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| Mono and Dicaprylate

ograph—not to become official until May 1, 2025.) (Prior to May 1, 2025, the current practice of labeling the article of commerce
ilyceryl Monocaprylate Type | may be continued. Use of the name Glyceryl Mono and Dicaprylate will be permitted as of May 1,
the use of this name will not be mandatory until May 1, 2025. The 60-month extension will provide the time needed by

ind users to make necessary changes.)
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o]

inoester and diester with 1,2,3-propanetriol;
10glyceride and diglyceride;

1d dioctanoate;

'yl glycerides

0-04-8.

1 Dicaprylate is a mixture of glyceryl monoester and diesters, mainly mono- and di-O-octanoylglycerol, containing variable
esters of fatty acids composed predominately of caprylic acid. The requirements for monoester, diester, and triester content
5: 40.0%—75.0%; Diesters: 20.0%—50.0%; and Triesters: NMT 15.0%.

APOSITION

» methanol solution: 140 mg/mL of boron trifluoride in methanol

m chloride solution: Mix 1 part sodium chloride with 2 parts water, shake from time to time, and allow to stand. Before use,
ution from any undissolved substance and filter, if necessary.

n 1: 1.0 mg/mL of USP Methyl Caproate RS, 1.0 mg/mL of USP Methyl Caprylate RS, and 2.0 mg/mL of USP Methyl Caprate

e
n 2: 0.1 mg/mL of USP Methyl Caproate RS, 0.1 mg/mL of USP Methyl Caprylate RS, and 0.2 mg/mL of USP Methyl Caprate
1e, diluted from Standard solution 1

n 3: Prepare an ester mixture either by mixing a commercially available ester mixture with methyl caprylate and methyl

A (ERR 1-May-2020) Dissolve a quantity of the prepared ester mixture containing methyl caproate, methyl caprylate, methyl

yl laurate, and methyl myristate in n-heptane to make a solution of about 9.0 mg/mL for methyl caprylate, 1.0 mg/mL for
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layer (upper layer), wash with three quantities each of 2 mL of water, and dry the n-heptane phase over anhydrous sodium

ic system

Jgraphy (621), System Suitability.)

1e ionization

mm x 30-m capillary; bonded with a 1.0-uym layer of phase G16

‘t: 250°
0°
» Table 1.
Table 1
Hold Time at
Initial Temperature Final Final
Temperature Ramp Temperature Temperature
) (*/min) ") (min)
50 20 180 -
180 9 240 12
elium
nL/min
me: 2 L
: Split injection; split ratio, 4:1
ty

1dard solution 1 and Standard solution 2[Note—The relative retention times for methyl caproate, methyl caprylate, and methyl
about 0.7, 1.0, and 1.3, respectively.]

uirements

NLT 4.0 between the methyl caprylate and methyl caprate peaks, Standard solution 1

sise ratio: NLT 10 for the methyl caproate peak, Standard solution 2

1dard solution 3 and Sample solution
2 peak areas for the methyl esters of the fatty acids. Disregard any peaks with an area less than 0.05% of the total area and
due to the solvent. [Note—The relative retention times for several methyl esters are summarized in Table 2]

Table 2
Relative
Carbon-Chain Number Retention
Length of Double Bonds Times
6 0 0.7
8 0 1.0
10 0 1.3
12 0 1.6
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