BELIA KAb

OtkpbiToe nucbMo BELIA KABa komnanuu BuuB
1o pesyJjbTaTaM BcTpe4du oT 22.10.2014

KoHcynbTaTuBHBINA coBeT coobmectBa B Bocrounoit EBpone u llentpanbHoit Asum (BELIA KAB) Beipakaer
NpU3HATEJNbHOCTh KoMIaHuu BuuB Xesnckep (manee — KommaHus) 3a yyactve Bo BcTpeue 22 OKTs6ps 2014
rojja, Ha KOTOPOH ObIM JAeTaJbHO OGCY)XJEHbl BONPOCHl KJIMHHYECKHUX HCCAEJOBAHUH M HPUMEHEHHs
npenapaToB JJis1 JedeHuss BUU-nHdpeKkL My, a TaKKe perucTpanuu JaHHbIX IpenapaToB B CTPaHaX PETHOHA, LieH,
HNAaTEHTHOTO CTATyCa ¥ HAJIMYKS B HALLMOHAJbHBIX IPOrpaMMax JiedeHHUsl.

[To utoram Bctpeuu BELIA KAB cunTaeT BaXHbIM BbIPa3UTb CBOO NMO3ULUIO N0 CJIeYIOLUM BOIPOCAM:

e BEIA KAPB Bripa)kaeT npu3HaTeJbHOCTb KOMNaHUM 32 TOTOBHOCTb B3aWMMOJENCTBOBAaTh B BOIpPOCax
06Cy>XJieHHs TMOJUTHUKHU [leHO06pa30BaHMUsA U PACIpOCTPaHEeHHsI IpenapaToB U Npu3biBaeT KoMmnaHuio
OpPOJOJ/DKUTE JAaHHOe B3aumogeidctBue. Co cBoeit cropoHsl, BEIUA KAB roroB wuHpopMupoBaTh
Komnanuio o0 ciayyasx 3aBbllIeHHbIX LeH Ha npemnapaTsl KoMmaHuu, ycTaHaBJHMBAaeMbIX
JUCTPUOBIOTOPAMH HJIM MECTHBIMH OpHCaM{, KOTOpbIE BBISBJISAIOTCSI B X0Jle MOHUTOPHUHIA IleH Ha
npenaparsl.

e BEINA KADB cuuTaeT, 4TO [/l WUCK/IIOYEHUSI pUCKA INpepbIBaHUS JieYeHHsl MOCJe yxo4a JOHOpPOB
Kommnanusa fomkHa OpUHATbL Mephl AJS PerMCTPAllMy LIMPOKO HUCNOJIb3yeMBbIX MIpenapaToB B CTpaHax
pervoHa, rjje OHU He 3aperuCTPUPOBAHBI, 0COGEHHO B TeX, B KOTOPBIX IIPenapaThl MOI'YT MOCTABJIATHCS
TOJIBKO B paMKax JOHOPCKHUX nporpaMm. [Ipu perucrpanuu LeH Ha npenapaTthl Mbl npocuM KoMnanuio
YYUTBIBaTh BBICOKOe OpeMsi 3abosieBaeMocTd BUY B cTpaHax pervoHa U NpefoCTaBUTH AOCTYH K
npenapataMm KoMnaHWM IO LieHe, He NpeBbILIAKOLIEN TOH, IO KOTOPOM OHM 3aKyNaJuChb B paMKax
nporpamm [106anbHOTO POHAA.

*  Mpl npusbiBaeM KoMnaHHI0 B MaKCHMaJIbHO KOPOTKHE CPOKH 06eCleYyrTh PErucTpalyio MpenapaTon
«TuBukai» (gosyrerpaBup) u «Tpuymek» (abakaBup/IaMUBYAUH/J0JIyTErpaBUp) B CTPAHAX PETHOHA.
Mpl Takxe mnpusbiBaeM KOMNAHMIO YCTAaHOBHUTBH LieHbl HA YypPOBHE, II03BOJISIOLIEM MOJHOCTBIO
YZOBJIETBOPUTh KJIMHUYECKYIO NOTPEGHOCTDh B JAHHBIX NpelnapaTax C yueToM CrenuUKH SNUAEMUN U
YPOBHSI [JOXOAOB CTpaH. LleHbl, MO KOTOpPOH yKa3aHHble BbIlIe NpenapaTbl B HACTOsllee BpeMs
JOCTYNHBl B JPYTrUX CTpaHaX MHUpPA, fABJAAKTCA HeNpueMJ/JeMo BbICOKUMHU JJisi peruoHa BELA. Ilpu
Heobxonumocty, BELIA KAB mnpegocraBuTh WHPOpPMALHI0 MO 3MUAEMHOJOTHYECKOH CUTYallUd H
NOTPEeOHOCTHU B JIEUEHHUH.

e BELA KAP npusbsiBaeT KOMIAHUIO N0JaTh AOCbe Ha BKJWOUYEHUEe IpenapaTa JAOJYyTerpaBUp B HOBYIO
penakiuo [lepedHs )XU3HEHHO HEOOXOJUMbIX U BRXXKHEUIINX JeKapCcTBeHHbIX npenapatoB (JKHBJIII) B
Poccun.

*  YuuTelBad TaXKeayw snujeMmuosorudeckyro cutyauuio, BELJA KAD npusbiBaeT KoMnaHWIO CHU3UTh
IleHbl Ha IpenapaTbl abakaBUp U abakaBUp/JaMHUBYAWH B Poccuu M YKpavHe, B TOM 4YHCJe MyTeM
NepeperucTpanyy eH U CHUXKEHNS [IeHOBBIX TPeJIOXKEHUH JJIs1 JUCTPUOBIOTOPOB.

e BEIA KADB npuseiBaeT KoMnaHWO BKJ/IOYAaTb B JIMLEH3UOHHbIE COrJIalleHUS] € KOMIAaHUSIMU-
NPOU3BOAUTENAMU TeHEPUUECKUX NpenapaToB M [laTeHTHBIM NyJIOM JIeKapCTBEHHBIX CPEJCTB BCe
ctpaHbl pernoHa BEIIA ¢ HU3KMM U cpeHUM YPOBHEM [JI0X0/1a, A TAKXKE pacCMaTPUBATh BO3MOXXHOCTh
BKJIIOUEHHUS B JIMIEH3UU CTPAH C BBICOKMM YPOBHEM [I0X0Ja C yueToM GpeMeHH 3a6osieBaHus. BELIA
KAB MmoBTOpPHO MOJYEPKUBAET BAXKHOCTb BKJIIYEHHUS YKpPAaWHbl B JIMLEH3WOHHOE COTJIAlleHUE IO
B3pocJsiol ¢popMe abakaBHpa.

¢ BELA KAP npussiBaeT KoMnaHuwo He mpensiTCTBOBAaTb AOCTYINY K reHepUYeCKUMM IpenapaTaM, CpPOK
JleHICTBUS IaTEHTOB Ha KOTOPbIe UCTeKaeT B TeueHUe 2-3 jieT. B yacTHoCTH, MbI NpUu3biBaeM KoMnaHuio
OTKa3aTbCsl OT CyAeOHOrOo Mpecjae0BaHUS KOMIAHHH, KOTOpble BBIBOJAT HAa PBIHOK JaHHbIE
npenaparsl.

* BELA KAB npussiBaeTr KoMnaHuio 06ecneYdTb BO3MOXXHOCTb €ro NMpeACTaBUTENSIM NPeLoCTaBJISATh
00paTHYIO CBSI3b 110 KJIMHUYECKUM HCCIE0BAaHUSAM, IPOBOAUMBIM B peruoHe BEIA.
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