DELPHARM Lille S.A.S.

Parc d'Activité de Roubaix-Est '\
22, Rue de Toufflers CS 50070 CEPTHOUKAT COOTBETCTBHSI L
59452 Lys-Lez-Lannoy, FRANCE

DELPHARM
Lille
ABCYRATARE PEARKACELTIGUE
DE FACKIMNAGE

HaumenoBanue npenapara: 3031 1x28, TabIeTKH, MOKPHITHIE MIIEHOYHOW 000JI0YKOM

Crtpana HazHauenus: Poccuiickas ®enepanus

Howmep npoaykra: 5047505

Howmep nponykra y THX0001292
3aKa3yuuKa:

Jlo3upoBka / comepkanue 2,5 Mr HOMEraCTpoia amerara u 1,5 Mr acrtpaamona / TalOleTka,
OCHOBHOTO BEIIECTBA: MTOKPBITas TUICHOYHOU 000J10uKoit F1

H/IT / TabneTka, mOKpbITask INIEHOYHOH 000104Kon F2

Howmep peructpaiinoHHOro y10CTOBEPEHMUS:
JITT Ne(009694)-(PT" RU), ot 10.04.2025, HJT JITT-Ne(009694)-(PT-RU)-100425

Texuuueckoe cornamienue no kauectsy: H/IT Homepa nmpou3BoACTBEHHBIX cepuil / O3UIHIA
Howmep cepun: 50930E 50867 /5020010
Hara npousBoactra: 05.11.2025 50930/5057744

Hara ucreuenus cpoka rognoctu: 10.2028 r.

Komnuectso: 43 080 equuuig

HanmenoBanwne npousBoacteenHoi miomanku: DELPHARM Lille S.A.S.

Anpec: Parc d'Activit¢ de Roubaix-Est, 22 rue de Toufflers, CS 50070, LYS-LEZ-LANNOY,
59452, FRANCE

Howmep nuuensun Ha npoussoactso: 2022 205 1 2

Howmep ceprudukaTa COOTBETCTBUSA MIPOU3BOAUTEIS TpeOOBaHUSIM Hannexameit
npou3BoacTBeHHO npakTuku: 2025 HPF FR 070/071

HanmenoBanwne miomanku o ynakoske: DELPHARM Lille S.A.S.

Anpec: Parc d'Activit¢ de Roubaix-Est, 22 rue de Toufflers, CS 50070, LYS-LEZ-LANNOY,
59452, FRANCE

Howmep nuuensun Ha npoussoactso: 2022 205 1 2

Howmep ceprudukara COOTBETCTBUSA MIPOU3BOAUTEIS TpeOOBaHUSIM Hannexameit
npou3BoacTBeHHOI npakTuku: 2025 HPF FR 070/071

OTKIJIOHEHUS B 3TOM CEpUH: () da (X) Her

Ecnu na, cM. moipoOHBIN OTYET TTO OTKJIOHEHUSM B TMPUIIOKCHHH.

Hacrosmum noAaTBepxkiao, 4TO NPEACTaBICHHAs BbIlIe MHPOpPMaLUs SABISETCA JOCTOBEPHOU U
ToyHOW. JlaHHas cepusi mpenapara ObUIa TPOU3BENEHA, BKIIOYAs YIIAKOBKY/MapKUPOBKY U
KOHTPOJIb KauecTBa, HA BBIIICYKA3aHHOM IUIOMIAJKE B IIOJHOM COOTBETCTBUHM C TPEOOBaHHUSIMHU
[IpaBun Hamnexamed nNpou3BOACTBeHHOM mnpakTuku (GMP), yCTaHOBJICHHBIMH MECTHBIM

Hata neyatu: 17.06.2026 Crpanuna 1 /2
Pacneuatano: Kannepa Mapu




DELPHARM Lille S.A.S.

Parc d'Activité de Roubaix-Est
22, Rue de Toufflers CS 50070 CEPTHOUKAT COOTBETCTBHSI ‘\,‘
59452 Lys-Lez-Lannoy, FRANCE

DELPHARM
Lille
[ABCRATCHRE FRARMAMCELTIGUE

DE FACCINMAGE

YIIOJIHOMOYEHHBIM OpPraHoOM, a TakXke ¢ TpeOOBaHUSAMH crenupUKAi, H3JI0KECHHBIMA B
PETUCTPAlIMOHHOM YJOCTOBEPEHMHM B CTpaHE€ Ha3HA4Y€HUs WM B CHeNU(UKALMM B JIOChEe Ha
UCCIIENYyEMBIN JICKapCTBEHHBIN INpenapat. IIpoTokons! Mpou3BOACTBA, YIIAKOBKU U aHAIU3a CEPUU
OBLTH TTPOBEPEHBI U IPU3HAHBI COOTBETCTBYIOMUMH TpeboBaHusiM GMP.

Hpunsro Kangepa Mapu
®dapmanesr OOK/3amecTuTenb YIOJTHOMOYSHHOTO JIMIIA
18.02.2026 — 16:58

Jannbiit ceprudukar cooTBeTcTBUS OBUI BBIJAH 3aKPLITOW DJIEKTPOHHOW CHCTEMOH 00pabOTKM JaHHBIX W,
CJI€ZIOBATENILHO, HE COJCPKUT MOAIICU

Hata neyatu: 17.06.2026 Crpanuna 2 / 2
Pacneuatano: Kannepa Mapu




HOMep PEruCcTpaliMOHHOTO

%

CEPTUO®UKAT AHAJIM3A

DE l'lp.' |"|' A R M parc d'Activité de Roubaix-Est
oo e 22+ Rue de Toufflers CS 50070
O ERacomece 59452 Lys-Lez-Lannoy, FRANCE

il

nocee: L.26000488

HaumenoBanue npenapara: 309 1X28, TabieTKH, IOKPHITHIE IFIEHOYHOH 000I09KOM

Howmep npomyxkra: 5047505
3akazuuk: THERAMEX HQ UK LIMITED
Howmep npoaykra y 3akazunka: THX0001292

Howmep cepun: S0930E
Jata ucreuenus cpoka rogaoctu: 10.2028 r.

VnakoBanHoe konndecTBo: 43 080 equHmI

Homep perucrpanuonHoro gocbe: L.25004363

HaumenoBanue nexapcrBeHHoro npemnapara: 303JIM mnmaue6o,
Ta0JIETKH, TIOKPHITHIE TUICHOYHOH 000JI0UKOMH

Howmep mpomxykra: 5020010

Howmep cepuu npoussogurens: 50867

Jara mpomsBoactaa: 09.10.2025

IIpousBenennoe konuyecto: 3 854 545,0000 enunuiy

Meroxa: H/II
Crnemuduranus: THERAMEX

HcnbiTanue

Onucanue TabIETKU, TOKPLITONH 000JI0YKOMI

Kpyrnbie TabiaeTkn KenToro mBeTa, ¢ TPaBUPOBKON «p» C 00enx
CTOPOH

Onwucanue sapa TabJICTKH

®dopma Bcex aHATM3UPYEMBIX TaOJIETOK JODKHA OBITh
JBOSIKOBHITYKJIOH. L[BeT Becex smep TabneTok Ha pazpese
oT 0€eJIoro 10 MoYTH OENoro.

Nnentudukanms, BOXX

HOMGFSCTPO.H& aneTaT U 3CTPaguoJ OTCYTCTBYIOT

MuKpoOHOIOrHYecKast YACTOTA, METOJ IIPSMOIO II0CEBA HA arap
Oomee urcao a3poOHbIx MUKpoopranu3mMos (TAMC)

MukpoOuoaoruyeckass YuCTOTa, METOJ IIPSIMOIO IIOCEBA HA arap
OO01ee uncio apoxokeBbIX U miecHeBbIX rpu6oB (TYMC)

MukpoOuoaorudeckass YucToTa, METOJ IIPSIMOIO IIOCEBA HA arap
Escherichia coli

OtcyrctBHe B 1 T

Hopma

CooTBeTcTBYET

CooTBeTcTBYET

CooTBeTCTBYET

<1000 KOE/r

<100 KOE/r

CooTBeTcTBYET

Pe3zyabTaTt

CooTBeTcTBYET

CooTBeTcTBYET

CooTBeTCTBYET

<10 KOE/r

<10 KOE/r

CooTBeTcTBYET

Hata neyatu: 17.06.2026
Pacneuatano: Kannepa Mapu

Crpanuna 1 / 4




HOMep PEruCcTpaliMOHHOTO

'\ joche: 126000488
\‘ CEPTUDOUKAT AHAJIU3A
DE L_"‘_" I‘.I' A R M parc d'Activité de Roubaix-Est

DL 22, Rue de Toufflers CS 50070

ABIRATONRE FEARKACELITIALE
DE FALEINNAGE

59452 Lys-Lez-Lannoy, FRANCE

HaumenoBanue npenapara: 309 1X28, TabieTKH, IOKPHITHIE IFIEHOYHOH 000I09KOM

Howmep npomyxkra: 5047505 Howmep cepun: S0930E
3akazuuk: THERAMEX HQ UK LIMITED Jata ucreuenus cpoka rogoctu: 10.2028 r.
Howmep nponykra y 3akazunka: THX0001292 VYnakoBanHoe koauuecTBo: 43 080 enunwmII

Homep perucrpanuonHoro gocbe: L.25004688

HaumenoBanune nexapctBenHoro mnpenapara: 303JIM CUKOP (SICOR) / ASPEN THX, Ta0neTku, MOKpHITbIE
IUICHOYHOH 000J109KO0

Howmep npoxykra: 5057744

Howmep cepun npousBoautens: 50930 Meton: H/IT

Jara mpomsBoactsa: 05.11.2025 Crnemudukamms: THERAMEX
IIpousBenennoe konuyecto: 3 607 143,0000 enunuiy

HcnbiTanue Hopma Pesyabrar
OnvcaHnue TabJICTKH, HOKPBITOH 000I0YKOM COOTBETCTBYET CootBeTcTBYET

Kpyrnbie TabneTkn, HOKPHITHIE TNICHOYHOM 000I09K0it OT
0eIroTo 10 MOYTH OEJIOTO I[BETa, C TPABHPOBKOM «ne» ¢ 00enx
CTOPOH.

Onucanue sapa tabneTkn CooTBeTCTBYET CooTBeTcTBYET

®dopma Bcex aHATM3UPYEMBIX TaOJIETOK JOJDKHA OBITh
JBOSIKOBHITYKJIOH. L[BeT Becex smep TabneTok Ha pazpese
oT 0€eJIoro 10 MoYTH OENoro.

Unentudukarms, BOXX COOTBETCTBYET CootBeTcTBYET

Bpewms yaep:xuBaHus U popMa MUKOB HOMET3CTPOIIa U
JCTPaAJMOIIAa HA XPOMATOrPaMMax HCIBITYEMOr0 U CTAHAAPTHOTO
PacTBOPOB MPAKTHYECKH OJJMHAKOBBI (OTIHYUE BPEMEHU
yaep>KuBaHU HaxoxuTcs B mpenenax < 2,0 %).

Unentndukarmms, YO/AM]] CoOTBETCTBYET CootBercTBYyET

CrexTp UCTIBITYEMOrO PacTBOpa JEMOHCTPUPYET MAKCUMYMBI
TOJIBKO IPU TEX K€ AJTMHAX BOJIH, YTO U CIIEKTP CTaHJAPTHOIO
pacTBopa

Hcnprranne Ha pacrsopenune, BOXKX: HoMeracTpoJia aerar >78 % 91 %

WnpuBunyansHeie 3HaueHue (1-06)

91 %

92 %

92 %

93 %

89 %
HcneiTanne Ha pactBopenne, BOXKX: HomeracTposa arerar (1-06) COOTBETCTBYET CooTBeTCTBYET

Q=73 %,t=30 muna

Hcnoeitanne Ha pactBopenue, BOXX: scrpaqnon MHAnBHAYaIEHBIC >75% 86 %
3Havyenud (1-6)

86 %
Jlara meuatu: 17.06.2026 Crpanuna 2 / 4

Pacneuatano: Kannepa Mapu




HOMep PEruCcTpaliMOHHOTO

9 CEPTUO®UKAT AHAJIM3A

DE l'lp.' |"|' A R M parc d'Activité de Roubaix-Est
oo e 22+ Rue de Toufflers CS 50070
O ERacomece 59452 Lys-Lez-Lannoy, FRANCE

il

nocee: L.26000488

HaumenoBanue npenapara: 309 1X28, TabieTKH, IOKPHITHIE IFIEHOYHOH 000I09KOM

Howmep npomyxkra: 5047505 Howmep cepun: S0930E
3akazuuk: THERAMEX HQ UK LIMITED Jata ucreuenus cpoka rogoctu: 10.2028 r.
Howmep nponykra y 3akazunka: THX0001292 VYnakoBanHoe koauuecTBo: 43 080 enunwmII
HcnbiTanue Hopma Pe3yabTaT
86 %
89 %
88 %
82 %
Hcnoreitanne Ha pactBopenue, BOXX: scrpagmon (1-6) CoOTBETCTBYET CooTBeTcTBYET
Q=70 %, t=30 muna
IIpoaykTel pa3noxenns, BOXKX: noMmeracrposa anerar <0,5% <0,1 %
Kaxnplii eiMHUYHBIN (Cpe/iHee 3HaYeHue)
IIponykTel paznoxenus, BOXKX: HoMeracTpoJia amerar <1,0% <0,1 %
CyMMa IpOAYKTOB pa3ioKeHHs (CpeHee 3HAUCHHE)
IIpoayxTel paznoxenus, BOXX: scrpaaron Kaxkaplii e TMHUYHBII <0,5% He o6napyxeHo
(cpenHee 3HaUCHUE)
Ipoxyxter paznoxenns, BOXKX: sctpagnon Cymma OpoayKToB <1,0% He obnapyxeno

pas3nokeHus (CpeaHee 3HAYEHUE)

KomnuectBennoe onpeaeaeaue, BOXKX: HoMeracrpoJa anerar

(mepBoe 3HaueHUe U3 3 IPUTOTOBIICHUI)

Konnuectsennoe onpeaenenne, BOXKX: scrpaanon

(mepBoe 3HaueHUe U3 3 IPUTOTOBIICHUI)

OnHOpoIHOCTh enuHUIL 1o3upoBanusi, BOXKX: HomerscTpona
arerar

WnpuBunyansaeie 3HaueHus (1-10)

OIHOPOIHOCT eNMHMIT T03UpoBanus, BOYKX: HomeracTpora
arerar
TTokaszarens npuemaemoctd (1-10)

OnHOpOoIHOCTh enuHMIL 1o3upoBanusi, BOXKX: Homersctposa
anerat (1-10)

2,38-2,62 mr/Tabierka

1,43—-1,57 mr/TabneTka

<15,0%

CooTBeTCTBYET

2,47 mr/TabneTka

1,48 mr/TabneTka

97,9 %

99,1 %
98,4 %
103,1 %
95,5 %
100,1 %
97,2 %
99,8 %
99,6 %
100,1 %
4,9 %

CooTBeTcTBYET

Hata neyatu: 17.06.2026
Pacneuatano: Kannepa Mapu

Crpanuna 3 / 4




HOMep PEruCcTpaliMOHHOTO

'\ joche: 126000488
\‘ CEPTUDOUKAT AHAJIU3A
DE Llp_" II.I' A R M parc d'Activité de Roubaix-Est

DL 22, Rue de Toufflers CS 50070

LABCIRATONRE PHARMACEUTIGLE
[E FACKINMAGE

il

59452 Lys-Lez-Lannoy, FRANCE

HaumenoBanue npenapara: 309 1X28, TabieTKH, IOKPHITHIE IFIEHOYHOH 000I09KOM

Howmep npomyxkra: 5047505 Howmep cepun: S0930E
3akazuuk: THERAMEX HQ UK LIMITED Jata ucreuenus cpoka rogoctu: 10.2028 r.
Howmep nponykra y 3akazunka: THX0001292 VYnakoBanHoe koauuecTBo: 43 080 enunwmII
HcnbiTanue Hopma Pe3yabTaT
OnHopoHOCTh enuHuIL 1o3upoBanust, BOXKX: sctpaauon 96,7 %
UnnuBunyanbHblie 3HayeHus (1-10)
98,6 %
98,0 %
99,7 %
96,9 %
98,9 %
97,5 %
OIHOPOHOCTE eNMHMIT 03upoBanus, BOYKX: sctpamnon 98,5 %
WnpuBunyansHeie 3HaueHus (1-10)
100,0 %
99,3 %
OIHOPOHOCTE eNMHMIT To3upoBanus, BOYKX: sctpamnon <15,0% 2,8 %
HoxazaTens npuemnemocta (1-10)
OnHoponHOCTh enuHuIl Jo3upoBanust, BOXKX: sctpaauon (1-10 COOTBETCTBYET CootBeTcTBYET
Mukpobuosorudeckas YUCTOTa, METOI MPSIMOTO ITOCEBa Ha arap <1000 KOE/r <50 KOE/r
Oobmtee yncno a3poOHBIX MUKpooprann3mMoB (TAMC)
MukpoOuoIoruiecKkas YUCTOTa, METO MPSIMOTO MOCEBA Ha arap <100 KOE/r <50 KOE/r
Oo11ee YrCa0 APOIOKEBBIX U MiecHeBbIX rpuooB (TYMC)
Mukpobuosorugeckas YUCTOTa, METOA MPSIMOTO ITOCEBa Ha arap CoOTBETCTBYET CooTBeTcTBYET

Escherichia coli

OtcyrctBHe B 1 T

[punsTo Kannepa Mapu
®dapmanesr OOK/3amecTrtenb YOIHOMOYEHHOTO JIMIA
18.02.2026 — 16:58

Jannblit ceprudukaT aHaaM3a ObUT BBLAAH 3aKPBITOM JIEKTPOHHON CHCTEMOW 00pabOTKM JTaHHBIX U, CJIE€A0BATEIBHO, HE
COJICPKUT HOAITUCH

Hata neyatu: 17.06.2026 Crpanuna 4 / 4
Pacneuatano: Kannepa Mapu




DELPHARM Lille S.A.S.

Parc d'Activité de Roubaix-Est CERTIFICATE OF COMPLIANCE
22, Rue de Toufflers CS 50070

59452 Lys-Lez-Lannoy, FRANCE

%,

DELPHARM
Lille
FRCIRATCIRE FRARKACELITIAUE
B FACCIMMAGE

Product name : Zoely 1x28, film coated tablets

Destination country : Russian Federation

Iltem number : 5047505
Customer item number : THX0001292

Strength/potency : 2,5 mg Nomegestrol acetate and 1,5 mg Estradiol / film-coated tablet F1
N/A / film-coated tablet F2

Marketing authorisation number :
LP No(009694)-(RG RU), dated 10.04.2025, ND LP-No(009694)-(RG-RU)-100425

Technical Quality Agreement : N/A Manufacturing batches / Item numbers
Batch number : 50930E 50867 /5020010
Manufacturing date : 05/ 11 / 2025 50930 /5057744

Expiry date : 10 / 2028
Quantity : 43 080 Units

Name of manufacturing site : DELPHARM Lille S.A.S.
Address : Parc d'Activité de Roubaix-Est, 22 rue de Toufflers, CS 50070, LYS-LEZ-LANNOY, 59452, FRANCE

Number of Manufacturing Authorisation : 2022_205_1_2
Number Certificate of GMP Compliance : 2025 HPF_FR_070/071

Name of packaging site : DELPHARM Lille S.A.S.
Address : Parc d'Activité de Roubaix-Est, 22 rue de Toufflers, CS 50070, LYS-LEZ-LANNOY, 59452, FRANCE
Number of Manufacturing Authorisation : 2022_205_1_2

Number Certificate of GMP Compliance : 2025_HPF_FR_070/071

Deviations on this batch : ()Yes (X)No

If yes, please find the detailed deviation report in annex.

I herewith certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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 Authorisation of the destination country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Accepted Caldera Marie
QA Pharmacist - Deputy QP
18/02/2026 - 16:58

This certificate of compliance was produced by a closed electronic data processing system and therefore bears no signature

Printed date : 17 / 06 / 2026 Page 1/1
By : Caldera Marie




N° DA : L26000488

6 | CERTIFICATE OF ANALYSIS I

DELP "I' A R M pgrc d'Activité de Roubaix-Est
Lille 22, Rue de Toufflers CS 50070

FRCRITRE RMEEUTIENE . 59452 Lys-Lez-Lannoy, FRANCE
L IE B G )
Product name : Zoely 1x28, film coated tablets
Iltem number : 5047505 Batch number : 50930E
Customer : THERAMEX HQ UK LIMITED Expiry date : 10 / 2028
Customer item N° : THX0001292 Packaged quantity : 43 080 Units
N° DA : L25004363
Product name : ZOELY Placebo, Film-coated tablet
Iltem number : 5020010
Manufacturing batch number : 50867 Method : N/A
Manufacturing date : 09/10/2025 Specification :THERAMEX
Manufactured quantity : 3 854 545.0000 Units
Tests Specifications Results
Appearance of coated tablet Conform Conform
Yellow round tablet debossed with "p" on both sides
Appearance of core tablet Conform Conform
The shape of all tablets tested must be biconvex. The color
of the core of all tablets on cross-section is white to off-white.
Identification HPLC Conform Conform
Nomegestrol acetate and estradiol not present
Microbial contamination Agar Plate Culture Method <1000 CFU/g <10 CFU/g
Total aerobic microbial count (TAMC)
Microbial contamination Agar Plate Culture Method <100 CFU/g <10 CFU/g
Total combined yeasts/moulds count (TYMC)
Microbial contamination Agar Plate Culture Method Conform Conform
Escherichia coli
Absentin 1g
Printed date : 17 / 06 / 2026 Page 1/4

By : Caldera Marie



N° DA : L26000488

6 | CERTIFICATE OF ANALYSIS I

DELP "I' A R M pgrc d'Activité de Roubaix-Est
Lille 22, Rue de Toufflers CS 50070

FRCRITORE FRARMEEUTIGUE 50452 Lys-Lez-Lannoy, FRANCE

Product name : Zoely 1x28, film coated tablets

Iltem number : 5047505 Batch number : 50930E
Customer : THERAMEX HQ UK LIMITED Expiry date : 10 / 2028
Customer item N° : THX0001292 Packaged quantity : 43 080 Units

N° DA : L25004688

Product name : ZOELY SICOR (SICOR) / ASPEN THX , film-coated tablets

Iltem number : 5057744

Manufacturing batch number : 50930 Method : N/A
Manufacturing date : 05/11/2025 Specification :THERAMEX
Manufactured quantity : 3 607 143.0000 Units

Tests Specifications Results
Appearance of coated tablet Conform Conform
White to off white film-coated tablet, round, debossed "ne"on
each sides.
Appearance of core tablet Conform Conform

The shape of all tablets tested must be biconvex. The color
of the core of all tablets on cross-section is white to off-white.

Identification HPLC Conform Conform

The retention times and peak shape of the nomegestrol and
estradiol peaks in the sample and standard chromatograms
are essentially the same (retention times within <= 2.0%)

Identification UV-DAD Conform Conform

The sample spectrum exhibits maxima only at the same
wavelengths as those in the standard spectrum

Dissolution test HPLC Nomegestrol acetate Individual 278 % 91 %
values (1-06)

91 %

92 %

92 %

93 %

89 %
Dissolution test HPLC Nomegestrol acetate (1-06) Conform Conform

Q= 73%, t= 30 min

Dissolution test HPLC Estradiol Individual values (1-6) 275 % 86 %

86 %

86 %

89 %

88 %

82 %
Dissolution test HPLC Estradiol (1-6) Conform Conform

Printed date : 17 / 06 / 2026 Page 2/4

By : Caldera Marie



N° DA : L26000488

6 | CERTIFICATE OF ANALYSIS I

DELP "I' A R M pgrc d'Activité de Roubaix-Est
Lille 22, Rue de Toufflers CS 50070

FRCRITRE RMEEUTIENE . 59452 Lys-Lez-Lannoy, FRANCE
L IE B Gl )
Product name : Zoely 1x28, film coated tablets
Iltem number : 5047505 Batch number : 50930E
Customer : THERAMEX HQ UK LIMITED Expiry date : 10 / 2028
Customer item N° : THX0001292 Packaged quantity : 43 080 Units
Tests Specifications Results
Q= 70%, t= 30 min
Decomposition products HPLC Nomegestrol acetate <05 % <0.1 %
Each individual (mean)
Decomposition products HPLC Nomegestrol <10 % <0.1 %
acetateTotal degradation products (mean)
Decomposition products HPLC Estradiol Each <05 % Not detected
individual (mean)
Decomposition products HPLC Estradiol Total <10 % Not detected
degradation products (mean)
Assay HPLC Nomegestrol acetate 2.38 - 2.62 mg per tablet 2.47 mg per tablet
(First value of the 3 preparations)
Assay HPLC Estradiol 1.43 - 1.57 mg per tablet 1.48 mg per tablet
(First value of the 3 preparations)
Content uniformity HPLC Nomegestrol acetate 97.9 %
Individual values (1-10)
99.1 %
98.4 %
103.1 %
95.5 %
100.1 %
97.2%
99.8 %
99.6 %
100.1 %
Content uniformity HPLC Nomegestrol acetate <£15.0 % 49 %
Acceptance value (1-10)
Content uniformity HPLC Nomegestrol acetate (1-10) Conform Conform
Content uniformity HPLC Estradiol Individual values 96.7 %
(1-10)
98.6 %
98.0 %
99.7 %
96.9 %
98.9 %
97.5%
Printed date : 17 / 06 / 2026 Page 3/4

By : Caldera Marie



N° DA : L26000488

6 | CERTIFICATE OF ANALYSIS I

DELP "I' A R M pgrc d'Activité de Roubaix-Est
Lille 22, Rue de Toufflers CS 50070

FRCRITORE FHARMACEITIGUE 59452 Lys-Lez-Lannoy, FRANCE

Product name : Zoely 1x28, film coated tablets

Iltem number : 5047505 Batch number : 50930E
Customer : THERAMEX HQ UK LIMITED Expiry date : 10 / 2028
Customer item N° : THX0001292 Packaged quantity : 43 080 Units
Tests Specifications Results
Content uniformity HPLC Estradiol Individual values 98.5 %
(1-10)
100.0 %
99.3 %
Content uniformity HPLC Estradiol Acceptance value <£15.0 % 28 %
(1-10)
Content uniformity HPLC Estradiol (1-10) Conform Conform
Microbial contamination Agar Plate Culture Method <1000 CFU/g <50 CFU/g
Total aerobic microbial count (TAMC)
Microbial contamination Agar Plate Culture Method <100 CFU/g <50 CFU/g
Total combined yeasts/moulds count (TYMC)
Microbial contamination Agar Plate Culture Method Conform Conform
Escherichia coli
Absentin1g
Accepted Caldera Marie

QA Pharmacist - Deputy QP
18/02 /2026 - 16:58

This certificate of analysis was produced by a closed electronic data processing system and therefore bears no signature

Printed date : 17 / 06 / 2026 Page 4 /4
By : Caldera Marie



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 50930e_coc coa b ang corrected
HassaHue gokymeHTa

This certificate confirms that the document 50930e_coc coa b ang corrected originally written in
English was translated in accordance with service agreement in force from English into Russian by
certified interpreter, who has sufficient experience to perform translation and verify the document.
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