on 14-Feb-2025

»f 01-May-2020

ographs
3D4A-4039-8929-76F8B43E6EB3_5_en-US
1003/USPNF_M4784_05_01

144.21

licacid CASRN®: 124-07-2.

ains NLT 99.0% of caprylic acid (C;H, ,0,), calculated on the anhydrous basis.

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

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

n: 10 mg/mL of USP Caprylic Acid RS in ethyl acetate

: 10 mg/mL of Caprylic Acid in ethyl acetate

'y solution: 10 ug/mL of Caprylic Acid in ethyl acetate, prepared from the Sample solution
> system

e ionization

nm x 30-4m, (ERR 1-May-2020) fused silica capillary column bonded with a 0.25-um layer of phase G25

1
t: 250°
Table 1.
Table 1
Hold Time
Initial Temperature Final at Final

Femperature Ramp Temperature Temperature

) (*/min) ) (min)

100 - 100 1

100 5 220 10
slium
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ise ratio: NLT 5 for the major peak, System suitability solution

dard solution and Sample solution

: percentage of caprylic acid (CSHmOz) in the portion of Caprylic Acid taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of caprylic acid from the Sample solution
aak response of caprylic acid from the Standard solution

»ncentration of USP Caprylic Acid RS in the Standard solution (mg/mL)

»ncentration of Caprylic Acid in the Sample solution (mg/mL)

ria: NLT 99.0% on the anhydrous basis

(281): NMT 0.1%

NEAR AND BRANCHED ALkyL CArBoxyLic Acips, RELATED EsTeRs, CycLic EsTERs AND KETONE

n, System suitability solution, Sample solution, Chromatographic system, and System suitability: Proceed as directed in

le solution
: percentage of each impurity in the portion of Caprylic Acid taken:

Result = (r,/r,) x 100
sak response of each individual impurity in the Sample solution

1m of all the peaks except the peak due to solvent and peaks below the Disregard limit (see Table 2) in the Sample solution

ria: See Table 2.
seak with an area less than 0.5 times the area of the major peak from the System suitability solution.

Table 2

Percentage
Impurity (%)

dual NMT 0.3

NMT 0.5

ns Test (85): The level of bacterial endotoxins is such that the requirement in the relevant dosage form monograph(s) in
d is used can be met. Where the label states that Caprylic Acid must be subjected to further processing during the

ctable dosage forms, the level of bacterial endotoxins is such that the requirement in the relevant dosage form
thich Caprylic Acid is used can be met.

i, Peroxide Value (401): NMT 10.0

oN, Method la (921): NMT 0.7%

UIREMENTS
RrAGE: Preserve in tight containers, and store at room temperature.

-aprylic Acid must be subjected to further processing during the preparation of injectable dosage forms to ensure acceptable
endotoxins, it is so labeled.

aNDARDS (171)
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