
 

 

Certificate No: AMBV-CE-IVD05 

CERTIFICATE of CE 
(IVD)NOTIFICATION 

THIS IS TO NOTIFY THAT AMSTERMED BV IN ACCORDANCE WITH IVD 98/79/EEC AGREES TO BE THE 
AUTHORISED REPRESENTATIVE AND AGREES TO PERFORM ALL DUTIES AND RESPOSIBILITIES FOR  

Strumed Solutions Private Limited  
1st Floor, Module No. 06 - BTCIF, TICEL Bio Park - Phase II, CSIR Road, 

Taramani, Chennai,  600113 India 

AS STIPULATED AND AFOREMENTIONED DIRECTIVE.  

 The m anufacturer  declares that  the dev ices en l i st ed in Annex  A are C lass I  and com ply  wi th the di rect ive requ i rem ents includ ing  the essent ial  requ irem ents.
 

   

                    JANUARY, 21, 2020  SIGNED, Mike Vermin, CEO 
 
 
 

 

The m anufact urer  has prov ided Amst erm ed BV wit h a l l  appropr iate declarat io ns and adequate do cum entat io n as requ i red by  the Co unc i l  
Di rect i ve 98/79/EEC art i c le 09 requi rem ents,  including EC declarat ion o f  co nform ity  (According to  Annex  I I I )  conf i rm ing that  the i r  Non -
L isted I VD m edica l  dev ices,  as st ipulated here be low,  are fu l f i l l ing the app l icable Co unc i l  Di rect ive 98/79/EEC.  
The not i f icat ion o f  t he fo l lowing medica l  dev ices has been com plet ed by  Am sterm ed BV o n 07/0 1/2021 on com pl iance with the Counc i l  
Di rect i ve 98/79/EEC -art ic le 10 requi rem ents.  Fo r  ser ial  number 01 o f  Annex  1 the not i f icat ion process was com pleted on 16/10/2020.  
Non-L isted IVD devices :  P lease see Annex A –  L is t  of  dev ices (1 Page,  1 dev ice) .  
Any  si gni f i cant  changes in the Design o r  P rocess u sed to  m anufacture the P roduct ,  or  rev is ion to  the D irect ives or  standard s re fe r red  
above shal l  requi re not i f i cat ion to  Amstermed BV.  The product  l iabi l i ty  rest  s  with the Manufacturer  in acco rdance with Counc i l  Di rect i ve .  
As o f  07/01/2021,  and as long as the Manufacturer  wi l l  cont inue com ply ing with the hereabove ment io ned requi rement  s**,  he therefo re :  
-  I s  requi red to  af f ix  the C E mark ing on the dev ices ;  
-  May p lace these de v ices in the  European EU and EEA t er r i to ry .  

* *  T h i s  c e r t i f i c a t e  w i l l  b e c o m e  v o i d  i f  i t  i s  r e j e c t e d  b y  a n y  E U  A u t h o r i t i e s  o r  u p o n  t e r m i n a t i o n  w i t h  E A R  A g r e e m en t .  
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