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ine Hydrochloride

HCI + H,0
Hy

and enantiomer
2H,0 244.78
199.31
[2.2.2]octane-3,5[1,3]oxathiolane], 2'-methyl-hydrochloride, hydrate (2:1), cis-.
ro[1,3-oxathiolane-5,3"-quinuclidine] hydrochloride, hemihydrate.

yl-4-azaspiro{bicyclo[2.2.2]octane-2,5-[1,3]oxathiolane} hydrochloride hemihydrate CAS RN®: 153504-70-2; UNII:

{®: 107233-08-9; UNII: K9VOCDQ56E.

hloride contains NLT 98.0% and NMT 102.0% of cevimeline hydrochloride (C, H, NOS - HCI) calculated on the anhydrous

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: Meets the requirements

ich liter of water, add 1.0 mL of phosphoric acid and 1.0 g of sodium 1-hexanesulfonate monohydrate.
ich liter of acetonitrile, add 1.0 mL of phosphoric acid.

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 95 5
34 89 11
10.7 10 90
12.7 10 90
13.0 95 5
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graphy (621), System Suitability.)

00 nm

m x 5-cm; 1.7-pm packing L1

rature: 60°

nL/min

1e: 1L

y

>m suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 1.5 between cevimeline and cevimeline trans-isomer, System suitability solution
* NMT 2.0, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

s percentage of cevimeline hydrochloride (C, H,,NOS - HCI) in the portion of Cevimeline Hydrochloride taken:

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

»ncentration of USP Cevimeline Hydrochloride RS in the Standard solution (mg/mL)

»ncentration of Cevimeline Hydrochloride in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

ion B, Mobile phase, Diluent, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
olution: 0.44 mg/mL of USP Cevimeline Hydrochloride RS in Diluent. Sonication may be used to promote dissolution.

n: 0.022 mg/mL of USP Cevimeline Hydrochloride RS from Standard stock solution in Diluent. Sonication may be used to
lution.

on: 0.011 mg/mL of USP Cevimeline Hydrochloride RS from Standard solution in Diluent
A: 7.4 mg/mL of Cevimeline Hydrochloride in Diluent. Sonication may be used to promote dissolution.

B: 22.1 mg/mL of Cevimeline Hydrochloride in Diluent. Sonication may be used to promote dissolution.
y

am suitability solution, Standard solution, and Sensitivity solution

le 2 for the relative retention times.]

lirements

LT 1.5 between cevimeline and cevimeline trans-isomer, System suitability solution

dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution, Sample solution A, and Sample solution B
: percentage of cevimeline trans-isomer in the portion of Cevimeline Hydrochloride taken:

Result = (r /r)) x (C/C ) x 100
2ak response of cevimeline trans-isomer from Sample solution A

2ak response of cevimeline from the Standard solution
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