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YBaxaemblii bakbiT:kan AOaupoBu4!

Hama ¢paxius KOMMYyHUCTOB MOJHUMAJA YK€ BOMPOC OOECIEUYEHUS HAIIUX
rpakjaH JEKapCTBEHHBIMU CPEACTBAMH, UX KauecTBa M AOCTyMHOCTH. CerojHs Mbl
BHOBb BO3BpalllaéMcsi K 3TOMY BOIIPOCY W NOJHUMAaeM IMpolieMy oOecnedeHus
HEO0OXOIMMBIMHU JIEKAPCTBEHHBIMH TpETapaTaMu JItOJIeH MOCTe Mepecagku OPraHoB
TKaHEM.

bykBanbHO HEJABHO MEXIy OpraHU3AIMSIMHU, 3aHUMAIOIIMMUCS 3allUTON
WHTEPECOB JIIOJICH MOcie Mepecagkd OpraHOB M MUHUCTEPCTBOM 3APAaBOOXPAHCHUS
ObUTa JTOCTHTHYTa JIOTOBOPEHHOCTh O TOM, YTO MAI[MEHTaM C TepeCaKCHHBIMU
OpraHaMu JI0 HACTOSIIETO BPEMEHHU OyIyT 3aKyIlaThCs OpUTHUHAIBHBIC TPenaparsl, a
rpaxkaHaM, OKUJAIOUINM TPaHCIUIAHTAIIMIO, TTOCIE Onepanuu OyIeT MpeIoCTaBIeH
JICKapCTBEHHBIN TpenapaT WHAUKWCKOTO TMpou3BoauTeNss kKommanuu Hetero Labs
Limited Unit u 3To0 y>ke OyneT He OpUTHUHAI, @ TCHEPUIECKUN TIpenapar.

B mpunmune, sto oOmienpuHATas NpaKTHKa, KOTJa TAalMeHTaM Ha3Ha4daloT
Cpasy HE OpUIMHaJ, a TEeHepUYECKUEe Ipernaparbl HMEIONIMEe HEOO0XOIAUMYIO
cepTU(UKALMIO U KAYeCTBO, MPOBEPEHHOE OMBITOM UX NpuMeHeHus. OJHaKo, €CTh
psiA  MOMEHTOB, KOTOpbI€ BBI3BIBAIOT y HAac BOMNPOCHI U  OMpElEICHHYIO
00€CIIOKOEHHOCTb.

Tak, cornacHo IIpukaza Munuctpa 3apaBooxpanenus ot 29 asrycra 2017 roga
32 Ne666 00 yrBepkaeHun llepeuHs JeKapCTBEHHBIX CPEACTB W U3JACIUN
MEAWIIMHCKOTO Ha3HAUCHUS IS OOECTIeUeHHs TPaKIaH B paMKaxX TapaHTUPOBAHHOTO
oO0beMa OecruiaTHOM MEAMIIMHCKON TOMOIINM B OTHOIICHWM JIMII BCEX KaTETOPH,
COCTOSIIIMX Ha JUCIIAHCEPHOM y4YeTe TOcje Mepecajkd OpraHoB M TKaHEW Ha BCEX
CTaIusAX W CTENeHW TDKECTH JUIS TPEAYNPEeKISHUS pPHCKa OTTOPKEHUS
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TPaHCIUIAHTUPOBAHHBIX OPTraHOB M TKAaHEW, TaKUM MalUeHTaM JaHHBIM IPUKA30M
MPEIOCTABIISICTCA MPUEM JIEKAPCTBEHHBIX MPENapaToB OJHOTO MPOU3BOAMUTEINS HA
NPOTSHKEHUU Bced >ku3HU. Ho, B peanbHOCTH TMOJIy4aeTcsi, 4TO MpHU 3aKylKax
JIEKapCTBEHHBIX CPEJICTB 3a PYKOBOASIIUNA JOKyMeHT Oepercsi [loctaHoBieHue
[IpaButennsctBa PK ot 30 okTs1i6ps 2009 roma 3a Nel729, a umenHo 1.85, KOTOpbIi
[JIACUT, YTO MOOENWUTENh TEHJepa OMNPENENseTCS Ha OCHOBE HAMMEHBIIECH LEHBI.
Takum o00pa3oM mnojlydaercs, 4YTO TEHAEpP OyIeT BBIMIPHIBATH IOCTABIIUK C
MUHHAMAJIBHOM II€HOW, a 3TO 3HAYUT, YTO MOCJIE Ka)XJO0ro TEHAEPA, HYKIAIOIIHUXCS
NAlMEHTOB OyyT MEPEBOAUTH HA APYTHE TEHEPUUECKUE MPETAPATHI.

Terepr HemocpeInCTBEHHO MO HWHAWicKoW kommanuu Hetero Labs Limited.
IIpu poswirpeimie Ha 2018 roxm nora 290, Ha 3aKyll HMMMYHOCYIIpECOpa,
MOJJICP)KUBAIOIIETO >KM3Hb TMAIMEHTa IOCJe TPaHCIUIAHTAllMM W HE JaIoIIero
OTTOPTHYTBHCSL  MEPECAXECHHOMY OpraHy, BbIMIpaJl TE€HEPUYECKUH Mpemnapar
Muxkodenonat Modetun kancynsl 250 Mr, MPOU3BOUMBIN KaK pa3 3TONH UHIUNWCKON
KOMITaHHEW. B OTHOIIEHWH HaHHOW KOMIIAaHUM B 3apyOEKHBIX HH(POPMAIMOHHBIX
pecypcax ObUTO OMyOIMKOBaHO MUCHMO-TIpeaymnpexaenne 320-17-46 ot 15 aBrycra
2017 roma o Tom, uto kommanusi Hetero Labs Limited nmposepena Food and Drug
Administration US (YmpapiieHueM 1Mo KOHTPOJIIO 32 TPOAYKTAMH H JIEKapCTBAMHU
CIIA), Tak Kak AaHHas MHAMICKAs KOMIIAHHS XOTeJla MOJYYUTh MEKIyHApOAHBIN
ceprupukar GMP(Good Manufacturing Practic, Hamiexarass mpou3BoiCTBEHHAS
IpPaKTUKa), 3T0 MEKIYyHAPOAHAs CUCTEMa HOPM, MPABUJI U YKa3aHUW B OTHOILIECHUU
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJACTB M T.A., B MNUCBME-TIPEIYIPEKICHUN
TOBOPUTCS O 3HAUMTEIBHBIX HapylIeHUAX NpaBui Hajmexainel mpou3BOACTBEHHOM
MPAKTUKH, KACAKOLIUXCS TOTOBBIX JIEKAPCTBEHHBIX CPEACTB. M3 muchma ClelyeT, YyTo
METOABl W IPOLECCHl IMPOU3BOJCTBA, MECTO IPOMU3BOACTBA, METOJABI KOHTPOJIA
IIPOLIECCOB NPOM3BOJICTBA U T'OTOBBIX JIEKAPCTBEHHBIX CPENCTB HE COOTBETCTBYIOT
TpeOOBAHMIM HaJUIeKAIEH MPOU3BOACTBEHHOW NpakTuku. KommaHus Tak ke He
CMOTJIa TIPOBECTH OYMCTKY OOOPYIOBAaHUS HAAJEKAIIUM 00pa3oM M MOMAJEPKUBAThH
YUCTOTY OO0OpyHOBaHMSI JUIsl TNPEAOTBPAIEHUS  HApyIIeHUS paboThl WU
KOHTaMUHAIIMH, YTO MOKET 3aTPOHYTh O€30MaCHOCTh, UAECHTU(UKAIUIO, TO3UPOBKY,
KaueCTBO WJM YHCTOTY JIEKapCTBEHHBIX cpeAcTB. Ecnam nanHas wuHpopManus
NENUCTBUTENbHA, TOTJa KakuM 0O0pa3oM KOMIAHHMS HUMEIoNas TaKUue HEAO0CTaTKH
Morjia ObITh JOMyIIeHa K YYacTUI0O B TEHJAEpPE W KakK MOTryT Ha3HayaThCs
JIEKapCTBEHHBIE MPEnapaThl TAKOTO MPOU3BOAUTEIIS 1JIS TAIMEHTOB YYBCTBUTEIBHBIX
K JIIOOOMY Mpenapary nocie TpaHcruiantauuu. Ho, nanbiie nosydyaercs MHTEpECHEeE.
[TocTaBUIMKOM JIEKAPCTBEHHBIX CPEACTB JAHHOTO MPOU3BOAMUTEINA MO pe3yJbTaTaM
tenaepa Equnoro auctpudpioTopa okazanack TOO «KazCubdapmaries», 0 KOTOPOit
y)K€ Ha OTEYECTBEHHBIX MH(POPMAIMOHHBIX pecypcax MMyOJMKYIOTCS MaTepuaibl O
TOM, YTO, YYaCTHUKaMH M TOOEIUTENSIMA TEHJepa CTajdud KOMITAaHWH, KOTOPHIC
3aMelnIaHbl B HallyMeBIIMX KoppynuuoHHbIX MaxuHanusx TOO «CK-®apmanus.
910 TOO «KazCubDapmariesi» u TOO «3epae». Ob6e KOMIAHWU TaK WA HHAYE
NpUHUMAIA y4acTHE B XHWIIEHUU ObIBIIUM pykoBojcTBoM CK-®dapmanus
OIO/DKETHBIX CPEACTB, HAMpABIECHHBIX Ha 3aKyll JIEKAPCTBEHHBIX CPEIACTB IS
ka3axcranieB. [upekrop TOO «Ka3zCubdapmaries» Mo apecToM, 3ajiepaHa U
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ucnonutenbHblil aupekrop TOO «3epae». M HecMoTpst Ha 3T0, 00€ KOMITaHUU
JOMYCKAIOTCA K Y4YacTHIO B OHJAWH-Toprax. Xotrsd no IIpaBuiiam opraHuzanuu u
MPOBEJECHUIO TOPrOB  MOCTABUIMK JOJDKEH «HE  COCTOSTh B  IMEPEYHE
HEJIOOPOCOBECTHBIX MOTEHIMATBHBIX MOCTABIIMKOBY. OIHAKO, 3TH JBE€ KOMIIAaHUU
JOMYCKAIOTCA W BBIMTPHIBAIOT W YK€ Jalbllle B XOJ€ NHUHI-NIOHra MEXIy
«Ka3zCub®dapmarnies» u «3epae» BeurpoiBaeT «KazCuddapmaries»y.

I'ocnonnu IIpembep-MuHHCTp, CUATAEM 3T MATEPUAIIBI ABJISIOTCS CEPHE3HBIM
OCHOBaHUEM, YTOOBI MPOBECTH TIIATEIbHYIO MPOBEPKY IO BOIMPOCY OOECTeueHUs
IPpaXKJaH JIEKaPCTBEHHBIMM CpPEICTBAMH B paMKax TapaHTHPOBAHHOIO 0OObeMa
OecIIaTHON MEAUIIMHCKON TOMOIIY.

Tak »xe, npemnaraem Ilaparpad 4 «OueHka W CONOCTAaBICHHE TEHACPHBIX
3asBoK [loctanoBnenus [IpaButensctBa oT 30 okta0ps 2009 roga» 3a Nel729 n.85
M0 KOTOPOMY TMOOEAUTENb ONpENeseTCss Ha OCHOBE HaUMEHBIIEH IIEHBI
IIEPECMOTPETh, TaK KaK B BHUJAY OTCYTCTBHUS HWIKHEIO IpEJeNa LEHBI, CO31aeTCA
BO3MOXKHOCTb JUISl JEMIIMHIA, ITOCKOJIBKY II€Ha JDKEHEPUKOB IO 3aKOHY HHXKE
opuruHaia Ha 40%.

[lo HamieMy MHEHMIO, CHpPaBEIMBBIM ObLIO ObI B LEISAX JOOPOCOBECTHOU
KOHKYPEHIIMM BHECTH JOMOJHEHUE O TOM, YTO HEKOTOPBIE MXU3HEHHO BaKHBIC
npenaparbl JOJKHBI y4acTBOBAaTh B TE€HAEPE MO TOProOBOMY HAaMMEHOBAHUIO, MYCTh
MOCTABIIMKNA CHWXKAIOT LIEHY B paMKax OJHOTO TOProBOTO HAMMEHOBAHMS, KaK 3TO
JieNaeTcsi BO BCEM MHUpPE WM € B 3TOM K€ IYHKT€ BHECTH HCKIIIOUEHHUS IS
HEKOTOPBIX >KM3HEHHO Ba)KHBIX IPENapaToB M HO30JIOTMM, TaKUX, KaK OHKOJIOTHS,
TpaHCIUTAHTALMS U T.1.

OTBeT Ha JIenyTaTCKUW 3ampoc MPOCUM JaTh NUCBMEHHO B YCTaHOBJICHHBIN
3aKOHOJATEIBCTBOM CPOK.
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