
 

 

 

 

Products Validated:-  

Product 
Quality 

Standard 
Indication 

Regulatory Status 
Dosage 
Form 

Innovator 
DMF 

EUR   
EDMF 

EU  
CEP 

JPN  
DMF 

CHN  
DMF 

Adenosine USP/EP Antiarrhythmic √ √ √ × × Injectable/Solution Adenocard® 

Bethanechol  Chloride USP  Para sympathomimetic  √ × × × × Injection Urecholine® 

Dextromethorphan Hbr  IP/BP/USP/EP/JP Antitussives √ √ √ √ √ Suspension / Tablet 
Nuedexta®/ Dimetane-Dx® 

/Mucinex DM® 

Epinephrine USP Sympathomimetic agents √ × × × ×  Injection Adrenaclick® / Epipen® 

Nadifloxacin  IP/USP Antibacterial √ × × × × Cream Acuatim Cream® 1% w/w 

Nicardipine HCL USP Antihypertensive √ × × × × Injectable Cardene® 

Pidotimod IH Immunomodulatory √ × × × × Oral Solids Adimod®, Axil® 

Sitagliptin Phosphate USP/IH Antidiabetic √ × × × × Oral Solids Janivia® 

 

Products under Development:- 

Product Indication Dosage Form Innovator 

Dapagliflozin Propanediol Monohydrate 

Anti-diabetic Oral Solid 

Farxiga®  

Linagliptin Tradjenta® 

Empagliflozin Glyxambi® 

 
Products under Evaluation:- 

Product Indication Dosage Form Innovator 

Deferasirox Oral Iron Chelator 
Oral Solid 

Jadenu Sprinkle® 

Tamsulosin HCL Benign Prostate Enlargement Flomax® 

 
 

 


	9c964f3e00518c01fd369993f9cefd91bbb2a00532dca80d3a0e68edcf989118.pdf

