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Company profile

@ EELIN Shanghai Xinchaowu is the only Chinese company producing
CEATEC National Center

detection reagents with the background of state-owned
enterprises.

EMEAE ) | HERRRES _ o _ _

Biobank < BAFRER The founding team of Shanghai Xinchaowu is from a technical
background and has advanced research and industrialization
background.

ﬁ*ﬁ'@ﬁ — i A Skilled and well educated R & D staff, built with famous

scientists, Chengyuan Institute (16), hospital experts, etc.
HAHRR
e A good cooperation relationship with state and international
research centers. Chen Zhu, the leading scientist of Shanghai

Xinchaowu, is the former Minister of Health of China.

In their research team they have 16 academicians doing
scientific research in identification and neutralization of COVID
19 coronavirus.




Schematic diagram of blood collection process

Before the test, the user mamuazl mmust be read
completely, and the reagent card and blood szmple to
be tested must be balznced to reom temperature before

use.

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

*

Before blood collechion, try to make vour
hands warm, muddy and full of blood
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Gently squeeze the head of the
disposable blood collection wessel,
and then release it slowly. Under the
negative pressure, fingertip blood
will be collected into the bleod
collection wessel Please aveid
bubklas when sampling.

*

Squeeze a drop of fingertip blood
sample (about 10ul) collected from

Cutoff for Test
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Gently rub and press the finger tips to blood collection wessel into the
collect bloed for 1-2 minutes. See the sample hole of reagent card, and then
reference drawing for blood collection immediately add tweo drops of
paris. It 1s recommended to nse the outside diluent {about Tlul).

of nng finger or litile thumb.

Positive results Negative results Invalid results

Stenlize the blood samphing finger with meadical alcohol cotton ball, and wart for
alechel to volatilize completely about half 2 minute later, Use disposable bleod
collection device for blood collecton

Step 3
Remove the blood collector protective cap.
—.‘

Press the finger to be taken blood with the
thumb, and expose the blood takmg part (for
example, take bloed from the outside of the
thumb, that 15, press the inside of the thumb
with the thumb}. Place the end face of the
bloed taking needle on the selected blood
taking part, and then press it to the end
When you hear the "elick" sound, it means
that the needle has been finished

The results were observed
within 15 minutes,

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.

Other precautions

1. Please read the test results within 15 minufes after sample addifion in sirict
aecordance with the instructions.

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

[ 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.

around youw

3. In the process of this test, 1t 15 necessary to contact the blood samplas,
pleasza use the applicable blood protechion measures to deal with the relevant
test matenials; the blood sampling needle is a disposable item. do zot share
the blood sampling needle or equipment with others, and be sure to use a new
sterile blood sampling needls.

[ Description of test results ]

1. When the test results show "negative", but relevant symptoms still occur, 1t 15 recommended to conduct further
examinations in time to confirm the cause.

2. When the test results show "positive", 1t 1s recommended to conduct further review immediately.
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Novel Coronavirus (SARS-CoV-2) Antibody (IgM / IgG) Test

Instruction for use

[Product Name]

Movel Coronavirus (SARS-CoV-2) Antibody (TeM / TeG) Test

[Packing Specifications]

1 test'bag, 1 testbox, 20 testz'box, 50 testz/box.

[Intended Use]

This kit uses immumocolloidal gold chromatography to detect novel coronavirus Igh/IgG antibodics in
human serum, plasma or whele bleod in vitre,

The 2019 novel coronavirus, abbreviated as 200%-nCov, is a new strain of coronavirus discovered in the
human body and outhreaked in Wohan in the end of 2019, The symptoms of the virus are fever, fatigue,
dry cough, and progressive dyvspnea, In severe cazes, the symploms are acule 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 petiod is contagious and there is no specific
treatment for the disease, Onee infected with & new virug, the body's immune system will start to defend
and produce specific antibodies. Generally, Igh antibody will appear in 1=2 weeks and 1gG antibody will
appear in 4 weeks.

[Principle of the Procedure]

This product adopts the method of immunochromatography, the detection card containg colloidal gold
labeled novel coronavirus recombinent antigen and gold labeled rabbit gl antibody, and is coated with
the mixture of anfi-human Igh and anti-human IgG in the nitrocellnlose=membrane detection line, The
quality control line is coated with goat anti=rabbit IgG. When lesting, if there is a novel coronavirus
antibody in the sample, then the "(novel coronavirus antigen colloidal gold)=(coronavirus antibody -{anti-
Iman IghTepG)" complex is formed in the nitto cellulose membrane detection line to coagulate and
display color, indicating a positive result. In the absence of antibodies to the novel coronevinue 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 immunechromatographic technology. The detection
cassette contains the gold-novel coronavirus recombinant antigen conjugate and the gold-rabbit IpG
conjugate. The Test Line {anti-human TgM and anti-human TgG) and the Control Line {Goat anti rabbit TG
are pre=coated on the surface of the NC membrane. When sample added, if there are enough antibodies to
nowvel coronavirs, it migrates through the conjugate pad, reconstitates and mixes with the colloidal gold-
antigen conjugates, The mixture continues to migrate through the NC membrane to the anti=tuman Igh
and anti-human IgG that present on the membrane. A red line will be visible in the strip, indicating a
positive result, 1f 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 resulf.

[ Materials provided]

1. Dietection cassette: coated novel coronavires recombinant antigen colioidal gold, rabbit IgG colloidal
gold, anti=human [ghd, anti=human IgG, Goatl 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,

1/4

[Storage Requirements and Validity ]

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

Freezing or use alter expiration is prohibited, CEATEC
Production date and expiry date are shown on the packaging label.

[Sample Requirements]

(1) This kil can be used for the detection of serum, plasma or whale 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
{==207C) and avoid repeated freezing and thawing, whole blood samples must be fresh,

{31 Whole blood and plasma sample can be prepared with EDTA, heparin or sedium citrate as anticoagulant,
[ Test Procedure]

Read the Instruction for use thoroughly before test amd equilibrate all reagents kit and samples o reom
temperature before testing,

1. Take out & test cassette from a foil pouch before uge, and place it on a flat surface. Test reagents should
be used a3 soon as possible afler the foil bag is opened,

2. Use the pipette to absorh 10ul. semple, add it into the sample hole, and add two drops (about 700l)
diluent immediately,

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

;F' Fermm
plasra _
.r'. whade blood Sample diluent
i i = R —t———— [ F Res“it
i % T € i s T e HM-ilhin
15 minuties
[ Cutoff for Test]

Judging by visual ohservation results;
Positive result: A red strip (regardless of the depth of color rendering) can be obzerved with the naked eye
af test line

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

f——-1 Test line - -] i ] ——
4 {T-lime) | 1 ;
@ | — uhmwh e 1 m bologe |___:m
Positive results Megative results tvealid results
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[Interpretation of Resulis]

Positive results: A red sirip appears both on the control e {Caline) and the test line (T=ling) of the cassetie,
MNegative resulis: A red strip appears only at the control line (Caline) of the casselte,

Invalid resulis: no red strip appeared on the test lne or the control line of the cassette, or only a red line
appeared on the test ling, but no strip appeared on the control line,

Deseription of fest resulls:

1. When the test results show "negative”, but relevant symptoms still eccur, it 15 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. Thiz reagent is only used to detect 1gMTgG antibodies againgt novel coronavirns in human semm,
plazma or whole bloodfinger samples. Other body fluids and samples may not get correct results.

2. The reagent is a qualitative reagent,

3. Follow the instruction lor uge stretly for the fest,

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 symiptoms, signs, medical history, other laboratory tests and freatment responses,

6. There may be guspicions 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 resulis should be all negative,
that is, the coincidence rate of negative 15 100%

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

3. Mimimum detection [t the minimum detection fimit 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
he congistent, and the chromaticity shall be uniform,

[Attentions]

1. This product is only used for m vitre diagnosis, Please read this manual carefully before use.

2. 1f the aluminum foil bag of test card is found broken, it should be discarded,

3. Al samples and materials in the esting process shall be handled in strict accordance with the operating
standards of the infectiows disease laboratory.

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

5. This product 15 visual reading result. In order to ensure the accuracy of the reading result, please do not
read the result in dim light,

6, Hemalytic samples should not be uzed for testing,

7. Semples containing & higher tter of heterophobic antibodies or theumatoid factors may affect the
expected results,

8. This kil is suitable for the initial screening of patients with suspected movel coronavirus, and (ke final

results should be determined by the clinician in combmation with climical symptoms and other laboratory

test indicators,
304 C
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Certificate

Ne. Q5 086139 0003 Rev. 01
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EC-Registration Certificate MedPath

Directive 98/7TWEC on In Vitre Diagnostic Medical Devices (IVDD), Article 10
No. R ADD1 J8/A Rev. 01

Holder of Certificate: Shanghai Outdo Biotech Co., Ltd.
3F Bullding 2, 3F Buiiding 4
3F Building 5, No,151 Libing Rd.
Pilo! Free Trada Zone

201203 Shanghal Manufacturer: Shanghai Outdo Biotech Co., Lid,
PEOPLE'S REPUBLIC OF CHINA
3F Building 2, 3F Building 4, 3F Building 5, No.151
. Shanghal Outdo Bistech Co. Lid, ibsi i i
Facility(ies): - Blf:uing 2. 3F Bulting 4, 3F Buikiing 5, No.151 Libing Rd., Libing Rd., Pilot Free Trade Zone. 201203 Shanghai,

Pilot Frea Trade Zona, 201203 Shanghal, PEOPLE'S REPUBLIC
OF CHINA

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
BRITHEC, MedPath GmbH agrees 1o perform all duties and responsibilities as the Authorized
Representative for the aforementioned manufacturer as stipulated and demanded by the
aforementioned Directive. The German Competent Authority |8 notified of the manufaciurer's
medical device(s) and has allocated registration numbers shown in Appendix A. The
manutacturer has provided MedPath GmbH with the appropriate Declaration(s) of Conformity
confirming that the medical device(s) fulfiisfulfii the applicable regquirements of the

Certification Mark:

Sco f fi +  Design and Development,

pe of Certificate Praduction and Distribution of
in Vitro Diagnostic Kit using PCR
and Rapid Test Technologies

«  ENISO 134852018
Applied Standard(s): Medical devicss - Quslity manage . .
Requirements for regulatory purposes
{150 13485:2016)
DN EN IS0 13485:2016

The Certification Body of TOV SUD Product Service GmbH certifies that this company mantionad

abowe has established and is maintaining a qualty management system, which meats the aforementioned Directive

requirements of the ksted standard(s). See also notes owerlsaf

Report No.: SH2080507

Valid from: 20200319 (A
Valid until: 2023-03-18 ‘M‘

CQD

Date, 2020-03-04 Christoph Dicks
Hoad of Certification/Noftified Body (

CEATEC
o™

_ MedPath Gm|
Date, 2020-03-19 Mes-aror e Srasse s-omPrL
TEL0ES- 180074474 - Fax D85-545%8884

MpdPath GrbH « Mies- van-der-Rohe - Sieasse 8 « B0B0T7 Munich « Germany C
CEATEC

Pags 1ol 1
TOWV SOD Product Senice GmibH » Cortiiestion Body » Ridlerstralle 65 + 80338 Munich « Germany
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Appendix A
Products Clasa EDMA Code | Form No. | Registration number
Nowel Coronavinis Oihers ol 0154146 W
(SARS-CoV-2) Antibody
(lghtfigG) Test
MedPath GmbH

§-0-50007 Minchen
Tl D55 1891 T 74 - F e 080-Sa8szmy

@

CEATEC ed®sih GmbH « Mies-van- der-Bohe - Sirasss § « 80807 Munich « Germany
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DECLARATION OF CONFORMITY

Manufacturer: Shanghai Qutdo Biotech Co,, Lid.

Address: 3F Buiiding 2, 3F building 4, 3F Building 5,
No. 151 Libing Rd., Pilot Free Trade Zone,
201203, Shanghai, People’s Republic of China

VD Medical Devices:
Novel Caronavirus (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 Authorized Representative: Medpath GmbH

Address: Mies-van-der-Rohe-Strasse 8, BOB07 Munich, Germany

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

General applicable Directive;

Start of CE-mark: March 12, 2020




Trial Laboratory Report (Cc:@

CEATEC

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

Sample type: serum, plasma or whole blood
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Trial result:

Negative compliance rate: 315/319 X 100%=98.75%
Positive compliance rate: 252/281 X 100%=89.68% &
The total coincidence rate: (315+252) /600 X 100%=94.50%

.
FULL REPORT AVAILABLE UPPON REQUEST

TEST REPORT

.
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Shanghal Research Institute of Chemical Industry Testing Co., Lid
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PACKING
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Product Picture
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Specification

R

Size
{length*width* height)

£E

Gross weight

1 Box 20 Tests 13.5*7.7*15cm 183 ¢g
50 Boxs/ .
1 Carton 1000 Tests 75.5*34.8*40.5cm 11 kg

R:13.5%XT7.7%15.0cm
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Novel Coronavirus (SARS-CoV-2)
Antibody (1gM/lgG) Test

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