
 

 

Certificate No: AMBV-CE-IVDR27 

CERTIFICATE of CE 
(IVDR)NOTIFICATION 

THIS IS TO NOTIFY THAT AMSTERMED BV IN ACCORDANCE WITH IVDR 2017/746 AGREES TO BE THE 

AUTHORISED REPRESENTATIVE AND AGREES TO PERFORM ALL DUTIES AND RESPOSIBILITIES FOR  

STRUmed Solutions Private Limited 
Plot No.44, Ichhapore GIDC Industrial Estate,  

Bhatpore, Off Hazira Road, behind Tata   
Motors, Surat, Gujarat 394510, India. 

AS STIPULATED AND AFOREMENTIONED DIRECTIVE.  

 The m anufacturer  declares that  the dev ices en l i sted in Annex  A are C lass A and comply  with the di rect ive requ i rem ents includ ing  the general  safety  and per fo rm ance  

requirem ents .
 

   

                    JULY, 30 2025  

 
 

 

The m anufacturer  has prov ided Amsterm ed BV with a l l  appropr iate declarat ions  and adequate docum entat ion  as requ i red by  the  Counc i l  

Regulat ion 2017/74 6 IVDR art i c le 52 requi rem ents ,  inc lud ing EC  declarat ion o f  conform ity  (Acco rding to  Annex  I V)  confi rm ing that  thei r  

C lass A m edica l  dev ices,  as st ipulated here below,  are fu l f i l l ing the appl icable Counci l  Regulat ion 2017/746.  

The not i f icat ion o f  the fo l lowing In-v i t ro  diagnost ic  m edica l  dev ices has been com pleted by  Amstermed BV on 29/06/2021 on com pl iance 

with the Counci l  Regulat ion 2017/746 IVDR art i c le 52 requi rem ents .  

C lass A I n-v i t ro  diagnost ic  m edical  dev ices :  P lease see Annex A –  L ist  o f  dev ices (1 Page,  1 dev ice) .  

Any  signi f i cant  changes in the Design o r  P rocess used to  m anufacture the P roduct ,  o r  rev is ion to  the D irect ives or  standards re fer red 

above may require not i f icat ion to  Amsterm ed BV .  The product  l iabi l i ty  rests with the Manufacturer  in  acco rdance with Counci l  D irect ive .  

As o f  2 9/06/2021,  and as long as the Manufacturer  wi l l  cont inue com ply ing with the hereabove ment ioned requi rements**,  he therefo re :   

-  I s  requ ired to  af f ix  the C E mark ing on the dev ices;  

-  May p lace these dev ices in the European EU and EEA terr i to ry .  

 



 

 

Certificate No: AMBV-CE-IVDR27 

 
Annex A: List of Devices 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

SIGNED, Mike Vermin , CEO 
                     JULY, 30 2025 

 

# Product Name 
GMDN 

Code 

NOTIS Registration 

Number 

Model 

Name 

Model 

Number 
Class 

1 Coagulation Analyzer 56689 20252106 cLOT XPLOR 

 

 

CA001 A 


