JAEPKABHA CJIY/KBA 3 JIIKAPCbKHUX 3ACOBIB

TA KOHTPOJIKO 3A HAPKOTUKAMM y m. KUEBI
npos. Hanii Ceitauunoi, 3. 02099. ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Koa CIPI1OY 37079055

BUCHOBOK
NPo AKICTH BBE3€HOT0 B YKPATHY JIIKAPCHLKOIro 3aco0y

06.12.2023 Ne 62705/23/26

EINTEH IHTHM
(HaliMeHYBaHHA JIKAPCLKOro 3acoby 3riaHo 3 peccTpauiiinim noCcBiA4EHHAM )
cupeii 0,1% no 15 ma y nuaerukosomy ¢uiakoni; no 1 paakony y KoMIJIeRTi 3 HACAAKO0K0
VTS PO3NIJIKBAHHS Y KAPTOHHIH ynakosui
((hopma BHIYCKN . J103Y BAHHA. BHIL KN BAHHA JIKAPCLKOI O 3ac00y )

Howmep peectpauiiinoro nocsiauenns UA/S715/01/01 crpok nif peectpauiiinoro nocsinuenns HeoOOMeKeHHH
Cepis nikapebkoro 3acoGy Ne A-1 KinbkicTs BBe3eHOro Aikapebkoro 3acody 3300

BupobHuk b.bPAYH MEJIIKAJI C.A.. Icianis

(HARMCHYBAHHS BHPOOHHKA JIKAPCHROTO 3ac00y . KPATHA NOXOIAKEHHA)

BBeseHo B Y Kpainy CnisibHe YKPaTHChKO-€CTOHChKE NMIANPHEMCTBO Y hopmi
TOBAPHCTBA 3 00MexReHo010 BianosiaasHicTio "Onrima-@apm,
JITHA", inenr. von: 21642228
(Haiimenveanug Ta koa 3a €JIPTOY wopuanynol ocodu abo npiasuute, iM'd, no DATLKOBI
(PI3MYHOT OCOOH = NLANPHEMUSA, T MICIC IPORHBAHHSA T peccTpauiiiuui Homep 00iKoBOT
KaPTKH NAATHHE noaatkis abo cepis 1a HoMeEp nacnopra)

MpoTtokoa sisyansuoro koutposo ein 06.12.2023 Ne 3886/1.

3a pesynbTaTaMi  1ePKABHOIO KOHTPOJAK BCTAHOBJIEHO. 110 Jikapckkuii 3aciG  BBezeHo B VYkpainy 3

AOTPHMAHHSH M. _BuM0I 3aKOHOAABCTBA 11010 3a0e3neueHns gkgeTi NikapchKHX 3acodis.

Hauanipi 7\ / Mukoa XOJIOJEHKO
[nncn#hhﬁja nénﬁn hpmrl}"nepmuhﬁr& KOHTPO1IO) (rianue) (IHiWaam Ta npizBuE)
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Chemigroup France

FR-47411497324 EORI: FR41149732400011

57, boulevard de la République
Espace Lumiére, Bitiment 3
TB400-CHATOU/ FRANCE

tél: 01 30 71 93 60

fax: 01 30 53 47 83

L i e o R C R Vel A

CEPTHU®IKAT AKOCTI A-1
QUALITY CERTIFICATE A-1

Haaea N3 : Enirex IvTvm cnpen 0,1%

Name of drug: Epigen intim Spray 0.1%

Kpaira supobuuk : lenanis

The country of manufacture : Spain

Nikapcera dopma @ Cnpeil

Dosage form: Spray

Cwna nji (noayeaqHa) @ 11 cnpew MICTUTE KMCNOTKH
IMiUMPUaKHoBOT 1 Mr

Strength (dosage): 1g spray of acid and glycyrrhizin
1 mg

Ynakoseka .

no 15 mn y NnactukosoMy thnakoui; no 1 conakoHy B
KOMNNEKTI 3 HACAOKOIO ANA PO3MUNEHHS B KAPTOHHIMA
ynakoewi

Packaging:

15 ml plastic bottle; 1 bottle complete with a nozzle
for spraying carton

packaging

PeecTpauifiie noceiguenHs : NeUA /5715/01/01. Hakas
MO3 Yepainu Ne803 sin 26.04.2018 (Beactpokose)

MA :UA /5715/01/01. Order of the Ministry of Health
of Ukraine Ne803 dated April 26, 2018 (Indefinite)

Cepia: A-1

Batch: A-1

Poamip cepii : 5000

Batch Size 5000

[ata eupoBuuuTea:.03.2023

Manufacturing Date :03.2023

BupoBHUK BIONORINANEHWA 33 BUNYCK cepil —
B.BEPAYH MEOIKAN C.A., Icnadin 3a 3aMoBNeHHAM
KEMWIPYN ¢PAHC, dpanuina

Mame of the manufacturer responsible for batch
release — B.BRAUN MEDICAL S.A., Spain in order
of CHEMIGROUP FRAMCE, France

Mpupathuin ao: 03.2026.

Expiry Date : 03.2026

NiyeHazin Ha supobHuuTeo | Ne 3084-E
HaujoHansHe AredcTeo lcnasii no Meau-HoT NpoaykUil

Manufactory license: Ne 3084-E
Inspections by Agencia Espaiiocla de medicamentos
y productos sanitarios

Ceptudikar GMP ES /M19HVI21
Arencteo lcnanil no Meau4Hol npoay kUil
BucHosok ONC 595/2021/C-1390 eig 15.12.2021

HauioHaneHe

GMP certificate : Certificate number ES / 118HVI /
21 Agencia Espaficla de medicamentos vy
productos sanitanos |

State Service of Ukraine on Medicines and Drugs
Controlof 595/2021/C-1390 dated 12/15/2021
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HaiimenyBaHHa YctaHoBneHi 3Havenns/ Validated
nokasHukis kouTpono/ Name 3 v:?:a: Peaynertar fresult
control indicators
Onwme PosuuH MOBTOMO KONLOPY i3 xapakTepHum | Bianosigae
(Description) Janaxom (Conform)
Yellow solution with a characteristic odor
lpeHTHdpikauin Yac yTpMMaHHA niky pO3uMHY npenapary
{ Identification) wa xpomartorpadi noeuHeH signoeinatu | Binnosigae
yacy YTPUMaHHA Niky poaduHy cTaHpapty | (Conform)
The peak retention time of the drug
solution on the chromatograph should
comrespond to the peak retention time of
the standard solution
HonbopoBicTe Mae s3abBapeneHHR He iHTeHcueHilwe 3a|Bignoeigae
(Chromaticity) araHon Y6 (Conform)
It has not the color intensity of the
reference Y6
pH
7.0-8.0 .7
MyctuHa Big 1,055 go 1,070 rimn 1.067
{Density) From 1.055 to 1.070 g/ ml
FepMeTUYHICTE BigeyTHICTE NpoTeaHHA Bignosipnae
(Tightness) The absence of flow (Conform)
HominankHuiA oB'em Mpw Bunycry MpoTtarom TepMidy | 15 mn
60 mn (15 mn) With the release of | npupaTtHocT 15 ml
{Nominal volume)
60 ml (15 ml) 895%-105% During the shelf life
90-110%




KinbkicHe BUZHAYEHHA Mpy BUNYCKY MNpotsarom Tepmidy | 0,98 mrir
rMiyWpUIMHOBOT KMCNOTH With the release of | npugaTtHocTi 0,98 malg
(Quantitative determination of 0,1%x5% During the shelf life
glycyrrhizic acid) 0,1%£10%

Big 0,9 oo 1,0 mrfr | Big 0.9 mrfr Ao

(95-1056% min 1,1 marfr (90-

HOMIHaNEHOTO 110% eig

ob'emy) HOMIHANBHOMO

ob'emy)

01%+5% 0.1 %+ 10 %

0.9mg/gtoabout |0.9mg/gtoabout

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

% of the nominal % of the nominal

volume) volume)
MixpoBionorivHa yncTota ™" Bignosigae
BarancHa KinekicTs ¥UTTE3naTHUX | He Gonee 102 KOE/mn {Conform)

aepobHux DakTepin

JaraneHa KINBKICTE ApbrIKOBMX Ta
uginesux rpubie

Staphylococcus aureus
Pseudomonasaeruginosa

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

He Gonee 10" KOEMmn

OTteyreTene 8 1 MN
OrcyrcTene 8 1 mn

not more than 102 CFU f ml
not more than 10" CFU / mi
Absence in 1 mil
Absence in 1 mil

{**) MikpoBionoriana 4acToTa YacToTa NpoBeneHHa TecTa | nepusi 5 napTif BupoSHuuTea., NoTim 2 napTii NPOTArOW PaKy
{*) AlO4E BUAAHHA,

9aqpa npo cepTrdikalio + «fliicHUm A 3acBinuWNo L0 HaBeeHa BHILE IHOpMaLIA & A0CTOBIPHDW | TouHOW. Lis cepin
npoaykuii Gyna swroTosnewa B.EPAYH MEQIKAN C.A., lcnanin 3a samoenedsam XEMMIPYN ®PAHC, dpanuin
(BENICHAKHNM NEPBMHHE Ta BTOPWHHE NaKyBaHHAIMapKYBaHHA) | NPOBEAEHO KOHTPONE il AKOCTI HA BMLLEIrafaHOMY
BupoHuMUTE B NosHol BlanceigHocTi 3 BuMoramu GMP | ecTanoenenmu HauioHanbHum  Arenctaom  Icnasii no
MenKuHol Npoaykuiil , a Takox BiANOBIAHO Ao cneumdikawi Wo MICTUTLCA B PEECTRAUIRHOMY OOCLE KpalHM iMnopTepa.
MNpoTokoni BMPOGHKLUTES, YNaKoBxK Ta ananisie SynM NepernAHyTY | BCTAHOBNEHO ix BIRNOBIAHICTL BuMaram GMP»

Caertification statement: “| am valid to certify that the above information is true and accurate. This series of products has
been manufactured B.BRAUN MEDICAL S.A,, Spain in order of CHEMIGROUP FRAMCE, France (including primary
and secondary packaging / labeling) and its quality control al the above-mentioned production has been carried out in
full compliance with GMP requirements set by the Agencia Espanola de medicamentos y productos sanitarios and in
accordance with the import dossier registration dossier. . Production, packaging and analysis protocols have been
reviewad and found to comply with GMP requiremants. ™
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