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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE”
Report No: TE82943-16-10R | tteration No: 01 | SAP No: TE0082943QX

1.0 Purpose

The Acquity SDS Automated Test System (TE82843-18) Is localed at the WPPL Flextronics Contract Manufacturer Site in
Singapore. The test stetlon is used to perform the finat funclional 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 s connected to the
test station and the electrical, mechanical, and fluidic performanca of the unit are tested.

This Installation Qualification is being performed as required by TE82943-28MAR2018-VAF, which can be found in the
TE0082943QX directory of SAP.
2.0 Scope of Report

This Installation Qualification Report detalls the qualification aclivities undertaken for the Acquity SDS Automated Test
System (TE82043-18) based on the requirements of the Installation Qualification Procedure 730004135, Ver, 00.

This Installation Qualification Report defines the documents used o qualify the Acquity SDS Automated Test System
{TEB2943-18).
3.0 Summary of Resuits - Statement of Fitness for Intended Use

The Acquity SDS Automatad Test System was tested in accordance with the Installation Qualification 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 Automaied Test System complies
with Walers' requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Qualification Reporl, the Acquity SDS Autometed Test System (TE82043-18) can be
considered fully qualified and fit for intended use.

4.0 Glossary
The following definitions are used In this document:
~ Term | Explanation '
% Percent
§ Section
BOM 8ill of Materials
BSM Blnary Sclvent Manager
CAL Calibration
cGMP Current Good Manufacturing Practice
CcTQ Critical to Quality
ECR Engineering Change Request
EDV Equipment Design Verification
FW Firmware
ID Identification
IPA Isopropanol
IQ(R}) Installation Qualification (Report)
Template 730002845, Version 02 Walers Confidential
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Wo’rers Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE”

Report No: TE820843-18-1QR | Mteration No: 01 | SAP No: TEQ082943QX
LED Light Emitting Diode
LSL Lower Spacification Limit
MeOH Meathanol
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)
QsM Quatemary Solvent Manager
SAP Enterprise Resource Planning Software
sbs Solvent Delivery System
T™MD Temporary Manufacturing Deviation
TSP Test Specification and Procedure
uL (L} Microliters
UPLC Ulira Performance Liquid Chromatography
UsL Upper Specification Limit
uuT Unlt Under Test
VAF Validation Assessment Form
vDC Volts Direct Current
WPPL Waters Pacific Private Limited
5.0 Training

The operator of the Acquity SDS Automated Test System (TEB82943-16) was trained according fo the Acquily BSM Pump
Automated Test Procedure 735002010, Rev. L, Ver. 10, the Acquity QSM Final Instrument Test Procedura 735002155,
Rev. H, Ver. 07. The executor of this qualificalion was trained according to the Installation Qualification Procedure
730004135, Ver. 00. Operator and executor training records are provided as Attachment 7.1 and 7.2, respectively.

Template 730002845, Version 02 Waters Confidential
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Waters

THE SCIENCE OF WHAT'S POSSIBLE.”

Installation Qualification Report

Report No: TES82943-16-IQR

| teration No: 01 |

SAP No: TED082943QX

6.0 Qualification Resuits

6.1 Test Script 1Q-01: Associaled Documentation Verification was performed according to Installation Qualification
Procedure 730004135, Ver. 00. The compleled Test Script Data Sheet is provided as Attachment 7.3.
6.1.1 The Acquity BSM Pump Automated Final Test Procedure 735002010, Rev. L, Ver. 10 was confirmed to be
in SAP with a status of Ready, as evidenced below:
Document List After Selection 11 Hits s ’\_/}Ca_ig_ri 732
ol AED AFEDP S SChose S WE A S Thumbnais fmages)
B RevievType  Document Vs  Descriplion Status text Long name
A TSP 735002010 00 AcGuity BSM Pump Automated Fina! Test RELEASE GENERAL  Edward Jackson
B TSP 735002010 01  AcQuity BSM Pumg Automated Final Test RELEASE GENERAL  Edward Jackson
€ TSP 735002040 02  AcQuty BSM Pump Automated Final Test RELEASE GENERAL  Edward Jackson
0 TSP TISN02010 03 AcQuity BSM Pump Automated Final Test RELEASE GENERAL  Edward Jacksen
E TSP TI5002010 04  AcQuity BSM Pump Actomated Fing! Test RELEASE GENERAL  Edward Jackson
TP FI5020M0 05— AcCuity BSM Pump Automated Final Test RELEASE GENERAL  Edwded Jackson
G TSP TIS002010 06  AcQuity BSM Pump Automated Final Test RELEASE GEMERAL  Edward Jackgon
H TSP 75002010 07  AcQuity BSM Pump Automated Final Test RELEASE GENERAL  Etwand Jackson
J TSP TISHENI0 08 AcOudy BSM Pump Automated Final Test RELEASE GENERAL  Edwand Jseksan
K TSP 735002010 09 AcQuity BSM Pump Autamated Final Test RELEASE GENERAL  Edward Jackson
[1 T™F  7so02010 10 AcOuty BSM Pump Automated Final Tast READY ~ Edvward Jackson

6.1.2 The Acquity QSM Final Instrument Test Procedure 735002155, Rev. H, Ver. 07 was confirmed 1o be in
SAP with a status of Ready, as evidenced below;

Document List After Selection 8 Hits

Bl AR MD ATEL Y D hchose [0S T E O & Thumbnails fmages)

B RedavTyps  Documem Vs  Dascription Status text
A TSP 735002158 80  Acquity QSM Final Instrumer Test RELEASE GENERAL
B TSP TIS00NES5 01 Acquity QSM Fmal instrument Test RELEASE GENERAL
C TSP 735002155 02 Acquity QSM Final Instrument Test RELEASE GENERAL
0 TSP 735002155 03  Acquity QSM Finsl Instrurend Test RELEASE GENERAL
E TSP 735002155 04 Acquity OSM Final Instrument Test RELEASE GEHERAL
F TSP 735002155 05  Acquity OSM Final Instrument Test RELEASE GENERAL
G TSP 735002155 06 Acquity QSM Final Instrumant Test RELEASE GENERAL

] TSP 735002155 07 Acauny O5M Finst instrument Test READY

Waters

o v

Long name
Edward Jackson
Edwand Jackson
Edward Jackaon
Edward Jackson
Edwant Jacksan
Daniel Guertin
Edward Jackson
Edward Jackson

6.1.3 The Calibration / Maintenance for TEB2943 Procedure 735001828, Rav. E, Ver. 04 was confirmed to ba In
SAP with a status of Release General, as evidenced below:

Document List After Selection 5 Hits
ol Mo AFERT S Tcheose SSne TEHIE S Thumbnails fmages)
B RedevTypa  Document Vs Desciption Status text
A CAL  T35001820 00 AcQuity BSH Automated Tester Calibeation RELEASE GENERAL
B CAL 735001828 01 AcQuity SDS Automated Tester Calibration RELEASE GENERAL
C CAL 735001828 02  AcQuity BSM Automated Tester Calibretion RELEASE GENERAL
D CAL 735001828 03 Calibeation/Maintenance for TEB2943 RELEASE GENERAL
[JE  ca  73s0018% 04 CalibrationMaintenance fo TEB2043 RELEASE GENERAL

Woalers

e o] ™ . i B B

Long name

Edward Jackson
Edward Jackson
Edward Jackson
Edwand Jackson
Edward Jacksan

Template 730002845, Version 02
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Waters installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE”

Report No: TE82843-16-1AR | Iteration No: 01 | SAP No: TE00828430X

6.2 Test Script I1Q-02: Site Verification and Test Script 1Q-03: Instrumentation Calibration Verification were not
performed as part of this Qualification according to TE82943-28MAR2018-VAF,

6.2.1 All resuits can be found in the previously executed TE82843-16-1QR_[teration 00, which can be found in
the TE0082943QX directory of SAP. This remains a valid qualification for the TEB2843-16 system.

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

68.3.1 The BSM Test Equipment Software version listed in the Acquity BSM Pump Automated Flnal Test
Procedure 735002010, Rev. L, Ver. 10 is Test Software 2.2 and was verified to maich the version listed on
the pessing test record. Refer o Attechment 7.8.

8.3.2 The QSM Test Equipment Software version fisted in the Acquity QSM Final instrument Test Procedure
735002155, Rev. H, Ver. 07 is Test Sofiware 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 firmware varsion for P/N: 186015080 listed in ECR #9221562 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 #9221631 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.

8.4 Test Script 1Q-05: General Safety and Alarms was not performed as part of this qualification according to
TEB2943-28MAR2018-VAF.

6.4.1 All results can be found in the previously execuled TES2943-16-1QR_lteration 00, which can be found in
the TE00829430QX diractory of SAP. This remains a valid qualification for the TE82943-16 system.

6.5 Test Script 1Q-06: Functional Verification was performed according io Installation Qualification Procadure
730004135, Ver, 00, The completed Test Script Data Sheet Is provided as Attachment 7.6.

6.51 ©Cne (1) Acquily UPLC H-Class QSM Plus (P/N: 186015080, S/N: D18QSP002A) was tested using the
Acquity SDS Automated Test Sysiem (TE82943-16) with all tests passing. The passing test record is
provided as Attachment 7.7.

8.5.2 One (1} Acquity UPLC BSM (P/N: 186015001, S/N: D18UPB453A) was lested using the Acquity SDS
Automsted Test System (TEB2843-16) wilh all tests 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 o 730004135, Ver. 00 along with the
attachment location of all cbjective evidence, The table also indicates any deviation teken from the scripts during

T ...n}-l_‘. .-.-. 7 - I.,-_. Em Ty = .-I.h‘.-.-l x _;--:_alu T e
T

None

1Q-04 Pass Attachment 7.4,7.5,7.7, and 7.8 None

1Q-06 Pass Altachmenis 7.6, 7.7, and 7.8 One: see §8.1

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

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

Template 730002845, Version 02 Walers Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE™

Report No: TE82943-16-1QR | lteration No: 01 | SAP No: TE00829430QX

74 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 Secript 1Q-06: Functional Verification

7.7 Objective Evidence iQ-06: Passing Test Record for UUT Part #186015080 (S/N: D18QSPD02A)
7.8 Objective Evidance 1Q-06: Passing Test Record for UUT Part #186015001 (S/N: D18UPB453A)

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

8.1 Description: P/N: 186015082 was not tested as part of this qualificalion as specified in TE82943-28MAR2018-
VAF.

Proposed Corrective Action; There Is no need to test P/N: 166015082 because the part Is not bullt or tested at this
site.

Resolution: No resolution necessary. Functional tests of P/N: 188015080, P/N: 186015001, and P/N: 186015018
are sufficient to prove the functionality of this test system.

9.0 References

730004135, Ver, 00 Installation Quelification Procedure
735002010, Rev. L, Ver. 10 Acquity BSM Pump Automated Test Procedure
735002155, Rev. K, Ver. 07 Acquity QSM Final Instrument Test Procedure
735001828, Rev. E, Ver. 04 Calibration / Maintenance for TE82943 Procedure
ECR #0221562 Engineering Change Request Releasing Emerald Firmware for New Parts
ECR #9221630 Enginsering Change Request Releasing Emerald Firmware for Exisling Parts
ECR #9221631 Engineering Change Request Releasing Emerald Firmware for Existing Parts
TMDO010478 Ver, 01 Temporary Manufacturing Deviation for Bifrost Validation
TES2943-286MAR2018-VAF Validation Assessment Form for Bifrost Part Number Add
TEB82943-18-1QR_lteration 00 Instaliation Qualificatlon Report for TE62943-16
Template 730002845, Verslon 02 Waters Confidential
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FORM

Waters

THE SCIENCE oF wiATS possigee=  Titled Individual Training Form

Document No: 730002857 Varslon No: 00 Page 1 of 1

Tralning Type: | Read and Understood

Name_: ANC‘ ,(’N CHEONG’ Em‘;g?lyne 24 601§
Date of Tralning [t APR 2918

Comments: { OBl exmaysow
Document Number Title ' . Rav. #
735002010 Acquity BSM Pump Automaled Test L
735002155 Acquity Q8M Pump Final Instrument Test H
//
1 / /
\J
e
/5'- o«
/
//
e
Wb MASTER  TeSHNICI AN 16 APR 201F
Employes's Signature Tille Date
A'—{ - gENIOR. EN G INEER (b meR Z2D1D

Trainer's Signature Title Date

Document No.: TE82943-16-1QR

Iteration No.: 01

Attachment: 7.1 Page: 10of1

! Without preceding “90”
Walers Confidentlal Templale 730001404 V01

it Is the User's responsibiity to verlfy they are using the current released verslon



Waters

THE SCIENCE OF WHAT'S PDSSIELE."

Title: individual Training Form

FORM

Document No; 730002857 Version No: 00 Page 1 of 1
Training Type: | Read and Undersiood
Name: | cewnn ver weon Em?llﬁyee Cigosh
Dateof Training | o% mar =our
Commenis: iR
Document Number Title Rev, #
7300044135 Instailation Qualification Protocol 00
- =
& R
L ﬂ
a-
/,.,,10
/
% MANUPRLTURING ENGINEER %+ mpaaoll
Employee's Signature Title Date
[T, NP Mg > 0‘64- *

Trainer's Signaiure Thie Date 25APR3SIE.
Document No.: TEB2943-16QR
Iteration No.: 01
Attachment: __ 7.2  Page: _ 1 of _1

! Withow preceding ~90™
Waters Confidential Template 730001104 VO1

itIs the User's responsibilty to verify they are using the current released varsion



WORK INSTRUCTION / OPERATING PROCEDURE
Waters

E EEIEN e T OCE e Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 1 of 3
1Q Test Name: Associated Documentation Verification ] Tast Seript No.: 1Q-01
Equipment No./ID: TEB2943-16 | Equipment Name: Acquity SDS Finel Test System
Installation Site: Flextronlcs: WPPL, Singapore
Purpose:
Te verify that supporiing documentation is avaitable prior to the completion of qualification.
Test Execution:

List all applicable documents (Preventive Maintanance, Calibration, Operating Procedures, Test Specification Procedures,
Manufacturing Procedures, ste.) under the Document type header and then complefa the table below. If applicable
documents are unavailable state why in the commenis section. All appiicable documents must be in either Ready, Pre-
Rel-Prod, or Release Genaral state in SAP. Enter N/A for any parameter or cell that Is not used or not applicable.

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

" DocumentTypel |l 2
TSP : 7350%%MRev.f.W,m?] T e, -. Feney 0 okmay o012
.. TSP -m%gMRggal!lmmngadep L READY YH o8 may sl
i e el - A
Comments

Overall Test Concluslon: p’Pass DO Fail
Copy this Test Script as needed

Woaters Confidential Template 730000483 V08 Document No.: TEB2943-16-IQR
It is the responslbility of the user to verify thay are using the current released version. Iteration No.: v 01

HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL —_—
Attachment: 7.3 Page:1of 1



WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE” Title: lﬂsta"ation Quanﬂcaﬂon Procedl.ll‘e
Document No: 730004135 Version No: 00 Page20f3
IQ Test Name: Test Software and Instrument Firmware Version | Test Script No.: 1Q-04
Equipment No.JID: TEB2943-16 Equipment Name: Acquity SDS Final Test System

Installation Site: Flextronics: WPPL, Singapore

Purpose:
To verify thet the Installed firnware/software Is correct per the applicable deslign/operational decuments (TSP, ASP, MPR,
BOM, and/or aother Design documents).

Test Execution:

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

Objective Evidenca:

Completed Test Script Data Sheet
identify the applicable design/operational document that defined the required software/ffirmware version(g) in the
assocla Installation Qualification Report.

Equipment Software : Version: 3. Y oHmmya0ld
. Eduipmepi Sofware, | VerSon:22 | Version: 3. P
R e
Equipment Software - | Version: 17

'"mm%oﬂggm V'a.rsit.:n:1.71_.§81 : | Version: 1AM pPAEL YH o mayaew

Varsion: 13 14,573 YH o4 a8

_lnE m?'lﬂgb.gz!s"o'{"b“ifa: | version: 1.71.38;! Version:  («=. 3g3 Prer YH  oymmysord

'“‘;,“N"‘,fgém“o‘;‘gm Version: 1.71.381  © © | Version: o=, pree | Gy otmapsme
Comments:
BSM sofiware varsion specified in 735002010, Ver. 10
QSM software version spacified in 735002155, Ver. 07
Firmware for P/N: 186015080 in ECR #9221562
Firmware for P/N: 166015001 specified In ECR #8221631
Firmware for P/N: 1868015018 specified in ECR #8221630

Overall Test Conclusion: ﬁl’aas * O Fail
Copy this Test Script as neaded

Waters Confidentisl Template 730000483 VOB pocument No.: TES2943-16-1QR
It Is the responsibllity of the usar to veriy they are using the cument released verslon. 4
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERsowveL  lteration No: 01

Attachment: 74 Page:1of 1




Waters Corporation - Test Record

Part Number: 186015018 Product; Acquity QSM
Operator: 2468025 Start Time: 05/04/2018, 09:22;

Serial Number:; E18QSM277A End Time: 11:24:
Test System:; TE82043-16 Order: N/IA
Test Software: 1.7 Location: Flextronics, SG

TMD: TMD(10478
Firmware: 1.71.381 (Feb 14 2018 10:01:23)

|Name LSL | Measurement | USL Unit Qutcoms
Test Electrical Safety . PASS
Test Loader Download PASS
Test Reboot Firmware PASS
Test Firmware Version PASS
Test Instrument Type PASS
Test Serial Number PASS
Test Alarms at Bootup PASS
Test Gradient Start Input SHORT . PASS
Test Gradient Start input OPEN ' S PASS
Test Stop Flow Inptit SHORT e FE L PASS
Test Stop Flow Input OPEN PASS
Test Leak Detact Connected 12 03 PASS
Test Loak Detect Disconnected R G T PASS
Test Leak Detect Leak PASS
Test Alarms Recheck : : PASS
Test 8anl Wash Pump Prime/Flow 2 a3 .5 mimin PASS
Test Input D Prime with MoOH 10 28 . 85 Psl PASS
Test Input C Prime with MeOH 10 282 85 P8I PASS
Test Input B Prime with MeOH 10 227 85 PSi PASS
Test Input A Prime with MeOH 10 272 85 Psl PASS
Test Degasser Prassure o 0.68 1.547 P8I PASS
Test Dynamic Leak - Accumulator Leak Rate 5 32 149.8 nl/min PASS
Test Dynamic Leak - Accumulator Percent of Stroke 1 24 30 % PASS
Test Dynamic Leak - Accumulator Compressed Volume 1 14 50 uL PASS
Test Dynamic Leak - Accum. Maximum Pressure 14000 14028 15000 psi PASS
Test Dynamic Leak - Prirnary Leak Rate 5 22 149.9 nLimin PASS
Test Dynamic Leak - Primary Percent of Stroke 1 24 50 % PASS
Test Dynamic Leak - Primary Compressed Volume 1 14 50 ulL PASS
Test Dynamic Leak - Primary Maximum Pressure 42000 12016 13000 psi PASS
Test Flow Rate Accurncy 2.0ml!min 1.98 2.002 202 mimin PASS
Test Pressure Ripple at 2 inlimin 0 2 15 Psi PASS
Test Flow Rate Accuracy 0.5mlfmin 0.495 0.503 0.805 ml/min PASS
Test Static Leak Decay Vent Valva to Filter/Mixer 1 20 250 PSiimin PASS
Test High Prassiire : 9000 11812 14000 PS) PASS
Test Composltionai Accuracy -AC90%AU 89.5 89.86 90. 5 % PASS
Test Compositional Accuracy - BDI0%AU 89.5 89.72 80.5 % PASS
Test Compositional Accuracy - BD10%AU 9.5 9.97 10.5 % PASS
Test Compositional Accuracy - AC10%AU 9.5 10.02 10.5 % PASS
Test Serial Number Ra—varlftcatlon PASS
Test Fans ' PASS
Test LEDs o s PASS
b ] Document No.: TE82943-16-1OR
Ser. No..E18QSM277A . Page10f2  aration N6 01

LT Attachment: ' _ 7.5 -Page:1of 2



Acquity QSM Final Test Overall Resuit - PASS

Signed: Anﬁ- k:h ('J‘.uhy webo ¢ Date: o MAY 201§
ENDOF DATA = + +* = ' v e e
Document No.: 7582543-16-IQR

iteration No.: __ 01
Attachment: 7.5 Page: 2 of 2

Ser. No..E18QSM277A Page 2 of 2



WORK INSTRUCTION/ OPERATING PROCEDURE
Waters

e BCIENCE OF Wtk R FORSINUE. Title: Installation Qualification Procedure

Document No: 730004135 Version No:; 00 Page 3 of 3
1Q Test Name: Functional Verification [ Test Script No.: 10-08
Equipment No./ID: TEB2943-16 Equipment Name: Acquity SDS Final Test System

Instaltation Site: Flextronics;: WPPL, Singapore

Purpose:
To verify that system transfer and/or qualification activitles have not adversely affected system functionality.
Test Execution:

One UUT shall be tested to verify that the test equipment functions as expectad. If the system creates andlor tests more
than one part number, the UUT to be tested per this Script should be & “worst case® product, and defined within the
assoclated Instailation Qualification Report. Enter N/A for any parameter or call that is not used or applicable.

Objective Evidence:
Completed Test Script Data Shest
Copy of the system Test Record for the UUT, if applicable.

UUT Parl Number: 188015080 All equired

JUT:Pait Numbeg, 18001508 All required CTQ Specification |

UUT Serel Number, 12 @sp bpan | ., Measurements resul i Pass. | © YH oumay 2ot
UUT Part Number: 188015001 ' | Altraquired CTQ Specification | . wn o may ool
UUT Serlal Number: Di@uPBy53n | Measurements resultin a Pass.

Comments:

Overal Test Conclusion: }Z Pass O Fail
Copy this Test Script as needed

Waters Confidential Template 730000483 VU6  ppcument No.: TES2943-16-1QR
it Is tha responsibllity of the user to varify they are using the current relessed version. . _—
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED 8Y AUTHORISED PERsONNEL  Iteration No.: 01
Attachment: 7.6 Fage:1of 1




Waters Corporation - Test Record

Part Number; 186015080 Product: Acquity QSM PLUS
Operator: 246025 Start Time: 05/03/2018, 16:34:

Serial Number: D18QSP002A End Time: 05/04/2018, 09:09:
Test System: TE§2043-18 Order: N/A
Test Software: 1.7 Location: Flextronics, SG

TMD: TMDO010485
Firmware: 1.71.381 (Feb 14 2018 10:01:23)

lName LSL | Measurement § USL Unit Outcome
Test Electrical Safety PASS
Test Loader Download PASS
Tast Reboot Firmware PASS
Test Firmware Version PASS
Test Instrument Type PASS
Test Serial Number PASS
Test Alarms at Bootup PASS
Test Gradient Start Input SHORT : PASS
Test Gradient Start Input OPEN ot = PASS
Test Stop Flow Input SHORT : PASS
Test Stop Flow Inpm OPEN . PASS
Test Leak Detect C,onnecbed - PABS
Test Leak Detect Disconnected Er PASS
Test Leak Detect Leak PASS
Test Alarma Recheck: - . PASS
Test Seal Wash Pump Prime/Flow 2 28 : 5, mimin PASS
Test Input D Prime with MeOH 10 33.7 * 85 PSi PASS
Test Input C Prime 'with MeOH 10 333 85 PSI PASS
Test Input B Prime with MeOH 10 32.3 a5 PSi PASS
Test Input A Prime with MeOH 10 24 85 PSI PASS
Test Dagasser Pressure 0 0.76 1.5647 PSi PASS
Test Dynamic Leak - Accumulator Leak Rate 8 47 149.9 nLimin PASS
Test Dynamic Leak - Accumulator Percent of Stroke 1 23 30 % PASS
Test Dynamic Leak - Accumulator Compressed Volume 1 13 50 ul. PASS
Test Dynamic Leak - Accum. Maximum Pressure 14000 14019 15000 psi PASS
Test Dynamic Leak - Primary Leak Rate 5 38 1499 nlimin PASS
Test Dynamic Leak - Primary Percent of Stroke 1 23 80 % PASS
Test Dynamic Leak - Primary Compresased Volume 1 13 50 ulL PASS
Test Dynamic Leak anary Maximum Pressure 12000 12017 13000 psi PASS
Test Flow Rate Accuracy. 2.0ml/min 1.98 2.01 2,02 mlmin PASS
Test Pressure Ripple at 2 mU/min 0 2 15  PS| PASS
Test Flow Rate Accuracy 0.5mlimin 0.495 0.505 0.505 milimin PASS
Test Static Leak Decay Vant Valve to Filter/Mixer 1 19 250 PStmin PASS
Test Righ Pressiure . 3000 11620 14000 PSl PASS
Test Compositional Accuracy AC90%AU 89.5 90.45 90.5 % PASS
Test Compositional Accuracy - BD90%AU 89.5 90.3 80.5 % PASS
Test Compositional Accuracy - BD10%AU 9.5 10.31 10.5 % PASS
Test Compositional Accuracy - AC10%AU 9.5 10.39 10.5 % PASS
Test Serlal Number Ra-vertﬂcaﬂon PASS
Test Fans . PASS
Test LEDs . C PASS
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Waters Corporation - Test Record

Part Number: 186015001 Product: Acquity BSM
Operator: 246025 Start Time: 05/03/2018, 13:10:

Serial Number: D18UPB453A End Time: 05/03/2018, 14:40:
Test System: TEB2943-16 Order: N/A
Test Software: 2.2 Location: Flextronics, $G

TMD: TMDO010478
Firmware: 1.71.387 (Feb 14 2018 13:16:28)

Name LSL | Measurement| USL Unit Qutcome
Test Electrical Safety PASS
Test Loader Download PASS
Test Reboot Firmware for Pump B Download ) PASS
Test Firmware Version . PASS
Test Serial Number . to PASS
Test Alarms at Bootup PASS
Test Switch2 Output ON PASS
Test Switch2 Output OFF - PASS
Test Switch3d Output ON PASS
Test Switch3 Qutput OFF - PASS
Test Run Stopped Output ON PASS
Test Run Stopped Output OFF PASS
Test Switch? Output ON. . e PASS
Test Switch? Output OFF PASS
Test Gradient Start Input SHORT : PASS
Tast Gradient Start input OPEN ! . PASS
Test Stop Fiow Input SHORT ; PASS
Test Stop Flow Input OPEN PASS
Test Auxiliary? Input SHORT PASS
Test Auxillary?.Input OPEN" PASS
Test Auxillary2 Input SHORT PASS
Test Auxiliary2 input OPEN PASS
Test Analog Output2 set to 2.0 VDC 1.9 2 21 VDC PASS
Test Analog Output2 get to 0.0 VDC 81 0 01 VDC PASS
Test Analog Output! ét'to 2.0 VDC 1.9 2 214 VDC PASS
Test Analog Outpi.l"ﬂ get {0 0.0 VDC 0.1 0 0.1 voc PASS
Test Leak Datect Connected PASS
Test Leak Detect Disconhected PASS
Test Leak Detect Input Low PASS
Test Leak Detect Input High PASS
Test Alarms Rechetk: PASS
Test Seal Wash Pump Primeé/Flow 2 3 5 mi/min PASS
Test Pump A Input 2 Prime with IPA 115 175.7 280 PSl PASS
Test Pump B Input 2 Prime with IPA 116 168.7 280 Psl PASS
Test Pump A Input 1 Prime with MeOH 15 §50.2 85 PS! PASS
Test Pump B Input1 Brime:with MeOH 15 446 85 PSi PASS
Test Degasser Pressure - 0 0.61 13 PSI PASS
Test Degassar Switch: Setting PASS
Test Static Leak Pump A - Accumulator Dacay Rate 1 98.9 200 psig/min PASS
Test Static Leak Pump A -~ Accumulator Compression Stroke 1 25 30 % PASS
Test Static Leak Pump A - Accumulator Inferred Leak Rate 0.01 0.12 0.8 ulimin PASS
Test Static Leak Pump A - Accum. Highest Pressure Achieved 14000 14008 15000 psig PASS
Test Static Leak Pump A - Primary Decay Rate 1 59 200 psigimin PASS
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Test Static Leak Punip A - Primary Compression Stroke

Test Static Leak Pump A - Primary Inferred Leak Rate

Test Static Leak Pump A - Primary Highest Pressure Achieved
Test Static Leak Pump B < Accumulator Decay Rate

Test Static Leak Pump B - Accumulator Compression Stvoke
Tast Static Leak Pump ‘B - Accumulator Inferrad Leak Rate
Test Static Leak Pump B - Acdum. Highest Pressure Achieved
Test Static Leak Putnp B - Primary Decay Rate

Test Static Leak:Pump B - Pritnary Compression Stroke

Test Static Leak Piimp B'- Primary Inferred Leak Rate

Test Static Leak Pumj) B - Primary Highest Pressure Achleved
Test Flow Rate Accliracy Pump A 2mimin

Test Pump A Pregsure Ripple

Test Flow Rate Accuracy Rump A 0.5milmin

Test Flow Rate Accuracy Pump B 2ml/min

Test Pump B Pressure Ripple

Test Flow Rate Accuracy Pump B 0.5mimin

Test Flow Rate Accuracy Pump A&B 1.0ml+1 Omlimin

Test High Pressure Flow Pump A&B

Test Dynamic Leak Manifold to Filter Tube

Tast Serial Number Rb-valiﬂcatlon

Test Fans .

Test LEDs

i -.._' s

1
0.01
12000
1
1
0.01
14000

1 0
1
0.01
12000
1.98
0
0.498
1.98
0
0.495
1.98
9000
Q

24
0.06
12003
160.6
28
0.26

. 14017

66.6
.‘25.
0.08
12008
2,009
10°
0.504
2.011
7
0.504
2.004
11730
0.124

.

Acquity BSM *Fmal Test Overall Result - PASS

' Y *‘f"i".
".r ‘!’t bl

'.- '..

30 %
0.8 ulmin
13000 psig
200 psig/min
30 %
0.8 ul/min
15000 psig
200 psig/min
30 %
0.8 ol/min
13000 pslg
2.02 miimin
15 PSl
0.505 miimin
2.02 ml/min
15 PSI
0.5056 mi/min
202 mimin
14500 PSI
1 ul/min

PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS

S'&ned Aa"‘ﬁKth C.k.umg/ 2¢éors

Date‘:

o2..MaY 201Y
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