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Paclitaxel 100 mg powder for suspension for infusion
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Paclitaxel 100 mg powder for suspension for infusion
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3.1 Finished product specification: In house specification

49 Test Items Specifications
3.1.1 Identification Meet the requirement
3.1.2 Assay 90.0-110.0% of label amount
313 Uniformity of dosage units Meet the requirement
3.1.4 Particulate matter
- 10 micro gram NMT 3000 particles per container
- 25 micro gram NMT 300 particles per container
3.15 pH 6.0-75
3.1.6 Impurities
- T-epipaclitaxel NMT 1.3%
- Any other individual impurity NMT 0.2%
- total impurities NMT 1.5%
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4.1 Long term stability ANUBIYEN
4.2 In-use stability N/A
4.3 1n13@nw TE N/A
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