L5
EGIS
L=

3A0 «®@apmaueBTHYCCKHI 3aB0oA IrUcCy»
1106 - Beurpus, Bynanemr, ya. Kepectypu 30-38. Tenedon:
(36) -1-803-5554 Tenedaxc : (36) -1-803-5556

Cepradukar kadecrsa Ne 2065K/2026./FL

HanmenoBanue npenaparta: Copoudep Jdypy.ec TabaeTkH ¢ MPOIOHITHPOBAHHBIM BbICBOOOKIEHHEM,
NOKPBITHIE NJIEHOYHOI 060s04K0ii 320 mr + 60Mr 50x

Cepus Ne: J762A0726

Homep ananusa: KGY/2026/5911

Hara ananusza: 01.09.2026.

Hokazamenu kauecmesa: Hoayuennsie

23V 1bIAIbL:

Onucanue: Coots. Tpeb.

Haentudurxauus - skeneso (I1): Coors. Tpeb.

(kavecmeennasn peaxyus)

Hpentndukauus - cyabdar: CooTs. Tpe6.

(kauecmeennasn pearyus)

Haentudukauns - ackopbHHoBas Coots. Tped.

KHCIO0TA (Kayecmeennan peaxyus,)

OnHOpOAHOCTE MacChI: 0,4525r
Coots. Tpe®.
RSD2= 1,1 %

Pacrsopenne xemnesa (I1) :

(komnexcoHoMempus,)

- yepes 1 vac: x6=41%

- yepes 2 vaca: Xx6=063 %

- yepes 4 yaca: x6=96%

Ipumecn: 0,1 mr/rabn.

(V®-cnexmpohomomempus)

IloTeps B Macce Nnpu BLICYWIHBAHNH: 1,2%

OaHopoaHocTh eanHuU A03upoBanus:  AVio= 1,6

(komnaexcomempus)

Muxpobuonornyeckas uncrora:’ npomywen

KoanvecTBeHHOE onpeaeniente

#enesa (II): (xomnrexcomempus) 100,2 mr/tabu.

KonnuecTBennoe onpegenenne

ACKOPOMHOBOH KHCIOTHI:

(fiodomempus) 51 mr/Tadmn.

JaTa npoussoacrsa: 07.2026.
I'onen no: 30.06.2029.
Hopmpr:

Kpyrabie ABOAKOBEITY KiIbie TAGNETKH, TIOKPBIThIE
IIEHOYHOH 060104KOH CBETI0O—CEPO—KENTOrO LBETA, ¢
rpasupoBKoi "Z" Ha 0aHOH CTOpOHE, Ha H3NIOME AP0
CEpOro LBETA, C XapaKTePHEIM 3aIIaxoM.

TCMHO-CHHSAS OKPAcKa B PE3yJIbTaTe Peakiiy ¢ PACTBOPOM
kanusd eppuumanuia

Genbiif 0caToK B Pe3yIbTATE PEAKLIH C PACTBOPOM Gapus
XJlopuaa

0CalloK CEpOTo LBETA B PE3y/ILTAaTe PEaKLMH C PACTBOPOM
430THOM KHCIIOTHI U cepedpa HUTpaTa

0,475 r+7,5% (0,4394 - 05106 1)

OTKJIOHEHHE OT CPeHEH MaACChI:

A5 90% (18/20) Tabnerox — ne 6onee + 7,5%;

st 10% (2/20) tabnerok — ve Gonee = 15%

(RSD2o He Gonee 3,0%)

30 — 50 % oT HOMHHANLHOTO KOJIHYECTRA
45 — 70 % OT HOMMHAIBHOTO KONMYECTRA
He MeHee 65 % 0T HOMHHAIBHOTO KOJHYECTBA

e Gounee 5,0 mr xenesa (I11) pu pacuere Ha cpenHio0
Maccy TabNeTKH ¢ NPOIOHIMPOBAHHBIM BLICBOBOKICHHEM,
HOKPBITOH MIeHOuHOMH 060104KOH

He Oonee 2,0%

Hcnpiranue nporoures ans xenesa (11):

AV <15,0 (n = 10), ecnu ycioBHe He BBINONHAETCH, TO
AV < 15,0 (n=30), u ana 30/30 tabnerok
KOJIMYECTBEHHOE COAEPKaHNE NEHCTBYIONIErO BELIECTBA
JIOJKHO HaxXoauTeeA B mHTepBane 0,75xM — 1,25xM
Kateropus 3A

100,0 mr + 5% (95,0 - 105,0 mr) xenesa (II) B TaGnerke ¢
NPOJIOHTHPOBAHHKIM BBICBOGOK IGHHEM, TOKPEHITOI
INEHOYHO# 06o0uKoH (95,0 — 105,0%)

npu ebinyexe
45— 65 Mr

8 KOHYE CDOKA 200HOCHU
3065 mr

B TabJIETKE C NPOJIOHFHPOBAHHEIM BEICBOGONKICHHEM,
NOKPHITOH MIEHOYHOH 00010uKOH

!: Hepezynaproe ucnwimariue, suinonnsemes ons nepeoil cepuu exce200no, danee Oas kaxcooi 10-ii cepuu, HOIMOMY OaHHbIH HOKA3AMeTs
MODKCem Obiib He BKIIOYEH & Cepmuguram Kavecmsa.

DupMa rapaHTHpYeT, YTO KA4eCTBO YKA3aHHOTO B HACTOALLEM CepTU(MKATE NIPEnapaTa COOTBETCTBYET TPEGORAHUIM
yreepaaennoii HJI JITI-Ne(000080)-(PT-RU)-090425.

Képmena,

04 09. 2026
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1106 - Benrpus, By nanewr yn. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

3apog JII'HC»

HaumeHoBaHMe npenapaTa:

JeiicTBylolilee BeLIECTBO:
Ipou3BoauTeL AeliCTBYIOLIEr0

BeLlecTBa:

JeiicTByio1Ice BEIECTBO:
IpoussoauTens aelicTBYHOIEro

CEPTU®UKAT COOTBETCTBUSA

CopGudep ldypynec TabneTkH ¢ NpoTOHIHPOBAHHBIM

BLICBOOOKACHHEM, IOKPLITHIE NJIEHOYHOH 060/104K0i

320 mr + 60mr 50x

Cyangat xenesa (I1) BbicyeHHbIH
Dr. Paul Lohmann GmbH & Co KGaA (Germany)/Ip.Iayas

Jlomann I'm6X u Ko. KTAA (Tepmanus)

AcKopOUHOBas KHCJIOTA
CSPC Weisheng Pharmaceutical (Shijiazhuang) Co. Ltd.

(China)/Cn3cl1uCu Beiimynr ®apmaceytukan (Luiisxkyansr)

BelIeCcTBa:
Ko.JIta.,Kuraii

Cepus Ne: J762A0726

Jlata mpou3BoacTBa: 07.2026.

Iogen po: 30.06.2029.
Pesynvmamoi

¥Ynakoeka: Mo 50 Tabnerok B KOPHYHEBOM CTEKIIHHOM
tnakone ¢ T3 KpHIIKOH ¢ KOHTPONTEM MEPBOro
BCKDBITHS H rapMOLIKOH-aMopTH3aTopoM. | duiakon
BMECTE ¢  JINCTKOM-BKJIANBIIIEM  BIOXKEH B
KapTOHHYIO MayKy.

MapkupoBka: CooTB. Tpeb.

XpaHeHHe Coorts. Tped.

Cpox rogHocTH 3 rona

IlpoussoanTens:

DacoBIIHK,
YNAKOBIHK:

Beinyciaommii
KOHTPOJb
Ka4ecTBa:
PesyabTathi
HCNBITAHHH :

Tpebosanusn

Ileperunas (BHYTPEHHNA) YNIAKOBKA: KOPHYHEBBIH
CTEKIAHHBIA Qnakon ¢ 19 kpelmko# ¢ koHTponeM
HEPBOTO BCKPEITHA M TAPMOLIKOH-aMOPTH3ATOPOM.
Bropuunas (noTpedutennckas) YIAKOBKA:
KaproHHas nauka. [To 30, 50 uau 100 Tabnetok Bo
(Gnakone  BMecTeé ¢ JTMCTKOM-BKIAIBILEM
BKIAALIBAIOT B KAPTOHHYIO MAYKY.

MapkipoBka BBITIONHAETCS B COOTBETCTBHH C
pasnenom 1.3.2. Monayas 1 perucrpaloHHOro
J0ChE JIEKAPCTBEHHOTO IIpenapara,

IIpu Temnieparype ot 15 10 25 °C

3 rona

3A0 «®apmauestuueckuii 3asox ST UC», Beurpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne aunensun: HU-M-EGIS, CepTHHHKAT COOTBETCTBHS

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesrnyecknii 3asog ITHCy, Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne nnuensnn: HU-M-EGIS, CepTHHHKAT COOTBETCTBHUSA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®PapmanesTuueckuii 3asog STUC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne anuensun: HU-M-EGIS, cepTHHHKAT COOTBETCTBHA

Ne GMP/EAEU/BY/00463-2026)

CepTudukar kauecrsa Ne 2065K/2026./FL npunaraercs

Qupma rapaHTHPYeT, YT0 KAYECTBO YKa3aHHOIO B HACTOSAIIEM CepTHdHKaTe Mpenaparta COOTBETCTBYET TPeGOBAHMAM
yreepxaguroi HJL JITI-Ne(000080)-(PT-RU)-090425
Oupma 3A0 «Dapmanepruueckuii 3arox PTUC» (Byaanemr — Benrpus) rapauTHpyer, 4T0 TMPOM3BOACTBO YKA3aHHOIO B
HACTOAEM CepTHHKATE TIpenapara, BKIIOYas €ro YIAKOBKY M KOHTPOJE Ka4eCTBa, TOTHOCThIO COOTBETCTRYET TPeGOBAHHAM
AeiicrBytomux «IIpasui naniesxaieii npou3BoACTBEHHO npakTHKI» (cGMP).
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