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Ceprudurar kavecrsa N 1128/2021/1L.M

Hausmenopaume fl{)ﬂlﬂ pHT'.I!
Cepus No:

Homep anaauiat QC2R2020/22%

JaTa anuaauia: 23012021,
HeitcTRYI0MICC BCUICCTBOS X0
TpoH3BOANTE L NCHCTRYHILCTO BEILECTRA: [po

Hoxaiameau kauecmsa:

Onuecanue:

Ho.Lmmmoctn:
(Vheenexmpaomarempus)

Hommpnocrn: (7O

Cpennn vacca:
umopoanocts no macee:

Pacnanaemocin:

Pacraopenne:
(Vb-enexmpohomasempus):

Poacrnennnie npisecn (B37AX):

- Hpumecs Chag:

- Hpusmecn CHox:

- Jhoboir canminnit
HEHACHTHNITIMPORARHBIT 1POY KT
PATIOREHIN:

- CyAMa RCEX NPOAYKTOB DAt Itk

OanopoanocTs Jonpopannn:

(METOL TIPSMOTO OIIpe/IeaCHNs )

Ko/ mmvecTaennoe onpeieenne:
(Veb-cnexmpohamosempus)
Mukpofuoaoruiecknn uncrora':

YHaKonK4:

ROOD418 26

Hoayuennnie
DEIN AL
Coora. ped,

Coora. et

Coorn, 1ped

199 8 aur

Coorr. ped

3 M
97 - 99%

Xn = QgL

senee 0.1%
senee 0,1%
smenee (1%
seniee (1%

AV = 3.5

25,04 mr/ruba

o 10 rabiaerok B

Cynpactun® tadaerkn 25 sr 2x10
3R67TA1220

Aara npowssoactea:
Fonen no:

12,2020

31,12.2025

PONHPAMIHA VIIPOXJIOPILL
woe CoALHTanus

Hopybr:

Beante, ian coposaro-6¢anme 1alie ik B piae ek ¢ gackoi, ¢
rpaniposkoit  SUPRASTINT na o/mobi cropose Tadiae ik i
prekoit wa apyrofi cropone, e s i noutn 6e3 tanaxa

Y@-CHes iphl NOIOMSHHE HCHBITYEMO10 1 CTAHABPTHOI O
PACTBOPOR (NPHIOTORICHHKIX COTNAcHO pasaeny « Koauuecrserinoe
QUPEICACHHE ), CHATHIC O/IHOBPEMEHNO B IPEICAUN [UIHH BOJIH 01
200 10 400 1M, NOTKRHKE nMeTh o Eakony o dopsy Kpisodi
MAKCHMY MBI HOTTIONIEHIEE JTOAAHBL HANOUTHES TP JLTHEE B0
239 £ 2 umn 314 £ 2 uM, a vy 1pn 262 £ 2 v,

OCHORHOE 111110 Hl XPOMATOTPAMAME HCITRITYCMOrO PACTBOPA A 1o
HBETY, BEANUMHE 1 3naue o Ry 10/0KHO COOTBETCTBORATY
UCHOBRHOMY THTHY Ha XPOMATOTPAMME CTAIAPTHOND PACTHOPA
NAOPOIHPAMHHA PILIpoxIopiaa 1

20000 mr & 7.5% (o1 TRE.0 20 215.0 M)

OTKIOHCHHE 07 CPLaneii Macch:

vis 90 % (18/20) raGaerox - ne Dosee = 7,5%:

aan 10 % (2/20) rabaetok — e Gonee +15 %

He Goaee 15 s s poae npn 37 + 2°C

He senee 7076 {Q) OT HOMMIELILHOO KOIHYCCTRA JACHeTBy Kiero
BEILCCTHA JONAHO nepelinm B pacreop W
45 sy

ne Goaee 0.2%
e Goaee 0.2%
re Gosee 0,2%

e Goage (0,57,

AV < 15,0 (n = 10) cein YCA0BIE 1E BHITIOIHRCTCR. T0O

AV < 15,0 (0= 30) 1o 30730 1afae 10K KOTHHECTREHHOE
COAePREHNE AEHCTBY IOUIET0 BEHISCTRA J0TANO HAXOIUTHCH B
intepaate 0.75xM -~ 1.25xM

25,00 mr 4 10% (071 22.5 a0 27.5 M1)

XAOPOIIpaMHKa rapoxaopita 1abacika

Karciopis 3A

ITo 10 rafaetox p Ganerepe w3 IBX/andwooasra, Tlo 2 wan 4

Ganctepe i Oanetepa » o KAPTOHHOIN  NAUKe BMECTE ¢ HNCTPYKUMEE 10
HBX andoaera. o o veanunmnekosy npusMescHing.
- " - v
< bameTepa # Tlo 20 mbaerok s 6ancrepe 1w HBX adoasra. Ho | Goicrepy s
KapTOHIOH HAARE gapTonnoll nauke BMCCTE ¢ WICTPYKINCH 110 ME BHTIHCKONY
BMecTe U pUMEHCHII,
HHCTPYKLULMCH no
S THITHHCKOMY
NPHMCHCH TR,

1/2




& Ecis

i

= b——

JAQ

«bapmavenTiacenmii
L1106 - Benrpusa, By aanews va, Kepecrypi 30-38.

@aBoan IHCH

Tenedon: (30) -1-803-3554 Teredaxe: (36)-1-803-5556

' Mapkuposra:
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1

Ha Gagerepe e pyeesont st ibing JREAMIU TOPIOROe

HOHMEHOBAILL  1Penapara  ©  DPeayipe e Lo
MEPKRUPOBROIE X Haanie eiCTEYIOUNS 0 Bee i,
AOIHPORKA, dexapeiBciias Qopsa, KPATKOC  HatBanue
Janoaa-upoiabaiieir («IHC ), SBIOLICTOCH
ACPIKATCICM PEIHCIPALMOHHONO YA0C TOBEpPE s, HoMep
CephiL epox roaHoc i («open qo o).

Ha_kaprowsoff nauke _ua pycekow  samikeyxasano:
ropioenoe HEIMCHOBAHIE npeitapaTya ¢
NPLAYIPCMIRILIOI  MAPKUPOBKOI K. [oprosoe
anseHosane  npenapata  wpndimos Bpaiias, ML
aekapersenyad opai wosbectso alierox g YHHKOBKC,
HIBAHIE W COACPADLINC (8 M) A2HCTRYIOIICTO BeUICCT i
Bl orabaeTke,  nepetenn BCHOMOrAICABILA  HeleCTs,
YEAOBIH XPAHEHHs ( XPasnh P resieinny pe ue shie
25 °C), cnogol npusienenna («/ L HPHEME BHY TPb.» ).
Yeaosn  omnyexka  («Ornyckarol e pentenran).
HPCAYHPCTEILUBIC HUIIHCH («XPEHITT b B 1E10CTY IHOM
A aerel vecrely,  «Ovoipers ykasasin o
HHCTPYKIBUR),  J000THI (JaTHHCKIM Gy KB ).
HA3BANNE,  10pO1 U CTpana HIBORA-TIPOHIROIN T,
ABIRIOMEI OGS ACprUTeNIeM PErHCTPALIOHNOIO
YAOCTOBEPCHMA, Kparkoe HU3RAHML 348040
FPOIIROANTENS A anranitekosM asbixe («EGISH). unpux-
KOL - HOMCD PErHCTPAONIONO  VAOCTUBLPEHIA,
HBOACKHE  TEXHHUCCRHE  Hakk,  movep  cepiir (oo
CEPIIE L LG MO TRMEHIR CPOKE TOAROCTH (el 0ten 1000 ),
cpeactse wasdvidukawn (2 D ko raoBaniinii
WACHTHAM KMo HOMeD  Foprosoil  cominnul
(GTIND, sy smnii cepisitinii HOMED TOPLOBOI
camne (SN:),

Coota. 1pel

5 net

P Gauscrepe na pyeckon sisise 3 RSB0 |
HAHMEHORI W HpCiapaia v FPREAN NPT o
MAPKHPOBROI XL nasmanite AeliCIBYIOMEro  Bewectsg,
ADHPUBKY, JCRaPCTREHIN IO (JOPMY. Kputkoe 1ainanne
TABOAU-NPOIBOAMTIC 1 ("} HC»), ARIRIOILETOCH
ACPARATCACM  PCHICIPALOHHOID | WOCTUBCPCHIA,  HOMED
CUPHIL CPOK TOANOCTH [«] 0jeH 10:0),

U_&ngﬂ]um!u[‘i _nat Hi PYCCKOM  81LKe MNEAILIBaKe:
TOPIOROE HIMCHOBATHE Hpenapata ¢
NPCAN HPLIM T Ihiiodi MAPKHPOBROTT IR Toprosne
nanMenesanse npenapats wpsross Bpaitax, MHIL,
IERADCTRCHIY IO hopyy,  KoamdecTBo  1abietok
YIRKOBRE, IRS0EHHC 11 coepRanne (B yi) aeidctoyioulero
Bemectna v 1 rabuerke, HEPCHEHL  BCOOMOIATC IhHMX
HELLECTH. 3 CIOBIS NPAHeHMA (« Xpuinire apu tesiieparype
we wbime 15 °CL) cnocod apasenenns (o)l npiesa
BHYIDb) Nedois  onmyeka («Orniyvekaior ey
PRICOTAR ). P UPCAN TEABILE HAIIHCH {« Npaiiin &
HeaoCTY oM 118 detelt mecteb, «Csorpe s ykavmnm o
HHCTPYRUMI ) J0ToTHIL ek OyKBamif),
HAMAUKC.  TOPOIL M CIpainy  3BOAG-APOH IBO M,
#RIRIOTHCTOCH JEPRATEICN PELHCIPATHIONHOT O
YAOCTOBEPCIIA. KpaTkoe HalBaHIe a8 -
NpousBoIe s wa anrianiickos sike («EGIS ), UITPHX
KOL - HOMED  PCIHCIDEUHOHNGTO  VIIOCTORCDPCHI,
WHOACKHE  TCXHBYECKIC  3HAKM,  HOMCP  cepint (aNo
CUPHIHIR )L 0Ty HOTCHCHNE CpoKa TOHoCT («] 0en 10 o},
CPeaCTBO achtndmkaiint (2 1D Koa) 11060 b
HACH UKo HOMCD  TOPIOBOET  CoBHitins
(GTING, sy ainiifi cepuiiig HOMEP  10progoit
CAMHUILLL (SN )

Ipu temieparype ne npane 25 °C
5 ner

Hapesyanpuoe uchuniamte, Goinomgenics APBUIBIUMEICN I8 HUPEOI COPU EHCE0 N0, IS QIR KUwe Yot H0-u ceprn. noamesy: danei

HOKGIAINCAE MONCORT Obimy 1¢ R0 L] cx',').'rm(}uum'mr Kaveemea Pupua SAPAHIUPYeIN KAYeCmBo N0 QARNOMY NUKAIAME O,

Hpowmoantean: 340 «®apsauestuucernit sanos M HCn, Bem pust / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-

120, Hungary

DACOBUHKY HAKBBUIIK:

ut 118-120, Hungary

Brinycknomnii Konrpo.bs kauecraa: 340 b

Bokenyfoldi ut 118-120, Hungary

A0 «hapsianen inaeckuil sasoa I MO, Bewrpun / Egis Pharmaceuticals PLC, 1165 Budapest, Bakeny foldi

Apsantentuucckuii sanoa X HCs, Benrpun / Egis Pharmaceuticals PLC, 1165 Budapest,

Dupya JAO «Dapmatenacekif 3anoa I HC» (By sanemn - B PHATTapAHTHPYET, 410 HPOHIBUIC THO YKAIAHNONO B HAC | OALLEM coprigmraie
PENAPATA, BKVOUAH €ro VIKOBKY M KOHIPOAL K@MECTRA, HOIHOCTHIO COOTBCICIBY LY tpeGoBaniam teficisyioniy «llpasia naviexaieh
NPOMSBOACTBEHHOM pak sy (cGMP).

(I)Hl“ﬁl FAPAHTHPYCY, YTO KAMSCTRO YRAZAHHOTO B HACTORUICM Ce

PTHpHKATE IPENApaTa COOTRCTCTRY ST TPEBORANMAN

yisepaaennoi HA N NO12426/01 ~ 250919 u Mamenennro Ne Lot 25.03.2020

byianenir,
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