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CE Certification — AEMPS Registration Lette

CE iF H-AEMPS 7: =

NfREF: PS/RP5/2596/2023

DEPARTAWENTO DE
PRODUCTOS SANITARIOS

o F I ¢ 1 O

Medunion S.L.

Comunicacion: RPS/2506/2023 CALLE TAPIOLES, 33, 2. 1,

?b " 5 32;?;?2%623 08004 - Barcelona
R : o BARCELONA
Asunto: Anotacion de la comunicacion -
Catalufia

en el Registro de Responsables
de la puesta en el mercado de
Productos Sanitarios

Con fecha 25/10/2023 ha sido registrada en la aplicacién de Registro de Responsables de la puesta de mercado
de Productos Sanitarios (RPS) de la Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) la
comunicacion presentada por Medunion 5.L., con la siguiente informacidn:

1. Niim ero de identificacién asignado en el registro

RPS5/2596/2023

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

Empresa Medunion S.L.
CALLE TAPIOLES, 33, 2- 1,
08004 - Barcelona (BARCELONA)
Catalufia

En calidad de Representante

3. Legisladon que dedara com plir:

DI - Divectiva O8/7O/EC,

4. Pagina(s) adicional(es) de productos sanitarios in duidos en esta comunicacion.
REGISTRO DE RESPONSABLES DE LA PUESTA EN EL. MERCADQ DE PRODUCTOS SANITARIOS
DEPARTAMENTO DE PRODUCTOS SANITARIOS

Nota. - Bsta notificacton no tiene el cardcter de wna aulo rizacidn santlaria de comercializacion, ni entrafia wn juicio sobre la conformidad
del producte con la legislacidon vigente Unicamente avala e cumplimiento del Registro de Responsables segin el articuls O del RD
16E22000 por el que se regulan los Productos Santtarios para Diagndstico i vitro,

Agencia Espaiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: X73B82S7YBB
Fecha de la firma: 25/10/2023
Fuedecomprobar ia autertiidad def documenio enfa sedede ia A EMPS fips.ocalizador.a emps. es
Pagina 1 ded Cf CAMPEZO, 1 -EDIFICIO B
28022 MADRID

Tel.: 51 822 54 99
Fax: 91 822 52 89
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CE iF H-AEMPS 7: =

MINST BRI

GOBIEANO
DE SARIDAD

DE ESPARLS,

L4

NfREF: PS/RP5/2596/2023

DEPARTAWMENTO DE
PRODUCTOS SANITARIOS

ANEXO: PRODUCTOS SANITARIOS COMUNICADOS POR EL RESPONSABLE

Nombre comeraal
Tipo de producto

1 - Saliva Pregnancy Test Kit

PARA DIAGNOSTICO "IN VITRO"
Autocertificacicn

Fabricante

BioTseke Corporation (Wuxi) Co., Ltd.

2 - SARS-CoV-2/Flu AFlu
B/RSV/ADV/MP Antigen Rapid Test
Kit

PARA DIAGNOSTICO "IN VITRO"
Autocertificacidn

Fabricante

BioTeke Corporation (Wuxi) Co., Ltd.

3 - MP Antigen Rapid Test Kit

PARA DIAGNOSTICO "IN VITRO"

Autocertificacidn

Fabricante

BioTeke Corporation (Wuxi) Co., Ltd.

4 - Candida albicans/Trichom onas
vaginalis Antigen Rapid Test Kit

PARA DIAGNOSTICO "IN VITRO"

Autocertificacidn

Fabricante

BioTeke Corporation (Wuxi) Co., Ltd.

Fecha de mtroduccion en el mercado
Finalidad

26/11/2023
Indicado para eluso de muestras de saliva como ayuda en el diagndstico precoz
del embarazo.

Pais

REPUELICA POPULAR CHINA / Peopls's
Republic of China

26/11/2023

Fara la detsccidn cualitativa in vitre de SARS-CoW-24irus de la influenza
Afrirus de la inflnenza By irus sineitial respiratoric/adencvirns/antigenc
MM Pnsumoniaen musstras de hisopos orofaringsos.

Pais

REPUELICA POPULAR CHINA / Peopls's
Republic of China

26/11/2023
Fara la detsccidn cualitativa in vitre del antigeno MPnsumonia en musstras de
hisopos orofaringsos.

Pais

REPUBLICA POPULAR CHINA / People's
ERepublic of China

26/11/2023
Para la detsccidn cualitativa de antigenos ds Candida albicans y Trichomonas
vaginaliz en muestras de hisopos de ssersciones vaginalss femeninas,

Pais

REFUBLICA POPULAR CHINA / People's
Republic of China

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)

Fecha de la firma: 25/10£2023

Fuedecomprobar ia alutertiidad def documenio enfa sede de ia AEMPS Afips.ocalizador.a ermps. es

CsSV:. X73B82S7BB

Pagina 2 de 4 Cf CAMFEZO, 1 -EDIFICIO 8
28022 MADRID
Tel.: 81 822 54 99

Fax: 91 822 52 89



CE Certification —AEMPS Registration Prove

CE iEH-AEMPS Mk yE I BH

agencia espafiola de
i . : 019
medicamentos y RPS. Medical Devices Manager
productos sanitarios
o Communication No. AEMPSNO.  Date of emtry Capacity Company name L &
RPS/2596/2023 (D) 2304426  25/10/2023  Authorized representative MedunionSL. \
CommuricationData = Manufacturers | Products | Documemtation | Calendsr | Issues | History
Reported products (%) Termination of products Data Modification [Elgggli'g';‘:'
D BYOOREL e Sterilize? Nomenclature Commercialization Actions
Praduct Type- Class
Saliva Pregnancy Test Kit a e
1 iva- FOR [N VITRO DIAGNOSTICS - Seif-certs NO 26/14/2023
Purpose: i o€ =
SARS-CoV-2/Fiu A/Flu B/RSV/ADV/MP Antigen Rapid Test Kit
5 Dirsctiva - FOR IN VITRO DIAGNOSTICS - Self-certification - i Q @
. % 2 sy < gt 6/11/2023 =3
orofaringses.
MP Antigen Rapid Test Kit a @
3 Directiva- FOR INVITRO DIACNOSTICS - NO 26/11/2023
Purpose: ién cusli invi i hisapos orofsringscs. ® =
(= i Test Kit )
4 Dircctiva - FOR IN VITRO DIAGNOSTICE - Self-certification NO 26/11/2023
, it S . - . . 3 . & =
Ferritin Rapid Test Kit a @
5 zctiva - FOR IN VITRO DIAGNOSTICS - Seif certification NO 26/11/2023
Purpose: n cusi ferriti i i i <
id Test Kit
. Diractiva- FOR IN VITRO DIAGNOSTICS - Saif-certification o T Q
pon = = «
I vaginasis bacteriana.
Urinary Tract Infections Rapid Test Kit a @
7 Directiva- FOR INVITRO DIAGNOSTICS - Seif certification NO 2601172023
PPurpose: Para |3 geteccién cuslitativa in vitro oe la orina. ®€ =
Vitamin D st Kit
Dirsctiva - FOR IN VITRO DIAGNOSTICS - Self-certificaty Qe
U Purpose: ion sem i dvizamina D (25 (OH) P i i 2 e 30 = 4 ngimi. Exte ensayo proporcions un MO ZeALecs e =
praliminary i3 02 vitamina D.
Urine HPV Test Kit a e
9 Directiva- FOR INVITRO DIAGNOSTICS - Seff-certification NO 2601172023
Purpose: 2 i propercicaai g par =) -




CE Certification—EC Declaration of Conformit
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= DECLARATION OF CONFORMITY =

ST . . . " . . 7=
=2 Regarding In Vitro Diagnostic Directive (98/79/EC) ==
=" 22
=4 : . . =
= Manufacturer: BioTeke Corporation (Wuxi) Co., Ltd. bs
= P 3
= ’ ; (2521
*:::E Zone A, Floor 4, No.1719-5, Huishan Avenue, Huishan i3
=% Address: ) (2!
== Economic Development Zone, Wuxi, Jiangsu, 214174, China :;'::5":
o3 s
<X 1<
==7 = 3 5534
SSH EC Representative: MedUnion S.L. HS2
224l ==

<23 . . =
EE:; Address: Carrer de Tapioles, 33, 2-1, 08004, Barcelona, Spain :5:‘
=37 <]
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=N SARS-CoV-2/Flu A/Flu B/RSV/ADV/MP Antigen Rapid Test {,/’,__
N Product Name: 7=
== Kit =
';2, Specification: 1 Test/Kit, 20 Tests/Kit §§
& ==
N NE
1\ NY)J?
= Classification: Others (IVDD) =3
3H Conformity Assessment : _ R s
235 Annex Il of In Vitro Diagnostic Directive (98/79/EC) s
28 Procedure: ' : 3]
‘:: (3o
=% =
= 2
= 2
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= : ' (32
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(238 L35S
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CE Certification—EAR Certificate of Notification

CE iFH-EAR iEBR{E

CERTIFICATE OF

NOTIFICATION
MEDUNION

EC-REP

EAR Agreement. No.: MU-EAR-23220 Date: 25 October 2023

This is to certify that, according to the in Vitro Diagnostic Directive (IVDD)
98/79/EC, MedUnion 5.1 performed all notification duties and responsibilities as
the European Authorized Representatives (EC REP) of:

Manufacturer: BioTeke Corporation {(Wuxi) Co., Ltd.

Address: Zone A, Floor 4, No0.1719-5, Huishan Avenue, Huishan Economic
Development Zone, Wuxi, Jiangsu, 214174, China.

The Manufacturer has provided MedUnion S.L. with all the appropriate
declarations according to the in Vitro Diagnostic Directive {IVDD) S8/79/EC-
requirements including the EC Declaration of Conformity confirming that his In-
Vitro Diagnostics medical devices, as stipulated in the Annex I, are fulfilling the
applicable requirements of then Vitro Diagnostic Directive (IVDD) 98/79/EC.

The netification of the In-Vitro Diagnostic medical devices in the Annex | has been
completed by MedUnion S.L on the: 25 October 2023 with Registration number
RP5/2596/2023 in Spanish Medicines and Medical Products Agency.

Medunion S.L. | SRN:ES-AR-000019366

Conformity Assessment: In Vitro Diagnostic Directive (IVDD) 98/7S/EC, Class
Others
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Medical devices: Please see ANNEX I-List of devices (1 page, 9 devices)
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Regulatory Affairs
Director

*This certificate will be automatically void if the notification is rejected by the EU
authorities or upon termination of the EAR agreement.




CE Certification—EAR Certificate of Notification

CE iFH-EAR iEBR{E

ANNEX |-
LIST OF DEVICES

EAR Agreerment. No.: MU-EAR-23220

N° Commercial Name Classification
1 | Zaliva Pregnancy Test Kit Dthers
SARS-CoV-2/Flu AFlu B/RSVIADV/ME Antigen Fapid
2 ; Others
Test Kit
3 | MP Antigen Bapid Test Eit Dthers
4 Cand@a albicanz/Trchomonas vaginalis Antigen Rapid Others
Test Kit
5 | Ferritin Eapid Test Kit Dthers
6 | Vaginal pH Rapid Test Kit Dthers
7 | Urinary Tract Infections Rapid Test Eit Dthers
2 | Vitamin D Bapid Test Kit Dthers
9 | Urine HFV Test Eit Others
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