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GE Healthcare iekséjais kods: FMI 60947
2018. gada 12. decembris

Kam: Kliniskas/radiologijas nodalas vaditajs
Risku parvalditajs/slimnicas administrators
Biomedicinas inZenierijas nodalas vaditajs

Temats:  GE Healthcare MRI iekartas programmaturas versijas probléma

Ladzu, nodrosiniet, ka visi iespéjamie lietotaji arstniecibas iestadé ir informéti par So drosibas pazinojumu un ieteicamajam
darbibam.

Drosibas Esam konstatéjusi, ka jaunaka lokala programmatiras versija var nebit atkartoti instaléta daZos centros péc tadu
probléma apkopes darbibu veikSanas, kuru laika nepiecieSama atkartota programmaturas ielade.

Talak $aja pazinojuma ir sniegti noradijumi, ka noteikt, vai T probléma ietekmé izmantoto programmataras
versiju.

Attéli var bt apveérsti pa kreisi/pa labi un/vai pacientu dati var bat sajaukti, ja nepareiza programmataras versija
ir ieladéta Saja iekarta: Brivo MR355, Optima 360, Signa Profile, Signa Ovation HD, Signa Ovation .35T, Signa HFO,
Signa HDe, Signa Ovation with Excite, 0.7T Signa OpenSpeed, Signa Infinity with Excite Technology, Signa Excite 3T
un 1.5T Signa HDxt.

Ja nepareiza versija ir ieladéta iekarta Signa Infinity vai Signa Infinity Twinspeed, var rasties slanu registracijas
probléma.

Ja nepareiza versija ir ieladéta iekarta Signa Creator vai Signa Explorer un lietotajs pacienta skenésanas laika veic
radiouztvéreja apstrades un uzglabasanas (TPS) funkcijas atiestatisanu, RF jaudas limena parraugs uz atlikuso
skenésanas laiku tiks atspéjots, un nevarés noteikt RF raidiSanas funkcijas turpmaku k]Gdu. Rezultata pacientam
piegadata siltuma deva un lokala uzsilSana var bt lielaka, neka paredzéts.

Ja nepareiza versija ir ieladéta iekarta GE Signa OpenSpeed, pastav pacienta rokas iespiesanas risks gadijuma, ja
pacients ievieto roku starp spoles augsdaju (CTL Array un Body Flex) un magnéta kanala griestiem, kad pacienta
galdu ievieto kanala.

Talak 1.tabula ir noradita pasreiz deriga programmatiiras konfiguracija, ko var izmantot ar konkréto
programmatiras MR Apps Disk buavéjumu un servisa pakotnes buvéjumu. Ja iekartas konfiguracija atbilst
1. tabula noraditajai, iepriek$ minéta probléma nav ietekméjusi So iekartu.

1. tabula. Pasreiz derigas konfiguracijas (probléma NAV ietekméjusi iekartu)

letekmétie produkti Programmatiiras MR Apps Disk Servisa pakotnes . -~
. Servisa pakotnes biivéjuma nui
biivéjuma numurs numurs
2. servisa
Signa OpenSpeed HF03.291_M4 _0320.a pakotne HF03.291_M4_0320.a.PP
3. servisa
Signa Infinity with Excite Technology | E2.0_M4_0502.b pakotne £2.0_M4_0502.b.PM
3. servisa
Signa Excite 3T G3.0_M4B_0513.a pakotne G3.0_M4B_0513.a.Pk
Signa Infinity un Signa Infinity 91.291_M4A_0723.d 1. servisa 91.291_M4A_0723.d.PA
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Twinspeed pakotne
5. servisa
Signa Profile PROFILEHD.0_M4_0736.a pakotne PROFILEHD.0_M4_0736.a.PE
3. servisa
Signa Ovation .35T OVATION5.293a_M4_0737.a pakotne OVATIONS.2933_M4_0737.a.PD
5. servisa OPENMRS5.293a_M4_0838.a.PB
Signa HFO OPENMRS5.293a_M4_0838.a pakotne
Signa Ovation with Excite un 0.7T 5. servisa OPENMRA4.292a_M4_0844.a.PA
Signa OpenSpeed pakotne OPENMRA4.292a_M4_0844.a.PB
4. servisa
OPENMR4.292a_M4_0844.a pakotne
Signa Ovation HD 3. servisa OVATIONHD.0_M4_0909.a.PD
OVATIONHD.0_M4_0909.a pakotne
9. servisa HDE15.0_M4_0943.c.PF
pakotne HDE15.0_M4_0943.c.PE
8. servisa
Signa HDe HDE15.0_M4_0943.c pakotne
1.5T Signa HDxt 2. servisa HD23.0_V01_1210.a.PG
HD23.0_V01_1210.at pakotne
3. servisa SV20.1_IB3_1213.a.PC
pakotne SV20.1_1B3_1213.a.PB
Brivo MR355 un Optima MR360 2. servisa SV20.1_IB3_1213.a.PA
pakotne
1. servisa
SV20.1_1B3_1213.a pakotne
1. servisa SV25.0_R05_1616.a.PA
Signa Creator un Signa Explorer SV25.0_R0O5_1616.a pakotne
1 Jebkura iekarta 3T ar HD23 jadarbina HD23.0_V03.
Zinojumi par traumam, kas ir radusas So problému dél, nav sanemti.
Drosibas GE Healthcare parbaudis visas ietekmétas iekartas un instalés pareizo programmatiras versiju.
Noradijumi Lidzu, parliecinieties, ka pasreizéja programmatdras versija iekarta atbilst 1. tabula noraditajai programmatiras

konfiguracijai, izpildot $is darbibas:

1. Noklikskiniet uz riku ikonas, kas atrodas ekrana augsSpusé pa kreisi.
[ —

vai
2. Noklikskiniet uz pakalpojuma parlika pogas.

3. Tiks palaists MR pakalpojumu darbvirsmas parliks (palaisana var ilgt 1 minati).

4. Skatiet laidiena informaciju ekrana un salidziniet MrpApps blvéjuma numuru un servisa pakotnes blvéjuma

numuru ekrana ar datiem tabula, kas noradita ieprieks Sis véstules drosibas problému sadala.
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Informacija par
produktiem, uz
kuriem attiecas
probléma

Izstradajuma
labojums

Kontakt -
informacija

Erorlogs  Diagnostics  Image Quality  Calibration  Configuration Utilities Replacement PM Home

@@f(/(.

ff

Release Information

Hospital Name : 16

System 1d : 1 Build number for MrpAppsis 11.1_M4_0818.a )
(Time Zone : America/Chicago CST6CDT US Build 213
Computer type : PC Build

Suiteld: 16 @lBuild rumber for ServicePack 03 11.1_M4_0818.4)
Language : English Bu o

Magnet Serial Number : RO006 Build number for driverSupport s 11.1_M4_0818.0
Host IP 137,256 Build number for install is 11.1_M4_0818.a

FE Laptop [P : 192.1684.2 Build number for mx_apps is 11.1_M4_0818.2

(Gradient Amplifier : 8651 Build namber for mx_platis11.1_M4_i818.a

Field Strength : 15000 Build namber for mx_terra is 11.1_M4_0818.a

IMR Software release: 11.1_0818a

System Information
e system healih check is ot available under nonproprietary mode CPU: Genuinelniel Intel(R) Xeon(TM) CPU 266GHz

122638 MHz if86 Processors

Secondary cache: 512 KB

FPU: Genuinelntel Intel(R) Xeon(TM) CPU 266GHz Floating Point
Main memory size: 2048 Mbytes

SCSI controller 3: Versionmplspi

Device 01 on SCSI controller 3, Lun 00

Device 02 on SCSI contraller 3, Lun 00

SCSI controller 2: Version mplspi
Device 00 on SCSI contraller 2, Lun 00
SCS1 controller 1: Version aicTxxx
SCSI controller 0: Version aicTxxx
Device 04 on SCSI contraller 0, Lun 00
[IDE controller 1: PC1

Ja iekartas MR Apps buvéjuma numurs un servisa pakotnes biivéjuma numurs atbilst tabulas noraditajiem, 1
probléma neietekmé iekartu.

Ja iekartas Apps biivéjuma numurs un servisa pakotnes bivéjuma numurs neatbilst noraditajiem numuriem, $1
probléma ietekmé iekartu.

Ja konstatéjat, ka iekartas programmatiras versija nav deriga, lidzu, nekavéjoties sazinieties ar GE Healthcare
apkopes dienesta parstavi.

Sis labojums attiecas uz dazam dalam $3du veidu GE Healthcare MRI iekartas: Signa OpenSpeed, Signa Infinity
with Excite Technology, Signa Excite 3T, Signa Infinity un Signa Infinity Twinspeed, Signa Profile, Signa Ovation
.35T, Signa HFO, Signa Ovation with Excite un 0.7T Signa OpenSpeed, Signa Ovation HD, Signa HDe, 1.5T Signa
HDxt, Brivo MR355 un Optima MR360, Signa Creator un Signa Explorer.

1. tabula ir noradttas konfiguracijas, ko St probléma neietekmé.

GE Healthcare parbaudis visas ietekmétas iekartas un instalés pareizo programmatiras versiju. Jums nebis
jaapmaksa par problémas novérsanu.

Jautajumu vai Saubu gadijuma, lGdzu, sazinieties ar vietéjo GE Healthcare servisa parstavi.

GE Healthcare apstiprina 81 véstule ir pazinota attiecigajai reguléSanas agentdra.

Lddzu, nemiet véra, ka augsta drosibas un kvalitates [lmena garantésana ir musu prioritate. Gadijuma, ja Jums rodas jautajumi, lidzu,
nekavéjoties sazinieties ar mumes.
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Ar pateicibu,

James W. Dennison
Vice President - Quality Assurance
GE Healthcare
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