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«DapMaueBTHYeCKHH

3aBOJ 3THC»

1106 — Beurpus, bymanemr, yn. Kepectypu 30-38.
Tenedon: 36-1-803-5554  Tenedakc : 36-1-803-5556

Ceprudukar xauecta Ne 4289/2025/LM

HanmeHoBaHHe npenapaTa:
Cepusa Ne:

Homep aHanu3a:

JaTa ananau3a:
JleficTByI0LIEE BELLIECTBO:

Tpou3BoaHTENL AefiCTBYIOLIEro BeecTBa:

IMokazamenu Kauecmesa:
OnHcaHue:

Hpentnduraunn:
(kauecmeennas peaxyus)

HpenTHdHKaALHKA:
(Y D-cnexmpoghomomempus)

O,EIHO[)OI.[HOCTL Macchbi:

PacTBOpenue
(Yd-cnexmpochomomempus):

Bopna: (memood Kapna @uwepa)

Ipumecn (BOAX):

- moGas eAHHWYHAs WMIEHT. IPHMECH!

- mo6as eAUHUYHAS HEHIEHT.
NPHMECH:

- CyMMa npumeceit:

OaHopoaHOCTh J03HPOBAHHLIX

eJHHHLL:

(Pacyemno-maccossiii cnocof)

MuxpobHosoruueckas yncroTa:!
- o01ee yucno a’3pobHEX
MHKPOOPraHH3MOB:

- ofllee YHCTIo OPOXIKEBEIX H
TIIECHEBBIX rpHOOB:

-Escherichia coli:
KonuuecTBeHHOR ONpenesieHHe
(Y D-cnexmpodhomomempus):

¥YnakoBka:

NT EA/ 0011 3.2

I'pannaxcun® raénerkn 50 mr 6x10

T140A0925 Jara npou3BoacTBa: 09.2025.
QC2R/2025/3822  ToneH po: 31.08.2030.
29.09.2025.

Topusonam

Iosiyuennsie pesyibmamst:
Coots. Tpeb.

Coots. Tpeb.

Coots. Tpeb.

179,3 mr
Coorte. Tped.

96-103%
X6=101%

4,3%

menee 0,03 %

menee 0,03 %
menee 0,03 %
AVip=273

menee 10 /7

menee 10 /T
HE BBIABJICHO

51,13 mr/rabn.

ITo 10 tabneTox B GnucTep H3
MNBX/IBJX//amoMuHuesas
tdonera. Ilo 6 Onucrepon
YMaKkoBaHbl B KAPTOHHYIO
nNa4yKy BMECTE C JIHCTKOM-
BKJIZJIBIILIEM.

3A0 «®apmaueeTHYeckuii 3aBoa DI'MC», Benrpus

Hopmbi:

Kpyrnsle, niockne TaGleTkH B BUIE AHCKA, OENOro ik
cepoBaro-0Oenoro nBera, ¢ (acko#, ¢ rpaBHPOBKOH
"GRANDAX" Ha 0HOH CTOPOHE M C DHCKO# Ha Apyroi
cropoHe, 6e3 3anaxa unx oyt 6e3 3anaxa

B pe3yabTate peakuMH C  CEPHOH  KHCHOTOH
KOHLEHTPHPOBAHHOH pacTBOpP NPHOOpeTaeT OpaHKEBbIH
1IBET, KOTOpBIF TpH NpuOaBIEHMH A30THON KMCIOTHI
KOHIEHTPHPOBAHHOH NEPEXOAHT B TEMHO-KDACHBIH,

Y&  cnekrpsl  TMOTNOIIEHHS ~ HCHOBITYEMOro  H
CT@HIAPTHOIO  PAacTBOPOB, NPMIOTOBIEHHBIX AU
KOJIMYECTBEHHOTO OnpexnencHHus, B obnacTv AJIMH BOJH
ot 220 g0 350 HM ZOMKHBE! UMETE OJHHAKOBYIO (opMy
kpHBOH. MakCHMYMBI NOTJIOIEHHA JOJIKHB HAXOAHTHCA
NpH AMHHAX BOTH

(238 £2)HM 1 (311 +£2) HMm.

180,0 mr £ 7,5% (ot 166,5 no 193,5 mr)

OTKJIOHEHHE OT CPEAHEH MacChl:

nns 90% (18/20) Tabnetoxk - He Goaee = 7,5%

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

He menee 75% (Q) oT HOMHHANBHOTO KOJIHYECTBA
JACHCTBYIOLIErO BELUECTBA JOJIKHO MEPEATH B PacTBOp
yepes 15 MUHYT

He Gonee 6,0%

He cosee 0,20%

ne Gonee 0,10%

He 6onee 1,00%

AV <15,0 (n= 10), ecnM ycJIoBHE HE BBIMONHAETCH, TO
AV < 150 (n = 30), u nna 30/30 rabnerok
KOJIMYECTBEHHOE COJIepsKaHue NeHCTBYIOLIErO BEWECTRE
JOJKHO HAaXoauThes B HHTepBane 0,75xM — 1,25xM
Kareropus 3A

He Gonee 1° KOEB 1 1

e Gonee 10° KOEB 1 1
OTCYTCTBHE B 1 I

50,00 Mr + 5% (ot 47,50 1o 52,50 mMr)
Ttoduzonama/rabnerka (o1 95,0 no 105,0%)

[epsuusas (BHyTpeHHss) ynakoBka: nmo 10 TabneTox B
6mucrep us [IBX/TIBAX//amomuHueBas Qonsra.
BropuuHas (1oTpeOuTensckan) ynakoska: no 2, 6 uu 9
GNMCTEPOB YIAKOBRIBAIOT B KAPTOHHYH) [IAYKY BMECTE C
JIMCTKOM-BKJIABILLIEM.



A 3A0 «®apMaleBTHYCCKHIA 3aBOJ OTUC»

‘ EG'S 1106 — Benrpnmsa, Bypanemr, yin. Kepectypu 30-38.
gl

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

MapkupoBKa: Coots. Tped. MapKHpOBKa BEINONHACTCA B COOTBETCTBHH C PA3IENOM
1.32. Mogynma 1  perucTpalHoHHOTO  JOChE
JEKAPCTBEHHOTO TIperapara.

XpaHeHue Coorts. Tped. Ipu Temnepatype ot 15 a0 25 °C
Cpoxk rooHocTH 5 ner 5 ner

{ Hepezynaproe ucnsimanue, 661onHAemcs 04 nepeoti cepuu exce200u0, danee Ons kaxcdoii 10-it cepuu, no He mewnee wem dns 00Ho1 cepuu 8 200,
HOIIMOMY OQHHbIl NOKA3AMENL MOJCem Dbithb He 8KIIOYEH 8 CEPMUMUKAm Ka4ecmsa.

Hponssoantens: 3A0 «@apmanesriuecknii 3aog 3T MC», Benrpus / Egis Pharmaceuticals PLC, Hungary. 1165, Bysanewr, y..
bexennpensan 118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne nuuensun: HU-M-EGIS, ceprugmrar
coorsercTBHE NeGMP/EAEU/BY/00369-2024)

@acopmnk,ynaxosunk: 3A0 «PapmanesTHYeckHii 3a80a DTHC» / Egis Pharmaceuticals PLC. 1165, Byaanewr, ya. Bexenbeabau
118-120, Benrpus / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne ainuensun: HU-M-EGIS, cepruduraT co0TBeTCTBHA

NeGMP/EAEU/BY/00369-2024)
Brinyckaowuii KOHTpob KauecTsa: 3A0 «@apmanesTryeckuii 3asog YT HC» / Egis Pharmaceuticals PLC. 1165, Byaanewr, yJ1.

Bexenbgennau 118-120, Benrpun / 1165 Budapest, Bokenyfoldi ut 118-120, Hungary (Ne nuuensun: HU-M-EGIS, ceprudukar
cooTBeTcTBHA NeGMP/EAEU/BY/00369-2024)

®upma 3A0 «DapmauesTuyeckui 3aeo 3 UC» (BynanemT — BeHrpHs) rapaHTHpYeT, 4TO NPOM3BOACTBO YKA3aHHOTO B HACTOAIIEM CepTH(HKATE
TpenapaTa, BKIIOYas €ro YMAKoBKY M KOHTPONb KAuecTRa, MOJHOCTHIO COOTBETCTBYET Tpeopanuam aeficTRyrommx «ITpaBmin Hamnekamel
[POH3BOACTBEHHOI npakTHrH» (¢GMP).

DupMa rapaHTHPYET, YTO Ka4€CTBO YKA3AHHOIO B HACTOSIILEM CEPTH(MKATE TIPENapaTa COOTRETCTRYET TpeboBaHAM
yreepxagunoii HII Ne JITI-Na(000172)-(PT-RU)-180923.

Bynanewr, roja -
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A0 «MapmanesTHIECKIH 3ason OTHC 58, KpanmudHumpoBaHHOE AHLO
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& eais

N3

2/2
EA/0011_32



