Abbott Biologicals B.V. /AGGoTT Bionogxikans B5.B.

Page ¢l |1

Veerweg 12, 8121 AA Olst, The Netherlands /

Beepser 12, 8121 AA Onser,

Certificate of analysis

Higepnaugu

| Ceptudpikar aHanisy

1. | Name of product / Haasa npogykry

FEMOSTON® CONTI/ ®EMOCTOH® KOHTI

2. Country of the manufacturer / Kpaina Bupo6Huk

The Netherlands / Hinepnanau

Registration certificate number in Ukraine /
Homep peecTpayiftHoro noceigueHHs B Ykpaini

UA/4837/01/01

4. | Strength / Cuna air

Estradiol hemihydrate micronized equivalent estradiol 1mg,
dydrogesteron, micronized 5 mg / ectpagiony remirigpar
MIKPOHISOBAHUM, WO eKBIBANEHTHO ecrpagiony 1 mr,
ANAPOrecTepoH, MIKPOHI30BaHUIA 5 Mr

5. | Pharmaceutical form / flikapcoka chopma

Film-coated tablets, 1 mg/5 mg / Tabnetku, BkpuTi
nNigkoBoIo 0BONOHKOID, NO 1 Mr/5 Mr

| Size and type of the package / Posmip i Tvn

28 tablets in blister; 1 blister in box /

YyNaKoBKu 28 Tabnetok y 6nictepi; no 1 6nicrepy a ynaxosui
7 Batch number / Homep cepii 374469
' Batch size / Poamip cepii 32.200 packs / yn. _
Date of manufacture / flata supoSHuyTea 12.04.24
B.
Date of batch release / flata sunycky cepii 16.05.2024
9 Expiry date / [lata 3akiHueHHs TepMiHy 12.04.27

npuaaTHoOCTI

10. | Name, address and manufacturing license
numbers for all sites responsible for
manufacturing process and quality control /
Hasea, agpeca Ta HoMepw niueHsiin Ha
8upOBHULTBO ANR BCIX BUPOBHHUKIB,
BiANOBIAANbHUX 33 BUPOBHUYMIA npouec i
KOHTPONb AKOCTI

Abbott Biologicals B.V. / AB6orT Bionoaxikans b.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onbcer, Higepnanau

Manufacturing Authorization (fliuensis Ha BUPOBHALTBO)
108926F

11. | Results of analysis / PesynsTtaru ananisy

See table below / [lus. Tabnuyo Huxue

Results of analysis /

Pe3synbTaTtu aHanisy

Parameter tested / Acceptance limits / Results /
KoHTponwoBaxuin napametp BonycTumi mexi Pesynbraru

Appearance (visually) / 3oBHiwHiR BUrNAg (BisyansHo)

A round, biconvex, salmon film-
coated tablet with inscription '379'
on one side. The diameter is 7
mm and the tablet weight is about
144 mg / Kpyrna, asoonykna,
BKPYTa NNIBKOBOK OBONOHKOID,
OPaHXEBO-POXEBOrO KOMbOPY
Tabnerka 3 mapkysaHHam '379' 3
oAHoro Goky. [iameTp 7 Mm i
maca rabnetku - npubnuano 144
Mr

Complies / Binnosigae

Identification / laeHTudbikavis

Estradiol / Ectpapion
- Retention time (HPLC) / Yac yTpumyBaHHs
(BEPX)

- UV spectrum/ Yo cnextp

Corresponds to reference
standard / Bianosigae
pedepeHTHOMY cTaHaapry.
Corresponds to spectrum of the
reference standard /
Bignosinae cnexrpy

Complies / Bignosinae

Complies / Bianosigae

pedepenTrHoro cTakaapry.
* Dydrogesteron / Qugporectepon ) A
- Retention time (HPLC) / Yac yTpumysanHs Corresponds to reference C ianosipae
(BEPX) standard / Binnosinae B
QY /7,
petepeHTHOMY CTanaapTy. & st \)@
EHTIBN\Y
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Abbott Biologicals B.V. JAG60TT Bionoaxikan3s 5.8
Veerweg 12, 8121 AA Olst, The Netherlands /

Beepser 12, 8121 AA Onoer, Higepnangm

Page ¢1. (2

- UV spectrum / Y& cnexTp

¢ Color additive!/ BapsHuku’

- fitanjum dioxide (E171) / Tutamy piokcua
(E171)

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

Corresponds to spectrum of the
reference standard / Bignosigac
cnextpy pedepeHTHoro
CTaHpapTy.

Positive for titanium / NoauTusHa
4NA TATauy.

Positive for iron / Mosutuera gns
3anisa.

Complies / Bianosiaac |

Complies / Bignosigae

Complies / Bignosigae |

Purity / YucroTa
» Degradation products (HPLC), estradiol /
MpoayxTw aerpaaauii (BEPX), ectpagion

~A 9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <05 %" <01 f
17B-diol]/ A9,11 - ectpagion [ecTpa-1,3,5(10),9(11) |
TeTpaeH-3, 178-aion) |
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / 205 %" <01 ’
ecTpoH [3-rinpokcu-ectpa-1,3,5(10)Tpuen-1 7-0M] {
- B-keto-estradiol [17R-3,17-dihydroxy-estra-1,3,5 (10)- i
triene-6-one) / 6-keTo-ectpagion [178-3,17- <05 %" <01 |
avrigpoken-ecrpa-1,3,5 (1 0)-TpueH-6-0H) !
- Unspecified, each / koXHOro HeBscTaHoBNEHoro 20,5 %" <01 l
- Sum/Cyma < 1,0 %* <0.1 !
» Degradation products (HPLC), dydrogesteron !
/ NMpoaykTu aerpagadii (BEPX),
AvaporecTepoH
- Unspecified, each / KOXHOro HeBCTaHOBNEHORO <05 %" <01
- Sum / Cyma <1,0%** <01
Content / Bmicr i
- estradiol as C1sH2.02 (HPLC) / ectpagion sik 0,95 - 1,05 mg/tablet/ 0.99
C18H240; (BEPX) mritabnetky
- dydrogesteron (HPLC) / anaporectepon 4,75 - 5,25 mgltablet/ 4.99
{BEPX) mrirabneTky

Uniformity of dosage units (HPLC) / OgHopiaHicTs
A030BaHMX 0fMHUL (BEPX)

- estradiol / ectpagion

- dydrogesteron / gugporecrepon

Complies with Ph. Eur. 2.9.402/
Bianosinae €sp.®apm. 2.9.40?

Complies with Ph. Eur. 2.9.402/
Bianosigae €sp.®apm. 2.9 402

Complies / Bignosinae

Complies / Bignosinae

Average tablet weight (n=20), weighting / Cepeans
Mmaca Tabnetku (n = 20), aBaxyBaHHs

136,8 - 151,2 mg/mr

1443

Dissolution (Ph.Eur. 2.9.3), in 0.3% sodium
lauryl sulphate in water, apparatus 2, 100 rpm. /
PoauntenHs (€sp. ®apm. 2.9.32), 8 0,3% po3unHi
Hatpilo naypuncynedary y sogi, anapar 2, 100
06./x8.

- estradiol / ectpagion

- dydrogesteron / guaporecrepon

Q=75% after 30 minutes / Q=75%
depes 30 xsunun

Q=75% after 30 minutes / Q
4epes 30 xsunuH

nad )
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Abbott Biologicals B.V. /A6GoTT Bionogxikans 5.B. Page-¢h,
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onscr, Higepnanaum

Microbiological Quality®, Ph Eur. 5.1.42 (non- aqueous
preparations for oral use) / MikpobionoriuHa uucrora’?,
€8p. Papm. 5.1.42 (HeBoAHi NnpenapaTu AN
OpanbHOro 3aCTOCYBaHHA)

TAMC, Ph.Eur. 2.6.122/ 3aranbHa KinbkicTe aepobHux < 103CFU/g / < 103KYOIr Not tested / He
MiKpoopraxiamie, €8p, ®apm. 2.6.122 TECTYBanNoCh
TYMC, Ph.Eur. 2.6.122 / 3aranbHa KinbKicTb < 102CFU/g / < 102KYOIr Not tested / He
usinesux i Apkaxosux rputis, €sp. dapm. 2.6.122 TECTyBanocCL
Escherichia coli, Ph.Eur. 2.6.132/ €ep. ®apm. 2.6.132 Absent/g / BiacyrHi/r Not tested / He
TecTyBanocs

' Not routinely tested: one batch a year will be tested. / BunpobysaHHa NPOBOAUTLCA HE PYTUHHO, byne
TECTYBATUCH OAHA Cepin Ha pik..

2 Current edition / YuHHe BUAaHHS.

3 Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / BunpobysanHs
NPOBOAUTLCA HE PYTUHHO, Dyfle TeCTyBaTUCH OQHA Cepis 3 AecsTy MiHiMyM OQMH pa3 Ha piK.

* Percentage of the estradiol label ¢laim. / BigcoTok Big 3asHaueHoi Ha ynaxoBui KinbkocTi ecTpagiony.

** Percentage of the dydrogesterone label claim. / BiacoTok i 3a3HakeHoi Ha ynakosui KinbKocTi

AVApOrecTepoHy.

12. | Comments / KomenTapi Destination countries: Ukraine 1
Kpathu-imnoprepu: Ykpalua '
13. | Certification statement / I hereby certify that the above information is authentic and accurate. This
3asBa npo ceprudikauito 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 nigTeepaxyo, wo
BuLLeBUKNAAEHA IHPOPMALLN € BBTEHTUYHOIO i BIPHOID. Lo cepio
npenapary supobneHo (BKoYaioun YNakoBKy/MapKyBaHHA Ta KOHTPONb
AKOCTI) BUWEBKA3aHUM BAPOGHUKOM Y NOBHiA BIANOBIQHOCTI 3 BUMOramu
GMP nokansHOro perynsiTopHoro opramy i 3 3aTBepAKEeHUMN
cneumngikayisimu 3rigHo 3 Peecrpayifium NOCBIAYEHHAM KpaiHu-
iMnopTepa. [lokyMeHTaUio Woao BUpoBHULTRA cepii, ynakosku i
TECTyBaHHA NepesipeHo, i BCTaHOBNEHO ii BianoBIAHICTL BUMOram GMP.

| declare that my signature only applies to the English text and assume a
correct translation./ /1 sasensw, Wo Miik nignuc CTOCYETLCS TiNbKK TEKCTY
@HINIACLKOI0 MOBOIO | NPUNYCKAID KOPEKTHICTL nepeknaay.

14. | Name and position & title of A. Aziz

person authorizing the batch Qualified person / YnosHoBaxera ocoba
release / Im'a 1a nocaga
ocobu, BignosinansHoi 3a
BUNYCK cepif

15. | Signature of person
authorizing the batch release /
Mianuc ocobu, signosigansHol
3a Bunyck cepil

Pt
16. | Date of signature / lata — | 21.05.2024
nignucy

V.04 LED: 12-Feb-21




JEPKABHA CJIYXKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMM Y KHIBCBKIU OBJIACTI

npos. Ceitnuunoi Hagii, 3, M.Knis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
Npo AKICTE BBEE3€HOr0o B YKpaiHy JikapchKoro 3acody

13.11.2024 Ne 57775/24/10

GEMOCTOH® KOHTIX
(AnilveHyBaHIA MiKAPCEKOTD 3aco0y 3TiAHO 3 peecTpanifiHHM NOCBIAYCHUAM)
TaGJIeTKH, BRPHTI IIIBKOBOIO 0007101010, 10 1 Mr/5 mr; mo 28 Tabietok y 6aicrepi; o 1
dJicTepy B KapToHHil Kopobui
{thopma BIETYCKY, RO3YBAHHA, B NAKYBAHEA MKApCLKOro 3acofy)

Homep peecrpauiiinoro noceiguenns UA/4837/01/01 crpox pii peecrpauiitaoro nocsimnenns 01.01.2099

Cepis mixapcekoro 3acoy Ne 375769 KinexicTs BBesenoro jikapcskoro 3acofy 2800
Bupobruk Abbort Biomomkikans b.B., Hinepranan
(HafimenypanHa nupobHika nikapesKoro 3acoy, KpaiHa DOXOMKCHHS)
Bresero B Yipainy CninsHe ykpainchKo-ecToOHChbKe mignpuemerso y Gpopmi Tosapucrea
3 o6Meskenolo Bixmosinaasnictio "OnriMa-®apm, JITHT", ixenr. xox:
21642228

(Hatimenypanug T2 koa 3a €IPTIOY wpnapdHol ocobu abo npiseniue, iM's; mo Garskosi Gisiurol
ocofi - mianpuemng, f Miche npokHBAHHA T4 peecTpaiiinnii HoMep oBiKoBOT KAPTKH NNATHHKA
mopaTkis afo cepia Ta HOMep MacnopTa)

Itperoxoa eisyaasuore xourpoms sig 07.11.2024 Ne 3436/18.

3a pesynpraraMH JIEpAEBHOTO KOHTPOMIO BCTAHOBIEHO, 1Mo Jjikapenkuii 3acif BBeseno »  Vipainy 3
AOTPHMAHHSM suvor 3akoH0AABCTRA RO 3a0e3MeHeHu AKOCTI IIKApCLKUX 3acofin,

/g : @Z/ Bixtop CTEKIBCHK M

rE 4 v :
7 (manncy {Tdiniany ra npizexuie)




Abbott Biologicals B.V. /AB6oTT Bionomxikans B.B.

Pagelcr. |1

Veerweg 12, 8121 AA Olst, The Netherlands /

Beepger 12, 8121 AA Onecr,

Higepnangm

Certificate of analysis / Ceptudikar aHanizy

1. | Name of product / Hassa npopykTy FEMOSTON® CONT! / PEMOCTOH® KOHT]
2. Country of the manufacturer / Kpaina supoBhuk | The Netheriands / Higepnawnan
Registration certificate number in Ukraine /
3. Howmep peecTpauifiHoro 11ocBigueHHs B Ykpairi UA/4837/01/01
Estradiol hemihydrate micronized equivalent estradiol 1mg,
dydrogesteron, micronized 5 mg / ectpagiony remirigpar
& Strength / Cuna ai MIKPORIZOB&EHWIA, L0 eKBiBaneHTHO ecTpagiony 1 mr,
AWAPOTrecTEPoH, MIKPOHIZ0BaHWA 5 mMr
g . Film-coated tablets, 1 mg/5 mg / TaGnetkn, BKRUTI
5. Pharmaceutical form / Nikapceka chopma ANIEKOBO OBONONKOI, 110 1 MT/5 Mr
g “Size-and-type of the-package/-Posmip i Tun——— 28 tablets inblister; 1 hlisterinbox/
| ynakoskmn 28 TabneTok y Bictepi; no 1 Gnictepy & ynakosyj
2 Batch number / Homep cepii 375769
] Batch size / Poamip cepii 31.346 packs / yn.
Date of manufacture / Jara BUpoBHMULTBE 03.09.24
8.
Date of batch release / Jata sunycky cepii 07.10.2024
9 Expiry date / lata 3akiHieHHs TepMiny 03.09.27
’ nNpugaTHoOCTi ’
10. | Name, address and manufaciuring license . . : ;
numbers for all sites responsible for Abbott B:olpglcals B.V./ ABBoTT Bionoaxikans 5.B.
: . Veerweg 12, 8121 AA Qlst, The Netherlands /
manufacturing process and quality control / Beeprer 12, 8121 AA OnbeT. Hizepnanau
Hasea, agpeca Ta HoMepu nilgHsilt Ha P ' » HRSPRERE
BUPOSHUUTBO 45151 BCIX BUPOBHMKIB, - . . .
BIATIOBIAANLHAX 33 BUAPOGHMAMI NPOLIEG | z\/loaanguzfggturlng Authorization (flileHsis Ha BupoBHULTEO)
KOHTPOfIb SIKOCTI
11. | Results of analysis / PesynbraTu aHanisy See table below / [ize. TaBnuuo tiue

Results of analysis /

PeaynbTaTtk ananisy

Parameter tested / Acceptance limits / Results /
KonTponkosaHuit napamerp HonycTumi mexi PeaynbTatu

Appearance (visually) / 3osHiluHii Burnag {BizyansHo)

A round, biconvex, saimon film-
coated tablet with inscription ‘379"
on ong side. The diameteris 7
mm and the tablet weight is about
144 mg / Kpyrna, asoonykna,
BKDPWUTA MNIBKCBOW 0GGNOHKCIO,
OPaHM@BO-POKEBOID KOMNLOPY
TabneTka 3 MapkysaHHam '379' 3
ojiHore Goky. Jdiametp 7 mm i
maca TabneTku - nputnuaHo 144
Mr

Complies / Bignosigae

Identification / lgeHTubikauia

» Estradiol / EcTtpagion
Retention time (HPLC) / Yac yrpumysanHs
{BEPX)

UV spectrum / Y& cnekrp

Dydrogesteron f fiugporectepod
Retention time (HPI.C) / Yac yrpumyBaHHs
{(BEFPX)

Corresponds to reference
standard / Biznosigae
peepeHTHOMY CTaHgapTy.
Carresponds to spectrum of the
reference standard /
Bianosinae cnekrpy
pethepeHTHOro cTaHaapTy.

Complies / Bianosigae

Cormnplies / Bianosisae

Corresponds to reference
standard / Bigriosinae
pedrepesTHOMY CTaHAapTY.

Complies / Bianosinae

V.04 ED: 12-Feb-21
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Abbott Biologicals B.V. /A660TT Bionoaxikans b.B.
Veerweg 12, 8121 AA Olst, The Netherlands /

Beepeer 12, 8121 AA Onecr, Hinepnangu

Pitngeed e 14, 12

- UVspectrum / Yo cnekrp

+  Color additive'/ BapeHnku®

- titanium dioxide (E171) / TuTaHy giokcug

Corresponds to spectrum of the
reference standard / Bignosinae
cnexTpy pedepeHTHoro
cTaHaapTy.

Paositive for titanium / NosuTuexa

Complies / Bignosinae

Complies / Bianosigae

(E171) ANsA TUTaHy.,
- iron oxide (E172) / aanisa okcug, (E172) Positive for iron / MoauTtueHa ans Complies / Bignosizgae
R R T TR Sapyhanntuslip it itbintad AN Betdll sblio ool nio
Purity / Hucrora
» Degradation products (HPLC), estradiol /
[MpoaykTy perpagalii (BEPX), ecTtpagion
—A 9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <0,5 %* < 0.1
17B-diol]/ A9,11 - ecrpagion JecTpa-1 3,5(10),9(11)
TeTpaeH-3, 17R3-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / =05 %" <01
eCTpor [3-rinpokcu-ecTpa-1,3,5(1 0)Tpren-17-oH]
- 6-keto-estradiol [178-3,17-dihydroxy-estra-1,3,5 (10)-
triene-6-one} / 6-keTo-ecTpagion [178-3,17- < 0,5 %* <01
nurigpokeu-ectpa-1,3,5 (1 0)-TpHeH-6-0H)
- Unspecified, each / xoxHore HescTaHoBAEHOrO =0,5%" <01
- Sum / Cyma <1,0 %* <0.1
» Degradation products (HPLC), dydrogesteron
! TipoayxTi perpagadii (BEPX),
fnaporecTepoH
- Unspecified, each / koxHoro HeBcTaHoBREHOMO 20,5 %™ <01
- Sum / Cyma =1,0 %** < 0.1
Content / BmicT
- estradiol as CiaH2402 (HPLC) / ectpagion sk 0,85 — 1,05 mg/tablet/ 0.99
C18H2402 (BEPX) mriTabnerky
- dydrogesteron (HPLC) / augporectepoH 4,75 — 525 mg/tabist/ 497

{BEPX)

Mr/TabneTtky

Uniformity of dosage units (HPLC) / Oaropigricts
A030BaHUX oauHMUL (BEPX)

- estradiol / ecTpagion

- dydrogesteron / guaporecTepoH

Complies with Ph. Eur. 2.9.402/
Binnoeigae €sp.dapm. 2.9.402

Complies with Ph. Eur. 2.9.402/
Bignosinae €ap.dapm. 2.9.402

Complies / Bigrnoeinae

Complies / Bignosigae

Average tablet weight (n=20), weighting / Cepegns
maca Tabnetku (n = 20), 3eaxkyBadHs

136,8 — 151,2 mg/mr

143.4

Dissolution (Ph.Eur. 2.8.32), in 0.3% sodium
lauryl sulphate in water, apparatus 2, 100 rpm. /
PoauntenHs (€ep. ®apm. 2.9.32), 8 0,3% posunHi
HaTpito naypuncynedaty y Boal, anapar 2, 100
05./xe.

- estradiol / ecTpagion

- dydrogesteron / gunporectepoH

Q=75% after 30 minutes / Q=75%
yepes 30 XBnnuH

Q=75% after 30 minutes / Q=75%
yapes 30 XBUnH

Complies / Bignosigae

Complies / Bignosigze

V.04 ED: 12-Feb-21

HA AAD:

18-May-16




Abbott Biologicals B.V. /A660TT Bionogxikans B.B.

Pageler. |3

Veerweg 12, 8121 AA Qlst, The Netherlands /
Beepeer 12, 8121 AA Onkcr, Higepnanow

Microbiological Quality?, Ph.Eur, 5.1.42 (non- aqueous
preparations for oral use) / MikpoBiororiuxa YueToTa®,
€8p. Papm. 5.1.42 (nesogHi npenapati ans

OpPanbHOro 3aCTOCYBAHHA)

TAMC, Ph.Eur. 2.6.122 / saranbHa KinbKicTb aepobHux
Mikpoopraniamie, €ap. dapm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3aranbHa KinbKicTs

LiBINEBMX | APPRAKOBUX rpubis, €Bp. Papm. 2.6.122
Escherichia coli, Ph.Eur, 2.6.13%/ €ep. dapm. 2.6.132

= 10°CFU/g / < 103KYOQIr Not tested / He
TECTYBaNnoch

< 10?CFU/g / < 102KYOIr

Absent/g / BigcyvHifr

' Not routinely tested; one batch a year will be tested. / BunpobysaHHs NposoauTLcs He pYTUHHO, Bype
TECTyBaTUCA O4Ha Ccepis Ha pik..

2 Current edition / YusHe BugaHHs.
* Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / Bunpo6ysanhs
NpPOBOAUTLEA HE PYTUHHO, ByAe TecTyeaTucs OAHa cepisl 3 gecaTH MIHIMYM 0aWH pas Ha pik.

* Percentage of the estradiol label clairm. / BifcoTok Bin sastiaveHol Ha ynakoBLf KinbkooTi ecTpagiony.

** Percentage of the dydrogesterone label claim. / BiacoTok Big 3asHadveHof Ha ynakoBLi kinbkoci

AMAPOrecTepoHy.
12. | Comments / KomenTapi Destination countries: Ukraine
KpatHu-imnopTepu: Yrpaina
13. | Certification statement / I hereby certify that the above information is authentio and accurate. This
3asiBa npo cepTudikauio 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. / Hum ninTeepaxyio, wo
BUlLeBNKNaAeHa IHhOPMaLIA & BBTEHTUYHOI | BIpHOI. Lo cepito
apenapary supoBneHo (BKMoyqaym ynakoBKy/MapkyBaHHs Ta KOHTPONb
SKOCTI) BULLISBKA3ZHUM BUPOSHUKOM ¥ MOBHIA BinnoBigHOCTI 2 BUMOraMK
GMP nokansHoro PErYNATOPHOrO apraHy i 3 saTBepoXeHuMu
crneuudiradiamy 3rinHo 3 PeecTpauiitinm ROCBIQUYEeHHAM KpaiHu-
iMnoprepa. [JokymenTauio 1wono BHPOSHUUTBA cepil, ynakosky i
TeCTYBaHHA nepesipeHo, | BGTaHoBNEHo 1T BiAnoBigHicTL BUMoram GMP.,
| declare that my signature only applies to the English text and assume a
correct translation./ 51 sasen0, 1o Ml manuc CTOCYETHLCSH THNbKM TEKCTY
BHIMINCHKOK MOBOIK | NPUNYCKA KOPEKTHICTD nepexknagy.
14. | Name and position & titte of H.P. van Kilaveren
person authorizing the batch Qualified person / YniosrHoBaxeHa ocoba
release / Im's Ta nocana
0cobw, BignosigansHoi 3a
BUNYCK cepil
15. | Signature of person
authorizing the batch release /
Mignwue ocobu, eignosiganbHol
3a BHMycK cepli
16. | Date of signature / lata
nignucy Y
! _
V.04 ED: 12-Feb-21 HA AAD: 18-May-16




NEP/KABHA CJIVIKBA 3 TIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMME Y KHIBCHKII OBJIACTI

nipoB. Caitmuroi Haxii, 3, m.Kuis, 02099, ten/(akc: (044) 576-40-41
v E-mail: dls.ko@dls.gov.ua, Kox C€APTIOY 37078774

BUCHOBOK
po AKicTL BBE3EHOT0 B YKpaiHy JAiKapCcbKOTo 3200y

07.01.2025 Ne 70553/25/10

GEMOCTOH® KOHTI

(HalNeHYRANNA NIKAPCHKOTO 3acoBy 3TN0 3 peecTpalliiinnM TIOCBI/TMEHSM)
taGaeTku, BKPHTI IIBKOBOIO 050J1011K0I0, 110 1 Mr/5 mr; 1ro 28 TaGaerox y Saicrepi; no i
GaicTepy B KapToHMii KopoGui
(popMa BHMYCKY, JO3YBaHHH, BHIL 1aKyBAKHs niKapchKoro 3acoby)

ST t . '

Homep peccTpauiiHOro IHOCBiAYeH!Is UA/4837/01/01 crpox aii peecrpauiiinoro mocsiraei 01.01.2099

Cepis nikapcekoro 3acoby Ne 376287 : Kinexicrs Beeseroro nikapeskoro sacoby 1400

Bupobruk A660TT Bionomkikans b.B., Hinepianin
(HaifMeiTyBaHIs BIPOOHMKA S1KAPCHKOIO 3acoby, kpaiHa [IoX0KeNHs)

Baesciio B Ykpainy . - . CriJibHe yKPAilChK0-eCTOHCHKE NANPHEMCTBO Y ¢dopmi TOBApPHUCTBA
3 oGMesKeHoI0 BioBiIaNLHicTIO "OnTiMa-Papw, JIT/L", izenr. xo:
21642228 - .
(naiiMenyBaHHs T4 KOA 32 €JIPTTOY 1opuanunoi ocobu aBo npiszeuiLe, iM's, No Garnkoni disnunol
0coBM - NiZupHEMUS, Ti MiCUC NPOKUBAKHA Ta peecTpauiiitmii Homep ofiKoBOT KAPTRI ITUTHHKA
nozarkis abo ccpis Ta HoMep mactiopTa}

IIpoToKo Bi3yalbIoro KOHTPOIO0 Bil 03.01.2025;}@ 4229/20..

3a  pesyibTaTaMp  IEPXKABHOTO  KOHTPOJIO BCTAHOB/ICHO, W0 JIKApchbkUil 3aci6 BBC3CHO B Yipainy 3

JAOTPUMABHSAM BrMOTI 3aKOHOAABCTBA IOAO 3a6e3MICYCHIS AKOCTI JIIKApChKUX 3aC00IB.

O smitionigony
TTK P AT
(g5 TA KOl 4™\
NS \\g\unﬁ .

Z/ Biktop CTEGKIBCHK U]

ininiany ta npiserue)




Abbott Biologicals B.V. /ABBotT Bionogxikana 6.B.

Veerweg 12, 8121 AA Olst,

Pagelcr. |1
The Netherlands /

Beepaer 12, 8121 AA Onwer, Higepnadan

Certificate of analysis / Ceprudikar aHanizy

Name of product / Hassa npoaykry

FEMOSTON® CONTI / ®EMOCTOH® KOHTI

2. | Country of the manufacturer / Kpaina eupoSHuK The Netherlands / Hinepnasau
Registration certificate number in Ukraine /'
3. Homep pescTpauifiHoro rocaiguents 8 Yrpaini UA/4837/01/01
Estradiol hemihydrate micronized equivalent estradiol 1mg,
4. | Strength / Cuna aii dydrog‘esterontmlcrongd § mg / ectpapiony rem:rfnpar
MIKpOHiZOBAKM, WO SKBIBANEHTHO CTPaRiony 1 war,
OMAPOrecTepoH, MikpoHizoBaHul 5 mr
. : Film-coated tablets, 1 mg/5 mg / TabneTku, BrpuTi
5. | Pharmaceutical form / flikapceka dopma IBKOBO0 OBONOHKOID, 10 1 MI/5 M
5 Size and type of the package / Poamip i tun 28 tablets in blister; 1 blister in box/
) YIaKoBKA 28 raBnetok y Bnicrepi; no 1 6ricrepy B ynaxkosui
7 Batch number / Homep cepi 376287
) Batch size / Poamip cepii 32.086 packs / yn.
Date of manufacture / Jata supoSunursa 05.09.24
8.
Date of batch release / [lata Bunycky cepi 04,12.2024
g Expiry date / [lata 3aKinuenHs Tepminy 05.09.27
' NPUAATHOCTI
10. | Name, address and manufacturing license

numbers for all sites responsibie for
manufacturing process and quality control /
Haaga, afpeca Ta HOMepH Jiuensii Ha
BUPOBHAMLITBO ANS BCiX BUPOGHUKIS,
BIANOBIAGNLHIX 38 BUPOBHUUMIA NPOUEC |
KOHTPQME SKOCTI

Abbott Biologicals B.V. / A6BoTT Bionoaxikans 5.8,
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA OnecT, Hinepnahau

Manufacturing Authorization (Nliliensis Ha BUPOSHULITBO)
108926F

11.

Results of analysis / PesynwTtaty ananisy

See table below / Ana. Tabrulio Hwkde

Results of analysis /

PesynbTaty aHanisy

Parameter tested [ Acceptance limits Results [
KoHTponboBaHui napamerp Donyctumi mexi Pesynbraru

Appearance (visually) / 30BHilLHI# BArNAL (BizyansHo)

A round, biconvex, salmon film- Complies / Bignosinae
coated tablet with inscription ‘379"
on one side. The diameteris 7
mm and the tablet weight is about
144 mg / Kpyria, 4BOONYKNa,
BKpUTA NNIBKOBOK 0BONOHKOIO,
OpaHXEBO-POKEBOIO KONLOPY
TaBneTka 3 MapkysaHHam ‘3793
opHoro Boky. [iametp 7 mu i
maca TabneTky - npubnusHo 144
Mr

Identification / lnexTudpiradis

'« Estradiol / Ecrpagion

- Retention time (HPLC) / Yac ytpumyBaHHa
(BEPX)

¥

UV spectrum / Y® cnexrp

s

Dydrogesteron / [naporectepok
Retention time (HPL.C) / Yac yrpumyBaHHs
(BEPX)

4

Corresponds to reference Complies / Bignosifae
standard / Binnosiaae
pehepeHTHOMY CTaHAapTy.
Corresponds to spectrum of the
reference standard /
Binnosinae crekrpy
pedepeHTHOro CraHaapty.

Complies / Binnosinae

Corresponds to reference Complies / Bignhosiae
standard / Bignosinae

pedepeHTHOMY CTaHAapTy.

V.04

ED: 12-Feb-21
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Abbott Biclogicals B.V. /AGGorT Bionogxikans b.B.
Veerweg 12, 8121 AA Olst, The Netherlands /

Beeprer 12, 8121 AA Onber, Higepnanin

Pageler. |2

- UV spectrum / Y& cneirp

o Color additive’ / Bapsrugi’

- titanium dioxide (E171) / Tutaxy giokeng
{E171)

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

Corresponds to spectrum of the
reference standard / Bignosinae
cnexrpy pedepeHTHoro
CTanAaPTY.

Positive for titanium / MNosuTusrHa
ONRA TUTaHy.

Positive for iron / NoauTneHa Anst
3aniaa.

Complies/ Bignosinae

Complies / Bignosigae

Complies / Bignosinae

Purity / YucroTa
e Degradation products (HPLC), estradiol /
Mpoayxs gerpapaulii (BEPX), ecrpagion

-A 8,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, < 0,5 %* <0.1
17R-diol]/ 49,11 - ecrpagion [ecTpa-1,3,5(10),9(11)
retpaeH-3, 178-pion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / < 0,5 %" < 0.1
ectpon [3-rigpokcun-ecTpa-1,3,5(10)Tpnen-17-0H]
- 6-keto-estradiol [176-3,17-dihydroxy-estra-1,3,5 (10)-
triene-6-one] / B-keto-ecrpagion [1768-3,17- < 0,5 %* <0.1
nurigpokcu-ecTpa-1,3,5 (10)-TpreH-6-oH)
- Unspecified, each / KOKHOTO HEBCTAHOBEHOMO <05 %" <0.1
- Sum/ Cyma <1,0 %" <01
« Degradation products (HPLC), dydrogesteron
1 Npoayxtv perpagauil (BEPX),
AUApOrecTepoH
- Unspecified, each / KOKHOTO HEBCTEHOBNEHOTO <0.5%™ <0.1
- Sum/ Cyma < 1,0 %™ < 0.1
Content / Bmicr
- estradiol as CisM2:02 (HPLC) / ecTpagion sk 0,95 ~ 1,05 mg/tablet/ 0.98
CiaH2402 (BEPX) mritabnerky
- dydrogesteron (HPLC) / aupporectepon 4,75 - 5,25 mg/tablet/ 4.98

(BEPX)

mriraBnergy

Uniformity of dosage units (HPLC) / OgHopiauicTs
£,030BaHUX oguntb (BEPX)

- estradiol / ecTpanion

-dydrogesteron/ anaporecTepor”

Complies with Ph. Eur, 2.9.402/
Binnosinae €ap.Papm. 2.9.402

| Complies with Ph: Eur. 2:9.40%/

Bignosinac €ap.®apm. 2.9.40

Complies / Bianosinae

“Complies / Bignosigae "’

Average tablet weight (n=20), weighting / CepesiHa
maca Tabnetiw {n = 20), 382KYBAHHS

136,8 ~ 151,2 mg/mr

142.9

Dissolution (Ph.Eur. 2.9.3%), in 0.3% sodium
laury! sulphate in water, apparatus 2, 100 rpm. /
PosuutenHs (Eap. dapm. 2.9.32), 8 0,3% posuuH
HaTpito naypuncynstbaty y soal, anapar 2, 100
0b./x8.

- estradiol / ecTpaaion

- dydrogesteron / guaporecTepon

Q=75% after 30 minutes / Q=75%
yepes 30 xsununH

Q=75% after 30 minutes / Q=75%
vyepes 30 XBUIUH

Complies / Bignosinae

Complies / Bignosinae

V.04 ED: 12-Feb-21

HA AAD:

18-May-16




Abbott Biologicals B.V. /AGBoTT Bionoaxikans B.B. Tageier

Veerweq 12, 8121 AA Olst, The Netherlands /
Baepaer 12, 8121 AA Onver, Higepnangu

Microbiological Quality®, Ph Eur. 5.1.4% (non- aqueous
preparations for oral use) / MikpoGionoriura yueroral,
Eap. Gapm. 5.1.42 (HeBoSHI npenapatn 4ng

OPanLHONO 3ACTOCYBEHHSA)

TAMC, Ph.Eur. 2.6.12? / zaranbHa Kinskicrh agpobuux
mixpoopranismis, €ap. Gapm. 2.6.122

TYMC, Ph.Eur. 2.6.12% / saraneHa KinskicTs

ysinesux i apbimkosux rpubis, €sp. Gapm. 2.6.122
Escherichia coli, Ph.Eur, 2.6.132/ €ap. Papm. 2.6.132

Not tested / He
TECTYBENoCh

< 10%CFUig 7 £ 10%KYOIr

< 102CFU/g  « 102KYOIr

Absent/g / Bincyrrilr

"' Not routinely tested; one batch a year will be tested. / BunpoBysarHs HPOBCANTHCR HE PYTHHHO, Byne
TECTYBATVCS OAHa Cepis Ha piK..

2 Current edition / HYuHHe BuOaHHA.
3 Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / BunpoGysaHns
NPOBORUTHEA HE PYTUHHO, Byfie TECTYBATUCA OfHA Cepis 3 ABCHTH MiHIMYM OfVH pas Ha piK.

* percentage of the estradiol Iabel claim. / BiacoTok Big sasHaqeHol Ha yraxosui kineskocti ecrpagiony.

** pPercentage of the dydrogesterone label claim. / BigcoTok sig saskayeHol Ka yraKosui KinbxocT
LWOPOTECTEPCHY.

12.

Comments / KomerTapi

Destination countries; Ukraine
Kpainy-imnoprepu: Yepaika

13,

Certification statement/
3aspa npe ceprudikalic

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. / Lium nigrsepaxyio, wo
svuiesuknazera iHdopmauisn ¢ asTerTuuHow i BipHow. L cepilo
npenaparty BupoOneo (BrioUaoyn yNaKoBKy/MapKyBAHHA T8 KOHTPOAL
RKOCTI) BULLEBKA3AHUM BUPOBHUKOM Y NOBHIN BIANOSILHOCT! 8 BUMOraMi
GMP nokansHoro peryiisTopHoro oprady | 3 3aTeepaxeHnmm
creyudikawiamy sriaHo 3 PeecTpauiitinm NOCBIAYEHHAM KpaiHn-
innoprepa. [okymMeHTaLio LIOA0 BUPOBHUUTEE Cepil, yNakoBKH i
TECTYBAHHA NEPEBIpero, | BCTAHOBNEHO 1i BinnosigkicTs sumoram GMP.

| declare that my signature only applies to the English text and assume a
correct {ransiation./ # 3a8BARIOC, WO MIfl MIANUC CTOCYETRCS TINLRYA TEKCTY
SHIMIACHKOI0 MOBOIO | NPUIYCKAI0 KOPEKTHICTL nepexsnagy.

14.

Name and position & title of
person authorizing the batch
release / lu's Ta nocaga
ocobu, BignosigansHol 3a
sunyck cepii

F.W.J, Havinga
Qualified person / YnosHosaxena ocoba

15.

Signature of person
authorizing the balch release/
Nignuc ocoby, signosigansyol
3a sunyck cepii

16.

Date of signature / fata
rianuey

V.04

ED: 12-Feb-21

HA AAD: 18-May-16




HEPKABHA CJHYXBA 3 JIKAPCBKNX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHA YV KUIBCHKIN OBJACTI

npos. Ceitmuunol Haail, 3, mKuis, 02099, Ten/paxe: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog CAPIIOY 37078774

BACHOBOK
PO AKICTh BBE3EHOr0 B YKPAIHY JMIKAPCHLKOI0 3aco0y

04.03.2025 Ne 8780/25/10

SEMOCTOH® KOHTI

(nafiverypanus nikapebkoro 3acofy rigno 3 peccTpauiiium nocimennan)}
TabJaeTKi, BRPHUTI NAiBK0BOIO 06020HK00, 10 1 MI/5 Mr; no 28 TadaeTox y faicrepi; no 1
OJ1icTepy B KopoGui.

(dropmMa BIITYCKY, MO3YRANNA, BUE NAKYBAHER NiKAPCLEOTO 3ac0by)

Howmep peectpauiiinoro mocsizuenns UA/4837/01/01 crpox aii peectpauiiinoro nocsiguenns 01.01.2099

Cepin sixapeskoro 3acoby Ne 376516 Kinskicrs BBe3eHOro gikapepkoro 3acody 1000
Bupobhug Ab66otT Bionomkikanz B.B., Higepaanan
{nafinenynaung sHpoGustka ikapcsroro 3acofy, KpaiHa NOXOAHEHNR)
Beeseno B Yxpainy CuiibHe yKpainchKo-ecToHCEKe nignpueMcTBo y dopyi TorapicTpa
3 oGMesrenol0 Bixmorizaasnicrio "OnTtisa-Gapnm, JITHY, inewr. xox:
21642228

(nafistenyBania ra-ron 3a EPIOY wopianysoi ocotu abo npizenme, is's, 1o Gaterobi Ginmkoi
ocafil - niampuemnsa, 1f Micte TPoKIBaHEA T2 peecTpanifindi HoMep 06IIKCBOT KAPTKI IIATHNIKE
MogaTKiB abo cepis 10 HOMEp RACNOPTA)

Hpotekoea Bisyaasnero koutposie sig 27.02.2025 N 0568/13.

3a pesyakTaTaMH QEPKABHOTO KOHIPOMK BCTAHORAGHO, MmO JKAapchbkiii zaci6  8BeseHo B Yxpainy 3

AOTPHMAHHSIM pitaor 3aK0HOAABCTBE HOHO 3adesIeueHus AKOCT MKAPChKHK 3aC00iB,

Onera €PBOMEHKO

“(athaigiire}. (ininian Tanpizssiud)




Abbott Biologicals B.V. /ABGoTT Bicnomiikans b.B. 2y

Veerweg 12, 8121 AA Qlst, The Netherlands /
Beepaer 12, 8121 AA Onber, Hinepnasan

Certificate of analysis / Cepruddikar aHanisy

Name of product / Haaea npoayrry

FEMOSTON® CONTI / #EMOCTOH® KOHT!

Country of the manufacturer / Kpaina supobuuk

The Nethedands / Hinepnanau

Registration certiticate number in Ukraine /

3. Homep peccTpaLiftoro NoCBigYeHHs B YKpaiHi UAA4837/01/01
Estradiol hemihydrate micronized equivalent estradiol 1mg,
1 " dydrogesteron, micronized 5 mg / ectpagiony remirigpar
o Strength / Cuna A MiKpOHIZOBAHNIA, LLO exriBaneHTHO ecTpagiony 1 mr,
ANEPOTeCTepoH, MIKpOHiaoBanui 5 mr
- . ; Film-coated tablets, 1 mg/5 mg / TabneTn, BrpuTi
5. Pharmaceutical form / flikapceka dopma AriEKOBOI0 OBONGHKOID, 110 1 MITS MF
6 Size and type of the package / Poawmip i tun 28 tablets in blister; 1 blister in box /
© | ynakosiu 28 rabnerok y Brictept no 1 Gnictepy B ynakoswi
7 Batch number / Homep cepii 376518
‘i Balch size / Poamip cepii 39.826 packs [ yn.
- Date of manufacture / [lata BupofinuTea 30.10.24
8.
Date of batch release / [lara sunycky cepil 07.01.2025
9 Expiry date / [lara 3akinierus Tepmity 30.10.27
) NREUASTHOCTI
16. | Hame, ad_"“"f“ 5 2ud lanuiaciuiing license Abbott Biologicals B.V. / AbGSotrT bionoaxikans 6.B.
numbers for all sltes responsible for Veerwed 12. 8121 AA Olst. The Netherlands /
manufacturing process and quality control / Boe 89?7278121 AA Om)& Hinensan "
Hasga, agpaca ta HOMEDPW NiYeH3iN Ha p ' » niaephana
supoBHULITBO ANSA BCIX BUPODHUKIB, ) N . .
| BANOBIAANEHAX 33 BUPOBHAUMT MPOLIEC | l;/lggggg?urmg Authorization (NiygHain Ha BupobHULTEO)
| KOHTRONb SIKOCTI
11, | Results of analysis / PesynntaTn ananisy See table below / Jue, Tabnuugo Huxue

Results of analysis /

PeaynbraTn ananiay

Paramefer tested /

{ KoHnTponwoganult napamerp

Results /
Peaynbraty

Acceptance limits /
Honyctumi mexi

Appearance (visually) / SoshiwHil Burnag (eisyansuo)

A round, biconvex, salmon film-
coated tablet with inscription ‘379°
on one side. The diameter is 7
mm and the tablet weight is about
144 mg / Kpyrna, ABoonyKna,
BRRVTE NBKOBOIK 00CNOHKOID,
OPAHKEBO-POKEBAT0 KONLOPY
Tabnetha 3 mapkyBanHHam '379' s
oaroro Soky. Hliavetp 7 mm i
maca TabneTku - npubnusHe 144
M

Complies / Bignosigae

Identification { |gexsTrdikadis

©

¥

3

©

Estradiol / Ecrpagion
Retention time (MPLC) 1 Yac yTpumyBaHHs
(BEPX)

UV spectrum / Y& crnexrp

Dydrogesteron { [Anaporacrepor
Retention time (HPLC) / Yac yrpvmyBanta
(BEPX)

Corresponds to reference Complies / Bignosigae
standard / Bianosinae
pedepeHTHOMY CTaHaaPTY.
Corresponds to spectrum of the
reference standard /
Bignosinae cnexipy
pedepeHTHOrO CTannapTy.

Complies / Bignosinae

Corresponds to reference Complies { Bianorinae
standard / Bignosigae

pediepeHTHOMY CTaHAapTy.

V.04

D 12-Feb-21

HA AATDY: 18-May-16
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Abbott Biologicals B.V. JAGGoTT Bionogxikana 6.8
Veerweg 12, 8121 AA Qist, The Netherlands /

Beepser 12, 8121 AA Onser, Hinepnaran

Pageset. |2

UV spectrum / Y& cnexrp

o Color additive'/ bapgHugu’

- titanium dioxide (E171) / Tutany aioxecus
(E171)

- iron oxide (E172) / saniza okeung {(E172)

Corresponds to spectrum of the
reference standard / Bignogigae
cnexTpy pedeperTHoro
crangapry.

Positive for titanium / NosuTusHa
ANS TATAHY.

Positive for iron / NMosurueHa pis
3anisa.

Complies / Bignoainae

Complies / Bignosipae

Complies / Bianosinae

Purity / Yucrora
e Degradation products (HPLC), estradiol /
Mpoaykrv Aerpapauil (BEPX), ectpagion

~A 9,11-estradiol (estra-1,3,5(10),9(11) tetraene-3, < 0,5 %* < 0.1
17R-diol}/ A8,11 - ectpagion [ecTpa-1.3,5(10).8(11)
Tetpack-3, 170%-gion)
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one} / < 0,5 %" < 0.1
ecTpoH [3-rigpokcu-ectpa-1,3,5(10)TpueH-17-0H}
- B-keto-estradiol [173-3,17-dihydroxy-estra-1,3,5 (10)-
triene-G-one] / 6-keto-ectpagion [173-3,17- <05 %" <0.1
aurigpoken-ectpa-1,3,5 (10)-TpreH-6-01]
- Unspecified, sach / KoKHOIO HEBCTAHOBNEHOrO <05 %" <01
- Sum / Cyma 1.0 %" < 0.4
« Degradation products (HPLC), dydrogesteron
[ MpoaykTy perpagauii (BEPX),
SUAPOTECTEPoH '
- Unspecified, each / KOXHOID HEBCTAHOBNEHOTO 2085 % <01
- Sum/{ Cyma £1,0 %™ <01
Content / Bmicr
- estradiol as CisM2402 (HPLC) / ectpagion sik 0,85 ~ 1,05 mgftablet/ 0.99
C1sHza02 (BERPX) mritabrieTiy
- dydrogesteron (HPLC) / auaporecrepon 475 — 5,25 mgftablet/ 4.98

(BEPX)

wrfrabneTky

Uniformity of dosage units (HPLC) / OgropigHicTb
[1030BaHNX OAUHNLL (BERX)

- esiradiol / ecrpagion

- dydrogesieron / aupporecTepon

Complies with Ph, Eur. 2,9.40%/
Binnoeigae Cap.dapu. 2.9.40%

Complies with Ph. Eur. 2.9.40%{
Bignosigae Cap.®apm, 2.8.407

Complies / Bignosigae

Complies / Binnosinae

Average tablet weight (n=20), weighting / Cepeats
maca Tabnerkv {(n = 20}, 3saxysanHs

136,8 - 151,2 mg/mr

143.7

Dissolution (Ph.Eur. 2.9.3%), in 0.3% sadium
tauryl sulphate in waler, apparatus 2, 100 rpm. /
Posunnenka (Esp. ®apm. 2.9.32), 8 0,3% posuui
HaTpiio naypuncyibdary y sodl, anapar 2, 100
06./x8B.

estradiol / ecTpagion

dydrogesteron / anaporecTepon

Q=75% after 30 minutes / Q=75%
vepes 30 xaunus

Q=75% after 30 minutes / Q=75%%
yepes 30 xsunux

Complies / Bianosinac

Complies / Bignosinae

V.04 ED: 12-Feb-21

HA AAD:

18-May-16




Abbott Biolegicals B.V. IAGBory Bionomxikanz 5.B.

Py

Veerweg 12, 8121 AA Qist, The Netherlands /
Beeprer 12, 8121 AA Onecr, Higepnanan

Microbiological Quality®, Ph.Eur. 5.1.47 {non- aqueous
preparations for oral use) / MikpoBicnoriuta wicrora®,
€ap. Gapm. 5.1.47 (HepogHl NpenapaTy 4ns

OPaNsHOTD 3aCTOCYBAHHNA)

TAMC, Ph.FEur. 2 6,127 [ 3aranpra KinekicTs aepofnux
MiKpoopraniavis, Cep. Gapm. 2.8.12¢

TYMG, Ph.Eur. 2.6.12% / saranvHa KinbyicTb

usinesux i apiwaxopux rpubis, Cep, Gapm. 2.6.124
Escherichia coli, Ph.Eyr. 2.6.13%/ €ap. dapm, 26.137

Not testied / He
TRCTYBa/10Ck

< 10°CFUfg 1 = 10%KYO/r

< 10*CFUfg | < 107KYOIr

Absenilg / Bigeyruilr

t Not routinely tested; ong baich a year will be tested. / BunpoByBanka npOBOGNTLCA HE PyTHHO, Byae

TECTYBATUCR O4HA CEPIR Ha PIK..
2Current edition / MUHHE BUASHHRA.

* Not routinely tested: one out of ten batches will be tested with a minimum of once a year. / Bunpofysasns
(POBOARTHCS KE PYTHHHO, By/1e TeCTYBATUCS OfHA Cepis 3 gecaTy miHiMym 04mnH pas Ha pik.

* Percentage of the estradiol label claim. / BiacoTok Bif 3a3HaHEHOT Ha ynaxosui KinkrocTi ecTpagiony.

* percentage of the dydrogesterone label claim. / BigcoTox 8ig sasravencl Ha ynakosLi KinbkocT]

AVAPOTESTEPORY.

12. | Comments / KomeHTapi

Destination countries: Ukraine
Kpatuu-imnoptepu: YrpaiHa

13, Certification staternent /
i 3area npo cepridikalin

{ hereby certify that the above information is authentic and accurate. This
hateh of product has been manufactured, including packaging/iabeling
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. / Linm nigrsepmuyio, wo
BULLIEBUKNEAEHE IHopMatlis € ZBTeRTUYHOI | Biprow. LI cepin
npenaparty supoSneHo (BKITIONAI0WY YNAKOBRY/MAPKYBAHHS T@ KOHTPOb
SKGCT]) BULLEBKA3AHIM BUPOBHUKOM Y NOBRIR BIANOBIAHOCTI 3 BUMOrami
GMP nOKassHOro peryrisiTopHoro oprady | 3 3aTsepixervmm
creudikaLligmy 3riaH0 3 PeecTpalifiHum noceigdenHan xpaliu-
imnoprepa, Jokymerrauin woao supobHuLTea cepil, ynakaskut i
TECTYBaKHS NEPeBIpEeHe, | BCTRHOBNEHO 11 BiRnosiaHicT, sumoram GMP,

| declare that my signature only applies to the English text and assume &
correct franslation./ R 32981310, LW MR NIANUC CTOCYETLEH TINBKK TEKCTY
ARMIACHKCIO MOBOIO | NPUNYCKAKD KOPEKTHICTL nepeknany.

14. | Name and position & title of
person authorizing the batch
release /7 lv'a Ta nocana
ocoBu, BIANOBIABNLHOT 32
BAYCK cepil

M.J. van Amerongen
Qualified person / YnogHosakens 0coba

15, | Signature of persan

3@ Bunyck ceplf
16, ¢ Date of signatwre / [laTa
; nignucy

authorizing the batch release /
| Mlianuve ocobu, sinnosiganskol

05,07 9095

V.04

EDo12-F

b-21 HA AAD: 18-May-16

(o]
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