i
<0/71€ill

06 yrBepxnernu [Ipasmn popMHUPOBaHKS NEPEIHA JICKAPCTBEHHEIX CPEACTB H
MEIUIUHCKAX W3JIeNri Ui 6eCIIaTHOrO | (WIH) IErOTHOrO aMOYJIaTOpPHOTO
obecmeueHna OTebHBIX KaTeropuii rpaxaad Pecmyommku Kazaxcran ¢
oIIpeielICHHBIMHA 3a00JIeBaHAAMU (COCTOSTHUSIMHA)

Y1paTtuBmmii caty
[Tpuka3z Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 29 urons 2021 roga
Ne KP JICM -68. 3apeructpupoBaHn B MuHucTepcTBe tocTulinu PecnyOnuku
Kazaxcran 30 wuronst 2021 roma Ne 23783. VTpartun cuiy npukazom MuHHCTpa
3apaBooxpanenus PK ot 10.07.2024 Ne 54.

Cnocka. YTpatun cuity npukazoM Munucrtpa 3apaBooxpanenus PK or 10.07.2024
No 54 (BBoguTCsl B I€MICTBUE 110 UCTEYEHUH JECATH KaJCHIAPHBIX JHEUW MOCIE MEPBOTO
0(UIIUATIBHOTO OIMYOIMKOBAHUS).

B cootBercTtBuM ¢ myHkTOM 131 IlpaBun opranuzanuu v MpOBEACHUS 3aKyIla
JIEKAPCTBEHHBIX CPEJICTB, MEAUIIUHCKUX U3JCIUN U CHEIUATU3UPOBAHHBIX JIEUYEOHBIX
IPOJYKTOB B paMKax TapaHTUPOBAHHOTO 00beMa OecTIaTHON METUIIMHCKOM TTOMOIIT!
u (uau) B cucTeMe 00s3aTeIbHOTO COIUAIBHOTO MEIUIIMHCKOTO CTpaXOBaHHUS,
(dbapMaleBTUUECKUX YCIYT, YTBEPKICHHBIX TOCTaHOBIeHHEM [IpaBuTenncTBa
Pecny6nuku Kazaxcran ot 4 urons 2021 roma Ne 375, ITIPUKA3BIBAIO:

1. YTBepauTh mpunaraemMbie mpaBuia GOPMHUPOBAHUS TIEPEUHS JIEKAPCTBEHHBIX
CPeNCTB U MEIUIMHCKUX W3JIENUN s OecrIaTHOTO U (MJIM) JbCOTHOTO
aMOyJIaTOpPHOTO 0OecreueHns OTAEIbHBIX KaTeropuil rpaxkaad Pecryonuku Kazaxcran
C OIpeJICICHHBIMU 3a00JIEBAaHUSIMU (COCTOSTHUSMH).

2. JlenapTaMeHTy JIEKAPCTBEHHOW MOJUTHKA MUHHCTEPCTBA 34paBOOXPAHEHNUS
Pecny6nuku Kazaxcran B yCTaHOBICHHOM 3aKOHOIATEILCTBOM MOPSIKE 0OCCTICUHTD:

1) rocyaapCTBEHHYIO PErMCcTpalyio HAcTOSIIEro Mmpukaza B MuHucTepcTBe
roctuinn Pecnyonuku Kazaxcras;

2) pa3MelleHre HACTOSIIIEro NMpuKasa Ha MHTEepHeT-pecypce MuHHCTEpCTBa
3apaBooxpaHeHus Pecnyonuku Kazaxcran nocsie opuiuanbHOro onyO0InKOBaHUS;

3) B TedyeHue AecATH pabOYUX JHEH Tocie rocyJapCTBEHHOW peructpaiuu
HacTosimero mnpukaza B MuHuctepcTtBe toctuuun PecnyOnuku Kazaxcran
npeacrasienue B HOpuanueckuil aenaprameHT MuHUCTEpCTBa 3ApaBOOXPAHEHUS
Pecny6nuku Kazaxcran cBeieHuil 00 MCIIOJTHEHUH MEPOIIPUSATUH, MPETYCMOTPEHHBIX
HNOAMYHKTaMH 1) U 2) HACTOSIIIETO MyHKTA.

3. KoHTpOJIb 32 HCIIOJIHEHUEM HACTOSILETO MTPUKa3a BO3J0KUTh Ha KypHUPYIOILIETO
BUIIE-MUHHCTpA 3ApaBooxpanenus PecryOnnku KazaxcraH.



4. HacTrosiuii mpyuka3 BBOJUTCS B JSUCTBUE 1O UCTCYCHUM JECITH KaJCHIapHBIX
JTHEH TIOCJIe HS €ro MepBOro oPUIMaIbHOTO OMyOJIMKOBAHMUS.

Munuctp 3apaBooxXpaHeHHUs .
A. Lot
Pecnyouku Kazaxcran

VYTBepKIeH NpUKazoM
MunucTpa 3ApaBoOXpaHEHUS
Pecny6nuku Kazaxcran
ot 29 uronst 2021 roga
Ne KP JICM -68

ITpaBuna ¢popMHpOBaHUSA IEPeTHA JEKAPCTBEHHBIX CPEACTB X MEAUIIMHCKUX W3AETHH IS
6ecruiaTHOrO M (WIK) IErOTHOrO aMOyJIaTOpHOTO 00eCIedeH) OT/Ie/IbHEIX KaTeropHii
rpaxad Pecrry6imxu Kazaxcras ¢ onpeneneHHBIME 3a00/1eBaHIAMHA (COCTOSHUAMM)

I'maBa 1. OOmme monoxeHus

1. Hacrosimue mnpaBuiia popMupoBaHUSI TIEPEUHSI JICKAPCTBEHHBIX CPEJCTB U
MEIUIMHCKUX H3JeNuid aig OecriaTHOro W (WJIM) JIBTOTHOTO aMOyJIaTOPHOTO
obecrieueHUs] OTHAEIBHBIX KaTeropuid rpaxnaaH PecnyO6nuku Kazaxctan c¢
ompeieIeHHBIMY 3a00eBanusIMU (cocTosiHusAMHU) (manee — [IpaBuna) paspaboTaHsl B
cooTBeTcTBUM C TyHKTOM 131 IlpaBun opraHuzanuu W TPOBEACHUS 3aKyra
JIEKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX M3ICIUN U CIICIIHATIN3UPOBAHHBIX JICICOHBIX
IPOJIYKTOB B paMKax rapaHTUPOBAHHOTO 0ObeMa OeCTUIaTHON MEIUIIMHCKON TOMOIIN
u (unu) B cucTeMe OO0s3aTEIbHOTO COIUAIBHOTO MEIUIMHCKOTO CTPaXOBaHWS,
dbapMalleBTUUECKUX YCIYT, YTBEPKJICHHBIX TOCTaHOBIeHHUEM [IpaBuTenbcTBa
Pecny6nuku Kazaxctan ot 4 utons 2021 roma Ne 375 u ompenensitoT mopsigoK
dbopMupoBaHUs TMEpeyHs JEKAPCTBEHHBIX CPEJICTB M MEIMIIMHCKUX HW3ACIHN IS
OecriaTHOro U (MJIM) JIbFOTHOTO aMOyIaTOpHOro o0ecreyeHus: OTACIbHBIX KaTeropui
rpaxnaad PecmyOnuku Kazaxcran ¢ onpeneneHHbIMU 3a007€BaHUSME (COCTOSTHUSMH) (
nanee — rnepeyeHb aMOyJIaTOPHOTO JIEKaPCTBEHHOTO 00ecreueHus).

2. OCHOBHBIE TTOHATHS, UCMOJIb3yEMbI€ B HacTosux [IpaBunax:

1) ynonHOMO4YEeHHBIM opraH B 00JacTu 3JpaBooXpaHeHUs (Haiee —
YIOJHOMOYEHHBIM  OpraH) — [EHTPaJbHBI HCIOJHUTEILHBIA  OpTaH,
OCYIIECTBJISIONIUN PYKOBOJICTBO U MEXKOTPACIEBYIO KOOPIMHAILIUIO B 00JIACTH OXpaHbI
3710poBbsl TpaxkaaH PecmyOnuku Kazaxcran, meauuuHCKOM u (papmaneBTUUECKON
HAayKH, MEJIUIIUHCKOT O u dbapManeBTHIECKOTO oOpazoBaHus,
CAaHUTAPHO-3TUJIEMUOJIOTUYECKOTO  OJIaromoJiyuusi HaceleHus, oOpalieHus
JIEKAPCTBEHHBIX CPEACTB U MEUIIMHCKUX U3JEIUN, KAaUeCTBa OKa3aHUsI MEAUIUMHCKUX
yCiyr (TTIOMOIIIH);

2) neKapCTBEHHOE CPEACTBO — CPEACTBO, MPEACTaBisAroliee coOOM uiu
coJieprKalllee BEIIeCTBO JIMOO KOMOWHAIMIO BEMIECTB, BCTYMAlollee B KOHTAKT C
OpraHU3MOM YeJIOBEKA, MpeHa3HAYEHHOE JIJIs JIeUeHUsI, TPOPUIAKTUKU 3a00JI€BaHUM



YeJIOBeKa WJIM BOCCTAHOBJICHHS, KOPPEKIIMHM WM U3MEHEHUSI €ro (PU3MOIOrHYecKux
byHKIMH TOCpeACTBOM  (PapMaKOJOrHUYE€CKOTO, HMMMYHOJOTHYECKOr0o JIMOO
METa00JIMYEeCKOTO BO3JICUCTBUS, WM JJIsl JUATHOCTHKU 3a00JE€BaHMM M COCTOSHUS
YEJIO0BEKA;

3) rocymapcTBEeHHas JKCIepTHas opraHuzamus B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB M MEAUIMHCKUX M3JIENUA — CyOBEeKT TrocyJapCTBEHHOM
MOHOTIOJINH, OCYUIECTBIISIIOIIUN MPOU3BOJACTBEHHO-XO3SIUCTBEHHYIO JIEATEIILHOCTh B
obyacTv 3ApaBOOXpaHEHMs] MO obOecnedeHnto 0e30macHOCTH, 3PHEKTUBHOCTH H
KayecTBa JIGKApPCTBEHHBIX CPEACTB U MEAUIUMHCKUX wu3Aenuil (manee —
rocyJIapCTBEHHAs SKCIEPTHAs] OpraHu3alus);

4) MexXayHapoJHOE HEMATEHTOBAHHOE Ha3BaHUE JIEKAPCTBEHHOTO CpEJCTBA —
Ha3BaHUE JIEKAPCTBEHHOI'O CPEACTBA, PEKOMEHJIOBAHHOE BceMupHON opranusanuei
31paBOOXPAHEHUS;

5) KJIMHUYECKUH TPOTOKOJI — HAY4YHO JOKa3aHHbIE PEKOMEHIAIUU IO
npodUIaKTUKE, JUAarHOCTUKE, JICUCHUI0, MEIHUIMHCKOW peabuiuTanuu u
NaJJIMAaTUBHON MEIUIIMHCKOW MOMOINM MpPU ONpeAeIeHHOM 3a00JIeBaHUU UJIU
COCTOSIHUY TAlINEHTA;

6) nepeyeHb JEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3JICIUN JIJIs1 OECIIJIaTHOTO U
(WJIM) JIBTOTHOTO aMOYJIaTOPHOTO OOECIEeUeHHsS OTACIbHBIX KaTeTOPHil TpakIaH
Pecnybnuku Kazaxcran ¢ omnpeneneHHbIMU 3a00J€BaHUAMHU (COCTOSIHUSIMH) —
nepeyYeHb JIEKapCTBEHHBIX CPEICTB, MEAUIIMHCKUX U3MICIUNA U CIEIUATU3UPOBAHHBIX
Je4eOHBIX MPOAYKTOB, 3aKyHaeMbIX 3a CUeT OIO/HKETHBIX CPEJCTB M (MJIM) aKTHBOB
dboHIa CONUAIBHOTO MEAMIIMHCKOTO CTPAaXOBaHUS B paMKax TapaHTHUPOBAHHOTO
obbema OecruiaTHOM MEIUIIMHCKOW TMOMOIIM M (MJIM) B CHUCTEME 0053aTeIbHOTO
COLIMAJILHOTO  MEIUIIMHCKOTO CTpaxOBaHUS MNpPU OKa3aHUU TEPBUYHOU
MEIUKO-CAHUTAPHOW W CHEHUAIU3UPOBAHHOW MEIUUUHCKOW IIOMOIIM B
aMOyJIaTOPHBIX YCJIOBHUSX, BKIIOYAIONIMM HANMEHOBAHUA U XapaKTEPUCTUKU
JIEKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX M3ICIUN U CIICIIHATIN3UPOBAHHBIX JICICOHBIX
IPOJIYKTOB B pa3pe3e OTIEIbHBIX KaTeropuil rpaxngan PecnyOnuku Kazaxcran c
OMpeIeICHHBIMU 3200JIEBAaHUSIMU (COCTOSHUSIMU);

7) KazaxcTaHCKHil HAIlMOHAJIBHBIN JICKAPCTBEHHBIN (GOpPMYIsIp — MepeyYeHb
JIEKapCTBEHHBIX CPEACTB C JOKa3aHHOW KIMHUYECKOW 0e30MacHOCThI0 U
3O PEeKTUBHOCTHIO, a Takke OpQaHHBIX (PEAKHX) JIEKAPCTBEHHBIX MPENapaToB,
SIBJISTIOIIMICS 00s13aTEILHON OCHOBOM ISl pa3pabOTKU JEKapCTBEHHBIX (HOPMYIISIPOB
MEIUIMHCKUX OpraHu3anuid U (GOpMHUPOBAHUS CIUCKOB 3aKyma JEKapCTBEHHBIX
CPEIICTB B paMKaxX rapaHTUPOBAHHOT0 00beMa OecIIaTHON MEIUIIMHCKOW MOMOIIH U (
WJIM) B CUCTEME 0053aTEIBHOTO COIMAIBLHOIO MEAUIIMHCKOTO CTPaXOBAHUS;

8) MEAMIMHCKUE U3JENUs — U3JIeTIUd MEJULIUHCKOTO HAa3HAYEHUS U MEIULIMHCKAS
TEXHUKA;



9) 00s3aTenpHOE COLMaTbHOE METUIIMHCKOE CTPAXOBaHUE — KOMIUIEKC MPaBOBBIX,
SKOHOMHMYECKUX M OPraHU3allMOHHBIX MEp MO OKa3aHWI0 MEIUIMHCKONW MOMOIIH
HOTPEOUTENSIM MEAUIMHCKUX YCIYyr 3a CYET AaKTUBOB (OHAA COLUAIBHOTO
MEIUIIMHCKOIO CTPaxOBaHUs;

10) rapanTupoBaHHBIM 00beM OecrIaTHON MEIMIIMHCKON MOMOIIN — 00BbeM
MEIUIIMHCKON TTOMOIIH, MPEOCTABISIEMOM 3a CUeT OI0[KETHBIX CPEJICTB.

3. Ilepeuenr aMOyJaTOPHOIO JIEKAPCTBEHHOTO OOECHEYECHUs BKIIIOYAET
HAaMMEHOBaHME 3a00J€BaHUN M KaTErOpUH IpakliaH, MojJjiexamux OecruiaTHOMY U (
WIM) JBFOTHOMY OOECHEYEHUIO JEKAPCTBEHHBIMU CPEACTBAMH, MEIULIMHCKUMHU
U3NICTIUSIMU U CTEIMATU3UPOBAHHBIMU JICYCOHBIMU TMPOAYKTAMHU, TOKA3aHUS IS
Ha3HA4YEeHUs! JIEKApCTBEHHBIX CPEJCTB U HAUMEHOBAHUE JIEKAPCTBEHHBIX CPEJICTB,
MEIULUMHCKUX U3ACIIUA U CIIEHHATIN3UPOBAHHBIX JIEYEOHBIX MPOAYKTOB C YKa3aHHUEM
UX XapaKTEPUCTUKH.

4. HanmeHoBaHue 3a00eBaHuil (hOPMUPYETCS C yKa3aHUEM KOAUPOBAHUS IO
MEXIYHAPOIHON CTAaTUCTUYECKOM Kilaccudukaiuein Oosie3Hed u mpolieM (manee —
MKBbB-10), HaumMeHOBaHHE JIEKapCTBEHHBIX CPEACTB C YyKa3aHueM Koja
AHATOMO-TEPANIEBTUYECKOMN C yKa3aHUEM KOJla aHATOMO-TEPANEBTUYECKO-XUMHUUECKON
(ATX) xknaccudukaiu JeKapCTBEHHBIX CPEJICTB.

I'naBa 2. ITopaaok GpopMUpOBaHHUS NEPETHS JICKAPCTBEHHBIX CPEJCTB H MEAMI[HHCKAX
u3enwit A 6ecIIaTHOrO U (WIH) JIBrOTHOTO aMOynaTOpHOro 00eCIIeYeHIA OTAETEHBIX
Kareropuii rpaxaan Peciryomiku Kasaxcran ¢ onpeaeneHAsIME 3a001eBaHAIMH (
COCTOSIHASIMH)

5. 3abosieBaHus BKJIIOYAIOTCS B MEPEUCHb aMOYyJIaTOPHOIO JIEKAPCTBEHHOTO
obOecrieueHus MPU HAJTUYUU B:

1) mepedHe colMadbHO 3HAYMMBIX 3a00JIEBaHUN, YTBEPKICHHBIA MPUKA30M
Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 23 centsopsa 2020 roga NeKP
JNCM-108/2020 (3apeructpupoBan B PeecTpe TrocynapCTBEHHON perucrpanuu
HOPMAaTHBHBIX MPaBOBbIX akTOB Ne 21263);

2) mepeyHe XPOHUYECKUX 3a00JIeBaHUM, MOISKANIUX TUHAMUYECKOMY
HAOJIIOACHUIO, YTBEPKACHHOM IpuKa3oM MuHucrtpa 3npaBooxpanenus PecrnyOnnku
Kazaxcran ot 23 centsa6ps 2020 roga Ne KP ICM-109/2020 (3apeructpupoBaH B
PeecTpe rocyaapcTBEHHOM pEruCTpaliii HOPMATUBHBIX MPABOBBIX aKTOB 1o No 21262
) u (unu) nepeyHe 3a00JIeBaHUM, MOMJICKANIUX JTUHAMUYECKOMY HaOIIOACHUIO B
OpraHu3alMsIX MEPBUYHON METUKO-CAHUTAPHOU MOMOIIM B paMKaX rapaHTUPOBAHHOTO
oObema OecriaTHOM MEIUMLUMHCKOW IOMOILIM, NEpPEYHE COIMaJIbHO-3HAUYMMBbIX
3a00JIeBaHMi, TMOJJIEKAIUX JTUHAMUYECKOMY HAONIOJEHUIO TMPOPUIBLHBIMU
CHEUUaTMCTaMU Ha YPOBHE KOHCYJIbTAaTUBHO-IUArHOCTHMYECKON MOMOIIM B paMKax
rapaHTHPOBAHHOTO oObema OecCIIaTHOM MEIUIMHCKON IMOMOINH, TepedyHe



XpPOHUYECKHX 3a00JIeBaHUN, TOJJIEKAIMMUX HAOMIOACHUI0 TPOPUIbHBIMU
CHeUMaTMCTaMU Ha YPOBHE KOHCYJIbTAaTUBHO-IUArHOCTHMYECKON MOMOIIM B paMKax
rapaHTHPOBAHHOTO 00beMa OECIUIATHOW MEIMIIMHCKON MOMOIIN U (MJIU) B CHCTEME
0043aTENBHOTO COLMAIIBHOTO MEJAUIIMHCKOTO CTPAXOBAaHUs, YTBEPKI ¥ HHBIX TPUKA30M
Munuctpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 23 oktsa0ps 2020 rona Ne KP
JICM-149/2020 (3apeructpupoBaH B PeecTpe rocynapcTBEeHHON perucTpaiuu
HOPMAaTHBHBIX MPaBOBBIX akTOB Noj Ne 21513);

3) mepeune opdaHHBIX 3a00JIeBaHUM, YTBEPKICHHBIM MpuKazoM MuHuCTpa
3npaBooxpaHenus PecnyOnuku Kazaxcran ot 20 oktsa6ps 2020 romga Ne KP JICM-142/
2020 (3apeructpupoBaH B PeecTpe rocyl1apCTBEHHOW PETHCTpald HOPMATHUBHBIX
npaBoBbIX akTOB Ne 21479);

4) KJIMHUYECKOM MPOTOKOJE MOKa3aHUW K MEAUIMHCKOMY MPUMEHEHHIO
JIEKAPCTBEHHOI'O CPEJICTBA WJIM MEAUIMHCKOTO U3JENIHS I OKa3aHHUsI MEOULIMHCKON
NOMOIIY B aMOYJIATOPHBIX YCIOBUSX.

CHocka. ITyHKT 5 ¢ u3aMeHeHneM, BHECEHHBIM MPUKa30M U.0. MuHuCTpa
s3apaBooxpanenus PK ot 31.12.2021 Ne KP JICM-142 (BBOAUTCS B ICHCTBHE 110
UCTEUYCHHH JIECATU KaJICHJAPHBIX JTHEH MOCIIe JTHS €ro MepBOTro 0pUIIHaTIBLHOTO
Oy OJIMKOBAHUA).

6. Kareropuu rpaxaaH v MokazaHus [ HA3HAUYCHUS JIEKAPCTBEHHBIX CPEJICTB
ONPENENATCA B COOTBETCTBUM C DJNHUAEMHOJIOTMYECKMMHU JTAHHBIMU MO
pacnpoCTPaHEHHOCTH 3a00JIeBaHUs (COCTOSHUA) Y OTACIIbHBIX KaTErOpUN HACEIeHUs
Ha OCHOBAaHMM aHalIu3a, MPEIOCTaBIIEMOr0 IOJABEAOMCTBEHHOW OpraHu3aluu
YHOOJIHOMOYEHHOTO OpraHa, B KOMIIETEHIMIO KOTOPOMl BXOISAT BOMIPOCHI OLIEHKHU
TEXHOJIOTUH 3/ipaBooxpaHeHus (janee — LleHTp).

7. Ilopsnok BKJIIOYEHHUS JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX W3JAEIIHI B
nepeyeHb amMOynaTOPHOTO JIEKApCTBEHHOTO oOOecrledeHusl BKIIOYaeT B celds
CIEAYIOLICE:

1) momada 3asiBICHUS MTPOU3BOIUTENS WX €ro OPHUIIUATEHOTO TIPEACTABUTENS B
Pecnybnuke Kazaxcran (manee — 3asiButens) B LleHTp;

2) nposeaenue LleHTpom npodeccuoHanbHOM 3KCIEPTU3BL;

3) moaroroBka lleHTpoMm 3akitoueHHUs MO pe3yibTaramM MpPoQeCcCUOHATBHOM
sKCTepTU3bl A1 PopMyIsipHOA KOMHUCCHH;

4) paccMoTpeHuE U NpHUHATHE peleHus] PopMyJIIpHOM KOMUCCHEN HA OCHOBAHUU
3aKJII0YEHUS TI0 pe3yibTaTaM NpodhecCuOHATbHOM SKCIEPTU3BL;

5) dopmupoBaHHE YMOJIHOMOUYECHHBIM OPTaHOM TIEpPEYHS aMOyJIaTOPHOTO
JIEKapCTBEHHOTO 00eCIIeYEHUSI.

8. 3agButens nmoaaet B LleHTp 3asBieHue no gopme, coOrinacHo MpUIOKEHUIO 1 K
HacrosmuM [IpaBunam.



3asBIEHNUE COCTABISAETCA HAa Ka3aXCKOM WJIM PYCCKOM SI3BIKE, NOANMMCHIBACTCS
YIOJHOMOYEHHBIM JIULIOM 3asIBUTEISL.

K 3asBneHuto npuiararorcs:

1) mocke, cocTaBieHHOE B COOTBETCTBUU C (HOPMOI, MPEenyCMOTPEHHBIMH B
IPWIOKEHHUM 2 K HacTossuM [IpaBunam;

2) marepuanbl (CTaTbH, pe3lOME, U3 HAYUYHBIX U MEIUIMHCKUX MyOIuKaIui),
NOATBEPKIAIOIINE CBEJICHHS, COIEpKALIUECS B JIOChE HA S3bIKE OPUTMHAJIA B BUEC
IIOJIHBIX TEKCTOB, B IIEPEBOJIC HA Ka3aXCKUM WUJIA PYCCKUU SI3BIK.

Marepuainbl, yka3aHHbIE B HACTOSLIEM MyHKTE, MPEICTABISAIOTCS HA OyMaXHOM U
AIIEKTPOHHOM HOCHUTEIISIX B ABYX AK3EMIUISIPAX.

Kommiekt mnpeacraBlieHHBIX JOKYMEHTOB Ha OyMaKHOM HOCHUTEIE
IPOILIHYPOBBIBAETCS, CTPAHULBI NMPOHYMepoBbIBatoTCA. Ha 000poTHON cTOpOHE
MOCJIEHEN CTPaHULIBI JE€JaeTCA 3auch: "BCcero npomHypoBaHo, MpOHYMEPOBAHO
CTpaHHMI", KOTOpask yA0CTOBEPSIETCS MOAMUCHIO YIIOJTHOMOYEHHOTO JINLA 3asIBUTEIS.

9. LleHTp ¢ MOMEHTa MOCTYIJICHUS MAaTEpPUAIOB, YKa3aHHBIX B IYHKTE 8
Hactosimux IlpaBui, NMpoOBOAMT WX MNPOBEPKY Ha IMOJHOTY M MNPaBUIBHOCTH
o(opMIICHUS TIPEICTABICHHBIX TOKYMEHTOB, B CPOK He OoJiee 5 (IsATH) pabodux JHEH.

[To pesynbTaram npoBepku LleHTp cocTaBisieT 3aKIIOUYEHUE C YKa3aHUEM
BBISIBIICHHBIX 3aMeuaHuil (Ipu Hamuuuu) mo ¢Gopme, COTIIACHO MPHUIOKEHHIO 3 K
HacTosiuMm [IpaBunaM, KOTOpoe€ HampaBisieTCs 3asBUTEII0 JISI YCTpaHCHUS
3amedanuii B Teuenue 10 (mecstu) pabounx qHEH.

[Ipu HenmpexacTaBieHuu 3asBuTereM B TedeHue 10 (mecstu) pabounx gHEH B
paMKax YCTpAaHEHHUs 3aMEUaHMil 3alpOUIEHHBIX MaTE€pUaJiOB WU MHCbMEHHOTO
o0ocHoBaHus, LleHTp npekpariaer pacCMOTpEHHUE 3asBJIECHUS U JOChE JUIsl BKIIOUEHUS
B IIepeUeHb aMOyJIaTOPHOTO JIEKAPCTBEHHOI'O 00ECTIEUEeHHUS.

B ciydae moimHOTHI ¥ IPaBUIIBHOCTH O(OPMIICHHUS MPECTABICHHBIX TOKYyMEHTOB
aubo ycTpaHeHusl 3aMedaHui B TedeHue 10 (mecsitu) pabouux JHEH MaTepuatbl
nepenaroTcs A NpoBeACHUS MPO(heCcCHOHATBEHON SKCIIEPTHU3HI.

10. LlenTp npoBoAUT npodhecCUOHATBHYIO IKCIIEPTU3Y B cpok He Oonee 40 (copoka
) pabouyux [aHEH, HAa OCHOBAHUU JOTOBOpPA, 3AKIIOUYEHHOTO C 3asBUTEIEM B
COOTBETCTBHHU C I'PAXKIAHCKUM 3aKOHOAATEIHCTBOM.

11. B xone npoBeaeHust npodeccuoHaibHOM 3KcnepTussl LleHTpoM B cpokw,
yka3aHHble B myHKTe 10 Hacrosuux [IpaBui1, IpoBOAATCS ClEIyIOIUE UCCIIEIOBAHNS:

1) Hanmuuus JieKapCTBEHHOro cpejacTBa B KazaxcTaHCKOM HallMOHAIbHOM
JeKapCTBEHHOM (GOpMYyJIIpe, YTBEPKIAEMOM B COOTBETCTBUMU C TOMAIYHKTOM 40)
cratbu 7 Kogekca;

2) Hanu4us yTBEPKACHHOM NMPENEIbHON LIEHBl Ha JIEKAPCTBEHHOE CPEICTBO C
Y4ETOM JIEKapCTBEHHOW (OPMBI, JO3UPOBKH, KOHIIEHTpPAllMd U OObeMa WU



TEXHUYECKYIO XapaKTePUCTUKY MeAUIMHCKOro uznenus B pamkax ['OBMII u (vn)
cucreme OCMC, yTBepKaae€MOi B COOTBETCTBUM C TyHKTOM 3 ctatbu 245 Kopekca;
3) HanM4YMs KoJla aHaTOMO-TepaneBTudecko-xumMmmuueckon (ATX) knaccudukamnmm;
4) COOTBETCTBHS MEXKIYHAPOJIHOTO HEMaTEeHTOBAHHOTO HaMMEHOBAHUS
JI€KapCTBEHHOI'O CPEJCTBA WU €ro JIEKAPCTBEHHOM (OPMBI M JIO3UPOBKU WU
TEXHUYECKON XapaKTEPUCTUKU MEAULMUHCKOTO M3JEJIUS U €ro KOMIUIEKTalluu U
AKCIUTYaTallMOHHBIX XapaKTEpUCTUK ['ocyqapCTBEHHOMY peecTpy JEeKapCTBEHHBIX
CPEICTB U MEIULIMHCKUX U3/IEIUH;

5) cOOTBETCTBUA MOKa3aHUN K MEIUIIMHCKOMY NMPUMEHEHUIO JE€KapCTBEHHOTO
CPEACTBA WM MEIULMHCKOIO M3JENUs KIMHUYECKUM IPOTOKOJIAM, MO KOTOPBIM
JIEKapCTBEHHBIE CPEACTBA M MEAMIIMHCKHUE W3/eNIUs PEKOMEHIYIOTCS ISl OKa3aHHs
MEJIMIIMHCKON MOMOIIHN B aMOYJIaTOPHBIX YCIOBUSAX, © MHCTPYKIIMH 110 MEAUIIMHCKOMY
IIPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJCTBA WJIM MEAUIIUHCKOTO U3IEINS;

6) HalmM4Yue JEeKapCTBEHHOI'O CPEJCTBA B MEXAYHAPOJAHBIX UCTOUYHUKAX JAHHBIX IO
JIOKa3aTeIbHON MEIUIIUHE U MEXITYHAPOIHBIX KIMHUYECKUX PYKOBOJCTBAX;

7) Hamuuusag KIMHUYECKOro U (WUJIM) KIUHUKO-DKOHOMHYECKOTO (
(apMaK03KOHOMUYECKOT0) MPEUMYIIECTBA WJIH 3KBUBAJECHTHOCTU JIEKAPCTBEHHOTO
CpeACTBa WJIM MEIULUHCKOTO M3JIENus, 0 CPAaBHEHHUIO C MMEIOUIMMUCA B NEpPEUHE
aMOyJIaTOPHOTO JIEKAPCTBEHHOTO0 OOECHEeYEeHMsI JIEKapCTBEHHBIMU CPEACTBAMHU WM
MEIUIMHCKUMU U3ICIHUSIMUA TpPU JEYECHUH ONpPEAeIeHHOro 3a00JeBaHus WU
COCTOSIHHSI Ha aMOYJIaTOPHO-NOJUKIMHUYECKOM YPOBHE B YCIIOBUAX 3/IPAaBOOXPAHEHUS
Pecny6nuku Kazaxcras.

12. Tlo pe3ynbraram npodeccuoHaibHON 3KkcniepTu3bl LleHTp B cpok He Ooree 5 (
ISTH) pabouux AHEW COCTaBJISET 3aKitoueHue mo Gopme, COrJacHO MPUIIOKEHUIO 4 K
HacTosiuuM [IpaBuiiam K KOTOpOMY HpPHIIAraroTcsl MOATBEPKAAIOLIME TOKYMEHTHI,
npeayCMOTPEeHHBbIE B MoAnyHkTax 1), 2), 3), 4), 5), 6), 7) nynkra 11 Hacrosmmx
[IpaBun (najnee - 3aKIOYEHUE).

13. ®opmynapHas KOMHCCUS pacCMaTpPUBAET MOpelcTaBiIeHHOE LleHTpom
3aKJIIOYEHUE U OIIEHUBAET COOTBETCTBUE JIEKAPCTBEHHOTO CPEACTBA MOAMYHKTaM 1), 2)
,3),4),5),6),7) uau MEIUIIMHCKOTO U3ACNHS NOAMYHKTaM 2), 3), 4), 5), 6), 7) myHKTa
11 nacrosmux IIpaBun, ¢ ydyeToM KOTOPOro NMPUHUMAETCS PEUICHUE O BKIIOUYCHUU
JIEKapCTBEHHOI'O0 CPEJCTBA UM MEIULMHCKOrO M3JEIus B MepeyeHb aMOyJIaTOPHOTO
JIEKapCTBEHHOTO 00eCTIeueHusl.

14. Tlpu BKJIIOYEHUH B MEepeYEHb aMOYJIATOPHOIO JIEKAPCTBEHHOI'0 00ecTeueHUs
JIEKapCTBEHHOI'O CPEJCTBA WJIM MEAULIMHCKOTO M3IENHSI, TPUMEHAEMOTO JUIS JICUEHUS
oppaHHOro ¥ (WUiIM) COUHUAIBHO 3HAYMMOro 3a00JIeBaHUS, NMEPEYHU KOTOPBIX
ONPEIENSIOTCA B COOTBETCTBUHU € MMyHKTOM 3 cTatbi 177 u noamyHkroMm 158) myHkra 1
cratbm 1 KoJekca COOTBETCTBEHHO, JOIMyCKaercs paccMoTpeHue DPopmynsipHOU
KOMHCCHEN BKJIIOYEHUS JIEKAPCTBEHHOI'O CPEJICTBA WJIM MEAULMHCKOrO M3JeNus B



nepeueHb aMOyJIaTOPHOTO JIEKAPCTBEHHOTO OOECMedYeHUsl 10 WHUIUATUBE
YIOJIHOMOYEHHOTO OpraHa, ¢ MOAroTOBKOW jaoche LIEeHTpOM B COOTBETCTBUHU C
TpeOOBAaHUAMU MPUIOKEHHUS 2 HACTOSIINM MPABUIIAM.

CHocka. ITynkr 14 - B penakuuu npukasa u.0. Munucrpa 3apaBooxpanenus PK ot
31.12.2021 Ne KP JICM-142 (BBOAMUTCS B ACHCTBHUE 110 UCTCUCHUHU JIECATU
KaJICHJIAPHBIX JTHEH MOCyIe JHS €ro MepBoro o(pUIIUaIbHOTO OIMyOIMKOBAHUS).

15. Ilpunarue pemenus 00 UCKIIIOYEHUH JIEKAPCTBEHHBIX CPEICTB, MEIULIMHCKUX
U3JIETTUN U CTICIIMAIM3UPOBAHHBIX JIEYEOHBIX MPOIYKTOB M3 MIEPEUHS aMOyJIaTOPHOTO
aexkapcTBeHHOro obOecnedeHuss DopMyssipHONl KOMHUCCHEW paccMaTpUBaeTCs IO
WHHUIMATUBE YMNOJHOMOYEHHOTO OpraHa MNpU HAJIWUYUU OJHOrO U3 CIEAYIOIIUX
OCHOBAHMU:

1) uckIItOYeHNH JIEKapCTBEHHOTO CPEICTBA, C YUYETOM JIEKAPCTBEHHOU (hOPMBI U3
KH®D;

2) BKJIOYEHUU aIbTEPHATUBHBIX JIEKAPCTBEHHBIX CPEJICTB M U3AEIUI
MEJUIIMHCKOTO Ha3HAYCHMs, O0JaNaroNIuX TOKa3aHHBIMU KIMHUYECKUMHU U (KJIN)
(hapMaK0’KOHOMUYECKUM MTPEUMYIIIECTBOM, U (UJIM) OCOOCHHOCTSIMU IEUCTBUS, U (WU
) Oombieil 0€30MACHOCTHIO MPHU JTUATHOCTHKE, MPOQGUIAKTUKE, JICUCHUU WIH
peabunuTanuu 3a00JIeBaHUM, CUHIIPOMOB U COCTOSTHUH;

3) MOsIBJIEHUU CBEIECHUN O TOKCUYHOCTHU WJIM BBICOKOM YaCTOTE HEXKEJIATEIbHbIX
NOOOYHBIX SIBJEHUU IMPU MPUMEHEHUHU JIEKAapPCTBEHHBIX CPEJICTB U MEAMIIMHCKHUX
U3JeIui, NPEACTABICHHBIX TOCYJAapCTBEHHBIM OpraHoM B cdepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAULMHCKUX U3JIETINN;

4) MpUOCTAaHOBIICHUU NMPUMEHEHHUS JICKAPCTBEHHBIX CPEJCTB U MEAUIIUHCKHUX
U3JIeNIUN CTeIMaIu3UPOBaHHBIX JieueOHbIX MpoaykToB B PecmyOnuke Kazaxcran
pelIeHreM TOCyAapCTBEHHOI0 OpraHa B cepe oOpaiieHus J1eKapCTBEHHbBIX CPEJICTB U
MEJIMIMHCKUX U3JICIUM;

5) oTMeHe TroCyIapCTBEHHOW pErucTpaluu JIEKapCTBEHHBIX CPEJICTB U
MEIUITMHCKUX U3JIEJUN PEIIeHUEM TOCYy/IapCTBEHHBIX OpraHoB B cepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAULMHCKUX U3ICTINN;

ITpunoxenue 1 x [IpaBunam
(hopMHpOBaHUS TIEPEUHS
JIEKapCTBEHHBIX CPEICTB

1 MEAMLUHCKUX U3/ENUH JUIs

OecruraTHOTO U (WJIH) IBTOTHOTO
aMOyIIaTOpHOTO OOeCIIeYeHuUs
OTZCTBHBIX KaTETOPHUH rpaxkJaH
PecniyGnuku Kazaxcran ¢
OTIpeIeTICHHBIMH 3a00JIEBaHUSIMH (
COCTOSIHUSIMU)

dopma



3agBneHre Ha BKIIOYEHUE JICKAPCTBEHHOTO CPECTBA MM MEAUIMHCKOTO H3NEIHS B
nepeveHb JIEKapCTBEHHBIX CPEICTB M MEAUIIMHCKAX M3AEIHi I OeCIIaTHOro H (HJIH)
JIBTOTHOTO aMOyIaTOPHOTO 00ecIeueHHs OTAENbHBIX KaTeropuii rpaxnad PecmyOmixn
KazaxcraH ¢ onpeaeneHHEIMHE 3a001€eBaHAAMH (COCTOSHHUSIMH)

1. Uudopmanus o 3asBuTerne:

1) HaMeHOBaHNE OpraHU3AINY;

2) ®.1.0. (npu ero HaJIM4YMK) OTBETCTBEHHOTO JIMIA, TOJKHOCTH;

3) MecTO HaxO0XAEHHUs OpraHu3alUU-3asABUTENS (FOPUAMYECKHI ajapec,
dbakTUYeCKHii aapec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;

5) HoMep Tenedona u(umu) dakca;

6) e-mail:

2. Obmas uapopMaius Mo 3asBJICHHOMY JIeKapcTBEeHHOMY cpeacTBy (manee —JIC)
WIM MeMUIMHCKOMY u3zaenuio (nanee — MU) B cooTBercTBUM ¢ ['0CynapcTBEHHBIM
PEECTPOM JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3IEIIHIA:

1) ToproBoe Haumenosanue JIC unu MU;

2) MeXIyHapoAHOe HenmaTeHTOoBaHHOe HamMeHoBaHue JIC mnu TexHuyeckas
xapakrepuctruka MU unm coctaB JIC (aeicTByromye 1 BCioMoraTeibHble BEIIECTBA)
WM komruiekTaus MU, npennaraeMoro Juist BKIIOYEHUS;

3) nekapctBeHHas ¢opma u g03upoBKa, KoHueHTpauus JIC wiu
JKCIUTyaTallMOHHBIE XapakTepucTuku MU;
4) dapmakorepaneBtudeckas rpynmna JIC u ATX kox wim Bunm MU, B
COOTBETCTBHH C II100AIbHOM HOMEHKJIATypoi MeauimHckux uznaenuit (GMDN);

5) cBeneHHs O rOCyJapCTBEHHOUN peructpauuu 3assierHHoro JIC wium MU B
Pecny6nuke Kazaxcran (yka3piBaeTcs JaTa M HOMEpP PETUCTPAIMOHHOTO
YAOCTOBEPEHHUSI, TAKXK€ K 3adBJICHUIO NPUIATAETCAd KOMHUS PErucCTPAlOHHOIO
YAOCTOBEPEHMUS);

6) cnnoco6 npumenenus JIC wnu ycnoBus npumenenust M.

3. Uadopmanus nna BxiaodeHus JIC unu MU B mepedyeHr aMOyiIaTOpHOTO
JIEKapCTBEHHOTO 00ECIIEYEHNS:

1) 3asBnsiemoe moka3anue (3a00JieBaHWE WM COCTOSHHUE) W IeJieBas rpyrmima
NAalUEeHTOB (KaTeropus TpakJaH), IJis BKIIOYEHUS B IMEpeueHb aMOyIaTOPHOTO
JIEKapCTBEHHOTO 00€CIIeUEHUS;

2) nanuuue JIC unu MU B KazaxcranckoMm HalMoHaJIbHOM JIEKAPCTBEHHOM
dbopmysipe;

3) yTBepxkaeHHas npenenbHas 1eHa Ha JIC ¢ ydeTom JekapcTBEeHHOU (OpMBI,
JNO3UPOBKH, KOHUEHTpauuun U oObema mwiu MU ¢ ydeToM KOMIUIEKTaluU U
AKCIUTyaTallMOHHBIX XapakTepucTuk B pamkax 'OBMII u (unm) cucteme OCMC;



4) npemsioKeHus 3asBUTENS] OTHOCUTEIBHO BO3MOKHOCTH COTJIALICHUS IO
pa3jeseHUuI0 3aTpaT WM PUCKOB, a TaKXKE€ BO3MOXKHBIM CKHAKAM U (WJIM) cXeMam
00eCIeuynBaOIIUM TOCTYITHOCTH JJIS MAlUCHTA;

Ecnu nocwke comepxut koHUAEHIMATbHYI0 MUH(OPMAIMIO, yKa3aTh, Kakas
uHpopmarust SABISETCS KOHOUACHIHMAIHLHOW W TPEIOCTaBUTh OOOCHOBAHHE
KOH(UICHIIMATILHOTO XapakTepa 3Tor nHpopmaIuu.

JIOJDKHOCTD YIIOJTHOMOUYEHHOTO JIMIA 3asiBUTEIS [Tonanuck
@®.1.0. (1pu ero HaJIu4um) Jara

IIpumeyanus:

[Tpumeuanus: O0beM 3asBICHUS HE MPEBBIIIACT 5 CTPAHUI] U OCHOBBIBAETCS Ha
CBOJHOU MH(OpMAIUU U3 JOChE.

ITpunoxenue 2 x IlpaBunam
(opMupOBaHUs NEpeuHs
JIEKapCTBEHHBIX CPEACTB

1 MEAMIUHCKNX U3/AENUH JUIs

OecrutaTHOTO U (MIIH) JIBFOTHOTO
aMOyITaTOpHOTO 0OecreueHus
OTZEIbHBIX KaTETOPUN rpaXkaaH
Pecniy6inku Kazaxcran ¢
OTIpeIeTICHHBIMH 3a00JIEBaHUSIMH (
COCTOSIHHSIMH )

®dopma

Jloche IeKapCTBEHHOTO CPeICTBA WM MEUIMHCKOrO H3IEIHs I BKIIIOYEHHA B IIEPSUCHb
JICKapCTBEHHBIX CPECTB M MEAMLIMHCKUX H3IENHii I 6eCIUIaTHOro U (WIH) JTrOTHOT'O
amMOys1aTOpHOro 06ecredeHus OTAENbHEIX KaTeropmii rpaxad Pecmy6mku Kazaxcras ¢
OIpENETICHHBIMH 3a00/1€BaHUAMH (COCTOSHHAIMHA)

1. Uudopmanus mo gekapcTBeHHOMY cpeAcTBY (nanee — JIC) unu MeaAuImHCcKoMy
m3nenuto (manee — MMU) B coorBercTBUM C ['oCylapCTBEHHBIM pEECTPOM
JIEKAPCTBEHHBIX CPEJICTB U MEAUITUMHCKUX U3ICTUN:

1) ToproBoe HanmenoBanue JIC nin MU:

2) MexayHapoAHoe HenmaTeHToBaHHOe HamMeHoBaHue JIC uiu TexHudeckas
xapakrepuctika MU nnm coctas JIC (meiicTByronime 1 BCOOMOraTeabHble BELIECTBA)
WM KoMIuiekTauusa MU, npennaraeMoro Jyisi BKIFOYEHUS:

3) nexapcTBeHHass ¢gopma W J03upoBKa, KoHueHTpamnus JIC wunu
JKCIUTyaTallMOHHbIE XapakTepucTuku MU:

4) papmaxotepaneruueckas rpynna JIC 1 aHaTOMO-TepaneBTHYECKO-XUMUYECKUN
kop (manee — ATX) xox winu Bux MU, B cooTBeTCTBHH C T7100aTbHON HOMEHKIATYPOI
MeauuuHckux uzaenuit (GMDN):

5) cBeneHHs O roCyJapCTBEHHOUN peructpauuu 3assierHHoro JIC wim MU B
Pecny6nuke Kazaxcran (yka3pIBaeTcs JaTa M HOMEpP PETUCTPAIMOHHOTO



YIAOCTOBEPEHHUS, TAKXKE€ K 3asBICHUIO NPUIIAraeTcs KOIHUS PErUCTPALMOHHOTO
YJAOCTOBEPEHHUS):

6) crioco6 npumenenust JIC wim ycnoBust npumenennst M.

2. CBenenus:

1) o nanmmuum JIC B KazaxcranckoM HallOHAIBHOM JIEKAPCTBEHHOM (popmyIisipe;

2) 0 HaTM4YUM YTBEPKJIEHHOM MpeaenbHol 1eHbl Ha JIC ¢ yueTom jexkapcTBEeHHON
dbopMBbI, JO3UPOBKHU, KOHIEHTpAllMU U o0beMa uiau MU ¢ yuyeToM KOMIUIEKTAllUU U
AKCIUTyaTallMOHHBIX XapakTepucTuK B pamkax ['OBMII u (unn) cucteme OCMC.

3. Ilepeuenb 3aperucTpupoBaHHBIX Ha Tepputopun Pecnybnuku Kazaxcran
TOPTOBBIX HAMMEHOBAHUM JIEKAPCTBEHHBIX CPEJICTB WJIM MEIUIIMHCKUX H3JEIUN C
AQHAJIOTUYHBIM MEXYHApOAHBIM HEMATEeHTOBAaHHBIM HAaMMEHOBAHUEM JICKAPCTBEHHOTO
CPEIICTBA, C YYETOM JICKaPCTBEHHOU (hOPMBI, TO3UPOBKH, KOHIICHTPAIIMHA U 00beMa HIIN
TEXHUYECKON XapaKTEPUCTUKON MEAMIIMHCKOTO M3AENUS C YUYETOM KOMIUIEKTALMU U
AKCIUTYaTAIlMOHHBIX XapaKTePUCTUK (B COOTBETCTBUU C ['O0CyJapCTBEHHBIM peecTpoM
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3JEIU Ha MOMEHT TI0/1auy 3asBJICHHUS):

4. OOGocHOBaHUE TPEIJIOKEHUN 3asBUTENSI OTHOCUTEIBHO BO3MOKHOCTH
COTJIAILICHUS 10 PA3/ICJICHUIO 3aTpaT WM PUCKOB, a TAK)KE€ BO3MOYKHBIM CKHJKAM H (
WJIM) cXxeMmaM, 00eCTIeUMBAIOIIMM JOCTYITHOCTD JIJIsl TAlUEHTA:

5. Cenenns 00 rddexkruBHOCTH M 6e30omacHocTr JIC nmu MU mo uMeronumcs
NOKA3aHHUSIM B COOTBETCTBUHU C KIMHUYECKUMU MPOTOKOJIAMH, MO0 KOTOpsIM JIC win
MU pexkoMeHayrTCA [ OKa3aHWusd MEIULUHUHCKOW MOMOIIM B aMOyJaTOPHBIX
YCJOBUSIX, B COOTBETCTBUU C MHCTPYKUHUEH M0 MEAUIMHCKOMY NpuMeHeHuto JIC unu
MM (x 3asBI€HUIO TPUJIAraeTcsl KOMUsl UHCTPYKIUU MO METUIIMHCKOMY MPUMEHEHUIO
JIC wmu MN):

6. JlaHHbIC YUAEMUOIOTUHA U OpeMeHU O0JIE3HH B 1I€JIEBOM KOrOpTe MalMeHTOB U
cBenenus o norennuanbaoi ponu JIC i MU B mponiecce npumenenus, napopmarus
0 KJIMHUYECKOM, dKOHOMHUYECKOW M COLUMAJIBbHOW KIMHUYECKOW, SJKOHOMUYECKOU M
conpanbHor 1enHoctu JIC mam MM, a takxke o0 wmcmoiwn3oBanuum JIC u MU
oTpaxaroieM (HakKTUUeCKUH OTBIT NAIUEHTOB (MPU HATHYUHN):

7. CBeAeHUSI O HAIMYMHU KIMHUYECKOTO U (MJIU) KIMHUKO-DKOHOMHYECKOTO (
(bhapMaKOIKOHOMUYECKOT0) MPEUMYIECTBA WM AKBUBAJEHTHOCTH JIEKAPCTBEHHOTO
CpeACTBa WJIM MEAMIIMHCKOTO W3JAENHS, IO CPAaBHEHHUIO C UMEIOIIUMUCS B TMEpeUHE
aMOyJIaTOPHOTO JIEKAPCTBEHHOTO OOECIEYEHUsI JIKAPCTBEHHBIMU CPEJICTBAMHU WITU
METUIMHCKUMU U3JETUSIMH C AHAJIOTHYHBIMU TTOKa3aHUSAMH K IPUMEHEHUIO:

8. CBelieHuUs O BIMSIHUY JIEKAPCTBEHHOI'O CPEJICTBA WIIM MEAUIIMHCKOTO U3/IENINs Ha
OpeMms OoJyie3HH U OIOJUKET 3JIPAaBOOXPAHEHUS C YYETOM [MPOBEICHUS
[EHTPATU30BAaHHOTO 3aKyIIa.

* K mocwe npunararorcs B popMe NpuiloKeHUH MaTtepuaisl (CTaTbu, pe3loMe, U3
HAay4YHBIX W MEIMIIMHCKUX NyOJMuKanuii), MmoAaTBepKaarmue 3Q(HEeKTUBHOCTh U



0e30I1acHOCTh JICKApCTBCHHOI'O CPCACTBA. I[aHHbIe MaTCpHUajbl IIOJAOTCA Ha A3BIKC
OpuruHajJia B BUJC IMOJHBIX TCKCTOB, a4 PE3IOMC — INCPCBCACHLI HaA Ka3axXCKUM WU
pYCCKI/Iﬁ SA3BIK. MaTepI/IaJIBI, NpeACTaBIILICMBIC HA A3BIKC OPpHUIMHAJA, OTJIMYHOI'O OT
aHTJIUHCKOTO A3bIKA, MOAAIOTCA C IMEPEBOAOM Ha Ka3aXCKUM WJIH pyCCKI/Iﬁ A3BIK.
HepeBOI[BI MAaTCPUAJIOB 3aBCPAOTCSA IMOAIINCHIO.

IIpunoxenune 3 x [IpaBunam
(hopMupOBaHUS MEPEIHS
JIEKapCTBEHHBIX CPEACTB

1 MEIMIUHCKUX U3AENuil 1uis

GecrraTHOTO U (WJIM) JIBTOTHOTO
amOyJaTopHOro obecreueHus
OTJEJBbHBIX KaTerOPHUH rpaxkJjaH
Pecrry6mmku Kazaxcras ¢
OTIpe/IeTICHHBIMHU 3a00JIeBaHUAMH (
COCTOSTHUSIMU )

®opma

3axmodenne npoBepku 0HOPMICHHA 3aABJICHHS U JOCHE [T BKIIOYECHHUS JIEKAPCTBEHHOTO
CpPeACTBAa WM MEUITMHCKOT'O W3/IENINA B IEPEICHD JIEKAPCTBEHHBIX CPEACTB H
MEeIMIPHCKUX W3AEIHH )i 0eCIUIaTHOTrO U (WIH) JIEIOTHOrO0 aMOyIaTopHOro o0ecrmedeHns
OTHENBHBIX Kareropuii rpaxkaan Pecmy6mmxu Kazaxcras ¢ onpeeleHHEIMA
3a00reBaEMAMH (COCTOSHUAMMA)

1. Uudopmanus o 3asBurerne:

1) HaMeHOBaHNE OpraHU3aINY;

2) ®.1.0. (npu ero HaJIM4YUK) OTBETCTBEHHOTO JIUIA, TOJKHOCTH;

3) MecTO Haxo0XXJAEHHUsI OpraHu3alUu-3adABUTENS (FIOPUIUYECKHI ajapec,

dakTrueckuii aipec);

4) nomep tenedona u (uim) dakca;

5) e-mail.

2. JlaHHbIE 1O 3asBJICHHOMY JIeKapcTBEHHOMY cpeAcTBY (JIC) unm MeaguumHckomy
uznenuro (MN):

1) ToproBoe HaumenoBanue JIC unu MU;

2) MeXIyHapoAaHoe HenmaTeHToBaHHOoe HamMeHoBaHue JIC mnum TexHuyeckas
xapakrepuctrka MU unm coctaB JIC (meiicTByromme u BCioMoraTeabHbIe BEIECTBA)
WK komruiekTanus MU, npennaraeMoro Juist BKIIOYEHUS;

3) nekapctBeHHas ¢opma u J03uUpoBKa, KoHmeHTpamus JIC wim
JKCIUTyaTallMOHHBIE XapakTepucTuku MU;
4) dapmakorepaneBtudeckas rpynmna JIC u ATX kom wimm Bum MU, B
COOTBETCTBHH C II100AIbHOM HOMEHKJIATypoi MeauimHckux u3naenuit (GMDN);

5) cBeneHHst 0 rOCyJapCTBEHHOUN peructpauuu 3assierHHoro JIC wium MU B

Pecny6nuke Kazaxcran (yka3piBaeTcs JaTa M HOMEpP PETUCTPAIMOHHOTO



YAOCTOBEPEHUSI, TAaKXK€ K 3asBICHUIO MPHJIATAeTCSd KOMHUS PErUCTPAIMOHHOTO
yAOCTOBEPEHMUS);

6) crioco6 npumenenust JIC wim ycnoBust npumenennst M.

3. 3akyroYeHHe IO pe3yabTaTaM HPOBEPKH Ha IMOJHOTY M IMPAaBUIBHOCTH

o opMIICHUS TIPEICTABICHHBIX TOKYMEHTOB:

1) orieHKa MOJIHOTHI MPECTABICHHBIX JOKYMEHTOB U MaTEPHAJIOB;

2) oreHka 0(OpPMIICHHUS 3asBJICHUS U TIPEICTABIICHHBIX MaTEPUAIIOB;

3) olleHKa MPEeICTaBIICHUS CBEICHUM COTJIACHO MYHKTY 8 HacTosimux [Ipasun;

4) COOTBETCTBHE MKy 3asiBJICHUEM U MaTepuaiaMu Ha OYyMa)kKHOM HOCHUTENE U B
AIIEKTPOHHOM BUJIE.

4. 3ameuanus

ITpunoxenue 4 x IlpaBunam
(opMupOBaHUs NEpeuHs
JIEKapCTBEHHBIX CPEACTB

1 MEAMIUHCKNX U3/AENUH JUIs

OecrutaTHOTO U (MIIH) JIBFOTHOTO
aMOyITaTOpHOTO 0OecreueHus
OTZEIbHBIX KaTETOPUN rpaXkaaH
Pecniy6inku Kazaxcran ¢
OTIpeIeTICHHBIMH 3a00JIEBaHUSIMH (
COCTOSIHHSIMH )

®dopma

3akmoueHre TpodeCCHOHATEHOM SKCISPTU3H 111 BKIIOYEHHA JIEKapCTBEHHOTO CPEACTBA
WA MOJUIIMHCKOr'O H3/IeJIAs B IIEPEICHD JIEKAPCTBEHHBIX CPEACTB H MOIUIIMHCKHX H3eIIHit

Ju1s 6ecILIaTHOTO U (WIM) JIbTOTHOTO aMOyIaTopHOro o0ecnedeHns OTAeIbHEIX KaTeropyii
rpaxknas Pecrry6immkxu Kaszaxcral ¢ onpeneneHHBIME 3a00J1IeBAaHAAMH (COCTOSTHHAAMHM)

1. Uudopmarus o 3asBuTene:
1) HauMeHOBaHUE OpPraHU3AINY;
2) ®.1.0. (npu ero HaJIMYKUK) OTBETCTBEHHOTO JIUIIA, IOJ>KHOCTD;
3) MecTo HaxOXXJAEHHUs OpraHU3aluu-3aiBUTENS (FOPUIUYECKHUI ajapec,
(akTHUeckuii aipec);

2. JlaHnHBIE MO 3asBJICHHOMY JIEKapCTBEHHOMY cpeAcTBY (manee — JIC) wim
MEUIIMHCKOMY u3zienuto (nanee — MUN):

1) ToproBoe HaumeHoBanue JIC win MU;

2) MeXIyHapoJaHOE HemaTeHTOBaHHOe HamMmeHoBaHue JIC wiam TexHuueckas
xapakrepuctrka MU wnu coctas JIC (meicTByroIIME U BCIIOMOTaTEIbHbBIE BEIIECTBA)
win komruiekTaus MU, npeninaraeMoro Juist BKIIOYEHUS;

3) nexapcTBeHHass ¢gopma W J03upoBKa, KoHueHTpamnus JIC wunu
AKCIUTyaTallMOHHbIE XapakTepucTuku MU,



4) dapmakotepaneBtudeckas rpynna JIC u ATX kom unm Bun MU, B
COOTBETCTBHH C II100AIbHOM HOMEHKJIATypoil MeauimHckux uzaenuit (GMDN);
5) cBeneHUs 0 TOCyAapCTBEHHOM peructparuu 3aspieHHoro JIC unu MU B
Pecny6nuke Kazaxcran;

6) cnoco6 mpumenenus JIC wiu ycnosust npumenenust MU.

3. 3akitoueHue 1o pesyiabTaTam mpodecCHOoHaNTbHON AKCIIEPTU3BI TSI BKIIIOUESHHUS
B II€peYeHb aMOyJIaTOPHOTO JIEKAPCTBEHHOI'O 00ECTICUEHNUS:

Pe3ynbTaThl aHanM3a JIEKapCTBEHHOTO CPEACTBA, MPEACTABICHHOTO 3asiBUTENIEM H (
WIHM) HaliJIEGHHOTO CaMOCTOSATEIBbHO OPTaHU3alMeN IO aHATIU3Y 3asIBKU:

1) unpopmanuss HaTU4YUsA JIEKAPCTBEHHOrO cpencTBa KazaxcTaHCkoM
HAIMOHAJIBHOM JIEKapCTBEHHOM (OpPMYJISIPE;

2) nadopMaIis 0 HAJTUIHH YTBEPKICHHOHN MPEACIIbHON IICHBI HA JICKAPCTBEHHOE
CPEJIICTBO C YUETOM JIeKapCTBEHHOU (POPMBI, TO3UPOBKHU, KOHIEHTPALIMN U 00beMa HIn
MEIUIMHCKOE U3JIETUE C YYETOM KOMIUIEKTAlMU U IKCILTYyaTallMOHHBIX XapaKTEPUCTUK
B pamkax ['OBMII u (unu) cucreme OCMC;

3) HanuuKe B KIIMHUYECKUX MpoTokoiax Pecnyonuku Kazaxcras;

4) B MeXIyHapOIHBIX UCTOYHUKAX JAHHBIX MO JOKA3aTEIbHOW MEIUIUHE U
MEXTYHAPOIHBIX KIMHUYECKUX PYKOBOJICTBAX:

B BbpurtanckoMm HarmoHaIbHOM JIEKapcTBEHHOM (hopmyssipe u (vwin) bputanckom

HAIMOHAJIBHOM JIEKAPCTBEHHOM (hopmyiispe [uist nete (roj1 BhITyCcKa)

B KoxkpelinoBckoit 6ubnmnorexe (6a3a Hay4HbIX My OIUKaIii)

(omucaTh TOAPOOHO HATWYHME CHCTeMaTH4YecKuX o030poB (maree — CO),
MeTa-aHaJIu30B,

PaHIOMU3UPOBAHHBIX KOHTPOJIUPYEMBIX KIMHUYECKHUX HccienoBannii (nanee — PKI)
¢ ykazanueM ccbuiku Ha CO, PKU, K1)

B Crnucke ocCHOBHBIX JieKapCTBEHHBIX cpeAcTB BO3 (MecsIl 1 roj BhITycKa)

B EBporneickoMm areHTCTBe JIEKapCTBEHHBIX CPEACTB

B VYnpaBneHuu mo KOHTPOIIO IHUIIEBBIX MPOAYKTOB M JIEKAPCTBEHHBIX CPEJICTB
CoeqMHEHHBIX
ITaTOB AMEpPUKHU

B Mepnaitn (ITabMen) (snexkTpoHHas 0a3a JaHHBIX HAYYHBIX ITyOIUKALII)



(mpu oTcyTcTBUM JaHHBIX B KOKpeHOBCKO# OUOIMOTEKE, OMUCATh MTOAPOOHO HATHYHE
cucreMaTudeckux 0630poB, Meta-aHann30B, PKU ¢ ykazanuem ccouiku Ha CO, PKU,
KI)

B bpuranckom MenuimackoM xxypHaiie "bect [Ipaktuc"

B HaunonanbHOM HHCTUTYTE 3APaBOOXPAHECHUS U COBEPLICHCTBA MEIULIMHCKOU
nomoiy BenukoOpuranuu

[Ipy HEOOXOOUMOCTH UCIOJb30BaTh JPyrue JOCTOBEPHBIE HCTOYHUKU
MEXTYHAPOIHBIX KIMHUYECKUX PYKOBOJICTB:
5) PesynbraThl aHanu3a SKOHOMHUYECKOW 3((PEKTUBHOCTU JIEKAPCTBEHHOTO
CPEJZICTBA COIJIACHO 3asBKE 3asIBUTEIS:

Kputepun ananmmza PesynbTaT ananuza IIpouieHT OTKIOHEHUS
BBILIE CTOUMOCTH JIEKAPCTBEHHOTO

1. TlpencraBneHHas cTommocTs PCrapara CpABHCHUA

Kypca/IpUMEHEHHUs WJIM TOJOBOTO COOTBETCTBYET CTOUMOCTHU
JIeYeHUS (IMarHoOCTHUKH, JIeKapCTBEHHOTO  Ipemapara
peabunuTanuu u ap.) CpaBHEHHUS

JICKapCTBECHHOI'O CPEACTBA HIDKE CTOMMOCTH JIEKapCTBEHHOTO

nperapara cpaBHEHHs
AHaNu3 1o IKae OLUeHKH MPEICTABICHHbBIX 3aTpaT

MpUMEHEHHE  JIEKAPCTBCHHOTO
nperapara MPUBOJUT K CHHKECHHIO
0o0ImMX 3aTpaT Ha OKa3aHHe
MEIUIMHCKOW MOMOIIH (BIUSHUAE HA
OroKeT)

MPUMEHEHHE  JIEKapCTBEHHOTO
npenapara He TpeOyeT yBeTn4eHus

2. IIpeumymecTBa no
0o0ImMX 3aTpaT Ha OKa3aHHe

SKOHOMHYECKOH 3ddexTuBHOCTH
JeKapCTBEHHOTO CpEICTBa B
CpaBHEHUH C JIEKApCTBEHHBIM

IPENapaToM CpPaBHEHHUS MPUMEHEHHE  JIEKAPCTBEHHOTO
npernapata TpeOyeT yBeIHUYCHHUS

MEUIMHCKOW MOMOIIH (BIUSHUAE HA
OroIKeT)

0o0ImMX 3aTpaT Ha OKa3aHHe
METUITMHCKOW MOMOIIM B pPaMKaXx
MpOTrpaMMBbl  TOCYJIAPCTBEHHBIX
rapaHTuii OECrIaTHOTrO OKa3aHus
MEIMIMHCKOM TOMOILTH (BIMSHUE Ha
OromKeT)

6) Pe3ynbpTaThl aHaIM3a MPOYMX JAHHBIX 110 3asBKE 3asBUTEIIS:

Kputepuu ananmusa COOTBETCTBHE



Heo0xoanmMocTh MpUMeHEHHs JIEKaPCTBEHHBIX CPEICTB
JUIS. THAaTHOCTHKH, NPOQUIAKTHUKH, JCUCHHUS WU
peabunuramum  3a0oieBaHW  (COCTOSHHIA),
mpeodIaalonux B CTPYKType 3a00JeBaeMOCTH H
cMepTHOCTH TpaxaaH PecmyOnuku Kaszaxcran (s
CTallMOHAPHOM, CTAalMOHApO3aMELIAIIe U CKOpOH
MOMOINM), a TakXe YyIpaBiseMbIX Ha
aMOyJIaTOPHO-TIOMMKIMHUYECKOM  YpPOBHE  (IJid
aMOyIIaTOPHO-TIOTUKINHAYSCKOH  TOMOIIN) Ha
OCHOBAHHHU CTATUCTHYECKUX TAHHBIX, MPEICTABICHHBIX
B 3asIBKE

HeobxonuMocTs MpUMEHEHUS JIEKAPCTBCHHBIX CPECTB
JUisi POQUIAKTUKH, JICUCHUS U PpeadHInuTaIliu
COLIMAJbHO-3HAYMMBIX 3a00JIEBaHUN M 3a00J€BaHUM,
MPEICTABISIONIMX OMACHOCTh JJISl OKPYKAIOUIHUX,
YOpaBIseMBIX Ha aMOyJIaTOPHO-MOJUKINHIYECKOM
YpOBHE

Heo6xoauMocTh TpUMEHEHNUS JIEKAaPCTBEHHBIX CPE/ICTB
I TpO(IUIaKTUKH, JEYSHUS W peabIInTaud
HCKIIIOUHUTENHbHO op(daHHBIX (peakux) 3abosieBaHUM,
YIpaBIIeMbIX Ha aMOyJIaTOPHO-TIOJIHKINHHYECKOM
ypoBHE

Hannume 3apeructpupoBaHHBIX B PecmyOnnke
Ka3zaxcTtaH BOCHpPOHM3BEICHHBIX JIEKAPCTBEHHBIX
CpeAcTB

Hanuumne noaTBepxaeHUs SKCIEPTHON OpraHU3aLUU
JTAHHBIX O TepareBTHYECKOH SKBHBAIECHTHOCTH U (IIH)
OMOPKBUBAJIEHTHOCTH [UII  BOCIIPOM3BEACHHBIX
JIEKApCTBEHHBIX IPEMAPATOB CO CXOKUM MEXaHU3MOM
(hapMaKoJIOTUYECKOTO JCUCTBUS MpPH  JICYCHUU
OTIPEJIETICHHOT O 3a00JIeBaHMsI (COCTOSHHMS)

Hanuuue ananoros B [lepeune
7) AmHanus 3a9BKU U BBIBOJBI I10 KJIMHUYECKON U DKOHOMHYECKOU 3¢)¢)€KTI/IBHOCTI/I
JICKaAPCTBCHHOI'O CPCACTBA:

CocraB 3kcnieptoB (PaMuiiusi, UMsi, 0OTYECTBO (IIPU €r0 HAIMYHH ), TOJKHOCTD )

b

[Mognucu u pacmmdpoBKka MOAMUCH PYKOBOIUTENS OpTraHU3alUM, MPOBOIWBIICH

aHaJIn3:

(damuinus, UM, 0TUECTBO (MPU €0 HATTMYUK ) PYKOBOJUTENST OpraHU3aIINN )
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