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THE SCIENCE DF WHAT'S POSSIBLE

Woaters Installation Qualification Report

Report No: Multiple_ WPPL_TE-020CT17- lteration No: 00 SAP No: TEQD8XXXXQX (depending on
IQR_(01 of 02) ) the TE number)
1.0 Purpose
The purpose of the Installation Qualification Report (IQR) is to document the assessment of an engineering
change to the following released test equipment:
Description Equipment | Part Number Tested in Venture Location in Venture
1 | PCM Il Tester TE82817-2 (186002449
2 | TCM Il Tester TE82818-2 186002441 Waters Production Floor
3 | PCBA board Tester TE82824 |WAT069520
4 | 2475, ALTUS A-10 FLR, TE83031-1
ACQUITY UHPLC OPTICS 279003225, 279000400, 279003302
Clean Room
ALIGN
5 | FLR OPTICS BENCH TE83032-1 [279001335, 279003000
This document shall include the deliverable(s) required to qualify the change to legacy test equipment used in
production environment for number of years.
Qualification of the equipment shall ensure that it functions within its specifications post change.
2.0 Scope of Report
This Installation Qualification Report details the re-qualification activities undertaken for various automated TE
located in Venture, Singapore based on the requirements of the executed protocol, 730004135 Installation
Qualification Procedure and the approved Validation Assessment Form Multiple_ WPPL_TE-02AUG2017-
VAF_Approved. The equipments as per stated in section 1.0 are included in this requalification report. This report
captures only the re-qualification activities to update the systems in Venture GES Singapore for use with new
location adjustment.
3.0 Summary of Results - Statement of Fitness for Intended Use
Testers that are involved in this shift in Venture GES Singapore were tested in accordance with 730004135
Installation Qualification Procedure, version 00. All test scripts required per Multiple WPPL_TE-
02AUG2017_VAF_Approved were performed and all objective evidence requirements have been met.
Waters now has the necessary documentation in place to ensure that the impacted testers comply with Waters’
requirements, the latest relevant quality system regulations, and cGMP practices.
Following the approval of this Installation Qualification Report, the respective testers can be considered fully
qualified and fit for intended use.
4.0 Glossary
The following definitions are used in this document:
Term Explanation
cGMP Current Good Manufacturing Practice
Q Installation Qualification
TSP Test Specification and Procedure
CAL/PM Calibration/Preventive Maintenance
VAF Validation Assessment Form
IQR Installation Qualification Report
CPSM Common Platform Sample Manager
FTN Flow Thru Needle
Template 730002845, Version 02 Waters Confidential
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WC]TGFS Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE!”

Report No: Multiple_WPPL_TE-020CT17-
IQR_(01 of 02)

SAP No: TEOO8XXXXQX (depending on

lteration No: 00 the TE number)

Term Explanation

FL Fixed Loop

IVD In Vitro Diagnostic
uuT Unit Under Test
CTQ Critical to Quality
P/N Part Number

5.0 Training

The executor of the Process Validation Procedure for Milford (730001835 Version 05) was trained. The operators
performing functional testing in script [Q-06 were also trained to the respective TSP and are qualified to perform testing.
There were no changes that required re-training of the operators, as the changes were purely testers location adjustments.
Refer to Attachment 01 for copies of the training records.

6.0 Qualification Results

The following table summarizes the scripts performed for the requalification of the relocated testers (per stated in section
1.0} in Venture GES, Singapore. The objective evidence and test scripts for each individual test systems are provided as the
attachments below.

=Script or Section | 'Pass/Fail :|' - ' Objective Evidence. =~ |~~~ - Deviations
1Q-06 Pass Attachments 02,03,04 and 05 None

Per TEB3064-02AUG2017-VAF_Approved, only test scripts 1Q-06 were required to be executed. This is because the
changes being verified as part of this re-qualification did not affect the resuits of the previously executed qualifications found
in the referenced Installation Qualification Reports in Section 9.0.

Script 1Q-01 Associated Documentation Verification:
This test script was not required to be performed as part of this re-qualification as there is no change in released
documentation.

Script 1Q-02 Site Verification:
This test script was not required to be performed as part of this re-qualification as the site has not changed.

Script 1Q-03 Instrumentation Calibration Verification:
This test script was not required to be performed as part of this re-qualification as the calibration and preventative
maintenance of these systems has not changed.

Script [Q-04 Test Software and Instrument Firmware Version:
This test script was not required to be performed as part of this re-qualification as the instrument firmware versions have not
changed.

Script IQ-05 General Safety and Alarms:
This test script was not required to be performed as part of this re-qualification as the test station setup has not changed.

Script 1Q-06 Functional Verification:
This test script was only required to be executed as the change only includes physical testers shifting and no change was
made to the functionality of the respective testers (outlined in the approved VAF).

Template 730002845, Version 02 Waters Confidential
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Woaters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE™

Report No: Multiple_ WPPL_TE-020CT17- . . SAP No: TEOO8XXXXQX (depending on
IQR_(01 of 02) lteration No: 00 the TE number)

The UUT part numbers used for functional testing were as per table below. These part numbers are functionally equivalent
to all other part numbers mentioned under section 1.0.

Description : Equipment ID | Part Number used for 1Q-06
1 | PCM Il Tester TE82817-2 186002449
2 | TCMIl Tester TE82818-2 186002441
3 | PCBA board Tester TE82824 WAT223-02
4 2475, ALTUS A-10 FLR, ACQUITY TEB3031-1 979003225
UHPLC OPTICS ALIGN
5 FLR OPTICS BENCH ALIGNMENT TE83032-1 279001335

WKW R 'S Ac«rdouio dpomeunt-
TM w0 04 13-, A ON ME REXT GQ’Q
F30i0i 055 Drocess Yalidabon B Aliga 1o govern'ag Frasned /’“’""""
Attachment 01: Training Record to #36684+35-instelietien-Quetifioatien Procedure and respectlve TSPs

Attachment 02: Completed Test Script Data Sheet 1Q-06 Performance Verification - (Column Managers Testers)

Attachment 03: Objective Evidence 1Q-06: UUT Test Records — (Column Managers Testers)

Attachment 04: Completed Test Script Data Sheet 1Q-06 Performance Verification - (Optic Bench Testers)

Attachment 05: Objective Evidence 1Q-06: UUT Test Records — (Optic Bench Testers)

7.0 Attachments

8.0 Deviation from Test Equipment Verification, Qualification, or Validation
There were no deviations generated during the execution of 730004135 Installation Qualification Procedure, Version 00.

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

Document Number:= = Document title
Multiple WPPL_TE- 02AUGZO17-VAF Approved Validation Assessment Form
735000887 PCM Il Finai Test Procedure
735000888 TCM |l Final Test Procedure
735000629 2475 FLUORESCENCE DETECTOR
735002011 Acquity Fir Optics Bench Alignment
Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE DOF WHAT'S POSSIBLET

Report No: Multiple_ WPPL_TE-020CT17- , SAP No: TEO0BXXXXQX (depending on
IQR_(01 of 02) lteration No: 00 the TE number)

The UUT part numbers used for functional testing were as per table balow. These part numbers are funclionally equivalant
to all other part numbers mentioned under section 1.0.

Description Equipment 1D | Part Number used for IQ-06
1 [ PCM I Tester TE82817-2 186002449
2 | TCM i Tester TE82818-2 186002441
3 | PCBA board Tester TEB82824 WAT223-02
4 2476, ALTUS A-10 FLR, ACQUITY TE83031-1 79003225
UHPLC OPTICS ALIGN
5 | FLR OPTICS BENCH ALIGNMENT TEB3032-1 278001335
Atkne o] 20
Attachment GM w0 0 13+ Y& 3ozl VY
7.0 ttachments
F20i01 055 Drocess Valida Bon Aliga 79 Jivein'ng Housrad /’rmlu»-(
Attachment 01: Tralning Record to 788864486-netelietien-Quelifieatien Procedure and respeclive TSPs

Altachment 02: Completed Test Script Data Sheet 1Q-06 Performance Verification - (Column Managers Testers)
Aftachment 03: Objeclive Evidance 1Q-08: UUT Test Records — (Column Managers Testers)

Aftachment 04: Completed Test Script Data Sheet 1Q-06 Performance Verification - (Optic Bench Testers)
Allachment 05: Objeclive Evidence IQ-06: UUT Test Records — (Oplic Bench Testers)

8.0 Deviation from Test Equipment Verification, Qualification, or Validation

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

9.0 References
The current appraved versions of the following documents are referenced within this document:

Document Number Document title
Multiple WPPL_TE-02AUG2017-VAF_Approved Validatlon Assessmenl Form
735000887 PCM Il Final Test Procedure
735000888 TCM Il Final Test Pracedure
735000629 2475 FLUORESCENCE DETECTOR
735002011 Acquity Fir Optics Bench Alignment
Template 730002845, Version 02 Waters Confidential
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Waters , .
THE STIENCE OF wiAT's possteLer Title: Group Training Form
Document No: 730002656 Version No: 00 Page 1 of 1

Document Number: | 730001835
Title: | Process Validation Procedure for Milford Site
Revision Number: | 05

Training Type: | Web Based Training

Comments: | This training was conducted online, internationally, between Milford, MA &
Singapore on 13-Sep-2017 from 09:00 - 1000 (Timezone: ZE8). Training
covered the workflow and use of the Process Validation Procedure.

Attendees

Em;;ll)c:yee Name Signature Date

ci3410 Lo Waw Fag (Zﬁ(»vq-l,( I Sep 2ol}

611413 Jow Chan 7 T deelln. L fep 201t ] i e io¥
b/&’038 %'«p 'le'v\) :L—/Ll‘- r/".{;‘A-JK,.._ ‘g‘&(—ﬂm :lf,‘;‘_,f)e,}»
138y Vu'rlno"L Aca /[4—/644/‘“‘} 148 endant

413481 @m T A [ ((F Tt

.l/ -
/
/
ﬂO\Y{/

S o
At

|

Instryclor Signature Title E’pf,‘ngg_( Date

leriarn Mopse  SkfRockss lafdedon  15-Sp-2012
5. ops é{/a/")}z éff}o.i,.zc/‘ /ﬁ-jep_;zp,;

Without meceding 00

Walers Confidential Template 730001104 VO1

It is the User's responsibility to verify thoy are using the current released version
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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 10 of 11

Appendix A: TRAINING RECORD

Document No. @ Procedure Title @ Version O
Training by: SEeF Ses 0% ve] 201
Printed name Signature Date

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
/ -
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Copy this Training Record Template as needed
Waters Confidential Template 730000483 V06

Itis 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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Doe No> Fbe Muthiple ywppl TE-020cT13-taR (ol of ¢3)
Enty
ey~

Ty b erTed

Form No. : HRM-008/00(SQP-HRM-001)

Training Attendance Record
GES Singapore Pte Ltd

TEST SPEC FOR 2448 PUMP CONTROLLER MODULE i

Training Subject : (MI-WAT-TEST-013) REV:03

Training Venue : Waters Production Line Date: June 23, 2017

Trainer Name & Signature : Chua Chong Keong M ’
/

Name Employee No Department/Station Signature

GOH SIEWTIN 25704823 Waters

ol
YAP POH LENG 25705400 Waters P"M\M‘J\
}

END OF DATA
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\YVENTURE

GES Singapore Pte Ltd

Training Subject :
Training Venue :

Trainer Name & Signature :

Form No. : HRM-008/00(SQP-HRM-001)
Training Attendance Record

TEST SPEC FOR 2441 TEMPERATURE CONTROL MODULE il
(MI-WAT-TEST-012) REV:03

Waters Production Line Date: June 23, 2017

Chua Chong Keong K‘-ﬂ ’

N

# Name

Employee No Department/Station Signature

1 GOH SIEW TIN

25704823 Waters (6 4 rl

2 YAP POH LENG

25705400 Waters MLW

END OF DATA J
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Waters

THE SCIENCE OF WHAT'S POSSIBLE.”
Document No: 730004135 Version No: 00 Page 10 of 11

WORK INSTRUCTION / OPERATING PROCEDURE

Title: Installation Qualification Procedure

Appendix A: TRAINING RECORD

Document No. @ Procedure Title o Version @
Training by: SELF SELE 06 6eT 200}
Printed name Signature Date

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 o initials Date

o M M 4/ 06606, 2017
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Copy this Training Record Template as needed
Woaters 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
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WO _I_ers WORK INSTRUCTION / OPERATING PROCEDURE
THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 9 of 11
10Q Test name: Functional Verification Test Script No.: IQ-06
Equipment No./ID: 7Z£381F ~2 Equipment Name: Pehn It T7esTer
Installation Site: Vithae | GES | 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: /d€6a2¢
d ‘{-7 All required CTQ Specification

. measurements result in a Pass. Pass Yy
UUT Serial Number: ks 2 p¢ 2 396, 0§ ocT 2017

Comments:

Afer to Mfrabiments 03, pege oy of ob for Pnsu:rJ 1ttt tecons] o0 T
pPhor » lecopd n

Refer 1 Mhchnoy 931 Pye ot F 9 for paady Tt rand 007

?"ﬁ—r Yelocodism
7‘7 J‘ c(_7 -0/ ?
Overall Test Conclusion: {8 Pass O Fail

Copy.this.Test.Script.as.needed

Waters Confidential Template 730000483 V06
it is the responsibliity 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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W a _|, e rs WORK INSTRUCTION / OPERATING PROCEDURE
THE SCIENCE OF WHAT'S POSSIBLE" Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 9 of 11
10Q Test name: Functional Verification Test Script No.: I1Q-06
EquipmentNo/ID:  J&f28/16 - 2 Equipment Name: 7ea 1 Tegter
Installation Site: Vertre [/ GES  Sispppore
4
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: 7§ 6002 / , - %y
All required CTQ Specification Faes
measurements resuit in a Pass. 174 oc7a—ol7
UUT Serial Number: &, 2 7, 12876

Comments:

‘Q"f'-ffb Mfotbine mir 63 /M:fg 73] df af f“'” f‘n’j Ces? record ¢0{/7
Pret T refocutin,,

Rfr by bthelneps 43 1 Pge 06 o of for pauy Fut record of- 00T
&fker refocation

ysy of ec7 201}

Overall Test Conclusion: X Pass 0 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
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W a _l_ ers WORK INSTRUCTION / OPERATING PROCEDURE
THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 9 of 11
10Q Test name: Functional Verification l Test Script No.: IQ-06
Equipment No./ID: 7&?—1?”7‘ I Equipment Name: PCBA Board 7osfer (Nﬂod)
Installation Site:  Venfure / GES | SilNopore
Purpose: !

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

Test execution:

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.

One UUT shall be tested to verify that the test equipment functions as expected. If the system creates and/or tests more

UUT Part Number/Serial Number Acceptance criteria Pass/Fail Initial & Date
UUT Part Number: (AT 233 -¢2
723 All required CTQ Specification F Yy
measurements result in a Pass. e Ofs ey 2017

UUT Serial Number: z,,¢/3 wé g

Comments:

BT Mrehient 03 poe 03 of 8 ol pope oy f o for peccy furt
Fecorel F OUT P¥  reocodidn

Qﬂf&rﬁl MMAM" C} j)jf 67 tf Of ouod ??e of d’f d& ﬁY fGJ..(Iy Mf
reord o pur post refocatdm

Yy ogoey ot}

Overall Test Conclusion: kPass 0 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
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Waters Corporation

INSTRUMENT FINAL TEST RECORD

~WPPL _TE -020(T 2017 - 6.R _(0/ ¥e3)

Part Number: 186002449 Description: Pump Control Module H
Tested By: SIEWTIN Date: 10/4/2017 9:51:28 AM
Serial Number: K17PC2439G Control Number: N/A
Software Revision: 4.00 Build#: 12 (Oct 15 2008) Factory Order: WATS1710054
1) Hi - Pot / Ground Continuity Test PASS[X] FAIL[] seenote# PASS []
2) Rear Panel I/0 Test PASSX] FAIL[] seenote# PASS []
3) Pumps A, B, & C Status Test PASSX] FAIL[] seenote# PASS []

(-12VDC & +12VDC)

4) Pumps A, B, & C Pressure Test PASSIX] FAIL[] see note # PASS []
(10 vDC - 0VDC)

5) Pumps A, B, & C Control Test PASSX] FAIL[] see note # PASS []
(0 - 2133 HZ TTL)

Instrument Result: PASSX| FAIL[] Signed: Sitm Ty Date: o7/ 0¥/ 17

\otes:

Time Sfacted - 3. 4341

Tine end 0‘54_0/)
Tew(evutort 20-4°C
Hownd T M489

St Record and any: data. containedwithin it dre. to Waers Gorporation  retained. .wammmaume.
P S e L
“details:the work! to -thalispecific deficiency. An-averall faflure Indicates 2 al-drct in ‘€ase
.-, complete Egg'tgi;ﬁ“b‘?ﬁone‘ A Seonnd fommi Js requiired to docuriient that testing; tﬁ“lmtials?:rdm must be aftached’and Leetaal%ned
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Waters Corporation

INSTRUMENT FINAL TEST RECORD

Part Number: 186002441 Description: Temperature Control Module Ii
Tested By: SIEWTIN Date: 10/4/2017 12:22:06 PM
Serial Number: K17TC2387G Control Number: N/A
Software Revision: 3.02 Factory Order: WATS1710053
1) Hi - Pot / Ground Continuity PASS(X] FAIL[] seenote# PASS[]
2) Keypad PASS(X] FAIL[] seenote# PASS[ ]
3) LCD display PASSI FAIL[] see note # PASS[]
4) Temperature Accuracy(101°c - 103°c) PASS(X] FAIL[] see note # PASS[]
Actual °c Chm 1: 1021 Chm 2: 102.1 Chm 3: 101.5
5) Temperature Variation(<.5°c) PASS[X] FAIL[] seenote# PASS[ ]
Actual °c Lowest: 101.5 Highest: 102.0  Variation: 0.50
6) Heater Verification PASS[X] FAIL[] see note# PASS[]
7) Over Temperature Alarm PASS[X] FAIL[] seenote# PASS[]
8) Under Temperature Alarm PASS[X] FAIL[] see note # PASS[ ]
9) IEEE 488 PASS]X] FAIL[] seenote# PASS[ ]
10) Set System Defaults PASSIX] FAILL]  <gq note # PASS[]
Instrument Result: PASSX FAIL[] Signed: Sy Ty Date:sct/ o4/ 3017

Notes:

T 51 acted- 2. g

Twoe End - R
Tt - 21.0°C
(e T Y

"’3@"‘,%!&
umqu.th

.... ey
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WATERS CORPORATION

INSTRUMENT - FINAL TEST RECORD

Part Number: _wHT 323~ 072 Description:___ WU O™wijo,
Tested By: Sigs Tan Date: _ (T [ 047 \7
Serial Number: 2008 13106 ¢ Control Number: Nh
Software Revision: Y- Factory Order: vh
(1) Electrical Safety Test PASS T FAIL[] seenote#_____ PASS[]
(4) Fan Operation PASS A FAIL[] seenote#__ PASS[ |
(5) IEEE 488 Communications PASSE FAIL[] seenote# _ PASS[]
(6) Keypad Test PASS [+ FAIL[] seenote#_____PASS[]
(7) Display Test PASS Dr FAIL[] seenote# __ PASS[]
(8) Stop Flow Test PASS [ FAIL[] see note # PASS []
(9) External Inject Test PASS [T FAIL ] see note # PASS []
(10) Switch One Test PASS [ FAIL [] see note # PASS [}
(11) Switch Two Test PASS [T FAIL[] see note # PASS []
(12) Switch Three Test PASS [T FAIL[] see note # PASS []
(13) Switch Four Test PASS [T FAIL ] see note # PASS []
(14) Hold Output Test PASS [ FAIL[[] see note # PASS []
(15) Chart Output Test PASS T FAIL[] see note # PASS []
(16)Pressure Output Actual__-{-0 mV PASS E/FAIL [] see note # PASS []
wlo Silk (-4.5 mV to -5.5 mV)
wiSilk  (-12mv +/- 1 mV)
(17) 12 VDC External. - Actual: Hﬁ YV PASS Z/ FAIL[] seenote# _ PASS[]
{11.38 VDC and 12.62 VDC)
(18) Sparge Valves PASS 7] FAIL[] see note # pAss []
(19) Pump Motor PASST] FAIL[] seenote# __ PASS[]
(19) Gradient Valves PASS T FAIL[] seenote# PASS []

This Test Record and any data contained within it are proprietary to Waters Corporation and must be retained by Waters for the tims period prescribed in
Its Quality Records Retention Policy. )f any of the individual tesls noted above fall, a note must be referenced that details the work performed to correct that
specific deficiency. An overall fallure indicates a special circumstance in which case a complete retest is to be done. A second form Is required to
document that testing. The initial form must be attached and retained.

Document No.: 735000984/Rev. A

Page 15 of 16

Effective from: 12-Aug-2004 thru .....

Company Confidentlal
735000984 TSP 000 00 RG
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WATERS CORPORATION
INSTRUMENT - FINAL TEST RECORD

Part Number: WAT069520 WAT069521  Serial Number: _300%13 106 (

(20) Serial Port Test PASSZf FAIL[] seenote# __ PASS[]

(21) Twelve Volt Failure Test PASS [7] FAIL[] seenote# ___ PASS[]

(22) Counter Test PASS 1 FAIL[] seenote#____ PASS[]

(23) Temperature Reading - Actual: _37°L  PASS[AFAIL[] seenote# __ PASS[]
(31C and 37C)

g;l) Pressure Output Nag 9t PASS LY FAIL[] seenote#____ PASS [

(3000 PSI +/- 350 PS1) WAT069520,
(6000 PSI +/- 350 PSI) WAT069521

(25) Heater (30 VDC +/- 3 VDC)- Actual: 289V pASS ZrFAIL ] seenote# PAsSS []

(26)Transducer Excite - Actual: __ [-053v9C PASS [} FAIL[] see note # PASS []
(5 VDC +/- .25 VDC)

(27) Internal Switch Tests PASS T FAIL[] see note # PASS []

(28) Internal Inject Test PASS [Z]/FAIL (] seenote# PASS []

Instrument Result: PASS Zﬁ=AIL [J signed Syt Tn Date: 0(T 0% 39\)

Notes: N®

This Test Record and any data contained within it are proprietary te Waters Corporation and must be retained by Waters for the time period prescribed in
its Quality Records Retention Policy. [f any of the individual tests noted above fail, a note must be referenced that details the work performed to correct that
specific deficiency. An overall failure indicates a special circumstance in which case a complete retest is to be done. A second form is required to
document that testing. The initial form must be attached and retained.

Document No.: 735000984/Rev. A Page 16 of 16 Company Confidential
Effective from: 12-Aug-2004 thru ..... 735000984 TSP 000 00 RG
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Waters Corporation

INSTRUMENT FINAL TEST RECORD

Part Number: 186002449 Description: Pump Contro! Module [l
Tested By: SIEW TIN Date: 10/4/2017 4:05:53 PM
Serial Number: K17PC2439G Control Number: N/A
Software Revision: 4.00 Build#: 12 (Oct 15 2008) Factory Order: WATS 1710054
1) Hi - Pot / Ground Continuity Test PASS[X] FAIL[] seenote#___ PASS[]
2) Rear Panel I/0 Test PASS(X] FAIL[] seenote# PASS []
3) Pumps A, B, & C Status Test PASS(X] FAIL[] seenote# PASS ]

(-12VDC & +12 VDC)

4) Pumps A, B, & C Pressure Test PASS(X] FAIL[] seenote# PASS []
(-10vDC - 0VDC)

5) Pumps A, B, & C Control Test PASS(X] FAIL[] seenote# PASS []
(0 - 2133 HZ TTL)

Instrument Result: PASSIX FAILL] Signed: St T4 Date:oct/ 0¥/ 1)
Notes:
T Started ., 2
e &rd = L\/O%Y‘M
Tomgeraturt: 20-0°C
foidds gy 49

_ This Tesf Record and any Gita contalned within it e proprietary to Waters Corporation and. must be. cetained by Waters for Ghe fime
*“period prescribed!in'its Quality Records Retention Pol 'B“I)fany of the individual tests fioted:abovefaila note must be referenced that
i demallsthe work performed tocorrect that specific deficiency. An overall failure indicates:a specialrcumstance in'which case a
corgp[ete"rete;st' Is to_be done: A second form is. required to document that t‘é'_ﬁng; the initial.form must be attached and retzined.’
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Waters Corporation

INSTRUMENT FINAL TEST RECORD

Part Number: 186002441 Description: Temperature Control Module ||
Tested By: SIEW TIN Date: 10/4/2017 3:46:34 PM
Serial Number: K17TC2389G Control Number: N/A
Software Revision: 3.02 Factory Order: WATS1710053
1) Hi - Pot / Ground Continuity PASSIX] FAIL[] seenote # PASS[]
2) Keypad PASSX] FAIL[] see note # PASS[]
3) LCD display PASSX FAIL[] see note # PASS[]
4) Temperature Accuracy(101°¢ - 103°¢) PASS[X] FAIL[] see note # PASS[]
Actual °¢ Chm 1:102.1+  Chm 2: 102.4: Chm 3: 101.9
5) Temperature Variation(<.5°c) PASSX] FAIL[] see note # PASS[]
Actual °c Lowest: 102.0 Highest: 102.1 Variation: 0.15
8) Heater Verification PASSI FAIL[] see note # PASS[]
7) Over Temperature Alarm PASSIX] FAIL[] seenote # PASS[]
8) Under Temperature Alarm PASSX] FAIL[] see note # PASS[]
9) IEEE 488 PASSIX FAIL[] seenote # PASS[]
10) Set System Defaults PASSY FAILL] .. note # PASS[]
Instrument Result: PASSX FAIL[] Signed: ST Date:at1/ 04/ 1007
Votes:
T Stacded -
L 3Y1qn
T\MQ end -
3.0
wa\v(’/m\‘b”'c" .
20-0°C
Hurniddy » 3
So-47.
- This Test Record arid anyd ‘coritainediwithin i are pRoprietary to Watars Co ration ‘and poust Waters for Ehertimets)
b e dﬁ? ReSton Poly T ny o 6 uarmng‘ma&ve%t "g ust be refer ?sgra
7 r-dqtgjl?me & dEﬂdenchn overaltfal lgre indicates & spedial circumsance fn :w’hidamsea

g@ l ] ! [ ITee .
‘complete retest isito be‘dqne,n se% t%r-m lsL;e‘qulred t'dociment that testing: the initial formnmuist b attached-and: retained. : .
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WATERS CORPORATION

INSTRUMENT - FINAL TEST RECORD

Part Number: w7 213%3-02 Description: wboo _confriles
Tested By: Qi T Date: __olT /O 1 %7
Serial Number: 2501300 (1 Control Number: ;:
Software Revision: Y2 Factory Order:
(1) Electrical Safety Test PASS [ 4 FAIL[] see note # PASS []
(4) Fan Operation PASS 7T FAIL[] see note # PASS []
(5) IEEE 488 Communications PASS [Z/FAIL [] see note # PASS []
(6) Keypad Test PASS [ FAIL[] see note # PASS []
(7) Display Test PASS [] FAIL[] see note # PASS []
(8) Stop Flow Test PASS [ FAIL[] seenote#____ PASS[]
(9) External Inject Test PASS [} FAIL[] seenote#____ PASS[]
(10) Switch One Test PASS Z/FAIL ] seenote # PASS []
(11) Switch Two Test PASS Q FAIL[ ] see note# PASS []
(12) Switch Three Test PASS IZ/FAIL [] see note# PAsSS []
(13) Switch Four Test PASS X FAIL[] see note # PASS []
(14) Hold Output Test PASS Zr FAIL[ ] seenote# ___ PASS[]
{15) Chart Output Test PASS IZ/FAIL [] seenote# __ PASS[]
(16)Pressure Output Actual_—{-® mv PASS 1 FAIL[] seenote#_____ PASS[]
wlo Silk (4.5 mV to -5.5 mV}
w/Silk __{-12mv +/- 1 mV}
(17) 12 VDC External. - Actual: __[1-46v0  pAsSS {Z]’ FAIL[] seenote#_ ___ PASS[]
(11.38 VDC and 12.62 VDC)
(18) Sparge Valves PASS PT FAIL[] seenote# ___ PASS[]
(19) Pump Motor PASS LA FAIL[] seenote#_ ____ PASS[]
(19) Gradient Valves PASS Y FAIL[] seenote# ___ PASS[]

This Test Record and any data contained within it are propristary to Waters Corporation and must be retained by Waters for the time period prescribed in
its Quality Records Retention Palicy. If any of the individual tests noted above fall, a note must be referenced that details the work performed to correct that
specific deficiency. An overali failure indicates a special circumstance in which case a complete retest is to be done. A second form Is required to

document that testing. The inltial form must be attached and retained.

Document No.: 735000984/Rev. A

Page 15 of 16
Effective from: 12-Aug-2004 thru
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WATERS CORPORATION
INSTRUMENT - FINAL TEST RECORD
Part Number: WAT069520, WAT069521 ____  Serial Number: 3008 1310b(z

(20) Serial Port Test PASS [XFAIL[] see note # PASS [
(21) Twelve Volt Failure Test PASS [XFAIL[] seenote# PASS []
(22) Counter Test PASS [ FAIL[] see note # PASS []
(23) Temperature Reading - Actual: _3Y°C  PASSJIAT FAIL[] see note # PASS []

(31C and 37C)
(24) Pressure Output 29244 %t PASS T FAIL[C] see note # PASS []
PSi

(3000 PSI +/- 350 PSI) WAT069520,

(6000 PSI +/- 350 PSI) WAT069521 . vp,c
(25) Heater (30 VDC +/- 3 VDC)- Actuale%Wﬁihpogglg’mL ] seenotei PASS []
(26)Transducer Excite - Actual: __Y-0Y4voc  PASS[A FAIL[] see note # PASS []

(5 VDC +/- .25 VDC)
(27) Internal Switch Tests PASS LY FAIL[] seenote# PASS [ ]
(28) Internal Inject Test PASS.Z] FAIL[] see note # PASS [1
Instrument Result: PASS [Z(FAIL ] signed %T\” Date: of1 [ 04/ 30\7]
Notes: Hie wrified that +the actunl valie of ideam (05) e 1o lee

30-41\pt -
bwin  pgq Ockt 13

This Test Record and any data contalned within it are proprietary to Waters Corporation and must be retained by Waters for the time period prescribed in
its Quality Records Retention Palicy. If any of the individual tests noted abave fail, a note must be referenced that detalls the work performed to correct that
specific deficiency. An overali fallure indicates a special clrcumstance in which case a complete retest is to be done. A second form is required to
document that testing. The initial form must be attached and retained.

Document No.: 735000984/Rev. A Page 16 of 16

Effective from: 12-Aug-2004 thru .....

Company Confidential

735000984 TSP 000 00 RG



Hfmchman - cy /’82 o/ ofF ¢2

Lo N .- Multbple | 6/PPL _TE -020eTIR -1@QR ~ (ot ofo2)

W A _'_e rs V.VORK INS.TI.R’UC?'ION/ OPERATING PROCEDURE
THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 9 of 11
10Q Test name: Functional Verification I Test Script No.: IQ-06
Equipment No/iD: TE83031 -/ Equipment Name: ﬁc;!uﬁ‘:j UHPLC FLR 0!)7’12 Buch
Installation Site: VENTURE [ GES, SmM&epPalE
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 {nstallation 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: 977063225 - Y8/
All required CTQ Specification Paes

measurements result in a Pass. obocT 2017

UUT Serial Number: if100 %5 ~06

Comments:

ﬂlfk}"?‘b Al ¢ o L pmje of of oy pr /704\"3» retf recordd Vf oot
pdy [docativn .

Refer o Mpnelwoaind~ 05 1+ Poge 03 of 04 for pasiiy Cet £ Tecors! T
post felo codion

ey o6 0cT 201 F

Overall Test Conclusion: ¥ 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
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W O _I_ er S WORK INSTRUCTION / OPERATING PROCEDURE
THE SCIENCE OF WHAT'S POSSIBLE™ Titte: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 9 of 11
10Q Test name: Functional Verification I Test Script No.: |Q-06
Equipment No./ID: 7€83022 - l Equipment Name: FL2 Opt2 Boneh Ay atand™
— 7 7

| Installation Site: UBNTVRE [ GES | Siv enpeRF
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
assaciated 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: 97F¢0/33¢< . Ysy
All required CTQ Specification (; 53 3
measurements result in a Pass. obocT 201
UUT Serial Number: 17/0042~ /¢ foe7

Comments:

R.ufrl’ h  Atfechiernd— OV, Poye g2 'f of PHr /"‘“nj Cat recend of 0“7
/Mvr relocoddn

eco hic
/llfz_/’ H ”ﬁ"&\lj\w of ,/hyt 0t rf oy 7%,» /,Nr'j édf" "J‘% 7

Pagf relocq'/ﬂm

sy ofocT 201 F

Overall Test Conclusion: X Pass 0 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, 5IGNED AND DATED BY AUTHORISED PERSONNEL
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Waters Corporation - Instrument Final Test Record

. Product: Acquity UHPLC
Part Number: 279003225 FLR Optics Bench

) Start Time: 10/04/2017
| Operator: Gaol.ong 15:45:34

Serial Number: 1710045-06

Name LSL Measurement USL Unit Outcome
Acquity UHPLC FLR Optics Bench Alignment PASS
Mirror Adjust PASS
Restart PASS
Normalize 396 396.6 398 nM PASS
Sample energy 43.2 EU PASS
Ram-Ray Ratio 1.04 % PASS
Val-Ram Ratio 44.87 % PASS
Reference Energy 1727.9 EU PASS
Photodiode Out (V) 4.181 Volts PASS

Notes:
N/A yiy 0901 /3

|Date S Tok 2 7|

is Test Record and any data contained within it are proprietary to Waters Corporation and must be retained by Waters for the time perlod prescribed In its Quality
Records Retention Policy. If any of the Individual tests noted above fail, 2 note must be referenced that details the work performed to correct that specific

eficiency. An overall failure indicates a special circumstance In which case a complete retest is to be done. A second form is required to document that testing. The
initlal form must be attached and retained.

file://C:\Program Files\2475 Optics Align\Output Files\ur.html 10/4/2017

B
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Waters Corporation - Instrument Final Test Record

Part Number: 278001335

Product: ELR Optics Bench

Start Time: 10/04/2017
11:18:04

Operator: GaolLong
Serial Number: 1710042-14

Name LSL Measurement USL  Unit Outcome
FLR Optics Bench Alignment PASS
Mirror Adjust PASS
Restart PASS
Normalize 415 415.4 417 nM PASS
Sample energy 35.4 EU PASS
Ram-Ray Ratio 0.35 % PASS
Val-Ram Ratio 27.39 % PASS
Reference Energy 762.6 EU PASS
Gain 0.5 Level PASS
Photodiode Out(V) 3.567 Volts PASS

Notes:
N/A Yoy ogocgel}
!—r

Signed: ) JM _]Date:aqw,;og

[This Test Record and any data contained within it are proprietary to Waters Corporation and must be retained by Waters for the time period prescribed in Its Quality
IRecords Retention Pollcy. If any of the Individual tests noted above fall, 2 note must be referenced that detalls the work performed to correct that specific

deficlency. An overall failure indicates a speclal circumstance In which case a complete retest Is to be done. A second form is required to document that testing. The
initial form must be attached and retained.

file://C:\Program Files\FLR Optics Align\Output Files\ur.html 10/4/2017
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Waters Corporation - Instrument Final Test Record

. Product: Acquity UHPLC
Part Number: 279003225 FLR Obtics Bench

Operator: GaoLon Start Time: 10/06/2017,

14:22:48
Serial Number: 1710045-06
Name LSL Measurement USL Unit Outcome
Acquity UHPLC FLR Optics Bench Alignment PASS
Mirror Adjust PASS
Restart PASS
Normalize 396 396.6 398 nM PASS
Sample energy 47.2 EU PASS
Ram-Ray Ratio 1.07 % PASS
Val-Ram Ratio 44.58 % PASS
Reference Energy 1706.6 EU PASS
Photodiode Out (V) 4.216 Volts PASS

Notes:
WA Yoy ofecfap?

Vi

ISigned: Sy B [Date w27

is Test Record and any data contalned within It are proprietary to Waters Corporation and must be retained by Waters for the time period prescribed In its Quality
Records Retention Policy. If any of the Individual tests noted above fall, a note must be referenced that details the work performed to correct that specific
deficlency. An overall fallure indicates a speclal circumstance in which case a complete retest is to be done. A second form Is required to document that testing. The
initial form must be attached and retained.

file://C:\Program Files\2475 Optics Align\Output Files\ur.html] 10/6/2017
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Waters Corporation - Instrument Final Test Record

Part Number: 278001335 Product: FLR Optics Bench
) Start Time: 10/06/2017

Operator: Gaolong 14:36:23

Serial Number: 1710042-14

Name LSL Measurement USL  Unit Outcome
FLR Optics Bench Alignment PASS
Mirror Adjust PASS
Restart PASS
Normalize 415 415 417 nM PASS
Normalize 415 415.8 417 nM PASS
Sample energy 34.4 EU PASS
Ram-Ray Ratio 0.34 % PASS
Val-Ram Ratio 26.67 % PASS
Reference Energy 765.1 EU PASS
Gain 0.5 Level PASS
Photodiode Out(V) 3.807 Volts PASS

Notes:

N/A ¥y oqe i

Date:n1of, 2]

his Test Record and any data contained within It are proprietary to Waters Corporation and must be retained by Waters for the time period prescribed in Its Quality
Records Retention Policy. If any of the Individual tests noted above fall, a note must be referenced that detalls the work performed to correct that spacific
deficiency. An overall failure Indicates a special circumstance in which case a complete retest Is to be done. A second form Is required to document that testing. The
Initial form must be attached and retained.

file://C:\Program Files\FLR Optics Align\Output Files\ur.html 10/6/2017



