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tency of NLT 900 pg/mg of amikacin (CZZH43N5013), calculated on the anhydrous basis.

+ IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197K or 197A4 (cN 1-May-2020)

time of the peak for amikacin of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

34 mM sodium hydroxide, prepared as follows. Transfer a volume of deionized water to a suitable plastic container, sonicate,
irge with helium. While stirring, slowly add sodium hydroxide solution of a suitable concentration.

fresh daily. The Mobile phase readily absorbs carbon dioxide and produces carbonate that changes the retention time of
use of a 50% (w/w), low-carbonate sodium hydroxide solution is recommended.]

'y solution: 0.02 mg/mL of USP Amikacin RS and 0.008 mg/mL of USP Kanamycin Sulfate RS in water

n: 0.02 mg/mL of USP Amikacin RS in water

©0.02 mg/mL of Amikacin in water

> system

rochemical
ated amperometric

sold
: Silver=silver chloride

ings: See Table 1.
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Time Potential
Step (s) (\)) Integration
3 0.50 +0.04 Ends
4 0.51 +0.80 _
5 0.70 +0.80 -
6 0.71 -0.80 -
7 0.90 -0.80 -

x 25-cm; 7.5-um packing L47

column of packing L47 is recommended.]
nL/min

1e: 20 L

y

>m suitability solution and Standard solution

tive retention times for kanamycin and amikacin are 0.8 and 1.0, respectively.]

lirements

LT 3 between kanamycin and amikacin, System suitability solution

* NMT 2, Standard solution
dard deviation: NMT 3%, Standard solution

dard solution and Sample solution

: quantity, in pg, of amikacin (szH43N5013) in each mg of Amikacin taken:

Result = (r,/r) x (C/C) x Px F
aak response of amikacin from the Sample solution
2ak response of amikacin from the Standard solution
>ncentration of USP Amikacin RS in the Standard solution (mg/mL)
»ncentration of Amikacin in the Sample solution (mg/mL)

stency of amikacin in USP Amikacin RS (mg/mg)

»nversion factor, 1000 pg/mg

'ria: NLT 900 pg/mg on the anhydrous basis

(281): NMT 1.0%, the charred residue being moistened with 2 mL of nitric acid and 5 drops of sulfuric acid

781S), Procedures, Specific Rotation

20 mg/mL in water
ria: +97° to +105°
): Meets the requirements

10 mg/mL in water
ria: 9.5-11.5
on (921), Method I: NMT 8.5%

UIREMENTS
RrAGE: Preserve in tight containers.
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