000 "3ruc-pyc"
3apezucmpuposaro : Mesicpaiionnas uncnexyus @HC Ne 46 no 2. Mocxee OT'PH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mocxea,yn. Heana ®panxo ,0.8.Teneghon:8(495)223-01-04, paxc:8(495)223-01-50
B nuye: 'enepanvuuiii dupexmop Sndpenvu Tamaw

Hoeepennoe nuyo: Bacunenxo M.H., doeepernocmv P-012 om 07.06.2017 2.

3ASMBJSIET, UTO

NekapcmeenHoe cpedcmeo: Xanuxcon cupon 30 m2/10 ma 100 mn, graxone: (1) 6 xomnnexme ¢ MEDHBIM
cmaxanvuxom (1), nauxu xapmonnvie, PY Ne IT N016005/02 om 10.08.2009 (dama nepeogopmnenus
14.11.2014) , cepus 4508N1017, napmus 14735 ynaxoeox, 200eu do 01.10.2022, npouzsodcmea 340
"Dapmayesmuveckuil 3aeod SIHC", Benzpusn, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut

65, Hungary, k00 OKITA2 21.20.10.255, ko0 TH B3] 3004490009, xonmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, unsotic Ne 5449424 om 03.11.2017

COOTBETCTBYET TPEBOBAHUSAM
HI[ 42-10011-04 uzm. No 1-3

AEKJIAPAITMSA IIPUHATA HA OCHOBAHHU
npomoxkon uchetmanui Ne 7507 m om 21.11.2017 HJT 000 HI] "®APMOFOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®DJ140, Cepmugpuxam POCC HU.®MO8.C00876 om 21.11.2017

Bacunenxo M.U.

(Jo,um’fm OO0

CBEJIEHUS O PETUCTPAITUN

OPT'AH IO CEPTUO®UKALIUH, 3APETUCTPUPOBABIIHI JEKJIAPALIMIO

RA.RU.11OM08 OPI'AH 110 CEPTHOHKALHH ITPONYKIHH OBLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 105062, Poccus, 2. Mockea, @ypmannviii nepeynok, 10, 1, adpec opzana no
cepmudpurayuu: 115280, Poccus, 2. Mocxea, yn. Macmepxosa, 4, 5, men.:(495)788-02-88, eb-caiim: oyxx.pg.

AEKJIAPAITUSA O COOTBETCTBHHM 3APETHCTPHPOBAHA Ne POCC HU.®M08. 183509

TPAIIMM 23.11.2017
e
M.IT. fﬂ
! «OKDYMHOy
& .| uenTp xoHTRONS ‘/M Huperixo U.5.
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3A0 «®apmauestnuecknii 3amoa STHC»
1106 - Benrpus, Byganemwsr yi. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

Ceos

HanmenoBanne npenapara:

Cepragukar kadecTsa Ne.: 5111K/2017./N-DE

Xanukeon® cupon 100 ma

Cepnn Ne: 4508N1017 Jara npoussoacraa: 10.2017.
Homep anannsa: KGY/2017/6174 loxen no: 10.2022,
Jarta ananusa; 24.10.2017.
Hlokazamenu kayecmea Hoayuennwie Hopatoi:
pezyabmanisi:
Onncaune: CooTB. Tpeb. becusernas HIIH Gneano-xenroro usera,
nApo3pauHas KuiukocTs Oe3 ocanka, obnagarowas
XapakTepHLIM 3aNaxoM.
IMoanuunocTb:
- AKTHBHOIO MHIPEMEHTA: Coorts. Tped. Y®-cnektp H TCX JHOTDKHBI ObITH
TONOMKHTENBHEIMH,
- copbutona: Coots. Tped. Xumnueckas peakuus u TCX  aomkubl  6wiTs
HONOKUTENBHBIMH.
- UHKJIaMaTa HaTpus: Coors. 1peb. Xumuueckas peakums M TCX  A0mkHB  OwiTs
FIONOKHUTETLHBIMH.
- Genzoara HaTpus: Coorts. Tpeb. B2XX aomknas GbiTh N0N0KHTEILHOH.

KoauuecTr. cojepxanne akTBHOTO
HHrpeauenTa (Y®-cnextpodorom.):
Koauuectn. conepixanne Genszoara
HaTpus (BDXX):

[ocToponnue npumecu (TCX):

- Mobas NpHMeCh N0 OTABNILHOCTH:

0,302 r/100 mMn

0,100 r/100 ma

menee 0,1 %

0,3r+5%(0,285-0,3151)
ambpokcona ruapoxaopuaa/100 v

0,1 r+35 % (0,095-0,105 r) 6exzoara HaTpus/ 100 Ma
(koauuecmeo npumeceii ewipaxeHo & nepecueme Ha
ambpoxcona 2uopoxropuod)

He Gonee 0,5%

- CyMMa npuMeceii: menee 0,1 % He Gonee 1,0%
pH pacrBopa: 39 3,0-40
MnoTHocTSs: 1,091 r/em’® 1,092 r/em® + 3% (1,059 - 1,125 r/em’)
O6bem HanoHenns:

- cpenHnit ofbeM HanonHeHus: 101 mn He menee 100 ma

- OHOPOJAHOCTHL 00BEMA HANOH.: 101 - 101 mn 100 mn + 3% (97-103 mn)
MukpoGuonoruyeckan ynerora:

- obuee uucao a3pobHbIX Gaktepuii:  menee 10/r He Gonee 10° s 1 ¢ npenapara

- ob1ee YHeno rpuGos: menee 10/r He Gonee 10° 8 | r npenapara

- Escherichia coli: HE BbIABIEHO OTCYTCTBHE B |  npenapara
¥naxoska: Coore. peb. B cooteeTcTBHM ¢ HOPMATHBHOMH NOKYMeHTaLMeH
Mapkuposka: Coors. Tpeb. B cOOTBETCTRHM C HOPMATHRHON JHOKYMEHTALMEH

Hpowssenurenn: 3A0 «PapmauerTuueckuii 3asog ITHCH 9900, Kepmeny, ya.Maram kupai 65, Benrpus
DacoBWHK,yIAKoBUIHK: ; 3A0 «Dapmanesruyeckuit 3asey ITHC» 9900, Kepmenn, ya.MaTaw xupaii 65, Benrpus
Buinyexasomuii koutposs kagecrsa: 3A0 «®apmauentuyeckiuit 3asox ITHCO» 9900, Kepmena, yar.Matam xupai 65, Beurpus

Dupma 3JAO «DapmanesTHyeckuil 3ason THCH (byaanemT -
CcepTH(MKATE Npenapata, BRINOMAR €10 YNaKOBKY H KOHTPOJ Ka

- Bewrpus) rapantHpyer, uTo NpOMIBOACTBO VKA3AHHOTO B HACTORLIEM
HECTBA, MOMHOCTLIO COOTBETCTBYET TpeGoBannaM AcHCTRYIOmIX «Ipasun

OpraH3ALHE NPOHIBOACTBA i KOHTPOAA KAUECTRA ICKAPCTBEHHBIX cpencTsy (cGMP)..

Pupma rapaHTHPYET, HTO KaYeCTBO YKA3aHHOIO B HACTOSILEM CepTHuKaTe npenapaTta COOTBETCTBYET

tpeGosanusm ITHC AHJ Ne 2002-2895-C/E. Jonoanenns 1.

Képmenn, 25.10.2017. roza

340 «Dspuansars,
Bymanenrr - Berrpus

cxlt sanog HE,

&-

00310/

f=p. /Xepuer Xeasur
K panguIMpoBarHoe TH10

.



