JNIEPYKABHA CJYKBA 3 JIIKAPCHBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKII OBJIACTI

npoB. Ceitinuynoi Hapnii, 3, M. Kuis, 02099, ren/dake: (044) 363-06-50
E-mail: dls.ko@d!s.gov.ua, Kog €IPITIOY 37078774

BUCHOBOK
npo sAKicTh BBe3eHOro B YKpainy Jdikapcbkoro 3aco0y

28.10.2024 Ne 53988/24/10

PEMOCTOH®

(HaffiMeHyBaHHA NiKapehbKoro 3acoGy 3rifiHO 3 peecTpalifHiM MOCBIAYEHHAM)

TabJaeTKM, BKPUTI NMJI1iBKOBOIO 060J10|-i|cqlo, no 2 Mr + TadJeTKH, BKPUTI IJIIBKOBOIO
o6oJ1oHK010, 10 2 Mr/10 Mr; KxomOi-ymakoBka Ne 28 (28x1): 14 TabieTok, BKPUTUX ILIIBKOBOK
000JI0HKO0, HErJITHO-YCPBOHOr0 KOILOPY Mo 2 Mr + 14 TaﬁJIeTOK, BKPHTHX TLIIBKOBOIO
06071011K010, 5KOBTOT0 KOJILOPY 110 2 Mr/10 Mr y Gaicrepi; mo 1 6iicrepy B Kopodui

(hopma BHTIYCKY, O3YBAfHA, BHJI AKYBAHRSA AiKapchkoro 3acofy)
Howmep peectpauiiinoro mocsinuerns UA/4836/01/02 crpox aii peectpauiiinoro mocrizuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 375518 Kinbkicts BBesenoro nikaperkoro 3acoby 4000

Bupobuuk A66oTT bionomxikans b.B., Hinepnanan
{(nafiMenypanHs BHPoGHUIKA NIKAPCLKOTO 3ac06y, KPATHA MOXOUIKEHHs)

Baeseno B Ykpainy CrninbHe yKkpainchbKo-eCcTOHChbKE MIANPUEMETBO Y GopMi ToBapucTsa -
3 o6Meskenoro Bixmopinanbuictio "OntiMa-Papm, JITA", iaenr. o
21642228

3 1 " . . . . .
(naiiMenyBauns Ta kox 3a €APIIOY joprauunol ocobu abo npizsinue, iM'a, 1o 6aTbroBi GizHaHOT
ocobu - nimpureMus, ii Micle MPOXKUBARHS Ta peecTpailiifniii HoMep o6/iKoBOT KapTKH MIATHHKA

nonarkis abo cepis Ta HOMeEp TacrnopTa)

TTpoToKko Bi3yaJLHOTO KOHTPOJIIO l;i[l 18.10.2024 Ne 3230/12.

3a  pesyiabTaTaMH  JCPXKABHOIO KOHTPOJIO BCTAHOBJICHO, INO JHKapChKuH 3aci6 BBeseHo B  Ykpaiuy 3

JOTPUMAHNISIM srMOr 3aKOHOAABCTRA 100 3abe3MeyeHns AKOCT! NikapchKnX 3acobiB.
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Abbott Biologicals B.V. / AbSotr Bionogxivans 5.8. e s oa.
Veerweg 12,8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onber, Higepnanau

Certificate of analysis / Cepruchikat asaniay

1. Name of product / Hassa npogyxry FEMOSTON® / EMOCTOH®
2. Country of the manufacturer / Kpaina snpobHuk | The Netherlands / Hipepnadgu
3 Registration certificate number in Ukraine / UAJA836/01/02

Homep peecTpauinHoro NocBIAMEHHS 8 YKpaidi

Brick red tablet; estradiol hemihydrate micronized
aquivalent estradiol 2 mg; yellow tablet: estradiol
hemihydrate micronized equivalent estradiol 2 mg,
dydrogesteron, micronized 10 mg. /

4. Strength / Cuna ai Llernsno-uepsora rabneTka: ecrpagiony remirigpary
MIKpOHI308aHOO, WO EKBIBANEHTHO ecTpagiony 2 wMr;
xoBTa Tabnetka: ecTpagiony remirigparty MikpoHisosaHoro,
L0 eKBIBANEHTHO BCTPaiony 2 Mr i AUAPOrecTepoHy,
MiKpoHizosanoro 10 mr.

Film-coated tablets 2 mg + Film-coated tablets 2 mg/10
5. Pharmaceutical form / Nikapchka hopma mg. / Tabnetku, BrpuTi nniakosow obonoxko, No 2 Mr +
Tabnetwu, Brpuri nnisrosor 0bonoxko, 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 t Tun KomGi ynakoska #28x1: 14 tabneTok, BKpUTUX NNisKoBOIO
‘ ynakosu 0BOMOHKOI), LErNaHO-HEPBOHOD KONLOPY No 2 Mr + 14
TabneToK, BKPpUTHX NNiBKGBOIO DOOMOHKOK, XOBTOIO
Konbopy no 2 Mr/10 mry Bnictepi; no 1 Gnicrepy B
yraKoBLi.
7 Batch number / Homep cepif 375518
' Batch size / Posmip cepit 31.769 packs / yn.
Date of manufacture / flata enpoBuuurea 14.07.24
8.
Date of batch release / flata sunycky cepit 09.09.2024
9 Expiry date / flata 3axiHieHHs Tepminy 14.07.27
nNprAaTHOCTI
10, | Name, address and manufacuring licanss Abbott Biologicals B.V. / ABGoTT Bionoaxikana b.B.
numbers for all sites responsible for v
. . eerweq 12, 8121 AA Olst, The Netherlands /
manufacturing process and quality control / Secpser 10, 8191 AA Omver Shnennasn
Haaea, agpeca Ta HoMEp® niUeH3in Ha eep ! » THAEPNaKA
BUPOBHULTBO ANst BCiX BUPOOHUKIB, . s . .
BIANOBIAANBHIX 33 BUPOBHIMIA NPOLEC | Iroasnguzfg;turmg Authorization (JliueHsis Ha BupoBHUUTBO)
KOHTPONb AKOCTi
11. | Results of analysis / Peaynbraru adaniay See table below / ua. Tabnuuo Huxve
Results of analysis / PesyneTtartyn aHanisy
Parameter tested / Acceptance limits / Resuits /
KonrposiboBaHuit napamerp Honycrumi mexi Pesynbrarti

FOR FILM-COATED TABLETS (BRICK RED) 2 mg /
LS TABIETOK, BKPUTUX NMIBKOBOKO OBONOHKOIO (LIEMMAHO-YEPBOHOIO KONLOPY) N0 2 MI”

Appearance (visually)/ 3oBHILLHIA BUrNAL (BisyanbHo) | A round, biconvex, brick red film- | Complies / Bianosigae
coated tablet with inscription ‘379
on one side, The diameteris 7
mm and the tablet weight is about
144 mg / Kpyrna, asoonykna,
BKpUTA NniBkoBO 0DONOHKOK,
LiernsHo-4epsoHa TabneTka 3
MapKyBaHHsM '379' 3 ogHOrC
Goky; alameTrp 7 mM i Bara
Tabnetkv npubnuano 144 mr

Identification / |aenTudikauis
- Estradiol / Ectpagion
- Retention time (HPLC) / Yac yTpumysaHus Corresponds to reference Complies / 8ignosigae

V.04 ED: 12-Feb-21 HA AAD: 30-May-16
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Abbott Biclogicals B.V. / A6SoTT Bionogkikans b.8.
Veerweg 12,8121 AA Qist, The Netherlands /
Beepaer 12, 8121 AA Onber, Hinepradgu

(BEPX)

- UV spectrum / YO cnektp

«  Color additive' / Bapanuku!

- titanium dioxide (E171) / TuTany giokcua
(E171)

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

standard / Bignosinae
pehepeHTHOMY CTaHaapTy.
Corresponds to spectrum of the
reference standard / Bignosinae
CREKTPY PEPEPEHTHOro
crangapry.

Positive for titanium / Noantuana
ans Trany

Positive for iron / Noanrtuena ans
3anisa

Complies / Binnosigae

Complies / Bianosigae

Complies / Bignosinae

Purity / YucToTa
Degradation products (HPLC) / Tpoaykry Aerpapauii
(BEPX)

~ A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, <0,5 %" < 0.1
17R-diol]/ A9,11-ecrpagion {ectpa-1,3,5(10),9(11)
TetpaeH-3, 17%-pion}
- estrone {3-hydroxy-estra-1,3,5(10)triene-17-one] / <05 %" < 0.1
ecTpon [3-rigpokcu-ecrpa-1,3 5(10)rpren-17-on]
- B-keto-estradiol [173-3,17-dinydroxy-estra-1,3,5 (10)- | 0.5 %* < 0.1
triene-6-one) / 6-keto-ectpagion [1703-3,17-
aurigpokeu-ectpa-1,3,5 (10)-1pueH-6-0H]
- Unspecified, each / KOXHOrO HEBCTAHOBNEHOIG <0,5%* < Q.1
- Sum/ Cyma <1,0 %" < 0.1
Content / Bumicr

- estradiol as CisH2402 (HPLC) / ectpapion sik | 1.8 - 2,1 mg/tablet / 2.0

C1eHz 02 (BEPX)

mr/Tatnerxy

Uniformity of dosage units {(HPLC) / OaxopigHicTh
f10308aHMX oauauLb (BEPX)

Complies with Ph. Eur. 2.8.402/
Bignosigae €ap.®apm. 2.9.407

Complies / Bignosipae

Average tablet weight (n=20), weighting / Cepegns
maca TabneTku (n = 20}, 38aXyBaHHA

136,8 — 151,2 mg/mr

143.9

Dissolution (Ph.Eur. 2.9.3?), in 0.3% sodium laury!
sulphate in water, apparatus 2, 100 rpm. / Poa4uHeHHs
{€ap. dapm. 2.9.3%), 8 0,3% poadunHi HaTpio
naypuncynbary y soai, anapar 2, 100 o6./xs.

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

Complies / Bignosinae

Microbiological Quality®, Ph.Eur. 5.1.42 (non-aqueous
preparations for oral use) / MikpoBionoriusa uucrora®,
€sp. Papm. 5.1.42 (esopHi npenapat A1
OpansHOro 3aCTOCYBaNHS)

TAMC, Ph.Eur. 2.6.122 / aaransHa KinbkicTb aepoBHux
mikpoopraniamia, €ap. dapm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / aaranbHa KineKicTb y4sinesux
i apixawosux rpuGis, €sp. dapm. 2.6.122

Escherichia coli, Ph.Eur, 2.6.13%/ €ap, ®apm, 2.6.13?

< 10%CFU/g / < 103 KYOrr
< 102CFUIg / < 102 KYOir

Absent/g / BigcyThilr

<10 CFUIg / KYOir
<10 CFUIg { KYO#t

Absent / BincyTHi

FOR FILM-COATED TABLETS (YELLOW) 2 mg / 10 mg;

Ans TABNETOK, BKPUTUX MNIBKOBOIO OLOMMOHKOIO (KOBTOI O KONLOPY)

Noz2nMr/1omMr

Appearance (visually) / 3ossiluniit surnag (sisyansHo).

A round, biconvex, yellow film-
coated tablet with inscription ‘379
on one side. The diameteris 7
mm and the tablet weight is about
144 mg / Kpyrna, ABoonyKna,
BKpUTa NAIBKOBOIO 0OONOHKO,
XomTa Tabnerka 3 MapKyBaHH:AM
'379' 3 ogHoro Boky; giameTp 7 MM

Complies / Bignosigae

V.04 ED: 12-Feb-21

HA AAD:

30-May-16




Abbott Biologicals B.V. / A66o1T Bionoaxikans 6.B.
Veerweg 12, 8121 AA Qlst, The Netherlands /
Beepaer 12, 8121 AA Onbcr, Higepnanau

i sara Tabnetku npubnuaHo 144
Mr

ldentification / lneHTudikauis
o Estradiol / Ectpagion
- Retention time (HPLC) / Yac yTpumysauns
(BEPX)

- UV spectrum / Y® cnexrp

o Dydrogesteron / fiugporecrepot
- Retention time (HPLC) / Yac yrpumyBaHHs
{BEPX)

» UV spectrum/ YO cnexrp

« Color additive '/ Baparku®

titanium dioxide (E171) / Turany giokeng,
(E171)

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

Corrasponds to reference
standard / Bignosigae
pedepeHTHOMY CTaHaapTy.
Corresponds to spectrum of the
reference standard / Bianosigae
cnexrpy pedepenTHOro
CTaHpapTy.

Corresponds to reference
standard / Bignosinae
pedeperHTHOMY CTaHAapTY.
Corresponds to spectrum of the
reference standard / Bignosinae
chexTpy pedepeHTHOro
cTangapTy.

Positive for titanium / MosuTueHa
ANR TUTaHY,

Positive for iron / Nosutusna ans
3afisa.

Complies / Bignosigae

Complies / Bignosigae

Complies / Bignosigae

Complies / Bignosinae

Complies / Bignosinae

Cornplies / Bignosigae

Purity / Yucrora
« Degradation products (HPLC), estradiol /
Mpopykrn aerpanauii (BEPX), ectpagion

- A8,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, 205%" < 0.1
1783-diol}/ A9,11-ecypanion [ecTpa-1,3,5(10),9(11)
TerpaeH-3, 17-pion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <05 %" <0.1
eCcTpoH [3-rinpokeu-ectpa-1,3,5(10)TpueH-17-0H)
- B-keto-estradiol {178-3,17-dihydroxy-estra-1,3,5 (10)- | 0.6 %* <0.1
triene-6-one) / B-keto-ecrpagion [17/4-3,17-
aurigpoken-ecrpa-1,3,5 (10)-Tpuen-6-0H}
- Unspecified, sach / KOXHOro HEBCTaHOBNSHOMO 205 %" < 0.1
- Sum / Cyma 21,0 %" <01
« Degradation products (HPLC), dydrogesteron
/ Mipopykry perpapalii (BEPX),
Anaporectepox o
- Unspecified, each / KOXHOTO HEBGTAHOBNEHOID 20,5 %" <0.1
- Sum/ Cyma < 1,0 %** < 0.1
Content / Buicr
- estradiol as C1sH2402 (HPLC) / ecrpagion ax | 1,9~ 2,1 mg/tablet / 2.0
C1sH2402 (BEPX) mr/Tabnetky
- dydrogesteron (MPLC) / auaporecrepon 9.5 - 10,5 mghtablet/ 0.9

(BEPX)

mritabnerky

Uniformity of dosage units {HPLC) / OgHopigricTs
[0308aHUX oAuHKUL (BEPX)
- estradiol / ectpagion

- dydrogesteron / auaporecTepor

Complies with Ph. Eur. 2.9.402/
Bigrosigae €ap.®apm. 2.9.402
Complies with Ph. Eur. 2.9.402/
Binnosigae €sp.Papu. 2.9.40?

Complies / Bignosigae

Complies / Bignosigae

V.04 ED: 12-Feb-21

HA AAD: 30-May-16




Abbott Biologicals B.V. / AGGotT Bionoaxikans b.8.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepaer 12, 8121 AA Onecr, Higepnanau

Average tablet weight (n=20), weighting / Cepens
maca TabneTkv (n = 20), 38aXYBaHHA

136,8 ~ 151,2 mg/mr

144.2

Dissolution (Ph.Eur. 2.9.3?), in 0.3% sedium
fauryl sulphate in water, apparatus 2, 100 rpm. /
Posuntenns (Esp. ®apm. 2.9.3%), B 0,3% posuuri
HaTpito naypuncynshary y soai, anapar 2, 100
06./x8.)

- estradiol / ectpagion

- dydrogesteron / guaporecTepoH

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

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

Complies / Bipnosinae

Complies / Bianosinae

Microbiological Quality3, Ph.Eur. 5.1.42 {non- aqueous
preparations for oral use) / Mikpobiororiuna yueroras,
€ep. Gapm. 5.1.42 (nesogHi npenapary Ans
OparnbHOro 3aCTOCYBaHHA)

TAMC, Ph.Eur. 2.6.122/ aaranbHa Kinbxicts aepobHux
mikpoopratismis, €sp. Gapm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3aranbHa KinbkicTs Usinesux i
apbraxosux rpudis, €ap. dapm. 2.6.122

Escherichia coli, Ph.Eur. 2.6.13% €sp. ®apm. 2.6.13?

< 103CFU/g / < 10°KYOr
< 102CFU/g / < 102KYOIr

Absent/g / BigcyThilr

< 10 GFU/g / KYOIr
< 10 CFU/g I KYOIr

Absent / BigcyTHi

T Not routinely tested; one batch a year will be tested. / BunpobyBaxHa NPOBOAUTLER He pyTHHHO, Byae

TECTYHATUCH OfHA CEpist Ha PiK.
2Current edition / YuHHe BUaaHHA,

3 Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / BunpoSysaHHs
NPOBOAATLCR HE PYTHHHO, ByAe TECTYBATUCA OAHA Cepin 3 ASCATH MiHIMyM OAWH pas Ha pik.

* Percentage of the estradiol label claim. / BiaCoTOK Bi 3a3Ha4eHOl Ha ynakoBui KinbkoCTi ectpagiony.

“ Parcentage of the dydrogesterone label claim. / BigcoTok Big 3a3Haqerol Ha YNakosui KifskoCTi

ANAPOrecTepoHy.
12. | Comments / KomenTapi Destination countries: Ukraine
KpaiHu-imnoprepw: Ykpaita
13. | Certification statement / : | hereby certify that the above information is authentic and accurate. This
i 3aspa npo cepTudikalliio | batch of product has been manufactured, including packagingflabeling
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 niarsepaxyio, wo
BULLEBMKNAAeHA IHDOPMALYS € aBTeHTHUHOIO { BipHoto. Lo cepito
npenapaTy BUPOGNEHO (BKIIOHAIOUN YNakoBKy/MapKyBaHHa Ta KoMTpons
sikocTi) BULLEBKA3aHUM BUPOGHUKOM Y NOBHINA BiANOBIZHOCTI 3 BUMOrAMN
GMP noKansHOro PErynaTopHOro oprany i 3 sareepxeHumu
cneundikayismu arigHo 3 PeccTpauininm nocsigueHHAM Kpaiti-
iMnopTepa. flokyMenTauiio OAC BUPOGHULTEA Cepil, yNaKkosku i
TECTYBaHHA NepesipeHs, | BCTRHORNEHO T BiNOBIgHICTL sumoram GMP.
| declare that my signature only applies to the English text and assume a
correct translation./ § 3assnsio, Wo Ml NARKC CTOCYETHCA TUTLKK TEKCTY
AHrNIACHKOI0 MOBOIO | NPUNYCKAI0 KOPEKTHICTL Nepexnany.
14. | Name and position & title of M.J. van Amerongen
person authorizing the batch
release / Im'st Ta nocana
ocobu, BignosigansHoi 3a Qualified person / YnosHoeaxeHa ocoba
BUNYCK cepii R
15. | Signature of person -~ e
authorizing the batch release / ) / el
Nignuc ocoby, Bignosigansrol e
3@ BUNYyCK cepii o
16. | Date of signature / lara 1 10.09.2024
nianucy
V.04 ED: 12-Feb-21 HA AAD: 30-May-16



AEPHCABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIHM OBJIACTI

npos. Ceitnuunol Hagii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
PO AKICTH BBE3EHOT0 B YKpaiHy JikapcbKroro 3acoby

13.02.2025 Ne 6046/25/10

DEMOCTOH®
(HaiivenyBanuA MiKapchkoro 3acofy rigHo 3 peecTpariitHuM mocsinueHHan)
Ta0aeTKH, BKPHTI NAIBKOBOI0 060I0HK010, 110 2 MI" + Ta0/IETKH, BKPHTI IIIBKOBOIO
06020HKO0k0, 10 2 MI/10 Mr; Kombi-ynakoska Ne 28 (28x1); 14 Tabaetox, BKPHTHX HJBKOBOIO
000/I0HK010, HETATHO-YEPBOHOr0 KOJLOPY 10 2 Mr + .14 Ta6i1eToK, BRPHTHX IUIBKOBOIO

000JIOHKO10, 3KOBTOL0 K0ILOPY Mo 2 mr/1) mr y Giictepi; no 1 6aicrepy B KopoGui
(thopma Bumycky, MO3YBAHHA, BI/ AKYBAHHA JiKAPCEKOTO 3ac06y)

Homep peecrpauiiinoro mocsiguenns UA/4836/01/02 crpox aii peectpaniiinoro mocsimzenus 01.01.2099

Cepisa nixapesroro 3acoby Ne 376517 Kinpxicts BBe3eHoro nikapeskoro sacoby 2600
Bupo6ruK A66o1T Biosiomxikans B.B., Hinepnanau
(naiimertyBanug BHPOGHHKA MKNPCHKOFO 30c06Y, Kpaila NOXOIKCHHS)
Bresero B Yipaiky Cniabne yxkpainesKo-ecToHCbKe NEAMPHEMCTEO Yy dopMi ToBapHCTBA
3 o6Mesxeno1o BinosigansuicTio "Onrima-®apm, JITI", ixenrt. xon:
21642228

{nalimenyBanun Ta xop 3a €APIIOY 1opupnunol ocobn abo npissnme, iM's, no Gamekopi disHeHol
ocoBH - nimmpuemus, i Micue NpokIBAHNA Ta peecTpatiiHmii HoMep oBAIKOBOT KAPTRE MIATHHRA
meaarkis abo cepis Ta HOMep MacropTa)

Mporoxoa sizyanbuore xourpomo sin 12.02.2025 M 0400/10.

3a  pesynsTaTAM} JePHABHOrC KOHTPOMIO BCTAHOBHEHO, IO JiKapeekuil 3aci6 Beeseno B Vkpainy 3

MOTPHMAHHSIM BHMOT 3aKOHOAARCTBA IMI0AOC 3a6C3NEUEHHS SKOCTI MiKAPCHKHX 3ac0bik.

Onsra EPLOMEHKO. -

(niamg) {iiduiam Ta ipiisiue)




Abbott Biologicals B.V. / A66oTT Bionogxikans B5.B.

Veerweg 12, 8121 AA Qlst, T
Beepeer 12, 81271 AA Onber,

Certificate of analysis

Page/cr. |1
he Netherlands /
HigepnaHgm

| CepTudpikat aHanisy

1. Name of product / Hasea npogykry FEMOSTON® / PEMOCTOH®
2. | Country of the manufacturer / Kpalta Bupo6Huk | The Netherlands / Hinepnangn
Registration certificate number in Ukraine /

3 Howmep peecTpauiiiHoro noceiguenus B YrpaiHi 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 / Cuna pit Uernaxo-vepsoHa TabneTka: ecrpagiony remirigparty
MiKpOHI30BaHOro, LU0 eKBiRaneHTHO ecTpagiony 2 mr;
xceTa Tabnetka: ecTpagiony remirigpary MiKpOHisoBaHorE,
Lo eKBiBaNeHTHO ecTpagiony 2 mr i AWAPOrecTepoHy,
MiKpoHi3oBaHoro 10 mr.

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

5. | Pharmaceutical form / Jlikapcoka dopma mg. / TaBneTkw, BKpUTI NIIBKOBOK 0BONOHKOK, M0 2 Mr +
Tabnetkn, BkpuTi NNiBKoBoIO 060MNOHKOW, No 2 Mr/10 Mr.
Combi pack #28x1: 14 brick red film-coated tablets per 2
mg + 14 yeflow film-coated tablets per 2 mg/10 mg in
blister; per 1 biister in box. /

6 Size and type of the package / Poamip i Tun Kombi ynakoska #28x1: 14 TabneTox, BKpUTHX NMiBKOEOIO

) YNaKoBKK 0BONOHKO, LIerNsHO-4epBOHOrO KOnbopy no 2 Mr + 14
TaONeToK, BKPUTUX NAIBKOBOIO OB0NOHKO0, XOBTOrO
konkopy no 2 mr/10 mry Gnictepi; no 1 Gnicrepy B
YNaKoBti.
7 Batch number / Homep cepif 376517
' Batch size / Posmip cepii 39.937 packs / yn.
Date of manufacture / flata supoBhuyrea 13.07.24
8.
Date of batch release / Oara ennycky cepil 10.01.2025
g Expiry date / Jara sakinueHHs Tepminy 13.07.27
) OpWUaAaTHOCTI
10. | Name, address and manufacturing license Abbott Biologicals B.V. / A660TT Bionogxikans E.B.
nUMBgre fof AN Sites responsiblertor Veerweg 12, 8121 AA Olst, The Nethertands /
manufacturing process and quality control / B Beg 19 ,8 121 AA Onbrl;‘r P ———
Haszea, agpeca Ta Homepw nileHsiit Ha EEREE s » SACPRAEG
:%%%ZT::;:EMT:;;::; ggﬁsssgl{;%ouec i z\noasngu;glc;turing Authorization (Niexsis Ha BUpoGHULTEO)
KOHTpONL SKOCTI
11. | Results of analysis / PeaynsTaTn aHanisy See table below / Que. Tabnuijo Hukue

Results of analysis /

PesyrnbTarti aHaniay

Parameter tested / Acceptance limits / Results /
KoHTponkoBaHWit napameTp Donycrumi mexi PesynbTari

FOR FILM-COATEDR TA

ANA TABNETOK, BKPUTUX MNIBKOBOK OBONOHKOKO (LErMAHO-YEPBOQHOI'O

BLETS (BRICK RED) 2 mg /
KONbOPY) N0 2 MF

Appearance (visually)/ 3oBHiwHii BUrNsg (BizyanbHo)

Around, biconvey, brick red film-
coated tablet with inscription ‘379"
on one side. The djameteris 7
mm and the tablet weight is about
144 mg / Kpyrna, asoonykna,
BKPWTA MNIBKOBOK 0BOROHKO,
UernaHo-4epeoHa TabneTka 3
MapKyBaHHam '379' 3 oaHoro
Ooky; AiameTp 7 Mm | Bara
TabneTki npubnuaHo 144 mr

Complies / Bianoginae

identification / |geHTudikayis
Estradiol / EcTtpagion

Retention time (HPLC) / Hac yrpumysanHs

Corresponds to reference Complies / Bignosigae
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(BEPX)

UV spectrum / Y& cnekrp

Color additive?/ Bapstukn?

titanium dioxide (E171) / Turauy giokeug
(E171)

iron oxide {E172) / sanisa okcug (E172)

standard / Bignosigae
pethepeHTHOMY CTaHAapTY.
Corresponds to spectrum of the
reference standard / Bignosigae
CNeKkTpy pedepeHTHoro
CTaHOapTy.

Positive for titanium / MoauTtusua
AnA TUTany

Positive for fron / MoauTuena gna
3anisa

Complies / Bignosinas

Complies / Bignosigae

Complies / Bianosigae

Purity / Yucrora
Degradation products (HPLC) / MNponykTu Aerpagauir
(BEPX)

— A9, 11-estradiol [estra-1,3,5(10),9(11) tetracne-3, <05% < 0.1
17B-diol]/ A9,11-ecTpagion [ecTpa-1 +3,5(10),9(11)
TeTpael-3, 17R~gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <0,5 %" <0.1
BCTPOH [3-riapokcu-ectpa-1,3,5(10)TpueH-1 7-0H]
- 6-ketc-estradiol [178-3,17-dihydroxy-estra-1,3,5 (10)- | < 0,5 %* <01
triene-6-one] / 6-keTo-ecTpagion [17R-3,17-
Aurigpokeu-ectpa-1,3,5 (10)-TpreH-6-oH]
- Unspecified, each / koxHoro HeescTaHoRNEHOMO <0,5%" <01
-Sum/ Cyma <1,0 %* < 0.1
Content / Bmicr

- estradiol as C18H2402 (HPLC) / ectpagion ax | 1,9 — 2,1 mg/tablet / 2.0

C18H2402 (BEPX)

mriTabnetky

Uniformity of dosage units (HPLC) / QOpaHopigHicTb
A030BaHUX oauHnLbL (BEPX)

Complies with Ph. Eur. 2.9.402/
Bianosigae €ep.Gapm. 2.9.402

Complies / Bipnoginae

Average tablet weight (n=20), weighting / Cepegha
maca TaineTkv (n = 20), apaxyBaHHs

136,8 — 151,2 mg/mr

143.2

Dissolution (Ph.Eur. 2.9.32), in 0.3% sodium tauryl
sulphate in water, apparatus 2, 100 rpm. / Po3unHeHHsA
(Esp. dapm. 2.9.32), B 0,3% posuuHi HaTpito
naypuncynbdaty y Bogi, anapar 2, 100 of./xe,

Q=75% after 45 minutes / Q=75%
4yepes 45 xBunuH

Complies / Binnosigae

Microbiological Quality®, Ph.Eur. 5.1.42 {non-aquecus
preparations for oral use) / MikpoGiororiyha Yucrora?,
Cep. ®apm. 5.1.42 (HesoAHi ApenapaTu Ans
OPanbLHOro 3acTOCY BAKHS)

TAMC, Ph.Eur. 2.6.122 / 3aransHa KitbKicTs aepobHux
MikpoopraHiamie, €sp. dapm. 2.6.122

TYMC, Ph.Eur. 2.6.122 / 3aranbHa kinbiicTo usinasux
| BpixmpkoBUX rpubis, Cep. Gapm. 2.6.122

Escherichia coli, Ph.Eur. 2.6.13% €sp. ®apwm. 2.6.132

< 103CFU/g / < 10° KYOIr
< 102CFU/g / < 102 KYO/r

Absent/g / Bineythifr

<10 CFU/g /KYO/r
<10 CFU/g / KYO/r

Absent / BigcyTHi

FOR FILM-COATED TABLETS (YELLOW) 2 mg /10 myg;

ANA TABNETOK, BKPUTUX MNIBKOBOIKO OB

QJIOHKOIO OKOBTOIO KOJLOPY)

Nno2mMr/1o mr

Appearance {visually) / 3oBHilWHi surnag (BisyanbHo).

A round, biconvex, yellow film-
coated tablet with inscription ‘379
on one side. The diameteris 7
mm and the tablet weight Is about
144 mg / Kpyrna, asoonykna,
BKPUTZ NNIBKOBOK 060MOHKOM,
HOBTa TabneTka 3 mapkyBaHHsIM
'379' 3 opHoro Goky; aiamMeTp 7 Mm

Compilies / Binnosigae
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i Bara Tabnerky npubnusHo 144
mr

ldentification / |aeHTidikatin
e Estradiol / Ectpapion
- Retention time (HPLC) / Hac yTpumysaHHs
(BEPX)

- UV spectrum/ YO cnekrp

» Dydrogesteron / iuaporectepox
- Retention time (HPLC) / Yac yTpumysaHks
(BEPX)

- UVspectrum/ Y& cnextp

s Color additive '/ Baparuku’

- fitanium dioxide (E171) / Tutany giokeug
{(E171)

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

Corresponds to reference
standard / Bignosigae
pePepeHTHOMY cTaHazpTY.
Corresponds to spectrum of the
reference standard / Bignosinae
chekTpy pedepeHTHOro
CTaHAAPTY.

Corresponds to reference
standard / Bignogigae
pethepeHTHOMY cTaHgapTy.
Corresponds to spectrum of the
reference standard / Binnosigae
CMEKTRY pedepeHTHOro
cTaspapty.

Pasitive for titanium / Noautuena
Ans TUTany.

Positive for iron / Moantuexa ans
aanisa.

Complies / Bianoeigae

Complies / Bignosigae

Complies / Bignosigae

Complies / Bigrnosigae

Complies / Bignosigae

Complies / Bignosinae

Purity / YuctoTta
» Degradation products (HPLC), estradiol /
Mpogykru gerpaaauii (BEPX), ecTpagion

- A9,11-estradiol [estra-1,3,5(10),9(11) tetraene-3, 0,5 %" <01
170-diol]/ A9, 11-ectpagion fectpa-1,3,5(10),9(1 1)
TeTpacH-3, 178-gion]
- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <05 %* <0.1
€CTpoH [3-rigpokcu-ectpa-1,3,5(10)Tpnen-17-oH]
- B-keto-estradiol [17B-3,17-dihydroxy-estra-1,3,5 (10)- | <0,5 %* <041
triene-6-one] / 6-kero-ecTpagion [17R3-3,17-
Avrigpoken-ectpa-1,3,5 (10)-TpueH-6-oH]
- Unspecified, each / xoxHoro HegcraHoBReHoro =0,5% <0.1
- Sum/ Cyma <1,0%* <0.1
* Degradation products (HPLC), dydrogesteron
/ Mipogykri perpagauii (BEPX),
AUApOorecTepoH o
- Unspecified, each / koxHoro HeBCTaHORN@HOTO 205% <0.1
= Sum/Cyma = 1,0 Yo** < 0.1
Content/ BmicT
- estradio] as C1sH2402 (HPLC) / ecrpagion sk | 1,9 — 2,1 mg/tablet / 2.0
Ci1eH2402 (BEPX) MrfTabnetky
- d
ydrogesteron (HPLC) / auaporecrepon 9,5 - 10.5 mgftablet / 9.9

(BEPX)

MI/TabneTky

Uniformity of dosage units (HPLC) / OgHopigHicTs
JA030BaHNX ouHUUL (BEPX)
- estradiol / ectpagion

- dydrogesteron / ansporectepon

Complies with Ph. Eur. 2.9.402 /
Bignoeinae €sp.®apm. 2.9.402

Complies with Ph. Eur. 2.9.402 ¢
Binnosigae Esp.Papm. 2.8.402 °

Cornplies f Bignoeinae

Complies / Bignosipae

V.04 ED: 12-Feb-21
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Average tablet weight (n=20), weighting / Cepegss
maca Tabnetin (n = 20}, 3BaXKYBAHHA

136,8 — 151,2 mg/mr

143.9

Dissolution {Ph.Eur. 2.9.32), in 0.3% sodium
laury| sulphate in water, apparatus 2, 100 rpm. /
PosuunenHs (€8p. ®apm. 2.9.32), B 0,3% posymHi
HaTpilo naypuncynedaty y Boai, anapar 2, 100
ob./xB.)

- estradiol / ectpagion

- dydrogesteron / gnaporecrepoH

Q=75% after 45 minutes / Q=75%
vyepes 45 xeunuy

Q=75% after 45 minutes / Q=75%
Yyepes 45 xsunus

Complies f Bignosinae

Complies / Bianoeigae

Microbiological Quality®, Ph.Eur. 5.1.42 (non- agueous
preparations for oral use) / MikpoGionoriyHa uncTtoTa?,

€8p. ®apm. 5.1.42 (heBOJHI NpenapaT 4ns

OpanbHOro 3acToCYBaHH)

TAMGC, Ph.Eur. 2.6.122 / saransHa KineKicTb aepoBHyx

MikpoopraHiamie, €ep. Papm. 2.6.122

TYMC, Ph.Eur. 2.6.122/ 3aransHa kinbkicTb Uginesux i
ApbKakoBuMx rpubis, ap. dapm. 2.6.122
Escherichia coli, Ph.Eur. 2.6.13% €ap. dapm. 2.6.132

< 10°CFU/g / < 103KYOIr <10 CFU/g / KYOIir

< 102CFU/g / < 102KYO/r <10 CFUIg / KYOIr

Absent/g / BigcyTHilr Absent / BiacyThi

* Not routinely tested: one batch a year will be tested. / Bunpo6ysaHHa npopoguThes He PYTWHHO, Byae
TeCTyBAaTWCH OAHE Cepis Ha piK.

2 Current edition / Yunre BugaHHs.
¥ Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / Bunpobysanns
NPOBOAATLCA HE PYTKHHO, Byae TecTyBaTucs OfHa cepin 3 [ecatu MIHIMYM OAWH pas Ha pik.

* Percentage of the estradiol label claim. / BigcoTok BiJ 333Ha4EHOI Ha ynakosLi KinkkocTi ecTpagiony.

** Percentage of the dydrogesterone label claim. / Bigcotok Big 3a3HaueHol Ha YNAKeBL KINbKOCTI

AUAporecTepoHy.
12. | Comments / KomeHrapi Destination countries: Ukraine
Kpainu-imnoprepu: Yepaiva
13. | Certification statement / | hereby certify that the above information is authentic and accurate. This
3anBsa npo ceprudhikaulio 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 Autharization of the importing country. The
batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Lium MATBERANKYIO, LD
BULLeBUKNAAEHa iHOPMaLlis € aBTeHTYHOW i BipHo. Lo cepilo
npenapary BUpOBNEHO (BKNIOYAKYYN YNAKOBKY/MAPKYBAHHA Ta KOHTPONb
AKOCT) BULLEBKA3AHNM BUPOGHAKOM Y NOBHINA SiqNOBIAHOCT] 3 BUMOramMu
GMP nokansHOoro perynsTopHOro opraHy | 3 saTBepmkeHMm
creuudyikaiamMy 3riqHo 3 PecCrpauiiHum (ocaigueHHam KpaiHm-
iMnoprepa. JokymeHTauilo Woge supobRMLTEa cepif, yrnakosky |
TeCTYBaHHA nepesipelo, | BCTAHOBNEHO T BIANOBIGHICTL BUMOraM GMP.
| declare that my signature only applies to the English text and assume a
correct translation./ 51 3a9ensio, WO Ml NigANC CTOCYETHEA TiMbku TEKCTY
BHTNIACBEKO MOBOM | NPUNYEKAKD KOPEKTHICTD nepeknagy.
14. | Name and position & title of H.P. van Klaveren
person authorizing the batch
release / Im'a Ta nocana
ocobn, BignoeigansHol 2a ﬂuaiiﬁed person / ¥noBHOBaxeHa ocoba
BUMYCK cepii
15. | Signature of person
authorizing the batch releasa /
RNignisc ocobu, BignoeigansHoT (
3a Bunyck cepil
16. | Date of signature / JaTa 1\§ 01.2025”
nignucy s
V.04 ED: 12-Feb-21 HA AAD: 30-May-16
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