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See Below 

, I 

This memorandum represents the Office of Generic Drugs' 
statistical report for August, 2000. 

Tables I through III detail quantitative information about OGD's 
receipts, actions, and pending review status for both original 
and supplemental (CMC and labeling) applications for the past 
month and for the 11 preceding months. Following the tables, 
graphic presentations .of selective quantitative data are 
provided. These ,graphs allow comparisons to similar data dating 
back to 1992. Where appropriate, the graphs have been modified 
to reflect the change of AADAs to ANDAs as a result of the 
elimination of Section 507 of the FD&C Act under FDAMA. 

Approvals for the month of August include 25 new generic full 
approvals and 3 tentative approvals. Of the 28 approvals, 3 
applications were approved as first generics. In addition, OGD 
approved 3 new strength supplements. Separate lists of the 
approvals for the month of August follow the graphic 
presentations. 
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1. 75-473 

2. 75-475 

3. 75-048 

4. 75-369 

5. 75-370 

6. 75-456 

7. 75-458 

8. 75-459 

9. 75-472 

10. 75-479 

11. 75-480 

12. 75-482 

LEVOBUNOLOL 
HYDROCHLORIDE 
OPHTHALMIC SOLUTION, 
USP 0.25% 

LEVOBUNOLOL 
lWDROCHLORIDE 
OPHTHALMIC SOLUTION, 
USP 0.5% 

ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

ENALAPRIL MALEATB 
TABLETS, USP 10 MG 20 
MG 

ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 
MG 

ENALAPRILAT INJECTION 
1.25 MG/ML (SYRINGE) 

ENALAPRlLAT INJECTION 
1.25 MG/ML (VIALS) 

ENALAPRIL MALEATB 
TABLETS USP 10 MG 20 
MG 

ENALAPRIL MALEATB 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

ENALAPRIL MALEATB 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

ENALAPRIL MALEATE! 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

ENALAPRIL. MALEATE 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

NOVEX PHAFWA 

NOVEX PHARMA 

GENEVA 
PHARMACEUTICALS INC. 

KRKA, d.d., NOVO MBSTO 

KRKA, d.d., NOVO MBSTO 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

LEK PHARMACEUTICAL AND 
CHEMICAL CO. d-d. 

GENPHARM INC. 

TEVA PHARMACEUTICALS, 
USA 

MYLAN PHARMACEUTICALS, 
INC. 

ZENITH GOLDLINB 
PHARMACEUTICALS, INC. 

813100 

8l3fOO 

8/22/00 

8122100 

g/22/00 

8f22lOO 

8122100 

8f22lOO 

8122100 

8/22/O 

8122lOO 

8/22/00 



13. 75-483 

14. 75-496 

ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

WOCKHARDT AMERICAS, 
INC. 

8122100 

ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 
MG 

LEK PHARMACEUTICAL AND 
CHEMICAL CO. d.d. 

8f22lOO 

15, 75-501 ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

CHELSEA LABORATORIES, 
INC. 

8122100 

16. 75-556 ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

RANBAxYLABoRAToRlEs 
LIMITED 

8122100 

17. 75-571 

18. 75-578 

19. 75-583 

ENALAPRILAT INJECTION FAULDING 
1.25 MG/ML (VIALS) PHARMACEUTICAL CO. 

GENSIA SICOR 
PHARMACEUTICALS, INC. 

APOTHECON, INC. 

8122100 

8/22/00 

8/22/00 

ENALAPRILAT INJECTION 
1.25 MG/ML (VIALS) 

ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

20. 75-621 ENALAPRIL MALEATE 
TABLETS, USP 2.5 MG 5 MG 
10 MG 20 MG 

EON LABS 
MANUFACTURING, INC. 

8/22/00 

21. 75-634 ENALAPRILAT INJECTION 
1.25 MG/ML (VIALS) 

BEDFORD LABORATORIES 8/22/00 

8123100 22. 75-606 NORTRIPTYLINE 
HYDROCHLORIDE ORAL 
SOLUTION, USP 10 MG 
(BASE)/ML 

PHARMACEUTICAL 
ASSOCIATES, INC. 

23. 75-220 

24. 75-734 

25. 75-792 

DESMOPRESSIN ACETATE 
INJECTION 4 mcghnL 

ABBOTT LABORATORIES g/28/00 

g/29/00 

8129100 

HYDROXYUREA TABLETS 1 
G 

BARR LABORATORTES, INC 

PROPRANOLOL 
HYDROCHLORIDE 
INJECTION, USP 1 MG/ML 

BEDFORD LABORATORIES 
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75-572 BUSPIRONE KV PHARMACEUTICAL CO. 8f4fOO 
HYDROCHLORIDE TABLETS, 
USP 5 MG 10 MG 15 MG 

75-722 

75-184 

LORATAIXNTZ TABLETS 10 TEVA PHARMACEUTICALS 
MG USA 

PACLITAXEL INJECTION 6 BAKER NORTON 
MG/ML PHARMACEUTICALS, INC. 

8122100 

8/28/00 
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1, 75-155 ISOSORBTDE MONONITRATE KREMERS URBAN 8l4fOO 
s-010 EXTENDED-RELEASE 

TABLETS 120 MG 

2. 40-094 
S-008 

HYDROCODOME WATSON LABORATORIES, 
BITARTRATE AND INC. 
ACETAMINOPHEN TABLETS, 
USP 10 MG/660 MG 

3, 74-726 
s-00 1 

POTASSIUM CHLORIDE 
EXTENDED-RELEASE 
TABLETS, USP 10 MEiQ 

UPSHER-SMITH 
LABORATORIES. INC. 

8/8/00 

8/9/00 


