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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay
Ceftazidime 95.0 - 105.0%
Avibactam 95.0 - 105.0%
3.1.3 | pH (Reconstituted solution) 55-175

3.1.4 | Ceftazidime degradation products:

- Impurity A NMT 0.2% w/w

- Impurity B NMT 0.2% w/w

- Impurity G NMT 0.2% w/w

- Individual unspecified degradation | NMT 0.2% w/w
product

- Total degradation products NMT 1.0% w/w

3.1.5 | Pyridine contents NMT 0.2% w/w




3.1.6 | Avibactam degradation products:
- Avibactam Decarbonyl NMT 0.5% w/w
- Individual unspecified degradation | NMT 0.2% w/w

product
- Total degradation products NMT 1.0% w/w
3.1.7 | Uniformity of dosage unit Meet the requirement

3.1.8 | Particulate Matter

= 10 pg < 6,000 Particles/Vial
= 25 g < 600 Particles/Vial
3.1.9 | Water content NMT 12% w/w
3.1.13 | Bacterial Endotoxins < 0.09 EU/mg
3.1.14 | Sterility Sterile
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4.1 Long term stability ANUDIEEN

4.2 In-use stability N/A

4.3 | dmsfinw TE N/A
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