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ym Oral Solution

olution contains an amount of citalopram hydrobromide equivalent to NLT 90.0% and NMT 110.0% of the labeled amount of

base (C FNZO), It may contain a suitable preservative.

20H21

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

ctrum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 425

aanol and acetonitrile(10:90) g5 (Usp47)

»f monobasic potassium phosphate in water. Add 1.5 mL of triethylamine per liter of the solution. Adjust with phosphoric acid

olution A and Buffer 4(28:72) a2s (uspa1)

m and Buffer A(25275)A23 (USP47)

mn: 0.25 mg/mL of USP Citalopram Hydrobromide RS, 4 equivalent to 0.2 mg/mL of citalopram free base in Diluent 4 55 (USP47)

1 “Nominally equivalent to 0.2 mg/mL of citalopram free base, prepared as follows. Transfer a suitable volume of Oral
iitable volumetric flask. 505 (usp47) Add 50% of the flask volume of Diluent, and sonicate at room temperature for 3 min with

1aking. Allow the solution to cool, and dilute with Diluent to volume. [Note—The Sample solution may be passed through either
»n membrane filter of suitable pore size.]

ic system

raphy (621), System Suitability.)

240 nm. AFor Identification B, use a diode array detector in the range of 210-400 NM. 425 (USP41)

am x 15-cm; 5-pum packing L1

arature: 40°

mL/min

me: 10 pL

T a2s (Usp41) 2 times the retention time of citalopram
ity

lard solution

uirements
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Result = (r/r)) x (C/C ) x (M,_/M,,) x 100
peak response of citalopram from the Sample solution
peak response of citalopram from the Standard solution
concentration of USP Citalopram Hydrobromide RS in the Standard solution (mg/mL)
nominal concentration of citalopram in the Sample solution (mg/mL)
molecular weight of citalopram free base, 324.39

molecular weight of citalopram hydrobromide, 405.30

eria: 90.0%-110.0% of citalopram free base (C FN,0)

20H21

B

onitrile, methanol, and tetrahydrofuran®(85:5:10) 5 o5 (USP41)

3.0 g of 4octanesulfonic acid sodium salt 5 55 (usp41)in 1 L of water. Add 2 mL of triethylamine and 5 mL of

imonium hydroxide, 40 percent in water. 95 (usp47) Mix, and adjust with phosphoric acid to a pH of 3.0.

olution A and Buffer 4(25:75) a2s (uspa7)

trile and water‘(25:75)A23 (USP41)

ity solution: 6 ug/mL of USP Citalopram Related Compound D RS and 1.3 mg/mL of USP Citalopram Hydrobromide RS in

n: 40.0063 mg/mL 4 55 (uspa7) of USP Citalopram Hydrobromide RS in Diluent

2 ANominally equivalent to 1 mg/mL of citalopram free base, prepared as follows. Transfer a suitable volume of Oral Solution
olumetric flask. s05 (usp47) Add 60% of the flask volume of Diluent, and sonicate at room temperature for 3 min with

1aking. Allow the solution to cool, and dilute with Diluent to volume. [Note—The Sample solution may be passed through either
»n membrane filter of suitable pore size.]

ic system

raphy (621), System Suitability.)

225 nm

im x 15-cm; 5-um packing L1

mL/min

me: 20 pL

T a2s (usp47) 2-6 times the retention time of citalopram for the System suitability solution and the Standard solution; ANLT 405
imes the retention time of citalopram for the Sample solution

ity

‘em suitability solution and Standard solution

uirements

NLT 1.8 between citalopram and citalopram related compound D, System suitability solution
r: NMT 2.0, Standard solution

1dard deviation: NMT 5.0%, Standard solution

1dard solution and Sample solution
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