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CERTIFICATE OF ANALYSIS

Product Name Abiraterone Acetate CAS No: 154229-18-2
Batch No: 2604001 Manufactured by -
Date of Mfg. APR-2026 Date of Analysis 20/04/2026
Batch Quantity - Date of Retest MAR-2031
Sr. No Test Acceptance Criteria Results
1. Description White to off white powder White powder
2. Solubility Freely soluble in methylene chloride, THF Complies
and toluene; soluble in methanol, ethanol,
ethyl acetate, isobutyl methyl ketone, DMF
and acetone; sparingly soluble in acetonitrile
and DMSO; slightly soluble in hexane; very
slightly soluble in 0.1 N hydrochloric acid;
practically insoluble in aqueous media over a
wide range of pH values
3. Identification
By IR IR spectrum of the sample should be | Complies
consistent with the standard
By HPLC The retention time of the major peak of the | Complies
sample solution corresponds to that of the
standard solution as obtained in the assay
4. Water Content (% w/w) Not more than 0.25
0.06
5. Residue on Ignition (% Not more than 0.25
w/w) 0.09
6.
Related Substances by HPLC
a-Epoxy Abiraterone Not more than 0.10
Acetat 0.05
B-Epoxy Abiraterone Not more than 0.25
Acetate 0.02
Abiraterone Not more than 0.20 Not Detected
Abiraterone Ethyl Ether Not more than 0.20 0.06
Abiraterone Isopropyl Not more than 0.20 0.05
Ether
Any Individual Impurity Not more than 0.10
0.40
Not more than 0.80 0.40
Total Impurities
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7. Not less than 98.0% and not more than | 99.6%
Assay by HPLC (As-is 102.0%
basis)
Storage: Store in air tight container below room Temperature
Conclusion: Product Complies as per above Specifications
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