NEKJAPALIUS O COOTBETCTBHHU

. JEKJIAPAHT, MPUHUMAIOUIUNA JEKJIAPAIIAIO O COOTBETCTBUH

000 "DI'HC-PYC"

'\ 3apesucmpuposano : Meacpationnas uncnexyus @HC Ne 46 no 2. Mocxee OT'PH 5077746558160 om

12.04.2007
Aopec: 121108, e. Mockea,ya. Heana Ppanko ,0.8. Ted’:ecfjon.'8(495)223-()1-()4.([)0}«'0.‘8(495)223-01-50

" B auye: Tenepanvnviit dupexmop uopenvu Tavaw
- Jlosepennoe auyo: Tiomenesa T.b., dosepentocnis P-009 om 30.01.2017 2.

3AABJISIET, UTO

nexapemeennoe cpedemeo. Jludokaun pacmeop 014 unveryuit 20 me/ma 2 ma , avnyavl (3), ynarosku
syeikoevie konmypuote (20), kopoOKu Kapmonuble, 0L CMAyuoHapos, PV Ne IT NO14235/01 om 12.05.2008
(0ama nepeogopmrenus 20.10.2014), cepus T006A40116, napmua 1901 ynaxoeox, 2oden 00 01.01.2021,
npouzsoocmea 340 "Dapmare sMuecKull 34600 SIHC", Benepus, EGIS Pharmaceuticals PLC, 1165
Budapest, Bokenyfoldi ut 118-120, Hungary, koo OKTI/2 21.20.10.231, k00 TH B3/ 3004900002, konmpaxm
No RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5448176 om 09.03.2017

COOTBETCTBYET TPEBOBAHHSAM
11 N014235/01-260310 (H 42-145-08 uzm. Ne 1-5)

JIEKJIAPAIIMS TIPUHSITA HA OCHOBAHHH
npomoxoa ucneimanuit Ne 1542 s om 22.03.2017 HJI OO0 HI] "PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 DJIH0, Cepmugpuxam POCC HU.@MOS. C81329 om 22.03.2017

 JIATA IIPUHSITUS AEKJIAPATIUH 27. 03.2017
HEKJ]APAILHH JIEUCTBUTEJBHA 10 0/.01.2021
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-/ CBEJEHUS O PETUCTPALIMU

st

OPI'AH ITO CEPTH®HKAIIUH, 3APETMCTPUPOBABIIUN JEKJIAPALLIAIO
RA.RU.11®M0O8 OPTAH 110 CEPTHOHKALIHH MTPOAVKIIHH OBLECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTbLIO "OKPYIKHOH HEHTP KOHTPOJIA KAYECTBA", adpec opeanusaijui: 105062, Poccus,
> Mockea, @ypuannwiii nepeyaox, 10, 1, aopec opeana no cepmudgpurayuu: 115280, Poccus, 2. Mockaa, ya.
Macmepxoga, 4, 3, men.. (493 1788-02-88, seb-catim: oykK.pep.
Kkn 45

- JTEKJIAPAIIUA O COOTBETCTBUM 3APETUCTPUPOBAHA A2 POCC HU.®M08./156510
JIATA PETUCTPALIUM 27.03.2017

M.
Jnnenko U.b. .

s NOJINKCh PyKoBOAMTETH OpraHa
copntig iR

\l TR e —




3A0  «®apmaneprTnueckuii  3ason IHO»
1106 - Benrpus. bysanew? yi. Kepectypy 30-38.
Tenedon: (36) -1-803-3554 Tenedakc: (36)-1-803-5556

Ceprudukar kauecrsa Ne 921/2016/TA

Haumenosauue npenapata: Jinaokaun pacrsop aas wabernnii 20 mr/ma | 00x2 mn

Cepusn Ne: TO06A0116 JlaTa npoHIBOACTBA: 01.2016.
Homep anaania: INJ/2016/57 T'onen no: 01.2021,
Java ananuia: 20.02.2016.

Hogqiameiu Kauecmsa: Hoayuennsie Hopmwi:

pe3V Ibmamsi’

Onuecanne npenapara: Coors. 1ped [pospaunsiii Gecupernpil wan nourn Secusetibii

pacTrop G¢3 3anaxa

. 5 TCX  u usernas cakiis  JomkHb Dbl

HoAMHHOCTS! Coors. 1pel. e peakd A ’ d
NOIOKUTCABHBIMA

Koauuecrsennoe onpeieicune

ASHCTBYIOIHETD BeUIEUTRAL 39,60 Mr72 M1 40,00 mr + 3% (o1 38,00 a0 42.00 Mr) IHAOKAHHA
{V-cnexmpodiomomempus) riapoxiopuaa SezsosHoro/ 2 Mi

KoaudecTBeHHOE ONpefeenne

KAOPHAOE (MUMPUMEMPUR) 12,97 Mr72 M1t 12,5 ur + 13% (10.63 ~ 14.37 mr) 2 M
Mocroponnne npumecy -1 (7O Coors. ped. Ha xpomarorpamMve  MCHBITYEMOTo  PacTeepa He

A0BKN0 HabB0MATECH BOCTOPOHBKN (I4TCH
HNocroposnnne npumecn -2

(ROROpUMEM U e Gosee 0.6 MEr/ T Ma pacTBODPE 115 MHBCKUHI

= 2,6-MMETHAGHNIN ! seree (L6 MErr/Ma (ue Gogee 0.003% 110 OTHOWCHHID K IHA0KAHHA
FHAPOXJIOPHIY )

HsernocTs: Coors. 7pel. OKpacKka NpeHapaTa A0KHa ObiTh HE HHTCHCHBHEC

By srazona BY, mm GY.

[Ipospaunocte: Coots. tpeb. Menpiryempiii pactBop A0KCH Obits NPOspadHbiM B
CPRBHEHHH C AMCTHAMPOBRHHOT BOIOH

phi: 5.5 or 5,000 6,0

Homunaannoiii obnem: 2,1 ma e menee 2,0 ma

MexannuyecKie BRIIOYEHHE? Coors. 1ped. Tlpy BUSYATBHOM OCMOTPE MEXAHUUCCKHE BIIOUCHAA
SOIKHBE OTCYTCTBOBATH

CrepHiabHOCTE: Coors. 1Tped. [penapar A0.uKen ObITH CTEPUIBHBIM

BakrepHaibHbie IHAOTOKCHHLL menee 1 ED/ma Coacpxanie GaKTEPHAILHBIN IHAOTOKCHHOB OO
Guith vuake 22 ED/vn. 1.1 ED/vr

Ynakosra: Coots. Tped. B COOTBETCTRUHN C HOPMATHBHON JOKyMCHTAUICH

Mapruposra: Coots, Tped. B COOTBETCTRHH ¢ HOPMATHBHOMN JOKYMeH ratnedt

Ipowssoanteas: 3A0 «®apmauenrnsecknii sanon ITHC» 1165, byaanew, y1. bexensgevimn 118-120, Benvpna
Gacosmur,ymaropmug: 1 3JA0 «DapManeBTHYECKIIE 328071 ITUCH 1165, byaanewT, v bekenngevn 118-120, Benrpan

Boinycxaouuit KoHTPoan kauecrea: 3A0 «@apumanesTHHecKiit 3asen I HCO» 1165, byaauewrt, ¥ Bexenndean 118-120, Benwipus

Mupma A0 «hapmanestaieckuii 3asoa 3THC (byaanemy - Benrpus) rapaHTHpYet, 4io NPOM3BOACTBO YKAJAHAOTO B HACTOANUCM
cepTidiKATe PENAPATA, BKIIOUAS STO YIIAKOBKY H KOHTPOAE KAYECTRA, NOIHOCTHIO L00 rrereTayer 1pefopaniay aeictsyommx «lIpania
OPraMIaLHY IPOM3ROACTEA I KOHTPOMA KACCTRA ICKAPCTBCHHBIX CPEACTRR {cGMP}..

dupMa rapanTHpYET, YT0 KaYecTBO YKA3a8HHOTO B HACTOSLICM cepTH(RKATE NPENapaTa COOTBETCTBYCT TPEBOBAHHIM BTHC
AH Ne 2006-0516-C/E/O, Honoanennii L n 1L
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a-p. Topmepue Joporxazn Kavaiun
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