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Wofer S Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE!]

Report No: TEB3064-16-1QR | _iteration No: 01 | SAP No: TEO0B3064QX

1.0 Purpose

The CPSM Final Test System (TEB3084-16) is located at the WPPL Venture Contract Manufacturing Site in Singapore.
The station is designed to perform the final test of FTN, FL, and ARC CPSM models of the following pari numbers:
186015017, 186015035, 186015040, 186015048, 186015051, 186015060, 186015085, 186015066, 186015087,
186015088, 186016012, 186017001, 186017007, 186017011, and N2971031. In the final test the UUT Is connected to
the test station and the electrical and mechanical performance of the unit are tested.

This Installation Qualification is being performed as required by TE83064-02APR201 8-VAF, which can be found in the
TE0083064QX directory of SAP,
2,0 Scope of Report

This Instaflation Qualification Report detalls the qualification activities undertaken for the CPSM Final Test System
(TEB3064-16) based on the requirements of the Installation Qualification Procedure 730004135, Ver. 00.

This Installation Qualification Report defines the documents used to qualify the CPSM Final Test System (TEB3084-16).

3.0 Summary of Results - Statement of Fitness for Intended Use

The CPSM Final Test System was tested in accordance with the installation Qualification Procedure 7300041 35, 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 CPSM Final Test System complies with
Walers' requirements, the latest relevant quallty system reguiations, and cGMP practices.

Following the approval of this Qualkfication Report, the CPSM Final Test System (TE83064-1 8) can be considered fully
qualified and fit for intended use.

4.0 Glossary

The following definitions are used In this document:

Term Explanation
# Number
%RSD Percent Relative Standard Deviation
§ Section
ARC Acquity Reduced Cost
CAL/PM Calibration/Preventive Mainienance
cGMP Current Good Manufacturing Practice
CPSM Common Platform Sample Manager
CcTQ Critical to Quality
Deg (C) Degrees (Celsius)
ECR Engineering Change Request
FL Fixed Loop
FTN Flew through Needle
D Identification
Q Installation Qualification
IGR Installation Qualification Report
Ibfinch Pound per Inch
mm Milimeter
Template 730002845, Version 02 Walters Confldential
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THE SCIENCE OF WHAT'S POSSIBLE."]

Waters installation Qualification Report

Report No: TE83064-16-1QR | lteration No: 01 I SAP No: TEO0B3064QX
Term Explanation
N/A Not Applicable
nL/min Nanoliters per Minute
PN Part Number
ppm Parts per Million
PSI Pound per Square Inch
SN Serial Number
SAP Enterprise Resource Planning Software
TEQ(R} Test Equipment Qualification (Report)
T™MD Temporary Manufacturing Deviation
TSP Test Specification and Procedure
ul (L) Microliters
uuT Unit Under Test
VAF Validation Assessment Form
WPPL Waters Pacific Private Limited
5.0 Training

The operator of the CPSM Final Test System (TE83064-16) was trained according to the CPSM Final Test Procedure
735002984, Rev. M, Ver. 11. The executor of this qualification 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.

6.0
6.1

6.2

6.3

Qualification Results

Test Script 1Q-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 CPSM Final Test Procedure 735002984, Rev. M, Ver. 11 was confirmed to be in SAP with a status
of Ready. Refer to Attachment 7.4,

6.1.2 The CPSM Final Test Maintenance Procedure 735003028, Rev. D, Ver. 03 was confirmed to be in SAP
with a status of Release General. Refer to Attachment 7.4.

Test Script 1Q-02: Site Verification and Test Script 1Q-03: Instrumentation Calibration Verification were not
performed as part of this qualification according to TE83064-02APR2018-VAF.

6.2.1 All resuits can be found in the previously executed TE83064-16-TEQR_|teration 00, which can be found
in the TEO083064QX directory of SAP.

Test Script 1Q-04: Software and Instrument Finnware Version was performed according to Installation
Qualification Procedure 730004135, Ver. 00. The completed Test Script Data Sheet is provided as
Attachment 7.5.

Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLET
Report No: TE83064-16-1QR | Iteration No: 01 | SAP No: TE0083064QX

6.3.1 The Test Equipment Software version listed in CPSM Final Test Procedure 735002084, Rev. M, Ver. 11
is Test Software 1.42 and was verified to match the version listed on the test equipment program
display. A screen capture of the program display is provided as Attachment 7.6,

6.3.2 The firmware version for P/MN: 186015085 and P/N: 186015088 listed in ECR #9221562 is version
1.71.395 and was verified to match the version listed on the test records. Refer to Attachments 7.10
and 7.11.

6.3.3 The firmware version for P/N: 186015017 and P/N: 1860150486 listed in ECR #9221627 is version
1.71.395 and was verified to match the version listed on the test records. Passing test records are
provided as Attachments 7.7 and 7.8.

6.4 Test Script IQ-05: General Safety and Alarms was not performed as part of this qualification according to
TE83064-02APR2018-VAF.

6.4.1 All results can be found In the previously executed TE83064-16-TEQR_lteration 00, which can be found
in the TE00830684QX directory of SAP.

6.5 Test Script 1Q-06: Funclional Verification was performed according to Installation Qualification Procedure
730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.9.

6.5.1 One (1) UUT (P/N: 186015085, S/N: D18FTP001G) was tested using the CPSM Final Test System
(TEB3064-16) with all tests passing. The passing test record Is provided as Attachment 7.10.

6.5.2 One (1) UUT {P/N: 186015088, S/N: D18FNP002G) was tested using the CPSM Final Test System
(TEB3064-18) with all tests passing. The passing test record Is provided as Attachment 7.11.

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

e T R T S

1Q-01 Pass Attachments 7.3 and 7.4

None
1Q-04 Pass Atlachments 7.5, 7.6, 7.7, 7.8, 7.10, and 7.11 None
1Q-08 Pass Altachments 7.8, 7.10, and 7.11 One: see §8.1

7.0 Attachments

74 Completed Operator Tralning Record 735002584, Rev. M, Ver. 11

7.2 Completed Executor Training Record 730004135, Ver. 00

7.3 Completed Test Script IQ-01: Associated Document Verification

74 Objective Evidence IQ-01: Screen Capture of Document Verification in SAP

75 Completed Test Script 1Q-04: Tesi Software and Instrument Firmware Version

7.6 Objective Evidence |Q-04: Screen Capture of Test Software Version in Program Digplay

7.7 Objective Evidence [Q-04; Passing test record for UUT Part #186015017 {S/N: C188SDI805G)
7.8 Objective Evidence |Q-04: Passing test record for UUT Part #186015046 (S/N: D18USM350G)
7.8 Completed Test Script IQ-06: Functional Verification

7.10 Objeclive Evidence iQ-06; Passing Test Record for UUT Part #186015085 (S/N: D18FTP001G)
71 Objeclive Evidence [Q-06; Passing Test Record for UUT Part #186015088 (S/N: D18FNP002G)

Template 730002845, Version 02 Waters Confidential
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Woaters

THE SCIENCE OF WHAT'S POSSIBLE!

Installation Qualification Report

Report No: TE83064-16-IQR

| iteration No: 01 | SAP No: TE0D83064QX

8.0 Daviation from Test Equipment Qualification
There was one deviation generated during the execution of the Installation Qualification Procedure 730004135, Ver. 00.

8.1 Description: P/N: 186015087, P/N: 186015086, and P/N: 186015040 were not fested as part of this
qualification as specified in TE83064-02APR2018-VAF,

Proposed Corrective Action: There is no need fo test P/N; 186015087, P/N: 186015086, or P/N: 186015040
since neither part is bullt or tested at this site.

Resolution: Na resolution necessary. Functional tests of P/N: 186015085, P/N: 186015088, P/N: 186015017,
and P/N: 186015046 are sufficient to prove the functionallty of this test system.

8.0 References

The current approved varsions of the fnllowlng documents are referenced within this report

7300041 38, Ver. 00

Installation Qua!ifimhon Procedure

735002964, Rev. M, Ver. 11

CPSM Final Test Procedure

735003028, Rev. D, Ver. 03

CPSM Final Test Maintenance Procedure

ECR #9221562 Engineering_ghange Bequest ieleasing Erneralil:lrmwara for l:lew Parts
ECR #0221627 Englnerarlr':'ga r?ﬁhimga Request Releasing Emerald Firmware for Existing
TMD 010476 Ver. 01 Temporary Manufacturing Deviation for Bifrost Validation
TE83064-02APR2018-VAF Validation Assessment Form for Bifrost Part Number Add

TEB3064-16-TEQR_lteration 00

Test Equipment Qualification Report for TEB3064-16

Template 730002845, Version 02
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Waters

THE SCIENTE OF WHAT'S POSSIBLE"

Titte: Individual Training Form

FORM

Document No: 730002657 Verslon No: 00 Page i of 1
'Tfa'ln_lng"_l'yp.a: Read and Understood
Name: | LTm Ciud wag E““,’é‘!’“ 9530 5653
Date of Training (3 Ppr 2018
Comments:
somment NA
Document Nurnber " Tile Rev.#
735002984 CPSM Final Test Procedure M
wohEs "‘/\‘/
/‘J.h /
/
R
-~ -
o
/ P /
o TECHNTC AL 0PERATOR 12 Ppraoil
Employea’s Signature Title Date
—— . )
e Ph 13 Bpr 28
Trainer's Signature Title Date
Document No.: TE83064-16-1GR
fteration No.: 01
Attachment: 7.1 Page: 1 of 3
! \Vithout preceding “90”
Walers Confidential Template 730001104 V01

it Is the User's responsibllity to varify thay are using the current reloased vorsion



FORM

Waters

THE SCIENCE OF WHAT™S POSSIBLE Title: individual Training Form

Documenl No: 730002657 Versian No: 00 Page 1 of 1

T;l:l-lng Type: | Read and Undersiood
| Employee
Name: | | o Muwwahen T (18073
Date of Training IR A oY 10‘%
Comments: ) .
N/A
Dotument Number Title Rev. #
730004135 Instaliation Qualificalion Protocol 0o
\\
\_
\%‘ =
~ T84,
QD{S
]
P~
o —
'QQ . ﬁg:nm'\’ FeaX Lﬂﬁd“z«iﬂ ‘% hﬁ(1°|8
Employee s Signature / Date
—-_._.__________N A —
jif_.itﬁmﬂnL - 18 gy 2018
Trainer’s Signature Title Dale
Document Na.: TEB3064-16-10R
fleration No.: 01
Attachment: 7.2 Page: 1 of 1
" Without preceding =90
Waters Conlidential Template 730001104 V01

1t Is the User's responsibility to verty they are using the current relgased verslon



WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Varsion No: 00 Page 10of 3
IQ Test Name: Associated Docurnentation Verification [ Test Script No.: 1Q-01
Equipment No./ID: TEB3084-16 Equipment Name: CPSM Final Test System

Installation Site: Venlure: WPPL, Singapore

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

Test Execution:

List ali applicable documents (Preventive Maintenance, Calibration, Operating Procedures, Test Specification Procedures,
Manufacturing Procedures, elc.) under the Document type header and then complete the lable below. If applicable
documents are unavailable state why in the comments section, All 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 Test Script Data Sheet
SAP Screen shot of befow available documeni(s)

Document Type Title; Doc. No.; Revislon/Version No. Status in SAP Initial & Date
CPSM Final Test Procedure

TSP 735002984, Rev. M, Ver. 11 Resdl D [}h—%
-

CAL CPSM Final Test Maintenance Procedure

735003028, Rev. D, Ver. 03 D ercp Banedd 27 Dif’h*mi’b{ﬁ
Comment;a{ . Mm ent %N %V\S(" gcms\\w\g, %—6" DU( M%\S’

Overall Test Conclusion: M Pass O Fall
Copy this Test Script as needed

Waters Confidential Template 730000483 V06
It Is the responsibility of the user to verfy they are using the current released version.

HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL ~ DoctumentNo.: TEB3064-16-10R

Iteration No.: 01
Attachment: 7.3 Page: 1 of 1
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WORK INSTRUCTION / OPERATING PROQUCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLES Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 2 of 3
1Q Test name: Test Software and Instrument Firmware Version Test Script No.: 1Q-04
Equipment No./ID: TEB3064-16 Equipment Name: CPSM Final Test System

Installation Site: Venture: WPPL, Singapore

Purpose:
To verify that the installed firnware/software is carrect per the applicable design/operational documents (TSP, ASP, MPR,
BOM, and/or other Design documenis).

Test execution:

List all critical instrumenls/compenents and/or sub-systems that require software and/or firmware in the Description
column. List the assoclated required sofiwareffirmware version, as defined In the applicable design/operational
documents, in the Acceptance criteria column. Verify that the software/firmware version on the Test Equipment maich 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 thal defined the required software/firmware version(s) in the
associated Inslallation Qualtfication Report. '

Description Acceptance critaria As found Pass/Fail Initia) & Date
Test Equipment Sofiware | Version: 1.42 Version: \\1\,‘7{ glss Fs__
Instrument Firmware

PIN: 188015085 Version: 1.71.395 Version: {74} 'J_,qg 916(» {% O“M‘A\;-Mg
msl;?rthznfgéo F:rénogg'e Version: 1.71.385 Version: ‘:H AN 9)@5 %@._W

Instrument Firmware

PIN: 186015017 Version: 1.71.385 Version: \’i_\‘m %‘55 8
["im?fgégl?oﬁm Version: 1.71.385 Version: \.q“lqg %\r;,g QW"&,E
Comments: E

Test software version specified in 735002984, Rev. M, Ver. 11
Firmware for P/N: 186015085 and P/N: 186015088 specified In ECR #9221562
Firmware for P/N: 186015017 and P/N: 186015046 specified in ECR #9221627

e oedwed Lo Sobtvese ond fdare yersien.
S~ MkVey i}

Overall Test Conclusion: ﬂ Pass 0 Fail
Copy this Test Script as needed

Waters Confidential Template 730000483 V08§
It is the responsibility of the user to verify they are using the current released version.
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL

Document No.:  TEB3064-16-10R
HerationNe.:  ~ 0F
Attachment: 7.5 Page: 1 of 1
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Bocument No.: TES3064-16-I0R
fteratlonNo.: 01
Attachment: 7.6 Page: 1 of 1




Waters Corporation - Test Record

Part Number: 186015017 Product: H-Class Sample Manager FTN
Operator; 25705657 Start Time: 05/03/2018, 09:02:

Serial Number: C18SDIS05G End Time: 05/03/2018, 12:52;

Test System: TEB3064-16 Order; 1804057

Test Software: 1.42 Location: GESNenture, SG
TMD: TMDO010420

TMD: TMD010476
Firmware: 1.71.395 (Feb 14 2018 09:30:12)

IName LSL §} Messurement I usL Unit Outcome
Electrical Safety Test PASS
Powar-on Initialization PASS
Fans PASS
Firmware Download PASS
ReStart Initlalization PASS
Sample Compartment Door & Lights PASS
Jumper Configuration 129 129 PASS
Test Event Inputs PASS
Test Event Outpots PASS
Test SPI Interface PASS
Test Leak Detectors PASS
Taest Ecord Interface PASS
Theta Drive Calibration PABS
Tray Cal Offset -180 163.67 180 Deg PASS
R Axis Calibration PASS
R Offset -3 0.17 3 mm PASS
Z Axis Calibration PASS
Z Offset -3 -0.89 3 mm PASS
Needle Seal Calibration PASS
Needle Seal Position 48 67.22 68 mm PASS
Neadle Seal Force 48 56.81 &8 Ibfinch PASS
Zp Offset 3 1.51 3 mm PASS
Sample Tray Select Switch PASS
Check Theta Drive Belt PASS
R/Theta Positloner Test PASS
1st Move Error 0.3 6.13 0.3 PASS
Zp Plerce -20 1 20 Lost Steps PASS
Z Plerce -20 1 20 LostSteps PASS
R Lost Steps -20 0 20 Lost Steps PASS
Sample Cooler Test -0.8759 -0.6 Deg C/Min PASS
Test Pressure Transducer 0.46 0.434 0.85 PSI PASS
BOS Pump Test PASS
Mathano!l Prime PASS
Methanol Prime PASS
Sample Syringe Decay -5 14.7 15 PS| PASS
Dynamic Leak Tesat 5 500 nk/min PASS
Needlewash Prime PASS
Bocument No.: TE83064-16-I0R
Ser. No.: C18SDIB05G Page 1 of 2

lteration No.; 01
Attachment: 7.7 Page: 1 of 2



Test Preblank Injections 0 769.4 area PASS
Carryover 0 0.128 ppm PASS
Chemistry Precision Area 0 0.0828 0.5 %RSD PASS
Chemistry Precision Height 0 0.0763 0.9 %RSD PASS
Chemistry X-Intercept 0.2 0.0284 0.2 ut PASS
Chemistry Linearity (R*2) 0.999 0.,99989 1 PASS
Methanol Purge PASS
Air Purge PASS
Park Inject Valve PASS
Home Needle PASS
Save Serial Number PASS
CPSM Final Test Overall Result - PASS

Signed: e Date: o1 may s

END OF DATA

Ser. No.: C18SDI80SG Page 2 of 2 Document No: TEB3D64-1640R s =

iterationNo.:
Attachment:

01
7.7

Page:

2 of 2




Waters Corporation - Test Record

Part Number: 1 150486 Product: I-Class Sample Manager FTN
Operator: 25705657 Start Time: 05/03/2018, 14:10:

Serial Number: D18USM950G End Time: 05/03/2018, 17:02:
Test System: TE83064-16 Order: 1804087

Test Software: 1.42 Location: GESNenture,.SG

TMD: TMD010420
TMD: TMDO010476
Firmware: 1.71.395 (Feb 14 2018 09:30:12)

Name LSL § Moasursement | USL Unit Outcome
Electrical Safsty Test PASS
Power-on Initlaltzation PASS
Fans PASS
Firmware Download PASS
ReStart Initialization PASS
Sample Compartiment Door & Lights PASS
Jumper Configuration 133 133 PASS
Test Event Inputs PASS
Test Event Outputs PASS
Test SPI Interface PASS
Test Leak Detsctors PASS
Test Ecord Interface PASS
‘Theta Drive Calibration PASS
Tray Cal Offget -180 1656.586 180 Deg PASS
R Axis Calibration PASS
R Offset -3 0.08 3 mm PASS
Z Axls Calibration PASS
Z Offset -3 0.69 3 mm PASS
Needls Seal Calibration PASS
Needls Seal Position 48 57.12 88 mm PASS
Neesd!ls Seal Force 48 §5.71 68 tb/inch PASS
Zp Offset -3 143 3 mm PASS
Sample Tray Select Switch PASS
Check Theta Drive Belt PASS
R/Theta Positioner Test PASS
1st Move Error 0.3 0.13 0.3 PASS
Zp Plerce -20 0 20 Lost Steps PASS
Z Plerce -20 3 20 LostSteps PASS
R Lost Steps -20 0 20 LostSteps PASS
Sample Cooler Test -1.9718 0.6 Deg CiMin PASS
Test Pressure Transducer 0.45 0.5122 0.55 Psi PASS
BOS Pump Test PASS
Methanol Prime PASS
Sample Syringe Decay -5 23 16 PSI PASS
Dynamic Leak Test 1 500 nL/min PASS
Nesdlewash Prime PASS
Test Preblank Injections (| 779.3 area PASS
Ser. No.: D18USMO50G Page 1 of 2 Dacument o+ TEBI064 L6-1R

IterationNo.: o1

Attachment: 7.8 Page: 1 of 2




Carryover 0 0.04 ppm PASS
Chemistry Precision Arga 0 0.062 0.5 %RSD PASS
Chemistry Preclsion Height 0 0.2067 0.9 %RSD PASS
Chemistry X-Intercept 0.2 -0.0125 0.2 ul PASS
Chemistry Linearity (R*2) 0.999 0.99999% 1 PASS
Methanol Purge PASS
Alr Purge PASS
Park Inject Valve PASS
Home Needle PASS
Save Serial Number PASS
CPSM Final Test Overall Result - PASS
Signed: 1. Date: o3 may 15
END OF DATA
Ser. No.: D18USM950G Page 2 of 2 Document No.:  TEB3064-16-10R
fteration No.: 01 !
Attachment: 7.8 Fape: 2 of 2




WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLES Title: Installation Qualification Procedure

Document Na: 730004135 Version No: 00 Page 3 of 3
1Q Test name: Functional Verification ] Test Script No.: |G-06
Equipment No.fiD: TEB3064-16 [ Equipmeant Name: CPSM Final Test System

Installation Site: Venture: WPPL, Singapore

Purposa:
To verify that sysiem transfer and/or qualification activilies have not adversely affected system functionality.
Test Execution:

One UUT shall be tested to verify that the lest equipment functions as expected. if the system creates and/or tests more
than one part number, the UUT to be tested per this Script shoukd 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 Tast Script Data Shaet
Copy of the system Test Record for the UUT, if applicable.

UUT Part Number/Serial Number Acceptance criteria Pass/Fall Initial & Date
UUT Part Number: 186015085 All required CTQ Specification
UUT Serial Num“"%‘%;wog‘lel measurements result in a Pass. ?&% %@“ Ot\-N%QOIS
UUT Part Number: 186015088 All required CTQ Specification
UUT Serial Nummn‘p\mw‘)ﬁ] measurements result in a Pass. VO\% 6& OQ' M"ﬂ%la

Comments: Ceo MWJ( ’@7‘( dest TQCO‘\-AQ. é’e’\ Uu—ﬂ\kﬂ?"\g

Overall Test Conclusion: ‘El Pass 0 Fail
Copy this Test Script as needed
Waters Confidential Template 730000483 V06

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

Document No.: TEB3ID64-16-1QR
Iteration No.: 01
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Waters Corporation - Test Record

Part Number: 186015085
Operator: 25705657

Serial Number; D18FTP001G

Test System; TE83064-16
Test Software: 1.42

TMD: TMDO010476
TMD: TMDO010484
Firmware: 1.71.395 (Feb 14 2018 09:30:12)

Product: H-Class FTN Plus

Start Time: 05/02/2018, 17:51:
End Time: 05/02/2018, 20:36:

Order: MVT1828A
Location: GES/Venture §G

Name LSL | Measuremant § USL Unit Outcome
Electrical Safety Test PASS
Power-on Initialization PASS
fFans PASS
Firmware Download PASS
ReStart Initialization PASS
Sample Compartment Door & Lights PASS
Jumper Configuration 129 129 PASS
Test Event Inputs PASS
Test Event Qutputs PASS
Test SPl Interface PASS
Test Leak Detectors PASS
Test Ecord Interface PASS
Theta Drive Callbration PASS
Tray Cal Offset ~180 158.72 180 Dag PASS
R Axls Callbration PASS
R Offsat «3 1.06 3 mm PABS
Z Axis Calibration PASS
Z Offset -3 1.3 3 mm PASS
Needle Seal Calibration PASS
Needle Seal Position 48 57.2 68 mm PASS
Needle Seal Force 48 58.34 68 Ibfinch PASS
Zp Offset -3 1.06 3 mm PASS
Sample Tray Select Switch PASS
Check Theta Drive Beit PASS
RiTheta Positioner Test PASS
1st Move Error 0.3 0.13 0.3 PASS
Zp Pierce -20 1 20 Lost Steps PASS
Z Piarce -20 -2 20 Lost Steps PASS
R Lost Steps -20 g 20 Lost Steps PASS
Sample Cooler Test -0.9417 0.6 DBeg Cilin PASS
Test Pressure Transducer 0.45 0.497 0.56 PSI PASS
BOS Pump Test PASS
Methano! Prime PASS
Sample Syringe Decay -5 5.3 15 PSl PASS
Dynamic Leak Test “10 500 nlimin PASS
Needlewash Prime PASS
Test Preblank Injections 0 B05.4 area PASS
Ser. No.: DISFTP001G Pagelof2  |olumenthos TEAOSAISIR
lteration No.: 01
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Carryover 0 0.06 ppm
Chesmistry Precision Area 0 0.1139 0.5 %RSD
Chamistry Precision Height 0 0.1758 0.9 %RSD
Chemistry X-Intercept 0.2 -0.027 0.2 vl
Chemistry Linearity {R*2) 0.899 0.999992 1

Methanol Purge

Alr Purge

Park inject Vaive

Home Needle

Save Serial Number

CPSM Final Test Overall Result - PASS

PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS

Signed: o Date: o1 may i
END OF DATA )
Ser. No.: D18FTP001
0 01G Page2 of 2 Document No.: TES3064-16-1OR
heraionNo.: 01
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Waters Corporation - Test Record

Part Number: 186015088
Operator: 25705657
Serial Number; D18ENP002G

Test System: TE83064-16

Test Software: 1.42

Product: |-Class FTN Plus
Start Time: 05/02/2018, 13:33:

End Time: 05/02/2018, 17:44:
Order: MVT1827A

Location: GES/Venture,SG

TMD: TMD010476
TMD: TMD(10487
Firmware: 1.71.395 (Feb 14 2018 09:30:12)

Nams LSL Maasurement usL Unit Outcome
Electrical Safety Test PASS
Power-on Initialization PASS
Fans PASS
Firmware Download PASS
ReStart Initialization PASS
Sample Compartment Door & Lights PASS
Jumper Configuration 133 133 PASS
Test Evant inputs PASS
Test Event Quiputs PASS
Test SPi Interface PASS
Test Leak Detectors PASS
Test Ecord Interface PASS
Theta Drive Calibration PASS
Tray Cal Offset 180 159.62 180 Deg PASS
R Axis Calibration PASS
R Offset -3 -0.21 3 mm PASS
Z Axis Calibration PASS
Z Offeet -3 -1.3 3 mm PASS
Needle Seal Calibration PASS
Needle Seal Position 48 §6.87 68 mm PASS
Needle Seal Force 48 §4.02 68 Ibfinch PASS
Zp Offaet -3 113 3 mm PASS
Sample Tray Selsct Switch PASS
Check Theta Drive Belt PASS
RiTheta Positioner Test PASS
1st Move Error -0.3 0.13 0.3 PASS
Zp Pierce 20 1 20 Lost Steps PASS
Z Plerce 20 2 20 Lost Steps PASS
R Lost Steps -20 1 20 Lost Steps PASS
Sample Cooler Test -0.9837 0.6 Deg CiMin PASS
Test Prassure Transducer 0.45 0.4608 0.55 PSt PASS
BOS Pump Test PASS
Methano! Prime PASS
Sample Syringe Decay -5 1.9 18 PS! PASS
Dynamic Leak Test 11 500 nLimin PASS
Needlewash Prime PASS
Test Preblank Injections o §08.5 area PASS
Ser. No.: D18FNP002G. Page 1 0of2 Uocument No.: TE83064-16-1QR
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Carryover 0 0.04 ppm PASS
Chemistry Precision Area 0 0.1448 0.5 %RSD PASS
Chemistry Precision Helght 0 0.119 0.9 %RSD PASS
Chemistry X-intercept -0.2 0.0184 0.2 ul PASS
Chemistry Linearity (RA2) 0.899  0.399995 1 PASS
Meathanol Purge PASS
Air Purge PASS
Park Inject Valve PASS
Home Needie PASS
Save Serial Number PASS
CPSM Final Test Overall Result - PASS
Signed: Date: »2 may o4
END OF DATA
Ser. No.: D18FNP002G Page 2 of 2

Document No.: TES83064-16-1QR

lteration No.: 01

Attachment: 7.11 Pape: 2 of 2




