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EU Declaration of Conformity

We: Authorized Representative:
= Company Guangzhou Pluslife Biotech Co., = Company Kingsmead Service B.V.
Name: Ltd. Name:

= Address: Room 402, 6 Lianhuayan Road, = Address: Zonnehof 36, 2632 BE, Nootdorp,
Huangpu District, Guangzhou, Netherland
Guangdong, China

» Tel: +86-20-84156831 = Tel: +31(0)646571005

= Email: corporation@pluslife.com = Email: office@kingsmead-service.com

The EU Declaration of Conformity is issued under the sole responsibility regarding the following product:
* Product Name: SARS-CoV-2 Nucleic Acid Testing Card

= Brand Name: Pluslife SARS-CoV-2 Card

* Product Code: RM1010202-1, RM1010202-2, RM1010202-5, RM1010202-10, RM1010202-20,

RM1010202-50.

* Intended Use The SARS-CoV-2 Nucleic Acid Testing Card is used for in vitro qualitative detection of the
; N gene and ORF1ab gene of novel coronavirus SARS-CoV-2 in nasal swab samples from
suspected pneumonia cases of SARS-CoV-2 infection and suspected cluster cases and

other persons requiring diagnosis or differential diagnosis of SARS-CoV-2 infection.

The test results are only for clinical reference and shall not be used as the sole standard
for clinical diagnosis. A comprehensive analysis of the patient's clinical manifestations

and other laboratory tests is recommended.
= Classification Devices other than self-testing devices or devices appearing in Annex |l

= Conformity
Assessment Annex Il of European In vitro diagnostic medical devices Directive 97/89/EC.
Procedure

We hereby declare that the above-mentioned products meet the Annex | (Essential Requirement) and
provisions of the European In vitro diagnostic medical devices Directive 97/89/EC and below Harmonized

Standards.
= ENISO 13485:2016+A1:2021 = ENISO 14971:2019
= EN13612:2002 = ENISO 23640:2015 » _
= ENISO 18113-1:2011 = ENISO 18113-2:26 N\
Place, date of issue General Manager |
Guangzhou, P.R. China, PRINT NAME: Noa}
Jan 05, 2022 Signature: /
ignatur /Ub




