EC Certificate Full Quality Assurance System: Certificate BE15/223575799

The management system of

Curan Medical BV

Barlhammerweg 26
7006 GE Doetinchem, The Netherlands

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
For the following products

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 22 March 2021 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 9. Certified since 02 June 2015.

Certification is based on reports numbered BE/AMD 15/1063.QMD

Authorised by

Global Medical Devices Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5007 - Certificate CE1639 Annex II-4_EN rev. 02
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This document is issued by the Company subject o its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/iwww.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.
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Certificate BE15/223575799 continued

Curan Medical BV
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 9

Detailed scope

Sterile PVC Nelaton urinary catheters including (ETO sterilised):
- Curan Hydrophilic Coated Male catheter

- Curan Hydrophilic Coated Female catheter

- Curan Hydrogel coated Lady catheter

- Curan Hydrogel coated Man catheter

- Curan uncoated Plain Male catheter

- Curan uncoated Plain Female catheter

Sterile PVC Nelaton Urinary Catheters (Irradiation sterilised):

- Curan Advantage Catheter Hydrophilic Coated - Male,

Female and Unisex Catheters

- Sterile Nelaton Unisex Urinary Catheter with leakage-free collection bag
(ETO sterilised):

Curan Closed System Hydrogel Coated Male and Female

and Curan Complete Compact System Hydrogel Coated Male and Female

ETO Sterile TPU Nelaton urinary catheters:

- Curan Hydrophilic Coated Male

- Curan Hydrophilic Coated female

- Curan Man: compact male catheter in a sealed tube with hydrogel coating
- Curan Lady: compact catheter in sealed tube with hydrogel coating

Sterile TPU Nelaton urinary catheters (Gamma irradiation sterilised):

- Curan Advantage male catheter coated with hydrophilic coating and water sachet
- Curan Advantage female catheter coated with hydrophilic coating

and water sachet

- Curan Advantage Unisex with hydrophilic coating and water sachet included
male and female
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