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BIOERASY

EC DECLARATION OF CONFORMITY

According to the In Vitro Diagnostic Medical Devices Directive

Annex III of 98/79/EC
Manufacturer: Shenzhen Bioeasy Biotechnology Co.,Ltd
Address: No. 2-1, Liuxian 1st Road, Xin' an Sub-District, Baoan District, Shenzhen,Guangdong Province, China 518101

European Representative:  Qarad EC-REP b.v.b.a., Pas 257, B-2440 Geel, Belgium

Products Information:

Item name Reference number

BIOEASY™

2019-Novel Coronavirus (2019-nCoV) Ag GICA Rapid Test VAR NI AL AR afe) NARILE 2O

BIOEASY ™ Diagnostic Kit for 2019-Novel Coronavirus(2019-nCoV) Ag (Time-resolved

Fluorescence Immunochromatographic Assay) YRLF04401025,YRLF04401050,YRLF04401100

BIOEASY™ 2019-Novel Coronavirus (2019-nCoV) IgG/IgM GICA Rapid Test YRLG22301025,YRLG22301050,YRLG22301100

BIOEASY™ 2019-Novel Coronavirus (2019-nCoV) Ab GICA Rapid Test YRLG22501025,YRLG22501050,YRLG22501100

BIOEASY Diagnostic Kit for Novel Coronavirus(2019-nCoV) Nucleic Acid (RT-PCR) YRLP00101050

BioeasyTM Immunofluorescence Analyzer (EASY-11) YRLEO01105

Classification(IVDD):  Others
The manufacturer ,herewith ,declares that the product as specified above meets the applicable provisions of the following the European Directive 98/79/EC

and Standards for in vitro Diagnostic Medical Devices.

Applicable Standards: EN1S013485:2016 EN ISO13612:2002
EN1S014971:2012 EN1S023640:2015
EN1SO18113-1:2011 ENISO18113-2:2011
EN1S015223-1:2016 EN1SO13641:2002

Place,date of issue: Shenzhen,P.R.China,Feb.01,2020

Signature(Quality Director)
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ZERTIFIKAT & CERTIFICATE o :

TOV SUBR.TUV SUDMEUV suD “Tlv sUD
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5102038 0001 Rev. 00

Product Service

Holder of Certificate: Shenzhen Bioeasy Biotechnology Co., Ltd.
No.11 R&D Center
Taohuayuan Science & Technology Innovation Park
Xixiang Street, Baoan District
518102 Shenzhen, Guangdong Province
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Distribution of IVD Reagent and Analyzer
of Immunochromatographic method

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: GZ1839001
Valid from: 2019-07-12
Valid until: 2022-07-11

Date, 2019-07-12 ;

Stefan Prei}
Head of Certification/Notified Body
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