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95,00% 98,78% 97,54%

Sensitivity Specificity Accuracy

The EASY CHECK from Ritter at a glance:

e For the detection of SARS-CoV-2 in saliva

e Patient-friendly through non-invasive sample collection

e |deal for children, elderly and people with disabilities

e Rapid test results from as little as 4 minutes (depending on room
temperature)

e Producer is BfArM listed and has a ,,Prequalification” at the WHO

% Bundesinstitut
fur Arzneimittel

und Medizinprodukte

World Health
Organization
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EASY CHECK
One EASY CHECK package SUPPLY

contains:

e 20 Test cassettes

e 20 Pippets

CHEC

Test Kit (Collondal Gold)

EASY

e 20 Sampling tubes Sms-cov-zmg.etnka;t 3
. . 41
e 20 Disposable bags for collecting  naflitest
sample material (saliva)

) ] c 1 test / pouch
e Package Leaflet e e
P s

(Like any test excluded from the right of return)



Extract from the EASY CHECK 7

N
Instructions for Use: Ritter
The EASY CHECK COVID-19 Antigen rapid test can be performed with
PR 0 C EDURE oropharyngeal saliva samples.

For posterior oropharyngeal saliva samples: wash your hands with soap and
water- or alcohol-based solutions. Open the container.

Al EASY CHECWK cc Hi i

Sl i s 1. Clear your throat, loosen the saliva from the throat and spit
2 aeEi In the container (about 2ml). Avoid contamination on the outer surface of

7 &) (o (= ™ the container by saliva
m The best time to collect the sample is after getting up, before the

patient has brushed, eaten or drunk their teeth.
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2. Collect the saliva sample with the pipette.
3. Open the sample tube, add the sample and shake

You to mix it all up well.
4. Take the test cassette out of the pouch, place it on a table and cut off the
protruding part from the cap of the sample tube. Then add 3 drops of the
sample to the sample well and read Depending on the room temperature,
you can see the result after 4-15 minutes. Quick test results at room

temperature between 18-30 °C

(Test can only be carried out by medical specialists)




ABOUT THE
MANUFACTURER

World's leading manufacturer of lateral flow test kits in China.
The company is a research and development-focused Chinese
biotechnology company that develops, manufactures and
delivers high-quality medical in vitro diagnostic (IVD) rapid test
Kits as well as revolutionary customer-specific reagent kits to all

parts of the world.

The company was founded by a team of professionals with many
years of combined engineering, marketing / sales, operations and
manufacturing experience in the industry. Their in vitro diagnostic
lateral flow kits screen for a wide range of targets including
Infectious diseases, tumors, cardiac abnormalities, substance

abuse, and fertility.

Thanks to the comprehensive quality management system, which
applies international standards (EN ISO 13485), a high quality of
the test results and accuracy is guaranteed. Most of their products
are CE and CFDA certified.




PACKAGINGS

1-pack & 20-pack
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CERTIFICATES

WHO Prequalification WHO Prequalification Confirmation of effectiveness for novel mutations

7 SN
{ ’! \, World Health 7N
W&9YY Organization ¢, World Health
e SR organizati
Y Organization
20, AVENUE APPIA — CH-1211 GENEVA 27 — SWITZERLAND — TEL CENTRAL +41 22 791 2111 — FAX CENTRAL +41 22 791 3111 — WWW.WHO.INT T
20, AVENUE APPIA — CH-1211 GENEVA 27 — SWITZERLAND — TEL CENTRAL +41 22 791 2111 — FAX CENTRAL +41 22 791 3111 — WWW.WHO.INT —owsEIo Address:  Tianjin International Joint Academy of Biotechnology&
Prequalification Unit Inspection services S Medicine Sth floor, No.220, D;S‘ffs'?gﬁiﬁﬁﬂ?rﬁ
WHO DESK ASSESSMENT REPORT ol di 4122701 4761 Ms Yana M JOYSBIO(Tianjin)Biotechnology Co., Ltd. TEL: 86-22-65378415
o e el. direct: + s Yang Man Web: enjoysbio.com
Revi p El;}er%\e/:lncy Use Ll:téngt(EU]% ) tati Fax direct: +4122791 4730 Joysbio (Tianjin) Biotechnology Co. Ltd E-mail: bd@joysbio.com
eview of Quality Management System Documentation Elmalll: X prequalinspection@ywho.int Tianjin International Joint Academy of
reply please Biotechnology & Medicine
Part 1 | General information refer to: P5-447-3/KR/SL/1 £y .
9th floor, No. 220 Dongting Road ) . . .
Company information TEDA 300457, Tianjin To: The Federal Institute for Drugs and Medical Devices
Name of Joysbio (Tianjin) Biotechnology Co., Ltd Your reference: République Populaire de Chine 1/20/2020
manufacturer
Corporate address Tianjin International Joint Academy Biotechnology & Medicine 24 November 2020 .
of manufacturer 9% Floor, No. 220, Dongting Road, TEDA 300457 Tianjin, China Letter of Declaration
c M Yona M Dear Ms Man,
ontact person Diie c?:rgRe aiI;trati on Department We, JOYSBIO (Tianjin) Biotechnology Co., Ltd. (hereinafter “JOYSBIO”), with the address of
Email: llg @ioysbi P OUTEOIDJ/[E OF DESK ASiI_ES_SMENT Tianjin International Joint Academy of Biotechnology& Medicine 9th floor No0.220, Dongting Road
o 863821759311 WHO P Ul_ b “‘t‘?rge{‘fy.tUsf ‘s‘“t‘,g Semvi TEDA 300457 Tianjin, China, hereby declare that our product “JOYSBIO SARS-COV-2 Antigen
T uen ;ler as;essment Ty srlfi(})u(aTli allcl;li l111))1]13 iol::\,cl:n ;ngc;c Cl(:)nLte(;'wces Rapid Test Kit (Colloidal Gold)” is compatible with the new virus strain VUI —202012/01.
Address of . This product is for qualitative detection of SARS-CoV-2 nucleocapsid antigen. We confirm this
manufacturing site | Same as above Thank you for your email correspondence dated 12 October 2020 and the documents that were information is available on the IFU under section [Verwendungszweck], described as “Dieses

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

if different from

Produkt wird zum extrakorporalen qualitativen Test der Infektion mit nevartiger Coronavirus-
that given above

Pneumonie (COVID-19) oder des Proteins aus Nucleocapsid des neuartigen Coronavirus (SARS-

Desk asses.sment details report (enclosed). These related to the site, indicated as: CoV-2) ... K
Date of review 18-23 November 2020 )
EUL number(s) EUL 0582-223-00 Name: Joysbio (Tianjin) Biotechnology Co. Ltd If you have any questions or concerns, please feel free to contact us.
Inspector(s) Conrad Mark Address: Tianjin International Joint Academy of Biotechnology & Medicine, 9th floor, Sincerely Yours
Products covered SARSV-2 Antigen Rapid Test Kit (Colloidal Gold) No. 220 Dongting Road, TEDA 300457, Tianjin, China ’ ) Biotec h\
by this desk . . JOYSBIO (Tianjin) Biotechnology Co., Ltd. - <2
assessment The documents submitted for the desk assessment were found to be satisfactory and are EXBHKR)
List of documents WHO-EUL Quality System Information 312 pages considered to constitute adequate evidence of compliance with ISO 13485 and the requirements described EWBRERAR )< /)
submitted 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)”.
Any documents

Furthermore, this desk assessment allows Prequalification Inspection Team to recommend to the

b Prequalification Assessment Team that the site may be named as a manufacturing site in the dossier for
the following product:

NC Non-conformity
QC Quality control PQT Number Product
QMS Quality management system EUL 0582-223-00 SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)
| Part 2 | Summary of the assessment of supporting documentation Please do not hesitate to send an email to prequalinspection@who.int should you require any

further information regarding the closure of this inspection.
1. Certification and audit reports:

ISO 13485:2016 certificate number SX 60143180 0001 was provided. Yours sincerely,
Organization:F ﬁ
JOYSBIO (Tianjin) Biotechnology CO., Ltd.
Dr Joey Gouws
Joysbio Biotech Co., Ltd, Tianjin, China-Dx-COVID 18-23 November 2020 Team Lead, Inspection Services
This audit report is the property of the WHO Page 1 of 7 Prequalification Unit
Contact: prequalinspection@who.int Regulation and Prequalification Department

Access to Medicines and Health Products Division
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