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&.a Finished product specification: Ceftriaxone sodium for injection, USP aet

U Test items Specifications

ca.a | ldentification Meet the requirement

&alo | Assay ®0.0 — ee&.0% of the labeled amount of Ceftriaxone

@.a.en - | Constituted solution

Meet the requirement

ea.c | Uniformity of dosage unit

Meet the requirement

&a.& | Sterility

Sterile
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Test items

Specifications

eabp | Bacterial endotoxins Not more than oleo USP EU/mg of Ceftriaxone
e | Particulate matter
- Size = @0 WM - Not more than »ooco particles/container
_Size = & Um - Not more than ©oo particles/container
e.ac | Crystalinity Meet the requiremnent
co | pH (100mg/mb) 5.0 - B.0
c.o.mo | Water Determination (Method 1) &.0% - @.0%
.6.06 | Organic impurities
- Deacetylcefotaxime lactone - Not more than o.&%

_ Ceftriaxone triazine analog

_ Ceftriaxone benzothiazolyloxime
- Deacyl Ceftriaxone

- Ceftriaxone-e-ene isomer

- Ceftriaxone E-isomer

- Any individual unspectified impurity
- Total impurities

- Not more than &.0%
- Not more than o.lg%

- Not more than @.0%

_ Not more than o.e%
- Not more than @.0%
- Not more than o..8%
- Not more than b.&¢% |

o Drug substance specification

-Ceftriaxone sodium, USP el

| 4o Test items Specifications |
<o.@ | Identification Meet the requirement
clolo | Assay Ceftriaxone sodium contains the
equivalent not less than ewe mcy/mg of
ceftriaxone (calculated on the anhydrous basis)
’Tﬁil@.m Crystallinity Meet the requirements
«b.< | pH b.0 - @.0 in a solution (@co mg/ml)
<lo.¢ | Water . &.0% - ®®.0%
&lo.o | Sterility Sterile 4\
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%0 Test items Specifications

&lo.e | Bacterial endotoxins Not more than oo USP EU/mg of ceftriaxone

&lo.@ | Organic tmpurities

- Deacetylcefotaxime lactone - Not more than o.&%
- e-aminocephaltosporanic acid - Not more than o.&%
(if present)

- Ceftriaxone triazine analog - Not more than @.0%
- Ceftriaxone benzothiazolyloxime - Not more than o.9%
- Deacyl Ceftriaxone - Not more than o.¢%
- Ceftriaxone-m-ene isomer - Not more than o.m%
- Ceftriaxone E-isomer - Not more than o.¢%

- Any individuat unspectified impurity | - Not more than o.b%
- Total impurities - Not more than o.¢%
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