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O BHeceHMH W3MEHEHHH B IpHKka3 MuaMCTpa 3apaBooxpanenni PecyOmixu Kazaxcran ot
16 oxta6ps 2020 roga Ne KP ICM-135/2020 "O6 yTBepkaeHMM npaBwi GOpMUAPOBAHUA
nepeqHs opdaHHEIX 3a00JIeBaHMIA U JIEKAPCTBEHHBIX CPEICTB I HX JICYCHHA"

[Tpuxa3z Munuctpa 3apaBooxpanenust Pecriyonuku Kaszaxcran ot 21 oxtsi6psa 2025 roma Ne
108. 3apeructpupoBad B Munuctepctse roctuiini Pecyonuku Kazaxcran 21 oktsaops 2025
rozxa Ne 37180

[TPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 16 okts0ps
2020 roga Ne KP JICM-135/2020 "OO6 yTBepkaeHUU TpaBui (POPMHUPOBAHUS TIEPEUHS
ophanHbIX 3a00J€BaHUI U JIEKAPCTBEHHBIX CPENICTB AJIA UX JICUCHUs (3aperucTpUpOBaH B
PeecTpe rocynapcTBEHHOW perucTpalii HOPMATHUBHBIX MPaBOBBIX akTOB moj No 21454)
CIEAYIOIINE N3MEHEHUS:

npeamMOyi1y U3JI0KHUTh B CIEIYIOLIEN pEeTaKIINU:

"B cootBercTBuu ¢ myHkToM 4 ctathu 177 Koaekca Pecniy6nuku Kazaxcran "O 310poBbe
Hapoza u cucteme 3apaBooxpanenus” [IPUKA3BIBAIO:";

[IpaBuna ¢popmupoBanus nepedds ophaHHbIX 3a007I€BaHUN U JIEKAPCTBEHHBIX CPEJICTB
JUISL MX JICUCHUS, YTBEPKICHHBIC YKa3aHHBIM IMPHUKA30M, U3JIOKWUTh B HOBOU pEIaKIINU
COTJIACHO MPUJIOKEHUIO, K HACTOSIIIIEMY MPUKA3Y.

2. lenapTaMeHTy OpraHU3ali MEAUIIMHCKON oMo MUHUCTEPCTBA 3PaBOOXPAHEHUS
Peciy6nukn Kazaxcran B yCTaHOBIEHHOM 3aKOHOHATelbcTBOM Pecmybmuku Kazaxcran
NOpsJIKE 00ECTIeUNTD:

1) rocy1apcTBEHHYIO PETHCTPALIMI0 HACTOSLIErO MpHKaza B MUHUCTEPCTBE FOCTULIMH
Pecny6nuku Kazaxcran;
2) pa3MelleHHE HACTOAIIEero IMpHUKa3za Ha HHTEpHET-pecypce MuHHCTepcTBa
3npaBooxpaHeHus: Pecrryonuku Kazaxcran mocie ero ouiuaaIbHOTO Oy OJIMKOBAHUS;

3) B TeueHue aecATu pabouuX JHEW Mociie roCy1apCTBEHHON PEruCTpaliii HACTOSIIETO
npukaza B MuHuctepctBe toctunuu Pecnyonuku KaszaxcraH mnpejacTaBieHue B
KOpunuueckuit genaprameHT MunuctepcTBa 31paBooxpanenus PecmyOnuku Kazaxcran
CBEICHUH 00 HCIOJHEHUH MEPONPHUITUNA, MPETyCMOTPEHHBIX MOANYHKTaMu 1) u 2)
HACTOSIIETO IMyHKTA.

3. KoHTponp 3a MCNOJHEHHEM HACTOSIIIEro MPUKa3a BO3JOXKHUTh Ha KYypHPYIOIIETrO
BUIIe-MUHHUCTpA 3apaBooxpanenus Pecniyonuku KazaxcraH.

4. Hacrodmuii npuka3 BBOAUTCS B IEMCTBUE MO UCTEYEHUU JIECATU KaJIEHJAPHBIX JHEN

MIOCJIC JTHS €r0 MEPBOTO OPHUITMATBHOTO Oy OJTMKOBAHMSI.

Munuctp 3apaBooxpaHeHUS
A. AipHa3apoBa
Pecrry6mnkn Kazaxcran



[Tpunoxxenne kK npukaszy
MHUHHCTp 30paBOOXpaHECHHS
Pecny6mmkn Kazaxcran
ot 21 okts6ps 2025 roma Ne 108

IIpaBuna popmupoBaama mepedrs opdaHHLEIX 3a00JIeBaHMI H JIGKAPCTBEHHBIX CPEICTB I HX
JICICHAA

I'maBa 1. O0nHe mOMOKEHHS

1. Hacrosimue IlpaBuna dgopmupoBanus mnepeuHs opdaHHbIX 3a00JieBaHUM U
JIEKapCTBEHHBIX CPEJCTB AJiA UX JieueHus (nanee — [IpaBuna) pazpaboTaHbl B COOTBETCTBUH C
nyHKToM 4 cratbu 177 Konekca Pecnyonuku Kaszaxcran "O 310poBbe Hapoaa M CUCTEME
3npaBooxpaneHus" (manee — Komekc) u omnpenenstoT mopsiaiok (GpopMupoBaHus MepeyHs
opdaHHBIX 3a00JICBAHUI U JICKAPCTBEHHBIX CPEJCTB JJIA UX JedeHus (manee — opdaHHbIE
JIEKapCTBEHHBIE CPEJICTBA).

2. B nacrosimux [TpaBuniax ucronb3yroTcs CISAYIONIUE TTOHSATHS:

1) ynoJTHOMOYEHHBIN OpTaH B 00JaCTH 3[paBOOXpaHEHHUs (ajee — yIOJTHOMOYSHHBIH
OpraH) — UEHTPAJIbHBIM HCHOJHUTEIBHBIA OpraH, OCYIIECTBISIOMMI PYKOBOACTBO U
MEXOTPACIEBYI0 KOOPAMHAIIMIO B OOJIACTH OXpaHbl 3JI0pOBbsl rpaxkaaH PecnyOnuku
Kazaxcran, wmeauunmHckod © (apMameBTHYESCKONM HayKd, MEIUIIMHCKOTO W
(hapmaneBTUYeCKOTO 00pa30BaHUs, CaHUTAPHO-AIUJIEMUOJIOTUYECKOr0 OJaromnoayydus
HAceJIeHHs, OOpalleHUsl JICKAPCTBEHHBIX CPEJACTB M MEIMIIMHCKUX W3JCNIHNi, KadecTBa
OKa3aHUs MEIUIIMHCKUX YCIYT (MTOMOIIIN);

2) ophannbie (peakue) 3a00JEBaHUS — PEAKUE TSHKEIbIE 00JIE3HH, YTPOKAIOIINE KUSHH
YeJIoBeKa WM MPUBOIAIINE K MHBAIMIHOCTH, YaCTOTa KOTOPHIX HE MPEBBIIIAET OPUIIUATHHO
OMPENICICHHOTO YPOBHSI.

3) paboumii opraH — opraHu3anus 3JAPaBOOXPAHEHMS, OCYIIECTBISIOIIAS
OpraHU3alMOHHO-METOINYECKOE PYKOBOJACTBO, KOOPAUHALIMIO, MOHUTOPUHT U SKCIEPTHYIO
MO/JIEPKKY B 00JIaCTU JUATHOCTUKH, JICUCHHUS, MPOPUIAKTUKN U perucTpanuu opdaHabix (
penkux) 3aboneBanuii Ha Tepputopun Pecnyonuku KazaxcraH.

I'maBa 2. ITopsnok ¢popMupoBaHUs nepedHs opdaHHEIX 3a60reBaHwMit

3. Jlns BkiroueHHs 3a0oJieBaHUA B NepedyeHb op(daHHBIX 3a001€BaHUI CyOBbEKTaMuU
3IpaBOOXPAHEHMS, MPEACTABUTEIISIMU acCOUMAlMil M OOIIECTBEHHBIX OOBEIMHEHUN,
($U3NYECKUMU U FOPUIUYECKUMHU JIUL[aMU TTOAAI0TCS NpeaiokeHus B Pabounii opras.

4. IlpennoxxeHus: 0 BKJIIOUECHHH 3a00JIeBaHUs B MEpeYeHb Op(paHHBIX 3a00JI€BaHUM
paccMmartpuBaroTcsi komuccuein Pabouero oprana.

Komuccust coznaercs npukasom pykoBoautens Pabouyero opraHa, B cocTaB KOTOPOH
BXOJIAIT IIpEJICeAATENb, YICHBl KOMUCCUH (HE MEHee TpeX NpOoQUIbHBIX CIIEHUAINCTOB, B TOM
YKCJIe BHEILITATHBIE CIIELIMAIUCTHI B 00JaCTH 3APaBOOXPAHEHHUS) U CEKPETAPb.



[Ipencenarens n30upaeTcs U3 YKcia YWICHOB KOMUCCUU ITyTEM TOJIOCOBAHMUS.

5. KoMuccuss ¢ MOMeHTa MOCTYIUIEHHSI TPEMIIOKEHUNH TPOBOAUT aHAIU3 IO
npeayiaraeMbIM 3a00JI€BaHUSIM B Cpok He Oosiee 30 (Tpuamartu) pabounx THEH, BKIIOYAIOIIHMA
CIIEAYIONIYI0 HH(POpMALIHIO:

1) oO1iee onmucanue 60JI€3HU UIIM COCTOSHUS;

2) KOJI B COOTBETCTBUU ¢ MexXTyHApOHOM Kiaccudukanueit 60ae3He;
3) onucaHue 3THOJIOTUN U CUMIITOMATUKY;

4) pacrnpocTpaHeHHOCTh Op(haHHOTO 3a00JEBaHMS, pacCUMTaHHAs Ha OCHOBAHHUHU
CTaTUCTUUYECKUX AaHHbIX PecnyOnuku Kazaxcran v (Win) MEXTyHAPOAHBIX CTATUCTUYECKUX
JAHHBIX;

5) o06oCHOBaHUE TSXKECTH WM WHBAJTUIU3UPYIOIIETO XapakTepa 3a0oseBaHus,
OCHOBAaHHOE€ Ha OOBEKTHUBHON M KOJIMYECTBEHHON MEAUIMHCKON WM 3MUAEMUOIOTUYECKOM
uHopManuy;

6) 000CHOBaHME YTPOXKAIOIIETO KU3HU XapakTepa 00J€3HU UM COCTOSHUS, OCHOBAaHHOE
Ha MTOKA3aTeNsAX CMEPTHOCTH U MIPOJIOKUTEIBHOCTH KU3HH.

6. 3akiouyeHre KOMHCCHU O(QOpMIISIETCS MPOTOKOJOM, KOTOPBIA COAEPKUT
HaNMEHOBAaHUE MEIUIMHCKON OpraHu3aliM, [aTy MPOBEICHUSA 3acelaHus, CIUCOK
MIPUCYTCTBYIOIIMX YJICHOB, IEpEYEHb 00CYKIaeMbIX BOITPOCOB, PEILICHUE U €r0 000CHOBAHUE.

3aKiI0UYeHNe KOMUCCUY HAPABJISETCS B YIIOJTHOMOYEHHBIN OpraH /il pacCCMOTPEHUS Ha
3acenann OObEIMHEHHOW KOMMCCHM IO KayecTBY MeauiuHckux yciyr (nainee — OKK),
dbopmupyemoii B cooTBeTCTBHH O cTaThelt 15 Koaekca.

7. YNOJTHOMOYEHHBIM OpPTaHOM pEIIeHUE O BKIIOYEHUM 3a00JIeBaHHS B MEPEUCHD
opdanHbIX 3a007€BaHNI IPUHUMAETCSA IPU HATTMYUU NOJ0KUTEIbHON pekomenaanuu OKK,
COOTBETCTBUM MOAMYHKTY 1) ¥ OJJHUM U3 NOAMYHKTOB 2), 3), 4), 5) cleayomux KpUTepUeEB:

1) pacipoctpanenHocts B Pecriyonnke Kazaxcras;

2) HeoOXOAMMOCTh B CUCTEMATHUYECKOM JICYCHUH, VISl IPOBEJIEHUS KOTOPOTO UMEIOTCS
pa3pa0oTaHHbIE W 3aperucTpupoBaHHble Ha Tepputopuu Pecnybnuku Kazaxcrtan
JIEKapCTBEHHBIE Cpe/icTBa (KypaOenbHbIC MaleHTHI );

3) HEOOXOIUMOCTh B CUCTEMATHUYECKOM JICUEHUU C MPUMEHEHHEM JIEKaPCTBEHHBIX
CpE/ICTB, KOTOpbI€ pa3pabOTaHbl W HMEIOTCS B MHUPE, HO HE 3aperucTpUpOBaHbI K
npuMeHeHHIo Ha TeppuTopun Pecy6nuku Kazaxcran;

4) Hanuuue 3a00JeBaHuM, I JE€YEHUS KOTOPHIX B MUPE OTCYTCTBYIOT pa3paOOTaHHbIC
JIEKapCTBEHHBIE CPEACTBA;

5) HEoOXOAMMOCTh OKa3aHUs MAJUIMATUBHOM MEIUIIMHCKOW MOMOIIU B CBSI3U C
OTCYTCTBUEM PaJMKAIHLHON Tepanuu (HHKypaOeIbHbIC MAllUCHTHI).

Pacnpoctpanennocts B Pecnyonnke Kazaxcran ne 6onee 10 cmyuaeB Ha 100 Thicsau
HacesneHus B PecriyOnnke Kaszaxcran.

8. Ilepecmotp nepeunst ophaHHbIX 3a00JI€BaHUI POBOJAUTCS OJIMH pa3 B roj U (W) npu

MOSIBJICHUHM HOBBIX IOCTOBEPHBIX CIIyYacB.



I'maBa 3. Ilopsnox popMupOBaHMA IEPETHA JIEKAPCTBEHHBIX CPEACTB UIA JI€IeHHs Op(paHHBIX
3a60eBaHmiA

9. Jlnst BKITIOUEHUS JIEKAPCTBEHHBIX MIPENapaToB B MepedeHb OpPaHHBIX JTEKAPCTBEHHBIX
CPEIICTB, CyObEKTaMU OOpallleHUs JIEKAPCTBEHHBIX CPEACTB, IPEICTABUTENIAMH OpraHU3alui
MPOU3BOJIUTENIEH  JIEKAPCTBEHHBIX  CPEACTB, CYOBEKTaMH  3JpaBOOXPaHEHUS,
NpEJCTaBUTENAMU aCCOMAlUi M OOIIECTBEHHBIX OObEeAMHEHMH, (U3UUECKUMU U
IOpUIMYECKUMU JIUIIaMH TIOJIAF0TCS MTPEIOKEHUS B YIIOJITHOMOYEHHBIN OpTraH.

10. IlpennoskeHust ¢ MOMEHTA TIOCTYIUICHUS B TeUeHHE 3 pabouyux JHEH HAMpaBIISIIOTCS
YIOJIHOMOYEHHBIM OPTaHOM B T0JIBEIOMCTBEHHYIO OPTaHU3aLMIO0 YIIOJTHOMOYEHHOTO OpraHa,
B KOMIIETEHIIUIO KOTOPOM BXOJAT BOIPOCHI OLEHKU TEXHOJOTHUM 31paBoOXpaHeHus (fanee —
[entp).

11. LlenTp ¢ MOMEHTa MOCTYIUICHUS NPENI0KEHUN MPOBOAUT AHAIN3 MPEAIaracMbIX
JIEKapCTBEHHBIX MPEnapaTroB ¢ MOATOTOBKOW 3aKitOueHHUs, B cpok He Ooisiee 30 (TpuanaTi)
pabounx JHEH, BKIIOYAIONIETO CIAEAYIONTYI0 HHPOpMAIIHUIO:

1) oO1ree onrcanue JIEKapCTBEHHOTO Mpemnapara;

2) cBeICHUS O PErMCTpPALMM JIEKAPCTBEHHOI'O IMpenapaTta Ha TeppuTopun Pecnyoiuku
Kazaxcran co crtatycom opdaHHOro mpemnaparta (TEXHOJOTHU) WA ONHUCAHUE MPUYUH
OoTCYTCTBUS peructpaiuu B Pecnyonuke Kazaxcran;

3) obmee onucanue ophanHOro 3a00J7€BaHMs, BKIIOYEHHOTO B NIEPEYeHb Op(PaHHbIX
3a00sieBaHUM, YTBEPKJICHHBIN B COOTBETCTBHM C MyHKTOM 3 ctatbu 177 Koaekca unu Goiee
Y3KOro MOKa3aHHs B paMKax JaHHOTO op(aHHOTO 3a005IeBaHUs, P KOTOPOM Mpe/IaracTcs
IPUMEHEHHE JIEKAPCTBEHHOT' O IIpenapara;

4) neranu peryJsaTopHOro oppaHHOIo cTaTyca 3a pyoexom;

5) 0030p OCHOBHBIX KIMHUYECKUX UCCIIEOBAHUM;

6) cpaBHeHHE ¢ Op(aHHBIMH TEXHOJIOTHSIMH, 3apETUCTPUPOBAHHBIMU B PecryOnuke
KazaxcraH ¢ moarBepkaeHuemM 3HaYUMMOW KIMHUYECKOW WIIM S3KOHOMHYECKOU BBITOJIBI.

12. Pe3ynbTaThl aHaIM3a B BU/IE 3aKitoueHus [{eHTpa HanpaBisitoTCsl B yIIOJTHOMOYEHHBIN
opraH sl paccMoTpeHusi Ha 3acenanuun PopmynsapHoil komuccuu (mainee — OK) B
cootrBeTcTBUU ¢ [IpaBuiamu ocCylIecTBICHUS ACATEILHOCTU (POPMYISIPHONH CHCTEMBI,
YTBEPKACHHBIMU TpUKa3oM MuHucTpa 3apaBooxpanenus PecnyOnuxku Kazaxcran ot 6
anpens 2021 roma Ne KP JICM - 28 (3apeructpupoBaH B Peectpe rocynapcTBeHHOU
perucTpauyu HOpMaTUBHBIX PABOBBIX akTOB 1o Ne 22513).

13. JlexkapcTBEeHHBIN TpenapaT BKJIIOUAeTCs B MepeyeHb op(aHHBIX JEKAPCTBEHHBIX
CPEACTB NPU HAJIUMYHUHU MOJIOKUTEIbHOU pekomeHganuu K v cOOTBETCTBUM CIETYIOMIUM
KPUTEPUSIM:

1) nexapcTBEHHBIN MpenapaT MpelHa3HaAyYeH A AUArHOCTHKU, MPO(YUIAKTUKU WU
JICYEHUS OJIHOTO WJIM HECKOJBbKHX Op(haHHBIX 3a00JICBAHWNA COTJIACHO YTBEPKICHHOTO
nepedHs opaHHbIX 3a00JIeBaHU (HAa MOMEHT ITOJIaYy TIPEAJIOKEHHUS ),



2) nekapCTBEHHBIN IpenapaTr 3aperucTpUpPOBAH K NMPUMEHEHHUIO Ha TEPPUTOPHUU
Pecny6nuku Kazaxctan co cratycoMm opdaHHOro mnpemnapara (TEXHOJOTHMH) WU HE
3aperucTPUPOBaH K MpUMEHEHHIO Ha Tepputopun PecnyOnuku Kazaxcran;

3) JexkapcTBEHHBIM IpenapaT NpeaHa3HauyeH JJIs NalMeHTOB C 3a00JieBaHUEM, IS
KOTOPOTO HE CYIIECTBYET YAOBIETBOPUTEIBHBIX METOAOB JAMATHOCTHKH, MPO(UIAKTUKH,
J€YEeHUs] WJIM IpPU HaJU4YMM TaKoro METOJa, JIaHHbIM JIEKapCTBEHHBIM Npemnapar Oyner
MPUHOCHUTH 3HAYUTEIBHO OOJBIIYIO MMOJIb3Y NAlMEHTaM, CTPAJAIOIIUM TaKUM 3a00JI€BaHUEM.

14. Ilepecmotp nepeyHst ophaHHBIX JIEKAPCTBEHHBIX CPEJICTB IPOBOAUTCS OJIMH pa3 B IoJ
Y (W) IPU MOSBJIIEHUH HOBBIX Op(aHHBIX JIEKAPCTBEHHBIX CPENICTB.

© 2012. PI'TI ma IIXB «MHCcTUTYT 3aKOHOAATENbCTBA U ITpaBoBoil nHGopManun PecriyOnuku Kazaxcram»
MunucrepctBa roctuimu Pecnyonmku Kazaxcran



