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O BHeCeHHMH M3MEHEHHI B IpHKa3 MuHMCTpa 3apaBooxpaneHUA PecmyOmmku
Kazaxcran ot 12 ampens 2013 rozga Ne 223 "O6 yrBepxaernu IIpaBun opranmsanyuy 1
OCYIIECTBICHUA MOHUTOPHHIA IICH Ha JICKAPCTBEHHEIE CPEACTBA, M3.IEIIAA
MEIUIMHCKOr0 Ha3HAYCHHUS, a Takke HX (JOpMUPOBAaHUA B paMKaX rapaHTHPOBAHHOT'O
o0BreMa GecriaTHOM MeAMIUHCKOM oMo

YrparuBmmii caTy
[Ipuka3 MuHucTpa 3ApaBOOXpAHEHUsS M COLMAIBLHOrO pa3BuTusa PecnyOnuku
Kazaxcran ot 20 suBaps 2015 roma Ne 21. 3apeructpupoBan B MuUHHCTEpPCTBE
toctuiuu PecyOnuku Kazaxcran 21 ¢epansa 2015 roma Ne 10316. Ytpatun cuny
pUKa30M U.0. MUHHUCTpA 37paBOOXPAHEHUS U COIMAILHOTO pa3BUTUS PecmyOmmku
Kasaxcran ot 30 mrong 2015 roma Ne 639
CHocka. YTpaTtua CUlly OpUKa3oM H.0. MUHHCTpa 31paBOOXpPaHEHUS U
conuanbHoro pazsutus PK ot 30.07.2015 Ne 639.
[Ipumeuanue PITITI N !
ITopsiiok BBeAeHUS B JeUCTBUE MpUKa3a cM. 1.4
B cootrBercTBUU ¢ myHkTOoM 4 [IpaBui opraHu3zamuu W MPOBEACHUS 3aKyIa
JEKApCTBEHHBIX  CPEJACTB, MNPOPUIAKTUUYECKHX (MMMYHOOHOJIOTUYECKUX,
JUArHOCTUYECKUX, NE3MHOUIMPYIONINX) MpernapaTroB, HU3ACIHN MeIUIUHCKOTO
HAa3HAYCHUS W MEAUIIMHCKON TEXHUKH, (apMaleBTUUECKUX YCIyT TO OKa3aHHUIO
rapaHTUPOBAHHOTO OOBbeMa OECIUIATHOW MEIUIIMHCKON MOMOIIH, YTBEPKICHHBIX
nocranosyienneM [IpaBurensctBa PecnyOnuku Kazaxcran ot 30 oktsi6ps 2009 roga Ne
1729, B nensx pauuoOHAIBHOIO WCIOJb30BAHUS JIEKAPCTBEHHBIX CPEICTB U
oOecredyeHns rpakiaH JEKapCTBEHHBIMH CPEACTBAMU U U3JAEHUSIMU MEIUIUHCKOTO
HA3HAYEHUS B PaMKax TapaHTUPOBAHHOTO 00beMa OeCIIaTHON MEAUITMHCKON MTOMOIIN
ITPUKA3BIBAI:

1. Baectu B nmpuka3z Munuctpa 3npaBooxpanenus Peciyonuku Kazaxcran ot 12
ampenst 2013 roma Ne 223 «O6 ytBepkaeHuu [IpaBuil opraHu3aiuu U OCyIIECTBICHUS
MOHHUTOPHUHTA 1IEH Ha JIEKAPCTBEHHBIE CPEJICTBA, U3/EJIMs MEIULIMHCKOTO Ha3HAUEHUS,
a Takxke uX (GOpPMUPOBAHUS B paMKaxX TapaHTUPOBAHHOrO 0oObema OecruiaTHOM
MEIULMHCKOM MoMoumM» (3aperucTpupoBaHHbli B PeecTpe rocyaapcTBeHHOMN
pErucTpalii HOPMATUBHBIX MPABOBBIX akTOB 32 Ne 8467, oryOIMKOBaHHBIN B Ta3eTe «
Kazaxcranckas nmpaBaa» ot 23 okta0ps 2013 roma Ne 299) cnepyromye u3aMeHeHUs:

B [IpaBunax opraHu3zanuu U OCyIIECTBICHHS] MOHUTOPHUHTA IIEH Ha JIEKAPCTBEHHBIE
CpelCTBa, U3JENHS MEIUIIMHCKOTO Ha3HAYEHUS, & TaKKe MX (POPMUPOBAHUS B PAMKax
rapaHTUPOBAHHOTO O0BbeMa OECIUIATHOW MEIULMHCKON IMOMOIIM, YTBEPKIECHHBIX



YKa3aHHB M OPpUKA30M:
ONYHKT 2  HW3J0XUTh B CIEAYIOMENH peAaKUHu:
1) otnyckHas neHa (po3unyHas 1ieHa B pamkax 'OBMII) — nena Ha oTmyckaembie
JIEKapCTBEHHbIE CPEACTBA, M3JEIUS MEJUIMHCKOrO Ha3HAYEHHUS YCTAHOBJIECHHAs IO
pesyipTaTaM 3akymna (¢GapMaleBTHYECKUX yCIAyr B Mpeaenax OJHOM
aMUHUCTPATUBHO-TEPPUTOPUATBHON €AMHUIIBI (00JIaCTH, TOPOJIa PECITyOIUKAHCKOTO
3HAa4YCeHUSI, CTONHUIIH) ;
2) ymOJTHOMOYEHHBIM OpraH B o0JiacTH 3ApaBoOXpaHeHUs (danee -
YIOJIHOMOYEHHBIN OpPraH) — TOCYJapCTBEHHBIN OpTraH, OCYIIECTBISIONIUNA PYKOBOJICTBO
B 00JIaCTH OXpaHBbI 37J0POBbs TPAXJaH, MEAUIIMHCKON U (apMaleBTHUECKON HAYyKH,
MEIUIMHCKOTO U bapMalneBTUUECKOTO oOpa3zoBaHus,
CaHUTAPHO-3MUJEMHOJIOTUYECKOr0  OJlaronoiay4usi HaceleHus, OoOpalieHus
JIEKapCTBEHHBIX CPEACTB, M3ACIUNA MEIMUIIMHCKOIO HA3HAYEHUS U MEIUIUHCKOU
TEXHHUKHU, KOHTPOJIS 3a Ka4eCTBOM MEIULUHCKHX yCaYT;
3) MOHUTOPHHT IIEH Ha JIEKApPCTBEHHBIE CPEACTBA M HU3JEJIHS MEIULIMHCKOTO
Ha3HaueHusa — cOop, 00paboTKa U aHANU3 TAHHBIX O LIEHaM JIEKaPCTBEHHBIX CPE/CTB,
U3JIeINI MEIUIIMHCKOIO Ha3HAYeHHUs MPOM3BOAMMBIX W BBO3UMBIX B PecmyOmnuky
Ka3zaxcraHn, B paMkKax I'OBMII (manee - MOHUTOPHUHT);
4) rocynapcTBeHHBIH opran B cdepe oOpalieHHus: JeKapCTBEHHBIX CPEJICTB,
U3JICJIN MEIUIIMHCKOTO HAa3HAYEHUS] U MEAUUMHCKON TEXHHKH — rOCYAapCTBEHHBIM
OpraH, OCYIIECTBIISIONMNA TOCYIapCTBEHHBIN KOHTpOJIb B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB, W3ACIUNA MEIHUIMHCKOIO HA3HAYEHUS U MEIUIUHCKOU
TEXHUKH (manee — rocyaapCTBEHHBIU Oopras);
5) rocymapcTBeHHas JKCIepTHas opraHuzanus B cdepe obOparieHus
JEKAPCTBEHHBIX CPEJCTB, W3JAEIUA MEIUIMHCKOrO Ha3HAYEHUsS U MEJULUHCKON
TEXHUKHU (J1ajlee — 3KCIEPTHAsl OpraHu3alusi) — OpraHu3alus, OCYIIECTBIISIOIIAs
IPOU3BOJCTBEHHO-X035UCTBEHHYIO JIEATEIbHOCTh B 00JACTH 3PAaBOOXPAHEHUS IO
oOecnieueHnto 6e30macHoCcTH, 3H(HEKTUBHOCTH U KauecTBa JEKAPCTBEHHBIX CPEJCTB, a
TaK)XK€ HAy4YHBIX HCCIENOBaHUUA B 00JAacTH pa3pabOTKM HOBBIX OPHUTHMHATBHBIX
JE€KapCTBEHHBIX CPEICTB, bapmanuu, dapmakonoruu;
6) enuHBIA JUCTPUOBIOTOP MO 3aKymy M OOECHEUEHHIO JIEKApCTBEHHBIMU
CpeACTBaMU, U3ACIUSIMH MEAUIMHCKOIO HA3HAYEHUS - HOPUAUYECKOE JIHIIO,
ocymectisitoiee B pamkax ['OBMII opranuzanuio 3akyna, 3aKJIOYEHHE IO €ro
pe3yJibTaTaM JOTOBOPOB IOCTAaBKU C IOCTABUIMKAaMU, a TakkKe oOecledeHue,
IPENOCTABIEHNE YCIIYT 110 XPAHEHUIO U JOCTABKE JIEKAPCTBEHHBIX CPEACTB, U3IEIHIA
MEJUIIMHCKOTO Ha3HA4YeHUs 3aKa3yukaM (Jainee — eIUHBIM JUCTPUOBIOTOD);
7) 1leHa uMIIopTa — L€Ha, YKa3aHHas B MHBOMCE, IPU BBO3E JIEKAPCTBEHHBIX
CPEICTB U WU3ACIUNA MeIUIMHCKOTO Ha3HaueHuss B Pecnybnuky Kazaxcran;
8) cyObeKThl MOHUTOPUHIa — (HU3UYECKHE MU IOPUAUYECKHE JINIA,



OCYILECTBISAIONINE  MEAUIMHCKYI0O U  (apMalueBTUYECKYI0  JI€STEIbHOCTD;

9) cpenHsis onToBas LeHA — CpeiHee apu(PMETHUECKOE 3HAUEHUE ONTOBOM LIEHBI
JEKapCTBEHHOTO TMpemapara ¢ HWJICHTUYHBIM TOPTOBBIM HAaWMEHOBAaHUEM
OMpENICICHHOTO TPOU3BOJUTENSA C YYETOM JIEKAapCTBEHHOW (POpPMBI, JTO3UPOBKH,
b a c o B K U ;

10) neHa mpou3BOAUTENS — I[€HA OTIMYCKAa OpraHU3alHU-TIPOU3BOAUTENS
JIEKapCTBEHHOI'O CPEACTBA M W3/ENIUd MEIULUMHCKOTrO Ha3HAYEHUs, BKIIFOYAOIIAs BCE
BUJIbI TIPOM3BOJICTBEHHBIX 3aTpaT, HAKJIAIHBIX U OOIICaIMHUHUCTPATUBHBIX PACXO/I0B;

11) 3asBuTENL — pa3pabOTUYUK, MPOU3BOAUTEND, BIAJEIEL] PErUCTPAUMOHHOTO
yJIOCTOBEPEHMS, FOPUIUUECKOE JIUIIO0, UMEIOIIEe CTaTyC OPUIHMATIBHOTO PEICTaBUTENs
IPOU3BOAMUTENS YIIOJHOMOYEHHbBIE MMOJaBaTh 3asBJICHUE, TOKYMEHThHI 1 MaTEepHallbl Ha
MPOBEJICHUE TOCYJAPCTBEHHOW PErucTpalnM, MEePEeperucTpanuu JIEKapCTBEHHBIX
CPEIACTB W WU3JAEIUA MEIUIIMHCKOTO Ha3HA4YeHUs, PErUCTPaLNI0/U3MEHEHNE
3aperucTpUpOBaHHBIX EH,;

12) opranu3zaTophl 3aKyna - 3aKa34lK WU JIMIO, ONPEIeIEHHOE 3aKa3uuKOM WJTU
[IpaBunamMu opraHu3alud W MPOBEAEHHS 3aKyla JIEKapCTBEHHBIX CPEJACTB,
npoduakTHaeckux (MMMYyHOOUOTOTHYECKUX, TUATHOCTUYECKUX, Ie3UHPUIIUPYIOITIX
) mpenaparoB, M3JAEIUNA MEIULIMHCKOrO HA3HAYECHUS M MEAUIUHCKON TEXHUKH,
(dapManeBTUYECKUX YCIYT MO OKa3aHWUI0 TapaHTUPOBAHHOTO OoObema OecruiaTHOU
MEJIUIIMHCKON TOMOIIM, YTBEP>KICHHBIMU MocTaHOBIeHHMeM [IpaButenncTBa
PecnyOnuku Kazaxctan ot 30 okTsa6ps 2009 roma Ne 1729;

13) 3apeructpupoBaHHas IIeHA — II€HA HA JIEKAPCTBEHHOE CPEJCTBO, U3JEIUE
MEJUIIMHCKOTO HAa3HAYEHHs] 10 TOProBOMY HAMMEHOBAHHMIO C YUYETOM LEHBI
IPOU3BOJUTENS, MOHECEHHBIX PACXO0JI0B Ha NPOBEJIEHUE OLEHKH Oe30IacHOCTU U
Ka4yeCcTBa, JIOTUCTUKY, TaMOXXEHHBIX TMOIUIMH B Ciydasx, MOPEayCMOTPEHHBIX
3aKOHOJaTEIbCTBOM, yTBepKaaemas YIOJHOMOYEHHBIM OpTaHoMm;

14) onroBas 1ieHa B pamkax ['OBMII — 1ieHa jekapCTBEHHOTO CPECTBA, U3
MEIULUHCKOIO0 Ha3HAYEHUs 0 TOPrOBOMY HaMEHOBAHMIO IIPU ONTOBOM pean3aluy;

15) dopmynsipuas komMuccHsl YNOJHOMOYEHHOI'O OpraHa — KOJUIETHaJbHBIMH,
KOHCYJIbTATUBHO — COBEHIATENbHBI U IKCIEPTHBIA OpraH, BHEAPSIOMIUN METOJbI
pPallMOHAIBHOTO HKCIOJb30BAaHUS JIEKAPCTBEHHBIX CPENICTB, KOOPAMHUPYIOIIUMA
NEeATEeNIbHOCTh (POPMYJIAPHOW CHUCTEMBl Ha BCEX YPOBHSAX M pa3padaThIBaOIIMIA
PecnyOnukanckuii nekapcTBeHHbIH (opmyisip (manee - GopMmyisipHas KOMHUCCHSA);

16) mexxayHapoaHas pedepeHTHasi 1leHa — CpeJIHssl ONTOBas IeHa B JAPYTUX
CTpaHax, B TOM YHCJI€ B CTpaHax C aHAJOTUYHBIM YPOBHEM KU3HU HACEJICHHUS U
€IMHOTO  TaMOXXEHHOTO TMPOCTPAHCTBA, Ha JIEKAPCTBEHHBIH  Mpemnapar;

17) npenenbHas 11eHa Ha JIEKapCTBEHHbIN mpenapaT B pamkax 'OBMII — nena,
YCTAHOBJICHHAs YMOJHOMOUYEHHBIM OPTraHOM, BBIIIE KOTOPOMl HE MOXKET OBbITh
OpOU3BEAECH 3aKym.»;



OYHKT 9 WU3I0XHUTHh B CIEAYIOIEHN peaakiuu:
«9. IlpenenbHple LIEHBI HA JEKAPCTBEHHBIE CPEACTBA U U3JEIUA MEAULUHCKOTO
HAa3HAYECHUS OIPEIECISIIOTCA HAa OCHOBE II€H, MPEACTABICHHBIX IMPOU3BOAUTEIEM, U
CPEAHUX OMNTOBBIX LIEH. Pacuer 1eHbl OCHOBBIBAETCS HA ONPEACICHUN MUHUMAIbHON
HeHbl. B ciydyae OTCYTCTBHS OJHOM W3 BBINIEYKA3aHHBIX I[€H YYUTBIBAETCS
MUHUMAaJIbHAsA II€HA 3aKyla JIEKAPCTBEHHBIX CPEACTB M M3JEIUN MEIUIMHCKOIO
HAa3HAYECHUA Npeapl Iy ero ronaa.
[Ipu dopmMupoBaHum mpeneNbHBIX II€H Ha JICKAPCTBEHHBIC Mpenaparsl,
3aKynaeMblx y EamHOro AMCTpUOBIOTOpa, IOMOJHUTENIBHO HAYMUCIAETCS HalEHKa
Enunoro TUCTpUOBIOTOpA.
B cinyuyae uzMenenus opuuanbHOro Kypca TeHre K goiuiapy Oosnee yem Ha 15
POIICHTOB TIpU (HOPMUPOBAHWH TPEACIBHBIX IIEH JOMOJTHUTEIHLHO YYHUTHIBACTCS
ko3P puuument U3MEHEHUS Kypca TEHTE K NO0JIapy.».
2. KoMuretry KOHTpPOJS MEAULMHCKON U (hapMalleBTUUECKON AEATEIbHOCTH
obecnmedvyurTHhs
1) rocyaapCTBEHHYIO PErMCTpalyi0 HACTOSLIEro Mpuka3za B MuHucTtepcTBe
IOCTULHUU PecnyOnukmu Kazaxcran;
2) B T€UEHUE JECITH KaJeHJAPHBIX JHEW MOCIie TOCYJapCTBEHHON perucTpanuu
HAcTOSMIEro mpukaza B MwuHuctepcTBe toctuniun Pecmybnuku Kazaxcran
HalpaBjiieHue Ha oduIMaIbHOE ONYOJMKOBAHME B MEPUOJUYECKUX TMEYaTHBIX
U3JAHUSIX u HH()OPMAIIMOHHO-TTPABOBOM CHUCTEME «OALIETY;
3) pa3melieHre HACTOSIIETO MpUKa3a Ha MHTEpHET-pecypce MuHucTepcTBa
3ApaBOOXpAaHEHUs M  couMaidpHOoro pasButus PecnyOnukm  KaszaxcraH.
3. KoHTpOJb 32 UCIIOTHEHUEM HACTOSIIIETO MTPUKa3a BO3JIOKUTh Ha BULIE-MUHUCTPA
3paBOOXpaHeHUsT W couuanabHoro pasButus PecnyOnuku Kazaxcran Lok A.B.
4. Hacrosimuii mpuka3 BBOJUTCSA B JEWCTBUE CO JHSA TOCYAapCTBEHHOMU
perucTpaiii U pacrnpoCTpPaHsIETCs HAa OTHOIICHUs, BO3HUKIIHNE ¢ 26 nekadbps 2014
roja.

Munaucrtp 3APaAaBOOXPAHECHHUS
" COQUHATBbHOTO pPa3BHTHA
Pecriyb6nnkn Kazaxcran T. [yriceHoBa
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