NEKJAPAIIUA O COOTBETCTBUH

JTEKJTAPAHT, MPUHUMAIOIIAN JTEKJIAPAIIMIO O COOTBETCTBHH

000 "OI'HC-PYC”

Ceedenun 0 pe2ucmpayuu Opeanusayui. Meoxpationnas uHcnexyus DedepansHoii Hanozoeot caydichvt No 46 no
2 Mockee 12.04.2007, OT'PH 5077746558160, oama npuceoenus OI'PH 12.04.2007.

Adpec: 121108, 2. Mockea,yn. Hearna @panxo ,0.8. Te12edmu:8(495)223-01—04,¢akc.'8(495)223-01-50

B auye: enepanviotil dupexmop FHopenbi Tamaw

Jlosepennoe nuyo. 3unuenxo H.C., dosepernocms P-014 om 14.05.2018 .

3ASIBJISIET, UTO

Jnexapcmeennoe cpedcmeo: bemadun, pacmeop AN MeCmHO20 U HapydcHozo npumenenus 10% 1000 ma,
pnaxonwr , PY Ne 11 N015282/03 om 18.09.2008 (dama samenst 25.08.2016), cepus 7071N0818, napmus 1488
ynaxoeox, 200en 0o 01.08.2021, npouszeodcmea 340 "Dapmayesmuveckuii 3a600 STHC", Benapus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKITA2 21.20.10.158, koo TH B3]
3004900001, xonmpaxm Ne 2018/07/23 om 30.08.2018, uneoiic Ne 1300045 om 05.11.2018

COOTBETCTBYET TPEBOBAHUSIM

HIT 42-7907-02 usm. Ne 1 om 18.01.2005, usm. Ne I om 12.09.2012, usm. Ne 2, 3, 5, 6
JNEKJIAPAITHASI [IPUHSITA HA OCHOBAHHU

npomoxon ucnvimanuti Ne 7111m om 20.11 2018 HJT 000 HL "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmughuxam POCC HU.OMOS. C27923 om 20.11.2018

ISTTHSA NEKJTAPALINH 22.11.2018
EUCTBUTEJLHA JIO 01.08.2021

ﬁ/) 3unuenxo H.C.
( %HHCB .10

CBEJEHHSA O PETUCTPAIIMHA

OPTAH IO CEPTU®HKAIIMH, 3APEI'ACT PHPOBABIIHI JEKJIAPAITUIO

RA.RU. 11 ®M08 OPTAH ITO CEPTH®HKAITHH ITPONVKLHH OBLIE CTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XKHOH LIEHTP KOHTPOJIA KAYECTBA "

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxoéa, 0. 4, am. 5, nom. 1, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20poo Mockea, yr. Macmepxosa, 0. 4, om. 5., men.:(495)788-02-88, 8eh-
caiim: oykx.pg.

JIEKJIAPAITHSI O COOTBETCTBHH 3APEI'MCTPHPOBAHA M POCC RU J-HU.®M08.4.07869/18
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JAQ «®DapmauepTHYECKHH 3aBOA ArHC»
1106 - Beurpus, byaanewr yn. KepectypH 30-38.
Tenedon: (36) -1-803-5554 Tenedake: (36)-1-803-5556

Cepruduxar kauecTsa Ne.: 4685K/2018./NR

HaumeHoBAHNE NPEUAPATA: Beragun® pacTsop ANS MECTHOIO M HAPYKHOTO npumenenns 10% 1000 ma

Cepus No: 707INOE1S Jlara npou3BoaCTBA: 08.2018.
Homep anaxu3za: KGY/2018/5256 Toaen A0: 08.2021.
Jata anaamia: 07.09.2018.

[lokazameny Kayecnea: Hoayyenisie Tpebosanun:

pe3yipmanmibi;

Onucanse npenapara: Coorn. 1peb. Pactsop  TEMHO-KOPHHYHEBOIO  UBETH,  HE copepKami
BIBELLEHHBIX MM OCAMABHHBIX HaCcTHIL
Hoamnnocts:
- AKTHBHBIH WHIPEIHCHT: Coots. Tpeb. [{serHas peaxuus 10KHA ObiTh NOROKUTENBHOH.
- ceoGoaHbIA HOML Coors. Tpeb. KadecTeenHAR peaKuus 10niHa 6uiTh OTpHUATENBHOT
Ko HgecTBEHHOE COAEPAKANNE AKT.
HHrpeAHenTa (THTPUMETPHA ) 1,03 v/100 mn 0,85 - 1,20 /100 w1 (0,35 - 1,20% (m/0) Aoja B pacTBOpe)
pH pacraopa: 33 3,0-6,0
TlaoTHOCTH PACTBOPAS 1,02 rima (1,02 - 1,04) rimn
OfbeM COXEPRUMOTO YHAKOBKHI 1016,5 mn ne menee 1000,0 mn

MukpoGRoNOrHYecKasn SACcTOTA: Y
- obee Yucno asp.

MHKpPOOPTaHH3MOB! npomnyLueH ue Gonee 107 8 1 r npenapara
- obutee uncio rpubos: TpoTTy WieH ne 6onee 10" 8 1 r npenapara
- Pseudomonas aeruginosa: NPONYLIECH orcyTeTeHe B | T npenapata
- Staphylococcus aureus: nponyueH ApoIyeH
Vinaxosxa: Coors. Tpeb. B cOOTBETCTBHK € HOPMATHBHOM JOKyMeHTatHel
Mapkrposka: Coots. Tpebd. B cOOTBETCTRIM ¢ HOPMATHBHOI NoKyMeHTalieH

% . Hensimanus nposodam xaxcdeiti 200 O NEpeoil cepu, samem Anq kawoon 10-it cepui, NOIMOMY OGHHBLIL HORAZAMEND
stoocem Beims He BKTIOUEH 6 CEPMUUKAm Kauecmed

Mpowssoaureas: 3A0 «apMaleBTHICCKREA 33RO ITHC» 9900, Kepamen, ya.Marsim wkupaii 65, Benrpus
Macopuk,ynaxesmuk: : 3A0 «apmauesTHYCCKIUI 38801 IFUCH 9900, Kepmena, yaMaraw kupail 65, Benrpan
BrinycKaomuil KONTPOIhL KA4ECTRA: A0 «PapmanesTuHecKuil 32801 ITHC» 9900, Kepyenn, ya.Maraur kupait 65, Benrpus

®upva 3A0 «DapMalCBTHHECKHA 3a3BOJ 3MUC» (Byaaneurr - Beurpus) rapanrupyer, 4ro APOUIBOACTBO YKAZAHHOIO B HACTOAMIEM
cepTHdUKATE NPCHAPATA, BKMOYAN €70 YIAKOBKY ¥ KOHTPOIIh KaYecTRA, NONHOCTBIO COOTRETCTBYET tpebosanusy aelicTayionmx «lipasun
OPranu3aiHy NPOHIBOACTEE ¥ KOHTPO/IA KaueCTsa nekapersennsx cpeictsy (cGMP).

upMma rapaHTHPYET, ¥TO Ka4ecTBO yKA3aHHOTO B HACTOAINEM cepruduKaTe npenapara CoOTBETCTBYCT TpeGoBaHHAM
3IAC AHJL 2015-2685-RU-01

Képmena, 11.09.2018. rona
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