Hotgen

e

F

Coronavirus (2019-nCoV)-Antigentest-

e

o
4

P,
=

Product Features

pecifs and S

No need instrument, get results in 15 minutes

Room tempersture storage o

Sampie : Human Antenior Nares Swab
Detect the presance of viral protains  «

Identify acute or early infection »
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Medicines & Healthcare products
Regulatory Agency

Medimap Ltd

1 The Drift
Suffolk
Thurston

[P31 3RT
United Kingdom

21 September 2021

Dear Tracey Oakey

MHRA

Medicines & Heallhcare preducts
Regulatory Agency

10 South Calonnade
Canary Wharf
Landon

El4 4FU

United 'K_ingdqm

+44. (0} Z0 08D 60D
gov.uk/mhra

We are pleased to confirm that the application to register or update an existing registration for the following

manufiscturer, which you submitted on 25 August 2021 has been reviewed:

Application reference: 2021082501213362

Manufacturer organisation: Beijing Hotgen Biotech Co Ltd

Address:

9th Building, No 9 Tianfu Street, Biomedical Base

Daxing District
Beijing

102600

China

Manufacturer registration status: Registered

Device(s):




GMDN term Stains Comment

65454 - SARS-CoV-2 antigen IVD, kit,

immunochromatographic test (ICT), self-testing Bwpintond

Please note this letter does not represent any form of agcreditation, cedification or approval by the UK Competent
Authorty.

If you stop placing devices on the market or if you are not complying with the Regulations, you should inform us
so that we can amend our records. You should be aware that it is an offence to place on the market UKCA or CE
marked devices that do not comply with the regulations.

Please inform us of the following chargeable changes:
1. company/organisation information e.g. name and address
2. additional devices (GMDN code or term)

Please alzo use the Devices Online Registration Database (DORS) to tell us of the following changes e.g. removal/
disconiinuation of a device (GMDN) or product from your registration record, change of contact person, telephone
number and/or email address, for which payment of our statutory fee does not apply.

Please note that the name and address of manufacturer, UK Responsible Person or Authorised Representative
(Northem Ireland only) and devices that have been registered will be published on our Public Access Registration
Database (PARD).

The account number for your company/organisation is 0000012377,

Yours sincerely,

Ngozi Onyeukwu
Device registrations service

Devices division
MHRA
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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

EC Certificate
EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnestic Medical Devices (IVDD), Annex lil (8)
{Devices for self-testing)
No. V9 089675 0006 Rev. 00
Manufacturer: Beijing Hotgen Biotech Co.,Ltd

Sth Building, No. 9 Tianfu Street, Biomedical Base

Daxing District

102600 Beljing

PEOPLE'S REPUBLIC OF CHINA
Product: In Vitro diagnostic devices for self testing

The Certification Body of TOV SUD Product Service GmbH declares that a design examination has
been camried out on the respective devices in accordance wlth IVDD Annex lll (6). The design of the
devices conforms to the reqL s of this DI . Al i 1ts of the testing and
certification regulation of TOV SUD Group have to be oomplled with, For details and cerlificate validity
see; www.tuvsud comips-cert?qecert:V9 089675 0006 Rev. 00

Report No.: BJ21071201
Valid from: 2021-08-04
Valid until: 2024-05-26

Date, 2021-08-04 6' @k/

Christoph Dicks
Head of Certification/Notified Body

Page 102
TOV SOD Product Service GmbH is Notified Body with identification no. 0123

TOV S0D Product Service GmbH « Cestification Body « RidlerstraBe 65 « 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE ¢

Preduct Senvice

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex Il (6)
(Devices for self-testing)

No. V9 089675 0006 Rev. 00

Model(s): Coronavirus (2019-nCoV)-Antigentest-

F : Beijing Hotgen Biotech Co.,Ltd
acllity(les) 9th Building, No. 9 Tianfu Street, Biomedical Base, Daxing District,
102600 Beijing, PEOPLE'S REPUBLIC OF CHINA

Model Name: REF number:
Coronavirus (2019-nCoV}-Antigentest- HGCG13450101
Coronavirus (2019-nCoV]-Antigentest- HGCG13450105
Coronavirus (2019-nCoV)-Antigentest- HGCG13450120
Coronavirus (2019-nCoV]-Antigentest- HGCG13480140
Page 2 of 2

TOV SOUD Preduct Sarvice GmbH is Notified Body with identification no. 0123

TOV SOD Product Service GmbH « Cortification Body + Ridlerstrale 65 + 80339 Munich » Germany
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ZERTIFIKAT ¢ CERTIFICATE

(uAkks
- Dautsche

Asrnditisrangsstalle
D-IM-11R21-01-00

Certificate

No. Q6 089675 0005 Rev. 01

Holder of Certificate: Beijing Hotgen Biotech Co.,Ltd
9th Building, No. ¢ Tianfu Street, Bioredical Base
Davang District
102600 Belling
PEOPLE'S REPUBLIC OF CHINA

s): Beijing Holgen Biolech Co.,Ltd
Facility(ie ) Sth Buikiing, No, 9 Tianfu Street, Biomedical Base, Daxing District,

102600 Beging, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Dem n a

j%elopmenh Production, Distribution
Automated Immunoassay Analyzer,
rﬂmrﬂng Phosphor Immunoassay Analyzer,
erhng Phosphor Technology Test Kits,
llon al Gold Test Kits, Chemiluminescence
unoassay Test Kits, Enzyme-Linked
mmunoassay Test Kits.

Applied Stand EN ISO 13485:2016
jcos - Qualiy m g t syst -
7 Requirements for regulatory purpcses

/

(IS0 13485:2016)
DIN EN IS0 13485:2016

Tha Certification Body of TOV sOD Pmduct Service GmbH centifies that the company mentioned
above has d and is mainfaining a quafity manag system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulstion of TOV SOD Group have to be complied with. For details and cerificale validty see:
www vsud, comips-cert?g=cert Q5 089675 0005 Rev. 01

Report No.: BJ20071201
Valid from: 2020-12-056
Valid until: 2023-12-04

COu

Date, 2020-09-01 Christoph Dicks
Head of Centification/Notified Body

Page 1011
TOV SUD Product Service GmbH = Certification Body » Ridierstralle 65 « 80338 Munich + Germany




Specimen Requirements and Test Procedure >>

Specimen Requirements
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Coronavirus (2019-nCoV)-Antigentest-

Human Anfericr Nares Swab 1T/ct 4-30C

Begng Hotgen Biotech Co. Lid

Add.- 9 building. No 9 Tiantu Street. Daxing District, Bejing. 102500. PR. China

Website: www. hoygen.com.on
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Test Procedure




