JIEPKABHA CJIYXBA 3 JIKAPCHLKUX 3ACOBIB TA KOHTPOJITO 3A
HAPKOTUKAMMH Y KUTIBCBLKIN OBJIACTI

npos. Ceitnnunol Haaii, 3, m.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SAKICTHL BBE3eHOT0 B YKpaiHy JIiKapchKoro 3acody

10.09.2024 Ne 44019/24/10

ECTPAMOH 50
(HaliMCHYBAHHS NIKaPChKoTo 3ac00y 3TN0 3 pecCTpallifiHiM TOCRIIICHHAM)
MJIaCTHP TPAHCAEPMANbLHHIL, 50 MKT/106a; 10 1 IUIACTUPY B HAKETHKY; 110 6 NAKETUKIR V
KapToHHiil Kopobui
((popma BUITYCKY, 103y BARKS, BHA TAKYBAHHS SHKAPCLKOro 3acoby)

Howmep peectpatiiitoro nocsiguenns UA/5035/01/01 crpoxk nii peectpauiiiioro nocsinuenis 01.01.2099
Cepis nixaperkoro sacoby Ne NT1755 KijibkicTh BEEZCHOFO JHKapehkoro 3acody 3840

Bupobnk I"excant AL, HiMeuuuna
(HaitMcHyBanis BEpoGUHKa JHKapchKoro 3acofy, Kpaiia MOXOJOKCHHS)

Bsescro B Yrpainy TorapucTBo 3 o6Meskenolo BianosifannuictTio "Canos Yrpaina',
inewr. xon: 38419586

(naitmMenysanis Ta ko1 3a CHAPITOY opnarnoi ocobi abo npizsuie, iM'a, 10 atbrosi
(isnunot ocoGH - nigpueMiL, iT Micuc pokHBanis Ta peccrpaltiiiimii nomep odnikoBol
KAPTKM MAATHRKA MOJIATKIB 00 cepis Ta HOMEp nacropTa)

MpoTtokon Bizyannhoro kontposto sin 04.09.2024 Ne 2615/1.

3a  pesylibTaTaMM  JACPKABHONO KOHTPOJIN BCTAHOBICHO, 110  JiKapchbkuii  sacib  seescHo B Yikpainy 3

JOTPUMAHHAM BUMOT 32KOHOAABCTBRA ILOAO 3a6e3neHeHHs SKOCTI TIKapChKuX 3acobiB.
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FEKCANT Al

HaycTpiwTpacce 25

83607 XonbLkipxeH, Basapis, HimeuduHa

Homep niueHsii DE_“BY_04_M|A_2021_0034/ROB-53Ph—2677.th2—1 24

CEPTU®IKAT BIANOBIOHOCTI

Fekcan Al nigTBepaXye, WO 3a3Ha4YeHUN NPOAYKT Bys BUroTOBNEHUN BiANOBIAHO N0 HAaCTaHOB 3
HanexHoi Bupo6nuyoi MNpakTuku:

Tun BUNYyCKy: Ceptudikauia Cepil

Mpoaykr: ECTPAMOH 50, nnactup TpaHcaepmanstuit, 50 mkr/1, Ne6 B nakeTukax
Homep matepiany: 546213

Homep PT: UA/5035/01/01

Cepisa Ne: NT1755

[laTa BupoBHuuTea (nigknaaka):  01/2024

[ata supobHuyTBa (NnacTup): 04/2024

Tepmix npuaaTHocTi: 12/2025

Homep cepii bulk: EST0476PRO

Tun ynaxkosKu: MakeTuk

BunylieHa KineKicTs: 3840 ynakoBoK No 6 NakeTuKis

HacTynHi AOKYMeHTH A0AaKTECH:

o CepTudikat aHaniay roToBoro NpoaykTy
Uum ninTBepaxyto DOCTOBIpHICTL | TOYHICTh BuuleHaBeaeHoi iHdropmMauil. [lana cepis npenapaty 6yna
BUrOTORMEHA, BKMIOYHO 3 MaKyBaHHAM Ta KOHTponem AKOCTI, Ha BULLEBKa3aHil BMPOBHUYIN AinbHUL
sinnosigHo ao BuUMor GMP MicueBuX perynsTopHux opraHiB i cneundikauin, BkasaHux 8 PeccTpauinHoMy
Locke kpaiHu-imnoptepa. [daHi npo BUFOTOBMNEHHH, nakysaHHA Ta aHanisu cepii 6ynu nepesipeHi i
nigTeepaXeHa ix BignoBiAHicTL cTaHAapTaM GMP.

Obermeier /Enexmponnuil nidnuc: 08.08.2024

Petra 11:52:02 +02'007 08-CEP-2024 29-KBl-2024
[ata supasi Ceprudpikaty [Jata CepTudikauii
YroeHoeaxeHa ocoba BianosiaHoCTi cepii

08.08.2024, Bepcia 2: TunorpadiyHe KOPUrysaxHs



FEKCAN Al
InaycrpiwTpacce 25

83607 XonsLkipxeH, basapis, Himeudura
Homep MiyeHsil DE_BY_04_MIA_2021_0034/ROB-53Ph-2677.Ph_2~1 24
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CepTtudpikat AHanisy

Mpoaykr ECTPAMOH 50, nnactup TpaHcaepmansHui, 50 mkr/10, Ne6 8 nakeTukax
Cepia Ne NT1755
[aTa TecTyBaHHA 04/2024
Homep PI UA/5035/01/01
BupoBHUK TEKCAN AT
MokasHuk: JonycTtumi Hopmu: PesynbraTtu: B
Onwuc: EnincoifHui matosui 6e3bapsHiit NnacTup,

3adpikcoBaHuit Ha GeabapeHiit 3axucHii nniBLi

20 cm? = nnacTup 50 mkr/goby Bianosifac
Maca Ta oaHOpPIAHICTL Macu: cepenns: 202,0 mr =10 % 206.8 mr
(Bes saxucHol nniskn) iHamBiayansHi: 18 £ 10 % makc.: 207,8 mr

2+20% MiH.: 205,3 mr

lgeHTudiikauis:
EcTpagion: (BEPX) Mae signoBigaty ctaHAapTy BianoBinae
KinbkicHe BU3HAYeHHA:
EcTpapion: (BEPX) 90 - 110% 4,0 mr

3,6 — 4,4 mr/nnactup 20 cm?
OpaHopiaHIiCTL BMICTY Mae Binnoginatu €ep.®. 2.9.6/C Bignosinae
ecTpaaiony:
Ectpagion
CynpoBigHi goMilIKK:
KOXHOT: MooauHok: AoMilKK, KoxHOI: £ 0,7 % 0,18 %
cyma: Cyma powmiwok: < 1,6 % 0,49 %
LsuAKicTH BUBINIbHEHHS
ecTpagiony
(Ecrpagion (%)) Micna2r:15—-35% 20 %

Nicna 4 1. 20 - 40 % 30 %

Micns 6 1: 30 - 50 % 38 %
MikpobionoriuHa YACTOTa: €ep.P. 5.1.4 He TecTysasnoca
(ons kool 10-01 cepii)
MpuMiTkK: He 3aCTOCOBHO
Bunyweno: 29-KBI-2024
[ara snpobHulTea (nnacTup): 04/2024 Obermeier JEReKMPOHHUG MdnuC:

[Jara BupobHuiuTea (nigknaaka): 01/2024

TepmiH npugatHocTi fo:

14-Cep-2024, eepcis 2: damy 8UMYCKy y3200eHO i3 damoto cepmucpixauii cepii

12/2025

14.08.2024 17:19:00 +02'007

Fedochenko =
Tetiana

YhnosHoBaxeHa 0coba

CropiHka 1 3 1

P un mporl
18:05 09 +£3°00°




HEXAL AG
Industriestralle 25

83607 Holzkirchen, Bayern, Germany
Licence number DE_BY 04 MIA_2021_0034/ROB-53Ph-2677.Ph_2-124

Certificate of Analysis

Analysenzertifikat - Certificat d'analyse

Product-Praparat-produit

ESTRAMON 50, transdermal patch, 50 mkg/1D, 6 sachets

Batch no. - Charge - charge no . NT1755
Testing date — Priifdatum- date d'examination 04/2024
Number of MA — Zulassungsnummer UA/5035/01/01
Manufacturer - Hersteller - producteur HEXAL AG
Priifungen: Forderungen: Ergebnisse:
tests norms results
contrdles normes résultates
Appearance: elliptic mat, colourless patch fixed
on colourless protective liner
20 cm? = patch 50 pg/day conforms
Weight and uniformity of weight: |mean: 202 mg+ 10 % 206.8 mg
(without protective liner) single: 18 +10 % max: 207.8 mg
2+20 % min: 205.3 mg
Identification:
Estradiol: (HPLC) must comply to reference conforms
Assay:
Estradiol: (HPLC) 90 - 110 %
3.6 — 4.4 mg/patch 20cm? 4.0 mg
Uniformity of content Estradiol:
Estradiol must comply Ph. Eur. 2.9.6./C complies
Related Substances Estradiol:
single: single impurities, each < 0.7 % 0.18 %
total: total impurities < 1.5 % 0.49 %
Extraction rate:
(Estradiol (%)) after 2h: 15-35% 20 %
after 4 h: 20-40% 30 %
after6 h: 30-50 % 38 %
Microbial limit test: Pharm. Eur. 5.1.4 not tested
(every 10 th batch)
Bemerkungen: N/A
Released: 29-Apr-2024 , .
Obermeier @
Manuf. Date (patches): 04/2024 Petra 2

Manuf. Date (laminate): 01/2024
Expiry Date: 1272025

Qualified Person

14-Aug-2024, version 02: “released” date adapted to date of batch certification

Page 1 of 1




HEXAL AG

Industriestralie 25

83607 Holzkirchen, Bayern, Germany

Licence number DE_BY_O4_M|A_2021_0034/ROB-53Ph—2677.Ph_2~124

CERTIFICATE OF CONFORMITY

Hexal AG certifies that the following product has been manufactured following Good
Manufacturing Practices guidelines:

Release Type: Batch Certification

Product: ESTRAMON 50, transdermal patch, 50 mkg/1D, 6 sachets
Material number: 546213

Number of MA: UA/5035/01/01

Lot Number: NT1755

Manufacturing date (laminate): 01/2024

Manufacturing date (patches): 04/2024

Expiry date: 12/2025

Bulk fot number: EST0476PRO
Package Type: Sachet

Quantity released: 3.840 packages of 6

The following documentation is enclosed:
® Certificate of analysis for the finished product

1 hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging and quality control at the above mentioned
site 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.

Obermeier e ’ (
Petra o 08-AUG-2024 29-APR-2024
Qualified Person Date CoC issued Date of Batch Certification

08.08.2024, Version 2: correction of typo



