Office of Generic Drugs Approved Drugs Log – 

First Time June 2003

1.  40-486
Metaxalone Tablets, 400 mg



Corepharma, LLC


Submission Date: 04/25/02

Tentatively Approved: 06/11/03

Innovator Co.: Elan Pharmaceuticals

2.  76-378
Niacin Extended-release Tablets, 500 mg and 750 mg


Barr Laboratories, Inc.


Submission Date: 03/22/02

Tentatively Approved: 06/13/03

Innovator Co.: KOS Pharmaceuticals, Inc.

3.  76-304
Fluconazole Injection (in 5% Dextrose Injection), 2 mg/mL, 100 mL and 200 mL flexible plastic containers




Abbott Laboratories


Submission Date: 12/20/01

Tentatively Approved: 06/18/03


Innovator Co.: Pfizer Inc.

4.  76-303
Fluconazole Injection (in 0.9% Sodium Chloride Injection), 2 mg/mL, 100 mL and 200 mL flexible plastic containers




Abbott Laboratories




Submission Date: 012/20/01

Tentatively Approved: 06/18/03



Innovator Co.: Pfizer Inc.

5.  76-456
Esmolol Hydrochloride Concentrate, 250 mg/mL, 10 mL ampules


Pharmaforce, Inc.


Submission Date: 07/08/02

Tentatively Approved: 06/26/03

Innovator Co.: Baxter Healthcare Corp.

6. 76-474
Esmolol Hydrochloride Injection, 10 mg/mL, 10 mL vials


Pharmaforce, Inc.


Submission Date: 08/07/02

Tentatively Approved: 06/26/03



Innovator Co.: Allergan

7.  74-726
Potassium Choride Extended-release Tablets USP, 15 mEq

      S-016
Upsher-Smith

Submission Date: 05/06/02



Approved:  06/06/03



Innovator Co.: Key Pharmaceuticals, Inc.

8. 76-490
Lithium Carbonate Extended-release Tablets USP, 450 mg



West-Ward Pharmaceutical Corp.



Submission Date: 09/09/02



Approved:  06/17/03



Innovator Co.: GlaxoSmithKline

9.  76-119
Mirtazapine Tablets, 45 mg 

      S-001
TEVA Pharmaceuticals



Submission Date: 06/09/03

Approved:  06/19/03

Innovator Co.: Organon Inc.

10. 75-880
Amino Acid Injection, 6% and 10% plastic containers



Baxter Healthcare Corporation



Submission Date: 05/22/00

Approved:  06/19/03

Innovator Co.: B. Braun Medical Inc.

11. 76-411
Methenamine Hippurate Tablets USP, 1 g

Corepharma, LLC



Submission Date: 07/23/02

Approved:  06/20/03



Innovator Co.: Aventis Pharmaceuticals, Inc.

12.  76-503
Isotretinoin Capsules USP, 30 mg



Ranbaxy Laboratories Limited



Submission Date: 09/26/02

Approved: 06/20/03



Innovator Co.: HLR Technology

13. 76-462
Metronidazole Extended-release Tablets, 750 mg



Able Laboratories, Inc.



Submission Date: 07/23/02



Approved: 06/25/03



Innovator Co.: GD Searle LLC

14. 76-457
Ganciclovir Capsules, 250 mg and 500 mg



Ranbaxy Laboratories Limited



Submission Date: 07/10/02

Approved:  06/27/03

Innovator Co.: Roche Palo Alto, LLC
