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«®apmaueBTHYeckuii  3apoag ITHC»

1106 - Benrpus, bynanewrt yn. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedaxkc: (36)-1-803-5556

Cepruduxar kauectsa Ne 629K/2026./C-TV

HanmeHoBaHHe Mpenapara:

Beraanu® mase 1s HapyxHoro npumenenus 10% 20 r

Cepus Ne: 386A0226 HdarTa npon3BoAcTBa: 02.2026.
Homep aHanu3za: KGY/2026/1306 Topen go: 31.01.2029.
JaTa ananu3za: 03.03.2026.

JeficTByOLIee BEIECTRO: IHoBuaoH-ion

MpouseoauTens aeiicreyomero semecrsa: «AiCunllu Kemukanc JIJIC», CIIA

Hokazamenu Kayecmea:

Onucanue:

HpaenTupukauus:
(yeemnas peaxyus ¢ pacmeopom Kpaxmana)

Haentuduxkauus: ‘
(xumuueckas peaxyus Ha c60000HLIH 1100)
Macca coaepKHMOT0 yNaKOBKH:

pH BoaHoro pacTsopa:
(notenuuomerpryeckoe onpeaenerue pH)
Muxpobuonornyeckas yucrora:'

- ofuiee yucno a3poOHBIX MUKPOOPTIaHH3MOB!

- 001ee YHEIo JPOAIKEBBIX U TIECHEBBIX
rpuboB:

- Pseudomonas aeruginosa,
Staphylococcus aureus:

KoauuecTBeHHOE ONpeaeeHHe:
(TUTPHMETPHA)

YnaxoBka:

EA/0061_2.2

I'omorenHas masb KOPHYHEBOTO LBETa CO cnabbM

ObpazoBaHKe TEMHO-CHHETO OKpalIHBaHHA

Cunss OKpacka pacTBOpa HE J0/DKHA NOABIATHCA B

He Gonee 102 KOEB 1 1

He Gonee 10! KOER 11

Ot 0,85 no 1,20 % axkrupnoro fona

[TepsiyHas (BHYTPEHHSS) YITAKOBKA: aJllOMMHHEBAs
nurorpaduposannas Tyba ¢ OenbiM
3aBHHYHBAIOIIMMCS KOIMAYKoM H3 noaudtunena. 20 r

Bropuunas (notpebutennckas) yIaKOBKA: KAPTOHHAsA

1 T)’Gy BMECTE C TACTKOM-BKJIQJABIIICM YITaKOBBIBAIOT

Ioayyennsvie Tpeboganusn:
pesynbmaniol:
Coorts. Tpeb.
3anaxom Hoaa
Cootg. Tpeb.
Coots. Tped.
TeueHue 60 cekyHI
20,7r He menee 20,0 r
4,1 Ot 3,5 10 4,5
Kareropus 2
MpONYIIEH
HpOoIyIIEH
NPOITyIICH OTCYTCTBHE B 1 T
NponyLeH OTCYTCTBHE B 1 T
0,95 %
IepBuunas
(BHYTpeHHSS)
YIaKoBKa:
AMOMHUHHEBAs mazu B | TyGe.
nurorpaupoBanHa
a Tyba ¢ OensiM Tadka.
3aBMHYMBAIOILMMCH
KOJIIa4KOM u3

nomaTmiaeHa. 20 r
maszu B 1 TyGe.
BropuyHas
(norpebuTensckasn)
YIIAKOBKA:
KapTOHHAA [1auka.

1 Tyba BMecTe C
JIHCTKOM-
BKJIAZIBITIIEM
YNakoBaHa B
KapTOHHYIO NavKy.

B K&PTOHHYIO TA9KYy.



A 3A0 «®apmaueBTH4Yeckuii 3aBoa JIITHUC»

( EG'S 1106 - Benrpusg, bynanewr yn. Kepectypu 30-38.
-y

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

MapkupoBka: Coors. Tpeb. MapKHpoBKa  BBIMOJIHAETCS B COOTBETCTBHU ¢
paszaenom 1.3.2. Mozyns 1 perucTpalliOHHOIO J0ChE
JIEKapCTBEHHOIO TIpenapara.

XpaHeHnue: Coots. Tpeb. [Ipu Temneparype ot 15 1o 25 °C.
Cpoxk roanoctu: 3 roza. [locie nepBoro BCKPHITHA XpaHHTh He Gonee 2 3 roaa. Ilocne nepeoro BCKPRITHS XpaHHTh He Gosiee 2
neT. Jer.

! Menbrranuie npoBoasT s kakaoi 10-i cepHH, HO He MEHEe YeM JUIA OHOMH CepuM B roj.
TosToMY NaHHBIH MTOKA3aTENh MOJKET OBITh HE BKIHOUEH B cepTHdHKAT KayecTRa. DUpMa rapaHTHPYET Ka4eCTBO M0 JaHHOMY MOKA3aTeo0.

Hpoussoaurens: 3A0 «PapmauesTuuecknii 3apox ITHC», Beurpun/ Egis Pharmaceuticals PLC, Hungary, 9900, r. Kepmenn,
ya.Matam kupaii 65, Benrpus /9900 Kormend,Matyas Kiraly it 65,Hungary, (Ne nnuensun: HU-M-EGIS, ceprudurar

coorBercTBHA NeGMP/EAEU/BY/00463-2026)

®acopmuK,ynakoswuk: 3A0 «@apmanesriueckuit 3agoa ITMC»,Benrpus/ Egis Pharmaceuticals PLC, Hungary, 9900, r. Kepmena,
ya.Matam kupaii 65, Benrpusn/ 9900 Kormend,Matyas Kiraly it 65,Hungary, (Ne inuensnn: HU-M-EGIS, ceprudpuxar

coorBeTcTBHA NeGMP/EAEU/BY/00463-2026)

Boinyckaiouwnii KOHTPoIb KauecTBa: 3A0 «PapmauesThuecknii 3asoq ST HC»,Benrpus/ Egis Pharmaceuticals PLC, Hungary, 9900,
r.Kepmena, yn.Matsm kupaii 65, Benrpus/ 9900 Kormend,Matyas kiraly it 65,Hungary (Ne iuuensun: HU-M-EGIS, cepradmkar
coorsercTeus NeGMP/EAEU/BY/00463-2026)

dbupma 3A0 «dapmauesTrueckuii 3asoa T MC» (ByzanewT — BeHrpus) rapaHTHpyeT, 4TO POM3BOICTRO YKa3aHHOT'O B HACTOALIEM CEpTH(HKaTe
npenapara, BKIOYAS €ro YNAKOBKYy M KOHTPONb KayecTBa, MOJHOCTBIO COOTBETCTBYET TpeGopanuam jeficTByromux «lIpasnn Hapnexawei
NPOH3BO/ICTBEHHOH npakTHkm» (CGMP).

®upMa rapaHTUPYET, YTO KAYECTBO YKA3aHHOTO B HACTOAINEM cepTH(MKATE NpenapaTa CoOTBETCTBYET TpeboBannam yTeepsxaennoi HJL
Ne JITI-Ne(002552)-(PT'-RU)-261023.
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