ISOTRETINOIN
RISK EVALUATION AND MITIGATION STRATEGY (REMYS)

The iPLEDGE Program

a single shared system

Current Application Holders

Barr Laboratories, Inc.
an indirect subsidiary of Teva Pharmaceuticals USA, Inc.

ANDA 076356
ANDA 076135

400 Chestnut Ridge Road

Woodcliff Lake, NJ 07677
(201) 930-3300
(845) 362-1100

Mylan Pharmaceuticals Inc.
ANDA 075945
781 Chestnut Ridge Road
P.O. Box 4310
Morgantown, WV 26504-4310
(304) 599-2595

Ranbaxy Labs Inc.
ANDA 076041
ANDA 076503

600 College Road East
Princeton, NJ 085410
(609) 720-5633
(609) 514-9797

Douglas Pharmaceuticals America Ltd.
U.S. Agent: VersaPharm Inc.
ANDA 076485
1775 West Oak Parkway, Suite 800
Marietta, GA 30062
(770) 499-8100



Cipher Pharmaceuticals Inc.
U.S. Agent: Galephar P.R. Inc.
NDA 021951
Road 198 km 14.7 #100, Juncos Industrial Park
Juncos, Puerto Rico 00777-3873
(787) 713-0340



