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ZERTIFIKAT & CERTIFICATE o

SCC Accredited
CB-MsS

OCSM
Accrédité CCN ™

America

No. QS2 104155 0004 Rev. 02
Certificate Holder: Datascope Corp

15 Law Drive

Fairfield NJ 07004

USA
Certification Mark: y o
Scope of Certificate: Design and Development, Manufacturing and Distribution

of Intra-Aortic Balloon Catheters, Guidewires and Product
Accessories (including Insertion Kits, Introducers Sets
(Sheath / Dilators), Catheter Extenders and Arrow Pump
Adapters) to Provide Counterpulsation Therapy

Standard: ISO 13485:2016

The Certification Body of TUV SUD 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.: 713312688
Effective Date: 2024-08-17
Expiry Date: 2027-08-16
Page 1 of 2

Date of Issue: 2024-05-14 _W

( Renee Walker )
Director, US Certification Body, MHS

o @
TUV
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com


http://www.tuvsud.com/
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CERTIFICATE

No. QS2 104155 0004 Rev. 02

America

Facility(ies): Datascope Corp
15 Law Drive, Fairfield NJ 07004, USA

Facility Scopes: Manufacturing of Introducer Sets; Final Packaging and
Distribution of Intra-Aortic Balloon Catheters, Guidewires
and Product Accessories (including Insertion Kits, Introducer
Sets (Sheath / Dilators), Catheter Extenders and Arrow
Pump Adapters) to Provide Counterpulsation Therapy

Facility(ies): Datascope Corp.
45 Barbour Pond Drive, Wayne NJ 07470, USA

Facility Scopes: Design and Development, Manufacturing, Sterile Packaging
and Testing of Intra-Aortic Balloon Catheters, Guidewires
and Product Accessories (including Insertion Kits, Introducer
Sets (Sheath / Dilators), Catheter Extenders and Arrow
Pump Adapters) to Provide Counterpulsation Therapy
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 401 Edgewater Place Suite #500 
 Wakefield, MA 01880 USA 
 
 TÜV SÜD PSB Pte Ltd 
 15 International Business Park 
 TÜV SÜD @ IBP 
 Singapore 609937 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD SFDK 
 Av.General Valdomiro de Lima, 833 – Jabaquara 
 São Paulo – SP 
 04344-070 
 Brazil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




