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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE82943-17-1QR | iteration No: 01 | SAP No: TEODB2943QX

1.0 Purpose

The Acquity SDS Automated Test System (TE82943-17) is located at the WPPL Flaxtronics Contract Manufacturer Site in
Singapore. The test station is used to perform the final functional test of the following part numbers: 186015000,
186015001, 186015018, 186015041, 186015080, 186015081, 186015082, 186015083, 18615084, and N2971030. This
system has two software versions installed to test QSM and BSM products. In the final test, the UUT is connecled to the
test station and the electrical, mechanical, and fluidic performance of the unit are tested.

This Instellation Qualification is being performed as required by TEB2943-28BMAR2018-VAF, which can be found in the
‘TED0829430QX directory of SAP.
2.0 Scope of Report

This Installation Qualification Report details the quallfication activities underiaken for the Acquity SDS Automated Test
System (TE829843-17) based on the requirements of the Installation Qualification Procedure 730004135, Ver. 00.

This Installation Qualification Report defines the documents used to qualify the Acquity SDS Automated Test System
(TE82943-17).
3.0 Summary of Results - Statement of Fitness for Intended Use

The Acquity SDS Automated Test System was tested in accordance with the Instaliation Quakification Procedure
730004135, Ver. 00. All required Test Scripts were performed and all objective evidence requirements have been met.

Waters now has the necessary documentation in place to ensure that the Acquity SDS Automated Test System complies
with Waters’ requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Qualification Report, the Acquily SDS Automated Test System (TE82943-17) can be
considered fully quslified and fit for intended use.

4.0 Glossary
The following definitions are used in this document;

/«Term Explanation :
% Percent
§ Section
BOM Bill of Materials
BSM Binary Solvent Manager
CAL Calibration
cGMP Current Good Manufacturing Practice
cTa Critical to Quality
ECR Enginesring Change Request
EDV Equipment Design Verification
FW Firmware
ID Identification
IPA Isopropanol
IQ(R) Instaltation Qualification (Report)
Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE"

Report No: TE82943-17-1QR I lteration No: 01 I SAP No: TEQ082943QX
e Elandton S TR T e e
LED Light Emitting Diode
LSL Lower Specification Limit
MeOH Methanol
mL/min Mililiters per Minute
N/A Not Applicable
nL/min Nanoliters per Minute
P/N Part Number
PSI(G/min) Pounds per Square Inch (Gauge per Minute)
QsMm Quaternary Solvent Manager
SAP Enterprise Resource Planning Software
SDS Solvent Delivery System
TMD Temporary Manufaciuring Deviation
TSP Test Spacification and Procedure
ul (L) Microliters
UPLC Ultra Parformance Liquid Chromatography
usL Upper Specification Limit
uuT Unit Under Test
VAF Validation Assessment Form
vDC Volts Direct Currant
WPPL Waters Pacific Private Limited

5.0 Training

The operator of the Acquity SDS Automated Test System (TE82943-17) was trained according to the Acquity BSM Pump
Automated Test Procedure 735002010, Rev. L, Ver. 10, the Acquity QSM Final Instrument Test Procedure 735002155,
Rev. H, Ver. 07. The executor of this qualification was trained according to the Installation Qualification Procedure
730004135, Ver. 00, Operator and execulor training records are provided as Attachment 7.1 and 7.2, respectively.

Tempiata 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.”

Report No: TEB2843-17-1QR I Iteration No: Ot | SAP No: TEQ082943QX

8.0 Quallfication Rasults

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

6.1.1 The Acquity BSM Pump Automated Final Test Procedure 735002010, Rev. L, Ver. 10 was confirmed {o be
in SAP with a status of Ready, as evidenced below:

Document List After Sefection 11 Hits Waters
e g PR ety SppinL
QEZHT0O AFVEDR Y S GcChose [T WRE & Thumbnails (mages)
B RelevTyps  Document Vs [Description Status tina ) Long nama
A TSP 735002010 00  AcQuity BSM Pump Automated Final Test RELEASE GENERAL  Edwand Jackson
B TSP 735002010 01 AcQuity BSM Pump Autorvated Final Teat RELEASE GENERAL  Edward Jackson
C TP 735002010 02 AcOuity BSM Pump Automsted Final Test RELEASE GENERAL  Edward Jackson
D TSP 735002010 03 AcQuity BSM Pump Automated Final Test RELEASE GENERAL.  Edward Iackson
E TSP 75002010 04 AcCuity BSM Pump Automated Final Test RELEASE GENERAL  Edward Jackson
F TSP 735002010 05  AcQuity BSM Pump Automated Final Test RELEASE GENERAL  Edward Jackson
G TSP 735002016 B Aduity BSM Purmp Automated Final Test RELEASE GENERAL  Edward Jackson
H T3P 735002010 07  AcCuity BSM Pump Automated Final Test RELEASE GENERAL  Edward Jackson
J  TBP  7asoc2010 00 AcQuity BSM Pump Automatad Final Test RELEASE GENERAL  Edwand Jackson
K TSP 735002010 09 AcQuity BSM Pump Automated Final Test RELEASE GENERAL  Edward Jackson
[ 7sF T380020100 10 AcOuity B5M Pump Automated Fnal Test == READY. Edward Jackson

6.1.2 The Acquity QSM Final Instrument Test Procedure 735002155, Rev. H, Ver. 07 was confirmed to be in
SAP with a status of Ready, as evidenced below:

Document List After Selection 8 Hits _ﬂ“'_}f"\/iz_l'gfa’r:.s*~ ¥
S SE sl T AVERLR TS SCwose T8 TEE S Thumbnsis gmages)
B RedavType  Documens Vs  Description Status text Long name
A TSP TISONRIES 00 Acquity QSM Final Instrument Test RELEASE GENERAL  Edwand Jackstn
B TSP 735002155 01  Acquity OSM Final Instrumant Test RELEASE GENERAL  Edward Jacksen
C TSP 735002156 02 Acquity QSM Final Instrument Test RELEASE GENERAL  Edwand Jackson
D TSP 71500255 03 Acquity OSM Final Instrument Test RELEASE GENERAL  Edward Jackson
€ TSP 735002155 04 Acquity QSM Finsl Instrument Test RELEASE GENERAL  Edvwand Jackson
F TSP 735002156 0§  Acquity QSM Final Instrument Test RELEASE GENERAL  Daniel Guertin
G TSP 735002155 05  Acquity OSM Final Instrument Test RELEASE GENERAL  Edward Jackson
[ TS0 Too2Ws  O7  AcqutyQSM Fial etrumen Test RE Edward Jacksan
6.1.3 The Calibration / Maintenance for TE82943 Procedure 735001828, Rev. E, Ver, 04 was confirmed to ba in
SAP with a status of Release General, as evidenced below:
Document List After Selection 5 Hits Waters
THLITR S Moty LI
B /BT AFELRT S %Chwss [HSm W E S Thumbeads dmages)
B ReiwType Document Vs  Description Status texdt Long name
A CAL  TI5001228 00  AcOuity BSM Automated Tester Calibeation RELEASE GENERAL  Edward Jackson
B CAL 735001828 01 AcOuity SDS Automated Tester Calibration RELEASE GENERAL  Edward Jsckson
C CAL TI001828 02  AcQuity BSM Automated Tester Calibation RELEASE GENERAL  Edwurd Jackson
D CAL 735001828 03  Cafibration/Maintenance for TEB2343 RELEASE GENERAL  Edward Jackson
[IE  cAa  7iscoisa 04 Caibration/Maintenance for TEB2943 ~ FEIEASEGENERAL  EdwerdJackson
Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE"
Report No: TE8§2943-17-1QR [ Iteration No: 01 | SAP No: TEQ0B2943QX

6.2 Test Script 10-02: Site Verification and Test Script 1Q-03: Instrumentation Calibration Verification were not
performed as part of this Qualification according to TE82943-28MAR2018-VAF.

8.2.1 Al resulis can be found in the previously executed TE82943-17-1QR_lteration 00, which can be found in
the TE00B2943QX directory of SAP. This remains a valid qualification for the TE82943-17 system.

6.3 Test Script 1Q-04: Software and Instrument Firmware Version was performed according to Installation Qualification
Procedure 730004135, Ver, 00. The completed Test Script Data Sheet is provided as Attachment 7.4.

6.3.1 The BSM Test Equipment Software version listed in the Acquity BSM Pump Automated Final Test
Procedurs 735002010, Rev. L, Ver. 10 is Test Software 2.2 and was verified to match the version listed on
the passing test record. Refer to Attachment 7.8.

8.3.2 The QSM Test Equipment Software version listed in the Acquity QSM Final Instrument Test Procedure
735002155, Rev. H, Ver. 07 is Test Software 1.7 and was verified to match the version listed on the
passing test record. Refer to Attachment 7.5 or Attachment 7.7.

6.3.3 The finware version for P/N: 186015080 listed in ECR #98221562 is version 1.71.381 and was verified to
match the version listed on the test record. Refer to Attachment 7.7.

6.3.4 The firmware version for P/N: 186015001 listed in ECR #8221631 is version 1.71,387 and was verified to
match the version listed on the test record, Refer to Attachment 7.8.

6.3.5 The firmware version for P/N: 186015018 listed in ECR #9221630 is version 1.71.381 and was verified to
match the version listed on the test record. The passing test record is provided as Attachment 7.5,

64 Test Script 1Q-05: General Safaty and Alarms was not performed as part of this qualification according to
TEB82043-28MAR2018-VAF.

8.4.1 Al results can be found in the previously executed TEB2943-17-1QR_lteration 00, which can be found in
the TEQ0829430QX directory of SAP. This remains a valid qualification for the TEB2943-17 system.

6.5 Test Script 1Q-08: Functional Verification was performed according to Installation Qualification Procedure
730004135, Ver. 00, The completed Tast Script Data Sheet is provided as Attachment 7.8,

8.5.1 One (1) Acquity UPLC H-Class QSM Plus (P/N: 186015080, S/N: D18QSP002A) was tested using the
Acquily SDS Aulomated Test System (TEB2943-17) with all tests passing. The passing test record is
provided as Attachment 7.7,

6.5.2 One (1) Acquity UPLC BSM (P/N: 186015001, S/N: D18UPB453A) was tested using the Acquity SDS
Automated Test System (TEB2943-17) with all tesis passing. The passing test record is provided as
Attachment 7.8.

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

S P

cyYidance

as . Attachment 7.3 None
Pass Attachment 7.4, 7.5, 7.7, and 7.8 None
Pass Attachments 7.6, 7.7, and 7.8 One: see §8.1

7.0 Attachments
7.1 Completed Operator Training Record
7.2 Completed Executor Training Record

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

Template 730002845, Version 02 Waters Confidential
Ref. 730001835, Process Validation Procedure for Milford Site Page 5 of &



Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TES82943-17-1QR | Iteration No: 01 | SAP No: TE0082943QX

7.4 Completed Test Script 1Q-04; Test Software and Instrument Firmware Version

7.5 Objective Evidence 1Q-04: Passing Test Record for UUT Part #186015018 (S/N: E18QSM277A)
7.6 Completed Test Script IQ-06: Functional Verification

7.7 Objective Evidence 1Q-06: Passing Test Record for UUT Part #186015080 (S/N: D18QSP002A)
7.8 Objective Evidence |Q-06: Passing Test Record for UUT Part #186015001 (S/N: D18UPB453A)

8.0 Deviation from Test Equipment Qualification
There was a deviation generated during the exacution of the Installation Qualification Procedure 730004135, Ver. 00.

8.1 Description: P/N: 186015082 was not tested as part of this qualification as specified in TE82043-28MAR2018-
VAF,

Proposed Corractive Action: There is no need to test P/N: 186015082 because the part is not bullt or tested at this
site.

Resolution: No resolution necessary. Functional tesis of P/N: 186015080, P/N: 188015001 and P/N: 186015018
are sufficient to prove the functionality of this test system.
9.0 References
The cutrent approved versions of the following documents are referenced within this report:

—_—— = e — == ——

735002010, Rav, L, Ver. 10 Acquity BSM Pump Automated Test Procedure
735002155, Rev. H, Ver. 07 Acquity QSM Final Instrument Test Procedure
735001828, Rev. E, Ver. 04 Calibration / Maintenance for TEB2843 Procedure
ECR #9221562 Engineering Change Request Releasing Emerald Firmware for New Parts
ECR #9221630 Engineering Change Request Releasing Emerald Firmware for Existing Parls
ECR #9221631 Engineering Change Request Releasing Emerald Firmware for Existing Parls
TMD010478 Ver, 01 Temporary Manufacturing Deviation for Bifrost Validation
TE82943-28MAR2018-VAF Validation Assessment Form for Bifrost Part Number Add
TES82943-17-1QR_lteration 00 Instaliation Qualification Report for TEB2943-17
‘Template 730002845, Version 02 Waters Confidential
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Waters

THE SCIENCE OF WHAT'S POSSIBLE™

Document Ne: 7300026857

Title: Individual Training Form

Vearsion No: 00

FORM

Pagse 1 of 1

T_l;alnl'n_g Type;

Read and Understood

Name:

AnG Kin CHEoNG

Em];lljc:yee 2¢ LorC

Dats of ;l'rilnlng

8 of Taln [t APR 29)%
Comments: [ m1n Mt
: o3 mAysow
Document Number : S, ?_it_lh- A Rev. #
735002010 Acquity BSM Pump Automated Test
735002155 Acquity QSM Pump Final Instrument Tes! H
P

- F
ol
/ L]
/ ]
/
W MASTER Te<HNICIAN  [&6 APR 20)F
Employee's Signature Title Dala
Aﬁ- . SENlON. ENGINEER 6 AP ZD1D
Trainer's Signature Title Date
Document No.: TES82943-17-1QR
Iteration No.: 01
Attachment: 7.4 Page: 1 of 1
! Withous preceding “90"
Walers Confidential Templale 730001104 Vo1

Itis the User's responsiblity 1o verify they are using the current released version



Waters FORM

THE SCIENCE OF WHATS Possice~  THIe: individual Training Form

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

Tralning Typ_e: Read and Undersiood
Name; CHAN YEB yeif Em“’;:yea (AR =317
Date of Training | o+ wmme sout
Commants: oA
Document Number Title Rev. #
730004135 fnstafiation Qualification Protecol 00
/ “
( ‘ \\ / s

P
064 MANUPRTTURING BNGINEER " manaotQ

Employee's Signature Tille Dale
NAA NP nin A OM )
Trainer's Signaiure Thie Date asAPRE.

Document No.: TEB2943-17-10R

lterationNo.: 01
Attachment: 7.2 Page: 1 of 1
! Withow preceding “90”
Waters Confidential Templale 730001104 V01

Itls the Usar’s responsibility to verify they ore using the cirrent released version



WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE" Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 10of 3
IQ Test Name: Assoclated Documentation Verification ] Test Script No.: 1Q-01
Equipment NoJiD: TEB2843-17 [ Equipment Name: Acquity SDS Final Test System

Installation Site: Flextronics: WPPL, Singapora

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 Specification Procedures,
Manufacturing Procedures, etc.) under the Document type header and then complete the table below. If applicable
documants are unavailable state why in the comments section. All applicable documents must bs in either Ready, Pre-
Rek-Prod, or Release General state in SAP. Enter N/A for any parameter or call that is not used or not applicable.

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

|i" iDocumentType; | & 6; Doc-Nor; Revia
T80 735002010, Rev. L, Ver. 10 READY Vi 03 may a0
; Acquity QSM Final Instrument Test TSP
TS5 735002155, Rev. H, Ver. 07 .| =eapy Y& o M so
CAL Calibration / Maintenance for TEB2843 RELTASE
735001828, Rev. E, Ver. 04 GENERAL Yo o mny 2018

Overall Tast Conclusion: )Zf' Pass 0O Fail
Copy this Test Script as needed

Waters Confidential Template 730000483 V06 . 17
It is tha responsibility of tha user to varify they are using the current released version. e AL ;f E82943-17-1QR
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PeRsonner  Iteration No.: 01

Attachment: 73 Page;1of 1




WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE™ Tite: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 2 of 3
1Q Test Name: Test Sofiware and Instrument Firmware Varsion Test Script No.: 1Q-04
Equipment NoJID: TEB2043-17 Equipment Nama: Acquity SDS Final Test System

Installation Site: Flextronics: WPPL, Singapore

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

Test Execution:

LIst all eritical instruments/components and/or sub-systems that require software and/or firnware in the Description
column. List the associated required softwara/firmware version, as defined in the applicable deslgr/operational
documenits, in the Acceptance criteria column. Verify that the sofiwareffirmware version on the Test Equipment match the
acceptance criteria and are identical. Enter N/A for any parameter or cell that Is not used or applicable.

Objective Evidence:

Complated Test Script Data Sheet

identify the epplicable design/operational document that defined the required software/ffirmware version(s) in the
assoclated Installation Qualification Rep

e =

B S (S e S ) Fpee
Eqmp?nsml'fs";‘mm Version: 1.7 Version: 1.y PR W my soud
I oot | Version: 1.71.381 Version: 1v¥i. 38) PACE MM 2 mny poE
'“W{'B";g:"sg‘g’:m Varsion: 1.71.387 Version: . 383 past  |yH % mayaow
'“m’;‘m%‘f;m Version: 1.71.381 Version:  1.3{. 3d1 pres Y o mmysop
Comments:

BSM software version specified In 735002010, Ver. 10
QSM software version specified in 735002155, Ver. 07
Firmware for P/N: 186015080 in ECR #8221562
Firmware for P/N: 186015001 specified in ECR #9221831
Firmware for P/N: 186015018 specified in ECR #3221630

Overall Test Conclusion: dPass O Fail
Copy this Test Script as needed
Walers Confidential Template 730000483 V06 . A
It is the responsibliity of the user to varify they are using the current relsased varslon. Document No.: TEE2343-17-1QR
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL  teration No: 01

Attachment: 74 Page:lof 1



Waters Corporation - Test Record

Part Number: 186015018 Product: Acquity QSM
Operator; 246025 Start Time: 05/07/2018, 14:42;

Seriat Number: E18QSM277A End Time: 05/07/2018, 16:65:
Test Systern: TEB2943-17 Order: N/A

Test Software: 1.7 Location: Flextronics, SG

TMD: TMD010478
Firmware: 1.71.381 (Feb 14 2018 10:01:23)

Harmna LSL | Measurement | USL Unit Outcome
Test Electrical Safaty PASS
Test Loadsr Download PASS |
Test Reboot Firmware PASS
ffest Firmware Version PASS
:ii'ast Instrument Type PASS f
jtest Sertal Number PASS
Test Alarms at Bootup PASS |
'E[est Gradient Start Input SHORT pAss |
Test Gradient Start Input OPEN PASS...—}
Test Stop Flow Input SHORT PASS
Test Stop Flow Input OPEN PASS
est Leak Datect Connacted PASE "™
iTest Leak Detect Disconnected PAéP:. —
Test Leak Detact Leak PASS
Test Alarms Recheck PASB
‘fest Seal Wash Pump Prime/Fiow 2 34 5§  mlmin PABE
Tast Input D Prime with MeOH 10 20.8 85 P8I PASS §
Tést Input C Prime with MeOH 10 30 85 P8I PASS .
Test Input B Prime with MeOH 10 0.4 88 PSl PASS -
Test Input A Prima with MeOH 10 29.7 85 PSI PASS
:Tcst Degasser Pressure 0 0.68 1.547 P8I PASS ’
Test Dynamic Leak - Accumulator Leak Rate 5 29 1489 nlUmin PASS _ 1
Test Dynamic Leak - Accumulator Percent of Stroke 1 24 30 % PASS
Test Dynamic Leak - Accumulator Compressed Volume 1 14 §0 ul PASS
Test Dynamic Leak - Accum, Maximum Pressure 14000 14021 15000 pasl PASE--
Test Dynamic Leak - Primary Laak Rate 5 26 149,89 nl/min PASS .
';est Dynamic Leak - Primary Parcent of Stroke 1 24 50 % PABE

ast Dynamic Leak - Primary Compressed Volume 1 14 50 ul PA§§
iest Dynamic Leak - Primary Maximum Pressure 12000 12018 13000  psi Pﬁsg

st Flow Rate Accuracy 2.0mI/min 1.98 2.013 202 miimin pAss
Tast Pressure Ripple at 2 mymin 0 3 15 P8I pASS

st Flow Rate Accuracy 0.5mlinin 0.495 0.503 0.505 miimin E’ﬁ5§
st Static Leak Decay Vent Valve to Filter/Mixer 1 42 250  PSlimin PASS
est High Pressure 9000 12500 14000  PSI PASS
&st Compositional Accuracy - ACS0%AU 89.6 89.85 805 % PASS

est Compositional Accuracy « BD80%AU 89.5 89.81 90.5 % PAfS_'s
est Compositional Accuracy - BD10%AU 9.5 10.07 08 % PAES
Tast Compositional Accuracy - AC10%AU 9.5 10.01 105 % PASS
Test Serial Number Re-verification PASS
Test Fans PASS
T'est LEDs PASS
8

Acquity QSM Final Test Overall Result - PASS i

w7
[N
';’.-

'L i R

Signed: Arg Ein Chony oy6ere |[Date: o7 My 20175

END OF DATA ¥ Document No.; TEE2943-17-10R : ;g
L fteration No: 01 a1
Ser. No.E1BQSM277A Pagedofi ~ Attachment: 75, Pagesilofl 53




WORK INSTRUCTION/ OPERATING PROCEDURE
Waters

YHE SCIENCE OF WHAT'S POSSIBLE" Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 3of 3
IQ Test Name: Functional Verification l Test Script No.: 10-06
Equipment No./ID: TE82043-17 [ Equipment Name: Acquity SDS Final Test System

Installation Site: Flextronics: WPPL, Singapore

Purpose:
To verify that system transfer and/or qualification activities have not adversaly affected system functionality.
Test Exacution:

One UUT shall ba tested lo verify that the test equipment functions as expected. If the syslem creates and/or tesis mora
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 paramater or cell that is not used or applicable.

Objective Evidence:
Completed Test Script Data Sheet

LT = = . AT e e T e b
e | - Y 3 b o Pl --.H'.l.__ .;__
I - Seriz S Acceptance Criteda) |0

UUT Part Number: 188015080 All required CTQ Specification
; : £ -
UUT Serial Number: p 18 @SPg63 & measurements result in a Pass. phe i e
UUT Part Number: 186015001 Ali required CTQ Specification
¥Yi MRy
UUT Serial Number: D\€Upgus3 A measurements result in a Pass. pase v >ond
Comments:

Overall Test Conclusion: 5]1’333 O Fail
Copy this Test Script as needed

Waters Confidential Template 730000483 V06  ppcument No.: TEB2943-17-1OR
Itis the responsibility of the user to verfy they are using the current released version. fteration No. r 01
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL T i—
Attachment: 76 Page:lof 1




Waters Corporation - Test Record

Part Number; 186015080
Operator: 246025

Serial Number: D18QSPO02A

Test System: TEB2943-17
Test Software: 1.7

TMD: TMDOQ10485
Firmware: 1.71.381 (Feb 14 2018 10:01:23)

Product: Acquity QSM PLUS
Start Time: 05/07/2018. 11:15;
End Time: 05/07/2018. 14:31:

Order: N/A

Location: Flextronics, SG

|Name £SL | Maeasurement j USL Unit Qutcome
Test Elactrical Safety PASS
Test Loader Download PASS
3‘[ est Reboot Firmware PA'S§'"|!
Test Firmware Version pASS 1}
Test Instrument Type PASS i}
{Test Serial Number PASS &
Test Alarms at Bootup pass |
'[est Gradient Start Input SHORT PASS j
ilest Gradient Start Input OPEN ‘PASS_:s
Test Stop Flow Input SHORT PASS
Tésat Stop Flow Input OPEN PASS
f[gst Leak Detect Connectad PﬁSS '—j
Test Leak Datact Disconnected PASY. ...
Test Loak Datect Leak PABS
Test Alarms Recheck PASS, .
‘Test Seal Wash Pump Prime/Flow 2 3.3 5§ mimin PASE
Test Input D Prime with MeOH 10 33 85 PSi PABB
Test Input C Prime with MeOH 10 324 86 PSl PASS 5
Test Input B Prime with MeOH 10 3.7 86 PSi PASS
Test Input A Pritme with MeOH 10 3.4 86 P8l PASE
Test Dogasser Pressure 0 0.78 1547 P8I PASS
Test Dynamic Leak - Accumulator Leak Rate 5 48 142.9 nl/min PASB. ¢
Test Dynamic Leak - Accumulator Percent of Stroke 1 24 30 % PABS
Test Dynamic Leak - Accumulator Compressed Volume 1 13 50 ul. PASS
Test Dynamic Leak - Accum. Maximum Prassure 14000 14018 16000  psi PASS - -,
‘est Dynamic Leak - Primary Leak Rate 5 34 1498 nlimin PABS i
est Dynamic Leak - Primary Percent of Stroke 1 23 50 % PASS ~
Test Dynamic Leak - Primary Compressed Volume 1 13 50 ul Pﬂgg
Test Dynamic Leak - Primary Maximum Pressure 12000 12017 13000 psi PA'§§
bst Flow Rata Accuracy 2.0mimin 1.98 2.018 202 mimin PASS
st Pressure Ripple at 2 mlimin 0 3 15 Psi Pﬂé\g
tost Flow Rate Accuracy 0.5mlimin 0.495 0503  0.508 mUmin PASS ¢
Tost Static Leak Decay Vent Valve to Filter/Mixer 1 20 250 PSlimin PA'$§
Tost High Pressure 8000 12563 14000 PSI PASS
ust Compositional Accuracy - AC90%AU 89.5 89.85 90.5 % PASé
%ast Compositional Accuracy - BDO0%AU 89.5 89.84 8.5 % PASS
Test Compositional Accuracy - BD10%AU 8.5 10.11 108 % PASS
Tbst Compositional Accuracy - AC10%AU 8.5 10.14 105 % PASE
Tast Sarial Number Re-verification i’xSﬁ
Test Fans PR§S -
Test LEDs PASS
X e
Acquity QSM PLUS Final Test Overall Resuit - PASS iR
1 e
L 2
‘ 3
53
g;ned Ah} }(m C[\Mh}/ 2460 28 Date o] Mpy 20§ 38
L)
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Waters Corporation - Test Record

Part Number: 186015001 Product: Acquity BSM
Operator: 246025 Start Time: 05/07/2018, 08:42;

Serial Number: D18UPB453A End Time: 05/07/2018, 11:09:
Test System: TE82943-17 Order: N/A
Test Software: 2.2 Location: Flextronics, SG

TMD: TMD010478
Firmware: 1.71.387 (Feb 14 2018 13:16:28)

Name LSL jMeasurement] USL Unit Outcome
Test Electrical Safaty PASS
Test Loader Download PASS™ "fg
Test Reboot Firmwara for Pump B Download PASS
Fost Firmware Version PASS g
Fest Serial Number PASS |
a'est Alarms at Bootup PAsS |
{Test Switch2 Output ON PASS |
'1‘ gat Switch2 Qutput OFF PASS..J
Test Switch3 Output ON PASS
:raat Switch3 Output OFF PASS
Test Run Stopped Output ON PASS——
Test Run Stopped Output OFF PASY" |
Test Switch1 Output ON PASS
Test Switch1 Output OFF PASS .
Test Gradient Start Input SHORT PASS
Test Gradient Start Input OPEN PABS
Test Stop Flow Input SHORT PASE
Test Stop Flow Input OPEN PASE .7
Test Auxillary Input SHORT PASS
Test Auxillary1 Input OPEN PASS :
Test Auxiliary2 Input SHORT PASS
Tast Auxillary2 Input OPEN PASS
Test Analog Output2 set to 2.0 VDC 1.9 2 21 VDC PASS
Test Analog Output?2 set to 0.0 VDC -0.1 ] 0.1 VDG PASS
Test Analog Output1 set to 2.0 VDC 19 2 21 vDC PASS
Test Analog Output1 set to 0.0 VDC -0.1 0 0.1 VDC PASS
Tpst Leak Detect Connected PASS
Test Leak Detect Disconnected P§§§
Test Leak Detect Input Low PASS
Test Leak Detect Input High PASS
Tost Alarms Recheck PASS
Test Seal Wash Pump Prime/Flow 2 3 § mimin PASS
Test Pump A Input 2 Prime with IPA 115 1921 280 PSi PASS
T!est Pump B Input 2 Prime with IPA 115 1811 280 PSl PQS‘.E::

‘est Pump A Input 1 Prime with MeOH 15 §1.7 85 PSl PA§§
est Pump B Input 1 Prime with MeOH 156 45.3 a5 PSl PQ§_§
ast Degasser Pressure 0 0.61 13  Psl PASS
ast Degasser Switch Setting Pﬁgg
Test Static Leak Pump A - Accumulator Decay Rate 1 84.8 200 psig/imin  PASS

Test Static Leak Pump A - Accumulator Compression Stroke 1 25 30 % PASS
Test Static Leak Pump A - Accumulator inferred Leak Rate 0.01 0.11 0.8 ulimin  PABp
;[est Static Leak Pump A - Accum. Highest Pressure Achieved 14000 14007 15000 psig PASS

est Static Leak Pump A - Primary Decay Rate 1 52.2 200 psig/min PﬁS_S_

Test Static Leak Pump A - Primary Compression Stroke 1 24 30 % PASS

Test Static Leak Pump A - Primary Inferred Leak Rate 0.01 0.08 0.8 ulimin  PASS

Test Static Leak Pump A - Primary Highest Pressure Achleved 12000 12002 13000 psig PAS%

i Document No.: TEBZ943-17-I0R 33
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T:est Static Leak Pump B - Accumulator Decay Rate 1 1574 200 psiginiin I:’§S§
Test Static Leak Pump B - Accumulator Compression Stroke 1 28 3o % - Plﬁs
est Static Leak Pump B - Accumulator Infarred Leak Rate 0.01 0.25 0.8 wulimin PASS
:['est Static Leak Pump B - Accum. Highast Pressure Achleved 14000 14017 15000 psig Pégg
Test Static Leak Pump B - Primary Decay Rate 1 61.3 200 psig/min PASS
Test Static Leak Pump B - Primary Compression Stroke 1 24 30 % PASS
Test Static Leak Pump B - Primary Inferred Leoak Rate 0.01 0.08 0.8 ulimin PASS
Test Static Leak Pump B - Primary Highest Pressure Achlevad 12000 12004 13000 psig PA$,$
Test Flow Rate Accuracy Pump A 2ml/min 1.98 2.019 202 mlmin PASS
Test Pump A Pressure Ripple 0 3 15 PSI PASS
Test Flow Rate Accuracy Pump A 0.6ml/min 0.495 0.504 0.505 ml/min PASS
Test Flow Rate Accuracy Pump B 2mlmin 1.98 2.017 2.02 mlmin PASS
Test Pump B Pressure Ripple 0 3 15  PSI PASS
Tast Flow Rate Accuracy Pump B 0.5ml/min 0.495 0.504 0.506 ml/min P£\§§
t Flow Rate Accuracy Pump A&B 1.0ml+1.0ml/min 1.98 2.014 202 mimin PA§§
Test High Pressure Flow Pump A&B 8000 12713 14500 PSi PA§§
Test Dynamic Leak Manifold to Filter Tube 0 0.124 1 ullmin PASS
Test Serial Number Re-verification PASS
Test Fans PASS
'!'est LEDs PAgg
L _ S
ﬁcqu:ty BSM Final Test Overall Result - PASS b
' i
15 A%S
. {4
. #58

S|gned Ahﬁ, Kin CAJang( 246025 [[Date: o7 may Zoiflida
END OF DATA Aqe
Document No.: TEB2943-17-iQR HH

o {teration No.: 01 =5
I Attachment: 78 Page:20of 2 aG
f g3
R e
l!.' CHE

- e

Ser. No.:D18UPB453A Page 2 of 2

Se e
SE D

Frles, g3
RN S IR H

il




