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Angiégrafo GENERAL ELECTRIC

11612-570

INNOVA 2000

2009EBC-0003319

Estos equipos estan disefiados para visualizar estructuras
anatomicas internas del paciente convirtiendo el patrén de la
radiacibn de rayos x en una imagen visible a través de la
amplificacion electronica y la visualizacion radiolégica del corazon,
vasos sanguineos o sistema linfatico durante o después de una
inyeccion de medio de contraste. Estan indicados para su uso en
procedimientos como diagndstico e intervencionismo de angiografia
vascular para la generacion de imégenes fluoroscopicas de la
anatomia humana, exploracién en rotacion, cardiologia y otros.

Xpro Sistemas Ltda
Ge Medical Systems Scs (Gems Scs)
Ge Hualun Medical Systems Co., Ltd

El fabricante fabricante afirma que los monitores anteriores pueden
caer de la suspensién del monitor a causa del envejecimiento del
mismo, conllevando a que se presenten posibles eventos adversos
serios sobre el paciente u operador.
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RECOMENDACION:

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 tecnoldgicos.

Para mayor informacion comuniquese al teléfono 2948700 extension 3880 en Bogoté, 6 al correo electronico
tecnovigilancia@invima.gov.co
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[High Priority ] - A27655 : GE—CRT Monitors Used with Various Fluoroscopic X-Ray Systems:
May Fall off Monitor Suspension
Medical Device Ongoing Action

Published: Wednesday. November 30, 2016
Last Updated: Monday. December 3. 2016

UMDNS Terms:
* Monitors, Video [16603]
* Radiographic/Fluoroscopic Systems [18436]
* Facility Booms [22612]

Product Identifier:
CRT Monitors used with the following Flucrescopic X-Ray Systems: (1) ADVANTZIL (2) Innowva 2000, (3) Legacy. (4) Precision 500D, (5) Prestige 2.
(6) Prestige SI. (7) Prestige VH, (8) Prestilix (9) RFX/SFX [Capital Equipment] System ID Nos.: 00658FLU0T, 05074FLU02, 053086 7LEG.
082408040013, 082408040013, 082408100083, 0850080428, 0850080430, 0550080447, 0853080151, 0833080151, 0853080154, 0853080154,
0859030008, 0910062022, {]910067[}27 09107 960[}5 1025, 1301 1443, 1711, 2017 7S4LEG. 2017 54PR_ES 201754RF6, 2017 ISARFS. 7018581{]\'13
2025761X40, 2025761X46, 203246RF3, 2037 T9TLEGL. 204623RF1, 2053453}2 205345RF3, 205387LRF, 205534RM2, 205554VAL . 7055921\-’1].(’.
205592MLC. 205655LEEFE. 2057 SSI_RF" 205793FLEG, 205793FR.1, "058011{[{174 205877LRE2, 205930LRF, 206244R0D0. 206385RMI1, 20"255RF7
207 2628RF3 207262SRF3, 207373RF1, 209221TCX, 209225LEG3, "093841\«‘1:MRF 209386 ATWEE, 20937 Tl_,EG 209578AVT, 209992CP1
210478\'CATEL 210575CRF1, 210575CRF2, 210614NRF1. 210614NW1 710614R}"1 210614SRF1, 21 4SRP1, QIDF{JSSRZMC-‘I
212463LEGACY 212844RM3, 21326681-'"( 214320RF1, 214345PR_F 214376 VARF2, 2148"0RF1 ’1482"1{}' 21404TRFA, "15"21(1.1 215576LC2,
215576FRF18, le?U'TL.EGACY 2157 6L'R_F3 21583151“ 215881RF1, 217337CXF2, 317383CRF1. 217 544J'R_M:F 217544RMI, 217 "SSLEG"
218726SMRF2, 219284RMAN, 219284RMSN, 219416ADV, 219416PRE, 219886NLP, 2352201 EG, 225635RF1, 225769RF1, 228314RF, 228575XR1.
228575XR2, 228575XR3, 228800SR2, 220312DRS, 220353TR2, 231547ADV, 231845RME, 230360RM3, 230993 1RMD. 248551RM12, 248037LEG.
2526411-]RI_EG 2562350RF1. 2562350RF7 256385].'Dl 2563861LD2, 25651 7EF2, 25653431\:{1 2604"5SJ'RF6 2604255JRF6, 262321RF1,
262687RF112, 281218HSLI00C 281338CL5. 2815991 EG. 281618LEG. 301279RF2, 301681RF. 301762RFL. 301891R1\-Il 301896RF, 301896RF1,
301981FF5, 303370CL7 303308RF. 303440BCHRMA, 303450RM?2, 303650RF1, 303605RO0OMS3. 303605RO0OM4, 303699RF2. 3037 TTSRMBA,
303788RMS, 304735\R-’XIB 3(}4"56&‘(1}\ 304—256RXSA_ 304348MX8, 304348532, 304424RF1, 304462LEG, 304647GX1. 305227PRESTIGEL,
305227PRESTIGEZ, 3035668RF3, 30677 SR_FI 307332RF, 307332RF, 309343CRF4, 309347PRF1, 309655FNCEF1, 309655FXF11,
310289 EGACYD, 31{]665PR_EST 31256""PR15 312792GEMNET. 3127 79IRINOV2, 312CCHGECATH, 312CCHGECATH. 313295LEG.
313493ADV, 313576RM1663, 313576RM3611, 313576RM3622, 313576RM3645, 313593L.EGI 313503LEG2, 313745RF4, 314525APR_
314577USHRFL. 3146258]\7\-"’ 315393RF1, 315764MRF1, 316672PD1. 3167 SOLEGACY, 31"3385\’? 317 621]'_.EGACY 317 FEG2R S, 317662FIv4,
317662RMS, 318227SRMS, 318253LEG. 318255GRMI. 318327RM7, 318327RMS. 318327RMY, 318327SFCH2, 318320GRMS6, 318335RF2,
318336LEG, 318377ME3, 318388RF3, 3184351'\'}'1 318448COP1 31847 3RD2, 3185311-"1?.'&[4 318530LEG. 318675LRS, 3187 28RF1, 318783ARF,
318798HR3, 318798HRM4, 318948DRS, 31935"“‘3_2 3196§_ADV'RZF 3217 52\\.‘161 323669ADV, 326582XF1. 330332R18, 330385?1.6 330665Rl
330837FR4. 33[}83"‘1{4 330841RS. 33479311133 336"19NR151 336835HCRL. 352344RI'I_EG 352351RM2, 352304LG1, 3576893}7 357861]?}"1
3615521_]-3(}01,_ 361985R}"2, 3881 ISSTJCRAND, 38828380)CRNOR, 38853103XFMET. 3919-1, 40127T4WILEG, 401353, 4{]1354,_ 401 S06WLEG,
401737TELEG, 402481RF2. 404321LEG2. 4044590MMLEG, 404571DL2, 404589GSF. 404791D4A 404851LEGI. 404851LEG3, 4048511LEGS,
40485]STJ'OEI'_.L 40486’31?}'1 403271PRF4, 40527 IURE2, 405307TNRE2, 4-05323(:11}' 405359ER3, 405636SRES, 4057 I"CV:R_FI 4-065435‘{2
406563 A03. 4067825X3, 407434RF1, 407434RF2. 407566CH2, 407646RF6. 407830RF4, 407806RF 5, 408947L EGACY. 408077RF3, 409539LEG2.
409680BVPRF1, 409764BE6, 409772TDC1, 409822TRF, 4098380RP 4008380FF2, 409842BFF, 400883BFF, 409938A0TX2, 410337RF,
410392F2, 412488H 412624F1, 414266RMS, 414789(}\']., 41452"AD"1 414529FF1, 414-636END01 414636LEGS, 4147 SjRIvB 414963R_F1
414C4867 414—01126 41401183, 415387C1, 415387C2. 4155401‘-\.0‘-1.(,1_? 4155650FL2 41573059, 4158215F1X28. 415923LEGACYGI
415023PR5, 417235CMEF, 417260N34, 417 7623FEL, 4178855X11, 419227RM2, 419354]..EGACY 419608FF1. 419608FF2, 419734 EGACY,
4"3493PRF3 423493PRFA4, 423495]\{){10 423495MX15, 4"3636RI' 423778ERM4, 423837GRF1, 423857RFS5, 423926RF. 425883FLUCROL,
43444"(3’1\«‘]3}'1 43558TRM1. 443849ERF1, 478277VAR2, 478633R3, 478633R4, 47 9553ALD(4 479553RF2, 480"64R}'1 480821RM?2, 480871Rl\«'1:2
480860FM10, -1-90314)(1{07 119447 5, S01230AMR3, 501520R.F1 5016275.11?.4 S01751NWX2, S02348RF1, 50762_'R_F1 502636AF1, 502746FRF.
502781G2, 507933]?}"1 504380LP3. S04391RF1. S04391RF2, 50486'IRI'2 SMSSE.EG 504885.R_Fl 5048981{(32 50528".-%.[)\"1"{ 505392RI'2
505492RF1 505322RF1. 5057 22XEMI, 505841RM2, 503887GRF1, 507 75§C,C101 507, 33_'R_F 507 34ﬂ.EG 50"3"2LEG 507337LEG, 508"831-\0:[{2,
508548TC4. 509458DR10, 509575PYXA. 509924VL, 510370RFDG2, 510372RF2, 510372RF2, 5108691 EG6, 512314AS1, 512448PORF,
512454CNTRF, 5124765REM6, 512660RF1, 513636LEG, 5144688PRESTIGE. 5144688PRESTIGE, 514495PRESTIGE, 5164'_4IEGACY 316579R2,
516766FF. 516968]'.}.',(31 516968LEG2, 517 332I_.EGACY 517334ADV, 517 353DNK51"353LEGACY 517545LEG. 517 7583HEF1,
51"663I_EGACY 518583]{1:2 S18761GLCA. 519631RENL 519685RE[\«'L 51983 7TREM. S20432RMI1. 320742LEGACY. 521 7AZRMI. 320872RMS,
540236ARF1. 540462ARF, 540546AR:F 540743FF, 540862ARF6, 541677TMOR3, 561468RM4. 561622RF 1. 561622RF2, 5TOR20RFAVA, 57 1273RF
580251DSP, 580"56\’»’1{}'1 58042 I'VRI'I 580421VRF1, 580772RF1. 585393\’R_F‘2 6012440PRF1, 601268W5, 601268“6 601364ARFS.
601376LEG, 6013760P3, 601459LC, 6016361{1-‘2 601684SFX, 601735RF2, 6018651{?1 601865RF2, 601833R}'1 601933LEG, GUIQGSCDI_R:FI
601968LEGI 6019681_1562 602230RMEF, 602588 EGACTY. 6025880PL 6025831{001\-’13 602835RJ'VD 6078351?_1\-13 602856LEG G028 TIORMI.
G02904DR.S, 60333’FRFSF 603668(31_,03 603668CLC3, 603778RM2, 605352LEG. 60625_'RFS 606268}1.’ 606285LEGACY 606327 TADWV,
60635-1—PRSN G06365FF1, 606439LEG 606451LEGL. 60698TLEGI, 6102§{IFL" 61025050 6103'""hL 6103"8RF5 610826FL2. GIOQSSR_FG
612243RF. 6175201'0]‘_ 614445[—[)(4 615264H4. 615356RM2, 6154—'_3RRZF 615"6951{8’1{}'3 6157 @SKY'RFS 615”6981{\’1{}"— 615781LEG.
61587 ISRFI 616391LEGAC§ 617355RF1, 617400RM3, 617 73586, 617754FM2, 618549CMR}"1 618664URF7 G19242RF3, 619485FRM3,
G19487FF1, 619543RF4 6197, 25R:MZ2 619"‘25_Rlﬂ4 619725RM6, 620223MRF, 62344—5LEG 6238"'91{1\:13 630682CDH4— 630858{3]..1) 6314T6RMI,
636239JR_FS 63632 TCRL. 63069&\-16 65123250 65156§RF 661282‘(]{, 662374RF1 662513RF1. 662513RF2 66262 TRE4, 07564R_F1
T02T. SISR.FIE 7027 BISR_F" "034§QRF1 TO3478RF. 703680RMO02, 703 "OS"SSARI'-’l T0434INES, 704384RF2, 704543GERF1. 7047 65RF1,
TOS3545LCA. T06754HE2, "‘06'_910" '_0"2631_}{]?_ 2 3 L 707 . 7075 70764 38SFX, T08216GIRFI,
TO8216L1, 08216].12 OSZIER_EI\-H 708259NWRE 52 7 T 7 712476LEG, 13364'%’03
713442KDRF2, "IBMQICPDRS "1345§I_EG 13-’155L.EG1 "1345ﬂ£(}4 T13527P] 1 i 7 15346’[(:1
T17267 T17 7175 187501{!\-[2 "‘1826_'R_EL11 7 . T18739RF, 718780RM]1. T187 SORM2,
7 45RF2. 731425GL '_3227215 '_32371LE06
FI, 740393LEG2, 740425RF1 740441
5 0382WCRP, 770603LEG1, 770677
812 7312, 7T85472RF, T85T43TRF, 801 7. - SEF1. 803899RI'1 804289HDF4, 804466RM10,
804541.[R’lf\_, 30 4"DI-IP1 8047 4"'HI.|P4 S04861FDOC. $04861FDOC. 8033 26KM3, 80549’1{1\:1 S05648RMS. 3057391G. 8063§IRI\:L
B06435FF1. 80672581, 306'_7587 8067021 SRF4, 806702RF10. 810421RF, 812232 ARM?2, £12237TH3. 812256RF2. 8124831 RF. 813462RF1.
813633RFJ£, 813681SPEC1 813"25R_F2,813878RF7 $13872LEGL. 8139325PEC, 81397 1RF6, 815284RM2_ 81627, 68RF1 8169325R7,
817255NHLEG, 817 2335NHPDI, 817424GEXRL. 817472LEG1, 817472LEG2, 81"498LEG 81"5511-[MIEG4 817735FF2, 81'_882ENDO
817965HADV, 8183315}"‘( 818884I RF1. 818891VA1 818801VA2. 818963R]v14 828213MMR1. 8782555TRS. 828322CLEGS, 878452RF1.
831395FF2, 843293RF 843527GRF4, 843674RF3, 843674RF4, 843692PRES, 8437 TOTLCA, 847207HF3, 847360RF1, 84"‘5"0RF6 B47657GR4,
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850111EF1, 850325RF1, 850526JR3. 8506265R4. 850636RF2, 8507478MC1. 850747ER.1, 850862FR3, 850883ERS, 836346FF, 858626RF6,
858626RF7. 850216RF2. R30236RF2, 850755RF1, 860358R_F'2 860585RM3, 863533EM]. 8642555FOP3. 864255SFOPA, 864761111\:115
864205GREM4, 864487UPR2, 864560BTWR 1. 864675SFWLEG, 864716RM2. 865481RF3, 001226R9, 001285RA. 901369GE1. 0013840PRF.
S01424FF1, 9015"3‘\-'A5 9015"3\.& 901726M21, 9017 734GL 2017 STR4, 901853R.F1 9018§3RPZ 902567GL, 9035383 VADIG, 903583‘\-'AL.
903634FF1, 90-1-26-1-LEGECY Q04672LGY1, 0047 60BRAY 004810RFZ, 904325 EGACTY., QOEBSSREM_ 905565RE[\‘[, Q05895EM3, 006324ADV1.
907353RM3_908351RF, 908527RF3, 00852 7RF4. 008821LEG. 0097881F3, 9097881 F4. 909865LCLP, 910215LEG2, $10215LEG2. 9102491 RF1,
910249 RF3, 910343NHCI 910343NHRE, 910452CFR2, 910609HSLEG, 9106-1-2-CR_LEG 9127461\-’11{3 9123271D3, 912356CCZ, 912356LEGZ,
912386TR1. 91"386TR§ 91"633MCL1 91"633MCL1 912757RF2_913317SEM2, 91331 7SRM3, 913345MLEGI, 913596PR3 913596PR4
0136765R9. 913684MLEG, 914632LCA_014666DRS, 914064SIRF. 015334LEGACY. 015533RF1, 015595RF4. 915640L.CV. 015685ADV3,
916473;&\“1"{2 91653 TMXEF, 916555RF1 916662‘&'7 0167343XF, 918294—SCR}"2 018304SCRF3, QISGSM 910250WMO, QIQMZPDRF'*
919443NGI_CA, 91947 7‘OGRP& 919472CGRFB, 919497LEG, 919522LRF2, 919575XR50, 919681DB3, 919684—EN3 919684RM]13, 919684RM14
919733ADV, 919783RADV, 919934JADV1, 919934JADV2, 925734RF1, 928720RM4, 928720RMS. 93162, 931967SRF, 936321LEG, 936321LEG2.
93"268111\{120 940”64111\'[(3“{}(](, 940398ENDO 9:1-14831{1\{2 94162QR_F7‘ 041708RM2, 0417 QﬂR_MB 954"241.]2(} 9549851\-[E11 95498"1\-101‘4
936388EF1, 956389RFS, 956632RM1, 972376 VARF1, 97 2548E'NDO 97. 7548ENDO 972548RFZ 9-'254&R.F3 97 25661NJS 97. 7596GL 9"2596(31,
972751FF. 973365LABI. 973365RM4. 973365RMS, 973420CATH. 97383 1RF3, 973071PED2. 973972C309, 973977TILTC, 978287ERF1,
9.'8.-96DH' 0707765]RF1, 98373RT30 08323RT30, 98323R T30, 08323RT30. 98565ILEG, 985"48]?1-7 QSSBS_R_FI 98934SDRBI 080362DRSI,
AS5127805, A5181620, AS218915, A5250603, A5487 204 A5816801 AEIOOQRXOI A_EIO'JURXUI AI—BQ'JI‘{ROG AHdSl"JCRM AHSGSIXRDZ
AP3001XR10, AP5821XR04. B4192927. B5130612. BPEP. C4211004, C5304806. CC2149XR02, CE165306. CSI029RX01, DELANO?LEGL
EGIL024RX01, EGI035VAOL EG1112RX035, EG1112RX07 FHEOI_G-I FHFGRFL (}DID000540 GOLDO001109, GONS0O37004273,

GONEO3T007 836 GONRO3 7015856, GDNEQS"‘O!L"S'*S GDNBQ‘S"O—’IBGS" GONBO3T042050, GON393”051741 GONBO3T060122, GGNSQS“UGS-‘LSU
GONS937081644, GONE03 7087454, GONS037091683, GONS954001127, GONS988060805, GONI20032032, GONDI20038187, GON9I20046730,
GON920056080, GONS20064062. GONS20065221, GON93000617 78, GON930008183, GON930012336 GON®30040367. GONS30087763,
HCD303XR02. HCO7 J60XR01, HCOSE8TXNROL HC1627XR14, HCQSSI‘CRJ.I HI}AROXROQ HUI’QBUS{JI IE1006RX07, [E1012RX03, [E1025RX02.
INSIGHTXRO10, INSIGHTXRO041, ISIDOIRTOL, IS1000RX01, LIT015064, LY 1006XR03, MIS75113, MZ663805, MZ838405_ M2880713 M4046528,
M4159446, M4160037, M4202921, M4761103 M4496929, M4496929, M4500608, ]\'19674214 MOI864607, MCjSSOXROS MC,THKGI&IN
NCHRFRM3, NOIO(]J-RXUI NOIOISRXO" NOIDéIlRXOI NO1104RX01, PCOS:‘I-jXRDd PCO731XR01, PCT281XR02, PER18303 PLlO'*URXUl
PPRO0132. PPR50013, R4211457, RADNETRF122. RADNETRF129. RADNETRF130, RADNETRF138, RADNETRF144, RADNETRF146
RADNETRF174, RU1146RX01 RUlSDﬁ]L‘(Ol RU1488RX13, RU1488RX14, RUI488RX17 RU1-1-SSRX19 RU1§56RX03 SK1005RX035.
XP345 633“"1(0, YUIDOIV&IJI, YXO0T38, YX0950

Geographic Regions: Worldwide
Manufacturer(s): GE Healthcare3000 N. Grandview Blvd. - W440, Waunkesha, WI 53188, United States
Suggested Distribution: Cardiology/Cardiac Catheterization L aboratory. Clinical/Biomedical Engineering, Diagnostic Imaging

Problem:

In a November 21, 2016, Urgent Medical Device Comrection letter submitted by ECRI Institute member hospitals. GE states that the above monitors
may fall off the monitor suspension because of product aging. potentially resulting in serious injury to users and patients. GE also states that CRT
monitors, CRT monitor feet. and CRT suspensions systems gmt have exceeded their nominal life are obsolete.

Action Needed:
Identify any affected monitors in vour inventory. If you have affected monitors, verify that you have received the November 21, 2016, Urgent Medical
Device Comrection letter from GE. Adhere to the following precantions until the monitor feet on the systems are replaced:

e Inspect the CRT monitor and suspension. and use them with cantion. Ensure that the monitors are secured properly to the tray before each
use. Immediately stop using the system if there is any looseness of the momnitor, and contact your GE service representative.

& Do not positon the monitor above the patient.

e Position the monitor by grasping the handle at the side or front of the fray and gently move to the position as recommended in the User
Mamual 45-296411.

® Before non-GE service personnel attempt to perform service or preventive maintenance of the monitor on a GE system, GE recommends
that you obtain an updated copy of the service and preventive maintenance procedures from a GE Healthcare representative or download
them from the GE On-Line Documentation website . These may be found under the product name.

A GE representative will contact vour facility to arrange for product correction. Notify all relevant personnel at your facility of the mformation in the
Urgent Medical Device Comrection letter.

For Further Information:

GE service departmen

Tel.: (300) 437-1171

Website: Click here

Comments:

e This alert is a living document and may be updated when ECRI Institute recerves 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 wnll ost a separate update alert. In other cases. we may add information, such as additional commentary, recommendations, and/or

uments, to the original alert. For additional information regarding the format of this alert, refer t0 our HDA Format Guide .
Source(s):

e 2016 Nov 21. Member Hospital. GE Beference No. FMI 10913 Download

e 2016 Nov 30. Manufacturer. The mannfacturer confirmed the information provided in the source material.

e 2016 Dec 3. BfAYM (Germany). 10465/16 Download

& 2016 Dec 5. BfAYM (Germany). GE Reference No. FMI 10913 Download
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