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Finished product specification

1. Identification test AFIVHIU

@

2. l5uudreda 90.0-110.0% labeled amount

3]

3. Organic impurities

- Any unspecified impurity it 0.2%
- Total impurities laisfu 1.0%
4. pH 3.0-3.8
5. Volume in container laivdosndn 15 mL
6. Sterility test ATIVWIU
7. Bacterial endotoxins aiiAu 0.83 EU/mg of Irinotecan

8. Particulate Matter

>=10 um T3 6,000/ container
>=25 um aiifiu 600/ container
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