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O BHeceHHMH H3MEHEHHA B pAKa3 MuHKCTpa 3apaBooxpaHeHu Pecmy6imkn
Kazaxcras ot 23 Hos16ps 2009 roga Ne 762 "O6 yrBepxxaennu IIpaBun pa3paboTku u
COIJIaCOBaHMS JIEKAPCTBEHHEIX (POPMYIIIPOB Opranm3amuii 34paBOOXpaHeHUA"

YTparuBmmii caoy

[Ipuka3 MuHuCTpa 3ApaBOOXPAHEHUS M COLMAIBHOrO pa3BuTUsA PecnyOnuku
Kazaxcran ot 28 mas 2015 roma Ne 402. 3apeructpupoBad B MUHUCTEPCTBE FOCTULIMU
Pecny6nuku Kazaxcran 26 utonst 2015 roga Ne 11463. YTpatun cuity Ipuka3oMm H.O.
Munuctpa 3apaBooxpanenusi Pecnyonuku Kazaxcran ot 22 mas 2019 roga Ne KP
JCM-84.

CHocka. YTpatun cuiy Nnpukazom u.0. Munuctpa 3apaBooxpanenus PK ot
22.05.2019 Ne KP ICM-84 (BBOIUTCS B IEHCTBUE CO JIHS €T0 MEPBOro 0(QUIIMATBEHOTO
omyOJIMKOBaHUS ).

B cootBercTBHM ¢ moamynkToM 70) myHkTta 1 ctateu 7 Koaekca PecryGauku
Kazaxctan ot 18 centabps 2009 roma "O 310poBbe HapojJa U CHUCTEME
snpaBooxpaneHus" IIPUKA3BIBAIO:

1. Buectu B npuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 23
HOs10pst 2009 roma Ne 762 "OO6 ytBepxkaeHuu [IpaBun pa3paboTKu U COTIIaCOBAHUS
JI€KapCTBEHHBIX (OPMYJISIPOB OpraHU3aLMM 3/IpaBoOoXpaHeHus" (3aperucTpupoBaHHBIM
B PeecTpe rocyaapCTBEHHOW pETrHCTpallid HOPMATUBHBIX IMPABOBBIX aKTOB
Pecniy6onuku Kazaxcran Ne 5900, onmyOnukoBanHbiit B CoOpaHuM aKTOB LIEHTPATIbHBIX
UCIIOJHUTENIBHBIX U WHBIX IEHTPAJIBbHBIX T'OCYJApCTBEHHBIX OpraHoB PecmyOnauku
Kazaxcran Ne 2, 2010 roga) ciemyroiiee U3MEHEHHE:

[IpaBuna pa3pabOTKU U COTJIACOBAHHUS JIEKAPCTBEHHBIX (POPMYJIISIPOB OpraHU3alui
31paBOOXPAHECHUsS, YTBEPKIACHHBIC YKAa3aHHbIM IPHUKA30M, H3J0XKUTh B HOBOH
peAaKry COTIACHO MPUJIOKEHUIO K HACTOSIIEMY MTPUKa3Yy.

2. Komutetry KOHTpOJS MEAULMHCKON U (papMaileBTUUECKON AEATEIbHOCTH
MuHucTepcTBa 31paBOOXPAaHEHUs U colMaibHOro pa3Butus Pecnybnuku Kazaxcran B
YCTaHOBJICHHOM 3aKOHOJATENbCTBE MOPSAIKE 00ECIIEUNTD:

1) rocyiapcTBEHHYI0 PETUCTPALMIO HACTOSAIIETO MpUKa3a B MUHHCTEpPCTBE
toctuunu Pecnyonuku Ka3zaxcran;

2) B TEUECHHE ECATU KAICHAAPHBIX JHEW MOCJE rOCYJapCTBEHHON pEerucTpanuu
HacTosimiero mnpukaza B MuHuctepctBe toctuuun PecnyOnuku Kazaxcran
HampapjieHuEe Ha oOQUIMATbHOE OMNMyOJMKOBAHHE B TMEPUOJUUYECKUX TEYATHBIX
U3JIaHUSIX W UHGOPMAIMOHHO-TIPABOBON CHCTEME HOPMATHUBHBIX IPABOBBIX AKTOB
PecnyOnuku Kazaxcran "Oniner";



3) pa3MelleHUE HACTOAIIEr0 MpUKa3za Ha MHTEpHET-pecypce MuHHCTEepCcTBa
31paBOOXPaHEHUs U colUalibHOrO pa3Butus Pecnyonuku Kazaxcras.
3. KoHTpOJIb 32 HCTIOJIHEHHEM HACTOSIIIETO MPHUKa3a BO3JI0KUTh Ha BUIIE-MUHHUCTPA
3/IpaBOOXpaHEHUs U colnaibHOro pa3Butus Pecry6nuku Kazaxcran 1oit A. B.
4. Hacrosimuii mprka3 BBOOUTCS B JEUCTBUE IO UCTEYEHUU JECITU KaJCHIAPHBIX
JTHEH TIOCJIe JTHS €0 MepBOro o(PUIMaIbHOTO OMyOJIMKOBAHHMS.

MuHHCTp 31paBOOXPAHEHUS
U COIIMAJIBHOTO Pa3BUTHUS

Pecrryonuku Kazaxcran T. HyiicenoBa

IIpunoxenue
K IpuKa3sy MHUHHCTpa 3ApaBOOXPaHEHUS
U COLIMAIILHOTO Pa3BUTHS
Pecny6nnku Kazaxcran
otT 28 mas 2015 roga Ne 402
YTBepKIEHBI
MprKa30M MHHHUCTpA 3APaBOOXPAHECHUS
Pecny6inkn Kazaxcran
oT 23 Hos10pst 2009 roga Ne 762

ITpaBuna

pa3paboTKH U COIIACOBaHMS JIEKAPCTBEHHBIX (HOPMYIISIPOB OpraHW3aIHHA
3ApPaBOOXPAHCHHS

1. O6mue moyoXKeHus

1. Hacrosimue IpaBuia pa3paboTKu U COTIaCOBaHMS JIEKAPCTBEHHBIX (HOPMYJIISIPOB
opraHu3zamnuii 3apaBooxpaHeHus (manee — IlpaBuiia) paspaboTaHbl € IEJIbIO
ONpeNeNeHuss €ANHOTO TMOpsSAKa pa3pabOTKH, YTBEPKICHUS JIEKAPCTBEHHBIX
(bopMyIsIpOB OpraHu3aluii 3paBOOXPAHEHUS U UX COTJIaCOBAHUSI.

2. JlekapcTBeHHBIN (OPMYIISP OpraHU3alUU 3APABOOXPAHCHHUSI IBIISIETCS OCHOBOM
JUIsl TUTAaHUPOBaHMS OOJKETa OpraHM3allid 3/IPABOOXPAHEHUS Ha JIEKapCTBEHHBIE
CPEICTBA U MOAJICKUT MEPHUOTUIECKOMY IEPECMOTPY U OOHOBJICHHUIO HE PEXKE OJTHOTO
pasa B OJITO/1A.

3. OCHOBHBIE IOHATHSA, UCIIOIB3yEMbIE B HacTOsUX [IpaBunax:

1) nekapcTBeHHBIN (POpPMYJIAp — MEPEUYEHb JIEKAPCTBEHHBIX CPEACTB, HAIMUUE
KOTOPBIX 0053aTE€IBbHO B JJOCTATOYHBIX KOJIMYECTBAX, C(HOOPMHUPOBAHHBIN I OKa3aHUs
rapaHTHPOBAHHOTO O00OBeMa OECIIaTHON MEIUITMHCKOM MOMOIIU C YYeTOM MpOoduis
OpraHu3alliyd 3APaBOOXPAHEHHMS, YTBEPKACHHBIM PYKOBOAMTEIEM OpraHu3aluu
3IpaBOOXPaHEHUS B MOPSJIKE, ONIPEAEIIEMOM YIIOJTHOMOYEHHBIM OPTaHOM;

...... 2) KazaxcTaHCkuil HallMOHATIBHBIN JE€KapCTBEHHBIM (GOPMYJIIsip — NepeyeHb
JE€KapCTBEHHBIX CPEICTB C JOKa3aHHOW KIMHUYECKON 3SP(EKTUBHOCTBIO U
0e30MmacHOCThI0, CHOPMUPOBAHHBIA [JII OKa3aHUs TapaHTUPOBAHHOTO OOBbeMa



OecrutaTHOW MEAUITMHCKOW TMOMOIIM C YKa3aHHEM MPEACNIbHBIX 1EH U SBISIONINICS
00s13aTeIbHOM OCHOBOM JJIsl pa3pabO0TKU U YTBEPXKACHUS JIEKAPCTBEHHBIX (DOPMYIISIPOB
B OpPraHU3alMsIX 3PaBOOXPAHEHHUS;

...... 3) dbopmynspHas KOMHCCHUS - KOHCYJbTaTHBHO-COBEIIATEIbHBIM OpTraH,
OCHOBHOM II€JIbI0 KOTOPOTO SIBJISIETCA BHEAPEHUE U MOJJepxKaHue (GopMyIasipHOU
CAUCTEMbl W PAUMOHAIBHOTO MCMOJB30BAaHUS JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBYIOIIEH MEIMIIMHCKON OpraHu3anuu (pEerHoHE), Ha OCHOBE MPUHSITHIX
YHOJHOMOYEHHBIM OPTaHOM HOPM U CTaHJIapTOB.

2. ITopsapok pa3paboTKH K COTTIaCOBaHHA JICKAPCTBEHHBIX GOPMYIIIPOB

4. Ilpu opranHuzanusx 34paBOOXPAHEHHUS, B TOM UHCJIE OKa3bIBAIOIIHNX
MEUIMHCKYIO TTOMOIIb U HaXOSAIIUXCSl B BEJICHUHM YIIOJITHOMOYEHHOT'O OpraHa, U mpu
VYrpaBieHusX 37paBooXpaHeHus 00nacTei, ropoaoB Actana u AiMatsl HGOPMHUPYIOTCS
@opMyJISIpHbIE KOMUCCUH, COCTOSIIIME U3 HE MEHEE CEMU CIIEIMAJIUCTOB, UMEIOIINX
COOTBETCTBYIOILIME 3HaHUSA B cepe 3/paBOOXPAHECHMS, a TAKKE KBaJU(DPHUKALUIO B
KIIMHUYECKOM (hapMaKOJIOTHUHU U TOKA3aTeIbHON METUIIMHE C ITPaBOM T0J0ca, KOTOphIe
paboTalOT B COOTBETCTBUM IIJIAHOM palbOThl, YTBEPKICHHBIM NpeiceaaTesIeM
DopMyIAPHON KOMUCCHUMU.

5.Unensl @opMyJIIpHOM KOMHUCCUHM 3aIOJHSAIOT JIEKJIapaluio O PacKpbITUU
MOTEHIIMATBHOTO KOH(IWKTA HWHTEPECOB wWieHa (MPUTIAMICHHOTO JKCIepTa)
QopMyJIIpHONA KOMHCCUU MO (OpME COrjJacHO NPWIOKEHHIO | ompeaensieMbIM
npuka3zoM u.0. MunucTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 12 nexaOps
2013 roma Ne 723 "OO6 ytBepxaeHum Ilomoxenuss o dopmynsipHOH KOMHCCUH
MunucrtepctBa 3npaBooxpanenusi Pecnyonuku Kazaxcran" (manee-Ilonoxenus) (
3aperucTpupoBaH B Peectpe rocy1apcTBEHHON PErHCTPALIMM HOPMATUBHBIX TPABOBBIX
akToB 3a Ne 9090).

6. [Ipu Hanmuuuu y unena OopmyIsspHON KOMUCCHH TTOTEHITMAIBHOTO KOH(IUKTA
MHTEPECOB B OTHOIIEHUU OINpPEJEICHHON KOMIAHUU OH OTCTPAHSIETCS OT Ipoliecca
paccMOTpeHusi, 00CYKJICHHS U YYaCTUsI B TOJIOCOBAaHUU MPU PACCMOTPEHUU BOIIPOCOB
OTHOCHUTEJIBHO TAHHOW KOMITAaHHH.

7. JlekapcTBEHHBI (QOpMyIsip M CBOJAHBIA JEKAPCTBEHHBIN (popmyisp
paspabaTeiBatoTcsi QOpMYISIPHBIMU KOMHUCCUSIMUA C YYETOM CIEAYIOIINX KPUTEPHUEB
0TOOpa JIEKapCTBEHHBIX CPEJICTB:

1) Hanuune B KazaxcTaHCKOM HallMOHAIHHOM JIEKAPCTBEHHOM (POPMYIISIPE, 10 €T
pa3paboTku B Pecry0iukaHCKOM JieKapCTBEHHOM (DopMyIIsipe;

2) Hanuune O0OOCHOBAHHOW MOTPEOHOCTH B HMCIOJIH30BAHUU MPEIaracMoro
JIEKapCTBEHHOI'0 CPEACTBA C YYETOM JAHHBIX MO 3a00JIEBAEMOCTH, a TAKKE PErucTpa



OOJBHBIX W3 CYIIECTBYIONIUX aBTOMAaTU3WPOBAHHBIX WH(MOPMAIMOHHBIX PECYPCOB B
o0JsiacTH 37paBOOXpaHEHUSI, UCIIOIB3YEMBIX Ha TeppuTopuu PecrmyOnuku Kazaxcran (
70 pa3paboTku KazaxcTraHCKOro HallMOHAIBLHOTO JIGKAPCTBEHHOTO (POPMYJIISIpa);

3) nokazaHHOM KIMHUYECKOW A(hPEeKTUBHOCTU U 0€30MaCHOCTH Ha MpejjiaracMoe
JeKapcTBEHHOE CpeAcTBO (m0 paspaboTku KazaxcTaHCKOro HAaIMOHAJIBHOTO
JIEKapCTBEHHOTO (hopMyIsipa);

4) BBIOOp JIEKAPCTBEHHOI'O CPEJICTBA MTPU HAJTUYUU MIPEUMYIIECTB MO CPABHEHUIO C
UMEIOIIMMCS aHAJIOTOM B JIEKapCTBEHHOM (dopmyisipe. 3aMeHa MpernapaTroB s
JICYEHUS TAIMEHTOB C XpOHWYECKUMU (popmamu 3a00JieBaHUN OCYIIECTBIISIETCS IO
MEIUIMHCKUM TOKa3aHusM (10 pa3paboTku KazaxcTaHCKOTOo HAIlMOHAIBHOTO
JIEKapCTBEHHOTO (popMyIisipa).

8. JlekapcTBeHHBI (GOPMYJSApP YTBEPKIACTCA TMEPBBIM PYKOBOIUTEIEM
MEJUIIMHCKON OpraHu3alliy IO COTJIACOBAHUIO C YTPABJICHUEM 3/IPABOOXPAHECHUS
obiacteit, ropoJoB ActaHa U AJIMaThI.

9. CBoniHBIN JIEKapCTBEHHBIN (opMyIisip perroHa paszpadarsiBaetrcst opmynsapHoit
KOMHCCUEH YTpaBieHus 3paBoOXpaHeHus objlacTe, ropoioB AcTtaHa U AJMaThl JJIsl
OKa3aHHUsl TapaHTUPOBAHHOTO o0OBbeMa OECIIaTHOM MEAUIMHCKONW TTOMOIIU
COOTBETCTBYIOIIETO0 PETMOHA Ha OCHOBE JICKAPCTBEHHBIX (POPMYJIIPOB MEAUITUHCKUX
OpraHu3alui 3ApaBOOXPAHEHUS PETHOHA.

10. JlekapcTBeHHBIN (HOpMYJISIp OpraHU3aliil 31paBOOXPAaHEHUS, HAXOISIINXCS B
BEJICHUHM YMOJHOMOYEHHOTO OpraHa M OKa3bIBAIOIIUX MEIUIIMHCKYIO MOMOIIb,
YTBEPKIACTCA TEPBBIM PYKOBOJMTEIEM OpraHU3allid IO COIJIAaCOBAHUIO C
YIOJTHOMOYEHHBIM OpraHoMm. JlekapCTBEHHBIN QOpMyJsap MpEACTaBIseTCS B
YIOJIHOMOYEHHBI OpraH Ha COTJIaCOBAaHUE B JBYX JK3eMIULIpax Ha OyMakKHOM U
AJEKTPOHHOM HOCHUTENSIX He Mo3aHee 25 nexkadbps rojaa, MNpPeAlIeCTBYIOIIETO
cleayomeMy (UHAaHCOBOMY TOTY.

11. BkiwouyeHue, HUCKIIOYECHHE, 3aMEHa JICKapCTBEHHOrO Mpemnapara B
JIeKapCTBEHHbIE (HOPMYJIISIPHI M CBOJAHBIC JIEKAPCTBEHHBIC (POPMYIISIPHI (10 pa3paboTKu
KazaxcTtaHckOoro HalMOHAIBHOTO JIEKAPCTBEHHOTO (HOpPMYJIsipa) OCYIIECTBISETCS
COTJIACHO NPEI0KEHHOMY OOOCHOBAHUIO BKJIIOYEHHS (MCKIIOUEHMS), BHECEHHS
U3MEHEHUN WM JOTIOJHEHUN B JIEKaPCTBEHHBINH (HOPMYJIISIP WIIM CBOJIHBIN QopMyIisip
JIEKapCTBEHHBIN (opMyJisip peruoHa mo gopme coriacHo npuioxkenuto 2 [lonoxenus.
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