000 "2rHC-PYC"

3ASIBJSIET, UTO
nexapcmeennoe cpedcmeo: Tpandarcus,

16087 ynaxogox,
EGIS Pharmaceuticals PLC, 1165 Budapest,

COOTBETCTBYET TPEBOBAHHAM
11 N013243/01-290319

NPomoKon ncnoimanit Ne 446341 om
arxpedumati POCC RU.0001.21®J140,

ey

CBEJE

OTBETCTBEHHOCTBIO
adpec opzanusauu: 11 5280, 2.

caiim; oyKK.pe.

PATINH 14.08.2019
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Caedenns 0 PeNCIpayi OpeaHusaifi: Mexcpaiionnas
2 Mockee 12.04.2007, OI'PH 5077746558160, dama npt
Aopec: 121108, 2. Mockea,yn. Heana ®paiko ,0.8. Tenepon.8(495)223-
| B nuye: Nenepansibili Oupexmop Kutamodp Mevwucnas Ckyn
Jloaepennoe nuio: 3unvenxo H.C., dosepenHoCHIb

TH B3 3004900002, kowmpaxi Ne RUS 1/08.11.20

NEKJIAPAISI O COO

i JIEKJIAPAHT, MPUHIMAIONHA JEKJAPALIAIO O CcO
s

mabnemxu 50 2 10 1
xapmounsie, PY e 11 NO13243/01 om 16.09.2011 (dama 3
200en do 31.03.2024, npouseodcmiea 340
Bokenyfoldi ut 118-
13 0m 08.11.2013,

JNEKJAPALMS IPUHSATA HA OCHOBAHHUH
13.08.2019 HJI 000 HL
Cepmugpuxam POCC

OPTAH IO CEPTHOUKALMH, JAPE'ACTPHPOBA
RA.RU.11®M08 OPTAH 110 CEPTHOHKALIHH 1TPORYKL,
wOKPYHOH LIEHTP KOHTPOJIA KAYECTBA",
Mockea, yn. Macmepkosd,

cepmudgpuxayuu: 11 5280, POCCHHA, 20pod Mocxea, yi. Mac

48 om 01.07.2019 2.

9. 4, am. 5, nom. I,
meprosa, 0. 4, 3m. 5., men.:(495)788-02-88, aeb-

TBETCTBHUU

OTBETCTBHU

O PECTUCTPALIUUA
BUIM JEKJAPALIMIO
Wi OBLLECTBO C OI'PAHHYEHHOH

wienexyua dedepanvrot neno20a0i cayicbor Ne 46 1o
«caoenus OIPH 12.04.2007.

01 —04,(]){1«'{:.’8(495)223'0}-50

(1., YHAKOBK I ANEHKOGHIE xoumypieie (6), nauxku
vienst 29.03.2019), cepus 523340319, napmun
"PapmaneeninecKut sae0d IIHC", Benzpus,
120, Hungary, ko0 OKII2 21.20.10.235, %00

uneoiic Ne 5453004 om 05.08.2019

“BAPMOBOPOHA", ammecmaii
HU.®M08.C46131 om 14.08.2019

~ 3uwuenxoHC.
®U.0

xoa. 1, adpec op2ana ko

JEKJAPAIIAA O COOTBETCTBHH 3APETMCTPUPOBAHA M POCC RU JI-HU.®M08.4.331 75/19
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5
( EG'S 1106 - Benrpus, bysanewt, ya. KepeCiypy 30-38,
N4

Tenedou: 36-1-803-5554 Teaedakc 1 36-1-803-5556

Ceprudukar Ka4ecTsa Ne 3077/2019/TA

HaumenoBauue npenapara: rpali;’lal&t‘nﬂg rabaerkn 50 mr 6x10

Cepug Ne: S233A0319 Jata nponIBeACTBAl 03.2019.

Homep anannial TAB/Z019/1 886 T oaen 10 31.03.2024.

Jara ananusa: 04.07.2019.

[Hpkaaameiu Kauecrad: Tloayueinsie pespavmanst:  Hopysl:

Onncanne: Coor. 1ped. Kpyritpie, HIOCKHE TabACTRH B BRAC AHCKE, Getoro

cepoparo-Oeaoro usera, thackoil, ¢ IPABHPOBROH
SGRANDAX! 1a 0480 CTOPOHS # L pHeKod B apyrai
cropone. Ge3 Janaxa Wil DOHTH {3 3anaxa

HoaanHuoETL ¢ Coorr, 1ped. B peayisare peakinm ¢ cepuoll KHCADTOH
fRaueCmEeridn pearyis) KORUCHTPUPOBANHOH PACTBOP ipuoliperaer opankcanil

HBCT. K(\]‘ﬂ)l}h{i"! np#H \:pnﬁammnua ﬂ'}i)i'i({iﬁ KHCIOTRI
KOHLICHTPHPOBAHACH HEPENOART B TEMHO-KPACHbI.
FloaauunocTs-; Coora. Tped. VD eneitpbl HOMTOINICHIS HCTILITYEMOTO 1
(.S'(Pucnefcmpmpom(mempun} CTANAADTHOTO PACTROPOB, NPHTOTOBAEHHLIN i)
KOAMMCCTREHHOTO OfIPEICHCHUA. B oBAaCTH AANH BOIH
o1 220 710 350 HM AOIIKHE HMCTh OJHHAKOBYIO dopmy
kpuBOi. MaKCHMYMBI [FOTOLICHHA JONKHBE
HAXOATECS NIPK IANHAX BOTH
238+ amu (311 % 2) Hm.
Cpeansn Macea u 178.6 mr 180.0 mr £ 7.5% (o1 166,5 10 193.5 mr)
GAHOPOAHOCTE NO Macce: Coots. 1peb. O7AOHCHHE OT CpeaHeli Macchl:
1w 0% ( 18/20) 1ab. - He Honee * 7.5%
A0 10% (2/20) Taba. ~ He Gonee + 15%
Pacrsopenne R - 100 % He senige 73% () OT HOMHHAALHOTO ROAHHECTRA
(Y r-crermpohamosMempial. Ke=99% AefICIRYIOHILTO BELECTRA JAONAHA HEpCHIH B PRCTEOP
qepes 13 MEBYT

. A o P
Boaa: (muiipogauue no semaoy Kapaa 38 % ye Bonee 6.0%

Duuepa)
Poacrpennnie npumecy (BAX):
- 00a% eAHBHNHAS WIACHT. IPHMECHT  MEHCC 0.03% e Bonee 0.20%
- mohas CAMRRYHAN HEHACHT
[IPHMECH menee .03 % e fosee 0.10%
- CyMMa RpUMeceit senee 0,03 % e Boace 1.00%
OaHOPOAHOCTH A03HPOBAHHE: AVio=30 AV < 13,0 (n = 1), ecam YCAOBUE e BHIHOAHACTCH, 1O

AV < 150 (n = 30), u aag 30/30 rabaerox
KOAHUCCTBCHHOE CONCPKANNE ACHCTBYIONIEND BELECTA
JO/DKHO HAXOJQHTHEH B HHTEpRANT 0,75*M — 1,25*M

Mukpobuoaeruyecwan gucTora” Coors, Tpet. Kareropus 3A

KoanuecTBEHHOE ONPeJeIeHHE

{ .\‘fb-c‘rrexmpeJrf)rim{mc.mpu.ﬁ): 4903 mr/rabn, 50.00 Mr = 5% {or 47.50 10 57 50 m1)
rodmsonama/rabaerka (07 95.0 a0 105.0%)

Ynakoara: Coots. Tpeh. B co0TBETCTRIE ¢ HOPMATHBHOH A0K} MeHTAIMCH

MaprupoBra: Coots. Tped. 1 COOTBETCTRIH ¢ HOPMATHBHOH AOKYMEHTAHNLH

¥ Hepeoyasppoe uCnuimaHie. SeptoAnSeMeR (15 NEPBOT CEPIL €X0ETHANE, GRATEE dan kawcapie 100 copuie, 1o He MEHee Ued G1A HoHOH Ceprii 8 200,
HOIRIOMY CaHHB HORQENCIL MONCEN Suith HC BRACHEH 6 CEPATIIKIM RAUeCraa.

Hipommoaniean: JA0 «DapMatte BYHUCCKIH 1RBOT IHCOH 1165, byagnemv, ¥ Bewennheann 118120, Benrpua
@acopumryiarosuin: 340 whapyaucBIHHECRHT 33804 Ny 1165, Byaanewt, yit. bexenbe s 118-120, Benrpuy
BLiycKaioniii RoHTPOE KauecTal A0 «DapmaueBTHUECKHH 12801 IFHCH 1168, byaanewir, ¥1. Bexeungeran 118-120, Benvpaa

Dupma 3AO ahapMBLEBTHICCKIT 53801 AHC» (Byaanensy - Benrpri) CAPMHTIPYET, HTO BPOIIROACTRO VRAJHHONO B HACTOALEN ceprihrare
npeftapaTa, BEMONAE €10 VIAROBKY W OKOHTDOMb KAUECTRA, NOAHOCTHID COOTRETCTBYCT TPeGOBZHIM ACHCTEYIONUN «[ipagna opramisaiym

HPOHIBOACTRA H KORTPOIM RANCCTRA nexaperReHnbix cpensTey (€GM Py

(t}'ﬁj’.\?\"& %'ap(l}i"i‘i’ig)}’("?. YTO KAYECTRO YKA3AHAOTO B HACTOAIIEM - CEpl ii(l)iih‘l’]%c (peHgpaTa COOTBETCTRYET i*pc&oammmi

vrpepmaenaoi HA 11 N013243/01 - 290319, .
Byaanewt., {1 YL 19 :'kroqa 7 a N o e
i L AT ’ FA0-Gapmanesraueckut Jasoa 3 LIy N | /

Bynaneurs - BeHIDHA
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