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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE”
Report No: TEB2043-13-IQR | Iteration No: 01 | SAP No: TE0082943QX

1.0 Purpose

The Acquity SDS Automaled Tast System {TE82943-13) Is located at the WPPL Flextranies Contract Manufacturer Site In
Singapore. The test siation 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 iwo soflware verslons installed to test QSM and BSM products, In the final test, the UUT is connected to the
{est stalion and the electrical, mechanical, and fluidic performance of the unil are tested.

This Installation Qualification is being performed as required by TE82943-28MAR2018-VAF, which can be found in the
TE0082843QX directory of SAP,
2.0 Scope of Report

This Installation Qualification Report delails the qualification acliviies undertaken for the Acquity SDS Automated Test
System (TE82843-13) based on the requirements of the Installation Qualification Procedure 730004135, Ver. 00.

This Instaltation Qualification Report defines the documents used lo qualify the Acquity SDS Automated Test System
{TEB2043-13).
3.0 Summary of Results - Statement of Fitness for Intended Use

The Acquity SDS Aulomated Test System was tested in accordance with the Installation Qualification Procedure
730004135, Ver. 00. All required Test Scripts were performed and all objective avidence requirements have bean met.

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

Following the approval of this Qualificafion Reporl, the Acquity SDS Automaled Test System (TES82943-13) can be
considered fully qualified and fit for intended use.

4.0 Glossary
The following definitions are used in this document:
Tarm Explanation ;
% Percent
§ Section
BOM Bill of Materials
BSM Binary Solvent Manager
CAL Calibration
cGMP Current Good Manufacturing Practice
CTGQ Critical lo Quality
ECR Engineering Change Request
EDV Equipment Design Verification
FW Firmware
D Identification
IPA Isopropanol
IQ{R) installation Quslification {Repori)
Template 730002845, Version 02 Waters Confidential
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Waters

THE SCIENCE OF WHAT'S POSSIBLE.

Installation Qualification Report

Report No; TE82943-13-1QR

| tteration No: 01 |

SAP No: TEQ082943QX

R R ey

LED Light Emitting Diode
LSL Lower Specification Limit
MeOH Methanol
mL/min Millliters per Minute
N/A Not Applicable
nl/min Nenoliters per Minule
PIN Part Number
PSI{G/min) Pounds per Square Inch (Gauge per Minute)
Qsm Quatemary Solvent Manager
SAP Enterpiise Resource Planning Software
SDS Solvent Delivery System
™D Temporary Manufacturing Deviation
TSP Test Specification and Procedure
ul {(uL) Microliters
UPLC Ultra Performance Liquid Chromatography
usL Upper Specification Limit
uuTt Unit Under Test
VAF Velldation Assessment Form
vDC Valts Direct Current
WPPL Waters Pacific Private Limited
5.0 Training

The operator of the Acquity SDS Automated Test System (TE82943-13) was tralned according to the Acquity BSM Pump
Automated Tesi Procedure 735002010, Rev. L, Ver. 10, the Acquity QSM Final Instrument Test Procedure 735002155,
Rev. H, Ver. 07. The executor of this qualification was tralned according to the Installation Qualification Procedure
730004135, Ver. 00. Operalor and exacutor {raining records are provided as Attachment 7.1 and 7.2, respectively.
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Wo’rers ' Installation Qualification Report

THE SCIENCE OF WHAT'S PDSSIBLE!

[ Report No; TEB2943-13-1QR | Meration No: 01 | SAP No: TE0082943QX

8.0 Qualification Results

6.1 Test, Script 1Q-01: Associaled Documentation Verification was perormed according to Installation Qualification
Procedure 730004135, Ver. 00. The completed Test Script Data Sheet is provided as Atiachment 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:

f Dmf’% U“Aﬂer se’e‘:ﬂon 5 ,1._-.3.!.Hmmm_ﬂ....*.“ nEdEs g e e S i e Noters
#Eﬁﬁ'.ﬂ:"m .ﬁ?ﬁ'["?ﬂhﬂ'dmu E}:Sm W@EWWW}
B AunTys Oocumem Ve Desciplon Smawa s
["'A TSP Tasoawin 00 AcQuity BSM Pump Automated Final Test /RELEASE GENERAL  Edward Jackson
1B TSP 725002010 01  AcOulty BSM Pump Automated Finaf Test ‘RELEASE GENERAL  Edward .ackon
[|c TSP 735002010 02  AcQuity BSM Pump Automated Final Test RELEASEGENERAL  Edward Jackson
[ _| D TSP 735002010 03 AcQuity BSM Pump Automated Finad Test RELEASE GENERAL  Edwand Jackson
T JE TSP 735002010 04  .AcQuity BSM Pump Automated Finat Test ’ RELEASE GENERAL  Fxhward Jackson
[|F TSP 735002010 05 AcOuity B5M Pum Automated Fina Teat RELEASE GENERAL  Edward Jackson
L{6 TP 700210 05 .AcQuity BSM Pump Autcmated Final Test RELEASE GENERAL  Edward Jackson
H TSP 735002010 07 AcQuity BSM Pump Autommed Finas Test RELEASE GENERAL  Edward Jackson
LM TSP TIS00N0 08 AcQuly BSM Pumg Automated Finel Test RELEASE GENERAL  Edweard Jackson
LK TSP 75002010 09 AcQuity BSM Pump Automated Finel Tast RELEASE GEHERAL  Edward Juckstn
&l TSP 73500010 W AcQuity BSM Pump Avlomated Final Tost READY Exhward Juckson
6.1.2 The Acquity QSM Final Instrument Test Procedure 735002155, Rev, H, Ver. 07 was confirmed to ba in
SAP with a slatus of Ready, as evidenced below:
_ Document List After Selection . 8 Hits . L -
ol i A SR e Ak ok, e w it kLY 14 3 o Iy BRSNS L 1 T L L L
CSB /A ME D k?@ﬁ?ﬁa&m- ToSae mﬁlﬁl@ﬂ Tlmbmlstlmw)
§ RedevType  Documem Vs IDucdpthn Stetus taxt [Long name
A TSP 735002155 00 Accuity QSM Final Instrument Test 'RELEASE GEMERAL  Edwand Jackson
B TSP 735002155 01 Acquity QSM Final instrument Test RELEASE GEWERAL  Echwad Jackson
‘C TSP 735002155 02 Acquity QSM Final instrument Test RELEASE GEMERAL  Edward Jackson
D TSP 135002155 03 Accuiy GSM Fial lnstrument Test RELEASE GENERAL  Edvard Jackson
E TSP 735002155 04 Acquiy GSM Final Instrument Tast RELEASE GENERAL  Edward Jackson
~F TSP 735002155 05 Acquty QSM Final lnstrument Test [RELEASE GERERAL  Daniel Guerlin
TG TSP TaShOnsS 06 Acquity QSM Final instrument Text RELEASE GENERAL  Edward Jackson
E] TSP 735002155 07 Acquity SM Final Instrument Test READY Edwand Jackson
6.1.3 The Calibration / Maintenance for TEB2943 Procedure 735001828, Rev. E, Ver. 04 was confirmed to be in
SAP with a status of Release General, as evidenced below:
Document UStAﬂer se’ecﬂog.nu B _..,_§ I!!!E o ‘!""' e R e I e ) S ITE ST ﬁ..:...uLu.«'-‘:.n!rvS-ire!:Sﬂ'nn;i
W-E-IEIE"-ID i?E‘ B 7 [ [ Coose &su 'EIEE}@ Thusmbnads frages)
E Redev Type Domnt- Vs Del—uiptm ;i - smnstm |I.ongnm
[ /A CAL Tastoie2n 00  AcOuity BSM Automated Testar Calibration 'RELEASE GEMERAL  Edward Jackson
B CAL  TIS001820 01 AcCuity SOS Aulomated Taster Calibration RELEASE GENERAL  Eddward Jackscn
1€ CAL  TI5DO1AIE 02  AcQuity BSM Autormated Tester Calibration RELEASE GENERAL  Edward Jackson
. D CAL 735001228 03 Calibeation/Maintenance for TER2943 RELEASE GENERAL  Edward Jacksan
EIE___cAb  T3soow2s 04 Calibration/taintenance kor TEB2043 RELEASE GENERAL — Edward Jacksun
Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE82943-13-1QR | teration No: 01 | SAP No: TE0082943QX

6.2 Test Script 1Q-02: Site Verification and Test Script 1Q-03: Instrumeniation Calibration Verificatlon were not
performed as part of this Qualification according to TE82843-28MAR2018-VAF.

821 All results can be found in the previously execuled TES2243-13-IQR_Heration 00, which can be found In
the TEDD82943QX directory of SAP. This remains a valid qualification for the TE82943-13 sysiem.

6.3 Test Script IQ-04; Software and Instrument Firmware Verslon was performed according to Installation Qualification
Procedune 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
Procedure 735002010, Rev. |, Ver. 10 Is Test Software 2.2 and was verified to malch the version listad on
the passing test racord. Refer to Attachment 7.8.

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

6.3.3 The firmware version for P/N: 188015080 fisted In ECR #3221582 Is version 1,71.381 and was verified to
malch the version listed on the test record. Refer lo Attachment 7.7.

6.3.4 The firmware varsion 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 #9221830 is verslon 1.71.381 and was verified to
maich the verslon listed on the test record. The passing test record is provided as Atlachment 7.5,

6.4 Tesl Script IQ-056: General Safely and Alarms was not performed as part of this qualification according lo-
TEB2943-26MARZ018-VAF,

8.4.1 Al resulls can be found in the praviously executed TE82843-13-1GR_ltaration 00, which can be found in
the TED082943QX directory of SAP. This remains a valid qualification for the TE82943-13 system.

8.5 Test Script 1Q-06: Funclional Verification was performed according to Installation Qualification Procedurs
730004135, Ver. 00. The complated Test Script Data Sheet Is provided as Attachment 7.6,

8.5.1 One (1) Acquity UPLC H-Class QSM Plus (P/N: 186015080, S/N; D18QSP002A) was tesled using the
Acquity SDS Automated Test System (TE82943-13) with all tests passing, The passing test record is
provided as Altachmeant 7.7.

6.5.2 One {1} Acquity UPLC BSM (P/N: 186015001, S/N: D18UPBA453A) was tested using the Acquity SDS
Automated Test System (TEB2843-13) with all tests passing. The passing test record is provided as
Attachment 7.8,

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

qualification.
SeriptoF'Sacton | ¥ Pass/Eaily [;L30 o Oblective EVIdanes il ¥ oe P c Ll Daigtions . el @ |
1Q-01 Pass Altachment 7.3 None
1Q-04 Pass Altachment 7.4, 7.5, 7.7, and 7.8 None
1Q-06 Pass Attachments 7.6, 7.7, and 7.8 One: see §8.1

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

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

Template 730002845, Version 02 Waiters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.”

Report No: TEB2943-13-IQR | Iteration No: 01 | SAP No: TED082943QX

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

75 Objective Evidence IQ-04: Passing Test Record for UUT Part #186015018 (S/N: D18QSM152A)
7.6 Completed Test Script 1Q-08: 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 exaculion of the Installation Qualification Procedure 730004135, Ver, 00.

8.1 Description: PIN; 188015082 was not tested as part of this qualification as specified in TE82943-28MAR2018-
VAF.

Proposed Corrective Action; Thera Is no need lo test P/N: 186015082 because the part is not built or tested at this
site.

Resolution: No resolution necessary. Functional tests of P/N: 186015080, P/N: 186015001, and P/N: 186015018
are sufficient to prove the functionslity of this test system.,
9.0 References
The current approved versions of the following documents are referenced within this reporl

i e e LD e
730004135, Ver. 00 1 Instalation Qualification Pracedure
735002010, Rav. L, Ver. 10 Acquity BSM Pump Automated Test Procedure
735002156, Rev. H, Ver, 07 Acquity QSM Final Instrument Test Procedure
735001828, Rev. E, Ver. 04 Calibration f Malntenance for TE62043 Procedure
ECR #9221562 Engineering Change Request Releasing Emerald Firmware for New Parts
ECR #8221630 Engineering Change Requesl Releasing Emerald Firmware for Existing Parts
ECR #9221631 Engineering Change Request Releasing Emerald Firmware for Existing Paris
TMDO010478 Ver. 01 Temporary Manufacturing Deviation for Bifrost Valldation
TEB2843-28MAR2018-VAF Validation Assessment Form for Bifrost Part Number Add
TEB2943-13-1QR_ltaration 00 Installation Qualification Report for TE82843-13
Template 730002845, Version 02 Waters Confidential
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Waters

THE SCIENCE OF WHAT'S POSSIBLE.

Title: Individual Training Form

FORM

Document No: 730002657 Versian No: 00 Page 1 of 1
Training Type: | Read and Understood
. Employee
‘Name: ANG Kin CHEONG D’ 246025
: DateofTrainlng JL APR. 29!}
] _Comments:
Aphanrpient NI St & 3018
Document Number Title Rev. #
735002010 Acqulty BSM Pump Automated Test
735002155 Acqully QSM Pump Final Instrument Tes! H
L~ <=
//
\ 3
¢ oy »®
55"

"#&H‘V MASTER  TeSHNICIAN  [& APR 20]F

Employee's Signalure Title Data
AH SENoR. EMNGINEER 1o APR ?j)l?s

Trainer's Signature Title Date

Document No.:
Iteration No.:
Attachment:

! Without preceding “50"

TE82943-13-I1QR
ol
71 Page: 1 of 1

Waters Confidential

Templale 730001104 V01

itis the User's responsibliily to verify they are using tha current relcased version



Waters

Title; individual Training Form

FORM

THE SCIEHCE OF WHAT'S POSSIBLE"
Documnent No; 730002857 Version No; 00 Page 1 0of 1
Tralning Type: | Read and Understood
Name: CHAnl VBB 4}eon E'n"’lljoiyee (A -3 -4
Data of Tralning Ot map >o\r
Commaents: HiR
Document Number Title Rev, #
730004135 installation Quallfication Protocal (1]
/ -
LY \\ /
\5\% -] [
“v
/° *d‘
/
% MANUPALTURING BTG INTER + mpeaol@
Employee's Signature Tille Dale
N1A tim Nin ~ % )

Trainer's Signsiure Tile Date 25APRICIE.
Document No.: TES82943-13-1QR
lteration No.: 01,
Attachment: 7.2 Page: 1 ol 1

! Without preceding ~90"
Waters Confldential ?emplale 730001104 VO1

R s the User's respensibifity 1o verify they are using the current relonsed version




WORK INSTRUCTION/ OPERATING PROCEDURE
Waters

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

Document No: 730004135 Varsion No: 00 Page 10f3
1Q Test Name: Associated Documeniation Verification I Test Script No.: IQ-01

Equipment No./ID: TE82943-13 J Equipment Name: Acquity SDS Final Test System
Installation Site: Flexironics: WPPL, Singapore

Purpose:

To verify that supporting documentation is avallable prior to the completion of qualification.

Test Exacution:

List ell applicable documents (Preventive Maintenance, Calibration, Operating Procedures, Test Specification Proceduras,
Manufaciuring Procedures, efc.) under the Documeant type header and then complete the table below. If applicable
documents are unavailable state why in the commants section. All applicable documents must be In elther Ready, Pre-
Rel-Prad, or Releass General slata in SAP. Enter NJ/A for any parameter or cell that Is not used or not applicable.

Objective Evidenca:
Completed Tesl Script Data Sheet
SAP Screen shot of below available doeument(s)

i i 20 APR 200
Siyep “Hedully QSM Flnallnsirum:antTesthp EELE:
goapmitd - | 735002155, Rev, H, Ver, 07 - PR RERDY YH  Zoare aonp
: T Callbrationl MalntananeeforTEBZQﬂfs e RELEASE
CAL © | 735001825, Rev. E, Ver. 04 - : QEAERAL YH  ZOAPRIOAD
Comments:

Oversll Test Conciusion;  fiPass O Fail
Copy this Test Script as needed
Waters Confidential Templale 730000483 V06 Document No.: TES2943-1340R

It Is the responsibility of the user to verify they are using the current relsased version. v
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL  Wteration No: 01

Attachment: 73 Page:1lof 1



WORK INSTRUCTION / QOPERATING PROCEDURE
Waters

THE SCIENCE DF WHAT'S POSSIBLES Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page2of3
IQ Test Name: Test Software and Instrument Firmware Version Test Script No.: 1Q0-04
Equipment No/ID: TEB2943-13 ] Equipment Name: 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 critical Instruments/components and/or sub-systems that require software and/or firmware In the Descriplion
column., List the associated required software/ffirmware version, as defined in the applicable design/operational
documents, in the Acceptance criteria column. Verify that the software/firmware version on the Test Equipment match the
acceptance criteria and are identical. Enter N/A for any parameter or cell that is not used or applicable.

Objective Evidence:

Completed Test Script Data Shest

identify the applicable design/operational document that defined the required sofiware/firmware version(s) in the
1

| associated Installation Qualification Re
BSMTest !
Equipment Software | Vorsion: 2.2 pass Y @ e Sof
QSM Test : .
Equipment Software Version: 1.7 Version: 1«# PAZS o R ey
Instrument Firmware : -
P/N: 186015080 Version: 1.71.381 Version; I+ 381 = 1o VA omesob
Instrument Firmware : ]
P/N: 186015001 Version: 1.71.387 Verslon: . 1. 38% prct e TS
ln;trlnlgn“egém 501aare Version: 1.71.384 Version: 1. 3&¢ PALS Y oy ool
Comments:

BSM software verslon specified In 735002010, Ver. 10
QSM software verslon specified in 735002155, Ver. 07
Firmware for P/N: 186015080 in ECR #9221562
Firmware for P/N: 186015001 specified in ECR #9221631
Firmware for P/N: 186015018 specified in ECR #9221630

Ovaerall Test Conclusion: ;{ Pass O Fail
Copy this Test Script as needed
Waters Confidential Template 730000483 V08 parument No.: TE82943-13-IQR

It is the rasponsibility of the user to verify thay are using the current releasad version. LT
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSOMVEL  Iteration No: 01
Attachment: 74 Page:1of 1



Waters Corporation - Test Record

Part Number: 186015018 Product: Acguity QSM

Operator: 248025 : Start Time: 05/02/2018, 09:58:
Serial Number; D18QSM152A End Time: 05/02/2018, 13:35;
Test System: TE82943-13 Order: N/A

Test Software: 1,7
Firmware: 1.71.381 (Feb 14 2018 10:01:23)

Location: Flextronics, SG

Name L8L | Measurement § USL Unit Cutcome
Test Electrical Safety PASS
Test Loader Download PASS
Test Reboot Firmware PASS. ...
[est Firmware Version PASS
re Test Instrument Type PASS g
est Serial Number PASS
lbst Alarms at Bootup PASS ié
¢st Gradient Start Input SHORT pass |}
¢st Gradient Start Input OPEN ' PASS
'__ Stop Flow Input SHORT PAS
Test Stop Flow Input OPEN PASS———
Test Leak Datect Connected PASS:
'-Tgst Leak Detect Disconnected PASS
Test Leak Detect Leak PASS
Test Alarms Recheck PASS
ifest Seal Wash Pump Prime/Flow 2 38 5§ mlUmin PASS i
Tlm Input D Prime with MeOH 10° 288 8  PSI PASS !
Input C Prime with MeOH 10 289 85 PSI P&% !
Input B Prime with MeOH 10 29.7 85 PSI BA 1
ifest Input A Prime with MeOH 10 30.8 85  PSI PASS
{lést Degasser Pressure ) 072 1547 PSI pASE i
Tt Dynamic Leak - Accumulator Leak Rate 5 30 1499 nbmin  PASS |
T'ost Dynamic Leak - Accumulator Percent of Stroke 1 23 30 % PA
Test Dynamic Leak - Accumutator Compressed Volume 1 13 50 uL PABE-—~ -
ifest Dynamic Leak - Accum. Maximum Pressure 14000 14023 15000 psl PABS: 1
Yast Dynamic Leak - Primary Leak Rate 5 20 149.9 nl/min PABE ™
Test Dynamic Leak - Primary Percent of Stroke 1 23 50 % PASS
Test Dynamic Leak - Primary Compressed Volume 1 13 80 uL PASS
Test Dynamic Leak - Primary Maximum Pressure 12000 12016 13000 psi PASS
'[est Flow Rate Accuracy 2.0ml/min 1.98 2.016 202 milmin PAS§
Tpst Pressure Ripple at 2 mlmin 0 3 15 Psl PASS
est Flow Rate Accuracy 0.5ml/min 0.495 0.504 0.505 ml/min PASS
fest Static Loak Decay Vent Valve to Filter/Mixer 1 16 250 PSlimin PASS
Test High Pressure 8000 10708 140060 PSI PKS'S
Test Compositional Accuracy - ACS0%AU 89.5 90,06 90.5 % PASS
Test Compositional Accuracy - BDS0%AU 89.5 89.81 90.6 % PASS o
Test Compositional Accuracy - BD10%AU 9.5 10149 10.5 % PA§§ e
Test Compositional Accuracy - AC10%AU 9.5 10.36 10.5 % PASS- .
Test Serial Number Re-verification PASS
Test Fans : PASS
Test LEDs PASS
. . 83
Acquity QSM Final Test Overall Result - PASS =
~A8S
Tt L
" - - ST
igned: Ay ki om; e ([Date: o> mby wonss
END OF DATA ‘ Document No.: TE82943-13HQR gs
Ber. No:D18GSM152A Page1of1 lterationNo: _ 01 M3

Attachment: 7.5 Page:1of 1 55




WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 3 of 3
1Q Test Name: Functlonal Verification | Test Script No.; IQ-06
Equipment No./iD: TEB2243-13 Equipment Name: Acquily SDS Final Test System

Installation Site: Flextronics: WPPL, Singapore

Purpose:
Ta varify that system transfer and/or qualification activities have not adversely affected system functionality.
Test Execution:

Ona UUT shall be tested to verify thet the test aquipment functions as expected. If the system creates and/or tests more
than one part number, the UUT 1o be tested per this Script should be a “worst case” product, and defined within the
essoclated Installation Qualification Report. Enter N/A for any parameter ar cell that is not used or applicable.

Objective Evidences
Completed Test Script Data Shaet
Copy of the system Test Record for tha UUT, if appllcahle

UG ReHNUmReSERINGTbS T 3 SR it B D=

IS

UUT Part Numbar: 186015080 A

UUT. Serial Number: D12 aspeoan. | . sull In, Pass yh 3oAPRI6N]
UUT Part Numbar 13601 5001 _:: Al raquired CTQ Spe dﬁcalion

uut Serlal Number: o1#-<tps sean | measurements ‘resulf In a Pass. Pais YH  doark »CAD
Comments:

Overall Test Concluslon: [ Pass O Fail

Copy thia Test Script as needed

Waters Confidential Template 730000483 VOB Document No.: TEB2943-13-1QR
It is the responsibifity of the user to verify they are using the current released version, {teration No.:  O1
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSUNNEL I
Attachment: 7.6 Page:1of 1




Waters Corporation - Test Record

Part Number: 186015080 Product: Acquity QSM PLUS
Operator: 246025 Start Time: 04/23/2018, 09:13:
Serial Number: D18QSP002A End Time: 04/23/2018. 11:12:
Order: N/A
Location: Flextronics, SG
TMD: TMD010485
Firmware: 1.71.381 (Feb 14 2018 10:01:23)
|Nama | LSsL I Messurement | USL Unit Outcome
Test Electrical Safaty PASS
Test Loader Download PASS
Test Reboot Firmware PABS—§
#st Firmware Verafon PASS ]!
st Instrument Type PASS |
Irest Serial Number pASS |
t Alarms at Bootup PASS l
t Gradient Start Input SHORT PASS !
:5t Gradient Start Input OPEN .. PASS __ |
est Stop Flow Input SHORT © 7 T " PASS
fFest Stop Flow Input OPEN PASS
gst Laak Detect Connectad PASS
‘st Leak Detect Disconnected pals’ |
Test Leak Detect Leak PASS
Tést Alarms Recheck PASS
Tost Seal Wash Pump Prime/Flow 2 29 5  mimin PABE
Test Input D Prime with MeCH 10 M4 85 PSl PABS
Test Input C Prime with MeOH 10 30.8 85 PSI PASS |
Test input B Prime with MeOH 10 29,9 85 P31 PASS
TestInput A Prime with MeOH 10 29.5 85 1] PABS
Test Depasser Pressure 0 0.7¢ 1647 P8I PABY |
?I’gst Dynamic Leak - Accumulator Leak Rate 5 48 148,99 nUmin PASS 4
‘est Dynemic Leak - Accumulator Percent of Stroke 1 24 30 % - RASS™ *
Test Dynamic Leak - Accumulator Compressed Volume 1 14 50 uL PASS
Test Dynamic Leak - Accum. Maximum Pressure 14000 14020 15000 psi PASS - -
,Test Dynamic Leak - Primary Leak Rate 5 34 1499 nlimin PAS i
'test Dynamic Leak - Primary Percent of Stroke 1 23 50 % PASS” T
]'est Dynamic Leak - Primary Compressed Volume 1 13 50 ul PA§§
Icst Dynamic Leak - Primary Maximum Pressure 12000 12017 13000 psi PAgS .
Test Flow Rate Accuracy 2.0ml/min 1.98 2.018 202 mlimin PAgS
Test Presstre Rippls at 2 mlimin 0 4 15 PSi PA§§
Thst Flow Rate Accuracy 0.5mifmin 0.485 0503 0505 mlimin PASS
Tést Static Leak Dacay Vent Vaive to Fliter/Mixer 1 20 250 PSUmin egﬁg
t High Pressure 2000 10762 14000 PSI PASS ¥
F;: Compositional Accuracy - AC90%AU 89.6 80.97 20,5 % PA 3 .
Est Compositional Accuracy - BDSO%AL 89.5 89.86 805 % pARE. -
Compositional Accuracy - BD10%AU 8.5 10.12 10.5 % P.).i g
Tkst Compositional Accuracy - AC10%AU 8.5 10.18 10.5 % PASS
Thst Serial Number Re-verification PASS
Test Fans PARS .
T‘est LEDs PASE
3%
Acqwty QSM PLUS Final Test Overall Result - PASS i
H X €3
5 i3
Signed: tqlﬁ( Ki. Chee "y vgborg ||Date. 22 AR ¥ &
‘END OF DATA ‘358
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Waters Corporation - Test Record

Part Number: 186015001 Product: Acquity BSM
Operator: 246025 Start Time; 04/24/2018, 14:59;

Serial Number; D18UFPB453A End Time: 0 :56:

Test System: TE82043-13 Order: N/A
Test Sofiware: 2,2 Location: nics, S

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

Name LSL jMeasurement] USL | Unit
Test Electrical Safety
Test Loader Download
rest Reboot Firmware for Pump B Download oo
bst Firmwara Version
'l’est Serial Number
est Alarms at Bootup
ost Switch2 Output ON
}est Switch2 Output OFF
est Switch3 Output ON
ffst Switch3 Output OFF
Fnst Run Stopped Output ON
Tbst Run Stopped Output OFF
Test Switch1 Output ON
Test Switcht Output OFF
Test Gradient Start Input SHORT
;Tést Gradlent Start Input OPEN
Test Stop Fiow Input SHORT
Test Stop Flow Input OPEN
;rpst Auxiliary1 Input SHORT
Test Auxiliary1 Input OPEN
:[‘est Auxiliary2 Input SHORT
Test Auxiliary2 Input OPEN
Test Analog Output2 set to 2,0 VDC 1.9

2 21 VDC
Test Analog Output2 set to 0.0 VDC -0.1 0 01 VDC
TFest Analog Outputt set to 2.0 VDC 1.9 2 21 VDC
Test Analog Outputi set to 0.0 VDG <01 U] t1 VDC
Fest Leak Detect Connected
ffgst Leak Detect Disconnected
Test Leak Detect Input Low
Test Leak Detect Input High
Test Alarms Recheck
Jest Seal Wash Pump PrimelFlow 2 14 5§ ml/min ASS .
Test Pump A Input 2 Prime with IPA 115 184 280 PS8l :
Test Pump B Input 2 Prime with IPA 116 168.6 280  Psl PASS. ...
Fest Pump A Input 1 Prime with MeOH 16 50.5 86 PSt P :
Jest Pump B Input 1 Prime with MeOH 15 45.2 85 PSi P TR
‘Test Degasser Pressure 0 0.58 13  Ppsl PASS.
t Degasser Switch Setting ) P
t Static Leak Pump A - Accurnulator Decay Rate 1 93.8 200 psig/min PA
Jest Static Leak Pump A - Accumulator Gompression Stroke 1 25 30 % PABS
est Static Leak Pump A - Accumulator inferred Leak Rate 0.0t 0.11 0.8 ul/min PASS
1.“ Static Leak Pump A - Accum, Highest Pressure Achieved 14000 14028 15000 psig PASY
est Static Leak Pump A - Primary Decay Rate 1 56.8 200 pslgimin PA : 8
’f‘est Static Leak Pump A - Primary Compression Stroke 1 24 30 % Pégfg
Test Static Leak Pump A - Primary Inferred Leak Rate 0.01 0.06 0.8 ulimin  PASE
Test Static Leak Pump A - Primary Highest Pressure Achieved 12000 42004 13000 psig PA$§3
Test Static Leak Pump B - Accumulator Decay Rate 1 162 200 psig/min PIE§§ -
b Document No: TEB2943-13-10R §§ .
_ger. No..D1BUPB4563A Page10f2 MerationNo.: i ,gzx
1t Attachment: 78 Page: 1 of igg




Tast Static Leak Pump B - Accumulator Compression Stroke
Tast Static Leak Pump B - Accumulator Inferred Leoak Rate

1
0.01

Test Statlc Leak Pump B - Accum. Highest Pressure Achieved 14000

Test Static Leak Pump B - Primary Decay Rate
'rest Static Leak Pump B - Primary Compression Stroke
Test Static Leak Pump B - Primary Inferrad Leak Rats

0.01

Test Static Leak Pump B - Primary Highest Pressure Achieved 42000

Test Fiow Rate Accuracy Pump A 2mifmin

Test Pump A Pressure Ripple

Tést Flow Rate Accuracy Pump A 0.8mliimin

T&st Flow Rate Accuracy Pump B 2ml/min

Test Pump B Pressure Ripple

Tast Flow Rate Accuracy Pump B 0.5ml/min

Thst Flow Rate Accuracy Pump A&B 1.0mi+1.0mbmin
Tost High Pressure Flow Pump A&B

Tbst Dynamic Leak Manifold to Filter Tube

'l'bst Serlal Number Re-verification

Test Fans
'I'jbst LEDs

1.98

0.485
1.88

0.495

1.98

9000
0

Acqunty BSM Final Test Overall Result - PASS

‘ft

Signed: A“

Date:
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28 I % PA$$'
0.25 0.8 ul/min  PASS
14016 16000 psig PASS
€6.8 200 psigimin  PASS
25 30 % PASS
0.08 0.8 ul/min PASS
12016 13000 psly P&gg
2016 202 mimin  PASS
4 15  PSI PASS
0503  0.505 mUmin PA,EE
2.M 202 mimin  PASH
3 6  PSi PASS
0502 0505 mimin  PASS
1994 202 mimin  PABS
10662 14500 PSI PASS
0.1 1 ulimin PAES
PA§_§
Pﬁ%g
PASE
8§
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