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cin Sulfate

+ x Hy80,

e (salt);
te
-41-0; UNII: 8X7386QRLV.

Gentamicin
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C2a

C2b

HN—CHs

e is the sulfate salt, or a mixture of such salts, of the antibiotic substances produced by the growth of Micromonospora

a potency equivalent to NLT 590 pg/mg of gentamicin, calculated on the dried basis.

¢ IoentiFicaTion Tests (197), Infrared Spectroscopy: 197K 4 (cN 1-Mav-2020)

‘Ests—GeNeraL, Sulfate (191),

ad as directed for Gentamicin under Antibiotics—Microbial Assays (81).
eria: NLT 590 pg/mg of gentamicin, calculated on the dried basis

1(281): NMT 1.0%
. (if present)

d solution: 0.50% v/v of n-propyl alcohol
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1 x 1.5-m; packed with support S3

1stant temperature between 120° and 140°

1stant temperature at least 50° higher than the column temperature
nstant temperature at least 50° higher than the column temperature
itrogen

1stant flow rate between 30 and 40 mL/min

: Syringe with a polytef-tipped plunger

me: 2 L

ty

lard solution

uirements

NLT 1.0 between n-propyl alcohol and methanol

1dard solution, Sample solution, and Control solution

aph the Control solution, and examine the chromatogram: if any peak is observed at a retention time corresponding to that of
Icohol, use the response of that peak to correct the n-propyl alcohol peak response of the Sample solution.

e percentage of methanol in the Gentamicin Sulfate taken:

Result = (R /R) x (C/C) xDxF

ieak area response of methanol to n-propyl alcohol (corrected for any peak at the locus of the n-propyl alcohol peak in the
Zontrol solution) from the Sample solution

ieak area response of methanol to n-propyl alcohol from the Standard solution
iercentage of methanol in the Standard solution
:oncentration of Gentamicin Sulfate in the Sample solution (mg/mL)

lensity of methanol (g/mL)
:onversion factor, 1000 mg/g

eria: NMT 1.0%

MICINS

0900 mL of carbonate-free water, add 7 mL of trifluoroacetic acid, 250 pL of pentafluoropropanoic acid, and 4 mL of 12.5 M
xide (carbonate-free). Allow to equilibrate, and adjust with 0.5 M sodium hydroxide (carbonate-free) to a pH of 2.6. Add 15 mL
, and dilute with carbonate-free water to 1 L. If necessary, adjust the volume of acetonitrile in the Mobile phase. A total volume
- can be added per L of Mobile phase.

ity solution: 100 ug/mL of USP Gentamicin Sulfate RS and 20 pg/mL of USP Sisomicin Sulfate RS in Mobile phase

12 0.2 mg/mL of Gentamicin Sulfate in Mobile phase

ic system

raphy (621), System Suitability.)

.ed amperometric electrochemical detector

trode: Gold

ctrode: Silver—silver chloride

trode: Stainless steel. [Note—If the cell body is made of stainless steel, it can be used as the auxiliary electrode.]
e Table 1.
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