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WOTerS Installation Qualification Report

THE SCIENCE OF WHAT'S PUSSIBLE-"I
Report No: TE82969-1-IQR | Hteration No: 02 | SAP No: TE0082969QX |

1.0 Purpose

The PDA/eLambda Linearity Tester, TE82969-1, is located in Flextronics Contract Manufacturing Site of WPPL in
Singapore. The PDA/eLambda Linearity Tester is used to perform and verify that linearity of PDA Detectors of the
following part numbers are within specification: 186015026, 186002998, 186015032, 186015033, 186015030,
700002787, 700004035, 700005424, 700005427, 186299800, N2971013, N2971035, 186017003, 279002655, and
186017013, as well as the equivalent refurbished part numbers: 800000202, 800000244, 800000245, 800000304,
800000305, 800000397, 800000453, and 800000476. Note that not all part numbers have a refurbished equivalent.
After the UUT has completed the firmware download at the PDA Detector Download Station (TE83057) and has passed
the linearity test, it is moved to the 2998 Final Test System (TE82882) to test noise, drift, and optics.

2.0 Scope of Report

This Installation Qualification Repont details the qualification activities undertaken for the PDA/eLambda Linearity Tester
(TE82969-1) based on the requirements of the performed Installation Qualification, 730004135, Version 02 as outlined
by the Test Software Version 2.1 risk assessment, per TEB2969-03JAN2018-VAF.

The risk assessment, based on this change, resulted in the requirement of performing the following test scripts:

- IQ-01 Associated Documentation Verification: To verify that the PDA Final Test, Test and Specification Procedure,
735001613, that references the new software version, 2.1, is in the appropriate state in SAP.

- 1Q-04 Test Software Version: To verify the version specified within the PDA Final Test, Test and Specification
Procedure, 735001613, matches the version of the program.

- 1Q-06 Functional Verification: To verify that the system reports the 30mg concentration test, which is new for the
186015033, ACQUITY PDAe Detector, on the Test Record.

Al other testing performed, as detailed in TE62969-1-I1QR, Iteration 00, remains valid and applicable.
3.0 Summary of Results - Statement of Fitness for Intended Use

The PDA/eLambda Linearity Tester (TE82569-1) was tested in accordance with the applicable sections of the
Installation Qualification Protocol, 730004135, Version 02, as outlined in the Test Software Version 2.1 risk assessment,
per TE82969-03JAN2018-VAF. All required Test Scripts were performed and all objective evidence requirements have
been met.

Waters now has the necessary documentation in place to ensure that the PDA/eLambda Linearity Tester (TE82969-1)
remains compliant with Waters' requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Qualification Report, the PDA/eLambda Linearity Tester (TEB2969-1) remains fully
qualified and fit for intended use post the change, as outlined in TE82969-03JAN2018-VAF.

4.0 Glossary
The following definitions are used in this document:

Term Explanation
cGMP Current Good Manufacturing Practice
Q Installation Qualification

IQR Installation Qualification Report
mg Milligram

PDA Photo Diode Array

SAP Enterprise Resource Planning (ERP) software
TSP Test Specification and Procedure

uuT Unit Under Test

VAF Validation Assessment Form
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Installation Qualification Report

5.0
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Training

| heration No: 02|

SAP No: TE0082969QX

The Executor who performed the PDA/eLambda Linearity Tester (TE82869-1) Installation Qualification was trained
according to the Installation Qualification Procedure, 730004135, Version 02. The training record is proved as

Attachment 7.1.

The Operator who performed the testing of the UUT using the PDA/eLambda Linearity Tester (TE82969-1) per
Installation Qualification Procedure, 730004135, Version 02, 1Q-06, Functional Verification test Script, was trained
according to the PDA Final Test System Test and Specification Procedure, 735001613, Version 20. The training record
is provided as Attachment 7.2,

6.0
6.1

Qualification Results
Test Script 1Q-01, Associated Documentation Verification, was performed in accordance with Installation

Qualification Protocol, 730004135, Version 02, for the PDA Final Test System Test and Specification
Procedure, 735001613, as outlined in TE82969-03JAN2018-VAF.

1Q-01, Associated Documentation Verification Data Sheet, is provided as Attachment 7.3

The updated PDA Final Test System Test and Specification Procedure, 735001613, Version 20,
was confirmed to have been updated with software version 2.1 and to be in SAP with a status of
Release General. A screen capture is provided below:

6.1.1
6.1.2

Document List After Selaciion 22 Hits
2B 27HSD AVEDRVEBowee [fosve TWE E G Thurbmb (lrage)

B3 [Revi, Ty. Docament Vs Part Description

“ramTmonw

TR x

L=

TSP 735001613 00 000 Acquky PDA Fral Test
TSP 735001613 B1 000 Acquity PDA Fral Test
TSP 735001623 02 600 Accuky PDA Fnal Test
TSP 735001613 03 000 Acquky PDA Fnal Test
TSP 735001613 04 000 PDA Final tast
TSP 735001613 05 000 PDA Final tast
TSP 735001613 06 003 PDA Firal test
TSP 735001613 07 000 PDA Final tast
TSP 735001613 08 DGO PDA Finad test
TSP 735001613 09 DO PDA Fieal test
TSP 735001613 10 000 PDA Final test
TSP 735001613 11 000 PDA Final test
TSP 735001613 12 000 PDA Final test
TSP 735001613 13 000 PDA Final test
TSP 735001613 14 000 PDA Fral test
TSP 735001613 15 000 PDA Final test
TSP 735001613 16 000 PDA Final tust
TSP 735001613 17 000 PDA Final test
TSP 735001613 18 000 PDA Final tast
TSP 735001613 19 000 PDA Final test
TSP 735001613 20 000 PDA Final test
TSP 735001613 21 000 POA Final test

Template 730002845, Version 02
Ref. 730001835, Process Validation Procedure for Milford Site

Status text Cument Ve Vald From  Vald To  Chanpe No. 'Long mme
RELEASE GEHERAL /4 25.06.2007 30.03.2008 Eric Tumer
ABANDON Bruce Porter
RELEASE GENERAL (3 31.03.2008 11.05.2008 9134035  Eric Tumer
RELEASE GENERAL {3 12.05.2008 09.07.2008 9134837  Enic Turner
RELEASE GENERAL /4 10.07.2008 03.12.2008 9136327  Enic Tumer
RELEASE GENERAL [ 04.12.2008 20.03.2000 9139048  Enic Tumaer
RELEASE GENERAL J, 30.03.2009 21.05.2009 9140911  Evic Tumer
RELEASE GENERAL 22.05.2009 01.07.2010 9142852  Eric Tumer
RELEASE GEMERAL (3 02.07.2010 22.11.2010 9153554  Enic Tumer
HELEASE GENERAL /4 23.11.2010 04.07.2012 9157158  Chris Green
ABANDOM Eric Tumes
RELEASE GENERAL [ 05.07.2012 09.02.2014 9171410 Enc Tumer
RELEASE GEMERAL [ 10,02.2014 18.02.2014 9185711  Chris Green
RELEASE GENERAL & 19.02.2014 12.10.2014 9188532  Eric Tumer
RELEASE GEMERAL 13.10.2014 24.03.2015 9152039  Eric Tumer
ABANDON Eric Tumner
RELEASE GENERAL 25.03.2015 12.07.2015 9195587  Eic Tumer
RELEASE GENERAL (3 13.07.2015 10.12.2015 9196916  Eric Tumer
RELEASE GENERAL % 11.12.2015 28.11.2017 9202728  Tyler Model ,
RELEASE GENERAL 29.11.2017 09.09.2018 9216596  Enic Tumer
RELEASE GENERAL :1: 10.09.2018 31.12.9999 9224731  Eric Tumer
H WORK Etic Tumner
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| R_e_pprtﬂq_:_l'l‘EBZQSQ-HQR : _I_Iteratio_r_i No: 02 l SAP No: TE008296905

6.2 Test Script 1Q-04, Test Software and Instrument Firmware Version, was performed in accordance with
Installation Qualification Protocol, 730004135, Version 02, for the updated software version 2.1, as outlined in
TE82969-03JAN2018-VAF.

6.2.1 [Q-04, Test Software and Instrument Firmware Version Data Sheet, is provided as Attachment 7.4.

6.2.2 The Test Equipment Software version listed in 735001613, PDA Final Test System Test and
Specification Procedure (Version 20), is 2.1 and was verified to match the version displayed on the
PDA/eLambda Linearity Tester TEB2969 program display, as shown in the screen capture below:

__ L] e T N T s LR o -\.37: = -y oF|
| 1] PDA Linearity Test ,————““""'
Model
_ 3 W, Used
E ) rﬁp—“
oA R
Maka 5o PO has Been ndeivedfarp Mgt on steedy
POA bo athwrnat ard serial andgress dat. Lt asch
ot wirm D for 30 saconds babee taking dats. Inthe Canasde -,
(] {2} dardos,
T T
START
u“i“
= Test Sotware: 21, L E){IT
#  wamcopowen | Test SystoncTERO6D1 Tast Software:2.1 i Yauy010
6.3 Test Script 1Q-06, Functional Verification, was performed in accordance with Installation Qualification Protocol,

730004135, Version 02, for the updated software version 2.1, as outlined in TE§2969-03JAN2018-VAF.
6.3.1 IQ-06, Functional Verification Data Sheet is provided as Attachment 7.5.

6.3.2 One (1) UUT, Part Number 186015033, as required by TE82969-03JAN2018-VAF, was tested
using the TEB2969-1, PDA/eLambda Linearity Tester, and met the requirement of running the 30mg
concentration test and reporting it properly on the Test Record.

6.3.2.1 The Instrument Test Record is provided as Attachment 7.6.

6.4 A summary of the attached objective evidence that applies to each Test Script is provided in the Table below:
Script or Section | Pass/Fail Objective Evidence Deviations
1Q-01 Pass Attachment 7.3 _None
1Q-04 Pass Aftachment 7.4 None }
1Q-06 Pass Attachment 7.5 and 7.6 - None |

7.0 Attachments
7.1 Completed Executor Training Record 730004135, Ver.02
7.2 Completed Operator Training Record 735001613, Ver.20

7.3 1Q-01, Associated Documentation Verification Test Script Data Sheet
7.4 1Q-04, Test Software and Instrument Firmware Version Test Script Data Sheet
Template 730002845, Version 02 Waters Confidential
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Report No: TE82969-1-IQR | Iteration No: 02 | SAP No: TE0082969QX i
7.5 1Q-06, Functional Verification Test Script Data Sheet
76 Instrument Final Test Record for IQ-06, Part Number: 186015033, Serial Number: J18UPL246A
8.0 Deviation from Test Equipment Qualification

There were no deviations generated during the execution of the Installation Qualification, 730004135, Version 02, for the
PDA/eLambda Linearity Tester (TE82969-1), as outlined in the Test Software Version 2.1 risk assessment, per

TE82969-03JAN2018-VAF.

9.0 References
The current approved versions of the following documents are referenced within this Report:
Document Number " Document title
730004135, Version 02 Installation Qualification Protocol
TE82969-03JAN2018 Test Software Version 2.1 risk assessment
735001613 Version 20 PDA Final Test System Test and Specification Procedure
Template 730002845, Version 02 Waters Confidential
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WORK INSTRUCTION

Title: Instaliation Qualification Protoco!

Document # 730004135 Version # 02 Page 10 of 11
Appendix A: TRAINING RECORD
Version | 02
Document # 735004135 Daocument Title Installation Qualification Protoco!
Ravision N/A
Fraivmng Perfonncd Be: (i Ve ol
£ =y -
SELE e 06 Auy 03
Prinled Name Signawre Dale

\E(Read and Understood {If sell-irained — H not seif-trained this section can be deleted)

By signing you acknowledpe that you have reviawed, understand, and

agree W comply with the policies and practices of the

procedure defined above,
Printed Name Signature Initiaks Date
LU0 Hupohzn o 12 _Job sl

™~

-

.

~

™~

™~

Print muliinle copies of this Tralning Recard Template as needsd

Document No.; EE Eill ﬁ_l-&R

fieraton No: _7)

Attlachment: _‘7;_,[ Page: __Lol_L

Templale 730000483 V06

Waters Confidential

It Is the responalbility of the user to wesify they ar using Uie current releasad version.

HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHCAISED PERSONNEL




WORK INSTRUCTION

THE smm%rgsm' Title: Installation Qualification Protocol
Document # 730004135 Version # 02 Page 10 of 11
Appand‘lx A: TRAINING RECORD
. 7 2 i gy 3 &
s ] BoA FhalTestSystemTesland Spedfhaﬁon . 8
: nmmntw
f'm,.:cr.:; 7t S Pruesdun? S % .'li‘-u:"\/ )
A z85€f2018
d LATE ENT Ry

< B

‘E/Read and Understood (H self-trained — K not seli-trained this section can be delstad)
By signing you acknowledge that you have reviewed, understand, and agree 1o comply with the policies and praciices of the
procedure defined above,

3

DEpL>yo
AW O |25 SEP 301§

A WEIE O wpf
KJ{O&OW.. "‘E““j
\
\

Kem |25 Sepilolf

JO-‘:.L‘ i f;'rﬁMALATEO T - T . -
—ﬁwf——- Jm o 25 SEra08

)

[£4

AN

~Jo,
~

—

N

DocumentNo.:_\ 7 ol bt D\

Print multiple copies of this Training Record Template as needed

lieration No.:
Attachment: Page: _\_of 1
Template 730000483 V06

Waters Confidential
& ks the responsibility of the usar to werify they ars using the current reisased version,
HARD COPY LNCONTROLLED UNLESS STAMPED, SIGNED AND DA TED BY AUTHORISED PERSOMNEL



WORK INSTRUCTION

THE SCIENCE OF WHAT'S POSSIBLE® Title: Installation Qualification Protocol
Document # 730004135 Version # 02 Page 4 of 11

TestScript# Q-01 IQ Test Name: Associated Documentation Verification
Equipment# TEBS2969-1 Equipment Name: PDA/eLambda Linearity Tester

Installation Site: Fiextronics Coniract Manufacturing Site of WPPL in Singapone

Purposa:

To verify that supporting documentzation Is available prior to the complation of qualification.

Test Execution:

= Listail applicable documents {Preventive Maintenance, Calibration, Operating Procedures, Test Specification
Procedures, Manufaciuring Procedures, elc.} under the Document type header, then complete the table below. Rows

may be added/removed as needed.
All applicable documents must have a status of Ready, Pre-Rei-Prod, or Release General in SAP. ¥ applicable

documents are unavailable in SAP state why in the comments section.

Objactive Evidence:
= Completed IQ-01 Test Script Data Shest
s SAP screenshots of below available documenl(s)

Document Type Titls, Doc. #, Version/Revision # Status in SAP Initial & Date

PDA Final Test - Test and Specification RE\‘&'HS&

e
TSP Procedure; 735001613; Version 20 GENSRAL ’),[a%? 710(8

Comments:
/\//4
0
Overall Test Conclusion Documnent No.: ‘TE':%I'H (Jq - I.EZR
Neration No.: _ (L )
¥ pass O Fal Altachment: ﬁj’age' Aol
~Waters Confidential Template 730000483 V06

It Is tha responsibility of the user lo verify they ara using the current released version.
HARD COPY UNCONTROLLED UMLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL



WORK INSTRUCTION

Waters
THE SCIENCE OF WHAT'S POSSIBLE® Title: Installation Qualification Protocol
Document # 730004135 Version # 02 Page7 of 11
Test Script# KQ3-04 1 Test Name: Test Software and Instrument Firmware Version
Equipment® TEB82069-1 Equipment Name: PDA/Lambda Linearity Tester

Installation Site: Flextronics Contract Manufacturing Site of WPPL. in Singapore

Pu H

To':;aon?yemat the installed softwareffrmware is correct per the applicable design and/or operational document(s).

Test Exacution:

e Listall relevant Equipment software and/or instrument fimware in the Description column. Specify the associated part
number for the instrument firmware, If applicable. Rows may be added/removed as needed.

« List the associated required equipment software and/or crifical instrument/intemet connection sharing firnware
version(s), as defined in the applicable designfoperational documeni(s), In the Acceptance Criteria column.

= Verify that the software version displayed on the Operator Interface of the program and/or the femware loaded on the
instruments/PC maich the acceptance criteria identically, if applicable, then complete the table below.

Objectiva Evidence:

+ Completed K3-04 Tesl Script Data Sheet

+ ldentify and/or provide a screen capturefprint out/copy of the applicable designfoperational document that defines the
raquired softwarefirmmware version(s) within or as an attachment lo lhe associated Installation Qualificalion Report.

« Screen capture andor test record displaying/indicating the sofiware and/or firmware version(s), as applicable
Description Acceptance Criteria As Found Pass/Fail initial & Data

Test Equipment Sofiware Version: 2.1 Version.*z \l i} F)SS 26-\‘;1\%? Yol

Commeants:

N
"'5‘ -
Overail Test Conclusion Dowmer: No.: TE%-?ﬂan_! - ;&R
lteration No
[B Pass 0O Fail !t\iadl?mem: _;’*:,,q.._'_Page: oot )

Template 730000483 V06

K is the responsaibility of the user to verify they are using tha current released varsion.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED 8Y AUTHORISED PERSONNGL
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WC]fe rS WORK INSTRUCTION

Title: Installation Qualification Protocof

Document # 730004135 Version # 02 Page 9 of 11
Test Script# 10-06 10 Test Nama: Functional Verification
Equipment# TEB2969-1 Equipment Name: PDA/elLambda Linearity Tesler
Installation Stta:  Flexronics Contract Manufacturing Site of WPPL in Singapore
Purpose:
To verify thal the syslem operales as expecled.
Test Execution:

Selact the UUT(s) or tesls o be performed as defined wihin the Installation Qualification Section of 730001835,
List the Part Number and Serial Number, if applicable, in the UUT Part Number/Serial Number column.

Define the appropriate Acceptance Critaria within the Acceptance Criteria column,

Perform a tast of the UUT(s), verify the Acceptance Criteria, then complete the table below. if an associated Test
Record is being used as objective evidence the Header/Footer information should be verified for accuracy.

Objective Evidence:

Completad IQ-08 Tesl Scripl Data Sheet

Copy of the Test Record(s) for the UUT(s), as applicable

The UUT(s) selected for this Test Script and the reasoning for why itfthey were selected shall ba summarized within the
assoclated Installation Qualification Repor.

Iif this Acceptance Criteria is other than “All required CTQ Specification measurements result in a Pass” then it shall be
summarized within the associaled VAF, Process Validation Plan, and/for Installation Qualification Report.

For systems that download firmware to praduct the BOM showing the firmwara requirement shall be provided within the
KR

* UL Part Number/Serial Number

e—

"Pass/FaEL || Wltial & Dats

UUT Part Number: 186015033 o ‘H%

30mg concentration test runs and is

UUT Serial Number: J\SUPL?.% 1y peopecy reportadon the Test Recart QP‘I‘SS 26 SE? 2013

Comments:
X,
O
Overall Test Conclusion Document No.: T_E_Bi]_fﬂ:]—]:&&
lteration No.: P
K Pass O Fail Attachment: gg Page __Lof_[_

Waters Confidential Templale 730000483 V06
K is tha responsibility of the user to verify they are using the cirront released version.
HARD COPY UNCONTROLLED UMLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL




Waters Corporation - Test Record

| Part Number: 186015033 Product: eLambda PDA
Operator: 842185 Start Time: 09/25/2018, 17:30;
Serial Number: J18UPL245A End Time: 09/25/2018, 17:32:
H Test System: TE82569-1 Order; NA
-Test Software: 2.1 Location: Flextronics, SG
T™MD: NA
Firmware: 1.70 Buiid#: 6367 (Jan 25 2018)
I!am LSL Moasurement UsL Unit Qutcome
%RSD 0 4,263 5 PASS
Mezn 0.09 PASS
Std Dev 0.004 PASS
Lambda 257.6 PASS
AIC 5mg 0.0928% PASS
AIC 1omg 0.0932 PASS
AIC 15mg 0.0933 PASS
AIC 20mg 0.0806 PASS
AIC 25mg 0.0875 PASS
AIC 30mg 0.0838 PASS

eLambda PDA Linearity Test Overall Result - PASS

ISigned: (L, f\m {s |Date: 7% SEp rord

END OF DATA

Document No.: Te 8-2.(“?01 - \ = T—Qk

Iteration No.:_ D2
Attachment: b Page: | of ) _

Ser. No.:.J18UPL246A Page 1 of 1



