JEPXJIIKCIIYXXBA
EPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU
Y JHINPOIIETPOBCBHKINA OBJIACTI

Huinpo, m1.Co6opHa,4, k. 601-605, 49005, Tesn. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37070665

BUCHOBOK
Npo AKICTL BBe3€HOro B Y KpaiHy JikapcbKoro 3acody
14.04.2022 Ne 14792/22/0411
OEMOCTOH®

(ualiMeHyBaHHs ikapcbKoro 3acofy 3rilHo 3 peecTpauiiHiM NOCBITHCHHAM)

Ta0/IeTKH, BKPHUTI ILTIBKOBOIO 000/10HK0I0, KoMOi-ynaxoBka Ne 28 (28x1): 14 TabseTok,
BKPMTHX ILIiBKOBOIO 000/I0HKOI0, IIEr/IIHO-4€PBOHOr0 Koabopy no 2 mr + 14 taberok,
BKPHTHX IUIIBKOBOIO 060JI0HKOI0, 2KOBTOr0 KoJibopy 1o 2 mr/10 mr y 6icrepi; mo 1 6aicrepu
B KopoOui

(dopMma BUNYCKY, NO3yBaHHS, BUI NaKyBaHHs AikapchKoro 3acoby)

Homep peecrpauiiinoro noceinuenns UA/4836/01/02 crpox mii peectpauiitoro noceinuenns 01.01.2099

Cepis nikapcekoro 3acoby Ne 367019 KinbkicTs BBe3€HOTO Nikapcekoro 3acoby 2300
Bupo6HUK A660TT Bionmomxikans b.B., Hinepinanan
(HaltMeHyBaHHs BUPOGHHKA NiKapChKOro 3acoly, kpaiHa NOXOKEHH)
BeescHo B YkpaiHy ToBapucTBo 3 06MeskeHo10 BinnoBinaasHicTIo ""BaJlM", ineur. koa:
31816235

(nattMenyBaHHs Ta koa 3a €APIIOY 1opuanynoi ocobu abo npissHuiLe, iM's, Mo 6aTbkoBI (izHuHOT
ocoGu - mianpueMus, if MicLie IPOXKUBAHHA Ta peecTpauiliHuil HoMep 061iKoBOT KapTKH MIaTHUKA
noaarkis abo cepis Ta HOMep nacnopra)

Ipotokoa BisyaasHoro koutpomo Bia 13.04.2022 Ne 07-01/699/24.

3a pesynpTaTaMM JEepXKaBHOIO KOHTPOJIO BCTAHOBJIEHO, INO JliKapchkuif 3aci0 BBeseHo B YKpaiHy 3

JOTPHUMAHHSAM BUMOT 3aKOHOJaBCTBA [OZ0 3a6€3NeUeHHs AKOCTI JIikapChKUX 3ac00iB.

3acTynHUK HadaapHUKa JleprkaBHOT
ciry>xOu 3 mikapchKHuX 3aco6iB Ta
KOHTPOJTIO 32 HAPKOTHKaMH Y
JHInponeTpoBChKili 061acTi

€rop BOJIKOB

(nocanoBa oco6a opraHy A€pKaBHOI0 KOHTPOJIIO) (iniuianu Ta npizsuLLe)
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Abbott Biotogicals B.V.
Vesrweg 12, 8121&{.

Beepger 12, 8121

/
8]
Onser,

Certificate of analysis

ABGoTT Bionoaxikana 6.B.
Ist, The Netherlands /

Pageler. |1
Higepnanau

I CepTudhikaT ananiay

1. [ Name of product / Hasea npogykvy FEMOSTON® / SEMOCTOH®
2. | Country of the manufacturer / Kpaina BupobHuk | The Netherlands / Higepnanau
Registration certificate number in Ukraine /
Homep peecrpadiiHoro noceinysHHa B Yepaini UAv4s36/01/02
T T ’ Brick red tablet: estradiol hemihydrate micronized
equivalent estradiol 2 mg; yellow tablet: estradiol
. hemihydrate micronized equivalent estradiol 2 mg,
dydrogesteron, micrenized 10 mg. /

4. | Strength f Cuna gii UernsaHo-vepeoxa Tabnetka: ecrpagiony remirigpary
MIKPOHIZ0BAHOrO, WO eKaiBaneHTHO ecTpagiony 2 Mr;
wosTa TabneTka: ecTpagiony remirigpaty MikpoHizosaworo,
o ekBiBANSHTHO eCTpanjiony 2 Mt | AUAPOrecTepoHy,
mikposiisosasoro 10 mr,

Fitm-coated tablets 2 mg + Film-coated tablets 2 mg/10

5. | Pharmaceutical form / Jlikapcbka thopma mg. / TabneTkun, BKpUTI NNiskosoio 0BOAOHKOI, 1o 2 Mr+

: Tabnetku, BkPUTI NaiekoBoI0 0GONOHKOW, No 2 M0 Mr,
Combi pack #28x1: 14 brick red film-coated tablets per 2
mg + 14 yellow film-coated tablets per 2 mg/10 mg in
blister; per 1 blister in box. /

6 3ize and type of the package / Poamip i Tun Kombi ynakoska #28x1: 14 TabneTok, BKpUTUX NNIBKOBO

’ YNakoskh 0BonoH«O!0, LErMAHO-YEPBOHOMo KONLOPY No 2 Mr + 14
TabneToK, BKPUTUX NNIBKOBOIG OBONOHKOIO, KOBTOrO
koneopy no 2 mr/10 mr y Snictepi; no 1 Gnictepy B
ynakosLi.

7 Batch number / Homep cepii 367019

" | Balch size / Poamip cepii 30.800 packs / yn.
Date of manufacture / iaTa eupoGuuyTea 24.12.21
8.
Date of batch release / Qata sunycky cepil 21.01.2022
g | Expiry date/ [lata sakiHueHHs Tepminy 24.42.24
: NPUAATHOCTI
10. | Name, address and manufacturing license Abbott Biologicals B.V. / AGGoTT Bionogxikans 5.B.
numbers for all sitestesponsibie for Veerweg 12, 8121 AA Olst, The Natherlands /
manufacturing process and quality control / Bee ae?12 l8121 AA OnbeT, Higepnasay
Hasea, appeca Ta HOMEpY NilleH3iil Ha P : BIAERRENS
BupoBHUUTBO ANS BCIX BUPOGHMKIB, ; o : 4
BIANOBIGANbHIX 32 BUPOBHMMH NpoLec | l}ﬂOaBnguzfggturmg Authorization (Jliueksis Ha BUPOGHULTED)
KOHTPOME AKOCTI
11. | Resuits of analysis / Peaynbtath aqanisy See table below / fAue. Tabnuuto Huxve

Results of analysis /

Pesyneratu aHaniay

Parameter tested / Acceptance limits / Results /
KodrponsoBaHUi napameTp Hoayetumi mexi Peaynurati

FOR FILM-COATED TABLETS (BRICK RED)} 2 mg /

ANA TABNETOK, BKPUTUX NNIBKOBOK OBONOHKOIO (LEFAAHO-YEPBOHOTO KONLOPY) N0 2 MIr

' Appearance (visually)/ S0BHILUHIN BUrNAA {Bi3yansHo)

A round, biconvex, brick red film- | Complies / Bignosigae
coated tablet with Inscription *379*
on one side. The diameteris 7
mm and the tablet weight is about
144 g / Kpyrna, asoonykna,
BXPUTA NHIBKOBGCIC 06ONOHKOID,
LiernsHo-4epsoMa TatneTka 3
MapKyBaHHAM ‘379" 2 oHOrO
Goky; giametp 7 MM i Bara
Tabnetkn npubringHo 144 mr

Ide

niification / laeHTudikanin
+ * Estradiol / Ectpapion

Retention time {HPLG) / Yac yTpuMmysanra

Corresponds to reference Complies / Bignosigae

V.04
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Abbott Biologicals B.V. / AG6oTT Bionogxixana b.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA OnseT, Hinepnanou

Pageler. |2

"{BEPX)

- UV spectrum ! Y& chiekTp

»  Color additive' / BapBHuKu'

- fitanium dioxide (E171) / Turany piokeun
(E171)

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

standard / Bignosinae
pedepeHTHOMY CTaHAAPTY.
Corresponds to spectrym of the
reference standard / Binnesigae
CnekTpy pedrepeHTHorO
CTAHARPTY.

Positive for titanium / MoanTUeHA
ANS TUTaRy

Positive for iron / MNoantveHa ANA
3anisa

Complies / Bipnosigae

Complies / Bignoeigae

Complies / Bignosigae

“Purity / Yucrota

Degradation products (HPLC) / MpoaykTn aerpagauif
{BEPX)

— A9, 11-estradiol [estra-1,3,5(10),9(11) tetraene-3, 20,5%" <0.1
178-diol]/ A9, t1-ecTpapion fectpa-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-rigpokeu-ecrpa-1,3,5(10)Tpven-17-oH]
- 6-keto-estradiof [170-3,17-dihydroxy-estra-1,3,5 (10)- | £0.5 %~ <0.1
triene-6-one} / 8-keTo-ecTpagion [1703-3,17-
avrigpokcu-ectpa-1,3,5 (10)-TpueH-6-0R]
- Unspecified, @ach / KOXHOro HEBCTAHOBHEHOMD <0,5 %" <01
- Sum / Cyma <1,0% < 0.1
Content / BmicT

- estradiol as C1sH2402 (HPLC) / ectpanion sx | 1,9 - 2,1 mg/tablet / 2.0

C1aHz402 (BEPX) mriTabneTky

Uniformity of dosage units (HPLC} / OgHopigHicTe
A030BaHWX oauHKLE (BEPX)

Complies with Ph, Eur, 2.9.402/
Bianosigae €ap. dapm. 2.9.402

Caomplies / Bignoeigae

Average tablet weight (n=20), weighting / Cepeaus
maca tagneatku (n = 20), 3BaKYBaHHA

136,8 ~ 151,2 mg/mr

143.3

Dissolution (Ph.Eur, 2.9.32), in 0.3% sodium lauryl
sulphate in water, apparatus 2, 100 rpm. / Pos4ynHeRH:
(€ep. Papm. 2.2.32), B 0,3% pozuuki Harpio
naypuncynbaTty v Bogi, anapar 2, 100 06./xs.

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

Complies / Bignosigae

Microbiological Quality?, Ph.Eur. £.1.42 {non-agueous
preparations for oral use) / MikpoBionoriuna unctoTad,
€ep. Papm. 5.1.4? (HesogHi npenapatu AnA
OpanbHOTo 3aCTOCYBaHKA)

TAMC, Ph.Eur. 2.6,122 / aaranbHa KinbKicTe agpoBiux | < 103CFU/g /< 103 KYO/IT <10 CFU/g / KYO/r
MikpoopraHismis, €sp. Papm. 2.6.12?
TYMC, Ph.Eur. 2.6.122 / saraneHa KinbKicTe Usineeux | < 10°CFU/g /< 102 KVO/r <10 CFU/g f K¥OIr
| Apbkaosyx rpusis, €ep. Papm. 2.6.122
Escherichia coli, Ph.Eur, 2.6.13% €8p. ®apm. 2.6.132 | Absentlg / BigeyTHilr Absent / BigcyvHi
FOR FILM-COATED TABLETS (YELLOW) 2 mg / 10 mg;
ANs TABNETOK, BKPUTUX NNIBKOBOK OSONCHKOK (XKOBTOFO KONLOPY) MO 2 MIC/ 410 MP

Appearance {visually) / 3oBHilLHii Burnag (sizyansHo).

A round, biconvex, yellow film-
coated tablet with inscription '379'
on one side. The diameter is 7
mr and the tablet weight is about
144 mg / Kpyrna, gBoofykna,
BKpyTa NNiBKOBOD CGONOKKOIWD,
KoBTa TabneTka 3 MapKyeaHHAM
'379' 3 opHoro Goky; giaMeTp 7 mm

Complies / Bignoeigae

V.04 ED: 12-Feb-21

HA AAD:

30-May-16




Abbott Biologicals B.V. f ABGorT Bionogxikans B.B.
Veerweg 12, 8121 AA Olst, The Netherlands /

Beeprer 12, 8121 AA OneeT,

Higepnasau

Pageler. |3

i Bara TabneTkn npubnuaHo 144
Mr

Identification / |aeHTudbikaLin
+ Estradiol / Ectpagion
- Retention time (HPL.C) / Yac yTpumyBaHHs
(BEPX)

1

- UV gpectrum/ Yo cneirp

+ Dydrogesteron / lugporecrepon
- Retention time (HPLC) / Yac yTpumMyBaHHs
(BEPX)

- UV spectrum / YO cnexp

+  Color additive 1/ Bapsrnxu!

- tlitanium dioxide (E171) / Tutany giokeung
(E171)

- iron oxide (E172) / sanisa okcug (E172)

Corresponds to reference
standard / Bignosigae
pedepeHTHOMY CTaHAapTY.
Corresponds to spectrum of the
reference siandard / Bignosigac
cnekTpy padepeHTHCero
CTaHpapTy.

Corresponds to reference
standard / Bignosigae
pethepeHTHOMY CTaHaapTY.
Corresponds to spectrum of the
reference standard / Bignosigae
cnekTpy pedepeHTHOro
CTaHaapTy.

Positive for titanium / Flo3urveHa
ANA TUTaHy.,

Positive for iron / No3auTtusHa ana
2aniza.

Complies / Bignoeigae

Complies / Bignoeinae

Complies / Bignosigae

Complies / Bignopinae

Cornplies / Bignosigae

Complies / Bignosiaae

Purity / Unerora
+ Degradation products (HPLC), estradiol /
MNpogykTu aerpagauii (BEPX), ecrpagion

- A9, 11-estradiol [estra-1,3,5(10),9(11) tetraene-3, 205%* <01
173-diol]/ A9,11-ecTpagion fecrpa-1,3,5(10),9(11)
TeTpaek-3, 17R3-aion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <05 %* <01
€cTpoH [3-rippokcu-ecrpa-1,3,5(10)Tpuen-17-oH]
- B-keto-estradiol [178-3,17-dihydroxy-estra-1,3,5 (10)- | 0.5 %* <0.1
triene-8-one) / 6-xeTo-ecrpagion [173-3,17-
avrigpokeu-ectpa-1,3,5 (10)-TpueH-6-0H]
- Unspecified, each / KoMHOro HEBCTAHOBNEHOM 20,5 %" <0.1
-Sum/ Cyma 21,0% < Q.1
» Degradation producis (HPLC), dydrogesteron
I MpopgyxTu-gerpagauil (BEPX),
OMAPOrecTepoH —_—
- Unspecified, each / KoXKHOTO HEBCTAHOBNEHOrO 205% <0.1
- Sum/ Cyma £1,0 %™ <0.1
Content / Bmicr
- estradiol as C1sH2402 (HPLC) / ectpapion sk | 1,9 — 2,1 mg/tablet / 2.0
CisMH2402 (BEPX) mr/Tabnetky
- dydrogesteron (HPLC) / auaporectepoH
s (HPLC}Emvmpareerep 9,5 - 10,5 mgitablet / 9.8

(BEPX)

MrfTabnerxy

Uniformity of dosage units {HPLC) / OgHopiguicte
A020BaHUX oAnHULL {BEPX)
- " estradiol / ecTpapion

- dydrogesteron / gupporectepoH

Cornplies with Ph. Eur. 2.9.402/
Bignosigae Eep.®apm. 2.9.402
Complies with Ph. Eur. 2.9.402 /
Bignosigae Een.dapm. 2.9.402

Complies / Bianosipae

Complies / Bianosigae

V.04 ED: 12-Feb-21

HA AAD: 30-May-16




Abbott Biologicals B.V. / ABSoTT Bionogxikana b.B.
Veerwag 12, 8121 AA Olst, The Netherlands /
Beepeer 12, 8121 AA OnecT, Higepnangu

Page/cr. |4

Average tablet weight (n=20}, weighting / Cepeata
maca Tabnetiu {n = 20), apayBaHHs

136,8 -~ 151,2 molur

143.3

Dissotution (Ph.Eur, 2,9.32), in 0.3% sodium
lauryl sulphate in water, apparatus 2, 100 rpm. /
PosuuHeHHs {Erp, Papm. 2.9.32), B 0,3% posunni
Hatpilo naypwncynedary y sopi, anapar 2, 100
06./xB.)

- estradiot / ecTpagion

- dydrogesteron / auaporecTepoH

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

Q=75% after 45 minuies / Q=75%
yepes 45 xennnd

Complies / Bignosipae

Complies / Bignosigae

Microbiofogical Quality?, Ph.Eur. 5.1.42 {non- agueous
preparations for oral use) / MikpoBionoriyHa unerorad,

€ap. dapm. 5.1.42 (HesogHi npenapaty Ans

OparnbHOTO 3aCTOCYRAHHS)

TAMC, Ph.Eur. 2.6.122 / aaraneHa KinbkicTb aepoGrux

MmikpoopraHismie, €sp. ¢apm, 2.6.12¢

TYMC, Ph.Eur. 26,122 / 3araneda kinbKicTh LUBNeBux
Opikpuosnx rpubie, €sp. Papm. 2.6.122
Escherichia coli, Ph.Eur. 2.6.13% €sp. ®apm. 2.6,132

= 10°CFU/g 1 = 10%KYOIT <10 CFU/g / KYQIr

< 102CFU/g 7 2 10%KYO/r <10 CFUfg / KYOIr

Absent / BigcyThi

Absent/g / BincyTHi/r

1 Not routinely tested; one batch a year will be tested. / BunpoBysatHs npoBOANTLCA HE pPyTUHHO, Byae
TECTYBATUCA OAHA Cepif Ha PiK.
2Current edition / YvHHe BHAaHHA.
3 Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / BunpoGysatun
RPOBOJATLCA He PyTVHNO, ByAe TeCTYBATUCA OfHA CepifA 3 AeCATH MiHiMyM OAWH pas Ha piK.

* Percentage of the estradiol label claim. / BigcoTok sif 3asHadeHol Ha ynakoBui KinkxocTi ectpagiony.

** Percentage of the dydrogesterone label claim. / BigcoTok Big 3a3saqeHol Ha YNaKkoBLi KiNTbKOCTI

ANDPOrecTepoHy.
12. | Comments / KomenTapi Destination countries: Ukraine

Kpainu-imnoprepn: Yrpaia
13. | Certification statement / | heraby certify that the above information is authentic and accurate, This

Bastea npo ceprudpikaugice

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. / Llum nigraepaxyio, wo
BULleBNKNaZeHa iHdopmauin € aBTeHTUMHOIC | BipHOHO. Lo cepilo
npenapaty BUpOGNEHO (BIUIIOURIOUIM YNAKOBKY/MapPKYBaHHS Ta KOHTPOND
FIKOCTI) BULLEBKa3aHUM BUPOBHUKOM ¥ NOBHIR BifNOBIGHOCTI 3 BUMOramMK
GMP nokanbHoro peryfATOPHOTO OpPrady i 3 3aTBepHIMeHMI
cneuudpikaliaMy srigHo 3 PeectpatliiinmM nocBigHeRHAM kpaiHv-
imnoprepa. JokymeHTauiic Wwogo BUpoBHUUTEE Cepil, ynaKkosim i
TECTYBAHHA NEPEBipeHO, | BCTAHOBREHO 1T BignosigHIcTs Bumoram GMP,
| declare that my signature only applies to the English text and assume a
correct translation./ 5 3aAenAi0, WO Miit NELNUC CTOCYETLCA Tiftbkn TeKeTY
AHTHIRCLKOIO MOBOIO | NPUAYCKAKD KOPSKTHICTE Nepeknagy.

14,

Name and position & title of
person authorizing the batch
release / IM'\ T2 nocaga
ocoln, eignoeiganbKHor 3a
BUNYCK cepil

F.W.J. Havinga

Qualified person / YnosHoeaxena ccoba

16.

Signature of person
authorizing the batch release /
Mignue ocobw, sinnosiaaneHor
33 BUNYCK cepii

16.

Date of signature / flata /
nignucy Jr i

-~
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JEPXKIJIKCIIY)XBA
JNEPKABHA CHYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH
YV JTHIIPOIETPOBCHKINA OBJACTI

Huinpo, m1.CoGopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37070665

BUCHOBOK

Npo AKiCTh BBE3eHOro B YKpaiHy JiKkapcbKoro 3acody

29.09.2022 Ne 39559/22/04

PEMOCTOH®

(HaliMeHyYBaHHA NiKApPCLKOTo 3aco0y 3riHO 3 peecTPaLlifiHNM NOCBIIYCHHAM )

TabJIeTKH, BKPHTI IUIIBKOBOIO 000JI0HKOX0, 110 2 Mr + Ta0/J1eTKH, BKPUTI IJIIBKOBOK
000/10HK010, 110 2 Mr/10 mr; xombi-ynmakoska Ne 28 (28x1): 14 Tab/1eToK, BKPHTHX ILTIBKOBOIO
000/JI0HK 010, HErVIAHO-4EPBOHOTO KOJLOPY mo 2 mr + 14 TabjieToK, BKPUTHX IVIIBKOBOIO
000JT0HKOI0, KOBTOI0 K0JILOpY 110 2 Mr/10 mr y 6aicrepi; o 1 Guricrepy B kKopo6ui

(hopma BHITYCKY, JIO3YBAHHS, BH/L NIAKYBaHHH NiKapceKoro 3acoby)

Homep peectpauiiinoro nocsinuenna UA/4836/01/02 crpox nii peectpauiitnoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoGy Ne 368810 Kinskicts BBE3€HOTO Aikapchkoro 3acoby 2000

BrpoGHHK AbOotT bionomkikans b.B., Hinepnanaun

(nailiMenysanns BUpoOHHKA JIIKAPCLKOTO 3acody, KpaiHa ITOXOKCHHS)

BBeseno B Vkpainy TosapucrTso 3 odmexenor BignosigaasnicTio ""Benta JIT/L", inenr.
xon: 21947206

(nadimenyBanns Ta ko 3a €JIPTIOY opuanyHol ocobu ao npissuiie, im'a, 1o Garbkosi dizudnol
ocobu - nianpuemis, i Miclie NpoKUBaHHS Ta peccTpautiiinuit HoMep 061iKOBOT KAPTKU NIATHHEKA
noaarkie abo cepis Ta HOMEp MacnopTa)

Iporokon Bizyansnoro kourpomo sin 28.09.2022 M 07-01/1953/8.

3a pesynbTatamMu  JIEPKABHOCO KOHTPOJIO BCTAHOBJIEHO, IO JiKapchkuit 3acib BeeseHo B VYkpainy 3

AOTPHMAHHAM BAMOT 3aKOHOAABCTBA LLO/0 3a0€3NIeUeHHs AKOCTI JIIKapChKuX 3ac00iB.

B. o. HayanbHuKa [lepacaBHOT CIyKOHU 3
JNiKapchbKUX 3ac00iB Ta KOHTPOJIO 3a
HapKOTHKaMH y JIHinponeTpoBchKiH
obnacti

€rop BOJIKOB
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Abbott Biologicals B.V. / A6GoTT Bionogxikan3 6.B.

Veerweg 12, 8121 AA Olst, The Netherlands /

Beepeer 12, 8121 AA Onbcer,

Higepnangwn

Certificate of analysis / CepTudgikar ananisy

1. Name of product / Hassa npoaykry FEMOSTON® / DEMOCTOH®
Country of the manufacturer / Kpaina snpo6xuk | The Netherlands / Hinepnanan
Registration certificate number in Ukraine /
Homep peecTpauiiHoro noceigyeHHs B YKpaiHi UA/4836/01/02
Brick red tablet: estradiol hemihydrate micronized
equivalent estradiol 2 mg; yellow tablet: estradiol
hemihydrate micronized equivalent estradiol 2 mg,
dydrogesteron, micronized 10 mg. /
4, Strength / Cwna gii LlernaHo-yepsoHa Tabnertka: ecTpagiony remirigpaty
MIKPOHI30BaHOro, L0 eKBiBaNeHTHO ecTpagiony 2 Mr,
»oBTa TabneTka: ecTpagiony remirigpaTty MiKpoHi3oBaHoro,
LLIO eKkBiBaNeHTHO ecTpajiony 2 Mr i AWAporecTepoHy,
MikpoHisosaHoro 10 mr.
Film-coated tablets 2 mg + Film-coated tablets 2 mg/10
5. Pharmaceutical form / Nlikapceka dopma mg. / TabneTku, BKPUTI NNiBKOBOK OBGONOHKOID, NO 2 Mr +
TabneTku, BKpUTi NNiBKOBOK 060NOHKCK, No 2 Mr/10 Mr.
Combi pack #28x1: 14 brick red film-coated tablets per 2
mg + 14 yellow film-coated tablets per 2 mg/10 mg in
blister; per 1 blister in box. /
6 Size and type of the package / Poamip i Tvn Kombi ynakoska #28x1: 14 TabneTok, BKpUTHUX NNIBKOBOK
' YyNakosKu 060NOHKOID, LLerNAHO-4YepBOHOro KONbopy no 2 mr + 14
TabneTok, BKpUTUX NNIBKOBOKD 0GONOHKOI0, XKOBTOrO
Konbopy no 2 mr/10 mr y Gnictepi; no 1 6nictepy B
YyNaKoBLi.
- Batch number / Homep cepii 368810
3 Batch size / Posmip cepir 32.478 packs / yn.
Date of manufacture / lata eupobHuurea 11.05.22
8.
Date of batch release / flata sunycky cepii 26.08.2022
9 Expiry date / [laTa 3aKiH4eHHS TepMiHy 11.05.25
: NpPUAATHOCTI
10. | Name, address and manufacturing license Abbott Biologicals B.V. / A66otT Bionoaxikana b.B.
numbers for all sites responsible for V. 12 8121 AA Olst The Netherlands /
manufacturing process and quality control / sorweg = S8 NEUISECII
3 4 Beepger 12, 8121 AA OnbeT, Hinepnangu
Hassa, agpeca Ta HOMepH niLeHsii Ha
BUPOBHWULITBO ANA BCIX BUPOOHUKIB, : S ; E
sianosinanty wx 33 Bp OBHUYMIA MPOLIEC i :ﬂ‘fsr;u;ggtunng Authorization (JliueHsis Ha BUpoGHULTEO)
KOHTPONb AKOCTI
11. | Results of analysis / Pesynbtati ananiay See table below / [iue. Tabnuuio Hwk4e

Results of analysis /

PesynbTaTtn aHanisy

Parameter tested / Acceptance limits / Results /
KoHTponLoBaHW#i napaMmeTp OonycTumi mexi PeaynbTamm

FOR FILM-COATED TABLETS (BRICK RED) 2 mg /

ANA TABNETOK, BKPUTUX NNIBKOBOK OBE0NTOHKOK (UEMMAHO-YEPBOHOIO KONMbOPY) NO 2 MI’

Appearance (visually)/ 3o8HilwHii BUrnaa (BisyansHo)

A round, biconvex, brick red film-
coated tablet with inscription ‘379"
on one side. The diameteris 7 __
mm and the tablet weight is zb
144 mg / Kpyrna, asoonvins,
BKPUTA NNIBKOBOIO 0BONIHKOM) / -
LIernNsAHO-YepBOHa Tabnerxa 3

]
ol

MapkyBaHHsm '379' 3 o/HCID) it'.-"{;-"; ‘;3*;
Goky; Aiametp 7 mmiBara| [

Complies / Bianosigae

u

Identification / IneHTudikauin
« Estradiol / EcTpagion

- Retention time (HPLC) / Yac yTpumyBaHHs

tabnerkn npubnusHo 144 nr '\

N3

Corresponds to reference  ~—-Gomplies / Binnosiaae
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Abbott Biologicals B.V. / A66oT1T bionogxikan3 b.B.
Veerweg 12, 8121 Aﬂf Olst, The Netherlands /

Beepeer 12, 8121

OnbcT, Hinepnangn

Average tablet weight (n=20), weighting / CepegHs
maca tabnetku (n = 20), 3BaKyBaHHsA

136,8 — 151,2 mg/mr

143.4

Dissolution (Ph.Eur. 2.9.32), in 0.3% sodium
lauryl sulphate in water, apparatus 2, 100 rpm. /
Po3unHeHHs (Eep. ®apm. 2.9.32), B 0,3% po3unHi
HaTpilo naypuncynsdary y soai, anapar 2, 100
06./x8.)

- estradiol / ectpagion

- dydrogesteron / guaporecTepoH

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

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

Complies / Bignosigae

Complies / Bignosigae

Microbiological Quality3, Ph.Eur. 5.1.42 (non- aqueous
preparations for oral use) / MikpoGionoriyHa unctoTra?,
€8p. ®apm. 5.1.42 (neBoaHI NpenapaTtu AN
OpankLHOro 3acTocyBaHHA)

TAMC, Ph.Eur. 2.6.122/ 3aranbHa KinbkicTe 28poGHUX
MikpoopraHismis, €sp. dapm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3aransHa KinbKicTb LUginesmx i

< 103%CFU/g / < 103KYOIr
< 102CFU/g / < 102KYOIr

<10 CFU/g / KYOIr
<10 CFW/g / KYOIr

Apixgxosux rpubis, Esp. ®apm. 2.6.122
Escherichia coli, Ph.Eur. 2.6.13%/ €Bp. ®apm. 2.6.132

Absent/g / BigcyTHi/r Absent / BigcyTHi

! Not routinely tested; one batch a year will be tested. / BunpobysaHHs nposogutbes He pyTuHHo, Byae
TECTyBaTUCA OAHa Cepif Ha piK.

2 Current edition / YnHHe BuaaHHs.
3 Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / BunpoBysatHs
NPOBOAATLCA HE PYTUHHO, Byae TecTyBaTUCA 04HA Cepia 3 AeCATU MIHIMYM OAWH pa3s Ha pik.

* Percentage of the estradiol label claim. / BiacoTok Big 3a3Ha4eHol Ha ynakoByi KiNbKOCTi ecTpagiony.

** Percentage of the dydrogesterone label claim. / BiacoTok Big 3asHa4yeHol Ha ynakoBui KinbKOCTi

AMAPOrecTepoHy.

12.

3.

Comments / KomeHTapi

Destination countries: Ukraine
Kpainn-imnopTepu: Ykpaina

Certification statement /
3anea npo ceprudikauiio

| 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. / Lium nigTeepaxyto, wo
BULLEBMKNaAEeHa iHhopMaUif € aBTEHTUYHOI | BipHOW. Lio cepio
npenapary BupobneHo (BKNIOYao4YM yNakosKy/MapKyBaHHRA Ta KOHTPONb
AKOCTi) BULLIEBKA3aHUM BUPODHUKOM Yy NOBHIN BiANOBIAHOCTI 3 BUMOramu
GMP nokanbHOro perynaTopHOro opraHy i 3 3aTeepakeHumMu
cneuudikauismu 3rigHo 3 PeecTpauiiiHUM NOCBIAYEHHAM KpaiHu-
iMnopTepa. [lokymeHTauiio Woa0 BupobHuyTaa cepil, yNakoBkH i
TecTyBaHHA NepeBipeHo, | BCTAHOBNEHO 1T BignoBsiagHicTs Bumoram GMP.
| declare that my signature only applies to the English text and assume a
correct translation./ A1 3anBnAlo, WO Miid NIANKUC CTOCYETLCA TiNLKK TEKCTY
aHrNINCbLKOK MOBOO | NPUNYCKAKD KOPEKTHICTb Nepeknaay.

14. | Name and position & title of H.P. van Klaveren
person authorizing the batch
release / IM'A Ta nocana \
ocobu, sianosiganeHol 3a alified person / YnosHoBaxeHa ocoba
[ BMNYCK cepil % A
( 156. | Signature of person
authorizing the batch release / Lj\)
Nignwue ocobw, BignoeigansHoil (
3a BUNycK cepil
16. | Date of signature / lata 29.08.2022
nianucy
V.04 ED: 12-Feb-21 HA AAD: 30-May-16




Abbott Biologicals B V. / ABGorT Bionogxikan3 6.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepeer 12, 8121 AA OnocT, HiaepnaHgn

i Bara TabneTtkn npubnuaHo 144
Mr

Identification / laenTudpikauin
e Estradiol / Ectpagion
- Retention time (HPLC) / Yac yTpumyBanHa
(BEPX)

- UV spectrum / Y® cnekTp

* Dydrogesteron / [lnaporecrepoH
- Retention time (HPLC) / Yac yTpumyBaHHs
(BEPX)

- UV spectrum / Y® cnekTp

¢ Color additive '/ BapsHuku'

- titanium dioxide (E171) / TuTaxy piokcua
(E171)

- iron oxide (E172) / 3ani3a okcug (E172)

Corresponds to reference
standard / Bignosigae
pedepeHTHOMY CTaHaapTy.
Corresponds to spectrum of the
reference standard / Bignoeigae
CNeKTpy pecepeHTHOro
cTaHaapTy.

Corresponds to reference
standard / Bignosigae
pedepeHTHOMY CTaHAapTy.
Corresponds to spectrum of the
reference standard / Bignosinae
CnekTpy pedepeHTHOro
cTaHaapTy.

Positive for titanium / Mo3uTtueHa
ANA TUTaHy.

Positive for iron / Mo3uTueHa aAns
3aniaa.

Complies / Binnoeigae

Complies / Bignoeigae

Complies / Binnoeigae

Complies / Bignoeigae

Complies / Bignosiaae

Complies / Bianoeigae

Purity / YucroTta
e Degradation products (HPLC), estradiol /
MpoaykTy aerpapadii (BEPX), ectpagion

- A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <05 %" <0.1
17R-diol] / A9,11-ecTpanion [ecTpa-1,3,5(10),9(11)
TeTpaeH-3, 17R3-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <05 %* <0.1
ecTpoH [3-rinpokcu-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-6-one) / 6-keTo-ecTpagion [17/-3,17-
aurigpokcu-ectpa-1,3,5 (10)-TpUeH-6-0H)
- Unspecified, each / KOXHOro HEBCTaHOBNIEHOrO <05 %" <01
- Sum/ Cyma <1,0%" <01
e Degradation products (HPLC), dydrogesteron

/ MpopykTn aerpanadii (BEPX),

AWAPOrecTepoH o,
- Unspecified, each / KOXXHOro HeBCTAHOBNEHOFO <05% <0.1
- Sum / Cyma <1,0%* <01

Content / BmicT
- estradiol as Ci1sH2402 (HPLC) / ecrpagion sk
C1sH2402 (BEPX)
- dydrogesteron (HPLC) / auaporecrepoH
(BEPX)

1,9 — 2,1 mg/tablet /
mriTabneTky

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

Uniformity of dosage units (HPLC) / OaHopigHicTe
A030BaHuX oguHuLle (BEPX)
- estradiol / ecTpagion

- dydrogesteron / gngporecrepoH

et

Complies with Ph. Eur. 26402/ | 'C

Bianosinae €ep.®apm. 2 8,404

Complies with Ph. Eur. 2.$.462/
Bignosigae €ap.dapm. 2.9.43% =

;Bi,qnoa‘uqae

Ceinpiigs / Bianoeigae

V.04 ED: 12-Feb-21

HA AAD: 30-May-16



Abbott Biologicals B.V. / A66o1T Bionogxikana b.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onber, Hipepnangu

(BEPX)

- UV spectrum / Y& cnextp

» Color additive' / BapsHuku'

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

- iron oxide (E172) / 3ani3a okcua (E172)

standard / Bignoeigae
petepeHTHOMY CTaHAapTy.
Corresponds to spectrum of the
reference standard / Bignosigae
CrneKkTpy pedepeHTHOro
cTaHaapry.

Positive for titanium / MoanTueHa
ANA TUTaHy

Positive for iron / MoautueHa ana
3anisa

Complies / Bignosigae

Complies / Bignosinae

Complies / Bignosigae

Purity / Yucrora
Degradation products (HPLC) / Mpoaykty gerpagauii
(BEPX)

— A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <0,5%* <0.1
178-diol} / A9,11-ecTpagion [ectpa-1,3,5(10),9(11)
TeTpaeH-3, 17f3-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <05 %" <0.1
ecTpoH [3-riapokcu-ectpa-1,3,5(10)TpueH-17-0H]
- 6-keto-estradiol [17R3-3,17-dihydroxy-estra-1,3,5 (10)- | < 0,5 %* <01
triene-6-one] / 6-keTo-ectpagion [17R-3,17-
avrinpokcu-ectpa-1,3,5 (10)-Tpuen-6-0H]
- Unspecified, each / KOXHOro HEBCTaHOBINEHOTO <05 %* <0.1
- Sum/ Cyma <1,0%" <0.1
Content / Bmict

- estradiol as C18H2402 (HPLC) / ectpapion six | 1.9 — 2,1 mg/tablet / 20

C1aH2402 (BEPX)

Mmr/iTabneTky

Uniformity of dosage units (HPLC) / OaHOpigHIicTb
[030BaHMX oauHuue (BEPX)

Complies with Ph. Eur. 2.9.402 /
Bignoeigae Esp.®apm. 2.9.402

Complies / Bignosigae

Average tablet weight (n=20), weighting / CepegHs
maca Tabnetku (n = 20), 3BaXyBaHHA

136,8 — 151,2 mg/mr

143.7

Dissolution (Ph.Eur. 2.9.32), in 0.3% sodium lauryl
sulphate in water, apparatus 2, 100 rpm. / Po3ynHeHHs
(Esp. Papm. 2.9.32), B 0,3% po3uuHi HaTpIlO
naypuncynbarty y sogi, anapar 2, 100 06./xs.

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

Complies / Bianosigae

Microbiological Quality3, Ph.Eur. 5.1.42 (non-aqueous
preparations for oral use) / MikpobionoriyHa yuctoTa?®,
€ep. ®apm. 5.1.42 (HeBoAHI NpenapaTu Ans
OpanbHOrQ 3acToCcyBaHHA)

TAMC, Ph.Eur. 2.6.122 / aaranbHa KinbKicTb aepobHux
MiKpoopraHiamis, €ep. ®apm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3aranbHa KinbKicTb UBinesmx
i apixaxosux rpubie, €ep. ®apm. 2.6.122

< 10°CFU/g / < 10° KYO/r
< 102CFU/g / < 102 KYO/r

<10 CFU/g / KYOIr

<10 CFU/g / KYO/'r

Escherichia coli, Ph.Eur. 2.6.13%/ €ep. ®apm. 2.6.132 | Absent/g / BigcyTHilr 3 Absent / BigcyTHi
FOR FILM-COATED TABLETS (YELLOW) 2 mg/ 10 mg; .- =
ONA TABNETOK, BKPUTUX NNIBKOBOK OBONOHKOK PKOBTOINO KO bFY) TI@ { ﬁa"* /10 MIC

Appearance (visually) / 30BHiWHi# BUrnaa (BisyansHo).

A round, biconvex, yellov fiiry
coated tablet with inscrigztion '379

on one side. The dlamat'er'wﬁ“ LI
mm and the tablet wetg'h. i3 aﬁ’oﬂt’ 1

144 mg / prrna ABOONY KA,
BKpUTa NNIBKOBOIO 060NCHKD,

quﬁ!" s\/ Bianosinae

xoBTa Tabnetka 3 Mapwmﬂﬂﬁ (1=

‘379" 3 ogHoro Goky; AiameTp Fham
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