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224, 1st Floor, Phase-1, Naraina Industrial Area, Delhi-110028,
INDIA, Phone: 011 —41613355. Email: info@aprazer.in

APRAZER

CERTIFICATE OF ANALYSIS
Brand Name of the Product: ABIRAKAST-250
Generic Name of the Product: | ABIRATERONE TABLETS (250 mg)
Batch No.: ACT2302ABA A.R. Number: FPACT2302ABA
Mfg. Date: 04/2023 Date of Sampling: 06/05/2023
Exp. Date: 0372025 ‘| Date of release: 12/05/2023
Batch Size: 73000 Tablets Reference: P
S.NO TEST SPECIFICATION RESULT
White coloured, oval shaped,
1. Description biconvex, uncoated tablets, plain on | Complies.
both sides.
Identification In the assay, the principal peak in the |
[By HPLC] chromatogram obtained with the test
¢ B solution corresponds to the peak in | Complies.
the chromatogram obtained with the
reference solution.
’ 550.0 mg + 5.0%
3. Average weight (522.5 mg to 577.5 mg) 562.86 mg
Not more than 2 of the individual
4 Uniformity of weights deviate from the average Min=-1.91%
3 weight weight by more than 7.5% and none | Max=+1.61%
deviate by more than 15%.
. % Thikness 5.90mm - 6.50mm 5.92mm — 6.25mm
6. Length 15.80mm - 16.20mm 15.81mm — 16.05mm
: 5 Width 8.30mm - 8.70mm 8.33mm — 8.59mm
Remarks : In the opinion of the undersigned the sample complies / does not cemply with the

\IP/BP/USP/In-House Specifications.

Analysed By @ Checked by @w’} Approved By Q%_?
Name (Taumtzney) FKec | Name Rhaodd Meken | Name %\\Q\M\J
Date )2)05/202.3 Date 372022 | Date \2] o8] 2022

Manufacturing Plant: Aprazer Healthcare Pvt. Ltd. Village Kotla, PO - Barotiwala,
Distt. Solan, Himachal Pradesh — INDIA
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8. |[ByHPLC]

less than 80% [D=75%, D-5] of the | Mraximum: 97.24%
labeled amount that dissolve in 60 Average: 95.18%

CERTIFICATE OF ANALYSIS

Brand Name of the Product: ABIRAKAST-250
Generic Name of the Product: | ABIRATERONE TABLETS (250 mg)
Batch No.: ACT2302ABA A.R. Number: FPACT2302ABA
Mfg. Date: 04/2023 Date of Sampling: 06/05/2023
Exp. Date: 0372025 Date of release: 12/05/2023
Batch Size: 73000 Tablets Reference: P

Bhinsssibiii Each individual unit should not be Minimum: 92.39%

minutes.
Single unknown impurity- NMT 0.05%
9. Related substances | 0.5% 0'05';
Total impurities — NMT 1.0% o
Assay- Each
uncoated tablet
10 contains:
" | Abiraterone Acetate | 225.0 mg to 275.0 mg 253.63 mg
IP 250mg (90.0% to 110.0%) 101.45 %

Remarks : In the opinion of the undersigned the sample comiplies / dees—not comply with the
\[P/BP/USP/In-House Specifications.

Analysed By % Checked by I 7@‘”% Approved By @
Name 1 tegn e | Name Fhook tiel™ | Name %MU
Date /2/s5/2023 | Date (2 or7dooz 1 | Date 1905 2022
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