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Annex II 

Conditions for lifting the suspension of the marketing authorisation(s) 
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Conditions for lifting the suspension of the marketing authorisation(s) 

For the suspension to be lifted, the Marketing Authorisation Holder for InductOs shall ensure that the 
following condition is fulfilled: 

• A valid GMP compliance statement for the manufacturer of the absorbable collagen sponge 
(ACS), fulfilling the requirements set out in Article 46 of Directive 2001/83/EC. 

 

 


