on 14-Feb-2025

»f 01-Oct-2024

nographs
'271-40C1-BA6D-62C4FB353B70_2_en-US
1003/USPNF_M3171_02_01

> Hydrochloride Tablets

loride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of cetirizine hydrochloride (C,,H,.CIN,O, - 2HCI).

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

ulfuric acid and water (2:33)

of phosphoric acid in water

setonitrile and Buffer (3:7)

rile, Solution A, and water (100:1:100)

n: 0.2 mg/mL of USP Cetirizine Hydrochloride RS in Diluent

: 0.2 mg/mL of cetirizine hydrochloride in Diluent from NLT 20 powdered Tablets. [Note—Sonicate, if necessary.]

> system
aphy (621), System Suitability.)

30 nm

m x 25-cm; 5-pm packing L1
nL/min

1e: 10 uL

imes the retention time of cetirizine
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dJard solution and Sample solution

» percentage of the labeled amount of cetirizine hydrochloride (C CIN,O, 2HCI) in the portion of Tablets taken:

21 H25
Result = (r,/rg) x (C/C ) x 100
2ak response from the Sample solution

2ak response from the Standard solution

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

>minal concentration of cetirizine hydrochloride in the Sample solution (mg/mL)
ria: 90.0%-110.0%

ESTS

Documents

Document Sharing Hub

Full document details: Cetirizine Hydrochloride Tablets


https://store.usp.org/product/1102929
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://store.usp.org/product/1102929
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://store.usp.org/product/1102929
http://www.avadocuments.com/doc/cetirizine-hydrochloride-tablets
http://www.avadocuments.com/doc/cetirizine-hydrochloride-tablets

hic system
tography (621), System Suitability.)

230 nm

mm x 25-cm; 5-pm packing L1
nL/min

mme: 50 pL

} times the retention time of cetirizine
lity

'dard solution

fuirements

tor: NMT 2.0

andard deviation: NMT 2.0%

ndard solution and Sample solution

he percentage of the labeled amount of cetirizine hydrochloride (C21stc|N203 - 2HCI) dissolved:

Result = (r,/r)) x (C4/L) x V' x 100
peak response from the Sample solution
peak response from the Standard solution

concentration of USP Cetirizine Hydrochloride RS in the Standard solution (mg/mL)

label claim (mg/Tablet)

volume of Medium, 900 mL

T 80% (Q) of the labeled amount of cetirizine hydrochloride (C,,H,.CIN,O, - 2HCI) is dissolved.
duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

r; 900 mL
5rpm

of 1-heptane sulfonic acid sodium salt

Acetonitrile and Buffer (50:50). Adjust with 0.1 N sulfuric acid to a pH of 3.5.

ion: 11 pg/mL of USP Cetirizine Hydrochloride RS in Medium

n: Pass a 20-mL portion of the solution under test through a nylon filter of 0.45-um pore size. Discard the first 10 mL of the

hic system
tography (621), System Suitability.)

210 nm

mm x 30-cm; 10-ym packing L1

> mL/min

mme: 50 pL

» times the retention time of cetirizine
lity

'dard solution

guirements

tor: NMT 2.0

andard deviation: NMT 2.0%

ndard solution and Sample solution
he percentage of the labeled amount of cetirizine hydrochloride (C21H250|N203 - 2HCI) dissolved:

Dacuilt = (r Ir X v (P /1N v /v 1NN
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