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CEPTHU®UKAT COOTBETCTBUSA

I'pangakcuH® Tadaerku S0 mr
To¢uzonam
3A0 «®apmanesruueckuii 3apoa O UCy», Benrpus

HaumeHoBaHHe npenapara:
JleiicTBylO111€€ BELIECTBO:
IMpousBoauTeb ACHCTBYIOLIETO

BeLIeCTBA:
Cepus Ne: 2495A0226
JaTa npou3BOACTBA: 02.2026.
Tonen no: 31.01.2031.
Pesynvmamot Tpebosanun
VYnakoBka: ITo 10 TabIeTOK B orcrep u3 IlepsuuHas (BHYTpeHHss) ynakoBka: mo 10
[IBX/TIB/IX//amomunuesas ¢poinsra. [To 9 6mucTepoB  TabIeToK B Gmucrep u3
ynakoBaHbl B KAPTOHHYIO Ta4yKy BMECTE C JIMCTKOM- TBX/TIB/IX//antomunueBast Gobra.
BKJIQ/IBIIEM. BropudHas (IOTpeOUTENbCKas) yMakoBKa: 10
2, 6 wmm 9 OXUCTEPOB YNAKOBHIBAIOT B
KapTOHHYIO IMavKy BMECT€ C JIUCTKOM-
BKJIJIBIIIEM.
MapkupoBKka: CooTts. Tpeb. MapKkHupoBKa BBINOJHAETCS B COOTBETCTBUM C
paszmenom 1.3.2. Moayis 1 peructpaiiiOHHOTO
JIOCKE JIEKAPCTBEHHOTO IIperiapara.
Ycaosusi xpanenusi:  CooTs. TpeO. XpaHuTh npu TeMreparype He Boime 25 °C
Cpok rogHocTH CooTts. Tpeb. 5 ner

(Cpok xpaHeHHs1)

IIpousBoauTeib: 3A0 «@Papmanesruueckuii 3asog ITUC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 1165
Bypanewr, yi1. Béxenbdénnan, 118-120, Benrpus/1165 Budapest, Bokenyfoldi ut 118-120, Hungary
(Ne anuensun: HU-M-EGIS, ceprudnkar coorsercrens NeGMP/EAEU/BY/00369-2024)
®acoBIIUK, 3A0 «@PapmanesTuaeckuii 3asoa ITUC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 1165
yNAaKOBLIHK: Bypanemr, yii. Békenbdénnau, 118-120, Benrpus/ 1165 Budapest, Bokenyfoldi ut 118-120, Hungary
(Ne simnensun: HU-M-EGIS, ceprudukar coorsercreus NeGMP/EAEU/BY/00369-2024)
Boinyckaromuii 3A0 «®apmauesruyeckuii 3asox DTHC», Benrpus / Egis Pharmaceuticals PLC, Hungary, 1165

KOHTPOJIb Ka4ecTBa:

PesynabTaThbl
HCNbITAHMI &

Bynanewr, y;i1. Békenbpénban, 118-120, Benrpus/ 1165 Budapest, Bokenyfoldi ut 118-120, Hungary
(Ne smuuensun: HU-M-EGIS, cepTudukar cooTBeTCTBHS NeGMP/EAEU/BY/00369-2024)

Ceprudukat kauecrsa Ne 1905/2026/LM npunaraercs

dupMa rapaHTHpYeT, YTO Ka4eCTBO YKA3aHHOTO B HACTOSAIIEM cepThduKaTe npernapara COOTBETCTBYET TpeGoBaHUAM
yreepkaénnoit HJ Ne JITI-Ne(000172)-(PT'-RU)-011225
®upma 3A0 «Dapmanesriueckuii 3asox IUC» (bynanemr — Benrpusi) rapaHTUpPYET, YTO MPOU3BOJICTBO yKa3aHHOTO B
HAcTOSIIEM cepTU(UKaTe mperapara, BKIOYas €ro ylnakoBKy ¥ KOHTPOJIb Ka4eCTBa, MOJHOCTBIO COOTBETCTBYCT TpeGOBaHUAM
neiicrByromux «IIpaBut HazIekalel IPOM3BOACTBEHHOH NpakTHKW» (CGMP).
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A 3A0 «®DapmaneBTHYECKHIA 3aBOJ Iruc»

( EG'S 1106 — Benrpus, BymanemT, yn. Kepecrypu 30-38.

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

Cepruduxat kadecTBa Ne 1905/2026/LM

HanMeHOBAHME NpPeNapaTa: I'panaaxcun® tadnerkn 50 mr 9x10

Cepus Ne: 2495A0226 JlaTa mpou3BOACTBA: 02.2026.

Homep aHaju3a: QC2R/2026/708 Toaen no: 31.01.2031.

JlaTa aHaM3a: 27.02.2026.
Onucanmue: Coots. TpeO. Kpyrisle, miockue TabaeTky B BHJIE UCKa, GEI0ro Wiin

cepoBaro0enoro 1Bera, ¢ (ackod, C TIPaBUPOBKOM
"GRANDAX" Ha 0JJHO! CTOPOHE U C PUCKOI Ha Apyroi
cropoHe, 0e3 3araxa WM no4tu 6e3 3anaxa.

HNaenTuduxanus: CooTB. TpeO. B pesyinpraTe peaklMM € CEPHOM  KHUCIIOTOM
(kauecmeenHas peaxkyus) KOHIIEHTPUPOBAHHOM PacTBOP MPHOOPETAET OPAHKEBBIN
LBET, KOTOPHIA NpH NpUOABICHMH a30THOM KHUCIOTHI
KOHIIEHTPUPOBAHHOU NEPEXOJUT B TEMHO-KPACHBIH.
NaenTuduxanus: Coots. Tped. V@  coekTpel — IOMIOLIEHMS  MCIBITYEMOro U
(Y®-cnexmpogomomempus) CTaHJapTHOTO  PacTBOPOB,  IPUrOTOBJICHHBIX IS
KOJIMYECTBEHHOTO OTPEAENCHHs, B 00JaCTH JUIMH BOJH
ot 220 10 350 HM JOJDKHBI HIMETH OJMHAKOBYIO (OpMY
KpUBO. MakCUMyMBbI OTJIONIEHHS IOJDKHBI HAXOAUTBCS
npu jvHax BoyH (238 +2) amu (311 £ 2) HM.
OaHOPOAHOCTL MACChI: 180,3 mr 180,0 mr + 7,5% (ot 166,5 10 193,5 mr)
Coorts. Tpeb. OTKIOHEHHE OT CPEIHEN MacChl:
st 90% (18/20) Tabnerok - He 6oxnee = 7,5%
s 10% (2/20) Tabnerok — He 6oitee £ 15%

PacTBopenne 101-102% He menee 75% (Q) OT HOMHHAIBHOIO KOJUYECTBA
(Y®-cnexmpogomomempus): X6 =102% JIEWCTBYIONIET0 BELIECTBA JOJ/DKHO IEPEWTH B PacTBOP
yepe3 15 MuH.
Bopaa: (memoo Kapna @uwepa) 4,2% He Gozee 6,0%
IMpumecu (BOXX):
- mobas equHUYHAs MAEHT. npuMeck:  MeHee 0,03% ue 6ojee 0,20%
- mobasi eTMHAYHAST HEUJICHT.
TIPUMECH! menee 0,03% He 6oiee 0,10%
- CyMMa IpUMeceii: Mmenee 0,03% He 6onee 1,00%
OaHopoaHOCTL AVio=1,6 AV < 15,0 (n=10), ecnu yCI0BHE HE BHINOJHACTCS, TO

AV < 150 (n = 30), u maax 30/30 Tabnerox
KOJIMYECTBEHHOE COJIEP)KaHUe AEHCTBYIOIIETO BELIECTBA
JIOJDKHO HaXoAuThes B uHTEpBajie 0,75xM — 1,25xM

eUHHUL 103HPOBAHHUS:
(Pacuemno-maccosuiii cnocob)

Mukpo6uoJoruuecKkasi gncrora:! Kareropus 3A

- 001I1ee YUCIo a3pOoOHBIX He 6onee 10> KOEB I ¢
MHKPOOPTaHU3MOB: menee 10 KOE /r

- 00I1ee YHUCIIO IPOKKEBBIX U He Gonee 102 KOEB I ¢

IUIECHEBBIX IPUOOB: menee 10 KOE /v

-Escherichia coli: HE BBISIBJIEHO OTCYTCTBUE B 1 T

KosnyecTBeHHOE OMpeeieHne: 50,35 mr/rabm. 50,00 mr =+ 5% (ot 47,50 10 52,50 mr)

(Y ®-cnexmpogomomempus): todusonama/radnerka (ot 95,0 no 105,0%)

! Hepezynsipnoe ucnvimanue, 651n0IHACMCs Ol Nepeoti cepuu excez00Ho, oanee O kaocooii 10-ii cepuu, Ho He MeHee uem ONisl 0OHOU cepuu 6 200,
105moMy dannblii noKazamens Moicem Goime He 6KNIOUEH 6 CepmUPUKam Kkauecmesa.

®upMa rapaHTHPYET, 4TO KauecTBO yKAa3aHHOIO B HACTOSIIIIEM CepTH(UKaTe Ipenapara COOTBETCTBY T TPEOOBAHUAM
yrBepaaénnoilt HJ{ Ne JITI-Ne(000172)-(PT-RU)-011225.
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