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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
canclusions. 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/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.

€ Fast, Easy and Convenient € Blood Test
Results in 15 minutes, fastest in 3 minutes Whole Blood, Serum & Plasma can be used
Simple to use Easy sampling, steady and reliable
Requires no instruments and special skills Only 2ul samples needed

€ Phase Judgement € Storage

Infectious time can be roughly judged Room temperature storage
Different phases of patients can be judged 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. OR WHOLE BLOOD
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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
Rmmmvwwcmmtmcw-mmnmmmmmnmnmmmm.n

B designed for the rapkd qualitative determination of K9G and IgM antbodies 16 2019 novel comnavins
(2018nCoV, SARS-CoV:2) in human serum, plasma, or whole blocd. Rapid 2018-nCaV IﬂGﬂﬂ‘Cﬂrﬁn
Test Card = a fabulous supplement 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 disease is 1- uaqu nuuynuysmmm-
nfectious.

present, theee is no specific treatment for the disease.

Thwre are seveeal days of incubation perod afler infected by 2019-nCoV. IgM antibodies can be dalectsd
soon aker incubation period and keep for a short time. IgM positive in blood samples can be an indicator of
acute infection. IgG anibodies appear after faw days of ncubation perod and keep for & lang time. IgG
Mlnmmm»nmmmm«mm.

MN'WWwMNTﬂ’ anhd“‘ Maonss anti-
human igM and human IgG as two
mlullhumNNWIN)hNMMWNMMuWWWhNDﬁ

specific antibedies (IgM andlor igG) of 2019

Moves further an the membrars 10 e test rmgion where i s caphured by e ans-humsn Igh andior human
gG coated on the 1o formation of a colored band, which indicates a posive
1081 resulls. Mdmnmmmmummcmwmnmn
muhuulmwmu-umnmmuum property, regarciess of the
Dresance of absence of ant-2019 novel

MATERIALS PROVIDED
! Rapid 2018.nCaV IgGiight Combo Test Card
2, Sempie bufler
3 2 i capitary ppet
4. Instructions for Use
MATERIALS REQUIRED BUT NOT SUPPLIED
Clock or timer, safety lancets, aicohol prep-pad, specimen collection container, centrifuge, biohazand waste
container. deposable gioves, dsinfectant

STORAGE

1. Store the test devioe at 4 to 30°C in the ariginal sealed pouch. Do Nat Freeze.

2. The expiration dale indicated on the pouch was estabished under these conditions.

3.The test device should remain in #s ariginal sealed pouch unti ready for use. After apening, the test
device should be used immediately. Do not reuse the device.

PRECAUTIONS
1. For professional in vitro dagnossc use only.
product beyord the expiration date
! Do not use $he product if the pouch is damaged or the seal is broken.

Page 1 o2

4. Mardle al specimens as potentialy infectious.
SFWWWMN“MMGMM“W of patentially
infectious materal. When the assay procedure is completed, dispose specimens afler autociaving at 121° C
hlmﬂmnuMmﬂhO!%MmWh!-zm

2. Heat of whi and proten avoided.
3. Patient samples have 1 best han tested afler collection. It are 1o
be stored, the red blood cells should be removed to avoxd hemolysis. If the assay is not performed
immediately, senm of plasma specimens may be refrigerated 81 2-8°C up 1o 3 days. For long-lerm slorage,
froeze the specimen at -20°C for 3 months or -TO°C for longer periods. Allow samgie to reach room

temperature proceeding.
4. Sodium azide can be added as a presernvalive up to 0.1% without affecting the test nesults.
QUALITY CONTROL
1. The control band is an infernal reagent and procedural control. It will appear if the test has been
reactive,

2. Good Laboratory Practice recommends the daly use of cantrol mnmnmum
device, Control materiais which anme nol provided with this 1est ki ane commercially avail

Bring the kit components to reom temperature before testng.

Open the pouch and remove the Card. Once opemed, the test card must be used
imenediatel

Label the test card with patient idensty.

specman to the “S1° area as marked.

Add 2 drops of semple buffer | Read te result at 15 minutes. A sirang posifive sampie may
(mnmd.:’ B0-100pL) to well | show result earfier

Merked se ¥, Note: Resuits after 20 minutes may not be accurate.
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A\ 2019-nCoV
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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.
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.

Products description:
COVID-19 Self-test Kit

Production caiaciti:
Price ier 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

g N R AIE
PEOPLE’S REPUBLIC OF CHINA
BEIT 2800 o L1 83 fiEIE B
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHRF: WM R 20200115 %
Certificate NO.: Min Xia Yao Jian Xie Chu No. 20200115 %

FRAK: WERRME (2019-nCoV) Ig6/IgM PRI RME (Rikdk)
Product(s): 2019-nCoV IgG/Igh Combo Test

AHDF: 1 AR/E, 25 AR/E, 0AR/E
Model: 1 Test/Kit, 25 Tests/Kit, 40 Tests/Kit

AL, MITHRAESMBASRAT
Manufacturer: Xiamen Boson Biotech Co., Ltd.

AR BT RN T X KR 00-04 §
Address of manufacturer: 90-94 Tianfeng Road, Jimei North Industrial Park,
Xiemen, Fujian, 361021 P.R.C

BT BRI 04 REEF: @M 20200008

Exportation Registration certificate(s): Min Xia 20200008
gggi%ﬁ‘ﬁ*&* EEA, MAREAFETH, AEEAFSHD
This is to.nenify 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.

EFAKENME: 2022 % 03 A 098
This certification valid until: 2022-03-09
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Prodiuct Service

Certificate

No. Q5 061317 0005 Rev. 00

Holder of Certificate: Xiamen Boson Biotech Co., Ltd.
90-94 Tiznfeng Road
Jimei North Industrial Park
361021 Xiamen, Fujian
PEOPLE'S REPUBLIC OF CHINA

ility(i : Xiamen Boson Biotech Co., Ltd.
Fat:lllty(les). 90-94 Tianfeng Road, Jimei North Industrial Park, 361021
Xiamen, Fujian, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:  Design and 2nd D of
P In Vitro Diagnostic kits for detection of Infection Diseases,
Tumour Markers, Drug Abuse, Hormones, Cardiac Markers
and Related Biomaterial

i B EN ISO 13485:2016
Applied Standard(s): Medical devices - Quality management systems -

Requirements for regulatory purposes
(IO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV S8UD Product Service GmbH certifies that the company mentioned
above has lished 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: 2021-1030
5.1.2e
Date, 20180927
Page 1 of 1

TOV SUD Product Service GmbH  Certification Body + Ridlerstrae 65 + 80339 Munich + Germany
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