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Finished product specification : Ceftriaxone g ¢ for injection SP(€o)
@. ldentification test NI
b. UTinamenddey ®o.0 - ee&.0% L.A. of ceftriaxone
on. Sterility test ATV
&. Bacterial endotoxin NMT o.bo USP Endotoxin units/mg of ceftriaxone
& Uniformity of dosage units ATITUY
. Particulate matter ATIU
. Crystallinity AR
. pH 0.0 -®.0
«. Water Determination %.0% - @®.0%

@o. Organic Impurities

- Deacetylcefotaxime lactone NMT o.&%
- Ceftriaxone triazine analog NMT @.0%
- Ceftriaxone benzothiazolyl oxime ~ NMT o.0%
- Deacyl ceftriaxone NMT &.0%
- Ceftriaxone-en-ene isomer NMT o.m%
- Ceftriaxone E-isomer NMT @.0%
- Any individual unspecified NMT o.0%
- Total Impurities NMT &.0%
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Drug substance specification :_Ceftriaxone sodium (USPg/o)

. Identification test MTIVNIU

. USunasaendneiy NLT sdee& mcg/mg (anhydrous basis)

an. Crystallinity ATINIY

& pH v.0-@.0 in a solution (ein ®@o)

&. Water Determination ©.0% - ®.0%

. Sterility tests ATITY

o). Bacterial endotoxin NMT oloo USP Endotoxin units/mg of ceftriaxone

®o. Organic Impurities

- Deacetylcefotaxime lactone NMT o.&%
- el-Aminocephalosporanic acid (if present) NMT o.&%
- Ceftriaxone triazine analog NMT @.0%
- Ceftriaxone benzothiazolyloxime NMT o.w%
- Deacyl ceftriaxone NMT o.¢%
- Ceftriaxone-m-ene isomer NMT o.:m%
- Ceftriaxone E-isomer NMT o.&%
- Any individual unspecified impurity NMT o.0%
- Total Impurities NMT lv.&¢%
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