! EMPREE MEDICAMENTS (I) PVT. LTD
W- “{ Finished Product Certificate of Analysis

Name of the Product | PREGAFOX- 300
Generic Name: Pregabalin Capsules 1P 300 mg
Batch No. C2608058 AR No. AR/26/FGR/0467
Mfg. Date 08/2026 Batch Size 7,50,000 Capsules
Exp. Date 07/2029 Date of Release 21/08/2026
Specification No.: FPS/CPIP105/00 Sample Quantity 60 Capsules
License No. : KTK/25/293/91
;2' TEST RESULT SPECIFICATION LIMIT
Hard gelatin capsule having red Hard gelatin capsule having red
1 | Description coloured cap and off white coloured | colored cap and off white coloured
p body containing white coloured body containing white coloured
powder in it powder in it
The  principal peak in the | The principal peak in  the
chromatogram obtained with the test | chromatogram obtained with the test
2 | Identification solution corresponds to the peak in | solution corresponds to the peak in the
the chromatogram obtained with the | chromatogram obtained with the
reference solution. reference solution.
. 0.385 gm+7.5%
3 | Average Weight 0.3870 gm (Limit: 0.357 0 0413 gm)
Max. + 1.85 % . s g
S P—— i ey
Min. — 1.75 % ' gt
S5 | Disintegration test 11 Min 10 Seconds Not more than 30 minutes
Max. = 99.06 %
6 | Dissolution Min. = 95.96 % NLT 75.0 %
Mean =98.15 %
Assay :
Each hard gelatin capsule
7 | contains:
Pregabalin L.P ......... 300 mg 298.66 mg /Cap (99.55 %) 90.0 % to 110.0 %

REMARK: The product complies as per the above specification.
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