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2-ethyl-3-hydroxy-;o (NF 1-Dec-2020)
IH-pyran-4-one;
icacid CAS RN®: 4940-11-8.

ns ANLT 97.5% and NMT 102.5% of 2-ethyl-3-hydroxy-4H-pyran-4-one, 5 (NF 1-Dec-2020) calculated on the anhydrous basis.

+ IpeniFicaion Tests (197), Infrared Spectroscopy 4 (NF 1-Dec-2020) ¢ 1978, 1:50 solution in chloroform

iphic Identity
1e the chromatograms obtained in the Assay.
wia: The retention time of the major peak of the Sample solution corresponds to that of the Standard solution. o (NF 1-Dec-2020)

ite alcohol

I solution: 0.5 mg/mL of USP Benzyl Alcohol RS (internal standard) in Diluent

iy solution: 1.0 mg/mL of USP Ethyl Maltol RS and 0.2 mg/mL of USP Maltol RS in Internal standard solution
n: 1.0 mg/mL of USP Ethyl Maltol RS in Internal standard solution

: 1.0 mg/mL of Ethyl Maltol in Internal standard solution

> system
graphy (621), System Suitability.)

e ionization
nm x 30-m capillary; bonded with a 0.5-um layer of phase G42

3

I: 280°
Table 1.
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Hold Time at
Initial Temperature Final Final
lTemperature Ramp Temperature Temperature
) (*/min) ) (min)
100 10 180 5
180 20 300 5
Helium

1in (constant flow mode)

me: 1.0 pL

2: Split ratio, 10:1

iert with glass wool, low pressure drop

y

>m suitability solution and Standard solution

pproximate relative retention times of related substances are listed in Table 2]
lirements

LT 1.5 between the maltol peak and the ethyl maltol peak, System suitability solution
* NMT 2.0, determined from ethyl maltol peak, System suitability solution
dard deviation: NMT 1% for the peak response ratio of ethyl maltol to the internal standard, Standard solution

dard solution and Sample solution
: percentage of ethyl maltol in the portion of sample taken:

Result = (R /R x (C//C ) x 100

2ak response ratio of ethyl maltol to the internal standard (peak response of ethyl maltol/peak response of the internal
tandard) from the Sample solution

2ak response ratio of ethyl maltol to the internal standard (peak response of ethyl maltol/peak response of the internal
tandard) from the Standard solution

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

sncentration of Ethyl Maltol in the Sample solution (mg/mL)

wia: 97.5%-102.5% on the anhydrous basis 4 (r 1-pec-2020)

ties

)matographic system: Proceed as directed in the Assay.

on: 1.0 mg/mL of 4-hydroxy-6-methyl-2-pyrone (protectant) in Diluent

y solution: 1.0 mg/mL of USP Ethyl Maltol RS and 0.2 mg/mL of USP Maltol RS in Protectant solution
n: 0.02 mg/mL of USP Maltol RS and USP Ethyl Maltol RS in Protectant solution

: 20.0 mg/mL of Ethyl Maltol in Protectant solution

y

>m suitability solution and Standard solution

pproximate relative retention times of related substances are listed in Table 2.]

lirements

LT 1.5 between the maltol peak and the ethyl maltol peak, System suitability solution
dard deviation: NMT 5.0%, determined from the ethyl maltol peak, Standard solution
ise ratio: NLT 10, determined from the ethyl maltol peak, Standard solution

dJard solution and Sample solution

y narrantana nf maltal imniuritv in tha nartinn Af camnla talkan:
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