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FFaacctt  SShheeeett  

Duloxetine hydrochloride 
 

 

Therapeutic area: Antidepressant 

ATC code: N06AX21 

CAS number: 136434-34-9 (Duloxetine hydrochloride) 

 116539-59-4 (Duloxetine) 

Facts at a glance 

Origin: Chongqing Shenghuaxi Pharmaceutical Co., Ltd. / China 

Distributor: Dolder AG / Switzerland 

Quality: In-house specification 

 Assay (as dried base) 98.5% to 101.0% 

Documentation: US-DMF available, ASMF in CTD Format scheduled for 
2

nd
 quarter 2010 

Specification: In house / CoA available on request 

Facts: Manufacturer FDA, PMDA inspected and GMP (ICH Q7) certified 

 Produced for Dolder AG by leading Chinese manufacturer of 
antidepressive products under GMP ICH Q7 

 Quality and documentation controlled by Swiss experts 

 Different packaging sizes available depending on customers 
demand 

Well established non patent infringing manufacturing process 

Samples available on request 


