
HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use ALBENDAZOLE TABLETS safely and effectively. See full 
prescribing information for ALBENDAZOLE TABLETS.
ALBENDAZOLE tablets, for oral use 
Initial U.S. Approval: 1996

-----------------------------------------------------INDICATIONS AND USAGE -------------------------------------------------
Albendazole tablets are an anthelmintic drug indicated for:

FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE

1.1 Neurocysticercosis
see 

Warnings and Precautions (5.1)
decreases in blood cell counts occur.

5.6 Unmasking of Neurocysticercosis in Hydatid Patients

Taenia solium.

1.2 Hydatid Disease
Taenia solium. (1.1)

Echinococcus granulosus.(1.2)

-----------------------------------------------DOSAGE AND ADMINISTRATION ----------------------------------------------
Echinococcus granulosus.

2 DOSAGE AND ADMINISTRATION

2.1 Dosage

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

see Clinical Pharmacology(12.3)].

Table 1: Albendazole Tablets Dosage
----------------------------------------------DOSAGE FORMS AND STRENGTHS ---------------------------------------------

---------------------------------------------------- CONTRAINDICATIONS
Indication Patient Weight Dose Duration

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

Table 2: Adverse Reaction Incidence 1% or Greater in Hydatid Disease and Neurocysticercosis

Adverse Reaction Hydatid Disease
Space Gastrointestinal
for 2D 2.2 Concomitant Medication to Avoid Adverse Reactions

Nausea
Albendazole Tablets, USP 

Rx Only Vomiting
see Warnings and Precautions (5.3)].

2.3 Monitoring for Safety Before and During Treatment
General disorders and administration site conditions

---------------------------------------------------- ADVERSE REACTIONS --------------------------------------------------- 1

Investigations

see Warnings and Precautions (5.1)]. less than 1

Nervous systems disorders
To report SUSPECTED ADVERSE REACTIONS, contact Camber Pharmaceuticals, In c.      at 1-866      -    49     5       -     1    995      o     r     FD    A      
at 1-800-F    D                     A-1088     or     ww                w                   .fda.g    o    v/medwatch.

---------------------------------------------------- DRUG INTERACTIONS ---------------------------------------------------

see Warnings and Precautions (5.5)].
see Warnings and Precautions (5.2)]. 1 less than 1

Headache 1 11
3 DOSAGE FORMS AND STRENGTHS

Meningeal signs 1

2

4 CONTRAINDICATIONS Vertigo 1 less than 1

Skin and subcutaneous tissue disorders

of albendazole .

5 WARNINGS AND PRECAUTIONS

5.1 Bone Marrow Suppression

2 less than 1

72000477-00 See 17 for PATIENT COUNSELING INFORMATION. Blood and Lymphatic System Disorders: 
see Warnings and Precautions (5.1)].

Immune System Disorders: 

6.2 Postmarketing Experience
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FULL PRESCRIBING INFORMATION: CONTENTS*

1 INDICATIONS AND USAGE

2 DOSAGE AND ADMINISTRATION 8 USE IN SPECIFIC POPULATIONS
5.2 Teratogenic Effects

Blood and Lymphatic System Disorders: 

Eye Disorders: Vision blurred.

Gastrointestinal Disorders: 

General System Disorders: Asthenia.

Hepatobiliary Disorders: 

Musculoskeletal and Connective Tissue Disorders: 

Nervous System Disorders: 

Renal and Urinary Disorders: Acute renal failure.

Skin and Subcutaneous Tissue Disorders: 

7 DRUG INTERACTIONS

7.1 Dexamethasone

3 DOSAGE FORMS AND STRENGTHS

4 CONTRAINDICATIONS

5 WARNINGS AND PRECAUTIONS

see Use in Specific Populations (8.1)]

5.3 Risk of Neurologic Symptoms in Neurocysticercosis10 OVERDOSAGE

11 DESCRIPTION

12 CLINICAL PHARMACOLOGY
     12.1 Mechanism of Action

5.4 Risk of Retinal Damage in Patients with Retinal Neurocysticercosis

13 NONCLINICAL TOXICOLOGY
6 ADVERSE REACTIONS

16 HOW SUPPLIED/STORAGE AND HANDLING 5.5 Hepatic Effects

7 DRUG INTERACTIONS

17 PATIENT COUNSELING INFORMATION see Adverse Reactions (6)].



7.2 Praziquantel

7.3 Cimetidine

7.4 Theophylline

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

2

2) administered during 

2

8.3 Nursing Mothers

8.4 Pediatric Use

to be similar to that in adults.

8.5 Geriatric Use

8.6 Patients with Impaired Renal Function

8.7 Patients with Extra-Hepatic Obstruction

and serum elimination 

10 OVERDOSAGE

11 DESCRIPTION

12H N 2

structure:

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

see Clinical Pharmacology (12.4)].

12.3 Pharmacokinetics

Absorption

Distribution

Metabolism and Excretion

Specific Populations

Pediatrics

Geriatrics

12.4 Microbiology

Mechanism of Action

Mechanism of Resistance

reduced binding of the drug to -tubulin.

Echinococcus granulosus

Taenia solium

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

in vivo in vitro 

2).

16 HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied

debossed on one side 

Bottles of 2 Tablets NDC 31722-935-02
Bottles of 28 Tablets NDC 31722-935-28

16.2 Storage and Handling

17 PATIENT COUNSELING INFORMATION

Manufactured by:

Manufactured for:
Camber Pharmaceuticals, Inc.
Piscataway, NJ 08854
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