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SARS-CoV-2 Antigen Rapid Test Kit
(Colloidal Gold)

Shenzhen Lvshiyuan Biotechnology Co.,Ltd.

GREEN SPRING
SARS-COV-2-ANTIGEN-SCHNELLTEST-SET

ga Zertifziert Zuverlassig sehr Personliche
und Evaluiert genaue Ergebnisse Experten-Beratung
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DETAILINFORMATIONEN

Art der Probe

Nasopharynx-/Oropharynxabstrich/Anteriornasal/
Lolli

Anwendungsart Profi-Test
LoD-Wert 4x10% TCID50 / ml
Diagnostische Sensitivitat

Naso/Oropharyngeal 96,77 %
Anterior Nasal 96,25 %
Lolli 91,88 %
Diagnostische Spezifitat 100 %
Genauigkeit

Naso/Oropharyngeal 98,63 %
Anterior Nasal 97,99 %
Lolli 95,64 %
Haltbarkeit (ab Produktionsdatum) 12 Monate

Verfuigbare Sprachen des Handbuchs

Deutsch, Franzosisch, Niederlandisch, Englisch*

* Fir Verfiigbarkeiten wenden Sie sich bitte an einen unserer Vertriebsmitarbeiter

LOGISTIKDATEN

VPE 1.000 Stk (25er-Packung)
VPE Gewicht 18,5 kg

VPE Mafie 56x45x35,5 cm

VPE pro EPAL 20 VPE (20.000 Stk.)

EPAL pro LKW

30 EPAL (600.000 Stk.)

EPAL Gewicht

380 kg

EPAL Mafle (Bx H x T)

90x120x195 cm

Lagertemperatur

min. 2 °C; max. 30°C

Vereinzelbar

ja

DISTRITBUTION

Hersteller 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, 518120 China

EC-REP Obelis s.a.
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EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

E.A.R.-CERTIFICA

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

REF. NO. : BS 0170-2020
ORDER NO. : OG 0117-2020 DATE: 19/11/2020

Shenzhen Lvshiyuan Biotechnology Co_, Ltd. Shenzhen Lvshiyuan Biotechnology Co., Lid.
MANUFACTURER: o g
101, 201, 301, D Building, No. 2 Industrial FACILITIES 101, 201, 301, D Building, MNo. 2 Industrial

Avenue, Buxin Village, Buxin Community, Avenue, Buxin Village, Buxin Community,
Dapeng Subdistrict Office, Dapeng New DT ) ST e G e (PEEC T [
S District, Shenzh 518120
District, Shenzhen, 518120 | A e mladalal
i China
China

PRODUCT
CATEGORIES:

Please See Annex A - List of Devices (1 Device, 1 Page)

MODELS:

Please See Annex A - List of Devices (1 Device, 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 March 2020 *
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Obelis s.a.- O.EARC.
Registered Address:
Bld Général Wahis 53
1030 Bruxelles
Tél. +32 27325954 - Fax +32 27326003
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.), 1SO 9001 : 2015 and I1SO 13485 : 2016 certified in accordance

to the profession of a European Authorized Representative.

* Thiss is ot & 'CE mark and is:only provided
1 §: . _ i o s 0 template for indommasonal 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 53-1060 Brussels | Re?lstered Office Address: Bd Brand Whitlock 30, B—1200 Brussels- Belgium
T:+ 32 (0) 2 732 5054 | F: + 32 (0) 2 732 6003 | Emall: mail@obelis.net | Website: www.obelis.net
W3 — ID: 00453116 — 22/02/2019




Order No.: 0G 0117-2020

Ref No.: BS 0170-2020
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Annex A - List of Devices

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

Obelis s.a.- O.EA.RC.
Registered Address:
Bld Général Wahis 53
1030 Bruxelles
Tl +322 73259 54 - Fax +32 27326003

Catalogue ; e
Commercial . . Short description and GMDN/
= reference PR Generic Device Term e EDMS Code Class
number
SARS.Cov2 | et kit
SARS-CoV-2 | (COVID-19) g o P e,
1 | GF102B1 |Antigen Rapid| Antigen Rapid | S°cC 'O QUaalVely | 45 04 80.19 | Others
. - detect antigen of the
Ak ik Ao Sl novel coronavirus in
(Colloidal Gold)
nasal swab.
Obelis s.a.
—



Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

Company 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

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

List of Products:
1. SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Il section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Il section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex Ill, section 3.
Our current Quality System is formatted to international standards:

ISO 13485: 2016

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
Page 1 of 2



Corporate Contact Information

COMPANY NAME: Shenzhen Lvshiyuan Biotechnology Co., Ltd.

COMPANY ADDRESS: 101, 201, 301, D Building, No. 2 Industrial Avenue, Buxin Village, Buxin
Community Dapeng Subdistrict Office, Dapeng New District, Shenzhen 518120 China
COMPANY PHONE: +86 755 28438788

COMPANY FAX: +86 755 28938800

COMPANY EMAIL: sales@lsybt.com

RESPONSIBLE PERSON’S name: Jiang Yongging

Position: Vice General anager

SIGNATURE : P, \) ¥ l*
Date : 2020/11/ L

Stamp [ 5_

European Authorized Representative:
Registered Address:

Obelis s.a.

Bd. Général Wahis 53

B-1030 Brussels, Belgium

Phone: 32.2.732.59.54

Fax: 32.2.732.60.03

E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)
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