VIGTIG PRODUKTINFORMATION

Dato for afsendelse af meddelelse

GE HealthCare

GE HealthCare Ref. nr. 25504

Til: Leder af radiologi
Direktar for klinisk/biomedicinsk teknologi
Risikomanager/hospitalsadministrator

SV:

Potentiel vaeskelaekage pa gulvet pa visse CT-systemer til Revolution CT- og Revolution

Apex-serien.

Sikkerheds-
problem

Handlinger,
der skal
udfores af
kunden/
brugeren

Oplysninger
om det
bergrte
produkt

GEHC Ref.nr. 25504_DA

GE HealthCare er blevet opmaerksom pa et potentielt problem pa visse CT-systemer
i Revolution CT- og Revolution Apex-serien (se venligst de bergrte produktdetaljer og
bilag), der kan resultere i, at kaleveesken (glykol) laekker ud pa gulvet neer bunden af
broen. Vaesken er synlig, da den har en bla farve. Den er ikke aetsende og har ikke
en skadelig temperatur. Der er dog risiko for skade, hvis veesken ikke bemaerkes, og
en person glider og/eller falder.

Der har ikke veeret rapporteret om nogen skader som fglge af dette problem.

Du kan fortsaette med at bruge dit system.

Overvag gulvet neer bunden af broen for eventuel af bla vaeske. Hvis der observeres
bla vaeske, skal du baere nitril- eller gummihandsker, rense veesken op ved at
absorbere den med et ikke-breendbart absorberende materiale og bortskaffe det

absorberende materiale i en egnet beholder til bortskaffelse.

Kontakt din lokale GE HealthCare-servicerepraesentant, hvis der observeres bla
vaeske.

Sarg for, at alle potentielle brugere i institutionen bliver gjort opmeerksom pa denne
sikkerhedsmeddelelse og de anbefalede handlinger.

Udfyld og returner venligst den vedhaeftede bekraeftelsesformular til
recall.25504@gehealthcare.com.

Falgende CT-systemtyper kan vaere pavirkede. Se bilag for en liste over bergrte
serienumre.

Systemtype GTIN

Revolution CT 00840682118552

00840682146319
Revolution CT ES 00840682123471

00195278563149
Revolution Apex 00840682146616
Revolution Apex Elite 00195278460271
Revolution Apex Plus 00195278502179
Revolution Apex Select 00195278469700
Revolution Apex Expert 00195278633149

Tilsigtet brug:
Systemerne er beregnede til rantgencomputertomografi af hovedet, hele kroppen,
hjertet og kar.

Side 1 af 6



Produkt- GE HealthCare vil rette alle pavirkede produkter uden omkostninger for kunden.
rettelse En GE HealthCare-medarbejder vil kontakte Dem for at planlaegge rettelsen.

Kontakt- | tilfeelde af spgrgsmal eller bekymringer vedrgrende denne meddelelse, skal GE
oplysninger HealthCare Service eller den lokale servicemedarbejder kontaktes.

Vores kundeservicecenter kan ogsa kontaktes péa falgende telefonnummer:
80 40 02 47

GE HealthCare bekraefter, at denne meddelelse er blevet indsendt til de relevante tilsynsmyndigheder.
Du kan veere sikker pa, at opretholdelse af et hgjt sikkerheds- og kvalitetsniveau er vores hgjeste prioritet.

| tilfeelde af spgrgsmal kan vi kontaktes ved hjeelp af ovenstaende kontaktoplysninger.

Med venlig hilsen,

Olanel—— Sy

Laila Gurney Scott Kelley
Chief Quality & Regulatory Officer Chief Medical Officer
GE Healthcare GE Healthcare
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Bilag — pavirkede serienumre

00000438756CN9 CBFCG2400003HM | CBGMG2400008HM | REV2A2200029CN | REV2X2300018CN
00000440315CNO CBFCG2400004HM | CBGMG2400013HM | REV2A2200036CN | REV2X2300019CN
00000440478CN6 CBFCG2400005HM | KITLL2400001CN REV2A2200041CN | REV2X2300020CN
00000441066CN8 CBFCG2400006HM | KITLL2400003CN REV2A2200046CN | REV2X2300021CN
00000441459CNS CBFCG2400007HM | REGGL1900003YC | REV2A2200050CN | REV2X2300022CN
00000441716CN8 CBFCG2400008HM | REGGL1900004YC | REV2A2200053CN | REV2X2300023CN
00000442334CN9 CBFCG2400009HM | REGGL2000003YC | REV2A2200065CN | REV2X2300024CN
00000442412CN3 CBFCG2400011HM | REV242200002CN | REV2A2200070CN | REV2X2300025CN
00000442592CN2 CBFCG2400012HM | REV242200002CN | REV2A2200072CN | REV2X2300026CN
00000443327CN2 CBFCG2400013HM | REV242200004CN | REV2A2200081CN | REV2X2300027CN
00000443379CN3 CBFCG2400014HM | REV282300003CN | REV2A2200086CN | REV2X2300028CN
00000443409CN8 CBFCG2400015HM | REV282300029CN | REV2A2200101CN | REV2X2300032CN
00000445059CN9 CBFCG2400016HM | REV282400043CN | REV2A2200101CN | REV2X2300034CN
00000445119CN1 CBFCG2400017HM | REV282400047CN | REV2A2200105CN | REV2X2300036CN
436942CN7 CBFCG2400018HM | REV2A2000001CN | REV2A2200111CN | REV2X2300037CN
438438CN4 CBFCG2400019HM | REV2A2000007CN | REV2A2200119CN | REV2X2300040CN
439799CN8 CBFCG2400020HM | REV2A2000009CN | REV2A2200120CN | REV2X2300041CN
441578CN2 CBFCG2400021HM | REV2A2000010CN | REV2A2200122CN | REV2X2300042CN
441839CN8 CBFCG2400022HM | REV2A2000015CN | REV2A2200126CN | REV2X2300043CN
442378CN6 CBFCG2400023HM | REV2A2000017CN | REV2A2300023CN | REV2X2300044CN
444016CNO CBFCG2400024HM | REV2A2000026CN | REV2A2300024CN | REV2X2300045CN
444913CN8 CBFCG2400025HM | REV2A2000030CN | REV2A2300042CN | REV2X2300046CN
AEGGL2300001YC | CBFCG2400026HM | REV2A2000032CN | REV2A2300043CN | REV2X2300047CN
AEGGL2300002YC | CBFCG2400027HM | REV2A2100002CN | REV2X2200001CN | REV2X2300048CN
AEGGL2300003YC | CBFCG2400028HM | REV2A2100003CN | REV2X2200002CN | REV2X2300049CN
AEGGL2300004YC | CBFCG2400029HM | REV2A2100004CN | REV2X2200003CN | REV2X2300050CN
AEGGL2300006YC | CBFCG2400030HM | REV2A2100005CN | REV2X2300001CN | REV2X2300051CN
AEGGL2300007YC | CBFCG2400031HM | REV2A2100006CN | REV2X23000029CN | REV2X2300052CN
AEGGL2400002YC | CBFCG2400032HM | REV2A2100011CN | REV2X2300002CN | REV2X2300053CN
AEGGL2400003YC | CBFCG2400033HM | REV2A2100018CN | REV2X23000030CN | REV2X2300054CN
AEGGL2400004YC | CBFCG2400034HM | REV2A2100019CN | REV2X2300003CN | REV2X2300055CN
AEGGL2400005YC | CBFCG2400035HM | REV2A2100029CN | REV2X2300004CN | REV2X2300056CN
AEGGL2400007YC | CBFCG2400036HM | REV2A2100033CN | REV2X2300005CN | REV2X2300057CN
AEGGL2400008YC | CBFCG2400037HM | REV2A2100034CN | REV2X2300006CN | REV2X2300058CN
AEGGL2400009YC | CBFCG2400039HM | REV2A2100036CN | REV2X2300008CN | REV2X2300059CN
AEGGL2400010YC | CBFCG2400041HM | REV2A2100042CN | REV2X2300009CN | REV2X2300060CN
AEGGL2400013YC | CBFHG2400015HM | REV2A2100053CN | REV2X2300010CN | REV2X2300061CN
AEGGL2400014YC | CBGLG2400001HM | REV2A2200002CN | REV2X2300011CN | REV2X2300062CN
CBFCG2300002HM | CBGMG2400001HM | REV2A2200003CN | REV2X2300012CN | REV2X2300063CN
CBFCG2300002HM | CBGMG2400003HM | REV2A2200006CN | REV2X2300013CN | REV2X2300064CN
CBFCG2400001HM | CBGMG2400004HM | REV2A2200007CN | REV2X2300016CN | REV2X2300068CN
CBFCG2400002HM | CBGMG2400005HM | REV2A2200013CN | REV2X2300017CN | REV2X2300069CN
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REV2X2300070CN | REV2X2400020CN | REV2X2400071CN | REV2X2400123CN | REVV81900021CN
REV2X2300071CN | REV2X2400021CN | REV2X2400073CN | REV2X2400124CN | REVV81900026CN
REV2X2300073CN | REV2X2400022CN | REV2X2400075CN | REV2X2400125CN | REVV82000017CN
REV2X2300074CN | REV2X2400023CN | REV2X2400076CN | REV2X2400126CN | REVV82000020CN
REV2X2300075CN | REV2X2400024CN | REV2X2400078CN | REV2X2400127CN | REVV82100002CN
REV2X2300076CN | REV2X2400025CN | REV2X2400080CN | REV2X2400128CN | REVV82100006CN
REV2X2300077CN | REV2X2400026CN | REV2X2400081CN | REV2X2400129CN | REVV82100013CN
REV2X2300078CN | REV2X2400027CN | REV2X2400082CN | REV2X2400130CN | REVV82100024CN
REV2X2300079CN | REV2X2400028CN | REV2X2400083CN | REV2X2400131CN | REVV82100041CN
REV2X2300080CN | REV2X2400029CN | REV2X2400084CN | REV2X2400132CN | REVV82100045CN
REV2X2300081CN | REV2X2400030CN | REV2X2400086CN | REV2X2400133CN | REVV82100048CN
REV2X2300082CN | REV2X2400031CN | REV2X2400087CN | REV2X2400134CN | REVV82200025CN
REV2X2300083CN | REV2X2400033CN | REV2X2400088CN | REV2X2400135CN | REVV82200037CN
REV2X2300084CN | REV2X2400034CN | REV2X2400089CN | REV2X2400137CN | REVV82200045CN
REV2X2300085CN | REV2X2400035CN | REV2X2400090CN | REV2X2400139CN | REVVX1600010CN
REV2X2300086CN | REV2X2400036CN | REV2X2400092CN | REV2X2400140CN | REVVX1600011CN
REV2X2300087CN | REV2X2400037CN | REV2X2400093CN | REV2X2400141CN | REVVX1600012CN
REV2X2300090CN | REV2X2400040CN | REV2X2400094CN | REV2X2400145CN | REVVX1600013CN
REV2X2300091CN | REV2X2400041CN | REV2X2400095CN | REV2X2400147CN | REVVX1600018CN
REV2X2300092CN | REV2X2400042CN | REV2X2400096CN | REV2X2400148CN | REVVX1600021CN
REV2X2300093CN | REV2X2400044CN | REV2X2400097CN | REV2X2400149CN | REVVX1600022CN
REV2X2300094CN | REV2X2400045CN | REV2X2400098CN | REV2X2400150CN | REVVX1600025CN
REV2X2300095CN | REV2X2400046CN | REV2X2400099CN | REV2X2400152CN | REVVX1600034CN
REV2X2300096CN | REV2X2400047CN | REV2X2400100CN | REV2X2400155CN | REVVX1600038CN
REV2X2300097CN | REV2X2400048CN | REV2X2400101CN | REV2X2400156CN | REVVX1600049CN
REV2X2300098CN | REV2X2400049CN | REV2X2400102CN | REV2X2400157CN | REVVX1700004CN
REV2X2300099CN | REV2X2400050CN | REV2X2400103CN | REV2X2400158CN | REVVX1700019CN
REV2X2400002CN | REV2X2400052CN | REV2X2400106CN | REV2X2400159CN | REVVX1700031CN
REV2X2400003CN | REV2X2400053CN | REV2X2400107CN | REV2X2400161CN | REVVX1700034CN
REV2X2400004CN | REV2X2400055CN | REV2X2400110CN | REV2X2400162CN | REVVX1700053CN
REV2X2400005CN | REV2X2400056CN | REV2X2400111CN | REV2X2400164CN | REVVX1700064CN
REV2X2400007CN | REV2X2400057CN | REV2X2400112CN | REV2X2400165CN | REVVX1700069CN
REV2X2400009CN | REV2X2400058CN | REV2X2400113CN | REV2X2400166CN | REVVX1700071CN
REV2X2400010CN | REV2X2400059CN | REV2X2400114CN | REV2X2400167CN | REVVX1700074CN
REV2X2400011CN | REV2X2400063CN | REV2X2400115CN | REV2X2500002CN | REVVX1700075CN
REV2X2400012CN | REV2X2400064CN | REV2X2400116CN | REV2X2500007CN | REVVX1700090CN
REV2X2400013CN | REV2X2400065CN | REV2X2400117CN | REVV81800003CN | REVVX1700100CN
REV2X2400014CN | REV2X2400066CN | REV2X2400118CN | REVV81800010CN | REVVX1700106CN
REV2X2400016CN | REV2X2400067CN | REV2X2400119CN | REVV81900003CN | REVVX1700112CN
REV2X2400017CN | REV2X2400068CN | REV2X2400120CN | REVV81900004CN | REVVX1800006CN
REV2X2400018CN | REV2X2400069CN | REV2X2400121CN | REVV81900011CN | REVVX1800009CN
REV2X2400019CN | REV2X2400070CN | REV2X2400122CN | REVV81900012CN | REVVX1800010CN
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REVVX1800013CN

REVVX2200025CN

REVVX1800043CN

REVVX2200047CN

REVVX1800046CN

REVVX2300002CN

REVVX1800047CN

REVVX2300004CN

REVVX1800067CN

REWX1700091CN

REVVX1800070CN

SID 082421091287

REVVX1800083CN

SID 082421140968

REVVX1800093CN

SID 12128152

REVVX1800101CN

SID 13043139

REVVX1800108CN

SID 169766CT01

REVVX1800110CN

SID 4427492A

REVVX1800120CN

SID AUCTX24814311

REVVX1800133CN

SID AUCTX25000302

REVVX1900008CN

SID CT00639

REVVX1900016CN

SID KRCT54893311

REVVX1900020CN

SID KRCT54972221

REVVX1900027CN

SID M001CTO06

REVVX1900031CN

REVVX1900035CN

REVVX1900036CN

REVVX1900040CN

REVVX1900046CN

REVVX1900047CN

REVVX1900059CN

REVVX1900060CN

REVVX1900073CN

REVVX1900081CN

REVVX1900096CN

REVVX1900098CN

REVVX1900102CN

REVVX1900106CN

REVVX1900107CN

REVVX1900114CN

REVVX2000004CN

REVVX2000033CN

REVVX2000045CN

REVVX2100005CN

REVVX2100010CN

REVVX2100014CN

REVVX2100043CN

REVVX2100047CN

REVVX2200004CN
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GE HealthCare

GE HealthCare Ref. nr. 25504

KVITTERING FOR ANMELDELSE OM MEDICINSK UDSTYR
SVAR PAKRAVET

Udfyld venligst denne formular, og returner den til GE HealthCare straks efter modtagelsen, og

ikke senere end 30 dage fra modtagelse. Dette vil bekraefte modtagelsen og forstaelsen af
meddelelsen om rettelse af medicinsk udstyr .

Navn pa facilitet:

Adresse:

By/stat/postnummer/land:

Kundens e-mailadresse:

Kundens telefonnummer:

Nar denne formular underskrives, vedkender vi modtagelse og forstaelse af den
medfelgende meddelelse for medicinsk udstyr, og at vi har informeret alle relevante
brugere samt har foretaget og vil foretage de relevante handlinger iht. den meddelelse.

Angiv venligst navnet pa den ansvarlige person, der har udfyldt denne formular.

Underskrift:

Navn med blokbogstaver:

Stilling/titel:

Dato (DD/MM/AAAA):

Returner venligst den udfyldte formular ved at scanne eller tage et billede af den og sende den
med e-mail til: (f.eks., recall.25504@gehealthcare.com)
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