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Finished product: Vancomycin HCl &oo mg for injection
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dentification NI
. Assay o-aad %L.A of vancomycin
o Uniformity of dosage unit ATV
€ Particulate matter NI
& Bacterial endotoxin NMT o.men USP Endotoxin Unit/mg for vancomycin
o  Sterility test AT
o pH " b.¢-c.&
& Water determination NMT &.0%
<. Content of vancomycin NLT go.0% of vancomycin B

NMT &.0% of any peak other than the main peak
Drug substance) : Vancomycin HCL
AuguUAManaa USP o BP koam
Identification AT NI
Assay NLT &oo mcg/mg on the Potency minimum @,o&o 1U/mg
anhydrous basis (anhydrous substance)
o Heavy metals NMT eno ppm Maximum eo ppm
€ Monodechlorovancomycin NMT &.a1%
&  Sterility test MY
© Bacterial endotoxin NMT o.een USP Endotoxin < olo& IU/mg
_ Unit/mg for vancomycin
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o pH v.&ed b.&-c.&

< Water determination NMT &.0% &.0% determined on o.&ooo ¢

«  Composition of vancomycin NLT @&.0% of vancomycin B Vancomycin B :minimum &e.0%
NMT &.0% of any peak other
than the main peak

@o Sulfated ash ®.0% determined on @.c0 ¢
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