CERTYFIKATY FLUORECARE

Ce Cert.

CERTIFICATE

DirecTive 98/79/EC
EC DesicN-ExaMINATION

CeCert Sp. z o.0. hereby confirms that manufactured by

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, Shenzhen, P.R. China

in wvitro diagnostic medical device for self-testing

fluorecare SARS-CoV-2 & Influenza A/B

& RSV Antigen Combo Test Kit
catalogue numbers: MF-71-1, MF-71-2, MF-71-5

in term of the design conforms to the requirements of Annex Il
section 6 to Directive 98/79/EC (as amended) implemented into Polish
Law, as evidenced by the assessment conducted
by CeCert Sp. z 0.0.

q

Validity date: TL05.20:22 - 26.052025
Edition issue date: 18.05.2022

2934

Check it e A

Kamil Szczurowski

Director of in Witro Diagnostic Medical Device
Certification Department

CeCert Sp. z o.0.

ul. Zurawia 32/34

www.cecertpl
00-515 Warszawa

e-mai: biuro@ rtpl Certificate no: CeCery/oszME2
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Manufacturer:

European
Representative:

Product Mame:

Common Mame:

Brand:
Catalogue No.:

Classification:

Declaration of Conformity

Shenzhen Microprofit Biotech Co., Ltd,

REm. 405, 406, Zone B /M4F, Rm. 2035, 206-1, 207, West Side of Zone
B/ 2F, Haowei Building, Mo. § Langshan 2nd Road, Songpingshan,
Songpingshan Community, Xili Street, Manshan District, Shenzhen,
P_R. China

CMC MEDICAL DEVICES & DRUGS, 5.L.
C/ Horacio Lengo 1% - C.P 29006 - Malaga-Spain

fluorecare SARS-CoV-2 & Influenza AB & RSV Antigen Combo Test
Kit

SARS-CoV-2 & Influenza A/BE & RSV Anfigen Combo Test
Kit {Colloidal Gold Chromatographic Immunoassay)

fluorecare

MF-71-1, MF-71-2, MF-71-5

Self-testing Device of VDD 93/ T/ EC

Conformity Assessment Route: Annex ITT of VDD $87%EC

STANDARDS
APPLIED

BN 13612:2002/4C: 2002 EN IS0 13483:2016
EN IR0 14571:2012 EN IS0 23640:2015
EN IS0 18113-1:2011 ENISO 18113-2:2011
EN IB0 15223-1:2014 EN 13641:2002

We the manufaciurer herewith declare on our solo responsibility that the above mentioned
producis meet the provisions of the following EC Council Directives and Standards. All
supporting documentations are retained under the premises of the manufacturer.

The products comply with the essential requirements in accordance with Annex | of the VDD

SSTHEC.

DIRECTIVES

General applicable directives:

In Vitro Diagnostic Medical Device Directive: COUNCIL DIRECTIVE S8/7EC of 27 October
1954 conceming in vitro diagnostic medical devices (IWDD 98/79'EC).

Molified Body:

Identification number:

(EC) Certificate(s):

CeCeri

c 62934

CeCert08920WE 1

Expire date of the Cerificate:  2025.05.26

DATE OF ISSUE:

SIGNATURE:

2022.05.12

/ : )
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Comunicacion: FP5/3418/2022
N® AEMPS: 2203417

Fecha: 24/052022

Asunto: Anotacién de la comunicacion
en el Registro de Responsables
de la puesta en el mercado de
Productos Sanitarios

DEFARTAMENTD [XE
PROMHICTOR SANITARIOS

CHIC Medical Devices & Drugs 5.1
Horacio lenge, 18

20006 - Milaga

MALAGA

Andalucia

Con fecha 24/05/2022 ha sido registrada en la aplicacion de Eegistro de Fesponzables de la puesta de mereado
de Productos Sanitarios (FPS) de la Agencia Espaficla de Medicamentos v Productos Sanitaries (AEMPS) la

comunicacicn presentada por CMC Medical Devices & Drugs 5.1, con la sigmente mformacion:

1. Miimero de identificacion asignado en el registro

RP5/3418/2022

2. Responsable de la puesta en el mercado de los productos sanitarios

Empresa CMC Medical Devices & Drugs S.L.

Horacio lengo, 13

20006 - Malaga (MALAGA)

Andalucia
En calidad de Representante

3. Pagina(z) adicional(es) de productos sanitarios incluidos en esta comunicacidn.

REEGISTRO DE EESPONSABLES DE LA PUESTA EN EL MERCADO DE FEODUCTOS BANITARIOS
DEPARTAMENTO DE FRODUCTOS SANITARIOS

Nota - Esta notificacion no tiens el cardcter de una quiorizacion sanitaria de comercializacion, ni enravia un juicio sobre la corgbrmidad
del producte con la lesislacion vigents. Unicamente avala ef cumniimient del Regiztrn de Respowsables semin of articulo O dof RD
8622000 por ol que ze regulan los Productas Saitarios para Digemdstico in vitra.,

Agenola Ecpaficls de Medizameanios ¥ Produsioe EanHaricc [AEMP B} Cav: E@AEETAMCHE
Fosgs comprobar in aufendckdan o focrmants 20 ja sede Ja n AERIFE fipsfocaizador. samps a5
Pagina 1 da I Ci/ CAMPEZD, 1 - EDIFICIC B
ZB02Z MADRID

Tal.: 91822 5490
Fax: 91 822 52 80
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MN/EEF: PS/FFS/34182022

= DEFARTAMENTO [BE

FRODHICTOR SANIT ARIODS

ANEXO: PRODUCTOS SANITARIOS COMUNICADOS POR EL RESPONSABLE

MNombre comercial
Tipe de producto

1 - 5ARS-CoV-2 & Influenza A/B &
RSV Antigen Combo Test Kit (Colloidal
Gold Chromatographic Immunoassay)
PAFR A DIAGHOSTICO "IN VITRO"
Antodizsndstico

Fahbricante

Shenvhen hiicroprofit Biotech Co. Lid.

1-5ARS-CoV-2 Antigen Test
Kit{Colloidal Gold Chromatographic
Immunoassay) ; Saliva;
PAFA DIAGNOSTICO "IN VITRO"
Autodizmnistico

Fabricante

Shenvhen hiicroprofit Biotech Co. Lid.

Fecha de comercializacion
Finalidad

23/05/2022
The fluorecare® SARS-CoV-2 & Influenza AB & REV Antigen Coenbined
Test Kit iz applicable to the sirmltanegus qualitatice detection and
differentiztion of novel Coronsvins (3AFS-CoWV-2 Antizen), Influsnra A vimes,
Influenza B vims Anfigen and'or B2V Antizen in populstion Mazal saabs
zamples I vitro.
It can b used as an sid to dissnose coronevirns infection disease (COVID-19,
cansed by SAFS-CoW-I, in svinpromatic patients within 7 davs of onzet. It can
alzg beuzed to 2id m the disgnosis of dizeaszes causzed by Influenza A'E or
FSV.
Fuor in vitre dizgnostic wse only. For self-testing use.

Pai=

REPUELICA BOPULAF. CHINA ! Paoples
Fepublic of China

23/03/2022
The fluorecare® BARS-CoV-I Antizen Tast Eit iz applicable to the qualitative
detection novel Coranavins (SAFS-CoVV-1) Anfizen in population zzliva
samplas in viro.
It iz miended as an aid in the diagnoesis of coronsvims mfeciion disease
{COVID-19) for svinptomatic patients within 7 davs afier onset of symphorms,
which is cauzed by SARSCoV-2.
Fuor in vitro dizmmostic wse only. For self-testing wse. This kit is suitable for
people over 2 vears ald Peopls undar the ags of 2-12 cannot operats by
themzalves. Thiz kit should be used by adults or parents {1 E-80 years old) for
zampls collection and testing.
People azed 13-17 can nse thiz kit o collect samples and test samples 1mder the
supenvizion of adults or parents {18-60 years old). Supsrvizors should ennure
that uzers have s detailed understanding of the requirerments of the mstnictions
and watch whether the uzer's operation is comeact.
Far people gver 75 vears old, it is reconumended that farmily mermbers or
ruardisns {18-80 years old) uzs thiz kit to collect samples and test samples.
Pai=
REFUELICA BOPULAFR CHINA ¢ Paoples
Fepublic of China

REGISTEQ DE FESPOMNSABLES DE LA PUESTA EM EL MERCADO DE FRODUCTOS SANITARTOS
DEPARTAMENTO DE FRODUCTOS SANITARTOS

Fooha de la finma: 240062022

Agenola Ecpaficls de Medlzamesnios y Produsioc EanHaricc [AEMP E) CIV: ERAEETAACH
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