-~ — — — EKJAPAIIMS O COOTBETCTBHUH

JNEKJIAPAHT, IPUHHUMAOIIHI JEKJIAPAIIHIO O COOTBETCTBHH

000 "3THC-PYC"

3apezucmpuposaro . MedcpailonHan uHCneKyus @®HC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mocksa,yn. Heana Ppanxo ,0.8. Tenegpon:8(495)223-01 -04,paxc:8(495)223-01-50
B nuye: I'enepanvuwiii Oupexmop Inopenvu Tamau

Josepennoe nuyo. 3unvenko H.C., dosepennocmp P-0]4 om 14.05.2018 2.

SAABJIAET, UTO

nexapcmeentoe cpedcmso: Tlunoavgex, pacmeop O BHYMPUBEHHO20 U GHYMPUMBIULEYHOZ0 88E0EHUA 25
Ma/mn 2 M, amnynbi (5), ynaKoexu Auetikosbie KOHMypHble (2), nauky KapmonHbsle, PV Ne IT N012682/02 om
25.10.2011 (dama nepeogpopmnenun 29.09.2014), cepun V00640118, napmus 4982 ynaxoeox, 200eH 00
01.01.2023, npouseoocmea 340 "Papmayeemuneckuii 3a600 IIHC”, Benzpus, EGIS Pharmaceuticals PLC,
1165 Budapest, Bokenyfoldi ut 118-120, Hungary, k00 OKIT2 21.20.10.256, koo TH B3/ 3004900002,
xorumpaxm Ne RUS 1/08.11.2013 om 08.11.2013, unsotic Ne 5451139 om 28.08.2018

COOTBETCTBYET TPEBOBAHHUSAM

11 N012682/02-251011 uzm. Ne 1-3

JEKJIAPAITAS IPUHSATA HA OCHOBAHUH

npomoxon ucnwimanuii Ne 5456 m om 07.09.2018 HIT 000 HI] "®PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®J140, Cepmudpuxam POCC HU . ®M08.C22479 om 07.09.2018

NAT ISR JEKTAPATIH 14.09.2018
| ] : "‘ CTBHUTEJBHA O 01.01.2023

Sunuenxo H.C.
UCH D.HU.O

CBEJIEHHUS O PETUCTPALINH

OPTAH ITO CEPTU®HKAITUH, 3APETACTPUPOBABIIHI JEKJIAPAITHIO
RA.RU.11®M08 OPTAH I10 CEPTH®HKALIHH ITPONYVKIIHH OFLJECTBO C OI’ PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPVIKHOH LIEHTP KOHTPOJIA KAYECTBA",
adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opzarna no
cepmugpuxayuu; 115280, POCCHA, 20pod Mockea, ya. Macmepkoéa, 0. 4, am. 5., men.:(495)788-02-88, eeb-

| caiim: oykk.pg.
JEKJIAPAITAA O COOTBETCTBHH 3APETMCTPHPOBAHA M2 POCC RU J-HU.®DM08.A.00852/18
JIATA PETHCTPAIIMU 14.09.2018
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EGIS
-l

3A0 «DdapMaueBTHHECKHIT 3aBOA ITUC»
1106 — Benrpus, Bynanewr, yi. KepectypH 30-38.
Tenedou: (36)-1-803-5554 Tenedake: (36)-1-803-5556

HaunMeHoBAHKE NPeNapaTa:

CepraduxaT KauecTsa Ne 2219/2018/LM

Munoabden” pacTeop 118 BHYTPRBEHHOTO H BHYTPHMBILIEYHOTO BBEACHHA 25 mr/ma 10x2ma

Cepus No: VOO6AD1 IS JlaTa NpoH3IBOACTBA: 01.2018.
Homep anaan3s: INJ/2018/1 19 Tonex ao: 01.2023.
JaTa aHadH3a: 19.03.2018.
[Moxasamenu Kayecmsa: Hoayuennsie Hopmsi:
Dpe3pabmantsi;
Onucaunsne: Coots. Tpeb. [Mpospaunsiii GeCUBCTHBIH MM € JSICHEIM OTTEHKOM
pacteop De3 3anaxa
HoaanunoeTs 1 Cootn. Tpeb. TCX 701KHa GbITH NONOKHTCILHOR
opnuunocts 2: Coors. Tped. I{peTHas peakuus 10kHa OsiTs HONOKHTEILHOH.
LiBeTHOCTB! Coots. Tped. Llger pacTeopa AomKeH OpITh HE HHTCHCHBHEC FTAIOHA GYs
caernee GY5
[IpospauHocTs: Coors. Tpeb. Pacteop A0mken Obith NPO3PAUNLIM B CPABHCHHA C BONOH
ANS HHBERIHA
pH: 59 50-6,0
Koandecraennoe onpeaeienne Coaepaanue NPOMETAZHHA THAPOXIOPHAA B T nipenapatd
(mumpumempus;: 24,51 mr/ i H0KHO GeiTk o1 23,75 10 26,23 M
KoauuecTseHHoe onpeeneHHe XJ0pHACB Conepaanue XI0pHAOR B 1M1 npenapata JOTKHO GbITh 01
(mumpusempus): 7,38 mr/ Ma 5,95 no 8.05 mr
[MocTropounue npumecs (TCX):
- H3OMPOMETAIUHA PHAPOXIOPHAL senee 0,03% ne Gonee 1,0%
- nipoMeTaIHHa CYAb{OKCHI: menee 2.5% ue Gonee 2,5%
- HEWACHTH)HUMPOBAHHBIC IPUMECH N0 0TI menee 0,1% we 6onee 0,5%
- CYMMa HCHICHTHQHUMPOBAHHBIX npUMecei: menee 0,1% He Bosnee 2,0%

Hinnexkaembiit o0bem: 2,1 ma fe mepee 2.0 ma
MexaHHYECKHE BKAKYEHHAL
- HeBHAHMBIE HACTHULL

- pamepom 2 10 mrm:

- pasmepom Z 25 micm:

285 wr./ami. we Gonee 6000 wr./amnyna

50 wr./ami. ne Bosee 600 wr./ammyna
- BHAUMBbIE YACTHUBL: OTeyTeTByioT

HOAKHBEL OTCYTCTBOBATH

CrepuabHOCTb: Coorg. Tped. [Ipemapar AomxeH ObITh CICPHIBHBIM
BaKTepHANbLHbIE JHAOTOKCHHBE sence 2 EDimn He Gonee 123 ED/mn

¥Ynaxkosra: Coors. Tpeb. B COOTBETCTEMH C HOPMATHBHOH NOKYMenTalueH
Mapkuposka: Coots. Tped. B COOTBETCTBHH ¢ HOPMATHBHON JOKYMEHTAIHEH

fpoussoanten: 3A0 «@apmanesruucckuil 3ason IHC 1168, Byaanewt, yi. Bexenndesyn 118-120, Beurpus
BacopmnkynakoBuHK: : 3A0 «DapmauesTracckui 32601 ITUC» 1165, BysanewT, ya. Bekenbeaan 118-120, Benrpus
Brinyckalomuil KOHTPOAL Kauecrsa: 3A0 «@apvauesTrdeckut 3arol ITHC 1165, ByaanewT, va. Bexenngeanu 118-120, Benrpus

dupma JAD «dapmanesTHICCKHil 32801 ITUCH (ByaanewT - Benrpus) rapaHTHpyet, ¥io NPORIBOACTHO VKARAHHOTO B HACTORUICM ceprudurare
NPERAPATA, BRAKMAR €10 YNAKOBKY H KOHTPOIh KAHCCTBA, HONHOTIBIO cooreeTeTRYeT TpeboBaNMAM ABACTRYIONINX «TIPREHIT OPTaHHIALIH
NPOHIBOACTEA H KOHTPOIA KAMECTAR ACKAPCTBCHHLIX CPECTE? {cGMP)..

HpMa FAPAHTHPYET, YTO KaYECTRO YKA3aHHOTO B HACTOALIEM cepTHUKaTE IPENAPATA COOTBETCTRYCT TpeGOBAHHAM
ITUC AHJ Ne 2010-0526-C/E/O.
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