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INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika ProduktionsgesmbH 

We refer to the inspection performed for your company at 
National Genetics Institute (NGI), 2440 S. Sepulveda Boulevard, Suite 235, 
Los Angeles, CA, 90064, USA 
premises on 06 – 07 October 2022 by the Federal Office for Safety in Healthcare (BASG).

On the basis of the inspection and subsequent correspondence, we can confirm that operations relating to 
the safety and quality of plasma are in general compliance with the requirements of Commission Directives 
2004/33/EC and 2005/62/EC implementing Directive 2002/98/EC of the European Parliament and of the 
Council, the relevant European Pharmacopoeia Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site(s) 
to deem it compliant until January 2025. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care 

Kraßnigg Andreas
am 17.2.2023
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