ELEKTA

DULEZITE BEZPECNOSTNi UPOZORNENI PRO PRACOVISTE

PRODUKT: Apex™

Datum: 07-2012 FCO Ref: 200 01 407 026
Sytem Apex™ neni kompatibilni pro pouZiti se systémem Agility™

Toto upozornéni obsahuje dulezité informace tykajici se provozu tohoto produktu. Spole¢nost Elekta
doporucuje, aby vsichni uzivatelé produktu dodrzovali pokyny nebo doporuceni uvedena v tomto upozornéni.
Toto upozornéni je tfeba ulozit do ¢asti Dalezité upozornéni prislusné prirucky.

Odpovédi na jakékoli dotazy tykajici se tohoto upozornéni ziskate v mistni kancelafi spoleCnosti Elekta.

Rozsah: VSechny systémy Apex™.

Problém: Zafizeni limitujici svazek zafeni (BLD) Agility™ v této dobé& nepodporuje pouZivani
systému Apex™.

Systém Apex™ nebyl integrovan nebo klasifikovan jako kompatibilni pro pouziti se
systémem Agility ™.

Spole¢né pouziti téchto produktd nebylo ovéfeno nebo validovano spolecnosti Elekta a
nesméji byt spoleCné pozivany. Jsou nezbytné povinné zmény obvodu zamku Agility™
BLD, které vam umozni bezpecné pfipojit zafizeni Apex™.

Klinicky dopad: Budete-li toto bezpecnostni upozornéni ignorovat, maze to mit smrtelny klinicky dopad /
zpusobit smrtelné zranéni, klinicky nespravnou Ié€bu nebo poskozeni zafizeni.

Reseni: NepouzZivejte systém Apex™ spole¢né se systémem Agility™.

O tomto upozornéni je informovan pfislusny regulaéni organ
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ELEKTA

FCO ACTION NOTIFICATION REPORT

<Give this Notice to the customer, and then complete and return this report to your local Elekta Office or Representative
for the Configuration Database.>

[
[

[]
[

Classification:  Important Field Safety Notice FCO Ref: 200 01 407 026

FCO Apex™ is not compatible for use with Agility™

description:

Scope: All Apex™ systems.

Hospital:

Device Serial No: Location or

(e.g. linac - if applicable) Site No:

Action on this unit/device was: (select one) Note: If you use a work-order in the CLM configuration

database, then you do not have to complete this

. . section. The work-order will be used to add the
Completed as per instructions on: <date day/month/year]> information to the system.

Not completed because: (give reasons)
Not completed because the unit/device is in storage (if applicable).

Refused by customer because: (give reasons)

Acknowledgement by customer:
This notification to be signed by the customer.

The REASON and PURPOSE of this notice has been explained.

Name: Title:
Signature: Date:
O tomto upozornéni je informovan pfislusny regulaéni organ
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