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«PapmaueBTHYECKHHA

3aBOJ 3THUC»

1106 — Bewurpus, BymamewrT, yi1. Kepecrypu 30-38.
Tenedon: 36-1-803-5554  Tenedaxc : 36-1-803-5556

Cepruduxar kayecTBa Ne 4326/2025/ZsB

HauMeHOBAHHE NpenapaTa:
Cepus Ne:

Homep aHanu3a:

JaTa aHanu3a:
JeficTBYHOLICE BEILECTBO:

IIpoH3BOAHTENE JeliCTBYIOLIErD BellecTRa:

MHoxazamenyu Kayecmea:
OnucaHue:

HapenTuduxauus:
(kauecmeenHas pearkyus)

HaenTudurauusn:
(VD-cnexmpoghomomempus)

OQHOPOAHOCTL MACCHI:

Pacreopenue
(V@-cnexmpoghomomempus).

Boaa: (memoo Kapna @uwepa)
Ipumecn (BOXX):

- mobas enMHHYHaA HACHT. IPHMECH!

- nobasi eAMHUYHAS HEMACHT.
NpHMECE!

- CyMMa NpHMeceii:

OaHOPOAHOCTE I03HPOBAHHBIX

eHHHLL:

(Pacuemno-maccosulii cnocot)

MukpobHoaoruyeckas uncrora:’
- ob1ee yuco a3pobHBIX
MMKPOOPraHH3MOB:

- o0Luee YHC0 JAPOAIKEBBIX H
MAecHEBBIX TPUGOB:

-Escherichia coli:
KonuuecTBeHHOe onpeaesenHe
(V-cnexmpogomomempus):

¥nakoeka:

EA/ 0011 32 gZM

I'panpaxeun® tabaerxku 50 mr 6x10

T143A0925 Jata npou3BoAcTBaA: 09.2025.
QC2R/2025/3844  Topmen ao: 31.08.2030.
30.09.2025.

Toduzonam

Hoayyennvie pesyibmamsl:
Coots. Tpe0.

Coots. Tped.

Coors. Tpeb.

178,8 mr
Coots. Tped.

102-104%
Xs=103%

4.4%

menee 0,03 %

menee 0,03 %
menee 0,03 %
AVie=2,1

menee 10 /r

menee 10 /r
HE BIABICHO

50,85 mr/radi.

[To 10 TabaeTok B O1UCTED M3
TMBX/TIBX//antoMmHHeBas
gonsra. Tlo 6 OnHcTepoB
VNaKOBAHLI B KapTOHHYIO
Nayky BMECTe € JIHCTKOM-
BKIAIBILIEM.

1/2

3A0 «@apmauestuieckuii 3asoa IIUCy, Benrpus

Hopmui:

Kpyribie, ninockie TabieTku B BHIE JHcKa, Oenoro uiu
cepoparo-Oenoro usera, ¢ (ackol, ¢ rpaBUPOBKOH
"GRANDAX" Ha onHOH CTOPOHE M € PHCKOH Ha Ipyro#
cropoHe, 6e3 3anaxa i no4TH Ges 3anaxa

B  pe3yinsTarte peakuMH € CEpHOH  KHCNOTOH
KOHLIEHTPHPOBAHHOM PacTROP NIPHOOPETAET OpaHKeBbIN
LIBET, KOTOpPEIi npu NpHOABTEHWH a30THOH KHCNIOTEI
KOHLEHTPHPOBAHHON NEPEXOAUT B TEMHO-KPACHBIH.

Y&  cOekrpel  TOTIOIIEHHS  HCIBITYEMOTO M
CTAHAAPTHOTO  pacTBOPOB,  TIPHTOTOBJCHHBIX A
KOJIMYECTREHHOTO OMnpeaeneHus, B 00NacTH JIHH BOJH
ot 220 10 350 HM JONKHEI HMETH OJHMHAKOBYIO dopmy
KpHBO#i. MakcHMYMBI TOTJIOMIEHHS JOIDKHE] HAXOAMTHCH
TIpH ANMHAX BOJIH

(238 £2)HM 1 (311 £2) um.

180,0 mr = 7,5% (ot 166,5 10 193,5 Mr)

OTKIOHEHHE OT CPEJHEH MACChI:

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

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

He menee 75% (Q) OT HOMHHAJIBHOTO KOJIMYECTBA
JeliCTBYIOLIEro BEIECTBA JOJDKHO MEPEHTH B PacTBOp
yepe3 15 MUHYT

He Gonee 6,0%

ne Gonee 0,20%

He Gonee 0,10%
ne 6onee 1,00%

AV < 15,0 (n = 10), ecd yCIOBHE HE BbINOIHAETCH, TO
AV < 150 (n = 30), u ana 30/30 Ttabnerok
KOJIMYECTREHHOE COAEPKAaHNUE NeHCTBYIOLIEro BEILECTBA
JIOIDKHO HAXOZMTECA B MuTepsane 0,75xM — 1,25xM
Kareropus 3A

He Gonee 103 KOEB 11

ne 6onee 102 KOEB 11
OTCYTCTBHE B I T

50,00 mr + 5% (ot 47,50 no 52,50 mr)
Toduzonama/Tabnerka (ot 95,0 no 105,0%)

Tepeuunas (BHyTpeHHss) ynakopka: no 10 Tabnerok B
6aucrep u3 [MBX/IBIX//anioMuunesas Gonbra.
Bropuunas (noTpeduTensckas) ynakoska: no 2, 6 uiu 9
O1HCTEPOB YNAKOBEIBAIOT B KAPTOHHYIO TIa4Ky BMECTE C
JIMCTKOM-BKJIAJIBILIEM,



A 3A0 «®apmaueBTHYECKHIA 3aBOJ Iruc»

‘ EG'S 1106 — Beurpms, Bymanewr, yn. Kepectypu 30-38.
sl

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

MapkHupoBKa: Coorts. Tpeb. MapKHpOBKa BRITIONHAETCA B COOTBETCTBHH C PAs/IENoM
1.3.2. Moayna 1 pErMCTPalMOHHOIO  JOCBE
NEKapCTBEHHOTO Npenapata.

XpauneHue Coots. Tpeb. IIpu Temmieparype ot 15 10 25 °C
CpoK roiHocTH 5 ner 5 net

£ Hepezyaapuoe ucnoimanie, 8b1noansemca 0na nepeotl cepuu eaicezadno, daree Onst kasicdoii 10-if cepuu, Ho He menee wem Aaa 00nol cepuut 6 200,
ROSHOMY OQHHLITE NOKASAMENL MEJICem CblMb HE BKAIOYEN 6 CEpmuUKam Katecmed,

Mponssoanteas: 3A0 «DapmaleBTHUECKHI 32B01 ITUC», Benrpus / Egis Pharmaceuticals PLC, Hungary. 1165, Byaanewr, y.1.
Bekenbpennan 118-120, Beurpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne anuensnn: HU-M-EGIS, ceprudmrar
coorBeTcTBHA NeGMP/EAEU/BY/00369-2024)

dacosmnK,ynakopunk: 3A0 «@DapmauesTHuecknii 3ason JTHC» / Egis Pharmaceuticals PLC. 1165, ByaanemT, ya. bexenbgeaban
118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne sinueH3nu: HU-M-EGIS, cepTHdhHKAT COOTBETCTBHA
NeGMP/EAEU/BY/00369-2024)

Brinyckatowni KonTpoab kauecrsa: 3A0 «@apmaueBTHYecKHI 32801 IrUC» / Egis Pharmaceuticals PLC. 1165, byaanewr, yu.
Bexenbdeabnan 118-120, Benrpns / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne mnuensun: HU-M-EGIS, ceprudnxar
coorBeTcTBHE NeGMP/EAEU/BY/00369-2024)

Oupma 3AO «Dapmanesruecknil 3ason ST MCy (byaanewt — Benrpus) rapanTHpyeT, 4TO NPOM3BOACTBO YKA3aHHOTO B HACTOAIIEM cepTHhHKaTe
npenapara, BKAIOYas €ro YNAaKOBKY H KOHTPOJb Ka4y¢CTBA, MOJHOCTBIO COOTBETCTBYET TpeGosannaM acficteytommx «[Ipasun Hamnexaied
NpON3BOACTBEHHON NpakTHKu» (cGMP).

@upMa rapaHTHPYET, YTO KaYeCTBO YKA3AHHOTO B HACTOSLIEM CEPTH(MKATE NPENapara COOTBCTCTBYET TpeGoBaHHAM
yreepxaénnoit HI Ne JITI-Ne(000172)-(PT-RU)-180923.

Bymanewr, 2.8 . A0 2025 rom »%){%VL 74//({/;;

Ap. Anam Pyrian
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