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HaumenoBaHHe npenapaTa:
Cepus Ne:

Homep ananmsa:

Jarta aHanusza:
HeiicTBYHOLIIEe BelLECTBO:

HpOIrBBOJ]HTBJ'II: ,ueiicrsymmero BeLlecTBAa:

IHoxkazamenu Kayecmea:
Onucanue:

Haenruduranms:
(kauecmeenan peaxkyus)

HnenTudurauus:
(Y@-cnexmpogomomempusn)

O,EIHOPO,E[HOCTL MacCChI:

PacTBopeHue
(Y®D-cnexmpogomomempus):

Bopna: (memod Kapra Quwepa)

IIpumecu (BOXX):

- mo0as eNMHUYHA HJCHT. TNpPpHUMECHE:

- mo0as eAHHHYHAS HEMICHT.
TIPUMECE!

- CyMMa NpHMeceii:

Oﬂl-IOpOj]HOETI: A03ZHPOBAHHBIX

eqHHHLL:
(Pacuemuo-maccosviii chocod)

MukpoGuoaoruyeckas 4HCTOTA:

- oOwee yrcno a3pobHBIX
MHKPOOPraHU3MOB!

- 001LEe YHUCTIO APOAIKEBBIX U
NIecHeBbIX rpuboB:
-Escherichia coli:

KonnuecreenHoe onpeaeyieHHe

(Y®-cnexmpogomomempus):

¥nakoBka:

EA/0011_3.2

Cepruduxar kagectsa Ne 5196/2025/LM

I'panpaxcun® Tadaerku 50 mr 6x10

T558A1025

QC2R/2025/4357 T'onmen no:

05.11.2025.

JaTta npou3BOACTBA: 10.2025.

30.09.2030.

Toduzonam

ITonyuenitvie pesyibmantbl:
Coots. Tpeb.

Coors. Tpeb.

Coots. Tpeb.

179,2 mr
Cootn. Tped.

98-104%
X6 = 100%

4,0%

menee 0,03 %

menee 0,03 %
menee 0,03 %
AVio=5,0

menee 10/t

menee 10 /r
HE BEHIABJIEHO

51,08 mr/rabm.

[To 10 Tabnerok B 6GnHcTep U3
TIBX/TIBJOX//antoMHHHEBasA
tdonera. Ilo 6 OGnucrepos
YNakoBaHel B KAPTOHHYIO
[a4Ky BMECTE€ C JTHCTKOM-
BKJTaJIBILIEM.
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3A0 «®apmaneBTnyeckuii 3apon IT'UCy», Benrpus

Kpyrnele, miockue TableTkH B BHAE JHcka, OEN0T0 HIH
cepoparo-Oenoro uBera, ¢ ¢ackoil, ¢ TrpaBHPOBKOH
"GRANDAX" na oaHoit cTopoHe U ¢ pPUCKOH Ha ApYro#
cropoHe, Ge3 3amaxa unH no4tH 6e3 3anaxa

B pesyneTaTe peakuMH € CEPHOH  KMUCIOTOH
KOHLIEHTPHPOBAHHOH pacTBOP NPHOGPETAET OPAHKEBEIH
[IBET, KOTOPBI TpH TNpHOaBNEHMH a30THOH KHCIIOTBI
KOHLEHTPHPOBAHHOH NIEPEXOJHUT B TEMHO-KPACHBIH.

Y&  cnexkTpel  NOINOLIEHMS — HCOBITYEMOIO  H
CTAHAAPTHOTO  pAacTBOPOB, IPHIrOTOBAEHHBIX  JUIA
KOJIMMECTBEHHOTO ONpeieNieHus, B 00lacTH IIHH BOJH
ot 220 no 350 HM JOMDKHEl HMETH OJMHAKOBYIO GopMy
KpHBOH. MakcHMyMBI IOTMOIIEHHA OJOJDKHEI HAXOAUTECA
TIPH AJIHHAX BOJIH

(238+2)um u (311 £2) 1M,

180,0 Mr + 7,5% (ot 166,5 no 193,5 mr)

OTKIOHEHHE OT CpeIHeH Macesl:

s 90% (18/20) tabnerok - He Gonee + 7,5%

ana 10% (2/20) Tabnerok — He Gonee £ 15%

He menee 75% (Q) oT HOMHMHAJBHOTO KOJHYECTBA
JIeHCTBYIOLIEro BEMIECTBA JOJDKHO MepefiTH B pacTBop
qepes 15 MUHYT

He bonee 6,0%

ue Gonee 0,20%

ue Gonee 0,10%

He 6onee 1,00%

AV <15,0 (n = 10), eciti ycnoBHE He BBITIONHAETCA, TO
AV < 150 (n = 30), u mna 30/30 Ttabnerox
KOJIMYECTBEHHOE COAEPHAHHE NeHCTRYHOMIErO BelllecTra
JIOJKHO HAaXoOuTLEA B HuTepBane 0,75xM — 1,25xM
Kareropus 3A

He Gonee 10° KOE B 11

He Gonee 102KOE s 11
OTCYTCTBHE B 1 T

50,00 Mr £ 5% (o1 47,50 50 52,50 mr)
toduzonama/rabnerka (ot 95,0 no 105,0%)

IMepenunas (BHyTpeHHSs) ynakoBka: 1o 10 tabnerok B
6aucrep u3 [IBX/TIBJIX//anioMmnHueBas Gonbra.
BropuuHas (notpeburtenbckas) ynakopka: 1no 2, 6 unu 9
GIMCTEPOB YNAKOBHIBAIOT B KAPTOHHYH MAYKY BMECTE C
JIHCTKOM-BKIIaBIIIEM.
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A 3A0 «@apManeBTHYECKHIA 3aBOJ 3ruc»

( EGIS 1106 — Benrpus, bynmanemrt, yn. Kepectypu 30-38.
-y

Tenedon: 36-1-803-5554  Tenedaxc : 36-1-803-5556

MapkHpoBKa: Coote. Tpeb. MapkHpOBKa BBINIONHAETCA B COOTBETCTBHH C PasenoM
132, Momgyna |  perMcTpalHOHHOIO  JOChE
JIeKapCTBEHHOIO TIPEnapaTa.

XpaHeHne Coots. Tpeb. [Ipu Temneparype ot 15 no 25 °C
Cpox roguocTH 5 ner 5 mer

! Hepeaynaproe ucnoimanue, 8sin0IHACMCA ORA nepeoil cepun excezo0Ho, danee 0as kaxcdoti 10-1i cepul, Ho He MeHee uem Ons 00Hol cepult & 200,
102MOoMy OaHHBI HOKA3ANENs MOXMCem Oblib He BIIOYEH 8 cepmuduKam Kavecmsa.

TMpousBoautens: 3A0 «Papmauesruuccknii 3aBoa ITHC», Benrpus / Egis Pharmaceuticals PLC, Hungary. 1165, Bynanewr, ya.
Bewenngennan 118-120, Benrpua / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne inuensuu: HU-M-EGIS, ceprudmkar
coorBercTBHE NeGMP/EAEU/BY/00369-2024)

@acoBmHK,YNIaKoBHK: 3A0 «@apMauesTHuecknii 3aBo1 DT HC» / Egis Pharmaceuticals PLC. 1165, Byaanewr, yi. Bekenbdennan
118-120, Beurpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne nuuensun: HU-M-EGIS, ceprudukart cooTBeTcTBHA
NeGMP/EAEU/BY/00369-2024)

Boinyckaomwuii KoHTPOJiL KayeeTsa: 3A0 «@apmaueBTuuecknii 3apog STHC» / Egis Pharmaceuticals PLC. 1165, Byaanewr, yJ.
Bexenntensan 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne smuensuu: HU-M-EGIS, ceprugukar
coorBercTena NeGMP/EAEU/BY/00369-2024)

@upma 3A0 «Dapmanestudeckuii 3ason ATHCy» (Bysaneiut — Benrpys) rapaHTHpYET, YTO NPOH3BOACTEO YKA3AHHOTO B HACTOAILEM CEPTH(HKATE
Mpenapara, BKIOYas ero YNakOBKY M KOHIPOJb KauecTBa, MONHOCTBIO COOTBETCTBYET TpeGoBaHMaM AeiicTByroumx «llpasun naanexawueii
MPOH3BOACTBEHHON NpakTHKHY» (¢GMP).

(®upma rapaHTHPYET, YTO Ka4eCTBO YKA3AHHOTO B HACTOAIIEM cepTH(MKaTe IIpenapara COOTBETCTBYET TpeOOBaAHHAM
yreepxaénnoi HJ Ne JITI-Ne(000172)-(PI'-RU)-180923.
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