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1. YSnmdedny - Not less than 776 pg of 92.0%-108.0% of the L.A. of Ceftriaxone
Ceftriaxone/mg (Calculated on the
anhydrous basis)
- 90.0% - 115.0% of the L.A. of
Ceftriaxone
2. Identification ATIVEMY AT
3. Crystallinity ATIVN -
4. pH 6.0-8.0 6.0-8.0
5. Water 8.0%-11.0% NMT 11.0%
6. Constituted solution ATV ATV
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of | NMT 2.0 IU/mL
Ceftriaxone
8. Sterility ATHB AU General requirement
8 UNFFETUFNIY Finished
product JUuuLE" Parenteral
preparations
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9. Particulate matter ATIWNUN General requirement Va3

ATINU
“AWIR > 10 pm Miiin \NEBFSUSWIL Finished product
6,000/container JUuuuEN Parenteral preparations

BUIR > 25 pm lailfin

600/container

10. Uniformity of Content or mass | #5294 ATIEUMN General requirement U839
WNEBASU&MIY Finished product
JUuuueN Parenteral preparations

11. Related substances - By liquid chromatography
- any secondary peak NMT 1%
- sum of the areas of all the

secondary peaks NMT 5%

- Disregard any peak NMT 0.1%
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Ceftriaxone sodium @il

1. YTnuaaensey Not less than 785 pg of ceftriaxone/mg | 96.0 - 102.0% (Calculated on the
(Calculated on the anhydrous basis) anhydrous basis)
2. Identification AW AU
3. Crystallinity 93U -
4. pH v 6.0-8.0 6.0-80
5. Water 8.0% - 11.0% 8.0% - 11.0%
6. Sterility ATIY -
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of Less than 0.08 IU/mg
Ceftriaxone
8. Appearance of solution - AT
9. Specific optical rotation - -155° to -170°
Dissolve 0.25 g in water R and dilute to
25.0 ml with the same solvent
10. Related substances » - By liquid chromatography
-Any impurity : NMT 1.0%
-Total : NMT 4.0%
-Disregard limit : NMT 0.1%
11. N,N-Dimethylaniline - NMT 20 ppm
12. 2-Ethylhexanoic acid - NMT 0.8% m/m
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1 = The United States Pharmacopoeia 35
2 = British pharmacopoeia 2010
3 = Drug information handbook 19lh Edition : 2010-2011
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