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1 Introduction

1.1 Introduction

XpertVal is a stand-alone thermal validation system that simplifies the entire validation process by significantly reducing
setup , minimizing sensor handling, and presenting critical study data in easily customized report formats. This advanced
system is specifically designed to conform with new FDA electronic records guidelines (21 CFR Part 11) and meet
international and European norms for validation of pharmaceutical, biotechnology and medical device (EN 285, EN 554)
,manufacturing plants.

XpertVal is a portable system intended to be used throughout the facility on a routine basis. Although Lives International
specifies an operating environment of 0° to 50°C and a relative humidity of <95% (non-condensing), as well as a nominal
supply voltage of 115/ 230 VAC, these environmental specifications will not be verified in this document, because the
instrument will not be permanently installed in a single location.

Continuous evolution of the pharmaceutical, biotechnology, medical equipment market and international regulations
request more reliability and best performance of the Thermal Validation Systems.

The complex equipment controlled by the computer has the ability to help the final user to improve his validations of
thermal process.

Validation of software; 1Q & OQ, training the user; 21 CFR part 11 compliant; prompt and high quality Service After
Sales are few of the methods applied by LIVES International to allow XpertVal users to obtain the highest degree of
comfort and confidence XpertVal thermal validation system.

XpertVal System saves time and offer safety features by:

- hands free thermocouple calibration before and after the test,

- quick training ,

- user friendly ,

- automatic reports generation (calibration , test , post calibration)
- real time trending

- statistics after the test

- 21 CFRPart1l

- etc

Raw data is encrypted and double protected on a PCMCIA card and in a file on the hard disk.
The system meets European and American requirements concerning thermal validation processes, electronic data
protection and data signature.
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1.2 Concept

XpertVal is the latest generation in Lives International’s line of thermal validation systems. It is a compact,
modular, and portable instrument designed specifically by Fluke to meet current thermal validation needs and
regulations. The XpertVal can accommodate up to 20 sensor inputs, in any combination of thermocouples,
PT100, thermistors, voltages or current inputs.

Sensor input is accomplished through a Input Module , a modular sensor input interface that protects the
electronics against dust, humidity, electrical noise, and mechanical shock. The module has 20 sensor input
channels, a cold junction reference to maintain measurement accuracy in different environmental conditions. The
temperature measurement range is -200°C to 500°C, depending on the type of thermocouple and selected
resolution used, with a total system measurement accuracy of 0.191°C at 121.0 C.

XpertVal System can easily be connected to a data logger Fluke, to temperature standards or reference baths
Lives or Hart. This modular design allows for fully automatic sensor calibration, as well as multiple calibration
or test equipment configurations.

XpertVal software is designed to run on Windows 95,98, 2000, NT or XP and provides everything needed to
perform validation testing. Using XpertVal software, a system administrator creates user accounts and assigns
user IDs, passwords, and access permission levels that identify the person operating the instrument and prevent
unauthorized operation. Validation study setups, which include calibration criteria, are programmed using the
XpertVal Software, and can be run in standalone mode or under PC control. The XpertVal also provides for
encoded, secure data files that prevent modification of the original data, and includes data reporting options,
either as printed hardcopies or spreadsheet-compatible electronic files. This secure electronic data format is
designed to satisfy the requirements of 21 CFR Part 11 (Electronic Records and Signatures).

Data logger Hydra controlled by XpertVal has 2 MB of PCMCIA memory and 100 scans buffer internal memory.
The XpertVal is designed to write data to internal memory, PCMCIA and PC hard drive (if connected) during
sensor calibration, calibration verification and test. Hydra’s PCMCIA card can be used to transfer Test data
between the XpertVal Software and the data logger.

Calibration, Calibration Verification and Test data is recorded to the hard disk in real time.

An external battery can be connected to Hydra data logger in order to provide electrical supply in case of a power
loss. The battery provides approximately 24 hours of power.

XpertVal is designed to operate with the Lives probe connected to the block, with Hart probe model 1502 and
Kaye IRTD, and the Hart and Lives temperature blocks or cryo bath.

The equipment provides NIST traceable calibration of thermocouples used in thermal validation studies, with a
range of -183°C to 420°C. During calibration and/or test, the XpertVal automatically reads and monitors the
temperature of the reference probe. For thermocouple calibration, the reference probe functions as the standard
for correcting thermocouple readings. The Temperature References provide highly stable temperature conditions
for sensor calibration, and respond to pre-programmed calibration criteria, allowing automatic thermocouple
calibration at both low and high temperature set-points, with an optional third set-point for a mid-range
temperature check.

The significant improvement of calibration accuracy and speed in thermocouple calibration with XpertVal is
obtained by using the exclusive features of Lives temperature blocks : connection of the reference probe directly
to the block , the correction coefficients of the reference being stored in the memory of the block.
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1.3 Advantages

- Security of data
- Data logger serial number control operation
- Pyramid operations:
- Based on Templates -> Calibrations
- Based on Calibration -> Tests
- Test
- Reduces the thermocouple calibration period in comparison to a manual calibration
- Reproducibility of results using completely automatic calibration
- Specific and an individual data base for each equipment type
- Security and access levels programmable by the system administrator
- Electronic data protection and (FDA-21 CFR part 11)
- Audit trails
- Automatic operation for thermocouples calibration
- Calibration and test reports generated automatically
- Display of real time data : values & trends
- Available reports :
- Thermocouple calibration reports
- Testreport :
- Temperature values
- F-values ( for penetration study )
- Statistics :
- Minimum values for each channel
- Maximum values for each channel
- Average values for each channel
- Real time trends:
- Values
- The accumulated F-values
- Intermediary reports during data
- Automatic start & stop of data acquisition based on time or value
- Data acquisition down to 1 sec.
- Channels configuration templates
- 20 temperature channels and 1 channel for an external transducer ( pressure, humidity etc )
- universal sensors connection on the data logger and controlled by XpertVal :
- thermocouples
- PT100
- Voltage (0-1; 0-5; 0-10 V)
- Current ( 4-20 mA)
- Thermistors
- Etc...
- Label configuration of each thermocouple before test starting
- Easy handling of thermocouples, initial connection in the data logger module
- Recognition of up to 10 modules with the corresponding calibration report
- Thermocouple oxidation detection by the data logger
- Raw data recorded on the PCMCIA card of the data logger and in a PC file
- Standard test reports directly from the PCMCIA card
- Stand alone unit during test (no need to use a PC during test test)
- User friendly software
- Flexible software
- Software validation manual
- One day training after delivery
- 1Q & OQ provided
- Standard connectors
- Control of other manufacturers equipment : Hart temperature blocks and smart probe IRTD
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2 XpertVal Equipment

2.1 Hardware equipment

XpertVal validation system is composed by:

Data Logger Hydra with PCMCIA card

Temperature Reference Probe Lives (connected directly to the temperature block) or Hart probe with display
Temperature Block Lives

XpertVal validation software

PCMCIA card with 2 or 4 communication ports
Notice :

When the Lives temperature block (B series) is controlled through the Lives probe connected , it is strongly recommended
that the block and the probe be calibrated together by a Lives International or Ametek calibration service.

The serial number of the probe must be entered in the block by the calibration service, together with the correction
coefficients for the probe. The verification of the equipment in the software allows users to be aware if the serial number
of the probe does not corresponds to the serial numbered recorded in the block.

Lives International declines all responsibility in case of incorrect use of probe connected to the temperature block.

2.2 Minimal Configuration of XpertVal Validation System

Minimal configuration of XpertVal validation system:

XpertVal validation system is composed by:

Data Logger Hydra with PCMCIA card

Temperature Reference Probe Lives (connected directly to the temperature block) or Hart probe with display
Temperature Block Lives

XpertVal validation software

PCMCIA card with 2 or 4 communication ports

PC (laptop or desktop) with Pentium III processor 1.0 Ghz, 126 MB SDRAM, Hard Drive 20 Go,
OS: Windows 95/98 /NT /2000 / Xp

Premium quality thermocouples

Printer for reports printing or Adobe writer installed on the laptop

WARNING

The computer to be used with the system needs to have a clean operating system and it is
recommended to be dedicated computer.

It is recommended to keep the computer clean of uncontrolled installations of other software
which could affect the normal operation of the system.

-7-



User’s Manual _ rev2.0_May 2005 XpertVal

2.3 XpertVal Hardware Connections

Temperature Reference Probe

Temperature Block RTD Display

Data Logger
Hydra

Fig 1: XpertVal equipment connections.
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2.4

Hardware configuration

Connect Hydra data logger to the computer by a null modem cable.

I

Configuring Hydra for Comm Operations

Turn the power “On”

Selecting the Baud rate:

XpertVal

Press the “Shift” key, release, and then press the “List” key to open the communications parameters menu.

Select the baud rate by using the up/down arrow keys.

Select 38400; press “Enter”

SHIFT

LIST

| Baua=38400

ENTER

L

[ PAR =no ]

ENTER

L

[ CTS = OFF ]

ENTER

L

[ Echo =OFF ]

i

ENTER
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I Initializing the PCMCIA memory card
Selecting the initializing mode:
Insert the memory card to be initialized
From the front panel of Hydra:
- Press on the “FILES” menu
- Press the up/down arrows until “Init” is displayed, the press “Enter” key
- The menu changes to “Init”

Verifying the “Init” mode:

To verify the selection of the initialization mode, press the up/down arrows keys until “yES” is displayed in the “Init”
menu, then press the “Enter” key. If “yES” is selected, the menu changes to “SUTrE”

Initializing the memory card
Press the up/down arrows keys to select “yES” in the “SurE” menu, then press the “Enter” key.

“yES” will initialize the memory card, erasing all previous data, if any. If “Err 1 Card” appears, the small switch on the
card may be in the write-protect position. Reposition the switch and repeat this procedure

If the memory card can not be initialized in this way, go to the next steps and use option VI.A for initializing the card.

II1. Programming the HYDRA Serial Number.

In order to use the HYDRA within the “XpertVal” software the Serial Number of the Hydra must be programmed
into nonvolatile EEPROM of the instrument. Note that the serial number is not programmed prior to shipment from the
factory. In order to program the serial number into the Hydra EEPROM the Terminal Program (HyperTerminal ) (RS 232)
should be used to establish PC-HYDRA communication (see User Manual).

Start a new HyperTerminal session ( Comm 1; Bauds = 38400; Data = 8; Parity = None; Stop bit = 1; Flow control = none
then File — Properties — Parameters — ASCII configuration —> check the 2 upper boxes in the window : - send EOF
and locally write the characters)

To check if the serial number has been previously programmed use “SERIAL?” at the Terminal prompt.

If Hydra responds with “0” then serial number has not yet been set.

The following procedure should be used to program the serial number into the EEPROM:

e At the Terminal prompt use the “SERTAL XXXXXXX” command (XXXXXXX denotes the 7-digit serial number -
HYDRA ID Tag . Leading zeros must be entered. Note: once entered, the number cannot be changed.)

e  Check if the serial number has been programmed - use “SERIAL?” at the Terminal prompt. If Hydra responds with
“XXXXXXX” representing the serial number then serial number has been set correctly.

e Stop the HyperTerminal session

-10 -
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IV. Programming the HART module’s 1502A Serial Number.

Connect the Probe to the module 1502A.
Connect the power supply to the module.
Turn “On” the module.

Set the baud rate:

e  Press the “Menu” button ( “Set?” appears) then press the “K/Comm” button. The display will briefly indicate “Serial”
, then “bAud” and the display the current baud rate.

e Use the “Up” or “Down” arrows to increase or decrease the baud rate then press “Enter”. The nest parameter in the
“Comm” menu, the serial sample period, will then appear.

Start a new HyperTerminal session ( Comm 1; Bauds = 9600; Data = §; Parity = None; Stop bit = 1; Flow control = none
then File — Properties — Parameters — ASCII configuration — check the 2 upper boxes in the window : - send EOF
and locally write the characters)

e  Enter the request *SN in order to display on the computer’s screen the serial number of the module.

e  Check the serial number displayed on the screen with the serial number physically labeled on the module.

If the serial number displayed is only the last three digits or it doesn’t corresponds with the serial number physically
labeled on the module then it has to be changed

Enter the following command in order to access the serial number modification: *PA=2051

Enter the serial number of the module *SN= xxxxxx

Enter the command *SN to display the serial number ; check if the serial number displayed is correct

Enter the command *PA=0 to lock the calibration menu.

v Programming the PCMCIA communication card

Insert the PCMCIA communication card in the PCMCIA computer’s slot.

Follow Windows instructions for installing the card; use the driver provided by the manufacturer if available.

Verify in the Control panel that 2 (or 4 — depending upon the type of PCMCIA comm card available) extra COMM ports
are available

-11 -
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VI Connecting data logger, reference probe and temperature block on XpertVal software

Insert the PCMCIA comm card into the computer.

Start up the computer.

Connect Hydra to Comm 1 ( standard RS232 comm port of the computer)
Connect reference probe to one of the two extra comm ports available
Connect temperature block to the second extra comm ports available

Start XpertVal
Press “Equip”
Select :
Hydra
Port=1
Baud = 38400
Module =0
Probe

Mode: Comm port
Port = 4 or one available
Baud = 9600
Type =
- HART for a Hart probe
- IQRTD for a Kaye smart probe
- DTI-S1 for Ametek probe
- Lives for Lives probe connected to the block

Block
Mode: Comm port
Port=4 (or 5 or 6 or 7)
Baud = 9600 for Jofra blocks
2400 for Hart blocks
Type = Lives or
Hart

Click on “Verify”
Data concerning all the equipment should be available on the screen.
VI.LA  Press “Format MC” in order to format the PMCIA card of the data logger .
If data concerning the equipment is not available check the connection to the computer.

VII  Configure the computer to read data from the PCMCIA card ( Win 98)

Use “Word Pad” to edit “Config.sys” from “C:\” directory.
Add two more lines at the end of “Config.sys” as follows:

device=c:\windows\system\csmapper.sys
device=c:\windows\system\carddrv.exe /slot=n

Replace n with the number of PCMCIA slot number available on your computer.

Verify that the location of the files “Csmapper.sys” and “Carddrv.exe” is in “Windows\System”
Save modifications and restart the computer.

-12 -
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3 XpertVal Software

3.1 Software installation and starting

Install XpertVal

Warning:

XpertVal

Before installing XpertVal software, disable screen savers of the computer and the “stop” of the hard disk during normal

operation of the PC.

Insert installation CD in the computer and double click on "Setup.exe"

After the Setup Box, follow the instructions displayed on the screen for choosing the directory in which XpertVal will be
installed.

i'._;‘- ¥pertLog - Installshield rd x|
Welcome to the InstallShield Wizard for
XpertLog

The Installshield{R) Wizard will install ¥pertlog on your
computer, To cantinue, click Next.

WARNING: This program is protecked by copyright law and
international treaties,

< Bachk Cancel

i'._;‘- XpertLog - InstallShield ¥izard |

Destination Folder

Click Mext tainstall ta this Folder, or click Change to install to a different Folder,

G Install ¥pertLog to:
C:\Program FilesiLives InternationallxpertLogh

Change...

InstallShisld

< Back Cancel

-13 -
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License Agreement

Please read the Following license agreement carefully.

Software License Agreement j

The enclosed software product (the "Software) is developped by Lives International and distributed
by Lives I ional and by its rep tativs and is protected by copyright laar and
international treaty provisions. By breaking this seal wou agree to be bound by all the terms and
conditions of this license agreement. If you do not accept or agree with these terms, you may,
within fifteen (15) days, retorn this entire package wmsed and unopened, together with all ather
materials in this program package to the company from whom you acquired it for a fall refimd

(=
% 1 accept the kerms in the license agreement:
" I do not accept the kerms in the license agreement
InistallShizld
< Back I Mext = I Cancel
i

Installing XpertLog

The pragram features you selected are being installed.

Please wait while the Installshield Wizard installs ¥pertLog. This may take
several minutes,

Status:

InistallShizld

< Back [dext =
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fiF XpertLog - InstallShield Wizard x|

InstallShield Wizard Completed

The Installshield Wizard has successfully installed XpertLog,
Click Finish to exit the wizard,

[w Launch the pragram Company: Ok

Setial Cancel

D atabase not selected

Greel |

< Back

Click on "Finish" to start the software; enter the name and the serial number; XpertVal icon is automatically placed on the
desktop

Warning: this is a case sensitive window, enter the name and the serial number as written on the CD's label.

Uninstall XpertVal

Insert the installation CD and double click on "Setup.exe" - follow the instructions displayed step by step

il ¥pertLog - InstallShield Wizard x| {i§ XpertLog - InstallShield Wizard x|

welcome to the InstallShield Wizard for Program Maintenance
XpertLog Modify, repair, or remowe the program.
The InstalShieldiR) Wizard will allow you to modify, repair, or " Modify

remove ¥pertlog. To continue, click bext. Change which program Features are installed, This option displays the

Custom Selection dialog in which you can change the way Features are
installed.

Repair installation arrors in the program. This option fixes missing or
corrupt files, sharteuts, and registry entries.

Remove ¥pertLog from your compiter.

Installsfield

<« Back I Mexk > I Cancel

= Back Zancel

i'-.?‘ XpertLog - InstallShield Wizard 5[ i!ﬂ XpertLog - Install Wizard 1'

Remove the Program
‘You have chosen to remowe the program from your system.

Click Remove to remove XpertLog from your computer. After removal, this program will na
longer be available For use.

InstallShield Wizard Completed

The Installshield Wizard has successfully uninstalled ¥pertLog,
Click Finish to exit the wizard,
IF you want ko review or change any settings, click Back.

InstallShisld

< Back Zancel

Cance| I

= Back

In order to completely uninstall the software the user needs to delete "XpertVal " folder from where it was installed.

- 14 -
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Start XpertVal

Settings database: CHxXvalFl_0, oo xlog32.edd

Fallowing problems detected:
- Settings Database naot Found
- Settings Database CRC Errar
Press Ok ko continue. .

Databaze:

| o] )

Databaze not zelected

= Supervizor Ophions..

Define a new data base, a new audit trail will be generated automatically.

Create Mew Database

x| waning

x|

1) Database CixvalFl 0o 1 dxl created, | i ) Audit file required For db CiixvalFl_0.:ecd 1.dxd not found.

XpertVal starts

First time when XpertVal starts the user will be logged on as Admin with no password required.

#{ XLog 1.0.0.6 - No login - Administrator

Setup

Equipment
Asddministration
Calib. Averif. Config
F Valug Canfig.

Action

Equipment Info
Werification
Test

Impoait...

Application

Mew audit file created and audit trail has been ackivated,

-15 -
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3.2 Main Menu

XpertVal is structured in modules, for a better understanding and simplicity of use

The structure of the software modules:
- Setup:

- Equipment

- Administration

- Calibration / Verification Configuration
- Fvalue configuration

- Action

- Equipment Info
- Template

- Calibration

- Verification

- Test

- Import

- Application
- Help

- About
- Exit

-16 -
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3.2.1. Setup - Equipment

Equipment Configuration Available

Three types of connections are available:
— Type I:
¢ Data logger Hydra 2635A
® Temperature block Lives
® Reference probe Lives connected to Temperature block Lives
—  Typell:
¢ Data logger Hydra 2635 A
® Temperature block Lives / Hart
¢ Reference probe Hart with external display / Ametek DTI with external display / Kaye IRTD
—  TypeIll:
¢ Data logger Hydra 2635 A
® Oil bath Hart
¢ Reference probe Hart with external display / Ametek DTIwith external display / Kaye IRTD

The recommended connection is Type I, in order to improve the accuracy of the calibration :
- the reference probe is connected direct to the block through the front panel in order to control it
- highest accuracy calibration then if the block is controlled by it’s internal regulation probe
- only 2 COM connections needed for calibration
- all equipment are stored in a single carry case

General case presentation:

- block, reference probe and data logger connected to PC via 3 communication ports

-17 -



User’s Manual _ rev2.0_May 2005

System Equipment Configuration

Click on the Equipment module in order to configure the system’s equipment:
- The data logger
- The temperature standard
- The temperature block
- Verification of connection s between the computer and the system’s equipment

Equipment configuration

XpertVal

Define:

Communication port
Communication speed (baud rate)
Module number (up to 10: 0-9);
XpertVal remembers each module
calibration

- Communication mode
- Communication port
- Communication speed (baud rate)
- Temperature standard used
- IRTD
- Hart
- Jofra
- Lives - internal probe control
- Lives - external probe control

[ Lock front panel ; & Probe
L Black tode: Carnrm Port v L Block Mode: Comrn Part v
Part: 1 w
Part: 1 W Part: q W
Baud: 33400 W
Baud: 9600 W Baud 9600 "
Unit: Celziuz w
Type: LIVES Ext W Type LIVES o
Madule: 1 v IQRTD
Drigits: HART HH
Data Logger Temperature Reference Temperature block
- Lock front panel option Define: Define:

Communication mode
Communication port
Communication speed (baud rate)
Temperature block used:

- Lives

- Hart

-18 -
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Front panel lock

In the data logger configuration there is a function called “lock front panel”.

If the user does not activate this function, the data logger’s front panel will be locked only during the thermocouple
calibration. The data logger will be unlocked at the end of the calibration.

If the function is active, the locking of the front panel will be active during the thermocouple calibration and the data
acquisition during the test.

When the “lock” function is active, the front panel keyboard of Hydra data logger does not responds to any external
actions during the thermocouples calibration or during the test.

Manual stops or the modifications of the data logger configuration are forbidden to the users during the data logger
function in this configuration.

The “lock” function is automatically disabled at the end of thermocouple calibration and/or at the end of the test.

In this configuration (keyboard locked), if you exit from the software with the option: “Terminate and Continue Hydra
Scan without PC” or “Terminate and do not change current status of Hydra”, the data logger will continue to record the
data and the front data logger’s keyboard will stay locked.

In order to disable the front panel lock you need to connect the computer to the data logger. Click on “Equipment”
module. Disable the option “lock front panel” and then click on “Verify”.

-19 -
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Equipment Connections Verification:

After the configuration is done, click on “Verify”. A dialog box will display the connection status between the data logger,
the temperature standard, the temperature block and the computer.

[ Equipment Yerification... - |EI|1|
Instrument
FLUKE 26354 6357302 ME.9.45.02 D1.0 LO.8 - 1438400 - 63573021 - Unit: “C Ok
2B:54/PC - Instrument Time: 13:54:02 / 12-juin-05 ‘I_J
Instrument-PC Time Synchro will be perfarmed when required
temory Card is OK - Size 512 K - Free 462 K - Mum. Of Files 3 v’
Probe
LIVES Ext - B/9600 - 523154-03 - Unit: *C
Temp: +20,020°C
Verification of Seral Mumber iz Recommended vp'
Block
LIVES - 3125, ATC-157B - 69600 - 524435-00141 - Unit: °C
Cantral: External

For each equipment connected the system will display important information: identification; the serial number; the
firmware version; the communication port on which the equipment is connected; the engineering units (°C; °F; K); the
status of the PCMCIA card; the size of the card; the number of files already recorded and the amount of space available.
In order to format the memory card of Hydra click on “Format MC.”

A warning message will than be displayed in order to prevent lose of data from the memory card.

warning.._____ k] warning.. T

Proceed...?

Proceed... ¥

'E Hydra Scanning {if in progress) will be terminated. 'E Format Hydra MC requested.,.,
[ [

_ x o
—I Actions

Refresh Ports

L
\:!1) Hywdra MC successfully Farmated. .. o

Cartee|

=5 Hydia
-§% Probe
) Block, Mode: CommPot | W
Port B(modem] v
Baud: 9500 v
Type: LIVES Ext v
Digits: 3(0.001) v

Click on "Save" to save the verified configuration.

-20 -
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Reference Probe for Calibration
Different types of reference probes can be used for calibration:

Lives Reference probe - internal or external
Smart probe

Hart probe or

Ametek DTI-1000

The new concept introduced by XpertVal is the temperature block controlled by the reference probe when using Lives
probe.

The minimum requirements for this option is to use the reference block Lives ATC B Series.

This type of block has an external input for the Lives reference probe so this probe could be configured to control the
block - that means the regulations of the temperature block will be controlled by the external probe.

Prior to this is needed to enable the option "Use external probe Lives block control if available" in "Admin" module and
then choose Lives External probe in the "Equipment Configuration".

Reference probe

&

-2 Saturation Table ["] Scan Interval Fised to ... 010 =

Equipment
] Optiores Usge External Probe LIVES block control if available

i Members [%

B Adir Style Windows XP W
- Users

- 4% Feporters
- Reviewers
Databaze [ &lways Lock Front Panel in Test
Audit Trail

=

15 Auto Name Format
- & Template
8 Test

i Calib.

- Repoit

- Vel

: Hypdra

i H Praobe:

o Black tode: Comm Port W
Port: & [modem] W
Baud: 9600 W
Type: LIWES Ext W %
Digits: 3(0.001] v
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3.2.2. _Setup - Administration
#1 XLog 1.0.0.6 - sorin - Administrator - Administration =10l x|

Actions

=
~fall) Options Use Extemal Piobe LIVES biock contiol if avalable:
-5 Members
Adrins Syle Windows XP v

Users
Fiepotters
-8 Reviewers
~ED Database
o/ Audit Trail
75 Auto Name Fomat
-8 Test
& Calb.
2 Report
& Verk.

Equipment:
- "Use External probe Lives block control if available" : - the external probe will be used to control
the temperature block if a model B was chosen.
- Style: define the type of style needed

Syle Wfindows =P W

Flat
Office #P
b etal
Faized

Options:
Administration will define members rights

E quipment

Equipment

Options | Action | allowed B

| Action | Allowed -

Delete Tests Admin;User " tembers Delete Verif. and Calib. Admin;U zer
Delete Verif. and Calib. Adrin;User Delete Termplates Adrnin;U ser
Delete Templates Admin;User Use Only Reviewed Templates  OFf
% Reporters Use Only Reviewed Templates  OFF I |+ . & Reporters Export/Import Tests Admin;U zer
A Reviewers Export/lmport Tests AdminUser |1 G & Reviewers Esport/impart Yerf. and Calib.  Admin:ser
D Database Export/impart Verif. and Calib.  Admin;User £ Database Create Statistics Adrnin: U zer
5 Audit Trai Create Statistics Admin;User W& Audit Trail Design Reparts None
" Saturation Table Design Reports Maone 22 Saturation Table Save Reports Admin;U zerFeporter

B Auta Name Format Save Reports Adrmin:UserReporter E”% Auta Mame Format Feview Reports Adrnin:Reviewer
~@ Template Review Reports AdminReviewer || | 7 & Template Allow To Review Own Reparts  On
-3 Eer_; Allow ToFeview Dwn Repots On | | & TESt Show Action Hints an
g H:I o.rt Show Action Hints o | g gahb ; Highlight Errors in Report On
P Highlight Errars in Report on |y | EPDI Allow to Delete Reviewed lte...  On
& Verif. S ) || S I & el
Allow to Delete Reviewed lte...  On —

Logon Required to end Calib...

REEEEEE e

Logon Required to end Calib...  OFf

Al e T T C e i e o

Allow to Edit Th Coefficients aff

B
< | T

71 <RI e e e e

| of

-
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Options available:

delete tests:

delete Verif and Calib:
delete templates:

export/import tests:

create statistics:

design reports:

save reports:

review reports:

allow to review own reports:
show action hints:

highlight errors in reports:

logon required to end calib/v
allow to edit the Thermistors

Members:

Create new members on 4 different levels

use only reviewed templates:

export/import verif and calib:

aloow to delete reviewed items:

XpertVal

double click and define the level allowed for the action
double click and define the level allowed for the action
double click and define the level allowed for the action
enable or disable the option

double click and define the level allowed for the action
double click and define the level allowed for the action
double click and define the level allowed for the action
double click and define the level allowed for the action
double click and define the level allowed for the action
double click and define the level allowed for the action
enable or disable the option

enable or disable the option

enable or disable the option

enable or disable the option

erif/test and reset test:  enable or disable the option

coeff. enable or disable the option

g kl:reate OFF-Line Tesks

Allowed far:

&dmin
Uger
"] Reporter

[ "] Reviewer

]
]
]
]
]
]

Detault

The administrator has the ability to modify the password change interval and the password minimum length

Administration

5 Equipment
Options

Members List: Database

Import Members List fram DB or file..

Ly

-85 Adming
-8 Users
-8 Reporters
-0 Reviewsrs
£} Datsbase
= Audit Trail

;] Auto Mame Format
-8 Test
-8 Calib.
-8 Report
- Ve,

Paszword Change Interval 90 Days

<>

Pazsward Minimum Length 4 chare

Create a new member:

Click on "New Member"

Define:
- Login

Name ( enter full name)

Password

Retype password

Redefine the access level

The option "Member must change password at next logon" is used to givi

password when enabled by the administrator.

Click Ok to acknowledge creation of new member

Click on the level needed to create new entry

Paszword Change Interval 90 Days -
Fazzword Minirurn Length 4 chars :
i
Lagin | Arocess Level
() Administrator
Mame )
% 0 g
Pasgword ) Reporter
Retype Password () Reviewer

[] Member must change password at next logon

[
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Database

Enable the option "Login required to use this database" in order to avoid usage of the data base with no login.
"Allow to select database on startup" will allow user to choose from different data bases available
"Backup database at app. Exit" will create a backup copy of the data base when closing the application

. Options Location;  C:%<log_0.64delta. dxl

" Members IC: {0DBFIF3F-F9A-4C0 3-9C72-1 034EDEFODAD
- Admins
€ Users Login Required to uze this Database

€ Reporters Sllow to select database on startup
- Reviewsrs
e Create Mew DE...
] Audit il

Auta Mame Format

Backup Database at App. Exit

-] Test [] Compact Database at App. Exit
- Calib. Compact D atabaze Mow
-8 Report
- Werif.
Audit Trail:

"Audit trail enabled" need to be enabled in order to generate the Audit trail report

: E quipment
Dptions Showe Audit Report....
Q Members
- Admins Erowse for Audit D atabase...
& Users

€ Reporters
& Reviewers

b Audit Trail Enabled
£ Auto Mame Format
& Test
& Calib.

-8 Report
e Vet

Click on "Show Audit Report" in order to display the audit trail report ; the audit trail report has the ability to filter the
events for fulfill with administrator audit trail management.

Click on the right hand arrow in order to select or unselect all filter options.
After unselected all filter options, choose only the option needed e.g. "start test" then click on "Rebuild Report": only test
start will be displayed.

Filter (%)

Rebulld Bepart.. =1

| Select Al
v Audit OFF Unselect &l

WV fuditOM | |
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All options activated Only "start test" option activated

=0 P =)

L CIEmIE) Lot @&]0]
= = =
ERmi Auditreport et 13 o S B EriD |
Audit report
Filter Euart shows: Audt O, Audt OFF, CRC ERROR, ogon ks, Logn.Rese Tet, St Teet, Sup Tat,Sop Coia, St Dt Cllction, Sap Dt Caction Fiter - om0 0 sk e
B e e O s P 9008 0541, oGt
Eo—— ot Favisoad, e Deted, . Daced, Cai, Dt Report Daess, Tampics Reviad, Compan Ustabecs. Lo, Warana, ety Wamig Rebuid Repot, Events shown: S s, At 0B reted
T st T et 07 srption T T
V' Audit OFF 210605 16.11.39 Audi 08 crezted sorn T Audit OFF Oste Time. Evert By seription
¥ udtN 2vosns o181 S v o W) Deabasa oo g o €W vsor o 1Sk o €10 0k I auston s e osen o
¥ fudtWaring siose 0141 e o ) s Admiisor UV _SERVER T AudtWaring — T —
¥ Battery Warning 210608 16.1356 Seup Loggers orin)  Stan Time; 210505 19:15:00 I Batteyy Waring
[ CRCERROR S HR B8 T e ERROR s Tt o sy 2008 ma 23 e st 2
¥ Colt, Detd =t I Caib. Deleted S Te o e ot 3091191213
¥ Colb, Waring 3068 720700 R ERROR o Fie CRC Eror:C/00g_0 Sveka I Calb, Waring san Test Son Haas(or) offse coet 308311312313
¥ Compect Database. 2unans 20702 Logon Son lnszor) e Admiisstor  LIVES_SERVER I Compect Database s Tt S (o) 2008 ma 23 e st 3
¥ Dowrlosd Logger s 0038 55 che ERRoR Fie CRC Bror: /g, Sieka I DorloadLogger S Test Son Hlasor) 2008 ma 23 New st 4
¥ impor Test 22105105 0036 57 Logon Sorn Haias(sodn)  As Adminisrator 3 LIVES_SERVER I import Test Stan Test Sofin Haias(sorin) 2005 ma 13 Newtest 5.
¥ Logon a5 01104 oo Son W) s Adminsator  UVES_SERVER I Logon s Tt o sy 2008 ma 23 e st
¥ Logon Faiwe. a6 022423 Test Deleted. 2008 mars 20 New test 4 ™ Logon Faiue Stan Test Sorn Haias(eorn) 2006 mai 23 New test 7
¥ Manage Members T8 12245 Tast Delted 2008 mars 20 New et 3. I Manage Members St Test Sorin Haias(eorn) 2006 mai 23 Newtest 8
% Opton Changed s 110630 oo o Ao 3t VS, SERVER '[ Opton Changed s Tt S sy 2008 ma 23 e st 0
g Report Created 088 1107 08 San et 2008 mai 23 New test | - Feport Created Start Test Sorn Haias(sorin) 2006 mai. 23 New test 10.
'; Report Deleted Taans 110724 Stop Tt 2008 i 25 New et 1 B :evm:gdﬂed g St Test Sorin Haias(eorn) 2006 mai ) New test 11
© gep“l"TR;"‘ el 200505 1235.18 Logon s Admiistator 3 LIVES_SERVER [ R:::I T:“W" stan Test Soin Haias(sorin) 2006 mal 24 New test 1.
' o Lo s 123851 s Tt 2008 ma 23 oo et 2 Ce san Test S (o) 2008 24 e et 2
etup Loggers o et 3 et e S Tt o sy 2006 ma 26 et 3
% Star Data Coleston RS 140417 sp T 208 ma 23 e et 2 ™ _Star Data Colecton . e o —
© oution Zatans 140550 Gownioad Loger Son taszo)
o Tme! 10050 175024 Tt 2 e et
¥ Stop Calb\WVerit Stop Time: 1010605 19:19:24 I Stop CaibVerit s T Sorn aRs(eor) 2006 ma24 N -
' S Dot Cacton ' I Stop Do Calcion S Tt o sy 2006 ma 26 et 6
Cole an Te o s 383°
¥ StopTest 20505 1408.35 Setup Loggers. Sorn Haias(sodn)  Stan Time: 20505 14:18:00 T Stop Test
[ER A S Tome, 2o 150008 I Teke Ounership S Tt S Hos(or) 2008 ma 24 New et 7
ake Duechi op T ake Dumershi
2 Tenplate Reviewed Uogper: 300 I Template Reviened s Tet ot os(ior) 2006 ma 24 New st .
¥ TestDettod Zanans 11038 S Temt o lnszor) ottt 200311 12313 I TestDeled G Te o sy 2008 .24 New e .
¥ TestFCon. Chang 7| 220505 18.25.14 Stop Test offeer308.311.312313 ™ TestFCont. Chang. Stan Test Sorn Haizs(soin) 2005 mai. 24 New test 10.
' Vet Deleted. 2306105 16.39.40 Start Test offset corect 308 311312313 7 Vet Deleted Stan Test Sorn Halas(sorn) 2006 mai.24 New test 11
s 10028 sup ot ffse corct 308311312313 G Te o s 11 @29, 20 160
Zanans 194134 S Tet 2005 23 et 3 S e o sy 2008 i 28 New et 12
Zatans 104451 Sop et 2005 23 e et 3 S Tt o sy varfcaton zonde mapse - 07 308,11 919
06 104,11 s Tt 4008 ma 23 oot & s Te o sy 2008 24 Nt 13
Zanans 104797 sup et 2005 ma 23 Nt 4 S Tt o o) 2006 m 2 Na e 14
Zatans 19642 S Tt 2005 23 e et . S Tt S sy 2006 ma 24 et 16
s 1950 sop et 2005 ma 23 e et 5 s Tem o sy 2008 24 Nt 1.
Zanans 1943 san Tt 2008 ma 23 ew st . S e o sy 2008 28 New et 17
Ztans 20 50 Sop e 2005 23 New et . s Tt S (o) 2006 ma 24 Nt 16
a5 S Tt 2005 ma 23 et 7 S Tem o (o) 2008 24 New e 10
a5 206000 sp Tt Son inseorn) 2008 i 2 N st . S Tt o sy 2008 i 24 New e 20
Zanans 210200 S Tem Son laszoon) 2008 120 N 5. s Tt o sy 206 ma 24 New et 21
0210301 Sop et Son taszorn) 2008 2 Nt 5. S Tem o (o) 2008 24 New e 22
a5 210419 S Tt Son inseorn) 2008 2 Nt . S et o sy 2008 i 24 New e 21 [
Zanans 2459 sp Tont S lasaorn) 2008 mai2 N et o s Tt S (i) 2006 m 24 New e 24 -
Pagel/s | K1) i Page/2 ]

Auto name format:

The default name for test or calibrations reports is suggested automatically by the software
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3.2.3. Setup - Thermocouples “Calibration” and “Verification” Configuration

Thermocouples calibration:

* The calibration is performed by comparing individual temperature values of each thermocouple wire to the NIST
(or COFRAC) independent temperature probe. A very accurate calibration can be performed if the RTD probe and
the calibration block are of the highest quality as specified by LIVES International.

g XpertVal allows user to perform completely automatic hands free calibration by controlling data logger, reference
probe and temperature block - the block will automatically switch to selected set-points as defined in the
Calibration Configuration

g In order to perform a reliable calibration, the calibration system must be very stable. The user’s entered value for
deviation from reference allowed defines the acceptable range of the actual temperature as compared to the set
temperature (calibration temperature).

g The calibration can be performed either in single-point, two-point or multiple (unlimited) points mode.

°

The stability of the system is defined as the value of the drift of the temperature allowed within a particular check
time for drift. When the calibration is started, the RTD temperature will be verified every one second for the length
of the check time for drift. This is to assure that the initial conformity to the user’s entered value for the drift of the
temperature allowed has been satisfied. At any time, if the drift exceeds the limit, the check time will restart. The
system stability is verified throughout the calibration and if at any time the calibration system stability conditions
are not satisfied, the part of the calibration that was in progress will be repeated after the calibration system stability
conditions have been met.

After calibration was done the thermocouple wire is verified to confirm that the thermocouple wire error after calibration
is within the user-specified thermocouple error allowed. This verification is performed for the duration of the check time
for error and typically performed either at the same temperature (for single-point calibration) or the middle point for the
Low and High temperature (for two-point calibration). Any thermocouple wire not meeting the user-specified criteria of
thermocouple error allowed will be set OFF.
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Calibration / Verification Configuration:

Select “Calib/Verif Config.” in the setup.
The thermocouple calibration and post calibration (verification) configuration module will appear on the screen.

Calibration and Verification Configuration:
Select “Calib. / Verif Config” in the main menu.

In order to add extra calibration / verification steps, right click on “Calibration” or “Verification” in the “Calibration
Config” window then “Add”

1o
et
Verification
¥ RTD &Block

Calibration

% ATO 8 Block

Hoémare] () & © i foeticn 8 ot word - on 1008 FIEETE T EFY T

To modify the settings of the set point click on the specified set point and modify:
- temperature
- error allowed
- check time for error
by using the arrows next to each parameter.
In order to increase or decrease the value:
- bytenth - hold simultaneously “Ctrl” + “Shift” and click on the arrow (up or down)
- by units - hold only “Ctrl” and click on the arrow (up or down)
- bydecimals - click on the arrow

JSTeTY iEi
E-%= Calibration E-%= Calibration
Co @ Calibration : at 90 C gy atan “erification : at 121
i ey at 130 i ey at 130
£ vricatin Toms () ETR £ vricatin Toms () EECIE
iy at 100 o iy atl00
e at 121 | ol
L8% RTD &Block — L8% RTD &Block —
Enon Allowed [+/-°C) 05 = Enon Allowed [+/-°C) 01 =
Check Time For Error (mm:ss] 300 — Check Time For Error (mm:ss] 300 —

Define the drift for the reference probe by clicking on “RTD & Block™.
- “Drift allowed” = drift allowed for the reference probe during “check time for drift”

- “Dev. From reference allowed” = drift will be checked starting the moment when the measured

temperature by the reference is within Set-point + deviation allowed
- “Check time for drift” =

=]
Calibration RTD & Block
Dirift Allowsed [+/-°C) 0.05 .

Dev. From Refer. Allowed [+/-°C) | 2.0

Check Time For Diift [mm:ss] 300

<3
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3.2.4. Setup - F Value Configuration

The module “F Config” will configure the calculation of the F value in the function of the test type: steam, dry heat with
or without depyrogenetion.

The instantaneous lethal rate (F-value) of a given steam sterilization cycle is the lethality at specified conditions and can be
calculated once the D-value and Z-value are known using the following equation:

F= 10(T0-Tb)/ z

Where:
Ty = Temperature within the item being heated
Ty = Reference temperature
Z = Z-value of the challenge organism

For steam sterilization, the values typically used are T, = 121.1°C and Z = 10°C. When these values are used, the F-value
is defined as the F,, value. The above equation is an exponential function and therefore as T, increases, there is an
exponential increase in F,. Note that for Fy, the instantaneous lethal rate at T, = 121.1°C is F, = 1 minute.

The sum of the instantaneous lethal rates over the course of a cycle yields the accumulated lethality delivered and is
calculated using the following equation:

FO — ZIO(T— 121.1° C) / 10° C) At

Where:
At = The chosen time interval in minutes
T = Average temperature over the At interval in °C

To determine the log reduction achieved by the sterilization, the accumulated lethality is divided by the D-value as shown
in the following equation:

LR =Fy/D

Where:
LR = Log reduction
Fo = The accumulated lethality using T, = 121.1°C and Z = 10°C
D = The D-value of the microbial population

- Choose the “F Config” module from the main menu.

- Choose the study type (steam, dry heat with or without depyrogenetion).

- Define the Z value and the reference temperature value for F calculation.

- Define the minimum temperature from which the F Value will start accumulating

RIS RIS PRIaE
Steam v Diry Heat without Depyro. v Dy Heat with Depyro. v
Z Value ['T) 4100 = Z Value ['T) 4210 % Z Value ['T) 476 =
To Temp. ['C] 41210 o Tx Temp. [T 700 - Tp Temp. ['C] +250,0 -
Min. Termp. ToCale. F¥alue D) | +118.0 = Min. Temp. TaCalc. Falue ['T) | +150,0 C Min. Ternp. ToCale. FValue [T) | +2400 =

Click on “OK” to validate the choice of the parameters for F value calculation or “Cancel” for returning in the main
menu.

The F value calculation configuration may be defined or started from the main menu or started from any module
(calibration or test).

If the F configuration is done starting from the main menu the values will be considered as default values for the system.

If the F value configuration is done starting from another module the specified values will be available only for the active
test.
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The F value used to evaluate the efficiency of a sterilization process is the time necessary to produce a certain sterilization
effect.

F value is defined as the time in minutes to produce the equivalent sterilization effect at 121 °C (250 °F).

Z value is defined as the temperature change in °C required to cause a one-log reduction in the D-value.

D-value is the measure of the relative heat resistance of an organism at a constant temperature.

The most commonly used value of Z for the destruction of microbial spores is 10°C (18°F). This is based on experimental
observations for Baccilus Stearothermophilus — a highly heat resistant organism.
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3.2.5. Action — Equipment Info

XpertVal is based on a equipment information templates system, which allows the user to define and store all types of
equipment with specific description ,serial number, location etc...
The equipment information will then be stored in the header of the test corresponding to the equipment.

£l ¥Log 1.0.0.6 - admin - Administrator - Equipment Info |7 x|

Mame Location s Senal GUID

Incubator Microbiology INC 56-678 {3DE35547-B1B0-4362-B5F2-CAFEDE4DA362}
@ Ove Lab
FED-005 Froduction

Actions

Mew

Edit

Listing

[ equpment info.. N TaT B

GUID {18081772-9545-40B1-99CC-8581 0BEBEB 711} Ok

Mame |.t’-‘n.utnclave FED-005 |

Cancel
Location |F'roduc:tinn |
Seiial 12345 - 67330 |
Description  ||Injectables autoclave

Click on Listing to display the report of all equipment defined.

strator - Report Preview Form ol x|
. Page 1 of 1 d
Equipment Printed: 31/05/2008 11:12:45, from: C:%¢lon 0 .fwlon 6.dxl _
Hame Seral Location
:: Adtoclave FED-005 12345 - 67890 Production
'. hicrobialogy incubator
#l oven OG-8 Lab
Lab owen
Incubatar INC 56-678 fuficrobiology
Injectables autaclave ﬂ
H
H
Fage 1/1 [« _ 0

Close the window to return to main menu.
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3.2.6. Action — Template

XpertVal

XpertVal is based on a templates system, which allows the user to define and to store the channels configuration, type of
study (distribution or penetration), steam saturation report, calibration configuration, virtual channels and info about

equipment.

Enter in Templates module and click on "New".
Highlight the channel(s) to be configured -> right click and "Use"
XpertVal can accommodate up to 20 sensor inputs, in any combination of thermocouples, PT100, thermistors, voltages or

current inputs

Define the type of channel :

Type:
. X 420 e,
Aszighment: 01 Yde
0-5%de
BT RO g10vde
Fitd.2w
Shurt B Rid, 4w
Fiange: Tc.J

I
)

Aclions

Save

Configuration

F Canfig...

Steam 5 aturation
Calib. Config.
Wirtial Chatin
Add Info

&

Input

Input kModule
All Azzigned

&

Yiew

Grid
Repart

Ch, | Func, |Assignment| Label Cal. Allowed | Input | Cukput | M Wal | E Yal Dec.
o} (GIEE
Mok Use
0z ——
Assign. ..
03 .
Label...
04
(ol x|
Mew template..
h. | Func. |Assignment Label Cal, Allowed | Input | Cutput M val B Wal | Dec. |
[uli} 0-10 Ydc Press Mo 0-10 0-5 0.50000 0.00 5
o1 CFF
0z OFF
03 OFF
04 OFF
0s OFF
iz =
Type: Te, T v Tope: 010 vl v
: :
Assignment: temy Assignment: Press
i Cancel Cancel
ETD RO 100,00 z EiDED 100,00 %
Shunt Resistar: = Shunt Resistar: =
Frange; Auto W Frange; Auto W
@] (O]
vl 050000 My 050000
N 000 ~ Byl 000
Display Range 000,00 41 b Display Range 0.0000 1 v
Decimal Digits 2(0.01) v Decimal Digits 3(0.001) v

Enter the label of each channel by double clicking on "label" corresponding to each channel.
User can also assign specific name for each channel or group of channels by right clicking on the channel then "Assign" .

Label C

drain|

Press

t

& e Input walue

te .
Ml Ipenetratlnd

te
Ly !g"Press"

te  Assign as "temp”
te  Label..

temp

x|

[ o |

Cancel

-31 -



User’s Manual _ rev2.0_May 2005 XpertVal

The example below will use a 20 channels module and a extra pressure channel (0-10 Vdc for a 0-5 bar absolute pressure
transducer), first 10 channels will be used for penetration study and last 10 channels will be used for distribution.

XW¥alFL 1.0.0.6 - Mo login - Administrator - Template Config.

Actions

Assignment Cal, Allowed COukput
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Template - F Configuration

Define the type of study: distribution or penetration
Click on F Config, right click in the window and select all or only the channels to be used for penetration

AL 5 F Yalue Config
Chan List | Conig| Char List | Confia |
F | Ch. | Func. | Aszign. | = = 5
o 110Vde -~ F | Ch. [ Fume | Assign
] 01 Te, T termp i v n Te. T temp
(| 0z Te T temp W [v 12 Tc. T temp
[ 03 Te.T temp elect ALL v 13 TeT temp
o5 o om O ¥ow Ter em
| 05 Te. T ternp [ 15 Te. T temp
(i a7 Te. T temp v 16 Te. T temp
r 08 Te. T temp [l 17 Te, T temp
[ 09 Te. T temp |7 18 Te. T temp
[l 10 Te. T terno LI l_
v 13 Te. T termp
[v 20 Tc. T temp

Template - steam saturation

Define the steam saturation report; in order to be able to do it you need to define at least one pressure channel.

Click on "Steam saturation" and define the channels which are going to be used for steam saturation calculations based on
temperature and pressure channel.

Generally the tolerance accepted is = 50 mBar absolute, but user will enter this tolerance based on internal SOP.

% Steam Saturation Cfg. _{oix

Enabla Steam Saturation

Prezsure Chan. 00 - Press hd
Pressure Unit bar &

Tolerance [+/-] 11,050 bar 4

Template - calibration and verification configuration
Click on "Calib Config" to define the calibration and verification configuration

Follow instructions defined in the "Calibration / Verification Configuration" module to configure the calibration and
verification in the template.

-33 -



User’s Manual _ rev2.0_May 2005

Template - virtual channels

XpertVal

Use has the ability to insert his own calculations which will be displayed as separate channels in test report.

Examples of calculations:
Maxval=max(@01:20);
MinVal=min(@10:20);
Delta=max(@01:20)-min(@01:20)

The test report will automatically have three
extra channels: MaxVal, MinVal and Delta.

Virtual
channels

Template - add info

[ ¥irtual Channels

=101 ]

Expression
bt amval=max(E@01: 20); =)
Min al=rnin{iE10:20;
Delta=rnaw(@07: 20)-min(@01:20)
i XvalFL 1.0.0.6 - No login - Administrator - Template Config. =1alx]
Actions (Al Mewtenrlate
_— h. | Func. |Assignmen| Label | Cal Alowed | Input | Ouput | Mval | B¥al | Dec |
oo 0-10Wdc FPress Mo 0-10 05 0.50000 0.00 3
Conbot e (~) 01 Te, T penetr drain Yes 100000 -0.01 2
0z T, T penetr Yes - - 1.00000 -0.01 2
F Corfig. 03 T, T penetr Yes = = 1.ooooo 001 2
Steam Saturation 04 To, T penetr Yes 2 2 100000 -0.01 2
Calib Config 05 Te, T penetr ves - - Looooo 0.0 2
Vitual Chann. Te T penetr Yes - - 100000 0.1 2
Add Irfo Te, T penetr Yes - - 100000 -0.01 2
Te, T penetr Yes - - 1.00000 -0.01 2
Ineut T, T penetr Yes - - 1.00000 -0.01 2
& Input Module T, T penetr Yes - - 100000 -0.01 2
Allssigned Te, T distrb Yes - - 100000 -0.01 2
T, T distrib Yes - - 1.00000 -0.01 2
el Te, T distrb Yes - - 100000 0.0 2
‘g B4l T, T distrib es - - 1.00000 -0.01 2
Rapart 15 Te, T distrib Yes - - 1.00000 -0.01 2
16 T T dstrib Yes - - 100000 001 2
17 T, T distrib ‘s - - 1.00000 -0.01 2
18 Te, T distrib Yes - - 1.00000 -0.01 2
distrib Yes - - 1.00000 -0.01 2
istrib ‘s - - 1.00000 -0.01 2
Maxval Mo 2
Minval Mo 2
Delta Ho 2

This menu is used for adding comments in the header of the report

[ Comment

Dezcription

I [ S|

Templates for autoclaves

5 Lo

After having configuring the template click "Save" to save existing configuration.

New Template...

Input Template Mame

x|

|Template for autoclayve]

[ ox 1]

Cancel

x|

.
WL ) Template "Template For autoclave" saved
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Template - view report

Open the template report saved previously and click on "Report" to view the template report.

Actions

Save

Configuration

F Conlfig...
Steam Saturation
Calib. Corfig
Wirtual Chann
AddInfo

Input

& Input Module
All ssigned

=10ix]

Template

Template: Template for autoclave

SAIFL 1.0.0 6 - EN: 2567€01036-70003- 10667 - Lisensed to: Evaluation

Templztes for awtoclaves

F Config. - Steam: Z Valug= +10,0 *C; To Temp = +121.0 *C; Mn. Temp. To Cale. F Values +118,0 °C
Steam Sauration: Temp. Chan.: O1; Press. Chan.: 00; Pressure Unit: bar: Tolerance: 0,05

Calib:
at 00 - Temp. = 80,0°C; Eor Alowed = 1,0 (+-°C); Check Time = 1:00 (mm:ss)
at 130 - Temp. = 131,0°C; Eror Mlowed = 1,0 (+-"C);, Check Time = 1:00 (mmss)

ity
at 121 - Temp. = 121,0°C; Eor Alowed = 0,2 (4-°C); Check Time = 1:00 (mm:s)
Drft Alowsd = 0,10 (+:°C); Dew. Fram Refer. Alowsd = 1.0 (+#-°C); Check Time For Drift = 1:00 (mm:ss)

“rtual ehannels:
Nl = Wax(@1 20}

Printed: 12/06/2005 15:50 65, from: C:00vaIFI_0LGY.dfl

Pageiofi;l

{CBS0ES13-250A4406-63 AC-TON4C93B431 4}

[

lal L

hintal = Wing@10:20)
Dehta = h((@1:20) - hin¢@1:20)
Input Module

Chan. Func. Sat As Assign. Label Cal Mowed | Input | Output M vl Bl Dec
#00 0-10 viie “alue Fress o 010 05 0.50000 0.00 3
o1 o, T Fualue penetr drain Yes 1.00000 001 H
#o Te. T Fualug pentr Yes 1.00000 001 H
#03 To, T Fualue penetr Yes 1.00000 001 H
#od o, T Fualue penetr Yes 1.00000 001 H
#os Te. T Fualug pentr Yes 1.00000 001 H
#0g Te. T Fualue penetr Yes 1.00000 001 H
e To, T Flalue penetr Yes 1.00000 001 H
#oa Te. T Fualug pentr Yes 1.00000 001 H
#09 Te. T Fualue penetr Yes 1.00000 001 H
#o To, T Flalue penetr Yes 1.00000 001 H
1 Te. T “alue distrib Yes 1.00000 001 H
L1 Te. T Walue distrib Yes 1.00000 001 H
3 To, T “alue distrib Yes 1.00000 001 H
#14 Te. T “alue distrib Yes 1.00000 001 H
s Te. T Walue distrib Yes 1.00000 001 H
#16 To, T “alue distrib Yes 1.00000 001 H
#17 Te, T “alue distrib Yes 1.00000 001 H
#13 Te. T “alue distrib Yes 1.00000 001 2
#1g To, T “alue distrib Yes 1.00000 001 H
#20 Te, T “alue distrib Yes 1.00000 001 H

Maxval “alue Mo 2

Ml Fualue o H
Detta Fualue Ho H

Page 1/1 o
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3.2.7. Action — Calibration ( Pre Calibration)

Before starting a test study it is important to calibrate thermocouples used for test versus the reference standard in order to
calculate correction parameters to be applied during the data acquisition.

After a test study, you are requested to verify in one or more points if the thermocouples are within the specifications
defined in the configuration module.

Principle of calibration

The calibration is performed by comparing individual temperature values of each thermocouple wire to the NIST
(or COFRAC) independent temperature probe. A very accurate calibration can be performed if the RTD probe and
the calibration block are of the highest quality as specified by LIVES International.

XpertVal allows user to perform completely automatic hands free calibration by controlling data logger, reference
probe and temperature block - the block will automatically switch to Low, High and Verif set points as defined in
the Calibration Configuration

In order to perform a reliable calibration, the calibration system must be very stable. The user’s entered value for
deviation from reference allowed defines the acceptable range of the actual temperature as compared to the set
temperature (calibration temperature).

The calibration can be performed either in single-point or two-point mode

The stability of the system is defined as the value of the drift of the temperature allowed within a particular check
time for drift. When the calibration is started, the RTD temperature will be verified every one second for the length
of the check time for drift. This is to assure that the initial conformity to the user’s entered value for the drift of the
temperature allowed has been satisfied. At any time, if the drift exceeds the limit, the check time will restart. The
system stability is verified throughout the calibration and if at any time the calibration system stability conditions
are not satisfied, the part of the calibration that was in progress will be repeated after the calibration system stability
conditions have been met.

After calibration was finished the thermocouple wires are verified to confirm that the error after calibration is
within the user-specified thermocouple error allowed. This verification is performed for the duration of the check
time for error and typically performed either at the same temperature (for single-point calibration) or the middle
point for the Low and High temperature (for two-point calibration). Any thermocouple wire not meeting the user-
specified criteria of thermocouple error allowed will be set OFF.

Performing the calibration

The software will display the set point specified in the configuration and will wait until the temperature standard
drift is stable. The calibration can start only when the drift of the temperature standard is within the limits defined
by the user. Usually it is recommended to configure a drift of 0.05 °C and check time for drift a time of 1 minute.
The user normally set these configurations according to the company’s internal validation S.O.P. When the drift of
the temperature standard is stabilized the system will start thermocouple calibration.

In the low and high calibration points, the software records and displays the error of each thermocouple versus the
temperature standard and compares it with the error defined by the user in the calibration configuration.

If the error of a thermocouple is higher than the accepted error, the thermocouple will not be taken into
consideration by the system for further operations and will be highlighted in red. The cause of errors is, in most
cases, a bad insertion of thermocouples inside the well of the temperature block. In this case, if some thermocouples
are highlighted in red you can cancel the calibration and verify the way in which thermocouples are inserted in the
wells. If this is not the case, this means that the thermocouple wire is defective and it has to be replaced. Restart the
calibration after checking the thermocouples or after replacing the defective ones.

In order to eliminate the errors of the thermocouple versus the reference probe, the software will apply correction
factors using the polynomial function y = mx+b.

In the verification point, the software will apply the correction and verify the temperature values. Corrected values
will be displayed on the screen.

The correction factors will also appear in the calibration report as M value and B value.
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In "Calibration" module, click on "New"; software will verify connections between computer and the equipment
connected.

Acknowledge by clicking Ok if all connections are correct.

Click on "Start" to start the calibration and enter the calibration name.

2 %5 Equipment Yerification... ] B3
Actions © W -
FLUKE 26354 B357302 ME.9A5.02 D1.0 L0.8 - 1438400 - E3573021 - Unit °C i Ok
2B:/PC - Instrument Time: 16:00:42 /1 2-juin-05 “_J
i Instrument-PC Time Synchro will be performed when required

Start I: Ib Memory Card is OK - Size 256 K - Free 247 K - Num. Of Files 0 v’
B 0 Format MC

Calib. fig.

Frobe

LIVES Ext - 59600 - 529154-03 - Unit: °C

o Temp +B3.9E5T
Werification of Serial Number is Recommended \/
Choose the template to be used.
Double check the calibration configuration: drag the mouse Blck

. . . . . . LIWES - 3125, ATC-157B - 6/9600 - 524435-00141 - Urit: °C

to "Calibration configuration" and don't click on it. The info bull Donro: Exssl !
with calibration configuration will be displayed on screen.

[ Select Template = |EI ﬂ
25 Template for autaclay 2 5465
Template for freeze diver 12/06/05 16:05:11
=10l )]
[ o Far sosn W | ame e catir, i [
6 GV = S
. r e dn e
« wr e vae
e
e
vie
e
© o =020 T
e
i
. vie
v r o e
v o v v
I s v
" wr s v
P s v
" wor s v
v o v v
I s v
v w wr s v
New Calibration... x| e - o -
Input Calibration Mame
IEaIibration autoclavel
ok I Cancel
[ — Z

After calibration started the software will first check the drift, when the drift is within the specifications, the software will
start thermocouple calibration.

| 4 xvalfL 1.0.0.6 - No login - Administrator - Calib. “Calibration autoclave" =1of x|
Actions ] caviam
Lo Func nosgn,_ | Ll s Crvae T P xRt
— ] = o= 7 o o
RTD = +89,711 °C - Drift 0,01 °C - 0:05 J 1:00 = W w s o 0 0w
& Input Modke: 2 o o1 penetr o 89,63 002 0,080 008
Al Assigned 2 L3 T penetr oK 89,87 0,26 0,307 0,33
hi v 7 To T penetr oK 89,72 0,11 0,163 0,20
& Gid ® o o1 penetr o 9,09 02 o317 034
. . 414 13 QT distrib oK 89,70 0,09 0,143 018
Once the first step was accomplished the software will o ou o« o e
automatically switch the block to next set-point - e goe e o v s 22
a9 10T dtriy 3 89,63 0,02 0,057 0,08
414 T, T distrib oK 89,55 0,06 0,027 0,06
I |
£:00 RTD = +98,500 °C \ [ Expecting temp. +131,0 +2,0 °C
(= 1453 | | RTD = +130,678 °C - Drift 0,09 C - 0:44 | 1:00
i D 349 RTD = +89,616 °C - Drift 0,02 °C Calb.: at 90 - 0:16 ] 0:56 (mm:ss)
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Corrected data:

 -No login - Administrator - Calib. "Calibration autoclave™ =lofx]
Actions Vet 121
R < Furc. Assin Label status corvave | | cwerr. || avaemn Max ERR
o 010vie Press Disabled

ERE 3 ot 751 peretr drain oK 120,54 0,080 006

T 2 [ 11 peretr ok 12053 0,050 005
2 [ 11 peretr ok 12052 0,030 003

& Input Mode v 04 o1 peretr oK 12053 0050 005

Al ssigned 2 L3 Te T penetr oK 12052 0,030 0,03
2 [ T 1 penetr oK 12082 0030 003
2 [ 1T penetr ok 12082 0030 003
2 [ 1T penetr ok 12055 0,080 006
2 0 1T penetr ok 120,54 0,080 006
2 10 1T penetr oK 120,52 0030 003
v 1 1T dstrh oK 120,52 0030 003
v 12 01 dstrb oK 120,54 0,080 006
v 3 o1 dstre £ 12053 0050 005
v 14 o1 dstre £ 120855 0060 006
2 15 7,1 dtrb oK 120,52 0,030 003
2 16 71 dtrb oK 12052 0,030 003
2 17 71 dtrb oK 120,54 0,080 006
2 12 71 dtrb oK 12052 0030 003
v 13 71 dtrb oK 120,55 0,080 006
2 ) 71 dtrb oK 120,54 0,080 006
= 120,496 °C - Dift 0,02 °C Vert,: t 121 - 0:00 056 (mmss)

Trend during calibration

—[ofx|
Actions verk: 121 Checking for stable env.
St ol = R R R i ]
- 135 ¥ i
b Corfio J !
| |
Input i i
- .
2 it Modkde 130 f i
AllAssigned ! I
I I
View 125 : :
Gid | |
st i i
& Trend 120 ; ;
ﬁ | |
iter . .
| ! i
" = " i i
L) - ! !
TS - ! !
N - 110 : :
' - | i
™ - | :
L) - 105 : ;
F o - i i
¥ mo - | :
T =0 0 : i
M omz - . B
F w3 - ! !
- I I
¥ ma a5
¥ w5 - ! |
¥ wme - | 1
[ - L |
¥ wie - o by E g
¥ w3 £ £ £
® w0 - S 8 2
1735 1740 1745 1750 1755
Sun 12 Jun 2005
E——
Dz | RTD=+120,723 °C - Drft 0,03 °C- 0:19 / 1:00 [
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When calibration is ready the calibration report will be saved in the calibration reports list
I Actions @I
Open

Double click to open

Performed

Calibration autoclave

—
|

R R R EEE

[y ] S p—"

Save, print or send to excel file using the task bar above the report.
The reports can be saved as :

- report file |Report il [* frp) =]
- text file :
- HTML file Riich Test file [1tf)
HTHL file [*.hitm)

- csvfile CSY File [“oav]
_ BP file [ brop)

bmp file JExcel Document [*
- excel Adobe Acrobat Docyment [ pdf)

- pdffile

Error messages

Three types of error messages may appear during a calibration:

- Err(L)

- Err(H)

- OTC(orP OLorN OL)
The Err (L) or Err (H) messages means the error is lower (L) or higher (H) than the accepted error defined by the user.
Possible causes:

- The thermocouple is not inserted enough in the well.

- The thermocouple wire is not a good quality wire and can not support the specifications defined

by the user

OTC error means open thermocouple. This error will appear when:
- The thermocouple wire is cut
- The thermocouple is not connected to the data logger
- The thermocouple is oxidized above the limits
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3.2.8. Action — Verification (Post Calibration)

After either one or a succession of tests , the user is asked to verify that the thermocouples used are still within the
specifications defined by the user at the beginning of the test. This operation is called Verification or Post calibration.

In "Verification" click on New to start a Verification.
The equipment connected to the computer will be verified; click Ok to proceed.

& Equipment Yerification... — =] x| &4 Verification mode o ] 3
Instrument a
) Search for Calibration 3
FLUKE 26354 6357302 ME.9 45,02 D1.0 L0.8 - 1/38400 - 63573021 - Unit: °C POk 2
2E:84PC - Instiument Time: 18:24:26 2 12-uin-05 () Verification wo Calibration
Instrument-PC Time Synchro will be performed when required v
Mermory Card is OK. - Size 256 K - Free 238 K - Num. OF Files 1 nee Cronted
Probe
LIVES Ext - 59600 - 525154-03 - Unit: *C
Temp: +121.098°C
“erification of Serial Mumber is Recommended \/
Block
LIVES - 3125, ATC-1578 - 6/9600 - 524435-00141 - Unit: °C
Control: External

Choose the verification mode:
- search for calibration
- verification without calibration

If a pre calibration have been previously performed it will be displayed in the calibration found list.
Select the calibration and proceed.
Double check the verification configuration by dragging the mouse on Verification Configuration.

55 R¥alFL 1.0.0.5 - No login - Administrator - Verification & XValFL 1.0.0.6 - No login - Administrator - Verification
Actions. (=) WVefication - Mot Started Actions (:) Verfieation - Mot Started
Sttt | ch Func. Assign. Label Status | Ch. Fune. Assign. Label Status
e o 010 vac Press Disabled Staitver @ 0-10%de Press Disabled
il iy [ o 6T penetr drain Ve et by [ o1 T penetr drain vae
Input o 2 2 e CZ=D e Input | verification Configuration vale
2 0z 6T penetr Value value
(& Inpui Modie w o4 e, pernetr Yalue & InputM] verfy: value
Al Assaned = = = s == ] 25121 ToP. = 121,0°C Bor lowed =02 (1) Chedk Tie = 100 iss) =
: alue
& % . i o Drift Alanved = 0,10 (+}-+C); Dev, From Refer, Allowed = 2,0 (+]-4C}; Check Time For Drift = 1:00 {rmmiss) o
i o 14 o7 TeT penetr Ve b value
A& Gid 2 08 ToT penetr Yalue & Grid v o8 T, T penetr Value
2 s o1 penctr Yalue 3 0 Te, T penetr value
2 1 o1 penetr Value 3 10 Te, T penetr value
2 1 e T distrb Value v 1 o T distrib value
2 12 6T dtrb Vaive v 12 o T distib value
2 13 o1 dtrib Vaive v 13 o T distib value
2 14 o1 dtrib Vaive " 1 o T distib value
2 15 o1 distrib Ve " 15 6T distrib value
2 15 o1 distrb Vs " 16 6T distrib value
2 17 o1 distrib Value W 17 6T distrib Value
2 18 6T distrb Value e 15 Te T distib vale
2 12 6T dtrb Vaive 3 19 Te, T distrib value
2 E) o1 dtrib vaive w ES Te, T distrib value

Start verification : click on "Start" and enter the name of the verification.
After the verification was finished acknowledge the message "Verification successfully completed" - the verification
report will be added on the verifications list .

e veriicaton. ST

Input Yerfication Mame .

\;!1) Yerification successfully completed,

|Verificatic-n autoclave

ok I Cancel
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Double click to open verification report.

Actions
Save ReportAs...

Input

Verification Report

Add Info Calib. Status.
Filter (2) [
n
RebuidBepot =]
o 1200605 18:32.55
¥ w2 20005 18:3403
E s
b e
£ m i
L")
w
¥ we .
¥ w7 Max.
L") Status.
")
~ w0
¥ o
¥ w2
¥ om3
N ooma
V¥ ows
Vo owe Perfomad: 120805 18:0:51
Vw7
M wms
M owms
L]

et

ety

v
ey
a8

o oo o; oo

0 oo 000 o0
Dos 00 0 004
06 on om0

oo
& o atoctave)
Alassned
s 1o0s. S—
- e 2 e 0w
e ‘Block: LIVES 3126, ATC-1578; SN: 524436.00141; B Cortrol; Probe: LIVES Bxt; SN: 52016403
k<
e R M,
S
fy o Ao 0107 . Frm R, st 50 170 Chch T For 5t 160 )
T e R T R R
e
e ety SO TT T BT TeT Tt Ter
. e [
Sattings i

o ok ok ok ok ok
100842 1065 100822 10896 1.00%40 1.0
PR

o oo
om oo
oo 001
o om
o
on on
om 00
004 008
om oo
oo 000
o 0w
o ok
Cremes

o

T
Ve

o

T
e

1

ok ok
1 0dat 100620 1.

o

001

o0

o0t
0045
ot

I

008

o0

014

n

W e we

Tl Tl T TeT TeT
Ve Vel Vi e Ve Ve

o ok ok ok ok
0032 100708 100418 100398 100412
s 0 0% 08

o0 om0 000 oot

om 00+ 006 022 004

00 001 000 000 oot
st 00 005 008 00 0041
00 on om om 0w

Prtad: 12002005 16:4057,

s

T
Ve

ok ok ok ok
100413 100368 100440 100835
o8t

o
oo
001
o
o
o
o
om

001
oo
o

Page 1t 1
{5027500335.4120.8505 0078 ETOD 1205

o

o
e

084

o0
00
o002
004
004
o1
o0
008

o0
oo
on

i

T
e

‘080

e

.1
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Page 171 T T

Click on "Add info" for adding comments in the header of the verification report

Description

2z Comment

omments for verification report

@

=10 x]
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3.2.9. Action — Test

XpertVal

To start a new test go in "Test" - "New"; connection with data logger will be verified before starting the test.

[ Equipment Yerification... = |EI|1|
Instrument
FLUKE 26354 6357302 ME.9 A45.02 D1.0 LO.8 - 1/38400 - 63573021 - Unit: °C

2B344PC - Instrument Time: 22:51:11 4 12-uin-05

—
Mermory Card is OK. - Size 256 K - Free 238 K. - Num. OF Files 1 W

Three options are available to start the test:
- clear Hydra and search for calibration
- clear Hydra and test without calibration
- upload configuration from Hydra and continue test

Start new test using option: "clear Hydra and search for calibration"

Software will automatically display the calibration
I‘epOI‘tS aVaﬂable fOr the report; (») Clear Hydra and Search for Calibration
by default the last one is highlighted. choose one and click Ok.

) Clear Hydra and Test w/o Calibration

() Upload Config. From Hydra And Continue Test

Name

| Created

9 Calbration autoclave w

12/06/05 17.31:15

The configuration screen will appear; B 0 T S 0 S 28 2
Double check the configuration - by default the configuration ce o om T
as described in the template used for calibration will be used. ce o om oW
. Actions @ &I‘:‘:Mw E E E;E EE E;E

F Value configuration o st s

Star Tt SRR

oo iiE

F¥alue Configuration ; o o ::

Steam g ’:: ?:

72”\u'alue: +10,0 *C

To Temp.: +121,0°C

Min, Temp, To Calc, F Value! +116,0 #C Y

. ¥¥alFL 1.0.0 - N lanin - ddministr|
Steam Saturation

Saturation configuration
Termp. Chan.: 01
Press, Chan.: 00
Stat pressure Unit: bar
Tolerance: 0,05
F Conitng
Saturatign Config,
Test Eun‘r;g
“irtual Chan.
Add Info
Actions (a)
. v
Test configuration S v
Ic2
F Corfig 5
Saturation Config o
Test G Vv
Vitual'than I~

991" rest Configuration

Input| Stan Interval (himicss): 0:08
Save To Database: Yes
& Input| 5ave To Hydra MC: Yes

Fast Hydra Scan Rate: Mo
Allds| —
Start Daka Collection:
. Conditions Mot St
View|  Data Collection wil start Immediately

& Gid | ResetData:
Conitians Mok Set

Stop Test:
Conuitians Mot Set
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Actions

Virtual channel configuration

Start Test

virtual Chann. Config
Maswal=max(@01:20);
MinYal=rmin{@10:20;

4 b
Delta=max(@01:20)-min(@01:20)

If you need to modify anything in the configuration you can make it now, otherwise click on "Start" to start the test.
As described, two types of studies are available:

Distribution (Value) - used for mapping the sterilization equipment (no F value calculations)
- Penetration (Fvalue) - used for studying the effect of the temperature inside the product: temperature value
acquisition and F value calculations.

Test configuration

Define data acquisition interval “Intervals”
In the test configuration click on the “Cfg”.

Define the support you want data to be stored on:
- save to Hydra memory card (save all data on the PCMCIA card of data logger)
- Save to Dbase ( save all data in data base of the computer)

S

{iniervals | By Time | By Value |

Save To Hydra Memory Card
[] Fast Hydra Soan Rate

Hydra Interval (homm ) 008

Save ToDatabase

Define data acquisition speed — enable or disable “Fast Hydra Scan Rate”
Define data acquisition interval by using the up and down arrows.

The minimum data acquisition interval is 1 second.
Data acquisition interval in the data base is equal or multiple of Hydra data acquisition interval.
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WARNING

Data accuracy is decreased when "Fast Hydra Scan Rate" option is used.

n Bate: FA5T Ch# | CH05 | CBO6 | CHY | CWE | WP | ChID | Chl
CHG 4 ChS i ChIT e il ChIN Chil Te, T Te.T T, T Tc.T Te.T Te.T Te.T T, T

tmpt  tempt tempd  bmpd  tempd  fempd  mpd  wmpt

Tc, T Te, T Tc,T Te, T Tc,T Tc,T Tc,T Tc, T Te,T ' TEle Thle Thle Tl e Thle Thle Thle
empt  tempt  tmpd  twpd  tempd tempt  tmpt  bmpd bwpd Ho Ha H Ho Ho Ha Ho H
ke Tie  Vale Tie  Vale ke Ve Vale F e F i} ] 1] mn 10 10 ] 1]
Ha Ho Ha Hao o Ho Hh Ha ] -0 - -0yl -0 -am - - -y

m n m 1 1 Lo 1 1n 1n Iug Tez Tnz ez Tz Leg Tez Ing
-001 -001 -001 -001 -0l -0l -0l -0,01 -001 - . . . . . . .
g g g Deg Ieg  Deg Deg  Ivg  Deg
- - - - - - - - - +21; H16) 2L +lA #3172 HLW Hd 2l
+H1f5| Al T HAlA 43217 HLs HILE

HES 4O RS RS B 400 RS 48N+ | sl 2 L@ LM HLR HL% 0L
R 4EE RS 4ES +RM 4EE R0 +Rm 4 + 1A 4T 4l 4l AL AL 4L
+X 30 +22 10 +1d0 +22 40 +22 40 +2 30 +2210 +2 10 + +2 +alad +aL +2152 +2172 +215 +al# +a5
+2= +2210 +240 +1230 +E40 +13 +ELE +I100 + +217 +2L41 +Lm +2L65 +2L75 +2L51 +aL57 +213
+XE +22 10 +X40 + A +040 +I 3 +0 +1190 + +ILr +aL451 +LT +2162 LT +1157 +2157 +21 =
4105 4206l 4L 4@ 4R ML 4T 420
Fast Hydra scan rate used Fast Hydra scan rate not used
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Delayed Start, Reset or Stop data acquisition

By Time
Data acquisition can be configured by the user for delayed start, reset or stop.

IS =
Inervals By Time | Bypalee |

Enable Time Triggered Start OFf Data Collection

Reset even if Data Collection Already Started

Start Time | Today S b8 | O omm (44 | O

Enable Time Triggered Data Reset

Reset Time Today S ohh 18 S mm 44 5

# Enable Tine Tiggered Test Durstiors

ErdTime Todsy | & R (18 | Somm (44

- Automatic start of data acquisition: data acquisition will start at a moment defined by the user.
- Automatic reset of data acquisition: data acquisition will be reset at a certain moment defined by the user.
- Automatic stop of data acquisition: data acquisition will stop at a moment defined by the user

An error message appears if the time interval is not defined correctly

¥¥alfL 1.0.0.6 |

@ Stark Time in the past,
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By Value

Enable Start based on Temperature Value

Principle of operation:

XpertVal

In order to Start, Reset or Stop the test based on the temperature or F Value it is necessary to program the conditions to be
satisfied for performing this operations.

First define the type (Value or First or All or Average);
Then define the channel (or group of channels)

Then define the “assignment” or “set as” for this group of channels
Then define the condition : above or below

Then define the value of the temperature of F Value

Data acquisition can be programmed based on

any channel

- value of above or below a temperature defined by the user
- Fvalue
- value avg.
- current channel ...
- any assigned as ...
- any setas ...
=lolx =lolx =10l
Inkervals | By Time By Vae | Inkervals | By Time By Vae | Intervas | By Tine ByVabue |
Enable Value Triggered Start Of Data Callection Enable Value Triggered Start Of Data Collsction Enable/alue Triggered Start Of Data Collection
Reset even if Data Collection Ateady Started Reset even if Data Collection Ateady Started Reset evenif Data Collection Afready Started
Curent || Vaus ¥ ofChanrel ¥ 0 v < (w1000 $ Curent ¥ Vaus ¥ ofChanrel ¥ 0 v < (w1000 $ Curert [MJ Value [V ofChannel | o ¥ < [wj[1000 :
8 =
Bny Fiahic 3
L Value v 10
B8 v Triggered Dt Peset Enable Valus Triggered Data Reset Enablealue Triggered Dats Fieset n D
T3 ool Dl on At Pess Throughite Vake T3 ool Dl on At Pess Throughite Vake ] Reset Onl on Retun Pase Thiough e Vakie |7
Curent |v| Ve v oiChewel vl 0 |v|< v 1000 - Curent |v| Ve v oiChewel vl 0 |v|< v 1000 % Curent [v| Vake v ofChamel v} 15 &« w100 :
Enable Value Triggered Test Duration Enable Value Triggered Test Duration Enable'alue Triggered Test Duration
Curent |v| Vele v olChamel ¥ 0wl < v 1000 - Curent |v| Vele v olChamel ¥ 0wl < v 1000 - Curent [} Vebs W] ofChennsd Jo] 0 [V < 41000 :

above or below a temperature defined by the user

- ofall assigned as ...

- ofall setas ...

SIS SIS
Intervals | By Time By Vake | Intervals | By Time By Vake |
Enable Vialue Tiiggered Start 0f Data Colection Enable Vialue Tiiggered Start 0f Data Colection
Reset even if Data Collection Already Started Reset even if Data Collection Already Started
Ay v Vaue v ofAlbssignedas |  Press v < v 1000 = Ay w| Vaue v ofAlbssignedas |  Press v < v 1000 <
of All Assigned as
F¥alue of All Set as
Value g
Enable Value Triggered Data Reset Enable Value Triggered Data Reset
[ Reset Ory on Retum Pass Thiough the Vake [ Reset Ory on Retum Pass Thiough the Vake
Curent [v| Value v ofChawel  w o v < w1000 Z Curent [v| Value v ofChawel  w o v < w1000 <
Enable Vialue Triggered Test Duration Enable Vialue Triggered Test Duration
Cutent |v|  Vahe v oiChavel v 0 v < w1000 3 Cutent |v|  Vahe v oiChavel v 0 v < w1000 5

SEI
Intervals | By Time By Vake |
Enable Vialue Tiiggered Start 0f Data Colection
Reset even if Data Collection Ateady Staited
Ay w| Vaue v ofAlbssignedas |  Press v < v 1000 3
penelr
distib
Enable Value Triggered Data Reset
[ Reset Ory on Retum Pass Thiough the Vake
Curent v Value v ofChanel i v < w1000 <
Enable Vialue Triggered Test Duration
Cutent v Vabe w|  ofChamel v 0 v < w1000 s

Cancel
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- all channels above or below a temperature defined by the user

- ofall assigned as ...
- ofallsetas...

i i i

Intervals | By Tine By Valus |

Intervals | By Tine By Valus | Intervals | By Tine By Valus |
Enable Value Triggered Start OF Data Collection Enable Value Triggered Start OF Data Collection Enable Value Triggered Start OF Data Collection
Reset even if Data Collscion Akeady Stated Reset even i D ata Collsction Alady Stated Reset even i D ata Collsction Alady Stated
Al [v| vabes v cidssigredas v| Pess v < |v]1000 z Al [v| vabes v cffssigredas v| Pess v < |v]1000 z Al [v| vabes v cffssigredas v| Pess v < |v]1000 z
FVakies of Set as penetr
Value Avgs. distib
Enable Value Triggered Data Feset Enable Value Triggered Data Feset Enable Value Triggered Data Feset
(] Reset Only on Retum Pase Through the Value (] Reset Only on Retum Pase Through the Value (] Reset Only on Retum Pase Through the Value
Curent | Value v ofChanel v 0 v < v 1000 5 Curent | Value v ofChanel v 0 v < v 1000 = Curent | Value v ofChanel v 0 v < v 1000 =
Enable Value Triggered Test Duration Enable Value Triggered Test Duration Enable Value Triggered Test Duration
Curert v Vae v ofChemel v 0 ¥ < |v|ioop * Curernt (v Vaue v ofChsmel v 0 v < w|1000 < Curert v Vae v ofChemel v 0 v < v|100 s

- average of above or below a temperature defined by the user

- ofall assigned as ...
- ofallsetas...

S i

Intervals | By Tine By Valus |

i

Intervals | By Tine By Valus |

Intervals | By Tine By Valus |
Enable Value Triggered Start OF Data Collection

Enable Value Triggered Stat OF Data Callection

nable Value Tiiggered Start OF Data Collection
Reset even if Data Collscion Akeady Stated Reset even i D ata Collsction Alady Stated Reset even i D ata Collsction Alady Stated
fug | Vel v cfAllAsigredas v Press vl < w1000 z fug | Vel v cfAllAsigredas v Press vl ¢ w1000 z fug | Vel v cfAllAsigredas v Press | ¢ w1000 z
FVakie of All Set as penetr
Value Avgs. distib
nable Value Tiiggered Data Reset Enable Value Triggered Data Feset Enable Value Triggered Data Feset
(] Reset Only on Retum Pase Through the Value (] Reset Only on Retum Pase Through the Value (] Reset Only on Retum Pase Through the Value
Curent | Value v ofChanel v 0 v < v 1000 5 Curent | Value v ofChanel v 0 v < v 1000 = Curent | Value v ofChanel v 0 v < v 1000 =
nable Value Tiiggered Test Duration Enable Value Triggered Test Duration Enable Value Triggered Test Duration
Curert v Vae v ofChemel v 0 ¥ < |v|ioop * Curert v Vae v ofChemel v 0 v < w|1000 < Curert v Vae v ofChemel v 0 v < v|100 s
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Enable Reset based on Temperature or F Value

The Reset of the test can be programmed based on temperature value or F Value, options are similar to the previous option
(Enable Start based on Temperature Value) even for the F Value.
=100

Intervals | By Time By vake |

Enable Yalue Triggered Stat 0f Data Collection

Reset even if Data Collection Already Started
Avg. w| Vaue v ofAléssioedas W Press v < v 1000 >

Enable Value Triggered Dats Fieset

[ ] Rreset Only on Retum Pass Thiaugh the Value

Curent |w| Vabe v ofChamel w0 v o [vip H
Any
Ll

Avg,
cnaus veaws Triggered Test Duration

Curent | Vaue v ofChanel v [ v < [vimp s

Stop Test based on Temperature or F Value

The Reset of the test can be programmed based on temperature value or F Value, options are similar to the previous option
(Enable Start based on Temperature Value) even for the F Value.

(G|
Intervats | By Time By¥alue |

Enable Yalue Triggered Start OF Data Collection

Reset even it Data Collection Already Started

Avg | Vale v of dll Assigned as v Press v < v 1000 -

Enable Value Triggered Data Reset

[ Rieset Dnly on Retu Pass Thiough the Value

Currernt  » | Value A of Channel v o v | < w1000 -

Enable Value Triggered Test Duration

Curert % Wale ¥ ofChannel v 0 v < w1000 ¢

Ay
Lo
fvg
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Start Test

In test configuration disable all options "By Time" and "By Value", define interval = 10 sec and start test.

Input Test Name

INew Test

o]

Cancel |

Values will be real time displayed on screen for all channels as defined in the template.

() | o Func. Assign. Label Status v, | pw
2 ol 0-10 ¥dc Press. ok 0,102 -0,0145
v oo 16T penetr drain ok 23m 23,886
s et v w2 T penetr ok 208 2395
v [i=] Te, T penetr ok 23,89 23,973
Saturaton Statis oo w | = o« zmes  men
2 s T T penetr ok 23,92 23,989
v s 16T penetr ok 23,02 23,985
bddInfo v oo T penetr ok 29 zman
v L] Te, T penetr ok 23,84 23,894
Inpug v o T T penetr o 738 23,929
& Input Mockie 2T T penetr ok 2385 2599
aiasigned v oou T T detrb oK 28 e
2T T dstnb ok 205 e
View 2 13 Te, T distrib ok 23,92 23,982
2 o v T T distrib ox 23,8 23,905
i
2 15 T T distrib ok 23,93 23,984
Repart
CITS 16T distrb, ok 287 23,953
Trend
v T dstnb ok 28 a0
Statistics.
v 13 Te, T distrib ok 23,92 23,993
Salustion 2Rt T T distrib ok 2373 mEm
Ve RE v oo T T dstib ok 2385 2ol
¥ Maw ok 23,83 24,000
v wnval ok 27 e
v Dela or 0,20 0,198

Min,
0,164
23,82
23,88
23,89
23,84
23,92
23,02
23,91
23,84
23,85
23,93
23,87
73,85
23,92
23,84
23,93
23,87
23,83
23,92
23,73
23,85
23,93
23,73
0,19

|

[ [ DataColect

Actions

Reset Test

Saturafion Status

Test (Template): lew Test (Template for autoclave)

IFL1.0.0.6 - $N: 26874-01036-73003-10662 - Licsnsed to: Evaluation
s 1 1; Hydra I

vl
Hydra 1d: 6357302 - Mo

il channels
= ox(@1:20)

miss); Scan Rate: SLOW
F Cantig. - Steam; Z Valug= +10.0 *C; To Temp.= +121.0 °; Min. Temp. To Cale. F \alues #1150 °C

Vinkal < Mn(@A0-20)
Dieka = bax(@1:20)- MN(@1:20)
Tameatme | poion | #15 | #1s | #a | waoa | wnva | Dewm | ror | e | s | ros | ros | oo
Addirfo sty thmmssy e, ToT TeT ToT T W1 Wl Tl Tl Tl Tt
o Wl Ve e Cale b Calb.  FlAle FuAus FlWus Fleie Fisle Flaus
e cal wooomom - mooonom ow onom
Input N
ok ok ok - oK ok ok mc ok 0K
& Input bodule 100505 100890 10034 S LD 100640 100B2 100995 10040 1.00855
06 08 060 - am  om  am os 0m 038
Allhssigned gk dmib ik < b penar  penar  pener  pener  penar
- - < wmn - -
View (2]
a8 N me mm o} me ;W oW oo 00 00 08 0p
19811 mes  mM o\ me B oW o0 00 00 08 0p
Gt 19:51.00 2306 2377 2387 2307 23,77 020 oo 00 00 0.0 00
A& Report 18:81:07 w7 W WA M0 BT 033 0D o 00 00 00
105125 By ®mN nmw me {02 o 00 00 08 08
i) 19:61:33 407 388 308 408 2388 020 0o 0o 00 0.0 00
Statistios o191 B T Y e AT BT BT S Y S B '
105140 2406 ;e :ee 08 ;e 0l o0 00 00 08 0p
Saturation 18:5157 394 2375 T8 384 Faxi) 0.19 0o 0o 00 0.0 00
Tk R 195205 2400 ;s nee 04 ;s oW op 00 00 08 0p
ren 1405 mE n}ee w03 BmE 0w oo 00 00 08 0p
104221 2400 mm ;e w01 m@  om op 00 00 08 0p
Filter a3 mer mI o} me B3 0w op 00 00 08 0p
5237 100 BB W M /W 0w 0@ 00 00 08 0g
Febuid Fepot: =} 105206 e 4 ;s mE: mad oW op 00 00 08 0p
rns mes @ .m S W™B 0w 00 04 00 08 0D
¥ 401 195308 mes 7 26 mes a8 o oo 00 00 08 0p
05317 nee  mm nw .0 BmW 02 op 00 00 08 0p
¥ ¥ 402
¥ [V 403 Page22 | ]
D24 Qoo [ |5 [ Dota Collet
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Click on "Trend" to see real time trending for all channels

&3 XValFL 1.0.0.6 - No login - Administrator - Test: "New Test™ -[Ol x|
Saturation Status = e = = == == s == s s == == o s == ==
oW @ mv  ow v ow  mw o e mv tw  me e e wv G me e e mv

Add Info

Input

2 Input Moduls
A1l Assigned

View

Giid
Report
& Trend
Statistics
Saturation

Templats Raport

Filter

19:55 20:00 2005

hon 13 Jun 2005

| & [ Data Colect

@150 (5 oot

Select or unselect the channels to be displayed on screen: right click on green zone where the channels are displayed and
choose one of the options.

Filter
T}
7 Maval

(2)
=

« Show Annotations
" Dela
Select All
51609 E_m UnSelect Al

Select only Fyalue
Select assigned as
Select assigned as

30

20

"Press"
"penetr”

Select assigned as "distrib”

St lue

Trend Setup...

Mark Data Points

Thin Line
Thick Line
Medium Line
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Click on "Statistics" to see intermediate statistics; click on "Reset Test" to calculate statistics from start test to end test.

Reset of Calculated Values during Test Study:

In order to either mark the beginning or the end of some operations or actions, the user may reset the calculated values of
the data logger. When resetting these values, the old information will still be available in the test report. The “Reset”
message appears on the report and on the trends.

This will also be a mark for the Statistics calculations.

The main purpose of the “Reset” function is to clearly define an interval inside which the users need to make the specifics
calculations.

The data logger will automatically calculate:

Between the Start and the first Reset

Between two successive Resets

Between the last Reset and the End

The users have the possibility of making calculations for the chosen period. In this case the user needs to:
Choose the interval

If the calculation is done between two successive Reset :

Start interval = first value after the first Reset

Stop interval = last value before the second Reset

Example: To delimitate a sterilization interval, reset values as follows:

Define the beginning of a sterilization interval:

When the minimal value of all thermocouples is higher than 121°C or
Manual synchronize with the autoclave indication of sterilization interval start
Define the end of the sterilization interval :

When the minimal value of all thermocouples is lower than 121°C or

Manual synchronize with the autoclave indication of sterilization interval stop

Push on the “Reset” button at the beginning and at the end of the sterilization interval.
A message will appear reminding the user that the test is about to be reset and will ask for confirmation. Click on “Yes” to

proceed or on “No” to cancel.
All the values will be reset, and then the system will restart the calculations from the reset moment chosen by the user.

N

kS|

Reset the Test,..?
Statistics Report All Calculated Yalues will Reinitialize. ..

Test (Template): llew Test {Template for autoclave)

SOAIFL 1008 - SN: 266740106-:79003-10892 - L
Hydr 1483573021 Nl I: 1 Hydra nterval: 008 (- Man
Dt 8 Tme m W o | owe | w0 | a0 =
@y thmmss) R, T Tl T T T Tl T T T Tl TeT
Sat e A Flse Fldue Fldue Flke Fllue Fldue Fldue Flele FiBue e
Used Cats.: Caliraton oot
Calb. Status o« Kok Kook ok ok ok
i e 10mes o0 100eas 100665 TG 1004 100626 10D 100308
7 p

[ om  am om0

ses ol
[y
|
Reset Test
Statistics Report
St Test (Template): New Test (Template for autoclave)
AIFL 1001 - 51 207401020-7800-1052 - L
Vs 00057021 - g 16 11 s vl 5.0 O
s
AddInfo i @
i = i @10.20)
D M1 @1 2)
Input o ) ot auon |t | | e we | ms | e | e | me | me | wn | mn
2 Input Modu | T T Te T TeT Tl Tl Tl Tl Tl Tl TT ToT
= Input Modue et Flolue Fislue i Fiolue Fiaue Flslue Flale  Fialue  Fialue Flalue Vel
- Al signed et Cat
¥ o :| o oo o o o ok o o o ok ok
g i 1009 1omed 00TR 100 10044 000G 100D 1003 1006 1002 100208
v View
L") 22172 < ol L) Bl 071 oM w7 4@ 07 075 0% 47 075 0% 0
Gon Qws | | [ DaaColect I o sesn. penetr pendr pener  pevtr  penetr  pener et pener  penetr pener b
[y an .
Repot
Trend s tamons o052 o
e
A& Staistes F Config.- Steam, Z VAlue= +10.0 ; To Temp.= +121.0 °€: hn. Termp. To Calo. F Values +115.0 ¢
Bt o mo ma me me s ne  ne me mes  ne ma
v e m0 RN WG MT RO RM MO e B
Templte Repart Rang wor s s sms  mes  me sa @ me @4 ol
o Wi maw e wme e wem e wm WM W 4
Filter 5 [ 60 oo os oo o0 0e oo o0 00 08
Fietuild Feport 3
¥ :l =
¥ e ii
v B
s M K1 ]
@ 1043 (D 00:04 [ | [ [ Data Collct |
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Click on "Saturation" to see saturation report

5 XvalFL 1.0.0.6 - No login - Administrator - Test: =10f x|
Pl . e =
Actions o =
TREE ATET T T T AT Teeatng - |
0605 200109 221 onss 025709 [ Qvemeating
Fieset Test 0B 2001217 gm0 0,20848 055t Oveezting
08 20:01:23 R osaer o 0gi1a2 g1 Oveezting
008 200131 5g1 01 ot o011 Oveezting
T 130605 20:01:39 ses 0184 06366 0.osass Overeating
068 200147 sz 0 057108 0770 Ovemeating
130608 20:01:85 see 0 0.6z 0.az7 Overeating
130605 20:02:03 ofF e POl . . ERRDR
AddInfo
Input (A
A& Input Module
All Assigned
View (&) Bl
Giid -
Fieport 4
Trend j
Stalisics =] [Page 22 ‘ >
T 14 [ ooe [ 5can(s) | [ Data Collect |

Click on "Template Report" to see template report

=101x]

Actions

Reset Test

Template {CB0ES13.2682 4006335570
Prrted: 13/06/2008 195724, from: G,
Saturation Status
Template: Template for autoclave
HVAIFL 1.0.0.5 - SH: 25674-01035-72003-10661 - Livensed to: Evaluation
e: sLOW
F Config. - Steam; Z%alue= +10.0 °C; To Temp.= +121,0 °C; hn. Temp. To Calo. F \alue= +115.0 %0
Staam Saturation: Temp. Chan.: D1; Prasz. Chan.: 00; Preseure Und: bar; Tolaranse: 0,08

Addlnfo

cait:
21 90 - Tamp. = 90,0°C: Emor Alowed = 1,0 (4.°C); Cheok Time = 1.00 (mm:ss)
0

Input 130 - Temp. = 131.0°C; Bror Alowed = 10 (+1-°C); Check Time = 1:00 (rm:ss)

ity
121 - Temp. = 121.0°: Eor Alowsd = 8.2 (+°C); Cheok Time = 1.08 gmimiss)
A Input Module

it Alowet = 0,10 (- C): Dev. From Refer. Alowed = 2.0 G- %€, Chesk Tme For Dift= 1:00 fm:ss)
Al Assioned
il chanpsis
eyl = W @1 20)
View Bin'vl = Wan(@10:20)
Oeta= bhar(@120) - Mn(@1:20)
& Input Module
Chan Func s = Uobel [ Cal Alowed || Owpu | Mva Bl
Report
00 0100 [ Prass o s 05 osmm 0w
Trend
o 0.7 Fuaue penetr arin ves 1oom o
Bl #02 Te. T Fualue penetr Yes 1.00000
Saturation #03 T T Falue penetr Yes 1.00000
& Tenplate Repart w04 e T Fualue penerr ves . . 00000

05 .1 Fuae senetr Yes 100000
[Pagedr | gl

I 5
as 3 0003 | I [Data Callest |

Stop the test - click on right upper corner

10l x

Choose the first option to terminate test - "Terminate and stop Hydra". The logger and the software will stop collecting
data and the report will appear in the test list.

. 1=

(#) Teminate and Stop Hydra... Ok

() Teminate and Continue Hydra Scan without FC...

—
)

() Temninate and do NOT change curent status of Hydra...

[ Lock Front Pane! After Temination |
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There are three ways of stopping the test.

Stop the software and the data logger acquisition simultaneously

Click on “Cancel” and choose the “Terminate and Stop Hydra” option
[ Test Termination... o ] 4|

(#) Teminate and Stop Hydra,.. L Ok J
() Teminate and Continue Hydra Scan withaut PC...
Cancel

() Teminate and do NOT change curent status of Hydra,

| [ Lock Front Pane! After Temination |

Stop the software and do not stop data logger acquisition — user may change data acquisition
interval

Click on “Cancel” and choose the “Terminate and Continue Hydra Scan without PC...” option

[ Test Termination... ngil Ir'“-! Test Termination ... - Inlﬂ

() Terminate and Stop Hypdra...

(®} Terminate and Continue Hydra Scan without PC. Cancel

() Terminate and do MOT change curment statuz of Hydra. . 5 ave to MC

| [] Lock Front Panel After Termination | Test Time Capacity of MC: 05:00 [hh:mm)

Hydra interval [hh:mm:zs] (010 =

it

The user can modify the interval of data acquisition by using the up and down arrows. An indication of the available time
for saving data onto the PCMCIA card will be provided to the user.

Stop the software and do not stop data logger acquisition — user cannot change data acquisition
interval

Click on “Cancel” and choose the “Terminate and do NOT change current status of Hydra” option.
By choosing this option, the user has the possibility to start a new test with the same settings already loaded in the data
logger.

[ Test Termination... ol x|

() Teminate and Stop Hydra... Ok

() Teminate and Continue Hydra Scan withaut PC...

(#) Teminate and do NOT change curent status of Hydra...

[ Lock Front Panel After Temmination ‘
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Test Report

Double click to open the report.

XpertVal

Add information about the equipment which is validated using XpertLog: click on "Add Info" and double click on the
equipment choosed form the list. Information corresponding to this equipment will be add in the header of the report.

=lolx] Test Data Report
Description
(Al Test (Template): Hew Test (Template for autoclave)
006 - SN 2667401026-T0002-10562 - Licenzed to: Ewalugtion
Equip. Info; Autoclave FED-005; Serial Mumber; 12348-67890; Location: Production
injectablas autaclawve
B SF3021 - Medule M: 1; Hydra Interval: 0008 (hhommiss); $ TeLowy
F Config. - =eam it -2 —FeTermpr=—t TTAn. Temp. To Cale. F Walue= +118.0 °C
& “drtual channels
Wwixval = W@ 20

Hame
+ Autoclave FED-005

Wil = hing@10:20)
Distta = bk (B0 300 - i@t 200

Create trend report:

Click on "Trend" then "New Trend Report Page" to cr
Enter the name for this first page and Ok.

JRIaT)

Description

a4 & Lo
&

eate new pages in the trend report.

e
Dezcription
z00m temperature] ()
M

Enlarge the dwell of the report then click on "New Trend Report Page" to create a new page in the trend report
Then click on Trend Report - the trend report will have two pages containing information defined previously.
Follow the same procedure to add extra pages in the trend report.

& XValFL 1.0.0.6 - No login - Administrator - Test Report

Actions

© NEEARE )

Save Report As

Input

& Input Module
£l pssigned

View

Report
Trend
Statistics

& Trend Report
Saluration
Template Repart

Test Image

Image Report

Trends...

13/06/2005 20:43:51
13/06/2005 20:45:30
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Insert image in the test report

Click on Test image then on the image icon

|izz ¥¥alFL 1.0.0.6 - No login - Administrator - Test Repork

Save Report Az

Define the location where the image is stored to insert it in the report; Click on "Image Report" - the image report was
created automatically by the software.

PRTEIES]
=[of x|
@&
Testimage [ E |
Input
Input
2 InputHodde
& Input Modle AllAssigned
Aassigned
Viexg Report
Report ] A
- Statistios -
Son Trend Repot
Trend Repor Seetin
Ssmaion Tenpiate Repot
Templte Repatt it
& Temimn | Imege Repot
Image Repon
Settings
F Corf. ] || mlf =
‘Saturation Corfig. e
Repot ntervals. E = -
Assin Ve
Vitua Chan
Addinfo
=
£}
0]
7
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Save report in order to sign the test report

Input Repart Mame L]

\l‘) Report: "autoclave Validation Report” saved,

IAutocIave Yalidation Repor

(]9 I Cancel

The report will be saved as a sub-report of the main report.

| Name | 4 Caompiled | Instrurnent | Scang | GUID
=l
B Test2 13/06/05 20:21:27 63573021 22 {0 495957-D5l
F Hew Test 13/06/05 15:50:50 B3573021 155 {7EBRI42A-A3]
< | i
ame | Created \‘\ Reviewed |
= Autoclave Vﬂjaliun Feport 13/06/05 20.52:56 -
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Data Logger used as stand alone unit — data acquisition without computer

Data is stored on two media during data acquisition:
- PCMCIA card
- PCfile
In order to use the data logger as a stand-alone system:
- Configure and start a new test study from the computer
- Once data starts being stored on the computer, click on “Cancel” and then choose the test
termination with option 1 or 2
The software will stop, but the data logger will continue storing data. The data will be saved on the PCMCIA card.

[ Test Termination... o [l

() Terminate and Stop Hydra...

Ok
(#) Teminate and Continue Hydra Scan without PC...
Cancel

() Terminate and do MOT change current statuz of Hydra...

| [ Lock Front Panel After Termination |

(Option 1)
=101 x|
() Temninate and Stop Hpdra. . Ok
() Terminate and Continue Hydia Scan without PC...
@ T::E:::t: ::d d:l r;ilgl'lj'echﬁ;nje ccuTe:tl stDaLtJus of Hydra...
| [ Lock Front Panel After Temmination ‘
(Option 2)

In order to stop data logger’s acquisition there are two options:
- Connect the computer and start a post test calibration
- Push on “SCAN” button of the data logger.
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XpertVal
Read data from the PCMCIA card
Data stored on the PCMCIA card is available for the user:
- Byreading data from the card inserted in the data logger
- Byreading data from the card inserted in the computer
In "Test" click on Import from PC/Hydra" to recover data from the PCMCIA card of the logger
[z X¥alFL 1.0.0.6 - No login - Administrak: .'h,'s Equipment Yerification... - IDIEI
Actions (=} Instrument
e FLUKE 26354 B357302 MEB.9AB.02 D1.0 LO.8 - 1/38400 - 63573021 - Unit: °C Ok,
2B24/PC - Ingtrument Time: 20:59:48 / 13-uin-05
Hew temary Card iz OF. - Size 256 K. - Free 217 K. - Mum. Of Filez 4
Combine Test vr
Irnpiort frﬁm PC/Hydra...

The reports available on the PCMCIA card will be displayed - choose the file to be imported and click Ok.

X

'r Hwdra Scanning (if in progress) will be terminated.
.

Proceed. ., ¥

[an
P [T Y SEmpore.
| fom it | mport from Hydra | trom File |
Hame [ sl | D ateTime | Mame | see | DateTime [
GADATOOHYD 8274 1240642005 16:26 QADATONHYD 8274 12/06/2005 16:26
EADATOLHYD 15705 1340642005 1350 ADATO HYD 15706 13/06/2006 1950
EADATO2HYD 2938 1340642005 20:21 @DaTo2HvD 2538 13/06/2005 20:21
EADATO3HYD 2266 1340642005 2056 HYD i

T

Imp

’a

Cancel

[] Save to... D Save to.
$[Program]shfiles D $[Program]hhfiles E]
Click Import and name test report
[=dmport.. g =l |
from Hydra | from File | [ Irnpart ]
Mame I Size I DateTime I
[ |

% DATOOHYD az2vd 1240642005 16:26
@ DATOT.HYD 16706 1340642005 19:50
I DATOZHYD 2938 13406/2005 20:21
DoaT02HT Er

Loading file: DAT 03 HYD

Farmat MC

— I

Ihput Test Mame

|Test imparted

Save to...
Lt - kK I Cancel
$[Program]shfiles
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The file will be imported in the test list

|8 X¥alFL 1.0.0.6 - No login - Administrator - Tests

Actions | k) T e e e
{DD39EFA0-A!

13/06/05 20:56:20

13 New test 1. E3573021

Open

Test Data Report

Test (Template) Test imported

WvalFL1.0.06 - SH: Z667401036-79003- 10562 - Leensed to: Bvaluation
Imported from Hydra 10: 63873021 (130605 21:06:16)

Click on the “From File” tab to get the data from a file in the server (if the data from the PCMCIA card has been stored in
the company’s server) or from a location in the computer where data has been previously stored or click on the “From
Hydra” tab in order to get data from the card inserted in the data logger.

Read data from the PCMCIA card in the computer

OS Windows 98

In order to read PCMCIA card data directly from a portable computer (OS Windows 98) you need to insert two control
lines in the “config.sys” file as follows:

“device=c:\windows\system\csmapper.sys”
“device=c:\windows\system\carddrv.exe /slot=n"  where n = number of PCMCIA slots
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4 XpertVal Technical Specifications

4.1 XpertVal - Thermal Validation System Uncertainty

XpertVal Validation system uncertainty - under worst case, after thermocouple calibration:

Data logger Hydra:

@121°C@250°C
Conformity error: 0.02 °C 0.04 °C
A/D Conversion error 0.02 °C 0.02 °C
Compensation error 0.1°C 0.1°C
Total logger uncertainty: 0.14 °C 0.16°C
Calibration equipment:
Hart Reference probe 0.021°C 0.04°C
Smart Display 0.01 °C 0.02°C
Temperature Block 155/320 0.02°C 0.02°C
Total calibration
Equipment uncertainty: 0.051°C 0.08°C

Total XpertVal validation system uncertainty:

A°- (sum of data logger and calibration equipment) 0.191 °C 0.24°C

B° - (cf guide AFNOR XP X 07-020 — square root 0.143°C 0.167°C
of the sum of squares of each uncertainty)

Total system uncertainty maximum is: 0.191°C @ 121°C & 0.24°C @ 250°C
Total system uncertainty typical is: 0.1°C @ 121° & 0.1°C @ 250°C
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4.2 Data Logger Hydra

Analog channels: 20 by module

Thermocouples: LK,N,E, T,R,S,B,and C
Measures in °C or °F

Functions
- Validation mode ( with XpertVal software)
- Independent ( data logger)

Impedance channel: input minimum 100 MQQ in parallel with a capacity of maximum 150 pF.

NMRR: - 47 dB minimum @ 50 Hz
- 53 dB minimum @ 60 Hz

CMRR: - 120 dB minimum @ 50 or 60 Hz, 1 kQ lack
- 120 dB for continuously voltage, 1 kQ lack

Maximum input voltages: - 150 Vcc or Vca eff.

Thermocouple open detection: the injection of a small alternative signal and the utilization of a detection techniques
before each measure, permit to detect a thermocouple open if the resistance is between 1 et 4 kQ.

Power supply: 90 4264 Vca 50 or 60 Hz
- Battery of 9 to 16 Vcc (automatically commutation between the source and the battery,
without electric alimentation interruption)

Dimensions: 9,3x21,6x31,2cm(hx1xp)

Weight: 3Kg
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4.3 Temperature standard

Temperature display:

Technical specifications:

- Resistance : 100 ohm nominal &+ 0.1 ohm a 0°C
- Temperature range : -200 a 500 °C
- Material: inconel
- Hysteresis < 0,01 °C a 0°C with extremely points —183 et 420 °C
- Accuracy: - £0,018°C @ -196°C
- 0,018 °C @ 0°C
- £0,019°C @ 200°C
- £0,023°C @ 420°C
- Dimensions: Type 5612: 0,187 "dia. x9" (0,475x%x 22,86 cm)
Type 5613: 0,187 "dia. x6" (0,475x 15,24 cm)
Type 5614: 0,25" dia x12" (0,635 x 30,48 cm)
- Model: HART

Reference probe:

- Temperature range: -200 4 650 °C
- Resistance range: 0 to 400 ohm
- Probe: 25 or 100 ohm
- Parameters: ITTS-90, IPTS-68 or Calendar-Van Dusen
- Accuracy: - +0,006°C @ 0°C
- £0,009°C @ 100°C
- £0,012°C @ 200°C
- £0,018°C @ 400°C
- £0,024°C @ 600°C
- Temperature coefficient: <0,5 ppm/°C,
- Temperature resolution: 0,001°C
- Resistance resolution: 0,0001 ohm
- Calibration: The coefficients are corrected in the equipment during the annual calibration. The

formulas for ITS — 90 are stored in the thermometer’s firmware.
The display shows the real temperature

- Display: 8 digit, 7 segments LED
- Dimensions: 14,3 x 18,1 x 6,1 cm

- Weight: 1 Kg

- Type: HART

SOFTWARE:

The RTD Thermo software of LIVES International allowes:
- Display up to 9 reference probes in the same time (HART probe or intelligent probe IRTD)

- Trace the report under EXCEL with the continuously record of the 9 probes
- Useful for the probes calibrations in the field
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4.4 Temperature block

Type: LIVES ATC-15 ATC-320 ATC-650
Temperature range: -30to 155 °C 50 to 320 °C 50 to 650 °C
Diameter of validation insert: 26 mm 26 mm 26 mm
Standard insert depth: 150 mm 160 mm 160 mm
Accuracy: +0,19°C +0,26°C +0,39°C
Stability (with standard insert): +0,02°C +0,02°C +0,03°C
Homogeneity between insert’s well:  +0,02°C +0,01°C +0,05°C
Vertical homogeneity on 40 mm +0,05°C +0,10°C +0,40°C
Screen and programming: LCD LCD LCD
Temperature from ambient to max: 23 min 7 min 27 min
From Max to 100 °C: 3 min 22 min 43 min
Automatically commutation test: Yes — Open, Closed, Hysteresis
Programmable grade: 0,129,9 °C/ min

Auto pas : Yes—upto 10

Power supply: 230 or 115V @ 50 or 60 Hz

Dimensions: 241 x 325 x 139 mm

Weight: 12,6 Kg 10 Kg 12 Kg
Protection class: IP 10

Important characteristics:

- Double heating zone for better homogeneity in the wells

- Avery good accuracy

- MVI circuits — assure the temperature stability independently of the source variations
- Double Peltier effect (LTR 155)

- Double heating zone (LTR 320 et 650)

- LCD display

- Complete keyboard

- A very easy programming

- RS —232 communication protocol for remote control
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