JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoB. Haxii CriTimusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JPIIOY 37079055

B CHOBOK
PO SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

14.11.2025 Ne 57716/25/26

ABIPTPOH

(HaiiMeHyBaHHS TiKapCBKOI0 3aC00Y 3TLIHO 3 peecTpaniliHiM IOCBI TIeHHIM)
Ta0J/IeTKH, BKPHUTI ILTiBKOBOIO 000.10HK0I0, M0 250 Mr mo 10 TadeTok y d.icTepi, mo 12

OicTepiB B KapTOHHIi KopoOi

(thopma BHITYCKY, H0O3YBaHHS, BIIJl AKyBaHHA TiKapchKOTO 3ac00y)
Howmep peecrpaniitroro mocsimaerrs UA/19467/01/01 crpok aii peectpaniiiroro mocsimuenns 09.06.2027
Cepis mikapcekoro 3acoby Ne 123347 KinbkicTs BBe3eHOTO JiKapchkoro 3acoby 780

BupobHIK Pemenika JItx., Kimp

(naiiMeHyBaHHS BIPOOHIIKA TiKapcEKOI0 3ac00y, KpaiHa TOX0DKeHHS)

Baesero B VKpalHy TOBAPHUCTBO 3 OBMEXEHOIO BI/IIIOBITAJBHICTIO
"BYCT ®APMA", ixent. xox: 44107410

(maiiveHyBaHHA Ta KoJ 3a € APIIOV ropmamrdaoi ocodl abo mpizpnmie, iM'sa, o 6aTEKOBI (izIraHOL
ocoDII - MMpHeMII, il MicIle IPOKIIBAHHSA Ta peecTpaliiiHiii Homep oO6IiKOBOI KapTKII IVIATHIIKA
ToJAaTKIB abo cepis Ta HOMep Iaclopra)

IIpotokoa BisyansHoro kontpo.aio Bix 14.11.2025 Ne 4366/01.10-25/1.

3a pesymsTaTaMH JIepKABHOTO KOHTPOIIO BCTAaHOBIEHO, IO JIKAapchKmil 3acid BBe3eHO B YKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOIABCTBA 11010 3a0e3[eUeHHS JKOCTI TIKapCchKIIX 3aco0iB.

Haganpauk Muxkomna XOJIOJIEHKO

(mocazoBa ocoba opraHy Jep:KaBHOI'O KOHTPOIIFO) (mixmmic) (igimiam1 Ta mpi3BIIIE)
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FPCOA-ABIRATERONE ACETATE 250 FC TABS-09

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE/YKPAIHA

Name of product / Hazsa npogyxkry
(strength, dosage form, package size and type /

[L03yBaHHA, nikapcbka chopma, Poamip i TN ynakoBku)

ABIRTRONE, film-coated tablets, 250 mg, 10 tablets in a blister; 12
blisters in a cardboard box /

ABIPTPOH, TabneTku, BKpUTi NNiBKOBOK 060M0HKOW, no 250 Mrno 10
Tabnetok y Gnictepi, no 12 BnicTepis B KAPTOHHI kopobui

Active substance / Potency /
[itoya pevoBuHa/ BMICT Ajr040T pEYOBUHN

Abiraterone acetate 250 mg / ABipatepoHy auetar 250 mr

Manufacturing country / kpaina Bupo6HuMK Cyprus / Kinp

MA number /

Homep peecTpauiiiHOro NoceigYyeHHs GBI 101

Code Ne/ Kop npoaykty Ne F1063T/250

Batch number and number of packs / 123347

Homep cepii Ta KinbKiCTe navok 780 packs/ 780 ynakoBok
Date of manufacture / fata supobHuuTea 06.05.2025

Expiry date / Tepmin npuaaTHocTi 06.05.2028

Name and address of manufacturing site /
Hassa Ta apgpeca BupobHwka

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEQIKA
NTA, syn. AxapHoH, Jlimacon IHpacTpian EcteiT, 6yaisna 10-aHTuHEONNAaCTUYHI T2
imyHomogyniokodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsii
BUPOGHWHOT AinbHWLI

GMP Ne REMBUILDING10/2024/001
License / NiueH3ia Ne 029

TESTS/METHODS /
TECTW / METOOU

RESULTS /
PE3YNbTAT

SPECIFICATIONS /
CNELNDIKALLIA

Description / Onuc
(In-House method MTH-0846) /
(BHYTpiWHIA MeToq MTH-0846)

White to off-white, oval-shaped, film-coated tablets, | Conforms /
debossed with “250" on one side / Bignoeinae
TabneTkun, BkpuTi obonoHkolo Binoro abo manxe Ginoro
KONbOpY, OBankHoi opmK 3 rpasiloBaHHaM «250» Ha
ogHomy Boui

Identification of Abiraterone Acetate
(In-House method MTH-0846) /
WpenTtuddikauia Abipatepona auerar
(BHYTpILHIN meToa MTH-0846)

- HPLC

-Uv

The retention time of the major peak of the sample | Conforms /
solution corresponds to that of the standard solution | Bignoeigae
(based on Assay method) / Yac yTpumaHHs OCHOBHOrO
niky Ha xpomaTorpami BunpobyBaHoro po34uHy NOBUHEH
BiAMoOBiAaTM Yacy YTPMMaHHA OCHOBHOrO nNikKy Ha
Xpomartorpami CTaHAapTHOrO PO3YMHY.

The spectrum of Abiraterone Acetate in the sample | Conforms /
solution corresponds to that of Abiraterone Acetate in the | Bignoeigae
standard solution / Cnexktp nornuHaHHa abipaTtepoHy
auetary BunpobyBaHOro po34nHy NOBUHEH BiANOBIAATHU
CMNeKTPY CTaHAapTHOro PoO3yuHy

Identification of Titanium dioxide
(In-House method MTH-0846) /
lpeHTucbikauin TutaHy giokcuay
(BHYTpIiLUHI meTog MTH-0846)

Conforms /
Bignosinae

Yellowish-orange colour is produced /
YTBOPEHHS HOBTO-NOMEPaHYEBOro OKpacy

Assay [HPLC]

(In-House method MTH-0846)/
KinbkicHe BusHaveHHs [BEPX]
(BHYTPILWHIA meTon MTH-0846)

95,0% - 105,0% of Abiraterone Acetate label claim /
95,0 % - 105,0 % abipaTtepony auetarty Big sassneHoi | 100,0 %
KinbKocTi

Related Substances [HPLC]
(In-House method MTH-0846) /
CynyTri Jomiwku [BEPX]
(BHYTPILUHIN MeTod MTH-0846)

- 7-Ketoabiraterone acetate / 7-ketoabipaTepoHny

auerat

- a-Epoxyabiraterone acetate / a -enokciabipatepoHy | <0,80 %

auerar

Not Detected
He BuasneHo
Not Detected
He BuseneHo

=0,50 %

- B-Epoxyabiraterone acetate / 3-enokciabipatepoHy <0,80% Not Detected
auerar | He BuaBneHo
- Abiraterone / AGipaTepoH <040% Not Detected
He BusBneHo
- Max individual unknown impurity / makcumanbHa 20,20 % BRT
inausigyansHa HeBigoma Aomillka
- Total impurities / Cyma gomiluok £20% BRT
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FPCOA-ABIRATERONE ACETATE 250 FC TABS-09

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hazea npogykry
(strength, dosage form, package size and type /

A03yBaHHA, Nikapckka chopma, po3mip i TUM YnakoBKu)

ABIRTRONE, film-coated tablets, 250 mg, 10 tablets in a blister; 12
blisters in a cardboard box /

ABIPTPOH, TabneTku, BKpuTi nniskoBoto o6onoHkoto, no 250 mr no 10
TabneTtok y Gnicrepi, no 12 Gnictepis B KAPTOHHIA kopobui

Active substance / Potency /
[itouwa pevoBrHal BMICT 40401 pe4oBHHK

Abiraterone acetate 250 mg / AGipatepoHy auetat 250 mr

Manufacturing country / kpaiHa BUpoBHUK Cyprus / Kinp
MAnumbery . UA/19467/01/01

Homep peecTpauiiiHoro noceig4eHHs

Code Ne/ Koa npogykty Ne F1063T/250

Batch number and number of packs / 123347

Homep cepii Ta KinbKiCTb Naqyok 780 packs/ 780 ynakosok
Date of manufacture / [lata sBupobHuuTea 06.05.2025

Expiry date / TepmiH npuaaTHOCTI 06.05.2028

Name and address of manufacturing site /
Hassa Ta agpeca BupobHuka

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEOIKA
NTA, syn. AxapHoH, Jlimacon IHpactpian Ecteir, 6yaisna 10-aHTMHEONNACTUYHI Ta

imyHomogyniotodi npenapatu, JNlimacon, 3056, Kinp

GMP cettificate, license number of

BUPOBHUYOT AinbHUL

manufacturing site / GMP, Homep niueHaii

GMP Ne REMBUILDING10/2024/001
License / Nliuexsia Ne 029

TESTS/IMETHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOW CNELW®IKALIA PE3YINLTAT
Dissolution [HPLC] :
(In-House method MTH-0846)/ (Q) = 80% in 30 min in accordance with Ph.Eur. 2.9.3-1/ 94.7 %
PosumHeHHs [BEPX] (Q) = 80 % 3a 30 xB y BignoBigHOCTI 3 € 2.9.3-1 ko
(BHYTPILLHIA MeToa MTH-0846)
Uniformity of Mass (Ph. Eur. 2.9.5) / NMT 2 units > AW + 5% / He 6inbw 2-x oguHnubs >AW+5 % | None / XopHoi
OpnHopigHicTe Macu (€9 2.9.5) and No unit > AW + 10% / Ta >KogHoi oguHuui > AW+10 % None / KogHoi

Uniformity of dosage units

(Ph. Eur. 2.9.40)

- Mass Variation /

OpHopigHICTL J030BaHMX OQMHULB
(ED 2.9.40)

- Bapiaujia macu

The acceptance value of the first 10 dosage units is less than
or equal to L1 per cent. If the acceptance value is greater than
L1 per cent, test the next 20 dosage units and calculate the
acceptance value.

The requirements are met if the final acceptance value of the
30 dosage units is less than or equal to L1 per cent and no
individual content of the dosage unit is less than (1-L2 x 0,01)
M or more than (1+ L2 x 0,01) M. L1 is 15,0 and L2 is 25,0/
Bumorn Tecty BBaxaioTbCa BUKOHaHUMM, AKLO NpuiManbHe
yucno ansa nepwwux 10 oguHuue meHwe abo gopisHioe L1.
Akwo npuiimancHe 4ucno Ginbwe L1, BunpobyeaHHs
npoBoAATb Ha HactynHux 20 oauHuusx i oBuwcnioloTb
npuiManbHe 4ucno. Bumorn TecTy BUKOHYIOTBCH, SKLLO
KiHLueBe npuiimaneHe 4ucno, pospaxosaHe i3 30 oguHMLb,
meHwe abo popieHioe L1 i xoaeH iHAMBIgyanbHUA BMICT Yy
[030BaHiii ognHuli He € meHwum 3a (1-L2 x 0,01) M i He
6inbwwmm 3a (1+ L2 x 0,01) M. L1 = 15,0 Ta L2=25,0

2,3 % (on 10 units) /
2,3 % (na 10 ognup)

Dimensions (MTH-0846)

(In-House method length x width) /
Poamipu (BHYTpILWHIA meTog MTH-0846)
(moBxuMHa Ta WKMpUHA)

142 mmx 7,2 mm = 5%
[(13,5-14,9) x (6,8 — 7,6)mm] /
14,2 MM x 7,2 mm = 5%
[(13,5-14,9) mm x (6,8-7,6) mm]

14,3 mmx 7,2 mm
14,3 MM X 7,2 Mm
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FPCOA-ABIRATERONE ACETATE 250 FC TABS-09 Remedica
CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE/YKPATHA

ABIRTRONE, film-coated tablets, 250 mg, 10 tablets in a blister; 12

':f:get:f dl;';‘;d:‘grL et i —_ blisters in a cardboard box /

ioayagH;'H‘ niKngbKa a)%pma?pomp s ;’namm] ABIPTPOH, Tabnetku, BKpuTi NMIBKOBOIO 0GOIIOHKOK, 1o 250 Mr 1o 10
TabneTok y Gnictepi, no 12 BnicTepis B KapTOHHI kopobui

Eﬁg:g ::32?::; L';?;Tel%:m. peOBMHM Abiraterone acetate 250 mg / ABipatepoHy auetar 250 mr

Manufacturing country / kpaiHa BupoBHUK Cyprus / Kinp

MA number/

Homep peecTpayiiHoro Nnoceig4eHHs UA1osezionn

Code Ne/ Koa npoaykty Ne F1063T/250

Batch number and number of packs / 123347

Homep cepii Ta KinbKiCTb Naqok 780 packs/ 780 ynakoBok

Date of manufacture / lata BupobHuLTRa 06.05.2025

Expiry date / Tepmin npunaaTHoCTi 06.05.2028
REMEDICA LTD, Aharnon Street, Limassol Industral Estate, building 10-

Name and address of manufacturing site / antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEME[IKA

Hasea Ta agpeca BupobHuka NTA, eyn. AxapHoH, Jlimacon IHgacTpian Ecrent, Byaisna 10-aHTUHeoNNacTUYHI Ta
imyHoMogyntoroHi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of

manufacturing site / GMP, Homep niueHaii SMP Ng;Rﬁ.MBU!LD'JONg;gQOZMOOl

BUPOGHWYOI AiNbHALL ARG L HLISHNE 1R

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOQW CNEUN®IKALIA PE3YNbTAT

Microbiological Examination

(Ph. Eur. 2.6.12-2.6.13)

(Every 5th batch, provided the time period from
the previously tested batch and the new batch is
no longer than 6 months)

MikpoGionoriuHa yucToTa
(E®26.12-26.13)

(KoxHa 5-Ta napris, 3a yMOBM, LLIO MPOMDKOK
4acy Big nonepeaHL0 nepesipeHol napTii 4o
HoBol napTii He nepesnLlye 6 MicAUiB)

- Total aerobic microbial count 10® cfulg (max. acceptable count = 2000) / < 100 cfu/g /

- 3aranbHa KinbKicTb aepobHux MikpoGis He 6Ginblwe 10° KYO/r (Makc. npuliHsimHa <100 KYOIr
Kinbkicmb=2000)

- Total combined yeasts/moulds count / 102 cfulg (max. acceptable count = 200) / <100 cfulg /

3aranbHa KinbKicTe KOMGIHOBaHWX He 6GinbLwe 102 KYO/r (Makc. npuiinamua kinskicms=200) | < 100 KYO/r

ApbKIKiB / nnicHABMX rpubie

Escherichia coli Absent/g / BigcyTHs/r Absent/g / BigcyTHal/r

7-Ketoabiraterone acetate / 7-keToabipaTtepoHy auerar: 7-Oxo-17-(pyridin-3-yl) adrosta-5,16-dien-3p-yl acetate
a-Epoxyabiraterone acetate / a-enokciabipatepony auerat: 17-(Pyridin-3-yl)-16a, 17a-epoxyadrost-5-en-3B-yl acetate
B-Epoxyabiraterone acetate / B-enokciabipatepoHy auetar: 17-(Pyridin-3-yl)-16B, 17B-epoxyadrost-5-en-3B-yl acetate
Abiraterone / ABipatepon: 17-(Pyridin-3-yl) adrosta-5, 16-dien-33-ol

| hereby 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 in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

Lium s 3aceiguyio, Wwo HaseaeHa BuLle iHopmaLlis € AOCTOBIPHOK Ta TouHotw. Liio cepito npoaykuii Gyno supobneHo (Bknioyaro4m
naKyBaHHsS/MapKyBaHHs) Ta NPOBEAEHO KOHTPOIb ii AKOCTI HA BULLIE3a3HaYeHil AinbHULI Y NoBHil BignosiaHocTi 3 Bumoramu GMP,
BCTAHOBMEHUMUN MICLIEBUM PErynaTOPHUM OPraHoM, a TakoX BiAnoBiAHO Ao cneuundikauiii, Wo MICTATLCA Y peecTpauiiiHoMy A0CLE
abo TOproeii niLeH3ii kpaiHu-BMpobHuka abo kpaiHu-iMnopTepa, fAKWO NpoAyKuilo iMmnopToBaHo. [MpoTokonu BupoGHULTEA,
nakysaHHA Ta aHaniaie 6yno nepernsHyTo Ta BCTaHOBNEHO BiAnosigHicTe GMP.

F.hemetrioy

Reléased by / BunyweHo:

Upervisgar [
i _— ~—-—_._...__,__h|,{\:1 } liol2o2r
Maria Roussou n/jari2@ ‘»J\U"-‘S’"U.‘.‘l . : -
L wWidl =, 4 person Manager or Authorised Senior Analyst /
Eﬁﬁg;‘fﬁfaﬁ::léfﬁ;ﬁ%‘hﬁ d MeHemxep abo yNoBHOBaXeHWWA CTaPLLUMIA aHanITUK
Released on/ Bunyweno: (O \10(’@{_}3‘5 Test Date / lata ananiay: 13/05/2025

This certificate has been completed, verified and signed as per the English version of the text included herein and no representations are made
as to the accuracy of the non-English text of which the signatory has no knowledge of.

Remedica Ltd, E-mail:info@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web: www.remedica.eu
Site address: Remedica Ltd, Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailing address: Remedica Ltd, P.O.Box 51706, 3508 Limassol, Cyprus-EU
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