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Finished product specification

1. Identification test
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3.pH

4. Volume in container

5. Sterility test

6. Bacterial endotoxins

7. Degradation products

- Baccatin III

- Ethyl ester side chain

- 10-deacetylpaclitaxel

- I 0-deacetyl-7-epipaclitaxel

- 7-epipaclitaxel

- Any other degradation product

- Total degradation products

915',)flt^r'ru

90.0-110.0% of labeled amount

3.0 - 7.0

100.0 - 110.0% labeled amount

I
gl: ?0il1u

9r:?0r'itu

NMT 0.8%

NMT 0.4%

NMT 0.8%

NMT 0.5%

NMT 0.6%

NMT 0.1%

NMT 2.0%
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