


















MYLAN

NDC 0378-6750-82
Each capsule contains:
Balsalazide disodium 750 mg

750 m
g

280 CAPSULES

Dispense in a tight, light-resistant
container as defined in the USP
using a child-resistant closure.

Keep container tightly closed.

Keep this and all medication out of
the reach of children.

Store at 20° to 25°C (68° to 77°F). [See 
USP for Controlled Room Temperature.]

Usual Adult Dosage: See accompanying
prescribing information.

This container is not intended for dispensing 
for household use.

Mylan Pharmaceuticals Inc.
Morgantown, WV 26505
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MYLAN

NDC 0378-6750-05
Each capsule contains:
Balsalazide disodium 750 mg

750 m
g

500 CAPSULES

Dispense in a tight, light-resistant
container as defined in the USP
using a child-resistant closure.

Keep container tightly closed.

Keep this and all medication out of
the reach of children.

Store at 20° to 25°C (68° to 77°F). [See 
USP for Controlled Room Temperature.]

Usual Adult Dosage: See accompanying
prescribing information.

This container is not intended for dispensing 
for household use.

Mylan Pharmaceuticals Inc.
Morgantown, WV 26505
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Following this page, 8 pages withheld in full (b)(4)-Chemistry review #1
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Following this page, 9 pages withheld in full- (b)(4) Chemistry review #2
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Following this page, 26 pages withheld in full (b)(4)- SAS Output
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