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&.® Finished product specification

(@) Levofloxacin injection

i) Test ltems Specifications
® Identification Meet the requirement
o Assay a&.0 ~ @od.0% labeled amount of Levofloxacin
m pH Meet the requirement
€ Bacterial endotoxin Meet the requirement
& Extractable volume Not less than e&o ml
! Particulate matter
- Size 2 @0 um Not more than ¢ particles/ml
- Size 2 b& pm Not more than e particles/ml
& Sterility Meet the requirement
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(@) Levofloxacin USP

b Test ltems Specifications

® ldentification Meet the requirement

5] Assay &s.0 — @clw.0% labeled amount of
Levofloxacin (on the anhydrous basis)

m Residue on ignition Not more than c.lv%

& Organic impurities

is a potential organic impurity

Note : Procedure @ is recommended if levofloxacin N-oxide is a potential organic
impurity
Procedure o and Procedure m are recommend if levofloxacin related compound B

Procedure &

N-Desmethyl levofloxacin
Diamine derivative
Levofloxacin N-oxide
=-Desfluoro levofloxacin
D-lsomer

Any unknow impurity
Total impurities

Procedure v

Levofloxacin related
compound A (N-Desmethyl
levofloxacin)

Levofloxacin related
compound B

Any other impurity

Total impurities

Procedure m

D-ofloxacin

Not more than o.m%
Not more than o.m%
Not more than o.a%
Not more than o.m%
Not more than o.&%
Not more than o.e%
Not more than o.¢%

Not more than o.loo%

Not more than o.em%

Not more than o.0%
Not more than o.¢0%

Not more than e.0%

& Optical rotation/Specific rotation

-l © to -mob ©, at bo °C

) Water determination

B.0-m.0%
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() Levofloxacin hydrate JP

b Test ltems Specifications

@ Identification Meet the requirement

G} Assay ao.0o - @oe.0% labeled amount of Levofloxacin
(on the anhydrous basis)

o Residue on ignition Not more than c.e%

& Heavy metals Not more than @o ppm

& Optical rotation -l © {0 -aiw ©

> Water Content v.6-.69%

o Related substances Meet the requirement
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