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RADIAN@BIO

MANUFACTURER:

EUROPEAN REPRESENTATIVE:

COMMON/GENERIC NAME:
TRADE/PROPRIETARY NAME:
CLASSIFICATION:

CONFORMITY ASSESSMENT
ROUT:

c €1984

EC DECLARATION OF CONFORMITY

RADIANQBIO Co., Ltd.

#1609~1611, HALLA-SIGMA VALLEY, 53, Gasan digital 2-ro,
Geumcheon-gu, Seoul, Korea

Tel. +82-2-852-1122, Fax. +82-2-6499-3076

S.B. PHARMA GMBH

Max-Planck Str., 39a D-50858, Koln, Germany

Tel. +49 (0) 2234 988 1521, Fax. +49 (0) 2234 988 1521
Automated External Defibrillator

Heart Guardian HR-501

Class llb by Rule 9 of Annex IX, Council Directive 93/42/EEC

Annex Il (excluding Section 4.),
Full quality assurance system

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE
COUNCIL DIRECTIVE 93/42/EEC AS AMENDED BY 2007/47/EC (MDD) FOR MEDICAL DEVICES AND
DIRECTIVE 2011/65/EU (ROHS 2). ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE
PREMISES OF THE MANUFACTURER.
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2.7.1 Rev.3

Notified Body Number 1984,

Kiwa Belgelendirme Hizmetleri A.S.

Tepeodren Mevkii Ankara Asfalti Maret Arkasi ITOSB
9. Cadde No: 15 Tuzla, Istanbul, Turkey
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In Seoul, 25/ January / 2019

Mr. Beom-ki KIM / PRESIDENT




