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3.1 Finished product specification: USP

78 Test ltems Specifications
1 | Identification Meet the requirements
2 | Assay 90.0 — 115.0% of Ceftriaxone
3 | Uniformity of dosage units Meet the requirements
4 | Organic impurities
-Deacetylcefotaxime lactone Not more than 0.5%
-Ceftriaxone triazine analog Not more than 1.0%
-Ceftriaxone benzothiazolyl oxime Not maore than 0.2%
-Deacyl ceftriaxone Not more than 1.0%
-Ceftriaxone-3-ene isomer Not mere than 0.3%
-Ceftriaxone E-isomer Not more than 1.0%
-Any individual unspecified impurity Not more than 0.2%
-Total impurities Not more than 2.5%
5 | Bacterial endotoxins test Not more than 0.2 USP endotoxin Unit/mg of ceftriaxone
6 | Sterility test Meet the requirements
7 | Particulate matter Meet the requirements
8 | pH 6.0-8.0
9 | Water determination 8.0-11.0%

3.2 Drug substance specification: USP

49 Test ltems Specifications
1 | Identification Meet the requirements
2 | Assay Not less than 795 ug/mg of ceftriaxone
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8 Test Items

Specifications

3 | Oreanic impurities

-Deacetylcefotaxime lactone
-T-Aminocephalosperanic acid (if present)
-Ceftriaxone triazine analog

-Ceftriaxone benzothiazolyl oxime
-Deacyl ceftriaxone

-Ceftriaxone-3-ene isomer

-Ceftriaxone E-isomer

-Any individual unspecified impurity
-Total impurities

Not more than 0.5%
Not more than 0.5%
Not more than 1.0%
Not more than 0.2%
Not more than 0.5%
Not more than 0.3%
Not more than 0.5%
Not more than 0.2%
Not more than 2.5%

4 | pH 6.0 - 8.0

5 | Water determination 80-11.0%

6 | Sterility test Meet the requirements
7 | Bacterial endotoxins test

Not more than 0.2 USP endotoxin Unit/mg of ceftriaxone

3.1 Finished product specification: BP

Test Items Specifications
Identification Meet the requirements
Assay 92.0 - 108.0% of ceftriaxone
pH 6.0 - 8.0

Related substances

Meet the requirements

Water

Not more than 11.0%

mmnum»—‘g‘

Bacterial endotoxins

Not more than 0.8 IU/ml

3.2 Drug substance specification: BP

48 Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 96.0 - 102.0% of ceftriaxone sodium
3 | pH 6.0 - 8.0
4 | Specific rotation -155 to-170
5 | Related substances
-Any impurity Not more than 1.0%
-Total Not more than 4.0%
6 | N,N-Dimethylaniline Maximum 20 pm
7 | 2-Ethylhexanoic acid Maximum 0.8%
8 | Water 8.0 - 11.0%
9 | Bacterial endotoxins Less than 0.08 IU/mg
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