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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.
Report No: VAL0C01270-1QR I Iteration No: 00 I SAP No: VALOD1270

1.0 Purpose

The Alliance Final Test System #6 is located in the WPPL Flextronics Contract Manufacturer Site in Singapore. The station
is used to perform the final functional test of the following part numbers: 186269506 and 186269505. In the final test, the
UUT is connected to the test station and electrical, mechanical, and fluidic performance of the unit is tesled.

The test station is equipped with a Prime/Purge Module, two {2} Temperature Control Modules, four {4) Column Heater
Modules, four {4) 2489 Detectors and an Empower Work Station.

This Installation Qualification is being performed as required by VAL001270-06JUN2018-VAF, which can be found in the
VALDD1270 directory of SAP.
2.0 Scope of Report

This Installation Qualification Report details the qualification activities underiaken for the Alliance Final Test System #6
based on the requirements of the Installation Qualification Procedure 730004135, Ver. 00.

This Installation Qualification Report defines the documents used to qualify the Alliance Final Test System #6 .

3.0 Summary of Results - Statement of Fitness for Intended Use

The Alliance Final Test System #6 was {ested in accordance with the Installation Qualification Procedure 730004135, Ver.
00. All Test Scripts were performed and all objective evidence requirements have been met.

Waters now has the necessary documentation in place to ensure that the Alliance Final Test System #6 complies with
Waters' requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Qualification Report, the Alliance Final Test System #6 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 Praclice
cTQ Critical to Quality
EQID Equipment Identification
Hz Hertz S o
0] Installation Qualification
IQR Installation Qualification Report
N/A Not Applicable
P/N Part Number
SAP Enterprise Resource Planning Software
SIN Serial Number
TSP Test Specification and Procedure
uuT Unit Under Test |
VAC Voalts Altemating Current 5
VAF Validation Assessment Form F
Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: VALD01270-IQR | lteration No: 00 | SAP No: VAL001270

5.0 Training

The operator of the Alliance Final Test System #6 was trained according to the Alliance Separations Module / Altus A10
Salvent and Sample Module, TSP WAT271129, REV. 33, VER. 35. The executor of this qualification was trained according
lo the Installation Qualification Procedure 730004135, Ver. 00. Operator and executor training records are provided as
Altachment 7.1 and 7.2, respectively.

6.0 Qualification Results

6.1 Test Script 10-01: Associated Documentation Verification was performed according to Installation Qualification
Procedure 730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.3.

6.1.1 The Alliance Separations Module / Altus A10 Solvent and Sample Module, TSP WAT271129, REV. 33,
VER. 35 was confirmed to be in SAP with a status of Release General, as evidenced below:

Document List Afler Selection 2 Hits  Waters

B AR AVYE _FEhGooe T R[S mobetinge

B Rnlad Typt ™" Datienant W Pwt Dackten ik bt ek Ve Vil P Vel T Thirga
U WSC WA [0 THT FROC.298 STRRATIONS MCD i f e 11290 s

M T  mizus B wo TESTSACHGTION MO FOCEOSRE, 110N FREASE COERN 5 nAL Toen [~

6.2 Test Script 1Q-02: Site Verification was performed according to Installation Qualification Procedure 730004135,
Ver. 00. The completed Test Script Data Sheel is provided as Attachment 7.4.

6.2.1 The ambient temperature and humidity were measured using an Hisamatsu TN-2500
Thermohygrograph, EQID-0418 and were determined to be within specification as defined by the
Alliance 2685 Separations Module Operalor's Guide 721008073 VER. 00. The calibration record of the
Thermohygrograph is provided as Attachment 7.5.

6.2.2 The electrical supply was measured using a Fluke 179 Multimeter, EQID-0246, and was delermined 1o
be within specification as defined by the Alliance 2695 Separaiions Module Operalor's Guide
721008073 VER. 00. The calibration record is provided as Attachment 7.6.

6.23  The Test Station was confirmed to have more than the thiteen (13) dedicated electrical outlets
required.
6.24 The space and test bench of the Alliance Final Test System #6 were confirmed to have adequate

space for testing and service. The bench was confirmed to be large and strong enough to support all
test equipment. A picture of the Test Station work area is provided as Attachment 7.7.

6.3 Test Script 1Q-03: Instrumentation Calibration Verification was performed according to Installation Qualification
Procedure 730004135, Ver. 00. The completed script is provided as Attachment 7.8.

6.3.1 Each component of The Alliance Final Test System #6 was confirmed to be in either the Calibration
Manager Database or the Preventive Maintenance Database with a twelve (12) month maintenance
cycle. Screen captured from both the databases are provided as Attachment 7.9 and 7.10.

6.3.2 Note that since this is a newly installed test system, calibration or preventive maintenance has not yet
been performed. The calibration dates listed in the Calibration Database reflects date of production.

6.4 Test Script 1Q-04: Software and Instrument Firmware Version was not performed as part of this qualification.

6.4.1 The Alliance Final Test System #6 does nol have cuslom software and does not download instrument
firmware.

6.5 Test Script 1Q-05: General Safety and Alarms was performed according to Installation Qualification Procedure
730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.11.
6.5.1 It was confirmed that there were no mechanical safety pinch points or sharp aedges.

Template 730002845, Version 02 Waters Confidential
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6.5.2  An electrical safely test was performed using a Chroma 19032 Electrical Safety Analyzer, EQID-1492,
Each component of The Alliance Final Test System #6 was confirmed to pass an Electrical Safety Hi-
Pot/Ground Continuity test. The calibration record is provided as Attachment 7.12.

6.5.3 It was confirmed that the glass bottles in use at the test station were secured.

6.5.4 It was confirmed that the waste tanks in use at the test station were secured.

6.6 Test Script 1Q-06: Functional Verification was performed according to Installation Qualification Procedure
730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.13, Attachment 7.15 and
Attachment 7.17 for lest port #1, #2 and #3 respectively.

6.6.1 The 2695 with Heater/Cooler (P/N: 186268506, S/N: F18SM4615A) was chosen as the UUT for this
Installation Qualification because it verifies the full functionality of the Alliance Final Test System #6 .

6.6.2 One (1) UUT (P/N: 186269506, S/N: F18SM4615A) was tested on each available test port of the
Alliance Final Test System #6 with all lests passing. The passing fest record is provided as
Aftachment 7.14, Attachment 7.16 and Attachment 7.18 for test port #1, #2 and #3 respectively.

6.7 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 scripis during
qualification.

| SciptorSaction | Pasyrail | | Objactivel o |~ Deviations
1Q-01 Pass Attachment 7.3 None
1Q-02 Pass Attachments 7.4, 7.5, 7.6, and 7.7 None
1Q-03 Pass Attachments 7.8, 7.9, and 7.10 None
1Q-05 Pass Attachments 7.11and 7.12 None
1Q-06 Pass Attachments 7.13, 7.14, 7.15,7.16, 7.17 and 7.18 None

7.0 Attachments

7.1 Completed Operator Training Record TSP WAT271129, REV. 33, VER. 35

7.2 Completed Executor Training Record 730004135, Ver. 00

7.3 Completed Test Script 1Q-01: Associated Document Verification

7.4 Completed Test Script 1Q-02: Site Verification

7.5 Objective Evidence 1Q-02: Hisamatsu TN-2500 Thermohygrograph (EQID-0418) Calibration Record

7.6 Objective Evidence 1Q-02: Fluke 178 Multimeter (EQID-0246) Calibration Record

1.7 Objective Evidence 1Q-02: Picture of Test Station Work Area

7.8 Completed Tast Seript 1Q-03: Instrument Calibration Verification

7.9 Obijective Evidence 1Q-03: Screan Capture of Alliance Final Test System #6 in Calibration Master Database

7.10 Objective Evidence 1Q-03: Screen Capture of Alliance Final Test System #6 in Preventive Maintenance Master
Database

7.1 Completed Test Script 1Q-05: General Safety and Alarms

7.12 Objective Evidence 1Q-05: Chroma 19032 Electrical Safety Analyzer (EQID-1492) Calibration Record

7.13 Completed Test Script 1Q-06: Functional Verification of UUT Parl #186269506 (S/N: F18SM4615A} at Port #1

7.14 Objective Evidence 1Q-06: Passing Test Record for UUT Part #186269506 (S/N: F18SM4615A) at Port #1

Template 730002845, Version 02
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Waters Installation Qualification Report
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Report No: VALO01270-IQR | lteration No: Q0 | SAP No: VAL001270

7.15 Completed Test Script 1Q-06: Functional Verification of UUT Part #186269506 (S/N: F185M4615A) at Port #2
7.16 Obijective Evidence 1Q-06: Passing Test Record for UUT Part #186269506 (S/N: F18SM4615A) at Port #2
7.17 Completed Test Script IQ-06: Functional Verification of UUT Part #186269506 (S/N: F18SM4615A) at Port #3
7.18 Objective Evidence |Q-06: Passing Test Record for UUT Part #186269506 (S/N: F185M4615A) at Port #3

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

8.0 References

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

TSP WAT271129, REV. 33, VER. 35 Alliance Separations Module / Altus A10 Solvent and Sample Module

VAL001270-06JUN2018-VAF Validation Assessment Form for Alliance Test System
WAT046538, Ver. 09 Generic Electrical Safety Test Procedure
721008073, VER. 00 Alliance 2695 Separations Module Operator’s Guide
Template 730002845, Version 02 Waters Confidential

Ref. 730001835, Process Validation Procedurs for Milford Site Page 5of 5



FORM

Waters o
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
3 Employee
Name: CHeN (,l WooI KNI E D’ 2442 L
Date of Training {3 TUN 2l
Comments:
N
Document Number Title Rev. #
WAT271129 Allilance Separations Module / Allus A10 Solvent and | 33
Sample Module TSP
/
//
‘,:Q /
5% 5~
Rt
>
/ ]
/
@2*. Sehza\( Teokv‘dc‘ﬁm\ IK jblfq ':u:!"g
Date

Employee's 'Signalure Title

A"’é SEMIOR. g INEER (TET 12 JuN 20ie
Date

Trainer's Signature Title

VAL C0I1336 - Tae

Document No.:
iteration Ne.: 22
Attachment: _3-1__Psge: ' of .\
! Without preceding “90™
Template 730001104 V01

Waters Confidential
It is the User’s responsibility to verify they are using the cumrent released version



Waters

THE SCIENCE OF WHAT'S POSSISBLE"

Document Ne: 7300026857

FORM
Title: individual Training Form

Version No: 00 Page 1 of 1

Training Type: | Read and Understood
; Employee
Name: [ cuan vee weon 75'“ G1egoSe
 Date of ‘fraifllhg oF map s>o1f
Comments: TN
Document Numbar Title Rev. #
730004135 Instaliation Qualification Protocol 0o
/ =
A \ /
S
RO /ﬂ
d\eﬂ
/,‘k
—
0% MANUFACTURING ENGINEER " mpa2olf
Employee's Signature Title Date
M Hipn Nin ~. 0'64' .
Trainer’s Signature Titla Date a25APRIAL,

Document No.; YRLOO T O~ Toe
heratien Ne.: 2.

! Without preceding “90™

Attachment: _3:2_Page:__ ! of L
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WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENLE OF WHAT'S POSSIBLE™ Title: [l‘lsla“ation Qua!iﬁcation Procedur&
Document No: 730004135 Version No: 00 Page 10of 5
1Q Test Name: Associated Documentation Verification [ Test Script No.: 1Q-01
Equipment No./ID: VALD01270 Equipment Name: Alliance Final Test System

Installation Site: Flextronics: WPPL, Singapore

Purpose:
To verify that supporting documentation is available prior to the completion of qualification.

Test Execution:

List all applicable documents (Preventive Maintenance, Calibration, Operating Procedures, Test Spacification Procedures,
Manufacturing Procedurses, etc.} under the Document type header and then complete the table below. If applicable
documents are unavailable slate why in the comments section. Ali applicable documents must be in either Ready, Pre-
Rel-Prod, or Release General state in SAP. Enter N/A for any parameter or cell that is not used or not applicable.

Objective Evidence:
Completed Tast Script Data Sheet
SAP Screen shot of below available document(s)

i 2 P o SR ST
s ype [ Tiller ; . |

Alliance Separations Module IAltus A10 Solvent
TSP and Sample Module TSP T UA (" 11T

WAT271129 Rev. 33, Ver. 35 smsent Y

Comments:
‘,\i" \(
o
\“‘ou
Overall Test Conclusion: ﬂPass 0O Fail
Copy this Test Script as needed
Walers Confidential “Template 730000483 V06

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

Document No.: vnLoDI12F0 — I QR
fteration No.: X
Attachment: ' _Page: ' _of _'_




WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE STIENCE OF WHAT'S POSSIBLE™ Titte: Installation Qualification Procedure
Document No: 730004135 Version No: G0 Page 2of 5
1Q Test Namae: Site Verification I Test Script No.: 1Q-02
Equipment No./ID: VAL001270 Equipment Namae: Alliance Final Test System

Installation Site; Flextronics: WPPL, Singapore

Purpose:
To verify the location in which the test equipment is to be installed is suitable for use.

Test Execution:
List any additional applicable environmental parameters in the Parameters column. Using the applicable equipment
documentation, define the specifications in the Acceptance Criteria column, as appropriate. Verify and/or measure the

applicable parameters and complete the fable below. Do not delete any of the listed defined parameters. Enter N/A for
any parameler or csll that is not used or applicable.

Objective Evidence:

Completed Test Script Data Sheet.

Photo{s) of the work area, if applicable.

Coples of callbration certificates for gauges or meters used for measurement, if applicable.

[ pwasis | Acsslaed Grtond || Askound [ Pessire | il ate’
Ambient Ternperature 4-40"C al ee PRES Yy W IuNIS
Relativea Humidity 20 - 80 % non condensing 53 %, PRES YR g JuNIE
Ad Adequate spacse for W
Workspace aqua;?‘:zc:dgr testing and senice Y rRcS YA e JuNIg
Large and strong enough to | ~rge ad Shong enougn +o
Test Station Bench support all equipment support all equipentt Paes g wIJuNp
%0 He
47-63 Hz
Elactrical Supply | g5_ 132 or 180 - 350 VAG 236 vae prcs |YH eaunie
Electrical Cutlets 213 14 (£:741 i lsauN@
Network Available =1 I HES VY waunig
Comments:

Temperature, humidity, and electrical supply specified in 721008073.
Teperature  ant Hurrietrty messred by SEUD-oWE ¢ carbuied on 15 56w

Elecivreal Supply measured & Ta4D - 0346 ¢ calibuted on 31 Jan 28D

Overall Test Conclusion: }H Pass 0O 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 8Y AUTHORISED PERSONNEL

Document No.: VM. D020~ IGE
Iteration No.: oo
Attachment: X _Page: ' of '




CALTEKPTE LTD.

23 Tagore Lane, #04-08/09/10/11 Tagore 23 Warehouse, Singapore 787601
Tel: (65) 64520300 Fax: (65) 64520500

Email: info@caltekgroup.com Websile: www.caltekgroup.com

CALIBRATION CERTIFICATE

CERTIFICATE NUMBER : CTT-111-1120-18 JOB NRUMBER : CT18-1117
RECEIVED DATE 1 08-Jan-1B 1SSUE DATE 16-Jan-18
INSTRUMENT THERMOHYGROGRAPH Ambient Temperature {23+ 5)°C
MANUFACTURER HISAMATSU MFG. CO. Relative Humidity (55 +10) % r.h.
MODEL NO TN-2500 Date of Calibration 15-Jan-18
PART NO - Recommended Due Date 15-Jan-19
Range -
CUSTOMER FLEXTRONICS MANUFACTURING
(SINGAPORE) PTE LTD. Asset/Tag/1d/Code ——
Page Na : 1of 3
Status As Found
IR No JR-BS567

The described instrument has been calibrated at Caltek laboratory under the ambient conditions stated above.

This certificate provides traceability of measurement to the International System of Units {SI) and/or to units of measurement

reallsed at the National Metrelogy Centre (NMC), Singapore or other recognized natlonal metrology institutes.

The calibration method was carried out according to In-house Technical Calibration Procedure CTTM-T10-2007, as guide.

S.Na. REFERENCE INSTRUMENT(S)
1. Reference Sensors
REVIEWED & ACCEPTED

SIGN: SEM& wEl e
DATE: '@ e 18

REMARKS: 71> o8

SERIAL NO

(60813824/60562343)/
(510/34910001/35250025)

DUE DATE

16-Aug-18

wal ‘&&;A thl.nw g

Calibrated by :
Anoap Ummappilly

EMP ID : 1039

Approved by 2
Slva

EMP ID : NA

Qo

This certiffcate may not be reproduced other than in full, except with the prior written approval of the

Issuing Laboratary.

Document No.: YAt coi2ro- IOk

teration No.; —£C

Attachment: 5 _Page: ' of 2.
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CALTEKPTE. LTD.

23 Tagore Lane, #04-08/09/10/11 Tagore 23 Warehouse, Singapore 787601

Tel: (65) 64520300 Fax: (65) 64520500
Email: info@caltekgroup.com Website: www.caltekgroup.com

CALIBRATION CERTIFICATE

CERTIFICATE NUMBER : CTT-111-1120-18 JOB NUMBER ¢ CTl18-1117

ISSUE DATE 1 16-Jan-18 PAGE NUMBER : 20f 3

RESULTS OF CALIBRATION :

1, The expanded uncertainty of measurement assoctated with the calibration is estimated at a confidence level of approximately
95 % with a coverage factor of k=2.04,

2. The results of calibration are given on the attached calibration data sheet(s).
3. The user should determine the suitability of the instrument for Its Intended use.

4, No Adjustments done.

Calibration Results:RELATIVE HUMIDITY MEASUREMENT @ FIXED TEMPERATURE OF 21°C

Mean Instrument
Mean Reference Reading Reading - Before Error Expanded Uncertainty
Adjustment

Yorh %rh S%rh %rh

23.8 23.0 -0.8 3.5

40.5 40.0 -0,5 3.5

60.5 60.0 -0.5 3.5

80.9 80.0 -0.9 3.5

87.7 86.0 -1.7 35
Calibrated by ¢ Approved by §
Anoop Ummappilly Siva %)_A
EMP ID : 1039 O EMP ID : NA

This certificate may not be reproduced other than In full, except with the prior written approval of the
Issuing Laboratory.

Decument No.: VAL OO0 - QL
fteration No.: ab
Attachment: _15_Page: > of 2.




CALTEK PTE. LTD.

23 Tagore Lane, #04-08/09/10/11 Tagore 23 Warehouse, Singapore 767601

Tel: (65) 64520300 Fax: {65) 64520500
Email: info@caltekgroup.com Waebsite: www.caltekgroup.com

CALIBRATION CERTIFICATE

CERTIFICATE NUMBER : CTT-111-1120-18 108 NUMBER : CT118-1117

ISSUE DATE :  16-Jan-18 PAGE NUMBER : 3of 3

Calibration Results:TEMPERATURE MEASUREMENT @ NOMINAL RELATIVE HUMIDITY OF 50%r.h.

Mean Instrument
Mean Reference Reading Reading - Before Error Expanded Uncertainty
Adjustment
oC oC oC sg

16.3 16.0 -0.3 1.0

18.3 18.0 -0.3 1.0

22.2 22.0 -0.2 1.0

27.3 27.0 -0.3 1.0

30.3 30.0 -0.3 1.0
Calibrated by ¢ Approved by
Anoop Ummappilly Siva %,_\
EMP ID : 1039 < EMP ID : NA

This certificate may not be reproduced other than in full, except with the prior written appraval of the
Issuing Laboratory.

Document No.;: _VRLcoRA0 - TAR
iteration No.: 2s)
Atachment: .75 _Page: 2__of 2 _




Techsystems Services & Integration Asia Pte Ltd

2 Loyang Lane #06-03 | Loyang Industriai Estate | Singapore 508813
T: +65 6543 2855 | F: +65 6543 1329 | W: www.tsiasia.com
[Co Rag No: 199202282R | GST Reg No: M2-0108585-2]

CALIBRATION CERTIFICATE

Ref. No. : FMS /1413 Page : 1 of 6
:::tomer I:I;:;tlrlonic; ll\/lanufacturing (Singapore) Pte Lid REVIEWED & ACCEPTED
ress F 1 Raliang flace SIGN: GG s
Singapore 339211 DATE: Ot 2B 18
EMAFiKS: EAD 021l
A L —
Equipment ID : 0246 o Shietit B3 0N
Description : Multimeter '
Model : 179 Co-ordinator : Neo Hui Hui
Manufacturer : Fluke Telephone : 6543 2855
Serial No. : 50240092 Ext : 207
Date Calibrated : 31 Jan 2018
Next Due Date : 31 Jan 2019 Temperature : (23+3)°C
Location : Electrical Laboratory Humidity ¢ (35 ~65) %rh

The above instrument has been tested in general accordance with its manufacturer’s published specifications and
Performance Test Procedure in Calibration Information PN 1600476 March 2001 Rev. 5, 2/08.

The measurement report attached to this certificate indicates all the test results obtained at the time of testing.
The intended use of the instrument shall be ascertained based on the end user's requirement.
Recalibration interval was determined based on end user's requirements.

As Found : BE-TIn/[ JOut Tolerance Adjustment Done ;[ ] Yes/E-TNo
AsLeft: _In Talerance

The measurement standards are traceable to SI Units through National Metrolagy Centre (NMC), Singapore;
National Institute of Standards and Technology (NIST), USA; National Physical Laboratory (NPL), UK or other
recognised National Standard Laboratories.

The Laboratory's Quality System is in accordance with the Quality Standard [SO 9001:2008.

Conformance terms of "In Tolerance” and "Out of Tolerance” used in this certificate are determined by comparison
of measured values against warranted specifications and do not take measurement uncertainties into account.

Test Performed By

%.

Approved By

sy

Muhammead Azuan Bin Ali Wen Tai Chung
Engineer Manager, Technical Services
Decument No.: {htooiato - T@R 31-Jan-2018 "

Iteration No.: A
Attachment: 3. & Page: ' of &

Note : This Cenificare ancd the antached meanuremens report shall not be reprodisced wholly or in pans without the prior consent of the Eaboratory.



Techsystems Services & Integration Asia Pte Ltd

2 Loyang Lane #06-03 | Loyang Industrial Estate | Singapore 508913
T: +65 6543 2855 | F: +65 6543 1329 | W: www.lsiasla.com
[Co Reg No: 199202282R | GST Reg No: M2-0106585-2]

(—_MEASUREMENT _REPORT %

Date : 31 Jan 2018 Pega2 ol o
Relerence : FMS /1413

Description : Multimeter

Modal ;179

Manufacturer : Fluke

Serial Number : 80240092

Maasuring Instrumants used in this performance test :-

tnstrument Serial No. (Cal Report No.} Eqpt ID Due Date Remarks
MULTI-PRODUCT CALIBRATOR 8775018 (ELOOS461) 50289 27 Apr 2018

TYPE K THERMOCOQUPLE 50350 {TL.005738) S0360 22 Fab 2018

Legend and Explanations for Measuremeni Report:
1°1 - f shown next |o the resufl recorded, It means the neading is oul of the spacified limiis
{Devialion] - if shown, Is computed as [Deviation] = [UUT Reeding) - (True Value)  {Reference: Int Volcab in Metrology JCGM 200:2008)
{Comection] - If shown, is computed a8 [Correction] = [True Valus) - [UUT Reading)
Comection ie 1:sed to apply to the UUT reading (add} to give a tnua reading

Test Performed By

Muhammad Azuan Bin Ali
Document No,: _YHL 00 P30 - TAR

iteration No.: — €
Attachment: _°¢_Page: > of &




Date ;31 Jan 2018
Test
AC Voltage Test
Aulo Range
Freq {Hz) input (V}

45 a0 m
500 5
1k 5
45 50
1k 50
45 300
500 500
1k 500
45 1000

AC Volts Frequency Test

Auto Range
Freq {Hz) Input (V}
45 1
50k
DC Voltage Test
Auto Rangé
Input (V)
0.03
0.3
08
5
300
1000
-1000
DC Volts Frequency Test
Auto Ranga
Freq (Hz) Input {V}
45 3
50 k 30
Test Performed By

ﬁ-.

Muhammad Azuan Bin Ali

l MEASUREMENT REPORT I

Ral. No. FMS 71413
Specified Limits
Min (V} Max (V)
296.7 m 3033 m:
4,947 5053
4,897 5.103
49.47 50.53
48.97 51.03
2908.7 3033
494.7 505.3
489.7 510.3
oa87 1013
Min {Hz}) Max (Hz)
44 .94 45,06
4994 k 50.06 k
Min (V) Max (v}
298 m 30.2 m
-300.5 m -209.5 m
5983 m 600.7 m
4,993 5.007
209.5 300.5
997 1003
-1003 -897
Min (Hz) Max (Hz)
44 94 45,06
49.94 k 50.06 k

Techsystems Services & Integration Asia Pte Ltd

2 Loyang Lane #06-03 | Loyang Industrial Estate | Singapore 508913
T: +865 6543 2855 | F: +65 6543 1329 | W: www.islasia.com
[Co Reg No: 199202282R | GST Reg No: M2-0106585-2]

Page : 3of 8

Results Commenls

Reading (V)

300.1 m
4.094
4,952
49.94
50.06
300.0
500.7
500.6
997

Reading (Hz}

45.00
50.00 k

Reading (V)

30.0 m
-269.6 m
5993 m
4,995
299.7

999

-999

Reading (Hz)

45.00
50.00 k

Document No,: VoL o120 ~ IO

iteration No.: o0
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Techsystems Services & Infegration Asia Pte Ltd

2 Loyang Lane #06-03 | Loyang Industrial Estate | Singapore 508913
T: +65 6543 2855 | F: +65 6543 1329 | W: www.tslasia.com
[Co Reg No: 199202282R | GST Reg No: M2-0106585-2]

[ MEASUREMENT REFORT I

Date . 31 Jan 2018 Ref.No. : FMS/1413 Page:4ofd
Test : Specified Limits Results Comments
Resistance Test
Auto Range
Input {£2) Min {£}) Max (£1) Reading (1)
500 495.3 804.7 500.0
19M 18.686 M 19.32 M 1873 M
Capacltance Test
Auto Range
Inpul {uF) Min {nF) Max {nF} Reading {nF}
0.90 887 213 901
Continuity Test
BeeperOn<250 T Pass / Fail Passed
Beeper Off > 250 Pass / Fall Passed
Diode Test
Range (V) Input {V} Min {V} Max (V) Reading (V)
24 2 1 1.978 2.022 1.999
AC Current Test
Auto Range
Freq {(Hz) input (A} Min {A) Max (A) Reading (A)
45 0.003 292 m 308 m 301 m
1k 0.05 4922 m 50.78 m 48,93 m
1k 0.4 337 m 406.3 m 3988 m
45 40 3.937 4,063 4.001
1k 9.0 883 9.17 9.00
Test Performed By
Muhammad Azuan Bin AR 0 ntNo.: VPLopnAD- I RE
iteration No.:

Attachment: _2:¢_Page:_* of ¢




Techsystems Services & Integration Asia Pte Ltd

2 Loyang Lane #08-03 | Lovang Industrial Estate | Singapore 508913
T: +65 6543 2855 | F: +65 6543 1329 | W; www.tsiasia.com
[Co Reg No: 199202282R | G5T Reg No: M2-0106585-2]

[ MEASUREMENT REPORT .

Date ;. 31 Jan 2018
Test
DC Currant Test
Auto Range
Input (A}
0.003
0.05
0.4
40
5.0
Temperature Test
Temperature Std Used : ITS 90
Type K Thermocouple
Auto Range
Input (*C)
0
-40
400

Test Pedormed By

L

Muhammad Azuan Bin Afi

Ref, No. FMS 7 1413 Page:50f6
Specified Limits Results Comments
Min {A) Max {A) Reading (A)
294 m 306 m 30t m
49.47 m 50.53 m 49.95 m
4043 m -3957 m -388.7 m
3.957 4.043 3.986
-9.12 -8.88 -8.99
Min {*C) Max {"C) Reading (*C)
-1.0 1.0 0.4
414 -38.6 -38.5
385.0 405.0 399.7
Test Completed

Document No.; _VPtootrzo- TR

iteration No.: —22
Attachment: . 3¢ __Page: £ _of £




Date s 3 Jan 2018

Techsystems Services & Integration Asia Pte Ltd

2 Loyang Lane #06-03 | Loyang Industrial Estate [ Singapore 508913
T: +65 6543 2855 [ F: +65 6543 1329 | W: www.lIsiasia.com
[Co Reg No: 199202282R | GST Reg No: M2-0106585-2]

Ref. No.

: FMS/1413

Page 8ol 6

The Expanded Uncertainties of measurement (excluding the uncertainties of the Unit Under Test) for the resulls given in
this report, with a confidence level of approximately 95% at Coverage Faclor k = 2), are a3 follows:

Paramalars

DC Vollage Generation

AC Voltage Generation

AC Current Generation

DC Currrent Generation

Freguency Generation
Resistance Gaeneration
Capacitance Generation

Temperature Genesation
Type K Tharmocoupls

S

Muhammad Azvan Bin Ali

Range

0~ 3258.9999 mV
0~ 3299998V
0~ 3289999V
30 - 329.9999 Vv
100~ 1000V

33-329.99mv
3.3~232.9999 Vv
33~320990V
330 - 1000V

0.33 ~ 3.2899 mA
33~329.99 mA
0.33~2.19999 A
22~-11A
22-11A

0~ 3.29999 mA
0~329.989mA
0-~2.19999 A
1-11A

12 ~119.99 kHz
11~32989 N0

110~ 3298501
11 ~ 32,9939 MO

0.33 ~ 1.0899 pF
0D~ -25°C

-25-120°C
120 ~1000°C

10~ 45 Hz

45 Hz ~ 10 kHz
45Hz - 1 kHz
45 Mz ~ 1 kHz

20~45Hz
45 Hz ~ 1 kHz
45 Hz -~ 1 kHz
45~85Hz
500 Hz ~ 1 kHz

Uncartainty

0.006%9 % + 3 pV
0.0058 % + 6 pv
0.0058 % + 50 pV
0.0064 % + 500 pv
0.0064 % +15mV

0.20 % + 58 4V
0.05 % + 693 pV
.08 % + 8 mV

0.06 % + 92 mV

0.12 % + 0.35 pA
0.10 % + 35 pA

D.12 % + 348 pA
0.05 % + 2308 pA
0.28 % + 2309 pA

0.015 % + 0.06 yA
0.012 % + 3.8 pA

0.035 % + 508 pA
0.060 % + 381 pA

29 ppm + 17 mHz
0.014% + 0020

0.010% +0.020
012%+6350

029 %+ 1.20F
0.21*C

0.18°C
0.30°C

Document No.: VAtooiazo- TaR
teration No,: 22

l\ttaehment:__"‘_G Page: & of _%_
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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 Page3of 5
1Q Test Name: Instrumentation Calibration Verification [ Test Script No.: [Q-03
Equipment NoJtD: VALOD1270 [ Equipment Name: Alliance Final Test System

Installation Site: Flextronics: WPPL, Singapore

Purpose:
To verify that all critical instruments are in the calibration system and calibrated or a preventive maintenance has been

performed, as appropriate.

Test Execution:

List all critical instruments/components and/or sub-systems (System, TUV, Sample Manager, BSM, Column Manager,
Test Solutions, Meters, Gauges, Scales, eic.) in the Description column and complete the table below. Verify that all
critical instruments have had a preventive maintenance and/or calibration performed, in accordance with the PM and/or
Calibration procedures, and have besn included in the preventive maintenance/calibration schedule. For test solutions
note the expiration date. Enter N/A for any parameter or cell that is not used or applicable.

Objective Evidence:
Completed Test Script Data Sheet
Copies of calibration andfor maintenance cerlificates.

AT

, 058lL 13 Jun 19 NH & JUN g
Temperature Control Module | 15557 %% | argve oupue j' NiRn 293 @ |YH 18aun 1@
Temperature Control Module ‘2?.?3;';‘;{1 81gTe 34954 ! Hin ot FEB 19 Yy 1 GRmg
Column Heater Module ";:',:’_’ ;;s: MIFCHM 3y M AL B Jun 19 ¥H 18 N
Calumn Heater Madule | ‘::::fi;:; MIF CHMEIS M nin 13 Jun 19 M g IJuN I8
Column Heater Module ::::_3:;;: MItcHm 239M win 13 Jun 19 Yu 18 Supis
Column _Healer Madule z:‘;:f:;;: M ITchm $rom v 13 Juniq YH 2JuNi g
2489 Detector g;t‘t?;:e c 1883EI014 MR 3¢ mAr 19 Yo (9 3um1g
2489 Detector E'::ﬁ‘;z: ¢ it 0z A nip 31 MAR 14 Y 8 Junie
2489 Detector | ::;"_8 ::;,, CISETE 106A Hin S0 MR 19 fYH 12 2evre
2489 Detector m;;, DIRFIEISA “in of APR W ¥H 1@ Juni@
Empower Work Station pm 0287 AmpL3a3yowW nln 13 JuN 19 lL NH 12Jup 18

Comments:
™S T a nuadly Mstalled system, eatbmtitn and provenfive rmamtenance bae not yet been

performed. Refer Attachment T4 ond Ao for caffbrmaiin pofauase and Praverfiva Mdntenance batokade,
Overall Test Conclusion: _P‘Pass O Fail

Copy this Test Script as needed

Walters Confidential Template 730000483 V06
It Is the responsibllity of the user to verify thay are using the current releasad varsion.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL

Document No.: Yat-colaso- T@F
Iteration No.: 22
Attachment: 3.8 Page:_ of L
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WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE DF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 4 of 5
IQ Test Name: General Safety and Alarms Test Script No.: 1Q-05
Equipment No./ID: VAL001270 LEqulpmeut Namae: Alliance Final Test System

Instaliation Site: Flextronics: WPPL, Singapore

Purpose:
To verify that the test equipment can operate in a safe manner, within its designated location.

Test Execution:
List any additional safety related conditions or alarms in the Safety Inspection column. List the associated safely

requirement/specification in the Acceptance Criteria column. Perform an inspectionftest of the equipment to assess ils
safety related conditions. Enter N/A for any parameter or cell that is not used or applicable.

Objective Evidence:
Completed Test Script Data Sheet
Photo of the secured glass bottles and/or tanks, if applicable

o sy HG. P i Falll - e
Plnmelg:;rt‘;l;glh?;pfeg;ges None Found pPoss Y wauN g
Hi beﬁgﬁﬂﬁmmy Pese WR}%?;:’““““ eSS Y4 W Tuss
Glass Bottles are secure Saecure PRSS Vi e Jumil
Tanks are secure Secure PRt e " JuNig
Comments:

20
Tester pased Wi~ PUT fegt usng E@m - M4y C Caforoted on @9 el 20T

QOverall Test Conclusion; ﬂ Pass O Fail

Copy this Test Script as needed

Waters Confidential Template 730000483 V06
It is the responsibility of the user to verify thay are using the current released version.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL

Document No,.: VhLOO 127D~ TAR
{teration No.: i
Attachment; _T-'! Page: ! of '




MICRO PRECISION
CALIBRATION

MICRO PRECISION CALIBRATION PTE LTD:
BLOCK 5008 ANG MO KIO AVENUE 5 #07-04

TECHPLACE Il SINGAPORE 568874

65 67484384

Certificate of Calibration

Date: November 09, 2017

Customer:
FLEXTRONICS MANUFACTURING (SINGAPORE) PTE. LTD.

NO.1 KALLANG PLACE SINGAPORE 339211

“\‘.‘n I“""I'

\3‘

-t

-..
.‘SACGI\BDITCD

4.[.,| ..\»\ e

AC-1069.15

Cert No. 512200813106568

Wark Order #: SG-11006711
MPC Control #:  18032G000182 Serial Number: 19032000182
Asset ID: 1492 Depariment: N/A
Gage Type: ELECTRICAL SAFETY ANALYZER Performed By: SENGTHYE CHEW
Manufacturer: CHROMA Received Condition: IN TOLERANCE
Mode! Number: 19032 Returned Condition: IN TOLERANCE
Size: N/A Cal. Date: November 09, 2017
Temp/RM: 225°C/44% Cal. Interval; 12 MONTHS
Location: Calibration performed at MPC facility Cal. Due Date: November 09, 2018
Calibration Notes:
Please refer to the atiached calibration data. (2 pages).
Standards Used to Calibrate Equipment
1.D. Descriplion. Mode! Serial Manufacturer Cal. Due Date  Traceabilily #
AP4205 MULTIMETER 34584, 2B23A17066 HEWLETT PACKARD  Aug 10,2018  512200513158474
DD2799 PRECISION HY METER 4700 0168419 VITREK Dec 4,2017  2220081227968840
CAB100 DECADE RESISTANCE BOX 2793 00060U YOKOGAWA May 26, 2018 512200812850509
CH4975 HIGH RESISTANCE DECADE BOX NIA NiA NiA, Aug 24,2018 512200812985488
CHZ77s SYNTHESIZED FUNCTION 33268 2047A03552 HEWLETT PACKARD Nov 28, 2017 512200813148305
GENERATOR
CN2593 UNIVERSAL COUNTER 53132A KR91200136 HEWLETT PACKARD Mar7,2018  512200812748000
CHz324 CURRENT SHUNT 34330A 0804 AGILENT Sep7,2018  512200B13018499
Procedures Usad in this Event
Procedure Name Description
CHROMA 19032/19032-P Electrical Safety Analyzer Manual
Calibrating Technician: - ' QC Approval; p
” SENG E CHEW GARLOC DOMINGO
The repx P hthhdnln iiad by Fa 06 tacior kn2, which lor normat T
probability of y 95%. Th. of rd has b -‘hEA'I and NIST Nota 1297, 1msamsomumam
comgty with ISOAEC 17025:2005, ANSUNCSL Z540-1-1994, ANSUNCSL 2540.3-2008, npcnm,u-un MPC CED end whh ! T
Calbration cycies and resuting due da: wire i i by the wmwummmmhmnmmumummmnmwmm
mdmm.mh-mﬂmmuwoomﬁmmﬂmmmﬂ Y y. Thal ior: on Bis report, pertaing only 1o the inginament
Afl standards e ¥acsabla 1 5| through the Natona) Institute of Standards wnd Technology (NIST) andlor recognized nationsl of b o chtor Ichude proper
a s Jarvice and ke nmlunmﬁmm}mm«mmmuwmmmmhummmmmwuuhmumw
Page 10of 1 (CERT, Rev 4)
REVIEWED & ACCEPTED
SIGN; Seng 0B a3k
LoD 12R0- Iae DATE: l3 mov 1
Document No.: =
Iteration Ne.: oo REMARKS: £8u0 \uAz
Aftachment: .3-'2__Page: 1 of 3_ B W Mow 1y




MICRO PRECISION
CALIBRATION

Chroma 19032 Electrical Safety Analyzer

Procedure:  CHROMA 15032/19032-P Ordar Humber: $6-11006711
D Number: 190326000152 Serial Nurvber: 190326000152
Asset Number: 1492 Calibration Date: November 9, 2017
AC Voltage Accuracy (@60 Hz)
fange Norminal Valre m;' As Found As toft o Result ““‘:‘;‘,""'
05105 kV 1000k 0.986 bV 0.538 kV D858 RY 1.015 kY PASS 0.0027 kY
05105 kV L350k 13524V 1346 &V 13455V 1368 kY PasS 0.0034 &V
0515 kY 2000 kY 1976V 1.995 kV 19954V 2025 kV PASS 0.0046 kV
0SSk 2400 kv 23721 2395 kv 2.395 kv 2025 k9 pass 0.0053 kV
05105 kV 3.000kV 29664V 2992 kY 2992kV 3035 bV PASS ©.0065 kV
05 ta5kV 4.000 kY 3,956V 39858V 3.985 kv 4.045 b PASS ©.0083 kV
05105k 5.000 kY 4.996 kY 4980 kv 4.980 kv 5.055 kv pasS 0.010 kv
DC Voltage Accuracy
Range Nominal Value "l'_:;;' As Found Asleft "L’;’ Result “"":':'""“'
05106 kv 1,000 KV 0,985 kv 1000 kV 1000 kV 1016 LV PASS 0.0029 k¥
05105k 1500 kY 1,876 kv 1.899 kY 1899 kV 19251V PASS 0.0045 k¥
05 w6 kY 2000 KV 19754V 1599 kv 1899 k¥ 2026V PASS 0.0048 k¥
055KV 2A00 KV 2371k 2400 kV 2a00kY Za3okv PASS 0.0055 &V
05 0 6kV 3.000kV 2965 k¢ 2097tV 2997 k¥ 30364V PaSS 0.0066 &V
DS 10 6LV 2.000LV 3955V 3,996 kV 3936 KV 4046V PASS 0.009 kV
D56 5000k 43456V 4,995 KV 4995 kv S.056kV PASS 0010 kY
051066V 5.000 KV T 5994 kv 5.994 kv 6.066 kv PASS 001z kY
AC Current Accuracy (@60 Hz)

Range Nominsl Value LI‘::;' As Found As Left m’ Result ""‘:':"“"
LWATDADmA |  0.250mA 0.208 mA 0.246 mA 0,246 mA 0.293mA PASS 0.0030 mA
TpAlo0mA | 0.S00mA 0.455 mA 0.497 A 0497 mA 0.545 mA PASS 0.0084 mA
1pAtoADmA 1.000 ma 0.950 mA 0.996 mA 0.996 mA 1050 mA PASS 0.0094 mA
1 pAto 40 mA 2.000 m, £340mA 1595 mA 1995 mA 2060 mA PASS 0.011 mA
1 pAto 40 mA 5.000 mA 4.510mA 4.996 mA 4996 mA 5.090 mA PASS 0017 mA
1pAD40mA | 10000mA 9.850 mA 999 mA 9556 mA, 10.140 mA PASS 0.026mA
1pA D40 mA 2000 mA 19.76mA 19.99 mA 19.99 A 024mA PASS 0.045 mA
144 10 40 mA 35.00mA 34.61ma 3898 ma 30,58 mA 35.35 mA PASS COT3mA
1A to 40 mA 38.00 mA 37.58ma 37.89mA 37.89 mA 38.42 mA PASS C.079 mA

Pagelefl

Jocument No.; Y00 13%0 -~ Taf

iteration No.:
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DC Current Accuracy

Lower Upper Uncertalnty
Range Nominal Value ik As Found As Left Reult 1)
0,1 pAto 12 mA 0.250 mA, 0.236 mA Q246 mA 0.246 mA 0265 mA PASS 0.0027 mA
0.1 pAto 12 mA 0.200 mA 0.1BE mA 0.136 mA 0196 mA 0.214 mA PASS L0026 mA
0.1 pA to 12 mA 10.500 mA 0.483 mA 0.500 mA 0.500 mA 0517 mA PASS 00032 ma
0.1pAto 12mA 1.000 mA 0.978 mA 0.937 mA 0.997 mA 1.022 mA PASS 0.0041 mA
0.1 pA to 12 mA 2.000 mA 1.968 mA 1857 mA 1997 mA 2)032 mA PASS 0.0080 mA
0.1 pA to 12 mA 5.000 mA 4,938 mA 4,982 mA 4982 mA 5.062 mA PASS 0.012 mA
D.1pAto 12 mh 10000 mA 5.888 mA 9.989 mA 9989 mA 10,112 mA PASS 0.021 mA
0G.1pAto 12 mA 12,00 mA 11.87 mA 11,99 mA 1195 mA 1213 mA PASS 0.025 mA
Insulation DC Voltage Accuracy
N g Lower Upper Uncartainty
F Tested Value As Found As Left Lt Reswht it
0.050 kV 0.050 kY 0.044 kv 0.051 kv 0.051 kv 0056 kv PASS 00011 kV
0500 kV 0.500 kv 0.485kV 0501 kV 0.501 kv 0515 kV PASS 0.0028 kv
1,000 kv 1.000 kv 0975k 1,003 kv 1.003 kv LO25 kY PASS 0.0045 kY
Insutation Resistance Accuracy
Lower Upper Uncartainty
Vi
oltage Setting | Nominal Value Uit As Found As Left Uit Result i)
100V 0.100 M0 0.095 M) 0.100 MO 0.100 MG 0,105 MO PASS 0.00094 M
So0 v 1.00M0 0.95 MO 1.00 MO 1.00 MO 1.05 M0 PASS 0.0034 MO
500V 100 M0 2.5M0 10.0 MO 10.0M0 10.5 M3 PASS 0.094 MO
500V 100 MO 95 MO 100 M2 100 M) 105 M0 PASS 0.94 MDY
500 V 1.00 Gf) 0.3560 100 GO 1.00 GO 1.05 GO PASS 0.0054 G
500V 100 GO 9.5 60 10.0G0 10060 10.5 G0 PASS 0.034 GO
1000V 1.00M0O 0.95 MO 100 M0 1.00 M0 1.05m0 PASS 00054 ML}
1000V 10.0M0 as M0 10.0 MQ 10.0Mm0 10.5 M PASS 0084 M0
1000V 100 MO 95 MO 100 MO 100 MO 105 M0 PASS 094 MD
1000 V 1.00 GO 0.95G0 1.00 GO 1.00 G0 1.05G0 PASS 0.0094 GO
1000 V 1040 G 956G0 9.7 60 9.7 60 10.5 60 PASS 0,034 GO
Ground Bond AC Current Accuracy
L ] Lower Upper Uncertalnty
F Tested Valua Limit As Found As Left Limit Result i)
5.000 A 5,000 A 4.921A 5.005 A S005A 5079A PASS 0.015A
10.000 A 10.000 A 9.871A 9.570A 9970 A 10,129 A PASS 0.024 A
15.00 A 1500 A 14.B2 A 1494 A 1494 A 1518 A PASS 0.033A
20.00 A 2000 A 19.77A 1990A 1990 A 0.23A PASS 0.043 A
25.00 A 25004 24.72A 4890 2459 A 2528 A PASS 0052A
30.00 A 30.00A 2967 A 9.85A 29.85A 3033 A PASS 0.062 A
Resistance Accuracy
Lower Upper Uncertainty
Function Tested | Nominal Value Uit As Found As Lefy P Resuh (81
810A 00,0 mit 296,45 mD) 3005 mO 300.5 m) 303,51 m) PASS 0,66 m0)
104 500.0 mt} 494,49 m0 5003 mn 500.3 mf) 505.51 m0) PASS 1.0mb
8X5A 100.0 m(} 98.45 mO) 100.8 mi} 100.8 mD 101.51 mf} PASS 0.26 mQ2
Timer Accuracy Check
Nominal Value As Found AsLeft "'""( ';""""'
2.00s 200% 2008 0.0057
5.00s 5.00s 5008 0.0057s
10.00¢ 10.01s 1001 0.0057 &
Page2of2
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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 50of §
1Q Test Name: Functional Verification E Test Script No.: |Q-06
Equipment No./ID: VAL001270 Equipment Name: Alliance Final Test System

Installation Site: Flexironics: 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 {o 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 Shest

UUT Part Number: 186269506 All required CTQ Specification oS vH g oun 20
UUT Serial Number: FISSMUCGISA measurements result in a Pass.
Comments:

%,
e UuT  was tested usng Alfanece Pmal  Test ayctem # 6 port

Overall Test Conclusion: @ Pass O Fail

Copy this Test Script as needed

Waters Confidential Templale 730000483 V06
It Is the responsibllity of the user to verify they are using the current refeased version.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL

Document Ne.: VAL 001270 - T@e
teration No.: 20
. Attachment: 11> _Page: ' of 1




Wc.i.ers Test Specification and Procedure

THE SCIENCE OF WHAT'S POSSIBLES Document NumberWAT271129 Rev: 33 Page 10of 2

WATERS CORPORATION - TEST RECORD

Part Number: {¥b1 b9S0b Product: CAlliange
Operator: LHo G wool KHIF Start Date/Time:_ 00 JUN 201¢/ Ilgg
Serial Number: _ F1gim 46 16/ End DatefTime: |3 JTUM2otg /1 7es
Test System: b /1 Order: Vi
Test Software: EmpPowdér 2 Location: Gth Floer FLEx
TMD: M A
Firmware: 3 -0}
Test Name LSt Measurement usL Unit Qutcome
Electrical Safety Tests — —_ - — PASS [A FAIL [ See Event Log [
System Initialization — — —_ — PASS [¥ FAaILO Ses Event Log [
Power Supply Fan Test — - — — PASS [A FAIL O Seae Event Log [
Unit Fan Test - —_ —_— - PASS @ FAIL ] See Event Log [}
Keypad Test — - -_— —_ PASS FAIL(O Sea Event Log
Display Test - —_ — — PASS FAL O See Event Log J
Rear Panal Tests — - — - PASS FAILO See Event Log [
Degassaer Test (if — 0 -5 1.3 PSIA PASS[{ FAIL [J See Event Log 7]
equipped)
Sparge Valve Test {if — —_ - - PASS [] FAIL O See Event Log [0
aquipped]) ;S
Heatar/Coolar Test {if - - —_ —_— PASS 3 FalL O See Event Log [
aquipped)
Solvent Inlet Plumblng — —_ - — PASS [¥ FALO See Event Log [J
Verification
Sealwash Test (if —_ —_ - — PASS FAIL[O Ses Event Log [
equipped)
Needle Wash Test — - - - PASS [ FAaL O See Event Log [}
System Leak Test — bo-20 160 PSI PASS [H FAIL ] See Event Log []
}I[g:;:tor Adjustment - —_ - - Pass@  FaL[d See Event Log [
Top a8 So 50 Steps
Width 60 16 a0 Steps
Comprassion Test - 5.5 50 PSI PASSE FAL[Q  SeeEventLog(]
Z-Ram Halght Test — - - —_ PASS [ FAIL [J See Event Log (]

Waters Confidential itis the user's responsibility user to verity the comect, released revision of this document. Template 730002013 V04
HARD COPY UNCONTROLLED WITHOUT SAP-GENERATED EFFECTIVITY, TIME & DATE STAMP

|Effective from: 30.03.2018 thru: ...  WAT271129 TSP 000 35 RELEASE GENERAL|

Document No.: YALoORA0- IoR
iteration No.: ae
Attachment: 14 _page: | of & _




WG Te I"S Test Specification and Procedure

THE SCIENCE OF WHAT'S POSSIBLE. Document NumberWAT271129 Rev: 33 Page 2 of 2

WATERS CORPORATION - TEST RECORD

Part Number: [ 62Tdb Serial Number: Flgsmtrbltl
Test Name LSL Moasurement UsL Unit Outcome
Carder Allgament/RV - - - —- PASS({ FAIL[] SeesEventlLog[]
Injection Test
Camyover Test . 2 -ool(, 0.002 % PAassK FAIL[]  SeeEventLog[]
Linearity — |X-Intercept} —— R i Y 1.0 - Passfj FaLd See Event lLog [J
Linearity - R-Squared 0.999 [-r-ooo o - — eass FaL[] Sae Event Log [
AC Precision Test - —_ —_ —_— PASS [ FAILO See Event Log []
RT Precision - ©.owal 00090 Min.
Area Precision _— o3y 0.5 % RSD
PS! Ripple —_ §-of es PSI
BD Pracision Test —_ - —_ — Passfd  FAIL[] See Event Log [J
RT Preclsion —-— D00 0.0090 Min.
Area Pracision — O-rgq | 0.5 % RSD

Note: Fill in 'N/A' if not applicable.

Instrument Final Test Overall Result - PASS FAIL [ ]
Signed: CHoNG  246oa4 Date: 13V JuM —eolg
END OF DATA

Waters Confidentlal  Itis the user's responsibility user 1o verify the correct, released revislon of this document. Template 730002013 V04
HARD COPY UNCONTROLLED WITHOUT SAP-GENERATED EFFECTIVITY, TIME & DATE STAMP

[Effective from: 30.03.0018 thrw: ... WATZ71129 TSP D00 35 RELEASE GENERAL]
Document No,; ¥ AL o012%0 - Tae.
lteration No.: o

Attachment: 3.14__Page:2 _of _&_



.

Part Number. 186269506

Tested By: CHONG WQOOI KHIP
Seral Number, F18SM4615A

UUT Firmware: 3.04

Description; 2695 Separations Module
Test Template Revison: 1.8

Ted Station: Final-les-6

Systern: 2695_1

AL

AU

C.0018-
nnms- 'T
' :
D.WM-: Q
ooz
D.w‘lb-
n.m—-
I &
0.0008- ::
:
0.0004-1 3
ST e it
T ¥ L] ' L) T L] l [] + l L] L2 t I [ Ll L3 l L] T [] I L3 L] L] ]
a40 [ 080 1.00 120 1.40 1.0 180
Mindss
Pre Blani, Vial: 3
s Standard; Vial: 4
——— Post Blenk Vidl; 6
0.
2
| /AN
020 & \
0104 1/ 3
of f u
.00 -/__._._____..._:"‘.':1-— -
LI} 1 L] ‘ L L I L LB ) I Ll L I ¥ LB I L) L] LI l L] l LENE L ' LI} L L] i LB L] l 4 4 + 0 ' L] I L2 ) L] l LI L]
049 050 [ %] 0680 31 1.00 1.10 1.20 130 140 1.50 1.8 170 180
Mirutes
Challenge; Vial: 5
Carryover Test:
Date Acquired SampleName| Area |Percent PreBlankinjection {to establish system cleanliness)
Standard
1] 8713/2018 3:28:37 PM SGT | Pre Blank e
2{6/13/2018 3:32:21 PM SGT | Standard 12375{ 0.0100 PostBlank injection
Carryover (%) = Carryover Area/Standard Area ® 0.010
316/13/2018 3:35:05 PM SGT | Challenge 2215906
I Specification: Post 8lank Percent < 0.002
4 | 6/13/2018 3:51:02 PM SGT | Post Blank l 1960| 0.0016 (or Blank peak{s) missing/lank)
;’:.:;'m'wn".:z.ﬂmzr:ms?m“u e 1 Saals ha wark plrTane Uy St 110t Bpeciss Sy A ovarad HAre FLabe.
a special circumsiance in which case & complots retec! ks 10 b done. A second form b mquined 1o dooumend thal Issting; 1he inkial ferm must ba sitached and retained.

Document No.; Yhtooxdo —1ae

iteration No.:
Attachment: 3% Page: 3 _of _&_




Pait Number. 186269506

Serna! Number. F1BSM4615A
UUT Firmware: 3.04

Tested By: CHONG WQOO| KHIP

Description: 2695 Separations Module
Test Template Revision: 1.8

Test Station: Finaltest-6

System: 2695_1

Area

Overlaid Caffeine Peak Chromatograms

0601
0.40-
020+
0
¥ O 1 0 0 g ] 0 L] g ] 0 1 0 ] O T g 1 0 0 ' . 0 ] . 0 0 ] T
0.00 020 0.40 (I 0.80 1.00 1.80 200
Minutes
Calibration Plot
3 51084
30105 i
2.5x108] A
20108 T
15106 ™
1.0x105]
5,0x10°
] I T B L o o B e
0.00 10,00 20.00 30,00 40.00 50.00 60.00 70.00 80.00 90.00 100.00
Injection Linearity and Accuracy
i FitType Linear{1st Order) A 4491.688754
Equation Y = 2.93e+004 X + 4.49e+003 B 29328.734567
X_Intercept -0.153 R*2 1.0000
1-{A/B) = X Intercept {ul)
Specs: R*2 >= 0.999, |X-Intercept| <= 1.0 ul o
| i e ettt i e St ettt s ot et Gt
i 8 spacial croumEance in wiich cass & complote retest is 1o Da dond. A Second fanm I3 nequrea 10 gocament that lesling  the nitial fom must be stlached and retsined

Document No.: VPco02to- zae

lteration No.: o
Attachment; '\t Page: 4 of £




Part Number. 186269506

Tested By: CHONG WQOOi KHIP
Serial Number F18SM4615A
UUT Firmware: 3.04

Description: 2695 Separations Module
Test Template Revision: 1.8

Test Station: Final-ted-6

Sysem: 2695_1

Component Summary For Retention Time

Sample Vo |Caffeine

1 Precision AC [ 0.6781 ; 1.1901

2 Precision AC | 0.6782 | 1.1899

3 Precision AC | 0.6769{ 1.1887

4 Precision AC | 0.6771| 1.1885

5 Precision AC | 0.6780 | 1.1890

6 Precision AC|0.6772( 1.1889
Std. Dev. 0.0006 | 0.0006

Component Summary For Area

Sample

Caffeine

Precidon AC

3506246

Precison AC

3504672

Wl N =

Precison AC

3502925

Precision AC

3506837

Precison AC

3504271

Precison AC

3505607

Al o] &

% RSD 0.035

Component Summary For Pressure_Ripple

Date Acquired

6/13/2018 4:10:02 PM SGT

10.35

6/13/2018 4:12:44 PM SGT

11.21

6/13/2018 4:15:26 PM SGT

8.89

6/13/2018 4:18:10 PM SGT

7.00

| W N -

6/13/2018 4:20:53 PM SGT

7.30

6 [6/13/2018 4:23:35 PM SGT

9.53

Mean

9.05

Specifications:

Refention Time Standard Devation; <= 4.0090 min
Area % RSD: <= 0.500

Mean Pressure Ripple < 65 PS|

AU

1.20

1.00-

0.80+

1

0.607

-

0.40
0.20+

0.00+

0.00 020 0.40

Caffeine

Vo

LB B SR et e o 2 e e T —

060 0.80 1.00 120 1.40
Minuies

160 1.

SYSTEM PRESSURE (PSI)

4000.007
3500.00

3000.00 |
2500.00-;
2000.00-;

1500.001

1000.00

500.00
0.6

This Test Recond and any dala conlsinad within i &re progriol:
Retention Policy. 1t itm
& specid

Ircbvichal lests Tek, @ robe must

to Walers Corporeiion and musi ba retained by Walers for (he lime pirkxd prescibed in ks Qualty Records
of referenced thet delsfs the work pedarmed lo carect thal specllic delicency.  An overs] akure hdcales
circumsiance in which case a complsts relest is 10 be dord. A second form ks required 10 documant (hat testing: U Indigt form must be ditached and setained.

Document No,; YI-OM3R0- T
Iteration No.: i
Aftanhmonts -1 page. 5 of &




Part Number. 186269506
Tesed By: CHONG WQQO! KHIP
Serial Number. F18SM4615A
UUT Firmware: 3.04

Description: 2695 Separations Module
Test Template Revision: 1.8

Test Station: Final-test-6

System: 2695_1

1.20

1.00+

0.40

0.20-

4
4

Caffeine

0.004—r—r—r—

0.00

0.20

| Bt i e e e T
0.40 0.60

Component Summary For Retention Time

Minutes

Sample

Date

Vo

Caffeine

Precision BD

6/13/2018 4:37:17 PM SGT

0.6778

1.1845

Precision BD

6/13/2018 4:39:57 PM SGT

0.6790

1.1862

Precision BD

6/13/2018 4:42:40 PM SGT

0.8783

1.1845

Precision BD

6/13/2018 4:45:20 PM SGT

0.6776

1.1843

Precision BD

6/13/2018 4:48:02 PM 5GT

0.6774

1.1848

Dl bW N| =

Precision BD

6/13/2018 4:50:42 PM SGT

0.6773

1.1840

Std. Dev.

0.0006

0.0008

Component Summary For Area

Sample

Date

Caffeine

Precision BD

6/13/2018 4:37:17 PM SGT

3504351.46

Precision BD

6/13/2018 4:39:57 PM S5GT

3528818.14

Precision BD

6/13/2018 4:42:40 PM SGT

3505425.76

Precision BD

6/13/2018 4:45:20 PM SGT

3504712.63

anl bl =

Precision BD

6/13/2018 4:48:02 PM 5GT

3504753.92

Precision BD

6/13/2018 4:50:42 PM SGT

3501201.58

% RSD

0.291

Specifications:
Retentlon Time Standard Deviation: <= 0.0090 minutes
Ares % RSD: <= (.500

n:pu:ii

TIBTanmd-ﬂ mmmumlmm-“.
ention Paicy, I m{‘u the inchvidual fesls 1ad; & nols must
which cate

& Waliws (

and musi b

ined by Waters for (ha ting parind prascibed in ds Gually Racords
m-mmuﬁlmmmmlnmtumum
& complieta retesi s 1o ba dona, A sacond form s requined Lo docanend Ut testing. Lhe inflial fom sl be sitached and retained,

An oversl (zhure Indicales

Pocument No.: _Y#t otiasp - TOR
tierdfion No.: o0
Atochment: _T'11_Page:_S_of 6_




WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE" Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 50f 5
IQ Test Name: Functional Verification Test Script No.: 1Q-06
Equipment No./ID: VALO01270 ] Equipment Name: Alliance Final Test System

Installation Site: Flextronics: WPPL, Singapore

Purpose:
To verify that system transfer and/or qualification activilies have not adversely affecled system funclionality.

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 {o be tested per this Script should be a “worst case” product, and defined within the
associated Installation Qualificalion Repart. 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 applu:abla

g UU'LPchLIgﬂberlSedallNumber ERTE, tance Criterfa | Pass/Fall- | Initial & Dafe
UUT Part Number: 186269506 All required CTQ Specification poes \H 18 5uN doug
UUT Serial Number: gi2.5m 46 (SA measurements result in a Pass.

Comments:

™ic UUT (oas tected ustng Adtiance Fmal Tert System # & port %2

Overall Test Conclusion: Fr Pass O Fail

Copy this Test Script as needed

Walers Confidential Template 730000483 V06
It is the responsibility of the user to vesify they are using the current released versien.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL

Documnent No.: _YM-c013%0 - TAe

Reration No.: —22
Attachment: 1'5__Page: ! of .




WOTerS Test Specification and Procedure

THE SETENCE OF WHAT'S PDSSIBLE" Document NumberWAT271129 Rav: 33 Page 1 of 2

WATERS CORPORATION - TEST RECORD

Part Number: {€babg50b Product: eAltrancd
Operator: CHonG  woo| KHIP Start Date/Time:__ 06 Jyn 208 /1l g
Serial Number: __F I95m 4-15A End DatefTime: __ Yt JuN =03 / 1ousg
Test System: €~ Order: NA
Test Software: __ L mpower2 Location: Shh Floor ELES
TMD: M A&
Firmware: 374
Test Name LSL Measurement usL Unit Cutcome
Electrical Safety Tests — — —_ - PASS g FALO Ses Event Log ]
System nitlalization —_ - — o PASS [ FAIL(O See Event Log [
Power Supply Fan Test - - — -_ PASS [3 FAIL O See Event Log ]
Unit Fan Test = _— — —_— PASS [B FAILO See Evant Log [
Keypad Test - — - — PASS [§ FAL[ Sea Event Log [
Display Test = - _— — PASS [4 FAIL (] See Event Log (]
Rear Pansl Tests - - - - PASS [x} FalL O Sea Evant Log [
Degasser Test (if - . 1.3 PSIA PASS g FAILO See Event Log [
equipped) 0 5
Sparge Valve Test (if o - _ —_ PASS FAIL O Sea Event Log [
aquipped) LY:3
Hester/Cocler Test (if o= —_ - - PASS FAIL [ See Event Log [J
equipped)
Solvent Inlet Plumbing - - — — PASS [ FAIL O Sea Evant Log [J
Verification
Sealwash Test (if - - - o PASS FAILO See Event Log []
equipped)
Needla Wash Test — —_ _— - PASS [ FAIL ] See Event Log [}
System Leak Test —_— bﬂ Ly 160 PSI PASS (3 FAIL( See Event Log (]
-I;\]e::tor Adjustment —_ — - — PASS FAL{] See Event Log []
[

Top 38 Ta 50 Steps

Width 60 T6 00 Steps
Compression Test - 13- 50 PS! PASS[H FAILO See Event Log ]
Z-Ram Helght Test — —_ - - PASS [ -\ See Event Log [

Waters Confidential it Is the user's responsibifity user to verify the correct, released revision of this document.  Template 730002013 V04
HARD COPY UNCONTROLLED WITHOUT SAP-GENERATED EFFECTIVITY, TIME & DATE STAMP

IEffectiva from: 30.03.2018 thru: ... WAT271129 TSP 000 35 RELEASE GENERALI

Document No,: _VAL o010~ TA
lteration No.: Lo
Attachment: 7' page: ' of &




WG'['erS Test Specification and Procedure

THE SCIENCE OF WHAT'S POSSIBLES Document Number:WAT271129 Rev: 33 Page 2 of 2

WATERS CORPORATION - TEST RECORD

Part Number: {36450 b Serial Number: _E1E5M _H-415A
Tast Name LSt Measurement usL Unit Outcome
Vv — - _— —_— PASSE] FAaRL[] See Event Log [
Injaction Tast
Carryover Test = O-o0)y 0.002 % PASSKK] FAL[]  SeeEventLog[]
Linearity = |X-Intercapt| -_— -©°-0%q 1.0 — Passfy FAaL[] See Event Log [J
Linearity - R-Squared 0.989 Jroeeg —_ -— PASS (] FAIL O See Event Log [
AC Procision Test — —_ . — PASSEH] FAILO Sea Event Log []
RT Precision _— D Qoo ‘, 0.0080 Min.
Area Precision - O.-o5k 0.5 % RSD
PS| Ripple - 9Q-02 65 PsI
BD Precision Test - = - - PASSEd FAL[D  SeeEventlLog[]
RT Precision - O-©0og5  0.0090 Min.
Area Precision — ooy 0.5 % RSD

Note: Fill in 'N/A' if not applicable.

Instrument Final Test Overall Result - PASS FAIL [ ]
Signed: CHoNG 24 ol Date: |4 JuN 2018
END OF DATA

Waters Confidentlal It is the users responsibiiity user to verify the correct, released revision of this document.  Template 730002013 V04
HARD COPY UNCONTROLLED WITHOUT SAP-GENERATED EFFECTIVITY, TIME & DATE STAMP

[Ertective from: 30.03.2018 thru: ... WAT271129 TSP 00D 35 RELEASE GENERAL]
Document No.: _ VYRt o0Rzto- Yae
lteration No.: oe

Attachment: 1! pPage: = _nf £




. Part Number. 186269506

Tested By: CHONG WOOI KHIP
Serial Number. F18SM4615A
UUT Firmware: 3.04

Description: 2695 Separations Module
Tes Template Revison; 1.8

Test Station: Final-test6

Sydem: 2695_2

Cafleine - 1,

[}
1.20

[+ 2 ]] 0.6 a0 1.00 Mindes 1.40 1
' Pre Blani Vial: 3
e Standard; Viet: 4
Paost Blank; Vial: 6
0.3-_ g\
0] ;
2" £
0.10 g
D.(:‘.: = e I
LT e e e o e T R B Ll T I B o o B e S e
040 05 080 o.70 1.00 1.10 120 1.3 140 1.5 1.8 170 1
Mindes
e Challenge; Vial: 5 *
- — , : : — Carryover Test:
Date Acquired SampleName | Area |Percent PreBlankinjection {to establish system ctesnliness)
Sta 0,
1]6/14/2018 9:52:286 AM SGT [ Pre Blank 734] 0.0006 v el el b
:55:07 ) PosiBlank injection
2| 8/14/2018 9:5 AM SGT | Slandard 12187 | 0.0100 Car (%) = Gar A dArea® 0010
3(6/14/2018 9:57:52 AM SGT | Challenge 2530122
Specification: Post Blank Percenl < 0.002
4| 8/14/2018 10:13:49 AM SGT | Post Blank 1416| 0.0012 {or Blank peal(s) missing/blank)

This Test Record and any dala conl tined wilhin & are proprist,

-uow-mcumm-ummumww-nmmlmmmm:
Reteriion Policy. Ilul“dihm-lﬂ:rtandtmlsl rederonced Lhat calads Lhe work parformed 10 comect that spaclic )
o special ciroumstance in which co38 8 compiele retest |8 lo be dona. A sacond {onm s reduived 16 docuive't thad testigx tha intid

Document No.: VhLOOI2R0 ~TRE
iteration No.: =154
Attachment; ¢ _Page: 3 of &_




Part Number: 186269506

Teged By: CHONG WQOOI KHIP

Seral Number. F18SM4615A
UUT Firmware: 3.04

Description: 2695 Separations Module
Test Template Revision: 1.8

Test Station: Final-test-6

System: 2695_2

Area

Overlaid Caffelne Peak Chromatograms

0.60+1
0.40+

0.20+

]
0004~

—
1.00
Minules

Calibration Plot

1.5x1
1.0x1

[}

D
0.00 10.00 20,00

L]

80.00

LI N N R

[ | L ) L
I 40.00 50.00 EDI.CD 70.00 90.00 100.00

X_|Intercept -0.089

Fit Type Linear (1st Order)
Equation Y = 2.92e+004 X + 2.58e+003 B

Injection Linearity and Accuracy
A 2594.499960

29238.080143
R*2 1.0000

1{A/B) = X Intercept (ul}
Specs. R*2 >= 0.999, |[X-Intercept| <= 1.0 ul

| THs Teat Racord and sy duta conlained wilhiy | are propriet;
Rlninmty |r-11un-mh¢u-lu:uru-mm
| which case a complals telest b 10 be dawe. A tecond |

16 Waters Corporsiion snd must be retsined by Walers for the lima prescied in is Quolly Records
umwu?lmwnwmgm m:y ¢

Document No.; YUhOO1To - T8
tteration Ne.; 20
Attachment: 3:16__Page: % of _&




Part Number: 186263506 Description: 2695 Separations Module
Tested By: CHONG WQOO! KHIP Test Template Revision: 1.8
Serial Number: F18SM4615A Test Station: Final-est-6
UUT Firmware: 3.04 System: 2695_2
Component Summary For Retention Time 1.20 e
Sample Vo |Caffeine ]
1 Precision AC | 0.6783( 1.1951 Non
2 Precision AC [0.6773| 1.1938 o
3 Precision AC | 0.6761| 1.1932 ]
4 Precision AC | 0.6776 | 1.1945 0.80
5 Precision AC[0.6775| 1.1939 ] g
6 Precision AC [0,6784 | 1.1049| 3 0.601 %
Std. Dev. 0.0008 | 0.0007 ! &)
4
Component Summary For Area 0-40'_ [\
Sample Caffeine
] o
1 |Precision AC | 3520615 0.20- =
2 | Precison AC | 3521317 :
3 Precision AC | 3523631 o OG j
4 | Precison AC | 3522028 000 020 040 060 080 1.00 120 1.40 1.50 1.t
5 |Precison AC{3520733 Minutes
6 Precision AC| 3517889
SYSTEM PRESSURE (PSI)
% RSD 0.054 4000.00 -
Component Summary For Pressure_Ripple 3500.00
Date Acquired
1 |6/13/2018 6:34:53 PM SGT | 10.28 3000.00
2 )6/13/2018 6:37:37 PM SGT | 10.78 2500.00
3 16/13/2018 6:40:19 PM SGT| 9.26 ]
2000.007
4 6/13/2018 6:43:02 PM SGT | 6.68 1
5 |6/13/2018 6:45:44 PM SGT | 7.60 1500-00';
6 6/13/2018 6:48:28 PM SGT | 9.57 1000.007
Mean 8.02
500.004+—r———F 77 T
Specifications: 0.6 080 100 120 140 180 1
Relention Time Standard Devation: <= 0.0020 min Minutes
Area % RSD:; <= 0,500
Mean Pressure Ripple < 85 PS!
L This Tusi Record and any dala cortaned wil 1o Walers Corper ond mut] be heleingd by Walers [of ihe lime pariod prescbed In s Qually Records
Rlﬂlh\m |1m§_dtrnm=||-u-lnt-m-mlhmmmun—mmmmwtumm An ovaral [ehure indcales
a specil p relest s lo be done. A sscond fom b required 1o documant thal tesiing. 1he inlial form: matt be adleched arc! retained.

Document No.: _ViLconao - IOk
lteration No.: (1=}
Attachment: _F-(6_Page: S _of &




Part Number. 186269506 Description: 2695 Separations Module
Tesled By;: CHONG WQOOI KHIP Test Template Revision: 1.8
Serial Number: F18SM4615A Test Station: Final-test-8
UUT Fimware: 3.04 System: 2695_2
1.207
1.0'0'-
G.BU-:
| :
= o.ao{ %
&
0.404
i o
0.201 /}\
O.OG.=111-". LA IV S S L Bt e R s s S e e e
0.00 0.20 0.40 0.60 0.80 1.00 1.20 1.40 1.60 1.8(
Minutes
Component Summary For Retention Time
Sample Date Vo |Caffeine
1 Precision BD {6/13/2018 7:02:11 PM SGT | 0.6774 | 1.1871
2 Precison BD | 6/13/2018 7:04:56 PM SGT |0.6770| 1.1875
3 Precision BD | 6/13/2018 7:07:38 PM SGT | 0.6786 | 1.1880
4 Precidon BD | 6/13/2018 7:10:18 PM SGT |0.6781] 1.1882
5 Precison BD | 65/13/2018 7:13:02 PM SGT |0.6771| 1.1872
8 Precison BD | 6/13/2018 7:15:45 PM SGT |0.6768| 1.1871
Std. Dev. 0.0007 | 0.0005
Component Summary For Area
Sample Date Caffeine
1 Precision BD | 6/13/2018 7:02:11 PM SGT | 3515629.51
2 Precison BD | 6/13/2018 7:04:56 PM SGT | 3517719.66
3 Precision BD | 6/13/2018 7:07:38 PM SGT | 3521502.12
4 Precision BD | 6/13/2018 7:10:18 PM SGT | 3522656.69
5 Precision BD | 6/13/2018 7:13:02 PM SGT { 3519153.34
6 Precision BD | 6/13/2018 7:15:45 PM SGT | 3520393.19 Specifications:
% RSD 0.073 Zﬂ:‘o;gor:ﬁmwemm«ummm

This Tes! Record and ory data
Retention Paicy. It
& speckl circumstancs

wihini are

o to Watera Carparslion and musi ba retained by Waters for Lhe time perfod prescbed in ils Qually Reconds
-%‘du.mn-muaaw-mhmmmmnmmmmtommmww. An overgd (slsw ndces
which case & compieie relos js lo ba dona. A sacond fonm is requived 1o docurnent That Lasiing: the indtiel form must be altached ord retained

Document No.: _VALootaFo —“TaR

iteration No.: o)
Attachment: -1 Page: © of £ _




WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE DF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure

Document No: 730004135 Version No: 00 Page5of 5
1Q Test Name: Functional Verification [ Test Script No.: IQ-06
Equipment No./ID: VALOO1270 Equipment Name: Alliance Final Test System

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
assoclaled Installation Qualification Report. Enter N/A for any parameter or cell that is not used or applicable.

Objective Evidence:
Completed Test Script Data Sheet
Caopy of the system Test Racord for the UUT, if applicable.

T T e T E T T e

UUT Part Number: 186269506 All required CTQ Specification
UUT Serial Number: 126 goi5A measurements resuit in a Pass,

YH 1§ Jun >oI8

Comments:

This UUT wms tested usmg Altrance Fmal  Test System ¢ & porta3,

Overall Tast Conclusion: 52' Pass O Fall

Copy this Test Script as.naeded

Waters Confidential Template 730000483 V06
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Waters

THE SCIENCE OF WHAT'S POSSTBLE™

Document Number:WAT271129

Test Specification and Procedure

Rev: 33

Page 10of2

WATERS CORPORATION - TEST RECORD

Part Number:

lg62b9Tob

Operator:

CHoA(,

Woot kP

Serial Number:

Fig smi-blgh

Product:

Start Date/Time:

€/1i gnd

pbTunv roig( llog

End Date/Time: /4 JUN =olg/ l41€

Test System: 6(3 Order: v it
Test Software: Empower> Location: Cth Floor FLex
T™D: VA
Firmware: 304
Tast Nama LSL Measuremant usL Unit Outcome
Elactrical Safety Tasts —_— — — = PASS E FAIL[O See Event Log [J
Systam (nitialization o == —— B PASS [ FAL[] Sea Event Log [
Power Supply Fan Test - - - - PASSH FAaLLO Sea Event Log [
Unit Fan Test — - - - PASS (3 FAIL See Event Log []
Keypad Test - - - — pPASS{@ FAIL[]  SeeEventlog[]
Display Test —_ —_ —_ —_ PASS (X FAL[ See Event Log [J
Rear Pansel Tests -— - —_ — PASS[¥ FALLO See Event Log [
Degasser Test (if —_ 0- g 1.3 PSIA PASS [ FAILO See Event Log []
equipped)
Sparge Valve Test {if - - - - PASS [ FAIL ] See Event Log [
aquipped) N A
Heater/Cooler Test (if —_ - —_ -— PASS FAIL[] See Event Log [J
equipped)
Solvent Inlet Plumbing - - —_ —_ PASS®@ FALO See Event Log [
Varification
Soalwash Test (if —_ - - — Passid  FaL[ See Event Log [
aquipped)
Needle Wash Test —_ — —_ —_ PASS [X FAIL See Event Log (]
System Leak Test = bo-1p 160 PSI PASS[Y FAIL[]  SeeEventtog(]
.Illjjatctor Adjustment — — - - PASS FaL O Saa Event Log [}
as

Top 38 S 50 Steps

Width 60 T 20 Steps
Compression Test —_ 15-5 50 PSI PASS [ FalL[O See Event Log []
Z-Ram Helight Test —_ — _— —_ PASS [@ FaL O Soa Event Log []
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Wc-l-ers Test Specification and Procedure

THE SCIENCE OF WHAT'S POSSIBLE. Document NumberWAT271129 Rev: 33 Page 2 of 2

WATERS CORPORATION - TEST RECORD

Part Number: [ 0> bqeot Serial Number: Flgsm L6isA
Test Name LSL Measurement usL Unit Outcome
nt/RV - —_ — —_ PAsSsS K FAIL[] Sae Event Log []
injection Test
Carryover Test — og-o0l9 0.002 % PASS FALO See Event Log [J
Linearity - [X-intercept| - - 0-21129 1.0 - PASSE+ FaL[] See Event Log
Linearity - R-Squared 0.988 | ocoo0a - - PAsSE]  FAL[)  SeeEventLog[]
AC Pracision Test — —_ — —_ PASS K] FAaL(O See Event Log [J
RT Precision - O-ocof, 00080 Min.
Area Precision - o.oY4g 0.5 % RSD
PSi Ripple - q-23 65 S|
BD Precision Test - - —_ - PASS[B: FAIL[] See Event Log [
RT Pracision - O -eeoq 00090 Min,
Area Precision - o.=o5G 0.5 % RSD

Note: Fill in 'N/A’ if not applicable.

Instrument Final Test Overall Result - PASS FAIL [ ]
Signed: CHoNG 24 (ol Date: /4 JuN 2o g
END OF DATA

Waters Confidential 1 Is tha user's responsibliity user to verify the correct, released revision of this document.  Template 730002013 V04
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Part Number. 186269506
Tested By: CHONG WOOI KHIP
Serial Number. F18SM4615A
UUT Firmware: 3.04

Description: 2695 Separations Module
Test Template Revigon: 1.8

Ted Station: Final-tes-6

System: 2695_3

0 Diris—

0. 004

0.0072+]

Q.00

ng-1.

Cafleina - 1.

Pre Blank Vial: 3
Standard; Vial: 4
——— Post Blanic Vial: 6

0. 304
axl
2
n1n-:
n.m- -
e T B e o e e e e TR B W B B e e e e S AN e ,,
040 [+K. 4] [+1.1] oo [+%.1] ase 1.00 1, IO 1.00 1.7 180
Mirutes
Challenge; Vial: 5
R Carryover Test:
Date Acquired SampleName | Area |Percent Pre8lank Injection (to establish system cleanliness)
oo Standard (0.4 PPM) Caffeine injection
1161472018 3:28:22 PM S_G_T_ _Pfe. B_Iar_1k 166 0.0001 Challengelrjectlm (1°.mx Slmdard=4.m0PPM)
2| 6/14/2018 3:31:04 PM SGT| Standard 12074| 0.0100 PosiBlank injection
Carryover (%) = Carryover Area/Standard Area * 0,010
316/14/2018 3:33:44 PM SGT | Challenge 2439926
Specificalion: Post Blank Percent < 0.002
4]6/14/2018 3:49:39 PM SGT | Post Blank 2316| 0.001% {or Blark peat{s) missing/blank)
Bl e e et o e et e s ey e e
a spacial croumstance in which cass a compiste retest is 10 be done. A second form is required 1o document that 1esting;  the inttisl form must b atiached and reiained,
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iteration No.: — <2
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Part Number 186269506 Description: 2695 Separations Modult

Tested By: CHONG WQOOI| KHIP Test Template Revision: 1.8
Serial Number. F18SM4615A Test Station: Final-test-6

UUT Fimware: 3.04 Syslem: 2695_3

Area

Overlaid Caffeine Peak Chromatograms

060
o
1
040
]
0204
000~ - - & e e
« 4 % ] 1 s 4 ) % 4 a4 4 B L P [ | N T T ) N ] ¢ o+ & | 8 ]
000 020 0.40 0,50 0.80 1.00 120 1.40 1.60 1.80 2,00
Minules
Calibration Plot
351
3mac
250105 e e .
2.0108 e -
5.0:010% .
D T T T T T T T T T T ]
0.00 10.00 20.00 30.00 40.00 50.00 60.00 70.00 80.00 90.00 100.00
Infjection Linearity and Accuracy
Fit Type Linear (1st Order) A 6685.877748
Equation Y = 2,92e+004 X + 6.59e+003 B 29212.564681
X_Intercept -0.229 RA2 1.0000
1-{(A/B) = X Intercept (ul)
Specs RA2 »>= 0.999, |X-Intercept| <= 1.0 ul
t This Test Record and any data conlained wilhin k are prop to Walers C el iesd b '-*qwmm—u-m-mmhuu_ymm
I ﬂl-'lknP*’ Ill‘dﬂlWloﬂlltllﬂlm\mhfd ﬂ'ﬂﬂﬂ!hvﬂipﬁl’mﬂhmﬂ spaciic deficiency. Tolure indceles
5 spacial crcumstancs . which cise & complele refest i to be done A socured fom s requred to document thal testing. mulllmmmhmm-ﬁmm

-IRE
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Part Number. 186269506
Tested By: CHONG WQOOI KHIP

Serial Number. F18SM4615A
UUT Firmware: 3.04

Description: 2695 Separations Module

Ted Template Revision: 1.8

Test Station: Final-ted-6
System: 2695_3

Component Summary For Retention Time 1.20 e
Sample Vo |Caffeine |
1 Precision AC[0.6810| 1.1955 100*
. <
2 Precision AC [0.6814 | 1.1959 ]
3 |Precision AC|0.6808] 1.1958 ]
4 |Precision AC|0.6823| 1.1969 0.807]
5 Precision AC [0.6823| 1.1970 1 o
6 Precision AC [0.68121 1.1959 2 0.60- é
Std. Dev. 0.0006{ 0.0006 =
Componant Summary For Area 0.40 [\
Sample | Caffeine | \
1 |Precison AC|3541447 0 S |
2 | Precison AC| 3541302
3 | Precision AC | 3544004 -
4 | Precision AC | 3543431 0.00 0.20 040 050 080 1.00 120 140 160 1
5§ | Precision AC | 3542810 Minutes
6 |Precision AC | 3539321
- SYSTEM PRESSURE (PSI)
% RSD 0.048 4000.00+
Component Summary For Pressure_Ripple 3500_00.::
Date Acquired ]
1 |6/14/2018 12:13:15 PM SGT | 9.72 3000.007
2 |6M4/2018 12:15:57 PM SGT | 11.03 2500.00]
3 | 6/14/2018 12:18:42 PM SGT| 9.52 : !
2000.00 |
4 |6/14/2018 12:21:24 PM SGT{ 9.56 ]
5 |6/14/2018 12:24:06 PM SGT| 6.28 1500.00
6 |6/4/2018 12:26:48 PM SGT | 9.27 1000_00_'
Mean 9.23 ]
500.004=r=r—rTrr—r7 T T T T
Specificalions: 0.60 0.80 1.00 1.20 1.40 1.60 1.8
Relention Time Standard Deviation: <= 0.0090 min Minutes
Area % RSD: <= 0.500
Mean Pressure Ripple < 65 PSI
This Text inod wilhin k e to Walers ( o must ba sedained by Waters for ihe lime uudndhllOMrRu:mt
ormed to comec] ihat smclic M 1 Indiceles

MuﬁnPﬁw ll
a spacial crcumsl

ngd The incvidual testa ut -mu'm& referanced el detals {he work pei
which case 8 complole rel
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Part Number: 186269506

Tested By: CHONG WQOOI KHIP
Serial Number. F18SM4615A
UUT Firmware: 3.04

Description; 2695 Separations Module
Ted Template Revision: 1.8

Test Station: Final-test-6

System: 2695_3

1.20

1.00-

0.80
=2 0.60

0.40

0.20-

Caffeine

T T T T T T Y T T

0.40

0.001—

0.00 "0.20

Component Summary For Retention Time

Sample

Date

Vo

Caffeine

Precision BD

6/14/2018 12:40:38 PM SGT

0.6807

1.1857

Precision BD

6/14/2018 12:43:22 PM SGT

0.6623

1.1876

Precision BD

6/14/2018 12:46:06 PM SGT

0.6812

1.1858

Precision BD

6/14/2018 12:48:48 PM SGT

0.6806

1.1852

Precision BD

6/14/2018 12:51:31 PM SGT

0.6818

1.1867

Gl bl N| =

Precision BD

6/14/2018 12:54:15 PM SGT

0.6811

1.1861

Std. Dev.

0.0007

0.0009

Component Summary For Area

Sample

Date

Caffeine

Precigon BD

6/14/2018 12:40.38 PM SGT

3539757 .64

Precision BD

6/14/2018 12:43:22 PM SGT

35429833.76

Precision BD

6/14/2018 12:46:06 PM SGT

3539657.10

Precision BD

6/14/2018 12:48:48 PM SGT

3538608.16

| b w| N -

Precision BD

6/14/2018 12:51:31 PM SGT

3538121.82

Precision BD

6/14/2018 12:54:15 PM SGT

3542100.13

Speclfications:

% RSD

0.054

Retertion Time Standard Deniatior: <= 0.0030 minttes
Area % RSD: <= 0.500

This Test
Ralantion
& special

Poley. If
e

Record
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