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HaumeHoBaHHE NpenapaTa:
Cepus Ne:

Homep anannsa:

JlaTa ananmsa:

Hokazamenu Kawecmsa:
Onucauue :

Hpentudpurauusn (CBIHKX)

Haentudurauns (TCX):

O,EI,HOPOJ]HOCTI) MaccChbl @

Ceprudukar kadecrBa Ne 1912K/2026./C-TV

Muayput® Tabaerkn 100 mr 100x

S467A0626 Jlata npou3BoacTBAa: 06.2026.
KGY/2026/5278 ToneH no: 31.05.2031.
29.07.2026.

Coots. Tpeb. Kpyranele nnockue tabnetku Oenoro uiax ceposaro-
Oesoro ngera, ¢ ¢ackoli, ¢ puckoif Ha oJHOH H C
rpaBupoBkoii E 351 na apyro#i cropone, Ge3 uiu
no4rH Ge3 3anaxa.

Coors. Tped. Bpems ynepxkuBaHHs (fr) OCHOBHOIO THMKa Ha
XpOMATorpaMMme HCIBITYEMOTO PacTBopa JO/KHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHA OCHOBHOTO
NHKa Ha XpOMaTorpamMMe CTaHAapTHOTO pacTBOpa.

CooTB. TpeD. OCHOBHOE TTHO Ha XpoMarorpaMme HCHBITYEMOTO
pacTBopa NHO 3HaYeHHIO Ry BeIMYMHE NATHA H
NOTAOMEHHIO B Y®-cBeTe N0MKHO COOTBETCTROBATD
3Ha4eHHIO Ry BeNMYMHE MATHA M IOTIOIIEHHIO B
Vd-ceTe OCHOBHOTO MNATHA HAa XpOMarorpaMme
CTAaHZAPTHOIO pacTBOpPA AJLNIONMYPHHOIA

199,6 mr 200,0 mr+ 7,5 % (ot 185,0 10 215,0 Mr)

Coots. Tpeb. OTK/IOHEHHE OT CpeaHelt MacChl:
18/20 tabnerox — ne donee + 7,5%,
2/20 tabnetox — He Gonee £ 15%

PacTBopenme : 95-99% He menee 75 % (Q) oT HOMUHATIBHOTO KOJMYECTBA

(Y @D-chexmpogpomomempus) Xe6=98 % aKTHBHOI (apMmaleBTHUECKOH cyOCcTaHIHK OKHO
nepeiiTd B pacTROp 3a 45 MUH.

OnpeaesieHue coaepxaHUA BOAbI: 33% He Gosee 4,5%

(memod Kapra Puwepa)
Npumecn (CBKX):

- IpuMeck A: menee 0,05 % He Gosee 0,20%

- npumMecsk B: menee 0,05 % ue Gosee 0,20%

- HeuJIeHTH(HLL. npuMecH no otaensHoctu:  menee 0,05 % He Gonee 0,10%

- CyMMa HEeMAeHTH}. MpuMeceii: menee 0,05 % He Gonee 0,30%

OQHOpPOAHOCTH eJHHHL A03HPOBAHMHA: AViy=2.2 AV < 15,0 (n = 10), ecnn ycnoBHe He BBITIONHASTCH,

(pacuemro-maccogvlii chocob) To AV < 15,0 (n = 30), u ans 30/30 Tabnerox
KOJIMYECTBEHHOE COZEPKAHUE aKTHBHOH
(hapmaueBTHYECKOH cyOCcTaHIMH JIOJIKHO
HaxoauTkcs B uaTepBaie 0,75xM — 1,25xM

MukpobHoIOrHYeCKas YHCTOTA:! Kareropus 3A

- 001ee YHCIO aIPOOHBIX

MHKPOOPraHHU3MOB! NpoIyIIeH e Gonee 10° KOE B 1 r npenapara

- o0IIee YUCIO APOAKEBBIX H TpoTIyLLIeH

ILIECHEBBIX TPHOOB:

ne Gosnee 102 KOE & 1 r npenapara

_ Esclisrichia coli: HpEiRIneR OTCYTCTBHE B | I mpenapara
KoanuecTBeHHoe onpeaeneHue: 99,0 % ot 95,0 mo 105,0%
(CBIIKX) 99,0 mr 100,0 mr + 5% (ot 95,0 no 105,0 mr

annomypuHona/rabn.)

I Henvimanue 6vinonnsemcs npoussodumenem O nepeoll cepuil exce2o0no, danee ona kasxcood 10-ii cepuu, nosmomy dantelli noxasamens
Moxcem Bbimb He BKIOUEH 8 CePpMUGPUKAM Kauecmea Hpou3gooumens.

@upMa rapaHTHPYET, YTO KavecTBO YKa3aHHOTO B HACTOSIIEM CepTH(HKATE npenapara COOTBETCTBYET TpeDOBAHUAM
yreepkaennoii HJI JITT-Ne(000082)-(PT-RU)-150124.

08. 72026

Képmenn,

EA/0003_4.0

rojaa

3A0 «®apManesTHYECKN 38801 ITUCH AT,
TIpoR3BOACTBEHHAR TLIOMAIKA Képmenn ¢ gg
Képmeng - Benrpus
e———




L5580

<

N4

3A0

«®apmaneBTHYeCKHIl
1106 - Benrpus, bBynanewr yn. Kepectypu 30-38.
Tenedoun: (36) -1-803-5554 Tenegaxc: (36)-1-803-5556

japoa II'HC»

HaumenoBauue npenapara:
JeiicTBy1omee BelecTBO:
IlpousBoauTE b AHCTBYIOUIET0 BEIIECTBA:

Cepun Ne:

Jara npoussojcTsa:

T'onen xo:

VnakoBka:

MapkupoBka:

Xpanenue:
Cpok roaHocTh:

IIpon3poauTeb:

®dacoBLIHK,
YNAKOBIUHK:

Bbinyckatounii
KOHTPO1b
Ka4ecTBa:

PesyabTaThbl
HCNbITAaHU ¢

CEPTU®HUKAT COOTBETCTBHA

AnnonypuHon

S467A0626
06.2026.
31.05.2031.
Pezynvmamer
Ileppuunas (BHYTpeHHAs) YNakoBKa: ¢nakoH u3
kopuunesoro crexna Il ruaponuTHyeckoro knacca ¢
II5 KpelLKOH C KOHTPOJIEM IEPBOIO BCKPBITHS H
aMOPTH3aTOPOM rapMOILIKOH. BropuyHas
(noTpebuTenbckas) ynakoBka: KaproHHas mauka. [lo
100 Tabnetox Bo ¢nakoHe, | (IaKkoH B KapTOHHYH
[auKy BMECTE C IMCTKOM-BKIIa/bIIIEM.

Coots. Tped.

Coorte. Tped.
Coots. Tped.

Munyput® Taéaericn 100 mr 100x

3A0 «PapmauesTrueckuii 3apon I HCy», Benrpus

Tpebosanusn

[lepsuunas (BHYTpEHHSS) YNakoBka: (IakoH u3
kopuaHeroro crekia Il rHAPOTMTHYECKOTO Kilacca ¢
I1D xpblmKoH ¢ KOHTPOJIEM MEPBOTO BCKPBITHA H
aMOpTH3aTOPOM TapMOIIKOi. Bropuunas
(noTpebuTensckas) ynakoBka: KapToHHas nadgxa. Ilo
50 wmm 100 tadnerok Bo ¢naxone, 1 ¢uakon B
KapTOHHYIO IauKy BMECTE € JIHCTKOM-BKJIA/IbIICM.
MapkHupoBKa BBHIMOJHAETCS B  COOTBETCTBHH C
paznenom 1.3.2. Moaynsa 1 perHcTpalHOHHOTO A0ChE
JIGKAPCTBEHHOTO NPENapaTa.

ITpu Temneparype He Beime 30 °C.

5 ner

3A0 «®apmaueeTnuecknii 3ason ST UC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenn, yia. Matsiu kupaii, 65, Benrpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
auuensun: HU-M-EGIS, cepruduxar coorsercraus

Ne GMP/EAEU/BY/00463-2026)

3A0 «Papmauestudeckuii 3asog ITUC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmena, yi. Matsw kupaii, 65, Benrpusa/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
anuensnu: HU-M-EGIS, cepTuduKaT COOTBETCTBUN

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesTHyeckuii 3asoa ITUC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmena, ya. Martsiu kupaii, 65, Benrpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
suuensun: HU-M-EGIS, cepTrudukaT cooTBeTcTBHS

Ne GMP/EAEU/BY/00463-2026)

Ceprudurar kavecrsa Ne 1912K/2026./C-TV npunaraercs

dupMa rapaHTHpYeT, YTO KAYECTBO YKa3aHHOTO B HACTOAMIEM cepTHdukaTe npenapara COOTBETCTBYET TPeOOBAHHAM
yreepskaénnoit HJI JITI-Ne(000082)-(PT'-RU)-150124
®upma 3A0 «®apmanesriueckuii 3apon STMC» (Bynanemt — BeHrpus) rapaHTHpyeT, 4TO NPOH3BOJACTBO YKA3aHHOTO B
HacTosAlIeM cepTH(HKATe Npenapara, BKIHOYas ero ynakoBKy H KOHTPONE KayecTBa, NOJTHOCTBIO COOTBETCTBYET TPEOOBAHUAM
nedictryromux «IIpaBua HaaneKaleH NPOU3BOACTBEHHOR npakTHKUY» (¢cGMP).
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