NOTIFICARE URGENTA PRIVIND SIGURANTA *
’ GE HealthCare

Data trimiterii scrisorii GE HealthCare Nr. ref. 25504

Catre: Directorul sectiei de radiologie
Directorul de tehnica biomedicala/clinica
Managerul de risc/Administratorul spitalului

SUBIECT: Posibilitatea producerii de scurgeri de lichid pe podea, pentru unele sisteme de
tomografie computerizata Revolution CT si Revolution Apex.

Problema de
siguranta

Actiuni care
trebuie
intreprinse
de catre
Client /
Utilizator

Detalii
privind
produsele
afectate

GE HealthCare a luat cunostinta de o problema potentiald pe anumite sisteme de
tomografie computerizatd Revolution CT si Revolution Apex (va rugdm sa consultati
detaliile produselor afectate si Anexa), care poate duce la scurgerea de lichid de
racire (glicol) pe podea, langa baza cadrului. Lichidul este vizibil, deoarece are
culoarea albastra. Nu este coroziv si nu este la o temperatura ddunatoare. Cu toate
acestea, exista potential de ranire daca lichidul nu este observat, deoarece
persoanele ar putea aluneca si/sau cadea.

Nu au existat incidente raportate ca urmare a acestei probleme.

Puteti continua sa utilizati sistemul.

Va rugam sa monitorizati podeaua de langa baza cadrului pentru eventualele
acumulari de lichid albastru. Dacé observati lichid albastru, purtati manusi de nitril sau
de cauciuc, curatati lichidul absorbindu-I cu un material absorbant necombustibil si

eliminati absorbantul intr-un recipient adecvat pentru eliminare.

Contactati-va reprezentantul de service local de la GE HealthCare, daca observati
lichid albastru.

Va rugam sa va asigurati ca toti potentialii utilizatori din unitatea dvs. sunt informati cu
privire la aceasta notificare de siguranta si actiunile recomandate.

Completati si returnati formularul de luare la cunostinta atasat la
recall.25504@gehealthcare.com.

Sunt potential afectate urmatoarele tipuri de sisteme CT. Consultati Anexa pentru lista
cu numerele de serie afectate.

Tipul sistemului 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

Utilizare preconizata:
Sistemele sunt destinate aplicatiilor de tomografie computerizata cu raze X pentru
cap, intregul corp, cardiace si vasculare.
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Corectarea GE HealthCare va remedia gratuit toate produsele afectate. Un reprezentant de la GE
adusa HealthCare va va contacta pentru a conveni asupra remedierii.
produsului

Informatii de Daca aveti intrebari sau nelamuriri privind aceasta notificare, contactati GE
contact HealthCare Service sau reprezentantul dvs. de service local.

GE HealthCare confirma ca aceasté notificare a fost transmisa agentiei de reglementare
corespunzatoare.

Va asiguram c& mentinerea unui nivel ridicat de siguranta si calitate este cea mai mare prioritate a
noastra. Daca aveti intrebari, va rugédm sa ne contactafi utilizand datele de contact de mai sus.

Cu respect,

Laila Gurney Scott Kelley

Chief Quality & Regulatory Officer Chief Medical Officer
GE Healthcare GE Healthcare
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Anexa - Numerele de serie ale produselor afectate

00000438756CN9 CBFCG2400003HM | CBGMG2400008HM | REV2A2200029CN | REV2X2300018CN
00000440315CNO CBFCG2400004HM | CBGMG2400013HM | REV2A2200036CN | REV2X2300019CN
00000440478CN6 CBFCG2400005HM | KITLL2400001CN REV2A2200041CN | REV2X2300020CN
00000441066CN8 CBFCG2400006HM | KITLL2400003CN REV2A2200046CN | REV2X2300021CN
00000441459CN5 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 Nr. ref. 25504

CONFIRMAREA NOTIFICARII PRIVIND DISPOZITIVUL MEDICAL
ESTE NECESAR RASPUNSUL

Va rugam sa completati acest formular si sa-l returnati la GE HealthCare imediat, dar nu mai tarziu

de 30 de zile de la primire. Astfel se va confirma primirea si intelegerea Notificarii de corectare a
dispozitivului medical.

Numele unitatii:

Adresa: Strada:

Orasul/Statul/Codul
postal/Tara:

Adresa de e-mail a
Clientului:

Numarul de telefon al
Clientului:

Prin semnarea acestui formular, confirmam ca am primit si am inteles Notificarea
despre produs anexata, ca am informat toti potentialii utilizatori si c& am luat si vom lua
masurile adecvate in conformitate cu Notificarea respectiva.

Va rugam sa indicati numele persoanei responsabile care a completat acest formular.

Semnatura:

Numele in clar:

Functia/Profesia:

Data (ZZ/LL/IAAAA):

Va rugam sa returnati formularul completat si apoi scanat sau fotografiat, la adresa de e-mail:
(de ex., recall.25504@gqgehealthcare.com)
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