JNEKJAPALIUSI O COOTBETCTBHUHU
JIEKJIAPAHT, TPUHUMAIOILHA AEKJAPALIMIO O COOTBETCTBHH
000 "3rHC-PYC”
3apesucmpuposano : Mexcpaiionnan uncnexyus GHC Ne 46 no 2. Mockee OF PH 5077746558160 om
12.04.2007
Aopec: 121108, 2. Mockaa,yn. Heana Ppanxo ,0.8. Teneqhon 8(495)223-01-04, hare:8(495)223-01-50

B nuye: lenepanvuviit dupexmop Indpernovu Tasaw
Jlogepennoe nuyo: Bacunenxo M.H., dosepennocin P-012 om 07.06.2017 2.

JAABJMIET, UTO

nexapcmgentoe cpedcmeo. bemadun pacmeop Ons AMeCcnHO20 U HAPYHCHO20 NPUMEHEHUR 10% 30 an, dhnaxonwi
(1), nauxu xapmonnwe, PY Ne I1 N015282/03 om 18.09.2008 (@ama 3amenst 25.08.2016), cepun 3530N0817,
napmus 48800 ynaxogox, zoden do 01.08.2020, npouséodcmea 340 "Papmayesmudeckuil 3a600 Bruce,
Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Malyas kiraly ut 65, Hungary, koo OKIIJ[2
21.20.10.158, xod TH B3I 3004900001, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5449106
om 29.08.2017

COOTBETCTBYET TPEBOBAHHAM
HI 42-7907-02 uamn. Ne I om 18.01.2005, usm. Ne [ om 12.09.2012, uzm. Ne 2356

JAEKJAPALUSA NPUHATA HA OCHOBAHHH
npomoxon ucneimanuii Ne 5627 s om 06.09.2017 HJ1 000 HI] "@APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®JI40, Cepmughuxam POCC HU.®DM08.C94610 om 07.09.2017

JATA IPUHATHA JEKJIAPAIIMH 08.09.2017

NEKJLHPETTAR WRUCTBUTENBHA 110 01.08.2020
7?1' f’ Bacunenxo M.H.
{__donnucs O.U.0

o
g

“wies”  CBEJAEHHSI O PETUCTPAIIUA

OPFAH 10 CEPTH®UKALINH, 3APECTHCTPUPOBABIIHH JAEKJIAPALIAIO

RA.RU.11®MO8 OPTAH ITO CEPTHO®HKALIHH ITPOAYKIHH OBL[ECTBO C OI'PA HHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH IJEHTP KOHTPOJISI KAYECTBA",

aopec opzanusayuu: 105062, Poccun, 2. Mockea, @ypmannviii nepeynox, 10, 1, adpec opeaiia 1o
cepmuguxayuu: 115280, Poccus, 2. Mockea, yr. Macmeprosa, 4, 5, men.:(495)788-02-88, seb-caum: OYKRK.p.

HEMID KoHTpons | Rupenwo HU.B.
KERCMG 10 - PykoBoidTEN OpPTraHa




3A0 «@apmauesTuyecknii 3asoa ITHC»
1106 - Benrpus, Byaanewt yn. Kepscrypsn 3(-38,
Tenegon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

AT
. EGIS
) 4=

Cepruduxar kauecrsa Ne.: 4088K/2017./NR

HauMeROBRHHE NpenapaTa: Beraauu® PACTBOP LVIS MECTHOTO H HAPYKHOTO NPHMEHEHNIA 10% 30 ma

Cepus Ne: 3530N0817 Hara npouseoacrsa: 08.2017.
Homep ananuia: KGY/2017/4818 Fonen ao: 08.2020.
JaTa auanuia: 22.08.2017.
e el K 6a: fToayuennsie Tpedosanun:
pezyismansi.
Onucanne npenapaTa: Coors. Tpeb. PacTBOp TEMHO-KOPHYHEBOTO 1BETA, HE CONEpXKALIMH
B3BEWICHHBIX HIH OCAMAEHHBIX YACTHL

MognuHkocTs:

- AKTHBHBIH MHIPERHEHT: Coars. peb. LipeTHas peakius AOMKHA ObITh NONOKKUTENLHOH,

- ceoboauei fion: Coote. Tpeb. KauecTeeHHan peakuus JomxHa ObiTs OTPHUATENLHON

KonuyecTBenH0e cCORepRatue

KT, HErpeaHeHTa (THTPHMETPHUS ):

1,03 r/100 mMn

0,85 - 1,20 /100 mn (0,85 - 1,20% (M/0) Houa s pacrTsope)

pH pacreopa: 51 3,0-6,0
InoTHOCTL pECTBOPA: 1,03 r/mn (1,02 - 1,04) r/mn
Ofbem cogepautmoro ynaxkosku: 31,1 mn He Menee 30,0 Mn
Mukpobuoiora4yecKan
uneroTas**
- oBiiee uucno a3pobHeix
MHKPOOPIraHi3MOB! menee 10/r we Gonee 10° 8 | r npenapara
- ofuiee uucno rpubos: menee 10/r He Gonee 10" 8 1 r npenapara
- Pseudomonas aeruginosa: He BbIRBJEHO oTeyreTeue B 1 r npenapara
- Staphylococcus aureus: HE BLIABNEHO orcyTcTeHe B | r npenapara
¥naxosxa: CooTs. Tpeb. B COOTRETCTBHH C HOPMATHBHON AOKYMeHTALMEH
Mapxuposka: Coors. Tpeb. B COOTBETCTBHM C HOpMATHBHOH JOKYMeHTauAeH

w* . Hensimanus npogodam xaxcoui 200 Oaft nepaol cepliy, 3ames ORx kaxcoon 10-i cepuu, HOIMOMY GaHHbLI HOXASAMERL
Modcem Buinte He gruIoNen 6 cepmugdiuram xavermea

Mpeusmoaurens: 3A0 «Dapmanenrusecknit 3ssoa ITHC» 9900, Kepmenn, ya.Mavsm wupai 65, Bewrpun
DacopmuK,ynakoBmKE: ¢ A0 «Gapmanerruueeknil 3apex IHC» 9900, Kepumeny, yaMaraw supalt 65, Benrpus

BLIBYCKAIOMAR KOHTPOAL KauecTea: 3A0 «Papmancstuieckitil 3asex ITNUCH 9900, Kepmena, yu.MaTam xupaht 65, Beurpun

@upsms 3A0 «bapmanestuuccknit sasoa 3THC» (Bysanewr — BenrpHs) rapedrHpycr, 410 OpOMIBCACTRO YKAJAHHOTO B HACTORIRLM
cepTHbHKETE TIPENBPATE, AKMIONAR 10 YNAKOBKY M KOHTPOJh KEWECTRA, MONHOCTHID COOTBETCTBYET TpeGobakuam AcHcreyommx «lipapun
OPrainaLy NPOWIB0ACTEE ¥ KOHTPORS KAYECTBE NEKAPCTREHHLIX cpeacTsy (cGMP).

DUpMAa rAPAHTHPYET, YTO KAYECTBO YKAIAHHOIO B HACTOALUEM CEpTR(HKATE NPENapaTa COOTHETCTRYET TpeboBanuim
3ruC AHJ 2015-2685-RU-01

Képmena, 23.08.2017. ropa
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