JEPKABHA CJIYKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPT1IOY 37079055

BUCHOBOK
Npo sAKicThH BBE3eHOro B YKpaiuy JikapchbKoro 3zacody

12.08.2025 Ne 39978/25/26

BIKAJIYTAMIJI-BICTA AC

(Haiimeny sanis jikapcbkoro 3acoly 3riZilo 3 peecTpauifiHuy nocsiauennsm)
TabJIeTKH, BKPUTI IJIIBKOBOI0 000/10HK010, 110 150 mr, no 10 TadJierok y Gaicrepi; mo 3
OJgicTepu y mauui 3 KapToHy

((popma BHMYyCKy, 103yBaHIis, BUIL NAKyBAHHS NiKapChKOTO 3aco0y)
Howmep pecctpauiiinoro nocsinuenns UA/20655/01/02 crpok aii peectpauiitnoro nocsinuenns 08.11.2029
Cepis nikapcbkoro 3acoby Ne 251274 KinskicTh BBe3eHOrO Nikapchkoro 3acoby 500

BupoGunk JOKEHEDAPM, C.A., I'penis

(HalimenyBanus BupoGuMka nikapchkoro 3acody, kpaiHa noxoKeHHs)

Baeseno B Vkpainy TOBAPHUCTBO 3 OGMEXEHOIO BIAMNMOBIJAJBHICTIO
"BYCT ®APMA", inent. won: 44107410

(naiimenysanns Ta koa 3a CJIPTIOY opuaninoi ocotu abo npissunie, iM's, no 6arekosi (hisuunol
ocolM = niaAnpuemus. T Miclie NpoXUBaHHS Ta peecTpauiiinuii nomep 061iKOBOT KAPTKH NIATHHKA
noaatkis abo cepis Ta Homep nacrnopra)

lpotokon Bizyanbhoro konrpoaio sin 12.08.2025 Ne 2978/01.10-25/2.

3a  pesyabTaTaMM  AEpPKABHOIO KOHTPOJMKO BCTAHOBIEHO, 1O Jikapebkuli  3aci6  BBeseHo B Ykpainy 3

AOTPUMAHHSM BUMOI 3aKOHOAABCTBA OO 3a0e3neuenHs SKOCTI BRapCLKNX 3ac06iB.

L v Mukona XOJIOAEHKO

KOHTPOJIO) (nianuc) (ininianm Ta npissnuie)
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CEPTU®IKAT BIANOBIAHOCTI CEPIT
(NiaTEepaxeHHA BignoeigHo Ao 4MHHoro foaatky 16 EC GMP-Guide)

Hassa npoaykry: BIKANYTAMIA-BICTA AC Nikapcoka ¢dopma: TABNETKK, BKPUTI MIBKOBOK OBO/IOHKOKD
Cwna giif AkTuBHicTe: 150 mr / Bikanyramipg, Koa npoaykty: 02-BIMS01500UA030

Homep cepii: 251274 Homep cepii Bulk: 251264 Po3amip / Tun ynakosku: YIAKOBKA X 30 BJIICTEPIB 3 X 10
TepmiH npuaatHocTi: 31/05/2030 [ata BurotosnexHa: 26/05/2025

BupoBHuua iHcTpyKuia (kog/ sepcia ): MI-CS-0003/ sepcin : 11 MakysanbHa iHcTpyKLia (koa/ sepcia ): MI-CS-0643/Bepcia:01
KpaiHa-imnopTep: YKPATHA Ne PM: UA/20655/01/02

3aranbHa KiNbKicTb BUNYLLEHMX 0gUHKLE: 5250 ynak. KinbKicTb 30epemeHux 3pasKie: 06 ynakoBoK

IHpopmauisa npo API:

Homep cepii GSA : 24100083 Homep cepii nocTavanbHuKa: BL-24002 (JIM-01)-001

Hasga: AARTI PHARMALABS LIMITED Agpeca: BNOK IV, AINAHKA Ne E-50, MIDC, TAPAMNYP, TA/TYKA &

LICTPIKT-NANTAXAP, IHOEKC -401 506, MAXAPALLTPA, IHOIA

IHpopmauis npo BMpPOBHUYMIA Mait AaHYMK:

Hazea: [JIKEHEDAPM, C. A. Anpeca: 18 km MapadoH AseHto, NMannini, 15351, Mpeuis
Homep niuensii: 0000000073/23/1 CepTudikat GMP Neo: 115156/5-12-2022
Im'A Ta Nnocaaa ocobu, AKa YNOBHOBAMKYE BUNYCK cepil, AKLLO H.TPABOC
3aCTOCOBHO HauyanbHWK Bifainy KOHTPOAK AKOCTI, YNOBHOBaMeHa ocoba
IHpopmaLia Npo caidT ynaKoBKu:
Hazea: [JIKEHEDAPM, C. A. Apnpeca: 18 km MapadoH Aeento, NMannixi, 15351, Mpeuis
Homep niuensii: 0000000073/23/1 Ceptudikat GMP Ne: 115156/5-12-2022
Im'A Ta Nocaaa ocobu, AKa YNOBHOBAMYE BUNYCK cepil, AKLLO H.TPABOC
3aCTOCOBaHO HayanbHWK Bifainy KOHTPOAK AKOCTI, YNOBHOBaMeHa ocoba
IHpopmaLia Npo caifT TecTyBaHHA:
Hazea: [IIKEHEDAPM, C. A. Agpeca: 18 km MapadoH AseHto, Mannini, 15351, Mpeuin
Homep niuensii: 0000000073/23/1 CepTudikat GMP Ne: 115156/5-12-2022
Im'A Ta Nocaaa ocobu, AKa YNOBHOBAMYE BUNYCK cepil, AKLLO H.TPABOC
3aCTOCOBaHO HayanbHWK Bifiny KOHTPOAK AKOCTI, YNOBHOBaXeHa ocoba
AocnipeHHA BiaXuneHsb cepii:
Homepa sigxuneHs BupiweHo

Tak O Hi O H/A X

3miHa KOHTpoAnt Homep(u):

Bnposap,meuﬁa KOHTPOAIO 3MiH i3 Wiel cepii (nepia cepia, Ha AKY Tak O HiD H/A &
BRAAWHYAM 3MiHM)
KomeHTapi: Kog, kKomicii (aKkwo noTpibHo Ta BigpisHAETbCA Big Koay Tosapy): H/A (He sacTocosyeTbes)

Lum 3aceigyyio X1 nigteepmkyto O wo HaBegeHa BuLe iHpopMaLis € 4OCTOBIpPHOW Ta ToYHOK. BulesasHadveHa cepis npoaykTy
Oyna BWIOTOBNEHa, BKMIOYAOYWM MaKyBaHHA/MapKyBaHHSA Ta KOHTPOMb SAKOCTI Ha BUWe3a3HauveHill AinsHui(kax) y NoBHIRA
BignogigHocTi go BuMor GMP €C Ta micueBoro perynsTopHoro oprasy, YMHHOI TexHi4Hoi yrogn mik KoHTpakTogaeuem/BrnacHukom
peecTpauiiHoro noceigyeHHs Ta [xeHedpapm C. A. i 3i cneuwndpikauisMu B peecTpauiiHOMy OOCbE Ha NPOOYKT, HadaHOMY
BignoeigHomy Bnachuky PeectpauiiHoro MNoceigverHs (BPIM) Kontpaktogaeuem (K[1), 3aTBepmxeHOMy perynsaTopHUMK opraHamm
Ha TepuTopii, abo chainu cneuudikauii NnpoAyKTy ANS AocnipKyBRaHUX Nikapckkux 3acobie. 3anvcu npo obpobky cepiii, nakyBaHHA
Ta aHanis Oynm nepernsHyTi Ta BU3HaHI Takvmu, Wo BignoeigaoTe GMP €C. Towmy,

O Cepis BunyLleHa AnNA BignpaBKu

[X] Cepia cepTucpikoBaHa ANA BUNYCKY B Npoaax

6epy4u Ao yBary, LWo:

- BPI1/ K[ Hece BignoBiganbHiCTE 32 TPaHCNOPTYBaHHA NPOAYKTY TaKMM YMHOM, LWO6 ue He BNMMHYNO HeraTvBHO Ha oro
SKiCTb | cyBOpO Bignoeigano iHcTpykuism GDP.

- BPI / K[ Hece BignoBiganbHiCTb 3a 3aBaHTaKEHHA OaHWX NPO YMNAKOBKY MPOAYKTY B €©BpONencbKUiA LeHTp A0 Toro, SK
nikapcekuiA 3acib byne nepemilleHo Ha TOBapHWIA 3anac (y BUNagKy Nikapcbkoro 3acoby, rapmMoHi30BaHOro 3 perfameHToM
2016/161).

YnosHoBaxeHa ocoba: Hikonac NpaBoc, Marictp ximik Data: 27/06/2025 Mignwue: MMidnuc
KepiBHuk Bigginy cuctem skocTi, YO

Zuvnppévo No. 01 GENEPHARM S.A.
18" Km. Marathon Ave

LP QA 008 / ExSoam No 12 153 51 Pallini
Greece
Tel: (+30.210) 60.39.336
Fax: (+30.210) 60.39.402
E-mail: info@genepharm.com
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NMPOAYKT: BIKANYTAMIA-BICTA AC 150 mr TABJIETKW, BKPUTI MNIBKOBOKD OBOJIOHKOKO Ne 30

Kinbkictb: 5250 ynak
[ata Bupo6HuuUTEa : 26/05/2025

Tepmin npugartHocTi: 31/05/2030
[ara nakyBaHHA: 11/06/2025

Homep cepii: 251274
Homep cepii Bulk: 251264

Bupo6Huua iHCcTpyKuia (kog/ Bepcia ): MI-CS-0003/ Bepcia : 11 | MakyBanbHa iHCTpyKUiA (kog,/ Bepcia ): MI-CS-0643 /Bepcina:01

Bupo6Huumii marganumk: AKEHED®APM, C. A.
Caint TectyBaHHA KA: AKEHEDAPM, C. A.
Caint ynakosku: JXKEHED®APM, C. A.
Cneumdikauia Ne: PCR-0071

Mocwunanua fokK.: PRI 01206

CEPTU®DIKAT AHANI3Y
TECTHU METOOU CNEUNSIKALIA PE3YNbTATU
Oric TM-2524 Kp_yrni, aBoonykni, 6inoro konsopy TabneTku, BKpUTI Bignosinae
NNIBKOBOKO 0BOMNOHKO.
Hiametp TM-2119 [10,5mm £ 0,2 Mm 10,4 mm
|lpeHTUdbikauis
BEPX TM-1045 |4Y Bignoeigae 3Ha4eHHIO pO34MHY NMOPIBHAHHS Bignosigae
Yob Makcumym nikie npy 215 Hm 12 270 HM Bignoeigae
BTtpatu npu BUcywyBaHHI TM-1046 |He 6inbwe 2,0% 0,7 %
CepegHsa maca TM-1048 | 388 mr £5% 388 mr
Posnap TM-1049 | MakcumaneHo 30 xe B H20 0,6 xe 16 cek
Po34nHeHHsa TM-1043 |Q = 75% 3a 30 xB 103,7 %
OpHopigHicTe go3oBanux oavHuub | TM-1042 | Ay 10 o 30 Ta6n. < 15,0 AV=28

AKWo Hi, AV gng eeix 30 taén. < 15,0
Ta gna Beix okpemux Tabnetok 0,75M<X1<1,25M

142,5 - 157 ,5mr (95,0-105,0%) Bikanytamigy Big

Escherichia coli

KinbkicHe Bn3HaveHHs (BEPX) TM-1041 147 2mr (98,1 %)
3asBneHoro

CynposigHi gomiwku (BEPX) TM-1044

Bik-amine He Binbwe 0,05 % He BnaBsneHo

Byae-sika iHavBiAyankHa Hesinoma He 6inbwe 0,20 % 0,01%

[OOMiLLKa

Cyma gomiLlok He Binbwe 0,5 % 0,03%

|oeHTUdikaLis 6apBHUKIB: TM-1050

Turany giokeug (E171) [Mosiea xoBTOro 3abapeneHHA Bignosigae

MikpoBionoriyHa unctoTa TM-2248

TAMC < 10° KYOIr He BukoHyBaBCs

TYMC < 10° KYOIr He BukoHyBaBcs

BigcytHictb y 1r

He BukoHyBaBca

npoueayp 3abe3neyveHHs SKOCTI.

Lum s 3aceigyylo, Wo HaBegeHa Bulle iHpopmalis € JocToBipHOW Ta ToyHow. Lla cepis npogykty Byna BUrotoBneHa,
BKJTHOHAI0YM NaKyBaHHA/MapKyBaHHSA Ta KOHTPOIb SKOCTI Ha BULLe3a3Ha4YeHyX OiNnsHKax, y NoBHii BignoeigHocTi Ao Bumor GMP
€C Ta MicueBOoro perynsaTopHOro opraHy, a Takox Ao cneumdikaii, HaBegeHux y PeecTpauiiHoMy noceigYeHHi NpogykTy Ans
nikapcekoro 3acoby. 3anucu cepiiHoi 06pobkn, NakyBaHHs Ta aHani3dy, skwo ue Byno 3actocoBaHo, Bynu nepernsHyTi Ta
BM3HaHI Takumu, wo eignoeigarote GMP. bygb-ski BioxuneHwHs Bynu ouiHeHi BiONOBIOHO OO BCTAHOBMEHWX BHYTPILLUHIX

LATA:

27/06/2025

3ATBEPOXEHO (MeHemkep 3 koHTponto AkocTi (KA) abo KepisHuk Bigainy KA):

Hikonac NpaBoc, MaricTp Ximik
KepiBHUK Bigainy cuctem skocTi, YO J1QMUC/

GENEPHARM S.A.

18" Km. Marathon Ave

153 51 Pallini

Greace

Tel.: (+30.210) 60.39.336
Fax: (+30.210) 60,39.402
E-mail: info@aenepharm.com

Cropinka 1 3 1

Tuvnupevo No. 02
LP QA 008 [ Exdoon No 12
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BATCH CERTIFICATE OF COMPLIANCE

(Confirmation according to current Annex 16 EU GMP-Guide)

[ Product Name: BICALUTAMID-VISTA AC Dosage Form: FILM COATED TABLETS
Strength / Potency: 150mg / bicalutamid Product Code: 02-BIMS01500UAD30
Batch No.: 251274 Bulk Lot No.: 251264 Pack Size / Type: BTX30BL3 X 10
Explration Date: 31/05/2030 Manufacturing Date: 26/05/2025
Mfgq. Instructions (Code/Vers.): MI-CS-0003/Vers.:11 Pack. Instructions (Code/Vers.): MI-C5-0643/Vers.:01
Importing Country: UKRAINE MA No.: UA/20655/01/02
Total Units Released: 5250 boxes No. of Retained Samples: 06 boxes
APl info: o
GSA Lot No.: 24100083  Supplier’s Lot No: BL-24002(JM-01)-001
‘Name: AARTI PHARMALABS LIMITED Address: UNIT {V, PLOT No. E-50, MIDC, TARAPUR, TALUKA &

DISTRICT - PALGHAR, PIN -401 506, MAHARASHTRA, INDIA
‘Manufacturing Site Info: o - B
Name: GENEPHARM S.A. | Address: 18 km Marathonos Avenue
15351 Pallini, Greece

‘Authorization No.: 0000000073/23/1 GMP Certificate No.: 115156/5-12-2022
Name and position/title of person authorizing the batch | N.GRAVOS
release, if applicable Head of Quality Control, Qualified Person
Packaging Site Info: -

Name: GENEPHARM S.A. | Address: 18 km Marathanos Avenue
o SV — R — I 15351 Pa“ll’ll, Greece

Authorization No.: 0000000073/23/1 ' GMP Certificate No.: 115156/5-12-2022
Name and position/title of person authorizing the batch N. GRAVOS
release, if applicable Head of Quality Control, Qualified Person
Testing Site Info: - B
Name: GENEPHARM S.A. | Address: 18 km Marathonos Avenue

" e — - 15351 Pa"ll’ll, GI'EECE

‘Authorization No.: 0000000073/23/1 GMP Certificate No.: 115156/5-12-2022
Name and position/title of person authorizing the batch N. GRAVOS
release, if applicable Head of Quality Control, Qualified Person
| Batch Deviation Investigations:

Deviation Numbers 1 ; Resolved

| Change Control NoGs}: 55 o

Implementation of a change control from this batch (first batch Yes [] No ] NAR
impacted by the change)
Comments: Commission Code (if required & different from Product Code): N.A.

Yes [] No [] N/A X

| hereby certify [X] confirm [] that the above information is authentic and accurate. The aforementioned batch of product has
been manufactured, including packaging / labeling and quality control at the above mentioned Site(s) in full compliance with the
GMP requirements of the EU and the local Regulatory Authority, the valid Technical Agreement between Contract Giver/ MAH and
Genepharm S.A. and with the specifications in the Marketing Authorization for the product granted to the correspending
Marketing Authorization Holder (MAH)/Contract Giver {(CG), as approved by the Regulatory Authorities in the Territory or product
specification file for Investigational Medicinal products. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with EU GMP. As therefore,

[C] The batch is Released for dispatch
[{ The batch is certified for Release for sale

taking into consideration that:

MAH/CG is responsible for product transportation in a manner that does not adversely affect its quality and should be
strictly as per GDP guidelines.

MAH/CG is responsible to upload product-packaging data to the European Hub before the medicinal product is
transferred to saleable stock {in case of medicinal product harmonized with requlation 2016/161).

Qualified Person: l’llkola 05, Msc Date: ..273)..6.3/" W Signature: .....
Flead of Qua:‘; < Chem;
mist
M ontol, Quai fed Percyy
Luvnupéva No. 01 GENEPHARM S.A.
LP QA 008 / Exoom No 12 18*Km. Marathonos Ave
153 51 Pallini
Greece

Tel: (+30.210) 60.39.336
Fax: (+30.210) 60.39.402
E-mail: iInfo@genepharm.com
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PRODUCT: BICALUTAMID-VISTA AC 150MG FILM COATED TABLETS BT X 30  Batch No.: 251274
Bulk Lot No.: 2512464

Quantity: 5250boxes Exp. Date: 31/05/2030
Mfg Date: 26/05/2025 Pack. Date: 11/06/2025
Mfg Instructions (Code/Vers.):MI-CS-0003/Vers.:11 Pack. Instructions {(Code/Vers.): MI-CS-0643/Vers.:01

Mfg Site: GENEPHARM S.A.

QC Testing Site: GENEPHARM S.A.

Pack. Site: GENEPHARM S.A.

Specification No.: PCR-0071 | Ref. Doc.: PRI 01206

CERTIFICATE OF ANALYSIS

TESTS METHODS SPECIFICATION RESULTS

Appearance TM-2524 White, round, biconvex, scored, film coated Complies
tablets

Diameter TM-2119 10.5mm + 0.2mm 10.4mm
Identification TM-1045
HPLC RT Conforms to that of reference standard Complies
UV- Vis Maxima at 215nm and 270nm Complies
Lossondrying TM-1046 | NMT2% | 07%
Average'Weight & Weight TM-1048 388 mg 5% | 388mg
Disintegration TM-1049 Max 30min in H20 | D&min 1ésec
Dissolution TM-1043 Q 2 75% in 30 min 103.7%
Uniformity of content TM-1042 AV10 620 abs <15.0 | Av=238

H not, AV.i301ae: <15.0
And for all individual units 0.75M<x<1.25M

Assay (HPLC) TM-1041 142.5 - 157 5mg (95.0 - 105.0%) of Bicalutamide | 147.2mg (98.1%)
label claim

Related Substances (HPLC} TM-1044

BiK- Amine NMT 0.05% | N.D.

Individual unknown impurity NMT 0.20% | 0.01%

Total tmpurities NMT 0.5% 0.03%

Identification of coloring agents: TM-1050 '

Titanium Dioxide (E171) Appearance of yellow coloration Complies

Microbiological Quality TM-2248 ' ' - '

TAMC NMT 103cfu/g Not Performed

TYMC ' - NMT 102cfu/g Not Performed

Escherichia Coli Absence in 1g Not Performed

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging / labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the EU and
the local Requlatory Authority and with the specifications in the Marketing Authorization or product specification file for
Investigational Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and found to
be in compliance with GMP. Any deviations were assessed according to the internal established QA procedures.

DATE: APPROVED BY (QC Manager/QP or QC Supervisor):
k i ead ¢ Ch
ity fonrr ol emist
> QW'ﬁed-Pa

GENEPHARM 5.A. Page 10f1
18 Km. Marathonos Ave
153 51 Pallini
Greece Iuvnpupévo No., 02
Tel.: {+30.210) 60.39.336 LP QA 008 / ExSoon No 12

Fax: (+30.210) $0.39.402
E-mail: info@genepharm.com
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