JEPHIIKCITY XBA
IEPKABHA CJIYIKBA 3 IIKAPCHKHAX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHA
Y JHINPOOETPOBCHKII OBJIACTI

Juinpo, mn.CobopHa,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 JiikapcbKoro 3acody
03.11.2022 Ne 46881/22/0411
OEMOCTOH® KOHTI MIHI

{HatiMenyBpanus nikapcbkoro 3acofy 3rigHO 3 peecTpalifHUM NOCBiAYEHHAM)
Tabnerky, BKPHUTI IU1iBKOBOIO 060J10HK010, 110 0,5 Mr/2,5 Mr no 28 Ta6nerox y Guicrepi; mo 1
OJicTepu B KapTOHHII Kopo6ui

((hopma Bunycky, fo3yBaHHs, BUA NaKyBaHHS Jikapcekoro 3aco6y)

Homep peectpauiiinoro nocsimuenns UA/13464/01/01 crpox aii peectpauiiinoro nocsiguenns 01,01.2099

Cepis nikapeexoroe 3aco6y Ne 368003 Kinskicts BBe3eHOrO Nikapeskoro 3acoby 300
Bupobuux A66ortT Bionomxixans B.B., Higepranmu
(naiimenyBaHHs BEpoOHKKA NikapckKkoro 3acoby, Kpaila MOXOMKEHHS)
Breseno B Vipainy Tosapucrso 3 o0mesxenolo Bignopigansuicrio "BalM", ineur, cop:
31816235

(naiimenyranns Ta koR 3a €APIIOY jopuauyHOT 0cobu abo npizpuie, iM'a, no 6aTekobi (hizuunoT
ocolu - nianpueMils, il Miclie npoxuBaHH Ta peccTpauifinmii HoMmep o6iKkOBOT KAPTIH NAATHHKA
nonatkie abo cepis Ta HoMep nacnopra)

IIpoTokon Bisyanbuoro xourtpono sin 02.11.2022 Ne 07-01/2357/17.

3a pesynsTaTaMM  JEPKABHOIO KOHTPOMIO BCTAHOBNEHO, WO Jikapchkuit 3aci6 BmeseHo B Vkpaiuy 7
AOTPHMAHHAM BUMOr 3aKOHOJABCTBA MO0 3afezneueH s AKOCT] NikapesKuX 3acobiB.

Havanenuk epxaBHoi ciyx6u 3
NiKapchKUX 3ac06iB Ta KOHTPOIIO 32

. v IOnis OBYAPEHKO
HapKOTHKaMH ¥ J{HINpomeTpoBChKii
oGmacri
{nocanosa ocoba oprany IepKaBHOTO KOHTPOJIO) (nil@ (iniuiany Ta npizsHuLe)

[OKYMEHTIB
+38(066)34




Abbott Biologicals B.V. / A6BovT bionogxikans 5.B. R |
Veerweg 12, 8121 AA Olst, The Netheitands /Becpeer 12,

8121

Onwer, Higepnanaw

Certificate of analysis / CepTudukar asanisy

1. ; Name of product / Haaga npopyxry FEMOSTON® CONTI MINI / ®EMOCTOH® KOHTI MIH]
2. ; Gountry of the manutacturer / Kpaixa swpobuuk | The Netherlands / Hinepnangu
Registration certificate number in Ukraine /
3 Homep peecTpaljitHoro noceiguexnts 8 Ykpaiki UAI3AB4101/01
Dydrogesteron micronized 2,5 mg; estradiol hemihydrate
o micronized equivalent estradiol 0,5 mg / augporecrepon
& Strength / Cuna gii MIRpORI3OB2HWA 2,5 Mr; ecTpagiony remirigpar
MIKDOHI30BAHWA, LLC eKpiBaNeHTHO ecTpaniony 0.5 mr
: . Film-coated tablets, 0,5 mg/2,5 mg / TabneTxw, BKkpuTi
5. Pharmaceutical form / Nikapcexa opma RAIBKOBOK OBONGRKOIO, M6 0.5 MI/2.5 M
& Size and type of the package / Poamip i Tun 28 tablets in blister; 1 biister in box /
* | ynakoeku 28 TabneTox vy Bnictepi; no 1 GnicTepy B yrakoBLj
7 Batch number/ Homep cepit 368003
) Batch size / Poamip cepil 14.687 packs / yn.
Date of manufacture / [lata supoBuuyrea 02.02.22
8.
Date of batch release / Oara eunycky cepil 06.05.2022
9 Expiry date / HaTa 3akiH4eHus Tepminy 02.02.26
: NPUAATHOCTI
10. | Name, address and manufacturing license Abbott Biologicals B.V. / A6GoTT Bionoaxikans 5.8,
numbers for all sites responsible for 2
; : Veerweg 12, 8121 AA Qlst, The Netheriands /
manufacturing process and quality control. / Becpeer 12. 8121 AA Onwer. Higepnan
Haspa, agpeca Ta HOMEPW NiLeH3iA Ha P ! « FIASPnanAM
BHPOBHUUTED ANA BCiX BAPODHUKIB, : - : :
BIANOBIQANLHUX 32 BUPOGHWYMH NPOLIEC | !1\!|Oa8ngu2fglc:turlng Authorization / (Iliuenzia Ha supobruuTao)
KOMTPON® RKOCTI
11. | Resulis of analysis / PeaynbTatu ananiay Sea table below / Jve. Tabrvwo Hikye

Results of analysis / PesynbTaTn ananisy

Parameter tegted /
KoHYpoNnGLOBaHWH NapameTp

Acceptance limits { Results /
HonycTumi mexd PeaynbLTaru

Appearance (visually)/ 3oBHilWwKiV aurnsg (BisyansHo)

A round, biconvex, yellow film-
coated tablet with inscription
‘379" on one side. / Kpyrna
Asoonykna Tabnerka xosToro
XOMBOPY, BKPUTA NAIBKOBOK
ofONoOHKOI0, 3 Hanvcom 379 3
ofiHore Boky.

Complies / Bianosigae

*

Identification Ph. Eur.” 2,2.29/ |nenTudbikadin €sp.
®apm.” 2.2.29

Estradiol / Ecrpagion
Ratention time (HPLC) / Yac yrpuMyeaHna

Corresponds to reference Complies / Bignosipae

(BEPX) standard / Bignosinae
pedepeHTHOMY CTaHAAPTY.
- UV spectrum / ¥® cnextp Corresponds to reference Complies / Bignosinae
standard / Bignosigae
pedepeHTHOMY CTanaapTy.
¢ Dydrogesteron / QuaporectepoH Corresponds to refarence Complies / Bignoeigae
- Retention time (HPLC) / Yac yrpumMysanns standard / Bianoasigae
{BEPX) pediepeHTHOMY CTEHASPTY.
Corresponds to reference Complies / Bignosigae
- UV spectrum/ YO criektp standard / Bianosigae
pedepeHTHOMY CTaRAaPTY.
+ Color additive! / Baperyxu!
- titanium / Turau Gives positive reaction / flae Not tested / He
NO3UTUBHY peaiLilo.
- iron/ saniso Gives positive reaction / [lac TecTybanocs
V.03 ED: 12-Feb-21 HA AAD: 24-Jul-15




Abbott Biolegicals B.V. / ABGoTT Biosnogxikana 5.8,
Veerweg 12, 8121 AA Olst, The Netheriands /Beepsaer 12,

8121

Onwer, Higepnanau

NOIUTUBHY Peakuio.

Purity, Ph. Eur.* 2.2.23 / YucTota, €sp. apm.” 2.2.29
» Degradation products (HPL.C), estradiof /
Mpoayktu aerpanauii (BEPX), ectpagion

- A9, 11-estradiol [estra-1,3,5(10),9(11) tetraene-3, £0,3 % < 0.1
170-dioll/ A9,11-ectpanion [ectpa-1,3,5(10).9(11)
Terpaen-3, 17B-aion]
- estrone {3-hydroxy-estra-1,3,5(10)triene-17-one) / 503 %% < 0.1
ecTpoH [3-rinpokci-ectpa-1,3,5(10)Tpren-17-0H]
- 6-keto-estradiol [176-3,17-dihydroxy-estra-1,3,5 (10)- | £0.3 %% < 0.1
triene-6-one] / -keto-ecrpagion {173-3,17-
aurigpokcu-ectpa-1,3,5 {(10)-1pueH-6-0H]
- Unspecified, each / HescTanosnenuil, KoXeH £0,5 %2 0.1
- Sum/ Cyma £ 1.0%? 0.1
s Degradation products (HPLC), dydrogesteron /
MpogyxTu perpagauil (BEPX), aupporecrepon s
- Unspecified, each / HEBCTAHOBNEHWI, KOXEH <05 %% <0.1
- Sum/ Cyma £1.0 %% <0.1
Content (Ph.Eur.” 2.2.29) / KinbkicHe BU3HAYEHHA
(Eap. Papm.” 2.2.29)
- estradiol as C1sH2402 (HPLC) / ectpapion Ak 0,475 ~ 0,525 mghablet/ 0.497
C1gHz402 (BEPX} Mr/TabneTky
2,375 - 2,625 myg/tablet/ 2.493

- dydrogesteron (HPLC) / anaporectepox (BEPX)

MiiTabnertky

Uniformity of dosage units (HPLC Ph.Eur.” 2.2.29} /
OnHopigHicTb gosoeannx opusnue (BEPX Esp. ®apm.*
2229

- estradiol / ecTpagion

- dydrogesteron / guaporecrepox

Complies with Ph. Eur.* 2.9.40/
Bignosigae €sp. ®apm.* 2.9.40
Complies with Ph. Eur.* 2.9.40 /
Bignoeigae €ap. ©apm.* 2.9.40

Complies / Bianoaigae

Complies / Bignosigae

Average tablet weight {(n=20), weighting / Cepeahn
maca Tabnetiu (n = 20), 3BaKYBAHHA

136,8 — 151,2 mg/mr

143.6

Dissolution (Ph.Eur.* 2.9.3, HPLC Ph.Eur.* 2.2.29), in
0.3% sodium fauryl sulphate in water, apparatus 2,
100 mpm. / Poauunerks (Cep. ®apm.* 2.9.3, BEPX
€ep. Papm.” 2.2.29), B 0,3% poaunHi HaTpilo
naypuncynechaty y Boai, anapar 2, 100 o0./xB.

- estradiol / ecTpagion

«  dydrogesteron / guaporecTepor

NLT 85% (Q=80%) after 45
minutes / He MeHwe 85%
(Q=80%) yepes 45 xaunuH
NLT 85% (Q=80%) after 45
minutes / He MeHwe 85%
{Q=B80%) yepes 45 XBUNUH

Complies / Bignosigae

Complies / Bignosigae

Microbiological Quality®, Ph.Eur.* 5.1.4, 2.6.12, 26,13
/ MikpoBionorivsa Wuctotad, €ep. Papm.* 5.1.4,
26.12,26.13

TAMC / 3aranbHa KiNbKicTb aepobhunx mikpoopraiamie | <103CFU/g / <108KYO#r Not tested / He
TeCTUPOBANOCH

TYMC / 3aranbha KiNbKiCTL UBINEBWUX | BPDKANROBUX <102CFU/g / <102KYO/r

rpuGie

Escherichia coli Absent/g / BincytHa /Ir

*Current edition Ph.Eur. /YuHHe BugaHua Eep, Papm.

V.03 ED: 12-Feb-21

HA AAD: 24-Jul-15




Abbott Biologicals B.V. / ABSoTT Hionogxikans 5.8,

Veerweq 12, 8121 AA Olst, The Netheriands /Becpeer 12,

8121

Oneer, Hinepnasam

Y Color additive not routinely tested; production under GMP conditions yields sufficient assurance that the
requirements will be met, if tested. / BapBHUKKW HE KOHTPOIHOKTECS PYTHHHO, CTATYC BUPOGHALTEA BIANOBIAHO
Ao GMP fae ROCTATHIO TAPENTIKD TOTO, L0 BAMOTH ByAYTh BRKOHYBATHCR APHU KOHTDONI.

2 Parcentage of the estradiol label claim. / BincoTkoaui BMICT Bi 3asHaqeHol Ha ynaxoBLi KinbkacTi ectpagicny.
3 Percentage of the dydrogesterone label claim. / BincoTkoBui BmicT Big 3a3H3a4€HOT HA YNAKOBLY KINLKOCTI
AVAPOTECTEPOHY.
“ One out of ten baiches will be tested with a minimum of once a year. / Oana 3 pecaTyn cepin Byne
KOHTPONOBATUCH, AK MIHIMYM, pa3s Ha pik.

12. | Comments / KomenTapi Destination countries: Ukraine
Kpalhu-imnoprepw: Yeparia
13. | Certification statement / | hereby certify that the above information is authentic and accurate, This
3assa npo ceprudikanin batch of product has been marnufactured, including packaging/labeling
and quality control at the above mentioned site(s) in full compliance with
the GMP requiremants of the local Regulatory Authority and with the
spacifications 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 nigreepmxyio, o
BUUWEBVKNAASHS IHOPMALIA & aBTEHTUYHOM i BIPHOW. LiKr cepito
npenapary BMpobneHo (BKNIOHAIOMU YNaKoBKY/MapKyBaHHA Ta KOHTPONL
AKOCTi} BULLEBKA3aHMM BUDOGHMKOM Y NOBHIR BiANoRIAHOCT) 3 BUMOraMM
GMP noKkanbHOro perynaTopHoOro Opramy i 3 3aTsepaKeHrMi
cneuMpikauinmm sriguo 3 PeecTpayitivM NOCBIRMEHHAM KpaiHu-
imnoprepa. [lokyMeHTaYe WOAO BUPOBHAUTEA cepii, ynakoskw i
TECTYBEHHR NepesipeHo, | BCTAaHORNSHO 1T BIANOBIGHICTL BuMoraM GMP.
| declare that my signature only applies to the English text and assume a
correct translation./fl 2asBNs10, WO MR NANKC CTOCYETLCA TINBKK TEKCTY
SHIAIACHKO MOBOKD | NPUNYCKEK KOPEKTHICTL Nepexnagy.
14. | Name and position & title of H.P. van Klaveren
person autherizing the batch
release / Im'A Ta nocaga Qualified person / Ynosuosaxexa ocoba
ocobw, signosinancHoY 3a ‘
BUNYCK cepil
15. | Signature of person
authorizing the batch release //7"
Aignue ocobn, BignoeiaancHo
3a BunycK cepil
16. | Date of signature / flata N %9,0572022
nianuey .
V.3 ED: 12-Feb-2] HA AAD: 24-Jul-15
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