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2 Corona Virus (COVID-19)
Antigen Rapid Test
' (Colloidal Gold)




\&Hoyotek Product description ‘.

v

(O The product is used for the qualitative detection of the nucleocapsid antigen of Corona virus
(COVID-19) by nasopharyngeal swabs.

Ot is used only as a supplementary test for the novel coronavirus nucleic acid test or in
combination with the nucleic acid test in suspected cases.

(O The COVID-19 Rapid Antigen Test is intended for use by healthcare professionals or trained
operators who are familiar with rapid antigen tests.
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Rapid Test (Colloidal Gold)@ /

Nur zur In-Vitro-Diagnose — Eine Lateral-Flow-Immunoassay-Mef // ol
qualitativen Nachweis von SARS-CoV-2-Nukleokapsid-Antige “;{‘
Nasopharyngealabstrichen. ‘ !\ “‘-‘

30 Tests

For professional use

Individually packed

Features ()

() Nasopharyngeal swab

O EN SO 13485:2016 certified

O Test location: Point of Care (without device)

(O Storage temperature : 2-30°C

O Fast and reliable test results in 13-15 min

O Federal Institute for Drugs and Medical Devices (BfArM)

listed

Rapid test
results
In I3 Min

Specifity Sensitivity
99% 96%



Hoyotek

NS

@ Hoyotek"
Vs
Corona Virus (COVID-19)Antigen
Rapid Test (Colloidal Gold)

Gebrauchsanweisung
(NUR FUR DIE PROFESSIONELLE VERWENDUNG)
Die Ergebnisse sollten innerhalb von 13-15
Minuten abgelesen werden

Verzeichnis:

Gebrauchsanweisung  Deutsch
Instruction for use English
Instruction d'utilisation Francais
Instrucciones de uso Espsnol

Istruzioni per I'uso Italiano
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Manufacturer:

European
Representative:

Product Name:

Product Model:

Classification:

Conformity

assessment Route:

Declaration of conformity @ Hoyotek
Z

Hoyotek Biomedical Co., Ltd.

Floor 4, Zone C, Workshop No.1, China civil Aviation science
and technology industrialization base No. 225, Jinger Road,
Tianjin Airport Economic Zone.

QAdvis EAR AB
Ideon Science Park
Scheelevagen 17 SE-223 70 Lund, Sweden

Corona Virus (COVID-19) Antigen Rapid Test (Calloidal Gold)

Influenza A/B/Corona Virus (COVID-19) Antigen Rapid Test (Colloidal Goid)
Corona Virus (COVID-19) Combined (igM/gG/Neutralizing antibody) Rapid Test
(Colloidal Gold)

HYT-GO1, HYT-G02, HYT-G03

Other IVD Devices

VDD 98/79/EC Annex Il

We, Hoyotek Biomedical Co.. Ltd hereby declare that the devices mentioned above comply
with applicable parts of the Swedish In-Vitro Diagnostic Medical Device Act SFS 1983:584,
and the Swedish national legislation LVFS 200177, transposing the European In-Vitro
Diagnostic Medical Devices Directive, IVDD 98/79/EC.

Approved by:

General Manager: Wu Bo

Name
Function

AL AAA A A AR AR A A A A A A A A AR A AR A2

Standard 1ISO13485:2016, EN 1SO14971:2012, EN
1S015223-1:2016, EN ISO18113-1:2011, EN ISO
18113-2:2011, EN 1SO18113-3:2011

Related to Directive(s):

98/79/EC (in Vitro Diagnostic Medical Devices)

Signature
Place and Date of issue

EU-Konformitatserklarung

RS 74
///w-}m %2249 20 100}

Qii.f\lli' European Authorized Representative .

Certificate of CE registration

QAD 1056

name % Biomedical Co. Ltd.
Floor 4, Zone C, Workshop No.1, China civil Aviation science and
technology industrialization base No. 225, Jinger Road, Tianjin Airport
Economic Zone, China

Product name:

Corona Virus (COVID-19) Antigen Rapid Test

(colloidal gold)

Influenza A/B/Corona Virus (COVID-19) Antigen Rapid Test
(colloidal gold)

Corona Virus (COVID-19)

C (1gM/12G/N Rapid Test
(colloidal gold)

QAdvis EAR as a European Authorized Rep d by the facturer
certifies that the products listed above have been notified and filed at the Competent
Authority, Swedish Medical Products Agency, as CE-marked In Vitro Diagnostic Medical
Devices in accordance with the In Vitro Diagnostic Medical Devices Directive 98/79/EC, article
103.

The manufacturer has provided QAdvis EAR with Declaration of Conformity declaring

conformance with the req in In Vitro Diagt i Devices Directive 98/79/EC.

gl data at ish Medical Products Agency:

Reference number: 1607413694862
Initial notification to Swedish Medical Products Agency for the products listed above on 2020-
12-08,

Date: 2020-12-08

EAR manager

Address.  deon Sclence Park, Scheelevagen 17, SE-223 70 Lund, Sweden
Ted office: +46 8 621 01 05, Email ear@qachis.com, Web: www qadvis com

Zertifikat

Documentation

HYT-GO1-009
Hoyotek Biomedical Co., Ltd. ;| 00
1-11

Clinical evaluation report

Company Name: Hoyotek Biomedical Co.. Ltd.
Packing specification: 30 tests/box
Company Address: Floor 4. Zone C. Workshop No.1. China civil Aviation science and technoclogy
industrialization base No. 225, Jinger Road. Tianjin Airport Economic Zone.
Product Name: Corona Virus (COVID-19) antigen Rapid Test (Colloidal gold)
Clinical evaluation place: the National CDC of Hunan and Shenyang Sixth People's Hospital
Start date: Mar 10, 2020

End date: January 19, 2021

Hoyotek Biomedical Co., Ltd.

klinischer Bericht
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Hoyotek Certification ’-

* Bundesinstitut
fiir Arzneimittel . . . .
und Medizinprodukte - Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV...

e Ja" bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEI evaluiert wurde.
e _Nein” bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEI streicht das BfArM den entsprechenden Test mit allen zugeordneten Vertreibern von seiner Liste.

Q ~  hoyotek Aktionen v [8 Zuricksstzen

N ‘Z‘ Nach 'hoyotek’ suchen

Hersteller Européischer Bevollméchtigter Sensitivitat Spezifitat

95%iges 95%iges
Testort* Vertrauens- Vertrauens-
intervall intervall

Deutsche(r)
Vertreiber

Handel des H llers /

Europ. Bevollméchtigten

Name T':

Corana Virus (COVID-19) Antigen POC
AT562/21 Rapid Test (Colloidal Gold) - for Hoyotek Biomedical Co., Ltd.  Tianjin QAdvis EAR AB &) Details (ohne 86,11 -97,14 95,45 -98,79
oropharyngeal swab Gerat)

POC

Hoyotek Biomedical Co., Ltd.  Tianjin QAdvis EAR AB & ] Details (ohne 83,60 - 95,80 93,36 - 99,27
Gerét)

Corona Virus (COVID-19) Antigen

ATS64721 Rapid Test (Colloidal Gold) - for saliva

Corona Virus (COVID-19) Antigen POC
AT563/21 Rapid Test (Colloidal Gold) - for Hoyotek Biomedical Co., Ltd.  Tianjin QAdvis EAR AB ] Details (ohne 90,7-98,8 97.46-99,73
nasopharyngeal swab Gerat)

1 Zeilen ausgewsahlt >l 1-3von3

letzte Anderung:  06.05.2021 13:55 *POC = Point of Care

Bundesinstitut fiir Arzneimittel und Medizinprodukte (BfArM)



