ITEPKABHA CIIYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIN OBJIACTI

npoe. Ceituynoi Haxit, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kex €[IPTIOV 37078774

BUCHOBOK
npo sAKiCTH BBE3EHOr0 B YKPaiHy JIKapcbKoro 3acody

03.10.2024 Ne 48763/24/10

GEMOCTOH®
(HaiiMeHYBAHHSA Aikapcskoro 3aco0y 3rifHoe 3 peccTpanifsmM IOCEiTHEH M)

TabJeTKH, BKPUTI NIiBKOBOI0 00010HKOIO, 10 1 Mr + TabaeTKH, BKPUTI ILIIBKOBOIO
0G0a0HK010, 110 1 Mr/10 Mr; kombBi-ynaxoerxa Ne 28 (28x1): 14 TabaeTok, BRPHTHX IUTIBKOBOIO
06010KK050, G110T0 KOIBOPY Mo 1 Mr + 14 TafaeToK, BRPHTHX IVTBKOBOI0 000J0HKO10, Ciporo

xoakopy 1o 1 Mr/10 Mr y daicrepi; mo 1 6aictepy B xopodui
((bopma BUMYCKY, AO3YBAHHA, BH/ MAKYBAHHA ﬂiKapCh'KOI‘O 3'&006}')

Honep peectpaiiinoro nocsinuenns UA/4836/01/01 crpok mii peectpauiiisoro nocsizaemia 01.01.2099

Cepis nixapcsxoro sacoby Ne 375300 Kinskicts eesedoro nikapeskoro jacofy 200
Bupobuuk A660tT bionoaxikan3 B.B., Hizepnauau
{HafiMeHYBAHNA BHPOBHHKA NKApCEKOro 3acoby, Kpaida NoXoKCeHHA)
BueacHo B Yxpainy CrisibHe YKpaiHCbK0-eCTOHCbKE MANPHEMCTBO ¥ GopMi ToBapHCTBa
3 0fGmexeHo010 BignmoBiganbHicTo " OntiMa-®apwm, JITHA", inenr. koa:
21642228

(HalisvenyBansa Ta ko 3a CAPIIOY ropuaiasoi ocobn 0o npisprie, iM'a, no GaTerosi gHsndmol
ocobH - nigmpuestts, i Micue npoxuBanys. Ta peecTpauiiinnit Homep ofmroBoT KAPTKH TUIATHHKA
nojaTkis afo cepis Ta HOMEp IACAOPTA}

Tporokon eisyaasnero kerrposo six 30.09.2024 N 2897/13.

3a pesynbTaTAMK  JISPHKABHOIG  KOHTPOJD  BCTAHOBISHD, MO aikapebkuil  3acif  BeeseHo B YkpaiHy 3

ﬂOTpHMaHHﬂM BUMOI 3aKOHOARCTRA 00 3abesreyen s AKOCT] TIKAPCBKUX 3acobis.

/é . @;;/ Bikrop CTE®KIBCHKUH

Z.  vas e &
1’; (ianicy (tHiuiany Ta nplasKie)

TP AT,
TA KOH]‘F




Abbott Biologicals B.V. / A66oTT Bionogxikans 5.B. Page/er. |1
Veerweg 12, 8121 AA Olst, The Netherlands i
Beepeer 12, 8121 AA QnbeT, Higepnanan

Certificate of analysis / CepTrudikar ananiay

1. Name of product / Haaga NpoAyKTY FEMOSTON® / ®EMOCTOH® j
2. Country of the manufacturer / Kpaiva BupoGHuk | The Netherlands / Higepniawgm
3 Registration certificate number in Ukraine / UA/4836/01/01

Homep peecTpaLiiiHoro nocsiquents B Ykpaini

White tablet: estradiol hemihydrate micronized equivalent
estradicl 1 mg; grey tablet: estradiol hemihydrate
micronized equivalent estradiol 1 mg, dydrogesteron,
micronized 10 mg. /
4, Strength / Cuna gii Bina Tadnetxa: ecrpagiony remirigpary MikpoHisosaHoro,
LIC ekBiBaANEHTHO ectpagiony 1 mr; cipa Tabnetka:
ecTpagiony remirinpaty MIKPOHIZOBAHOrO, o ekBiB&NEHTHO
ecTpaaiony 1 mr i,qw,qporeCTepOHy, MiKpoHizoBaHoro 10
MF,
Film-coated tablets 1 mg + Film-coated tablets 1 mg/10
5. | Pharmaceutical form / Jlikapceka dhopma mg. / TabrieTkun, BKPUTI ARiBKOBOIO oBonoHko, no 1 mr +
TabneTku, BKpUTi HniskoBoIO oBonoHkoe, no 1 Mr/1C wr.
Combi pack #28x1: 14 white film-coated tablets per 1 mg +
14 grey film-coated tablets per tmg/10mg in blister; per 1
blister in box. /
Kom6Gi ynakoska #28x1: 14 TabneTox, BRPMTHX NNIBKOBOM
oBonoHko, Binoro Koneepy no 1 mr+ 14 Tabnerox,
BKPUTWX MNIBKOBOIC 0GONOHKOH, Ciporo konkopy no 1 mr10

5 Size and type of the package / Poamip i Tun
’ yrnakoBkn

Mry Briictept; no 1 Grictepy 8 YNaKkoBLji.
Batch number / Homep cepil 375300
£
Baich size / Poamip cepii 21.975 packs / yn.
Date of manufacture / Hara evpoBuuniTea 10.02.24
8.
Date of batch release / fiaTa BANyCKY cepil 16.08.2024
9 Expiry date / Nata sakinuerng TepmiHy 10.02 27
apnaartHocTi
10. { Name, address and manufacturing license
numbers for all sites responsible for Abbatt Biclogicals B.V. / A6GoT+ Bionoaxikans b.B.
manufacturing process and quality control. / Veerweg 12, 8121 AA Olst, The Netherlands /
HasBa, aapeca ta HOMEPU NileH3ii Ha Beepeer 12, 8121 AA Oneer, Hinepnanan
BUPOBHUTEBO ANR BCix BUPABHIKIB, Manufacturing Authorization / {NieHain Ha BUPOBHUTEG)
BIANOBIAAINLHUX 32 BUPOBHIYU] npouec | . 108926F
KOHTPOIb AKOCTI,
11. | Results of analysis / Pesynetatn ananiay See table below / flus, TAGNULIO HipKye T
Results of analysis / Pesynbtatn aHaniay
Parameter tested / Acceptance [imits / Results /
KoHTponsoBanmii napametp Honyctumi mexd Pesyneraru
FOR FILM-COATED TABLETS (WHITE) 1 mg /
BIA TABNETOK, BKPUTUX MNIBKOBOK OBONOHKOD (BITOIo KONLOPY) MO 1 Mr
Appearance (visually) / 3cBHILAHIR BUrNAg (BisyansHo) | A round, biconvex, white film- Compiies / Binnosigae
coated tablet with inscription ‘379"
on one side, The diameteris 7
mm and the tablet weight is about
144 mg/ Kpyrna, ABoonyKkna,
BipuTa NNiskoBCo aBonokkow,
Bina Tatnetra a MapKyBaHHSM
‘379" a ogHore Boky; dlavetp 7 mm
i Bara raGneTky npuBusHG 144
M
ldentification / laeHTndikalin
e Estradiol / Ecrpagion
- Retention time (HPLC} / Mac yTpumysanus Corresponds to reference Complies / Bignosigae
V.04 ED: 12-Feb-21 HA AAD: 30-May-16 /
Lr ap 5497

79 0924 W/’
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Veerweg 12,8121 AA QOlst, T
AA Onoet, Higepnatau

Beepeer 12, 8121

he Netherlands /
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(BEPX)

- UVspectrum/ Yo CNeKTp

o Color additive!/ BapsHuxu

- fitanium dioxide (E171) / TUTaRY fiokcna
{(E171)

standard / Bignogsizae
pepepeHTHOMY CcTaHaapTy.
Corresponds to spectrum of the
reference standard / Bianosigae
CNeEKTpy pedepeHTHoro
cTaHgapry.

Positive for titanium / MoauTtusra
ANs TUrady

—

Complies/ Bianosigae

Complies / Bignosigae

Purity / Yucrota
Degradation products (HPLG) / MpoayrTu Berpaaai
(BEPX)

~ AD, 11-estradiol [estra-1,3,5(10),9(1 1) tetraene-3, =05 %" <01
17R-diol]/ A9,11-ecTpagion [ecTpa-1,3,5(10),9(1 1)
TeTpaen-3, 17R-gion}
-~ estrone [3—hydroxy—estra~1,3,5(1 O)triene-17-one] / < 0,5 %* <01
BCTPOH {3-rigpoker-ecTpa-1 3,5(10)Tpnen-17-oH]
- 6-kete-estradiol [17R-3, 17-dihydroxy-estra-1,3,5 (10)- | <0,5 %* <01
triene-6-cnej / 6-keTo-ecTpagion [17R-3,17-
Avrigpoken-ectpa-1,3,5 (10)-TpueH-6-0H]
- Unspecified, each / koxHoro HescTaroseHoro <05 %* <0.1
- Sum / Cyma =1,0 %* < 0.1
Content / BmicT

- estradiol as CigHz2405 {HPLC) / ecTpagion sk 0,85 ~ 1,05 mgftablet / 0.98

Ci1gH2402 (BEPX)

MrfTabneTky

Uniformity of dosage units (HPLC) / OpHopighicTe
A030BaHNX 04nHMLEL (BEPX)

Complies with Ph. Eur, 2.9.402/
Bignosinac €ep.®apm 2.9.402

Complies / Bignosinae

Average tablet weight (n=20), weighting / CepegHs
Maca TaGneTku {n = 20), 3BaNKYBAHHA

136,8 — 151,2 mg/mr

143.0

Dissolution {Ph.Eur. 2.9.3%), in 0.3% sodium laury|
sulphate in water, apparatus 2, 100 rpm. / PosusiHenHs
(EBp. dapm. 2.9.3%), B 0,3% DO34MHI HaTpilo
Naypuncynsbaty y Boai, anapar 2, 100 of./xs.

Q=75% after 45 minutes / Q=75%
yepes3 45 XBunuH

Complies / Bianosigae

Microbiological Quality®, Ph.Eur. 5.1 42 {non-aquecus
preparations for oral use) / MikpoSionoriuma

uncToTa®, Sep. Gapm. 5.1.42 (HesopHi npenapatit grist
OpaneLHOTe 3acToCyBaHH)

TAMC, Ph.Eur. 2.6.122 / aaranena KiNbKicTs agpobrnx
Mikpooprarismie, Eap. Papm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3aransna KINBKICTb UBineBux i
APXPKOBUX rpuie, Esp. Papm. 2.6.122

Escherichia coli, Ph.Eur, 2.6.132/ €p. dapm. 2.6.132

<103CFU/g / < 10° KYO/r

=102 CFU/g / < 102 KYOfr

Absent/g / BigoyTtrir

<10 CFU/g I KYQ/Ir

< 10 CFU/g / KYOJIr

Absent / Bigcythi

FOR FILM-COATED TABLETS (GREY) 1 mg / 10 mg /
ANA TABNETOK, BKPUTVX NAIBKOBOI 0BONOHKOIO {CIPOI'O KONLOPY) MO 1 M0 MF

Appearance {visually) / 30BHiLLHI BUMNAR (BisyansHao)

A round, biconvex, grey fiim-
coated tablet with inscription ‘379
on one side. The diameter js 7
mm and the tablet weight is about
144 mg / Kpyrna, £BOONyKna,
BKpMTa nnigkosoto oGonoHKolo,
cipa Tabnetka 3 MAPKYBaHHAM

'379' 3 ogHoro Goky: giamerp 7 mm

V.04 ED: 12-Feb-21]

Compiies / Biagnogigae

HA AAD: 30-May-16
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| Bara TabneTku NnpubnuaHo 144
M

Identification / lneHTudhikalis
o Esfradiol / Ectpagion
- Retention time (HPLC) / Yac YTPUMYBaHHS
(BEPX)

- UVspectrum/ Yo chekTp

e Dydrogesteron / Hunporecrepon
- Retention time (HPLC) / Yac YTPUMYBaHHS
(BEPX)

- UV spectrum / v CnekTp

* Color additive’/ Bapeukuy!

- fitanium dioxide (E171) ¢ TUTaHy fiokeung,
(E171)

- lron oxide (E172) / saniaa Okemg (E172)

Corresponds to reference
standard / Bignosinae
pedepeHTHOMY CTaHfapty.
Corresponds to spectrum of the
reference standard / Bianosigae
CnekTpy pedepexTHoro
craspapry.

Corresponds to reference
standard / Bigniogigae
pedepeHTHOMY cTaHAapTy,
Corresponds to spectrum of the
reference standard / Bignoeigae
CNexTpy pedepenTHoro
crasaapry.

Positive for titanium / MNozuTreHa
ANs TUTaHy.,

Positive for iron / Mosuruena ans

3anisa.

Complies / Bignosigae

Complies / Bianoginae

Complies / Bignogigae

Complies / Bignegigae

Complies / Bignoeinae

Complies / Bigrosisae

Purity / YucTtoTa
* Degradation products {HPLC), estradiol /
MpogyxTu aerpagayii (BEPX), ecrtpapion
- A9,11-estradiol [estra-1 :3,5(10),9(11) tetraene-3,
1703-diol]/ A9,11 -ecTpaiion [ecTpa-1 13.5(103,9(11)
TerpaeH-3, 17R-gion]

- estrone {3-hydroxy-estra-1 :3,5(10)¢riene-17-one] /
©CTPOH {3-rigpokeu-gcTpa-1 :3,5(10)Tpnen-17-0H]

- B-keto-estradiol [171-3, 1 7-dihydroxy-estra-1,3,5 {10}

triene-6-cne] / 8-keto-ectpagion [1713-3,17-
Aurippoken-ectpa-1,3,5 (1 0)-TpneH-6-0H]

- Unspecified, each / koxxoro HEBCTaHOBNEHOMO
- 8um/ Cyma

¢ Degradation products (HPLC), dydregesteren
! MpogykTin nerpapauii (BEPX),
AvaporectepoH
- Unspecified, each / kaxHoro HEBCTAHOBNEHOTO
- Sum/ Cyma

Content / BmicT
- estradiol as CigH240, (HPLC) / ectpagion sk
Cisl2402 (BEPX)

- dydrogesteron (HPLC) / AnnporecTepoH
(BEPX)

<0,5%* <01
< 0,5 %* < 0.1
=05 %* <01
=0,5%" < 0.1
< 1,0 %* <01
= 0,5 %*= < 0.1
< 1,0 %** < 0.1
0,95 1,05 mg/tablet / 0.98
mMr/radneTry

9,5 - 10,5 mg/tablet / 9.9

Mr/TabneTky

Uniformity of dosage units {(HPLC) / OnHopigHicTs
£035BaHNX omuHMLL (BEPX)

V.04 ED: 12-Feb-21

HA AAD: 30-May-16




Abbott Biclogicals B.V. / A660TT bionofkikans B.13.

Veerweg 12, 8121 AA Olst, Th

a Netherlands /

Beepeer 12, 8121 AA Onwet, Higepnangs

Page/cr. |4

—

estradicl / ecTpagion

- dydrogesteron / guaporectepon

Complies with Ph. Eur. 2.5.40%/
Bignosigae Cep.Papm. 2.9.402

Complies with Ph. Eur. 2.8.40%
Bianosigae €ap.dapm. 2.9.402

Complies / Bignosigas

Complies / Bigriosigae

Average tablet weight (n=20), weighting / Cepenns
maca rabrneTku (n = 20), 3BaxyBaHHA

136,8 — 151,2 mg/mr

142.7

Dissolution (Ph.Eur. 2.9.32),in 0.3% sodium tauryl
sulphate in water, apparatus 2, 100 rpm. /
Po3uuHenns (Sep. Papm. 2.9.32), 8 0,3% poayuHi
HaTpiio naypuncynsarty y sogi, anapat 2, 100
06./xa8.

- estradiol / ectpagion

- dydrogesteron !/ anaporecTepoH

Microbiological Quality®, Ph.Eur. 5.1.42 {non-aqueous
Preparations for oral use) / MikpoGionoriyHa YUCTOTE?,
€sp. dapm. 5.1.42 (HesogHi npenapary ans
OPanNbLHOI 38CTOCYBAHHS)

TAMC, Ph.Eur. 2.6.122 / 3aransHa KinbkicTs aepobHux
Mikpooprakiamis, €ap. dapm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / saranbha kinbkicTs usineBux i
APDBKIKCBMX rpubis, €Bp. Papm. 2.5.122

Escherichia coli, Ph.Eur, 2.6.132¢ Eap. Papm. 2.6,132

Q=75% after 45 minutes / Q=75%
Yepes 45 xpunuH

Q=75% after 45 minutes / Q=75%
vepes 45 XBunuH

Camplies / Bignosigae

Complies i Biniosigae

<10°CFU/g / < 10°KYO/r

< 102CFU/g / < 102KYO/r

Absent/g / BigcyTHir

<10 CFU/g / KYOIr

<10 CFU/g / KYOrr

Absent / BigcyTHi

—

' Not routinely tested; one batch a year will be tested. / B
TECTYRETUCA OAQHA Capia Ha pik.

2 Current edition / YuHHe BuaaHHs.

? Not routinely tested; one cut of ten batches will be teste
MPOBOANUTLCA He pyTUHHO, Byae TecTyeaTucs ogHa cepist

nnpoByeaHHsa NpoBoaWTLSCH He PYTUHHO, Byne

d with a minimum of once a year. / BuapoSysaHus

3 AECATN MIHIMYM OAUH pas Ha pix.

* Percentage of the estradiol label claim. / BiacoTox sif 3asHaveHol Ha YN&aKoBLi kinbkocTi ecrpagiony.
** Percentage of the dydrogesterone label claim. / BigcoTok Bifl 3a3Ha4€HOT Ha ynakoBui KinbkocTi

aungporecre POHY.

Comments / Komenrrapi

[z

Kpaiku-imnoprep

Destination countries: Ukraine

u: Ykpaida

—

13. | Cettification statement /

3assa npo ceptudikayiio batch of product

batch processing
found to be in co
BULLEBMKNaLeHa

crieuudikatjinmu

| declare that

| hereby cerlify that the above information

and quality contro!l at the above mentioned
the GMP requirements of the local Regulatory
specifications in the Marketing Authorization o

penaparty eupobneHo (
AKQCTI) BUILEBKa3aHaM
GMP nokanbHore pery

iMnopTepa. [loxyMeHT:

mpliance with GMP. / Lum i

cerrect franslation./ A 3a8BNAK0, WO MIll 1iGNMC CTOCYETLCS Tinbiu TEKCTY
AHrNIACHKO MOBOIO | NPUIyCKarK KopeKTHi

is authentic and accurate, This
has been manufactured, including packaging/labeiing
site(s) in full compliance with
Authority and with the

fthe importing country. The
. packaging and analysis records were reviewed and
ATBEPAMYIC, L0
iHchopmaLin € aBTEHTUYHOM | BipHOK. Lto cepir
BKMiOHAI0UM Y NaKoBKY/MapKyBaHHA Ta KOHTPONb
BMPOBHMKOM y MOBHIN BignoBiSHOCT 3 BUMOIamMu
NATORHOr oprady | 3 saTsepaeHumy

#rigHo 3 PecctpalifiHnm nocsinyeHHaM kpaiH-

aLlito Wogzo BupoBruyTES cepil, ynaxkoeku j
TECTYBaHHA NepesipeHo, | BCTaHoBMNeHo i1 BIANOBIAHICThL BUMOram GME.
my signature only applies to the English text and assume g

CTb nepeksagy.

V.04 ED: 12-Feb-21

HA AAD: 30-May-16
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Veerweg 12, 8121 AA Olst, The Netherlands /
Beepeer 12, 8121 AA Onecr, Higepnangu

14.

Name and position & title of H.P. van Klaveren

person authorizing the batch

release / lv'si T2 nocaga Qualified person / YnoeHosakeHa ocoba

ocofu, BignoeigansHoT 33
BUNyCK cepif

15.

Signature of person
authorizing the batch release /
Mignwve ocobu, signosigansHof
32 BUNYCK cepii

16.

Date of signature / laTa 20.08‘.¥024 7

nignucy

,

V.04

ED: 12-Feb-2}

HA AAD: 30-May-16




AEPIKABHA CJIYXKBA 3 JOIKAPCBKHX 3ACOKBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIHA OBJIACTI

upos. Ceimmmyanol Hanil, 3, m.Kuis, 02099, Ten/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kop EIPIIOY 37078774

BHCHOBOK
NpPo AKICTH BBE3¢HOI0 B YKpainy Jikapcsxoroe 3acody

13.02.2025 Ne 6084/25/10

PEMOCTOH®

{HafimenypatHA Aikapcskoro acoby arinHo 3 precTpaiiinm nocsiguenny)
tabaerky, BRpuTi naiskosoi 06oaoHKe10, 1o 1 Mr + TabaeTky, BKpiTi NNiBKOBO0
00001K010, 00 1 Mr/10 mr; kombGi-ynakoBka Ne 28 (28x1); 14 TabaeToK, BKPHTHX INIBKOBOIO
000s011K010, §if0re Koabepy no 1 mr + 14 Tabaerok, BRPHTHX MIIBKOBOIO 060I0NIKON0, Ciporo
koanopy no I Mmr/10 mr y daicrepi; mo 1 faicTepy B Kopobui

(hopma snnycky, A03yBARKE, BILL MAKYBSHHA MiKapchxoro 3acoby)

Howmep peectpaniiinoro nocsiguenns UA/4836/01/01 crpox aii peccrpauiiinoro nocriguenns 01.01.2099

Cepia nikapesxoro sacoby Ne 376222 KintkicTs Baezenoro rikapekkoro sacoty 200
BupoGink Ab66otT Bionomxixans B.B., Higepnaunau
{nafinenyparna supohnKa Nikapekkoro sacely, kpaina noxomkeni)
Baesero B Yrpainy Crinpiie ykpaincbko-ecTOHChKE NIANPHEMETBO Y (OpMi ToBapHCcTEa
3 obmesxeno signopizansnictio "OnriMa-Dapm, JTH", inenr, xon:
21642228

(majtmenynanis Ta Kon 3a EEPIIOY opnanusol ocofi: afo npissisme, iM%, no 6atekosi thisnuuol
ocobu ~ mianpiteMur, i Micue NPOXNBINEA Ta peecTpaniitunit Hosep oBnikopol KapTii NAATHIEA
AcIaTKiB afo cepis Ta HOMCP BACNOPTA)

Ipotoxron siayansuore xeatpomo eix 13.02.2025 N 0401/18.

3a peaynbraTaMy  AEPAABHOrO  KOHTPOMIO DBCTAHOBACHO, WO Jikapebkuii 3acid seeszeno B Vipainy s
norpuma’m{ﬂm BIMOT JAKOHOAABCTBA MO0 3abe3nedeHHa AKOCTE Aikapebrux 3acolis.

Fiey
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Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onbcr, Higepnanau

Certificate of analysis / Ceptudikar aHaniay

1. Name of product / Haasa npoaykry FEMOSTON® / dEMOCTOH®
2. Country of the manufacturer / KpaiHa BupobHuk | The Netherlands / HinepnaHau
Registration certificate number in Ukraine /

3. Homep peectpauifiHoro nocsigueHHsa B YkpaiHi UA/4836/01/01
White tablet: estradiol hemihydrate micronized equivalent
estradiol 1 mg; grey tablet: estradiol hemihydrate
micronized equivalent estradiol 1 mg, dydrogesteron,
micronized 10 mg. /

4, Strength / Cuna aii Gina Tabnetka: ecrpagiorny remirigpaty MiKpoHisoBaHoro,
Lo eKBiBaneHTHO ecTpagdiony 1 Mr; cipa TabneTka:
ecTpagiony remirigpaty mMikpoHi30BaHOrO, LLO eKBiBANIEHTHO
ecTtpagiony 1 mr i auagporecTepoHy, MikpoHisosaxoro 10
Mr
Film-coated tablets 1 mg + Film-coated tablets 1 mg/10

5, Pharmaceutical form / Jlikapcbka dopma mg. / TabneTku, BKpWTI nniskosoto 060M10HKO0, No 1 mr +
TaGneTkun, BkpUTi NNiBkoBo 060noHKow, No 1 mr/10 Mr.
Combi pack #28x1: 14 white film-coated tablets per 1 mg +
14 grey film-coated tablets per 1mg/10mg in blister; per 1

. o blister in box. /

6. Size Shd Hype efiths paclkage:/ PasMip smin Kom6i ynakoeka #28x1: 14 Tabnetok, BKPUTUX MNIBKOBOIO

ynaKoskn obonoHko, 6inoro kKonbopy rno 1 Mr + 14 TabneTok,
BKPUTUX NNIBKOBOKO 0BONOKKOL0, ciporo konkopy no 1 mr/10
mr y Briictepi; no 1 6nicTepy B ynakosdi.

Batch number / Homep cepii 376222

7.
Batch size / Posmip cepil 6.071 packs / yn.
Date of manufacture / Jata supobHuyrea 07.09.24

8.
Date of batch release / Jarta Bunycky cepii 12.12,2024

9 Expiry date / JaTa 3akiH4eHHa TepmiHy 07.09.27

' npuaaTHoOCTI

10. | Name, address and manufacturing license
numbers for all sites responsible for Abbott Biologicals B.V. / A6BoTT Bionoaxikans b.B.
manufacturing process and quality control. / Veerweg 12, 8121 AA Olst, The Netherlands /
Hasga, agpeca Ta Homepu nileHsin Ha Beepser 12, 8121 AA Onbct, Hinepnatau
BUPOOHULTBO 4115 BCiX BUPOBHUKIB, Manufacturing Authorization / (Jliuensist Ha BUPOBHULITBO)
BiANOBIZanNbHWX 32 BUPOBHMYMIA NPOLIEC | 108926F
KOHTPOIb SIKOCTI. '

11. | Results of analysis / PeaynbTaTut aHanisy See table below / [lus. Tabnuuio HWK4e

Results of analysis / PesynbtaTtu aHanisy

Parameter tested /

KoHTposnboBaHuit napameTp

Results /
Pe3ynbraTtyn

Acceptance limits /
DonycTumi mexi

FOR FILM-COATED

TABLETS (WHITE) 1 mg /

ANS TABJIETOK, BKPUTUX IMITIBKOBOIO OBEONTOHKOIO (BEINIOI'O KOJNTbOPY) MO 1 MF

Appearance (visually) / 3oBHilUHIN BUrNsf (BidyansHo)

A round, biconvex, white film- Complies / Bignosigae
coated tablet with inscription ‘379°
on one side. The diameteris 7
mm and the tablet weight is about
144 mg/ Kpyrna, Asoonykna,
BKpUTa MNiBkoBoto 0BOSIOHKOH,
Bina TabneTtka 3 MapKyBaHHAM
'379' 3 opHoro Boky; giameTp 7 MM
i Bara Tabnetkn npubnusHo 144
Mr

Identification / lneHTudikauisn

Estradiol / Ectpagion
Retention time (HPLC) / Yac yTpumyBaHHs

Corresponds to reference Complies / Bignosigae
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(BEPX)

- UV spectrum / YO cnekrp

s Color additive'/ BapsHuku'

- titanium dioxide (E171) / TuTaHy giokcunga
(E171)

standard / Bigrnosinae
pechepeHTHOMY CTaHaapTy.
Corresponds to spectrum of the
reference standard / Bignosinae
CReKTpy pedepeHTHOro
craH[apTy.

Positive for titanium / MosuTueHa
ON8a TUTaxy

Complies / Bignosigae

Complies / Bignosigae

Purity / Yucrota
Degradation products (HPLC) / lMpoaykTv perpagauii
(BEPX)

— A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <0,5 %" <01
17R-diol]/ A9,11-ecTpagion [ecTpa-1,3,5(10),9(11)
TeTpaer-3, 17B-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / < 0,5 %* <01
ecTpoH [3-rigpokcn-ecTpa-1,3,5(10)Tpuer-17-oH]
- 6-keto-estradiol {17R-3,17-dihydroxy-estra-1,3,5 (10)- | < 0,5 %* <01
triene-6-one] / 6-keTo-ecTpapion [173-3,17-
aurigpoken-ectpa-1,3,5 (10)-TpneH-6-0H)
- Unspecified, each / KOXHOFO HEBCTaHOBMEHOTO <0,56%* <01
-Sum/ Cyma <1,0 %* <01
Content / Bmicr

- estradiol as C1sH2402 (HPLC) / ecTpagion sik 0,95 —~ 1,05 mg/tablet / 0.99

C18H2402 (BEPX)

mr/rabnerky

Uniformity of dosage units (HPLC) / OgHopigHicTb
[030BaHux oguHuUb (BEPX)

Complies with Ph. Eur. 2.9.402/
Bignosigae €sp.Papm 2.9.402

Complies / Bignosigae

Average tablet weight (n=20), weighting / CepegHs
Maca Tabnetku (n = 20), 3BaXkyBaHKs

136,8 — 151,2 mg/mr

144.1

Dissolution (Ph.Eur. 2.9.32), in 0.3% sodium lauryl
sulphate in water, apparatus 2, 100 rpm. / Po34nHeHHs
(€Bp. Papm. 2.9.3%), B 0,3% po3uunHi HaTpito
naypwicynedary y Bogi, anapar 2, 100 06./xe.

Q=75% after 45 minutes / Q=75%
Yyepes 45 xBunuH

Complies / Bignosigae

Microbiological Quality®, Ph.Eur. 5.1.42 (non-aqueous
preparations for oral use) / MikpoGionorivyHa

uucrora®, €sp. ®apm. 5.1.42 (HeBOAHI NpenapaTi Ans
opanbHOro 3acToCcyBaHHs)

TAMC, Ph.Eur. 2.6.122 / 3aranbHa KinbkicTe aepoGHUX
mikpoopraHiamie, €sp. dapm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3aranbHa KinbKicTb LIBINEBUX i
ApbkakoBux rpubis, €8p. Papm. 2.6.122

Escherichia coli, Ph.Eur. 2.6.132/ €Bp. dapm. 2.6.132

< 108CFU/g / < 103 KYOIr

< 102CFU/g / < 102KYO/r

Absent/g / BigeyTHilr

Not tested / He
TecTysanocs

Not tested / He
TECTYBanocs

Not tested / He
TecTyBanocs

FOR FILM-COATED TABLETS (GREY) 1 mg/10 mg/

AnA TABNETOK, BKPUTUX MNIBKOBOK OE0JIOHKOIO (CIPOIO KOJIbOPY)

no 1 MrM1o Mr

Appearance (visually) / 3oBHilLRil BUrnAL (BisyansHo)

A round, biconvex, grey film-
coated tablet with inscription ‘379°
on one side. The diameter is 7
mm and the tablet weight is about
144 mg / Kpyrna, gsoonykia,
BKpUTa MNiBkoBo 060s1oHKOI0,
cipa Tabnetka 3 MapKyBaHHsiM

Complies / Bignosinae

V.04 ED: 12-Feb-21
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'379' 3 opjHoro Boky; AiameTp 7 MM
i Bara TabreTkn npubnusHo 144
Mr

Identification / laeHTudbikauis
o Estradiol / EcTpagion
- Retention time (HPLC) / Yac yrpumysaHHs
(BEPX) .

- UV spectrum/ YO cnekrp

» Dydrogesteron / QugporectepoH
- Retention time (HPLC) / Yac yTpumyBaHHs
(BEPX)

- UV spectrum / Yo criektp

e Color additive!/ BapsHuku?

- titanium dioxide (E171) / TuTany giokcug
(E171)

- iron oxide (E172) / 3anisa okcug (E172)

Corresponds to reference
standard / Bignoeinae
peepeHTHOMY cTaHaapTy.
Corresponds to spectrum of the
reference standard / Bignosigae
cnekTpy pedepeHTHOro
craHpapry.

Corresponds to reference
standard / Bignosigae
pecepeHTHOMY CTaHAapTy.
Corresponds to spectrum of the
reference standard / Bignosigae
cnekTpy pedepeHTHOro
cTaHgapTy.

Positive for titanium / Mo3uTuBHa
ANS TUTaHy.

Positive for iron / MosuTuera gns
3anisa.

Complies / Bignosigae

Complies / Bignosinae

Complies / Bignosinae

Complies / Bianosigae

Complies / Bignosinae

Complies / Bignosigae

Purity / HYucroTa
¢ Degradation products (HPLC), estradiol /
Mpoayktu perpagauii (BEPX), ectpagion

~ A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <0,5 %" <01
17R-diol]/ A9,11 -ecTpagion [ectpa-1,3,5(10),9(11)
TeTpaeH-3, 17R-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <0,5 %" <0.1
ecTpoH [3-rigpokeun-ecrpa-1,3,5(10)TpueH-17-0H]
- 6-keto-estradiol [17R-3,17-dihydroxy-estra-1,3,5 (10)- | < 0,5 %* <01
triene-6-one] / 6-keTo-ectpagion [1768-3,17-
purigpokeu-ecrpa-1,3,5 (10)-TpueH-6-0H]
- Unspecified, each / KOXHOro HEBCTAHORIEHOIO <05 %: <0.1
- Sum/ Cyma <1.0% <01
e Degradation products (HPLC), dydrogesteron
/ TipopyxTyt gerpagauii (BEPX),
ANAporecTepoH "
- Unspecified, each / KoXHOro HeBCTaHOBNEHOTO =05 zA’H <01
-Sum/ Cyma <1.0% <01
Content / BmicT
- estradiol as C1sH2402 (HPLC) / ecTpagiosn sik 0,95 ~ 1,05 mg/tablet / 0.99
C1sH2402 (BEPX) mr/TabneTky
- dydrogesteron (HPLC) / anaporectepoH 9,5 - 10,5 mg/tablet / 9.9

(BEPX)

mr/Tabnerxy

Uniformity of dosage units (HPLC) / OgHopigHicTb
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flo30BaHnx oanKnLb (BEPX)
- estradiol / ecTpagion

- dydrogesteron / gugporectepoH

Complies with Ph. Eur. 2.9.40%/
Bianosiaae €sp.dapm. 2.9.402

Complies with Ph. Eur. 2.9.40%
Bignosigae €sp.dapm. 2.9.402

Complies / Bignosinae

Complies / Bignosigae

Average tablet weight (n=20), weighting / CepegaHs
maca Tabnetku (n = 20), 3aBaXyBaHHs

136,8 —~ 151,2 mg/mr

142.9

Dissolution (Ph.Eur. 2.9.32), in 0.3% sodium lauryl
sulphate in water, apparatus 2, 100 rpm. /
PosunHeHHs (€Bp. Papm. 2.9.32), B 0,3% po3uuHi
HaTpito naypuncynedary y sogi, anapat 2, 100
06./x8.

- estradiol / ectpagion

- dydrogesteron / npupporectepoH

Q=75% after 45 minutes / Q=75%
yepes 45 xsunuH

Q=75% after 45 minutes / Q=75%
yepes 45 xsunuH

Complies / Bignosigae

Complies / Bignosigae

Microbiological Quality®, Ph.Eur. 5.1.42 (non-aqueous
preparations for oral use) / Mikpo6ionoriuHa yucroTta?,
€8p. Papm. 5.1.42 (HeBoaHi npenapaTu ons
OpanbHOro 3acTOCyBaHHs)

TAMC, Ph.Eur. 2.6.122 / 3arasbHa KinbKicTb aepobHux
MikpoopraHismis, €8p. Papm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3arantHa Kinbkictb Usinesux i
Apkmprosux rpubis, €sp. dapm. 2.6.122

Escherichia coli, Ph.Eur. 2.6.13% €gp. ®apm. 2.6.132

< 10°%CFU/g / < 10%KYOIr

< 102CFU/g / < 102KYOIr

Absent/g / BigcyThi/r

Not tested / He
TecTyBanocs

Not tested / He
TecTyBanocs

Not tested / He
TECTYBanocs

' Not routinely tested; one batch a year will be tested. / BunpoBysaHHsi IpoBoANTLES HE PYTUHHO, Byae

TEeCTYBATUCH OfiHa cepisi Ha pik.
2Current edition / YuHHe BugaHHs,

3 Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / BunpobysatHs

NPOBOANTLCSA He pyTUHHO, Byde TecTyBaTUCA OfHa Cepist 3 AeCATU MIHIMYM O4UH pas Ha pik.

* Percentage of the estradiol label claim. / BifgcoTtok i 3asHaueHoi Ha ynakosti KinbkocTi ectpagiony.
** Percentage of the dydrogesterone label claim. / BigcoTok Bif 3a3HadeHol Ha ynakosLi KinbkocTi

LULPOrecTepoHy.

12. | Comments / KomeHTapi

Destination countries: Ukraine
Kpainu-imnoprepu: Ykpaida

13. | Certification statement /
3asBa npo cepTudikauiio

I hereby certify that the above information is authentic and accurate. This
batch of 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 Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Lum nigreepaxyio, Lo
BULLEBUKINaaeHa iHchopmalia € aBTeHTUYHO i BipHOK. Lito cepiio
npenapaty BupoBbreHo (BKNYaKUM ynakosKy/MapKyBaHHS Ta KOHTpOrb
AKOCTI) BULLIEBKa3aHUM BMPOOHUKOM Y NOBHIl BifNOBIAHOCTI 3 BUMOramm
GMP nokansHoro perynaTtopHoro opray i 3 saaTBepaxeHumu
cneuundikauismu srigHo 3 PeecTpauiliHmM NocBigYeHHAM KpaiH-
imnoprepa. [dokymeHTaljiio Woh0 sBupobHuLTBaA cepii, ynakoBkH i
TecTyBaHHS NepesipeHo, | BCTaHOBMEHO 11 BignosigHicTs BuMoram GMP.

| declare that my signature only applies to the English text and assume a
correct translation./ A 3asBnsito, WO MilA NiANUC CTOCYETHCS TiNbKN TEKCTY

V.04

ED: 12-Feb-21

HA AAD: 30-May-16
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P

aHrNiNCLKOI0 MOBOK | NPURYCKAID KOPEKTHICTL nepeknagy.

14.

Name and position & title of
person authorizing the batch
release / Im's Ta nocaga
ocoby, BiANoBinanbHOT 32
sunyck cepii

F.W.J. Havinga

Qualified person / YnosHoaxeHa ocoba

15.

Signature of person
authorizing the batch release /
Mignvic ocobu, signosiganbHoi
32 Buryck cepii

16.

Date of signature / Jata
nignucy

V.04

ED: 12-Feb-21
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JHEPKABHA CJHVYXBA 3 JIIK AP(‘LRI/IX 3ACOBIB TA KOHT PO.H}O 3A
HAPKOTUKAMH Y KHIBCHKINA OBJIACTI

nipos. Ceitmuunoi Hauii, 3, m.Kuis, 02099, tesr/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

. BICHOBOK
Tpo AKicTH BBE3CHOro B YKpainy JikapchKoro 32co0y

07.01.2025 Ne 70554/25/10

®EMOCTOH®

(HEINMCII]B'IHH)I HlepuLuOl‘O 32\006\’ 3,‘(}!“0 3 pecc*rpaulmnm TIOCBI}(‘-ICNHHM)

Taﬁnencn, BKPHTI ILTIBKOBOIO 060JI0HK010, 110 1 MT + TabJIeTKH, BRKPHTI NIIBKOBOL0
000N0HKOI0, 110 1 Mr/10 Mr; Kombi-ynakoskiNe 28 (28x1) 14 TabseTok, BRPHTIX ILIBKOBOIO
00o. ﬂOlIKOlO, oinoro KOJILOPY 1O 1 mr + 14 TayeToK, EKPUTHX TUIIBKOBOI0 000J10HKOID, uporo

' lconbopy o 1 mr/10 Mry gaicrepi; no 1 Gaicrepy B Kopoﬁm ’

" (popMa BHITYCKY, HO3YBAIHS, DI NAKYBaHHA JiKapChKOTO 3acoBy)
Honiep peectpauiiitoro nocsingcnns UA/483 6/01/01 CTPOK Aii peec’rpauiﬁnoro noceiguenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 376371 KinbkicTs BBe3€HOrO mikapebkoro 3acoby 1600

Bupobuux A660TT onnommka'm b.B. Hmepnamm

(IldHMCH /BAHHSA BHPOOHWKA JliKa CbK()l'O 3acofy, Kpaina BOXOKCHIT
" l

Beegeno B Ykpainy Crinibie yKpailchbKo-eCTOHChKE HANPUEMCTBO Y opmi ToBapKCTBR:
3 o6Mexenoo sinosigansuictio "OntiMa-Oapm, JITIL", inewr. ko
21642228

‘ (Haum.uynmmﬂ Ta xon 32 €JIPTIIOY topuaiunoi ocoby abo npissuue, iM's, no 6aTLKosi (isHHOl
' ocoBu - mimpreMns, ii Micue POKHBAHIIA T2 pL€CTpdlI1HHHH HoMep OOMIKOBOT KaPTKH MIATHHKA
. no;larkis abo cepis Ta HoMep {1acnopTa)

f[ho’ron;on Bisyani,uorb lgmrrpb.um vniu 07,0] ,2025 2 4229/21.

34 pesyibTaTaMH  JEPKABHOIO  KOHTPOIHO BCTAaNOBIeHO, 140 Jikapchkuil 3aci6 BBezeno B YRpainy 3

JOTPUMAHHSAM BHMOT 3aK0HO/TaBCTEA UIOA0 3afesnevenns sKocTi TiKapehKirx 3acobiB.
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Abbott Biologicals B.V. / AGGorT Bionogxikans B.B. Pageier. |1
Veerweg 12, 8121 AA Qlst, The Netherlands /

Becpaer 12, 8121 AA Oniber, Higepnanan

Certificate of analysis / Ceprtudpikar aHanisy

1. | Name of product / Hassa npogy«kry FEMOSTON® / EMOCTOM®
2. 1 Country of the manufacturer / Kpaina supoBruk | The Netherfands / Higepnangm
3 Registration cerificate number in Ukraine / UA/4836/01/01

Homep peecTpauifinoro noceinuenHs 8 YkpaiHi

White tablet: estradiol hemihydrate micronized equivalent
estradiol 1 mg; grey tablet: estradiol hemihydrate
micronized equivalent estradiol 1 mg, dydrogesteron,

. micronized 10 mg. /
4. | Strength/ Cuna gif bina TabneTka: ecrpagiony remirigpary mikpoHisosasoro,
Wo exsiBaneHTHo ectpagiony 1 mr; cipa tabnetka:
ecTpaaiony remirigpary MiKpORI3OBaHOro, Lo eKBIBANEHTHO
ecTpagiony 1 mr i gnAporecrepony, Mikpotizosaroro 10
ML,

Film-coated tablets 1 mg + Film-coated tablets 1 mg/10
5. Pharmaceutical form / Nikapceka chopma mg. / TaBnertky, BrpuTi NNIBKOBOI 0GONOMKOID, MO 1 Mr +
Tabnerry, BKPUATI NNIBKOBOIO 000NOHKOI0, rio 1 mr/10 Mr.

Combi pack #28x1: 14 white film-coated tablets per 1 mg +
14 grey fim-coated tablets per 1mg/10mg in blister; per 1

Size and type of the package / Posmip i Tun blister in box. /

6. - KomGi ynaxoska #28x1: 14 TabneTox, 8KpUTUX NMiBKOBOKO
oBonoskoto, Binoro koneapy no 1 mr+ 14 tabnerok,
BKPUTAX NNIBKOBOKD 0BONOHKOIO, Ciporo Konbopy o 1 mr/10
mry Bnicrepi; no 1 BnicTepy B ynakosy,
Batch number / Homep cepil 376371
7.
Batch size / Poawmip cepil 16.500 packs / yr.
Date of manufacture / ara supoSruurea 06.09.24
8.
Date of batch release / lata sunycky cepil 21.11.2024
9 Expiry date / [lara sakiH4eHHs Tepminy 06.09.27
) NPUARTHOCTI
10. | Name, address and manufacturing license
numbers for all sites responsible for Abbott Biologicals B.V. / AGSoTT bionoawikana b.B.
manufacturing process and quality control. / Veerweg 12, 8121 AA Olst, The Netherlands /
Hasga, agpeca Ta HoMepH niljeHsil Ha Beepser 12, 8121 AA Onscr, Hinepnaxan
BupoBHULTBC ANns BCIX BUPOBHUKIB, Manufacturing Authorization / (Jliuexsia Ha BupoBHILTBO)
signogigancHnx 3a BUpoBHUYMI npouec i 108926F
KOHTPOIMb SKOCT],
11. | Results of analysis / Peaynbrarn ananisy See table below / [lua, Tabnuiyo Hkqe
Results of analysis / Pesynbrtaru ananisy
Parameter tested / Acceptance limits / Results /
KoHTponLoBauui napamerp Honycrumi mexi PesynbraTti

FOR FILM-COATED TABLETS (WHITE) 1 mg /
ONA TABINETOK, BKPUTUX NIIBKOBOIO OBONOHKOIO (BUTOTO KONBLOPY) 10O 1 MIC

Appearance (visually) / 3osriluniit Burnsiy (sisyansHo) | A round, biconvex, white film- Complies / Bipnosinae
coated tablet with inscription '379°
on one side. The diameteris 7
mm and the tablet weight is about
144 mg/ Kpyrna, nsoonyxkna,
BKDPUTA NNIBKOBOI OBONCHKOI,
Bina TabneTka 3 MapKyBaHHsM
'379" 3 opHoro Sokry, giameTp 7 mm
i para TaBneTky npubnuano 144

mr
Identification / |lnenTudixadlia
« Estradiol / EcTpagion ) ' )
- Retention time (HPLC) / Yac yTpumyBaHts Corresponds to reference Complies / Bignosinae
V.04 ED: 12-Feb-21 HA AAD: 30-May-16
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(BEPX)

- UV spectrum/ Y& criekrp

«  Color additive! / Baparuiu!

- titanium dioxide (E171) / TutaHy aiokeng
(E171)

standard / Bignosigae
pedeperTHOMY CTanaapTy.
Corresponds to spectrum of the
reference standard / Bignosiaae
CneKTpy pethepeHTHoro
CTaHaapTy.

Positive for titanium / MNosurusna
JNR TUTaRY

Complies / Bignosinae

Complies / Bignoginae

Purity / Mucrora
Degradation products (HPLC) / MNpoayxru gerpanauii
(BEPX)

- A8, 11-gstradiol [estra-1,3,5(10),9(11) tetraene-3, <085 %* < 0.1
17R-diol}/ A9, 11-ecrpagion {ecTpa~-1,3,5(10),9(11)
Terpaen-3, 178-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / < 0,5 %* <01
ectpot {3-rigpoxcu-ectpa-1,3,5(10)puen-17-on1)
- 6-keto-estradiol [173-3,17-dihydroxy-estra-1,3,5 (10)- { = 0.5 %™ <0.1
triene-6-one] / 6-keTo-ectpagion [176-3,17-
aurigpokeu-ectpa-1,3,5 (10)-TpueH-6-0H])
- Unspecified, each / KOXHOrO HEBCTAHOBNEHOMO <05 %* <0.1
- Sum / Cyma < 1,0 %* <01
Content / Buicr

- estradiol as CigHza02 (HPLC) / ectpapion sx 0,95 ~ 1,05 mg/tablet/ 0.99

CiaHz402 (BEPX)

mrfrabneTiy

Uniformity of dosage units (HPLC) / OgHopigricTs
N030BaHUX oaunkniik (BEPX)

Complies with Ph, Eur. 2.8.402/
Bignosigae €sp.dapm 2.9.40%

Complies / Binnosigae

Average tablet weight (n=20), weighling / CepegHs
maca tTabnetku (n = 20), 3BEKYBAHHSA

136,8 - 151,2 mg/mr

144.1

Dissolution (Ph.Eur. 2.9.32), in 0.3% sodium laury!
sulphate in water, apparatus 2, 100 rpm, / PosuyHerHs
(€8p. dapm. 2.9.32), 8 0,3% posdyuHi HaTpik
naypuncynodary y sodi, anapar 2, 100 06./xs.

Q=75% after 45 minutes / Q=75%
yepes 45 xBunnH

Complies / Bianosigae

Microbiclogical Quality®, Ph.Eur. 5.1.4? (non-aqueous
preparations for oral use) / Mikpobionoriuna

yucrota®, €ep. ®apm. 5.1.4% (vesoaHi npenapati 4na
OpanLHOTO 3aCTOCYBAHHS)

TAMC, Ph.Eur. 2.6.12?2 / 3aranbta Kinbxicts aepobuux | < 103 CFUfg / < 108KYO/r Not tested / He
mikpoopratismis, €ap. Gapm. 2.6.122 TECTYBanocs
TYMC, Ph.Eur. 2.6.122 / 3aranb#ia Kinbxicts Usinesux i | < 102CFU/g 7 < 102 KYOIr Not tested / He
ophprosux rpubis, €sp. Qapm. 2.6.122 TECTYBANOCS
Escherichia coli, Ph.Eur. 2.6.132/ €Bp. ®apn. 2.6.132 | Absent/g / BigcyTHifr Not tested / He
TeCTYBanocs

FOR FILM-COATED TABLETS (GREY} 1 mg /10 mg /

N5 TABNETOK, BKPUTUX MNIBKOBOIO OBOJIOHKOIO (CIPOIO KONbOPY)

101 M0 Mr

Appearance (visually) / 3oBHiLUHIA BUrIRA (Bi3yanbHo)

A round, biconvex, grey film-
coated tablet with inscription 379
on one side. The diameter is 7
mm and the tablet weight is about
144 mg / Kpyrna, asoonykna,
BKPUTE FNIBKOBOIO ODONOHKOIO,
cipa Tabnerka 3 MapkyBaHHsM

Complies / Bianosinae
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Abbott Biologicals B.V. / A66oTt Bionogxikans 5.8,
Veerweg 12, 8121 AA Olst, The Netherlands /

Beepser 12, 8121 AA Onwer, Higepnanau

379" 3 oproro Boky; plaverp 7 Mm

i Bara TabneTku npubnuano 144
Mr

tdentification / [aeHTihikauis
o [Estradiol / Ectpagion
- Retention time (HPLC) / Mac yTpumyBakHs
(BEPX)

- UV spectrum / YO cnexrp

= Dydrogesteron / flugporecrepon
- Retention time (HPLC) / Yac yTpumyBaHHs
(BEFX)

- UV spectrum/ Y& cnexrp

+  Color additive!/ bapsHuku?

- fitanium dioxide (E171) / Tutany giokeug
(E171

- iron oxide (E172) / 3anisa oxeug (E172)

Corresponds to reference
standard / Bignosigae
PEPEPEHTHOMY CTaHLAPTY.
Corresponds to spactrum of the
reference standard / Bignoginae
CHEKTPY petepeHTHOro
cranpapry.

Corresponds to reference
standard / Binnosigae
pethepeHTHOMY CTakaapTy,
Corresponds to spectrum of the
reference standard / Binnosinae
CHexTpy pedeperTHOro
craHaapry.

Positive for titanium / Noautuana
4NA TUTaHY.

Positive for iron / Noswrvena ans
3ariaa.

Complies / Bignosinae

Complies / Binnosigae

Complies / Bignosinae

Complies / Bignosinae

Complies / Bignosinae

Complies / Bignosigae

Purity / Yucrora
« Degradation products (MPLC), estradiol /
Mpogykru aerpagauil (BEPX), ecrpagion

- A8,11-estradiol [estra-1,3,5(10),9(11) tetragne-3, <05 % <0.1
178-diol}/ 49,11 -ectpagion [ecTpa-1 :3.5(10),9(11)
teTpaen-3, 178-pion)
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <05 %" <0.1
ecTpoH [3-rigpokeu-ectpa-1,3,5(10)Tpuen-17-0H)
- 6-keto-estradiol [178-3,17-dihydroxy-estra-1,3,5 (10)- | £0.5 %" < 0.1
triene-B-one] / 6-kevo-ecrpagion [17R-3,17-
aurigpoken-gctpa-1,3,5 (10)-Tpuet-6-0H]
- Unspecified, each / KOXHOrO HEBCTEHOBNEHOIO 205 %i <01
- 8um/ Cyma <1.0% <0.1
s Degradation products (HPLC), dydrogesteron
{ Npogykry aerpapauil (BEPX),
BUAPOrecTepOH < 0.5 %" <O
- Unspecified, each / KoxHoro HescTraHoBneHoro = L i :
-8um/ Cywma £1.0% <01
Content/ Bmicr
- estradiol as CisH2402 (HPLC) ! ecTpapion sx 0,95 — 1,05 mg/tablet/ 0.9
Caabas02 (BEPX} mr/Tabnerky
- dydrogesteron (HPLC) / aupporectepon 9,5 —~ 10,5 mgftablet / 9.9

(BEPX)

rarfrabneTky

Uniformity of dosage units (HPLC) / OgHopiaHicT
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Abbott Biologicals B.V, C;I ABBoTT Bionogxikans b.B,

Yeerweg 12,8121 AA

st, The Netherlands /

Beepser 12, 8121 AA Onoer, Hinepranau

Page/cer. |4

AososaHX ofuHuYL (BEPX)
estradiol / ectpagion

- dydrogesteron / auaporecrepon

Complies with Ph. Eur. 2.9.40%
Binnosinae €ap.dapm. 2.9.402

Complies with Ph. Eur. 2.9.40%
Bianoeigae €sp.dapm. 2.9.402

Complies / Bianosinae

Complies / Bignosigae

Average tablet weight (n=20), weighting 7 Cepegns
maca tagnerky (n = 20), spaxyBanHs

136.8 - 151,2 mg/mr

143.5

Dissolution (Ph.Eur. 2.9.32), in 0.3% sodium lauryi
sulphate in water, apparatus 2, 100 rpm. /
Posunkenns (Esp. Gapm. 2.9.3%), 8 0,3% pPO3YuHi
HaTpilo naypuncynediaty y sogi, anapar 2, 100
06./x8.

- estradiol / ectpapion

- dydrogesteron / pugporecrepon

Q=75% after 45 minutes / Q=75%
Yepes 45 xaunny

Q=75% after 45 minutes f Q=75%
Jepes 45 xsunuH

Complies / Bignosigae

Complies / Bignosigae

Microbiological Quality®, Ph.Eur. 5.1.42 (non-aqueous
preparations for oral use) / MikpoBionoriuna ucToTas,
Eep. Gapm. 5.1.42 (HesogHi npenapary ans
OPanbHOro 3acToCy BaHHA)

TAMC, Ph.Eur. 2.6.122 / saranbHa KinbKicTb aepobHuX
mikpoopranizmis, €8p, dapm. 2.6.122

TYMC, Ph.Eur. 2,6.122/ 3aransha KinbKicTs usinesux |

Apixgxosux rpubie, €ap, dapm. 2.6.122 TeCTYBaNosH
Escherichia coli, Ph.Eur. 2.6.13% €ap. dapm, 2.6.132 Absent/g / BigeyThify Not tested / He
TECTYBANOCS

< 103CFU/g 1 < 10%KYOIr

< 10%CFUfg / = 10%KYQIr

Not tested / He
TecTyBanocs

Not tested / He

' Not routinely tested; one batch a year will be tested. / BunpoBysanns npoBOANTLCS He pyTUHHO, Byae

TECTYBATUCH OJHA cepis Ha pik.
2Current editlon / YnHHe supakHs.

3 Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / BunpoBysants

NPOBOAUTLCS HE PYTUHHO, DYAE TECTYBATUCA OAHA CEPIA 3 ABCHTH MIKIMYM OMH Pa3 Ha piK.

* Percentage of the estradiol label claim. / BigcoTok sig 3asHaueHoi Ha ynakoBLi kinbkocti ecrpagiony.
** Percentage of the dydrogesterone label claim. / BincoTok sig 3asHaveHol Ha YRakoaLyi KinbkocTi

ANIporecTepony.

12. | Comments / KomenTapi

Destination countries; Ukraine
Kpalnu-imnoptepu: Yepaina

13. | Certification statement /
3anpa npo cepruikayio

I hereby certify that the above information is authentic and accurate. This
batch of product has been manufactured, including packaging/labeling
and quality control at the above mentioned site(sy in full compliance with
the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Ljum RIATBEPAXYIO, WO
Bulliesvknazena inopmallis € aBTeHTUYHOIO i BipHOH. Lilo cepilo
fpenapaTty BUpOGIEHO (BKITIOUAIOMY YNAKOBKY/MAPKYBaHHS Ta KOHTPOMb
AKOCTI) BULUEBKA3AHIM BUPOBHUKOM Y NOBHI BIANOBIAHOCTI 3 BUMOramMu
GMP nokanbHoro perynsaTopHOro OpraMy i 3 3aTBepKERUMH
cneyucpikauismiu aripHo 3 PeecTpauifityum nocsiaveHHsm Kpaity-
imnoprepa. JokymMeHTauio Wogo BUpoBHULTEE cepil, ynakosku i

TECTYBaHHHA nepesipeHo, | BCTaHoBNEHO 1 BianosinHicTs BuMoram GMP.
I declare that my signature only applies to the English text and assume a
correct transiation./ A 3a3BNA10, WO Mili NIGINC CTOCYETHCR TINBKK TEKCTY

V.04
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Abbott Biologicals B.V. Cg ABBotr Bionogxikans 5.B. Pagel
Veerweg 12, 8121 AA Ol

st, The Netherlands /

Beepser 12, 8121 AA Onser, Hinepnanan

aHININCHKOIO MOBOIO | TPUMYCKAK KOPEKTHICTL Nepexnagy.
14. | Name and position & title of H.P. van Klaveren
persen authorizing the baich
release / IM'st Ta nocagna Qualified person / YnosHoBaxeHa ocoba
ocoBu, slgnosinansHol 3a %i
BUnycx cepil {
15. | Signature of person N s
authorizing the batch release / | N/ N\ &”/”
Mignuc ocoby, signoginanero! | w5 =7 o
32 BUNYCK cepil ; »"’/
16. | Date of signature / lara 26.11,2024
nignuey \ %’”
i
V.04 ED: 12-Feb-21 HA AAD: 30-May-16
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