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06 yrBepknermu ITpaBuin popMHUpOBaHNA IEPEIHA JICKAPCTBEHHBIX CPEICTB H MEAHIIMHCKUX
m3ieNdi s 6ecIyIaTHOrO M (MJIH) JIBrOTHOrO aMOYIaTOpHOro 00eCIeYeHns OTIeIbHBIX
Kareropuii rpakgan Pecrmybmmku KazaxcraH ¢ onpezneneHHEIME 3a001eBaHHAMH (
COCTOSTHUSIMH)

[Tpuka3z Munuctpa 3apaBooxpaneHust Pecriyonmuku Kazaxcran ot 29 urons 2021 roga Ne KP
JICM -68. 3apeructpupoBan B MunuctepctBe roctuninu Pecnyonuku Kazaxcran 30 urons
2021 roma Ne 23783

B coorBerctBuM ¢ nmyHkTtoM 131 IlpaBun opranms3anuu M NpOBEICHUS 3aKyIa
JIEKApPCTBEHHBIX CPEACTB, MEAMIIMHCKUX H3JIETUA W CHEHUATU3UPOBAHHBIX JICUEOHBIX
MPOAYKTOB B paMKaxX rapaHTUPOBAHHOTO 00beMa OecIyIaTHON MEIUIIMHCKON TTOMOIITU U (WJIH )
B CHCTEME 00s13aTeIbHOI0 COLMATBHOIO MEIULMHCKOIO CTpaxoBaHus, (papMareBTUYECKUX
yCIIyT, YTBEpXKACHHBIX nocTaHoBieHueM IlpaButenscTBa PecyOnuku Kazaxcran ot 4 urons
2021 roma Ne 375, ITPUKA3BIBAIO:

1. YTBepauTh npuiiaraeMble mpaBuiia GopMUPOBaHUS IEPEUHS JIEKAPCTBEHHBIX CPEJICTB U
MEIULMHCKUX W3AeIuid 11 OecriaaTHOro U (M) JbrOTHOrO aMOyJIaTOPHOrO o0ecreyeHus
OTIIEJILHBIX KaTeropuii rpaxkaan Pecryonuku Kazaxcran ¢ onpeneaeHHbIME 3a00JI€BaHUSIMH (
COCTOSIHUSIMM).

2. JlemapTaMeHTy JE€KapCTBEHHOW MOJUTUKU MUHUCTEpPCTBA 3pPaBOOXPAHEHUS
Pecny6iinku Kazaxcran B yCTaHOBIEHHOM 3aKOHOJIATEIBCTBOM MOPSIKE 00ECIEUUTD:
1) rocy1apcTBEHHYIO PETHCTPALIMIO0 HACTOSALIErO MpHKa3a B MUHUCTEPCTBE FOCTULIMH
Pecny6niuku Kazaxcran;
2) pa3MelleHHE HACTOAIIEro IMpHUKa3a Ha HHTEpHET-pecypce MuHHCTepcTBa
3npaBooxpaHeHus Pecrryonuku Kazaxcran nocie opuiiuaibHOro omyoInKoBaHUS;

3) B TeueHue JecATu pabouMX JHEW MOocie roCy1apCTBEHHON PEruCTpalli HACTOSIIETO
npukaza B MunHuctepctBe toctunuu Pecnyonuku Kaszaxcran npeacTaBieHue B
KOpunuueckuit nenaprameHT MunucTtepcTBa 31paBooxpaHenus PecnyOnuku Kazaxcran
CBEJACHUI 00 MCIOJHEHUH MEPOINPUITUM, MPEAyCMOTPEHHBIX MOJANYHKTamMu 1) u 2)
HACTOSILIETO IMyHKTA.

3. KoHTponp 32 MCNOJHEHHEM HACTOSILIErO MPUKa3a BO3JOKHUTh Ha KYypHPYIOIIETrOo
BHUIIe-MUHHUCTpa 37paBooxpanenus Pecniyonuku Kazaxcran.

4. Hacrosiuuii npuka3 BBOAUTCS B ACHCTBUE MO UCTEUEHUH JECATU KaJCHAAPHBIX JHEH

MIOCJIE JTHS €r0 MEPBOTO OPHUITMATBHOTO Oy OIUKOBAHMSI.

Munuctp 3apaBooxpaHeHUS A. Ljoii
PecriyOnnkn Kazaxcran ’
YTBepKIIeH NpUKa3zoM
MunucTpa 3ApaBOOXpaHEHUS

Pecnyonuku Kazaxcran



ot 29 nrong 2021 rona
Ne KP JICM -68

ITpaBuna ¢popMupOBaHHS HEPETHS ICKAPCTBEHHBIX CPEACTB H MEAUIWMHCKUX U3ACIIHI AT
6ecIuIaTHOrO U (WIH) JIBIOTHOTO aMOynaTopHOro obecedeHns OTAEIBHEIX KaTeroprii TpaXaaH
Pecny6mmxu KazaxcraH ¢ onpeeleHHRIME 3a00J1eBaHUAMH (COCTOSHUAMHA)

I'maBa 1. O0nHe mOM0KEHHS

1. Hacrosmue mpaBuia (QopMHpOBaHUS MEPEUHS JEKAPCTBEHHBIX CPEICTB U
MEIUIUHCKUX U3JIeTTUH i1 OECIUIaTHOrO U (WJIM) JIbIOTHOTO aMOyJaTOPHOTO 0OecTeueHHUsI
OTIIEIBHBIX KaTeropuii rpaxkan Pecnyonuku Kazaxcran ¢ onpeneneHHbIME 3a00J€BaHUSMH (
coctosHusiMU) (nanee — [IpaBuna) paspabortanbl B coOTBeTCTBUU ¢ MyHKTOM 131 IlpaBun
OpraHM3alMy U MPOBEICHMS 3aKyla JEKAPCTBEHHBIX CPEJCTB, MEAUIMHCKUX HU3JEIUN U
CICIMATM3UPOBAHHBIX JICYEOHBIX MPOAYKTOB B paMKaxX TapaHTUPOBAHHOTO 0OBeMa
OecruiaTHOM MEAUIIMHCKOW TMOMOIIM W (WJIM) B CHUCTEME 00s3aTEIbHOTO COIHMAIbHOTO
MEIUITMHCKOTO CTpaxoBaHUs, (papMaIleBTUYECKUX YCIYT, YTBEPKICHHBIX TTOCTAHOBICHHEM
[IpaButennsctBa Pecnmybnuku Kazaxctan ot 4 utonsa 2021 roma Ne 375 u ompenenstor
nopsAI0K (OpMUPOBAHUS TEPEUYHS JEKAPCTBEHHBIX CPEACTB U MEIUIMHCKUX WU3ACTUN IS
O0ecruiaTHOTO W (WMJM) JBIOTHOTO aMOYyJIaTOPHOTO OOECIeueHHs] OTAENbHBIX KaTeropui
rpaxaad PecnyOnuku Kazaxcran ¢ onpeneneHHbIMU 3a00JIeBaHUSIMU (COCTOSIHUAMU) (Haiiee
— TIepeueHb aMOyJIaTOPHOTO JIEKAPCTBEHHOT'O 00ECTICUCHNUS ).

2. OcHOBHbIE TIOHSTHS, UCTIOJIb3yeMble B HacToAuX [IpaBunax:

1) ynolHOMOYEHHBIN OpTraH B 00JaCTH 3[paBOOXpaHEHHUs (ajee — yIOJTHOMOYCHHBIH
OpraH) — UEHTPAJIbHBIM HCHOJHUTEIbHBIA OpraH, OCYIIECTBISIOMMNN pPYKOBOACTBO U
MEKOTPACIEBYI0 KOOPAMHALMIO B OOJIACTHM OXpaHbl 3J0pOBbs TrpaxiaaH PecmyOnuku
Kazaxcran, wMeauiMHCKONW W  (QapManeBTUYECKOW HAyKH, MEIUIMHCKOTO W
(hapmaneBTUYECKOTO 00pa30BaHUs, CAHUTAPHO-AMUJIEMUOJIOTUUECKOT0 OJaromnoayydns
HaceJIeHHs, OOpalleHusl JICKAPCTBEHHBIX CPEJACTB M MEIMIIMHCKUX HW3JCNINi, KadyecTBa
OKa3aHMsI MEIULIMHCKUX YCIYT (TOMOUIN);

2) JEeKapCTBEHHOE CPEICTBO — CPEACTBO, MPEACTABISIONIEe COOON HIIM CONepKaIee
BEILIECTBO JTMOO KOMOMHAIIMIO BEUIECTB, BCTYIMAIONIEE B KOHTAKT C OPTaHU3MOM Y€JIOBEKA,
npeaHa3HaYeHHOE AJIs JIeUeHUs, MPOPUIAKTUKY 3a00JIeBaH YeIOBEKa UIM BOCCTAHOBIICHUS
, KOPpEKIMH WM U3MEHEHUs ero (U3HOJOTHYeCKUX GYHKIUH TOCPEICTBOM
(hapMaKoJIOruyecKoro, UMMYyHOJIOTHYECKOTO JTUO0 META0OINYECKOTO BO3JECHCTBUS, WIIH IS
JTUArHOCTUKH 3a00JI€BaHUN U COCTOSIHUSI YEJIOBEKA;

3) rocyaapcTBeHHas 3KCIEpTHAsl OpraHu3anus B chepe oOpalleHHs JEeKapCTBEHHBIX
CPEACTB M MEAMIMHCKUX M3JIEIUid — CyOBEKT TOCYJapCTBEHHON MOHOIOJUH,
OCYIIECTBIISIIOIIUN  MPOU3BOJICTBEHHO-XO3SUCTBEHHYIO JEATENBHOCTh B  00JacTu



3IpaBOOXpaHEeHUs Mo obecrnedyeHuro Oe3omacHOCTH, S(PGPEKTUBHOCTH U KadecTBa
JIEKAPCTBEHHBIX CPEACTB U MEIUMUMHCKUX U3JENUil (anee — rocyJapcTBEHHas dKCIEpTHAs
OopraHu3anus);

4) MexayHapOJAHOE HENMATEHTOBAHHOE HAa3BaHME JIEKAPCTBEHHOI'O CPEICTBA — Ha3BaHUE
JIEKApCTBEHHOI'O CPEICTBA, PEKOMEHAOBAaHHOE BCceMUpHOM opraHu3anyen 3ApaBoOXpaHEHNs;

5) KIMHUYECKUN MPOTOKOJ — HAYYHO JOKa3aHHbIE PEKOMEHJIAIMK MO0 MPOPUIAKTHUKE,
JUArHOCTUKE, JICUCHHIO, MEIUIIMHCKOW peadWIUTalU W NaJUIMAaTUBHON MEIUIIMHCKOU
MOMOIIH MPH OIPEIETICHHOM 3a00J€BaHUH UM COCTOSIHUM MAllMEHTa;

6) nepeyeHb JIEKaPCTBEHHBIX CPEACTB U MEAUITUHCKUX U3JETUN JJIsl OECIIaTHOTO U (UITN)
JBFOTHOTO aMOyJIaTOPHOTO OOECIeUeHHs] OTACIbHBIX KaTeropuid rpaxaaH PecmyOmuku
Kazaxcran c onpezeneHHbIMU 3a00J€BaHUSMH (COCTOSTHUSIMH) — MEPEUEHb JIEKAPCTBEHHBIX
CPEeACTB, MEIUWLIMHCKUX H3ACNHI U CHEeNHAIU3UPOBAHHBIX JIEYEOHBIX MPOIYKTOB,
3aKyMaeMbIX 3a cYeT OIKETHBIX CpPEeACTB M (MJIM) aKTUBOB (OHJA COIMAIBHOTO
MEIHMIMHCKOIO CTpPaxOBaHUs B paMKax TapaHTHPOBAHHOIO o00beMa OecCIIaTHOU
MEJUIIMHCKON TOMOIIU U (UJIM) B CHUCTEME 0053aT€IbHOTO COIHMAIBHOTO MEIUIIMHCKOTO
CTpaxoOBaHUsl NpPU OKAa3aHUU MEPBUYHON MEAMKO-CAHUTAPHOW U CHEUUATU3UPOBAHHOU
MEJIUIIMHCKOW TMOMOIIM B aMOyJIaTOPHBIX YCJIOBHSX, BKIIOYAIONWNA HAaWMMEHOBAHUS U
XapaKTEPUCTUKHU JIEKAPCTBEHHBIX CPEICTB, MEIULIMHCKUX W3/EIUNA U CHelMaIn3uPOBaHHBIX
ne4eOHBIX MPOAYKTOB B pa3pes3e OTACIbHBIX KaTeropuid rpaxkaan Pecryonuku Kazaxcran c
OTpeICTICHHBIMU 3a001€BaHUSMHU (COCTOSHUSIMM);

7) KazaxcTaHckuél HallMOHAJBHBIA JIEKAPCTBEHHBIM (GOpMYNsp — MepeueHb
JIEKapCTBEHHBIX CPEJICTB C JJOKA3aHHOW KIIMHUYECKOU 0€30MacHOCThIO U 3(PPEKTUBHOCTHIO, a
Takke Op(haHHBIX (pPEeIKUX) JIEKapCTBEHHBIX MPENapaToB, SBISIOMIMICA 00g3aTeNbHOU
OCHOBOH UIsl pa3pabOTKU JIEKapCTBEHHBIX (OPMYISIPOB MEIULMHCKUX OpraHu3anuil u
(bopMupoBaHUs CIUCKOB 3aKyla JEKAPCTBEHHBIX CPEACTB B paMKax T'apaHTHUPOBAHHOTO
o0BbeMa OeCTUTaTHON METUITMHCKON MTOMOIIHU U (WIH) B CUCTEME 0053aTeTbHOTO COIMAIIBHOTO
MEIUIMHCKOIO CTPaXOBaHMS;

8) MEIWLMHCKHE U3JENus — U3JAeNIUs MEAULUMUHCKOIO Ha3HAYeHHs U MEAULMHCKas
TEXHUKA;

9) o0s3aTenbHOE COLMATIBHOE MEIUIMHCKOE CTPAXOBAaHHME — KOMIUIEKC MPaBOBBIX,
DKOHOMUYECKUX W OPTaHU3AIUOHHBIX MEp IO OKa3aHWUI0 MEIUIIMHCKON TOMOIIU
NOTpeOUTENIM MEAUIMHCKUX YCIYT 3a CUET aKTUBOB (JOHJA COLMATBHOTO MEIUIIMHCKOIO
CTpaxOBaHUS;

10) rapanTUpoBaHHBIM 00BEM OeCIIaTHONW MEIUIIMHCKOW IMOMOIIUM — O00beM
MEAMIIMHCKON TOMOIIIH, TPEIOCTABIIIEMOI 3a cueT OIOJKETHBIX CPE/ICTB.

3. [lepedyenb aMOyIaTOPHOTO JIEKAPCTBEHHOI'O0 00ECTIEUeHHS BKIIIOUaeT HAMMEHOBAHHE
3a00JIeBaHUN W KAaTETOPUU Tpa)KJaH, MOJJIEKAIUX OecIylaTHOMY W (WJIH) JBIOTHOMY
00eCleYeHnI0 JICKaPCTBEHHBIMU  CPEJICTBAMHU, MEIMIMHCKUMH HU3JCIUSIMH U
CIELUATM3UPOBAHHBIMUA  JIEYEOHBIMM MPOJYKTAMH, T[OKa3aHUs sl Ha3HAYCHHS



JIEKapCTBEHHBIX CPEJICTB U HAMMEHOBAHHE JIEKAPCTBEHHBIX CPENICTB, MEAUIIMHCKUX U3ACIUN
Y CICIUATM3UPOBAHHBIX JICUCOHBIX MTPOTYKTOB C YKa3aHUEM UX XapaKTEPUCTHUKH.

4. HammenoBanue 3aboneBanHuil GopMuUpyeTCs ¢ yKa3aHUEM KOIWPOBAHUS TIO
MEXTyHapOIHOM CTaTUCTHUECKOM Kiaccudukaruen 6osesneit u npoosiem (nanee —MKb-10),
HAaMEHOBAHUE JICKAPCTBEHHBIX CPEJICTB C YKa3aHHEM KOJa aHATOMO-TEPANeBTHYECKOU C
yKa3zaHHEeM KoJla aHaToMO-TeparneBThuuecko-xummudeckod (ATX) kmaccudpukanuu
JIEKapCTBEHHBIX CPECTB.

I'maBa 2. Ilopsnok ¢popMApOBaHUSA IEPETHA JIEKAPCTBEHHBIX CPEACTB H MEIUIIMHCKAX H3EIHi
U1 GecIuIaTHOro  (WIH) JIBTOTHOTO aMOyaToOpHOro obecreueHus OTACIbHBIX KaTeropmi
rpaxpaal Pecy6mmxu Kasaxcran ¢ onpeneneHHEbIMU 3a00/1€BaHUAME (COCTOSHUIMM)

5. 3a0oneBaHus BKIIOYAIOTCS B MIEpEYEHb aMOYJIaATOPHOTO JIEKAPCTBEHHOT'O 00ECTICUeHHUS
MIpY HATUYUH B:

1) mepedHe coluaibHO 3HAYMMBIX 3a00JIeBaHUM, YTBEPKACHHBIN MprukazoM MuHuUCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 23 centsiops 2020 roga NeKP JICM-108/2020 (
3aperucTpupoBaH B PeecTpe rocyaapcTBEHHON perucTpali HOPMATUBHBIX TPAaBOBBIX aKTOB
Ne 21263);

2) mepeyHe XPOHUYECKUX 3a00JICBaHUHN, TIOICKAIINX JTUHAMUYECKOMY HAOIIOCHUIO,
yTBEPKACHHBIN mpukazoM MunHucTpa 3apaBooxpaHenus PecnyOnuku Kazaxcran ot 23
cenTsa0ps 2020 rona Ne KP /ICM-109/2020 (3apeructpupoBal B Peectpe rocy1apcTBEHHON
perucTpaly HOpMAaTUBHBIX IPABOBBIX akTOB Ne 21262);

3) nmepeuyHe opdaHHbIX 3a00J€BaHUM, yTBEPKAEHHBIM NpHKa3zoM MuHHUCTpaA
snpaBooxpaHenus Pecry6aukn Kazaxcran ot 20 okts6ps 2020 roga Ne KP JICM-142/2020 (
3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpalii HOpPMaTUBHBIX IPABOBBIX aKTOB
Ne 21479);

4) KIMHUYECKOM MPOTOKOJIE MOKA3aHUI K METUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOTO
CpeacTBa WM MEAUUMHCKOTO U3AEAusd U OKa3aHWs MEIUIMHCKONM IOMOIIHA B
aMOyJIaTOPHBIX YCIOBHSIX.

6. Kareropuu rpaxxajaH ¥ MoOKa3aHMs Ui HAa3HAYEHHS JIEKAPCTBEHHBIX CPENICTB
OTIPEJIENSIIOTCSA B COOTBETCTBHUH C AMHUAEMHOJIOTUYECKUMH TAaHHBIMU 10 PACHpPOCTPAHEHHOCTH
3a00eBaHMs (COCTOSIHUS) y OT/AENIbHBIX KAaTEropuil HAaceleHHUs Ha OCHOBAaHUU aHaIM3a,
IIPEJOCTABIIIEMOTO IOJBEJIOMCTBEHHON OpraHuM3alyyd YIOJIHOMOYEHHOTO OpraHa, B
KOMIIETEHIIMIO KOTOPOM BXOJST BONPOCH! OIEHKH TEXHOJOTUU 37paBOOXpaHEeHUs (nanee —
LlenTp).

7. IlopsIoK BKJIIOUEHHUSI JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3JEIUI B IEPEUCHb
aMOyJIaATOPHOTO JIEKAPCTBEHHOT0 00ECIIEYEHUs BKIIFOUAET B ce0s1 CeAyIOLIEE:

1) momava 3asBIEHHUS MPOU3BOAUTENS WIM €ro O(QUIIMATBLHOTO MPEIACTABUTENS B
Pecnyonuke Kazaxcran (nanee — 3asiBurens) B LleHTp;

2) mposeaenue LlenTpom npodeccuoHanbHOM SKCIEPTU3HL;



3) noaroroBka LleHTpoM 3aKiIFOUEeHHS 110 Pe3yIbTaTaM MPoPEeCcCHOHATBHON SKCIIEPTU3BI
1711 DopmMyIIpHON KOMUCCUH;

4) paccMOTpeHue U NpuHATHE penieHuss PopMyIsIpHOM KOMHCCHMEW Ha OCHOBAHUU
3aKJII0YEHUS TI0 pe3yibTaTaMm npodhecCuoOHaAIbHONW IKCIIEPTU3bL;

5) popMupoBaHrE YIIOTHOMOUYEHHBIM OPTaHOM IE€PEUHs aMOYyIaTOPHOTO JIEKAPCTBEHHOTO
oOecrieyeHusl.

8. 3asButens noxaetr B LleHTp 3asBieHue no popme, corinacHo MPHIOKEHHUIO 1 K
HacTosAmuM [IpaBunam.

3asiBJIeHHME COCTaBIAETCS Ha KAa3aXCKOM HJIM PYCCKOM SI3bIKE, MOINUCHIBAETCS
YIOJIHOMOYEHHBIM JIUILIOM 3asiBUTEII.

K 3asiBneHuto npuiiaratorcsi:

1) mocke, COCTaBIIGHHOE B COOTBETCTBUU € (POPMOIA, MPeTyCMOTPEHHBIMU B IPUIIOKEHUN
2 x HactosawuM [IpaBunam;

2) Mmatepuasbl (CTaThbU, PE3IOME, U3 HAYYHBIX W MEIUIIMHCKUX MyOJUKAIUi),
NOATBEPKIAIOIINE CBEACHUSA, COAECPIKAIINECS B 1OChE HA A3bIKE OPUTHHANA B BUIE MOJHBIX
TEKCTOB, B IIEPEBOJIC HA KA3aXCKUW WU PYCCKUM A3BIK.

Marepuanbl, yKka3aHHbIE B HACTOSIIEM IYyHKTE, MPEICTABISIOTCS HAa OyMa)XHOM U
AJIIEKTPOHHOM HOCHUTENSIX B ABYX AK3EMIUISIPax.

KomMriekT nmpeicTaBieHHbIX JOKYMEHTOB Ha OyMa)KHOM HOCHTEJIE MPOITHYPOBBIBAETCS,
CTpaHMIIBl TPOHYMEpOBBIBatoTCs. Ha 000pOoTHOUM cTOpOHE MOciaeaHEN CTpaHULbI JeiaeTcs
3anuch: "Bcero mpouHypoBaHoO, MPOHYMEPOBAHO _ CTPaHHMI', KOTOpas yAOCTOBEPSAETCA
HNOAMUCHIO YIIOJTHOMOYEHHOTO JIMIA 3asIBUTEIIS.

9. LlenTp ¢ MOMEHTa MOCTYIJIEHUS] MaTEPUAIOB, YKAa3aHHBIX B MyHKTE 8 HACTOSIIMX
[IpaBui, MpoOBOAKUT UX MIPOBEPKY HA MOJHOTY U MPABUIBLHOCTH OPOPMIICHUS TIPEICTABICHHBIX
JIOKYMEHTOB, B CpOK He 0oJiee 5 (MmsITH) pabodyux THEH.

[To pe3ynbpTaTam npoBepku LIeHTp COCTaBISET 3aKIIIOYEHNE C YKA3aHUEM BBISIBICHHBIX
3aMedaHuil (Mpu HaIM4KUK) 1o popmMe, COTJIACHO MPHIIOKEHUI0 3 K HacTosmuM [IpaBunawm,
KOTOpPOE€ HAIpaBJISIETCS 3asBUTENIO JUIsl YCTpaHEHUs 3amedaHuil B Teuenue 10 (mecsitu)
pabounx JHEH.

[Ipu HenpencraBieHuu 3asButeneM B TedeHue 10 (mecsatu) pabouux AHEH B paMKax
YCTpaHEHHUsI 3aME€UaHU 3aIPOIICHHBIX MaTepUaJIOB WIM MTUCbMEHHOTO 000cHOBaHuUs, LleHTp
MpEeKpaIlaeT pacCCMOTPEHHUE 3asIBICHUS U TOChE UIsl BKIIFOUEHHSI B IIepeYeHb aMOyJIaTOPHOTO
JIEKapCTBEHHOTO 00ECTIeueHUsl.

B ciyuyae mosHOTHI M MPaBUIIBHOCTH O(OPMIICHHUS MTPEACTABICHHBIX JOKYMEHTOB JTHUOO
ycTpaHeHus 3amedyaHuii B Teuenue 10 (mecartu) pabounx AHEH MaTepuaibl IEPeIaroTCs s
pOBeJIeHUs MPOPECCUOHATBHON HKCIIEPTHUBHI.

10. Ientp npoBoauT npodecCuOHAIbHYI0 AKCIEPTU3y B Cpok He Oomee 40 (copoka)
pabouux JHEW, HA OCHOBAHUM JOTOBOPA, 3aKIIOYEHHOTO C 3asBUTENIEM B COOTBETCTBUU C
IpaKJaHCKUM 3aKOHOIaTEIbCTBOM.



11. B xone mpoBeaenus npodeccuoHanbHOM dKcepTusbl LIeHTpoM B CpOKH, yKa3aHHBIC B
nyHkTe 10 HacTosmux [IpaBuit, mpoBOASTCS CAEAYIONIME UCCIEAOBAHNUS:

1) HayMuus IeKapCcTBEHHOTO cpeAcTBa B Ka3axcTaHCKOM HAallMOHAJILHOM JIEKAPCTBEHHOM
dbopmysipe, yTBEpKIaeMOM B COOTBETCTBUU C MOAMYHKTOM 46) crarbu 7 Kogekca;

2) HaNM4Msl yTBEPKJICHHOW MpeAebHON 1EHbl Ha JIGKAPCTBEHHOE CPEJCTBO C YUYETOM
JIeKapCTBEHHOM (POPMBI, JO3UPOBKU, KOHIIEHTpPAUMM W OO0ObEeMa WU TEXHUYECKYIO
XapaKTepUCTUKy MeaunuHckoro miaenus B pamkax ['OBMII u (unu) cucteme OCMC,
YTBEPKIAEMOM B COOTBETCTBUU C MMyHKTOM 3 ctatbu 245 Kozekca;

3) HanmMuus KoJla aHaTOMO-TeparneBTuaecko-xumudeckon (ATX) knaccuduxanuu;

4) cOOTBETCTBUSI MEXKAYHAPOIHOIO HEMMATEHTOBAHHOIO HAUMEHOBAHHUSI JIEKAPCTBEHHOTO
CpeCTBa U €ro JIEKAPCTBEHHOW ()OPMBI U JTIOZUPOBKU MM TEXHUYECKON XapaKTepUCTUKHU
MEIUIUHCKOTO HW3JEIUs M €ro KOMIUIEKTAllMM W SKCIUTyaTal[MOHHBIX XapaKTEPUCTUK
['ocymapcTBEHHOMY peecTpy JIEKAPCTBEHHBIX CPEACTB U MEIAULIMHCKUAX W3IEIINI;

5) cOOTBETCTBUS MOKA3aHUN K MEIULIMHCKOMY MTPUMEHEHHUIO JIEKAPCTBEHHOI'O CPEICTBA
WM MEIWIMHCKOTO M3JENIUs KIMHUYECKUM IMPOTOKOJIaM, MO KOTOPBIM JIEKAPCTBEHHBIE
CpelCTBAa U MEIULIMHCKHUE U3JIETUsl PEKOMEHIYIOTCA I OKa3aHUs MEAUIIMHCKON MOMOIIH B
aMOYJIaTOPHBIX YCIOBUAX, U HHCTPYKIIMH IO MEAUITTHCKOMY MTPUMEHEHUIO JIEKAPCTBEHHOTO
CPEIICTBA UJIM MEAUIIMHCKOIO U3/IETHs;

6) HaIM4Yue JEKApCTBEHHOTO CPEJCTBAa B MEXKIYHAPOAHBIX MCTOYMKAX HAHHBIX IO
NOKa3aTeNbHON MEIULIMHE U MEKITYHAPOAHBIX KIMHUYECKUX PYKOBOICTBAX;

7) HaMWYUS KIIMHAYECKOTO ¥ (MJTN) KITMHUKO-3KOHOMHUYECKOTO ((hapMaKOdIKOHOMUYIECKOTO
) MpeuMyIlecTBa WJIM SKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O CPEACTBA WU MEIUIMHCKOTO
U3JeNIHs], TI0 CPAaBHEHUIO C MMEKIIMMHUCA B NEpedyHEe aMOyJIaTOPHOIO JIEKapCTBEHHOTO
oOecrieueHus JeKapCTBEHHBIMHU CPEJICTBAMH WJIM MEIUIIMHCKUMU U3JICTUSIMHU MPU JICUCHUH
OIPEJEICHHOT0 3a00JIEBaHUS UM COCTOSIHUS Ha aMOyIaTOPHO-TIOIUKINHUYECKOM YPOBHE B
yCIIOBHSIX 31paBooxpaHeHust Pecrryonuku Kazaxcran.

12. Tlo pe3ynbraram npodeccuoHaibHON 3KcrepTu3bl LieHTp B cpok He Oosee 5 (TSATH)
pabounx IHEH COCTaBISIET 3aKJIIOUYEHUE MO PopMe, COTTACHO MPUIIOKEHUIO 4 K HACTOSIINM
[IpaBuinam Kk KOTOpOMY MpUJIAraroTCs NOATBEPKAAOLINE TOKYMEHTHI, IPETYCMOTPEHHBIE B
noanyHkrax 1), 2), 3),4), 5), 6), 7) nynkra 11 nacrosimux [IpaBun (ganee - 3akiitoueHue).

13. ®opmynsspHass KOMUCCHSI pacCMAaTPHUBAET MPEACTaBIEHHOE [[eHTpoM 3aKkiItoueHne u
OIICHUBAET COOTBETCTBUE JICKAPCTBEHHOT'O CPEACTBA MOANYyHKTaM 1), 2), 3), 4), 5), 6), 7) unu
MEJIUIIMHCKOTO U3Jeusl NOANyHKTaM 2), 3), 4), 5), 6), 7) mynkra 11 Hacrosmux [IpaBun, c
Y4ETOM KOTOPOr0 MPUHUMAETCS PEIICHHE O BKIIIOYEHUHU JIEKAPCTBEHHOTO CPEICTBA WIIH
MEAMIIMHCKOTO U3JIENINS B IIepeueHb aMOyIaTOPHOTO JIEKAPCTBEHHOTO 00ECIIEYeHHS.

14. Ilpu BKJIIOYEHHH B NEpeyeHb aMOyJIaTOPHOrO JEKAPCTBEHHOTO OOECIeueHUs
JIEKapCTBEHHOI0 CpeAcTBa BXOAsAmMX B CHUCOK OCHOBHBIX JIEKAPCTBEHHBIX CPEICTB
BcemupHoii opraHu3anvu 34paBOOXPAHEHHS [JIsl JICYEHHUS COLMAIbHO 3HA4YMMOIO
3a007€eBaHMs, IEPEYEHb KOTOPBIX OMpPEEIsSeTCS B COOTBETCTBUM C MOAMYHKTOM 158) myHKkTa



1 crateu 1 Kopekca, monmyckaerca paccMorpenne @opMyJIIpHOM KOMUCCHEN BKIIFOYEHUS
JIEKapCTBEHHOTO CPEACTBA WMJIM MEAUIMHCKOTO H3AENUs B IMEepedyeHb aMOylIaTOPHOIO
JIEKapCTBEHHOTO 00eCcTeueHus 10 HHUITUATUBE YIIOJTHOMOYEHHOTO OpraHa.

15. Ilpunartue peueHuss 00 HUCKIIOYEHUM JICKAPCTBEHHBIX CPEJCTB, MEIUIIUHCKUX
M3JEIUA U CHEHUAIM3UPOBAHHBIX JIEYEOHBIX MPOAYKTOB M3 MEpedHsi aMOyJaTOpPHOTO
JIeKapCcTBEHHOro obecrnedeHus: PopmyIsipHOM KOMUCCHENH paccMaTpUBAETCS IO UHUIIMATUBE
YIIOJITHOMOYEHHOT'O OpraHa IIpy HaJIU4YMHU OJTHOTO U3 CIEAYIOIIUX OCHOBAHUM:

1) uckIIOUEHNHU JIEKaPCTBEHHOTO CPEJICTBA, C yUeTOM JiekapcTBeHHOU popmbl n3 KHD;

2) BKJIIOUYCHUHU aJIbTEPHATHUBHBIX JICKAPCTBEHHBIX CPEICTB U U3JCIUN MEIUIIUMHCKOTO
Ha3HA4YCHUsI, 00JIaJAI0ONUX JOKA3aHHBIMUA KIMHUYECKUMH U (WK) PapMaK0dIKOHOMHYECKUM
MIPEUMYIIECTBOM, U (MJIM) OCOOCHHOCTSIMU NEUCTBUS, U (MiIH) O0JIbIei 6€301aCHOCThIO MPHU
TUArHOCTHKE, MPO(UIAKTUKE, JICUCHUH WIM peadmiuTanuu 3a00JeBaHUi, CHUHIPOMOB U
COCTOSIHMH;

3) NOSIBIEHHH CBEJAEHUN O TOKCMYHOCTU WJIM BBICOKOW YAaCTOTE HEXKENaTebHBIX
NOOOYHBIX SIBJICHUM MPU MPUMEHEHHUH JICKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX W3JCIUM,
MIPEICTABICHHBIX TOCYJAPCTBEHHBIM OPraHoOM B c(epe 0OpalleHus JIEKapCTBEHHBIX CPEJICTB
Y MEJIMIIMHCKUX W3/IEIIN;

4) MpUOCTaHOBJIECHUM MPUMEHEHHUS JICKAPCTBEHHBIX CPEACTB U MEAMIIMHCKUX W3JICIIUM
CIICIIMATM3UPOBAHHBIX JIeYeOHBIX TPOAYKTOB B Pecnybnmke Kazaxcran pemieHnem
rocyJJapCTBEHHOI'0 opraHa B cdepe oOpalieHus: JeKapCTBEHHBIX CPEICTB U MEAUIIMHCKHUX
WU3CIINI;

5) OTMEHEe rocyAapCTBEHHON PErHCTpPAIMU JEKaPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
U3JIeNIM pEelIeHUEeM T'OCYJIapCTBEHHBIX OpPraHoB B cdepe oOpallleHHs JIEeKapCTBEHHBIX

CpCACTB U MCANINHCKHX I/IB,Z[CJ'II/Iﬁ;

[Ipunoxenue 1 k IlpaBunam
(hopMupOBaHMSI TEPEUHS
JIEKapCTBEHHBIX CPEJICTB

Y MEAWIMHCKUX M3JENU 1St

OecriaTHOTO | (MJIH) JILITOTHOTO
aMOyIIaTOPHOTO 0OecIIeUeHUS
OTAEJIBHBIX KaTETOPHH TpakaaH
Pecny6mmku Kazaxcran ¢
oTIpeieIeHHBIMU 3a00JIeBaHISIMH (
COCTOSIHUSIMH)

dopma

3asBieHHe Ha BKIIOIEHHE JIEKAPCTBEHHOTO CPEJICTBA MM MEIUIIMHCKOTO U3/IE/IAA B IEPEICHD
JIEKapCTBEHHBIX CPEJCTB ¥ MEAMIIMHCKUX M3AEIHH U1 OeCIIaTHOrO U (WIN) JIEIOTHOTO
amOynaTopHOro obecredeHnA OTIeNbHBIX KaTeropuii rpaxnan Pecy6imku Kasaxcran ¢
onpeaeNeHHBMH 3a00/IeBaHUAMH (COCTOSHUAMM)

1. Uudopmarnus o 3asBuTENE:
1) HaumMeHOBaHME OpraHU3aluu;



2) ®.1.0. (mpu ero HAJIMYKUK ) OTBETCTBEHHOIO JIUIIA, TOJKHOCTb;

3) MecTo HaxXOXKJIEHHUs OpraHU3alUu-3asiBUTENS (FOPUIUYECKUN aJipec, (HaKTUUYECKUil
azapec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;

5) Homep Tenedona u(um) daxca;

6) e-mail:

2. OO0wast uadopmanus 1Mo 3asBICHHOMY JeKapCcTBEeHHOMY cpeacTBy (aanee —JIC) unu
MeauIUHCKOMY m3aenuto (manee — M) B cooTBeTcTBUU ¢ ['OCynapCcTBEHHBIM peecTpoM
JIEKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3IECIIHIA:

1) ToproBoe HaumeHoBanue JIC nimn MU;

2) MexAyHapoAHOE HenaTeHToBaHHOe HauMeHoBanue JIC wiam TexHuueckas
xapakrepuctuka MU unn coctaB JIC (nelicTByrollie U BCIOMOTaTelIbHbIE BEILIECTBA) WU
KoMIutekTauusa MU, npennaraeMoro sl BKIFOYEHUS,

3) nexapctBeHHas ¢popma U J03UpoBKa, KoHueHTpauus JIC unu sKkcmiyaTalfuoOHHbIE
xapakrepuctuku MU;

4) papmakorepaneruueckas rpynmna JIC u ATX kox unu Buag MU, B COOTBETCTBUU C
rJI00aJIbHON HOMEHKIATypoi MmeaunuHckux u3aenuii (GMDN);

5) cBeneHus 0 TOCyJapCTBEHHOM peructpaiuu 3assieHHoro JIC unu MU B PecnyGmiuke
Kazaxctan (yka3plBaeTcs JaTa M HOMEpP PETUCTPALMOHHOIO YJOCTOBEPEHUS, TaKKE K
3asIBJICHUIO IIPUJIAraeTCsl KOMUSL PErUCTPAIMOHHOTO YAOCTOBEPEHUS);

6) cnoco6 npumenenus JIC win ycnoBust npuMeHenust M.

3. Uudopmanusa ans Bxiatouenus JIC wnu MU B mepedenp amMOylaTopHOTO
JIEKapCTBEHHOT'O 00ECIIeUCHHUS:

1) 3asBrsieMoe nokazanue (3a00ieBaHUE WU COCTOSIHHE) U IIeJIeBas TPYyIIa MalueHToB (
KaTeropusi TpaKJaH), JJIs BKJIIOYEHHUS B TNEpeYeHb amMOyJIaTOPHOIO JIEKapCTBEHHOIO
o0OecIeYeHus;

2) nanmuuue JIC i MU B KazaxcTraHckoM HallMOHAJILHOM JIEKapCTBEHHOM (DopMyIisipe;

3) yTBepkneHHas npenenbHas 1ieHa Ha JIC ¢ yueTrom ekapcTBEHHOUM (OPMBI, TO3UPOBKH,
KOHIIEHTpauuu U oO0bemMa wirn MU c ydeToM KOMIUIEKTAMM M DKCILUTyaTallMOHHBIX
xapaktepuctuk B pamkax 'OBMII u (umm) cucreme OCMC;

4) npennoxeHus: 3asiBUTEIIsI OTHOCUTEIBHO BO3MOKHOCTH COTJIAIIEHUS 0 Pa3AeIeHUIO
3aTpaT WM PUCKOB, a TaKXe€ BO3MOXKHBIM CKUAKAM U (MJIM) cXeMaM O0eCIHeuHBaIOIIIM
JNOCTYIHOCTb JIJIs MalNEeHTA;

Ecnu nocke cofepkut KOHPUACHIMAIbHYI0 HHPOPMALIHIO, YKa3aTh, Kakas HHGopMaIus
ABJISICTCS KOH(PUACHIIMAIBHONM W TPEJOCTAaBUTh OOOCHOBAaHHME KOH(PHUACHIIUAIBHOTO
XapakTepa 3To HHPpOpMaIIUH.

JIOMKHOCTD YITOJITHOMOYEHHOIO JIMLA 3asABUTEIIS [Toanuck

®.1.0. (mpu ero HAJIUYUN) JlaTta

[Iprnmevanus:




[Mpumeuanusi: O0beM 3asiBJICHUS HE MIPEBBINIAECT 5 CTPAHUI] U OCHOBBIBAECTCS] HA CBOJHOU
uH(pOpMaAUU U3 TOChE.

ITpunoxenue 2 x [IpaBunam
(hopMHpOBaHUS MTEPEUHS
JIEKapCTBEHHBIX CPEJICTB

Y MEAWIIMHCKUX M3IENU IS

OecruiaTHOTO 1 (WJTH) JIbTOTHOTO
amMOyIaTOpHOTO 0OecreueHNs
OTZAEJBHBIX KaTeTOPUH rpakJIaH
Pecny6mmkn Kazaxcran ¢
OTIpEICIICHHBIMU 3a00JICBAHUSIMH (
COCTOSTHUSIMH )

dopma

Jlocbe JIeKapCTBEHHOT'O CPEACTBA WM MEUIMHCKOTO H3/IEH U1 BKIIOYeHHA B IEPEICHb
JIEKapCTBEHHBIX CPEACTB M MEOUIIMHCKUX M3JEIHi I 6eCIUIaTHOrO U (WIH) JILTOTHOT'O
aMOymaTopHOro o6ecrmedeHusa OTAENbHBIX KaTeropuii rpaxaad Pecny6imkn Kazaxcran ¢
OIIpeJIeICHHRIMH 3a00J1€BaHUAMH (COCTOSHUSIMA)

1. Uadopmarusa no jgekapcTBeHHOMY cpelcTBy (nanee — JIC) uiu MeaUIIMHCKOMY
maenuto (nanee — M) B cooTBeTcTBUU C ['OCyAapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX
CPEACTB U MEUIIMHCKUX U3JICIIUMN:

1) ToproBoe HanmeHoBanue JIC nnu MU:

2) MeXJIYyHapoJHOE HenaTeHToBaHHOe HaumMmeHoBaHue JIC wiaum TexHUueckas
xapakrepuctuka MU wnu coctaB JIC (nelicTByrolliie U BCIIOMOTaTelIbHbIE BEILIECTBA) WU
KoMIuiekTauus MU, npennaraeMoro st BKIOYEHHUS:

3) nexapctBeHHas ¢popma U J03UpoBKa, KoHueHTpauus JIC unm sKkcmiyatallmoOHHbIE
xapakrepuctuku MU:

4) dbapmakotepaneBTuueckas rpymmna JIC 1 aHaTOMO-TepaneBTUYECKO-XUMHUECKUM KO/ (
nanee — ATX) kox wmnmm Buag MU, B COOTBETCTBHMHM C TJI00albHOW HOMEHKJIATYPOM
MenuuuHckux uzaenuit (GMDN):

5) cBenenusi 0 rocynapcTBeHHON peructpanuu 3asieraHoro JIC nomu MU B PecryOnuke
Kazaxcran (ykaspiBaeTcs JaTa WU HOMEpP PETHCTPAIMOHHOTO YIOCTOBEPEHHUsS, TaKXKe K
3asBJICHUIO TTPUJIAraeTCsl KOMUS PErUCTPAllMOHHOIO YIOCTOBEPEHUS):

6) cioco6 npumenenus JIC wiu ycnoBust npumenennst MU.

2. CeneHus:

1) o manmuuu JIC B KazaxcraHCKOM HallMOHAJIBHOM JIEKapCTBEHHOM (popMyJIsipe;

2) 0 HAIMYUU YTBEPKIECHHOM npenenbHoi nenbl Ha JIC ¢ yueTom jiekapCTBEHHOU (HOPMBI,
TO3UPOBKH, KOHIEHTparuu #u oO0beMa winm MM c ydeToM KOMIUJIGKTAIlUH W
AKCILTyaTallMOHHBIX XapakTepucTuK B pamkax ['OBMII u (unu) cucteme OCMC.

3. [lepedenHs 3aperucTpupoOBaHHBIX Ha TeppuTopun PecmyOmmku KazaxcTan TOproBbix
HAaUMEHOBAHUW JIEKAPCTBEHHBIX CPEICTB WJIM MEAULUMHCKUX H3IEIUNA C aHAJIOTUYHBIM
MEKIyHAPOAHBIM HEMAaTEHTOBAHHBIM HAMMEHOBAHHUEM JICKAPCTBEHHOTO CPEJICTBA, C YUYETOM



JeKapCTBEHHONW (OPMBI, JO3UPOBKH, KOHIICHTpPALMM M O0BEMa WU TEXHUUYECKOU
XapaKTEPUCTUKON MEIUIIMHCKOTO M3AECIUSA C YYETOM KOMIUICKTAIMU U IKCIUTyaTallMOHHBIX
XapaKTepUCTHK (B COOTBETCTBUH € ['0CYJJapCTBEHHBIM PEECTPOM JICKAPCTBEHHBIX CPEACTB U
MEJUIIMHCKUX U3JIeJIUA HA MOMEHT TI0/Ia4u 3asIBJICHHS ):

4. O60cHOBaHME MPEJIOKEHUN 3aIBUTEIISI OTHOCUTEIIBHO BO3MOYKHOCTH COTJIAIIICHUS 110
pa3leieHUI0 3aTpaT WJIM PHUCKOB, a TakKXe BO3MOXKHBIM CKUAKAM U (WJIH) CXeMawm,
00€eCIeYnBaOIINM JTOCTYITHOCTD JJIs MMallUEeHTA:

5. Ceeaenus o0 sdpdextuBHoctu u 6e3omnacHoctu JIC wim MU no umerommmcs
MOKAa3aHUsIM B COOTBETCTBUH C KJIMHUYECKUMHU MPOTOKONaMH, Mo KOTopeM JIC mnum MU
PEKOMEHAYIOTCA IIJIi OKa3aHWs MEIUWIMHCKOW IMOMOIM B amMOYJaTOPHBIX YCIOBHUSX, B
COOTBETCTBUU C MHCTPYKIMEH 10 MeaumHcKoMy nipuMenenuto JIC win MU (kx 3asBieHHIO
MpujaraeTcsl KOnusi MHCTPYKIUHU 10 MeauuuHcKoMy npumenenunto JIC unu MU):

6. JlaHHble 2MHAEMUOJIOTHA U OpeMeHU OO0JE3HH B LIEJIEBOM KOTrOpTE MAIlUEHTOB U
cBeJleHUs 0 noteHuuansHoil poau JIC mwmm MU B mpouecce npumMeHeHus, HHpopManus o
KJIMHUYECKOM, DKOHOMUYECKON U COLMAJIbHON KIIMHUYECKON, DKOHOMUYECKON U COLIMAJIbHOU
uennoctu JIC wnn MU, a taxxke 00 ucnons3oBanuu JIC u MU orpaxatomeM pakTHuecKui
OMBIT MALMEHTOB (IIPU HATUYHH):

7. CBeneHus O HaJUYMU KIMHUYECKOTO U (MJM) KIMHUKO-DKOHOMHYECKOTO (
(hapMaKOdIKOHOMHUYECKOTO) MPEUMYIIIECTBA UM IKBUBAJICHTHOCTH JICKAPCTBEHHOTO CPEICTBA
WIM MEIUIMHCKOTO M3JIeNusl, M0 CPAaBHEHUIO C UMEIOIIMMUCS B MEepeyHe aMOyJaTOpPHOTO
JEKapCTBEHHOTO O00ECHeYeHHsl JIEKaPCTBEHHBIMU CPEJACTBAMHU WM MEIUIIMHCKUMU
U3JIENIMAMU C aHAJTOTUYHBIMU MTOKA3aHUSIMU K IPUMEHEHUIO:

8. CBeneHuUs O BIWSIHUM JIEKAPCTBEHHOI'O CPEACTBA WJIM MEIUIIMHCKOTO U3JECIUs Ha
Opemsi 0osie3HH U OIOKET 3PAaBOOXPAHEHUSI C YUETOM IMPOBEIAEHUS IEHTPATU30BAHHOTO
3aKyIa.

* K mocwe mpumnararotcsi B hopMe IpuiioKeHU MaTepuaisl (CTaThu, pe3toMe, U3 HayIHBIX
U MEIULMHCKUX TMyOJauKanuii), moarBepxkaatonme 3(PEGeKTUBHOCT, U 0€30MacHOCTH
JIEKapCTBEHHOI'0 cpencTBa. JlaHHBIE MaTepralibl NOAAKOTCS Ha SI3bIKE OPUTHMHAJIA B BHUJIE
NOJIHBIX TEKCTOB, & PE3IOME — MEPEBEACHBI Ha Ka3aXCKUI WM PYCCKUU s3bIK. MaTtepuansl,
MPEICTABISIEMbIE HA SI3IKE OPUTMHAJIA, OTJIWYHOTO OT AHTJIMKACKOTO fA3bIKa, MOJAIOTCS C
NEPEBOJOM Ha Ka3aXCKUU UIIM PYyCCKUI s3bIK. [IepeBoibl MaTepranoB 3aBEPAIOTCS MOIMUCHIO

ITpunoxenue 3 k IIpaBunam
(hopMHpOBaHUS MEPEUHs
JIEKAPCTBEHHBIX CPEICTB

W METUIMHCKAX U3IEIAH IS

OecruiaTHOTO 1 (WJTH) JIbTOTHOTO
aMOyJIaTOPHOTO 00eCIICUCHHUS
OTZAEJBHBIX KaTerOpUH rpaxkaaH



Pecnyonuku Kazaxcran ¢
OTIpeIeICHHBIMU 3a00JIEBAHISIMH (
COCTOSTHUSIMU )

dopma

3aKmo9eHIE NPOBEPKA OPOPMIICHHAS 3asBICHHUA B JOCHE I BKIIIOYCHAA JICKAPCTBCHHOTO
CPEICTBA HIM MEIUIMHCKOTO W3/IE/NA B IEPEICHD JICKAPCTBEHHEIX CPEACTB ¥ MEAUIMHCKHAX
w3eJi U1 6€CIUIaATHOTO U (MIM) JILTOTHOTO aMOyIaTopHOTo obecnedeHnsa OTAeIbHBIX
KaTeropwuii rpaxan PecmyOmixu Ka3zaxcras ¢ onpeneneHERIME 3a00716BaHUSMH (COCTOSHHAAMM)

1. Undopmarnius o 3asiBUTENE:

1) HanMeHOBaHKE OpraHU3AIINH;

2) ®.1.0. (npu ero HAJIMYKUK ) OTBETCTBEHHOTO JIUIIA, TOJKHOCT;

3) MecTO HaXOXXJEHHUS OpraHU3aIUU-3asiBUTENS (FOPUIAUYECKUH ajpec, (HaKTUYECKHit
anpec);

4) Homep tenedona u (win) dakca;

5) e-mail.

2. JlanHble 1O 3asiBICEHHOMY JieKapcTBeHHOMY cpeAcTBY (JIC) uim MeauuuHCKOMY
uznenuo (MIN):

1) Toprosoe nHanmenosanue JIC win MU;

2) MexAyHapoAHOE HenaTeHToBaHHOe HamMeHoBanue JIC wiam TexHHUuYeckKas
xapakrepuctuka MU unu cocras JIC (neficTByromMe U BCIIOMOTATENbHBIE BEIIECTBA) WIIH
KoMIuiekTanuss MU, nipemiaraeMoro it BKIIOUYEHHUS

3) nexapctBeHHas ¢popma U J03UpoBKa, KoHueHTpauus JIC unm sKcmtyaTaljmoOHHbIS
xapakrepuctuku MU;

4) papmakorepaneruueckas rpynmna JIC u ATX kox unu Bug MU, B COOTBETCTBUH C
ri100aabHONM HOMEHKIATypoil MenuuuHckux u3aenuii (GMDN);

5) cBeneHust 0 rocynapcTBeHHOU peructpanuu 3assieHHoro JIC unu MU B PecniyOnuke
Kazaxcran (ykas3plBaeTcs JaTa WU HOMEpP PETHCTPALMOHHOTO YIOCTOBEPEHHS, TAKXKE K
3asBJICHUIO NTPUJIAraeTcsi KOMUs PETUCTPAIMOHHOTO YOCTOBEPEHUA);

6) cnoco6 npumenenus JIC wnu ycnoBust npuMmenenust M.

3. 3akiroueHue Mo pe3ysibTaraM MPOBEPKH HA MOJTHOTY M MPABWIHLHOCTH O(POpMIIECHUS
MIPE/ICTABIICHHBIX TOKYMEHTOB:

1) onieHKa MONHOTHI MPEACTABIEHHBIX JOKYMEHTOB U MaT€pUAJIOB;

2) onieHka oopMIICHHUS 3asBJICHUS U TIPEJICTABIICHHBIX MaTEPHAJIOB;

3) olieHKa peACTaBICHUS CBEACHUM COTJIACHO MYyHKTY 8 HacTosmux [TpaBu;

4) cOOTBETCTBHE MEXIY 3asBICHHEM M MaTephalaMd Ha OyMaKHOM HOCHUTEJE U B
AIEKTPOHHOM BHJIE.
4. 3amedanus

[punoxenne 4 x [IpaBmnam
(hopMupoBaHUS TIEpEUHS
JICKapCTBCHHBIX CPCICTB



Y MEAMIMHCKUX M3JIENU 1St
OecruiaTHOTO 1 (MJTH) JIbIOTHOTO
aMOyIIaTOPHOTO 0OecreueHIs
OTAEJBHBIX KaTETOPHH rpakaaH
Pecny6nuku Kazaxcran ¢
oTpeielIeHHBIMU 3a00JIeBaHISMH (
COCTOSIHUSIMH)

dopma

3axmodeHne npodhecCHOHANBHOMN SKCIEPTH3HI I BKIIFOYEHUS JIEKAPCTBEHHOT'O CPEICTBA
AT MEJUIMHCKOTO W3S B IEPeIeHb JICKAPCTBEHHBIX CPEICTB H MEIUIMHCKAX H3.ISIIHiA
Juts 6ecTUIaTHOTO M (WIH) JIBTOTHOTO aMOYJIaTOpHOTO 0GecTiedeHns OTAESBHBIX KaTeropuii
rpaxpaaH Pecrmy6mmxu Ka3zaxcraH ¢ onpeneneHHbIMHE 3a00/1€BaHUAMH (COCTOSHUAMM)

1. Uudopmanus o 3asBUTENE:
1) HaumMeHOBaHNE OpraHU3aluu;
2) ®.1.0. (mpu ero HaIMYUK) OTBETCTBEHHOTO JIMIIA, JOJKHOCTD;

3) MecTO HaXOXXJIEHHUs OpraHU3alMU-3asiBUTENS (FOPUAMYECKUH ajpec, (pakTuyecKuit
aapec);

2. JlanHble MO 3asBIEHHOMY Je€KapCTBEHHOMY cpeacTBy (manee — JIC) unm
MeIUIMHCKOMY u3aenuro (mranee — MUN):

1) ToproBoe Haumenosanue JIC unu MU;

2) MeXIYyHapoJHOE HeNmaTeHTOBaHHOe HaumMmeHoBanue JIC unm TexHuueckas
xapakrepuctuka MU unm cocras JIC (neficTByromue U BCIIOMOTATENbHBIE BEIIECTBA) WM
komIuiekTauuss MU, npemiaraemoro st BKIIFOUEHUS;

3) nekapcTBeHHas (Gopma U JA03upoBKa, KoHIEHTpanusa JIC unm sKcrIyatalmoHHbIe
xapakrepuctuku MU;

4) bapmakotepaneBtuyeckas rpynna JIC u ATX xox unu Bug MU, B cooTBeTCTBHUM €
r100aaIbHON HOMEHKIATYpoi MeauuuHcKux uzaenuit (GMDN);
5) cBenenust 0 rocynapcTBeHHOU peructpanuu 3assierHoro JIC unmu MU B PecriyOnuke
Kazaxcran;
6) crioco6 npumenenust JIC wnu ycnoBust npumeHenust M.

3. 3axiroueHue mo pe3ysbratam MnpodhecCUOHANBHONW SKCIEPTU3BI I BKIIOUYCHUS B
nepeyeHb aMOyIaTOPHOIO JIEKAPCTBEHHOT'O 00ECIIEUCHHUS:

Pesynbrarhl aHamu3a JIEKapCTBEHHOTO CPEJCTBA, MPEACTABICHHOTO 3asBUTENEM U (HJIN)
HaliJICHHOT'O CaMOCTOSITEIbHO OpraHu3aluei 1Mo aHaIu3y 3asBKU:

1) uadopmarus HaIUYUA JICKAPCTBEHHOTo cpeacTBa KazaxcTaHCKOM HallMOHATBHOM
JeKapCTBEHHOM (popMyIsipe;

2) uadopmalys 0 HAJIWMYWUA YTBEPKICHHOW MPENebHOW IEHBI Ha JIEKAPCTBEHHOE
CPEACTBO C YYETOM JIEKapCTBEHHOW (POpPMBI, TO3MPOBKH, KOHIIEHTpAMU MU 0O0beMa WU
MEIUIIMHCKOE H3JIeNIUE C YYETOM KOMIUICKTAIlMM U SKCIUTyaTallMOHHBIX XapaKTEPUCTUK B
pamkax ['OBMII u (nn) cucteme OCMC;



3) Hanuuue B KIMHUYECKHUX MpoTokoiax PecnyOnuku Kazaxcran;

4) B MeXIyHapOJHBIX HMCTOYHMKAX JAHHBIX MO JOKa3aTeJIbHOW MEIUILIMHE U
MEXIYHApPOJHBIX KIMHUYECKUX PYKOBOJICTBAX:

B bpuTanckoM HalMoHaIbHOM JieKapCTBEHHOM dopmyisipe U (win) bpuranckom

HallMOHAJIBHOM JIEKAPCTBEHHOM (OpMYJIsipe Ui A€TeH (roJ BBITYCKa)

B KoxkpeitHoBckoit Oubnumorexke (06a3za Hay4YHBIX MyOJUKAIH)

(omucaTh MOAPOOHO HaNWYUE cUcTeMaTHueckux o030poB (manee — CO), MeTa-aHAIU30B,
PaHIOMU3UPOBAHHBIX KOHTPOJIUPYEMBIX KIMHUYECKUX ucciegoBanuili (nmanee — PKU)
c yKa3zaHUEM CCBHIJIIKH Ha CoO, PKWH, KW)

B Coucke OCHOBHBIX JieKapCTBeHHbIX cpeacTB BO3 (mecsim U T0J BBITYCKa)

B EBpormeickoM areHTCTBE JIEKAPCTBEHHBIX CPEICTB

B VYmnpapiaenuu 10 KOHTPOJIO MHUIIEBBIX MNPOAYKTOB M JIEKAPCTBEHHBIX CPEJICTB
CoeagwunHeHHEBH X
TaToB  AMEpUKH

B Mennaitn (ITabMen) (snekTpoHHass 0a3a JaHHBIX HAyYHBIX NyOIUKanuii)

(mpu otcyTrcTBUMM NaHHBIX B KokpeliHOBCKOW OMONHMOTEKE, OmMmucaTh MOAPOOHO HaTU4YUe
cucTeMaTudeckux o030poB, meTta-aHanu3oB, PKU ¢ ykazanuem ccwuiku Ha CO, PKU, KN)
B bpuranckom wmenumnuHckoM xkypHaie "bect Ilpaktuc"

B HanumonanbHOM MHCTUTYTE 3paBOOXPAHEHMSI U COBEPIICHCTBA MEIUIIMHCKON MOMOIIU
BeanukobOpuranuu

[Ipu HEOOXOUMOCTH UCTIONB30BaTh APYTHE TOCTOBEPHbIE HCTOUHUKHN MEXITyHAPOIHBIX
KJIMHUYECKUX PYKOBOJCTB:
5) PesynbraThl aHanu3a 3KOHOMHYECKOW 3(P(PEKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA
COIJIaCHO 3asiBKE 3asBUTEIIA:



Kputepun ananuza PesynbraT ananuza IIponent

OTKJIOHEHUS
1. IlpencraBieHHass CTOMMOCTH  BBIIIE CTOMMOCTH JIEKAPCTBEHHOTO MpenapaTa CpaBHEHUS
Kypca/pUMEHEHHsT HITH TOJI0BOTO COOTBETCTBYET CTOMMOCTH JIEKAPCTBEHHOrO Ipernapara
JeYeHus (IMarHOCTUKH, CpaBHEHHsT
peabunuTanuu H Ip.)
JIeKapCTBEHHOTO CPeICTBa HIDKE CTOUMOCTH JICKAPCTBEHHOTO TIpernapara CpaBHEHUS
AHaHI/I3 10 IKaJIC OLICHKU Hpe}]CTaBHeHHBIX 3anaT
MpUMEHEHHE JICKApCTBEHHOrO Mpernapara MPUBOAUT K
CHIDKEHUIO OOIIMX 3aTpaT Ha OKa3aHUE MEIUIIMHCKON
MTOMOIITH (BIUSHUE Ha OI0HKET)
2. IMpeumymectra no MpUMEHEHHE JIEKAPCTBEHHOTO IIpermapara He TpedyeT
SKOHOMHUYECKOW 3()(HEKTUBHOCTH  yBENUYEHHUS OOIIMX 3aTpaT HA OKa3aHHE MEIUIMHCKON
JEKapCTBEHHOTO CpPEJACTBA B  MOMOIIHU (BIUSHUE HA OFODKET)
CpPaBHCHHHM € JICKAapCTBCHHBIM  nyyyienenne  meKapcTBEHHOro —IpemapaTta  Tpebyer
TpenapaTtoM CpaBHCHH YBEJIMYCHUSI OOLIMX 3aTpaT Ha OKa3aHWUE MEIUIUHCKON
MOMOIIH B paMKax MPOrpaMMbI TOCYIapPCTBEHHBIX rapaHTHil
0eCIUIaTHOrO OKa3aHUsI MEIUIIMHCKON MOMOIIHY (BIUSHUE HA
O10KET)
6) Pe3ynbpTaThl aHamM3a NPOYUX JAHHBIX 10 3asBKE 3asSBUTEIIS:
Kpurepuu ananmsa COOTBETCTBHE

Heo6xonuMoCTh NPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB Ui JUATHOCTHKH, NPOQMIAKTHKH,
JICUCHHUS WIM peabWauTaly 3a0oieBaHuil (COCTOSHUI), MpeoOIamalnUuXx B CTPYKTYpE
3a00/1IeBAEMOCTH M CMEPTHOCTH TrpaxnaaH PecrnyOnukm Kaszaxcran (mns cranuoHapHOI,
CTallMOHapo3aMeIlalolel W CKOpoW moMoIu), a TakXke yHpaBiseMbIX Ha

amMOyJIaTOPHO-TIOIMKIMHUYECKOM YpOBHE (A1 aMOyJIaTOPHO-TIOMUKINHIYECKOH MOMOIIN) Ha
OCHOBaHHH CTaTHCTHIECKUX JAHHBIX, IPEACTABICHHBIX B 3asBKE

Heo0xonnmMocTh NpUMEHEHHs JIGKAPCTBEHHBIX CPEICTB Ul NPO(UIAKTHKH, JICYCHUS H
peaduIuTalMy COlMAIbHO-3HAYNMBIX 3a00JIeBaHuUi 1 3a00J1€BaHUM, TPECTABIISIOIUX ONaCHOCTh
JUISL OKPY’KaIOIUX, YIIPAaBISIEMBIX Ha aMOyJIaTOPHO-ITOJMKIMHIIECKOM YPOBHE

Heo0xoauMocTh NPUMEHEHUS JEKapCTBEHHBIX CPEACTB UISI HPOQHUIAKTHUKH, JICUCHHUS |
peaOunuTalMK HMCKIIOYUTENbHO opdaHHBIX (peAkux) 3a0oJjeBaHHMW, yNpaBIsIEeMbIX Ha
amMOyJ1aTOPHO-TTOJIMKIMHUYECKOM YPOBHE

Hanuune 3apeructpupoBanHbix B PecnyOnuke KasaxcraH BOCIPOHM3BEICHHBIX JIEKAPCTBEHHBIX
CpenCTB

Hanuuwe mONTBEpXKIACHUS OKCICPTHOH OpraHM3aIlldd JaHHBIX O TEPaNeBTUYCCKOMN
SKBUBAJICHTHOCTH W (WJIM) OMO3KBHUBAJICHTHOCTH JJIs BOCIIPOWM3BEICHHBIX JICKAPCTBCHHBIX
MpemnapaToB CO CXOXHM MEXaHU3MOM (DapMaKoIOrHYeCcKOro MAeWCTBUS TpPU JICUYCHHUU
OTIpeNIeIeHHOT0 3a00IeBaHuUs (COCTOSHUA)

Hanuuue ananoros B [lepeune
7) AHanu3 3asBKH U BBIBOJBI 10 KJIMHUYECKON M SKOHOMHUYECKOH 3(P(HEKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA:

CoctaB »skcneptoB (Damunusa, uMms, oT4ecTBO (MpU €ro HAJIUYUHU), JTOJKHOCTH)




b

[Tognucu u pacuiM@poBKka NOANKUCH PYKOBOJIUTENS OpraHU3AlMH, MPOBOJUBILIEH aHAJIU3:

(damunus, uMs, 0TYECTBO (IIPHU €T0 HAIMYUU) PYKOBOAUTEIS OpTraHU3aIi¢)
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