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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 Movil de Rayos X DRX REVOLUTION CARESTREAM

11706-213

DRX-Revolution, seriales 101 hasta 2623

2014EBC-0011719

Equipo de rayos X mdovil para aplicaciones radiograficas en
hospitales, quir6fanos, terapia intensiva, urgencias y aplicaciones
fuera de hospital (unidad movil) para la toma de imagenes médicas
para diagnostico por medio de la produccién y recepcion de rayos x

Carestream Health Inc.

El fabricante establece que el conjunto de tubo y el yugo en los
sistemas anteriores puede llegar a separarse, debido a que cuatro
tornillos en el montaje pueden no haber sido colocados durante el
proceso de manufactura, conllevando a que se presenten eventos
adversos sobre los pacientes o usuarios.

ANEXO

09 de Junio de 2017

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 informacion de seguridad respectiva entre los profesionales
de la salud que realizan uso de estos recursos tecnolégicos.

Para mayor informacion comuniquese al teléfono 2948700 extensién 3880 en Bogot4, 6 al correo electronico

SO 9001

tecnovigilancia@invima.gov.co
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[High Priority ] - A28681 : Carestream—DRX-Revolution Mobile X-Ray Systems: Tube and Yoke
Assembly May Become Separated

Medical Device Ongoing Action

Published: Thursday, June 1, 2017

Last Updated: Wednesday, June 7, 2017

UMDNS Terms:
* Detectors, X-Ray. Digital Radiography [20791]

Product Identifier:
DPX-Fevolution Mobile X-Ray Systems [Capifal Equipment]
Serial Nos.: 101 through 2623 (Werldwide except China), 800101 threugh 800482 (China)

Geographic Regions: (Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Carestream Health Inc150 Verona St, Rochester, N'Y 14608, United States
Suggested Distribution: Clinical Biomedical Engineering, Critical Care, Emergency/Cutpatient Services, OR/Surgery, Diagnostic Imaging

Problem: InaMay 10. 2017, Urgent Medical Device Correction letter submitted by an ECFEI Institute member hospital. Carestream states that the
tube and yoke assembly in the above systems may become separated becanse 4 screws in the assembly may not have been applied during the
manufacturing process. Carestream states that this has occurred in a single system and considers it uniikely that this step was missed in other
systems. The manufacturer has not confirmed the information provided m the source material.

Action Needed:
Identify any affected product 1 your mventory. If vou have affected product, venfy that vou have recerved the May 10, 2017, Urgent Medical Device

Correction letter and Netification Ackmowledgment Form from Carestream. Complete the Notification ﬂ.cknﬂwledgnmt Form and refum it to
Carestream using the instructions on the form. Carestream will contact your facility to arrange to inspect affected systems. Carestream states that the
affected systems can continue to be used normally vatil the inspection i& done. Forward a copy of the letter to any facility to which you have further
distributed affected product. ULS. customers should report adverse events or product quality problems relating to the nse of affected product to FDA's
MedWatch Adverse Event Reporting program by telephone at (800) 332-1088 or online at the MedWatch website

For Further Information:

Carestream customer care center

Tel.: (800) 328-2010

Website: Click here

Comments:

® This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information. such as additional commentary, reconumendations, and/or
sowrce documents, to the onginal alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .
Source(s):
e 2017 May 31. Member Hospital. Carestream letter submutted by an ECEI Institute member hospital (includes reply form) Download
e 2017 Jun 7. Health Canada Recall Listings. Type IL BA-63532 Download
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