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n and Hydrochlorothiazide Tablets

Irochlorothiazide Tablets contain NLT 90.0% and NMT 110.0% of the labeled amounts of irbesartan (C,,H,,N,0) and

25' 28
zide (C,H,CIN,O,S,).

+ IpeniFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

. Transfer the contents of 1 Tablet, previously crushed with a mortar and pestle, to a suitable vial. Add 5 mL of acetone,
) min, and pass through a membrane filter of 0.45-um pore size. Evaporate the filtrate to dryness.
stention times of the major peaks from the Sample solution correspond to those of the Standard solution, as obtained in the

1.36 g of monobasic potassium phosphate in 900 mL of water, add 2 mL of triethylamine, and adjust with phosphoric acid to
.1. Dilute further with waterto 1 L.

>etonitrile, methanol, and Buffer (13:20:67)

Adjust with phosphoric acid (or sodium hydroxide, if necessary) to a pH of 2.0 + 0.1.

on: Methanol and Acidified water (7:3)

ard stock solution: Dissolve USP Irbesartan RS in a suitable volumetric flask in methanol (1/5 of the volume of the flask),
Extraction solution to prepare a 0.6 mg/mL solution. Sonicate for 2 min.

ride standard stock solution: Dissolve USP Hydrochlorothiazide RS in methanol (1/20 of the volume of the flask), and dilute

solution to prepare a 0.1 mg/mL solution. Sonicate for 2 min.
d compound A standard stock solution: 0.1 mg/mL of USP Irbesartan Related Compound A RS in methanol. Sonicate for 2

2 related compound A standard stock solution: 0.05 mg/mL of USP Benzothiadiazine Related Compound A RS in methanol.
min.

n: 0.24 mg/mL of irbesartan and 0.02 mg/mL of hydrochlorothiazide from the Irbesartan standard stock solution and the
azide standard stock solution in the Extraction solution

y solution: Prepare 0.05 mg/mL of USP Irbesartan RS, 0.005 mg/mL of USP Hydrochlorothiazide RS, 1.0 pg/mL of USP
ited Compound A RS, and 3.0 ug/mL of USP Benzothiadiazine Related Compound A RS in the Extraction solution from the
1dard stock solutions

lution: 0.75 mg/mL of irbesartan from NLT 5 Tablets in a suitable volumetric flask. Add Acidified water up to 30% of the
lask, and sonicate until the Tablets disintegrate. Add methanol to fill the flask up to 90% of the total volume. Sonicate for 5
ilute with methanol to volume, and pass through a filter of 0.45-um pore size.

:0.225 mg/mL of irbesartan in the Extraction solution from the Sample stock solution. [Note—The hydrochlorothiazide

may vary depending on the ratio of irbesartan to hydrochlorothiazide in the Tablet.]

> system

20 nm
m x 25-cm; 5-uym packing L10
nL/min
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dard solution and Sample solution

s percentage of C,.H, N O and C_H,CIN,O,S, in the portion of Tablets taken:

25 28 6
Result = (r /r)) x (C//C ) x 100
2ak area of irbesartan or hydrochlorothiazide from the Sample solution
2ak area of irbesartan or hydrochlorothiazide from the Standard solution
ancentration of USP Irbesartan RS or USP Hydrochlorothiazide RS in the Standard solution (mg/mL)
ominal concentration of irbesartan or hydrochlorothiazide in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

ydrochloric acid; 1000 mL
rpm

e buffer: 1.36 g/L of monobasic potassium phosphate in water. Adjust with 10% phosphoric acid to a pH of 3.0 + 0.1. This
sle for 3 months.

H 3.0 phosphate buffer, methanol, and acetonitrile (45:35:20)

ard stock solution: Transfer 50 mg of USP Irbesartan RS to a 100-mL volumetric flask. Add 15 mL of methanol, and sonicate
e with Medium to volume. This solution is stable for 14 days when stored at 4°.

ride standard stock solution: Transfer 20 mg of USP Hydrochlorothiazide RS to a 200-mL volumetric flask. Add 5 mL of

sonicate for 5 min. Dilute with Medium to volume. This solution is stable for 14 days when stored at 4°.
n: Prepare on day of use dilutions of the Irbesartan standard stock solution and Hydrochlorothiazide standard stock solution in
:cted in the table below:

f Irbesart:
m of Irbesartan/ Volume of the Volume of the Hydrochloro )
drochlo o Final
L Irbesartan standard stock thiazide
thiazide i X Volume (mL)
solution (mL) standard stock solution (mL)
j/Tablet)
5/12.5 15 12.5 100
50/12.5 30 12.5 100
)0/12.5 60 12.5 100
300/25 60 25.0 100

y solution: Transfer 10 mg of USP Irbesartan Related Compound A RS to a 100-mL volumetric flask. Add 5 mL of methanol,

) dissolve. Dilute with Medium to volume. Transfer 10.0 mL of this solution, 5.0 mL of the Irbesartan standard stock solution,

f the Hydrochlorothiazide standard stock solution to a 100-mL volumetric flask. Dilute with Medium to volume.

. Pass a portion of the solution under test through a suitable filter of 0.45-um pore size, discarding the first few mL.

> system

aphy (621), System Suitability.)

72 nm

m x 25-cm; 5-uym packing L10

rature: 40°
nL/min

1e: 25 uL
y
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