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Proposed Draft Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg

14 Tablets (Blister Foil)
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Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

N

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

THIS SINGLE 14-TABLETS
BLISTER PACKAGE
CONTAINS ONE 14-DAY
COURSE OF TREATMENT.

DO NOT TAKE FOR MORE
THAN 14 DAYS OR MORE
OFTEN THAN EVERY 4
MONTHS UNLESS
DIRECTED BY A DOCTOR.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

91574 00 X9

Omeprazole DR Tablets
20 mg / Acid Reducer
Push tablet through foil.
Swallow whole.

Do not chew or crush tablets.
Take 1 tablet a day for 14 days.

Mfd. by: Dexcel Pharma Technologies Ltd., 10 Hakidma St., Yokneam lllit, 2069200, Israel

Reference ID: 5476284

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT INFORMATION. \
READ WARNINGS AND DIRECTIONS ON CARTON BEFORE USE.
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