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CERTIFICATE OF ANALYSIS

COMPLIES / PASSES

SAMPLE INFORMATION

23/04/2026

Certificate of Analysis

Name of Product: Liposomal Melatonin Capsule (10 mg) Date of Sampling:

Generic Name: Liposomal Melatonin Capsule Date of Release: 01/05/2026

Batch No.: CCM32601 STP No.: STP/FP/IIF/006-00
Batch Size: 15,000 NOS Specification No.: SPIFP/IIF/008-00
Manufacturing Date: APR. /2026 Sample Quantity: 100 Capsules
Expiry Date: SEP. /2027 A.R. No.: FPNII/F/260004

SpeCiﬁca(ion _m

Physical & Identification

White colour cap & White colour White colour cap & White colour
body hard gelatin capsule body hard gelatin capsule PASS
containing white granular containing white granular

powder powder

Description

Identification (HPLC) The retention time of the major

Ii PAS
peak for liposomal Melatonin ol i X
obtained from test preparation
should correspond to that of
standard preparation as described
under the assay.
Physical Parameters
Disintegration Time NMT 30 minutes 9 min 51 sec PASS
Average Net Content per Capsule 240.0 mg + 10.0% wiw 24464 mg PASS
Uniformity of Net Weight +10.00% wiw +3.25%, -3.94% wiw PASS
Assay
Each Hard gelatin capsule contains 9.00 mgte 11.00 mg 10.61 mg PASS
Liposomal Melatonin 10 mg
Microbial Enumeration Tests
Total Bacterial Count NMT 1000 CFU/gm 80 CFU/gm PASS
Total Fungal Count NMT 100 CFU/gm Nil PASS
Tests for Specified Micro-organisms
E. col Should be Absent / gm Absent/ gm PASS
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Overall Result: The sample COMPLIES as per above Specification.

CONCLUSION

The Liposomal Melatonin Capsule (Batch No. CCM32601) was analyzed in accordance with the standard test procedures
stipulated in STP/FP/IIIF/006-00. All parameters tested, including physical description, identification by HPLC,
disintegration time, assay, microbial enumeration, and tests for specified micro-organisms, were found to be within the
prescribed acceptance criteria.

The present product is assessed as complying with the requirements in the course of the tests carried out.
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