Marnes la Coquette, August 2016

PRODUCT INFORMATION

This information is intended for the end user of this product
If you are not the end user, please forward this information to the appropriate laboratory personnel

Subject: # P/N 89601 Evolis System
Dear Valued Customer,
Due to a recent investigation, Bio-Rad Laboratories is providing this information to enhance your safety and protection,

when operating the Evolis instrument #P/N 89601 (configuration code 89700 or 89818).

In case the system is running out of wash buffer while a plate is processed, the instrument is paused and allows
access to the drawer, the plate transport may continue moving until it reaches its scheduled destination, caution
must be used when opening the lower drawer during this time.

Actions

1/ If additional wash solution is required during a run, a message will be displayed and the system will uniock
the lower drawer to allow you to load the solution. The instrument is paused but if the plate transport module,
on the right hand side of the drawer, was in the process of moving a plate, it will bring the plate to its scheduled
destination before stopping.

Please be careful and wait until all movement has stopped before opening the drawer.

2/To enhance safety features during next maintenance or visit, Bio-Rad FSE will apply the following warning label to the
lower front panel.
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3/ The following warning has been added to the IFU:

message will be displayed and the system will unlock the lower drawer fo
allow you to load the solution. The instrument is paused but if the plate
transport module, on the right hand side of the drawer (see number iﬁ
Figure 2), was in the process of moving a plate, it will bring the plate to its
scheduled destination before stopping.

f Mechanical hazard - If additional wash solution is required during a run, a
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Please be careful and wait until all movement has stopped before opening the
drawer.

4/ A software correction is on process and will be soon available.

We apologize for the inconvenience caused.

Please forward To Whom It May Concern.



Sincerely

Form to return to your local customer service

INVOLVED PRODUCT/LOT

Product Name : Evolis System

# P/N : 89601

CUSTOMER INFORMATIONS

LABORATORY

Undersigning Manager :

Address :

Telephone Number / Fax :

Customer Account Number :

ACTIONS :

| have read information regarding the device # P/N 89601,

Date: Laboratory Stamp and Signature

For any other further information or support, please contact your local customer service.
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