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n Tablets

contain NLT 90.0% and NMT 110.0% of the labeled amount of irbesartan (C,.H,.N 0).

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

mL of methanol to 1 Tablet, and sonicate for 10 min. Pass the solution through a glass microfiber membrane filter of 0.45-
vaporate to dryness, using a stream of nitrogen. Mix approximately 1 mg of the residue and approximately 250 mg of

mide to obtain a homogenous mixture.

ria: The IR absorption spectrum of the Sample exhibits maxima only at the same wavelengths as that of a similarly prepared
| USP Irbesartan RS.

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

i mL of phosphoric acid in approximately 950 mL of water. Adjust by adding triethylamine, slowly and dropwise, to a pH of
with waterto 1 L.

>etonitrile and Buffer (400:600)

'y solution: 0.1 mg/mL each of USP Irbesartan RS and USP Irbesartan Related Compound A RS in methanol

n: 0.15 mg/mL of USP Irbesartan RS in methanol

: Nominally 0.15 mg/mL of irbesartan in methanol prepared as follows. To a suitable amount of irbesartan from NLT 5

ets add methanol to fill about 75% of the volume of the flask. Sonicate for 15 min, stirring at 5-min intervals. Dilute with
ilume, and pass through a glass microfiber membrane filter of 0.45-um pore size.

> system

20 nm

m x 25-cm; packing L1

_/min

1e: 15 L

y

am suitability solution and Standard solution

lirements

LT 2.0 between irbesartan and irbesartan related compound A, System suitability solution
dard deviation: NMT 1.5%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of irbesartan (C N60) in the portion of Tablets taken:

252
Result = (r,/rg) x (C/C,) x 100

2ak response of irbesartan from the Sample solution

2ak response of irbesartan from the Standard solution
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ESTS

ydrochloric acid; 1000 mL
rpm

n: USP Irbesartan RS in Medium

: Sample per Dissolution (711). Pass the Sample solution through a suitable acrylic copolymer on a nylon support filter! of
size, and dilute with Medium, if necessary, to a concentration that is similar to the Standard solution.
iditions

elength: 244 nm

dard solution and Sample solution

s percentage of irbesartan (C,.H,,N,O) dissolved:

Result = (A /AJ) x (C/L) x V x 100
ysorbance of irbesartan from the Sample solution
ssorbance of irbesartan from the Standard solution
»ncentration of USP Irbesartan RS in the Standard solution (mg/mL)
bel claim (mg/Tablet)
>lume of Medium, 1000 mL

80% (Q) of the labeled amount of irbesartan (C,.H,.N 0) is dissolved.

«6E Units (905): Meet the requirements

1ase, System suitability solution, Standard solution, Sample solution, Chromatographic system, and System
iceed as directed in the Assay.

le solution
: percentage of each impurity in the portion of Tablets taken:

Result = (r /r,) x 100
ak response of each impurity
1m of the responses of all the peaks

ria

ted compound A: NMT 0.2%
writy: NMT 0.2%

s: NMT 0.5%

UIREMENTS
rAGE: Preserve in well-closed containers.

ANDARDS (171)

1 Compound A RS
10-cyclopentanecarboxylic acid [2-(1H-tetrazol-5-yl)-biphenyl-4-ylmethyl]-amide.
446.54

ie Arrndicer maniifactiirad hv Galman Qeriancac and dictrihitad hv Pall Carn (wnana nall ~cam)

Documents

Document Sharing Hub

Full document details: Irbesartan Tablets


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/1347700
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/1347700
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1347700
https://store.usp.org/product/1347711
http://www.pall.com/
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20IRBESARTAN%20TABLETS,%20ID%20:%2042415
http://www.avadocuments.com/doc/irbesartan-tablets
http://www.avadocuments.com/doc/irbesartan-tablets

