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Olmesartan Tablets

General Notices
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Action and use
Angiotensin Il (AT,) r%a t.

DEFINITION

Olmes n tscontain Ol rtappMedoxomil.

The ply with the requiirements stated under Tablets and with the following requirements.
t of olmesartan‘medoxomil, C,,H,,N.O;

95.0to 106.0% o tated amount.

IDENTIFICATION

A. Shake a tablet in sufficient of 60% v/v of acetonitrile to prepare a solution containing 0.02% w/v
of Olmesartan Medoxomil and mix with the aid of ultrasound. Centrifuge and dilute 5 mL of the
supernatant liquid to 100 mL with 60% v/v of acetonitrile. The light absorption of the resulting solution,
Appendix Il B, in the range 200 to 360 nm exhibits a maximum at about 258 nm.
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B. In the Assay, the chromatogram obtained with solution (1) shows a peak with the same retention
time as the principal peak in the chromatogram obtained with solution (2).

Dissolution

Comply with the dissolution test for tablets and capsules, Appendix X1l B1.

TEST CONDITIONS

(a) Use Apparatus 2, rotating the paddle at 50 revolutions per minute.

(b) Use 900 mL of a solution prepared by dissolving 6.80 g of potassium dihy: ophosphate
and 0.944 g of sodium hydroxide in water and diluted to 1000 mL with wate perature off87°
as the dissolution medium.

PROCEDURE

(1) After 45 minutes, withdraw a sample of the medium, filter& t of

Medoxomil. Measure the absorbance of this solution, Ap
medium in the reference cell.

(2) Measure the absorbance of a 0.001% w/v sol
dissolution medium in the reference cell.

DETERMINATION OF CONTENT

medium from the

(2

Calculate the total content of olmesa

absorbances obtained and using the
BPCRS.

«Os, IN 0lmesartan medoxomil

LIMITS

The amount of olgg€sartan doxom@e not less than 75% (Q) of the stated amount.

Related sub

Carr, e

a sufficient volume of 90% v/v of acetonitrile to produce a solution
gsartan Medoxomil, mix with the aid of ultrasound, centrifuge and filter the

and dilut with the same solvent.
(4) Dilute ume of solution (2) to 10 volumes with 90% v/v of acetonitrile.

CHROMATOGRAPHIC CONDITIONS

(a) A stainless steel column (10 cm x 4.6 mm) packed with end-capped octyisilyl silica gel for
chromatography (3.5 pm) (Waters Symmetry C8 is suitable).

(b) Use gradient elution and the mobile phases described below.

(c) Use a flow rate of 1.0 mL per minute.
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(d) Use a column temperature of 40°.
(e) Use a detection wavelength of 250 nm.
(f) Inject 10 uL of each solution.

MOBILE PHASE

Mobile phase A 20 volumes of acetonitrile and 80 volumes of a 0.015m potassium dihydrogen
orthophosphate buffer solution prepared in the following manner. Dissolve 4.08 g of potassium
dihydrogen orthophosphate in water, dilute to 2000 mL and adjust the pH to 3.4 with a 0.173% wi/v
solution of orthophosphoric acid.

Mobile phase B 20 volumes of a 0.015m potassium dihydrogen orthophosph emsolution
prepared as described under mobile phase A, and 80 volumes of acetonitri

Time (Minutes) Mobile phase A (% Mobile phase

viv) viv)
0-10 75
10-35 75—0 li

35-45 0 1 ocratic
45-60 0—75 % e-equilibration
When the chromatograms are recorded u h [ iti retention times relative to

olmesartan medoxomil (retention time, , about 0.2; impurity B, about
0.7; impurity C, about 1.5.

SYSTEM SUITABILITY

The test is not valid unless in matogram obtai with solution (3), the resolution between the
peaks due to impuritwlm rtan medéxomil is atleast 3.5.
LIMITS

In the chro

1):

purity A is not greater than the area of the principal peak in
tion (2) (2.5%);

nding to impurity C is not greater than 1.5 times the area of the
Q ogram obtained with solution (4) (0.3%);

ategram obtained wi

the area o
chromatqgra ed with solution (4) (0.2%);

er secondary peak is not greater than the area of the principal peak in the

the sum of t eas of any secondary peaks, excluding impurity A, is not greater than 4 times the
area of the principal peak in the chromatogram obtained with solution (4) (0.8%).

Disregard any peak with an area less than half the area of the principal peak in the chromatogram
obtained with solution (4) (0.1%).
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ASSAY

Carry out the method for liquid chromatography, Appendix lll D, using the following solutions.

(1) To 10 whole tablets add 80 mL of 60% v/v acetonitrile and shake. Dilute to 100 mL with 60% v/v
acetonitrile and disperse with the aid of ultrasound. Centrifuge the resulting solution and dilute a
suitable quantity of the supernatant with 60% v/v acetonitrile to produce a solution containing 0.004%
w/v of Olmesartan Medoxomil.

(2) 0.004% wl/v of olmesartan medoxomil BPCRS in 60% v/v of acetonitrile.

for chromatography (5 pym) (L-Column ODS is suitable).

(b) Use isocratic elution and the mobile phase described belo
(c) Use a flow rate of 1.1 mL per minute.

(d) Use a column temperature of 40°.

(

(

e) Use a detection wavelength of 249 nm. v

f) Inject 10 uL of each solution.
MOBILE PHASE O
M potassiumidihydreégen orthophosphate buffer

34 volumes of acetonitrile and 66 volumes
solution prepared in the following manpemDissolve 4.08 g of pota dihydrogen orthophosphate
’ Hito 3.4 with % wi/v solution of orthophosphoric

in water, dilute to 2000 mL and adjus
acid.
DETERMINATION OF CONTENT &
Q@
0

CHROMATOGRAPHIC CONDITIONS
(@) Use a stainless steel column (15 cm x 4.6 mm) packed with end e tadecyﬁi@

Calculate the conten 10NOs in thestablets from the chromatograms obtained using the

declared contenQH3

IMPURITI

¢ N ol an meédoxomil BPCRS

ities limit irements of this monograph include those listed under Olmesartan
omil.



https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-03/appendix-iii-d--liquid-chromatography.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/acetonitrile.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/acetonitrile.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/acetonitrile.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-e/appendix-i-e--reference-materials.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/acetonitrile.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/silica-gel-for-chromatography--octadecylsilyl--end-capped.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/silica-gel-for-chromatography--octadecylsilyl--end-capped.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/acetonitrile.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/potassium-dihydrogen-orthophosphate.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/potassium-dihydrogen-orthophosphate.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/water.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/orthophosphoric-acid.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-a/orthophosphoric-acid.html?date=2025-01-01
https://www.uat.pharmacopoeia.tso.co.uk/bp-2025/appendices/appendix-01/appendix-01-e/appendix-i-e--reference-materials.html?date=2025-01-01



