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OO0 yrBepxKneHIM npaBui GOpMUPOBaHHMSA NEPEIHA 3aKyTIa JICKAPCTBCHHBIX CPEICTB U
MEIUIUHCKAX U3IENMi B paMKaxX rapaHTHPOBAHHOTO 00beMa 0€CILUIaTHOM MEIAIMHCKON
IIOMOIIM ¥ (AIM) B CHCTEME 003aTeIFHOI0 COMUAIFHOTO MEUIIMHCKOTO CTPaXOBaHHS

[Tpuka3 u.o. Munuctpa 3apaBooxpanenusi Pecrryonuku Kazaxcran ot 24 nexadps 2020 roga
No KP ICM-324/2020. 3apeructpupoBan B Munucrepctse roctuiiuu Pecriyonmku Kazaxcran
25 nexabps 2020 roga Ne 21910.

B coorBerctBuu ¢ nogmynkrom 50) crateu 7 Konmekca Pecny6muku Kazaxcran "O
310poBbe Hapoaa u cucteMe 3apaBooxpanenus" IIPUKA3BIBAIO:

Caocka. I[IpeamOyna - B penakiuu npukaza Munuctpa 3apaBooxpanenus PK ot
17.11.2021 Ne KP JICM-117 (BBoAUTCA B ACHUCTBUE 11O UCTCYEHUHU JIECATU KAJICHIAPHBIX
JTHEH TOCJIE AHS €ro MepBOro O(PUIMaILHOIO OMyOJIMKOBAHHUS).

1. YTBepauTh npunaraemeie rnpaBuiia GOpMHUPOBAHMS MEPEYHS 3aKyIa JEKapCTBEHHBIX
CPEACTB M MEIMUIMHCKUX HU3JEIUA B paMKax rapaHTHPOBAHHOIO oObeMa OecIIaTHOU
MEJUIIMHCKON TOMOIIU U (MJIM) B CHUCTEME 0053aTE€IbHOT0 COIMAIBHOTO METUIIMHCKOTO
CTpaxXOBaHU.

2. Ilpu3Hath yTpaTUBIIUMU CUITY:

1) npuka3 Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 31 auBaps 2018 roga
Ne 39 "O6 ytBepxknenuu [IpaBun hopMupoBaHUs CIIMCKOB 3aKyTa JIGKAPCTBEHHBIX CPEJICTB U
U3JIeNMid MEAUIMHCKOTO HAa3HAY€HHUs B paMKaxX rapaHTUPOBAHHOrO oObema OecIiiaTHON
MEIHUIIMHCKON IMOMOIIM M B CHCTEME OOS3aTeNbHOIO COIMAJIBbHOIO MEIHMIMHCKOTO
cTpaxoBaHus" (3aperucTpupoBaH B PeecTpe rocynapcTBeHHON perucTpandd HOPMaTHUBHBIX
npaBoBbIX akToB moja Ne 16355, onyOnukoBan 14 mapra 2018 roga B DTajloHHOM
KOHTPOJILHOM OaHKE HOPMAaTHUBHBIX MPaBOBBIX akTOB Pecmybnuku Kazaxcran);

2) npuka3z Munuctpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 6 oktsa6ps 2018 rona
Noe KP JICM-23 "O BHeceHMM H3MEHEHUN B Mpukaz3 MUHHUCTpa 3ApPaBOOXpPAHEHUS
Pecnyonuku Kazaxcran ot 31 suBaps 2018 roma Ne 39 "OO6 yrBepxaenun IlpaBuin
bopMHpPOBaHMS CIHCKOB 3aKyMla JIEKAPCTBEHHBIX CPEACTB M M3ACIUM MEIUIMHCKOTO
Ha3HAYEHUS B paMKax rapaHTUPOBAHHOTO 0O0beMa OecIIaTHON MEeAUIIMHCKON MOMOIIU U B
cucTeMe 00s3aT€bHOI0 COLUMAIBLHOTO MEJUIMHCKOrO CTpaxoBaHUs" (3aperucTpUpOBAH B
PeecTpe rocy1apcTBEHHOM perucTpaliiy HOPMATUBHBIX MPABOBBIX aKTOB IO HOMepoM No
17633, onybnukoBan 2 HosA0ps 2018 roga B TalOHHOM KOHTPOJIBHOM OaHKE HOPMATHBHBIX
nmpaBoBbIX akToB PecyOnuku Kazaxcran).

3. JlemaprameHTy Je€KapCTBEHHOM MOJIUTUKKM MHHHUCTEpPCTBA 3pPaBOOXPAHEHUS
PecnyOnnku KazaxcTan B yCTaHOBJIEHHOM 3aKOHO/IATEIbCTBOM MOPSIKE 0O0ECICUUTh:



1) rocynapCTBEHHYIO PETUCTPAIMIO HACTOSAIIETO MpUKaza B MUHUCTEPCTBE FOCTULIMU
PecnyOnuku KazaxcraHn;
2) pa3MellleHHE HACTOSIIETO MpUKa3a Ha MHTEpHET-pecypce MuHuctepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie opuiuaibHOro omy0IuKOBaHUS;

3) B TeUueHHE JIeCITH padounX AHEH Mociie TOCYJapCTBEHHON pEerucTpanuu HaCcTOSIIEro
npukaza B MuHucTepcTBe toctunuu Pecnyonuku Kaszaxcran mnpeacraBieHHe B
KOpunnueckuii genaprameHT MuHucTepcTBa 31paBooxpaHeHus PecnyOnuku Kaszaxcran
CBEICHUN 00 WCHOJHEHUHM MEPONPUITUN, MPETyCMOTPEHHBIX NOANYyHKTamMu 1) u 2)
HACTOSIIETO MyHKTA.

4. KoHTpOnb 32 UCIOJHEHUEM HACTOSIIETO MPUKa3a BO3JIOKUTh HA KYPHUPYIOUIETO
BUIIE-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku KazaxcraH.

5. Hacrosimuil npuka3 BBOAUTCS B AEUCTBUE MO UCTCYEHUU AECITH KaJCHAAPHBIX JHEH

nocJie JHs €ro NepBoro OPUIMAIbHOTO OIMyOJIUKOBAHMS.

Hcnonrsrommif 0613aHHOCTH
M. Illopanos
Munrnctpa 3apaBooxparnenns Pecmybnmkn Kazaxcran

[Mpunoxenne K MpuKazy
Hcnonuasromero o0s13aHHOCTH
MuHucTpa 31paBOOXpaHEHUS

Pecny6nuku Kazaxcran

ot 24 nexabps 2020 roga

Ne KP ICM-324/2020

ITpaBuna popMupOBaHHS EPETHS 3aKyTa JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX U3ENH B
paMKax rapaHTHpOBaHHOTO 00beMa GecIIaTHON MeIUIMHCKO#H IOMOIIY U (WIM) B CHCTEME
0053aTEFHOTO COIUATIEHOTO MEAUITMHCKOTO CTPaXOBAHHSA

I'masa 1. OOmue moNoXeHHU

1. Hacrosimue npaBuiia GopMUpPOBAHUS NIEPEUHS 3aKyIa JICKAPCTBEHHBIX CPEACTB U
MEIUIIMHCKUX HU3JICJIMH B paMKax rapaHTHPOBAHHOTO 0ObeMa OeCIUIaTHON MEIUIIMHCKOM
noMOIIM U (WIM) B cUCTeMe 00s3aTeNbHOI0 COLMAIBHOTO MEIUIMHCKOTO CTPaxoBaHUS (
nanee — [IpaBuna) paspaboransl B cooTBeTcTBUU ¢ moamyHkToMm 50) ctateu 7 Kopgekca
Pecny6nuku Kazaxcran "O 370poBbhe Hapoa U cucteMe 31apaBooxpaneHus’ (nanee — Kogeke
) W ONpenenstoT MOpsAI0K (HOPMUPOBAHHS TEPEUHS 3aKyma JICKaPCTBEHHBIX CPEACTB U
MEJUIIMHCKUX M3JEIUI B paMKax rapaHTUPOBAHHOTO oObeMa OecIIaTHONW METUIIMHCKOM
oMol U (WJIU) B CUCTEME 0053aTEIbHOT0 COUMAIBHOTO MEIUIIMHCKOTO CTpaxoBaHUM (
Jajee — MepeyueHb 3aKyIa).

CHocka. [Tynkr 1 - B pepakuuu npukasa u.0. Munuctpa 3apaBooxpanenust PK ot
31.07.2025 Ne 74 (BBOAMUTCS B ICMCTBUE 1O UCTEUCHUH JICCITH KaJCHIAPHBIX JHEW MMOCIe THS
€ro MepBoro oPpuIMaILHOTO OIMyOJIMKOBAHUS).

2. OCHOBHBIE IOHSATHUSA, UCTIONB3yeMbIe B HacTosuX [IpaBunax:



1) nmepedeHs JIeKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3IEINH 111 OeCriaTHOTO U (W)
JBFOTHOTO aMOyJaTOPHOTO OOECHeueHHs] OTICIbHBIX KaTeropuil rpaxkaad PecmyOnuku
Kazaxcran ¢ onpeneneHHbIMH 3a00JI€BaHUSAMU (COCTOSIHUSIMU) — MEPEUYECHB JIEKAPCTBEHHBIX
CpPE/ICTB, MEIMIIMHCKUX W3 M CHEHHATU3UPOBAHHBIX JICYEOHBIX MPOJYKTOB,
3aKylaeMbIX 3a cyeT OIKETHBIX CpPEeACTB W (WIM) aKTUBOB (DOHAA COIUAIBHOTO
MEJIUIIMHCKOTO CTpPaxoBaHUs B paMKax TapaHTUPOBAHHOTO o0O0BbeMa OecraaTHOU
MEIUIIMHCKON MOMOIIU U (MJIM) B CUCTEME O00s3aTEIBHOIO COI[MAIbHOTO MEIMUIIMHCKOTO
CTpaxOBaHUsl MPHU OKA3aHUU INEPBUYHOM MEIAUMKO-CAHUTAPHOM M CIEUHATU3UPOBAHHOU
MEIUIIMHCKOM MOMOIIM B aMOYJIATOPHBIX YCIOBUSX, BKJIIOYAIOMIMN HAaUMEHOBAHUS U
XapaKTePUCTUKHU JIEKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3JIETUNA U CHEHHAITN3UPOBAHHBIX
Je4eOHBIX MPOAYKTOB B pa3pe3e OTACIbHBIX KaTeropuil rpaxiaan PecnyOnuku Kazaxcran ¢
ONpeIeICHHBIMH 3200JIEBAaHUAMU (COCTOSHUSIMU);

2) enuHbIA TUCTPUOBIOTOP — IOPUANYECKOE JIMIO, OCYIIECTBISIONIEE NEATeIbHOCTh B
paMKax TapaHTUPOBAHHOTO 00beMa OECIUIaTHON MEIMIIMHCKON MOMOIIN U (WJIH) B CUCTEME
0053aTEIHLHOT0 COLMATIBHOTO MEIUIIMHCKOTO CTPAaxOBaHUs B COOTBETCTBUU CO CTaThel 247
Konekca;

3) rocyaapcTBeHHas dKCIEpTHAsl opranu3ainus B cdepe oOpalleHus JeKapCTBEHHBIX
CPEICTB M MEIMIMHCKUX HU3ACIUA — CYyOBEKT TOCyJapCTBEHHOW MOHOIIOJUH,
OCYIIECTBIISIIONIUA  MPOU3BOJICTBEHHO-XO3SUCTBEHHYIO JEATEIHHOCTH B  00JacTH
31paBOOXpaHEHUs] Mo obecrneyeHuro Oe3omacHOCTH, S(PEGEKTUBHOCTH U KadyecTBa
JIEKapCTBEHHBIX CPEJICTB U MEAMIIMHCKUX U3JENHN (Jajiee — rocyJapCcTBEHHAsl SKCIepTHAS
opra"uzaius);

4) NONTOCPOYHBIN JOTOBOP MOCTABKU JICKAPCTBEHHBIX CPEICTB U MEAUIIMHCKUX U3ICIIUM
— TPaXJIAHCKO-TIPABOBOM JTOTOBOP, 3aKIIOUAEMbId €IUHBIM JUCTPUOBIOTOPOM CPOKOM JI0
JIECATHU JIET C MPOU3BOUTEINIEM JICKAPCTBEHHBIX CPEJCTB, MEIUIIMHCKUX U3enuil PecmyOnuku
KazaxcTtaH Wiy 3aKa3ulMKOM KOHTPAKTHOIO MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U
MEIMITMHCKUX W3JICJINM, PaclojioKEeHHBIM Ha Tepputopun PecnyOnuku Kaszaxcran, Ha
MOCTaBKY JIEKAPCTBEHHBIX CPEACTB W MEAULMHCKUX W3JAEIUNA, MNPOU3BEACHHBIX B
COOTBETCTBUM C TpPeOOBAHUAMM HaJJIexalie mpousBojcTBeHHOW mpaktuku (GMP) mis
JEKApCTBEHHBIX CPEACTB M TPeOOBAHUSIMU MEXKIYHAPOJHOTO CTaHIApTa CHCTEMBI
ynpapieHus kadectBoMm (ISO 13485) mis MeIMIIMHCKHX H3JENHH, 3a HCKIIOUCHUEM
MEJIUIIMHCKUX U3JEIUN Kiacca 0€30MacHOCTH MOTEHIIUAIBHOTO pUcKa puMeHeHus 1 u 2a (
KpOME CTEpHIIbHBIX); MO0 ¢ cyOBeKTOM B cepe oOpallieHus JICKapCTBEHHBIX CPEJCTB U
MEIUIUHCKUX W3JCIUN, HUMEIOIIMM HaMepeHHe co3aaTh W (W) MOJEPHU3UPOBATH
MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB M MEAUIMHCKUX W3IEIUA WA KOHTPAKTHOE
IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB MU MEAULUMUHCKUX H3JAEIUN C MPOU3BOAUTEIIEM
JIEKapCTBEHHBIX CPEJICTB, PACMOJIOKEHHBIM Ha Tepputopuu PecnyOnuku Kaszaxcran, B
COOTBETCTBUM C TPEOOBAHUAMM HaJJjIexalie mpousBojcTBeHHOW mpaktuku (GMP) mis
JIEKapCTBEHHBIX CPEJCTB, a IJI1 MEIUIIMHCKUX U3JEIUN — B COOTBETCTBUU C TPEOOBAHUSIMU



MEXIYHAapOJIHOTO CTaHAapTa cHUCTeMbl yrpaBieHus kadectBoMm (ISO 13485), 3a

UCKJIIOYEHUEM MEIUUMHCKUX H3AENHI Kilacca Oe30MacHOCTH MNOTEHUUAIbHOIO pPHUCKA
npuMeHeHus 1 u 2a (Kpome CTEpUIbHBIX), B TOPSIKE, YCTAHOBIEHHOM 3aKOHOIaTEIbCTBOM
Pecny6iiuku Kazaxcran (manee — 10ArocpovyHbiid JOroBop);

5) nekapcTBEHHOE CpPEICTBO — CPENCTBO, MPEICTABIISIONIEE COOOM MM CcOoAeprKallee
BEIIECTBO JTMOO KOMOMHAIMIO BEUIECTB, BCTYIAOIIEe B KOHTAKT C OPTaHU3MOM YEJIOBEKa,
MpeIHA3HAYEHHOE IS JIeUeHUs!, TPOQUIAKTHKY 3a00JIEBaHUI YeI0BEKa UM BOCCTAHOBIICHUS
, KOPPEKIIMM WM U3MEHEHUS ero (U3HOJOTHUYECKUX (GYHKIUH TOCPEICTBOM
(hapMaKoJIOrH4ecKoro, UMMYHOJIOTHYECKOTO JTUO0 METa0OINYECKOTO BO3JECHCTBUS, WIIH IS
JAMArHOCTUKH 3a00JIEBAHUN U COCTOSIHUSI YEJIOBEKa;

6) yIOJIHOMOYEHHBIM OpraH B 00JacTH 3ApaBOOXpaHEHUs (Jajee — yIOJIHOMOYEHHBIH
OpraH) — UEHTPAJbHBIM HMCHOJHUTEIBHBIA OPraH, OCYLIECTBISIOIIMI pPYKOBOACTBO U
MEXOTpPaciIeBYI0 KOOpPAMHALMIO B OOJIaCTH OXpaHbl 370pOBbsl TrpaxiaH PecnyOnuku
KazaxcraH, MeguIIMHCKOM W  (papMaueBTHYECKOW HAyKW, MEJUIUHCKOTO H
(dapMalleBTUYECKOr0 00pa30BaHMsl, CAHUTAPHO-IIMUIEMHOIOTHYECKOTO OJIaronoyyus
HaceJIeHHs, OOpallleHusl JIEKAPCTBEHHBIX CPEACTB M MEIUIMHCKUX HU3JENIUi, KadyecTBa
OKa3aHUs MEIUIIMHCKUX YCIYT (TOMOIIIN);

7) KazaxctaHCckuil HallMOHAJNbHBINA JEKApCTBEHHBIN (OpMYyJIsip — NepeyeHb
JICKapCTBEHHBIX CPEJICTB C JOKa3aHHOM KIIMHUYECKOW 0€30macHOCThIO U 3((HEKTUBHOCTHIO, a
Takke OpdaHHBIX (pEeIKuX) JEKapCTBEHHBIX MPENapaToB, SBISIOMMICS 00s3aTeNbHON
OCHOBOHW ISl pa3paOOTKU JIEKaPCTBEHHBIX (POPMYISIPOB MEIUIMHCKUX OpraHu3aluil u
dbopMupoBaHUs CIUCKOB 3aKyla JEKAPCTBEHHBIX CPEACTB B paMKax TapaHTHUPOBAHHOTO
o0beMa OecruIaTHOM MEAUIIMHCKON MOMOIIH U (WJIM) B CUCTEME 0053aTEIHHOTO COIUAIBLHOTO
MEIUIUHCKOIO CTPaXOBAHMSI;

8) KIIMHUYECKUH MPOTOKOJ — HAYYHO JOKa3aHHbIE PEKOMEHJIALMK MO MPOPUIAKTHKE,
JTUArHOCTUKE, JICUCHHWIO, MEIUIIMHCKONW peabWIuTanui W MaUTMATUBHON MEIUIIMHCKOU
MOMOIIY TTPH OIPEACIICHHOM 3a00JIEBaHUU WJIM COCTOSIHUM MAllMEeHTa;

9) MenMIMHCKUE U3IENHs — WU3AENHUS MEIULIHMHCKOrO Ha3HAYECHUS U MEIULIMHCKAS
TEXHUKA;

10) o0sA3aTenpHOE COLMATBHOE MEAMIIMHCKOE CTPAaXOBAaHUWE — KOMIUIEKC IPaBOBBIX,
DKOHOMUYECKUX W OPTaHU3AIUOHHBIX MEp IO OKa3aHWUI0 MEIUIIMHCKON TOMOIIU
NOTpeOUTENIM MEAUIMHCKUX YCIYT 3a CUET aKTUBOB (JOHJA COLMATBHOTO MEIUIIMHCKOIO
CTpaxOBaHUS;

11) 6pemsi Gosie3HH — BiUsHME 3a00JIeBaHMS Ha TOKa3aTeId CMEPTHOCTHU, MOTEPHU
TPYOCHOCOOHOCTH, NHBAJIMN3ALMH U CBSI3aHHBIE C HUMH 3KOHOMUYECKHE ITOTEPH;

12) BausiHre Ha Or0/KeT — (UHAHCOBBIE MOCIEICTBUS BHEIPEHUS U (WJIM) TPUMCHEHUS
JICKapCTBEHHOT'O CPEJICTBA, MEAULIMHCKOTO U3/ENUs, METO/1a MPOPUIAKTUKY, TUarHOCTUKH,
JICYCHUS U peaOdWIINTALINY;



13) rapaHTupoBaHHBIN 00BEM OeCIIATHOM MEIUIMHCKOW MOMOIIH — 00beM
METUITUHCKOW TTOMOIIIH, TIPEIOCTaBIIEMOM 3a CUET OFOJKETHBIX CPEJICTB.

I'naBa 2. ITopsanok GOpMHAPOBAHUA IEPETHA 3aKYTIa JIEKAPCTBEHHBIX CPEJICTB U MEAUIIHHCKUX
H3/IEMi B paMKaX rapaHTHPOBAHHOI'O 00beMa OECIUIATHOM MEIHIIMHCKOH MOMONIH 1 (WIH) B
CHCTEME 00s3aTEFHOTO COMATEHOTO MEMUIIHHCKOTO CTPaXOBaHHSA

3. Ilepeuenp 3akymna ¢opMupyercss yHOJTHOMOYEHHBIM OPraHOM [JIs 3aKyIa
JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX HM3JICNIMM B paMKax rapaHTUPOBAHHOTO oObema
OecruiaTHON MEIUIIMHCKOW TTOMOIIH, JOTIOJTHUTEIHHOTO 00beMa METUIIMHCKOM TTOMOIIN JIJIst
JUIl, COJAEpXXaIUXCs B  CJIACACTBEHHBIX  H30JATOpaAX H  YUYPEKJICHUIX
YrOJIOBHO-UCTIOJIHUTENHHON (MIEHUTEHIIMAPHO) CUCTEMBI 32 CUET OIOJIKETHBIX CPEICTB U (
WIH) B CUCTEME 00513aTEIBbHOT0 COLUATBLHOTO MEAUIIMHCKOTO CTPaXOBaAHUS.

B Ilepeuens 3akyna BKJIHOYAIOTCS JIEKAPCTBEHHBIE CPEACTBA U U3JEIHS MEAUIIUHCKOTO
Ha3HAYCHUA, TPEAHA3HAUYCHHBIC Il MPO(MIAKTUKU M JI€YEHUS COIMAIbHO-3HAYMMBIX
3a0oneBaHul, 3a001€BaHUM, IPEACTABISIIOUIUX OMACHOCTD JJIsl OKPY>KAIOIINX, 3a00JI€BaHUIT,
peo0IIaIafoIuX B CTPYKTYype 3a0071eBaeMOCTH U cMepTHOCTH B PecniyOnmke Kaszaxcran, s
OecryiaTHOTO U (WJIM) JBIOTHOTO aMOylIaTOpPHOTO oOecHedYeHUs] OTAEIbHBIX KaTeropui
rpaxnan PecmyOnmkm Kazaxcran ¢ omnpeneneHHBIMU 3a00JieBaHUSAMH (COCTOSTHUSMHM), a
TaKXe MOCTAaBJISIEMbIE B PAMKaX JOJTOCPOYHBIX TOTOBOPOB.

Cuocka. Ilynkr 3 - B penakunu npukaza Munuctpa 3apaBooxpanenus PK ot 24.05.2024
Ne 19 (mpuka3 BBOAUTCS B IEUCTBHUE MO UCTCUCHUH JECATH KAICHIAPHBIX JHEHN MOCIEe THS €T0
nepBOro o(UIMaIbLHOTO OMyOIUKOBAHUS).

4. Tlopsimox hopMHUpOBaHUS MTEPEUHS 3aKyTla BKIIIOYAET B ce0s1 CIeayIolee:

1) monmaua 3asiBi€HUs] MPOU3BOAUTENS WM €ro OQUIIMATIBHOTO TPEACTaBUTENS B
Pecnybnuke Kazaxcran (mamee — 3asBUTENb) B TOJABEIOMCTBEHHYIO OpPTaHHU3AIUIO
YIOJHOMOYEHHOT'O OpTraHa, B KOMIETEHIIMIO KOTOPOW BXOJSIT BOMPOCH! OLIEHKU TEXHOJIOTUH
3npaBooxpaHeHus (naiee — LleHnTp);

2) nmposeaenue LlenTpom npodeccuoHanbHOM SKCHEPTU3HL;

3) noaroroBka LIeHTpOM 3aKiIFOUEHHS MO Pe3yabTaTaM NPOPECCUHOHATBHON SKCIEPTHU3BI
111 DOpMyIISIpHON KOMUCCUY;

4) paccMOTpeHuEe U TMpuUHATUE penieHue PopMyIsIpHOM KOMHUCCHEW Ha OCHOBAHUU
3aKJTIOYEHUS TI0 pe3yibTaTaMm MpohecCuOHATBHON IKCTIEPTU3HI;

5) paccMoTpeHue U npuHATHE penieHrne OopMyIsipHOH KOMHCCHEH 00 MCKITIOUCHUU
JIEKapCTBEHHBIX CPEJICTB U MEIMIIMHCKUX WU3/CJINI U3 NMepeyHs 3aKyla Ha OCHOBAaHUU ITyHKTa
14 nacrosimux IIpaBui;

6) popMupoBaHUEe YIIOJTHOMOYEHHBIM OPraHOM MEPEUHS 3aKyTa.

CHocka. ITyHkT 4 - B penakuuu npukasa u.0. Munuctpa 3apaBooxpanenust PK ot
31.07.2025 Ne 74 (BBOAMUTCS B ICMCTBHE TT0 UCTCUCHUH JICCITH KaJICHIAPHBIX JHEH MOCIIE THS
€ro MepBOro oPHUIIMATLHOTO OITyOJIMKOBAHUS).



5. JlekapcTBEHHBIE CpENICTBA M HU3JEIUsS MEIMIIMHCKOIO HAa3HAUYCHUS BKIIIOYAIOTCS B
nepedyeHsb 3aKymna 0e3 yuera noAnyHkToB 1), 2), 3), 4) mynkra 4 Hactosimux [IpaBun, npu:

1) pemienun @opMyIsIpHON KOMUCCHH O BKIIOUECHHH B IIEPEUYEHB JIEKAPCTBEHHBIX CPEJICTB
U U3JIeIUI MEAUIIMHCKOIO Ha3HAYeHUS JJ1 OECIIaTHOrO U (WJIK) JIIOTHOTO aMOYJIaTOPHOTO
oOecrieueHns OTACIBbHBIX KaTeropuil rpaxmaad PecmyOnuku Kazaxcran ¢ ompeneiaeHHBIMU
3200J1€BaHUSAMU (COCTOSTHUSMM);

2) TOTOBHOCTH MOCTABKU JICKAPCTBEHHBIX CPEJICTB U U3JICTUNA MEAUIIMHCKOTO Ha3HAYCHUS
B paMKax JIOJTOCPOYHBIX JOTOBOPOB OTEYECTBEHHBIX MPOU3BOJMTENEH WM 3aKa3UMKOB
KOHTPAKTHOT'O MPOU3BOJICTBA OPUTHMHAIBHBIX 3alaTeHTOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
PacIoIOKeHHBIX Ha Tepputopuu PecnyOnmmku Kazaxcran Ha ocHoBaHuuM MHGpOpMAIUH,
MPEAOCTABICHHON €IUHBIM JUCTPUOBIOTOPOM C yKa3aHMEM HAUMEHOBAHUS U
XapaKTePUCTUKHU JIEKAPCTBEHHBIX CPEACTB U (WMJIM) U3 MEAUIMHCKOTO Ha3HAYEHUS], IPU
COOTBETCTBUM XapaKTEPUCTHKU JIEKAPCTBEHHOI'O CPEACTBA WIIN H3IEIUS MEAULHUHCKOIO
HA3HAYEHHUS COTIACHO PETUCTPALMOHHOMY yJIOCTOBEPEHHIO C XapAaKTEPUCTUKON, yKa3aHHOU B
3aKJIFIOYEHHBIX JOJITOCPOYHBIX JOTOBOpaX MEXAY €IUHBIM JUCTPUOBIOTOPOM U
OTE€YECTBEHHBIM IMPOM3BOJAUTENIEM WJIM 3aKa34YUKOM KOHTPAKTHOIO MPOU3BOJCTBA
OpUTMHAJIBHBIX 3alIaTEHTOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, PACIION0KEHHBIX HA TEPPUTOPUH
PecnyOnuku KazaxcraHn;

3) HaAJIMYKMM 3apETUCTPUPOBAHHOMN IIEHBI HA TOPTOBOE HAMMEHOBAHUE JIEKAPCTBEHHOTO
CpelcTBa WM U3JEIHS MEAULUHCKOTO Ha3HAYEHHUs, IPOU3BOJMMOr0O B paMKax
JOJITOCPOYHBIX JJOTOBOPOB OT€UECTBEHHBIX MPOU3BOIUTENICH MU 3aKa3YUKOB KOHTPAKTHOTO
IPOU3BOJICTBA OPUTHMHAIBHBIX 3aMaTEHTOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, PACIIOIOKEHHBIX
Ha Ttepputopun PecnyOnuku Kazaxctan u mnpoekTta UM NpefesibHOW II€HBbl Ha
MEXIYHApOJHOE HEMATEHTOBAHHOE HAWMEHOBAaHUE JIEKAPCTBEHHOTO CpEICTBA WU
TEXHUUYECKYI0 XapaKTEePUCTUKY U3JAEIUs MEIUIMHCKOrO Ha3HA4YeHUsT B paMKax
rapaHTUPOBAHHOTO O0BeMa OECIUIaTHOW MEIUIMHCKOW MOMOIIU U (WJIU) B CHUCTEME
00513aTE€ILHOT0 COUUATIBHOTO MEAUIIMHCKOTO CTpaxOBaHWUs, Ha OCHOBAHMM WH(OpManuu,
MPEIOCTABIEHHON I'OCYJaPCTBEHHOM SKCIIEPTHON OpraHU3aluen.

Bxirouenue B epedeHb 3aKyIia JOIyCKaeTcsl IpU COOTBETCTBUU MOAMYHKTaM 1) u 3) unu
MOANYHKTaM 2) U 3) HACTOSIIIIETO MyHKTA.
CHocka. ITynkT 5 - B penakuun npukaza Munucrtpa 3apaBooxpanenus PK ot 24.05.2024
No 19 (mpuka3 BBOAUTCS B IEUCTBUE TTO UCTEUEHUU JECATHU KaJCHIAPHBIX JHEU MOCIE AHS €ro
epBOTO O(QUIIHMATHEHOTO OIyOJIUKOBAHHS).
6. 3asButens nogaer B LleHTp 3asBieHue mo gopme, COrjacHO MPUIIOKEHHIO 1 K
HacTosamuM [IpaBunam.
3asBICHUE COCTABJISETCS HA Ka3aXCKOM WM PYCCKOM S3bIKE, IMOJMMUCHIBACTCS
YIOJTHOMOYEHHBIM JIUIIOM 3asIBUTEJIS.
K 3agBnenutro npunararorcsi:



1) mocke, COCTAaBIEHHOE B COOTBETCTBUM C TPEOOBAHMUIMU, NMPEAYCMOTPEHHBIMHU B
MpUJIoKeHUH 2 K HacTosiuuM [IpaBunawm;

2) marepuanbl (CTaThH, PE3IOME, M3 HAYYHBIX M MEIUIIMHCKUX MyOJIUKaIlNi),
MOATBEPXKIAIONINE CBEACHUS, COACPIKAIIMECS B JIOChE HA SA3bIKE OpUTHHAIA B BUJE MOJHBIX
TEKCTOB, B IIEPEBOJIC HAa Ka3aXCKUM WUJIN PYCCKUU SA3BIK.

Marepuanbl, yKka3aHHbIE B HACTOSIIEM MYHKTE, MPEICTABISIOTCS HA OyMaXHOM U
AIEKTPOHHOM HOCHUTENSAX B ABYX dK3EMIUISpax.

KomMriiekt nmpeicTaBieHHbIX JOKYMEHTOB Ha OyMa)KHOM HOCHTEJIE MPOITHYPOBBIBAETCS,
CTpaHMIIBl IPOHYMEpoBhIBatoTCs. Ha 000pOoTHONM CTOpOHE mOciaeqHEeN CTpaHULbI JeiaeTcs
3anuch: "Bcero nmpourHypoBaHO, IPOHYMEPOBAHO  CTpaHUIl', KOTOpas yIOCTOBEPSIETCSA
MOJANKUCHIO YIIOJTHOMOYEHHOTO JIUIIA 3asiBUTEIS.

Nudopmarus, mpenoctaBisieMas 3asBUTEIIEM B 3aIBICHUH U JIOChE, SIBISETCS OTKPHITON H
MOJIJICKUT OIyOJIMKOBAHUIO HA caiiTe yIIOJIHOMOYEHHOro oprana uin Llentpa.

B ciiydae npenocTaBieHus 3asBUTENIEM B 3asBJIICHUH HHPOPMALMKM KOH(UIECHINATBLHOTO
XapakTepa, Takast ”HPopMalys He MOAJICKUT OIMyOJIMKOBAHUIO.

7. He mopyexar pacCMOTPEHUIO 3asBJICHUs Ul BKJIIOYEHUS B IIEPEUYECHb 3aKyIla
JIEKapCTBEHHBIX CPEACTB U MEAUIMHCKUX W3AEIUN IMOJ TOPrOBbIMM HAWUMEHOBAHUSIMH, B
CIIy4asx €Cliv JEKapCTBEHHBIE CPEACTBA U MEIUIIMHCKHUE U3/IeTUs YKE BKIIOUEHBI B ITepeUYeHb
3aKyna IOJi MEXIyHapOJAHbIM HENATEHTOBAHHBIM HAMMEHOBAHHMSM IO JIEKAPCTBEHHBIM
dbopmam, 103UpOBKaM, 00bEMaM UM TEXHUUECKUMH XapaKTePUCTUKAMH.

Cuocka. IIynkr 7 - B penakuuu npukasa u.0. Munuctpa 3npaBooxpanenus PK ot
31.07.2025 Ne 74 (BBOAUTCS B IEMUCTBUE 1O UCTCUCHUH JCCITH KAJICHAAPHBIX JHEH MOCIIE JTHS
€ro MepBoro oPuIUaILHOrO OMyOJIMKOBAHUS).

8. LleHTp ¢ MOMEHTa MOCTYIUICHUS] MaTEPUAJIOB, YKAa3aHHBIX B IIyHKTE 6 HACTOSIIUX
[IpaBwi1, MPOBOAUT UX MPOBEPKY HA TOJHOTY U MPABUILHOCTh O(POpPMIICHUSI MPEICTABICHHBIX
JIOKYMEHTOB, B CPOK He Oojiee 5 (TsiTi) pabounx JHEH.

[To pe3ynbpTaTtam npoBepku L{eHTp coCTaBIsIET 3aKIIOYEHUE C YKa3aHUEM BBISIBICHHBIX
3aMedYaHui (P HAJIMYKH) 110 (opMe, COTIaCHO IMPHIOKEHHUIO 3 K HacTosmuM IIpaBunam,
KOTOpO€ HampaBisieTcsl 3asBUTEINIO ISl yCTpaHeHUs 3aMmedanuii B TeueHue 10 (mecsitu)
pabounx JHEH.

[Ipu HenpencraBienun 3asButeneM B TedeHue 10 (mecstu) pabouux AHEH B paMKax
yCTpaHEHHUsI 3aMeYaHui 3aMpoIICHHBIX MaTEPUAIOB WU MUChbMEHHOT0 000cHOBaHUs, LleHTp
MIPEKpaIlaeT pACCMOTPEHUE 3asIBJICHHS U JOChE JJI BKIFOUEHHUS B [IEPEUYEHb 3aKyIla.

B cimydyae mojsHOTHI ¥ MPaBUIILHOCTH OQOPMIICHUS TTPEACTABICHHBIX JOKYMEHTOB JH00
ycTpaHeHus 3amedyaHuii B Teuenue 10 (mecartu) pabounx AHEH MaTepuaibl IEPeIaroTCs s
pOBeJIeHUs MPOPECCUOHATBHON HKCIIEPTHUBHI.

9. llenTp poBOIUT TIPOECCHOHATBHYIO DKCIIEpTU3y B Cpok He Oosiee 30 (TpuamaTy)
pabouux JHEW, HA OCHOBAHUM JOTOBOPA, 3aKIIOYEHHOTO C 3asBUTENIEM B COOTBETCTBUU C
IpaKJaHCKUM 3aKOHOIaTEIbCTBOM.



10. B xone mpoBenenus npodeccuoHanbHOM dKcepTusbl LIeHTpoM B CpOKH, yKa3aHHBIC B
nyHkTe 9 Hactrosuux [IpaBuit, IpOBOJATCS CIENYIOLINE UCCIIEI0BAHUS:

1) aHanu3 Ha HamW4ue JICKAPCTBEHHOro cpeAcTBa B Ka3axCTaHCKOM HalMOHAJIbHOM
JEKapCTBEHHOM (opMyJIsipe, YTBEPKIEHHOM MpuKazoM MuHHCTpa 3/paBOOXpaHEHUs
Pecniy6mmku Kazaxcran ot 18 mast 2021 roga Ne KP JICM-41 (3apeructpupoBas B Peectpe
roCcyJJapCTBEHHOM pEerucTpalid HOpMaTUBHBIX MPaBOBBIX akToB 1moj Ne 22782) u Ilepeune
JIEKAPCTBEHHBIX CPEACTB U MEIULMUHCKUX HM3JEIud il OeCIUIaTHOrO U (MiIM) JIbFOTHOTO
amOynaTtopHoro oOecreueHusi OTIEIbHbIX KaTeropuid rpaxiaan PecnyOnuku Kazaxcran c
ONpe/IeIEHHBIMU 3a00J€BAHUSAMU (COCTOSIHUAMM), YTBEP)KJIECHHOM INpUKa3oM MuHHUCTpa
3npaBooxpanenusi Pecnyomuku Kaszaxcran ot 5 aBrycra 2021 roma Ne KP JICM-75 (
3aperucTpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpaiii HOpPMaTUBHBIX IIPABOBBIX aKTOB
o Ne 23885);

2) aHaiIM3 HA HAJIMYUE 3aPETUCTPUPOBAHHON MM YTBEPKIECHHOM MpeaeabHOM 1eHbI Ha
MEXJIYHapOJHOE HENaTEeHTOBAaHHOE HAMMEHOBAHUE JIEKAPCTBEHHOIO CpEACTBA WU
TEXHUYECKYIO XapaKTePUCTUKY MEIUIIMHCKOTO U3JIENIHS B paMKaX rapaHTUPOBAHHOTO 00beMa
OecriaTHOM MEIUITMHCKOM MOMOIIM W (MIHU) B CHCTeME 00s3aTelIhbHOr0 COIMAIbHOTO
MEJIUIMHCKOIO0 CTpaxOBaHUs, YTBEPKICHHOW NpUKa3oM MMHHUCTpa 3ApaBOOXpaHEHUs
PecnyOnuku Kazaxcrtan ot 4 centsOpsa 2021 roma Ne KP JICM-96 (3apeructpupoBaH B
PeecTtpe rocygapcTBEeHHOUM perucTpaivii HOpMaTUBHBIX MPaBOBBIX akTOB moa No 24253) u (
WIM) TIpeleNbHOW ILeHbl Ha TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPENICTBA MIIH
MEIUIIMHCKOTO H3JENUsl B paMKax rapaHTHUpOBaHHOTO oObeMa OecIIaTHOW MEeIUIIMHCKON
noMoIu U (WIK) B CHUCTEME 0053aTeNbHOTO COI[MATbHOTO MEIMIIMHCKOTO CTpaxoBaHUS,
YTBEPKJI€HHOM ITprKa3zoM MuHucTpa 31paBooxpaHeHus Pecriyonuku Kazaxcran ot 5 aBrycra
2021 rona Ne KP JICM-77 (3apeructpupoBad B PeecTpe rocynapCTBEHHOW perucTpanuu
HOPMATHBHBIX PABOBBIX aKTOB 1o Ne 23886) ¢ yueToM JeKapCcTBEHHON (OpMBI, TO3UPOBKH,
KOHLIEHTpAallUd U 00beMa JIEKapCTBEHHOI'O CPEJICTBA MM C YYETOM KOMIUIEKTALMH U
HKCILTYyaTAIllMOHHBIX XapaKTEPUCTUK U3IETUs MEJUIIMHCKOTO Ha3HAUYCHHUS;

3) aHanmM3 Ha HAJIUYKWE KIMHUKO-3KOHOMHUYECKOTO ((hapMako’IKOHOMUYECKOTO)
NpEUMYyILIECTBAa WJIM DSKBUBAJICHTHOCTU JIEKAPCTBEHHOrO CPEACTBA WM HW3ICIHS
MEIMIMHCKOTO HAa3HAY€HHUs, IO CPAaBHEHHMIO C HUMEIOIIMMHUCS B IMEpeYHe 3aKyma
JIEKapCTBEHHBIMHU CPEJICTBAMU WJIU U3ACIIUSIMU MEIUIIMHCKOTO HA3HAUYECHUS C aHAJIOTHYHBIMU
MOKa3aHUSIMU K IPUMEHEHUIO;

4) aHanu3 BIVSHMS JIEKAPCTBEHHOI'O CPEACTBA WM U3AEIINS MEAUIIMHCKOIO HA3HAYEHUS
Ha Opemst Ooyie3HU U OIOKET 3/paBOOXPAHEHUsSI C YUETOM MpOBeneHMs 3akyna EamHoro
TUCTPUOBIOTOPA.

[IpoBenenune aHanu3a BIWSHUS JIEKAPCTBEHHOI'O CPEACTBA WMJIW U3JIEINS MEIUIIUHCKOTO
Ha3Ha4YeHUs Ha Opemsi O0Je3HU U OIOKET 3APAaBOOXPAHECHUS C YUETOM MPOBEACHHS 3aKyTia
Enunoro nuctpuObioTOpa MOATBEPKIAETCSA COOTBETCTBYIOIIUM  3aKJIIOYECHHEM,
COCTaBJICHHBIM L[eHTpOM B MPOU3BOJIBHOI opMe.



Caocka. ITynkr 10 - B penakuuu npukasa u.0. Munucrtpa 3apasooxpanenus PK ot
31.07.2025 Ne 74 (BBOAMTCS B ACMCTBUE MO UCTEUEHUU JECITH KaJCHIAPHBIX AHEH Mocie AHs
€ro ePBOro OPHUIHAIBEHOTO Oy OJTMKOBAHMUS ).

11. Tlo pe3ynbraram npodeccuoHaibHON 3KcrepTu3bl LieHTp B cpok He Oosiee 5 (TSATH)
pabounx IHEH COCTaBISIET 3aK/IIOUeHUE 1Mo GopMe, COTIACHO MPUTIOKEHUIO 4 K HACTOSIINM
[IpaBuinam Kk KOTOpOMY MpUJIAraroTcsl NOATBEPKAAIOLINE TOKYMEHTHI, IPETYCMOTPEHHBIE B
noanyHkrax 1), 2), 3), 4), 5), 6), 7) nyukra 10 nacrosimux [TpaBun (ganee - 3akiitoueHue).

12. ®opmynsipHast KOMUCCHUS B CPOK HE pEXE OJHOIrO pa3a B MOJYrOJUE pacCMaTpUBAET
npeacTaBiieHHoe LleHTpoM 3akiloueHue U OLIEHMBAET COOTBETCTBHE JIEKAPCTBEHHOIO
cpeacTBa MoAnyHKTam 1), 2), 3), 4) uiau uznenus MEAUIMHCKOTO Ha3HAYEHUS TOAYHKTaM 2),
3), 4) nynkta 10 nHactosimux IlpaBui, ¢ y4yeToM KOTOPOro MNPUHUMAET pELICHUE
PEKOMEHJ0BAaTh BKJIIOYEHHE JIEKAPCTBEHHOIO CPEACTBA WIM H3ACIUS MEIULHUHCKOIO
HA3HAYECHUS B IEPEUCHb 3aKYTIA.

Cuocka. [Iynkr 12 - B pemakunn npukaza Munuctpa 3apasooxpanenus PK ot 24.05.2024
Ne 19 (nmpuka3 BBOAUTCS B IEUCTBUE MO UCTEUYEHUN JECATH KaJEHIAPHBIX JHEW MOCIE JHS €ro
EPBOro O(PHUIMAIBHOTO ONyOJIUKOBAHHUS).

13. IIpu OTCYTCTBUU 3asiBJICHUM Ha BKJIIOYEHUE JICKAPCTBEHHBIX CPEACTB U U3ACIUU
MEIUIIMHCKOTO Ha3HAYEHUS AJIA JIeUeHUs] Op(aHHbIX U COLMATbHO-3HAYMMBIX 3a00JIeBaHUN
M0 TEepeYHsM, YTBEPXKIACHHBIM TpukazaM MuHHUCTpa 37apaBooxpaHeHus PecmyOnnku
Kazaxcran ot 20 okts6pst 2020 roma Ne KP JICM-142/2020 "OO0 yTBep>IEeHUH TMEPEUHS
opdaHHBIX 3a00J€BaHUN W JICKAPCTBEHHBIX CPEACTB Il WX JedeHus (opdaHubx)" (
3aperucTpupoBaH B PeecTpe rocygapCTBEHHON pErucTpalii HOPMaTUBHBIX MPABOBBIX aKTOB
o Ne 21479), ot 23 cents0ps 2020 roga Ne KP ICM-108/2020 "OG yTBepk1€HUU NTEPEUHS
COIIMAJIBbHO 3HAYMMBIX 3a0osieBaHui" (3apeructpupoBan B PeecTpe rocyaapcTBEHHOMU
perucTpalyu HOpMaTUBHBIX MPABOBBIX akTOB 1Mol Ne 21263), a Takke U3 CIIUCKa OCHOBHBIX
JIEKapCTBEHHBIX CpPeJCTB BceMupHON OpraHuzaiuu 3ApaBOOXPAHECHUS, YIOJIHOMOUYEHHBIM
OpraHoM HarpasiisieTcst nucbMo B LleHTp o nmpoBeneHun npodecCuoHaIbHON IKCIIEPTU3BI U
MOJTOTOBKU 3aKII0UEHUA 110 (hOpMe, COTIACHO MPHIIOKEHUIO 4 K HacTosmuM [IpaBuiam ams
paccMoTpenust PopMyJISIPHOM KOMUCCHEH.

Cuocka. IIynkr 13 - B penakunu npukaza Munuctpa 3apaBooxpanenus PK ot 24.05.2024
Ne 19 (nmpuka3 BBOAUTCS B IEUCTBUE MO UCTEYEHUHN JECATH KAJEHIAPHBIX JHEW MOCIE AHS €ro
EPBOro O(PHUIMAIBHOTO OIyOJIUKOBAHMUS).

14. Tlpunsitue pemieHUs 00 HCKIIOUEHUHU JIEKAPCTBEHHBIX CPEACTB M HM3JIEIHIM
MEIULIMHCKOIO HA3HAYEHUS U3 IepeuHs 3aKyrna OopMyIapHON KOMUCCUEN PACCMATPUBACTCS
110 UHUIIUATUBE YIIOJIHOMOYEHHOI'O OpraHa NpH HAIMYHUH OJTHOTO U3 CIEAYIOIINX OCHOBAHMIA:

1) ucKiIIOYEHHH JIeKapCTBEHHOTo cpenacTtBa u3 KazaxcraHCcKoro HalMOHaJIbHOTO
JaexapcTBeHHOro Qopmyinsapa u (win) [lepedns jgexkapCTBEHHBIX CPEICTB M MEIULUHCKHUX



u3Ienuii i 6ecruiaTHOrO W (WJM) JIbTOTHOTO aMOyJIaTOPHOTO 00ECTIeYeHUs! OTAEIbHBIX
karteropuii rpaxnaan PecnyOnuku KazaxcTtan ¢ onpeaeseHHbIMU 3a00JieBaHUSAMU (
COCTOSIHUSIMH ) C YU€TOM JICKAPCTBEHHOUW (POPMBI, TO3UPOBKHU, KOHIIEHTPAIIUU U 00bheMa;

2) BKJIIOUYCHUHU aJIbTEPHATHUBHBIX JICKAPCTBEHHBIX CPEICTB U U3JICIUN MEIUIIMHCKOTO
Ha3HAYCHUsI, 00JaJAI0ONUX JOKA3aHHBIMUA KIMHUYECKUMH U (WIK) papMaK0dIKOHOMHYECKUM
PEUMYIIIECTBOM, U (MJIM) OCOOCHHOCTSIMU JISUCTBUS, U (MJIM) O0JbIel 0€30MacHOCThIO TIPU
JMAarHOCTUKE, TPOQPUIAKTUKE, JEUYECHUN WU peadmiuTaluuu 3a00JieBaHUM, CUHAPOMOB U
COCTOSIHU;

3) MOSBICHUM CBEJCHUN O TOKCUYHOCTHU HWJIM BBICOKOM YacTOTE HEXKelaTelbHBIX
MOOOYHBIX JACHCTBUN NP MPUMEHEHUH JIEKAPCTBEHHBIX CPEJICTB U M3JCIHI MEIUIIMHCKOTO
Ha3HAYEHWs, TMPEACTABICHHBIX TOCYJAapCTBEHHbIM OpraHomM B cdepe oOpaiieHus
JIEKApCTBEHHBIX CPEJICTB U MEAUIIUHCKUX U3JICTTUH;

4) MpUOCTAHOBJICHUH MTPUMEHEHHUSI JIEKAPCTBEHHBIX CPEJCTB U M3CIUN MEIUIIUHCKOTO
Ha3zHaueHus B PecnyOnuke Kaszaxcran penieHneM rocyJapCTBEHHOTO opraHa B cdepe
oOpaleHus JIeKapCTBEHHBIX CPEJICTB U METUIIMHCKUX W3/ICTUH;

5) oTMeHe TOoCyJapCTBEHHOW pPErucTpaliuu JEKapCTBEHHBIX CPEACTB U U3JEIHI
MEUMIIMHCKOTO Ha3HA4YCHUs PEIICHHEM TOCYyJapCTBEHHOT0 opraHa B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JICTTUH;

6) mpeKpalleHuy TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M U3JAEIUNA MEIULIIMHCKOTO
Ha3HaueHus aub0 wux mnocrtaBok B PecnyOnuky Kazaxctan u (MiIM) OTCYTCTBUH
JIEKapCTBEHHOT'O CpelicTBAa M (WJIM) W3AEIUNA MEIUIIMHCKOTO Ha3HaueHusi B PecmyOinke
Kazaxcran 6oijiee 0JHOTO KaJIeHIapHOTO roja 1o MH(popManuu MpOU3BOAUTENS WIH €T0
odunuanbHoro npeacrasutens B Pecnybnuke Kazaxcran;

7) OTCYTCTBUE 3a4BKH Ha 3aKyI JEKAPCTBEHHOI'O CPEACTBA WU U3AEIUS MEAUIIMHCKOTO
Ha3HAYEHUsI B TEUEHUE TPEX JIET, HAa OCHOBaHMM MH(OpManu, npegoctaBieHHon EnunbiM
JTUCTPUOBIOTOPOM;

8) Hamuuue TyONMUPYIONIUX MO3UIMH MEIUIMHCKUX U3JEIUN MO BUAAM MEIUIIMHCKUX
WU3CIIN;

9) Hanuuue BCTYNUBIIMX B 3aKOHHYIO CHJIY CYIEOHBIX aKTOB IO HCKIIOYEHUIO
JIEKapCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JIETTUI U3 CIIUCKA 3aKyTia.

[Ipy UCKIIOUYEHUH JIEKAPCTBEHHOTO CpEACTBA M (MJIM) HU3AEIHI MEIULIHUHCKOTO
Ha3HAYEHUS HA OCHOBAHHUM MOAMYHKTOB 1) U 6) HACTOSIIIETO MyHKTA, MEPEXOSIINI OCTATOK
peanu3yercs 10 UCTEUEHUsI CPOKa TOJHOCTH.

CHocka. [Tynkr 14 - B penakiuu npukasa u.0. Munuctpa 3apaBooxpanenus PK ot
31.07.2025 Ne 74 (BBOAMUTCS B ICMCTBUE 1O UCTCUCHUH JICCITH KaJCHIAPHBIX JHEH MMOCIIe THS
€ro MepBoro oPpuIMaILHOTO OIMyOJIMKOBAHUS).

15. B cootBercTBHM € pemeHusIMA QOopMyIsspHON KOMHUCCUH, YIIOJITHOMOYEHHBINA OPTraH B
COOTBETCTBUU C MOAMYHKTOM 15) ctateu 7 Kogekca onpenensier nepeyeHpb JEeKapCTBEHHbBIX
CPEACTB U U3JACIUA MEAUITMHCKOTO HA3HAUYCHUS, 3aKyTA€MbIX Y €IMHOTO TUCTPUOBIOTOPA.



JlekapcTBEHHOE CpEACTBO BKJIKOYAETCS B IEPEYEHb 3aKyla C YKa3aHUEM
MEXIYHApOJHOTO HEMaTeHTOBAHHOIO HAaMMEHOBaHMS WIJIM cocTaBa, kojga ATX,
(hapMaKoIOTHIECKOM TPYIIIBI, IEKAPCTBEHHON (DOPMBI, T03UPOBKH (KOHIICHTpAIMK), 00beMa
JUISL KUJKUX JIEKapCTBEHHBIX (opM, enuHull uzMepenus. Eciu B KayecTBe €IUHUIIBI
U3MEpPEHHs] yKa3aHbl €IMHULBI JIEHCTBHS, IO3UPOBKA JIEKAPCTBEHHOI'O CpEICTBA HE
yKa3pIBaeTcsi, cOOp NOTPEOHOCTH UM 3aKyll OCYLIECTBIISIETCS Ha BCE JO3UPOBKHU
JIEKApCTBEHHBIX CPEICTB, 3aperucTpupoBaHHbIX B PecnyOnuke KazaxcraH, 3asBIE€HHBIX
MEJULUMHCKUMH OPTaHU3aLUsIMU.

W3penvie MEIMUIMHCKOTO Ha3HAYEHUs B MEPEUYEHb 3aKyla BKJIIOYAETCS C KpaTKOu
TEXHUYECKOM XapaKTEepUCTUKON OCHOBHBIX MapaMeTPOB (PYHKIIMOHAIBHOTIO HA3HAUYCHUS.
[Ipenyoxenus 3asgBUTENST OTHOCUTEIBLHO BO3MOXKHOCTU COIJIAIICHUS O pa3/IeICHUIO
3aTpaT WJIM PUCKOB, a TaKK€ BO3MOXKHBIM CKUJKaM U (WJIM) cxemaMm, 00ecrednBaroniM
JOCTYIHOCTh JUIl NAUMEHTA HAIPaBISIOTCA YIOJHOMOYEHHBIM OpraHoM EnmHOMy
TUCTPUOBIOTOPY.
BHecenne n3MEeHEHNH U JJOTIOJHEHUH B IIEPEYEHb 3aKyIla IPOBOJUTCSA B CPOK HE MTO31HEE
1 nexabps TeKyIero roja, 3a UCKJIFOUEHHEM OCHOBAHMM, MPEyCMOTPEHHBIX MMyHKTaMH 13 u
14 nacrosmux [IpaBui.
CHocka. ITynkr 15 - B penakuun npukaza Munuctpa 3apaBooxpanenus PK ot 24.05.2024
Ne 19 (npuka3 BBoauTCA B JEHCTBUE 10 UICTEUEHUH JECATU KAJIEHJAPHBIX THEW MTOCIIE THS €ro
HEPBOro O(PUIMAIBHOTO OMyOIUKOBAHMS).

[Tpunoxenue 1

k [IpaBunam ¢popmupoBaHus
MEePeYHs 3aKyIa JICKapCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX U3ICITUN
B paMKax rapaHTHPOBAHHOTO 00bEeMa
OeCIUIaTHONM MEIUIIMHCKOM ITOMOIIHA
1 (WIK) B ccTeMe 00s3aTelTbHOTO
COLMAIEHOTO MEIUITMTHCKOTO
CTpaxOBaHUS

dopma

3asBieHne Ha BKIIIOUCHHE JIEKAPCTBEHHOTO CPEACTBA WIIH METUIMHCKOTO U3eIHT
B IlepedeHb 3aKyIa JIEKapCTBEHHBIX CPEACTB W MEJMIIMHCKUX M3JENHii B paMKax
TapaHTHPOBAHHOT0 00beMa OecIUIaTHOH MEUIMHCKON TOMOITY ¥ (IN)

B CHCTEME 003aTEFHOT0 CONAATFHOTO MEIMIIMHCKOTO CTPaXOBaHAL

Caocka. IIpunoxenue 1 - B pepakiuu npukaza MuHuctpa 3apaBooxpanenus PK ot
24.05.2024 Ne 19 (mpuka3 BBOJIUTCS B JIEMCTBUE MO UCTCUCHUM JIECITH KaJICHIAPHBIX JTHEH
MOCJIE JIHS €r0 EPBOI0 O(UIIMATBLHOTO OIyOJIMKOBAHUS).

1. Uudopmarus o 3asiBUTENE BKIIOYALT:
1) HaumMeHOBaHME OpraHU3aluu;
2) ®.1.0. (npu HaIWYUK), OTBETCTBEHHOTO JIUIA, JOJIKHOCTH;



3) MecTo HaXOXJEHHUS OpraHU3AIUU-3asiBUTENS (FOpUIUYECKUH ajipec, (HaKTUYECKHit
anpec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;

5) Homep TenedoHa u (wim) dakca;

6) e-mail.

2. Obmas uapopMaius 1Mo 3asBICHHOMY JiekapcTBeHHOMY cpeacTBy (JIC) wnu uznenuto
MeauinuHckoro HaszHadeHuss (UMH) B cootBeTcTBuUU ¢ ['OCymapCTBEHHBIM pPEECTPOM
JEKApCTBEHHBIX CPEACTB M MEIUUMHCKUX wu3Aeauid u (uim) EauHbIM peecTpom
JIEKapCTBEHHBIX CPEICTB EBpazuiicCKOro 5JKOHOMHUYECKOIO COK03a:

1) ToproBoe HaumenoBauue JIC nnun UMH;

2) MeXIyHapoJIHOE HeNaTeHToBaHHOe HaumMmeHoBaHue JIC wiaum TexHUueckas
xapakrepuctuka UMH;

3) coctaB JIC wnm kommektarus UMH, npennaraeMoro Jijist BKIIOUEHUS,;

4) nexapctBeHHas ¢opMma U 103upoBKa, KoHIeHTpauus JIC unu sKcmiiyataluoOHHbIE
xapakrepuctuku UMH;

5) cBeaeHUs 0 rocyapcTBeHHOM peructpanuu 3aasieHHoro JIC wiu UMH B PecniyOnuke
Kazaxcran u (umnu) B EaguHOM peecTpe J€KapCTBEHHBIX CpelncTB EBpasuiickoro
PKOHOMHUYECKOI0 COI03a (YKa3bIBAaeTCS JaTa U HOMEpP PErHCTPALMOHHOTO YJIOCTOBEPEHUS,
TaKkKe K 3asiBJICHUIO MTPUJIAraeTcsl KOMUsI pETUCTPAIMOHHOTO YIOCTOBEPEHUSA);

6) papmakonoruueckoe neiicteue JIC uiu yHkiuonansHoe HasHaueHne UMH;

7) dapmakonornueckas rpynmna JIC u ATX xox unu Bug UMH, B cooTBeTCTBUU C
rJ100aJIbHOM HOMEHKIATypoil MmeaunmHckux u3aenuit (GMDN);

8) cnocob npumenenus JIC wiun ycnosus npumenenuss UMH.

3. Undopmarnus aisa srmrouenus JIC win UMH B nepeuens 3akymna:

1) nanmuuue JIC B KazaxcTaHCKOM HaIlMOHATIBLHOM JIEKAPCTBEHHOM (HOPMYIISIpE;

2) 3aperucTpupoBaHHas WM yTBEpXKIEHHas mpenenbHas ueHa Ha JIC ¢ yderom
JeKapCTBeHHON (OpMBI, JO3UPOBKHU, KOHIEHTpanuu u obdvema wium MMH c yuetom
KOMIUIEKTAIIMU U JKCIUTyaTallUOHHBIX XxapakTepucTuk B pamkax ['OBMII u (unu) cucteme
OCMC.

Ecnu nocke cofepKuT KOHPUACHINAIBbHYI0 HHPOPMALIHIO, YKa3aTh, Kakas HH(popMaius
ABJISIeTCS KOH(PUACHUIMAIBHON W TPEJOCTaBUTh OOOCHOBAaHHME KOH(PUACHIIUAIBHOTO
XapakTepa 3To HHPOpPMALIHH.

JIOMKHOCTD YIIOJTHOMOYEHHOTO JIMLA 3asBUTEIIS [Toanuck
®.1.0. (mpu HAJIUYUN)
JlaTa

[Ipumeuanue: O0beM 3asiBICHUS HE MPEBBIIIAET 5 CTPAHUI] U OCHOBBIBAETCSI HA CBOJAHOU
uH(GOPMAITUU U3 10CHE.

[Ipumeyanue:
JIC — mekapCTBEHHOE CPEJICTBO;



MNMH — u3nenne MeIUIMHCKOTO Ha3HAYCHUS;

ATX — aHaTOMO-TepaneBTHYECKO-XUMUYECKas Kilaccuukanus;

GMDN - rnobanpHasi HOMEHKIIATypa MEIUITUHCKUX U3IEITHH;

["OBMII — rapanTupoBaHHbBI 00bEM OECIIIATHON MEIUIIMHCKON TTOMOIIIH;

OCMC — 00s13aTeNIbHOE COLIMAIBHOE MEAUIIUHCKOE CTPaXOBaHHUE.
IIpunoxenue 2
k [paBunam hopMupoBaHust
MepeyHsl 3aKyTa JIEKapCTBEHHBIX
CPE/ICTB U MEJMIUHCKUX U3/ICIUi
B paMKax rapaHTHPOBaHHOTO 00beMa
OecIIaTHON MEAMITUHCKON ITOMOIIIH
U (UK) B cucTeMe 0053aTeNbHOTO
COLIMAJILHOTO MEIUIUHCKOTO
CTpaxoBaHUs

dopma

Jlochke 1eKapCTBEHHOTO CPEACTBA WM H3eNHA MEIUIMHCKOr0 Ha3HAYEHHUA I BKIIIOYSHHUS
B IIepeYCHb 3aKyIIa JIEKAPCTBEHHBIX CPEACTB U MEIUITMHCKHUX M3JEHi B paMKax
TapaHTHPOBAHHOTO 00beMa OeCILIaTHON MEIUIMHCKOH MOMOIIY U (HJIH)

B CHCTeMe 003aTebHOr0 CONMATHHOIO MEMITHHCKOTO CTPaXOBaHHUA

Cnocka. IIpunoxenue 2 - B pepakuuu npukaza Munuctpa 3apaBooxpanenus PK ot
24.05.2024 Ne 19 (mpuka3 BBOJAMUTCA B JICHUCTBHUE 10 UCTCUEHUM JIECSATU KaJCHIAPHBIX THEH
MOCJIE JTHSI €T0 TIEPBOTro O(QUITMATBLHOTO OMyOJIUKOBAHUS).

1. Madopmanus mo nexapcrBeHHOMY cpenactBy (JIC) wim u3menuio MeauImHCKOTO
nHazHauenus (MMH) B cootBeTcTBUU ¢ ['OcygapcTBEHHBIM pEECTPOM JIEKAPCTBEHHBIX CPEJICTB
Y MEIUIIMHCKUX u3enuil u (win) EnuHoM peectpoM JekapCcTBEHHBIX cpelicTB EBpasuiickoro
AKOHOMMYECKOTO CO03a BKIIKOYAET:

1) ToproBoe nHanmenosanue JIC nnmu UMH;

2) MEeXIyHapoJHOE HeNaTeHTOBaHHOe HaumMmeHoBaHue JIC unm TexHuueckas
xapakrepuctuka UMH;

3) cocraB JIC unu kommektanus UMH, npeiaraeMoro aJisi BKIIOUCHUS;

4) nexapctBeHHas popma u A03upoBKa, KoHUeHTpauus JIC wim 3KcrTyaTalliOHHbIE
xapakrepuctuku UMH;

5) cBeaeHUs 0 TocyaapcTBeHHOM peructpanuu 3aspineHHoro JIC wim UMH B PecriyOnuke
Kazaxctan u (mnm) B EAMHOM peecTpe JIEKapCTBEHHBIX CpeACTB EBpasuiickoro
HKOHOMHUYECKOTO COI03a (YKa3bIBAETCS JaTa U HOMEpP PETHCTPALMOHHOTO YJIOCTOBEPEHUS,
TaKXkKe K 3asBJICHUIO TIPUJIAraeTcsl KOMUsl peTUCTPAlMOHHOTO YIOCTOBEPEHUS);

6) dapmakonoruueckoe neiicteue JIC nin pyHknonansHoe Ha3HaueHne UMH;

7) dapmakonoruueckas rpynmna JIC u ATX kox unu Bug UMH, B cooTBeTcTBUM €
rII00AIbHON HOMEHKIaTypoi MmeaunmackuX m3aenuii (GMDN);

8) crtoco6 npumenenus JIC win ycnoBust npumeHnenust M.



2. Ceenenusi:

1) o vanumuuu JIC B KazaxcTaHCKOM HallMOHAJIBHOM JIEKaPCTBEHHOM (pOopMyJIsipe;

2) 0 HaJIWYUU 3aPETUCTPUPOBAHHON WIIM YTBEPKICHHOU mpenenbHoi 1ensl Ha JIC ¢
Y4ETOM JIEKaPCTBEHHOU (POpMBI, TO3UPOBKH, KOHIIeHTpaluu 1 oobema wi UMH ¢ yyetom
KOMIUTEKTAI[MU U JKCIUTyaTalMOHHBIX XapakTepucTuk B pamkax ['OBMII u (wim) cucreme
OCMC.

3. Ilepedens 3aperucTpupoBaHHbIX Ha TeppuTopun PecnyOnuku Kazaxcran u (uiin) B
EnuHoM peectpe JieKapCTBEHHBIX CpeCTB EBpa3HilcKOro 53KOHOMHUUYECKOTO COK3a TOPTOBBIX
HAMMEHOBAHUMN JIEKAPCTBEHHBIX CPEJICTB WM M3ACIUNA MEIUIHUHCKOTO HA3HAYCHUS C
AHAJIOTUYHBIM MEXKJYHApPOJHBIM HEMaTeHTOBAaHHbIM HauMeHoBaHnuem JIC, ¢ yuerom
JIeKapCTBEHHOU (OpMBbI, JO3UPOBKHU, KOHIEHTpPAMU U OObeMa WJIM TEXHUYECKOU
xapaktepuctukoi UMH ¢ yyeToM KOMIUIEKTAllMU U SKCIUTyaTallMOHHBIX XapaKTEPUCTHUK (B
COOTBETCTBUH C ['OCYJapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEICTB M MEIUIMHCKUX
W3/IeNIN Ha MOMEHT MOJlauu 3asiBlieHus1) U (W) EAMHBIM peecTpoM JIEKapCTBEHHBIX CPEJICTB
EBpa3uiickoro 3K0HOMHUYECKOTO COI03a.

4. O6ocHOBaHME MPEAJIOKEHUM 3asIBUTEIISI OTHOCUTEIBHO BO3MOKHOCTH COTJIAIIIEHUS TIO
pa3leNeHUuI0 3aTpaT WJIM PUCKOB, a TaKX€ BO3MOXHBIM CKUIKaM M (WJIU) CXEeMaM,
o0ecrneurBarOIINM JOCTYITHOCTD JIJIs TTAlIUEeHTA.

5. CBeneHus O HalW4Msl KIMHUYECKOrO W (MJIM) KIMHUKO-IKOHOMHUYECKOTO (
(hapMaKO’IKOHOMHUYECKOT0) MPEUMYIIECTBA UM IKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO CPEICTBA
UM MEJUUMHCKOTO M3JENUs, N0 CPAaBHEHHIO C UMEIoIUMUcS B nepeune 3akyna JIC wim
NMH ¢ aHanornyHsIMu OKa3aHUSMHU K IPUMEHEHUIO.

6. CBegeHUsl O BIMSHUHU JIEKAPCTBEHHOTO CPEICTBA WM U3ICIHUS MEIUIHUHCKOTO
Ha3HAueHUs HAa Opems OoJie3HW M OIO/KET 3PaBOOXPAHEHHUS C YYETOM TMPOBEACHUS
LEHTPAIM30BAaHHOIO 3aKyTIa.

[Ipumeyanue:

JIC — nnexkapCTBEHHOE CPENICTBO;

HUMH — u3nenne MEIUIIMHCKOrO Ha3HAUCHMUS;

ATX — aHaTOMO-TepaneBTHYECKO-XUMUYECKas Kilaccuukanus;

GMDN — rno0anpHasi HOMEHKJIATypa MEUIMHCKUX U3JIETUI;

I'OBMII — rapanTupoBaHHBIH 00BEM OECIIIIATHON METUITMHCKON TTOMOIIIH;

OCMC — 006s13aTeNIbHOE COLMAIBHOE MEAUITUHCKOE CTPaXOBaHHUE.
ITpunoxenue 3
k [IpaBunam GpopMupoBanust
MepeyHs 3aKyTa JIEKapCTBEHHBIX
CPEJICTB U MEMIIUHCKUX U3AETUi
B paMKax rapaHTHPOBAHHOTO 00beMa
OeCIUIaTHON MEIUIIMHCKOM ITOMOIIIHA
1 (WIn) B cucteMe 00s3aTelIbHOTO
COIMAJIBHOTO MEIUIIUHCKOTO
CTpaxOoBaHUs



dopma

3axmodeHne NpoBepKA OPOPMIICHAS 3asBI€HHUA H AOCHE I BKIIIOYSHAS JIEKapCTBEHHOTO
CPEACTBA WIH H3AETHA MEIUIIMHCKOTO Ha3HAYCHUA B IEPEUCHB 3aKyIla JIEKapCTBCHHBIX
CPEICTB ¥ METUIIMHCKUX M3/e/IMii B paMKaX TapaHTHPOBAHHOTO 00beMa GecIuTaTHOM
MeIUIUHCKON OMOINY H (WIH) B CHCTEME 00A3aTeIbHOTO COIHAIEHOTO MEUIIHHCKOTO
CTpaxoBaHHUA

Cnocka. [Ipunoxenue 3 - B penakuuu npukaza Munucrtpa 3apaBooxpanenus PK ot
24.05.2024 Ne 19 (mpuka3 BBOAUTCS B JCUCTBUE MO UCTEYCHUU JECATH KaJCHIAPHBIX THEH
MOCJIE IHS €r0 MEePBOro OPUIIMATBLHOTO OMYyOJIMKOBAHMS).

1. Uudopmarust o 3asBUTENE BKIIOYALT:

1) HauMeHOBaHNE OpraHU3aluu;

2) ®.M1.0. (npu HaITM4YUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTB;

3) MecTo HaXOXKJIEHHUS OpraHU3alUU-3asiBUTENS (FOpUIAUYECKUHN aJipec, (HaKTUUYECKUil
anpec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;

5) Homep TenedoHa u (wim) dakca;

6) e-mail.

2. JlaHHBIE TIO 3asBJICHHOMY JieKapcTBEHHOMY cpeAcTBYy (JIC) unu MeauuuHCKOMY
m3nenuto (MMH):

1) ToproBoe HaumenoBanue JIC unu UMH;

2) MEXIyHapoJHOE HeMaTeHTOBaHHOe HauMeHoBaHue JIC miau TexXHUYecKas
xapakrepucrtuka UMH;

3) cocraB JIC (neiicTByrOIME U BCIOMOTaTelIbHbIE BEIIECTBA) WK KomIektanus UMH,
PEAJIaraeMoro sl BKJIIOUCHHS;

4) nexapctBeHHas (opMa u A03upoBKa, KoHUEeHTpauus JIC wim 3KcrryaTalliOHHbIE
xapakrepuctuku UMH;

5) cBeneHus 0 TOCyJapCTBEHHOM peructpaiuu 3assieHHoro JIC unu MU B PecnyOiuke
Kazaxcran u (unu) B EaguHOM peecTpe JeKapCTBEHHBIX CpelacTB EBpasuiickoro
AKOHOMHYECKOT0 COI03a;

6) dhapmakonorudeckoe aeiictsue JIC win pynknronansHoe HazHadeHne MUMH;

7) dapmakonoruueckas rpynmna JIC u ATX kox unu Bug UMH, B cooTBeTcTBUM €
rJ1I00aJIbHOM HOMEHKJIATypoil MenuuuHckux usaenuii (GMDN);

8) cnoco6 npumenenus JIC wu ycnoBus npumenenuss UMH.

3. 3akJroueHHe Mo pe3ysibTaTaM MPOBEPKH HA MOJHOTY U MPABUIBHOCTH O(OpMIIEHUS
MPEACTAaBIECHHBIX JOKYMEHTOB:

1) orieHKa MOJIHOTHI TPEACTABICHHBIX IOKYMEHTOB U MaTE€pUaJIOB;

2) orieHka oopMIICHHUS 3asBJICHUS U TIPE/ICTABIICHHBIX MaTEPUAJIOB;



3) olLleHKa IpeACTaBIEHUS CBEACHUM COTJIACHO MyHKTY 6 Hactosmux [TpaBui;
4) COOTBETCTBHUE MEXJIY 3asBJICHHEM M MaTepuajamMu Ha OyMaKHOM HOCHUTENE U B

AJIEKTPOHHOM BHJIE.

4. 3ameuanus

[Ipnmeuanue:

JIC — nexapCTBEHHOE CPEACTBO;

MMH — u3nenne MeTUIIMHCKOTO Ha3HAYCHUS

ATX — aHaTOMO-TepareBTHUYECKO-XUMUYECKas Kilaccuuxanus;

GMDN - rino6anbHasi HOMEHKJIATypa MEIUIIMHCKUX WU3ACIIHM.
IIpunoxenue 4
k [IpaBunam ¢popMupoBanus
MIEPEYHs 3aKyTa JICKApCTBCHHBIX
CPEICTB U MCITUIIMHCKUX HU3IICITAN
B paMKax rapaHTHPOBAHHOTO 00beMa
OeCIUIaTHON MEIUIIMHCKOM ITOMOIIIHA
1 (WIn) B cucTeMe 00s3aTelIbHOTO
COLMAIEHOTO MEIUIIUHCKOTO
CTpaxOBaHHS

dopma

3axmogenne npodeCCHOHANEHOMN SKCIEPTH3EI I BKIIFOYEHHS JIEKAPCTBEHHOTO CPEACTBA
AIH W3JeUA MEAUIITHCKOrO Ha3HAYESHUA B IEpEUeHb 3aKyIla JIEKAPCTBEHHBIX CPEACTB

H MEJUIIMHCKHAX W3[E/IHi B paMKaX rapaHTHPOBAHHOT'O 00beMa OecIiaTHO#M
MEIMIUHCKON IOMOINY U (WIH) B CHCTEME 0043aTEIFHOTO COIMAILHOTO MEIUITMHCKOTO
CTpaxoBaHHUA

Caocka. [Ipunoxenue 4 - B penakuuu npukaza Munuctpa 3apaBooxpanenust PK ot
24.05.2024 Ne 19 (mpuka3 BBOJUTCS B JICCTBUE MO MCTCUECHUHU JECITH KaJCHJIAPHBIX THEU
MOCJIE JIHSI €70 IEPBOTro O(QUITMATBLHOTO OMyOJIUKOBAHUS).

1. Uudopmarnus o 3agBUTENIC BKIIOYACT:
1) HauMeHOBaHUE OpPTaHU3AIINY;
2) ®.1.0. (npu HaNMMYUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTH;

3) MecTo HaXOXXJEHHUS OpraHU3alUU-3asiBUTENS (FOpUIAUYECKU aJipec, (HaKTUYECKHit
anpec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) HoMmep TenedoHa u (win) dakca;
6) e-mail.
2. JlanHble 1m0 3asBJIEHHOMY JiekapcTBeHHOMY cpeacTtBy (JIC) unu u3aenuio
Meauiackoro HazHaueHusi(MMMH):
1) ToproBoe HaumeHnoBanue JIC wim UMH;
2) MeXIyHapoJHOE HemaTeHTOBaHHOe HauMeHoBaHue JIC winu TexHudeckas
xapakrepuctuka IMH;



3) coctaB JIC unu kommektanus UMH, npenaraeMoro aJisi BKIIOUCHUS;

4) nexapctBeHHas ¢opma U 103upoBKa, KoHIeHTpauus JIC unu sKcmityataluoHHbIe
xapakrepuctuku UMH;

5) cBeaeHus 0 TocyapcTBeHHOM peructpanuu 3assieHHoro JIC win UMH B PecniyOnuke
Kazaxctan u (mnm) B EauMHOM peecTpe JIEKapCTBEHHBIX CpeACTB EBpasuiickoro
AKOHOMMYECKOTO COI032;

6) dhapmakonoruyeckoe aevicrsue JIC win pyHkuroHansHoe HazHayenue MIMH;

7) dapmaxonoruueckas rpynmna JIC u ATX kox unu Bug UMH, B cooTBeTCcTBUU C
r100aIpHON HOMEHKIATYpoi MeauuuHcKux uzaenuit (GMDN);

8) crioco6 npumenenus JIC wim ycnoBusa npumeHenus UMH.

3. B 3akmtouenue no pe3ysibTaTaM NpodhecCHOHATBHONW 3KCIEPTU3BI I B IEpEUYeHb
3aKyra BKJIIOYaeTCs:

1) undopmanus o HaTUIUK JIEKAPCTBEHHOTO cpeacTBa KazaxcTaHCKOM HalmOHAIBLHOM
JeKapCTBEHHOM (popMyJIsipe;

2) undopmalnysa 0 HaJTUYUK 3aPETUCTPUPOBAHHON UK YTBEPKJICHHON MIPENETbHOMN IIEHBI
Ha JIEKQpCTBEHHOE CPEJICTBO C YUETOM JICKAPCTBEHHOU (hOPMBI, T03UPOBKU, KOHIIEHTPAIUU U
obbeMa WM Ha U3JACIUE MEIMIIMHCKOTO Ha3HAYEHUS C Y4YEeTOM KOMIUICKTaIluu |
AKCILTyaTallMOHHBIX XapakTepucTHK B pamkax ' OBMII u (unun) cucteme OCMC;

3) undopmarusa 0 HAIMYMHM KIUHUYECKOTO U (WJIM) KIMHUKO-DKOHOMHUYECKOTO (
(hapMaKO’IKOHOMHUYECKOT0) MPEUMYIIECTBA UM IKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO CPEICTBA
WJIU U3ENHUST MEIUIIMHCKOTO HAa3HAYEHUS, 10 CPABHEHUIO ¢ UMEIOIIUMUCS B TIEPEYHE 3aKyIia
JIEKapCTBEHHBIMU CPEJICTBAMU WJIU U3ACIIUSIMU MEIUIIMHCKOTO HA3HAUYECHUS C aHAJIOTUYHBIMU
MOKa3aHUSIMU K IPUMEHEHUIO;

4) pe3ynbTaThl UCCIEIOBAHUS BIUSHHS JICKAPCTBEHHOTO CPEICTBA WU M3JIENHUS
MEIMIIMHCKOTO Ha3HAuYe€HUs Ha Opems OO0JIE3HH U OIOKET 3APaBOOXPAHEHHS C yUETOM
MPOBEJEHUS LICHTPAIIM30BAHHOIO 3aKYyTIa.

BriBoamI.

[Ipumeuanue:

JIC — nexapcTBEHHOE CPEACTBO;

MMH — u3nenne MeTUIIMHCKOTO Ha3HAYCHUS

ATX — aHaTOMO-TeparneBTHYECKO-XUMUYECKas Kilaccuukanus;

GMDN — rno0anpHasi HOMEHKIATypa MEUIUHCKUX U3IETUI;

["OBMII — rapanTupoBaHHBIA 00bEM OCCIIATHON MEIUITMHCKOMN TTOMOIIIH;

OCMC — 006s13aTeNIbHOE COLIMAIBHOE MEIUITMHCKOE CTPaXOBaHHUE.
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