Aprazer Healthcare Pvt. Ltd.reg. office: B-
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-500 MG
Generic Name of the Product: | ABIRATERONE TABLETS (500 mg)
Batch No.: ACT2303ABB A.R. Number: FPACT2303ABB
Mfg. Date: 05/2023 Date of Sampling: 29/05/2023
Exp. Date: 04/2025 Date of release: 12/06/2023
Batch Size: 25000 Tablets Reference: P
S.NO TEST SPECIFICATION RESULT
White coloured, elongated shaped,
: Description biconvex, uncoated tablets, plain on both | Complies.
sides.
Identification In the assay, the principal peak in the
[By HPLC] chromatogram obtained with the test
2 solution corresponds to the peak in the | Complies.
chromatogram  obtained with the
reference solution.
: 1100.0 mg + 5.0%
3 Average weight (1045, mgto 1155 D me) 1099.82 mg
Not more than 2 of the individual
4 Uniformity of weights deviate from the average weight | Min= -3.77%
- weight by more than 7.5% and none deviate by | Max=+1.36%
more than 15%.
5 Thickness 6.20mm - 6.80mm 6.47mm — 6.52mm
6. Length 20.80 mm -21.40mm 21.13mm — 21.17mm
‘5 With 8.80mm — 9.40mm 9.15mm — 9.17mm
Remarks : In the opinion of the undersigned the sample complies / dqes—net—eomply with the

AP/BP/USPAT-House Specifications.

Analysed By @) Checked by [@ Approved By Zg)

T
Name (eutagrs The. | Name B«M\‘ LS Name l Wﬁ’“\
Date 12)06) 2023 Date \2104 )9@73 Date 110 é) o2
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Do Each individual unit should not be less Minimum: 93.61%

than 80% [D=75%, D-5] of the labeled
amount that dissolve in 60 minutes.

Maximum: 98.05%

8. [By HPLC]
Average: 95.08%

Single unknown impurity- NMT 0.5% 0.026%
9. |Related substances | 0.} impurities — NMT 1.0% 0.080%
Assay- Each
uncoated tablet
10. | contains: 450.0 mg to 550.0 mg 497.61 mg
Abiraterone Acetate | (90-0% to 110.0%) 99.52 %
IP 500mg
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