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000 "3rHC-PYC" :
3apezucmpuposano ;| MeacpaionHas uHCNeKyus OHC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007 ; _
Adpec: 121108, 2. Mocxea,yn. Heana @parxo 0.8 . Tenegpon . 8(495)223-01 -04,paxc.8(495)223-01-50
B nuye: lenepansnuiii Oupexmop IHOpenbu Tamaw

Jlosepennoe nuyo: Bacunenxo M.H., dosepenrocms P-012 om 07. 06.2017 2.

3AABJIAET, UTO

JNlexapcmeentoe cpeocmso: IMunonsghen pacmeop 01 6HYMPUBEHHO20 U GHYMPUMbIULEYHOZ0 86E0CHUA 25 me/mn
2 mn, amnyavt (5), ynaxKoexu A4euKosble KoHmypHoLe (2), nauxu kapmonnsie, PY Ne I N012682/02 om
25.10.2011 (dama nepeogpopmnenus 29.09.2014), cepus X098B1017, napmus 6878 ynakosox, 200ew 00
01.10.2022, npoussodcmsa 340 "Dapmayesmuneckuii 36600 SIHC", Benzpus, EGIS Pharmaceuticals PLC,
1165 Budapest, Bokenyfoldi ut 118-120, Hungary, xod OKIIJ2 21.20.10.256, koo TH B3] 3004900002,
xowmpaxm Ne RUS 1/08.11.2013 om 08.11 2013, uneoiic Ne 5449833 om'12.01.2018

COOTBETCTBYET TPEBOBAHUSIM

IIN012682/02-251011 uzm. Ne 1-3

JXEKJIAPAITUSI ITPHHATA HA OCHOBAHHMH ool g f ] e
npomoxon ucnsimanuii Ne 554 m om 31.01 2018 HJT1 000 HI[ "®APMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC HU.®M08.C061 63 om 31.01.2018

LTV NEKNAPALUHH 05.02.2018
{CTBUTEJBHA JI0 01.10.2022

Bacunenko M.H.

Chonucs -

CBEJEHUSI O PETUCTPAITAM

OPT'AH IO CEPTH®HKAIIAH, 3APEIMCTPUPOBABIITHI JEKJIAPAITHIO
RA.RU.11®MO08 OPTAH 10 CEPTHOHKALHH ITPOAYKLIHH OBLECTBO C OIrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxea, yr. Macmepxoea, 0. 4, sm. 5, nom. I xom. 1, adpec opzana no
cepmudpuxayuu: 115280, 2. Mocksa, yn. Macmeprxosa, 0. 4, 5, men. . (495)788-02-88, seb-caim: oyxk.p.

JEKJAPAIIMSA O COOTBETCTBHH 3APEFTMCTPHUPOBAHA X POCC HU.®M08.90969

Tuaenxo U.B.
Pyxosomutens OC




- = 3A0 «®apmauesTuveckuii 3ason IFHC»

‘ EG'S 1106 — Benrpus, Bynarewr, yi. Kepectypn 30-38.

Tenedon: (36)-1-803-5554 Tenedaxc: (36)-1-803-5556

Ceprudukar xagecrna Ne 5621/2017/TA

HaumeHoBaHHE NpERApaTa: Munonbden” pacTBOp I BHYTPHBEHHOTO H BHYTPHMLILIETHOTO BBEACHHS 25 mrima 10x2 ma

Cepus Ne: X098B1017 Jlata npoM3BOACTBA: 10.2017.
Homep anaansa: INJ/2017/1526 Foaen no: 10.2022.
Jara anannsa: 27.11.2017.
Hoxazamenu Kauecmsa: Hoayuennsie Hopmsi:
peayabmantbi:
Onucanne: Coors. Tpeb. Tlpozpadnslii  Gecusersulii WM € 3CACHBIM  OTTEHKOM
pactaop 0e3 3anaxa
MoanuusocTs 1: Coots. 1peb. TCX nomkHa OLITH NONCKHTEALHOH
TloanunnoeTs 2: Coota. Tped. LiBeTHas PeakiHs A0JKHA GHITh NON0KKTENEHOH.
{ipeTHOCTS: Coors. Tpeb. LlBeT pacTsopa A0/DKeH ObiTh HE MHTEHCHBHEE 3TAN0HA GYs
ceeriee GYs
Mpospaunocrs: Coors. TpeG. Pactsop ACAKEH OBITh NPO3PAYHEIM B CPABHCHMM C BOAOH
1% HHBEKTIMA
pH: 57 50-6,0
KoanvecTBeHHOE OnipefelieH e Coepiasne IPOMETA3MHA THAPOXIOPHAA B 1M1 Nperiapata
(mumpusmempus): 24,43 Mr/ Ma 10IpKHO OITh 0T 23,75 10 26,25 Mr
KonHyecTBEHHO ONpeeieHHe XI0pHI0B CoepkaHne XJI0PUI0E B [l Ipenapata 10awHO Guilh 01
(mumpusmempus}: 7,23 mr/ ma 5,95 no 8,05 mr
Mocroponnue npumecu (TCX):
- MI0NPOMETAIHHA THAPOXAOPHIL menee 0,03 % ue Gosee 1.0%
- IPOMETAIHHA CYNbYOKCHIL menee 2,5 % re Gosee 2,5%
- HEHACHTHQHUHMPOBAKHBIC MPHMECH 110 OTAL: menee 0,1 % e Gosee 0,5%
- eyMma HenaeHTHUUMPORAHHBIX nprvecel:  menee 0.1 % ue Gonee 2,0%
Hasaexaemblil 06bem: 2,2 Ma He meHee 2.0 i

MexaHHyecKHe BKJIIOYEHHA!
- HEeBHAHMBIE YACTHULI

- pasmepom 2 10 mxm: 49 wr./aMn. ue Goaee 6000 wr /ammyaa
- passiepoM 2 25 mrm: 2 wr./amn. He Gonee 600 wir./ammyaa
- BHAHMbBIE YACTHILBE Oreyterayor [Ipn  BH3YAILHOM OCMOTPE MEXaHWUCCKHE BKIOHMCHHA
JIOTKHbE OTCYTCTBOBATE
CrepnibHOCTh: Coots. Tped. Ipenapar nojoken GLITH CTEPHIbHBIM
BaxTepHalibHbie IHAOTOKCHHLE menee 2 ED/mn He Gonee 125 ED/ma
YnakosKa: Coortr. Tped. B COOTBETCTBHH ¢ HOPMATHRHOH JOKYMeHTauMeH
Mapxuposka: Coorts. Tpeb. B COOTBETCTEAHU C HOPMATHBHOM AOKYMEHTaIUEH

fiponiseanresan: 3JA0 «PapmanesTyyecknii 3ason ITHCH 1165, byaanewr, yi. Berenndesyin 118-120, Benrpus
Dacopmuk.yuakesuuk: : 3A0 «Dapmauestnueckuil 3asoa I UC» 1165, bynanewr, yu. Bexenngenau 118-120, Beurpuas
Brnyckaomuit KouTpoib kasecrsa: 3A0 «PapMauesTHHCCKHEA 32801 ITHC» 1165, Byaanewr, va. bexensdeann 118-120, Benrpan

Gupsa JAO «apmatestiyeckui 3asoa ITHCH (Byaanewt — Benrpua) rapaiinpyer, 410 NpOMIBOLITE0 VKA3AHHOTO B HRCTOAMEM cepTHMKaTe
npenapara, BRAKMAN €70 YIAKOBKY H KOHTPOAL KAYCCTRL, NOSHOCTHIO COOTBETCTBYET TpeBopanuam geltcTyiomux «TIpaBui OpraHHIattH
NPO3IBOACTBA H KOHTPO/IA KAUECTRA ICKAPCTBEHHBIX CPECTRY { cGMP)..

Dupma rapasTHPYET. YT0 KaYECTBO YKA3AHHOTO B HACTORIUEM CEPTHMKATE NPENAPATA COOTBCTCTBYCT TpeboBAHMAM
ITHC AHJ Ne 2010-0526-C/E/O.
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