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000 "IrHC-PyC”

3apezucmpuposano . Medicpaiionnan uHCHEKYUAL OHC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mockea,yr. Heana dpanxo ,0.8. Teneghon:8(495)223-01-04, axc:8(495)223-01-50
B nuye: I'enepanvroiil Qupexmop Dudpensvu Tamauw

Josepennoe nuyo: Bacunenxo M.H., dosepeHHoCHb P-012 om 07.06.2017 2.

3AABJSET, UTO

JleKapcmeenHoe cpedcmeo: Xanuxcon cupon 30 m2/10 ma 100 ma, gnaxonvt (1) 6 komniexkme ¢ MEPHbIM
cmaranyurxom (1), nauku xapmonHsie, PV No IT N016005/02 om 10.08.2009 (0ama nepeoghopmieHs
14.11.2014) , cepun 4509N1017, napmus 14560 ynaxo6ok, zooeH 00 01.10.2022, npouseodcmea 340
"Dapmayesmueckuii 3a600 I UC", Benepus, EGIS Pharmaceuticals PLC. 9900 Kormend, Matyas kiraly ut
65, Hungary, kod OKIIJ[2 21.20.10.255, ko0 TH B3/ 3004490009, konmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, uneoiic Ne 5449424 om 03.11.2017

COOTBETCTBYET TPEBOBAHUAM
HIT 42-10011-04 uzm. Ne 1-3

JIEKJIAPAITUASI IPUHATA HA OCHOBAHHH
npomoxon ucnetmanuii Ne 7508 m om 21.11.2017 HJI OO0 HI] "GAPMOBOPOHA", ammecmam
" axxpeoumayuu POCC RU.0001 21 ®J140, Cepmughuxam POCC HU. OMO8.C00877 om 21.11.2017

JATA TIPUHSATUS JEKJIAPAIIAH 23.11.2017
[ECTBUTEJIBHA 10 01.10.2022
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CBEJIEHUS O PETUCTPALIMA

OPTAH 10 CEPTHO®HKAIINH, 3APETMCTPAPOBABIIHI JEKTAPAITHIO

RA.RU.11 ®M08 OPTAH I10 CEPTH®HKALIHH ITPOJ VKIHH OBL{ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu. 105062, Poccus, 2. Mockea, @ypmarnvlii nepeyiox, 10, 1, adpec opzana ho
cepmucpurayuu: 115280, Poccus, 2. Mockea, yi. Macmepxoea, 4, 5, men. :(495)788-02-88, geb-caiim: oykr.poh.

JIEKJIAPAIIMSA O COOTBETCTBHUHM 3APETHCTPUPOBAHA M POCC HU.®M08.83510
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3A0 «DapmaueBTHYECKRHE 3aBOA 3TMCH»
1106 - Benrpus, bysanemwt ya. KepecTyp# 30-38.
Teaedou: (36) -1-803-5554 Tenetaxc: (36)-1-803-5556

Ceprudurar kauecrna Ne.: 51 14K/2017./N-DE

HaumenoBaHHne npenapara:

Cepun No: 4509N1017
Homep anannsa: KGY/2017/6175
Hava anaanza: 24.10.2017.

Tloxazameu K@uecHisa

Onucaune:

HogauunoeTs:
« AKTHBHOTO HHIpeAHeHTa:

- copburona:
- {IMK1AMAaTa HATPHA:

- BeHsoaTa HaTPHA:
KoanuecTs, coAepkaHue aKTHBHOTO
unrpeaenTa (YO-cnekrpodoTom. ):
Konnuecrs. copepxanue Genzoara
natpus (BOAKX):
Mocroponnne npumecn (TCX):

- moGas NpHMeECh MO OTACIBHOCTH!
- cyMmMa npHmeceit:

pH pacreopa:
Maornocrs:

Obbem HANOIHEHHN:
- cpeannil 06beM HaNOAHEHHA:

- OAHOPOAHOCTL O0bEMA HATONH.!

MukpofHOIOrHYECKan YHCTOTA:
- obuee yKucno axpobunix BakTepuil:
- obuee yucno rpubos:
- Escherichia coli:

Ynakosxa:

Mapruposxa:

Hpowssoasrean: 3AQ «PapmauesTHecknil 3asoa ITNC

Hoayuennsie
peIVALINGIMbL:
Coots. Tped.

Coots, 1ped.
Coorts. Tped.
Coors. Tped.
Coots. tpeb.
0,302 /100 Ma
0,101 /100 ma

menee 0,1 %
menee 0,1 %

29
1,092 riem’

101 ma

101 - 102 mn

menee 10/
menee 10/
HEe BLIABIEHO
Coors. Tpeb.
Coors. Tpeb.

&
Xamukcon cupon 180 ma

Jarta npoH3BOACTRA: 10.2017.
Tonen no: 10.2022.
Hopyet!

BecupetHas WiKn Gae HO-KENTOro

XapakTepHbIM 3aMaxoM.

Vd-criestp H TCX AGIDKHB
MONOKHTEIbHBIMH.

Xumuueckan peakums o TCX  JIOMKHb!
TOAMKHTEALHBIMHE.

Xumuueckas peakuus n TOX  momkus
MONOKNTCITbHBIMH.

BOHCX nomkHas ObITh NOJOKHTENBHOI,
0.3r+5%(0.285-0,3151)
amBpoxcona ruapoxaopua’ 100 ma

0.1 r+ 3% (0,095-0.105 r) benzoara natTpua/ 100 ma
(ROA[YECTR0 npzumfeii Bixpam‘e'm) & I?L‘,’)L’("(ﬂ’m{_‘ Ha

AMBPOKRCOIE PUOPOXAOPUD)
ue Gonee 0,5%

He Sonee 1,0%

3,0 - 4,0
1.092 /oM’ + 3% (1,059 - 1,125 r/em’)

pe menee 100 ma

100 M1 + 3% (97-103 ma1)

ne Goace 10° 8 | r npenapara

we Gonee 107 8 | r npenapara

orcyrcTeue B | 1 nipenapara

B COOTBETCTBHM C HOPMaTHBHOMN JOKyMeHTauned
B cOOTBETCTBHH ¢ HOPMATHRHOM JOKYMeHTauueH

» 9900, Kepstena, y.Marsiur wupai 65, Benipus

1BETA,
npo3pauHas AMIKOCTs 03 OCallKa, ofinanaroiiias
ObiTh
ObITh

ObiTh

@acostnK,ynaxosunk: : 3A0 «@apvaueninuecknii 3anon SITHC» 9900, Kepmena, ya.Mavsm xupali 65, Benrpus
BhinycKaUHA KoHTpoas Kavestna: A0 «apmauesTryecinit 1ason ITHC, 9900, Kepueni, va.Marum knpail 65, Benrpus

®upua 3A0 «PapaanesTruecknii sasoa 31 HC» (byaaneut -~ Benrpua) rapanvHpyer, HTO NPOMIBOICTRO VKASHAHHOI® B HACTORMIEM
ceprudrKkaTe NPENApara. BRMOYAR €T0 YIAKOBKY H KOHIPOIL KAuLCrsa, OAROCTBI0 COOTRETCTRYET Tpedonannay aclicTayommnx «lpasua
OpraHH3AHK NPOH3B0ICTRA M KOHTPOIN KAYCCTBA NEXAPCT BEHNBIX CPCITTE {cGMP)..

MupMa rapaHTHPYeT, YTO KAYECTBO YKA3aHHOrO B HACTOALICM ceptuthukatTe npenapara CoOTBETCTBYET
Tpedosanuam ITUC AHJL Ne 2002-2895-C/E. donoanenus 1.
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