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3 RN®: 141-78-6.

ains NLT 98.0% and NMT 102.0% of ethyl acetate (C,H,0,).

: IbenTiFicaTION TEsTs (197), Infrared Spectroscopy: 197F , (CN 1-Mav-2020)

sthylacetamide

'y solution: 2.0 mg/mL of USP Ethyl Acetate RS and 20 pg/mL of USP Methyl Ethyl Ketone RS in Diluent

n: 2.0 mg/mL of USP Ethyl Acetate RS in Diluent
: 2.0 mg/mL of Ethyl Acetate in Diluent

> system

graphy (621), System Suitability.)

e ionization
nm x 60-m; coated with a 1.8-um film of phase G43

1
t: 210°
Table 1.
Table 1
Hold Time
Initial Temperature Final at Final

lFemperature Ramp Temperature Temperature

) (*/min) ) (min)

40 - 40 15

40 12 200 2
slium
nL/min
1e: 1L
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* NMT 1.5 for the ethyl acetate peak, Standard solution
dard deviation: NMT 2.0%, Standard solution

dJard solution and Sample solution

» percentage of ethyl acetate (C4H802) in the portion of Ethyl Acetate taken:

Result = (r,/r)) x (C//C ) x P x 100
2ak area of ethyl acetate from the Sample solution

aak area of ethyl acetate from the Standard solution

»ncentration of USP Ethyl Acetate RS in the Standard solution (mg/mL)

>ncentration of Ethyl Acetate in the Sample solution (mg/mL)

beled purity of USP Ethyl Acetate RS

wia: 98.0%-102.0%

.E REsIDUE

.etate

ate the Sample in a tared porcelain dish on a steam bath, and dry at 105° for 1 h.
ria: NMT 0.02%

SURITY

)matographic system: Proceed as directed in the Assay.

'y solution: 0.16 mg/mL each of acetaldehyde and methanol, 160 mg/mL of Ethyl Acetate, and 1.6 mg/mL of USP Methyl
Sin Diluent

on: 0.08 mg/mL each of acetaldehyde, USP Ethyl Acetate RS, and USP 1-Ethoxy-2-methylpropane RS in Diluent

ds identification solution: 0.16 mg/mL each of methanol, methyl acetate, and methyl isobutyrate in Diluent

: 160 mg/mL of Ethyl Acetate in Diluent

y

am suitability solution, Sensitivity solution, and Standard solution

slative retention times for acetaldehyde, methanol, methyl ethyl ketone, ethyl acetate, and 1-ethoxy-2-methylpropane are 0.29,
0, and 1.1, respectively.]

lirements

LT 2.0 between the acetaldehyde and methanol peaks; NLT 2.0 between the methyl ethyl ketone and ethyl acetate peaks,
tability solution

ise ratio: NLT 20 for the acetaldehyde, ethyl acetate, and 1-ethoxy-2-methylpropane peaks, Sensitivity solution

* NMT 1.5 for the acetaldehyde, ethyl acetate, and 1-ethoxy-2-methylpropane peaks, Standard solution

dard deviation: NMT 5.0% for acetaldehyde, ethyl acetate, and 1-ethoxy-2-methylpropane, Standard solution

iyl compounds identification solution, Standard solution, and Sample solution
: percentage of acetaldehyde and 1-ethoxy-2-methylpropane in the portion of Ethyl Acetate taken:

Result = (r,/rg) x (C/C ) x 100
2ak area of acetaldehyde or 1-ethoxy-2-methylpropane from the Sample solution
aak area of acetaldehyde or 1-ethoxy-2-methylpropane from the Standard solution

»ncentration of acetaldehyde or USP 1-Ethoxy-2-methylpropane RS in the Standard solution (mg/mL)

>ncentration of Ethyl Acetate in the Sample solution (mg/mL)
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