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Cepruduxar kagecrBa Ne 4642/2025/ZsB

HauMeHoBaHHe MpenapaTta:
Cepus Ne:

Homep ananusa:

JaTta aHanusa:
JleiicTBYIOILEE BelLleCTBO:

IIpoM3BOAHTENbL ACHCTBYIOWIEr0 BEeleCTBA:

TMorgazamenu Kayecmea:
Onucanue:

HaenTudurauus:
(kavecmeeHnasn peaKiys)

HaenTHdurauua:
(Y @-cnexmpodhomomempust)

OHHODOHHOCTB MACChI:

PacrBopenue
(YdD-crexmpogomomempus):

Boaa: (vemod Kapra @uuepa)

IMpumecn (BIAX):

- 1002 eAMHUYHAS MIEHT, NPUMECH:

- mobas enHHUYHAS HEHIEHT.
NPUMECH!

- CyMMa NpHMECEH:

OnHOpPOAHOCTH A03HPOBAHHBIX

eqHHHLL:

(Pacuemno-maccosviii chocod)

Mukpo6uoorutecias yucrora:’

- 00LIeE YHUC/I0 AIPOOHBX
MHKPOOPTaHH3MOB!

- 001I€e YHCTO IPOKIKEBLIX H
MJIECHEBLIX IPUGOB:
-Escherichia coli:
KoauyecTBeHHoe onipeaesieHne
(YD-cnexkmpoomomempus):

¥nakoeka:

EA/ 0011_3.2

I'pangaxcun® tadaerkn 50 mr 9x10

T151A0925 Jata npox3BOACTEA: 09.2025.
QC2R/2025/3880 T'one no: 31.08.2030.
08.10.2025.

Todusonam

Henyyennste pesyivnamsi:
Coots. Tped.

Coorte. Tpeb.

Coots. Tpeb.

179,3 mr
Coorts. Tpeb.

102-103%
Xe6=103%

4,4%

menee 0,03%

menee 0,03%
menee 0,03%
AVip=1,3

menee 10 /r

menee 10 /r
HE BLIABIECHO

50,27 mr/Tabdmn.

ITo 10 TaGnerok B GiMcTEP M3
NBX/IIBJIX//fanioMmuHHeBas
donera. Ilo 9 OGnucTepoB
YIAKOBAHEl B KAPTOHHYIO
Nayky BMECTE € JHMCTKOM-
BKJIAZBIILIEM.
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3A0 «®apmauesTuyeckuii 3apoa ITUC», Benrpus

Hopyui:

Kpyrasie, nnockde TaGneTky B BUIE AMCKa, OEN0ro Hiu
cepoparo-Oenioro upera, ¢ (ackoi, ¢ TpaBHPOBKOH
"GRANDAX" Ha 01HO# CTOPOHE M C PHCKOH Ha Apyro#
cropoHe, Ge3 3anaxa wiK no4tH Ges samaxa

B pesynbTate peakuMM € CEpPHOHM  KMCIOTOH
KOHLIEHTPUPOBAHHON PacTBOP MpHOOpeTaeT OpaHKeBbIH
[BET, KOTOpBIi NpH TNpUOABIEHHH A30THOH KHCIOTHI
KOHUEHTPHPOBAHHOH NMEPEXOJUT B TEMHO-KPACHBIH.

Y@  chnekrpel  MOTNOLIEHHA  HMCOBITYEMOTO W
CTaHIAPTHOTO  PACTBOPOB,  TPHTOTOBIEHHBIX I
KOJIMYECTREHHOTO OTpeneneHus, B obnacty JJIMH BOJH
ot 220 ne 350 HM DONKHLI UMETE OIHHAKOBYIO GOpMY
KpPHBOH. MaKCHMYMBI MOTTIOLIEHHS JOJKHEI HAXOANTECS
NpH AJHHAX BOIH

(238 £2)amMm u (311 £2) um.

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

OTKJIOHEHHE OT CPE/IHEH MacChi:

s 90% (18/20) Tabnerok - He Gonee = 7,5%

ans 10% (2/20) rabnerox — He Oonee = 15%

He menee 75% (Q) OT HOMHHANBHOTO KOJIHYECTBA
JIeliCTEYIOLIEro BeIecTBa JOJKHO TIEPEHTH B pacTBOp
yepe3 15 MUHYT

He Gonee 6,0%

He 6onee 0,20%

He Gonee 0,10%

He Gonee 1,00%

AV < 15,0 (n = 10), ecnu yCcNOBHE HE BBINOJIHAECTCS, TO
AV < 150 (n = 30), u ans 30/30 Ttabnerok
KOJMYECTREHHOE COMEPKaHHe NeHCTBYIOWErO BEIECTRA
JOJKHO HAXOAMTECA B HuTepeane 0,75xM — 1,25xM
Kareropus 3A

He Gonee 10 KOEB 11

He Gonee 102 KOEB 11
OTCYTCTBME B | T

50,00 Mr + 5% (ot 47,50 no 52,50 mr)
touzonama/rabnerka (ot 95,0 no 105,0%)

[lepBuunas (BHyTpeHHss) ynakoBka: no 10 Tabnetok B
6nucrep uz [IBX/TIBIOX//amoMunueras gonsra.
Bropuynas (notpe6urensckas) yrnakoska: mno 2, 6 wiu 9
GAHCTEPOR YIAKOBBIBAIOT B KAPTOHHYIO NMauKy BMECTE ¢
JIMCTKOM-BKJIABILEM.



Wl iv: WY 3A0 «@apmManeBTHYECKHI 3aBOJ 3ruc»
1106 — Benrpus, Bynamemr, yn. Kepectypu 30-38.
Tenedon: 36-1-803-5554  Tenedaxkc : 36-1-803-5556
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MapkHpoBKa: Coots. Tpeb. MapKHpOBKa BBINOJIHACTCH B COOTBETCTBHH C Pa3fenoM
1.3.2. Momyns 1  perucTpallOHHOrG — A0Che
JIEKapCTBEHHOrO Npenapara.

XpaHenue Coots. Tpe0. IIpu Temneparype ot 15 g0 25 °C

CpoK roaHocTH 5 net 5 ner

{ Hepezyasproe ucneimaiue, S6In0aHAemca Oas Nepeot cepuu exce2odio, daree O Kaycol 10-4i cepuu, no He menee wesm Ons 00Ol cepuu 8 200,
no3MoMy OaHHbLEE NOKA3amens Moxcen BulMy HE BKIIOMEH 8 CEPMUUKAm KA4ecmed.

IpoussoanTens: 3A0 «®apmaunesrnyeckuii 3asoa IIHMCy, Benrpus / Egis Pharmaceuticals PLC, Hungary. 1165, Byaanewr, yJ.
Bexenbpensan 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne simneH3uu: HU-M-EGIS, ceprudmnrar

cooreeTcTBHE NeGMP/EAEU/BY/00369-2024)
@acosmuk,ynakosunk: 3A0 «@apmanesrrueckuii 3apoa ITHUC» / Egis Pharmaceuticals PLC. 1165, ByaanewT, yi. bekenbhensau

118-120, Beurpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne nHLeH3HH: HU-M-EGIS, cepTH)HKAT COOTBETCTEHA

NeGMP/EAEU/BY/00369-2024)
Bbinyckaouwiii KOHTPoIb KauecTsa: 3A0 «@apmauesTuyeckHii 3aBog ITHC» / Egis Pharmaceuticals PLC. 1165, Byaanewr, y.1.

Bekenbdeanan 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne imuensuu: HU-M-EGIS, ceprudnkar
cooTeeTcTBus NeGMP/EAEU/BY/00369-2024)

Dupma 3A0 «PapmauerTrueckuii sason DT HCy (Bynanemr — BeHrpus) rapaHTHPYET, 9TO TIPOH3BOACTBO YKA3aHHOrO B HACTOAILEM ceprudHKkare
npenapara, BKMKUAs €ro YNAKOBKY M KOHTPOJIb KQuECTBA, MOTHOCTLIO COOTBETCTBYET TpefoBanuAM JeticTyommux «IlpaBun HamnexaieH

NpPOH3BOACTBEHHOI npakTHkK» (CGMP).

(upMa rapaHTHPYET, 9TO Ka4eCTBO YKa3aHHOTO B HACTOALIEM CEPTH(HKATE [IPENapaTa COOTRETCTBYET TpeOOBAHMAM
yreepxaéunoit HJI Ne JIMI-Ne(000172)-(PI'-RU)-180923.
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