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WOTEFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021

1.0 PURPOSE

The purpose of this Installation Qualification Report is to detail the activities associated with the execution of protocol
730004135, Installation Qualification Protocol, for the TE0084050-21, Arc FTN CPSM Final Test System.

11 SYSTEM BACKGROUND

The TE0084050-21, Arc FTN CPSM Final Test System, is used to perform final assembly testing of the ARC FTN Sample
Managers of the following part numbers: 186017001, 186017007, 186017017. The system performs testing to ensure the
product meets the critical to quality specifications in 735002984, Revision T, Ver. 15, TEST SPECIFICATION AND
PROCEDURE, CPSM SAMPLE MANAGER FINAL TEST.

The TE0084050-21, Arc FTN CPSM Final Test System is located at production floor of Flextronics, Singapore.

2.0 SCOPE

This Installation Qualification Report details the Qualification activities undertaken for the TE0084050-21, Arc FTN CPSM
Final Test System, based on the requirements of the executed protocol, the Installation Qualification Protocol, 730004135
Ver. 03.

3.0 SUMMARY OF RESULTS — STATEMENT OF FITNESS FOR INTENDED USE

The TE0084050-21, Arc FTN CPSM Final Test System was tested in accordance with the Installation Qualification Protocol,
730004135, Ver. 03. All Test Scripts were performed, and all objective evidence requirements have been met.

Waters now has the necessary documentation in place to ensure that the TE0084050-21, Arc FTN CPSM Final Test System
complies with Waters’ requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Installation Qualification Report, the TE0084050-21, Arc FTN CPSM Final Test System can be
considered fully qualified and fit for intended use.

4.0 DEFINITIONS / ABBREVIATIONS

The following definitions are used in this document:

Term Explanation
Arc Acquity Reduced Cost
cGMP Current Good Manufacturing Practice
T™MV Test Method Validation
EDV Equipment Design Verification
1Q Installation Qualification
IQR Installation Qualification Report
oQ Operational Qualification
PQ Performance Qualification
QA Quality Assurance
SOP Standard Operating Procedure
TSP Test Specification and Procedure
ASP Assembly Procedure
MPR Manufacturing Procedure
Cal/PM Calibration/Preventive Maintenance
VAF Validation Assessment Form
Template 730002845, Version 03 Waters Confidential

Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 2 of 31



Woaters

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR

Iteration No: 00

Installation Qualification Report

SAP No: TE008405021

Term

Explanation

TUV

Tuneable Ultraviolet Detector

SN

Serial Number

PN

Part Number

Hz

Hertz

N/A

Not Applicable

uuT

Unit Under Test

VAC

Volt Alternating Current

EQID

Equipment Identification Number

ANSI

American National Standards Institute

PSC

Production Support Check

uL/min

Microliters Per Minute

BSM

Binary Solvent Manager

Ul

User Interface

5.0 TRAINING

The executer of this qualification was trained to the Installation Qualification Protocol, 730004135 Version 03, refer to
Attachment 7.1.

The operator was trained to TSP 735002984, Revision T, Version 15, TEST SPECIFICATION AND PROCEDURE, CPSM
SAMPLE MANAGER FINAL TEST, and the training record is provided as Attachment in 7.2.

6.0 QUALIFICATION Results

6.1 Test Script 1Q-01: Associated Document Verification was performed according to Installation Qualification
Protocol 730004135, Ver. 03. The completed Test Script Data Sheet is provided as Attachment 7.3.

6.1.1 The TEST SPECIFICATION AND PROCEDURE, CPSM SAMPLE MANAGER FINAL TEST, TSP
735002984, Revision T, Version 15, was confirmed to be in SAP with a status of Release General. A screen
capture from SAP is provided as below.

=
= List Edit Goto Settings Extras System Help w
@ » e;ae =0 HE @@=
Document List After Selection 16 Hits Waters
THE SCIENCE OF WHAT'S POSSIBLE.
&y @ B & IZ%' == D‘A D“ AT [D [DChQGEE [Dsave T Ej |:| @ Thumbnails (Images)
ElRevlev Type  Document Vs Part Description Status text Current Ver Valid From Valid To Change No.  Long name
A TSP 735002984 00 000 CPSM Final Test Procedure RELEASE GENERAL f 26.06.2013 01.08.2013 9180812 Richard Davis
B TSP 735002984 01 000 CPSM Final Test Procedure RELEASE GENERAL 02.08.2013 09.09.2013 9181693 Richard Davis
c TSP 735002984 02 000 CPSM Final Test Procedure RELEASE GENERAL 10.09.2013 12.08.2014 9182048 Richard Davis
D TSP 735002984 03 000 CPSM Final Test Procedure RELEASE GENERAL 13.08.2014 01.10.2014 9190826 Richard Davis
E TSP 735002984 04 000 CPSM Final Test Procedure RELEASE GENERAL 02.10.2014 15.10.2014 9191879 Richard Davis
F TSP 735002984 05 000 CPSM Final Test Procedure RELEASE GENERAL 16.10.2014 16.03.2015 9192202 Richard Davis
G TSP 735002984 06 000 CPSM Final Test Procedure RELEASE GENERAL 17.03.2015 19.07.2015 9195127 Richard Davis
H TSP 735002984 07 000 CPSM Final Test Procedure RELEASE GENERAL 20.07.2015 10.09.2015 9199652 Richard Davis
J TSP 735002984 08 000 CPSM Final Test Procedure RELEASE GENERAL 11.09.2015 08.01.2017 9200668 Richard Davis
K TSP 735002984 09 000 CPSM Final Test Procedure RELEASE GENERAL 09.01.2017 25.09.2017 9209711 Richard Davis
L TSP 735002984 10 000 CPSM Final Test Procedure RELEASE GENERAL 26.09.2017 31.07.2018 9218193 Richard Davis
M TSP 735002984 11 000 CPSM Final Test Procedure RELEASE GENERAL 01.08.2018 05.05.2020 9221643 Richard Davis
N TSP 735002984 12 000 CPSM Final Test Procedure RELEASE GENERAL 06.05.2020 05.08.2020 9235384 Richard Davis
P TSP 735002984 13 000 CPSM Final Test Procedure RELEASE GENERAL 06.08.2020 09.02.2021 9236552 Richard Davis
R TSP 735002984 14 000 CPSM Final Test Procedure RELEASE GENERAL 10.02.2021 04.05.2021 9239274 Richard Davis
[jT TSP 735002984 15 000 CPSM Final Test Procedure RELEASE GENERAL § 05.05.2021 31.12.9999 9241073 Eric Turner
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6.1.2 It was verified that TE0084050-21 Arc FTN CPSM Final Test System CAL/PM procedure 735003028,
Revision E, Version 04, was confirmed to be in SAP with a status of Release General. A screen capture from SAP
is provided as below.

[Eg List Edit Goto  Settings Extras  System  Help “
7 m —
o>Heaqe =i ol L
Document List After Selection 5 Hits Waters
THE SCIENCE OF WHAT'S POSSIBLE:
Sy IEI [@ ,& EE' FD é ? E[\‘_ I_—B_ ? Ll‘—_:l [EDChOOSe L"—_DSave ﬁ Eﬂ |:| g Thumbnails (Images)
FlRevlev Type  Document Vs Part Description Status text Current Ver  Valid From Valid To Change No.  Long name
A CAL 735003028 00 000 CPSM Final Test Maintenance Procedure RELEASE GENERAL f 16.08.2013 29.10.2013 9182085 Richard Davis
B CAL 735003028 01 000 CPSM Final Test Maintenance Procedure RELEASE GENERAL f 30.10.2013 03.08.2014 9183977 Richard Davis
© CAL 735003028 02 000 CPSM Final Test Maintenance Procedure RELEASE GENERAL f 04.08.2014 01.05.2017 9190469 Richard Davis
D CAL 735003028 03 000 CPSM Final Test Maintenance Procedure RELEASE GENERAL f 02.05.2017 29.11.2020 9215404 Richard Davis
[]E CAL 735003028 04 000 CPSM Final Test Maintenance Procedure RELEASE GENERAL 'Q 30.11.2020 31.12.9999 9238571 Richard Davis
6.2 Test Script 1Q-02: Site Verification was performed according to Installation Qualification Protocol

730004135, Ver. 03. The completed Test Script Data Sheet is provided as Attachment 7.4.

6.2.1. The ambient temperature and the humidity were measured using a Thermohygrograph and were
determined to be within specification. The calibration record is provided as Attachment 7.5.

6.2.2. The electrical supply was measured using a Multi-meter and was determined to be within specification as
determined by ANSI C84.1 - Voltage Tolerance Standard. The calibration record is provide as Attachment 7.6.

6.2.3.  The Test Station was confirmed to have more than four (4) dedicated electrical outlets and minimum of 1

dedicated network required.

Dedicated Electrical Outlets:

Column

Manager

= .__.-._- .

N\
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Dedicated Network: WS-28

6.2.4. The space and test bench of the TE0084050-21, Arc FTN CPSM Fina Test System, were confirmed to
have adequate space for testing and service. The bench was confirmed to be large and strong enough to support
all test equipment. A picture of the Test Station work area is provided as follows:

Sufficient Room

for Test Station, UUT and Service:

T S — L ——
TE0084050-21 uf 4
CPSM FINAL - q

TEST SYSTEM
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Bench Large and Strong Enough to Support the Test System:

6.3 Test Script 1Q-03: Instrumentation Calibration Verification was performed according to Installation
Qualification Protocol 730004135, Ver.03. The completed script is provided as Attachment 7.7.

6.3.1. The Arc FTN CPSM Final Test System (TE0084050-21) was confirmed to be in the Preventive Maintenance
Master Schedule with the twelve (12) month preventive maintenance (PM) cycle.

6.3.2. The PM record is provided as Attachment 7.8.

A screen capture of the master list is provided as follows:
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flex

SKW-EQM4005-00
PREVENTIVE MAINTENANCE MASTER LIST

MONTH / YEAR: MAY 2021

6]
1 . (3] 4] ol [ ].. m 8 9] [160)
SNp (‘]‘I;;]RI::[I; EQUIPMEN DESCRIPTION MTJISI."[:,“I[.}\ (E[Q‘].-Il;;']::ff EQUIPMEN DEFARTMEN FLOOR LOCATION
o TID o . ) '.'.{ TID{IF T OWNER T B R )
1D ANY) s
ANY)
Joel Mamalateo Production
221 WO 05788 PM 03918 299% Detector (1 8600299%) F20998147A NA Deduyo Engineering Sth (Cleanroom)
Joel Mamalateo Production
222 | WO 06050 PM 04035 PDA shunt 289002226 (PM438MD) NA PM428MD Deduyo Engineering 5th (Detector)
Joel Mamalateo Production
223 | WO 06051 PM 04036 PDA shunt 289002226 (PM440MD) NA PM440MD Deduyo Engincering 5th (Detector)
Joel Mamalateo Production
224 | WO 06183 PM 04117 In Line Degasser GO3DG2O50M 91907 Deduyo Engineering 5th (Arc FTN)
Joel Mamalateo Production
225 WO 06184 PM 04118 Arc Metering Syringe Drive NA TEQ(R4021-2 Deduyo Engineering 5th {Arc FTN)
Joel Mamalateo Production
226 WO 06217 PM 04143 Acquity Cpsm Rtz Assembly Tester NA TER2995-5 Deduyvo Engincering Sth [Arc FTN}
Joel Mamalateo Production
227 WO 06252 PM 04172 Metering Syringe Valve Leak Tester NA TEOOR4040-3 Deduyo Engincering Sth [Arc FTN}
Joel Mamalateo Production
228 | WO 06258 PM 04173 BSM / ()5M Actuator Tester CPU NA NA Deduyo Engineering 5th (BSM/IQSM)
Joel Mamalateo Production
229 | WO06329 | PM 04200 | Acquity Cpsm Sample M. s NA TEG084050-21 Deduyn Engincering Sth (Arc FTN)
Jocl Mamalateo Production
230 | WO 06330 PM 04201 ity Cpsm k NA TEO0R4050-22 Deduyo Engineering 5th (Arc FTN)
End Of Data
6.4 Test Script 1Q-04: Software and Instrument Firmware Version was performed according to Installation
Qualification Protocol 730004135, Ver. 03. The completed Test Script Data Sheet is provided as attachment

7.9.

6.4.1. The Test Equipment Software version listed in the TSP is Test Software 1.5 and was verified ot match the
version listed on the test equipment display. A screenshot is provided as follows:

Template 730002845, Version 03 Waters Confidential
Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 7 of 31



Woaters

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021

Installation Qualification Report

6.5

Test
Sequences

Diagnostics

System Utilities

Exit

Reports

6.4.2. The downloaded firmware is PN 1860107013, Version 1.71.164.

6.5.1. It was confirmed that there were no mechanical safety pinch or sharp edges.
6.5.2. The glass bottle was found to be secured.
6.5.3. The waste tank was found to be secured and located below the system.

6.5.4. Picture of test station safety check is provided as follows:

Template 730002845, Version 03
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Protocol 730004135, Ver. 03. The completed Test Script Data Sheet is provided as Attachment 7.10.

Waters Confidential
Page 8 of 31



WC]"'&FS Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021

Station does not have pinch point/ sharp edges
Glass Bottle is place in solvent tray

e e il

I

Glass Bottles
place in
solvent tray

Waste
Container

6.6 Test Script 1Q-06: Functional Verification was performed according to Installation Qualification Protocol
730004135, Ver. 03. The completed Test Script Data Sheet is provided as Attachment 7.1.

6.6.1. One (1) UUT (PN: 186017007) was tested using the TE0084050-21, Arc FTN CPSM Test System,
in accordance with TSP 735002984, Revision T, Version 15, and met all required CTQ Specification

measurements resulting in a Complete or Pass.

6.6.2. The test record of the passing result is provided as attachment 7.12.
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Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021
6.7 This table provides a summary of each test script as performed according to 730004135, Ver. 03, along with the
attachment locations of all objective evidence. The table also indicates any deviation taken from the scripts during
qualification.
Script or Section | Pass/Fail Objective Evidence Deviations
1Q-01 Pass Attachments 7.3 None
1Q-02 Pass Attachments 7.4, 7.5, 7.6 None
1Q-03 Pass Attachments 7.7, 7.8 None
1Q-04 Pass Attachments 7.9 None
1Q-05 Pass Attachments 7.10 None
1Q-06 Pass Attachments 7.11, 7.12 None
7.0 ATTACHMENTS
71 Completed Executor Training Record 730004135, Ver. 03
7.2 Completed Operator Training Record 735002984, Revision T, Ver. 15
7.3 Completed Test Script IQ-01: Associated Document Verification
7.4 Completed Test Script IQ-02: Site Verification
7.5 Objective Evidence 1Q-02: Thermohygrograph Calibration Record and Measurement Record
7.6 Objective Evidence 1Q-02: Multi-meter Calibration Record and Measurement Record
7.7 Objective Evidence 1Q-03: Instrument Calibration Verification
7.8 Objective Evidence 1Q-03: PM Record
7.9 Completed Test Script 1Q-04: test Software and Instrument Firmware Version

710 Completed Test Script IQ-05: General Safety and Alarms
7.1 Completed Test Script 1Q-06: Functional verification
712 Objective Evidence 1Q-06: Test Record of Pass result on UUT

8.0 DEVIATION FROM THE QUALIFICATION PROTOCOL

There were no deviations generated during the execution of the Installation Qualification Protocol 730004135, Ver. 03.

9.0 References

The current approved versions of the following documents are referenced within this document:

Document Number

Document title

730004135, Ver.03

Installation Qualification Protocol

735002984, Revision T, Ver.15

Test Specification and Procedure, CPSM Final Test

735003028, Rev. E, Ver. 04

CPSM Final Test Maintenance Procedure

ANSI| C84.1

Voltage Tolerance Standard
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Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021

VAL FORM
Vvaters _ - -
A Title: Individual Training Form

Document Ma: 730002657 Version Mo: 01 Page 1 of 1

Training Type: Read and Understood

Name: Weimin Zhang Employee ID: | 613157

Date of Training: 08 May 21

MiA
Comments:
+
Document Number Title Rev &
7350004135 Installation Qualification Protocol 03

/
/
/
/

/

/
//

W\/ Senior Test Development Engineer 08 MAY 21

Employee’s Signature - Date:
——  N/ASelfTrained g~
08 MAY 21

Trainer's Signature Title Date

Waters Confidentia Template 720001104 V02

It 1e the Uears responsibiity fo veriry they are using the cwrment released verakon

Document No.: _TE0084050-21___
Iteration No.: 00__
Attachment: _7.1__ Page: _01_of _01_

Template 730002845, Version 03 Waters Confidential
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WC] ters _ L S
T e EETENCE (AT POSE T Installation Qualification Protocol
Document # 730004135 Version # 03 Page 11 of 12

Appendix A: TRAINING RECORD

Document Test Specification and Procedure, CPSM Sample | Version | 15
8 735002934 Document Title Manager Final Test wsion | T

[E Read and Understood (If self-trained — If not self-trained this section can be deleted)

By signing you acknowledge that vou have reviewed, understand, and agree to comply with the policies and pracfices of the
procedure defined above.

Printed Name Signature Initials Date

Zhang Weimin W Wi 10 May 21

L

Cocument Mo.: _TEDDE4050-21_
Iteration Ma. 0o
Aftachment: _7.2_ Page: _01_of _01_

Template 730002845, Version 03 Waters Confidential
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Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021
Test Script # 1Q-01 IQ Test Name: Associated Documentation Verification
Equipment # ;EOOMOSO_ Equipment Name: Arc FTN CPSM Final Test System

Installation Site: Production Floor, Flex, Singapore

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

Test Execution:

e List all applicable documents (Preventive Maintenance, Calibration, Operating Procedures, Test Specification
Procedures, Manufacturing Procedures, etc.) under the Document type header, then complete the table below.
Rows may be added/removed as needed.

e All applicable documents must have a status of Ready, Pre-Rel-Prod, or Release General in SAP. If applicable
documents are unavailable in SAP, state why in the comments section.

Objective Evidence:
Completed 1Q-01 Test Script Data Sheet

SAP screenshots of below available document(s)

Document Type Title, Doc. #, Version/Revision # Status in SAP Initial & Date
735002984 Revision T, Ver. 15, Test RELEASE
TSP Specification and Procedure, CPSM Sample WM 08 May 21
: GENERAL
Manager Final Test
735003028 Revision E, Ver. 04, CPSM Final RELEASE
el Test Maintenance Procedure GENERAL WM 08 May 21
Comments:

NA S~ 14 MAY 21

Overall Test Conclusion: PASS Document No.: _ TE0084050-21

Iteration No.: 00__
Pass O Fail Attachment: _7.3__ Page: _01_of _01_
Test Script # 1Q -02 IQ Test Name: Site Verification
Equipment # TE0084050-21 ﬁg:q'z_me"t Arc FTN CPSM Final Test System

Installation Site: Production Floor, Flex, Singapore

Template 730002845, Version 03 Waters Confidential
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Installation Qualification Report

Iteration No: 00

SAP No: TE008405021

Purpose:

To verify the location in which the test equipment is to be installed is suitable for use.

Test Execution:

o List additional applicable parameters in the Parameters column. Rows may be added as needed.

e Using the applicable equipment documentation, define the specification(s) in the Acceptance Criteria column.

o Verify and/or measure the applicable parameters and complete the Table below. Do not delete any of the listed
defined parameters. Enter N/A for any parameter or cell that is not used or applicable. The reason for why the
parameter is not used or applicable shall be explained within the corresponding Installation Qualification Report.

Objective Evidence:

Completed 1Q-02 Test Script Data Sheet

Photo(s) of the work area, as applicable

The source of each Acceptance Criterion shall be referenced in the IQR if stored in SAP. If not in SAP objective
evidence specifying the Acceptance Criterion shall be provided in or as an attachment to the IQR.

Copies of calibration certificates for measurement tools, if applicable

Parameters Acceptance Criteria As Found Pass/Fail Initial & Date
Teﬁ”;ﬁﬁ?jre 18°Cto 28 °C 22C Pass WM 10 MAY 21
Relative Humidity ng.%;gdion;/fﬁg 65% Pass WM 10 MAY 21
Electrical Supply 10500\/:5;8 ﬁ;“l}{;ﬁc’ 220VAC, 50Hz Pass WM 10 MAY 21
Electrical Outlets de'\giir;;n;: dm0?11;|:t8 4 Pass WM 10 MAY 21
Network Available de';’:g‘;?;g”; ;work 1 Pass WM 10 MAY 21
Workspace fo the taet atation, UUT and senics pass Wi 10 MAY 21
Test Station Bench st7org anoudh 0 supsort the Station pass | WM10MAY21

Comments:

¢ Ambient temperature/humidity measured using a Thermohygrograph Serial Number: 51267 EQID: 1508
e Electrical supply measured using a Fluke 110 Multimeter, Serial Number: 85730619:0245.
Note: If the electrical supply range or tolerance is not specified for voltage and/or frequency, a tolerance of +5% may be
used in accordance with ANSI C84.1 — Voltage Tolerance Standard.

Overall Test Conclusion

Pass

O Fail

Document No.: _TE0084050-21___
Iteration No.: 00__
Attachment: _7.4_ Page: _01_of _01_
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@ JCAL - PTE LTD

T 23 Tagowre Larns, Vi Tagoee 23 ‘Wiarshowss, Singeapon TETE0
Tk (G5} 6452 0D | Fax: (65 S452 0900
www ca e kg roun com | infodSica Bakgrouposom

CALIBRATION CERTIFICATE

CERTIFICATE MUMMBER ;| CTS 1058821 JOBE NLUBIEER i O 29-1083
DATE RECEIVED i B-dan-Zi ISSUE DATE i E-Fai-21
Inetrusmand 1 THERMOHYGROGRAPFH SAimriient Temparaturs T (23 & 8B)e
anufachaner T HISARATSU Raolatiwe Humidity > (S 1w LR
o el Mo, : TH-Z500 Db Gl i bt 1 AF-dan-21
Part Mo, P — Frcommended Duws Date 1 1222
Herial Ho. 1 SESD
Cuslamar : FLEETROMICS MANUFACTURRING Rargn i —
{SINGAPORE) PTE LTD i Tag No. : EQUID-odis
Fage : ol 2
Status 5 AR Foad

Thea chescribed immirument has bessn cabbrated a1 Caltek Laboratory under the ambient condificns statesd s

This carificale provides rac=abikty of measrement o the Inlemafonal Systiem of Units () andior o wets of measorement
realised at the Mational Metrclogy Sentne (WMGC) |, Singapors or othar recsgnized nallomal matrology mstiuies.

METHODO - The calbration mathod was carriaed aul aoccedirg oo inchouse Technical Calbration Procadune
CTTH - TTO 20007 as & guicks.

BEFERENGE BHETRUMENT SERIAL HO DUE AT

1. Ebd. Hygrometesr ohw proba S0EH3E24 ) 20055608 Z1-Mow-21

REVIEWED & ACCEPTED
REEULTE OF CALIERATION

1 Thas recalis: of colibralion g ghoen o e atached calbration dabs gheal(s) C iy

b4 The exganded unceriairty of measurnement sssadated with the calibeation & REMARIS: 5____""”' '''' |
estimated ala kewel of confidence of approsdmalely 35 % with a coverage Tackor of k=200, *':-5._____5‘;!*.-.[3____ |

a Tha usar should determirss s auitabiity of @ ralromanl Tor s Fanced e _i"-'.?:}'!’“‘ﬂ_[‘f",:?_ _'ji-':_"-‘-'_-"‘"

B Thiz cadilkcats is appplaman o the certificats nombersd CTS10848M-Z1 vath i=sue date 1-Fab-21

for amending cssiomer detail s

Calibrated ARpncad by
BLRLICEAM SO DGR YA, AN LS FPILLY
EMP IDx 1127 r— EMP ID: 1035 Sl

This cerifcale mey naf be mpreduced other than in 4ull, sxcepl with e pricr wrifien approsal of the suing Laboralony h‘:::#
“Thae Fessits reportad harsin hisve bsen parfarmad in sccordence with e famma of sccraditafon ondar S -m
SiRgnpans desrdnvton Counelf
Document No.: _TE0084050-21
Iteration No.: 00
Attachment: _7.5  Page: 01_of 03 _
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SAP No: TE008405021

CALIBERATION CERTIFICATE

C N
BT

CERTIFICATE NUMBER : BTS 1064MB-21 JOB NUMBER : CTJ 21-1093
ISSUE DATE ¢ S-Feb-21 PAGE: Zaf 2
MEAN REFERENCE READING MEAN INSTRUMENT READING (°C) CORRECTION
(*C) Before adjustment After adjustment {°C)
TEMPERATURE MEASUREMENT
181 18.0 — 0.1
241 23.6 0.5
&l 20,6 — (H57]
MEAN REFERENMCE READING MEAN INSTRUMENT READING (%R.H.) CORRECTION
{%RH.) Before adjustment After adjustment {%R.H.)
RELATIVE HUMIDITY MEASUREMENT @@ FIXED TEMPERATURE OF 23°C
25.5 25.0 5
50.7 50.0 — 0.7
458 B4.5 1.3
FUNCTION TEST EXPANDED UNCERTAINTY
TEMPERATURE MEASUREMENT 0.6°C
RELATIVE HUMIDITY MEASUREMENT 3.0%r.h,

Document No.: TE0084050-21
lteration No.: _ 00
Attachment: 7.5 Page: _02_of 03

Template 730002845, Version 03
Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites

Waters Confidential
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WG"'EFS Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021

RELATIVE HUMIDITY: 56% to 58%
Verified using

THERMOHYGROGRAPH

Serial Number: 5650

EQID: 0418

Calibration Due Date: 12-Jan-22

Document No.:_TE0084050-21_
Iteration No.: __ 00
Attachment: 7.5 Page: 03 of 03

Template 730002845, Version 03 Waters Confidential
Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 17 of 31



WC]"'GFS Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021

MICRO PRECISION CALIEBRATION PTELTD

/—h\ | BLOCK SD08 ANG MO IO AVENUE & #07-02403
TECHPLACE Il SINGAPORE S69574
1. p, DQE [5!0*‘*« 55 B74B4384

Certificate of Calibration

Date: Now 27, 2020 Cert No., 55122“8395?’975

Customer:
WATERS PACIFIC PTE LTD

C/O:FLEXTROMICS MANUFACTURING (SINGAPORE) PTE.

H& KALLANG PLACE Wark Order 3 SG-111016375
SINGAPORE 339211

MPC Contral # 85730619 Serial Mumbear: BET30619

Asset |D: 0245 Department: A

Gage Typa: TRUE RMS MULTIMETER Performed By: DIVIEERMRAJ CHANDRAN
Manufacturer: FLUKE Recewed Condition: 1IN TOLERANCE

Model Mumber: 110 Refumnead Candition:  IN TOLERANMCE

Size: & Cal. Date: Movember 28, 2020
Temp/RH: 22.0°C { 50.0% Cal. Interval: 12 MOMTHS

Lacation: Calibration performed at MPC facility Cal. Due Date: MNovember 268, 2021

Calibration Motes:
Performance test passad. See attached data (2 Pages).

Standards Used to Calibrate Equipment

1.0, Description. Model Sarial Manufacturer Cal, Due Date  Traceability #
Dw3ana MULTIFRODUCT CALIBRATOR SEOA-SCI0N 5910003 FLUKE Jul @, 2021 551220083698325

Procedures Used in this Event

Provedure Name Description [REVIEWED & ACCEPTED |
FLUKE 1100111/112 Multimeters, Fluks 1100111112, Sep-01-2003 E SIGH; e R Lan
3 DATE: ol Dee 2020
REMARKS: B2\ pzhis
,H.E_r_-_t_mé__S__Lﬂm:’.l...53.‘.#....‘?55.3_"|
R

Calibrating Technician: 1 QC Approval: ({W
=
DMEEHNR,’NJ CHANDRAN JUN CALIMAG

STATEMENTS OF FASS 08 FAL et winFimrdy TS G S 0 ADITAN ARRS SCMITIENG ESTRRINDE Al IPCCARIED A TRAseeieess S Wy el g tandes o amr ine
Frotataty of falE-EERIIAnTY rel peornd I e Gy Y u:$ Tt 335 Baed in coen wtbow guand Sanded e patusbiry of Dike-ancep dupeiag of Kl wsieledy Ui

TR CALIDRATION NEFORT BTATUS

PASS. Toem uioc when oomphare sbfcrent o et A0 (56 (Sbireenes! el 6 PRES

PASS- Tam unsd when omplence Hsterent o prem, ad Peg reesprsed spill 8 gemiaonod pon e o PAREE

Pl Torm soad whar. compiiason siskrrasi i G o Fob T iesind el & FAL

FARL- Toim s when COTPIIED IIEITT i gren. Sr he reerie v s] rese) o sraiaes Leiad o FALS

REFCAT OF WALUE - T swad wher. repored messremer] Bl 166miin] (anphirve SRETEN i S,

ADUUS TED- Wien 3GJETEnts A48 TS © IF @EFFTEr AhichCurges Lhe aken of magmrresrd hem wna aag reedused 3¢ kasd o awe waies 3z ki
LINTTED - When an iniursasi bl calaion bl i ol onchorsl in o brsed mannsr.

g gepomaies uncerminsy = moaussrend o i au S ansend sncoranty of reerereenl ookl Ly B G0 B0%E b Wi B 5 STl COnELEIT Comipnedy 13 @ ToVENERa prebaiy ol appeaemcly S, unke ofwnas snisd Tea
e B o i IRNISE TI0ES 2017 s ANSFUCSL TSH1]. Calrsbos cyries mred nmiaimg dun dii wuin §4Be G aporoued by B Cuslomar. Ang nember of Facoo ray coue e ol | Ve et 1h ra
P b Eab e Me0n. RRCHEANION Cpchet thoukd be based 50 Yeqeency of Laa. erveonemniel condbers Bed sk BRI Iy SRS SoCataly. Al BINCAITE 3% REEAb 11 31 thargh the Pl et o i o Techrobogy (WIST)
VI LGOI MASAR 1 ST TRy [y, SOTSe DS Mo AT ARGtk $orete: NN ellnn a0 20) warsanisd o 0 lsax. Fon tuty (300 daja. The nfsrmaton o B KBET RETAES 8 13 IR FENLTen dontten
Vi iy 58 iy o PARAACRG i3 R3S G i 3 iehiohe Aeiau fhe peice e azoroeal ol e Sapng M Cabbabor Lbarsiny

Pagea 1 of 1 {CERT, Rev 7}

Document No.: TE0084050-21
lteration No.: 00
Attachment: 7.6 Page: _01_of 04

Template 730002845, Version 03 Waters Confidential
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WC]"'&FS Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021

™ MICRO
D PRECISION

Calibration Report of Fluke 110 True RMS Multimeter

MPC Contrad #: BETIE1R Serial Number: BETI0618
fuzel 10: 05 Calbraion Date: Hovember 26, 2020
AC Valltage Aecurac)
. Livwer Upper
Range Maminal Limit As. Found As Lefl Limit Result Uncartainty [£]
8000 v @ 50 He 300 T N 00 my A mv LT PASE 323w
BOO0 m i SO0 He 00 iy T m 3 0n mi I PASS 0,323 v
BV @S He 500V BTy £ 08V 5008 SO5IV PASS 00 ¥
AWl 0 He S000 W 84Ty S00EY Ry { a0EEY PASS 00030 ¥
B0V 500 Hz B0V ATy S 50TV g 153V PASS 0oy
SO0 3 500 Hz S0 HLry EzAy 2av If BV PASE DDas v
ALY 2 iz functivn
Liwer | Uppar 2
Range Maminal Limie MAs Fourd A5 Left E Limit Resull Uncertainty [£]
5@ 50kHE 50,000 kHz 438N ke 3570 kHe ARBTIkHE L S0.070 kHz PASS 000057 kHz
DC Valtage Accura
] Lowar Upper Feasul
Rangs Hominal Limig A5 Fourd A5 Left Limit ult Uncestainty [£]
B0 mi 0w -2 0y 0w 2m PASE 057 i
S0V SO0V mE3 Y OV S0 1ic e PASE QLO0D0ES Y
00V SO0V ATV 5V 50,08 ¥ ARV PASS O ¥
000 0DV HAE Y B4V Ay EHAY PASS 000G
Corlinuity Test
& 600 £ Range
Range Mominal e A4 Foand A Left Uppar Result Uncertainty [}
Lirmil Limit |
=T Bespar O m Baeper DM Besspesr OH A PAES ] [
> 25011 Beeper OFF Mi Hesszex OFF Beepar OFF HA PASS : MA
ACELEAE
5 Lorwar Upper
FRarge Mominal As Found Mg Left Limit Result Unzartaingy [}
000 weo LE0 200 Lk axn PASS 0057
B0 S0 AP 0 oA 0 =00 T8 PAZS QIMED
Ak S000kT LP5 D 4393600 LE=T 5048 kel PASS I0C0E3 RO
L SO0k 48 54 6l 85750 257 k) SOkl PASS 11R00ED kCY
E Y] S000R EARD 07 k0 5002 kil S AT PASS 00080 kit
[4.01] 5000 ML 4554 W 4833M0 4950 M SIS MO PASS 900019 kD
AN M 00 W0 2A2W0 e ] J00a WA FAEMD PAZSS 00,0000 MLk
Confidential: Covirlies Docsmen Poge 1ol 2
Canpod b nEoSens Wizl the approval of the Quatty Depariment TOOG-FAR00 el

Document No.: _TE0084050-21_
Iteration No.: __ 00
Attachment: _ 7.6. Page: 02 of 04

Template 730002845, Version 03
Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites
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Woaters

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR

Iteration No: 00

Installation Qualification Report

SAP No: TE008405021

T

W PRECISION

Calibration Report of Fluke 110 True RMS Multimeter

MPE Conn| & ASTINGIG Seerial Mumber: B5TI061%
Assat IO- 1245 Caliration Date: Hovemiber 26, 2020
Capacitance Accuracy
" Lewar Upper [

Range Keminal Limit As Found Az Laft Ll L Uncerisinty {+)

00 nF B3 oF TE}oF i nF Bl nF 3T oF PASS 23nF
Diade Accuraty

Funcson Tasted Wominal e 45 Found s Lefe Upper Rezult Uncariainty (&)
| Limit Lissit

20005 2y l 1.8 o0 oy Yy PAZS 0200013 ¥
Statements of Pass or Fail Conformance
Thi unoerianty of ramsurement has been taber inio pooouent when determining compliance sith spacificahon
M messwremenls and el rasulls puard banded ln ansure the probickify of fale-armept doms nol mceed 2% m compharecs wiF ANSINCSL D50 32006
The stabws of compliance with the accepiance criteria is reported as:

PASS - Comrphant wih apeciicabon

PASE? il The measuned valus 8 wihe aecephbancs ki

However, a portion of e expanded unceriainty of measurement al B3% excieads B speclied loeranca,
FAILZ s The measuned valus i not within B acceptancs imis
Hovazver, & portion of # sepanded uwrosrianty of measuremend al 05% is within be speofied lderancs
FaIL o Haol eorplan] welh apect salion %
Lipper Specifad Tosranos

2% PFA Guard Bard

Weasured Valie

2% FFA Guans Bard

Expasded Unzenang——.

Acceptance limits for S 3% probability of False sccept (FFA) guard band

Upper Acoapt Ll

Kormina

~oraer Aocemanes Limk
Lorwee Spacdiad Towenze

The sxpanded unsmarty of measurement 15 slated @ fhe stardard uscertanty of measurement muliphed by e coverage taion k = 2 which for 3 normal destsbulon comssponds ko a cowmrage

probabiiby of spproxmataty B5%, unleas cthererse slated

This calbeaton report comples wth IB0IEC 17025 2017 and ANSINGSL 2590 3-2004, Melhzes § — Gusnd Bards Sassd on Tesl Unosrisnty Rato

Confidential: Cevies Doman
Tannol be saproduesd wiboud e aoproval of the Dualiy Deparines

Document No.: _TE0084050-21__
lteration No.: _ 00

Attachment: _ 7.6_Page: _ 03 _of 04

Template 730002845, Version 03

- End of Calibration Report -

Fage 2ol 2
TOOG-F M002 el
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WC]"'&FS Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021

FLUKE 110 TRUE RMS MULTIMETER
Serial Number: 85730619

EQID: 0245

Calibration Due Date: 26-Nov-21

Document No.: _TE0084050-21_

Iteration No.: __ 00
Attachment: 7.6 Page: 04 _of 04

Template 730002845, Version 03 Waters Confidential
Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 21 of 31



WO'I'EFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021
Test Script # 1Q-03 IQ Test Name: Instrumentation Calibration Verification
Equipment # 250084050_ Equipment Name: Arc FTN CPSM Final Test System

Installation Site: Production Floor, Flex, Singapore

Purpose:
To verify that all critical instruments are in the calibration database and that a calibration and/or a preventive
maintenance has been performed, as appropriate.

Test Execution:
List all critical instruments/components and/or sub-systems that require calibration and/or preventive maintenance in the

Description column. Rows may be added as needed.

Verify that all listed critical instruments/components have had a preventive maintenance and/or calibration performed in
accordance with the PM and/or Calibration procedure(s) or by an outside source, and are listed within the
associated calibration database, then complete the table below.

Objective Evidence:
Completed 1Q-03 Test Script Data Sheet

Copies of calibration and/or maintenance certificates
Screen captures from the associated Calibration database

Description Asset # Cal/PM Dates Initial & Date
TE84050-21 tester Last Cal/PM: 05 MAY 21
PM04200
Cal/PM Due: 05 MAY 22 10 MAY 21

Comments:

NA §FSS~—" 14 MAY 21

Overall Test Conclusion Document No.: _TE0084050-21___
Iteration No.: 00
Pass L Fail Attachment: 7.7 Page: 01__ of 01__
Template 730002845, Version 03 Waters Confidential

Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 22 of 31




Woaters

THE SCIENCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR

Iteration No: 00

Installation Qualification Report

SAP No: TE008405021

flex.

SKW-EQM4006-00
Preventive Maintenance Master Schedule

1] Product (If Any):
(2] Flextronics Fiscal

WATERS

Year: Apr 21 to Mar 22

Rev: B

May

PM 04200

ACQUITY CPSM
SAMPLE MANAGERS
TE0084050-21

NA

NA

NA

NA

[3) Month/Year 21 NA NA NAa NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA
[4] Workweek NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA NA
[5] Date 05 NA NA NA NA MNA NA NA NA NA NA N NA NA NA NA NA NA

NA

NA NA NA NA NA NA NA NA MNA NA NA NA NA NA

PM 04201

ACQUITY CPSM
SAMPLE MANAGERS
TE0084050-22

NA

NA

NA

NA

NA

NA NA NA NA NA NA NA NA NA NA NA NA NA NA

End of data

8] Remark: ___New Equipment Released on Mar 21

PM Frequency: W/A = NonPM , |:|= Others , W = Weekly , M = Monthly , Q = Quarterly , H = Half Yearly , Y = Yearly

191 Prepared By :

Kee David

Sign C:@"’ AL e

Date

oS 2wy 2/

Document No.: _TE0084050-21__
Iteration No.: 00
Attachment: 7.8 Page: 01 of 03

74

Template 730002845, Version 03

Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites

Verified By : ___Joel Mamalateo Deduyo

Sign : A"‘_‘—*

05 MKF 2

Date

Page 2 of 4
SKW-DCM4012-00 Rev D

Waters Confidential
Page 23 of 31



Wc:ﬁers Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021

Document No.: TE0084050-21
Iteration No.: 00
Attachment: 7.8 Page: 02 of 03

Template 730002845, Version 03 Waters Confidential
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WOTGFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021

Document No.: TE0084050-21
Iteration No.: 00
Attachment: 7.8 Page: 03_of 03 _

Template 730002845, Version 03 Waters Confidential
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WO'I'EFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021
Test Script # 1Q-04 IQ Test Name: Test Software and Instrument Firmware Version
Equipment # ;-50084050_ Equipment Name: Arc FTN CPSM Final Test System

Installation Site: Production Floor, Flex, Singapore

Purpose:
To verify that the installed software/firmware is correct per the applicable design and/or operational document(s).

Test Execution:

List all relevant Equipment software and/or instrument firmware in the Description column. Specify the associated part
number for the instrument firmware, if applicable. Rows may be added/removed as needed.

List the associated required equipment software and/or critical instrument/internet connection sharing firmware
version(s), as defined in the applicable design/operational document(s), in the Acceptance Criteria column.

Verify that the software version displayed on the Operator Interface of the program and/or the firmware loaded on the
instruments/PC match the acceptance criteria identically, if applicable, then complete the table below.

Objective Evidence:

Completed 1Q-04 Test Script Data Sheet

Identify and/or provide a screen capture/print out/copy of the applicable design/operational document that defines the
required software/firmware version(s) within or as an attachment to the associated Installation Qualification Report.

Screen capture and/or test record displaying/indicating the software and/or firmware version(s), as applicable

Description Acceptance Criteria As Found Pass/Fail Initial & Date
Equipment Software Version: 1.03 Version: 1.03 PASS WM 10 MAY 21
Instrument Firmware . .

PN: 186017013 Version: 1.71.164 Version: 1.71.164 | PASS WM 10 MAY 21
Comments:

N/A ﬁb\/ 14 MAY 21

Overall Test Conclusion Document No.: _TE0084050-21_
Iteration No.: __ 00
Pass L1 Fail Attachment: 7.9 Page: 01__ of 01_
Template 730002845, Version 03 Waters Confidential

Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 26 of 31



WOTEFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021
Test Script # 1Q-05 IQ Test Name: General Safety and Alarms
Equipment # 550084050' Equipment Name: Arc FTN CPSM Final Test System

Installation Site: Production Floor, Flex, Singapore

Purpose:
To verify that the equipment can operate in a safe manner, within its designated location.

Test Execution:
List any additional safety related conditions or alarms in the Safety Inspection column, such as: guarding, interlocks,

thermal or mechanical safety, chemical, secured gas tanks, restart or power loss, emergency stop, environmental
exhaust, electrical safety, noise, safety labels, etc. Rows may be added as needed. EH&S shall be consulted as
necessary.

List the associated safety requirement(s)/specification(s) in the Acceptance Criteria column.

Perform an inspection/test of the equipment to assess its safety related conditions, then complete the table below.

Objective Evidence:
Completed IQ-05 Test Script Data Sheet

Photo(s) of the secured glass bottles, tanks, etc., if applicable
The source of any applicable Acceptance Criterion shall be summarized in the IQR if stored in SAP. If the source is not
stored in SAP, at a minimum the page specifying the applicable Acceptance Criterion shall be provided as an

attachment.
Safety Inspection Acceptance Criteria Pass/Fail Initial & Date
Pinmelggia:mrgglhifgeégges None Found (or mitigated appropriately) Pass WM 10 MAY 21
Glass Bottles Secure Pass WM 10 MAY 21
Waste Tanks Secure and located below the system Pass WM 10 MAY 21

System ceases operation upon

S RN Slep depressing the Emergency Stop button N/A WM 10 MAY 21
Guardin Shielding in place to prevent Pass WM 10 MAY 21
9 hazard during operation
Comments:

N/A FFESS>~—"14 MAY 21

Overall Test Conclusion Document No.: _ TE0084050-21
Iteration No.: __ 00
Pass L1 Fail Attachment: __7.10__ Page: _01_of _01_
Template 730002845, Version 03 Waters Confidential

Ref. 730001835, Process Validation Procedure for Milford and Singapore Sites Page 27 of 31



WO'I'EFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021
Test Script # 1Q-06 IQ Test Name: Functional Verification
Equipment # 250084050_ Equipment Name: Arc FTN CPSM Final Test System

Installation Site: Production Floor, Flex, Singapore

Purpose:
To verify that the system operates as expected.

Test Execution:
Select the UUT(s) or tests to be performed as defined within the Installation Qualification Section of 730001835.

List the Part Number and Serial Number, if applicable, in the UUT Part Number/Serial Number column.

Define the appropriate Acceptance Criteria within the Acceptance Criteria column.

Perform a test of the UUT(s), verify the Acceptance Criteria, then complete the table below. If an associated Test
Record is being used as objective evidence the Header/Footer information should be verified for accuracy.

Objective Evidence:
Completed 1Q-06 Test Script Data Sheet

Copy of the Test Record(s) for the UUT(s), as applicable

The UUT(s) selected for this Test Script and the reasoning for why it/they were selected shall be summarized within the
associated Installation Qualification Report.

If this Acceptance Criteria is other than “All required CTQ Specification measurements result in a Pass” then it shall be
summarized within the associated VAF, Process Validation Plan, and/or Installation Qualification Report.

For systems that download firmware to product the BOM showing the firmware requirement shall be provided within the
IQR.

UUT Part Number/Serial Number Acceptance Criteria Pass/Fail Initial & Date

All required CTQ Specification
Part Number: 186017007 measurements result in a Pass PASS WM 10 MAY 21

il Numser DO Ly e UUT Firmware Version: 1.71.164 PASS WM 10 MAY 21

Comments:

NA GFSSS~—""14 MAY 21

Overall Test Conclusion Document No.: _TE0084050-21___
Iteration No.: 00
Pass O Fail Attachment: __7.11 Page: 01 of 01
Template 730002845, Version 03 Waters Confidential
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WC]"'GFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-IQR Iteration No: 00 SAP No: TE008405021

Waters Corporation - Test Record

Part Number: 186017007 Product: ARC FTN Sample Manager

Operator: SGSKDAVI Start Time: 05/06/2021, 17:34:

Serial Number: D20VTC728N End Time: 05/06/2021, 19:55:

Test System: TE0084050-21 Order: NA

Test Software: 1.03 Location: Flextronics,SG
Firmware: 1.71.164
|Name I LSL I Measurement I usL I Unit I Qutcome
Electrical Safety Test PASS
Power-on Initialization PASS
Fans PASS
Firmware Download PASS
Sample Compartment Door & Lights PASS
Jumper Configuration 128 128 PASS
Test Event Inputs PASS
Test Event Outputs PASS
Test SPI Interface PASS
Test Leak Detectors PASS
Test Ecord Interface PASS
Theta Drive Calibration PASS
Tray Cal Offset -180 0 180 Deg PASS
R Axis Calibration PASS
R Offset -3 0.08 3 mm PASS
Z Axis Calibration PASS
Z Offset -3 -1.45 3 mm PASS
Zp Offset -3 0.91 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 Pierce -20 0 20 Lost Steps PASS
Z Pierce -20 1 20 Lost Steps PASS
R Lost Steps -20 [1] 20 Lost Steps PASS
BOS Pump Test PASS
Methanol Prime PASS
Dynamic Leak Test 17 500 nL/min PASS
Needlewash Prime PASS
Check Acquity Stack PASS
Test Preblank Injections 0 2699.7 area PASS
Carryover 0.0033 0.06 Ppm PASS
Chemistry Precision Area 0 0.1366 0.25 %RSD PASS
Chemistry Precision Height 0 0.1065 0.9 %RSD PASS
Chemistry X-Intercept -0.2 -0.0713 0.2 ul PASS
Chemistry Linearity (R*2) 0.999 0.999996 1 PASS
Methanol Purge PASS
Air Purge PASS
Park Inject Valve PASS
Ser. No.: D20VTC728N Page 1 of 2

Document No.: TE0084050-21
Iteration No.: 00
Attachment: _7.12__ Page: _01_of _02_

Template 730002845, Version 03 Waters Confidential
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Woaters

) Installation Qualification Report
THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021

Home Needle

PASS
Save Serial Number

PASS

CPSM Final Test Overall Result - PASS

Signed: ~— Date: o0s5MAY21 |

END OF DATA

Ser. No.: D20VTC728N Page 2 of 2

Document No.: _TE0084050-21___
Iteration No.: 00__

Attachment: _7.12__ Page: _02_of _02_

Template 730002845, Version 03
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WOTEFS Installation Qualification Report

THE SCIEMCE OF WHAT'S POSSIBLE.

Report No: TE0084050-21-1QR Iteration No: 00 SAP No: TE008405021

Template 730002845, Version 03 Waters Confidential
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