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

1.  65-080
Amoxicillin Tablets for Oral Suspension, 200 mg and 400 mg
Ranbaxy Laboratories Limited


Approved:  08/11/03

2.  76-134
Loratadine Tablets (OTC), 10 mg
Ranbaxy Laboratories Limited



Approved:  08/18/03

3.  76-453
Lidocaine and Prilocaine Cream, 2.5%/2.5%


Altana Inc.
Approved:  08/18/03

4.  65-083
Cedfpodoxime Proxetil Tablets, 100 mg and 200 mg 


Ranbaxy Laboratories Limited


Approved: 08/20/03

5.  76-154
Loratadine Tablets (OTC), 10 mg


Genpharm Inc.


Approved:  08/20/03

6.  76-546
Trimethobenzamide Hydrochloride Capsules USP, 300 mg

Amide Pharamceutical, Inc.


Approved:  08/20/03

7.  40-481
Digoxin Injection USP, 0.25 mg/mL, 2 mL ampuls


Sabex 2002 Inc.


Approved: 08/21/03

8.  76-366
Lithium Carbonate Extended-release Tablets USP, 450 mg


Barr Laboratories, Inc.


Approved: 08/21/03

9.  76-528
Butalbital, Acetaminophen, Caffeine and Codeine Phosphate Capsules, 
50 mg/325 mg/40 mg/30 mg 



Able Laboratories Inc.


Approved: 08/21/03

10.  75-715
Famotidine Tablets (OTC), 10 mg (Chewable)


L. Perrigo Company


Approved: 08/22/03

11.  76-544
Naproxen Sodium Tablets USP, 275 mg and 550 mg 


Able Laboratories, Inc.


Approved: 08/22/03

12.  40-513
Butalbital, Acetaminophen and Caffeine Tablets USP, 50 mg/500 mg/40 mg

Vintage Pharmaceuticals, Inc.



Approved: 08/25/03

13. 40-511
Butalbital, Acetaminophen and Caffeine Tablets USP, 50 mg/325 mg/40 mg

Vintage Pharmaceuticals, Inc.



Approved: 08/27/03

14.  76-214
Sotalol Hydrochloride Tablets, 80 mg, 120 mg and 160 mg



Torpharm



Approved: 08/27/03

15.  76-320
Lidocaine and Prilocaine Cream, 2.5%/2.5%



Atrix Laboratories, Inc.

Approved:  08/27/03

16.  76-234
Flavoxate Hydrochloride Tablets, 100 mg



IMPAX Laboratories, Inc.



Approved:  08/28/03

17.  76-349
Fludarabine Phosphate for Injection, 50 mg/vial



Sicor Pharmaceuticals



Approved:  08/28/03

18.  76-570
Trimethobenzamide Hydrochloride Capsules USP, 300 mg


Mutual Pharmaceutical Company, Inc.



Approved:  08/28/03

19.  40-508
Hydrocodone Bitartrate and Acetaminophen Oral Solution, 10 mg/500 mg per

15 mL 

Mallinckrodt Inc.

Approved: 08/29/03

20. 40-516
Chloroquine Phosphate Tablets USP, 500 mg



IMPAX Laboratories, Inc.



Approved:  08/29/03

