AEPIKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJACTI

npos. Ceitanurol Hanil, 3, M.Kuis, 02099, ten/dakc; (044) 576-40-41
E-mail: dis ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
HPO SAKICTHL BBE3CHOr0 B YKpaiHy JikapchKoro 3acofy

04.03.2025 Ne 8782/25/10

PEMOCTOH®

(wafimenysaums nikaperoro 3aco0y ARG 3 peecTpautiiitiaM TOCRIICHEAM)

TabaeTxy, BRpUT mIiBKoBOIO 060.10HK010, 10 T Mr + TabieTKn, BRPITI ILTIBKOBOIO
o00:10HK010, 10 1 MI/10 Mr; Kombi-ynaxoska Ne 56 (28x2): 14 TabaeToK, BRPHTHX IXIBKOBOLG
ofo10uKo0I0, Binore sconwopy mo 1 vr + 14 TaBACTOK, BKPHTHX IIIBKOBON 0G0h01KOI0, ciporo

KoJbopy 1o 1 Mr/10 mr y Gaicrepi; no 2 Gaicrepn B kopodui
(popma sunycky, A03YsaHHA, BHA NAKYBAHKA hikapcskora 3acoly)

Homep peccpauiituoro nocsiguenns UA/4836/01/01 crpox aii pecerpatiiinoro nocsinuenss 01.01.2099

Cepin nikapcakoro sacoby Na 376413 KimexicTs raesetoro sikapesxoro sacofy 200-
BupobhHK A66ort Biomomxkikans B.B., Hizepsauau
{HafveryBamia supobmusa nikapesxoro aacoly, kpaiiia NOXOTKCHHA)
Breseno B Yxpaiuy Cruiznle yKpaiHchK0-eCTOHCEKE MADPHEMETEO Y (opii TOBapHCTBA
3 00n1esReHOI0 BiANOBiAAdLRIcTIO "OnTiMa-Papn, JTI, ixenr. woa:
21642228

(naiimettyranns Ta xoi 32 CAPIIOY wopsmiynol ocobi 260 npissuwe, in's, 1o GateroB] dianunoi
ocobu - ignpiemua, ¥ Micye npowisanna Ta peectpaudiinnii HoMep obnikonoi KapTRIl IATHIKA
fiogaTxis abo cepis Ta noMep nacmopra)

MpeToren sisyansiore kourpome sig 27.02.2025 N 0568/15.

32 pesynpTATAMI  ACPHABHOIG  KOWTPOAI  BCTAHORNIGHO, M0 nikapeskidi  3aci6  BBescHO B Vipainy 2

AOTPHMAHM euMor 3aK0HOAABCTRA [OR0 3A0E3NEUEHHS AKOCTI JiKapChKUX 3acoBis.

OJ;;;I:&ETP._BOMEI‘IKQ' )

- (rfirist) {inifnianis Ta npizsiiic).




Abbott Blofogtcals B.V. / ABGorr Bionoasikans B.B.
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Vearweg 12, 8121 AA Olst, The Netherlands /
Begpser 12, 8121 AA OanT Hinepnanau

Certificate of analysis / Ceprudbikar ananisy

1. | Name of product / Haasa npoayrry FEMOSTON® / ©EMOCTOH®
2. | Country of the manufacturer / Kpaina supoBruk | The Netherlands / Higepnanau
Registration certificate number in Ukraine /

3. Homep peectpalliitioro nocsinyenns 8 Yepaii 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 it bina TaBnerra: ectpagiony remirigpaty mikporizosaworo,
Lo eKsiBaneHTHo ecTpagiony 1 Mr; cipa rabnerka:
ecTpaniony remirigpaty mikpoHis0BaKOIo, WO eXBIBANEHTHO
ecrpagiony 1 mr i gnaporecrepowy, mikponisosarors 10
WA
Film-coated tablets 1 mg + Film-coated tablets 1 mg/10

5. Phatmaceutical form / Nikapeexa dropma mg. / Tabnetxu, sxputi nniskoso oBonoukolo, no 1 mr +
TabneTku, BKpUTI NI1IBKOBOI0 GBONOHKOK, NG 1 MrH10 Mr.
Combi pack #28x2: 14 white film-coated tablets per 1 mg +
14 grey film-coated tablets per 1mg/10mg in blister; per 2

: \ s blisters in box. /
6. S';f'e, a”,d type of the package / Posmip i Tun Kombi ynakoska #28x2: 14 Tabnerok, BKPUTIX ANIBKOBOIO
YNaKoBKK 5
oBorioHkoio, Binoro xonbopy no 1 Mr+ 14 Taéinerox,
BRPUTUX I1iBKOBOIO 0B0NOHKOIQ, CIPOro konbopy no 1 mMr/10
war y Bnicrepi; no 2 BricTepK B ynakosdi,
Batch number / Homep cepit 376413
7.
Balch size / Po3mip cepil 9,300 packs / yn.
Date of manufacture / larta supobHuyrea 08.09.24
8.
Date of batch release / lara sunycky cepil 05.12.2024
9 Expiry date / [lara 3akinveHHs TepMity 08.09.27
NPUEATHOCTI
10. | Name, address and manufacturing license

numbers far all sites responsible for

Hasea, agpeca ta HoMepW riueHsiit Ha
BUPODHKLITEO AN BCIX BUPCGHWUKE,
BIANCBIAANBHUX 33 BUPOGHUUMA NpoLec i
KOHTPROIb AXOCTI

manufacturing process and quality control, /

Abbott Biologicals B.V. / A6SorT Bionosaxikans 6.8.
Veerweg 12, 8121 AA Qlst, The Netherlands /

Beepser 12, 8121 AA Onber, Higepnaran
Manufacturing Authorization / (MieHsin Ha BupoBRULTBEO)
108926F

11

| Results of analysis / Pesynerati ananisy

See table below / [lus. Tabnuuio Hkde

Results of analysis / Peaynwrtary avaniay

Parameter tested / Acceptance limits / Results /
KoHrponuosaunii napamerp Honycrumi mexi Peaynkratu

FOR FILM-COATED

TABLETS (WHITE) L mg /.

_Ans TABIETOK, BKPUTUX ITIIBKOBOIO OBONOHKOIO (BIIOrO KOALOPY) MO 1 MI'

Appearance (visually) / 3osHiumilk Burnsg (BisyansHo)

A round, biconvex, white film-| Complies / Bignosigae
coated tablet with inscription ‘379’
on one side. The diameter is 7
mm and the tablet weight is about
144 mg/ Kpyrna, geoonykna,
BrpuTa  nnigkopoy  oBoRoHKOW,
Gina rabnetka 3 MEpKYBaHHAM
'379' 3 opHoro Boky; piamerp 7 MM
i para tabnemws npubnuaxo 144
Mr

Identification / lgerrudbikayis

Estradiol / Ectpagion

Retention time (HPLC) / Yac yTpumysasss

Complies / Bignosinae

Corresponds to reference

V.04

ED: 12-Feb-21

HA AAD: 30-May-16
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Abbott Biolpgicals B.V. / ABBorr Bionogxikana B.B.
Veerweg 12, 8121 AA Olst, The Netherlands /

Beeprer 12, 8121 AA Onboer,

Hinepnasau

(BEPX)

- UV spectrum / YO cnexrp

e Color additive'/ BapsHuku®

titanium dioxide (E171) / TuTamy giokeug
(E171)

standard / Bignosinac
pedepeHTHOMY cTangapry.
Corresponds to spectrum of the
reference standard / Binnosinae
cnexkTpy pedepeHTHoro
CTaHaapTy.

Positive for titanium / [osnTueHa
ANA TUTaHy

Complies / Bignosinae

Complies / Bignosigae

Purity / Yucrora
Degradation products (HPLC) / Mpoaykry serpagauii
(BEPX)

~ A9, 11-estradiol festra-1,3,5(10),9(11) tetraene-3, <05 % <01
178-diol}/ 8, 11-ectpagion [ecrpa-1,3,5{10),8(11)
TerpaeH-3, 17f3-gion)
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / 205 %" < Q.1
ecTpoH [3-rinpoken-ectpa-1,3,5(10)TpreH-17-01]
- 6-keto-estradiol [17R-3,17-dihydroxy-estra-1,3,5 (10)- | < 0,5 %" < 0.1
triene-6-one] / 6-keTo-ectpagion {173-3,17-
Awrigpoken-ectpa-1,3,5 (10)-TpueH-6-oH)
- Unspecified, each / KOKHOTO HEBCTAHOBNEHOTO <05% <01
- Sum/ Cyma < 1,0 %" < 0.1
Content / Buicr

- estradiol as CisMHuOz (HPLC) / ectpagion s 0,95 - 1,056 mgftablet/ 0.99

CrablzaQz (BEPX)

MrTabneTxy

Uniformity of dosage units (HPLC) / OgropigHicTs
A030BaHUX OAUHKLL (BEPX)

| Complies with Ph. Eur. 2.9.40%/

Binnosigae €ep.dapm 2.9,402

Complies / Bignogigae

Average tablet weight (n=20), weighting / Cepeans
maca TabneTtiiu (n = 20), ssakyBaHHn

136,8 - 151,2 mghar

144.1

Dissolution (Ph.Eur. 2.9.3%), in 0.3% sodium lauryl
sulphate in water, apparatus 2, 100 rpm, / PosunHerHs
(€ap. Gapm. 2.9.32), B 0,3% posuuni HaTpilo
naypuncyristharty y soai, anapat 2, 100 c6./xs.

Q=75% after 45 minutes / Q=75%
uepes 45 xsunnH

Complies / Bignosigae

Microbiological Quality®, Ph.Eur. 5.1.4% (non-agqueous
preparations for aral use) / MikpoGicnoriuna

upcroTa®, €ep. ®apm. 5.1.47 (nesogHi npenapaTk 4nR
OPArLHOrO 3aCTOCYRBAHHA)

TAMC, Ph.Eur. 2.8.12?/ 2aranuHa KinbKicTh aepobrux

<103 CFU/g / < 10 KYOIr

Not {ested / He

MikpooprarizMie, Cep. dapm. 2.6.122 TECTYBanocs
1 TYMG; PheEur: 2.6:12%/ saranbHa KinsKicTs usineswx i< 102CFU/g 7 < 102KYOir “I"Nottested/He
Apixprosux rpndis, Cep. Gapm. 2.6.122 TECTYBANocH
Escherichia coli, Ph.Eur. 2.6.13%/ €pp. dbapm. 2.6,.13% | Absent/g / BigcyTHi/r Not tested / He
TECTYBAroCH

FOR FILM-COATED TAB

LETS (GREY) 1 mg /10 mg/

ANA TABNETOK, BKPUTUX MINIBKOBOK OBOJIOHKOIO (CIPOIO KONLOPY) O 1 M40 M

Appearance (visually) / SosHituHil Burnag (risyansHo)

Around, biconvex, grey film-
coated tabfet with inscription ‘379"
en one side, The diameteris 7
mm and the tablet weight is about
144 mg / Kpyrna, geoonykna,
BKPWTE 1UTIBKOBCH OBOSIOHKOIO,
cipa TabneTxa 3 MapkysarHsam

Complies / Bianosigae

V.04 ED: 12-Feb-21

HA AAD: 30-May-16




Abbott Biologicals B.V, / AGBotT Bionoanikans B.B.
Veerweg 12, 8121 AA Qlst, The Netherlands /

Beepser 12, 8121 AA Onber, Higepnasau

Pageicr. |3

‘379" 3 ofroro Boky,; piaMerp 7 Mm
i Bara Tabnerin npubnusuo 144
Mr

{dentification / |nernruthikallis
o Estradiol / Ectpagion
- Retention time (HPLC) f Yac yrpumysaniis
{BEPX)

- UV spectrum / Y& cnexrp

o Dydrogesteron / QuaporecTepoH
- Retention time (HPLC) / Yac yrpumysanns
(BEPX)

- UV spectrum / Y® cnexrp

s Color additive'/ BapsHuiku!

- titanium dioxide (E171) / Turary aiokcun
(E171)

- ron oxide (E172) / 3anisa okeng (E172)

Corresponds to reference
standard / Bignosigae
PEDEPEHTHOMY CTanAapTY.
Corresponds to spectrum of the
reference standard / Bignosinas
CHUBKTRY pethepeHTROrNo
crangapry.

Corresponds to reference
standard / Bignosigae
pethepeHTHOMY CTaszapty.
Corresponds to spectrum of the
reference standard / Bignosigae
CREKTPY pedepeHTsoro
craspapty.

Positive for titanium / MNosuTueHa
LAA TUT2HY.

Positive for iron / Mosuruska ang
aanisa.

Complies ! Bignosigace

Complies / Binnoginae !

Complies / Bignosigae

Complies / Bianosigae ‘

Complies / Bignosinae

Complies / Bignosipae

Purity / Yucrora
e Deagradation products (HPLC), estradiol /
Mpogyxru perpanadil (BEPX), ecrpanion

- A9,11-estradiol [estra-1,3,5{10),9(11) tetraene-3, 205 %" < 0.1
170-diol}/ AG,11 -ecTpagion [ecTpa-1,3,5(10),8(11)
rerpaen-3, 178-pion]
- estrone [3-hydroxy-estra-1.3,5(10)riene-17-one] / 20,6 % <01
ecTpoH [3-rigpokcu-ectpa-1,3,5(10)rpueH-17-0H)
- 6-keto-estradiol [17R-3,17-dihydroxy-estra-1,3,5 (10)- | £ 0.5 %* <0.1
triene-G-one} / 6-kero-ectpanion [173-3,17-
aurigpokeu-ectpa-1,3,5 (10)-rpnen-6-on]
- Unspecitied, each / kowHOro HeBCTaHOBNEHOMO <05 z/": <01
- Sum / Cyma <10% <0.1
= Degradation products (HPLC), dydrogesteron
{ Mpoayxy perpagauii (BEPX),
AUAPOTRCTENPOH i ey
- Unspecified, each / KOMHOro HeBCTaHOBRAEHOID 205 Z/"W : 0.1
- Sum / Cyma 21.0% <01
Content / Bmict
- estradial as CiaH2402 (HPLC) / ectpagion sk 0,95 ~ 1,05 mg/tablet / 0.99
CieMH2402 (BEPX) uritatnarky
- dydrogesteron (HPLC) / pugporecrepon 9,5 ~ 10,5 mg/tablet / 9.9

(BEPX)

mritabneriy

Uniformity of dosage units {HPLC) / OgHopianicTs
A030BaHUX oauHnLb (BEPX)

V.04 ED: 12-Feb-21

HA AAD: 30-May-16




Abbott Biologicals B.V. / ABGoTT Blonogxikans B.B.
Veerweq 12, 8121 AA Olst, The Netherlands /

Beepser 12, 8121 AA Orwer, Higepnangm

- estradiot/ ecrpagion

- dydrogesteron / praporecrepos

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

Complies with Ph, Eur, 2.9.40%
Bignosigae €sp.hapm. 2.9.40?

Complies/ Bignoeinae

Complies / Bignosinae

Average tablet weight (n=20), weighting / Cepeans
wmaca rabnerks (n = 20), 3BapkysaHHs

136,8 —~ 151.2 mg/ur

143.1

Dissolution (Ph.Eur. 2.9.3%), in 0.3% sodium fauryl
sulphate in water, apparatus 2, 100 rpm, /
PosdurenHs (Eep. Lapm. 2.9.3%), 8 0,3% posunsi
HaTpito naypusicynedaty y sogi, anapar 2, 100
ob./x8.

- estradiol / ectpaaion

- dydrogesteron { auaporecTepon

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

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

Complies / Bignosigae

Complies / Bignosiaae

Micrebiological Quality®, Ph.Eur. 5.1.42 (non-aqueous
preparations for oral use) / MikpoBionoriuna uucroTa®,
E€sp. Papum. 5.1.4% (MesofHI Npenapary ans
OPanLHOIO 3ACTOCYBAHHS)

TAMC, Ph.Eur. 2.6.12? / 3aransHa Kinekicto agpoGHnx
Mikpooprarismis, €sp. Papm. 2.6.122

TYMC, Ph.iEur. 2.6.122 / 3aransHa KinekicTs LBinesux i
apisakoenx rpubis, ©ap. dapm. 2.6.122

Escherichia coli, Ph.Eur, 2.6.13% €ap. dapm. 2.6.13%

< 10°CFU/g / < 10°KYOlr

< 10°CFUIg / £ 102KYQr

Absent/g / Bigcy il

Not tested / He
TeCTy Ba110CH

Not tested / He
TEeCTYBa50cH

Not tested / He
TeCTYBANOCH

' Not routingly tested; one batch a year will be tested. / BunpoByaanus npoOBOANTLCS HE pyTuHHO, Byae

TRCTYBATUCH Q4Ha cepia Ha pik.
2 Current edition / YuxHe sngaHHs:.

® Not routinely tested; cne out of ten batches will be tested with a minimum of once a year. / BunpoGypanHs
NPOBOAKTLES HE PYTUHHO, ByAe TECTYBaTHCS OAHA CepIs 3 4ECATY MIHIMYM OlUH Pas Ha piX,
* Percentage of the estradiol label claim. / BigcoTox Big 3askavenol Ha ynakosli KinekocTi ecrpagiony.
“ Percentage of the dydrogesterone label claim. / Bincotok Big sasHaveHol va ynakosui kinbkocti

ANAPOTECTEPOHY.

12. | Comments / KomenTapi

Destination countries; Ukraine
Kpaium-imnoprepu: Yepaiia

13. | Certification statement /
3assa npo cepTudikauio

I hereby certify that the above information is authentic and accurate, This
batch of product has been manufactured, including packagingftabeling
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. / Lium nigreepgyio, wo
BUlLEBHKNaAeH inhopmallin € asTenTuuHOW | BipHOIO, Lo cepiio
npenapary BUpoSneHo (BKII0HaUY yNakoeky/MapkyBaHHA T& KOHTPONb
AKOCTH) BULLIEBKa3aHUM BUPpOBHWKOM ¥ NOBRIA BINOBIZHOCTI 3 BUMOramu
GMP nokansHoro perynaTopHOro 0praKy | 3 3aTeapKeRuMy
credudikayinmu 3riaHo 3 PeectpauifiHum noceinueHHamM Kpaiii-
iMnoprepa. JokyMeHTauiio oo supoSHULTRE capll, ynakosxu i
TECTYRAHHA NEPEBIPEHO, | BCTAHOBIEHO 1T BIGNOBIARICTL BMOram GIMP,

| declare that my signature only applies to the English text and assume a
correct translation./ f1 aasansio, Wo MR NIANWMC CTOCYETECS TiMbKM TEKCTY
SHINIACHKOIO MOBOIO | NPUAYCKAI0 KOPEKTHICTL NEpekagy.

V.04

ED: 12-Feb-21

HA AAD: 30-May-16




Abbett Biologicals B.V, / ABBotT Bionogwixans 5.8,

Veerweg 12, 8121 AA Olst, The Netherlands /
Beepeer 12, 8121 AA Onber, Higepnanau

n

4.

| release / Iv'a ra nocaga

| Name and position & title of M.J. van Amerongen

person authorizing the batch

ocoby, Bignorigansro! sa
BUNYCK cepif

Qualified person / YnosHosameHa ocota

15,

Signature of person
authorizing the batch release /
Mianue ocobu, signosigansHoi
3a BUMYCK cepii

16.

Date of signature / [lata 10.12.2024

mianvcy

V.04

HA AAD: 30-May-16
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