
Table 2: Components of FDA approved drugs that are still under FDA evaluation for 
inclusion on the 503B bulks list11 

Acetylcysteine Acyclovir Adapalene Adenosine 
Alprostadil Amantadine 

Hydrochloride 
Amitriptyline 
Hydrochloride 

Amphotericin B 

Anastrazole Arginine 
Hydrochloride/ L-
arginine 
Hydrochloride 

Ascorbic acid Atenolol 

Atropine sulfate Azelaic Acid Baclofen Betamethasone 
Acetate 

Betamethasone 
Dipropionate 

Betamethasone 
Sodium Phosphate 

Biotin Brimonidine 
Tartrate 

Bromfenac sodium (for 
ophthalmic solutions 
only) 

Brompheniramine 
maleate, USP 

Budesonide Bumetanide 

Bupivacaine 
Hydrochloride 

Caffeine Calcipotriene Calcium 
Chloride 

Calcium Gluconate Chloroquine 
Phosphate 

Chlorpheniramine 
Maleate 

Chromic 
Chloride 

Chromium Chloride Ciclopirox Olamine Cimetidine Ciprofloxacin 
Hydrochloride 

Citric Acid Anhydrous Clindamycin 
Phosphate 

Clioquinol Clobetasol 
Propionate 

Clomipramine 
Hydrochloride 

Clonidine 
Hydrochloride 

Cocaine 
Hydrochloride 

Cupric Sulfate 

Cyanocobalamin Cyclobenzaprine 
Hydrochloride 

Cyclosporine/ 
Cyclosporine A 

Dapiprazole 
Hydrochloride 

Dapsone Desoximetasone Dexamethasone 
Sodium 
Phosphate 

Dexpanthenol 

DHEA 
(dehydroepiandrosteron
e) 

D-glucose Diazepam Dibucaine 
Hydrochloride 

Diclofenac Sodium Diltiazem 
Hydrochloride 

Dimercapto-1-
propanesulfonic 
acid (DMPS) 

Diphenhydrami
ne 
Hydrochloride 

Dipyridamole Disulfiram Dobutamine 
Hydrochloride 

Dopamine 
Hydrochloride 

Droperidol Dyclonine 
Hydrochloride 

Econazole Nitrate Edetate 
Calcium 
Disodium 

Ephedrine sulfate, USP Epinephrine Epinephrine 
Bitartrate 

Estradiol 
Cypionate 

Estradiol Estrone Ethanol Etomidate 
Famotidine Fentanyl Citrate Finasteride Fluconazole 
Fluocinolone Acetonide Fluocinonide Flurbiprofen Fluticasone 

Propionate 
FolicAcid Furosemide Gabapentin Gentamicin 

Sulfate 

 
 



Glutamicacid Glutamine Glycerin Glycopyrrolate/ 
Glycopyrrolate 
Bromide 

Haloperidol Heparin sodium Hydralazine 
Hydrochloride 

Hydrocortisone 

Hydromorphone 
Hydrochloride 

Hydroquinone Hydroxychloroqui
ne Sulfate 

Hydroxyzine 
Hydrochloride 

Ibuprofen Imipramine 
Hydrochloride 

Imiquimod Itraconazole 

Ivermectin Ketamine 
Hydrochloride 

Ketoconazole Ketoprofen 

Ketorolac 
Tromethamine 

Labetalol 
Hydrochloride  

Lactic Acid Lansoprazole 

Levocetirizine 
Dihydrochloride 

Lidocaine 
Hydrochloride 

Lincomycin 
Hydrochloride 

Lorazepam 

Magnesium Chloride Magnesium Sulfate Manganese 
Chloride 

Manganese 
Sulfate 

Mannitol  Medroxyprogestero
ne Acetate 

Meperidine 
Hydrochloride  

Methacholine 
Chloride 

Methylprednisolone 
Acetate 

Metoclopramide 
Hydrochloride  

Metronidazole Midazolam 
Hydrochloride 

Mineral Oil Minoxidil Mitomycin Mometasone 
Furoate 

Morphine Sulfate Moxifloxacin 
hydrochloride  

Mupirocin Nalbuphine 
Hydrochloride  

Naloxone Hydrochloride 
Dihydrate 

Nandrolone 
Decanoate 

Neomycin sulfate Neostigmine 
Methylsulfate 

Nepafenac Niacin Niacinamide Nifedipine 
Norepinephrine 
Bitartrate 

Ondansetron 
Hydrochloride 

Oxymetazoline 
Hydrochloride 

Oxytocin 

Pentoxifylline Phenoxybenzamine 
Hydrochloride 

Phentolamine 
Mesylate 

Phenylephrine 
Hydrochloride 

Phytonadione Polidocanol  Polymyxin B 
Sulfate 

Potassium 
Acetate  

Potassium chloride Potassium 
Phosphate 
Monobasic 
[KH2PO4] 

Potassium 
Phosphate 
Dibasic 
[K2HPO4]/ 
Potassium 
Phosphate 
Dibasic 
Anhydrous 

Prednisolone 

Prednisolone Acetate Prilocaine Procainamide 
Hydrochloride  

Procaine 
Hydrochloride 

Progesterone Promethazine 
Hydrochloride 

Proparacaine 
Hydrochloride 

Propranolol 
hydrochloride 

Prostaglandin E1 Pyridoxine 
Hydrochloride 

Remifentanil 
Hydrochloride 

Riboflavin 
Sodium 
Phosphate 

Rocuronium Bromide Ropivacaine 
Hydrochloride 

Sermorelin 
Acetate 

Sincalide 

Sodium Acetate 
Anhydrous 

Sodium Ascorbate Sodium Benzoate Sodium 
Bicarbonate 



Sodium Chloride Sodium Citrate Sodium 
Nitroprusside  

Sodium 
phosphate/ 
Sodium 
Phosphate 
Monobasic 

Sodium Tetradecyl 
Sulfate 

Sodium thiosulfate  Spironolactone Succinylcholine 
Chloride 

Sufentanil Citrate Sulfacetamide 
Sodium 
Monohydrate 

Tacrolimus Tazarotene 

Terbinafine 
Hydrochloride 

Testosterone Testosterone 
Cypionate 

Testosterone 
Propionate 

Tetracaine 
Hydrochloride 

Tetracycline 
Hydrochloride 

Theophylline Thiamine 
Hydrochloride  
(vitaminB1) 

Tolnaftate Tramadol 
Hydrochloride 

Tretinoin Triamcinolone 
Acetonide 

Triamcinolone diacetate Tromethamine  Tropicamide TrypanBlue 
Urea Vancomycin 

Hydrochloride 
Verapamil 
Hydrochloride  

Vecuronium 
Bromide 

Vitamin D3 Ziconotide Zinc Oxide Zinc Sulfate 
 


