Office of Generic Drugs ANDA Approvals for the Month of July 2003

1.  76-510
Desoximetasone Cream USP, 0.25%
Clay-Park Labs, Inc.


Approved:  07/01/03

2.  65-095
Doxycycline Hyclate Tablets USP, 100 mg (base)

West-ward Pharmaceutical Corp.


Approved:  07/02/03

3.  76-438
Morphine Sulfate Extended-release Tablets, 100 mg and 200 mg



Mallinckrodt Inc.

Approved:  07/03/03

4.  76-495
Metoprolol Tartrate Injection USP, 1 mg/mL, 5 mL vials



Bedford Laboratories


Approved: 07/07/03

5.  76-222
Ganciclovir Sodium for Injection, 500 mg (base)/vial


Bedford Laboratories


Approved:  07/16/03

6.  76-242
Calcitriol Oral Solution, 1 mcg/mL



Roxane Laboratories, Inc.


Approved:  07/18/03

7.  65-135
Cefuroxime Axetil Tablets USP, 250 mg and 500 mg



Lupin Limited


Approved: 07/25/03

8.  76-645
Lactulose Solution USP, 10 g/15 mL 



Novex Pharma


Approved: 07/28/03

9.  40-417
Hydrocortisone Lotion USP, 2.5% 



Vintage Pharmaceuticals, Inc.



Approved: 07/30/03

10.  40-507
Propoxyphene Hydrochloride and Acetaminophen Tablets USP, 65 mg/650 mg 



Vintage Pharmaceuticals, Inc.


Approved: 07/30/03

11.  75-356
Paroxetine Hydrochloride Tablets, 10 mg (base), 20 mg (base), 30 mg (base) and 40 mg (base)  



Torpharm


Approved: 07/30/03

12.  75-890
Glyburide Tablets USP, 1.5 mg, 3 mg and 6 mg 



Hikma Pharmaceuticals


Approved: 07/31/03

13. 76-412
Morphine Sulfate Extended-release Tablets, 15 mg, 30 mg and 60 mg

Mallinckrodt, Inc.
Approved:  07/31/03

