AstraZeneca%

MponzeoacTeo BenukoGputaHum
Cunk Poya buanec MNapk

YapTep Beid

Makknecdung
Yewwup SK 10 2NA

Aurnus

Ten: +44 (0) 1625 582828
Pakc: +44 (0) 1625 422266

CEPTU®UKAT AHAITU3A

KACO[JEKC TabneTku, NnokpbIThbie NeHOYHON 06onoukoit 50 Mr, 6nucrepsi

Homep cepum:

[aTta npouzBogcTBa:
lNopgeH po:
CrtpaHa-umnopTep:

Homep nuueHsumn Ha
NpPOU3BOACTRO!

Homep perncrtpaumoHHoro

yOOCTOBEepPeHUA:

NOKA3SATENL/METO

OnucaHue

PactBopeHue

OaHopoaHOCTb
A03UPOBaAHUA

Konu4yectBeHHOe
onpepgeneHue
Bukanyrtamupga, BAOXX

MoanuHHOCTL, BIXKX

2x14, na4ykun KapTOHHbIE
SY204
Mawn 2025 r.
Anpens 2030 1.

Poccuiickas Penepauuns

17901

1M-Ne(006422)~(Pr-RU)

HOPMBbI

Kpyrnsle, aBosikoBbInyknble, 6enble
TabneTkn, NOKPLITLIE NNEHOYHON
obonoyko, ¢ rpaBupoBkoit Cdx50 Ha
OLHOW CTOPOHE M NOrOTUMNOM — Ha
OpYroi.

CootsetcTByeT TpeboBaHusAM
dapmakonen CLUA. Q=75 yepes 45
MUHYT.

CooteetcTByeT TpeboBaHuam EBp.
dapmakonewu.

95.0 - 105.0% oT 3asBneHHoro
KonuyecTea

CoOTBETCTBYET YTBEPKAEHHOM
cneundukaumnm

CtpaHuua 1 3 3

PE3YNbTAT

CooTBeTcTBYET

CooTtBeTcTBYeT

CooTtBertcTByeT

96,4 % ot
3asBMEeHHOro
KonuyecTsa

CootBeTcTByeT

Omyem: 2358456



ASt razeneca% MponssogcTso BenukoBputanum

Curik Poyg Buanec MNapk
YapTtep Beit

Makkneccung

Yewwup SK 10 2NA

AHrnng

Ten: +44 (0) 1625 582828
dakc: +44 (0) 1625 422266

CEPTUDUKAT AHANU3A

KACOLOEKC TabneTtkuy, MOKPLITLIE NNEeHOYHOI 060n0YKoIk 50 mr, 6nucTepei
2x14, na4ku KapTOHHbIe

Homep cepuu: SY204

Aata npoussoacTra: Mai 2025 r,

Fogex po: Anpens 2030 .
CTpaHa-MMnopTep: Poccuiickas ®enepauus

Homep nuueHsum Ha
npousBoacTBO: 17901

Homep perucrpaumonnoro HH-N9(006422)-(PF-RU)
YAocToBepeHus:

KoMmeHnTapuu:
HopmaTtusHbiit OOKYMEHT 11I‘l-NQ(006422)-(PF-RU)-020824

ADC: Bukanytamug

MNpounasogutens ADC: Skcenna Mv6X u Ko, I epMaHus
HiopH6Gepr Ltpacce 12, 90537 deyxr, Fepmarnus

MNpoussogcTseo: Kopaoen ®apma mbX, OTTo-XaH-LLITpacce 1, 68723, MnaHkwTagr,
"epmaHus DE_BW_OT_GMP‘202250197

Mepsuynan ynakoska, BTOPUYHasa ynakoska, BbINYCKaLLMIA KOHTPONbL KayecTsa:
AcTpa3eHeka KK Numuten, Cunk Poyn BusHec Mapk, Makknceung, Yewwmp,
BenmxoGpMTann, SK10 2NA

UK MIA 17901 Insp GMP 17801/10117-0054

HuxeykasanHoe Obino npoBepeHo nocpeacrsom ncnonb3oBaHus

Kputepun PesyneTtar
npuemnemocTu
B cooteTcTBUM ¢ HA CooTBeTcTBYET
B cooteTcTBUM ¢ HA CootBercTBYeT

Crpanuya 2 ua 3

Omvyem: 2358456



AstraZeneca§

lMpounzeopncreo BenukoBputanuu
Cunk Poyn Buanec Mapk
Yaprep Beii

Makkneccoung

Yewwup SK 10 2NA

AHrnmna

Ten: +44 (0) 1625 582828
®Pakc: +44 (0) 1625 422266

CEPTUDUKAT AHANU3A

KACOAOEKC TabneTkuy, NOKPLITLIE NNeHoYHOo obornoukon 50 Mr, GrncTepel
2x14, navku KapTOHHble

Howmep cepun: SY204

Oara nponssopcrea: Mai 2025 r.

Foaex po: Anpens 2030 r.
CTpaHa-wmnop'rep: Poccuickas Penepaums

Homep nuuenaun Ha
npoussogcTrO:! 17901

Homep perucTpaumonHoro HH-N9(008422)-(F'F-RU)
ynoc*rosepel-mn:

Ka4ecTea, Ha BbilueykazaHHoI fbonsBoacTBEHHOM Nnowanke & MOIHOM CoOTBETCTBUM
TpeboBaHuamMu GMP MECTHOro perynstopHoro opranHa u cneundmkayusmuy, YKasaHHbIMY
B perncrpaumoHHom YAOCTOBEpEHUM MMNOpTUpyloWen  cTpambl, MpoTokonkl

MponsBoAacTBa cepum, ynakosku NPOBEAEHHbIX aHanu3or NPOBEpPEHbI 1 COOTBETCTBYIOT
TpeboBaHmam GMP.

Homep cepuun AdC: 2306843

PaspeLlenne Ha peanusaumio vcknioyaet Benbruio u Weewuio,

BeinyweHo: ®un Y. Oasuc YNOnHoMoYeHHoe nmuo (exegHesHoe
AOKYMEHTMpOBaHMe)

YnonHoMoyeHHoe nmuyo

Harta Bbinycka: 24 HOsIGps 2025 r,

CrtpaHuua 3 us 3 i
Omuem: 2358456



AstraZeneca .-

AstraZeneca UK Ltd
Charter Way

Silk Road Business Park
Macclesfield

Cheshire, SK10 2NA
United Kingdom

Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Casodex, Film-coated tablets 50 mg, blisters 2x14, carton packs
Batch Number: SY204
Date of Manufacture: May-2025
Date of Expiry: Apr-2030
Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901
Marketing Authorisation Number: J1M-Ne(006422)-(Pr-R U)
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Description Round, biconvex, white film-coated Complies

Average Bicalutamide Content by HPLC
Identity, HPLC
Dissolution

Uniformity of dosage units

tablets. The tablets will be intagliated:
Cdx50 on one side and a logo on the

other side.
95.0 - 105.0 % Iabel claim 96.4 % label claim
Complies with the approved test. Complies

Complies with the requirements of the Complies
United States Pharmacopoeia. Q=75
after 45 minutes.

Complies with the PhEur. Complies

Page 1 of 3
Report: 2358456



AstraZeneca .

AstraZeneca UK Ltd
Charter Way

Silk Road Business Park
Macclesfield

Cheshire, SK10 2NA
United Kingdom

Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Casodex, Film-coated tablets 50 mg, blisters 2x14, carton packs

Batch Number:

Date of Manufacture:

Date of Expiry:

Importing Country:

Manufacturing Authorisation Number:
Marketing Authorisation Number;

Comments:

SY204

May-2025
Apr-2030

Russian Federation

17901
J'IFI-NQ(006422)-(PF-RU)

Normative document IN-Ne(006422)-(Pr- -RU)-020824

APl name: BICALUTAMIDE

APl Manufacture:

Excella GmbH & Co. KG Germany
Nurnberger Strasse 12, 90537 Feucht, Germany

Drug Product Manufacture and Testing:
Corden Pharma GmbH, Germany

Otto-Hahn-Strasse 1
DE__BW__O‘I_GMP_ZO

Primary packaging,
AstraZeneca UK Li

Silk Road Busines

68723 Plankstadt, Germany
22 0197

Secondary Packaging and Batch Release:
mited, United Kingdom
s Park, Macclesfield,

Cheshire SK10 2NA, United Kingdom
UK MIA 17901 Insp GMP 17901/101 17-0054

The following have been
systems and other quali

verified through system checks by validated computerised
ty management systems:

Test Acceptance Criteria Result

Packaging Complies to the normative document Complies
Labelling Complies to the normative document Complies
Expiry Complies to the hormative document Complies
Storage Complies to the normative document Complies

Page 2 of 3
Report: 2368456



g AstraZeneca UK Ltd
P Charter Way
AstraZeneca . Silk Road Business Park
Macclesfield
Cheshire, SK10 2NA
United Kingdom
Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Casodex, Film-coated tablets 50 mg, blisters 2x14, carton packs
Batch Number: SY204
Date of Manufacture: May-2025
Date of Expiry: Apr-2030
Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901
Marketing Authorisation Number: JN-Ne(006422)-(Pr -RU)

APl batch: 2306843

Marketing Authorisation excludes supply to market(s) Belgium, Sweden

Released by : Phil CH (QAD) Davies QP Daily Register execution

Qualified Person

Released On : 24-Nov-2025

(This electronic signature is the legally binding equivalent of 3 hand written signature)
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