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GENERICS SMALL MOLECULES  

STANDARD / CORTICOSTEROIDS APIs  
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GENERICS SMALL MOLECULES  

ANIMAL HEALTH / HIGH POTENT APIs  

 

 

 

 

 

PRODUCT REGULATORY THERAPEUTIC USE 

Budesonide 
(Oral & respiratory grades) 

CEP 
US-DMF 
J-MF 
C-DMF 
Indonesia 

Anti-inflammatory 
Anti-allergic 
Anti-asthmatic 

Esomeprazole Magnesium 
Dihydrate 

CEP 
US-DMF 

Anti-Ulcer 
Gastro-intestinal disorders treatment 

Esomeprazole Magnesium 
Trihydrate 

CEP 
US-DMF 
C-DMF 
K-DMF 

Anti-ulcer 
Gastro-intestinal disorders treatment 

Rilmenidine Dihydrogen 
Phosphate 

ASMF (EU) 
(CEP in 2026) 

Antihypertensive 

   

PRODUCT REGULATORY THERAPEUTIC USE 

Agomelatine Urea Cocrystal  24 ASMF (EU), HK, Swiss, UK Antidepressant  

Apixaban US-DMF / Canada Anticoagulant 

Bismuth Valproate N/A   Anginal Pain, Laryngitis 

Eslicarbazepine Acetate US-DMF Antiepileptic 

Esmolol Hydrochloride US-DMF / C-DMF / Canada  CVS (beta1-adrenergic receptor antagonist) 

Estradiol Hemihydrate US-DMF/ Canada Menopause treatment  

Fluorescein Base ASMF (EU & AUS & New 
Zealand), US-DMF, J-DMF 

Diagnosis of corneal pathologies 

Fluorescein Sodium ASMF (EU) Diagnosis of corneal pathologies 

Fluvastatin Na Anhydrous J-MF Hypercholesterolemia & prevent cardiovascular 

Fluvastatin Na Hydrate US-DMF Hypercholesterolemia & prevent cardiovascular 

Lapatinib Ditosylate US-DMF ErbB-2-positive breast cancer 

Methazolamide US-DMF/ Canada Glaucoma 

Mirabegron (alpha-form) US-DMF Overactive bladder 

Pentamidine Isethionate ASMF (EU & AUS) 
US-DMF, Canada, Malaysia, 
New-Zealand, Singapore  

Pneumocystis jirovecii pneumonia 
Antiprotozoal agent 

Propinox (Pargeverine HCl) Mexico Moderate to severe colic pain 

Pyrazinamide US-DMF Tuberculosis 

Rilpivirine free base (sterile) 
Under development 

US-DMF (2026) HIV infection treatment 

Solifenacin Succinate CEP 
US-DMF 

Overactive bladder 

Sorafenib (Hemi-)Tosylate US-DMF Advanced renal cells, liver and thyroids cancers 

Succinylcholine Chloride US-DMF / DMF Canada & 
Singapore 

Facilitate tracheal intubation (anesthesia add.) 

Tofacitinib Citrate US-DMF Rheumatoid arthritis 
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High Potent APIs 

 

 

 

Animal Health APIs 

 

This list is subject to change based on prioritization and potential co-

development agreements with customers in each region. 
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PRODUCT REGULATORY THERAPEUTIC USE 

Azaperone  CEP (CEP 2013-013 - Rev 01 )  Neuroleptic sedative 

Estradiol (High Potent) US-VMF Estogenic hormone 

Marbofloxacin US-VMF/ 23 ASMF (EU), Swiss, 
UK 

Antibiotic (broad-spectrum) 

Trenbolone Acetate 
Controlled substance in USA/Canada 

US-VMF / Canada Anabolic Steroid (AAS) 

PRODUCT REGULATORY THERAPEUTIC USE 

Fulvestrant CEP 
J-MF (2025) 

Anticancer (breast) 

Remifentanil Hydrochloride 
Controlled substance  

CEP Analgesic (opioid, controlled 
substance) 

Vinblastine Sulfate CEP 
US-DMF 

Anticancer 

Vincristine Sulfate CEP 
US-DMF 

Anticancer 

Vindesine Sulfate ASMF (EU) 
CEP (2025) 
J-MF  

Anticancer 

Vinorelbine Tartrate CEP 
US-DMF 
J-MF 

Anticancer 
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