AEPIKABHA CJIYIKBA 3 ITIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMX Y KHIBCBKIHU OBJIACTI

npos. Ceitnyanol Hagdi, 3, m.Kais, 02099, ten/(ake: (044) 363-06-50
E-mail: dls.ko@dis.gov.ua, Kog €1PIIOY 37078774

BHCHOBOK
Ipo IKiCTh BBE3EHOI'0 B YKPAiHY JiKapCLKOro 3acody

18.04.2024 Ne 18252/24/10

ECTPOXKEJID

{mailvenyBaHuA dikapcerkoro sacofy arigne 3 peecTpauiiinum Nocsinueansn)
reJib JJIs Micnesoro 3actocyesansd, 0,6 Mmr/r; mo 80 r y ¢guraxoni 3 1o3youuM npucrpoem; mo 1
HIAKOHY B KAPTOHHI Kopo0xui

(thopma BrIIyCKY, RO3YBanH4, BHA NaKYBAHHA JHKaPCEKOTO 33C00Y)
Homep peectpaniiinoro mocsizaennn UA/4120/01/01 crpox nii peecpauiiinoro nocsiguenns 01.01.2099
Cepin aixapesroro sacoby Ne 75328 KinexicTs BBe3eHOrO Nikapeskaoro acofy 13020

Bupotuuk bezed MeHsodekuypinr benmxiym, bensrisn
{naiinenysanug pipobHEERa Nikapcekoro 3acofy, kpalka NoxoKeHHs)

Baesero B Yipainy Cniasre yxpaiHchbKo-ecTOHChKe HiANpueEMcTBo Y dopmi ToBapHucTBA
3 o6mezkerolo BiznogigaabRicTo "OnTiMa-®apm, ITH", izent. voa:
21642228

(uaiimenypanns Ta Kog 3a €JIPTIOY ropuanyHoi ocoOn abo npizenwie, ist'd, no Gatexosi Gisnunol
ocob1 - mignpheMug, 1 MicIe TpoXMBARAS T4 peccTpaniiinmi HoMep 0GniK0OBOI KAPTKN NAATHIKA
noaaTkis a0 cepis Ta KoMep IacnopTa)

Hporokox Bisyansnoro kerrposo eix 17.04.2024 N 0966/4.

30 pesyabTaTaMH  HEPWABHOTO KOHTPOIK BCTAHOBIEHO, IO JikapceKuit sacid BBe3eno B Yipainy 3
AOTPHMAHHIM BuMOr 3aK0HOAABCTBA MO0 3a0e3MEUSHAA AKOCT NiKAPCEKIK 3AC00iB,

Sdon 2’ :'- N /g > Bixrop CTE®KIBCBKHM

000 opﬂaﬁﬂnep 'ﬂmﬁro A -

T (nanucy (inintinam Ta npiseHLie)




HEAUTHCARE Manufacturer: Resins
Byyaurside. forlfe | Blanufacturing Belgium

NS BupoGnuk: Eeien
I.I BESI Menstoeruypine Beausiym Ten/thake: +32 (1)2 334 95 70M32 (N2 377 52

Fpor-Girapaenuitpat 128, 1620 J/iporentoc, TLeanrin LA

Groot Bijgaardenstrant 128, Drogenbos, B-1620, Belgium
Tel/Fax: 132 (012 334 95 70/432 (0)2 377 52

ADAJTHHHUL CEPT

CERTIFICATE of ANALYSIS

UKRAINE
HOIKAT SAKOCTI KIRNEBOTO HPOJAVETY

Procedure number: CQ.A007. ed 08

ECTPOMKEAD, renu aaa aticueroro 3acrocysanns, 0,6 Me/r o 80 ry duaroni 3 posyieninm peTpocar Ne 1
OESTROGEL, gel for local application, 0,6 mg/g 80 g in a botile with a mepsuring device N |

Arrisandt inrpeaicHr: | ¢ remo mictirs 0,6 mr ccrpamiony (y surangi cetpaaiony remiriapaty)/ Active ingredient: 1 g of gel contents

0.6 mg of estradiol (a5 estradiol hemihydrate)

Peeerir. o, N UAM120/01/04
Registration certilicate Ne UA/M 120/01/01

Hiitene: Ge3crpowono
Validity date: wndimited

Kpatun-isnoprep: Vipaiua
Imperting country: Ukraine

dlikapesra Gopya; Teah Ak sicnenoro
mcrocysans, 06 mu/r
Dosage form: gel for local application. 0,6 mp/g

Poastip ‘ra Tam maxyssuss: 1o 80 1 y ganwoni 3 oyt upucrpees | Cepin Ne 75328

Net

Size and type of the package: 80 g int a bottle with a measuring device No |

Bateh Ne 75328

Jara suroropnensm: 02.02,2024
MUEG. Date: 02.02,2024

Rinskiers npogywsuit » copii: 13020
Numbers units in baleh: 13620

Hpanarani go: 01,2027
EXP. Date: 0]1.2027

MESE: €ppaneiicssa Papsakoned - Jliove rusam
AND: Furopean Pharmacopoeia - current edition

HOKA3IHIKN AKOCT], METOMH AOTYCTHMI MEXI PEIVIILTATH
TESTS, METHODS NORMS RESULTS
Josrinmiit e (Bizsyansho) £ Appearance (Visual control) reninaprsuit Quakon 1 qosyious

IPHCTROCM § KPHITKOIO, HIO AICTIH L
GesBapnunit nposopuii rems i3 3anaxon
cruipTy/ Cylindrical canister with a
punip and top containing a cicar,
colourless gel with aleaholic odour

Bimorigac / Conlonms

Cepemin saca mozn {20 j103) {wwmypannn) / Mean mass of a dose

(20 doses) (weighing)

BAS - L350/ L5~ 135 p 1,24 1y

Kinexicrs npunarunx  no3, BITROUYTUN i3 dreawoua (a3
daaronin) / Number of usable doses deliverad front the bottle (for

e arenme 64 a0 Not less than 64 2 e
NSO s ne 08 noy’ 68 doses

doses
3 bottles) ; - .
Oparopimictn macy aosi Qura 3 dueakois, 20 103 Ha thaaron) Cepesann maca saicry: 1,15 [,35 1/ L2494 v
tniformity of mass of dose (for 3 bottles, 20 doses per bottle) Mean mass of content: .15 - [.35 .

1 - me Bimstie 2 103 BigxnAOTLCE 12
10 %% sia cepeansoel Maary | - not more 1 fosa’fdose
than 2 doses devinte on 10% by mean
mass

2 — Hi oma xom we BiaxumserLes
Binwaie i a 20 % Bin cepeanroi | Binnosizac 2 Conforms
mach’ 2 - nef a single dose deviate more
than 20% by mean mass

pH

6.5- 8.0 2.3

Bsakicts/Viscosity

35,0 - 60,0 Tla.e/ 35.0- 60,0 Pa.s 1A HacllPas

Mikpockoniyne gocaimsenns remo sikpockenia)Mictoseopic | Bineytriers kpneraris corpagiony/No
) F I y

examination of gel (niicroscopy)

. Bianosiaac! Conforms
estradiol erystals HiviAe” Lontor

Tenrndiranin / ldentilication:
Ecrpation (BEPX afio THIX) / Estraciol (HPLC or TLC)

Etanaa {FX)/ Ethanal (GC)

Hac yrpusaneg sixnosime nacy
Yipusmanns crannapry ado Bisnoninac
xpovarorpasi crantapty/ The retention | Bianowsizue / Conforms

{ime Is concordant with that of the

reference or eoncordant with the

reference ehiromatogram

Binnowinae xpovarorpasi cramsapry /
Concurdant with the reference Bianosizae / Conforms
chramatogram

GLESING MANUFACTUNING
BLLGHIM
Groot-Bijgnardenstraat 128

1620 GROGENBOS

T e

PDX-GJ/{ /\j /475 é:{f) N IRy, ﬁ’_‘/




Kinbricne pusirauenns / Assay
Ecrpagion (BEPX)/ Fsteadiol (I1PLCY

Eranon (XY /7 Ethanol (GC)

57,0 - 63,0 ar/108 £ remo/
57.0--63.0 mg/100 g of gel
37,0430 M/ 10D ¢ remiof

MispoGionoriuna uncrora' Micrabial contamination !

3arannie wicno acpodi Mixpoopranizsis (TAMCY/ Total
acrobic microbial count (FAMO)

JATATBHE UHCIHO APBRAKOBIX Ta naiceneris pubis (TYMC) /
Total combined yeast and moulds count {TYMC)

Psendomonay aeruginesa
Staphylococens aureus

' BunpoGonynau HPOBOAATE KOMHI 2 Micani /
' Test performed every 2 monihs

37.0--43.0 ma/100 g ol gel

SO0 M/ 100 ¢ reruny
3N Emg/ 100 g of gel
39,3 mr/H00 1 renrg/
39.3 mg/100 ¢ of gel

He Sinte 10° KY O/
Not more than 10* CFlg

He Binbe 10" KY O/
Not more than 10" CFU/g

BincyTuictn/r / Absenceln

b=

BincyTuicta/r / Absencely

* Teer e nposomisen

s Janol cepii? Test is
ot made for this batch.

Java eerannporoe ananizy/ Date of the last analysis:
Ocrauns ppoauanizosatia cepia /Lasl analysed batch:

(39.01.2024
78259

Hana cepis nponykty snpobacua y signoviocti Ao sisor C P,
Bruyweino nna ancrocy nanm s Yrpaiili.

GNP, Released for use in Ukraine.

This bateh of preduct has been manufactured in complianuve with

Halinierypanns, amicuesaxomicosing T2 HOMEPH  nivensif  ncix
AL 3 @UPOBIINTEA TA KOH TPOALD RKOCTI:

Eezen Menvtotieruypinr Gemmaiya

["poT-Bira;memu:pm' 128, 1620 Aporenboe, Bennrin

Hosep sivenaii: 10191

Name, address and number of licens
and guality controf:
Besins Manufacturing Belginm

Number of license: 101911

3asusa upo cepradiauino
TIAKY BARHAMAPRYBANA TA KONTPOIHL AKOCT

Aoche crienihikauiit wa npenapar s HOCTLZKY
REPErARHYTO TA BCTANOBACHO Biamorinsicrh GMP.
Dectaration of certification

{ hereby centify that the above information is authentje atl aceurate,

BAHOIG JRAPCLROLO 3acody, [TpoToxon Bl

o5 for all manataciuring sites

Groot Bijgaardenstrant 128, Brogenbos, B-1 620, Belgium

M = aaceinuyio, mio wasejena pinie iipopsiania € nocroripnoen § towion, o eepiio npoaysuit dy
+ A Brue et Aitenue (ax) y moruiil zinnosinnoe
MICHEBIM Ty ASTOPIHA OPIANON T BianoRiNio O cnemngikariii,

WO MICTHTRCR Y peecTpaniiinosy

This Bateh is product has been manuf

labeling and quality control at the above mentioned site(s) in full compliance witl the GA requirements of 1}
aund with the specifications in the Marketing Auwthorisation of the Hoporting cownry or
ing, packaging and analysis records were reviewed

product specific

Fl{0) B!l[)(?ﬁ.’l(‘“ﬂ. BEAHCHEI0M

cTi 2o Blistor GMP, peTanosseniivg
Aocke Kpainn-innoprepa ado y
DOUIDINTEY, NAKYBAHNA 12 alasiiin Oyito

wlured, including packaging/
he local Regulatory Authority
alion file for Investigational

and found to be in compliance with GMP.

PIIEHHS / DECISION
Haiga cepia npoaykra niznosiznac ersoras enentdigauii’
This bateh of product confonns to requirements of specification
JATBEPIUKEHO / ACCLEPTED

HPIIBIIHE TA ITOCANA OCOBH, 110 BUJANA HOIBL
HA BIHINCK CEPIY
MName and position of the persan issiing the permit for bateh
release

L _ARAM $p et epde (G

JAATATDATE

05.03.2024

Hinnee siamorinan,yod
ocobIy
Signatirre of Qualificd
Person

Akahi Saint Paul

Crirye:
L"\.’:iga;‘
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JEPKABHA CIYIKBA 3 TIKAPCBKYX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM V KHIBCHKINA OBJIACTI

apos. Ceitanusoi Haail, 3, m.Kuie, 02099, rex/thare: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JPIIOY 37078774

| BHCHOBOK
Hpo AKICTH BBE3CHOTO B YKpaiHy siiKkapchKroro 3acoly

30.01.2025 No.2032/25/10

ECTPOXEJIb

{zafiMenyBaHHA JiKApCLEOTO 3acofy 3riasno 3 peecTpariiiamnas TocsiReHEAM)
rejfb ;I MicueBoro 3acrocyBanss, 0,6 mr/r, no 80 ry dpaakoni 3 go3yiounnM OpHcTpoeM; no 1
(paarkony B kaprouniii Kopofni

(opma BityCKY, ACIYBAHA, BUD TAKYBAHHA AIKAPCEKOTO 3ac0by)

Howep peecrpauiiinoro nocsipgerns UA/4120/01/01 crpox aii peecrpauiinore nocsinuenns 01.01.2099

Cepis nikapesxoro.sacoby Ne 78774 KinbkicTs Bacaenoro nixapeskoro sacoby 9235
Bupotuuk besen Menstodexuypinr benpxiym, Benpria
{uafiMernyRaung anpodulKa HKApCRKOTE 30c00Y, KPaTHA NOXOKEHHR)
Baesedo B Yrpainy Crinsse yrpalHCbKO-CCTONCHKE NiANPHEMCTBO Y (hopyi ToBapucTaa
3 obMesketolo BignosigaasuicTio "Onrima-@apn, JITA", igenr. wop:
21642228

{raifmenysauna Ta koa 3a EEPHOY opnanukoi ocodu afio npizemue, iM's, no Garsxoni dizranoi
ocoli - nigapaenMity, 17 Micne NPoAIBARAS Ta peccTpaniiinil Homep oGrixosol xapriar naaTHyKa
RogaTKis abo cepig T2 Honep macnopTa)

Opotoken sizyanbHero xentpomo eia 30.01.2025 Ne 0130/2.

3a  pesyapTaraMu JIEPEABHOIO  KOHTPOJIC BCT2HOBACHO, WI0 Jixapowkuil 3aci@  ssesedo B Vipainy 3
JOTPHMAHHAM musor saroxogascTaa mtono sabeineuedss AKeCTi Aikapeskx 3acofin,

Onera €PLOMEHKO

{ninnuc) {ininfann T npizeinue)




ShrapacHTpR

1690 Jiporencoc, heanrin

i

%%;x;)r)‘f{‘iﬂxxi!v\: ]
Mennoderuypiir Besmriyst | Tendave: +32 (02 134 95 J0/432 (032 377 52

dmnfcturar Besing
: | Manufacturing Belgium

sroat Bijganrdensivant 128, Drogenbos
Tel/Bax: 432 (0)2 334 93 704132 (0):
URRAINE
AUANTTHHHIH CEPTHOAT SKOCTI KIBIEBOIO HPOUNKTY
CERTIFICATE of ANALYSIS
e Procedure number; CQ.A 201, ed 02
OFCEI b, rodih [Tt SHCHEBOTO JRCTOCYBANNT, 0,6 axrdr oo 80 £ ¥ QUIAR0TI 3 J0IY0HIM npuerpocan N
GESTROGEL, gel for loeal application, 0,6 mg/g 80 g in # bottle with a measuring device LR
Asrminil jnrpesteny: Trreno atioriTs 0,6 ME ecrpagiony {y sursp ecrpaniony reairiapary) / Active ingredient: 1 g of gel contenls
0.6 my of estradiol (as estradiol hemihydratey

B-1620, Belglun

BCTP

Tocerp. roen. Ko UAMLZ001/01 Htitenes feserporono

Repgistration certificato Me UA/M120/01/0) Validity date; unlimited
paina-ivmoprep: Yepaina Jtikapenwn  dopaat yean I MHCHICBOTO
frporting country: Ukraine ancracypantst, 6,6 Mr/v

— Dosage form: gel for Jocal application, 0,6 /e
Possip T TR ARYBRANNS N0 80 v v duiawconi B OIYIOUIN BPHCTPOCM Cepin No 75774

Hod Batch Me 75774

, Sizeand type of the package: 80 ¢ in a bote with measuring device e |

! Jiats BUroYOBICHIL 02.02.2024 CiLIieTs NPOAYRIGT B cepilt 12895
MEPG. Date: 26.06.2024 ‘ Numbers units in batch: 12895

BXP, Date: 05,2027
NS Enporielioska hapmarosies - JOUC BBAADIG
_AND: Buropean Pharmacoposia - eurrent edition

FORAZHHKI SROCTE METOAH AOTYCTUMI MEX] PESYIALTATH
vvvvvvvv TRESTS, METHODS NORMS RESULTS
Sonnimii minss (Bizyaneio) £ Appearance {Visual control) Thtiapinianil pnakoy 3 RO3YI0HIN

NPICTPOEN | KPHLIKOIO, WO MICTHTD
GesGaprii) npozopiii reits i3 JanaxoM
cnipry/ Cylindyical canister with a
pump and top containing a clear,
colourless pel with alcoholic adour

AT Ty
yanis) / Mean mass of a dose [15- 1350/ 115~ 1358 1,24 vlg

Bignosinac / Conforms

Cepesiun maca aosw (20 102} (39
(20 doses) (weighing)
WKisngicrh  POAATHNR 103, BITAVHYTHR i3 quaxona (o 3

He nenue 64 pos/ Not fess than 04 68 o/ 68 doses

guiaroniny / Number of usable doses delivered from the botile (for S
3 bottles) FUSES |
Opuoplupicts Mact Ao (nnst 3 dhraronin, 20 o3 g vaxon) Cepenas Maca BaticTy: 1,151,351/ 1,24 1/p
Uniformity of mass of dose (for 3 botiles, 20 doses per bottle) Mean mass of confent: 1.15-- 1.35 g

{ - ne Ginpme 2 103 BUKIIBIOTLE Hi

10 9% piy cepeannol aaent/ |- not more | so3a/ldose

than 2 doses deviate on 10% by mean

mass

N~ pi opHa 71033 HE BIAKIUBETHCH
Ginwe nix wa 20 % Bl CCPCANBOT Binnosinac / Conforms
maci/ 2 - not a single dose deviate more

than 20% by mean mass

i 6,5-80 7.3
B asgicelY 35.0 -- 60,0 [la.c/ 35.0 - 60.0 Paus 52,2 Ila.c/Pas
Mirpockonivie nocn.!,u.nmu-lsx reto (aixpockorin)/Microscopic Biscyruicrs Kpuctann ectpaiony/No Bim‘rmiim{e ! Canforms
_examination of gel (micr 0scopy) estradiol orystals
{penritixari 7/ Identification:
Beypanion (BEPX 6o TLIX) / Estradiol (HPLC or TLO) Uac yrprsaiis piAnoBiNae 4acy
YIPHMATIE CTAHxapTy a6o Bignosigae
xposatorpami cranpapry/ The retention Bignoninac / Conforms
fime is concordant with that of the
reference o concordant with the
reference chromatogram
Frranou (I'X) 7 Bthanol (GC) [3ianonifae Xposatorpami CTaHApTY /
Concordant wilh the reference Bignosipac / Conforms
. B fomatogram 4 .

| /;\(’ o ~ EBCF

1o, L 7/“(/*3»1/((“%




crie wauavenis f Assay
2pPX) Betradiol (HPLOY

Mirpodionoriana SuCTaTa

MMdicrobial contamt

nation !

FArALIG UHCHO ACPOMIIN sixpooprauizie (TA M)/ Total
aerobic mierobial count (TA MY

Faransie MHCRO APHRIKOBIE 14 micenennx rpnbin (TYnCY/
Total combined yeast and meulds count (TYMC)

Psendomonas aeriginosa
Staphylococcns aurets

' RunpoBony batis IPOBOLATS goskui 2 siosid /

ed every 2 months N

Jlara 0CTAHILOYO ananizy/ Date of (he dast analysis:
mmani‘zm;wcpis; Last analysed batgh:
Jiana copis NPOAYKTY BUpOdACHA Y piAnOBIALoCT] O BIMO
By o 1as 3acTocy

nadis n Yrpaini,

F GMP.

57,0~ 63,0 A/ 100 ¢ remo! 62,2 s/ 1007 remo’
57,0 - 63.0 mg/100 g of pel 62.2 wg/ 100 g of gel
37,0 43,0 /100 ¢ remo/ 40,4 wi/100 ¢ Fen/

7.0 -43.0mg/100golaet L /100 golgel

He Gimtue 102 KYOr
Not mare than 107 CFU/g

s

Tect tie NPOBOKIBC
s panoi cepii/ Test 15
not made for this bateh.

Fe Ginwne 10" KYO/Ir
Not more than 107 CFU/

Bigcyrnicrulr / Absencelg
Bigeyrriern/r / Absencelg

17052024
73616 |
factured in compliance with

Fitis batch of product has heen manu
GMP. Released for use in Ukraine.

AMCHYBRENR, aicteanaxomRenIs 1 HOMEPH el #
JAL 3 BUPOBIHILTEA TR KOHTPOIIA akoeri

Besen Meunioferayping Fesraiyan

{por-Hirapaeumrpay 128, 1620 iporendoc, Beaurisn
_‘M]_-l_qj_\lg)_gjvg;’_gg_;ﬂi’l; BE/GMP|2022/017

Tastan nupn cepridirauio

Ll # acuinuyio, wo HaBeasa pruie Tudopyaitia €
FAKY BONILI/NADKY BAHNS TR KOHTPOID SROCTI, HA DHULE33N
MICTEBEN PEryIIATOPHIIN Gpration 1a PLROBIAID A0 cregin
socie enenisaii Ha nperapat K
HEPCIASHYTO TR BCTAHORASHO BIATOBIAICTE GMP.
Declayation of cevtification

I heveby certify that the above
fabeling and guality control at the abo
aud with the specifications in the Marke
Mediginal Products. The balch processing,

soeroni

information is anthentic and accu

ting Authorisation of

aueiil

QCHILKYBAHOTQ TIKAPCHROLO 30000y .

ve mentioned site(s) in full ¢

packaging and analysis 1

I manufacturing sites

i
and quality controk:

Besins Manufacturing Belginm

Groot Bijpaurdenstrant 128, Drogenbos,
y of Jicense: BE/GIVP|2022/017

B-1620, Belgium

ypoto. Lo cepito npopy kil Gyno BUPOGACHO, BEHOUAIONH
nonHiil piInOBIAHOCTI O BIMOF GV, soTasoRNCHITME

patiiiHoNy JA0eLE Kpaini-iMIopTepl abo y
naKysanis Ta ananizin Gyso

proio 1 I
i abtbain () Y
auili, W aeTIThES Y PLECT
TTpororons BIPODHILITE,

This batch is product has been manufactured, including packaging/
ompliance with the GMP requiremets of the focal Regulatory Authority
the importing counlry oF product specification file for Investigational

«ords were reviewed and found to be in compliance with GMP.

B ooby

rate,

LS/ DECISION
Jlnuz cepin RpOAYKRIA B IeBIADAE BUAMOTaM cnemipikauii/
his bateh of product conforms to requirements of specification
IATBEPIOKERO ! ACCEPTED
HPTIRIHNE TA HOCALLA OCOBY, 1BLO BILEATA JO3ABL
1A BHIYCK CEPTY
Pame and position of the person fssuing the permit for bateh

velease

RV

h

NATA /DATE Tlianie sinosigansuot
ocobn/

19.07.2024 Signature of Quali fied
Person

1}

Tehimehua Nelly
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