
Quality System Certificate

Reference:
aur2a2Ol I v330f467

Date of issue:
2021-01-06

VaUd Until:
2024-01-06

* DANAK
SYÇFEM Re N. 5007

A DNV OL COMPANY

Certificate No.:
DGM - 567

This is to cerUfy that the quality system of:

Codan Medical ApS
Færgevej 4
4970 Rødby
Denmark

fulfilis the requirements ifl:

ISO 13485:2016

The certificate covers the following activities:

Design, development and production of syringes
Ethylene oxide sterilization according to DSIEN ISO 11135:2014

The certificate is valid provided that the quality system continues to conform to the above-mentioned scope and provided that the company
does flot introduce substantial changes to the quality system without the approval of Presafe Denmark AIS. Certifications to DS/EN ISO
13485:2012, EN ISO 13485:2012, ISO 13485:2003, OS/EN ISO 13485:2016, EN ISO 13485:2016, ISO 13485:2016, OS/EN ISO 9001:
2015, EN ISO 9001:2015, and ISO 9001 :2015 include the requirements of any applicable corrigendum. The quality system certificate is
issued pursuant to Presafe Denmark AIS’ terms and conditions for the certification of quality systems for medical devices.

Presafe Denmark AIS Heidi J en
Notified Body, Identification No. 0543 Authorize rson

Tuborg Parkvej 8, 2900 Hellerup, Denmark

For Presafe Denmark AIS

ialdateof ssue:
2006-07-17

fe

Presafe Denmark AIS, Tuborg Parkvej 8, 2900 Hellerup, Denmark, CVR no.: 34080771 Page i of i


