TEPKABHA CJYKBA 3 JTIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMMH y m. KHEBI

npoB. Hayii CeitimuHoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo AKicTH BBE3eHOro B YKpaiHy JiKapchKoro 3ac00y

10.09.2025 Ne 45240/25/26

BIKAJTYTAMIJ-BICTA AC

(HaiimenyBanins JlikapckKoro 3aco0y 3riiHO 3 peecTpaLiHHIM MOCBIZYEHHAM)
Ta6JIeTKH, BKPUTI IUIIBKOBOIO 060JI0HKO0, 10 50 Mr, 1m0 10 Tabjerok y Guicrepi; mo 3
GJiicTepH y nauui 3 KApTOHy

(popma BUTTYCKY, O3YBAHH, BHIL TAKYBaHHS JIiIKapCbKOTO 3acoby)
Homep peecrpauiiitoro nocsizuenns UA/20655/01/01 crpox nif peectpaniiinoro nocsixents 08.11.2029
Cepis mikapcbkoro 3acoby Ne 251272 KinbkicTs BeseHoro mikapcekoro 3aco6y 1000

Bupobuuk JDKEHE®APM, C.A., I'pentig

(nattMenyBans BUpo6HIKa JliKapcLKoro 3acoby, kpaina NOXOJUKCHHS)

Beesero B Ykpainy TOBAPUCTBO 3 OBMEXXEHOIO BIIITOBITAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(waitmenyBanHs Ta koxt 3a €JIPTIOY ropuanuHoi ocobu aGo npi3BuILeE, iM'A, 11O 6aTEKOBI (isHUHOT
0cobH - mignpremud, i Miclle TPOKHUBAHHA Ta peecTpatiinni HoMep 0611iKOBOT KapTKH ILIATHHKA
TojaTkiB abo cepist Ta HoMep TacnopTa)

Iporokoa Bizyansnoro kourpoo six 09.09.2025 Ne 3308/01.10-25/4.

3a pesyapTaTaMM JAEPKABHOTO KOHTPONIO BCTaHOBJIEHO, IO nikapcekuii  3aci6  BBeseHO B YKpaiHy 3

JOTPHUMAHHAM BrMOr 3aKOHOJABCTBA U010 3a6e3neueHHs IKOCTI JIIKapchkuX 3acobib.

HavansHuK Muxkona XOJIOJIEHKO

(nocazosa ocoba oprany AepKaBHOTO KOHTPOIIO) (minnuc) (imiuiany Ta npizBUILE)

M.IL



CEPTU®DIKAT BIANOBISHOCTI CEPII
(MiaTsepameHHn BIANOBIAHO A0 YuHHOTO foaatky 16 €C GMP-Guide)

Hassa npoaykty: BIKANIVTAMIA-BICTA AC

Cuna aii/ AktusHicrb: 50 mr / Bikanytamia

Homep cepii: 251272 Homep cepii Bulk: 251261
Tepmin npuaatHocri: 31/05/2030

Bupo6Huya iHcTpyKuin (koa/ Bepcia ): MI-CS-0010/ sepcin : 09
KpaiHa-imnoptep: VKPAIHA

3aranbHa KinbKicTb BUNYLLEHWX oAnHULLb: 3280 ynak.

Nikapebka dopma: TABJIETKK, BKPUTI [1IBKOBOIO OBO/IOHKOHO
Kopa npoayxTy: 02-BIMS00500UA030

Posmip / Tun ynakosku: YNAKOBKA X 30 BNICTEPIB 3 X 10
[ata BUrotoBNeHHsA: 22/05/2025

MaKysanbHa iHCTpyKLia (kog/ Bepcia ): MI-CS-0642/sepcis:01
Neo PMN: UA/20655/01/01

KinbricTb 36epemeHnx 3paskis: 11 ynakosok

Inpopmauia npo API:
Homep cepii GSA : 24100082
Hassa: AARTI PHARMALABS LIMITED

Homep cepii nocrauanbHiuka: BL-24001 (JM-01)-001

Appeca: 5/10K IV, AITAHKA Ne E-50, MIDC, TAPAMYP, TANYKA &
DICTPIKT-NANITAXAP, IHOEKC -401 506, MAXAPALLITPA, IHAIA
CEP: R1-CEP 2012-223- -Pes. 00

IndopmaLlia Npo BUPOBHUUKIA MakaaHuUMK!
Hassa: AEHEDPAPM, C. A.
Homep niuensii: 0000000073/23/1

Anpeca: 18 km MapadoH Asetio, Mannini, 15351, Mpeuis
Ceptudikat GMP Ne: 115156/5-12-2022

Im'st Ta nocaga ocobu, AKa YNOBHOBAXKYE BUNYCK cepii, AKLLO
3aCTOCOBHO

H. TPABOC
HauyanbHUK BiAAINY KOHTPOAIO AKOCTI, YNoBHOBaXKeHa ocoba

IHdpopmaLis NPo caiiT ynakoBKu:
Haspa: AKEHEDAPM, C. A.
Homep niuensii: 0000000073/23/1

Aapeca: 18 km MapadoH AseHio, Mannini, 15351, Tpeuis
Ceptudikat GMP Ne: 115156/5-12-2022

IM's Ta nocaaa ocobu, AKa yNOBHOBAXYE BUNYCK cepii, AKWO
33CTOCOBAHO

H. TPABOC
HauanbHUK BiA4iNY KOHTPOIO AKOCTI, YNOBHOBAXEHa ocoba

IHdpOopMaLlia NPO CaIT TECTYBaHHA:
Haszsa: IKEHEPAPM, C. A.
Homep niueHsii: 0000000073/23/1

Aapeca: 18 km MapadoH Asenio, Mannini, 15351, Mpeyin
CepTudikat GMP Ne: 115156/5-12-2022

Im'si Ta nocafa ocobu, AKa YNOBHOBAXKYE BUMNYCK cepil, AKLL0
33cTOCOBaHO

H. TPABOC
HauanbHUK BifAiNY KOHTPOAIO AKOCTI, YosHoBaXeHa ocoba

JLochigmeHHn sBiaxnaeHb cepii:

Homepa sBigxunexb BupiweHo

Tak [ Hi O H/A X
3miHa KoOHTpoAto Homep(u):
BrnpoBafXeHHs KOHTPOAIO 3MiH i3 Ui€l cepil (nepwa cepis, Ha ARy Tak O HiD H/A

BRJIKHYNU 3MiHK)

KomenTapi: Kog Komicii (aKwio noTpi6Ho Ta BigPI3HAETLCA BiA KOAY Tosapy): H/A (He 3acTocoByeTbca)

Lium 3acsiguyro [XI nigreepmxyto [ wo HaBedeHa BULLE iHdopMaLlisa € AOCTOBIPHO Ta TOUHOW. BulllesasHaveHa cepis NPoAyKTY
Gyna BUrOTOBMEHA, BKMIOMAIOYM NEKyBaHHs/MapKyBaHHA Ta KOHTPOINb AKOCTI Ha BUlLe3a3HaueHill JinsHUi(kax) y NoBHIA
BignosiaHocTi go sumor GMP €C Ta micueBoro perynstopHoro opraHy, YUHHOT TEXHIYHOT yroau Mk KoHTpakToaasuem/BnacHukom
peecTpaliiiioro nocsigueHHst Ta [bkenedapm C. A. i 3i cneyudikauiaMy B peecTpauiiHoMy [0CbE Ha MPOAYKT, HajaHOMYy
BianosigHoMy BracHuky Peectpauliiitoro Mocsiauerns (BPT) KoHtpakronastem (KO), 3aTBepmMKeHOMY PEryrnsTopHUMU opraHamu
Ha TepuTopii, abo hainu creuudikauii npoayKTy Ans AOCIIMKYBaHNX nikapcskux 3aco6is. 3anucu npo 06pobKy cepi, nakyBaHHsA
Ta aHania Gynu NepernsaHyTi Ta BU3HaHi Takumm, Wwo BignosigaioTs GMP €C. Tomy,

[] Cepis BunyweHa ansa Bianpasku
[X] Cepisi cepTuchikoBaHa ANs BUNYCKY B npoAax

Gepyyn Ao ysaru, Wo:

- BPI/ KO Hece signosigansHicTs 3a TpaHCNopTyBaHHA NPOAYKTY TakuM HUHOM, Wob Lie He BINWHYIO HEraTUBHO Ha 1oro
akicTb | cyBopo Bigriosigano iHcTpykuism GDP.

- BPI/ KO Hece BignesifasnbHICTb 3a 3aBaHTaXeHHs) AaHUX NPo yNakoBKy NMpoaykTy B €Bponencbkuid LeHTp A0 TOro, fK
nikapcekuit 3acib Byne nepeMmilleHo Ha ToBapHuii sanac (y BUNagky nikapcbkoro 3acoby, rapMOHi30BaHOro 3 perfiaMeHToM
2016/161).

Nignuc: [1idnuc

Hikonac Mpasoc, MaricTp ximik Dara: 27/06/2025

KepiBHuK Bigainy cuctem sikocti, YO

YnoBHoBaxeHa ocoba:

Suvnndve Mo, 01
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Homep cepii: 251272

MPOAYKT: BIKANYTAMIA-BICTA AC 50 mr TAB/IETKU, BKPUTI NIBKOBOKO OBO/IOHKOIO Ne 30 e :
’ ‘ - - Homep cepii Bulk: 251261

‘KianiCTbZ 3280 ynak ‘ ‘ i TepMi”HV n‘pﬁ,q‘amocﬁ:' 31/05/2030

[lata BMpobHKLTEA : 22/05/2025 ’ ’ B  faTa nakyBaHHA: 11/06/2025 '

Bupo6uuua incTpykuis (koa/ Bepcia ): M‘I-CS-0010/ sepcia : 09 ' 'JnaKyBaana iHcTpykuina (koa/ Bepcia ): Mi-CS-0642/8epciﬂ:01

BupobHuuuii maitpaanumnk: AKEHEDQAPM, C. A. . ' )

CaliT TecTyBaHHs KA: ,D.H(EHE¢APM, C.A.

CaiiT ynakosku: KEHEGAPM, C. A.

Cneum)ikéuin Ne: PCR-0O41 bnocunaHHn Dok.: PRI 01206

CEPTU®DIKAT AHANI3Y

TECTU METOAOM CNELN®PIKALIA PE3YNbTATU
i Kpyrni, asoonykni, 6inoro Korbopy TabneTkn, BKpUT ' )

Onwe Tht-2524 nniskoBot 060NOHKOK, BiNcEpRe
Liametp TM-2118 [ 6,5 Mm = 0,2 MM 6,4 MM
lneHTudikaLin

BEPX TM-1045 |4Y ignosigae sHaueHHIO PO3YUHY MOPIBHAHHS Bianosinae

Yo MakcumMyM nikis npu 215 Hm Ta 270 HM Bignosigae
BTpati npu BUCYLLYBaHHI TM-1046 |He 6inbwe 2,0% 1.6 %

CepepgHs Maca TM-1048 |129,7 mr £7,5% 129,4 mr
PoanapaHHa TM-1049 | MakcumansHo 30 xe8 B H20 0,5 xB 58 cek
PosuvHeHHst TM-1043 | Q 2 75% 3a 30 xB 95,5 %
OpHopigHicTE Ao30BaHuUX oanHnue | TM-1042 | AV 4g 16 30 1asn. < 15,0 AV=41

AV ans seix 30 Tabn. <150
Ta ans seix okpemux Tabrnetok 0,75M<X4<1,25M

KinbkicHe BuaHaveHHs (BEPX) TM-1041 | 47,5 - 52,5mr (95,0-105,0%) BikanyTamigy sia sasisnexoro| 48,7Mr (97,4 %)
CynpogiaHi fomiwku (BEPX) TM-1044

Bik-amine He 6inblwe 0,05 % He BusiBneHo
Bynl?-nka iHOuBIayanbHa Hesigoma He Ginbwe 0.2 % 0,01%

JOMillKa

Cyma [oMilLoK He 6inbwe 0,5 % 0,03%
lneHTudpikauis 6apeHukis: piokeun | TM-1050

Tutany (E171) MNosBa xoBTOro 3abaperieHHs Bignosigae
MikpoGionoriuHa yucToTa TM-2248

TAMC < 103 KYOfr He BuKoHYyBaBC#
TYMC < 102 KyOI/r He BUKOHYBaBCH
Escherichia coli BigcyTHicTb y 11 He BuKoHyBascA
Lium s saceiguylo, Wo HaBefeHa Buwe iHopmalis € [OCTOBIpHOI Ta TouHow. Lis cepisi npoadykty Byna BurotosreHa,
BKMIOYAIOUM NAKYBaHHA/MAPKYBaHHS Ta KOHTPOMb AKOCTI Ha BULLIe3a3HAueHNX pinsiHKax, y NOBHIA BignosigHocTi Ao BuMor GMP
€C Ta MiCLIEBOro PerynsTopHOro opraHy, a Takox o cneuudikaiiv, HaBefeHUX Y PeecTpalifiHoMy NOCBIOYEHHi NPOAYKTY ANs
nikapcekoro 3acoBy. 3anucu cepiliHoi 06pobku, nakyBaHHs Ta aHaniay, skuo ue 6yno 3actocosaHo, Bynw nepernaxyTi Ta
BW3HaHi TakMMmu, WO BignosigarTs GMP. Byab-aki BigxuneHHs Gynu OliHEHi BIANOBIAHO [10 BCTAHOBMEHWX BHYTPILLHIX
npoLeayp 3abeaneyeHHA SKOCTI.

OATA: 3ATBEPIKEHO (MeHemxep 3 koHTponto akocri (KA) abo Kepiexuk sigainy KA):

27/06/2025 Hikonac MpaBoc, MaricTp ximik
KepisHuk Biaginy cucrem sakocti, YO /mgnuc/

CropiHka 131
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BATCH CERTIFICATE OF COMPLIANCE

{Confirmation according to current Annex 16 EU GMP-Guide}

Product Name: BICLUTAMID-VISTA AC ‘ Dosage Form: FILM COATED TABLETS

Steangth / Potency: 50mg / blealutamid Product Code: 02-BIMSO0500UAD30

Batch Nos 251272  Bulk Lot Nos 251261 Pack Size / Type: BT X 30 BL3 X 10

Bxpivation Date: 3140572030 Manufacturing Datve: 22/05/2025

Meg. Instructions {Code/Vers.) MI-CS-0010/ Vers. .09 Pack. Instructions (Code/Vers.): MI-CS-0642/Vers.:01

Importing Country: UKRAINE MA No.: UA/20655/01/01

Total Units Released: 3280 boxes No. of Retainad Samples: 11 boxes
P e

GSA Lot No.: 24100082 " Supplier’s Lot No: BL-24001(JM-01)-001

Name: AARTI PHARMALABS LIMITED  Address: UNIT IV, PLOT No. E-50, MIDC, TARAPUR, TALUKA &

" DISTRICT ~ PALGHAR, PIN -401 506, MAHARASHTRA, INDIA
CEP: R1-CEP 2012-223-Rev 00

Manufacturing Site Info:

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 M. GRAVOS
refease, if applicable Head of Quality Controf, Qualified Person
Packaging Site Info:
Narme: GENEPHARM S.A. Address: 18 km Marathonos Avenue
. 15351 Paltini, 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 Infor
‘Name: GENEPHARM S.A. ’ . Address: 18 km Marathonos Avenue
_ 15351 Pallini, Greece
Authorization No.: 0000000073723/ ~ GMP Certificate No.: 115156/5-12-2022
Name and pd"sition/titté‘E“f"“gér:;;‘rrauthorizing the batch N. GRAVOS

ff{???%?‘?; if applicable

e, . | Head of Quality Control, Qualified Person
Bateh Deviation nvestigations: '

Deviation Numbers : Resclved

Yes [} No [] N/A
Change Contral No(): | | | e R
implementation of a change control from this batch (first batch Yos ] No [] N/A TR

impacted by the change)
Commenss: Commission Code (i required & different from Product Code): DA,

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

[T} The batch is Released for dispateh
4 The batch is certified for Release for sale

taking into consideration that
« MAM/CG is responsible for product transportation in a manner that does not adversely affect its quality and should be
strictly as per GDP guidelines,
- MAMH/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 regulation 20167161).

e , G 9 ] o "
' | dph Tl LY,
Qualified Persan: Mikolags Gravog MSe ¢ DOLE! crvsnsoos s Signature: iml% ................
‘eadof Quats r ot Lhemj
U&éify('o,«}t st i
0ntrof, Qua
Suvnpgévo No. 01 Qualified Person GEZ‘{EPMAW SA
LP QA 008 / Exboon No 12 1?‘3‘ K;ﬂéfv‘!’m?thonas Ave
51 Pallin
Greece

Tel: (#30.210) 6039336
Fax: (+30.210} 60.39.402
t-mailz info@genepharm com



"PRODUCT: BICALUTAMID-VISTA AC S0MG FILM COATED TABLETS BTX30  Batch No.: 251272

Bulk Lot No.: 251261
Exp. Date: 31/05/2030
- Pack, Date: 11/06/2025 _
* Pack. Instructions (Code/Vers.): MI-CS-0642/Vers:01

Quantity: 3280 boxes
Mty Date: 22/05/2025
' Mfé Instructions fCéd@Nérs.}:MhCﬁ»éO"i{}Nefs.:{}‘}‘
Mfg Site: GENEPHARM S.A. o
- QC Testing Site: GENEPHARM 5.4,
Pack. Site: GENEPHARM S.A.

Specification No.; PCR-0041 . Ref. Doc: PRIO1206

CERTIFICATE OF ANALYSIS

TESTS METHODS SPECIFICATION RESULTS
Appearance C U TM-2524 White, round, biconvex, film coated tablets Complies
Diameter TM-2119 | 65mm £ 0.2mm ) ' ’ b.4mm
Identification TAM-1045 '
HPLC RY Conforms to that of reference standard Complies
UV- Vis Maxima at 215am and 270nm Complies
Loss on drying CTM-1046 | NMT2.0% - ' ‘ 1.6%
Average Weight & Weight TM-1048  § 129.7 mg = 7.5% 1294mg
Disintegration TM-1049 | Max 30min in H20 ~ DSroin 58sec
Dissolution TM-1043 Q275%in30min " 95.5%
Uniformity of content TM-1042 | AV, o oo S15.0 CAV =41
1 not, AVai 3t $15.0
And for all individual units 0.75M<<1.25M
Assay (HPLC) TM-1041 47,5 -52.5mg (95.0 -~ 105.0%) of Bicalutamide  48.7mg (97.4%)
label claim
Related Substances (HPLC) TM-1044 N
BiK- Amine NMT 0.05% N
Individual unknown impurity NMT 0.20% 0.01%
Total Impurities NMT 0.5% TO03%
Identification of coiori/ng‘agems: TM-1050 o ) ”
* Titaniun Dioxide (E171) Appearance of yellow coloration Coraplies
“Microbiological Quality TM-2248 o - j '
TAMC - NMT 10%cfulg Not Performed
CTYMC NMT 102cfu/g " Not Performed
Escherichia Coli Absence in 1g " Not Performed
| hereby certify that the above information is authentic and accurate. This batch afprcducthas been manufactured, including
packaging / labeling and quality contral at the above mentioned site{s) in full compliance with the GMP requirements of the EU and
the local Regulatory Authority and with the specifications in the Marketing Authorization or product specification file for
{nvestigational 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: R L Vs APPROVED BY (QC Mana«a&;r/j{l? or QC Supervisory:
Tavo o 0lads Grayog, gy
o3 o5 0don ¢ 495C Chams:
ity o Qulf

GEMEPHARM 5.4, Paga 1of1
. Marathor ’

153 81 Pallind
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