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Regulatory Inspection History

>1997 Nov
»>2001
»>2005 Aug
»2007 Jul
»>2008
»2009
»>2010 Oct
»2012 Mar
»2013 Feb
»2014 Mar
»2015 Mar
»>2015 Nov
»2016 Apr
»>2016 Oct
»>2016 Nov
»2017 Feb
»2017 Sep
»>2017 Nov
»>2018 May
»>2018 Jul
»2019 May
»2022 Apr
»2022 Oct

— Company established

— 1t US DMF submission/ 1t US FDA inspection
— 2 US FDA inspection

— Australia TGA inspection

— 3 US FDA inspection/ 1st Japan PMDA inspection/ 15t KFDA inspection
— SciAnda Changshu (SPC) established

— 18t Mexico inspection

— 4t US FDA inspection

— 1st EMA inspection

— 2" EMA inspection/ SPC 15t Mexico inspection
— 5t US FDA inspection (zero 483)

— SPC 1st US FDA Inspection (zero 483)

— Injectable Plant established

— 1t EDQM inspection

— 1t Germany inspection

— 6" US FDA inspection (zero 483)

— 4t Mexico inspection

— 2" PMDA inspection

— SPC 1st PMDA inspection

— 5t Mexico inspection

— 7t US FDA inspection (zero 483)

— Injectable Plant 1st US FDA inspection (API-8" Zero 483)
— Injectable Plant 2nd US FDA inspection
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Thank You

www.scinopharm.com
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