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Certificate of Registration 

of Quality Management System 

to I.S. EN ISO 13485:2016 
 

The National Standards Authority of Ireland certifies that: 

Penumbra, Inc.  

One Penumbra Place 
Alameda, CA 94502 
USA 

 
 

has been assessed and deemed to comply with the requirements 
of the above standard in respect of the scope of operations given 
below: 
 
The Design, Manufacture and Distribution of Medical Devices for the 

Treatment of Neuro, Peripheral and Cardiovascular Disease 
Including: Delivery Catheters, Aspiration Catheters, Separators, 

Revascularization Devices, Embolization Implants, and Neurosurgical 
Aspiration Devices. The Design, Manufacture, Distribution, and 

Service of Active Aspiration Systems. The Distribution of 

Neurosurgical and Intravascular Access and Treatment Devices.  
 

Additional sites covered under this multi-site certification are listed on the Annex 

(File No. MD19.4277) 

 

 
Approved by: 

Geraldine Larkin 
Chief Executive Officer 

 
 
 
  

 
Approved by: 

Caroline Dore Geraghty 
Director of Medical Devices / 
Head of Notified Body 

 
 

 
 
 

Registration Number: MD19.4277 

Certification Granted: August 21, 2007 

Effective Date: August 28, 2021 

Expiry Date: August 27, 2024 
 

 
 

 

 

 

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800  
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Annex to Certificate Number: MD19.4277 

 
Scope of Registration: 
 

 

The Design, Manufacture and Distribution of Medical Devices for the 
Treatment of Neuro, Peripheral and Cardiovascular Disease Including: 

Delivery Catheters, Aspiration Catheters, Separators, 
Revascularization Devices, Embolization Implants, and Neurosurgical 
Aspiration Devices. The Design, Manufacture, Distribution, and Service 

of Active Aspiration Systems. The Distribution of Neurosurgical and 
Intravascular Access and Treatment Devices.  

 

  

Activity  Location 

Administration, Design, 
Manufacturing, Distribution 

Penumbra, Inc. 
One Penumbra Place 

Building 1351 
Alameda, CA 94502 
USA 

File No.: MD19.4277 
 

Administration, Design, 
Manufacturing, Distribution 

Penumbra, Inc. 
One Penumbra Place 
Building 1321 

Alameda, CA 94502 
USA 

File No.: MD19.4277/A 
 

Design Penumbra, Inc. 

One Penumbra Place 
Building 1411 

Alameda, CA 94502 
USA 
File No.: MD19.4277/B 

 
Distribution Penumbra Europe GmbH 

Am Borsigturm 44 
13507 Berlin 

Germany 
File No.: MD19.4277/C 
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Annex to Certificate Number: MD19.4277 

 
Scope of Registration: 
 

 

The Design, Manufacture and Distribution of Medical Devices for the 
Treatment of Neuro, Peripheral and Cardiovascular Disease Including: 

Delivery Catheters, Aspiration Catheters, Separators, 
Revascularization Devices, Embolization Implants, and Neurosurgical 
Aspiration Devices. The Design, Manufacture, Distribution, and Service 

of Active Aspiration Systems. The Distribution of Neurosurgical and 
Intravascular Access and Treatment Devices.  

  

Activity  Location 

Distribution Penumbra, Inc. 

6336 Patterson Pass Rd 
Suite D 
Livermore, CA 94550 

USA 
File No.: MD19.4277/D 

 
Manufacturing Penumbra, Inc. 

One Penumbra Place  

Building 1301 
Alameda, CA 94502 

USA  
File No.: MD19.4277/E 

 
Distribution Penumbra, Inc. 

6262 Patterson Pass Rd 

Suite A 
Livermore, CA 94550 

USA 
File No.: MD19.4277/F 
 

Manufacturing Penumbra, Inc. 
One Penumbra Place 

Building 1401 
Alameda, CA 94502 
USA 

File No.: MD19.4277/G 
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Annex to Certificate Number: MD19.4277 

 
Scope of Registration: 
 

 

The Design, Manufacture and Distribution of Medical Devices for the 
Treatment of Neuro, Peripheral and Cardiovascular Disease Including: 

Delivery Catheters, Aspiration Catheters, Separators, 
Revascularization Devices, Embolization Implants, and Neurosurgical 
Aspiration Devices. The Design, Manufacture, Distribution, and Service 

of Active Aspiration Systems. The Distribution of Neurosurgical and 
Intravascular Access and Treatment Devices.  

  

Activity  Location 

Distribution Penumbra Neuro Australia Pty 

Suite 3, Level 5, 1 Oxford St 
Darlinghurst 
Sydney NSW 

Australia 
File No.: MD19.4277/H 

 
Distribution Crossmed SpA, 

Via Giuseppe di Vittorio 2/C 
10098 Rivoli Torino 

Italy    
File No.: MD19.4277/I 

  
Distribution Crossmed SpA, 

Via Primaticcio 184,  
2017 Milano 
Italy                             

File No.: MD19.4277/J 
 

Distribution Penumbra, Inc. 
1070 South 3800 West 

Suite 500 
Salt Lake City, UT 84104 
USA 

File No.: MD19.4277/K 
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Annex to Certificate Number: MD19.4277 

 
Scope of Registration: 
 

 

The Design, Manufacture and Distribution of Medical Devices for the 
Treatment of Neuro, Peripheral and Cardiovascular Disease Including: 

Delivery Catheters, Aspiration Catheters, Separators, 
Revascularization Devices, Embolization Implants, and Neurosurgical 
Aspiration Devices. The Design, Manufacture, Distribution, and Service 

of Active Aspiration Systems. The Distribution of Neurosurgical and 
Intravascular Access and Treatment Devices.  

  

Activity  Location 

Manufacturing Penumbra, Inc. 

630 Roseville Parkway 
Roseville, CA 95747 
USA 

File No.: MD19.4277/L 

 
  

  

  

 
 

Verified by: 
Operations Manager 
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CERTIFICATE 

 

EN ISO 13485:2016 

DEKRA Certification GmbH hereby certifies that the organization 

InspireMD Ltd. 
 
 
 
Scope of certification: 

Design and development, manufacturing and distribution of Embolic Protective stent systems and 
Micronet Mesh stent implantation systems for coronary and carotid interventions  
 
 
Certified location: 

4 Menorat Hamaor St., 6744832 Tel Aviv, Israel 
 

 
 

has established and maintains a quality management system according to the above mentioned 
standard. The conformity was adduced with audit report no. 51168-R1-00. 

Certificate registration no.: 51168-14-02 
Validity of previous certificate: 2021-12-20 

Certificate valid from: 2021-12-21 
Certificate valid to: 2024-12-20 

 
 
 
 
 
 
 
Ruth Delbeck-Bayer 

 

DEKRA Certification GmbH, Stuttgart, 2021-12-21 



 

 
 
 
 
 
 
 
 

Certificate No.: 

242566-2017-AQ-IND-NA-PS Rev. 3.0 

Project No.: 

PRJC-517914-2015-MSL-IND 

Initial Certification Date: 

17 July 2008 

Valid Until: 

17 July 2024

 
 

 

This is to certify that the management system of: 
 

 

Meril Life Sciences Private Limited 
 

Muktanand Marg, Chala, Vapi - 396191 
Gujarat, India 

 
 

Complies with the requirements of: 

ISO 13485:2016/NS-EN ISO 13485:2016 
 

 

The Certificate is valid for the following scope: 

Design and Development, Manufacture, Distribution, Storage, 
Sales and Supply of Sterile and Non Sterile Drug Eluting and 

Bare Metal Vascular Stents and Stents Systems, Inflation 
Device, PTCA & PTA Balloon Dilatation Catheters, PTCA and PTA 
Guide Wires, Aspiration Catheters, Sinuplasty System, Occluder 
and Delivery Systems, Angiokit, Drug Eluting PTCA and PTA 
Balloon Dilatation Catheters, Drug Eluting Bioresorbable 
Vascular Scaffold System, Intra-Aortic Balloon Catheters, Liquid 
Embolic System, Vascular Closure Device, Bare Metal and Drug 
Eluting Self Expanding Peripheral Stent System and 
Transcatheter and Surgical Heart Valve Systems.

 

 
 
 

Place and date: 

Høvik, 26 November 2020 

 

 
 
 
 

 
 

MSYS 018 

 

 
 
 
For: 
DNV GL PRESAFE AS 

 
 
 
Eugenie Winger Husebye 
 

 
The certificate is digitally verified by blockchain 

technology. For more info, see 
www.dnvgl.com/assurance/certificates-in-the- 

blockchain.html

 
 
 
 

 
Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 

ACCREDITED UNIT: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  - Registered Enterprise No: NO 997 067 401 MVA . 
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