A 3A0 «DapmManeBTHYECKHI 32804 3IrHC»

( EGIS 1106 - Benrpus, Bynanewr, vi. Kepecrypu 30-38. Teaedon:

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

Cepruduxar kauecTa Ne 1507K/2026./C-TV

HaumenoBaune npenapata: Cop6udep Jdypyaec TabaeTKH ¢ NPOJOHIHPOBAHHBIM BLICBOOOKICHHEM,
NOKPbITHIE MJIEHOYHOIi 060/109K0ii 320 mr + 60mr 30x

Cepus Ne: J671A0526 JaTa npou3BoacTBa: 05.2026.
Homep ananusa: KGY/2026/4146 T'onen no: 30.04.2029.
JlaTa anannsa: 16.06.2026.
Iokazamenu kauecmsa: Hoayuennsie Hopmbi:
pe3yabmanmol;
Onucaume: CooTB. Tpeb. Kpyribie 1BOSKOBBITY KIbIE TAONETKH, TIOKPEITHIE
MeHo4YHOH 060104KOH CBETI0—CEPO—KENTOTO LBETA, C
IpaBHpOBKOii "Z" Ha OHOH CTOpPOHE, HAa U3IOME AP0
CEpOro IBETA, C XapPaKTEPHBIM 3aIaxoM.
Haentndukauns - xeaeso (11): CooTs. Tped. TEMHO-CHHSS OKPACKA B PE3YNLTAaTe PEaKLiMM € PACTBOPOM
(kavecmeenHasn pearkyus) Kamis GeppuiHaHiia
Npentuduxauus - cyasdar: Coots. 1peb. Oenblil 0CaIOK B pe3y/bTaTe PEakLMK ¢ pacTBOPoM Gapust
(kauecmeennan peaxyus) XJI0pHaa
UnenuTudukauus - ackopbuHosas Coots. Tped. 0CaJ0K Ceporo HBETA B Pe3yJLTATE PEaKLUH ¢ PACTBOPOM
KHCI0TA: (KayecmeeHHas peakyiis) a30THOM KMCIOTH M cepedpa HUTpaTa
OaHOPOAHOCTE MACCHI: 0,4593 r 0,475 r +7,5% (0,4394 - 0,5106 1)
CooTB. Tpes. OTKJIOHEHHE OT CpeIHel Macchl:

PacTeopenne wenesa (II) :

RSD2¢= 0,8 %

Juist 90% (18/20) Tabnetox — He Gonee = 7,5%;
st 10% (2/20) tabaerok — He Honee + 15%
(RSD2o ne Gonee 3,0%)

(KoMRPaexcoHomMempus)

-yepes | gac: x6=43 % 30 - 50 % OT HOMHMHAIBHOTO KOJIMYECTBA

- 4epe3 2 yaca: x6=064 % 45 — 70 % 0T HOMHHANBHOTO KOIUYeCcTBa

- yepe3 4 vaca: x6=97% He MeHee 65 % 0T HOMUHAILHOTO KOJHYECTBA

[Ipumecu: 0,4 mr/Taba. He Gonee 5.0 mrkenesa (111) npu pacuere Ha CpeHIO

(Y®-cnexmpogpomosmempus) Maccy TabneTku ¢ npoNnoHrHPOBAHHEIM BBICBOOOKIEHHEM,
HOKPLITOH MIEHOUHOH 000/104K0H

0, 0

[oTepsi B Macce MPH BBICYIIHBAHHM! 1,3% He Gonee 2,0%

OaHOPOAHOCTL eAHHML A03HpoBaHuA: AVio=1,7 Hcneitanue npooautes A xenesa (11):

(komnIeKCOMemps) AV <150 (n = 10), eciiv yCI0BHE HE BHINOIHACTCH, TO
AV <15,0 (n = 30), u ana 30/30 TabneTok
KOJIMYECTBEHHOE CO/IEPKAHHE JeHCTBYIOLIEr0 BEIECTRA
JIO/DKHO HAXOAHThEs B uHTepsane 0,75xM — 1,25xM

Mukpo6uoornyeckas dncToTa:! NpoIyeH Kareropus 3A

KonudecTBeHHOe onpeaesieHue
wenesa (11): (xomnnexcomempus)

KonuuecTBeHHOE onipeaeeHHe
acKOpOHHOBOH KHCI0THI:
(Tlodomempus)

101,0 Mr/radun.

51 mr/rabn.

100,0 mr + 5% (95,0 - 105,0 mr) xenesa (II) B Tabnerke ¢
NPOJIOHIMPOBAHHBIM BEICBOOOXK IEHHEM, TOKPBITOH
nIeHO4HOH 06010uK0#H (95,0 — 105,0%)

8 KOHYE CPOKA 200HOCHU
3065 mr

npU 8bINVCKE
45 - 65 Mr

B TalleTKe ¢ MPOJTOHIHPOBAHHBIM BRICBOOOKIEHHEM,
HOKPHITO# MJIeHO4HOH 000104kl

! Hepeaynaprnoe ucnstmanue, 8sinoaHsemcs 013 nepeoli ceputi exce2o0no, danee ons kaxcooi 10-i cepuu, Ro3momy OaiuHelll noKazamenb
Moxcem Oblimb He BKIIOUEH 8 CePRUUKam Kavecmeda.

Mupma rapaHTHPYET, YTO Ka4eCTBO YKA3aHHOIO B HACTOSILEM cepTHdukaTe Npenapara COOTBETCTBYET TpeOoBaHHAM
yreepsxaentoit HJ JITI-Ne(000080)-(PT-RU)-090425.

Képmenn,

22 06. 7026
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3agonq OJOIHC»

HanmeHoBaHHe npenaparta:

JeiicTBy10lI€E BEILECTBO:
IpousBoauTeE/ b ACHCTBYIOMIETO

Be€LIECTBA:

JlelicTBYIOLIEE BEILECTBO:
IlpousBoanTes AeiiCcTBYIOLIETO

CEPTH®UKAT COOTBETCTBHUA

Copbudep dypynec TabneTku ¢ NpoIOHIHPOBAHHBIM

BbICBODOKAEHHEM, MOKPBIThIE NJIEHOYHOI 060104KO#H

320 mr + 60mr 30x

CyabdaT xenesa (I1) BeicymeHHbIi
Dr. Paul Lohmann GmbH & Co KGaA (Germany)//Ip.ITayb

Jlomann I'm6X u Ko. KTAA (T'epmanus)

AcCKOpPOHHOBAS KHCJI0TA
CSPC Weisheng Pharmaceutical (Shijiazhuang) Co. Ltd.

(China)/Cu3cluCu Beiiunr ®apmaceytukan (ILuiisxyaser)

BellecTBA:
KoJlta.,KuTaii

Cepus No: J671A0526

Jlata npouH3BoAcTBA: 05.2026.

Tonen no: 30.04.2029.
Pesynomamesi

YnakoBka: [lo 30 rabaerok B KOPHYHEBOM CTEKJIAHHOM
dnakone ¢ [1D KkpbllIKOH C KOHTPOJEM MEPBOTO
BCKPBITHS W rapMoliKoii-amopruszaropom. 1 diakon
BMECTE € JIMCTKOM-BKIAIBILIEM  BJOXEH B
KapTOHHYIO MauKy.

MapkupoBka: Coots. Tped.

XpaHenue Coorts. Tped.

Cpok roaHocTH Jrona

IlponssoauTens:

DacoBLIHK,
YNAKOBIIMK:

Boeinyckarouiuii
KOHTPOJIb
Kayecrsa:
PesyabTatnl
HCNBITAHUM &

Tpedosanun

[MepBuunas (BHYTPEHHAS) YIIAKOBKA: KOPMYHEBhIH
cTekNAHHBIA diakon ¢ [1D KpeiuKOH ¢ KOHTpoIEM
MEPBOT0 BCKPBITHA M rapMOIIKOH-aMOPTH3aTOPOM.
Bropuunas (norpeburensckas) YIIAKOBKa:
kapToHHas nadka. [To 30, 50 uam 100 Tabnetok BO
(dakoHe ~ BMecT€ € JIMCTKOM-BKJAJbIIEM
BKJIA/IBIBAIOT B KAPTOHHYIO TAYKY.

MapkHMpoBKa BBINQJIHAETCS B COOTBETCTBMH C
paznenom 1.3.2. Moayns 1 peructpaiMoHHOro
JI0ChE IEKAPCTBEHHOTO Npenapara.

Ilpu Temnepatype ot 15 o 25 °C

3 roaa

3A0 «®apmauesTuyecknii 3apoa IM'UC», Beurpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne auuensuu: HU-M-EGIS, cepTudukaT cooTBeTCTBHA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesTuyeckuii 3asoa ITUC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne annensun: HU-M-EGIS, ceprudunkat coorBercTBUA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauestuyecknii 3asog ITHC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne iuuensun: HU-M-EGIS, ceprudukar cooTsercTBHA

Ne GMP/EAEU/BY/00463-2026)

Ceprudukar kavectsa Ne 1507K/2026./C-TV npunaraercs

dupma rapaHTHpYeT, YTO Ka4eCTBO YKA3aHHOTO B HACTOAINEM cepTUdHKaTe Npenapara COOTBETCTBYET TPEOOBaHUAM
yreepaaénnoit HJI JITI-Ne(000080)-(PT"-RU)-090425
®upma 3A0 «Dapmauesriyeckuii 3aoan II'MC» (Byaanewrt — Benrpus) rapanTupyer, 4TO NPOM3BOJCTBO YKa3aHHOTO B
HACTOAIIEM cepTH(HKATE TIpenapara, BKI0Yas €ro YNakoBKY W KOHTPOIb Ka4ECTBa, TIOJHOCTBIO COOTBETCTBYET TPEOOBAHMSM
neficTByrommx «lIpaBui Haanexaniel MpoM3BoACTBEHHOM npakTHkuy (cGMP).

Képmeng,

EA/CoC/0047_1.3
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