EC CERTIFICATE

Number: 2107788CE26

Full Quality Assurance System

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

Manufacturer:

ASAHI INTECC CO., LTD. Medical Division

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

For the product category(ies)

Peripheral Vascular Guide Wires
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Documents, that form the"' .bas’is'.-offthls,
Certlflcatlon Notlce 21077880N

DEKRA hereby declares that the above ment’io N eéj- m;aﬁufecgﬁ er fi (rfs A
Hulpmiddelen', the Dutch transposition of the' Council, Directive9 {?l ( g ' /11)/ é’
'm/p[e/m ged,a’ al: ,aésm‘ance syste

devices, including all subsequent amendments. The, manufaoﬁmé; ,,,,,,
design, manufacture and final |nspect|on for the above meﬁtfoned prd;iucf éate r/)r |ﬁ/acqordance to'the prowaons of /
Annex |l of Council Directive 93/42/EEC of June 14, 1993 and is’s JeCf to’ pehod [ suwer lance For placmg on t'rfe
market of Class Ill dewces an additlonal EC desigri es‘cammaﬂon (:ertlf ea(té acée/rd ng o/ ’Anrfexfl[ (4) is/ mandatory
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This certificate is valid until; 26.May 2024
Issued for the first time: 19 January 2017
Reissued: 1 February 2020

DEKRA Certification B.V.

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
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ADDENDUM

Belonging to certificate: 2107788CE26

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Peripheral Vascular Guide Wires

Issued to:

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

This certificate covers the following product(s}'
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ASAHI Peripheral Vascular Guide Wire////// I/’/:/'/ /,"/ / ///////////////////////////////)/ W‘/ II
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ASAHI, MEEStEI"161/3 }2 /” "r‘f"i,"r f{f!"fui’/
ASAHI Peripheral Vascular/ Gulde’ Wl}?é' // / / / / f ,:f,j e /f 1]
WAMS-65-1645 | W\l ieiter 18 165em v/ // ) ]
ASAHI Peripheral Vascular;Guldef W;@ f/ / / / / / / / w w, ,, ,‘;,;
WAMS-18S-16WA | i aister 16 165am /. /’/f’ 1,
WAMS-165-16ST ASAHI Peripheral Vascular Guide Wi 7 / 11/ ;

ASAHI Meister 16 165¢m’
ASAHI Peripheral Vascular Gunde W(re
ASAHI Meister 16/180cm/ '/ / /
ASAHI Peripheral Vascular Guide, ere e Al
ASAHI Meister 16 180em LI L AL L
ASAHI Peripheral Vascular Guide ere LIS T T/ F 7L

ASAHI Meister 16 180cm
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B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

WAMS-180-1645

WAMS-180-16WA

WAMS-180-16ST

Initial date: 19 January 2017_
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