Suzuken Cco.,LTD.

8 HIGASHI KATAHA-MACHI, HIGASHI-KU, NAGOYA, AICHI 461-0015 JAPAN

EC Declaration of Conformity

We SUZUKEN COMPANY LIMITED
8 Higashikataha-machi, Higashi-ku,
Nagoya, Aichi 461-8701 JAPAN

Declare under our sole responsibility that the product,

Type of Produck Electrocardiograph

Model Number:  Kenz ECG 108, 110
Kenz Cardico 302, 601, 1240, 1211

Intended use: Class lla medical device with the measuring function for
electrocardiography to which this declaration relates Is in conformity
with the Medical Device Directive (93/42/EEC).

Notified Body:  LNE/G-MED CE 0459

MEDICAL DEVICE ASSESSMENT BODY

Head office

1, rue Gaston Boissier - 75724 Paris Cedex 15 France
Certificate No.  Annex 1.3 No.11882 Rev.2
{ssue date: November 28, 2010

Representative agent; Obelis s.a.
Location of the representative: Boulevard Général Wahis 53, 1030 Brussels, BELGIUM
Tel: 43227325954 Fax:+3227326003

Signed on this date: February 1, 2011

éngvlgi-dthD (Ofsgdlreconn?'rt que son certlficat CE
pour les dispositifs médicaux décrits .
LNE/G-MED (0459 ) recognizes that its EC certificate e = =
I valid lor the medical devices listed Katsuya Iwasaki

Lwc CHAuSSOW Ad;up 8" 2,0 General Manger

& Kenz Product Department

TEL : +81-52-950-6327
HE“Z' i —— FAX : +81-52-962-7440
Innovative Medical Equipment . E-mail : kenz@suzuken.co.jp




Suzuken co., LTD.

8 HIGASHI KATAHA-MACHL, HIGASHI-KU, NAGOYA, AICHI 461-0015 JAPAN

EC Declaration of Conformity

We SUZUKEN COMPANY LIMITED
8 Higashikataha-machi, Higashi-ku,
Nagoya, Aichi 461-8701 JAPAN

Declare under our sole responsibility that the product,

Type of Produck Ambulatory Electrocardiograph

Model Number: Kenz Cardy 301, 30_1 L, 302

Intended use:  Class |la medical device with the measuring function for
electrocardiography to which this declaration relates is in conformity
with the Medical Device Directive (93/42/EEC).

Notified Body! LNE/G-MED  CE 0459
MEDICAL DEVICE ASSESSMENT BODY
Head office
1, rue Gaston Boissier - 75724 Paris Cedex 15 France

Cerlificate No. Annex 1.3 No.11882 Rev.2
Issue date: November 28, 2010

Representative agent: Obelis s.a.
Location of the representative: Boulevard Général Wahis 53, 1030 Brussels, BELGIUM

Tel: +322 7325954 Fax: +322 732 60 03

Sighed on this date: February 1, 2011

LNE/G-MED (0459 )reconnaht Que son certificat CE -

est valide pour les dispositifs médicaux décrits ,( )

LNE/G_MED (0459. .r.ec s ":}.j'zlé.é".:""i"""'"""”-"-""" .
5 vl for s ot o s EC cetical Katsuya iwasak
e CHAUSSOH ;]fm(? Hs‘ﬂ/ i1 General Manger

Kenz Product Department

y TEL ; +81-52-850-6327
Henz ] ) . FAX : +81-52-062-7440
Innovative Medical Equipment E-mait : kenz @suzuken.co.jp



SUZUKeEN CO. LTD.

8 HIGASHI KATAHA-MACHI, HIGASHI-KU, NAGOYA, AICH! 461-0015 JAPAN

EC Declaration of Conformity

We SUZUKEN COMPANY LIMITED
8 Higashikataha-machi, Higashi-ku,
Nagoya, Aichi 461-8701 JAPAN

Declare under our sole responsibility that the product,

Type of Product: Ambulatory Electrocardiograph software

Model Number:  Kenz Cardy Analyzer 03 Type-S, 05 Type-S

intended use:  Class ila medical device for Ambulatory Eiectrocardiograph software
to which this declaration relates is in
conformity with the Medical Device Directive (93/42/EEC).

Notified Body: LNE/G-MED  CE 0459
MEDICAL DEVICE ASSESSMENT BODY
Head office
1, rue Gaston Boissier - 75724 Paris Cedex 15 France

Certificate No.  Annex 1.3 N0.11882 Rev.2
Issue date: November 28, 2010

Representative agent: Obelis s.a.
Location of the representative: Boulevard Général Wahis 53, 1030 Brussels, BELGIUM

Tel: 432273259 54 Fax: +32 2 732 60 03

Signed on this date: February 1, 2011

LNE/G-MED (0459 reconnalt que son cerlificat CE- |

est valide pour les dispositits médicaux décrits K/(
e T e - —
is valid for the medical dg\%ces listed Sl e
L CHAUSS o Y, Alﬂff (gﬂ., b/l General Manger

ienz Product Department

TEL : +81-52-950-6327
Henz® ) FAX : +81-52-062-7440
Innovative Medical Equipment E-mait : kenz@suzuken.co.jp



suzuken Co.LTD.

8 HIGASHI KATAHA-MACHI, HIGASHI-KU, NAGOYA, AICHI 461-0015 JAPAN

EC Declaration of Conformity

We SUZUKEN COMPANY LIMITED
8 Higashikataha-machi, Higashi-ku,
Nagoya, Aichi 461-8701 JAPAN

Declare under our sole responsibility that the product,

Type of Product: Accessory of Ambulatory Electrocardiograph

Model Number: Kenz Cardy Controller

Intended use:  Class Ha medical device with the measuring function for
electrocardiography to which this declaration relates is in conformity
with the Medical Device Directive (93/42/EEC).

Notified Body:  LNE/G-MED  CE 0459
MEDICAL DEVICE ASSESSMENT BODY
Head office
1, rue Gaston Boissier - 75724 Paris Cedex 15 France

Certificate No.  Annex 1.3 No.11882 Rev.2
Issue date: November 28, 2010

Representative agent: Obelis s.a.
Location of the representative: Boulevard Général Wahis 53, 1030 Brussels, BELGIUM
Tel: +322 7325954 Fax:+322 7326003

Signed on this date: February 1, 2011

LNE/G-MED (0459 Jreconnatt qus son s
. reconnat qu ificat CE
est valide pour les dispositifs médicaix décrits Q J %
!‘NE/ G'MED f0459 )recogmzesmatitsEc Ceﬂlflcate /_Katsuya Iwasaki

Is valid for the medical devices listeq G M

% Kenz Product Department

TEL : +81-52-950-6327

?p SUZUKen

4/,4 ek

HBI'I.ZQ . ) . FAX : +81-52-962-7440
Innovative Medical Equipment E-mail : kenz @suzuken.co.jp



suzuken CO., LTD.

8 HIGASHI KATAHA-MACHI, HIGASHI-KU, NAGOYA, AICHI 461-0015 JAPAN

EC Declaration of Conformity

We SUZUKEN COMPANY LIMITED
8 Higashikataha-machi, Higashi-ku,
Nagoya, Aichi 461-8701 JAPAN

Declare under our sole responsibility that the product,

Type of Product: ECG data viewer software

Model Number: Kenz ECG Data Viewer

Intended use: Class lla medical device with the measuting function for
ECG data viewer software to which this declaration relates is in
conformity with the Medical Device Directive (93/42/EEC).

Notified Body:  LNE/G-MED CE 0459
MEDICAL DEVICE ASSESSMENT BODY
Head office
1, rue Gaston Boissier - 75724 Paris Cedex 15 France

Certificate No. Annex .3 No.11882 Rev.2
Issue date; November 28, 2010

Representative agent: Obelis s.a,
Location of the representative; Boulevard Général Wahis 53, 1030 Brussels, BELGIUM
Tel: +322 7325954 Fax:+3227326003

Signed on this date: February 1, 2011
LNE/G-MED (0458 Jreconnatt que son certificat GE

est valide pour les dispositifs médicaux décrits |
(0459 ) recognizes that its EC certificate # - =

is valid for the medical devices listed
Lwe CHAUSSoW 4o (g™ 2511

Katsuya lwasaki
General Manger
Kenz Product Department

TEL : +81-52-950-6327
Henz@ ] ) . FAX : +81-52-962-7440
Innovative Medical Equipment E-mail : kenz@suzuken.co.jp



