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Woaters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE™

Report No: TE83064-14-1QR | Hteration No: 01 | SAP No: TEQ083084QX

The CPSM Final Test System (TE83064-14) 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 CFSM models of the following part numbers:
186015017, 186015035, 186015040, 186015048, 186015051, 186015060, 186015085, 186015086, 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 Instatlation Qualification is being performed as required by TE83064-02APR2018-VAF, which can be found in the
TE0083064QX directory of SAP.
2.0 Scopse of Report

This Installation Qualification Report details the qualification activities undertaken for the CPSM Final Test System
(TE83064-14) based on the requirements of the [nstallation Qualification Procedure 730004135, Ver. 00.

This Installation Qualification Report defines the documents used to qualify the CPSM Final Test System (TEB3064-14).

3.0 Summary of Resuits - Statement of Fitness for Intended Use

The CP8M Final Test System was tested in accordance with the Installation Qualification Procedure 730004135, Ver. 00.
All required Test Scripts were performed and all objective evidence requiremenis have been met.

Waters now has the necessary documentation in place io ensure that the CPSM Final Test Sysiem complies with Waters'
requirements, the lalest relevant quality system regulations, and cGMP practicas.

Following the approval of this Quallfication Report, the CPSM Final Test System (TE83064-14) 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 Acquily Reduced Cost
CAL/PM Calibration/Preventive Mainienance
cGMP Current Good Manufacturing Praclice
CPSM Common Flatform Sample Manager
cTQ Critical to Quality
Deg (C) Degrees {Caelsius)
ECR Engineering Change Request
FL Fixed Loop
FTN Flow through Needle
ID Identification
[s] Installation Qualification
IQR installation Qualification Report
Template 730002845, Version 02 Waters Confidentia!
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE."

Report No: TE83064-14-IQR | Iteration No: 01 | SAP No: TE0083064QX
. Term" .’ | Explanation

Ibfinch Pound per Inch

mm Milimeter

N/A Not Applicable
nL/min Nanoliters per Minute

PN Part Number

ppm Parts per Million

PsSI Pound per Square Inch

SMN Serial Number

SAP Enterprise Resource Planning Software
TEQ(R) Test Equipment Qualification (Report)

TMD Temporary Manufacturing Deviation

TSP Tesl Specification and Procedure
ul. {pL} Micraliters

uuT Unit Under Test

VAF Validation Assessment Form
WPPL Waters Pacific Private Limited

5.0 Training

The operators of the CPSM Final Test System (TEB83064-14) wera trained according to the CPSM Final Test Procedurs
735002984, Rev. M, Ver. 11. The exscutor of this qualification was trained according to the Installation Quaiification
Procedurs 730004135, Ver. 00. Operators and execulor training records are provided as Attachment 7.1 and 7.2,
respectively. :

6.0 Qualification Results

6.1 Test Script 1Q-01: Assoclated Documentation Verification was performed according to Installation Qualification
Procedure 730004135, Ver. 00. The completed Test Script Data Sheet is provided as Altachment 7.3.

6.1.1 The CPSM Final Test Procedure 735002984, Rev. M, Ver. 11 was confirmed to be in SAP with a slatus of
Ready. Refer to Attachment 7.4.

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

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

6.2.1 All resulis can be found in the previously executed TE83064-14-TEQR_Iteration 00, which can be found in
the TE00830640QX directory of SAP.

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

Template 730002845, Version 02 Waters Confidential

Ref. 730001835, Process Validation Procedure for Milford Site Page 3of §




THE SCIENCE OF WHAT'S POSSIBLE"

Wo’rer S Installation Qualification Report

Report No: TE83064-14-IQR | lteration No: 01 | SAP No: TE0083064QX

6.4

6.5

6.6

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 tast equipment program display. A
screen capture of the progrem display Is provided as Attachment 7.6.

6.3.2 The firmware version for P/N: 186015085 and P/N: 186015088 listed In ECR #8221562 is version 1.71.395
and was verified to maich the version listed on the test records. Refer o Attachments 7.10 and 7.11.

6.3.3 The firmware version for P/N: 186015017 and P/N: 186015048 listed in ECR #8221627 is version 1.71.395
and was verified to match the version listed on the test records. Passing test records are provided as
Allachments 7.7 and 7.8.

Test Script 1Q-05: General Safety and Alarms was not performed as part of this qualification according to
TEB3064-02APR2018-VAF.

6.4.1 All results can be found in the previously executed TES3084-14-TEQR_Iteration 00, which can be found in
the TEQ083064QX directory of SAP.

Test Script 1Q-06: Functlonal Verlfication was performed according to Installation Qualification Procedure
730004135, Ver, 00. The completed Test Script Data Sheet ie provided es Attachment 7.9.

6.5.1 One (1) UUT (P/N: 186015085, S/N: D18FTP001G) was tested using the CPSM Final Test System
(TE83064-14) with ali lests passing. The passing lest record is provided as Attachment 7.10.

8.5.2 One (1) UUT (P/N: 186015088, S/N: D18FNP002G) was tested using the CPSM Final Test System
(TEB3084-14) with all lests passing, The passing lest record is provided as Attachment 7.11.

This table provides 2 summary of each test script as performed according to 730004135, Ver. 00 slong with the
attachment location of all objective evidence. The table also indicates any deviation taken from the scripts during
qualification.

A

/Scriptiof Section : || PasaFall. | -

1Q-01 Pass Auachments 7 3 and 7 4
1Q-04 Pass Attachmenis 7.5, 7.6, 7.7, 7.8, 7.10, and 7.11 None
1Q-08 Pass Attachments 7.9, 7.10, and 7.11 One: see §8.1
7.0 Attachments
7.1 Completed Operator Training Record 735002984, Rev. M, Ver. 11
7.2 Completed Executor Training Record 730004135, Ver. 00
7.3 Completed Test Script 1Q-01; Assaciated Document Verification
74 Objective Evidence 1Q-01: Screen Capture of Document Verification in SAP
7.5 Compleled Test Script 1Q-04: Test Software and Instrument Firmware Version
7.6 Objective Evidance 1Q-04: Screen Capture of Test Software Version in Program Display
7.7 Objective Evidence 1Q-04: Passing test record for GUT Part #186015017 (S/N: C18SDIS05G)
7.8 Objective Evidence 1Q-04: Passing test record for UUT Part #186015046 (S/N: D18USM950G)
7.9 Completed Test Script 1G-08: Functional Verification
7.10 Objective Evidence [Q-06: Passing Test Record for UUT Part #186015085 (S/N: D18FTR001G)
7.11 Objective Evidence 1Q-06: Passing Test Record for UUT Part #1868015088 (S/N: D18FNP002G)
8.0 Deviation from Test Equipment Qualification
Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE™

Report No: TE83064-14-1QR | Iteration No: 01 | SAP No: TEQ083064QX

There was one deviation generaied during the execution of the Installation Qualification Procedurs 730004135, Ver. 00,

8.1 Description: P/N: 186015087, P/N: 186015086, and P/N: 186015040 were not tested as part of this qualification as
specified in TEB3064-02APR2018-VAF.

Proposed Corrective Action; There is no need to test P/N: 186015087, P/N: 186015088, or P/N: 186015040 since
neither part is built or tested at this site.

Resclution: No resolulion necessary. Functional tests of P/N: 186015085, P/N: 186015088, P/N: 188015017, and
P/N: 186015046 are sufficient to prove the functionality of this test system.

9.0 References
The current approved versions of the following documents are referenced within this report
ST } z ~rt--f~='*:.';“-?=§ Ry 7 .. z
730004135 Ver. 00 Irlstallatlon Quallﬁcation Procedura
735002884, Rev. M, Ver. 11 CPSM Final Test Procedure
735003028, Rev. D, Ver. 03 CPSM Final Test Maintenance Procedure
ECR #9221562 Engineering Change Request Releasing Emerald Firmware for New Parts
ECR #9221627 Engineering Change Request Releasing Emerald Firmware for Existing Paris
TMD 010478 Ver. 01 Temporary Manufacturing Deviation for Bifrost Validation
TE83064-02APR2018-VAF Validation Assessment Form for Bifrost Part Number Add
TEB3064-14-TEGR_Iteration 00 Test Equipment Qualification Report for TEB3064-14
Template 730002845, Version 02 Waters Confidential
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Waters o
THE SCIENCE OF WHAT'S PDSSIALE” Title: Individual Training Form
Document No: 730002657 Version No: 00 Page 1 of 1
Training Type: | Read and Understood
Name: YUAN KELD Em?éqyee 255548
Date of Training (3 Aprong
Comments;
omme WA
Document Number Title Rev. #
735002984 CPSH Final Test Procedure M
— call QOV
™
sl
A
Y ——
e
d//
’/
L~
//
—
Jeer iy LENTOR TELHNICAL OPERATOR, 1% Apr o012
Employee’s Signature Title Date
T 1B G0 o
a2 T A =l 0
F l‘(i‘.ﬂ!ﬁ“‘_‘__f__ﬂ__\w
Trainers Signature Title Date
Document No.: TEB3053-14.108
Iterition No.: o
Attachment: 7.1 Page: 4 of 3
! Without preceding “90"
Walers Confidential Template 730001104 V01

ftis the User's responsiblilty to vorily they arc ucing the curront reloasad varsion



Waters ot
THE CIEHCE OF WHATS POSSIDLES Title: Individual Training Form
Document No: 730002657 Version No: 00 Page 10of1
Trainlng Typa: | Read and Understood
Name: | LTm Cun wad Empigves | 9550 5653
Date of Training i3 Hp\' 018
Comiments; \
MNA
Document Number Title Rev. #
735002984 CPSM Final Test Procedure M
: >
\'Sﬁh.of—':%/
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R
//" -
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Lok TECHHNTCAL oPERATOR (2 Aproid
Employee’s Signature Title Dale
...-—-.._~-..._______ Nﬂ ‘S\ s .
— -_h—"'—""---:...__"_":% -m‘a N
-----h_’,d________ k‘n“ 13 Af:— 2el
Trainet's Signalure Title Date
Dotument No.: TEB3064-13-10R
RReration No.: o1
Attachment: 7.1 Fage: 2 of 2
! Without preeeding 90"
Waters Confldential Template 730001104 V01

{t Iz the Usar's respongibility to verify they are using the currant reloased version
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THE SCIENCE OF WHAT'S POSSIBLE." Title: individual Traiﬂing FOI'ITI

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

Training Type: | Read and Underslood

v | Lo wesaben [ (518073
Date of Training l 2 A !?'\' j—_QLg_

Comments: N /P\
Document Number Title Rev. #
-730004135- --installation Qualificalion-Prolocol- -1-00
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Employee s Signature

N/ =
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Trainer's Signature

Document No.: TEB3064-14.10R

Iteration No.: 01
Attachment: 7.2 Page: Lof s
" Withowt preceding o0~
Waters Confidential Template 730001104 V01
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WORK INSTRUCTION / OPERATING PROCEDURE
Title: Installation Qualification Procedure

Waters

THE SCIENCE OF WHAT'S POSSIBLE.”

Documen| No: 730004135 Version No: 00 Page 1of 3
1Q Test Name: Associated Documeniation Verification Test Script No.: 1Q-01
Equipment No./ID: TEB30E4-14 Egquipment Name: CPSM Final Tesl System

Installation Site: Venture: WPPL, Singapore

Purpose;
| To verify thal supporting documentation is available prior to the completion of qualification,

Test Execution:

List alt applicable documents (Preventive Maintenance, Calibration, Operaling Procedures, Test Specification Procedures,
Manulacturing Procedures, elc.) under the Document type header and then complele the lable below. Il applicable
documenls are unavailable stale why in the commenis section. All applicabie 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 nol used or nol applicable.

QObjective Evidence:
Completed Test Script Data Sheel
SAP Screen shol of below available documeni{s)

Document Type Title; Doc. No.; Revislon/Version No. Status in SAP Initial & Data

CPSM Final Test Procedure

P 735002984, Rev, M, Ver. 11 Rendy rj_ﬁl? oppv20(d |

CPSM Final Test Maintenance Procedure

735003028, Rev. D, Ver. 03 Relecse Groperdd A{f—- ohpvld§

CAL

Comments:

ge_a cd-ﬁ-ablf\w.c'bA’ O{U( %H? éCﬁeeJ\‘S{\b\'g %H‘ 'TIQQF(ZDQ

Overall Test Conclusion: K] Pass 3 Fail

Copy this Tesl Scripl as needed

Walers Confidental ~ Templale 730000483 V06
It is the responsibility of the user to verily thay are using the currant released version,
HARD COPY UNCONTROLLED UNLESS STAMPED. EIGNED AND DATED BY AUTHORISED PERSCNNEL Document No.:  TEB3063-14.10R

nerajon No.: 0l
Artachmant: 13 Fage: 3 cf 1
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W WORK INSTRUCTION / OPERATING PROCEDURE
aters

THE SCIENCE OF WHAT'S POSSIBLES Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 2of 3
1Q Test name: Tesl Soflware and Instrument Firmware Version I Test Script No,; 1Q-04
Equipment No./ID; TEB3064-14 Equipment Name: CPSM Final Tesl Sysiem

Installation Site: Venture: WPPL, Singapore

Purposa:

To verily thal the instalied firmware/sofiware is correct per the applicable design/operational documents { TSP, ASP, MPR,
BOM, and/or other Design documenils),

Test execution:

List all critical inslruments/components and/or sub-syslems thal require software andfor firmware in the Description
column. List the associated required softwarel/firmware version, as defined in the applicable design/operationa!
documents, in the Acceplance criteria column. Verify thal the software/firmware version on the Test Equipment malch the
acceplance crileria and are identical. Enter N/A for any parameler or cell thal is not used or applicable.

Objective evidence:

Completed Test Script Data Sheet )

Idenlily the appficable design/operational document thal defined the required softwareffirmware version{s) in the
associaled Installalion Qualification Report.

Description Acceptance criteria As found Passi/Fail | Initial & Date
Test Equipment Soflware | Version: 1.42 4 Version: \ u_l E)Qé ¢ ; G ZPQF'QMS
e ® | Verson 171385 veson (YK | Dagg |3 2ongre
Insirument Fimuare | Version: 1.71,395 Version: (4| 29¢ ase, @e— J0Rpr Y
'nfam?‘fnaéo?%:‘?m Version: 1.71.395 Version: { | 29¢ Q—xgg ﬂ;ﬂ,oﬁvﬂnlﬁ
'"ﬁlﬁ?‘fgsfo fjfsmog'gfe Version: 171"395 version: | 1| 24Y @q‘;% >F-;,_‘lph{rr'zol'§:’

Comments:

Test software version specified in 735002984, Rev. M, Ver. 11

Firmware for P/N. 186015085 and P/N: 186015088 specified in ECR #9221562 i
Firmware for P/N: 186015017 and P/N: 186015046 specified in ECR #9221627 i

|
i f yemWeTR WIS
Cre Ohttdwont %" Sfhoure ““\ 'E\%tf —Zopy, ,z:&

Overall Te;;. Conclusion: M Pass O Fail

Copy this Test Scripl as needed

Walers Conlidential Template 730000483 V06
1t is tho responsibility of the user to verify they are using lhe cusrent released vorsion.

HARD COPY UNCONTROLLED UNLESS STAMPED. SIGNED AND DATED BY AUTHORISED PERSONNEL Document No.: TES3064-14-1R

NeralonNo.: 01
Attachment: 7.5 Page: 1 of 1
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Waters Corporation - Test Record

Part Number: 186015017 Product: H-Class Sample Manager FTN
Operator: 25705598 Start Time: 04/26/2018, 16:14:

Serial Number: C1BSDI805G End Time: 04/26/2018, 19:24:

Test System: TEB3064-14 Order; 1804057

Test Sofiware: 1.42 Location: GESNenture, SG
TMD: TMD(010420

TMD: TMDO10476
Firmware: 1.71.395 (Feb 14 2018 09:30:12)

INarne LSL | Measurement § USL Linit Outcome
Electrical Safety Test PASS
Power-on Initialization PASS
Fans PASS
Firmwara Download PASS
ReStart Inltialization PASS
Sample Compartment Door & Lights PASS
Jumper Configuration 129 129 PASS
Test Event Inputs PASS
Test Event Outputs PASS
Test SPI Interface PASS
Test Leak Datectors PASS
Test Ecord Interface PASS
Theta Drive Calibration PASS
Tray Cal Offset -180 163.67 180 Deg PASS
R Axis Calibration PASS
R Offset -3 0.08 3 mm PASS
Z Axis Calibration PASS
Z Offset -3 0.77 3 mm PASS
Needie Seal Callbration PASS
Needle Seat Position 48 57.23 68 mm PASS
Needle Seal Force 48 56.81 68 Ibfinch PASS
Zp Offsat -3 1.51 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 1 20 Lost Steps PASS
Z Pierce -20 1 20 Lost Steps PASS
R Lost Steps ~20 1 20 Lost Steps PASS
Sample Cooler Test -0.9737 -6.6 Deg CMin PASS
Test Pressure Transducer 0.45 0.4784 0.55 PSk PASS
BOS Pump Test PASS
Methanol Prime PASS
Sample Syringe Decay -5 14 15 PSt PASS
Dynamic Leak Test 10 500 nbLimin PASS
Needlewash Prime PASS
Test Preblank Injections 0 781.9 area PASS

Document No.: TEB3064-14-10R
Ser. No.: C18SDI805G Page | of 2 ferationNo.: 01

Attachment: 1.7 Page 1 of 2




Carryover

Chemistry Precision Area
Chemistry Precision Height
Chemistry X-Intercept
Chemistry Linearity (R42)
Methano! Purge

Air Purge

Park Inject Vaive

Home Neeadle

Save Serial Number

0.01454 0.128 PRpM

o 0.0827 0.5 %RSD
0 0.2436 0.9 %RSD
-0.2 0.0448 0.2 ul
0.999 0.989961 1

CPSM Final Test Overall Result - PASS

PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS

Signed: ¢ w.,

[Date: 26 A 18

END OF DATA

Ser. No.: C18SDI805G

Pape 2 of 2

Qocument No.: TEA3064-14-10R

IterationNo ; P S

Attachment:

1.7

Page: 2 of 1



Waters Corporation - Test Record

Part Number: 186015046 Product: I-Class Sample Manager FTN
Operator: 25705598 Start Time: 04/25/2018, 20:12:

Serial Number: D18USM950G End Time: 04/26/2018. 12:46:

Test System: TEB3064-14 Order: 1804087
Test Software: 1.42 Location: GESA/enture SG

TMD: TMDO010420
TMD: TMDO010476
Firmware: 1.71.395 (Feb 14 2018 09:30:12)

Name LSL Measuromeont UsL Unit OQutgome
Electrical Safety Test PASS
Power-cn Initizlization PASS
Fans PASS
Firmware Download PASS
ReStart Initialization PASS
Sample Compartmant Door & Lights PASS
Jumper Configuration 133 133 PASS
Test Event Inputs PASS
Test Event Outputs PASS
Test SP! Interface PASS
Test Lealc Detectors PASS
Test Ecord Interface PASS
Theta Driva Cailbration PASS
Tray Cal Offset -180 165.56 180 Deg PASS
R Axls Calibration PASS
R Offset -3 0.27 3 mm PASS
Z Axis Calihration PASS
Z Offset -3 -0.38 3 mm PASS
Needle Seal Calibration PASS
Needle Seal Position 48 571 68 mm PASS
Needle Seal Force 48 55.68 68 Iblinch PASS
Zp Offset -3 113 k| mm PASS
Sample Tray Select Switch PASS
Chack Theta Drive Belt PASS
RITheta Positioner Tast PASS
1st Move Error 0.3 0.13 0.3 PASS
Zp Pierce -20 0 20 lostSteps PASS
Z Pierce -20 -2 20 Lost Steps PASS
R Lost Steps -20 0 20 Lost Steps PASS
Sample Cooler Test -0.8281 -0.6 Deg C/Min PASS
Test Pressure Transducer 0.45 0.515 0.55 PSi PASS
BOS Pump Test PASS
Methanol Prime PASS
Sample Syringe Decay -5 -2.8 15 Psl PASS
Dynamic Leak Test <20 500 nl/min PASS
Needlewash Prime PASS
Test Preblank Injections 0 751.8 area PASS

Document No.: _TEEE]BL—:_A_—I_FE s
Ser. No.: D18USM950G Page 1 of 2 KeraionNo ; o

Attachment: 3'_.3 Page: 1 of 2



Carryover 0.02473 0.04 ppm
Chemistry Precision Area 0 0.107 05 %RSD
Chemistry Precision Height 0 0.288 0.9 %RSD
Chemistry X-Intercept -0.2 0.0172 0.2 ul
Chemistry Linearity (R?2) 0.999 1 1

Methano! Purge

Air Purge

Park Inject Valve

Home Needla

Save Serial Number

CPSM Final Test Overall Result - PASS

PASS
PASS
PASS
PASS
PASS
PASS
PASE
PASS
PASS
PASS

Sighed: + e Date: » 4. s

END OF DATA

Document No.:  TEBIGEZ-14-108

Ser. No.: DIBUSM950G Page 2 ol 2 S o

Altachmant: 7.8

Page: 2 of 2




WORK INSTRUCTION / OPERATING PROCEDURE
Tiie: Installation Qualification Procedure

Waters

THE SCIENCE OF WHATS POSSIBLE.”

Document No: 730004135 Version No: 00 Page 3of 3
1Q Test name: Functional Verification I Test Script No.: {Q-06
Equipment No./iD: TEB3064-14 Equlpment Name: CPSM Final Test Sysiem

Instailation Siie: Venture; WPPL, Singapore

Purpose:
To verify that system transfer and/or qualification activiies have not adversely affecled syslem functionaiity
Test Execution:

One UUT shail be lesled lo verify thal the fest equipmenl funclions as expecied. If the system creales andior lesls more
than one part number. the UUT lo be tested per this Script should be a "worst case” producl, and defined within the
associaled Instalfation Quakficalion Report. Enter WA for any parameter or cell thal is nol used or applcable.

Objective Evidence:
Compleled Test Script Dala Sheet
Copy of the system Tesl Record for the UUT, if applicable.

UUT Part Number/Serial Number Acceptance criteria PasasliFail Initial & Date

Q)\-:a 3epApr20(

UUT Parl Number: 186015085 All required CTQ Specification
UUT Serial Number:‘bﬁF‘“’ bbl 6 measuremenls result in a Pass, PD\ 64

UUT Part Number: 186015088 All required CTQ Specification @ 44 >‘Jﬁ 2 pr w9

UUT Serlal Nurnber:'D\%FMP{)DJ_C7 measurements resull in a Pass,

Comments:

Goe  ochtochnient —Qeﬁ dert cecord, : “7:0[3|912¢('S

Overall Test Conclusion: 3 Pass 0 Fail

Copy this Test Script as needed
Walers Confidential Template 730000483 V06

Itis the respensibilily of the user to verlfy thay are using the current reloased version.
HARD COPY UNCONTROLLED UNLESS STAMPED. S'GNED AND DATED BY AU THORISED PERSONNEL Document No.: TES30G4-144CR

MerationMo: 01

Altachenenl: 7.9 Page i_of 1



Waters Corporation - Test Record

Part Numbei: 186015085 Product; H-Class FTN Plus
Operator: 25705598 Start Time: 04/25/2018, 09:29:

Serlal Number: D1BFTPO01G End Tirme: 04/25/2018, 12:30;

Test Systern: TE83064-14 Crder: MVT 1826A

Test Software: 1.42 Location: GES/Venture SG
TMD: TMDO010476

TMD: TMD010484
Firmware: 1.71.395 (Feb 14 2018 09:30:12)

Name LSL Measurement | USL Unit Qutcemo
Electrical Safety Test PASS
Power-on Initialization PASS
Fans PASS
Firmware Download PASS
ReStart Initialization PASS
Sample Compariment Door & Lights PASS
Jumper Conflguration 129 129 PASS
Test Event Inputs PASS
‘Test Event Outputs PASS
Test SP| Interface PASS
Test Leak Detectors PASS
Test Ecord Interface PASS
Theta Drive Calibration PASS
Tray Cal Offset -180 158.72 180 Deg PASS
R Axis Calibration PASS
R Offset -3 0.87 3 mm PASS
Z Axis Calibration PASS
Z Offset -3 -6.92 3 mm PASS
Needle Seal Calibration PASS
Needie Seal Position 48 57.21 &8 mm PASS
Needle Seal Force 48 58.17 68 Iblinch PASS
Zp Offset 3 1.13 3 mm PASS
Sample Tray Select Switeh 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 Pierce -20 3 20 Lost Steps PASS
R Lost Steps -20 1 20 Lost Steps PASS
Sample Cooler Test -0.8779 -06 Deg C/Min PASS
Test Pressura Transducer 0.45 0.502 0.55 PS! PASS
BOS Pump Test PASS
Methanol Prime PASS
Sample Syringe Decay -5 4.6 15 Ps! PASS
Dynamic Leak Test 13 500 nb/min PASS
Needlewash Primea PASS
Test Preblank Injections 0 496 area PASS

Document No.:  TESF0G4-144CR
tteratlonMo : o]

Ser. No.; DI18FTPOOIG Page lof2 Mtacnment 7 :.: rage: 1of I




Carryovear 0.01838 0.06 ppm
Chemistry Precision Area o 0.1449 05 %RSD
Chemistry Precision Height o 0.3034 oe %RSD
Chemistry X-Intercept -0.2 0.0018 0.2 ul
Chemistry Linearity (R*2} 0.999 0.899986 1

WMeathanol Purge

Air Purge

Park Inject Valve

Home Needle

Save Serial Number

CPSM Final Test Overall Resuit - PASS

PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS

Signed: f  lan ,Date: 25 AR |8

END OF DATA

Document No.; TE23D64-14-ICR

Ser. No.: D18FTP001G Pape 2 of 2

WerationNo.:
Altachment:

01
7.10

Page: 2 of 2




Waters Corporation - Test Record

Part Number: 186015088 Product: I-Clags FTN Plus
Operator: 25705598 Start Time: 04/25/2018, 13:41:

Serial Number: D18FNP002G End Time: 04/25/2018, 17:21:
Test System: TE83064-14 Order: MVT1827A
Test Software: 1.42 Location: GES/Nenture, SG

TMD: TMDO010476

TMD: TMD010487
Firmware: 1.71.395 (Feb 14 2018 09;30:12)

Name LSL Measurement | USL Unit Outcoma
Electrical Safaty Test PASS
Power-on Initiallzation PASS
Fans PASS
Firmware Download PASS
ReStart Initialization PASS
Sample Compariment Door & Lights PASS
Jumper Canfiguration 133 133 PASS
Test Event Inputs PASS
Test Event Outputs PASS
Test SPI Interface PASS
Test Leak Detectors PASS
Test Ecord Intarface PASS
Theta Drive Calibratlon PASS
Tray Cal Offset -180 159.62 180 Deg PASS
R Axis Callbration PASS
R Offset -3 -0.21 3 mm PASS
Z Axis Calibration PASS
Z Ofiset -3 -0.92 3 mm PASS
Needle Seal Calibration PASS
Needle Seal Position 48 56.98 68 mm PASS
Needle Seal Force 48 52.32 68 Ibtinch PASS
Zp Offset -3 1.13 3 mim PASS
Sampla Tray Select Switch PASS
Check Theta Driva Beit PASS
RiTheta Posilioner Test PASS
1st Move Error -0.3 0.13 0.3 PASS
Zp Pierce -20 1 20  Lost Steps PASS
Z Pierce -20 3 20  Lost Steps PASS
R Lost Steps -20 1 20  lLost Steps PASS
Sampie Cooler Test -0.9277 -0.6 Deg C/Min PASS
Test Pressure Transducer 0.45 0.46 0.55 PSi PASS
BOS Pump Test PASS
Methanol Prime PASS
Sample Syringe Decay -5 57 15 Psl PASS
Dynamic Leak Test -38 §00 nl/min PASS
Needlewash Prime PASS
Test Preblank Injections 0 743.2 area PASS

Document No.:  TEB3064-144QR
Ser. No.: DISFNP002G Page | of 2 iteration No.: 01

Attachment: 7.11 Page: 1 of



Carryover 0.02236 0.04 Ppm PASS

Chemistry Precision Area 0 0.0779 0.5 %RSD PASS
Chemistry Precision Height 0 0.4674 0.9 %RSD PASS
Chemistry X-Intercept -0.2 -0.0025 0.2 ul PASS
Chemistry Linearity (R*2) 0.999 0.299992 1 PASS
Mathanol Purge PASS
Air Purge PASS
Park [nject Valve PASS
Home Needle PASS
Save Serial Number PASS

CPSM Final Test Overall Result - PASS

Signed: f 1y Date: s Arr 18

END OF DATA

Document No.: TES3064-14-10R

Ser. No.: DI18FNP002G Page 2 of 2 lterationNo.: 01
Attachment;: 7.11 Fage: 2 of 2



