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= 2019-nCoV IgG/1gh
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Beijing Kewei Clinical Diagnostic Reagent Inc.
g —t 2 5 Y. 911101161022068352

Hudik: A6 UM DX IER T & DX AR T 7 — % 7 5
Address: No.7 Yangihe xiyi Road. Yanqi Development zone Huairou District
Beijing, China

Tel: 86 10 68863176 68863259
Site: hppt://www.keweidignostic.com
Email: kewei@keweidignostic.com.com




Ce&,pificate

The Ce t Body of
TOV Rheinland LGA “Products GmbH

hereby certifies that the organization
BEIJING KEWEI %NICI}‘LCDIAGNOSTIC

R :

No. 7, Yan Yi Rd.
Huairou i
101407 Beijing

China

has established and applies a quality management system for medical devices
for the following scope:

Design and deve
vitro diagnostic reage

ufacture and distribution of in-
in the detection of cancer,
cardiac markers, endocrine and infectious diseases
based on immunological ’ clinical laboratory use

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 9-06-11
Certificate Regrstration No : ? 17 0001
An audit was performed. Report No.: 16802 )
This Certificate is valid until: 2021-10-09

Certification Body

& stelle
0.214-14165-51.02

Date 2019-06-11

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tol: +49 221 800-1371 Fax. +40 221 806-2938 e-mail cert-vaidity @de tuv com hiip Mwww tuv

C ST -n-u-v-u--— M B G — - —
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TUVRheinland

CE Technical Documentation Review Report

Applicant: BEIJING KEWEI CLINICAL DIAGNOSTIC
REAGENT INC.
No.7,Yan Qi He Xi Yi Rd, Huairou District,
101407, Beijing, China

Report Number: 16802805.001
Examination intent: Examination the completeness of the Technical

Documentation according to the requirements of the
In Vitro Diagnostic Medlcal Devices Directive

98/79/EC Annex llI

Product(s): Troponin | /CK-MB/Myo Test Cassette
Troponin | Test Cassette

Type(s)/Model(s): ~  ——e-

Classification: Other IVD products
(according to manufacturer’s declaration)

Examination period: July.06.2016

Date of expiry: July.05.2021

Review result: During the examination of the provided Technical

Documentation (No.: KEWEI
DIAGNOSTICS/CE/CARDIAC001, No.: KEWEI
DIAGNOSTICS/CE/CARDIAC002, Revision AB/2,
Dated 2016-Mar-30) no Non-compliance according to
the requirements of the In Vitro Diagnostic Medical
Devices Directive 98/79/EC Annex |l was detected.

Medical Services

Rev.01, 2002-10-10

Unit 707, AVIC Bldg., No. 10B, Central Road, East 3rd Tel: (8610)6566 6660 Fax: (8610)6566 6667
Ring Road, Chaoyang District, Beijing, 100022, P.R.China e-mail: info@bj.chn.tuv.com Internet: http://www.chn.tuv.com
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex IIL

=i | Manufacturer: BEUJING KEWE] CLINICAL DIAGNOSTIC REAGENT INC,
' Address: No.7,Yan Qi He,Xi Yi Rd,,Huai Rou District,Beijing,China.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter(@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595A A, The Hague, Netherlands.

In Vitro Diagnostic Directive:
¢ COVID-19 Antigen ELISA Test Kit,

Category: Others.

Conformity assessment route: Declaration of Conformity IVDD Annex 111,

Applicable Standards:
IS0 13485:2016 ENISO 13113-3:2011 EN 13612:2002
ISO 14971:2019 EN 13641-2002 ISO 23630:2015
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above

g‘ meet/s the provisions of the Directive 98/79/EC of the Europcan Parliament and of the Council o In-Vitro
2’ | Dingnostic Medical Devices,

%5! We agree to develop, implement and maintain a documented post-production monitoring process.

=

<1 | signed: ;
A ,
“; | Place Beijing China

Z | :

-,";.5 - European Representative: Name of authorized signatory ;{‘{7 ”

f,;f | Position he'*lr, R y,/mny Gengpd Man

= | Seal/Stamp: SeaUstafpsy P23

7| Lotus NL B.V. BEWJI g}'ﬁ{tsw

= | = _

'_._; \ DIAGNOSTIC GENTJINC

Z } o
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex IIL.

Manufacturer: BEIJING KEWEI CLINICAL DIAGNOSTIC REAGENT INC,
Address: No.7,Yan Qi He,Xi Yi Rd.,Huai Rou District,Beijing.China.

European Representative: Lotus NL BV,

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1¢ Verd, 2595AA The Hague, Netherlands.

In Vitro Diagnostic Directive:
® COVID-19 IgM Antibody ELISA Test Kit.

Category: Others.

Conformity assessment route: Declaration of Conformity IVDD Annex [IL

Applicable Standards:
ISO 13455:2016 ENISO 18113-3:2011 EN 13612:2002
ISO 13971:2019 EN 13631:2002 IS0 23630: 2015
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meeu's the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In-Vitro
Disgnostic Medical Devices.
We agree 1o develop, implement and maintain a documented post-production monitoring process.

Signed:

Place Beijing China

’
A

2/

European Representative:

(,/(;f

o

A

%l

Seal/Stamp:
Lotus NL B.V,
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Manufacturer: BEIJING KEWEI CLINICAL DIAGNOSTIC REAGENT INC.
Address: No.7, Yan Qi He,Xi Yi Rd.,Huai Rou District,Beijing.China

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1¢ Verd, 2595AA . The Hague, Netherlands.

" In Vitro Diagnostic Directive:

e COVID-19 IgG Antibody ELISA Test Kit.

Category: Others

Conformity assessment route: Declaration of Conformity IVDD Annex 111

Applicable Standards:

EN 13612:2002
15¢) 23640:2015
EN 62366-1:2015

ENISO 18]13-3:2011
EN 136412002
180 15223-1:2016

IS0 13485:2016
ISO 13971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We. the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In-Vitro
Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

Signed:

Place Beijing,China,
European Representative:
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex 111

Manufacturer: BEIJING KEWEI CLINICAL DIAGNOSTIC REAGENT INC.
Address: No.7,Yan Qi He,Xi Yi Rd.,Huai Rou District,Beijing,China.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10, 1e Verd, 2595AA The Hague, Netherlands.

In Vitro Diagnostic Directive:
¢ COVID-19 Antigen Rapid Test Kit.

Category: Others.

Conformity assessment route: Declaration of Conformity IVDD Annex 111

Applicable Standards:
IS0 13385:2016 ENISO 18113-3:2011 EN 13612:2002
ISO 139712019 EN 13641:2002 ISC) 23640:2015
ENISO 18113-1:2011 ISO 15223-1: 2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the Ewropean Parliament and of the Council on In-Vitro
Diagnostic Mcdical Devices.

1 | We agree to develop, implement and maintain a documented post-production monitoring process.

Signed:

Place Beijing,China,
European Representative:
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex II1.

Manufacturer: BEUING KEWEI CLINICAL DIAGNOSTIC REAGENT INC.
Address: No.7,Yan Qi He,Xi Yi Rd.,Huai Rou District,Beijing,China.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
¢ COVID-19 IgG/1gM Antibody Rapid Test Kit.

Category: Others.

Conformity assessment route: Declaration of Conformity IVDD Annex 111
Applicable Standards:
| IS0 13485:2016 EN'ISO 18113-3:2011 EN 13612:2002
ISO 14971:2019 EN 13641:2002 ISO 23640:2015
EN SO 18113-1:2011 ISO 15223-1:2016 EN 62366-1:2015
ENISO 18113-2:2011

We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79%EC of the Europcan Parliament and of the Council on In-Vitro
Diagnostic Medical Devices.

We agree to develop, implement and maintain a documented post-production monitoring process.

——

Signed:

N

N
N

‘ Place Beijing China,
. European Representative:
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ThEEIAES IgM/1gG IS EEI= Bib£i%)
COVID-19 IgM/IgG Rapid Test Kit (Colloidal Gold)




KEWEI

FhalEIATmE IgM/IgG i tEilit = G i)
COVID-19 IgM/IgG RapidTest Kit(Colloidal Gold)

BMEL R

Operating Procedure

- MURKEE=R
» The test card is restored to room temperature.

o« TENMEEALFIOA 10ul fERID. =M. MiE. M3 , BINMmEERER.

 10pl sample of fingertip blood, whole blood, serum, plasma and two drops diluent were added
to that loading well.

- FF 15 oilE ISR
« After waiting for 15 minutes, read the results.

[
- 15 minutes
4

15 b ai R

Results in 15 minutes.
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2019-nCoV
[ Negative [ Positive
IJ =
B

JESRR M
Fingertip blood collection

SEEFRISTEES

Visual interpretation results

(PSEL ol

Rapid detection

HXFE , RKEHZ

Community Screening family self-diagnosis

Interpretation of Results:

C C
B g3 e}
o Ight Ight
Positive )
M
c
KiG
I

Negative

L 3

]

10yl SerumiPlasma

C

il

6|

N

ADDIU-G LT

2 drops
Buffer

qq

1

1 drop / 20 pl Whole Blood
1em abowve Fill line

C

w5 IgM/IgG FEMIRAIE ( RIFEE)
OVID-19 IgM/IgG Test Kit (Colloidal Gold)

15 DL mE v E
Screening for coronavirus in 15 minutes

R, (EE, RiE

Simple , Portable and Fast
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KEWEI

Elisa Kit Operation Steps

e —— e — m—
: v % ‘!‘ l ‘!SL B
AgA Y

R Add Add detection Add Calculate
substrate W results

Read
microplate

N . sample antibody
® ®

Capture antibody
binds to well

Microplate Microplate Microplate
Microplate washer reader reader software
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coronavirus disease

-

COVID-19 fF=q5
COVID-19 Products

1. Antigen Rapid Test Kit

2. Antigen Rapid Test Kit

Principle Sandwich Method Principle Captured Method
Nasal, throat swab Whole Blood
Sample Type Serum/Plasma Sample Type Serum/Plasma
Sample Volume 10 uL Sample Volume 10 uL
Assay Incubation 15minutes, RT Assay Incubation 15 minutes, RT
Total Wash Steps No Total Wash Steps No
Limit of Detection 200pg/mL Limit of Detection L3
Sensitivity 92.5% Sensitivity 95%
Specificity 100% Specificity 96%
3. Antigen Elisa Test Kit 4. IgM Antibody Elisa Test Kit
Principle Sandwich Method Principle Captured Method
Nasal, throat swab Serum
Sample Type Serum/Plasma Sample Type
Sample Volume 50uL Sample Volume 10 uL
Assay Incubation 40 minutes, 37° C Assay Incubation | 60 minutes, 37° C
Total Wash Steps 1 Total Wash Steps 2
Limit of Detection 50pg/mL Limit of Detection L3
Sensitivity 93.3% Sensitivity 96.6%
Specificity 100% Specificity 95%
5. IgG Antibody Elisa Test Kit
Principle Indirect Method
Sample Type Serum
Sample Volume 10 pL
Assay Incubation | 60 minutes, 37° C
Total Wash Steps 2
Limit of Detection L3
Sensitivity 98.3%
Specificity 96.5%




