JIEPKABHA CJIYKBA 3 JUKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Ceitnnuoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody

02.09.2024 Ne 44966/24/26

EINIT'EH IHTUM

(HaiiMeHyBaHHs TKAPChKOTO 3ac00Y 3riJIHO 3 PEECTPALIHHAM TOCBIAMCHHSM)
cupeii 0,1% mo 15 MJ y IVIACTHKOBOMY daakoni; mo 1 prakoHy y KOMIUIEKTI 3 HACAIKOIO [L/IsH
PO3NIIIOBAHHI Y KAPTOHHIi ynakosui

(popma BHITYCKY, J03YBAHHS, BH/L NAKy BAHHA nikapeeKkoro 3acody)

Homep peectpauiitnoro nocsipuenns UA/5715/01/01 crpok aif peectpauiiinoro nocsindeHus HeOOMeKeH U
Cepis nikapebkoro 3acoby Ne B-1 KinbkicTs BBe3eHoro nikapeskoro sacody 6000

BupoOHHK B.BPAYH MEJUKAJI C.A., Icnanis

(HaliMenyBanHs BUPOOHHKA NiKAPCHKOro 3aco0y, KpaiHa noxo/KeHH: )

CriisibHe YKPaiHCHbK0-eCTOHChKE MINPHEMCTBO Y (opmi TOBAPHCTEA
BeeseHo B Y kpaiHy 3 oGMeskeHo10 BianosigaasuicTio "Onrima-Dapm, JIT", inenr. ko
21642228

(naliMenyBanHs Ta ko 3a €/IPIIOY opuanyHol ocobu abo npizsuiLe, iM's, M0 GarbroBi (hisuun i
ocobu - nianpuemus, if Micue NPOKHBAHHS Ta peecTpauilinui Homep 00/1IKOBOT KAPTKH [IATHHKA
noaaTkis abo cepist Ta HOMEP NACIOPTa)

NpoTokon Bisyaabroro kourposo Bia 02.09.2024 Ne 1545/2.

3a pe3yNbTaTaMu JIEPKABHOIO KOHTPOMO —BCTAHOBJIEHO, 1O nikapcekuii 3aci6 BBeseHo B Ykpainy 3

AOTPHMAHHSAM BAMOT 3aKOHOJIABCTBA LI0J0 3abe3neyenHa akocTi JikapéEknx 3aco0iB.

Haamsing) Mutkona XOJIOJIEHKO

QJT10) (niunumc) (iniwiany Ta npissunie )

(noca,ﬂouz{ bwﬁ.{ pi alry nep)haunor%

Q




Chemigroup France
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57, boulevard de la Républigue
Espace Lumiére, Batiment 3
78400-CHATOU/ FRANCE

tél: 01 30 71 93 60

fax: 01 30 53 47 93
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CEPTU®IKAT RKOCTI
QUALITY CERTIFICATE

Hassa N13: Enired [HTUm cnpeit 0,1%

Name of drug: Epigen intim Spray 0.1%

KpalHa BupoBHyK: Icnanis

The country of manufacture : Spain

Nikapcbka diopma: Cnpei

Dosage form; Spray

Cuna aii {gosyBaHHA) : 11 crpelo MiCTUTL KUCMoTH
miuMpranHoBol 1 mr

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

Ynakoeka:

no 15 MN y nnacTUKoBOMY chnakoHi; no 1 thnakoHy B
KOMITAEKTI 3 HACA/IKOIO AN PO3NUMNCHHS B KAPTOHHIN
YNaKoBUj

Packaging:
15 ml plastic bottle; 1 bottle complete with a nozzle
for spraying in cardboard box

PeecTpaLiiiie noceiguenns: Ne UA /5715/01/01. Hakas
MO3 YkpaiHu Ne803 sip 26.04.2018 {BescTpokose)

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

Cepisn: B-1

Baich: B-1

Poawip cepli: 5 000

Batch Size: 5 000

daTa supoBHuyTeRa: 02.2024

Manufacturing date: 02.2024

BupoBHUK BignoRiganbHUi 3a BUNYGK cepil —
b.BPAYH MELIKAI C.A., lcnania 3a 3aMoBnerHaMm
XEMUTPYT &PAHC, dpanuis

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

MpugarHni go: 02.2027

Expiry date: 02.2027

JlileHsia Ha BupobBHULTEO : Ne 3084-F
HauioHanbHe AreHcrao lenadii no meguyHoi MpoayKuil

Manufactory license: Ne 3084-E
Inspections by Agencia Espariola de medicamentos
y productos sanitarias

CepTuchikar  GMP:  ES/119HVI/21  HaujoHanohe | GMP certificate: ES/119HVI/21 Agencia Espafola
AreHcteo lcnanii no meanuHoT Npoaykuji / de medicamentos y productos sanitarios /

BucHosok  ANC  Ypainn  595/2021/C-1390 Big | Conclusion of State Service of Ukraine for
15.12.2021 Medicinal Products 585/2021 / C-13920 dd

15.12.2021

/5% (e 51596
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FR-47411497324 EORI: FR41149732400011

57, boulevard de la République
Espace Lumigre, Batiment 3
78400-CHATOU/ FRANCE

téi: D1 30 71 93 60
fax: 01 30 53 47 93
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Halimenysanns YcTaHoreHi 3radeHHn/ Validated
NOKa3HWUKIB KOHTpOne/ Name PesynbTar /result
i values
control indicators
Onwnc Po3unH KOBTOrO KONMBOPY i3 XapakTepHUM Binnoeigae
{Description) 3anaxom {Conform)
Yellow solution with a characteristic odor
loenTrdikanin Hac yTpumanHs niky posuuHy npenapaty
( Identification) Ha XpomaTorpadpi nmoBMHeH Bignosigat | Bignosigae
4acy yTpUMaHHA Niky po3vuHy ctanaapTty | (Conform)
The peak retention time of the drug
solution on the chromatograph should
correspond 1o the peak retention time of
the standard solution
KonbopoBicTk Mae sabaperieHHsl He [HTeHCMBHilLe 33 Binnosigae
{Chromaticity) eTavon Y6 (Conform)
It has not the color intensity of the
reference Y6
pH
7.0-8.0 7.5
FycTuHa Bin 1,055 go 1,070 rimn 1.069
{Density) From 1.055to 1.070 g / mi
FepMeThyHicTb BigcyTHicTs npoTeanHs Bignosinac

{Tightness)

The absence of flow

(Cenform)




2 Chemiproup France

FR-47411497324 EORL: FR41149732400011

57, bouwlevard de la République
Espace Lumigre, Batiment 3
78400-CHATOQUf FRANCE

tél: 01 30 71 93 60

fax: 01 30 63 47 93
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HomiHanbHui 06'em i1pw BUNycky Npotsarom Tepminy |15 mMn
60 mn (15 mn) With the release of | npmgatHocTi 15 mi
(Nominal volume)
60 ml (15 ml) 895%-105% During the shelf life
90-110%

KinbkicHe BU3Ha4eHHA Mpu BUNycky MNpoTtarom Tepmiry | 0,98 mrir
rNiUVMpPNIVHOBOT KMCITOTH With the refease of | npmaaTHocTi 0,98 mg/g
(Quantitative determination of 0,1%15% During the shelf life
glycyrrhizic acid) 0,1%+£10%

Bin 0,9 a0 1,0 mr/r | Big 0,9 mrir go

(95-105% ein 1,1 mr/r (90-

HOMIHaNLHOro 110% Big

ob'emy) HOMiHanbHore

ob'emy)

01%+56% 0.1 %+ 10%

0.9mg/gtoabout |0.9mg/gto about

1.0mg/g (95105 |[1.1mg/g(90-110

% of the nominal % of the nominal

volume) volume)
MikpoBionoriy4a uncToTa ** Binnosigae
3aranbHa KiNbKiCTL MUTTEINATHUX He bonee 10?2 KOE/mn {Conform)

acpobuux BakTepii

3aranpHa KiNBKICTL ApikaKoBUX Ta
uBinesux rpuGis

Staphylococeus aureus
Pseudomanasaeruginosa

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

He Bonee 10" KOE/mn

OtcyTcTEMe B 1 MA
OTcytetBre & 1 MA

not more than 102 CFU / ml|
not more than 10' CFU / ml

Absence in 1 ml
Absence in 1 ml




57, boulevard de 1a République
Espace Lumiére, Bitiment 3
78400~-CHATOU/ FRANCE

" ovniorriarry v oo tél: 01 30 71 93 60
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(**) MikpobionoriyHa yacTtoTa.YacToTa NpoBedeHHs TecTa Nepili 5 napTiil BUpoGHUUTBA., MOTiM 2 napTii
MPOTATOM POKY
(*) airove BraaHHs.

3asea npo ceptudikauito : «fificHum & 3acBigqylo,lW0 HaBegeHa BMLUE Hhopmadin € gocTosipHow |
TouHoW, Lla cepia npeaykuii Oyna surotoBneHa B.GPAYH MEOIKAN C.A., lcnaHia aa 3aMOBReHHSM
XEMUTPYT ®PAHC, ®panuis (Bkniovalouy nepeuHHe Ta BTOPMHHE RakyBaHHA/MapKyBaHHA) | NpoBeaeHo
KouTponk i sIKOCTI Ha BULUesragaqHoMy BUPOBHUUTBI B MOBHOT BIANOBIAMOCTI 3 BUMOoramu GMP

BCTaHOBNeHWMKW HauioHanbHum  AreHcTBOM  {cnaHii no MegnqHol npoaykuil | a Takox BianoeigHo Oo
cneundikauii Lo MICTUTLCH B PeecTpauifHOMY A0oChe kpaihn imnoprepa. lMpoTokon BupoBHULTBE,
yNakoBkk Ta aHanisis Synn nepernaHyTyv | BeTaHoBMeHo iX BignogigHicTs BuMoraM GMP»

Certification statement: “| am valid to certify that the above information is true and accurate. This series of
products has been manufactured B.BRAUN MEDICAL SA., Spain in order of CHEMIGROUP FRANCE,
France (including primary and secondary packaging / labeling) and its quality control at the above-
mentioned production has been carried out in full compliance with GMP requirements set by the Agencia
Espafola de medicamentos y productos sanitarios and in accordance with the import dossier registration
dossier. . Production, packaging and analysis protocols have been reviewed and found to coemply with
GMP reguirements. "

BignoeigankHa ocoBa :
Responsible perso
Jorge Poma ¢

Hata : i
Date : 19/03/2024
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