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Potassium and Hydrochlorothiazide Tablets

m and Hydrochlorothiazide Tablets contain NLT 95.0% and NMT 105.0% of the labeled amount of losartan potassium
and hydrochlorothiazide (C,H,CIN,0,S,).

times of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.
-a of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

L of Amonobasic sodium phosphate , (ERR 1-Nov-2020) in water. Adjust with phosphoric acid to a pH of 2.5.

L of monobasic potassium phosphate and 1.5 g/L of dibasic sodium phosphate in water. The pH of the resulting solution is

anitrile and Buffer B (7:93)

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
12 92 8
28 38 62
30 100 0
35 100 0

rile and Buffer A (60:40)
n: Transfer appropriate amounts of USP Losartan Potassium RS and USP Hydrochlorothiazide RS into a suitable volumetric
dlve in Diluent (50% of the volume of the flask). Dilute with Buffer A to volume to obtain a solution having concentrations as

le 2. Pass a portion of the solution through a PTFE or equivalent filter of 0.45-um pore size.

Table 2
Tablet Strength Concentration of Concentration of
tassium/Hydrochlorothiazide USP Losartan Potassium RS USP Hydrochlorothiazide RS
(mg) (mg/mL) (mg/mL)
50/12.5 0.4 0.1

Documents

Document Sharing Hub

Full document details: Losartan Potassium and Hydrochlorothiazide Tablets


https://online.uspnf.com/uspnf/current-document/1_GUID-B132D5E5-5221-46A8-AE09-16BFF629713B_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D774BE2A-B09A-4921-A753-C16D7C9D2438_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-5EB29BE5-3251-4AE6-A4C0-78FF14B143FB_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://store.usp.org/product/1370462
https://store.usp.org/product/1314009
https://store.usp.org/product/1370462
https://store.usp.org/product/1314009
http://www.avadocuments.com/doc/losartan-potassium-and-hydrochlorothiazide-tablets
http://www.avadocuments.com/doc/losartan-potassium-and-hydrochlorothiazide-tablets

Table 3

Tablet Strength
)sartan Potassium/ Volume of
ydrochlorothiazide Flask Size Diluent
(mg) (mL) (mL)
50/12.5 250 210
100/12.5 500 420
100/25 500 420

: Dilute a portion of the Sample stock solution first with acetonitrile (20% of the volume of the flask) and then with Buffer A to
>n having nominal concentrations of losartan potassium and hydrochlorothiazide similar to those of the Standard solution.
of this solution through a PTFE or equivalent filter of 0.45-um pore size, and use the filtrate.

> system

aphy (621), System Suitability.)

80 nm. For Identification B, use a diode array detector in the range of 190-400 nm.
m x 15-cm; 5-um packing L7

rature: 35°

_/min

1e: 20 L

y

ard solution

tive retention times for hydrochlorothiazide and losartan are 1.0 and 3.0, respectively.]
lirements

2 NMT 2.5 for the losartan peak

dard deviation: NMT 2.0% for both hydrochlorothiazide and losartan peaks

dard solution and Sample solution

» percentage of the labeled amount of losartan potassium (C CIKN60) or hydrochlorothiazide (C7HBCIN304SZ) in the

2H
Tablets taken:

Result = (r /r)) x (C/C ) x 100
2ak response of losartan or hydrochlorothiazide from the Sample solution
2ak response of losartan or hydrochlorothiazide from the Standard solution

»ncentration of USP Losartan Potassium RS or USP Hydrochlorothiazide RS in the Standard solution (mg/mL)

»minal concentration of losartan potassium or hydrochlorothiazide in the Sample solution (mg/mL)
ria: 95.0%-105.0%

ESTS

r; 900 mL, deaerated

00 rpm

or both losartan and hydrochlorothiazide

L of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 2.5.
Acetonitrile and Buffer (40:60)

;sium stock solution: 0.44 mg/mL of USP Losartan Potassium RS in Medium

iazide stock solution: 0.14 mg/mL of USP Hydrochlorothiazide RS prepared by dissolving in methanol (10% of the volume of
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Aliquot of
Tablet Strength Losartan Aliquot of
tan Potassium/Hydrochlo Potassium Stock Hydrochlorothiazide Stock

rothiazide Solution Solution
(mg) (mL) (mL)
50/12.5 12.5 10.0
100/12.5 25.0 10.0
100/25 25.0 20.0

n: Pass a portion of the solution under test through a suitable filter of 0.45-ym pore size.
hic system

tography (621), System Suitability.)

230 nm

mm x 25-cm; 10-uym packing L7

)erature: 35°

3 mL/min

mme: 20 pL

T 2 times the retention time of the losartan peak

ity

'dard solution

tive retention times for hydrochlorothiazide and losartan are 1.0 and 2.7, respectively.]
guirements

12 NLT 2 between the hydrochlorothiazide and losartan peaks

andard deviation: NMT 2.0% for both the hydrochlorothiazide and losartan peaks

ndard solution and Sample solution

he percentage of the labeled amount of losartan potassium (C,,H,,CIKN,0) or hydrochlorothiazide (C,H,CIN,O,S,)
1:

Result = (r,/ry) x Cox V x (1/L) x 100
peak response of losartan or hydrochlorothiazide from the Sample solution
peak response of losartan or hydrochlorothiazide from the Standard solution
concentration of USP Losartan Potassium RS or USP Hydrochlorothiazide RS in the Standard solution (mg/mL)

volume of Medium, 900 mL

label claim (mg/Tablet)

T 85% (Q) of the labeled amount of losartan potassium (C,,H,,CIKN,0) and NLT 75% (Q) of the labeled amount of
hiazide (C,H,CIN,0,S,) is dissolved.

duct complies with this test, the labeling indicates that the product meets USP Dissolution Test 2.

ratus 1, and Time: Proceed as directed in Test 7.

L of dibasic sodium phosphate dihydrate in water. Adjust with phosphoric acid to a pH of 6.5.

Acetonitrile and Buffer (32:68)

aitrile and water (40:60)

t solution 1: 1.1 mg/mL of USP Losartan Potassium RS in Diluent. Sonication may be necessary for complete dissolution.

tsolution 2: 0.28 mg/mL of USP Hydrochlorothiazide RS in Diluent. Sonication may be necessary for complete dissolution.

ion: Transfer appropriate volumes of Standard stock solution 1 and Standard stock solution 2 to a 100-mL volumetric flask
the dilution schemes in Table 5. Dilute with Medium to volume.
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