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Ipuka3 Munuctpa 3apaBooxpanennsi Pecnyoiiukn Kazaxcran ot 23 Hosiops 2009 roma Ne
762
006 yrBepxaenun [lpaBui pa3padoTKu U COrJIACOBAHUSA JIEKAPCTBEHHBIX GOPMYJISIPOB
OpraHu3anui 31paBoOXpaHeHUs
(c usmenenuamu om 28.08.2015 2.)

B cootBercTBuu ¢ noamynkroM 70 myakra | crateu 7 Komekca Pecriyonuku Kaszaxcran ot
18 centsiOps 2009 roma «O 310poBbe Hapoaa u cucteme 3apaBooxpanenus», IPUKA3BIBAIO:

1. VYrtBepmuth mnpunaraemble [lpaBuia pa3pabOTKM H COIJIACOBAHMS JIEKAPCTBEHHBIX
(bOopMyIISIpOB OpraHu3aluii 3paBOOXPAHCHHUS.

2. Komurery KOHTPOJIS MEAUIIMHCKON U (hapMalleBTUYECKON NIeATENbHOCTH MHUHHCTEPCTBA
3npaBooxpanenus: Pecrybnukn KazaxcraH B yCTaHOBIIEHHOM 3aKOHOJIATENILCTBOM PecmyOnuku
Kazaxcran mnopsinke oOecneuuTh TOCYJApCTBEHHYIO PErHCTpalli0 HACTOSIIEro IpHKa3a B
MunucteperBe toctuuuu Pecnyonuku Kaszaxcrtan u ero oduumanbHoe OnyOJIMKOBAaHUE B
CpeICTBaX MacCOBOM MH(OPMALINK MTOCIIE TOCYJaPCTBEHHON pEerucTpaIum.

3. KonTponp 3a HCIOTHEHHWEM HACTOSIIETO IMpUKa3a BO3JOXHUTh Ha Buie-muHUCTpa
3npaBooxpaneHus Pecnyonuku Kazaxcran bupranosa E.A.

4. Hacrosimuii npuka3 BBOAUTCS B JEHCTBHE MO WCTEUEHUU JECATH KaJICHIAPHBIX JTHEU
MOCJIC JTHS €r0 MEePBOro OQUIINATBLHOTO OMYOIMKOBAHMUS.

Munucrtp K. lockanues

Ilpasuna uznodcenvt 6 pedaxkyuu npuxkaza Munucmpa 30pagooXpaHeHuss U COYUATbHO2O0
pazeumust PK om 28.05.15 2. Ne 402 (cm._cmap. ped.)

YTBepkKIeHBI

prKa3oM MUHHUCTpa 3/1paBOOXPAHEHUS
Pecniyomuku Kazaxcran

ot 23 Hos6ps 2009 roga Ne 762

IIpaBuna
Pa3padoTKHU U COIIACOBAHUS JICKAPCTBEHHBIX (POPMYJISIPOB OPraHU3aAnMi
3APaBOOXPaHEeHUs

1. O01mme moJ10KkeHUs

1. Hacrosmme IlpaBuna pa3paboTKM M COIJIACOBAHUS JIEKAPCTBEHHBIX (HOPMYISIPOB
opraHu3anuii 3apaBooxpanenus (manee - IlpaBuna) paspaGoTaHbl € TENBIO OMpPENEICHUS
€IMHOT0 TOpsIKa pa3pabOTKH, YTBEPKJIEHHs JIEKAPCTBEHHBIX (HOPMYJISpOB OpraHu3anuit
3[IPaBOOXPAaHEHHS U MX COTIIACOBAHMSI.

2. JlekapcTBEeHHBIH (OPMYJISIp OpPraHU3alMHM 3]IPABOOXPAHEHUS SBISETCS OCHOBOW IS
IUTAHUPOBAHMS OIO/DKETa OpPraHW3allié 3APAaBOOXPAHEHUS HA JIEKAPCTBEHHBIE CpPEACTBA U
MOJUICKHUT NMEPUOTUIECKOMY MIEPECMOTPY U OOHOBJIICHHIO HE PEXXe OJTHOTO pa3a B MOJT0/a.

3. OCHOBHBbIE MTOHATHS, UCTIOJIB3yeMbI€ B HacTosmuX [IpaBunax:

1) nexkapcTBeHHBIH (GOpMyIsip - TepeueHb JIEKAPCTBEHHBIX CPEACTB, HAIWYHME KOTOPBIX
00s3aTeNbHO B JOCTATOYHBIX KOJIMYECTBaX, COPMUPOBAHHBIN /ISl OKa3aHUS FrapaHTUPOBAHHOTO
o0bema  OecrulaTHOM  MEOUIIMHCKOH IMOMOIIM C  y4yeToM mpoduias  opraHu3alnuu
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3paBOOXPAHEHHUs], YTBEPKICHHBIN PYKOBOJUTEIEM OPraHU3aLUU 3PaBOOXPAHEHUS B IMOPSIKE,
OINpPEACIIAEMOM YIIOJJHOMOYEHHBIM OPTaHOM;

2) Kazaxcranckuii HalMOHAJBHBIN JIEKAPCTBEHHBIN (OPMYIISAp - MEepeueHb JIEKAPCTBEHHBIX
CPEACTB C JIOKa3aHHOW KIMHHUYECKOH 3(p(eKTHBHOCTBIO U 0€30MaCHOCTBIO, C(POPMUPOBAHHBIN
JUI OKa3aHWs TapaHTUPOBAHHOTO OoOBeMa OECIUIaTHOW MEIUIIMHCKON IMOMOIIM C yKa3aHHeM
IpPEIeNbHbIX LIEH U SBJSIIOIMICS 00s3aTeIbHOM OCHOBOM Al pa3pabOTKU M YTBEpXKIEHUS
JIEKapCTBEHHBIX (POPMYIISIPOB B OPTaHU3ALUAX 3IPABOOXPAHEHHUS,;

3) dopmynsipHas KOMUCCHUSI - KOHCYJIbTaTHBHO-COBELIATEIbHBII OpraH, OCHOBHOW LIENbIO
KOTOPOTO SIBJSIETCS BHEApPEHHE M TMOAJEep)aHue (HOpMYISIPHOM CHCTEMBI U PalMOHAIHLHOTO
WCIIOJIb30BaHUs JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBYIOLICH MEIMLMHCKOM OpraHu3aluu
(peruoHe), Ha OCHOBE MPUHATHIX YIIOJHOMOUYEHHBIM OPraHOM HOPM U CTaHJIapTOB.

2. Mopsiiok pa3padoOTKU M COTJIACOBAHMSA JIEKAPCTBEHHBIX GOPMYJISIpOB

4. Ilpn opraHuzauusax 3ApaBOOXPAHEHUS, B TOM YHCJIE OKA3bIBAOIIUX MEAHULHUHCKYIO
NOMOIIb M HaXOSIIMXCS B BEJIECHUU YIOJHOMOYEHHOI'O OpraHa, M IpH YIPaBJICHUAX
3IpaBOOXpaHeHUs obsactedd, ropogoB AcraHa u Ausumatsel (opmupyrorcs DopmynspHble
KOMHCCHH, COCTOSIIIIME U3 HE MEHEE CEMHU CHELMAIUCTOB, UMEIOIIMX COOTBETCTBYIOLINE 3HAHUS
B cdepe 30paBOOXpAaHEHMs, a TaKKe KBATM(PUKALMIO B KIMHUYECKOW (hapmakonoruu u
JI0Ka3aTelbHOM MEIUIUHE C IPaBOM TI0JI0Ca, KOTOpble pabOTalOT B COOTBETCTBUM ILUIAHOM
paboThl, yTBEPKIEHHBIM IpeacenateaeM GopmMyIsipHO KOMUCCUU.

5. UYnenst @opMyNSpHOM KOMHMCCHM 3alOJHSIOT JAEKJIApaluil0 O  PacKpbITUU
HNOTEHIMAJIBHOIO KOH(IMKTAa HHTEPECOB wieHa (TMpUIialeHHoro skcrnepra) DopmynsipHOR
KOMHUCCHHM 10 (OpMe COIJIaCHO NPUJIOKEHUIO | ompenensieMblM IMpUKa3oM H.0. MuHHCTpa
3npaBooxpanenus Pecyonuku Kaszaxcran ot 12 nexabpst 2013 rona Ne 723 «O6 yTBepkaeHUN
[Tonoxxenns o @opmymnsipHol KoMuccuu MuHuKcTEpeTBa 37paBooxpaHeHust PecnyOnuku
Kazaxcran» (nanee - [lonoxxenus) (3apeructpupoBas B PeecTpe rocyiapcTBeHHON perucTpanun
HOPMAaTUBHBIX IIPaBOBbIX akTOB 3a Ne 9090).

6. Ilpu Hanuuuu y uneHa GopMyssipHO KOMUCCHU NOTEHIMAIBHOIO KOH(IMKTa HHTEPECOB
B OTHOILEHUU ONPEJCICHHON KOMIAHUM OH OTCTpaHseTcss OT IHpolecca pacCMOTPEHUS,
0OCYX/IeHUSI U y4yacTusi B TOJOCOBAaHHUU NPU PACCMOTPEHHMM BOIPOCOB OTHOCHTEIBHO TAaHHOMN
KOMIIaHUH.

7. JlekapCTBEHHBIM (GOpMYJIIp U CBOJIHBIN JIEKapCTBEHHBIM (OpMynsp pa3padaThIBatoTCs
QOopMyIIPHBIMU KOMHUCCHSIMH C YYE€TOM CIEAYIOIUX KPUTEPHUEB OTOOpa JIEKapCTBEHHBIX
CPEJICTB:

1) nanmmume B KaszaxcraHCKOM HalMOHAJBHOM JIEKAPCTBEHHOM (QopMyJsipe, A0 €ro
pa3paboTku B Pecriy0nmMkaHCKOM JIeKapcTBEHHOM (OpMYIISIpe;

2) wHamuyue OOOCHOBAHHOM  MOTPEOHOCTM B HUCIOJB30BAaHWU  IpEAJIaraeMoro
JIEKapCTBEHHOTO CPEJICTBA C YYETOM JIaHHBIX 10 3a00JIEBa€MOCTH, a TAaKXKe PErucTpa OOIbHBIX
U3 CYUIECTBYIOIIUX aABTOMATU3MPOBAaHHBIX HH(OPMALIMOHHBIX PECYpcOoB B  00JacTH
3/IpaBOOXPAaHEHMs], MCIIONb3yeMbIX Ha Teppuropun Pecnyonmuku Kaszaxcran (1o paspaboTku
Kazaxcranckoro HallMOHaJIBHOTO JIEKAPCTBEHHOTO (POpMyIIsipa);

3) nokazaHHOW KIMHUYECKOM H(PQPEKTUBHOCTM U 0OE30MacHOCTH Ha MpeiJiaraeMoe
JIEKapCTBEHHOE CpelncTBO (10 pa3paboTku KazaxcTaHCKOro HaIMOHAJIBHOIO JIEKAapCTBEHHOTO
dopmyssipa);

4) BbBIOOp JIEKAPCTBEHHOI'O CpPEACTBAa IMPU HAIUYUU TNPEUMYILECTB [0 CPaBHEHHIO C
UMEIOIMMCST aHAJIOTOM B JIGKAPCTBEHHOM (QopMylisipe. 3amMeHa IpernapaTroB Ui JICUEHUS
NAlMEHTOB C XPOHMYECKMMH (opMamu 3a00JIeBaHUI OCYIIECTBISETCA IO MEIUIIMHCKUM
nokazaHusaM (210 pa3padoTku KazaxcTaHCKOro HaIlMOHAIBHOTO JIEKAPCTBEHHOTO (hOpMyJIsipa).
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8. JlexapcTBeHHBIN (OPMYJSIp YTBEPXKIACTCS IMEPBBIM PYKOBOAMUTENEM MEAMLIMHCKON
OpraHM3aIiy 10 COTJIACOBAHMIO C YIIPaBJIEHWEM 3paBOOXpaHeHHs 00JacTei, TopoJoB AcTaHa
U AJIMaTHI.

9. CBomHbIi JEKapCTBEHHBIH (opMylsip peruoHa paspadaTeiBaeTcst DopMyssIpHOMA
KOMUCCHEH YTpaBieHHs 3ApaBOOXPAHCHUs 00JacTeid, ropo1oB AcTaHa U AJIMAaThI 171l OKa3aHUs
rapaHTUPOBAHHOTO 00beMa OECIUIATHON MEeIUIIMHCKON OMOIIM COOTBETCTBYIOIIETO PErHOHa Ha
OCHOBE JICKApCTBEHHBIX (POPMYIISIPOB MEJUIIMHCKAX OpPraHU3alui 3ApaBOOXPAHEHUS PETHOHA.

10. JlekapcTBeHHBIH (GOPMYIISIp OPTaHU3ALMNA 3PABOOXPAHCHUS, HAXOIAIINXCS B BEIACHUU
YIOJHOMOYEHHOTO OpraHa M OKa3blBaOIIMX MEIULMHCKYIO IIOMOIb, YTBEP)KAAETCA IEPBBIM
PYKOBOJMTENIEM OPraHU3aliy 110 COIVIACOBAHUIO C YIIOJTHOMOYEHHBIM OpraHoM. JIekapCTBEHHBIN
bopMyIsip mpeacTaBiIIeTCs B YIOJTHOMOYSHHBIH OpraH Ha COTJIacOBaHME B ABYX SK3EMIUIsIpax Ha
OyMa)XHOM U DJIEKTPOHHOM HOCHUTENSIX He mo3aHee 25 nekalOps ronaa, MpeAliecTBYIOIIETO
crenyroneMy GUHAHCOBOMY TOJTY.

11. BrirodeHue, HCKIIOYEHHE, 3aMEHa JIEKapCTBEHHOI'O IIpernapara B JIEKaPCTBEHHBIE
bopMyIsIpel M CBOAHBIE JIEKAPCTBEHHBIE QopMmyisipel (10 pa3pabotku Kazaxcranckoro
HAI[MOHAJILHOTO JIEKAPCTBEHHOTO (HOpMyIisipa) OCYIIECTBISIETCS COTJIACHO MPEIIOKEHHOMY
O00OCHOBAHMIO BKJIIOYEHUs (MCKIIOYEHMs), BHECEHUS HW3MEHEHUN WIM [ONOJHEHUN B
JICKapCTBEHHBIN (HOPMYIISIp UM CBOJAHBIN (OPMYISp JEKapCTBEHHBIM (OpMyIsp peruoHa Mo
dbopme cornacHo npuioxenuto 2 [lonoxenus.
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