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

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

BIICHOBOK
NpO SIKICTh BBE€3€HOI0 B YKpaiHy JIIKapChbKOIo 3aco0y

01.04.2024 Ne 16657/24/26

ABIPTPOH

(maiiveHyBaHHS JTiKapCcHKOro 3aco0y 3TiHO 3 peecTPamiiiHIIM OCBiTISHHM)
Tad/1eTKH, BKPHTI IIIIBKOBOI0 00010HKOI0, 10 500 Mr; mo 10 TadaeTok y d.icTepi mo 6
O/1icTepiB B KAPTOHHIii KopooIi

(popma BIITYCKY, 103yBaHHS, BILI MAKYBaHHA JTIKapCEKOTO 3aco0y)
Howmep peecrpaniitroro mocsimgerrs UA/19467/01/02 crpok aii peectpaniiiroro mocsiguenns 09.06.2027
Cepis mikapcekoro 3acoby Ne 115017 KinbkicTs BBe3eHOTO Iikapcbkoro 3acody 500

Bupo6HIK Pemenika JIta., Kinp

(HaiiMeHyBaHHS BIIPOOHIIKA TiKapCEKOIO 3ac00y, KpaiHa TOX0DKeHH”)

Bsesero B YkpaiHy TOBAPHUCTBO 3 OBMEKEHOIO BI/IIIOBITAJIBHICTIO
"BYCT ®APMA", ixent. xox: 44107410

(maitveHyBaHHA Ta KoJ 3a €IPIIOV ropmamrdHoi ocodn abo mpizenmie, iM'a, mo 6aTEKOBI (izIrHOL
ocoDH - MimpHeMII, ii Miclle IPOKIIBAHHA Ta peecTpalliiiHiii Homep o0IiKOBOI KapTKII IUIATHIIKA
ToJAaTKIB abo cepis Ta HOMep Iaclopra)

IIpotokoa Bisyansroro konrpo.io Bix 01.04.2024 Ne 1145/1.

3a pesynpTaTaMI JIepKABHOTO KOHTPOIO BCTAaHOBIEHO, IO JIKAapchKmil 3acid BBeseHO B YKpaiHy 3

JOTPHMAHHSAM BIMOT 3aKOHOJABCTBa 1010 3a0e3IeYeHHA AKOCTI TIKapCchKIX 3aco0iB.

HaganpHHUK Miukoaa XOJIOJEHKO

(mocazoBa ocoda opraHy Jep:KaBHOI'O KOHTPOIIFO) (minmic) (igimiam1 Ta mpi3BIIIE)

ML.IL



FPCOA-ABIRATERONE ACETATE 500 FC TABS-09

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hassa npogykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapcbka chopma, po3mip i TN ynakosku)

ABIRTRONE, film-coated tablets, 500 mg, 10 tablets in a blister; 6 blisters
in a cardboard box /

ABIPTPOH, Tabnetku, ekputi nniekosoto o6onoHkoto, no 500 mr no 10
TabneTok y GnicTepi, no 6 GnicTepie B KAPTOHHIN kopobui

Active substance / Potency/
[itoya peyoBuHa/ BMICT Ait0Y0T pEHOBUHU

Abiraterone acetate 500 mg / AGipatepoHy auetar 500 mr

Manufacturing country / kpaiHa BUpoBHWK Cyprus / Kinp

MA number /

Homep peecTpauiiiHoro noceig4eHHn UA/19467/01/02

Code Ne/ Kop npoaykTy Ne F1063T/500

Batch number and number of packs / 115017

Homep cepil Ta KinbKicTe navok 1000 packs/ 1000 ynakoBOK
Date of manufacture / [lata supo6HuuTBa 05/02/2024

Expiry date / TepMiH npuaaTtHocTi 05/02/2026

Name and address of manufacturing site /
Hassa Tta agpeca supob6Huka

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEOIKA
NTA, syn. AxapHoH, Jlimacon IHpacTpian Ecteiit, Byaisna 10-aHTUHeonnacTu4Hi Ta
iMyHomogyniotodi npenaparwy, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHasii

GMP Ne REM10/2022/001
License / Jliuenaia Ne 029

aueoﬁﬂuqoi' AinbHULI

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTU/METOOU CNEUNDIKALIA PE3YNLTAT

Description / Onuc Purple, oval-shaped, film-coated tablets, debossed with

(In-House method MTH-0846) / “500" on one side side / Conforms /

(eHyTpiwHIA meToa MTH-0846) Tabnetkn, skputi obonoHkow dionetosoro konsopy, | Binnosinae
oBanbHoi thopmu 3 rpasiloBaHHam «500» Ha ogHomy Boui.

Identification of Abiraterone Acetate

(In-House method MTH-0846) /

WnenTtudikauina AGiparepoHa auertar

(BHYTpiWHIK MmeTon, MTH-0846)

The retention time of the major peak of the sample solution | Conforms /

- HPLC corresponds to that of the standard solution (based on | Bignoeinae
Assay method) / Yac yTpumaHHA OCHOBHOro niky Ha
xpomatorpami  BuNpoByBaHOro  pO3YMHY  NOBWMHEH
BignoeigaTM 4acy YTPUMaHHA OCHOBHOro niky Ha
Xpomarorpami CTaHaapTHOTO PO3YuHY.

-uUv The spectrum of Abiraterone Acetate in the sample solution | Conforms /
corresponds to that of Abiraterone Acetate in the standard | Bignoeinae
solution / CnekTp nornuHaHHs abipaTepoHy aueraTy
sunpobyeaHoro po3yuHy NOBMHEH BIANOBIAATW CNEKTPY
CTaHAapTHOrO PO34uHY

Identification of Titanium dioxide

(In-House method MTH-0846) / Yellowish-orange colour is produced / Conforms /

lneHTudcbikauin Turany giokeuay YTBOPEHHS XKOBTO-NOMEPAHYEBOro OKpacy Bignoeipnae

(BHYTPILWHIA meToa MTH-0846)

Identification of Iron Oxides

(In-House method MTH-0846) / Blue colour is produced / Conforms /

lpenTudikauin 3aniza okcuay YTBOpeHHa GnakuTHoOro okpacy Bignosinae

(BHYTpiLWHIA MeToA MTH-0846)

Assay [HPLC] " o 4 y

R e L oo D O

KinbkicHe Bu3HaueHHs [BEPX] Kil‘llb!(C}::Ti R ETpaTepOHy il Al

(BHYTPILWHIA MeToa MTH-0846)

Related Substances [HPLC]

(In-House method MTH-0846) /

CynyTHi Jomiwku [BEPX]

(BHYTPILLHIN MeToa MTH-0846)

- 7-i)<($oabiraierone acetate / <0,50 % ::tBDzi:c;ed

7-keToabipaTepoHy auerart MABMNEHO

- a~Epoxya%irateror¥e acetate / =0,80 % BRT

a-enokciabipaTepoHy aueTtar

- B-Epoxyabiratercneyacetate / <080 % BRT

B-enokciabipaTtepony aueTar
- Abiraterone / AGipaTepoH =040 % Not Detected
- Max individual unknown impurity / . He suseneo
MakcumanbHa iHauBigyansHa Hesigoma AoMiluka <020 % BRT
- Total impurities / Cyma gomiwok <20% BRT
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FPCOA-ABIRATERONE ACETATE 500 FC TABS-09

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Haaea npoayxkry
(strength, dosage form, package size and type /
£,03yBaHHA, nikapceka cbopma, poamip i TMN YNakoBKu)

ABIRTRONE, film-coated tablets, 500 mg, 10 tablets in a blister; 6 blisters
in a cardboard box /

ABIPTPOH, Tabnetkn, BkpuTi nniskoeoto o6onoHkow, no 500 mr no 10
TabneTok y GnicTepi, no 6 GnicTepis B KAPTOHHIK kopobui

Active substance / Potency/
[Nitoya pevoBuHa/ BMICT Ail040l pe4oBUHK

Abiraterone acetate 500 mg / AGipatepoHy auetar 500 mr

Manufacturing country / kpaiHa BUpoBHUK Cyprus / Kinp

MA number /

Homep peecTpauiiHOro noceigYeHHs UAZ19487/01102

Code Ne/ Koa npoaykTy Ne F1063T/500

Batch number and number of packs / 115017

Homep cepil Ta KinbKicTb navok 1000 packs/ 1000 ynakosok
Date of manufacture / [lata BupobHuuTBa 05/02/2024

Expiry date / TepmiH npuaaTHOCTI 05/02/2026

Name and address of manufacturing site /
Hasea Ta agpeca BupoGHuka

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEIKA
NTA, syn. AxapHoH, Jlimacon IHaacTpian Ecteiit, Byaiens 10-aHTMHeONnacTuyHi Ta

imyHomoayntowdi npenapatw, Nlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsii
BUPOGHUYOT AiNbHUL

GMP Ne REM10/2022/001
License / NliueHsia Ne 029

TESTS/METHODS / SPECIFICATIONS / RESULTS/
TECTWU/ METOOU CMNEUUDIKALIA PE3YNbLTAT
Dissolution [HPLC]
(In-House method MTH-0846)/ (Q) = 80% in 30 min in accordance with Ph.Eur, 2.9.3-1 / 98.6 %
Po3auuHeHHs [BEPX] (Q) = 80 % 3a 30 x8 y BignosigHoCTi 3 €¢ 2.9.3-1 =
(BHYTPILLHIA MeToa MTH-0846)
Uniformity of Mass (Ph. Eur. 2.9.5) / NMT 2 units > AW + 5% / He 6inbw 2-x oguHnus >AW+5 % | None / >KogHoi
OpHopiaHicTb Macu (E® 2.9.5) and No unit > AW + 10% / Ta XXoaHoi oauHnui > AW+10 % None / »oaHoi

Uniformity of dosage units

(Ph. Eur. 2.9.40)

- Mass Variation /

OpHopiaHicTb AO30BaHUX OAUHULL
(EP 2.9.40)

- Bapiauis 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/
Bumoru Tecty BBaXalTbCA BUKOHAHUMM, SIKLO NpuiiManbHe
yucno ansa nepwwux 10 oguHuube meHwe abo popisHioe L1.
Axkwo npuimansHe uucno Ginbwe L1, sunpoBysaHHsA
npoBoaATb Ha HactynHux 20 oawHwuusx i oBuucnoTb
npuiiManeHe 4ucno. BuMorM TecTy BMKOHYIOTBCH, SKLIO
KiHLUeBe npuimMansHe 4ucno, pospaxosaHe i3 30 oguHWUB,
meHwe abo popieHioe L1 i xoAeH iHAWBIOyanbHWiA BMICT Y
[030BaHiin oanHULi He & meHwum 3a (1-L2 x 0,01) M i He
Ginblwmm 3a (1+ L2 x 0,01) M. L1 = 15,0 Ta L2=25,0

Dimensions (MTH-0846)

(In-House method length x width) /
Poamipu (BHYTpilLHI meTog MTH-846)
(noexuHa Ta WUpUHA)

18,9 mm x 9,5 mm + 5%

[(18,0 —19,8) x (9,0 = 10,0)mm] /
18,9 MM x 9,5 Mm £ 5%

[(18,0 = 19,8) x (9,0 = 10,0) mm]

19,0 mm x 9,5 mm
19,0 MM X 9,5 Mm
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FPCOA-ABIRATERONE ACETATE 500 FC TABS-09 Remedica
CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

ABIRTRONE, film-coated tablets, 500 mg, 10 tablets in a blister; 6 blisters
in a cardboard box /

ABIPTPOH, Tabnetkn, ekputi nniskosoto o6onoHkoto, no 500 mr no 10
TabneTok y GnicTepi, no 6 GnicTepis B KAPTOHHIW KOopobui

Name of product / Hassa npogykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapceka dhopma, poamip | TMN ynakoeku)

Active substance / Potency/

Tliova pesoBmHal BMiCT gitouol DeMoBIHN Abiraterone acetate 500 mg / AGipaTepoHy auetat 500 mr

Manufacturing country / kpaiHa BUpoGHuK Cyprus / Kinp
MA number /
Homep peecTpauiiHOro noceig4eHHs UA/19467/01/02
Code Ne/ Koa npoaykTy Ne F1063T/500
Batch number and number of packs / 115017
Homep cepil Ta KinbKiCTb navok 1000 packs/ 1000 ynakosok
Date of manufacture / [lata eupo6uuuTea 05/02/2024
Expiry date / TepmiH npupgaTHoCTi 05/02/2026
REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
Name and address of manufacturing site / antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEQIKA
Hasea Ta agpeca supobHuka NTA, syn. AxapHoH, flimacon IHaacTpian EcteiTt, 6yaisns 10-aHTUHeonnacTUyHi Ta
imyHomopayntotodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of

manufacturing site / GMP, Homep niueHaii GMP Ne REM10/2022001

License / NliueHaia Ne 029

BUpOoBHUYOT AinbHUUI
TESTS/METHODS / SPECIFICATIONS / RESULTS/
TECTWU / METOOMU CMNEUNDIKALIA PE3YNbLTAT

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)

MikpobionoriyHa uucrora
(E®26.12-2.6.13)

(KoxHa 5-ta naptis, 3a ymoBM, L0 NPOMDKOK
yacy Big nonepefHbLO nepesipeHoi napTii 4o
HOBOT NapTii He nepesuLlye 6 micsAuiBs)

- Total aerobic microbial count 10° cfu/g (max. acceptable count = 2000) | Not Applied

- 3aranbHa KinbkicTe aepobHux mikpobie He Ginbwe 10° KYO/r (makc. npuliHam+a He nposoawnoce
Kinbkicme=2000)

- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) | Not Applied

3aranbHa KinbKicTb komGiHoBaHNX He Ginblwe 10? KYO/r (maxc. npuiiHamya kinskicms=200) | He nposoaunocs

Apbkmkis / nnicHasux rpubie

Escherichia coli Absent/g / BincyTHs/r Not Applied

He npoeoaunocs

7-Ketoabiraterone acetate / 7-keToabipatepoHy auerar: 7-Oxo-17-(pyridin-3-yl) adrosta-5,16-dien-3p-yl acetate
a-Epoxyabiraterone acetate / a-enoxciaGipatepoHy auerar: 17-(Pyridin-3-yl)-16a, 17a-epoxyadrost-5-en-3p-yl acetate
B-Epoxyabiraterone acetate / B-enokciaGipatepony auerar: 17-(Pyridin-3-yl)-16B, 17B-epoxyadrost-5-en-3B-yl acetate
Abiraterone / AGipatepon: 17-(Pyridin-3-yl) adrosta-5, 16-dien-3g-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., /

Llum 5 3aceiguyio, Lo HaBeaeHa suwe iHchopmalis € AocToeipHOW Ta TouHow. Lo cepito npoaykuii Byno supobneHo (Bknioyaoum
nakysaHHsA/MapKyBaHHs) Ta NPoBeAeHO KOHTPOonb 1T AKOCTI Ha BULLie3a3HaYeHil AinbHULI Y NoBHi eignoeigHocTi 3 BuMoramu GMP,
BCTAHOBMNEHNMW MICLIEBUM PErynAaTOpHUM OPraHoM, a TakoxX BignosiaHo Ao cneuudikauii, Wo MIiCTATLCS y peecTpauiiHoMy A0CLE
abo Toproeiil niueHsii kpaiHu-empoGHuka aGo kpalHu-iMnopTepa, AKWO NpoAyKuilo imnopToBaHo. MpoTokonu BUPOBHUUTBA,
nakyBaHHs Ta aHanisis 6yno nepernsHyTo Ta BCTaHOBMEHO BiAnosiaHicTe GMP.

f

i i [N losfer
= Z . | \Wl\o3|ro

" ; : 7 1
Ma"'j?“"“ Man;mmri"é%ﬂ Senior Analyst /

(Regisgtered Qualified Person) / MeHemkep 260 yNOBHOBaXeHUiA CTapLIMIA aHANITHK
(YnoeHoBaxeHa oco6a)

Released on/ Bunymeno: “} 0‘5\60&‘{- Test Date / D.ara aHanisy: 21/02/2024

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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