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DECLARATION OF CONFORMITY

Regarding In Vitro Diagnostic Directive (98/79/EC)
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Manufacturer: BioTeke Corporation (Wuxi) Co., Ltd
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Address: 4 Fioor, D5&2™ Floor, D3& 1* and 2™ Fioor,D16, No.1719, Huishan Avenue,
Wuxi, JiangSu, CN 214174,
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EC Representative: SUNGO Europe B.V.
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| Address: Olympisch Stadion 24, 1076DE Amsterdam, Netheriands 3
? Product Name: SARS-CoV-2 Antigen Test Kit (colioidal goid method) }

| Specification: TC1002 (1 Test/Kit; 20 Tests/Kit; 50 Tests/Kit)
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| Classification: Others (IVDD)
' Conformity Assessment
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Procedure: Annex Iil of In Vitro Diagnostic Directive (98/79/EC)
We herewith declare that the above-mentioned products meet the requirements of In | .
Vitro Diagnostic Directive (98/79/EC) and the following harmonized standards. 8
ENISO 14871:2012 ENISO 18113-1:2011 ENISO 18113-2:2011 ’E
EN 13612:2002+AC:2002 ENISO 23640:2015 EN 13641:2002 i
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Signature A l‘, ; On behalf of SUNGO Europe office, | confirmvd we are ;‘F:
Name/ Posi :Zhitu Zhou / GM EU REP uf the compuny who issue this ductnent, F:: >
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CERTIFICATE

IANUEUE$ € CERTIFICATE ¢

CERTIFICATE

This is to certify that the Quality Management System of

BioTeke Corporation (Wuxi) Co., Ltd

Business License Number: 913202065617502076

Registered Address: 1719-5, fourth floor, area A, 1719-3, area B, second floor,
1719-16, first floor, second floor, Huishan Avenue, Huishan Economic
Development Zone, Wuxi, Jiangsu, China

Audit Address: 1719-5, fourth floor, area A (Office), 1719-3, area B, second
floor, 1719-16 , first floor, second floor (Production address), Huishan Avenue,
Huishan Economic Development Zone, Wuxi, Jiangsu, China

applicable to

R&D, production and sales of Fluorescence quantitative PCR
instruments, novel coronavirus (SARS-CoV-2) nucleic acid detection
kit (fluorescence PCR method), novel coronavirus antigen detection
kit (colloidal gold method) (export only)

has been assessed and registered by POSI against the provisions of

ISO13485:2016

This registration is subject to the company maintaining a quality management system,
to the above standard, which will be monitored by POSI.
Please consult the website: www.posicert.com
The certificate information is also available on the CNCA official website: http://cx.cnca.cn.

|

General Manager

Certificate Registration No: 381210054R1M - o] S -
Initial issue date: 2021.04.25 Issue date: 2021.04.25 Valid until: 2024,04.24

Shanghai POSI Certification Co., Ltd. DENO ;a8 L
Room 1301-C-7, No.1500, Century Avenue, Pudong New Area, Shanghai ,China.Email:info@posicert.com
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CERTIFICATE @

Attachment:

Address: 1719-3, area B, second floor, Huishan Avenue, Huishan Economic
Development Zone, Wuxi, Jiangsu, China
Scope: R&D ,production of novel coronavirus (SARS-CoV-2) nucleic acid

detection kit (fluorescence PCR method)

Address: 1719-3, area B, second floor, 1719-16 , first floor, Huishan Avenue,
Huishan Economic Development Zone, Wuxi, Jiangsu, China
Scope: R&D ,production of novel coronavirus antigen detection kit

(colloidal gold method)

Address: 1719-16 , second floor, Huishan Avenue, Huishan Economic
Development Zone, Wuxi, Jiangsu, China

Scope: R&D ,production of Fluorescence quantitative PCR instruments

General Manager

Shanghai POSI Certification Co., Ltd. T 1
Room 1301-C-7, No.1500, Century Avenue, Pudong New Area, Shanghai ,China.Email:info@pos‘iéeﬁ.ébm
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