JNEKJIAPATIHSA O COOTBETCTBUHA

JEKJIAPAHT, IPUHHMAFOLIAI JEKTAPALIAIO O COOTBETCTBHH

000 "I'HC-PYC"

Japezucmpuposano : MeaicpationHas UHCHEKYUA DOHC No 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Aopec: 121108, 2. Mockéa,yx. Heana Dpanko ,0.8. Tenepon.8(495)223-01 -04, parc:8(495)223-01 -50
B nuye: I'enepansHblii Oupexmop Duopenvu Tamaut

JTosepennoe auyo: 3un4enKo H.C., dosepenrocmb P-014 om 14.05.2018 2.

3ASIBJISIET, UTO

JNlexapcmeennoe cpeocmeo: Cynpacmun mabnemxu 25 m2 10 wm., ynaxoeKku A4euKkogvle KOHMypHoie (4), nauxu
KapIMOHHbLE, PV Ne IT N012426/01 om 23.08.2010 (0oama 3amerbl 15.01.2018), cepus 1912403 18, napmuA
49225 ynaxogok, 200eH 00 01.03.2023, npouseodocmea 340 "DapmayeemuiecKull 3ag00 ITHC", Benzpus,
EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, x0d OKTII2 21.20.10.256, ko0
TH B2 3004900002, xoumpaxm Ao RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5450830 om 26.06.2018

COOTBETCTBYET TPEBOBAHHSM
11 NO12426/01-220917 uzm. Ne 1

TEKJAPALIAA IPUHSATA HA OCHOBAHHMH
NPOMOKON UCHOIMAHU No 4175 m om 06.07.2018 HIT 000 HL "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RUL0001.21 D140, Cepmugpuxam POCC HU. OM08.C17776 om 06.07.2018

o Pﬂﬁgﬂ‘&f{ JEKJIAPAITHH 09.07.2018
AR CTBHTEILHA 01.03.2023

m / Junuenxo H.C.
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OPTAH 1O CEPTU®HKAIIAH, 3APETMCTPHPOBABIINHA JEKJIAPAITHIO
RA.RU.11®M08 OPITAH ITO CEPTH®HKAIIHH ITPOAYKIHH OBLJECTBO C Or' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAHECTBA "
aopec Op2anu3ayu. 115280, 2. Mocxsa, yn. Macmepxoaa, d. 4, sm. 5, nom. I, kom. 1, aopec opzana no
cepmugpuxayuu: 115280, POCCHS, 20pod Mockea, yn. Macmepkoéa, d. 4. am. 5., men.:(495)788-02-88, seb-
caiim: oykK.pg.
JEKJTAPALIASL O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC HU,®@M08.706308
EER( ] PAITHM 09.07.2018
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3A0 «®apmauesTHHECKHA JaBOA 3TUC»

( EGIS 1106 - Benrpus, Bynaneurr ya. Kepeerypy 30-38.
-l

Teaedon: (36) -1-803-5554 Tenedakc: (36)-1-803-5556

Cepruukart kauecrsa Ne 2627/201 8/LM

HanmenoBaHue npenapaTa: Cynpac—mu"' vabaersu 25 mr 4x10
Cepus Ne: 1912A0218 Jlata npouIBoacyYBal 43,2018,
Homep anaauia: TAB/2018/805 Foaen no: 03.2023.
Jara ananusa: 27.063.2048.
Herasamenu xaqecmsad: Hoayuenneie Hopswi:
253[_'abmamw:
Ouueanne: Coors. Tpeb. Beane, Wi ceposaro-Oeine Tal2eTRN B BHAC AMCKA ¢ thackoH, ¢

rpasuposkoit "SUPRASTIN ia oanoit cropase TabacTri
pHCKoit Hit ApyToli CTOpeRS Bes i noars 083 1anaxa.

HoauuHocTs: Coora. Tped. Vif-cnekTphl NOCIOIEHIS HCTLTYEMOTO B CTREIAPTHONG
(V@ cnexmpoghomosenpid) PACTROPOR (NPUFOTOBICHHBIN COIVIBCHY Pazaeay «KomuecTneHno

ONPEIICICHHAEY ), CHATHIC OAHOBPCMCHHO B HPEIICIAN AHH BOHH OT
200 10 360 1, A0KHEL MMUTH 0HHAKOBYIO dopMy KpHBOIL
MagcHMyMbl TOTIOWENIE TOKHbE HAXOAHTHCA TIpH ATHRE BOAN
239 + 2 ae i 314 = 2 v, & smnaiym npu 262 & 2

Mozmmuoers: (TCX) Coors. Tped. OCHOBHOE AHTHO Ha XPUMATOTPAMME HCABITYEMOTO paciBopa A 1o
WHCTY. BETHUHIE 1 3HAUCHIIO Ri 10:KH0 COOTBETCTROBATL
GCHOBHOMY ATHY A XPOMATOTPAMME CTAHAPTHOND PacIBopa
xsopoTHpasuia riapoxiopiia B

Cpeansn macea: 196,7 mr 200.0 mr # 7,5% (o1 185.0 10 215,0 Mr)

QAHCPOARDETH 1D MACCE: Coorg. 1ped. OTKIAOHEHHE OF CPEAHCH MACThil
m 90 % (18/20) 1abuetor ~ he Dojee * 7.5%;,
n 10 % (2/20) 1aGievok — ne Gonee £15 %

Pacnazaemocts! 3 mun He Goaee 15 mun n sose npn 37+ 2°C

Pacreopenne: 943 - 99.3% He smence 70% (1)) OT HOMHHATLHOTO KOINUECTRR JEACTBYIOIETO

(VD-cnexmpodomomepun): K= 97.2% BEILECTHA JHOKHO fiepeiiri o pactBop 32
45 MuHYT.

Poacteennsie npamech (BOKX):

- npumecnk CHag: sence 1.05% e Boace 1.20%

- nipusmecs CHox: mence 0,05% e Honee 0,50%

- HEHJISHT. HPHMECH IO OTACIBHOCTH. senee 0,1% He Gonee 0.2%

- cyMMa nprseceii senee 0.05% ne fonce 1.00%

OanopoHoCTh 103 MPOBANHAT AV < 15,0 (n = 10), ecin YCHOBHE HE BLITIOIHACTEN. 10

{METOA HPAMOFQ ONPEICIeHHA) AV =43 AV < 15.0 (n = 30), 1 30730 rabaerok gOAMHECTBEHHOC

cosepaanie 2eHETBYIONEro REIICCTBA RO HANOMITHCA B
warepsane 0.75<M -~ 1,25xM

Kommuec TBEHNOE oupeeaenne: 24,52 mrfrabs 25.00 mr £ 10% (01 22.5 20 27.5 m1)

i Vipecnexmpoghomosepun) KAOPOHNPAMIHA THAPOXIOPIIA / rabierea
Mugpoduoaoruieckan aucrora’s Coors. 1ped. Kateropus 3A

Ynawoswa: Cooth. 1peb. B COOTRETCTRHE ¢ HOPMATHBHOM 10KYMCH TaiIHe
Mapxuposka: Coorp. 1ped. B cooTBEICTBH ¢ HOPMATHRHOI AOKYMERTAIICH

H P - . . -
o HepeoyaRpHOe NCRGIANGE, BHINOTHREMCR (IR NEPRON CEPUL EXHCE 0N, Banee daa xaxcooti 101 cepun, HOIMOMY QUHRBI HUKGAMETL
AFONCER Gbis HE BKAONSH £ COPRIUKANT KANECmead. PHpMU 2apAHIMUPVEN KANECIRG HO OANHGMY HORA3AMENO,

Hpowssoantean: 3A0 «@apmanesinueckui janon HO» 1163, byraneury, v bexenbden 118-1 20, Benrpusn
Bacopmm,yIaResunK: : 3A0 «@apmanesTHILCKURA Jabo ITHC» 1165, Byaanewr, ya. bewensden 118-120, Benrpus
Brinyexaromii Konypoas kauecrsa: 340 «bapsaieBTHYECKAR 1aB02 THC» 1168, Byaanewt, vy Bexkenndein 118-120. Benrpau

Mupva 3AQ «DapMALCETHYICCRIIT Fap0X SFHC» (byaanewt - Benrpus) rapastpyel, wio APOMIRCACTRO VKUIAHHUIO K HACTOALICM
cepruHKaTe NPENAPATA, BKAOYAR €10 YNARKORKY B KOWIPOIL Kauccyed, HOMHOCTRO COOTBETCTBYET TpelonaniaM ACHCTRYIOmIN wiTpasun

OpFARIELII HPOMIBOCTEA 1 KOHT]ONS KateCTBA ICKAPCTRCHHDIX CRCACTHY {(cGMP}

DupMa rAPEHTHPYET, 470 KAYECTBO VKA3AHHOIO B HACTORUICM ceprupHKaTe NPENAPATa COOTREICTRYCI TpefoRaHARM
yraepaaennon HI 11 NO12426/01 - 220917, a raxke Maseneunio Ne e HJL
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