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EU DECLARATION OF CONFORMITY 

Manufacturer’s Name Cerenovus, Inc. 

Manufacturer’s Address 6303 Blue Lagoon Drive  
Suites 215 & 315,  
Miami FL 33126 
USA 

Manufacturer’s 
Single Registration Number (SRN)  

US-MF-000025013  

Authorized Representative’s Name 
and Address 

DePuy Ireland UC 
Loughbeg 
Ringaskiddy 
Co. Cork  
Ireland   

Authorized Representative’s 
Single Registration Number (SRN)  

IE-AR-000009328 

Notified Body Name  BSI Group The Netherlands B.V.  

Notified Body Identification Number 2797 

Product Name AGILITY Steerable Guidewires 
NEUROSCOUT Steerable Guidewires 

Basic UDI-DI 0886704a00028JU 

Product Code(s)/Product Range and 
Description 

Refer to Attachment 1 

Intended Purpose The AGILITY Steerable Guidewires are intended to navigate vessels to 
access a lesion or vessel segment for selective placement of microcatheters 
and other neurovascular devices. 
 
The NEUROSCOUT Steerable Guidewires are intended to navigate vessels 
to access a lesion or vessel segment for selective placement of 
microcatheters and other neurovascular devices. 

Classification Class III (Annex VIII, Rule 6) 

GMDN Code  35094 

EMDN Code C010499 

Technical Documentation Number MDR-TD035-CNV 
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EU DECLARATION OF CONFORMITY 

This EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer.  
We, Cerenovus, Inc., hereby declare the above listed Medical Device(s) complies with Medical Device Regulation (EU) 
2017/745. 
This declaration is made on the basis of: 
EU Technical Documentation Assessment Certificate Number MDR 776936, issued by the Notified Body stated above, 
in accordance with Annex IX, Chapter II of the Medical Device Regulation (EU) 2017/745. 
EU Quality Systems Certificate Number MDR 776867, issued by the Notified Body stated above, in accordance with 
Annex IX, Chapters I and III of Medical Device Regulation (EU) 2017/745. 

 

 
SIGNATURE SECTION 

Place of Issue Refer to Manufacturer’s Address above 

Signature/Date  
 
 
 

Name/Title 
 

Vivian Perez 
Director, Regulatory Affairs 

Signature/Date  
 
 
 

Name/Title 
 

Günter Solms 
Director of Quality and Compliance 

Manufacturer’s Person Responsible for Regulatory Compliance 
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ATTACHMENT 1 

ENGLISH 

 
EU DECLARATION OF CONFORMITY 

Technical Documentation Number MDR-TD035-CNV 

Manufacturer’s Name Cerenovus, Inc. 
 

Product Name Product 
Code  Product Description 

AGILITY Steerable Guidewire 614178 AGILITY 10 Standard 0.010in. x 195cm 
AGILITY Steerable Guidewire 614179 AGILITY 10 Soft 0.010in. x 195cm 
AGILITY Steerable Guidewire 614481 AGILITY 14 Standard 0.014in. x 205cm 
AGILITY Steerable Guidewire 614482 AGILITY 14 Soft 0.014in. x 205cm 
AGILITY Steerable Guidewire 614491 AGILITY 14 Standard XL 0.014in. x 350cm 
AGILITY Steerable Guidewire 614541 AGILITY 16 Standard 0.016in. x 175cm 
AGILITY Steerable Guidewire 614542 AGILITY 16 Soft 0.016in. x 175cm 
AGILITY Steerable Guidewire 614581 AGILITY 16 Standard 0.016in. x 205cm 
NEUROSCOUT Steerable Guidewire 601314 NEUROSCOUT 14 Standard 0.014in. x 205cm 
NEUROSCOUT Steerable Guidewire 601315 NEUROSCOUT 14 Standard XL 0.014in. x 300cm 
NEUROSCOUT Steerable Guidewire 601414 NEUROSCOUT 14 Soft 0.014in. x 205cm 
NEUROSCOUT Steerable Guidewire 601415 NEUROSCOUT 14 Soft XL 0.014in. x 300cm 
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