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EC CERTIFICATE

Number: 2107788CE11

Full Quality Assurance System

Directive 93/42/EEC on Medical devices, Annex Il excluding (4)
(Devices in Class lla, llb or llI)

Manufacturer:

ASAHI INTECC CO., LTD. Medical Division~ ‘

3-100 Akatsuki-cho, Seto,
Aichi 489-0071
JAPAN

For the product category(ies)

Peripheral Guide Wires e
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DEKRA grants the right to use the EC Notif a//(d/ thcaton Nomber 0sia
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Certification Notice 2107788CN //////////
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Addendum, iniially dated 29 January ,2;0/9?/;/ 7/
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DEKRA hereby declares that the above mentioned i e/
Hulpmiddelen', the Dutch transposition of the Council Dir ;:? dé
devices, including all subsequent amendments! ,,T}'ie,n]é}n)-_’lf
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3 :
design, manufacture and,‘f_irjélihsp,e,c_tica’n.for_--tﬁe’,ébové/rrig’pz‘g ;d’ ﬁr,d/ 5 2 /i |
Annex |l of Council Directive 93/42/EEC of .’J‘t],né,f[ﬂ_,--/?-*?aa/a dis’ ;uj?t}fﬂfgf pe c); 4 F di 2. For pl; {
market of Class Ill devices an additional EC design examination certificate ac r;;} a/te An J 4) r?*m nda
The necessary information related to the quality management system of the ﬁ:/@tjﬁa‘/qu;éy,’ incly ?1 ,édd a;ilj?je‘é/ nd th
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reference to the relevant documentation, of the 'pi'_OuotS.édmoéfp’ed/ahd,@ﬁ;p',‘s’s', SMeEnts pe

Certification Notice which forms an integrative part of this certificate, / /// fy

This certificate is valid until: 1 February 2023
Issued for the first time: 29 January 2009
Reissued: 1 February 2018

‘‘‘‘‘‘

DEKRA Certification B.V.

P N

drs. G.J. Zoetbrood ing. AAM. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O.Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

Belonging to certificate: 2107788CE11

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Peripheral Guide Wires

Issued to:

3-100 Akatsuki-cho, Seto,

Aichi 489-0071

JAPAN pIrrs s,
e

i S

; 5 oS
This certificate covers the following product(s):
V)

ASAHI Peripheral Guide,\&f}é oy I

productname | CatalogNe. | Braranae/////7///))/)////]/11]]
PAGHTENO70 | ASARI Parpreral GUide Wire T1Ea80ie 12 /1]

'PAGH18MO071, | ASAHI Pet

1]
Treasure 12 1 'ppGU{gNI70 | ASAHI Peripheral Guide Wire Treasure, 12 8000m/ /|
A Peripheral Guide Wire/ Astato 50'///// /11111

Astato 30 PAGHT8M371 | ASAHI Periphefal Giiide Wire Asiato 30 300

e L

| PAGP140000 | ASAH) Periphetal Guide Wire/Regalia

/|
/

Regalia XS 1.0 I PAGP1 40300

AstatoxS20  |[LRGHIAS00E /) ASAH) Periphieral Guide Wire/Astato XS 20// /]
PAGH143392 || ASAHI Peripheral Guide Wire Astato X5 20/300em /|

jogslre Flopp

PAGH18M072 | ASAHI Peripheral Guide Wire Treasure F/fdpfp’s’(/f’.é g’/] , il
et

Treasure FIoPPY | pAGH18M372 | ASAHI Peripheral Guide Wire Tt

DEKRA Certification B.V.

="~

drs. G.J. Zoetbrood ing. A AAM. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Armhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

Belonging to certificate: 2107788CE11

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Peripheral Guide Wires

Issued to:

3-100 Akatsuki-cho, Seto, )
Aichi 489-0071 s
JAPAN /Z

Product name CatalgW W/W//// /////////////////////

ASAHI Gladius Ppwmé”;g Wf i . i) /
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/ /,/,// ol / g / /
, | //;: //'If,t’f/ # // / |
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{ / //,

PPW14R200S
PPW14R3008 /
PPUVIBRI00S

P RWJ-’agz, 0s/
| PPW18R3008 //

| PPW14R300P /
| PPW1BR200F
| PPW18R300

ASAHI Peripheral Guide Wire 7 W//////////
//
/

| PPW14R200P
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DEKRA Certification B.V. /

=

drs. G.J. Zoetbrood ing. AAAM. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396



ADDENDUM

Belonging to certificate: 2107788CE11

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Peripheral Guide Wires

Issued to:

ASAHI INTECC CO,, LTD.

3-100 Akatsuki-cho, Seto,

Aichi 489-0071 /,,;Z Z
JAPAN 7
A

ASAHI Peripheral Guide Wire I L
Product name | Catalogio, | BrandNaime /7777//))111)/)1)1/]/]]]; i i

ASAHI Halberd | PHW14R101S

PHWJ%E%?

PHW14R301S

PHW18R101S
PHW18R201S /|
| PHW18R301S /////,
PHW14R101P///
| PHW14R201P
| PHW14R301
PHW18R101
| PHW18R201P
| PHW18R301P
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DEKRA Certification B.V.

=~

drs. G.J. Zoetbrood ing. A AM. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

Belonging to certificate: 2107788CE11

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Peripheral Guide Wires

Issued to:

Aichi 489-0071 .
JAPAN B
S

ASAHI Peripheral Guide erg/’ ////////////////////////////
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Initial date: 29 January 200 Ny
Revision date: 16 May 2016/ | '/ /|

Product name Catalgwé/ WW/////////////////////////////
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DEKRA Certification B.V.

=~

drs. G.J. Zoetbrood ing. AAM. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396



