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DISCLAIMER

Information on terms of use of

this document.

While the information contained in this document is believed to be correct at the time of issue,
neither Arch & Hook Holding B.V,, its affiliates, their directors, employees and/or their advisors,
will accept any liability for any loss or damage of any kind in any circumstances for its accuracy,

adequacy, correctness or completeness, nor will any express or implied warranty be given. This

exclusion extends to liability howsoever arising in relation to any statement, opinion or conclusion

contained in, or any omission from, this document and in respect of any other written or oral

communication transmitted or otherwise made available to any third party in connection with this

document. No representations or warranties are made in relation to these statements, opinions or

conclusions. Your reliance on any information in this document and given in connection

therewith is solely at your own risk.

The content of this document is proprietary and confidential information of Arch & Hook Holding
B.V. and/or its affiliates. It is not to be distributed to any third party without the prior written

consent of Arch & Hook Holding B.V. and/or its affiliates.

© Arch Group B.V.

All Rights Reserved.
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COVID-19 TEST-KIT

CE & ISO Certified COVID-19 Test-Kit



Coronavirus disease 2019 (COVID-19) is defined as an acute respiratory disease

caused by the virus SARS-CoV-2. The disease was first detected in December

2019 and has now been detected in almost 70 locations internationally.

Rapid 2019-nCoV IgG/IigM Combo Test kits were designed for

detection of SARS-CoV-2 IgG and IgM antibodies in blood samples.

IgG/IgM antibody test would be a fabulous supplement detection method

for COVID-19 suspected infected patients besides nucleic acid test, which

could greatly raise the accuracy of the detection for COVID-19.

€ Fast, Easy and Convenient

Results in 15 minutes, fastest in 3 minutes

Simple to use

Requires no instruments and special skills

€ Phase Judgement
Infectious time can be roughly judged
Different phases of patients can be judged

€ Blood Test

Whole Blood, Serum & Plasma can be used

Easy sampling, steady and reliable

Only 2ul samples needed

Storage
Room temperature storage
18 months shelf life

RAPID 2019-NCOV IGG/IGM COMBO TEST CARD

FOR THE QUALITATIVE ASSESSMENT OF IGG AND IGM ANTIBODIES TO

2018 NOVEL CORONAVIRUS IN HUMAN SERUM, PLASMA. ORWHOLE BLOOD

For In Vitro DiagnosticUse Only
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RAPID 2019-NCOV IGG/IGM COMBO TEST CARD

FOR THE QUALITATIVE ASSESSMENT OF IGG AND IGM ANTIBODIES TO

2019 NOVEL CORONAVIRUS IN HUMAN SERUM, PLASMA, OR WHOLE BLOOD

Catalog Number: 1N38C2

For In Vitro Diagnostic Use Only

INTENDED USE
Rapid 201900o¥ 193MM Cities Yon Civ is an IvIsreEav STASI sass She i

i

hes wl® designedfor the rapid qualitative determination of igG and IgM antibodies 16 2019 novel comnavins
{2018nCoV, SARS-CoV:2)in human serum, plasma, or whole blocd. Rapid 2019.nCaV igGligh Combo
Test Card i= a fabuloussupplement detection for COVID-19 suspected infected patients besides nucleic
acd test, which could greatly raise the accuracy of the detection for COVID-18
SUMMARY

Corona Virus Disease 2010 (COVID-18) is an acute infectious disease caused by 2019 novel coronavines
(SARS.CaV-2). The incubation period of the dsease is 1-14 days, mestly 3.7 days. The incubation period
infectious. infection.

present, there is no specific treatment for the disease.
Thre are several days of incubation period afer infected by 2019-nCoV. IgM antibodiescan be detected

soon afer incubation period and keep for a short time. IgM positive in blood samples can be an indicator of
acute infection, IgG antibodies appear after few days of incubation period and keep Tor a lang time. IgG
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the formationof a colored band, which indicates a postve
1081 results, Absance of this colored band in he test window indicates a negative test resul. A built-in

control line will always appear in the test window when the test has performed regarchessof the
presence of absence of an-2019 novel coronavins antibodies in the specimen.
MATERIALS PROVIDED
1. Rapid 2018-nCaVIgGiightComb Test Card
2, Semple buffer
3. 2 yl capilarypipet
4. Instructionsfor Use
MATERIALSREQUIRED BUT NOT SUPPLIED
Clock or timer, safety lancets, alcohol prep-pad, specimen collection container, centrifuge, biohazard waste
container. disposable gloves, dsinfectant
STORAGE

1. Store the test device at 4 to 30°C in the ariginal sealed pouch. Do Nat Freeze.
2. The expiration dale indicated on the pouch was established under these slorage conditions,
3.The test device should remain in #s original sealed pouch unti ready for use. After opening,the test
device should be used immediately. Do not reuse the device.

PRECAUTIONS

1. For professional in vitropn —r——ybeyondthe expiration
3Borer Nu WSirOion SONY. wai ls aka:
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material. When the dispose afar at121°C

and protein Seiden3 best han tested
be stored, the red blood cells should be removed to award hemolysis. piping
immediately, sem of plasma specimens may be refrigerated a1 2-8°C up 10 3 days. For long-term storage,
froeze the specimen at -20°C for 3 months or TOC for longer periods. Allow sample to reach room
temperature before proceeding.
4. Sodium azide can be added as a preservative up to 0.1% without affecting the test results.

QUALITY CONTROL
1. The control band is an infernal reagent and procedural control. it will appear if the test has been
porfanmed comectly and the reagents are 3

2. Good Laboratory Practice recommends the daly use of controlSEIT
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device. Control malerias which an nol provided with his 1st kt ane commercially avail
PROCEDURE

Bring the kit components to room temperature before testing.
Open the pouch and remove the Card. Once opered, the test card must be used
imenediatel

Label the test card with patient ideraty.

specman to the “S1° area as marked.

Add 2 drops of sample buffer | Read the result at 15 minutes. A strong positive sample may

{ogovasinanty 80-100pL) to well | show result earlier
marked 88 Note: Results after 20 minutes may not be accurate.
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Rapid 2019-nCoV IgG/IgM Combo Test kits were designed for

detection of SARS-CoV-2 IgG and IgM antibodies in blood samples.

1gG/IgM antibody test would be a fabulous supplement detection method

for COVID-19 suspected infected patients besides nucleic acid test, which

could greatly raise the accuracy of the detection for COVID-19.

Products description:
COVID-19 Self-test Kit

Production

a
Price

=
unit:

Packaging:
1.000 COVID-19 Test-Kit per carton (box)

Delivery & Duties:

Included in the costs

Product Classification:

Class 1

Related Directive:

EN: ISO 13455:2016

Medical Standard:

YES

CE certifications:

YES
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Certificates

chideA [EAE
PEOPLE'S REPUBLIC OF CHINA

BET aah ah tH C183 HEB
CERTIFICATE FOR EXPORTATION OF MEDICAL

PRODUCTS

ERM MIE RH 20200115F
Certificate NO.: Min Xia Yao Jian Xie Chu No. 20200115%
Fe4k: FARKAS (2019-nCoV) IgC/IgM HERIMNE (kb)
Product(s): 2019-nCoV IgG/IgM Combo Test

AEF I AR/E, 2B5AR/E, WARE
Model: 1 Test/Kit, 25 Tests/Kit, 40 Tests/Kit

AES, MITHRASSBANRAT
Manufacturer: Xiamen Boson Biotech Co., Ltd.

APSE MITHRELH TEKS 00-94 §
Address of manufacturer: 90-94 Tianfeng Road, Jimei North Industrial Park,

Xiamen, Fujian, 361021 P.R.C

ET BR 04 REEF: | M 20200008

Exportation Registration certificate(s): Min Xia 20200008

LE
EER, MREATETH, REEARFEGHD

This is to certify that the above product(s) are not registered
in China and not distributed on the Chinese market. The exportation
of the product(s) is not restricted.

EVHREME: 2022 03 098

This certification valid until: 2022-03-08
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(( pAKKS
‘Deutsche

erungsstelle
DIM1132101-00

Certificate
No. Q5 061317 0005 Rev. 00

Product Service

Holder of Certificate: Xiamen Boson Biotech Co., Ltd.
90-94 Tianfeng Road

Jimei North Industrial Park

361021 Xiamen, Fujian
PEOPLE'S REPUBLIC OF CHINA

ility (i

: Xiamen Boson Biotech Co., Ltd.

Facility(ies): 90-94 Tianfeng Road, Jimei North Industrial Park, 361021

Xiamen, Fujian, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: ~ Design and and DI of
op In Vitro Diagnostic kits for detection of Infection Diseases,

Tumour Markers, Drug Abuse, Hormones, Cardiac Markers

and Related Biomaterial

Applied Standard(s):
EN 1SO 13485:2016

Medical devices - Quality management systems -

Requirements for regulatory purposes

(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned

above has
established

and is
maintaining

a quality system, which meets the

requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1807513

Valid from: 2018-10-31

Valid until: 2021-10-30

5.1.2e

Date, 2018-09-27
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TOV SUD Product + Certification Body+ 650
ich

+ Germany
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