Icon Medlab Rapid SARS-CoV-2 Antigen Test ist in Europa ein zertifiziertes und
zugelassenes Produkt, das den hochsten Anforderungen entspricht.
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Declaration of Conformity

Xiamen Boson Biotech CO,. Ltd.
90-94 Tianfeng Road, Jimei North Industrial Park,
Xiamen, Fujian 361021, P. R. China.

Manufacturer

European Lotus NLB.V.
Representative Koningin Julianaplein 10, 1e Verd, 2595AA,
The Hague, Netherlands,

. Device/s Rapid SARS-CoV-2 Antigen Test Card

Classification  Others

o ool

Confirmative Assessment Route 98/79/EC IVDD Annex Iil

We, Xiamen Boson Biotech Co., Ltd. declare that the above mentiond
devices conforms to the relevant provisions of the EC Council Directive
98/79 and is in accordance with the Annex 1, 1ISO 13485:2016

Quality Management System, as implemented by the European Union’s
Medical Devices Regulations and the Federal and Local Authorities.

Place, Date of Issue Xiamen, 2020-08-04

Signature Cha B Shany
{Signed By Boson Representative)

Name: Changgong Zhang
Title: General Manager
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ZERTIFIKAT o CERTIFICATE 4

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 061317 0005 Rev. 00

Product Service

Holder of Certificate: Xiamen Boson Biotech Co., Ltd.
90-94 Tianfeng Road
Jimei North Industrial Park
361021 Xiamen, Fujian
PEOPLE'S REPUBLIC OF CHINA

ili i . Xiamen Boson Biotech Co., Ltd.
Facnllty(les). 90-94 Tianfeng Road, Jimei North Industrial Park, 361021
Xiamen, Fujian, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuy-sud.com/ps-cen

Scope of Certificate: Design and Development, Production and Distribution of
In Vitro Diagnostic kits for detection of Infection Diseases,
Tumour Markers, Drug Abuse, Hormones, Cardiac Markers
and Related Biomaterial

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

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.: SH1807513
Valid from: 2018-10-31
Valid until: 2021-10-30

[ Foer]

Date, 2018-09-27 Stefan Preil

Page 1 of 1
TUV SUD Product Service GmbH + Certification Body + RidlerstraRe 65 + 80339 Munich » Germany



Ministry of Public Mealth,
Welfare and Sport

Lotus NLB.V

Koningin Julanapien 10,

16 Verd, 250544

The Hague, Netheriands.

Date: 13 August 2020
Subject Nobfication in vitro diagnostics

Dear Mr. Wei,

On August §, 2020 we reconed your NoAMICItoON accordng 1o arcie 4 INvitro Gagnostics,
under the name Xamen Boson Biotech Co., Lid. with the Europoan Representative
Lotus NL BV, put out into the Ewopean miarke! the below mentoned products,

This product has been registered as an in-witro diagnostic with the number

D-Dimer Test, M.Pylori Antigen Test, H.Pylori Antibody Test, Rotavirus Antigen Test,
V.Cholerae 010139 Duo Test, Salmonella typhi Antigon Test, Salmonella typhi
IgGligM Combo Test, Rickettsia IgG/igM Combo Test, Tuberculosis Test.Cardiac
Panel Test

(geen merknaam) (NL-CA002-2020-52870)
Rapid SARS-CoV-2 Antigen Test Card, Syphilis Antibody Test, Malaria Antigen Test,
Dengue igGigM Combo Test, Dengue NS1 Antigen and IgG/igM Duo Panel Test, C-
reactive Protein TestHCG Pregnancy Test, LH Test Troponin | Test Myoglobin
Tost,CK-MB Tost

(geen merknaam) (NL-CA002.2020-52869)

Horewith you will have fulfiiod your obligations under Article 4,

For future cormespondence concerning the above-mentioned product we kindly roquest
you 10 use this number. No rights can be derived from this number. &3 sole purpose is o
smplfy the administrative side of the nobfication.

The regstration of the above product as a medical device APPLICABLE PRODUCTS
according to the requirements with the European Directive S8/TWEC s subject 10 possible
ravisions of the European law concerning the classification of medical devices and to
advanced sciontfic understanding (see art. 10 of the European Directive S8/79EC)

Notfication of medical devices imples that Xamen Boson Biotech Co., Ltd., has appled
the CE conformity marking on the corresponding product before bringing it out into the



CiIBG

Ministry of Public Mealth,

Weltare and Spont
EU-member state market . Lotus NL BV. guarantees that the medcal
device moets the essential requiroments as stated n the Gudeline and the Decision,

To complete this, we would ke to point out that & medical device must comply with the
demands of the Decision Medical Devices. This Decision is based upon inwvitro
Sagnostics SE&/TEC and the logal text requeremonts for The Netherfands. We especially
would lee 10 pont ot the BInguape requirement as roqured in The Netheriands. the
requirements for keeping al oW daposal the lechnical documentation and tho obigaton
10 having a Post Marketng Survediance and vighance system

Finally | note that with your notfication - the 3Emnatrative notfcation as manufacturer -
and tha leflor there is NO JUdgMeN ON a0 OPINION N the status or classfication of the n
vitro diagnostic product for the purposes of this Law and regulations. Where appropriste,
IGZ, responsible for monitoring the compliance by or pursuant to the law, can take a
POSON ON the status of & product which, according 1o settied case law uitimately for the
falonal court 1o determing whother a product falls within the defintion of an In vitro
agnoste product

The Mnister for Health and Sport,
on behalf of this,

Moad of Pharmacecticals

S M), van deo Veide



CERTIFICATE OF ANALYSIS

Product Information
Part Numbes 21000
Proguct Name Rapid SARS-CoV-2 Antgen Test Card
Lot Numbert 21020502
Quanaty 35040 Tests
Mig. Date 2021-02.05
Exp Date 202208
Integnty Test Pass
Assay Resull
Controls NO. Tested No_ Passed No. Faled
Negative 20 20 0
Weak Positve 2 32 0
Positve 8 8 0o
The Iot (chack one) [ passes [ falls QC tost
Authonzed sgrature s Bin Date 2021.0209

Falls Sie folgende dokumente bendtigen, wenden Sie sich an uns:

e Clinical Evaluation Report

e Performance Characteristics Studies

e Stability Studies

e Risk Assessment Report




