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7.2.1 Finished product specification:

1o Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95.0-105.0% of the labeled amount of Sodium
Chloride
3 |lron Not more than 2 ppm
4 |pH 45-7.0
5 | Bacterial Endotoxins Not more than 0.5 USP Endotoxin Unit/ml
6 | Sterility tests Meet the requirement
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- nfimn Biopharmaceutics Classification System class 3 w39 4

- piduguuuy modified release

- 817§l narrow therapeutic index
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