BELIA KAb

OTkpbiToe nucbMo BEIIA KABa komnaHum Janssen

no pesyJjbTaTaM BcTpedH ot 02.07.2014

KoHcynbpTaTuBHBIA coBeT coobumectBa B Boctounoit EBpone u llentpanbHoét Asum (BELIA KAB) Bbeipaxkaer

NpPU3HATEJNbHOCTh KOMIAHUU Janssen (gasiee - Komnanus) 3a ydactue Bo Bctpede 1 uwuis 2014 roga, Ha KOTOpoH

OBLIM OGCYXKZEHbl BONPOCHI KJIMHUYECKUX HCCIAeJ0OBAHUN W NpPUMEHEHHUs INpenapaTtoB s JedeHus BUY-

nHeknuu u BupycHoro rematuta C (BI'C), a Takxke JOCTYNHOCTH JAHHBIX IpPENapaToB C TOYKU 3peHUS

peructpanmm B CTpaHax pervuoHa, [eH, IaTEHTHOI0 CTaTyCa U HAJIMYUA B HAITMOHAJIBHBIX TpOrpaMMax Jie4eHHU .

[To utoram Bctpeuu BELIA KAB cunTaeT BaXHbIM BbIPa3UThb CBOIO MO3ULUIO M0 CIEAYIOLUM BONIPOCAM:

1.

Tekyijas neHa Ha aHTUBUPYCHBIHA npemnapar s jiedeHus BI'C cumenpeBup B Poccuu - o 1,5 Muiinona
py0Jiel 3a TpexMeCSIYHbIN KypC JiedeHHUsI! — ABJIIeTCS HeMPUeMJIEMOU C yIeTOM COCTOSTHUSA s3nugeMmuu BI'C.
[lo mHenuio BEILIA KABa, opueHTupoMm /s QOpMHUpPOBaHUSA W JAajJbHEHIIero CHUXKEHUs IeHbl Ha
cuMenpeBUp MoxeT ABAATbCA UeHa 900 gossapoB CIIA 3a 12 Hepesb JieueHUs], yCTaHOBJIEHHAs1 B psje
CTpaH CO CpeJJHUM YPOBHEM /I0X0/]a Ha [PYroi aHTUBUPYCHBIHN npenapat A jsedyenus BI'C - codocObyBup.

BELA KAB npusbiBaeT KoMIaHU NPUHATH Mepbl /Il MAaKCUMaJbHO OBICTPON perucTpanuu mpemnapara
CUMeNpeBHUp B TexX CTpPaHaX PeruoHa, B KOTOPBIX OH B HACTOSAIIMHA MOMEHT He 3aperMCTPUpPOBaH, U
napopmupoBaTtb BEIIA KAB o xo/1e neperoBopoB ¢ HALMOHAJIBHBIMA MUHHUCTEPCTBAaMHU 3/IpaBOOXpaHEeHUs
[0 MOBOAY CTaTyca perucTpanuy, opMUPOBAHMSA IIeHBI U BKJIIOYEHHUS CUMeNpeBHpa B HALMOHAJbHbIE
nporpaMmel JedeHusi BI'C.

BELUA KAB npussiBaer KoMmaHWI0O paccMOTpeTh BO3MOXXHOCTH BBIZAYH JOOPOBOJIBHBIX JHIEH3UH Ha
IPOU3BOJCTBO U PAaCHpPOCTPaHEHHeE NpenapaTa CUMeNpeBUp, JapyHaBUp U PUJINMBUPHUH B cTpaHax BEILIA
110 MUHUMAaJIbHBIM II€HAM.

BELIA KAB npusbsiBaeT KoMnaHHUI0 MOJHOCTBIO BBIBECTU TeJlallpEBUP C PbIHKA BBUAY NOSIBJE€HHUS HOBBIX,
ropaszo 0OoJsiee 6e30MaCHBIX, YAOOHBIX B NpPUMeHEHHWH U 3PEKTUBHBIX NPENapaToB JJis JieYeHUs
BUpycHoro renatuta C, NpoM3BOAUMBIX, B TOM uucjae, camod Komnanuei. B atoih cBasu BELIA KAB
npusbiBaeT KoMmaHuio mnojarb 3asBJeHHe Ha MCKJIKYEeHHe TejanpeBupa H3 cnucka KU3HEHHO
HeOOXOAUMBIX M Ba)XKHEHIIMX JIEKAPCTBEHHBbIX IpenapaToB B PoccMM M OTKa3aTbCAd OT perucTpanuu
npenapara B Tex cTpaHax BELA, rjie oH Ha JaHHbI MOMEHT He 3aperuCTPUPOBaH.

BBuay BbIXozAa Ha PbIHOK cTpaH peruoHa BELIA Bocnpor3BeZeHHbIX Bepcuil Npenapara gapyHaBup BELIA
KAB HacrtosiTesibHO mpu3biBaeT KoMmaHHWI0 OTKasaTbCAd OT CyAeOHOro Mpecae/jOBaHUS KOMIIAHUM,
NpOU3BOAAIMX JaHHbIe NpenapaThl, B CBS3U C BO3MOXHbBIM HapylleHUeM IpaB HAa UHTeJJEeKTyaJlbHYIO
co6CTBEHHOCTb. [IpHCyTCTBHE KaueCTBEHHBIX BOCIPOM3BEAEHHBIX MNpPENAapaTOB Ha pbIHKE SBJSETCS
HeOOXOAUMBIM yC/J0BHEM [Js1 KOHKYPEHIMH W CHIDKEHHUs LieH Ha IpenaparThl, YTO, B CBOIO O4Yepenb,
M03BOJIsIET 00ECEYUTD JIedeHHeM GoJIbllee KOJTMYEeCTBO JHOAeH.

BELIA KADB npusbsiBaeT KoMnaHuo NpoBOAUTH MNOJUTUKY IJIAHOMEPHOTO CHMXKEHMS LleH Ha NpenapaThl
Juist tedeHuss BUY-undpexkunu v BI'C 1 npyuHUMaTh Mephl A1 06ecnedeHus BO3MOXKHOCTY CHIDKEHHUS LieH.
[IpyuMepoM TakUX Mep MOXeT CTaTb U3MeHeHHe Ha3BaHUN OpPUTHMHAJBHBIX NpPENnapaToB B OTAesbHBIX
crpaHax (YkpauHa, benapych, Kazaxcran u np.), 4To66! H36€xaTh Npo6/eMbl pedepeHTHBIX LieH. BmMecTe ¢
TeM, BELIA KAB npuBeTcTByeT mJaHbl KOMNaHWM MO CyleCTBEHHOMY CHH)XEHHIO LieHbl Ha Ipenapar
PUJNUBUPHUH [JJIg psAja cTpaH pernoHa (5 gostapoB CIIA 3a ymakoBky) M npusbiBaeT KoMmmaHuHio
pacnpocTpaHUThb 3Ty NPAKTUKY HA JpyTHe NpenapaThl U CTPAHBI.

1 Hanpumep, http://zakupki.gov.ru/epz/contract/contractCard/common-info.html?reestrNumber=0145200000714000312
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