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Zoledronic acid 5mg/100ml solution for infusion, 100ml
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0-105.0% of labeled amount
3.1.3 | Sterility test Meet the requirement
314 | pH 6.0-7.0
3.1.5 | Extractable volume Not less than 100 ml
3.1.6 | Bacterial endotoxins test Not more than 35 EU/mL
3.1.7 | Osmolality 260-340 mOsm/kg
3.1.8 | Particulate matter >10-micron NMT 6000 per container

>25-micron NMT 600 per container

3.1.9 Related substances

-Imidazole Not more than 0.2%
-1-Imidazole-cetic acid Not more than 0.2%
-Individual impurity Not more than 0.2%

-Total impurities Not more than 0.4%




3.2 Drug substance specification:

D) Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 98.0% - 102.0% of the labeled amount
3.24 Water 5.0-7.5%
3.2.5 Bacterial endotoxins Meet the requirements
3.2.6 Limit of phosphate and phosphite (If present) -Phosphate: NMT 0.50&
-Phosphite: NMT 0.50%
3.2.7 Related substances
-Zoledronic acid related compound B Not more than 0.5%
-Zoledronic acid related compound A Not more than 0.15%
-Imidazole Not more than 0.15%
-Any unspecified impurity Not more than 0.10%
-Total impurities Not more than 0.8%
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