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Explanation of The Export License

To whom it may concem

According to the No.12 Government Notice published by MOC, GAC and NMPA,
CCCMHPIE announced the list of companies which were permitted to export novel

coronavirus diagnostic products. Hotgen is in the list as aforesaid.
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Hotgen™ Stock Code FEENIINE

Novel Coronavirus 2019-nCoV Antigen Test
(Colloidal Gold)

Product Features

High Accuracy, Specificity and Sensitivity
:
Hotgen™

No need instrument, get results in 15 minutes
B Turt
soweel Coronavinis 2018-0k0V Aeigurs 7' Room temperature storage

>

Sample : Human Anterior Nares Swab
) Detect the presence of viral proteins

Identify acute or early infection

Clinical Performance
c E (Disease Course 5-7 Days)

Sensitivity: 96.30%; Specificity: 99.13% ;  Accuracy: 97.76%.



Novel Coronavirus 2019-nCoV Antigen Test(Colloidal Gold)

Specimen Requirements

Sample collection Sample treatment C——?
[
Gently insert the entire soft tip of the swab into one nostril for 1.5cm until The swab after sampling is soaked below the liquid level of the sample
you feel a bit of resistance. extraction buffer. Rotate and press 3 times. The swab soaking time is J- =
Using medium pressure, rub the swab not less than 15s. \" ?
| _

slowly in a circular motion around the | /
2

[
t \d The swab head is pressed, then take out the swab

| and tighten the sampling tube.
|

Repeat the same process with the |

same swab in the other nostril, L L |

inside wall of your nostril 4 times for a

total time of 15 seconds.

Sample preservation The treated sample should be tested within 1h.

Test Procedure

ELY :
i E (5 15-30min Place the test cassette, sample extraction buffer 4 { Open the aluminum feil pouch of the
g H ;i @ 10-30¢C at room temperature for 15-30 minutes, and « :-“;: J test cassette, place the test cassette on
3 {7, 5 equilibrate to room temperature {10~30 C). i | a flat surface.
/\ Add 4 drops of the treated sample into the sample
o / well of the test cassette. (In case of chromato- Observe the resuits after Incubate at
b graphic abnormalities, extra add 1~2 drops of the 15 10~30T far 15 minutes. The result
. treated sample accordingly.) Incubate at 10-30C min. after 30 minutes is invalid.
[=Tp v .
for 15 minutes.
C C C
Interpretation of resu ] . )
Pasitive Negative Invalid

Clinical Performance
This study enrolled a total of 223 human anterior nasal swab specimens, of which 108 were positives for RT-PCR Test, 115
negatives for RT-PCR Test; As for data collection of the corresponding RT-PCR Test results.

Positive(+) 1 105
Negative(-) 4 114 118
Total 108 115 223

Sensitivity: 96.30%;  Specificity: 99.13%;  Accuracy: 97.76%.

Product information

Novel Coronavirus 2019-nCoV Antigen Test (Cotloidal Gold) Human Anterior Nares Swab 1T/kit, 5T/kit, 4-30C
20T/kit, 40T/kit

Beijing Hotgen Biotech Co.,Ltd
Add.: 9 building, No.9 Tianfu Street, Daxing District, Beijing, 102600, P.R. China

Website: www.hotgen.com.cn



Declaration of Conformity

Manufacturer:

Name: Beijing Hotgen Biotech Co.,Ltd
Address: Sth building, No.9 Tianfu Street, Biomedical Base,Daxing District, Beijing,
102600, P.R.China

European Representative:
MedNet GmbH Borkstrasse 10,48163 Muenster,Germany

Product Name:
Novel Coronavirus 2019-nCoV Antigen Test (Colloidal Gold)

Novel Coronavirus 2019-nCoV Antigen Test (Up-converting Phosphor Immunochromatographic
Technology)

Classification : Others of ANNEX |l of IVDD
Conformity Assessment Route: Annex Hi

We herewith declare that the above mentioned products meel the lransposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting documentations are
retained under the premises of the manufacturer.

General applicable directives:
In Vitro Diagnostic Medical Devices DIRECTIVE 98/79/EC

Harmonized standards:

EN ISO 13485:2016, EN ISO 15223-1:2016, EN 1SO 14971:2012,EN 13975:2003,
EN ISO 18113-1:2011, EN I1SO 18113-2:2011,EN 13612:2002,EN 1SO 17511:2003,
EN ISO 23640:2015, EN 13641:2002,EN 13975:2003, EN 62366:2008

by Pl / i ;Tg
Signature: _ Tn(Jhons ]
I
Name: Lin Changging
Title: General manager

Place: Beijing,China.
Date of Issue: Aug 27, 2020

LA N




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formulamummer 00160612

Aligemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir In-vitro-Diagnostika / Form for In Vitro Diagnostic Medical Devices

Zustandige Behdrde / Competent authority

Code
DE/CA22

Bezeichnung / Name
Bezirksregierung Miinster, Dezernat 24

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort/ City Postleitzahl / Postal code
Miinster 48143

Stralle, Haus-Nr. / Street, house no.
Domplatz 36

Telefon / Phone
+49-251-4110

Telefax / Fax
+49-251-4112525

E-Mail / E-mail
mitteilungen-dimdi@brms.nrw.de

Anzeige / Notification

Registrierdatum bei der zustandigen Behdrde
Registration date at competent authority
25.01.2021

Registriernummer / Registration number
DE/CA22/419-1848.1-IVD

Typ der Anzeige / Notification type
[3 Erstanzeige / Initial notification
Anderungsanzeige / Notification of change

O Widerrufsanzeige / Notification of withdrawal

DE/CA22/419-1848-IVD

Frihere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

O Hersteller / Manufacturer

O Einfihrer / Importer

Bevollmachtigter / Authorised Representative

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG

O Verantwortlicher flir das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
O Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV

Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
[ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs, 2i. V. m, § 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG




Anlage 2
{zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00160612

Anzeigender / Reporting organisation (person)

Code

DE/0000012115

Bezeichnung / Name

MedNet GmbH

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort / City Postleitzahl / Postal code
Muenster 48163

Stralle, Haus-Nr. / Street, house no.
Borkstrasse 10

Telefon / Phone
+49-251-32266-0

Telefax / Fax
+49-251-32266-22

E-Mail / E-mail
ear-admin@medneteurope.com

Hersteller / Manufacturer

Bezeichnung / Name
Beijing Hotgen Biotech Co., Ltd.

Staat / State

CN

Ort/ City Postleitzahl / Postal code
Beijing 102600

StrafRe, Haus-Nr. / Street, house no.

9th Building, No. 9 Tianfu Street, Biomedical Base, Daxing District

Telefon / Phone
0086-10-50973600

Telefax / Fax

E-Mail / E-mail

Sicherheitsbeauftragter fiir Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Nicole Béhnisch

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort / City Postleitzahl / Postal code
MUNSTER 48163

Stralle, Haus-Nr. / Street, house no.
Borkstrasse 10

Telefon / Phone
+49-251-32266-0

Telefax / Fax
+49-251-32266-22

E-Mail / E-mail
info@medneteurope.com




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularmnummer 00160612

Vertreter / Deputy (optional)

Bezeichnung / Name
Kristin Zurlinden

Telefon / Phone
+49 251 32266 0

Telefax / Fax
+49 251 32266 22

E-Mail / E-mail
info@medneteurope.com

0O Erstanzeige / Initial notification

Anderungsanzeige / Notification of change




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00160612

In-vitro-Diagnostikum / In vitro diagnostic medical device

Klassifizierung / Classification

O Produkt der Liste A, Anhang Il / Device of List A, Annex I

O Produkt der Liste B, Anhang Il / Device of List B, Annex |l

O Produkt zur Eigenanwendung / Device for self-testing

Sonstiges Produkt / Other device (all devices except Annex Il and self-testing devices)

|App (Software auf mobilen Endgeraten) Oja/yes nein / no

Anzeige nach § 25 Abs. 3 Nummer 3 MPG
Notification pursuant to § 25 (3) number 3 Medical Devices Act, MPG
"Neues In-vitro-Diagnostikum / New in vitro diagnostic medical device"

Handelsname des Produktes / Trade name of the device
Hotgen Biotech, CORA CHECK-19

Produktbezeichnung / Name of device
Novel Coronavirus 2019-nCoV Antigen Test (Colloidal Gold)

Angabe der benutzten Nomenklatur / Nomenclature used
EDMS-Klassifikation / EDMS Classification
O GMDN

Nomenklaturcode / Nomenclature code
15-04-80-90-00

Nomenklaturbezeichnung / Nomenclature term
OTHER VIRAL ANTIGEN/ANTIBODY DETECTION

Kurzbeschreibung / Short description

In Deutsch / In German

Modelle A+B:

Dieser Kit wird fiir die qualitative In-vitro-Bestimmung von neuem Coronavirus-Antigen in menschlichen
Nasen- oder Rachenabstrichen verwendet. Er dient zur schnellen Untersuchung von Verdachtsfillen auf
neuartige Coronaviren und kann auch als Bestéitigungsmethode fiir den Nukleinsaurenachweis in
entladenen Fillen verwendet werden.

Modelle C+D (Neuartiges Coronavirus 2019-nCoV-Antigentest (kolloidales Gold) - Speichel):

Dieser Kit dient zur qualitativen in vitro-Bestimmung des neuen Coronavirus-Antigens im menschlichen
Speichel. Er dient zur Schnelluntersuchung bei Verdacht auf neuartige Coronaviren und kann auch als
Bestatigungsmethode fiir den Nukleinsdurenachweis in entladenen Fallen verwendet werden.

In Englisch / In English

Models A+B:

This kit is used for in-vitro qualitative determination of novel coronavirus antigen in human nasal swabs
or throat swabs. It is used as rapid investigation for suspected cases of novel coronaviruscan also be
used as a reconfirmation method for nucleic acid detection in discharged cases.

Models C+D (Novel Coronavirus 2019-nCoV Antigen Test (Colloidal Gold) - Saliva):

This kit is used for in vitro qualitative determination of novel coronavirus antigen in human saliva. It is
used as rapid investigation for suspected cases of novel coronavirus, can also be used as a
reconfirmation method for nucleic acid detection in discharged cases.




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00160612

Zusitzliche Angaben im Falle der In-vitro-Diagnostika gemaB Anhang Il und der In-vitro-Diagnostika zur
Eigenanwendung / Addtional information for Annex Il and self-testing in vitro diagnostic medical devices

Nummer(n) der Bescheinigung(en) / Certificate number(s)

O In Ubereinstimmung mit den Gemeinsamen Technischen Spezifikationen (fir Produkte gem. Anhang II, Liste
A) In conformity with Common Technical Specifications (for Annex Il List A devices)

Ergebnisse der Leistungsbewertung
Outcome of performance evaluation

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given above is correct to the best of my knowledge.

Ort Datum
City Miinster Date 2021-01-15
Name

Nicole Bohnisch

Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zustandigen Behdrde auszufillen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone
Frau Silvia Wenge 0251-4115936
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