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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 and development, manufacture, and distribution of medical devices for 

the treatment of neuro, peripheral, and cardiovascular diseases including, delivery 
catheters, aspiration catheters, separators, revascularization devices, 

embolization implants, neurosurgical aspirations devices, and active aspiration 
systems.  

 
The manufacture and distribution of subassemblies and components for delivery 

catheters, aspiration catheters, separators, revascularization devices, 

embolization implants, and neurosurgical aspiration devices.  
 

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: 

Kevin Mullaney 
Director of Certification 

 

 

 

  

 
 

 

 

 

 
 
Registration Number: MD19.4277 

Certification Granted: August 21, 2007 

Effective Date: August 28, 2024 
Expiry Date: August 27, 2027 
 

 

 

 

 
 

 
  

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800 

National Standards Authority of Ireland, 20 Trafalgar Square, Nashua, New Hampshire, NH 03063, USA T +1 603 882 4412 
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Annex to Certificate Number: MD19.4277  

 

Facility Locations, Scope and Activities  

 
One Penumbra Place, Building 1301, Alameda, CA 94502 USA 

File No.: MD19.4277/E 

 
Scope: 

The manufacture of medical devices for the treatment of neuro, peripheral, and 
cardiovascular diseases including delivery catheters, aspiration catheters, separators, 

revascularization devices, embolization implants, neurosurgical aspirations devices, and 
active aspiration systems. 

 

The manufacture of subassemblies and components for delivery catheters, aspiration 
catheters, separators, revascularization devices, embolization implants, and neurosurgical 

aspiration devices. 

 

 
One Penumbra Place, Building 1321, Alameda, CA 94502 USA 

File No.: MD19.4277/A 

 
Scope: 

The manufacture of medical devices for the treatment of neuro, peripheral, and 

cardiovascular diseases including delivery catheters, aspiration catheters, separators, 
revascularization devices, embolization implants, neurosurgical aspirations devices, and 

active aspiration systems. 
 

The manufacture of subassemblies and components for delivery catheters, aspiration 
catheters, separators, revascularization devices, embolization implants, and neurosurgical 

aspiration devices. 
 

 

One Penumbra Place, Building 1351, Alameda, CA 94502 USA 
File No.: MD19.4277 

 
Scope: 

The manufacture, and verification of purchased product of medical devices for the 
treatment of neuro, peripheral, and cardiovascular diseases including delivery catheters, 

aspiration catheters, separators, revascularization devices, embolization implants, 
neurosurgical aspirations devices, and active aspiration systems. 

 

The manufacture of subassemblies and components for delivery catheters, aspiration 
catheters, separators, revascularization devices, embolization implants, and neurosurgical 

aspiration devices.  
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Annex to Certificate Number: MD19.4277  

 

Facility Locations, Scope and Activities  

 
One Penumbra Place, Building 1401, Alameda, CA 94502 USA 

File No.: MD19.4277/G 

 
Scope: 

The manufacture of medical devices for the treatment of neuro, peripheral, and 
cardiovascular diseases including delivery catheters, aspiration catheters, separators, 

revascularization devices, embolization implants, neurosurgical aspirations devices, and 
active aspiration systems. 

 

The manufacture of subassemblies and components for delivery catheters, aspiration 
catheters, separators, revascularization devices, embolization implants, and neurosurgical 

aspiration devices. 
 

 
One Penumbra Place, Building 1431, Alameda, CA 94502 USA 

File No.: MD19.4277/M 
 

Scope: 

The design and development of medical devices for the treatment of neuro, peripheral, 
and cardiovascular diseases including delivery catheters, aspiration catheters, separators, 

revascularization devices, embolization implants, neurosurgical aspirations devices, and 
active aspiration systems. 

 
The evaluation of returned devices.  

 
 

6262 Patterson Pass Road, Suite A & E/F, Livermore, CA 94550 USA 

File No.: MD19.4277/F 
 

Scope: 
The verification of purchased product, and distribution of medical devices for the 

treatment of neuro, peripheral, and cardiovascular diseases including delivery catheters, 
aspiration catheters, separators, revascularization devices, embolization implants, 

neurosurgical aspirations devices, and active aspiration systems.   
 

The distribution of subassemblies and components for delivery catheters, aspiration 

catheters, separators, revascularization devices, embolization implants, and neurosurgical 
aspiration devices. 
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Annex to Certificate Number: MD19.4277  

 

Facility Locations, Scope and Activities  

 
6336 Patterson Pass Road, Suite D, Livermore, CA 94550 USA 

File No.: MD19.4277/D 

 
Scope: 

The distribution of medical devices for the treatment of neuro, peripheral, and 
cardiovascular diseases including delivery catheters, aspiration catheters, separators, 

revascularization devices, embolization implants, neurosurgical aspirations devices, and 
active aspiration systems.  

  

The distribution of subassemblies and components for delivery catheters, aspiration 
catheters, separators, revascularization devices, embolization implants, and neurosurgical 

aspiration devices. 
 

 
630 Roseville Parkway, Roseville, CA 95747, USA 

File No.: MD19.4277/L 
 

Scope: 

The manufacturing and verification of purchased product of medical devices for the 
treatment of neuro, peripheral, and cardiovascular diseases including delivery catheters, 

aspiration catheters, separators, revascularization devices, embolization implants, 
neurosurgical aspirations devices, and active aspiration systems.   

 
The manufacturing of subassemblies and components for delivery and aspiration 

catheters, separators, revascularization devices, embolization implants and neurosurgical 
aspiration devices. 

 

 
1070 South 3800 West, Suites 500 and 700, Salt Lake City, UT 84104, USA 

File No.: MD19.4277/K 
 

Scope: 
The verification of purchased product, repackaging/relabeling, and distribution of medical 

devices for the treatment of neuro, peripheral, and cardiovascular diseases including 
delivery catheters, aspiration catheters, separators, revascularization devices, 

embolization implants, neurosurgical aspirations devices, and active aspiration systems. 
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Annex to Certificate Number: MD19.4277  

 

Facility Locations, Scope and Activities  

 
Penumbra Europe GmbH 

Am Borsigturm 44, 13507 Berlin, Germany 

File No.: MD19.4277/C 

 
Scope: 

The distribution of medical devices for the treatment of neuro, peripheral, and 
cardiovascular diseases including delivery catheters, aspiration catheters, separators, 

revascularization devices, embolization implants, neurosurgical aspirations devices, active 
aspiration systems, and third party manufactured neurosurgical, intravascular access, and 

treatment devices. 
 

 
Crossmed SpA, 

Via Giuseppe di Vittorio 2/C, 10098 Rivoli Torino, Italy 

File No.: MD19.4277/I 
 

Scope: 
The distribution and customer service of medical devices for the treatment of neuro, 

peripheral,and cardiovascular diseases including delivery catheters, aspiration catheters, 
separators, revascularization devices, embolization implants, neurosurgical aspirations 

devices, active aspiration systems, and third party manufactured neurosurgical, 
intravascular access, and treatment devices.   

 

 
 

 

 

 

 

 
 

 

 

 

 

 
 

Verified by: 

Director of Certification 
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