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ydroxypropyl Cellulose is a low-substituted O-(2-hydroxypropylated) cellulose. It contains NLT 5.0% and NMT 16.0% of
groups (~OCH,CHOHCH,), calculated on the dried basis.

the Sample thoroughly with 10 mL of water.
ria: It does not dissolve.

. To the suspension obtained in Identification B add 1 g of sodium hydroxide and shake until it becomes homogeneous.

ar 5 mL of Sample solution to a suitable container, add 10 mL of a mixture of acetone and methanol (4:1), and shake.

ria: A white, flocculent precipitate is formed.

ROUPS
Iriodic acid and its reaction byproducts are highly toxic. Perform all steps of the Standard solution and the Sample solution in
functioning hood. Specific safety practices to be followed are to be identified to the analyst performing this test.]

1e reaction vial, use a 5-mL pressure-tight serum vial, 4 . (NF 1-Aug-2024) €quipped with a pressure-tight septum with a
ethylene-faced butyl rubber and an air-tight seal using an aluminum crimp or any sealing system that provides sufficient air-
a heater with a heating module that has a square-shape aluminum block with holes4 . (NF 1-Aug-2024) » into which the

s. The heating module is also equipped with a magnetic stirrer capable of mixing the contents of the vial, or use a reciprocal
-forms a reciprocating motion of approximately 100 times/min.

Use a reagent with a typical concentration of hydrogen iodide (HI) of about 57%.

I solution: 30 mg/mL of n-octane in o-xylene
n: Into a suitable serum vial, weigh between 60 and 100 mg of adipic acid, and add 2.0 mL of Hydriodic acid and 2.0 mL of

rd solution into the vial. Close the vial securely with a suitable septum stopper. Weigh the vial and contents, add 15-22 pL of
e through the septum with a syringe, weigh again, and calculate the weight of isopropyl iodide added, by difference. Shake

il well, and use the upper layer as the Standard solution.

. Transfer 0.065 g of Low-Substituted Hydroxypropyl Cellulose to a 5-mL, thick-walled reaction vial equipped with a pressure-
rpe closure, add between 60 and 100 mg of adipic acid, and pipet 2.0 mL of Internal standard solution into the vial. Cautiously
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mal conductivity or hydrogen flame ionization
nm x 30-m fused silica capillary, coated with a 3-um layer of phase G1. Use a guard column if necessary.

3

t: 250°
Table 1.
Table 1
Hold Time at
Initial Temperature Final Final
Femperature Ramp Temperature Temperature
) (*/min) ") (min)
50 0 50 3
50 10 100 -
100 349 250 8
2lium

1 the Standard solution, adjust the flow rate so that the retention time of the internal standard is about 10 min (about 4.3
»yte—The relative retention time for isopropyl iodide (with reference to the n-octane) is about 0.8.]

1e: 1-2 uL

Split; split ratio 40:1

3 min

y

ard solution

lirements

LT 5 between isopropyl iodide and n-octane

dard deviation: NMT 2.0%, using the peak area ratio between isopropyl iodide and the internal standard for 6 injections

ir layer of the Standard solution and the Sample solution
: percentage of hydroxypropoxy in the sample taken:

Result = (Q,,/Qg,) x (W, /W ) x 44.17
= ratio of the peak area of isopropyl iodide to n-octane in the Sample solution
= ratio of the peak area of isopropyl iodide to n-octane in the Standard solution
= weight of isopropyl iodide in the Standard solution (mg)
= weight of Low-Substituted Hydroxypropyl Cellulose calculated on the dried basis, taken for the Sample solution (mg)

= molar mass of hydroxypropoxy group/molar mass of isopropyl iodide x 100

wia: 5.0%—16.0% on the dried basis

£281)

wria: NMT 0.8%

FATE (221), Chloride
. Shake 0.50 g of Low-Substituted Hydroxypropyl Cellulose thoroughly with 30 mL of boiling water, heat on a water bath for
er the supernatant by decantation while hot. Wash the residue thoroughly with 50 mL of boiling water, combine the washings
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