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' VALIDATION -> VALIDATION LEVELS

Operational ™.
Qualification -, Performance

Qualification

Installation
Qualification

A/D
C verter

oQ Tests data acquisition and Hardware (HW) generated data — Validator
processing Software (SW) generated data — Clarity Virtual Detector

Q Checks version and integrity
of Clarity files

PQ Tests the overall analytical
system performance

PAGE 2



@ VALIDATION

Hl Installation Qualification (1Q)

The 1Q checks the version and integrity of Clarity files for correct

functionality

Run the 1Q utility from the Clarity folder - an 1Q Report will be

produced

* 1

! This PC
_j’ Metwork E 1Q.exe
IdentifySrv.exe

MName

* Quick access L"d Launcaivianager.exe

596 iterns 1 itemn selected 365 KB

Application Tools Bin - d s
Share View Manage b d ﬂ
> ThisPC » Data(D:) » clarity » Bin v Q) Search Bin 0
Date modified Type Size ~
B2 UG L84 FIVE AppICATION ETEIN-
KeyEnter.exe 8/24/2018 3:31 PM Application 702 KB
el ¥ Lpplieat S1Kp
872472018 229PM  Application 365 KB ]
8/24/2018 ::05 PM  Application 87 KB
[E] CswUNIVIM. exe 872472018 241 PM  Application 2,098 KB
[] cswinfo.exe 8/24/2018 3:32 PM Application 3421 KB
[] CswDurmp.exe 8/24/2018 333 PM  Application 105 KB
CMail exe 872472018 5:05 PM  Application 40 KB w

it
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VALIDATION —> INSTALLATION QUALIFICATION - 1Q REPORT

Hic

File Help

Installation Qualification Report

| i R} — O
Date 20.04.2020, 09:58 File Help
Serial number of 088-000888+38511/00
User Code CWOPJKEJEFBKPHTR . S .
Clarty versen 830 127 Installation Qualification Report
Build date of application 10.04.2020, 01:51
Instruments All
Extensions SST, GPC, PDA; EA; CE; M3; NGA; DHA; GCxGC, MS-TOF Date 2004 2020, 0938
Controls CC. LC, AS Serial number of 088-000888+38511/00
Certification file C:\Clarity83\Bintig. chi User Code CUISPJKEJEFBKPHTR
Checksum of cert. file C7EG303812AD86C2 Version of Clarity version 8.3.0.127
Date of cert. file 10.04.2020, 04:08 Build date of 10.04.2020, 01:51
User marckp Instruments All
System Microsoft Windows 10 Professional version 10.0 (Build 18352} Extensions SST, GPC, PDA, BA, CF, MS, NGA, DHA, GEXGE, MS-TOF
ey Rockey 4D 082-00668+1073780735/000 -2 ESDBDA Controls BC; LC, AS
DEMO Certification file C:\Clarity&3\Binvig.chk
Acq and inual detector <Unknown= [Checksum of cert. file C7E8303812AD86C2
Colibrick 1284 Date of cert. file 10.04.2020, 04:08
Virtual Digital Input Qutput Loop
User marekp
System Iicrosoft Windows 10 Professional version 10.0 (Build 18382)
Core Files, Embedded Com ponents: Failed KKey Rockey 41D 085-00888+1073730735/000 id 2FESDB0A
DEMO
[Acquisition and hardware devices|Virtual detector <Unknown=
Files Colibrick 1284
\irtual Digital Input Qutput Loop
Show files list » i A
Core Files, Embedded Components: Failed
d Files
3™ Party Packages
Hide files list «
Mo external packages installed.

File Path Version Size File date Status
advantecchf122scfc.rb cihclarity83\bin\utils\uni_drivers\advantec - 38355|25.09.2015, 21:26|Failed: bad checksum|
| AdvienCMS.dll C\Clarity83'\Bin 5.4.14.1 487936]10.04.2020, 03:51|Passed
advioncommon.dil cihclarity83\bin |6 4141 30208|10.04.2020, 03:51|Passed

Checked by: ... Signature: ... adviondata.dl c\Clarity83\bin 6.4.14.1 315392]10.04.2020, 03:51[Passed
advionobjects.dll cihclarity83\bin 5.4.14.1 935424/10.04.2020, 03:51|Passed
asis00pump.rb chclarity@3bintutis\uni_drivers\asi - 45585(10.04.2020, 01:44|Passed
aspen.dil ciclarity83\bin 1.2.4.0 185344|10.04.2020, 03:51|Passed
beep.exe chclarity83bintutils - 34816(10.04.2020, 02:37|Passed
cfgentldll ciclarity83\bin 8.1.0.6036 38400(10.04.2020, 03:51|Passed
cfgentldll ciclarity84\bin 8.1.0 6036 38400|08.04.2020, 03:01|Passed
CfgCntiProxy.dll C\Clarity83'\Bin 8.1.0.6035 45568|10.04.2020, 03:51|Passed
cfgentiproxy.dil cihclarity84\bin I& 1.0.6036 455588|08.04.2020, 03:01|Passed
cfgentlsrv.exe chclarity83\bin 8.1.0.6026 56832|10.04.2020, 03:51|Passed
chromophor2010pump.rb chclarity@3\bintutils\uni_drivers\chroemophor - 42253|10.04.2020, 01:44|Passed
cilcrocociloven.rb chclarity@bintutis\uni_drivers\cluzeau - 35211|10.04.2020, 01:44|Passed
cilgecko2000oven.ro ciclarity@3\bintutils\uni_drivers\cluzeau - 35457|10.04.2020, 01:44|Passed
ciligleciloven.rb chclarity@bintutis\uni_drivers\cluzeau - 351595(10.04.2020, 01:44|Passed
clarity.exe ciclarity83\bin 8.3.0.127 32028160]10.04.2020, 01:51|Passed
cmail. exe cihclarity83\bin 1.0.0.1 40950(10.04.2020, 03:51|Passed

General information
about your Clarity
installation

Indicates if the
installation has Passed,

or
Failed the test

Indicates which files
have passed or failed
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@ VALIDATION

lll Operational Qualification (0Q)

Part of validation is the OQ which tests data acquisition and
processing

OQ is part of the tools supporting 21 CFR Part 11 Regulations
System Suitability Test (SST) extension is required

Validation Kit is required only for station with A/D converters

PAGE 5



! VALIDATION - OPERATIONAL QUALIFICATION —> VALIDATION KIT (CONTENTS)

Terminal Board

Validation Kit manual

Cable for the A/D Converter AC/DC Power Adapter Validator
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! VALIDATION - OPERATIONAL QUALIFICATION - FLOW CHART

........................................................................................................ Chromatograms are
................................ either generated by our
Validator Validator (HW)
{ n 'J ... or via Virtual
Detector (SW) from
1 Clarity

A/D Converter

Virtual
Detector
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@ VALIDATION - OPERATIONAL QUALIFICATION - WIZARD

To start the OQ test, run
the OQ_Validation

. wizard in the Clarity —

| 5 | Application Tools OC_VALIDATION - O * . . y
ome <hare View Manage - ® OQ_Validation folder
- w A « Data (D:) » clarity * Bin » OC_VALIDATION w [ Search OCQ_VALIDATION 02
Mame Date modified Type Size

7 Cuick access

) AD_COMNVERTER 107273 00 Validation - Welcome - *
3 This PC VIRTUAL_DETECTOR 1072/

. . | Welcome to Clarty OQ Validation.
%' 00 Validation.chm 8/24/4

[ 0Q_Validation.exe 8/24/

i Metwork This wizard will guide you through the validation

process of Clanty and your acquisttion hardware. it
will werify that the acquisttion works comectly, run
selftests on the selected A/D converter, etc.

The Clarity's 55T extension is necessary to run
this wizard!

£
) ) Default Printer needs to be configured on the
diterns 1 item selected 446 KB

computer!

OPERATIONAL
QUALIFICATION

O Cvaont | [t [E] [ e | [

PAGE 8



%] VALIDATION - OPERATIONAL QUALIFICATION - WIZARD

00 Validation - Validation Type — > Select if you want to
validate:

With a Validator
(validation of SW & A/D

converter)
Select validation type or with Clarity Virtual
(O Validation with an A/D converter (HW & SW Validation) Detector (validation of
®) Validation with a Virtual detector (W Validation onivE SW only)

the only feasible way for
instruments with digital
acquisition (see
Validation Kit manual)

Mot On Top < Back Mext = Cancel Help
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3 \ALIDATION => OPERATIONAL QUALIFICATION <> WIZARD

0Q Validation - Validator

Connect the Val

least 10 minutes

idator to a power source. Connect the Validator to the

AsD hardware by the adaptor cable. Place the Validator in an
environment with a constant temperature, and allow it to stabilize for at

Select the second data set on the Validator. Press and hold the
button for 5 seconds until the red diode starts to blink (See the
Validation kit manual for details).

| a» amp

START/SELECT DATASET Servica COM DC 1N

Power
Adapter

'_@_'I'

6V/200 mA DC

Mot On Top

< Back Met = Cancel Help

A/D
Converter

If you selected the
Validator

Power it and connect it
to the A/D converter

Press & hold the button
for 5 sec to select the
2nd dataset (red)
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0Q Validation - Project

Please, enter the validation project name.

! VALIDATION -> OPERATIONAL QUALIFICATION - WIZARD

my validation

The project will be created.

Mot On Top

<Back ||

0 Validation - Ready

The wizard is now ready to apply the chosen settings and launch the

wvalidation.

K you wish to change some setting. click Back. This choice will not be

available later.

Reports will be printed on your default prind
Amend the settings in Windows if necessq

‘Your choices:

[‘u"alidation Type: A/D Converter ]

Hardware: Colibrick (1 channel)
Project: my validation

Mot On Top < Back Mext =

00 Validation - Running —

Clarity will start with the selected settings. Please, login to Clarity.

A validation sequence will be opened and started automatically. When
you see , Waiting for external start™ status in the Instrument window,
start the validator by pressing the button shortly. The red diode will light
steady now. (See the Validation kit manual for details).

The Validation will take about 50 min, please, wat till it is finished.

dan cEEs

STARTISELECT DATASET Service COM DC 1N

Mot On Top < Back Meat =

Cancel Help

Enter the validation
project name

Confirm your settings
or click back if you need
to change them

Then login to Clarity and
press the Start button
on the Validator to start
the validation

PAGE 11



L

ﬁi Instrument 1 - Sequence OQ_S

File

Emamiﬁmﬁsmmummawml—‘

Edit Seguence View Window Help Fi }j,i L= (@]
BeE. o i |

Sample | ISTD1  Sample  Ing.Vol. File
Status Run | SV EV IV Sample ID Sample Amount | Amount | Dilut, iii] Name
B 1 1 1sm 0.000 0.000 1.000 0.000 %e_%q_%2v_%d_%3n
] 2 2| 1smz 0.000 0.000 1.000 0.000 %e_%q_%2v_%d_%3n
] 3| 3] 1/sTD3 0.000 0.000 1.000 0.000]%e_%q_%2v_%d_%3n
1 4| 4| 1/sTD4 0.000  0.000 1.000 0.000]%e_%q_%2v_%d_%3n
] 5| 5[ 1/sms 0.000 0.000 1.000 0.000]%e_%q_%2v_%d_%3n
] 8 & 1ESTD 0.000 0.000 1.000 0.000]%e_%q_%2v_%d_%3n
L] 7 7 aleem nann| nann| 4 nnnl mnnn 6~ 05~ 05f. 074 Oran
| I bili d i
=& . Repeatability and Precision
. 10 1
L] 1] 1 Ao oo o : : e “%d_%an
] 12 12 1157 0.000 100.000) 1.000 0.000]%e_%q_%2v_%d_%3n
1 13 13 117D 0.000 100.000) 1.000 0.000]%e_%q_%2v_%d_%3n
] 14| 14 1)15TD2 0.000 | 100.000) 1.000 0.000]%e_%q_%2v_%d_%3n
] 15 18] 1/15TDZ2 0.000 100.000) 1.000 0.000]%e_%q_%2v_%d_%3n
1 16| 16 1/1STD3 0.000| 100.000) 1.000 0.000]%e_%q_%2v_%d_%3n
1 17| 17 1)15TD3 0.000 | 100.000) 1.000 0.000]%e_%q_%2v_%d_%3n

]

For Help, press F1

Waiting - Waiting for external start Vial: 1/ Inj.: 1

g=.

Sample

Type
Stan
Stan
Stan
Stan
Stan
Unkn
Unkn

Upn
. |Unkn

Unkn
Unkn
Unkn
Unkn
Unkn
Unkn
Unkn

L

#2 VALIDATION - OPERATIONAL QUALIFICATION = WIZARD

The OQ will run a sequence of analyses

Each set of analyses, tests a different set

of parameters

Each set is associated with a method

and a report style

Method Report Open ) Printto | Run Program To
! Name Style Open Calib. Print PDF | Program Run Parameters
100 CAL H EH B E =
2 00_caL r . . i i
:00cu o 4um Calibration Curve Linearity
5 00 _CAL atn. " 2 T T v
00_ESTD EEEEEE %%Sels “SProjectDiri\00_e
0a_EsTD O 00 0

0a_£STD OO0 |-

0a_EsTD OO0 |0

0Q_ESTD %] 1 10 ]

00_ESTD | 0Q_EST Ol ™ M 0O

00_ISTDA BRI %%Sel "% ProjectDirk\00_i
Oa_IsToD = (] e ]

00_ISTDZ . rar

coem: ¢ @ Acquisition Ranges

oQ_IsTo:

00_ISTD3 J 00_ISTD C1 | v [ %Sl delayed_exit=60

I I

File Mame: Instrument 1_5TD1_01_02_1C Passive Manual
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L

{Z3 VALIDATION - OPERATIONAL QUALIFICATION - WIZARD

File Edit Display Chromatogram Method Results SST  View Window Help A Lz o
o O Al: =} a0 BHEE. S EEEEEE= ===
[mv]
— Data\0Q_Validation_VD_ISTD12_23,11,2022 17_26_57 - OQ Virtual Detector
Data\0Q_Validation_VD_ISTD13_23.11.2022 17 29 _58 - Virtual Detector
4 , 11,2022 17_33_00 - Virtual Detector
80_
- .11,
_ﬁ Data\0Q_Validation_VD_I5TD17_23.11.2022 17 _
B0
E.‘
o
= -
[} o
[ =4
S
@ 40
(']
[y
2- 3
o
I~
: 2
[
0_ ___________ g S R A, S E——— R
T T T T T
0.0 0.5 1.0 1.5 2.0 2.5 3.0
= [min]
Overall S5T Result : @ Component Name: Peak 5, Calculate by: EP (0OQ_ISTD)
Component Retention Retention Arca Height Width 05 | Asymmetry | Symmetry | Capadty | Effiden:
Used OK Name Time X | 55T Chromatogram Time [min] | [mV.s] [mv] Amount H [Taiing [ ] [th. pl.
1 | Peak 1 0,500 Lower Limit 2,430 495.000 89,000 99,500
2 @ |Peak2 1.000 Upper Limit 2,510 505,000 91,000 100, 500
3 |:| Peak 3 1.500 %eR.5D Limit 0.20 0.75 0.75 0.20
&k @ Peak4 2.000 Mean 2,500 499,980 39.850 99,996
B | @ |peaks [ 2500 RSD [%] 0.00 0.08 0.08 0.01
Parameter Result o ] ] ]
(-] Data\0Q_Validation_V... 2,500 500.144 89.879 99.993 0.030 0.967 10,935 0.000| 4274.€
[~] Data\0Q_validation_V... 2,500 500. 154 39.897 99,980 0.090 0.972 0.987 0.000| 4274.¢
] o Data\0Q_Validation_V... 2,500 500,298 89.8% 99,999 0.090 0,961 0,983 0.000| 4274.¢
(-] Data\0Q_Validation_V... 2,500 500,302 89.914 100,002 0.090 0,566 10,985 0,000 | 4274.¢
(-] Data\0Q_Validation_V... 2,500 499,496 89.759 100,001 0.030 0.963 0,934 0.000| 4274.€
[~] Data\0Q Validation... 2500 499.488 B9.758 99.999 0.090 0.963 0.984 0.000 | 4274.6
Results All Signals Results Summary Performance Integration Measurement Conditions S5T Results

Once the data is
acquired and
integrated, the SST
extension will check if
the parameters fall
within the set limits

Overall results are
clearly indicated in the
OK column
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4 VALIDATION > OPERATIONAL QUALIFICATION - OQ REPORT

2242016 127

Vallaanon_u-pad2_ESTD_11_22_04_2016_047.PRM Page 1ars

/N

Chromatogram info:

Clarity - Operational Qualification

ESTD calculation test
© Datahpex 2009, www daaapexcom

TEST Result: Passed| ] Signature:

File rame SIS 201 SIDRO0_ VRSN 220201 1207 VaIG350n_u5ad3_SSTO_11_33_04_2015_547.0AM mage3ars
angen Acquireq, AZquIaHon Saned 2.4 2018 13114617 Clarity - Operational Qualification

Erie CaCiaty PraleciEalicace_2015.FPRL .

Method CiCiatyivalidace_2015100_S3TOMET ESTD calculation test

Computer acMEAz2
Clanty Ver 5320308, Demo: 0, 34 DO148318

Printed Version Info:

© Datalpex 2009, waw.damapescom

TEST Result: Passed [

1 Signature:

Frntag verson 22.4 2016 12:17:17 Racent (Linked 557 Companents Tente
Repor Style CACIaMCommOMOa_EST Dy
Calibatian File CACiantyvalldace_2016VCallIOG_CAL.CAL
compuer Qcueas2
Clarity \er: £.2.0.208, Dema: 0, SH: D01-45316
Zamgle Inta:
Zampie 1D EaTo
campie
Inl. Valume [ml]  : 0
neemon oo_s=to
Desciption SET Fammeters Tabis
Createa

calumn

2se2004 nas o - S5STResutfor Component "Peak 17, Caculste By - B9
CaACLEt=a Dy Actual Vakes

Chmmangram
Mablle Frae
Fiow Rate
note
Autosiop 2,00 min
Deteciart weADZ-1
Detector2 wrADZ-2
Subtraction Chomatogram - (None} 0 Vallaatian_u-pag2_ESTO_11_22_04_2015_047
0Q_valiaatan_u-pa2_£3T0_05_22_04_2016_D4Z
Baze A canibrasen Fie T 56 Valldation_uoods EST0 07 22 04 _2016_B43
Zcale Faztor Nat Usea UnitzAfter Zaaling < N SO Vaiidatan, e, ESTD 05, 33, 4. 2016, Pad
unr=tained Time £.00 min Calumn Lengtn e 0Q_Valldation_u-nodz EGTD 05_22 04_2015_D45
Recult Tatie Reportz  © Al Identifled Peaks Hge1eTOREak i En S el et BT AL T35 B SoiE BaT TUEABE T
o 55T Fammeners Tasie
v - 55T Resut for Component "Peak 3°. Caiculste By © "EF"
— 0G_vandation_u-p
- . CacUated by Actual Vakes
& — 0Q_Valdation_u-pac: Chmmazgram
— ©OQ_Valdation_u-pad;
& — OC_Valdstion_u-pad? Lemar Lim
- = - Upper Limi
2 o - —s+ OQ_Valation_U-padt WHSE Limit -
= = o 0Q_valdation_L Tizan
= g ©Q_Valdation_L 20 5]
= Parmeter Rezut
g = 0Q_Valdation_u-palf
= L | 00 Valldatian_u-pag_ESTO_11_32_04_3016_DAT - LPADZ -1
v T T T OQ_Valldation_u-pag2_EST0_06_22_04_2016_D42 - L-PADZ - 1
0.0 o' o o {0a_validation_wpas2_S3T0_07_22_04_2015_D43 - LPADE - 1
0Q_valldation_u-pou2_EGTD_08_22_04_2015_D44 - L-PADZ - 1
K OQ_Valldation_u-nouZ_ESTD _0S_22 04_2016_D45 - LFPADZ - 1
0 Valldation_u-nodz EGTD_10_22 04_2015_D46 - LPADZ -1

‘A DataApex

ADVANCED CHROMATOGRAPHY SOFTWARE Petrzilkova 2583/13, 15800 Prague, The Czech Republic

Certificate for Clarity station Validation

Software: Clanty

Version:

SN:

A/D Board:
Computer:
Opetating System:
Valldator:

The chromatography datastation specified above was properly installed and its functionality verified by procedure
developed by the DataApex, Ltd. This certificate confirms, that the station is functional and performs acocarding to
manufacturer's specfications, Part of this certificate are the installation Qualification Report and properly checked and
signed records of the Calibration Linearity Test, ESTD Calcuiation Test a 1STD Caiculation Test,

The Validation was performed by ..

Validation performed by: Signature: Date:

User: Signature: Date:

datenpes.com | SO9001 corttied o it BOSTRE? 201507524

Tl 120 251003 10 {1 Fa Page 1ol

After each set of
analyses, Clarity
generates a multipage
OQ report in PDF
format ready to be date
stamped and signed

These reports are
located in the
Validation project
directory (specified at
the start
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@ VALIDATION - OPERATIONAL QUALIFICATION - OQ PROJECT

Login Dialog x
Enter User Mame:
| Abraham |
Select Project:
| my validation - |
[] Al Possible Instruments - O *
\iew v @
oK Cancel | Hep
I P 1 » clarty » DataFiles » my validation v @ Search my validation R
Mame Date modified Type Size
s Quick access
Calib 10/2/2018 53:04 PM File folder
& This PC Data 10/2/20185:04 PM  File folder
o Network B o0 cALmet 8/24/2018 5:05 PM MET Chromatogr... 122 KB
h B 00 ESTD.met 8/24/2018 5:05 PM MET Chromatogr... 122 KB
© 00 ESTD.sst 8/24/2018 5:05 PM 55T Chromatogra... 12 KB
© 00ISTD.sst 8/24/2018 5:05 PM 55T Chromatogra... 12 KB
B 00I5TD1.met 8/24/2018 5:05 PM MET Chromatogr... 122 KB
B 0015TD2.met 8/24/2018 5:05 PM MET Chromatogr... 122 KB
B 00I5TD3.met 8/24/2018 5:05 PM MET Chromatogr... 122 KB
m 00 _SEC.seq 10/2/2018 5:11 PM SEQ Chromatogra... 42 KB
m 00 _Validation.SEQ 8/24/2018 5:05 PM SEQ Chromatogra... 13 KB
11 items 1 itemn selected 11.0 KB H==| =

Your validation project
is accessible as any
other Clarity project

In the project folder you
will find
chromatograms,
methods, calibration
files, sequences, reports
etc.
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@ VALIDATION - OPERATIONAL QUALIFICATION - CERTIFICATION

Service Personnel
trained by DataApex in
the use of the Validation
Kit will receive a
certificate entitling
them to perform

DataApex is proud to present this va I idations
Certificate of Achievement

To

John Doe
Analytical Company Ltd.

For successful completion of the
Clarity Validation Kit Training.
The trained person is entitled to perform
Validation service on behalf of DataApex Company.

Authorization number: CZooo

Prague 20.04.2020

M~

Ivan Ving, Clarity Product Manager

A DataApex www.dataapex.com e-mail: sales@dataapex.com
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@ VALIDATION - OPERATIONAL QUALIFICATION - OQ WIZARD

i

— Cllelarityi0Q_CLARITYiDstaiMy LC_ESTD_06_04-Apr-2007_006 - Detector 1

:

E — Ciiclarty\00_CLARTYIDataiMy L

Parameter
Calibrafion curve slope
Calibration curve intercept

Correlation factor

1STD3_17_04- Apr-2007_017 - Detector 1

il A . A
: s z

More information on
the OQ chromatograms,
tested parameters and
SST limits is located in
the Validation Kit
manual

™~

10 ety
T 05
s
o st Y e Y o s A s T e N s N s O
057

e - L& Ly De 1
f
g g :
o
.
’ \;l
o T - ™
00 o5 ) s ) 25 B 35
P

[min]

Peak Limit
Expected value
500 +-2 PEAK 1 Lower
0,0+-05 Upper
min 0,999999 RSD%

RT
min

0,49
0,51
15

Area
mV.s

45
55
2

Height
mV

0,85
0,95
2

Amount

0,009
0,011
2
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@ VALIDATION

Il Performance Qualification

Confirms that the analytical system complies with the standards
(SOP) set for a specific type of analysis

SST can be used for the purposes of PQ but the tests and criteria
must be prepared by the laboratory personnel based on the
specification of the instrument set by the manufacturer
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—
%3 VALIDATION - PERFORMANCE QUALIFICATION

PQ is not tested nor any
certificate is issued by
DataApex

Before the PQ, the
_ system must pass the 1Q
N and the 0Q first

_.Converter

preparation
LN

i '

Valid SOP
., results e
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SMART SOLUTION FOR LABORATORIES

... THANK YOU FOR YOUR TIME

e
SUPPORT@DATAAPEX.COM
WWW.DATAAPEX.COM
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