JEKJIAPALIUS O COOTBETCTBUU

HAEKJIAPAHT, MIPUHUMAIHUHA JEKJIAPAIIMIO O COOTBETCTBUU

Q00 "3I'HC-PYC"

3apezucmpupoearo : Mesicpaiionnaa uncnexyus @HC Ne 46 no 2. Mockee OFPH 5077746558160 om
12.04.2007

Aopec: 121108, 2. Mockea,yn. Heana @panko ,0.8.Teaedon:8(495)223-01-04, harc:8(495)223-01-50
B auye: 'enepanvnoiir oupermop ndpenvu Tavau

Hoeepennoe auyo: 3unvenxo H.C., dosepennocmp P-014 om 14.05.2018 2.

3AMBJISIET, UTO
Aexapemeennoe cpedcmeo: Merunpamun matinemiu nokpeimetie niexounod obonouxol 25 mz 50 wm., aaxons:
| (1), nauxu kapmounsie, PY Ne JIIT-001750 om 02.07.2012 (0ama zavmenn 03.07.2017), cepust 1778N0218,
napmus 17450 ynakoeox, 2oden do 01.02.2021, npouseodcmea 340 "@apmayesemuyecxuii 3a600 STHC",
Beunzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / 340
"@apvayesmuvecxuit 3a600 SI'HC", Benepus, EGIS Pharmaceuticals PLC, 9900 Kormend, Maryas kiraly ut
65, Hungary, koo OKII/]2 21.20.10.236, koo TH B2 3004900002, rkoumpaxm Ne RUS 1/08.11.2013 om
08.11.2013, uneouic Ne 5450902 om 04.07.2018

COOTBETCTBYET TPEBOBAHHUAM

| I 001750-020712 uzm. Ne [-4

- AEKJIAPALIHSA MPHHSITA HA OCHOBAHUH
nponioxon ucneimanui Ne 4563 m om 24.07.2018 HIT OO0 HI] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpurxam POCC HU.OMO8.C19033 om 24.07.2018

Ll 3unuenxo H.C.
nﬂ@lﬂrc&. ®.H.0
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CBEJEHUS O PETUCTPAIIUUA

OPT'AH IO CEPTU®HKALIUH, 3APETHCTPHPOBABILHI JEKJIAPALTUIO
RA.RU.11OM08 OPI'AH I10 CEPTH®HKALIHH ITPOJ VKIJHH OBLECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH IJEHTP KOHTPOJIS KAYECTBA"
aodpec opzanuzayuu: 115280, 2. Mockea, yr. Macmeproea, 0. 4, sm. 5, nom. I, kom. ] , @aopec op2ana no
cepmucpurayuu: 115280, POCCHA, 2opod Mockea, yx. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
canum. oykk.pep.
- AEKJTAPALIHSI O COOTBETCTBHUH 3APETHCTPHPOBAHA N POCC HU. DM0O8.707974
ﬂATA:r?Er‘XIfCT?AgHH 24.07.2018

Bpecn LY ef?%
. \ / Hunerko H.B.

ra4B2CTES ¥
(J}'?.‘C{i.' 10
.=-'__46;,7(::‘_1£;n‘1H(Z_;Hﬁ(iyu g ’

ATIRET

MOAMUCH Pykorayimtens OC




3A0 «®apmanesruueckuii 3asoa  3THC»
1106 - Benrpus, Byaaneur, ya. Kepecrypn 30-38,
Tenedon: (36)-1-803-5554 Tenedaxe: (36)-1-803-5556

Ceprudukar kavecrsa No.: 2382K/2018./NR

Hauuenosaune napenapara:

Ceprin Ne: 1778N0218
Homep anaanza: TAB/2018/580
Hara anamusa: 03.04.2018.

Horusamenu kauecmea: Hoayuenusie
Lokaiamenu Kauecmea: Lfodyennbie

pe3yeame::
Onucanue: CooTs. Tpeb.
Hosanunocrs: Coora. Tpeb.

KOJHE‘I?CTBL‘HKOE onpeaeaenne

{ Yd3-cnexmpaq’)amu_wmpm) : 24,88 mr/ 1abi. nn.of.

Hocroponnue npusmecu (TCX):

- UMHHOANOe HIn:

- moGol eanHngHoi
HEHICHTHPHIMPOBaHHOH NpRMecH:

= CYMMa npuMeceii:

Pactaopenne (.‘r’fib«cnexmpmpamu.m:mpzmj:

Menee 0,] %

sMenee 0,1 %
Menee 0,2 %
98,8 - 102,5%
Xe=101,2%
154,8 mr
Coots. Tpeh.

Cpenunn macea:
Oanopoanocte no macee:

HloTeps 8 macee npu BhICYHIHBRHHM: 1,7%
Oxsoponsocts aoimponanus
(V(D—mexmpmpomcwempux): AV =22
Mukpobuonoruseckas uncrora:

- obIee YHCAO a3pobiusix OaxTepuii: MeHee 10/r
- obuiee wHeTo rpubos: smexHee 10/

- Escherichia coli:
¥nakeska:

HC BBIABICHO
Coora. Tpeb.
Mapxuponka: Coors. Tped,

Mpoussoanteas: 3A0 «DapmanesTuueckuii 3asos ITHCy 1165, byaancuir,
Dacosmux,ynaxosunk: 340 «@apmanesTiueckuii 3anog I HCy
Bumyekawomuit Kourpoa kavecrsa: 3A0 «Dapmauestuveckuii 1a

Meaunpamnn® raénerxn HOKPLITHIE HAEHOUHOI 000104K0# 25 Mr S0x

Aara npowssoacrsa: 02.2018.
Fogen no: 02.2021.
Hopsvi:
Kpacso-kopuunesne KpyIihie JIBOSKOBBIITY KiLIE

TabNeTKH, NOKPHITEIE NACHOYHOI 0BonoYKON, © MatoRoii
NOBEPXHOCTRIO, DE3 Hin toyTH B3 sanaxa,
Y®-ciextp  nornomenus u  TCX J0AKHBI
HONOKHTENLHEIMH,

Onite

25,00 Mr+ 5% (or 23,75 10 26.25 M)
(07 95,0 a0 105,0%) nvunpamuna THAPOXAOPHIA B 01HOH
Tabnerke

ne Gosee 0,3%

ne Gonee 0,3%

He basee 1,0%

He menee 75% (Q) HMHIPAMUHA THAPOXJIOpHAA Yepes

45 Mun

154,0 mr £ 7,5% (o1 142,5 110 165.6 M)

Orxnouenne or cpeanedi Maccar:

ans 90% (18/20) Tabnerok - ne Gonee & 7,5%,

ans 10% (2/20) rabaetok — ne Gonee + 15%

He bonee 4,0%

Coraacno Enp. Dapu.:

AV €15 (n = 10), ecan yenosue ne BBINOAHSAETCH,

TO AV < 15 (n = 30), u asa 30/30 Tabrerox NOKPbITLIX
N7IEHONHOH  OBONOYKOR  KOTHYECTBCHHOE COUePKaHHe
ACHCTBYIOUMIETO  BEMIECTBA  A0MXHO HAXOMUTLCH B
nHTepBase 0,75%M - [,25xM

Kareropus 3A

He Gonee 10°a 1 ¢ npenapara

He Bonee 10°8 1 ¢ npenapara

oTeyrersme 8 | r npenapara

8 COOTBETCTRUH C HOPMATHBHOI 10Ky MenTaLNEH

B COOTBETCTBMH C HOPMATHBHO AOKYMeHTauMei
ya. bexensdenu i 18-120, Benrpus

9900, Kepwena, ya.Marsi Kupail 65, Benrpus
B0 ITHC» 9900, Kepaena,

yaMaram kupaii 65, Benrpus

Dupma 3A0 «Dapmanestiseckuii sason BTUC» (Bynanemrr — Benrpua) rapastupyer, yro NPOH3BOACTRO YKA3AHHOFD B
HACTOAWEM CepTHUKaTe npenapata, sklouas ero YDAKOBKY H KOHTPOAL KauecTna, NOMHOCTA CooTBETCTRYET TpefoRaumam
AeticTRYIouX «[Tpasnn oprauusauny TIPOMIBOACTBA W KOHTPONA KAYECTRA AEKAPCTBEHHEX cpeacran (cGMP),

Dupma rapanTHpyer, uTo KauecTso y

ITHC AHJ N 3THC AHA N 2015-3325-RU-01.

Képmeny, 03.04.2018. rona

KasaHHOrO B HACTOALIEM CepTuduKare 1 PEHApaTa COOTBETCTRY @F TREGOBAR MM
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