
■ Structure

Stylet and Peel-away included（FUBUKI 043 only）

WAIN-FBK-6A

WAIN-FBK-6AH

WAIN-FBK-6S

WAIN-FBK-6A80

WAIN-FBK-6A80H

WAIN-FBK-6S80

WAIN-FBK-6AL

WAIN-FBK-6ALH

WAIN-FBK-6SL

WAIN-FBK-6A110

WAIN-FBK-6A110H

WAIN-FBK-6S110

90cm

 90cm

90cm

80cm

80cm

80cm

100cm

100cm

100cm

110cm

110cm

110cm
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15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

Catalog No.Product Usable length Coating length Tip shape Stiff type Catalog No. Usable length Coating length Tip shape Stiff type

WAIN-FBK-7A

WAIN-FBK-7AH

WAIN-FBK-7S

WAIN-FBK-7A80

WAIN-FBK-7A80H

WAIN-FBK-7S80

WAIN-FBK-7AL

WAIN-FBK-7ALH

WAIN-FBK-7SL

WAIN-FBK-7A110

WAIN-FBK-7A110H

WAIN-FBK-7S110

90cm

90cm

90cm

80cm

80cm

80cm

100cm

100cm

100cm

110cm

110cm

110cm

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

WAIN-FBK-8S

WAIN-FBK-8S80

WAIN-FBK-8SL

WAIN-FBK-8S110

90cm

80cm

100cm

110cm

5cm

5cm

5cm

5cm

Straight

Straight

Straight

Straight

ASAHI
FUBUKI

6Fr

ASAHI
FUBUKI

7Fr

ASAHI
FUBUKI

8Fr

Product

ASAHI
FUBUKI 

Dilator Kit
4Fr

ASAHI
FUBUKI 

Dilator Kit
5Fr

ASAHI
FUBUKI 

Dilator Kit
6Fr

ASAHI
FUBUKI

043

Catalog No.Product Usable length Coating length Tip shape

WAIN-FBK-4-120

WAIN-FBK-4-125

WAIN-FBK-4-130

120cm

125cm

130cm

105cm

110cm

115cm

Straight

Straight

Straight

WAIN-FBK-4AD

WAIN-FBK-4ADH

WAIN-FBK-4SD

WAIN-FBK-4AD80

WAIN-FBK-4AD80H

WAIN-FBK-4SD80

WAIN-FBK-4ADL

WAIN-FBK-4ADLH

WAIN-FBK-4SDL

WAIN-FBK-4AD110

WAIN-FBK-4AD110H

WAIN-FBK-4SD110

15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

90cm

90cm

90cm

80cm

80cm

80cm

100cm

100cm

100cm

110cm

110cm

110cm

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

WAIN-FBK-5AD

WAIN-FBK-5ADH

WAIN-FBK-5SD

WAIN-FBK-5AD80

WAIN-FBK-5AD80H

WAIN-FBK-5SD80

WAIN-FBK-5ADL

WAIN-FBK-5ADLH

WAIN-FBK-5SDL

WAIN-FBK-5AD110

WAIN-FBK-5AD110H

WAIN-FBK-5SD110

90cm

90cm

90cm

80cm

80cm

80cm

100cm

100cm

100cm

110cm

110cm

110cm

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

Angled

Angled

Straight

15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

15cm

5cm

15cm

WAIN-FBK-6SD

WAIN-FBK-6SD80

WAIN-FBK-6SDL

WAIN-FBK-6SD110

90cm

80cm

100cm

110cm

5cm

5cm

5cm

5cm

Straight

Straight

Straight

Straight

Structure & ordering information

Dilator（FUBUKI Dilator Kit only）

Guide catheter

Usable length
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A high performance line of neurovascular guide catheters in a wide range of sizes

Features of ASAHI FUBUKI 043 4.2Fr  ID : 1.10mm(0.043”)

Stable platform for your procedure.

In meningioma treatment

ASAHI
FUBUKI 043 tip

In AVF treatment

ASAHI
FUBUKI 043 tip

6 Fr 7 Fr 8 Fr

4.2Fr
1.10 mm
（0.043”）I.D.

6Fr
1.80 mm
（0.071”）I.D.

7Fr
2.05mm
（0.081”）I.D.

8Fr
2.28mm
（0.090”）I.D.

Strong support for delivering devices.

A larger lumen guide with a smaller puncture site.

4 Fr 5 Fr 6 Fr

ASAHI FUBUKI
Dilator Kit

（Sheath size）

4Fr

5Fr

6Fr

I.D. O.D.

1.80mm（0.071”）

2.05mm（0.081”）

2.28mm（0.090”）

2.09mm（6Fr）

2.40mm（7Fr）

2.70mm（8Fr）

■ Trackability
–　 Hydrophilic coating and �exible soft tube provides superb trackability in sharp bends or tortuous vessels.

■ Enhanced kink resistance
–　 Proprietary wire braiding technology enhances kink resistance and maintains lumen integrity.

■ Delivery Support
–　 Large inner lumen 1.10mm(0.043”) with PTFE coating enables smooth delivery of the microcatheter.

Features of ASAHI FUBUKI 6,7,8 Fr and ASAHI FUBUKI Dilator Kit 4,5,6Fr

■ Flexibility
–　 Soft tip and �exible distal shaft  minimizes vessel injury.

■ Pushability
–　 Well-balanced shaft with increased rigidity provides stable deployment and optimal pushability.

■ Lubricity
–　 Hydrophilic coating from the tip to 15cm (FUBUKI 8Fr, FUBUKI Dilator Kit 6Fr, and Sti� type = 5cm) 

allows smooth navigation through aortic arch and vessel ostium.

■ Visibility
–　 Radiopaque marker tip & shaft enhance visibility provided by a platinum marker on the tip and radiopaque material in the shaft.

*French sizes refer to the sheath size that would 
normally be required to introduce a guide catheter 
of the same size.
The 4/5/6 Fr FUBUKI Dilator Kit have the same 
shaft as the 6/7/8Fr regular FUBUKI, respectively.

FUBUKI Dilator Kit

I.D.

O.D.

Neurovascular guide catheter docked with a dilator replacing 
the need for a sheath to minimize size of puncture site
*For this product line, a ‘Sti�’ type is available 

4.2 Fr
ID：1.10mm

(0.043”)
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Table 1. Catalog Number of ASAHI FUBUKI 043 Distal Support System 

 

Product Catalog No. Tip Shape Distal 
Catheter 

Effective Length 

ASAHI 
FUBUKI 
043 (4.2Fr) 

WAIN-FBK-4-120

STRAIGHT － 

120cm 
WAIN-FBK-4-125 125cm 

WAIN-FBK-4-130 130cm 
 
 
 

Table 2. Catalog Number of ASAHI FUBUKI Neurovascular Guide Catheter 
 

Product Catalog No. Tip Shape Distal 
Catheter 

Effective Length 

ASAHI 
FUBUKI 
6Fr 

 

WAIN-FBK-6S80 

STRAIGHT 

－ 

80cm 
WAIN-FBK-6S 90cm 

WAIN-FBK-6SL 100cm 
WAIN-FBK-6S11
0

110cm 

WAIN-FBK-6A80 

ANGLED 

80cm 

WAIN-FBK-6A 90cm 

WAIN-FBK-6AL 100cm 
WAIN-FBK-6A11
0

110cm 
WAIN-FBK-6A80
H

ANGLED STIFF 

80cm 

WAIN-FBK-6AH 90cm 

WAIN-FBK-6ALH 100cm 
WAIN-FBK-6A11
0H

110cm 

ASAHI 
FUBUKI 
7Fr 

 

WAIN-FBK-7S80 

STRAIGHT 

－ 

80cm 

WAIN-FBK-7S 90cm 

WAIN-FBK-7SL 100cm 
WAIN-FBK-7S11
0

110cm 

WAIN-FBK-7A80 

ANGLED 

80cm 

WAIN-FBK-7A 90cm 

WAIN-FBK-7AL 100cm 
WAIN-FBK-7A11
0

110cm 
WAIN-FBK-7A80
H

ANGLED STIFF 

80cm 

WAIN-FBK-7AH 90cm 

WAIN-FBK-7ALH 100cm 
WAIN-FBK-7A11
0H

110cm 

ASAHI 
FUBUKI 
8Fr 

WAIN-FBK-8S80 

STRAIGHT - 

80cm 

WAIN-FBK-8S 90cm 

WAIN-FBK-8SL 100cm 
WAIN-FBK-8S11
0

110cm 
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Table 3. Catalog Number of ASAHI FUBUKI Neurovascular Guide Catheter Dilator Kit 

 

Product Catalog No. Tip Shape Distal
Catheter 

Effective Length 

ASAHI 
FUBUKI 
Dilator Kit 
4Fr 

WAIN-FBK-4SD80  

STRAIGHT

－ 

80cm 
WAIN-FBK-4SD  90cm 

WAIN-FBK-4SDL  100cm 

WAIN-FBK-4SD110 110cm 

WAIN-FBK-4AD80  

ANGLED 

80cm 

WAIN-FBK-4AD  90cm 

WAIN-FBK-4ADL  100cm 

WAIN-FBK-4AD110 110cm 

WAIN-FBK-4AD80H 

ANGLED STIFF

80cm 

WAIN-FBK-4ADH  90cm 

WAIN-FBK-4ADLH  100cm 

WAIN-FBK-4AD110H 110cm 

ASAHI 
FUBUKI 
Dilator Kit 
5Fr 

WAIN-FBK-5SD80 

STRAIGHT

－ 

80cm 

WAIN-FBK-5SD 90cm 

WAIN-FBK-5SDL 100cm 

WAIN-FBK-5SD110 110cm 

WAIN-FBK-5AD80 

ANGLED 

80cm 

WAIN-FBK-5AD 90cm 

WAIN-FBK-5ADL 100cm 

WAIN-FBK-5AD110 110cm 

WAIN-FBK-5AD80H 

ANGLED STIFF

80cm 

WAIN-FBK-5ADH 90cm 

WAIN-FBK-5ADLH 100cm 

WAIN-FBK-5AD110H 110cm 

ASAHI 
FUBUKI 
Dilator Kit 
6Fr 

WAIN-FBK-6SD80 

STRAIGHT - 

80cm 

WAIN-FBK-6SD 90cm 

WAIN-FBK-6SDL 100cm 

WAIN-FBK-6SD110 110cm 
 
 
 
 



AMM-CD002 Ver.1                                                                              Page 4 of 6 

 
Table 4: Applied harmonized standards (QA-Related Standards) 

 

Standard Reference  Title 

EN ISO 13485:2012 
AC: 2012 

ISO 13485:2003 
Cor1: 2009 

Medical devices -- Quality management systems -- Requirements for regulatory 
purposes  

EC Directive 
93/42/EEC:1993 
     Amd1:1998 
     Amd2:2000 
     Amd3:2002 
     Amd4:2003 
     Amd5:2007 

Medical Devices Directive  (2007)  

 
 

Table 5: Applied harmonized standards (Product related standards） 
 

Standard Reference  Title 

EN 556-1:2001 
AC: 2006 

Sterilization of medical devices  -  Requirements for medical devices to be 
designated "STERILE"- Part 1: Requirements for terminally sterilized medical 
devices 

Amendment/Corrigendum  

EN ISO 15223-1: 2012 
ISO 15223-1: 2012 

Medical devices- Symbols to be used with medical device labels, labeling and 
information to be supplied –Part 1: General requirements  

EN 980:2008 Graphical Symbols for Use in the Labeling of Medical Devices  

EN 1041:2008 
Amd1:2013 

Information Supplied by the Manufacturer with Medical Devices  

EN 20594-1:1993 
AC: 1996 
A1: 1997 

ISO 594-1:1986 

Conical fittings with a 6% (Luer) taper for syringes, needles and certain other 
medical equipment - Part 1: General requirements 

EN 1707: 1996 
ISO 594-2:1998 

Conical fittings with a 6% (Luer) taper for syringes, needles and certain other 
medical equipment - Lock fittings 

EN 62366:2008 Medical devices – Application of usability engineering to medical devices  

EN ISO 10555-1:2013 
ISO 10555-1:2013 

Intravascular catheters - Sterile and single-use catheters - Part 1: General 
requirements  

 
EN 13868: 2002 Catheters. Test methods for kinking of single lumen catheters and medical tubing

EN ISO 10993-1: 2009 
AC: 2010 

ISO 10993-1: 2009 
Cor1: 2010 

Biological evaluation of medical devices – Part 1: Evaluation and testing  
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Standard Reference  Title 

EN ISO 10993-2: 2006 
ISO 10993-2: 2006 

Biological evaluation of medical devices - Part 2: Animal welfare requirements  

EN ISO 10993-4: 2009 
ISO 10993-4: 2002 

Amd 1: 2006 

Biological evaluation of medical devices – Part 4: Selection of tests for
interactions with blood 

AMENDMENT 1 

EN ISO 10993-5: 2009 
ISO 10993-5: 2009 

Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity  

EN ISO 10993-7: 2008 
  AC:2009 
ISO 10993-7: 2008 
  Cor1: 2009 

Biological evaluation of medical devices – Part 7: Ethylene oxide sterilization 
residuals  

EN ISO 10993-10: 2013 
ISO 10993-10: 2010 

Biological evaluation of medical devices – Part 10: Tests for irritation and 
sensitization  

EN ISO 10993-11: 2009 
ISO 10993-11: 2006 

Biological evaluation of medical devices – Part 11: Tests for systemic toxicity  

EN ISO 10993-12: 2012 
ISO 10993-12: 2012 

Biological Evaluation of Medical Devices - Part 12: Sample Preparation and 
Reference Materials  

EN ISO 11135: 2014 
ISO 11135: 2014 

Sterilization of health care products -Ethylene oxide -Part 1: Requirements for 
development, validation and routine control of a sterilization process for medical 
devices 

EN ISO 11138-1: 2006 
ISO 11138-1: 2006 

Sterilization of health care products -- Biological indicators -- Part 1: General 
requirements  

EN ISO 11138-2: 2009 
ISO 11138-2: 2006 

Sterilization of health care products -- Biological indicators -- Part 2: Biological 
indicators for ethylene oxide sterilization processes  

EN ISO 11607-1: 2009 
  Amd1:2014 
ISO 11607-1: 2006 
  Amd1:2014 

Packaging for terminally sterilized medical devices Part 1: Requirements for 
materials, sterile barrier systems and packaging systems  

EN ISO 11607-2: 2006 
  Amd1:2014 
ISO 11607-2: 2006 
  Amd1:2014 

Packaging for terminally sterilized medical devices Part 2: Validation requirements 
for forming, sealing and assembly processes  

EN ISO 14698-1: 2003 
ISO 14698-1: 2003 

Cleanrooms and associated controlled environments - Biocontamination control - 
Part 1: General principles and methods  

EN ISO 14698-2: 2003 
AC:2006 

ISO 14698-2: 2003 
Cor1:2004 

Cleanrooms and associated controlled environments - Biocontamination 
control - Part 2: Evaluation and interpretation of biocontamination data  
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Standard Reference  Title 

EN ISO 11737-1: 2006 
  AC: 2009 
ISO 11737-1: 2006 

Cor1: 2007 

Sterilization of medical devices – Microbiological methods – 
Part 1: Estimation of population of microorganisms on products 

Corrigendum 1 

EN ISO 11737-2: 2009 
ISO 11737-2: 2009 

Sterilization of medical devices – Microbiological methods -- Part 2: Tests of 
sterility performed in the validation of a sterilization process  

EN ISO 14155: 2011 
AC: 2011 

ISO 14155: 2011 
Cor1: 2011 

Clinical investigation of medical devices for human subjects – Good clinical 
practice  

EN ISO 14161: 2009 
ISO 14161: 2009 

Sterilization of Health Care Products - Biological Indicators - Guidance for the 
Selection, Use and Interpretation of Results  

EN ISO 14644-1: 1999 
ISO 14644-1: 1999 

Cleanrooms and Associated Controlled Environments - Part 1: Classification of Air 
Cleanliness  

EN ISO 14644-2: 2000 
ISO 14644-2: 2000 

Cleanrooms and Associated Controlled Environments - Part 2: Specifications for 
Testing and Monitoring to Prove Continued Compliance with ISO 14644-1  

EN ISO 14644-3: 2005 
ISO 14644-3: 2005 

Cleanrooms and associated controlled environments - Part 3: Test methods  

EN ISO 14971: 2012 
ISO 14971: 2007 

Medical device – Application of risk management to medical devices  

MEDDEV. 2.12-1: 2013 GUIDELINES ON A MEDICAL DEVICE VIGILANCE SYSTEM 

MEDDEV.2.12-2: 2012 POST MARKET CLINICAL FOLLOW-UP STUDIES  

MEDDEV. 2.7.1: 2009 
EVALUATION OF CLINICAL DATA: 
A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES  
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Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: ASAHI INTECC HANOI CO., LTD.
Thang Long Industrial Park,
Dong Anh District,
Hanoi,
Vietnam

Holds Certificate Number: MD 718982
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, development, manufacture, EtO sterilization and distribution of Catheters and
Guidewires

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2019-12-28 Effective Date: 2021-07-08
Latest Revision Date: 2021-07-08 Expiry Date: 2024-07-07

Page: 1 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:
BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+718982&ReIssueDate=08%2f07%2f2021&Template=uk


ASAHI INTECC HANOI CO., LTD.
Thang Long Industrial Park,
Dong Anh District,
Hanoi,
Vietnam

The design, development, manufacture and distribution
activities of Catheter and Guidewire including EtO gas
sterilization. The manufacture of PTFE coated component and
microbiological testing are performed
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