Business License

Scope of business: Technology development, technical services, technical consultation:
biotechnology, medical devices; Production and marketing: class II, class III 6840 in vitro
diagnostic reagents, class ii 6840 clinical testing and analysis instruments; Sales: class I medical
device, chemical reagents (except hazardous chemicals and precursor chemicals), instrumentation,
computer software; Import and export of goods and technologies (excluding items prohibited by
laws and administrative regulations, the items restricted by laws and administrative regulations
can only be operated after obtaining permission). (For projects subject to approval according to
law, business activities can only be carried out after approval by relevant departments)
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Medical Device Manufacturing License

Range of production: Class II and class III 6840 test kit ; the II class 6840 clinical test analysis
instrument.
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ISO 13485: 2016 Medical Devices—Quality Management Systems

A

TOVRheiniand

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hareby certifies that the organizatiaon

Hangzhou Laihe Biotech Co., Ltd.
Floor 1, Room 505-512 Floor 5
? Building B
688 Bin'an Road, Binjiang District
Hangzhou
310052 Zhejiang
China

has establshed and apphes o quality maragement systam for modical dovices
for the following scope

{see attachment for scope Included)
Proof has bean lurnished that the requiremants specified in

EN ISO 13485:2016
are fulfilled. The quaity management system = subject 1o yearty sureilisnce,

Effective Date 2018-06-11
Cenificate Reglstration Na, SX BD128243 0001
An audl was parformed. Reporl Mo 15079748 004

This Cartificate is vald uniil 20210510
Cartification Body
(( DAKKS
-.':" Dputsche T

Axraditongitele
0-2M-14165-01-02

Date 2018-05-08

TOV Rheinland LGA Products GmbH - TillystraBe 2 - ST831 Narmberg-
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= DECLARATION OF CONFORMITY
= Regarding In Vitro Diagnostic Directive (98/79/EC) 35
A Manufacturer: Hangzhou Laihe Biotech Co.Ltd. faas
. g ==
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Address: 1st Floor,Room 505-512,5th Floor,No.2B Building,No.688 Bin'an Road,Changhe
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Jiedao,Binjiang District,Hangzhou,Zhejiang,People’s Republic of China
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EC Representative: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam,Netherlands
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7 ‘_“f@ Product Name: Novel Coronavirus (COVID-19) Antigen Test Kit (Colloidal Gold) P
b — ==
A Specification: 25/40 Tests/Box =2
\L{z Classification: Others (IVDD) e

=30 Conformity Assessment
= Procedure: Annex Il of In Vitro Diagnostic Directive (98/79/EC) =
bl 9 e
= We herewith declare that the above-mentioned products meet the requirements of In =
=2 Vitro Diagnostic Directive (98/79/EC) and the following harmonized standards. :':::'
e, o2
E_:_‘?:'- EN ISO 14971:2012 EN 15223-1:2016 =
=2 ENISO 18113-1:2011  ENISO 18113-3:2011 =
= On behalf of SUNGO Europe officé. I confirmed we are =)
s, . " e : ; umnent. o
':':é'. Signature EU REP of the company whao issue this docunient EE:E
5_:_::: Name/ ':T;::’
= Sungo 4}«% | E
2 Date: N gioD3! SETVGE oot
= Place: Authorized Signature (5) :é;
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TUVRheinland

TUV Rheinland Doc. 1/1, Rev, 0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Cortificate

Registration No.: SX 60129243 0001

Report No.: 15079748 004

Organization: Hangzhou Laihe Biotech Co., Ltd.
Floor 1, Room 505-512 Floor 5
Building B
G688 Bin'an Road, Binjiang District
Hangzhou
310052 Zhejiang
China

SJI'.‘O}]-H: Marafacture and Distribution of Im-vitro diagnostic rapid
test kits used in the detectien of autoimmine status,
tumor markers, cardiac sarkers, drugse of abuge, Fercilicy
teating, immune status, sexually transmiseible agenta,
transmissible agents, In Vitro Diagnostic Test Kits and
Related Instrumsnta for the field of flucrascent immunoassay

Cartification Body
(DAKKs
- Deulsche
= Al

D-20-14165-01-02

Date: 2018-05-09
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COVID-19 Antigen Test Operation Instructions L\/ HER
Specimen Collection: ‘Specimen Extraction:
e 4 Uil 2

D e | erstoton dorErpebnise

e "

Posiive  Negatve Inv.

Novel Coronavirus(COVID-19) Antigen
Test Kit (Colloldal Gold)
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Novel Coronavirus(COVID-1 9) Antigen Test Kit (Colloidal Gold)

Antigen-Testkit fiir das neuartige Coronavirus ...
(COVID-19)(Kolloid-Gold) i 1
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Novers cononavlru.(covub-'UO) Antigen Test Kit (Colloldal 00\‘)

énﬂgon-madt fiir das neuartige Coronavirus
(COVID-79)(Kolloid-Gold)




