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3.auautAnIamAlin - Finished product specification

3.1. Identification test

3.2. Assay

33. pH

3.4. Individual impurities

3.5. Total impurities

3.6. Bacterial Endotoxins

3.7. Particulate Matter > 10 pm
> 25 um

3.8. Sterility

3.9. Volume in container

3.10. Cyclobutane-1,1 dicarboxylic acid
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90.0 - 105.0 % of L.A. of Carboplatin.
50-7.0

NMT 0.25 % w/w

NMT 0.5 % w/w

NMT 5.4 IU /ml. of carboplatin.
< 6000 /vial.

< 600 /vial.

Meet the requirements
NLT 45.0 ml.

NMT 1.0% w/w
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