





	HIGHLIGHTS OF PRESCRIBING INFORMATION
	INDICATIONS AND USAGE
	DOSAGE AND ADMINISTRATION
	DOSAGE FORMS AND STRENGTHS
	CONTRAINDICATIONS
	WARNINGS AND PRECAUTIONS
	ADVERSE REACTIONS
	DRUG INTERACTIONS
	USE IN SPECIFIC POPULATIONS
	FULL PRESCRIBING INFORMATION: CONTENTS*
	1 INDICATIONS AND USAGE
	2 DOSAGE AND ADMINISTRATION
	2.1 Dosing in Mild to Moderate Alzheimer's Disease
	2.2 Dosing in Moderate to Severe Alzheimer's Disease
	2.3 Administration Information

	3 DOSAGE FORMS AND STRENGTHS
	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	5.1 Anesthesia
	5.2 Cardiovascular Conditions
	5.3 Nausea and Vomiting
	5.4 Peptic Ulcer Disease and GI Bleeding
	5.5 Weight Loss
	5.6 Genitourinary Conditions
	5.7 Neurological Conditions: Seizures
	5.8 Pulmonary Conditions

	6 ADVERSE REACTIONS
	6.1 Clinical Trials Experience
	6.2 Postmarketing Experience

	7 DRUG INTERACTIONS
	7.1 Use with Anticholinergics
	7.2 Use with Cholinomimetics and Other Cholinesterase Inhibitors

	8 USE IN SPECIFIC POPULATIONS
	8.1 Pregnancy
	8.2 Lactation
	8.4 Pediatric Use
	8.5 Geriatric Use
	8.6 Lower Weight Individuals

	10 OVERDOSAGE
	11 DESCRIPTION
	12 CLINICAL PHARMACOLOGY
	12.1 Mechanism of Action
	12.3 Pharmacokinetics

	13 NONCLINICAL TOXICOLOGY
	13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
	13.2 Animal Toxicology and/or Pharmacology

	14 CLINICAL STUDIES
	14.1 Mild to Moderate Alzheimer’s Disease
	14.2 Moderate to Severe Alzheimer’s Disease

	16 HOW SUPPLIED/STORAGE AND HANDLING
	16.1 Donepezil Hydrochloride Tablets USP
	16.2 Donepezil Hydrochloride Orally Disintegrating Tablets USP

	17 PATIENT COUNSELING INFORMATION
	FULL PRESCRIBING INFORMATION
	1 INDICATIONS AND USAGE
	2 DOSAGE AND ADMINISTRATION
	2.1 Dosing in Mild to Moderate Alzheimer's Disease
	2.2 Dosing in Moderate to Severe Alzheimer's Disease
	2.3 Administration Information

	3 DOSAGE FORMS AND STRENGTHS
	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	5.1 Anesthesia
	5.2 Cardiovascular Conditions
	5.3 Nausea and Vomiting
	5.4 Peptic Ulcer Disease and GI Bleeding
	5.5 Weight Loss
	5.6 Genitourinary Conditions
	5.7 Neurological Conditions: Seizures
	5.8 Pulmonary Conditions

	6 ADVERSE REACTIONS
	6.1 Clinical Trials Experience
	6.2 Postmarketing Experience

	7 DRUG INTERACTIONS
	7.1 Use with Anticholinergics
	7.2 Use with Cholinomimetics and Other Cholinesterase Inhibitors

	8 USE IN SPECIFIC POPULATIONS
	8.1 Pregnancy
	8.2 Lactation
	8.4 Pediatric Use
	8.5 Geriatric Use
	8.6 Lower Weight Individuals

	10 OVERDOSAGE
	11 DESCRIPTION
	12 CLINICAL PHARMACOLOGY
	12.1 Mechanism of Action
	12.3 Pharmacokinetics

	13 NONCLINICAL TOXICOLOGY
	13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
	13.2 Animal Toxicology and/or Pharmacology

	14 CLINICAL STUDIES
	14.1 Mild to Moderate Alzheimer’s Disease
	14.2 Moderate to Severe Alzheimer’s Disease

	16 HOW SUPPLIED/STORAGE AND HANDLING
	16.1 Donepezil Hydrochloride Tablets USP
	16.2 Donepezil Hydrochloride Orally Disintegrating Tablets USP

	17 PATIENT COUNSELING INFORMATION
	PATIENT PACKAGE INSERT

