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Mo . COVID-19 IgM/IgG Rapid Test Casette
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Certificate of Conformity

Manufacturer: RayBiotech Life, Inc.
Address: 3607 Parkway Lane, Suite 200, Peachtree Comers Georgia, 30092

EU Authorised Representative:

Osmunda Medical Technology Service GmbH
Address: Von Oppen-Weg 15, 14476 Potsdam, Germany
DIMDI code: DE/0000047267

Device: Novel coronavirus (SARS-CoV-2) IgG antibody detection kit (colloidal gold

method)

Classification (IVDD, Annex I1): IVD Device other than the ones listed in Annex [1-
IVDD 98/79 as List A, List B and Self testing
Conformity assessment route: ANNEX [

‘We herewith declare that the above-mentioned product meets the provisions of the

following EC Council Directives and Standards (IVDD 98/79/EC). All supporting
documentation is retained under the premises of the manufacturer.

Ce

General applicable derective:
In Vitro Diagnostic Directive: DIRECTIVE 98/79/EC OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 27 October 1998 (IVDD 98/79/EC).

Standard Applied:

EN ISO 13485:2016

ENISO 14971:2012

EN 13641:2002 EN 1SO 18113-
1

ENISO 18113-2:2011

BS EN ISO 15223-

EN 13612:2002 EN ISO 23640:
2015

Signature:

Date of Issue:
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CERTIFICATE

No. QS6 095123 0009 Rev. 00

Ceutificate Helder: Mangzhou ANTest Bitech Ca, Lid
5508, Yichat Seet

Mangrhoe Econsmic sed Tocknokgical Develepmont Aea
S100%6 Hangrhou
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Certitication Mask: ()
Deaign and
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Infectious Discase, Drig of Abuse, Fortility Tosting and

Pregnancy Testiag, icludng Clinkal Laboratory Use
and Sall.Testing

¢ CEPTUOUKAT ¢ CERTIFICADO # CERTIFICAT

Stantard(s )

150 13685:2016
Reguiatory Authoryfies):  Brazil ANVISA, Heath Canada, USA FOA
Bee attachod tor fsting of specife:
regulatory requireesents.
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Medieal Device Single Audit Program



Certificate
The Certification Body of
TOV Rheinland LGA Products GmbH

DEOBy 0attes et the crgareraton
Hangzhou Cl e Biotech
No. 1 Yichuang Road, "‘"‘1“' Sub-district
IC!
311121 Hangzhou
P.R. China
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e e T e e,
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EN ISO 13485:2016
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E¥ectve Date 20200416

.‘M*
prt#

Dt 2000-04-16.
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QUALITY MANAGEMENT SYSTEM
CERTIFICATION

Ce

HANGZHOU CLONGENE BIOTECH €O, LTD.
ITY CODE:

REG. AUDIT ADD: NOU YICHUANG ROAD, YURAG B8 DRTRICT,

YUHANG DISTRICT, HANGZHOU CITY, ZHEJIA

e |9oo|-m1mso9m1=zols standard
T cormificate Iy valid for the fullow ing scape:

DEVELOFMENT, MANUFACTURE AND SERVICE OF INVITRO DIAGNOSTIC
REAGENTS (WITHIN THE SCOPE OF ADMINISTRATIVE LICENSE)
(Thls certificate snd certification symbols will not be applicable when multisite
Ix wut of the registration scope.)

‘ 2J/ec =

FRUKE

Noi SHIEININTROM
ENVIRONMENTAL MANAGEMENT
SYSTEM CERTIFICATION

te
Thin i 1o cortily the o irmmimvatal vysem
HANGZHOU CLONGENE BIOTECH CO,, LTD.
CREDIBILITY CODE: 913301107620252127
u.nc,uwurr ADD; NO,1 YICHUANG ROAD, YUHANG SUB-DISTRICT,
IANG DISTRICT, MANGZHOU CITY, ZHEJIANG

GWI'WI-”INISO l‘»l 12015 standard
The cortificate is vulid fur the follewing scope:

ENVIRONMENTAL MANAGEMENT ACTIVITIES OF DEVELOPMENT,
MANUFACTURE AND SERVICE OF IN-VITRO DIAGNOSTIC REAGENTS
(This and certification symbels will nat be applicable when multi-site

s ont of (he registration scope.)

Tasme Date:New 11603919




U.S. FOOD & DRUG

ADMINISTRATION

July 30, 2018

LSt dstemmationsd
04 & Diamond Ave, Suite |
Ganthershurg. MD 20877 US.
Re CRIM4S
CLIA Parci(s): KIS 90
- Hamgszhon Clongene Biosech Co. L1,
Device: CLUNGENE Mats-Drsg Test Dip Card, CLUNGENE Multi- Drug Test Easy Cup
Daed: June 25, 2018
Received: July 5, 2018
CLIA Effective Dete: July 30, 2018
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Office of Jo Vo Dignostics ued
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Center for Devices and Radiologial Heslth
US Food & O Admiressration
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N SR, MO 0N
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Parest Number ©

Hamgrhou Closgenc Blotech Co. L1, CLUNGENE Multi-Drug Test Easy Cup
WANED
Hasgrhou Clongene Bicsech Co.L3d. CLUNGENE Multi-Drug Test Dip Cand
WANED

Closgene Biosech CoLid. CLUNGENE Multi-Drg Test Dip Card
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Methytendioxymeshamphetamine (MDMA)
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* Mangshou Cloesgene Biosech CoL1d. CLUNGENE Multi-Drug Test Easy Cup
MDMA)

Methy lenediony medhamphetamun (
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Masgshon Clomgene Bictech Ca.L1d. CLUNGENE Multi-Drug Test Dip Cand

- Phencyclidine (RCP)
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Hangrhou Cloagene Busech Co Lid CLUNGENE Multi-Drug Test Fasy Cup
Phencycliding (PCP)
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Hangshou Clongene Biosech Co. Ui CLUNGENE Multi-Drug Test Dip Card

Masgrhou Closgene Biotech Co L4 CLUNGENE Multi-Drug Test Essy Cup
Tricyctic

WAIVED
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Food and Drug Administration
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