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Ceprudukar kauecra Ne 1999K/2026./SZZS

HaumeHoBaHue npenapata: Muayput® Tabaetkn 100 mr 100x

Cepua Ne: S472A0626 Jlata npon3BoacTBa: 06.2026.

Homep anaausa: KGY/2026/5411 Toaen go: 31.05.2031.

Jdata aHanuza: 29.07.2026.

Onucanme : Coots. Tpeb. Kpyrabie nnockue tabnerku 6enoro WiM cepoBaro-

Oenoro upera, ¢ (ackod, ¢ puCKoil Ha OJHOH M ¢
rpasuposkoii E 351 na apyroii ctopomne, 6e3 uim

noutu 6e3 3anaxa.

Wnentndukauua (CBIKX) CooTB. Tped. Bpems ynepsxkusanus (trR) OCHOBHONO IHKa Ha
XpOMaTOrpaMMe HMCHBITYEMOTO pPacTBOpa JOJIKHO
COOTBETCTBOBATEL BPEMEHH YJICPKUBAHHSA OCHOBHOTO
IIHKA Ha XPOMAaTOTPaMMe CTaHIapTHOTO PacTBOpa.

HUpentudukauus (TCX): CootB. Tpeb. OCHOBHOE NIATHO HA XPOMATOIPAMME HCIBITYEMOIO
pacTBOpa N0 3HAYECHHIO Ry, BenWuMHE NATHA |
MOTNIOIIEHUIO B Y D-CBEeTE ACKHO COOTBETCTBOBATh
3Ha4YeHUr Ry BeNHYMHE NATHA H TOTJOMICHHUIO B
V@-cBeTe OCHOBHOTO MATHA HA XPOMaTOrpamme

CTaHJapTHOTO PACcTBOPA AJLIONYPHHONA
OaHOPOAHOCTH MACCHI : 199,3 mr 200,0 Mr £ 7.5 % (ot 185,0 no 215,0 mr)

Coorts. Tpeb. OTKNIOHEHHE OT CpelHE MacChl:
18/20 Tabnerok — ue Gonee + 7,5%,
2/20 tabnerox — He Bonee + 15%

PacTBopenue : 93 -98 % He menee 75 % (Q) OT HOMHHAILHOIO KOJIHYECTBA
(VD-cnexmpogomomempusn) X6=97% aKTHBHOH (apManeBTHYeCKoN CyOCTaHIMH JIOHKHO

nepekTH B pacTBop 3a 45 MHH.

Onpenenenne coaepixaHns BoAbI: 3,4 % He Bonee 4,5%
(memoo Kapna Puwepa)
IMpumecu (CBIXKX):

- IpUMech A menee 0,05 % He 6onee (,20%

- npumecsk B: menee 0,05 % He Gonee 0,20%

- HEMAECHTU(HLL. TpUMeEcH o oTaensHocTH:  Menee 0,05 % He Gonee 0,10%

- cyMMa HeHaeHTH}. mpumMeceii: menee 0,05 % ne Goxee 0,30%

OnHOpPOAHOCTH eAHHMLL JO3HPOBAHMKS AVip=27 AV <15,0 (n = 10), ecid YCIOBHE HE BBINOJIHSIETCS,

(pacvemmno-maccogolli chocod) T0 AV £ 15,0 (n = 30), u ana 30/30 tabnerok
KOJIHYECTBEHHOE COAEPHKAHME
(hapmarieBTHYECKO#H cyOcTanumu
Haxoautkes B uHTEpBate 0,75xM — 1,25xM

Mukpodunosoraueckas yucrora:! Kareropus 3A

- ofmiee YHCo aIPoOHBIX

MHKPOOPTaHH3MOR: POy IIEH He Gonee 10° KOE s | r npenapara

- obIuee YHCIO APONOIKEBLIX H

rmecileB];Ix l‘pnéga: Eggziiz: He Gonee 10?2 KOE & 1 r npenapara

- Escherichia coli: oTcyTeTBHe B | T penapara

KoauuecrBeHHoe onpeaenenue: 98,3 % ot 95,0 no 105,0%

(CBDXKX) 98,3 mr 100,0 mr £ 5% (o1 95,0 1o 105,0 mr

ajIonypuHoaa/Tabmn.)

! Hcnsimanue swinonnsiemes npoussodumenem Ons nepsoii cepuu excez00n0, oatee ons xaxcood 10-ii cepuu, ROIMOMY OaHHbII NOKA3AMEL

Modcen Gblimb He GKTIOUEH 8 CePMUpUKam Kauyecmaa npou3sooume.ns.

@upMa rapaHTHpYeT, YTO Ka4€CTBO YKa3aHHOTO B HacTosflleM cepTudHUKaTe mpemnapara cOOTBETCTBYET TPeDOBaHHAM

yTBepaaennoii HJI JITT-Ne(000082)-(PT-RU)-150124. , /%
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s3aBoa ITHUC»

HanmenoBanune npenapara:
JeiicTByromee BelecTBO:
ITpon3BoanTeNIb NEiiCTBYIOIIETO BELECTBA:

Cepun Ne:

J],aTa NMpoOH3BOACTEA:

Tonen no:

YnakoBka:

Mapkuposka:

XpaHenue:
Cpok rogHocTn:

HpDHSBOﬂHTeJ’lb:

DacoBLIHK,
YNaKOBUIHK:

Beinyckatoumii
KOHTPOJIb
KayecTBa:

PesyabTaThl
HCNBITAHUMH :

CEPTH®UKAT COOTBETCTBUA

AnnonypHuon

S472A0626
06.2026.
31.05.2031.
Pesyromamot
Ileppuunas (BHyTpeHHAs) ynakoBka: (NakoH w3
kopuunesoro crexna III rugponuTuyeckoro knacca ¢
I1D xpelukoli ¢ KOHTPOIEM IIEPBOTO BCKPBITHA H
aMOopPTH3aTOPOM rapMOIIKOH. Bropuynas
(nmoTpefuTenpckas) ynakoBka: KaproHHas nadka. Ilo
100 tabnerok Bo ¢uaxone, 1 QnakoH B KapTOHHYIO
HaYKy BMECTE C THCTKOM-BKIIAIbIIEM.

CooTts. Tpe6.

Coors. Tpe0.
Coots. Tpeb6.

Muayput® Tabaerkn 100 mr 100x

3A0 «Papmanestnueckuii 3aog ST UC», Benrpus

Tpedosanus

Ileppuynas (BHYTpeHHSIS) YNakoBKa: (nakoH u3
kopuysesoro crexna III rupponnTHyeckoro knacca ¢
II3 kpbmkoif ¢ KOHTPONEM [EPBOrO BCKPBITHA M
aMOpPTH3aTOpOM rapMOILIKOH. Bropuunas
(moTpeburenbekas) ynakoBka: kaproxHas nadxa. [lo
50 wmu 100 Tabnerox Bo dQuakone, 1 dmakon B
KapTOHHYIO MadKy BMECTE C THCTKOM-BKJIAMIBILIEM.

MapkupoBKka BBINOJHAETCS B  COOTBETCTBHH C
paszgenom 1.3.2. Mogyna 1 perdcTpaluMoHHOTO JOChe
JIEKapCTBEHHOTO Mpenapara.

IIpu Temneparype He Boiuie 30 °C.

5 ner

3A0 «PapmauesTHyeckuii 3aog ST HUC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenn, yn. MaTam kupaii, 65, Benrpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
auuensun: HU-M-EGIS, ceprudmkar cooTBeTcTBHS

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesTHyecknii 3asoa II'UC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenn, ya. Maram kupaii, 65, Beurpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
auuensnn: HU-M-EGIS, ceprudukar cooTBeTcTBHSA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesTraeckuii 3asoa ST UC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenn, ya. Marawm kupaii, 65, Benrpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
auuensuu: HU-M-EGIS, cepruduxar cooTBeTcTBHSA

Ne GMP/EAEU/BY/00463-2026)

Cepriukar kauecrsa Ne 1999K/2026./SZZS npunaraercs

®upMa rapaHTUPYET, YTO KAUECTBO YKa3aHHOTO B HACTOANIEM cepTH(MKATE penapaTa COOTBETCTBYET TPeOOBAHHAM
yreepxkaénnoii HJ JITI-Ne(000082)-(PI'-RU)-150124
®upma 3A0 «PapmanesTudeckuii 3ason DIMCy (Byaanemr — Benrpust) rapaHTHpYeT, 4TO NPOM3BOACTBO YKA3aHHOIO B
HacTosmeM cepTuduKaTe Npenapara, BKIOYAs €ro YNaKOBKY M KOHTPOJ/Ib KA4€CTBd, NOMHOCTBIO COOTRETCTRYET TPeGOBAHUAM
aetictByromnx «IlpaBun Haanexameil npoU3BOACTBEHHOM npakTHku» (¢cGMP).

Képmenn,

28. 08. 2026
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3A0 «®apmuuesTuueckui 3asog ITHC
ITpon3BOACTREHHAR TICURIKE Képmenn
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