Rapid SARS-CoV-2 Antigen Test Card (Self-Test)
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Rapid SARS-CoV-2 Antigen Test Card
FEEIREE (SARS-CoV-2) FERMANE (RS

»  Self-test received notified body approved CE marking on April 1, 2021
Hr= s e T 2021 4F 4 7 1 HIUE A SHUEAER CE 1EF

> A home test for the rapid qualitative detection of SARS-CoV-2 virus antigen in
anterior nasal swabs from individuals with or without symptoms or other
epidemiological reasons to suspect COVID-19.

AR i s e A I A/ TORE R B A AT e 2 S DR S AL R G i B e R e
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Product Information =55 &

Performance Characteristics 7= 5 {4 B¢

» Sample type: nasal swab
FEAZRAL: Fi a4l 1

» Time to result: 15-20 min
25 RTINS TA) . 15-20 208

> Sensitivity RHE: 97.70%
Specificity 7 7 14: 99.84%
Accuracy #Efi14: 98.97%

> Layperson study statistics 3F % A S0 7 2
o 99.84% of non-professionals carried out the test without requiring assistance
99.84%AE L N G AN 75 ZEHE Wy ml LA B A7 58 ke i K 45 A 1L
o 99.82% of different types of results were interpreted correctly

99.82% A~ [F] 5 H BE# 1E A 152 Y

Specifications 3%

1 Test / Kit

Catalog No.: 1N40C5-2

Kit Components:

» 1 Rapid SARS-CoV-2
Antigen Test Card (sealed
foil pouch)

1 sterilized swab

1 extraction tube

1 sample extraction buffer
[FU

Tube holder on back of box

YV V. V V V

1 N/ &

FEmdn T : 1N40C5-2

Iy

> 1 NHi B R 2
(SARS-CoV-2) HrJE A&
CERE B Ea gk

KEHT 111

FEmmIRIE 14

FE PR 1

YA 1

WA T A MR T

YV V. V V V
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5 Tests / Kit

Catalog No.: 1N40C5-4

Kit Components:

» 5 Rapid SARS-CoV-2

Antigen Test Card (sealed

foil pouch)

5 sterilized swabs

5 extraction tubes

5 sample extraction buffer

IFU

1 tube stand

20 Tests / Kit

Catalog No.: 1N40C5-6

Kit Components:

» 20 Rapid SARS-CoV-2
Antigen Test Card (sealed

YV V V V V

foil pouch)

20 sterilized swabs

20 extraction tubes

20 sample extraction buffer
IFU

» 1 tube stand

YV V V V

5 \fr/&

FEnginT: 1N40C5-4

Moy

> 5 N B e R B
(SARS-CoV-2) HtJF A&+
GERCEN S aR T

KT 51

FEMBEHCE 5

FEMBRHGH 5 0

YA 1 4

RER 1A

20 ANy /&

FEimdn S 1IN40C5-6

Moy

> 20 N B

(SARS-CoV-2) HrJE A&
(FRTEISEHA2E)

> KT 2011

> FEMEIE 20 4

> FESSEEUE 20 R

-

>

YV V V V V

VI 1

REE 1A

Box / Carton Specifications fi#1

1Test /Kit 1 A/&

> Boxsize &
190*60*15 mm

> Carton size #M#
42*42*33 cm
Carton gross weight & Hi:
9.9 kg

» 250 tests (boxes) / carton
46 250 A

5 Tests / Kit 5 ANf3/%&

> Boxsize W&
202*60*37 mm

> Carton size 4N X~}
42%42*33 cm
Carton gross weight: 10 kg

» 500 tests (100 boxes) /
carton
£E4# 500 At (100 &

20 Tests / Kit 20 A3/ &

> Boxsize W&
202*120*60 mm

> Carton size #MA T
63*43*34 cm
Carton gross weight £ H:
13.5kg

»> 1000 tests (50 boxes) /
carton
5E4H 1000 Afir (50 &)
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Test Procedures #1E &

°

Soft tip Handle

©) |@———|

[ =—T—

Rotate the lid of sample extraction buffer bottle.
Caution: Open it away from your face and be
careful not to spill any of the liquid.
JRRFERE A SR BB 5

EREI: TEAK, THEHAE, BRBEik.

Squeeze all extraction buffer out of the bottle into
the extraction tube.

Caution: Avoid touching the bottle against the
tube.

H T R SR BB 5 L Z R S BRI
TEREI: B S AR R SR B B

Identify the soft, fabric tip of the swab. Peel open
the swab packaging and gently take out the swab.
Caution: Never touch the soft, fabric tip of the
swab with your hands.

FRENE TR, U TR,
e AT T, BT

ERF: E2 AT ERMBEA T RIRRAYLR.

Carefully insert swab into one nostril. The swab tip
should be inserted no less than 2.5 cm (1 inch) from
the edge of the nostril. Roll swab 3-4 times along
the mucosa inside the nostril. Leave swab in the
nostril for several seconds. Using the same swab,
repeat this process for the other nostril. Withdraw
swab from the nasal cavity.

Caution: This may feel uncomfortable. Do not
insert the swab any deeper if you feel strong
resistance or pain.

N — A AL 3T Sk BN B
BALBGADT 2.5 K (1 35F) iy . g &
FL HRERE A1 3-4 . KT E T 8L
JURb B e YA — TS — D LN E R Zd AL,
ZJa N BT

EREHR: ZIERSIEAE. HERI R
TSN, IR RN EREHIT .
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@ O15-20 min
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Place swab into extraction tube. Roll swab three to
five (3-5) times. Leave swab in extraction buffer
for 1 minute.

KT B TRIE . ek 3-5 . BRTFHET
RBEH—25h.

Pinch extraction tube with fingers and remove the
solution from swab as much as possible. HF$a5#f

JRAERE, BT FS AT RESR I R

Install the nozzle cap onto the sample extraction
tube tightly. KR BUE & 5 23 SR 3R VS L, JF
R

Bring the kit components to room temperature
before testing. Open the pouch and remove the
card. Place the card on a flat and level surface.
Caution: Once opened, the test card must be
used immediately.

AT SR AT SRR E R iR . TR,
B IR o AR B T FE R b
ERFEW: FRENRARBALEIMER .

Invert the extraction tube and add 3 drops (about
75 uL, without air bubbles) of test specimen into
the specimen well (S) by gently squeezing the
extraction tube.

Caution: The formation of air bubbles in the
specimen well (S) must be avoided.

FIERDE, BREFE, A 3 WA (475 uL,
AEAI ZIEEAL (S .

ERE: WL (S FAERRSA.

Read the results at 15-20 minutes.

Caution: Results after 20 minutes may not be
accurate.

15-20 73 Bl e SR EAE R .

ERTEW: 20 950542 se AR .
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Positive

Negative

Invalid
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Interpretation of Results 452 H)E

—

Positive:

If two colored bands appear with one colored band in the Control Zone
(C) and another in the Test Zone (T) within 15-20 minutes, the test
result is positive.

Caution: No matter how faint the colored band is in the Test Zone (T),
the result should be considered as positive.

PH 4«

A 15-20 7B FEL (O ARIZ (T) #EIERL RN, For
R a5 KA R E A .

EREH: AL (T) BEOREALE, &5 RNV,

Negative:

If one colored band appears in the Control Zone (C) and no colored
band appears in the Test Zone (T) within 15-20 minutes, the test result
is negative.

B 1 =

A 15-20 A AAE R IELE (O BV A%, MK (T) Kt
LB ALy, kI g 5A 2 BV -

Invalid:

If no color line appears in the control area (C) within 15-20 minutes,
the test is invalid. Repeat the test with a new test card.

TR

A 15-20 BN BEL (O RIBLRLA O, Ronkmllger, NE
PR e
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Authorizations and Certificates
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CE Certificate by Notified Body
AEHHIAIE CE iE+

3
=
i
E
4

Rapid SARS-CoV-2 Antigen Test Card REF 1N40C5-2
Rapid SARS-CoV-2 Antigen Test Card REF 1N40C5-4
Rapid SARS-CoV-2 Antigen Test Card REF 1N40C5-6
Rapid SARS-CoV-2 Antigen Test Card REF 1N40C5-7
Rapid SARS-CoV-2 Antigen Test Card REF 1N40C5-8
Rapid SARS-CoV-2 Antigen Test Card REF 1N40C5-9
Rapid SARS-CoV-2 Antigen Test Card REF 1N40C5-10

(.
<< W ) Meduzi n
o Tk *®  ZLG-BS-245.10.07
: Product Serice
— =g
=8 EC Certificate
3 EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex Il (6)
@ (Devices for self-testing)
- No. V9 061317 0006 Rev. 01
(=]
<t
o Manufacturer: Xiamen Boson Biotech Co., Ltd.
[ 90-94 Tianfeng Road
: Jimei North Industrial Park
o 361021 Xiamen, Fujian
w PEOPLE'S REPUBLIC OF CHINA
o : - < ; <
. Product: In Vitro diagnostic devices for self testing
- Model(s): Rapid SARS-CoV-2 Antigen Test Card
<
~ Parameters: Model Name: Model No.:
=
e
=
—
o.
V)
(5]
L 2
Ho

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with VDD Annex llI (6). The design of the
devices conforms to the requirements of this Directive. All applicable requirements of the testing and

@

r“'EK certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
E?i] see: www.tuvsud.com/ps-cert?g=cert-\V9 061317 0006 Rev. 01

Report No.: SH21075CNOD2

Valid from: 2021-11-12

Valid until: 2024-05-26

Date, 2021-11-12
c'@,t\/

Christoph Dicks
Head of Certification/Notified Body

Page 10of1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT & CERTIFICATE &

TUV SUD Product Service GmbH - Certification Body - Ridlerstrafle 85 - 80332 Munich - Germany
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Declaration of Conformity

BHBRAFE1EF

B30S0N

Declaration of Conformity

Manufacturer

European
Representative

Product

Classification

Confirmaty
Assessment Route

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

Lotus NL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA,
The Hague, Netherlands.

Rapid SARS-CoV-2 Antigen Test Card
REF: 1N40C5-2, 1N40C5-4, 1N40C5-6
1N40C5-7, 1N40C5-8, 1N40C5-9, 1N40C5-10

Self-Test IVD

Directive 98/79/EC on In Vitro Diagnostic
Medical Devices (IVDD), Annex Il section 6

\\

+

We herewith declare that above mentioned products meet the provisions .‘.
of the council Directive 98/79/EC for medical devices. All Supporting
Documentation is Retained under the premises of the manufacturer. We
have sole responsibility for issuing the Declaration of Conformity.

Standard
Applied

Notified
Body

(EC) Certificate(s)
Start of CE-Marking

Place, Date of Issue

Signature

ISO 13485:2016 EN ISO 14971:2012
EN SO 18113-1:2011 ENISO 18113-4:2011
I1SO 15223-1:2016 EN 62366-1:2015

EN 13612:2002 EN ISO 23640:2015

TUV SUD Product Service GmbH, RidlerstraRe 65,
80339 Munich, Germany.
Identification number: 0123

No. V9 061317 0006 Rev. 01
2021-04-01
Xiamen, 2021-11-12

(Signed By Boson Representative)
Name: Changgong Zhang 0123
Title: General Manager

ve0 ao o 00
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EU CE Registration Certificate
BR AR FID CE IEF

> Retouradres Postbus 16114 2500 BC Den Haag

Lotus NL B.V.

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

Datum: 19 april 2021

Betreft: aanmelding In-vitro diagnostica

Geachte heer Wei,

Op 13 april 2021 ontving ik uw notificatie krachtens artikel 4, eerste lid van het
Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam Xiamen
Boson Biotech Co., Ltd. met Europees gemachtigde Lotus NL B.V. onderstaand ichten aan het retouradres met
product als in-vitro diagnosticum op de Europese markt te brengen.

Het product staat geregistreerd als in-vitro diagnosticum onder nummer:

Rapid SARS-CoV-2 Antigen Test Card
(geen merknaam) (NL-CA002-2021-58220)

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

In alle verdere correspondentie betreffende bovenvermeld product verzoek ik u dit
nummer te vermelden. Aan dit nummer kunnen geen verdere rechten ontleend
worden, het dient alleen om de notificatie administratief te vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage II) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van

Richtlijn 98/79/EG).

Ministerie van Volksgezondheid,

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hul lelen.farmatec.nl

Inlichtingen via:
medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20211967

Bijlagen

Uw aanvraag
13 april 2021

Correspondentie vitsluitend

vermelding van de datum en
het kenmerk van deze brief.

Pagina 1 van 2
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Authorization Acknowledgement from China

Chamber of Commerce for Import & Export of
Medicines & Health Products
HEEHREAEHOHESEZE

Source 4ik: http://www.cccmhpie.org.cn/Pub/6325/178873.shtml

AR A A SR A B 7 0 ol 2

Name List of Medical Devices and Supplies Companies with Certification/Authorization from other Countries

o FE SMEMHAE
FE | el | Gt a AR o #ih e
H
Status of
Certification /
Uniform Social Credit
No. Company Cod Authorization | Province Product Model
ode
in Other
Countries
2019-nCoV IgG/IgM Combo Test Card
Rapid SARS-CoV-2 Antigen Test Card
NN Rapid SARS-CoV-2/Influenza A+B
JE ]9 )
Antigen Duo Test Card
A
. Anti-SARS-CoV-2 S Protein Antibody
ARAERA .
Al Quantitative Test
[5]
60 91350200705468594R CE gige SARS-CoV-2 Neutralizing Antibody Test
Xiamen
Card
Boson
SARS-CoV-2 Neutralizing Antibody
Biotech
Quantitative Test
Co., Ltd
SARS-CoV-2 Antigen Saliva Test Card
Anti-SARS-CoV-2 S Protein Antibody
Test Card
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Registration Completed in Individual Countries
H o B S SE A IE L

> Germany £
Source #4ik: https://www.bfarm.de/DE/Medizinprodukte /Antigentests/ node.html

Antigen-Tests auf SARS-CoV-2

# STARTSEITE -+ MEDIZINPRODUKTE - ANTIGEN-TESTS AUF SARS-COV-2 -
- ANTIGEN-TESTS ZUR EIGENANWENDUNG (,SELBSTTESTS*), DEREN INVERKEHRBRINGEN OHNE CE-KENNZEICHNUNG VOM BFARM NACH
§11 ABS.1 MPG DERZEIT BEFRISTET ZUGELASSEN WIRD (SONDERZULASSUNG DES BFARM)

Antigen-Tests zur Eigenanwendung (,,Selbsttests*), deren Inverkehrbringen ohne CE-
Kennzeichnung vom BfArM nach §11 Abs.1 MPG derzeit befristet zugelassen wird
(Sonderzulassung des BfArM)

Das BfArM stellt eine Liste der Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 bereit, die vom Hersteller zur

Eigenanwendung zweckbestimmt sind (,Selbsttests*) und deren Inverkehrbringen ohne CE-Kennzeichnung vom BfArM nach §11 Abs.1
MPG derzeit befristet zugelassen wird (Sonderzulassung des BfArM).

Weitere Informationen zur rechtlichen Grundlage und den dabei gepriiften Anforderungen finden Sie auf der  Ubersichtsseite unter dem
Menipunkt ,Hinweise zur Sonderzulassung von Antigen-Tests durch das BfArM*

Die Liste wird kontinuierlich aktualisiert, sobald seitens des BfArM weitere entsprechende Sonderzulassungen erteilt wurden oder diese, z.B.
durch Ablauf der Befristung oder Abschluss der reguldren Konformitdtsbewertung und CE-Kennzeichnung, nicht mehr bestehen.

Aktenzeichen der

Sonderzulassung des Hersteller Antragsteller Testname BfArM-AT-Nummer*
BfAIM
5640-S-007/21 Xiamen Boson Biotech Technomed Service Rapid SARS-CoV-2 AT116/20

Lo, Ltd GmbH Antigen Test Card

> France E=H
Source M 1ik: https: //covid-19.sante.gouv.fr /tests

PLATEFORME COVID-19

MINISTERE
DES SOLIDARITES

ET DE LA SANT! Nom FABRICANT DISTRIBUTEUR CE CNR  HAS  SOUS-TYPE DE TEST

Rapid SARS-CoV-2 Antigen Test Card Xiamen Boson Biotech Autotest >

B Accueil
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» The Netherlands 7=
Source M1k
https://www.rijksoverheid.nl/documenten/publicaties/2021/03/10/ontheffingen-ant

igeentesten

%9 Rijksoverheid

Home > Onderwerpen > Coronavirus COVID-19 > Documenten )

Ontheffingen antigeentesten
Publicatie | 16-04-2021

De volgende leveranciers hebben een ontheffing gekregen om een
antigeen-sneltest als zelftest op de Nederlandse markt te mogen
brengen:

L] = At

Op de verpakking van deze sneltesten staat een CE-logo zonder getal
erachter.

Sneltesten met CE-logo en getal van 4 cijfers

Hierboven staat de lijst met testen met een ontheffing. Er zijn ook
antigeentesten op de markt mét een CE-markering voor zelfgebruik. Deze
testen mogen in heel Europa verkocht worden. Deze testen herkent u aan
een CE-logo met daarachter een getal van 4 cijfers. Op dit moment gaat
het om de SARS-CoV-2 Antigen Tests For Self-use van Boson Biotech.
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> Italy B AFH]
Source M4t

http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=

ACTION MASCHERA

Area tematica Dispositivi medici | Archivio banche dati

Mnistors i Sl

® stampa | B Scarica il dataset
Elenco dei dispositivi medici

Criteri df ricerca:

 BO/ROM

Classe C solo per disposith VD)
Elenco dispositivi individuati
Ot angornat 25042021
oS MEDKOAABLATO PSR ASUATORE
TPOLOGA | BEMINCATIOD SCHITON | CODCEATIRBUTODAL I T e
DISPOSITIVO  REGISTRAZIONE BO/RDM  REPERTORIO  FABBRICANTE/ASSEMBLATORE PUBBLICAZIONE AZIENDA FISCALE +

coumenco e

|

Dispesitive 2089500 s 1H4DCS-4 el BT E [ ;7 VOO TESTRAS 09/04/2021
Dispositho 2089501 s 1N40C5 -6 st st . 070 = DN LKAA ESE ARG 09/04/2021

859069345801 | L

> Spain FEEF
Source Mt :

https://www.aemps.gob.es/la-aemps/ultima-informacion-de-la-aemps-acerca-del-covid%e2%80%9119/i

nformacion-general-sobre-tests-de-diagnostico-de-covid-19/#antigenos02

Listado de test de antigeno de SARS-CoV 2 de autodiagnostico comercializados en Espana

FABRICANTE REFERENCIA s MUESTRA

NOTIFICADO

TEST RAPIDO DE ANTIGENOS SARS- XIAMEN BOSON TN4OC5-2 (1 test) IN4OCS-4

3 A N 3 n°-0123 NASAL
Cov-2 BIOTECH. China (S test) IN4OCS-6 (20 test)
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> Belgium HF|R
Source Mt

https://www.fagg.be/sites/default/files/content/Belgian%20validation CE autotest.xl

SX

Lijst van SARS-CoV-2 antigen zelftesten - verkoop in de apotheek
Liste des autotests antigéniques du SARS-CoV-2 - vente en pharmacie
List of SARS-CoV-2 antigen self-tests - sold in pharmacies
versie/version 13.04.2021
Merk op dat de verkoop van deze zelftesten aan particulieren momenteel enkel toegelaten is in de

apotheek. De apotheker informeert bovendien de koper over het gebruik van de zelftest en wijst erop
dat een arts moet gecontacteerd worden in geval van een positief resultaat.

A noter que la vente de ces autotests a des particuliers n'est actuellement autorisée qu'en pharmacie.
Le pharmacien informe également I'acheteur de I'utilisation de I'autotest et rappelle qu'un médecin
doit étre contacté en cas de résultat positif.

Note that the sale of these self-tests to private individuals is currently only allowed in pharmacies. The
pharmacist also informs the purchaser about the use of the self-test and points out that a doctor
should be contacted in case of a positive result.

Datum
) ) , Naam van de ) certificaat
Fabrikant/ gemachtigde/représent Referentie/
) o, ) test/Nom du L Date du
Fabricant/ ant autorise/authorised Référence/ .
) test/Name of the certificat
Manufacturer representative Reference .
test Certificate
date

Xiamen Boson .

. Rapid SARS-CoV-2
Biotech Co., Ltd. Lotus NL B.V. (NL) . 1N40C5-2 1/04/2021
(CH) Antigen Test Card
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B 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: inffo@bosonbio.com
www.bosonbio.com

> Luxemburg /5 #R&&
Source M 1ik: http://legilux.public.lu/eli/etat/leg/amin/2021/04/06/a270/jo

Arrété ministériel du 6 avril 2021 énumérant la liste des tests rapides d'auto-diagnostic pouvant étre utilisés pour la détection du coronavirus
SARS-CoV-2.

v Adaprer la taille dutexte: = 4

La Ministre de la Santé,

Vu la loi modifiée du 16 janvier 1990 relative aux dispositifs médicaux ;

Vu le réglement grand-ducal modifié du 24 juillet 2001 relatif aux di médicaux de diagnestic in vitro ;

Considérant la situation épidémi e actuelle et en particulier la diffusion épidémique de variantes du coronavirus SARS-CoV-2 ;

Considérant que la plus haute priorité doit &tre accordée & la santé et 4 la sécuricé des citoyens, il est primordial de veiller 3 ce que les dispositifs médicaux les plus appropriés, qui garantissent une détection rapide
du virus SARS-CoV-2 et de ce fait également une protection adé soient mis & di 1 de ceux qui en ont le plus besoin et ceci dans lintérét de la protection des patients et e la santé ;

Considérant que les tests rapides d'auto-diagnostic in vitro du coronavirus SARS-CoV-2 permetzent l'obtention d'un résultat rapide, induisant ainsi un meilleur accompagnement des citoyens en cas de résultat
positif, tel qu'un isolement et tragage des contacts dans les meilleurs délais ;

Considérant que les tests rapides d'auto-diagnostic in vitro du coronavirus SARS-CoV-2 se prétent particuliérement bien & lusage dans des situations de dépistage structurée ou dans le cadre d'un dépistage ciblé ;

Considérant qu'a ce jour, il n'y a que trés peu de tests rapides COVID-19 antigéniques qui ont suivi la procédure prévue & larticle 7, paragraphe 1, alinéa 2 du réglement grand-ducal modifié du 24 juillet 2001 relatif
aux dispositifs médicaux de diagnostic in vitro en tant que dispositif destiné & des autodiagnostics et que ces tests ne sont que trés difficilement accessibles étant donné une forte demande internationale ;
Considérant que ni le test Wondfo SARS-CoV-2 Rapid Antigen Test du fabricant Guangzhou Wondfo Biotech Co,, Ltd., ni les tests pour lesquels le « Bundesinstitut fur Arzneimittel und Medizinprodukte » a accordé
une dérogation comme destinés a des autodiagnostics, n'ont suivi la procédure prévue a l'article 7, paragraphe 1%", alinéa 2 du réglement grand-ducal modifié du 24 juiller 2001 relatif aux dispositifs médicaux de
diagnostic in vitro ;

Considérant qu'a la date d'acquisition du test « Wondfo SARS-CoV-2 Rapid Antigen Test » du fabricant Guangzhou Wondfo Biotech Co., Ltd. par le ministére de la Santé, des tests rapides d'auto-diagnostic in vitro du
coronavirus SARS-CoV-2 n'étaient pas disponibles en icés suffisantes et que ce test a été acquis dans le cadre d'un marché public européen dans le cadre duguel il a été validé par le « Paul-Ehrlich-Institut »

comme correspondant a I'état actuel de la technique ;

Considérant que le « Bundesinstitut far Arzneimitcel und Medizinprodukte », se basant sur larticle 11 paragraphe 157 du « Medizinprodukregesetz », a accordé une dérogation pour un certain nombre de tests
rapides COVID-19 antigéniques comme destinés & des autodiagnostics (voir ici : BArM - Antigen-Tests auf SARS-CoV-2) ;

Considérant quiil y a lieu de supposer que, 3 moyen terme, des tests rapides COVID-19 antigéniques certifiés par un organisme notifié au sens de l'article 7, paragraphe 157, alinéa 2 du réglement grand-ducal
modifié du 24 juiller 2001 relatif aux di: médicaux de di in vitro en tant que tests rapides d'autc-diagnostic in vitro du coronavirus SARS-CoV-2 seront dispenibles sur le marché européen en quantités
suffisantes ;

Considérant que ['utilisation de ces tests rapides en tant que tests rapides d'auto-diagnostic pour la détection du coronavirus SARS-CoV-2 est dans l'intérét de la protection de la santé publique ;

Vu la demande du 2 avril 2021 de la Direction de la santé sollicitant en faveur de certains tests rapides in vitro du coronavirus SARS-CoV-2 une dérogation au sens de l'article 7, paragraphe 1", alinéa 2 du r.
grand-ducal modifié du 24 juillet 2001 relatif aux dispositifs médicaux de diagnostic in vitro ;

Arréte :

At 187,

Peuvent &tre utilisés sur le territoire du Grand-Duché de Luxembourg les tests rapides en tant que tests rapides d'auto-diagnostic pour la détection du coronavirus SARS-CoV-2- énumérés ci-aprés :

Fabricant Nom du test

l Xiamen Boson Biotech Ltd., Co Rapid SARS-CoV-2 Antigen Test Card |
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> Greece 7 fig
Source M it:
https://www.eof.gr/web/guest/home?p p id=62 INSTANCE 0eNL&p p lifecycle=0&p
state=maximized& mode=view& 62 INSTANCE OeNL struts action=%2Fjourna
1 articles%?2Fview& 62 INSTANCE OeNL groupld=12225& 62 INSTANCE OeNL articl
eld=6116409& 62 INSTANCE 0OeNL version=1.0

. . E i
] Avakoivwoelg Opyaviouou & EmaTpogn

ANAKOINQZH IXETIKA ME TA TEZT ANIXNEYIHI TOY KOPONOIOY

To test aviyveuong Tou kKoplovoiol gival «in vitro SIoyWWoTIKG 1I0TROTEXVOROYIKG TRoIdWTa (IM)» kol SiETovTar amd Tnv ofnyia 93TWEK. AigkpivovTal oE auToBioyvwaTKa
KOl ETTCYEAOTIKG.

1) Ta TEQT QviXVEUGNC TOU KOPWYOIoU TTow EMTPETETOI va SIATIBEVTTI, OTTOKASITTIKG amd TG pappoksia, ato supd KoV yio QuToBIGyvion, SUTIITITOUY £TT1 Tou TTapOVToS O
Guo KoTmyopieg:

A Ta rapid test aviydviow i T SisvEpyaia AEyxWY VOTNANG OTIO TOV KOPLWVOIO ETTONYEALOTIKAG ¥pricng TTou SIomifsvTal “wg aurodioywwioTIKG”, CTTOKASICTIKG PE KpaTikn
UEpIUVT (ALpEGY).

B. Ta AuToSIayviaTIKG TEAT (TTOU £X0Uv OXEHIGOTE] KAl TTPOOEIZOVTC! OTTG TOV KOTAOKEUQTTR TOUS VIO VO ¥pNaINoToIoUyTal KOT oikov aTrd dropa Ta oTroin Sev eival
sidfpoveg), clppuva ue TRV OF. 98THEK, pfpouv orjpavon CE guvodsudpeen amd teTpawrien Kwdkd avaywwplang Tou Kowvomomuévou Opyaviouol TTou Toug
¥oprynoe MatomoinTikd ZApavang CE (©épouv Bniadn emi g ouoksuaoiog Zripavon CE Kol TETpawigio apiBpd X00C pe v EvBIEN «Mpoidv TTou TTpoopifetal yia
auToBIGYVWTT=).

Méxpl anuepa, arnv E.E. &xouy AdRe Motomommkd CE we Autoioyvuwanikd 1eoT { self-testing devices (yia xprion Snhadn oo amin amd pn eEadIkeupEvous ¥onaTes) yio
1OV Kopwvaid, ENTA (7) autoBiayvwaTikd 16T (4 avicwpdTwy Kal 3 avTiyoviov).

A autd, ENA (1) 20T £481 160 KovomroinBsi oto MnTpwo M EQ® yia Tn BEon Tou gTRv EkAnvIKR ayopd:

MpdkeTan yig To 1207 «Rapid SARS-Cov-2 Antigen Test Cards (ref.:1N40C5-2, ref.:1N40C5-4, ref..1N40CE-6) TG kaTaokewdaToag sTaipsiag Xiamen Boson Biotech Co.,
Ltd., CHINA, pe sfoumoBompévo avTimpdowTe yia v E.E. v eTmpsia LOTUS NL BV {Netherlands) ko moTomanmed CE amd tov Kovoroinuéve Gpyaviaud TUV
SUD Product Service GmbH, No. 0123, ®épa Snhalbn £ g guoksvaciag Eqpavon CEN123 kar &vbain «Mpoidv mou TpoopileTal via auTolidyvwon s.

QO EQ@, mpog evnuépwon Tow koivol, Ba STIKaIpoTTolEl kar 8a dnuooicls TakTkd otny IoTogzAIGa Tou, Tov KOTaAOYD Twv QUTOBIOYVLWOTIKWY TEOT TIOU Ba AapBdvouv
MaromoinTikd CE amd Kovomomuéve Cpyaviapd kal 8a kovatrololvral ato Mntpwo 1N EC®.

2) To tear Toxdwy sAEy WY avTivOvuwy SARS-CoV-2 (rapid test) mou Exouv KOTOOKEUDOTE Yia ETayyEApCaTIKG ¥pnan, Bev pfpouy Ty Tapamavie afpaven CE XK, aklhd
udvov CE xwpic TETpowrA@0 apidpd Ko SIOTIBEVTOI OTTOKASIOTIKG IO ¥prian aTd emayyehuaTieg uysiog.

EK THZ AICIKHZHE TOY OPTANIZMOY
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» Switzerland i+
Source Mt
https://www.bag.admin.ch/bag/de/home/krankheiten/ausbrueche-epidemien-pande

mien/aktuelle-ausbrueche-epidemien/novel-cov/information-fuer-die-aerzteschaft/co
vid-testung.html#1361999849

Sars-CoV-2-Antigen-Schnelltests zur Eigenanwendung (Sars-CoV-2 Selbsttest)1
Tests rapides pour I'antigéne du SARS-CoV-2 pour auto-application (autotest SARS-CoV-2)
Test rapidi dell'antigene SARS-CoV-2 per uso proprio (test autodiagnostici SARS-CoV-2)

03.09.2021

Die Schnelltests zur Eigenanwendung sind ausschliesslich fiir den nasalen Abstrich validiert und nur Webseite Covid-19 Testung
dementsprechend anzuwenden. Informationen bezuglich des Einsatzes der Schnelltests finden Sie
auf der BAG-Webseite Covid-19-Testung.

Les tests rapides pour auto-application sont validés pour les prélévements nasaux uniquement et ne Site internet Tests COVID-19
doivent donc étre utilisés qu'en conséquence. Ces informations sur I'emploi prévu des tests rapides
sont disponibles sur le site web de 'OFSP Tests COVID-19.

| test rapidi per uso proprio sono convalidati solo per | tamponi nasali e dovrebbero essere usati solo Sito web Test COVID-19
di conseguenza.. Le informazioni su come utilizzare i test rapidi sono disponibili sul sito internet
delllUFSP «Test COVID-19».

Hersteller Antigen Schnelltest

Fabricant Tests rapides antigéniques

Azienda Test antigenici rapidi

Abbott Rapid Diagnostics Germany Panbio™ COVID-19 Antigen Self-Test

ACON Biotech (Hangzhou) Co. Ltd. China Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Becton, Dickinson and Company (BD) United States  |BD Kit for Rapid Detection of SARS-CoV-2

BIOSYNEX SWISS S A. Switzerland BIOSYNEX Autotest antigénique COVID-19 Ag
Hangzhou AllTest Biotech Co., Ltd China ALLTEST SARS-CoV-2 Antigen Rapid Test (Nasal Swab)
Hangzhou AllTest Biotech Co_, Ltd China JusChek SARS-CoV-2 Antigen Rapid Test (Nasal Swab)
New Gene (Hangzhou) Bioengineering Co., Ltd. |China COVID-19 Antigen Detection Kit - Nasal Swab

Roche (SD BIOSENSOR) Switzerland SARS-CoV-2 Rapid Antigen Test Nasal

Siemens Healthineers Germany CLINITEST® Rapid COVID-19 Antigen Self-Test

Xiamen Boson Biotech Co._, Ltd. China Rapid SARS-CoV-2 Antigen Test Card
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i 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: inffo@bosonbio.com

www.bosonbio.com

> Thailand &E
Source MHE:
https://thai-safetywiki.com/11-antigen-test-Kits-%e0%b8%8a%e0%b8%b8%e0%b8%94%e0%b
8%95%e0%b8%a3%e0%b8%a7%e0%b8%88%e0%b9%82%e0%b8%84%e0%b8%a7%e0%b8
%b4%e0%b8%94%e0%b8%97 %e0%b8%b5%e0%b9%88%e0%b9%84%e0%b8%94%e0%b9%
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RAPID SARS-COV-2 ANTIGEN TEST CARD

WAUTTY 1 test/Box, 5 tests/Box, 20 tests/Box
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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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> Portugal # %7
Source MXHik:
https://www.infarmed.pt/web/infarmed /autotestes? id=169 INSTANCE Syd8dLsilwT8& li

fecycle=0& state=normal& mode=view& col id=column-1& col pos=1& col coun

t=2

u lnfa rmeq Cidadaos v Profissionais de saide ~+  Entidades ~
Resultados: .‘.
Referéncia ¢  Fabricante ¢ CDM ¢ Tipo ¢ Marca ¢ Modelo ¢ Classe ¢ Nome ¢ (i)
1N40C5 Xiamen Boson 63041367 DM Diagnéstico Boson Rapid SARS-  Outros (DIVnao Rapid SARS- ® B
Biotech Co., Ltd In Vitro (DIV) CoV-2 Antigen listado no CoV-2 Antigen
Test Card anexo |l da Test Card
Directiva
98/79/CE e
ndo destinado a
auto
diagnostico)
1N40C5-2 Xiamen Boson 67405045 DM Diagnostico Boson Zaragatoa nasal Auto Rapid SARS- B B
Biotech Co,, Ltd In Vitro (DIV) diagnostico  CoV-2 Antigen
(DIV para auto Test Card
diagnostico)
Esta pesquisa toda a cio de registo de di meédicos, a0 INFARMED. IP. por e/ou por grosso. no ambito do cumprimento dos

requisitos legais aplicaveis
Ainformagéo disponibilizada. bem como a sua atualizaio, incluindo as rotulagens e instrugdes de utilizagio/folhetos informativos dos dispositivos medicos, & da exclusiva responsabilidade da respetiva entidade
notificadora

Dado o volj -] cdo (superior a 4 milhdes de registos) os resultados da pesquisa foram limitados a 15 mil dispositivos.

Notas:
1 N30 & necessario preencher todos 05 campos para que a pesquisa se possa efetuar. sendo no entanto obrigatsrio o preenchimento de pelo menos 2 campos de pesquisa

2 Se detetar algum possivel erro, por favor. informe-nos
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B 0 S 0 n Xiamen Boson Biotech Co.,Ltd.
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Tel : 86-592-3965101 E-mail: inffo@bosonbio.com
www.bosonbio.com

Boson Introduction 4 &4}

— . co——" o e . . 80

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

fight diseases and illicit substance abuse.
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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: inffo@bosonbio.com
www.bosonbio.com

ISO 13485 Certificate
1S013485 iFH
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 061317 0005 Rev. 01

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Xiamen Boson Biotech Co., Ltd.
90-94 Tianfeng Road

Jimei North Industrial Park

361021 Xiamen, Fujian

PEOPLE'S REPUBLIC OF CHINA

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

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). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 061317 0005 Rev. 01

Report No.:

Valid from:
Valid until:

Date, 2021-10-28

Page 1 of 2

SH2107502

2021-10-31
2024-10-30

O

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH + Certification Body * Ridlerstrale 65 » 80339 Munich *+ Germany
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Medical Device Production License
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Medical Apparatus and Instrument Production License

License Number: Production License No. 20100174 from the Fujian Drug Administration

Business Name: Xiamen Boson Biotech Co., Ltd. Manufacture Address: 90-94 Tianfeng Road, Jimei North
Industrial Park, Xiamen

Legal Representative: Changgong Zhang Manufacture Scope:
Class II/111 6840 in-vitro diagnostic reagent
22-04 immunoassay equipment from Revised China Medical
Device Classification

Person in Charge: Changgong Zhang

Address: 90-94 Tianfeng Road, Jimei North Industrial Issuing Authority: Fujian Drug Administration
Park, Xiamen

Expiration Date: November 5, 2024 Issuing Date: December 31, 2019

Prepared by China Food and Drug Administration
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Our Market 4T

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