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ZERTIFIKAT ¢ CERTIFICATE ¢

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 095295 0001 Rev. 00

Product Service

Holder of Certificate: Hangzhou Sejoy

Electronics & Instruments Co., Ltd.
Area C, Building 2, No. 365, Wuzhou Road

Yuhang Economic Development Zone

311100 Hangzhou City, Zhejiang

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Distribution of In Vitro Diagnostic Medical Device
based on Immunochromatography, Dry Chemistry
and Electrochemistry Method, Include Instrument,
Test Strip and Control Solution

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?g=cert:Q5 095295 0001 Rev. 00

Report No.: SH20167601
Valid from: 2020-10-30
Valid until: 2023-10-29

c@t(-\/

Date, 2020-10-30 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH - Certification Body * RidlerstraRe 65 * 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 095295 0001 Rev. 00

Product Service

A Iied standard s): EN ISO 13485:2016
Y ( ) Medical devices - Quality management systems -

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

Facilitv(ies): Hangzhou Sejoy Electronics & Instruments Co., Ltd.

Y( ) Area C, Building 2, No. 365, Wuzhou Road, Yuhang Economic
Development Zone, 311100 Hangzhou City, Zhejiang, PEOPLE'S
REPUBLIC OF CHINA

m 7 ®
Page 2 of 2 TOvV
TOV SUD Product Service GmbH « Certification Body * Ridlerstrae 65 + 80339 Munich + Germany



CERTIFICATE

EC Certificate No. 1434-IVDD-474/2021

EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Hangzhou Sejoy Electronics & Instruments Co., Ltd
Area C, Building 2, No. 365, Wuzhou Road, Yuhang Economic
Development Zone, 311100 Hangzhou City, Zhejiang, China

in vitro diagnostic medical devices
for self-testing

SARS-CoV-2 Antigen Rapid Test Cassette
COVG-602ST
in terms of design documentation, comply with requirements
of Annex Ill (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC
Validity of the Certificate: from 22.10.2021 to 27.05.2024
The date of issue of the Certificate: 22.10.2021
The date of the first issue of the Certificate: 22.10.2021

Issued under the Contract No. MD-100/2021 Anna ,E)':z;‘:;‘:fyz:ifzez,\nna

Application No: 192/2021 Maigorzata nDAa4gozr;;t1a1v(\)/>;r;ba
ta: .10.

Certificate bears the qualified signature. Wyroba 112629 40200

Warsaw, 22/10/2021 Vice-President

Module Al

FBM-30-E_10

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl
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EU DECLARATION OF CONFORMITY

Manufacturer:

European Authorized

Representative:

Product Name:

Specification:

Classification:

Conformity assessment route:

Applicable Standards:

Hangzhou Sejoy Electronics& Instruments Co.,Ltd.

Area C, Building 2, No.365, Wuzhou Road,YuhangEconomic
Development Zone,Hangzhou City 311100 Zhejiang China
Shanghai International Holding Corp.GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

SARS-CoV-2 Antigen Rapid Test Cassette

1 test/box, Stests/box, 25tests/ box

Other device not listed under Annex II and self-testing of
Directive 98/79/EC

Annex IIL,except Point 6,0f Directive 98/79/EC

EN ISO 13485:2016, EN ISO 14971:2012,

EN ISO 23640:2015, EN ISO 13612:2002, EN ISO
17511:2003, EN 13975:2003,

EN ISO 18113-1:2011, EN ISO 18113-2:2011,
EN ISO 15223-1:2016, EN 13641:2002

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned above

meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on

In-Vitro Diagnostic Medical Devices.

Hangzhou, March 22, 2021

M Q’* General Manager

Place,date

Legally binding signature, Position

oMt R T E R A
HANGZHOU SEAY ELECTRONCS & ISTRUNEATS C0.L1D.
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Hangzhou Sejoy Electronics& Instruments Co.,Ltd.
Area C, Building 2, No.365, Wuzhou Road, Yuhang

Manufacturer:
Economic Development Zone,Hangzhou City 311100 Zhejiang
China
European Authorized Shanghai International Holding Corp.GmbH (Europe)
Representative: Eiffestrasse 80, 20537 Hamburg, Germany

SARS-CoV-2 & Influenza A+B Antigen Combo Rapid Test
Product Name:
Cassette

Specification: COIF-522

Other device not listed under Annex II and self-testing of
Classification:
Directive 98/79/EC

Conformity assessment route: Annex IIl,except Point 6,0f Directive 98/79/EC
EN ISO 13485:2016, EN ISO 14971:2012,

EN ISO 23640:2015, EN ISO 13612:2002, EN ISO

Applicable Standards: 17511:2003, EN 13975:2003,

EN ISO 18113-1:2011, EN ISO 18113-2:2011,
EN ISO 15223-1:2016, EN 13641:2002

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned above

meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on

In-Vitro Diagnostic Medical Devices. o % — ..x.a-T AR ::jl:"r
ﬁ | | 1R T 3 i“ ‘~+ ?;\ F:‘

CepTANIRS L INETRIMENTE PRI

!—b‘rq?ﬂud ::h:lullfT'L__( ,v; 1“';'.1 i8] I IDERYS yhe b

W (Z'“ General Manager

Hangzhou, April 09, 2021

Place,date Legally binding signature, Position

L L e e L e Y]
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Hangzhou Sejoy Electronics & Instruments Co., Ltd.

Area C,Building 2,N0.365,Wuzhou Road,Yuhang Economic
Development Zone Hangzhou City 311100 Zhejiang China

Shanghai International Holding Corp.GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg,Germany

COVID-19 IgG/IgM Rapid Test Cassette

We herewith declare that the products mentioned above
meet the provisions of the Directive 98/79/EC of the
European Parliament and of the Council on in-vitro
diagnostic medical device.All supporting documentations
are retained at the premises of the manufacturer

1 Declaration of Conformity
it

: Manufacturer

g

1 Address

£ 14

4

: 14

: 1 European

1) Representative

4

¢

1) Product Name

H

. Classification Others/General

e

) Conformity

: Assessment

1 Route:IVDD

1 98/79/EC

: Annex Il

it

| Standards EN 13612:2002

. Applied EN ISO 18113-1:2011
1) EN ISO 14971:2012
H) EN 1SO 18113-2:2011
H) EN ISO 13614:2002
1) EN ISO 15223-1:2016
1) EN ISO 13485:2016
i EN ISO 23640:2015
1 EN ISO 17511:2003
¢

= 14

: |4

4

* 14

4

il

1 Hangzhou, March 24, 2020

i Place , date
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HANGZHOU SEJOY ELECT

Nkl

General Manager

Legally binding signature, Function
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Hangzhou Sejoy Electronics& Instruments Co.,Ltd.
Area C, Building 2, No.365, Wuzhou Road, Yuhang

Manufacturer:
Economic Development Zone,Hangzhou City 311100 Zhejiang
China
European Authorized Shanghai International Holding Corp.GmbH (Europe)
Representative: Eiffestrasse 80, 20537 Hamburg, Germany
Product Name: SARS-CoV-2 Neutralizing Antibody Rapid Test Cassette
Specification: COVB-602
Other device not listed under Annex II and self-testing of
Classification:

Directive 98/79/EC
Conformity assessment route: Annex IIl,except Point 6,0f Directive 98/79/EC
EN ISO 13485:2016, EN ISO 14971:2012,

EN ISO 23640:2015, EN ISO 13612:2002, EN ISO

Applicable Standards: 17511:2003, EN 13975:2003,

EN ISO 18113-1:2011, EN ISO 18113-2:2011,
EN ISO 15223-1:2016, EN 13641:2002

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned above

meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on

In-Vitro Diagnostic Medical Devices. . — s _'_f_‘ y N 1|
B M % ;2 )
1 1 LH-

e ERTDAMD § ITUTE PR | f
HANGZHOU ::JIJ’ ELECTROKICS & INSTR ‘P iy

M /2" General Manager

Hangzhou, April 07, 2021

Place,date Legally binding signature, Position

S e

W

S S S

L e e L e R L T )

SRS sARSSERABEEERS

essssmesses

sessssssnnss

SssssessENsEERREeS

e e e e LT



Freie und Hansestadt Hamburg
Behorde fur Justiz und Verbraucherschutz

9101/1E-020.33

Die Echtheit der Unterschrift der
Sachbearbeiterin Frau Frenzel
und die Echtheit des beigedriickten Dienstsiegels der Behorde fur Justiz und
Verbraucherschutz in der Ausfuhrbescheinigung Nummer 0784/2021 vom
6. Oktober 2021 werden hiermit bestatigt.
Zugleich wird bescheinigt, dass die Vorgenannte zur Vornahme der Amtshandlung

befugt war.

Hamburg, den 22. Oktober 2021

Rehbeck

Justizbeschaftigte

Behérde fiir Justiz und Verbraucherschutz Hamburg



Behdrde fiir Justiz und Verbraucherschutz (V43), Postfach 302822, 20310 HH

Shanghai International Holding Corporation
GmbH (Europe)

Herrn Liang Jin

Eiffestrale 80

20537 Hamburg

Medizinproduktegesetz (MPG)

=

Freie und Hansestadt Hamburg
Behorde fur Justiz und Verbraucherschutz

Ministry of Justice and Consumer Protection
V4 - Pharmaziewesen und Medizinprodukte
Medizinprodukte - V43

Postfach 30 28 22
20310 Hamburg

Telefon: +48940 428 37 - 2120

Zentrale: +49 4042828 -0

E-Fax: +4940 4279 - 48542

E-Mail: medizinprodukte@justiz.hamburg.de

Ansprechpariner/in: Sylvia Frenzel
Aktenzeichen: G517-80.01/07-01-, 0002

Hamburg, den 06.10.2021

hier: Ausfuhrbescheinigung fiir In-vitro-Diagnostika

Bescheinigung Nummer 0784/2021

Ihr Antrag vom 19.09.2021

Bescheinigung der Verkehrsfahigkeit
nach § 34 Abs. 1
des Medizinproduktegesetzes (MPG)

zur Vorlage bei den zustandigen Behorden / Stellen
des Staates

Sozialistische Republik Vietnam

Es wird bescheinigt, dass die nachfolgend genannten
Medizinprodukte in Deutschiand uneingeschrankt
verkehrsfahig sind.

Produkt / Produkte:
Siehe Anlage, 1 Seite.

Bevollméchtigter:
Shanghai International Holding Corporation GmbH

(Europe)
EiffestralRe 80
20537 Hamburg

Hersteller:

Hangzhou Sejoy Electronics &
Instruments Co., Ltd.

Area C, Building 2, No.365, Wuzhou Road,
Yuhang Economic Development Zone,

Certificate of Marketability
according to § 34 (1)
of the Medical Devices Act (MPG)

for presentation to the competent authorities / bodies
of the

Socialist Republic of Vietnam
It is certified that the following medical devices can be

marketed without restriction within Germany.

Product / Products:
See enclosure, 1 page.

Authorized Representative:

Shanghai International Holding Corporation GmbH
(Europe)

Eiffestralte 80

20537 Hamburg

Germany

Manufacturer:

Hangzhou Sejoy Electronics &

Instruments Co., Ltd.

Area C, Building 2, No.365, Wuzhou Road,
Yuhang Economic Development Zone,
311100 Hangzhou City, Zhejiang, P. R. China




Zusatzliche Information

Additional Information

Mit dem CE-Kennzeichen bringt der Hersteller zum
Ausdruck, dass die Medizinprodukte die Grundlegenden
Anforderungen der

Richtlinie 98/79/EG des Europaischen Parlamentes
und des Rates vom 27. Oktober 1998
Uber In-vitro-Diagnostika

erfullen und das vorgeschriebene
Konformitatshewertungsverfahren durchgefiihrt.

With the CE-mark the manufacturer confirms that t

medical devices comply with the essential requirems
of the

Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998
on in vitro diagnostic medical devices

and that the required conformity assessment procedure
has been completed.




Enclosure

Produktliste / Productlist

Modell / Model

Blood Glucose Monitoring
Systems (Blood Glucose Meters,
Blood Glucose Test Strips, Blood
Glucose Test Controls)

BG-101,BG-201,BG-102,BG-202,BG-103,BG-
203,BG-205,BG-108,BG-208,BG-207,BG-
209,BG-707,BG-707b,BG-709,BG-207b,BG-
209b,BG-709b

BS-101,BS-102,BS-302,BS-602
CS-101,CS-201

Hemoglobin Monitoring Systems
(Hemoglobin meters, Hemoglobin
fest strips, Hemoglobin control
solution)

HB-101,HB-201,HB-202,HS-101,HC-101

Uric Acid Monitoring System(Uric
Acid Meter, Uric Acid Test Strips,
Control Solution)

UA-105,US-101,CS-301

hCG One Step Pregnancy Test

Strip, Cassette, Midstream

LH One Step Ovulation Test

Strip, Cassette, Midstream

FSH One Step Menopause Test

Strip, Cassette, Midstream

Influenza A+B Rapid Test

Flu-602

Syphilis Antibody Rapid Test

TP-401,TP-402

H.pylori Antibody Rapid Test

HP-301,HP-302

Multi-drug Rapid Test (Urine)

Strip, Cassette, Panel, Cup

COVID-19 IgG/IgM Rapid Test
Cassette

COV-402

SARS-CoV-2 Antigen Rapid Test
Cassette

COVG-602,COVG-602ST

SARS-CoV-2 Neutralizing

Test

VB-602
Antibody Rapid Test Cassette CovEen
SARS-CoV-2 & Influenza A+B
Antigen Combo Rapid Test COIF-522
Cassette
SARS-CoV-2 Antigen Saliva Lolly COVG-603




CHUNG NHAN/ HQP PHAP HOA LANH SU’
KONSULARISCHE BEGLAUBIGUNG/LEGALISIERUNG

L.Quécgia/Staat: Viét Nam/Vietnam

Gidy to, tai liéu nay/Dieses Dokument
2.V chirky cia dng (ba)/U. von Hermn (Frau): Rehbeck
3.Véi chirc danh/Funktion: Vién chire
4. Va con déu ciia/Dienstsiege] von: Co' quan Tur phip va Bédo v§ ngudi
tiéu diing Hamburg
duoc chimg nhin/hop phép héa lnh sy/

wird hiermit konsularisch beglaubigt/legalisiert
5.Tal/in: Berlin 6. Ngay/Datum: 16/11/2021
7.Co quan cdp/Ausgesteilt von: Dai st quin nuée CHXHCN Viét Nam
tai CHLB Diic Botschaft der SR Vietnam in der BR Deutschland
8. S6/Nr.: 116-LS-HPH/2021

TL. Dai sir/i.A. der Botschafterin

f
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Qe HPIE China Chamber of Commerce for Import & Export of Medicines & Health Products

u@ Add:11-12/F,:Bldg3, Beijing INN, No.6 Nanzhugan Hutong, Dongcheng'Dist, Beijing, China P.C.100010
Tel: 008610'58036272/75/78/71/70 Fax: 0086 10 58036274 Website: www.ccemhpie.org.cn

E-mail: 110982739@qq.com 82579517@gqq.com md@cccmhpie.org.cn

B B EIE B
CERTIFICATE OF FREE SALE

2021YB2441
PR AR E (2019-nCOV) HUERINAN& OB iEEIE)
WRTEIRPE (2019-nCOV) HFARANATE (RiEEE)
HEERHE (SARS-CoV-2) HAPUERARNE (REEE)
HEERR R B/ Z MR BN R SR AR (RS
FEERFE#E (2019-nCOV) OFRFFERA AN & (RAEEE)
Product(s):SARS-CoV-2 Antigen Rapid Test Cassette,
COVID-19 1gG/lgM Rapid Test Cassette
SARS-CoV-2 Neutralizing Antibody Rapid Test Cassette
SARS-CoV-2&Influenza A+B Antigen Combo Rapid Test Cassette
SARS-CoV-2 Antigen Saliva Lolly Test

KA S COVG-602. COVG-602ST. COV-402, COVB-602. COIF-522. COVG-603
Model: = COVG-602. COVG-602ST. COV-402. COVB-602. COIF-522. COVG-603

HEEXK: RE
Export to: Thailand

HO®:  BUNEERTFERAR

Exporter: Hangzhou Sejoy Electronics & Instruments Co.,LTD.

H O SN TR RRSFEARTFRE LI 3655 2 il C X

Address: Area C,Building 2,N0.365, Wuzhou Road, Yuhang Economic Development Zone,
311100 Hangzhou City, Zhejiang, China

HER: PN ERTFERAR

MANUFACTURER: Hangzhou Sejoy Electronics & Instruments Co.,Ltd.

W R L RN TR KMLFERFRX MK 365 5 2 C X

ADDRESS:Area C,Building 2,No0.365, Wuzhou Road, Yuhang Economic Development Zone,
311100 Hangzhou City, Zhejiang, China

HUEW LR SR SRR, REPEEM, &5 HAIAZRE

THIS IS TO CERTIFY THAT THE ABOVE PRODUCT COMPLIES WITH THE
RELEVANT STANDARDS, HAVE NOT BEEN REGISTERED IN CHINA. THE
EXPORTATION OF THE PRODUCT IS NOT RESTRICTED.

HAEH B RAEA RN 2 .
THIS CERTIFICATE IS VALID FOR TWO YEARS FROM THE DATE OF ISSUANCE.




Self-testing Belgium

afmps
fagg

j5t van aanbevolen SARS-CoV-2 antigen zelftesten
é du SARS-CoV-2

List of recommanded SARS-CoV-2 antigen self-tests
b versie/version 13.12.2021
L BAT 2021~ ArrBé raval sart tion da Tarticl e 14 lei &322 cenbes 2020 saxtan 1 tazts antich Frewe &y e sl a L dani 1a cadrs da Ta
LLNET 2021 Koniaklisk bazluit tet uit kel s Aecunber 2020 houdeada ) hetzabking tat znsll i = hatratfend . het kadd PRI

representative

Xiamen Boson Blotech Co. ot N B,

A
Shanghal International Holding Cor

Naam van de test/Nom 7 oF the test

Rapid SARS Cov-2 Anigen Test Card

TN30C52; INEOCS 4 INAOCE &

11556335 Lissesey: Lissenan; TisE07y; Tiseers
L031-118TS/L031-118AS; L0ST-TT6US; [03T-TT8VS] 031

L1505: to34 1100 Lo31-116NS; LOYL-115MiS; EOA-11865; Lo21-310v5; ook 116251

CAGTo01ED
[COV-502H (ALLTEST; Beright; JusChek

5501 3C0 956

Healgen Scientic Limitsd Liabiliy Company (US] - Grmbr (OE; (CLINITEST Rapid COVID-15 Antigen SelF-Test
Acon Biotech (Hanqzhuu) Co utd. (cN) edNet GmbH (DF) Flowflex SARS-Cov-2 Antigen Rapid Test (Self-Testing)
Sugentech Tnc M Promedt Coneuling Gl (68 SGTi-flex COVID-19 A

e e ATt Bltech o, T (G MedNet Gmi [COVID-15 Antigen Rapid Test (Oral Fiuid)

D Biosensor (KR R remear ol GO SARS-Cov-2 Antigen Self Test Nasal

Biosynex SWISS SA (CH) E10SECh ttest sniadnaue CouTD

Bejing Lepu Medical Technology Co.. [t (TR pu Medical (Europe) Cooperatier UA (NL] SARS-Cov- e o Sxtomiag

553256, 65526
e Comets CE3TD; CaT TG

Hangzhou Altest Biotech Co, Ltd (CN
New Gene (Hangzhou) Bioengineering Co., 169 (1)

‘Abbott Rapid Diagnosfics Jena GmbH
'n_ué_]—angmu Seloy Electronics & Instruments Co-13. (CV
= i
lLes versions de les plus ré TAEMPS (

= ey
Deze versies van de documenten zijn de meest recente die het FAGG omvanoe n heeft (m —— = upda tes zijn geweest)
[The versions of these documents are the most recent received by the FAMHP (updates may have been

NCP-5026 (AULTEST; Beright JusChek)
tests - 25 tests /box)
R, SR T T
[COVG-602ST (1 test - 3 tests/box]

ungo Europe B.V. (N0

hanghal Corp Grobr (Furcpe) (D} Rapid Test Cassette 2021/10/22

Professional use Portugal

citizens

Health professionals ~

Entities ~

! <

Reference = Manuiachier CDM = Type ¢ Brand ¢ Model = Class ¢ Name = L]
COVG-602 Hangzhou 70412073 DM In Vitro SEJOY SARS-CoV-2  Others(DIVnot SARS-Cov-z2 M B
Sejoy Diagnostics Rapid Antigen  listed in Annex  Rapid Antigen
Electronics & (DIv) Nasal Test Il of Directive Nasal Test
Instruments 98/79/EC and
Co, LTD not intended
for self-
diagnosis)
MT-4333 Hangzhou 70654280 Active DM Start by iHealth Flexible Digital lla(DMClass  Flexible Digital W B
Sejoy Thermometer lia) Thermometer
Electronics &
Instruments
Co. LTD
21-22de 22 « < 1 2 3 0 v

Germany Bfarm (self test & professional use)

und Medizinprodukte

Kkt H
Erreger

R | Lot
i Arzneimitel

Antigen-Tests zum des C SARS-CoV-2 @ impressum 533 Adminiztration

Eine Marktibersicht nach 51 Satz 1 TestV zu Antigen-Tests zum direkten Erregemachweis des Coronavirus SARS-CoV-2, die vom

(.Selbsttests") finden Sie unter diesem Link.

Alle Daten Herstellers, verbindlich sind

Angaben in den jeweiligen Gebrauchsinformationen.

Die Angabe Evaluierung PEI"bidet die entsprechende, auf der Webseite des Obersicht zur dortig b (siehe Webssite ces PEL.

« Ja" bedeutet, dass der Test bereits mit positivem Ergebonis durch das PEl evaluiert wurde.
« .Nein’ bedeutet. dass bislang keine entsprechenden Testergebnisse vorliegen.

i Falle einer negativen Evaluierung durch das PEI streicht das BFAM Uste.For ist ine positive Evaluerung des PEI eine wingende Voraussetzung.
Hinweis: . die von den e £ Digital COVID- - Kénnen, finden i im
Link zum Dokument
o oy B Zurtchsetzen
- Noch sy suchen
Herseler Europsischer Bevolmachtigter Sensithitat spesitar
o5 sstiges
TestiD Hondelsname stast nd Nome Stoat Lnd Testore % Vertouens % Venauens  Gebrouchsonwe.
inteval interval
MOl SARSCov-2mige g Tet et SarghouSepy Bochonia 8| Gty o ey e RO o somema 3 205887
ATIOZL  SARS-CoV-2 Antgen Saliva Lolly Test Nein Hangzhou Seioy Bectoni & angzhou o e oeaen! M5 amburg o e a9 9197-9702 9915 9532-9285 R Linksfin
AR SARSCoV-2AntgenRapidTest Casetie s fangihouSeoy Bectons & g o Serreereoral KOS amburg e |k o576 %039-9861 0938 %520-%987
pn  (IBCEImbemaimS |, Hangehos Sy Buchonies®, | pangeton o | S |y pe |k 740 %039-9861 10 w2-98 S ket
MR SRSCov2 Anige g e Casete o Tt Sy BT, |y P N w0 w-wm ko
ATSISRL SARSCov-2Antgen Rapid TetCassetie o Sl Seor Becinis®. | pargiiou o | SR | s oe | ARk o565 %014-9875 092 97342085
1 1-6von6

letzte Anderung:  20.12.2021 18:26 * POC = Point of Care



France(self test & professional use)

(]
MINISTERE
DES SOLIDARITES
ET DE LA SANTE

a
® * 4 VISUALISATION TESTS COVID-19
fLd s
Nombre de tests e du schiima: & une daye cher | @ signalement
s s RS.CV2. es TROD sbrologiues utiisés Cliquez pour accéder 3 la liste
e s et et i o b b s ks i i commune européenne TAG Ty
B Tests
Contextes juridiques ~
© outil criblage
Statut Type detest Sous type de test Citte: Type préidveme
& Projets R i = . 7l (G
o veille
Tableau de bord des tests v
2 Eauxusées
s affcnes
) Ressourees optiors ~
Q i:"z:em'a:\ff' ) Nom FABRICANT DISTRIBUTEUR GE UE  CNR  SOUSTYPEDETEST ciBLes e iasir
idémiologiqu
|§p SARS-CoV-2 Antigen Rapid Test Cassette 8 " >
aPRI
Autotest antigéniqueSARS-Cov-2 Autotest sl >
Schweizerische Eidgenossenschaft Eidgentissisches Departement des innemn EDI
Confédération suisse Bundesamt fir Gesundheit BAG
Tasiforce BAG Covid-19 AG Testung

Confederazione Svizzera
Confederaziun svizra

Listen der SARS-CoV-2. Zur !

Eachanwendung
Listes des tests rapides validés pour le SARS-CoV-2 pour usage professionnel
Liste dei test rapidi validati per il SARS-CoV-2 per uso professionale

2242204
Die sind far P ialien validiert und nur dementsprechend anzuwenden. In der
Sehweiz dilfen keine Anfigan-Schnalllests mit Speaichel als i won L i i werdan. Webseile Cowd-18 Testung
L i itig i auf ginam N. Rach: bstrich fiihren zu einem Covid-Zerlifikal (ab den R e T B
16.11.21). Informationen des der finden Sie auf dar BAG-Wabseie Covid-19-Testung.
Les tests rapides sont validés exclusivernent pour certains ty pes de prélévements et ne doivent ainsi étre ulilisés que pour ceux-Gi.
En Suisse, aucun lest antigénique rapide utilisant la salive comme matériel de prélévement ne paut 8lre ulilisé en dehors des St Intemet Tasts COVIE-18
Isboraoires. Seuls les tests rapides antigéniques pratiqués avec un frotfis nasapharyngé permettent dablenir un cedificat COWD = ———————————
(dés ba 16.11.21). Desinformatons sur lemploi prévu des tests rapides sont disponibles sur le sitle web de FOFSP Tests COVID-19.
| testi rapidi sono validati salo per certitipi di campioni e possono essere ufilizzati solo per quesio scopo. In Svizzera, nessun kst
anfigenico rapido che ulilizza la saliva come maleriale di campionamento pud essere ufilizzato al di fuori dei laboratori. Per otlenere egl COVID-18
un cenificato COMVID sono validi esclusivamente i test antigenici rapidi basati su un tampone nasofaringea (dal 16.11.21). Le
informazrioni su come ufilizzare i lest rapidi sano disponibili sul sito intemet delfTUFSP « Test COVID-18
Validlerte SARS-CoV-2-Schne itests
Tests rapides SARS-CoV-2 validés
Test rapid| SARS-CoV-2 validatl
. |
G Schweizerische Eidgenossenschaft Eidgenossisches Departement des Innem EDI
Confédération sulsse Bundesamt fur Gesundheit BAG
Taskforce BAG Covid-19 AG Testung

Confederazione Svizzera
Confederaziun svizra

Glallergen CO._ LTD. Novel Coronavirus (2015-nCoV) Antigen Test Kit (Colloidal gold immunochromatography) 2695
(Colloidal Gold) 197
Green Cross Medical Science Corp.. GENEDIA W COVID-19 Ag 144
Guangdong Hecin Scientific, Inc., 2019-nCoV Anligen Tesl Kil (colloidal gold method) 747
Rapid Detection Kit (immuno-Chromat 216
360
m 7D, = o TR 150220z |
Guangzhou Wondio Biotech Co. Ltd, Wondfo 2018-nCoV Antigen Test (Lateral Flow Method) 23 437
Hangzhou AllTest Biotech Co.. Lid. COVID-19 Antigen Rapid Test 10 1257
Hangzhou Biotest Biotech Co.. Lid. COVID-19 Antigen Rapid Test Cassette (Nasal Swab) 1876
Hangzhou Clongene Biotech Co., Ltd, COVID-19 Antigen Rapid Test Cassette 1610
Hangzhou Clongene Biotech Co., Ltd, Covid-19 Antigen Rapid Test Kit 20 1363
Hangzhou Clongene Biotech Co., Ltd, COVID-19/influenza A+B Antigen Combo Rapid Test X 1365
Hangzhou DIAN Biotechnology Co., Lid., COVID-19 Antigen Test Cassette 2629
Hangzhou Immuno Biotech Co.Ltd SARS-CoV-2 Antigen ANTERIOR NASAL Rapid Test Kit (minimal invasive) 344
Hangzhou Immuno Biotech Co.Ltd. SARS-CoV-2 Anfigen Rapid Test
Hangzhou Laihe Biotech Co., Lid. LYHER Novel Coronavirus (COVID-18) Antigen Test Kit(Colloidal Gold)
HANGZHOU LYSUN BIOTECHNOLOGY CQ., LTD., COVID-19 Antigen Rapid Test Device (Colloidal Gold) 7
Hangzhou Sejoy Co..LTD.. SARS-CoV-2 Antigen Rapid Test Cassétte 24




Italy (self-testing)

Area tematica Dispositivi medici | Archivio banche dati
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# Stampa | B Scarica il dataset
Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante: hangzhou Sejoy
Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:
Codice nazione fabbricante:

Denominazione mandatari
Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM:

Codice attribuito dal fabbricante:

Nome commerciale e modello:

Classificazione CND: WO0105099099

Descrizione CND:

Normativa:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD): ST - Test autodiagnostici (non inclusi nell'all. I1)

Elenco dispositivi individuati

Dati aggiornati al:18/12/2021

SEJOY
WO105099099 FABBRICANTE  ELECTRONICS & o
sscov |l ST-Test e
Dispesitiva 2179682 s COVG-6OXT - 25 TESTS ANTIGEN | oy papipy | Dobv0 | autodiagnostict L 0., LTD
et | 1000 | on inclus
cssETE | nellall. I) FUNGHA
anoaTApio NTERMATIONAL 166892
HOLDING 350
CORP.GMBH
HANGZHOU
seloy
WO05099099 FABBRICANTE  ELECTRONICS & o
sescovz ot ST-Test T
ANTIGEN DL todiagnostici
Dispasitiva 2179678 s COVG-6025T - 3 TESTS - TEST RAPIDI sl i b IR co., 110
rapipTEST | T 02000 | pon tnclus
CSETTE | nellall, 1y SHANGHAI
panoATAR "NTERNATIONAL tessm | o
HOLDING 150
CORP.GHBH
HANGZHOU
sejor
WO105099099 FABBRICANTE  ELECTRONICS & o
suascova M B ST-Test NSTRUMENTS
Dispositiva 2179679 s COVG-6025T - 5 TESTS MTIGEN | rperpupipy| | DLve | autodiognosticl ) €0.,LTD
RAPID TEST B0 inon inclusi
E"POINT OF revemes
CASSETTE : neltall, iy
CARE: AT AaNDATAR 'NTERNATIONAL teos |
HOLDING 350
CORP.GHBH
Dispositiva 2179681 s COVG-602ST-7TESTS  SARS-COV:Z | WOI0S099099 D.Lwa | ST-Test | O4/12/2021 HANGZHOU
ANTIGEN | -VIROLOGIA  332/2000 | autodiagnostici sejor
RAPIDTEST - TEST RAPIDI non inclusi FABBRICANTE  ELECTRONICS & <1
CASSETTE | E"POINT OF neltall. i) NSTRUMENTS
CARE" - ALTRI co., 110
hitps. al i ioneDisposiivirRi isposiiviSenviet2action=ACTION_RICERCA# 2
202111223 Elenco dei dispositivi medici
DISPOSITIVO MEDICO/ASSEMBLATO FABBRICANTE/ASSEMBLATORE
TIPOLOGIA :EN“FI“TM ISCRITTO AL CODICEATTRIBUTO DAL "ol DATA PRIMA ::‘“:s::; RUOLO copice "ARTTA
COMMERCIALE CND NORMATIVA CLASSE CE o DENOMINAZIONE IVAIVAT NAZIONE
DISPOSITIVO REGISTRAZIONE REPERTORIO FABBRICANTE/ASSEMBLATORE PUBBLICAZIONE 1N AZIENDA FICALE
£ MODELLO NUMBER
ED/RDM COMMERCIO
SHANGHA
anoaTARI NTERNATIONAL 166892
HOLDING 150

CORP_GMBH



Spain(self-testing)

Castellano | Catala | Euskera | Galego | Valencia | English
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Inform@cion general sobre test de diagnéstico de

CoVviD-12

Cosmeticos y cuidado personal v

'S

Inicio > La AEMPS > Ultima informacicn de Ia AEMPS acerca de la COVID-19 > Informacion general sobre test de
covID18

Compartir:

virus.

diferentes tipos de test de diagnéstico de COVID-19 e

i6n en el momento de realizar la pru

i6n de su objetivo. Podemos di
1 activa) y aquellos que nos informan de la resi

Ultima actualizacién: 22 de diciembre de 2021

stinguir entr

En funcisn del objetive deseado 58 ULliZars un Tipo de test u Otro, CON LNS SSPaCificaciones propias

Common List

s test que nes inform

puesta inm

Hangzhou Sejoy

SARS-CaV-2 Antigen Rapid Test Electronics &

COVG-6025T

re434

NASAL

Cassette Instruments Co, Ltd
(China)
EUROPEAN COMMISSION

DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Public health, country knowledge. crisis management

Health Security

EU health preparedness:

A common list of COVID-19 rapid antigen tests;
A common standardised set of data to be included in COVID-
19 test result certificates; and
A common list of COVID-19 laboratory based antigenic assays

Agreed by the Health Security Committee

— Included
RAT name | Device ID Ginical Clinical performance validation CoV-2 12 inEU
#e As reported by independent validation studies Data by manufacturer Target ¥ common
studies 2
protein list since:
Retrospective in vitro study
COVID-19 Antigen Rapid DE: 96.46% sensitivity
e e Test Device (Collodal 2139 | positive evaluation by PaulEnrichInsitut: 100% specificty perl N a0
Biotechnology Co. Ltd i protein 2021
Gold) Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab
specificity: 100%
- : : : DE: Sensitivity: 94.5%, Nucleo- 8
Hangzhou Sejoy Electronics | SARS-CoV-2 Antigen Rapid e 2] 5
& Instruments Co.ltd Test Cassette 1945 Positive evaluation by Paul-Ehrlich-Institut: Specificity:100% DE mpm} Nasal swab Decenmiber
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab protein 2021
specificity: 100%




China white list
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WERFR () RAVETRR (X)) P2 PREiR/AES H—HAUEERE ESMERHAIERESR
MEESFERAS  Hangzhou Sejoy Electronics & AI5MEET Infrared Ear/Forehead Thermometer 91330160742011788U  EX#ACE
Instruments Co. Ltd (ET-306,ET-215 ET-206,ET-305) ( SREEE

202450552785 )

NEESFARAS  Hangzhou Sejoy Electronics & STESHAHIN COVID-19 IgG/IgM Rapid Test Cassette  913301607420117880  EREACE
Instruments Co, Ltd o SARS-CoV-2 Antigen Rapid Test Cassette
SARS-CoV-2 & Influenza A+B Antigen
Combo Rapid Test Cassette
SARS-CoV-2 Neutralizing Antibody Rapid
Test Cassette
SARS-CoV-2 Antigen Rapid Test Cassette
(COVG-6025T) (Self-Testing) ( B&HIE2024
£5[278)
SARS-CoV-2 Antigen Saliva Lolly Test
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