




 

 

Declaration of Conformity to Directive 93/42/EEC concerning Medical Devices 
FORM 140-05 / DCR 13-459  
Document: RA DoC-020  Rev. 10 / DCR 19-100 
Climber Guiding Catheter 
Page 1 of 1 

DECLARATION OF CONFORMITY 
to 

Directive 93/42/EEC concerning Medical Devices 
 

Name of Product: Climber™ Guiding Catheter 
 
Legal (labelled) 
Manufacturer: 

 
PendraCare International B.V. 
Van der Waalspark 22 
9351 VC Leek 
The Netherlands 

 Dutch Chamber of Commerce - Registration Number 02086018 

Declaration: 
 
I hereby declare that the medical device specified in this declaration conforms to the provisions of the current 
European Council (EC) Directive 93/42/EEC of June 14, 1993 concerning Medical Devices and therefore 
bears the CE mark of conformity on its labelling in combination with the Notified Body Identification number 
0344 of DEKRA Certification B.V., Arnhem, The Netherlands. 

• The product conforms to the applicable Essential Requirements for Safety and Performance per 
current Directive 93/42/EEC, Annex I: “Essential Requirements”, 

• The device classification (i.e., Class III) has been determined per current Directive 93/42/EEC, 
Annex IX: Classification Criteria, 

• The appropriate Conformity Assessment module per article 11 of the current Directive 93/42/EEC, 
i.e., Annex II (4) has been followed as indicated on the “EC Design-Examination” Certificate 
(2020764DE02) in combination with this Declaration of Conformity, 

• PendraCare’s Quality Management System (QMS) fulfils the requirements described in the current 
Directive 93/42/EEC and EN-ISO 13485: 2016 as evidenced by the “CE Marking of Conformity” 
Certificate [2020764CE01- Full Quality Assurance System per Annex II excluding (4)] and its 
accompanying Certification Notice (2020764CN) and by the Certificate of Registration (2086817).  
The specified medical device falls within the scope of PendraCare’s QMS as indicated in the 
certificates. 

GMDN: GMDN Term*: Vascular Guide Catheter GMDN Code*: 17846 
 * per GMDN agency database 
  
Valid until: This Declaration of Conformity is valid until November 1, 2023, i.e., the validity date 

indicated on the CE-marking of Conformity Certificate and the product’s EC Design-
Examination Certificate. 

Reference: RA DoCa-020 Rev. 10 - Annex to the Declaration of Conformity. 

Place of issue: Leek, The Netherlands 
 
Declared by: 
 
J. van der Kuil 
Manager Quality Assurance & Regulatory Affairs 

Date: 2019-03-26 

 

 

 



DEKRA Certification B.V.

j
B.T.M. Holtus

¦
J.A. van Vugt

Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

CERTIFICATE
Number: 2086817

The management system of the organization(s) and locations mentioned on the addendum belonging to:

PendraCare International B.V.
Van der Waalspark 22
9351 VC  Leek
The Netherlands

including the implementation meets the requirements of the standard:

EN ISO 13485:2016
Scope:
Design and development, manufacturing and distribution of Cardiovascular catheters and Urodynamic 
Catheters

Certificate expiry date: 1 January 2023
Certificate effective date: 1 January 2020
Certified since: 1 January 2006

This certificate is valid for the organization(s) and/or locations mentioned on the addendum.
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ADDENDUM
To certificate: 2086817

The management system of the organization(s) and/or location(s) of:

PendraCare International B.V.
Van der Waalspark 22
9351 VC  Leek
The Netherlands

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

Certified organization(s) and/or locations:
Different scope

PendraCare International B.V.
Kamerlingh-Onnesstraat 6
9351 VD  Leek
The Netherlands

Warehouse

PendraCare International B.V.
Stevinstraat 8
9351 VD  Leek
The Netherlands

Design and Development

PendraCare International B.V
Kamerlingh-Onnesstraat 10
9351 VD  Leek
The Netherlands

Design and Development

Addendum expiry date: 1 January 2023
Addendum effective date: 1 January 2020



DEKRA Certification B.V. 

j
B.T.M. Holtus

¦
J.A. van Vugt

Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

EC CERTIFICATE

Number: 2020764CE01

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex II excluding (4) 
(Devices in Class IIa, IIb or III)

Manufacturer:

PendraCare International B.V.
Van der Waalspark 22
9351 VC  Leek
The Netherlands

For the product category(ies)

Cardiovascular catheters

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany 
the CE Marking of Conformity on the products concerned conforming to the required Technical 
Documentation and meeting the provisions of the EC-Directive which apply to them:

0344
Documents, that form the basis of this certificate:

Certification Notice 2020764CN, initially dated 30 June 2003
Addendum, initially dated 30 June 2003

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant provisions of 'Besluit Medische 
Hulpmiddelen', the Dutch transposition of the Council Directive 93/42/EEC of June 14, 1993 concerning Medical 
devices, including all subsequent amendments. The manufacturer has implemented a quality assurance system for 
design, manufacture and final inspection for the above mentioned product category in accordance to the provisions of 
Annex II of Council Directive 93/42/EEC of June 14, 1993 and is subject to periodical surveillance. For placing on the 
market of Class III devices an additional EC design examination certificate according to Annex II (4) is mandatory.
The necessary information related to the quality management system of the manufacturer, including facilities and the 
reference to the relevant documentation, of the products concerned and the assessments performed, are stated in the 
Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: 26 May 2024
Issued for the first time: 30 June 2003
Reissued: 1 January 2021



ADDENDUM

Belonging to certificate: 2020764CE01 1/1

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Cardiovascular catheters

Issued to:

PendraCare International B.V.
Van der Waalspark 22
9351 VC  Leek
The Netherlands

DEKRA Certification B.V. 

j
B.T.M. Holtus

¦
J.A. van Vugt

Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

This certificate covers the following product(s):

Intravascular Guiding Catheter (GMDN code 17846) (Class III) 
- Primum Hydrophilic Guiding Catheter
- Serpia Hydrophilic Guiding Catheter
- Convey Guiding Catheter
- Climber Guiding Catheter

Angiographic Catheter (GMDN code 10688) (Class III)
- Pointer Angiographic Catheter
- Angiodyn Angiographic Catheter
- Revealer Angiographic Catheter

Initial date: 30 June 2003
Revision date: 6 November 2018















Product Characteristics

General specifications

A  PTFE inner layer for friction reduction
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Product Characteristics

General specifications

A  Uncoated
B  Distal 7 cm
C  Intermediate Segment
D  Distal Soft Tip
E  Hydrophilic coating
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F  Uncoated Proximal 25 cm
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