












EC Certificate
EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex II (4)
(Devices in Class III)
No. G7 104155 0003 Rev. 01

Page 1 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Datascope Corp
15 Law Drive
Fairfield NJ 07004
USA

Product: Guidewires
Guidewires for Cardiology 

The Certification Body of TÜV SÜD Product Service GmbH declares that a design examination has 
been carried out on the respective devices in accordance with MDD Annex II (4). The design of the 
devices conforms to the requirements of this Directive. For marketing of these devices an additional 
Annex II certificate is mandatory. See also notes overleaf.

Report no.: 713171530

Valid from: 2020-02-17
Valid until: 2024-05-26

Date, 2021-02-17

Christoph Dicks
Head of Certification/Notified Body



EC Certificate
EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex II (4)
(Devices in Class III)
No. G7 104155 0003 Rev. 01

Page 2 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Model(s): Guidewires for 7.5 Fr or 8 Fr IAB Catheters
PTFE Stainless Steel Guidewire (Box of 5)

Size                                 Catalogue Numbers

0.025"x 145cm                  0684-00-0254-09

0.025" x 175cm                 0684-00-0254-14

0.025" x 260cm                 0684-00-0254-15 

 

Guidewires for 7 Fr IAB Catheters
PTFE Stainless Steel Guidewire (Box of 5)

Size                                  Catalogue Numbers

0.018" x 145cm                  0684-00-0254-16

./.



EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)
(Devices in Class IIa, IIb or III)
No. G1 102541 0003 Rev. 00

Page 1 of 1
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Datascope Corp.
1300 MacArthur Blvd
Mahwah NJ 07430
USA

Product Category(ies): Intra-Aortic Balloon Pumps and 
accessories. 

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device categories in accordance with MDD Annex II. 
This quality assurance system conforms to the requirements of this Directive and is subject to 
periodical surveillance. For marketing of class III devices an additional Annex II (4) certificate is 
mandatory. See also notes overleaf.

Report No.: 72155863

Valid from: 2020-05-28
Valid until: 2024-05-26

Date, 2020-05-28

Christoph Dicks
Head of Certification/Notified Body



C E R T I F I C A T E
No. QS2 102541 0002 Rev. 01

Page 1 of 1
Date of Issue: 2020-11-05

( Tina Israel )
Manager, US Certification Body, 
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Certificate Holder: Datascope Corp.
1300 MacArthur Blvd
Mahwah NJ 07430
USA

Certification Mark:

 
Scope of Certificate: Design, Development, Manufacturing, Service, 

Installation and Distribution of Intra-Aortic 
Balloon-Pumps and Accessories; Design and 
Development of Heart and Lung Machine Therapy 
Device; Production of Collagen Raw Material for 
use in Vascular Closure Application

Standard: ISO 13485:2016

The Certification Body of TÜV SÜD America Inc. certifies that the company mentioned above has established and is 
maintaining a quality management system that meets the requirements of the listed standards.

 
Report No.: 72159139

Effective Date: 2020-10-21

Expiry Date: 2023-10-20

http://www.tuvsud.com/
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