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CERTIFICATE of ANALYSIS

Procedure number: CQ.A.007, od 08

ECTPOWEND, re:at ana sicuenoro sacrocynain, 0,6 mr/r no 80 ¥ thaaxoui 3 go3y109M npucTpocy Ne i
OESTROGEL, gel for local applicatien, 0,6 mg/g 80 g in a bottle with a measuring device Ne 1

Axturinddt birpeaienr: | rrento sicnims 0,6 My ecrpamiony (y sHrmsi cerpaniony remirinpary) / Active ingredient: 1 p ol gel contents

0.6 mg, of estradio] (as estradiol hemihydrate)

Pecerp. moce, Ne UA/4120/01701
Repistration certificate Ne UA/120/01/01

Jiitene: fezcrporono
Validity date: uplimited

Kpafun-imuoprep: Yipaiua
Importing country: Ukraine

Hikapesxa  dopma:
IRCTOCY BakA, 0,6 sr/r

Ieits

FLEI3 )

Dosage form: gel for local application, 0,6 ma/g

smicneBoro

Posaip va Tin naxynauun: ne 80 r y duaxont 3 AUIYI0HHM APUCTPOCH

Nel

Size and type of ihe package: 80 p in a bolle with a measuring device Ne 1

Cepin Nt 75327
Batch Ne 75327

aTa suroTornesis: 02.02.2024
MIG, Date: 02.02.2024

Kinericrr. nponysnii s cepil: 13260
Numbers units in batch: 13260

Ipraarunii ao: 61,2027
EXP, Date: 01.2027

MESL: Caponeiicexa Bapyakonen - JHr09e BIGAHHER
AND: Evropean Pharmacopocia - current edition

NOKAZAUKE SIKOCTI, METOMIT
TESTS, METHODS

AORYCTHMI MEKI
NORMS

PEIVALTATH
RESULTS

3oruimuiit sieasn (Bizyansio) / Appearince { Visual control)

Lhininapuunodi Gaacon 2 A03YICHM
HPHCTPOEM | KPHINKOIO, 10 MiCTITh
GesGaprunii npozopuli resn i3 sanaxom
cnipry/ Cylindrical canister with a
pump and top containing a clear,
colourless get with aleoholic edour

Bidsoninac / Conforms

Cepenns maca z103u (20 1o1) (spaxysanin) / Mean mass of a dose

—1.33 . ! 251/
(20 doses) (weighing) LIS 1350/ 105~ 135 g 1,35 /g
Kifbkicts Opiaatmux o3, wwrarpytinx i thiakona  (aus 3
. . 3 > : J N < -
thuaxonin) / Number of usable doses delivered from the holtle (for He menwe 64 1:1(:)1@]:0! less than 64 68 103! 68 doses
3 bottles)
Opnopimricrs macy jom (a3 dnaronis, 20 703 na daaron) Cepestia maca eyicry: 1,15 - 13517 1,25 r/g

Unifermity of mass of dose (lor 3 botlles, 20 doses per bottle)

Mean mass of content: 1.15 - 1,35 g.

I - ne Binsmie 2 103 sigsissloThes Ha
10} % izt cepenunoi Maci/ 1 - not more
than 2 doses deviate on 10% by mean
miss

2 — Kl 0AHA BO3A HE BIAXMKAAETHCH
Ginpie mim pa 20 % nig cepesunoi
Maci! 2 - not a single dase deviate more
than 20% by mean mass

| o/ Tdose

Bianorinac / Conforms

pH

6,5 - 8,0

7.3

Blaskicie/Viscosily

35,0 - 60,0 [a.c/ 35.0 - 60.0 Pas

57,2 1a.efPas

Migpockomiuge nocnimkenns remio {migpoekonin)/Microscopic
exantination of gel (microscopy)

Bigcyriicr,. kpiicranis ecrpagiony/No
estradiol crvstals

Binnosigac/ Conforms

Laewrinhikatiia / Tdentification:
Ecrpagion (BEPX ado THIX}/ Estradiof (HPLC or TLCY

Eranon {I"X}/ Ethanol {GC}

Hae yrpinvasin sianosizac uacy
YEpUmanHa cranaapry ado Binnoeinac
Xpovarorpasmi cranpapry/ The retention
time is concordant with that of the
reference or concordant with the
reference chromatogram
Binnorinae xposarorpami cranpapry /
Concordant with the reference
chromatopram

Binnosinae f Conforms

Bisowizae / Conforms

ANMUFACTURN:
GELGHI
Grool-Bhgaardenstraat 1238
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Kintkicne puznauens / Assay
Ecrpagion (BEPX)/ Estradiol ([PLC)

Erauwon (I'X) / Ethanol {GC)

57,0 - 63,0 Mr/100 ¢ resno/
57.0 - 63.0 mg/100 g of gel
37,0 - 43,0 M/ 100 1 resniof
37.0 —43.0 mp/ 100 g of gel

59,2 Mr/100 1 remof
592 mg/100 g of gel
39,2 Me/100 1 remo/
39.2 mp/100 2 of gel

MikpoSiosariuma uscrora' /Microbial contamination !

3aranpiie wuein aepobHix Mikpooprarizvis (TAMO) / Total
aerobic microbial count (TAMC)

3aranuite wicno NphRpKeENX Ta miicenerix Tpidin (TYMC) /
Tatat combined yeast and moulds count (FYMC)

Pseudomonas aernginosa
Staphylococeys awreus

' BinpoGoryranns TPOBOARTE Kokl 2 sicaui /
! Test performed every 2 months

He Biane 10° KVO/T
Not more than 10* CFU/g
* Tecr He nporoauReA
. zanoi cepiif Test is
not made for this batch.

He Ginbuie 10° KYO/r
Not more than 10" CFU/g

BincyTtricTs/r / Absencesg
Biacyraicti/r / Absencelg

JlaTa ecTananore ananizy/ Date ol the last analysis:

OcranHa npoananizoedua cepin /Last analysed baich:

09.01.2024
75259

Tlana cepin nponykTy BupobacHa ¥ BignosigHocti ao suvor GMP,
Bunyuesno ans sactocypsania B Yrpaini.

This batcl of product has been manufaclured in compliance with
GMP. Released for use in Ukraine,

HalivenyBanns, sicuesHaxoueeun  Ta HoMmcpn aiuveniifi  seix
AIABHINE 3 sHPOOHILLTES TA KOHTPOJIO HKOCTI:

BHeien Mennioderuypinr Beanwiva

Ipor-Girapaennvepar 128, 1620 Aperentoce, Beakris

Howmep niugnsiii: 1019H

Name, address and number of licenses for all mapufacturing sites
and quality control;

Besing Manufacturing Belgium

Groot Bijgaardenstraat 128, Drogenbos, B-1620, Belginm
Number of [icense: 10193

3ansa npo ceprudivinio

Lisw 5 3aceiuyio, mo wanesena suute fjopauia € ocvosipowe i rouro. Lo copiio mpoaykiii Gymo BupoBieHo, BRAIGIMONY
TAKYBAIHA/MAPKY BANKA TA KOWTPOsIL SKOCT, HA BULIE3RN el ainpini (ax) y rosuift ninnosiguoeti Ao syvor GMP, seTanomneniMn
MICUERHM PErYARTOPHUM OPTalioM ‘ta sinonino mo cnemdikaaiil, wo MicTarnes y peecTpandiirony nocne kpaihn-ivnoprepa abo y
nocse cnenndikaltidl pa npenapart A1 pocniAxysaOre Nikapeekora dacofy. Fiporoxonn supoSHINHTRA, NAKyDaHus Ta auwmiis Syno
NEPEFNSNYTO T8 RETAHOBAEHO BiaToBiAHicTs GMP,

Declaration of certification

1 hereby certify (hai the above information is authentic and accurate. This batel is product has been manufactured, including packaging/
labeling and guality control al the abave mentioned sile(s) in [ull compliance with the GMP requiremeants of the local Regelatary Authority
and with the specifications in the Marketing Authorisation of the importing country or produet specification file for Investigational
Medicinal Praducts, The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

PIHIEHHA /DECISION BATA/DATE [liznne sinnorinannioi
Hlana cepis npogykta pianosimiac arMoraM criemnpicauit/ ocobin/
This batch of product conforus to requirements of specification 18.04.2024 Signature of Qualificd
JATBEP/UKEROQ 7 ACCEPTED Person

NPIIBHLIE TA HHIOCARA OCOBIL, HIO BILIAJIA JKO3B1N
HA BHIVCK CEPH/
Name and posilion of the person issuing the permit for batch
release

Akahi Saint Paul

i

SECING MANUFACTUL S
Pt GHIN
Groct-Bijgaardenstraat 128

1020 DROGENBOS




