FR-47411497324 EORL FR4114978240Q011

57, boulevard de la République
Espace Lumiere, Batiment 3
78400~CHATOU/ FRANCE

tél: 01 30 71 93 60

fax: 01 30 53 47 93

G5 s szsd e 0 1308 - 680 7 UK €6 Vselicn - ¥ 4G

CEPTU®DIKAT AKOCTI A-5
QUALITY CERTIFICATE A-5

Haasa N13: ENIFEH IHTUM cnpen 0,1%

Name of drug: EPIGEN INTIM spray 0.1%

KpaiHa BUpOBHUK: lcnaHis

The country of manufacture: Spain

Nikapcbka dopma: Cnpett

Dosage form: Spray

Cuna pii (nosysaHrHs). 1r cnpeto MICTUTL KUCTTOTY
rniuvpusuHosoi 1 Mr

Strength  (dosage): 1g of spray contains

glycyrrhizinic acid 1 mg

Ynakoska :

o 60 Mn y NNacTUKOBOMY cnakoHi; no 1 conakoHy y
KOMMIEKTI 3 HAaCcaZKoH ANA PO3NUIIOBAHHA Y
KapTOHHIM yNaKoBLi

Packaging:
60 ml in a plastic bottle; 1 bottle per set with a
nozzle for spraying in a cardboard package

PeecTpauiiiHe nocsiaHeHHs: Ne UA /5715/01/01.
Hakas MO3 Ykpaitin Ne 803 8in 26.04.2018
(BescTpokoBe)

Marketing Authorization: UA / 5715/01/01.
Ukrainian MOH Order Ne 803 dd 26.04.2018
(Lifetime)

Cepisi: B-3

Batch: B-3

Poawmip cepii: 6000

Batch Size: 6000

Jata BupobHuuTea: 04.2024

Manufacturing date: 04.2024

BupobHuK BignosiganbHuiA 3a BUMYyCcK cepii ~
5.6PAYH MELIKAN C.A., IcnaHis 3a 3aMOBJEHHAM
XEMIFPYT ®PAHC, $paruis

Name of the manufacturer responsible for batch
release — B.BRAUN MEDICAL S.A., Spain by order
of CHEMIGROUP FRANCE, France

MpupaTHUiA AO: 04.2027

Expiry date: 04.2027

TliLeHsis Ha BUPOOHULITBO ! Ne 0041
ArenTcTBO |cnaHii 3 KOHTPONIO NikapChkuUX 3acobis i
TOBapiB MEAWHHOTO NPUHAYEHHA

Manufacturing license: Ne 0041
Agencia Espafiola de medicamentos y productos
sanitarios

Ceptudikat GMP: ES/151HVI/23
AreHTCcTBO lcnaHii 8 KOHTPOHO NikapChKux 3acobis |
TOBapis MEAVHHOTO NPUHa4eHHA

Buchosok AJ1C Ne 620/2024/C-1215 Big 12.08.2024

GMP certificate: ES/151HVI/23

Agencia Espafiola de medicamentos y productos
sanitarios

Conclusion of the State Service of Ukraine on
Medicines and Drugs Control No. 620/2024/C-1215
dd 12.08.2024
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HalimeHyBaHH:A
nokasHWKiB KoHTporto/ Name
control indicators

YcraHoBMeHi 3HaYeHHs/ Validated
values

PesynbTar /result

Onuc PO3uMH KOBTOro KOMbOPY i3 XapakrepHUM Bignosinae
(Description) 3anaxom (Conform)
Yellow solution with a characteristic odor
lneHTUdIiKauin Yac yTpuUMaHHsa Niky po34nHy npenapaty
( Identification) Ha xpomatorpacdi noBUHEH Bignosigatv Bigroeigae
yacy yTpUMaHHs niky posquHy cTaHaapTty (Conform)
The peak retention time of the drug
solution on the chromatograph should
correspond to the peak retention time of
the standard solution
KonbopogicTb Mae sabapeneHHs He iHTeHcuBHilLEe 33 Bipnoeigae
(Chromaticity) etaHon Y6 (Conform)
it has not the color intensity of the
reference Y6
pH
7.0-8.0 7.8
T'ycTuHa Big 1,055 po 1,070 r/imn 1.066
(Density) From 1.055 to 1.070 g/ ml
FepMeTUYHICTB BigcyTHICTb NpOTikaHHs Bignosipae
(Tightness) The absence of flow (Conform)
HomiHanbHMi 06’eM [Mpw BUMYCKY MpoTArom TepMiHy 60 mn
60 mn (15 mn) With the release of | npuaaTHOCTI 60 ml

(Nominal volume)
60 ml (15 ml)

95%-105% During the shelf life

90-110%
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KinbkicHe BU3Ha4eHHA Mpw BUnycky MpoTsarom TepMiHy 0,98 mr/r
rAiLUMPU3MHOBOI KUCIOTH With the release of | npugaTHocTi 0,98 mg/g
(Quantitative determination of 0,1%15% During the shelf life
glycyrrhizic acid) 0,1%%10%

Big 0,9 oo 1,0 mr/r | Big 0,9 Mmr/r o

(95-105% &in 1,1 mr/r (90-

HoMiHanbLHOro 110% Big

o6'eMy) HOMIHaTbHOTO

o6'emy)

01%*+5% 0.1 %+ 10 %

0.9mg/gtoabout |[0.9mg/gto about

1.0mg /g (95-105 |1.1mg/g (90-110

% of the nominal % of the nominal

volume) volume)
Mikpob6ionoriuHa “ucroTa i Bignosigae
3aranbHa KinbKiCTk XUTTE3AaTHUX He Binslue 102 KOE/Mn (Conform)

aepoBHUx HakTepiit

3aranbHa KinbKicTb OPDKIKOBUX Ta
usinesux rpubis

Staphylococcus aureus
Pseudomonas aeruginosa

(Microbiological purity) **
Total viable aerobic bacteria
Number of yeasts and molds
Staphylococcus aureus
Pseudomonas aeruginosa

He Ginbwe 10T KOE/MN

BigcyTHicTe B 1 MN
BincyTHicTb B 1 MN

not more than 102 CFU / ml
not more than 10* CFU / ml

Absence in 1 ml
Absence in 1 mi

(**) Mikpo6ionoriuHa yucToTa. HacToTa npoBeAeHHs Tecty: nepwi 5 napTiii BUPOGHULTEA, rioTim 2 na

NPOTSroM poKy
(*) Qitove BuaaHHsa.

3assa npo cepTudikauio: «fitcHum A 3aceigyylo, WO HaBefeHa Bulle iHdpopMaLlisi € AOCTOBIPHOMO |
B.5EPAYH MEJLIKAN C.A., IcnaHia 3a 3aMOBNEHHAM
BTOPUHHE NaKyBaHHs/MapKyBaHH
y noeHiii BiANOBIAHOCTI 3 BU
co6ig i ToBapiB Meau4HOro NpusHaqeHHs, a
JiHOMY JOCbE KpaiHu iMnopTepa. MpoTokonu
ix BignosigHicTs BUMOram GMP»

TouHoto. Lls cepis npopykuii 6yna BurotoBneHa
XEMIFPYIT ©PAHC, dpaHuis (knodaloun nepsuHHe Ta
KoHTpOnb 1 AKOCTI Ha BUULE3rafaHOMy BUPOGHWLTBI
BCTAHOBSIEHUMM AreHTCTBO IcnaHii 3 KOHTPONto NiKapCbKux 3a
Takox BignosiaHo Ao cneumdikauii,
BUPOBHULITBA, YNAKOBKU Ta aHanisis 6ynu nepernsHyTH | BCTAHOBIEHO

Certification statement: “I am valid to certify that the above information is true and
products has been manufactured B.BRAUN
France (including primary and secondary pac

found to comply with GMP.
k!
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production has been carried out in full compliance with GMP requirements set by the Agencia Espafiola de
medicamentos y productos sanitarios
dossier of the importing country. Pro
requirements. "

accurate. This series of
HEMIGROUP FRANCE,

fication contained in the registration
ewed and

A) | nposefeHo
moramu GMP,



