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Donepezil hydrochloride 23 mg prolonged-release tablet
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3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95 - 105% of labeled amount
3.1.3 | Content of uniformity NMT 15.0%
3.1.4 | Dissolution

- Inthr 10 - 30%

= n3hr 40 - 60%

NLT 80%

- In8hr
3.1.5 | Loss on drying NMT 2.5%
3.1.6 | Impurities

- Individual unspecified impurities NMT 0.2%

- Total impurities NMT 1.0%
3.1.7 | Microbiological Purity test

- Total Aerobic Microbial Count (TAMC) | NMT 10° CFU/g




- Total Combined Yeasts and Molds NMT 10° CFU/g
Count (TYMC)

- Escherichia coil Absence
- Pseudomonas aeruginosa Absence
- Staphylococcus aureus Absence
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A
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