NEKJAPAITUSI O COOTBETCTBUU

JEKJIAPAHT, NPHHUMAIOI U JEKJIAPAITVIO O COOTBETCTBHH

000 "3rHC-PYC"

3apezucmpuposano : Medicpaiionnas uHcnexyus OHC Ne 46 no 2. Mockee OT'PH 5077746558160 om
12.04.2007 '

Adpec: 121108, 2. Mockea,yn. Heana ®parxo ,0.8. Tenegpon8(495)223-01-04, parc:8(495)223-01-50
B nuye: I'enepanshuiii dupexmop Hopensu Tamaw

Jogepennoe nuyo. Bacunenxo M.H., 0osepenrocmo P-012 om 07.06.2017 2.

3AABISET, UTO

nexapcmeerinoe cpedcmeo: Crmumynomon mabnemiu noxpwimeie nieHounot obonouxot 50 me 10 wm.,
ynaxoexu avetikossie konmypuvie (1), nauxu kapmonnbvie, PV Ne IT N0O13940/01 om 08.04.2009 (dama
nepeopopmnenusn 09.10.2014), cepus J41P0917, napmusa 1700 ynaxosox, 200et 00 01.09.2022, npouzeoocmsa
340 "®apmayesmuueckuii 3a600 II'HC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly
ut 65, Hungary, xod OKITJ2 21.20.10.236, koo TH B3] 3004900002, xoumpaxm Ne RUS 1/08.11.2013 om
08.11.2013, ungotic Ne 5449470 om 14.11.2017

COOTBETCTBYET TPEBOBAHUSM

11 N013940/01-080409 (T 42-12145-08 usm. Ne 1-3)

JEKJAPAIIUSA IIPUHSATA HA OCHOBAHHUH :
npomoxon ucnsimanuii Ne 7895 m om 28.11 .2017 HJI OO0 HI] "®APMOEOPOHA", ammecmam
axkpeoumayuu POCC RU.0001.21 /140, Cepmugpuxam POCC HU.®M08.C01633 om 29.11.2017
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CBEJEHUS O PETUCTPAIIUHA

OPTAH I10 CEPTUPHKALIUH, 3APECMCTPUPOBABIIUNA NEKJTAPAITAIO

RA.RU. 11 ®M08 OPTAH 10 CEPTHOHUKALIHH TIPONVKLHH OFLECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH LIEHTP KOHTPOJISI KAYECTBA",

adpec opzanusayuu. 105062, Poccus, 2. Mockea, ®@ypmannsiii nepeynox, 10, 1, adpec opeana no
cepmucpuxayuu: 115280, Poccus, 2. Mocksa, yn. Macmepxosa, 4, 5, men. :(495)788-02-88, seb-catim: oyxk.pep.
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A 3A0 «®apmauesrruecknii 3asog ITHO»
( Benrpus - 1106 Bynaneurr, yn. Kepectypu 30-38.
Tenedon: 36-1-803-5554 Tenedake : 36-1-803-5556

Cepruduxar kauecrsa Ne.: 5305K/2017./NR

HaumenoBaHHe Npenapara: CruMyJ10TOR", TaBAeTKH NMOKPHIThIE IUIEHOHOH 000/104K0H 50 mr 1x10

Cepuas Ne: J41P0917 Jara npouisoncrsa: 09.2017
Homep ananusa; KGY/2017/5662 Tonen no: 09.2022.
JlaTa aHanu3a: 27.09.2017.
Hoxazamenu xayecmea: Honyuennsie Hopasi:
pesyiabmansi:
Onncanne npenapara: Coors. Tpeb. Benple WM nouTH Genble, ABOAKOBBITYKAbIC TabBNeTkH MOKPLITEE

rienouxofi oBonoukoii, osaneHoll dopmm, ¢ rpasuposxofl «E
271» Ha oIHO¥ B ¢ PHCKOJ - Ha Apyroit cTopone; Be3 sanaxa.
HoagnuHHOCTE QeHCTRYIONIETO

BeHecTsa: Coors. Tped. B2XX nomxna GwiTs nonokUTENEHOR
KoanuecTaennoe onpeaeicHne
{(BIXX): 53,65 Mr/rabn. 55,95 mr + 5% (53,15 — 58,75 wmr) ceprpanuHa
ruApoXtopHaa/Tatn, Wi
47,94 mr/rabn. 50,00 Mr % 5% (47,50 — 52,50 mr) ceprpaymna /Tabn.
(95,0 ~ 105,0%)
TocToponnue npumece (BIXKX): {XoTUMECMBO NPUMECET] BbIPANCENC 8 NEPECHEmE HO cepmpanin}
- mobag WISHTH(HIL. TPHMECH! menee 0,01 % ne Gonee 0.3%
- mobas HeHaeHTHOHULL NPHMECE: menee 0,01 % ne Gonee 0,1%
- cyMMa npumMeceii: menee 0,01 % ne Gomee 1,0%
Pacreopenne (BOKX): 93-98% He menee 80% (Q) o7 HOMMHAIEHOIO KOJHYECTBA CePTpaiHHA
X 6= 95 % FHAPOXTIOPHAA JHOMKHO NIEPefTH B PACTBOP Yepes 45 MURYT
Cpeanss Macca: 153,3 mr 158,0 mr = 7,5% (146,2 — 169,9 Mr)
OTRAOHERHE 0T cpeliHed Macchl: Coors. Tpeb. ans 90% (18/20) Tabnerok - He Bomee + 7,5%;
ans 10% (2/20) tabnerox - ve Gonee = 15%
PacnagaemocTs: 1 mun se Gonee 15 MuH (¢ AHCKAMH)
Muxpobnoiornyeckas uncrora:™ Kareropus 3A
- obiee wncH0 adspobHBIX GakTepui: menee 10/r ne 6osnee 10° B 1 r npenapara
- oBmee yncno rpubos: menee 10/r we Gonee 107 8 1 r npenapara
- Escherichia coli: He BINBJIEHO oTcyTeTBHE B | I npenapara
Vnakosia: Coors. Tpeb. B COOTBETCTBHH C HOpMATHBHON A0KyMeHTalKel
MapkupoBKa: Coors. Tpeb. B cOOTBETCTBHM ¢ HOPMATHBHON JOKYMEHTAUHEH

L uCHWMANUE RPOSOORM KaNCOBIl 200 1% NEpeol CEPUU, 3amex OIR KaXCOol 10-git cepuu, noamomy dannbii noxasamens Maxcem Goime He
SKTIONER 6 CEpMuduKam xauecmesd.

Hpomsonwrenn: 3A0 «DapmauesTuueckHil 38801 3CHUC» 9900, Kepmena, v Marsum xupait 65, Benrpus
@acosuak,ynakosmuk: : JAO «dapmanestiueckiit 3asox STHCy 9900, Kepmeny, yi.Marsm kupaii 65, Benrpus
Branyckaiomuii KoHTpoas Kavecea: 3A0 «PapmauesTateckuil 3a80a STUC» 9900, Kepmena, yr.Marsm xupaii 65, Benrpas

®upua 3A0 «@apmanestuueckuii 3ason I UC» (ByaanemT — BeHrpya) FapaHTUPYET, YTO POH3BOIACTEO YKU3AHHOTO B HACTORLIEM cepTuduKare

npenapata, BKIIOUAS ero YHAKOBKY M KOHTDOZh KAECTB3, TONHOCTHIO COOTBETCTBYET Tpefosanusn acicrayrounsx «llpasun opraHnsaumuy
HPOH3BOCTEA H KOHTPONA KAYECTRA NEKAPCTBEHHBIX CPEACTSY {(cGMP).

UpMa TAPaHTHPYET, 4TO KaYeCTBO YKA3AHHOTO B HACTOALICM CEPTH(HKATE IPENapara CoOTBETCTRYET TpeGOBAHHAM
STUC AHJ Ne 2015-3400-RU-01.

Képmeng, 06.11.2017.roza
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