JIEPJKABHA CJYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBLKIN OBJIACTI

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

BUCHOBOK
Npo SIKICTH BBE3eHOT0 B YKPAiHY JIIKapchKoro 3acody

10.09.2024 No 44019/24/10

ECTPAMOH 50

(HaliMCHYBaHHS TiKApChKOro 3aco0y 3TN0 3 PecCTPaliiiHiHM TOCRIICHHAM)
MJIacTUp TpaucaepMaibuuii, 50 MKr/06a; 110 1 MJIACTUPY B AKCTHKY; 110 6 NAKETUKIB ¥
KapToHHii KopoOui

(opma BUITYCKY, 103YBaIIS, BHAL HAKYBAHHS JHKAPCLKOr0 acoy)
Howmep peectpauiittioro nocsizuenns UA/S035/01/01 crpox nii peectpauiitiioro nocsinuenns 01.01.2099
Cepin nixaperxoro 3acoby Ne NT1758 KibkicTs BBC3CHOIO JiKkapebkoro zacody 3840

Bupobunk ["excan Al', Himeuuuna

(HaiiMcHyRalHs BUPOOHMKA JTiKapChkoro 3acofy, Kpaina moxXojukeliis)

Bsescno B Yipainy TorapucTBo 3 06Mesxenoro Bianopigannnictio "Cangos Yipaina',
inewr. xou: 38419586

(naiimenrysanus a ko 3a €JIPIIOY opanunor ocobn abo npissiuie, iM'a, no 6arbiosi
Piznunoi ocobn - miupHeMLsL, 1T MICLC HPOXHBARKS T4 pecerpattiifanii momep 0dnikoBOT
KapTKM MAATHHKA 1M0/IaTKIB abo cepis Ta HoMep nacriopTa)

MpoTokon Bisyaasnoro kontpomo six 04.09.2024 Ne 2615/1.

3a  pesylbTATAMH JCPKABHOTO KOHTPOJIO BCTAHOBICHO, 10 JliKapehkuit  3aciG  BsescHo B Yikpainy 3

JOTPUMAHHAM BHMOT 3aKOHOAABCTBA LLOJO 3abesnedcHHs AKOCTi JikapehkuX 3acobis.
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FEKCAN Al

IuayctpiwTpacece 25

83607 XonbLkipxeH, Basapis, Himed4uHa

Homep niueHsit DE_“BY~_04_M!A_2021_0034!ROB-53Ph-2677.Ph__2—1 24

CEPTU®IKAT BIANOBIOAHOCTI

Fekcan Al niaTBEPAKYE, L0 3a3HA4EHUI NPOAYKT 6yBs BUroTOBNEHUI BiANOBIQHO A0 HACTaHOB 3
Hanexwuoi Bupo6Huuoi NpakTuku:

Tun BUMNYyCKY: Ceptudikauis Cepii

MpoaykT: ECTPAMOH 50, nnactvp Tpaxcaepmanshui, 50 mkr/1, Ne6 B nakeTukax
Homep maTepiany: 546213

Homep P UA/5035/01/01

Cepis Ne: NT1755

[laTa BupoBruuTEa (Niaknaaka).  01/2024

[ata BUpoBHULTBa (NNacTup): 04/2024

TepMiH NpuaaTHOCTI: 12/2025

Howmep cepii bulk: EST0476PRO

Tun ynakoBku: MakeTuk

BunyuieHa KinbKicTb: 3840 ynakoBoK No 6 nNakeTukis

HacTynHi JoKyMeHTH A0A3KTLCA:

o CepTudikaT aHanisy rotosoro NpoAykTy

LM niaTBEpAXyHr AOCTOBIPHICTE i TouHicTk BuLleHaBeaeHoi iHdopmauil. Nana cepis npenapaty 6yna
BUrOTORINEHA, BKMIOUYHO 3 MakyBaHHAM Ta KoHTponem AKOCTI, Ha BULUiEeBKa3aHin BUPOBHUUIN AinbHUUI
sianoBiaHO Ao BUMOrT GMP micueBux perynsaTopHux opraHiB i cneundyikauin, BKazaHux B PeecTpauiiHomy
Llocbe KpaiHu-imnopTepa. [aHi Npo BUrOTOBNEHHA, nakyBaHHA Ta aHanisu cepii 6ynu nepesipeHi i

niaTeepAxeHa ix BiAnNoBiAHICTL cTaHAapTaM GMP.

Obermeier /Enexkmponnud nidnuc: 08.08.2024
Petra 11:52:02 +02°007 08-CEP-2024 29-KBI-2024

[ata supaui Ceptudikaty [JaTa CepTudikaui

nosHoBaxeHa ocoba ; . )
o BignosigHocTi cepil

08.08.2024, Bepcisa 2: TunorpadidHe KopuryBarHs



FEKCAN AT AN
IHaycTpiwTpacce 25 Foed G}
83607 XonbLkipxeH, basapisi, HimeuuuHa HEXAL]
Homep NiueHsii DE_BY_04_M!A_2021_0034/ROB-53Ph~2677.Ph_2~1 24

X
IS

CepTtudpikat AHanisy

Mpoaykr ECTPAMOH 50, nnactup TpaHcaepmanbhuit, 50 mkr/1[0, Ne6 B8 nakeTukax
Cepisa Ne NT1755
[aTa TecTyBaHHA 04/2024
Homep PN UA/5035/01/01
Bupo6HUK TEKCAI AT
Moka3HuK: DonycTtumi HopMu: PesynbraTu: N
Onwuc: EnincoifHui maToswii 6es3bapsHui Nnactup,
aachikcoBaHnil Ha Ge3BapeHil 3axucHi nniBLi
20 cm? = nnactup 50 mMKr/noby Bignosijae
Maca Ta oaHopigHicTb Macu: | cepefiHs: 202,0 mr+ 10 % 206.8 mr
(Bea 3axucHo! NniskK) iHovBigyansHi: 18 £ 10 % makc.: 207,8 mr
2+20% MiH.: 205,3 Mr
lgeHTUdikauis:
Ectpagion: (BEPX) Mae signoBigatv ctaHhapTy signosinae

KinbkicHe BU3HaYeHHA:
EcTpagion: (BEPX) 90 - 110% 4,0 mr
3,6 — 4,4 mr/nnactup 20 cm?

OpHopigHicTL BMicTY Mae Bignosigatv €sp.®. 2.9.6/C Bignosinae
ecTpaaiony:
Ectpapion
CynpoBinHi Aomiliku:
KOXHOT: MooauHoK AoMiLLKK, KoXHOI: < 0,7 % 0,18 %
cyma: Cyma powmitok: < 1,5 % 0,49 %
LBuAaKicTs BUBINIbHEHHSA
ecTpagiony
(Ecrpapion (%)) Nicna2r:15-35% 20 %
Micns 4 1 20— 40 % 30 %
Micns 6 r: 30 — 50 % 38 %
Mikpo6ionoriuHa uucrora: €sp.P. 5.1.4 He TecTyBanocn
(ans koxHoi 10-0i cepii)
MNpuMiTkn: He 3aCTOCOBHO
BunyweHo: 29-KBl-2024
[ata sBupoBHULTBE (MNacTUp): 04/2024 Obermeier JEneKmpoHHUT MiOnUC:
[ata BupobHuuTBa (MigKknaaka): 01/2024 Petra 14.08.2024 17:19:00 +02'007
TepMiH npuaaTHoOCT 40! 12/2025 YnosHosaxeHa 0c0ba
14-Cep-2024, sepcis 2. 0amy 8UMycKy y3200xeH0 i3 0amoto cepmucpikauii cepil Cropitka 131
Fedochenko st i uwo”

16816,

Tetiana Reason: Sandoz Ukeaing QP un mpos
Dater 2024,00.28 18:05 09 +C300"



HEXAL AG
Industriestrafte 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,

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
contrbles 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:202mg=* 10 % 206.8 mg
(without protective liner) single: 18+ 10 % max: 207.8 mg
2120 % 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 %
after 6 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 R o g s

Manuf. Date (laminate): 01/2024
Expiry Date: 12/2025

Qualified Person

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

Page 1 of 1

50 mkg/1D, 6 sachets




Obermeier
Petra

HEXAL AG
Industriestrafie 25

83607 Holzkirchen, Bayern, Germany
Licence number DE_BY_04_MIA_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:
Product:
Material number:
Number of MA:

Lot Number:

Manufacturing date (laminate):

Manufacturing date (patches):
Expiry date:

Bulk lot number:

Package Type:

Quantity released:

Batch Certification

ESTRAMON 50, transdermal patch, 50 mkg/1D, 6 sachets
546213

UA/5035/01/01

NT1755

01/2024

04/2024

12/2025

EST0476PRO

Sachet

3.840 packages of 6

The following documentation is enclosed:

® Certificate of analysis for the finished product

| 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.

Digitally s aine Palra
D! ol

e2g

R ny th o
Datn: 2024,04,08 11:52:02 +0200°

08-AUG-2024 29-APR-2024

Qualified Person

Date CoC issued Date of Batch Certification

08.08.2024, Version 2: correction of typo



TIEPKABHA CJIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJACTI

nipos. Ceitanuroi Hanif, 3, m.Kuis, 02099, ten/dpakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKiCTH BBE3EHOTO B YKpainy JAiKapCcHKOro 3ac00y

03.03.2025 Ne 8358/25/10

ECTPAMOH 50

(HaiiMEHyBAHHS TIKAPCHKOTO 3aC00Y 3TiANO 3 peecTpailiHiHuM MOCBIMEHHSM)
IIACTHpP TPaHcaepMaabHuii, 50 MKr/106a; no 1 miacTHpy B MAKETHKY; N0 6 MaKeTUKIB y
KapToHHii KopoOui

(opma BHITYCKY, JO3YBAHHSA, BUJL MAKyBaHHA nikapcrKoro 3acoby)
HoMmep peecTpaLiiiHoro NoCBiA4eHHs UA/5035/01/01 crpox aii peecTpaiiiforo mocsi e s 01.01.2099
Cepis nikapcbkoro 3acoby Ne PE9279 KisbkicTs BBE3EHOTO Tikapeskoro 3acoby 3100

Bupo6uuk Texcan AI', Himeudnna

(HaitMeHyBaHHs BUPOGHHKA nikapeekoro 3acoby, kpaiHa TIOXO/DKCHHS )

Baescro B YKpaiiy ToBapuCTBO 3 00MEKEHOIO pinmosigaabuictio "Canjo3 Ykpaina',
inenrr. xon: 38419586

(HaiMEHYBaHHA Ta KO 32 CJIPTIOY toprauuHoi ocobu abo npi3suLe, iM's, MO 6aThkoBi (izuuHOl

0co6H - mimpueMLL, i Micue NPoXKHBAHHS Ta peecTpaniitinii Homep 06iKOBOT KAPTKHM MNATHIKA
ronaTkis a6o cepis Ta HOMEp TrlacriopTa)

IIpoToKO0J Bi3yaJIbHOr0 KOHTPOIIIO Bil 27.02.2025 Ne 0548/1.

3a pesynbTaTaMM  JIEPIKABHOTO  KOHTPOJIO BCTAHOBNEHO, IO Jikapchkuii 3aci6 BBE3eHO B Ykpainy 3

JOTPUMAHHAM BuMOr 3aKOHOAABCTEA IMOXO 3aGe3nedeHHs AKOCT] NiKapehbKiX 3aco0iB.

Onwra CPLOME

(nianne) {siuiadny T npiasie)




FEKCAN Al

IHoycTpiwTpacce 25

83607 XonbLkipxeH, bapapis, HimedunHa

Homep niuenaii DE_BY_04_MIA_2021_0034/ROB-53Ph-2677.Ph_2-1 24

A Sandoz Brand:

CEPTU®DIKAT BIAMNOBIAHOCTI

Tekcan Al niaTBepAXYE, WO 3a3HAYEHUN NPOAYKT 6yB BUroTOBMEHUN BiANOBIAHO 40 HACTaHOB 3
HanexHoi Bupo6Huuoi NpakTuku:

Tun BunNycky: Ceptudikauia Cepil

Mponyxr: ECTPAMOH 50, nnacTvp TpaHcaepmanbHui, 50 mkr/10, Ne6 B nakeTMKax
Homep matepiany: 546213

Howmep PI: UA/5035/01/01

Cepist Ne: PE9279

[laTa BupoBHULTBEE (Nigknagka): 07/2024

NaTa BupobHWLTBA (NNacTup): 11/2024

TepmiH npuaaTHOCTI: 06/2026

Howmep cepii bulk: EST0485PRO

Tun ynakoBKu: MakeTnk

BunyLieHa KinbKicTb! 3100 ynakosok no 6 nakeTvkis

HacTynHi 4OKYMEHTU A0AAKTHCA:

o CepTudikaT aHaniay rotoBoro NpoaykTy
LM niaTeepaXylo AOCTOBIPHICT i TOuHICTL BULeHaBedeHoi iHdhopmauiil. flaHa cepin npenapary 6yna
BUFrOTOBMEHA, BKMIOYHO 3 NaKyBaHHAM Ta KOHTponem AKOCTI, Ha BULLEBKa3aHin BUPOGHUUINA AinbHULI
BignosiaHo Ao sBumor GMP micueBUX perynaTopHux opraHis i creyudikalii, BkasaHnX B PeecTtpauiiHomy
DNocke KpaiHu-iMnopTtepa. [aHi npo BUTOTOBIIEHHS, NaKyBaHHA Ta aHanian cepii 6ynu nepeipeHi i
niaTBepAXeHa IX BiANOBIAHICTL CTaHAAPTaM GMP.

Roth JEnexmponnuli midnuc: 19.02.2025
Brigitte 08:15:49 +01'007 19.02.2025 10.12.2024
JNata sugadi Ceptudikaty [arta Ceptudikauii
YnosHoBaxeHa ocoba BinnosigHocTi cepii

19.02.2025: sepcida 3, agantosaHo CoA



FEKCANT AT

lnaycTpiwTpacce 25

83607 XonsuxipxeH, Basapis, HimeuunHa

Homep NiueHaii DE_BY~O4_MIA_2021_OO34/ROB-53Ph-2677.Ph_2-1 2

CepTtudpikat AHan

4

A Sandoz Brand!

i3y

MpoaykT ECTPAMOH 50, nnactup TpaHcaepmanbHui, 50 mkr/1[, Ne6 B naxeTukax
Cepisi Ne PE9Q279
JlaTa TecTyBaHHA 12.2024
Homep PN UA/5035/01/01
BupoBHUK FEKCAI Al
Moka3HuK: HonycTumi HopMu: Pesyneratu:
Onuc: EnincoigHuit maToBuit 6e36apeHuil nnactup,

3agikcoBaHuil Ha GeabapBHil 3axucHil nnisLi

20 cm? = nnactup 50 mkr/aoBy Bignosigae
Maca Ta oaHopigHicTb macu: | cepeans: 202,0 mr £ 10 % 205,0 mr
(6es 3axucHol nniekm) iHaveinyansHi: 18 £ 10 % MiH.: 199,8 Mr

2+20% makc.: 208,6 mr

lgeHTUdiKauin:
Ectpapion: (BEPX) Mae BignosigaTtn ctaHgapTy gignosigae
KinbKicHe BU3HaYEHHS:
Ectpagion: (BEPX) 90 - 110%

3,6 — 4,4 mr/nnactup 20 cm? 4,0 mr
OfHOpIAHICTE BMICTY Mae signosigaTtn €8p.®. 2.9.6/C signosigae
ectpagiony:
Ectpapion
CynpoBifHi gomillku:
KOXHOL: MOOAMHOKI [OMILLKH, KOXHOI: < 0,7 % 0,12 %
cyma: Cyma pomiwok: < 1,5 % 0,56 %
LUBUAKICTE BUBISIbHEHHSA
ecTpagiony
(Ectpapion (%)) Micns2r: 15-35% 20 %

Micns 4 r: 20 —40 % 30 %

Micns 6 r: 30 — 50 % 38 %

Mikpo6GionoridyHa 4yucrora: €ep.®.5.1.4
(ans koxHoi 10-of cepii)

He TecTysanocs

MNpumMitkn: He 3acTOCOBHO

Bunywero: 10.12.2024

Roth /Enekmporruti nidnuc:
Brigitte 19.02.2025 08:53:34 +01'007

Nata BupobHULTBa (MNacTup): 11/2024
[ara BupobHuuTBa (nigknagka): 07/2024
TepMmiH NpraaTHOCTI A0! 06/2026

Bepcis 2: 19.02.2025, sunpasneHHs 00pyKy Wodo MiH./makc. macu

YnoeHosaxeHa ocoba

Cropihka 131

Fed OChenkO ginnnlly slgnod by Fodochenk o
ou
H =Fodochonko Tetiana
Tetiana ey apmas azon




HEXAL AG

Industriestrale 25

83607 Holzkirchen, Bayern, Germany

Licence number DE_BY_O4_“MIA~_2021_0034/ROB-53Ph-2677.Ph_2—1 24

A Sandoz Brand

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: PE9279

Manufacturing date (laminate): 07/2024

Manufacturing date (patches): 11/2024

Expiry date: 06/2026

Bulk lot number: EST0485PRO
Package Type: Sachet

Quantity released: 3.100 packages of 6

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

I 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.

Digitally signed by Roth Brigitia
ON: de=com.

jc=novartis, ouspoaple,
ou serialNumber=827003, en=Roth
on 19.02.2025 10.12.2024
Renson: § am approving (s document . .
Dole: 2025,02,19 08:16:49 +01'00"

Qualified Person Date CoC issued Date of Batch Certification

19.02.2025: Version 3, COA adapted
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