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+ Tablts: 75 mg, 150 mg, 300 mg (3)

* Hypersensitivity to any component oftis product. (4)
« Co-administration with aliskiten in patients with iabetes. (4)

ARNING: FETAL TOXICITY
See full prescribing information for complete boxed warning.
+ When pregnancy is detected, discontinue irbesartan tablets as soon as possible. (5.1)
* Drugs that actdirectly on the renin-angiofensin system can cause injury and death to the
Sovgopm e, o)

Inbesartan tablet, USP s an angiotensin I receptor blocker (ARB) indicated for:
= Treament of hypertension, t lower blood pressure. Lowering blood pressure reduces the rsk of fatal
and nonfatal cardiovasoular events, primarily strokes and myocardial infarctions. (1.1)

« Treatment of giabetic nephropathy in hypertensive patiens with type 2 diabetes, an clevated serum
creaining,and proteinuria. (1.2)

« Hypotension: Correctvolume or saltdepleian pror o adminisraton. (5.2)
« Monitor renal function and seru potassium. (5.3)
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« Lithium: Risk ofithium toxcty (7)

Reduced antinypertensive effects. (7
+ Dual blockade of the renin-angiotensin system: Increased risk ofrenal impairment, hypotension, and

yperialema. (7)
[ Indision I ) | i o s . (43)
I Hypertension (2.2) | ‘mg once daily | See 17 1or PATIENT
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6 ADVERSE REACTIONS

renal function periodically
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L tabsling:
= Hypotension in Volume- or Salt-depleted Patients [see Warnings and Precautions (5.2)]
« Impaired Ronal Functon [see Warnings and Precautions (5.3)]
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7 DRUG INTERACTIONS

7.1 Agents Increasing Serum Potassium
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16 HOW SUPPLIED/STORAGE AND HANDLING

ibesartan Tablets USP, le shaped, 158 0n
oneside and 'H' on th other sde. They are suppled in

Bottes of 30 tabets (NDC 31722-729-30)

Bottes of 90 tabets (NDC 31722:729-90)

Bottes of 500 tablets (NDC 31722-729-05)

Bister Pack of 12x10's (AL-PVC) (NDC 31722-729-31)

Irbesartan Tablets USP. 150 mo are white 1o off white, capsule shaped, biconvex tablts debossed vith'159"
on one side and 'H on the otfer side. They are supplied in
ot of 30 tablts (NDC 31722-730-30)
Bottes of 90 talets (NDC 31722-730-90)
Bottes of 500 tablets (NDC 31722-730-05)
Blstr Pack of 12x10's (A-PVC) (NDC 31722:730-31)
basrtan Tt USP, 500 mg re wito of whecapul shapd,biconwex it s it ‘160

on one sde and ' on the otfer side. They are-
ol of 0 abts (NDC 31722-731-30)
Bottes of 0 tablets (NDC 31722-731-90)
Bottes of 500 tablets (NDC 31722-731-05)

Blster Pack of 12x10's (AL-PVC) (NDC 31722-731-31)
Store at 20° 10 25° C (68° 10 77° F) [see USP Controled Roam Temperature].
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