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dinium Chloride

I cr = H;O

358.00
339.99
decyl-, chloride, monohydrate;
rium chloride monohydrate CAS RN®: 6004-24-6.
IN®: 123-03-5.

iloride contains NLT 98.0% and NMT 102.0% of cetylpyridinium chloride (C21H380IN), calculated on the anhydrous basis.

penTiFicaTioN Tests (197), Infrared Spectroscopy: 197K

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

:sts—GeNeraL (191), Chemical Identification Tests, Chloride

:2mg/mL in water

rria: A 10-mL portion of the Sample solution meets the requirements of test A, except that when silver nitrate TS is added,

Juced rather than a curdy white precipitate.

icetic acid-rinsed glassware and silanized vials for all solutions containing cetylpyridinium chloride, as cetylpyridinium may

irface.
oroacetic acid and water (1:999)

anitrile and trifluoroacetic acid (999:1)

>lution A and Solution B (62.5:37.5)

n: 0.25 mg/mL of USP Cetylpyridinium Chloride RS in Solution A
©0.25 mg/mL of Cetylpyridinium Chloride in Solution A

> system
aphy (621), System Suitability.)

58 nm

m x 10-cm; 5-um packing L78
rature: 40°

nL/min

1e: 2L

y

ard solution

lirements

* NMT 1.5

dard deviation: NMT 0.73%

dard solution and Sample solution
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»ncentration of USP Cetylpyridinium Chloride RS in the Standard solution (mg/mL)

»ncentration of Cetylpyridinium Chloride in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.2% on the anhydrous basis

icetic acid-rinsed glassware and silanized vials for all solutions containing cetylpyridinium chloride, as cetylpyridinium may
irface.
ion B, Mobile phase, and Chromatographic system: Proceed as directed in the Assay.

ition: 1 ug/mL of USP Cetylpyridinium Chloride RS in Solution A4 (usp 1-May-2021)

dm Chloride RS, (ysp 1-May-2021) in Solution A

: 2.5 mg/mL of Cetylpyridinium Chloride in Solution A
Yy

1sitivity solution 4 (usp 1-May-2021) @and Standard solution
lirements

dard deviation: NMT 2.0%,AStandard solution
ise ratio: NLT 10, Sensitivity solution 4 ysp 1-May-2021)

dard solution and Sample solution

e percentage of myristylpyridinium chloride and stearylpyridinium chloride in the portion of Cetylpyridinium Chloride taken:
Result = (r,/rg) x (C/C,) x 100

2ak response of myristylpyridinium or stearylpyridinium from the Sample solution

aak response of myristylpyridinium or stearylpyridinium from the Standard solution

sncentration of USP Myristylpyridinium Chloride RS or USP Stearylpyridinium Chloride RS in the Standard solution (mg/mL)

>neentration of Cetylpyridinium Chloride in the Sample solution (mg/mL) 4 (usp 1-May-2021)

: percentage of each unspecified impurity in the portion of Cetylpyridinium Chloride taken:
Result = (r /r)) x (C/C ) x 100

2ak response of each unspecified impurity from the Sample solution

2ak response of cetylpyridinium from the Standard solution

sncentration of USP Cetylpyridinium Chloride RS in the Standard solution (mg/mL)

»ncentration of Cetylpyridinium Chloride in the Sample solution (mg/mL)

wia: » See Table 1. The reporting threshold is 0.05%.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
inium 0.53 0.45
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