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Waters Installation Qualification Report

THE SCIENCE OF WHAT'S POSSIBLE.”

Report No: TE82817-1-IQR Iteration No: 00 SAP No: TE0082817QX

1.0 Purpose

The PCM Il Final Test Station (TE82817-1) is located in the NPI laboratory in Milford, MA. The station is used to perform
the final instrument test of the following part numbers: 186002449 and 279001290. The Test Station has two versions of
the test software which are identical in functionality. The PCM Il Software tests the PCM |l (Part #186002449. Refurb. Part
#800000178) and the SFO Software tests the PCM Il sub-assembly (Part #279001290, Refurb. Part #800000224).

In the final test, the UUT is connected to the test station and the performance of the rear panel /O, the pump status, pump
pressure, and pump control is verified to operate within design specifications. When complete, a hard copy of the final test
record is printed.

This Installation Qualification is being performed as required by the Quality Plan #2017-002.

2.0 Scope of Report

This Installation Qualification Report details the qualification activities undertaken for the PCM Il Final Test Station
(TE82817-1) based on the requirements of the Installation Qualification Procedure, 730004135 Ver. 00.

This Installation Qualification Report defines the documents used to qualify the PCM Il Final Test Station (TE82817-1).

3.0 Summary of Results - Statement of Fitness for Intended Use

The PCM Il Final Test Station was tested in accordance with the Installation Qualification Procedure, 730004135 Ver. 00.
Ali Test Scripts were performed and all objective evidence requirements have been met.

Waters now has the necessary documentation in place to ensure that the PCM Il Final Test Station complies with Waters'
requirements, the latest relevant quality system regulations, and cGMP practices.

Following the approval of this Qualification Report, the PCM II Final Test Station (TE82817-1) can be considered fully
qualified and fit for intended use.

4.0 Glossary

The following definitions are used in this document:

Term Explanation
cGMP Current Good Manufacturing Practice
IQ Installation Qualification
IQR Installation Qualification Report
TSP Test Specification and Procedure
CAL/PM Calibration/Preventive Maintenance
NPI New Product Introduction
uuT Unit Under Test
SIN Serial Number
P/N Part Number
SFO System Fluidics Organizer
PCM I Pump Control Module Il
N/A Not Applicable
Template 730002845, Version 02 Waters Confidential
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Waters Installation Qualification Report
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Report No: TE82817-1-IQR lteration No: 00 SAP No: TE0082817QX

5.0

Training

The operator of the PCM |l Final Test Station (TE82817-1) is the executor of this qualification, and was trained according to
the PCM Il Final Test Procedure, 735000887, Ver. 06 and the Installation Qualification Procedure, 730004135, Ver. 00.
Refer to Attachments 7.16 and 7.17 for the training records.

6.0 Qualification Results
6.1 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 7.1.
6.1.1 The PCM Il Final Test Procedure, 735000887, Ver. 06, was confirmed to be in SAP with a status of
Release General, as evidenced below.
Document List Afver Selection 7 Hits
“BE/ASD AFEDEPE RBcoe Rsve TEE S Murbnas(mges)
[@ Rev Type Document Vi Desoption fromdate Change No.  Status taxt Commpiste name Effactiviy Date
A TSP 735000887 00  PCM 11 FAnal Test Procedure 05/03/2004 9108646 RELEASE GENERAL Mark Jussaume
8 TSP 735000887 01  PCM 11 Final Test Pracedure 10/20/2004 9111529 RELEASE GENERAL  Mark Jussaume
C TSP 735000887 02  PCM Il Fnal Test Procwdure 01/12/2005 9113219 RELEASE GENERAL Chrs Green
0 TSP 735000887 03  PCN Il Anal Test Procedura 12/11/2006 9125792 RELEASE GENERAL  Mark Jusssume
E TSP 735000687 04  PCH I Fnal Test Procedure 11/12/2014 9193031 RELEASE GENERAL  Mark Jusssume
F TSP 735000887 05 PCM I Fnal Test Pracedure 06/10/2016 9207397 RELEASE GENERAL  Matt Brule
[[[c 75 73500887 06 POV Fval Test Procadure  ON24[2017 9215744 RELEASE GENERAL ark Jussaume — =2
6.1.2 The TE82817-1 PM Procedure, 735002828, Ver. 00, was confirmed to be in SAP with a status of Release
General, as evidenced below.
Document List After Sefection 1 Hits
B/ HESOD AFPRE PR Qoo Rsve TEAO T mhumbnais (images)
Rev_ Type nt v i Fromdate  ChangaNo,  Status text _ Complate name EfectvhkyData
[A CAL 735002828 00 TEB2817 PM Procedum 0l/30/2013 9176534 RELEASEGENERAL MarkJumsaurme =
6.2 Test Script 1Q-02: Site Verification was performed according to Installation Qualification Procedure 730004135,
Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.2.
6.2.1 The ambient temperature and humidity were measured using an Extech 445703 Hygro-thermometer,
ID#95648, and was determined to be within specification as defined by Performance Specification, PCB,
Pump Control WAT200454, Ver. 00. The calibration record is provided as Attachment 7.3.
6.2.2 The electrical supply was measured using a Fluke 189 Multimeter, ID#98209, and was determined to be
within specification as defined by Performance Specification, PCB, Pump Control WAT200454, Ver. 00.
The calibration record is provided as Attachment 7.4.
6.2.3 The Test Station was confirmed to have more than the three (3) dedicated electrical outlets required.
6.2.4 The space and test bench of the PCM Il Final Test Station (TE82817-1) 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 Attachment 7.5.
6.2.5 The Test Station was confirmed to have one (1) network available.
6.3 Test Script 1Q-03: Instrumentation Calibration Verification was performed according to Installation Qualification
Procedure 730004135, Ver. 00. The completed script is provided as Attachment 7.6.
6.3.1 The PCM li Final Test Station (TE82817-1) was confirmed to be in the Calibration Manager Database with
a twelve (12) month maintenance cycle.
6.3.2 The Test Station was confirmed to have had preventative maintenance within this time frame. A screen
capture of the PCM Il Final Test Station (TE82817-1) from the Equipment Master Database is provided as
Attachment 7.7.
Template 730002845, Version 02 Waters Confidential
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Report No: TE82817-1-IQR Iteration No: 00 SAP No: TE0082817QX

6.4 Test Script 1Q-04: Test Software and Instrument Firmware Version was performed according to Installation
Qualification Procedure 730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment
7.8.

6.4.1 The Test Equipment Software version listed in PCM Il Final Test Procedure 735000887, Ver. 06 is Test
Software 0.0 and was verified to match the version listed in the Test Equipment program displays of the
PCM Il Test Program and the SFO Test Program. A screen capture of the program displays are provided
as Attachments 7.9 and 7.10, respectively.

6.4.2 The PCM |l Firmware version listed in Production Master PCMIl 361000331, Ver. 00 is Firmware v4.00
and was verified to match the version listed in the Loader Dialog Box. A screen capture of the program is
provided as Attachment 7.11.

6.5 Test Script 1Q-05: General Safety and Alarms was performed according to Installation Qualification Procedure

730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.12.

6.5.1 It was confirmed that there were no mechanical safety pinch points or sharp edges.

6.5.2 The PCM [l Final Test Station was confirmed to pass an Electrical Safety Hi-Pot/Ground Continuity test.
The calibration record is provided as Attachment 7.13.

6.6 Test Script 1Q-06: Functional Verification was performed according to Installation Qualification Procedure
730004135, Ver. 00. The completed Test Script Data Sheet is provided as Attachment 7.14.

6.6.1 One (1) UUT Part #186003765 (Serial #F17APS843M) containing the sub-assembly Part #279001290
was tested using the PCM I Final Test Station (TE82817-1) SFO program with all tests passing. The final
test record is provided as attachment 7.15.

6.7 This table provides a summary of each test script as performed according to 7300004135 Ver. 00 along with the
attachment location 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 Attachment 7.1 None
1Q-02 Pass Attachments 7.2, 7.3, 7.4, and 7.5 None
1Q-03 Pass Attachments 7.6 and 7.7 None
1Q-04 Pass Attachments 7.8, 7.9, 7.10, and 7.11 None
1Q-05 Pass Attachments 7.12 and 7.13 None
1Q-06 Pass Attachments 7.14 and 7.15 None
Template 730002845, Version 02 Waters Confidential
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Report No: TE82817-1-IQR Iteration No: 00 SAP No: TE0082817QX
7.0 Attachments
7.1 Completed Test Script IQ-01: Associated Document Verification

7.2 Completed Test Script 1Q-02: Site Verification

7.3 Objective Evidence 1Q-02: Extech 445703 Hygo-thermometer (ID#95648) Calibration Record
7.4 Objective Evidence 1Q-02: Fluke 189 Multimeter (ID#98209) Calibration Record

7.5 Objective Evidence 1Q-02: Photo of Test Station Work Area

7.6 Completed Test Script IQ-03: Instrument Calibration Verification
7.7 Objective Evidence 1Q-03: PCM Il Final Test Station (TE82817-1) Calibration Record
7.8 Completed Test Script 1Q-04: Test Software and Instrument Firmware Version

7.9 Objective Evidence 1Q-04: Screen Capture of PCM Il Test Equipment Software

7.10 Objective Evidence |Q-04: Screen Capture of SFO Test Equipment Software

7.1 Objective Evidence 1Q-04: Screen Capture of Test Equipment Firmware

7.12 Completed Test Script IQ-05: General Safety and Alarms

7.13 Objective Evidence 1Q-05: Hi-Pot Ground Continuity Tester (ID#90265) Calibration Record
7.14 Completed Test Script IQ-06: Functional Verification of UUT Part #186003765 (279001290)
7.15 Objective Evidence 1Q-06: Instrument Final Test Record for UUT Part #186003765

7.16 Completed Operator Training Record 735000887 Ver. 06

7.17 Completed Executor Training Record 730004135 Ver. 00

8.0 Deviation from Test Equipment Qualification
There were no deviations generated during the execution of the Installation Qualification Procedure 730004135 Ver. 00.

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

Document Number Document title
730004135 Ver. 00 Installation Qualification Procedure
735000887 Ver. 06 PCM Il Final Test Procedure
735002828 Ver. 00 TE82817-1 PM Procedure
WAT200454 Ver. 00 Performance Spec, PCB, PMP Control
WATO046538 Ver. 09 Generic Electrical Safety Test Procedure
735001477 Ver. 05 Serial Number Log, SFO
361000331 Ver. 00 Pump Control Module 1l Recreate Procedure v4.00.12
2017-002 Legacy Products Relocation Quality Plan
Template 730002845, Version 02 Waters Confidential
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WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 4 of 11
IQ Test name: Associated Documentation Verification Test Script No.: 1Q-01
Equipment No./ID: TES2R11-\ Equipment Name: FC )| Pral Test tahon
Installation Site: NP\ , Milfov] , MA
Purpose:

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

List all applicable documents (Preventive Maintenance, Calibration, Operating Procedures, Test Specification Procedures,
Manufacturing Procedures, etc.) under the Document type header and then complete the table 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 below available document(s)

Document Type Title; Doc. No.; Revision/Version No. Status in SAP Initial & Date
v PCM 11 Anal Test Proceduve Releast
TSP T35000%%7__ Ner O Geneval |8 20 jun 2017
TEIZR I PM Pvoceduve Revease .
CAL TS50 %25 Nev DO Geveval |82 20 Jun 2011

\
\

Comments:
N/A
20 ) L
Overall Test Conclusion: \&Pass O Fail
— e . .
Copy this Test Script as needed tevahonm 00 :‘

nﬂl\
Waters Confidential Template 730000483 Va6 T ent-No:: A 11,

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 Amcnment‘ ——.u__ P age’ _l_ of _L




W WORK INSTRUCTION / OPERATING PROCEDURE
aters

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

Document No: 730004135 Version No: 00 Page 5 of 11
IQ Test name: Site Verification Test Script No.: 1Q-02
Equipment No.ID: V= T 723\ 11 Equipment Name: YCM U Nzl Tat Saghon
Installation Site: NP, Mitforol, MA
Purpose:

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

Test execution:

List any additional applicable environmental parameters in the Parameters column. Using the applicable equipment
documentation, define the specifications in the Acceptance Criteria column, as appropriate. 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.

Objective evidence:
Completed Test Script Data Sheet.

Photo(s) of the work area, if applicable.
Copies of calibration certificates for gauges or meters used for measurement, if applicable.

Parameters Acceptance criteria As found Pass/Fail | Initial & Date
Ambient Temperature D° - 4p° 23.3C Parsy €2 20 )un 200
Relative Humidity | Z%~8D% ("OY\I\QO\(‘MSIM 5D0 a6 20 Jun ord
7
Workspace ’E“Q,hm mfe olnes 740“"/(/‘0'/'@ Jpaue FasC Jf® 20 Jun 2017

Test Station Bench Ln-thw\f wom Lavow oned ?‘h/tm\\/ evmuqh Yast  |eoP 20 o 2018
Electrical Supply  |\05 - |24 VAC /gon Wz yae [ 6o, O Me | Pess  |eep 70 un2oct

Electrical Outlets >4 v, Yo  lae 2bjunzon]
Ms > | 1 Yor) e 20)wn 200
""l‘..._‘_ '\

Comments:
Temp ael lumiclity Speci el n WATZ00 4511 Nev: 0D

Ly Recoaloel witn Asserdt ASELE  (Calibvaded 1S Nov 20tK)
Electacal Supply Speechiesl \n WATZ DOUSH Ver, 0D

Ly Re(ooles) with ASerHF QY20 (Calibrates| 20 Dec 20“’3

Overall Test Conclusion: \QPass O Fail - o
Copy this Test Script as needed Hevaton 00
Waters Confidential Template 730000483 V06
It is the responsibility of the user to verify they are using the current released versionj A ttachment: 7, yA Page: l f
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL [ — ge: —0 —L
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W WORK INSTRUCTION / OPERATING PROCEDURE
aters

THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 6 of 11
10Q Test name: Instrumentation Calibration Verification Test Script No.: 1Q-03
Equipment No./ID: TE<2%171~| Equipment Name: PCiM || Fnal Test Station
Installation Site: NJ©!, Wi l{ovol, MA
Purpose:
To verify that all critical instruments are in the calibration system and calibrated or a preventive maintenance has been
performed, as appropriate.
Test execution:
List all critical instruments/components and/or sub-systems (System, TUV, Sample Manager, BSM, Column Manager,
Test Solutions, Meters, Gauges, Scales, etc.) in the Description column and complete the table below. Verify that all
critical instruments have had a preventive maintenance and/or calibration performed, in accordance with the PM and/or
Calibration procedures, and have been included in the preventive maintenance/calibration schedule. For test solutions
note the expiration date. Enter N/A for any parameter or cell that is not used or applicable.
Objective evidence:
Completed Test Script Data Sheet
Copies of calibration and/or maintenance certificates.
Last Cal/PM
Waters P/N and PM Cal/Due / e
Description Asset No. Serial Number Perl:f,c;:r:ed Expiration Date Initial & Date
cMm h o) —
i e it o TE$L3 1) N/A 2% Rb 2017 | Feb 201¥  |€eP 20 unlbn
\‘4%0\;2 .
‘\'ﬁ»‘
\"1{%
T~
Comments:
o 7
2
kn 7o)
Overall Test Conclusion: }S\Pass O Fail E o B
Copy this Test Script as needed ! Iyevahon 00 .
. Docemient No o ngog’lvt‘—! |y o2
Waters Confidential Template 730000483 V(6 = e LS

It is the responsibility of the user to verify they are using the current released version. | Ati.cliinent: 1 L6 Page: | f |
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL e ge: «—l.— o

b R —




~+2TE82817-1

File Action Edit View Help

dwn HEX 20O X DR D o@ SO »

EQUIPMENT MASTER: TEB2817-1

Identifier. [TEB2817-1 ] .

Component |D: I

EQUIPMENT SUPPORT

C"E; Add Event a- Add Similar E‘ Remove Event DETAILS SUPPORT MAINTENANCE

(e EELAIe DueDate: [28Feh 2018 N
Future Due Date:  [28 Feb 2019 |
Last Action Date:  [28 Feb 2017 Iﬁ]
Basis for Date Calculation: I[)a[e of Event | LI
Intervak  [Month (End of Month) | ~]

Event Type: [Maintenance | >|e pobe R 12 !
Event Name: EMon!h I L‘ . Reminder Date: I Iﬁ]

Reminder Days: | I
Scheduled Person: [ | LI
Work Flow Template: | | _v_l

€ view Audit Trail ...

EE; Add History for this Event

Hevanon DO
Document No.: TE ODYZR11-1-18K

Attackment: _1-7 _ Page: _\ of \_

- YT WY T



W WORK INSTRUCTION / OPERATING PROCEDURE
aters

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

Document No: 730004135 Version No: 00 Page 7 of 11
10Q Test name: Test Software and Instrument Firmware Version Test Script No.: IQ-04
Equipment No./ID:  TER 2% {1-\ Equipment Name: POM I Tinal Telr Staho
Installation Site: 12\, M| Loyl + MA
Purpose:

To verify that the installed firmware/software is correct per the applicable design/operational documents (TSP, ASP,
MPR, BOM, and/or other Design documents).

Test execution:

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

Objective evidence:

Completed Test Script Data Sheet

Identify the applicable design/operational document that defined the required software/firmware version(s) in the
associated Installation Qualification Report.

Description Acceptance criteria As found Pass/Fail Initial & Date
Test Equipment Software | Version: Version: ar 22
OCM 1) OLO U. 0 }00\/)/_) Yun o]
Test Eyuipment Sofwae oh g Version:
s ;I?I;P Version: d.D 0.0 Panra |ex 23 a0

PCM 1 Rvmwoave | Version: 4 00 Version: 4,00 Pass S 26 hun 200

\ Version: Version:
M Version:
2.

1

Version: Versi ."l
~

Version: Version: \
Version: Version: \
Comments:

Both sodtwave Nevsiond \{ec‘\Q\‘eol w T7RR 000 %RT \ev. 0L

Pom I fymwoave specfes] 1n 3I00033) ey 00

Overall Test Conclusion: NPass O Fail
Copy this Test Script as needed Heyation '00 'y
Waters Confidential Template 730000483 Vap = oo et N T OORZE IT=T —TOR

-
C

it is the responsibility of the user to verify they are using the current released version. el

HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL Attaciiment: 1\ Page: _|_of |




Autotest

Manual Test

e e e

| Firmware Download

\evagtion 0O
Document No.: TEOQOEZR1 1-) -\ &R

Attachment: 1.2 Page: | of |




Autotest

Manual Test

IﬂStartl @ H sm TE82817 ]&g W VE 2:14pm

Hevahon po
Document No.: € ORI\ -} -\gy

Attachment: _ -0 Page: \ of |




4 Step 4 - Select the file to load

Waters Firmware Update

C:\Program Files\TE8281 7\Pump Control Module. sft

Browse... |

The selected file contains firmware for:
Waters PCM Il v4.00

Checksum: 0x9AF94C3E

¢ Back

Cancel

WHevation 00
Document No.: _TEORZx \1-1- | KK

Attachment: _ -] Page: | of |

FISRTTTT T ey




WORK INSTRUCTION / OPERATING PROCEDURE
Waters

THE SCIENCE OF WHAT'S POSSIBLE™ Title: Installation Qualification Procedure
Document No: 730004135 Version No: 00 Page 8 of 11
10Q Test name: General Safety and Alarms Test Script No.: IQ-05
Equipment No./ID: TE® 2% (1-| Equipment Name: PO\ 1L Fvia] Tyt SHerho
Installation Site: NC1 . Nifovsd | WA
Purpose:

To verify that the test 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. List the associated safety
requirement/specification in the Acceptance Criteria column. Perform an inspection/test of the equipment to assess its
safety related conditions. Enter N/A for any parameter or cell that is not used or applicable.

Objective evidence:
Completed Test Script Data Sheet

Photo of the secured glass bottles and/or tanks, if applicable

Safety Inspection Acceptance criteria Pass/Fail Initial & Date
Pinmelggﬁ'lqls?glhzfgeft:}gges NoneiFound oy €l 20 )uun 2007
Hi Pot/Ground Contuty T NaTosnss | Poay e 2 dua 1000
Glass Bottles are secure Secure N/A N/A

Tanks are secure Secure NA N /A

~— =5
e

\‘

Comments:

- PoX Jet pev Bvmest Wi Quasiiech  Guarsian @000 - Aset # A0Z6<
Caltvvaieas 1O Youn 14V

Overall Test Conclusion: %\Pass [ Fail . . —
Copy this Test Script as needed S Wevahon o0 L
Document No.: TE D0R2%1-1-16K
Waters Confidential Template 730000483 V0§ T
It is the responsibility of the user to verify they are using the current released version. Attachment: 1L Page: \ of )
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSONNEL . - D
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WORK INSTRUCTION 7/ OPERATING PROCEDURE
Waters

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

Document No: 730004135 Version No: 00 Page 9 of 11
10Q Test name: Functional Verification Test Script No.: 1Q-06
Equipment No.iD: E 2% (1 Equipment Name: YOM \ Bnal sy Stahiou
Installation Site: NIP( . W\ \Jorol, MA

Purpose:

To verify that system transfer and/or qualification activities have not adversely affected system functionality.
Test execution:

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

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

UUT Part Number: 003
\2{] a b_b-’\(";jo) All required CTQ Specification {)aM 0P 20 Yun ZoY)

3 measurements result in a Pass.
UUT Serial Number: T\IA PIY L\?M

Comments:

WT  Povt # 1BLO03LS (Ontan) 4w PCM I ?beﬂwyfmb\\/ . Povd #2779001290
DA Cecovdael w195 0DIHTT Nev. oS

Overall Test Conclusion: ﬁh Pass O Fail B
X

Copy this Test Script as needed Hevahon 00

Pocument Nos TEOOY2 $17-1— 1 B8R
Waters Confidential Template 73000048% V06

It is the responsibility of the user to verify they are using the current released version, A tiashment: 1. \‘-*\ Page* ] of \
HARD COPY UNCONTROLLED UNLESS STAMPED, SIGNED AND DATED BY AUTHORISED PERSQNNEL I — ‘ —

?.




Waters Corporation
INSTRUMENT FINAL TEST RECORD

Part Number: 186003765 Description: System Fluidics Orgtanizer
Tested By: 034916ECP Date: 6/23/2017 3:34:37 PM
Serial Number: F17APS843M Control Number: N/A
Software Revision: 4.00 Build#: 12 (Oct 15 2008) Factory Order: 4269408
1) Hi - Pot / Ground Continuity Test PASS[X] FAIL[ ] seenote# PASS []
2) Rear Panel /0 Test PASSIX] FAIL[ ] seenote# PASS []
3) Pumps A, B, & C Status Test PASS(X] FAIL[] seenote# PASS [ ]
(-12VvDC & +12 VDC)
4) Pumps A, B, & C Pressure Test PASS(X] FAIL[] seenote# PASS [ ]
(-10 vDC - 0VDC)
5) Pumps A, B, & C Control Test PASSX] FAIL[ ] seenote# PASS [ ]

(0 - 2133 HZ TTL)

Date: 23 /lun/ 2017

Instrument Result: PASSIX FAILL] Signed: G _o ¥A>

Notes:

S G S T S e AT I N S ey

ltevation 00 o
TE00R2R N -1-1QG¢

5 : | of )

Y T L T i A ae e v

This Test Record and any data contained within it are proprietary to Waters Corporation and must be retained by Waters for the time

period prescribed in its Quality Records Retention Policy. If any of the individual tests noted above fail; a note must be referenced that

details the work performed to correct that specific deficiency. An overall failure indicates a special circumstance in which case a
complete retest is to be done. A second form is required to document that testing; the initial form must be attached and retained.




WORK INSTRUCTION / OPERATING PROCEDURE

Waters

THE SCIENCE OF WHAT'S POSSIBLE!
Document No: 730004135 Version No: 00 Page 10 of 11

Title: Installation Qualification Procedure

Appendix A: TRAINING RECORD

Document No. _ 1 2S000OIK]  Procedure Title PCM I Pivia) Test  Proceolue  Version OLe
Training by: <SELY SEWw 23 2011

Printed name Signature Date

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

Printed Name Signature Initials Date

Emma Pievce C_ Uz Qe  [23 Jun 2017

™~
™~
AN

l—)
0.
{2
\\\
Copy this Training Record Template as needed
lHevaton 0O -
Waters Confidential Template 730000483 VBB’ k.

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 PERSOPQN&“”Chment' ...l.-.(':...... Page. o Of _.L_
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