
MEMORANDUM 

DATE: April 5, 2000 

FROM: Peter Rickman 
Acting Director, Division of Labeling and Program 
support 

SUBJECT: Statistical Report - Month of March 2000 

TO: See Below 

This memorandum represents the Office of Generic Drugs' 
statistical report for March 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 1991. 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. 

Separate lists of March's 21 new generic approvals, and 9 
tentative approvals follow the graphic presentations. First time 
generic approvals or tentative approvals are indicated by an 
asterisk (*) . These approvals include generic equivalents for 

'Levo-Dromoran Tablets 2 mg, indicated for the management of 
moderate to severe pain marketed by ICN Pharmaceuticals; Adalat 
CC Extended-release Tablets 30 mg, indicated for the treatment of 
hypertension marketed by Bayer; Nix Creme Rinse l%, used in the 
treatment of infestation with scabies marketed by Warner Lambert; 
Tapazole Tablets 5 mg and 10 mg, indicated for the treatment of 
hyperthyroidism marketed by Lilly; Talacen Tablets 25 mg 
(base)/650 mg, indicated for the relief of mild to moderate pain 

marketed by Sanofi Synthelabo; and Actigall Capsules 300 mg, 
indicated for the prevention of gallstone formation marketed by 
Novartis. 
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KE'D-600/G. Buehler 
HFD-GOl/G,Buehler 
HFD-GOO/M.Lamb/Forward to Documents Management Branch, 

Docket # 9050308 
HFD-GOO/M.Fanning 
HFD-600/A.High 
HFD-600/R.Hassall 
HFD-600/R.Warzala 
HFD-604/D.Hare 
HFD-GlO/R.West 
HFD-GlO/DLPS File 
HFD-Gll/P.Rickman 
HFD-613/J.Grace 
HFD-613/C.Hoppes 
HFD-615/H.Greenberg 
HFD-617/P.Beers-Block 
HFD-620/R.Patel 
HFD-621/A.Rudman 
HFD-623/D.Gill 
HFD-625/M.Smela 
HFD-629/P.Schwartz 
HFD-630/A.Mueller 
HFD-640/F.Holcombe 
HFD-640/F.Fang 
HFD-641/V.Sayeed 
HFD-643/R.Adams 
HFD-645/B.Arnwine 
HFD-647/U.Venkataram 
HFD-649/G.Smith 
HFD-650/D.Conner 
HFD-651/R.Patnaik 
HFD-652/Y.C.Huang 
HFD-655/S.Nerurkar 
HFD-658/B.Davit 
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Office Of Generic Drugs ANDAs Approvals 
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1. 65-025 

Uliir.dql, .‘Ipril 06, 2000 
.~ .._ 

CY CLOSPORINE ORAL ABBOTT LABORATORIES 3/R/00 
SOLUTION USP (MODIFIED) 
100 mg/mL 

2. 75-434 

3. 65-031 

4. 75-128 

5. 73-416 

6. 75-517 

7. 75-560 

8. 40-277 

9. 74-793 

10. 75-395 

NALTREXONE EON LABS MANUFACTURING 
HYDROCHLORIDE TABLETS INC. 
USP 50 MG 

3/8/00 

BLEOMYCIN FOR INJECTION FAULDING 
USP 15 UNITS (BASE)/VIAL PHARMACEUTICAL CO. 
30 UNITS (BASE)MAL 

3/10/00 

NIFEDIPINE EXTENDED- ELAN PHARMACEUTICAL 3/10/00 
RELEASE TABLETS 30 MG RESEARCH CORPORATION 

cHLoRHExIDINJ3 
GLUCONATE TOPICAL 
SCRUB 4% (WITH 
BRUSH/SPONGE 
APPLICATOR) 

BECKTON, DICKENSON 3/14/00 
SURGICAL SYSTEM 

URSODIOL CAPSULES, USP AMIDE PHARMACEWI’ICAL , 3/14/00 
300 MG lNC 

CIMETIDINE NOVEX PHARMA 3/l 5100 
HYDROCHLORIDE ORAL 
SOLUTION 300 MG (BASE)/5 
ML 

PROPARACAINE 
HYDROCHLORIDE 
OPHTHALMIC SOLUTION, 
USP 0.5% 

TAYLOR PHARMACEUTICALS 31 lb/O0 

LORAZEPAM INJECTION, 
USP 2 MG/ML (VIALS) 4 
MG/hdL (VIALS) 

MOVA PHARMACEUTICAL 3/16/00 
CORFORATION 

ISOSORBIDE MONONITRATE KV PHARMACEUTICAL 3/16/00 
EXTENDED-RELEASE COMPANY 
TABLETS 30 MG 60 MG 120 
MG 



Office of Generic Drugs ANDAs Tentative Approvals 

Page: I 

1. 75-579 

2. 75-409 

3. 75-628 

4. 75-416 

5. 75-650 

6. 75-347 

7. 75-583 

8. 75-685 

9. 75-527 

BISOPROLOL FUMARATE 
AND 
HYDROCHLOROTHIAZIDE 
TABLETS 2.5 MGl6.25 MG 5 
MG/6.25 MG 10 MGi6.25 MG 

EON LABS 
MANUFACTURING, INC. 

MIDAZOLAM ABBOT-T LABORATORIES 
HYDROCHLORIDE INJECTION 
1 MG (BASE)iML (SYRTNGE) 5 
MG (BASE)/ML (SiRINGE) 

FAMOTIDINE TABLETS, USP 
20 MG 40 MG 

NAPROXEiN SODIUM 
EXTENDED-RELEASE 
TABLETS 500 MG ( BASE) 

FAMOTIDlNE TABLETS, USP 
20 MC 40 MG 

OMEPRAZOLE DELAYED- 
RELEASE CAPSULES 10 MG 
20 MG 40 MG 

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

CIPROFLOXACIN TABLETS, 
USP 750 MG 

BISOPROLOL FUMARATE 

HYDROCHLOROTHIAZIDE 2.5 
MGl6.25 MG 5 MGl6.25 MG 10 
MG/6.25 MG 

APOTHECON, INC. 3/16/00 

ANDRX PHARMACEUTICALS, 
JNC 

3/17/00 

PUREPAC 
PHARMACEUTICAL CO. 

3/17/00 

ANDRX PHARMACEUTICALS, 
INC. 

3123fOO 

APOTHECON, INC. 3/29/00 

MYLAN PHARMACEUTICALS, 
INC. 

INVAMED INC. 

3/30/00 

313 l/O0 

-.- 

3l2lOO 

3/15/00 



11. 75-523 

12. 75-559 

13. 64-200 

14. 64-201 

15. 74-699 

16. 75-014 PERMETHRIN LOTION 1% 

17. 75-294 RANITIDINE TABLETS, USP CHEMINOR DRUGS LTD. 3/28/00 
(OTC) 75 MG 

18. 40-350 METHIMAZOLE TABLETS, GENPHARM INC. 3/29/00 
USP 5 MG 10 MG 

19. 75-358 ALBUTEROL SULFATE 
INHALATION SOLUTION 
0.083% (BASE) 

20. 40-320 

21. 74-278 

PENTAZOCINE AND 
NALOXONE 
HYDROCHLORIDES 
TABLETS, USP 50 MG 
(BASE)/OS MG (BASE) 

RANBAXY LABORATORIES 
LIMITED 

3/l 7/m 

BUTORPHANOL TARTRATE ABBOTT LABORATORIES 3/20/00 
INJECTION, USP 1 MG/ML 
(SYRINGE) 2 MG/ML 
(SYRINGE) 

CEFOTAXIME FOR AMERICAN 3l24fOO 
INJECTION 500 MG /lO ML PHARMACEUTICAL 
VIAL 1 G 00 ML VIAL 2 G/10 PARTNERS, INC. 
MLVIAL1G/100MLVIAL2 
G 000 ML VIAL 

CEFOTAXIME FOR 
INJECTION 10 GMAL ( 
PHARMACY BULK 
PACKAGE) 20 GMAL 
(PHARMACY BULK 
PACKAGE) 

AMERICAN 
PHARMACEUTICAL 
PARTNERS, INC. 

3/24/00 

PENTAZOCINE WATSON LABORATORIES, 3/24fOO 
HYDROCHLORIDE AND INC. 
ACETAMINOPHEN TABLETS 
25 MG (BASE)/650 MG 

ALPHARMA ’ 3/28/00 

BAUSCH & LOMB 
PHARMACEUTICALS INC. 

3/29/00 

METHIMAZOLE TABLETS, APPLIED ANALYTICAL 3/3 l/O0 
USP 5 MG 10 MG lNDusms 

LEVORPHANOL TARTRATE ROXANE LABORATORIES, 313 l/O0 
TABLETS, USP 2 MG INC. 


