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

1.  40-453
Dihydroergotamine Mesylate Injection USP, 1 mg/mL, 1 mL vials

Bedford Laboratories



Approved:  06/09/03

2.  75-992
Vinorelbine Tartrate Injection, 10 mg (base)/mL, 1 mL and 5 mL vials



ESI Lederle



Approved:  06/10/03

3.  76-497
Loperamide Hydrochloride Tablets USP (OTC), 2 mg



LNK International, Inc.

Approved:  06/10/03

4.  76-428
Milrinone Lactate Injection, 1 mg (base)/mL, 20 mL vials



Bioniche (Canada) Ltd.



Approved: 06/16/03

5.  76-490
Lithium Carbonate Extended-release Tablets USP, 450 mg



West-Ward Pharmaceutical Corp.



Approved:  06/17/03

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



Baxter Healthcare Corporation



Approved:  06/19/03

7.  76-122
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Mylan Pharmaceuticals, Inc.



Approved: 06/19/03

8.  76-176
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Alphapharm Pty. Ltd.



Approved: 06/19/03

9.  76-189
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Geneva Pharmaceuticals, Inc.



Approved: 06/19/03

10.  76-219
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Eon Labs, Inc.



Approved: 06/19/03

11.  76-270
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Roxane Laboratories, Inc.



Approved: 06/19/03

12.  76-312
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Watson Laboratories, Inc.



Approved: 06/19/03

13. 40-435
Extended Phenytoin Sodium Capsules USP, 100 mg

Barr Laboratories, Inc.

Approved:  06/20/03

14.  76-308
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Purepac Pharmaceutical Co.



Approved: 06/20/03

15.  76-336
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Andrx Pharmaceuticals, LLC



Approved: 06/20/03

16.  76-411
Methenamine Hippurate Tablets USP, 1 g

Corepharma, LLC



Approved:  06/20/03

17.  76-503
Isotretinoin Capsules USP, 30 mg



Ranbaxy Laboratories Limited



Approved: 06/20/03

18. 40-479
Promethazine Hydrochloride Suppositories USP, 12.5 mg and 25 mg



Paddock Laboratories, Inc.



Approved:  06/24/03

19.  76-241
Mirtazapine Tablets, 15 mg, 30 mg and 45 mg 



Amide Pharmaceutical, Inc.



Approved: 06/25/03

20.  76-462
Metronidazole Extended-release Tablets, 750 mg



Able Laboratories, Inc.



Approved: 06/25/03

21.  76-539
Valproate Sodium Injection, 100 mg/mL, 5 mL vials



American Pharmaceutical Partners, Inc.



Approved: 06/26/03

22.  75-798
Allopurinol Tablets USP, 100 mg and 300 mg



Vintage Pharmaceuticals, Inc.



Approved: 06/27/03

23. 76-457
Ganciclovir Capsules, 250 mg and 500 mg



Ranbaxy Laboratories Limited



Approved:  06/27/03

24.  76-519
Metronidazole Tablets USP, 250 mg and 500 mg



Able Laboratories, Inc.



Approved:  06/27/03

25.  40-465
Dicyclomine Hydrochloride Injection USP, 10 mg/mL, 2 mL vials



Bedford Laboratories, Inc.



Approved:  06/30/03

26.  40-500
Promethazine Hydrochloride Suppositories USP, 12.5 mg and 25 mg



Clay Park Labs, Inc.



Approved: 06/30/03

