
Because  we  cannot  ant ic ipate  or  contro l  the  many  di f fe rent  condi t ions  under  which  th i s  in format ion  and  our  products  may  be

used ,  we  do  not  guarantee  the  appl icabi l i t y  of  the  accuracy  of  th i s  in format ion  or  the  su i tab i l i t y  of  our  products  in  any  given

s i tuat ion .  Users  of  our  products  should  make  the i r  own  tes ts  to  determine  the  su i tab i l i t y  of  each  product   fo r  the i r  part icu lar

purposes .  The  products  discussed  are  so ld  without  warranty ,  e i ther  expressed  or  impl ied ,  and  buyer  assumes  a l l  respons ib i l i t y  fo r

loss  or  damage  ar i s ing  f rom   the  handl ing  and  use  of  our  products ,  whether  done  in  accordance  with  di rect ions  or  not .  Also ,

s tatements  concern ing  the  poss ib le  use  of  our  products  are  not  in tended  as   recommendat ions  to  use  our  products  in  the

in f r ingement  of  any  patent .  

M a r k e t i n g  B u l l e t i n

EU MDR Compliance Statement
European Union Medical Device Regulation (2017/745), also known as EU MDR, went into effect 
in 2021. It places restrictions and reporting requirements on substances used in the design and 
manufacturing of medical devices.

Volara®, Volextra® and VolaraBLOCK® are not medical devices, thus are not obligated to report or 
meet the restrictions set by EU MDR.  Nonetheless, all chemicals used in the manufacturing of 
Volara®, Volextra® and VolaraBLOCK® are excluded from the EU MDR list, or are under the 0.1% 
concentration limit.
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