Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 29.07.2021

aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 05.08.2021
+ il CHN I DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 29.07.2021
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 05.08.2021
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 29 urons 2021 roza Ne
KP JICM -68. 3aperucrpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kaszaxcran 30 uroms
2021 roma Ne 23783

00 yrBepxkaenuu IlpaBui popMupoBaHus nepeyHs JeKaApCTBEHHbIX CPeICTB U
MeTUIMHCKUX U31eJuil 1J1s1 0eCIJIATHOr0 M (UJIM) JBIOTHOT0 aMOYJIATOPHOT O
o0ecneyeHHsi OTACJbHBIX KaTeropuii rpa:xxaad Pecnmyosmku Ka3axcran ¢
onpeaeJieHHbIMH 3200/IeBAHUSIMU (COCTOSTHUAMU)

B cootBercTBUU ¢ myHkTOM 131 IIpaBun opranu3zanuu U NpoBeJICHUS 3aKyna
JIEKAPCTBEHHBIX CPEJICTB, MEAUITMHCKUX U3/ICTUN U CIICIIMAIU3UPOBAHHBIX JICUSOHBIX
MPOJYKTOB B paMKaX rapaHTUPOBAHHOIO 00beMa OeCIIaTHON MEIUIIMHCKOW MTOMOIIU U
(unn) B cuctemMe 00s3aTeNIbHOTO COIMATBHOTO MEIUIIMHCKOTO CTPaxoBaHus,
(dbapMaleBTUYECKUX YCIYT, YTBEPKACHHBIX MOCTaHOBIIeHHEeM [IpaBuTenbcTBa
Pecnybnuku Kazaxcran ot 4 urons 2021 roma Ne 375, IPUKA3BIBAIO:

1. YTBepauTh npunaraemsbie rnpaBuiia GOpMUPOBAHUS MTEPEUHS JIEKAPCTBEHHBIX
CPEACTB U MEIUIIMHCKUX M3ACIIUN J11 OECIIaTHOTO U (UJK) JIbIOTHOTO aMOYJIaTOPHOTO
obecrieueHus1 OTACNIbHBIX KaTeropui rpaxkaan Pecryonuku Kazaxcran ¢
OTIPEICICHHBIMH 3a00JICBAHUSIMU (COCTOSTHUSIMH ).

2. lenapTamMeHTy JIEKapCTBEHHON MOJUTUKH MHUHHCTEPCTBA 3IPAaBOOXPAHEHUS
PecnyOnuku Kazaxcran B yCTaHOBIEHHOM 3aKOHOIATEIBCTBOM MOPSAIKE OOECIIEUHTD:

1) rocy1apcTBEHHYIO PErUCTpAIMI0 HACTOSIIIETO TpruKa3a B MUHUCTEPCTBE
toctutiuu PecryOonmku Kazaxcran;

2) pa3MelIeHre HACTOAIIET0 IPUKa3a Ha MHTEPHET-pecypce MuHucTepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocsie opuiuaibHOro omyO0IMKOBaHUS;

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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3) B TeueHUE AecATH pabOUYnX JTHEH MOCIE TOCYJapCTBEHHOW PEerucTpaluu
HACTOSIIEro nMpukaza B Munucrepcerse rocturiuu Pecry6nuku Kazaxcran
npeacTtaBienue B FOpuanueckuil genapraMeHT MUHUCTEPCTBA 31paBOOXPAHEHUS
Pecny6nuku Ka3zaxcran cBenieHuid 00 UCTIOTHEHUN MEPOIPUATHH, MPEyCMOTPEHHBIX
NOAMYHKTaMH 1) U 2) HACTOSIIIETO MyHKTA.

3. KOHTpOb 32 UCMIOJHEHUEM HACTOSILETO MTPUKa3a BO3JIOKUTH Ha
KYPHUPYIOIIEro BUIle-MUHHUCTPA 3ApaBooxpaneHus Pecryonmku Kazaxcras.

4. Hacrosimuii mpyukas3 BBOJUTCS B ACHCTBUE 110 UCTCYCHUHU JIECATH KaJE€HIapHBIX
JTHEH TI0CJIe JHS €ro MepBOro oPUIMaIbHOTO OMyOJIMKOBAHHUS.

Munuctp 3apaBooxpanenusi Pecnyoiuku Kazaxcran A. Hoi
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Y TBEpKIEH NMPUKA30M
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 29 urois 2021 roxma
Ne KP ICM -68

IpaBuia popMUpPOBAHUSA NEPEYHSA JTEKAPCTBEHHBIX CPEACTB U MEAUIIUHCKUX
U3/1eJIUi 1J15 0eCTIATHOTO M (MJIH) JIBLIOTHOr0 aMOyJIaTOPHOI0 00ecneYeHmst
oT/AeJbHbIX KaTeropuii rpa:kaad Pecnyoimkn Kazaxcras ¢ onpeneeHHbIMHU

3200J1eBAHUSAMH (COCTOSIHUSIMMH)

I'1aBa 1. O0mue moJI0KeHUSA

1. Hacrosimue npasuiia GOpMUpOBAHMS EPEYHS JIEKAPCTBEHHBIX CPEACTB U
MEUITMHCKUX U3JIeIUH 1Jis1 OECTUIaTHOTO U (WJIM) JIbTOTHOTO aMOyJIaTOPHOTO
obecrieueHus1 OTACIBHBIX KaTeropuit rpaxkaan Pecryonuku Kazaxcran ¢
ompeneneHHpIMA 3a001eBaHusIMHA (cocTosTHUSIMHM) (nanee — [IpaBmna) pazpaboTaHsl B
cooTBeTcTBUM ¢ MyHKTOM 131 IIpaBun opranuzanuu u npoBeeHUs 3aKyna
JIEKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3JIETUN U CIICHIMAIU3UPOBAHHBIX JICUEOHBIX
IIPOJYKTOB B PaMKax rapaHTUPOBAHHOTO 00beMa OecIiyIaTHOM METUIIMHCKOM MTOMOIIH U
(w1K) B cUcTEME 00513aTEIbHOTO COIMATIBLHOTO MEIUIIMHCKOTO CTPaxXOBaHMUsI,
dapmareBTHYECKUX YCIyT, yTBEPKIESHHBIX MTOcTaHoBIIeHneM [IpaButenscTBa
Pecny6nuku Kazaxcran ot 4 utons 2021 rona Ne 375 u onpeaessitoT nopsijiok
dbopMupoBaHUs MEPEUHS JIEKAPCTBEHHBIX CPEACTB U METUIIMHCKUX U3ACIIUN NSt
OecIIaTHOTO U (UJTK) JIFTOTHOTO aMOyJIaTOPHOTO 0OECTICUEHHSI OTICIbHBIX KaTEropuil
rpaxkaan Pecriyonuku Kazaxcran ¢ onpeenieHHbBIMU 3a001€BaHUSIMU (COCTOSTHUSIMH )
(manee — mepevyeHb aMOyIaTOPHOTO JIEKAPCTBEHHOTO 00ECTICUCHHUS ).

2. OCHOBHBbIE TIOHSATHUS, UCTIONIb3yeMble B HacTosuX [IpaBunax:

1) ynoJTHOMOYEHHBI OpTaH B 00JIaCTH 3[paBOOXpaHEHUS (j1aee —
YIOJHOMOYEHHBIN OpraH) — [HeHTPaIbHbIN UCTIOJHUTENbHBIA OpraH, OCYIIECTBIISIONTUN
PYKOBOJICTBO ¥ MEXKOTPACJIEBYI0 KOOPJUHALIMIO B 00JIACTH OXPaHbI 3J0POBbS FPAKIAH
Pecny6nuku Kazaxcran, MequiimHcKol U hapMaleBTUYeCKON HayKu, MEUIIMHCKOTO 1
dhapMalieBTHYECKOro 00pa3oBaHusl, CAHUTAPHO-AITUIEMUOJIOTUUECKOTO OJIaronoayus
HaCeJICHUs, 00paIlleHUs JIEKAPCTBEHHBIX CPECTB U MEAUIIMHCKUX U3JIEIHI, KauecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TIOMOIIN);
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2) IeKapCTBEHHOE CPEJICTBO — CPENICTBO, MPEICTABIISIIOIEE COOOM Hin
coJieprKalllee BEIIeCTBO JIMOO KOMOMHAITMIO BEIIECTB, BCTYIIAIOIIEE B KOHTAKT C
OpraHu3MOM YeJIOBEKa, MpeHa3HAYCHHOE IS JIeUeHHUsI, MPO(UIaKTUKH 3a00JIeBaHUN
YeJI0BEKa MM BOCCTAHOBJICHUS, KOPPEKIIMH WIIH H3MEHEHUS €ro (PU3HOJIOTMIECKUX
byHKIUH TocpeacTBOM (HapMaKoJIOrH4ecKOro, UMMYHOJIOTMYECKOT0 JIN00
METa00JIMYECKOr0 BO3IEUCTBHYS, WIN 11 JUAarHOCTHUKHU 3a00JIEBAHUU U COCTOSHHUS
YyeJIOBEKa;

3) rocyaapcTBeHHas SKCIIEPTHAS OpraHu3aius B cpepe odparieHus
JICKaPCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3ACIUN — CYOBEKT TOCYAapCTBEHHON
MOHOIIOJINH, OCYIIECTBIISIONINI MPON3BOICTBEHHO-X03SIMCTBEHHYIO JACSITEIILHOCTD B
00J1acTH 37paBOOXpaHEHHUsI IO 0OeCIIeueHNI0 6€301acHOCTH, YHPEKTUBHOCTH U
KauyecTBa JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3JCIHUN (J]aee — TOCy1apCTBCHHAS
SKCIIEPTHAS OpraHu3aIus);

4) MeXTyHapOJHOE HEMATEHTOBAHHOE Ha3BaHUE JIEKAPCTBEHHOTO CPEACTBA —
Ha3BaHUE JIEKAPCTBEHHOI'O CPENCTBA, PEKOMEHIOBAHHOE BCeMUpHON opranusanuen
3paBOOXPAHEHMUS;

5) KIMHUYECKUN MPOTOKOI — HAYYHO JO0Ka3aHHbIE PEKOMEHIAIIUHU 10
npoduiakTUKe, IMArHOCTUKE, JIEUCHUIO0, MEIUIIMHCKON peadMInTaluy U
NaJUTMaTUBHOW MEIUIIMHCKOW MOMOIIHY MIPU OMPEIeICHHOM 3a00JIEBaHUU WUITU
COCTOSIHUM ITAlIUEHTA;

6) nepeyeHb JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3JEIUN I OecIIaTHOrO
U (WJIK) TbrOTHOTO aMOyIaTOPHOro 00ecneyeHus OTJEIbHBIX KaTEropuid rpaskiaH
PecniyOnuku Kazaxcran ¢ onpezienieHHbIMU 3a00JI€BaHUSMU (COCTOSIHUSIMU) — ITEPEUCHb
JIEKapCTBEHHBIX CPEICTB, MEIULIMHCKUX U3/CNIUNA U CHIEUATU3UPOBAHHBIX JIEUEOHBIX
IPOJIYKTOB, 3aKYIIA€MbIX 32 CUET OIO/KETHBIX CPEJICTB U (WJIM) aKTUBOB (POHIA
COLIMAJIbHOIO MEAUIIMHCKOTO CTPAXOBaHMs B paMKax rapaHTUPOBAHHOIO o0bema
OecruIaTHOM MeAUIIMHCKON MOMOIIHU U (WJIK) B CUCTEME 0053aTEILHOI0 COIUAIBHOTO
MEIULMHCKOIO CTPaxOBaHUs IPU OKA3aHUH IIEPBUYHON MEIUKO-CAHUTAPHOMN U
CHeUaIN3MPOBAaHHON MEIMIIMHCKON MOMOIIU B aMOYJIaTOPHBIX YCIOBUSIX,
BKJIFOYAIOIINI HAMMEHOBAHUS U XapaKTEPUCTUKHU JIEKAPCTBEHHBIX CPEACTB,
MEIUITMHCKUX U3JIEINI U CTIeIIMAIM3UPOBAHHBIX JIEYEOHBIX MPOAYKTOB B pa3pese
OTIIENBHBIX KaTeropuii rpaxkaan Pecryonuku Kazaxcra ¢ onpeeneHHbIMu
3a001eBaHUSIMU (COCTOSIHUSIMH )
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7) KazaxcTaHCKU HallMOHAJIbHBIN JIEKAPCTBEHHBIN (POpPMYIIsIp — nepeyeHb
JI€KapCTBEHHBIX CPEJICTB C IOKA3aHHOMN KIMHUYECKON 0€30IaCHOCTHIO U
3¢ (PeKTUBHOCTEHIO, a TakKe Op(aHHBIX (PEAKUX) JIEKAPCTBEHHBIX MPENapaToB,
SIBJISTFOIITUIICST 00s13aTEIbHONM OCHOBOM ISl pa3pabOTKH JIEKAPCTBEHHBIX (DOPMYJISPOB
MEIUIMHCKUX OpraHu3aluii U GOPMUPOBAHUS CIIMCKOB 3aKyTla JIEKaPCTBEHHBIX
CPEZICTB B paMKax rapaHTHPOBAHHOTO 00beMa OECIUIATHOM MEAUIIMHCKON TOMOIIY U
(unm) B cucteMe 0053aTeNbHOI0 COLMAIBHOIO MEAUIIMHCKOTO CTPAXOBaHMS;

8) MEAUIIUHCKHUE U3ACIIHS — U3/ICJIUSI MEIUITMHCKOTO0 HA3HAYEHUSI M MEIUITUHCKAS
TEXHHUKA;

9) 00s13aTeNbHOE COMATIBHOE MEAUITMHCKOE CTPAXOBAHUE — KOMIUIEKC MPABOBBIX,
SKOHOMHUYECKUX U OPTaHU3AIMOHHBIX MEP MO OKa3aHWIO MEIUITMHCKON ITOMOIIN
NOTPEOUTENISIM METUITMHCKUX YCIIYT 32 CUeT aKTUBOB (DOH1a COIMAIBHOTO
MEJIUIIMHCKOTO CTPaXOBaHMUS;

10) rapanTupoBaHHbI 00bEM OECIIATHONW MEIUIIMHCKON MTOMOILU — 00BEM
MEIMIUHCKON TTOMOIIIH, IPEOCTABIAEMOM 3a CUET OI0/KETHBIX CPEJICTB.

3. [lepedyennr aMOyIaTOPHOTO JIEKAPCTBEHHOTO O0ECTICYSHHS BKIIFOUAET
HaMMEHOBaHUeE 3a00JIeBaHUHN U KaTerOpUH I'pak/iaH, MoIeKaInX OeCIyIaTHOMY U
(WIKM) TErOTHOMY OOECIIEUEHUIO JICKAPCTBEHHBIMU CPEICTBAMU, METUIIMTHCKUMU
U3JICTUSIMU U CIICIUATM3UPOBAHHBIMU JICYE€OHBIMU TIPOYKTAMU, TIOKA3aHUS JIJIs
Ha3HAYECHUS JIEKAPCTBEHHBIX CPEJICTB 1 HAMMEHOBAHUE JICKAPCTBEHHBIX CPEJICTB,
MEUITMHCKUX U3JICTNI U CTICIIMAIM3UPOBAHHBIX JIEYEOHBIX MPOJAYKTOB C YKa3aHUEM UX
XapaKTePUCTUKHU.

4. HaumenoBanue 3a00aeBanuii popMupyercs ¢ yKazaHueM KOJAUPOBAHUS IO
MEXTYHApOTHON CTATUCTHYECKON Kitaccuukanuen 6one3Hent u npobiem (anee —
MKBb-10), HauMmeHOBaHUE JIEKAPCTBEHHBIX CPEJICTB C YKA3aHUEM KOJ/Ia aHaTOMO-
TEpaneBTUYECKOM C yKa3aHHUEM KOJia aHAaTOMO-TeparneBTuYecKo-xuMmuueckoit (ATX)
KJIacCU(PHUKAIH JIEKAPCTBEHHBIX CPE/ICTB.

I'nasa 2. Ilopsaaok ¢popMupoBaHuS NepPeyYHS JIEKAPCTBEHHBIX CPEICTB H
MeIUIMHCKUX U31eJUuil 1JI 0eCIJIATHOIrO M (UJIM) JIBIOTHOT0 aMOYJIATOPHOT O
o0ecrneuyeHHs OTAEJbHBIX KaTeropuii rpa:xxaad Pecmyoanku Ka3zaxcran ¢
onpeaeJeHHbIMY 3200/1eBAHUSAMU (COCTOSTHUSIMHU)
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5. 3aboneBaHus BKIIOYAIOTCS B IEPEYEHb aMOYJIaTOPHOIO JIEKApPCTBEHHOTO
oOecrieueHus Mpu HATUYUU B:

1) nepedne conuanbHO 3HAUMMBIX 3200JIEBAHUM, YTBEPXKICHHBIN IPUKA30M
Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 23 centaops 2020 rona NeKP
JICM-108/2020 (3apeructpupoBaH B Peectpe rocynapcTBeHHOM perucTpaium
HOPMAaTHBHBIX MPaBOBbIX aKTOB Ne 21263);

2) nepevyHe XpOHUUYECKHUX 3a00JIeBaHUH, MOIEKAIUX TUHAMHUYECKOMY
HAOJIIOICHHIO, YTBEPKACHHBIN MpUKa3oM MuHHCTpa 31paBooxpaHeHus: Pecryonuku
Kazaxcran ot 23 cents6ps 2020 roga Ne KP ICM-109/2020 (3apeructpupoBaH B
Peectpe rocynapcTBeHHON perucTpaivii HOPMATUBHBIX MPAaBOBBIX akTOB Ne 21262);

3) nepeune oppaHHBIX 3200JI€BaHUM, YTBEPKACHHBINA TpUKa3oM MuHHCTpa
3npaBooxpanenus Pecriyonuku Kazaxcran ot 20 oktsi6ps 2020 roga Ne KP JICM-142
/2020 (3apeructpupoBaH B PeecTpe rocyapcTBEHHON perucTpanuu HOpMaTUBHBIX
npaBoBbIX akTOB Ne 21479);

4) KIMHUYECKOM MPOTOKOJIE MOKAa3aHUN K MEJUIIMHCKOMY PUMEHEHUIO
JIEKaPCTBEHHOI'O CPEACTBA WIM MEIULIMHCKOTO U3JEIUs I OKa3aHUs MEIULIMHCKON
MOMOIIH B aMOYyJIATOPHBIX YCIOBUSX.

6. Kareropun rpakaan v moka3zaHus JJisl Ha3HAYCHUS JICKaPCTBEHHBIX CPEJICTB
OTIPE/IETSAIOTCS B COOTBETCTBUM C SMUAEMHUOJIOIMYECKUMHU JAHHBIMU 110
pacnpocTpaHEHHOCTH 3a00J1eBaHus (COCTOSHUS) Y OTAECIbHBIX KATErOpUi HACEIeHUs Ha
OCHOBaHUH aHAJIN3a, MPEJOCTaBIIEMOrO MOIBEIOMCTBEHHON OpraHu3aluu
YTIOJIHOMOYEHHOTO OpTraHa, B KOMIIETEHIIUIO KOTOPOil BXOISAT BOIIPOCH! OLIEHKU
TEXHOJIOTUH 3/1paBooxpaHeHus (nanee — Llentp).

7. Ilopsimok BKITIOYEHUS JICKAPCTBEHHBIX CPEICTB M METUIIMHCKUX U3/CITUN B
nepeueHb aMOyJIaTOPHOTO JIEKAPCTBEHHOT'O 00ECTICUEHHUS BKITIOYAET B ce0s CleayIolee:

1) momaua 3asiBICHUS MPOU3BOIUTENS WM €0 O(UIIUATEHOTO TIPEICTABUTENS B
Pecnybnuke Kazaxcran (nanee — 3asiBurens) B LleHTp;

2) npoBeaenue LlenTpom npodeccroHanbHOM 3KCIEPTU3HI;

3) noarotoBka LleHTpoM 3akitoueHus o pe3yjabTaTaM npodeccuoHaIbHOM
3KCIEepTU3bl 1151 POpMyISIPHON KOMUCCHH;

4) paccMOTpeHHE U PUHSITUE pelieHus DopMyJIIpHON KOMHUCCUEN Ha
OCHOBAHHUH 3aKIIFOUCHUS 110 pe3ysbTaTaM MpodheCcCUOHATBHONM SKCIIEPTHU3HI;
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5) dopmupoBaHrE YIOJHOMOYEHHBIM OPraHOM IMEpEYHs aMOyIaTOPHOro
JIEKapCTBEHHOTO 00EeCTIeueHusl.

8. 3asBuTens mogaet B LlenTp 3asBnenue mo Ggopme, CormacHoO MPUIOKEHUIo 1 K
HactosmuM [IpaBunam.

3asBICHNUE COCTABIACTCS HA Ka3aXCKOM HJIH PYCCKOM A3BIKC, ITOAIHNCBIBACTCA
YIOJIHOMOYCHHBIM JIMIIOM 3aABUTCIIA.

K 3asBrnenuto npunaratorcs:

1) nocke, cocTaBIEHHOE B COOTBETCTBUU € (POPMOM, IPETyCMOTPEHHBIMU B
IPWIOKEHUH 2 K HactossmuM IIpaBunam;

2) Matepuaibl (CTaTbH, pe3toMe, U3 HAYYHBIX U MEIUIIMHCKUX IMyOJIUKAIUi),
NOATBEPKAAIOIINE CBECHUS, COIEprKaIllUecs B JOChE Ha SI3bIKE OPUTHHAJIA B BUJIE
IIOJIHBIX TEKCTOB, B IEPEBOJIC HA KA3aXCKUM WIIA PYCCKUU SI3BIK.

MaTepI/IaJIBI, YKa3aHHBIC B HACTOSAIICM ITYHKTC, ITPCACTABIIAIOTCA HaA 6YM3)KHOM n
QJICKTPOHHOM HOCUTCIIAX B ABYX OK3CMILIAPAX.

KommuiekT npeacraBieHHbIX JOKYMEHTOB Ha OyMa)kHOM HOCHUTEIE
IPOLIHYPOBBIBAETCS, CTPAHUIIBI TPOHYMEPOBBIBatOTCS. Ha 000poTHOI cTOpOoHE
NOCJIEHEN CTPAaHUIIBI AEJIaeTCs 3alKCh: «Bcero npomHypoBaHo, IPOHYMEPOBAHO
CTPaHMID), KOTOpask yAOCTOBEPSETCS MOAMNUCHIO YIIOTHOMOYEHHOTO JINLA 3asIBUTEISL.

9. LlenTp ¢ MOMEHTA NOCTYIVIEHUS] MATEPUAJIOB, YKAa3aHHBIX B IIyHKTE §
Hactosumx [IpaBui, mpoBOAUT UX MPOBEPKY HA MOJHOTY U MPABUIBLHOCTH OPOPMIICHUS
NpeACTaBICHHBIX JOKYMEHTOB, B CPOK He Oosiee 5 (TaTu) pabouux JHEH.

1o pe3ynpTaTam mpoBepku LIeHTp cocTaBiIseT 3aKIt0OUEHUE C YKa3aHUEM
BBISIBJICHHBIX 3aMe4YaHuil (Ipu HAIU4KUK) 1o opMe, COrIaCHO MPUITOKEHUIO 3 K
HacrosmuM [IpaBunam, KOTOpOE HAMPABISIETCS 3asBUTEIIIO JJIsl YCTPAHECHHS 3aMEYaHU I
B TeueHue 10 (mecsitu) pabodux JTHEH.

IIpu HenpencraBieHnu 3asBuTeneM B TeueHue 10 (aecsatu) pabouux aHEH B
paMKax YCTpaHEHHS 3aMEYaHUM 3alpOLIEHHBIX MAaTEPUATIOB WM MUCbMEHHOTO
o0ocHoBaHwus, L{eHTp npekpamiaeT paccMOTpeHHE 3asBICHUS U JOChE JIJIsl BKIIIOUECHUS B
nepeyeHb aMOyJIaTOPHOTO JIEKAPCTBEHHOI'O 00ECIIEUEHUS.
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B ciyyae nonHOTH M IpaBUIBHOCTH O(POPMIIEHUS IPEICTABICHHBIX JOKYMEHTOB
a0 ycTpaHeHus 3amedanui B teuenue 10 (aecst) pabouux HENH MaTepraibl
nepenaroTcs A NpoBEACHUS MPO(PeCcCHOHATBHOM SKCTIEPTH3HIL.

10. Llentp mpoBoauT mpodecCHOHATBHYIO IKCIIEPTU3Y B CPOK He Oosee 40
(copoka) paboumx JHEH, Ha OCHOBAaHUH JOTOBOPA, 3aKIFOUYCHHOTO C 3asIBUTEIIEM B
COOTBETCTBUH C TPAKIAHCKHM 3aKOHOIATEILCTBOM.

11. B xone npoBeneHus npopecCuoHaIbHON SKcnepTu3bl LleHTpoM B cpokw,
yka3aHHble B myHKTe 10 Hacrosuux [IpaBui1, NpoOBOAATCS ClEyIOIME UCCIIEI0OBAHNS:

1) Hanm4us JekapcTBEHHOTO cpeAcTBa B KazaxcTaHCKOM HallMOHAJILHOM
JIEKapCTBEHHOM (hOPMYJISIpE, YTBEP)KIAEMOM B COOTBETCTBUU C MOJANYHKTOM 46) CTaThu
7 Konexca;

2) Hanu4usl YTBEPKACHHOW MpeAeIbHON EHbI Ha JIEKAPCTBEHHOE CPEJICTBO C
Y4ETOM JICKaPCTBEHHOUW (POPMBI, TO3UPOBKU, KOHIIEHTPAIIMU 1 00beMa HIIH
TEXHUYECKYIO XapaKTEPUCTUKY MEAUITMHCKOT0 u3nenus B pamkax [[OBMIT u (wn)
cucreme OCMC, yTBepkaaeMoil B COOTBETCTBUM C TyHKTOM 3 ctaTbu 245 Kojekca;

3) HanM4YMs KoJia aHaTOMO-TepaneBTudecko-xumMmmuueckon (ATX) knaccudukamnmm;

4) COOTBETCTBUS MEXKIYHAPOAHOTO HEMATEHTOBAHHOTO HAUMEHOBAHUS
JIEKapCTBEHHOTO CPEJICTBA U €ro JIEKAPCTBEHHON (hOPMBI U JO3UPOBKH HIIU
TEXHUYECKOW XaPAKTEPUCTUKU METULIMHCKOTO U3/IETUS U €r0 KOMIUICKTALUU U
DKCIUTyaTAllMOHHBIX XapaKTEPUCTHUK [ 0Cy1apCTBEHHOMY peecTpy JIEKaPCTBEHHBIX
CPEICTB U MEIUIIUHCKUX U3JETUN;

5) cOOTBETCTBUS MOKa3aHUW K MEIUIIMHCKOMY MTPUMEHEHUIO JIEKAPCTBEHHOTO
CPEACTBA WY MEIULMHCKOIO U3EIUA KIMHUYECKUM IIPOTOKOJIAaM, IO KOTOPBIM
JICKApCTBEHHBIE CPEACTBA U MEAULIMHCKUAE U3IEIUSA PEKOMEHIYIOTCS JJIsl OKa3aHUs
MEIUIMHCKON OMOIIY B aMOYJIATOPHBIX YCIOBUAX, U MHCTPYKIUU IO METULIUHCKOMY
IIPUMEHEHMUIO JIEKAPCTBEHHOI'O CPEACTBA WIA MEAULUHCKOTO U3/1EIINs;

6) HaJIN4YHC JICKAPCTBCHHOI'O CPCACTBA B MCIKAYHAPOAHBIX HCTOUYHNKAX JAHHBIX I1I0
I[OKa?;aTeJ'IBHOI\/’I MCIUIMWHEC N MCKAYHAPOAHLIX KIIMHUYCCKHUX PYKOBOACTBAX,

7) HaIM4KsI KIMHUYECKOTO U (MJIN) KIMHUKO-3KOHOMUYECKOTO
(papmMak03KOHOMHUYECKOI0) MPEUMYILIECTBA UM SKBUBAJIEHTHOCTHU JIEKAPCTBEHHOTO
CPEICTBA WM MEIULIMHCKOIO U3/IEINs, IO CPABHEHUIO C NMEIOLIUMUCS B [IEPEUHE
aMOyJIaTOPHOTO JIEKAPCTBEHHOI'O 00ECIIeUEHHUS JICKAPCTBEHHBIMU CPEJICTBAMU WU
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e. Fa-iF DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata penaxiyu 29.07.2021
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MEIUIUHCKUMHU U3JICTHSIMU TIPH JICYCHUH OTIPECIEHHOTO 3a00I€BaHNS UIIH COCTOSHUS
Ha aMOyJIaTOPHO-TTOJIMKIIMHUYECKOM YPOBHE B YCJIOBHSIX 3[IpAaBOOXPAHEHMUS
Pecny6nuku Ka3zaxcras.

12. T1o pe3ynbTaTam npodeccuoHanbHoOM 3kcnepTussl LIeHTp B cpok He Oonee S
(msiTH) pabouuX THEW COCTABIISIET 3aKIIF0OUEHUE TT0 (popMe, COTTACHO MPHUIIOKEHHUIO 4 K
HacTosiiuM [IpaBuiiaM K KOTOPOMY IPHIIAraloTCs MOATBEPKIAIOIINE JOKYMEHTHI,
peAyCMOTPEHHbIE B MOJNYHKTaxX 1), 2), 3), 4), 5), 6), 7) nynkra 11 HacTosmmmx
[IpaBun (nanee - 3aKIIOYEHUE).

13. ®opmynsipHas KOMHCCHs pacCMaTpuBaeT mpeacrabiiennoe Llentpom
3aKJTFOYCHUE M OIIEHUBACT COOTBETCTBHUE JICKAPCTBEHHOTO CPEJICTBA MOAMYHKTaM 1), 2),
3),4),5), 6), 7) unu MEIUIMHCKOTO U3JEIUs MOANYHKTaM 2), 3), 4), 5), 6), 7) myHkTa
11 macrosmux [IpaBum, ¢ yaeToM KOTOPOTO MPUHUMAETCS PEIICHHE O BKIFOUCHUN
JIEKapCTBEHHOTO CPEACTBA UM MEIUIIMHCKOTO U3eus B IEpeueHb aMOyJIaTOPHOTO
JIEKapCTBEHHOTO 00eCIIeYeHUsI.

14. Tlpu BKITIOYEHUH B TIEpEUYCHb aMOYJIaTOPHOTO JIEKAPCTBEHHOT'O 00ECTICUCHUS
JIEKApPCTBEHHOTO CPEeJICTBA BXOAAIINUX B CITUCOK OCHOBHBIX JICKAPCTBEHHBIX CPEJICTB
BcemupHoil opranuzanuu 3ApaBoOXpaHeHuUs 715 JI€YEHUSI COLMAIbHO 3HAUMMOTO
3a00sieBaHusl, IEPEUEHb KOTOPHIX OMPEACNIAECTCS B COOTBETCTBUU € MOAMYHKTOM 158)
nyHkTa | ctateu 1 Kogekca, nomyckaercs paccMoTpenre @opmMynsipHOd KOMUCCUEN
BKJIFOUEHUS JIEKAPCTBEHHOI'O CPEJICTBA WJIM MEAUILIMHCKOTO U3/IENIUSI B IEPEUEHD
aMOyJIaTOPHOTO JIEKAPCTBEHHOT'O 00ECIIEUEHHUS 110 MHUIIMATUBE YIIOJTHOMOUYEHHOTO
oprasa.

15. IIpunsaTue pemeHns 00 UCKIIOYESHUH JIEKAPCTBEHHBIX CPEJICTB, MEAUITMHCKUX
U3JICJIUNA U CTICIIUATM3UPOBAHHBIX JI€YEOHBIX MIPOTYKTOB U3 MEepeyHs aMOyIaTOPHOTO
JeKkapcTBeHHOTO oOecnieueHrs GopMysipHON KOMUCCHEN paccMaTpUBAETCS IO
VHUIIMATUBE YIIOJTHOMOYEHHOI'0 OpraHa npy HaJIU4uU OJHOTO U3 CIEIYIOLINX
OCHOBAHMM:

1) uckIrOUeHUH JIEKAPCTBEHHOT'O CPEJICTBA, C YUETOM JICKAapCTBEHHOUM (hOpMBI U3
KH®;

2) BKJIIOUEHUU aJIbTEPHATUBHBIX JIEKAPCTBEHHBIX CPEJICTB U U3EITUI
MEIUIMHCKOTO Ha3HAUYEHHUs, 00JIaJa0UX T0Ka3aHHBIMH KIMHUYECKUMU U (1IN )
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(bhapMaK0’KOHOMUYECKUM MTPEUMYIIECTBOM, U (MJIM) OCOOEHHOCTSAMHU NEUCTBUSA, U (MUJIN)
00JbIIIeH 0€30MaCHOCTRIO MPHU AUATHOCTUKE, TPO(HUIIAKTHKE, JICUSHUN UITH
peabmintanuu 3a001€BaHUM, CUHAPOMOB M COCTOSTHUM;

3) NOSIBJICHUU CBEJICHHUI O TOKCUYHOCTH WJIM BBICOKOM YacTOTE HEXKENAaTeIbHBIX
MOOOYHBIX SIBICHUN MPU MPUMEHEHUU JIEKAPCTBEHHBIX CPEJICTB U MEAUIIUHCKUX
U3JIeUH, PECTaBICHHBIX TOCYAAPCTBEHHBIM OPraHOM B cdepe oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3IETUN;

4) NpUOCTAHOBIICHUH TPUMEHEHHUSI JICKAPCTBEHHBIX CPEACTB U MEULIMHCKUX
U3JICTINH CIeIMaIM3UPOBAHHBIX JIEYEOHBIX MPOAYKTOB B Pecniybnuke Kazaxcran
pelIeHrneM rocy1apCTBEHHOI0 Oprana B cepe 00pallieHus JIEKapCTBEHHBIX CPEJCTB U
MEJIMIMHCKUX U3JICIUM;

5) oTMEHe rocy1apCTBEHHOM perucTpalny JICKapCTBEHHBIX CPEACTB U
MEIUIIMHCKUX U3JIEINI pelIeHueM ToCyAapCTBEHHBIX OPTaHOB B cpepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3ICTUN;
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29.07.2021
05.08.2021

[Ipunoxenue 1
K [IpaBunam hopmupoBanus

InepeUHA JICKapCTBCHHLIX CPCIACTB

1 MEIUIUHCKUX WU30CIUN IS

OecrIaTHOTO U (WJIK) JIbIOTHOTO

aMOyJIaTOPHOTO 0OecTieYeHUsI

OTACIBHBIX KaTel“OpI/Iﬁ rpaxiaaH

Pecny6ninku Kazaxcran ¢

OIIPCACIICHHBIMU 3a00JICBaHUSIMU

(cocTosHUSIMU)

3asiBJIeHHE

dopma

Ha BKIIIOYCHHUE JICKAPCTBCHHOI'O CPEACTBA WIN MEIUITUHCKOI'0 U3J1€JIUS B IIEPECICHD

JJEKAPCTBCHHLIX CPEACTB U MEAUIHUHCKUX n3ne.1m171 JJIA 0ecIIaTHOIO U (I/I.JII/I)

JBIOTHOTO

aMO0yJ1aTOPHOIo o0ecneyeHus OTACJbHBIX KaTeropui rpaxaad Pecnmy0uku

Kaszaxcran
C onpeaeJIeHHbIMY 3200/1eBAHUSAMU (COCTOSIHUSIMHU)

1. Uudopmanus o 3asBuUTENE:
1) HanMeHOBaHNE OpraHu3alny;
2) ®.1.0. (npu ero HaJIMYKMKN) OTBETCTBEHHOTO JIUIIA, IOJ>KHOCTH;

3) MecTo HaXOXKICHHS OPTaHU3AIUU-3asBUTEIS (FOPUIUICCKUN aapec,
dakTrueckuii ampec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) Homep Tenedona n(uam) dakca;

6) e-mail:

2. O6mas mHbOpMAIIHS TI0 3asBJICHHOMY JIEKapCTBEHHOMY CPEACTBY (manee —
JIC) nnu menuuuHckomy uznenuto (nanee — M) B coorBercTBUM ¢ ['ocyaapcTBEHHBIM

pEECTPOM JIEKAPCTBEHHBIX CPEACTB U MENULIMHCKUX U3EIHI:

1) ToproBoe Haumenosanue JIC niu MU;
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2) MEXIyHApOAHOE HENMAaTEeHTOBaHHOE HauMeHoBaHue JIC uin TexHuueckas
xapaktepuctuka MU wiu coctas JIC (nelicTByromne U BCIIOMOTaTENbHbIE BEIIECTBA)
Wi KoMIutektauusa MU, npennaraeMoro sl BKIFOYEHNS,

3) nekapcTBeHHas popma U 103UpoBKa, KoHieHTparus JIC unu
DKCIUTyaTallMOHHBIE XapaKTepucTuku MU;

4) papmaxorepaneBtuueckas rpymma JIC u ATX kox wim Bug MU, B
COOTBETCTBHH C II100AIbHOM HOMEHKJIATypoi Meauimuckux u3naenuit (GMDN);

5) cBeneHus 0 TOCyIapCTBEHHOM peructpanuu 3aasieHnoro JIC win MU B
Pecnybnuke Kazaxcran (yka3bpIBaeTcs JJaTa U HOMEP PETUCTPALIMOHHOTO
YIAOCTOBEPEHUS, TAKKE K 3asIBJICHUIO MPUIIATAETCSA KON PETUCTPALMOHHOTO
YAOCTOBEPEHMUS);

6) cioco6 npumenenus JIC wiu ycnoBus npuMmenenust M.

3. Uadopmanus nis Bxatouenust JIC wim MU B nepeueHb aMmOy1aTOpHOTO
JIEKapCTBEHHOT'O 00ECIIEYEHUS:

1) 3asBsiemoe nokaszaHue (3a00eBaHKe WK COCTOSIHUE) U 1ieJieBasi TpyIa
MAIMEHTOB (KaTeropus IpaXk1aH), IJIs BKIIOYCHHSI B IEpeUYeHb aMOyIaTOPHOTO
JIEKApCTBEHHOT'O 00ECIIeUeHNs;

2) naymmuue JIC i MU B KazaxcraHCkoM HallMOHAIbLHOM JIEKQpCTBEHHOM
dopmyisipe;
3) yTBepkaeHHas npeaenbHas nena Ha JIC ¢ yuerom siekapcTBeHHOU (POPMBI,

JO3UPOBKHU, KOHIIEHTpaluu U oobemMa win MU ¢ yuerom koMIiekranuu u
AKCIUTyaTallMOHHBIX XapakTepucTHK B pamkax ['OBMII u (wim) cucteme OCMC;

4) npennoXXeHus 3asIBUTEIISI OTHOCUTEIILHO BO3MOXXHOCTH COTJIAIIIEHUS 110
pa3lieJIeHUIO 3aTpaT WK PUCKOB, & TAK)KE BOBMOXHBIM CKUIKAM U (WJIH) cCXemMam
o0ecreunBaOIINM JOCTYITHOCTD JIJIsl TTAllMEeHTA;

Ecnu nocke coep kUt KOHPUACHIMAIbHYI0 HHPOPMALIMIO, YKa3aTh, KaKas
uHbopMaIus SBISETCS KOH(DUICHIIMATEHON U MPEIOCTaBUTH 000CHOBAHUE
KOH(UIEHIIMAJILHOTO XapakTepa 3Tor nHpopmauu.

I[OJDKHOCTB YIIOJIHOMOYCHHOTI'O JIMIA 3aABUTCIIA HO,ZIHI/ICL

@®.1.0. (mpu ero HaJTu4IuN) Hara

[Tpumeuanwus:
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Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

29.07.2021
05.08.2021
29.07.2021
05.08.2021

[Tpumeuanus: OObeM 3asBJICHUS HE MIPEBBIIAET 5 CTPAHULL U OCHOBBIBAETCS HA

CBOJHOU MH(OpMAIUU U3 JJOChE.
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[Ipunoxenue 2
K [IpaBunam hopmupoBanus
MEePEYHSs JICKAPCTBEHHBIX CPEJICTB
U MEIUITUHCKUX U3JIETUH s
OecrIaTHOTO U (WJIK) JIbIOTHOTO
aMOyJIaTOPHOTO 0OecTieYeHUsI
OTJIETIbHBIX KaTeTOPU IpakIaH
PecnyOnuku Kazaxcran
C OMpeIeTICHHBIMU 3a00I€BaHUSIMU
(cocTosHUSIMU)

dopma

locobe
JIEKAPCTBEHHOTI'0 CPeICTBA MJIM MeIMIMHCKOr0 U3/1e/IMsl J1JIsl BKJIIOYEeHHs B

nepeyeHb

JIEKAPCTBEHHBIX CPeICTB M MeIMINHCKUX U3/1eJTuil 1M 0eCIJIaTHOTO U (MJIH)
JIbTOTHOTO

amMO0yJ1aTOPHOro o0ecnevyeHus OTAEJbHBIX KaTeropuid rpaxxaad Pecnmy0Jmnku
Kazaxcran

C onpeae/JIeHHbIMY 3200/IeBAHUSIMU (COCTOSITHUAMHU)

1. Uudopmarus mo nekapctBeHHOMY cpenctBy (manee — JIC) umu MeaUIIMHCKOMY
uznenuto (nanee — M) B coorBeTcTBUU € ['0CY1apCTBEHHBIM peecTpoM
JIEKapCTBEHHBIX CPEJCTB U MEIUIIUHCKUX WU3/ICIHI:

1) ToproBoe HaumenoBanue JIC nnu MU:

2) MEXIyHApOJAHOE HEMAaTEeHTOBaHHOE HauMeHoBaHue JIC uin TexHudeckas
xapaktepuctuka MU wiu coctas JIC (nelicTByromMe U BCIIOMOTaTENbHbIE BEIIECTBA)
WM KoMIutekTanusa MU, npennaraeMoro Juisi BKIFOYEHUS:

3) nekapcTBeHHas opma U 103UpoBKa, KoHieHTparus JIC unu
DKCIUTyaTallMOHHBIE XapakTepuctuku MU:

4) papmaxorepaneTuueckas rpymma JIC u aHaToMo-TepaneBTUYECKO-
xumuueckuit kog (nasee — ATX) kox unu Bua MU, B COOTBETCTBUM € TI100aIbHOM
HOMEHKJaTypoil MenuuuHckux usgenuii (GMDN):
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5) cBeneHus 0 rocyAapcTBEHHOM perucTpanuu 3asBiaeHHoro JIC wiu MU B
Pecny6nuke Ka3zaxcran (ykaspiBaeTcs JaTa 1 HOMEP PETUCTPAIIMIOHHOTO
YIAOCTOBEPEHUS, TAKKE K 3asIBIICHUIO MPUIIATAETCSA KOMUS PETUCTPALMOHHOTO
YIOCTOBEPEHMUS):

6) crioco6 npumenenus JIC wim ycnoBust mpumenenust M.
2. CBeneHust:
1) o manmmuum JIC B KazaxcTaHCKOM HAIIMOHATLHOM JICKAPCTBEHHOM (POPMYIISIpE;

2) 0 HaIMYuU yTBEPKACHHOUN npeaesibHoM 1ieHbl Ha JIC ¢ yueToM JekapCcTBEHHOM
(dbopMBbI, T03UPOBKH, KOHIIEHTpAIIMU U o0beMa wir MU ¢ yueToM KOMITJIEKTalluu U
AKCIUTyaTallMOHHBIX XapakTepucTHK B pamkax ['OBMII u (mim) cucteme OCMC.

3. [lepedensb 3aperucTpupoOBaHHbIX Ha TeppuTopuu Pecnyonuku Kazaxcran
TOPrOBbIX HAUMEHOBAHUH JIEKAPCTBEHHBIX CPEICTB WM MEAULIMHCKUX U3IEIUN C
AQHAJIOTUYHBIM MEKTYHAPOJIHBIM HEMATEHTOBAHHBIM HAMMEHOBAHHUEM JIEKAPCTBEHHOTO
CPEICTBa, C yUETOM JIEKAaPCTBEHHOH (POPMBI, JO3UPOBKHU, KOHIIEHTPAIMHA U 00beMa WU
TEXHUYECKOU XapaKTEePUCTUKON MEIULIMHCKOIO U3JEIUA ¢ YYETOM KOMIUIEKTALUU U
AKCIUTyaTallMOHHBIX XapaKTEPUCTHUK (B COOTBETCTBUU C [ '0CY1apCTBEHHBIM pPEECTPOM
JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3IEINM Ha MOMEHT NIOJ1a4y 3asIBJIICHHUS):

4. O6ocHOBaHUE TIPEUTOKCHHUM 3asIBUTENS OTHOCUTEIIFHO BO3MOKHOCTH
COTJIAIIIEHUSI TI0 Pa3/ICJICHHUIO 3aTPaT UM PUCKOB, a TAK)KE BO3MOXKHBIM CKUJIKaM U
(nn) cxeMam, 00ecreurBaroOUM JIOCTYTHOCTb JUIsl HAIlUEHTA:

5. Cenennst 00 3¢ dextuBHOCTH M Oe3onacHocTH JIC mm MU o umeronumcst
MOKa3aHUSM B COOTBETCTBUM C KIMHUYECKUMU MPOTOKOIamMu, 10 KoTopbiM JIC niin MU
PEKOMEHAYIOTCS JJIsl OKa3aHUsl MEIUIIMHCKON MOMOIIY B aMOyJIaTOPHBIX YCIIOBUSIX, B
COOTBETCTBHH C MHCTPYKUHUEN 110 MeauMHCKoMY nipuMenenuto JIC wim MU (kx
3as1BJICHUIO TIPUJIAraeTCsl KOMKS MHCTPYKIUM MO MEAUIIMHCKOMY TTpuMeHeHuto JIC unm
MN):

6. JlaHHbIE SMTUAEMUOJIOTMH U OpeMeHU O0JIE3HU B LIEJIEBOM KOTOPTE MMALIMEHTOB U
cBeZieHUs 0 noTeHuanbHoi ponu JIC unu MU B npouecce npuMeHeHus, THPopMarus
0 KJIMHUYECKOM, SJKOHOMHYECKOMN 1 COLMAIbHON KIMHUYECKOM, SKOHOMUYECKON U
conmanbHO# niennocty JIC unn MU, a Taxxke 00 ncnons3oBanuu JIC u MU
oTpaxaroieM (pakKTUUECKUH OTbIT NAIUEHTOB (MPU HATUYUHN):
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7. CBelleHHs O HATMYUU KIMHUYECKOTO U (MJIM) KIMHUKO-?KOHOMHUYECKOTO
(hapMakOIKOHOMHYECKOT0) MPEUMYIIECTBA WJIK SKBUBAJICHTHOCTH JICKAPCTBEHHOTO
CpeACTBAa WU MEIUIIMHCKOTO U3ENHS, IO CPABHEHUIO C UMEIOIIUMUCS B IEPEUHE
aMOyJIaTOPHOTO JIEKAPCTBEHHOTO 00eCIeYeHUsl JIEKAPCTBEHHBIMU CPEJICTBAMU UITU
MEIUIMHCKUMU U3JICTUSIMH C aHAJIOTUYHBIMU MTOKAa3aHUSIMU K IPUMEHEHUIO:

8. CBeeHMs O BIUSHUU JICKAPCTBEHHOTO CPEICTBA WM MEIUITUHCKOTO U3/ICITHUS
Ha OpeMs 0oJie3HU U OIOJKET 3/[PaBOOXPAHCHUS C YIETOM MPOBEACHUS
[EHTPATM30BAHHOTO 3aKyTIa.

* K nmocwe npunaratorcst B hopMe NpuiioKeHU Matepuasl (CTaTbH, pe3toMe, U3
HAYYHBIX ¥ METUIIMHCKUX IMyOIUKaluii), MoATBep kK Aatonue 3pPeKTUBHOCTD U
0€30I1acHOCTD JIEKapCTBEHHOTO cpecTBa. JlaHHbIE MaTepHallbl MOAAOTCS Ha S3bIKE
OpWUTMHAJIa B BUJE NOJIHBIX TEKCTOB, 4 PE3IOME — MIEPEBEACHBI HA Ka3aXCKUW WU
PYCCKMHM s13bIK. MaTepuaiisl, IpeACTaBIsAEMbIE HA A3bIKE OPUTMHANA, OTIUYHOTO OT
AHTJIMICKOrO SI3bIKA, MIOJAIOTCS C IEPEBOJOM Ha Ka3aXCKHUM WIIA PYCCKHUM S3bIK.
IIepeBoibl MaTEpUaIOB 3aBEPSIOTCS MOANMCHIO.
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[Ipunoxenue 3
K [IpaBunam hopmupoBanus
MEePEYHSs JICKAPCTBEHHBIX CPEJICTB
U MEIUITUHCKUX U3JIETUH s
OecrIaTHOTO U (WJIK) JIbIOTHOTO
aMOyJIaTOPHOTO 0OecTieYeHUsI
OTJICIBHBIX KaTerOpUil rpakIaH
PecnyOnuku Kazaxcran
C OMpeIeTICHHBIMU 3a00I€BaHUSIMU
(cocTosHUSIMU)

dopma

3akJjoueHne
NnpoBepku 0(hpopMJIeHUS 3asIBJIEHHS U 10Che /151 BKJIIOYEHUsI JIEKAPCTBEHHOT 0
cpeacTBa
WIH MEeUIIMHCKOT0 U3/1eJIMsl B IlepeYyeHb JeKAPCTBEHHbIX CPEICTB U
MeTUIMHCKUX M3/1eTui
JIs1 0eCTJIATHOTO M (MJIM) JILIOTHOT0 aMOYJIATOPHOT0 o0ecnevyeHusi OTAeJIbHBIX
KaTeropui
rpa:xxaad PecnyOumku Ka3zaxcran ¢ onpeaesieHHbIMU 3200/1€BAHUSIMH
(cocTosTHUSIMM)

1. Uudopmanus o 3asBuTene:
1) HanMeHOBaHNE OpraHu3allny;
2) ®.1.0. (npu ero HaJIU4MK) OTBETCTBEHHOT'O JIUIIA, TOJKHOCTH;

3) MecTo HaXOXKJCHHS OpraHU3aLNU-3asIBUTENS (FOPUINIECKUI ajipec,
(akTHuecKuii aspec);

4) Homep tenedoHa u (i) pakca;
5) e-mail.

2. JlaHHbIe 10 3asBIEHHOMY JiekapcTBeHHOMY cpeacTBy (JIC) wiun
MeIUIUHCKOMY u3nenuto (MIN):

1) ToproBoe HanmenoBanue JIC niu MU;
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2) MEXIyHApOAHOE HENMAaTEeHTOBaHHOE HauMeHoBaHue JIC uin TexHuueckas

xapaktepuctuka MU wiu coctas JIC (nelicTByromne U BCIIOMOTaTENbHbIE BEIIECTBA)

NI KOMIIJICKTAaIuA MI/I, npeararacMoro Aajs BKIIFOUCHUA,

3) nekapcTBeHHas popma U 103UpoBKa, KoHieHTparus JIC unu
DKCIUTyaTallMOHHBIE XapaKTepucTuku MU;

4) papmaxorepaneBtuueckas rpymma JIC u ATX kox wim Bug MU, B
COOTBETCTBHH C II100AIbHOM HOMEHKJIATypoi Meauimuckux u3naenuit (GMDN);

5) cBeneHus 0 TOCyIapCTBEHHOM peructpanuu 3aasieHnoro JIC win MU B
Pecnybnuke Kazaxcran (yka3bpIBaeTcs JJaTa U HOMEP PETUCTPALIMOHHOTO
YIAOCTOBEPEHUS, TAKKE K 3asIBJICHUIO MPUIIATAETCSA KON PETUCTPALMOHHOTO
YAOCTOBEPEHMUS);

6) cioco6 npumenenus JIC wiu ycnoBus npuMmenenust M.

3. 3aKiIr0YeHUE 0 pe3ybTaTaM MPOBEPKH HA MOJHOTY U MPABUIBHOCTD
odopMmIIeHUs TPEICTABICHHBIX JOKYMEHTOB:

1) orieHKa MOJHOTHI MPEACTaBICHHBIX JOKYMEHTOB U MaTEpPHAJIOB;
2) oueHka o(opMIICHHUS 3asiBJICHUS U IPEICTABIEHHBIX MAaTEPUAJIOB;

3) olleHKa peACTaBIEHUS CBEJACHUN COTNIACHO MyHKTY 8 HacTosamux [IpaBu;

4) COOTBCTCTBUC MCIKAY 3aiABJICHUCM U MAaTCpHalaMH Ha 6yMa)KHOM HOCHUTCIIC U

B 3JICKTPOHHOM BHC.

4. 3ameuyaHus
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[Ipunoxenue 4
K [IpaBunam hopmupoBanus
MEePEYHSs JICKAPCTBEHHBIX CPEJICTB
Y MEJUITUHCKUX U3JIeTTUI
U1 OECIIIIATHOTO U (WJIN)
JBFOTHOTO aMOYJIaTOPHOTO 00eCTIeUeHUs
OTJIETIbHBIX KaTeTOPU IpakIaH
Pecny6nuku KazaxcraH ¢ onpeeneHHbIMU

3a00JIeBaHUSIMU (COCTOSTHUSIMH )

dopma

3akiouenue
npo¢ecCHOHATIBLHOMN IKCIEePTU3bI VISl BKIIOYEHHS JIEKAPCTBEHHOI0 CPeACTBA W
MEIUIMHCKOr0 M3/1eJIMsl B MepPeYeHb JeKAPCTBEHHBIX CPECTB U MeIMIUHCKHUX
U31eJui 1JI 0eCIIATHOIO M (MJIHM) JBIOTHOr0 aMOyJIATOPHOI0 00ecneYeHun st
OTAeJbHBIX KaTeropuii rpa:xkaad Pecnyoimkn Kazaxcran
C onpeaeJIeHHbIMY 3200/1eBAHUSAMU (COCTOSITHUSIMHU)

1. Uadopmarus o 3asBurerne:
1) HaMeHOBaHKE OpraHu3aluu;
2) ®.1.0. (npu ero HaIUYKKN) OTBETCTBEHHOTO JIUIIA, IOJKHOCTH;

3) MecTo HaXOXKICHHsI OPTaHU3AIUU-3aIBUTEINS (FOPUIUICCKUN aapec,
dakTrueckuii ampec);

2. JlanHbI€ 10 3asBICHHOMY JIEKapcTBEHHOMY cpeacTBy (nanee — JIC) umu
MEUIIMHCKOMY u3zienuto (nanee — MUN):

1) ToproBoe nHaumenosanue JIC unmu MU;

2) MeXIyHApOAHOE HeMaTeHTOBaHHOe HauMeHoBaHue JIC uin TexHudeckas

xapakrepuctuka MU unu coctas JIC (aecTBYyIOIINE U BCIOMOTATEIbHbIE BEIIECTBA)
win komruiekTarus MU, npennaraeMoro Juist BKIIOYEHUS;

3) nexkapcTBeHHas popMa U 103upoBKa, KoHueHTpauus JIC uiun
JKCIUIyaTallMOHHBIE XapakTepuctuku MU;
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4) papmaxorepanetuueckas rpymnmna JIC u ATX kox wiu Bux MU, B
COOTBETCTBHHM C II100AIbHOM HOMEHKJIATypoi MeauimHckux uznaenuit (GMDN);

5) cBeneHUs 0 TOCYyAapCTBEHHOM perucTparnuu 3asBiaeHHoro JIC wim MU B
PecnyOnuke Kazaxcrawn;

6) cioco6 npumenenus JIC win ycnosust npuMenenust M.

3. 3akiro4eHue 1o pe3yiabTaTaM npodhecCUOHATIBHOM SKCIEPTU3BI JJIs
BKJIFOUEHHUSI B TIEpEeYEHb aMOYJIaATOPHOTO JIEKAPCTBEHHOTO 00ECIIeUEHUSI:

PesynbraThl aHanm3a 1eKapCTBEHHOT'O CPEICTBA, MPEJCTABICHHOTO 3asBUTENIEM U
(M) HAIGHHOTO CAMOCTOSITENIbHO OpTraHU3alMel Mo aHAIU3y 3asBKU:

1) undopmanust Hanuuus JEKapCcTBEHHOTo cpeacTBa KazaxcraHckoM
HaI[MOHAJIBHOM JIEKApCTBEHHOM (POPMYJISIPE;

2) uadopmarys 0 HATMYUU YTBEPKICHHOW MPEISTHbHON 1IEHbI Ha JIEKAPCTBEHHOE
CPEJIICTBO C YYETOM JIEKapCTBEHHOU (DOPMBI, TO3UPOBKH, KOHIIEHTPALIMK U 00beMa UK
MEIUIMHCKOE U3AEIUE C YIETOM KOMIUICKTANH U SKCIUTyaTallHOHHBIX XapaKTEPUCTUK
B pamkax ['OBMII u (unu) cucreme OCMC;

3) HanM4Me B KIIMHUYECKUX MpoTokoiax Pecnyonuku Kazaxcran;

4) B MexXayHapOIHbIX UICTOYHHKAX JAHHBIX 10 JOKa3aTEIbHON MEIUIIUHE U
MEXKIYHAPOIHBIX KIMHUYECKUX PYKOBOJICTBAX:

B BpuTaHCKOM HaIMOHAIEHOM JIEKapCTBEHHOM (hopMyisipe U (win) BpuTaHCKOM HAIMOHATIEHOM JIEKAPCTBEHHOM
(dhopmysipe st aetelt (Tof BBITYCKa)

B KokpeiiHoBckol Onbnnoreke (6a3a HayYHBIX ITyOJIMKaIIN)

(omcaTh TOAPOOHO HANMUKE CHCTEMaTHYecKuX 0030poB (nanee — CO), MeTa-aHaIH30B,
PaHIOMU3HPOBAHHBIX KOHTPOJIMPYEMBIX KJIMHUUECKHUX HccienoBanui (nainee — PKI)
¢ ykazanueM ccbutka Ha CO, PKU, K1)

B Cnucke 0CHOBHBIX JIeKapCTBEHHBIX cpeicTB BO3 (Mecsll U roj BhIITycKa)

B EBpomneiickoM areHTcTBe JIEKapCTBEHHBIX CPENICTB

B YHpaBIIGHI/II/I 10 KOHTPOJIIO MUIICBBIX IIPOAYKTOB U JICKAPCTBECHHBIX CPEACTB COCHI/IHGHHBIX mITaToB AMCpI/IKI/I

B Mennaitn (ITabMen) (anektpoHHast 6a3a JaHHBIX HAYYHBIX IyOIHMKAIH)

(ipu otcyTCTBHM NaHHBIX B KokpeliHOBCcKoW OHOMHOTEKE, ONUCATh TTOPOOHO HAIHYHE
CHCTeMaTHYeCKuX 0030poB, MeTa-ananu3o8, PKU ¢ ykasanuem ceeuiku Ha CO, PKU, KN)
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B bpuranckoM meaunuHckoM skypHaie «bect ITpakTucy

B HaumonansHOM HHCTHTYTE 3/[paBOOXPAHCHHUS M COBEPIICHCTBA MEANIIMHCKOMN oMoty Bennkoopuranuu

[Tpu HE0OX0IMMOCTH UCIIOIB30BATh APYTUE TOCTOBEPHBIE UCTOUYHUKHU
MEXKyHApPOIHBIX KJIMHUYECKUX PYKOBOJICTB:

5) Pe3ynbTaThl aHamM3a SKOHOMUYECKON 3P (HEKTUBHOCTH JIEKAPCTBEHHOT O
CPEJZICTBA COIJIACHO 3asBKE 3asIBUTEIS:

Kputepun anannza Pesynbrat ananmza IIpo-
LEeHT
oT-
KJIO-
He-
HUS

1. IlpeacTaBneHHass CTOUMOCTb Kypca/pumMe- BBILIE CTOMMOCTH JIGKaPCTBEHHOTO TIpenapaTa CpaBHEHHs

HEHUs WM TOZ0BOTO JIEYeHHs (AMarHOCTHKY,

a ( ’ COOTBETCTBYET CTOMMOCTH JICKAPCTBEHHOT'O IIpernapara CpaBHEHUS

peadHIMTalMKU | JIP.) JIEKAPCTBEHHOTO CPeJl-

cTBa HIDKE CTOMMOCTH JICKAPCTBEHHOT'O Ipernapara CpaBHEeHHUS

AHaJu3 110 1IKaJie OLEHKH NPEICTaBICHHBIX 3aTpaT

2. TlpeuMyIiiecTBa M0 SKOHOMUYECKOM I ek- MPUMEHEHHE JIEKApCTBEHHOTO Tperapara MPUBOIUT K CHIYKSHHIO OOIINX 3aTpat

TUBHOCTH JICKAPCTBEHHOT'O CPEJICTBA B CpaBHE- | Ha OKa3aHHE MEJUIMHCKOMN MOMOIIH (BIMSHUE HA OIO/KET)

HHH C JICKAPCTBEHHBIM IPETIapaToM CpaBHEHUS

MPUMEHEHHE JICKApPCTBEHHOTO Tpenapara He TpeOyeT yBeIMYeHHs 00LInX 3aTpar

Ha OKa3aHWE MEAUIMHCKOW MOMOIIH (BIHSHHUE Ha OI0KET)

MIPUMEHEHHE JIEKApCTBEHHOTO Tpenapara TpeOyeT yBelnnueHus OOLIHX 3aTpaT Ha

OKa3aHHe MEJUIMHCKOH IIOMOIIY B paMKaX IPOrpaMMbl FOCYIapCTBEHHBIX I'a-

paHTHIi OECIIIATHOTO OKAa3aHUsI MEIUIIMHCKON MMOMOIIH (BIUSIHUE Ha OOJIKET)
6) PCSYJ'IBTEITBI aHaJIn3a NpOoYrX AAHHBIX I10 3asBKEC 3asABUTCIIA:

Kputepun ananusa COOT-
BET-
CTBUE

HeobxoaumocTh NpUMEHEHHUS JIEKAPCTBEHHBIX CPEICTB JUISl JUAaTHOCTUKH, POMUIAKTHKH, JTEUEHUS WK peabuIuTaly 3a00eBa-
HUI1 (COCTOSIHMIA), MPeodIalatolX B CTPYKTYpe 3a00JIeBaEMOCTH M CMEPTHOCTH TpaxkaaH Pecriy6nuku Kazaxcran (Juis craimoHap-
HOH, CTallMOHapo3aMenlaoniell 1 CKOPOi MOMOIIIHN), a TaK)Ke YIPaBISIEMBIX Ha aMOyJIaTOPHO-TTOJIMKIMHUYECKOM YpOBHE (115 amOy-
JIATOPHO-MIOTMKJIMHUYECKON MTOMOIIM) HA OCHOBAHUH CTATHCTHYECKHX JAHHBIX, IPECTABJICHHBIX B 3asBKE

Heo6xoaumMocTh NpUMEHEHHUS JICKAPCTBEHHBIX CPEICTB JUIsl MPO(UIAKTUKH, JICUCHHS U peaOUIIUTAliK COLUATbHO-3HAYUMBIX 3200~
JieBaHMi U 3a00JICBaHH, TIPEICTABISIIONINX OMACHOCTH IS OKPYKAFOIIHX, YIPABISEMbIX Ha aMOyIaTOPHO-TTONTHKINHAYCCKOM
YpOBHE

Heo6x01uMOCTh MPHUMEHEHHS JIEKAPCTBEHHBIX CPEICTB IS IPO(GUIAKTHKH, JICICHHUS 1 PeabHINTALNN HCKITIOYUTEIEHO Op(haHHBIX
(penkux) 3a00J1€BaHMMA, YIIPABISIEMBIX Ha aMOyJIaTOPHO-TTOJMKIMHUYECKOM YPOBHE

Hanuune 3apeructpupoBaHHbiX B PecriyOnnke Kazaxcran BOCIIpOU3BEICHHbIX JIEKaPCTBEHHBIX CPE/ICTB

Hanuuune noarBepkaeHus SKCIEPTHOW OpraHU3aliy IaHHBIX O TEPANeBTHYECKOH YKBUBAJICHTHOCTHU U (MJTH) OMOIKBUBAIICHTHOCTH
JUISE BOCIIPOW3BE/ICHHBIX JICKAPCTBEHHBIX MIPENapaToB CO CXOXHUM MEXaHHM3MOM (hapMaKOJIOTHYECKOTO JCHCTBHUS IIPH JICYEHHH OIpe-
JIeJICHHOTO 3a0071eBaHMS (COCTOSHYIS)

Hanuune ananoros B [lepeune
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7) AHanu3 3asBKU U BBIBOJIBI IO KIIMHUYECKON U SKOHOMHUYECKOM
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA!

CocraB 3kcreptoB (Damumms, UMs, 0TIECTBO (IIPU €r0 HAINYNH), TOJDKHOCTD)

>

Tlonmucu u paCI_HI/I(prBKa TIOANUCHU PYKOBOAUTEIISI OpraHu3alyuy, HpOBOHI/IBH_ICi/'I aHaJInu3:

(Damusust, UMsi, OTIECTBO (IIPU €r0 HATUYUH) PYKOBOIAMUTEIS OPraHH3aIliH)
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