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ITpaBuia popMHupOBaHKS MPEAEIHHBIX ICH X HAIEHOK Ha JICKAPCTBEHHBIC CPEICTBA U
H3IENTAS MEAUITMHCKOrO Ha3HAYCHHUS, 3aKYIIaeMBbIX B paMKaX rapaHTHPOBAHHOTO
00BeMa OeCILIaTHOM MEIUITHHCKOM IIOMOIIM H B CHCTEME 0043aTEIFHOTO COIAATBHOTO
MEIUIMHCKOTO CTPaxOBaHUA

YTpaTuBmmii camy

[Ipuka3 n.0. MuUHHCTpa 3PaBOOXPAHEHHUS U COLMAIBHOTO pa3BUTUs PecmyOnuku
Kazaxcran ot 30 wurons 2015 roma Ne 639. 3apeructpupoBaH B MUHHCTEpPCTBE
focturinu Pecniyonuku Kazaxcran 14 aBrycra 2015 roma Ne 11887. Yrpatun cumy
npukKa3oM u.0. Munucrtpa 3apaBooxpaneHus: Pecnyonuku Kazaxcran ot 19 ampens
2019 roga Ne KP JICM-42 (BBOAUTCS B ICMCTBHE MO UCTECYCHUHU JIECATH KaJICHIapPHBIX
JTHEH mociie AHs ero NepBoro oGUIMaTIbHOTO OMyOIMKOBAHNUS )

CHocka. YTpatun cuily npukazom u.0. Munuctpa 3apaBooxpanenus PK ot
19.04.2019 Ne KP JICM-42 (BBoAUTCA B ACHCTBUE MO0 UCTCYCHUU IECSATU KAJICHIAPHBIX
JHEW  mociae  JAHS  ero  mnepBoro  oduUIMAIbHOTO  OMYyOJUKOBAHHUS).

CHocka. 3arojioBoK B peaakiuu npukaza Munuctpa 3apaBooxpanenusi PK ot
08.02.2018 Ne 53 (BBOAMTCS B IEUCTBUE MO MCTEUEHUU JECATHU KaJCHIAAPHBIX THEH
TIOCJIe JHS €T0 TIEPBOT0 O(PHUIIHATIEHOTO Oy OJTMKOBaHMUS ).

B cootBerctBuu ¢ noanynkrom 112) nmynkra 1 crtaten 7 Koaekca PecnyOauku
Kazaxcran "O 3m0poBbe Haposa u cucteme 3apaBooxpanenus” ot 18 centsops 2009
roga, [IIPMKA3BIBAIO:

1. YrBepnuts IlpaBuna dbopmupoBaHus 1IeH Ha JICKAPCTBEHHBIE CPEJCTBA U
U3JIeNUsl MEJIMIMHCKOTO Ha3HAauYeHWsT B paMKax TapaHTUPOBAaHHOTO oObema
OecruIaTHON MEIUIMHCKON MOMOIIM COTIACHO MPUJIOKEHUIO 1 K HACTOsIIEMY MpUKa3y
(manee-IIpaBuia).

Cuocka. [Tynkr 1 B penakiuu npukasza MuHHCTpa 3ApaBOOXpaHEHUS U
conunanbHOro pa3putus PK ot 23.10.2015 Ne 820.

2. Ilpu3HaTe yTpaTHBIIMMHU CHIIy HEKOTOpbIE IMpHUKa3bl MHUHHCTEpCTBA
3IpaBOOXPAHEHHUs] U couuaigbHOro pa3putus PecnyoOnmkm Kazaxcran coriiacHo
IPUIOKEHHIO 2 K HACTOALIEMY MTPUKA3y.

3. Komutery KOHTpPOJs MEIMIIMHCKON M (hapMalleBTUUECKON AEATENbHOCTH
MuHucTepCcTBa 3IpaBOOXPAHEHUS U COIMaIbHOTO pa3Butus Pecnybnuku Kazaxcran B
YCTaHOBJICHHOM 3aKOHOJATEIbCTBOM MOPSIKE 00€CTIEUNTh:

1) rocy1apcTBEHHYIO PETUCTPALMIO HACTOSIIEr0 MpuKaza B MUHHCTEPCTBE
toctutiuu Pecryonuku Kazaxcran;



2) B TEUECHHE JIECATU KAICHAAPHBIX JHEW MOCJE TrOCYJapCTBEHHON pEerucTpauu
HACTOSIIETO IMpHKa3a €ro HampaBleHue Ha oduuuanbHoe OmnmyOJUKOBAHUE B
NEPUOIUIYCCKIE TIeYaTHBIC U3/IaHUs U MH(DOPMAIMOHHO-TIPABOBYIO CUCTEMY "OineT";

3) pa3melieHrUe HACTOSIIETO MpUKaza Ha MHTEpHET-pecypce MuHucrepcTna
3IpaBOOXpaHEHHS U COIMabHOTO pa3Butus Pecryonuku Kasaxcrawn;

4) B TeueHUe NeciATU pabouyux JHEW MOCIe TOCYIapCTBEHHOW PErucTpaluu
HacTosero mnpukaza B MuHuctepctBe toctuuun PecnyOnuku Kazaxcran
npencraBieHue B JlemapramMeHT 1opuandeckod ciykObl  MwuHHCTEpcTBa
3IpaBOOXPAHEHUSI U colaibHOro pa3Butus PecnyOnuku Kaszaxcran cBenenHuid 00
UCIIOJTHEHUH MEPOTPUITUH, IPEAYCMOTPEHHBIX MOJANYHKTaMu 1), 2) u 3) HacTosero
MyHKTA.

4. KoHTpOJIb 32 UCIIOJTHEHUEM HACTOSIIIErO MPUKa3a BO3JI0KUTh HA BUIIE-MUHUCTPA
3paBOOXpaHEeHus U colranbHoro pazsutus Pecniyonuku Kazaxcran Loit A.B.

5. Hacrosmmui npukas BBOOUTCS B JEUCTBUE CO AHS €r0 IOCYyAapCTBEHHOU
perucTpanum, 3a UCKIOUYeHHEeM NyHKTOB 4 u 25 IlpaBui, KOoTOpble BBOIATCS B
nenctBue ¢ 1 nrona 2016 rona.

[Tpu sTom niyHkt 3-1 IIpaBun peiictByet Ao 1 utons 2016 roxa.
CHocka. [lyHkT 5 B penakuuu nprukaza MuHucTpa 34paBoOXpaHeHUs U
conpanbHoTO pazsutus PK ot 23.10.2015 Ne 820.

Ucnonusronuii 00s13aHHOCTH
MuHucTpa 31paBOOXpaHEHUs
Y COLIMAJIBLHOTO Pa3BUTHUS

Pecrry6nuku Kazaxcran b. Hyprimberos

[punoxenne 1
K IpUKaszy
UCTIOJTHSIIOLIETO 00SI3aHHOCTH
MuHHUCTpa 37paBOOXpaHEHHS
1 COIIMANIBHOTO PAa3BUTHS
Pecny6imkn Kazaxcran
ot 30 uronst 2015 roga Ne 639

IIpaBrwia hopMHPOBAaHKUA MPEEIFHBIX IIEH H HAIIEHOK HA JICKApPCTBEHHBIE
CpPEeICTBa U W3JICNHA METUIIMHCKOT0 Ha3HAYCHHA 3aKyIIaeéMBIX B paMKax
rapaHTHPOBaHHOTO 00beMa OeCILIaTHOM MEIUIMHCKO# TOMOIIH 1 B CHCTEME
00513aTEIFHOTO COMUAIFHOTO MEAUITMHCKOTO CTPaXOBaHHS

Caocka. IIpaBuna B penakuuu npukaza Munuctpa 3apaBooxpaHenuss PK or
08.02.2018 Ne 53 (BBOAMUTCS B JICMCTBUE MO UCTCYCHUM JECITH KaJICHAAPHBIX JTHEH
MOCJIC JTHS €0 EPBOTO O(QUIIMATBHOTO OMYOJIUKOBAHUSA).



I'masa 1. O0OmIue moJIOXKEeHU

1. Hacrosimue IlpaBuia gopmMupoBaHusi NMpeNeNbHBIX I[€H W HAIlEHOK Ha
JIEKapCTBEHHBIE CPENICTBA U M3JENUSI MEIUIMHCKOTO HA3HAYEHUsS 3aKyIMaeMbIX B
paMKax rapaHTUPOBAHHOTO 00ObeMa OECIJIATHOW METUIIMHCKON TTOMOIIM U B CUCTEME
00513aTeIbHOTO CONMAIBHOTO MEIUIIMHCKOTO CcTpaxoBaHus (mamee — IlpaBuia)
OTIPENIEIIAIOT MOPSIA0K (POPMUPOBAHUS MPEICTBHBIX 1IEH U HAIICHOK Ha JIEKapCTBEHHBIC
CpelcTBa W HU3JENUd MEIUIMHCKOTO Ha3HAYEHUs 3aKylmaeMblX B paMKax
rapaHTUPOBAHHOTO 0ObeMa OecrIaTHON MeauinHCKoN oMot (nanee — 'OBMII) u B
cucTeMe 00s3aTeIbHOTO COIMAIbHOIO0 MEAUIIMHCKOTO cTpaxoBaHus (qanee — OCMCO).

2. B Hacrosmux [TpaBuiiax ucronb3yrOTCs CAEAYIONIME OCHOBHBIE TOHSATHUSA:

1) nmpenenbHas 1ieHa Ha JIEKAPCTBEHHOE CPEACTBO U U3JCIIUE MEIUIIMHCKOTO
HA3HAYEHUS B PaMKax TapaHTUPOBAHHOTO 00beMa OeCIIaTHON MEAUITMHCKON MTOMOIIN
U B CHUCTEME 0053aTEIbHOr0 COIMAILHOIO MEAUIIMHCKOrO CTpaxoBaHUs (Hanee —
npejeabHas 1IeHa) — [IeHa Ha JICKAPCTBEHHOE CPEJCTBO M H3JIENIUE€ MEAUIUHCKOIO
Ha3HAYEHUs, BBIIIE KOTOPOW HE MOXKET OBITh MNPOU3BEACH 3aKyl €IUHBIM
IUCTPUOBIOTOPOM W OpPraHu3alUsIMU  3JAPAaBOOXPAHEHUS, OKa3bIBAIOLIUMU
MEJIUIIMHCKYI0O TIOMOIIb, B paMKax TapaHTUPOBAHHOTO oObeMa OecruiaTHOMU
MEJIUIIMHCKON TMOMOIIM M B CUCTEME 0053aTEIBHOr0 COIMAIbHOTO MEIUIIMHCKOIO
CTpaxOBaHUS;

2) BHemiHee pedepeHTHOE 1I€HO0Opa30BaHUE HAa BBO3UMBIC JICKAPCTBEHHBIE
CpelCcTBa — CPaBHUTENbHBIN aHanu3 LeHbl DPpaHKO-3aBOJ 3asBUTENS C LEHAMU
®paHK0-3aBOJl OJJHOTO U TOTO € MPOU3BOJAUTENS JIEKAPCTBEHHOTO CPEJICTBA C OJTHUM
Y TE€M K€ aKTUBHBIM BEIIECCTBOM, C YIETOM JICKAPCTBEHHOUW (HOPMBI, KOHIICHTPAIINH U
JIO3UPOBKHU B pe(hepeHTHBIX CTpaHaX, OMpeAesIeHHbIX MyHKTOM 16 HacTosmux [IpaBun,
a Takke, B ClIydae OTCYTCTBHUS ILI€HbI B peEepEHTHBIX CTpaHaxX, B CTpaHax, TIJe
JIEKAPCTBEHHOE CPEICTBO 3aPETUCTPUPOBAHO;

3) rocygapcTBeHHbI opraH B cdepe oOpalleHus: JEeKapCTBEHHBIX CPEJICTB U
U3JIeNIN MEJUIIMHCKOTO Ha3HAaueHUs (Jajee — rocyJapCTBEHHbI OpraH) — BEIOMCTBO
YIIOJJHOMOYEHHOTO OpraHa, OCYUIECTBIISIONIEE B MpeEAesiaXx CBOEH KOMMETCHIIMHU
PETYJSTUBHBIE, PeaIU3aIl[MOHHBIC, UCTIOTHUTENbHBIE, KOHTPOJbHbIE QyHKIMH B cepe
oOpalleHusl JICKAPCTBEHHBIX CPEACTB U U3ACIIMN MEAUIIMHCKOTO Ha3HAYCHUS;

4) rocyJapCTBEHHBIN pEeeCcTp JIEKAPCTBEHHBIX CPEICTB, U3ACIUI MEIUIIMHCKOTO
Ha3HAYEHUS U MEIMIIMHCKON TeXHUKH (Hayiee - ['ocyqapcTBeHHBIN peecTp) - TOKYMEHT
ydeTa 3aperuCTPUPOBAHHBIX U Pa3pPEUICHHBIX K MEIUIIMHCKOMY MPUMEHEHUIO B
Pecnybnuke KazaxcraH jJekapCTBEHHBIX CPEJICTB, U3/ISTUN MEIUIIMHCKOTO HA3HAUYCHHS
U MEJIUIIMHCKON TEXHUKH;

5) rocymapcTBeHHas JKCHEpTHas opraHuzamus B cdepe obOparieHus
JIEKAPCTBEHHBIX CPEJACTB, W3ACIUNA MEIUIIMHCKOTO HAa3HAYEHUS U MEIUIIMHCKOU



TEXHUKH (Jajiee - SKCIEepTHAss OpraHu3alus) — pecnyOIMKaHCKOe rocyJapCTBEHHOE
NpEeANpUsTHE HAa MpaBe XO3AUCTBEHHOTO BEAEHMS, OCYUIECTBISIOLIEE
IPOU3BOJICTBEHHO-X03MCTBEHHYIO JIEATEIbHOCTh B 00JIACTU 3paBOOXPAHEHUS IO
oOecrieueHnto 6e30nacHOCTH, 3PPEKTUBHOCTH M KaYECTBA JIEKAPCTBEHHBIX CPEACTB, a
TaK)Ke Hay4yHbIE MCCIEIOBaHMS B 00JacTU pa3paOOTKA HOBBIX OPUTHHATBHBIX
JIEKapCTBEHHBIX CPEACTB, papmaiinu, (papMaKkoIoruu;

6) 3aperucTpupoBaHHas LI€HA — [IEHA POU3BOIUTEINS Ha JIEKAPCTBEHHOE CPEICTBO,
yCTaHaBJIMBAa€Masl 10 TOPTOBOMY HAMMEHOBAHUIO HA OCHOBaHUM LieHbl DpaHko-3aBoj
U C ydeToM (DaKTHUUYECKH IMOHECEHHBIX 3aTpaT Ha JIOTUCTHKY, CTpaxoBaHUE,
TaMOK€HHOE 0(OpMIICHHE, OIICHKY 0€30IaCHOCTH M KaueCTBa, a TAKXkKe, Ha MApPKETHUHT
U coJiepKaHue IOpUIMYECKOro JiMla, B ciaydae Hanuuus B PecnyOnuke Kazaxcran
IIPEACTABUTENIBCTBA OCYILECTBIISIIONIETO TOPrOBYIO AEATEIBHOCTD;

7) 3asBUTEIb — OPTaHU3ALUSA-IIPOU3BOIUTEND WIH AepP>KaTeIb PErUCTPALIUOHHOTO
YIAOCTOBEPEHUSI, SABIAIOIIECECH IOPUAUYECKUM JMLIOM, IPaBOMOYHOE IIOJABaTh
3asBJICHUSA, TOKYMEHTBl U MaTE€pUaJIbl HA YCTAHOBJICHUE LIEHBI IPOU3BOAUTENS HA
JIEKAPCTBEHHOE CPEACTBO WIM U3JEIUE MEULIUHCKOTO Ha3HAYEHNS,

8) MEKIyHapOIHOE HEMATEHTOBAHHOE Ha3BaHUE JIEKAPCTBEHHOTO CPEJICTBA (J1ajiee
— MHH) - na3BaHuMe Je€KapCTBEHHOTO CpEIICTBA, peKOMEHAOoBaHHOoe BcemupnHoit
OpraHM3aLMeN 31paBOOXPAHEHHUS;

9) onToBas HalleHKa — HaJ0aBKa K 3apEerUCTPUPOBAHHON IIEHE JIEKAPCTBEHHOIO
CpeICTBa M U3JEJIMNEe MEIUIMHCKOTO Ha3HauyeHHus, 3akynaemoro B pamkax ['OBMII u
OCMC mno perpeccuBHOM IIKaje, BKIOYAIOIIas pacxoAbl U MpUObLIb, CBI3aHHBIE C
OCYIIECTBJIECHUEM ONTOBOM pPEaJn3alMuM JIEKAPCTBEHHBIX CPEJICTB, B TOM YHUCIE
pacxoabl Ha TPAHCHOPTHUPOBKY U TAaMOXKEHHBIE ILIATEKU B COOTBETCTBUU C
NEeUCTBYIONIUM 3aKOHOAaTeIbCcTBOM Pecnybnuku Kazaxcran;

10) perpeccuBHas IIKajia ONTOBOM HAllEHKH — pa3Mep ONTOBOM HAICHKHU B
IPOLEHTHOM BBIPaXECHUHU, YCTAHABIMBAEMAs B 3aBUCUMOCTH OT BEJIMYUHBI
3apErUCTPUPOBAHHOMN LIEHBI JIEKAPCTBEHHOT'O CPEACTBA M H3IEIME MEIMIIMHCKOIO
Ha3HAYCHUS;

11) pedepentHbie cTpansl — CTpaHbl Bxoadmue B Opranu3anuio IKOHOMUYECKOTO
CorpynnuuectBa u Pazsutus u EBpasuiickuii OxoHomuueckuii Coro3;

12) IIOII UHKOTEPMC 2010 - MexayHapOIHbIA TOProBbIH TEPMHH
CTAaHJAPTHBIX YCIIOBUM JIOTOBOPOB MEXIAYHAPOJHOM KYIUIM-IIPOJIAXKH, KOTOPBIE
pa3paboTaHbl U ompejaesneHbl MexIyHapoAHOW TOpProBOi manaToil, Korja TOBap
JOCTABJISICTCS 3aKa34YUKy B MECTO HA3HAYCHMUsI, YKA3aHHOE B JOTOBOPE, OUUIIIEHHBIM OT
BCEX TAMOYKEHHBIX MOLLINH U PUCKOB;

13) mpaiic-mucT eAMHOTO TUCTPUOBIOTOPA - IIEHOBOE MPEIJIOKEHUE HA TOBAPHI,
chopMupoBaHHOE B TMOpsAKE, YCTAHOBJIEHHOM HactosmuMmu [IpaBunamu,
YTBEPKIAa€MOE €IMHBIM JTUCTPUOBIOTOPOM ISl 3aKA3UYMKOB U MOCTABIIUKOB YCIYT T10



y4eTy M peaju3alld TOBapoOB, COJAEpKallee NEepeUeHb 3aKyIJICHHBIX €IUHBIM
JTUCTPUOBIOTOPOM TOBAPOB C YKa3aHUEM UX XapaKTEPUCTUKU, CAUHUIIBI U3MEPEHHUS,
¢dacoBKHM, HAMMEHOBAHUS TMPOU3BOJUTENSA, CTPAHBl MPOUZBOAUTENS, IICHBI, HE
MPEBBIIAIOIIEH TPEACTBHON IIEHBI MO CIHUCKY €AMHOTO JUCTPUOBIOTOPA, C YYETOM
HAIIEHKU €IMHOTO JUCTPUOBIOTOPA 3a €MHHUILY, a TAKXKE JIJIs JICKAPCTBEHHBIX CPEJICTB
TOPTrOBOTO M MEXIYHAPOJIHOI0 HEMATEHTOBAHHOTO HAUMEHOBAHMS WJIM COCTaBa, IS
U3JIeJIUA MEIUITUHCKOTO HA3HAUYEHUSI TOPTOBOI'0 HAMMEHOBAHMS UJIM COCTABa;

14) ¢dbukcupoBaHHas I€eHa - II€HA JIEKAPCTBEHHOTO CPEJACTBA, U3JCIUs
MEJIUIMHCKOTO Ha3HAYEHMs, ONpEAeNICHHas MO pe3ysibTaTaM 3aKyla, M0 KOTOPOil
MOCTABIINK 00S3YyeTCs MMOCTAaBUTD JICKAPCTBEHHBIE CPEACTBA, U3ACIUS METUITUHCKOTO
Ha3HAYCHUS STUHOMY JUCTPUOBIOTOPY.

3. ®opMHpoOBaHUE 1IEH HA JIEKAPCTBEHHBIE CPEJICTBA U U3ACIUS MEIAUIIMHCKOTO
HazHaueHus B pamkax ['OBMII u OCMC u HalleHOK BKJIIOYAET 3apETruCTPUPOBAHHYIO
LIEHY C YYETOM:

1) nensr ®paHKO-3aBOJ MPOU3BOAUTENSI C YUYETOM BHEIIHETO pePEepeHTHOIO
HEeHOOOpa3oBaHUsl ISl CIIydyaeB BBO3a JIEKAPCTBEHHBIX CPEICTB M M3JEIHIM
MEIUIIMHCKOTO Ha3HA4Y€HUs WM IIeHbl DpaHKO0-3aBOJ ISl CIy4aeB HaXOXKICHHS
pOU3BO/JICTBa Ha Tepputopuu PecnyOnuku Kazaxcran;

2) ONTOBBIX HAIIEHOK Ha JIEKAPCTBEHHbIE CPEACTBA U HA U3JIENUS MEIUIIUHCKOTO
Ha3HAUYCHUS;

3) 1eH Ha JIeKapCTBEHHBIE CPEACTBA M0 TOProBbIM HaMeHoBaHUsIM 1 MHH;

4) 1eH Ha U3AeNus MEIUIMHCKOTO Ha3HAYeHHS 110 TOPTOBbIM HAUMEHOBAHUSIM U
TEXHUYECKUM XapakTepucTtukam (nanee — TX).

4. JIuma, uMeromye 10CTyn K KOHGUISHIIMaTbHON HH(OpMAIIUU, OTHOCSIIEICS K
NpOLEAYpPE PETUCTPALMM LEHBl Ha JIEKAPCTBEHHOE CPEACTBO WM H3IEIIHNE
MEJIUIIMHCKOTO HA3HAYEHUS, BCIEACTBHE 3aHUMAEMOM JIOIKHOCTH, MOJIOKEHUS WUIU
BBITIOJTHEHUS 00513aTEJILCTB, COXPAHSIOT U IPUHUMAIOT MEPHI K €€ OXpaHe.

5. IlpenenbHasi 1IeHa HA JEKApPCTBEHHBIE CPEACTBA U U3JACIUS MEIUIIMHCKOTO
Ha3HA4YE€HUs, IPOU3BEJCHHBIE B YCIOBUAX HaJUIEKAIIEH TPOU3BOICTBEHHON MPAKTUKH
(manee —GMP ([IxuDmlIln) u moctaBisieMble OT€YECTBEHHBIMU MPOU3BOAUTEISIMUA B
paMKax JIOJITOCPOYHBIX JIOTOBOPOB, OMpENENAeTCs] Ha OCHOBE IEHBI (PAKTUUECKOTO
3aKyIa MPEeApIAYIIEro roja U €XKeroqHo B TEUEHUE MOCIEAYIOMMX 5 JIET, CHUXKAECTCS
Ha 5 %. B caydae ecnu 3asBiIeHHas IeHa HIDKE IEHBI (PAKTUYECKOTO 3aKyrma
NPEAbIAYIIEr0 TOa, NMpEAEiabHas IL€HAa Ha JIEKAPCTBEHHBIE CPEACTBA U H3ICIUs
MEMIIMHCKOTO Ha3HaueHusl, npousBeaeHubie B yciaoBusax GMP (xxudwmlIn) nnu UCO
U TOCTAaBIISIEMBIE OTEYECTBEHHBIMHU IPOU3BOJIUTEISIMA B PaMKax JIOJITOCPOYHBIX
JIOTOBOPOB, ONPENEIIAETCS 1O 3asBICHHON LICHE.

6. Llena Ha JeKapCTBEHHBIE MpenapaThbl, U3TOTOBJICHHBIE B YCIOBUSAX ANTEKH,
onpeensieTcs: pyKoOBOACTBOM alTEUHON OpraHU3aluu.



I'maBa 2. Ilopaxok ycTaHOBICHHA IIEH Ha JIEKAPCTBEHHBIC CPEICTBA U H3/[CIIHA
MemumuHCcKoro HasHadeHnA B pamkax 'OBMII u OCMC mHOCTpaHHBIX H
OTE9CCTBEHHBIX IPOM3BOIUATEIICH

7. 'ocynapcTBeHHasl SKCIIEPTHASE OpraHU3alnsl OCYLIECTBIISIET:

1) MOHUTOPUHT BHEUIHEr0 pePEepeHTHOTO LIEHOOOPa30BaHUS HA BBO3UMBIE Ha
tepputoputo Pecy6nuku Kazaxcran 3aperucTpupoBaHHbIC JIEKAPCTBEHHBIE CPEJICTBA
Y W3JE1Us MEAUIIMHCKOTO Ha3HAYCHMUS;

2) MOHUTOPHUHT COOTBETCTBHS 3apETrUCTPUPOBAHHON 1IEHBI TPEOOBAHUSIM MTyHKTOB
15,16, 17, 18, 19 nacrosimux [IpaBui;

3) pacuer npoekTa npeAesibHbIX 1IeH HA TOPrOBble HAMMEHOBAHUS JIEKAPCTBEHHBIX
CPEACTB U U3EIINA MEAUIIMHCKOTO Ha3HAUCHUS;

4) pacuet npoekTa npeaenbubix e Ha MHH nekapcTBEeHHBIX CpeNCTB;

5) pacyeTr mpoeKTa MPEeAeIbHbIX [IEH HA TEXHUYECKUE XApaKTEPUCTHUKHU (Hanee —
TX) uznenuii MEIUIIMHCKOTO HA3HAYCHMUS.

8. lleHbl Ha JE€KapCTBEHHbIE CPEACTBA W HU3JEJIUSI MEAUIMHCKOrO Ha3HAUYCHUS
NPOU3BOAUTENEH yCTAHABIMBAIOTCS B HallMOHaNbHOW Bamtore. [Ipn KoHBepTauuum
IIEHBl TPOW3BOJAUTENS B HAIMOHAIBHYIO BaJIOTY HCIOIb3yeTCs OGUIIMAThHBIN
cpeaHui MecsauHbli oOMeHHBIN Kypc Harmmonansnoro banka Pecnybnuku Kazaxcran
3a IPOIIECAIINN MECSII.

9. LleHsl Ha JIEKapCTBEHHbIE CPEACTBA U U3JEIIHS MEAULIMUHCKOrO Ha3HAYCHUS
YCTaHABJIMBAIOTCS 38 MUHUMAJIBHYIO €IMHUILY U3MEPEHMUSL.

10. I ycTaHOBIEHUS 1IEH MPOU3BOAUTENEHN JIEKAPCTBEHHBIX CPEJCTB U U3AEIUI
MEIUIMHCKOTO HAa3HAYEHMSs, 3apErUCTPUPOBAHHBIX, MOJAHHBIX HAa PETUCTPALUIO,
MIEPEPETUCTPALUIO WIIM JUISI BHECEHUS M3MEHEHUM B PETrMCTPALMOHHOE JI0ChE HA
tepputopun PecnyOnuku Kazaxcran, 3asBUTENb IPENOCTABISET B TOCYAAPCTBEHHYIO
SKCTIEPTHYIO OpPTaHU3AIMIO0 3asBJIICHUE TO (PopMe COTIACHO MPHUIIOXKEeHWIo 1 u 2 K
HacrosmuM [IpaBunam.

11. K 3asBJI€HUIO PUIIATAIOTCS CIEAYIOIIMUE JOKYMEHTHI:

1) uapopmarus o nieHe @panko-3aBoj MPOU3BOIUTENS, a TaKKe HHPOPMAITUS O
nene ®panko-3aBoj B peepeHTHBIX CTpaHaX ¢ YKa3aHUEM HUCTOUYHHMKA UHGOpMAUHU (
3a HCKJIIOYEHHEM OTEYECTBEHHOrO MpOU3BOAUTENA). B ciyuae oTcyTcTBUA
uHpopmanun o 1eHe Dpanko-3aBoag B pedepeHTHBIX CTpaHax, 3asBUTEIb
npenocrtasisier wHpopmanuio o neHe dpanko-3aBoag B HE MEHEE UYEeM IIATH
aTbTEPHATUBHBIX CTPAHAX C YyKa3aHUEM HCTOYHHUKA HHGOpPMALMH, B KOTOPBIX
3asBJICHHOE JIEKAPCTBEHHOE CPENICTBO, M3JEIME MEIUIMHCKOTO HAa3HAYEHUS WMEIOT
rOCYJIapCTBEHHYIO PETUCTPALIUIO;



2) pacueT 000CHOBaHHE JJI YCTAHOBIICHUS 3aPETUCTPUPOBAHHOM 1IEHBI - TAaHHBIC
(dbakTUYECKH TOHECEHHBIX 3aTpaT Ha JIOTHCTUKY, CTpPaxOBaHUE, TAMOXKEHHOE
odopmieHHe, OIEHKY OE€30MacHOCTH M KadyecTBa, a TakKe, HAa MApKETHHT U
CoJIep’KaHKe IOPUAMYECKOro JNula, B ciaydae Hanuuus B PecnyOnuke Kazaxcran
PEeACTABUTENIbCTBA OCYILIECTRIISIIONIETO TOPTOBYIO NEATENbHOCTD;

3) JOBEpPEHHOCTh WJIM €€ KOMHUs (3aBepEeHHAasi HOTapUaibHO), MOATBEPKIAIOIAs
MOJTHOMOYMS 3asABUTEIS MPEJCTABIATh MHTEPECHl MPOU3BOJUTEINS, BIIaJI€Nblla WIN
Jep KaTessl PErUCTPAlMOHHBIX YJIOCTOBEPEHUH JIEKAPCTBEHHBIX CPEJICTB U M3JETUN
MEIUIIMHCKOTO Ha3HA4YeHUs JJs YCTAHOBIEHHUS I[€Hbl MPOU3BOJUTENS
MPEJOCTABIISIETCS. B TOCYJIAPCTBEHHYIO AKCIEPTHYIO OpPraHHU3alMI0 OJHOKPATHO M
JIEVUCTBUTEIIbHA 10 OKOHYAHUSA CPOKA €€ JIEUCTBUA.

4) KOmuio NOKYMEHTAa, MOATBEPKAAIONIYI0 IEHCTBUE MATEHTHOW 3allUThl
OpPUTMHAJIBHOTO JIEKAPCTBEHHOTO CPEICTBA/OPUTHHAIBLHOIO  OHOJOTHYECKOIrO
JIEKapCTBEHHOT'O CPEJICTBA;

5) xonuto monrocpouroro norosopa (st JIC u UMH npousBeieHHBIX B YCIOBUSIX
GMP (JIxxudmlIn) nnn NCO u noctaBiasieMbIX OT€YECTBEHHBIMHU MTPOU3BOIUTEIISIMU B
paMKax JI0JATOCPOYHBIX JOTOBOPOB);

6) xonuto ceptudukara GMP (JxudmlIln) unu UCO (mns JIC uw UMH
npousBegeHHbIX B yciaoBusix GMP (HxuDwmllu) mnu MCO u mnocraBisieMbixX
OTE€YECTBEHHBIMHU MTPOU3BOAUTENSIMUA B paMKaX JOJTOCPOYHBIX IOTOBOPOB).

12. DnexkTpoHHy0 (hopMy 3asBICHUS 3aIBUTEIH 0OPMIIIET Ha CATE SKCIIEPTHON
opranm3anuu (www.dari.kz) B onmaiiH (online) pexume, ¢ JaJIbHEHIIUM
peoCcTaBIeHUEM Ha OyMaXXHOM HOCHUTEINE.

13. T'ocymapcTBeHHas SKCIiepTHas opranu3aius B Teuenue 10 (mecsatu) pabounx
JHEH ¢ MOMEHTa TMOJYyYEHUS 3asBJICHUS U COMPOBOJIUTEIBHBIX JTOKYMEHTOB
OCYLIECTBJISIET:

1) mpoBepKy MOJHOTHI NPEACTABICHHBIX MaTEPHUaIOB B COOTBETCTBHHU C
TpeboBanusiMH myHKTa 10 Hactosmux IIpasu;

2) pe3yabTaTOB BHEUIHETO pedepeHTHOTO IIEHOOOPa30BaHUS Ha COOTBETCTBUE C
TpeOoBaHUSIMH MYHKTOB 15, 16, 17, 18, 19 Hacrosumx [IpaBui.

14. B ciaydae mpenocTaBi€HHUs 3asBUTEJIEM HEMOJHOTO MakeTa JOKYMEHTOB
rocyJapCTBEHHAs SKCIEpTHas OpraHu3aius B TedeHue S5 (mATH) pabodyux IgHEH
HAIpaBJIseT 3asSBUTENIO YBEJOMIICHHE O HEOOXOAMMOCTH UX YCTPAHEHHUS B CPOK HE
oosee uem 5 (maTh) pabouux aHel. IIpu MOBTOPHOM BHECEHUU TOKYMEHTOB C
YCTPAaHCHHBIMH 3aMEUaHMSIMHU, CPOK MPOBEACHUS pedepeHTHOTO IIEHOOOpa30BaHUS
IIPOJJIEBAETCSA HA KOJMYECTBO JTHEW, 3aTPAauCHHBIX 3asBUTEJIEM Ha UX yCTpaHEHHE. B
CJIy4yae MOBTOPHOI'O BHECEHHUSI JOKYMEHTOB C HAPYIIEHUEM CPOKA MPE/ICTABISIEMOIO Ha
YCTpaHEHUE 3aMEYaHHM, CPOK PACCMOTPEHUS 3asBJICHUSI BO30OHOBIISETCS.



15. BuemHee pedepeHTHOE 1IEHOOOpa30BaHHE OCYIIECTBIISIETCS HAa OCHOBE
CPaBHUTEJIBHOTO aHAIN3a LIeHbl PpaHKo-3aBoj 3asBUTENS ¢ ieHaMu DpaHKo-3aBoj B
pedepeHTHBIX CTpaHax.

16. JInsg ycTaHOBIJIEHHS 3apETUCTPUPOBAHHOW ILIEHBI HA TE€HEPHUK IS
JIEKapCTBEHHBIX CPEICTB MIPOU3BEAEHHBIX Ha Tepputopuu Pecryonnku Kaszaxcran, (3a
UCKJIIOYEHHEM JIEKAPCTBEHHBIX CPEACTB, MPOU3BEJAEHHBIX B ycioBusix GMP (
JlxuOmlIn) M mocraBiaseMBIX OTEYECTBEHHBIMH MPOM3BOJMTENSIMH B paMKax
JIOJITOCPOYHBIX JIOTOBOPOB, B pazpese ogHoro MHH ¢ yuerom nekapctBeHHON (HOPMBI,
KOHLEHTPAMU U JO3UPOBKH, 3apPETUCTPUPOBAHHAA 1IEHA JOJKHA ObITh HE MEHEE YEM
Ha 30 % HUXKE 3aperucCTpUPOBAHHON 1IEHBI OPUTMHAJIBHOTO JIEKAPCTBEHHOTO CPEJICTBA,
BO BpeMs JECWUCTBHUS IMATEHTHOM 3alIUTHI, ¢ cooTBercTByromnM MHH. B ciyudae
OTCYTCTBHSI OPUTHMHAIIBHOTO JIEKAPCTBEHHOT'O CPEJICTBA HE BBIIIE MAaKCHUMAaJIbHOU
3apEruCTPUPOBAHHON LIEHBI BOCIPOU3BEACHHOIO JIEKAPCTBEHHOI'O CPEACTBA C
coorBeTrcTBytouiuMm MHH (32 wuckiroyeHHMEM JIEKApCTBEHHBIX CPEJCTB,
npousBesieHHbIX B yciaoBusix GMP ([xxuDwmlln) u nmocraBiseMbix O0T€4eCTBEHHBIMU
IPOU3BOJIUTEISIMU B paMKax JOJITOCPOYHBIX JOTOBOPOB, 3aKIIOUEHHBIX 10 | stHBaps
2018 roxa).

17. Ins yCTaHOBJIEHUS 3aperuCTPUPOBAHHON LEHBI Ha OMOCUMUWISP MAJIS
JICKapCTBEHHBIX CPEJICTB MPOU3BEIEHHBIX Ha Tepputopuu Pecryonuku Kazaxcran, (3a
UCKJIIOYEHHEM JIEKapCTBEHHBIX CPEACTB, NPOU3BEIAEHHBbIX B ycioBusix GMP (
JxudOMmlln) u mocTaBiasieMbIX OTEYECTBEHHBIMH MPOU3ZBOJUTENSIMU B paMKax
JIOJITOCPOYHBIX JIOTOBOPOB, B pazpese ogHoro MHH c yuetom nekapctBeHHON (HOpPMBI,
KOHIICHTPAILIMU U JI03UPOBKH, 3aPETUCTPUPOBAHHAS LIeHA HE MeHee yeM Ha 10 % Huxe
3apEruCTPUPOBAHHON II€Hbl OPUTHMHAIBHOTO OHOJIOTMYECKOTO JIEKApCTBEHHOTO
cpeactsa ¢ coorsBercTByromuM MHH. B ciydyae OTCyTCTBUS OpUTIMHAIBHOTO
OMOJIOTUYECKOTO  JIEKapCTBEHHOTO CpEeJICTBa HE BbIIE MaKCUMaJIbHOMN
3aperuCTPUPOBAHHOMN LIEHBI OMocuMuUIIsApa ¢ coorBeTcTByrommumM MHH.

18. Jlnsg u3gennii MEAMIMHCKOTO HAa3HAYECHUs MPOU3BEACHHBIX HA TEPPUTOPUU
Pecniy6nuku Kazaxcrtan (3a UCKIIIOUEHHEM, MOCTABISIEMbIX B pAMKaX JOJITOCPOYHBIX
JIOTOBOPOB) B pazpese oaHoil TX, 3apeructpupoBaHHas 1ieHa JOJKHA OBITh HE BBIIIE
MaKCUMAJIbHON 3aperUCTPUPOBAHHON LIEHBI M3JEIUd MEIULUHUHCKOrO HAa3HAUYEHUS C
cootBercTBYromen TX.

19. lns ycTaHOBIEHUS 3apETUCTPUPOBAHHON 1IEHBI HA TEHEPUK U OnocuMuiisp (3a
UCKIIIOYEHUEM NpOU3BEACHHbIX Ha Tepputopun PecnyOnuku Kaszaxcran) neHa
MIPOU3BOJUTEIIS YTBEPIKIACTCS HUKE 3HAUCHUS IEHBI OPUTUHAIBHOIO JIEKAPCTBEHHOTO
CpeAcTBa:

1) nus renepuka - Ha 30 % OT LEHBI NPOU3BOJAUTENS OPUTMHAIBHOTO
JIEKapCTBEHHOI'O CPEJICTBA BO BPEMsI AEUCTBUS MATEHTHOM 3aIUThI B pa3pe3e MHH;



2) nns Ouocumunsapa - Ha 10 % OT 1eHBI MPOU3BOAUTENS OPUTHHAIBLHOTO
OMOJIOTMYECKOT0 JIEKAPCTBEHHOI'O CPEJICTBA BO BpPEMsl ICUCTBUS MATEHTHOM 3allIUThI B
paspeze MHH.

20. ITocne mpoBeICHHOTO BHEIIHETO peepeHTHOT0 IIEHOO0pa30BaHus, B CIIyyae:

1) ans BBO3MMBIX JIEKApPCTBEHHBIX CPEACTB, eciu LeHa Ppanko-3aBoj
JIEKApPCTBEHHBIX CPEACTB WJIM U3JEIUNA MEAUIMHCKOTO Ha3HAYCHHS PaBHA WIM HUXKE
CPEIHEro 3HAUCHMs MSATH MUHUMaIbHBIX 1IeH @paHko-3aBoj B pepepeHTHBIX CTpaHax,
rOCy/IapCTBEHHAs] 3KCIEpTHAs OpraHU3allMsi, YCTAHABIMBAET 3apETUCTPUPOBAHHYIO
HeHy (C y4eToM B3aMMOCBSA3M LIEHBl OPUTMHAIBHOTO JIEKAPCTBEHHOI'O CPENCTBA U
TEHEPUKA);

2) ns mpou3BeIeHHBIX Ha Tepputopuu PecnyOnuku Kazaxcran reHepukos (3a
UCKIIFOUEHUEM JIEKAPCTBEHHBIX CPEICTB, MOCTABISEMBIX B PAMKAaX JIOJITOCPOYHBIX
JIOTOBOPOB), €CJIM 3apErUCTPUPOBAHHAS 1I€HA OTEYECTBEHHOI'O MPOU3BOIUTENS HUXKE
3apEeruCTpUPOBAHHON LEHBl OPUTMHAJIBHOIO JIEKAPCTBEHHOI'O CPEACTBA BO BpEMs
nelcTBus maTteHTHOM 3amuTthl HE MeHee 30 % B paspeze MHH unum B ciyudae
OTCYTCTBHSI 3aPETHCTPUPOBAHHOTO OPUTMHAIBHOTO JIEKAPCTBEHHOTO CPEACTBA, HIKE
UM paBHA MaKCHMaJbHON 3apErHCTPUPOBAHHON LIEHE 3apEerucTPUPOBAHHOTO
reHepuKa, TOCYJapCTBEHHasi OJKCIEepTHas OpraHu3alus  YCTaHaBJIMBAET
3apEruCTPUPOBAHHYIO LIEHY OT€YECTBEHHOTO TPOU3BOAMUTEIIS;

3) st mpou3BeieHHbIX Ha TeppuTopun Pecry6nuku Kazaxcran GunocumMuisipos (3a
UCKIIFOUEHUEM JIEKAPCTBEHHBIX CPEICTB, MOCTABISEMBIX B PAMKAaX J0JITOCPOYHBIX
JIOTOBOPOB), €CIM  3aperucTpUpOBaHHAS II€HA MPOU3BOJIUTENS  HUXKE
3apErUCTPUPOBAHHON LIEHBl OPUTHMHAIBHOTO OHOJIOTMYECKOro JIEKAPCTBEHHOTO
CpeACTBa BO BpeMsl ACHCTBUS NaTeHTHOM 3amuThl He MeHee 10 % B pazpe3ze MHH win
B clly4a€ OTCYTCTBUSI 3apETMCTPUPOBAHHOTO OPHUTMHAIBHOTO OHOJIOTHYECKOTO
JIEKApCTBEHHOTO CPEJICTBA, HMXKE WJIM PaBHA MAaKCUMAaJIbHOM 3aperucTpUPOBAHHOM
[IEHE 3aperuCTPUPOBAHHOIO OMOCHUMWIIISIpA, TOCYJApCTBEHHAs AKCIEepTHas
OpraHu3aius, YCTAaHaBIMBAECT 3apErUCTPUPOBAHHYIO IIEHY OTE€YECTBEHHOT'O
IPOU3BOIUTETIS;

4) nns npous3BeAEHHbIX Ha Tepputopun PecnyOnuku Kaszaxcran uspenuit
MEJIUIMHCKOTO HA3HAYEHUS, €CJIM 3apPETUCTPUPOBAHHAS LI€HA MPOU3BOIUTENS HUKE
WIM paBHa MaKCUMAaJIbHOM 3aperUCTPUPOBAHHOM LIEHE 3apETUCTPUPOBAHHOTO U3IENHUs
MEIUILMHCKOTO Ha3HauyeHus, aHajiornyHoro no TX, rocynapcTBeHHas 3KCHEpTHas
OpraHu3ainus YCTaHABIMBAET 3apPErUCTPUPOBAHHYIO II€HY OTEYECTBEHHOIO
IPOU3BOJUTEIIS;

5) 1uist BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB, eciu 1ieHa dpanko-3aBo 3asBUTeNs (C
Y4E€TOM B3aHMOCBSI3H II€HBl OPUTMHAIBHOIO JIEKAPCTBEHHOIO CPEICTBA U FE€HEPHUKA)
NPEBBIIAET CPEIHEE 3HAYEHHE IMATH MHUHHMaNIbHBIX LeH PpaHko-3aBoa B
pedepeHTHBIX CTpaHaX, TOCYJapCTBEHHAs SKCIEpPTHAs OpraHu3alus HampaBiseT



3asBUTENII0 MOTHBHPOBAHHBIA OTKAa3 B MPOM3BOJBHON (pOpME B PETHCTPALMH IIEHBI
MPOU3BOAUTEIS;

6) eciii pa3HHIA MEK]Ty 3apETUCTPUPOBAHHON 1IEHOW T'eHEepHKa Mpor3Be1Y HHOTO
Ha Tepputopun Pecny6nuku Kazaxcran cocrasmsier meHee 30 %, nubo nopoxe
3apErUCTPUPOBAHHON ILIEHBI OPUTHHAJIBHOTO JIEKAPCTBEHHOI'O CPEJICTBA BO BpEMH
JNEUCTBUSI MATEHTHOW 3amuThl B paspeze oanoro MHH (3a wuckmoueHuem
JIEKAPCTBEHHBIX CPEJICTB, MOCTABISIEMBIX B paMKaxX JOJITOCPOUYHBIX JOTOBOPOB) WU B
Cily4ae OTCYTCTBUS 3aPETrMCTPUPOBAHHOIO OPUTHMHAJIBHOIO JEKAPCTBEHHOIO CPEACTBA,
BBIIIIE MAKCUMAJIBHOW IEHBI 3apErUCTPUPOBAHHOIO TE€HEPUKA, TOCYIApCTBEHHAs
DKCIIEPTHAsl OpTaHM3alMs HAIPAaBISICT 3aABUTEII0 MOTHBHUPOBAHHBIM OTKa3 B
IPOU3BOJILHON (DOpME B perucTpalvu eHbl OTEYECTBEHHOTO TPOU3BOIUTEIIS;

7) eciu pa3HULlAa MEXJYy 3aperucTPUPOBAHHOW IEHOW OMOCHUMHIISIpA
npousBeieHHOro Ha tepputopun PecnyOnuku Kazaxcran cocrtaBnsier menee 10 %
au00 JOpOXKE 3apEeruCTPUPOBAHHOM IIE€HBI OPUTHHAIBHOTO OHOJIOTUYECKOTO
JIEKApCTBEHHOI'O0 CPEJCTBA BO BpEMsI JEUCTBUSI ATEHTHOW 3allIUThI B Pa3pe3e OJHOTO
MHH wmu B caydae OTCYTCTBUS 3apErUCTPUPOBAHHOIO OPUTHMHAIBHOTO
OMOJIOTHYECKOTO JIEKAPCTBEHHOTO CpPEACTBA, BBIINIE MAKCUMAaJIbHOW II€HBI
3apEerUCTPUPOBAHHOTO OHMOCUMUIISIpA, TOCYJApCTBEHHAs SKCIIEPTHAs OpraHu3aius
HampapisieT 3asBUTENI0 MOTHBUPOBAHHBIM OTKa3 B MPOU3BOJBHON (opme B
perucTpanuu neHbl OMOCUMUIISIPA OTEYECTBEHHOTO MPOU3BOIUTENS;

8) eciM 3aperucTpUpOBaHHAs I€HA W3JAEIUsS MEAULIMHCKOTO Ha3HAYCHWUS,
npou3BeieHHOro Ha TeppuTopun PecnyOnuku KazaxcraH, Bbillie MaKCUMalbHOM 1IEHBI
a"HanornyHoro mo TX wu3nenus MEOUIIMHCKOTO HAa3HAYEHUs, TOCYyAapCTBEHHas
JKCIEPTHAs OpPraHU3alMs HaIpaBiseT 3asBUTEII0 MOTUBUPOBAHHBIM OTKa3 B
IPOU3BOJILHON (POpME B perucTpalvu eHbl OTEYECTBEHHOTO TPOU3BOIUTEIIS.

21. [Mocne mosyyeHus: MOTHBUPOBAHHOTO OTKa3a B MPOU3BOJBHOU (hopMme B
YCTAHOBJICHUH LIEHBI TPOU3BOIUTENIS, 3asIBUTEIIb 110 UcTeueHun 10 (mecstu) pabounx
JTHEW MPEACTaBJISET MOBTOPHOE 3asIBJICHUE HA YCTAHOBJICHHUE LIEHBI TPOU3BOJAUTEIIS C
y4eTOM PE3yJbTaTOB BHEIIHEr0 pedepeHTHOro ILEeHOOOpa30BaHMUS W aHaIM3a
pacueTra-o00CHOBAHUS CTOMMOCTH, MPOBEACHHOIO TOCYJAapCTBEHHOM AKCIEPTHOMU
OpTraHHU3aIMEH.

22. B ciiydae U3MEHEHHMS LIEH 3asBUTENIb NPEJCTABISECT B TOCYAAPCTBEHHYIO
JKCIEPTHYK  OpTraHU3alUI0 3asBJIICHUE Ha BHECEHUE HU3MEHEHHUU B
3apEruCTPUPOBAHHYIO IIEHY Ha JICKAPCTBEHHBIE CPENICTBA M U3JEIUS MEAULIMHCKOTO
Ha3Ha4YeHUs 1o GopMe COTIACHO MPUIIOKeHUIO 1 nim 2 k HactosuM [IpaBumam.

I'nmaBa 3. Ilopamok onpencneHus 3aperuCTPUPOBAHHBIX [ICH Ha JICKapCTBEHHEIE
CpEICTBa U H3ACIMA MEAUIIMHCKOTO Ha3HAYCHN, IOIC)KAIINX 3aKyITy B
pamxax 'OBMII 1 OCMC



23. BHeceHne M3MEHEHUN B 3apETrMCTPUPOBAHHYIO IIEHY Ha JEKAPCTBEHHOE
CPEICTBO WJIM M3JEIUE MEAMIIMHCKOIO Ha3HAUYEHMS JIOIyCKaeTcsl HEe OOJIbIIEe OJHOIO
pasa B TEYEHUE TPEX MECSLEB, OCIIE PETUCTPALIMU LIEHBI HA UHTEPHET PECYpCE.

24. 3aperucTpupoBaHHas lieHa BCTymaeT B cuity depe3 60 (umectumecsT)
KAQJICH/IApHBIX THEN C MOMEHTA €€ TOCYJapCTBEHHOM pEerncTpalui.

25. T'ocynapcTBeHHasi J3KCIIEpTHAs OpraHU3alus MyOJIUKYyeT Ha CBOEM
UHTEepHET-pecypce www.dari.kz 3apeructpupoBaHHbIE IIEHbI Ha JIEKAPCTBEHHBIC
CPEIICTBA U U3/ MEIUIIMHCKOIO Ha3HAYCHHS.

26. OTBETCTBEHHOCTh 3@ JIOCTOBEPHOCTb, IMOJHOTY H COJEpKaHHUE
NpEeAOCTaBICHHBIX JIOKYMEHTOB HeceT 3asBuUTeNb. lIpelncraBieHue 3asiBUTENIEM
3aBEJIOMO HEJOCTOBEPHBIX CBEICHUN SABJSETCS OCHOBAaHMEM [JIsi OTKas3a B
YCTAHOBJICHUH LIEHBI IPOU3BOIUTEIIS.

27. PerucTpanusi 3aperucTpupOBaHHOM LEHbI MPOU3BOAUTCSA B TeueHue 20 (
JBAJIIATH ) KaJ€HAAPHBIX JHEH MOCIE MPEIOCTAaBICHUS MTAKeTa JOKYMEHTOB.

I'naBa 4. Ilopamok onpeneiieHAs OpeeIbHBIX IICH Ha JIEKAPCTBEHHBIC CPEACTBA
M W3CTHA MEIUIIMHCKOr0 Ha3HAYCHU, MOICKAIUX 3aKyIly B paMKax
I'OBMII u OCMC

28. Ha ocHOBaHMM 3apE€THUCTPUPOBAHHBIX LIEH HA JIEKAPCTBEHHBIE CPEJCTBA U
U3JIeTUsl MEIMIIMHCKOTO Ha3HaueHus B Teuenue 10 (mecsatu) pabouux qHEH CO JHS UX
perucTpaiuy, rocy1apcTBeHHasi 3KCIEepTHas OpraHu3alus pa3padaThIBa€T MPOEKT
IIPEJEIBbHBIX LIEH MO0 TOPrOBBIM HAMMEHOBAHMSAM JIEKAPCTBEHHBIX CPEACTB U U3CIINN
MEIUIMHCKOTO HAa3HAYEHMSI C YYETOM PETrPECCMBHOM IIKaJIbl ONTOBOM HALICHKU B
COOTBETCTBUM C TJIABOW 5 HactoAmmx lIpaBui m HampapisieT B yINOJIHOMOYEHHBIN
OpraH JUisl yTBEPKICHHUS.

29. Ha ocHOBaHMHU YyTBEPKICHHBIX MPEICIbHBIX IIEH HA TOPrOBbIE HANMEHOBAHUS
JIEKApCTBEHHBIX CPEICTB U M3JEIUA MEOULUHMHCKOTO HAa3HAYEHHS TOCY/IapCTBEHHAs
JKCIEpTHasl opraHu3anus B Cpok He mo3nHee 10 ampens pa3pabaThiBaeT MPOEKT
MPEAEIbHBIX 1IEH HA CIEAYIOINN KaJleHAapHbIi rog Ha TX u3gennii MeaUuIIMHCKOTO
HazHaueHuss 1 Ha MHH nekapcTBeHHBIX CpeJCTB ¢ yUETOM JIEKapCTBEHHON (HOPMBI,
JIO3UPOBKH, KOHLICHTPALINH.

30. IIpenensuas nena Ha MHH dbopMupyercss Ha 0OCHOBaHMH MaKCUMaJIbHOTO
3HAYCHUS U3 TPEX MUHUMAIBHBIX NMPEACIbHBIX LIEH 10 TOPTOBBIM HAMMEHOBAHUSIM C
Y4ETOM JICKaPCTBEHHOUN (POPMBI, I03UPOBKH, KOHIIEHTPAIUH.

31. IlpenensHas nena Ha TX u3nenus MEAUIIMHCKOrO Ha3Ha4YeHHs (hopMuUpyercs
Ha OCHOBAHMM MAaKCHUMAJIbHOTO 3HAYEHUS U3 TPEX MUHUMAJIbHBIX MPEAEIIbHBIX LIEH IO
TOPTOBBIM HAMMEHOBAHUSIM.



32. B ciyyae OTCYTCTBHS Tpe€X 3aperMCTPUPOBAHHBIX LEH HAa TOPrOBBIE
HauMEeHOBaHus, npexaenbHas ueHa Ha MHH ¢dopmupyercs Ha ocHOBaHUUM
MaKCHMaJIbHOI'O 3HAYE€HHMSI 3aPETUCTPUPOBAHHBIX LIEH IO TOPTOBBIM HAUMEHOBAHUSM C
Y4ETOM JIEKaPCTBEHHOUN (POPMBI, I03UPOBKH, KOHLIEHTPAIUH.

33. B cmy4yae OTCyTCTBHS TpEeX 3aperHCTPUPOBAHHBIX LIEH HA TOPTOBBIE
HAaUMEHOBaHMUs, NpeaeibHas LeHa Ha TX H3aenuss MEIUIMHCKOrO0 Ha3HAYEHHS
(opMHpyeTCs HA OCHOBAaHUM MAaKCUMAaJIbHOIO 3HAYEHHUS 3aPErUCTPUPOBAHHBIX LIEH 10
TOPrOBBIM HAUMEHOBAHUSIM.

34. B cnydae OTCYTCTBUSA perucTpanuu op(aHHbIX JEKAPCTBEHHBIX CPEICTB Ha
tepputopun PecriyOnmku Kazaxcran npenenbHas 1ieHa onpeaenseTcs Ha nannoe MHH
roCyJapCTBEHHON AKCIEPTHOW OpraHu3alMeldl Ha OCHOBE BHEIIHETO pe(epeHTHOro
EHO0Opa30BaHUsl, MPOBEICHHOTO TOCYAaPCTBEHHON SKCIIEPTHOMN OpraHu3aluen.

35. B cnyyae orcyTcTBUs npeaenbHoi neHsl Ha MHH nexkapcTBeHHOTO cpenicTBa
BBUJly OTCYTCTBHUS 3aperuUCTPUPOBAHHONW IIEHBI Ha TOProBOE€ HAWMEHOBAaHHE
JIEKapCTBEHHOr0 cpencTBa, ero 3akyn B pamkax ['OBMII u OCMC no MomeHTa
YCTAHOBJICHHUS LIEHBI IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB HE OCYIIECTBISAETCS.

36. Cnucok mpelenbHBIX II€H Ha JIEKapCTBEHHBIE CPEICTBA W H3JEIUS
MEJUIMHCKOTO Ha3HaueHusd, cpopmupoBanHbiX Ha ocHoBaHuu TX m MHH, a Takxe
IIPEACIBHBIX LIEH 110 TOPrOBOMY HaUMEHOBAHHIO.

I'maBa 5. Ilopsamox Ha9UCIICHUS ONTOBBIX HAIICHOK K IICHaM ITPOM3BOUTEICH
Ha JIEKapCTBEHHBIE CPEICTBA M M3/Ie/IMA MEIUITMHCKOr0 Ha3HA4EHUS U pacdeTa
ICHEI IPalc-JIACTa ¥ HAllEHKH €AHHOTO AUCTPHOBIOTOpA Ha JIEKAPCTBCHHEIC
CpeICTBa U W3eiMa MeqUIMHCKOro HasHaueHnd B pamkax 'OBMII u OCMC

IMaparpad 1. ITopsaok Ha9MCICHNA OOTOBLIX HACHOK K IICHAM
IIPOM3BOAMTENEH Ha JIEKAPCTBEHHBIEC CPEACTBA U H3ACIHA METUITMHCKOTO
Ha3HA9CHUA

37. OnroBble HAalEHKU K 3apEerMCTPUPOBAHHBIM IIEHAM HA JIEKAPCTBEHHBIC
CPEACTBA U U3AENINSA MEAUILMHCKOTO HA3HAYCHHMS YCTAHABIMBAIOTCS U1 OpTraHU3alAN
ONTOBOM peanu3aluyd Ha JICKAPCTBEHHBIE CPEICTBA U H3LEHUS MEAULUHCKOIO
Ha3HauyeHus B pamkax [[OBMII u OCMC na tepputopun Pecnyonuku Ka3zaxcras.

38. IIpenenbHbIE LIEHBl HA JIEKAPCTBEHHBIE CPEACTBA U U3JEIUS MEIUIMHCKOIO
HazHaueHuss B pamkax ['OBMII u OCMC ycranaBnuBaroTcs nyT¥M J00aBIICHUS
ONTOBOM HalEHKH, AU dHEPEHITUPOBAHHON UCXOS U3 BETUYHHBI 3aPETUCTPUPOBAHHON
LIEHBI, K 3apETUCTPUPOBAHHOM LICHE.



39. YcraHoByeHHE TIPEACIBHBIX ONTOBBIX HAIICHOK Ha JICKAPCTBEHHBIE CPEJICTBA U
U3JeNIUsl  MEIUIIMHCKOTO Ha3HAYC€HUSI OCYIIECTBISACTCS B COOTBETCTBUM C
PETPECCUBHOMN IMIKAION HAYKMCIICHUSI HALICHOK:

1) 20 % nus toBapoB, ctouMocThiO 10 1 000 TeHre BKIIOYUTEIBHO 33 SIUHUILY
U3MEPECHUS;

2) 19 % nnsa roBapos, croumocThio 0T 1 001 tenre 1o 3 000 TeHre BKIOUUTEIBHO
3a €IMHUILY U3MEPCHUS;

3) 18 % nnst ToBapoB, croumMocThio OT 3 001 Tenre 10 5 000 TeHre BKIIOYUTEIBHO
3a €IMHUILY U3MEPCHUS;

4) 17 % nnst ToBapoB, ctouMocThio 0T 5 001 Tenre 10 30 000 TeHre BKIIOYUTEIBHO
3a €IMHUILY U3MEPCHUS;

5) 16 % nns toBapoB, crouMocTbio oT 30 001 tenre go 100 000 TeHre
BKJTFOUUTEIBLHO 32 CIMHUITY U3MEPEHHUS;
6) 15 % nns ToBapoB, croumocThio cBbiiie 100 001 TeHre 3a equHUIYY U3MEPEHMUS.

IMaparpad 2. ITopsaok pacgeTa OeHHI Ipalc-JIMCTa H HAIICHKH €AWHOTO
IUCTpUOBIOTOpA Ha JIEKAPCTBEHHBIE CPEICTBA M M3AEIHS MEIUIIMHCKOTO
HazHadeHUs B pamMkax ['OBMII u OCMC

40. PacueT 1ieHbl mpaiic-1mucra eAMHOr0 TUCTPUOBIOTOPA OCYIIECTBISETCS:

1) myTem npuOaBieHUs] HALIEHKU €IMHOTO IUCTPUOBIOTOPA K (PUKCUPOBAHHOM 1IEHE
ToBapa, nocrasiaeHHoro Ha ycnoBusax [IOIT MTHKOTEPMC 2010;

2) myteM npubaBiIeHUs HALICHKU €IMHOTO AUCTPUOBIOTOPA K PUKCUPOBAHHOM IIeHE
nocTtaBjieHHOTo Ha ycioBusax oTiMuHbIX OT [IOIT MHKOTEPMC 2010 nocne ynnaTsl
TaMOXE€HHBIX TMOIUIMH U COOPOB, CBS3aHHBIX C IOCTAaBKOW TOBAapOB E€IUHOMY
JTUCTPUOBIOTOPY;

3) myTem npubaBieHUs HALIEHKU €IMHOTO TUCTPUObIOTOPA K PUKCUPOBAHHOM 1IEHE
B CllydasiX BO3MEILIECHHUS TMOCTaBIIMKOM pPAacXoJIOB €JIUHOTO AUCTPUOBIOTOPA,
CBSI3aHHBIX C YILJIATOM TAMO>KEHHBIX MOILUIMH U COOPOB, U UHBIX PACXO/IOB CBSI3AHHBIX
C IOCTaBKOU TOBapOB €AMHOMY TUCTPUOBIOTOPY;

4) myTeM npuOABICHUS HAIICHKU €JUHOTO AUCTPUOBIOTOPA K (PUKCUPOBAHHOM IIEHE
TOBapa MOCJe yIlaThl TAMOXEHHBIX MOIUIMH U COOPOB, KOMHUCCHOHHBIX COOpOB,
pPacxo/I0B Ha TPAHCIIOPTUPOBKY, CTPAXOBAHUE U UHCHIEKIIUIO, CBSI3aHHBIX C MTOCTABKOM
TOBApOB €IMHOMY JUCTPUOBIOTOPY, B CIydasiX MOCTABKU TOBAPOB B COOTBETCTBUHU C
naparpadom 8 rnaBsl 14 [IpaBun opranu3anuu U MPOBEACHUS 3aKyTa JICKAPCTBEHHBIX
CpeAcTB, MNpoduIakTUYeCKuX (MMMYHOOHOJIOTHYECKUX, JHAarHOCTUYECKUX,
Ne3HGUIUPYIONIMX) TMpenapaTroB, U3JAEIUN MEIUIIMHCKOTO Ha3HAYEHUs U
MEJUIIMHCKON TEXHUKH, (hapMalleBTHUECKUX YCIYT MO OKa3aHUIO0 FapaHTHPOBAHHOTO
o0bemMa OecruiaTHOM MEAMIIMHCKOW MOMOIIM U MEAUIMHCKOW MOMOIIM B CHUCTEME



00513aTEIBHOTO  COIMAIBHOTO MEAHUIIMHCKOTO CTPaxOBaHMS, YTBEPKICHHBIX
noctranoByienueM [IpaBurenscta Pecnyonuku Kazaxcran ot 30 oktsi6pst 2009 roga Ne
1729;

5) myteM npuOaBiieHUs] HALEHKU €UHOTO JUCTPUOBIOTOpPA K CyMME 3aTpar 3a
€MHUIlYy TOBapa Ha YIUIaTy TaAMOXEHHBIX MOILIUH U COOPOB, MPU MOCTABKE TOBAPOB
€AMHOMY AUCTPUOBIOTOPY 10 HYJIEBOH IieHe (OecIIaTHO);

6) B ciaydasix IMOCTAaBKM TOBapa IO HYJIEBOM LIEHE €IUHOMY IHUCTPUOBIOTOPY Ha
ycnoBusax [IOII MHKOTEPMC 2010 wiu BO3MEIIEHHUSI MOCTaBIIMKOM Pacxo]lOB
€MHOT0 TUCTPUOBIOTOPA, CBA3AHHBIX C YIJIATOM TaMOXXEHHBIX MOIUIMH U COOPOB, U
UHBIX pPACXOJIOB CBS3aHHBIX C MOCTAaBKOW TOBAapOB MO HYJEBOUl ILIEHE €AUHOMY
TUCTPUOBIOTOPY, 1IEHA MpaNC-INCTA 32 €IUHUILY TOBApA YCTAHABIMBAETCS B pa3Mepe
0,01 Tenre.

[lensl mpaiic-nmucTa €IUHOTO JUCTPUOBIOTOPA HAa TOBApbl HE MPEBBIMIAIOT
peleIbHYI0 LEHY.

41. Hauenka K 1leHaM Ha JIEKapCTBEHHBIE CPEACTBA U U3AEIUS MEIULIMHCKOTO
Ha3HA4YEeHUs yCTaHaBiauBaeTcs B AU PepeHIIMpoBaHHBIX % MO PErpecCUBHOMN IIKae.
[Ipy »TOM HalleHKa €JUHOTO JUCTPUOBIOTOpPAa OT (UKCUPOBAHHOW IIEHBI
yCTaHaBJIMBAETCS B pa3Mepe:

1) 7 % nns ToBapoB, crouMocThio 10 100 000 TeHre 3a eTMHUIYY U3MEPEHUS;

2) 6 % nys TOoBapoOB, CTOMMOCTh KOTOpbIX Bappupyercs oT 100 001 u no 139 999
TEHIe 32 €IUHUILY U3MEPEHHUS;

3) 5 % nns ToBapoB, croumocTbio oT 140 000 TeHre 3a eIMHUIY U3MEPEHUS.

42. Ilpu pacuere BBIACIEHHOM ISl 3aKylla CyMMBbl €IMHBIM JTHCTPUOBIOTOP
YMEHBIIIAET MPEIeNIbHBIC [IEHbI Ha JIEKAPCTBEHHBIE CPEACTBA U U3JETUS MEAUIIUHCKOTO
Ha3HAYCHUS MO KaXJAOMY JIOTY, Ha HAIIEHKY B COOTBETCTBUU C IMMYHKTOM 41 HACTOSIIINX
[Ipasui.

43. HaneHka e€IMHOrO AUCTPUOBIOTOpPA OCYLIECTBIISIETCS B COOTBETCTBUU C
noanyakToM 20) myHnkra 1 crateu 7 Konekca Pecniyonuku Kazaxcran ot 18 ceHtsiOps
2009 roxa "O 310poBbE HAPOAA U CUCTEME 3PaBOOXPaHCHUS "

44. Hanenka 3a (hapMarieBTUUECKYI0 YCIYTy JJI 00BEKTOB POZHUYHOM peanu3aiuu
JIEKapCTBEHHBIX CPEJICTB U M3/IEIUI MEIUIIMHCKOTO Ha3HAYEHUSI COCTaBJIsET He Ooliee
12 %.

ITpunoxenue 1
k [IpaBunam ¢popMupoBaHus
MIPEAETbHBIX [IeH M HalleHOK

®dopma

(HaMMEHOBaHUE TOCYJJAPCTBEHHOM SKCIIEPTHON OpraHU3aIlrin )



3asBneHNE HAa YCTAHOBJIICHHE LIEHBI IIPOU3BOANTES/ BHECCHHE
W3MEHEHUN

B IIHY IPOM3BOJUTENA Ha JIEKAPCTBEHHOE CPEICTBO

[IpenoctaBnsgem mHOpPMALMIO Uil YCTAHOBJIEHUS IIEHBI MPOWU3BOJIUTENS Ha
T€KapCcCTBEHHOE
CpPEeACTBO
1. 3asBuTENTH
1.1. [Ipou3BoauTEND TEKAPCTBEHHOTO CPE/ICTBA

Haunmenosanue

Crpana
IOpuanaeckwii anpec
dakTuyeckuil ajipec
Tenedon

®dakc

e-mail

damvMunus, ums, OTYECTBO
(TIpm ero HaJIM4HN)
JIOIKHOCTE
KonrtakTHOE 1110
Tenedon
®dakc
e-mail

Hanmnuane B PecniyOnuke Kaszaxcran cTpyKTypHOTO mozpaszesneHus (I0pHIHYecKoe JIMIO, (GUIHal U Ipodre)
HAJICNICHHOTO (DYHKIMEH peann3aly A1l ONTOBBIX JUCTPHOBIOTOPOB

1.2. Bmagener PErUCTPaiuOHHOTO YIOCTOBCPCHUA
Ha3Banue
Crpana
IOpuanueckuii anpec
dakTu4ecKui agpec
Tenedon
®daxkc
e-mail
Damuniist, UM, 0TIECTBO (IIPH €T0 HATHYHNH) PyKOBOAUTEIIS

damunus, uMm4, OTYECTBO
(TIpu ero HaJIMYHN)
JIOIKHOCTE
KonTtakTHOE nH110
Tenedon
®dakc
e-mail

Hanmnune B PecriyOnuke Kaszaxcran cTpykTypHOTO mozapasneseHus (I0pHIudecKoe JIMIO, (GUIral U Ipodre)
HAJICICHHOTO (DYHKIMEH peann3aly sl ONTOBBIX JUCTPHOBIOTOPOB



1.3. JloBepeHHOE JUIIO/KOMIIAHMS, MPEACTABUTEIBCTBO OT 3asBHUTENS,
YOOITHOMOUYEHHOE®
IPOBOJAUTEL JIEUCTBUSI BO BpEeMs MPOIEAYpPhl peructpanuu IieHbl B PecmyOnuke
Kazaxcran
HazBanme (v paMuiwst, ©Msi, 0TIECTBO (TIPH €T0 HATNIHN)
Crpana
IOpunnueckuii anpec
dakTu4ecKui agpec
Tenedon
Paxc
e-mail
damunust, UMsi, 0TYECTBO (TIPH €r0 HATMYHK) PYKOBOAUTEIS
Ne noBepeHHOCTH
JlaHHbBIE O JOBEPEHHOCTH Jlara Bbiaun
Cpok aecTBust
2. I/IH(I)OpMaIIH}I 0 JICKAPCTBCHHOM CPCACTBC
1. ToproBoe Ha3BaHHE

2. HOMep " AaTa perucTpaluoOHHOTO YAOCTOBCPCHUS B Pecr[y6nm<e Kazaxcran

O

opurnHaneHEI JIC (mom gdeiicTBMeM TATCHTHOW 3aIUTHI)
Cpok [neicTBHA TMAaTeHTa [0:
(yka3atp gaTy UCTEUCHHS ATEHTA)

O

OpPUTHUHAJIBHOC OHOJIOrUYECKOe JICKAapCTBCHHOC CpeaACTBO

(mon IeHCTBUEM MaTEHTHOH 3aIIUTHI)
JIEKApCTBEHHOE CPEJICTBO SABJISAETCS: (CpOK NeficTBHS MaTeHTa  J0:

3. HYXXHO€ OTMETHUTBH)

(yka3aTp AaTy UCTEUEHHUS IATEHTA)

O]

TeHEPHUK

O

Bbuocumuisip

]

Opdanubiit

. MexnynapoxHoe HenateHTOBaHHOE Ha3Banne (MHH) npu Hammanu

. CocraB

. Jlo3upoBka

4
5
6. JlexapcTBeHHAs opma
7
8. Konuenrtpauus

9

. O0Bem

KonugectBo BO BTOpUYHOM (TOTPEOUTENBCKON) YIIAKOBKE



11 Kog cormacHo AHaTOMO-TepaneBTHIeCKO-XxuMHIeckoi knaccudukanuu (ATX ko)

CriocoOBI BBEIEHUS

13D

Ilena ®panko-3aBo/ WA HHOCTPAHHBIX TIPOM3BOAUTEIICH

ITena WHOCTpaHHBIX NPOU3BOJMTENCH IJIA PErHCTpanuM (C YIeTOM NOHECEHHBIX
PacxomoB)

14D

Ilera ®panrko-3aB0x LT OTEIECTBEHHBIX IPOM3BOAATENEH

Ilena oTedecTBEHHBIX IPOM3BOAUTENEH IUI1 PETHCTPAamUH (C YI€TOM IOHECEHHEBIX
PacxomoB)

15 ITena Ha IeKapCTBEHHOE CPEACTBO, Npou3BeAcHHOE B yeroBusx GMP (xudmlIn) u
TOCTaBIAeMOe OTEYECTBEHHBIMH IIPOM3BOAUTEIIAMH B PpaMKax JOJTOCPOYHBIX
ZOTOBOPOB

Ceenenns o nene OpaHKo-3aBOJ MPOU3BOANTENS B PePEPEHTHBIX CTpaHaxX U (MJIH) B CTpaHaX, IIe MMEETCS
roCylapCTBEHHAsl PETHCTPALNS JIEKAPCTBEHHOTO CPECTBRA.

Lena ¢panko-3aBox
Toprosoe Ilena ¢dpaHKo-3aBOX Pp
Crpana MPOU3BOJIATENS B
HaMEHOBaHHE  MPOU3BOIAUTENS
TEHTe

Pecniy6nuka benapyce
Poccuiickas ®enepaumst
Kupruzus
Apmenus
ABcTpanus
ABcTpus
benbrus
BenukoOGpuranus
Benrpus
I'epmanus
I'penus
Hanus
W3paunns
Wpnanpus
Ucnanousa
Ucnanus
Uranusa
16 Kanana
Kopes

JlaTBusa



JIrokceMOypr

Wranus

Mekxkcuka

Hunepnanas

Hosgas 3enannus
Hopgerus

ITonba

opryramus

®panuus

Uexus

07001

[lIBefinapus

IBenusa

OcTtoHus

Snonust
(aybTepHATHBHASI CTpaHA)
(anmpTepHaTHBHAS CTpaHA)
(ampTepHATHBHAS CTpaHA)
(anpTepHaTHBHAS CTpaHA)
(ampTepHATHBHAS CTpPaHA)

JlaHHEIE O TOHECEHHBIX pacxoJax (3a MUHMMAIBHYIO COWHNIYY H3MEPEHHUA):

Tenre, (3a equHALY

HaunmenoBanue
A3MEPEHHAA)

Jloructuueckue pacxonbl

17
Pacxonsl Ha cTpaxoBaHue

Pacxozbl Ha TaMOKEHHBIE YCIIyTH
Pacxonp! Ha O1IeHKY 6€301TacCHOCTH M Ka4ecTBa

Pacxo/ipl Ha MapPKETHHT U COJIEPKAHUE KOMMEPYECKOT0 ITOIpa3/IelIeHNs/Oprann3alum

["apaHTUpYyIO: TOCTOBEPHOCTh IPEIOCTABICHHONH MH(OpPMAaNMM O LEHaX Ha

TeKapCcTBEHHEBH e
CpeAcTBa.

O0s13y10Ch CO00IIAaTh 000 BCEX M3MEHEHUSAX B LIEHAX HA JIEKAPCTBEHHbBIE CPE/ICTBA,
a T a K X ¢€
NpEeACTABISATh 3asfBJICHUE M MaTepHaibl, HEOOXOAWMBIE I TPOBEIACHUS
pedbepeHTHOTO
IIEHOOOpa30BaHUs U YCTAHOBJICHHUS [IEHBI IPOU3BOINUTENS Ha JIEKAPCTBEHHBIC CPEJICTBA

JlaTta




JNOJKHOCTh, noanuck, @.M.O. (pu ero HaJM4UKM) OTBETCTBEHHOTO JHUIA 3asBUTENS
Mecto neuatu (Ipyu HaTUYHH)

[Ipunoxenue 2
k [IpaBunam ¢popmupoBaHust
MpEENbHBIX LIEH U HalleHOK

dopma

(HauMeHOBaHUE TOCYJAPCTBEHHOM SKCIIEPTHOMN OpraHU3aIvun)

3asBicHNE HAa YCTAHOBJICHHE IIEHBI IIPOU3BOANTENS/ BHECCHHE
W3MEHEHUNA

B [ICHY OPOU3BOAUTEIA HA H3ACIINC MCOUITHMHCKOI'O HAa3SHAYCHHUA

[IpenocraBinseM MHGOPMAINIO JJIS YCTAHOBJICHUS IICHBI MPOW3BOJUTENS Ha
U 3 O € a1 U €
MEIUIIMHCKOT0 Ha3HAUYCHHUS
1. 3asBuTenn
1.1 IlpousBoauTens

Crpana

Haunmenosanne IOpunnyecknit

azpec

dakTuueckui agpec

Tenedon
daxc
e-mail
damunus, wuMs,
OTYECTBO (TIPH €ro
HaJIWIUN)
KOHTaKTHOE IO JomxHOCTH
Tenedon
®daxc
e-mail

Hamnumne B Pecnybnmke KazaxcraH cTpyKTypHOTO HOApasfesneHus (
IOpUANYECKOe JINIO, (UiIMal W IpodHe) HaAeICHHOTO (yHKIHEH
peann3aliy A ONTOBBIX JUCTPHOBIOTOPOB

1.2. Bmagener PErUCTPAITMOHHOTO YIOCTOBCPCHUA
Ha3Banue
Crpana
IOpunnueckuii anpec
dakTu4eCcKuil apec
Temn.
®Paxc

e-mail



q)aMI/IJ'II/IH, nms, OT4ECTBO (HpI/I €ro HaJIPI‘lI/II/I) PYKOBOOUTECIIA

damunusa, UM,
O0T4eCTBO (MpH ero
HaJIN4HN)

KoHTakTHOE 110 JomxHOCTB
Tenedon
daxc
e-mail

Hanume B PecriyOnmuke KazaxcraHn cTpyKTypHOTO mo/ipa3/iesieHust (FOpuandecKoe JINIO,
¢unman wm mnpoume) HaIEICHHOrOo (YHKIHWEH pealn3aluu Al ONTOBBIX
JICTPUOBIOTOPOB

1.3 I[OBCpeHHOG HI/IHO/KOMHaHI/IH, npeaCcTaBUTCIBCTBO OT 3adBUTCIIA,
YOOITHOMOYECHHOEC
IIPOBOAUTHL JEUCTBUSL BO BpEMs MPOLEAYPHl T'OCYJapCTBEHHOM PETUCTpPALMU B
Pecnyo6nmnucxe
Kazaxcran.
HasBanue (nu pamuinst, UMsi, OTYECTBO (IIPU €ro HAINYNH)
Crpana
IOpuanaeckwii anpec
dakTuyecKuil azpec
Tenedon
daxc
e-mail
damunust, UM, 0TIECTBO (TIPH €0 HAJIMYMH) PYKOBOANUTEIS
Ne noeepenHocTu
JlaHHbIE O TOBEPEHHOCTHU Jarta BeIjaun
Cpoxk nelicTBus

2. Undopmarnius 00 U3IeIUsIX MEIUIIMHCKOTO HAa3HAUYCHHS

1
TOpFOBOe HaMMCHOBAHHC U3CIINA MCIUIITMHCKOTI'O Ha3HAYCHU A

2
Howmep pernctpanmoHHOTO yIOCTOBEPEHNS, JaTa BbIIAuN

Kjacc 1 — ¢ HU3KOM CTEMEeHbIO pUCKa

KJacc 2 a — co CpeJHel CTeneHbl0 prucKka

3 V3penue MEAMIMHCKOIO HA3HAYCHHUs] OTHOCHUTCS K Kiaccy
. 0e30MacHOCTH (HY)KHOE OTMETHUTH)

Kinacc 2 6 — ¢ IIOBBIIIEHHOM CTEIEHBIO
pHuCKa



3 — ¢ BBICOKOH CTENECHBIO PHCKa

+ [
- era ®panrko-3aBo BT AHOCTPAHHBIX TIPON3BOAATEIICH

ITena HHOCTPAHHEIX IPOU3BOAMTENEH LI PErHCTpamuy (C yIeTOM IIOHECEHHEBIX PacXOOB)

O]

Ilera ®paEK0-3aBO. T OTEIECTBEHHBIX IPON3BOAATEITCI

ITena oTeuecTBeHHBIX IPOM3BOMMUTENEH ISl pETACTPanyH (C YIeTOM HOHECEeHHBIX PACXOIOB

)

6 L
HCHa Ha HM3ACIHC MCOHUIUHCKOI'O Ha3SHAYCHHUs, IMPOHU3BCACHHOIO B YCIOBHAX HCO u

INOCTaBJICMOC OTCYCCTBCHHEIMA MPOU3BOOUTEIIAMHE B paMKaX JOJITOCPOYHEIX JOTOBOPOB

CBCZ[GHI/IH O IE€HEC MPOU3BOOUTEA B APYIUX CTpaHax, rA€ UMECTCSA pEerucrpanua U3ACIIUSA MEIUIIMHCKOTO
Ha3HA4YCHUA

eHa
Toprosoe 1
Crpana JHara peructpanuu (GpaHKO-3aBOJ
HAaNMCHOBAHHUEC
TIPOU3BOIUTEIS

Pecny6nnka benapych
Benrpus
JlaTBus
Yexus
Bonrapus
Poccuiickas @enepanyst
Typuus

7 CnoBenust
[onpmia
ABcTpus
CrnoBakus
benbrus
Ucnanus
I'penns
l'ocynapcTtBo MU3panis
(ampTepHATHUBHAS CTpaHA)
(ampTepHATHBHAS CTpaHA)
(anmpTepHaTHBHAS CTpaHA)
(ampTepHATHBHAS CTpaHA)
(anmpTepHaTHBHAS CTpaHa)
JlaHHEIe 0 TOHECEHHRIX pacxojax (3a MHHAMAIBHYIO €IMHAIYY W3MEPEHIT):

Tenre, (32 equHuMIy

HauMenoBanmE
M3MEPEHNN)



Jlorucrudeckue pacxosl
8 Pacxonpl Ha cTpaxoBaHHE
- Pacxozs! Ha TaMOXKEHHBIE YCIIyTU
Pacxonp! Ha O1IEHKY 0€30ITaCHOCTH M Ka4ecTBa

Pacxompl Ha MapKETHHI H COJEPKaHHE KOMMEPUYECKOTO
HO/Ipa3AeNCHuUs/OpraHu3aluH

["apaHTHPYIO: JOCTOBEPHOCTH MPEIOCTABICHHON WH(OPMAITUH O IIEHAX Ha U3IETUs
MEIUITMHCKOTO Ha3HAUYCHHUS.

O06s13y10ch cO00IIAaTh 000 BCEX M3MEHEHUSX B IIEHAX HA W3JCJIUS MEAUIIMHCKOTO
HAa3HAYCHUS, a TaKXKe MPEACTABIATH 3asgBICHUE W MaTepHANIbl, HEOOXOIUMBIE IS
IIPOBEICHUS PEPEPEHTHOTO IICHOOOPA30BaHUS M YCTAHOBIICHUS IICHBI IIPOU3BOIATESA
Ha W3JETHS MEIUIIMHCKOTO Ha3HAYCHUS.

larta

noibkHocTh noanuch @.M.0. (mpu ero HanuuuM) OTBETCTBEHHOIO JIMIIA 3asBUTENS
Mecto neuatu (Ipu HATUYHUH)

[Tpunoxenne 2
K IIpUKa3y
HCITIOJTHSIONIETO 00SI3aHHOCTH
MuHnucTpa 31paBOOXpaHCHUS
Y COITUANIEHOTO PAa3BUTHUS
Pecry6mmkn Kazaxcran
ot 30 umroist 2015 roma Ne 639

Ilepeuers

YTpaTHUBININX CHILy IIPHKa30B MUHHUCTpa 34paBOOXpaHECHUA
PecyOrmiku Kazaxcras 1 MuHHCTpa 34paBOOXpaHEHHA

¥ commasHOro pasButua PecyOimxu Kazaxcran

1. IIpukaz Munuctpa 3apaBooxpanHenus Pecnybnuku Kazaxcran ot 12 anpens
2013 roma Ne 223 "OO yrtBepxnaenuu [lpaBun opraHu3alud M OCYILIECTBICHUSA
MOHMUTOPHUHTA 1IEH Ha JIEKAPCTBEHHBIE CPEJICTBA, U3/1EJINs MEIUIIMHCKOTO Ha3HAUEHNUS,
a Takxke MX (POPMUPOBAHUS B paMKaxX TapaHTUPOBAHHOIO 0Obema OecrIaTHOM
MEIUIMHCKOW mnomonu" (3aperucTpupoBaHHbli B PeecTpe rocyaapcTBeHHOM
pPErucTpalii HOPMAaTUBHBIX MPaBOBbIX akTOB Ne 8467, onmyOiuMKoBaHHBIN B razere "
Kazaxcranckas npaBaa" 23 okts0ps 2013 roma Ne 299 (27573)).

2. [Ipuka3z Munuctpa 3apaBooxpaneHust Pecriyonmuku Kazaxcran ot 2 urons 2014
roga Ne 370 "O BHeceHMHM M3MEHEHUs B IpuKa3 MwuHHCTpa 3ApaBOOXpPAHEHUS
Pecniy6nuku Kazaxcrtan ot 12 ampenst 2013 roga Ne 223 "O6 yrBepxaenuu [Ipasun
OpraHM3allid M OCYIIECTBIEHHWS MOHUTOPHHIA LIEH Ha JIEKapCTBEHHbIE CPE/ICTBA,



U3JICNUST MEIUIMHCKOTO Ha3Ha4YeHWs, a Takxke HuX (OPMHUPOBAHUS B paMKax
rapaHTUpoOBaHHOTO  oObema  OecnjaTHOW  MenuMUMHCKOW — momomu"  (
3apEeTUCTPUPOBAaHHBIM B MuHHcTepcTBe rocTuiuu PecnyOnmku Kaszaxcran 3 urons
2014 roma Ne 9559, onyOnukoBanHblii B razere "Kazaxcranckas npasna" 13 HosiOps
2014 roma Ne 222 (27843)).

3. [Ipuka3z MuHucTpa 3[paBOOXpPAaHEHUS] U COIMATILHOTO pa3BUTHUs PecryOinku
Kazaxcran ot 20 suBaps 2015 roma Ne 21 "O BHeceHMM W3MEHEHUU B IIPHUKA3
Munuctpa 3apaBooxpanenus: Pecryonuku Kazaxcran ot 12 anpens 2013 roga Ne 223
"OO6 ytBepxkaeHuu [IpaBun opraHuzaiuu U OCYIIECTBICHUS MOHMTOPHUHTA IIEH Ha
JIEKapCTBEHHBIE CPEJCTBA, H3JEIHUS MEIUIUHCKOTO HAa3HAYEHHS, a TaKkKe HuX
dbopMUpOBaHUS B paMKaxX rapaHTUPOBAHHOTO oObeMa OECIIaTHOM MEIUIIMHCKOM
nomomu" (3aperucTpupoBaHHblii B MunuctepctBe octuiiuu Pecnyonuku Kazaxcran
21 despans 2015 roma Ne 10316, onmy6nmkoBaHHBIN B razere "Kazaxcranckas npapaa"
30 urons 2015 rona Ne 143 (28019)).

4. Tlpukaz MuHHCTpa 31paBOOXPAHEHUS U COLUATBHOTO pa3BuTus PecmyOnuku
Kazaxcran ot 30 urons 2015 roma Ne 548 "O BHeceHMHM W3MEHEHMH B IIPHUKA3
Munuctpa 3apaBooxpanenus: Pecryonuku Kazaxcran ot 12 anpens 2013 romga Ne 223
"OO6 yrtBepxkaeHuu [IpaBun opraHu3aiuu W OCYIIECTBICHUS MOHMTOPHUHTA IIEH Ha
JIEKapCTBEHHBIE CPEJCTBA, H3JEIHUS MEIUIUHCKOTO HAa3HAYEHWS, a TaKke HuX
dbopMHUpoOBaHUsl B paMKax rapaHTUPOBAHHOIO 0O0bema OECIUIaTHOW MeIUIIMHCKON
nomomu" (3aperucTpupoBaHHbli B MuHKCcTepeTBe ocTuMu PecnyOnuku Kazaxcran
16 urons 2015 roma Ne 11683, onyOGnaukoBaHHBIM B MHGOPMAIMOHHON MPaBOBOM
cuctreme "Oaurer" 23 utons 2015 roxa).
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