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Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech Industrial Park,
Nanshan, Shenzhen 518057, P.R. China

www.mindray.com
service@mindray.com
+86 755 81888998
+86 755 26582680

(4s,5) Shanghai International Holding Corp. GmbH
EiffestraBe 80, 20537 Hamburg, Germany
0049-40-2513175

0049-40-255726
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0069-04-summary-of%20safety-and-clinical-performance.pdf
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AdUaal) ) )

C

Declaration of Conformity V1.0

Declaration of Conformity

Manufacturer:

EC-Representative:

Product:
Model:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China
Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafie 80

20537 Hamburg, Germany

Automated external defibrillator

BeneHeart C1/BeneHeart C1A/BeneHeart C2/BeneHeart
C2A/BeneHeart S1/BeneHeart S1A/BeneHeart
S2/BeneHeart S2A/BeneHeart Cl Fully
Automatic/BeneHeart C1A Fully Automatic/BeneHeart
C2  Fully  Automatic/BeneHeart C2A  Fully
Automatic/BeneHeart S1 Fully Automatic/BeneHeart
S1IA  Fully  Automatic/BeneHeart  S2  Fully
Automatic/BeneHeart S2A Fully Automatic

We herewith declare that the above mentioned products meet the provisions of the Council

Directive 2014/53/EU concerning radio equipment. All supporting documentation is

retained under the premises of the manufacturer.

Standards Applied:

Xl IEC 60601-1:2005+A1:2012+A2:2020 | [X] IEC 60601-1-2:2014

Xl EN IEC 62311:2020

ETSI EN 301 489-1 V2.2.3

ENSI EN 301 489-3 V2.1.1

ENSIEN 301 489-17 V3.2.4

ETSI EN 301 489-52 V1.2.1

ETSI EN 301 893 V2.1.1

ETSI EN 301 908-1 V15.1.1

ETSI EN 301 908-13 V13.2.1

ETSI EN 300 328 vV2.2.2

ETSI EN 300 440 V2,2.1

Place, Date of Issue:

Signature:

Name of Authorized Signatory:
Position Held in Company:

Shenzhen, W ¢ 6 " K

Wang Xinbing

Deputy director, Technical Regulation

Ce
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