DELPHARM Lille S.A.S.

Parc d'Activité de Roubaix-Est @

22, Rue de Toufflers CS 50070
59452 Lys-Lez-Lannoy, FRANCE CEPTU®UKAT COOTBETCTBUSI
DELPHARM
L1 g
LARCIRATCIRE PHARMATZEUTEILE
[E FACCIRMAGE

HanMeHnoBanme InekapCcTBEHHOTO mpemnapara: 3097u 3%28, TaONeTKH, TOKPHIThIE IUICHOYHOH OO0O0JI0YKOH, B
osmcrepax
Crpana na3zHaueHus: Poccuiickas denepanvst

Howmep nponyxra: 5047506

Howmep npoaykra 3akazuuxa: THX0001293

Jo3upoBka/conepkaHie OCHOBHOTO BEIlleCTBa: 2,5 MI HOMeracTpoia anerara u 1,5 mr scrpaguona / TabiieTka,
MOKPBITas IICHOYHOU 00010uKoii F1
H/IT / Tabnerka, mokpsiTas mieHOYHOH 00onoukoi F2

Homep peructpailioHHOTo yJI0CTOBEPEHUSL:
JITI-Ne(009694)-(PI'-RU)-100425

Texumueckoe cornamenue mo kagecty: H/IT [TpousBoACTBEHHBIEC CEprM / HOMEpPA MTPOYKTOB
Howmep cepun: 50917H 50867 /5020010
Jara mpomsBoactsa: 21.10.2025 50917 / 5057744

Cpox rogaocTu: 09.2028
KomnuaectBo: 19 824 enuuunisl

HanmenoBanue npousBoacteennoi miomaaki: DELPHARM Lille S.A.S.

Anpec: Parc d'Activité de Roubaix-Est, 22 rue de Toufflers, CS 50070, LYS-LEZ-LANNOY, 59452, FRANCE
Howmep nunensuu Ha npousBoiacTso: 2022 205 1 2

Howmep cepTudukata cOOTBETCTBUS MPOU3BOAUTENSI TpeOOBaHUAM Hasiexarei npou3BoICTBEHHOW MPAKTUKU:
2025 HPF FR 070/071

HaumenoBanue mnomanku no ynakoske: DELPHARM Lille S.A.S.

Anpec: Parc d'Activité de Roubaix-Est, 22 rue de Toufflers, CS 50070, LYS-LEZ-LANNOY, 59452, FRANCE
Howmep munensun Ha mpousBoacTo: 2022 205 1 2

Howmep cepTudukarta cooTBeTCTBHS MIPOU3BOIUTENS TpeboBaHusaM Haanexamel mpon3BOACTBEHHON TPaKTHKH:
2025 HPF FR 070/071

OTKJIOHEHHUS B 9TOU CEPUH: () da (X) Her
Ecnu na, cM. moapoOHbIif OTYET 10 OTKJIOHEHUSIM B TPHIIOKECHHH.

HacrosmuM moaTBepkaaro, 4To MpeCcTaBIeHHas BbIMe WHOOpPMANHS SBISETCS NOCTOBEPHOW M TOYHOW. JlaHHas
cepus mpemnapaTa OblIa MPOU3BENICHA, BKIIIOYas YIAKOBKY/MapKHPOBKY W KOHTPOJIb Ka4eCTBa, HA BBIIICYKa3aHHOM(-
BIX) IUIOIIA/IKE(-aX) B IMOJIHOM COOTBETCTBUU ¢ TpeOoBaHusaMu [IpaBmin Hauiexkaieil mpou3BOICTBCHHOM PAKTHKU
(GMP), ycTaHOBICHHBIMH MECTHBIM YIIOJIHOMOUCHHBIM OPraHOM, a TaKkKe C TpeOOBaHUSAMH crHenupUKaIuii,
U3JI0)KCHHBIMU B PETHCTPAI[MOHHOM YIOCTOBEPCHHUU B CTPAaHC HAa3HAYCHUS WM B CICHU(HUKAIMKA B JIOCHE HA
UCCIICyeMbIC JICKAPCTBCHHBIC TNpernapaTbl. [IpOTOKOJBI MPOU3BOJCTBA, YIMAKOBKM M aHAJIM30B CEPUU OBLIH
MPOBEPEHBI U MIPU3HAHBI COOTBETCTBYIOMMMHE TpeboBanusiM GMP.

IIpunsto Kanpepa Mapu
®apmanetr OOK — 3amecturens YJI
17.02.2026 — 15:54
JlaHHbIN cepTH(HUKAT COOTBETCTBHUS OBLI BBIAH 3aKPBITOU JICKTPOHHOM CHCTEMOW 00pabOTKN JaHHBIX H,
CIIEZIOBATENIFHO, HE COJICPKHUT MOIIICH

Jara meuatu: 23.06.2026 Crpanuma 1/ 1
Pacneuarano: Kannepa Mapu



3 |
Parc d'Activité de Roubaix-Est

22, Rue de Toufflers CS 50070
fmaE 59452 Lys-Lez-Lannoy, FRANCE

DELPHARM
Lille

Howmep perucrpammonnoro nocbe: L26000456
CEPTU®UKAT AHAJIU3A

HaumMenoBanue nekapcTBeHHOTO npenapaTa: 303511 3%28, TabJIeTKH, IOKPHITHIE MIIEHOYHOH 000I0UKOH, B

6mcrepax

Howmep nponyxkra: 5047506

3akazuuk: THERAMEX HQ UK LIMITED
Howmep npoaykra 3akazunxa: THX0001293

Howmep cepun: 50917H
Cpox rogaoctu: 09.2028
YnakoBaHHOE KOJIH4ecTBO: 19 824 e quHHIBI

Homep perucrpannonnoro aocse: 125004363

HaumenoBanue nexapcrennoro npenapata: 303JI1 miane6o, TabneTky, MOKPHITHIE INIEHOYHON 000JI0YKOH

Howmep mpomxykra: 5020010

Howmep cepun npomzBomutens: 50867

Jara mpomsBoactaa: 09.10.2025

IIpomsBeaennoe kosmdectBo: 3 854 545,0000 enuuuiy

Merox: H/TT
Crnemudurarnus: THERAMEX

Iloka3zarean

Onucanue TabIETKU, TOKPLITONH 000JI0YKOMI

Kpyrible TabneTKku *KeaToro BeTa, ¢ TpaBUPOBKOM «p» €
JBYX CTOPOH

Omnwucanue siapa TabJeTKH

®opma Bcex aHATM3UPYEMBIX TaOJIETOK JOJDKHA OBITh
JBOSIKOBBITYKJIOH. L[BeT simep Bcex TabneTok Ha pazpese
oT 0€JIoro 10 MouTH OEJIoro mBeTa.

Nnentudukanums, BOXX

HOMGFSCTPOJ'I& aneTaT U 9CTPaguoJ OTCYTCTBYIOT

MI/IKD06I/IOHOFI/I‘~ICCKa${ qucToTa, METOA MPAMOI0 IocEBa Ha arap

OO1ee uncino a3pobubeix MUKpoopranuzmMos (TAMC)

MI/IKD06I/IOHOFI/I‘~ICCKa${ qucTOoTa, METOA MPAMOI0 IOoCEBa Ha arap

OO01ee unciio apoxokeBbIX U miecHeBbIX rpu6oB (TYMC)

MukpoOHoa0TrHYecKast YNCTOTa, METOJI PSMOTO IIOCEBa HA arap

Escherichia coli

OtcyTcTBYyIOTB 1 T

Cnenuduxanuu

CooTBeTcTBYET

CooTBeTCTBYET

CooTBeTCTBYET

<1000 KOE/r

<100 KOE/r

CooTBeTcTBYET

Pesyabrar

CooTBeTCTBYET

CoOTBETCTBYET

CoOTBETCTBYET

<10 KOE/r

<10 KOE/r

CooTBeTCTBYET

Jara meuatu: 23.06.2026
Pacneuarano: Kannepa Mapu

Crpanumna 1/4




Howmep perucrpammonnoro nocbe: L26000456

@ | CEPTH®NKAT AHAJIN3A

Parc d'Activité de Roubaix-Est
PELPHARM 5 Ruede Toufflers CS 50070

Li £

59452 Lys-Lez-Lannoy, FRANCE

HaumMenoBanue nekapcTBeHHOTO npenapaTa: 303511 3%28, TabJIeTKH, IOKPHITHIE MIIEHOYHOH 000I0UKOH, B

6mcrepax

Howmep nponyxkra: 5047506 Howmep cepun: 50917H

3akazuuk: THERAMEX HQ UK LIMITED Cpox rogaoctu: 09.2028

Howmep nponykra 3akazunka: THX0001293 YnakoBaHHOe KoanuecTBO: 19 824 equHuiibl

Homep perucrpannonnoro aocse: 125004504

HaumenoBanue nexapcreennoro npenapata: 303JIM CUKOP (SICOR) / ASPEN THX, Tabnetku, MOKpbITHIE
TUIEHOYHON 000JIOUKON

Howmep npoxykra: 5057744

Howmep cepun npomzBomutens: 50917 Merton: H/TT

Jara mpomsBoactsa: 21.10.2025 Crnemuduxarnus: THERAMEX

TIpomsBeaennoe kosmdecTBo: 3 665 848,0000 enuHuIy

Tloka3zarean Cnemudurxannu PesyabTar
Onwucanue TabJISTKH, TOKPHITOH 000I09KOM CoOTBETCTBYET CoOTBETCTBYET

TabeTkn, MOKPHITHIE IUIEHOYHOW 000JI0UKOH OT Oesoro 10
o4ty OeIoro 1BeTa, KPYyrJble, ¢ TPaBUPOBKOM «ne» ¢ IBYX
CTOPOH.

Onucanue sapa tabneTkn CooTBeTCTBYET CooTBeTCTBYET

®dopma Bcex aHATM3UPYEMBIX TaOJIETOK JOJDKHA OBITh
JBOSIKOBBITYKJIOH. L[BeT simep Bcex TabneTok Ha pazpese
oT 0€JIoro 10 MouTH OEJIoro mBeTa.

Unentudukarwst, BOXX CoOTBETCTBYET CooTtBeTcTBYyET

Bpewms ynepxusanust u popma MIKOB HOMETICTPOIA U
3CTpaHoIia Ha XpOMaTOTpaMMax HCIIBITYEMOTO M CTaHAAPTHOTO
PacTBOPOB NMPAaKTUYECKH OJJUHAKOBHI (OTJINUNE BPEMEH
yaep>KuBaHUs HaxoauTcs B mpeaenax < 2,0 %)

Unentudukanms, YO/ AM] COOTBETCTBYET COOTBETCTBYET

CHGKTp HUCIIBITYEMOI'O pacTBOpPAa ACMOHCTPUPYET MAKCUMYMbI
TOJIBKO MPH TE€X KC AJIMHAX BOJIH, YTO U CIOCKTP CTAHAAPTHOT'O

pactBopa
PactBopenne, BOXX: Homerscrposna anerar MaauBryaapHble >78% 94 %
3Hagenus (1-06)

97 %

95 %

95 %

93 %

94 %
PactBopenne, BOXX: Homeracrposa anerat (1-06) CooTBeTCTBYET CooTBeTCTBYET

Q=73 %,t=30 muna

PactBopenue, BOXX: scrpanuon Unausuayanbhble 3HaueHus (1-6) >75% 84 %

89 %

85 %

86 %
Hara neuatn: 23.06.2026 Crpannma 2/4

Pacneuarano: Kannepa Mapu



Howmep perucrpammonnoro nocbe: L26000456

9 | CEPTH®NKAT AHAJIN3A

Parc d'Activité de Roubaix-Est
PELPHARM 5 Ruede Toufflers CS 50070

Li £

fmaE 59452 Lys-Lez-Lannoy, FRANCE

HaumMenoBanue nekapcTBeHHOTO npenapaTa: 303511 3%28, TabJIeTKH, IOKPHITHIE MIIEHOYHOH 000I0UKOH, B

6mcrepax
Howmep nponyxkra: 5047506 Howmep cepun: 50917H
3akazuuk: THERAMEX HQ UK LIMITED Cpox rogaoctu: 09.2028
Howmep nponykra 3akazunka: THX0001293 YnakoBaHHOe KoanuecTBO: 19 824 equHuiibl
IToka3arejnb Cnennduxaumnu Pe3yabTat
87 %
89 %

PactBopenne, BOXX: scrpanmon (1-6) CoOTBETCTBYET CoOTBETCTBYET

Q=70 %, t =30 mun
IIponykTel paznoxenus, BOXKX: HoMeracTpoJia amerar <0,5% <0,1%
Kaxaplii enuHUYHBIN (cpenHee 3HAaYeHHE)
IIpoaykTel paznoxenus, BOXKX: noMeracrpoJa anerar <1,0% <0,1%
CyMMa OpoAYKTOB Jerpaganuu (CpeHee 3HAYCHUE)
IIpoaykTel paznoxenuns, BOXKX: scrpaanon <0,5% <0,1%
Kaxnplii eiMHUYHBIN (Cpe/iHee 3HaYeHue)
IIpoaykTel pasnoxenuns, BOXKX: scrpaauon <1,0% <0,1%
CyMMa OpoAYKTOB Jerpaganuu (CpeHee 3HAYCHUE)
KosmuectBennoe onpenenenne, BOYXXX: Homeracrpoia amerar 2,38-2,62 mr/tabnetka 2,50 mr/tabneTka

(mepBoe 3Ha4YeHHUE W3 3 TPUTOTOBIICHUMN)
Konnuectsennoe onpeaenenne, BOXKX: scrpaanon 1,43-1,57 mr/rabnetka 1,50 mr/rabierka

(mepBoe 3HaYeHHUE W3 3 TPUTOTOBIICHUN)

OIHOPOIHOCT ENMHMIT 103UpoBanus, BOYKX: HomeracTpora 98,4 %
arietatr UHnuBuayanpHble 3HaYeHus (1-10)

103,9 %
100,4 %
98,8 %
98,2 %
100,2 %
100,5 %
100,2 %
99,9 %
99,9 %
OIHOPOIHOCT eNMHMIT 103UpoBanus, BOYKX: HomeracTpora <15,0% 3,8 %
arerar Ilokaszarens npuemnemoctd (1-10)
OxaHopoaHOCTh eauHUL fo3upoBanus, BOXX: nomeracrpona CoOTBETCTBYET CoOTBETCTBYET
anerat (1-10)
OnHOpoIHOCTh enuHUIL 1o3upoBanus, BOXKX: sctpaanon 97,3 %
WupuBuayansHelie 3HayeHus (1-10)
103,3 %
100,6 %
Jara meuatu: 23.06.2026 Crpanuna 3/4

Pacneuarano: Kannepa Mapu



Howmep perucrpammonnoro nocbe: L26000456

9 | CEPTH®NKAT AHAJIN3A

Parc d'Activité de Roubaix-Est
PELPHARM 5 Ruede Toufflers CS 50070

Li £

fmaE 59452 Lys-Lez-Lannoy, FRANCE

HaumMenoBanue nekapcTBeHHOTO npenapaTa: 303511 3%28, TabJIeTKH, IOKPHITHIE MIIEHOYHOH 000I0UKOH, B

6mcrepax

Howmep nponyxkra: 5047506 Howmep cepun: 50917H

3akazuuk: THERAMEX HQ UK LIMITED Cpox rogaoctu: 09.2028

Howmep nponykra 3akazunka: THX0001293 YnakoBaHHOe KoanuecTBO: 19 824 equHuiibl

Iloka3areanb Cnennduxaumnu Pe3yabTat
98,7 %
97,5 %
99,5 %
99,4 %

OIHOPOHOCTE eNMHMIT o3upoBanus, BOYKX: sctpamnon 100,0 %

WnpuBunyanpHbie 3HayeHus (1-10)
100,3 %
100,1 %

OnHopoHOCTh enuHuIL 1o3upoBanust, BOXKX: sctpaauon <15,0% 4,1%

Tlokazarens npuemaemoctd (1-10)

OnHoponHOCTh enuHuIl 1o3upoBanust, BOXKX: sctpanuon (1-10 COOTBETCTBYET COOTBETCTBYET

MuKpOoOHOIOrHYeCcKast YNCTOTA, METOJ MIPSMOLO IIOCEBA Ha arap <1000 KOE/r <50 KOE/r

O6iee uKciio adpobHbIX MUKpoopranuzMos (TAMC)

MukpoOHoa0THYECcKas YNCTOTa, METOJI MPSMOTO IIOCEBa HA arap <100 KOE/r <50 KOE/r

OO0111ee YKCIIO APOFOKEBBIX U MIecHEeBbIX rpruooB (TYMC)

MukpoOHoa0TrHYecKast YNCTOTa, METOJI PSMOTO IIOCEBa HA arap CoOTBETCTBYET CoOTBETCTBYET

Escherichia coli

OtcyTcTBYyIOTB 1 T

IIpunsto Kanpepa Mapu
®apmanetr OOK — 3amecturens YJI
17.02.2026 — 15:54
JanHbli cepTuduKaT COOTBETCTBHSI OB BBIAH 3aKPBITOH 2JIEKTPOHHOM cUCTEMOi 00pabOTKH JaHHBIX H,
CJIEJIOBATENIbHO, HE COJEPKUT NOANHICU

Jara meuatu: 23.06.2026 Crpanuna 4/4
Pacneuarano: 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

Product name : Zoely 3x28, film-coated tablets blisters

Destination country : Russian Federation

Iltem number : 5047506
Customer item number : THX0001293

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)-100425

Technical Quality Agreement : N/A Manufacturing batches / Item numbers
Batch number : 50917H 50867 /5020010
Manufacturing date : 21/ 10/ 2025 50917 /5057744

Expiry date : 09 /2028
Quantity : 19 824 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
17 /0272026 - 15:54

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

Printed date : 23 / 06 / 2026 Page 1/1
By : Caldera Marie




N° DA : L26000456

6 | CERTIFICATE OF ANALYSIS I

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

_.',ED:_.','IE:_: g-r BHUAP) '-':::.'IJT-:'-: JE 59452 Lys-Lez-Lannoy, FRANCE
L IE B Gl )
Product name : Zoely 3x28, film-coated tablets blisters
Iltem number : 5047506 Batch number : 50917H
Customer : THERAMEX HQ UK LIMITED Expiry date : 09 / 2028
Customer item N° : THX0001293 Packaged quantity : 19 824 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 : 23 / 06 / 2026 Page 1/4

By : Caldera Marie



N° DA : L26000456

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 3x28, film-coated tablets blisters

Item number : 5047506 Batch number : 50917H
Customer : THERAMEX HQ UK LIMITED Expiry date : 09 / 2028
Customer item N° : THX0001293 Packaged quantity : 19 824 Units

N° DA : L25004504

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

Iltem number : 5057744

Manufacturing batch number : 50917 Method : N/A
Manufacturing date : 21/10/2025 Specification :THERAMEX
Manufactured quantity : 3 665 848.0000 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 % 94 %
values (1-06)

97 %

95 %

95 %

93 %

94 %
Dissolution test HPLC Nomegestrol acetate (1-06) Conform Conform

Q= 73%, t= 30 min

Dissolution test HPLC Estradiol Individual values (1-6) 275 % 84 %

89 %

85 %

86 %

87 %

89 %
Dissolution test HPLC Estradiol (1-6) Conform Conform

Printed date : 23 / 06 / 2026 Page 2/4

By : Caldera Marie



N° DA : L26000456

6 | CERTIFICATE OF ANALYSIS I

DELPHARM parcdActivits de Roubaix-Est
_ Lille 25 Ruede Toufflers CS 50070
FRCRITORE FHARMACEITIGUE 59452 Lys-Lez-Lannoy, FRANCE

Product name : Zoely 3x28, film-coated tablets blisters

Iltem number : 5047506 Batch number : 50917H
Customer : THERAMEX HQ UK LIMITED Expiry date : 09 / 2028
Customer item N° : THX0001293 Packaged quantity : 19 824 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 % <0.1%
individual (mean)
Decomposition products HPLC Estradiol Total <10 % <0.1 %
degradation products (mean)
Assay HPLC Nomegestrol acetate 2.38 - 2.62 mg per tablet 2.50 mg per tablet
(First value of the 3 preparations)
Assay HPLC Estradiol 1.43 - 1.57 mg per tablet 1.50 mg per tablet
(First value of the 3 preparations)
Content uniformity HPLC Nomegestrol acetate 98.4 %
Individual values (1-10)
103.9 %
100.4 %
98.8 %
98.2 %
100.2 %
100.5 %
100.2 %
99.9 %
99.9 %
Content uniformity HPLC Nomegestrol acetate <£15.0 % 3.8%
Acceptance value (1-10)
Content uniformity HPLC Nomegestrol acetate (1-10) Conform Conform
Content uniformity HPLC Estradiol Individual values 97.3 %
(1-10)
103.3 %
100.6 %
98.7 %
97.5%
99.5 %
99.4 %
Printed date : 23 / 06 / 2026 Page 3/4

By : Caldera Marie



N° DA : L26000456

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 3x28, film-coated tablets blisters

Iltem number : 5047506 Batch number : 50917H
Customer : THERAMEX HQ UK LIMITED Expiry date : 09 / 2028
Customer item N° : THX0001293 Packaged quantity : 19 824 Units
Tests Specifications Results
Content uniformity HPLC Estradiol Individual values 100.0 %
(1-10)
100.3 %
100.1 %
Content uniformity HPLC Estradiol Acceptance value <150 % 41 %
(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
17 /02 /2026 - 15:54

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

Printed date : 23/ 06 / 2026 Page 4 /4
By : Caldera Marie



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NMEPEBOOA

Name of the document / 50917h_coc coa b ang corrected
HasBaHue gokymeHTa

This certificate confirms that the document 50917h_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.
This certificate also confirms that translation was checked for correctness and completeness
against the source document / laHHblii cepTudbmkaTt noaTeepxaaeT, Yto AokymeHT 50917h_coc
coa b ang corrected, W3HaYanbHO HaMUCaHHBIN HA AHITIMIACKOM S3blKe, Obin nepeeegeH B
COOTBETCTBUM C AGNCTBYIOLLWM CornalLeHnem o6 okasaHUM YCRyr C aHrMUIACKOTo S3bIka Ha PyCCKuit
A3bIK  CEPTUULIMPOBAHHLIM MEepPeBOAYMKOM, 06MafaloWmM  [0CTAaTOYHLIMU  HaBbikamn  Ans
OCyllecTBneHus nepesoja u nposepkn AokymeHTa. [laHHblii cepTudMKaT Takke NoATBEPKAAET,
4TO nepeBoA nNpolen npoBepKy Ha MpaBUIbHOCTb W MOMHOTY OTHOCWUTEMbHO WCXOAHOrO
AOKYMEHTa.
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