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JTEKJAPAIIUSL O COOTBETCTBUH ||

| JIEKJIAPAHT, HPHHI’IMAIOHH/IH )lEKJIAPAU,I’IIO 0 COOTBETCTBHUH
000 "DrHC-PYC”
| Ceedernus o peaucmpaiull opeanusayuiL Meaicpaiionnas URCNeXyu ®edepantHol na020601i caycor Ne 46 no
\ > Mocxee 12.04.2007, OI'PH 5077746558160, dama npuceoerun Or'PH 12.04.2007.
Adpec: 121108, 2 Mockea,yr. Heana Opanxo ,0.8. Tbﬂe¢on:8(495)223-01-04,¢am.'8(495)223-01-50
B nuye: Tenepanviblil Oupexkmop Duopenvu Tamaut
Jlosepennoe Muyo: Junuenko H.C., 008epeHHOCHb P-014 om 14.05.2018 .
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3ASIBJISIET, UTO

| Jexapcmeenioe cpeocmeo: Cynpacmut, pacmeop O GHYMPUBEHHO20 U GHYMPUMBIULEHNOZO ggedenun 20

i! mefma 1 ma, amnynel (3), ynakosku aueiikogbie koumypHote (1), nauxu xapmonnoe, PY Ne IT N012426/02 om

l 31.08.2010 (dama 3amenst 17. 04.2017), cepus 40B1018, napmui 74179 ynaxogox, 200€H 0o 01.10.2023,

| npousgodcmea 340 ”d)apMaueemuuecxuﬁ sag0d DTHC", Benzpus, EGIS Pharmaceuticals PLC, 1165

\ Budapest, Bokenyfoldi ut 118-120, Hungary xo0 OKII/[2 21.20.10.256, ko0 TH B3I 3004900002, koumpaxm
k Ao RUS 1/08.11.2013 om 08.11.2013, unsoiic N 5451800 om 11.01.2019

COOTBETCTIBYET TPESOBAHUSAM

11 N012426/02-170417
| JIEKJIAPALIMST NPUHATA HA OCHOBAHUN
| NPOMOKOI ucnvimanuii Ne 421m om 28.01.2019 HJT 000 5184 "®APMOBOPOHA", ammecman axkkpedumau
\ POCC RU.0001.21®JI40, Cepmugpuxam POCC HU.®M08.C32472 om 28.01.2019

3% JIEKJIAPAITHU 29.01.2019
T CTBUTEJBHA 10 01.1 0.2023

3unuenxo H.C.
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‘ CBEJIEHUSI O PErMCTPALIIU

OPTAH I10 CEPTUD®UKAILIAH, 3APEI‘I/ICTPHP08AB1HHVI JTEKJAPAITAIO

RA.RU.11®OMO8 OPIAH 110 CEPTHOHUKALIAH ITPOJ VKIJHH OBLJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAUECTBA",

| adpec opeanusayuu: 11 5280, 2. Mockea, yn. Macmepkosa, . 4, am. 5, nom. I, kom. 1, adpec op2aia no

| cepmugpurayuu. 115280, POCCHH, zopoo Mockea, yi. Macmepxkoéa, 0. 4, am. 5., men.:(495) 788-02-88, geb-

| caiim: OYKK.p-

| NEKJIAPAIIASL O COOTBETCTBHU 3APETMCTPAPOBAHA M POCC RU J-HU. OMO8.A.14003/19

JIATA PErMCTPALIMM 29.01.2019
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<+ 3A0 «(bn;manenmllccxuﬁ sason IIHC»
1106 - DBeurpssa. Byaanewr, Y Kepectyp# 30-38.
Teaedou: (36)-1 -803-5554 Tenedakxe: (36)-1 -803-5556
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CepTHduKaT KaiecTsa Ne 49/2019/TA

HauMeHoBaHHE Ipenaparas Cynpacruus.pacTsop 1% BHYTPHBEHHOTO H B}ly’fpummmetmoro pBREICHHS,
20 mr/ma 5x1 ma

Cepun Ne: 40B1018 Jiara npoM3BOACTBA: 10.2018.
Homep anausas INJ/2018/1706 Tonew AG: 10,2023.
JlaTa anaaHia: 16.11.2018.
Hoxazamel 4 a: Hoayyegntsle Hopmb:
OnucaHune: Coote. Tpel. Tlpo3pautbii GeciseTHBIH  BOHBIH pacteop €O crabnim
XapAKTEPHBIM JANaXOM

ToaanHHOCTE: Coots. Tpeb. y-cnexrp u TCX 1070KHbL GRITH NOTOKHTEBHEIMI.

KonnyecTBenHoe onpeaeaeHne Ot 19.0 20 21,0 M1 x10ponupaMuiia rrnpoxtopuna B 1 M1

{Y@-crrcxrpﬂdmmmevpm): 20,1 Mrima npenapara

PoacTBenHbie NPHMECH {(TCX): (npumecy BEIPANCERbL 8 nepecxeme Ha XAOPORUDAMURA HCl)
- moGas eHIaHas PUMECE: 0,1 % 3 ne Gonee 0.5%
- cymma npumecei 0,1 % fie Gonee 2.0%

HiseTHOCTL: Coors. Tpeb. [1penapatr A0/IKEH BHIICPRHBATE CPABHEHUE © yranonoM Bs.

cnernee By

Tpo3pauiHoCTh: Coors. Tped. [Ipenapar A0JKCH GhITh TPO3IPAUHEIM

pi: 6,5 Or502070

Hapnexaembiit o0bem: 1.0Ma ; ne meHee 1,0 M

MexaHHYECKHE YACTHLBI
= HeBHAHMBbIE YacTHilkL

- pasMepom 2 10 mEm: 46 wT./aMi. ye Gonee 6000 wr./amiysa
- pazmepom X 25 MKm: 2 wir.famn. e Gonee 600 wr./amnyia
. BHAMMBIE MACTHLUBL QreyTeTBYIOT Tlpn BH3YAIBHOM OCMOTPE MEXaHMHECKUE BKTIOUCHHS JOMTAHE
OTCYTCTBOBATE
CTepHiabHOCTE: Coors. 1peb. Tipenapar A0JKEH GITh CTEPHABHDIM.
bBaxTepHaibHbie IHAGTOKCHHBIL menee 2 EDMa TIpenebHOE CONCPAARHT ue Gonee 175 ED/mn
YnakesKa: Coots. Tpeb. BB COOTBETCTBHH € HOpMATHBHOH JAOKYMEHTaLHEH
MapKupoBKa: Coots. TpeO. B COOTBETCTBHM € HOpMATHEHOH aokyMeHTauHeit

TlpouIBOANTE b A0 «@Apmutb‘rmemun sasoa ITUC» 1165, Byaanewm, vi. Berennpeann 118-120, Benrpna
4 coBUIHK,Y TIKOBUINKD 3A0 «G’apmucmwucuuii Japoa ITHO» 1165, Byaanewrt, ¥4 Bexenbheain 118-120, Benrpus
BrinycKai0mui KOHFpoib wauecTsa: JA0 «apma pepTHuecKul 3aBOA IHC» 1165, Byaanew, ¥i. Bexenbenan 118-120, Benrpnst

dupma 3A0 «DapMaLECBTUCCKHR 3aBO1 SACH (bysanewT = Beurpust) rapaHTHpyet, 4Io APOHBOACTEO YKa3AHHOTO B HACTORIICM
cepriduraTe nNpenapata, pRMOuAn €70 YNAKOBKY H KOHIpONbL KAUECTBY. NOAHOCTBIO COOTBETCIBYET TpefoBannAM aetcrsyionnx «Tpasii
Opranu3ausg {IpON3BOACTBA M KOHTPOAA KAUCCTBA JICKAPCTBEHHBIX CPCACTEY {cGMP).

Dupma rapaHTHPYeT, HIo KauecTRO YKA3aHHOIO B Hactosuien cepridukare [ipenapata CooTRETCTBYET TpebOBAHNAM
y'raepmennoﬁ HA [IND12426/02 - 170417 .
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