3A0 «®@apmaueBTHueckHii 3aBog JDITHC»

A
‘EGIS 1106 - Benrpus, Bynanewr yi. Kepectypu 30-38.
== Tenedon: (36) -1-803-5554 Tenedakc: (36)-1-803-5556

Cepruduxar kayecrsa Ne 1980/2026/SSZS

HanmeHoBaHHe Beraaun® pacTBop A/1st MECTHOIO M HAPY:KHOTO nipuMenenns 100 mr/ma
npemapara: 30 ma
Cepusn Ne: 5965A0826 Jdata
NpPOH3BOACTBA: 08.2026.
Homep ananusa: KGY/2026/6067 I'onen no: 31.07.2029.
JdaTa ananusa: 25.08.2026.
Hokazamenu kavecmea: Hoayuennote Tpebogarnua:

Pe3V/1bIarnbl.

Onucanue: Coorts. Tpeb. PacTBOp TeMHO-KOPUYHEBOTO IIBETA C 3aMaxoM ioaa
HpenTndpuxanun:
- I[BETHAas peakius ¢
pacTBOPOM KpaxmaJa: CooTts. Tpeb. TEMHO-CHH:A OKpacka pacTBOpa
- peakiisi Ha cBoboaHbli ioa:  CooTs. Tpeb. Cunss oxpacka OyMaxHOro GuibTpa He JOJDKHA
NOsABNATLCA B TeueHue 60 c.
pH: 53 ot 3,0 no 6,0
I1oTHOCTE: 1,031 r/mn or 1,020 o 1,040 r/mn
O0beM cofepKAMOro 30,9 mn e meHee 30,0 Mn
YIAKOBKH:
MukpobnoJioruyeckas
yHcTOTA':
- of1ee 4Kcso a3poOHBIX
MHKpPOOPTraHW3MOB: POIyIeH e Gonee 10° KOEB I r
- Ob1Lee YMCI0 OPOAIKEBBIX U
TUIECHEBBIX IpHOOB: TpOTIyIeH ne G6onee 10' KOEB 11
- Pseudomonas aeruginosa: TIpoMyIHIeH OTCYTCTBHE B 1 T
- Staphylococcus aureus: POy IeH OTCYTCTBHE B 1 T
KoaunyecTBennoe 0,99 r ot 0,85 1o 1,20 r akTusHOro Hona B 100 mn
onpejeJieHHe: (mumpumempus) npenapara

1 — Hepezynaproe ucnvimanue, 8bInOHAEMCA APOU3E00UmeneM ONA Nepeoli cepuu exce200H0, danee oA xaxcoot 10-i cepuu, nosmomy oanuwit
noKkazamens mModcem Gyims He BRUIOYEH & cepmudhurxam kavecmea. Dupma eapanmupyem Ka4ecmeo npenapama no OGHHOMY ROKA3AMEN0.

dupma rapaHTHpYET, 4TO Ka4YeCTBO yKa3aHHOrO B HACTOALIEM cepTH(HKaTe NpenapaTa COOTBETCTBYET TpeOOBaHUAM
yreepaaenton HJ Ne JITI-Ne(002550)-(PT-RU)-230426.

Kepmenn, §1 (g 7)o roAa
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HaumeHoBaHMe npenapara:

JeiicTByIolLEe BEWIECTBO:
IIpousBoauTeNb JeHCTBYHOLLETO

CEPTH®UKAT COOTBETCTBUS

mr/ma 30 M
IMoeunoH iioxn

BellecTBA:

Cepns Ne: 5965A0826

Jata npou3BoAcTBAa: 08.2026.

I'onen no: 31.07.2029.
Peszyrvmambt

YnakoBka: Ilo 30 wmn npenapata BO (JakoH U3
MOJHITHIEHA 3€JI€HOT0 1IBETa, CHabXeHHbIi
KaneasHHIel U3 6eCLBETHOTO MONHITHIEHA U
HaBMH4YMBatolelics npoOkoli w3 Henoro
NpOIWIEHA ¢ KOHTPONIEM NEPBOTNO BCKPHITH.
Ha (nakoHBl HakIECHMBAIOTCA  ITHKETKH.
@nakonst 1o 30 Mn  noMemarTCcs B
KapTOHHYK) [Ia4yKy BMECTe C JIHCTKOM-
BKJIA/IBIITIEM

MapkupoBKa: Coots. Tped.

XpaHeHue Coorts. Tped.

Cpok roasocTn Coots. Tped.

HPOHBBO,EIHTCJIL:

dacoBIIHK,
YNAKOBLUHK:

Boinyckawmuii
KOHTpPOJb
KayecTna:

PesyabtaThl
HCNBLITAHUH

BeTtanuH® pacTBOp A MECTHOrO H Hapy»KHoro npumenerus 100

AiCullu Kemuranc JUIC, CILHA

Tpebosanun

Ilo 30 wmn mnpenmapata BO (IakoH u3
MOJIMATHIIEHA 3€NIEHOT0 LBETa, CHAOEeHHBIH
KaneJbHUIEei 13 GecLiBETHOTO MONH3THIIEHA H
HaBUHUYMBaKOLIelics mnpodkoit u3  Gemoro
NPOTMIEHa C KOHTPOJEM MEPBOr0 BCKPBITHAL

Ha ¢unakoHsl HaknewBarOTCH  3THKETKH.
Gnakonel no 30 Ma nomeliarTcia B
KapTOHHYH) TaykKy BMeCTe C JIHCTKOM-
BKJIAJAbIILEM,

MapKupoBKa BLINIONHAETCS B COOTBETCTBHH €
pasnenom 1.3.2. Monyns 1
PErUCTPALIHOHHOTO 10CKE.

XpaHuTh Npy Temnepatype He Boime 25 °C.

3 ropa. [ocie mepBOro BCKPLITHA XPaHUTh HE
Bonee 3 mecsLes.

3A0 «®apmauesrTudecknii 3asoa YT MC», Benrpus / Egis Pharmaceuticals PLC, Hungary / 9900
Képmena, yn. MaTsau kupaii, 65, Benrpus / 9900 Kormend, Matyas kiraly ut 65, Hungary (Ne
auuensnu: HU-M-EGIS, cepTuduxar cooTBeTCTBHSA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesTnuyecknii 3asoa ITUC», Benrpus / Egis Pharmaceuticals PLC, Hungary /9900
Képmena, yn. MaTsimi kupai, 65, Benrpus / 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
auuensun: HU-M-EGIS, cepTudukaT cooTBeTcTBHSA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesTnyeckuii 3aog ITHUC», Benrpus / Egis Pharmaceuticals PLC, Hungary / 9900
Képmena, yi. Matsi kupaii, 65, Benrpus / 9900 Kormend, Matyas kiraly ut 65, Hungary(Ne
suuensuu: HU-M-EGIS, ceprudurar coorBercTBUA

Ne GMP/EAEU/BY/00463-2026)

Ceprndukar kayectsa Ne 1980K/2026./SZZS npunaraercs

®upma rapaHTHpYeT, YTO KaYecTBO YKA3aHHOTO B HACTOALIEM cepTH(HKaTe NpenapaTa COOTBETCTBYET TPeOOBAHMAM
yreepxaénnoii HJI JITI-Ne(002550)-(PT'-RU)-230426
®upma 3A0 «Dapmanestideckuii 3aBog IIHMC» (Bynanewrr — Benrpus) rapanTHpyer, 4TO NPOM3BOJACTBO YKa3aHHOTO B
HacTOSLIEM cepTH(UKATE TIpenapara, BKIIOYas €ro YINaKoBKY M KOHTPOJb KAYeCTBa, MOIHOCTBIO COOTBETCTRYET TPEOOBAHUAM
neficryromux «IIpasun naanesKaulei mpou3BoACTBEHHOH npakTHk» (cGMP).

Képmeny,

EA/CoC/0074_1.0
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