JNEKJAPALIUSL O COOTBETCTBHUU

| JIEKJIAPAHT, MPUHUMAIONIAN JEKJTAPAIIMIO O COOTBETCTBHHA
000 "DI'HC-PYC"
| 3apeeucmpuposarno : Medxucparionnas uncnexyus DOHC No 46 no 2. Mockee OI'PH 5077746558160 om
- 12.04.2007
Aopec: 121108, 2. Mockea,yn. Heana ®panko 0.5, Te.qe¢on.'8(495)2_73-01-04,d)axc.'8(495)223—01—50
B auye: Tenepanvuwiii Oupexmop Inopenvu lamau
Jlosepennoe auyo: Tiomenesa T'B., oosepennocnv P-009 om 30.01.2017 2.

- 3ASBJISET, UTO

nexapcmeennoe cpedcmeo. Jludokaun pacmeop ons unweryuit 20 me/mun 2 M, avnyibl (5), ynaxkoexu
aueiikoavie konmyphsie (20), kopoOku kapmonnsle, OIS cmayuonapos, PV Ne IT N014235/01 om 12.05.2008
(oama nepeogpopmnenus 20.10.2014), cepus V108B1215, napmus 321 ynaxosox, 2o0et 00 01.12.2020,
npoussodcmea 340 "®@apyayesmuieckui 3a600 SIHC", Benepus, EGIS Pharmaceuticals PLC, 1165

Budapest, Bokenyfoldi ut 118-120, Hungary, ko0 OKII12 21.20.10.231, koo TH B3/ 3004 900002, konmpaxm

No RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 3448176 om 09.03.2017

COOTBETCTBYET TPEBOBAHUAM
11 NO14235/01-260310 (H/T 42-145-08 uzm. Ne 1-5)
JIEKJAPALLIMS TIPUHATA HA OCHOBAHHUH
. npomoxon ucneimanuit Ne 1544 a om 22.03.2017 HJI 000 HI] "®APMOEOPOHA", ammecman
. axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC HU. OM08.C81331 om 22.03.2017

JATA IPUHATHUSA JNEKJIAPALIMH 27.03.2017
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s CBEJIEHUA O PETUCTPALIUU

OPIAH 11O CEPTH®UKALH, 3APECMCTPHPOBABLIHI JIEKJTAPALIIO )
A RU. 11OMO8 OPTAH 110 CEPTHOHKALIHH [IPOXVKIHY OBLUECTBO C OTPAHHHENHOH

OTBETCTBEHHOCTBHIO "OKPYIKHOH LIEHTP KOHTPOJIS KAYECTBA". aopec opeanusayuu: 105062, Poccus,

2. Mockea, ®ypmanneiii nepeynox, 10, I, adpec op2ana no cepmucpurayuu: 115280, Poccus, 2. Mockaa, yi.
| Macmepkosa, 4, 5, mea.:(495) 788-02-88, seti-catim: OYKK.p.
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. JEKJIAPALIUA O COOTBETCTBUH 3APETUCTPUPOBAHA Ne POCC HU.®M08./156512
JIATA PETUCTPALIUH 27. 03.2017
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1106 - Benrpus, Byaanew ya. Kepectyps 30-38.
Tenedon: (36) -1 -803-5554 Tenedaxc: {36)-1-803-5556

( EG‘S 3AOQ  «@apmaueBTHYECKIIT  3aBOI IHC»

Cepruduxar Kauecrsa Ne 836/2016/VZS

Hawmenonanue npenapara: JinioKany pacrsop Aas pHbeximit 20 mr/ma 100x2 ma

Cepna Ne: V108B1215 Jarta NpoOH3IBOACTRA! 12.2015.
Homep anaiaunsa: INJ/2015/3081 ["oaen a0: 12.2020.
Nava anannsa: 15.01.2016.

flokazameu Kaqyecmsd: Hoayuentste Hopmwe:

pesyapmamst.

Onucanue npenapara: Coots. Tpeb. Tpospadnbtii OecuseTHbil WL OUTH fecuBeTHbIR
pacrsop (el zanaxa
% TCX # upeTHas  peakids  JI0DKHB Gritb
TloMIHHHOETS. Coots. Tped. L. S peaki A >
NOAOKHTEALHBIMH

KoanuecTBEHHOE OnpeaeieHne

AeHCTRYHOWIEre BellecTBa: 39,87 M172 M2 40.00 mr £ 5% (o 38,00 10 42,00 Mr) aniokanhd
(V-crexmpogiomomempus) HAPOXAOpKHAA Gesnoanore/ 2 Ma

KoauueCTBEHHOE ONpeleieRHe

LAOPHADB (MUMPUMEMPUA): 12,77 Mr/2 M 125 mr + 15% (10,63 - 14.37 M1} /2 M2
flocroponnne npuween <1 (TCY) Coors. Tped. Ha  XpoMarorpaMme  HCIbTyemoro pacreopa HE

20%HO HAGIIOAATHCA NOCTOPOHIHN NHTCH
[locToponnue npimecd -2

(koaopumenpus) ne Bonee 0,6 MK/ 1 M pacrBopa AU HHBEKLMA
- 2 6-AMMETHAGHHAHH! menee 0,6 MKi/Ma {ne Gonee 0,003% no OTHOMICHHIO K AHIOKAMHE
FHAPOXJIOPHAIY)
{lBeTHoCTH: Coorts. 1peb. Oxpacka npenapara J10/okHa BbITH HE MHTCHCHBHES
(e UHTEHCHBHHEE yranona BY; wom GY .
(PUBCACHHBIX
FTATOHOB
HBETHOCTH)
By
fipospauHocTs: Coors. Tpeb. HenpriyeMeil PacTBOP A0IKCH GpiTh TpO3pAYHBLIM B
CPABHEHMH € AMCTHIMPORIHHOH BOAOH
pH: 5,3 o1 5.0 10 6.0
HomunanbHbiil 6bbem: 2.0 M He menee 2,0 Ma
MexannHecKne BRAOUEHH Coors. 1pel. [pH BHIYRILHOM DCMOTPE MEXQHHHUECKHE BEHOMEHUH
SOJAHBL OTCYTCTBOBATH
CrepHabHOCTh: Coota. Tped. [Tpenapat NoLKeH OBITH CTEPHALHLIM
BaxrepnasbHbie 3HIOTORCHHBL senee 0.6 ED/Ma Coaepkanne GAKTEPHATHHBIX THAOTOKCHHOE ZOKHO
Grre nuke 22 ED/Ma, L1 ED/Mr
¥YnakoBKa: Coots. Tped. & COOTBETCTHHMI ¢ HOPMATHBHON AoKyMEHTauueH
Mapxuposka: Coota. Tpeb. # COOTBETCTRUH ¢ HOPMATHBHOH A0KyMeHTallnel

fipowssoanteis: 3A0 «Da pMaueBTHUECKHIE 1aB0OA IHC» 1165, Byaanemt, ya. bexenbdeais 118-120, Beurpus
Macopmur,ynarosunk: : 3A0 «@apmanesTiuccKuii 33801 3 HC» 1165, byanew, Y. bexenbeiin 118-120, Benrpus

BrinycKa o KOHTROb Kauecysa: 3A0 «GapmanesTHccKiii 3asol IHC» 1165, Byaanewrt, yi. Bexenbde/ian 118-120, Benrpus

Dupma 3AC whapmaleBTHHECKH 33804 SIMCH (Byaanewt ~ Benrpus) rapalTHpycl. WT0 AIPOH3BOACTBO YKA3AHHOIO B HACTOAILEM
ceprudMKaTe Npenapara, BRI €10 YHAKOBRY i KOHTPOIh K44ECTBR, NOTHOCTRIO cootaeTcTayeT TpelopanuaM ACHUTRYIONINX «Flpasw:
OprasiaEN POHIBOJICTRA H KOHTPOAA KA4eOTBA NEKAPCTBCHHBIX CPCACTE? {cGMP)..

Dupnma FAPAHTUPYET, 4T0 KAUCCTBO YKAIAHHOTO B HACTORIEM ceprudukaie npenapara CoOTBeTeTBYCT TPEOOBAHNAM ITUC
AHJL Ne 2006-0516-C/E/O, Honoanenni Lull
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