NEKJAPAIIAA O COOTBETCTBHH

AEKJAPAHT, NMPHHUMAIOIHMA AEKJAPALIMIO O COOTBETCTBHH

000 "3rHC-PYC"

Caedenna o peucmpayuu opzanusayuu: Medcpaiionnas uHcneKyia Dedeparvioll Hanozoeoii cayauchvl Ao 46 no
» Mockae 12.04.2007, OF'PH 5077746558160, dama npucaoenus OI'PH 12.04.2007.

Adpec: 121108, 2. Mockea,yu. Heana @panxo ,0.8. Teneghon:8(495)223-01-04,hawc:8(495)223-01-50

B muye: Tenepansusiii dupexmop Kuiumodh Mevucnaa Cryn

Jloeepennoe nujo: 3unvenxe H.C., dosepennocmy P-014 om 14.05.2018 2.

3ASIBJAET, UTO
nexapcmaenioe cpedemeo: Cynpacmun, mabremxu 25 w2 10 uan., ynaroeku aueiikoguie KoHmMyprute (2), nauxku

xapuonnvie, PY Ne IT N012426/01 om 23.08.2010 (dama savenvt | 5.01.2018), cepun 507340219, napmus
99128 ynaxoeox, 200en do 29.02.2024, npouseodcmea 340 “Dapsayeamuveckuti 3a600 II'HC", Benzpus,
EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, xod OKII[]2 21.20.10.256, ko0
TH B3J] 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5452592 om 03.06,2019

COOTBETCTBYET TPEBOBAHUAM

T N012426/01-220917 uzm. Ne |

JEKJAPALIAS IPHHSITA HA OCHOBAHMH

npomoxon ucnsimanuii N 3257 om 18.06.2019 H/1 000 HL{ "PAPMOBEOPOHA", conmeciam
axxpedumayun POCC RU.0001.21®JI40, Cepmugpuram POCC HU. DM08.C42122 om 18.06.2019

‘ JAEKJIAPALIMH /8.06.2019
MCT BHUTEJBHA 10 29.02.2024
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CBEJEHUS O PETHCTPALIHA

OPTIAH I1O CEPTHOHUKALUH, 3APEI'HUCT PUPOBABIIUH AEKJIAPALIHIO

RA.RU.11®M08 OPTAH IO CEPTH®HKALHH ITPONYKLHH OBLL{ECTBO C OrPAHHYEHHOA
OTBETCTBEHHOCTBIO "OKPY)XHOH L[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepkosa, 0. 4, am. 5, noar. I, xom. 1, adpec opzana no
cepmucgpuxaruu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoaa, 0. 4, am. 5., mex..(495)788-02-88, eeb-

catim: oyrx.pg.
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‘ 3A0 «®apmauesTuueckuit 3zason ITHC»

( EG'S 1106 - Benurpua, bynanewr yn. Kepecrypn 30-38.
4

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

Ceprndnxar kagecrsa Ne 2096/2019/LM

Haumenosauue npenapara: Cynpacru #® Tabaerkn 25 mr 2x10
Cepusn Ne: 5073A0219 JiaTa npowsBoacTea: 02,2019,
Homep ananusa: TAB/2019/727 Tonen no: 20.02.2024.
Jdara aHaaH3a: 29.03.2019.
Hoxazamenu kavecmaa: Honyuennsie Hopasi:
peIyAbmanibi;
Onucanue: Coors, mpeb. bennie, wim ceposaro-Ocinie TabneTku B Buje Hcka ¢ dackoit, ¢

rpasuposkoi "SUPRASTIN™ Ha oauoi cropone tabaerky 1
pucKkoi Ha IpyToit cTopone 6e3 Wik nouTH 6e3 3anaxa.
TonmunocTs: CooTs. Tpeb.

Y ¢-€nci€r‘pm NOFTOUICHHE HCITRITYEMONO B CTAHAAPTHOIO
( Vb-cnexm, moMen, HDT)
PO /2

PACTBOPOB (HPHIOTORAEHHEIX coraacHo pasaeny «Konuuecrsennoe
OTIPEIENEHHEN), CHATHIC OAHOBPEMENHO B LIPEACHEX UIHH BONH OT
200 10 360 HM, ZODKHBE HMETH OAHHAKORYIO GopMy KPHBOI,
MakcuMyMbl TIONIOWIEHNA JOMKHDE HAXOXHTBCH IPH JUIHHE BOH
239+ 2 nm u 314 £ 2 uM, 2 MEHEMYM 1PH 262 £ 2 HM,

Hopanunocrs: (7CX) Coots. 1pe6. OCHOBHOE NSTHO HA XPOMATOIPAMME HCTIBITYEMOIO PAacTBOpa A 1o
HBETY, BEAMMHHC H THAUYCHHIO R{ AOMKHO COOTBETCTRBOBATE
OCHOBHOMY NATHY HA XPOMATOTPAMME CTAHAAPTHONO PACTROPA
XJIOpONUpaMitEa ruapoxXIopiia B.

Cpeauns Macca: 197.3 mr 200.0 mr + 7,5% (ot 185,0 20 215,0 mr)

Oauoepoasocts no Macce: Coots. 1peb. OTK/IOHEHHE OT Cpeteit Macehi:
ang 90 % (18/20) rabnerox — e Gonee = 7,5%;
ang 10 % (2/20) rabactok — He Gonee £15 %

Pacnagaemocrn: 4 mui He Gonee 15 muu 8 Bose npu 37 1 2 °C

Pacreopenne: 98 — 100% He menee 70% (Q) or HoMHHANLHOIO KONHYeCTBA AeficTayiomero

(VD-cnexmpoghomomepus): Ne=99% BELICCTRA AOAKHO nepehty 8 pacTeop 38
45 MUHYT.

Poncrsennnie npumecn (B3XKX):

- npumecs CHaq: menee 0,05% ne Gonee (,20%

- npumeck CHox: menee 0,05% He Gonee 0,50%

- HEHAEHT. IPHMECH NO OTACABHOCTH: 0,1% He Bonee 0,2%

- cymMa npumeceii: 0,14% He Gonee 1,00%

OQaHopoaHOCTE A03RPOBAHNA: AV < 15,0 (n= 10), ecim yenoBae He BLINOIHACTCS, TO

(METOL IPAMOTO ONPe/aCIeHH:) AVi=15 AV = 15,0 (n=30), u aam 30/30 1abneror KOAHYECTBEHHOE

coaepxanne TelCTBVIOMEro BEICCTRA A0IKHO HAXOANTLCH B
untepsane 0.75xM — 1,25xM

Kosanuecraennoe onpeneenne: 24,66 mr/Tatn 25,00 Mr + 10% (o1 22,5 10 27,5 Mr)
(V-cnexmpogomorepus) XAOpOTHpaMHHa THApOXAopHaa / Tabnerka
Muxpobuoaornseckas uncrora’: - Kareropis 3A

Ynakoska: Coora. tped. B coOTBETCTBHM C HOPMATHBHON A0KYMEHTaLMETH
Mapxuponka: Coots. Tpeb. B cooTBETCTBIE C HOPMATHBHOMN AOKYMeHTalMeH

V. Hepezynsipwoe ucnwimanie, 8smoamsemca ons nepeoit cepul exce200He, daiee din kaxncdol 10-t cepuu, nosmomy dannviti noxaiamens
MoHcem Ooime He 8xaoven & cepniugbuxam kavecmea. DupmMa 2aparmupyen Kauecmeo no QUHHOMY NOKAIAME O,

IpoussoanTenn: 3A0 «DapmauesTuueckuil 3as0 IHC» 1165, ByaanewT, yi. Bexennesan 118-120, Benrpus
Dacosmmk, ynakoBunx: : 3A0 «@apmauenTrucckuil 38801 ITHC» 1165, Byaaneusr, v, bexenndean 118-120, Benrpus
Brinyckaounii kontpons kauecrsa: 3A0 «Dapmanentuuecxnil 3anoa I HC» 1165, Byaanemr, v Bexenndenan 118-120, Benrpus

Bupma 3A0 «bapmauestueckuii sapon HC» (Bynancinm — Benrpus) rapantupyer, uto NPOMIBOACTBO YKA3AHHOIO B HACTOMLIEM
ceprudHKaTe NpenapaTa, BKMIOMAR €10 YHAKOBRKY W KOHIPO/ib KaYCCTBA, O/HOCTHIO COOTBETCTBYET Tpefosanvam AeiicTyiomuyx «[Ipasus
OPFaHi3aUlH NPOH3IBOACTBA H KOHTPOJA KaUCCTBA NCKAPCTREHHBIX CpeacTRy (cGMP),

Dupma rapaHTHPYET, YTO KAYECTBO YKAIAHHOTO B HACTOSINEM ceprudurate NPLIAPaTa COOTBETCTRYET TPeDOBAHNAM
yreepaaenson HL IT NO12426/01 — 220917, a raxxe Hamenenmo No 1k HJL

bynanem, roja

o Ao O

'K(}*fbapnamm\mcmﬁ Janon ITHC- - N .
A b HAaK
DrV0418/¢ Bynanert - Penrpus EGIS ﬂp llbepﬂ TYP
: -l KpanndHUBPOBAHKOE THIC




