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3. auaudanunaia

3.1. Finished product specification : Ertapenem powder for solution for infusion

h) Test items Specifications
1 |ldentification Meet the requirement
2 |Assay content 100.0 - 115.0% labeled amount
3 |Content Uniformity* Meet the requirement
4 |Bacterial Endotoxins laivfiu 0.35 EU/mg
5 |Particular matter Meet the requirement
6 |pH 6.5-85
7 | Sterility test Sterile
8. |Water TaiiAu 2.3%
9. |Related substance
- Oxazinone laiAiu 1.2%
- Ring open laiifin 10.0%
- Total Dimer LaliAin 6.3%
- Any unspecified TailAu 0.2%
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- Total degradates | luliAiu 17.5%
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3.2. Drug substance specification : Ertapenem sodium

1

U9 Test items Specifications
1 ldentification test
- HPLC Meet the requirement
- IR Meet the requirement
- Sodium Meet the requirement
2 |Assay content 96.0-101.5 % labeled amount
3 |pH 4.8-5.8
4 Bacterial endotoxin test laitfiu 0.21 EU/mg
5 |mpurity
- Ring opened compound laifiu 0.9%
- Total dimer Taiu 0.7%
- Dimer I+ll Lsliiu 0.6%
- Dimer li Lifu 0.2%
- Dimer -H,0A+ B TaiiAu 0.3%
- proMABA lafiu 0.6%
- Oxazinone T 0.1%
- Any other impurity laiAu 0.1%
- Total impurity Tau 2.0%
- Total unspecified LAy 0.3%
7 [Specific rotation (+216°) to (+238°)
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