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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE"

Report No: TEB3057-4-1QR | lteration No: 02 I SAP No: TED0B3057QX

1.0 Purpose

The PDA Detector Download Station (TEB3057-4) is located in the Flextronics Contract Manufaciurer Site in Singapore.
This station is used to download Instrument firmware to the following parl numbers: 186015028, 186002998, 186015032,
186015033, 186015030, 700002787, 700004035, 700005424, 700005427, 186289800, N2971013, N2971035, 1868020003,
186017003, 279002855, and 186017013. Afler the Instrument firmware download is complete, the UUT is moved fo the
PDA / eLambda Linearity Test System (TE82069) to undergo wavelength callbration, then to the 2898 Final Test System
(TEB82882) to test noise, drift, and oplics

The PDA Detector Download Station is equipped with & computer and the approprisie cables to connect the UUT to the
comptiter, Once the UUT Is connecled, the operalor selects the appropriate part number from the test software and begins
the download. When the downioad Is complets a test record is autornatically gensrated and a hard copy is printed for the
operator to collect.

This Installation Qualification is being performed as required by the Validation Assessment Form TE83057-06JUL2018-VAF
which can be found in the TE00B3057QX directory of SAP.
2,0 Scope of Report

This Installalion Qualification Report detalls the qualification activities undartaken for the PDA Detector Download Station
(TEB3057-4) based on lhe requirements of the Inslallation Qualification Procedure 730004135, Ver. 00 and TE83057-
06JUL2018-VAF.

This Installation Qualiication Report defines the documents used to qualify the PDA Detector Download Station (TEB3057-
4).
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 Tast Scripts were parformad and all objective evidence requirements
have been met.

Walers now has the necessary documentation in place to ensure that the PDA Detector Download Slation complies with
Waters' requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Qualification Raport, the PDA, Deteclor Download Station (TEB3057-4) can be considerad
quaiified and fit for intended use.

4.0 Glossary
The following definitions are used in this document:
© Term Explanation '
cGMP Current Good Manufacturing Pracilce
ECR Engineering Change Request
I Instaflation Qualificalion
IOR Instaflation Qualtfication Report
NIA Not Applicable
P/N Part Number
PDA Photo Diode Amray
SIN Serlal Number
SAP Enterprisa Resource Planning Software
UPLC Ulra Performance Liquid Chromatography
uuT Unit Under Test
Template 730002845, Varsion 02 Walers Confidenlial
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Waters Installation Qualification Report

THE SCIENCE OF WHAT*S POSSIBELE"
Report No: TEB3057-4-IQR | lteration No: 02 | SAP No: TEODB3057QX

~Term | Explanation

VAF Validation Assessment Form

WPPL Whaters Pacific Privale Limited

5.0 Tralning

The operator of the PDA Detector Download Station (TEB3057-4) was irained according to the PDA Final Test Procedure
735001613, Ver. 19. The exscutor of this qualification was trained according to the Installation Qualification Procedure
7300041385, Ver. 00, Both tralning records are provided as Attachments 7.1 and 7.2, respectively.

6.0 Qualification Resulis

6.1 Test Script IQ-01; Associated Documentation Verification, Test Script 1Q-02: Slte 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 match the version listed on the test records. The test records are
provided as Altachments 7.5, 7.8, 7.7, 7.8, 7.9 and 7.10.

6.2.2 The firmware version lisied In ECR #98222852 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 7.8.

6.2.3 The firnware version listed in ECR #8222852 for part numbers 186017003, 186017013, 186002898 and
186208800, is version 4.70.6383 and was varified to match the version listed on the test records. The lest
records are provided as Attachments 7.7, 7.8, 7.9 and 7.10.

6.3 Test Script IQ-05: General Safety and Alarms was not parformed according to TEB3057-06JUL2018-VAF.

6.4 Test Script 1Q-08: Functional Verification was performed according to Installation Quallfication Procedure 730004135,
Ver, 00 and TE83057-06JUL2018-VAF. The compieted Test Script Data Sheels are provided as Attachments 7.4.

6.4.1 Ona (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: G18UPLO56A) was tested using the PDA Detector Download Station
{TEB3057-4) with all tests passing. The passing test record Is provided as Altachment 7.8,

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

6.44 One (1) UUT (P/N: 186017013, SIN: G18BPD043A) was tested using the PDA Detector Download Stallon
(TEB3057-4) with all tesis passing. The passing test record is provided as Attachment 7.8.

6.4.5 Ona (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,

6.4.8 One (1) UUT (P/N: 186299800, S/IN: G18998771A) was tested using the PDA Deleclor Download Station
(TE83057-4) with all tests passing. The passing test record Is provided as Attachment 7.10.

Templale 730002845, Version 02 Waters Confidential
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WOJFSI’S Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIALE."

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

6.5 This table provides a summary of each test script as performed according to 730004135, Ver, 00 along with the
atiachment location of all objective evidence. The table also indicatas any deviation taken from the scripts during

1Q-04 Pass Altachments 7.3, 7.5,7.6, 7.7,7.8, 7.9 and 7.10 None
1Q-06 Pass Altachments 7.4,7.5,7.6,7.7,7.8, 7.8 and 7.10 None

7.0 Attachments
7.1 Compleled Operator Training Record 735001813, Ver. 19
7.2 Compileled Execulor Training Record 730004135, Ver. 0D
7.3 Compleled Tes! Script 1Q-04: Test Software and Instrument Firmware Version
7.4 Completed Test Script 1Q-08: Functional Verification
7.5 Objective Evidence 10-04 and IQ-06: Passing Test Record for UUT Parl # 186015032 (S/N: G18UPDS12A)
7.6 Objeclive Evidence |Q-04 and IQ-08: Passing Test Record for UUT Part # 186015033 (S/N: G18UPL0O56A)
7.7 Objective Evidance 1Q-04 and IQ-06: Passing Test Record for UUT Part # 186017003 (S/N: G18VPD384A)
7.8 Objective Evidence 1Q-04 and 1Q-08: Passing Test Record for UUT Part # 186017013 (S/N: G18BFD043A)
7.9 Objective Evidence IQ-04 and 1Q-06: Passing Test Record for UUT Part # 186002988 {S/N: G189088785A)
7.10 Objective Evidence 1Q-04 and 1Q-08: Passing Test Record for UUT Part # 186299800 (S/N: G189988771A)

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:

[ ZZEDocumant NUMBBEZEE] DocumeRtTe - i o o B ey
730004135, Ver. 00 Installation Quaililcation Procedure
735001613, Ver. 19 PDA Final Test Procedure
721007811, Ver. 01 2998 PDA Datector Functional Specification
TE0083057QX Validation Assessment Form TEB3057-08JUL2018-VAF
ECR #9222852 Engineering Change Request to Release Firmware Updaie
Template 730002845, Version 02 Waters Confidential
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Waters FoRY

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
JOEL I b ALANTED Em
. ployee
Name: | - v D’ 246 \Ga
Date of Training o JUL 201}
Comments:
N A
Document Number Title Rev. #
735001613 PDA Final Test Procedure U
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Document No.; __ L <8 2053 -~U- IR

Neration No.: 02
Attachment: “4.\_Page: 1 of _\_
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Waters Confidential Template 730001104 V01

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



Waters FORM

TME SCIENCE OF WHAT'S POSSIBLE" Title: individual Training Form

Dacument No: 730002657 Versicn No: 00 Page 1 ol 1

Training Type: | Read and Understood
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Date of Training (8 A?\- 21018
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Deocument Number Title Rev. #
730004135 Installation Qualification Protocol 00

\
T~

oy

\ N/[l 2
~
\S_A.m‘
g

\

T~

_af:)}/._ o Sealr k%_&_@ﬁwtr_% Mfl"lg

Employee s Signature Tille

N\iﬁx_ﬂ@ﬂ@; 18 P‘EI 20(8

Trainer's Signature
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Iteration No.:
Attachment: XL Page |_of L
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WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE™ 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.: 1Q-04
Equipment NoJID: TEB3057-4 Equipment Name: PDA Detector Download Station

Installation Site: Flextronics: WPPL, Singapore

Purpose:

Tao 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 Acceplance 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 designfoperational document that defined the required softwareffirmware version(s) in the
associated Inslaliation Qualification Report.

Description Acceptance Criteria As Found Pass/Fail Initial & Date

Test Equipment Software | Version: 1.4 Version: \\ L‘_ ?0\ 4% %‘? 13\% 5 |

Firmware Version . . : ST

PIN: 186015032 Version: 1.70.8367 Version; {:H} ; bj){ﬂ, Dﬂﬁ() }{ﬁ_ Al j\k"i 101‘5

Firmware Versi . . o

DI 18601503? Verslon: 1.70.6367 Version: L6, Ll ?0\65 VERY JU.\'Z“‘G

Fi Versh ! :

Pmrfégoggogn Version: 1.70.6363 Version: W2o0. {UQ)L‘), ?N‘.r'? .\-\_.l._ 1\3\"{ 2&[8

Firmware Version

PIN: 186017013 Version: 1.70.8383 Version: L30. ‘07’[0)7 i?ﬂ % | 4 lﬁ‘-’l\ 2"8
Firmware Version Sl

PIN: 186002998 Version: 1.70.6383 Version: \_’,}0\ {;ZG’) @7\% ,\_& “J “\-ng

Firmware Version

PIN: 186299800 Version: 1.70.6363 version: (Ao (03 sy ,{q: @!\—U,ﬁ

Comments:
Software version specified in 735001613, Rev. U, Ver. 18
Firmware versions specified in ECR #9222852

N/t\ g U 3u 204

Ovarall Test Conclusion: JAPass O Fail

Copy this Test Script as needed

Waters Confidential Template 730000483 V06
It is the responsibillty of the user to verify they are using the currant released version.
HARD CORPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL

Docurnent No.: T%g’:b'i?*qfi&?\
Heration No.:
Attachment: % Page:_| of L.




Waters

THE SCIENCE OF WHAT'S POSSIBLE.
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 syslem transfer and/or qualification activities have not adversely affected system functionality.

Test Execution:

One UUT shall be tested to verify that the lest 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/Sarial Number Acceptance Criteria Passi/Fail initial & Date
UUT Part Number: 188015032 All required CTQ Specification -
UUT Serial Number: 6, B UPDE\I measurements rasult in a Pass. PU\GQ "“‘1‘ \ )“\%(8
UUT Part Number: 188015033 All required CTQ Specification
UUT Serial Number: &I[%b\?u’:%h measurements resull in a Pass, Pbgég )ﬁ% \\3\\\'7,0(8’
UUT Part Number; 186017003 All required CTQ Specification
UUT Serlal Number: G 13V PDM measurements result in a Pass. qu [ .\{fbl_ | 3“\ Ay (8

UUT Part Number: 186017013

UUT Serial Number: e,\ag?ml\%hl

All required CTQ Specification
measurements result in a Pass.

Pt | W2 G\ 2ot

UUT Part Number: 186002998

UUT Serial Number: ¢, |38 385 A

All required CTQ Specification
measurements result in a Pass.

?ué'?

At | Jo\zol g

UUT Part Number: 186298800

UUT Serial Number: (, (849 3FHA

All required CTQ Spacification
measurements result in a Pass,

Pss (A2 WM 2@

Comments:

i Hz

206{
Overall Test Conclusion; Z‘f Pass 0O Fail
Copy this Test Script as needed
Waters Confidential Template 730000483 V06

itis the respensibility 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: 5.

~T£32053~H-TOR

Page:_ 1 of | _




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 Measuremant 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

Sighed: =l — |Date; ' s e

END OF DATA

Oocument No.: __TE 3083 - 4-~TaR

lerationNo.:.__ 62—
Attachment: .S page: | of 1

Ser. No.:G18UPD512A Page 1 of |



Waters Corporation - Test Record

Part Number: 186015033 Product: eLambda Detector
Operator: 246154 Start Time: 07/10/2018,_13:47:

Serial Number: G18UPLO56A End Time: 07/10/2018, 13:53;
Test System: Download-Configure System Order: NA
Test Software: 1.4 Location: Flextronics, SG

TMD: NA
Firmware: |.70 Build#: §367 (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 eLambda Download-Config Overall Result -
PASS

Signed: P Date: » s 2w

END OF DATA

iteration No.:

Oocument No.: T"t;g%b'sq - Q—-'I.Q'P\
=02 =
Attachment: £, by Page: _{ of |

Ser. No..G18UPL0O56A 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
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 PDA Download-Config Overall Result -
PASS

Signed: _—wq— |[Date: 16 on 2

END OF DATA

Doc : S
o TS0 U TR

Ser. No.:G18VPD394A Page 1 of 1



Waters Corporation - Test Record

Part Number: 186017013 Product: Acquity Arc Bio PDA Detector
Operator: 246154 Start Time: 07/10/2018, 13:38:

Serial Number: G18BPD043A End Time; 07/10/2018, 13:43:

Test System: Download-Configure System ~ Order: NA
Test Software: 1.4 Location: Flextronics, SG

TMD: NA T
Firmware: 1.70 Build#: 6363 (Jan 25 2018)

Name LSL Measurement usL Unit OQutcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Electrical Safety Passed PASS

Acquity Arc Bio PDA Download-Config Overall Result -
PASS

Sighed: Oy Date: o su o

END OF DATA

Document No.:_TE 8203 -
lleraﬂg'nel;:or:‘:o '.L% < I&K
Attachment:j-s Page-_[_of -

Ser. No.:G18BPD043A Page 1 of |



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

Signed: Ag{——" Date: 1 L zeig

END OF DATA

Document No.: JEQELOQ;ZL‘JQ— P\
lteration Ne: _ 02
Attachment: _T-9_Page: | of 1

Ser. No.:G18998785A Page 1 of 1



Waters Corporation - Test Record

Part Number: 186299800
Operator: 246154

Product: Refresh 2998 Detector

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

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

Iﬁame LSL Measurement usL Unit Qutcome
Firmware Download Complete PASS
Serial Number Set Complete PASS
Electrical Safety Passed PASS

2998 Download-Config Overall Result - PASS

Signed: L Date: t© s we

END OF DATA

DocumentNo.: T € 82057 -4 -IQR
02

lteration No.:
Attachment: 3.\ page: |_of |

Ser. No.:G18998771 A Page 1 of 1



