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JEKJAPALIUSI O COOTBETCTBHHA

- JEKJIAPAHT, MPUHUMAIOIHA JEKJIAPALIMIO O COOTBETCTBHH

000 "ICHC-PYVC”
3apecucmpuposano : Mescpationnas uncnexyus @PHC Ne 46 no 2. Mockee OFPH 5077746558160 om

12.04.2007

" Aopec: 121108, 2. Mockea,yr. Heana @panko ,0.8.Teaepon:8(495)223-01-04,haxc:8(495)223-01-50
- B auye: Ienepanshsiii oupexmop Sudpensu Tavwaw
| Josepennoe auyo: Bacurenro M.H., dosepennocme P-012 om 07.06.2017 e.

3AABJSAET, YUTO
| 1exapemeennoe cpedcmeo: 3aurok matnemru 100 me 60 wm., gaaronwt (1), nauku kapmonnvie, PY N [1
N015639/01 om 17.03.2009 (oama nepeogpopmaenus 08.10.2014), cepua 5582N0517, napmus 13020 ynaxosok,

cooen 0o 01.05.2022, npouzsoocmea 340 "@apmayesmuveckuit 3acod IHC", Benepus, EGIS
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / 340 "®@apyvayeemuueckuil 3a600
IIHC", Benepus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, koo OKIL]2
21.20.10. 146, koo TH BO 3004900002, koumpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneouc Ne 5448975
om 02.08.2017

COOTBETCTBYET TPEBOBAHUAM
ITNO15639/01-180512 usn. Ne |

JEKJIAPAIIHA ITIPHHATA HA OCHOBAHUH
npomoxoia ucnvimanuii Ne 4974 s om 10.08.2017 HT OO0 HI] "®PAPMOBOPOHA", ammecmanm

axxpeoumayuu POCC RU.0001.21®J140, Cepmucpuxam POCC HU.®M08.C92541 om 11.08.2017

JIATA TIPHHSATUSA TEKJAPAUIIMH [4.08.2017
ol HCTBUTEJIBHA J1O 0/.05.2022

W T g
W _-[//';/7 Bacunenko M.H.
- TIOANUCH $.H1.0

CBEJAEHUSA O PETUCTPALIUHU

OPI'AH I10 CEPTU®HUKAILIMA, 3APETHCTPHPOBABIIHI JEKJIAPALIUIO
RA.RU.11®MO8 OPIAH 110 CEPTHO®HKALIHH ITPOIYKLIHH OBIIECTBO C O PAHHYENHOH
OTBETCTBEHHOCTHIO "OKPYVKHOH LIEHTP KOHTPOJIS KAYECTBA",

- aopec opeanusayuu: 105062, Poccun, 2. Mockea, @ypmannwi nepeyiox, 10, 1, aopec opeana no
| cepmugpurayuu: 115280, Poccus, o. Mockea, yr. Macmeproea, 4, 5, men.:(495)788-02-88, ee6-caiim: oyxk.peh.

JTEKJAPAIOUSA O COOTBETCTBHUHU 3APETHCTPUHPOBAHA Y POCC HU.@MOS. /(71875
ﬂATé‘mmPé}IH H /4.08.2017
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3A0 «PapmaueBTHYECKHIT 3ABOA 3IUC»
1106 - Benrpus, Bymanewt, yn. Kepectypu 30-38.
Tenedon:(36)-1-803-5554 Tenedaxc :(36)-1-803-5556

Ceprudnxar kavecrna Ne.: 3214K/2017./NR

Haumenopanue npenapara;

3ru.lmlc® rabaerxe 100 mr 60x

Cepusn Ne: 5582N0517 HAara npomssogersa: 05,2017,
Homep anaanaa: TAB/2017/1225 Toaen ao: 05.2022.
Hata anaausa; 30.06.2017.

{Tokazamenu kayecmag: f) e Hopasr:

E3VAbnIambyE.;

Onucanne npenapara: Coors. 1peb. Benwe wuam nourn  Geawe, xpyrimie, ABORKOBBITYKILIC
TabneTky, ¢ dackol, ¢ puckol Ha ool cvopowe u ¢
rpasrposkoi E 432 - na apyroii cropone, 6ea sanaxa.

MoaaunnocTs: Coorts. Tpes. TCX v V@ cnextp nomkHbt BhiTh TIONOKHTENLHBIMK.

Konuuectaennoe onpenenenne:

(V-crnexmpogromonempus) 101,0 srfrabs, 100,00 mr 4+ 5 % (95,0-105,0 Mr) Metonponona Taprpara/Taba

Hocroponnue npumecn (TCX): (konuveCmse  npuMeceil  @upaNCeHO & HEpECYeme O
MEMONPOROIG Mapmpan)

- mobas MpUMECh N0 OTAEABHOCTH: 0,3% He Gonee 0,3 %
- CymMMa NipHMecer: 03% ne Goneed,s %

PacTeopenne: 95,2 - 100,0 % He wmesee 75% (Q) 0T HOMHHANBNOTG  KONKHYECTR:

(V®-cnexmpodomontempus) Xe=982% .g;ﬁ::zymmem BEIIECTBA NIOMKHO nepelt © pacTsop 3a

Cpennan macca: 3200 mr 320,0 mr = 5% (304,0 - 336,0 Mr)

Ouaunopoasocts no macee: Coors. Tped. OTKAOHCHHE OT CPEAHeHt Maccut:
ans 90% (18/20) vabnerox — we Gonee + 5 %
ans 10% (2/20) rabnerok — ue Sonee + 10 %

Pacnagsemocts: 19 Mun e Gonee 30 mun

Morepsn B Macce npu BoicywRBaANRY: 1,8 % He Gonee 4,5 %

QanopoaHocTh ROINPOBAHKSA: AV = 2,1 cornacHe Esp. ®apwm.:

AV £ 15 (n = 10}, ccnn ycrnosue HE BLINONRASTCA, TO
AV < 15 (n = 30), w aas 30/30 rabierox konMuecTscHHOE
coaepxanne AeACTEYIOIIEr0 BEUIECTBA NOAKHO HAXOAHTHCH B
untepsane §,75xM-1,25xM

Muxpobuonornyeckas uncrora:

- obuee yucno a3pobnbx Gakrepuii: menee 10/r ue Gonee 10° B 1 r npenapara

- ofuee unucno rpudos: menee 10/ ue Gonee 10%8 1 r npenapara

- Escherichia coli HE BLARNEHO orcyrcraue B 1 r npenapara
¥nakoska: Coors, Tpeb. B cooTeercTBHM ¢ HODMaTHBHON AOKYMEHTaLMEN
Mapxuposiks: Coors. Tpe6. B cooTBETCTBHY C HOPMATHBHON AOKyMeHTalHEH}

Ipoussenutens: 340 «Bapmsuesrnycokuil 3asoa ITUCH 1165, Byaanem, ya. Bexeungeann 118-120, Benrpun
Dacorwnk,ynaxoswuns: : 3JA0 «DapmagerTuucexnit 3aoy ITHC» 9900, Kepmena, yn.MaTaw xupah 65, Benrpuu
Brinyckaomuil konrposs xavecrsa: 3JA0 «@apmatnerTuyeckuii 1anoa STHCH 9900, Kepmenn, yi.Maram xupait 65, Beurpua

Gupma 3A0 «PapmauesTHyccrrl 3a80n I HC» (Byzanewy — Benrpus) FAPaHTHPYET, ¥TO HIPOHIBOACTRO YKAIAHHOID B HACTORLIEM
CEPTHPHKATE NPENAPATA, BKAKYAR €10 YIIBKOBRKY H KOHTPONS KaUeCTBa, NOABOCTRIO cooTreTCTBYET TpedoBannam JAelicTayrontix «T1pasun
OPrasiaanii NPoulBOACTRA i KOHTPONA KAYCCTRA NEKBPCTREHHMX CpeacTen (CGMP).).

PupMa TEDAHTHPYET, YTO KAUECTBO YKA3AHHOIO B HACTOAWEM CepTH(HKaTE fipenapara COQTBETCTBYET
Tpebopanuam IMAC AHI N 2008-3115-C/E/O.

Képmenn, 04.07.2017. roga
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