JEKJIAPALMSE O COOTBETCTBHHU

JIEICJIAPAIIT, HPMIIHMMOI][Hﬁ JEKJAPATIHIO O COOTBETCIBHN
000 "3rHC-PYC”

Coeeiia @ PeaUcHpaifu ap armieiaii. Meapa
2 Mockae 12,04, 2007, OF'PH 5077746558160, dama npHCHOens O1'PH 12.04.2007.

Aopec: 12 1108, 2. Mockaa,yn. Heana Dpanxo ,0.8. 7'(:}:3{]30;::8(49.‘5}223 0104, hare.8( 495)223-01-50
B muye: enepanuuniit duperniop Jndpenvtt Tastaut

Jlosepennoe auo: Junnenxo H.C., doaepennocntt P04 om 14.05.2018 .

flosast HHCHCRUA dedepanniion nanozoaoin cayadioy Ne 4G 1o

FASIBJSIET, UTO
HERAPCINGENHOE Cpedcieo: Bemaou, pacmaop O AICCiocs i HAPYHCHOZO NpUsSICHeN 10% 30 A, (haaronn

(1), natiKU Kapiiontivie, PY Ne 11 NO15282/03 om 18.09.2008 (dama 3asieitdl 25.08.2016), cepus 6671 PI0IS,
napmus 15200 ynaxoaok, 200en 00 01.10.2021, npowseodenad 340 "(Dn,u.\mr;cmmmecmu‘é saa00 ITHC",
Benepus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly wl 65, Hungary, koo OKITA2
21.20.10.158, kod TH BOJ 3004900001, konmparn Ne 2018/07/23 om 30.08.2018, nnaoiic Ne 1300067 om

04.12.2018

COOTBETCTBYET TPEGOBAHWAM
HIT 42-7907-02 u3. Ab [ om 18.01.2005, uzm. Ao 1 om 12.09.2012, uss. N2 3,56

JEKJIAPALLUSL NPUHHTA HA OCHOBAHHH
npontoKon wenvimarit Ne 787 1xm om 20.12.2018 HJ1 000 HI{ “hAPMOBOPOHA", ammecman

aKkrpedumai POCC RU.0001.21 @J140, Cepmueprixan POCC HU.DMOS. 30582 om 20.12.2018

Fuuuenro H.C.
®.HO

CBEJEHWS O PErACTPAIIUA

OPrAH INO CEPTHOUKALIMH, 3APEI‘HC‘FPHPOBABIHHﬁ JEKJAPALIMIO

RA.RU. 11®M08 OPTAH 11O CEPTHOHKALHH IT POAYKLHH OBH{ECTBO C OI'PA HHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIXHOH LEHTP KOHTPOJIS KAHECTBA",

adpec oparu3aIuN: 115280, 2. Mockea, ya. Macmeprosa, . 4, am. 5, nom. I, ko, 1, adpec opeand 10
cepmpuranue 115280, POCCHZ, 20pod Mockad, yi. Macmeprooa, 0. 4, an. 5., men, :(495)788-02-88, aeb-

caiin: OYKK.p.
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3A0 «apmaueBTHYECKHil  3aBOA ITUC»
1106 - Beurpiia, bynanewt yi. Kepecrypu 30-38.
Tenedon: (36) -1-R03-3554 Tenedaxc: (36)-1-803-5556

CeprudHuKaT KauecTsa Ne.: 4814K/2018./N-DE

HauMeHoBaHHE npenapara: Beraauu’ PacTBOP A% MECTHOIO W HAPYAHOTO NPHMEHCHHS 10% 30 M

Cepun Ne: 6671P1018 Jata NPOH3BOACTBA: 10.2018.
Homep anannia: KGY/2018/6019 oaen ao: 10.2021.
JlaTa apajin3al 17.10.2018.

[Toxaiame/ild Kauecmea: floayuennsie Tpebosanus:

pesya bHIGHbE:

OnucalKe npenapara; Coots. Tped. Pactop TEMHO-KOPHYHEBOTO  UBETA, He cojepkauni
B3BEILCHHBIX WIH OCAKICHHBIX HaCTHLL
{loa/HHHOCTE:
- AKTHBHBIH HHIPEIHEHT: Coots. Tped. {lgeTHAsS PEAKIIH A0KHA GLiTh IONOKUTENLHOM,
- ¢goboaubi# HOA Coots. Tped. KayecTBEHHAR PEAKLMA 10KHA ObiTH OTPH HATEABHON
Ko/4ecTBEHHOC COAEPIKaHMe
AKT. HHIPEAHEHTA (THTPUMETPHSA)! 1,02 r/100 Mn 0,85 - 1,20 /100 Ma (0,85 - 1,20% (m/0) Hona & pactBope)
pH pacrsopa: 5,0 3,0-6,0
[110THOCTH pacTBOpa: 1.03 rima (1,02 - 1,04) r/mn
Ofnem COAEPRAMONO YIIKOBRH: 30,7 ma e menee 30,0 M1t
MukpoOHoaOrHYeCKas
yneToTa**
- oBiiee YHCIIO adPOOHBIX
MUKPOOPTaHH3MOB! menee 10/ we Gonee 107 B | r npenapara
- obutee uncio rprbos: menee 10/T ne Gosiee 10' 8 1 r npenapara
- Pseudomonas aeruginosa: HE BLISBICHO orcyrorane B | 1 npenapara
- Staphylococcus aureus: HE BbIABICHO OTCYTCTBHE B | 1 npenapata
YnaKoBKa: Coote. Tped. B COOTBETCTBHH ¢ HOPMATHBHOM JOKYMCHTALMEH
MapK#poBKa: Coorts. Tped. B cOOTBETCTBHH C HOPMATHBHOI poxymenTaunei

*% . Henbumanus nposuoin KaNeOwil 200 AR NEPEOL CEPUW, 3dmeM oax xaxcooi 10-t cepuit. ROIMOMY GanHetil HOKA3AMEb
Mosicem Gbimp HE GIIIOHEH € cepmughuxam kauecmed

flpon3BoanTeiL! 3AQ «PapMaueBTHHECKHA 3ABOA THC» 9900, Kepyena, yaMarsi wupait 65, Benrpus
MacopmAK.yaKoBuHK: 1 3A0 «®a puanesHiecKHil 38041 JUHCy 9900, Kepmena, vaMarsur wupail 65, Benrpus
BuinycKa0usi KONTPOIb KaHeCTBa JAQ «DapMaleBTHHECKHI 3aB0A HC 9900, Kepmena, yaMarsm wupadl 65, Beurpus

dupma 3A0 «DAPMAUCHTHUCCKIH 33801 IUC» (Byaanews — Beurpni) rapasTHRyer, 410 [IPOH3BOACTEO VKA3EHHOTO B HACTOAMICM
ceprudmrare npenapan, BXAI0MEA €r0 VIAKOBKY M KOHTPOIb KAUECTRA, MUIHOCTRIC COOTBETCTBYCT TpebOBAHHAM ACHCTRYROIMR «Ilpasii
OpraHH3aIMH NIPOR3BOACTEA H KOHTPONA Ka4ECTBA HCKAPCTBEHHBIX cpescien (cGMP).

dupMa rapaHTHpYeT, MTO KauecTso YK@3aHHOrO B HACTOALIEM cepruuKaTe npenapara cooTeTcTRYET TpeOOBAHMAM
MUAC AHJI 2015-2685-RU-01

Képmen, 18.10.2018. rona
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