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126.11
hydroxy-2-methyl-;

'I-4H-pyran-4-one CAS RN®: 118-71-8.

T98.0% and NMT 102.0% of 3-hydroxy-2-methyl-4H-pyran-4-one, calculated on the anhydrous basis.

penTIFicATIoN Tests (197), Infrared Spectroscopy: 197K

ic IpENTITY

1e the chromatograms obtained in the Assay.

ria: The retention time of the major peak of the Sample solution corresponds to that of the Standard solution.

absolute

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

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

: 1.0 mg/mL of 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

1
t: 280°
Table 1.
Table 1
Initial Temperature Final Hold Time

lFemperature Ramp Temperature at Final Temperature

) (*/min) ) (min)

100 10 180 5

180 20 300 5

Documents

Full document details: Maltol

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-FABF131A-F56A-4436-9036-1CBB45463D61_1_en-US
https://store.usp.org/product/1061901
https://store.usp.org/product/1375003
https://store.usp.org/product/1266008
https://store.usp.org/product/1375003
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-CFBDF1FA-285C-4B27-8F1D-C5876E2CA6F1_1_en-US
http://www.avadocuments.com/doc/maltol
http://www.avadocuments.com/doc/maltol

3m suitability solution and Standard solution

pproximate relative retention time of ethyl maltol with reference to maltol is 1.2.]

ltirements

LT 1.5 between the maltol and ethyl maltol peaks, System suitability solution

* NMT 2.0, determined from the maltol peak, System suitability solution

dard deviation: NMT 1% for the peak response ratio of maltol to the internal standard, Standard solution

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

Result = (R /R) x (C//C,) x 100
2ak response ratio of maltol to the internal standard from the Sample solution
aak response ratio of maltol to the internal standard from the Standard solution
sncentration of USP Maltol RS in the Standard solution (mg/mL)
>ncentration of Maltol in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

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

:20.0 mg/mL of Maltol in Protectant solution

y

>m suitability solution and Standard solution

pproximate relative retention time of ethyl maltol with reference to maltol is 1.2.]
ltirements

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

dard solution and Sample solution
: percentage of each individual unidentified impurity in the portion of sample taken:

Result = (r,/rg) x (C/C ) x 100
2ak area of any individual unidentified impurity from the Sample solution
2ak area of maltol from the Standard solution
sncentration of USP Maltol RS in the Standard solution (mg/mL)
>ncentration of Maltol in the Sample solution (mg/mL)

wia: See Table 2.

Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
10 -
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