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How to install and activate the EffiValidation 4.0 TRIAL version:

Please click on the URL link in the email to initiate the download process. Wait until completion, then
double-click the installation file setup.exe and follow instructions on the screen.

Micrasoft*

Remark: if you are requested to install Microsoft .NET N-NETfirst, please do so and then continue
following the instructions below.

1. Software installation

Select the language and click OK. The Setup — EffiValidation window will open:

= Setup - EffiValidation =0 1=

Welcome to the EffiValidation
Setup Wizard
This will install Effivalidation 4.0.95.0 on your computer.

Itis recommended that you dose all other applications before
continuing.

Click Mext to continue, or Cancel to exit Setup.

Cancel

Click on Next > to continue

B Setup - EffiValidation S

Select Destination Location
Where should Effivalidation be installed?

Setup will install Effivalidation inta the following folder,

To continue, dick Mext. If you would like to select a different folder, didk Browse.

Browse...

Atleast 170,9 MB of free disk space is required.

< Back MNext = Cancel

Click on Next > to continue. If you would like to select a different folder, click Browse...
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3 Setup - Effivalidation - cEEH|

Select Start Menu Folder
Where should Setup place the program's shortouts?

I
B Setup will create the program'’s shortcuts in the following Start Menu folder,
S

To continue, dick Mext. If you would like to select a different folder, dick Browse.
[Effivalidation

Browse...

["] Dot create a Start Menu folder

Confidente i

Click on Next > to continue. If you would like to select a different folder, click Browse...

& Setup - Effivalidation - olEl

Select Additional Tasks
‘Which additional tasks should be performed?

Select the additional tasks you would like Setup to perform while installing
Effivalidation, then dick MNext.

Additional icons:

reate 2 deskton cont

< Back Next > Cancel

Click on Next > to continue

8 Setup - EffiValidation

Ready to Install
Setup is now ready to begin instaling Effivalidation on your computer,

Click Install to continue with the installation, or dick Back if you want to review or
change any settings.

| Destination location:
C:\Program Files\Effivalidation4

| Start Menu folder;
Effivalidation

Additional tasks:
Additional icons:
Create a desktop icon

< Back Cancel
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Click on Install to start the installation

i) Setup - Effivalidation

Installing
Please wait while Setup installs Effivalidation on your computer,

Extracting files...
C:'Program Files\Effivalidation4\cs\DevExpress.ExpressApp. v14, 1resources.dil

Follow the installation progress until completion

=) Setup - EffiValidation

Completing the EffiValidation
Setup Wizard
Setup has finished installing Effivalidation on your computer,

The application may be launched by selecting the installed
icons.

Click Finish to exit Setup.

ML

Einish

After completion, click on Finish and start the application (ensure that the checkbox Launch

EffiValidation is checked).
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2. License activation

When starting the application first time, software activation will be required. Please enter the Activation

key you have received in this email below:

License

The software must be activated before use.
To activate and use the software, an internet connection is required.

Activate Key

P 900009090900 0009099000 0900.00090 04

Exit application Activate license

3. Start TRIAL version

If the activation has been successful, the User verification window will open:

User verification X

User name
admin

r/_-\\

Password
= L |
[] remember password

Exit application Login

Please enter:
User name: admin
Password: admin

Then click on Login

The main software window will open, including two tabs: Methods and Validation: Methods: Repeatability...,

see below.
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4. First steps

4.1 Method validation

The TRIAL version includes a set of DEMO data to show how the software works.

In the opened Validation: Methods: Repeatability — Level by ... window, you can walk through the
individual tabs: Data — Acceptance criterion — Results — Statistical test — Chart — Report to see how the

Repeatability data are entered, Acceptance criterion defined, Results calculated, the corresponding Chart

constructed and validation Report automatically generated. For more details, please read Instructions on

the right side of the software window and follow them when working with data:

) EffiValidation 4

Staticdata Modules Setup
-Medmds 12 | validation: Methods: Repeatzbility -Levelby += X |

" Mewshest | } Edit sheet d Save sheet K Delete sheet
METHOD.0000001 - DEMO material {drinking water) - DEMO procedure - DEMO PARAMETER. 0000001

| Data | Acceptance criterion | Results | Statistical tests | Chart | Report

Find SID 2| Help

Transformations - 5 Calculation Edit -

Instructions

Data tab:

Units Entry bar i
B e Enter data to evaluate Repeatability: Level by level from
bt > i_evel 5 i 2
multiple measurements: rows in the table correspond to
Data table: individual Levels of the validated property (concentration),
=]
Description Measurement 1 | Measurement2 | Measurement 3 MEESU[EI‘HEﬂt columns correspond to results of repeated Measurements
o 5% st the gven Level.
|Level 25 25,02 24,86 24,38 i Lo
Level 50 43,81 50,45 50,35 50,11

Demo data - universal

Product version: 4.0,95.0

Licensed to: EffiChem Test, Your license will expire in 30 days.

The minimum number of measurements at the levelis 2
(red box); the recommended number is 6 (green box). The
recommended number of levels is 3 (at the lower limit of
the range, in the centre, and at the upper limit of the

rammal Ve nram antne n dncsrind i enmaek fn the

Uptime; 11:33 min >

The other validation parameters can be evaluated accordingly, see Linearity example below. Go to the
Methods tab and click 1, 2, 3, 4, 5, 6 as follows:

Effivalidation 4 — (o [
Staticdats Modules  Setup Find SID P Help
| Methods & 3 | Validation: Methods: Repeatabilty - Level by -
[ Filter Y New |} Edit X Movetobin || g v 27 Eport | Hide bin~ Bjvatigations| Inter-laboratory comparison + QC Tools « | | [ Master data
| Identification number | Material_matrix | CAS | summary for... | Project u Exploratery validation » }ersm Referenic=t ... || Date Responsible p... | Method state... | Remark
7 4 Full validation » Repeatability v
1E METHOD.0000001 DEMO materia... | [7732-18-5] H20 DEMO project DI System suitability b Accuracy ¥ Monica Ferna... | Method is suit... Method was full...
2‘“ Identification number Parameter Method transfer (method verification) » | B Linearity » | 1B Comelstion and OC Coefficient ¢
+ | PARAMETER.0000001 DEMO PARAMETER, 000000 1 Retrospective validstion i Reproducibility A B
PARAMETER.0000002 DEMO PARAMETER. 0000002
Determination of main substances » Selectivity 3 Significance of the quadratic term - F test
Records: 2
| § : N " Impurity determination » Limits r Sign test
METHOD, 0000002 Orinking water  [7732-18-5]  H20 FAU Gl — B
| HPLC system suitability - FDA » ‘obustness 4
HPLC system suitability - PhEur , Sensitivity from calibration line
Intermediate precision
Blank
Records: 2
Product version: 40950 | Licensed to: EffiChem Test, Your license will expire in 30 days. | Uptime: 1:21:51 hod. £}
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A new tab will be opened to evaluate Linearity (in the same way as Repeatability):

o Effivalidation 4 — =]
Stoticdsts  Modules  Setup Find 510 £ Help
| Metheds @[ Valdation: Methocs: Repeatabilty - Level by Validation: Methods: Linearity - Correlationa = ~

" Mewsheet |} Editsheet | Sovesheet PX Deletesheet || Transformations~ ¥ Calculation || Edit-

METHOD. 0000001 - DEMO material (drinking water) - DEMO procedure - DEMO PARAMETER 0000001 Instructions
Data | Acceptance iterion | Resulis | Statistical teste | Chart | Report
o] i I [t ! Data tab:
Uinits Units Entry bar . 2 =
T T yl A Enter data to evaluate Linearity — Correlation and
'_eve Qc coefficient: Enter values of the validated
Data table:

property (concentration) in individual standards to

Desaription | Val.property | Measrement 1 | Measurement2 | Measurement3 | determine linearity to the Validated property
i column and the measured response (peak area,
2 _ absorbance) to the Measurement 1, 2, etc. column.
: 7 D = ol et
s e 2o em e —
1 = L -|[x - [t
5 |Level 5 1,6 0,571 P
5 |Levels 2 0,718 Desrgban v oty Meowromend 1| Memsowent 2
7 |evel7 2,4 0,825 e .
g |Levels 2,8 0,938 3
4
g |Levels 3,2 1,052 -
fd & (s 2 o8
n 7 lel? 4 0825

Demo data - universal

The minimum number of levels is 4. The minimum
nimher nf measurementsis 1 ired havl: the

Product version: 40.93.0 | Licensed to: EffiChem Test, Your license will expire in 30 days. | Uptime: 1:46:34 hod |

4]

4.2 Laboratory and Quality management

In the main menu, please select the Module of interest and test functions, e.g. Samples:

J Effivalidation 4

o
I

|| Static data | Modules!| Setup Find SID. P | Hel

=

Methods
Samples
Equipment
Reference standards
00s
Documents
Training
Risks

CAPA
Observaticns
Audits
Changes
Deviations

Complaints

| Product version: 4.0.95.0 | Licensed to: EffiChem Test, Your license will expire in 30 days. | Uptime: 1:51:24 hod | b

Please do not hesitate to contact us at support@effichem.com if you have any question

encounter any issue with the installation or activation!
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