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specification fignaBsannindusinfuatuiientu Fuldaamadoudedninnuanenssunisemisuagen
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3.1 Finished product specification: Ertapenem injection

3.1.1 Identification Meet the requirement

3.1.2 Assay 100.0-115.0% labeled amount of ertapenem
injection

3.1.3 pH 7.0-8.0

3.1.4 Bacterial endotoxins Not more than 0.35 endotoxin units/me of
ertapenem

3.1.5 Sterility Meet the requirement

3.1.6 Particulate matter Meet the requirement

3.1.7 Water Not more than 2.3% w/w
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3,1.8 Content uniformity Meet the requirement
3.1.9 Degradates | Meet the requirement
3.2 Drug substance specification: Ertapenem '
3.2.1 Identification Meet the requirement
3.2.2 Assay 96.0-101.5% labeled amount of
~ ertapenem injection
3.2.3 Water 15.5-19.0%
3.2.4 Sodium 3.9-5.4%
3.2.5 Palladium Not more than 10 ppm
3.2.6 Impurity
- Ring opened Not more than 1.4%
- Oxazinone Not more than 0.2%
- ProMABA Not more than 0.6%
- Total dimers Not more than 1.3%
- Other individual impurities (each) Not more than 0.1%
- Total impurities Not more than 3.1%
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