Bupotunk: Besen Menbiogexuypinr
Beapxiym CA

Manufacturer: Besins
Manufacturing Belgium SA

BESINS

HEALTHCARE

Innovating for Well-being

I'por-Birapaenwrpar 128, 1620 porentoc, Benbris UA
Ten./tpakc: +32 (0)2 334 95 70/+32 (0)2 377 52
Groot Bijgaardenstraat 128, Drogenbos, B-1620, Belgium

Tel./Fax: +32 (0)2 334 95 70/+32 (0)2 377 52

) UKRAINE
AHAJITHYHUIT CEPTHOIKAT SIKOCTI KIHIEBOTO IPOXYKTY
CERTIFICATE of ANALYSIS

Procedure number:

CQ.A.007. ed 07

ECTPOXEJIb, reab aas micuesoro 3acrocysatns, 0,6 mr/r no 80 ry dnaxoHi 3 x03yi04Hd NPHCTPOEM Nel
OESTROGEL, gel for local application, 0,6 mg/g 80 g in a bottle with a measuring device Ne 1

AKTHBHITT iHrpenient: | T resto MicTiTs 0,6 MF ecTpaniony (y Bumsai ectpanionty remiriapaty) / Active ingredient: 1 g of gel contents

0,6 mg of estradiol (as estradiol hemihydrate)

Peectp. nocs. Ne UA/4120/01/01
Registration certificate Ne UA/4120/01/01

Hiiicne a0 16.03.2021
Validity date: 16.03.2021

Kpaina-isnoprep: Yipaiuna
Importing country: Ukraine

Jlikapcbka  ¢opma: resib  AAa  Micuesoro

3acTocyBaHus, 0,6 mr/r
Dosage form: gel for local application, 0,6 mg/g

Posmip Ta Tin nakysauus: 1o 80 r y daaxoni 3 103y104HM NpHCTPOEM

N |

Size and type of the package: 80 g in a bottle with a measuring device Ne |

Cepia Ne 73096
Batch Ne 73096

JlaTa surorosiiennsi: 08.05.2020
MFG. Date: 08.05.2020

Kiaskicts npoaykuii B cepii: 13500
Numbers units in batch: 13500

Hpuaarhuii no: 05.2023
EXP. Date: 05.2023

MK31: €Bponeiicbka Papmakones - itoue BHAAHHS
AND: European Pharmacopoeia - current edition

MMOKA3BHHKH SIKOCTI, METOAH
TESTS, METHODS

PE3YJIbTATH
RESULTS

AONYCTHMI MEXI
NORMS

3osiwnifi Burasa (Bisyansho) / Appearance (Visual control)

Lnnisaprunuit GnakoH 3 JO3YHOUHM
TIPHCTPOEM i KPHILKOIO, 11O MiCTHTB
6e3GapeHuil npo3opHii renb i3 3amaxom
cnupty/ Cylindrical canister with a
pump and top containing a clear,
colourless gel with alcoholic odour

Binnosigae / Conforms

Cepenna maca 1034 (20 103) (3sa:kyBants) / Mean mass of a dose

(20 doses) (weighing) 1,15-1,351/1.15-135¢ 1,26 rlg
Klm,mclnf n}?unamu.\' [103, BUTATHYTHX i3 ‘(leaKOHﬂ (ana 3 He meke 64 103/ Not less than 64 69 no3/ 69 doses
¢naxoniz) / Number of usable doses delivered from the bottle (for d

oses
3 bottles) .
Oanopiauicts Mack 103 (ans 3 ¢pnakonis, 20 103 Ha daakon)/ Cepenns maca Bumicty: 1,15 - 1,35/ 1,26 r/g

Uniformity of mass of dose (for 3 bottles, 20 doses per bottle)

Mean mass of content: 1.15 — 1.35 g.

1 — He Ginbiue 2 103 BiAXHAAIOTECH Ha
10 % Bia cepenHsoi mMaci/ 1 — not more
than 2 doses deviate on 10% by mean
mass

2 — Hi opHa Mn03a HE BiAXHIAECTHCA
Ginswe Hix Ha 20 % Bix cepeaHboi
maci/ 2 - not a single dose deviate more
than 20% by mean mass

1 no3a/ldose

Binnoginae / Conforms

pH 6,5—8,0 7.3
B’ s3kicTu/Viscosity 35,0 - 60,0 IMa.c/ 35.0 — 60.0 Pa.s 46,0 INa.c/Pa.s
Mikpockoniune aocnimkenHs remo (mikpockonis)/Microscopic | Bincyruicts kpuctanis ectpaniony/No Bignosiae/ Conforms

examination of gel (microscopy)

estradiol crystals

Inentndirauia / Identification:
Ecrpanion (BEPX abo TLLX) / Estradiol (HPLC or TLC)

Eranon (I'X) / Ethanol (GC)

Yac yTpHMaHHA BiarioBigae yacy
yTpHMaHH# cTaHnapTy abo Bianosinae
xpomarorpanmi craupapty/ The retention
time is concordant with that of the
reference or concordant with the
reference chromatogram
Bianosizae xpomarorpami ctanaapty /
Concordant with the reference
chromatogram

Bianosinae / Conforms

Bianosizae / Conforms

BESINS MANUFACTURING

BELGIUM !

Groot-Bijgaardenstraat 128
1620 DROGENBOS

/{y ceer #0006 (f// o2




Kinbkictie BH3HayeHHa / Assay
Ecrpanion (BEPX) / Estradiol (HPLC)

57,0 — 63,0 mr/100 r resmo/ 60,7 mr/100 1 remo/

57.0 —63.0 mg/100 g of gel 60.7 mg/100 g of gel
Eranon (I'X) / Ethanol (GC) 37,0 - 43,0 Mr/100 r remo/ 39,6 Mr/100 r remo/
37.0 — 43.0 mg/100 g of gel 39.6 mg/100 g of gel

MikpoGiostoriuna uncrora' /Microbial contamination !

3arankHe uneno aepodHux Mikpooprauismis (TAMC) / Total
aerobic microbial count (TAMC)

3aranbHe Wieao ApikKAKOBHX Ta naicenesnx rpudis (TYMC)/
Total combined yeast and moulds count (TYMC)

Pseudomonas aeruginosa
Staphyvlococcus aureus

He Ginbwe 102 KYO/r
Not more than 102 CFU/g
* Tect He npoBOAHBCA
wis paxol cepil/ Test is
not made for this batch.

He Sinsme 10' KYO/r
Not more than 10' CFU/g

Bincyrhicts/r / Absence/g
BincytHicts/r / Absence/g

! BiunpoGoByBaHHs IPOBOAATL KOAKHI 2 Micaui /
! Test performed every 2 months

05.05.2020

JlaTa octannsoro ananizy/ Date of the last analysis:
200480

OcTanus npoauanizosana cepis /Last analysed batch:

This batch of product has been manufactured in compliance with
GMP. Released for use in Ukraine.

Ilana cepis npoaykTy Bupobdnena y BianosigHocti no simor GMP.
Binyueno At 3acTocyBans B YKpaiHi.

Name, address and number of licenses for all manufacturing sites
and quality control:

Besins Manufacturing Belgium SA

Groot Bijgaardenstraat 128, Drogenbos, B-1620, Belgium
Number of license: 1019H

HaitMeuyBanns, MiCUe3HAXOLUKEHHS Ta HOMEpH JliueHsift Beix
AiNbHALL 3 BHPOSHHLITBA TA KOHTPOJIO AKOCTI:

Besen Menblogerxuypinr Beakiym CA

Ipot-Birapaenmrpar 128, 1620 Aporenboc, Beabrisn

Homep niuensiii: 1019H

3asisa npo ceprndikauito

LM 5 3acBimiylo, 10 Hapenena BHule iHGOpMALiA € NocToBipHOIO i To4HOw. Llio cepito npoaykuii 6yno BHpoOJEHO, BKIIOYAOTH
NaKyBaHHs/MAapKyBAHHA T KOHTPO/b AKOCTI, HA BULIE3a3HAUEHiil JinbHULI (AX) Y noBHIT pianosiaHocti a0 Bumor GMP, BCTaHOBICHHMH
MiCLeBHM pEry/ATOPHHM OPFAHOM TA BIANOBIAHO A0 cnewutdikauifi, WO MicTATECA y peecTpauifiHOMy AOCHE KpaiHu-iMnoprepa abo y
foche cnenudikauiil Ha npenapaT A AOCAIKYBAaHOTo Nikapeskoro 3acody. [lpoTokonn BHPOOHHUTBA, TMaKyBaHHS Ta ananisis Gyno
neperiAHyTo Ta BCTAaHOB/EHO BinnosiaHicTs GMP.

Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch is product has been manufactured, including packaging/
labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorisation of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

PIIHEHHSA / DECISION JATA /DATE MMianuc sianosigansHol
Jlana cepin npoaykTa sinosianae siumoram crieydiranii/ ocobu/
This batch of product conforms to requirements of specification 27.05.2020 Signature of Qualified
3ATBEP/UKEHO / ACCEPTED Person

MMPI3BHIIE TA MOCAJA OCOBH, 11O BILJIAJIA JIO3BLI
HA BHIIYCK CEPIV/
Name and position of the person issuing the permit for batch
release

Therese Braems

Q)o.uf\wl Rrnon

LESINS MANUFACTURING
BELGIUM
iroot-Bijgaardenstraat 128

1620 DROGENBOS




JEPXJIIKCIIY)XXBA
JAEP)KABHA CJIYKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKIN OBJIACTI

npocniekt Banepis JloGanocwkoro, 51, M. Kuis, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTTOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JiKkapchKoro 3acoly

28.09.2020 Ne 49377/20/10

ECTPOXEJIb

(HaliMenyBaHHs NiKApCHKOro 3acoby 3rixHo 3 peecTpawiiHiM NOCBiTYEHHM)
Tesib LISl MiCLIeBOTO 3acTocyBanHus, 0,6 Mr/r mo 80 ry ¢urakoni 3 103y0unm npucTpoem; no 1
¢iiakoHy B KapTOHHI# Kopo6ui

(opma Bunycky, 103yBaHHs, BUA NaKyBaHHS 7iKapcLKOro 3acoby)

Homep peecrpauiiinoro nocsinuenns UA/4120/01/01 crpox aii peectpauiiitoro nocsizuenns 16.03.2021

Cepis nixapcskoro 3aco6y Ne 73096 Kinbkicts BBE3€HOTO Nikapeskoro 3acoby 600
Bupo6unk Besen Menriodexuypinr Benmxiym CA, Benbris
(HaiiMenyBaHHs BHPOGHHKA JTiIKaPCHKOTO 3aco0y, xpaila NoXoKeHHs)
Baesero B Vkpainy CrinbHe yKpaiHChKO-eCTOHChKE NIPHEMCTBO Y dopmi ToBapucTBa
3 00MeIKeHO10 BiANoBigaNbLHICTIO "OnrimMa-®apm, JITT", inenr. xoa:
21642228

(naliMeHyBaHHs Ta kox 3a €JIPIIOY IOPHIMYHOT 0co6M abo npisBHiLE, iM's, N0 GaTbKOBi bizuanoi
0co6u - nianpHemLy, 1i Miclie IPOXKHBAHHS TA peecTpauifinuii HoMep 06iKOBOT KAPTKH MUIATHUKA
nozarkis abo cepis Ta Homep nacnopra)

IIpotokoa BisyansHoro kenTpomo Bix 22.09.2020 Ne 3146/5.

3a  pesynbTataMM  IepKABHOTO KOHTPOIIO BCTAHOBJICHO, IO JIiKapchKuii 3aci6 BBeseHO B VkpaiHy 3
llOTpHMaHHﬂM BHUMOT 3aKOHOJIABCTBA LIOA0 3a0€3MeYEeHHA AKOCTI JiKapChKUX 3ac06iB.

3acTYNHHK HaYaIbHAKA BifUTiTy

HepxaBHoi ciy>6u 3 NikapchKHX 3ac06iB

Ta KOHTROMO & HapKoTHKaMu y KuiBchkiit 7 ’
06Hacrr1"'.' : E ' . f,\'\y‘ (///

(rocazona ocoba op('duyy",q,cpxaxuoro KOHTPOJIIO) (r&z{nnc) (ininiamu Ta npissuuie)

3y6apesa H. B.

ML
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