
 

 

THERAPEUTIC 
  

CEP JDMF REMARKS 

 Aclidinium Bromide COPD SC     

 Alimemazine Tartrate/ 
 Trimeprazine Tartrate Anti-Histaminic C ✓ ✓   

Ambenonium Chloride Cholinesterase Inhibitor UD     

Amitriptyline HCl Anti-Depressant C ✓ ✓  CADIFA filed 

Amitriptyline N - Oxide Anti-Depressant C     

Atomoxetine HCl ADHD C     

Bempedoic Acid Anti-Lipemic SC     

Benserazide HCl Anti-Parkinson UD     

Bilastine Anti-Histaminic C    
DMF Planned - 
Mar 24 

Buclizine Di HCl Anti-Histaminic C     

Buspirone HCl Anxiolytic SC    
USDMF & CEP 
Planned - Mar 24 

Carbidopa Anti-Parkinson UD     

Carbinoxamine Maleate Anti-Histaminic C ✓   CADIFA filed 

Carprofen 
Anti-Inflammatory 
(NSAID) 

UD     

Cenobamate Anti-Convulsant UD     

Chlorpromazine HCl Anti-Psychotic C ✓ ✓   

Chlorprothixene HCl Anti-Psychotic C    
DMF Planned - 
Mar 24 

Cinnarizine Anti-Vertigo C     

Clomipramine HCl Anti-Depressant C ✓ ✓ ✓ CADIFA filed 

Clozapine Anti-Psychotic C ✓ ✓   

Cyclobenzaprine HCl Muscle Relaxant C ✓   CADIFA filed 

Cyproheptadine HCl Anti-Histaminic C     

Dapagliflozin Anti-Diabetic UD     

Dapoxetine HCl 
Serotonin Reuptake 
Inhibitor C     

Product Status:  UD:  Under Development, SC: Scale-up, C: Commercial



 

    

CEP JDMF REMARKS 

Desvenlafaxine Benzoate Anti-Depressant C      

Desvenlafaxine Fumarate Anti-Depressant C      

Desvenlafaxine Succinate Anti-Depressant C      

Diroximel Fumarate Multiple Sclerosis C      

Dothiepin HCl Anti-Depressant C      

Doxepin HCl Anti-Depressant C ✓ ✓  CADIFA planned 

Doxylamine Succinate Anti-Histaminic C ✓ ✓  CADIFA planned 

Duloxetine HCl Anti-Depressant C ✓ ✓  CADIFA filed 

Ebastine Anti-Histaminic C      

Empagliflozin Anti-Diabetic UD      

Entacapone Anti-Parkinson C      

Eszopiclone Insomnia UD      

Fenpiverinium Bromide Anti-Spasmodic C    DMF available 

Fexofenadine Anti-Histaminic UD      

Flunarizine Di HCl Anti-Histaminic C      

Flupentixol Decanoate Anti-Psychotic C    DMF available 

Flupentixol Di HCl Anti-Psychotic C      

Fluphenazine Decanoate Anti-Psychotic C   ✓   

Fluphenazine Di HCl Anti-Psychotic C      

Haloperidol Anti-Psychotic C      

Haloperidol Decanoate Anti-Psychotic C      

Imipramine HCl Anti-Depressant C ✓  ✓   

Ipratropium Bromide COPD UD      

Isotretinoin Anti-Acne UD      

Product Status:  UD:  Under Development, SC: Scale-up, C: Commercial 



 

PRODUCT NAME THERAPEUTIC 
PRODUCT 

STATUS 

ACTIVE 

DMF 
CEP JDMF REMARKS 

Landiolol HCl Anti-Arrhythmic UD      

Levodopa Anti-Parkinson C      

Levomepromazine Maleate Anti-Psychotic UD      

Lisdexamfetamine ADHD UD      

Meclizine Di HCl Motion Sickness C ✓     

Melitracen HCl Anti-Depressant C      

Methyldopa Anti-Hypertensive SC      

Nortriptyline HCl Anti-Depressant C ✓ ✓  CADIFA filed 

Olopatadine HCl Ophthalmic SC      

Opipramol Di HCl Anti-Depressant C    DMF available 

Orphenadrine Citrate Anti-Histaminic C ✓ ✓  CADIFA filed 

Orphenadrine HCl Anti-Histaminic C    DMF available 

Oseltamivir Anti-Viral UD      

Oxomemazine Base Anti-Histaminic C      

Oxomemazine HCl Anti-Histaminic C      

Pargeverine HCl Anti-Spasmodic C    DMF available 

Perphenazine Anti-Psychotic C      

Pitofenone HCl Anti-Spasmodic C    DMF available 

Pramoxine Antipruritic C      

Propantheline Bromide Anti-Spasmodic UD      

Propiverine HCl Anti-Spasmodic C      

Pyrimethamine Anti-Malarial C    DMF available 

Quinfamide Amebicides C      

Rebamipide Gastrointestinal SC      

Product Status:  UD:  Under Development, SC: Scale-up, C: Commercial 



 

    

CEP JDMF REMARKS 

Sertraline Anti-Depressant C      

Sitagliptin Phosphate Anti-Diabetic UD      

Solifenacin Succinate Anticholinergics C      

Sulfamethoxypyrazine Anti-Malarial C    DMF available 

Thiothixene Anti-Psychotic SC      

Tiemonium Methylsulfate Anti-Spasmodic C      

Tiotropium Bromide COPD UD      

Triamterene Diuretics C      

Trihexyphenidyl HCl Anti-Spasmodic C    
DMF planned - Jun 
24 

Trimipramine Maleate Anti-Depressant C    DMF available 

Trimipramine Mesylate Anti-Depressant C    DMF available 

Umeclidinium Bromide COPD UD      

Valethamate Bromide Anti-Spasmodic C      

Venlafaxine HCl Anti-Depressant C      

Vilanterol COPD UD      

Vonoprazan Base Anti-Ulcer UD      

Vonoprazan Fumarate Anti-Ulcer UD      

Vortioxetine HBr Anti-Depressant C    DMF available 

Zolpidem Tartrate Insomnia UD      

Zonisamide Anti-Convulsant SC    
DMF Planned - Jun 
24 

Zopiclone Insomnia UD      

Zuclopenthixol Acetate Anti-Psychotic C      

Zuclopenthixol Decanoate Anti-Psychotic C      

Zuclopenthixol HCl Anti-Psychotic C      

Product Status:  UD:  Under Development, SC: Scale-up, C: Commercial 



 
    

CEP JDMF Remarks 

Alprazolam 
Anti-Convulsant/ 
Anxiolytic 

C ✓ ✓  CADIFA planned 

Bromazepam Hypnotic SC 
     

Chlordiazepoxide Base 
Anti-Convulsant/ 
Anxiolytic 

C    DMF available 

Chlordiazepoxide HCl 
Anti-Convulsant/ 
Anxiolytic 

C 
     

Clobazam 

Anti-Convulsant/ 
Anxiolytic 

C 
     

Clonazepam 
Anti-Convulsant/ 
Anxiolytic 

C ✓ ✓  CADIFA filed 

Clorazepate Di Potassium Anxiolytic UD 
     

Clotiazepam 
Anti-Convulsant/ 
Anxiolytic 

C 
     

Cloxazolam Anxiolytic C 
     

Diazepam 
Anti-Convulsant/ 
Anxiolytic 

C ✓ ✓  CADIFA planned 

Ethyl Loflazepate 
Anti-Convulsant/ 
Anxiolytic 

UD  

    

Etizolam 

Anti-Convulsant/ 
Anxiolytic 

C 
     

Flunitrazepam Hypnotic C 
     

Flurazepam Insomnia SC 
     

Lorazepam 
Anti-Convulsant/ 
Anxiolytic 

C ✓ ✓  CADIFA planned 

Lormetazepam Hypnotic C 
     

Mexazolam Tranquilizer C 
     

Midazolam Base Hypnotic C 
   

DMF planned - 
April 24 

Midazolam HCl Hypnotic C 
     

Midazolam Maleate Hypnotic C 
     

Nitrazepam 
Anti-Convulsant/ 
Anxiolytic 

C 
     

Oxazepam 
Anti-Convulsant/ 
Anxiolytic 

C 
   

DMF & CEP 
planned - Mar 24 

Temazepam 
Anti-Convulsant/ 
Anxiolytic 

C 
   

USDMF planned - 
Nov 23 

Triazolam Hypnotic C    DMF available 

 


