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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 Identification (HPLC/TLQ) Meet the requirement
3.1.2 Assay 93.0% - 105.0 % of the labeled amount
313 Uniformity of dosage units Meet the requirement
3.14 Dissolution Meet the requirement
3.15 Impurities Meet the requirement
3.1.6 Microbial limit test

- Total aerobic microbial limit count
- Total combined molds and yeasts
count

- Escherichia coli

Not more than 1000/¢g
Not more than 100/g

Absent
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3.2 Drug substance specification:

UD Test Items Specifications
3.2.1 Identification Meet the requirement
(IR/HPLC/Color reaction)
322 Assay 98.0% - 102.0% of the labeled amount
323 Water determination Meet the requirement
324 Residue on ignition Not more than 0.1%
3.25 Microbial limit test
- Total aerobic microbial count Not more than 1000 CFU/g
- Molds and yeasts Not more than 100 CFU/g
- Staphylococcus aureus Absent/g
- Escherichia coli Absent/g
3.2.6 Impurities Meet the requirement
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