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CepTudurat kauectBa Ne 1896K/2026./C-TV

HaumenoBanue npenapata: CopOudep Jypy/ec Tab1eTKH ¢ NPOJOHTHPOBAHHBIM BbICBOOOKIEHHEM,
NOKpbITHIE NJIeHOYHOI1 060a104Koii 320 mr + 60mr 100x

Cepust Ne: J734A0626 JaTta npousBoacTea: 06.2026.

Homep anannsa: KGY/2026/5565 I'onen no: 31.05.2029.

JdarTa ananusa: 31.07.2026.

Hoxazamenu Kayecmsa: Honyyennote Hopmoi:

pe3pbmanmst:

Onucanue: CooTs. Tped. Kpyrabie 1BosKOBBINYKIbe TAGNETKH, MOKPLITLIE
IJIEHOYHOH 000JI0YKOH CBETIO—CEPO—KENTOTO 1BETA, C
rpaBupoBkoi "Z" Ha 01HOli cTOPOHE, HA U3JIOME PO
CEporo 11BeTa, ¢ XapakTEePHLIM 3a1axoM.

HaenTuduxauns - xeaeso (I1): CooTB. Tpeb. TEMHO-CHHSAS OKPAcKa B PEe3yIbTaTe PEakiiy ¢ PacTBOPOM

(kavecmeennas peaxys) Kajms Geppuumanmia

Nnentudurxauns - cyasdar: CooTB. Tpeb. Genplit 0Ca/IOK B pe3yIbTaTe peakiHy ¢ pacTBopom dapus

(kauecmeenHasn peaxyus) XJIopHaa

Hpentudukauns - ackopduHoBas Coots. Tpe0. OCa/I0K CEPOTo LBETA B PE3Y/ILTATE PEaKLMH ¢ PACTBOPOM

KHCA0TA: (KAYeCmeeHHas peaKyus) a30THOH KHMCI0TEI M cepebpa HUTpaTa

OaHopoaHOCTh MacChl: 0,4574 r 0,475 r+7,5% (0,4394 - 0,5106 1)

CooTB. Tpe6. OTKIIOHEHHE OT CpeHeH MacChl:
RSD2=1.5 % ans 90% (18/20) rabnerok — He Oonee + 7,5%;
E s 10% (2/20) Tabnerok — ue donee = 15%
(RSDz0 He Gonee 3,0%)

Pacreopenne xenesa (II) :

(KoMRIeKCOHOMEmPUs,)

- yepes 1 yac: x6=42% 30 — 50 % 0T HOMMHAJILHOIO KOJIMYECTRA

- yepes 2 yaca: x6=067% 45 — 70 % oT HOMHHAJIBHOIO KOJIMYECTBA

- uepes 4 yaca: x6=97% He MeHee 65 % 0T HOMHHAIBHOIO KOJIHYECTRa

Ipumecu: 0,4 mr/rabn He Oonee 5,0 mr xenesa (I11) mpu pacyere Ha cpennHio0

(V-cnexmpopomomempus) Maccy TabIeTKH ¢ POJOHTHPOBAHHBIM BLICBOOOKIEHHEM,
MOKPBITOH 1naeHo4yHo i obonoukoi

TloTteps B Macce NpH BbICYINHBAHHH: L1 % He Gonee 2.0%

OnHopoAHOCTH eAHHHL A03HpOBaHuA: AVig=15 Hcenviranue nposoaures ans xenesa (11):

(komnnekcomempus) AV £15,0 (n = 10), ecnu ycoBHE He BBINONHACTCA, TO
AV < 15,0 (n=30), n us 30/30 Tabnerox
KOJIM4ECTBEHHOE COJlepKaHHe NeHCTRYIONIEr0 BEIECTRA
JIO/KHO HaxoauThes B MHTEpBane 0,75xM — 1,25xM

Mukpobuonoruyeckas yncrora:! nponyues Kareropus 3A

KonuuecTBeHHOE onpeaeseHne 100,0 Mr £ 5% (95.0 - 105,0 mr) xxenesa (I1) B Tabuierke ¢

wenesa (I1): (komnaexcomempus) 99,6 mr/Tab. NPOJIOHTHPOBAHHLIM BBICBOGOKIEHHEM, TOKPLITOH
nneHouHo# obGonoukoi (95,0 — 105,0%)

KonuuecTBeHHOe onpeaenenue npu goinycke 8 KOHYe cpoKa 200HOCIU

afKOpﬁHHDBOH KHCJIO0TBI: 45 — 65 mr 30-65 Mr

(odomempuis) 51 mr/Tabn.

B Ta0JIeTKE ¢ NPOJIOHIMPOBAHHLIM BLICBOOOKIEHHEM,
NOKPBITOH NIEHOUHON 000109KON

;' Hepezaynaproe ucnvimanue, euiofnsemes ONs nepsoii cepuu excezo0Ho, danee Ons kaxcood 10-ii cepuu, nosmomy OaHHbll NOKA3AMENL
Moxcem Gbimb He 8KIIOYEH 8 Cepmughukam kauecmea.

(DHI)M& rapa’nTUpYeET, YTO KAYECTBO YKa3aHHOTO B HACTOAILEM cepmqua're npenapara CoOOTBECTCTBY

yreepxaerHoii HJL JITT-Ne(000080)-(PI"-RU)-090425.
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3aBoa JII'HUC»

HanmeHoBaHHe npenaparta:

HeiicTBYIOLLIEE BELECTBO:
IMpou3BoauTeNb ACHCTBYHOLLETO

BellecTBa:

JefcTBYI01IEE BELLECTBO:
ITpou3BoaMTENb JeiiCTBYIOIIETO

CEPTH®HUKAT COOTBETCTBHUA

CopOndep dypyJiec TabieTKH ¢ NPOJOHIHPOBAHHBIM

BLICBOOOKACHHEM, NOKPLIThIE NJIEHOYHOH 000104K 0

320 mr + 60mr 100x

Cyabar xenesa (1I) Beicymiennsrii
Dr. Paul Lohmann GmbH & Co KGaA (Germany)/[Ap.[Mayas

Jlomand I'm6X 1 Ko. KTAA (lepmanus)

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

(China)/CuDcl1nCu Beiimunr ®apmaceytukan (Iniisxyassr)

BellecTBAa:
Ko.JIta.,Kuraii

Cepus Ne: J734A0626

JaTa mpou3BoOAcTBA: 06.2026.

T'open no: 31.05.2029.
Pesynomamel

¥nakoBka: Mo 100 Tabnerok B KOPHMYHEBOM CTEKISHHOM
¢nakone ¢ I1D kpbllkoit ¢ KOHTpONEM IEpBOro
BCKPBITHA W rapMolikoi-aMoptuzatopoM. 1 dakon
BMECTE C  JIMCTKOM-BKNAIBIIEM  BJIOXEH B
KapPTOHHYIO Mavky.

MapkHpoBKa: CootB. Tped.

XpaHenue Coora. Tped.

Cpok rogHocTH 3rona

IIponssoauTenn:

M®acoBIHK,
YNAKOBUIMK:

Beinyckaromui
KOHTpOJb
KayecTsa:
PesynbTaThi
HCNBITAHUN :

Tpebosanun

[TepeuuHas (BHYTPEHHAS) yNaKOBKA: KOPUYHEBbIH
creknsHHblH (aakon ¢ I19 kpelkoii ¢ KOHTposeM
MIEPBOTO BCKPBITHS M rapMOIIKOH-aMOPTH3ATOPOM.
Bropuunas (noTpeduTenbeKas) yTaKOBKa:
kaproHHas nauka. [To 30, 50 unu 100 TaGretok BO
(dilakoHe  BMECTE € JIMCTKOM-BKJIAJbILIEM
BKJI/IBIBAIOT B KAPTOHHYIO TaUKy.

MapKkHpoBKa BBITIONHAETCA B COOTBETCTBHM C
paznenom 1.3.2. Moayns 1 perucrpallioHHOro
JIOChE JIEKAPCTBEHHOTO Mpenapara.

[1pu Temneparype ot 15 no 25 °C

3roaa

3A0 «@apmauesTnyeckuit 3asog I HC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne auuensun: HU-M-EGIS, ceprudukaT cooTBeTcTBUS

Ne GMP/EAEU/BY/00463-2026)

3A0 «®@apmaueTnyeckuii 3apog T HCx», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne anuensnn: HU-M-EGIS, ceptudmxaT cooTseTcTBHS

Ne GMP/EAEU/BY/00463-2026)

3A0 «@apmauesTuuecknii 3asog T UC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne nunensun: HU-M-EGIS, ceprudukaT co0TBeTCTBHS

Ne GMP/EAEU/BY/00463-2026)

Ceprudukar kavecrsa Ne 1896K/2026./C-TV npuiaraercs

@upmMa rapaHTHPYET, YTO KaUeCTBO YKa3aHHOI'O B HACTOALIEM cepTH(MKaTe npenapara COOTBETCTBYET TPeOOBAHMAM
yreepaaénnoii HJI{ JITI-Ne(000080)-(PI'-RU)-090425
®upma 3A0 «®Papmauesrudeckuii 3apoq DI MC» (byaanewt — BeHrpus) rapaHTHpyeT, YTO TIPOM3ROACTBO YKA3aHHOIO B
HacTosIeM cepTH(HKATE Mpenapara, BKIIOYas ero YNakoBKY W KOHTPOJb KauecTBa, MOJHOCTLIO COOTBETCTBYET TpeOoBaHMAM
neficreyromux «Ipasui HauIeKalleH npou3BOICTBEHHOMN npakTHkW» (cCGMP).
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