Ficha técnica IU-T859-02

Referencia Descripcion
IU-T859-02 Pulsioximetro de dedo
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Este dispositivo estd disefiado para medir y mostrar la saturacion de oxigeno funcional de la hemoglobina
arterial (%Sp02) y la tasa del pulso (PR). Mide la SpO2 y el PR con un sensor de SpO2 y muestra en la pantalla
después de cierto procesamiento adicional, se puede utilizar para medir la saturacién de hemoglobina humanay
la frecuencia cardiaca a través del dedo

APLICACIONES

El pulsioximetro de la punta del dedo es un dispositivo portatil no invasivo destinado a la comprobacién puntual
de la saturacién de oxigeno de la hemoglobina arterial (Sp0O2) y la tasa del pulso (PR) de adultos en hospitales,
instalaciones de tipo hospitalario y entornos domésticos. Se aplica a todas las personas excepto a los nifios y los
recién nacidos.
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CARACTERISTICAS

Con pantalla de color y multidireccional, permite ver los resultados en 4 direcciones diferentes, permite ver los
resultados cdmodamente en cualquier direccién. Transferencia de datos de saturacidn de oxigeno en sangre y
frecuencia de pulso en 8-10 segundos. Proporciona funcién de alarma y avisa si los valores medidos van mas alla
de la configuracién establecida.

ESPECIFICACIONES

Caracteristicas eDos colores de pantalla, mas modos de visualizacion.

*Bajo consumo de energia, ajustable continuamente en cuatro direcciones.
e|Indicador de bajo voltaje.

eApagado automatico en 8 segundos cuando no hay sefial.

ePequefio, ligero y conveniente de llevar.

Rango de medicidn 70%-99%
Precisidon +2 BPM o 2%
Dimension 60x35x35mm

Fuente de alimentacién | 2 pilas de 1.5 V AAA

Duracion de las pilas 2 pilas alcalinas AAA de 1.5 V. Pueden utilizarse durante 30 horas continuas.
Periodo de validez 5 afios
Marcado CE Si. Organismo Notificado CE 0123
EAN 8436592550067
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CERTIFICACIONES
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V

(Devices in Class lla, lIb or Ill)

No. G2 002145 0001 Rev. 01

Manufacturer:

Product
Category(ies):

Shenzhen IMDK Medical

Technology CO., Ltd

C Zone,10F, Building 16
Yuanshan Industrial B Area
Gongming Street

Guangming District

518106 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Pulse Oximeter, Ultrasonic Doppler Fetal
Heart Rate Detector, Portable Mesh
Nebulizer

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to pericdical surveillance. For
marketing of class Ilb and Il devices an additional Annex Ill certificate is mandatory. See also notes

overleaf.

Report No.:

Valid from:
Valid until:

Date, 2021-04-29
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2021-04-29
2023-09-24
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Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrae 65 « 80339 Munich + Germany
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DECLARATION OF CONFORMITY
TO CouNCIL DIRECTIVE 93/42/EEC OF 14 JUNE 1993
CONCERNING MEDICAL DEVICES

HMANUFACTUREF{'.SI‘I enzhen IMDK Medical Technology Co.,ltd
C Zone,10F Building 16,Yuanshan Industrial B Area,Gongming 5Street,Guangming
District, 518106, Shenzhen,China.

MeDicaL DevicE: PuLse OxmveTER, CT0THT1AC101AZ2AC101A3AC101B1/C10182
CLASSIFICATION - ANNEX IX:Hla Accoroivg TO MDD 93/42/EEC AnNex IX /RULETD

CONFORMITY ASSESSMENT ROUTE-MDD 934 2/EEC Annex V

WE, THE MANUFACTURER, EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF COMFORMITY,
AMD HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRAMSPOSITION INTO NATIOMAL LAW, THE PROVISIONS OF CounciL DIRECTIVE
934 2/EEC oF 14 JUNE 1993 CONCERNING MEDICAL DEVICES;
INCLUDIMNG, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DiRECTIVE 2007/47/EEC.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.

MoTIFED Baoy: TUW SUD ProbucT service GmeH
RiDLERSTR 65, D-80339 MuUNCHEN, GERMANY

IDENTIFICA TION NUMBER 0123

(EC) CERTIFICATE(S): Mo.G2 002145 0001 Rev.00

Eurorean REPRESENTATIVE:MedMet EC-REP GmbH, Borstrasse 10, 48163 Muenster, Germany.

START OF CE-MARKING: 26042019

PLacE, DATE OF DECLARATION: Shenzhen,18/12/2020
SIGHATURE: KIACHANGCHUN Y
POSITION: (GENERAL MANAGER :

MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DOC.

Rel BN ISOAEC 17050-1 revision date: June 20049
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