
 

 

Cert ificate No: AMBV-CE-IVDR28 

CERTIFICATE of CE 
(IVDR)NOTIFICATION 

THIS IS T O NOT IFY  T HAT AMST ERME D BV  IN  ACC ORDANC E WIT H IVD R 2017/746 A GREES  T O BE  THE 

AUTHORISED  RE PRESENTAT IVE  AND A GREES  T O PE RFORM ALL D UT IES  AND RES POS IB IL ITIES 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 A FOREMENT IONE D D IRECT IVE.  

 Th e ma nu factur er d ec lar es that  th e d ev ic es en l isted in An nex A ar e C lass A and comp ly w ith th e d ir ect ive req ui rem ent s inc lud in g th e gen era l sa fety and p er formanc e 

r equ ir em ent s.
 

   

                    AUG, 17 2026  

 
 

 

Th e manu factur er ha s pr ov id ed Amst er m ed BV w ith a l l app rop r iate dec la rat ions  a nd adequat e docum entat ion  a s r equ ir ed b y th e C oun ci l 

R egu lat ion  20 1 7/ 7 46 I VD R art ic le 5 2 r equ ir em ent s, inc lud in g E C d ec larat ion of c on form it y ( Accord ing t o Ann ex IV ) c on f ir ming that  t he ir  

C lass A m ed ica l d ev ic es , a s st ipu lat ed h ere be low , a re fu l f i l l in g th e app l icab le C ounc i l Regu lat ion 2 01 7/ 7 46 . 

Th e n ot i f icat ion of th e fol low ing In -v it r o d ia gn ost ic  m ed ica l d ev ic es ha s been c omp let ed by Am st er med B V on 2 9/ 0 6/2 0 2 1 on c omp l iance  

w ith th e C ounc i l R egu lat ion 20 1 7/ 74 6 IV DR art ic le 5 2 r equ ir em ent s . 
C lass A I n - v it r o d ia gn ost ic  m ed ica l d ev ic es : P lea se see Ann ex A – L ist  o f d ev ic es (1 Pa ge , 1 d ev ic e) . 

An y sign i f icant  cha nges in th e Des ign or Pr oc ess u sed t o manu factur e th e Pr oduct , or  r ev is ion to the D ir ect iv es or  stand ard s r e fer red 

ab ov e ma y r equ ir e n ot i f icat ion t o Am st er m ed BV . Th e pr oduct  l iab i l it y r est s wit h the Manu factu rer in  acc ordanc e w ith C ounc i l D ir ect iv e . 

As  of 2 9/ 0 6/ 20 2 1 , and a s long a s th e Manu factur er w il l c ont inu e c omp lying wi th th e hereabov e m ent ioned req ui rem ent s** , h e th er e for e:   

-  I s r equ ir ed t o a f f i x th e CE mar kin g on th e d ev ic es ;  

-  M ay pla ce th ese d ev ices in th e Eur op ean E U and EE A t err it or y .  

 



 

 

Cert ificate No: AMBV-CE-IVDR28 

 
Annex A: List of Devices 

 

 

 

 

 

 

 

 

 

 

 

 

 

SIGNED,  Mike Vermin , CEO 
R ev 03 AUG , 17 2026 

 
            

 

# Product Name GMDN Code 
NOTIS Registration 

Number 
Model Name 

Model 

Number 
Class 

1 ESR Analyzer 56691 20262141 iNFLA QUICK 

PRO ED60 

SC40 

PRO ED30 

A 

2 ESR Analyzer 56691 20262715 iNFLA QUICK 
ProMx 

ED120 
A 


