NTEKJAPALIMA O COOTBETCTBHU

JEKJAPAHT, IPUHUMAIOIHUA AEKJAPALMIO O COOTBETCTBHHA

000 "2I'HC-PYC"

Ceedenust 0 pezucmpayuu Op2anu3ayuu. MedwcpationHas uHCnexyus DedepansHoii HANO20801 cayoncvr Ne
> Mockee 12.04.2007, OT'PH 5077746558160, dama npuceoesus OFPH 12.04.2007.

Aopec: 121108, 2. Mockea,yn. Heana ®panxo ,0.8. Tene¢o}s.'8(495)223~01-04,d)axc.'8(495)223—01-50

B nuye: Ienepanbrbiii Oupekmop Ondpenvu Tamaw

Hosepennoe uyo: unuenxo H.C., dosepennocmo P-014 om 14.05.2018 2.

46 no

3ASABJSET, UTO
nexapcmeennoe cpedcmeo. Ianuoop, pacmeop ONAL BHYMPUBEHHO20 U BHYMPUMBIULEWHOZO geedenun 25 me/mn 2

Mn, amnyat (5), ynaxkoeKu AHEUKoble KOHMYPHbIE (2), nauxu KaGpMOHHbLE, PY Ne IT N012430/01 om 31.08.2010
(dama samenwi 14.12.2017), cepus V03840518, napmus 11293 ynaxogox, 200en do 01.05.2021, npouzeodcmsa
340 "apmayesmuveckuil 3aeod ITHC", Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi
ut 118-120, Hungary, ko0 OKITJ2 21 120.10.144; k00 TH B3] 3004900002, xonmpaxm Ne RUS 1/08.11.2013

om 08.11.2013, uneoiic Ne 5451514 om 12.11.2018

COOTBETCTBYET TPEBOBAHUSIM
TIN012430/01-141217

JNEKJAPAIMA MPHHSTA HA OCHOBAHUH
npomoxon ucnormaruti Ne 7311m om 27.11.2018 HJT 000 HLJ "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC HU.®OM08.C28559 om 28.11.2018

Pigst NEKJIAPALIAY 28.11.2018
ARt CTBUTEJILHA JI0 01.05.2021

/ﬂ : 3unyenxo H.C.
Wnnncb ®.HU.0

CBEJEHUSA O PEITICTPAIIMUA

OPTAH IO CEPTH®HKAILHH, 3APEFMCTPHPOBABIII U JEKJAPAITHIO

RA.RU.11®PM08 OPTAH IO CEPTHOHKALHH TPOAYKUHH OBLJECTBO C OF PAHUYEHHOH
OTBETCTBEHHOCTbIO "OKPY)HOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opaanusayuu: 1 15280, 2. Mocxkea, yr. Macmeproéa, . 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmucpuxayuu: 11 5280, POCCHAA, 20pod Mockea, yn. Macmepxosa, 9. 4, sm. 5., men. :(495)788-02-88, eeb-

catim: oyKKk.p@.
JEKJAPAIIUA O COOTBETCTBHUH 3APEFMCTPUPOBAHA M POCC RU JI-HU.®M08.A.08551/18

3 Junenxo U.B.
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3A0 «MapmauerTHUYECKHH 3aBOA BMHUC»
1106 - Benrpus, Byzanewr, ya. KepectypH 30-38.
Tenedon: (36)-1-803-53554 Tenedare: (36)-1-803-5556

HanMeHOBAHHE Npenapara:

Cepun Ne:
Homep anannia:
Jlata ananania:

Hokasamenu Kauecmed:

A e e

Onucanue:

TloaanHHeCT:
(1CX)

HoaaHHHOCTh:
(KOHECMBERHAR PEariii)

[Ipo3pauHocTh:
iiBeTHOCTE:

pH:

MexanuuecKue BKAIOMEHHR!
- HEBHIHMBIE YACTHUBL

- pazmepom = 10 MEM:

- pasMepoM Z 25 MKM:

- BHANMBIE YyaCTHUBIL

Poacteesnbie npumecn (TCX):
- TAIHA0

- moGast HEMACHTHY. IPHMECD!

- cymma npuMecedi:
Hassiexaempiii obbem:
BakTepHaabHbie JHIOTORCHHBL

CrepuabHOCTR:

KoanuecTBeHHOE OnipeaeIeHHe
(mumpumempunj’

Vnaxosra:
MapkupoBKa:

CepruduKaT KauecTsa Ne 3863/2018/TA

!"anﬂnop@ pacTBOp AA BHYTPHBEHHOIO H BHYTPHMBILIEYHOTO
pReacHns 25 mr/ar 10x2 ma

V038A0518 JlaTa npoHIBOACTBA:
INJ/2018/628 Toaen po:
18.07.2018.

05.2018.
05.2021.

Hloiyuennsie ge;ig'.fwmamw: H()QMM.'

[pospaunsiii, GeclBeTHBIE MM CBETIO-3EICHOTO ipera
pacrsop, Oe3 3anaxa

Coots. 1ped.

Coors. Tped. OCHOBHOE TIATHO HA XPOMATOIPAMME HCNLTYEMOTO
PAcTBOPA «A» N0 UBETY, PAIMEPan H penuuune Ry 10axno
COOTBETCTBOBATL OCHOBHOMY NATHY OCHUNKIAHA 1A
XPOMATOTPAMME CTRHIAPTHOTD PACTROPA «B.

Coors. Tpel. HutexcusHas pO30Bas OKpacka fpH A0GaBIeHnM

PACTBOPOB NEPMAHTaHATa Kaana 1 CepHOH KHCAOTHL Tipu
KUMSYEHH TOTYHEHHOTO PACTROPA - 3anax
Genszanbiaeruia

Coots. Tped. PacTBop A0KeH ObiTh NPO3PATHAIM

Coots. Tpebd. IiBer pacTBOpa AOIKEH GLiTh He 00/16¢ HHTCHCHBHBIM,
cpernee GY5 yes yratonn useTHocTH GYg wiiH BY- no Esp. ®apm.
6.0 Or1 5.5 10 6.5

ne Gosee 6000 wrr. / amnyna

ne Gonee 600 wr. / amMnyia

[pi BU3YAILHOM OCMOTPE MEXAHHUCCKHE BIOUCHNA
AOMKHE OTCYTCT BOBATH

88 wr./amnyaa
7 wer/amityna
Coors. Tpeb.

[GLIPANCEHO 6 NEpecueme Hl Benyuraana Gymapam)
He Gonee 0,5%

ne Goaee 0,5%

e Bosee 1,0%

ne MeHee 2.0 ma

menee 0,1 %
menee 0,01 %
menee 0,1 %
2,1 mn

menee 1,20 ED/ma Cozepaanue DaKTEPUATBHBIX IHIOTOKCHIOE JAOIAKHO
Guith menee 87.41 ED/ma

[Tpernapar 10mkeH ObITh CTEPHILIBIM.

B amnyse (2 ma): o1 47,5 40 52,5 mi

Genumkaana pymapard

B 1w or 23,75 10 26,25 mr

Genumknana ymapara

B cOOTBETCTRHH C HOPMATHBHOH NokyMeHTalmei
B COOTBETCTBHM C HOPMATHBHOH nokyMmeHTatmel

Coors. Tped.
49,6 mr/amnyna (2mi}

Coots. Tped.
Coors. Tpeb.

Tponinoauiens: 3JA0 «wapmanepTHUeC K 1801 ITHC» 1165, Byaanewt, ya. Bexennpenan 118-120, Benrpus
@acopumK.ynakosuk: 1 3A0 «DapMaueBTHYCCKHA 33804 ITUCH 1165, ByaanewT, yi. Bexenbhenn 118-120, Benrpus
Boinyexaonsil ROWTPo.ib KauecTsas A0 «DapMaueRTHILCKI 32BOA IFHC» 1165, byaanewT, ¥a. Bexennpenan 118-120, Benvpua

Qupma 3A0 whapMaleBTHYECKIH 3380 IPUCH (byaaneint — Beurpus) rapantupyer, wio [POM3BOACTBO YKAIAHHOTO B wacToAleM ceprHuKaTe
npenapara, SKIOYAA €0 YRAKOBKY H KOHTDO/b KAMECTBE, TIOAHOCTHIO COOTBETCTBYCT TpeboBaniaM NefiCTRYIOUIMX «lTpapun OpraHu3auni
NPOIBOACTBA H KOHTPONS KAUCCTEA JEKAPCTBEHHBIX CPEACTE? {cGMP).

DUpMa rapaHTHPYeT, YT KauecTso YKa3aHHOTO B HACTOALUEM ceprudukate npenapara COOTBETCTBYLT TpeboBannaM
yreepkaennoit HI Ne Tl N012430/01 - 141217,

By nareiwr,

24, 08, 2018
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A~ DapwancsTnuedrin Jasax STHC - _Jamg, -P. Topuepue Joporxasu Karaauu
Bynaneure- Bewrprs EGIS KsanuduinrposanHoe THUO




