
HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use Amlodipine Besylate Tablets safely 
and effectively. See full prescribing information for Amlodipine Besylate Tablets. 

Amlodipine Besylate Tablets for oral administration 

Initial U.S. Approval: 1987

--------------------------------------------INDICATIONS AND USAGE----------------------------------------------
Amlodipine Besylate Tablets are a calcium channel blocker and may be used alone or in combination with 
other antihypertensive and antianginal agents for the treatment of: 

ejection fraction < 40% 

------------------------------------------DOSAGE AND ADMINISTRATION--------------------------------------------

Important Limitation:

-----------------------------------------DOSAGE FORMS AND STRENGTHS------------------------------------------ 

-------------------------------------------------CONTRAINDICATIONS-------------------------------------------------

-------------------------------------------WARNINGS AND PRECAUTIONS--------------------------------------------

Worsening angina and acute myocardial infarction can develop after starting or increasing the dose of 

-------------------------------------------------ADVERSE REACTIONS-----------------------------------------------

To report SUSPECTED ADVERSE REACTIONS, contact Upsher-Smith Laboratories at 1-888-650-3789 or 
FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
------------------------------------------USE IN SPECIFIC POPULATIONS--------------------------------------------
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1 INDICATIONS AND USAGE 

1.1 Hypertension 

1.2 Coronary Artery Disease (CAD) 
 Amlodipine Besylate Tablets are indicated for the symptomatic treatment of 

 Amlodipine Besylate Tablets are indicated for the 

2 DOSAGE AND ADMINISTRATION 

2.1 Adults

daily and this dose may be used when adding Amlodipine Besylate Tablets to other antihypertensive 

see Adverse Reactions (6)

see Clinical Studies (14.4)
2.2 Children 

see Clinical 
Pharmacology (12.4), Clinical Studies (14.1)

3 DOSAGE FORMS AND STRENGTHS 

4 CONTRAINDICATIONS 

5 WARNINGS AND PRECAUTIONS 
5.1 Hypotension 

5.2 Increased Angina or Myocardial Infarction 
Worsening angina and acute myocardial infarction can develop after starting or increasing the dose of 

5.3 Beta-Blocker Withdrawal 

5.4 Patients with Hepatic Failure

6 ADVERSE REACTIONS 
6.1 Clinical Trials Experience 

in the clinical trials of a drug cannot be directly compared to rates in the clinical trials of another drug 

that occurred in a dose related manner are as follows:

Adverse Event

Placebo-Controlled Studies

in women than men associated with amlodipine treatment as shown in the following table:

Amlodipine Besylate

listed to alert the physician to a possible relationship: 
Cardiovascular:

Central and Peripheral Nervous System:

Gastrointestinal:

General:

Musculoskeletal System:

Psychiatric:

Respiratory System:

Skin and Appendages:

Special Senses:

Urinary System:

Autonomic Nervous System:

Metabolic and Nutritional:

Hemopoietic:

Amlodipine besylate therapy has not been associated with clinically significant changes in routine 

see Clinical Studies (14.4)

6.2 Postmarketing Experience 

7 DRUG INTERACTIONS 
7.1 In Vitro Data 

In vitro data indicate that amlodipine besylate has no effect on the human plasma protein binding of 

7.2 Cimetidine 

7.3 Grapefruit Juice 

7.4 Magnesium and Aluminum Hydroxide Antacid 

7.5 Sildenafil 

7.6 Atorvastatin 

7.7 Digoxin 

7.8 Ethanol (Alcohol) 

7.9 Warfarin 

7.10 Drug/Laboratory Test Interactions 

8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy 

times

8.3 Nursing Mothers 

8.4 Pediatric Use 

8.5 Geriatric Use 

see Dosage and Administration (2.1)

10 OVERDOSAGE 
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Amlodipine Besylate Tablets

Amlodipine Besylate Tablets and each time you refill 

What are Amlodipine Besylate Tablets? 
Amlodipine Besylate Tablets are a type of medicine 

High Blood Pressure (hypertension) 

lower blood pressure lower your risk of having a stroke 

Angina
Angina is a pain or discomfort that keeps coming back 

Who should not use Amlodipine Besylate Tablets? 

doctor or pharmacist can give you a list of these 

What should I tell my doctor before taking Amlodipine 
Besylate Tablets?

doctor will decide if Amlodipine Besylate Tablets are 

How should I take Amlodipine Besylate Tablets? 

Other medicines:

What should I avoid while taking Amlodipine Besylate 
Tablets?

Do not

Do not

What are the possible side effects of Amlodipine 
Besylate Tablets? 
Amlodipine Besylate Tablets may cause the following side 

Tell your doctor if you are concerned about any side 
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11 DESCRIPTION 

   

C6H6O3S

12 CLINICAL PHARMACOLOGY 
12.1 Mechanism of Action 

effects can be detected in vitro but such effects have not been seen in intact animals at therapeutic 

Amlodipine is a peripheral arterial vasodilator that acts directly on vascular smooth muscle to cause 

thought to include the following: 

Vasospastic Angina: amlodipine besylate has been demonstrated to block constriction and restore 

in vitro

12.2 Pharmacodynamics 

Amlodipine Besylate Tablets produce vasodilation resulting in a reduction of supine and standing 

administration of amlodipine decreases arterial blood pressure and increases heart rate in 

in clinical trials did not lead to clinically significant changes in heart rate or blood pressures in 

The magnitude of reduction in blood pressure with amlodipine besylate is also correlated with the 

in a decrease in renal vascular resistance and an increase in glomerular filtration rate and effective 

besylate has not been associated with a negative inotropic effect when administered in the therapeutic 

amlodipine besylate therapy did not alter electrocardiographic intervals or produce higher degrees 

12.3 Pharmacokinetics and Metabolism 

Ex vivo

12.4 Pediatric Patients 

13 NONCLINICAL TOXICOLOGY 
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility 

Mutagenicity studies conducted with amlodipine maleate revealed no drug related effects at either the 

14 CLINICAL STUDIES 
14.1 Effects in Hypertension Adult Patients 

Pediatric Patients 

14.2 Effects in Chronic Stable Angina 

14.3 Effects in Vasospastic Angina 

14.4 Effects in Documented Coronary Artery Disease 

did not show significance on the primary objective of change in coronary luminal diameter as 

between amlodipine and placebo on the change of atheroma volume in the coronary artery as 

Figure 1 - Kaplan-Meier Analysis of Composite Clinical Outcomes for Amlodipine Besylate  versus 
Placebo

P-value=0.003
Hazard Ratio=0.691
95% CI=(0.54, 0.88)
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Figure 2 – Effects on Primary Endpoint of Amlodipine Besylate versus Placebo across Sub-Groups
Favors Amlodipine Favors Placebo

All Patients (N=1318)
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Male (N=984)
Female (N=334)
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Table 1. Incidence of Significant Clinical Outcomes for CAMELOT 

  Clinical Outcomes Amlodipine Besylate Placebo Risk Reduction

  N (%) (N=663) (N=655)  (p-value)

  Composite CV Endpoint 110 151 31%

  (16.6) (23.1) (0.003)

* Total patients with these events 

14.5 Studies in Patients with Heart Failure

16 HOW SUPPLIED/STORAGE AND HANDLING 
16.1   2.5 mg Tablets 

16.2    5 mg Tablets 

16.3    10 mg Tablets 

16.4 Storage 

How do I store Amlodipine Besylate Tablets? 

General advice about Amlodipine Besylate Tablets 

condition that is not written in the patient information 
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