JTEPKABHA CIIYXEBA '3'-JIIICAPCLI{I:]1'X. 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA ¥ KHIBCHKIA OBJACTI

npocrext Banepis Jlobanoscexoro, 51, M. Kuis, 03110, ren/dakc: (044) 363-06-50.
E-mail: dis.ko@dls.gov.va, Kog EAPIICY 37078774

| BHCHOBOK
PO AKICTH BBE3EHOI0 B YKPaiHy JIKAPCHKOI0 32¢00y

31.05.2023 Ne 24384/23/10

ECTPOXEJID

(n aﬁh:en}raaunﬂ RIKapCHKOre 3aceby IVAHO 3 peECTPANiHHMM NoCEiAuerLmM)
rejib s MicueBoro zacrocysauns, 0,6 Mr/r; no 80 r y daaxoeni 3 xosyrounm npucrpoess; no 1
daKkony B KapToHEIH Kopobui

(bopma pumycxy, A03YBaAHHA, B HAKYBAHHA NKAPCEKOr0 3ac06Y)

Homep peecrpaniiinoro noceizuenus UA/4120/01/01 crpox zif pecerpaniitroro nocsigsenns 01.01.2099

Cepin nikapcsroro sacoby Ne 74171 KistexicTs BRE3EHOTO Mikaposkoro 3acofy 11340
BipoGHHK HNendaps Hporeutoc CA, Benbria
(naiiMenyBaHHA BHpODHHKA Mixapcrkora 3acoby, kpaila NOXoKeHnHA )
Beeseno B Yipaiy CainpHe yRpaiHCLKO0-eCTOHCEKE HAOPHEMCTRO ¥ QropMi ToBapHCTBA.
3 oliMexeHoI0 BiTmosigaabyicTIo "OnTiMa-®apm,; JITAY, inenr. ko
21642228 )

(BalimenyBannd 1a xop, 3a EPTIOY ropumrmioi ocofiu abo npissuue, in'a, no Gatexobi disHusol
ocor - mipmphenu, I Micne poKHBaKI Ta peecTpanifinuil HOMEp 0BIiXOBOT KAPTKY NITaTHHKA
NOAATEIR 260 ¢epig Ta HOMep MacnopTa)

Hporoxen sizyansnere kearponie six 26.05.2023 Nz 1593/6.

3a  pesymsTATAMH. . ZEPKABHONO KOHTDONK BCTAHOBACKD, W0 Jikapeskuit 3aci® mmeseno 3  Yrpainy . 3

AOTPHMAHHAM BuMOT 3aR0OHOA3BCTBR IROA0 3abeamedenHy SKOCTI NikapchKHX 3aco0iE.

Kornsposa JLB.

A3

(pidenine raiiuitians)
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l" BESINS
BE HeauHcare

Bupobunx; [eadapm Jporenboc CA
1 Manufacturer: Delpharm Drogenbos

l‘pu'r-BirapneumrpaT 128, 1620 Jporendoe, Benurin UA

Ten/dbaxc: +32 (0)2 334 95 70/+32 (0)2 377 52

| SA Groot Bijgaardenstraat 128, Drogenbos, B-1620, Belgium
tnnovating for Well-belng | Tel /Fax: +32.(0)2 334 95 704432 (0)2 377 52
) - ' UKRAINE
AHAMTHYHHITC EPFTHOIKAT AKOCTI KIHEBOIO HPD}“"HT p 4
CERTIFICATE of ANALYSIS

Procedure number: CQ.A.007, ed 08

ECTPOXEJb, rexs s siciienoro 3acrocypanna, 0,6 Mr/r no 80 1 y (imarmnl 3 po3yiounst npicrpoca Ne 1
OES;TROGEL, gel for local application, 0,6 mp/e 80 g in a bottle withi a measuring device Ne.1

0,6 mg of estradiol (s estradiol hemibydrate)

Axtvaumii inrpeaienr: 1 r remo micrurs 0,6 mr ectpaniony (y sitraanl ecrpaniony remirinpaty) / Active ingredient: 1 g of gel confents

Pecerp, nocs, Nt UA/4120/01/01
Registration certificate Ne UA/4120/01/01

Hitiene: Gescrpoxono
Validity dﬁfe unlimited

Kpaina-immoprep: ¥iepaina
{ Importing country: Ukraine

...... (PDPME res aas miciesoro

aacmcynalmn, 0,6 mr/r

Daosage form: gel for local application, 0.6 m: g

N1

| Pesmiip Ta T maKysanna: no 80 r y clmmcum 3 RO3YI0YMM npnarpocm

1. Size.and type of the package: 80 g ina bottle with a measuring device N l'

Cepia Ne 74171
Batch Ne 74171

Hara surorormennsn: 25.01,2023
MFG. Date; 25 01.2023

KifbxicTs, nponymu‘tn cepil 11340
-Numbers units in bateh 11340

Mpraarunii ao: 12.2025
'EXP. Date; 12,2025

MKS: Eapunﬁticaxa Gapmakones -~ pirore: an,uauuﬂ
AND: Buropean Pharmacoposia ~ current edition

Binstte wik wa 20 % i cepeappol
Macw/ 2 - not a single dose deviate more

NOXA3HHKI IKOCTI, METOM JONYCTHMI MEXI PEIYJILTATH
TESTS, METHODS NORMS RESULTS
JosHinmmilt pirAg (Bisyarsno) / Appearance (Vlsual control) Llunm.upmmm dinakon 3 unaymmm:
MPHCTPOEM | KPHIIKOO, 1110 MICTHTS
- Gesbapeuuii npolopnifrens iz sanaxom | .. . e
crinpry/ Cylindrical canister with a Binnosinac/ Conforms
pump and top conlaining a clear,
_____ colourless gel with aleoholic odour e
.Cepemm Maca Jlo:aii (20 st) (3aa;1<ynamm) ." Mean mass of a dose _ i "
(20 doses) (We:gh:ng) l,IS_“-. L350/ 115135 E 123t _
KinskicTs npepatHex JI03, BHTATHYTHX: 13 dnaxona (w3 Tt Toceee #hr s -
paakonis) / Number of usable doses delivered from the bottle (for He menuic 64 nos/ Not less than 64 69 stoy/ 69 doses
3 bottles) doses. |
Ommopianicts sacn moan {(anx 3 pnakouis, 20 no3 va raxon)/ Cepeaus maca saicry: 1,15 — 1,35 ¢/ 1,23 r/g
Uniformity of imass of dose (for 3 bottles, 20 doses per bottle) Mean mass of content; 1.15 — 135 g.
1 — ue Ginswe 2 103 RigxUNSIOTLCY HA
10 % sin cepentuoi mack/ 1 - not more 1 rosa/ldose

than 2 deses deviate on ‘10% by mean
mass -

2 — ®i ofHa [038 M¢ BipXENFETHCH )
Binnoginae / Conforms |

BESINS MANUFACTUR!N f
BELGIUM
Groot-Bijgaardenstraat 128
1620 DROGENBOS

i g'than?:ﬁ%bymeannmss L
pH 6,58 0 7.1
B'sakicre/Viscosity 35,0—60,0 Tta.cf 35.0— 60.0 Pa.s 35,6 Tlac/Pas
| Mixpockoniuhe pocnifkenns remo: (Mikp ockonix)/Microscopic | Bigeyricts kprctanip. ectpaniosny/No oo L
examination of gel (microscopy) P i E:Stl'r:ldiﬂ] crystals iﬂ)‘ Bipnosinae/ Copfmms
1 Tnentndikanis/ Identification:
Ecypanion (BEPX aGo TIIX)/ Estradiol (HPLC or TL.C) Yac yrpuMmauns sinnosinae vacy
YTPHMAHRS cranpapry abo Bimioginae |
sponarorpami cranaapry/ The retention | Bianosinac / Conforms
time is concordant with that of the
reference or concordant with the
3 T reference chrumatogmm
Etawor (TX) /Ethanol (GC). Bianorinae xpomarorpami CTAAPTY / o
Concordant with the reference 1 ancm:;uae { Conforms
chromatogram |




Kinsxicne srstianesies / Assay
Ectpanionn (BEPX) / Estradiol (HPLC)

Erasion (FX) / Ethaniol (GC)

. 37.0-43.0 mg/100 ¢ of gel N

57,0 = 63,0 Mr/100 r remo/
57.0+63.0 mg/100 g of gel
37,0~43,0 mr/100 r renro/

58,0 %3r/100 r remo/
58.0 mg/100 g of gel
39,8 mr/100 r resmo/
39.8'mg/100 g of gel

Jaranbtie uNciio aepoGHIX Mikpoopranismin {TAMC)/ Total
aerobic microbial count (FAMCY

Jaranpre YHENO APbKAKOBHX Ta maicenenix rpubis (FYMC)/
Total combined yeast and moulds count (TYMC)

Psend omonas - geruginosa
Staphylocoecus aureus

! BunpoGoByBaHHA NPOBOASTE KOXKNI ;'Z'niﬁ:xui /
! Test performed every 2:months

He Ginsmie [0* KYO/r
Not more than 10 CFU/g: __ g
* Teer. ne mposoauscs |
s JaHoi cepii/ Test is |
not made for this batch. |

He Ginsie 101 KYOr
Not imore than 10* CFU/g
‘Biacyrhicts/r/ Absence/g’
-Bigcyraicte/r / Absence/g:

HAara ocTanuboro auanizy/ Date of the _laﬁt"gnalysis:
Ocratitix npoanastisonana cepin /Last analysed batch:

015505
73963

Jiasa cepis nponykry BipoSinena y sinmosimHocti ao sinor GMP.
Burmy eHo 71 JacTOCY BaHHA B Y KpaiHi.,

GMP. Released for usé in Ukraine,

This bateh of pmductuzhas_bemi manufsctured i‘hﬂfhbmplianéi?;'_..with ._ |

HafisedysanHa, MiCUeIHAXOMKEHHE Ta HOMEpH miuewsilt Belx
RiABHINE 3 BHPOGHIITEA TA KOHTPORIO AKOCT:

Aeagapst porenboc CA
Ipor-Birapaenmmrpar 128, 1620 XporenSoc, Benbria

Homep. ninensii: 1019H

Number of license: 1{1{9H

Name, address and number of licenses for all manufacturing sites

and quality-control: |
‘Besins Manufacturing Belgium |
| Groot Bijgaardenstraat 128, Drogenbos, B-1620; Belgiuim

3awna npo ceprudixaitiio

Hium s 3acsiadyto, WO Haseniena suute inpopmanin € gocrosipaor i Todnoio. Lo cepito: npoaykuil Oyno supabieno, BxiOYaYN
NaKy BaHRA/MAKy BAHHA T KOHTPOJb AKOCT, Ha BuHeIasHasenili xinsunwi (7x) ¥ noewiii sinnosinuceri 1o BitMor GMP, BCTaHOBAICHH M
MiCIEBHM PELYIATOPHHM OPraHOM Ta sigriosiano Ao’ cneundiranift, mo micathea ¥ peectpauiitnomy Aocke kpainn-iMnoprepa abo y |
Aoeke crienngikauniil #a npenapar W Jocnimkyeadoro nikapeskoro sacoby. TTpoToron BMpoBHuITEa, naKyeaitis Ta, aHaniais Syno

AEPEIIAHYTC T8 BCTAHOB/SHO BioBianicTs GMP,
DPeclaration of certification

[-hereby certify that the above information is autheiltic and acciirate. This batch'is product has been manufactured, including packaging/ |
labetingand quality controi at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Autherity |
and with the specifications in the Marketing Authorisation of the importing country or preduct. specification file for Investigational |
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP, |

| | PUITEHHSA / DECISION
Jlaua cepiz nposykra sinnoiauac BuMoraM crermphixanii/
This batch-of product conforms to requirenients of specification
JATBEPJUXERO/ ACCEPTED

HPI3BHULE TA IIOCAJIA OCOE, IO BI/IAJIA AO3BLI
| | HA BINTYCK CEPIY/
Name and position of the person issuing the permit for batch

L release
“TewiMici,

AATA ' DATE [Tinmic Bignosizanenol
ocobi/
Signature of Qualified
Person-

10.02.2023

elly — QP

BESINS MANUFACTURING
BELGIUM
Groot-Bijgaardenstraat 128
1620 DROGENBOQOS




