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1106 — Benrpusa, Bbymamemrt, yn. Kepectypn 30-38.
Tenedon: 36-1-803-5554  Tenedaxc : 36-1-803-5556

Ceprudurar kayecTsa Ne 4644/2025/ZsB

HaumeHoBaHHe npenapaTa:
Cepus Ne:

Homep anannsa:

JlaTa aHanu3a:
JleiicTBYyIOLLEE BElIECTBO:

HpOHBBOﬂHTCJ‘Ib AefiCTBYHOLIEro BelllecTsa:

THokazamenu Kayecmsa:
OnHcauune:

Haentudnxauus:
(KauecmeeHHasn peaKyus)

Hpentudurauus:
(YD-cnexmpoghomomempus)

OOHOpOAHOCTE MACCHI:

PacTBopenne
(Y®-cnexmpodyomomempus,):

Bona: (memod Kapra Quuepa)
Ilpumecn (B2XX):

- mobas enMHHUYHAS WAEHT. MNpHMECH!:

- mobad efHHHYHAA HEHJEHT.
NIPHMECH:

- CyMMa [puMmecei:

OnHOpOOHOCTH J03HPOBAHHLIX

eqHHHL:

(Pacyemno-maccoseiii cnocod)

MukpoGuosoruueckas uncroTa:!

- of1ee 1Hcno adpoOHBIX
MHKPOOPTAHH3MOB!

- ofliee YHCIO JPOAIKEBLIX H
NJecHEBBIX IPUbOB!

-Escherichia coli:
Konn4ecTBeHHOE ONpeeseHHe
(Y D-cnexmpodhomomempus):

¥nakoska:

EA/ 0011 3.2

I'panpakcun® tabmerkn 50 mr 9x10

T153A0925 JlaTa npoM3BOACTBA: 09.2025.
QC2R/2025/3882  Toaen no: 31.08.2030.
15.10.2025.

Todusonam

Ionyuenitble pe3yismanivl;
Coots. Tpeb.

CooTs. Tpeb.

CootB. Tped.

179,4 Mr
Coots. Tped.

101-104%
X6=103%

4,4%

menee 0,03%

menee 0,03%
menee 0,03%
AVip=14

menee 10/t

menee 10/t
HE BBIABISHO

50,41 mr/rabn.

[To 10 tabnerok B Oaucrep U3
NBX/IBJX//anomuHueBas
donera. Tlo 9 Omucrepos
YNAKOBAHE B KapTOHHYIO
nauKy BMecTe€ C JIHCTKOM-
BK/IA/ABIIIEM.
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3A0 «®apmanesTHyecknii 3asoa T HMCy, Benrpus

Kpyrasie, nnockue TabieTKH B BUIE NKCKa, GENOro Hiu
cepoBato-0enoro npera, ¢ dackoit, ¢ rpaBHUpOBKOH
"GRANDAX" Ha 0HO# CTOPOHE U ¢ PUCKOH Ha ApyTok
cTopoHe, 6e3 3anaxa MM moyTH 6e3 3anaxa

B  pesyieTare peakumM € CepHOM  KMCIOTOH
KOHLEHTPHPOBAHHON pacTBOp IPHOOPETAET OPaHKEBbIH
11BET, KOTOpBIH MNpH NpHOABIEHMH a30THOH KHCIOTHI
KOHIEHTPHPOBAHHOM MEPEXCAUT B TEMHO-KPACHBIHA.

Y&  cnekrpet  MOTNOLIEHHA — HCNBITYEMOTO  H
CTaHJapTHOTO  PAcTBOPOB,  [PHIOTOBJICHHBIX — JUiA
KOJIMYECTREHHOTO OnpeaeneHus, B 001acTH IJMH BOJH
oT 220 no 350 HM AOMKHBI HMETE OJMHAKOBYIO opMy
KpHBOiH. MakcHMyMBI NONIOUIEH S JOKHEl HAXOAHTECA
[pH JTHHAX BOJH

(238 +£2)amM u (311 £2) um.

180,0 mr £ 7.5% (ot 166,5 no 193,5 mr)

OTK/IOHEHHE OT CPEefIHeH MacChl:

s 90% (18/20) tabnerok - He Bonee + 7,5%

s 10% (2/20) tabnerok — He bousee = 15%

He menee 75% (Q) OT HOMMHAIBHOIO KOJHYECTBA
JeHiCTBYIOLIEro BELIECTBA J0DKHO TNICPEHTH B pacTBOp
yepes 15 MUHYT

He Oonee 6,0%

He donee 0,20%

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

AV < 15,0 (n = 10), ecnu ycIOBHE HE BRINOIHACTCS, TO
AV < 150 (n = 30), w mna 30/30 Tabnerok
KOJHYECTBEHHOE COAEPKAHME JSHCTBYIOIErO BEIUESCTBA
JIOJBKHO HAXOAMThCH B uHTepBane 0,75xM — 1,25xM
Karteropus 3A

He onee 10° KOEB I 1

ne Gonee 10° KOEB I 1
OTCYTCTBHEB 1 T

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

IMepruunas (BHyTpeHHss) ynakoBka: no 10 Tabnetox B
onucrep u3 [IBX/TIBIX//amoMuHyeBas donbra.
Bropuunas (noTpeGHTENbCKan) ynakoBKa: no 2, 6 umu 9
GIMCTEPOR YNAKOBLIBAIOT B KAPTOHHYIO NAUKY BMECTE C
JIHCTKOM-BKIA/IBILIEM.
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‘ 3A0 «®apManeBTHUECKHIH 3aBoj IIUC»

( EG.S 1106 — Bewnrpus, Bymamemt, yn. Kepectypm 30-38.
i

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

MapkupoBKa: Coots. Tpeb. MapKkHpOBKa BBINONHASTCA B COOTBETCTBUH C Pa3fE/oM
1.3.2. Momgyns 1  perucTpauMoOHHOTO — HOCHE
NIEKAPCTBEHHOTO MMpernapara.

XpaHeHHe Coots. Tpeb. ITpu Temmeparype ot 15 no 25 °C
CpoK roaHocTH 5 ner 5 ner

! HepezynapHoe ucRuImanue, 8uinoanAemca Ona nepeoti cepuu excez00Ho, oanee 0ia xaxcoott 10-ii cepuu, Ho we Menee uem O 00Hoi cepuu 6 200,
no3moMy OanHeili NOKA3GNENs MoJcem Boinib He 8KTIOHEH & cepmudbuxam xauecmea.

Ilpon3soanTenn: 3A0 «@apmauesTudcckuii 3agon STHCy, Benrpus / Egis Pharmaceuticals PLC, Hungary. 1165, Byaanewr, yJ1.
Berkenbdenban 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne inueH3nn: HU-M-EGIS, ceprudukat
cooTBeTeTBHA NeGMP/EAEU/BY/00369-2024)

@acosmmk,ynakopmuk: 3A0 «®apmauesTHyccKnii 3ason ITHC» / Egis Pharmaceuticals PLC. 1165, BynanewT, yJi. Bexenbgenanin
118-120, Benrpusn / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne anuensnn: HU-M-EGIS, cepTugHKAT cO0TBETCTBHSA
NeGMP/EAEU/BY/00369-2024)

Boinycka i Kourpoas kavecrsa: 3A0 «@apmanesTHyecknii 3apon DT HC» / Egis Pharmaceuticals PLC. 1165, Bynaneir, ya.
Bekenbgeanan 118-120, Benrpun / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne mnuensun: HU-M-EGIS, ceprudukat
coorBeTcTBHA NeGMP/EAEU/BY/00369-2024)

dupma 3A0 «DapmatesTHieckuli 3asoa STHCy (Byaaneiut — Benrpys) rapaHTHpYeT, 4T MPOM3BOACTBO YKA3AHHOIO B HACTOALIEM cepTHdHKaTe
mpenapara, BKOYAM €0 YNAKOBKY M KOHTPONb KauecTBA, NOMHOCTBK) COOTBETCTBYCT TPEeOOBAHMAM neHCTBYIOMMX «ITpaBun HauexKame
NpoH3BOACTBEHHOM npakTHKW» (¢GMP).

@upMa FapaHTHPYET, YTO KaYeCTBO YKA3aHHOTO B HACTOALIEM CepTHdHKaTe npenapara COOTBETCTRYET TPEOOBAHHAM
yTeepaxaennoil HJI Ne JII-Ne(000172)-(PI'-RU)-180923.

Bt / ﬁ,m,f o
AU @armauceTaseckil 3unon STHC | gom i €
SYAAUET - Benrpug e A@A i e ikl
3 KeanupuuHpoBaHHOE JTHLO
2/2
EA/0011_3.2



