunoxxenue 6 xk mpaBUIIaM

MPOBEJICHUS UHCTIEKIIAMN
MEIUITHCKUX WU3ACITNHI

IlepedyeHb TOKYMEHTOB, MPEACTABJIsIEMbIH Cy0beKTOM HHCIIEKTHPOBAHHUS,

NPHU HHCHEKIUH 0e3 mocenmeHusi 00beKTa HHCIEKTHPOBAHUSA

TpeboBanus (o60cHOBa-
HHE)

HpI/I NICPBUYHOM UHCIIEKTUPOBaAHUUN

IIpu nepuoau-
YeCKOM (TIIaHO-
BOM) HHCIICK-

THPOBAHUH
OnmucaHue cCUCTEMBI Me- [TonHOE OMUCaHNe CHCTEMBI MEHEKMEHTA KauecTBa MEANIIMHCKIX U3, B OTHOMICHHH Kparkas un-
HEKMEHTa KayecTBa Me- | KOTOPBIX MPOBOJMUTCS MHCIEKTUPOBAHUE ITPOU3BOACTBA dhopmanust o

IMLMHCKUX U3JIEJIHN B 3a-
BHCHMOCTH OT ITOTEHIIM-
AIBHOTO PHCKA UX MPH-
MEHEHHSI B COOTBETCTBUH
co crarnaptom [SO unun
9KBUBAJICHTHBIM €My pe-
THOHAJILHBIM, HAI[HO-
HaJIbHBIM CTaH/IapTOM

BHECEHHBIX H3-
MEHEHHSX CO
JTHS TTOCIIeI-
HEW MHCIIEK-
17048

HotapuainbHo 3aBepeH-
Hast KOIIHS Pa3peIICHHsI
Ha MMPOM3BOACTBO (JIH-
LIEH3WH ), BBIIAHHOE Ha-
HOHAJILHBIM YIIOJIHOMO-
YEHHBIM OpraHOM

Komuu Bcex OpUI'HAJIOB JIMIICH3WH ¥ BHECEHHBIX U3MECHECHUI

Konuu nunen-
3Uil ¥ BHECCH-
HBIX H3MEHE-
HUH, TOTy4YeH-
HBIE 32 TOCTIe]I-
Hue 3-5 et

Jlocbe IpOU3BOICTBEHHO-
TO yJacTKa

Jlocke IPOU3BOICTBEHHOTO yYacTKa, OJTHOE MIIM OOHOBJIIEHHOE 33 6 MECSIIEB /10 JaThl MH-
crekuu. JI1oOble maHupyeMble BHOCHUMbIC H3MEHEHUS

Jlocbe npowus-
BOJICTBEHHOIO
y4acTka, moj-
HO€E WJIH 0OHOB-
JICHHOE 3a 6
MECSIIIEB JI0 Jia-
ThI HHCITCK-
uun. Uapopma-
1Hsl O TUTAaHUPY-
€MBIX H3MEHE-
HUAX

CHHCOK COTPYIHUKOB,
Y4YacTBYIOIIUX B IIPOLEC-
cax OIIEHKHU CHCTEMBI Me-
HEIKMEHTa KayecTBa Me-
JUIAHCKUX W3JIEIIAI

CnpaBKa o q)aKTH‘IeCKOﬁ YHUCJICHHOCTH COTPYAHHUKOB, YYaCTBYIOIINX B IIPOLECCAaX OLUEHKN
CHCTEMbI MEHEDKMEHTA KaueCTBa METUIIMHCKUX W3CITHI

[lepeueHb MeAUIUHCKUX

ToproBeie Ha3BaHHs

Toproseie Ha-

W3/, IPOU3BO/IU- 3BaHUS

MBIX (TTAaHUPYEMBIX K

HPOU3BO/ICTBY) Ha HPOU3-

BOJICTBEHHOM Y4acTKe

Texuuveckue daitasl Ha Texuuyeckue (aitsipl B 3IEKTPOHHOM popMaTe ¢ BO3SMOKHOCTBIO TIOMCKa Texuuveckue

MCIUIMHCKHUEC U3CTTUA

(aitnel B Amek-
TPOHHOM (Op-
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Mate€ ¢ BO3MOXK-
HOCTBIO ITOUCKa

Komnst oTdera o pesyib-
Tarax MPOBEJCHHUS Opra-
HOM T10 cepThdUKau
HOCJIEHEro ayuTa CH-
CTEMBI MCHEIXKMEHTA Ka-
YeCcTBA MEJUIIMHCKHX H3-
JIeNUi 1 0T4eTa O pe3yilb-
Tarax MPOBEJCHHUS 110~
CIIE/IHETO HHCIIEKTHPOBa-
HHMS IPOU3BOJICTBA, C HO-
TapHaJIbHO 3aBEPEHHBIM
HEePEBOJIOM IIPU HEOOXO-
aumoctr CepTu(uKaTs
COOTBETCTBHUSI CTAHAAPTY
ISO

Ortuer o pe3yiibTaTax IpoBEACHUS OPTraHOM I10 CepTI/I(bI/IKaLII/II/I TIOCJICAHETO ayAuTa CUCTE-
MBI MCHCJPKMEHTA Ka4€CTBA MCIUIIMHCKHUX I/I3,HCJ'IHﬁ 1 0T4YCTA O pe3yJibTaTaX IMPOBEACHUS
TIOCJIEAHETO UHCIIEKTUPOBAHUS IIPOU3BOACTBA

Ortuer o pe-
3yJIpTaTax Mpo-
BEJICHUS Opra-
HOM TIO CepTH-
(uxaruu mo-
CII/IHET0 ayau-
Ta CHCTEMBI Me-
HEKMEHTA Ka-
YyecTBa MeJH-
LMHCKHX U3]1e-
JIH ¥ oT4YeTa 0
pe3yibTaTax
MIPOBEICHUS
MIOCTIEAHETO
HHCIIEKTHPOBa-
HHS IPOU3BOJI-
cTBa

IIpomecchl mpoekTUpoBa-
HHS U pa3pabOTKU CUCTE-
MBI MEHEJDKMEHTA Kaye-
CTBA MEIMLIMHCKMX U3]le-
T

1) mpouexypel IPOEKTHPOBAHUS M pa3pabOTKU (BKIIOYAs yIIpaBICHUE PUCKAMN);

2) TOKYMEHTHI, OTIMCHIBAIONIIX MTPOIEAYPY IPOCKTUPOBAHMS U OXBATHIBAIOIINX MOJICIBHBIN
PSAI MEIUIIMHCKOTO U3/IEIIHS;

3) 3anKcH 10 NPOSKTUPOBAHUIO MEMIIMHCKOTO M3JIENHUS, TOTO, YTO IPOLELYPbl IPOSKTUPO-
BaHHUS U Pa3pabOTKN yCTAHOBJICHBI M IPUMEHEHBI;

4) BXOJIHBIE JAHHBIE TIPOLECCA POSKTHPOBAHKS Pa3pabOTaHbl ¢ YYETOM Ha3HAYEHUS MEIH-
[MHCKOTO M3JIENIHS X COOTBETCTBYIOMIMX MOJIOKeHHI OOIMX TpeGoBaHuii 6E30MaCHOCTH U
s¢dexTuBHOCTH;

5) crienrUKaLHii Ha MEIUIIMHCKIE U3/ICIHS B LEISX TTOATBEPKACHHUS TOTO, YTO BBIXOIHBIC
JIaHHBIE MPOEKTa MEUIIMHCKOTO U3/1eNus, o0ecreunBaroie 0e30macHocTh U 3hHeKTrB-
HOCTh MEIUIIHHCKOTO U3/IEJIHS TIPU €ro MPUMEHEHNH 10 Ha3HAYEHHIO, OTIPE/IEIICHbI;

6) JOKYMEHTBI, TOATBEPIKAAIOLINE, YTO AEATEIHLHOCTD 110 MCHEDKMEHTY PUCKa ONpe/ereHa
U OCYLIECTBJICHA, KPUTEPUH JOMYCTUMOCTH PUCKA YCTAHOBIICHBI U SABIISIFOTCS COOTBETCTBY-
IOIIUMH, JIFO0OH OCTATOYHBIH PUCK OLICHEH M IPHU HEOOXOIMMOCTHU JOBEICH IO CBEICHUS
motpebutens B coorBeTcTBHH ¢ OOUMMHU TpeOoBaHUIMH 0€30MaCHOCTH U 3D (HEKTHBHOCTH

IIpoueccsl ympaBneHust
JIOKyMEHTAallueH  3aru-
CSIMH CHCTEMBI MEHEK-
MEHTa KauyecTBa MeJIn-
IIUHCKUX U3JCTUI

1) mpouenypsl HACHTU(UKAIINK, XPAHEHHUS U YIAJICHUS (YHIITOKCHHS) TOKYMEHTOB H 3a-
nucel (BKJIroYast yrpasjieHHe H3MEHEHUIMH) pa3paboTaHbl;

2) TOKYMEHTBI, HEOOXOIMMBIE JUIsl TOTO, YTOOBI OpraHU3aLus Moriia 00ecreYnBaTh IIaHu-
pOBaHHe, OCYLIECTBICHHE IIPOM3BOICTBECHHBIX MTPOLIECCOB U YIIPABICHUE UMH;

3) CBHUJIETEILCTBA COOTBETCTBUS MEAUITUHCKUX U3JICITUNA Tp€6OBaHI/I${M (B TOM YHUCJIC Tp660-
BaHUAM ITPUMCHSICMBIX CTaHL[apTOB);

OITMCaHKe MEANIMHCKAX U3/ICINii, BKIIOYast HHCTPYKIMH TI0 IPUMEHEHHUIO (PYKOBOJICTBA
10 AKCILTyaTallu ), MaTepHabl U CeHH(UKALIHIO;

CBOJHYIO JOKYMEHTAIUIO 110 BepU(HUKAIUK U BaIUJALMH IPOEKTOB (B TOM YHCIIC JaHHbIE
KIMHUYECKHUX UCCIIeIOBAaHUM (MCIIBITAHUIT) B COOTBETCTBUU C MOPSIKOM, YCTAHOBJICHHBIM
npuka3oM MuHnuctpa 3apaBooxpanenus Pecriyonuku Kasaxcran or 11 nexabps 2020 rona
Ne KP ICM-248/2020 «O6 yTBEepxKICHUH IPABIII IPOBEACHNS KIMHIIECKUX UCCIEI0BA-
HHH JIEKapCTBEHHBIX CPECTB M MEIUIIMHCKUX H3/CNUH, KIMHUKO-Ta00paTOPHBIX UCIITa-
HUI METUIMHCKHUX U3JCMHI [UTs IUArHOCTHKY BHE )KUBOTO opranu3ma (in vitro) u TpeboBa-
HUSA K KIIMHUYeCKUM 06a3aM M OKa3aHHs FocyJapCTBEHHOI yciayru Brinaua pasperuenus Ha
[IPOBE/ICHUE KIMHUYECKOI0 UCCIIEN0BaHUs U (MIIM) UCTIBITaHUS (PapMAKOIOTHUECKUX U JIe-
KapCTBEHHBIX CPEACTB, MEIULIMHCKHX U3/Ienuity (3aperucTpuposaH B Peectpe rocynap-
CTBEHHOH PEruCTpaliii HOPMATHBHBIX MPABOBBIX akTOB mox Ne 21772) u (uiu) B COOTBET-
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crBui ¢ [IpaBunamu npoBeseHNs KIMHUYECKUX M KIMHUKO-IA00paTOPHBIX UCIBITaHUH (HC-
ClIeI0BaHUI) METULIMHCKUX U3JeIul, yrBepxaeHHbIMI Pemennem Cosera Epasuiickoit
SKOHOMMYECKOi Komuccuu oT 12 despans 2016 r. Ne 29);

MapKUPOBKY MEIUIUHCKUX U3/AENNUil; JOKyMEHTHI 10 MEHEPKMEHTY PUCKa

[Iponeccrr mpousBoa-
CTBa U BBIXOAHOT'O KOH-
TPOJISE MEJMLIUHCKUX U3-
TeNiA

1) ZOKyMEHTHI TPON3BOICTBEHHBIX MPOIIECCOB U3TOTOBIICHUS CEPHUHON MPOAYKIIUH (BKITIO-
Yasi yCJIOBHS TPOU3BOCTBA);

2) TOKYMEHTBI [0 MIPOLECCY CTEPUIIN3ALUHU (IJIsI MEAUILIMHCKUX M3/IENNH, BBIITyCKaeMbIX B
CTEpHIILHOM BHJIE), B TOM YHCIIE: OATBEPXKJICHNUE TOTO, YTO MPOLIECCHI CTEPHIH3ALIUH JOKY-
MEHTHPOBAHBI, 3aITUCH ITAPAMETPOB MPOIIECCa CTEPHITH3ALNHN TSI KOXKIOH CTepPIII3YeMOM
MApTUH MEAULMHCKUX M3IENUH TOIECPKUBAIOTCS B pa00YEM COCTOSHHMY;

MOATBEPKACHUE TOTO, YTO MPOLIECC CTEPUIIH3AINY BATUIHUPOBAH;

MOJTBEPKAEHHUE TOTO, YTO MPOLIECC CTEPHIM3ALUH IPOBOAUTCS B COOTBETCTBUH C YCTaHOB-
JICHHBIMH ITapaMeTpaMH;

3) JOKYMEHTBI, OATBEP>KAAIOLINE TOTO, YTO HPOLIECCHI IIPOM3BOJICTBA SABIISIOTCS YIIpaBIIsie-
MBIMH U KOHTPOJIHMPYEMBIMU U (QyHKIMOHHPYIOT B yCTAHOBIICHHBIX IIPeJieNIax, a TakXKe MOJI-
TBEepXKIEHUE 00eCIIeueHNsI HEOOXOIUMOTO YPOBHS KOHTPOJIS MPOMYKIIUH H (HUIH) YCIyT KpU-
TUYECKUX NOCTABIHKOB;

4) TOKYMEHTBI, TOATBEP)KAAIONINE HACHTU(DUKALMIO K TPOCIEKUBAEMOCTh METUIIMHCKHX
U3/EJUH U TIPOLIECCOB MX MPOU3BOCTBA, @ TAKKE UX COOTBETCTBHS YCTAHOBJICHHBIM TPe0O-
BaHUSIM;

5) TOKYMEHTBHI, HOATBEPKJAFOIIHE TOTO, YTO JAESATEIEHOCTD MO BHIXOJTHOMY KOHTPOJIIO Me-
JUIWHCKHUX M3JETHH 00eCIIeYBaeT COOTBETCTBIE MEIUINHCKHUX U3ETHI YCTaHOBICHHBIM
TpeOOBaHUAM U JOKYMEHTUPOBaHA

[Iporneccsl KOppeKTUpY-
IOLIMX U MIPEAyIPEeKaAato-
IMX TEHCTBUM CUCTEMBI
MEHEKMEHTA KauecTBa
MEIUIUHCKUX W3S

1) TOKYMEHTBI, MOATBEPKAAFOIIHE TOTO, YTO MPOIEILYPhl KOPPEKTUPYIOLIUX U MPEIyIpe-
JKIAFOIIUX JIEHCTBHI pa3paboTaHbl;

2) TOKYMEHTBI, TIOATBEP)KAAIOIIHE TOT0, YTO CPEICTBA YIPABICHUS IPESTCTBYIOT Paclpo-
CTPAHCHUIO MEUIIMHCKHUX U3/ICIIHI, KA4eCTBO KOTOPHIX HE COOTBETCTBYET TPEOOBAHMUSM,
HPEIBSBIAEMBIM IIPH 3KCIICPTU3E MEIUIINHCKHUX H3IEINHI B IOPSJIKE, YCTAHOBICHHOM IIPH-
ka3oM Ne KP JICM-10 u (1m) OOmum Tpe6oBaHUAM 0e30IacHOCTH U 3 ()EKTHBHOCTH Me-
JUIUHCKHUX M3AETHH, yTBepKaeHHbIX Pemennem Komnernn EBpasuiickoil s5koHOMUYECKOM
komuccun ot 12 despaist 2016 roxa Ne 27;

3) JOKYMEHTBI, TOATBEP>KAAIOLIHE TOTO, YTO KOPPEKTHPYIOLIME U MPeLyNpesKIatomue aei-
CTBHS SIBIISIIOTCS PE3yJIbTaTHBHBIMU; 4) JTOKYMEHTBI, HOATBEPKIAFOIIE TOTO, YTO IIPOU3BO-
JIATEITh MEJMIMHCKOTO H3/IeNusl pa3padorai 3 eKTUBHYO IPOLEAYPY BHITYCKa U IPHME-
HEHUsI YBEIOMJICHHH 110 0€30MacHOCTH MEANIIMHCKUX M3/IENIUI B COOTBETCTBUH C TIOPSII-
KoM, ycTaHoBieHHbIM mpukazoM Ne KP JICM-320 u (unu) B cootBercTBuu ¢ [IpaBuinamu
mouutoputra EADC.

Ol1reHKa CBSI3aHHBIX C I10-
TpeOuTesieM MPOLECCOB
CHUCTEMBI MEHEKMEHTA
KayeCcTBa MEIUIIHHCKIX
U3IENNi

1) TOKYMEHTBI, MOJATBEPIKAAIOLINE TOTO, YTO HPOU3BOAUTEIH MEUILIMHCKOTO M3EIHS MTPH-
HSUT Mepbl, HEOOXOAUMBIE [UISl yCTAHOBIICHUSI CBSI3U C IIOTPEOUTEIISIMU, B LIEIISIX BBIOJIHE-
HHSL HEOOXOAUMBIX KOPPEKTHPYIOLINX M MPEAyNpPexKIaoIMX AeHCTBUM, paciionaraer CucTe-
MO¥ cOopa ¥ aHaNM3a JaHHBIX 0 0€30MacHOCTH U AP (HEKTUBHOCTH MEAUIMHCKUX U3CIUI
Ha NOCTIPOAAKHOM JTarle U MOAJCPKUBACT €€ B aKTYaJIbHOM COCTOSIHHH, & TAK)Ke HAIpaB-
JISIeT B YIOJIHOMOYEHHBIN OpraH (9KCIEPTHYIO OPraHU3al{I0) OTYEThI O pe3yIbTaTax MocT-
IIPOJAXKHOr0 MOHUTOPHHTA 0€30MaCHOCTH U 3P (PEKTUBHOCTH MEAULIMHCKUX U3/IENUH B CO-
OTBETCTBUH C IOPSIKOM, YCTaHOBIEHHBIM npuka3oM Ne KP JICM-320 u (11m) B cOOTBET-
ctBui ¢ [IpaBunamu Mmonuropunra EA9C;

2) TOKYMEHTBI, IIOATBEP)KAAIOIIHE TOT0, 4TO 00paTHasi CBsA3b C MOTPEOUTENEM aHATIUZUPYET-
¢l IPOU3BOJUTENIEM METUIMHCKOTO U3/ETHS B XOZ€ IMPOLECCOB )KU3HEHHOTO IIUKIIA IIPo-
JIYKIJMU U UCTIOJIB3YETCs JUIsl TOBTOPHOM OLIGHKH PUCKA U IIPHU HEOOXOJUMOCTH ISl aKTya-
JIM3ALMU JeATENbHOCTH 110 MEHEDKMEHTY pUCKa




e.zZarll

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Penaxnusinay kyHi 07.04.2023

Cakray KyHi 04.07.2025
Jlata pegakuuu 07.04.2023
JlaTta ckaunBaHMs 04.07.2025

[Ipunoxxenue 7 kK npaBUiIaMm
MPOBEJICHUS UHCTIEKIIAMN
MEJIUIUHCKUX U3ASTINI

CBeIleHI/Iﬂ 0 MPOBCACHHBIX HHCIICKIIUAX IMIPOU3BOACTBA MEINIITNHCKHUX u3aeJann

Ne i/

@dopma HHCIIEKIUU TPOU3BOJICTBA

IIpousBoauTens MEAUIUHCKOTO U3IEIUS

3apy0eKHBIH OTEUYECTBEHHBIN

Ob111ee KOTMYECTBO MEPBUYHON HHCICKIIUH, B TOM YHCIIE:

B pabote

3aBEpIICHO

OO0111e€ KOJIMYECTBO MIJIAHOBOM MHCIIEKIIMH, B TOM YHUCIIE:

B pabote

3aBEpIICHO

OO6I1ee KOJUYECTBO BHEILIAHOBOM HUHCIICKIIMHU, B TOM YHCJIC:

B pabote

3aBEpIICHO

Hroro

PykoBouTens CTpyKTypHOTO MOAPa3AeNeHus SKCIEPTHOM OpraHu3aIyu:

MOANKCHh

®.1.0. (pu ero Hanu4um)

3aMecTUTeNb PYKOBOJIMTENS SKCIIEPTHONW OpraHu3aluu

IOAIMHUCH

@®.1.0. (1pu ero HaIU4INN)
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