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Inventory Of 505(b)(2) NDAs Approved By FDA $ 

505(b)(2) Drug 
QVAR (beclomethasone dipropionate 

IHPA) . 
I , 

/ Dimetane DX Cough Syrup 
(brompheniramine maleate, 
pseudoephedrine HCl, and 
dextromethornhan hvdrobromide) 

A. H. Robins Co. 

Amphastar Pharmaceuticals, Inc. 

Andrx labs, Inc. 
Ascent Pediatrics, Inc. 
AstraZeneca Pharmaceuticals 

1 Duocaine (lidocaine HCl and bupivacaine 
HCl) 
Altocor (lovastatin) 
Primsol (trimethoprim HCl) 
Cefotan (cefotetan disodium) 

AstraZeneca Pharmaceuticals Entocort C (budesonide) 
AstraZeneca Pharmaceuticals Zomig (zolmitriptan) 

Compiled from filings in FDA Docket Nos. ZOOlP-0323,2002P-0447, and 2003P-0408, and from 
CDER’s website (www.fda.gov/cder). 



1 Raate 
I --,,,r Healthcare Corp. 

Corp. Bayer 
Bedford Labs 
Berlex Labs, Inc. 
Berlex Labs, Inc. 
Bioglan Pharmaceuticals Co. 
Biovail Techonologies Ltd. 

Travasol - sulfite-free (amino acid) 
Electrolytes in Dextrose Injection 
Precose (acarbose) 
Pamidronate disodium injection 
Betapace (sotalol) 
Fludara (fludarabine) 
Zonalon (doxepin HCl) 
Vaseretic (enalapril maleate and 

with 4 
I 

-----I 
Biovail Techonologies Ltd. 
Bracco ‘Diagnostics 

Bristol-Myers Squibb Co. 
Bristol-Myers Squibb Co. 
Bristol-Mvers Squibb Co. 

- 
1 hvdrnchlorothiazide 

(enalaprilat) 
-- atrizoate meglumine and 

:glumine injection) 
stine (CCNU) __ _ _ . 

Vasotec 
Sinografin (di; 
iodipimide me 
CeeNU Lomu 
Etopophos (etoposide phosphate) 
Glucovance (glyburide and metformin 

I  a 

HCl) 
Bristol-Myers Squibb Co. Pravagard PAC (pravastatin sodium and 



monohydrate, USP, and sodium phosphate 

Novartis Consumer Health 
pseudoephedrine) 
Tavist Allergy/Sinus/Headache 
(clemastine fumarate, pseudoephedrine 

Pharmaceuticals, Inc. 
Pharmaceuticals, Inc. 

sulfate, and acetaminophen) 
GlucaGen (glucagon rDNA) 
Prandin (repaglinide) 
Cafcit (caffeine citrate) 
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idopa, levodopa, and 

Sanofi-Synthelabo, Inc. 
Schering Corp. 
Schering Corp. 

Infusion) 
Skelid (tiludronate disodium) 
Optimine (azatadine maleate) 
Trinalin (azatadine maleate and 
oseudoeohedrine sulfate) 

!--- 
U.S. Army 
UCB Pharma 

Pyridostigmine bromide 
Keoora ilevetiracetarn) 


