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MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 14 urons 2019 rozna Ne
KP JICM-94. 3apeructpupoBaH B
MuHHCTEpCTBE IOCTULIUH
Pecniy6nuku Kazaxcran 18 urons
2019 roma Ne 18856

00 yrBepxkaenunu IlpaBui ocyuiecTBiIeHUSA eI TEJIbHOCTH
GopmysIsipHOM CHCTEMBI

B cootBercTBUU ¢ myHKTOM 2 cTtathk 86-2 Koaekca Pecniyonuku Kazaxcran ot
18 cents10pst 2009 roaa «O 370pOBbE HAPOJIA U CUCTEME 3IPABOOXPAHCHUS
INPUKA3BIBAIO:

1. YTBepauTh npunaraemsie [IpaBuiia ocymiecTBieHus AeAT€IbHOCTH
(bOpMyISIPHON CUCTEMBI.

2. Ilpu3Hath yTpaTUBIIMM CUILYy NpUKa3 MHUHHUCTpA 34paBOOXPAHEHUS U
conmanbHOTO pa3Butus Pecnybnuku Kazaxcran ot 6 mekabps 2016 roma Ne 1037 «O6
yTBepxkaeHuu [lonoxenus o opmynsipHoit komruccuud MuHUCTEPCTBA
3JIpaBOOXPAHEHMS U COLMAIbHOT0 pa3Butusa Pecyonuku Kazaxcran»
(3apeructpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpalii HOPMATUBHBIX IPABOBBIX
akToB 3a Ne 14641, onyonukoBan 12 ssuBaps 2017 roga B TaIOHHOM KOHTPOJIBHOM
OaHKe HOPMAaTUBHBIX MPABOBBIX akTOB PecnyOnnku KazaxcTan B 3J1€KTpOHHOM BH/IE).

3. JenapraMeHTy J€KapCTBEHHOT'O O0ECIIEUEHHUS U CTaHAAPTU3ALUN
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran B
YCTaHOBJIEHHOM 3aKoHoAaTenbcTBOM Pecnyonuku Kazaxcran nopsiike 00ecneunTh:

1) rocy1apCcTBEHHYIO PErUCTPAIMIO0 HACTOSIIIETO Tpruka3a B MUHUCTEPCTBE
toctutiuu Pecry6onuku Kazaxcran;

2) B TEUEHUE AECATU KAJICHAAPHBIX JHEHN CO JIHS TOCYAapCTBEHHON PErUCTpalluu
HACTOSIIEro MpUKa3a HalpaBjieHue B OyMa)KHOM U DJIEKTPOHHOM BHJIE HA

QR-KOZ CONEPKUT CCHUIKY Ha
nanseii nokymenT B OKb HITA PK

OR-xon conenxkut nanurie DT nomxrocTHoro numa PITT « PTITTU
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roCcyJIapCTBEHHOM M PYCCKOM si3bIKaxX B PecmyOiaukaHCcKkoe rocy1apCTBEHHOE
MPEAIPUATHE HA IPABE XO35IMCTBEHHOI 0 BeleHUs « IHCTUTYT 3aKOHOAATENbCTBA U
npaBoBoi nHpopmaruu PecyOnuku Kazaxcran» MuHucTepcTBa FOCTULIUH
Pecny6nuku Kazaxcran mist opunmanbHOro onmyOIMKOBaHUS U BKITIOYCHUS B
DTaJIOHHBIH KOHTPOJIbHBIN OaHK HOPMATHUBHBIX MTPABOBBIX aKTOB PecryOnnku
Kazaxcran;

3) pa3menieHre HACTOSAIIETO MpUKa3a Ha UHTEpHET-pecypce MUHUCTEPCTBA
3napaBooxpaHenus Pecnyonuku Kazaxcran;

4) B TeueHue AeCATH pabOUUX JHEH MOocie rocy1apCTBEHHON perucTparuu
HACTOSIIEro MPUKa3a Mpe/icTaBieHue B JlenapraMeHT IpuanYecKon Ci1yK0bl
MunucrepcTBa 3apaBooxpanenus Pecyonuku Kazaxctan cBegeHuit 00 MCTIOTHEHUN
MEPOIPUATUI, TPETYCMOTPEHHBIX MOAMYHKTaMu 1), 2) 1 3) HACTOSIIEro MyHKTAa.

4. KOHTpoIb 3a UCIIOJIHEHUEM HACTOSIIETO NIPUKa3a BO3JIOKUThH Ha BUIIE-
MUHHUCTpa 3apaBooxpanenus Pecnyonuku Kazaxcran Hansiposa K.T.

5. Hacrosimuii npuka3 BBOJUTCS B IEUCTBUE MO UCTEUYCHUU AECATH KAJIICHAAPHBIX
JTHEH TocTie AHS ero MepBoro 0(QUIMaIbHOTO OMYOIMKOBAHUS.
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YTBEpKIACH
npukazoM MUHHCTpA 3/IpaBOOXPAHCHUS
PecnyOnuku Kazaxcran
oT 2019 rona
No

IIpaBuia ocyumecTBIeHUS AATEJIbHOCTH GOPMYJISPHON CUCTEMBI
I'maBa 1. O0mue moJ10:KeHHus

1. Hacrosimue IIpaBuiia ocyuiecTBieHus AeTENbHOCTH (POPMYIIIPHOM CHCTEMBI
(manee — [IpaBumna) pa3paboTaHbl B COOTBETCTBUH C ITyHKTOM 2 ctaTthil 86-2 Kojekca
Pecny6nuku Kazaxcran ot 18 centsadps 2009 rona «O 310poBbe Hapoaa U CUCTEME
31paBooxpaHeHus» (nanee — Kogekc), 1 onpeaensaoT NopsSa0K OCYIIECTBICHUS
nesitenbHOCTU (hopmyIisipHOi cuctembl B PecryOnnke Kazaxcras.

2. B nHacrosimux [IpaBuiiax uCHONIb3YIOTCA CIEAYIOIINE TTOHATHUS:

1) mepedeHpb JEKapCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3EIHM JIJ1s1 OECIIIaTHOTO
U (WJIN) JIBrOTHOTO aMOyIaTOPHOTO 00ECTIEYCHUS OTIEIbHBIX KaTerOpUid TpaXKIaH C
ompe/eICHHBIMU 32001€BaHUSIMHU (COCTOSTHUSIMH ) — TIEPEUEHB JICKAPCTBEHHBIX CPE/ICTB,
MEIUIIMHCKHUX U3JICNINN U CTIeUaTN3UPOBAHHBIX JICYCOHBIX MPOYKTOB, 3aKyIaeMBbIX 32
CYeT OFOJDKETHBIX CPEJICTB M aKTUBOB (hOHIA COIUATHFHOTO MEAUIIMHCKOTO CTPaXOBaHUS
B paMKax TrapaHTUPOBAHHOTO 0ObeMa OeCIIaTHOM MEIUIIMHCKOM MMOMOIIM U B CUCTEME
00513aTeILHOTO COIMATEHOTO METUITMHCKOTO CTPax0OBaHUs ISl OKa3aHUsl aMOyIaToOpHO-
MOJIMKJIMHUYECKOW TTOMOIIIY, BKIIFOYAIOIINI HAMMEHOBAHUS M XapaKTEPUCTUKU
JIEKapCTBEHHBIX CPEJICTB, MEIUITMHCKUX M3ICTUI U CIICIIUATM3UPOBAHHBIX JIEYCOHBIX
IPOIYKTOB B Pa3pe3e OTACTbHBIX KATETOPH TPAXK/IAH C ONPECICHHBIMU
3a00J1eBaHUSIMHU (COCTOSHUSIMHU );

2) neKapCTBEHHOE CPEJICTBO — CPEACTBO, MPEACTABIISIONICE COOOM UITH
coJieprKalliee BEeIecTBO JIM00 KOMOMHAIMIO BEIIECTB, BCTYNAIOIIEE B KOHTAKT C
OpraHU3MOM YeJIOBEKa, MpeIHA3HAuYEHHOE JIJIS JICUCHUS, TPO(PIIaKTUKN 3a001eBaHU
YeJIoBeKa WJIM BOCCTAHOBJICHUS, KOPPEKIIMH UM U3MEHEHHS er0 (U3HOJIOTUYECKUX
(GyHKUIMN TOCPecTBOM (hapMaKOIOTHYECKOT0, UMMYHOJOTHYECKOT0 MO0
METa0O0JIUYECKOTO BO3ICHCTBUS, WU JIJIsI TUATHOCTUKH 3a00JI€BAaHUM U COCTOSTHHUS
YeJI0BEKa;
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3) palMoHaNbHOE UCIOJIb30BAHUE JIEKAPCTBEHHBIX CPEJCTB — MEIUKAMEHTO3HOE
JIEYEHHE, COOTBETCTBYIOIIECE KIIMHUYECKUM IMOKa3aHUIM, B J103aX, OTBEYAIOLIUX
WHIMBHUIYyaJbHBIM MOTPEOHOCTSAM MallMeHTa, B TEYCHUE JOCTATOUYHOIO MepUojia
BPEMEHHU U MPU HAUMEHBIIINX 3aTpaTax;

4) nokazaHHas KIMHAYECKas 3PPEKTUBHOCTD JIEKAPCTBEHHOI O IIperapara—
(apmakonoruueckuit 3p(HeKT B TepaneBTUUECKUX LETAX, JOKa3aHHBIN B
MeTa—aHaJIn3ax U (WIM) CUCTEMaTUYECKUX 0030pax U (WJIM) paHAOMHU3UPOBAHHBIX
KOHTPOJUPYEMBIX KIMHUYECKUX UCCIIEN0BAHMSIX;

5) MeXlyHapOIHOE HEMATEHTOBAHHOE Ha3BaHUE JIEKAPCTBEHHOT'O CPE/ICTBA —
Ha3BaHME JIEKAPCTBEHHOI'O CPEJICTBA, PEKOMEHIOBAHHOE BCceMUpHOM opranusanuen
3paBOOXpPAHEHMUS,

6) cyOBEKTHI 3[PaBOOXPAHEHUS — OPTaHU3AINH 3]]PABOOXPAHCHHUS, & TAKKE
dbu3uYecKue JI1Ia, 3aHUMAIOIITUECs YaCTHOW MEIUIIMHCKON MTPAKTUKON 1
(dbapMaleBTUYECKON JIEATEIbHOCTHIO;

7) yHOJTHOMOYEHHBII OpraH B 00JIACTH 3paBOOXPAHEHUS
(lanee — ynmoJIHOMOUYEHHBIN OpraH) — IEHTPaIbHbIN UCTIOTHUTEIHHBIN OpTraH,
OCYULIECTBJISIONIUN PYKOBOJICTBO U MEXOTPACIIEBYIO KOOPAMHAIIMIO B 00JIACTH OXPaHBI
3JI0pOBBS TpaXkIaH, MEIULIMHCKON U (papManieBTUUECKON HAYKH, MEIUIIMHCKOTO U
dbapmarieBTHYECKOro 00pa3oBaHUsl, CAHUTAPHO-IIUIEMHUOJIOIMUECKOTO OJIaronoIydus
HaCeJIeHMs], 00pallleHUs JIEKaPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3EIIHI, KOHTPOJIS
3a Ka4eCTBOM MEIULIMHCKUX YCIYT;

8) nexapcTBEHHBIN (POPMYIIIp OpraHU3alNU 3PABOOXPAHEHUS — MEPEUEHB
JIEKAPCTBEHHBIX CPEJICTB I OKA3aHMSI MEAULMHCKON TOMOIIM B paMKax
rapaHTUPOBAHHOT0 00BbEMa OECIUIATHON MEAUIIMHCKON TOMOIIMY U B CUCTEME
0053aTEIBLHOTO COIMATBHOTO MEAUIIMHCKOTO CTpaxoBaHusi, COPMHUPOBAHHBIN Ha
OCHOBE Ka3aXCTaHCKOI'0 HallMOHAIBHOTO JIEKAPCTBEHHOIO (popMyJisipa u
YTBEPKIACHHBIA PYKOBOJUTEIEM OpPraHU3aLHUU 3IPaBOOXPAHEHUS B TIOPSIKE,
ONPENEIAEMOM YIIOJTHOMOYEHHBIM OPTraHOM;

9) xiuHUYEeCKU (hapMakoJIoT — CIEIHAIKUCT C BBICIIIMM METUIIUHCKUM
oOpazoBaHueM 10 TPOYUIAM «IeueOHOE IO, KIEeTUATPHSY, «O0IIast MEAUITTHAY,
NPOLIEANINNA PE3USICHTYPY WIH NMEPENOATOTOBKY MO KIMHUYECKON (hapMaKOJIOTUU U
UMEIONIUH cepTU(dUKAT CrIeHAINCTa KIMHUYECKOro (hapMakoJiora;
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10) Kazaxcranckuil HAIMOHANBHBIH JIEKAPCTBEHHBINA (DOPMYJISIP — MEPEUCHD
JIEKapCTBEHHBIX CPEJICTB C JIOKA3aHHOW KIIMHUYECKON O€30MacHOCThIO U
3¢ (PEeKTUBHOCTHIO, a TakKe Op(aHHBIX (PEIAKUX) JIEKAPCTBEHHBIX MPEMapaToB,
SIBIIIOIIMICS 0053aTeIbHON OCHOBOM I pa3pabO0TKH JIEKApCTBEHHBIX (POPMYIISIPOB
MEUIMHCKUX OpraHu3aluii 1 GOpMHUPOBAHUS CIIUCKOB 3aKyIa JEKAPCTBEHHBIX
CPEIICTB B paMKaxX rapaHTUPOBAHHOTO 00beMa OECIUIATHON MEIUITMHCKON TTOMOIIHU U B
cUCTeMe 0053aTeILHOTO COIMAIBHOTO MEAUITMHCKOTO CTPaXOBaHU;

11) o6benMHEHHAS KOMUCCHS 110 KQU€CTBY MEIUIIMHCKUX YCIYT — IMTOCTOSTHHO
JNEUCTBYIOIIMN KOHCYJIbTaTUBHO-COBEIIATEIBHBIA OPraH MPU YIIOJHOMOYEHHOM OpPraHe;

12) popmynsipHas cuctema — CUCTEMa MEPUOANUECKOM OLIEHKH U 0TOOpa
JIE€KapCTBEHHBIX CPEJICTB AJIs JIEKAPCTBEHHBIX (POPMYJIIPOB, MOAAEPKAHUS
JIEKapCTBEHHBIX (POPMYJIAPOB U MPECTAaBIECHUS HH(DOPMAIIUU B BUJIE
COOTBETCTBYIOILIETO PyKOBOJCTBA U IEPEYHS, HAPABJICHHAs HA PALlMOHAIBHOE
UCII0JIb30BaHUE JIEKAPCTBEHHBIX CPEJICTB.

3. ParmonanbpHOE MCIIOJIB30BAHUE JICKAPCTBEHHBIX CPEJCTB MPOBOIUTCS TS
YIIyUYIIEHUS KaYeCTBAa MEIUIIMHCKOM MOMOIIY U PE3YIbTATOB JICUEHUS ITyTEM PA3BUTHUS
(bOopMyISIPHON CUCTEMBI.

I'naBa 2. Ilopsinok ocymiecTBJIeHUS AeSITeJbHOCTH GOPMYJISIPHOM CHCTEMBI
Maparpa¢ 1. OcHOBHBIC HAIPABJICHUA [IEATEJIbHOCTH (POPMYJISIPHON CHCTEMBbI

4. ®opmynsipHas cucTeMa 00eCIeYMBAET ONTUMAILHOE UCTIONIb30BaHHE
0e30macHbIX, 3PPEKTUBHBIX, IKOHOMUYECKH TOCTYITHBIX JIEKAPCTBEHHBIX CPEJCTB.

5. @opMmyisipHas cucteMa npejcTaBieHa TpeMs YPOBHIMMU:

1) pecriyOnuKaHCKUN YPOBEHB TpecTaBiieH DopMyIIsIpHOM KOMUCCHUEH
YIIOJTHOMOYEHHOT0 Oprana, KazaxcraHCKuM HallMOHAJIBHBIM JIEKapCTBEHHBIM
(bopMyIISIPOM U €ro HHTEPHET-PECYPCOM, OLIEHKOM paliiOHAIbHOTO UCTIOIb30BAHUS
JIEKapCTBEHHBIX CPEACTB;

2) perMoHaJIbHBIN YpOBEHb NpeicTaBiieH POpMYIISIPHBIMUA KOMUCCUSIMH MECTHBIX
OpraHoOB roCy/IapCTBEHHOI'O YNPAaBJIEHU 3paBOOXpaHEHUEM 00J1acTE, FOPOJOB
pecnyOIMKaHCKOTO 3HAUEHUS M CTOJIULIBI (Jjajiee — yIpaBiIeHUs 3paBOOXPAHEHUS
pErvoHa), CBOJIHBIMU JIEKAPCTBEHHBIMHU (POPMYJISIpAMH YIIPABICHUH 3ApaBOOXPaHEHUS
PErHOHOB;
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3) MecTHBII ypoBeHb IpeicTaBiieH QOopMYIISIPHBIMU KOMUCCUSIMH,
JI€KapCTBEHHBIMH (POPMYJIISIPAMU U OLIEHKON PAallMOHAIBHOTO HCIIOIb30BAHMS
JIEKapCTBEHHBIX CPEACTB OPraHU3alui 31pABOOXPAHEHUS.

6. OCHOBHBIMHU KOMITOHEHTaMU (OPMYJISIPHON CUCTEMBI SIBIISIOTCS
1) dopmynsipHas komuccus;

2) nekapCTBEHHBIN (popMyIIsp;

3) bopmyspHBIA CIPAaBOYHHK JIEKAPCTBEHHBIX CPEJICTB;

4) pekoMeHIaIuu 10 palMoOHaAIbHON (hapMaKoTepanuy;

5) olleHKa pallMOHAIIBHOTO UCITOIb30BAHUS JIEKAPCTBEHHBIX CPEJICTB.

7. OGecnieyeHue IEKApCTBEHHBIMU CPEACTBAMU M MEIUIIMHCKUMU U3JICTUSMU B
paMKax rapaHTUPOBAHHOTO 00beMa OeCIUIaTHOM MEAUITMHCKOM MOMOIIU
OCYILIECTBIISIETCA:

1) mpu oka3aHUM CKOPOM, CTAIIMOHAPHOM U CTAIlMOHAPO3aMEIIAIOIIEeH TOMOIIY —
B COOTBETCTBHHU C JICKAPCTBEHHBIMHU (HOPMYJISIpAMHU OpraHU3aIlui 3ipaBOOXPaHEHNS,

2) npu oKa3zaHUU aMOyJIaTOPHO-MOJIUKIMHUYECKON MTOMOIIU — B COOTBETCTBUH C
NePEYHEM JIEKAPCTBEHHBIX CPEACTB M MEAULIMHCKUX U3AEIUNA 151 O€CTIIIaTHOTO U (HUJIN)
JABTOTHOT'O aMOYJIaTOPHOI0 00eCHeYeHUs OTIEIbHBIX KaTEerOpUil Tpaxk/ia C
OTIPEICJICHHBIMU 3a00JICBAaHUAMU (COCTOSIHUSIMU ), YTBEPHKACHHBIM COTJIACHO
JEeNCTBYyIOLIEMY 3aKOHOAaTenbcTBY Pecnyonuku Kazaxcran.

8. Ilopsaok popmupoBanus KazaxcTraHCKOro HalMOHAIBLHOTO JIEKAPCTBEHHOTO
(dopMmyisipa, epeyuHs JeKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3ETHH IS
OecIIaTHOTO M (MJK) JIFOTHOTO aMOyJIaTOPHOTO 00ECIIEYEHHSI OTAEIbHBIX KaTEropuil
rpax/1aH ¢ OINpeIeICHHBIMU 3a00J€BaHUSIMU (COCTOSIHUSMU), a TAaKXKe pa3paboTKu
JIEKapCTBEHHBIX (OPMYJIISIPOB OpraHU3alMi 3JpaBOOXPAHEHHS ONPEAEISIETCS COrTIaCHO
noanyHkry 70) mynkra 1 craten 7 Konekca.

9. Ilopsaaok nMpoBeIeHUs OLIEHKH PallMOHATIBHOTO MCITOJIb30BaHUS
JIEKapCTBEHHBIX CPEJICTB OINpEEseTCs COrlacHO NoAmyHKTy 70-2) myHkTa 1
cratbu 7 Kojgekca.

IMaparpa¢ 2. OcHOBHBbIEC HANIPABJICHUS [1eATEJIbHOCTH
DopMyJISIPHOA KOMUCCHHU YIIOJTHOMOYEHHOI0 OpPraHa



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 14.06.2019

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 24.06.2019

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 14.06.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 24.06.2019

10. ®opmynsipHasi KOMUCCHS YIIOJTHOMOYEHHOTO oprana (nanee — opmynsipHas
KOMHMCCHS1) OCYILIECTBIISIET KOOPIUHAIIUIO U METOJIOJIOTUYECKYIO TOAIEPKKY
NEeATeTbHOCTU (POPMYJIISIPHOIN CUCTEMBI.

11. ®opmyisipHast KOMUACCHS SIBISETCS KOHCYJIbTaTUBHO-COBEIIATEIbHBIM
OpPraHOM U CO3/1a€TCs YIIOJHOMOYEHHBIM OPTraHOM B COCTaBE IPEACTABUTEIICH
YIOJHOMOYEHHOTO OpraHa, NpoQuIbHBIX CIIEIUATUCTOB, IPEACTaBUTENICH
(hapManeBTUYECKON POMBIIIEHHOCTH, HEIPABUTEIbCTBEHHBIX OPraHU3aLUH,
UMEIOIIMX CTeIMabHbIC 3HAHUS B cepe 00palleHus JEKapCTBEHHBIX CPEJICTB,
KJIMHUYECKOHN (hapMaKOJIOTUH U 1I0Ka3aTeIbHOW MEIUIIMHBI, C TPaBOM rojioca B
KOJIMYECTBE HE MEHEE ONMHHAATH YEJIOBEK.

12. Ienbto aestenbHOCTH DOPMYIISIPHON KOMUCCHU SIBIIETCS BHIpAOOTKA
pEKOMEHJalui IO COBEPIICHCTBOBAHUIO 00ECTICUeHUs HACENIEHUS JIEKapCTBEHHBIMU
CpPEACTBAaMHU M MEJULIMHCKUMH U3JICJIUSIMUA U NPEACTABICHUE HA PACCMOTPEHUE
YIIOJTHOMOYEHHOI'0 OpraHa.

13. OcnoBHbIMU 3a1a4aMu DOPMYIISIPHON KOMUCCHUH SIBISIFOTCS:

1) conmeiicTBre B 0OecrieYeHUU HACEJICHUS U OpPTaHU3aIiil 3JpaBOOXPAHECHHUS
6e3omacHbIMU, Y((HEKTUBHBIMHU, KAYECTBEHHBIMH M JIOCTYITHBIMU JICKAPCTBEHHBIMHU
CpeICTBaMH, U METUITMHCKIUMU U3JETHSIMU;

2) monaepKaHue U COBEPIICHCTBOBAHUE JIEKAPCTBEHHOTO O0ECTIeUeHUs uepe3
panroHaIbHOE MCTIOJIb30BaHUE JIEKAPCTBEHHBIX CPEJCTB MTyTEM COBEPIICHCTBOBAHHUS
(OpMyISIPHON CUCTEMBI.

14. OcHoBHBIMH QPYHKIUAMUA DPOPMYISIPHONH KOMUCCHUU SBIISIFOTCS:

1) kooprHaLUs 1E€ATETbHOCTH U OKa3aHUE KOHCYJIbTATUBHO-METOAMYECKOU
nomoIy GOpPMYJISIPHBIM KOMHCCHSIM YTIPABICHUHN 3[paBOOXPaHEHUS PETUOHA,
OpraHM3alni 31paBOOXPaHEHNS;

2) copeiicTBUE BHEAPEHUIO 10KA3aTEIbHOM MEIMIIMHBI PpU (papMaKoTepanuu;

3) bopMupoBaHUE U peryJspHEIA mepecMoTp KazaxcTaHCKOro HaIMOHaIBLHOTO
JekapcTBeHHOTO (popMmysipa (nanee — KHD);

4) paccMOTpeHHE, COTJIaCOBAaHUE U PETYJIAPHBIN MEPECMOTpP EPEUHS
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3ACIUN JUTsi OCIIIIaTHOTO U (WJIN) IbFOTHOTO
aMOyJIaTOPHOT0 0OeCIeueHUsl OTJEIbHBIX KaTETOPHUM rpa)KiaH ¢ ONpeIeICHHbIMU
3aboneBanusiMu (coctosiHuAMH) (Hanee — [lepeuens);
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5) cornacoBaHue U PETyJISPHBINA MEPECMOTP CIUCKA JIEKAPCTBEHHBIX CPEJCTB U
MEMIMHCKUX U3JENIU, 3aKynaeMbiX y ENMHOro AUCTpuObIOTOPA;

6) pacCMOTpEHHUE U COrIacOBaHUE PEKOMEHIallUii 10 COBEPLIEHCTBOBAHUIO
CUCTEMBI JIEKAPCTBEHHOT'O 00ECTICUCHHUS,;

7) coriiacoBaHue CIIPABOYHUKOB JJISI Bpaueil MO palliOHATIbHOMY HCIIOJIb30BaHUIO
JIEKapCTBEHHBIX CPEACTB;

8) yuacTue B pa3pabOTKe U COTJIACOBAaHUE PEKOMEH AN TTO0 PAllMOHAIBHOMY
IPUMEHEHUIO JIEKAPCTBEHHBIX CPE/ICTB;

9) coneicTBUE BHEAPEHUIO ITPOTPAMMBI OIIEHKH PAIIMOHATIBLHOT'O MCIIOIb30BaHUS
JIEKapCTBEHHBIX CPEJICTB;

10) conericTBHE STUYECKOMY MPOJABUKEHUIO JIEKAPCTBEHHBIX CPEJICTB C YUETOM
KpuTepueB BeceMupHOI opranu3anuu 31paBooxXpaHeHust 1 EBporneickoro cor3sa;

11) onieHka TaHHBIX O B3aUMOJACHCTBUM M HEXKEIATEIIbHBIX PEAKIIUIX
JICKApCTBEHHBIX CPEJICTB, PE3YyJbTaTOB (hapMaKOIKOHOMUYCCKHUX U
dhapMaKodIMUAEMUOIOTHYECKUX UCCIICIOBAHUM;

12) paccMoTpeHre aHAJIM30B MEKTyHApOIHOTO OIbITa U HAIIMOHATIBHBIX
CTaHJIapPTOB MO (papMaKOTepanuu pa3InIHbIX 3a00I€BaHNUN, U3yUYEeHNE HAYUHBIX
JI0Ka3aTeNIbCTB KIIMHUYECKON M SKOHOMHUYECKOH 3P PEKTUBHOCTH;

13) paccMOTpeHHE ¥ BHECCHHUE TIPEIOKEHUI TT0 HCITOIb30BAHUIO HOBBIX
TEXHOJIOTHA B 00JIaCTH 3/IpaBOOXPAHEHUS, B TOM YHCJIC PUMEHCHHMS JIEKAPCTBCHHBIX
CPEIICTB;

14) paccMoTpeHuE aHaTIOTOBOW 3aMEHBI JIEKAPCTBEHHBIX CPEJICTB;

15) yuacTtue B 00y4EeHHSIX MO pallMOHATBFHOMY HCITOJIH30BAHUIO JIEKAPCTBEHHBIX
CPEACTB, AOKA3aTENbHON MEIULINHE;

16) paccMoTpeHHe IPOEKTa 1IeH Ha JIGKAPCTBEHHBIE CPEJICTBA, a TAKXKE Ha
MEIUIMHCKHE U3/IeNIUs B paMKaX rapaHTUPOBAHHOIO 00beMa OeCIIaTHON
MEJMIMHCKON TIOMOIIIM U B CUCTEME 0053aTEIbHOTO COLUAIIBHOTO MEIULIMHCKOTO
CTpaxOBaHUS;

17) paccMOTpeHrE HOMEHKIATyPhl JIEKAPCTBEHHBIX CPEJICTB U MEIUITUTHCKUX
W3JEJUH 10 JOJITOCPOYHBIM JOTOBOPaM.
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15. ®opmysnsipHasi KOMUCCHSI COCTOUT U3 TMpeJiceaaTesl, 3aMeCTUTENS
MpeceIaTessi, YWICHOB KOMUCCHM U CEKPETaps.

16. [Ipencenarens pyKOBOAUT pabOTON KOMHUCCUH, YTBEP)KIAET IJIaH pabOThl HA
roJi, MPOBOAUT 3ace/lanusl U npeacTanisieT DopMyIsSIpHYIO KOMUCCHIO B
roCcyJapCTBEHHBIX M OOIIECTBEHHBIX OpraHU3AIMSIX.

17. CekpeTtapp sBISETCSI OTBETCTBEHHBIM 32 IIOJTOTOBKY IMOBECTKU 3aCEIaHMH,
pacchlUIKy MaTepuanoB ujaeHaM QopMyIIpHON KOMUCCUH, 0(pOPMIIEHHE TIPOTOKOJIOB
3aceaHui, e0NpPON3BOACTBO, BEACHUE apXUBa, MOJUUHAETCS HEMOCPEICTBEHHO
npeAcenaTesio U 3aMeCcTUTENIo npeaceaarens QopMysipHO KOMUCCUU U HE UMEET
IPaBo ToJI0ca MpU NpUHATUH petieHus. CexkpeTaph HanpasisieT wieHaM QopMyspHOi
KOMHCCHH BCE MaTepHAJIBI [0 BOIPOCAM, pACCMATPUBAEMBIM Ha MPEICTOSIIEM
3acelaHuy, HEe MeHee YeM 3a 5 (IATh) pabouux JHEH 10 CpoKa MPOBEACHUS 3aCEIaHus.

18. Pabounum opranom @opmMyIIpHOIl KOMUCCUU SIBISIETCSA CTPYKTYPHOE
nospasneneHne MuHucTepeTBa 3apaBooxpanenus Pecmyonnku Kazaxcran B cdepe
oOpalieHus JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKUX U3JIETUI
(manmee — Pabouwuii opran).

19. C uensro otdopa kaHauAaToB B uieHbl PopmymspHoil Komuccnn Padbounm
oprasom ¢opMmupyercsi pabouas TpyIna u3 npeacTaBuTesIed yIoIHOMOUYEHHOTO
opraHa, HeMpaBUTEJIbCTBEHHBIX OPraHU3aLMi B KOJUYECTBE HE MEHEE MATH YEIOBEK.

20. YIoJIHOMOYEHHBIN OpraH pa3MellaeT Ha MHTEPHET-pecypce OObSIBICHHE C
yKa3aHHEM I0YTOBOIO aJIpeca, CPOKOB ITOAA4YM JOKYMEHTOB, aApeca dJIEKTPOHHOU
IIOYTHI.

21. [locne pa3mMelieHus 0ObSIBICHHS HA HHTEPHET-PECYPCE B TEUCHUE
YEeThIpHAAATH padOUnX JHEW KaHAUAATHI NPEICTABISAIOT B padouyto Ipyniy, KoTopas
OCYIIECTBJISIET OTOOP KaHIUIATOB, CICTYIONIUE TOKYMEHTHI:

1) 3asiBiIeHUE B IPOM3BOJIbHOM (hOpME;

2) pe3tome, cojieprkaliee cBeJIeHus 0 MpodhecCHOHATbHON U (KMiI1) 00IIeCTBEHHOM
NEeSATENbHOCTH C YKa3aHHEeM aBToOMOrpaduuecKux JaHHBIX, ¢ poTorpadueit u
KOHTAKTHBIMU JAHHBIMH (TeNe(OH, 3IEKTPOHHBIN aapec);

3) Konuu JOKYMEHTA, yA0CTOBEPSIOLIETO JIUYHOCTD, JUIIJIOMA O BBICILIEM
oOpa3zoBaHuu (MEIUIIMHCKOE, (hapMalleBTUYECKOE), TOKYMEHTA, MOATBEPKIAI0IIETO
TPYIOBYIO ACSITEIBHOCTh PAaOOTHUKA B O0JIACTH 3paBOOXPAHEHUS HE MEHEe S JIeT;
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4) TOKYMEHT, MOJITBEPKIAt0IINI OTCYTCTBUE CYAUMOCTH, B TOM YHUCIIE
OTCYTCTBUE CyJIMUMOCTH B COBEPIICHUH KOPPYMIIMOHHOTO MPECTYIICHUS U (UIIN)
KOPPYILIHOHHOTO MPABOHAPYIICHHUS.

22. TpeOoBanus noAnyHKTOB 3), 4) myHkTa 21 HacTosiux [IpaBun He
pacupoCTpaHsTCS Ha COTPYAHUKOB FOCYJapCTBEHHBIX OPraHOB, MOABEIOMCTBEHHBIX
OpraHu3alii yIIOJHOMOYEHHOI'O OpraHa, sIBJISIOINXCS KaHIUJaTaMHi B WICHBI
DOopMyJIIPHON KOMUCCHHU.

23. Ha 3acenanusx paOodeid rpymiibl peleHus: IPUHUMAIOTC OOJIbIIMHCTBOM
r0JIOCOB OT YMCJIa MPUCYTCTBYIOIINX €€ YJIEHOB IIyTEM OTKPBITOrO rojlocoBaHus. B
CJly4ae paBeHCTBA r0JIOCOB IIPUHSTHIM CUUTAETCSI PELIEHUE, 32 KOTOPOE IPOTr0I0CoBall
PYKOBOIMUTENH paboueit IpyIIbI.

24. 1o pe3ynpTaram pacCMOTPEHHUS KaH/IUIaTOB B WieHbl DOpMyJIIpHON
KOMHUCCUU paboyasi Tpynna BEBIHOCUT PEKOMEHAAINH 110 YTBEPKIECHUIO COCTaBa
DopMyJIIPHON KOMUCCHHU.

25. IlepBbIM pyKOBOAMUTENIEM YIIOJHOMOUYEHHOTO OpraHa JIM00 JIULOM,
UCTIOJHSIONINM €ro 00s13aHHOCTH, YTBepKaaeTcst coctaB @opMysipHO KOMUCCUU U
Ha3Havaercs npenacenarenb QopMyIsipHONM KOMUCCUU ITyTEM U31aHUs IPUKaA3a.

26. YIIOJIHOMOYEHHBIN OpraH OCYIIECTBIISIET 3aMEHY CBOETO MPEeICTaBUTENS Oe3
IpoIeTyphl 0TOOpA.

27. B cnydasax orcyTcTBUs wieHa @opMyIsipHOM KOMUCCUM Ha 3aceaHusX Ooiee
TpeX pa3 [0 HEYBAKUTEIbHON IIPUYMHE, YIIOJHOMOYEHHBIN OpraH BBIBOJUT €r0 U3
coctaBa ®opmysipHOr Komuccud. Yiensl PopmyIsIpHOM KOMUCCHHA TOCPOYHO
BBIXOAT U3 cocTaBa QOpMyIISIpHON KOMUCCHUH, TTOJAB 3asIBJICHUE B IPOU3BOJIBHOU
(dbopMe Ha UM MEPBOTrO PYKOBOJIUTENS YIIOJTHOMOYEHHOTO OPraHa.

28. B ciyuasx, npeayCMOTPEHHBIX TyHKTOM 27 HacTosuux [Ipasun,
YIOJIHOMOYEHHBIN OpraH 0OBSIBISET O MPOBEIEHUU OTOOPa B COOTBETCTBUU
¢ nynktamu 19, 20, 21 u 22 Hactosuux [IpaBu.

29. Unenbl @opMyIsipHON KOMUCCHU:

1) cobmo1at0T MperycMOTPEHHBIN HacTosuMu [IpaBunamu nopsigok
OCYLIECTBJIEHUS ACSITENHOCTH (HOPMYIISIPHOU CUCTEMBI;

2) ACJIaOT BBIBOJbI, KOTOPLIC IMMOATBCPKACHBI JOCTOBCPHBIMU HAYYHBIMUA
JaHHBIMMU,
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3) yBakaroT IIpaBa U yUYUTHIBAIOT MHEHHUE CBOMX KOJUJIET IIPU Yy4acTUU B
COBMECTHBIX 00CYKICHHUSIX;

4) He UCIONB3YIOT CBOE MOJI0KEeHHE B DOPMYJIIIPHON KOMUCCUU JIs1 TOJTYYEHUS
IIPEUMYLIECTB U BBITOJ;

5) He pa3riamaroT MHGOPMALIMIO JIJIs1 BHYTPEHHETO M0JIb30BAaHUS O paboTe
DopMyIIpHON KOMUCCUH, €CII TAKOE OTpaHUYeHNE NPUHATO DOopMyIIIpHOU
KOMUCCHECH;

6) HE BIMSIOT HA OOBEKTUBHOCTD MPUHATHS pelieHni QopMyIsspHON KOMHUCCHUH,
UCIOJIb3YSI MPO(GECCUOHANBHYIO AKTUBHOCTD, CBA3aHHYIO C COTPYIHUYECTBOM C
rOCyJIapCTBEHHBIMU CTPYKTYpaMH, YACTHBIMU U OOLIIECTBEHHBIMU OPTraHU3aIUSIMHU,
COTPSHKEHHYIO ¢ BOBMOXXHOCTHIO BOSHUKHOBEHUSI KOH(DIUKTA UHTEPECOB;

7) HE y4acTBYIOT B 9KCIIEPTU3E, MPUHATUU PEIICHUS U TOJIOCOBAHUU TIO
JICKapCTBEHHOMY CPEACTBY (MEIUIIMHCKONW TEXHOJOTHH, IPOTPAMME) B CITydae HATUIHSI
KOH()ITUKTAa UHTEPECOB,;

8) BHOCSIT IPEIJIOKEHUS B TUIaH PaboThl DOPMYIISIPHON KOMUCCHH H TIOPSIOK
POBEAECHUS 3aCEHaHU;

9) B 10OpOBOJILHOM MOPSJIKE ITyTEM MMCbMEHHOTO YBEIOMIICHHSI BBIXOMIST U3
coctaBa QopMyISIPHON KOMUCCHU;

10) nznararoT 0co60€ MHEHHE, KOTOPOE OTPAKAETCS B IPOTOKOJIE 3aCCAaHUS
DopMyISAPHON KOMUCCHUMU.

30. Unenbr @opMyIsipHON KOMUCCHH 3alIOJTHAIOT JleKiapaliyio o pacKpbITUH
MOTEHIIUAILHOTO KOH(MIUKTa HHTEpEcOB WieHa DopMysipHO KOMUCCHH
(mpurmamenHoro npoduiIbHOTO dKemepTa) (nanee — Jlexkmapamus) mo ¢popMe COTIacHO
npuioxenuto 1 k Hactosmum [IpaBunam.

31. Cekperapp Ha OCHOBAaHHMH 3aMOJHEHHBIX YWieHaMU QOopMyJIsipHON KOMUCCUU
(mpurnameHHbIM TPOPUIBLHBIM KCIepTOM) [leknapanuii GopMUpyeT CBOIHYIO
uHGOPMAITNIO 0 HATMYUHU TOTCHIIMATBHBIX KOH(PJIUKTOB HHTEPECOB, KOTOpas
npenocTaBisieTcs npeacenaTento @opMyIsIpHONH KOMUCCUU ISl CBEICHMSL.

32. 3anonHeHHbie wieHaMu OopmysipHON KOMUCCHH (TTPUTIIALIEHHBIMU
npoHIBHBIMU dKcIiepTamMu) Jlekinapanuu XpaHarcst 1 MOAIIMBAIOTCS K POTOKOITY
3acellaHus, U He oAJIekKaT MyOIMYHOMY OOCYKIEHUIO UK OITYOJIMKOBAHUIO.
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33. @opmyiisgpHast KOMUCCHs pabOTaeT B COOTBETCTBUU C IIJIAHOM PabOTHI,
yTBEpKAaeMbIM IpeaceaareneM OopMyIsipHON KOMUCCHUH Ha OJIUH KaJIEHAAPHBIN IO/,
BHerutanoBbie BOIIPOCHI BKIIIOYAOTCS B MOBECTKY 3acefaHuss PopmMyIIsipHON KOMUCCUUT
10 PELICHUIO IIpEeACEeaaTENs WIM JIMIA, €70 3aMEIIAOIIEro0.

34. Ilnan pabotbr @OpMYISIPHON KOMUCCUHU YTBEPKIAETCS B TEUCHHE ITIEPBOTO
Mecsla TEKYLIEro rojia U pa3MeniaeTcs Ha HHTEPHET-PECYPCE YIIOJIHOMOYEHHOTO
opraHa no ucreueHuu 10 pabouux AHEHN OT JaThl yTBEPXKACHUS MIpeAceaaTeIeM
DopMyISAPHON KOMUACCHUMU.

35. 3acenanusa @opMyISIpHOM KOMUCCHUH MPOBOJSATCS HE PEKE OJHOTO pa3a B
KBapTall U CUATAIOTCS TPABOMOYHBIMU, €CJIA HA HUX MIPUCYTCTBOBAJIO JIBE TPETH YWICHOB
DopMyJISIPHOM KOMUCCHUU. PelieHus siBISIFOTCS MPUHATBIMM, €CIIH 32 HUX
IIPOr0JI0COBAJIO HE MEHEE IBYX TPETEN WICHOB, IPUCYTCTBYIOIINX HA 3aCETAHUU.
Cnopnsie Bornpock! npeacenareneM GopMyasipHOM KOMACCUU BBIHOCSTCS Ha
paccMOTPEHHUE I MPUHATHUS KOMIIPOMUCCHOTO PELLICHUS, B CIIy4ae HE JOCTUKECHHUS
KOMITpOMHUCCa, pelieHus npeacenarenss opmyisipHON KOMUCCUH SIBIISTFOTCS
okoHUYaTenbHBIMU. [Ipu HEoOXoaMMOCTH TIpeacenareas OopMyIIpHON KOMUCCUU
Ha3HA4YaeT BHEOUYEPEAHOE 3a0UHOE 3acCEJaHue.

36. IIpu HEOOXOAUMOCTH 7Sl yyacTus B pabore GopMyIsipHOH KOMUCCUU
IpUBJIEKAIOTCS MPOQUIbHBIE SKCIEPTHI O€3 MpaBa royoca.

37. Pemienus 3acenanus QopMyIsipHONH KOMUCCUH O(OPMIIIIOTCS IPOTOKOJIOM,
KOTOPBIM MOJIKUCHIBAECTCS BCeMU uieHaMu POopMyIsipHON KOMUCCUU. HIIeHBI
®dopmyisspHON KoMmuccuu B TeueHue 10 pabouux IHEH OT JaThl IPOBEACHUS 3aceaaHus
IOANMCHIBAIOT MPEICTABICHHBIN CEKPETApEM IIPOTOKOJI.

38. [IpoTtokon pemenust DopMyasipHOIl KOMUCCHM pa3MeIaeTCsl HAa UHTEPHET-
pecypce yHoJIHOMOYEHHOTO opraHa no ucredeHuu 20 padbounx gHEH OT JaThl
IPOBEJICHUS 3aCEIaHMUS.

39. IIpekpaienue nesaTenbHOCTH POpMYIIIPHONM KOMUCCUU YTBEPKAACTCS
IPUKa30M NIEPBOr0 PYKOBOJUTENS YIIOTHOMOUYEHHOTO OpraHa Jinoo juia,
UCTIOJHSIOUIETO €0 00s13aHHOCTU M pa3MEIIAETCsl HA MHTEPHET-pecypce
YIOJHOMOYEHHOI'O OpraHa.

40. FOpuauueckue nuia, ooparusirecs B DopmMysipHyr0 KOMUCCHIO TS
paccMOTpEeHHs MaTEpPUAJIOB (Jjajiee — 3asiBUTENb), HAIIPABIISIIOT 3asIBJICHUS HA UMS
npenacenatenss GopmyapHOil KOMUCCUU B TPOU3BOJIBHON (hOpMeE, KOTOPBIE
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peructpupyrotcs Pabouum opranom. Pabounii opran B opULHaTIbHOM NOPAJIKE
HaIPaBJISIET 3aIIPOCHI, CBSI3aHHBIE C IEATEIBHOCTEI0O POPMYIISIPHOH KOMUCCHH:

1) uist mpoBeICHUS OLICHKU U 0TOOpa JIEKAPCTBEHHBIX CPEACTB IS
JeKapcTBEeHHBIX popmyJisipoB U [lepeuns — B PecniybnukaHnckoe rocy1apcTBEHHOE
pEeANnpUsATHAE HA TIPABE XO3SIMCTBEHHOTO BefieHUs «PecyOIMKaHCKui IIEHTP pa3BUTHS
3npaBooxpaHeHus» (nanee — LleHTp);

2) 1Sl paCCMOTpPEHUS B OpraHU3alliy 3/IpaBOOXPaHEHUsI, 3aHUMAIOIINECs
NEATENBbHOCTBIO, CBI3aHHOW B IMTOCTYITUBIIEM 3aIpPOCE;

3) no BornpocaM (HopMUPOBaHHUS IIEH Ha JIEKAPCTBEHHBIE CPEICTBA U
MEJUITUHCKUE U3/IeNNS — B TOCYIapCTBEHHYIO SKCIIEPTHYIO OpraHu3aIuio B chepe
oOparieHus JICKapCTBEHHBIX CPEJICTB U METUITMHCKHUX U3JICTUH (J1ajee — dKCIepTHas
opraHu3anus);

4) no BompocaM 3aKyIia JEKapCTBEHHBIX CPEJICTB — €IMHOMY JUCTPUOBIOTOPY.

41. llentp, rocy1apcTBEHHAsl SKCIEPTHASI OPraHU3alINsl, €AUHBIA TUCTPUOBIOTOP
U OpraHu3alliy 3[paBooXpaHeHus B TedeHue S0 padbounx AHE ¢ MOMEHTa
MOCTYTUICHUS 3aMpoca HaMpaBJsitoT HHpopmaluio B Pabounii opraH.

MMaparpa¢ 3. Ouenka u 0TOOP JIEKAPCTBEHHbIX CPEACTB JJIA JeKAPCTBEHHbIX
dopmyasipos u Ilepeuns

42. JlekapcTBeHHBIEC (POPMYJIAPBI OpraHU3AIUI 3APaBOOXPAHECHUS
pa3pabatbiBatoTcs Ha ocHoBe KHO.

43. Ouenka u oTOO0p JiekapcTBeHHBIX cpenicTB B KH® npoBoauTcs Ha Hamnuue
JIOKa3aHHOW KIIMHUYECKON 06e30macHOCTU U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA
U TIpeTyCMaTPUBACT KPUTHYECKYIO OIICHKY MPECTABICHHBIX 3asIBUTEIIEM JaHHBIX O
KIIMHUYECKOM O6e30macHOCTH U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA,
JIOKa3aHHBIX B MeTa—aHaau3ax, U (WIu) CUCTEMaTUUECKUX 0030pax, U (WIJIH)
PaHJIOMU3UPOBAHHBIX KOHTPOJIMPYEMBIX KIIMHUYECKUX UCCIICTOBAHUSIX.

44. OueHka 1 oTOOp JiIeKapcTBEHHBIX cpencTB B KH® npoBoauTcs no 3asBKe Ha
IPOBEJICHUE OIIEHKU U 0TOOpa JiekapcTBeHHBIX cpeacTB B KHD u Ilepeuens (nanee —
3as1BKa) M0 (popMe COTIIACHO MPUJIOKEHUIO 2 K HacTosmuM [IpaBunam, B cpok, He
npeBbimaromuii 50 (nsaTuaecaTu) pabounux JHEH, B TOM YUCIIE:

1) mepBUYHBINA aHAIN3 3asIBKU — HE Ooiee 5 (IATH) pabounx THEH;
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2) oueHka u oTo0p sekapcTBeHHbIX cpeacTB B KHD — ne 6onee 40 (copoka)
pabouux HEH;

3) dbopmupoBanue pekomenaanuii aya GopmyasipHON KoMHUCCHH — HE Ooree
5 (matu) pabounx JHEH.

45. 3asBKa HanpaBisieTcs 3asBUTENEM B LIeHTp.

46. [TepBU4HBIN aHAJIN3 3asBKU JICKAPCTBEHHOTO CPEICTBA BKIIIOUYAET B ceOs
OIICHKY TOJHOTHI, JOCTOBEPHOCTH U TIPABMIIHHOCTHA OOPMIICHHUS MTPEACTABICHHBIX
JOKYMEHTOB.

47. Ilpyu HaMM4YMK 3aMEYaHui 10 Pe3yIbTaTaM IIEPBUYHOTO aHAIN3a 3asBKU
COCTaBJISIETCS CITPABKA 10 Pe3yJIbTaTaM MEPBUYHOTO aHAIN3A 3aBKU HA MPOBEICHUE
OIICHKHU U 0TOOpa JekapcTBeHHbIX cpeAcTB B KH® u [lepedens corimacHO MpHiI0KEHUIO
3 k HactosiuM [IpaBuiiam, KoTopasi HAaPaBJIsSETCS 3aABUTENIO B T€UeHUE 5 (TISATH)
pabouux HEH, He BXOIAIIUX B CPOK MPOBEACHUS OIICHKU M 0TOOpA JIEKaPCTBEHHBIX
cpeactB B KH® ¢ yka3zaHrueM BBISIBICHHBIX 3aMEUYaHUI:

HeHaiexaree oopMIICHUE 3asIBKH U TIPHJIaraeMbIX K HEW JIOKYMEHTOB U
CBCCHUM;

OTCYTCTBHC 3asIBKH U IIPHUJIAracMbIX K HEH JAOKYMCHTOB U CBGI[GHI/Iﬁ B
QJICKTPOHHOM BHC,

npcacTaBJICHUC JOKYMCHTOB 1 CBCI[GHI/Iﬁ B HCIIOJTHOM 06T>eMe;

BBIABJICHUC HCCOOTBCTCTBHA MCKAY JOKYMCHTAMH U CBCACHUSAMU,
MpCcaACTaBJICHHBIMHU Ha 6YMEDKHOM HOCHTCJIC U B DJICKTPOHHOM BUJIC,

MMpEaACTABJICHUC HG,Z[OCTOBCpHOﬁ WJIM UCKAKEHHOU I/IH(bOpMaIII/II/I.

48. I1pu HeoOxoaumMocTH LleHTpoM 3ampamBaroTcs y 3asiBUTENS pa3bsCHEHUS
WM YTOYHEHUS IO KOHKPETHBIM TMOJO0KEHUSIM B MPEICTABICHHBIX JOKYMEHTAX.

49. Ilpu HenpencTaBieHUu 3asiBUTeNeM B TeueHue 10 (gecsitu) padouux gHein
3aMpONICHHBIX MAaTEPUATIOB WJIM MUCbMEHHOTO 0OOCHOBAHMSI HHBIX CPOKOB JUISI KX
MOATOTOBKH, HO He Oosee uem 20 (aBaauath) pabounx guei, Llentp npekpaiaer
IIPOBEJICHNE OIICHKH U 0TOOpa JieKapCcTBEHHBIX cpeacTB B KHD u oTKIIOHSET 3a5BKY.
OO611ee KOMTMYECTBO pabOUnX JTHEH, HEOOXOAUMBIX JIJIsl TPEICTABICHUS 3aIIPOLIEHHBIX
MaTrepuainoB, cocTaBisieT He Oosee 20 (aBaauaTv) pabouux AHEH.
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50. Jlyist npoBeieHUs] KPUTHUECKOM OLICHKH JIAaHHBIX O KITMHUYECKOU
0e3omacHoCTU U 3G(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPUMEHSIOTCS CIIETYIOIINE
UCTOYHUKHU MHPOPMAIUH:

1) Mexx1yHapoAHbIE UCTOYHUKHU JAHHBIX MO JOKa3aTEIbHON MEIUIIUHE:
bpuTtanckuii HalTMOHAIBHBIN JICKAPCTBEHHBIN GopMyJIsip, bpuTaHCKU HalIMOHATBHBIN
JeKapCcTBEHHBIN hopmyiisip st aetei, KokpeitHoBckas oubnmnorexa, Cicok
OCHOBHBIX JIEKAPCTBEHHBIX CPEACTB BceMupHOl opranu3aiuu 31paBoOXpaHeHus sl
B3pPOCIBIX U JIeTed, YTIPABICHHUE 110 KOHTPOIIO MUIIEBBIX MPOYKTOB U JIEKAPCTBEHHBIX
cpeactB CoenuneHHbIX mTaToB AMepuku (nanee — CIIIA),EBpomneiickoe areHTCTBO 1Mo
JIEKapCTBEHHBIM CpPEJICTBaM, CIIpaBOUHbIN nopTai «Opdaner», MapTunapiin (MoJIHbIN
CIPABOYHUK), IPU OTCYTCTBUU UH(popmainu B KokpelHOBCKON OMOIMOTEKE —
Mennaiin (ITabMen).

2) MEXIYHApOAHbIE KIMHUYECKUE PYKOBOACTBA U PEKOMEH/IAINU:

OCHOBHOM cniMCOK: HanmoHanbHbIi HHCTUTYT 3{paBOOXPAHEHUS U COBEPLICHCTBA
MEIUIIMHCKON oMol BenukoOpuranuu, bputanckuit MequuuHckuit sxxypHai «bect
[IpakTtucy», Meackeiin, llloTnanackas MexKyHUBEPCUTETCKAs CETh MO pa3padOTKe
PYKOBOJCTB 10 KJIMHUYECKOU MPAKTUKE;

JTOMOJTHUTENBHBIN CITUCOK (B ClTyyae OTCYTCTBUS aKTyaJbHOU (HE0OXO0AUMOA)
uH(pOpMAaIi B OCHOBHOM CITHCKE):

B YaCTH OKa3aHUS ITyJIbMOHOJIOTHYCCKOMN TTOMOIITH: KITUMHUYCCKUE PEKOMEHIAINH
«I'moGanpHas cTparerus Je4eHus U MPOPUIAKTUKA OPOHXUATHHOM aCTMBI»,
«I'mobanpHas cTpaTerus Je4eHus U MPOPIIAKTHKN XPOHUIECKOW 00CTPYKTHUBHON
OO0JIC3HM JICTKHUX;

B YaCTU FaCTPOIHTEPOJOTUH: KIIMHUUECKUE PEKOMEH 1AM AMEpPUKaHCKOU
KOJUJIETUH TI0 TaCTPOIHTEPOIIOTHH, bpuTaHckoro o01iecTBa racCTpoOIHTEPOIIOTOB;

B YaCTH KapJAHOJIOTUU: KIIMHUYECKHE pekoMeHaanuu EBporeiickoro odmiecTra
KapAH0JIOTOB, AMEPUKAHCKON KapAMOJIOTUYECKON acCOLUAlINM;

B YaCTH HE(PPOJIOTUU: KIIMHUYECKHE peKoMeHaluu «boie3Hu noyex:
YJIyYII€HHE I00ANBbHBIX PE3YyJIbTAaTOB JIEUEHUs (MHULIMATUBA 10 YIy4YIIEHUIO
IJ100aJIbHBIX UCXO/I0B JIEYEHUSI TALIUEHTOB C XPOHUYECKON O0JIE3HBIO TIOYEK)»,
[ToyeuHo# accolMaLMK, EKEMECIYHOTO PELIEH3UPYEMOI0 MEIULIMHCKOIO KypHasa
«TpaHcrnaHTanus NOYEK y NAMEHTOB, HAXOAAIIMXCA Ha TEMOINAIN3EY,
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«PyKOBOJCTBO 110 yXO/y 3a MAaIMEHTaMU C ITIOYEYHOU HETOCTATOYHOCTBIO —
ABcTpanusy, « HanimoHaIbHBIN MOYEYHBIN HOHIY;

B YaCTU SHJOKPUHOJIOTUH: KIMHUYECKUE PEKOMEH 1Al AMEPUKAHCKOU
nuabeTnyeckoi acconualuu, EBponeiickoil acconmaiuu rno u3y4eHuro auadeTa;

B YaCTH YPOJIOTUH: KIMHUYECKUE PEKOMEHIAIMU EBpONENCKON acCOLMaluu
ypOJIOTOB, AMEPUKAHCKOTO 001IecTBa 10 MHGEKIIMOHHBIM 3a00JICBaHUSIM;

B 94aCTH OHKOJIOTHMH: KIIMHUYCCKHNC PCKOMCHAAIINH EBpOHeﬁCKOFO O6IHCCTBa
MG,ZIHHPIHCKOﬁ OHKOJIOI'H,

3) OTYCTBI OICHKHA TEXHOJIOTUH 3APaBOOXPAHCHUSA

4) xnuHnueckue nporokoiisl Pecniyonuku Kasaxcran, oqo6peHHbIe
O0ObeTMHEHHON KOMUCCHUEN IO KAYECTBY MEIUIIMHCKUX YCIYT.

51. Jlns mpoBeieHUs OLUEHKH U 0TOOpa JieKapcTBeHHbIX cpecTB B KHD Ha
HaJIM4YMe JJOKA3aHHOW KIIMHUYECKON O6e30macHOCTH U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO
CpElICTBA UCTIONB3YIOTCA (POPMATM30BAHHBIE IIKAJIBI B COOTBETCTBUH C COOTHOUIEHUEM
YPOBHEW TOKA3aTeJIbHOCTH U IpaJalfii peKoMeH1auui, pazpadoranueie Okchopackum
IlenTpoM n0oKa3aTeabHOW MEAUIMHBI COTVIACHO MPHIIOKEHUIO 4 K HACTOSALIUM
[IpaBunam.

52. JIns IpOBEPKHU IOCTOBEPHOCTHU JAHHBIX, MPEJICTABICHHBIX B 3asIBKE CBEACHUI
M0 KJIMHUYECKOM 0e301macHOCTH U 3(PPEKTUBHOCTH, B CIydae HEOOXOIUMOCTH,
OCYIIECTBIISIETCS CAMOCTOATENBHBIN MOUCK U aHAIU3 KJIMHUYECKUX UCCIETOBAHUMN
JIEKaPCTBEHHBIX CPEACTB.

53. Ilo pe3ynbTaTam OLEHKH U 0TOOpA JIeKapcTBEHHBIX cpencTtB B KHD
COCTABJISIETCS 3aKJIFOUECHUE HA HATMYKE JOKA3aHHOW KIIMHUYECKON O€30MacHOCTH U
3¢ (PEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA COTJIACHO MPUJIOKEHUIO 5 K HACTOSIIUM
[IpaBunam, KOTOpPOE HAIpaBISIETCS HA paccMOTpeHne CopMyIIIpHON KOMUCCHUHU.

54. Ouenka u oTOOp JEKAPCTBEHHBIX CpeACTB B [lepedeHs npoBoanuTcs Ha
HaJINYME TOKA3aHHOTO KIMHUYECKOTO0, U (WIN) (papMaKOIKOHOMHUYECKOTO
IPEUMYIIECTBA U (WJIH) SKBUBAJIEHTHOCTH 3(P(PEKTUBHOCTH, U (MI1) O€30M1aCHOCTH 1O
CPaBHEHHUIO C APYTUMH JIEKAPCTBEHHBIMU CPEICTBAMU IIPU JICUEHUU OTIPEAEICHHOTO
3a00J1€BaHUs WM COCTOSTHUSL HA aMOYJIaTOPHO-MIOJUKIMHUYECKOM YPOBHE B YCIOBUSX
3npaBooxpaHeHus PecyOnuku Kazaxcran u npegycMmaTpuBaeT KpUTHUECKYIO OLICHKY
NPE/ICTaBIICHHBIX 3asBUTEJIEM JAHHBIX O KIIMHUYECKON 0€30MacHOCTH U
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3 PEKTUBHOCTHU JEKAPCTBEHHOTO CPEACTBA, JOKAa3aHHBIX B ME€Ta—aHaau3ax, u (Uin)
CUCTEMATHUYECKUX 0030pax, U (MJIM) paHIOMU3UPOBAHHBIX KOHTPOJIUPYEMBIX
KJIMHUYECKHUX MCCIIEAOBAHUAX, a TAKKE SIKOHOMUYECKOH 3P(EKTUBHOCTH,
IIPE/ICTaBICHHBIX B (JapMaKOIKOHOMHUYECKHUX UCCIIETOBAHMSIX B YCIOBHIX SKOHOMUKH
Pecny6nnku Kazaxcras.

55. OueHka u oTOOp JIEKapCTBEHHBIX CpeACTB B [lepedyeHp MpoBOAUTCS 110 3asBKE
B CPOKH COIIACHO IyHKTaM 44 u 45 nacrosmux IIpasui.

56. IlepBuuHBIN aHAIN3 3aIBKU OCYLIECTBIIAETCS B COOTBETCTBUU C ITyHKTaMH 40,
47, 48 n 49 nacrosmux I[IpaBui.

57. Kputnueckas orieHKa JaHHBIX 0 KIIMHUYECKOM 0€301acHOCTH 1
3 PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA MPOBOJUTCS B COOTBETCTBUU C IMMyHKTaMU
50, 51, 52 nacrosimux IIpaBu.

58. Ananmu3 3xoHOMHIYECKON 3(H(PEKTUBHOCTH JICKAPCTBEHHBIX CPE/ICTB
Ipe/ICTaBIIsAeT COOON aHAIN3 MPEICTABICHHBIX (PapMaKOIKOHOMUYECKUX UCCIIET0BAHUM
1 000CHOBAaHHOCTH JaHHBIX MO TPUMEHEHUIO JIEKAPCTBEHHBIX CPEJICTB B YCIOBUSIX
3napaBooxpaHenus Pecnyonuku KazaxcraH.

59. ®apMaKOIKOHOMUYECKOE UCCIIETOBAHUE 3asIBUTEIS HA aHAIIN3
AKOHOMUYECKOM 3P PEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MPE/ICTABISAETCS B
CPABHEHUHU C JIEKAPCTBEHHBIMU CPEACTBAMH, 001aJAF0IIMMH AHAIOTHYHBIMU
(papMakoTepaneBTUYECKUMU JAEUCTBUAMHU U TIOKa3aHUSIMU K IPUMEHEHHUIO,
ABJIIOIUMUCS CTAHIAPTOM JIEKAPCTBEHHOW TEPANNUHU ONPEAEIEHHOTO 3a00JIEBAHNUS.

60. DKOHOMUYECKU aHAJIU3 BKJIIOYAET aHaJIM3 000CHOBAHHOCTHU BbIOOpa BUAA
KIIMHUYECKOTO UCCIIeI0BaHUs, BbIOOpa KpuTepreB 3P (HEKTUBHOCTH U 0€30MIaCHOCTH,
000CHOBaHHOCTH BbIOOpA 0OBEKTA CPABHEHUS JIJIsl TPOBECHUS UCCIICIOBAHUS U
METOJIOB, JISKAIIIUX B OCHOBE BBITIOJIHCHUS (PApMaKOIKOHOMHUYECKOTO UCCIEIOBAHMUS C
TOUYKH 3pEHUS 3aTpaT U UCXOA0B (PE3yIbTATOB).

61. J1ns mpOBEPKU JAaHHBIX, IPEJICTABICHHBIX B 3asBKE CBEACHUM, B CIIydae
HEO0OXOIUMOCTH, OCYLIECTBIISIETCS CAMOCTOSATEIbHBIN MOUCK U aHaJIM3 UH(POpPMALIUU O
KJIMHUYECKUX U (WIH) (PapMaKOIKOHOMHUECKHUX HCCIEA0BAHUAX JIEKAPCTBEHHOTO
CpEACTBA.

62. I1o pe3ynbpTaTam OLIEHKH M 0TOOpa JeKapCTBEHHBIX CpeAcTB B IlepeueHpb
COCTABJISIETCS 3aKJIFOUEHNE HA HATMYKE JOKA3aHHOIO KIIMHUYECKOro, U (WJIH)
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(bhapMaK0’KOHOMUYECKOTO MPEUMYIIECTBA U (UJIN) SKBUBAJIEHTHOCTH 3D (PEKTUBHOCTH,
U (1n) 6€30MacHOCTH M0 CPABHEHHIO C IPYTUMH JIEKAPCTBEHHBIMU CPEICTBAMH MPHU
JICYEHUH ONPEIETICHHOT0 3a00JIEBAHMSI JIM COCTOSHUS HA aMOyJIaTOPHO-
MOJIMKJIMHUYECKOM YPOBHE B YCJIOBHSX 37jpaBooxpanenus Pecny6nuku Kazaxcran
COrJIacHO MPUJIOkKEHUI0 6 K HacTosmuM [IpaBuiiam, KOTOpoe HanpaBJsieTcsl Ha
paccMmoTpenne PopmyIIsIpHON KOMUCCHH.

63. Pacxo/ibl, CBSI3aHHBIE C MPOBEJEHUEM OLICHKU U 0TOOPA JIEKAPCTBEHHBIX
cpeacts B KH® u [lepeuens, HecyT 3asBuTenu. B ciydasx OTKIOHEHHS UM OT3bIBA
3asBKM 3asIBUTEJIEM I10CIIE Hayasa €€ IpOBEAECHUS, CTOMMOCTD MPOBEICHUS aHAIN3a
3asBUTEIIIO HE BO3BPAIACTC.

64. 3anpocsl 1o BompocaM 0TOOpa JIEKapCTBEHHBIX CPEACTB, BXOIAIINX B CITUCOK
OCHOBHBIX JIEKQPCTBEHHBIX Cpe/IcTB BcemMupHO opranuzanuu 3ApaBoOXpaHeHus, 1o
COLIMAJIbHO 3HAYUMBIM 3a00JIEBaHUSAM UHUITUUPYIOTCS YITOJIHOMOYEHHBIM OPTaHOM H
HanpasisitoTcs B LIeHTp /U1 mpoBeieHus OLIEHKH U 0TOOpa JIEKAPCTBEHHBIX CPE/CTB B
KH® u [lepeuens B pamkax gorosopa «Metogonornyeckas NoaIepKKa
pedopMuUpPOBaHUS 3IPABOOXPAHEHUS.

IHaparpa¢ 4. OcHOBHbBIE HATIPABJICHUS AESATEJIbHOCTH GOPMYISIPHBIX KOMUCCHIA
YIIPaBJICHUI 3IPaBOOXPAHEHHUS PETHOHOB MJIM OPraHM3aluil 31PaBOOXPAHEHHUS

65. @opmyJIsIpHAst KOMUACCHS YIIPABJICHUS 3IPABOOXPAHEHUS PETMOHA WIIH
OpraHU3alliy 31paBOOXPAHEHUS — KOHCYJIbTaTUBHO-COBEIIATEIbHBIN OpraH, OCHOBHOU
LEJIbI0 KOTOPOTO SIBJISIETCA BHEIPEHUE U MOJIEpKaHrue GOpMyJIIIpHON CUCTEMBI U
PaMOHAIBHOTO UCIIOJIb30BAHUS JIEKAPCTBEHHBIX CPEACTB, YIIPaBICHUE, BBIPAOOTKA
HOJIUTHKH, a TAKXKE PEryJIUPOBAHUE BaXKHBIX ACIIEKTOB 3aKyIIKH, 0TOOpa (Ha3HaYCHUE)
Y ONITUMM3ALUS UCIIOJIb30BAHUS JIEKAPCTBEHHBIX CPEACTB, UCIOIb3YEMBIX B
COOTBETCTBYIOILIEM PETMOHE MM OPTaHU3aLUU 3IPaBOOXPAHEHHUS.

66. ®opMyIIsipHas KOMHUCCHSI YIIPaBJICHUS 3paBOOXPAHECHMS PETMOHA CO3/1aeTCs
yIPABJICHUEM 3PaBOOXPAHEHHUS PETMOHA B COCTaBE MPEICTaBUTENEH YIIPaBICHUS
3/IpaBOOXPAHEHHS PErHOHa, MPOQPHIBHBIX CHEIHATNCTOB, HEMPABUTEIbCTBEHHBIX
OpraHu3alliii, UMEIOIIUX CHeIUalbHbIe 3HaHUS B cdepe oOpalleHus JeKapCTBEHHbIX
CPEICTB, KIMHUYECKON (DapMaKOJIOTMU U AOKa3aTeIbHON MEIULIMHBI, C IPABOM Irojioca
B KOJIMYECTBE HE MEHEE OJMHHAALATH YEIOBEK.
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67. B coctaB ¢hopMyIsipHON KOMUCCHH OPTaHU3AIUH 3IPABOOXPAHCHHS BXOISAT
3aMeCTUTENb IJIAaBHOTO Bpaya 110 JieueOHOoU padoTe, KIMHUYECKHI hapMaKoJior,
3aBEAYIOIINNA allTeKOW, 3aBeAYIONMINE OTACTICHUSIMA U TPO(PIIbHBIE CIICITUATHCTHI,
UMEIOIINE COOTBETCTBYIOIINE 3HAHUS B c(hepe oOpaleHusI ISKapCTBEHHBIX CPEJICTB, B
KITMHUYECKOHN (hapMaKOJIOTHH U I0Ka3aTeIbHOW METUITMHBI, C TIPAaBOM T0JIOCa B
KOJIMYECTBE HE MEHEE CEMHU YEJIOBEK.

68. IlepcoHanbHBIN cOCTaB U CTPYKTYpa GOPMYIISTPHON KOMUCCUH YITPABICHUS
3IpaBOOXPaHEHUS PETHOHA WIIH OPTaHU3aIiH 31]PaBOOXPAHCHHS YTBEPKIACTCSI
PYKOBOJHTEIIEM YIPABICHUS 3IPABOOXPAHEHUS PETUOHA WIIH PYKOBOJIUTEIIEM
OpraHM3AINH 3IPaBOOXPAHEHUSI.

69. Ilpencenarens GopMyIISIPHON KOMUCCUU YIPABICHUS 3PaBOOXPAHEHUS
peruoHa Wi OpraHu3aliuy 3[paBOOXpPaHEHUs U30UPAETCS U3 YKCIia YICHOB
bopMyIIpHON KOMUCCUH YITPABJICHHS 37JpaBOOXPAHECHHS PETHOHA WU OpraHU3alluu
3IpaBOOXpaHEHUSI.

70. OcHOBHBIMHM 3a7a4aMu (POPMYJIIPHON KOMUCCUU YTIPABIICHUS
3/IpaBOOXPAHEHUS] PETMOHA WIIM OPraHu3alluy 34PaBOOXPAaHEHUS SABIISIFOTCS:

1) coneiicTBue B oOecrieyeHUM HacesleHHs 0€30MacHbIMU, 3(P(HEKTUBHBIMH,
Ka4eCTBEHHBIMU U JOCTYITHBIMU JIEKAPCTBEHHBIMU CPEACTBAMHU M MEAULIMHCKUMHU
U3JICNUSMU;

2) onpezeneHue NOTpeOHOCTH PETMOHA, OPraHU3aLMK 31paBOOXPAHEHUS B
JIEKapCTBEHHBIX CPEACTBAX U MEIULIMHCKUX WU3/1EIIUAX;

3) pauMoHaIbHOE UCIIOIb30BaHUE JIEKAPCTBEHHBIX CPEJICTB;

4) oxazanue MHGOPMAIIMOHHOHN, KOHCYJITATUBHON U METOJIMYECKON TTOMOIITH
MEIMIIMHCKOMY MEPCOHATY OpraHU3alMi 3[paBOOXPAHEHUS MO0 BOIIPOCAM CBS3aHHBIX C
VCTIOJIb30BAHUEM JICKAPCTBEHHBIX CPEJICTB;

5) onpenenienre NOTPeOHOCTU B 00pa30BaTEIbHBIX MPOTPaMMaXx MOBBIIICHUS
KBaJIM(PUKALIMY TIEPCOHAJIA TIO BOTIPOCAM MPUMEHEHHUS JIEKApCTBEHHBIX TIPETapaToB,
pOBeIEHHE 00pa30BaTENIbHBIX MPOTPAMM.

71. OcHoBHBIMH QYHKIUAMU DPOPMYIISTIPHON KOMUCCUH YITPaBICHUS
3ApaBOOXPAHEHUS PETUOHA ABJISIOTCSL:

1) koopauHaLUs AESITENLHOCTH U OKa3aHUE KOHCYJIbTaTUBHO-METONYECKON
oMoy GopMyJISIPHBIM KOMUCCHUSIM OPTaHU3aUi 3/[paBOOXPAHEHUS;
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2) copeiicTBUE BHEAPEHUIO 10KA3aTEIbHOM MEIMLIMHBI IPU (papMaKoTepanuu;
3) popMupoBaHUE CBOAHOTO JIEKAPCTBEHHOTO (hOPMYJIsipa peTUOHA;

4) cornacoBaHue JEKAPCTBEHHBIX (DOPMYJIIPOB OpraHU3aLUi 3IpaBOOXPaHEHUS,
3a HCKJIFOYEHUEM OpPraHU3aluil 3[paBOOXPaHEHUS], HAXOASAIIMXCS B BEICHUH
YHOJHOMOYEHHOTO OpraHa M OKa3bIBAIOIIUX MEJAUIIMHCKYIO TOMOIIlb, IO pe3yjIbTaTaM
IPOBEJCHHOMN OLIEHKH MCIOJIb30BaHuUs JekapcTBeHHbIX cpeacTB (ABC-VEN (31t 6u cu —
BEH) ananu3a) nekapcTBeHHOro (hopMysisipa U aHaIM3a NOTPEOIECHUS JIEKAPCTBEHHBIX
CPE/ACTB 3a MpebIAYIIN roj B TeueHue 1 (0Horo) Mecsiia;

5) paccMOTpEeHHUE U COTIACOBAHNE PEKOMEHJAIIMI IO COBEPIIIEHCTBOBAHUIO
CUCTEMBI JIEKAPCTBEHHOT'O 00ECTICUCHHS,;

6) coryiacoBaHue CIIPaBOYHUKOB JJISI Bpaueil Mo palliOHAIbHOMY HCIIOJIb30BaHUIO
JIEKapCTBEHHBIX CPEACTB;

7) COHCﬁCTBHC BHCAPCHHIO OICHKH PALIMOHAJIBHOTO UCITOJIb30BaHUA
JICKAapCTBCHHBIX CPCIACTB

8) coaeicTBHE 3TUUECKOMY MPOJBHKEHUIO JIEKAPCTBEHHBIX CPEJICTB C YUETOM
KpuTepueB BeceMupHON OpraHu3anmu 31paBOOXpaHeHus U EBPONEHCKOro Cor3a;

9) onieHKa JaHHBIX O B3aUMOJACHCTBUYU U HEXKENATEIBHBIX PEAKIUAX
JIEKapCTBEHHBIX CPEACTB, PE3YIbTATOB (PapMaKOIKOHOMHUYECKUX U
(apMaKo3IMUAEMHOIOTHUECKUX UCCIEI0BaHUN;

10) paccMoTpeHnE aHATM30B MEXIYHAPOIHOIO OMbITA U HAIIMOHAJIBHBIX
CTaHJapTOB 10 (hapMaKOTEepaNK Pa3TUIHBIX 3a00JI€BaHMM, H3yUCHUE HAYYHBIX
JI0Ka3aTeJIbCTB KIMHUYECKOW U AKOHOMUYECKOU 3(PPEeKTUBHOCTH;

11) paccMoTpeHue U BHECEHUE MTPEIIOKEHUM MO UCTIOIb30BAHUIO HOBBIX
TEXHOJIOTU B 00JIACTU 3[paBOOXPAHEHUS, B TOM YHCJIE MPUMEHEHHS JIEKAPCTBEHHBIX
CPEACTB;

12) paccMOoTpeHre aHAJIOrOBOM 3aMEHbI JIEKaPCTBEHHBIX CPECTB;

13) ydacTtue B 00yueHHUsIX 110 parliOHATILHOMY UCITOJIB30BAHUIO JIEKAPCTBEHHBIX
CPEICTB, N0KA3aTEIbHON MEULINHE.

72. K pynkuusm GopMyIsipHOM KOMUCCUM OPTaHU3AIMU 3/IPABOOXPAHCHUS
OTHOCSITCS:
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1) pa3paboTka JeKapcTBEHHOT0 (hOpMyJIsipa OPraHU3aluU 3IPaBOOXPAaHEHMUS,
cornacHo nmoanyHkTy 70 myHkta 1 crareu 7 Koaekca;

2) pacCMOTpEHHUE MPEAIOKEHHH 10 BKIIOUEHHUIO WIIH UCKITIOYEHHIO U3
JIEKapCTBEHHOTO (opMyJIsipa JIEKapCTBEHHBIX CPE/ICTB;

3) OIICHKA KIMHNYCCKUX NAHHBIX 11O HOBBIM JICKAPCTBCHHLIM IIpCIiapaTam,
MMPCAIOKCHHBIM JISA IIPUMCHCHUA B OpraHU3alllud 3IpaBOOXPAaHCHH,

4) miaHMpPOBAHUE 3aKyTa JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKHUX U3EIIHM,
OCYIIECTBIISIEMBIX JJIs1 JAHHOW OpraHU3alNy;

5) opranu3zaius He pexe, yeM | pa3 B roj nepecMoTpa JeKapCTBEHHOTO
opmyisipa;
6) BHEZIpEHUE TIPOTPaMM, 00ECTICUNBAIOIINX PAITMOHAIBHYIO JIEKAPCTBEHHYIO

Teparuo M0 YMEPEHHBIM U MPUEMIIEMBIM JIJI TAHHOW OpTaHU3allMi 3/]paBOOXPaHCHUS
IIeHaM;

7) BHeApEeHUE IporpamM, (B TOM 4ucie o0ydaroire) 00ecredynBaronmue
0e3omacHyro 1 3PPEKTUBHYIO JIEKAPCTBEHHYIO TEPAIIUIO;

8) BHeapeHne OCHOB (hapMaKOIKOHOMHUYECKOTO aHaIM3a U MPU HEOOXOAMMOCTH
opraHu3zaiys 00pa3oBaTEeNbHBIX KypCOB JUIsl CIELUAIUCTOB;

9) paccmoTpeHue pe3ysIbTaToB OILIEHKU PAIlMOHAILHOTO UCIIOJIb30BaHUS
JIEKAPCTBEHHBIX CPEJICTB U OINpPE/IEICHNUE MEpP 10 YCTPAHEHUIO HECOOTBETCTBUM U
JanbHENIIeMy yIyUIIEHUIO palliOHATBHOTO UCTIOIB30BAHUS JIEKAPCTBEHHBIX CPEJICTB;

10) oka3zaHue KOHCYJIbTATUBHOM, OIIEHOYHOM, 00pa30BaTEIbHOM MOICPKKHU, a
TaK)K€ OpraHu3alys U INIAHUPOBAHUE MPOrPaMM 00yUYEHHUS METULIMHCKOTO IepCcoHaa
10 BOIIPOCaM, CBSI3aHHBIM C UCIIOJIb30BAHUEM JIEKAPCTBEHHBIX CPEJICTB;

11) Benenue yuera v OTYETHOCTH MO BKIIFOUEHUIO U UCKIIOUYEHUIO
JIEKapCTBEHHBIX CPEACTB U3 JIEKAPCTBEHHOTO (hOopMyJIsipa.

73. Unensl GopMyIsipHOA KOMUCCUU YIIPABJICHUS 3[paBOOXPAHEHUS pErMOHA
WJIM OpraHU3alUy 31paBOOXPAHEHMS 3aMOJIHAIOT Jeknapanuio no (opmMe coriacHo
npuiokeHuto 1 k HactosmuM [IpaBunam.

74. @opmyJiipHasi KOMUCCHS YIIPABJICHUS 3IPABOOXPAHEHUS] PETMOHA WIIH
OpraHU3alliy 3PaBOOXPaHEHUS pa00OTaeT B COOTBETCTBUU IIJIAHOM PabOTHI,
YTBEPKICHHBIM TpeiceaTesieM GopMyIsIpHOl KOMUCCUU YTIPABICHUS



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 14.06.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 24.06.2019

e‘ i [ = § | [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 14.06.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 24.06.2019

3IpaBOOXPAHEHUS PETMOHA WIM OpraHU3aluu 31PaBOOXPAHEHUS. 3aceqaHUs
IPOBOJSTCS HE pexke | paza B KBapTaJl U CUATAIOTCS MPABOMOYHBIMU, €CIIM HA HUX
MIPUCYTCTBOBAJIO OOJIee MOJOBUHBI YJIEHOB KOMUCCHU. PellieHus SBISIOTCS MPUHSITHIMH,
€CJIM 32 HUX MPOr0JIOCOBAJIO HE MEHEE ABYX TPETEH YJICHOB, IPUCYTCTBYIOIIUX HA
3aceJaHuU.

75. Pemenus 3acenanus GopMyJIIpHON KOMUCCUU YIIPABIEHUS 3/[paBOOXPaHEHUS
pEernuoHa u OpraHu3alry 3IpaBOOXpPaHEHUsT OPOPMIISIOTCS MPOTOKOJIOM, KOTOPBIN
MOJIMUCHIBAETCA BCEMH UieHaMU (GOPMYIISIPHON KOMUCCUU YIIPABJICHHUS
3IpaBOOXPAHEHUs] PETMOHA U OPTaHU3aLMHU 3/IPaBOOXPAHEHHUS.

76. IIpoTokon pemieHust GopMyJIIpHON KOMHCCUU YIPABICHUS 3PaBOOXPaHEHUS
pPETHOHA ¥ OPTraHU3alUU 3APABOOXPAHEHUS Pa3MELIAETCS HA UHTEPHET-PECypCe
yIpaBJEHUA 3APABOOXPAHEHUS PETUOHA, OPTaHU3alMU 3PABOOXPAHEHHUS 110 HCTEUYCHUH
10 pabGounx qHEN OT AAThl MPOBEJICHUS 3aCEIaHMUS.
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[Ipunoxenue 1
K [IpaBuiiam ocyiecTBieHuUs 1€ATEIbHOCTH
(hopMyJISIPHON CUCTEMBI

JAEKJTAPAIIA
0 PACKPBITHU NOTEHIMAJIBLHOI0 KOH(INKTA HHTEpecoB YieHa DopMmyasipHoOi
KOMUCCHHM (IPHUIJIALIEHHOI0 MPO(PUIBLHOI0 IKCIIEPTA)

A (Pamunus, ums, omuecmeo (npu e2o HAIUYUU) U OOJHCHOCHID)

I10 CIICOUAJIbHOCTH

06513}7}005 IIpH OCYHICCTBIICHUHN CBOCH ACATCIbHOCTH HCYKOCHUTCIIbHO CIICA0BATh
Tpe6OBaHI/IHM HpaBI/IJI 9TUYCCKOTI'O IIPOABHIKCHHUA JICKAPCTBCHHBIX CPCACTB U
MCAHMIMHCKUX I/IBI[GJ'II/Iﬁ Y OOBSBIISAIO O HAJTWYNUH WU OTCYTCTBUU CJICAYIOIIUX
INOTCHIOMAJIbHBIX KOHCI)J'II/IKTOB HHTCPCCOB!

Sl Bmazgero (MOJHOCTHIO MIIM YaCTUYHO, B BUE aKIIMH MIIM KaK COBJIaJIeIIeI]
MaTeHTa) MPOU3BOACTBOM JICKAPCTBEHHBIX CPEJICTB, MEIUITMHCKUX U3JIEIUN, aliTeKaMu
WU TUCTPUOBIOTOPCKUMU (hapMalleBTUUECKUMU TIPEANPUATUIME, OpraHU3aIUsSIMU
3/1paBOOXpaHeHus (€Ciu Ja, TO yKa3aTh Ha3BaHUE)

S BX0Ky B Oprasbl yrnpaBiieHUs (HaOI0AaTeNIbHbIE COBET, COBET AUPEKTOPOB,
JpYTUe OpraHbl YIPaBJICHNS) IPOU3BOACTB JIEKAPCTBEHHBIX CPEJICTB, MEJULUHCKHUX
U3JIETNH, alTeK WIK JUCTPUOBbIOTOPCKUX MPEANPUATHMA, OpTraHU3aALIHIA
3IpaBOOXPAHEHUs, CTPAXOBBIX OPTaHU3ALNM, 3aHUMAIOIINXCS METULIMHCKUM
CTpaxOBaHUEM (€CIU /1a, TO yKa3aTh Ha3BaHUE)
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S B TeueHue MoCcaeAHUX TPEX JIET MOJIyYall OIJIaTy 3a MPOYUTAHHBIE JICKIIUU WIH
Ipyrue 00pa3oBaTeibHbIC TPOTPAMMBI UJIH TTOTYyYall IPSAMYI0 (PUHAHCOBYIO MOJICPKKY
JUISl TPOBEACHUS OTAbIXA UK MPOPECCUOHATIBHBIX TTOE€3/I0K, B TOM YUCJIE Ha
KoH(pepeHInH (UCKITI0Yasi OMIOCPEA0BAHHYIO CIIOHCOPCKYIO TOMOIIb, Yepes
00I111eCTBEHHbIE OpPTraHU3aIMU, B KOTOPBIX sI COCTOI0, MECTO pabOThl) OT KOMIIaHUH,
MPOU3BOIAIINX JEKAPCTBEHHBIE CPEICTBA, MEAUILIMHCKUE U3ACIHS, IPYTUE Ipenaparsl,
B ToM ymcie bAJ[pl, roMeonaTruueckue mpemnaparsl (€Cyiu J1a, TO yKazaTh, YTO UMEHHO)

S mpenocTaBIsl B TEYEHUE TOCIIEIHUX TPEX JIET YCIYTU KOMIAHUAM,
MPOU3BO/IAIIUM JICKAPCTBEHHBIEC CPECTBA, MEIUIIMHCKUE U3JIETUs, APYTUe MpenaparThl,
B TOM umucie bAJ[pl, roMeonaTuieckre npenaparsl (YKa3blBatOTCs YCIyTH MIATHOTO
XapakTepa, B TOM YUCJIE TMPsIMbIE UCCIEA0BATEIbCKIE KOHTPAKTHI) (€CJIH /1, TO YKa3aTh
YTO UMEHHO U KaKUM KOMITIAHUSIM )

S He uMero APYTUX MOTEHITHATBHBIX KOH(PIMKTOB HHTEPECOB, TOHUMAIO
MOJIUTUKY B YACTU dTUYECKOTO MPOJIBMYKEHUS JIEKAPCTBEHHBIX CPEJICTB U MEIUITMHCKUX
U3 JIEITUH.

S 6epy MOAHYIO OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTh HHPOpMAITUU TTPU
3aIl0JIHEHUM JaHHOM [[exnaparuu.

JlaTa IHoanuce
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[Ipunoxenue 2
K [IpaBunam ocyiecTBiIeHus AESTEIbHOCTH
(hopMyJISIPHON CUCTEMBI

3ASIBKA
HA NMPOBe/leHNe OLIEHKU U 0TOOpPA JieKapcTBEeHHBbIX cpeacTB B Kazaxcranckmii
HAIIMOHAJIbHBII JieKapcTBeHHbIH popmysip u IlepedeHs JiekapCcTBEHHBIX
CPeICTB M MEeAUMUMHCKUAX U31eJIMH Il 0eCIJIaTHOTO U (MJIN) JIbTOTHOTO
amMO0y/1aTOPHOI0 o0ecneyeHus OTACJbHbIX KATErOpuil rpakaaH ¢
onpeaeJeHHbIMY 3200/1eBAHUSIMU (COCTOSTHUAMMU)*

1. Hacrosimias 3asBKa nmpeaHa3HavyeHa JijIsl IpOBEJIEHUs OLIEHKU U 0TOOpa
JIEKapCTBEHHBIX cpeACTB B Ka3zaxcTaHCKUI HAIIMOHAJIbHBIN JIEKapCTBEHHBIN (POpMyIIsip
(nasnee — KH®) u IlepeueHs 1eKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3ICIIUM 111
OecruiaTHOrO U (WJIH) JIbIOTHOTO aMOyJIaTOPHOI'O 00ECIIeUeHUsI OTJEIbHBIX KaTeroOpHii
rpaXkiaH ¢ OIpe/IeICHHBIMHU 3a00JI€BaHUSMHU (COCTOSTHUAMH) (nanee — [lepedens).

2. Uadopmanus o 3asBUTEINE:

2.1 HauMEeHOBaHKE OpPraHU3ALUN

(Ha 20cy0apcmeentom, pycCKOM, AH2IUICKOM A3bIKAX)

2.2. OTBETCTBEHHOE JIMIIO, TOJDKHOCTD ;

(@amunusi, ums, OMuecmeo (Mpu HAIUYUL), DOINHCHOCMb, MmenedoHn,
9NIeKMPOHHAS NOYMA)

2.3 axgpec (MeCcTO HaXOXKICHMUS)

(ropuouueckuti aopec, paxmuueckuil aopec)

tenedon (paxc) ;

QJICKTPOHHAA I1OYTa

3. Uudopmarus o 1ekapCTBEHHOM CPE/ICTBE:

3.1 ToproBoe HauMEHOBaHHUE, JIEKAPCTBEHHAs (hopMa U JI03UPOBKA,
KOHIIEHTpaIUs:

CnocoObI BBEZIEHUS
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3.2 MeXIyHapOJHOE HEMAaTeHTOBAHHOE HauMeHoBaHue/coctas (aiia JIC)

)

(Ha 20cy0apcmeenom, pycCKOM, AH2IUICKOM A3bIKAX)

3.3 Ko aHaTOMO-TeparneBTUIECKO-XxuMuaeckon knaccudukanuu (s JIC)

3.4. JlexapcTBEHHBIN Ipenapar sIBISETCS:

3.4.1) nns nekapCcTBEHHOTO Mpenapara (Hy>KHO€ OTMETHUTH):

[ OPUTHHAJIbHBIN

] TE€HEPUK

[ MeJIMIIMHCKHE UMMYyHoOHonoruueckue npenapatsl (MUBIT)
L OMOCUMMIISAP

3.4.2) lna renepuika, OMOCUMUIISIpa yKa3aTh Ha3BaHUE OPUTHMHAIBHOIO
JIEKapCTBEHHOTO Iperapara

5

3.5 3asBlICHHbIE TTOKA3aHUSI K IPUMEHEHHIO JIEKAPCTBEHHOTO CPE/ICTBA

3.6 TocymapcTBEHHAs! PETHCTPAIIHs JIEKapCTBEHHOTO CpecTBa B PecmyOnmke

KaszaxcraH:

nata (44.MM.ITIT)

HOMCD PCTUCTPALNMOHHOTO YAOCTOBCPCHUA

>

JaTa MOATBEPKICHUSI TOCYITAPCTBEHHOM perucTpanuu (Mpu HAIUYUKU) (449.MM.

ITTT)

2

HAaMMEHOBaHUE U aapec (MECTO HAXO0XKICHU) FOPUIUUYECKOTO JIUIIA, HA UMS
KOTOPOTO BBIAAHO PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO CPEJICTBA,
UCII0JIb3yEMOI'0 B KAUECTBE CPAaBHEHUS (TPU HATHYUHN)
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IMPOU3BOAUTECIIb JICKAPCTBCHHOTO CPCACTBA, NCIIOJIB3YEMOI'O B KaUCCTBC

cpaBHEeHUS (TIPU HATTUYHH )

b

3.7 maHHbBIC O MPOU3BOJICTBE JEKAPCTBEHHOTO cpencTBa B PecyOnuke Kazaxcran

(Mpy HANTWYUN)

3.8 nmpenyaraemple K BKIIOYEHUIO JI€KAPCTBEHHBIE (POPMBI/TEXHUUECKHE
XapaKTePUCTUKHU 3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEICTBA (MIEPEUUCIIUTD )

3.9 cBezeHus 0 BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX CPEACTBAX/TEXHUUECKHUX

aHajorax (Ipy HaJU4KH)

3.10 cBeneHUs O HATMYUU TEPANIEBTUUECKON SKBUBAJICHTHOCTH U (UJIN)
OMOAKBUBAJICHTHOCTHU JUIsl BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB

4. CBenieHMs ¥ JJAHHBIC O JIGKAPCTBEHHOM CPEJICTBE:

4.1 HayuyHO 00OCHOBaHHBIC JJAHHBIC 0 HEOOXOAUMOCTH U 0OOCHOBAHHOCTH
PUMEHEHUS JICKAPCTBEHHOTO CPEJICTBA TSI TUarHOCTHKY, MPO(UIAKTUKH, JICICHUS
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WM peadbunutauu 3a0071eBaHui (COCTOSHMI), MPeo0IaatouX B CTPYKTYpE
3a00J1€eBa€MOCTH U CMEPTHOCTHU rpaxaaH PecriyOnuku Kazaxctan Ha ocHOBaHUU
CTATUCTUYECKUX JTaHHBIX (IIPU HAIUYUN);

4.2 Hanmuure Hay4YHO OOOCHOBAHHBIX JAHHBIX O KIMHUYECKUX U YKOHOMHUUYECKUX
MPEUMYIIECTBAX TPUMEHEHUS JIEKAPCTBEHHOTO CPEACTBA, 110 CPABHEHHIO C
JIEKapCTBEHHBIMU CPEJICTBAMHU, UCIIOJIb3YEMbIMHU JIJIS1 OKa3aHUSI CTallUOHAPHOM,
CTallMOHapO3aMelIaonen, CKOPO WK aMOyJIaTOPHO-MIOJUKIMHUYECKON TTOMOIIH, YKe
BKJIFOUEHHBIMU B [lepeueHs;

4.3 Hanuuue Hay4YHO 000CHOBAHHOM MHGOPMAIIMK O JOKa3aHHON KIMHUYECKOM
6e3onacHOCTU U 3)PEKTUBHOCTH, TPEUMYIIIECTBAX U (MIH) 00 0COOCHHOCTSIX
MeXaHU3Ma JIEHCTBUSA JIEKAPCTBEHHOTO CPEJICTBA 110 CPABHEHUIO C aHAJIOTaMH, B TOM
yucie BXoAsamuMy B [lepeuens, mpu 1uarHocTuke, NpouIakTUKE WK JICUCHUH
3a00seBaHUM (COCTOSIHUI), C YU4ETOM CTaTUCTUUYECKUX JIaHHBIX O CTPYKTYpE
3aboneBaeMoCTH U cMepTHOCTH B PecniyOnuke Kazaxcran;

4.4 conmanbHasi 3HAYMMOCTh Ha3HAYEHHsI K BOCTPEOOBAHHOCTh CUCTEMOM
31paBOOXPAHEHUS U HACEIICHUEM JIEKAPCTBEHHOTO CPEACTBA.

5. Hayuno-o00ocHOBaHHbBIE JJaHHBIE JIJIsl TPOBECHUS aHAIN3a KIIMHUYECKON U
(nn) SKOHOMHYECKOM 3(D(PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA:

5.1 snuaeMHOIOTHYECKHE JaHHbIC (ITPH HAJTMYHN) — JaHHBIE 110 3a00JIeBaEMOCTH,
CMEPTHOCTH, UHBAJIUHOCTH B OTHOILICHUU 3a00JICBaHNUs (COCTOSHHS), IS
JUArHOCTHKH, TPO(DHIAKTUKH, JICUCHUS WIIH PEaOMITUTAIINN, KOTOPBIX MTOKA3aHO
JICKapCTBEHHOE CPEICTBO (MPEACTABIISIOTCS HA OCHOBAaHUH O(UITHATBHBIX
CTAaTHCTUYCCKUX JAHHBIX U IHIEMHUOJIOTHYSCKUX HCCIICTOBAHUI paCcIpOCTPaHEHHOCTH
3a0o0eBaHus);

5.2 KIMHUYECKUE TaHHBIE — MMOTHOTEKCTOBBIC BEPCUU KITMHUICCKUX
WCCIICJIOBAaHHM, CTaThH, OTYETHI HA TOCYAPCTBEHHOM HJIH PYyCCKOM SI3BIKE MJTH
NepeBEACHHBIC HA TOCYAAPCTBEHHBIN WM PYCCKUMN SI3BIK, 3aBEPEHHBIC 3asBUTETIEM,
YKa3bIBAIOTCSl aBTOPHI, HANMEHOBAHUE, IU3aiTH HCCIIeIOBAHUS, KOJTHMYECTBO MAIMEHTOB,
BKJIFOUCHHBIX B MICCIICIOBAHUE, TICPHO/] HAOJIOICHNUS, TTOKA3aHUE K MEAUITTHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOTO CPENICTBA, KOTOPOE U3YHYaIOCh B MCCIICAOBAHNH,
kputepuu dPpdekTuBHOCTH (O€301MaCHOCTH ), IEKAPCTBEHHOTO CPEJICTBA, C KOTOPHIMHU
CpaBHUBAJIOCH MpejiaraeMoe JEKapCTBEHHOE CPEICTBO (MPU HAIMYUH), TIane0o-
KOHTPOJIb WK OTCYTCTBHUE JICUEHUS, PE3YyJIbTAThl HCCIICIOBAHUS C YKAa3aHUEM
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KOJIMYECTBEHHBIX JAHHBIX, 3aKJIIOUCHUE, IEPEUCHB JIUTEPATYPHI IO CXEME: aBTOD,
HAaUMEHOBAHHWE UCCIIEI0BAHMSI, BBIXOIHBIE TaHHbIE. KaXXoMy JIeKapCTBEHHOMY
CpEeACTBY MIPUCBAUBAETCS YPOBEHB JJOKA3aTEIbHOCTH A(D(PEKTUBHOCTH U PEKOMEHIAIIHIA;

5.3 gaHHBIE O TEPANEBTUYECKON SKBUBAICHTHOCTH (MPU HEOOXOIUMOCTH) —
MOJIHOTEKCTOBBIE BEPCUH CPABHUTEIBHBIX KIMHUYECKUX UCCIIEIOBAHUI (CTaThH,
OTYEThI HA TOCYJAPCTBEHHOM HJIA PYCCKOM SI3bIKE WJIM CTaTbH, OTYETHI, IEPEBEICHHbBIE
Ha TOCYJIaPCTBEHHBIN WJIU PYCCKUM SI3bIK, 3aBEPEHHbIC 3asBUTENIEM) (YKA3bIBAOTCS
aBTOPBI, HANMEHOBAHKE, TU3alH UCCIIEIOBAHUS, KOJIMYECTBO NAIMEHTOB, BKIIOUEHHBIX
B HCCIIeJIOBaHKE, IEPUO/] HAOIIOICHUS], TOKa3aHUE K MEIUIIMHCKOMY MTPUMEHEHUIO
JIEKApPCTBEHHOTO CPEJICTBA, PE3YIbTAThl UCCIEAOBAHUS C YKa3aHHUEM KOJIUYECTBEHHBIX
JAHHBIX, 3aKJIF0YCHUE, TIepeUYCHb JTUTEPATYPhI IO CXEME: aBTOP, HAMMEHOBAHHUE
WCCIIEJIOBAHUSI, BBIXOJAHBIC IAHHBIE);

5.4 naHHBIE 0 dKOHOMMYECKUX XapPAKTEPUCTHUKAX JIEKAPCTBEHHOT'O CPEICTBA —
MOJTHOTEKCTOBBIE BEPCUU (PapMaKOAKOHOMUYECKUX UCCIIEI0OBAaHUI B YCIOBUAX
3npaBooxpaHenust Pecriyonuku Kazaxcran(ctaTbu, OTYETHI Ha TOCYAApPCTBEHHOM UJTU
PYCCKOM SI3bIKE WJIA CTaTbU, OTYETHI, IEPEBEACHHBIE HA TOCYAAPCTBEHHBIN U PYCCKUAN
S3bIK, 3aBEPEHHBIC 3asBUTEIIEM) (YKA3bIBAIOTCS CBEJIEHUS 00 aBTOpax, HAMMEHOBAaHUE
UCCJIEIOBaHUs, CCBUIKU Ha MCCIIEJOBAaHUE, TU3ailH UCClle0BaHus (PETPOCIIEKTUBHOE,
POCIIEKTUBHOE, MOJICIMPOBaHUE™ *), BUJT aHAIM3a, CBEJCHUS O JIEKAPCTBEHHBIX
CPEACTBAX, KOTOPHIE UCIIOIB30BANMCH JJIsI CPABHEHUS C MPEJIaracMbIM
JIEKAPCTBEHHBIM CPEACTBOM, 3aTPaThl, KOTOPHIC YUUTHIBAIUCH B UCCIIEIOBAHNUH, U
KOJIMYECTBEHHbIEC 3HAUEHHUS 3aTPaT B TEHTe, 3(PPEKTUBHOCTH CPAaBHUBAEMBIX
JIEKapCTBEHHBIX CPEJICTB (KPUTEPUH IKCIIEPTHON OLIEHKH 3()DPEKTUBHOCTU U
KOJIMYECTBEHHBIC 3HAUCHUS ), PE3YJIbTAThI HCCIICIOBAHUS, TIEPEUEHD JTUTEPATYPHI —
aBTOp, HAMMEHOBAHUE WCCIIE0BAHMS, BBIXO/IHBIE TAHHBIE);

5.5 1aHHBIE O CTOMMOCTH U LIEHE JIEKAPCTBEHHOTO CPEACTBA:

5.5.1 cTtouMOCTh OAHOTO Kypca JieueHUs (JUarHOCTUKH, peadMITaluu U Ap.
JIEKAPCTBEHHBIM CPEICTBAM )
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5.5.2 cTtouMOCTb NIeYeHUSs (IMarHOCTUKY, PEaOUITUTAIINH | JIP.) JIEKapCTBEHHBIM
CPEJICTBOM B T€YEHHUE OJTHOTO Tojia

5.5.3 npeznenpHas 1ieHa Ha JIEKapCTBEHHOE CPEACTBO (C YKa3aHUEM JaThl
perucTpanun)

5.5.4 noTeHIMaIbHAS CKUKA, KOTOPYIO IPOU3BOAUTENb MOXKET MPEOCTABUTh

5.6 nanHble 0 (paKTHUYECKUX 00BEMAX MPOAAXK JEKAPCTBEHHOTO CPE/ICTBA B
PecnyOonuke Kazaxcran 3a roi, mpeamnecTBYIONMUN Mo1aue 3asiBKH, B HATYPaJTbHbIX
MOKA3aTeNsAX MO JEKapCTBEHHBIM (OpMaM/TEXHUYECKUM XapaKTePUCTUKAM
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

5.7 naHHBIE OTYETOB O Pe3yIbTaTaX MOHUTOPUHTA 0€30MaCHOCTH
JeKapCcTBEHHOTO cpecTBa (B PecryOnmke Kazaxcran u (Mimn) 3a pyoesxom)

5.8 JaHHBIC, IIPCACTABJICHHBIC 3asBUTCIICM B MHUIIUATHUBHOM IIOPAIOKC
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6. O011ee KOJIMYECTBO MPEICTABIEHHBIX JOKYMEHTOB

Ha CTpaHMIIAX.

TToamnuce 3assBUTEIIS / /

(noonucs) (pacwughposka noonucu)

JlaTa

* 3amomHeHue BCEX MYHKTOB 3asBKHU 00s3aTenbHO. [Ipu 3anmoHeHnn 3asBKU Ha
MIPOBEJICHUE OIIEHKHU U 0TOOpa JiekapcTBeHHBIX cpeacTB B KH® nannbie
(bapMaK0’KOHOMUYECKOTO MPEUMYIIECTBA U (MJIM) SKBUBAJIEHTHOCTU 3D (PEKTUBHOCTH,
U (1n) 6€30MacHOCTH M0 CPABHEHHIO C IPYTUMHU JIEKAPCTBEHHBIMU CPEICTBAMU MPHU
JICYEHUH ONPEIETIEHHOT0 3a00JIEBAHMSI I COCTOSHHS Ha aMOyJIaTOPHO-
MOJIMKJIMHUYECKOM YPOBHE B YCIIOBHSIX 3paBooxpanenus PecmyOonuku Kazaxcran He
3amoJIHSIOTCS. JJOKYMEHTBI U MaTepHualibl IPEACTABISIOTCS HAa TOCYIapCTBEHHOM WIIH
PYCCKOM SI3bIKE, B Clly4ae MPeA0CTaBICHUS MyOINKalliii, TOKYMEHTOB U CTaTel Ha
WHOCTPAHHBIX A3bIKaX JIOMOJHUTEIBHO MpUilaraeTcs nepeBeIcHHoe Ha
rOCYJIapCTBEHHBIN WIJIM PYCCKUH SI3bIK PE3IOME YKa3aHHBIX MATEPHUAIIOB, 3aBEPEHHOE
3asIBUTEJIEM.

** TIpu ncronp3oBaHuU (HapMaKOIKOHOMUYIECKOTO MOICITUPOBAHUS
NPECTABIISIOTCS B 3JICKTPOHHOM BHJIE BCE pa3paboTaHHBIC MOJIEIH, a TAKKE
JOTTYIIIEHUS JJI Pa3padOTKH COOTBETCTBYIOMIUX MOJIEEH 1 (pOPMYIIBI PacUETOB,
UCTIOJIb30BaHHBIC B MOJICIISIX.
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[Ipunoxenue 3
K [IpaBunam ocyiecTBiIeHus AESTEIbHOCTH
(hopMyJISIPHON CUCTEMBI

CIIPABKA
10 pe3yJibTaTaM NMPOBeJeHHs IEPBUYHOI0 AHAJIN3A 3asiBKU HA NPOBeAeHUE
OLIEHKH U 0TOOPA JIeKAPCTBEHHBIX cpeacTB B KazaxcraHckuii HAMOHAILHbBIN
JieKapcTBeHHbIH opmysip u [lepedyeHb JIeKAPCTBEHHBIX CPEACTB U
MEIUIMHCKUX U31eJuil 1JI 0eCIIATHOIr0 M (UJIM) JIBIOTHOT0 aMOYJIATOPHOT O
o0ecrnevyeHHsl OTAEJbHBIX KATErOPUii IPaKIaH ¢ onpeaeJJeHHbIMHA 3200/IeBAHUAMU
(coCTOSIHUSIMM)

1. Hacrosimas cnpaBka KacaeTcss MaT€pUasoB, IPEACTABIECHHBIX B 3asBKE HA
IPOBEJICHHUE OLICHKU 1 0TOOpa JIEeKapCTBEHHBIX cpencTB B KazaxcraHckuit
HAIMOHAJIbHBIN JIeKapCTBEHHBIN GopMyiisip u [lepedenpb n1ekapCcTBEHHBIX CPEACTB U
MEIMIUHCKUX U3JeNUi A1l OeCTIaTHOTO U (UJTH) IbIOTHOTO aMOyJIaTOPHOTO
oOecrieueHus: OTAETbHBIX KAaTETOPHUM IPask/IaH C ONPEEICHHBIMU 3a00JI€BaHUSIMU

(COCTOSIHUSIMUA).
2. Undopmanus o 1€KapcTBEHHOM CPEJICTBE:

2.1 ToproBoe HAaMMEHOBAHHUE:

2.2 MEXIyHapOJAHOE HEMATEHTOBAHHOE HAMMEHOBAHHE

2.3 KOJ1 aHaTOMO-TEPaNeBTUYECKO-XUMUYECKON Ki1acCU(DUKAITUU

2.4 TeXHUYECKHE XapaKTCPUCTUKHU 3apCTUCTPUPOBAHHOI'O JICKAPCTBCHHOI'O

cpencTBa (MEepevrCIInuTb):
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3. Cpoku mpoBEICHUS IEPBUYHOTIO aHAJIN3A!

C 1o

4. IlepBUYHBIN aHAIN3 3a5BKHU:
TpeOyemble cBeICHUSI.

Nudopmanus o npeacTaBieHUu TpeOyeMbIX CBECHUHN 3aIBUTEIIEM:

1. Uudopmanus o 3asBuUTENE:
[ IPEICTABJIEHA B IIOJJHOM 00BbEME;

L] npeAcTaBieHa He B MOJHOM 00beMe (TIEPEUHCIINUTh):

M he IpeICTaBICHA.
2. Nnpopmanus o 1€KapCTBEHHOM CPEJCTBE:
L] IPECTaBJIEHA B IOJTHOM 00BbEME;

[ Ipe/iCTaBlieHa HE B MOJIHOM 00beMe (IEPEeUrCIuTh):

D HC IIpCACTAaBJICHA.
3. CBCI[GHI/ISI 0 JICKAPpCTBCHHOM CpPCACTBC:
D IMpcacTaBJICHA B IIOJIHOM 06’I>€M€;

[ IpeJicTaBlieHa HE B TTOJIHOM 00beMe (IEPEeUrCIuTh):

[ e IIpeICTaBIICHA.
4. HayuyH0-000CHOBaHHEBIC JTaHHBIC:
] IpecTaBeHa B MIOJTHOM 00beMe;

[ npeAcTaBieHa He B MOJHOM 00beMe (TIEPSUHCIIHTD):

D HC IIpCACTaBJICHA.
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5. 3aMeuaHus Mo pe3yJbTaTaM NEPBUYHOTO aHAM3a 3a4BKU (IMPU HATMYUU

HY>KHOE€ OTMETHUTb):

[ HeHauIexkaniee opopmiieHne 3asBKU U MPUIATraeMbIX K HEMY JIOKYMEHTOB U

CBCJICHUI;

D OTCYTCTBHUC 3asIBKH U IIPHJIAra€MbIX K HEH JOKYMCHTOB U CBCI[GHI/Iﬁ B

QJICKTPOHHOM BH/JIC,
D MPpCACTABIICHUC JOKYMCHTOB 1 CBGI[CHHfI B HCIIOJTHOM OGLGMG;

D BBIABJICHUC HCCOOTBCTCTBUS MCKAY JOKYMCHTAMHN U CBCACHUSMMU,
MpCaACTaBJICHHBIMHU Ha 6YM&)KHOM HOCHTCJIC U B 3JICKTPOHHOM BUJIC,

D IMpCaACTAaBJICHUC HCI[OCTOBGpHOﬁ WJIM UCKaKEHHOM I/IH(i)OpMaHI/II/I.

3aMeuaHus;

6. Pe3ynbTar:

D HAIIPpaBUTb B aAPCC 3aABUTCILI 3aMCUYaHUA O HCCOOTBCTCTBHUH YCTAHOBJICHHBIM

TpeOOBAHUSIM JIJIsl yCTPAHEHUS,

D OTKJIOHHUTL B CBA3HU C HC YCTPAHCHHUEM 3aME€UYaHuM B YCTAaHOBJICHHBIC CPOKH.

/
(0ama) (noonucs) (pacwughpoexa noonucu)
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[Ipunoxenue 4

K HpaBHHaM OCYHmCCTBJICHUA ACATCIIBHOCTHU

(hopMyJISIPHON CUCTEMBI

CooTHOLIEHHE YPOBHEH I0KA3ATEJIbHOCTH U IPAJaliii peKOMeHIalMid,
paspadorannbie Oxcdopackum LleHTpom n10Ka3aTEIbHON MeIUIMHBI

YpOoBHHU 10Ka3aTETBHOCTH I'pamanmn
peKoMeHa-
Ui

CucreMaTuueckuii 0030p, paHJOMHU3UPOBAHHbBIE KOHTPOJIMPYEMbIE KIMHUUECKUE HCCIIEOBAHNS, OTAEIBHOE PaHIOMHU- 1 A
3UPOBAHHOE KOHTPOJIUPYEMOE KIMHHUUECKOE UCCIIEI0BaHHE

CucremaTn4ecKkuii 0030p KOrOPTHBIX UCCIIEOBAHNH, WIIH OT/JEJIbHOE KOTOPTHOE HCCIICI0BAHNUE II B
HccnenoBanue TuIa «CIy4ai-KOHTPOJIb» (OTAEIBHOE, THO0 CHCTEMaTHYeCKUI 0030p HECKOJIBKUX) I B
OnucaHue cepuy CirydaeB, HUI3KOKaueCTBEHHBIE KOTOPTHBIC UCCIIE0BaHUS v C
MHeHue >kerneproB 63 TOUHOH KPUTHUECKOH OLIEHKH \Y D

I_HOTJ'IaHI[CKaH MCKBY30BCKas CCThb PYKOBOAAIINX ITPUHIIUIIOB. PYKOBOI[CTBO PRI

paspabotunkoB. KpaTkoe cripaBounoe pykoBoactBo. Hosiops 2015.
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[Ipunoxenue 5
K [IpaBunam ocyiecTBiIeHus AESTEIbHOCTH
(hopMyJISIPHON CUCTEMBI

3akirouenue
HA HAJIMYHE J0KA3aHHO! KIMHUYECKOH 0e3011aCHOCTH M I(P(PeKTUBHOCTH
JIEKapPCTBEHHOI'0 CPeACTBA

1. HacTosimiee 3akioyeHre KacaeTcs MPeCTaBICHHBIX MaTepUalIOB 3asiBUTEIIEM
JUTSl TPOBEICHUS OIIEHKHU U 0TOOpa JICKapCTBEHHBIX cpeACcTB B KazaxcraHckuii
HAITMOHATBHBIN JICKAPCTBEHHBIN POPMYJIISIp.

2. Uadopmanus 06 aHanmmse 3as8BKHU O JEKAPCTBEHHOM CPEJIICTBE (Jajiee aHamu3
3a5BKH):

2.1 cocraB 3KCNIepTOB (Damunus, ums, omuecmso (Npu HAIUYUL), O0JHCHOCHb)

2.2 AOITIOJTHHUTCIIbHBIC TCXHUYCCKHUC NN SKCIICPTHBIC 3aKIIFOUCHUS, ITPUHATBIC BO

BHHUMAaHHUC

3. Mudopmanus o 1eKapCTBEHHOM CPE/ICTBE:

3.1 ToproBoe HauMEHOBaHUE: ;

3.2. MCKAYHAapOAHOC HEIIATCHTOBAHHOC HAaMEHOBAaHHE/COCTAB:

3.3 nexapcTBeHHas popma: ;

3.4 dbapmakoTepaneBTHUYECKas TpyIa; ;

35 KOJ aHaTOMO-TepaHGBTI/I‘{CCKO-XI/IMI/I"ICCKOﬁ KHaCCI/I(i)I/IKaHI/II/II

3.6 peructparus Ha TeppuTopun Pecryonuku Kazaxcran:
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Perucrpa-uuoHHbIi HOMEP ToproBoe HazBaHue [ara perucrparmn/ IIpousBoaurens Jlek. popma Jlo3upoBka

JlaTa nucreuenus

4. Cpoxu NpOBE/ICHUS aHAIN3a 3as1BKU: C o

5. Pe3ynbpTaThl aHamM3a MOKA3aHHOW KIIMHUYECKON O€30TacHOCTH U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA COTIACHO 3asiBKE 3asBUTEIIA.

Pe3ynbTaThl aHanm3a 1€KapCTBEHHOT'O CPEICTBA, MPECTABICHHOTO 3asBUTENIEM U
(WIKM) HAICHHOTO CaMOCTOSITEILHO OpraHU3alMel M0 aHa3y 3asBKU:

5.1 B Mex1yHapOIHBIX UCTOYHHUKAX JAHHBIX MO JTOKA3aTEJIbHON MEAUILIUHE U
MEXKIYHAPOIHBIX KIIMHUYECKUX PYKOBOACTBAX:

B bputanckom HanmoHansHOM JiekapcTBeHHOM (Gopmyisipe u (vin) bputanckom
HAllMOHAJILHOM JIEKapCTBEHHOM (popMyJsipe Jis JieTei (ro/1 BhITYCKa)

B KoxkpeliHoBCcKoO# OMOIMOTEKE

(onucame noopobHO Hanuuue cucmemamuyeckux 0630pos, mema-ananuzos, PKU ¢
yrazanuem ccviiku ha CO, PKU, K1)

B Crnrcke oCHOBHBIX JiekapcTBEHHBIX cpeAcTB BO3 (Mecsil 1 roj1 BbITycKa)

B EBporneiickoM areHTCTBE JIEKApCTBEHHBIX CPEACTB

B Ynpasnenun 1o KOHTPOIIIO MUIIEBBIX TPOIYKTOB U JICKAPCTBEHHBIX CPEACTB
CIIIA

B Mennaiin (ITabMen)
(npu omcymemeuu danuvix 6 Kokpetinogckoii 6ubauomexe, onucams noopooHo

Hanuyue cucmemamuyeckux 0030pos, mema-ananuzos, PKU c yxasanuem ccvinku na
CO, PKHU, K1)

B bpuranckom MenunuHckoM xypHaie «bect IIpaktuc»
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B HannonanbHOM MHCTUTYTE 3pAaBOOXPAHECHUS U COBEPIIEHCTBA MEIUIIMHCKON
nomoiy BenukoOpuranuu

[Tpu He0OX0IMMOCTH UCTIOIB30BATh APYTUE TOCTOBEPHBIE UCTOUYHUKHU
MEXyHAPOIHBIX KIMHUYECKUX PYKOBOJICTB:

5.2 B xnuHn4eckux npotokonax Pecnybnuku Kazaxcran

6. AHanm3 3asBKU U BBIBOJEI ITO KJIWHUYECKOM 3(1)(1)€KTI/IBHOCTI/I JICKaApCTBCHHOT'O

CpeicTBa:

[Toanucu u pacumdpoBKa NOANUCH PYKOBOJUTENSI OpraHU3AIMH, IPOBOIUBILIEH

aHaJInu3.

(Damunus, ums, omuecmeo (Npu HAIUYUU) PYKOBOOUMENSL OP2AHUZAYU)

JlaTa « » 20 T.
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[Ipunoxenue 6
K [IpaBunam ocyiecTBiIeHus AESTEIbHOCTH
(hopMyJISIPHON CUCTEMBI

3akirouenue
HA HAJIM4YHE JOKA3AHHOI0 KJIMHUYECKOr0, ¥ (HWiH) (papMaKOIKOHOMHYECKOT 0
NMperuMy1IecTBa U (MJIM) IKBUBAJIEHTHOCTH 3QPEeKTUBHOCTH, U (MJIN)
0€e30MacCHOCTH N0 CPABHEHUIO € IPYTHMH JIEKAPCTBEHHBIMHU CPEJACTBAMM NPHU
JICYCHUH OIpeeIeHHOr0 3a00/1eBaHU UM COCTOSIHUA HA aMOyJIaTOPHO-
NOJIMKJIMHUYECKOM YPOBHE B YCJOBHSX 3/ipaBooxpanenus Pecnyounku Kazaxcran

1. Hacrosimee 3akitoueHre KacaeTcsl MpeCTaBICHHBIX MAaTEPUATIOB 3asIBUTEIIEM
JUTsl TPOBECHUS OLIEHKU U 0TOOpa JIEKapCTBEHHBIX cpe/icTB B [lepeueHn
JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3ACIUN JUTsi 0CTIIIaTHOTO U (MJIN) IbFOTHOTO
aMOyJIaTOPHOI0 0OeCIeueHUsI OTJETbHBIX KaTerOpH Ipa)KiaH ¢ ONpeI1eICHHBIMU
3aboneBanusMu (coctostHUAMH ) (Hasee — [lepeuens).

2. Undopmanus 06 aHaause 3asBKH O JICKapCTBEHHOM CPEJICTBE (Jajiee aHAIHN3

3a5BKH):

2.1 cocraB 3kcriepToB (PaMuius, UMs, OTYECTBO (IIPU HATUYUH ), TOTKHOCTB)

2.2 AOITOJTHHUTCIIbHBIC TCXHUYCCKHUC WJIN SKCIICPTHBIC 3aKIIFOUCHUS, ITIPUHATBIC BO

BHHUMAHHC

3. Unpopmarus o J1eKapCTBEHHOM CPEACTBE:

3.1 ToproBoe HauMEHOBaHUE: ;

3.2 MCKAYHAPOIHOC HCIIATCHTOBAHHOC HaMMEHOBAHHE/COCTAB:

3.3 nexapcTBeHHas popma: ;

3.4 dbapmakoTepaneBTHUYECKas TPyIa; ;
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3.5 Ko aHaTOMO-TEPANEBTHYECKO-XUMUYECKOMN KITaCCU(PUKALINHN:

3.6 peructparus Ha TeppuTopun Pecriyonuku Kazaxcran:

Perucrpa-unonnslit Homep Toprosoe Ha3BaHue Jata peructpanun/ [IpousBoautens Jlex. popma Jlo3upoBka

JlaTa ucTeueHus

4. Cpoxu NpOBEJICHUS aHAIN3a 3asBKU: C o

5. Pe3ynbTaThl aHANIM3a JOKAa3aHHON KIIMHUYECKON 0€301acHOCTH U
() PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA COTIACHO 3asBKE 3asIBUTEIISL.

Pe3ynbpTarsl aHanm3a JIEKapCTBEHHOTO CPEJICTBA, TPEJACTABIECHHOIO 3asIBUTENIEM U
(W) HAaIGHHOTO CaMOCTOSITEIbHO OpraHU3alMel 10 aHa3y 3asBKU:

5.1 B Mex1yHapOIHBIX UCTOYHHUKAX JAHHBIX 10 JTOKA3aTEIbHOU MEAULIUHE U

MCKAYHAPOIHBIX KIMHUYCCKUX PYKOBOACTBAX!

B bputanckom HalloHaIbsHOM JieKapcTBeHHOM (Qopmyiisipe u (win) bputanckom
HAllMOHAJILHOM JIEKapCTBEHHOM (popMyJisipe Jis JieTe (ro/1 BTy CKa)

B KokpeitHoBCcKkOi#1 OubnanoTeke

(onucame noOpoOHO HATUYUE CUCMEMAMUYecKux 0030pos, mema-anaiusos, PKU ¢
yrazanuem ccoliku Ha CO, PKU, K1)

B Crnrcke 0CHOBHBIX JIeKapCTBEHHBIX cpeAcTB BO3 (MecsIl 1 roj1 BbIITyCKa)

B EBporneiickoM areHTCTBE JIEKAPCTBEHHBIX CPEACTB

B Ynpasnenun 11o KOHTPOIIIO MUIIEBBIX IPOIYKTOB U JICKAPCTBEHHBIX CPEACTB
CIIIA
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B Mennaiin (ITabMen)

(npu omcymemeuu dannvix 6 Kokpetinosckoii bubnuomexe, onucamos noopooHoO

Haauyue cucmemamudeckux 0630p06, mema-anaiu3oe, PKHCyKaSaHM@JVl CCblIIKU HA

CO, PKH, KH)

B bputanckom MmeauumHcKkoM xypHaiie «bect [IpakTucy»

B HaHI/IOHaJII)HOM HHCTUTYTC 3JpaBOOXPAHCHUA U COBCPIICHCTBA MGI[I/IHI/IHCKOI\/’I

nomoiny BenukoOpuranuu

[Ipu HEOOXOIMMOCTH UCIIOJIB30BaTh IPYTrUe JOCTOBEPHbIE HCTOYHUKU

MEKTYHAPOIHBIX KIMHUYECKUX PYKOBOJICTB:

5.2 B xnnHnyeckux nporokonax Pecnyonuku Kazaxcran

6. PesynbraTel ananmmsa 3KOHOMUYECKON 3((HEKTUBHOCTH JICKAPCTBEHHOTO

cpeacTBa COIJIaCHO 3ajABKC 3asABUTCIIA:

Kpurepun ananusa

Pe3yJ’lBTaT aHalinsa

IIpo-
LEHT
oT-
KJI0-
He-
HU

1. IIpencraBieHHass CTOUMOCTb Kypca/

TNIPUMEHCHHMS WU TOAOBOI'0 JICUCHUSA ()Z[I/Ial"HO-
CTHKH, peaGI/IHI/ITaHI/IH u L[p) JICKapCTBEHHOI'O
cpeacraa

BBILIE CTOMMOCTH JIEKAPCTBEHHOTO Mperapara CpaBHCHHUS

COOTBETCTBYET CTOMMOCTH JICKAPCTBEHHOTI'O MIpernapaTa CpaBHEHHS

HIDKE CTOMMOCTH JICKAPCTBEHHOTO IpenapaTa CpaBHEHHs

AHau3 1o 1mKaie OLICHKHU NPEACTABJIICHHBIX 3aTpaT

2. [IpenmyniecTBa 1o 3KOHOMHYECKOiT A pek-
THBHOCTH JIEKAPCTBEHHOTO CPEICTBA B CPaB-
HEHMH C JIEKapCTBEHHBIM IIPENapaToM CpaBHe-
HHS

MPUMEHEHHE JICKAPCTBEHHOTO TIPEMapara IMPUBOIHUT K CHIKCHHIO O0IINX 3aTpaT
Ha OKa3aHUE MEIUIIMHCKOM moMOIIH (BIHSHUE HAa OFOKET)

NpUMEHEHHUE JIEKAPCTBEHHOTO MperapaTa He TpeOyeT yBeTnyeH s OOIIUX 3aTpar
Ha OKa3aHUE MEIUIMHCKOM moMouu (BIHsSHUE Ha OFOKET)

PUMEHEHHE JIEKAPCTBEHHOTO TpernapaTa TpeOyeT yBearnueHus 00IInX 3aTpar Ha
OKa3aHUE MEIUIIMHCKOI MOMOIIH B paMKaxX MPOrpaMMbI TOCYIapCTBEHHBIX TapaH-
THI1 OECIUIATHOTO OKA3aHMs MEAUIIMHCKOW IIOMOIIH (BINSHHUE HA OIOKET)
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7. PCByHBTaTBI aHajin3a NpOoYrX JAHHBIX I10 3asABKEC 3asABUTCIIA:

Kputepun ananusa

COO0T-
BCT-
CTBHEC

Heo6x0auMOoCTh MPHUMEHEHHS JIEKAPCTBEHHBIX CPECTB IS UATHOCTUKH, TTPOMIIAKTHKHY, JICUCHHS WK peabinTannn 3a00sesa-
HUT (COCTOSIHMIA), MPeoOIaatoMX B CTPYKTYpE 3a00JIeBaEMOCTH M CMEPTHOCTH TpaxaaH Pecriyonuku Kazaxcran ([uis craimoHap-
HOH, CTallMOHApO3aMeNIalouIlel 1 CKOPO# MOMOIIIHN), @ TAK)KE YIPABISIEMbIX Ha aMOyJIaTOPHO-TTOJIMKIMHUYECKOM YpOBHE (17151 aMOy-
JIATOPHO-TTOIMKJIMHAYECKON MTOMOIIN) HA OCHOBAHHH CTATHCTHYECKUX JAHHBIX, IPECTABJICHHBIX B 3asBKE

H606X0)Z[I/IMOCTL TNPUMCEHCHHS JICKAPCTBCHHBIX CPEACTB IJI l'[pO(bI/IJ'[aKTPIKI/I, JICUCHHUA U pea6m1m“aum/1 COIIMAJIbHO-3HAYHUMBIX 3200~
JICBAHUU 1 33.60J'IeBaHI/II71, NPEACTABIIAIOINX OITACHOCTDH IJII OKPYXKAIOIIUX, YIIPABIsIEMbIX Ha aM6yIIaTOpHO-HOHI/IKHI/IHI/I‘IGCKOM

yYpOBHE

Heo6x01uMOCTh MPIMEHEHHS JIEKAPCTBEHHBIX CPEICTB TS POGUIAKTHKH, JICICHHUS 1 PeabIINTAINN UCKITIOUNTEIEHO OphaHHBIX
(penkux) 3a00JI€BaHMA, YIPABISEMBIX HA aMOyIaTOPHO-ITOTHKIHHUIECKOM YPOBHE

Hanuune 3apeructpupoBansbiX B Pecriy6nmke Kazaxcran BOCIIPOU3BEICHHBIX JIEKapCTBEHHBIX CPEICTB

Hanuuune noarBepkaeHHs SKCIEPTHON OpraHU3aliy IaHHBIX O TEPANeBTHYECKOI YIKBUBAJICHTHOCTHU U (MJTH) OMOIKBHBAIICHTHOCTH
JUISL BOCIIPOM3BEACHHBIX JICKAPCTBEHHBIX IPENapaToB CO CXOKHUM MEXaHU3MOM (papMaKoJIOrMuecKoro JeHCTBHS IIPU JICYEHHH OIIpe-

JIeJIEHHOT0 3a00JIeBaHUs (COCTOSTHUS)

Hanuuue ananoros B [lepeune

8. AHann3 3aBKHU ¥ BBIBOAEI 110 KIIMHUYECKOU W DKOHOMHUYECKOHN
3(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA:

[Toanucu u pactmdpoBKa MOAMUCH PYKOBOJUTEISI OpraHU3AIMH, TPOBOIUBIIICH

aHaJIn3:

(Damunus, ums, omuecmso (npu HAIUYUU) PYKOBOOUMEN OP2AHU3AYULL)

JlaTa « » 20 T.




