belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

A.R.-CERTIFICATE

(ART 10.3 of the Directive 98/79/EC on In Vitro Diagnostic)

REF. NO. : BS 0713-2021
ORDER NO. : OG 0625-2021 DATE: 04/02/2021

Shenzhen Lvshiyuan Biotechnology Co., Shenzhen Lvshiyuan Biotechnology Co.,
MANUFACTURER: | FACILITIES:  Lw

101,201,301, D Building, No.2 Industrial 101,201,301, D Building, No.2 Industrial

Avenue, Buxin Village, Buxin Community, Avenue, Buxin Village, Buxin Community,

Dapeng Subdistrict Office, Dapeng New Dapeng Subdistrict Office, Dapeng New

District, 518120, Shenzhen, China District, 518120, Shenzhen, China

PRODUCT Please See Annex A - List of Devices (3 Devices, 1 Page)
CATEGORIES:

MODELS: Please See Annex A - List of Devices (3 Devices, 1 Page)

The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturer
has fulfilled the essential requirement of appointing a European Authorized Representative in accordance
with article 10.3 of the Directive 98/79/EC and to the terms and conditions set out in the agreement entered into force
on 1st of April 2020.*
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Obelis s.a.- O.E.AR.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles
Tél. +32 2 73259 54 - Fax +32 2 73260 03

Mr. G. Elkayam CEO
Obelis sa

Obelis European Authorized Representative Center is a member of the European Association of
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in accordance
to the profession of a European Authorized Representative.

*This is not a CE mark and is only provided
as a template for informational purposes.

*This certificate is not a confirmation of product notification nor an approval to place products on the market.
**This certificate will become void automatically upon termination of the EAR agreement.

Registered Address: Bd. Général Wahis 53-1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0)2 7325954 | F: + 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net
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Order No.: OG 0625-2021
Ref No.: BS 0713-2021

Annex A - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

Catalogue Commercial Short description GMDN
# reference Generic Device Term ) P /. GIVD Class
Name and intended use
number Code
Coronavirus
(SARS-Cov-2)
Antigen
SARS-Cov-2 Antigen COVID-19
1. NA Rapid sampling . 2 . 64787 | All Others
) IVD, kit Detection
and detection
tube(Colloidal
Gold)
COVID-19
Antigen Saliva
SARS-Cov-2 Anti COVID-19
2. NA Rapid Test OV-< IS , 64787 | All Others
. ] IVD, kit Detection
Kit (Colloidal
Gold)
SARS-CoV-2
| SARS-Cov-2 Total
Neutralizing . COVID-19
3. NA : Antibody . 65307 | All Others
Antibody L . Detection
. Neutralization IVD, kit
Test Kit
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