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WGTerS Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLED

Report No: TE83057-4-IQR | Iteration No: 02| SAP No: TE0083057QX

1.0 Purpose

The PDA Detector Download Station (TE83057-4) is located in the Flextronics Contract Manufacturer Site in Singapore.
This station is used to download instrument firmware to the following part numbers: 186015026, 186002998, 186015032,
186015033, 186015030, 700002787, 700004035, 700005424, 700005427, 186299800, N2971013, N2871035, 186020003,
186017003, 278002655, and 186017013. After the instrument firmware download is complete, the UUT is moved to the
PDA [ eLambda Linearity Test System {TE82969) to undergo wavelength calibration, then to the 2888 Final Test System
(TE82882) to test noise, drift, and optics

The PDA Detaector Download Station is equipped with a computer and the appropriate cables to connect the UUT to the
computer. Once the UUT is connected, the operator selects the appropriate part number from the test software and begins
the download. When the download is complete a test record is automatically generated and a hard copy is printed for the
operator to collect,

This Installation Qualification is being performed as required by the Validation Assessment Form TE83057-06JULZ2018-VAF
which can be found in the TEQ083057QX directory of SAP,

2.0 Scope of Report

This Installation Qualification Report details the qualification activities undertaken for the PDA Detector Download Station
(TE83057-4) based on the requirements of the Installation Qualification Procedure 730004135, Ver, 00 and TE83057-
06JUL2018-VAF.

This Instailation Qualification Report defines the documents used to qualify the PDA Detector Download Station (TE83057-
43,
3.0 Summary of Results - Statement of Fitness for Intended Use

The PDA Detector Download Station was tested in accordance with the Installation Qualification Procedure 730004135,
Ver. 00 and TEB3057-06JUL2018-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 Detector Download Station complies with
Waters' reguirements, the latest relevant quality system regulations, and ¢GMP practices.

Following the approval of this Qualification Report, the PDA Detector Download Station (TE83057-4} can be considered
gualified and fit for intended use.

4.0 Glossary
The following definitions are used in this document:
Term | Explanation '
cGMP Current Good Manufacturing Practice
ECR Engineering Change Request
1Q Instatlation Qualification
1QR Installation Qualification Report
N/A Not Applicable
P/N Part Number
PDA Photo Diode Array
S/N Serial Number
SAP Enterprise Resource Planning Software
UPLC Ulra Performance Liquid Chromatography
uuT Unit Under Test
Template 730002845, Version 02 Waters Confidential
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" Term | Explanation

VAF Validation Assessment Form

WPPL Waters Pacific Private Limited

5.0 Training

The operator of the PDA Detector Download Station (TE83057-4) was trained according to the PDA Final Test Procedure
735001613, Ver. 19. The executor of this qualification was trained according to the Installation Qualification Procedure
730004135, Ver. 00. Both training records are provided as Attachments 7.1 and 7.2, respectively.

6.0 Qualification Results

6.1 Test Script 1Q-01; Associated Documentation Verification, Test Script 1Q-02: Site Verification, and Test Script 1Q-03:
Instrumentation Calibration Verification were not performed according to TE83057-06JUL2018-VAF.

6.2 Test Script 1Q-04: Software and Instrument Firmware Version was performed according to installation Qualification
Procedure 730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.3.

6.2.1 The TEB3057 Test Equipment Software version listed in PDA Final Test Procedure 735001613, Ver. 19 is
Test Software 1.4 and was verified to rmatch the version listed on the test records. The test records are
provided as Attachments 7.5, 7.6, 7.7, 7.8, 7.9 and 7.10.

6.2.2 The firmware version listed in ECR #9222852 for part numbers 186015032 and 186015033, is version
1.70.6367 and was verified to match the version listed on the test records. The test records are provided
as Attachments 7.5 and 7.6.

6.2.3 The firmware version listed in ECR #9222852 for part numbers 186017003, 186017013, 186002998 and
186299800, is version 1.70.6363 and was verified to match the version listed on the test records, The test
records are provided as Attachments 7.7, 7.8, 7.9 and 7.10.

6.3 Test Script 1Q-05: General Safety and Alarms was not performed according to TE83057-06JUL2018-VAF.

6.4 Test Script [Q-06; Functional Verification was performed according to Installation Qualification Procedure 730004135,
Ver, 00 and TE83057-06JUL2018-VAF. The completed Test Script Data Sheets are provided as Attachments 7.4,

6.4.1  One (1) UUT (P/N: 186015032, S/N: G18UPD512A) was tested using the PDA Detector Download Station
(TEB3057-4) with all tests passing. The passing test record is provided as Attachment 7.5.

6.4.2 One (1) UUT (P/N: 186015033, S/N: G18UPLOS6A) was tested using the PDA Detector Download Station
{TE83057-4) with all tests passing. The passing test record is provided as Attachment 7.6.

6.4.3 One (1) UUT (P/N: 186017003, S/N: G18VPD394A) was tested using the PDA Detector Download Station
{TEB3057-4) with all tests passing. The passing test record is provided as Attachment 7.7.

6.4.4 One (1) UUT (P/N: 186017013, S/N: G18BPD043A) was tested using the PDA Detector Download Station
(TEB3057-4) with all tests passing. The passing fest record is provided as Attachment 7.8.

6.4.5 One (1) UUT (P/N: 186002998, S/N: G18998785A) was tested using the PDA Detector Download Station
{TEB3057-4) with all tests passing. The passing test record is provided as Attachment 7.9,

6.4.6 One (1) UUT (P/N: 186299800, S/N: G18998771A) was tested using the PDA Detector Download Station
{TE83057-4) with all tests passing. The passing test record is provided as Attachment 7.10.
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8.5 This table provides a summary of each test script as performed according to 730004135, Ver. 00 along with the
attachment location of all objective evidence. The table also indicates any deviation taken from the scripts during
gualification.

ript or Se ass/Fa ... Obje viden
1Q-04 Pass Altachments 7.3, 7.5,7.6, 7.7,7.8, 7.9 and 7.10
1Q-06 Pass Attachments 7.4, 7.5,7.6,7.7,7.8, 7.9 and 7.10

7.0 Attachments
7.1 Completed Operator Training Record 735001613, Ver. 19
7.2 Completed Executor Training Record 730004135, Ver. 00
7.3 Completed Test Script 1Q-04: Test Software and Instrument Firmware Version
7.4 Completed Test Script 1Q-06: Functional Verification
7.5 Objective Evidence 1Q-04 and [Q-06: Passing Test Record for UJT Part # 186015032 (S/N: G18UPD512A)
7.6 OCbjective Evidence IQ-04 and IQ-06: Passing Test Record for UUT Part # 186015033 (S/N: G18UPLO56A)
7.7 Objective Evidence 1Q-04 and 1Q-06: Passing Test Record for UUT Part # 186017003 (S/N: G18VPD384A)
7.8 Objective Evidence 1Q-04 and 1Q-06: Passing Test Record for UUT Part # 186017013 (S/N: G18BFPD043A)
7.9 Objective Evidence |Q-04 and 1Q-06: Passing Test Record for UUT Part # 186002998 (S/N: G18998785A)
7.10 Objective Evidence |Q-04 and 1Q-06: Passing Test Record for UUT Part # 186299800 {S/N: G18998771A)

8.0 Deviation from Test Equipment Qualification

There were no deviations generated during the execution of the Installation Qualification Procedure 730004135, Ver, 00,

9.0 References

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

730004135, Ver. 00 Installation Qualification Procedure
735001613, Ver. 19 PDA Final Test Procedure
721007611, Ver. 01 2098 PDA Detector Functional Specification
TEOD83057QX Validation Assessment Form TE83057-06JUL2018-VAF
ECR #9222852 Engineering Change Request to Release Firmware Update
Template 730002845, Version 02 Waters Confidential
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Waters
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FORM

Title: individual Training Form

Document No: 730002657 Version No: 00 Page 1 of 1
Training Type: | Read and Understood

JOEL mrPvAKLANTED Employee

Name: DEDUYD D! 246 \54
Date of Training o JUL 2019
Comments:
N A
Document Number Title Rev. #
735001613 PDA Final Test Procedure U
N4
Dk
\Q /0
&J‘JL
CO‘@K

M—) SENIOR. ENGINEERR (TEIT)

10 DVL zp1p

Employee’s Signature

Title

Date

NA - SELF  TRANNED % 0 JuL 2o 1d

Trainer's Signature

Title

' Without preceding “90”

Date

Document No.: TE(% 30X%-U- IGR

Iteration No.:
Attachment: 4.\ Page: | of _\_

Waters Confidential
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Waters FORM

THE SCIENCE OF WHAT'S POSSIBLE™ Title: individual Training Form

Document No: 730002657 Version No: 00 Page 1 of 1

Training Type: | Read and Understood

Employee

Name: L.\ko ;r\\}\u\ll\e"\ D? (;7 '807 8
Date of Training [ 3 A (\J‘r 1D l%

Comments: /
N/A

Document Number Title Rev. #

730004135 Installation Qualification Protocol 00

T~
e,

sl Senloe Gest Cragneer 1B Br2e(y

Employee's'éignature N / Title Date
g P\ — gﬁ : .
p— 18 Bpy 20(8

Trainer's Signature Title Date

Document No.: L =8%0%% —4-TQR
Iteration No.: oL

Attachment: 1L Page:_1_of _\_

" Without preceding 907

Waters Confidential Template 730001104 V01

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



WORK INSTRUCTION / OPERATING PROCEDURE
Waters

ikl SETENCE BF WHAT'S PUSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 1 of 2
1Q Test Name: Test Software and Instrument Firmware Version Test Script No.: |Q-04
Equipment No./ID: TE83057-4 Equipment Name: PDA Detector Download Station

Installation Site: Flextronics: WPPL, Singapore

Purpose:
To verify that the installed firmware/software is correct per the applicable design/operational documents (TSP, ASP, MPR,
BOM, and/or other Design documents).

Test Execution:

List all critical instruments/components and/or sub-systems that require software and/or firmware in the Description
column. List the associated required software/firmware version, as defined in the applicable design/operational
documents, in the Acceptance criteria column. Verify that the software/firmware version on the Test Equipment match the
acceptance criteria and are identical. Enter N/A for any parameter or cell that is not used or applicable.

Objective Evidence:

Completed Test Script Data Sheet

Identify the applicable design/operational document that defined the required software/firmware version(s) in the
associated Installation Qualification Report.

Description Acceptance Criteria As Found Pass/Fail Initial & Date
Test Equipment Software | Version: 1.4 Version: \ L\_ P 3 -
x Ass N2 NI\

Firmware Version X . )

P/N: 186015032 Version: 1.70.6367 Version: l:}D 1 (3776} vﬂ‘a% H% _)d\\ 1()‘8
Firmware Version ALY S ) _

P/N: 186015033 Version: 1.70.6367 Version: \uj\-O, Q;%E;‘\’ ?0\65 .3‘_{% \]-)u\%‘s
Firmware Version s - ‘ . : T -

P/N: 186017003 Version: 1.70.6363 Version: \‘}0 ) (7%&:?7 VQ‘S{) )‘_H: ‘D‘\\ zﬁka

Firmware Version

PIN: 186017013 VElEOled (0,820 version:  \in.Lalh Pass a AL

Firmware Version

R Version: 1.70.6363 version: {0 (2063 | Cogs | A WWlwg

Firmware Version

P/N: 186299800 Version: 1.70.6363 Version: K'}u g)) G?D VD\(’I) (\&% l\j\\\b 8

Comments:
Software version specified in 735001613, Rev. U, Ver. 19
Firmware versions specified in ECR #9222852

N/A 4@ ”JU\ 25{8

Overall Test Conclusion: A Pass O Fail

Copy this Test Script as needed

Waters Confidential Template 730000483 V06

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

Document No.: T_ 9 20573 -4-1I8N

Iteration No.:

Attachment: E.B_Page._l_ofJ_




Waters
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Document No: 730004135

WORK INSTRUCTION / OPERATING PROCEDURE

Title: Installation Qualification Procedure

Version No: 00

Page 2 of 2

1Q Test Name: Functional Verification

Test Script No.: 1Q-06

Equipment No./ID: TE83057-4

Equipment Name: PDA Detector Download Station

Installation Site: Flextronics: WPPL, Singapore

Purpose:

To verify that system transfer and/or qualification activities have not adversely affected system functionality.

Test Execution:

One UUT shall be tested to verify that the test equipment functions as expected. If the system creates and/or tests more
than one part number, the UUT to be tested per this Script should be a “worst case” product, and defined within the
associated Installation Qualification Report. Enter N/A for any parameter or cell that is not used or applicable.

Objective Evidence:
Completed Test Script Data Sheet

Copy of the system Test Record for the UUT, if applicable.

UUT Part Number/Serial Number Acceptance Criteria Pass/Fail Initial & Date
UUT Part Number: 186015032 All required CTQ Specification ) ' =
UUT Serial Number: (‘ﬂ% ODDERA measurements result in a Pass. Vokf:’; -"\'k{— \ )\)\\%(8

UUT Part Number: 186015033
UUT Serial Number: E](%upl_ogfg[)\

All required CTQ Specification

measurements result in a Pass.

Poss | X% Waleols

UUT Part Number: 186017003

UUT Serial Number: G, I%UPD SC{L\.P\

All required CTQ Specification

measurements result in a Pass.

Pass | ML 13w 0(8

UUT Part Number: 186017013

UUT Serial Number: (;,\%QPD VAN

All required CTQ Specification

measurements result in a Pass.

Ps | U A olb

UUT Part Number: 186002998

UUT Serial Number: (&, 18"11‘3 :[-85&

All required CTQ Specification

measurements result in a Pass.

X 1) Jul 2ol R

UUT Part Number: 186299800

UUT Serial Number: (G (39933

All required CTQ Specification

measurements result in a Pass.

AT WM (8

Comments:

VA (%) %

Overall Test Conclusion:

ﬁ' Pass

O Fail

Copy this Test Script as needed

Waters Confidential

Template 730000483 V06

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

Document No.:
Iteration No.:
Attachment: 3 . ﬁ\:

TE32053~-H-TOR
02
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Waters Corporation - Test Record

Part Number: 186015032 Product: PDA Detector
Operator: 246154 Start Time: 07/10/2018, 10:30:
Serial Number: G18UPD512A End Time: 07/10/2018, 10:37:
Test System: Download-Configure System Order: NA
Test Software: 1.4 Location: Flextronics, SG
TMD: NA —
Firmware: 1.70 Build#: 6367 (Jan 25 2018)
Name LSL Measurement USL Unit Outcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Leak Detector Test Passed PASS
Electrical Safety Passed PASS

Acquity PDA Download-Config Overall Result - PASS

Signed: e — |Date: 1 sa we

END OF DATA

Oocument No.: __1ES20t3 - 4-IeR
[\

Iteration No.:
Attachment: 1.5 page: | of i

Ser. No.:G18UPD512A Page 1 of 1



Waters Corporation - Test Record

Part Number: 186015033 Product: eLambda Detector
Operator: 246154 Start Time: 07/10/2018, 13:47:
Serial Number: G18UPL0O56A End Time: 07/10/2018, 13:53:
Test System: Download-Configure System Order: NA
Test Software: 1.4 Location: Flextronics, SG
TMD: NA T N T B
Firmware: 1.70 Build#: 6367 (Jan 25 2018)
Name LSL Measurement UsSL Unit Outcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Leak Detector Test Passed PASS
Electrical Safety Passed PASS

Acquity eLambda Download-Config Overall Result -
PASS

Signed: a2 Date: r© o0 e

END OF DATA

Document No.: __T'_ 8%5§q ~4-TQR

Iteration No.:

S— - R
Attachment: 1. bPage Lof_l_

Ser. No.:G18UPL056A Page 1 of 1



Waters Corporation - Test Record

= === = === ===

Part Number: 186017003 Product: Acquity Arc PDA Detector
Operator: 246154 Start Time: 07/10/2018, 10:43:
Serial Number: G18VPD394A End Time: 07/10/2018, 10:48:
Test System: Download-Configure System Order: NA
Test Software: 1.4 Location: Flextronics, SG
TMD: NA - B
Firmware: 1.70 Build#: 6363 (Jan 25 2018)
Name LSL Measurement USL Unit Qutcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Electrical Safety Passed PASS

Acquity Arc PDA Download-Config Overall Result -
PASS

Signhed: __—f—  ||Date: s on a0

END OF DATA

Document No.: T?:%:? OK”}-— Q"IQ p\
D

Iteration No,:

Attachment: 23 Page: | of il

Ser. No.:G18VPD394A Page 1 of 1



Waters Corporation - Test Record

=

Part Number; 186017013
Operator: 246154
Serial Number; G18BPD043A

Test Software: 1.4

Test System: Download-Configure System Order: NA

Product: Acquity Arc Bio PDA Detector
Start Time: 07/10/2018, 13:38:

End Time: 07/10/2018, 13:43:

Location: Flextronics, SG

TMD: NA — B

Firmware: 1.70 Build#: 6363 (Jan 25 2018)

Name LSL Measurement UsL Unit Outcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Electrical Safety Passed PASS

Acquity Arc Bio PDA Download-Config Overall Result -

PASS

Signed: ey Date:  © s we

END OF DATA

Ser. No.:G18BPD043A

Document No.: TE§ 2 0&”?’* C}"I&R
O

Iteration No.:

Attachment: _jL-_LPage:._L of L

Page 1 of 1



Waters Corporation - Test Record

Part Number: 186002998 Product: 2998 Detector
Operator: 246154 Start Time: 07/10/2018, 13:58:
Serial Number: G18998785A End Time: 07/10/2018, 14:04:
Test System: Download-Configure System Order: NA
Test Software: 1.4 Location: Flextronics, SG
TMD: NA
Firmware: 1.70 Build#: 6363 (Jan 25 2018)
Name LSL Measurement USL Unit Outcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Electrical Safety Passed PASS

2998 Download-Config Overall Result - PASS

Slgned q@aﬁbﬂz’” Date 1> UL Zoig

END OF DATA

D T | -0
e s

Attachment: _ 3.9 page: | o 5 N

Ser. No.:G18998785A Page 1 of 1



Waters Corporation - Test Record

Part Number: 186299800 Product: Refresh 2998 Detector
Operator: 246154 Start Time: 07/10/2018, 14:10:
Serial Number: G18998771A End Time: 07/10/2018, 14:19:
Test System: Download-Configure System Order: NA
Test Software: 1.4 Location: Flextronics, SG
TMD: NA - B N -
Firmware: 1.70 Build#: 6363 (Jan 25 2018)
Name LSL I Measurement usL Unit Outcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Electrical Safety Passed PASS

2998 Download-Config Overall Result - PASS

S|gned L Date [0 WL Zoie

END OF DATA

Document No.: __ [ C%%O'S’f} -4 -IQR

Iteration No.:

Attachment: LPage._‘__ of L

Ser. No.:G18998771A Page 1 of 1



