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

Ceprudurart kagectBa Ne 4290/2025/L.M

HaumenoBaHne npenapara:
Cepun Ne:

Howmep aHanu3a;

Jata aHanuza:
JeficTBymolliee BELIECTBO:

npOH3BO,£lHTeJ'lb JJ,EI“lCTBleI.I.{EI'O BellecTBAa:

Hoxrazamenu rauecmen:
Onucanue:

Haentuduxaunsa:
(KauecmeeHHaR peaKyus)

HUpenTudurkauns:
(YD-cnexmpoghomomempus)

OJIHOPOJIHOCTL MAaccChbi:

Pacreopenne
(Y D-cnexmpoghomomempus):

Boaa: (memood Kapra @uimepa)
Ipamecu (BOXX):

- mobas €IHHHUYHAA HACHT. [IPHMECK!:

- mobast eJHHHYHAS HEHUIEHT.
TIPHMECE!

- CyMMa MpUMeceii:

OanopogHOCTh J03HPOBAHHbLIX

i

(Pacyemno-maccoserii cnocod)

Mukpo6Hoaoruyeckas 4ucTora:!
- o0mee yucno avspobHBIX
MHKPOOPTAHH3MOB:

- 001ee YHCII0 JPOAIKEBLIX U
IUIECHEBRIX TPHOOB:

-Escherichia coli;
KousinyecTBeHHoe onpeaesnenne
(YD-cnexmpoghomomempus).

YnaxkosBka:

EA/ 0011_3.2

I'panpaxcun® Tabaerku 50 mr 6x10

T141A0925 Jara npomssoacTea: 09.2025.
QC2R/2025/3842  TIopmen no: 31.08.2030.
29.09.2025.

Toduzonam

Hoayuennsie pesyrpmansl:
Coots. Tpeb.

Coots. Tpeb.

Coots. Tpeb.

179,1 mr
Coots. Tpeb.

101-104%
X6 =103%

4,3%

menee 0,03 %

Menee 0,03 %
menee 0,03 %
AVio=2,0

menee 10 /r

menee 10 /r
He BBLISBIECHO

51,16 Mr/Tadn.

[To 10 tabrerok B GhucTep M3
TNBX/TIBAX//famoMuHHeBas
donera. Ilo 6 Gaucrepoe
YNakoBaHEl B  KApTOHHYIO
nagKy BMecTeé ¢ JIHCTKOM-
BKJI&IBIILEM.

1/2

3A0 «®apmanesTuuecknii 3asox ATUC», Benrpus

Hopmoi:

Kpyrnble, nnockue Tabnerks B BUAC Aucka, 6EI0TO WM
cepoBaro-0enoro uBeta, ¢ (ackoi, ¢ IpaBHPOBKOMH
"GRANDAX" Ha 0JHOH CTOPOHE U ¢ PHCKOH Ha Apyroi
cTopoHe, fe3 3anaxa K ModTH Bes 3amaxa

B  pesynerare peakuMd ¢ cepHOH  KHMCIOTOH
KOHIEHTPHPOBAHHOH PacTBOP NPHOOPETaeT OpaHKeRkIi
UBET, KOTOPHIf NpH NpHOABNEHHHM &30THOM KHCNOTEI
KOHLEHTPHPOBAHHOM NEPEXOAHT B TEMHO-KPACHEIHA.

VO  cnexrpel  [OMIOWEHHS  WCOBITYEMOIO M
CTAHAAPTHOTO  PAacTBOPOB, TPHIOTOBIEHHBIX  JUIs
KOIMYECTREHHOIO ONpPEACICHHS, B OONACTH ATHH BOJH
or 220 1o 350 HM JOMKHBl UMETE OJMHAKOBYEY (GOpMy
KpHBOi. MaKCHMYMB! IOTTIOIEHHS TOJDKHE! HAXOAUTECH
TIPH JNIMHAX BOJH

(2382 2) M u (311 £2) um.

180,0 mr = 7,5% (o1 166,5 no 193,5 mr)

OTkn0HEHHE OT cpeHeil Macchl:

a1s 90% (18/20) tabnerok - He Gonee + 7,5%

ans 10% (2/20) Tabaerok — He Gosee + 15%

He wmenee 75% (Q) OT HOMHHANBEHOIO KOJHYECTBA
IeHCTBYIONIETO BELUIECTBA JOMKHO NEPEHTH B pacTBop
yepes 15 MHHYT

He Gosee 6,0%

He Oonee 0,20%

He bonee 0,10%
He 6onee 1,00%

AV £15,0 (n=10), ecnu ycnoBHe He BRIMOAHACTCA, TO
AV < 150 (n = 30), w gns 30/30 tabnerok
KOMWYECTBEHHOE COACPIKAHHE ASHCTBYIOWIEr0 BEMIECTRA
JI0JKHO HAXOOUTEEA B MHTepBane 0,75xM — 1,25xM
Kareropus 3A

He Gonee 10° KOER 11

He Oonee 102 KOE®B 1T
OTCYTCTBHE B I T

50,00 Mr £ 5% (o1 47,50 10 52,50 mr)
Todmszonama/tabnerka (ot 95,0 mo 105,0%)

IMepeuyunan (BHyTpeHHSA) ynakoeka: no 10 Tabnetok B
6ancrep u3 [IBX/TIBJIX//amoMunuesas Gonsra.
Bropuynas (notpeGurensckan) ynakopka: 1o 2, 6 unu 9
GnucTEpOB yNaKOBEIBAIOT B KAPTOHHYIO MA4YKy BMECTE C
JTHCTKOM-BKIIAIBILIEM.



A 3A0 «@apmaneBTHYECKHI 3aBof 3THUC»

( EG'S 1106 — Benrpus, Bymanmewrt, yn. Kepecrypu 30-38.
N 4

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

MapkHpoBKa: CooTs. Tpeb, MapKHpOBKa BHIIOMHACTCA B COOTBETCTBHH C DA3JIENOM
1.3.2. Momynas 1  perucTpauHOHHOTO  JOCHE
JIEKAapCTBEHHOTO Mpenapara.

XpaHeHHe CootB. Tped. ITpu Temneparype ot 15 o 25 °C
CpoK ToIHOCTH 5 mer 5 ner

! Hepezynapnoe ucnsimanue, esinomsaemca ons Hepaoil cepuu edice200H0, Oanee Ons kaxcood 10-i cepuu, no He Menee wem dns 0dnodl cepun 8 200,
HO3MOMY OanHbIL HOKA3AMENL MONCEm GblMb He BKAIOUEH 6 CEPIUMDUKAM KAYECMEA.

HponzBoantenn: 3A0 «®apmanesruueckuii 3asoa I HCy», Benrpusa / Egis Pharmaceuticals PLC, Hungary. 1165, Bynanemr, y..
Bexenndennun 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne nuuensun: HU-M-EGIS, ceprudnxar
coorBercTBHA NeGMP/EAEU/BY/00369-2024)

@acoBwHK,ynakopwnk: 3A0 «@apmauesThuecknii 3asoq ITHC» / Egis Pharmaceuticals PLC. 1165, Byzanewnr, yu. Bexenbdensau
118-120, Benrpusi / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne niuuensun: HU-M-EGIS, cepTH(HKAT COOTBETCTBHA
NeGMP/EAEU/BY/00369-2024)

Beinyckatomuii koHTpoab kavecrsa: 3A0 «®apmanesTHyecknii 3ason T MC» / Egis Pharmaceuticals PLC. 1165, Byaanewr, ya.
Berennennan 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne nuuensun: HU-M-EGIS, ceprudukar
cooTeeTcTBHE NeGMP/EAEU/BY/00369-2024)

Dupma 3A0 «PapmanesTHyeckuii 3ason ST HCy (Bynanemt — Benrpra) rapaHTHPYET, 4TO NPOM3BOACTBO YKA3AHHOTO B HACTOAMEM cepTHHKaTe
npenapara, BKIOHAA €T0 YINAKOBKY H KOHTPONb KA4eCTBA, MOJHOCTRIO COOTBETCIBYET TpeOoBanusm aeiictyromux «[Ipasun Hamnexamet
MPOM3BOACTEEHHOM MpakTHKHY (CGMP).

Mupma rapaHTHPYET, YTO KaueCTBO YKA3aHHOTO B HACTOALIEM cepTHGHKATE IPENapaTa COOTBETCTRYET TPEGOBAHHAM
yreepaxagnnoit HI Ne JITI-Ne(000172)-(PT-RU)-180923.

Bynanemr, roja

Q/L/w/bu’

3AO-DapmanesTuyeckni Jason 3THC~ j% o

KEanH@nuﬁ
Bymanewr - Berrpua @EG'S

-l

NJ

2/2
EA/ 0011 _32



