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

Company

505(b)(2) Drug

3M Pharmaceuticals

QVAR (beclomethasone dipropionate
HFA)

A. H. Robins Co.

Dimetane DX Cough Syrup
(brompheniramine maleate,
pseudoephedrine HCl, and
dextromethorphan hydrobromide)

aaiPharma M.V.1. Adult (multi-vitamin infusion)

Abbott Labs 10% Calcium chloride injection, USP

Abbott Labs Dextrose 50% Injection

Abbott Labs Synthroid (levothyroxine sodium)

ABLE Labs, Inc. Sulfa-methoxazole, Trimethoprim, USP,
and Phena-zopyridine HC]

Adams Labs Mucinex (guaifenesin)

Alamo Pharmaceuticals Fazaclo (clozapine)

Alcon Research, Ltd. Ciprodex (ciprofloxacin and
dexamethasone)

Allergan, Inc. Alphagan P (brimonidine tartrate)

Alza Corporation Duragesic (fentanyl)

Amersham Health Omnipaque (iohexol)

Amphastar Pharmaceuticals, Inc.

Duocaine (lidocaine HCI and bupivacaine
HCI)

Andrx Labs, Inc.

Altocor (lovastatin)

Ascent Pediatrics, Inc.

Primsol (trimethoprim HCI)

AstraZeneca Pharmaceuticals

Cefotan (cefotetan disodium)

AstraZeneca Pharmaceuticals

Entocort C (budesonide)

AstraZeneca Pharmaceuticals

Zomig (zolmitriptan)

Aura Labs, Inc.

Altocor (lovastatin)

Augxilium Pharmaceuticals, Inc.

Testim (testosterone)

Aventis Pharmaceuticals, Inc.

DDAVP (desmopressin acetate)

Axcan Scandipharm, Inc.

Canasa (mesalamine)

Banner Pharmacaps, Inc.

Ibuprofen

Barr Laboratories, Inc.

Cenestin (synthetic conjugated estrogens)

Baxter Healthcare Corp. 20% ProSol - sulfite-free (amino acid)
injection

Baxter Healthcare Corp. Cernevit-12 (multivitamins for infusion)

Baxter Healthcare Corp. Clinimix sulfite-free (amino acid in
dextrose)

Baxter Healthcare Corp. Clinimix E sulfite-free (amino acid with
electrolytes in dextrose with calcium)

* Compiled from filings in FDA Docket Nos. 2001P-0323, 2002P-0447, and 2003P-0408, and from

CDER’s website (www.fda.gov/cder).




Baxter Healthcare Corp. Travasol - sulfite-free (amino acid) with
Electrolytes in Dextrose Injection

Bayer Corp. Precose (acarbose)

Bedford Labs Pamidronate disodium injection

Berlex Labs, Inc. Betapace (sotalol)

Berlex Labs, Inc. Fludara (fludarabine)

Bioglan Pharmaceuticals Co. Zonalon (doxepin HCI)

Biovail Techonologies Ltd. Vaseretic (enalapril maleate and
hydrochlorothiazide

Biovail Techonologies Ltd. Vasotec (enalaprilat)

Bracco Diagnostics

Sinografin (diatrizoate meglumine and
iodipimide meglumine injection)

Bristol-Myers Squibb Co.
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CeeNU Lomustine (CCNU)

Bristol-Myers Squibb Co.

Etopophos (etoposide phosphate)

Bristol-Myers Squibb Co.

Glucovance (glyburide and metformin
HCI)

Bristol-Myers Squibb Co.

Pravagard PAC (pravastatin sodium and
buffered aspirin)

Bristol-Myers Squibb Co.

Videx (didonosine)

Bristol-Myers Squibb Co.

Zerit XR Extended Release (stavudine)

Bryan Corp. Sclerosol (sterile talc powder)
Celgene Thalomid (thalidomide)
Celltech Pharmaceuticals, Inc. Metadate CD Extended-release

(methylphenidate HCI)
Clay-Park Labs, Inc. Mupirocin

Connetics Corp.

Luxiq (betamethasone valerate)

Connetics Corp.

Olux (clobetasol propionate)

Connetics Corp.

Olux J (clobetasol propionate)

Cumberland Pharmaceuticals, Inc.

Acetadote (acetylcysteine)

Dey Labs AccuNeb (albuterol sulfate)

Dey Labs Duoneb (albuterol sulfate and
ipratropium)

DraxImage, Inc. Sodium iodide I-131

Duramed Cenestin (synthetic conjugated estrogens)

Elan Drug Delivery, Inc.

Avinza (morphine sulfate extended-
release)

Elan Pharmaceutical Research Corp.

Duraclon (clonidine HCI)

Elan Pharmaceutical Research Corp.

Verelan (verapamil HCI)

Eli Lilly and Company

Gemzar (gemcitabine HCI)

Ferring Pharmaceuticals, Inc.

Repronex (menotropins for injection, USP)

First Horizon Pharmaceutical Corp.

Cognex (tacrine HCI)

Galderma Labs

Clindamycin phosphate

Galderma Labs

Clobex (clobetasol propionate)

Genpharm, Inc.

Novothyrox (levothyroxine sodium)




GlaxoSmithKline Avandamet (rosiglitazone maleate and
metformin HCI)

GlaxoSmithKline Avodart (dutasteride)

GlaxoSmithKline Epivir (lamivudine)

GlaxoSmithKline Epivir-HBV (lamivudine)

Gynetics, Inc. Preven Emergency Contraceptive Kit
(levonorgestrel and ethinyl estradiol)

Haemonetics CP2D (anticoagulant citrate phosphate
double dextrose)

Heyl Radiogardase (prussian blue)

Hoechst Diltiazem

Hoffman-LaRoche, Inc.

Fortovase (saquinavir)

Hoffman-LaRoche, Inc.

Invirase (saquinavir mesylate)

Hoffman-LaRoche, Inc.

Xeloda (capecitabine)

Hollister-Stier Labs

Twinject Auto-injector (epinephrine)

InKine Pharmaceutical Co., Inc.

Visicol (sodium phosphate monobasic
monohydrate, USP, and sodium phosphate

dibasic anhydrous, USP)
International Medication Systems, Ltd. Amiodarone HCI
International Medication Systems, Ltd. Diltiazem HCl

Jerome Stevens Pharmaceuticals, Inc.

Unithroid (levothyroxine sodium)

Johnson&Johnson

Reminyl (galantamine hydrobromide)

Jones Pharma, Inc.

Levoxyl (levothyroxine sodium)

Kos Pharmaceuticals, Inc.

Advicor (niacin extended-release and
lovastatin)

Kos Pharmaceuticals, Inc.

Niaspan (niacin extended-release)

Lloyd, Inc. Thyro-Tabs (levothyroxine sodium)
Mallinckrodt Methylphenidate

MedImmune Oncology, Inc. Ethyol (amifostine)

Merck and Co., Inc. Prinivil (lisinopril)

Merck Research Labs Prinzide (lisinopril and

hydrochlorothiazide)

Meridian Medical Technologies

EpiPen (epinephrine injection)

Meridian Medical Technologies

EpiPen Jr. (epinephrine injection)

Muro Pharmaceuticals, Inc.

Tri-Nasal (triamcinolone acetonide)

Novartis Consumer Health

Tavist (acetaminophen, clemastine, and
pseudoephedrine)

Novartis Consumer Health

Tavist Allergy/Sinus/Headache
(clemastine fumarate, pseudoephedrine
sulfate, and acetaminophen)

Novo Nordisk Pharmaceuticals, Inc.

GlucaGen (glucagon rDNA)

Novo Nordisk Pharmaceuticals, Inc.

Prandin (repaglinide)

0O.P.R. Development

Cafcit (caffeine citrate)




QOrion Pharma

Stalevo (carbidopa, levodopa, and
entacapone)

Penederm, Inc.

Avita (tretinoin)

Pfizer, Inc. Diabinese (chlorpropamide)

Pfizer, Inc. Glucotrol XL (glipizide)

Pfizer, Inc. Rid Mousse (piperonyl butoxide and
pyrethins)

Pfizer, Inc. Zithromax (azithromycin dihydrate)

Pfizer, Inc. Zoloft (sertraline)

Pfizer, Inc. Zyrtec D (certirizine and pseudoephedrine)

Pharmacia & Upjohn Co. Dipentum (olzalazine sodium)

Pharmacia & Upjohn Co. Doxorubicin HC]

Pharmacia & Upjohn Co. Ellence (epirubicin HCI)

Ranbaxy Pharmaceuticals, Inc. Riomet (metformin HCI)

Reckitt Benkiser Pharmaceuticals, Inc. Buprenex (buprenorphine HCI)

Roche Labs, Inc. Versed (midazolam HCI)

Roxane Labs, Inc. Roxicodone (oxycodone HCI)

Sabex, Inc. Multi-12 (multivitamins for infusion)

Sabex 2002, Inc. Infuvite Adult (multiple vitamins for
Infusion)

Sabex 2002, Inc. Infuvite Pediatric (multiple vitamins for

Infusion)

Sanofi-Synthelabo, Inc.

Skelid (tiludronate disodium)

Schering Corp.

Optimine (azatadine maleate)

Schering Corp.

Trinalin (azatadine maleate and
pseudoephedrine sulfate)

Sepracor, Inc.

Xopenex (levalbuterol HCI)

Synthon Pharmaceuticals Ltd.

Asimia (paroxetine mesylate)

Target Research Assocs.

Clindamycin phosphate

Taro Pharmaceuticals, Inc.

Children’s ElixSure IB (ibuprofen)

Tyco/Mallinckrodt Health Care

OptiMARK (gadoversetamide)

U.S. Army Atropine/Pralidoxime autoinjectors
U.S. Army Diazepam autoinjector

U.S. Army Pyridostigmine bromide

UCB Pharma Keppra (levetiracetam)

Vintage Pharmaceuticals, Inc. Levolet (levothyroxine sodium)
Whitehall-Robbins Alavert (loratadine)

Wryeth-Ayerst Labs Inderal (propranolol HCI)
Wyeth-Ayerst Labs Inderal LA (propranolol HCI)
Wyeth-Ayerst Labs Sectral (acebutolol)

Wyeth Consumer Healthcare

Children’s Advil Cold Suspension
(ibuprofen and pseudoephedrine)




