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Cepruduxar xkagecrBa Ne 1516K/2026./C-TV

Hanmenosanue npenapata:  JIruaok® tabaerkn 100 mr 60x

Cepun Ne: 3293A0426 JaTta npoussoacTsa: 04.2026.
Homep ananu3za: QC2R/2026/1790 I'open po: 31.03.2029.
JlaTa aHanu3a: 13.05.2026.

JeiicTByl01lI€e BELLIECTRBO: MeTonpoaoaa TapTpaTt
INpou3BoanTeNb AeficTBYIOWEro BEIIECTBA: 3A0 «Dapmauestuueckuii 3ason EGIS», Benrpusa
Hokazamenu Kayecmea: Hoayuennsie Hopmuoi:

Pe3yabmanbl,

Onucauue : Coots. Tped. Benbte win noutH Genble, KPYITble, ABOSKOBBITYK/blE TabneTKH, ¢
tackoii, ¢ puckoii Ha oAHOH CTOPOHE W ¢ TPaBHPOBKON
E 432 - na apyroii cropose, 0e3 3anaxa.

Haenrndnkanmua: Coors. 1ped. Bpems yAepAKHBAaHMS OCHOBHOTO IIMKA Ha XpOMarorpamme

(BIXKKX) UCTIBITYEMOrO  pacTBOpa  JOKHO — COOTBETCTBOBAThL  BPEMEHH
VEpKMBaHHA OCHOBHOTO IHKA HA XPOMATOTpaMMe CTaHJIapTHOro
pacTBopa.

HpenTHhukaums: Coots. Tpebd. V@ cnekrpel MOMVIOMIEHWS  HCMBITYEMOTO H  CTAHAAPTHOTO

(Vb-cnexmpogomomempus) PacTBOPOB, MPHIOTOBIEHHLIX 11 KOIHYECTBEHHOTO ONPE/IEICHHS, B

obmactu ot 200 10 400 BHM AONKHEI COBIAAATE M HMETh MAKCHMYM
NOTIONIEHHS TIPH JUTHHE BOIHBI 276 + 2 HM.

OxHOPOAHOCTb MACCHI: 319,2 Mr 320,0 mr £ 5% (304,0 - 336,0 mMr)
Coots. tped. s 90% (18/20) tabnerok — He Gosee £ 5 %
g 10% (2/20) tabaerok — He Gonee = 10 %
PacTBopenne He menee 75 % (Q) 0T HOMHH&JIBHOIO KOIMYECTBA AKTHBHOMN
(V@-cnexkmpogromomempus): 95-99 % dapMaeBTHYECKOH cyOCTAHIMK 0NAKHO nepefiTu B pacTsop 3a 30
Xe=97% MHH.
IloTeps B Macce NPH BLICYIIHBAHHH: 1,1% He Gonee 4,5 %
Npumecn (BDXKX): (Konuuecmeo npumeceli 8bIPaNCEHO 8 HEPECHeme HA MEMORPONIONa
mapmpam)
- mobas NpUMech: menee 0,1 % ne fonee 0,3 %
- CyMMa npuMeceii: menee 0,1 % He Gonee 0,5 %
MukpoGuoiornyeckas ynerora:' TPOILY IEH Kareropus 3A
Ofuee 4ncio aapoOHBIX MpoTTyINEH ne Gonee 10° KOEe 11
MHKPOOPraHU3MOB:
OB1Iee YMCO JPOKIKEBLIX H IUTECHEBbIX TIpOTYINEH ue Gonee 10° KOEB 1
rpuboB:
Escherichia coli IpOHYINEH otcyTcTBHe B 1 ¢
OnnopoaHoCTE J03NPOBAHHBIX EIMHHILE AV y=]0 AV < 150 (n = 10), eci ycnoeue He BHIIONHACTCH, TO
(pacueTHO-MaccoBbIH Cr10c0D) AV £ 150 (n = 30), 7 ams 30/30 TabaeToK KOJIMYECTBEHHOE

cofepKanue aKTHBHON (hapmalleBTHHECKOH cyOCTaHIMH JOKHO
HaxoauThes B MHTepBane 0,75xM-1,25xM

KosinyecTBeHHOE Onpe/ie/ieHHe: 101,57 mr/rabn. 100,00 mr + 5 % (95,0-105,0 Mr) MeTOnponona TapTpata/Tadi
(V®-cnexmpoghomomempus):
VYnaxoBka: [lo 60 Ttabnerox B crekisuHoMm ¢Guakone [lepBuunas (BHYTpeHHAA) YNakoBKa: (UIAKOH M3 KOPHYHEBOIO

kopuuHesoro meera ¢ 1D kpeimkoii ¢ crexaa c 13 Kpbinkoii ¢ aMOPTH3aTOPOM-TapMOILIKOH, € KOHTPOJIEM
AMOPTH3ATOPOM-TAPMOLIKOH, € KOHTPOJNEM NEPBOTO BCKPBITHS.

nepeoro BCKpuTHA. 1 uiakon BMeCTe C Bropuunas (0TpeGuTEIbCKAs) YIAKOBKA: KAPTOHHAS NIAUKa.
JIMCTKOM-BKJIA/IBILIEM YITAKOBAH B KAPTOHHYIO

e o 30 vnu 60 TabneTok B CTEKASHHOM (haKoHE KOPHYHEBOTO 1IBETA

¢ [ID kphlmkOH ¢ amMopTH3aTOPOM-TapMOMIKOH, € KOHTpPOJIEM
nepBoro BCKpeITHA. | (IaKkoH BMECTE C JHMCTKOM-BKIIAILILEM
YIAKOBaH B KAPTOHHYH MA4Ky.
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Mapkupobka: Coors. Tped. MapKupoBKa BEINOJNHAESTCA B COOTBETCTBHH € PasielioM
1.3.2.  Momyns 1 perucTpallHOHHOTO  JOChE
NIeKapCcTBEHHOTO MpEenapara.

Xpanenue Coors. 1ped. XpauuTs npu Temnepatype ot 15 no 25 °C.

Cpoxk roanocrs 3 roaa 3 rona
! — Hepezyisproe ucneimanue, uinoHsemca 04 Nepsoil ceput esicezo0H0, danee 05 kaxcoot 10-i ceputi, nodmoMy oanusiti HOKA3amens
Moxcem Gulmb He GKNI0YEH 8 Cepmughukam xavecmsa.

Mpoussoautens: JA0 «PapmanesTnucckuii 3ason ITHC», Benrpus / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut
118-120, Hungary/1165, Bynanewr, y1. Bekenngensan 118-120, Benrpus ( Ne mnuensun: HU-M-EGIS, ceprudmkar cooreTcTBHS
Ne GMP/EAEU/BY/00369-2024)

Macopmuk,ynakosmuk: 3A0 «@apmanesrudeckuii 3asoa T MC», Benrpus / Egis Pharmaceuticals PLC, 9900, Kormend, Matyas
kiraly ut 65, Hungary/9900, Kepmena, yn. MaTsm kupaii 65, Benrpus (Ne anuensun: HU-M-EGIS, cepTHQHKAT CO0TBETCTBHA

Ne GMP/EAEU/BY/00463-2026)

Brinyckaomuii KOHTPo.b kadecTsa: 3A0 «PapmaneTHueckuii 3aox ITHC», Benrpus / Egis Pharmaceuticals PLC 9900,
Kormend, Matyas kiraly ut 65, Hungary/9900, Kepmena, yi. MaTam knpaii 65, Beurpus (Ne nuunensun: HU-M-EGIS, ceprudmxar
cooTeercTeug Ne GMP/EAEU/BY/00463-2026)

dupma 3A0 «PapmauesTiyecknii 3asoa ST MC» (Byaanewt — Benrpus) rapaHTHpYeT, 4T0 MPOU3BOJCTBO YKA3aHHOTO B HACTOALIEM
cepTH(MKaTe npenapara, BKIKYAs €0 YIAKOBKY H KOHTPOJIb KaYeCTBa, NOJHOCTBIO COOTBETCTBYET TpeGoBaHHAM AeHCTBYIOIMX «I1paBui
HaUIexKalleil NpoH3BOACTBEHHOMH npakTuk» (¢cGMP).

dupma rapaHTHpYeT, YTO KauecTBO YKA3AHHOTO B HACTOMIIEM cepTH(MKATE Mpernapata COOTBETCTBYET TPeOOBAHHMAM YTBEPHACHHHOH
H/I JITI-Ne(000231)-(PT'-RU)-040923
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