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«®apmaneBTHYecknii  3asog DITUC»

1106 - Benrpus, Bynmamemr, yn. Kepectypu 30-38.
Tenedon:(36)-1-803-5554  Tenedakc :(36)-1-803-5556

Cepruduxar kauecrsa Ne 2112K/2026./C-TV

HaumenoBanue npenaparta:

Cepusn Ne: 4036A0626
Homep ananu3a: QC2R/2026/2805
Jata anannza: 31.07.2026.
Ioxazamenu xauecmsa: Hoayuennsie
pe3vibmantbi:
Onucanue : Coots. Tpe0.
Haentudurxauns (CBIKX): Coots. Tpe6.
Hnentnduxauns (TCX): Coots. Tpeb.
OnHopoaHocTL Macehi: 389,8 mr
CootB. Tpeb.
PacrBopenne: 98 - 99 %
(Y-cnexmpopomomempus) X6=99%
Onpeaenenne cogepKaHHSA BO/bI: 1,2 %

(memoo Kapna @uwepa)

Ipumecu (CB3XKX):

- TIpUMeEchk A

- npumecs B:

- HEHJAEHTH(DHIL NPUMECH 110 OTACIBHOCTH:
- CyMMa HEMJIEHTH(. npUMeceii:

OQHOPOIHOCTEL eAHHHL A03HPOBAHHUA:
(pacwemno-maccoswiii cnocob)

Mukpobuosoru4eckan yucrora:!
- ofwee yncno aypobHBIX
MHKPOOPTaHH3MOB!
- ob111ee YKCIo APOAFTKEBIX U
IUIECHEBLIX rPHOOB!
- Escherichia coli:

KOJ‘IH‘IBCTBCHHOE onpe,ueaeuue:
(CBIXKX)

menee 0,05 %
menee 0,05 %
menee 0,05 %
menee 0,05 %
AVip=23

HpOITY ILEH

NPOITy1EeH
NPOIYILEH
99,6 %
298,7 mr

Muayput® Tabaetkn 300 mr 100x

Hara npoussoacTea: 06.2026.
Toaen no: 31.05.2031.
Hopmepi:

Kpyraele niockne tabnerks 6esoro uin ceposaro-6enoro
uBeTa, ¢ ackoi, ¢ puckoii Ha 0AHON M ¢ rpaBHpoBKoii E
352 Ha apyro# cropone, 6e3 WK no4TH 63 3anaxa.
Bpems  ynepxuBanus  (IR)  OCHOBHOTO TMKA Ha
XPOMAaTorpamMMe  MCIBITYEMOIO  PacTBOpa  JIOJBKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHA OCHOBHOI'O NMHKA
Ha XpOMATOrpamMMe CTaHJapTHOTO pacTBopa.

OcHoBHOE NSTHO HA XPOMaTOrpPaMME  HCIBITYEMOTO
pacTtBopa M0 3Ha4eHMIO Ry, BeNHMYMHE MSTHA U
norjomenyi0 B Y®-cere J0KHO COOTBETCTBOBAThH
3Ha4eHH1o Ry, Benmuunne naTHa v noromentio B Yd-cpere
OCHOBHOTO [IATHA Ha XPOMAaTOTpaMMe CTaHIapTHOTo
pacTBOpa AIONYPHHONA

390,0 mr £ 5% (ot 370,5 10 409,5 Mr)

OTKI0HEHHE OT CpefiHeH MacChl:

18/20 Tabnetok — He Gonee + 5%,

2/20 Tabnerok — ne domnee + 10%

He menee 75 % (Q) OT HOMMHANBHOIO KOJHMYECTBA
akTHBHOH  (apManesTHUeckol  cyOcTaHIMM  OTKHO
nepeiTH B pacTeop 3a 45 MuH

He Gonee 3,0%

He Oonee 0,20%

He dounee 0,20%

He Gonee 0,10%

He Gonee 0,30%

AV <15,0 (n=10), ecnu yCJIOBUE HE BBINOIHAETCS, TO
AV <15.0 (n=30), u g 30/30 Tabnerok KOTHUYECTBEHHOE
COojiepKaHue akTHBHOH dapmanesTHyeckoil cyberaHumu
JOKHO HAXOANTLCA B uHTepBane 0,75xM — 1,25xM
Kareropusa 3A

ne Gonee 10° KOE & | r npenapara

ne Goxnee 10° KOE B 1 r npenapara
oTcyTeTBHME B | T npenapara

ot 95,0 1o 105,0%

300.0 mr + 5% (ot 285.0 a0 315.0 Mr
aJuIoIy puHOna/Tabn.)

' Henvimanue ssinonnsemcs npousgodumenem 01 nepeoii cepui exce200mo, danee 011 kaxcooii 10-ii cepul, ROIMOMY OaHHbIl
nokazamens Moxcem Ovlmb He 6KII0YEN 6 CepMuuKanm Kavecmea npou3cooumens.

®upMa rapaHTHPYeT, 4TO Ka4eCTBO YKA3aHHOIO B HACTOSIIEM cepTuduKaTe npernapara cOOTBETCTBYET TpeboBaHUAM
yTBepmxaeHHoi H/ JITT-Ne(000082)-(PI'-RU)-150124.
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3A0 «®apmaueBTHyecknii 3aBox ITUCH
1106 - Benrpus, Bynanewr yi. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedakc: (36)-1-803-5556

CEPTH®UKAT COOTBETCTBHSA

HaumeHoBaHHe npenapara:
JeiicTBYI01IEE BEHIECTBO:
IpousBoauTens aelicTBylomero BenmecTna:

Muaypur® ra6aerkn 300 mr 100x
Amlonypuson
3A0 «Dapmanesriyeckuii 3ason ITUC», Benrpns

Cepua Ne:
Jlata npou3BoacTBa:
Tonen no:

Vnakoska:

Mapkuposka:

XpaHenne
Cpok rogHocTn

IMpomssoauTenn:

DacoBUIHK,
YNAKOBLIHK:

Buinyckarommuii
KOHTPO./Ib
Ka4ecTBa:

Pesyabrathl
HMCNBITAHHH ¢

4036A0626
06.2026.
31.05.2031.
Peszyavmamet
[lepsuynas (BHyTpeHHsis) YynakoBka: (uakoH H3
kopuunesoro crexna Il ruaponuTyeckoro knacca ¢
ITD kpbimkoll ¢ KOHTPONEM INEPBOTO BCKPBITHA M
aMOPTH3aTOPOM rapMOLIKO#A. Bropuunas
(noTpebuTenbCKas) yrakoBKa: kaproHHas nauka. [lo
100 taénerox Bo duiakoHe, 1 duakoH B KapTOHHOI
NayKe BMECTE € THCTKOM-BKJIA/IbILIEM.

CooTs. Tpeb.

Coots. Tpeb.
Coors. Tpel.

Tpebosanus

[lepeuynas (BHyTpeHHSS) yrnakoBka: (MIaKOH H3
kopuuHeBoro crekna I ruaponuTHueckoro knacea ¢
11D kpbiuKo# ¢ KOHTPOJIEM NEPBOrO BCKPHITHA M
aMOPTH3aTOPOM FapMOMIKO#A. Bropuunas
(moTpeburenbekas) ynakoBKa: kapToHHas nauxa. Ilo
30 mam 100 Tabnerok Bo (Qnaxome, 1 duakon B
KapTOHHOH NMavKe BMECTE ¢ IMCTKOM-BKIAJIBIIIEM.

MapkupoBKa BBINONHAETCA B COOTBETCTBHH €
pasgenom 1.3.2. Moayns 1 peructpaioHHoro noche
JIEKAPCTBEHHOI'O TIperiapara.

ITpn Temnepatype ue sbime 25 °C,

5 ner

3A0 «®PapmauesTuyecknii 3apog I NC», Benrpus / Egis Pharmaceuticals PLC, Hungary. 1165,
Byaanewr, yn. bexenbgennau 118-120, Beurpus / 1165 Budapest, Bokenyfoldi ut 118-120,
Hungary (Ne auuensun: HU-M-EGIS, ceprudmrat coorsercrens (Ne

GMP/EAEU/BY/00369-2024)

3A0 «PapmauesTHuecknii 3ason T UC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmena, ya. Matsaw kupaii, 65, Benrpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary
(muuensuu: HU-M-EGIS, ceprudukar coorsercTans

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmanesTuyecknii 3asoa ITUC», Benrpua / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenn, ya. Matam kupaii, 65, Beurpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary
(muuensuu: HU-M-EGIS, ceprudukar cooreercTBHs

Ne GMP/EAEU/BY/00463-2026)

Ceprudurar kauecrsa Ne 2112K/2026./C-TV npunaraercs

®upMa rapaHTHPYET, YTO KA4€CTBO YKAIAHHOTO B HACTOAINEM CepTH(HKATE NPenapara CoOTBETCTBYET TPeGOBaHHAM
yreepxkaénanoii HJ JITI-Ne(000082)-(PI'-RU)-150124
®upma 3A0 «@apmanceTryeckuit 3asoa OI'MCy» (Bynamemt — BeHrpus) rapauTHpyerT, uTO NPOU3BOACTBO YKa3aHHOTO B
HACTOAMIEM CepTHRHKATE Npenapara, BKIYAs ero YNakoBKY H KOHTPOIb KA4ecTBa, MOJIHOCTLIO COOTBETCTBYET TPeGOBaHUAM
nedcTByroMx «IIpasun nanmesxaneit pou3BoACTBEHHOMH npakTHkH» (¢GMP).

Képmenn,

135, 03, 2026
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