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a.@ Finished product specification: Ceftriaxone for injection

anhydrous
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h) Test Item Specification (USP&a)
® | Identification Meet the requirement
b | Assay wo.0 - @e&.0% of L.A. of ceftriaxone
o | Uniformity of dosage units Meet the requirement
& | Constituted solution Meet the requirement
& | Bacterial endotoxins NMT o.wo USP EU/mg of ceftriaxone
o | Sterility Meet the requirement
o | Particulate matter
e Size 2 @0 um NMT o,000 particles/container
e Size 2 & um NMT boo particles/container
/
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m.e Finished product specification: Ceftriaxone for injection (#8)

e Deacetylcefotaxime lactone

o Ceftriaxone triazine analog

o Ceftriaxone benzothiazolyl
oxime

e Deacyl ceftriaxone

o Ceftriaxone-m-ene isomer

o Ceftriaxone E-isomer

¢ Any individual unspecified
impurity

e Total impurities

b} Test Item Specification (USP&a)
s | Crystallinity Meet the requirement
«® | pH 0.0 - ®.0
®o | Water determination ®.0 - ®8.0%
@® | Organic impurities

e NMT 0.6%
e NMT ©.0%
e NMT o.b%
e NMT @.0%
e NMT o0.n%
e NMT @.0%
e NMT o.%
e NMT &.o%

a.ln Drug substance specification:

Ceftriaxone sodium

D) Test Item Specification (USP&a)

® | Identification Meet the requirement

o | Assay NLT edee& g of ceftriaxone/mg (anhydrous basis)

o | Crystallinity Meet the requirement

& |pH 0.0 - ®.0

& | Water ®.0 - ®®.0%

o | Sterility Meet the requirement

@ | Bacterial endotoxins NMT o.bo USP EU/mg of ceftriaxone
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en.lo Drug substance specification:

Ceftriaxone sodium (#d )

Test Item

Specification (USP&e)

Organic impurities

¢ Deacetylcefotaxime
lactone

e o-Aminocephalosporanic
acid (if present)

o Ceftriaxone triazine analog

e Ceftriaxone
pbenzothiazolyl oxime

e Deacyl ceftriaxone

e Ceftriaxone-m-ene isomer

e Ceftriaxone E-isomer

e Any individual unspecified
impurity

e Total impurities

e NMT 0.¢%
e NMT 0.¢%
e NMT @.0%
e NMT o.lb%
e NMT 6.0%
e NMT o0.n%
e NMT 0.¢%
e NMT o.%
e NMT b.¢%

a.en Finished product specification: Ceftriaxone sodium for injection
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do Test Item Specification (USP&a)
® | ldentification Meet the requirement
o | Assay «b.o - @ox.0% of the L.A. of ceftriaxone
on pH 0.0 - ®.0
@ | Related substance
e Any impurity NMT @.0%
e Total impurity NMT &.0%
& | Water NMT e®.0%
o | Bacterial endotoxins NMT o.c IU/mL
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om.e Drug substance specification: Ceftriaxone sodium

0] Test Item Specification (USP&a)
® | Identification Meet the requirement
b | Assay .0 — ®0.0% (anhydrous substance)
o | pH D.0 - ®.0
@ | Specific rotation -e&¢& to -emo (anhydrous substance)
& | Related substance
e Any impurity NMT @.0%
e Total impurities NMT &.0%
o | N,N-dimethylaniline Maximum o ppm
o | b-Ethylhexanoic acid Maximum o.&% (m/m)
« | Water ®.0 - ®.0%
« | Bacterial endotoxins NMT o.ow IU/mg
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