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PRODUCT REGULATORY THERAPEUTIC USE 
Budesonide 
Oral & respiratory grade 

R1-CEP-190-Rev03 
US-DMF 28441 
J-MF 301MF10045 
C-DMF Y20180001668 
Indonesian DMF 

Anti-inflammatory 
Anti-Allergic 
Anti-Asthmatic 

Esomeprazole dihydrate R1-CEP 2015-086 Rev00 
US-DMF 034026 

Anti-Ulcer 
Gastro-Intestinal 
Disorder Treatment 

Esomeprazole trihydrate R0-CEP 2012-256-Rev03 
US-DMF 28462 

Anti-Ulcer 
Gastro-Intestinal 
Disorder Treatment 

Rilmenidine ASMF (CEP in 2025) Antihypertensive 
Tofacitinib citrate USDMF Rheumatoid arthritis 
Mirabegron (alpha-form) USDMF Overactive bladder 
Lapatinib Ditosylate USDMF ErbB-2-positive breast cancer 
Sorafenib (hemi or -)tosylate USDMF Advanced renal cell, liver and thyroid cancer 
Eslicarbazepine acteate USDMF Antiepileptic 
Solifenacin succinate USDMF, R0-CEP 2016-302 - 

Rev 00 
Overactive bladder 

Apixaban USDMF Anticoagulant 
Rosuvastatin calcium USDMF, Canada CVS (lower LDL cholesterol and triglycerides) 
Esmolol Hydrochloride USDMF CN, Canada  CVS (eta-adrenergic blocker) 
Bismuth Valproate  Anginal Pain, Laryngitis 
Pentamidine Isethionate USDMF,  ASMF , AU, MY, NZ, 

SG, Canada 
Pneumocystis jirovecii pneumonia 
Antiprotozoal agent 

Methazolamide USDMF Glaucoma 
Fluorescein base USDMF,  ASMF,  JP, AU, NZ Diagnosis of corneal pathologies 
Fluorescein sodium ASMF  
Succinylcholine Chloride USDMF, Canada, Singapore Facilitate tracheal intubation (anesthesia add.) 
Propinox / Pargeverine HCl Mexico Moderate to severe colic pain 
Pyrazinamide USDMF Tuberculosis 

PRODUCT REGULATORY THERAPEUTIC USE 
Rilpivirine 3 pilot batches done HIV Infection Treatment 
Aliskiren hemifumarate 60 kg batch done Antihypertensive Agent 
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PRODUCT REGULATORY THERAPEUTIC USE 
Vinorelbine RA-CEP 2011-342 Rev 00 

US-DMF 14619 
J-MF 303MF 10150 

Anticancer 

Vinblastine CEP / US-DMF 5335 Anticancer 
Vincristine CEP / US-DMF 4932 

China expected in 2025 
Anticancer 

Vindesine ASMF Anticancer 
Remifentanil CEP Analgesic (opioid, controlled) 

PRODUCT REGULATORY THERAPEUTIC USE 
Fulvestrant CEP (2024) US-DMF (2025) Anticancer (breast) 

   

 New Isolators (2023)  Belgium high potent site in spring New freeze-dryer (2023) 


