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Finished product specification : Ceftriaxone a g for injection USP(€o)
®. Identification test AT 4
v, USunaushenddyy fo.0 - ead.0% LA. of ceftriaxone
. Sterility test ATINIU
@. Bacterial endotoxin NMT o.lbo USP Endotoxin units/mg of ceftriaxone
&. Uniformity of dosage units ATIMU
b. Particulate matter HTIINU
o. Crystallinity AT
& pH 0.0 -@.0
«. Water Determination ®.0% - ©@.0%

®@o. Organic Impurities
- Deacetylcefotaxime lactone
- Ceftriaxone triazine analog
- Ceftriaxone benzothiazolyl oxime
- Deacyl ceftriaxone
- Ceftriaxone-e-ene isomer
- Ceftriaxone E-isomer
- Any individual unspecified
- Total Impurities
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Drug substance specification : Ceftriaxone sodium (USP&o)

®. ldentification test ATITHIU -

. YTunusiendifgy NLT edee& mcg/mg (anhydrous basis)

en. Crystallinity AIINIU

@ pH 0.0-&.0 in a solution (ein ®o)

&. Water Determination &.0% - ®®.0%

. Sterility tests AT

. Bacterial endotoxin NMT olwo USP Endotoxin units/mg of ceftriaxone

®@o. Organic Impurities v
- Deacetylcefotaxime lactone NMT o.&%
- @-Aminocephalosporanic acid (if present) NMT o.¢%

- Ceftriaxone triazine analog NMT @.0%
- Ceftriaxone benzothiazolyloxime NMT o.%
- Deacyl ceftriaxone NMT o.¢%
- Ceftriaxone-e-ene isomer NMT o.en%
- Ceftriaxone E-isomer NMT o.¢%
- Any individual unspecified impurity NMT o.b%
- Total Impurities NMT o.¢%
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