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llj stne uf flie PREGAFOX 300 Capsules
roduct
Generic Name: Pregabalin Capsules IP 300 mg
Batch No. C2603020 AR No. AR/26/FGR/0172
Mfg. Date 03/2026 Batch Size 15,00,000 Capsules
Exp. Date 02/2029 Date of Release 14/04/2026
Specification No.: FPS/CPIP105/00 Sample Quantity 60 Capsules
License No. : KTK/25/293/91
Sr. No. TEST RESULT SPECIFICATION LIMIT
Hard gelatin capsule having red | Hard gelatin capsule having red
1 Deseription coloured cap and off white | colored cap and off white
coloured body containing white | coloured body containing white
coloured powder in it. coloured powder in it.
The principal peak in the | The principal peak in the
chromatogram obtained with the | chromatogram obtained with the
2 Identification test solution corresponds to the | test solution corresponds to the
peak in the chromatogram | peak in the chromatogram
obtained with the reference | obtained with the reference
solution. solution.
+ 0
3 Average Weight 0.3835 gm (ngjiggir; tc?(i 4/103 gt}
Max. +2.97 % Individual weight shall not
4 Uniformity of Weight deviates
Min. —2.84 % + 7.5 % of the average weight.
5 Disintegration test 12 Min 03 Seconds Not more than 30 minutes
Max. = 99.10 %
6 Dissolution Min. = 94.63 % NLT 75.0 %
Mean = 96.67 %
Assay : \
Each hard gelatin capsule
7 contains:
Pregabalin I.P ......300 mg | 297.55 mg /Cap (99.18 % ) 90.0 % to 110.0 %

REMARK: The product complies as per the above specification.
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