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ADVANCED CHROMATOGRAPHY SOFTWARE

VALIDATION



VALIDATION LEVELS

Operational
Installation Qualification
Qualification

Converter

Performance
Qualification

Q Checks version and
integrity of Clarity files

0Q Tests data acquisition and
processing

PQ Tests the overall analytical
system performance
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0Q types:
Hardware (HW) generated data — Validator
Software (SW) generated data — Clarity Virtual Detector
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INSTALLATION QUALIFICATION (1Q)

Checks version and integrity of Clarity files
Run from main Clarity window — Help menu

A Clarity
System  Instruments WView = Help
o 9 Help
[
Register
G Check for Updates...
ﬁ Languages 4
User Cade...
[
? Send Report by E-Mail
(] Clarity Online
o E-'-] TeamViewer Q%
|E IQ Report
.
€ About..,
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General infromation

B Overall IQ status
- Passed

- Failed
Status of each file

Hia = (m] X
I R E P 0 RT —
Installation Qualification Report .
i
File Help Date 23.10.2023, 13:18
Serial number of application
- S - User Code
Installation Qualification Report | [vrsion orepicsion Clordy versin 900582
Build date of application 12.07.2023, 18:42
|Instruments 3
L 23102035 13:15 Extensi SST, GPC, PDA, EA; CE; MS; NGA, DHA; GCXGC; MS-TOF
e il Controls GC; LC, AS
User Code - - Certification file C:\Clarity\Binliq. chk
:’::':" w : :::;“;’2";2’:“’1';9 2'“2 Checksum of cert. file F69A2CD238088877
uld date o 208, 1o Date of cert. file 12.07.2023, 23:00
Iln:truments 3 User samuel
Extensions SST; GPC; PDA; EA; CE; MS; NGA; DHA; GCxGC; MS-TOF - - - - -
System Microsoft Windows 11 Professional version 10.0 (Build 22621)|
Controls GC; LC; AS Kov Rockey 4D
ocke:
Certification file CAClarty\Bin\g. chk A and 300 by e
Checksum of cert. file E69A2CD43B0BSBT7 [DEMO
Date of cert. file 12.07.2023, 23.00
User samuel - -
Systom e h o eaaeen| | Core Files, Embedded Components: Failed
Key Rockey
A and 300 DemoSN "
pemo Files
. ' Hide files list «
Core Files, Embedded Components: Failed
File Path Version Size File date Status
Files advantecehf122scfe.rb c\clarity\binutisiun_drivers\advantec |- 35747]23.10.2023, 13:17 E:ieci:ﬁ:
Show files list AdvionCMS.dil C:\Clarity\Bin 6.4.14.1 487936]10.03.2021, 17:42Passed
=N0W THles 150 » (AdvionCommon.dil C\Clarity\Bin 6.4.14.1 30208]12.07.2023, 22:46|Passed
AdvionData.dll C/\Clarity\Bin 6.4.14.1 315392|12.07.2023, 22:46|Passed
AdvionObjects.dll C:\Clarity\Bin 6.4.14.1 935424|12.07.2023, 22:46|Passed
l'd agc1290.dil c:\clarity\bin\hengpinggcms 1.0.7.1 516096]12.07.2023, 22:46|Passed
3 Party Packages apix_sak dl C\clarity\bin\apixchrompix2 2801538 3526656]12.07 2023, 22:46|Passed ~
asiS00pump.rb c:\clarity\bin\utils\uni_drivers\asi - 4658612.07.2023, 18:34|Passed
AQIHENGICE: ... s
1\ Agilent ICF is present in your system. It is necessary to perform its validation separately here. The result must be attached to this report.
Core Files, Embedded Components: Passed (with warnings)
Checked by: ... Signature:
cswunivm exe .0.0.82ibin 0.0.0.82 725504)12.07.2023, 18:52| [0 %€
cswunivm.exe c: ityit i .1.0.14\bin 9.1.0.14 725504]10.08.2023, 03:25|Passed
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Knauer Device Drivers for ClarityChrom
I Q RE Po R I Installation Qualification Report

Date [27.10.2023, 13:49
R D \Version of Knauer drivers|8.7.0.6076
[User name DATAAPEX\samuel
|Openitinu system Microsoft Windows 11 Pro 64-bit Version 10.0.22621 (Build 22621)|
Files Installation Qualification Test: Passed
Show files list » Files
File Path Version Size File date Status
CfgCntiSrv.exe C:\Program Files (x86)\Knauer\ClarityChrom 8.7.0.6076 56832|08.06.2022, 11:56 Passed
IdentifySrv.exe C:\Program Files (x86)\Knauer\ClarityChrom 8.7.0.6076 06.2022, Passed
rd [KCLRS232trExExe.exe C:\Program Files (x86)\Knauer\ClarityChrom 8.7.0.6076 51712/08.06.2022, 11:53 Passed
3 Party PaCKages KnauerlQ exe C:\Program Files (x86)\KnauenClarityChrom 8.5.0.6055 20480[19.05.2021, 5:53 Passed
LogSetup.exe C:\Program Files (x86)\KnauenclarityChrom 8.7.0.6076 34816/08.06.2022, 11:59 Passed
Agilent |CF' JASPEN.dII C:\Program Files (x86)\Knauer\ClarityChrom 1.24.0 185344|22.05.2015, 10:25 Passed
B cetsesssesssesienesnnsiessenssieannsnseannn CigCntl.dl C.\Program Files (x86)\KnauenClarityChrom 57.06076 38400|08 06,2022, 1153 Facsed
53 Passed
1, Agilent ICF is present in your system. It is necessary to perform its validation separately here. The result must be attached to this report. Software B Facced
53 Passed
Knauer ClarityChrom: ... 83 [Fassed
Date: Friday, October 27, Time: 1:55:04 PM [UTC +02:00:00] Host Name: PC-067 54 Passed
. = - . . e . Vi Jser N: s don Ni e 2 v: s 54 Passed
1 Knauer ClarityChrom is present in your system. It is necessary to perform its validation separately here. The result must be attached to this report Windows User Name : samuel Base Revision Number: 3264 Product Name : Agileat ICF = assed
Install Type: NA Additional Packages: Details Z o
i -
PerkinElmer NexION control module: . ... ... Base Reference File Name : IQTRefICE xm!
= . g : . Summary :
1\ PerkinElmer NexION control module is present in your system. It is necessary to perform its validation separately here. The result must be attached to this report
Overall Evaluation of Installation Check : PASS
File Report Summary Agilent Software Verification Tool 8.01.01.013 - u] b4
Help
Checked by: Signature: .\to missing files or invalid files found Reports to create Report option Post-qualification action
No system file difference found 8 HTML Report () Show OKfiles in report 18 Open reports (HTML and PDF only)
8 PDF Repott [m)="%
GAC File Report Summary [ XML Report
No missing or ievalid GAC files found Reports folder
C:\SVRepots\. Open

B Run separately Tem——— -l
Must be enclosed with Clarity |Q

No missing registered files found

Registry Report Summary

No Invalid registry entries found

Refresh Select Al Qualfy
Details
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OPERATIONAL QUALIFICATION (0Q)

Test data acquisition and processing

Tool supporting 21 CFR Part 11 Regulations

Requires System Suitability Test (SST) extension
Validation kit required only for stations with A/D converters

C:\Clarity\Bin\OQ_VALIDATIOF X +

& ™ C J > = Clarity > Bin > OQ_VALIDATION >
@ New - ¥ 18] @D = W T Sort ~ = View

i Name - Date modified Type

4 AD_CONVERTER File folder

] VIRTUAL_DETECTOR File folder

(7] 0Q_Validation.exe Application

[ [ 0Q_Validation.chm Compiled HTML ...

4items  1item selected 495KB

PO19/100A 14/05/2025 VALIDATION /7 0Q

= (m] X

Search OQ_VALIDATION

(B Details

Size

495 KB
5609 KB
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0Q

VALIDATION KIT

Validator
AC/DC power adapter
Cable for A/D converter

B B

-

Terminal board
Validator certificate

|

PO19/100A 14/05/2025 VALIDATION / OQ / VALIDATION KIT PAGE 7



oa T

Validator

GENERATING CHROMATOGRAMS { = 'J

Validator l
- Station with A/D converter | 1 I8

A/D Converter
Virtual detector

- Station with only digital acquisition L 2RSS

Virtual
Detector

PO19/100A 14/05/2025 VALIDATION / OQ / GENERATING CHROMATOGRAMS PAGE 8



0Q

WIZARD 1/5

Run from .. . \Clarity\Bin\OQ_VALIDATION\
Avoid printers requiring user response

T C:\Clarity\Bin\OQ_VALIDATIO} X

< > 1 &)

]

% ©

Name

AD_CONVERTER
= VIRTUAL_DETECTOR
0Q_Validation.exe
(& 0Q_Validation.chm

'R rEeRmIE @

4items  1item selected 495 KB

PO19/100A 14/05/2025

Q

>

+

@D

Clarity > Bin > OQ_VALIDATION >

=

] N Sort ~ = View ~
Date modified Type
27.09.2023 8:32 File folder
27.09.2023 8:32 File folder
12.07.2023 18:53 Application
12.07.2023 22:57 Compiled HTML ...
VALIDATION / OQ / WIZARD

Size

= (m] X
Search OQ_VALIDATION

(B Details

495 KB —

5609 KB

0Q Validation - Welcome

Clarity- 9

»>

ADVANCED CHROMATOGRAPHY SOFTWARE

Welcome to Clarity OQ Validation.

This wizard will guide you through the validation
process of Clarity and your acquisition hardware. It
will verify that the acquisition works comectly, run
sefftests on the selected A/D converter, etc.

The Clarity’s SST extension is necessary to run
this wizard!

Default printer needs to be configured on the
computer. Do not use Microsoft Print to PDF
printer or similar printers requiring user response!

Not On Top

< Back

Next > Cancel Help
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0Q

WIZARD 2/5

Select validation type

PO19/100A 14/05/2025

- Do you use A/D converter?

VALIDATION / OQ / WIZARD

0Q Validation - Validation Type =

Select validation type
© Validation with an A/D converter (HW & SW Validation)
(O Validation with a Virtual detector (SW Validation only)

Not On Top < Back Next > Cancel

Help
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0Q

WIZARD 3/5

Exclusive to A/D converter validation

- Select your HW
0Q Validation - Hardware = X
- Let the Validator stabilize
- Change Validator data set 0Q Validation - Validator = X
Select A/D Hardware:
Colibrick (2 channel)
Colibrick (4 channel) Connect the Validator to a power source. Connect the Validator to the
INT7 (1 channel) A/D hardware by the adaptor cable. Place the Validatorin an
INT7 (2 channels) environment with a constant temperature, and allow i to stabilize for at
INT7 (4 channels) least 10 minutes.
INTS (1 channel)
INTS (2 channels) Select the second data set on the Validator. Press and hold the
INTS (4 channels) _ button for 5 seconds until the red diode starts to blink (See the
Net-PAD (needs configuratior Validation kit manual for details).
U-PAD1
U-PAD2
START/SELECT DATASET Service COM DCIN
Always On Top < Back Ne;
Aways On Top < Back Next > Cancel Help
PO19/100A 14/05/2025 VALIDATION / OQ / WIZARD
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0Q

WIZARD 4/5

. 0Q Validation - Project = X
Set project name
- All OQ data will be stored into it o
0OQ Validation - Ready = X
CheCk the Summary Please, enter the validation project name.
The wizard is now ready to apply the chosen settings and launch the
0Q_20231023 validation.

If you wish to change some setting, click Back. This choice will not be
The project will be created. available later.

Reports will be printed on your default printer during the validation.
Amend the settings in Windows if necessary.

Your choices:

Validation Type: A/D Converter
Hardware: Colibrick (1 channel)
Project: 0Q_20231023

s On T | | < Bk

Aways On Top < Back Cancel Help

PO19/100A 14/05/2025 VALIDATION / OQ / WIZARD PAGE 12



0Q

WIZARD

5/5

Login to Clarity

Press

- Virtual detector validation starts automatically

.

the button on Validator

0Q Validation - Running -

Please LOGIN to Clarity.

Clarity will start with the selected settings.

Validation sequence will be opened and started automatically.

When "Waiting for extemal stat” status in Instrument window appears,
press the START button shortly.

The Validation will take about 50 min.

Please DO NOT interfere with Clarity until the Validation is finished.

ap daEEe

START/SELECT DATASET Service COM DC IN

PO19/100A 14/05/2025

A Clarity
System a an

Login Dialog X
9]
L]
Q Enter User Name:

Samuel|
E Select Project:
ELI 0Q_20231023 v
Po (") all Possible Instruments
0@ [ ) we
For help press F1. Update available
VALIDATION / OQ / WIZARD

Always On Top < Back Next > Cancel Help
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0Q

SEQUENCE

3 sets of analyses within 1 sequence

- Calibration curve linearity
- Repeatability and precision
- Acquisition range

Fach set associated with different method and report style

8 Instrument 1 - Sequence 0Q_SEQ

File Edit Sequence View Window Hep AR M IXE @
_E.9D0xE o- i u |7 =E
Sample ISTD1  Sample Inj.Vol. File Sample Method Report Open . Printto  Run  Program To
Status Run| SV BV |IN | SamplelD | Sample  ar it Amount | Diut. | [l Mame | Type |™M| Name stle 9P | caib. P “ppe program | Run Parameters
1 1 1 1smM 0,000 0000 1000 0000 %e %q..  Stan 1 00_CAL (I R I O I N
2 2 2| 1|sT2 0,000 0,000) 1,000 0,000 %e_%q_..  Stan 2 00_CAL . . O 0o g
3 3 3| 1/sTD3 0,000 0,000 1,000 0,000 %e_%q_. Stan 3 00_CAL |_| near|ty O 0O 0O
4 4 4 1/5TD4 0,000 0,000 1000 0,000 %e_%aq_.. Stan 4 00_CAL — ... O 0O g
5 5 5/ 1|55 0,000/ 0,000 1,000 0,000 %e_%q_..  Stan 5 00_CAL Q_Linea... M O M 0O
6 6 6 1|esTD 0,000 0,000 1,000 0,000 %e_%q_..  Unkn 00_ESTD M O O 0 %Self% “%ProjectDir%\0Q_
7 7 7, 1|ESTD 0,000 0,000 1,000 0000 %e %a linkn 0Q_ESTD M 0O 0O 0 04d
8 8 8 1ESTD 0,000/ 0,000 1, afl 00_ESTD M O OO0 Od
9 3 9| 1/esm 0,000 0000 1 Repeatablh’[y coks® [ ® @ O O 0O O
10 10 10 1/ESTD 0,000] 0,000 1ubue, vuww mu_me. i 00_ESTD M O OO0 O
11 1" 11 1ESTD 0,000 0,000 1,000 0,000 %e_%q_..  Unkn 0Q_ESTD  0Q_ESTD M O M O
12 12 12 115701 0,000 100,000/ 1,000 0,000 %e_%q_..  Unkn 00_ISTD1 M O 0O 0 %Self% “%ProjectDir%\0Q_i
13 13 13 11sTD1 0,000 100,000/ 1,000 0,000 %e_%q_..  Unkn 00_IsTD1 =T OO0 4d
14 14 14 118TD2 0,000 100,000 1,000 0,000 %e_%q_..  Unkn 00_IsTD2 R 1 0O 0O 0O
15 15 15 11STD2 0,000 100,000/ 1,000 0,000 %e_%q_..  Unkn 00_ISTD2 ange 1 0.0 O34
16 16 16 115703 0,000/ 100,000) 1,000 0,000 %e_%q_..  Unkn 0Q_tsTn3 » J O 0O 4d
17 17 17 1/1STD3 0,000 100,000/ 1,000 0,000 %e_%q_..  Unkn 00_ISTD3 _ISTD M O = %Self% delayed_exit=60
3 O 0 o0 0
\For help press F1. Waiting - Waiting for start Vial: 1/Inj.: 1 File Name: Instrument 1_STD1_01_23_... Passive Z,
PO19/100A 14/05/2025 VALIDATION / OQ / SEQUENCE
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oQ
RESULTS 1/3 — DATA

Project folder named according to OQ wizard
2 PDF in Data, 1 PDF in Calib ek enaen 22 U B

& > qr C J > - DataFiles > 0Q_20231023 > Search 0Q_20231023
® New ~ T Sort ~ = View ~ aes [J Details
l.ogln Dlalog X N Name - Date modified Type Size
o T Calib 25.10.2023 14:15 File folder
Enter User Name: ﬂ 7 Data 25.10.2023 14:15 File folder
= E 0Q_CALI.met 10.10.2023 15:13 MET Chromatogra... 679 KB
Samuel = EI 0Q_CAL2.met 10.10.2023 15:13 MET Chromatogra... 679 KB
= ' 0Q_CAL3.met 10.10.2023 15:13 MET Chromatogra... 679 KB
Select Project: _ E 00_CAL4met 10.10.2023 15:13 MET Chromatogra... 576KB
OQ_20231023 > ; ' 00_CAL5.met 10.10.2023 15:13 MET Chromatogra... 576 KB
© OQ_ESTD.sst 10.10.2023 15:13 SST Chromatogra... 12KB
DA. P ible Inst ts El: OQ_ESTD1.met 10.10.2023 15:13 MET Chromatogra... 576 KB
J [ 0Q_ESTD2.met 10.10.2023 15:13 MET Chromatogra... 576 KB
| ' 0Q_ESTD3.met 10.10.2023 15:13 MET Chromatogra... 576 KB
[I Cancel Help - B 0Q_ESTD4.met 10.10.2023 15:13 MET Chromatogra... 576KB
& El 0Q_ESTD5.met 10.10.2023 15:13 MET Chromatogra... 576 KB
' 0Q_ESTD6.met 10.10.2023 15:13 MET Chromatogra... 576 KB
- © 0QISTD.sst 10.10.2023 15:13 SST Chromatogra... 12KB
= I 0QISTD1.met 10.10.2023 15:13 MET Chromatogra... 576 KB
= E 0QsTD2.met 10.10.2023 15:13 MET Chromatogra... 576 KB
- E 0QUSTD3.met 10.10.2023 15:13 MET Chromatogra... 576 KB
- E 0Q1STD4.met 10.10.2023 15:13 MET Chromatogra... 693 KB
= E 0QISTD5.met 10.10.2023 15:13 MET Chromatogra... 576 KB
‘ E 0Q_I5TD6.met 10.10.2023 15:13 MET Chromatogra... 809 KB
i 0Q_SEQ.seq 25.10.2023 14:18 SEQ Chromategra... S3KB

22 items IEI [m}

PO19/100A 14/05/2025 VALIDATION / OQ / RESULTS PAGE 15



P0O19/100A 14/05/2025

oQ

File Edit Display Chromatogram Method Results SST View Window Help | el |
RESULTS 2/3 - EVALUATION  E— FEESonn ommRmERmmmmo oo
[mV]
— Datal0Q_validation_VD_ISTD12_23.11.2022 17_26_57 - OQ Virtual Detector
Data\0Q_Validation_VD_ISTD13_23.11.2022 17_29_58 - O Virtual Detector
. 1 st Set m u St be C hec ked ma n ua | Iy « s0- ?EB\OQ Validation VD_ISTD14 23.14.2022 17 33 00 - wfua\ Detector
- QA 1 _23.11 9_04 - [ Virtual Detector
ﬁ Data\0Q_Validation_VD_ISTD17_23.11.2022 17_; 6 - 0Q Virtual Detector
B 2"9and 39 are checked by SST §
Y B g
z S
& 40| -
¥
N H
20-| el 2
4 2
« &
= 1 1 1
T T T T T
0.0 0.5 10 15 20 25 3
Time ]
Overall SST Result : @ Component Name: Peak 5, Calculate by: EP  (0Q_ISTD)
Component Retention Retention Area Height Width 05 | Asymmetry | Symmetry | Capadty | Effidenc
= > Name Time Yo Chomatogam e e fovsl | ) A B | feingll| B | Theol
1 Peak 1 0.500 Lower Limit 2.450 495.000 89.000 99.500
2 © Peak 2 1.000 Upper Limit 2.510 505.000 91.000 100.500
EREN| Peak 3 1,500 “%RSD Limit 0.20 0.75 0.75 0.20
4 © Peakd 2,000 Mean| 2500 409980 80850  90.0%
Il © leaks 2,500 RSD [%] 0.00 0.08 0.08 0.01
Parameter Result © [} 3 )
[] Data'0Q_validation_\ 2.500 500.144 89.879 99.993 0.0%0 0.967 0.985 0.000| 4274.€
] Data'0Q_Vvalidation _\ 2.500 500.154 89.897 99.980 0.0%0 0.572 0.987 0.000| 4274.€
« ] Data'0Q_Vvalidation V. 2.500 500.298 89.896 99.993 0.0%0 0.961 0.983 0.000| 4274.€
(] Data'0Q_Validation_\ 2.500 500.302 89.914 100.002. 0.0%0 0.966 0.985 0.000| 4274.€
(] Data'0Q_Validation_V. 2.500 499.436 89.758 100.001 0.0%0 0.963 0.984 0.000| 4274.€
[-] Data\0Q Validation.... 2500 499.488 89.758 99.999 0.090 0.963 0.984 0.000| 4274.6
Results All signals Results Summary Performance Integration Measurement Conditions S5T Results -

VALIDATION / OQ / RESULTS
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oQ
RESULTS 3/3 — OQ REPORT

B 3 PDF files from OQ project folder
B Protocol

taApex

APANEED CHFOMATOGRAPHY SC8TWARE P AT 1500 P o e

Centificate of chromatography station validation

it

The chromasongty GuANM SoRifed atie i pcgerly S2aled and 5 hancucnaity vietied by procedite
rveoped by the Dutadpan, L. Ths. consicae confems, that the saton s fumctionsl and paroms ecordig 1
Pt o £

The Vkdation s peterm

Validation pertormed by: Signatune: o
ithsisation mumbar:

Company name:

vser: signature: oute:

P0O19/100A 14/05/2025 'A DataApex VALIDATION / OQ / RESULTS

Clarity - Operational Qualification
Calibration linearity test

‘ © Dataapex 2023, waew Satsapeczom

ek -Sgnal 10457 ma

PestTyee o
SewchWadom Aim
Lonnsen 0200mn
Pt sammn
[ —
et Am
nisTo none
etsT0
ComeFiTyon Laen
osan Orga

et eme
Cometonfae 15003

Py

Comizton a1

R ]
Equacon v ta00t88x a8

Clanty - Oparational Qualiication
ESTD calculation test

© Dampex 2023, www samapexcom

5T Components Tabie

Clarity - Operational Gualification
ISTD calculation test
© Dstasoen 2023, wawstsgperoom

ST Componiats Tite
@ - Overat s3TRms

TR TOR] G T

[y e

TH v )

) 7

30 3 |

i m e P )

| | | e 2200)

557 Pamates Table
T R o Crmpanes Peah T, ot By, £
Cauttes by Azt Vates

Expecied valuss for Subst Equation: Y = Slope "X+ Off
so0m = -z

e

o0 wos
e

TEST Result:

[Goe00,Vanerton_ VO ESTOIO_1367 2

XTE
1

iCorsi00 Vabdaton_ VO ESTOI 13673

D300 Vaaaton_VO_STONS_13 07 2623 11_1_46

O
e@!m Vataaten VD_ISTON E
53 fowm, Vrssion: 0 57015572553 1.3850
€557 e G o oo Oy
Cariesy etV

[Goti Vaidaton VO ESTORE_13 673
(G aasion

e 6

TEST Re

]
ot
L
W

oo, wian V0 U570V 07 53 1160 505
(0|5 [f5e veion V8 570 5T 58 0 b
Doti00,Vavian,VD,ISTD! T,
(o0 Vaavion, VO_STON, i,
=) 1555 Vadaton VO_1STOE_ ¥
[© (50 [P vasnon 0, 557077. T
TEST Result: Passed [ ]  Signature:
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oQ
WHO CAN PERFORM?
Validation training

DataApex issued certificate CERTIFICATE

Valid for 5 years OF ACHIEVEMENT

THIS CERTIFICATE IS PROUDLY PRESENTED TO

For successful completion of the Clarity Validation kit Training
The trained person is entitled to perform Validation service on behalf of DataApex Company.
The Certificate is valid for five years since the issuance date

anVind

P0O19/100A 14/05/2025 VALIDATION / 0Q / WHO CAN PERFORM
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0Q
ADDITIONAL INFO

Validation kit manual
- Tested parameters
- SST limits
- Validator chromatograms

— Cleb00_ Gy 250 dtasn14- Onector |

LUV

o)

W“U%ﬂﬂm

iy

LI

P0O19/100A 14/05/2025 VALIDATION / OQ / ADDITIONAL INFO

i Peak Limit
PEAK 1 Lower
Upper
RSD%

RT

min
0,49
0,51

15

Area
mV.s

45
55

Height
mV

0,85

0,95

Amount

0,009

0,011
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PERFORMANCE QUALIFICATION (PQ)

E

Compliance with SOPs and workflow of given workplace
SST could be used

Must be prepared by the workplace personnel based on:
- Used devices
- SOPs
- Regulations

IQ and OQ must be successful before doing PQ
B No certificate for PQ is issued by DataApex

(-] |

|

v

P0O19/100A 14/05/2025 VALIDATION / PQ



Clarity~

ADVANCED CHROMATOGRAPHY SOFTWARE

THANK YOU FOR YOUR ATTENTION



