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Drug substance specification (Reference USP)

m.@ Definition m’s‘-\whum’mﬁizulu drug substance specification
o |dentification test m’mcj'}umuﬁisﬂu drug substance specification
(IR, HPLC, Sodium)
on.en USunausnendidey (Assay) Not less than elaei& mcg/mg on the anhydrous basis
an.& Organic Impurities ATIANIUAUTSEULY 915199 @
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Name Acceptance Criteria, NMT (%)
Deacetylcefotaxime lactone o.&
s-Aminocephalosporanic acid (if present) o0&

Ceftriaxone triazine analog

Ceftriaxone benzothiazolyloxime ol
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Name Acceptance Criteria, NMT (%)
Deacyl ceftriaxone o.&
Ceftriaxone e-ene isomer o.en
Ceftriaxone E-isomer o.&
Any individual unspecified impurity olo
Total impuritics o.&

m.& Crystallinity

oo pH

on.e¥ Water determination

o.@ Bacterial Endotoxins Test
o Sterility tests

Finished Product specification
m.® Descriptions
an.lo ldentification test

LY

an.en USugaudnendingy (Assay)
om.@ Potency

en.& Uniformity of dosage units
oo Impurities

- Organic impurities

m’i’;‘\]mumuﬁisﬂu drug substance specification
0.0 - .0
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Not more than o.le USP endotoxin units/mg
mwmumuﬁ‘izﬂu drug substance specification

m’sﬁwhummﬁiwlu finished product specification
mwmﬁumuﬁisﬂu finished product specification
(IR, HPLQ)
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Not less than ee> mcg/mg of ceftriaxone
m’aﬁ]&i’]umuﬁ%‘tﬂ,u finished product specification
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Name

Acceptance Criteria, NMT (%)

Deacetylcefotaxime lactone

o.&

Ceftriaxone triazine analog
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Name Acceptance Criteria, NMT (%)

Ceftriaxone benzothiazolyl oxime 0.

Deacyl ceftriaxone ®.0

Ceftriaxone e-ene isomer 0.

Ceftriaxone E-isomer ®.0

Any individual unspecified impurity ol

Total impurities &.o
.Y Bacterial Endotoxins Test Nor more than o.bo USP endotoxin units/mg of

ceftriaxone
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. Sterility Tests m’mmumumzﬂu finished product specification
m.«¢ Particulate Matter in Injections m?ﬁ]r}hum’mﬁi:ﬂu finished product specification
am.@o Crystallinity m’mci’mmuﬁ’isqlu finished product specification
n.ee pH 0.0 - ®.0
m.el Water Determination ©.0 — ©9.0%
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Ardnvseviidedusemaniuion Certificate of Pharmaceutical Products foanlagUssmAgnanu3o
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