Waters Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.”

Report No: TE82969-1-IQR Iteration No: 04 SAP No: TE008296901

INSTALLATION QUALIFICATION REPORT
For the PDA/eLambda Linearity Tester (TE82969-1)

PREPARED BY

Name Role Signature Date

Edwin Koh Senior Operations Manager m'_\ _ F4HAUA 20D
[

The “Prepared By” signature denotes that this document accurately describes the qualification activities.
REVIEWED BY

Name Role Signature Date
Eric Turner Principle Test Engineer SEE  ATHYED E- WAL
|

The “Reviewed By” signature[s] denotes agreement with the description of the qualification activities.
APPROVED BY

Name Role Signature Date

Tan Kah Chin Senior Quality Assurance Manager

The “Approved By” signature denotes that this document has been reviewed and approved for overall quality and
completeness.

REVISION HISTORY

VERSION: 00 ORIGINATOR: Emma Pierce Change ID: N/A

SUMMARY OF CHANGE: FIRST DOCUMENT FOR APPROVAL

VERSION: 01 ORIGINATOR: Luo Huazhen Change ID: N/A

SUMMARY OF CHANGE: FIRMWARE UPDATE

VERSION: 02 ORIGINATOR: Luo Huazhen Change ID: N/A

SUMMARY OF CHANGE: NEW SOFTWARE VERSION TO ADD THE 30MG CONCENTRATION TEST

VERSION: 03 ORIGINATOR: Luo Huazhen Change ID: N/A

SUMMARY OF CHANGE: NEW SOFTWARE VERSION TO ADD OPTICS BENCH PART NUMBERS

VERSION: 04 ORIGINATOR: Edwin Koh Change ID: 9236204

SUMMARY OF CHANGE: NEW ACQUITY PREMIER PART NUMBER ADDED

Template 730002845, Version 03 Waters Confidential
Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 1 of 4


sghzluo
Stamp

sghzluo
Stamp


HuaZhen Luo

From: Eric Turner

Sent: Tuesday, 25 August, 2020 01:14

To: Edwin Koh

Cc: Yeehwa Chan; James Stors; HuaZhen Luo
Subject: RE: IQRs for approval _PDA

Hello,

This email will serve as my digital signature in accordance with TMD010801

Eric Turner
Principal Test Engineer WCI -I.ers

THE SCIEMCE OF
WHAT'S POSSIBLE"

[T] 508-482-3161 Waters Corporation
[F] +1 508 482 3373 34 Maple Street
[W] www.waters.com Milford
[E] eric turner@waters.com MA 01757

USA

0 08 &

From: Edwin Koh <Edwin_Koh@waters.com>

Sent: Monday, August 24, 2020 12:23 AM

To: Eric Turner <Eric_Turner@waters.com>

Cc: Yeehwa Chan <Yeehwa_Chan@waters.com>; James Stors <James_Stors@waters.com>; HuaZhen Luo <HuaZhen_Luo@waters.com>

Subject: IQRs for approval _PDA
Hi Eric,

Please see attached IQRs for approval

Thanks and Best regards


sghzluo
Highlight


Edwin Koh
Senior Operations Manager
Waters Pacific Pte Ltd

phone +65 6593 7409 Mobile +65 9117 7881
web www.waters.com email edwin_koh@waters.com
1 Science Park Road #02-08 The Capricorn Singapore 117528




Waters Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE82969-1-IQR Iteration No: 04 SAP No: TE008296901

1.0 PURPOSE

The purpose of this Installation Qualification Report is to detail the activities associated with the execution of 730004135,
Installation Qualification Protocol, for the TE82969-1, PDA Linearity Tester.

SYSTEM BACKGROUND

The TE82969-1, PDA Linearity Tester, is used to verify that linearity of PDA Detectors of the part numbers as defined in TSP
735001613, and UPC2 PDA Detector and Veyron PDA Detector Final Test procedure 735002531. After the UUT has
completed the firmware download according to the corresponding procedure and has passed the final test at the TE82882,
PDA Final Test Station, one out of 10 is moved to the TE82969-1, PDA Linearity Tester to test Linearity.

2.0 SCOPE

This Installation Qualification Report details the Qualification activities undertaken for the TE82969-1, PDA Linearity Tester,
based on the requirements of the executed protocol, 730004135, Version 03, Installation Qualification Protocol, to test a new
PDA part number 186018007, Acquity Premier eLambda PDA, as detailed in TE82969 -07AUG2020-VAF.

3.0 SUMMARY OF RESULTS — STATEMENT OF FITNESS FOR INTENDED USE

The TE82969-1, PDA Linearity Tester was tested in accordance with the applicable sections of 730004135, Installation
Qualification Protocol, Version 03 per TE82969 -07AUG2020-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 TE82969-1, PDA Linearity Tester remains compliant
with Waters’ requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Qualification Report, the TE82969-1, PDA Linearity Tester remains fully qualified and fit for
intended use.

4.0 ABBREVIATIONS

The following definitions are used in this document:

Term Explanation

PDA Photodiode Detector Array
cGMP Current Good Manufacturing Practice
CTQ Critical to Quality

IQR Installation Qualification Report

N/A Not Applicable

NPI New Product Introduction

P/N Part Number

SAP Enterprise Resource Planning Software
TSP Test Specification and Procedure
uuT Unit Under Test

VAF Validation Assessment Form

5.0 TRAINING

The executor who performed the TE82969-1, PDA Linearity Tester installation qualification was trained to the Installation
Qualification Protocol, 730004135, Version 03, and the training record is provided as Attachment 7.1

The Operator who performed the testing of the UUT using the TE82969-1, PDA Linearity Tester was trained to 735001613,
ACQUITY PDA Final Instrument Test and Specification Procedure, Version 25 and a Training Record is provided as
Attachment 7.2
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THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE82969-1-IQR Iteration No: 04 SAP No: TE008296901

6.0 QUALIFI

CATION RESULTS

6.1 TEST SCRIPT 1Q-01, ASSOCIATED DOCUMENTATION VERIFICATION
Test Script 1Q-01, Associated Documentation Verification, was performed in accordance with Installation
Qualification Protocol, 730004135, Version 03, and 735001613, ACQUITY PDA Final Instrument Test and
Specification Procedure, Version 25 per TE82969 -07AUG2020-VAF.
6.1.1 IQ-01, Associated Documentation Verification Test Script Data Sheet is provided as Attachment 7.3
6.1.2  The updated 735001613, PDA Final Test and Specification Procedure, Version 25, was confirmed to be in
SAP with a status of Ready. A screen capture is provided below:
& Revlev Type  Document Vs Part Description Status text Current Ver |Valid From Vald To Change No.  Long name
TSP 735001613 00 000 Acquty PDA Final Test RELEASE GENERAL ; 25.06.2007 30.03.2008 Eric Turner
TSP 735001613 01 000 Acquty PDA Final Test ABANDON Bruce Porter
B TSP 735001613 02 000 Acquty PDA Final Test RELEASE GENERAL 5 31.03.2008 11.05.2008 9134035 Eric Turner
C TSP 735001613 03 000 Acquity PDA Final Test RELEASE GENERAL 0 12.05.2008 09.07.2008 9134937 Eric Turner
D TSP 735001613 04 000 PDA Final test RELEASE GENERAL 10.07.2008 03.12.2008 9136327 Eric Turner
E TSP 735001613 05 000 PDA Final test RELEASE GENERAL 04.12.2008 29.03.2009 9139040 Eric Turner
F TSP 735001613 06 000 PDA Final test RELEASE GENERAL 30.03.2009 21.05.2009 9140911 Eric Turner
G TSP 735001613 07 000 PDA Final test RELEASE GENERAL 22.05.2009 01.07.2010 9142852 Eric Turner
H TSP 735001613 08 000 PDA Final test RELEASE GENERAL 02.07.2010 22.11.2010 9153554 Eric Turner
] TSP 735001613 09 000 PDA Final test RELEASE GENERAL (8] 23.11.2010 04.07.2012 9157158 Chris Green
TSP 735001613 10 000 PDA Final test ABANDON Eric Turner
K TSP 735001613 11 000 PDA Final test RELEASE GENERAL 05.07.2012 09.02.2014 9171410 Eric Turner
L TSP 735001613 12 000 PDA Final test RELEASE GENERAL 10.02.2014 18.02.2014 9185711 Chris Green
M TSP 735001613 13 000 PDA Final test RELEASE GENERAL 19.02.2014 12.10.2014 9186532 Eric Turner
N TSP 735001613 14 000 PDA Final test RELEASE GENERAL 13.10.2014 24.03.2015 9192039 Eric Turner
TSP 735001613 15 000 PDA Final test ABANDON Eric Turner
P TSP 735001613 16 000 PDA Final test RELEASE GENERAL 25.03.2015 12.07.2015 9195587 Eric Turner
R TSP 735001613 17 000 PDA Final test RELEASE GENERAL 13.07.2015 10.12.2015 9198916 Eric Turner
T TSP 735001613 18 000 PDA Final test RELEASE GENERAL 11.12.2015 28.11.2017 9202728 Tyler Modelski
U TSP 735001613 19 000 PDA Final test RELEASE GENERAL 29.11.2017 09.09.2018 9218596 Eric Turner
v TSP 735001613 20 000 PDA Final test RELEASE GENERAL 10.09.2018 06.12.2018 9224731 Eric Turner
W TSP 735001613 21 000 PDA Final test RELEASE GENERAL 07.12.2018 23.07.2019 9226454 Eric Turner
Y TSP 735001613 22 000 PDA Final test RELEASE GENERAL 24.07.2019 23.03.2020 9230015 Eric Turner
TSP 735001613 23 000 PDA Final test ABANDON Eric Turner
AA TSP 735001613 24 000 PDA Final test RELEASE GENERAL R 24.03.2020 31.12.9999 9234775 Eric Turner
TSP 735001613 25 000 PDA Final test READY Eric Turner
6.1.3 All other system related documents were previously verified as assessed and were not affected by
the changes summarized in TE82969 -07AUG2020-VAF
6.2 TEST SCRIPT 1Q-02, SITE VERIFICATION
Test Script 1Q-02, Site Verification, was not performed as it was previously executed, and was not affected
by the change summarized in TE82969-1 TE82969 -07AUG2020-VAF
6.3 TEST SCRIPT 1Q-03, INSTRUMENTATION CALIBRATION VERIFICATION
Test Script 1Q-03, Instrumentation Calibration verification, was not performed as it was previously executed,
and was not affected by the change summarized in TE82969-1 TE82882-07AUG2020-VAF
6.4 TEST SCRIPT 1Q-04, SOFTWARE AND INSTRUMENT FIRMWARE VERSION
Test Script 1Q-04, Software and Instrument Firmware version, was not performed as it was previously
executed, and was not affected by the change summarized in TE82969-1 TE82969 -07AUG2020-VAF
6.5 TEST SCRIPT 1Q-05, GENERAL SAFETY AND ALARMS
Test Script 1Q-05, General Safety and Alarms, was not performed as it was previously executed, and was
Template 730002845, Version 03 Waters Confidential
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THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE82969-1-IQR Iteration No: 04 SAP No: TE008296901

not affected by the change summarized in TE82969-1 TE82969 -07AUG2020-VAF
6.6 TEST SCRIPT 1Q-06, FUNCTIONAL VERIFICATION

Test Script 1Q-06, Functional Verification, was performed in accordance with Installation Qualification
Protocol, 730004135, Version 03, as outlined in TE82969-07AUG2020-VAF.

6.6.1 1Q-06, Software and Instrument Firmware Version Test Script Data Sheet is provided as Attachment 7.4

6.6.2 One (1) UUT, 186018007, ACQUITY Premier eLambda PDA, H20PPDO0O01A, was selected for the
Functional Verification UUT as the change summarized in TE82969-07AUG2020-VAF and met the
requirement of functionality test and report properly on test record.

6.6.2.1 The instrument Test Record is provided as attachment 7.5
6.6.3 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-06 Pass Attachment 7.4 and 7.5 None

7.0 ATTACHMENTS

7.1 Completed Executor Training Records 730004135, Ver 03

7.2 Completed Operator Training Records 735001613, Ver 25

7.3 1Q-01 — Associated Documentation Verification Test Script Data Sheet

7.4 1Q-06 — Functional Verification Test Script Data Sheet

7.5 Instrument Final Test Record for Test Script IQ-06, Part number 186018007, serial number: H20PPDO01A

8.0 DEVIATION FROM THE QUALIFICATION PROTOCOL

There were no deviations generated during the execution of the 730004135, Installation Qualification Procedure, Version 03,
for TE82969-1, Acquity Linearity Final Test System.

9.0 REFERENCES

The current approved versions of the following documents are referenced within this document:

Document Number Document title
730004135, Version 03 Installation Qualification Protocol
735001613, Version 25 735001613, PDA Final Test and Specification Procedure

TE82969-07AUG2020-VAF | TE82969-1 PDA/eLambda Linearity Tester Validation Assessment Form
EC09236204 Engineering Change Request to release the Acquity Premier eLambda PDA
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T S EHPE BE AT DR Title: Individual Training Form
Document No: 730002657 Version No: 01 Page 1 of 1
Training Type: Read and Understood
Name: Edwin Koh Employee [D: | 617859
Date of Training: 16 Aug 2020
N/A
Comments:
Document Number Title Rev #
730004135 Installation Qualification Protocol 03
\N/ﬂ
\
\%
w ,{f
Sl
\E%
\l\\
\‘\
&b&, Senioe O geretors Maoogel 3 AUG 2020
Employee's Signature Title i Y Date
e N
'“*-—m.__,_______-

Document No.._ 1E33-469- | -TaR

lteration No.: O

Attachment: _T.1. Page_ ! of_!
Waters Confidential Template 730001104 V02

It is the User's responsibility to verify they are using the current released version




WO _I_e rS WORK INSTRUCTION

S AR SEUNETIE HEESHEIE Installation Qualification Protocol
Document # 730004135 Version # 03 Page 8 of 9

Appendix A: TRAINING RECORD

i 25
Document | 45001513 | Document Title PDA Final Instrument TSP Version
# Revision | n/a

[E} Read and Understood {If seli-trained - If nol self-trained this section can be deleted)

By signing you acknowledge that you have reviewed, understand, and agree to comply with the policies and practices of the
procedure defined above.

Printed Name Signature Initials Date
JOEL MAMALATEO DEDUYO M JMD 17 Aug 2020
CHAI CHUAN WEI \}L ' CcCcw 17 Aug 2020
HO TECK LIK C HTL 17 Aug 2020
\
A 4
Y
o,
’y\ /> .
G 2020

Print multiple copies of this Training Record Template as needed

Document No.:  TET2A 69 = | - 1A
fteration No.: _ 0
Attachment: _ '@~ Page: ! of |

Waters Confidential Template 730000483 V08
It is the responsibility of the user to verify they are using the current released version.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL
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WO 1_ ers WORK INSTRUCTION

TiiE BEEERES BEAHAPE pRCETNLE Installation Qualification Protocol

Document # 730004135 Version # 03 Page 5of 9
Test Script # 1Q-01 1Q Test Name: Associated Documentation Verification
Equipment # TE82969-1 Equipment Name: PDA Linearity Test System

Installation Site:  Flex, Singapore

Purpose:

To vperify that supporting documentation is available prior to the completion of qualification.

Test Execution:

o List all applicable documents (Preventive Maintenance, Calibration, Operating Procedures, Test Specification
Procedures, Manufacturing Procedures, etc.) 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-Rel-Prod, or Release General in SAP. If applicable
documents are unavailable in SAP state, why in the comments section.

Objective Evidence:
o Completed 1Q-01 Test Script Data Sheet
e SAP screenshots of below available document(s)

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

TSP PDA Linearity Test System Test and ﬂ I M

Specification Procedure, 735001613, Version 25 o AUSY 30'31)

Comments:

Overall Test Conclusion Document No.: _ [E¥2369 - | -XT8R
lteration No.: __ Qdt
W Pass O Fail Attachment: _7-3 Page: | of |
Waters Confidential Template 730000483 V08

It is the responsibility of the user to verify they are using the current released version.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL



Woaters —

T — Installation Qualification Protocol
Document # 730004135 Version # 03 Page 7 of 9

Test Script # 1Q-06 IQ Test Name: Functional Verification

Equipment # TE82969 Equipment Name: PDA Linearity Test System

Installation Site: Flex, Singapore

Purpose:
To verify that the system operates as expected.

Test Execution:

e Select the UUT(s) or tests to be performed as defined within 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 Criteria within the Acceptance Criteria column.

Perform a test 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:

¢ Completed IQ-06 Test Script Data Sheet

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

e The UUT(s) selected for this Test Script and the reasoning for why it/they were selected shall be summarized within
the associated Installation Qualification Report.

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

s For systems that download firmware to product the BOM showing the firmware requirement shall be provided within
the IQR.

UUT Part Number/Serial Number Acceptance Criteria Pass/Fail Inlti?'l & Date

Part Number: 186018007 Enter the appropriate acceptance criteria, @Q
. i.e. “All required CTQ Specification P&SS AULG,
Comments:

-
Y 20%0.

Overall Test Conclusion DocumentNo.. 183169 - | - JoR
lteration No.: _ OH
A Pass I Fail Attachment: _ "T- W Page: L of |
Waters Confidential Template 730000483 V08

It is the responsibility of the user to verify they are using the current released version.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL




Waters Corporation - Test Record

Part Number: 186018007 Product: Acquity Premier eLambda PDA

Operator: 1093658 Start Time: 08/19/2020, 14:25:

Serial Number: H20PPDO0O01A End Time: 08/19/2020, 14:32:

Test System: TE82969-1 Order: NA

Test Software: 2.2 Location: Flextronics, SG
TMD: NA o —
Firmware: 1.70 Build#: 6367 (Jan 25 2018)
Name LSL Measurement UsL Unit Qutcome
%RSD 0 4,029 5 PASS
Mean 0.093 PASS
Std Dev 0.004 PASS
Lambda 257.2 PASS
AIC 5mg 0.0968 PASS
A/C 10mg 0.0965 PASS
A/C 15mg 0.0925 PASS
A/C 20mg 0.0941 PASS
AIC 25mg 0.0924 PASS
AIC 30mg 0.0865 PASS

Acquity Premier eLambda PDA Linearity Test Overall Result -
PASS

Signed: (- 104345 Date: 19 klx 1020

END OF DATA

Document No. jme% (- ToR

lteration No.:
Attachment: _7.5 Page | of o~

Ser. No.:H20PPDOO1A Page 1 of 1
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