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1.4 CE Certificate/1S09001:2015/15013485:2016

belis
EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE
IVD NOTIFICATION

Ref. No.: BS 0171-2020
BELGIUM
Order No.: OG 0117-2020 Date: 19/11/2020

THIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A. (O.EARC))
PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REDP) OF:

NAME: SHENZHEN LVSHIYUAN BIOTECHNOLOGY CO., LTD.

ADDRESS: 101, 201, 301, D BUILDING, NO. 2 INDUSTRIAL AVENUE, BUXIN
VILLAGE, BUXIN COMMUNITY, DAPENG SUBDISTRICT OFFICE,
DAPENG NEW DISTRICT, SHENZHEN, 518120, CHINA
AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.
The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.
The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
9B/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
the 18/11/2020 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES ( 1 PAGE, 1 DEVICE)

As of the 19/11/2020, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements” he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Termritory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision 2010/227/EU).

Mr. G. Elkayam CEQ
Obelis sa

EAY |
gAl_t ;

** This Certificale will be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR
agreement.

Register 55; Bd. Géneral Wahis 53 - 1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B~1200 Brussels- Belgum
T+ 32 {U) 2 ?32 5954 | Fis 32 (0) 2 732 8003 | Emall: malobelis.net | Wabsite: www.obelis.net
VA - ID: 00454716 — 22/02/2019
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Annex A - List of Devices

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

Catalogue . e
Commercial 2 Short description and GMDN/
# r:e:bte s Generic Device Term i tod xe FrRE Class
SARS-CoV-2 (Covid-19)
SARS.COV-2 S(ggilgoéf Antigen Rapid Test Kit is
1 | GF102B1 |Antigen Rapid| Antigen Rapig | uSed to quaniitatively} 45 oy 0 49 |\ Others
Test Kit Test Kit detect antigen of the
(Colioidal Gold) novel coronavirus in
nasal swab.

Obelis s.a.
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CERTIFICATE OF REGISTRATION

The Quality Management Systems of

Shenzhen Lvshiyuan
Biotechnology Co., Ltd

Unified Social Credit Code:914403007576264357

Registration address: 101, 201, 301, D Building, No.2 Industrial Avenue, Buxin Village, Buxin
Community, Dapeng Subdistrict Office, Dapeng New District, Shenzhen
Production address:D Building, National Biological Industrial Park Of Marinelife, Binhai No.2
Road, Dapeng, Shenzhen

has been assessed by GIC and complying with

GB/T19001-2016/1SO09001:2015

For the following activities

Research and development, production and service of
food safety testing kits, animal disease diagnostic kits
and test cards

Date of Issue: 13 February 2019 Date of Expiry: 12 February 2022

Date of Initial Certification: 13 February 2019
Certificate No.: J19Q2GZ8012523R0OM

The granting of this certificate does not mean that the certificate holder can avoid
any legal obligation. If the products or activities covered in the scope of
certification require administrative license, the certificate shall be only valid within
the scope of administrative licensing. The registered organization shall be subject
to regular annual supervision by GIC, and the continual validity of the certificate is
base upon conformity of audit. Please scan two-dimension code at lift to find the
certificate information. This certificate can be queried at Certification and
Accreditation Administration of the People’s Republic of China official website
Scan for certificate status {(www. cnca.gov.cn) & GIC website (www. gicg.com.cn) GIC WeChat public number

Signature:

Guardian Independent Certification Ltd
Registered in England JAS-ANZ
Sovereign House 212-224 Shaftesbury Avenue London England WC2H 8HQ e
"AccredirEd b;srai A;igargierof IAF MLA

1«
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Certificate CN20/42084
The management system of

Shenzhen Lvshiyuan
Biotechnology CO., Ltd.

101, 201, 301, D Building, No. 2 Industrial Avenue, Buxin Village,
Buxin Community, Dapeng Subdistrict Office, Dapeng New District,
Shenzhen, Guangdong, P.R. China

v
has baen assessed and cerlied as meeting the requirements of % SGQ

ISO 13485:2016
EN ISO 13485:2016

For the following aclivities

Design, production and distribution of Dry fluorescent
immunoassay instrument for detecting blood and In
vitro diagnostic reagents (colloidal gold method)

for COVID-19 IgG / IgM antibodies

This certificate is valid from 14 June 2020 until 13 June 2023
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 26 May 2023

Issue 1. Certified since 14 June 2020

Authorised by m
UKAS
MANAGEMENT
SYSTEMS
S$GS United Kingdom Lid
Rassmare Business Park Ellesmere Port Cheshire CHB5 3EN UK 0005

1 +44 (0)151 3506666 f +44 (0)151 350-6600 woww 505 com
HC SGS 13485 2016 0118
Page 1 of 1
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1.5 Other Certificate
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