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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 Identification Meet the requirement
3.1.2 Assay 95.0% - 105.0% of labeled amount
313 Uniformity of dosage units Meet the requirement
314 Dissolution NLT 80% in 20 minutes
3.15 Water content NMT 3.0%

3.1.6 Impurities
Any unspecified degradation NMT 0.2%
Total impurities NMT 0.5%

3.1.7 Microbiological quality
TAMC NMT 10° CFU/g
TYMC NMT 10° CFU/g
Microorganism:

E coil Absence

P. aeruginosa Absence




S. aureus Absence
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