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ProCuct §erriius

1
I

Certificate
No. Q5 08s§7§ S00§ Rev- 8t

Holder of Sertifisäte:

Facility{ies);

Certification Mark:

§cope of eertificate:

U

Valid from:
Valid ut*il:

§ate, 2020-09-01

Beijing l-{otgen Biotech Go",Ltd
91h Building, No. I Tianfu Street, ßiomedical Bas*
Daxing District
102600 Betjing
PEOPLE'S REPUüLIC OF CHINA

Beijing Holgen Biotech Co.,Ltd
9th Building, No. 9 Tianfu Street, Siomedical §ase, üaxing District,
102600 Beijing, PEOPLES REPUBLIC OF CHINA

P rocl r.rction, D istribution
Äutornated lm m unoassay Analyze r,
Phosphor Inrmunoassay Analyzer,
Phosphor Technology Test Kits,

2A2A-12-A5
2023-12-04

Gold Test Kit*, Chemiluminescence
Test Kits, §rzyme*Linked
Test Kits.

Applied l§O'134S$:2016
Medicai devices - Quality management sys{ems -
Requirements for regulatory purposes
(l§0 13485:2016)
DIN EN ISO 13485:2018

The Cerliticaiion Body af TÜV §ÜD Product §ervice GmbH certäies that the cornpany mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard{s}. All applicable requirements of the testing and certification
regulation of TüV SÜD Group have to be conrplied with. For details and ceriificate validity see:
wwrrv.tüvsud. csm/ps,üert?q;c,ett;Q 5 089675 Q0 Q§ Bqv.. P 1 .

Repod No,r 8J20071201

d.s,\-.
Christoph Dicks

Head of Certifi caiion/Notifietl Body
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Tüv §ÜD Froduct $ervice GmbH . Certification Body'Ridlerstraße 65.8033§ Munich . Germäny
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{F*r

Dec lur*tion üf C onfo rmity

Signature

s
a'
il Manufacturer:

Nan're: tseijing Hotgen Biotech Co ,Ltd

Address. §th bultding. No.9 Tianlu §treet, Biomedical Base.Daxing District, Beijing,

102600, P,R.China

E u rope a n Represen tativ e:

MedNet GmbH Borkstrasse 1 0,48'163 Muenster,Germany

Product Name;

Novel Coronavirus 2019-nCoV Antigen Test {Colloidal Gold)

Novel Coronavirus 2019-nCoV Antigen Test {Up-convefirng Phosphor {nrrnunochromatographic

Technology)

Olassifrcatioil : §thers of AMNEX il[ of lVßt]

üonforrnity Assessnnent Route: Ammex Nlt

W herev'ith declarc tketr ths ühü,y,s mentianed proclwcls rneel the tr*nspositir.tn inlo x*timmt ktw, the

*: I $ i / wel u n *l e r ll}r nrralmis'cx {$' I k {t tw a x r $i:r t t u r* r

General appl icable directives :

ln Vitro Diagnostic Medical Devices DIRECTIVI 9Bl79lEC

Harmonized standards:

fN ISO 13485.2ü16. EN lS0 15223-1:2ü16, EN ISO 14971?012,8N 13975:2003,

EN ISO 18113-1".2ß11, EN lS0 18113-2 2ü11,EN 13612:2002,EN ISO 17511 2003,

EN ISO 23640:2015. EN 13641:2002,EN 13975.20A3, EN 62366:2008

Närne: i*in Changqing

Title: General manager

Place; Beijing,China
Date of lssue, Aug 27, 2020

***


