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* Regulatory filing planned 

 
 
 

APIs UNDER DEVELOPMENT 
 

 

PRODUCTS THERAPEUTIC AREA 

Abemaciclib Oncology 

Acoltremon Ophthalmic agent 

Alectinib Oncology 

Acoramidis Transthyretin stabilizer 

Apalutamide Oncology 

Aprocitentan Anti-hypertensive 

Atrasentan Endothelin receptor antagonist 

Benzgalantamine CNS Agent 

Binimetinib Oncology 

Capivasertib Oncology 

Cholic acid Metabolic agent 

Chenodeoxycholic acid Metabolic agent 

Delgocitinib Immuno-modulator 

Elacestrant Selective Estrogen Receptor Degrader (SERD) 

Encorafenib Oncology 

Ensifentrine Respiratory - COPD 

Ferric derisomaltose Iron supplement 

Fostamatinib Immuno-modulator 

Fruquintinib Oncology 

Gemigliptin Anti-diabetic 

Gepotidacin Antibiotic 

Osimertinib Oncology 

Patiromer Potassium binder 

Pyridostigmine Br Acetylcholinesterase inhibitor 

Resmetirom Metabolic agent (NASH) 

Ritlecitinib Immuno-modulator 

Seladelpar Metabolic agent  

Sevoflurane Anaesthetic 

Suzetrigine Analgesic (Non-opioid) 

Upadacitinib Immuno-modulator 

Vadadustat Anti-anaemic 

Venetoclax Oncology 

Xanomeline CNS Agent 
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APIs DEVELOPED 
 

PRODUCTS THERAPEUTIC AREA 

Bempedoic acid Anti-hyperlipidemic 

Belumosudil Mesylate Immuno-modulator 

Cabozantinib S-malate premix Oncology 

Cenobamate Anti-epileptic 

Enzalutamide premix Oncology 

Ferumoxytol Iron supplement 

Ferric carboxymaltose Iron supplement 

Fezolinetant NK3R Antagonist 

Glycerol Phenyl butyrate Immuno-modulator 

Laninamivir Anti-viral 

Lasmiditan hemisuccinate Anti-migraine 

Niraparib tosylate Oncology 

Ribociclib Oncology 

Selumetinib sulphate Oncology 

Tapinarof (Benvitimod) Topical agent 

Vibegron Urinary anti-spasmodic 

Viloxazine Psychotropic agent 

Vonoprazan fumarate Antacid 
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VALIDATED APIs 
   REGULATORY FILING 
 PRODUCT  THERAPEUTIC AREA US CANADA EUROPE CEP JAPAN BRAZIL S.KOREA RUSSIA 

A Adapalene Anti-acne       * 

 Alogliptin Benzoate Anti-diabetic         

 Amiodarone HCl Anti-arrhythmic        

 Apixaban Anti-coagulant   *     

 Apremilast Immuno-modulator        

 Aprepitant Anti-emetic        

 Arformoterol Tartrate Respiratory agent         

 Atomoxetine Anti-psychotic         

 Atovaquone Anti-parasitic     *    

 Azelaic Acid Anti-acne        

B Bilastine Anti-histaminic         

 Brivaracetam Anti-epileptic      *   

 Bupropion HCl Anti-depressant         

 Bupropion HBr Anti-depressant         

 Butenafine HCl Anti-fungal         

C Cabozantinib (crystalline form) Oncology *        

 Carvedilol Anti-hypertensive         

 Canagliflozin hemihydrate Antidiabetic         

 Cilazapril Anti-hypertensive         

 Cilostazol Anti-platelet        

 Colistimethate sodium Antibiotic         

D Dabigatran Etexilate Mesylate Anti-coagulant    *    

 Dapagliflozin Amorphous Anti-diabetic        

 Dapagliflozin propanediol monohydrate Anti-diabetic        

 Deferasirox Iron chelator        

 Deoxycholic Acid Cytolytic        

 Desloratadine Anti-histaminic        

 Deucravacitinib Immuno-modulator *       

 Dimethyl Fumarate Immuno-suppressant         

 Dipyridamole Anti-platelet         

 Diroximel Fumarate Immuno-suppressant         

E Edoxaban Anti-coagulant         

 Elagolix GnRH antagonist         

 Enzalutamide Oncology      *   

 Esomeprazole Mg (Dihydrate) Anti-ulcerative        

 Esomeprazole Mg (Trihydrate) Anti-ulcerative         

 Esomeprazole Sodium Anti-ulcerative        

 Eszopiclone Sedative         

 Etoricoxib Analgesic        

 Ezetimibe Anti-hyperlipidemic        

F Finerenone Diuretic        

 Fingolimod HCl Immuno-suppressant         

 Fluconazole Anti-fungal        

 Fluvoxamine maleate Anti-depressant        

 Fosaprepitant Dimeglumine Anti-emetic        

 Frovatriptan Succinate Anti-migraine        

 Frovatriptan Succinate Anti-migraine        

G Gabapentin Enacarbil Anti-epileptic         

 Garenoxacin Antibiotic         

 Glimepiride Anti-diabetic        

H Hydralazine Anti-hypertensive         

I Imiquimod Immuno-modulator        

 Iron Sucrose Hematinic         

 Isavuconazonium sulphate Anti-fungal         

 Ivacaftor Respiratory agent         

L Labetalol Anti-hypertensive         

 Lacosamide Anti-epileptic     *    

 Lercanidipine HCl Anti-hypertensive    *    

 Levocetirizine DiHCl Anti-histaminic        

 Lifitegrast Ophthalmologic agent        

 Linagliptin Anti-diabetic   *     

 Lithium Carbonate Anti-depressant        

 Lobeglitazone Anti-diabetic        
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   REGULATORY FILING 
 PRODUCT THERAPEUTIC AREA US CANADA EUROPE CEP JAPAN BRAZIL S.KOREA RUSSIA 

 Lomitapide Mesylate Anti-hyperlipidemic         

 Lornoxicam Analgesic        

 Lurasidone Anti-psychotic         

M Milnacipran HCl Anti-depressant         

 Mirabegron Urologic agent        

 Moexipril HCl Anti-hypertensive         

N Nintedanib Esylate Immuno-modulator   *  *    

O Olaparib Oncology   *   *   

 Olmesartan Medoxomil Anti-hypertensive         

 Olopatadine HCl Anti-histaminic  *      

 Omeprazole Anti-ulcerative         

 Ondansetron Anti-emetic *        

 Oxcarbazepine Anti-epileptic  *  *     

P Palbociclib Oncology         

 Perindopril Arginine Anti-hypertensive        *

 Perindopril Erbumine Anti-hypertensive        

 Pirfenidone Anti-fibrotic agent         

 Prasugrel Anti-platelet         

 Propranolol Anti-hypertensive    *     

R Raloxifene Metabolic agent         

 Rasagiline Mesylate Anti-parkinsonian        

 Relugolix GnRH antagonist         

 Riluzole Neuro-protective agent        

 Rivaroxaban Anti-coagulant         

 Rizatriptan Benzoate Anti-migraine         

 Roflumilast Topical, Respiratory agent         

 Ropinirole HCl Anti-parkinsonian         

 Rosuvastatin Calcium Anti-hyperlipidemic        

 Rufinamide Anti-epileptic         

 Ruxolitinib phosphate Immuno-modulator         

S Saxagliptin Monohydrate Anti-diabetic         

 Sertaconazole Nitrate Anti-fungal        

 Sitagliptin Phosphate Monohydrate Anti-diabetic         

 Sodium bicarbonate Alkalinizing Agents         

 Solifenacin Succinate Urologic agent        

 Solriamfetol Anti-narcoleptic         

 Sucralfate Anti-ulcerative         

T Tadalafil Urologic agent        

 Tafamidis Transthyretin stabilizer         

 Tafamidis meglumine Transthyretin stabilizer     *    

 Tavaborole Anti-fungal         

 Telmisartan Anti-hypertensive        

 Teneligliptin Anti-diabetic       * 

 Terbinafine HCl Anti-fungal        

 Teriflunomide Immuno-modulator        

 Ticagrelor Anti-platelet         

 Tivozanib  HCl monohydrate Oncology         

 Tofacitinib Citrate Immuno-modulator      *  

 Topiramate Anti-epileptic        

 Trandolapril Anti-hypertensive         

 Trazodone Anti-depressant         

 Trospium Cl Urologic agent         

U Ursodiol Metabolic agent         

V Verapamil Anti-hypertensive         

 Vilazodone HCl Anti-depressant         

 Vildagliptin Anti-diabetic        

 Voriconazole Anti-fungal        

Z Zolmitriptan Anti-migraine         

 Zolpidem Tartrate Sedative         

 Zonisamide Anti-epileptic         
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