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3.1 Fnished product specification:
4o Test Items Specifications
| Identification Meet the requiements

2 | Guashendary 95.0-105.0% of lbandronate Sodium

3 pH 3.8-4.5

a4 Related substances
- Related compound A Not more than 0.5%
- Any unspecified impurity Not more than 0.5%
- Total impurities Not more than 2.0%
Bacterial endotoxins Not more than 4 EU/mL
Particulate matter Less than10 um particles does not exceed 6000 per container

Less than25 pm particles does not exceed 600 per container

3.2 Drug substance specification:

L] Test Items Specifications
1 | |dentification Meet the requiements
2 | Assay 98.0 — 102.0 % {on dried basis)
3 | Heavy metal Not more than 10 ppm
4 | Loss on drying 4.0 - 6.5 % w/w

Limit of ibandronate related compound A

-Ibandronate related compound A Not more than 0.15%
5 | -Impurity Z Not more than 0.15%

-Single impurity Not more than 0.1%

-Total impurity Not more than 0.5%
6 | Bacterial endotoxins : Not more than 0.25 EU/mg
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4o Test Items Specifications
7 | Sodium content 6.0-7.5%
8 | Chlorides Not more than 200 ppm
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