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Coronavirus
COVID-19 | 5=

Rapid SARS-CoV-2 Antigen Test Card

Using a nasopharyngeal, oropharyngeal or 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.

N

€ 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/Oropharyngeal/Nasal
swabs can be used

Cat. No. Product Name No. per Kit
1N40C5 i CoV-2 20
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Test Procedure

AAdd 8 drops of
sample buffer
(about 0.25 mL)

and remove
the solution
from the swab

onto the tube

Interpretation of Results

SARS-CoV-2 SARS-CoV-2
Antigen Antigen
ID. ID.
| 8 | 1.
— T ) T
Positive Negative
B80SO0N

Please contact us or
your agent for details.

Install the nozzle

Xiamen Boson Biotech Co.,Ltd.

90-94 Tianfeng Road,Jimei North Industrial Park,
Xiamen, Fujian 361021, P.R. China

Tel : 86-592-3965101 E-mail: info@bosonbio.com
www.bosonbio.com

Add 3 drops of
specimen and

wait for 15-20 mins
SARS-CoV-2 SARS-CoV-2
Antigen Antigen
D D
I “ @© ’ &
§—{ il I 17
Invalid

XIAMEN BOSON BIOTECH CO,, LTD.

90-94 Tianfeng Road,
Jimei North Industrial Park,
Xiamen 361021, P. R. China

Tel:86-592-3965101/3576704
E-mail: info@bosonbio.com
Web: www.bosonbio.com
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Rapid SARS-CoV-2 Antigen Test Card
Catslog Number EF] N40CS

Rapid SARS-CoV-2 Antigen Test Card

e e oLt s

W-i"®WCE COVID-19

5.
RAPID SARS-COV-2 ANTIGEN TEST CARD l
FOR THE QUALITAT! SARS.Colv2 VIRUS ANTIGEN i

Cat. No. Product Name
1N40C5 Rapid SARS-CoV-2 Antigen Test Card
1N40C5-2 Rapid SARS-CoV-2 Antigen Test Card

Xiamen Boson Biotech Co.,Ltd.

90-94 Tianfeng Road,Jimei North Industrial Park,
Xiamen, Fujian 361021, P.R. China

Tel : 86-592-3965101 E-mail: info@bosonbio.com
www.bosonbio.com

Result in 15-20 minutes

Nasopharyngeal/Oropharyngeal/Nasal

swabs can be used

Accuracy: 98.25%

High specificity, which means a positive
antigen test result can be considered very

accurate

Faster and less expensive than molecular

tests

No. per Kit
20
1
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Test Procedure

. Insert swab,
(about 0.25 mL) roll and mix

'Add 3 drops of
Install the nozzle specimen and
onto the tube wait for 15-20 mins

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-CoV-2 SARS-CoV-2
Antigen Antigen Antigen Antigen
ID ID ID D
Cc o3 o3 Cc
T T T T
Positive Negative Invalid
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RAPID SARS-COV-2 ANTIGEN TEST CARD
FOR THE QUALITATIVE ASSESSMENT OF SARS-COV-2 VIRUS ANTIGEN
IN NASAL SWAB, NASOPHARYNGEAL SWAB OR OROPHARYNGEAL SWAB SPECIMENS
Catalog Number: 1N40C5
For In Vitro Diagnostic Use Only

INTENDED USE

Rapid SARS-CoV-2 Antigen Test Card is an immunochromatography based one step in vitro test. It is designed for the rapid
qualitative determination of SARS-COV-2 virus antigen in nasal swabs, nasopharyngeal swabs or oropharyngeal swabs from

Individuals suspected of COVID-19 by their healthcare provider within the first seven days of symptom onset, Rapid SARS-CoV-2
Antigen Test Gard can not be used as the basis to diagnose or exchude SARS-CoV-2 infection

Rapid SARS-CoV-2 Antigen Test Card detects the SARS-CoV-2 peotain (N protein) genetic SARS-CoV-2
variants with non-nucleocapsid protein mutations do not affect the product performa
SUMMARY

The novel coronaviruses bekong to the { genus. COVID-19 is an acute respiratory infectious disease. Paople are generally suscaptible. Cumrantly.
the patients infected by the novel coronavirus are the main source of infection, ssymptomatic infected people can also be an nfectious source.

Xiamen Boson Biotech Co.,Ltd.

90-94 Tianfeng Road,Jimei North Industrial Park,
Xiamen, Fujian 361021, P.R. China

Tel : 86-592-3965101 E-mail: info@bosonbio.com
www.bosonbio.com

Nasal swab spocimens:

1. Carefully insert the swab into one nostrl of the
patient. The swab tip should be inserted o less than
25 om (1 Inch) from the edge of the nostil.

2. Roll the swab 3-4 times along the mucosa Inside
the nostril to ensure that both mucus and cells are
collected. Leave the swab in the nostril for several

seconds

3. Using the same swab, repeat this process for the
other nostril to ensure lh:l “an :ﬂequam sample is
collected from both nasal ca

4, Withdraw the swab from me nasal cavity.

SPECIMEN PREPARATION
1. Add 8 drops (about 0.26 mL) of extraction buffer into the extraction tube

2. Place the swab iith specimen into the extraction tube, Rol 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

Based on tigation, the is 110 14 days, mostly 3 10 7 days. The main
fatigue and dry cough. Nasal congestion, runny nose, sore thoat, myalgia and diarrhea are found in a fow cases,
PRINCIPLE

Rapid SAR Antigen Test Card is lateral flow device that employs the principie of double antibody
sandwich method. Colloidal gold conjugated anti-SARS-CoV-2 antibodies are dry-immobilized on the test device. When the specimen
is added, it migrates by capillary diffusion through the strp to re-hydrate the goid conjugate complexes. If present at or above the fimit
of detection, SARS-CoV-2 viral antigens will react with the gold conjugate complexes to form particies, which will continue to migrate
along the strip il the Test Zone (T) where they are captured by the immobilized anti-SARS-CoV-2 antibodies to form a visible red
iine. If there are no SARS-CoV-2 viral antigens in the specimen, no red line will appear in the Test Zone (T). The wla conjugate
complexes will continue to migrate alone until being captured by immobilized antibody in the Control 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

for use
MATERIALS REQUIRED BUT NOT SUPPLIED
Clock or timer, specimen collection container, biohazard waste container. personal protection equipment.
STORAGE
1. Store the test device at 4 to 30°C in the original sealed pouch. Do Not Freeze
2. Kit contents are stable until the expiration date printed on the oter box based on the proper storage conditions.
3. The test device should remain in its 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 vitro diagnostic use only
2. The product is strictly for medical professional use only and not intended for personal use.
3 Do ol s the roclict beyond the exiration date

4. Do not use the product f the pouch is damaged or the seal is broken
5, Handle all specimens as potentially infectious.
8 Follw stanciard Lab procecure and blosafety qudelines for handing and dspossl of poentaly inectouss mataisl
7. inadscuate ot Inaporopriate pecimen coecton. sorage, nd ranspo! may e naccursle ee e
8 Specific training or guidance is if aperators are ok with specimen eolscion and handiing procedures.
Wear protective clothing such as laboratory coats, disposable gloves, and eye protection when specimens are collected and evaluated
Pathogenic microorganisms, Including hepatitis viruses and Human Immunodeficiency Virus, may be present In clinical specimens.
sumua precautions and insttulional guidelines shouid always be . storing, posing of all speci nd al

contaminated with blood or other body fluids.

SPECIMEN COLLECTION
Proper specimen collection, storage, and transport are critical to the performance of this test. Specimens should be tested as soon as
possible after coliection. The training In specimen collection Is highly recommended because of the importance of specimen quaity.
For optimal test performance, use the swabs supplied in the kit

Nasopharyngeal swab specimen
1. Caretuly meert the swep into the nndnl o the paint aaching the suriece of

posterior nasopharynx that presents t}

2 Swab over the srfaceof the ConA ! g i Kokt the awib severd

S Wi the swab fromthe nassl caly
v

the pharyngeal tonsils on both sides. Hold the swab and wipe the pharyngeal
tonsis on both sides of he patient wih moderats forca back and forh for at

) least 3 times. Avoid touching the tongue, teeth and gums.

Oropharyngeal swab specimens:
Lot the patient's head i sightly, mouth open, and make “ah" sounds, oposing

Page 102

your biohazard waste disposal protocol
4, Install the nozzle cap onto the sample extraction tube tightly. Use extraction solution as test specimen.

Add 8 drops Pinch the tube
(about 0.25 mL) | and remove the
of extraction buffer Insert swab, solution from Install the nozzle
into the tube roll and mix the swab onto the tube
.
=> => =
- -
PROCEDURE

1. Bring the kit components to room temperature 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

jentity.
3. Invert the extraction tube and add 3 drops (about 76 WL) of test specimen Into the specimen well (S) by gently squeezing the

extraction tube. The formation of air bubbles in the specimen well (S) must be avoided.
4. Read the resuits at 16-20 minutes.

Note: Results after 20 minutes may not be accurate.

15-20 min
O~ B[
T T T } 3
=>

Positive Negative  Invalid

3 drops of specimen

INTERPRETATION OF RESULTS

Positive:
If two colored bands appear wnbm 15~20 minutes with one colored band in the Control Zone (C) and another in the Test Zone (T), the.
test result is positive and valid. No matter how faint the colored band is in the Test Zone (T), the resuit should be considered as

positive. A positive resut does nv( rulv out co-infections with other pathogens.
o

Negative:
f one colored band appears in the Control Zone (C) and no colared band appears in the Test Zone (T) within 15-20 minutes, the test
resut is negative and valid. A negative resut does not exclude SARS-CoV-2 viral infection and should be conimed by molecular
diagnostic method if COVID-19 disease is suspected

Invalid result:

The test resuit 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.

g 0 Bl

Positive Negative Invalid
QUALITY CONTROL
1. The control band is an internal reagent and procedural control. It will appear if the test has been performed correctly and the
reagents are reactive.
2. Good Laboratory Practice recommends the daily use of control materials to validate the reliability of the device. Control materials
wihich are not provided with this test kit are commercially available.

082027 1210224
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PERFORMANCE CHARACTERISTICS
Analytical Sensiti
The imit of dstecton (LoD) for the Rapid SARS-CoV-2 Antigen Test Card was established in an analytical sensitivity study performed
vith one vinus sirain and one racombinant nudeocapsid protein.The LoD was confirmed in 1he following table.
N Limit of Detection

| SARS-Cov-2 Vins 13 X107 T ClDgmL |

2 | SARS-CoV-2, protein 1 ng/mL |
Cross Reactivity
The cross reactivity of the Rapid SARS-CoV-2 Artigen Test Card was evaluated with a tetal of 27 microorganisms. None of the
tested i the filowing table gave a postive result

Mcroorganisms Concertratiors Microorganisms Concentrations
‘Human coronavinis 229E X 10 TCIDgy/m MERS-coronavinus 10X 10° TCIDeymL
‘Human coronavirus 0C43 ¥ 10" TCIDsg/mi Chlamydia pneumonias 20x10° IFUmI
Human coronavinus NL63 x 10° TCIDap/Mi Streptococcus pneumoniae 0 x 10° CFL/m

arainfluenza vinus 1 x 10° TCIDso/Mi Straptococeus pyogenes 0 x 10° CFL/m
arainfluenza vinus 2 X ClDgp/mi Bordetella pertussis 0x CFL/m
Parainfluenza vins 3 x ‘ClDg/mt tubsrculosis 0 10" CFU/ml
Enterovirus EVI1 % 10" TCIDag/mh Legionelia peamophila 0> 10" CFU/mI
Respiratory syncytial virus X ClDay/mL Mycoplasma pneurmoniae 2.0 10° U/mlL
Rhinovirus 510 TCIDame Hasmophilus infuenzae 2.0x 10" CFUMmL
Niuerza A virs (H1NT) X 10 T/ ‘Candida albicans 20> 10" CFU/mL
Rfuerze A virs (HaN2) 20 10 TCIDg/ML Staphylococous aureus 205 10" CFU/mL
Influerza B virus (Yamagata) 20 10" TCIDay/mL Pseudomonas aeruginosa 20x 10° CFU/mL
Influenza B virus (Victona) 20 x 10° TCIDgy/mL Eschenchia coll 2.0 x 10° CFU/mL
Adend virus 20 % 10°TCIDgmL
Interference

1. Microorganism
Rapid SARS-CoV-2 Antigen Test Card hes tested samples with common microorganism. The results showed that these

had no effect on the specifcity of the sssay up to the listed

Microorganisms Concertrations Microorganisms. Concentrations
Human coronavirns 229 X 10" TCIDag/ML VERS-COronavins 70X 10° TCIDg/ML
Human coronavirus OC43 x 10° TCIDso/MmL Chlamydia pneumonias 0x 10° IFUmML
Human coronavinus NL 63 x 10° TCIDey/mt Streptococcus pneumonias 0x 10° CFL/mL
arainfluenza virus 1 x10° TCIDey/mt. Streptococous pyogenes 0x 10° CFL/mL
arainfluenza vinus 2 x 107 TCIDey/mi Bordstella pertussis 0 107 CFU/mL
arainfuenza vins 3 X 10" TCIDag/mi. 0 10" CFU/mL
Enterovirus EVI1 X0 TC g/ Legionella pneamophila 0x 10" CFL/mL

Respiratory syncytial virus X ‘ClDso/mL 2.0 10° UimL
Rhinovinus X0 TCIDey/mic Haemophilus infusnzae 0 10° CFU/mL
nfuerze Avinus (HTNT) X0 TCIDgy/m Candida albicans 0 10° CFUmL
nfuenze A vins (H3N2) X 10" TCIDay/mi Staphylococaus aureus 0 10" CFU/mL
Influenza B virus (Yamagata) x 10° TCIDa/mi Pseudomonas aeruginosa 0 x 10° CFU/MmML
Influsnza B virus (Victona) X 10 TCIDg/mL Escherichia coll QX A0 CRUimL

Adeno virus % 10° TCIDgo/ml.

2 Endogenous Substancss

Rapid SARS-CoV-2 Antigen Test Card has tested sampies vath common endogenous substances. The resuits showed that these
substances had no effect on the specificity of the assay up to the listed
Substances Concertrations st =
Whole Elood 1% viv (Alkalol) 0% v
Mucin Dowiv CVS Nesal Drops (Phenylephrine) 5% viv
Tobramycin 0.0004% wiv "ATfin (Oxymetazoling) T5% v
Ricola (Menthol | 15% wiv CVS Nasa Spray (Cromolyn) 15% viv
Chioraseptic (Benzocaine) 15% Wi Fluticasons Proplonate 5% viv
Mupirocin 25% Wi Zicam 5% wiv

Tamiflu {Oseltamir Phosphate) 05% wiv
ceuracy

The accuracy of Rapid SAI'«SCaV-? Antigen Test Card was established with 1027 specimens collected from individual symptomatic
uatlerv\s(wlmn 7 days of onset) who were suspected of COVID-19. The following table summanzes the accuracy of the Rapid SARS-
V-2 Antigen Test Card 01m ared to RT-PCR

RT-PCR
Positve Negative Total
Positive 301 I3 307
Rapid SARS-CoV-2 ngam 2 708 720
Antigen Test Card =
| Total 313 714 1027

Page20f2
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The sensilivity was 96.17% (95%CI. 84 04%-98 20%) The specificity wes 99.16% (95%CI. 98 49%-99.83%) The accuracy was
98 25% (95%C 97 44%-99 05%)

LIMITATIO!

1. The test is Imited to the qualitative detection of SARS-CoV-2 viral antigen in nasal swab, nasopharyngeal swab of oropharyngeal
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 folow the procedure may give inaccurate results. Improper specimen callection
storags or repeated freezing and thawing of specimens can lead o inaccurate results

3 Anegative test resut may occur if the level of antigen in a specimen is below the limit of detection of the test

4. As with all diagnostic tests, a defintive clinical diagnosis snould not be based on the resuit of a single test. but should only be made
by the physician after il clinical and laboratory findings have been evaluated

5. Negative test resuts do not e out other potertial non-SARS-CoV-2 viral infections. Negative results should be confimed by
molecudar disgnosis if COVID-18 diseass is suspected

6 Positive test results 6o not rule out co-infections with otner pathogens

7. Monoclonal antibodies may fail to detect, or detect with less sensttivity, SARS-CoV-2 viruses that have undergone minor amino acid
rmnges in the target epitope region

8 The amount of antigen in a sample may decreass s the cursnnn ofiness increases. Specimens collected ater day 57 ofillness
are more likely to be tested negative compared to a RT-PCR

9 The Rapid SARS-CoV-2 Antigen Test Card can detect Mlﬂ vlahle and non-viable SARS-CoV-2 matenal The Rapid SARS-CoV-2
Antigen Test Card for rapid detection of SARS-CoV-2 performance depends on antgen load and may not comelate vth other
diagnostic methods performed on the same specimen

10 The performance of this test has not been evaluated for use in patients vithout signs and symptoms of respiratory infaction and
performance may differ in asymptomatic individuals

11 The kit was validated wiih the assortad swabs. Lise of altemative swabs may result in false negatve resuts

12 Specimen stability recommendations are based upon stability data from Influenza testng and performance may be diferent with
SARS-CoV-2. Users should test specimens as quickly as possible ater specimen collection, and within two hours after specimen
collection

13 The valdity of Rapid SARS-CoV-2 Artigen Test Card has not been proven for dertification/conirmation of tissue culturs isolates
and should not be used in this capacity.

14. The senstivity of nasal swab specimens and oropharyngeal swab specmens might be lower than nasopharyngeal swab
specimens. It is recemmendsd to use the nasopharyngeal swab specimens

REFERENCES
1 W C, Liu Y, Yang ¥, Zhang P, Zhong W, Wang Y. et & (February 2020). "Anaiysis of therspeutic targets for SARS-CoV-2 and
discovery of potertial drugs by comptational methods”, Acta Pharmaceutica Sirica 8. doi 101016

EXPLANATION FOR SYMBOLS

In Viro : See Instruction
Dragnostics Use [jll:l for Use 8 Expiry Date

W Tests per Kit T Keep Dry Batch Number
Authonzed S K
nze: = eep away
Represertative A \ from Sunkight Manufacturer
Store between 4 ~
30°C

Warning, please
refertothe
instruction

Catalogue
Number

CE€ o Mak

Do not use if
Do not reuse package is
damaged

Manufacturer: Xiamen Boson Biotech Co , Ltd
90-94 Tianfeng Road, Amei North Industrial Perk,
Yiamen, Fujian, 361021, P R China
Tel 86-592-3965101
Fax: §6-502-3965155
Email: iInfogoosonbio com
W bosonbio. com

Lotus NLB.V.

Representative: Koringin Julianaplein 10, 1a Verd, 259544,
The Hague, Netherlands

Tel +31644168999

Email: peter@otusnl com

082027 /210224
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Medical Device Production License
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CE License

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Hasg

Lotus NL B.V.

T.a.v. de heer X. Wei
Koningin Julianaplein 10
2595 AA 's-Gravenhage

Datum: 13 augustus 2020
Betreft: aanmelding In-vitro diagnostica

Geachte heer Wei,

Op 9 augustus 2020 ontving ik uw notificatie krachtens artikel 4, eerste lid van
het Nederlandse Besiuit in-vitro diagnostica (BIVD) om onder de bedriffsnaam
Xiamen Boson Biotech Co., Ltd. met Europees gemachtigde Lotus NL B.V.
onderstaande producten als in-vitro diagnostica op de Europese markt te
brengen.

De producten staan geregistreerd als in-vitro diagnostica onder nummer:

D-Dimer Test, H.Pylori Antigen Test, H.Pylori Antibody Test, Rotavirus

Antigen Test, V.Cholerae 01/0139 Duo Test, Salmonella typhi Antigen

Test, Salmonella typhi IgG/IgM Combo Test, Rickettsia I9G/IgM Combo

Test, Tuberculosis Test,Cardiac Panel Test

(geen (NL-CA )

Rapid SARS-CoV-2 Antigen Test Card, Syphilis Antibody Test, Malaria

Antigen Test, Dengue IgG/IgM Combo Test, Dengue NS1 Antigen and

19G/IgM Duo Panel Test, C-reactive Protein Test,HCG Pregnancy Test, LH

Test, Troponin I Test,Myoglobin Test,CK-MB Test
(NL- 528

(geen

)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD,

In alle verdere producten verzoek ik
u deze nummers te vermelden. Aan deze nummers kunnen geen verdere rechten
ontleend worden, ze dienen alleen om de notificatie administratief te
vergemakkelijken.

De e van in-vitro als medisch op grond van de
Classificatiecriteria (Bijlage 1I) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor In-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese inzake de icatie van medische en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Farmatec

Bezoekadres:
Hoftoren
Rijnstrat 50

2515 XP Den Hasg

7070 340 6161
bitte://uimiddelen.farmatec.n!

Inlichtingen bij:
M. Schmitz - Konte

madische_huiprmiddelene
minvws.l

Ons kenmerk:
CI86-20203899

Bijlagan

Uw aanvraag
9 sugustus 2020

Corraspondentie ueshuitend
richten aan het retouradres met
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Xiamen Boson Biotech Co.,Ltd.

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

." Classification

Others

o e

Confirmative Assessment Route  98/79/EC IVDD Annex IlI

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, ISO 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

Chaﬁ yoRg Zhane
(Signed By Boson Representative) c

Name: Changgong Zhang
Title: General Manager

—_— o Fedra————— /

Signature

m
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List of Marketing Authorization

10

List of Marketing Authorization of Boson'’s
Rapid SARS-CoV-2 Antigen Test Card

No. Country Approval Date Approval Department
1 E‘Uﬁ'if)ena" 2020.08.13 CIBG (Ministry of Public Health, Welfare and Sport)
5 pmted 2020.11.27 MHRA (Medicines and Healthcare products Regulatory
Kingdom Agency)
Bosnia and The Agency for Medicinal Products and Medical Devices
3 ; 2020.12.22 : :
Herzegovina Bosnia And Herzegovina
4 Borii 2021.01.07 DIGEMID (Directorate General of Drug Supplies and
Drugs)
The Federal Institute for Drugs and Medical Devices
5 Germany 2020.12.17 (Bundesinstitut fiir Arzneimittel und Medizinprodukte,
BfArM)
6 Switzerland 2020.11.02 Bundesamt fiir Gesundheit BAG
7 Italy 2020.10.24 Ministero della Salute




Boson Xiamen Boson Biotech Co.,Ltd.
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ISO13485 Certificate
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ZERTIFIKAT & CERTIFICATE ¢

(( pAKKS

Deutsche
Akkreditierungsstele
D-IM-11321-01-00

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
PEQPLE'S REPUBLIC OF CHINA

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

Certification Mark:

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

Applied Standard(s): ENISO 134852016
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 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 Preift

Page 10of 1
TOV SUD Product Service GmbH « Certification Body + Ridierstrale 65 + 80339 Munich + Germany
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BioTECH

Rapid SARS-CoV-2 Antigen Test Card

Catalog Number 1N40C5

for the rapid

SARS-CoV'-2 virus antigen in nasal swab, nasopharyngeal swab
or oropharyngeal swab specimens

Contents of Kit
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BiOTECH
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Side 2:

c € XIAMEN BOSON
BIOTECH CO,, LTD.
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Xiamen, Fujian 361021, PR China
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BOSON Introduction
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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 ISO 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.

13



|3 0 S 0 n Xiamen Boson Biotech Co.,Ltd.
90-94 Tianfeng Road,Jimei North Industrial Park,
Xiamen, Fujian 361021, P.R. China

Tel : 86-592-3965101 E-mail: info@bosonbio.com
www.bosonbio.com

Our Market

Our products have been exported to more than 70 countries: Britain, Germany, Italy, Brazil,
Argentina, Australia, India, Malaysia, South Africa, etc.

Please contact us or your agent for details
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