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® Accessible - Can be used in a wide variety of non-laboratory settings

@ User-friendly - Easy-to-operate, less trauma & discomfort

¢ Economical - No additional instruments require

¢ High performance - Fast identification of potentially infectious individuals

Characteristics

Colloidal Gold
10-15 min

12 months
Nasal swab

Kits for 1T, 5T
Room temperature (2-30C)
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SARS-CoV-2 Antigen Test Kit
o
SARS-CoV-2 Antigen-Test Kit

< €4

Vou can ean the QR code 1o get

Kit de test d'antigé&ne SARS-CoV-2
SARS-CoV-2 Antigeentestkit

R
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SARS-CoV-2 Nucleocapsid protein
In Nasal swabs samples test
SARS-Cov-2-Nukleokapsidprotein in
Nasenabstrichproben
srﬂr de Is protéine de 13 nucléocapside du
RAS-CoV.2 dans lex
SARS-Cov-2 Nucleocapsid proteine in Neus swabs monsters test
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MF-68 SARS-Cov-2 MF-68 SARS-Cov-2
Catalog Antigen Test Kit (Self -Test) | Antigen Test Kit (Self -Test)
package soft package box package
Tests 1T 51
packages/Carton 650 200
Tests/Carton 650 5*200=1000
Size 62*35*43 63*35%*43
Volume(cm?) 93310 93310
Net weight
Carton (KG) 135 155
Gross weight
Carton (KG) 16.5 16.6

1T

*650 Tests/Carton
*650 Packages/Carton
*Size:62*35*43cm

*Gross weight:16.5kg

5T

*1000 Tests/Carton
*200 Boxes/Carton
*Size:62*35*43cm

*Gross weight:16.6ko

c € 1434
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Microprofit Biotech is a national high-
tech enterprise from China, the
headquarter — Microprofit Building
located in the center of Shenzhen city.
As an 1SO13485 qualified manufacturer
since 2009, microprofit biotech
specialized in R&D, Manufacture, and
Marketing of In-Vitro Diagnostics (VD)
analyzers and test kits, with the idea of
POCT (point-of-care-testing), all her

products were reliable, easy to use and

easily accessible. z ‘ 7
Our official brand fluorecare, is dedicated to entire products of point-of-care (POC)
tests using immunofluorescence quantitative assay to monitor and prognosis of
human diseases with comprehensive parameters, including tumor, hormone,
cardiac, infectionand diabetes markers.

Up to the year 2020, the laboratory diagnostic kits of microprofit biotech has been
serving almost every top hospitals in China, and laboratories/hospitals/clinics in
40+ countries globally, including Germany, Belgium, Italy, Philippines, Indonesia,

Ecuador, Peru, Nigeria, South Africa...

Langke Mansion
Parking Lot
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VTech Research
and Development 9
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CERTIFICATE

EC Certificate No. 1434-1VDD -491/2021
EC Design -examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Shenzhen Microprofit Biotech Co., Ltd.

Rm. 405, 406, Zone B /4F, Rm. 205, 206 -1, 207, West
Side of Zon e B/ 2F, Haowei Building, No. 8 Langshan
2nd Road, Songpingshan, Songpingshan Community,
Xili Street, Nanshan District, Shenzhen, P.R.China

in vitro diagnostic medical devices
for self-testing

SARS -CoV-2 Antigen Test Kit (Colloidal Gold
Chromatographic Immunoassay) REF: MF-68

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 22.11.2021 to 27.05.2024

The date of issue of the C ertificate: 22.11.2021
The date of the first issue of the Certificate : 22.11.2021

c E 1434

Issued under the Contract No. MD-76/2021

Application No: 111/2021

Certificate bears the qualified signature.

Warsaw, 22/11/2021 Vice -President
Module A1
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"I | fir Arnemittel . . .

= und Medinpedite Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 @ tmpressum 3 Administration
Alle Daten gemz6 Ubarmittlung des Herstellers, verbindlich sind ausschiisBlich die Angaben in den jeweiligen Gebrauchsinformationen.

Die Angabe ,Evaluizrung PEI” bildet die entsprechende, auf der Webseite des Paul-Ehrlich-Instituts (PE() verdffentiichte Ubersicht zur dortigen vergleichenden Evaluierung der Sensitivitat von SARS-CoV-2
Antigenschnelltests ab (sizhe Webseite des PEI).

o 3" bedeutat dass der Test bereits mit positivem Ergebnis durch das PE( evaluiert wurde.
s Nein' bedeutet, dass bislang keine entsprechenden Testergzbnisse vorlizgen.

im Falls einer negativen Evaluizrung durch das PEI streicht das BFATM den entsprechenden CE-gekennzeichneten Test von seiner Liste.

Qv Microprofit Los Akticnen v [6 Zuricksstzen

v 4 ﬂ Nach 'Microprafit’ suchen

Hersteller Europaischer Bevollmachtigter Sensitivitat Spezifitat
Test-ID Name des Tests :’ghi"“' Name | = land  Name land P h % S5%iges 5 % 9:’“9“ . Gebrauc,
AT1308/21 SARS-CoV-2 Antigen Test Kit (.. Nein Sheazhen Microprofit Biotech .. CN CMC MEDICAL DEVICES & DR, ES nasal 0293 §082-9533 10000 9873-100 G L.
Nombre de tests Dans le cadre de la stratégie nationsle du schéma vaccinal complet & ®

Signalement

une dosa chez les personnes immunccompétentes sans antécédent C!Igueg fo:‘!r
connu dinfection au SARS-CoV2, les TROD sérologiques utilisés sccederaia liste

2 4 . . g 5 e commune | wol
3 d t détecter a i les cibles sui :1gG antiprotéine . s oo
/5 . P L £ europeenne TAG

S ou IgG antiprotéine N+S,

Contextes juridiques cliquez pour déplier et télécharger les fichiers des v
contextes juridiques

Statut Type de test Sous-type de test Cibles Type préiévement Rechercher
Oce OcnR OLE = i - E - — ¥ Q microprafit
OHas

Tab‘eau de bord des tests Cliquez pour déplier et visualiser les graphes du v

tableau de bord

3 tests affichés
Options  ~
NOM FABRICANT DISTRIBUTEUR CE UE CNR SOUS-TYPE DE TEST CIBLES TYPEDE
PRELEVEMENT

SARS-CoV-2 Antige! Kit
e s _f 1Gold cg nTest - Shenzhen Antigénique non )

d i Microprofit G @ automatisé (dont N Hasophatjnge >
Immunoassay){Fluorecare - REF MF- .

Biotech TROD)

68)
SARS-CoV-2 Antigen Test Kit Shenzhen
(Colloidal Gold Chromatographic Microprofit © Autotest N >
Immunoassay) Biotech Co., Ltd.
SARS-CoV-2 Antigen Test Kit Shenzhen Antigénique non
(Fluoresence Immunoassay) Microprofit © @ . automatisé (dont N Nasopharyngé >
(Fluorecare - REF MF-67) Biotech Co., Ltd. TROD)

n

Y

SM France
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Device ID Clinical performance
Mafifadurer RATcqmmercalrame #s As reported by independent validation studies
SARS-CoV-2 Antigen Test .
shenzhen Microprofit |Kit (Colloidal Gold DES ) o
Biotech Co,, Ltd Chromatographlc 1967 Positive evaluation by Paul-Ehrlich-Institut:
|mmunoassay) Sensitivity of 100% at Ct < 25; Manufacturer
spedificity: 100%
SARS-CoV-2 Spike Protein BE:
Shenzhen Microprofit Test Kit (Colloidal Gold .
Biotech Co. l‘d’p chromaio graphi 178 Positive evaluation by Paul-Ehrlich-nstitut:
! Immunoassay) Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 100%
Helrospect 0 d
. SARS-CoV-2 Spike Protein DE:
Shenzhen Microprofit :
Biotech Co. L‘:p Test Kit (Fluorescence 1228 |positive evaluation by Paul-Ehrlich-lnstitut:

Immunoassay)

Sensitivity of 100% at Ct < 25; Manufacturer
spedificity: 100%

SARS- Included
Clinical performance i::?::::: CV2 | o dmen?” InEU
Data by monufacturer studies Target P common
protein list since:
Nasal swab,
Sensitivity: 92.93% Nasopharyngeal
Clinica Specificity: 100% DEw N‘:ft'e,‘;' swab, ;;;'1"
Nasal/NP/OP swab protel Oropharyngeal
swab
Nasal swab,
Nasopharyngeal
Sensitivity: 86.3%, Specificty: 100% | ey Spike il 23 July
Nasal Swab protein ' 2021
Oropharyngeal
swab
Nucleo- 8
Sensitivity: 93.46%, pel! protein, |Nasopharyngeal N
Specificity: 100% Sprotein |swab
1) 2021

La notificacion se ha realizado correctamente.

Codigo de Expediente: RPS/2483/2021

Fecha Registro: 25/11/2021 09:18:29
NO registro General: |RPS/2483/2021
Oficina: ETEL

N© registro Oficina:  RPS/2483/2021

Registro de Responsables de Productos Sanitarios - RPS/2483/2021

o e e S O A S T T A Y T e o e e R S e B R

Datos de registro
N® Registro RPS/2183/2021 Fecha Registro
Datos del Responsable
Tipo de Responsable (*) Rep, Auterizady Tipo de entidad Emoresy
ar) 833316143 Nombre (*) CHC MEDICAL DEVICES & DRUGS S.L.
Direccién(*) C/ HORACIO LENGO 12 18 |
Localidad (*) [rataca ]
Provincia(*) ')
Telifonol ) S5121335¢ fax |
emai*) wieb 1
Datos del Fabricante
Nombre o Razén Social (*) Shenrhen Micreprofit Sictech Co., Ltd. 1
Direccién(*) Rm.405,405,Zoce B/AFRM.205,206-1,207.Vrest Sde of Zone B/2FHaowei Buld rg
Localidad (*) [[o. 8 Langzhan 2rd Road, Sengrngshan, Songorgshan Communty, Xit Street lanshan Ditnct Sherzhen i |
Pais(*) Reptbica Popular China w@ [ —— |
Teléfono(*) 003575551633353 Fax
i) web ]
Relacién de Productos

Uistado de Productos Sanitarios
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11 MEI2021 - Kaplokhjk bethat ot ystwoning van yitikel 3, § 2 van de seet van 22 december 202 houdsnde dverie rmastes

o le cachn de by Lsie contre Ia panddene do CORND 1Y

den may betcelbing Lot srale arbiceontssten en de regatrabe o8 vermerkeng van gogevans betrefsnde vactingties in het karder van de wrijd teaen de COVID 19 pyndemes

Naam van de test/Nom du lcst)lumn of the test

Datum certificaat

Fabrikant/Fabricant/Manufacturer gemachtigde/représentant autorisé/authorised
Date du certificat

representative

[Lotus KL B.V. (NL) Rapid SARS-Cov-2 Antigen Test Card

) TR 0CS-2; 1W0C5-4; 1N10C5-6
[Tesigan Scentific Umted Uabiity Company (US]

Shangtial Intematony) Hotding Corp. GmbH (DE) [CLINITEST Rapid COVID-19 Antigen Sei-Test 11586333; 11556327; 11556331, 11556072;
Acon Bectech (Hangzhou) Co Ltd. (CH) Medhiet GmbH (DE) [Fiowfiex SARS-Cov-2 Anhigen Rapid Test (Sell-Testing) L031-11855; LO31-116L5; LOJL-11615;L031-11EA5;
L031-118U5; LO31-116V5; LO31-118Q5; LO31-118M5;
LO31-118N5; LO31-118WS; LO31-118P5; LO31-118Y5;
01l $1031-13 8RS

Sugentech Inc (KR) Mt Fromedt Consulting Grmbh (DF) 5GTi-Tlex COVID-19 Ag [CAGT001ED

Hanazhou Alitest Biotech Co, Ltd (CH) Medfies GmbH (DEF) [COVID-10 Antigen Rapid Test (Oral Fuid) ICOV-602H (ALLTEST; Benight; JusChek)

SO Bicsensor (KR MT Proredt Consulting GmbH (DE) [SARS-CoV-2 Antigen Self Test Nasal 1901-NCOV-06G 2021/06/04
Biosynex SWISS SA (Cii) a énique COVID-12 Ay 1359256, 859261 2021/07/23
Beding Lepu Medical Technalsay Co., Lid (CN) Lepu Medical (Eurcpe) Coopentiel UA (NL) SARS-CoV-2 Antigen Rapid Tests for Seif-testing G3601; CG3605; CG3610; CGI625; CGISE0 2021/06/21
Hangzhou Alkest Bickech Co, Ltd (CH) [MedNet Gmbt (DF) SARS-CoV-2 Antigen Rapid Test (Nasal Swab) INCP-502H (ALLTEST; Beright; JusChek) 2021/07/05
Hiew Gene (Hangzhou) Bioeng neering Co., Ld (CN)  |Sungo Eurcpe B.V. (N COVID-19 Anbgen Detecticn Kit - Nasal Swab [COVID-19-NG21 (1 test - § tests - 25 Lests /box) lzozn/os/n
[Abbott Rapid Dagnostics Jens GmbH (DE a [Panblo COVID-19 Antigen Self-Test 3 1FKS1: 41FK71; 41FKB1; A1FKIL 2021706/25
[Hangzhou Sejgy Electronics & Instrumants Co.Ltd.  [Shanghal Intemational Holding Corp.GmbH (Europe)  [SARS-CoV-2 Antigen Rapid Test Cassette COVG-6025T (1 test - 3 tests - 5 tests /box) 2021710722
(CH) DE)

Acep Biotech Medhet GmbH (OF R 252 5 i

] Den Mcrepront Biotach Co_ Lid [CHC MEDICAL DEVICES 8 DRUGS, SL(ES) _JSAR § 021711
2021/11/25
[Gotdsite Diagnastics Inc.(CN) [CHC MEDICAL DEVICES 8 DRUGS, S L. (ES) 5ARS-CoV-2 Antigen K (Colloldal Gold) 'G123001; €G123005; €G123025 2021711710
Les versions de ces documents sont les plus récentes reques par I'AFMPS (des mises 3 jours ont pu étre réalisées)
Deze versies van de documenten zijn de meest racente die het FAGG ontvangen heelt (het 20u kunnen dat er updates zijn geweest)
The versions of these documents are the most recent received by the FAMHP (updates may have been made)
-
MHP Belgium
& C O nitps/jlatmedava goshy/put! 2/paznsumuianacs aps s = @ & -
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Nama of the notifier:

23ju valsts agentora
INFORMATION ON HOTIFIZD MEDICAL INFORMATION ON NOTIFIED MEDICAL DEVICES Help
DEVICES
Nata of the madical device: ks tov2 |
NOTIFICATION CONCERNING BEGINNING —
PLACING MEDICAL DEVICES ON THE Hamie ol herinsoutaction Plicropeiit |
LATVIAN MARKET Country of tha manfacturer: [ ]
teame of the authorizsd repressatative of the mansfacturer bn £1: | ]

[

All: 5514 Selected: 20 | Showe: 141

Dateot  Motification Mameofthe  Mmechthe dutherizad o i Country of the
otifcaticn  nomper . Nomeofthemefatdevicas RS M representativeof the  TEE T mm,z"m }
manufacturer In EU -
202.2021 P11048 SARS-CoV-2 Antigen T2t Kt Sherchen TNC Madical Devices & Shazhen W
(Colioidal Gold Chrortographic | Mieroprofit g st Micropeofit
Imunossyy) (iefererces rursy | Biotech, (td Elotech. Atd

nE58)

EXSPORTET U2 EXCEL

Aot Us

Contacty

23l valsts agentora

of Medicines of the Re




Eidgenéssisches Departement des Innern EDI
Bundesamt fur Gesundheit BAG
Taskforce BAG Covid-19 AG Testung

Schweizerische Eidgenossenschaft
Confédération suisse
Confederazione Svizzera
Confederaziun svizra

Sars-CoV-2-Antigen-Schnelltests zur Eigenanwendung (Sars-CoV-2 Selbsttest)’
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)

17.12.2021

Die Schnelltests zur Eigenanwendung sind ausschliesslich fur den nasalen Abstrich validiert ~ Webseite Covid-19 Testung
und nur dementsprechend anzuwenden. Informationen beziiglich 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 Site internet Tests COVID-19
uniquement et ne doivent donc étre utilisés qu'en conséquence. Ces informations sur l'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 i tamponi nasali e dovrebbero essere Sito web Test COVID-19
usati solo di conseguenza.. Le informazioni su come utilizzare i test rapidi sono disponibili sul

sito internet dellUFSP «Test COVID-19».

Hersteller Antigen Schnelltest
Fabricant Tests rapides
Azienda antigéniques Test
antigenici rapidi

Shenzhen Microprofit Biotech Co., Ltd China SARS-CoV-2 Antigen Test Kit (colloidal gold Chromatographic Immonoassay)

Wichtige Hinweise:
Information importante :
Avvertenza importante:

1 Diese Liste beinhaltet SARS-CoV-2-Antigen-Schnelltest, welche die Anforderungen nach Art. 24 der Covid-19-Verordnung 3 erfiillen und zudem entweder eine CE-Zertifizierung als Produkt zur
Eigenanwendung einer benannten Stelle besitzen ader eine Ausnahmebewilligung durch Swissmedic als Produkt zur Eigenanwendung besitzen.

Cette liste inclut les tests rapides pour la recherche de I'antigéne du SARS-CoV-2 qui remplissent les exigences de I'art. 24 de l'ordonannce 3 COVID-18 et qui sont soit certifies CE comme
dispositif d'autotest par un organisme notifié ou qui ont une dérogation de Swissmedic pour l'auto-application.

Questo elenco comprende i test rapidi per I'antigene SARS-CoV-2 che soddisfano i requisiti dell'art, 24 dell'ordinanza 3 COVID-19 e che hanno una certificazione CE da parte di un organismo
notificato come prodotto per uso proprio o un'esenzione di Swissmedic come prodotto per uso proprio.

ted in Switzerland
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Lista de autotestes com marcagao CE
destinados a detecao do Antigénio do virus SARS-CoV-2 em amostra nasal

notificados ao INFARMED, I.P.

1.A presente informacao corresponde aos dispositivos notificados ao INFARMED, I.P. por fabricantes/mandatarios e/ou distribuidores por grosso, no ambito do
cumprimento dos requisitos legais aplicaveis.

2.0 INFARMED, I.P. disponibiliza a plataforma InfoDM, onde é possivel pesquisar toda a informacao de registo de dispositivos médicos, notificados ao INFARMED, 1.P.
por fabricantes/mandatarios e/ou distribuidores por grosso, no ambito do cumprimento dos requisitos legais aplicaveis.

3.A informagao disponibilizada no InfoDM, bem como a sua atualizagao, incluindo as rotulagens e instrugdes de utilizagao/folhetos informativos dos dispositivos
médicos, é da exclusiva responsabilidade da respetiva entidade notificadora.

4.Dada a possibilidade de atualizagao da informagéo relativa a notificagoes pré-existentes, os distribuidores deverao comunicar ao INFARMED, 1.P. qualquer alteragéo
as notificagdes a que se encontrem associados que reflitam uma incorre¢ao das mesmas.

6.Esta lista é atualizada periodicamente, sendo que o InfoDM apresenta a informagao 4 medida que esta é registada pelas entidades notificadoras ao darem
cumprimento aos requisitos de notificacao.

Data: 20/12/2021

Nome Comercial Referéncia Fabricante Distribuidor(es)

associado(s)?

SARS-CoV-2 Antigen Test Kit
(Colloidal Gold Chromatographic
Immunoassay)

SARS-CoV-2 Antigen Test Kit (Colloidal Gold
Chromatographic Immunoassay)

Shenzhen Microprofit Biotech Co.,

Ltd. Naa

1434




GROUPE
TRENOIS

1434

fluorecare®

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 109172 0001 Rev. 00

Product Service

Holder of Certificate: Shenzhen Microprofit Biotech Co., Ltd
Rm. 405, 406, Zone B /4F
Rm.205,206-1,207, West Side of Zone B/2F
Haowei Building, No. 8 Langshan 2nd Road
Songpingshan, Songpingshan Community
Xili Street, Nanshan District
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Distribution of Immunochromatographic Assay
Diagnostic Kit, Colloidal Gold Chromatographic
Immunoassay Test Kit, and Dry-Type
Immunofluorescence Quantitative Analyzer

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:
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Alicx www.tuvsud.com/ps-cert?q=cert:Q5 109172 0001 Rev. 00
e

Report No.: GZ2043601

Valid from: 2021-03-24

Valid until: 2024-03-23

c@IL\/
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Head of Certification/Notified Body
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GROUPE

fluorecare® CE€...

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 109172 0001 Rev. 00

Applied Standard(s): EN SO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

Faci"ty(ies): Shenzhen Microprofit Biotech Co., Ltd
Rm. 405, 406, Zone B /4F, Rm.205,206-1,207, West Side of Zone
B/2F, Haowel Building, No. 8 Langshan 2nd Road, Songpingshan,
Songpingshan Community, Xili Street, Nanshan District, 518057
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate
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