JEKJIAPAIIAA O COOTBETCTBUAU

JEKJIAPAHT, IPUHUMAIOIIAI AEKJIAPAIIMIO O COOTBETCTBHH

000 "3ruC-PyC"

3apezucmpuposano : Mexcpaiionnan uncnexyus @PHC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Aopec: 121108, 2. Mockea,yn. Heana @panxo ,0.8.Teneghon:8(495)223-01-04, paxc:8(495)223-01-50
B nuye: I'enepansuviti oupexmop Snopernvu Tamaw

Hoeepennoe nuyo: Bacunenxo M.H., dosepennocms P-012 om 07.06.2017 2.

3AABJIAET, YTO
nexapcmeeHnoe cpedcmeo. Anzenun mabnemxu noxpvimsle nieHouHou oborouxou 5 M2 14 wm., ynaxoexu

Avelxogvie konmypHuie (2), nauxu kapmonnvie, PY Ne JIII-000228 om 16.02.2011 (0ama nepeogopmnenus
04.05.2016), cepus 6039B1017, napmun 20116 ynarosox, 200ex do 01.10.2022, npouseodcmea 340
“"@apmayeemuveckui 3a600 ITHC", Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut
118-120, Hungary, xo0 OKITJ2 21.20.10.236, koo TH B3] 3004900002, konmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, uneoiic Ne 5449804 om 04.01.2018 .

COOTBETCTBYET TPEBOBAHUAM
JIT 000228-160211 uzm. Ne 1-4

JAEKJAPAITUSA IPHHATA HA OCHOBAHHH _ ;
npomoxon ucneimanuti Ne 210 m om 22.01.2018 HJT OO0 HI] "@APMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU PM08.C05314 om 22.01.2018

Bacunenxo M.H.
OHU.O

CBEJAEHHS O PETUCTPAIIMU

OPTAH II0 CEPTU®UKAIIMH, SAPETHCTPUPOBABHINIA JEKJIAPALIMIO

RA.RU.11 ®MO8 OPTAH IO CEPTH®UKALIHH ITPOYKLHH OBLI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH [JEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpurayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, 5, men.:(495)788-02-88, eeb-caiim: oykk.pe.

JEKJAPALTHSI O COOTBETCTBUM 3APET'HCTPUPOBAHA N POCC HU. ®#M08.489615
JIATA PETHCTPAIIMH 23.01.2018

) ;
/%:/p’;(f’/ Hunenxo K.B.

TOMHACH Pyxoromutens OC




“ 3A0 «®apmauestuueckuii 3ason ITHC»

‘ EGIS 1106 - Benrpus, Bysanewt ya. Kepectypy 30-38.
N

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

Ceprudmkar kagecrsa Ne 5827/2017./Smaza

Haumenosanne npenapara: Amennn® Tabaersn NOKPLITHIE IUIEHO4HOI obosoukoit 8 mr 2x14

Cepns Ne: 6039B1017 Hata npoussoxcrea: 10.2017.

Homep ananusa: TAB/2017/2469 Fogen ao: 10.2022,

Jlara amannia; 16.11.2017.

Hokazameau Kevecmsa: Heavuennwe Hopmw:

C3VABIANILL

Onucanne: Coors. Tpeb, Benvie unu nowrn Genpie, kpyrase, ABOSKOBLIIYKAbIC Talnerku,
NOKPBITBIC nAcHOuHOR ofonouxoft, ¢ rpasuposkoit «E 381» ua
0aHON cropose. 0e3 3anaxa Han nouTy Ge3 sanaxa.

Honaunnocrs

- BOXX: Coors. Tpeb. BOXX aomxna Grith nosokuteasHol

-1CX: Coors. Tpeb. TCX nomina Goite noaowkHTENLHON

Koauuecrnennoe onpenenenne (BINKN):

101.9 % 01 95,0 20 105,0 % nosenesnna ruapoxnopuia / abn.
3,10 Mr/radn, 5,00 Mr £ 5% (o1 4,75 20 5,25 M1}
Noeroponnne npusecn (BOKX): (KOAUNECMIBO NPUMECET BLIPANCEHE & Mepecueme Ha QOHENe3wia
2udpoxaopud)
- mobas npUMech: 0.07% ne Goaee 0,20 %
- CYMMa IIpHMeceii; 0,13 % e Goaee 0,50 %

Pacrsopenne (nepexon AeHCTBYIOLErO BEWICCTRA B
pacteop) (Yd-cnektpodotomerpun):

98,8 ~ 100,0 %

ne mexee 80 % (Q) o1 HOMHHATBHOTO KONHUECTBA JefCTBYIOmEr o

X6=99,3 % BEIECTBA A0MKHO Hepeiti B pacTsop epes 15 mun
Cpeansin macea: 1294 mr 1292 Mr £ 7,5 % (01 119,6 10 138.8 mr)
Oanopeanocts 1o macee: 126,9 ~ 131.4 mr OTKIOHEHHE OT Cpeieli Macchl;
ans 90 % (18/20) Tabnerox - ue Honee = 7,5 %.
s 10 % (2/20) tabaerok - ue Gonee + 15 %
Pacnajaemoctn: I mun ue Donee 15 mun
Coaepxaune Boawi (Meroa Kapna Gumepa): 34% He Gonee 7.5 %
Oauopoanocts 103HPOBANNS
(BOXKX) (0aHOPOIHOCTR COMEPKEHNN): AVyp=24 Cornacuo Esp. bapwm.:
AV 215 (n = 10), conm yenosse He BUINOIHACTCS, TO
AV <15 (n = 30), u a8 30/30 1abnerok NOKPHTHX NIEHOUHOIN
oBostoukoll  KONHYECTBEHHOE coacpaRanne  AcHCTBYIOMEIO
BEILECTBA JO/DKHO HAXOANTHCS B HirTepaane 0,75xM ~ 1,25xM
Muxpobue oTHYLCKAR YHCTOTS: Kateropua 3A
- obiuee uncno aspobubix Gakrepuii: menee 10/r ne Sonee 10°8 1 1 npenapara
- obiuee wKeio rputos:; menee 10/r He Gonee 107 B 1 r npenapara
- Escherichia coli: HE BBIABIACHD OTCYTCTBHE B 1 F npenapara
¥Ynakopxa: Coots. Tped, B COOTBETCTBHM ¢ HOPMATHBHOH A0KYMEHTaNHEH
Mapkuposxa: Coors. 1ped. 8 COOTBETCTBHH C HOPMATHBHON AOKYMEHTAHCH

Hpoussoantenn: 3A0 «Dapmaucsruueckuii 1ason IHC» 1165, Byaanewr, ¥a. Bexenndeann 118-120, Benrpun
@acosmur,ynaKosuuK: : 3A0 «@apmaneBTH4eckHi 3a80a T HC» 1165, byaanewr, ya. Bexenndgenan 118-120, Benrpus
Brinyekawmui kourpoan kauecrea: 3A0 «@apmanesruaeckuil 3ason ITHC» 1165, ByaanewT, ya. Bexenbesnan 118-120, Benrpns

dupma 3A0 «bapyanestuueckuit sason DIUCH (bynanewt ~ BeHrpus) rapaHTHpYeT, 4TO NPOH3BOACTEO YKB38HHOIO B HACTORINEM
cepridikare npenapara, BKIKOMAR €10 YIIAKOBKY H KOHTPO/IS KAYECTBA, HONHOCTHIO COOTBETCTBYET TpedoBanKaM neficTeyrommx «fIpasun
OPraHU3aLHy DPOHIBOACTRA H KOHTPOM KaYCCTRA IEKAPCTBCHHBIX cpeactay (cGMP).

@ﬂpM& FapaHTHPYET, YTO KavyeCcTBO YKa3aHHOTO B HACTOSLLEM CEPTHQ)HKH.TB npenapara COOTBETCTBYET

tpebosannam ITUC AHJIL Ne 2008-4190/D-07/03-C/E.
s A9

Byaaneur, 1§, 12, 207
JAD~Gapuauesuteckuit 3asox A HC» A
' 4=p. Topuepue [Joporzsiu Karasun
. Kaanuduimposausoe AHuo

3 wr - Benrpus @ EGiIS

IkO0217/g

P
L)



