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3A0 «®apmaueBTHuecknii 3aBog IIHC»
1106 - Benrpus, Bynanemr, yn. Kepectypu 30-38.
Tenedon:(36)-1-803-5554  Tenedakc :(36)-1-803-5556

HaumenoBaHHe npenapaTta:
Cepus Ne:

Homep anasnsa:

JlaTa aHaauza:

Iokazamenu kauecmea:
OnucaHue :

Hpentuduxauus (CBIKX)

Hpenrnpukanus (TCX):

OIIHODOJ]HOCTL MAacchl ©

PacTBopeHue :
(YD-cnexmpogomomempusn)

Cepruduxar kauecTBa Ne 2000K/2026./SZZS

Muayput® Tabaetkn 100 mr 100x

S473A0626 Jlata npou3BoacTBa: 06.2026.
KGY/2026/5325 T'open no: 31.05.2031.
29.07.2026.

Honyuennsie pesyromamsr:  Hopmoi:

Coots. Tpeb. Kpyrasle ninockue tabuerku Genoro wiM cepoBaro-
Genoro nsera, ¢ Qackoi, ¢ pHCKOH Ha OJHOM M C
rpasupoekoi E 351 Ha npyroii cropone, Ge3 wmu
noutH 6e3 3anaxa.

Coorts. Tped. Bpems ynepxuBaHus (tR) OCHOBHOIO TIMKAa Ha
XPOMaTorpaMMe MCOBITYEMOTO pPAcTBOpA JAOJIKHO
COOTBETCTRBOBATE BPEMEHH YICPKUBAHHUS OCHOBHOIO
NHKA Ha XpOMATOTpaMMe CTaHAapTHOTO PacTBOpa.

Coorts. Tpeb. OCHOBHOE MATHO Ha XPOMATOIPamMMe HCIIBITYEMOTO
pacteopa 1no 3HaueHH0 Ry, BelWuHHE NSTHA |
NnornoumeHnio B ¥Y®-ceere 10mKHO COOTBETCTBOBATH
3HaueHHI0 R: BENMYMHE NATHA M MOTTOLICHHIO B
Yd-cBeTe OCHOBHOIO MNSTHA Ha XpOMaTOTpamMme
CTaHJIapTHOTO PAacTBOPA AIONYPHHOIIA

200,2 mr 200,0 mr = 7.5 % (ot 185,0 go 215,0 mr)

Coorts. Tpeb. OTKNOHEHHE OT CpeaHei MacChl:
18/20 Tabnerok — ne Gonee + 7,5%,
2/20 Tabnerok — He bonee = 15%

94 - 99 % He menee 75 % (Q) 0OT HOMHHANBEHOIO KOJIHYECTBA

X6=98 % aKTHBHOH (hapManeBTHYECKOH CyOCTaHIMK JI0KHO
nepeiTH B pacTBop 3a 45 MUH.

OnpeaeneHne cogepKaHua BOAbI: 3,3% He Gonee 4,5%

(memoo Kapnra @uwuepa)

Ipumecu (CBIKX):

- IpuUMech A: menee 0,05 % He Gousee 0,20%

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

- HeHAIeHTHMIL, TIPHUMECH Mo OT/eNbHOCTH:  MeHee 0,05 % He Oonee 0,10%

- CyMMa HeHaeHTH(. npuMeceii: menee 0,05 % ne Gonee 0,30%

OnHopoaHOCTH eAHHHL 03HPOBAHNA: AVi=2,1 AV <15,0 (n = 10), ecnu ycnoBHe He BBITIOIHAETCS,

(pacuemuo-maccoswiti chocod) 10 AV < 150 (n = 30), u ans 30/30 tabnerok
KOJIMYECTBEHHOE cojiepxanue AKTHBHOH
thapmanieBTidecKOi cybcTannuu JOTAKHO
HaxonuThcd B wHTEpBane 0,75xM — 1,25xM

Mukpobuosornyeckas yncToTa:! Kareropus 3A

- o0uree YHCIO a3POOHBIX

MHKPOOPTaHH3MOB: NpOIyILEeH e Gonee 10* KOE 8 1 r npenapara

- Oﬁmee YHUCJIO APONGKEBBIX H NpOIyLIeH

IUIECHEBBIX rpHOOB:

ue Gonee 10? KOE & 1 r npenapara

- Bstherichia coli IROEyRIeH OTCYTCTBHE B 1 r npenapara
KonuyecTBeHHOE onpeaeieHHe: 98,7 % ot 95,0 no 105,0%
(CB2XKX) 98,7 Mr 100,0 mMr £ 5% (ot 95,0 no 105,0 mr

ajulonypuHona/rabin.)

' Henvimanue gemonnsiemes npoussodumenem Ons nepeocii cepuu excezo0Ho, Oanee ona kaxcoou 10-ii cepuu, nosmomy OanHeiii HoKa3amens
Moxcen BbiMb HE 8KIIOYEH 8 CEPMUMUKAN KAYeCmBa HPOUIBOOUMES.

®upmMa rapaHTHpYeT, YTO Ka4e€CTBO YKA3aHHOIO B HACTOsleM cepTH(UKATE Npenaparta COOTBETCTBYET TpeGOBaHMAM

Képmenn,

28 08. 2026
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Ksamiduuuposannoe JHLO

EAO «QapmanesTiyeckuii 3ns0a ITUCH &
LiporaroncTaennas niomanxa Kepmenn €60
Képmeng - Beurpus
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3apoag JITHUC»

HaumenoBanue npenapara:
JeiicTByI0ImEe BELIECTBO:
IMpouseoanTes AeiicTBYIOLIET0 BelleCTBA:

Cepus Ne:

Jlata nponsBoacTBa:

Topen mo:

VnakoBka:

MapkupoBka:

Xpanenue:
Cpok roanocTH:

IIpousBoauTens:

DacoBIIUK,
YNaKOBIIHK:

Buinyckawwuii
KOHTPOJb
KavecTBa:

PesyabTathl
HCMBLITAHMI ;

CEPTH®HUKAT COOTBETCTBUS

Annonypunos

S473A0626
06.2026.
31.05.2031.
Pesynvmamot
[leppuunas (BHyTpeHHss) ynakoBka: G¢uakod us3
kopuuneporo creksa Il ruaponuTideckoro knacca c
II9 kpbluKOH ¢ KOHTpONEM MEPBOTO BCKPHITHA H
aMOPTH3aTOPOM rapMOLIKOIA, Bropiunas
(nmorpebuTenbckas) ymakoBka: kapToHHas nauxa. Ilo
100 Tabnetox Bo QuakoHe, 1 ¢uakoH B KapTOHHYIO
Ha4Ky BMECTE C JTHCTKOM-BKIIABIIICM.,

Coots. Tpeb.

Coorts. Tped.
CooTts. Tpeb.

Muayput® Taéaerkun 100 mr 100x

3A0 «@PapmanesTrueckuii 3asox 31 MCy», Benrpus

Tpebosanua

[leppuunas (BHyTpeHHAs) ymakoBka: ¢uiakoH M3
kopuiHeBoro crexaa Il ruapoauTHyeckoro knacea ¢
II3 kpemuKOH € KOHTPOJEM IEPBOTO BCKPHITHA W
aMOpTH3aTOPOM rapMOILIKOIH. Bropuunas
(motpefuTeNbCKas) yNAaKOBKa: KapToHHAa mauka. Ilo
50 mmm 100 rtabnerox Bo ¢unakone, 1 duakon B
KapTOHHYIO MavyKy BMECTE C JTHCTKOM-BKJIA/BIIIEM.
MapkupoBka BEITIOJIHAETCS B COOTBETCTBMH €
pasnenom 1.3.2, Moayns | peractpalidioHHOrO J0Che
TIEKapCTBEHHOTrO Mpenapara.

ITpn Temnepatype He Boime 30 °C.

S nmer

3A0 «PapmauesTuyeckuii 3aoa 3I'UC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenpn, yn. Mataw kupaii, 65, Bearpusi/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
sunensun: HU-M-EGIS, cepTudHKaT cooTBeTCTBHS

Ne GMP/EAEU/BY/00463-2026)

3A0 «@apmauesThueckuii 3ason ITUC», Benrpns / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenn, ya. Matsam kupaii, 65, Benrpusi/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
auuensun: HU-M-EGIS, ceprudukar cooTBercTBHA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®@apmauesrniecknii 3apoa ITUCy», Beurpusn / Egis Pharmaceuticals PLC, Hungary, 9900
Kepmenpn, ya. Mataw kupaii, 65, Benrpusi/ 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
auuensun: HU-M-EGIS, ceprudukar cooTBeTcTBHS

Ne GMP/EAEU/BY/00463-2026)

Ceprudukar kayecrsa Ne 2000K/2026./SZZS npunaraercs

Dupma rapaHTHPYET, YTO Ka4€CTBO YKa3aHHOTO B HACTOSIIEM cepTH(HKATE Npenapara CoOOTBETCTBYET TpeGOBAHMIM
yreepxagnroi HJL JITI-Ne(000082)-(PI'-RU)-150124
®upma 3A0 «®apmauesruueckuii 3asoq STMC» (Bynanewt — Benrpus) rapautupyer, 4T0 MPOM3BOACTBO YKA3AHHOTO B
HACTOSLIEM CEPTH(UKATE NPENapaTa, BKIHOYas €0 YNAKOBKY H KOHTPOIL Ka4ecTBa, MOJHOCTBIO COOTBETCTBYET TPEGOBAHMAM
necTeylommx «llparun naanexameit npou3eoaCcTBEHHOM npakTuku» (¢cGMP).
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3A0 «®apmauestuueckuii sapog ITHCH
Mporsnonorsennas nnowmanxs Képuenn {:
Képumeng - Benrpas
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