Office of Generic Drugs ANDAs Tentative Approvals for the Month of June 2003

1.  76-039
Carboplatin Injection, 10 mg/mL, 5 mL, 15 mL and 45 mL vials



Bedford Laboratories 



Tentatively Approved: 06/06/03

2.  76-086
Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 



Geneva Pharmaceuticals, Inc.



Tentatively Approved: 06/10/03

3.  40-486
Metaxalone Tablets, 400 mg



Corepharma, LLC


Tentatively Approved: 06/11/03

4.  75-763
Nefazodone Hydrochloride Tablets, 50 mg, 100 mg, 150 mg, 200 mg and 250 mg


IVAX Pharmaceuticals, Inc.


Tentatively Approved: 06/11/03

5.  76-049
Quinapril Hydrochloride Tablets, 5 mg (base), 10 mg (base), 20 mg (base) and 

40 mg (base)


Andrx Pharmaceuticals, LLC


Tentatively Approved: 06/11/03

6.  76-378
Niacin Extended-release Tablets, 500 mg and 750 mg


Barr Laboratories, Inc.


Tentatively Approved: 06/13/03

7.  76-220
Ofloxacin Tablets, 200 mg, 300 mg and 400 mg


Ranbaxy Laboratories Limited


Tentatively Approved: 06/17/03

8.  76-303
Fluconazole Injection (in 0.9% Sodium Chloride Injection), 2 mg/mL, 100 mL and 200 mL flexible plastic containers




Abbott Laboratories


Tentatively Approved: 06/18/03

9.  76-304
Fluconazole Injection (in 5% Dextrose Injection), 2 mg/mL, 100 mL and 200 mL flexible plastic containers




Abbott Laboratories


Tentatively Approved: 06/18/03

10. 76-323
Esmolol Hydrochloride Injection, 10 mg/mL, 10 mL vials


Bedford Laboratories


Tentatively Approved: 06/26/03

11.  76-326
Esmolol Hydrochloride Concentrate, 250 mg/mL, 10 mL vials


Bedford Laboratories


Tentatively Approved: 06/26/03

12. 76-397
Pravastatin Sodium Tablets, 10 mg, 20 mg and 40 mg


Lek Pharmaceuticals d.d.


Tentatively Approved: 06/26/03

13.  76-456
Esmolol Hydrochloride Concentrate, 250 mg/mL, 10 mL ampoules


Pharmaforce, Inc.


Tentatively Approved: 06/26/03

14. 76-474
Esmolol Hydrochloride Injection, 10 mg/mL, 10 mL vials


Pharmaforce, Inc.


Tentatively Approved: 06/26/03

