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EGIS

<

Ceprudukat kagecTBa Ne 921/2026/LM

HaumeHoBaHHe mpenapaTa:
Cepus Ne:

Howmep ananusa:

JlaTa ananusa:
JeilicTByl0111€e BELIECTBO:

H[)OI'BBOZII/ITCJH: lleﬁCTBlelllero BeLecTBa:

Ilokazamenu kavecmea:
OnucaHue:

HNaenTuduxaums:
(kauecmeeHHas peakyus)

Upentndukauus:
(Y®-cnexmpogpomomempus)

OaHOPOAHOCTH MACChI:

PacTBopenne
(Y D-cnexmpogomomempus,):

Bona: (mvemoo Kapra @uwepa)
IMpumecn (BOXX):

- mobasi eTMHIUYHAsT WIEHT. TIIPUMECH:

- mo0as eqMHUYHAs HEUJICHT.
MPUMECH:

- CyMMa NpHUMECEH:

OnxHOPOAHOCTH J03HPOBAHHBIX

eQUHHULL:

(Pacuemno-maccogviii cnocob)

Mukpo6Hooruieckast uncrora:!

- o01ee 9UciIo adpOOHBIX
MHKPOOPTaHU3MOB:

- 00111e€ YUCIIO APOAIKEBBIX U
UICCHEBBIX IPUOOB:

-Escherichia coli:
KosnyecTBeHHOE onpeaeieHne
(V®D-cnexmpogpomomempus):

YnakoBka:

EA/ 0011 32

I'pangaxcun® Ta6aerkn 50 mr 6x10

1944B0126 JlaTta mpou3BOACTBA: 01.2026.
QC2R/2026/124 Tonen no: 31.12.2030.
10.02.2026.

Topuszonam

Ilonyuennovie pe3yibmaniol:
CootB. TpeO.

Coots. TpeO.

CooTB. Tped.

180,2 mr
Coots. TpeO.

101-104%
X6 =102%

3,9%

menee 0,03%

menee 0,03%
Mmenee 0,03%
AVio=1,0

Menee 10 /r

Menee 10 /v
HE BBIABIICHO

50,65 mr/Tabm.

ITo 10 Tabnerok B G1ucrep U3
TIBX/TIB/1X//amoMuHHAEBas
¢onera. Ilo 6 OGaucrepos
yIakoBaHbl B  KapTOHHYIO
[ayky BMeECT€ C JIMCTKOM-
BKJIQJIBILIEM.
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3A0 «®apmaueTuyeckuii 3apog ITUC», Benrpust

Hopmsi:

Kpyrisle, iockue TabIeTki B BUJE AUCKa, GENoro uim
cepoBaro-6enoro 1Bera, ¢ (ackoi, ¢ TIpaBUPOBKON
"GRANDAX" Ha 0/IHO# CTOPOHE U C PUCKOM Ha JpYyTo
CTOpOHE, 0e3 3araxa WK nouTu Oe3 3anaxa

B pesyiabrare peakiuMHd C  CEPHOM  KHCIOTOH
KOHLIEHTPHUPOBAHHON PACTBOP MPUOOPETAET OPAHKEBBIH
[BET, KOTOPHIA NpU NPHOABICHUM a30THON KHCIIOTHI
KOHLIEHTPUPOBAHHOM! MEPEXOJUT B TEMHO-KPACHBIM.

V®  cnekTppl  TNOMJIONIEHHMS  HCIBITYEMOro U
CTAHJAapPTHOTO  PAacTBOPOB,  IIPMIOTOBICHHBIX  JUIS
KOJIMYECTBEHHOTO ONpENEIeHHs, B 00JacTH JJIMH BOJIH
ot 220 10 350 HM JO/DKHBI KIMETH OJUHAKOBYIO (Gopmy
KpUBOA. MakCHMyMBbI OTJIONIEHHS IOJDKHBI HAXOTUTHCS
PH JAJIMHAX BOJH

(238 +2)umu (311 £2) Hm.

180,0 mr £ 7,5% (ot 166,5 1o 193,5 mr)

OTKJIOHEHHE OT CPEIHEH MaCChI:

1 90% (18/20) Tabnerok - He 6oee £ 7,5%

na 10% (2/20) Tabnerok — He 6oiee + 15%

He menee 75% (Q) OT HOMMHAIBHOIO KOJHMYECTBA
JICHCTBYIOIIEr0 BEIECTBA JOJDKHO IIEPEUTH B PacTBOP
yepe3 15 MuHyT

He 6o1ee 6,0%

He 6o1ee 0,20%

He 6oxaee 0,10%
He 6osee 1,00%

AV <15,0 (n=10), ecau ycI0BHE HE BBIIIOJIHAETCS, TO
AV < 150 (n = 30), u ngas 30/30 Ttabnerox
KOJMYECTBEHHOE COJICPHKAHUE JICHCTBYIONIETO BEIIECTBA
JTOJDKHO HaXoauThkes B uHTepBaie 0,75xM — 1,25xM
Kareropus 3A

He 6onee 100 KOEB 11

He Gosee 102 KOEB 11
OTCyTCTBUE B 1 T

50,00 mr + 5% (ot 47,50 10 52,50 mr)
todusonama/radnerka (o1 95,0 no 105,0%)

IlepBuunas (BHyTpeHHsis) yrmakoBka: mo 10 Tabinerok B
6micrep uz [IBX/IIB/IX//amoMuHueBas Gobra.
BropuuHas (10TpeOuTebCKast) yrakoBka: 1o 2, 6 uim 9
6IMCTEPOB YIIAKOBBIBAIOT B KAPTOHHYIO MAYKy BMECTE C
JIMCTKOM-BKJIQIBIIIIEM.



ALTT, 3A0 «®apManeBTHYECKHI 3aBOJ ruc»

( EG'S 1106 — Benrpus, Bynamemr, yn. Kepectypu 30-38.
il

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

MapkupoBKa: Coots. Tped. MapkupoBKa BBITIOJIHAETCSA B COOTBETCTBHH € Pa3/IeIioM
1.32. Moayns 1  permcrpaliOHHOIO  JIOChE
JIEKapCTBEHHOTO TIpENapaTa.

XpaHeHune Coots. Tped. ITpu remneparype ot 15 10 25 °C
Cpok rogHoCTH 5 ner 5 ner

1 Hepezynsiproe uchvimanue, 6binonHsemcs: sl nepeoti cepuu esce200Ho, oanee sl kaowcooti 10-i cepuu, HO He MeHee weM Ol 0OHOU Cepul 6 200,
nosmomy danHblii ROKasamens Moxcem Golmb He BKNIOYEH 6 CepMuguKam Kawecmsa.

Ipoussoautenn: 3A0 «@apmanesruyecknii 3aBog T UC», Benrpus / Egis Pharmaceuticals PLC, Hungary. 116S, byaanemr, yJi.
Bekenndeanan 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne inuensuu: HU-M-EGIS, ceprudnxar
cooTBercTBHs NeGMP/EAEU/BY/00369-2024)

@acoBumK,ynakosmuk: 3A0 «PapmauesTuueckuii 3aBox II'UC» / Egis Pharmaceuticals PLC. 1165, Byaanem, yJi. bekenbdeanan
118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne inuen3uu: HU-M-EGIS, cepTHGHKAT COOTBETCTBHS
NeGMP/EAEU/BY/00369-2024)

Bhinyckalomuii KoHTpo.b Kayectsa: 3A0 «®apmanesTuyecknii 3asox ITUC» / Egis Pharmaceuticals PLC. 1165, Byaanemwr, yJ1.
Bexenbdeanan 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne inuensun: HU-M-EGIS, cepruduxar
coorBercTBHsi NeGMP/EAEU/BY/00369-2024)

®upma 3A0 «DapmanesTuueckuii 3a8oa O MCy» (Bynanemr — BeHrpysi) rapaHTHPYET, YTO NPOH3BO/ICTBO YKA3aHHOTO B HACTOSIIEM cepTuduKaTe
npenapara, BKTIOYas €ro YNakoBKYy M KOHTPOIb KauecTBa, MOJHOCTBIO COOTBETCTBYET TPeGOBAHMAM JCHCTBYIOIIMX «[IpaBun Haaexamekn
NPOM3BOACTBEHHO# MPaKTUKW) (CGMP).

®upMa rapaHTHpYET, 4T0 Ka4ecTBO yKA3aHHOTO B HACTOSINEM cepTH(uKaTe npenapara COOTBETCTBYET TPEOOBAHHAM
yrepaxaénnoii HJI Ne JITI-Ne(000172)-(PT'-RU)-180923.

bynanemr, j roja
27 oL/zcu
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