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CEPTUGUKAT HA CEPUID

CEPTUOUKAT AHARUSAICOOTBETCEBUS

MERCK SHARP & DOHME B.V.
WAARDERWEG 39,2031 BN BAARLEM
THE NETHERLANDS
Homep cepun: RO34562 ??aepmenao
Howmep Cepun Ganka 0000820206 Cpobpeso
Mavepuan 1031714 Al sa fep Xelbxpen  12-nexaBps<2018 09:28:30 EST
HOMEP NPOOYKTA: 4837 IneKTpOoHHAA NOANKEE

Hasmanue npenapara:  [lnesmoBakc 23 0.5Mmn1  YIHPAZSHO IO PYKOBOACTEOM HOTIOMTAUTETEHOTO AHPEKTOPa
4 fosa wnpuy Poceus QO /weamdummposdaioro cnendamers Rosumma Mysze, M.
Brotex-Mepx Dlapn 1 Hoym BB, Xapreis; Hunepnanm
Hara npoussoncrea 05-anpens-2018

Topen no 05-04-2020

7 HaCTORLMM NOATBEPKAAID, YTO UH(OPMELWUSA, AEHHES Bhille, NOANUKHE ¥ BepHa. JlaHHan cepus
NPOOyKTE, SK0Yas BCNONOraTenbaLEe Y aKTHBHLIS UHIPeaUenT,!, Bhina npousseleHa, BKONaS
YHEKDEKY/MaPKIDOBKY ! KOHTPOME Ka4BCTBA, Ha BHILLISYXa3BHHLIX NAOLIGAKEX B O/THOM COOTBETCTENN ¢
Tpebosannamy GMP noxankHHX PerynATOPHEX OPFAHOE 1 B COOTBETCTENM ¢ 3BPETNCTPUPOBAKHOH
creundnKaiinell cTpaHb-uMnoprepa. JokyMeHTalla No HPOMSBoACTRY, YIaKosKe U ananuay cepym Geiny
npoBepeHst 1 cootaeTeTBYIT GMP. [aHubie peaynisTare Beifil NONyYeHb! HeNOCPEACTREHHO IOCHES
npoussogcTea. Ot ceprn Geina ofobpena k BHnYCKy cornaco EC Jupekruss 2001/83/EC., Hanuein
CepTUUKRT BHaNU3E NokaskBasT TpeboBanys cReumMukauun,

Howmep Howmep
NPOUBBOBCTESHHOR CcepTHDUKATSE
nrleHsNN
Ynaxosuk: MChH B.B. Huaepnanne 108958 F NL/H 17/2002420
XAAPIEM, Hugepnanas
BropuuHas ynakoska Mepk Wapn v Joym Kopn., Becr 11365 NL/H 14/1001468
Mopwr T4, CLUA :
Buinyoraowui kodtpons MCH B.B. Hupepnaugw
_kadserea! XAAPTEM, Huzepnanns!

Crpaua Hasnadennn' Pocculickan ®egepauun

Tlepenon:
Cramsnoii A B. 25.12.2018

Bare nevari: 17-peiabpa-2018 U5:20:06 EST




