@) cytiva

VIA Thaw™ L1000

Operating Instructions

Original instructions

@) cytiva VIA Thaw L1 000
L C__ J
U
L (©]

cytiva.com


http://cytiva.com

Table of Contents

Table of Contents

1 INtroduction ... s aa s
1.1 Important user information .
1.2 About thismanual ...,

1.3 Associated documentation ..

2 Safetyinstructions ... ———————————— 8
21 SAFELY PIrECAUTIONS ..oovvvevercresrerseesineesssssesssessssssss s ssss s ss s st ss s sensesssssnes 9
2.2 LaDbEIS @NA SYMDOIS ..ot sss st st ssssssssssesssessssssssssssssssssssssssssnssens 11
2.3 EMErgenCy ProCEAUIES ...t 12
3 System description ... ——————————— 14
3.1 SYSEEIM OVEIVIEW octreinsreisisssssssssssssssssssss st ssss st s sssssssssssssssssssssssssssesssssssssssssssssssssssssssssssssssssssssss 15
3.2 USEIE INEEITACE ..eeueeereeeeeeeeeeisetssestssesssse bt s ss s bbb RS R Rt tbie 17
321 Control panel 18
322 Start-up menu structure 21
323 Admin menu 23
3.3 TRAWING PrOFIES .cooereeereeeeeerereesee e ess s es s sss s sssees st ses s s s s s s ss e seseenes 27
4 Installation ... ————————————
4.1 Site requirements ...
4.2 Unpack the product .......cconeeenn.
4.3 Install VIA Thaw L1000
4.4 Setup the system ........

44.1 Start the instrument
442 Set date and time
4.4.3 Factory reset

4.5 CRFONICIE oottt seees
4.6 Connect to the System NELWOIK ... sessssssseseseeens
5 Preparalion ... s ssss s 49
5.1 Prepare the instrument for @ thaWing ... 50
5.2 L0700 o - T L= TP 51
5.3 Manage thawing ProfilES ...t ssssssssssssssesssees 53
5.3.1 Manage thawing profiles on Chronicle 54
532 Manage thawing profiles on VIA Thaw L1000 55
6  OPEration ..cccccccceccemmmmrrnrrrr s ——— 60
6.1 OVEIVIBW .oeeeriereetseetseesee st essseessssssss s es b ss s R R8RSR RS RS R R 61
6.2 Select @ thawing Profile s 63
6.3 LI aY=To Jro o] Y o] o =T OSSPSR 64
6.4 TRAWING PIrOCESS ...coreereeuersessesesisesssesssessssssssssssssesssesssssssssssssssssssssssssssssssssssssessssssesssesssassssssss s sssssssssssssnnes 68
6.5 ENd OF @ tRAWING PrOCESS ....eeieeceieeiiecensetsisesssseessss st ssssssss st sssses s s s ssssss s sssss st sssessssssssesssnne 69
6.6 VIEWING TNAW OGS .ot sesssesss s st ss st sesssesssssssssssssssssssssssssssssns 71
7 Maintenance ........couneeeeees
7.1 Maintenance program
7.2 Cleaning before Planned SEIVICE .......reerermeeseessssessessssesssssessssssssssesssssssssssessssnessssaees 75

VIAThaw L1000 Operating Instructions 29492479 AF 2



Table of Contents

7.3 Cleaning and disinfection ......

7.4 Replacement procedures ..

7.5 Software maintenance ...

TroublesShooting .....cccccmmrirrimm e ——————————— 83

8.1 AN - T o LSO 84

8.2 Error COUES ...mneneeeneenessseessesinennns bR e 87

8.3 INSErUMENT PEIFOrMANCE ..ottt s bbbt 88

8.4 Thawing performance

8.5 (CT=10 o [ o R

Reference information

9.1 SPECITICATIONS ..ouvreerreiceteeteete sttt ses bbb bbb bR

9.2 Recycling information

9.3 ReGUIAtOrY INFOrMATION .....cvvecereeeerecerieere s sesesess s s sss st ess s sen s sessesessesees 95
9.3.1 Contact information 96
9.32 European Union and European Economic Area 97
9.3.3 Great Britain 98
9.34 Eurasian Economic Union (EBpa3niicKuii SKOHOMUYECKMI COIO3) uwvuruummmermsmmmssessssmssessennns 99
9.35 North America 101
9.36 China 103
937 South Korea 106
9.38 General regulatory statements 107

9.4 Health and Safety Declaration FOIM ......sssssssssssssssssssssssssssssssssssssssssssssssssens 108

VIAThaw L1000 Operating Instructions 29492479 AF 3



1 Introduction

1 Introduction

About this chapter

This chapter contains important user information, descriptions of safety notices, regu-
latory information, intended use of the product, and lists of associated documentation.

In this chapter
Section See page
1.1 Important user information 5
1.2 About this manual 6
1.3 Associated documentation 7
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1 Introduction
1.1 Important userinformation

1.1 Important user information

Introduction

This section contains important user information about the product and this manual.

Read this before operating the
product

Allusers must read the entire Operating Instructions before installing, oper-
ating, or maintaining the product.

Always keep the Operating Instructions at hand when operating the product.

Do not install, operate, or perform maintenance on the productin any other way than
described in the user documentation. If you do, you can be exposed or expose others to
hazards that can lead to personal injury and you can cause damage to the equipment.

Intended use of the product

VIAThaw L1000 is intended for the thawing of a single frozen cryobag containing
10to 275 mL of cryopreserved material.

VIAThaw L1000 is intended for research or manufacturing use only. Itis notintended
for clinical procedures or for diagnostic purposes.

VIAThaw L1000 should only be used by a specifically trained scientist or technicianin a
Process Development Laboratory or manufacturing environment.
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1 Introduction
1.2 About thismanual

1.2 About this manual

Introduction

This section contains information about the purpose and scope of this manual, notes
and tips, and typographical conventions.

Purpose of this manual

This manual provides information needed to install, operate and maintain the product
in a safe way.

Scope of this manual

This Operating Instructions describes the installation and operation of VIAThaw™
L1000, as well as cleaning and routine maintenance procedures. For details on how to
set up remote management of the thawing profiles and data logs using Chronicle™,
visit https://pre-gmp.chronicle.bio.

Notes and tips
Note: A note is used to indicate information that is important for trouble-free and
optimal use of the product.
Tip: A tip contains useful information that can improve or optimize your proce-

dures.

Typographical conventions
Software items are identified in the text by bold italic text.
Hardware items are identified in the text by bold text.

Tip: The text can include clickable hyperlinks to reference information.
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1 Introduction
1.3 Associated documentation

1.3 Associated documentation

Introduction

This section describes the user documentation that is delivered with the product, and
how to find related literature that can be downloaded or ordered from Cytiva.

User documentation for VIA Thaw
L1000

The user documentation listed in the table below is available in printed or PDF format.
Translations of the Operating Instructions are provided in electronic form on a CD.
Contact your Cytiva representative to obtain a copy of the documents.

Documentation ‘ Main contents

VIA Thaw L1000 Operating Instructions Instructions needed to prepare and
(29492479) operate the VIAThaw L1000 systemin a
(this document) correct and safe way.

System overview, site requirements,
and instructions for moving the system
within the same building.

Instructions for basic maintenance and
troubleshooting.

VIA Thaw L1000 Cue Card (29492483) Ashort set of instructions on how to
perform a thawing process.

VIA Thaw L1000 Privacy and Security Description of the privacy and security
Manual (29492819) capabilities of VIA Thaw L1000.

Access user documentation online

Scan the QR code or visit cytiva.com/instructions. Enter the title or the document
number to access thefile.
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2 Safetyinstructions

2 Safetyinstructions

About this chapter

This chapter describes safety precautions, labels and symbols that are attached to the
instrument. In addition, the chapter describes emergency procedures.

In this chapter
Section See page
2.1 Safety precautions 9
2.2 Labels and symbols 11
2.3 Emergency procedures 12
Important

WARNING

Allusers must read and understand the entire contents of
this general safety chapter, and the specific safety precau-
tions information in each subsequent chapter of this manual
to become aware of the hazards involved.
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2 Safetyinstructions
2.1 Safety precautions

2.1  Safety precautions

Introduction

Before installing, operating or maintaining the system, you must be aware of the
hazards described in this manual.

Follow the instructions in this section to avoid injury to the operator or other personnel,
damage to cryobag contents, to the product, or to other equipmentin the area.

Definitions

This user documentation contains safety notices (WARNING, CAUTION, and NOTICE)
concerning the safe use of the product. See definitions below.

WARNING

WARNING indicates a hazardous situation which, if not avoided,
could resultin death or serious injury. Itisimportant not to proceed
until all stated conditions are met and clearly understood.

CAUTION

CAUTION indicates a hazardous situation which, if not avoided,
could resultin minor or moderate injury. It isimportant not to
proceed until all stated conditions are met and clearly understood.

NOTICE
e NOTICE indicates instructions that must be followed to avoid

damage to the product or other equipment.

General precautions

The following general precautions must be considered at all times. There are also
context related precautions, which are written in their respective chapters.

WARNING

Hazardous substances and biological agents. When using
hazardous chemical or biological agents, take all suitable protec-
tive measures, such as wearing protective clothing, glasses and
gloves resistant to the substances used. Follow local and national
regulations for safe operation and maintenance of this product.

VIAThaw L1000 Operating Instructions 29492479 AF 9



2 Safetyinstructions
2.1 Safety precautions

CAUTION
Do not place objects ontop of the instrument:
* Objects can fall when opening/closing the lid of the instrument

* Objects can become warm due to warming up of the heater
plates during normal operation of the instrument

NOTICE

VIAThaw L1000 must remain upright during transport/
handling, operation, and storage. Transporting/handing, oper-
ating, or storing the unit in another orientation can cause damage
totheinstrument.
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2 Safetyinstructions
2.2 Labelsand symbols

2.2 Labelsand symbols

Introduction

This section describes the nameplate, labels, and other safety and regulatory labels
and symbols.

Description of symbols on the system
label

The following symbols can be present on the instrument.

Label ‘ Meaning

This symbol indicates the serial number of the instrument.

/\ This symbol indicates Warning!, read the user documentation
/ \\ before using the system. Do not open any covers or replace parts
4 > unless specifically stated in the user documentation.
This symbol indicates the location of a wired networking
terminal.

This symbol indicates the location of a fuse and the fuse rating.

Year (YYYY) and month (MM) of manufacture in YYYY-MM format.

I Name and address of the manufacturer.

VIAThaw L1000 Operating Instructions 29492479 AF 11



2 Safetyinstructions
2.3 Emergency procedures

2.3 Emergency procedures

Introduction

This section describes how to shut down the VIA Thaw L1000 instrument in an emer-
gency situation, and the procedure for restarting the VIA Thaw L1000 instrument.

The section also describes the result in the event of power failure.

Emergency shutdown

WARNING
Inan emergency situation, follow the emergency shutdown
procedure. Do not continue to use the system.

Inan emergency situation, follow the steps below to stop the thawing process:

Step Action

1 Press the power switch to the O position to completely turn off power to the
instrument.
2 Unplug the instrument from the mains socket outlet.
Power failure

Power is required for the instrument to function.

Theinstrument does not contain an internal battery and in the absence of power itis
not operable.

NOTICE
In case of a power failure:
* Thethawing processisinterrupted immediately

* Thethawing process datais not recorded in the thaw logs nor on
Chronicle

* Thethawing process cannot be resumed

In case the mains power is restored following a power failure during a thawing process,
the instrument will generate a mains power failure alarm. See Section 8.7 Alarms,
on page 84.
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2 Safetyinstructions
2.3 Emergency procedures

Restart after emergency shutdown or
power failure

Follow the steps below to restart the instrument after emergency shutdown or power
failure:

Step Action

1 Make sure that the condition that caused the emergency shutdown is
corrected.

2 Connect the power supply cord to the power outlet.

3 Switch on the instrument.

VIAThaw L1000 Operating Instructions 29492479 AF 13



3 Systemdescription

3 System description

About this chapter
This chapter gives an overview to VIAThaw L1000, and a brief description of its func-
tion.

In this chapter
Section See page
3.1 System overview 15
3.2 User interface 17
3.3 Thawing profiles 27
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3 System description
3.1 System overview

3.1  System overview

Introductionto VIAThaw L1000

VIAThaw L1000 tightly controls the heating of cryopreserved samples stored in cryo-
bags until it detects that the samples are thawed. Multiple sensors constantly monitor
the condition of the sample to determine when thawing is complete.

The system operates using dry heat to minimize the risk of sample contamination.
During the thawing process, VIA Thaw L1000 records data relating to the cryobag,
monitors the thawing process, and alerts the user to the following events:

* Loading temperature limitis exceeded

* Totalthawtime limitis exceeded

* End-of-thaw temperatureis exceeded

* Safe heater plate temperature is exceeded

* Lossof mains power

The cryobag data records are not indicated for the support of decisions related to the
suitability of a thawed cryobag for research or manufacturing.

A complete record of the thawing process can also be uploaded and viewed on
Chronicle web platform.

See Chapter 9 Reference information, on page 917 for more information about the
product.

Illustration of the instrument
Theillustration below shows an overview of VIA Thaw L1000.

VIAThaw L1000 Operating Instructions 29492479 AF 15



3 System description
3.1 System overview

Part ‘ Description

1 Thawing tray

2 Top heating plate

3 Camera used as a barcode reader
4 Infrared (IR) sensors (x5)

5 Cryobag agitator (x4)

6 Grip

7 Lid

8 Bottom heating plate

9 Control panel

10 Drain plunger

Power and network connections

Theillustration below shows the power and the network connections present on VIA

Thaw L1000

FTﬁ’\

—©

7@

Part Description

1

Applianceinlet

2

Fuse holder

3

Power switch

Network port

VIAThaw L1000 Operating Instructions 29492479 AF 16



3 System description
3.2 Userinterface

3.2 User interface

In this section
Section See page
3.2.1 Control panel 18
3.2.2 Start-up menu structure 21
3.2.3 Admin menu 23
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3 System description
3.2 Userinterface
3.2.1 Control panel

3.2.1 Control panel
The illustration below shows the control panel of VIA Thaw L1000.

® ¢

26ml  +EC

Part Description

1 Scroll up button
2 Display
3 Status indicator light
4 Scroll down button
5 Enter button
6 Acknowledge alarm button
User action symbols
The following table shows symbols that are used to highlight user actions in this
manual.
Note: To access a previous menu level, press and hold

VIAThaw L1000 Operating Instructions 29492479 AF 18



3 System description
3.2 Userinterface
3.2.1 Control panel

User action ‘ Function

e

b Tap
@ Wait

Up

Down

Enter

Acknowledge alarm

Thawing profile screen

Theinstrumentis ready to start a thawing process when the Thawing profile screenis
displayed.

Theillustration below shows the thawing profile information that appears on the
Thawing profile screen.

1 Profile name

2 ‘ Current date and time
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3 System description
3.2 Userinterface
3.2.1 Control panel

Part ‘ Description

3

Connectivity status:

Wired network link active
EWireIess network link active
E] Connected to Chronicle

£l Wired network link not active

EWireIess network link not active

Time alarm value for the selected profile

Load temperature value for the selected profile

Fill volume for the selected profile

VIAThaw L1000 Operating Instructions 29492479 AF
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3 System description
3.2 Userinterface
3.2.2 Start-up menustructure

3.2.2 Start-up menu structure

NOTICE

Onfirst power up, if the date, time, or timezone is entered incor-
rectly, the instrument may not accept the PIN code to access the
Admin menu. Without access to the Admin menu, itis not possible
torectify the time and date.

The illustration below shows the Start-up menu structure after switching on VIA Thaw
L1000.

Note: On first power up, VIA Thaw L1000 may request the current local date (year,
month, day) and time (hours, minutes and time-zone) in order to maintain
correct thaw logs for the cryobags. See Section 4.4.2 Set date and time,
on page 38.

Note: If a problem occurs during the start-up sequence, an alarm screen will be
displayed. See Section 8.1 Alarms, on page 84.

Screen Description

Instrument View the serial number (SN) and soft-
properties ware version of the instrument.

This screen is displayed only upon start
of instrument.
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3 System description
3.2 Userinterface
3.2.2 Start-up menustructure

Screen ‘ Name ‘ Description

I ({1 Pre-heating Theinstrument is pre-heating the
— heater plates.

Thisscreenisdisplayed only if the
plates are not heated to the correct
temperature.

Thawing profile See Thawing profile screen, on page 19.

Admin menu See Section 3.2.3 Admin menu,

“ onpage 23.

Thawlogs See Section 6.6 Viewing thaw logs,
onpage 71.
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3.2.3 Admin menu

3 System description
3.2 Userinterface
3.2.3 Adminmenu

The thawing profiles, the settings and network of VIAThaw L1000 can be managed

through the Admin menu.

The following illustration shows the Admin menu structure. To access the submenus,
see

‘ Name ‘ Description
Thawing profile | See
Setdate See
Settime See

VIAThaw L1000 Operating Instructions 29492479 AF
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3 System description
3.2 Userinterface
3.2.3 Adminmenu

Screen ‘ Name ‘ Description
Eqﬁ @ sl | Networkinfor- View the currently configured network
M | mation settings on the instrument.

To configure the network, see

@ @ ml | Chronicle infor- View the Chronicle server address and
M | mation connection status.

% @_’@I o | Networkreset Clear the network settings from the
- internal memory of the instrument and
from Chronicle.

Note:

After resetting the network settings,
reconnect the instrument to the
network manually. See

Delete thaw Delete all thaw log files from the
logs internal memory of the instrument.
Software View the software version currently
versioninfor- installed on the instrument.
mation
Software See
update
Factoryreset See
]
:) m | Back Return to the previous menu.

1 After selecting this action, the instrument will request confirmation. Choose one of the options
below and confirm by tapping

To cancel the selected action and go back to the previous menu

Tocomplete the selected action

PIN code

The PIN code is a four-digit number required to access the Admin menu. The PIN code
changes daily and can only be obtained after the user registers the instrument on
Chronicle.See

Follow the instructions below to obtain a PIN code.

VIAThaw L1000 Operating Instructions 29492479 AF 24



Step

3 System description
3.2 Userinterface
3.2.3 Adminmenu

Action

Logonto Chronicle.

Select Instrument tab.

Search theinstrument list and select the name of the VIA Thaw L1000
instrument currently in use.

Result:

The current PIN codeis listed alongside other information about the instru-
ment.

Note:

Note:

A new PIN code is automatically generated by the instrument at 00:00 UTC
every day, at this point any previous PIN code will become invalid.

The date, time and timezone settings of the instrument must be correct in
order for the PIN code generated by Chronicle to work correctly on the
instrument.

Access the Admin menu

Follow the instructions below to access the Admin menu.

Step

Action

1

Access the PIN screen from the Admin screen.
Result:

Theinstrument requests a PIN code.

PIN 0000

Enterthe PINcode.Use and toselecteachdigitandtap toconfirm.

See for more information on how to get a PIN code.

Note:

It is not possible to correct a digit entry, the entire PIN code must be re-
entered. VIA Thaw L1000 allows an unlimited number of attempts to enter
the PIN code.

Tap toconfirmthe complete PIN code.
Result:

The PIN code is correct. The Thawing profile screen
appears.
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3 System description
3.2 Userinterface
3.2.3 Adminmenu

Step Action
— The PIN code isincorrect. The Admin screen
appears. Try accessing the menu again.

Note: The PIN screen cannot be accessed from the Admin screen ifthe PIN is
entered incorrectly 3 times within a 5-minute period. In this case, the
Locked PIN screen appears, as shown below, and the user has to wait for
the PIN screen to appear again.

VIAThaw L1000 Operating Instructions 29492479 AF
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3 System description
3.3 Thawing profiles

3.3  Thawing profiles

Introduction

Thawing profiles are used to run the thawing process.

The profiles can be managed via either Chronicle or the instrument. See Section 5.3

Manage thawing profiles, on page 53.

VIAThaw L1000 is able to store up to a total of 16 thawing profiles. The profiles can be

accessed on the instrument via the Start-up menu structure.

&

NOTICE
Prior to use, check that the selected thawing profile and alarm
preset are appropriate.

Preprogrammed thawing profiles
VIAThaw L1000 is preprogrammed with 8 thawing profiles as shown below:

Profile name Fillvolume Load alarm Timealarm
(mL) (°C) (minutes)
LOCAL1 10 -20 10
LOCAL2 30 -20 10
LOCAL3 55 -20 10
LOCAL4 80 -20 10
LOCALS 100 -20 10
LOCAL6 120 -20 10
LOCAL7 190 -20 10
LOCAL8 275 -20 10

VIAThaw L1000 Operating Instructions 29492479 AF
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4 Installation

4 |nstallation

About this chapter

This chapter provides required information to enable users and service personnel to
unpack andinstall VIA Thaw L1000.

WARNING

Read the safety instructions Chapter 2 Safety instructions,
on page 8 before installing, operating or performing maintenance
activitieson VIAThaw L1000.

CAUTION

Do not handle or lift the product using the lid. This can cause
damage to the instrument and cause injury to the user.

In this chapter
Section See page
4.1 Site requirements 29
4.2 Unpack the product 30
43 Install VIAThaw L1000 31
4.4 Set up the system 36
4.5 Chronicle 42
4.6 Connect to the system network 44
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4 |nstallation
4.1 Siterequirements

4.1  Siterequirements

Introduction

This section describes the site planning and preparation that should be performed
before the VIAThaw L1000 system is installed.

Space requirements

Prepare a clean working area on a stable laboratory bench or a mobile trolley. The
bench must comply with the specifications in the following table.

Parameter ‘ Specification

Minimum bench area for operating VIA 550 mm x 450 mm
Thaw L1000 (width x depth)

Load capacity >50kg

Surface inclination +2°

Environmental conditions
The following precautions must be taken when choosing a location for VIA Thaw L1000:
* Theinstrument must not be located near liquids or areas where liquids can splash,

spill, or drip onto the instrument, areas of high humidity or dampness, areas of
direct sunshine, or outdoors.

* Themains socket outlet must be located near the instrument and operators must
have easy access to it. Avoid mains socket outlet with narrow or difficult access.

* Iftheinstrumentisinstalled on a mobile trolley, the trolley must be equipped with
wheel brakes.

See Technical specifications, on page 92 for more information.

Electrical power requirements

See Technical specifications, on page 92 for more information.
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4 Installation
4.2 Unpackthe product

4.2  Unpackthe product

Content checklist
Before installation verify that the product box contains the following items:

VIAThaw L1000

Thawing tray (supplied in a separate box)
Mains power supply cord

Operating Instructions

CueCard

CD box (containing user documentation CD)
EU Declaration of Conformity

If any of these items are missing or damaged do not use the instrument and contact
your local Cytiva representative or authorized distributor.
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4 Installation
4.3 Install VIAThaw L1000

4.3 Install VIA Thaw L1000

Safety precautions

WARNING

Supply voltage. Before connecting the mains power supply cord,
make sure that the supply voltage and frequency at the wall outlet
corresponds to the marking on the instrument.

WARNING
Take care when handling the mains power supply cord.
* Do notsubject the mains power supply cord to excessive

tension, place in areas where it can be pulled, or create a trip
hazard.

* Do not place the mains power supply cord in places where it can
be become trapped, crushed, have weight placed on top of it.

* Do not place the mains power supply cord in areas where itis
subject to direct heat such as within the instrument, radiators,
or heaters.

* Do not place the mains power supply cord near liquids or areas
where it can become wet.

* Do not bend the mains power supply cord sharply.

WARNING

Do not use mains socket adapterin combination with the
instrument. This canresultin arisk of electric shock or fire.

WARNING

The instrument should only be used with a protectively
earthed mains socket outlet. The instrument must be
connected to a protectively earthed mains socket outlet to ensure
safe operation.

VIAThaw L1000 Operating Instructions 29492479 AF 31



4 |nstallation
4.3 Install VIAThaw L1000

WARNING

Power cord. Only use power cords with plugs delivered or
approved by Cytiva.

WARNING

Take care when connecting and disconnecting the instru-
ment from the mains socket outlet.

When connecting the instrument to the mains socket outlet, first
connect the mains power supply cord to the instrument before
connecting it to the mains socket outlet.

When disconnecting the instrument from the mains socket outlet,
first disconnect the mains power supply cord from the mains
socket outlet before disconnecting it from the instrument.

WARNING

Do not plug the mains power supply cord into mains socket
outlet with narrow or difficult access. The mains power supply
cord should be easily accessible when plugged into the mains
socket outlet to allow the instrument to be disconnected safely.

WARNING

Do not use the mains power supply cord ifitappears to be
broken or damaged. Contact your Cytiva representative oran
authorized distributor to obtain a replacement.

WARNING

Do notinstall the instrument on mobile trolleys without
wheel brakes. The mains power supply cord can become acciden-
tally detached whilst the instrumentisin use.

Ifthe instrument is installed on a mobile trolley, apply the wheel
brakes on the mobile trolley before connecting the mains power
supply cord.
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4 Installation
4.3 Install VIAThaw L1000

NOTICE
° Power cord. Do not use the supplied power cords for any other

equipment.

Install the thawing tray

The thawing tray must be installed in VIA Thaw L1000 before any cryobags can be
thawed.

NOTICE
e Unlocktransport clips before operation. If not done this can

cause the cryobags to thaw incorrectly.

Follow the instructions below to install the thawing tray.

Step Action

1 Openthelid of the instrument using the grip.

2 Slide the four transport clips to unlock the bottom heater plate.

Result:
The bottom heater plate lifts to the top.

3 Unpack and inspect the thawing tray for damage.
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4 Installation
4.3 Install VIAThaw L1000

Step Action

4 Place the thawing tray on top of the bottom heater plate. Make sure the four
tray clips are aligned in the dedicated slots on the instrument.

5 Press firmly around the edge of the tray.
Result:
The thawing tray clips into the instrument.

6 Verify that the outer edge of the thawing tray is aligned with the edges of the
cavity and that the gap between the instrument and tray is even.

Connect the mains power supply cord

Follow the instructions below to connect VIA Thaw L1000 to mains power.
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4 Installation
4.3 Install VIAThaw L1000

Step Action

1 Connect the mains supply cord to the appliance inlet on the rear of the
instrument.

2 Connect the mains power supply cord to the mains socket outlet.
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4 |nstallation
4.4 Setupthesystem

4.4  Setupthesystem

In this section
Section See page
4.4.1 Start the instrument 37
442 Setdateandtime 38
4.4.3 Factory reset 41
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4 |nstallation
4.4 Setupthesystem
4.4.1 Starttheinstrument

4.4.1 Start the instrument

Follow the instructions below to switch on VIAThaw L1000.

Step

Action

1

Make sure that the thawing tray is present. Remove any cryobag from the
instrument.

Remove any liquid and condensation from the thawing tray and heater
plates using a dry, lint-free cloth or wipe.

Press the power switch to the ON (1) position to switch on the instrument.

Result:
The statusindicator light turns green and the start-up screens appear on the
display. See Section 3.2.2 Start-up menu structure, on page 21.

Note:

During this time, the instrument performs a sequence of self-checks. If a
problem is detected, the display shows an error code. See Section 8.2 Error
codes, on page 87 for more information.
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4.4.2 Set date and time

Introduction
The date (year, month, day) and time (hours, minutes and time-zone) on VIA Thaw
L1000 can be set either:
* Onstart-up, when the current settings are invalid.
* Byaccessingthe Admin menu.
VIAThaw L1000 features a real-time clock (RTC) which stores the current system date

time and time-zone information. The RTC is powered by an internal non-rechargeable
battery to allow it to operate when no power is present.

Note: If the instrument has previously been powered on, the date and time will
default to previously stored values.

Note: Connect the instrument to Chronicle to update automatically time and date.
A network connection is required to access Chronicle.

Note: The instrument does not automatically adjust for daylight savings time,
regardless of Chronicle connection status. The user must always check and
adjust for daylight savings time by manually changing the time and time-
zone.

Onfirst start-up

NOTICE

Onfirst power up, if the date, time, or timezone is entered incor-
rectly, the instrument may not accept the PIN code to access the
Admin menu. Without access to the Admin menu, itis not possible
torectify the time and date.

VIAThaw L1000 may request the date and time on start-up, when the current settings
areinvalid.

Use and toselectthedesiredvalueandtap toconfirmyourselectiontosetthe
following:

1. Year
2. Month

3. Day

4. Hour

5. Minutes

6. Time-zone (hours:minutes)

After setting all date and time values the instrument starts pre-heating the heater
plates. See Section 3.2.2 Start-up menu structure, on page 21.
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Setthe date

The following illustration shows how to set the date on VIA Thaw L1000.

2019-06-04

Follow the instructions below to change the date on the instrument.

Step Action

1 Access the Set date screen from the Admin menu.

2 Use and toselecttheyearandtap toconfirm.

3 Use and toselectthemonthandtap toconfirm.

4 Use and toselectthedayandtap toconfirm.
Result:

The Confirm screen appears.

The Admin menu will appear shortly after.

Set the time and timezone

The following illustration shows how to set the time and time-zone on VIA Thaw L1000.

Follow the instructions below to change the time and time-zone on the instrument.

Step Action

1 Access the Set time screen from the Admin menu.

2 Use and toselectthehourandtap toconfirm.

3 Use and toselectthe minutesandtap toconfirm.
Result:

The Set time-zone screen appears.
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Step Action

Time-zone +#00:00 is the time-zone offset from Universal Coordinated Time

(UTC).

4 Use and toselectthetime-zoneandtap toconfirm.Thetime-zoneis
set concurrently to hours and minutes.
Result:

The Confirm screen appears.

The Admin menu will appear shortly after.
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4.4.3 Factoryreset

4.4.3 Factoryreset
VIAThaw L1000 can be restored to its factory supplied condition by performing a
factoryreset.

The factory reset eliminates all stored information relating to thawing profiles, network
settings, and thaw logs. The preprogrammed thawing profiles are restored.

Note: The factory reset does not restore to a previous version of VIA Thaw L1000
software if this has been updated under the Software update menu.

The following illustration shows how to perform a factory reset on VIA Thaw L1000.

Follow the instructions below to delete a thawing profile from the instrument.

Step Action

1 Access the Factory reset screen from the Admin menu.

2 Use and andtap toselecteither:

Description

:) @l Tocancelthefactoryresetandreturntothe
M Adminmenu.

v ml  Toproceed with the factory reset.

Result:
If chosen to proceed with the factory reset, the instrument switches off and
restarts after a brief period.
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4.5 Chronicle

Introduction

Chronicle automation software is a web based fit-for-purpose digital solution to view
and store information about the instrument, processed samples and thawing profiles.

Access Chronicle via https://pre-gmp.chronicle.bio or the custom URL for your organi-
zation. For more detailed information on how to use Chronicle, visit https://
support.chronicle.bio.

VIA Thaw L1000 thawing profiles can be also be managed on Chronicle, see Section
5.3.1 Manage thawing profiles on Chronicle, on page 54.

Contactyour local Cytiva representative or an authorized distributor for more informa-
tion about access to Chronicle.

Note: Chronicle is not a part of VIA Thaw L1000 and it is not required for the func-
tioning of the instrument.

Register the instrument on Chronicle

Follow the instructions below to register VIA Thaw L1000 on Chronicle.

Step Action

1 Log on to Chronicle.

2 Select the Instrument tab.

3 Add VIAThaw L1000 as a new instrument.

4 Enter the information required for registration.
Note:

The serial number of VIA Thaw L1000 can be found on the rear of the instru-
ment or on the Instrument properties screen after turning on the instru-
ment.

Connection to Chronicle

The E symbol appears on the Thawing profile screen when the instrument is
connected to Chronicle.

Transfer of data from the instrument
to Chronicle

A network connection is required to transfer data from the instrument to Chronicle.
The datais automatically transferred when connected to the network.

Note: It can take several minutes for the thawing process data to be transferred
from the instrument to Chronicle.
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Note: The transfer of thawing process data from the instrument to Chronicle does
not occur during a thawing process.
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4.6  Connecttothe system network

Introduction

VIAThaw L1000 requires a network connection to access software updates and the
Chronicle functionality.

Theinstrument supports both wired and wireless connections.

The following symbols appear on the Thawing profile screen when the instrument is
connected to a network:

¢ LT1Wired network connection
. EWireIess network connection
. EWired network connection error

. EWireIess network connection error

Wired network connection

WARNING

The instrument s fitted with a networkisolator to protect
against electrical shock. To remain effective, the instrument
must only be connected to networks which are protected against
voltage transients above overvoltage category ll. Consult with your
facility manager or network administrator if you are unsure
whether the network in your facility complies with these require-
ments.

NOTICE

Use ashielded network cable to ensure safe operation of the
instrument. An unshielded network cable can create electromag-
neticinterference causing the instrument or other electronic
equipment to malfunction. Consult your facility manager or
network administrator is you are unsure if your network cable is
shielded.

Follow the instruction below to connect the instrument to your network via a wired
network connection.

Note: Network cables are not supplied with the instrument.

Step Action

1 Switch on the instrument.
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Step Action

2 Reset any existing network settings by accessing the Network reset screen
from the Admin menu. See Section 3.2.3 Admin menu, on page 23.

3 Access the Networkinformation screen from the Admin menu. See
Section 3.2.3 Admin menu, on page 23.The Network information screen
will timeout after 5 minutes if no network settings are configured.

4 Connect the instrument and a computer with a network cable.
5 Onthe computeraccesshttp://169.254.1.1/inawebbrowser.
Result:

The network configuration web page opens. The network and Chronicle
settings can be configured.

Settings

r—Chronicle

Chronicle Domain .chronicle.bio
Device API Password

—Ethernet
MAC: --

DHCP

Save

6 Optional: to configure the connection of the instrument to Chronicle, fill the
fields Chronicle Domain and Device APl Password.

Note:

If connection to Chronicle is not configured, and will be needed at a later
stage, the user will have to repeat the entire procedure to configure the
network connection and add the Chronicle settings.

7 Select the DHCP box to automatically assign the information necessary to
network configuration. If the DHCP box is not selected, fill the fields:

* |PAddress
* Gateway
e DNSServer
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Step Action
* Netmask
Note:
Ifyou leave the fields listed above, blank or as 0.0.0.0, they are automatically
assigned by the network dynamic host configuration protocol (DHCP).

8 Click Save on the web page to save the current network settings on VIA
Thaw L1000.

9 Switch off the instrument using the power switch.

10 Connect the network cable to the instrument and to a compliant network
terminal.

11 Switch on the instrument.

Result:

appears on the Thawing profile screen.

Wireless network connection

Follow the instructions below to connect the instrument to your network via a wireless
network connection.

Note:

Step

Wireless networking is disabled by default and is only available in certain
regions. A software update is required to enable wireless networking. For
more information, see Update the instrument software, on page 82.

Action

Switch on the instrument.

Reset any existing network settings by accessing the Network reset screen
from the Admin menu. See Section 3.2.3 Admin menu, on page 23.

Access the Networkinformation screen from the Admin menu. See
Section 3.2.3 Admin menu, on page 23.The Network information screen
will timeout after 5 minutes if no network settings are configured.

Result:
VIAThaw L1000 creates a secure wireless network access point.

Connect a computer, with a wireless network adapter, to the wireless
network access point using the information below:

* TheSSID is the serial number of the instrument to be configured.
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Step Action

Note:

The serial number of VIA Thaw L1000 can be found on the rear of the
instrument or on the Instrument properties screen after turning on the
instrument.

* Thewireless network access point is password protected. The password
to access the network is the current PIN repeated (for example if the PIN
is 1234, the password is 12341234).See PIN code, on page 24.
5 Onthe computeraccesshttp://192.168.1.1/inawebbrowser.
Result:

The network configuration web page opens. The network and Chronicle
settings can be configured.

Settings

r—Chronicle
Chronicle Domain .chronicle.bio
Device API Password

—Wireless
MAC --
SSID none
Password none

—Ethernet

MAC: --

DHCP

Save

6 Optional: to configure the connection of the instrument to Chronicle, fill the
fields Chronicle Domain and Device APl Password.

Note:

If connection to Chronicle is not configured, and will be needed at a later
stage, the user will have to repeat the entire procedure to configure the
network connection and add the Chronicle settings.
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Step Action

7 Fill the fields Wireless SSID, and Wireless Password to configure the wire-
less network connection.

Note:

VIA Thaw L1000 supports WEP 128, WPA-PSK (TKIP), and WPA2-PSK (AES)
network security protocols. See the Privacy and Security Manual 29492819
for more information on wireless network security.

8 Click Save on the web page to save the current network settings on VIA
Thaw L1000.

9 Switch on and off the instrument in order for the instrument to connect to
the network.
Result:

The wireless hotspot and the network configuration are no longer acces-

sible. E appears on the Thawing profile screen.
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5 Preparation

About this chapter

This chapter gives the required information to prepare VIA Thaw L1000 for operation,
before thawing a cryobag.

In this chapter
Section See page
5.1 Prepare the instrument for a thawing 50
5.2 Cryobags 51
5.3 Manage thawing profiles 53
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5.1 Prepare the instrument for a thawing
To thaw cryobags, switch on the instrument. See Section 4.4 Set up the system,
on page 36 for more information on how to start the instrument.

Once powered, VIAThaw L1000 pre-heats the heater plates. During this time, the user
will not be allowed to select a thawing profile.

Tip: Close the lid of the instrument before use. This allows the system to reach
the set temperature more quickly.

Note: Make sure you have a backup thawing system ready for use, in case of an
unexpected system failure.
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List of compatible cryobags

5 Preparation
5.2 Cryobags

&

NOTICE

The cryobags listed in this Operating Instructions were tested and
shown compatible for use on VIAThaw L1000. Use of other cryo-
bagsthan the ones listed must be validated by the user, as these

can cause errors in end-of-thaw detection.

The following table identifies cryobags that are compatible with VIA Thaw L1000:

Manufacturer Item/Part number Fill volume (mL)
Minimum Maximum
Charter CF-50 10 20
CF-250 30 70
CF-500 55 100
CF-750 80 190
OriGen CS50 10 30
CS250 30 70
CS500 55 100
CS750 80 190
CS 1000 120 275
Miltenyi CryoMACS 50 10 20
CryoMACS 250 30 70
CryoMACS 500 55 100
CryoMACS 750 80 190
CryoMACS 1000 125 270
Overwrapped cryobags

Overwrapped cryobags can be used with VIA Thaw L1000. Make sure to exclude air
from between the cryobag and the overwrap. The presence of air or other fluids within
the overwrap may interfere with the end-of-thaw detection.
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Note: It is recommended to close the overwrap by heat sealing. Other methods to
close the overwrap, for example using a knot, should be avoided as it may
lead to difficulties in closing the lid, and the Lid open alarm to be generated.
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5.3 Manage thawing profiles

In this section
Section See page
5.3.1 Manage thawing profiles on Chronicle 54
5.3.2 Manage thawing profiles on VIAThaw L1000 55

VIAThaw L1000 Operating Instructions 29492479 AF

53



5 Preparation
5.3 Manage thawing profiles
5.3.1 Manage thawing profiles on Chronicle

5.3.1 Manage thawing profiles on Chronicle
On Chronicle, thawing profiles can be:

* created

¢ edited

¢ deleted

Forinformation on how to download thawing profiles from https://pre-

gmp.chronicle.bio onto VIAThaw L1000, see Download thawing profiles from Chronicle,
onpage 57.

For more information, visit https://pre-gmp.chronicle.bio or the custom URL for your
organization.
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Manage thawing profiles on VIAThaw L1000
OnVIAThaw L1000, thawing profiles can be:

* created

* downloaded from Chronicle

¢ deleted

The instrument is able to store a maximum of 8 thawing profiles created locally,and 8
thawing profiles downloaded from Chronicle.

Thawing profiles are managed via the Thawing profile menu. The profiles can be
accessed via the via the Start-up menu structure.

Note: Thawing profiles stored on the instrument cannot be edited.

Thawing profile menu
The illustration below shows the Thawing profile menu structure.

Screen ‘ Name ‘ Description
Download See Download thawing profiles from
\d  profile Chronicle, on page 57.
@]. Local 1 Delete profile See Delete a thawing profile,
- on page 58.
. 8 | Newprofile See Create a new local thawing profile,
+ P ' gp
M on page 56.
4:> 8 | Back Return to the previous menu.

Parametervalues

The following parameters can be set for each thawing profile.

VIAThaw L1000 Operating Instructions 29492479 AF 55



5 Preparation
5.3 Manage thawing profiles
5.3.2 Manage thawing profiles on VIAThaw L1000

‘ Name ‘ Description

Fill This parameter specifies the fill volume
of the cryobag during the thawing
process. The instrument adjusts the
duration of the thawing process
according to this parameter.

Selectavaluefrom10to 275 mL,in
5 mLincrements (default
value: 100 mL).

m} B | Loadalarm This parameter informs the user at the
£ - start of the thawing process if the bag is
toowarm.See Section 8.1 Alarms,
on page 84.

Selectavalue from-70°Cto0°Cin 5°C
increments (default value : -30°C).

® 8 | Timealarm This parameter informs the user that
- the duration of the thawing process has
prolonged. See Section 8.7 Alarms,
on page 84.

Select avalue from 2 to 20 minutesin
30secondsincrements (default
value: 10 minutes).

Create a new local thawing profile

The following illustration shows how to create a new local thawing profile on VIA Thaw
L1000.

Follow the instructions below to create a new thawing profile on the instrument.
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Step Action

1 Access the New profile menu from the Thawing profile menu.

Note:

Ifthere are already 8 profiles created locally present in the instrument
memory, the New profile menu is not available. You will have to delete a
thawing profile before being able to access the New profile menu again. See
Delete a thawing profile, on page 58.

2 Use and toselectthe parameteryouwanttomodifyandtap to
confirm.See Parameter values, on page 55.

3 Use and toselectavalueandtap toconfirm.

4 Use and andtap toselecteither:

Description

:) @l Tocancel the creation of the new local thawing
M profile and return to the Thawing profiles menu.

B Bl Tosavethenewlocal thawing profile to the instru-
M ment memory.

Note:

Thawing profiles created locally on the instrument cannot be named and
have the default name LOCAL YYYY-MM-DD HH:MM:SS displayed on the
Thawing profile screen.

Forexample, LOCAL 2019-08-14 16:20:15 corresponds to a local profile
created onthe 2019 August 14 at 16:20:15.

Note:

The new thawing profile is displayed at the beginning of the thawing profiles
list.

Download thawing profiles from
Chronicle

When VIAThaw L1000 is connected to Chronicle via a network connection, the user
may download up to 8 thawing profiles from Chronicle on to the instrument.

Note: All previously downloaded Chronicle thawing profiles will be overwritten on
the instrument during the next download.

Thawing profiles created on Chronicle can be identified on the instrument by the pres-

F
ence of the symbol E"_"i next to the profile name. The revision is appended at the end of
the thawing profile name.
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Note: Thawing profiles downloaded from Chronicle cannot be edited on the instru-

ment. These profiles must be edited on Chronicle and re-downloaded to the
instrument.

Theillustration below shows how to download a profile from Chronicle on to the instru-
ment.

Follow the instructions below to download thawing profiles from Chronicle.

Step Action

1 Access the Download profile screen from the Thawing profile menu.

2 Use and andtap toselecteither:

Description

To cancel the download of thawing profiles from
Chronicle and return to the Thawing profile
menu.

To confirm the download of thawing profiles from
Chronicle on to the instrument.

Delete a thawing profile

OnVIAThaw L1000, only thawing profiles created locally can be deleted. Thawing
profiles downloaded from Chronicle must be adjusted on Chronicle and re-downloaded
totheinstrument.

The following illustration shows how to delete a thawing profile (named LOCAL 7 in this
example) on VIAThaw L1000.

Follow the instructions below to delete a thawing profile from the instrument.
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Step Action

1 Access the Delete profile screen from the Thawing profiles menu.

2 Use and toselectthethawingprofileyouwanttodeleteandtap to
confirm.

3 Use and andtap toselecteither:

Description

To cancel the deletion of the selected thawing
profile and return to the Thawing profile menu.

To delete the selected thawing profile from the
instrument memory.

Note: If the last thawing profile stored in the instrument is deleted, the 8 preprog-
rammed profiles will be activated again.
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About this chapter

6 Operation

This chapter gives instructions on how to operate VIAThaw L1000 in a safe way.

In this chapter
Section See page
6.1 Overview 61
6.2 Select a thawing profile 63
6.3 Load a cryobag 64
6.4 Thawing process 68
6.5 End of a thawing process 69
6.6 Viewing thaw logs 71
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6.1 Overview

The following illustration shows an overview of a thawing process.

‘ Name ‘ Description

é Load cryobag Place the cryobag in the instrument.

® 00:00 Monitor thaw See

A‘ | >45C End-of-thaw See
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‘ Name

6 Operation
6.1 Overview

‘ Description

Continue thaw To continue with additional thawing.
Complete thaw To confirm the cryobag is completely
hd thawed.
- Take picture Take picture of the cryobag.
é — Remove Remove the cryobag from the instru-
cryobag ment.
v 01:06 Summary of See End summary of a thawing process,
thaw on page 70.
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6.2  Select a thawing profile

Before starting, see Chapter 5 Preparation, on page 49.

Follow the instructions below to select a thawing profile, before loading a cryobag on
theinstrument.

Step Action

1 Use and ontheStart-up menustructure toselect the profile you want
touse.

2 Tap toconfirm.
Result:

The Load cryobag screen appears.
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6.3 Loadacryobag

Safety precautions

WARNING

Only use the product to thaw cryobags. Do not attempt to heat
or thaw other objects, they can cause the instrument to malfunc-
tion or create arisk of electric shock or fire.

CAUTION

Take care when handling cryobags. Frozen cryobags and other
objects at cryogenic temperature must be handled using suitable
personal protective equipment such as cryogenic gloves to avoid
injury.

NOTICE

Unlocktransport clips before operation. If not done this can
cause the cryobags to thaw incorrectly.

NOTICE

Do not use the product without a thawing tray. The thawing
tray helps prevent liquids and condensation from collecting inside
theinstrument.

O 0 0 B p»

NOTICE

Inspect the thawing tray before use:

* Donotcontinue to use the product with a punctured or leaking
thawing tray.

* Replace apunctured or leaking thawing tray.

* Contactyourlocal Cytiva representative or authorized distrib-
utor to obtain a replacement thawing tray.
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NOTICE

Never attempt to thaw more thanone cryobagatatimein
the instrument. Loading multiple cryobags can resultinincom-
plete thawing and cause the end-of-thaw detection to work incor-
rectly.

NOTICE

Cryobags with labels must have the label placed face down
on the thawing tray. Labels on the top surface of the cryobag can
cause the end-of-thaw detection to work incorrectly.

NOTICE

Cryobags must be flat, and of uniform thickness on both
sides, for the thawing process and end-of-thaw detection to
work correctly. Deformed cryobags can resultin poor thawing
performance and cause the end-of-thaw detection to work incor-
rectly.

NOTICE

Overwrapped cryobags containing trapped air can result in poor
thawing performance and cause the end-of thaw detection to work
incorrectly.

NOTICE

Use cryobags listed in this Operating Instructions. Different cryo-
bags can cause end-of-thaw detection to not work correctly.

O 0 0O 0 0 O

NOTICE

Use of different cryoprotectants than the ones listed in this manual
can cause the end-of-thaw detection to work incorrectly.
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NOTICE
° Remove the cassette and/or freezing aids before loading the

cryobagin the instrument.

Place the cryobag in the instrument

Follow the instructions below to load a cryobag in the instrument.

Step

Action

1

2

Openthelid of the instrument.

Optional: scan the label of the cryobag. See Scan the cryobag label,
on page 66.

Position the cryobag in the center of the thawing tray. Place the cryobag
with the label face down on the thawing tray.

Make sure that the portion of the cryobag containing the sample covers as
many of the IR sensors as possible.

The IR sensor positions are marked on the thawing tray as shown below to aid with
positioning of the cryobag.

Scan the cryobag label

Note:

Note:

You can scan the barcode of a cryobag label only when the lid of the instru-
ment is open and the barcode reader emits a beam of red light.

If you cannot scan the label at the start of the thawing process, the barcode
reader will turn on again at the end of the process, allowing for the cryobag
label to be scanned.
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Follow the instructions below to scan the barcode on the cryobag label.

Step Action

1 Remove any frost covering the cryobag label.

2 Open the lid of the instrument.

3 Center the barcode under the green strip of the red light beam emitted from
the barcode reader.
Result:

The instrument beeps and the light of the barcode reader turns off, indi-
cating that the label was successfully scanned .

Note:
Information from the barcode is stored in the instrument log and uploaded to
Chronicle.

Note:

To avoid the scanning of identifiable patient data, the barcode module only
accepts Code-128 barcodes containing donation identification numbers
(DIN) as per the ISBT128 standard.
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6.4 Thawing process

NOTICE
° Start the thawing process immediately after loading the

cryobag. Leaving a cryobag in the instrument without starting the
thawing can cause uneven or premature thawing in an uncon-
trolled manner.

Note: When the instrument is running a thawing process, it does not synchronize
the thawing data with Chronicle.

Start a thawing process
Close the lid of the instrument to start the thawing process.

Ifthe process does not automatically start,tap  tostartit.

Monitor a thawing process
During the thawing process, the Monitor thaw screen is displayed.

This screen shows the elapsed thawing time (minutes:seconds).

Cancel athawing process
The thawing process can be canceled at any time.
To cancel a thawing process, press and hold

After canceling a thaw, a Summary of thaw screen appears. See End summary of a
thawing process, on page 70.

Note: The date and time of the canceled thaw is recorded in the thaw log.

VIAThaw L1000 Operating Instructions 29492479 AF 68



6 Operation
6.5 Endofathawing process

6.5 End ofathawing process

Indication of an end of thaw

Once the cryobag temperature has reached the end-of-thaw setpoint, the instrument
generates an end-of-thaw alarm.See Section 8.1 Alarms, on page 84.

Inspect the cryobag

Follow the instructions below after the instrument generates an end-of-thaw alarm.

Step Action

1 Openthelid of the instrument.
Result:
The Continue thaw screen appears.

2 Inspect the cryobag and verify if the content is completely thawed.

3 If additional thawing is required:

a. Placethecryobagbackintheinstrumentand close the lid.
Result:
The Monitor thaw screen appears.

Note:
The instrument will not indicate an end-of-thaw alarm again. Thawing will
continue until the user selects End thaw or the time alarm is reached.

4 Ifthe contentis completely thawed, see Complete the thaw, on page 69.

Complete the thaw

CAUTION

Remove the cryobag from the instrumentimmediately after
confirming the content is completely thawed. The viability of the
cells can be reduced if the cryobagis left in the instrument for a
longer period.

Make sure the content of the cryobag is completely thawed.

Step Action

1 Use and toselectthe Completethawscreenandtap toconfirm.
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Step Action

Result:

The Take picture screen appears, and the instrument takes a picture of the
cryobag accompanied by a short red flash originating from the camera
module. After the picture is taken, the Remove cryobag screens appears.

2 Remove the cryobag from the instrument.

3 Optional:scan the label of the cryobag. See Scan the cryobag label,
on page 66.

4 Closethelidortap tocomplete the thawing process.
Result:

The Summary of thaw screen appears. See £nd summary of a thawing
process, on page 70.

5 Tap toreturntothe Thawing profile screen.

End summary of a thawing process
Theillustration below shows the information displayed on the Summary of thaw

screen.

v 01:06

Description

1 Status of thawing process:
Successful

Canceled

When alarms have been generated

2 Elapsed thawing time (minutes:seconds)
Note: Basic information regarding the thawing process is stored in the instrument
systemlogs.
Note: Switch off the instrument if no longer in use.
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6.6 Viewingthaw logs

Introduction

Thaw logs

Thaw logsin VIAThaw L1000 contain records of each performed thawing process. The
instrument records information regarding the start and end of the thawing process, as
well as the alarms generated during the thaw.

Thaw logs can be accessed from the Thaw logs screen under the Start-up menu
structure. See Section 3.2.2 Start-up menu structure, on page 21.

A maximum of 100 records can be saved in the instrument. When the maximum
number is reached the oldest log entry will be replaced by the latest entry.

Thaw logs can be cleared from the instrument by:

* Accessing the Delete thaw logs screen under the Admin menu.See Section 3.2.3
Admin menu, on page 23.

* Performing afactoryreset.See Section 4.4.3 Factory reset, on page 41.

Note: Thaw logs are no longer available in the instrument once uploaded to
Chronicle.

Note: Connect VIA Thaw L1000 to Chronicle to view additional thawing process
information.

Note: VIA Thaw L1000 thaw records are not GMP compliant.

The illustration below shows the information, recorded at the start and end of a
thawing process, displayed on the Thaw logs screen.

Start End

Part ‘ Description

1 Profile name

2 Date and time at the start or end of the thawing process

3 Thawing parameters (fill volume, load temperature and time alarm)
4 Thawing duration (minutes:seconds)
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Description

5 Status of thawing process:
Successful
Unsuccessful

Thaw logs with alarm warnings
Ifan alarm is generated during the thawing process, a warning will be displayed in the
Thawlogs screen. Theillustration below shows an example of when the Over
temperature alarm was generated during a thawing process.

Damaged or corrupted thaw logs
Ifthaw log data cannot be retrieved, the Damaged thaw log screen appears.
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7/ Maintenance

About this chapter

This chapter provides instructions for cleaning and replacement activities that should
be performed by the user of the VIA Thaw L1000 system, and information about annual
maintenance that should be performed by Cytiva.

In addition, instructions for software maintenance are included.

Contactyour Cytiva representative or an authorized distributor to arrange, repair or
replacement of the instrument.

WARNING

Do not disassemble or modify the instrument. Doing so inva-
lidates the product warranty and can pose a risk of electrical shock,
fire, and/or cause VIA Thaw L1000 to malfunction.

In this chapter
Section See page
7.1 Maintenance program 74
7.2 Cleaning before planned service 75
7.3 Cleaning and disinfection 76
7.4 Replacement procedures 80
7.5 Software maintenance 82
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User maintenance

Maintenance program

7 Maintenance
7.1 Maintenance program

Daily Clean the exterior of the Clean the instrument,
instrument onpage 77

After every use Clean the thawing tray and
heating plates

After every use Inspect the thawing tray Ifdamaged, Replace the

thawing tray, on page 80

When required

Decontaminationinthe
event of leakage

See Clean the instrument,
on page 77 and Replace
the thawing tray,

on page 80

When required

Cleanthe barcode reader
lens

Clean the barcode reader
lens, on page 79

Planned maintenance

Itisrecommended that VIA Thaw L1000 undergoes annual maintenance to verify the
integrity and performance of the instrument. Contact your local Cytiva representative
or authorized distributor to arrange a service.
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7.2  Cleaning before planned service

Cleaning before planned
maintenance/service

To protect the safety of service personnel, all equipment and work areas must be clean
and free of any hazardous contaminants before a Service Engineer starts maintenance
work.

Complete the checklist in the On Site Service Health and Safety Declaration Form or
the Health and Safety Declaration Form for Product Return or Servicing, depending on
whether the instrument is going to be serviced on site or returned for service, respec-
tively.

Health and safety declaration forms

Health and safety declaration forms are available for copying or printing in the Refer-
ence information chapter of this manual, or on digital media supplied with the user
documentation.
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7.3  Cleaning and disinfection

Introduction

This section gives instructions for cleaning and disinfecting VIA Thaw L1000.

Theillustration below shows the correct way to clean VIA Thaw L1000.

WARNING
Disconnect the product from the power supply before cleaning.

WARNING
Do not spray or pour liquids or cleaning agents directly onto any
part of the instrument.
* Sprayor pour the liquid or cleaning agent onto a cloth or wipe,
and then apply to the instrument.

¢ Do notimmerse theinstrument.

CAUTION

Wait for the product to cool to ambient temperature before
cleaning.

CAUTION

Read the instructions, guidance notes, and safety information
associated with the cleaning agents and use as directed.
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NOTICE
° Do not use acetone, corrosive agents, solvents, or strong deter-

gents to clean the thawing tray or the product. These can cause
damage to the instrument and cause it to malfunction.

Recommended substances for
cleaning and disinfection

The following substances have been tested with VIAThaw L1000 and been found to be
compatible with all the components.

Function ‘ Substance

Cleaning De-ionized or purified water

Ethanol solution (up to 70% v/v)

Isopropyl alcohol (IPA) solution (up to 70% v/v)

Disinfection STERIS Environ Vesphene st Sterile Phenolic Sterilant (0.8% v/v)

STERIS Environ LpH st Sterile Phenolic Sterilant (0.8% v/v)

STERIS Spor-Klenz Ready to Use (RTU) Cold Sterilant

Note: Some of the substances specified above might alter the color or appearance
of the surface finishes in the product if applied repeatedly or for prolonged
periods of time. However, the underlying component functionality is unaf-
fected.

Clean theinstrument

Follow the instructions below to clean the instrument.

Step Action

1 Press the power switch to the O position to completely turn off power to the
instrument.
2 Remove the thawing tray.
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Step Action

3 Wipe the accessible surfaces with a disposable lint-free wipe using the
recommended cleaning substances and following your standard operating
procedures.

NOTICE

Take particular care when cleaning around the IR
sensors of the instrument to avoid posterior errorsin
end-of-thaw and load temperature detection.

NOTICE
Avoid any contact with the IR sensor.

Ifthe deviceis placed in along-term storage, cover the IR
sensors to minimize dust accumulation and avoid subse-
quent errors in end-of-thaw and load temperature
detection.

4 Let the cleaned surfaces dry completely before using the instrument.

Disinfect the instrument after
spillage

Follow the instructions below to disinfect the instrument after spillage.

Step Action

1 Use suitable material to absorb the spilled liquid from the thawing tray.
Dispose of the spilled liquid and cleaning material in accordance with your
local waste regulations.

2 Press the power switch to the O position to completely turn off power to the
instrument and wait for it to cool.

3 Remove the thawing tray.

4 Disinfect the accessible surfaces of the instrument and the thawing tray
following your standard operating procedures. Use one of the recom-
mended disinfectants. See Recommended substances for cleaning and
disinfection, on page 77.

Note:

Follow the instructions of the manufacture for correct use of the disinfec-
tants.
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7.3 Cleaning and disinfection

Step Action

NOTICE

Take particular care when disinfecting around the IR
sensors of the instrument to avoid posterior errorsin
end-of-thaw and load temperature detection.

5 Ifany liquid was spilled on the area around the instrument, clean and decon-
taminate the bench.

6 Let the disinfected surfaces dry completely before using the instrument.

Clean the barcode reader lens
Use adamp lint-free cloth or wipe to clean the barcode reader lens. Take care not to
scratch the window.
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7.4  Replacement procedures

Replace the thawing tray

The thawing tray should be replaced every 50 thawing cycles to ensure correct opera-
tion of VIAThaw L1000 or in the event of leakage.

Follow the instructions below to replace the thawing tray.

Step Action

1 Openthelid of the instrument using the grip.

2 Remove the thawing tray away from the bottom heating plate using the tray
grips.

3 Dispose of the old thawing tray in accordance with your local waste regula-
tions.

4 Install a new thawing tray. See Install the thawing tray, on page 33.

Replace fuses
WARNING

Disconnect the mains power supply cord from the mains socket
outlet before replacing any fuse in the instrument.

WARNING

Replacement fuses must be of the same type and rating as speci-
fied in the Operating Instructions and on the back of the instru-
ment.

WARNING

If afuse requires repeated replacement, do not continue to
use the instrument. Contact your Cytiva representative or an
authorized distributor.

VIAThaw L1000 has user replaceable fuses located next to the appliance inlet on the
rear of the instrument.

Follow the instructions below to replace fuses.
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7 Maintenance
7.4 Replacementprocedures

Action

Press the power switch to the O position to completely turn off power to the
instrument.

Disconnect the mains power supply cord from the appliance inlet on the
instrument.

Press the tabs and pull out the fuse holder from the applianceinlet.

Remove both fuses.

Fit two new fuses of the same type and rating.

Note:
The correct type and rating of the fuses is specified in the label on the rear of
the instrument and in this manual. See Technical specifications, on page 92.

Push the fuse holder into the appliance inlet, until it clicks into place.

Reconnect the mains power supply cord.

Clock battery

WARNING

The batteryis not a user-replaceable item. Contact your local
Cytiva representative or authorized distributor to arrange for a
replacement battery to be fitted to the instrument.

VIAThaw L1000 contains a built in lithium-ion coin cell battery to power the real-time
clock and store time and date information if disconnected from the power supply.

Note:

Loss of the date and time information when the instrument is switched off
and on, can indicate a depleted clock battery.
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7.5 Software maintenance

To view the software version information or to reset the network setting of the instru-
ment, see Section 3.2.3 Admin menu, on page 23.

Update the instrument software

NOTICE
° Do not disconnect the instrument from the network or mains

socket outlet during the software update, this can corrupt the
process and cause the system to stop working correctly.

Once the system has been connected to Chronicle, VIAThaw L1000 is able to access
any software updates made available through Chronicle.

Note:

Itis only possible to update the VIA Thaw L1000 software by connecting the
instrument to Chronicle.

Follow the instructions below to update the VIA Thaw L1000 software.

Step

Action

1

2

Access the Software update menu from the Admin menu.

Tap toupdate the software.

Result:
Theinstrumentwill go through a re-start procedure.

Wait for the network connection error symbol orﬁ, tochangeinto ELd or

E, respectively.

Power cycle the instrument.

Result:
All parts of the update are installed and the instrument is ready for use.

Verify that the software version has been updated correctly, via the Soft-
ware version information menu in the Admin menu. See Section 3.2.3
Admin menu, on page 23.
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8 Troubleshooting

About this chapter

This chapter provides information to assist users and service personnel to identify and
correct problems that may occur when operating the product.

If the suggested actions in this guide do not solve the problem, or if the problem is not
covered by this guide, contact your Cytiva representative for advice.

In this chapter
Section See page
8.1 Alarms 84
8.2 Error codes 87
8.3 Instrument performance 88
8.4 Thawing performance 89
8.5 Get Help 90
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Introduction

8 Troubleshooting

8.1 Alarms

WARNING

Ahazard can exist if different alarm presets are used for the same
or similar equipments operating in any single area.

NOTICE

The functionality of the alarms in VIA Thaw L1000, will be periodi-
cally verified by a service engineer during servicing, using the
service mode available in the instrument.

The following alarms can be generated by VIAThaw L1000. As a result of an alarm, a
warning will be displayed in the thaw logs. See Thaw logs, on page 71.

(7
(2]
=
(1]
o
=]

‘ Name ‘ Description

A‘ " >+37C Over tempera- The heater plate temperature has
ture exceeded maximum allowable temper-
ature.
A\ " PWR Mains power The mains power is restored following a
failure power failure, during a thawing process.
Time The total thawing time exceeds the
-~ thawing profile time alarm setting.

End-of-thaw

/Nt »5c

The cryobag temperature has reached
the end-of-thaw setpoint.?

A‘ ) m Load

The initial temperature of the cyrobag
exceeds the thawing profile load
temperature alarm setting.

Lidopen

AL

The lid of the instrument has remained
open longer than 15 seconds during the
thawing process.

T The threshold for this alarm is set by the value of the selected thawing profile.

2 |fthe alarm is acknowledged and the thawing process is not completed by the user, the End-of-
thaw alarmis repeated each time the temperature increases by 5°C. The current temperature
isshown (e.g., >+10°C, > +15°C, etc.).
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Alarm indicators

Alarm types

Three different types of alarm priorities (High, Medium, and Low) are assigned to
alarms generated by VIA Thaw L1000.
To acknowledge an alarm signal, tap .

Note: The audible signal will stop but the visual signal will continue to be gener-
ated until the problem is resolved.

The table below shows how each alarm priority is indicated on the instrument:

Alarm priority ‘ Symbol Visual signal Audible signal

High Red 10 beeps repeating
immediate oper- blinking light every 2.5 seconds
ator response is

required

Medium Yellow 3 beepsrepeating
prompt operator blinking light every 7.5 seconds
response is

required

Low .\ Yellow 2 beeps repeating
operator awareness A ! steady light every 30 seconds
isrequired

Note: Sound Pressure Level (SPL): 55to 65dBat 1T m.

NOTICE
c The mains power failure alarm will always be triggered following

a power failure, regardless of the duration, and the time passed
since the occurrence of the power failure.

The table below describes the alarms generated by VIAThaw L1000 and the actions to
be taken by the user to resolve the situation.
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Alarm ‘ Priority

Overtempera- | High
ture

8 Troubleshooting
8.1 Alarms

‘ Action

Immediately open the lid or tap & to acknowl-
edge the alarm.

Inspect the cryobag and heater plate temper-
ature, and decide whether to stop or continue
the thawing process using the residual heater
plate temperature.

Restart the instrument.

Mains power High
failure

Immediately open the lid or tap any button to
acknowledge the alarm.

Inspect the cryobag and decide whether to
start a new thawing process.

Time Medium

Openthe lid or tap & to acknowledge the
alarm.

Inspect the cryobag and decide whether to
stop or continue the thawing process.

The alarmis generated only once during the
thawing process.

End-of-thaw Low

Openthelid or tap &Y to acknowledge the
alarm.

Inspect the cryobag and decide whether to
stop or continue the thawing process.

Ifthe alarm is acknowledged and the thawing
process is not completed by the user, the End-
of-thaw alarm is repeated each time the
temperature increases by 5°C.

Load Low

Openthelid, inspect the cryobag and decide
whether to stop or continue the thawing
process.

Close the lid or tap &Y to acknowledge the
alarm.

The alarmis generated only once during the
thawing process.

Lidopen Low

Inspect the cryobag and decide whether to
stop, complete or continue the thawing
process.

Close the lid or tap &Y to acknowledge the
alarm.
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8 Troubleshooting
8.2 Errorcodes

After being switched on, during the system self-checks, the instrument may display an
error code.

Theillustration below shows an example of a screen displaying an error code.

/\EBE

[0)]

The table below describes the instrument error codes and the corresponding correc-
tive action that should be taken to restore the instrument function.

NOTICE

Do not continue to use the instrumentifan erroris not solved
by the corresponding corrective action. Make a note of the
error code and provide it to you local Cytiva representative or
authorized distributor.

Errorcode

Description

EO3

IR sensor fault.

Possible causes

Cryobagis presentinthe
instrument.

Corrective actions

Switch off the instrument, open the lid and
remove any materials loaded into the
instrument.

EO6

System memory full.

Chronicle connection not
available.

Make sure the instrument is connected to
the network and the network and Chronicle
settings are correctly configured. See
Section 4.6 Connect to the system network,
on page 44.

Memory full.!

EQ7

Internal memory fault.

Internal memory fault.

1. Performafactoryreset.See Section
4.4.3 Factory reset, on page 41.

2. Switch off and on the instrument.

EO8

Calibrationerror.

Cryobag sensor calibration
dataisinvalid.

Switch the power to the instrument off and
on.

E10

Internal communica-
tion fault.

Internal communication
fault.

Do not use the instrument. Contact a Cytiva
representative to schedule service.

The instrument can still be used but new data, images, and logs are no longer stored.
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8.3 Instrument performance

The table below describes the possible causes of poor instrument performance and the
corresponding corrective action that should be taken before the instrument can be

used again.
Problem ‘ Possible causes ‘ Corrective actions
Theinstrument does The power switch is off. Make sure the power switch at the
not start. applianceinlet, and on the wall, is
switched on.
Afuse has blown. Replace the fuse. See Replace fuses,
on page 80 for more information.
System fault. Do not use the instrument. Contact a
Cytiva representative to schedule
service.
Oneor both heater Athermal fuse has triggered. Complete the ongoing thawing
plates do not feel process. Contact a Cytiva representa-
warm', or tive to schedule service.
The i.ns.trumentdo.es Temperature sensing system Do not use the instrument. Contact a
notfinish pre-heating | ¢4t Cytiva representative to schedule
(Pre-heatfng screen service.
does not disappear)
Lid does not close The cryobag is not flat or has Reposition the cryobag to maximize
correctly. uneven thickness. the contact with the heater plates. Tap
to start the thawing process and
periodically press the lid.
The cryobagis over-filled or over- | Use an alternative thawing method.
sized.
Bottom heater plate Transport clips are still locked. Unlock the transport clips. See Install
does not deflect. the thawing tray, on page 33for more
information.

This problem during a thawing process can cause a prolonged thawing time and ultimately an incomplete thawing
of the cryobag.
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8.4  Thawing performance

The table below describes the possible causes of poor thawing performance and the
corresponding corrective action that should be taken before the cryobag can undergo
anew thawing cycle.

Problem

‘ Possible causes ‘ Corrective actions

Thawing time
prolonged, or

Partial thawing.

Lid has been opened during the
thawing process.

Continue the thawing process making
sure to keep thelid closed during the
thawing process.

The cryobag portsare notin
contact with the heater plate.

Remove the ice from the cryobag
ports by gently massaging the
cryobag.’

The cryobag content is outside
the view of the IR sensors.

Labels obscure the cryobag
contents from the IR sensors.

Place the cryobag in view of the IR
sensors. Make sure the label is facing
down. See Place the cryobag in the
instrument, on page 66 for more infor-
mation.

The cryobag is outside thereach
ofthe agitator.

Make sure the cryobag is centered on
the thawing tray. See Place the
cryobag in the instrument, on page 66
for more information.

The cryobagis notin full contact
with the top heater plate.

Gently massage and reposition the
cryobag making sure itisinfull
contact with the top heater plate.

Uneven thawing

Airinside the overwrap.

* Remove the overwrap to ensure
better thermal contact.

or

* Remove the air from the cryobag by
gently massagingit.!

Leaking cryobag

Rough handling orimproper
storage of the cryobag.

Handle the cryobags carefully, to
reduce the risk of shock orimpact.

T Note:

Make sure not to puncture or perforate the cryobag during the process.
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8.5 GetHelp

Introduction

You can submit your case online by creating an account on the Cytiva Web Portal at
cytiva.com.To directly report the event, clickon My Account and select Support
Cases.

The following sections list the information that should be always reported in case of
any event.

Productinformation

* |nstrumentserial number

Description of the issue

* Dateandtimeoftheissue

* Problem description:

Was an alarm or warning triggered?

Did the issue have an impact on your process or product?
Were there any irregularities during the thawing process?
Isitarepeatedissue or anisolated occurrence?

Attachment of the relevantfiles

* Thawsummary of the affected run

e Picture of theinstrument, if relevant
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9 Reference information

9 Reference information

About this chapter
This chapter lists the specifications, recycling information and regulatory information
of VIAThaw L1000.

In this chapter
Section See page
9.1 Specifications 92
9.2 Recycling information 94
9.3 Regulatory information 95
9.4 Health and Safety Declaration Form 108
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9.1 Specifications

Technical specifications

Parameter Specification

Maximimum cryobag dimensions 305mmx 140 mm x 15 mm
Operating voltage 100to 240 VAC (50/60 Hz)
Maximum voltage fluctuation + 10% from the nominal voltage
Transient overvoltages Overvoltage category i
Maximum power consumption 650 VA
Mains power supply cord coupler IEC60320C13
Networking Wired LAN: IEEE 802.3
Wireless LAN: IEEE 802.11 b/g
(=100 mW)
External dimensions (W x D x H) 430mmx 375 mm x 150 mm
Net weight 13 kg (VIAThaw L1000)
Fusesrating T6.3AH250V,5x20 mm
Battery Clock battery located in the computer
module (Li-ion coin cell).

Environmental requirements

WARNING

Do not expose the instrument to moisture, environments with high
ambient humidity, or use outdoors.

Parameter ‘ Specification

Allowed location Indoor use only

Ambient temperature, operation 15°Cto 30°C

Ambient temperature, storage -30°Cto +50°C

Max. relative humidity, operation 30% to 75% (non-condensing)
Relative humidity, non-operating 10%to 95%
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Parameter ‘ Specification

Altitude, operation Upto2000m
Pollution degree of the intended envi- Pollution degree 2
ronment
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9.2 Recycling information

Introduction

This section contains information about the decommissioning of the product.

CAUTION

Always use appropriate personal protective equipment when
decommissioning the equipment.

Decontamination

The product must be decontaminated before decommissioning. All local regulations
must be followed with regard to scrapping of the equipment.

Disposal of the product

When taking the product out of service, the different materials must be separated and
recycled according to national and local environmental regulations.

Recycling of hazardous substances

The product contains hazardous substances. Detailed information is available from
your Cytiva representative.

Disposal of electrical components

Waste electrical and electronic equipment must not be disposed of as unsorted munic-
ipal waste and must be collected separately. Contact an authorized representative of
the manufacturer for information concerning the decommissioning of the equipment.

Disposal of batteries

Waste batteries and accumulators must not be disposed of as unsorted municipal
waste and must be collected separately. Follow applicable local regulations for recy-
cling of batteries and accumulators.
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9.3  Regulatoryinformation

Introduction

This section lists the regulations and standards that apply to the product. Your product
is marked or listed according to the applicable regulatory requirements for your region.
Local language translations are only provided according to regulatory requirements.

In this section
Section See page
9.3.1 Contact information 96
9.3.2 European Union and European Economic Area 97
9.3.3 Great Britain 98
9.34 Eurasian Economic Union (EBpa3nincknin sSKOHOMUYECKUI 99
CO103)
9.35 North America 101
9.3.6 China 103
9.3.7 South Korea 106
9.3.8 General regulatory statements 107
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Manufacturing information

9 Referenceinformation

9.3 Regulatoryinformation
9.3.1 Contactinformation

The table below summarizes the required manufacturing information.

Requirement ‘ Information

Name and address of the legal manu-
facturer

Biosafe S.A.
Allée des moulins 3
1274 Grens
Switzerland

Telephone number of the legal manu-
facturer

+41215601900
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9.3.2 European Union and European Economic Area

Introduction

This section describes the information that applies to the product in the European
Union and European Economic Area.

Conformity with EU Directives

Refer to the EU Declaration of Conformity for the directives and regulations that apply
for the CE marking.

If notincluded with the product, a copy of the EU Declaration of Conformity is available
onrequest.

CE marking

The CE marking and the corresponding EU Declaration of Conformity is valid for the
product whenitis:

¢ used according to the Operating Instructions or user manuals, and

e usedinthesame state as it was delivered, except for alterations described in the
Operating Instructions or user manuals.
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9.3.3 Great Britain

Introduction

This section describes the information that applies to the product in Great Britain.

Conformity with UK Regulations

Refer to the UK Declaration of Conformity for the regulations that apply for the UKCA
marking.

If notincluded with the product, a copy of the UK Declaration of Conformity is available
onrequest.

UKCA marking

UK
CA

The UKCA marking and the corresponding UK Declaration of Conformity is valid for the
instrumentwhenitis:

* Used according to the Operating Instructions/Operator Manual, and

* Usedinthe same state as it was delivered, except for alterations described in the
Operating Instructions/Operator Manual.
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9.3.4 Eurasian Economic Union (EBpa3uiickuu
3KOHOMMYECKUN COLO3)

This section describes the information that applies to the product in the Eurasian
Economic Union.

Introduction

This section provides information in accordance with the requirements of the Tech-
nical Regulations of the Customs Union and (or) the Eurasian Economic Union.

BeBepeHue

B paHHOM pasgene npusegeHa nHOopmMauma cornacHo TpeboBaHnAaM TEXHUYECKMX
pernameHToB TaMOXXEHHOro coto3a U (1m) EBpasninckoro 3KOHOMUYECKOro coto3a.

Manufacturer and importer
information

The following table provides summary information about the manufacturer and
importer, in accordance with the requirements of the Technical Regulations of the
Customs Union and (or) the Eurasian Economic Union.

Requirement ‘ Information

Name, address and telephone See Manufacturing information
number of manufacturer

Importer and/or company for CytivaRUSLLC

F)btalnlng information about 109004, Moscow

importer

internal city area Tagansky municipal
district

Stanislavsky str., 21, building 5, premises |,
offices 24,25,29

Russian Federation
Telephone: +7 985192 75 37

E-mail: rucis@cytiva.com

UHdopmMaLusa o npoussoguTesne u
uMnopTepe
B cne,uyrou.leﬁ Ta6nmue npmnBoanTCA CBOAHaA VIH¢0pMaL|,MF| onpoussoanTenen

MMMOpTEpPE, CornacHo TpeboBaHUAM TeXHUYECKNX pernameHToB TaMOXXEHHOr 0 Co3a
1 (nnun) EBpasmimnckoro aKOHOMUYECKOro COoo3a.
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Tpe6oBaHue ‘ UHPopmauusa

HanmeHoBaHue, agpec n Homep CM. lHgpopmaumio 06 n3rotoBieHnm
TenedoHa nponsBoanTeNA

MmnopTep u/vnun nuuo ans 000 "Uutmea PYC"
nonyyeHust uHdopmauum o6 109004 . Mocksa

nMmnopTepe .
BH.Tep. I MyHULUMMNANbHbIA OKPYT
TaraHckum

yn. CtaHucnasckoro, 4. 21 ctp. 5, nomel. |,
KOM. 24,25,29

Poccuiickan Peanepauus
TenedoH: +7 985192 7537

AJpec 3N1eKTPOHHOW MNOYTbI:
rucis@cytiva.com

Description of symbol on the
nameplate

OnucaHuMe CUMBOJIOB Ha 3aBOACKOM
Tabnunuke

This Eurasian compliance mark indicates that the product is
approved for use on the markets of the Member States of the
Customs Union of the Eurasian Economic Union

[aHHbI 3HaK 0 EBpa3MncKoM COOTBETCTBMU YKa3bIBAET, YTO
nsgenve of06PEHO ANA UCNOAb30BaHUSA Ha PbIHKaXxX
rocyfapcTB-4sieHOB TaMOXXEHHOr 0 coto3a EBpasuninckoro
3KOHOMMWYECKOro cotosa
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9.3.5 North America

Introduction

This section describes the information that applies to the product in the United States
of America and Canada.

FCC compliance

Canada RSS:

This device complies with part 15 of the FCC Rules. Operation is subject to the following
two conditions: (1) This device may not cause harmful interference, and (2) this device
must accept any interference received, including interference that may cause unde-
sired operation.

Note: The user is cautioned that any changes or modifications not expressly
approved by Cytiva could void the user’s authority to operate the equip-
ment.

This equipment has been tested and found to comply with the limits for a Class A digital
device, pursuant to part 15 of the FCC Rules. These limits are designed to provide
reasonable protection against harmful interference when the equipment is operated in
acommercial environment. This equipment generates, uses, and can radiate radio
frequency energy and, if not installed and used in accordance with the instruction
manual, may cause harmful interference to radio communications. Operation of this
equipmentinaresidential areais likely to cause harmful interference in which case the
user will be required to correct the interference at his own expense.

CAUTION
FCC RF Radiation Exposure Statement:

This equipment complies with FCC radiation exposure limits set
forth for an uncontrolled environment. End users must follow the
specific operating instructions for satisfying RF exposure limits.
This transmitter must not be co-located or operating with any
other antenna or transmitter.

General statement

This device contains licence-exempt transmitter(s)/receiver(s) that comply with Inno-
vation, Science and Economic Development Canada’s licence-exempt RSS(s). Opera-
tion is subject to the following two conditions:

1. Thisdevice may not cause interference.

2. Thisdevice mustaccept any interference, including interference that may cause
undesired operation of the device.
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CAUTION
IC RF Radiation Exposure Statement:

To comply with IC RF exposure requirements, this device and its
antenna must not be co-located or operating in conjunction with
any other antenna or transmitter.

L'émetteur/récepteur exempt de licence contenu dans le présent appareil est
conforme aux CNR d'Innovation, Sciences et Développement économique Canada
applicables aux appareils radio exempts de licence. L'exploitation est autorisée aux
deux conditions suivantes:

1. L'appareil ne doit pas produire de brouillage;

2. L'appareil doit accepter tout brouillage radioélectrique subi, méme si le brouillage
est susceptible d'en compromettre le fonctionnement.

CAUTION

Pour se conformer aux exigences de conformité RF canadienne
I'exposition, cet appareil et son antenne ne doivent pas étre co-
localisés ou fonctionnant en conjonction avec une autre antenne
ou transmetteur.
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9.3.6 China

This section describes the information that applies to the product in the People's
Republic of China.

BEEYREH (DoHS)

Declaration of Hazardous Substances

(DoHS)
RIE SUT11364-2014 (B FBSFMmBAENRRFEAFAZR) HRH{OT
BXRBREFFENESR.
The following product pollution control information is provided according to SJ/
T11364-2014 Marking for Restriction of Hazardous Substances caused by electrical
and electronic products.
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B E R M5 RIEHR &R A
Explanation of Pollution Control
Label

ZiEERAAE REEBE P ERE GB/T26572 (BFES=RTREAYRN
REER) DRENEEYR. METHNRERIETRWMRER | KRAAR
FREEEEANEKEGT 838 YRT2RENMERE | AP FEALS
BRAXNHEERTESEINEAT, MFEER~ERENHR. £UR
$0

FRUEFTER AR IMRE R HIPR | NI~ RFMP AR E N E RGN EH]TT
EEMFEH , HERET~ REEFRIAENERHEBSMRTER,
FROPNHE4NMELSHE TR EEMNTRRERSRRE , FEAERR
FRAMRETAELENRAENRERAYRE. NEBER"REBSEFE
BB H R AT ER4E | LURIEFT R BRI AN RV IR A8 A HARR
AEREFRASHERN A AIENSBEENRCE | B hIEZEL
EO

This symbol indicates the product contains hazardous materials in excess of the limits
established by the Chinese standard GB/T 26572 Requirements of concentration limits
for certain restricted substances in electrical and electronic products. The numberin
the symbolis the Environment-friendly Use Period (EFUP), which indicates the period
during which the hazardous substances contained in electrical and electronic prod-
ucts will not leak or mutate under normal operating conditions so that the use of such
electrical and electronic products will not result in any severe environmental pollution,
any bodily injury or damage to any assets. The unit of the period is “Year".

In order to maintain the declared EFUP, the product shall be operated normally
according to the instructions and environmental conditions as defined in the product
manual, and periodic maintenance schedules specified in Product Maintenance Proce-
dures shall be followed strictly.

Consumables or certain parts may have their own label with an EFUP value less than
the product. Periodic replacement of those consumables or parts to maintain the
declared EFUP shall be done in accordance with the Product Maintenance Procedures.

This product must not be disposed of as unsorted municipal waste, and must be
collected separately and handled properly after decommissioning.
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EEYRNEHRRESR
Name and Concentration of
Hazardous Substances

FRPEEYRNENREER

Table of Hazardous Substances' Name and Concentration

BHER | FEUR

Compo- Hazardous substance
nentname

Atheg | SREE | SR-_ER
(cr(vi) (PBDE)

29403109 X 0 0 0 0 0

0: RNZAEVREZDBHIEERME DI EEETE GB/T26572 MEH

REZERIT,
X: RFZAEVWRELSEZBHOE-DRABHHSEBH GB/T26572
MEMNREBER,

o WRAIIBENRANAEREHNRESR.
0: Indicates that this hazardous substance contained in all of the homogeneous

materials for this part is below the limit requirement in GB/T 26572.

X: Indicates that this hazardous substance contained in at least one of the
homogeneous materials used for this part is above the limit requirementin
GB/T 26572

. Data listed in the table represents best information available at the time of
publication.
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This section describes the information that applies to the product in the Republic of

Korea.

Compliance statement

NOTICE

&

Class A equipment (equipment for business use).

This equipment has been evaluated for its suitability for useina

business environment.

When used in aresidential environment, there is a concern of radio
interference.

FoALE

e AZ 717 (R YSS L 7IXRH)
0| 717/ UF SEHBHMAISE SHoZ M HTEIIE Y
2717
EM7PE8 #HoM AL 5t B Mutzhdo| {7t &
Lick.
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9.3.8 General regulatory statements

Introduction

This section describes the information that is applicable to more than one geograph-
ical region.

EMC emission, CISPR 11: Group 1,
Class Astatement

NOTICE
c This equipment is not intended for use in residential environments

and may not provide adequate protection to radio receptionin
such environments.
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9.4  Health and Safety Declaration Form

Onsite service

o cytivq On Site Service Health &

Safety Declaration Form

‘ Service Ticket #: ‘

To make the mutual protection and safety of Cytiva service perspnnel and our customers, all equipment and work areas must be
clean and free of any hazardous contaminants before a Service Engineer starts a repair. To avoid delays in the servicing of your
equipment, complete this checklist and present it to the Service Engineer upon arrival. Equipment and/or work areas

not sufficiently cleaned, accessible and safe for an engineer may lead to delays in servicing the equipment and could be subject to

additional charges.

Review the actions below and answer “Yes" or “No".

Provide explanation for any “No" answers in box below.

Instrument has been of

Rinse tubing or piping, wipe down scanner surfaces, or otherwise make sure removal of any dangerous residue.

Make sure the area around the instrument is clean. If radioactivity has been used, perform a wipe test or other
suitable survey.

Adequate space and clearance is provided to allow safe access for instrument service, repair or
installation. In some cases this may require customer to move equipment from normal operating location
prior to Cytiva arrival.

Ci suchas or gels, have been removed or isolated from the instrument and from
any area that may impede access to the instrument.

Ol O|0O| O
Ol O|0O| O

All buffer / waste vessels are labeled.
Excess containers have been removed from the area to provide access.

Provide
explanation
for any “No”
answers here:

Equipment type / Product No: Serial No:

I hereby confirm that the equipment specified above has been cleaned to remove any hazardous substances and that the area
has been made safe and accessible.

Name: Company or institution:
Position or

job title: Date (YYYY/MM/DD):
Signed:

Cytiva and the Drop logo are trademarks of Global Life Sciences IP Holdco LLC or an affilate.

© 2020 Cytiva.

All goods and services are sold subject to the terms and conditions of sale of the supplying company operating
within the Cytiva business. A copy of those terms and conditions is available on request. Contact your local Cytiva
for the most current informati

Forlocal office contact information, visit cytiva.com/contact.

28980026 AD 04/2020
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Productreturn or servicing

o cytivq Health & Safety Declaration Form

for Product Return or Servicing

and/or
Service Ticket/Request:

Return authorization
number:

To make sure the mutual protection and safety of Cytiva personnel, our customers, transportation personnel and our environment,
all equipment must be clean and free of any hazardous contaminants before shipping to Cytiva. To avoid delays in the processing of
your equipment, complete this checklist and include it with your return.

1. Note that items will NOT be accepted for servicing or return without this form

2. Equipment which is not sufficiently cleaned prior to return to Cytiva may lead to delays in servicing the equipment and
could be subject to additional charges

Visible contamination will be assumed hazardous and additional cleaning and decontamination charges will be applied

Specify if the equipment has been in contact with any of the following:

O O Radioactivity (specify)

O O Infectious or hazardous biological substances (specify)

Other Hazardous Chemicals (specify)

Equipment must be decontaminated prior to service / return. Provide a telephone number where Cytiva can contact
you for additional information concerning the system / equipment.

Telephone No:

Liquid and/or gas in equipment is: Water

Ethanol

None, empty

Argon, Helium, Nitrogen

Liquid Nitrogen

I

Other, specify

Equipment type / Product No: Serial No:

I hereby confirm that the equipment specified above has been cleaned to remove any hazardous substances and that

the area has been made safe and accessible.

Company or
Name: . .p v
institution:
Position or job title: Date (YYYY/MM/DD)
Signed:
Cytiva and the Drop logo are trademarks of Global Life Sciences IP Holdco LLC or an affiliate. To receive a return authorization number
© 2020 Cytiva, or service number, call local
All goods and services are sold subject to the terms and conditions of sale of the supplying company operating technical support or customer service.

within the Cytiva business. A copy of those terms and conditions is available on request. Contact your local Cytiva
representative for the most current information.

For local office contact information, vsit cytiva.com/contact.
28980027 AD 04/2020
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Visit cytiva.com/techdocfeedback or
scanthe QR code.

cytiva.com
Cytiva and the Drop logo are trademarks of Life Sciences IP Holdings Corporation or an affiliate doing
business as Cytiva.

Chronicle and VIA Thaw are trademarks of Global Life Sciences Solutions USA LLC or an affiliate doing
business as Cytiva.

STERIS, Environ, Vesphene, LpH, and Spor-Klenz are trademarks of Steris Corporation. CryoMACS is a
registered trademark of Miltenyi Biotec and/or its affiliates in various countries worldwide.

Any other third-party trademarks are the property of their respective owners.
©2020-2024 Cytiva
For local office contact information, visit cytiva.com/contact
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