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EC Zertifikat

EC Certificate

Full Quality Assurance
No. CE 00357
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Powerheart® AED G3

| 400897-021

Technical File for the AED Family Rev F Page 1of 1|

Manufacturer:

Quality Management
Representative:

Authorized
Representative:

Products:

Classification

{MDD, Annex IX}:

CARDIAC SCIENCE

N

Declaration of Conformity

Cardiac Science Corporation
3303 Monte Villa Parkway
Bothell, WA 98021

USA

Ms. Cheryl Shea

MDSS GrbH
Schiffgraben 41

D-30175 Hannover
Germany

Tel.: +49 511 62 62 86 30
Fax: +49 511 62 62 86 33

Powerheart G3 (9300E) and its accessories

lIb, per Rule 9

|, the undersigned, hereby declare that the medical device, Powerheart G3 (Model 9300E) and its
accessories, and bearing the CE Marking conform to the applicable provisions of EC Directive
93/42/EEC concerning medical devices.

This declaration is made on the basis of the Quality System Approval Certificate number:
FM 73165 issued by BSI (ID# 0086) in accordance with Annex )i, Section 3 of this directive.
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Auflistung Zertifizierungen

Burdick®
HeartCentrix®

Powerheart®
Quinton®

Powerheart® AED G3 Automatic

| 400897-019

Technical File for the AED Family

Rev G Page 1 of 1|

Manufacturer:

Quality Management
Representative:

Authorized
Representative:

Products:

Classification

{MDD, Annex IX):
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CARDIAC SCIENCE

Declaration of Conformity

Cardiac Science Corporation
3303 Monte Villa Parkway
Bothell, WA 98021

USA

Ms. Cheryl Shea

MDSS GmbH
Schiffgraben 41

D-30175 Hannover
Germany

Tel.: +49 511 62 62 86 30
Fax: +49 51162 62 86 33

Powerheart G3 Automatic (3300A) and its accessories

Itb, per Rule 9

I, the undersigned, hereby declare that the medical device, Powerheart G3 Automatic (Model
9300A) and its accessories, and bearing the CE Marking conform to the applicable provisions of
EC Directive 93/42/EEC concerning medical devices.

This declaration is made on the basis of the Quality System Approval Certificate number:
FM 73165 issued by BSI (ID# 0086) in accordance with Annex I, Section 3 of this directive.
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Auflistung Zertifizierungen

Burdick®
HeartCentrix®

Powerheart®
Quinton®

Powerheart® AED G3 PLUS
| @s-00018-01  Technical File for the AED Family Rev B Page 1 of 1]
Declaration of Conformity
Manufacturer: Cardiac Science Corporation

3303 Monte Villa Parkway
Bothelf, WA 98021

USA
Quality Management
Representative: Ms. Cheryl Shea
Authorized
Representative: MDSS GmbH
Schiffgraben 41
D-30175 Hannover
Germany
Tel.. +49 511 62 62 86 30
Fax: +49 511 62 62 86 33
Products: Powerheart AED G3 Plus

Classification

(MDD, Annex 1X}: lIb, per Rule 9

Start of CE Marking: 11/15/06
GMDN Code: 35972

1, the undersigned, hereby declare that the medical device, Powerheart AED G3 Plus, and bearing
the CE Marking conform to the applicable provisions of EC Directive 93/42/EEC concerning
medical devices.

This declaration is made on the basis of the EC Certificate number 00357, issued by BSI
(ID# 0088) in accordance with Annex |1, Section 3 of this directive.
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Auflistung Zertifizierungen

Burdick®
HeartCentrix®

Powerheart®
Quinton®

Powerheart® AED G3 Automatic PLUS

[ @S-00017-01  Technical File for the AED Family

Rev B

Page 1 of 1“

Declaration of Conformity

Cardiac Science Corporation
3303 Mente Villa Parkway
Bothell, WA 98021

USA

Manufacturer:

Quality Management
Representative:

Authorized
Representative:

Ms. Cheryl Shea

MDSS GmbH
Schiffgraben 41

D-30175 Hannover
Germany

Tel.: +49 511 62 62 86 30
Fax: +49 511 62 62 86 33

Products: Powerheart AED G3 Plus Automatic

Classification

(MDD, Annex IX): IIb, per Rule 9
Start of CE Marking: 11/15/06
GMDN Code: 35972

I, the undersigned, hereby declare that the medical device, Powerheart AED G3 Plus Automatic,
and bearing the CE Marking conform to the applicable provisions of EC Directive 93/42/EEC

concerning medical devices.

This declaration is made on the basis of the EC Certificate number 00357, issued by BSI

(ID# 0086) in accordance with Annex i, Section 3 of this directive.
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Auflistung Zertifizierungen

Burdick®
HeartCentrix®

Powerheart®
Quinton®

Powerheart® AED G3 Pro

| 400897-018

Technical File for the AED Family Rev G Page 1 of 1|

Manufacturer:

Quality Management
Representative:

Authorized
Representative:

Products:

Classification

{MDD, Annex IX):

Pt
N/

CARDIAC SCIENCE

Declaration of Conformity

Cardiac Science Corporation
3303 Monte Villa Parkway
Bothell, WA 98021

USA

Ms. Cheryl Shea

MDSS GmbH
Schiffgraben 41

D-30175 Hannover
Germany

Tel.: +49 511 62 62 86 30
Fax: +49 511 62 62 86 33

Powerheart G3 Pro (9300P) and its accessories

Itb, per Rule 9

|, the undersigned, hereby declare that the medical device, Powerheart G3 Pro (Model 9300P) and
its accessories, and bearing the CE Marking conform to the applicable provisions of EC Directive
93/42/EEC concerning medical devices.

This declaration is made on the basis of the Quality System Approval Certificate number:
FM 73165 issued by BSI (ID# 0086) in accordance with Annex I, Section 3 of this directive.
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