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| Sulfate Injection

njection is a sterile solution of Amikacin Sulfate in Water for Injection, or of Amikacin in Water for Injection prepared with the

cid. It contains NLT 90.0% and NMT 120.0% of the labeled amount of amikacin (C,,H,,N.0_.).

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

134 mM sodium hydroxide, prepared as follows. Transfer a volume of deionized water to a suitable plastic container,

s, and sparge 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
 Nominally 0.02 mg/mL of amikacin, from Injection in water

> system
aphy (621), System Suitability.)

rochemical
le: Integrated amperometric

sold
: Silver—silver chloride
ings: See Table 1.

ATable 1
Time Potential
Step (s) ) Integration

1 0.00 +0.04 -

2 0.30 +0.04 Begins
3 0.50 +0.04 Ends

4 0.51 +0.80 -

5 0.70 +0.80 -

6 0.71 -0.80 -
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>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

A Heaci A ; ot .
: percentage of “the labeled amount of , ysp47 amikacin (CH, .N_O. .} in “the portion ysp47 of Injection taken:

Result = (r,/r)) x (C//C,) x P x 100
sak Aresponse of amikacin 4 ygps7 from the Sample solution

2ak Aresponse of amikacin 4 jsp47 from the Standard solution

sncentration of USP Amikacin RS in the Standard solution (mg/mL)

sminal concentration of amikacin in the Sample solution®(mg/mL) o (ERR 1-Sep-2018)
stency of amikacin in USP Amikacin RS (mg/mg)

wia: 90.0%—-120.0%

5

R IN InJECTIONS (788): Meets the requirements for small-volume injections

ns Test (85): NMT 0.33 USP Endotoxin Units/mg of amikacin

s: Meets the requirements under Injections and Implanted Drug Products (1)

UIREMENTS
RrAGE: Preserve in single-dose or in multiple-dose containers, preferably of Type | or Type IlI glass.

ANDARDS (11)

®
(%]

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

ATE INJECTION Documentary Standards Support SM12020 Small Molecules 1

:abase Information: Chromatographic Database

red In:
volume No. PF 42(6)
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