Abbott Biologicals B.V. / AGGOTT bionogkikana b5.8:
Veerweg 12,8121 AA Olst, The Netherlands /Beepeer 12,
342 Ad Onsey . Migepnangs

Certificate of analysis / Ceprucbmkat ananisy

FageicT. |1

sl

Homep peectpauyifiHoro nossigyerHs B Ypaini

1. | Name of product/ Hassa npoaykry FEMOSTON® CONTI MINI / SEMOCTOH® KOHTI MIH)
2. | Country of the manufacturer / Kpaina supoBuvk | The Nethertands / Hignepnangu
3 Registration certificate number in Ukraine f UA/ 3464/01/01

4. | Strength / Cuna Ait

Dydragesteron micronjzed 2,5 mg; estradiol hemihydrate
micronized equivalent estradiol 0,5 mg / anaporecrepoH
MIKROHI30BAHW. 2,5 Mr; ecTpagiony remirigpar
MIKPOHI30BaHWH, O eXBiBANEHTHO ecTpagiony 0,5 mr

5. | Pharmaceutical form / Nikapcbka gopma

Film-coated tabiets, 0,5 mg/2,5 mg/ TaGneTk, BKpUTI
nNiBKCBOK 06onoHKkeo, no 0,5 mr/2,5 mr

YNaKCBKK

' g | Size and type of the package / Posmip i Tun

28 tablets in blister; 1 blister in box /
28 Tabnerok y BiticTepi; no 1 GnicTepy B yriakosLj

NPUASTHOCTI

- Batch number / Homep cepii 373573
"} Batch size / Poawip cepif 4.359 packs / yn.
Date of manufacture / Narta eupoSHuitea 14.11.23
8'.
Date of baich release / lata Binycky cepii 17.01.2024
g Expiry date / lata aariHueHHs TepmiHy 14.11.27

10. | Name, address and manufacturing license
numbers for all sites responsible for
‘manufacturing process-and quality control. /
Ha3ea, agpeca Ta HoMepY NiLen3ii Ha
BMPOBHULITBO: /NS BCiX BUPOBHWKIB,
sifnosiaanbHuX 3@ supoBruLniA npouec i
KOHTPONbL AKOCT]

Abbott Biolegicals B.V. / AGSotr Bionogxikara 5.B,
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepsaer 12, 8121 AA Onbey, Higepnatan

Manufacturing Authorization./ (Niuensis Ha BupoGHULTEO}
108926F

11. | Results of analysis / PesynbTaTi ananisy

See table below / Ave. Tabnuuo Hkye

Results of analysis / PeaynsTaTti ananisy

Parametertested /
KoHrponsoeanuil napaMeTp

Acceptance limits / Results /
Donycrumi mexi Pe3ynkTaru

Appearance (visually)/ SosHiwinili sirnsg (BisyansHo)

A.round, biconvex, yeliow film-

coated tablet with inscription
‘379" on one side, / Kpyrna.

Aeoonykna TabneTka Xesroro

KONbLOPY, BKPUT2 NMIBKOS0I0

0BoNCHKOI0, 3 Hanucom 379 3

ofHoro Boky,

Complies / Bignaeinae |

ldertification Ph. Eur.>2.2.29/ [gexTudikauia Eep.
Gapm.* 2.2.29
o Estradiol / Ectpagion _
- Retention time (HPLC) / Yac yTpumyBaHHs
(BEPX)

- UV spectrum / YO criextp

»  Dydrogesteran / luaporectepor
= Retention time (HPLC) / Yac yrpumyBatHs
(BEPX) '

- UV'spectrum/ ¥& cnekrp

s Color additive! /Baparuki®

Corresponds to reference
standard / Bignosinae
pedepeHTHOMY CTaHAapTy.
Corresponds to reference
standard / Bignoainas
PEhePEHTHOMY cTaHAapTy.
Corresponds to reference
standard / Bignosinae
petepeHTHOMY CTRHARPTY.
Corresponds to reference
standard / Bignoeigae
pediepeHTHoMY CTaHAapTY.

Complies { "B__i,qnoai,qae
Complies | Bignosinae
Complies [ Bignosigae

Complies / Binnosinas

- fitanium / Turan Gives positive reaction / [lae Not tested / He
noswTueHy peakuiio, TECTYRANOCH
| - iron /'saniso | Bives positive reaction / ae | v
V.03 ED: [2-Feb-21 HA AAD: 24-Jul-15

TRIAL MCDE - a valid lice nse will remave this message. See the k

property of this POF for mare information.




Abbott Biologicals B.V../ AbBorT Bionoaxikans B.B.

Veérwe
a2y

12, 8121 AA Clst, The Netherlands /Beepser 12,
E)macr thepnabmu

NO3UTUBHY paakuiio.

Purity, Ph. Eur:* 2.2.29/ MucToTa, Eap. dapm.* 2.2.29
« Degradation products (HPLC), estradiol /
Mpoaykrn Aerpagauii (BEPX), ectpagion

- dydrogesteron (HPLC) / angporectepan (BEPX)

Mrirabnetky

~ A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <03 %2 <0,1
170-diol] / A9, 11- -gCcTpagion [ecw*pa -1,3,5(10),9(11)
TeTpaeH-3, 173-aicn)
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / £0,3%? <0.1
ecTpoH [3-rigpokeu-ecpa-1,3,5(10)Tpnen-17-oH]
- 6-keto-estradiof [178-3,17-dihydroxy-estra=1,3,5 (10)- | 20,3 %2 <0.1
triene-6-one] / 6-keto-ectpaaion [17R-3,17-
purinpokcn-ectpa-1,3,5 (10)-TpmeH 6-0H]
- Unspecified, each / HeBCTaHOBNEHYI, KOXEH <0,5%% <01
- Sum / Cyma < 1,0%2 < 0.1
« Degradation products (HPLC), dydrogesteron /
MNpooyiTy gerpagagi (BEPX) ,qu,qporecrepcm .
- Unspecified, each:/ HeséraHoBnenHwii, KoxeH <05 % <0.1
- Sum / Cyma <1,0% <0.1
“Content (Ph.Eur.* 2:2.29) / KinbKicHe 13HaieHHs '
(EBp. Gapm.* 2.2.29)
- estradiol as CisH2402 (HPLC) / ectpapion sik 0,475 - 0,526 mg/tablet/ 0.500
C1aH2402 (BEPX) Mr/TaoneTky _ _
2,375 — 2,625 mgftablet! 2.503

Uniformity of desage units (HPLC Ph.Eur.* 2.2.29) /

OnHOpiaHicTs AozosaHnx oamHkub (BEPX Esp. dapm.*

2.229)
- -gstradiol / ecTpapion

- dydrogesteron / gngporecrepon

Complies with Ph, Eur.*2.9.40/
Bianosinae €gp. dapm.* 2.9.40
Complies with Ph. Eur*2.9,40/
Bignosinas Eep. Papm.* 2.9.40

Complies/ Bignosigae

Complies/ Bignosigae

Average tablet weight (n=20), weighting / Cepe.qu
maca 1abnetkv (n =20), 3sayBaHH:

1368,8 —151,2 mg/mr

142.9

Cissolution {Ph.Eur.*2.8.3, HPLC Ph.Eur.*2.2.29), in
0.3% sodium laury), sulphate in water, apparatus 2,
100 1prn. / Posuunens (Esp. dapm.* 2.9.3; BEPX
Cep. Papm.* 2.2.29), b-0,3% poauuHi Harpiwo
naypwncynsgaty y Bogi, anapat 2, 100 06./xa.

- estradiol / ectpagion

-~ dydrogesteron / aupporecTepoH

NLT 856% (Q=80%) after-45
minutes / He meHLte 85%
(Q=80%) iepes 45 XBUnvH
NLT 85% (Q=80%) after 45
minutss / He MeHwe 85%
{Q=80%) Yepe3 45 xBUIuH

Complies / Bignosigae

Complies / Bignosinae

Microbiological Quality*, Ph:Eur.*5.1.4,2.6.12, 26,13
/ MikpoBionoriuka uncrota®, €ap. dapm.* 5.1.4,
2.6.12,28.13

TAMC / zaraneHa KinbkicTb aepoBHux Mikpoopraniamie | <10°CFU/g / <103KYO#r Not tested / He
: _ _ " TECTHPOBaNoCh
TYMC / 3aranibHa KinbKicGTe LBINesux i-ApbkaKosmux <102CFU/g / <102KYO/r orfabo

rpubis _

Escherichia coli Absentfg / B'inc_yTHﬂ ir

*Current edition Ph.Eur. / Ynsane sunanua Sap. dapm.

V.03 ED: 12-Feb-21

HA AAD: 24-Tul-15




Abbott Biologicals B.V. /| AbboTT bionogxikans b.B.

ragelfotr. |3

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

8121

OnecT,

" Color additive not routinely tested; production under GMP conditions yields sufficient assurance that the
requirements will be met, if tested. / BapeHUKN He KOHTPOMIOKOTLCS PYTUHHO; CTATYC BUPOBHULTEA BIAMNOBIAHO
Ao GMP gae AoCTaTHIO rapaHTilo Toro, Lo BUMOrM ByAyTh BUKOHYBATUCA NPU KOHTPONI.

2 Percentage of the estradiol label claim. / BincoTkoBHii BMICT Big 3a3HaueHoi Ha ynakoBLi KinskocTi ecTpagiony.
3 Percentage of the dydrogesterane label claim. / BigcoTkoswil BMICT Big 3a3HaueHol Ha ynakoBLi KinbKoCTi
AWOPOrecTepoHy.
) One out of ten batches will be tested with a minimum of once a year. / OgHa 3 gecsitu cepin 6yne
KOHTPOMOBATUCSA, AK MiHIMYM, pa3 Ha pik.

12. | Comments / KomeHTapi Destination countries: Ukraine
KpaiHu-imnoprepu: YkpaiHa
13. | Certification statement / | hereby certify that the above information is authentic and accurate. This
3asiea npo ceptudikadito 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 nigreepaxyto, Wwo
BULLieBUKNaAeHa iHopmaLis € aBTeHTUYHOH | BipHow. Liio cepito
npenapary BUpoBneHo (BKkMo4aloUK yrnakoBKy/MapKyBaHHs Ta KOHTPOIb
AKOCTI) BULLIEBKa3aHUM BUPOBHUKOM Y MOBHiiA BiANOBIGHOCTI 3 BUMOramu
GMP nokanbHOro perynsTopHOro opraHy i 3 3aaTeepaxeHuMu
cneymdikauiamu srigHo 3 PeecTpaLliiiHumM NoceigueHHAM KpaiHm-
iMmnopTepa. [lokyMeHTaLlito LWoA0 BUpOGHULITBA Cepil, ynakosKi i
TECTYBAHHA NepesipeHo, i BCTaHOBNEHO i BiAnosiaHicTs BumMoram GMP.
| declare that my signature only applies to the English text and assume a
correct translation./A sasensio, Wo Miit NigNUc cTocyeTbes TinbkK TEeKCTY
aHrMincbKO MOBOK) | NPUNYCKAK KOPEKTHICTb Nepeknagy.
14. | Name and position & title of A Aziz
person authorizing the batch
release / Im'a Ta nocaaa Qualified person / YnosHoBaxeHa ocoba
ocobu, signoeiganbHoi 3a
BUnyck cepil
15. | Signature of person J—
authorizing the batch release /
Mignuc ocobu, sBignosigansHoi 7 R
3a BUNycK cepii ok
16. | Date of signature / lata 22.01:2024
nianucy
V.03 ED: 12-Feb-21 HA AAD: 24-Jul-15

valid license will remove this messa

TRIAL MCDE - a v

See the k

property of this POF for mare information.




