
Product Status Therapeutic Category

Acitretin DMF Filed Antipsoriatic

Acrivastine DMF Filed Antipsoriatic

Alosetron Hydrochloride DMF Filed Antipsoriatic

Aminocaproic Acid DMF Filed Coagulant

Belinostat DMF Filed Anticancer

Bendamustine Monohydrate DMF Filed Anticancer

Bortezomib DMF Filed Anticancer

Brexpiprazole DMF Filed Antidepressant

Calcobutrol DMF Filed Contrast Agent

Calteridol DMF Filed Contrast Agent

Cannabidiol DMF Filed Antiepileptic
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Carfilzomib DMF Filed Anticancer

Cariprazine HCI DMF Filed Antipsychotic

Cetrorelix DMF Filed Antigonadotropin

Chlorambucil DMF Filed Anticancer

Chlorpromazine HCI DMF Filed Antipsychotic

Chlorzoxazone DMF Filed Muscle Relaxant

Cladribine DMF Filed Multiple Sclerosis

Cladribine-HPBCD DMF Filed Multiple Sclerosis

Clofarabine DMF Filed Anticancer

Clomipramine HCI DMF Filed Antidepressant

Crisaborole DMF Filed Atopic Dermatitis
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Cyclen (Intermediate) DMF Filed Intermediate

Cysteamine Bitartrate Validations completed Nephropathic Cystinosis

Dantrolene Sodium DMF Filed Muscle Relaxant

Decitabine DMF Filed Anticancer

Diatrizoate Meglumine DMF Filed Contrast Agent

Diatrizoate Sodium DMF Filed Contrast Agent

Diatrizoic Acid CEP Contrast Agent

Diazoxide DMF Filed Antihypertensive

Dichlorphenamide DMF Filed Hyperkalemic Periodic Paralysis

Dimethyl Fumarate DMF Filed Multiple Sclerosis

Docosanol DMF Filed Antiviral
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DOTA DMF Filed Contrast Agent

D-Penicillamine DMF Filed Chelating Agent

Edaravone DMF Filed Amyotrophic Lateral Sclerosis

Elagolix Sodium DMF Filed Endometriosis

Eliglustat Tartrate DMF Filed Gaucher's Disease

Eliglustat Tartrate Premix DMF Filed Gaucher's Disease

Ertugliflozin-L-Pyroglutamic Acid DMF Filed Antidiabetic

Erythromycin Lactobionate DMF Filed Anti-infective

Ethacrynate Sodium DMF Filed Diuretic

Ethacrynic Acid DMF Filed Filed Diuretic

Favipiravir DMF Filed Antiviral
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Fenoprofen Calcium DMF Filed NSAID

Ferric Citrate DMF Filed Phosphate Binder

Fluphenazine HCl DMF Filed Schizophrenia

Frovatriptan Succinate 
Monohydrate

DMF Filed Antimigraine

Gadobutrol DMF Filed Contrast Agent

Gadoterate Meglumine DMF Filed Contrast Agent

Gadoteridol DMF Filed Contrast Agent

Icatibant Acetate DMF Filed Hereditary Angioedema

Indigocarmine DMF Filed Diagnostic Agent

Indocyanine Green DMF Filed Diagnostic Agent

Iron Sucrose DMF Filed Antianemic
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Isoproterenol DMF Filed Antiadrenergic

lsosulfan Blue DMF Filed Diagnostic Agent

Isotretinoin DMF Filed Antiacne, Keratolytic

Levothyroxine Sodium DMF Filed Hypothyroidism

Liothyronine Sodium DMF Filed Hypothyroidism

Melphalan DMF Filed Anticancer

Melphalan HCI DMF Filed Anticancer

Methazolamide DMF Filed Antiglaucoma

Metolazone DMF Filed Diuretic

Metyrosine DMF Filed Antihypertensive

Mexiletine HCI DMF Filed Antiarrythmic
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Nadolol DMF Filed Antihypertensive

Naphazoline HCI DMF Filed Ocular Vasoconstrictor

Nelarabine DMF Filed Anticancer

Nilutamide DMF Filed Anticancer

Nimodipine DMF Filed Antihypertensive

Nitazoxanide DMF Filed Antiprotozoal

Nitisinone DMF Filed Hereditary Tyrosinemia

Obeticholic Acid DMF Filed Primary Biliary Cirrhosis

Palbociclib DMF Filed Anticancer

Pentetic Acid DMF Filed Diagnostic Agent

Permethrin DMF Filed Antiscabies
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Phytonadione DMF Filed Hypoprothrombinemia

Pimavanserin Tartrate DMF Filed Parkinson's Disease Psychosis

Plerixafor DMF Filed Anticancer

Primidone DMF Filed Antiepileptic

Procainamide HCl DMF Filed Antiarrhythmic

Prochlorperazine DMF Filed Anti Emetic

Prochlorperazine Edisylate DMF Filed Anti Emetic

Prochlorperazine Maleate DMF Filed Anti Emetic

Ramelteon DMF Filed Insomnia

Regadenoson DMF Filed Diagnostic Agent

Safinamide Mesylate DMF Filed Antiparkinson
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Sapropterin Di HCI DMF Filed Hyperphenylalaninemia

SBECD DMF Filed Solubility Enhancer

Selenious Acid DMF Filed Parenteral Nutrition

Selexipag DMF Filed PAH

Sildenafil Citrate DMF Filed Dysfunction

Sincalide DMF Filed Peptide

Sodium Nitroprusside DMF Filed Antihypertensive

Sodium Thio sulfate DMF Filed Antidote

Sucroferric Oxyhydroxide DMF Filed Phosphate Binder

Sugammadex Sodium DMF Filed NMJ Reversal

Tafamidis Meglumine DMF Filed Cardiomyopathy
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Taurolidine DMF Filed GI

Tavaborole DMF Filed Anti Fungal

Tegaserod Maleate DMF Filed IBS-C

Temozolomide DMF Filed Anticancer

Thiamine HCl DMF Filed Vitamin Deficiency

Tiopronin DMF Filed Cystinuria

Tipiracil HCl DMF Filed Anticancer

Tretinoin DMF Filed Antiacne

Trientine HCI DMF Filed Chelating Agent

Trifluridine DMF Filed Antiviral

Valsartan DMF Filed Antihypertensive
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Vigabatrin DMF Filed Antiepileptic

Zileuton DMF Filed Antiasthmatic

Zofenopril Calcium DMF Filed Antihypertensive

Dofetilide DMF Filed Antiarrhythmic

Agomelatine Validations completed Antidepressant

Aviptadil Validations completed Antiviral

Cupric Sulfate Validations completed Parenteral Nutrition

Manganese Sulfate Validations completed Parenteral Nutrition

Zinc Sulfate Validations completed Parenteral Nutrition

Ethiodized Oil Validations completed Contrast Agent

Fenfluramine HCl Validations completed Antiepileptic
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Gadobenate Dimeglumine Validations completed Contrast Agent

Gadopentetate Dimeglumine Validations completed Contrast Agent

Molnupiravir Validations completed Antiviral

Nirmatrelvir Validations completed Antiviral

Urapidil Validations completed Antihypertensive

Lercanidipine HCI Validations completed Antihypertensive

Methylene Blue /BLMB Diagnostic Agent


