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AstraZeneca UK Limited-
Silk Aoad Business Park - Macclesfield: Cheshire - United Kingdon - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazencca.com

CERTIFICATE OF ANALYSIS
‘CASODEX® 50MG TABLETS 28 TBL

{Tablets, fiim coated, Strength 50mg)
14 tables in a blister; 2 blisters in a carton box
Active Substance: Bicalutamide (S0mg)

pI2US7RIISY

Batch SK831

Date of Manulacture 27" July 2023

Date of Expiry 30™ June 2028

Manufacturing Authorisation Number 17901

Marketing Authorisation Number (s) UA/D185/01/01

TEST ACCEPTANCE CRITERIA RESULTY
Description (Visual analysis) Rowimd, biconvex, white Blm-cowted Complics

tablets, The tablets will be intuglinted: Cdx
3 on one side ard a fogo on the other side.

Dissolution (UV) Complies with the requirements of the Complics
United Stutes Pharmacopoeia. Q=75%
afier 45 minutes.

Uniformity of dosage unifs Complies with the requirements of the Complics

{Uniformity of Mass, Weight) European Pharmacopoeii,

Average Bicalutamide Content 93.0-105.0% of the nominal content 08.0% of the nominal content
(HPLO)

Identification (HPLC) Complies with the approved test. Complics

Microbial guality Shatl comply with the requirements of the N Tested

European Pharmacopoeia when tested

Check this is the latest version of the document before use.
Printed by Elodie Gratiessol on 17 Nov 2023 11:45 GMT+00:00
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AstraZengca UK Limited
Silk Road Business Park - Macclestield: Cheshire < United Kingdonr - BK10 2NA
T +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazenens.onm

CERTIFICATE OF ANALYSIS
‘CASODEX® 50MG TABLETS 28 TBL

{Tablets, film coated, Strength 56mg)
14 tables in a blister; 2 blisters in a carton box
Active Substance: Bicalutamide (50mg)

BooLS7EIISY

Batch SKS851

Date of Manufacture 27" July 2023
Date of Expiry 30" June 2028
Manufacturing Authorisation Number 17901
Marketing Authorisation Number (s) UA/BI85/01/01

Country of Origin: Germuany

Buik Manufactore and QC testing by
Corden Pharma GmbH, Onto-Hahn-Str., Plankstade, 68723, Germany
MIA DE_BW_01_MIA_2016_0030
GMP-Cert : DE_BW_01_GMP_2016_0086

Packaging and Batch Release by
ASTRAZENECA UK LIMITED, SILK ROAD BUSINESS PARK,
MACC TELD, SKHO2NA, United Kingdom
MEA: UK MIA 17901
GMP Certificate Number: 232233408, fucility establishiment identifier
number: 3002830317

Quantity: 1o

Date of Release: 20 September 2023

Closing Clanse:

I herebry certify that the above information is authentic and aceurate. This batch of product has been
munutactured. including packagingflabelling and quality control ut the above mentioned sitedsy in full
compliance witl the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the mparting country, The batch processing and anatysis records were reviewed and
found 10 be in complinnee with GMP.

Released by: Phil CH (QAD) Davices Quality Assurance Group Manager
Qualificd Person

{This clecironic signature is the legally binding cquivalent of a handwritten signature)

Check this is the fatest version of the document before use.
Printed by Elodie Grattessol on 17 Nov 2023 1145 GMT+00:00
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Docament Approvals

Quality Approval

Philip Davies
Phil.Ch.Davies @astrazeneca.com
13-Nov-2023 16:29:15 GMT+0000

Check this is the Laest version ol the dociment before use.
Printed by Elodie Grattessol on 17 Nov 2023 1145 GMT+00:00




