Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 31.12.2021

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 25.10.2026
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 31.12.2021
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, e
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTa ckaunBaHUS 25.10.2026
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3 u.o. Munuctpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 24 nexabps 2020 roga
Ne KP ICM-326/2020.
3aperucTpupoBan B MUHHCTEPCTBE
octuiun Pecnyonuku Kazaxcran 25
nexabps 2020 roma Ne 21913

006 yrBep:kaenuu npaBui ¢popmupoBanus KazaxcTtaHckoro HaMOHAJILHOTO
JIEKAPCTBEHHOT0 (opMyJIsipa, a TaKKe MPABWJI Pa3padoTKH JeKAPCTBEHHbIX
(opMyJISIpOB OpraHu3anuii 3APaBOOXPaHEHNs]

B coorBercTBuu ¢ noanyHkrom 47) crtateu 7 Konekca Pecriyonuku Kazaxcran
«O 3m0opoBre Hapona u cucteme 3apaBooxpaneHus» IIPUKA3BIBAIO:

CHocka. IIpeambyna 6 peoakyuu npuxaza u.o. Munucmpa 30pasooxpanenus PK
om 31.12.2021 Ne KP JICM-142 (ssooumcs 6 Oeticmaue no ucmeyenuu 0ecsamu
KAleHOAapHbIX OHell Nocae OHs e20 Nep8o2o OPUYUATbHO20 ONYOIUKOBAHUSL).

1. YTBepauTh:

1) npaBuna ¢popmupoBanus KazaxctaHCKOro HallMOHAJIBHOTO JIEKAPCTBEHHOTO
(bopMyIIsipa COrsIacHO MPUIIOKEHHIO | K HACTOAILEMY MpPUKa3y;

2) npaBuia pa3pabOTKU JEKaPCTBEHHBIX (POPMYIIIPOB OpraHU3alui
3IpaBOOXPAHEHUS COIVIACHO MPUIIOKEHUIO 2 K HACTOSIIEMY IIPUKA3Y.

2. Ilpu3HaTh yTpaTUBIIMMU CUILY:

1) mpuka3s u.0. Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 14 urons
2019 roga Ne KP JICM-94 «OG6 yTBepxkaeuuu [IpaBuit ocyiiecTBIeHUs ACSITEIHHOCTH
dbopmyIIsipHON cUCTEMBD (3aperucTpupoBaH B PeecTpe rocygapcTBEHHON perucTpanuu
HOPMAaTHUBHBIX MPAaBOBBIX akTOB 3a Ne 18856, omyonukoBan 21 utons 2019 roxa B
DTaJIOHHOM KOHTPOJIHLHOM OaHKE HOPMAaTUBHBIX IMPABOBBIX akTOB PecmyOnuku

KazaxcraH B 3JIeKTPOHHOM BUJIE);

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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2) npuka3z MUHHUCTpA 31paBOOXPAHEHUS U COMMAIBLHOTO pa3Buths PecnyOmmku
Kazaxcran ot 22 mas 2015 roga Ne 369 «O0 yrBepxkaenuu [Ipasun popmupoBanus
KazaxcTanckoro HaImoOHAIBHOTO JIEKAPCTBEHHOTO (hOpMYJIsipa, mepedHs
JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3ACIUN JUIsi OCIIIaTHOTO U (MJIN) IbFOTHOTO
aMOyJIaTOPHOI0 0OEeCIeUeHUsl OTJEIbHBIX KaTETOPHUM rpaxKiaH ¢ ONpeIeICHHBIMU
3a00s1eBaHUSIMU (COCTOSIHUSIMH ), & TaKXKe pa3pabOTKU JIEKapCTBEHHBIX (POpMYIIIpOB
OopraHu3allii 3paBOOXpaHEHUs» (3apeTUCTPUPOBaH B PeecTpe rocy1apcTBEHHOM
pETHCTpalii HOPMATHBHBIX TTPABOBBIX akTOB 3a No 11429, omyOnukoBaH B
Nudopmarmonno-npaBoBoit cucreme «Oauter» 03 uromns 2015 roga; «Kazaxcranckas
npaBaa» ot 25 utonst 2016 roga Ne 121 (28247); «Eremen Kazakctan» 25 utons 2016
roga Ne 121 (28849)).

3. JenapraMeHTy JIeKapCTBEHHOW MOIUTUKH MUHUCTEPCTBA 3ApaBOOXPAHECHHUS
PecnyOnuku Kazaxcran B yCTaHOBJIEHHOM 3aKOHOJATEILCTBOM MOpsifke PecryOnuku
Kazaxcran obecieunTs:

1) rocy1apcTBEHHYIO PErUCTPAIMIO0 HACTOSIIETO TpruKa3a B MUHUCTEPCTBE
toctutiuu Pecry6onuku Kazaxcran;

2) pa3MellleHre HACTOSIIETo MprUKa3a Ha UHTEPHET-pecypce MuHucTepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuinanbHOro onyOJuKoBaHuUS,

3) B TeueHue AecITH paboUnX JAHEU MOCie rocyJapCTBEHHON perucTpalnu
HACTOSIIIETo Mpuka3a B MunucrepcTse toctuiinu Pecryonmku Kazaxcran
npeacrtasiaeHue B FOpuanueckuil agenapraMeHT MUHHCTEPCTBA 3IPABOOXPAHEHUS
PecniyOnuku Kazaxcran cBeneHuit 00 HCIIOMTHEHUN MEPONPUSITUINA, TIPETyCMOTPEHHBIX
MOAMYHKTaMH 1) 1 2) HACTOSIIIIETO MyHKTA.

4. KoHTpoIb 3a HUCIIOJIHEHWEM HACTOSIIETO NMPUKa3a BO3JIOKUTh Ha
KypHUPYIOLIEro BUIIe-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran.

5. Hacrosmuit mpuka3 BBOJUTCA B JCUCTBUE MOCIE UCTEYEHUS IECATH
KaJICHJIApHBIX JTHEH T0CIIe THS €0 IEPBOT0 O(QUIIMATHHOTO OIyOJINKOBAHUS

N.o. munuctpa 31paBooxpanenus Pecnyoiankn Kazaxcran M. Lllopanos
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[Ipunoxenue 1
K npuka3zy IlepBpiil BULIE-MUHUCTP
3IpaBOOXPAHEHUS
Pecny6nuku Kazaxcran
ot 24 nexabps 2020 rona
Ne KP ICM-326/2020

IIpaBuiaa popmupoBanus KazaxcTaHCKOro HAIIMOHAJIBHOI0 JIEKAPCTBEHHOT' 0
¢popmyasipa

I'naBa 1. O01mue noJj0KeHus

1. Hactosimue npasuia ¢popmupoBanus KazaxcTraHCKOro HallmOHaJILHOTO
JexapcTBeHHOTO hopmyrsipa (nanee — [IpaBuna) pazpaboTaHbl B COOTBETCTBHH C
noanyHkToM 47) crateu 7 Konekca Peciyonuku Kazaxcran ot 7 urons 2020 roga «O
3JI0POBBLE HAPOJA U CUCTEME 3/IpaBooxpaHeHus» (Hanee — Komekc) u onpenensitor
nopsiiok hopmupoBanus KazaxcraHCKOro HaIlMOHAIBHOTO JIEKapCTBEHHOTO (popMysipa.

2. B Hacrosmux [IpaBuiax ucnonb3yroTcs CIEAYIONME OCHOBHBIE TEPMUHBI U
ONIPECIICHHUS:

1) l'ocynapcTBeHHBIN peecTp JeKapCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3JICITUN
— 3JIEKTPOHHBIN HHPOPMAITMOHHBIN PECypc, CONEPIKAIINA CBEICHUS O
3apEruCTPUPOBAHHBIX U PA3PEIICHHBIX K MEAUIIMHCKOMY MPUMEHEHUIO B PecriyOnuke
KazaxcTaH nekapCTBEHHBIX CPEACTBAX U MEIUIIMHCKUX U3ACIUSX;

2) IeKapCTBEHHOE CPEICTBO — CPEJICTBO, MPECTABIISIONIEE COO0M Un
coJieprKalllee BEIIeCTBO JIMO0 KOMOMHAITMIO BEIIECTB, BCTYITAIOIIEE B KOHTAKT C
OpraHU3MOM YeJIOBEKa, MpeHa3HAYCHHOE /IS JIeUeHHUsI, MPO(UIaKTUKH 3a00JIeBaHUN
YeJI0BEKA MM BOCCTAHOBJICHUS, KOPPEKIIMH MUIH H3MEHEHUS €ro (PU3HOJIOTHISCKUX
byHKIMH TocpecTBOM (HapMaKoJIOTHIECKOr0, UMMYHOJIOTHYECKOT0 JIN00
METa00JIMYECKOT0 BO3JICHCTBUS, UIN JIJIST TMAarHOCTUKY 3a00JICBAHUN U COCTOSTHUS
YeJIoBeKa;

3) nekapCTBEHHBIN MpenapaT — JIEKapCTBEHHOE CPEICTBO B BUJIE JIEKAPCTBEHHOMN
(bopMbI;
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4) Me)XyHApOAHOE HEMATEHTOBAHHOE HAMMEHOBAHUE JIEKAPCTBEHHOT'O CPEZCTBA
(nanee — MHH) — Ha3BaHue J1eKapCTBEHHOTO CPEICTBA, peKOMeHJ0BaHHOEe BecemupHoi
OpraHu3alieH 31PaBOOXPAHEHUS;

5) ToproBoe HaMMEHOBAHUE JIEKAPCTBEHHOT'O CPEJICTBA — HA3BAHUE, MOJT KOTOPHIM
PErUCTpUPYETCS IEKAPCTBEHHOE CPENICTBO;

6) KJIMHUYECKHUI TPOTOKOJ — HAYYHO JI0OKa3aHHbIE PEKOMEH 1Al 110
npouIakTUKe, JUArHOCTUKE, JICYCHUI0, MEIUIIMHCKON peaduaIuTalu u
NaJUTMAaTUBHONW MEIUITMHCKOU ITOMOIITH TIPH OTIPEICIICHHOM 3a00JICBaHUN WJTH
COCTOSIHUH TTalIMCHTA;

7) KazaxcTraHckuil HalTMOHANBHBIN JIeKapCcTBeHHBIN Gopmyiisip (nanee — KHD) —
nepevYeHb JEKaPCTBEHHBIX CPEJICTB € IOKa3aHHOW KIIMHUYECKON O€30MacHOCThIO U
3¢ (PEeKTUBHOCTHIO, a TakKe Op(aHHBIX (PEIKUX) JIEKAPCTBEHHBIX MPENapaToB,
SIBJISTFOIIMICS 00s13aTeNIbHOM OCHOBOM ISl pa3pabOTKH JIEKAPCTBEHHBIX POPMYIISIPOB
MEUITMHCKUX OpraHu3aiuii 1 GOPMUPOBAHUSI CTIMCKOB 3aKyTIia JIEKapCTBEHHBIX
CPEACTB B paMKax rapaHTUPOBAHHOTO 00beMa OeCTIaTHOM MEIUITMHCKOM MOMOIIHU 1
(w1n) B cucTeME 00513aTeIbHOTO COLMATILHOTO METUIIMHCKOTO CTPAXOBAHUS.

I'nasa 2. Ilopsaaok popmupoBanus KazaxcTaHCKOro HAlHOHAJIBHOTO
JIEKAPCTBEHHOT0 opmysipa

3. [Mopsimok popmupoBanust KazaxcTaHCKOro HAIMOHAILHOTO JIEKAPCTBEHHOTO
dbopmyIisipa BKIIOYAET B ceOsl Ciieayrolee:

1) mogaya 3asiBICHMS MPOU3BOIUTENS WIIH €r0 O(UIIHATEHOTO IIPEICTABUTEIS B
PecnyOnuke Kazaxcran (najiee — 3asiBUTEIIb) B MOJIBEIOMCTBEHHYIO OPraHU3AIUIO
YIOJHOMOYEHHOTO OpraHa, B KOMIETEHIIUIO KOTOPOH BXOJST BOIPOCH! TPOBEICHUS
AKCIIEPTHU3HI, TIPETyCMATPHUBAIOIIEH OIEHKY MaHHBIX O KIMHUYECKOW 0€30MMacHOCTH 1
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA, MOATBEPIKICHHBIX KITMHUYECKUX
HCCJIEJIOBAHUSX, a TAK)KE B METa-aHalin3axX U (UJIM) CUCTeMaTHYeCKUX 0030pax (manee —

[entp);

2) npoBeaenue LleaTpom mpodeccrnonambHOM SKCIEPTH3HI,
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3) moarotoBka LleHTpoMm 3akiroueHus o pe3yabTaTaM npodeccuoHaIbHOMI
aKCcepTU3bl 1151 DopMyIIpHOI KOMUCCHH YIIOJTHOMOYEHHOTO OpraHa B 00JacTu
3npaBooxpaHeHus (nanee — opMyISIpHOM KOMUCCUN);

4) paccMoTpeHue U puHsITUE perieHne CopMyIspHON KOMHCCUEN HA OCHOBAaHUU
3aKJIIOYEHUS TI0 pe3yibTaTaM NpodhecCuOHATbHOM SKCIEPTU3HL;

5) dbopMupoBanue yrnoaHoMoueHHBIM opranom KHO.

4. 3asButens noaaet B LleHtp 3asBienue no hopme, COriacHO NpUIIOKEeHHO 1 K
HactosuM [IpaBunam.

3asBICHNUE COCTABIACTCS HA Ka3aXCKOM HJIN PYCCKOM A3BIKC, ITOAIMCBIBACTCS
YIIOJIHOMOYCHHBIM JIMIIOM 3asBHUTCILA.

K 3asBrnenuto npunaratorcsi:

1) mocke, COCTaBIEHHOE B COOTBETCTBUU C TPEOOBAHUAMU, IPETYCMOTPEHHBIMU B
NPUIOKEHUH 2 K HacTossuuM [IpaBuiam;

2) Matepuaibl (CTaTbH, pe3toMe, U3 HAYYHBIX U MEIUIIMHCKUX IMyOJIMKaIUi),
MOATBEPKIAIOIINE CBEICHUS, COJICPKAIINECS B IOCHE HA SA3bIKE OPUTHHAJIA B BUJIE
IIOJIHBIX TEKCTOB, B MIEPEBOJIC HA Ka3aXCKUU WUIIA PYCCKUU SI3BIK.

Martepuaibl, ykazaHHbIE B HACTOAIIEM MTyHKTE, PEJICTABIISIOTCS Ha OyMaKHOM U
3JIEKTPOHHOM HOCHUTEJNSX B JIBYX SK3EMILIAPAX.

KoMriekT npeacTaBieHHbIX TOKYMEHTOB Ha OyMa)KHOM HOCHUTENE
IPOIIHYPOBBIBAETCS, CTPAHUIIBI MPOHYMEpOBbIBatoTcsA. Ha 060poTHOI cTopoHe
HOCJIEAHEN CTPaHULIbI JIeIaeTcsl 3anuch: «Bcero npomxypoBaHo, IpOHYyMEPOBAaHO
CTPaHMID), KOTOpask yAOCTOBEPSAETCS NOANUCHIO YIIOTHOMOYEHHOTO JIULIA 3asiBUTENS.

Nudopmariusi, mpegocrapisieMast 3assBUTEIIEM B 3asIBIICHUH U JI0ChE, SABJISIETCS
OTKPBITOU ¥ MOJICKUT OMYOIMKOBAHUIO HA CAWTE YIIOJIHOMOYEHHOTO OpraHa WK

Lentpa.

B ciyuae npenocTaBieHus 3asiBUTENEM B 3asBJICHUN UH(pOpMaLuu
KOH()HUICHIMAJIBbHOT 0 XapaKTepa, Takas nH(OpMaus He MOJIEKHUT Oy OJIMKOBAHHMIO.

5. llenTp ¢ MOMEHTA NOCTYIUICHHUS] MAaTEPUAJIOB, YKAa3aHHBIX B IIYHKTE 4
Hactosumx [IpaBui1, mpoBOAUT UX MPOBEPKY HA MOJHOTY U MPaBUIBHOCTH O(OpMIIEHUS
IPEICTaBICHHBIX TOKYMEHTOB, B CPOK He OoJiee 5 (rmaATtu) pabouux JHEH.
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1o pe3ynbraTam npoBepku LIeHTp cocTaBisieT 3aKII0UeHNE C YKa3aHHUEM
BBISIBJIEHHBIX 3aMeYaHuil (IpU HAIMYUK) 110 (OpMe, COTTIACHO MPUIIOKEHHIO 3 K
HactosumM [IpaBuiam, KOTOpoe HaMPaBIAETCS 3aABUTENIO AJIs yCTPAaHEHHsI 3aMeUaHuit
B TeueHue 10 (mecsiTu) pabodux JTHEH.

[Ipu HenpencraBnenuu 3asButenemM B TeueHue 10 (gecsati) pabouux 1HeH B
paMKax YCTpaHEHHS 3aMeYaHUM 3alpOlIEHHBIX MAaTEPUATIOB WM MUCbMEHHOTO

06OCHOBaHI/IH, HGHTp IMPCKpPAACT paCCMOTPCHUC 3a4BJICHUA U JOCHC IJIS BKIIIOYCHUA B
KH®.

B ciiyyae moysiHOTHI U TpaBUIILHOCTH O(DOPMIIEHHUS MPEICTABICHHBIX TOKYMEHTOB
1160 ycTpaHeHus 3amedannii B Tedenue 10 (aecsti) pabounx ITHEH MaTepraIbl
nepenarTcs sl MpoBeIeHUs MPOoGEeCCUOHATBHON IKCTIEPTHUHI.

6. Llentp npoBoAUT npodecCHOHANBHYIO KCIIEPTU3Y B CPOK He Ooee 20
(mBaamaTi) paboyux JHEHM, HAa OCHOBaHUU JOTOBOPA, 3aKJIFOYEHHOTO C 3asIBUTEJIEM B
COOTBETCTBHHU C I'PAXKIAHCKUM 3aKOHOAATEIHCTBOM.

7. B xone npoBeaeHus npodeccunoHanbHOM dKcrepTru3sl LieHTpoM B CpoKH,
yKa3aHHbIE B IyHKTe 6 HacTosmux [IpaBui, MpoBOASTCS CIEIYIONIUE UCCIICIOBAHMS:

1) Ha mpeIMeT HaXOK/IECHHUS JICKapCTBEHHOTO CpeicTBa B ['ocyapcTBEHHOM
peecTpe JeKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX m3enuii (nanee - Peectp) u Ha
peaMET HaXO0XKJICHHS JIEKapCTBEHHOTO cpeacTBa B [lepeune opdhaHHBIX 3a001€BaHUN 1
JICKapCTBEHHBIX CPEACTB JJIs UX JiedeHUs (OphaHHBIX ), OMPEACICHHOM COTIIACHO
nyHkTy 3 cratbu 177 Konekca (nanee - [lepedens).

B xadecTBe moaATBEPKIAIOIIETO TOKYMEHTa MPEAOCTABIISIETCS COOTBETCTBYIOIIAS
BBITIMCKA U3 Peectpa;

2) xiMHUYeCcKOoU 3(h(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA IO
3apEerUCTPUPOBAHHBIM IMOKA3AHUSM K IPUMEHEHUIO, COOTBETCTBYIOIIEH COOTHOIIEHUIO
ypoBHe# gokazatensHocTH I v I u rpamanmii pekomenganuii A u B, o mkane
paszpadorannoi Oxchopackum LleHTpom nokazaTebHOM MEAUITUHBI B COOTBETCTBHUHU C
npuioxkenrem 4 k HacrosiuuM [IpaBunam (manee - [llkana), moaTBepKIeHHON
pe3yJbTaTaMu KIMHUYECKUX UCCIEA0BAHUN BBICOKOTO METOJ0JIOTHYECKOTO Ka4eCTBA B
Ka3aXCTAHCKUX U MEXTYHAPOIHBIX MPU3HAHHBIX UICTOUHHUKAX.
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[IpoBenenre TaHHOTO UCCIIENOBAHUS KIMHIUYECKON d(h(PEKTUBHOCTH
JIEKAPCTBEHHOTO CPEACTBA MOATBEPKIAETCS COOTBETCTBYIOIIUM IIPOTOKOJIOM,
COCTaBJICHHBIM L[eHTpOoM B mpou3BOILHOI opMme;

3) Oe30macHOCTH JIEKAPCTBEHHOT'O CPEJCTBA 10 3apETUCTPUPOBAHHBIM
IIOKa3aHUAM K IPUMEHEHUIO, COOTBETCTBYIOILIENH COOTHOLIEHUIO YPOBHEN
nokaszarenbHocTH I u 11 m rpamanuit pekomennannii A u B, o [lkane,
NOATBEPKAECHHOMN pe3ysIbTaTaMU KIMHUYECKUX UCCIEI0BAHUN BBICOKOTO
METOI0JIOTUYECKOI0 Ka4eCTBA B Ka3aXCTAHCKUX U MEKIYHAPOIHBIX ITPU3HAHHBIX
VCTOYHHKAX.

[IpoBenenmne naHHOTO HUCCIeI0OBaHMUS 0€30MaCHOCTH JIEKAPCTBEHHOTO CPE/ICTBA
TIOJITBEPKIACTCSI COOTBETCTBYIOIINM IPOTOKOJIOM, COCTaBJICHHBIM LleHTpoM B
POU3BOJILHOMU (popMme;

4) no 3a00JIEBaHUSM, SIBISIOLIMMUCS 3apPETUCTPUPOBAHHBIM MOKA3aHUSIM K
IPUMEHEHUIO JIEKapCTBEHHOTO CPECTBA, YPOBHS U CTPYKTYpPHI 3a00J1I€Ba€MOCTH
Hacenenus Pecnyonuku KazaxcraHn, mo JaHHBIM O(UIIMATIBHBIX 3JIEKTPOHHBIX
MH(POPMAITMOHHBIX PECYPCOB U MH(POPMAIIMOHHBIX CUCTEM CO3JaHHBIM COTJIACHO
noanyHkTy 30 crarbu 7 Konekca, a Takke omyOJIMKOBAHHBIX CTATUCTUYECKUX
COOPHUKOB YIIOJIJHOMOYEHHOI'O OpraHa WM 3MUIEMUTIOTUYECKUX UCCIIEIOBAHU;

[IpoBeneHre TaHHOTO UCCIIEIOBAHUS 110 3a00JIEBaHUSAM, SIBIISIOIIUMHUCS
3apEeruCTPUPOBAHHBIM IMOKA3aHUSM K IPUMEHEHHUIO JIEKAPCTBEHHOTO CPEACTBA, B
CTPYKTYype 3a0osieBaeMocTu HaceneHus Pecnyonuku Kazaxcran noarsepxaaercs
COOTBETCTBYIOIIUM IPOTOKOJIOM, COCTaBIEHHBIM LIeHTpOoM B MpoON3BOIBHON PopMe;

5) Ha HanMuyue B pEKOMEHAAIUAX KIMHUYECKUX TPOTOKOJI0OB PecyOnuku
Kazaxcran;

6) Ha HATMYKE B PEKOMEHAIUSAX MEXTYHAPOIHBIX (€BPOMEUCKUX) KIMHUYECKUX
PYKOBOJICTB U (WUJIM) KIIMHUYECKUX PYKOBOJICTB, IPOTOKOJIOB CTPAH-YJICHOB
Opranu3zanuu 3KOHOMHAYECKOro coTpyaanyectsa u pazsutus (O9CP);

7) Ha HaJIMYKE B CIMCKE OCHOBHBIX JIEKAPCTBEHHBIX cpeacTB BecemupHoi
OpraHu3alliy 3ipaBooXpaHeHus U (i) B bpuraHckoM HallMOHATIBLHOM JIEKAPCTBEHHOM
dbopmyiisipe (B TOM yucie AJisl AeTei) u (Min) BO3MENIAeMbIX CIUCKAX U (hopMyisipax
ctpan O2CP;
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8) Ha HAJIMYME PETUCTPALMH JIEKAPCTBEHHBIX NIPENAPATOB B CTPAaHAX PETHMOHA
MexayHapoiHON KOH(GEPEHIIUU 110 TAPMOHU3AINH TEXHUYECKUX TPEOOBAaHUMN K
perucTpanny JeKapCTBEHHBIX MpenaparoB s MmeaunuHckoro npumenenus (ICH) u
() OOCP unu perucTpanuy no HEHTPATU30BAHHON MPOLEAYPE KOMIIETEHTHBIM
opranom EBponeiickoro Coro3a, Hanuuue npouenypsl nepekpanupukanuu BO3 wnu
BKJItOUeHHe B nepedueHb BO3 npekBainuurpoBaHHbIX J€KapCTBEHHBIX CPEJICTB,
npenHa3HaYeHHbIX 17151 60ppObl ¢ BUY, TyGepkye3oM, renaTUTOM U JpyTrUMU
00JIe3HSAMH.

8. 1o pesynwpTaTam npodeccrnonaabHOM 3KkcniepTu3sl LIeHTp B cpok HE Oosee 5
(msiTr) paboyuX JTHEW COCTABIISIET 3aKIIF0OUEHUE TT0 (popMe, COTIACHO MPHUIOKEHHUIO 5 K
HacTosiiuM [IpaBuiaM K KOTOpOMY IpHJIAraloTCs MOATBEPKIAIOIINE JOKYMEHTHI,
peAyCMOTPEHHbIE B MOJNYHKTaxX 1), 2), 3), 4), 5), 6), 7), 8) nyHKTa 7 HACTOSALIUX
[IpaBun (nanee - 3aKIOYEHUE).

3akioueHue B TeueHre 1 paboyero IHs HAMpaBIISETCS HA pACCMOTPEHUE
DopMyISIPHON KOMUCCHUH, AEATEIIBHOCTh KOTOPOU ONPENEIISIETCS B COOTBETCTBHU C
myHKTOM 2 ctatbhk 264 Koxaekca.

9. ®opmysipHast KOMUCCHUSI paccMaTpUBaeT npejcTaBieHHoe Llentpom
3aKJIFOUECHHE U OLICHUBAET COOTBETCTBUE JICKAPCTBEHHOTO CPEACTBA MOANYHKTaM 1), 2),
3), 4) u oqHOMY U3 OAYHKTOB 5), 6), 7), 8) mynkra 7 HacTosiuux [IpaBun, ¢ yuerom
KOTOPOTO MPUHUMAETCSI PEILICHHE O BKIIOUEHUH JIeKapCTBEHHOTo cpenictBa B KHO.

10. ITpu Bxmouenun B KH® nekapcTBeHHOI0 cpeACcTBa, MPUMEHSIEMOTO TS
nedeHus: opdpaHHOTO U (MIIN) COLUANBHO 3HAYMMOT0 3a00JIeBaHUs, IEPEYHHU KOTOPBIX
ONPENEIIAITCA B COOTBETCTBUU € MPUKa3aMu MUHHUCTpa 31paBOOXPAHEHUS
Pecny6onuku Kazaxcran ot 20 okTs10psa 2020 roga Ne KP JICM - 142/2020 «O06
YTBEPKICHUH TIepedHs opdaHHbIX 3a00I€BaHUN U JIGKAPCTBEHHBIX CPEJICTB TSI KX
nedyeHus (opdaHHbIX)» (3aperucTpupoBaH B PeecTpe rocyapcTBEHHON perucTpaiuu
HOPMAaTUBHBIX PaBOBbIX akTOB MoJ Ne 21479) u MunucTpa 34paBoOXpaHEHUs
Pecny6iuku Kazaxcran ot 23 centsiops 2020 roga Ne KP JICM-108/2020 «O6
YTBEPKJICHUHU MIEPEUHSI COLMAIBHO 3HAUMMbIX 3a00JIEBaHUI (3apEerucTpupoBaH B
Peectpe rocynapcTBeHHOM perucTpali HOpMaTUBHBIX IIPABOBBIX AKTOB MO Ne
21263), nonyckaetcst paccmorpenre GopMynsipHON KOMUCCHEN BKIIFOUEHUE
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nexkapcrBeHHOTO cpeactsa B KH® no nHuImaTuBe yroaHOMOYEHHOTO OpraHa, ¢
HOJrOTOBKOM JToche LIeHTpOM B COOTBETCTBUM C TPEOOBAHUSAMU MPUITOKEHUS 2
HACTOSLIMX IPaBUIL.

Crocka. Ilynkm 10 6 peoaxyuu npukaza u.o. Munucmpa 3opasooxpanenusi PK
om 31.12.2021 Ne KP JICM-142 (sso0umcs 6 Oeticmaue no ucmeyenuu 0ecsamu
KAnIeHOApHbIX OHell Nocie OHs e20 Nep8oco OPUYUATbHO20 ONYOIUKOBAHUSL).

11. IlpunasTre penieHus: 06 UCKIIIOYEHUH JIEKAPCTBEHHBIX cpeAcTB u3 KHO
DopMyISIPHON KOMUCCUEN PACCMATPUBAETCS MPU HAJTUUMUU OJTHOTO U3 CICAYIOUIUX
OCHOBAHUU:

1) nosiBneHne Hay4YHO-0OOCHOBAHHBIX PEKOMEHIAIMNA O HEJOCTATOUHON
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

2) NOSIBJIEHUE CBEIEHUI O TOKCUYHOCTH U (WJIN) BBICOKOW YaCTOTE
HEeXeJIaTeIbHbIX MOOOYHBIX SBJICHUHN IPU MIPUMEHEHUH JIECKAPCTBEHHOT'O CPEJICTBA;

3) OT3bIB YIIOJTHOMOYEHHBIM OPraHOM PETUCTPAIIMOHHOTO Y I0CTOBEPEHUS Y
JICKapCTBEHHOTO TIperapaTa Wil HCTeUEeHHE CpOKa perucrpaiuu B PecryOnmke
Kazaxcran B TeueHHE Iepro/ia MPEBHIIIAIOIICTO TP T'OJ1a WU UCKITIOYCHUE U3
[Tepeuns opdaHHBIX JTEKAPCTBEHHBIX CPEJCTB, ONMPEACICHHOTO COTJIACHO MyHKTY 3
cratbu 177 Konekca.

12. B cooTBercTBUU € penieHuAMU OopMyIsipHOl KOMUCCHH, YIIOJTHOMOYEHHBIH
opraH B COOTBETCTBHHM C MOANYHKTOM 46) ctatbu 7 Koaekca yTBep:KaaeT
Kazaxcranckuii HallnOHAIBHBIN JTEKAPCTBEHHBIN (GOPMYIISIP.

Brecenue nsmenennii u nonosineHud B KH® nmpoBoauTCs ¢ MEPUOIUYHOCTBIO HE
gamie 1 (ogHOT0) pas3a B MOJTo/Ia.

13. JlekapctBennoe cpeactBo BHocuTcs B KH® moq MHH (nipu oTcyTcTBUM
MHH — no rpynnupoBaHHOMY WM XUMHYECKOMY HAUMEHOBAHUIO) JIEKAPCTBEHHOTO
CPEICTBA, C yUETOM JIEKAPCTBEHHON (POPMBI, JO3UPOBKU, KOHIIEHTPALMK U 00beMa, C
yKa3aHHEeM KOJ/Ia aHaTOMO-TE€pPaneBTUYECKO-XUMHUECKON KilacCu(PUKauu
JIEKapCTBEHHBIX cpelicTB (nanee — ATX), ¢ o0g3aTenbHbIM BKIIOUEHHEM 0€3
PacCMOTPEHHUSI KaXKJ0T0 TOPrOBOI0 HAMMEHOBAHMS JIEKAPCTBEHHOT'O CPEACTBA C
ananornuasiM MHH nexapctBeHHO# (opMON, J03UPOBKO, KOHLIEHTpauen 1
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00BEMOM, B COOTBETCTBHH € ['0CyJapCTBEHHBIM PEECTPOM JEKAPCTBEHHBIX CPEACTB U

MEIUIMHCKUX u3nenuil. IHdopMaims o JeKapCTBEHHBIX CPEICTBAaX, BKIIIOUCHHBIX B

KH®, oTtoOpaxkaeTcsi B KIMHUYECKUX MPOTOKOJIAX HAa CANTE YIOJIHOMOYEHHOI'O OpraHa.

Crocka. Ilynkm 13 6 pedaxyuu npukaza u.o. Munucmpa 3opasooxpanenusi PK

om 31.12.2021 Ne KP JICM-142 (sso0umcs 6 Oeticmaue no ucmeyenuu 0ecsamu
KAnIeHOApHbIX OHell Nocie OHs e20 Nep8oco OPUYUATbHO20 ONYOIUKOBAHUSL).

14. Tlpu BKITIOYEHUH JIEKAPCTBEHHBIX CPEICTB IS JeueHUs: ophaHHbIX
3a0o0sieBaHuM, 1€AaeTCsl OTMETKA, YTO JAHHBIN ITpenapar sBIseTcs oppaHHbIM.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 31.12.2021
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 25.10.2026

e. ‘ ﬂ ' ,' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium 31.12.2021
PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKauMBAHHS 25.10.2026

[Ipunoxenue 1
k [IpaBunam hopmupoBanus Kazaxcranckoro
HAIlMOHAJIBHOTO JIEKAPCTBEHHOTO (hopMyJisipa

dopma

3asiBiieHHe
Ha BKJIKYEHHE JIEKAPCTBEHHOTI0 cpeAcTBa B KazaxcTaHCKMA HAMOHAJILHBI
JIEKAPCTBEHHBIN (OpMYJIsIp

1. Uadopmarus o 3asBurerne:
1) HaMeHOBaHKE OpraHu3aluy;
2) ®.1.0. (npu HaMUYMK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTB;

3) MecTo HaXOXKICHHSI OPTaHU3AIUU-3aIBUTENS (FOPUIUICCKUN aapec,
dakTrueckuii aupec);

4) B1H, 6aHKOBCKHE PEKBU3UTHI;
5) Homep Tenedona u (uam) dakca;
6) JIEKTPOHHBIN aJIpeC WIM aApec AIEKTPOHHON MOYTHI.

2. JlaHHbBIE 1O 3asBJIEHHOMY JIeKapcTBEHHOMY cpenctBy (JIC) B cOOTBETCTBUH C
['ocynapcTBEHHBIM peecTpOM JIEKAPCTBEHHBIX CPEJICTB M MEAUITMHCKUX U3CTUN:

1) ToproBoe nHaumenosanue JIC;
2) MeX1yHapOJHOE HEMATEHTOBAHHOE HAMEHOBAHUE;

3) coctas JIC (nericTByIOIIKE U BCIIOMOTATEIbHbIE BEIIECTBA), IPEAJIAracMoro
JUTSl BKJTFOUEHUS,

4) nekapcTBeHHas (opma U J03UPOBKA, KOHIICHTPAIUS;

5) cBeneHus 0 rocyAapcTBEHHON peructparuu 3assiaeHHoro JIC B PecyOnuke
Kazaxcran;

6) dbapmakonorunyeckoe aeiicreue JIC;
7) dapmakonornyeckas rpymnmna JIC u ATX kog;

8) Mmoka3aHus K IPUMEHEHUIO COTJIACHO MHCTPYKIUU 110 TPUMEHEHUIO
JIEKAPCTBEHHOTO CPEICTBA;
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9) croco6 npruMeHEeHus.

Ecnu noche conepxut KOHPUAESHIUATbHYIO HH()OPMALINIO, YKa3aTh, KaKas

uH(popMaIus SBIsSETCS KOH(DHUISHIINATBEHON U MPEIOCTaBUTH 000OCHOBAHUE

KOH(PUACHIIMATLHOTO XapaKTepa 3TOH nH(popMaIuu.

I[OJ'DKHOCTB OTBCTCTBCHHOI'O JIMIIA 3aABUTCIIA

IHoamuce

®.1.0. (mpu HAJIUYUN)

JlaTa

HpI/IMeanI/ISIZ OO0ObeM 3asBIICHHS HE IMPCBLIIIACT 2 CTpaHHUIl U OCHOBBIBACTCS HaA

CBOJHOU MH(OpPMAIUH U3 JO0CHE;
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[Ipunoxenue 2
k [IpaBunam hopmupoBanus Kazaxcranckoro
HAIlMOHAJIBHOTO JIEKAPCTBEHHOTO (hopMyJisipa

dopma

Jlocbe JiekKapCTBEHHOI0 CpeAcTBa ISl BKIYeHus: B Kazaxcranckuii
HAIMOHAJIbHBIN JIEKAPCTBEHHbIH (popMyJIsip

1. Nudopmanus no nekapctBeHHOMY cpenctBy (JIC) B cOOTBETCTBUU €
['ocyaapcTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEICTB U METULMHCKUX WU3/1EIUN:

1) roproBoe HanmeHnoBanue JIC;
2) MEeXIyHApOAHOE HEMTaTEHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByIOIINE U BCIOMOTATENIbHBIE BEIIECTBA), IPEAJIaraeMoro
JUTS BKJTFOUCHUS;

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAIIUS;

5) cBeneHus 0 rocyiapcTBEHHOM peructpanuu 3assieHHoro JIC B PecriyOnuku
Kazaxcran;

6) papmakonoruueckoe neicraue JIC;
7) hapmakonorunyeckas rpynmna JIC u ATX kox;

8) IMOKa3aHus K IPUMCHCHHNIO COINIaCHO MHCTPYKIHUHU 110 ITPUMCHCHHUIO
JCKApCTBCHHOI'O CPCACTBA,

9) crtoco0 mpuMeHEHUSI.
2. CeneHus:

0 PETHCTPALMOHHOM cTaTyce 3asaBiaeHHoro JIC mo nokasaHusiM, yKa3aHHbBIM B
3asBieHuu u jocke B ctpanax ICH u ODCP (3apeructpupoBaH 1o HalMOHAILHOM
npoueaype komnereHTHeIM opranom CIHIA, [Iselnapuu, Anonun, ABcTpanuy,
Kanaget u ip. ctpan OOCP unu 3aperucTpupoBaH 1o HEeHTPaTu30BaHHON MpoLeaype
KoMIleTeHTHbIM opranoM EBpomneiickoro Coro3a);
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o npoxosxaenus 3aseieHHbIM JIC nponeaypst nepexkBanmudukanuu BO3 u ero

BKJIIOUEHHE B nnepeueHb BO3 npekBanuuirpoBaHHbIX JEKAPCTBEHHBIX CPEICTB,
npeaHa3HadeHHbIX i1 60ppObl ¢ BUY, TyOepkyie30oM, rematuToM U JpyruMu
OoJEe3HAMMU.

3. CBCI[GHI/ISI O KIIMHHUYCCKHX HCCICA0OBAaHHUAX BBICOKOI'O MCTOAOJIOTHYCCKOI'O

Ka4eCTBA B Ka3aXCTAHCKHUX U MCIKAYHAPOJAHBIX NPU3HAHHBIX HCTOYHHUKAX!

1) mo knuHUYECKO 3(PPEKTUBHOCTHU O 3aPETUCTPUPOBAHHBIM MTOKA3AHUAM K

MPUMEHEHUIO:

oMHcaHue 0TOOpa MyOauKanuii, coaepx amux qaHHeie o 3¢ dhexrusaoctu JIC;

OTHMCaHKe U 0000ITEHUE Pe3yIbTATOB U3 OTOOPAHHBIX PEIIEBAHTHBIX
myOHMKAIN, comepkanmx qaHabie o d¢dexktuBHOCTH JIC;

CIMCOK U CCBUJIKU Ha pEJIEeBaHTHBIE IMyOJIUKALIUU, COAEPKAIINUX TaHHBIE 10
sa¢dpextuBnoctu JIC;

MaTepualbl (CTaTb, Pe3IOME, U3 HAYYHBIX U MEAUIIMHCKUX MyOIuKaIuii),

noateepxkaatontue 3phekTuBHOCTh JIC Ha S3bIKE OpUTHHANA B BUE MOJTHBIX TEKCTOB, C

IMPHUIIOKCHUCM IIEPCBOAA HA Ka3aXCKOM HJIM PYCCKOM A3BIKC,

2) no 6€30MacHOCTHU MO 3aPETUCTPUPOBAHHBIM MOKA3AHUAM K IPUMEHEHUIO:

omucaHue 0TOOpa MyOIMKAIIHM, CoJiepkKalluX JaHHbIe 1Mo 0e3omnacHoctH JIC;

onucaHue U 0000IIeHUE Pe3yIbTATOB U3 OTOOPAHHBIX PEEBAHTHBIX
nyOMKaIuii, coaepkanmx qauasie no 6ezomacuoctu JIC;

CIIUCOK M CCBHUIKH Ha PEJICBAHTHBIC MyOIUKAIINH, COACPIKAIINX JAaHHBIC 10
oe3onacHoctu JIC;

MaTepHalibl (CTaTbH, PE3IOME, U3 HAYYHBIX U METUIIMHCKHUX ITyOTUKAIIHI),

IMOATBCPKAAIOIITNC 6e3omacHocTh JIC Ha sA3BIKE OpurrvHajia B BUAC ITOJHBIX TEKCTOB, C

IMPUIOKCHHUCM IICPCBOJA Ha Ka3aXCKOM HIIN PYCCKOM A3BIKC.

4. Cenenust o Hannuu 3asBieHHOro JIC 1o 3aperucTpupoBaHHBIM MTOKA3aHUSIM,

B CIIUCKAX U (hopMyJIspax:

B CITUCKE OCHOBHBIX JIEKAPCTBEHHBIX CpeCTB BeceMupHoil opranuzanuu
31paBOOXpaHEHus (B TOM YUCIE JJIsl IeTei);
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B bpuTtanckoMm HaIlmoHaIBLHOM JICKAPCTBEHHOM (OpMYJIIpe (B TOM YUCTIE IS
JeTe);

B BO3MelaeMbIX cuckax u popmyssipax ctpan ODCP.

5. CeneHus 0 Hanuuuu 3asBiIeHHOro JIC 1o 3aperucTpupOBaHHBIM TOKa3aHUsM,
B KIIMHUYECKHX ITPOTOKOJIAX U PYKOBOJICTBAX:

HaJIM4Me B KIMHUYECKHUX MpoTokoaax Pecnyonuku Kazaxcras;

HaJIMIKUC B KIIMHUYCCKHUX PYKOBOACTBAX, IIPOTOKOJIAX U KOHCCHCYCAaX CTpaH

OOCP;
HAJIM4YKUE B MEKTyHAPOIHBIX (€BPOIMEHCKIX) KIMHUYECKUX PEKOMEHIAIIMSIX.

6. Ceegenus o Heooxoaumoctu JIC 115t cUCTEMBI 3[paBOOXPaHEHUS B
COOTBETCTBHH C MOKA3aTEISIMHU PACIIPOCTPAHEHHOCTH 00JI€3HU 1 3a00JI€Ba€MOCTH
HACEJICHHS TI0 JAHHBIM O(DUIMAITBHBIX 3JICKTPOHHBIX HH(POPMAIIMOHHBIX PECYPCOB U
MH(POPMAITMOHHBIX CUCTEM CO3JIaHHBIM corytacHO moAmyHKTy 30 crateu 7 Konekca, a
TakKe OMyOJIMKOBAHHBIX CTATUCTUYECKUX COOPHUKOB YIIOJHOMOUYCHHOTO OpraHa WK
AMUAEMHUOIOTUUECKUX UCCIIETOBAHUM.
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[Ipunoxenue 3
k [IpaBunam hopmupoBanus Kazaxcranckoro
HAIlMOHAJIBHOTO JIEKAPCTBEHHOTO (hopMyJisipa

3akiao4enue
NpoBepKu 0(popMIICHUA 3aIBJICHHUS U 10Che 1JIs1 BKJIYCHUS JIEKAPCTBEHHOI 0
cpeacTBa B KazaxcTaHCKMH HAUMOHAJIBHBIN JIEKAPCTBEHHbIH (DOPMYJISAP

1. Uudopmanus o 3asBUTENE:
1) HanMeHOBaHKE OpraHu3alny;
2) ®.1.0. (npu HaIMYMK) OTBETCTBEHHOTO JIUIIA, JOJIXKHOCTb;

MECTO HaXOKJICHHSI OPTaHU3AIUU-3asIBUTEIS (FOPUIUICCKUIN aapec,
dbakTrueckuii ampec);

3) BIH, 6aHKOBCKHE PEKBU3UTHI;

4) Homep tenedona u (win) dakca;

5) e-mail.

2. JlaHHbI€ 1O 3asIBIEHHOMY JieKapcTBeHHOMY cpenicTBy (JIC):
1) ToproBoe HanmenoBanue JIC;

2) MEeXIyHApOAHOE HEMTaTEHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByIOIINE U BCIOMOTATENIbHBIE BEIIECTBA), IPEAJIaraeMoro
JUTS BKJTFOUCHUS;

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAIIUS;

5) cBeneHus 0 rocyIapcTBEHHOM peructpanuu 3assiaeHHoro JIC B PecryOnuke
Kazaxcran;

6) dapmakonoruueckoe neictaue JIC;
7) hapmakonornyeckas rpynna JIC u ATX kox;

8) IMOKa3aHus K IPUMCHCHHNIO COINIaCHO MHCTPYKIHUHU 110 ITPUMCHCHHUIO
JCKApCTBCHHOI'O CPCACTBA,

9) crtoco0 mpuMeHEHUSI.
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3. 3akiir04eHue Mo pe3ysibTaTaM MPOBEPKH HA MOJHOTY U MPABUILHOCTh
odopmIICHUS TIPEACTaBICHHBIX TOKYMEHTOBR:

1) OLICHKA ITOJHOTEI NPEACTABIICHHBIX JOKYMCHTOB U MAaTCPUAJIOB,

2) OILICHKa O(bOpMJ'IeHI/ISI 3as4ABJICHUA U ITPCACTABIICHHBIX MAaTCPHUAJIOB,

3) olleHKa MpeACTaBICHUSI CBEICHUM COTJIACHO MYHKTY 4 HacTosimux [TpaBun;

4) COOTBCTCTBHC MCKIY 3ajABJIICHUCM U MaTCpUAJIaMU HA 6YMa}KHOM HOCHTCJIC 1

B 3JICKTPOHHOM BHIC.

4. 3amevaHus
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[Ipunoxenue 4

k [IpaBunam hopmupoBanus Kazaxcranckoro

HAIlMOHAJIBHOTO JIEKAPCTBEHHOTO (hopMyJisipa

CooTHOlIEeHUE YPOBHEH 10KA3aTEJIbHOCTH U IPagaliuii peKOMeH aln,

paspadorannbie Oxcdopackum LleHTpom n10Ka3aTEIbHON MeIUIMHBI

YPOBHI/I J1I0Ka3aTCJIbHOCTH

I'pamaunu pekomenaanuii

CucreMaTHYeCKHi 0630[3, KIIMHUYECKUEC UCCIICA0BaHUs, OTACIIBHOC KIMHUYCCKOC UCCIICJOBAHUC

I

CucreMaTnueckuii 0030p KOropTHBIX UCCIIEIOBAHUH, MIIM OTAEJIBHOE KOTOPTHOE UCCIIEIOBAHUE I B
HccnenoBanue TuIa «CITy4ai-KOHTPOJIbY (OTAEIBHOE, THO0 CHCTEMaTHYEeCKUI 0030p HECKOJIBKUX) mm | B
OnucaHue cepuu Cily4aeB, HU3KOKaueCTBEHHbIE KOrOPTHbIE UCCIIEI0BAHUS v | C
MHeHue >kerneproB 63 TOUHOH KPUTHUECKOH OLIEHKH \% D

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

paspabotunkoB. KpaTkoe cripaBounoe pykoBoacTBo. Hosiops 2015.
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[Ipunoxenue 5
k [IpaBunam hopmupoBanus Kazaxcranckoro
HAIlMOHAJIBHOTO JIEKAPCTBEHHOTO (hopMyJisipa

dopma

3akirouenue npogecCHOHAJIBHON IKCIEPTU3BI I BKJIKYECHUS JIeKAPCTBEHHOI 0
cpeacTBa B KazaxcTaHCKMH HAUMOHAJIBHBIN JIEKAPCTBEHHbIH (DOPMYJIAP

1. Uudopmanus o 3asBuUTENE:
1) HanMeHOBaHNE OpraHu3allny;
2) ®.1.0O (npu HaTU4KMK). OTBETCTBEHHOTO JIMIIA, TOJKHOCTD;

3) MecTo HaXOXKJICHHS OpraHU3aLUU-3asIBUTENS (FOPUINIECKU ajipec,
(akTHUECKHil asipec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;

5) nomep Tenedona u (win) akca;

6) e-mail;

2. JlaHHbI€ 1O 3asBIEHHOMY JieKapcTBeHHOMY cpenicTBy (JIC):
1) ToproBoe Haumenosanue JIC;

2) MEeXIyHApOAHOE HEMTaTeHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByIOIINE U BCIIOMOTATENIbHBIE BEIIECTBA), TP/ IaraeMoro
JUTSI BKITIOUEHUS;

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAITUS;

5) cBeneHus 0 rocyAapCcTBEHHOM peructpaiuu 3assiaeHHoro JIC B PecyOnuke
Kazaxcran;

6) dapmakonoruueckoe neictaue JIC;
7) dapmakonorunyeckas rpymnmna JIC u ATX kox;

8) IMOKa3aHu:A K IPUMCHCHHUIO COITIACHO MHCTPYKIUHU 110 IIPUMCHCHHUTO
JICKAapCTBCHHOI'O CPpCACTBA,

9) croco6 mpuMeHEeHus.
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3. 3akmroueHue 1o pesyiabTaTam NpohecCuOHATBHOM SKCIEPTU3BI IS
BKJIIOUeHMsI B Ka3axcTaHCKUIl HAIIMOHANBHBIHN JIEKapCTBEHHBIA (hOPMYJISp:

1) undopmanust 0 HAMMYUK IEUCTBYIOIIETO PETUCTPALIMOHHOTO YIOCTOBEPEHHUS
PecnyOnnku Ka3axcrana gekapCcTBEHHOIO CPEICTBA COMIACHO I'ocy1apcTBEHHOMY
pEeeCTpy JEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3AENUi (ITpHuiiaraeTcs
COOTBETCTBYIOILIAs BhINKCKA U3 Peectpa);

2) uadopmanus 0 HAIMYUK JIeKapCcTBEHHOro cpencTBa B [lepeune opdanHbIx
3a00JIeBaHUH U JIEKAPCTBEHHBIX CPEACTB ISl UX JiedeHUs! (Op(aHHBIX), ONPEIETICHHOM
corsacHo yHKTY 3 ctatbu 177 Konekca;

3) undopmarus 0 KIMHUIECKON 3(p(HEKTUBHOCTH JIGKAPCTBEHHOT'O CPEJICTBA 11O
3apEeruCTPUPOBAHHBIM MOKA3AHUSIM K IPUMEHEHUIO, COOTBETCTBYIOIIEH COOTHOIIECHUIO
ypoBHeM aokazarenbHocTH I u II v rpamamnuii pekomenaanuii A u B, o mikane
paszpadorannoit Oxchopackum LleHTpom gokazaTebHOM MEAUITUHBI B COOTBETCTBHUHU C
npuioxenueMm 4 k HactosuM [IpaBuiam, MoATBEPKICHHBIE Pe3yJIbTaTaMU
KIIMHUYECKUX MCCIIENOBAHUI BEICOKOI'O METO/I0JIOTHYECKOT0 KaueCTBa B Ka3aXCTaHCKUX
Y MEXyHApOIHBIX MPU3HAHHBIX UCTOYHUKAX (MIPUIAraeTcsi COOTBETCTBYIOIINI
IIPOTOKOJI MCCIISIOBAHMS KITMHUUECKOW 3((hEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA);

4) uadopmarus o 6€30MaCHOCTH JIEKAPCTBEHHOTO CPEJICTBA T10
3apEruCTPUPOBAHHBIM MMOKA3aHUSIM K IPUMEHEHUIO, COOTBETCTBYIOIIEH COOTHOLIECHUIO
ypoBHe# gokazatenbHocTH | v I u rpamanmii pekomenganuii A u B, o mkane
paszpabdorannoi Oxchopackum LleHTpom gokazaTebHOM MEAUITUHBI B COOTBETCTBHHU C
npuioxenneM 4 xk HactosmuM [IpaBunam, moaTBEPKICHHBIE PE3YJIbTaTAMU
KJIIMHUYECKUX UCCIEAOBAHUN BHICOKOTO METOA0JIOTHUYECKOTO KaUeCTBA B KA3aXCTAHCKUX
U MEXyHApOIHBIX MPU3HAHHBIX UCTOYHUKAX (MIPUJIaraeTcsi COOTBETCTBYIOIIUI
MIPOTOKOJT UCCIEA0BaHMs O€30MaCHOCTH JIEKAPCTBEHHOTO CPEICTBA);

5) uadopmarnus 1Mo 3a00eBaHUSIM, SABIISIOITUMUCS 3aPETUCTPUPOBAHHBIM
MOKa3aHUSIM K IPUMEHEHUIO JIGKAPCTBEHHOT'O CPEJICTBA B CTPYKTYpE 3a00JIEBAEMOCTH
Hacenenus Pecnybnuku KazaxcraH, mo JaHHBIM O(UIIMATIEHBIX SJICKTPOHHBIX
UH()OPMAIIMOHHBIX PECYPCOB U HHGOPMAITMOHHBIX CUCTEM CO3/IaHHBIM COTJIACHO
noanyHkTy 30 cratbu 7 Konekca, a Takke OmyOJIMKOBAaHHBIX CTATUCTUUECKUX
COOPHHMKOB YIIOJJHOMOUYEHHOT'O OpraHa WM SUACMUIOTHUCCKUX UCCIICI0BaHUN
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(mpuaraercs COOTBETCTBYIOUIUI MPOTOKOJI UCCIEA0BAHUS 110 3a00JIEBaHUSM,
SIBIITIOIIIMMHUCS 3aPETUCTPUPOBAHHBIM MMOKA3aHUSM K PUMEHEHHUIO JIEKAPCTBEHHOTO
CpelCTBa B CTPYKType 3aboneBaeMocTH HaceneHusa Pecyonuku Kazaxcran);

6) nHdopmanus 0 HATMYUU B PEKOMEHAALMIX KIMHUYECKUX MTPOTOKOJIOB
PecnyOnmku Kazaxctan B COOTBETCTBUH C MOKA3aHUSMH K PUMEHEHUIO;

7) nadopmarus 0 HATHIUN B PEKOMEHIAIMSIX MEXKIYHAPOIHBIX (€BPOTIECHCKUX )
KJIMHUYECKUX PYKOBOJICTB

8) uHdopmarus 0 HAIMYUKU B PEKOMEHIALIUAX, IPOTOKOJIOB CTPAH-UJIEHOB
Opranuzanuu 3KOHOMHYECKOro coTpyaHudecTBa U pa3sutus (OOCP);

9) undopmarusi 0 HaTMYUHU B CIIUCKE OCHOBHBIX JICKAPCTBEHHBIX CPEICTB
BcemupHoli opranuzanuu 3ApaBooXpaHeHus (B TOM YHCIIE ISl AETEH);

10) nadopmanus o HAIMIUKA B BpUTaHCKOM HallMOHAJILHOM JIEKApPCTBEHHOM
dbopmysipe (B TOM uucie s aeTeil);

11) nadopmarus 0 HAIMYUK B BO3MEIIAEMBIX CIIHCKaxX U (HOpMyIsipax CTpaH

0OCP;

12) undopmaiiusi 0 HAIMYUKM PETUCTPALIMU JIEKAPCTBEHHBIX MpenapaToB B
CTpaHax peruoHa MexxayHapoHON KOH(GEPEHITMH M0 TapMOHU3AIUN TEXHUYECKUX
TpeOOBaHUI K pETUCTPALINH JICKAPCTBEHHBIX MIPENapaToB sl MEAUIIMHCKOTO
npumenenus (ICH);

13) uadopmanus 0 HATUYUHA PETUCTPALIUN JIEKAPCTBEHHBIX MPENapaToB B
ctpanax OOCP;

14) uadopmanus 0 HATUYUHA PETUCTPAINU JEKAPCTBEHHBIX MIPETapaToB B
CTpaHaX PETUCTPAIUU 10 IEHTPATH30BAHHOMN MPOIEAYPE KOMIIETEHTHBIM OPTaHOM
EBponetickoro Coro3a;

15) nadopmanus 0 HaIUUUK Nporeaypsl nepexkpanuduxanuu BO3 win
BKJIFOUCHHE B nepedeHb BO3 mpekBannGUIIMpOBaHHBIX JIEKAPCTBEHHBIX CPE/CTB,
npeaHa3HaAYeHHBIX 17151 00prOBI ¢ BUY, TyOepkyne3oM, renaTuToM U JPYTUMHU
00JIE3HIMU;

BriBoanl.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 31.12.2021
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 25.10.2026

e. ‘ ﬂ ' ,' 3TaHOHHBIf/’I KOHTpO.TII)HHﬁ 68.HK HOpMaTI/IBHLIX HpaBOBbIX aKTOB IlaTa pe,uaKqu 31 12 2021
p K T
eCl'ly6JH/IKI/I a3axCTaH B BHCKTpOHHOM BHJIC I[aTa CKauMBAHHS 25102026

[Ipunoxenue 2
K npuka3zy IlepBpiil BULIE-MUHUCTP
3IpaBOOXPAHEHUS
Pecny6nuku Kazaxcran
ot 24 nexabps 2020 rona
Ne KP ICM-326/2020

IIpaBuiia pa3padoTKu JIeKApPCTBEHHbIX (OPMYJISIPOB OPraHU3auii
3APaBOOXPAHEHHS

I'naBa 1. O01mue noJj0KeHus

1. Hacrosimue npaBuiia pa3pabOTKH JIEKAPCTBEHHBIX (POPMYIISIPOB OpraHU3ALMMA
3npaBooxpaHeHus (manee — [IpaBuia) pa3paboTaHbl B COOTBETCTBUU C MOIITYHKTOM 47)
cratbu 7 Kogekca Pecrry6nuku Kazaxcran ot 7 utons 2020 roga «O 310poBbe Hapoaa u
CUCTEME 37IPaBOOXPAHCHHUS» U ONPEILISAIOT MOPSAIOK pa3pabOTKH JIEKAPCTBEHHBIX
bopMyJIIpOB OpPTaHU3AIMH 3IPaBOOXPAHCHHS.

2. B Hacrosmux [IpaBuiax ucnonb3yroTcs CIEAYIONME OCHOBHBIE TEPMUHBI U
ONIPECIICHHUS:

1) 1exapCTBEHHOE CPEJCTBO — CPEACTBO, MPEACTABIISIOIICE COOOM HITH
coJieprKalllee BEeIIeCTBO JIM0O KOMOMHAIMIO BEIIECTB, BCTYIAIOIIEE B KOHTAKT C
OpPraHU3MOM YeJIOBEKa, MpeHa3HAYCHHOE JUIsI JISYCHUS, TPODUITAKTHUKN 3a00IeBaHUI
YeJI0BEKa WJIM BOCCTAHOBJICHUS, KOPPEKIIMH WU U3MEHEHHSI €70 (PU3HOTIOTHICCKUX
byHKIMN TOCpeIcTBOM (hapMaKOJIOTHIECKOTO, MMMYHOJIOTUYECKOTO 00
METa0O0TUICCKOTO BO3ICHCTBUS, WU JIJIs JUATHOCTUKH 3a00JI€BaHNN U COCTOSTHUS
YEII0OBEKa;

2) eKapCTBEHHBIN IMpernapar — JISKAPCTBEHHOE CPEJICTBO B BUJE JIEKAPCTBEHHOM
bopmbI;

3) nexapCTBEHHBIN (GOPMYJISIp OpraHu3aIiy 3PaBOOXPAHEHUS — IEPEUCHb
JIEKapCTBEHHBIX CPEACTB I OKa3aHUs MEJUIIMHCKON TOMOIIY B paMKax
rapaHTUPOBAHHOTO 00BEMa OECTIIATHON MEAUIIMHCKOM TTOMOIIH U (UJTH) B CUCTEME
00513aT€TbHOTO COLIMAIBHOTO MEUIIMHCKOTO CTPaxoBaHus, CPOPMHUPOBAHHBIN HA
ocHoBe KazaxcTaHCKOTro HallMOHAIBHOTO JIEKAPCTBEHHOTO (popmyIisapa u
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YTBEPKIAEHHBIN PYKOBOAUTEIEM OPTraHU3alMN 31PaBOOXPAHEHNS B TIOPSJIKE,
OIPENEIAEMOM YIIOJHOMOYEHHBIM OPraHOM;

4) KIMHUYECKUI (papMaKoJIOT — CIIEIUATHUCT C BHICHTUM MEIUITUHCKUM
o0pazoBaHUEM MO NPOPUIIAM «JIEUEOHOE JIETI0», «IIEAUATPUSD, «O0Ias MEIUIITHAY,
OCBOMBIIIHI MPOTPaMMY PE3UACHTYPBI WU TIEPETIOATOTOBKH 110 KIIMHUYIECKOM
(hapMaKoJIOTHN 1 UMEIOIIUI CepTUUKAT CTICTIHATTUCTA B 00JIACTH 3APABOOXPAHCHUS;

5) KazaxcraHckuii HallMOHAJIBHBIN JIeKapcTBEHHBIN hopmyssp (nanee — KHD) —
NIEPEUCHb JIEKAPCTBEHHBIX CPEJCTB C TOKa3aHHOW KIMHUYECKOW 0€30MaCHOCTBIO 1
3¢ (PEeKTUBHOCTHIO, a TakKe Op(haHHBIX (PEIKUX) JIEKAPCTBEHHBIX MPENapaToB,
SIBJISTFOIITMICST 00s13aTEIBHONM OCHOBOM TSl pa3pabOTKH JICKAPCTBEHHBIX (DOPMYJISIPOB
MEUITUHCKUX OpraHu3aluii 1 GOPMUPOBAHUSI CIIMCKOB 3aKyTIa JIEKaPCTBEHHBIX
CPEICTB B paMKax TapaHTHPOBAHHOTO 00beMa OeCIIaTHON MEeIUIIMHCKON TTOMOIIU U
(w1n) B cucTeMe 00513aTeNIbHOTO COLMATIbHOTO MEIUIIMHCKOTO CTPAXOBAHUS.

I'masa 2. Ilopsaaok pa3padoTKH JieKaApCTBEHHBIX (pOPMYJISIPOB OpraHu3anmni
3APaBOOXPAHEHHS

3. Pa3paboTka jgexapcTBeHHOTO (hOpMyJIsipa OpraHu3aIuil 3[paBOOXPaHEHUS
(manmee — iekapcTBEHHOTO (OPMYJIsipa) BKIIOUAET B CeOsI:

1) bopmupoBanre KIMHUYECKUM (papMaKoJIOroM uiu ¢papmMaieBToM
OpraHM3aIiH 3IPaBOOXPaHEHUs MPOEKTa JiekapcTBeHHOTo popmysipa mo MHH u
00BEMOB MTOTPEOHOCTH B JIEKAPCTBEHHBIX cpecTBax Ha ocHoBaHuU KHO;

2) paccMOTpEHUE IPOEKTA JIEKAPCTBEHHOTO (hopmyisipa DopmyIsipHO
KOMUCCHEN OpraHu3aliy 3paBooxpanenus (qanee — DopmyiapHOil KOMUCCUN);

3) yTBEpKIE€HUE JTEKAPCTBEHHOTO (hOpMYJIsipa MEPBBIM PYKOBOIUTEIEM
OpraHM3aLMH 3APABOOXPAHEHNUS.

4. Knuanueckuii papmaxosior win ¢hapMareBT OpraHu3aiuy 3paBOOXPaHEHNUS,
Ha ocHoBe KH®, popMupyeTt npoexT jiekapcTBEHHOro (GopMyJIsipa ¢ y4eTOM:

1) pe3ynbTaToB OLEHKH UCTIONB30BaHUS JieKapcTBeHHbIX cpeacTB (ABC-VEN
aHaJIKM3) B OpraHU3alyiy 31paBOOXPAHEHUS;
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2) aHanu3a MOTPEOJICHUS JIEKAPCTBEHHBIX CPEJICTB OpraHu3aIueit
3/IpaBOOXPaHEHUs 3a PEABIIYIINE TObI B OpraHU3alliU 3PaBOOXPaHEHNS,;

3) HpeJIJIO}KCHI/Iﬁ HpO(bI/IJ'IBHBIX CIICOMUAIMCTOB OpraHru3aliii 3APpaBOOXpPaHCHUSI.

JlexapcTBEHHOE CPEJICTBO BHOCUTCS B TPOEKT JIEKAPCTBEHHOTO (pOopMyJisipa 1o
MHH, c ykazaHuem nekapcTBeHHOU (hOpPMBI, JO3UPOBKH, KOHIIEHTpaluu, 00beMa, Koja
aHaTOMO-TEPareBTHUECKO-XUMUYECKON KITAaCCU(UKALIUY JIEKAPCTBEHHBIX CPEICTB
(manee — ATX).

5. ®opmysipHas KOMUCCHUS pacCMaTpPUBAET IPOEKT JIEKAPCTBEHHOT0 (popMyIsipa
HAa COOTBETCTBHUE:

1) naHHBIM MEIUIIMHCKOW HHPOPMAITMOHHOW CUCTEMBI OpraHU3alluN
3IIPaBOOXPaHEHHUS, TOATBEPKIAIOIINX BHICOKYIO JIOJTIO 3a00JI€BaHUMA, SIBIISIONTIXCS
MOKa3aHUEM K TPUMEHEHUIO ISl OTIPEAECTIEHHOTO JIEKaPCTBEHHOTO CPE/ICTBA, B
CTPYKTYpE MPOJICUCHHBIX CITydaeB U (MJIM) 00palaeMOCTH 3a TIPEAbLAYIITUE TObI B
OpraHU3aIlAA 3IPAaBOOXPAHEHUS;

2) T0Ka3aHHOTO MPEUMYIIECTBA WU KIMHUUECKON 2 (HEKTUBHOCTH
JIEKapCTBEHHOTO CPEJICTBA, B COOTBETCTBYIOIICH JIEKapCTBEHHOU (hOpMeE, TT0 CPABHEHUIO
C UMEIOLIMMUCS aHAJIOTaMU, TOITBEPKACHHOTO pe3yIbTaTaMU KIMHUYECKUX
UCCIIEIOBAHUM BBICOKOTO METOJ0JIOIMYECKOr0 Ka4eCcTBa B Ka3aXCTAHCKUX U
MEKTyHapOIHbIX TPU3HAHHBIX UCTOYHUKAX;

3) J0Ka3aHHOTO MPEUMYIIECTBA WM YKOHOMUYECKOU d(PPeKTUBHOCTH
JIEKApCTBEHHOTO CPEJICTBA U (MJIM) BIUSHUS Ha OIOJIKET, B COOTBETCTBYIOIICH
JIEKapCTBEHHOU (hopMe, IO CPAaBHEHHIO C UMEIONUMUCS aHAJIOTaMU, TTOITBEPIKICHHOTO
pe3ynbTaTamu GapMaKodIKOHOMHYECKUX UCCIEA0BAaHUI BRICOKOTO METO0JIOTUYECKOTIO
KayecTBa B Ka3aXCTAaHCKUX M MEXKITYHAPOIHBIX TPU3HAHHBIX UCTOYHHKAX.

[Ipu oTCYTCTBHMU COOTBETCTBUSI OAHOMY U3 MOAMYHKTOB JAHHOIO IMYHKTA,
dopMyIsipHass KOMHCCHS IPUHUMAET PEIICHHE 00 0TKa3e B COTJIAaCOBAHUMU.

Pemenue o cornacoBanuu 1160 00 oTKaze ohopmisieTcsi B MpOU3BOIBHOM opMme.

6. Ha ocHOBaHUU MOJIOKUTENBHOTO peteHust DopMyIsipHOl KOMUCCHU, TIEPBBIii
PYKOBOJUTEb OpraHU3alUU 37PABOOXPAHEHUSI B COOTBETCTBUH C MOJITYHKTOM 94)
nyHkTa | crateu 1 Komekca yTBepKaaeT IeKapCTBEHHBIN (HOPMYJISIp.

[TepecmoTp nexkapcTBEHHOTO (hOpMYJIsipa OpraHU3aluy 3/IPABOOXPAHEHUS
IPOBOUTCS HE peke 1 (ogHOoro) pasa B roj.



e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

31.12.2021
25.10.2026
31.12.2021
25.10.2026
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