
CENTER FOR DRUG EVALUATION AND RESEARCH

Approval Package for:

Application Number: 20702/S004

Trade Name: LIPITOR TABLETS

Generic Name: ATORVASTATIN CALCIUM

Sponsor: PARKE-DAVIS PHARMACEUTICAL
RESEARCH

Approval Date: 02/02/98

Indication(s): TREATMENT OF HYPERCHOLESTEROLEMIA



CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION:  20702/S004

CONTENTS

Included        Pending             Not             Not 
          Completion     Prepared    Required

Approval Letter X
Tenative Approval Letter X
Approvable Letter X
Final Printed Labeling X
Medical Review(s) X
Chemistry Review(s) X
EA/FONSI X
Pharmacology Review(s) X
Statistical Review(s) X
Microbiology Review(s) X
Clinical Pharmacology X
Biopharmaceutics Review(s)
Bioequivalence Review(s) X
Administrative Document(s)/ X
Correspondence



CENTER FOR DRUG EVALUATION AND RESEARCH

Application Number: 20702/S004

APPROVAL LETTER









CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 20702/S004

MEDICAL REVIEW(S)





















CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 20702/S004

ADMINISTRATIVE DOCUMENTS/CORRESPONDENCE


















