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INFORME DE SEGURIDAD
DIRECCION DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS

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 Maquina de Anestesia GE
MEDICO

NO. IDENTIFICACION RISARH 11801-63

REFERENCIAS DEL 9100C, AELITE, seriales especificos.
DISPOSITIVO MEDICO

REGISTRO SANITARIO 2008EBC-0001418

INDICACIONES Y USO Sistema de administracion de anestesia.
ESTABLECIDOS

NOMBRE DEL FABRICANTE Ge Medical Systems China Co, Ltd.
Datex - Ohmeda Inc.
Carefusion Finland 320 Oy

DESCRIPCION DEL PROBLEMA El fabricante informa que ha detectado que la comunicacién entre la
tarjeta de control y la tarjeta del monitor puede perderse durante el uso,
lo que podria impedir al médico ajustar los parametros de ventilacion en
la pantalla, también indica que el sistema continuara ventilando al
paciente y monitoreando los parametros con alarmas de audio
disponibles durante estas fallas, los modos de ventilacion mecanica y
manual permanecen disponibles, lo anterior podria conllevar a que se
presenten eventos adversos serios sobre los pacientes.

FUENTE ANEXO

FECHA DE NOTIFICACION 29 de enero de 2018

RECOMENDACION:

En caso de identificar la existencia del producto mencionado anteriormente comuniquese con su proveedor quien
determinara las acciones que se llevaran a cabo.
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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 informacién comuniquese al teléfono 2948700 extensién 3880 en Bogota, 6 al correo electronico
tecnovigilancia@invima.gov.co
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[High Priority ] - A29858 : GE—9100c and Aelite Anesthesia Systems: Loss of Communication
between Control Sample Board and Display Monitor Board May Occur
Medical Device Ongoing Action

Published: Wednesday, January 24. 2018
UMDNS Terms:

* Anesthesia Systems [35373]
Product Identifier:

[Capital Equipment]
Product o = Serial No.
Anesthesia Systems 9100c, Aelite ME12070224, ME13115243, ME13125285,

ME14010049, ME14020124. ME14020129,
ME 14040279, ME14080363, ME14090666,
ME14100745, ME14100750. ME15030182.
ME15040203, ME13030311. ME13060371,
MEL15090550, ME15090588, ME15100627,
ME15120776, ME13120779, ME13120780,
ME160751 AE16075207, ME16075221,
ME16085262, ME16085274. ME16095350,
ME16095359, ME161035383, ME16115503,
ME16115547, ME17023061, ME17025062,
ME17025063, ME17025064, ME17025065,
ME17025066, ME17023067, ME17025068,
ME17025069, ME17025070, MZEI'IO25071.
ME17025072, ME17025073, ME 4,
ME17025075, ME17023076, MZEI'IO2507?.
ME17025078, ME17025079, ME17025080,
ME17025081, ME17025082, ME17025083,
ME17025084, ME170250835. ME17025086,
ME17025087, ME17025088, ME17025089,
ME17025090, ME17025091, ME17025155,
MEL7025156, ME17025157, ME17025158,
ME17025159, ME17025160. ME17025161.
MEL7025162, ME17025163, ME17025164,
ME17025165, ME17025166. ME17025167.
ME17025168, ME17030169, ME17030191,
ME17030208, ME17030209, ME17035170,
ME17035171. ME17035172. ME17035173,
MEL7035174, ME17035175, ME17035176,
ME17035177, ME17035178. ME17035179,
ME17035180, ME17035181, ME17035182,
ME17035248, ME17035249. ME17035250,
MEL7035251, ME17035252, ME17035253,
ME17035254, ME17035. ME17035256,
ME17035257, ME17035258, ME17035259,
ME17035260, ME17035261, ME17035262,
ME17045263, ME17045264, ME17045265,
ME17045266, ME17045267, ME17045268,
ME17045260, ME17045270, ME17045271,
ME17045272, ME17045273, ME17045274,
MEL7045275, ME17045276, MEI'IO452T.I‘.
ME17045278, MEI?OSES—!I 2,
ME17055343, M : MEI'IO§5345.
ME17055346 ,MEI?[)SSS—W 48,
MEL7055349, ME17035350, MZEI'IOSSSSI.
ME17035352, ME17033333, ME 4.
MEL7055355, MEI?OSSE)G MZEI'IOSSSS?.
ME17055358, ME17055359, 0,
MEITOSSSGI. ME17055362, MZEI'IOSS}G}.
64, ME17053363, ME17055366,
MEUGSEGT ME17033368. ME17053369,
MIEITOGOSTU MEI?OGOE]‘I, ME17075434,
72, ME17080473,

MIEl?OSOAﬁd— MEI?ORMBJ. ME17085436,
ME17085437, M 8. ME17085439,
ME17085440, MEI?ORSMI. ME17085442,
ME17085443, M 0R3444. MEUOESMS,
MEL17085446 .MEI?ORSM 448,
ME17085449, ME17085450, MEI'IOSS451.
ME17085452, ME170835433, ME. 4,
MEL7085455, ME1?0854)6 MEI'IOSS45?.
ME17085438. M 9. ME17085460,
ME17095527, MEI?095§38 ME17095520,
MEL7095530, ME17095531, ME17095532,
ME17095533. ME17003534. ME17095535.
MEL7095536, ME17095537, ME17095538,
ME17095339, ME17100340, ME17103541,
MEL7105542, MEI?IOSMJ ME17105544,
ME17105545, M 546, ME17105547,
MEL7105548, MEI?IOSS—I? ME17105550,
ME17105551, ME17105552, ME171035553,
MEL7105554, ME17103553. MZEI'IIOSSSG.
ME17105557, ME161253633, ME 2,
ME17010013, ME17010014. MZEI'IOISOOI.
MEL7015002, ME17015003, ME. 4,
ME17015005, ME17015006. MEU(]]SCIU?,
ME17015008, ME17015008, ME17015010,
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MEI7015011, ME17015015, ME17015016,
MEI7015017. ME17015018, ME17015019,
MEI17015020, ME17015021, ME17015022,
ME17015023. ME17015024, ME17015025,
MEI7015026, ME17015027, ME17015028,
ME17015029. ME17015030. MEUUISCIB]._
MEI7015032, ME17015033, ME! 4,
MEIT015035, ME17015036, MZEI'JUISOS?._
ME17015038. ME17015039, ME! 40,
MEIT015041, ME17025092, MEUUZSCIQB._
ME17025094. ME17025085, ME! 6,
MEI17025097. ME17025098, MEUUZSCIQQ._
MEI17025100, MEI?U“510[ ME17025102,
MEIT025103, 04, ME17025105,
MEIT025106, MEI?U“510? ME17025108,
ME17025109, ME17025110, MEUUZSII]._
MEI17025112, ME17025113, ME! 4,
ME17025115. ME17025116, MEUUZSII?._
ME17025118. ME17025119. ME17025120,
MEIT025121, ME17025122, MZEI'JU25123.
MEI17025124, ME17025125, ME! 6,
MEIT025127, ME17025128, MZEI'JU25129.
MEIT025130, ME17025131, MZEI'JU25132.
MEI17025133, ME17035183, ME! 4,
MEIT035185, ME17035186, MZEI'JU}SIE?.
MEI17035188, ME17035189, ME17035190,
MEI7035192, MZE1?035193. MEI17035194,
MEI1T035195, 96, ME17035197,
MEI17035198, MZE1?035199 MZEI'JU35200.
ME17035201, ME17035202, ME! ,_
ME17035204, ME170352035, ME! 6,
ME17035207, ME17035210. MZEI'M35211
MEI17035212, ME17035213, ME17035214,
MEI17035215, ME17035216, ME17035217,
MEI17035218, ME17035219, ME17035220,
MEI17035221, ME17035222, ME17035223,
MEI17035224, MZEI?OSS"S. ME17035226,
MEI17035227, ME17045279, ME17045280,
MEI17045281, ME17045282, ME17045283,
MEI17045284, ME17045285, ME17045286,
MEI17045287, ME17045288, ME17045289,
ME17045200, ME17045201, ME17045292,
ME17045293, ME17045204 ME17045295,
ME17045206, ME17043297. ME17045298,
ME170452909 ME17045300, ME17045301,
ME17045302, ME17043303, ME17045304,
ME17045305, ME17043306, ME17045307,
ME17045308, ME17043300. ME17045310,
ME17045311, ME17045312, MIEI'M-ILSSIE,_
ME17045314, ME17045315. ME 4,
ME17045317, ME17045318, MIEI'M-ILSSIQ,_
ME17045320, ME17060372. ME17060373.
ME17060374, ME17060375, ME17060376,
MEI17060378, ME17060379, ME17060380,
ME17060381. ME17060382, ME17060383.
ME17060384 ME17060386. MEUUG(HE?,_
ME17065377, ME17065385, ME 8,
ME17075389, ME17075390. MIEI'N]'?SSQI_
ME17075392, ME17075393. ME17075394,
ME17075395, ME17075396. MIEI'N]'?SSQ'?,_
ME17075398, ME17075399. ME 0,
ME17075401, ME17075402, MIEI'N]'?Sd-OE,_
ME17075404, ME17075405. ME 6,
ME17075407. ME17075408, MIEI'N]'?Sd-OQ,_
ME17075410, ME17075411, ME17075412,
MEI17075413, ME17085461, ME17085462,
ME17085463, ME17085464, ME17085465,
ME17085466, ME17085468, ME17085469,
MEI17085470, ME17085471, ME17085475,
ME17085476, ME17085477, ME17085478,
ME17085479, ME17085480, MEUU3543L
ME17085482, ME17085483, ME! 4,
MZE]Z'U35485. MEI?USW MEUUSS!#E?._

3, MEUUSS@O._
MZE]]'USS491 MEI?US549) 3,
ME17085494. ME170854953, MEUU35496._
ME17085497. ME17090505, ME17090506,
MEIT090517, ME17090518, 1\va17090519.
MEI17090520, ME17090521, ME! 2,
MEI17090523, ME17105358, ME1T105559._
MEI17105560, ME17105561, ME! 2,
ME17105563, ME17105364, MEI]'IUSSGS._
MEI7110600, ME17110601, ME17110606,
MEI17110607, ME17115566, ME17115567,
MEI17115568, ME17115569, ME17115570,
MEIT7115571, ME17115572, MEl]'l 155?3._
ME17115574. ME17115575, ME! 6,
MEI7115577. ME17115578, MZEIT115579.
MEI7115580, ME17115581, ME! 2,
MEIT7115583, ME17115584, MZEITI 15585.
MEI1T7115586, MZEI?IISSS]" MEI17115588,
MEI17115589, M 390, ME17115591,
MEI17115592, MZE1?115593 MEI17115594,
MEI7115595, ME17015042, ME17015043,
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ME17015044 ME17013045 ME17015046,
ME17015047, ME17015048, ME17015049,
ME17015050, ME17015051, ME17015052,
ME17015053, ME17015054. ME17015055,
ME17020145, ME17025056, ME17025057,
ME17025058, ME17023059, ME17025060,
ME17025134, ME17025135, ME17025136,
ME17025137. ME17025138, ME17025139,
ME17025140, ME17025141. ME17025142,
ME17025143, ME17025144 MEI17025146,
ME17025147, ME17025148, ME17025149,
ME17025150. ME17025151, ME17025152,
ME17025153, ME17025154, ME17035228,
ME17035229, ME17035230, MEUUBSZBI.
ME17035232, ME17035233. ME 4,
ME17035235, ME17035236, LIE1703523?.
ME17035238, ME17035239, ME17035240,
ME17035241, ME17035242, MIEl'J'OSSZd-B,

MEIT035244, MEITOSS"sI:l 486,
MEL7035247, MZEI'J'045322.
ME17045323, MIEIT[MEZM ME17045325,
ME17045326, ME17043327 ME17055328,
ME17035329, ME17033330, 1\:[El'1'055331.
ME17055332, ME17053333, ME 4,
ME17055335, ME17055336, MZEUUSSBTI‘.
ME17055338, ME17055339, ME17055340,
ME17075414, ME17073415 ME17075416,
ME17075417, ME17073418 ME17075419,
ME17075420. ME17073421, ME17075422,
ME17075423, ME17075424, ME17075425,
ME17075426 ME17073427 MEI17075428,
ME17075429, ME17073430, ME17075431,
ME17075432. ME17075433, ME17090524,
ME17090525. ME17095498, ME17095499,
ME17095500. ME17095501. ME17095502,
ME17095503, ME17095504, ME17095507,
ME17095508, ME17095509, ME17095510,
ME17095511, ME17095512, ME17095513,
ME17095514, ME17095515, ME17095516,
ME17095526. ME17115596, ME17115597,
MEI17115598, MZE17115599 MEI7113602,
ME17115603, M 604, ME17115603,
ME17115608, M 600, ME17115610,
l\:{El?llSdll.MElTlﬁGl’ ME17115613,
ME17115614. ME17115615, ME17115616,
ME17115617. ME17115618. ME17115619

?.

Geographic Regions: Worldwide
Manufacturer(s): GE Healthcare9200 Innovation Dr, Wauwatosa, WI 53226, United States
Suggested Distribution: Anesthesia. Clinical'Biomedical Engineering. OR/Surgery

Problem:

In an Urgent Field Safety Notice letter posted by the UK. Medicines and Healthcare Products Regulatory Agency (MHRA). GE states that the
communication between the above systems' control sample board and display monitor board may be lost during use, potentially preventing the clinician
from adjusting the ventilation parameters on the display and causing reversible. non-life-threatening changes in clinical status if the clinician is unable to
change these settings. GE also states that the system will contimue to venfilate the patient and monitor parameters with audio alarms available dunng these
failures. Mechanical and manual ventilation modes remain available in this scenario. GE further states that it has received no reports of injuries as a result
of this problem.

Action Needed:

Identify any affected systems in your inventory. If you have affected systems. verify that you have received the Urgent Field Safety Notice letter from
GE. You can continue fo use affected systems. If you observe a display malfunction beforé use on a patient, eycle the power of the system to resolve the
problem. If you observe a display malfunction during use, select bag mode using the bag to vent switch. At any time, the clinician can use a self-inflating
bag to ventilate the patient and/or switch to another anesthesia device. A GE representative will contact your facility to arrange to correct this problem
For Further Information:

GE UK. service center
Tel: 44 (8457) 3339090
E-mail: vk customerserviceoffice@ge com
For regulatory inguiries:
Paul Mardle. GE regulatory affairs manager
Te] 44 (1494) 408160

E-mail: paul mardle@ge com

Website: Click here
References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. GE Medical Systems: 9100c/Aelite [online]. London: Department of
Health; 2018 Jan 15 [cited 2018 Jan 16]. (Field safety notice: reference no. 2018/001/010/000/012). Available from Internet: 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).
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we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional mformation regarding the format of this alert, refer to our HDA Format Guide

Source(s):
& 2018 Jan 16. MHRA FSN. 2018/001/010/000/012 Download
e 2018 Jan 16. MHRA FSN. GE Reference No. 34089 Download
e 2018 Jan 16. Manufacturer. The manufacturer confirmed the information provided in the source material
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