Office of Generic Drugs Approved Drugs Log – 

First Time August 2003

1.  76-159
Glipizide Extended-release Tablets, 10 mg



Andrx Pharmaceuticals, LLC


Submission Date: 04/09/01

Tentatively Approved: 08/22/03


Innovator Co.: Pfizer Inc. 
2.  65-080
Amoxicillin Tablets for Oral Suspension, 200 mg and 400 mg

Ranbaxy Laboratories Limited
Submission Date: 12/04/00



Approved:  08/11/03


Innovator Co.: Glaxosmithkline
3.  76-453
Lidocaine and Prilocaine Cream, 2.5%/2.5%



Altana Inc.

Submission Date:  07/02/02

Approved:  08/18/03

Innovator Co.: Astrazeneca

4.  76-546
Trimethobenzamide Hydrochloride Capsules USP, 300 mg

Amide Pharamceutical, Inc.



Submission Date:  11/27/02

Approved:  08/20/03



Innovator Co.:  King Pharmaceuticals, Inc.
5.  65-083
Cefpodoxime Proxetil Tablets, 100 mg and 200 mg 



Ranbaxy Laboratories Limited


Submission Date: 12/21/00

Approved: 08/20/03



Innovator Co.: Pharmacia & Upjohn 
6.  75-715
Famotidine Tablets (OTC), 10 mg (Chewable)


L. Perrigo Company



Submission Date:  10/01/99

Approved: 08/22/03



Innovator Co.:  Merck 

7.  76-214
Sotalol Hydrochloride Tablets, 80 mg, 120 mg and 160 mg



Torpharm



Submission Date: 08/01/01



Approved: 08/27/03



Innovator Co.:  Berlex Laboratories, Inc.
8.  76-234
Flavoxate Hydrochloride Tablets, 100 mg



IMPAX Laboratories, Inc.



Submission Date:  09/06/01

Approved:  08/28/03



Innovator Co.: Ortho McNeil Pharmaceutical, Inc.
9.  76-349
Fludarabine Phosphate for Injection, 50 mg/vial



Sicor Pharmaceuticals, Inc.


Submssion Date:  01/22/02

Approved:  08/28/03

Innovator Co.: Berlex Laboratories, Inc.

10.  40-508
Hydrocodone Bitartrate and Acetaminophen Oral Solution, 10 mg/500 mg per

15 mL 

Mallinckrodt Inc.

Submission Date: 08/28/02

Approved: 08/29/03



Innovator Co.: Mikart
