AEKJIAPAHT, MPUHUMAIOUIHN AEKJAPAITMIO O COOTBETCTBHH

000 "3rHC-PyC"

3apezucmpuposaro : Mesxcpaiionnas uncnexyun PHC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mockea,yn. Heana Dpanko ,0.8. Tenehon:8(495)223-01 -04, paxc:8(495)223-01-50
B nuye: I'enepanvhwiii Oupexmop Dudpernvu Tamaw

Hosepennoe nuyo: 3unyenxo H.C, Oosepennocme P-014 om 14.05.2018 2.

JAABJSIET, UTO

Rexapcmeernoe cpedcmso: Cynpacmun, pacmeop ona exympueennozo u GHYMPUMbLULEYHO20 86eders 20)
me/mn 1 mn, amnynel (5), ynaxosxu aueiixogpie konmyproie (1), nauxu xapmonnvie, PY Ne IT NO12426/02 om
31.08.2010 (dama 3amens 17.04.201 7), cepust 28A0618, napmus 18518 Yhaxoeox, z0den do 01.06.2023,
npouséodcmea 340 "Papmayesmuveckusi 3ae00 OIHC", Benzpus, EGIS Pharmaceuticals PLC, 1165
Budapest, Bokenyfoldi ur 118-120, Hungary, xoo OKIIJT2 21.20. 10.256, koo TH B3] 3004900002, Konmpaxm
Ne RUS 1/08.11.2013 om 08.11.2013, uneosic No 3451217 om 17.09.2018

COOTBETCTBYET TPEEOBAHUSIM

1T N012426/02-170417

AEKJIAPAITMSI IPUHSTA HA OCHOBAHHUH

npomoxon ucnetmarui Ne 6014 m om 02.10.2018 HJT OO0 HI "PAPMOBOPOHA", ammecmam
akxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC HU. ®MO8.C24060 om 02. 10, 2018

3uHuenko H.C.
O U0

CBEJEHUSI O PETUCTPALIUA

OFT'AH IO CEPTH®UKAILIHAH, 3APETHCTPUPOBABIIWI AEKJIAPALTHIO 3
RA.RU.11DMO8 OPTAH IO CEPTHO®HKAIIHH ITPONYKIIHH OBLECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOM LEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, ya. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockaa, yn. Macmeprosa, o. 4, sm. 5., men.:(495)788-02-88, ge6-
caum: oykx.pg.

JIEKJIAP%%H{I O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-HU.®M08.4.02769/18
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3A0 «®@apmauesTiyeckuii sapon 3TUCH

( EG’S 1106 - Benrpus, Byaanewr, ya Kepectypn 30-38,
s

Teneon: (36)-1-803-5554 Tenegaxc: (36)-1-803-5556

Ceprudurar kavecrna Ne 3943/2018/LM

Haumenosanue fpenapara: Cynpacrun® PACTBOP 415 BHYTPHBEHHOIO H BHYTPHMBIIIEYHOI O BBEJEHHHA,
20 mr/ma 5x1 ma

Cepun No: 28A0618 Mara npoussoacrea: 06.2018.

Homep anaamaa; INJ/2018/829 Foaen neo: 06.2023,

Hara ananuaa: 07.08.2018.
lloxazameny Kauecmigy: Hoayuennsie Hopmsi:

CIVAB MG
Onucanue: Coora. Tpe6. Hpospaunwii  Gecunernurii BOAHGIH  DACTBOP €0 Chabhm
XapaKTepPHbIM 3aaxom

Hoanunnocrs: Cootr, 1ped. Y®-cnekrp u TCX nonwuni Surrs NONOKHTCHBHBIMH,
Koanuecrsennoe onpeaeneHue Or 19,0 20 21,0 Mr LIOPOHAPAMUEA THAPOXIOPHAE B | M1
{ Y(D—cnenpm]mmmcrpm): 19,8 Mr/mn npenapara
Poacreennbie npumecn (TCX): (npumecu svipaxcens: ¢ AEpecueme a xaoponupamuna HCl)

- moBast enunnynag TIPHMECK: 0,1% He Gosee 0,5%

= CYMMa npumMecel 0,1% He Gogee 2,0%
Ugernoers: Coota, 1ped, Hpenapar aomxen BBLUIEDKHBATH CPABHCHHE C HTATOHOM Bs.

cBeTaee By

Mpoipaunocrs: CooTs. Tped, HNpenapar nomxen Grrrs NPO3pAUHBIM
pH: 6,5 01500070
H3prexaemuiii o6uem: L1 v He mexee 1,0 ma

Mexaunyeckue YACTHUBI:
© HEBHAMMBIE YACTHUBI

= pasmepom 2 10 micm: 166 urr./amn. ne Gosee 6000 wr./ammyna
= pasMepom 2 25 micm: 7 e /amm. He Gonee 600 . /ammya
= BHIHMBIE YACTHILLI: Oreyrerayior Hpy Busyansuom OCMOTPE MEXAHHYECKHE BKIHOUCHUS N0/ Hb
OTCYTCTBOBATH
Crepuasnocrs: CooTs. Tped. Hpenapar nomxen Gurrs CTEPHIIbHbBIM,
baxrepuannusie IHAOTOKCHHLI: MeHee 3 ED/va Mpenemsnoe conepanse e Gonee 175 ED/mu.
¥Ynaxoska: Coors. Tpef. B cootsercramm ¢ HOPMATHBHOR AoKyMeHTanmeli
Mapxuposska: Coora. Tpeb. B cootBeTcTBNM ¢ HOpMaTHBHOI AOKyMeHTauHel

Hpouzsoanrens: 340 «@apmanenTaneckuil sanon ITHCH 1165, Byaanemr, ya. Bexennpesnn 118-120, Benwrpus
DECOBUMK,YNAKOBUHK: ; 3A0 «@apmanesTuucccuii 3a801 ITHO» 1165, Byaanewr, ¥Aa. Bexeundenan 118-129, Benrpun
Baanyckamomui KOHTpOL Kavecrsa: JAQ «®g PManerTHueckuil 39801 ITHC» 1165, Byaanewrr, ya. bBexennheann 118-120, Benrpus

Gupma 3A0 «DapmanesTuteckuit 1anon DI HC» (Byasnewr - Benrpua) FAPanTHpYer, wro npomssoacrso VKa3aHHOTO B HacTomweM
cepruukare npenapara, prmouas EF0 YMAKOBKY W KOHIPOAS KauectTsa, NOAHOCTLIO COOTBETCTRYET ‘TpeSopanksiM Aefcrayiommy «Ipasun
OPraHA3aUNH HPOHIBOICTRA H KOHTDOJIH KaYECTBA ICKAPCTBEHHBIX cpencray (cGMP),

Dupma rapanTHpyer, YTo kauecrso YKA3AHHOTO B HACTOSILEM cepTHMKaTe Tipcnapara cooTreTCIByeT TpehonanmsM
Yroepmaennoi HTINO12426/02 - 170417 .
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