JAEP/KABHA CJY/XKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIKO) 3A HAPKOTUKAMMH y m. KUEBI

npos. Hanii Ceitnnunoi. 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Koa €JIPTIOY 37079055

BUCHOBOK

Npo SIKICTh BBE3€HOr0 B YKpaiHy JiKapcbKoOro 3acooy

06.12.2023 Ne 62708/23/26

EHITEH THTHM

(HaiiMEHY BAHHY NIKAPCLKOTo 3acoby 3riJIHO 3 pecCTpallifHIM 1TOCRIIMCHHAM)
cnpeii 0,1% mo 60 ma y niiacruxkosomy paakoni; no 1 gpuakoHy y KOMILIEKTI 3 HACAAKOI0
JUISE PO3NKJIIOBAHHS Y KAPTOHHII ynakosui

(hopma BHNYCKY. 103VBAHHA, BHI NAKY BaHHS J1IKAPCLKOTo 3aco0y )
Howmep peectpauiiinoro nocgiauenns UA/S715/01/01 erpok aii peectpauiiinoro nocsiauerins HCOOMCIKCHHH
Cepis nikapcekoro zacoby Ne A-3 KiabkicTs BeeseHoro aikapeskoro sacody 1200

Bupoduuk b.bPAYH MEJIIKAJI C.A., Icnanis

(HaiiMeHy BaHHA BUPOOHMEKA NiKapebKoro 3acody. KpaiHa NOXOKEeHHs )

Beeseno B Vkpaihy CnifibHe YRPATHCHLKO-ECTOHCHLKE NUMMPHEMETBO Y dopmi
TOBAPHCTBA 3 00MexeH010 BimosBiaabHicTo "Onriva-®apwm,
JIT/1", inent. won: 21642228

(Haitmenyeanng ta ko 3a CJIPTIOY wopuanynol ocodm abo npizeuuie, im's. no darskosi
(piznuHOT 0cobm = MANPUEMIE. T MICIE NPOKUBAHHSA TA peccTpauiiinuii Homep o6:ikosoi
RAPTRH MATHHED HOJATRIR 200 Cepis Ta HOMESP NacnopTa)

Mpotokoa Bizsyaasnoro kourtpoao sin 06.12.2023 Ne 3886/3.

3a pe3ynsTatamH AEPKABHOIO KOHTPOIK BCTAHOBACHO, WO JIIKap&bKWi  3acid BBe3eHo B YkpaiHy 3

AOTPHMAHHHAM BHMOTr 3aKOHOAABCTEA OO 3a0€3NCUCHHA AKOCTI

ifapcbkHX 3acoliB.
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57, boulevard de la Républigue
Espace Lumiére, Batiment 3
78400-CHATOLY FRANCE
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CEPTU®IKAT AKOCTI A-5
QUALITY CERTIFICATE A-5

Hazsa N3 : Enired [HTWM cnped 0,1% Mame of drug: Epigen intim Spray 0.1%

Kpaina supobHuk : lenakin The country of manufacture : Spain

Nikapcexa dopma : Cnpei Dosage form: Spray

Cuna gii (ooayeadHa) @ 11 CNpe MICTUTE KUCNOTH Strength (dosage): 1g spray of acid and glycyrrhizin
rAiUWpUIMHOBRGT 1 Mr 1 mg

Ynakoeka ; Packaging:

no B0 mn y nnactukosomy dnakoHi; no 1 dnakoHy B 60 mi plastic bottle; 1 bottle complete with a nozzle
KOMANEKTI 3 HACAAKOH ANA PONWNEHHA B KApTOHHIA for spraying carton

YNakoBL| packaging

PeecTpauiiHe noceiguenHs @ NeUA /5715/01/01. Hakaz | MA :UA / 5715/01/01. Order of the Ministry of
MO3 Yrpainw NeBO3 sig 26.04 2018 (BeacTpokoee) Health of Ukraine Me803 dated April 26, 2018

{Indefinite)
Cepis: A-5 Batch: A-5
Poamip cepil : 5.000 Batch Size 5000
Oarta eupoBuuutea: 07..2023 Manufacturing Date : 07.2023
BupobBHuk BIANOBIAANEHWA 33 BUNYCK Cepil - Name of the manufacturer responsible for batch
B.BEPAYH MEOIKAN C.A., lcnaHis 33 3aMOBNEHHAM release — B.BRAUN MEDICAL S.A., Spain in order
XEMWIPYN ©PAHC, $panuia of CHEMIGROUP FRANCE, France
MpunatHuia go: 07 2026 Expiry Date : 07.2026
NiueHsin Ha supobHuUTE. @ N2 3084-E Manufactory license: Ne 3084-E
HauioHanexe AredcTeo lcnanii no meguuHoi npogykuil | Inspections by Agencia Espanocla de medicamentos
y productos sanitarios
Ceprvcbikatr GMP @ ES /M19HVIIZ1 Hauionanebhe | GMP certificate : Certificate number ES / 119HVI /
AreHcTeo lenanii no Megu-HOT npoaykuil 21 Agencia Espafola de medicamentos vy
BucHoaox ONC 595/2021/C-1390 sig 15.12.2021 productos sanitarios |

State Service of Ukraine on Medicines and Drugs
Controlof 595/2021/C-1380 dated 12/15/2021

.
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HaiimeHyBaHnHa

VeraHoBneHi sHavenHal Validated

0.9 mg / g to about
1.0 mg /g (95-105
% of the nominal
volume)

0.9 mg / g to about
1.1 mg /g (90-110
% of the nominal
volume)

nokasHukie koHTponio/ Name PesynobTar [result
g values
control indicators
Onuc PoauvH #OBTOMD HONBORY i3 xapaktepHwm | Bignosinae
(Description) aanaxom {Conform)
Yellow solution with a characteristic odor
lgenTudrikauin Yac yTpUMaHHA Niky po3dvHy npenapary
( Identification) Ha xpomatorpadyi noeuHeH BignosigaTu | Bianoeinae
yacy yTpUMaHHA Niky podduHy ctaHpapty | (Conform)
The peak retention time of the drug
solution on the chromatograph should
correspond to the peak retention time of
the standard solution
KonwopoBicTe Mae saGapenedHs He iHTeHcuBHIWe 3a |Bianoeipae
(Chromaticity) eTaHon Y6 {Conform)
It has not the color intensily of the
reference Y6
pH
7.0-8.0 7.8
MyctuHa Bin 1,055 oo 1,070 rimn 1.066
(Density) From 1.055 to 1.070 g/ ml
FepMeTHYHICTL BiacyTHICTE NpoTeaHHs Binnoeigae
(Tightness) The absence of flow {Confarm)
Hominanenui ob'em Mpw BUNYCRY Mpotsrom Tepminy | 60 mn
60 mn (15 mn) With the release of | npupaTtHocTi 60 mi
(Nominal volume)
60 mi {15 ml) 95%-105% During the shelf life
90-110%
KinskicHe BM3HAYMEHHA Mpw BUnNycry Mporarom Tepminy | 0,98 mrlr
rRiuMpUIMHOBOT KWCIOTK With the release of | npupaTtHoCTi 0,98 magig
(Quantitative determination of 0.1%x5% During the shelf life
glycyrrhizic acid) 0,1%£10%
Bin 0.9 ao 1,0 mrfr | Big 0,9 mrlr go
(95-105% sia 1.1 mrir (90-
HOMIHANBHOMD 110% Big
ob'emy) HOMIHaNEHOo
ob'emy)
0.1%+5% 0.1%+10%




MikpoGionariqHa qucroTa ™
JarancHa KiNbricTs KUTTEIQATHHX
aepobHux Gakrepin

3araneHa KiNeKICTL APIKAKOBKY Ta
Leineevx rpubia

Staphylococcus aureus
Pseudomonasaeruginosa

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

He Bonee 102 KOE/Mn
He Gonee 10" KOEMmn

OtcyTcreme 8 1 Mn
Ortcytetewe B 1 mn

not more than 10 CFU f m|
not more than 10° CFU / ml
Absence in 1 mil
Absence in 1 mil

Bignosigae
{Conform)

{**} Mikpobionoriyva yacToTa. YacToTa npoBefeHHs TecTa @ nepwi 5 napTii BUpOBHUUTEA., NOTiM 2 napTil

NPOTAroN poky
{*) nitove BuAaHHA,

3agea npo cepTudikauin @ «[ifcHAM A 33ceiauyio,le HaBeaeHa Buwe iHtbopMauin € AOCTOBIPHOW |
rouHolo. LA cepis npogywuii Gyna ewrotosnena B.BEPAYH ME[IKAN CA., lcnavia 3a 3aMOBNEHHAM
XEMWAMPYN GPAHC, ©panuis (BKN04aouw NepeuHHE Ta BTOPUHHE NAKYBaHHA/MapKYBaHHS) | npoBeaeHo
KOHTpONL |l AKOCTI Ha BWWesrafaHoMy BUPOGHWUTEI B NOBHOT BIANOBIAHOCTI 3 BUMOTraMM GMP
BCTAHOBNEHUMM HauioHansHum  Aremcteom  lcnawii no meguyHOT Npopykuil , @ Takox signosigHo go
cneundikauii WO MICTUTECA B peecTpauiiHOMy AOCHE KpaiHW iMnoprepa. Mpotokonk evpoBHMLTBEA,
YAKoBKM Ta aHanizie GyNu NepernaHyTH | BCTAHOBNEHO IX BIANOBIQHIGTE BUMOTAM 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 S.A., Spain in order of CHEMIGROUP FRANCE,
France (including primary and secondary packaging / labeling) and its guality control at the above-
mentioned production has been carried out in full compliance with GMP requirements set by the Agencia
Espafiola 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 comply with
GMP requirements. ”

BignoeiganeHa ocoba :
Responsible person:




