JAEPKABHA CIHIYIKDBA 3 JIIKAPCBKI:IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KHIBCBKIN OBJIACTI

npoB. Ceitnnunoi Haxil, 3, s.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@idls.gov.ua, Koa EJIPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3CHOI0 B YKpainy JiKapchKoro 3acody

27.08.2024 Ne 42225/24/10

PEMOCTOH® KOHTI MIHI

(uniiMenyBauua AiKapcBKOTO 3acofy srinHo 3 peccrpatditngs Hocsisuean)
TadaeTKA, BRPHTI MIIBKOBO10 060a0HK0I10, e 0,5 Mr/2,5 Mr; no 28 Tafueror y 6aicrepi; no 1
GaicTepy B kapTOHHIiHA Kopoldui

(thopMa BUTYCRY, ZOZYBANLNA, BIUL HAKYBIIHLS TiKAPCLKOTO 3acoby}
Hosep peecrpatiitnoro nocsizuenna UA/13464/01/01 erpox aii pecerpaniiinore nocainvenns 01.01.2099
Cepis nikaperkoro 3acoby Ne 374905 Kinsxicts Beesenoro aikapeskoro sacoty 400

BHpoBHIK A6GoTT Bionomkikans B.B., Hizepranan
{naiissersyeadna supobuitka Aikapebkoro 3acofy, KpalHa NOXOMKEHHK)

Bacaeno & Yipainy CriabHe ykpaiHehKO-eCTOHCBKE NinHprericTBO Y dopyi ToBapuciea
3 o0mexenow pignoeBizanuicrio "Ontima-®apat, JITA", inenr. coa:
21642228
(uaiisterysanda 13 kog 33 EAPTIOY oplanqol ocodn abo npisslime, ', to Oarekoel fimysHol
ocabit - migapnesi, { Micue npoEBINKE TH pecTpaniitiauii HoMep 0GATKOBOT KOPTKI HANTHITKA
nogarkis.abo cepis T Honmep fzeopra)

[IpoToxoa Bizyanstoro kourposo sia 22.08.2024 N 2495/8,

34 pesynsTaTaMH  JePHABHOIO  KOHTPOMD BCTAHOBINEHO, 1Mo nikapchkuil 3aci® BeeszeHo B YEpaiHy 3
SOTPHMAHHAM sunyor 3ak0HOZIBCTRA L1080 3a0earicueHia skocti mkapenxux sacobis.
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Abbott Biologicals B.V. / A66oTT Bionogxikans B.B. Page/cr. |1
V%eéegwl&ejg 12, 8121 AA Olst, The Netherlands /Beepser 12,
8

Onbet, Higepnasau

Certificate of anaAlysis { Ceptudbukar ananisy

1. Name of preduct / Hasea npogykry FEMOSTON® CONTI MINI / GEMOCTOH® KOHTI MIHI
2. Country of the manufacturer / Kpaina supoBruk | The Netherlands / Higepnanau
3 Registration certlflfzate numbgr in Ukraine / o UA/13464/01/01
Homep peecTpalifiHoro noceigyeHHs B YxpaiHi
Dydrogesteron micronized 2,5 mg; estradiol hemihydrate
micronized equivalent estradiol 0,5 mg / guaporecTepox
4. Strength / Cuna aif MikpOHisoBaHuii 2,5 mr; ecTpaaiony remirigpar
MIKpOHI30BaMWIA, WO ekBiBaNeHTHO ecTpagiony 0,5 mr
. . Fiim-coated tablets, 0,5 mg/2,5 mg / TaBneTku, BKpuTi
5. Pharmaceutical form / Jlikapckka hopma ANIBKOBOIO OBONOHKO, 10 0.5 MH2.5 Mr
6 Size and type of the package / Posmip i Tun 28 tablets in blister; 1 blister in box /
© | YNaKoBxu 28 Tabnetok y Gnictepi; no 1 Gnictepy B ynakosLi
7 Batch number / Homep cepii 374905
) Batch size / Poamip cepii 19.874 packs / yn.
Date of manufacture / Jara eupoBHuyTEa 10.04.24
8.
Date of batch release / Jara sunycky cepii 08.07.2024
9 Expiry date / Jara zakiHyeHHs TepmiHy 10.04.28
) npuaaTHocTi
10. | Name, address and manufacturing license Abbott Biologicals B.V. / ASGoTT Bionoaians B.B.
numkbers for all sites responsible for
C . Veerweg 12, 8121 AA Olst, The Netherlands /
manufacturing process and quality control. / Beepser 12, 8121 AA Onber. Hinennatan
Hasga, agpeca Ta HoMepw NiLeHaiii Ha P ’ g UGSREHE
BUPOBHKULTBO ANA BCIX BUPOLHUKIB, : o ) .
BIANOBIANbHIX 33 BMPOBHAYIH NPOLEG | I;d]oaangugg;turmg Authorization / (fliueHsin Ha BUPOGHWLTREO)
KOHTPOIb AKOCTI
11. | Resulis of analysis / PesynsTtatu ananisy See table below / [Jue. Tabnuiio HuKye

Results of analysis / PeaynbTaTtyu aHanisy

Parameter tested /

KonTponsoBaHhuil napamerp

Appearance (visually)/ 30BHiLUHIK BUTNAZ (Biayanbro)

Acceptance limits / Results /
Honycrumi mexi PesynkTaru
A round, biconvex, yellow film- Complies / Bignogigae

coated tablet with inscription
'379' on one side. / Kpyrna
ABOOTYKNA TabneTKa »OBToro
KONMBOPY, BKPUTa NNISKOBOHY
obonoHkKolo, 3 Hankcom 379 3
ogHoro 6oky.

Identification Ph. Eur.* 2.2.29/ lgeHTudikallin €Bp.
®apm.* 2.2.29

Estradial / Ectpagion

Retention time (HPLC} / Hac yTpumyBaHHa
{BEPX)

UV spectrum / Y& criektp

Dydrogesteron / QuaporectepoH

Retention time (HPLC) / Yac yTpriMyBaHis
(BEPX)

UV spectrum / Y® cnekrp

Caler additive! / BapsHuku

titanium / TutaH

iron / saniac

Caorresponds to reference Complies / Bignosinae
standard / Bignosigae
pecepeHTHoMY cTaHgapTy.
Corresponds to reference Complies / Bignosigae
standard / Bipnosigae
pethepeHTHOMY CTaHOapTY.
Corresponds to reference Complies / Bizncsinae
standard / Bignoeipae
pedhepeHTHOMY CTaHAAPTY.
Corresponds to reference Complies / Bignosigae
standard / Bignosinae
pedepeHTHOMY CTaHgapTy.

Gives positive reaction / Qae Not tested / He

NO3UTUBRY peakylio. TECTYBANOCH

Gives positive reaction / Jae

V.03

ED: 12-Feb-21

fran s 4138,
1508 LB

HA AAD: 24-Tul-15




Abbott Biologicals B.V. | AGGoTT Bionopikans B.B.
Veerweg 12, 8121 AA Olsi, The Netherlands /Beepser 12,

8121 AA Onbcr, Higepnaym

Pogelor, [2

NC3KUTUBHY peakyito.

Purity, Ph. Eur.* 2.2.28 / Yuctota, €ep. Papm.* 2.2.29
* Degradation products (HPLC), estradiol /
Hpoaykry ferpagauii (BEFX), ectpagion

- A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, 0,3 %2 <01
17R-diot}/ A9,11-ecTpagion [ecTpa-1,3,5(10),9(11)
TetpaecH-3, 17R-aion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / 20,3 %% <0.1
€CTPOH [3-rigpokcu-ecrpa-1,3,5(10)TpreH-17-0H]
- B-keto-estradiol [178-3,17-dihydroxy-estra-1,3,5 (10)- | 0,3 %2 <0.1
triene-6-one] / B-keTo-ecTpagion [17R-3,17-
avrigpokcu-ectpa-1,3,5 (10)-rpueH-6-0H)
- Unspecified, each / HeBcTaHOBNEHWI, KOXEH 20,6 %2 < 0.1
- Sum/ Cyma <1,0%? <0.1
» Degradation products {HPLC), dydrogesteron /
MNpogyxtv perpapauii (BEPX), Anaporecrepo o
- Unspecified, each / HeBCTaHOBNERWI, KOXEH =0,5 %% <0.1
- Sum/ Cyma <1.0%% < 0.1
Content (Ph.Eur.* 2.2.29) / KinukicHe BU3HAYGHHS
(€Bp. Papm.* 2.2.29)
- estradiol as C1sH2402 (HPLC) / ectpagion six 0,475 — 0,525 mg/tablet/ 0.501
C18M2402 (BEPX) mriTabnerky
2,375 - 2,625 mgflabley 2.501

- dydrogesteron (HPLC} / anaporectepon {BEPX)

mr/TabneTry

Uniformity of dosage units (HPLC Ph.Eur.* 2.2.29)/
OAHOPIRHICTE A0308aHUX ofuHULL (BEPX Erp. dapm.*
2.2.29)

- estradiol / ecTpagion

- dydrogesteron / guaporecrepos

Complies with Ph. Eur.* 2.9.40 /
Bignceipae €sp. ®apm.* 2.9.40
Complies with Ph. Eur.* 2.9.40 /
Bianoeigae Esp. dapm.* 2.9.40

Complies / Bignoeigae

Compilies / Bignosigae

Average tablet weight (n=20), weighting / Cepegts
maca Tabnetku (n = 20), 3paxyBaHHS

136,8 — 151,2 mg/mr

143.1

Dissolution (Ph_Eur.* 2.9.3, HPLC Ph.Eur.* 2.2.29), in
0.3% sodium lauryl sulphate in water, apparatus 2,
100 rpm. / PosunHerHs {€Bp. ®apm.* 2.9.3, BEPX
€8p. apm.* 2.2.29), B 0,3% po3umHi HaTpito
naypwuncynedary y soai, anapar 2, 100 06./xs.

- estradiol / ectpagion

- dydrogestercn / puaporecrepon

NLT 85% (Q=80%) after 45
minutes / He meHwe 85%
(Q=80%) 4epes 45 xunuH
NLT 85% (Q=80%) after 45
minutes / He meHwe 85%
(Q=80%) 4Yepes 45 xBunnH

Complies / Bignosigae

Complies / Binnosigas

Microbiological Quality®, Ph.Eur.* 5.1.4, 2.6.12, 2.6.13
/ MikpoBionoriyHa yucrotat, €ep. ®apm.* 5.1.4,
2.6.12,2.6.13

TAMC / saranbia KinbkicTh aepoBHUX MIKPOOPraniamis
TYMC / saranbHa KinbKicTb UBINeBUX | OpbkoMOBMX

rpubis
Escherichia coli

<10:CFUJg / <103KYO/r
<102GFU/g / <102KYO/r

Absent/g / BigeyThs /r

Not tested / He
TeCTUPOBANOCH

*Current edition Ph.Eur. / YuHHe BUAAHHS €ep. ®apm.

V.03 ED: 12-Feb-21

HA AAD: 24-Jul-15




Abbott Biologicals B.V. / A66oTT Bionogxikans B.B.

Veerweg 12, 8121 AA Olst, The Netherlands /Beepser 12,
8121 AA Onbcert, Higepnanan

" Coior additive not routinely tested; production under GMP conditions yields sufficient assurance that the
reguirements will be met, if tested. / BapeHuky He KOHTPORTLCA PYTHUHHO, CTATYC BPOOHMLTEE BignosigHo
Ao GMP pae goctatHio rapaHTilo Toro, Wo BuMorn GynyTh BUKOHYBATUCH NPKU KOHTPOI.

2 Percentage of the estradiol label claim. / BigcoTkosuit emicT Bif 3a3HaYEHOT Ha YNakoBLi KiNLKoCTI ecTpagiony.
3 Percentage of the dydrogesterone label claim. / BincoTkosuii smicT BiA 3a3HaYEHOT Ha YRAKOBL KiINbKoOCT
AWOPOTEcTEPOHY.
4 One out of ten batches will be tested with a minimum of once a year. / OgHa 3 fecaTu cepil Byne
KOHTPOITBATUCS, K MiHIMYM, pa3 Ha pik.

12. | Comments / KomeHrapi Destination countries: Ukraine
Kpainu-imnoptepu: Ykpaina
13. | Certification statement / I hereby certify that the above information is authentic and accurate. This
3asBa npo ceprudikallio batch of product has been manufactured, including packaging/labeling
and quatlity 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. / Ijum niagTBEpMKYIO, WO
BULLIeBUKNa/eHa iHpopmaLis € aBTeHTUYHOIO i BipHow. Lito cepilo
npenapary Bupobneto (BKAIOY04M ynakoBKy/MapKyBaHH: Ta KOHTPOSTs
AKOCTi) BULLEBKA3EHWM BUPOEHUKOM Y MOBHIit BiGNOBIGHOCTI 3 BUMOramu
GMP nokansHoro perynsiTopHoro opraxy i 3 3aTBepLXeHIMMI
chneyndikalliamm srigHo 3 PeccTpauitHuM nocaigueHHsMm KpaiHu-
imnopTepa. flokyMeHraLiio o0 BUPOBHULTEA cepii, ynakoBru i
TECTYBaHHA NepesipeHo, | BCTaHoBNeHO 1T BiANOBIAHICTL BUMOram GMP.
| declare that my signature only applies to the English text and assume a
correct translation./A 3asBNA0, WO Ml MgAUC CTOCYETLCA TinbKK TEKCTY
SHINIACHKOK MOROKD | NPUNYCKAIO KOPEKTHICTE nepeknagy.
14. | Name and position & title of A. Aziz
person authorizing the batch
release / Im'si Ta nocana Qualified person / YnoeHoBaxeHa ocoba
ocoby, BignoeigansHoi 3a
BMINYCK cepif
15, | Signature of person P
authorizing the batch release / V
Flignue ocobw, signosigancHol
3a BMnycK cepil e
16. | Date of signature / [laTa ~1'09.07.2024
nignucy
V.03 ED: 12-Feb-21 HA AAD: 24-Jul-15




NEPKABHA CIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHMIBCBKIHN OBJIACTI

npos. Ceitnaunoi Hanit, 3, M.Knig, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO AKiCTh BBE3€HOTO B YKPAIHY AiKapchKoro 3acoly

18.12.2024 Ne 65861/24/10

GEMOCTOH® KOHTI MIHI

(HafiMeryBarus AikapchbKoro 3acoby arigHo 3 peeerpanifiaum mocsigdenHAM)
TabaeTKH, BKPUTI HAIBKOBOIO 060J01K010, 10 0,5 Mr/2,5 Mr, o 28 Tadaerox y daicrepi; o 1
faicTepy B KAPTOHHIH Kopolui

{hopma BuUMYCKY, AO3YBANES, BYLZ IAKYBAHHA MKapcLKOTO 3aco0y)

Howmep peecrpaniitnoro nocsiguenns UA/13464/01/01 crpok aii peecrpaniiinore nocsiguenus 01.01,2099

Cepis nixapcsroro 3acofy Ne 375827 Kinbkicrs BeeaeHoro aikapeskaro zacofy 400
BupoGHuk Ab6ortT Bionopxikans b.B., Hinepnanau
(uatiMcryBanHg BMpoOHMKA NiKaprsKoro 3acoly, Kkpaiia NoXeLKeH )
Baeseno B Yrpainy Crnijibne yKpaiHchbK0-eCTOHChKe MianpHeMcTBo y opmi ToBapncTBa
3 oGMexenoro BignorizaanuicTIo "Onrima-®apm, JIT", inenr. ron:
21642228

{(HailvenyBarHd Ta kog 3a €APTIOY ropranurol otobu aGo npizsume, im'a, no Satbkosi disturol
ocofiu - mianpueMid, i Miclie IPOXKIBAEHA Ta peecTpauiiinuil Komep oGaixosol kapTy mIaTHIIRA
noaaTkis 260 cepig Ta HoMep NacropTa)

ITpoTokoa Bisyansioroe kentponre sin 10.12.2024 Ne 3942/12.

3a pesyNbTaTAME JC[KABHOTO KOHTPOJIO BCTAHOBICHO, WO JIiKapeekuil 3acif Beesemo B Vxpainy 3

JOTPHMAHHSAM BHMOr 3aKOHOAABCTRA 10710 3a6e3neyents AKOCT JIKAPCHKUX 3ac06iB.

Onera EPHOMEHKO

{nimone) {inindame Ta npi3sine)




Abbott Biologicals B.V. / A6BoTT Bionoaxikans B.B. Page/cr. |1

Veerweg 12, 8121 AA Olst, T
8121 AA Onscr, Hinepranaw

he Netherlands /Beeprer 12,

Certificate of analysis / Ceptudurar ananizy

1. | Name of product/ Hasea npoaykry FEMOSTON® CONTI MIN! / SEMOCTOH® KOHTI MIHI
2. | Country of the manufacturer / Kpaita supoBHvk | The Netherlands / HigepnaHgn
Registration certificate number in Ukraine /
2 Homep peectpauliiiHore nocsigyetns B Ykpaiti AT8ae01101
Dydrogesteron micronized 2,5 mg; estradiol hemihydrate
micronized equivalent estradiol 0,5 mg / BvaporecTepoH
4 Strength / Guna A MikpoHisoeaHuii 2,6 mr; ecTpagiony remirigpart
MikpoHizosaHuli, 1o eksisaneHTHO ectpagiony 0,5 mMr
. . Film-coated tablets, 0,5 mg/2,5 mg / Ta6neTky, BRpUTI
B, Pharmaceutical form / Jlikapckka chopma NniBKOBOK 0BONOHKOI, 110 0,5 MI/2.5 Mr
6 Size and type of the package / Poamip I Tun 28 tablets in blister; 1 blister in box /
" { ynakosmv 28 TabnieTok y Bnicrepi; no 1 Gnicrepy B ynakosuj
7 Baich number / Homep cepif 375827
" | Batch size / Posmip cepit 24,267 packs /yn.
Date of manufacture / lata supo6HuLTea 10.04.24
8.
Dafe of batch release / flara eunycky cepi 01.11.2024
9 Expiry date / [iata sakiHueHHs Tepmiy 10.04.28
' NMPUAATHOCTI
10. | Name, address ang manuEgtuiing license Abbott Biologicals B.V. / A6SotT Bionoaxixana 5.B.
numbers for all sites responsible for
; . Veerweg 12, 3121 AA Olst, The Netherlands /
manufacturing process and quality control. / Beepaer 12, 8121 AA Onber, Hineonarm
Hasea, agpeca Ta Homepy niueH3ii Ha P ! » HIASpnany
BUPOBHULITEOC AR BCIX BUPOBHMKIB, . s s : .
BIANOBIAANLHIX 32 BPOGHIUUMIA npoLe | I:ﬂoagngz,lzfg;tunng Authorization / ([liueHsis Ha BEWpoBHULTEQ)
KoHTponk sikocTi
11. | Results of analysis / Pesynstary aHaniay See table below / Jue. TaBnuyio e

Results of analysis / PeaynsTatn aHanizy

Parameter tested / Acceptance limits / Results /
KoHTporibORaHWit tapameTp Honverumi mesxi Pesynbraru
Appearance (visually)/ S8oBHiwriit surnsg {sisyanbHo) A round, biconvex, yellow film- ~ | Complies/ Bignoeinae

coated tablet with inscription
‘379" on one side. / Kpyrna
HBoonywna TabneTka woeToro
Konbopy, BKpWTa NIiBKOBOID
0BOMOHKOW, 3 Hanucom 379 3

ofHoro Hoxy.
[dentification Ph. Eur.* 2.2.29/ InenTuchikaLjis eap.
dapm.* 2.2.29
« Estradiol / EcTpagion
- Retention time (HPLC) / HYac yTpumysaHhs Corresponds to reference Complies / Bignosigae

{BEPX)

UV spectrum / Yo criekrp

Dydrogesteron / luaporectepoH

Retention time (HPLC) / Yac ytpymysanhs
{BEPX)

UV spectrum / Y& cnekrp

Color additive! / Bapentikn

titanium / turan

iron / aaniac

standard / Bignosigae
pedepeHTHOMY cTaHaapTy.

Corresponds fo reference - Complies/ Bignoginae
standard / Bignosigae

pedepeHTHOMY cTaKaapTy.

Corresponds to reference Complies / Bignosinae

standard / Bignosinae
pedepeHTHOMY cTaHaapTy.

Corresponds to reference Complies / Bigriosigae
standard / Bignosinae

petbepenTHOMY CTaHaapTy.

Gives positive reaction / Qae Not tested / He

MO3UTUBHY peakwiio,

: ) : TECTYBaNnocs
Gives positive reaction / Jae

V.03

ED: 12-Feb-21

HAAAD:ABLIS <
| Lat.
f’? A




Abbott Biclogicals B.V., / A66oTT Bionogixans B.B.
Veerweg 12, 8121 AA Olst, The Netherlands /Beepser 12,

8121 AA Onber, Higepnanaw

Page/ct. |2

MOSMTUBHY peakLilo.

Purity, Ph. Eur.* 2.2.29 / Yucrora, €8p. dbapm.* 2.2.29
= Degradation products (HPLC), estradiol /
NpogykTut aerpanatlii (BEPX), ecrpaaion

— A9, 11-estradicl [estra-1,3,5(10),8(11) tetraene-3, =0,3%% <0.1
1783-diol)/ A9,11-ectpapion [ecrpa-1,3,5(10),9(1 1)
TeTpaeH-3, 17R3-gion]
- estrone {3-hydroxy-estra-1,3,5(10)triene-17-one] / 20,3 %2 <0.1
BCTPOH [3~riapoken-ecTpa-1,3,5(10)rpreH-17-0H]
- 6-keto-estradiol [17R-3,17-dihydroxy-estra-1,3,5 (10)- | < 0,3 %2 <0.1
triene-6-one] / 6-xeTo-ectpagion [17R3-3,17-
Avrigpokci-ectpa-1,3,5 {10)-TpueH-6-0H]
- Unspecified, each / HeecTaHoBneHuit, koxeH <0,5 %2 <0.1
- Sum/ Cyma 21,0 %2 <0.1
» Degradation products (HPLC), dydrogesteron /
MpopykTu perpagauit (BEPX), guaporectepoH -
- Unspecified, each / HescTaHoBREHMIA, KOXKEH <05%% <0.1
- Sum / Cyma =1,0%% <0.1
Content (Ph.Eur.* 2.2.29) / KinbkicHe BusHadeHHs
(EBp. Papm.* 2.2.29)
- estradiol as C18H2402 (HPLC) / ecrpagion sk 0,475 — 0,525 mg/tablet/ 0.501
C1eH2402 (BEPX) mr/Tabnerky
2,375 ~ 2,625 mg/tablet/ 2.501

- dydrogesteron (HPLC}) / avaporectepod (BEPX)

mriTabnetry

Uniformity of dosage units (HPLC Ph.Eur.* 2.2.29)]
OnHopiaHicTk fo3oBaHnx oauHILL (BEPX Eep. ¢apm.*
2.2.29)

- estradiol f ecTpagion

- dydrogesteron / gnaporectepon

Complies with Ph. Eur.* 2.8.40/
Bignosigae €Bp. ®apm.* 2.9.40
Complies with Ph. Eur.* 2.9.40 /
Binnoeigae €sp. ®apm.* 2.0.40

Complies / Bignosigae

Compilies / Bianosigae

Average tablet weight (n=20), weighting / Cepenns
maca Tabnetky (n = 20), spaxysaHHs

136,8 — 151,2 mg/mr

143.1

Dissolution (Ph.Eur.* 2.9.3, HPLC Ph.Eur.* 2.2.28), in
0.3% sodium laury] sulphate in water, apparatus 2,
100 rpm. / Posuutennn (€ap. dapm.* 2.9.3, BEPX
€8p. ®apm.*2.2.29), B 0,3% posuuHi HaTpilo
naypuncynbgary y sogi, anapar 2, 100 of./xs.

- estradiol / ecrpagion

- dydrogesteron / gunporecrepon

NLT 85% (Q=80%) after 45
minutes / He MeHLIe 85%
{Q=80%) uepes 45 xBunmH
NLT 85% (Q=80%) after 45
minutes / He MeHLue 85%
{Q=80%) vepes 45 xpunuH

Complies / Bignosigae

Complies / Bignoeinas

Micrabiological Quality¥), Ph.Eur.* 5.1.4, 2.6.12, 2.6.13
! MikpoBionoriuka yncrora®, Esp. dapm.* 5.1.4,
26,12, 2.6.13

TAMC / 3aranbHa KinbkicTb aepoBHux mikpoopraniamis
TYMC / saransHa KinbgicTs Usinesux i BpbrIpKoBUX

rpnbis
Escherichia coli

=103CFU/g / <103KYOIF
<102CFU/g 7 <102KYOfr

Absent/g / BincytHs /r

Not tested / He
TEeCTUpOoBanoch

*Current edition Ph.Eur. /YuHHe enganns €ap. Papm.

V.03 ED: 12-Feb-21

HA AAD: 24-Jul-15




Abbott Biologicals B.V. / ABGoTT Sionogxikans B.B. Page/cr. |3
Veerweg 12, 8121 AA Olst, The Netherlands /Beepeer 12,
8121 Onket, Hinepnavgu

" Color additive not routinely tested; production under GMP conditions yields sufficient assurance that the
requirements will be met, if tested. / BapeHukM He KoHTpONIOKOTECH PYTMHHO, CTaTyC BUpOBHMLTRA BignosigHo
Ao GMP fae foctarHio rapaHTilo Toro, Wo BUMor BYAYTE BWMKOHYBATHCS NPKU KOHTPOT,

2 Percentage of the estradiol label claim. / BigcoTkoeuii sMicT Bin 3asHaseHo! Ha ynakoBui KinbkocTi ecTpagiony.
% Percentage of the dydrogesterone label claim. / Bigcotkoenit BMicT Big 3asHaveHol Ha ynakoeui Kinbkocri
AMApOrecTepoHy.
% One out of ten batches will be tested with a minimum of once a year. / OgHa 3 BecATy cepiii Byage
KOHTPOMIOBATNCH, SIK MIHIMYM, pas Ha pik.

12, | Comments / KomeHrTapi Destination countries: Ukraine
Kpaixu-iMmnoprepu: Yrpaina
13. | Certification statement / | hereby certify that the above information is authentic and accurate. This
3asea npo cepTudikawito batch of product has been manufactured, including packaging/labeling
and quality control af the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Autherization of the importing country.
The batch processing, packaging and analysis records were reviewed
and found fo be in compliance with GMP. / Lum nigTsepmxy0, 1o
BULLEBMKNaAeHa iHdopMaLlia e asTeHTM4YHONO | BipHolo. Lo cepito
npenapary sMpobrieHo (BKIIoHaIYN yNakoBKy/MapKkyBaHHs Ta KOHTPOMb
SIKOCTi) BULLIEBKa3aHUM BUPOBHUKOM Y NOBHIi BiANoBigHOCTI 3 BUMOramMu
GMP nokanbHoro perynaTopHoro opraty | 3 3aTBepPOMEHMMN
cneLydikaLlismm srigHo 3 PeecTpalifitum nocsiguedHsiv kpaitu-
imropTepa. JokymeHTauio Wogo BUPOBHULTBA cepil, ynakosky |
TecTyBaHHA nepesipeto, | BCTaHOBMEHO T BianoBiaHIcTL BUMOoram GMP.
| declare that my signature only applies to the English text and assume a
correct translation./A sanansio, WO Ml NiGNYC CTOCYETHCS TiNbKM Tekery
aHrniickkol MOBOK | NprRycKalo KOPEXTHICTL nepeknagay.
14. | Name and position & title of H.P. van Klaveren
person authorizing the batch
release / [m'A Ta nocaga Qualified person / YnosHoeaxeHa ocoba
ocobu, BianosinansHol aa
BUNYCK Cepil
15. | Signature of person
authorizing the batch release /
Mipnuc ocodn, BignoeigansHol
33 BUNYCK cepif
16. | Date of signature / lara 05.11.2024 -7
mianucy '
V.03 ED: 12-Feb-21 HA AAD: 24-Jul-15




JEPKABHA CJIYKBA 3 JHKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHMIBCBKINU OBJIACTI

npos. CeiTanunol Haati, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
Npo AKICTH BRE3eHOro B YKpaiHy JiKkapchKoro 3acody

03.04.2025 Ne 14516/25/10

GEMOCTOH® KOHTI MIHI

(HaliveHyBaHHA HiKapehkoro 3acoBy srigHo 3 peecTpauifinymM DOCBITYCHIAM)
TabAeTKH, BKPUTI ILIIBKOBOIO 060A0HK010, o 0,5 Mr/2,5 mr; mo 28 Tabuerox y diricrepi; no 1
GaicTepy B KapTOHHIH Kopo0Oui

({popMa BHMYCKY, N03YBAUN, BIJ TAKYBAHHA Jikapchkkoro 3acely)

Homep peectpaifimoro noceinuenns UA/13464/01/01 erpox pif peecrpauiitsoro mocsiguenns 01.01.2099

Cepis nixapcukoro 3acofy Ne 376813 Kinskicts BBeseroro mikapeskoro zacoby 400
Bupobuuk Ab660otT biomomkikans b.B., Hinepraugu
(Halimenyranag spupobuiKa NiKAapeHKOro 3ac0by, KpalHa NOXOAKEHR)
Beeseno B Yipaiy Cniniplie yKpalHCHKO-€CTOHCLKE ianpueMcreo y (hopmi ToBapHCTBA
3 pfmMexenoro innosinaanuicro "Onrima-®apm, JITH", ineur. xox:
21642228

{(uafimenyBanns 1a xox 38 CAPIIOY 1opuauuHol ocolu abo apizemme, in'a, no Satskosi dizuunol
ocobu - nianpreMis, i Micle NpeKABAHEA Ta peccTpaniiinuit nHoMep o6mikoBOL KAPTKH MIaTHAKA
nopaTkis a00 cepist Ta HOMEP NACHOPTA)

IpoToxon pizyanbuoro keurposio six 26.03.2025 N 0912/13.

34 peaynbTATAMH JEpKABHOTO KOHTPONIO BCTAHOBIEHO, IO jikapchkuii 3aci6 BBesemo B VYipaimy 3

AOTPHMAHHAM puMOT 32KOHOAABCTEA OO0 safesnevenys AKOCTI MTKAPCEKHX 3ac0biB.

Onhr_a E€PROMEHKO

{miammc) {iniuiann Ta npizpmue)




""“”i‘(B‘bott Bivo!ovg‘i.ca‘lls iBA\./.‘/ A666ﬁ Bioh.oﬁmikahs BB‘
Veerweg 12, 8121 AA Olst, The Netherlands /Beepger 12,

8121 AA Onier, Higepnanan

Certificate of analysis / CepTudpmkar ananisy

1. Name of product / Hassa npoayxry FEMOSTON® CONTI MINI / @QEMOCTOH® KOHTI MiHI

2. | Country of the manufacturer / Kpaita BupobHuk | The Netherlands / Higepnanau

Registration certificate number in Ukraine / UA/13464/01/01

Homep peecTpauiiHoro nocsifyerHs B YkpaiHi

Dydrogesteron micronized 2,5 mg; estradiol hemihydrate
micronized equivalent estradiol 0,5 mg / auaporecTepoH
MIKPOHi3oBaHuit 2,5 Mr; ecTpagiony remirigpar
MiKpOHi3OBaHUM, L0 eKBiBaneHTHO ectpaaiony 0,5 mr

4. | Strength / Cuna pii

Film-coated tablets, 0,5 mg/2,5 mg / Tabnetkn, BkpuTi

5 Pharmaceutical form / lNikapckka hopma MNIBKOBOIO OBOMIOHKOIO, 10 0.5 M/2.5 Mr

6 Size and type of the package / Poamip i Tun 28 tablets in blister; 1 blister in box /
] YNaKOBKM 28 tabnetok y 6nictepi; no 1 6nictepy B ynakosyj
7 Batch number / Homep cepit 376813
’ Batch size / Poswmip cepii 24.000 packs / yn.
Date of manufacture / Jara supobHuitea 20.01.25
8.
Date of batch release / Jara Bunycky cepii 13.02.2025
9 Expiry date / [lata 3akiHyeHHs Tepmity 20.01.29
NpUAATHOCTI

10. | Name, address and manufacturing license
numbers for all sites responsible for
manufacturing process and quality control. /
Hasea, afpeca Ta Homepu RiLeHsik Ha
BUPOBHULITBO AN BCiX BUPOBHUKIB, . —_— . ,
BIANOBIAANBHIX 33 BAPOGHUIMIA MPOLEC | Manufacturing Authorization / (NiueH3ist Ha BUPoBHULTBO)

KOHTPOSb AKOCTI 108926F

Abbott Biologicals B.V. / A66oTT Bionogxikans b.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onbcr, Higepnanau

11. | Results of analysis / Pesynsrartu aHanisy See table below / [Jus. Tabnuiito Hmwkde

Results of analysis / PesynbTtatu aHanisy

Parameter tested / Acceptance limits / Results /
KoHTponsLoBaHui napamerp DonycTumi mexi PesynbraTtyn
Appearance (visually)/ 3osHilwHiii surnsg (eisyasnbHo) A round, biconvex, yellow film- Complies / Bignosigae

coated tablet with inscription
'379' on one side. / Kpyrna
ABoonykna TabneTka XoBToro
KOnbopy, BKpUTa Mniskosoto
o06onoHKo0, 3 Hanucom 379 3
ofHoro Boky.

Identification Ph. Eur.* 2.2.29/ lneHTudikauis €sp.

dapm.* 2.2.29
o Estradiol / Ectpagion
- Retention time (HPLC) / Yac yTpumyBaHHs Corresponds to reference Complies / Bianosinae
(BEPX) standard / Bignosigae
pedepeHTHOMY CTaHAapTy.
- UV spectrum / YO crnekrp Corresponds to reference Complies / Bignosinae
standard / Bignosigae
pedepeHTHOMY cTaHbapTy.
o Dydrogesteron / Quaporecrepot Corresponds to reference Complies / Bignosigae
- Retention time (HPLC) / Yac yrpumysaHHs standard / Bignosigae
(BEPX) pedepeHTHOMY CTaHAapTY.
Corresponds to reference Complies / Bignosigae
- UV spectrum/ Y® cnekrp standard / Bignosigae

pedepeHTHOMY CTaH4apTy.

e Color additive' / bapsHuku'

- titanium / TuTaH Gives positive reaction / lae Not tested / He
NO3UTUBHY peakLilo. TecTyBanocs
- __iron/ 3aniso Gives positive reaction / lae
V.03 ED: 12-Feb-21 HA AAD: 24-Jul-15
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" Rbbott Biologicals BV, / AGBoTT Elonomkikans B.B.

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

8121 AA Onbcr, Higepnadgu

NO3UTUBHY peaKwito.

Purity, Ph. Eur.* 2.2.29 / Yucrora, €8p. dapm.* 2.2.29
¢ Degradation products (HPLC), estradiol /
MpopykTv perpaaayil (BEPX), ectpagion

~ A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <0,3 %? <0.1
17R-diol]/ A9,11-ecTpagion [ecTpa-1,3,5(10),9(11)
TeTpaeH-3, 1703-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <0,3 %? <0.1
ecTpoH [3-rigpokeu-ectpa-1,3,5(10)TpueH-17-0H]
- B-keto-estradiol [17R-3,17-dihydroxy-estra-1,3,5 (10)- | £ 0,3 %? <0.1
triene-6-one} / 6-keto-ecTpagion [173-3,17-
awnrigpokeu-ectpa-1,3,5 (10)-Tpuen-6-0H]
- Unspecified, each / HeBCTaHOBNEHUI, KOXEH <0,5%? 0.1
- Sum/ Cyma <1,0 %2 0.1
» Degradation products (HPLC), dydrogesteron /
[Mpoaykru perpagadii (BEPX), ouaporectepoH -
- Unspecified, each / HeBcTaHoBMEHWA, KOXEH <05% <0.1
- Sum/ Cyma <1,0 %% <0.1
Content (Ph.Eur.* 2.2.29) / KinbkicHe BU3Ha4eHHS
(€Bp. Papm.* 2.2.29)
- estradiol as C18H2402 (HPLC) / ectpagion sik 0,475 - 0,525 mg/tablet/ 0.496
C1sH2402 (BEPX) mr/TabneTky
2,375 - 2,625 mg/tablet/ 2.499

- dydrogesteron (HPLC) / guaporectepoH (BEPX)

Mmr/TabneTky

Uniformity of dosage units (HPLC Ph.Eur.* 2.2.29) /
OpHopigHicTb aosoBaHnx oauHuls (BEPX €sp. dapm.*
2.2.29)

- estradiol / ecTpagion

- dydrogesteron / guaporectepoH

Complies with Ph, Eur.* 2.9.40 /
Bianosinae €sp. dapm.* 2.9.40
Complies with Ph. Eur.*2.9.40/
Bignosigae €8p. Papm.* 2.9.40

Complies / Bignosigae

Complies / Bignosigae

Average tablet weight (n=20), weighting / CepeaHs
maca tabnetkn (n = 20), 3BaKyBaHHA

136,8 — 151,2 mg/mr

142.8

Dissolution (Ph.Eur.* 2.9.3, HPLC Ph.Eur.* 2.2.29), in
0.3% sodium lauryl sulphate in water, apparatus 2,
100 rpm. / PosynHenHs (Esp. dapm.* 2.9.3, BEPX
Eap. Papm.” 2.2.29), B 0,3% posynHi HaTpito
naypwncynedaty y Bogi, anapart 2, 100 o6./xs.

- estradiol / ectpapion

- dydrogesteron / guaporectepoH

NLT 85% (Q=80%) after 45
minutes / He meHlwe 85%
(Q=80%) yepes 45 xBunuH
NLT 85% (Q=80%) after 45
minutes / He MeHLwe 85%
(Q=80%) 4epes 45 xBUnUH

Complies / Bignosigae

Complies / Bigpnogigae

Microbiological Quality¥, Ph.Eur.* 5.1.4, 2.6.12, 2.6.13
/ MikpoBionoridna unctota®), €sp. Gapm.* 5.1.4,
2.6.12,26.13

TAMC / 3aranbHa KinbkicTb aepoBHUX MikpoopraHiamis
TYMC / saransHa KinbKicTb UBINEBUX i APDKAKOBIX

rpubis
Escherichia coli

<103CFU/g / <103KYO/r
<102CFU/g / <102KYOIr

Absent/g / BigcyThs /It

Not tested / He
TeCcTUHpoOBanoChL

*Current edition Ph.Eur, / YnHHe BuganHs €sp. dapm.

V.03 ED: 12-Feb-21

HA AAD: 24-Jul-15




Abbott Biologicals B.V. / A66oTT bionoaxikans b5.B. Page/oT.

Veerweqg 12, 8121 AA Olst, The Netherlands /Beepser 12,
8121 AA Onet, Hinepnanau

Y Color additive not routinely tested; production under GMP conditions yields sufficient assurance that the
requirements will be met, if tested. / bapsHuKkN HE KOHTPONMIIOTECHA PYTUKHO, CTATYC BUPOOHULTBA BIANOBIGHO
8o GMP gae goctaTHio rapaHTito Toro, Wwo BUMory ByAyTh BUKOHYBATUCS TPV KOHTPOI.

2 Percentage of the estradiol label claim. / BigcoTkosuii BMicT 8if 3a3HaveHol Ha ynakosLi KinbkocTi ectpagiony.
% Percentage of the dydrogesterone label claim. / BigcotkoBuii BMICT Bif 3a3HaqeHol Ha yNakosL| KirnbkocTi
ANGPOreCTepoHy.
4 One out of ten batches will be tested with a minimum of once a year. / OgHa 3 fecstu cepint Gyae
KOHTPOMIOBATICA, SK MiHIMYM, Pas Ha piK.

12. | Comments / KomeHTapi Destination countries: Ukraine
Kpatnu-imnoprepu: Yxpaida
13. | Certification statement/ | hereby certify that the above information is authentic and accurate. This
3asBa npo ceprudikauiro batch of product has been manufactured, including packaging/labeling
and quality contro} 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 nigrsepaxyio, Wwo
BuLLeBUKIIafeHa iHdopMaLlisi € asTeHTUYHO | BIpHOW. Lito cepito
npenapaTty sUpobrneHo (BKIMOYaKUY yNaKkoBKy/MapKyBaHHS Ta KOHTPOMb
AKOCTi) BULLIEBKA3aHIM BUPOBHUKOM Y NOBRIA BIANOBIAHOCT] 3 BUMOramn
GMP nokanbHOro perynsaTopHoro oprady i 3 3aTBepiKeHumMu
crneuudikalismn srigHo 3 PeecTpauiidiM NOCBIYEHHAM KpaiHu-
imnopTepa. JokymeHTaLliio LWoAo BUpoBHULTBE Cepii, YNakKoBK |
TECTYBAHHS NepeBipeHo, | BCTaHosNero 1i BignosiaHicTs sumoram GMP.
| declare that my signature only applies to the English text and assume a
correct translation./A sassnao, WO Ml NIANKC CTOCYETLCA TifbKY TEKCTY
SHITIACHKOK MOBO | MPUNYCKaK KOPEKTHICTL Nnepeksagy.
14. | Name and position & title of W. Bawary
person authorizing the batch
release / Im'a Ta nocaza Qualified person / YnosHoBaskeHa ocoba
ocobu, BignosigansHoi 3a
BUNYCK cepil
15. | Signature of person
authorizing the batch release /
Mignuc ocodu, BignosifansHol | .-
3a Bunyck cepii e 3
16. | Date of signature / Jara 17.02.2025
rignucy

V.03

ED: 12-Feb-21

HA AAD: 24-Jul-15
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