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COVID-19

Rapid SARS-CoV-2 Antigen Test Card

Using a nasal swab to get sample fluid, antigen tests can produce
results in minutes. Because these tests are faster and less expensive
than molecular tests are, experts consider antigen tests more practical
to use for large numbers of people. Since the antigen test can be high
specificity, a positive antigen test result is considered very accurate.

€ Fast, Easy and Convenient
Results in 15-20 minutes, simple to use
Requires no instruments and special skills

€ Storage

Room temperature storage & 18-month shelf life

€ Swabs Test
Nasopharyngeal swab can be used

Cat. No. Product Name No. per Kit
1N40C5 Rapid SARS-CoV-2 Antigen Test Card 0
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Test Procedure

Interpretation of Results

SARS-CoV-2 SARS-CoV-2 SARS-CoV-2  SARS-CoV-2
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Test Procedure

{about 0.25 mL) roll and mix

' Install the nozzle

1. Add 8 drops (about 0.25 mL) of extraction buffer into the extraction tube

2. Place the swab with specimen into the extraction tube. Roll the swab three to five (3-5) times. Leave the
swab in the extraction buffer for 1 minute.

3. Pinch the extraction tube with fingers and remove the solution from the swab as much as possible.
Dispose of the used swab in accordance with your biohazard waste disposal protocol

4. Install the nozzle cap onto the sample extraction tube tightly. Use extraction solution as test specimen.

5. Read the result at 15-20 minutes. A strong positive sample may show result earlier.

Interpretation of Results

SARS-CoV-2 SARS-CoV-2 SARS-CaoV-2 SARS-Col-2
Antigen Antigen Antigen Antigen
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RAPID SARS-COV-2 ANTIGEN TEST CARD
FOR THE QUALITATIVE ASSESSMENT OF SARS-CoV-2 VIRUS ANTIGEN
IN MASOPHARYNGEAL SWAB SPECIMENS

Catalog Number: 1M40C5
For In \Vitro Diagnostic Use Only
INTENDED USE
Rnpld SARS-CoV-2 Anligen Tw Card is an immunochrematography based one step in vitro test. It
Io] for the rapid g of SARS-Co\-2 virus antigen in nascpharyngeal

mbs from individuals suspetled of COVID-19 by their healthcare provider within the first seven
days of symplom enset. Rapid SARS-CoV-2 Antigen Test Card can not be used as the basis to
diagnese or exclude SARS-CoV-2 infection.

SUMMARY

The navel coronaviruses belang 1o the B genus. COVID-19 is an acute respiralory infectious disease.
People are generally susceptible. Currertly, the patients infected by the novel coronavirus are the
main source of lrﬂecmn asjmptumahc infected people can also be an infectious source. Based on
the current epi the i ion period is 1 to 14 days, mostly 3 to ¥ days.
‘The main manifestations include fever, fatigue and dry cough. Masal congestion, runny nose, sore
throat, myalgia and diarrhea are found in a few cases.

PRINCIPLE

Rapid SARS-CoV-2 Antigen Test Card is an immunochromatographic lateral flow device that
employs the principle of double antibody sandwich methed. Colloidal geld conjugated anti-SARS-
Co\-2 antibodies are dry-immaobilized on the test device. When the specimen is added, it migrates
by capillary diffusion through the strip to re-hydrate the gold conjugate complexes. If pre-senl at or
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4. Do not use the product if the pouch is damaged or the seal is broken.
5. Handle all specimens as potertially infectious.

6, Follow standard Lab and bi y guideli for handling and disposal of potentially
infectious material

7. Inadeq o inappropdi i llection, storage, and ransport may yield inaccurate test
results.

SPECIMEN COLLECTION

Proper specimen collection, slorage, and transport are critical lo the performance of this test.
Specimens should be tested as soon as possible after collection. The training in specimen cellection
s highly recommended because of the importance of specimen gqualty. For optimal test performance,
use the swabs supplied in the kit.

1. Carefully insert the swab into the nostril of the patient,
reaching the surface of posterior nasopharynx that
presents the most secretion.
2. Swab over the surface of the posterior nasopharyroc
Rotate the swab several times.

F—— 3. Withdraw the swab from the nasal cavity.

SPECIMEN PREPARATION

1, Add 8 drops (about 0.25 mL) of extraction buffer inlo the extraction tube,

2. Place the swab with specimen into the extraction tube. Roll the swab three to five (3-5) times.

Leave the swab in the extraction buffer for 1 minute.

3. Pinch the exdraction tube with fingers and remave the salution from the swab as much as pessible.
of the usad swab in accordance with your biohazard waste disposal protocol.

4. Install the nozzle cap onto the sample extraction tube tightly. Use exraction sclution as test

above the Emit of detection, SARS-CoV.2 viral antigers will react with the
to form particles, which will continue to migrate alang the strip until the Test Zone (I'} where mey are
captured by the immobilized anti-SARS-CoV-2 antibedies to farm a visible red line. If there are no
SARS-CoV-2 viral antigens in the specimen, no red line will appear in the Test Zone (T). The gold
conjugate complexes will continue to migrate alone until being captured by immebilized antibody in
the Caontrol Zone (C) to form a red line, which indicates the validity of the test.

MATERIALS PROVIDED

1. Rapid SARS-CoV-2 Antigen Test Card
2 Sterilized swab

3. Extraction tube

4, Sample extraction buffer

5. Instructions for use

MATERIALS REQI.IH.ED BUT NOTEI..IPPLIED
Clock or timer, .
equipment.

STORAGE

1. Store the lest device al 4 to 30°C in the original sealed pouch. Do Net Freeze.

2 Kit contents are stable until the expration date printed on the cuter box based on the proper
storage conditions.

3. The test device should remain in its original sealed pouch until ready for use. After opening, the
test device should be used immediately. Do not reuse the device,

PRECAUTIONS

1. For professional in vitro diagnostic use only.

2 The product is strictly for medical professional use only and not intended for personal use.
3. Do not use the product beyond the expiration date.
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(bout 0.25 mL) 1 and remave the
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PROCEDURE

1. Ering the kit compaonents to room lemperature before testing.

2 Open the pouch and remove the card. Once opened, the test card must be used immediately.
Label the test card with patient identity.

3. Invert the extraction tube and add 2-3 drops (50-75 L) of test specimen info the specimen well
(5] by gently squeezing the extraction tube.

4. Read the results at 15-20 minutes.

Note: Results after 20 minutes may not be accurate.

OB B B:0:

Positive  Negative  Invald

23 drops of specimen
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INTERPRETATION OF RESULTS

Positive:

If two colored bands appear within 15-20 mirutes with one colored band in the Control Zone (C) and
another in the Test Zone (T), the test result is pesitive and valid. Mo matter how faint the celored
band is in the Test Zone (T), the result should be considered as positive. A positive result does not
rule out co-infections with other pathogers.

Negative:

If one colored band appears in the Cartral Zone (C) and na colored band appears in the Test Zone
(T} within 15-20 minutes, the test resull B negative and valid. A regative result does not exclude
SARS-CoV-2 viral infection and should be i by ic method if COVID-19
disease is suspected.

Invalid result:

The test result is invalid if there is no colored band in the Control Zone (C) within 15-20 minutes.
Repeat the test with a new test device.

eIk

Positive MNegative  Invalid

QUALITY CONTROL

1. The contral band is an intemal reagent and procedural control. It will appear if the test has been
performed cormectly and the reagents are reactive.

2. Good Laboratory Practice recommends the daily use of control materials to validate the reliability
of the device. Centrol materials which are not provided with this test kit are commercially available.

PERFORMANCE CHARACTERISTICS

Analytical Sensitivity
The limit of detection (LoD) for the Rapid SARS-CoV-2 Antigen Test Card was established in an

study p with one virns strain and one recombinant nucleocapsid protein.
The LoD was confirmed in the fellowing table.

No. Item Limit of D
1 SARS-CoV-2, Virus 1.3 x10° TCIDseimL
2 | SARS-CoV-2 i id protein 1 ngiml
Cross Reactivity

The cross reactivity of the Rapid SARS-CoV-2 Antigen Test Card was evaluated with a total of 4
bacteria and 5§ viruses. Mone of the micreorganisms tested in the following table gave a positive
result

Bacteria panel
Candida albicans | aureus
Fseudomonas inosa Eschenichia coll
Viral panel
Influenza A virus [H1N1) Influenza A vins (H3NZ)
Influenza B virus [Y Indl B virus [Victoria)
Adeno virus
Accuracy
The accuracy of Rapid SARS-CoV-2 Arfigen Test Card was i with 236
swabs collected from ¥ patients (within 7 days of onset) who were smpeched of
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COVID-9. The following table summarizes the accuracy of the Rapid SARS-CoV-2 Antigen Test
Card compared to RT-PCR.

RT-PCR
Positive Negative Total
Pasitive 30 4 34
mﬁmr\;z Negative 2 200 202
Total 2 204 26

The sensilivily was G3.75% (05901 85 36%~00.00%). The speclicty was G8.04% (G5%CI:
S6.14%~59.94%). The accuracy was §7.46% (95%CI: 95.45%~59.47%).

LIMITATIONS

1. The test is limited to the qualitative detection of SARS-CoV-2 viral antigen in rasopharyngeal
swab specimens. The exact concentration of SARS-CoV-2 viral antigen cannot be determined by this
assay.

2. Proper specimen collection is critical, and failure to follow the procedure may give inaccurate
results, Improper specimen collection, storage or repeated freezing and thawing of specimens can
lead to inaccurate results.

3. A negative test result may occur if the level of antigen in a specimen is below the limit of detection
of the test.

4. As with all di o s, @ definitive clinical di is should not be based on the result of a
single test, but should only be made by the physician after all clinical and laboratory findings Fave
been evaluated.

5. Megative test results do not nde out other potential non-SARS-CoV-2 viral infections. Megative
results should be confirmed by malecular diagnosis if COVID-19 disease is suspected,

6. Positive test results do not rule out co-infections with other pathagens.

7. Maroclonal antibodies may fail to detect, or detect with less sersitivity, SARS-CoV-2 viruses that
have undergene miner amino acid changes in the target epitope region.

8. The amount of antigen in a sample may decrease as the duration of iliness increases. Specimens
collected after day 5-7 of illness are maore likely to be tested negative compared to a RT-PCR assay.

REFERENCES

1.WuC, LiuY, Yang Y, Zhang P, Zhong W, Wang Y, et al. (February 2020). "Analysis of therapeutic
targets for SARS-CoV-Z and discovery of potertial drugs by computational methods”. Acta
Pharmaceutica Sinica B. doi-10.1016.
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Medical Device Production License
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CE License

> Ratoerdnes Pouen 16314 2500 BC Dan fusg

Lotus ML B.V.
T.a.v, de heer X. Wei

Kaningin Jufianapiein 10
2585 AA 's-Gravenhage

Datum: 13 augustus 2020
Betreft: asnmelding In-witro diagnostica

Geachte heer Wei,

Op 9 augustus 2020 ontving ik uw notificatio krachtens artikel 4, eerste lid van
het Nederlandse Beshuit in-vitro diagnostica (BIVD) om onder de bedrijfenasm
Xiamen Boson Bigtech Co., Ltd. met Europees gemachtigde Lotus ML B.V.

onderstaande producten als in-vitro disgnostica op de Europese maskt te

brengen
D producten staan geregistresnd als in-vitro disgnostica onder nummer;

D-Dimer Test, H.Pylori Antigen Test, H.Pylorl Antibody Test, Rotavirus
Antigen Test, V.Cholerae 01/0139 Duo Test, Salmonella typhi Antigen
Test, Salmonella typhi IgG/IgM Combo Test, Rickettsia IgG/IgM Combe
Test, Tuberculosis Test,Cardiac Panel Test

(geen merknaam) (NL-CADO2-2020-52870)
Rapid SARS-CoV-2 Antigen Test Card, Syphilis Antibody Test, Malaria
Antigen Test, Dengue IgG/IgM Combe Test, Dengue NS1 Antigen and
1gG/1gM Dua Panel Test, C-reactive Pratein Test,HCG Pregnancy Test, LH
Test, Troponin 1 Test,Myoglabin Test,CK-MB Test

{ween merknaam) (NL-CADO2-2020-52869)

Higrmee hesft u voldaan aan ww verplichting op grond van artikel 4, BIvD.

In alie verdere producten verzoek ik
u deze numemers te vermedden, Aan deze nummers kunnen geen verdere rechten
ontleend worden, e dienen allieen om de notificatic  administratie! te
wergemakkelijken.

De registratie van in-vitro diagnestica als medisch hwlpmicdel op grond van de
Classificaticcriteria (Bijlage 1) bij Richtiijn 9B/79/EG betreffende medische

woar in-vitro is aan mogelifce revisies van
Europese ing inzake de van medische e aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste Bid van
Richtiijn 98/79/EG).
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BOSON

Declaration of Conformity
Xiamen Boson Biotech CO,. Ltd.
Manufacturer 90-94 Tianfeng Road, Jimei North Industrial Park,
Xiamen, Fujian 361021, P. R. China.
European Lotus NL BV.
Rep ative Koningin Julianaplein 10, 1e Verd, 2595AA,
The Hague, Netherlands.
Device/fs Rapid SARS-CoV-2 Antigen Test Card

e ot

Confirmative Assessment Route 98/79/EC IVDD Annex Il

We, Xiamen Boson Biotech Co,, Ltd. declare that the above mentiond
devices conforms to the relevant provisions of the EC Council Directive
98/79 and is in accordance with the Annex IIl, 1SO 13485:2016

Quality Management System, as implemented by the European Union's
Medical Devices Regulations and the Federal and Local Authorities.

Place, Date of Issue Xiamen, 2020-08-04

Changjong Zha
(Signed By Boson Representative) c

Name: Changgong Zhang
Title: General Manager

—_— . +.+ -—

Signature

m
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ZERTIFIKAT ¢ CERTIFICATE o

R

(( DAKKS

Deutsche
Abkreditierungssiele
O-ThA-11371-01-00

Certificate

No. Q5 061317 0005 Rev. 00

Fraduct Serice

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

Facilitv(ies): Xiamen Boson Biotech Co., Ltd.
yt ) 90-94 Tianfeng Road, Jimei Morth Industrial Park, 361021
Kiamen, Fujian, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design and Development, Production and Distribution of
s In Vitro Diagnostic kits for detection of Infection Diseases,
Tumeour Markers, Drug Abuse, Hormones, Cardiac Markers
and Related Biomaterial

A lied Standard(s): EN ISO 134852016
Pp { ) Medical devices - Quality management systems -

Requirements for regulatory purposes
(IS0 13485:2016)
DIN EN IS0 13485:2016

The Cerlification Body of TUV SUD Product Service GmbH certifies that the company menlioned
above has established and is maintaining a guality management 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

[ o]

Date, 2018-09-27 Stefan Preilt

Page 1of1
TV 50D Produci Servica GmbH + Certification Body + Ridlersiraibe 65 » 80339 Munich = Germany
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BOSON Introduction

S T = : e e o
Xiamen Boson Biotech Co., Ltd., as a specialist of in vitro diagnostic kits field was founded in
2001, we develop and manufacture high-quality point of care and other immunoassay kits for

world-wide market.

Our 10,000 square meter facility is operated strictly under 1ISO 13485:2016 and GMP guidelines.
Our product lines provide the immunoassays in various formats to detect cardiac markers, drugs
of abuse, fertility hormones, infectious diseases, tumor markers and animal diseases. Many of our

products have been approved by NMPA and CE.

Our company presents its product with well-designed Boson and HomeScan packaging. We also
provide OEM and private label service for customers.

Xiamen Boson Biotech’s mission is to provide the affordable high quality products to help fighting
diseases and illicit substance abuse.
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