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. 1. APPLICATION NUMBER: NDA 21-281

APPLICANT: TAP Pharmaceuticals
675 North Field Drive
Lake Forest IL, 60045
Phone: 847-317-5781
FAX: B47-317-5795

2. PRODUCT NAME: Prevacid®

3. DOSAGE FORM: Prevacid (lansoprazole) Sachet for Suspension, 15 mg and 30
mg unit dose sachets.

4. METHOD OF STERILIZATION: None (non-sterile product).

5. PHARMACOLOGICAL CATAGORY and/or PRINCIPLE INDICATION: Proton
pump inhibitor which inhibits gastric acid secretion. Indicated for treatment of
gastric and duodenal ulcers.

6. DRUG PRIORITY CLASSIFICATION: Standard .

DATE OF INITIAL SUBMISSION: 06/30/00

DATE OF CONSULT: 02/02/01

ASSIGNED FOR REVIEW: 02/08/01

RELATED DOCUMENT: NDA 20-406 (Prevacid Delayed-Release Capsuies

. REMARKS: NDA 21-281 provides for a new dosage form (Sachet for Suspension)

for Prevacid®.



TAP Pharmaceuticals, NDA 21-281, Prevacid® (sachets) Microbiologist’s Review #]

( D. CONCLUSIONS: -

The application is approvable pending resolution of microbiology issues concerning
microbiological attributes of the drug product. Specific comments are provided in “E.
REVIEW NOTES” and “List of Microbiology Comments and Deficiencies”.
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