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Sensitivitat Spezifitat Genauigkeit

Der EASY CHECK von Ritter auf einen Blick: -

e Zum Nachweis von SARS-CoV-2 in Speichel

e Patientenfreundlich durch nicht-invasive Proben-Entnahme

e Ideal fur Kinder, altere Menschen und Menschen mit Behinderungen
e Schnelle Testergebnisse bereits ab 4 Minuten (je nach Raumtemperatur)

e Produzent ist BfArM-gelistet und hat % Bundesinstitut

. - - - fur Arzneimittel
eine ,,Prequalification” bei der WHO und Medizinproduls

World Health
Organization




EASY CHECK
LIEFERUMFANG

Eine Packung EASY CHECK enthalt:

e 20 Testkassetten
e 20 Pipetten
e 20 Probenentnahmerohrchen

e 20 Einweg-Tuten zum Auffangen
von Probenmaterial (Speichel)

1 tost / pouch
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e Packungsbeilage

(Wie jeder Test vom Ruckgaberecht ausgeschlossen)
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Auszug aus der EASY CHECK /;
Gebrauchsanweisung: Ritter

Der EASY CHECK COVID-19 Antigen-Schnelltest kann mit hinteren
oropharyngealen Speichelproben durchgefuhrt werden.

Fur hintere oropharyngeale Speichelproben: waschen Sie |hre Hande mit
Seife und wasser- oder alkoholbasierten Losungen. Offnen Sie den Behalter.

1. Rauspern Sie sich, losen Sie den Speichel aus dem Rachen und spucken
Sie ihn in den Behalter (ungefahr 2ml). Vermeiden Sie eine Kontamination
an der auléderen Oberflache des Behalters durch den Speichel.

Die beste Zeit um die Probe zu sammeln ist nach dem Aufstehen,
bevor der Patient die Zahne geputzt, gegessen oder getrunken hat.

2. Nehmen Sie die Speichelprobe mit der Pipette auf.

3. Offnen Sie das Probenréhrchen, geben die Probe hinein und schiitteln
Sie es um alles gut zu vermischen.

4. Nehmen Sie die Testkassette aus dem Beutel, legen Sie sie auf einen Tisch
und schneiden Sie den vorstehenden Teil vom Deckel des Probenrohrchens ab.
Geben Sie dann 3 Tropfen der Probe in die Probenvertiefung und lesen
Sie das Resultat, je nach Raumtemperatur, nach 4-15 Minuten ab. Schnellste
Ergebnisse bei Raumtemperatur zwischen 18-30°C.

(Testdurchfuhrung nur durch medizinisches Fachpersonal)



UBER DEN

HERSTELLER

Weltwelt fuhrender Hersteller von Lateral Flow Testkits in China.
Das Unternehmen ist ein auf Forschung und Entwicklung fokus-
siertes chinesisches Biotechnologie-Unternehmen, das qualitativ
hochwertige medizinische In-vitro-Diagnostik (IVD)-Schnelltest-
kits sowie revolutionare kundenspezifische Reagenzienkits ent-
wickelt, herstellt und in alle Telle der Welt liefert.

Das Unternehmen wurde von einem Team von Fachleuten mit
langjahriger kombinierter Erfahrung in den Bereichen Technik,
Marketing/Vertrieb, Betrieb und Herstellung in dieser Branche
gegrundet. lhre in-vitro-diagnostischen Lateral-Flow-Kits scree-
nen auf eine breite Palette von Targets, darunter Infektionskrank-
heiten, Tumore, Herzanomalien, Drogenmissbrauch und Frucht-
barkeit.

Dank des umfassenden Qualitatsmanagementsystems, welches
internationale Standards (EN ISO 13485) anwendet, wird eine
hohe Qualitat der Testergebnisse und Genauigkeit gewahrleistet.
Die meisten ihrer Produkte sind CE- und CFDA-zertifiziert.



VERPACKUNGEN

ler-Pack & 20er-Pack




Konformitatserklarung
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EC Declaration of Conformity

Manwtfacterer Whese Asthorized Reprraentanne:
Name: X0YSHIO (Taa)in) Blctechnology Co, Lad Nawe: Lotas NLBNV.

Addros T bycrratuns foel Acaderry of Biotebeoiogy & Addewss: Koningls Jalanaplels 10, lc

Medicine S floor, No 220, Dosgring Road. TEDA 100457 Tanjin Vird, 299544, The Nagae, Notheriands.
Chisa. E-mall: peter i At | com

Tek 3600265370415
Emails molly il joyshio com
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ZERTIFIKATE

EU Registrierung ,,In Vitro Diagnostic Products”

CIBG

> Return address PO Box 16114 2500 BC The Hague

Lotus NL B.V.

Attn. Mr. X. Wei
Koningin Julianaplein 10
2595 AA The Hague

Date : Aug 18, 2020
Subject : Notification In-vitro diagnostics

Dear Mr. Wei

I hereby acknowledge receipt on 29 April 2020 of the Article 4. 1% paragraph of
the Dutch Decree in vitro diagnostics (BIVD) that company name JOYSBIO
(Tianjin) Biotechnology Co., Ltd with European authorized Lotus NL B.V. market
the product below as an in vitro diagnostic product on the European market.

The product is registered as an in vitro diagnostic under number:

SARS-CoV-2 IgG/Neutralizing antibody Rapid Test Kit(Colloidal Gold) ,
SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold),
Immunochromatography analyzer (no brand name) (NL-CA002-2020-53008)

Tuberculosis Antibody Test Kit (Colloidal Gold),

Mycoplasma Pneumonia IgM Antibody Test Kit (Colloidal Gold),

Treponema Pallidum Antibody Test Kit (Colloidal Gold),

Morphine/Methamphetamine/Ketamine Test Kit (Colloidal Gold)
(no brand name) (NL-CA002-2020-53009)

It means that you have fulfilled your obligation under Article 4 of the BIVD.

In all further correspondence regarding the above-mentioned product, | request
that you state this number. No further rights can be derived from this number, it
only serves to facilitate the administrative notification.

The registration of in vitro diagnostics as a medical device under the
Classification Criteria (Annex 1l) to Directive 98/79/EC on medical devices for in
vitro diagnostics is subject to possible revisions of European regulations on the
classification of medical devices and to advancing scientific understanding (see
Article 10 (1) of Directive 98/79/EC).

Ministry of Health, wellbeing and sports

Farmatec

Visiting address:
Hoftoren

Rijnstraat 50

2515 XP The Hague
T 0703406161

http//hulpmiddelen.farmatec.nl

Information about:
M.P. Meijer - Michiels

Medische_hulpmiddelen@minvws.nl
registration number:
CIBG-20204011

Attachments

Date of Application
Aug 13, 2020

Correspondence should only be
addressed to the return address,
stating the date and reference of this
letter.
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FDA Einreichung

,’\4 T4 U.S. FOOD & DRUG

ADMINISTREATYON

Acknowledgment Letter

Wi2020

Hongyas L
JOYSBIO (Tiaoga) Biotechnology Co., Lad

Tiaage
Tiangea TEDA 300457
CHINA

Dowr Hosgyaa Li:

The Center for Devices and Radological Health (CDRH) of the Food and Drug Administration
(FDA) has recetved your subessssbon. This submissson has boen assigned the unigee document
control number bedow . All future comrespondence regandag this submission should be weanfied
promincoily with the sumber assigned and should be submitied 10 the Decament Controd
Cemter at the sbove ketterhcad address. Fasdere to do so sy rosalt i procossing delays. 1f you
belicve the information dentificd below is incomrect, please contact the Office of Prodect
Evalusticon and Quality (OPEQ) submission support at (JO1) T96-5640 or

OPEQS N sida b}

Submission Number: EUA202733
Recenved: 9112020

Applscant: JOYSBIO (Tianga) Biotechnology Co, Lad
Device: SARSCoV-2 Antigen Raged Test Kit (Colloadal Gold)

We will notify you when the seview of this documsent has boea compieted or if sy addizonal
mionmation s roqueed. Foe information sbout CDRH review regalations and policies, please
refer 10 hapowew. fda gov/ Medical Devices DeviceRegulatcosnd Crndance 'de fault bam,

Suncercly yours,
Center for Devices and Radiological Health

US Foog & Drug Adeumisiration
1090) New Harmganre Averne
Shet Sprg,. ND 20900
ww Ma gov

EN ISO 13485: 2016 Qualitatsnachweis

o ®
TUVRheinland

Certificate

b The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

JOYSBIO (Tianjin) Biotechnology
Co., Ltd.

Tianjin International Joint Academy
of Biotechnology & Medicine 9th Floor
No.220, Dongting Road, TEDA
300457 Tianjin
P.R. China

has established and applies a quality management system for medical devices
for the following scope:

(see attachment for scope)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled The quality management system is subject to yearly surveillance.

Effective Date 2020-06-07
Certificate Registration No SX 60143180 0001
An audit was performed. Report No 16806278 004

This Certificate is valid until 2022-10-12
Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

((' DAkks

Date 2020-06-05

Jing Zhan

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Ter +49 221 806-1371 Fax +49 221 806-3935 e-mail cert-validity@ae tuv com http /www tuv com/safety

10/020d 0408 ®  TOV, TUEV and TUV are registered trademarks. Utlisation and application requres prior anpro-al



WHO Prequalification

g{@ World Health
W89 Organization
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20, AVENUE APPIA — CH-1211 GENEVA 27 — SWITZERLAND — TEL CENTRAL +41 22 791 2111 — FAX CENTRAL +4122 791 3111 — WWW.WHO.INT

Prequalification Unit Inspection services
WHO DESK ASSESSMENT REPORT
Emergency Use Listing (EUL)
Review of Quality Management System Documentation

Part 1 | General information

Company information

Name of Joysbio (Tianjin) Biotechnology Co., Ltd

manufacturer

Corporate address Tianjin International Joint Academy Biotechnology & Medicine
of manufacturer 9% Floor, No. 220, Dongting Road, TEDA 300457 Tianjin, China
Contact person Ms Yang Man

Director Registration Department
Email: molly@joysbio.com
Tel: +86-13821759311

Manufacturing site(s) under assessment

Address of
manufacturing site Same as above
if different from
that given above

Desk assessment details

Date of review 18-23 November 2020

EUL number(s) EUL 0582-223-00

Inspector(s) Conrad Mark

Products covered SARSV-2 Antigen Rapid Test Kit (Colloidal Gold)
by this desk

assessment

List of documents WHO-EUL Quality System Information 312 pages
submitted

Any documents

missini‘?

NC Non-conformity
QC Quality control
QMS Quality management system
| Part 2 | Summary of the assessment of supporting documentation

1. Certification and audit reports:
ISO 13485:2016 certificate number SX 60143180 0001 was provided.

Organization:F
JOYSBIO (Tianjin) Biotechnology CO., Ltd.

WHO Prequalification

P T
(i), World Health
Organization

20, AVENUE APPIA — CH-1211 GENEVA 27 — SWITZERLAND — TEL CENTRAL +41 22 791 2111 — FAX CENTRAL +41 22 791 3111 — WWW.WHO.INT

Tel. direct: +4122 791 47 61 Ms Yang Man
Fax direct: +4122791 47 30 , Joysbio (Tianjin) Biotechnology Co. Ltd
Elmalll: X prequalinspection@who.int Tianjin International Joint Academy of
Tep’y please Biotechnology & Medicine
refer to: PS-447-3/KR/SL/T 9th floor, No. 220 Dongting Road
Your reference: TEDA 300457, Tianjin
’ République Populaire de Chine
24 November 2020
Dear Ms Man,

OUTCOME OF DESK ASSESSMENT
EUL Emergency Use Listing
WHO Prequalification Unit — Inspection Services
Joysbio (Tianjin) Biotechnology Co. Ltd

Thank you for your email correspondence dated 12 October 2020 and the documents that were
sent to the WHO PQT: Inspections Team for the Emergency Use Listing of SARS-CoV-2 (EUL) desk
assessment of the Quality Management System of Joysbio (Tianjin) Biotechnology Co. Ltd. Kindly be
advised that your application for a desk assessment was reviewed as described in the desk assessment
report (enclosed). These related to the site, indicated as:

Name: Joysbio (Tianjin) Biotechnology Co. Ltd
Address: Tianjin International Joint Academy of Biotechnology & Medicine, 9th floor,
No. 220 Dongting Road, TEDA 300457, Tianjin, China

The documents submitted for the desk assessment were found to be satisfactory and are
considered to constitute adequate evidence of compliance with ISO 13485 and the requirements described
in the “Instructions and requirements for Emergency Use Listing (EUL) submission: In vitro diagnostics
detecting SARS-CoV-2 nucleic acid and rapid diagnostics tests detecting SARS-CoV-2 antigens (PQDx_
347 version 4; 09 June 2020)”.

Furthermore, this desk assessment allows Prequalification Inspection Team to recommend to the
Prequalification Assessment Team that the site may be named as a manufacturing site in the dossier for
the following product:

PQT Number Product

EUL 0582-223-00 SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

Joysbio Biotech Co., Ltd, Tianjin, China-Dx-COVID 18-23 November 2020
This audit report is the property of the WHO
Contact: prequalinspection@who.int

Page 1 of 7

Please do not hesitate to send an email to prequalinspection@who.int should you require any
further information regarding the closure of this inspection.

Yours sincerely,

Dr Joey Gouws
Team Lead, Inspection Services
Prequalification Unit

Regulation and Prequalification Department
Access to Medicines and Health Products Division

ZERTIFIKATE

Bestatigung der Wirksamkeit bei neuartigen Mutationen

‘—’Q‘-'.SE'D Address:  Tianjin International Joint Academy of Biotechnology&
Medicine 9th floor, No.220, Dongting Road, TEDA
300457 Tianjin China

TEL: 86-22-65378415

Web: en.joysbio.com

E-mail: bd@joysbio.com

JOYSBIO(Tianjin)Biotechnology Co., Ltd.

To: The Federal Institute for Drugs and Medical Devices
1/20/2020

Letter of Declaration

We, JOYSBIO (Tianjin) Biotechnology Co., Ltd. (hereinafter “JOYSBIO”), with the address of
Tianjin International Joint Academy of Biotechnology& Medicine 9th floor No0.220, Dongting Road
TEDA 300457 Tianjin, China, hereby declare that our product “JOYSBIO SARS-COV-2 Antigen
Rapid Test Kit (Colloidal Gold)” is compatible with the new virus strain VUI —202012/01.

This product is for qualitative detection of SARS-CoV-2 nucleocapsid antigen. We confirm this
information is available on the IFU under section [Verwendungszweck], described as “Dieses
Produkt wird zum extrakorporalen qualitativen Test der Infektion mit neuartiger Coronavirus-
Pneumonie (COVID-19) oder des Proteins aus Nucleocapsid des neuartigen Coronavirus (SARS-
CoV-2) ...

If you have any questions or concerns, please feel free to contact us.

Sincerely Yours,

JOYSBIO (Tianjin) Biotechnology Co., Ltd.

ETEA(XR)
EMHAAALAR
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INVERKEHRBRINGER

GeSino GmbH
Riedbergallee 38,

60438 Frankfurt am Main
Germany

Vantaggi GmbH
Bethmannstr. 8

D-60311 Frankfurt/Main
(T) +49 69 348 682 61-0
(F) +49 69 348 682 61-9
(E) post@vantaggi.de
(GF) Frank Jager

2
PROTECTIONFUIK




