
Certificate No: AMBV-CE-MDR09

THIS IS TO NOTIFY THAT AMSTERMED BV IN ACCORDANCE WITH MD R 2017/745 AGREES TO BE THE 
AUTHORISED REPRESENTATIVE AND AGREES TO PERFORM ALL DUTIES AND RESPOSIBILITIES FOR

Cephas Medical Private Limited
Site 1: Plot B-13, Phase-1, MEPZ-SEZ,Tambaram, 

Kanchipuram, Tamil Nadu (India)- 600045
Site 2: Plot B-21, Phase-1, MEPZ-SEZ, Tambaram, 

Kanchipuram, Tamil Nadu (India)- 600045

AS STIPULATED AND AFOREMENTIONED DIRECTIVE.

The manufact urer  declares that  the devic es en l ist ed in A nnex A are C lass I  and com ply wi th t he  dir ect iv e requi rements incl uding  th e gener al  safety and per form anc e
requ irem ents .

JUL, 15 2021

SIGNED, Mike Vermin, CEO

The manufact urer  has pro v ided Amst erm ed BV wit h a l l  appropr ia te declarat io ns and adequat e do cum ent atio n as requ ired by the Counc i l  
Regulat ion 2017/745 MDR art ic l e 57.4 requ irem ent s,  including EC declara tio n o f  co nformity  (A ccording to  Annex IV )  co nfi rming that the ir  
Class I  medic al  devices,  as st ipulat ed here below,  ar e ful f i l l ing the appl icable Co unci l  Regulat i on  2017/745.
The not if ication o f the fo l lo wi ng medical  dev ices  has been com pleted by  Am stermed BV on 29/06/2021 o n compl iance wit h t he Counc i l  
Regulat ion 2017/745 MD R art ic le 57 .4 r equ irem ent s .
Class I  Medical  de v ices:  P lease see A nnex A L is t  of  devi ces (1 Page,  1 device) .
Any  signi f i cant changes in the Design or  Process used to  manufacture the Product ,  o r  rev is io n to the Direct ives or standards re ferred 
abov e may require noti f icat ion to Amstermed BV .  The  p roduc t  l iabi l i ty  rest s with the Manufactur er  in acco rdance wit h Counci l  D ir ect iv e .
As of  29/06/2021,  and as lo ng as the Manufactu rer wi l l  conti nue com plyi ng w ith the her eabov e ment ioned r equi rement s**,  he therefore :  

- Is  required to  af f ix  the CE marki ng on the d ev ices;
- May place t hese devi ces in t he Euro pean EU and EEA t err i tory .



Certificate No: AMBV-CE-MDR09

Annex A: List of Devices

# Product Name GMDN 
Code

NOTIS 
Registration 

Number

Variants Brand 
Name

Class Rule

1 Silicone Male 
External 
Catheter

34929 20214410 Self adhesive / Without 
adhesive in sizes -
Small, Medium, 
Intermediate, Large , Extra 
Large

Cephas 1 1

SIGNED, Mike Vermin , CEO

JUL, 15 2021


