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CERTIFICATE OF NOTIFICATION

This is to certify that, according to the European Council Directive 98/79/EC, Riomavix S.L.
performed all notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Zhengzhou Zhijie Biotechnology Co., Ltd

ADDRESS: Room 33, Floor 6, 10th West Block Unit 3, High Tech Zone, LianHua St 338, Zhengzhou City,
P.R. China

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Directive 98/79/EC including the Declaration of Conformity
confirming that its in vitro diagnostic medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Directive 98/79/EC.

IVD Devices:

Nucleic Acid Extraction & Purification Kit

Classification: Others

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Directive 98/79/EC are met.

The notification of abovementioned device has been completed by the European Authorized
Representative in Spain. The Spain Competent Authority is notified of the manufacture’s
device and has allocated registration. The registration number is RPS/2766/2020

Issue date: 30/Nov/2020
Cert. No.: R20201110-2

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain
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CERTIFICATE OF NOTIFICATION

This is to certify that, according to the European Council Directive 98/79/EC, Riomavix S.L.
performed all notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Zhengzhou Zhijie Biotechnology Co., Ltd

ADDRESS: Room 33, Floor 6, 10th West Block Unit 3, High Tech Zone, LianHua St 338, Zhengzhou City,
P.R. China

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Directive 98/79/EC including the Declaration of Conformity
confirming that its in vitro diagnostic medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Directive 98/79/EC.

IVD Devices:
Automated Nucleic Acid Extraction System

Classification: Others

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Directive 98/79/EC are met.

The notification of abovementioned device has been completed by the European Authorized
Representative in Spain. The Spain Competent Authority is notified of the manufacture’s
device and has allocated registration. The registration number is RPS/2765/2020

Issue date: 30/Nov/2020
Cert. No.: R20201110-1

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



Da a notifica

La notificacién se ha realizado correctamente.

Datos de registro
Cédigo de Expediente: RPS/2765/2020
Fecha Registro: 01/12/2020 17:10:06
N© registro General: RPS/2765/2020
Oficina: ETEL

RPS/2765/2020

NO registro Oficin

Rogistro de Responsables de Productos Sanitarios - RPS/2765/2020

Datas de registra
N Rogistro Focha Registeo (|
Datas del Responsabie

Tipo de Respansable () Tipo de-cntidad e ~]

) Nombre (*)
Direccién(*)
Localidad (*)
Provincia(*) o)
Talétono{*) Fax

wil(*) Web

Datos del Fabricante

Nombre o Razéa Social (%) [Zhangzhay Zhije Botechnology Co. T ]
Direccion(*) [Room 33, Fioar 6, 106 Wsst Block Urit 3, High Tech Zone, Usniua 5t 338
Localidad (*) RengZhas, refan
o [

Teléfono(*) [ ]

ail(*) =
Datas de Productos Comunicados

Estatus(*) [ Pimera Comunicagon -

Relacidn de productos

Listado de Productos Sanitarios

Uistado de Product

Tipo “tado dol productolAce
AUTOMATED NUCLEIC ACID EXTRACTION SYSTEM Diagnostico In Vitro Primera Comunicacién .

Registro de Responsables de Productos Sanitarios - RPS/2765/2020

Listado de Productos Sanitarios In Vitro

Se encantra una fila,

Listado de Productos Saniarios
< Comerdl o de Products:

on orcial Tips el
AUTOMATED NUCLEIC ACID EXTRACTION SYSTEM Diagnostica In Vitro Primera Comunicacién

Datos del Producta In Vitro

Tivo da produets T vits
E o del producto Primera Comunicacién

Nombre Comercal (*}
Otros Nombres Comerciales [ ]
Modelo( ) EErRTE )
clase (*) ‘ =

Nomenclatura (*) [ sl v

Cédigo nomenclatura (*) [

Nemenclatura GMDH

Nomenclatura ECRI

Nomenciatura EDMS
Nombre genérico [ |
Esp
tombre genérico nomenclatura | ]
NG
ik Disgnéstico "In vitro™

25e trata de un producto nuevo? (Segin R.D. 1662/2000 art. 3.6) () Si © No

relevantes (Indicar analito a detectar y el método analitico)

Fecha de Puesta en Mercado(01/12/2020 ]

Descripeién del producto en Espaiol
16412299 AUTOMATED WUCLEIC ACTD EXTRACTION INSTRUMENT USES MAGNETIC OEAD SEPARATION TECHWOLOGY. USING A 96X2. 2ML DEEP WELL PLATE. MAGNETIC ROD SETS, AND A WAGRETIC BEAD WOCLELC ACID EXTRACTION KIT,
WRICH CAN EXTRACT DA & RNA FROW EVEN UF 10 06 SARPLES STNULTAEOUSLY AKD OWLY TAKES 15-40 NINUTES,




La notificacion se ha realizado correctamente.

Datos de registro
Cédigo de Expediente: RPS/2766/2020
Fecha Registro: 01/12/2020 17:27:27
NO registro General:  RPS/2766/2020
Oficina: ETEL
N© registro Oficina:  |RPS/2766/2020

Registra de Responsables de Productos Sanitarios - RPS/766/2020

Datos de registro

o Reglstro Fecha Registro
Datos del Respansable
Tioa de Respon Tipa da entidad [ ~]
IR Hombre (%) RIOMAVIX, SOCIEDAD LIMITADA 1
Direccion(*) 1
Locatidad (*) 1
Provincia(*) e
Talitono(*) Fox

web
Datos def Fabricante
Nomibre o Razén Social (*) Fhengahou Zjie Biotachnology Ca., Ltd
Direccién(*) Room 33, Floor &, 10th West Block Unit 3, High Tech Zone, UanHua 5t 338 ]

Localidad (*)

[Repibics Pogudar T o ]
Fax  E—

web | —

Teléfono(*)
e-mail(*)

Datos de Productos Comunicados

Estatus(*) [Primera

Relacién de Productos

Listado de Productos Sanitarios

NUCLEIC ACID EXTRACTION KT 7o

Comantarios

Datos def Producto In Vitro

Tipo de Producto o vitro.
stado del producto Primera Comunicocion

Nombre Comer

2] [UCLETE A¢iD EXTRACTION & PU

Otros Nombres Comercisles [ |

Modelo(*) [ ]

Clase (1) 0 "
™ 7
Codigo nomenclatura (*)

Homenclatu

Hombre goné I ]
EsP

HNambre g I ]
NG

Categoria Diagndstico “In vitra®
o
i5e trata de un producto nuevo? (Segan R.D. 1662/2000 art. 1K) (*) 51 No

Caracteristicas relevantes (Indicar camo minimo el analito a detectar y el método analitico)




