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The 2019 novel coronavirus, abbreviated as SARS-CoV-2, is a new strain of coronavirus discovered in the human body. The symptoms of the virus
are fever, fatigue, dry cough, and progressive dyspnea. In severe cases, the symptoms are acute respiratory distress syndrome, septic shock,
metabolic acidosis and coagulation dysfunction that can’t be reversed. The virus has been confirmed the capacity of human-to-human transmis-
sion; the shortest incubation period of the virus is only 1 day, while the longest is 14 days. The patients in incubation period is contagious and there
is no specific treatment for the disease. Once infected with a new virus, the body's immune system will start to defend and produce specific

antibodies. Generally, IgM antibody will appear in 1-2 weeks and IgG antibody will appear in 4 weeks.

IgM antibody is the first antibody in the first humoral immune

response, and it is the "first force" to fight against infection. IgM
antibody detected in serum indicates a new infection, which can Test
. . . ) . } sample Serum. plasma or whole blood
be used for early diagnosis of infection. The detection of IgG P
antibody can be used for the overall diagnosis of infection.
destlelgtrl 1.") Rapid detection of novel coronavirus
time within 15 minutes ( SARS-CoV-2)
* Intended use
No _ )

This kit uses immunocolloidal gold chromatography to detect 'nsfr:" N(_) need for lnsltruments.and equipment,
novel coronavirus I[gM/IgG antibodies in human serum, plasma or mentation suitable for rapid screening

required
whole blood in vitro.

Suitable . .

for Screening for suspected novel coronavirus
prlmary patients
screening
* Product information
Product name Specifications Storage Conditions
Novel Coronavirus (SARS-CoV-2) Antibody (IgM / IgG) Test 20 tests/box, 50 tests/box 4 ~30°C storage in dark and dry

Shanghai Outdo Biotech Co.,LTD.
3F Building 2, 3F Building 4, 3F Building 5, No.151 Libing Rd., Pilot Free Trade Zone, 201203 Shanghai, PEOPLE” S REPUBLIC OF CHINA




Shanghai Outdo Biotech Co.,LTD.
Shanghai Engineering Center for Molecular Medicine
National Engineering Center for Biochip at Shanghai

Schematic diagram of blood collection process

Before the test, the user manual must be read
completely, and the reagent card and blood sample to
be tested must be balanced to room temperature before
use.

Before use, take out the reagent card from the original
packaging aluminum foil bag and place it horizontally.
The test reagent shall be used as soon as possible after
the aluminum foil bag is opened.

'

Before blood collection, try to make your
hands warm, ruddy and full of blood.
Gently rub and press the finger tips to
collect blood for 1-2 minutes. See the
reference drawing for blood collection
parts. It is recommended to use the outside
of ring finger or little thumb.

Sterilize the blood sampling finger with medical alcohol cotton ball, and wait for
alcohol to volatilize completely about half a minute later, Use disposable blood

collection device for blood collection

*

Remove the blood collector protective cap.

Press the finger to be taken blood with the
thumb, and expose the blood taking part (for
example, take blood from the outside of the
thumb, that is, press the inside of the thumb
with the thumb). Place the end face of the
blood taking needle on the selected blood
taking part, and then press it to the end.
When you hear the "click" sound, it means
that the needle has been finished.

Gently squeeze the head of the
disposable blood collection vessel,
and then release it slowly. Under the
negative pressure, fingertip blood
will be collected into the blood
collection vessel. Please avoid
bubbles when sampling.

'

Squeeze a drop of fingertip blood [

sample (about 10ul) collected from
blood collection vessel into the

sample hole of reagent card, and then
immediately add two drops of
diluent (about 70ul).

The results were observed D N
within 15 minues NoNaniin

Other precautions

1. Please read the test results within 15 minutes after sample addition in strict
accordance with the instructions.

2. Select the place with bright light when interpreting the results; if you are
too old to interpret the results accurately, you can seek help from people
around you.

3. In the process of this test, it is necessary to contact the blood sample,
please use the applicable blood protection measures to deal with the relevant
test materials; the blood sampling needle is a disposable item, do not share
the blood sampling needle or equipment with others, and be sure to use a new
sterile blood sampling needle.
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Interpretation of Results

[ Positive results ]
A red strip appears both on the control line (C-line) and the test line (T-line) of the cassette.

[ Negative results ]
A red strip appears only at the control line (C-line) of the cassette.

[ Invalid results ]
No red strip appeared on the test line or the control line of the cassette, or only a red line appeared on the test line,

but no strip appeared on the control line.

[ Description of test results ]
1. When the test results show "negative", but relevant symptoms still occur, it is recommended to conduct further

examinations in time to confirm the cause.
2. When the test results show "positive", it is recommended to conduct further review immediately.
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& __

Y 4

Novel Coronavirus (SARS-CoV-2) Antibody (IgM / IgG) Test

Instruction for use

[Product Name)

Novel Coronavirus (SARS-CoV-2) Antibody (IgM / IgG) Test

[Packing Specifications]

1 test/bag, 1 test/box, 20 tests/box, 50 tests/box.

[Intended Use]

This kit uses immunocolloidal gold chromatography to detect novel coronavirus IgM/IgG antibodies in
human serum, plasma or whole blood in vitro.

The 2019 novel coronavirus, abbreviated as 2019-nCov, is a new strain of coronavirus discovered in the
human body and outbreaked in Wuhan in the end of 2019. The symptoms of the virus are fever, fatigue,
dry cough, and progressive dyspnea. In severe cases, the symptoms are acute respiratory distress syndrome,
septic shock, metabolic acidosis and coagulation dysfunction that can’t be reversed. The virus has been
confirmed the capacity of human-to-human transmission; the shortest incubation period of the virus is only
1 day, while the longest is 14 days. The patients in incubation period is contagious and there is no specific
treatment for the disease. Once infected with a new virus, the body's immune system will start to defend
and produce specific antibodies. Generally, IgM antibody will appear in 1-2 weeks and IgG antibody will
appear in 4 weeks.

[Principle of the Procedure]

This product adopts the method of immunochromatography, the detection card contains colloidal gold
labeled novel coronavirus recombinant antigen and gold labeled rabbit IgG antibody, and is coated with
the mixture of anti-human IgM and anti-human IgG in the nitrocellulose-membrane detection line. The
quality control line is coated with goat anti-rabbit IgG. When testing, if there is a novel coronavirus
antibody in the sample, then the "(novel coronavirus antigen colloidal gold)-(coronavirus antibody)-(anti-
human IgM/IgG)" complex is formed in the nitro cellulose membrane detection line to coagulate and
display color, indicating a positive result. In the absence of antibodies to the novel coronavirus in the
sample, the complex formed is insufficient to coagulate to produce color, indicating a negative result.

The product adopts the solid phase colloidal gold immunochromatographic technology. The detection
cassette contains the gold-novel coronavirus recombinant antigen conjugate and the gold-rabbit IgG
conjugate. The Test Line (anti-human IgM and anti-human IgG) and the Control Line (Goat anti rabbit IgG)
are pre-coated on the surface of the NC membrane. When sample added, if there are enough antibodies to
novel coronavirus, it migrates through the conjugate pad, reconstitutes and mixes with the colloidal gold-
antigen conjugates. The mixture continues to migrate through the NC membrane to the anti-human IgM
and anti-human IgG that present on the membrane. A red line will be visible in the strip, indicating a
positive result. If antibodies to novel coronavirus are absent, or are present at very low level, then no color
will appear in the Test Line, indicating a negative result.

[Materials provided]

1. Detection cassette: coated novel coronavirus recombinant antigen colloidal gold, rabbit IgG colloidal
gold, anti-human IgM, anti-human IgG, Goat anti-rabbit IgG

2. Instruction for use (1 copy)

3. Sample diluent. The main component is phosphoric acid buffer

4. Materials required but not provided: sampler, timer and blood collector.
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[Storage Requirements and Validity]

4 ~30°C storage in dark and dry, the validity is tentatively 12 months.

Freezing or use after expiration is prohibited.

Production date and expiry date are shown on the packaging label.

[Sample Requirements]

(1) This kit can be used for the detection of serum, plasma or whole blood.

(2) Serum and plasma specimens can be stored at 2~8°C for up to one week from time of draw, or at frozen
(<-20°C) and avoid repeated freezing and thawing; whole blood samples must be fresh.

(3) Whole blood and plasma sample can be prepared with EDTA, heparin or sodium citrate as anticoagulant.
[ Test Procedure]

Read the Instruction for use thoroughly before test and equilibrate all reagents kit and samples to room
temperature before testing.

1. Take out a test cassette from a foil pouch before use, and place it on a flat surface. Test reagents should
be used as soon as possible after the foil bag is opened.

2. Use the pipette to absorb 10uL sample, add it into the sample hole, and add two drops (about 70uL)
diluent immediately.

3. Observe the results within 15 minutes after sample addition.

™" Serum
¥ plasma . .
i whole Blogd . Sample diluem
| : — L b/ — Result
! g T y ) 5 T C within
15 minutes

[Cutoff for Test]

Judging by visual observation results:

Positive result: A red strip (regardless of the depth of color rendering) can be observed with the naked eye
at test line

Negative result: No red strip can be observed with the naked eye at test line.

control line E |
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hole |
Positive results Negative results Invalid results
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[Interpretation of Results]

Positive results: A red strip appears both on the control line (C-line) and the test line (T-line) of the cassette.
Negative results: A red strip appears only at the control line (C-line) of the cassette.

Invalid results: no red strip appeared on the test line or the control line of the cassette, or only a red line
appeared on the test line, but no strip appeared on the control line.

Description of test results:

1. When the test results show "negative", but relevant symptoms still occur, it is recommended to conduct
further examinations in time to confirm the cause.

2. When the test results show "positive", it is recommended to conduct further review immediately.
[Limitations of the Procedure]

1. This reagent is only used to detect IgM/IgG antibodies against novel coronavirus in human serum,
plasma or whole blood/finger samples. Other body fluids and samples may not get correct results.

2. The reagent is a qualitative reagent.

3. Follow the instruction for use strictly for the test.

4. The test results obtained by other methods are not directly comparable with that of this product.

5. The test results of this kit are for reference only and shall not be used as the sole basis for clinical
diagnosis and treatment. The clinical management of patients should be considered in combination with
their symptoms, signs, medical history, other laboratory tests and treatment responses.

6. There may be suspicious results due to the operation and samples. At this time, repeated tests should be
conducted to ensure the consistency of the results.

[Product Performance Indicators]

1. Negative reference: to test the negative reference of enterprises, the test results should be all negative,
that is, the coincidence rate of negative is 100%

2. Positive reference: the enterprise positive reference should be tested, and the test results should be all
positive, that is, the positive coincidence rate should be 100%.

3. Minimum detection limit: the minimum detection limit reference of the testing enterprise shall be
positive.

4. Precision: the precision reference of the enterprise shall be tested for 10 times. The reaction results shall
be consistent, and the chromaticity shall be uniform.

[Attentions)

1. This product is only used for in vitro diagnosis. Please read this manual carefully before use.

2. If the aluminum foil bag of test card is found broken, it should be discarded.

3. All samples and materials in the testing process shall be handled in strict accordance with the operating
standards of the infectious disease laboratory.

4. Please ensure that sufficient samples are used for testing. Insufficiency may lead to invalid results.

5. This product is visual reading result. In order to ensure the accuracy of the reading result, please do not
read the result in dim light.

6. Hemolytic samples should not be used for testing.

7. Samples containing a higher titer of heterophobic antibodies or rheumatoid factors may affect the
expected results.

8. This kit is suitable for the initial screening of patients with suspected novel coronavirus, and the final
results should be determined by the clinician in combination with clinical symptoms and other laboratory
test indicators.
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[References)

1. "Pneumonia diagnosis and treatment program for novel coronavirus infection" of the National Health
Commission of People’s Republic of China (Trial Version 7)

2.World Health Organization: Clinical management of severe acute respiratory infection when Novel
coronavirus (nCoV) infection is suspected: Interim Guidance

[Manufacturer]

Manufacturer: Shanghai Outdo Biotech Co.,Ltd.

Production address: 3F Building 2, 3F Building 4, 3F Building 5, No.151 Libing Rd., Pilot Free Trade
Zone, 201203 Shanghai, PEOPLE’S REPUBLIC OF CHINA

Telephone: 86-21-51371392

Fax: 86-21-51320287

E-mail: ivdsales@shbiochip.com

[EC REP]

MedPath GmbH

Mies-van-der-Rohe-Strasse 8,80807 Munich,Germany

Tel: +49(0)89-189174474 c E
Fax:+49(0)89-54858884
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ISO 13485

(Akks

Akkreditterungssiele
D-Tha- 115350700

Certificate

No. @5 086139 0003 Rev. 01

Produsct Sarvica

Holder of Certificate: Shanghai Outdo Biotech Co., Ltd.
3F Building 2, 3F Building 4
3F Building 5, Mo, 151 Libing Rd.
Pilot Free Trade Zone
201203 Shanghai
PEOPLE'S REPUBLIC OF CHIMA

Etali . Shanghal Qutdo Bistech Co., Ltd.
Famlltﬂles]. 3F Building 2, 3F Building 4, 3F Building 5, No. 151 Libing Rd.,
Pilot Fres Trade Zome, 201203 Shanghai, PEOPLE'S REPUBLIC
OF CHINA

Certification Mark:

e of Certificate:  Design and Development,
SGoR Production and Distribution of

in Vitro Diagnostic Kit using PCR
and Rapid Test Technologies
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i . EN IS0 134852016
Applied Standa rd(s): Madical devices - Quality management systems -

Requirements for regulatory purposes
{150 13485:2016)
DM EN 150 13485:2016

The Certification Body of TUW SUD Product Service GmbH certifies that the company mentioned
above has astablished and is maintaining a quality management system, which meats the
requiraments of the listed standard(s). See also noles overeal,

Report No.; SHZ0EO0S07
Valid frem: 2020-03-19
WValid until: 2023-03-18

COD

Date, 2020-03-04 Christoph Dicks
Head of Certification/Natified Body

ZERTIFIKAT & CERTIFICATE

AL TODRAT

Page 1of 1
TOV S0D Product Service GmbH « Certification Body « Ridlersiralle 65 » 80339 Munich - Germany
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EC-Registration Certificate MedPath

Directive S8/TYEC on In Vitro Diagnostic Medical Devices (IVDD), Article 10
No. R ADO1 38/A Rev. 01

Manufacturer: Shanghai Outdo Biotech Co., Ltd.

3JF Building 2, 3F Building 4, 3F Building 5. No.151
Libing Rd., Pilot Free Trade Zone, 201203 Shanghai,
PEOPLE'S REPUBLIC OF CHINA

Product See Appendix A ‘ €
Category(ies):

This is to certify that, in accordance of the In Vitro Diagnostic Medical Devices Directive
SBITHEC, MedPath GmbH agrees o perfarm all duties and responsibilities as the Authorized
Representative for the aforementioned manufacturer as stipulated and demanded by the
aforamentionad Directive. The German Competent Authority is notified of the manufacturers
medical device(s) and has allecated registration numbers shown in Appendix A, The
manufacturer has provided MedPath GmbH with the appropriate Declaration{s) of Conformity
confirming that the medical device(s) fulfilsfulfill the applicable requirements of the

(A
SN

Date, 20200310 i te i amOH
Tl 055 1891 74474 -Fax O85-54558084

MedPath GmbH « Mies-van-der - Rohe- Sirasse § » BOBOT Munich « Germany
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DON)
N/
MedPath
Appendix A
Products Class EDMA Code | Form No, | Registration number

Movel Caranavirus Others = Eew 00154146 . o —

[SARS-CoV-2) Antibody

(IgMgG) Test

MedPath GmbH

-D-B0807 Minchen
Tl 055 1801 744 74 - Fax 080-S4iessag

C€
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MedPath GrbH » Mies-van-der-Rohe - Sirasse 8 « B0B0T Munich « Germany
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Declaration of Conformity

TS

DECLARATION OF CONFORMITY

Manufacturer: Shanghai Outdo Biotech Co., Ltd.

Address: 3F Building 2, 3F building 4, 3F Building 5,
Mo. 151 Libing Rd., Filot Free Trade Zone,
201203, Shanghai, People’s Republic of China

VD Medical Devices:
Novel Coronavirus (SARS-CoV-2) Antibody (IgM/IgG) Test

We, (Shanghai Outdo Biotech Co., Ltd.) declare and ensure with sole responsibility that products
listed above meet the applicable requirements of the European In Vitro Diagnostic Directive
98/ 79/EC. All supporting documentation is retained at the premise of the manufacturer.

Device Classification: Others VD

Conformity Assessment Route: Annex I, except section 6.

EC Authaorized Representative: Medpath GmbH

Address: Mies-van-der-Rohe-5trasse 8, B0E07 Munich, Germany

General applicable Directive: Directive 98/79/EC of the European Parliament and of
the Council of 27 October 1998 on In Vitro Diagnostic
Medical Devices.

Start of CE-mark: March 12, 2020

Date: March 12, 2020
Name: Xiaoyan Zhang -"
Title: vice general manager
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Trial Laboratory Report

Trial product: Novel Coronavirus (SARS-CoV-2) Antibody (IgMIgG) Test
Trial time: February 19,2020

Sample type: serum, plasma or whole blood

Trial result:

Negative compliance rate: 315/319X100%=98.75%
Positive compliance rate: 252/281X100%=89.68%
The total coincidence rate: (315+252) /600 X 100%=94.50%
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Trial Laboratory Report
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Trial Laboratory Report
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MSDS (Material Safety Data Sheet)

Product identifier
Product name

MATERIAL SAFETY DATA SHEET Page: 1

IgMigG antibody detection kit for novel coronavirus
(2019-nCov) (colloidal gold immunochromatography )

1. IDENTIFICATION OF THE PRODUCT AND OF THE COMPANY/UNDERTAKING

Revision Date: 18/03/2020
MSDSE Mumber, SD5202003162665
Version. 1.0

IgMigG antibody detection kit for novel coronavirus (2019-
nCov) (collsidal gold immunochromatography)

Recommended use of the chemical and restrictions on use
Identified use

Detalls of the supplier of the safety data
sheat

Shanghai Outdo Bictech Co.Lid.
Building 5, No.151 Libing Road,

Fer in wvitro diagnostic use only

Emergency telephone number

Ted: +BB6-13952516036, or contact your local
emergency telephone number.

Product Information

wmm

Pudong District. Shanghai, 201203, Tel: +88-13852516036
C:im. * E-mail; chenxi@shbiochip,com

2. HAZARDS IDENTIFICATION
Emergency Overview
This product is not considered as hazardous according to China GB standards(GB30000-2013).

GHS-Classification- China standards{GE30000-2013)
This product is not considered as hazardous according to China GB standards(GB30000-2013).
GHS-Labelling- China mmmqﬁ&mniaj
Hazard piciograms Mot applicable
Signal word Mot applicable
Hazard statements  Not applicable

Precautionary statements P tian:

P101 i medical advice iz needed, have product container or label

at hand.

P102 Keep out of reach of children,
P103 Read label before use.

Response:
Mot applicable
Storage:

Mot applicable

RivoChem *

i :n.upu.lu.u- mmuuuﬂ,um—mmuummmnm ot bt 8 e VA e [l by
i o8 e regrnduned o pucaly salsths SR i RATR

o Boascy of e inkeration s B,

i/a

Shanghai Outdo Biotech Co.,LTD.

3F Building 2, 3F Building 4, 3F Building 5, No.151 Libing Rd., Pilot Free Trade Zone, 201203 Shanghai, PEOPLE” S REPUBLIC OF CHINA




Shanghai Outdo Biotech Co.,LTD.

‘llﬁi it EE!PZ Shanghai Engineering Center for Molecular Medicine

V OUTDO BIOTECH National Engineering Center for Biochip at Shanghai

MSDS (Material Safety Data Sheet)

MATERIAL SAFETY DATA SHEET o P2
IgMIgG antibody detection kit for novel coronavirus MSDS Number: 5032"2:’”%152253

(2019-nCov) (colloidal gold immunochromatography )

Disposal:
Mot applicable

Physical and chemical hazards

Met classified based on available information.

Health hazards

Mot classified based on available infarmation,
Environmental hazards

Met classified based on available information.

Other hazards which do not result in classification
No data available.

3. COMPOSITIONINFORMATION ON INGREDIENTS

Product type © Mixture
Hazardous components
This product does not contain any hazardous components required to reporting in this section according
to relevant regulations.
4. FIRST AID MEASURES
General advice . Show this safety data sheet to the doctor in attendance.
If inhaled . Not required under normal conditions of use,
Mave to fresh air.
If unconscious place in recovery position and seek medical
advice

If symptoms persist, call a physician.

In case of skin contact . Not required under normal conditions of use.
Wiash off with soap and plenty of water.
Consult a physician.

In case of eve contact . Not required under normal conditions of use,
Flush eyes with water as a precaution.
Remowve contact lenses.
Protect unharmed eye,
If symploms persist, call a physician.

If swallowed Mot required under normal conditions of use.

. .
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MATERIAL SAFETY DATA SHEET Page: 3

Revision Date: 16/0372020

IgM/igG antibody detection kit for novel coranavirus MSDS Number: SDS202003182865

{2018-nCov) (colloidal gold immunochromatography) Vaeslon: 1.0
Rinse mouth with water.
If symploms persist, call a physician.
MNotes to physician
Symptoms : We have no descriplion of any toxic symploms,
Treatment o Treat symptomatically.
5. FIREFIGHTING MEASURES
Suitable extinguishing media . Use extinguishing measures thal are appropriate to local
circumstances and the surrounding environment.
Use water spray, alcohol-resistant foam, dry chemical or carbon
dioxide.
Unsuitable extinguishing media . For this product no limitations of extinguishing agents are given.
Specific hazards during . Combustible. Development of hazardous combustion gasas or
firefighting vapors possible in the event of fire.
Special protective equipment for . Stay in danger area only with self-contained breathing apparatus
firafighters Prevent skin contact by keeping a safe distance or by wearing
suitable protective clothing.
Further information . Fire residues and contaminated fire extinguishing water must be

disposed of in accordance with local regulations,

6. ACCIDENTAL RELEASE MEASURES

Personal precautions . Do not breathe vapors, aerosols. Ensure adequate ventilation.
Evacuate the danger area, observe emergency procedures,
consult an expert.

For personal protection see section 8.
Enwvirenmental precautions . Prevent product from entering soil, drains and waterways.
Methods for cleaning up . Collect, bind, and pump off spills. Observe possible material

restrictions (see sections ¥ and 100, Take up carefully with liquid-
absorbent material. Clean up affected area. Keep in suitable,

closed containers for disposal,
Additional advice . Comply with all applicable national and local regulations.
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MSDS (Material Safety Data Sheet)

MATERIAL SAFETY DATA SHEET Ny
IgMIgG antibody detection kit for novel coronavirus MSDS Number: 5032"2:’”%152253

(2019-nCov) (colloidal gold immuncchromatography)

7. HANDLING AND STORAGE

Handling
Advice on safe handling . Work under hood or special environment,
Da not inhale reagents.
Avoid generation of vapors/aercsols.
For personal protection see section B
Dispose of rinse water in accordance with local and naticnal
regulations,
Advice on protection against fire . Normal fire protective measure,
and explosion
Storage
Requirements for storage areas . Tightly closed. Keep in a well-venlilated place. Keep locked up
and containers or in an area accessible only to qualified or autherized persons.
Store in according to instruction.
Materials to avoid : None known.
Other data . Hazardous decomposition products formed under fire conditions.

= Carbon oxides.

8. EXPOSURE CONTROLS/PERSOMAL PROTECTION

Components with workplace control paramaters
Containg no ingredient with known occupational exposure limit,

Components CAS-No. Value type (Form of Control Basis
axposura) parameters /
Pemissible
conceniration
GBZ 2.1-2007

Engineering measures
Technical measures and appropriate working operations should be given priorty over the use of personal

profective equipment.

Personal protective equipment

Respiratory protection . Respiratory protection is required when vaparsiaerosals are

generated.

Hand protection . Protective gloves,

Eye protection . Safety glasses.
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MSDS (Material Safety Data Sheet)
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MATERIAL SAFETY DATA SHEET Revision Date: 1 P’ﬂgm

IgM/igG antibody detection kit for novel coranavirus MSDS Number, SDS202003152865

{2019-nCov) (colloidal gold immunochromatography) Version. 1.0
Skin and body protection : Protective clothing,

Hygiene measures

: Immediately change contaminated clathing.

Wash hands before breéaks and at the end of workday.
When using do not eat or drink.

8, PHYSICAL AND CHEMICAL PROPERTIES

Appearance

Physical state/appearance
Odour
Odour Threshold

Safety data

Flash point

Ignition temperature
Lower explosion limit
Upper explosion limit
Flammability (solid, gas)
Oxidizing properties
Auto-ignition temperature
Decomposition temperature
Molecular weight

pH

Melling pointfreezing point
Bailing paint

Sublimaticn point

Vapour pressure

Density

Bulk density

Water solubility

Partition coefficient: n-
octanoliwater

Solubility in other solvents
Viscosity, dynamic
Viscosity, kinematic

Flow time

Impact sensitivity

Relative vapour density
Surface lension

Evaporation rate

RivoChem o
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: Diagnostic kit containing 1 bottles of liquid reagent.
o Slight odour
: Mo data available

: Mo data available
: Mo data available
. Mo data available
: Mo data available
- Mo data available
: Mo data available
: Mo data available
: Mo data available
© Mo data available
: Mo data available
: Mo data available
: Mo data available
: Mo data available
: Mo data available
. Mo data available
: Mo data available
. Soluble in water

. No data available

: Mo data available
: Mo data available
© Mo data available
. Mo data available
© Mo data available
: Mo data available
: Mo data available
: Mo data available
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MSDS (Material Safety Data Sheet)

MATERIAL SAFETY DATA SHE

ET

IgMigG antibody detection kit for novel coronavirus

Page: &
Revision Date: 168/03/2020
MSDSE Number: SDS202003162665

{2018-nCov) (colloidal gold immunochromatography) Vemlon: 14
10, STABILITY AND REACTIVITY
Hazardous reactions . Non-reactive under normal use, storage and transport
canditions.
Chemical stability . The product is chemically stable under standard ambsent
conditions (reom temperatura).
Conditions to avaid ¢ Avoid direct sunlight expasure and kow or high temperature.
Materials o avoid . None known.
Hazardous decomposition . Hazardous decomposition products formed under fire conditions,
products = Carbon oxides.

1. TOXICOLOGICAL INFORMATION

Acute toxicity

Mot classified based on available infarmation.

Skin corrosionfirritation

Mot classified based on available information.

Serious eye damageleye irritation

Met classified based on available information,

Respiratory or skin sensitisation
Skin sensitisation

Mot classified based on available information,

Respiratory sensitisation

Mot classified based on available information.

Germ cell mutagenicity

Mot classified based on available information.

Carcinogenicity

Mot classified based on available information.

Reproductive toxicity

Mot classified based on available information,

RivoChem o
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MATERIAL SAFETY DATA SHEET Page: 7

IgMigG antibody detection kit for novel coronavirus

Revision Date: 18/03/2020
MSDSE Mumber, SD5202003162665
Version. 1.0

(2019-nCov) (colloidal gold immunochromatography )

STOT - single exposure

Mot clagsified based on available information,
STOT - repeated exposure

Mot classified based on available information,
Aspiration toxicity

Mot classified based on available information.

12. ECOLOGICAL INFORMATION

Ecotoxlcity
Ecatoxicology Assessment
Acute aquatic loxicity o Not classified based on available information,

Chronic aquatic toxicity :  Not classified based on available informaticn.

Persistence and degradability
Mo data available

Bicaccumulative potential

Partition coefficient: n- . Mo dala available
octanoliwater

Muobility in soil
No data available

13. DISPOSAL CONSIDERATIONS

Disposal methods

General advice . Dispose of in accordance with all applicable local, state and
federal regulations.

14, TRANSPORT INFORMATION

International transport regulations

CHINA ROAD/US DOTiLand transport, JTIT 617-2018)
UN Number: net regulatedinon-dangerous goods

Proper Shipping Name: N/A&

Hazard classes: N&

Packaging group: M
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MATERIAL SAFETY DATA SHEET Revision Date 15;53?33:23

MEDSE Mumber: SDS202003162665

IgWilgG antibody detection kit for novel coronavirus o 1.0

(2018-nCov) (colloidal gold immunochromatography)

INTERMATIONAL MARITIME DANGEROUS GOODS(IMDG, 39-18)
UN Mumber: not regulatednon-dangerous goods

Proper Shipping Name; M/

Hazard classes: NiA

Packaging group: M/A

INTERNATIONAL AIR TRANSPORT ASSOCIATION(IATA, 61th edition)
UN Number: not regulated’non-dangerous goods

Proper Shipping Name: N/&

Hazard classes: MN&

Packaging group: M

15. REGULATORY INFORMATION

Regulations on the Control over Safety of Dangerous Chemicals (Decree Mo. 591 of the State Council of
the People's Republic of China)

Ganeral rules for preparation of chemical safety data sheet (GB18483-2008)

Rules for classification and labelling of chemicals{GB30000-2013)

Classification and labels of dangerous chemical substances commonly used  (GB13590-2009)

List of dangerous goods (GB12268-2012)

Classification and code of dangerous goods  (GB6944-2012)

16. OTHER INFORMATION

Further information
Revision Date: 16/03/2020

Disclaimer:

This MSDS is intended lo provide a brief summary of our knowledge and guidance regarding the use of
this material. The information contained here has bean compiled from sources considered by us to ba
dependable and is accurate to the best of our knowledge,

This information is offered in goed faith. Each user of this material needs to evaluale the conditions of

use and design the appropriate protective mechanisms o prevent employee exposures, property
damage or release to the environment. We assumed no responsibility for injury to the recipient or third

persons, or for any damage to any property resulting from misuse of the product.
**End of Material Safety Data Sheet***
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Certification for Safe Transport of

Chemical Goods

ZiE
By Air

L

Certification

-2
By Air

- .. o~ o
CNAS:.. W ZWMAHERPH

for Safe Transport of Chemical Goods

JEPRM LT 40
ML AR 1 TWRARNS (2019-nCoV) T/ TeGHL R AR CREW
w0 LT
Sample MName: Igh/IgG antibody detection kit for movel coronavirus
(201%-nCov) (eolloidal gald imsunochromstography)
Aiis :  ENTHEMHEERA
AR 0 LRSHEHHETRA

rg T DR AR T
Shanghal Research Institute of Chemical Industry Testing Co., Lid

NO.2020151455

T&E
By Air
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Certification for Safe Transport of
Chemical Goods

e i S

Cenification for Safe Transport of Chemical Goods NO. 220151455

Page 1/2
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Chingse

XX F
Sample Name L/ IgG antibody detection kit for movel coromavirus
L [(2019-1Cov) {colloidal gold imsunochromatography)

English
F-30K %) Loy M i
Consignor
& Ea Lt L R B ]

Manufacturer

k. A4 (M B i Rl £ CRERRAL N WD 610
Inspection Method.s and IATA Dangerous Goods Regulations (DGR) Blst Fdition

Procedures

FECURVE (O ERE 08 3 B ER KR . B0k
Aok S ek Mhite and blue Paper box(containing manifold reagents), Weak

Appearance & Ddor | *0F

1. RS (Hazards identification)
i

None,

¥ |2 SESMIATA DR BIRIR (Suggestion according to IATA DGR)

" o]l A PR ST e A A
The substance is not subject to IATA DGR

# | 3. N (Packaging requirements)
E

Nam,

TO-NErFOZTON ZO0=-daPO-m==Zmo—

B B 4 am 3 3:F H
Inspection Dete: 2200008 pupne pape, H00319  prrecyive buie ZVOHUH-18
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Certification for Safe Transport of

Chemical Goods

WL $

Cenification for Safe Transpor of Chemical Goods MO 200151455
Page 212
£xmn ¥ £ ®H =
Identification ems Identification Conclusion Results
BERREEE N L.

Identification of
Explosive Hazard

The product is not classified in Explosives.

SmamEtEy
Identification of
Flammable Hazards

EEY MRS,

The product is not classified in {lammable substance.

W e
Identification of

(xidative Hazards

VDA 0 ey L
The product is mot classified in oxidizing substances amsd
arganic perazides,

Wl e S B

Identification of

Toxic & Infectious
Hazards

AT A= b T R i
The precuct is not elassificd in toxic and infectious
sl tances,

£

/|

TR R
Identification of
Radicactive Hazard

o A D )
The product is not clossified in radicactive material.

o B B
Identification of

Corrosive Hazard

o T b R

The product is mot classificd in corrosives.

Fef Al 3
Identification of
other Hazards

it B 0 T JUE R

The product presents no other dangerous properties,

- 10~
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record form for export of medical device
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Size

£3

&R R R~ E£E

Product Picture Specification Size

(length*width*height) Gross Welght

1 Box 20 Tests 13.5*7.7*15cm 183 g
50 Boxs/ oo o
1 Carton 1000 Tests 75.5*34.8*40.5cm 11 kg
R~:13.5X7.7X15.0cm
&50BC &50BC

Novel Coronavirus (SARS-CoV-2)

Novel Coronavirus (SARS-CoV-2)
Antibody (IgM/IgG) Test

Antibody (1gM/IgG) Test

20T/Box
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