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aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 19.04.2026
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 31.12.2021
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, L
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTa ckaunBaHUS 19.04.2026
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 29 urons 2021 roza Ne
KP JICM -68. 3aperucrpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kaszaxcran 30 uroms
2021 roma Ne 23783

00 yrBepxkaenuu IlpaBui popMupoBaHus nepeyHs JeKaApCTBEHHbIX CPeICTB U
MeTUIMHCKUX U31eJuil 1J1s1 0eCIJIATHOr0 M (UJIM) JBIOTHOT0 aMOYJIATOPHOT O
o0ecneyeHHsi OTACJbHBIX KaTeropuii rpa:xxaad Pecnmyosmku Ka3axcran ¢
onpeaeJieHHbIMH 3200/IeBAHUSIMU (COCTOSTHUAMU)

B cootsercTBun ¢ myHkToMm 131 IIpaBun oprannsanuu v NpoBeICHUS 3aKyna
JIEKapCTBEHHBIX CPEICTB, MEIUIIMHCKUX U3CIIUN U CHICIIUATN3UPOBAHHBIX JICUSOHBIX
MPOJIYKTOB B paMKaxX rapaHTUPOBAHHOI'O 00beMa OecIiylaTHON MEIUIIMHCKON ITOMOIIU U
(u1K) B cucTeMe 00513aTeNIbHOTO COLMATBLHOTO MEIUIIMHCKOTO CTPaXOBaHMUsI,
(dapmaleBTUYECKUX YCIYyT, YTBEPKIECHHBIX MTOcTaHoBlIeHueM [IpaBurenscTaa
Pecny6nuku Kazaxcrtan ot 4 utons 2021 rona Ne 375, IPUKA3BIBAIO:

1. YTBepauTh npuiiaraembie npaBuia GOpMUPOBAHUS MTEPEUHS JIEKAPCTBEHHBIX
CPEIICTB U MEIUIIMHCKUX U3ACTUH 11 OECTIaTHOTO U (MJIM) TEIOTHOTO aMOyJIaTOPHOTO
obecrieueHus1 OTACIBHBIX KaTeropuit rpaxkaan Pecryonuku Kazaxcran ¢
oTpeIeICHHBIMU 32001€BaHUSAMH (COCTOSTHHSIMHU ).

2. JlemapramMeHTy JIEKAPCTBEHHOMW MOJIUTUKU MuHHCTEpCTBA 34paBOOXPAHEHUS
PecnyOnuku KazaxcTan B yCTaHOBJIEHHOM 3aKOHO/ATEIbCTBOM MOPSAIKE 00ECIEUNTh:

1) rocyaapcTBEHHYIO pErUCTPAIIMIO HACTOSIIIIETO NMprKa3a B MUHUCTEPCTBE
roctuiuu PecnyOnuku Kazaxcran;

2) pa3MelIeHre HaCTOSAIIEeTo MpUKa3a Ha HHTepHEeT-pecypce MuHNCTepCTBa
3npaBooxpaHeHus Pecryonuku Kazaxcran mociie opuiinaabHOTO OMyOIMKOBAHUS;

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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3) B TeueHUE AecATH pabOUYnX JTHEH MOCIE TOCYJapCTBEHHOW PEerucTpaluu
HACTOSIIEro nMpukaza B Munucrepcerse rocturiuu Pecry6nuku Kazaxcran
npeacTtaBienue B FOpuanueckuil genapraMeHT MUHUCTEPCTBA 31paBOOXPAHEHUS
Pecny6nuku Ka3zaxcran cBenieHuid 00 UCTIOTHEHUN MEPOIPUATHH, MPEyCMOTPEHHBIX
NOAMYHKTaMH 1) U 2) HACTOSIIIETO MyHKTA.

3. KOHTpOb 32 UCMIOJHEHUEM HACTOSILETO MTPUKa3a BO3JIOKUTH Ha
KYPHUPYIOIIEro BUIle-MUHHUCTPA 3ApaBooxpaneHus Pecryonmku Kazaxcras.

4. Hacrosimuii mpyukas3 BBOJUTCS B ACHCTBUE 110 UCTCYCHUHU JIECATH KaJE€HIapHBIX
JTHEH TI0CJIe JHS €ro MepBOro oPUIMaIbHOTO OMyOJIMKOBAHHUS.

Munuctp 3apaBooxpanenusi Pecnyoiuku Kazaxcran A. Hoi
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Y TBEpKIEH NMPUKA30M
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 29 urois 2021 roxma
Ne KP ICM -68

IpaBuia popMUpPOBAHUSA NEPEYHSA JTEKAPCTBEHHBIX CPEACTB U MEAUIIUHCKUX
U3/1eJIUi 1J15 0eCTIATHOTO M (MJIH) JIBLIOTHOr0 aMOyJIaTOPHOI0 00ecneYeHmst
oT/AeJbHbIX KaTeropuii rpa:kaad Pecnyoimkn Kazaxcras ¢ onpeneeHHbIMHU

3200J1eBAHUSAMH (COCTOSIHUSIMMH)

I'maBa 1. O0mue moJ10;KeHHus

1. Hacrosmue mpaBwiia GOpMUPOBAHHS TIEPEUHS JICKAPCTBEHHBIX CPEICTB H
MEIUIMHCKUX U3JIETINH 1Jis1 OECIUIaTHOTO U (WJIM) JITOTHOTO aMOyJIaTOPHOTO
obecrnieueHust OTACNIbHBIX KaTeropuit rpaxkaan Pecryonuku Kazaxcran ¢
onpeeneHHbIMU 3a001eBaHusIMHU (cocTOsTHUSIME) (nanee — [IpaBuna) pazpaboTaHsl B
COOTBETCTBHMM C MyHKTOM 131 IIpaBui1 opranu3anuu ¥ NpOBEACHUS 3aKyIa
JIEKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3ICTUN U CIIEHIMATU3UPOBAHHBIX JICUEOHBIX
IIPOJYKTOB B PaMKax rapaHTUPOBAHHOIO 00beMa OecIyIaTHOM MEIMIIMHCKOM MOMOIIH U
(w1K) B cUCTEME 00513aTEIbHOTO COIIMAIbHOTO MEIUIIMHCKOTO CTPaXOBaHMUsI,
dbapmarieBTUYECKUX YCIYyT, YTBEPKIEHHBIX MTOcTaHoBlIeHueM [IpaButenscTBa
Pecny6nuku Kazaxcran ot 4 urons 2021 rona Ne 375 u onpeaenstoT mopsiiok
dbopMHUpOBaHUS TTEPEUHSI IEKAPCTBEHHBIX CPEJICTB U MEAUITMHCKUX U3IECTUHN IS
OecIIaTHOTO M (UJK) JIFOTHOTO aMOyJIaTOPHOTO 0OECTICUCHHSI OTICIbHBIX KaTEropui
rpaxkaan Pecriyonuku Ka3zaxcran ¢ onpeeneHHbIMU 3a001€BaHUSIMU (COCTOSTHUSIMH )
(manee — mepedyeHb aMOyIaTOPHOTO JIEKAPCTBEHHOT'O 00ECTICUCHHUS ).

2. OCHOBHBIE IOHATHUS, UCTIOJb3yeMble B HacTosuX [IpaBumnax:

1) ynoTHOMOYEHHBIN OpTraH B 00JIaCTH 3/[paBOOXpaHEHus (j1anee —
YIOJHOMOYEHHBIN OpraH) — [HeHTPaJbHbIN HCTIOJHUTENbHBIA OpraH, OCYIIECTBIISIOUIUN
PYKOBOJICTBO U MEXOTPACJIEBYIO0 KOOPIAMHALIMIO B 00JIACTH OXPaHbl 3J0POBbs FPAKIAH
PecniyOnuku Kazaxcran, MeUIIMHCKON U (hapMalleBTUYECKON HayKu, MEIULIUHCKOTO U
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(dhapMalieBTHYECKOro 00pa3oBaHusi, CAHUTAPHO-AITUIEMUOIOTUUECKOTO OJIaronoayuus
HaceJIeHus!, O0paleH!sl IEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3/, KauecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TIOMOIIN);

2) neKapCTBEHHOE CPEICTBO — CPENICTBO, MPEICTaBIIIONIee CO00M Hin
coJieprKaliee BEemecTBO MO0 KOMOMHAITUIO BEIIECTB, BCTYNAIOIIEe B KOHTAKT C
OpPraHM3MOM YeJIOBEKa, MpeJHa3HAYCHHOE TSl JISYCHUS, TPODUITAKTUKY 3a00IeBaHUI
YeJIOBEKA WJIM BOCCTAHOBJICHUS, KOPPEKIIMH UM U3MEHEHHSI €T0 (PU3HOTIOTHICCKUX
byHKIMN TOCpeIcTBOM (hapMaKOJIOTHIECKOTO, MMMYHOJIOTHUYECKOTO JTU00
METa0OTUICCKOTO BO3ICHCTBHUS, WU JIJIs JUATHOCTUKH 3a00JI€BaHUN U COCTOSTHUS
YEJI0OBEKa;

3) rocyaapcTBeHHas SKCIIEPTHAS OpraHu3aius B cpepe obpareHus
JIEKapCTBEHHBIX CPEACTB U MEIULIMHCKUX U3ACIIUNA — CYOBEKT TOCyAapCTBEHHOM
MOHOIIOJINH, OCYIIECTBIISIONINA MPON3BOICTBEHHO-XO03SIMCTBEHHYIO ACSITEIIBHOCTD B
00J1aCTH 3IpaBOOXPAHECHHUS IO 00ECTIeUeHNIO 0€30MacHOCTH, YPHEKTUBHOCTH U
KadecTBa JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3CIHA (Jaee — ToCy1apCTBEHHAS
AKCIIEPTHASI OpraHu3aIus);

4) MeXTyHapOJHOE HEMATEHTOBAHHOE Ha3BaHUE JIEKAPCTBEHHOTO CPEACTBA —
Ha3BaHUE JIEKAPCTBEHHOT'O CPEJICTBA, peKOMEH1I0BaHHOE BecemupHoil opranu3zanuen
3/IpaBOOXPAHEHUS;

5) KIMHUYECKU TPOTOKOJI — HAYYHO JI0Ka3aHHbIE PEKOMEHIalluu 110
npouIaKTHKE, TUarHOCTUKE, JIEYEHUIO, METUIIMHCKON peaduinTanuu u
NaJVIMaTUBHONM MEIUIMHCKON MTOMOILY MTPH ONPEAEIICHHOM 3a00JIEBaHUU WIIN
COCTOSIHUY ITaLIMEHTA;

6) nmepedeHb JIEKAPCTBEHHBIX CPEJICTB M MEIUIIMHCKUX M3ACIUM 17151 0eCIIaTHOTO
U (WIK) TbrOTHOTO aMOyIaTOPHOTo 00ecredeHus OT/IEIbHBIX KaTeropuid rpaskiaH
PecniyOnuku Kazaxcran ¢ onpeieieHHbIMU 3a00JI€BaHUSIMU (COCTOSIHUSIMU ) — TIEPEUYCHB
JICKapCTBEHHBIX CPEICTB, MEIUIIMHCKUX U3CIIUN U CIICIUATN3UPOBAHHBIX JICUSOHBIX
MPOJIYKTOB, 3aKYMAaeMbIX 3a CUET OFO/KETHBIX CPEJICTB U (UJK) aKTUBOB (POH1a
COIMAJIBHOTO MEUITMHCKOTO CTPAXOBAHMSI B paMKaX rapaHTHPOBAHHOTO 00beMa
OecIIaTHON MeIMIIMHCKON MOMOIIH U (MJIM) B CUCTEME 0053aTeIbHOTO COILIMAIbHOTO
MEJIMIIMHCKOTO CTPAaXOBaHUSI MPU OKa3aHUU NIEPBUYHON MEIUKO-CAaHUTAPHOU U
CHEIUATN3UPOBAHHON MEIUIIMHCKON MOMOIIM B aMOYJIaTOPHBIX YCIOBUSIX,
BKJTFOYAIOIINY HAUMEHOBAHUS U XapaKTEPUCTUKU JICKAPCTBEHHBIX CPEJICTB,
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MEIUIMHCKUX U3JICIIUNA U CTICIIMATU3UPOBAHHBIX JI€YEOHBIX TPOTYKTOB B pa3pese
OTIIETIbHBIX KaTeropuii rpaxkaan Pecryonuku Kazaxcran ¢ onpeieneHHbIMU
3a00J1eBaHUSIMU (COCTOSTHUSIMHU );

7) KazaxcTaHCckuil HallMOHAJIbHBIN JIEKAPCTBEHHBIN POpMYIIsip — mepeyeHb
JIEKapCTBEHHBIX CPEJICTB C IOKA3aHHOM KIMHUYECKON 0€30IMacHOCThIO U
3(PEKTUBHOCTHIO, a TaKKe OppaHHBIX (PEIKHUX) JEKApPCTBEHHBIX MPENapaTos,
SIBJISTFOIIMICS 00s13aTeNIbHOM OCHOBOM ISl pa3paOO0TKHU JIEKAPCTBEHHBIX POPMYIISIPOB
MEUIMHCKUX OpraHu3aiuii 1 GOPMUPOBAHUSI CIIMCKOB 3aKyTia JIEKaPCTBEHHBIX
CPEICTB B paMKax TapaHTHPOBAHHOTO 00beMa OeCIIaTHON MEeIUIIMHCKON TTOMOIIU U
(unm) B cucTeMe 0053aTeNbHOTI0 COLUAIbHOIO MEAUIIMHCKOTO CTPAXOBaHMS;

8) MCINMIMHCKUEC U3ACIINA — U3ACIIHNA MCIUIMHCKOI'O HAa3HAYCHUA U MCANIITMHCKAas
TCXHHKA,

9) 00s13aTeNBLHOE COMUAJIbHOC MCAHUIIMHCKOC CTPAXOBAHHNC — KOMILJICKC IIPABOBLIX,
9KOHOMHYCCKHNX U OPraHU3alMOHHBIX MEP 110 OKa3aHUTO MCI[I/IHI/IHCKOﬁ IIoOMoOIu
HOTp€6I/ITeJ'I$IM MCIUIMWHCKHX YCIYT 3a CYUCT aKTUBOB (I)OHI[a COIINaJIbHOI'O
MCIHULIMHCKOI'O CTPaxOBaHUAA,

10) rapanTupoBaHHbIl 00beM O€CIUIATHON MEAUITUHCKOM MOMOIIU — 00BEeM
MEUIIMHCKON TTOMOIIIH, MPEIOCTaBIIEMOM 3a CYET OFOIKETHBIX CPEJICTB.

3. [Tepedyernr aMOyIaTOPHOTO JICKAPCTBEHHOTO OOECTICYCHHS BKITFOUACT
HauMEHOBaHWeE 3a00JIeBaHUI M KaTEropui rpaxaaH, MoJiexKanux 0ecriaTHOMy U
(WIK) TErOTHOMY OOECIIEUEHUIO JICKAPCTBEHHBIMU CPEACTBAMU, METUIITHCKUMU
U3JICTUSIMU U CIICIUATM3NPOBAHHBIMU JICYEOHBIMU TTPOYKTAMU, TIOKA3aHUS JIJIS
Ha3HA4YCHUS JIEKAPCTBEHHBIX CPEJICTB 1 HAMMEHOBAHUE JICKAPCTBEHHBIX CPEJICTB,
MEIUITUTHCKUX U3JICTUHN U CTICIIHAIM3UPOBAHHBIX JIEYCOHBIX MPOAYKTOB C YKa3aHUEM UX
XapaKTEePUCTUKHU.

4. HaumenoBanwue 3a06oeBanuii popmMupyercs ¢ yKazaHHueM KOJAUPOBAHUS T10
MEXIYHapOIHOM CTaTUCTHYECKON Kilaccuukanuen 0ose3Hen u npodiuem (manee —
MKB-10), HaumeHOBaHME JIEKAPCTBEHHBIX CPEACTB C YKa3aHUEM KOJa aHATOMO-
TepareBTUYECKOM ¢ yKa3aHHWEM KOJia aHaTOMO-TeparneBTuYecKo-xuMuueckoit (ATX)
KJIaCCU(PHUKAIIH JIEKaPCTBEHHBIX CPE/ICTB.
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I'nasa 2. Ilopsigok (popMUPOBAHUS NEPEYHS JEKAPCTBEHHbIX CPEICTB U
MEIULMHCKUX U31eJUil 1JI 0eCIIATHOrO M (UJIM) JIBIOTHOI0 aMOYJIATOPHOI O
o0ecrneuyeHusi OTACJbHBIX KaTeropuii rpa:xxaad Pecmyosanku Ka3axcran ¢
onpeaeJieHHbIMY 3200/1eBAHUSIMU (COCTOSITHUAMHU)

5. 3aboneBaHus BKIIOYAIOTCS B IEpEYEHb aMOYJIaTOPHOIO JIEKAPCTBEHHOTO
oOecrieueHus Mpu HATUYUU B:

1) nepedne conuanbHO 3HAUMMBIX 3200JIEBAHUM, YTBEPKICHHbBIN PUKA30M
Munuctpa 3apaBooxpanenns Pecniyonuku Kazaxcran ot 23 centsaops 2020 roga NeKP
JICM-108/2020 (3apeructpupoBaH B Peectpe rocy1apcTBeHHOM perucTpaiuu
HOPMATHBHBIX MPaBOBBIX aKTOB Ne 21263);

2) nepevyHe XpOHUUYECKHUX 3a00JIeBaHUH, MOIEKAIUX TUHAMHUYECKOMY
HaOJII0ICHUIO, YTBEPKACHHOM ITpUKa30M MUHHKCTpa 3ipaBooxpaHeHus PecyOnuku
Kazaxcran ot 23 centsa6ps 2020 roga Ne KP ICM-109/2020 (3apeructpupoBaH B
Peectpe rocynapcTBeHHON pernucTpaliii HOPMaTUBHBIX IPABOBBIX aKTOB moj Ne 21262)
U (Un) nepeyHe 3a00eBaHul, MOISKAIUX TUHAMUYECKOMY HAOIIOICHUIO B
OpraHu3alMsIX NEPBUYHON MEIMKO-CAHUTAPHOM MOMOIIH B paMKaX rapaHTUPOBAHHOTO
o0bema OecIuIaTHON MEeTUIIMHCKOM MOMOIIH, IEPEUYHE COLUATbHO-3HAYUMBIX
3a00seBaHUH, MOIEKAIIMX TUHAMUYECKOMY HAOII0ACHUIO TPO(QUIbHBIMU
CHEeUaICTaMi Ha YPOBHE KOHCYJIbTaTUBHO-IMATHOCTUYECKOM TOMOIIM B paMKax
rapaHTUPOBAHHOTO 00beMa OeCIIaTHON MEAUIIMHCKON TOMOIITH, epeyHe
XPOHUYECKUX 3a00JIEBAHMIM, MOAJIEKANTNX HAOIIOAECHUIO TPOPUIbHBIMU
CHEeUaINCTaMHU Ha YPOBHE KOHCYJIbTaTUBHO-IMATHOCTUYECKON IIOMOIIM B paMKax
rapaHTUPOBAHHOTO 00beMa OECIIIIATHON METUIIMHCKON TOMOIIH U (UJIU) B CUCTEME
0053aTE€ILHOTO COIMAIEHOTO METUIITHCKOTO CTPaXOBaHUs, YTBEPKAEHHBIX MPUKA30M
MunucTtpa 3apaBooxpanenus Pecriy6nuku Kazaxcran ot 23 oktsa6ps 2020 roga Ne KP
JACM-149/2020 (3apeructpupoBaH B Peectpe rocy1apcTBEHHON perucTpanuu
HOPMAaTUBHBIX TPaBOBbIX akTOB 1o Ne 21513);

3) mepeune opdaHHBIX 3a00JI€BaHUH, YTBEPKACHHBIN MTpUKa3oM MuHHUCTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 20 oktsi6pst 2020 roga Ne KP JICM-142
/2020 (3apeructpupoBaH B Peectpe rocy1apcTBEHHON perucTpanuu HOpMaTUBHBIX
paBoOBbIX akTOB Ne 21479);
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4) KIMHUYECKOM MPOTOKOJIE MOKAa3aHUU K MEIUIIMHCKOMY PUMEHEHUIO
JIEKapCTBEHHOI'O CPEJICTBA I MEAUILIMHCKOTO U3JEIUS U1l OKa3aHUS MEIUIIMHCKOW
MOMOIIY B aMOYJIATOPHBIX YCIOBHUSX.

CHocka. [Iynkm 5 ¢ uzmeneHuem, 6HeCeHHbIM NpUKazom u.o. Munucmpa
30pasooxpanenus PK om 31.12.2021 Ne KP J[CM-142 (66o0umcs 6 Oeticmsue no
ucmeueHuu 0ecamu KaienoapHslx OHell nocje OHs e20 Nepeo2o OPUYUATLHO20
ONnyoOIUKOBAHUS).

6. Kareropun rpaxaad v moka3aHus Il HA3HAYCHUS JICKaPCTBEHHBIX CPEJICTB
OTIPEIEISIIOTCS B COOTBETCTBUU C AMHUICMHOJIOTHIECKUMH TAHHBIMH TI0
pacnpocTpaHeHHOCTH 3a00J1eBaHus (COCTOSHUS) Y OTJCIbHBIX KaTErOpuil HaCeJIeHHs Ha
OCHOBAaHHH aHAJIN3a, MMPEA0CTABIIIEMOTO IMOABEIOMCTBEHHOW OpTaHU3aIluN
YIOJHOMOYEHHOTO OpraHa, B KOMIETEHITUI0 KOTOPOU BXOJISIT BOIIPOCHI OIICHKU
TEXHOJIOTHIA 3ipaBooxpaneHus (nanee — LleHTp).

7. IlopsiioK BKJIIOUEHUS JIEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3AETIHH B
nepedyeHb aMOyJIaTOPHOIO JIEKAPCTBEHHOI'O 00ECIIeUeHUs BKIIOYAET B ce0s cleayrolee:

1) momaya 3asiBICHUS MPOU3BOIUTENS WIIH €0 O(UIIHATEHOTO TIPEICTABUTENS B
Pecny6onuke Kazaxcran (nanee — 3asBurens) B LleHnTp;

2) npoBeaenue LlenTpom mpodeccrnonaabHOM SKCIEPTU3HI,

3) noaroroBka LleHTpoMm 3akiroueHus 1o pe3ynbrataM IpodhecCuoHaIbHON
3KCIEepTU3bI 111 POPMYIISIPHON KOMUCCHUM;

4) paccMOTpeHue U pUHATHE peteHus QopMyIsipHOA KOMUCCHEH Ha
OCHOBAHUH 3aKJIIOYCHHUSI 110 pe3yiabTaTaM MpodhecCHOHATbHON SKCIIEPTU3HL;

5) popmupoBaHue YIIOJIHOMOUYEHHBIM OPraHOM NEepeyHs aMOyJIaTOPHOTO
JIEKapCTBEHHOTO 00ECTIeUeHUsI.

8. 3asBuTens nogaet B LlenTp 3asBrnenue mo gopme, CorimacHo MpuiIokeHuto 1 k
HactoswuM [IpaBunam.

3asBICHNUE COCTABIACTCS HA Ka3aXCKOM HJIN PYCCKOM SA3BIKC, ITOAITMCBIBACTCA
YIIOJIHOMOYCHHBIM JIMIIOM 3asBHUTCIIA.

K 3asBnenuto npunaratorcs:

1) moche, coCTaBICHHOE B COOTBETCTBUU C (hOPMOM, IPETyCMOTPEHHBIMU B
NPUIIOKEHUH 2 K HacTosmuM [IpaBunam;
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2) Marepuaisl (CTaTbH, pe3IOME, U3 HAYUYHbIX U MEIULIUHCKUX ITyOJIHKAUK),
NOATBEPKAAIOLINE CBEACHUS, COAEPIKALLUECS B OCHE HA SI3bIKE OPUTMHANA B BUJC
MOJIHBIX TEKCTOB, B IMIEPEBOJIE HA KA3aXCKHUM UM PYCCKHI SI3bIK.

M&T@pI/IaJIBI, YKa3aHHBIC B HACTOAIICM ITYHKTC, IPCACTABIIAIOTCA HaA 6YM2DKHOM 151
QJICKTPOHHOM HOCHUTCIIAX B ABYX 3K3CMILLAPAX.

KommuiekT npeacTaBaeHHbIX TOKYMEHTOB Ha OyMa)kHOM HOCHUTEIEe
IPOLIHYPOBBIBAETCS, CTPAHUIIBI TPOHYMEPOBBIBatOTCS. Ha 000poTHOI cTOpoHe
NOCJIETHEN CTPAaHUILIBI JAeNIaeTcs 3anuch: «Bcero mpomHypoBaHo, IpOHYMEPOBAHO
CTPaHHMID, KOTOPask yAOCTOBEPSETCS MOAMUCHIO YIIOTHOMOYEHHOTO JIUIIA 3asIBUTEIS.

9. LleHTp ¢ MOMEHTA MOCTYIUICHUS MaTEpUAJIOB, YKa3aHHBIX B ITYHKTE 8
Hacrosux [TpaBust, mpoBOAUT UX MPOBEPKY HA MOJTHOTY U MPABUWILHOCTH OOPMIICHUS
NpeACTaBICHHBIX TOKYMEHTOB, B CPOK He Oosiee 5 (maTn) pabounx JHEH.

ITo pe3ynbpTaTam npoBepku LIeHTp cocTaBisieT 3aKIIOUEHUE C YKa3aHUEM
BBISIBJICHHBIX 3aMeUaHuil (IpU HAIMYUH) M0 (hOpMeE, COTIIACHO PHIIOKEHHIO 3 K
HacrosiuuM [IpaBunam, KOTOpOE HAMPABIISIETCS 3asIBUTEITIO JJIsl YCTPAHECHHS 3aMEYaHU
B TeyeHue 10 (mecaru) pabounx gHEN.

[Ipu HenpencraBnenuu 3asButenemM B Teuenue 10 (aecsti) pabouux nHeEH B
paMKax YCTpaHEHHS 3aMeYaHUM 3aMpOlIEHHBIX MAaTEPUATIOB WM MUCbMEHHOTO
obocHoBaHus, L{eHTp mpekpaliaer pacCMOTPEHUE 3asiBIICHUS U I0ChE JIJIs1 BKIIOUEHHUS B
nepedeHb aMOyJIaTOPHOTO JIEKAPCTBEHHOT'O 00EeCTICUeHHUS.

B cnydae moiHOTHI ¥ IPaBUILHOCTH O(POPMIICHUS MPEICTABIEHHBIX JOKYMEHTOB
au00 ycTpaHeHus 3amMeuannil B teueHue 10 (mecaru) pabounx qHENH MaTepualibl
nepenarTcs AJis MpoBeaeHUs MPOGECCUOHATBHON IKCIIEPTHUBHI.

10. LHenTp nmpoBoAUT MpOodeCcCHOHATBHYIO SKCIIEPTU3Y B CpOK He Oonee 40
(copoka) pabouux JHEH, HA OCHOBAHUHM JIOTOBOPA, 3aKJIFOUEHHOTO C 3asIBUTEIIEM B
COOTBETCTBHH C I'PaXKJAHCKHUM 3aKOHOIATCIIHCTBOM.

11. B xozne mpoBenenus npodeccuoHanbHON 3KcnepTr3bl LIeHTpoM B cpokw,
yka3aHHble B yHKTe 10 Hacrosnux [IpaBui1, IpOBOAATCS CIEyIOIIME UCCIIEIOBAHNUS:

1) Hanmuuus TeKapCcTBEHHOTO cpeicTBa B KazaxcTaHCKOM HallMOHAJIBHOM
JIEKapCTBEHHOM (DOPMYJISIpE, YTBEPKIA€MOM B COOTBETCTBUHU C MOJMYHKTOM 46) CTaThu
7 Kognekca;
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2) HAJIMYUS YTBEPKICHHOW MPEIEIbHOM LIEHBI Ha JIEKAPCTBEHHOE CPEJICTBO C
y4E€TOM JIEKaPCTBEHHOU (POPMBI, JO3UPOBKH, KOHIIEHTPAIIUU U 00beMa HUITU
TEXHUYECKYIO XapaKTEPUCTUKY MEAUIIMHCKOr0 u3nenus B pamkax [[OBMIT u (vn)
cucreme OCMC, yTBepkaaeMoil B COOTBETCTBUM ¢ TyHKTOM 3 ctaTbu 245 Kopekca;

3) HanM4Ms KoJla aHaTOMO-TepaneBTudecko-xummuueckon (ATX) knaccudukanmm;

4) cOOTBETCTBUS MEXIyHAPOIHOTO HETTATEHTOBAHHOI'O HAUMEHOBAHUS
JIEKapCTBEHHOTO CPEJICTBA U €ro JIEKAPCTBEHHON (hOPMBI U JO3UPOBKH WU
TEXHUYECKOU XapaKTEPUCTUKN MEJULMHCKOIO U3/I€THUS U €r0 KOMIUIEKTAllUH U
AKCIUTyaTallMOHHBIX XapaKTepUCTUK ['0Cy1apCTBEHHOMY peecTpy JI€KapCTBEHHbIX
CPEICTB U MEIULIMHCKUX WU3/EINI;

5) cOOTBETCTBUS MOKa3aHUW K METUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOTO
CpEeACTBa WM MEIUIMHCKOIO U3JIEJINs KIIMHUYECKUM IPOTOKOJIAM, 10 KOTOPBIM
JIEKAPCTBEHHBIE CPEACTBA U MEAULIMHCKUAE U3IEIUSA PEKOMEHIYIOTCS ISl OKa3aHUS
MEIMIUHCKON TTOMOIIU B aMOYJIaTOPHBIX YCIOBUSAX, U HHCTPYKLUUHU IO MEAUIIMHCKOMY
IIPUMEHEHUIO JIEKAPCTBEHHOI'O CPECTBA WJIM MEAUIIUHCKOTO U3IEIN;

6) HaJIM9HUC JICKAPCTBCHHOI'O CPCACTBA B MCKAYHAPOAHBIX HCTOUYHNKAX TAHHBIX I10
I[OKEB&TGJ'II)HOI‘/’I MCIWIMHC U MCKAYHAPOAHBIX KIIMHUYCCKHUX PYKOBOACTBAX,

7) HaMUuMs KIMHUYECKOTO U (WJIN) KIMHUKO-DKOHOMUYECKOTO
(papmMak0’KOHOMHUYECKOT0) MPEUMYIIIECTBA UM HKBUBAJICHTHOCTH JICKAPCTBEHHOTO
CpeACTBAa WU MEIUIIMHCKOTO U3ENHS, TI0O CPABHEHHUIO C UMEIOIIUMHUCS B TIEPEUHE
aMOyJIaTOPHOTO JICKAPCTBEHHOTO 00eCIIeUeHUsI JICKAPCTBEHHBIMU CPEJICTBAMHU UITU
MEIUIMHCKUMHU U3ACIIUAMHU MPH JICUCHUU ONPEIETICHHOTO 3a00JI€BAHMSI UJIA COCTOSIHUS
Ha aMOyJIaTOPHO-TIOJIMKIMHUYECKOM YPOBHE B YCIOBUSIX 3APABOOXPAHEHUS
Pecny6nuku KazaxcraH.

12. Tlo pe3ynbTaTam npodeccuoHanbHoM skcnepTussl LeHTp B cpok He Oosee S
(msiTH) paboyux AHEH COCTaBIsSET 3aKIIOUCHHE MO (PopMe, COTIIACHO MPUITOKEHUIO 4 K
HactosmuM [IpaBunam K KOTOpOMY IPHIIAral0TCs MOATBEPAKAAIONINE TOKYMEHTHI,
peAyCMOTPEHHBIC B MOJINYHKTaxX 1), 2), 3), 4), 5), 6), 7) nynkra 11 HacTosImmx
[IpaBuin (nanee - 3aKiIrOYEHUE).

13. ®opmysapHasi KOMUCCHS pacCMaTpUBAET peacTaBieHHoe LlenTpom
3aKJIFOUEHHE U OLICHUBAET COOTBETCTBUE JIEKAPCTBEHHOTO CPEACTBA MOANYHKTaM 1), 2),
3),4),5), 6), 7) unu MEIUIIMHCKOTO U3eIus MOANyHKTaM 2), 3), 4), 5), 6), 7) myHKTa
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11 macrosmumx [IpaBui, ¢ y4eTOM KOTOPOIO MPUHUMAETCS PELIEHNE O BKIIFOUEHUN
JIEKapCTBEHHOTO CPECTBA UM MEIULIMHCKOTO U3/eus B IepeueHb aMOyJIaTOPHOTO
JIEKApCTBEHHOTO 00ECTICUEHUSI.

14. ITpu BKIIIOYEHUH B NIEpeUYEeHb aMOyJIaTOPHOTO JIEKAPCTBEHHOI'O 00eCIeUeHUs
JIEKAPCTBEHHOTO CPEACTBA WIIM MEIUIIMHCKOTO U3JEIUs, IPUMEHIEMOTO JUIs JICUEHUS
op¢aHHOro ¥ (WIn) COUUaNbHO 3HAYMMOI0 3a00JI€BaHuUs, IEPEYHH KOTOPBIX
ONPEIENSIOTCA B COOTBETCTBUU C MYHKTOM 3 cTaThi 177 u noanmyHkToM 158) mynkra 1
cratbu 1 Kosiekca COOTBETCTBEHHO, TONYCKAETCS paccMOTpeHrne @opMysipHOi
KOMHCCHUEHN BKJIKOYEHHUS JIEKAPCTBEHHOT'O CPEICTBA WM MEAULMHCKOTO U3/IENINS B
nepeyeHb aMOyJIaTOPHOTO JIEKAPCTBEHHOT'0 00eCIeUeHUs [0 UHULIUATUBE
YIOJIHOMOYEHHOI'O OpraHa, ¢ HOJArOTOBKOW J0Cke LIEeHTpOM B COOTBETCTBUU C
TpeOOBAHUSIMU MPUIIOKEHHS] 2 HACTOSIIIIUM ITPABHUIIAM.

Crocka. Ilynkm 14 6 peoaxyuu npukaza u.o. Munucmpa 30pagooxpanenusi PK
om 31.12.2021 Ne KP JICM-142 (ssooumcs 6 Oeticmaue no ucmeyenuu 0ecsamu
KAleHOAapHbIX OHell Nocae OHs e20 Nep8oco OPUYUATbHO20 ONYOIUKOBAHUSL).

15. IlpunsTue peuieHus: 00 UCKIIFOUEHUH JIEKAPCTBEHHBIX CPECTB, MEAUIIMHCKUX
U3JIeNIUNA U CTICIIUATN3UPOBAHHBIX JI€YEOHBIX MTPOTYKTOB U3 MEepeyHs aMOyIaTOPHOTO
JeKapCTBEHHOTO obecrieueHuss GopMyIIsIpHON KOMUCCHEH pacCMaTpUBAETCS 110
VHUIMATUBE YIIOJTHOMOYEHHOTO OpraHa IMpy HAJIMYUK OJTHOTO U3 CIEAYIOIINX
OCHOBAHUU:

1) uckiIroYeHNN JIEKAapCTBEHHOTO CPEJICTBA, C YIETOM JICKAPCTBEHHOUW (POPMBI U3
KH®;

2) BKIIFOUCHUH aTbTEPHATUBHBIX JIEKAPCTBEHHBIX CPEJCTB U U3IECITUI
MEUIMHCKOTO Ha3HAYEHUs, 00JIaIat0NIUX JOKAa3aHHBIMU KIMHUYECKUMU U (WJIN)
bhapMaKOdIKOHOMHYECKUM TIPEUMYIIECTBOM, U (M) OCOOCHHOCTSMHU JEHCTBUS, U (WIIH)
OombIel 6€30MacHOCThIO MPU JUATHOCTUKE, MPO(UIIAKTUKE, JICYUSHUH UITH
peabunutanuu 3a00J€BaHUM, CHHIPOMOB M COCTOSIHUH;

3) NOsIBIEHUU CBEAEHUIN O TOKCUYHOCTH MJIM BBICOKOM YaCTOTE HEKEIATEIbHBIX
NOOOYHBIX SIBJICHUM MPU MPUMEHEHUH JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX
U3JIENH, PECTaBICHHBIX TOCYAAPCTBEHHBIM OPraHOM B cpepe oOpaleHus
JIEKAPCTBEHHBIX CPEICTB U MEAULMHCKUX U3JEIUN;

4) NpUOCTaHOBIICHUH IPUMEHEHHUS JICKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
U3JIEINH celMaIu3uPOBAHHBIX JIEUeOHBIX MPOAYKTOB B Pecniybnuke Kazaxcran
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pELIEHHEM roCyJapCTBEHHOI'0 OpraHa B cpepe 0OpalleHus J€KapCTBEHHBIX CPEACTB U

MEIUIMHCKUX U3JCINM;

5) OTMEHE rocy1apCTBEHHOM pEruCTpaliy JIEKAPCTBEHHBIX CPEACTB U

MEIUIMHCKUX U3JIEINI pelIEeHuEM TOCyAapCTBEHHBIX OPTaHOB B cpepe oOpanieHus

JCKAPCTBCHHLIX CPCACTB U MCAUIIMHCKUX HBHCHHﬁ;
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[Ipunoxenue 1
K [IpaBunam hopmupoBanus

InepeUHA JICKapCTBCHHLIX CPCIACTB

1 MEIUIUHCKUX WU30CIUN IS

OecrIaTHOTO U (WJIK) JIbIOTHOTO

aMOyJIaTOPHOTO 0OecTieYeHUsI
OTJIETIbHBIX KaTeTOPU IpakIaH
Pecny6ninku Kazaxcran ¢

OIIPCACIICHHBIMU 3a00JICBaHUSIMU

(cocTosHUSIMU)

3asiBJIeHHE

dopma

Ha BKIIIOYCHHUE JICKAPCTBCHHOI'O CPEACTBA WIN MEIUITUHCKOI'0 U3J1€JIUS B IIEPECICHD

JJEKAPCTBCHHLIX CPEACTB U MEAUIHUHCKUX n3ne.1m171 JJIA 0ecIIaTHOIO U (I/I.JII/I)

JBIOTHOTO

aMO0yJ1aTOPHOIo o0ecneyeHus OTACJbHBIX KaTeropui rpaxaad Pecnmy0uku

Kaszaxcran
C onpeaeJIeHHbIMY 3200/1eBAHUSAMU (COCTOSIHUSIMHU)

1. Uudopmarnus o 3asBuTerne:
1) HaMeHOBaHKE OpraHU3aluu;
2) ®.1.0. (npu ero HaIU4KKN) OTBETCTBEHHOTO JIUIIA, I0J>KHOCTH;

3) MECTO HaXOXKAEHUSI OPraHU3alNU-3adBUTENS (FOpUINYECKUH aapec,
dakTHueckuii agpec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) nomep Tenedona u(umm) dakca;

6) e-mail:

2. O0uras uHpopmalys Mo 3asiBICHHOMY JEKapCTBEHHOMY CPEACTBY (nanee —

JIC) nunu menuuuHckoMy u3nenuto (nanee — M) B coorBercTBUHM ¢ ['ocyaapcTBEHHBIM

PECCTPOM JICKAPCTBCHHLIX CPCACTB U MCAUITUHCKHUX HSHCHHﬁ:

1) roproBoe HanmeHnoBanue JIC nnn MU;
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2) MEXIyHApOAHOE HENMAaTEeHTOBaHHOE HauMeHoBaHue JIC uin TexHuueckas
xapaktepuctuka MU wiu coctas JIC (nelicTByromne U BCIIOMOTaTENbHbIE BEIIECTBA)
Wi KoMIutektauusa MU, npennaraeMoro sl BKIFOYEHNS,

3) nekapcTBeHHas popma U 103UpoBKa, KoHieHTparus JIC unu
DKCIUTyaTallMOHHBIE XapaKTepucTuku MU;

4) papmaxorepaneBtuueckas rpymma JIC u ATX kox wim Bug MU, B
COOTBETCTBHH C II100AIbHOM HOMEHKJIATypoi Meauimuckux u3naenuit (GMDN);

5) cBeneHus 0 TOCyIapCTBEHHOM peructpanuu 3aasieHnoro JIC win MU B
Pecnybnuke Kazaxcran (yka3bpIBaeTcs JJaTa U HOMEP PETUCTPALIMOHHOTO
YIAOCTOBEPEHUS, TAKKE K 3asIBJICHUIO MPUIIATAETCSA KON PETUCTPALMOHHOTO
YAOCTOBEPEHMUS);

6) cioco6 npumenenus JIC wiu ycnoBus npuMmenenust M.

3. Uadopmanus nis Bxatouenust JIC wim MU B nepeueHb aMmOy1aTOpHOTO
JIEKapCTBEHHOT'O 00ECIIEYEHUS:

1) 3asBsiemoe nokaszaHue (3a00eBaHKe WK COCTOSIHUE) U 1ieJieBasi TpyIa
MAIMEHTOB (KaTeropus IpaXk1aH), IJIs BKIIOYCHHSI B IEpeUYeHb aMOyIaTOPHOTO
JIEKApCTBEHHOT'O 00ECIIeUeHNs;

2) naymmuue JIC i MU B KazaxcraHCkoM HallMOHAIbLHOM JIEKQpCTBEHHOM
dopmyisipe;
3) yTBepkaeHHas npeaenbHas nena Ha JIC ¢ yuerom siekapcTBeHHOU (POPMBI,

JO3UPOBKHU, KOHIIEHTpaluu U oobemMa win MU ¢ yuerom koMIiekranuu u
AKCIUTyaTallMOHHBIX XapakTepucTHK B pamkax ['OBMII u (wim) cucteme OCMC;

4) npennoXXeHus 3asIBUTEIISI OTHOCUTEIILHO BO3MOXXHOCTH COTJIAIIIEHUS 110
pa3lieJIeHUIO 3aTpaT WK PUCKOB, & TAK)KE BOBMOXHBIM CKUIKAM U (WJIH) cCXemMam
o0ecreunBaOIINM JOCTYITHOCTD JIJIsl TTAllMEeHTA;

Ecnu nocke coep kUt KOHPUACHIMAIbHYI0 HHPOPMALIMIO, YKa3aTh, KaKas
uHbopMaIus SBISETCS KOH(DUICHIIMATEHON U MPEIOCTaBUTH 000CHOBAHUE
KOH(UIEHIIMAJILHOTO XapakTepa 3Tor nHpopmauu.

I[OJI)KHOCTB YIIOJIHOMOYCHHOTI'O JIMIA 3aABUTCIIA HO,ZIHI/ICL

@®.1.0. (mpu ero HaJTu4IuN) Hara

[Tpumeuanwus:
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[Tpumeuanus: OObeM 3asBJICHUS HE MIPEBBIIAET 5 CTPAHULL U OCHOBBIBAETCS HA

CBOJHOU MH(OpMAIUU U3 JJOChE.
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[Ipunoxenue 2
K [IpaBunam hopmupoBanus
MEePEYHSs JICKAPCTBEHHBIX CPEJICTB
U MEIUITUHCKUX U3JIETUH s
OecrIaTHOTO U (WJIK) JIbIOTHOTO
aMOyJIaTOPHOTO 0OecTieYeHUsI
OTJIETIbHBIX KaTeTOPU IpakIaH
PecnyOnuku Kazaxcran
C OMpeIeTICHHBIMU 3a00I€BaHUSIMU
(cocTosHUSIMU)

dopma

locobe
JIEKAPCTBEHHOTI'0 CPeICTBA MJIM MeIMIMHCKOr0 U3/1e/IMsl J1JIsl BKJIIOYEeHHs B

nepeyeHb

JIEKAPCTBEHHBIX CPeICTB M MeIMINHCKUX U3/1eJTuil 1M 0eCIJIaTHOTO U (MJIH)
JIbTOTHOTO

amMO0yJ1aTOPHOro o0ecnevyeHus OTAEJbHBIX KaTeropuid rpaxxaad Pecnmy0Jmnku
Kazaxcran

C onpeae/JIeHHbIMY 3200/IeBAHUSIMU (COCTOSITHUAMHU)

1. Uudopmanus no nekapctBeHHOMY cpeactBy (aanee — JIC) unu MeAUIIMHCKOMY
uznenuto (nanee — M) B cootBercTBUU ¢ ['0OCy1apCTBEHHBIM pEECTPOM
JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3JEIIHIMA:

1) ToproBoe HanmeHnoBanue JIC wim MU:

2) MexX1yHapOJHOE HeMaTeHTOBaHHOE HauMeHoBaHue JIC uinu TexHudeckast
xapakrepuctuka MU wium coctas JIC (nelicTByIOIINE U BCIIOMOTATEIbHBIE BEIIECTBA)
WM KoMIuiekTauusa MU, npennaraeMoro Juisi BKIFOYEHUS:

3) nekapcTBeHHas opma U 103UpoBKa, KoHneHTparus JIC uiu
JKCIUTyaTallMOHHbIE XapakTepucTuku MU:

4) papmakorepaneptudeckas rpynmna JIC u aHaToMO-TepaneBTH4YeCKO-
xumuueckuit koJ (nanee — ATX) kon unu Bua MU, B COOTBETCTBHUH € rI100aIBHOM
HOMEHKJIaTypoit MeauinHCcKux usnenuii (GMDN):
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5) cBeneHus 0 rocyAapcTBEHHOM perucTpanuu 3asBiaeHHoro JIC wiu MU B
Pecny6nuke Ka3zaxcran (ykaspiBaeTcs JaTa 1 HOMEP PETUCTPAIIMIOHHOTO
YIAOCTOBEPEHUS, TAKKE K 3asIBIICHUIO MPUIIATAETCSA KOMUS PETUCTPALMOHHOTO
YIOCTOBEPEHMUS):

6) crioco6 npumenenus JIC wim ycnoBust mpumenenust M.
2. CBeneHust:
1) o manmmuum JIC B KazaxcTaHCKOM HAIIMOHATLHOM JICKAPCTBEHHOM (POPMYIISIpE;

2) 0 HaIMYuU yTBEPKACHHOUN npeaesibHoM 1ieHbl Ha JIC ¢ yueToM JekapCcTBEHHOM
(dbopMBbI, T03UPOBKH, KOHIIEHTpAIIMU U o0beMa wir MU ¢ yueToM KOMITJIEKTalluu U
AKCIUTyaTallMOHHBIX XapakTepucTHK B pamkax ['OBMII u (mim) cucteme OCMC.

3. [lepedensb 3aperucTpupoOBaHHbIX Ha TeppuTopuu Pecnyonuku Kazaxcran
TOPrOBbIX HAUMEHOBAHUH JIEKAPCTBEHHBIX CPEICTB WM MEAULIMHCKUX U3IEIUN C
AQHAJIOTUYHBIM MEKTYHAPOJIHBIM HEMATEHTOBAHHBIM HAMMEHOBAHHUEM JIEKAPCTBEHHOTO
CPEICTBa, C yUETOM JIEKAaPCTBEHHOH (POPMBI, JO3UPOBKHU, KOHIIEHTPAIMHA U 00beMa WU
TEXHUYECKOU XapaKTEePUCTUKON MEIULIMHCKOIO U3JEIUA ¢ YYETOM KOMIUIEKTALUU U
AKCIUTyaTallMOHHBIX XapaKTEPUCTHUK (B COOTBETCTBUU C [ '0CY1apCTBEHHBIM pPEECTPOM
JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3IEINM Ha MOMEHT NIOJ1a4y 3asIBJIICHHUS):

4. O6ocHOBaHUE TIPEUTOKCHHUM 3asIBUTENS OTHOCUTEIIFHO BO3MOKHOCTH
COTJIAIIIEHUSI TI0 Pa3/ICJICHHUIO 3aTPaT UM PUCKOB, a TAK)KE BO3MOXKHBIM CKUJIKaM U
(nn) cxeMam, 00ecreurBaroOUM JIOCTYTHOCTb JUIsl HAIlUEHTA:

5. Cenennst 00 3¢ dextuBHOCTH M Oe3onacHocTH JIC mm MU o umeronumcst
MOKa3aHUSM B COOTBETCTBUM C KIMHUYECKUMU MPOTOKOIamMu, 10 KoTopbiM JIC niin MU
PEKOMEHAYIOTCS JJIsl OKa3aHUsl MEIUIIMHCKON MOMOIIY B aMOyJIaTOPHBIX YCIIOBUSIX, B
COOTBETCTBHH C MHCTPYKUHUEN 110 MeauMHCKoMY nipuMenenuto JIC wim MU (kx

3asBJICHUIO ITPUIIAracTCAa KOIMWA HHCTPYKIUHU 110 MEAUITVUHCKOMY ITPUMCHCHHUTIO JIC nimm
MN):

6. JlaHHbIE SMTUAEMUOJIOTMH U OpeMeHU O0JIE3HU B LIEJIEBOM KOTOPTE MMALIMEHTOB U
cBeZieHUs 0 noTeHuanbHoi ponu JIC unu MU B npouecce npuMeHeHus, THPopMarus
0 KJIMHUYECKOM, SJKOHOMHYECKOMN 1 COLMAIbHON KIMHUYECKOM, SKOHOMUYECKON U
conmanbHO# niennocty JIC unn MU, a Taxxke 00 ncnons3oBanuu JIC u MU
oTpaxaroieM (pakKTUUECKUH OTbIT NAIUEHTOB (MPU HATUYUHN):
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7. CBelleHHs O HATMYUU KIMHUYECKOTO U (MJIM) KIMHUKO-?KOHOMHUYECKOTO
(hapMakOIKOHOMHYECKOT0) MPEUMYIIECTBA WJIK SKBUBAJICHTHOCTH JICKAPCTBEHHOTO
CpeACTBAa WU MEIUIIMHCKOTO U3ENHS, IO CPABHEHUIO C UMEIOIIUMUCS B IEPEUHE
aMOyJIaTOPHOTO JIEKAPCTBEHHOTO 00eCIeYeHUsl JIEKAPCTBEHHBIMU CPEJICTBAMU UITU
MEIUIMHCKUMU U3JICTUSIMH C aHAJIOTUYHBIMU MTOKAa3aHUSIMU K IPUMEHEHUIO:

8. CBeeHMs O BIUSHUU JICKAPCTBEHHOTO CPEICTBA WM MEIUITUHCKOTO U3/ICITHUS
Ha OpeMs 0oJie3HU U OIOJKET 3/[PaBOOXPAHCHUS C YIETOM MPOBEACHUS
[EHTPATM30BAHHOTO 3aKyTIa.

* K nmocwe npunaratorcst B hopMe NpuiioKeHU Matepuasl (CTaTbH, pe3toMe, U3
HAYYHBIX ¥ METUIIMHCKUX IMyOIUKaluii), MoATBep kK Aatonue 3pPeKTUBHOCTD U
0€30I1acHOCTD JIEKapCTBEHHOTO cpecTBa. JlaHHbIE MaTepHallbl MOAAOTCS Ha S3bIKE
OpWUTMHAJIa B BUJE NOJIHBIX TEKCTOB, 4 PE3IOME — MIEPEBEACHBI HA Ka3aXCKUW WU
PYCCKMHM s13bIK. MaTepuaiisl, IpeACTaBIsAEMbIE HA A3bIKE OPUTMHANA, OTIUYHOTO OT
AHTJIMICKOrO SI3bIKA, MIOJAIOTCS C IEPEBOJOM Ha Ka3aXCKHUM WIIA PYCCKHUM S3bIK.
IIepeBoibl MaTEpUaIOB 3aBEPSIOTCS MOANMCHIO.
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[Ipunoxenue 3
K [IpaBunam hopmupoBanus
MEePEYHSs JICKAPCTBEHHBIX CPEJICTB
U MEIUITUHCKUX U3JIETUH s
OecrIaTHOTO U (WJIK) JIbIOTHOTO
aMOyJIaTOPHOTO 0OecTieYeHUsI
OTJICIBHBIX KaTerOpUil rpakIaH
PecnyOnuku Kazaxcran
C OMpeIeTICHHBIMU 3a00I€BaHUSIMU
(cocTosHUSIMU)

dopma

3akJjoueHne
NnpoBepku 0(hpopMJIeHUS 3asIBJIEHHS U 10Che /151 BKJIIOYEHUsI JIEKAPCTBEHHOT 0
cpeacTBa
WIH MEeUIIMHCKOT0 U3/1eJIMsl B IlepeYyeHb JeKAPCTBEHHbIX CPEICTB U
MeTUIMHCKUX M3/1eTui
JIs1 0eCTJIATHOTO M (MJIM) JILIOTHOT0 aMOYJIATOPHOT0 o0ecnevyeHusi OTAeJIbHBIX
KaTeropui
rpa:xxaad PecnyOumku Ka3zaxcran ¢ onpeaesieHHbIMU 3200/1€BAHUSIMH
(cocTosTHUSIMM)

1. Uudopmarus o 3asBurerne:
1) HanMeHOBaHKE OpraHu3aluy;
2) ®.1.0. (npu ero HaIUYKKN) OTBETCTBEHHOTO JIUIIA, IOJ>KHOCTD;

3) MeCTO HaXOXKAEHUSI OpPraHU3alNU-3aaBUTENS (IOpUINUECKUH aapec,
dbakTUYECKHit aapec);

4) Homep tenedona u (unn) daxca;
5) e-mail.

2. JlaHHBIE 110 3asIBICHHOMY JieKapcTBeHHOMY cpenctBy (JIC) nnu
MeTUIMHCKOMY u3nenuo (MIN):

1) ToproBoe nHaumenosanue JIC unmu MU;
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2) MEXIyHApOAHOE HENMAaTEeHTOBaHHOE HauMeHoBaHue JIC uin TexHuueckas

xapaktepuctuka MU wiu coctas JIC (nelicTByromne U BCIIOMOTaTENbHbIE BEIIECTBA)

NI KOMIIJICKTAaIuA MI/I, npeararacMoro Aajs BKIIFOUCHUA,

3) nekapcTBeHHas popma U 103UpoBKa, KoHieHTparus JIC unu
DKCIUTyaTallMOHHBIE XapaKTepucTuku MU;

4) papmaxorepaneBtuueckas rpymma JIC u ATX kox wim Bug MU, B
COOTBETCTBHH C II100AIbHOM HOMEHKJIATypoi Meauimuckux u3naenuit (GMDN);

5) cBeneHus 0 TOCyIapCTBEHHOM peructpanuu 3aasieHnoro JIC win MU B
Pecnybnuke Kazaxcran (yka3bpIBaeTcs JJaTa U HOMEP PETUCTPALIMOHHOTO
YIAOCTOBEPEHUS, TAKKE K 3asIBJICHUIO MPUIIATAETCSA KON PETUCTPALMOHHOTO
YAOCTOBEPEHMUS);

6) cioco6 npumenenus JIC wiu ycnoBus npuMmenenust M.

3. 3aKiIr0YeHUE 0 pe3ybTaTaM MPOBEPKH HA MOJHOTY U MPABUIBHOCTD
odopMmIIeHUs TPEICTABICHHBIX JOKYMEHTOB:

1) orieHKa MOJHOTHI MPEACTaBICHHBIX JOKYMEHTOB U MaTEpPHAJIOB;
2) oueHka o(opMIICHHUS 3asiBJICHUS U IPEICTABIEHHBIX MAaTEPUAJIOB;

3) olleHKa peACTaBIEHUS CBEJACHUN COTNIACHO MyHKTY 8 HacTosamux [IpaBu;

4) COOTBCTCTBUC MCIKAY 3aiABJICHUCM U MAaTCpHalaMH Ha 6yMa)KHOM HOCHUTCIIC U

B 3JICKTPOHHOM BHC.

4. 3ameuyaHus
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[Ipunoxenue 4
K [IpaBunam hopmupoBanus
MEePEYHSs JICKAPCTBEHHBIX CPEJICTB
Y MEJUITUHCKUX U3JIeTTUI
U1 OECIIIIATHOTO U (WJIN)
JBFOTHOTO aMOYJIaTOPHOTO 00eCTIeUeHUs
OTJIETIbHBIX KaTeTOPU IpakIaH
Pecny6nuku KazaxcraH ¢ onpeeneHHbIMU

3a00JIeBaHUSIMU (COCTOSTHUSIMH )

dopma

3akiouenue
npo¢ecCHOHATIBLHOMN IKCIEePTU3bI VISl BKIIOYEHHS JIEKAPCTBEHHOI0 CPeACTBA W
MEIUIMHCKOr0 M3/1eJIMsl B MepPeYeHb JeKAPCTBEHHBIX CPECTB U MeIMIUHCKHUX
U31eJui 1JI 0eCIIATHOIO M (MJIHM) JBIOTHOr0 aMOyJIATOPHOI0 00ecneYeHun st
OTAeJbHBIX KaTeropuii rpa:xkaad Pecnyoimkn Kazaxcran
C onpeaeJIeHHbIMY 3200/1eBAHUSAMU (COCTOSITHUSIMHU)

1. Uudopmanus o 3asBuTene:
1) HaumeHOBaHKE OpraHU3allY;
2) ®.1.0. (npu ero HaIM4YMK) OTBETCTBEHHOTO JINLIA, 10JIKHOCTB;

3) MecTo HaXOXKCHHS OpraHU3aLNU-3asIBUTENS (FOPUINIECKUI ajipec,
(akTHUecKHil apec);

2. JlaHHbI€ MO 3asBIIEHHOMY JIEKapCTBEHHOMY cpelcTBY (nanee — JIC) win
MEIMUIMHCKOMY H3Aenuto (nanee — MIU):

1) roproBoe HanmenoBanue JIC niu MU;

2) MEXIYHapOAHOE HEMAaTEHTOBaHHOE HauMeHoBaHue JIC uim TexHuueckast
xapaktepuctuka MU wiu coctas JIC (nelicTByromMe U BCIOMOTaTeNbHbIE BEIIECTBA)
Wi KoMIutektauus MU, npennaraeMoro s BKIIOYEHNS,

3) nexapcTBeHHas (Gopma u 103upoBKa, KoHeHTparus JIC nm
AKCIUTyaTaI[MOHHBIC XapaKTepUcTUKu MU,
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4) papmaxorepanetuueckas rpymnmna JIC u ATX kox wiu Bux MU, B
COOTBETCTBHHM C II100AIbHOM HOMEHKJIATypoi MeauimHckux uznaenuit (GMDN);

5) cBeneHUs 0 TOCYyAapCTBEHHOM perucTparnuu 3asBiaeHHoro JIC wim MU B
PecnyOnuke Kazaxcrawn;

6) cioco6 npumenenus JIC win ycnosust npuMenenust M.

3. 3akiro4eHue 1o pe3yiabTaTaM npodhecCUOHATIBHOM SKCIEPTU3BI JJIs
BKJIFOUEHHUSI B TIEpEeYEHb aMOYJIaATOPHOTO JIEKAPCTBEHHOTO 00ECIIeUEHUSI:

PesynbraThl aHanm3a 1eKapCTBEHHOT'O CPEICTBA, MPEJCTABICHHOTO 3asBUTENIEM U
(M) HAIGHHOTO CAMOCTOSITENIbHO OpTraHU3alMel Mo aHAIU3y 3asBKU:

1) undopmanust Hanuuus JEKapCcTBEHHOTo cpeacTBa KazaxcraHckoM
HaI[MOHAJIBHOM JIEKApCTBEHHOM (POPMYJISIPE;

2) uadopmarys 0 HATMYUU YTBEPKICHHOW MPEISTHbHON 1IEHbI Ha JIEKAPCTBEHHOE
CPEJIICTBO C YYETOM JIEKapCTBEHHOU (DOPMBI, TO3UPOBKH, KOHIIEHTPALIMK U 00beMa UK
MEIUIMHCKOE U3AEIUE C YIETOM KOMIUICKTANH U SKCIUTyaTallHOHHBIX XapaKTEPUCTUK
B pamkax ['OBMII u (unu) cucreme OCMC;

3) HanM4Me B KIIMHUYECKUX MpoTokoiax Pecnyonuku Kazaxcran;

4) B MexXayHapOIHbIX UICTOYHHKAX JAHHBIX 10 JOKa3aTEIbHON MEIUIIUHE U
MEXKIYHAPOIHBIX KIMHUYECKUX PYKOBOJICTBAX:

B BpuTaHCKOM HaIMOHAIEHOM JIEKapCTBEHHOM (hopMyisipe U (win) BpuTaHCKOM HAIMOHATIEHOM JIEKAPCTBEHHOM
(dhopmysipe st aetelt (Tof BBITYCKa)

B KokpeiiHoBckol Onbnnoreke (6a3a HayYHBIX ITyOJIMKaIIN)

(omcaTh TOAPOOHO HANMUKE CHCTEMaTHYecKuX 0030poB (nanee — CO), MeTa-aHaIH30B,
PaHIOMU3HPOBAHHBIX KOHTPOJIMPYEMBIX KJIMHUUECKHUX HccienoBanui (nainee — PKI)
¢ ykazanueM ccbutka Ha CO, PKU, K1)

B Cnucke 0CHOBHBIX JIeKapCTBEHHBIX cpeicTB BO3 (Mecsll U roj BhIITycKa)

B EBpomneiickoM areHTcTBe JIEKapCTBEHHBIX CPENICTB

B praBJ’ICHI/II/I TI0 KOHTPOJIIO IMUIIEBBIX IIPOAYKTOB U JICKAPCTBCHHBIX CPEACTB COGL[I/IHCHHLIX mITaToB AMCpI/IKI/I

B Mennaiin (ITabMen) (anektpoHHast 6a3a JaHHBIX HAYYHBIX ITyOJIHKAIIM)

(ipu otcyTCTBHM NaHHBIX B KokpeliHOBCcKoW OHOMHOTEKE, ONUCATh TTOPOOHO HAIHYHE
CHCTeMaTHYeCKuX 0030poB, MeTa-ananu3o8, PKU ¢ ykasanuem ceeuiku Ha CO, PKU, KN)
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

JlaTta ckaunBaHMs 19.04.2026

B bpuranckoM meaunuHckoM skypHaie «bect ITpakTucy

B HaumonansHOM HHCTHTYTE 3/[paBOOXPAHCHHUS M COBEPIICHCTBA MEANIIMHCKOMN oMoty Bennkoopuranuu

[Tpu HE0OX0IMMOCTH UCIIOIB30BATh APYTUE TOCTOBEPHBIE UCTOUYHUKHU
MEXKyHApPOIHBIX KJIMHUYECKUX PYKOBOJICTB:

5) Pe3ynbTaThl aHamM3a SKOHOMUYECKON 3P (HEKTUBHOCTH JIEKAPCTBEHHOT O
CPEJZICTBA COIJIACHO 3asBKE 3asIBUTEIS:

Kputepun anannza Pesynbrat ananmza IIpo-
LEeHT
oT-
KJIO-
He-
HUS

1. IlpeacTaBneHHass CTOUMOCTb Kypca/pumMe- BBILIE CTOMMOCTH JIGKaPCTBEHHOTO TIpenapaTa CpaBHEHHs

HEHUs WM TOZ0BOTO JIEYeHHs (AMarHOCTHKY,

a ( ’ COOTBETCTBYET CTOMMOCTH JICKAPCTBEHHOT'O IIpernapara CpaBHEHUS

peadHIMTalMKU | JIP.) JIEKAPCTBEHHOTO CPeJl-

cTBa HIDKE CTOMMOCTH JICKAPCTBEHHOT'O Ipernapara CpaBHEeHHUS

AHaJu3 110 1IKaJie OLEHKH NPEICTaBICHHBIX 3aTpaT

2. TlpeuMyIiiecTBa M0 SKOHOMUYECKOM I ek- MPUMEHEHHE JIEKApCTBEHHOTO Tperapara MPUBOIUT K CHIYKSHHIO OOIINX 3aTpat

TUBHOCTH JICKAPCTBEHHOT'O CPEJICTBA B CpaBHE- | Ha OKa3aHHE MEJUIMHCKOMN MOMOIIH (BIMSHUE HA OIO/KET)

HHH C JICKAPCTBEHHBIM IPETIapaToM CpaBHEHUS

MPUMEHEHHE JICKApPCTBEHHOTO Tpenapara He TpeOyeT yBeIMYeHHs 00LInX 3aTpar

Ha OKa3aHWE MEAUIMHCKOW MOMOIIH (BIHSHHUE Ha OI0KET)

MIPUMEHEHHE JIEKApCTBEHHOTO Tpenapara TpeOyeT yBelnnueHus OOLIHX 3aTpaT Ha

OKa3aHHe MEJUIMHCKOH IIOMOIIY B paMKaX IPOrpaMMbl FOCYIapCTBEHHBIX I'a-

paHTHIi OECIIIATHOTO OKAa3aHUsI MEIUIIMHCKON MMOMOIIH (BIUSIHUE Ha OOJIKET)
6) PCSYJ'IBTEITBI aHaJIn3a NpOoYrX AAHHBIX I10 3asBKEC 3asABUTCIIA:

Kputepun ananusa COOT-
BET-
CTBUE

HeobxoaumocTh NpUMEHEHHUS JIEKAPCTBEHHBIX CPEICTB JUISl JUAaTHOCTUKH, POMUIAKTHKH, JTEUEHUS WK peabuIuTaly 3a00eBa-
HUI1 (COCTOSIHMIA), MPeodIalatolX B CTPYKTYpe 3a00JIeBaEMOCTH M CMEPTHOCTH TpaxkaaH Pecriy6nuku Kazaxcran (Juis craimoHap-
HOH, CTallMOHapo3aMenlaoniell 1 CKOPOi MOMOIIIHN), a TaK)Ke YIPaBISIEMBIX Ha aMOyJIaTOPHO-TTOJIMKIMHUYECKOM YpOBHE (115 amOy-
JIATOPHO-MIOTMKJIMHUYECKON MTOMOIIM) HA OCHOBAHUH CTATHCTHYECKHX JAHHBIX, IPECTABJICHHBIX B 3asBKE

Heo6xoaumMocTh NpUMEHEHHUS JICKAPCTBEHHBIX CPEICTB JUIsl MPO(UIAKTUKH, JICUCHHS U peaOUIIUTAliK COLUATbHO-3HAYUMBIX 3200~
JieBaHMi U 3a00JICBaHH, TIPEICTABISIIONINX OMACHOCTH IS OKPYKAFOIIHX, YIPABISEMbIX Ha aMOyIaTOPHO-TTONTHKINHAYCCKOM
YpOBHE

Heo6x01uMOCTh MPHUMEHEHHS JIEKAPCTBEHHBIX CPEICTB IS IPO(GUIAKTHKH, JICICHHUS 1 PeabHINTALNN HCKITIOYUTEIEHO Op(haHHBIX
(penkux) 3a00J1€BaHMMA, YIIPABISIEMBIX Ha aMOyJIaTOPHO-TTOJMKIMHUYECKOM YPOBHE

Hanuune 3apeructpupoBaHHbiX B PecriyOnnke Kazaxcran BOCIIpOU3BEICHHbIX JIEKaPCTBEHHBIX CPE/ICTB

Hanuuune noarBepkaeHus SKCIEPTHOW OpraHU3aliy IaHHBIX O TEPANeBTHYECKOH YKBUBAJICHTHOCTHU U (MJTH) OMOIKBUBAIICHTHOCTH
JUISE BOCIIPOW3BE/ICHHBIX JICKAPCTBEHHBIX MIPENapaToB CO CXOXHUM MEXaHHM3MOM (hapMaKOJIOTHYECKOTO JCHCTBHUS IIPH JICYEHHH OIpe-
JIeJICHHOTO 3a0071eBaHMS (COCTOSHYIS)

Hanuune ananoros B [lepeune




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi

e n aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Caxray KyHi
> . d DTaNOHHbIH KOHTPOIbHBIl GaHK HOPMATHBHEIX TIPABOBBIX aKTOB TTata peaiyi
Pecny6nuku KaszaxcTaH B 2JIeKTPOHHOM BHJIE

I[aTa CKaYnuBaHUA

31.12.2021
19.04.2026
31.12.2021
19.04.2026

7) AHanu3 3asBKU U BBIBOJIBI IO KIIMHUYECKON U SKOHOMHUYECKOM
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA!

CocraB 3kcreptoB (Damumms, UMs, 0TIECTBO (IIPU €r0 HAINYNH), TOJDKHOCTD)

>

Tlonmucu u paCI_HI/I(prBKa TIOANUCHU PYKOBOAUTEIISI OpraHu3alyuy, HpOBOHI/IBH_ICi/'I aHaJInu3:

(Damusust, UMsi, OTIECTBO (IIPU €r0 HATUYUH) PYKOBOIAMUTEIS OPraHH3aIliH)
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