INVIMA

istituto Nacional de Vigilancia de Medicamentos y Alimentos.

PROSPERIDAD
UPARA TODOS

El INVIMA informa a los usuarios en general que el Grupo de
Tecnovigilancia ha emitido una comunicacion relacionada con
un Informe de Seguridad asociado a:

NOMBRE DEL DISPOSITIVO MEDICO
NO. IDENTIFICACION RISARH

REFERENCIAS DEL DISPOSITIVO
MEDICO

REGISTRO SANITARIO

INDICACIONES Y USO
ESTABLECIDOS

NOMBRE DEL FABRICANTE

DESCRIPCION DEL PROBLEMA

FUENTE

FECHA DE NOTIFICACION

RECOMENDACION:

Sistema de ultrasonido para diagnostico SIEMENS
11401-24

ACUSON SC2000

2008DM-0001867

Sistema de ultrasonido para aplicaciones de: abdomen,
intraoperatorio, obstetricia y ginecologia, pelvis, mama,
ortopedia, urologia, pequefias partes, transcraneal, musculo
esquelético, vascular, vascular periférico, cardiologia,
intracardiaca y transesofagia para pacientes neonatales,
pediatricos y adultos.

Siemens Medical Solutions Usa, Inc.

Se manifestd por parte del fabricante que se puede presentar
una falla de conexién en la columna del modulo de interfaz
de usuario del dispositivo médico antes mencionado,
conllevando a que se presenten potencialmente eventos
adversos sobre el paciente u operario.

ANEXO 1

22 de Enero de 2014

En caso de identificar la existencia del producto mencionado anteriormente comuniquese con su proveedor
quien determinara las acciones que se llevaran a cabo.

Es importante mantener un estado de alerta, realizando un seguimiento permanente a los productos que se
fabrican y/o comercializan en el pais, divulgando la informacién de seguridad respectiva entre los profesionales
de la salud que realizan uso de estos recursos tecnolégicos.

Para mayor informacién comuniquese al teléfono 2948700 extensiéon 3880 en Bogota, 6 al correo electronico

tecnovigilancia@invima.gov.co

Instituto Nacional de Vigilancia de Medicamentos y Alimentos - INVIMA S,

Carrera 68D 17-11/21 PBX: 2948700
Bogota - Colombia
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Instituto Nacional de Vigilancia de Medicamentos y Alimentos.

ANEXO 1

A21627 - High Pricrity Medical Device Alert

Medical Device

Siemens—ACUSON SC2000 Ultrasound Systems:

Cngeing Action Interface Module Connection May Be Loose
Updated: JTamuary 27, Product ldentifier:

2014 ACUSON SCH00 Mirascund Systems [Capital Equipment]
UMONS Terms: Sarial Mos.: 401100 and below

= Sranming Systems,
Ultraseatc, Candiac
[17421]

Manufacturer:
= Sigmens Medical Soluficns T75A Incl 230 Shorebird Way, Mountzin View, CA
Q4043-7393, Unitad Stares

Supgested Distribution:

» Cardiclogy Lardiac Summary: On Jamuary 16, 2004, the mamafcturer confineed the information in the
atheterization source matarial, and provided additzonal Geographic Feglons (bolded above).
Laboratory Problem:

= Climical Biomedical In 2 Customer Safery Advisery Notification latter submitted by 2n ECRI Instinatz
Enginesring

= Diizgnostic Imaging

member hospital, Siemens states that the connacton of the vser interface module 1o
s columm oo the abore systems may becoma lposz, potsntially resulting in the sntire
mpdule falling off the systam. If this eoours, the module may injare anyone closs

to the systam.

Geographic Regions:
» Albazia Action Needed:
» AusTalia Identify any affected product in your inventory. If vou bave affected product, verify
* ﬂn&h that you have received the Customar Safery Advisory Wedfication lestter from
: Belsim Siemeans. If yow abserve Joossness in the attachment of the usar meerface maoduls to

» Boscia and Herzepovica
« Brazil

= Brimai

» Camada

= China

» Colomabez

« Dlanmark

» Ecuador

E (.._1 R_[I .-__1I_~: '..i ! l 11e

s columm of the systeny, immediately discontimes wse of your system and contact
your Slemens sarvics repressntative fof repair A Siemens service engipesr will
contact your facility to ammangs for product repair. Medfy all ralevant persoone] at
your facility of the information in the leiter,

For Further Information:

Siemens

Website: Click here

Comrment:

= Thisalemis a livicg decument and may be updated when ECRI Instmie
receives additonal mformation. [o circumstances in which we defermins
that it is approprate for custarers 1o rapeat their review of an [ssue (2.2,
when addrdenal affectad product kas been identified). we will post a
separate update alert In other cases, we may add mformation, such as
additzonal commentary, recomumendations, and'er source documents, to
the arizimal alert. For additional information reparding the formar of this
alett, rafer o our HOA Fomoat Guids
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« UK

= Unried Arab Envirates Source(s):

. ES . » 2014 Jan 9. Mermbar Hospital Sismens letier submitted by an ECRI Instinge
: YM member hozpital.

= 2014 Tan 16, Mamntacrarer. The mamufacturer confirmed the information in the
soaIrce miarterial.

= 2014 Jan 27, FDA CDBRH Dadabazse. Class [ Z-0824/0825-2014

= 2014 Tan 27. MEFRA FEN. 2014001 0216014002

» 2014 T2m 27, MERA FSN.

— ©2012 ECRI Instihuta
E (._ ” R_[ [nstitute 3200 Buafler Pike, Plymeeuth Meagtizg, PA 19482-1198, T34
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