Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Empower System Qualification
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Overview of Class Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= General Information
— Qualification Basics
— Documentation Practices

= | abs
- SQT — Empower 3 Software
- SQT — Alliance System

= Optional Labs
- QWB — Wavelength Accuracy Test for 2487 Detector
— QWB - Gradient Proportioning Valve (GPV) Test for HPLC
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Homework Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= Make a PDF or screen capture of the following:
— A reference copy of any section for a QWB
+ Waters portal
— A Certificate of Structural Integrity
« Waters website; link on Waters portal
— A Material Numbers List for a qualification kit
« Compliance Services Database on Zephyr

= Email all three items to the instructor
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Homework #1 Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= |IBM Connections (connect.waters.com) > Field Resources > Service Assist

Home Profiles -~ Communites ~ Apps -~ Requesta Field

Community Resources

Service Assist

Wikis Service Assist
File Sync
~ Welcome to Service Assist You are in: Service Assist > Welcome to Service Assist Prod, MKT, & Field Ops Communities
Popular Service Communit. .. . .
Welcome to Service Assist PIP Announcments
Popular Service Forums — "
3 57 Like | Updated Jul O7 by Mary Wood | Tags: pari_locator
Popular Service Blogs Product Ordering Guides
Page Actions ~
Index Site Prep Guides
Memb
SMmbers Product Brochures
Trash
Service Assist is the place for finding service knowledge. Specification Sheets
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Homework #1 Waters

THE SCIENCE OF WHAT'S POSSIBLE."

m Service Assist Wiki > Qual/Compliance

Welcome to Service Assist
E] 55 Like | Updated 7/7/17 by Mary Wood | Tags: part_locator

Page Actions ~

Service Assist is the place for finding service knowledge.

Recently Released

Service Communications News

Popular

(i

Key Part Locators & 5 2
Docainents Referdnce:1nfo. Installation Checklists PM Protocols PM Kits
» -
% / .
Care and Use Site Prep Software

User Manuals i Suldes Spract Troubleshooting Video Library

Quahﬁc_auon/ Contamination Servici Notis Tools & Utilities Spare Parts Portal
Compliance Control Search Search
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Homework #1

e X

Qualification/Compliance

The following is a list of Waters Qualification and Compliance information. This is a live document and will be updated as new information becomes available. If you have
any questions or concerns regarding this information, contact Ginny Halfpenny at x8422 or Paul St. Jean at x2322.

Database

Qualifications

Compliance Services Lotus Notes Database

AQT Qualification

GxP C li

GxP Compliance on Waters.com

Parts/Kits

Compliance Kits - By Kit Description

SystemsQT
Qualification

ACQUITY:
ACQUITY Arc SystemsQT
ACQUITY SystemsQT Documentation
ACQUITY UPC2 SystemsQT
BATROL SystemsOT
Alliance with Empower SystemsQT
Empower AQT:
Empower 1
Empower 2
Empower 3
Modular HPLC:
Modular HELC Systems0QT Documentation
Empower 3 SOT

Self-Directed SQT

Using Empower SystemsQT Qualification Tool:

ACQUITY UPLC Systems
Agilent 1100/1200 Systems
Alliance HPLC Svstems

AQT Information on Waters.com
ACQUITY AQT Version 2.20:

ACQUITY Maintenance Procedures

ACQUITY OQ Tests

Miscellanecus Forms
Alliance AQT Version 3.00:

2475 MP

2437 MP

2695 MP

2795 MP

2996 and 936 MP

RI Detector MP

Miscellanecus Forms

Release Motes, Protocols, and Test Examples
Empower AQT

SN A0T v ecsion 2 00

Qualification
Workbooks

Qualification Workbook Information

TONITT Systemsgr |

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Ems! CCUMentation

Understanding

2487 TUV Wavelength Accuracy Qualification

Qualification

2439 TUV Wavelength Accuracy Qualification
2996 Wavelength Accuracy Qualification

COMPANY CONFIDENTIAL
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Homework #1

©2020 Waters Corporation

A

Qualification Workbooks

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

The following is a list of Waters Qualification Workbooks and other qualification procedures and documents. This is a live document and will be updated as new information becomes available. If you have any
questions or concerns regarding this information, contact Ginny Halfpenny at x8422.

Informatics

Chromatography Data Software (CDS):
Automated Development System Software (716001039 Rev D
Empower AQT (Listing of Empower AQT Service Notes)
Empower 3 Enterprise/Workgroup for Servers (715002751 Rev B)
Empower 2 Enterprise/Workgroup for Servers (71550066001 Rev A}
Empower Enterprise/Workgroup for Servers (71550047001 Rev B)
Empower Systems (71550032201 Rev B
Empower SOT for PATROL
Millennium?? 4.0 Systems (71550011001 Rev A)
Millennium™ 4.0 Systems for Servers (71550011812 Rev B}
SAT/IN AQT 3.00

MassLynx:
AppSight Black Box Software 10/00 (71550064001 Rev A)
MassLynx 4.0/4.1/4.2 Software Systems (71550093001 Rev E)
MassLynx 4.1 w/Security

HuGenesis:
Empower+Archive Solution

UNIFI:
Regulated Bioanalysis System for UNIFI v1.5

LC Technology

ACQUITY UPLC:
ACQUITY 30-cm Column Heater/Cooler (715002425 Rev A
ACQUITY AQT 2.20
ACQUITY UPLC w/FLR, Masslynx (71550220012/3/5 Rev A
ACQUITY UPLC w/TUV/PDA/2596, MassLynx (71550094001 Rev F)
ACQUITY UPLC Family w/UV Detectors, Masslynx (715003334 Rev B
ACQUITY UPLC H-Class w/FLR, Masslynx (715002307 Rev B)
ACQUITY UPLC H-Class w, D, UV, Masslynx (715002309 Rev A
ACQUITY UPLC H-Class w/UV, MassLynx (715002306 Rev A
ACQUITY UPLC I-Class w/UV, MassLynx (715003167 Rev B)

LC Systems:
Alliance 2690/2695 (71550269501 Rev E)
Alliance 2695 (71550269512 Rev G
Alliance 2790/2795
Alliance 2796 (71550279601 Rev A)
Alliance AQT 3.00
Alliance GPC 2000 (71550016901 Rev &

COMPANY CONFIDENTIAL

MS Technology

ACQUITY QDa Detector:
ACQUITY ODa w/ACQUITY Arc System (715004743 Rev B)
ACQUITY QODa w/ACQUITY UPCZ System (715004742 Rev B)
Q-Tof:
0-Tof micre (71550002001 Rev B
Q-Tof Premier (71550012301 Rev B)
Xevo G2 QTof (715002508 Rev D)
Xevo G2-5 QTof, MassLynx (715003605 Rev A
Xevo G2-X§ QTof, MassLynx{715004593 Rev A)
Xevo QTof (715002075 Rev B)
Single Quadrupoles:
3100 Mass Detector
S0 Detector 2, Masslynx (715003079 Rev A
50Q Detector 2, Empower (715005150 Rev A)
Z0 2000/4000, Empower/Millennium?? 4.0 (71550070012 Rev A)
ZQ 2000/4000, MassLvnx (71550024001 Rev B)
SYNAPT:
SYMAPT Family (71550230001 Rev A
SYNAPT G2 MS/HDMS, MassLynx (715002050 Rev C

SYNAPT G2-5, MassLynx (715003400 Rev &)
SYMNAPT G2-Si, MassLynx (715004241 Rev A)
Time of Flight:
GCT Premier, MassLynx (71550063001 Rev A)
LCT Premier, MassLynx (71550008001 Rev A)
LCT Premier XE, MassLynx (71550500001 Rev B}
MALDI micro MX, MassLynx (71550009001 Rev A)
Xevo G2 Tof, MassLynx (715002919 Rev B)
Xevo G2-5 Tof, Masslynx (715003605 Rev A’
Xevo G2-%5 Tof, MassLynx (715004593 Rev A}
Tandem Quadrupoles:
Quattro micro APL, MassLynx (71550001001 Rev B)
Quattro micro GC, MassLynx (71550019001 Rev A
Quattro Premier XE, MassLynx (71550505001 Rev A)
Xevo TQ MS, MassLynx (715001928 Rev B)
Xevo TQ-5, MassLynx (715002207 Rev D
Xevo TQ-S micro, MassLynx (715004603 Rev A)

Part #760000121 v02
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Homework #2 Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= |IBM Connections (connect.waters.com > Service Assist Wiki > Certificates of

Structural Integrity
g N —
sl

lification/ sn ) =~y P
Quali ication/ Contamination Servics Notes Tools & Utilities Spare Parts ortal
Compliance Control Search Search

A to Z index Any other important service links to add? Contact Waters Customer Experience
and Knowledge Management at service_assist@waters.com.

Qualification/Compliance
Qualification Workbooks (QWBs)
Quick Install Guides

* Agilent
« Application Notes

.

* Care and Use Manuals

* Certificates of Structural Integrity

* Chemistry Returns

* CIT (Customer Interaction Tracking)

Radiation Safety (EHS Manual)
Reference Information
Release Notes

|
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Homework #2

= \Waters.com > Support Library

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Waters

INDUSTRIES PRODUCTS

iRequest Technical Service /
Support
Support

Support Library

How To Videos

Spare Parts

Laboratory Analytics
Instrument Upgrades
Compliance Services
Instrument Services
Implementation Services
Software Services
Software Upgrades

Leasing and Financing
Services

Service Excellence

Home > Senices & Support > Support >

THE SCIENCE OF WHAT'S POSSIBLE.

RESOURCES EDUCATION & EVENTS SERVICES & SUPPORT ABOUT WATERS
ort Library
Support Library

| | search

Find Documents: Content Type: Certificates of Structural Integrity 7

Product Area ¥

1-25 of 443 Results

Description

Headspace Control Option Version 3.0 Certificate of Structural Integrity

Clear All ()

Support Number: CSTR134840266 | Publication Date: April 10, 2015 | Content Type: Certificates of Structural Integrity

The attached Certificate of Structural Integrity covers Headspace Control Option Version 3.0 for Empower.

ChromScope Versions 1.21, 1.41, and 1.5 Certificate of Structural Integrity

Support Number: CSTR134837825 | Publication Date: March 31, 2015 | Content Type: Certificates of Structural Integrity

The attached Certificate of Structural Integrity covers ChromScope Software Versions 1.21, 1.41, and 1.5.

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL
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Homework #3 Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Right-click in Workspace in Lotus Notes

% Workspace x

= Select Open Application...

Outgoing Mail GSS Support Waters Phone
on Local on Zephyr Book on Inranet
B! » [\
5 (1 F |
‘oula Powell Technical Maintenance/Ch Focal Point
(Archive) Inquires V2 emical Request Reviews 2014 -
on Local on SAPService on Zephyr Americas 8& M

Workspace Properties

Create Workspace Page

Remove Workspace Page

d Open Application...
Arrange Icons

v | Stack Replica Icons

Show Unread
v Show Server Names

Refresh Unread Count
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Homework #3 Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Select “Zephyr/Waters” and scroll down to “Compliance Services”

= Select “Open” to create the Compliance Services database on your workspace

F

QOpen Application
ILookin: Zephyr/Waters -

@ Collector Config - | Open |’

@ Column and Sep-Pak

& Competitive Rep Profile Survey E‘ _ICanceI Coi pl
@ Compliance Services i

& ConetSales Config DB Services

© Conet Senvice Config DB an Zephyr

& Consignment Gear

A
¢

& Consignment Tracker LA Region
& Coordinators =

File name: Compliance_Services10.nsf Browse... |

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 11 of 256



Homework #3

= Compliance Services on Zephyr

&

Compliance
Services
an Zephyr

= Customer
— One part Number, 17600XXXX
— Includes Labor Cost
= FSE
— Order individual “Material Numbers”
— Order only parts needed

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL
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Zephyr/Waters/Compliance_Services10.nsf

e
&
US Regulatory Agency Waters
THE SCIENCE OF WHAT'S POSSIBLE,"
= FDA (Food and Drug Administration)
- In the US, the FDA is the main regulator
— It gives guidance and provides structure to what companies must do
— It does NOT specify the WHAT and HOW the companies should do
things
o Companies must follow their SOPs, which are based on their
interpretation of Federal Regulations

= FDA Audits

http://www.fda.gov/iceci/enforcementactions/warningletters/

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 13 of 256
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Basics of Qualification Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Validation is a process that starts with the design of a software,
instrument, or system, and ends with the customer running validated
methods on qualified software, instruments, or systems.

— It is an ongoing cycle for the lifetime of the product

= Validation and Qualification are parts of Compliance to: US federal
regulations, guidelines of the ICH and ISO, and regulations in any country
in which we sell goods.

= Qualification is one part of Validation. It is a series of tests which:
— verifies the operation of the modules and system.

— demonstrates that the software, instrument, or system performs as the vendor
intended.

® Thus, Qualification adds value to an instrument!

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 14 of 256



Basics of Qualification Waters .

= Demonstrates that a System THE SCIENCE OF WHAT'S POSSIBLE!
works the way it was intended
including trained personnel.

— Vendor DQ - Design Qualification.
Develops the initial Chromatographic
system operational and performance
limits by the vendor.

*System Qualifications - IQ,
0Q/PQ - Confirms Systems
performs as vendor intended

Vendor where installed

DQ

— Method Validation - confirms the
Chromatographic method and
system works for the intended assay

System*
Qualification

— System Suitability - confirms the
chromatographic system and assay
works today

Method
Validation

System
Suitability

* Scope of Course

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 15 of 256
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DQ, 1Q, 0Q, PQ Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= DQ = Design Qualification: Ensures that the vendor’s product meets the
customer’s requirements.

= |Q = Installation Qualification: Tests that the software and system are properly
installed.

= OQ = Operational Qualification: Verifies and documents the operational
qualification of the configured devices and software, and that the system performs
in accordance with the vendor’s stated specifications.

= PQ = Performance Qualification: Ensures the system’s suitability for its intended
use.

o lItis the responsibility of the customer to ensure that a system is suitable for a specific
analysis.

NOTE: As described above, PQ is not included in the normal qualification
performed by Waters. Instead, the PQ tests that are run are to show that the
system performs in accordance with the vendor’s (Waters) stated
specifications. Future qualification products are being switched to the term
“Automated 0Q”, instead of PQ.
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Basics of Qualification Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Qualification applies to both Software and
Instrumentation

= Software must always be qualified first, followed by the
system qualification.

= \When performing qualification on individual modules,
they must be qualified in this order:
— Software
— Detector
- Pumps
— Injector

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 17 of 256



Quahﬂc_qﬂon at Installation vs. Qualification as Waters
Requalification THE SCIENCE OF WHAT'S POSSIBLET

Tests performed at Installation:

= Software ® [nstrument

- 1Q - 1Q

- MP* — Manual/automated OQ
- 0Q

Tests performed at Requalification:

= Software ® |nstrument
- 0Q - MP*
— Manual/automated OQ

*MP = Maintenance Procedures

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 18 of 256
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Documentation Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Documentation SOP — Waters 730000523, Version No: 03

= The FDA or regulating body wants to know:
— WHO did WHAT, WHEN, and often WHY

= QWB: established by reading and following the documentation, and
initialing and dating all items.

= AQT and SQT: established through the Audit trail in Empower. Also, by
signing and dating generated documents.

— The Audit trail records the user, who is logged into Empower and is running the
gualification or is making any changes to the projects or data.

— It is vital that you use your own username and password!

o If the company has only 1 FSE account - alter the account to use your Full
Name. No other name should be linked to that account.

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 19 of 256



Waters Good Documentation Practices (GDP), Document Waters -
NO. 730000523, VerSIOn NO, 03 THE SCIENCE OF WHAT'S POSSIBLE,"

General Requirements

All entries must be made directly onto the record in a timely manner as the operation occurs.
- All manual entries must be clear and legible
— Itis prohibited to photocopy forms with pre-populated entries to generate additional records.

Type of ink

— Use Black or Blue Ink only.

— Pencil or red pen is not permitted
— Use the same color throughout

Comments No (ompents PP 28 Ok 2013

Signature
- Initials or full signature
- Traceable to individual

Comments/Additional Information added
— Must be signed and dated

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 20 of 256



Waters Good Documentation Practices (GDP), Document Waters -
NO. 730000523, VerSIOn NO, 03 THE SCIENCE OF WHAT'S POSSIBLE,"

Date & Time Requirements

= Date format - Must use alpha characters to designate the month

= Acceptable formats

— 05 Apr 2009
— 05 Apr 09 Certification
_ 05 A rll 2009 The undersigned performer attests that the WalcisACQUI/TY UPLC Syf.' : is installed according to the above procedure.
p ) Performer /Qm}yu\xj_‘@\ r\)‘ W ' Date ;lg Cl(-'{’ QCI?)
- 05 Aprll 09 Signature
— April 05, 2009

= When time information is required, entry is to be in 24 hour clock format.

= Back dating or post dating is not permitted

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 21 of 256



Waters Good Documentation Practices (GDP), Document

No: 730000523, Version No: 03

Correction of Errors

= Draw a single line through the incorrect data
— Over writing is not permitted
— Example: If your pen runs out of ink or writes
lightly you cannot go back and make it darker.

= \Write correct information as close to
the original entry

= Sign/initial and date the corrections

= Include explanation, if correction is not obvious

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL

RT
Flow Linearity2 Op6

oot -8

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

XYP 29 Ock 2Ll
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Documentation Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Long Entry Corrections

1. Draw a diagonal line, bottom-left to upper-right corner, through the incorrect
information.

2. Write the correction on a separate addendum page.
3. Number the page using an alphanumeric convention (16A, 16B, etc.)
4. Initial and date the changes.

5. Insert the addendum page behind the original page.
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Waters Good Documentation Practices (GDP), Document Waters -

No: 730000523, Version No: 03

Blank Spaces

= Denote areas, which do not require
any information, as Not Applicable (N/A)

— Sign and date the entry

= Permissible to line through an area
and denote the line with N/A and

sign and date the entry

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL

THE SCIENCE OF WHAT'S POSSIBLE."

Sample Organizer Heater/Cooler ampla Or .
Temperature Accuracy Test am f.ﬁ:ﬁﬁ e ‘Zﬁ@
Intidls
Temperature Values Acceptable Range Test Results
Set-Poin Observed 140 Col
Tamperalure Temperalrs Tsﬁ;;g‘mm o
Initals
Sample Organizer
Plate Posifioning Test
Position Number

Top Plate

Pasiion
Second Plate

Position

Third Plate

Position
Botiom Plate

Positon — ____~" Test Results

Topass, each of the 4 plates must correctly ransfe [rom
the sample organizar, o the sa_mr:e manaPOr, and then
back to ther original position i the sample arganizer, Pass Fall
Initials Iniials

2009 Waters Corporafion
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Waters Good Documentation Practices (GDP), Document Waters -
NO. 730000523, VerSIOn NO, 03 THE SCIENCE OF WHAT'S POSSIBLE,"

Rounding and Reporting of Data

= When a measurement requires a measurement to be recorded to a specific

number of significant digits:
- Round up, if the extra digit is 5 or greater
- Round down, if the extra digit is 4 or less

= Service Note: Recording Decimal Places
- Record the same number of digits as the specification
- Pass/Fail designations should be based on the rounded value

o Example #1: R2 = 0.9993429
o Specification is R2 = 0.999
o Record the answer as: 0.999

o Example #2: R2 = 0.9999423

o Specification is R2 = 0.999
o Record the answer as: 1.000

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 25 of 256



Waters Good Documentation Practices (GDP), Document Waters -
NO. 730000523, VerSIOn NO, 03 THE SCIENCE OF WHAT'S POSSIBLE,"

Transcription of Data

= Manual entries made at time of operation (original document)
— Append transcription to original document

= Transcribed entries
— Must be identified detailing original record
— Reason for transcription
— Sign and date

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 26 of 256
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Documentation Waters

THE SCIENCE OF WHAT'S POSSIBLE."

® |nitials

— In most cases, one should use initials - not v or X - when completing qualification
documentation.

Pass Falil

iﬁ%
F e
Inftislls Iritialfs
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Documentation Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Printouts
o Documents generated require initials and date, if the user is not identified on them and
the documents are not date-stamped.

— QWB: Initial and date all pages of all documents generated from the qualification

— AQT, SQT: Sign and date in designated areas on the documents generated from running
the qualification.
o Empower printouts often have the username, project name, and full name, and long
date format in the header section.
» Already traceable
* No need to initial and date every page

o For reports that do not have a signature/date block, initial and date the first and last
page of the report, at a minimum.

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 28 of 256
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Documentation Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Error Codes
— Waters does not require the use of error codes (e.g. e.e. entry error).
— Many customers will require them.
— Discuss this with the customer.
— The customer should provide a list of codes for your use.

| 4
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Qualification Tool Kits Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Qualification Tool Kits
— Ordered through your local Logistics Manager
- Kits are put together by William Whyte
— Contact William Whyte or Barbara Murphy to order kits

= Tools:

Fluke Thermometer paired with thermocouple probes
o These are certified separately

Digital Volt Meters

Digital Stop Watches

Volumetric flasks (various sizes)

Calculators (optional)

= All tools must be calibrated on a yearly basis.
- Service Note — US Field Tool Calibration Program
- Tools need to be sent for recalibration
o Itis the responsibility of the FSE
- Contact your manager for local calibration company
o Must be a ISO/IEC 17025 accredited calibration house
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Waters Customer Assurance Documentation WO Te rS

US Field Tool Calibration Program ™
Informational THE SCIENCE OF WHAT'S POSSIBLE.
Rev: 02 Originator: Jeff M Billingham
Creation or revision date: 11/09/2012
Approval date: 11/14/2012

Model: Field tool calibration
Service Action Required

All FSE's are respensible for the timely recalibration of their -
The purpose of an Informational Service Note is to communicate detailed product related information to the Field Service Implementation

Engineer.

Scope Technical Discussion NiA

Below is a summary of the US Field Toal Calibration Program. It contains the contact information for our ESIBIEESR vendor and Attachments
other pertinent information about the program. All FSE's are responsible for the timely recalibration of thei ‘tools.

The attachment below, us il cal Prgm_081712.docx, describes the US Field ToolCalibiation Program.

Also attached are two forms for use the the program.

4

Product Affected

1 Here is a link to the Compliance Services page of the Waters portal. The Compliance Services page includes a link fo the US fiild tool calibration
Field taal ealibration
process

http://portal waters.com:57100/irj serviet/prtfportalipriroot/docs/guid 0 0bf82a1- Tdac-2e 10-b9ba-fo 1ed33c7886.
For your information

[Ealibration Vendor Contact Information: THIS SECTION IS FOR THE ASTAN OPERATION AND IS TO BE USED FOR TRANSLATION INTO LOCATION LANGUAGE
Tektronix Service Solutions THIS DOCUMENT AND ITS CONTENTS ARE EXCLUSIVE PROPERTY OF WATERS CORPORATION, MILFORD MASSACHUSETTS.
Attn: Natalie Tollberg THIS DOCUMENT MAY NOT BE REPRODUCED IN ANY FORM WHATSOEVER, WITHOUT PRIOR WRITTEN PERMISSION FROM
1946 Greenspring Drive WATERS CORPORATION.
Suite A
Timonium, MD 21093
This note is status is "Approved". The note was approved by Jeff M Billingham/Waters on 11/14/2012

Account Administrator: Natalie Tollberg email: natalie.tollberg@tektronix.com phone: 410-842-1000
X1101
If you need expedited turn around, please contact Natalie. Return shipping is the standard FedEx 3 day unless you request ervice Commumcatlups - Use_thls section to [EQUBSt SETVICB Cqmmunlcat}ons to DUhhSh this information !nto E
stherwise, ermanent document i.e: Service procedure, Tech note, installation checklist, part locator, or troubleshooting

nformation

Exchange Program is available for most EBBH.

Tektronix will send a Due for ESliBFatBA Recall Notice ~45 days prior to your next ESliBFation due date and ancther reminder at o o 3 .
2 weeks prior to the due date if it has not been sent in for recalibration. The sender is "alerts™ in your mailbox. lease select the appropriate Contact person:
) . . ervice Communications Instrument Contact persen Priscilla Lotfy/Waters
Our internal Waters worldwide field ESBIiEaliBratER process will independently generate Due for EalBRaEEA Notices that will be p Diw
emailed to you at 30, 60 and 30 days prior to the Ealibfation due date. If your B88I8 become overdue for Ealibiation they will - - o 2
disappear from your FSR dropdown list and you will get an Overdue for [BEIIBESEGA Notice at days 1, 20 and 40 past due. The ervice Communications Data - wa SUPDO‘t Contact person D Paul M FmrefWaters

sender is "Note Developer1” in your mailbox.
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Tools and Other Items Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= You can also order the following items from William Whyte:
— Volumetric flasks (various sizes)
— Metering valves (one comes with each validation kit)
— Non-Waters parts in the validation kits
— Tubing pliers

— OIl Seal Insertion tools
— ACQUITY plunger insertion tool
— FSE hand tool kits
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List for “Validation Tool Kits” Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

ITEM STD. COST|COUNTRY
Case $185.20 US
These items must Fluke 1523 thermometer with probe  $2,425.00 us
be calibrated yearly! _ FI.qu:e 87-V Multimeter $400.00 us
. Digital Stopwatch $30.00 CHINA
Must be before the Calculator $10.66 CHINA
current calibration 12" Ruler $1.11 us
expires! Metering Valve $8-5S1 (per request) |$163.73 us
5ml Volumetric Flask $28.28 MEXICO
10ml Volumetric Flask $25.56 MEXICO
25ml Volumetric Flask $39.80 MEXICO
50ml Volumetric Flask $42.59 MEXICQ
S8 tubing .009 WAT026973 $19.68 us
Comp Screws /Ferrules WAT025604 |$3.61 us
10cc Syringe WAT027629 $25.74 us
Priming Needle WAT025559 $15.88 us
Pin Plug WAT005079 $23.00 us
Pressure Relief Plug WAT088027 $0.02 Us
Hex Cap WAT084078 $8.24 Us
PEEK Tubing WAT022995 $10.65 Us
5SS Union WAT097332 $3.69 us
TOTAL: $3,462.44 EACH

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 33 of 256



O
Calculators Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Calculations must be done using a calibrated calculator or the Microsoft
Calculator (which is not considered a separate program)

= Excel and other spreadsheet programs may NOT be used during
gualification!

— The spreadsheet is not a qualified product

— Waters does not have a product to qualify spreadsheets; therefore, they cannot be
used during qualifications.

= Service Note — Statistical Information using the

Windows 7 calculator
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Customer Conversations W‘%{Te" S

® Forms

— Protocol Approval Form (Overview Section)
o MUST BE SIGNED BEFORE YOU BEGIN THE QUALIFICATION!!!

— Identification of Performers Form (Overview Section)
o Each Compliance Specialist who works on the system must sign this form.
o If you have an FSE with you who is not a Compliance Specialist, the FSE:
» can help you with the instrument
+ does not need to be included on this form
* is NOT allowed to write in the QWB.

- Final Review Form
o The qualification is not complete until this form is signed off by the customer.

o A lag time may exist between the time you give the finished documents to the
customer and when the customer signs off.

o Often the documents must be reviewed by several people, which takes time.
o Be prepared to return to the lab if the customer requires changes.
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Customer Conversations W‘{!ﬁe" S

= Do you have a documentation policy | need to follow?

= Do you want to review and sign at the completion of each section, at the end of each
day, or when the qualification is completed?

= Do you have specific temperature test protocols?

= What protocols will be used for the qualification?
— Latest Waters protocols
— Customer protocols

o Refer to operating procedure “Waters Customer Protocol Integration Procedure” p/n
730005367.

= Are the protocols approved? Please sign the approval form
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QueStlonS CUStomerS May Have THE SCIENCE OF WHAT'S POSSIBLE."

= Do you also provide Method Validation?

— No. We support Method Validation Manager (MVM), and we can qualify MVM, but we do not validate
your methods.

= Do you use my methods to validate the instrument?

— No. We qualify the system as Waters intends it to run, not how you intend to use it. You need to
develop your own system suitability tests for this purpose.

= Do you use my samples for the OQ tests?

- No, we only use Waters samples. We need a known good standard for comparison to ensure the
system is working properly and as Waters intends it to work.

= Once you are done qualifying this system, is it good forever? Do | have to qualify it again?
— Actually we suggest re-qualifying your system every 12-15 months.
— In some cases the qualification is only valid for 90 days, or even as short as that one moment in time.
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QueStlonS CUStomerS I\/Iay Have THE SCIENCE OF WHAT'S POSSIBLE."

= My SOP states that we have to test the temperature specification limits. Will
you please run the temperature tests at the limits of the instrument?

— Thank you for letting me know in advance. | will run the temperature specs at the
limits.

= My SOP states that a reviewer needs to review the progress on a daily basis.

— Please let me know who the reviewers are, and | can contact them at the end of each
day.

= My SOP for my method says linearity by height needs to have an R2 of 0.9999.

— We test the instrument as Waters intends it to work. Our specification by height is 0.99.
We can always try for better, but that is how | have to test it today.
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What YOU should know, have, or do Wi -
before you get to the customer site: aters

THE SCIENCE OF WHAT'S POSSIBLE,"
= Know if all the materials are present:
— AQT/SQT binders
— chemicals and columns

= Know what system and software are being qualified
= Have a spare key disk, or list of your self-service licenses
= Know the passwords

= Review the protocols

= Check service alerts for recent updates

= Review the Installation procedure and Release Notes

= Know if the customer’s IT group set up your Empower User account
(make sure you have the user name and password)
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FSE Compliance Event Flash Card

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

[ COMPLIANCE SERVICES FIELD GUIDELINES ]

FSE SELF-PREPARATION STEPS

Consult the Service Notes Database or your regional compliance
services expert resource for the latest information on the services
to be provided. (Note: if you don’t have a regional expert, contact a
Global Services Support Compliance expert at x8070, Option 6.)
If there are applicable Validation Service Notes,

print them for inclusion in the qualification record.

Ensure that your training certificates and tool calibration
certificates are current. Print them for inclusion in the
qualification record.

Confirm that the requisite materials have been

ordered and review the timing and expected

duration of planned engagement.

Waters

[ COMPLIANCE SERVICES FIELD (jllllJEL[NES]

FSE AND CUSTOMER DISCUSSION AND PREREQUISITES

Pre-Call or Onsite

O

[

Discuss with the customer the purpose and scope of the testing.
Discuss the details of the latest protocols and note
customer preferences:

Systems to be qualified with the latest protocols (preferred).

Systems to be qualified with protocols currently in use at their site.

Ensure the customer is alerted that pre-approval of the protocol
is required. Offer to provide reference copies in advance.

Confirm that you have your own account on the customer’s system.
Ensure the customer is informed that a project may be restored to
their system during the Compliance Services engagement.

Verify the customer is aware of required materials they are expected
to provide including mobile phase, calibrated balances, pipettes, etc.

Onsite

[

O

Confirm Good Documentation Practice requirements for date and
time, signatures, and initials.

Discuss where maintenance, repair, and qualification activities will be
logged (for example, in the system maintenance procedures and log).

Waters

THE SCIENCE OF WHAT'S POSSIBLE™
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THE SCIENCE OF WHAT'S POSSIBLE."

AQT/SQT Intro
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AQT vs. SQT Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Both AQT and SQT require the use of Empower

= AQT is software that is layered on top of Empower

— Some issues with AQT come from its communications between Empower and the Oracle
database

— AQT for Empower 2 FR4 and above allows AQT to be uninstalled
— At least 1 printer must be configured and accessible on each node

= SQT is built into Empower
— At least 1 printer must be configured and accessible on each node

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 42 of 256



B ———

O
AQT vs. SQT Waters

THE SCIENCE OF WHAT'S POSSIBLE."

_ AQT for Empower | SQT for Empower | SQT for Systems

Empower Empower 1 Empower 3FR1or Empower 1154
Requirements greater SP L or greater
Empower 2
£ - Empower 2154 FR
mpower 3 —
base or SR1 4 or greater
Empower 3
Applicable to: Empower Software = Empower Software  All Chromatographic
Qualification Only Quialification Only Systems
All Mass
Spectrometers
SAT/IN
Outside Vendor
Equipment
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THE SCIENCE OF WHAT'S POSSIBLE."

Preparing for a Qualification
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Licenses to Qualify Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Paper licenses are required in Empower, even when using electronic
gualification licenses

= Electronic Licenses (or floppy disks) enable the AQT of SystemsQT option
within Empower

— Only one of each option type is needed

= Individual paper licenses are needed for every instance of use of AQT or
SystemsQT for each node (software qualification) or each system (system or
modular qualification)
— This is for both one-time qualifications and for qualifications included in a plan
— Each license MUST be included in the Qualification binder
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Empower 2 and Empower 3 Software
Qualification Licenses

Waters ConnectionsAQTM for Empower™ 2
Software Qualification

License to Qualify

This document grants the purchaser the right to qualify ONE Empower 2 Software
node (personal, enterprise, workgroup or LAC/E*Y)in conjunction with the
ConnectionsAQT for Empower 2 Software Advanced Qualification Technology
software. There must be one license for each node that is qualified bv the
application.

Qualification of an Empower 2 Software !;mde without a valid license constitutes a
violation of this license.

To be filled in by Customer

This license is only valid for the Empower 2 Software node name listed below.

Nodename:

Signature: Date:

(Authorized Customer Signature)

Waters Corporation
Within the United States and Canada
Contact: Waters Technical Services: 1-800-252-4752
Outside the United States and Canada please contact vour local Waters office

Flease Retain this Document

PIN: 716001780 Rav A

©2020 Waters Corporation

COMPANY CONFIDENTIAL

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Waters Empower SystemsQT for Software
License to Qualify Empower 3 Software

This document grants the punchaser the rght to qualify ONE (1) Empower 3
Software node (personal, enterprise, workgroup, LAG/E® o server) using
Empowear™ SystemeT™ Qualification Tool. There must be one license for each
node that is qualified by the application. This license must be retained with the:
qualification documentation when printed reports are used or In a suitable
repository when electronic reports are used.

Qualification of an Empower 3 Softwane rode without a valid license constitutes a
vielation of this license. License duration sheowld be indicated below at time of use
and match that identified on the purchase order:

One Qualification |
Self Directed (one vear) []
One Year Plan ]
Two Year Plan O

This licerse is only valid for the: Empower 3 Software node listed below.
Node name

Signature
Date:

Within the United States and Canada
Contact: Waters Technical Services: 1-800-252-4752
Outside the United States and Canada please contact your local Waters office

Please retain this document,

P/N: 716003089 Rev B

Part #760000121 v02
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MVM Qualification on Empower and SAT/IN Qualification

Licenses

©2020 Waters Corporation

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

‘et ﬁr\nﬁerﬂl':r\nf--
2 AU AT IV 1D

Waters ConnectionsAQT>M for
Method Validation Manager Qualification
on Empower™ 2 Software

License to Qualify

This document grants the purchaser the right to qualify ONE Method Validation
Manager (MVM) Software node (on personal, enterprise, workgroup or LAC/E2)
in conjunction with the ConnectionsAQT for MVM Advanced Qualification
Technology software. There must be one license for each node that is qualified by
the application.

Qualification of a Method Validation Manager Software node without a valid
license constitutes a violation of this license.

To be filled in by Customer

This license is only valid for the MVM Software node name listed below.

Node name:

Signature: Date:

{Authorized Customer 5ignamurs)

Waters Corporation
Within the United States and Canada
Contact: Waters Technical Services: 1-800-252-4752

Outside the United States and Canada please contzet vour local Waters office

Please Retain this Document

AN T1SMoox Rev A

Waters Empower™ SystemsQT™
SAT/IN Qualification

License to Qualify

This document grants the purchaser the right to qualify ONE SAT/IN or
eSAT/IN in conjunction with the Empower Systems Qualification Toaol
(SystemsQT) software. There must be one license for each SAT/IN or
eSAT/IN that is qualified by the application. This license must be retained
with the qualification docurmentation when printed reports are used orina
suitable repository when electronic reports are used.

Qualification of a SAT/IN without a valid license constitutes a violation of this
license. License duration should be indicated below and match that
identified on the purchase order:

One Qualification O

Self Directed (one year) []

One Year Plan O

Two Year Plan O

To be completed at time of use

This license is only valid for the SAT/IN or eSAT/IN Serial Number listed below.

SAT/IN or eSAT/IN Serial Number:

Date:

Please retain this document

Within the United States and Canada
Contact: Waters Technical Services: 1-800-252-4752
Outside the United States and Canada please contact your local Waters office

Waters
THE SCIENCE OF WHAT'S POSSIBLE.

RfM: 716003488 Rav &
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LC/GC System and Additional LC/GC

Detector Qualification Licenses

©2020 Waters Corporation

Woaters

ITHE SCIENCE OF WHAT'S POSSIBLE.

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

LC/GC System Qualification

License to Qualify

This document grants the purchaser the right to ONE Liguid or Gas Chromatography System
Qualification in conj with the C ions®AQT (Advancad Qualification Technalogy)
softwiare, or the Waters SystemsQT" {Systems Qualification Tool). There must be one
license for sach systam that is qualified by the application.

Qualification of a System without a valid license constitutes a violation of this license. This
license is valid on date demand gualification service is performed ar for the duration of an
applicable service plan with gualification option.

Completed license to be signed by customer

This licenseis anly valid for modules with the serial numbers listed below. Enter N/&ifnot applicable.

Solvent Manager or Separation Module Serial Number:

Sample Manager or Separation Module Serial Number:

Column Manager or Column Heater/Cooler Serial Numbar:

Sample Organizer Serial Number:
Detector Serial Number:

Signature Date
[Authorized Customer Signature)

Waters Corporation
Within the United 5tates and Canada
Contact: Waters Technical Services: 1-800-252-4752
Outside the United States and Canada please contact your lacal Waters office

Please retain this document in the
Qualification Documentation Binder

BN:TL

COMPANY CONFIDENTIAL

Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

Additional LC/GC Detector Qualification

License to Qualify

This document grants the purchaser the right to ONE additional Liquid or Gas
Chromategraphy Detector Qualification in conjunction with the C AQT (Advanced
Qualification Technology) software for systems, or the Waters SystemsQT™ (Systems
Qualification Tool). Thers must be one license for sach system and additional detactor that
is qualified by the application.

‘Qualification of a system or detector without 2 valid license constitutes a violation of this
license. This license is valid on date demand gualification service is performed or for the
duration of an applicable service plan with qualification option.

Completed license to be signed by customer

This licenseis onlyvalid for the detectarmodulewith serial number listed belaw.

Detector Serial Number:

Signature Date
(Autherized Customer Signature)

Waters Corporation
Within the United States and Canada
Contact: Waters Technical Services: 1-800-252-4752
Outside the United States and Canada please contact your lacal Waters office

Please retain this document in the
Qualification Documentation Binder

BN:T
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Service Certificates Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Service certificates are used to track labor on SAP when it is part of a
one-time qualification.

= Labor certificates may be discarded once the qualification work is
completed, as they no longer have any value.

— They do NOT need to be included in the Qualification binder.

= |_abor certificates are NOT needed when work is being completed under
a plan.
— They do NOT need to be ordered for plan work.

= Note: There are no service certificates for SAT/INS.
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LC System Qualification Service Certificate Waters

©2020 Waters Corporation

THE SCIENCE OF WHAT'S POSSIBLE."

Waters

THE SCIENCE OF WHAT'S POSSIBLE.

LC System Qualification
Service Certificate

This document covers the labor for ONE Waters® Liquid Chromatography System
Qualification in conjunction with the Connections®AQT (Advanced Qualification
Technology) software and/or the Waters SystemsQT™ (Systems Qualification Tool).

Includes: Qualification Documentation, Data System Qualification, Organizational Binder and Qualification Overview
documentation, Qualification Test Chemicals and materials as required, Qualification labor provided by a Waters
Certified Compliance Specialist and Local (Fone 1) travel charges.

Pre-use Qualification Services for New Systems
Installation Qualification Documentation will be completad
Operational Qualification testing and docurnentation will be completed
System Parformance testing will be cormpleted and docurmnented for systers with LC Detector

Post-use Qualification Services for Installed or Existing Systems
Maintenance documentation comnpleted for Performance Maintenance service if purchased
Operational Qualification testing and documentation will be cormpleted
System Performance testing will be cormmpleted and docurnented for systerms with LC detector

This certificate is for documentation purposes only and cannot be used as credit towards any other product or service.

741000348

COMPANY CONFIDENTIAL
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LC System Module Qualification Service Certificate Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Waters

THE SCIENCE OF WHAT'S POSSIBLE.

LC System Module
Qualification Labor Certificate

This document covers the Qualification Service labor for ONE Waters® Liquid
Chromatography System Module

Includes: Qualification labor provided by a Waters Certified Compliance Specialist, and Local (Zone 1) travel charges

This Certificate does not cover:
Time and materials necessary to prepare an instrurment for qualification.
Workbooks or protocols used during qualification.
Calibration test kits maintenance kits, repair parts, chemicals, mobile phase or colurmn required for qualification.
Additional travel expenses for a customer site that is outside of Waters Zone 1 travel regions.

Additional Information
All qualification workbooks, protocals, calibration test solutions and colurmns should be purchased by the customer.
These materials should be on-site before the qualification service is performed.
Additional travel expenses and service materials (if required) will be billed at current rates during the qualification visit.
Maobile phase and proper laboratory facilities are the responsibility of the customer.

This certificate is for documentation purpeses only and cannot be used as credit towards any other product or service.

WAT042920 Revision B
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LC-MS System Qualification Service Certificate Waters
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Waters
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LC-MS System Qualification
Service Certificate

This document covers the labor for ONE Waters® Liquid Chromatography-Mass
Spectrometry System Qualification
(single or tandem quad plus one optional UV detector)

Includes: Qualification Documentation, Data System Qualification (when ordered) Organizational Binder and
Qualification Overview documentation, Qualification Test Chemicals and materials as required, Qualification labor
provided by a Waters Certified Cormpliance Specialist and Local (Zone 1) travel charges.

Pre-use Qualification Services for New Systems
Installation Qualification Documentation will be completed
Operational Qualification testing and documentation will be cormpleted
System Performance testing will be completed and documented

Post-use Qualification Services for Installed or Existing Systems
Maintenance docurmentation completed for Performance Maintenance service if purchased
Operational Qualification testing and documentation will be completed
System Performance testing will be cormpleted and docurmented

This certificate is for documentation purposes only and cannct be used as credit towards any other product or service.

741000347
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One-Time ACQUITY UPLC System Qualification Service

Certificate

©2020 Waters Corporation

COMPANY CONFIDENTIAL

Waters

One-Time ACQUITY UPLC™ System Qualification

Service Certificate:
Part Number 741000216

Includes:

Qualification Protocols for ACQUITY UPLC System.
Data System Qualification (Empower or MassLynx).
Organizational Binder and Qualification Overview documentation.
Qualification test chemicals and materials as required.
Qualification service labor provided by a Waters Certified Compliance Service
Specialist.
Local (Zone 1) travel charges.
Qualification Service For New Systems
o Installation Qualification and Operational Qualification testing and
documentation will be completed.
o System Performance testing is completed and documented for
svstems with ACQUITY UPLC Detector.

Qualification Service For Installed / Existing Systems
o A Performance Maintenance Kit must be installed (additional

billed service) before Maint e doc ion canbe
completed.

o Operational Qualification testing and documentation will be
completed.

o System Performance testing is completed and documented for
systems with ACQUITY UPLC Detector.

< This certificate is for documentation purposes only and canmot be used as credit towards other products or
services from Waters Corporation.

T41000216Rev. B

Waters

THE SCIENCE OF WHAT'S POSSIBLE."
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Empower — User Setup and Basics Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= You must do the following in Empower:

— Create Users

— Create User Groups

— Create User Types

— Check User Privileges

— Restore project

— Edit methods - processing methods

— Reprocess data

— Reprint data or electronically review data

= I[n some cases the customer’s IT group may be required to perform some of
these tasks such as creating your user account and restoring the SQT project

— Refer to chart on next slide
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User requirements Waters
THE SCIENCE OF WHAT'S POSSIBLE."
AQT - AQT - SQT
Empower 1 Empower 2 & 3
User Must have Empower Need at least Chemist User type of Chemist is
Requirements administrator privileges privileges (admin ok (admin preferred)
(user must belong . preferred)
List full name Full name and

to a user group) List full name password required

Default mode: Pro Defaul de: P
Default mode: Pro efault mode: Pro
Member of a user group

Member of a user group Member of a user

User “System” CANNOT be group
used User “"System” CANNOT be “ .
User "System
used
CANNOT be used
Must have user type Must have user type
management property management property
“Run Empower AQT” “Run Empower SQT”
privilege privilege
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Installing Options Waters
THE SCIENCE OF WHAT'S POSSIBLE,"
= There are 2 methods for installing options:
— Floppy disks (Old versions)
o Also called option disks or key disks
o For Empower only up to and including Empower 2 FR5
— elLicenses
o For Empower 2 FR5 or greater
o For UNIFI

= Empower 2 FR5 can use either licensing method. However, you must chose one
option. You will have to continue using that same option for all licensing tasks.

— Once options have been properly loaded using a floppy disk, the eLicense wizards will
not function

o The eLicense wizard will try to remove the option(s) loaded with the floppy disk
— Once you have used the elLicense wizard, a floppy disk can no longer be used
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AQT/SQT Passwords Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= No matter which Empower Qualification tool you use, you will need a password.
= No need to remove qualification tool; password protected

= Service Note: Validation — Passwords for Qualification
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AQT/SQT Passwords Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Passwords:

— AQT for Empower 1: gianni2002
— AQT for Empower 2: virginia2005
— AQT for Empower 3: niamh08

— AQT for Systems: uisce2005

— SQT for Empower 3: niamh08

— SQT for Systems on Empower 1 or 2: Tanasini2007
— SQT for Systems on Empower 3: mcostalO

*After 3 wrong passwords, must order new key disk or have eLicense reset.
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AQT/SQT — General Information Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Always restore projects fresh
— With CD, restore projects in Configuration Manager
— If projects are already on the system, rename them and restore new projects
o This ensures integrity of projects
— Restore each project one at a time

= Start wizard through
— Configuration Manager > Tools >
— Run Samples Window > File > Qualify System

= Enter appropriate Password

= Wizard takes you step by step through the qualification
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Lab
SQT — Empower 3 Software
IQ/MP/OQ
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Performing an SQT Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Run Empower 3 Software SQT

-1Q
- MP

-0Q

= After running Software SQT, insert Reports and Documents into
Appropriate Sections of Qualification Binder

= Review Data

= Assemble/Complete Qualification Binder for Software
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AQT/SQT — Empower Software Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Purpose of Installation Qualification is to verify:

= Personal, Workgroup, or Enterprise module software components are properly installed
= Empower software is properly installed

= Empower files installed on system have not been corrupted and are identical to files shipped from
Waters

= Any software options are properly installed

= QOperating system name, build number, and service packs applied

= The number of Empower nhamed user licenses for Workgroup and Enterprise
= The number of Empower System Licenses for Workgroup and Enterprise

= Any Empower Service Packs are properly installed and identified

Use File Verification Utility

= Verifies that the disk files shipped from Waters were not corrupted during installation
— Cyclic Redundancy checksum (CRC)
— File size
— File date/time stamp
= |f a change in any file based on the 3 factors is detected, installation is aborted
— You MUST rerun the utility to requalify the installation
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AQT/SQT — Empower Software Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Generating the 1Q Report

= Follow the procedure for the version of software that you are qualifying
— Enter information in the 1Q Info tab under node properties
— Manually complete the final 3 pages of the detailed report

= Failures
— Summary statement on the last page - "The following changes were detected:"
— Record the test as ‘Fail’
— Uninstall the options
— Reload Empower software
— Rerun the software 1Q
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Maintenance Procedures

= At the installation of the instrument, the Compliance Specialist
should discuss with the customer of the customer’s

responsibility to properly maintain their files and computer
hardware

— Running a virus check

o Suggest customer run virus check using a 3rd party utility
— Verifying hard drive integrity

o Suggest customer set up a backup routine for data

* Suggest they use disk analyzing utility; back up entire hard drive
prior to running utility

— Backing up project data

o Suggest customer set up regular computer maintenance routine
o Projects, Database, Use Backup log
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Maintenance Procedures

= Maintenance Procedures Report -
= Table 1-1 System Project and Database Log

= You must fill in the MP log at installation

— Make an entry that you discussed the customer's responsibilities
regarding software maintenance with them
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Operational Qualification

= Projects (Valid_0OQ1 and Valid_OQApex) are provided by
Waters and are limited to verifying and documenting the
ability of the Empower software to:
— Restore projects
— Process standards
— Process unknowns
— Perform peak integration
— Perform quantification
— Perform calibration
— Generate a printed report
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Operational Qualification

= LC Calibration Reports
— External, Internal, Apex, Traditional
— Printed for reference

= OQ Sample Summary Reports
— External, Internal, Apex, Traditional
— Contain Pass_Fail_RT and Pass_Fail_Amt columns
for each Standard and Unknown
o Must say "Pass" for each peak

= Reprint Procedure:
Browse appropriate Project
Results Sets tab
Right-click results sets line
Select Review/Preview
Select appropriate Report
Print
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Operational Qualification

Failures:

= |f the RT or Amount is outside of the limits set in the custom fields, complete
the following steps:

1. In Configuration Manager, rename project(s) (ex. Valid_OQ1_Failed)
2. Restore project(s)

3. Run OQ again. Do not make any changes in the new project. It should
Pass.

4. If SOP requires - compare Processing Methods between failed and passed
results to determine what had been changed to cause the failure. Also,
review the Audit Trail to see who made the changes to the Processing
Method.

5.  Optional: compare results to those obtained at Waters. Use Adobe Acrobat
to print reports from CD: Internal Standard Data (Summary Report for IntStd
OQ.pdf) and External Standard Data (Summary Report for ExtStd OQ.pdf).
Compare data and have both performer and reviewer sign and date page -
store in qualification binder.
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Final Steps

®= Remove the SQT option from the system.

= However, you can leave the qualification tool on the PC,
since it is password protected
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Self-Directed AQT/SQT for Empower
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= Customers have the option to run AQT/SQT on Empower themselves

= Customers must be trained by a Compliance Specialist on site

= Compliance Specialist must:

— Share with the customer the appropriate presentation in order to train them on
Customer Self-Directed AQT/SQT

— Administer the Customer Exam
o Customer exam has 20 questions, all taken from the presentation materials
o The customers must receive an 80% or better to be certified (<4 incorrect answers)
o Send graded exam to your local Customer Training Coordinator

= Certificate will be forwarded to the customer from the Customer Training
Coordinator
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Running Empower SQT

The following example demonstrates SystemsQT
for Empower using FR3. Always follow the official
documents for the version of software you are
gualifying in case the procedure has changed.
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-
& System/Administrator - Configuration Manager
File Edit |View | Records Tools Help
3| E|@ v Toolbar J Fiter By: [ Default ~|  Edtview
v View Filter Dialog Bar
E--& Emp v ||| Status Bar Create Date Full Audit Trail | Leocked |Comments
E . D/4/2012 3:28:25 PM EDT r No Lock
3 p v JIT Dialog Bar
& E Systern Policies...
-6 L Autohrchive Properties...
B2 € o )
L SDMS Archive Properties...
L Cancel Pending 5D0MS Operations
=l Default Strings...
Manage Raw Data Files...
.ﬁ g !
@ < Copy Preferences...
Systern Menitor... q
Customize Tirme Zone List...
Edit View
Backup Options... 1
Database Properties ...
Pre-3.00 Database Update ... i
Update Table §
Update Statistics
Refresh F5
IPPSUR = SV SR p—— RSP F———
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System Policies THE SCIENCE OF WHAT'S POSSIBLE!

User Account | New Project | System Audit Trai | Data Processing | Other | Resu Sign OFf | E-Mail |

— Accounts and Passwords — LDAP Domain Manageril—l

LT il Ml || ocal Authentication ~

{G¥P) [¥ Erforce Unique User Account Names
G¥P) [ Enforce Unique User Passwords

{G¥P) [ Passwords Expire every: |355 days
{GXP) [~ Limit # of Entry Attempts to: |3 tries Hew | Edit |
iG¥P) ™ Erforce Minimum Password Length of |4 characters Wigw | Delete |

r— Login Window Puolicies
[~ Dont allow applications to stay unning after logging off

[ Dont allow multiple logons
Global Default User Interface: IQuickStart ;I
Global Pro User Interface: INEW ;I

Changing User Account Policies to run Empower SystemsQT for Software is
not necessary.

To comply with GXP requirements and 21CFR11 regarding electronic records
and electronic signatures, select every policy marked with GXP, ES (Electronic
Signatures) or ER (Electronic Records).
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System Policies THE SCIENCE OF WHAT'S POSSIBLE."

"User Accourt  MNew Project |System Audit Trail | Data Processing I Cther I Result Sign Off I E-Mail I

— Full Audit Trail Policies |j
— Default Full Audit Trail Settings
(GXP/ER/ES) v {full Audt Trail Support

1#| Project Object Comment | Confirm ldentity
Method Silent r

2 | Result Silent r

3 | sample Silent r

4 | Deletion Silent r

Dont allow user to change default Full Audit

GXPY I Trail Support setting

Dont allow user to change default "Require
GXPY I User Comments On’ settings

Dont allow user to copy from non-FAT
GxP) ™ projects into FAT projects

[~ Alow shallow copies between FAT projects

If you are working in a requlated environment, Waters recommends setting the options
marked with G¥Ps and ER. ¥ you are implementing Blectronic Signatures, add the option
settings marked ES.

Changing settings in the New Project tab to run Empower SystemsQT for
Software is not necessary. i

ok | cCancel |  Hep
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System Policies (sl THE SCIENCE OF WHAT'S POSSIBLE."
" User Account ] New Project  System Audit Trail | Data Processing | Other | Result Sign Off | E-Mail |
System Audit Trail Policies | Al
E System Object Comment Confirm ldentity B
1 | Project Silent -
2 |Nodes Silent N
3 | System Silent |_
4 | Library Silent |_
5 |User Silent N
6 | User Group Silent [
7 | User Type Silent |_
8 | Plate Type Silent -
9 | System Audit Trail Silent I
10 | Offline System Audit Trail Silent N
11 | Project’Sample Archives Silent |_
12 | Offline Project/Sample Archives Silent -
13 | Default Strings Silent I
14 | Databaze Properties Silent |_
15 | Autosrchive Properties Silent -
16 | System Policy Silent I
17 | SDMS Archive Properties Silent N
18 | eCord Silent B
Changing System Audit Trail Policies to run Empower SystemsQT for
Software is not necessary. -
oK | cancd | Heb

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 76 of 256



B ———

Empower 3 System Policies

System Policies
" User Account I MNew Project ] System Audit Trail Data Processing | Cther | Result Sign Off | E-Mail |

Data Processing Policies
¥ Use v3.0 Style Peak Width and Threshold Determination:
™ Use w22 Style Retention Time Calculations

I Prompt Userto Save manual changes made in Review

[ Calculate % Deviation of Point from Curve

[~ Enable Empower {1154) ApexTrack Manual Integration

™ AMllow Interactive Suitability when acquiing in RUN ONLY mode

Data Processing Technigue

¥ Alow the use of ApexTrack Integration
Default Settings Used When Creating New Projects
I+ Enable ApexTrack Integration

Default Integration Algorthm: |Traditional -

The Data Processing Policies tab contains a Data Processing Policy that you
must enable for Empower SystemsQT for Software to run properly. You
must select Use v3.0X Style Peak Width and Threshold
Determination.

Do not select the Use v2.XX Style Retention Time Calculations or
Calculate % Deviation of Point from Curve. If selected, Empower
SystemsQT for Software will not pass the qualification tests due to
differences in the calculations.

| »

LI
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"User Account | New Project | System Audt Trail | Data Processing  Other | Resutt Sign OF | E-Mail |

r COther Policies D
[~ Applications Timeout after: IED minutes
™ Disallow Use of Annotation Tools ™ Persist ID columns in Project

— Date Display Policies
(G¥P/ER/ES) Time Zone Fomat
€ Show Region Name ' Use “long” date formats:

¥ Show Region Abbreviation [~ Show Time Zone Offset

Example Date Format
’7 26 May 2016 16:25:26 BST

- Advanced Database Performance

Number of Rows to Pre-Fetch: |1{H}D

Changing Other Policies to run Empower SystemsQT for Software is not
necessary. To comply with GXP requirements and 21CFR11 regarding
electronic records and electronic signatures, select any policy marked with
GXP, ES (Electronic Signatures) or ER (Electronic Records).

Note: The use of long date formats is recommended.
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Systemn Policies
" User Account I Mew Project I Systemn Audit Trail I Data Processing | Other  Result Sign Off | E-Mail I
— Besult Sign Off Policies |i|
{ES) ¥ Sign OFf Inactivity Delay: Im— minutes

{ES} W Clear password after Sign Off
{ES) ¥ Enforce Single Logon for Sign Off
{GXP) ¥ Allow "Lock Channels’ after Sign Off 2
{GXP) ¥ Save report image (as PDF) after Sign Off
[¥ Require Sign Off 1 and Sign Off 2 by Different Users
(GXP) Mutiple signoff behavior: [Alow the Same Reasons -]
Valid Sign Off 1 Reason(z):

Enforce Sign Off 1 ] Fail
(GXF) v before Sign Off 2

Changing Result Sign Off to run Empower SystemsQT for Software is
necessary for electronic signatures.

The protocol recommends creating sign off reasons Pass and Fail for SQT

To comply with GXP requirements and 21CFR11 regarding electronic records
and electronic signatures, select every policy marked with GXP or ES
(Electronic Signatures).

QK I Cancel Help

COMPANY CONFIDENTIAL

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Part #760000121 v02 79 of 256



™

i
Set-up Default Strings (For Electronic Signatures) Waters

THE SCIENCE OF WHAT'S POSSIBLE."

File Edit IVlew] Records Tools Help

@l %I v Toolbar

v | View Filter Dialog Bar

=-dih Emp
,,,,, GyF vV StatusBar
% ; v JIT Dialog Bar | Default Strings ==
[]"@ L System Policies... | Drefault strings may be defined o make the test entry of certain repetitive tasks eagier.
A . . To change order of default stings, drag and drop strings into desired position and
..... e € utoArchive Properties... 1 press OK.
---- ¢ u SDMS Archive Properties... 1
..... m L Categony: off 1 Meanings

Cancel Pending SDMS Operations 3
-2y Default Stri .
¥ ault Stnngs... Add Stiing ... Modify String... Delete String

.ﬁ S Manage Raw Data Files...

----- & Copy Preferences... 1 Pass
1 Fievi

% : System Monitor... A;;rlgfal
T . 1 R esponsibility
@ Customize Time Zone List... | Authorship
p « Edit View |

Backup Options... 1

Database Properties ... 1

Pre-3.00 Database Update ... ] g I Cancel Help

Update Table 1

Update Statistics 1

Refresh F5 H
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. System/Administrator - Configuration Manager

Default Stri
File Edit [View) Records Tools Help no el
Tl ool Default shings may be defined to make the text entry of certain repetitive tasks easier.
Dar To change order of default strings, drag and drop strings into desired poszition and
v | View Filter Dialog Bar press OF.
v Status Bar e

v JIT Dialog Bar

Sl b Add String ... M adify String... Dielete String

AutoArchive Properties... 1
SDMS Archive Properties... 1 Boston

Cancel Pending SDMS Operations . Landon
Default Strings... . Manchester

Manage Raw Data Files...

Copy Preferences...
System Monitor... | ’TI Cancel Help
Customize Time Zone List...
Edit View

Backup Options... 1
Database Properties ...
Pre-3.00 Database Update ...

Update Table 1
Update Statistics 1
Refresh F5 H
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User Type and User Properties

©2020 Waters Corporation

COMPANY CONFIDENTIAL

-
& System/Administrator - Configuration Manager
File Edit View Records Tools Help
2|0 Bl | e x| F|EE2 . Fiter By: [Drefaul ~|  Editview Update | Max Rows [1000
2|%%| o ¢ x| LBl - s |
E--& Empower 3 Configuration .3 User Type NEF
-3 Projects 1 | Administrator
-2 Nodes 2 | Analyst
) Systems 3 | Chemist
-4 Libraries
4 | Guest
B-=; eCord
' T
.. % User Groups
™ s34 User Types Delete
..&3 Plate Types Export to Text
s} System Audit Trail Properties...
..«% Offline System Audit Trail
Copy
Hide Column
Show All Columns
Print Table
Table Properties...
Column Properties ...
R LT PR T PSPPI ~rm o e Y PRPTP AP, AL e b e B
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User Type SQT_User Properties

Management |Me=thads| Data Acquisition
Privileges

[]Create User Type

[]Delete User Type

[]Alter User Groups

[w]|Create User Groups

Delete User Groups

[w] Allow Shallow Copies of FAT Projects
[w] View CQuantitation Peak Fields in Review
[w] Allow Calibration & Quantitation in Review
[w] Atter Customized Time Fone List

Run Empower SQT

| Validation Administrator

[w] Alter Project Type

[]1Save Mamed Table Preferences
[]Delete Mamed Table Preferences
Delete eCord Columns

m

o —

Waters
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User Type 5QT_User Properties

Management Methods | Data Acquisition
Privileges

)

(=]

[1Delete Results
[w]Save Results
[w] Save Results and Calibrations in Review
[]Delete Validation Studies
[w] Save Validation Studies

Clear Read Only Validation Studies
[w] Sign Off Results 1
[w] Sign Off Results 2
[ 1Approve Validation Protocol Methods
[ Approve Validation Study Data
[Owemide Validation Data Checks
[w] Specify Report Methods for Sign Off
[] Atter Sample

Manage Process Onby Sample Set
Sa\re View Filters

Only needed for
electronic
signatures

Only needed for

COMPANY CONFIDENTIAL

[w]iew Message Center for All Users i [1Make View Filters Public electronic
- signatures
Check Al | UnCheck Al | Pt | Check Al | UnCheck Al | ey
0K | cancel | ey | Hep | oK | Camcel | Mooy |  Hep |
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File Edit View Records Tools Help

Blan o] g x| 1ol © B ] e ok =] [eavies| [ Jodba ] Mehow 10| 4] 5] 1] ]|

= ¢ Empower 3 Confiquration [ [user Hame |Defaut User Type | User Status  [User Location
@ Projects 1

= 5 fes 2 |System | Administrator | Active New

& i Delete
go. Export to Tedt
= elord :

L dl Users| Properties...

£ User Groups Copy

7 User Types

@ Types Hide Calurmn

-.E System Audit Trail -

Offine System Audit Trail
2 Project Archives Print Table
[I? Sample Archives _
Table P .
5 Offline Project Archives able Properties.
[I# Offline Sample Archives | Column Properties ...
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User Properties

User dlloyd Properties (25|
Table Color Pref. | Plot Font Pref. | Plot Color Pref.
General I |User Types/Intedace I Table Fort Pref.

User Mame:  dlloyd
Full Name; |MEEa00%]

User Location: IManchester

=]
=]

Account Status: I.Pu::tive

— Password
¥ Password Required [~ Aways Local Login

LCurrent Pazzword I

Mew Password I

Confim Mew Password I

[™ User Must Change Password at Next Login

[~ Dont Show License Expiration Waming Messages (LUser Preference Setting)

oK I Cancel Aapply Help
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User Types/Interface

User dlloyd Properties
Table Color Pref. | Plot Font Pref. | Plot Color Pref.
General User Types/Interface Table Font Pref.

Allowed User Types:

-

[ Method Validation Administrator
[ Method Validation Chemist
SOT_User

Default User Type: IAdministlatnr ;I
Allowed Interfaces

v QuickStart Interface
¥ Pro Interface
Mate: System Default interface will always be allowed.

[~ Walk-Up Interface

Default User Intedface: IF'ro ;I

(8] 4 I Cancel Apply

Help
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Running Empower SystemsQT for Software

= |ogging into Empower
= Accessing Empower Systems QT

® Choosing the Processing Nodes and desired operations

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 87 of 256



High Level Process Map Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Harmonization and simplification of the process was
very important to meet the needs of both workstation
and enterprise installations of Empower.

= |Q/OQ play an important role but do not have to be a
time consuming or tedious task.

Elecironic E-Sign
& Comment of
"\ PassiFail
Initiate Open Project
S0T Request and locate Bring the Resul pdate Q00 tab,
Q) o/ 10/ 0Q Result Set(s) into the ; for Node
DC; VI Sal for report to Review 4
Mode(s)
R Print
A and Sign
Handwritten

= Multiple nodes can now have 1Q/OQ performed,
reviewed, and easily reported
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P

Login

Uszer Marne: Id"D}'d

’( Password: I““"“"““""i

Enter User Mame and Pazsword to gain

access to the database.

MOTE: Preszing 'OFK" will log the uger in with their default uzer tppe and
uzer interface.

Pressing ‘Advanced' allows the user to zelect from their allowed user
tppez and user interfaces,

] Cancel Advanced x> Help
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Select the Pro Interface

Select User Type and Interface

Logging in az: dllapd

Select the desired user type for thiz zeszion.

User Tvpe: | Administratar ﬂ

Admiriztrator |
Select the dezired In

Allowed User Interfaces
 QuickStart Interface = walk-Up Interface

* Prolnterface

ak. Cancel Help
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Configure System

o Configure the System

Perform administrative tasks in configuration manager.

o Run Samples
Select Project and Chromatographic systems to acquire data.

o Browse Projects

View and select Project to open.

@ Logout @ Login new user
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Restore Projects

-
& smithw/SQT_User - Configuration Manager

File Edit View Records Tools Help

§ 2 =) Elilil J{:||ﬁ| |— !l Filter By: | Default =

=-#& Empower 3 Configuration 13| name |owner |create Date | Full Audit Trail | Locked  |Comments

-4 Libraries
= eCord

----- € User Groups

--B3% User Types
@ Plate Types

o A A e, B ot e e, G B i, i, St i L ——
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f ™

Restore Project(s) Wizard - Start Software

| o 2 ——
- —
ErowseforFDIder* | —

Flease select the directory containing the praject to restore.

4 | Empower SystemsQT for Software
&> | Brazilian Portuguese
. Chinese
4| |, Englsh |
, Documentation N
. Example Reports
, Server IQ word doc

—— e

ings -
) Walid_0Q1 * When
) Valid_OQApex | @ forthe
) Walid_0gMyM

[+ . Japanese
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Restore Projects

Restore Project(s) Wizard - 5tart Software

' Select Project —— [

Fleasze select the new parent project for project(s].
Currently selected project parent:

Mew selected project parent:

k. I Cancel Help
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' '
Restore Project(s) Wizard - Set Project Parameters
'E| MName Restore? | Proposed Mame Path Full Audit Trail | Audit M
1 | valid_0Q1 W |vald_oo1 CAEmpowerProjects I Unrestrict
2 | valid_0Qapex v Valid_DQapex | CAEmpoweniProjects v Unrestrict
3 | Valid_DQmMWK v Valid_OQMVM | CAEmpower\Projects v Unrestric
4| 1 |

4

Carefully check all columns for all projects to be restored. Mote that f a project being restored already
exists in this database, a new name will be proposed for the restored version of the project.

“fou may alter the restored projects tablespace quotas and some of the audit trail settings of older
restored projects.

Mate that if you decide that you want to skip restoring any of the selected projects. you may simphy
uncheck the Restore? checkbox.

< Back Mext > Cancel Help
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-
Restore Projects Wizard - Restoring Multiple

Copied file D:\EMPOWE~6\English\VALID ~B\d1022.
Copied file D:\EMPOWE~6\English\VALID ~B\d1023.
Copied file D:M\EMPOWE~6\English\VALID ~B\dl025.
Copied file D:\EMPOWE~6\English\VALID ~B\dl02&.
Copied file D:\EMPOWE~6\English\VALID ~B\dl028.
Copied file D:\EMPOWE~6\English\VALID ~B\dl03l.
Copied file D:\EMPOWE~6\English\VALID ~B\d1034.
Copied file D:\EMPOWE~6\English\VALID ~B\d1037.
Copied file D:M\EMPOWE~6\English\VALID ~B\dl040.
Copied file D:M\EMPOWE~6\English\VARLID ~B\dl043.
Copied file D:\EMPOWE~6\English\VALID ~B\d1045.

Please wait while more files are copied.
L total of 660 files were copied successfully.

4 I |

da ~
da
da
da
da
da
da
da
da
da
da
L

-

Restoring Project: valid_OQMWM

4

< Back Finish Cancel Help
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-
& smithw/Administrator - Configuration Manager

..... «f, Offline System Audit Trail

T LR ST ) F N

Mowve Project Data
Lock Project
Properties ...
Copy

Hide Column

Show All Columns
Print Table

Table Properties...

Column Properties ...

File Edit View Records Tools Help
;}"._1 % %] | & b — Filter By: | Default j Edit Wiew Update
=-(& Empower 3 Configuration E| Hame Owner Create Date Full Audit Trail | Locked Comments
1| Training System | 5/4/2012 3:28:25 PM EOT r No Lock
Nodes el alid_0Q1 it B LS 0 s DL R D No Lock This project will be used for Traditional Integration in Empower 3 FR1
- f.):tel:ns 3 | valid_OQApes; v Neo Lock This project will be used for Apex Track Integration in Empower 3 FR1 ;
g fraries Valid_OQmMvK isti v No Lock This project will be used for MM in Empower 3 FR1
E @ Cord 4 Update Statistics v
B=sS n )
_____ € Users Backup Project
..... €% User Groups Restore Project(s)
-4 User Types Delete
-4 Plate Types New
.ﬁ System Audit Trail Clone

i

COMPANY CONFIDENTIAL
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Project Properties
m

" General I Custom Fields Access I Irrtegrityl Processing I

Allowed Access —————————— Allow Access to Groups
¢ Owner Only [ Administratars

£ Owner and Group []Guests

" Owner, Group and World S0 TUsers

Group User Type
User's Own Type ;I

Word User Type
Users Own Type ;I

QK I Cancel Help
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Adding Node Information

MNode 'Ukdllkm-c3dBbwl’ Properties

General | Instuments I Serial Ports I Configure DHCP | .ﬂccef’OQ I

Node Name:

Mode Type:

Busl AC/E Status:
BusLAC/E Type:
Serial Device Status:

Node Time Zone:

Node Location:
Comment:

Ukedllkern-c9d 8w 1

Empower

Busl AC/E driver not loaded
Unknown

Serial device not present

£ IEumpe/Lnndnn d

IManchester ;I

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

©2020 Waters Corporation

COMPANY CONF

IDENTIAL

Neode 'Ukdllkm-c9d8bwl' Properties

General | Instruments I Serial Ports I Configure DHCP | Access  1Q Info | 13/0Q I

~Computer Companents
Equipment CPUID |UKDLLKM-CID8BW1
Manufacturer [pey Model [Pregision
0S/Rev [win7+5P1 PO Mo. [N/a
Install Date [18May2016 Location [Manchester
r~ Documentation Information
Release Notes  |Yes Naotes Revision IE—
Received Doc CD |Yes ~ Doc Comments I—
r~Configuring Components and Peripherals
Corffigured at Factory INo hd Corfigured on Site  |Yes -
Acquistion Device  |N/A - Perpheral Devices  |N/A -
|EEE-482 Devices  |N/A - RS-232 Serial Devices  |N/A -
B-Port Serial Card  |NAA - Acquisttion Devices  |N/A -
Comment

o |

Cancel

Help
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Starting Empower SystemsQT for Software

©2020 Waters Corporation

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

-
& smithw/Administrator - Configuration Manager

File Edit Wiew Hecords[Tools] Help

2% | o >

Empower 5QT... .

Filter By: | Diefault

-]

Edit View

=22 Empower 3 Configuration

& Systems
5145 Libraries
- = eCord

----- £ User Groups

--B5¥ User Types

-3 Plate Types
4%y System Audit Trail

COMPANY CONFIDENTIAL

..... % Offline System Audit Trail

E]|

Name Owner

Create Date

Full Audit Trail

Locked

Training System

42012 3:26:25 PM EOT

No Lock

“alid_0Q1 smithw

592012 1:28:45 PM EDT

No Lock

This

smithw

2012 1:29:07 PM EDT

No Lock

This

1
2
3 | Valid_0QApex
4

Walid_OQMYK | smithwe

592012 1:29:19 PM EDT

EURUEUIN

No Lock

This

T Lt TN LWEE SR E LSS EFRERE AT SN

XS N

sl A midi adn,

St e
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Running Empower SystemsQT for Software

" 4
Empower 5QT u

Fleaze enter the zervice password to enter the
Ermpower SOT application.

IxKHHHHSli

Q. I Cancel
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Running Empower SystemsQT for Software Waters

THE SCIENCE OF WHAT'S POSSIBLE."

-

- Empower SQT - Introduction ﬁ

Welcome to Empower SystemsQT for Software

This utility automates the performance of Waters recommended
Installation and Operational Qualifications.

Performing the Installation Qualification will ensure that your
software has been properly installed on a supported computer.

Performing the Operational Qualification will ensure that your

software is operating in the same manner as itwas when itwas
produced atWaters.

< Back | MNext = I Cancel
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Waters

/ Empower SQT - Processing Node Selection [

Select the Node(s) on which you would like to perform
selected automated qualifications. Press start to initiate the
qualification request. You cannot undo this action.

1#| Run Node Name o] oQ 0Q MVM

1| W |La-clientnode1 v v o

2| ™ |La-clientnode2 v | v u

3| ¥ |La-servernode v v o

< Back Start > Cancel
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Running Empower SystemsQT for Software

v Ermpower 5QT - Complete

The request to qualify the nodes you selected is being
processed. Alog file has been created in the Empower log
directary.

When your request is finished processing, open the project to
review the data and sign off on the report.

To complete this qualfication request, click Close. To
regsubmit the same qualfication request or to start an
additional request, click New Regquest
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Installation Qualification Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Confirms Empower files are at proper version and have not been altered.

= Compares installed files to manifest criteria.
— Cyclic redundancy check (CRC)
— File size
— File time/date stamp
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Reviewing Results

= Verify correct node properties
= Preview report to check for pass/fail results
= Edit node properties to reflect results

= Review Report and Sign-off
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Reviewing Results

©2020 Waters Corporation

Report your results

using the appropriate

report method

Naming convention:

— 1Q Individual = an
individual report

- 1Q All Selected = all
selected result sets
are reported

— Detailed = Empower
Files and Installation
Qualification Summary

- Summary =
Installation
Quialification Summary

— _RS = Electronic
Signature is enabled

COMPANY CONFIDENTIAL

B ———l

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Re

Report Methods for an Individual IQ Result Set:
Report Name | Installation Empower Installation Electronic Hand-
Information Files Qualification | Signature written
Summary Enabled Signatures
IQ Individual V4 vV vV Vv
Detailed
IQ Individual
Detailed_RS \/ \/ \/ \/
IQ Individual V' v v
Summary
IQ Individual v v v
Summary_RS
port Methods for Multiple IQ Result Set:
Report Name | Installation Empower Installation Electronic Hand-
Information Files Qualification Signature written
Summary Enabled Signatures
1Q All Selected v v vV vV
Detailed
1Q All Selected
Detailed RS \/ \/ \/ \/
1Q All Selected v vV Vv
Summary
1Q All Selected
Summary_RS \/ \/ \/
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Review and Electronic Sign-off Waters

THE SCIENCE OF WHAT'S POSSIBLE."

r :
& smithw/Administrater - Configuration Manager S
File Edit View Records Teools Help }
2|8 (B | & ¢ - Fiter By: | Default v|  Editview Update 4
1
=22 Empower 3 Configuration El Name Cwener Create Date Full Audit Trail [ Locked Comments b
1 | Training System | 542012 3:28:25 PM EDT r MNo Lock
z 0a v R
: g i);stﬂ:ns 3 | Valid_0Q4pex Open Iv Mo Lock This project will be used for Apex Track Integration in Empower 3 FR1
E-6- Libraries 4 [vaid_oanwi Update Statistics v NoLock | This project will be used for MM in Empower 3 FR1
e eCord
_____ € Users Backup Project
..... @ User Groups Restore Project(s)
- User Types Delete
@ Plate Types New
.ﬁ System Audit Trail al
..... , Offline System Audit Trail one
Move Project Data
Lock Project 3
Properties ...
Copy
Hide Column
Show All Columns
Print Table
Table Properties...
Column Properties ...
s S Ao (PP S I N ot o s s et b P

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 108 of 256



o —

C
ReVieW the IQ Report THE SCIENVEXQM-II;S!IESSIBLE:"

(5] valid_OQ1 as System/Administrator - Project
File Edit Yiew Tools Database Help

o 52BNl @] ] Bjiy]| B O] - W

2=x|E
Filter B.'r'ilDefauIt LI Update | Max Rows: IW Mﬂﬂﬂ

IIB Sample Sets | Injections |Channe|s| Methods [Result Sets |Resu|ts|F‘eaks | Fractions | Sign Offs |Curves |‘u’iew Filters |Cust0m FieIdslAuditTraiIs |
IE] Result Set Name Result Set Date System Name
[} 18 May 2016 11:21:52 BST | 2690 2555 PDA
External Std Sample Set | 18 May 2016 11:22:33 BST | Aliance
Internal Std Sample Set |18 May 2016 11:22:41 BST | 486_sys

ln] 26 May 2016 17:16:01 BST | 2690 2996 PDA
External Std Sample Set | 26 May 2016 17:16:22 BST | Aliance
Internal Std Sample Set |26 May 2018 17:16:27 BST | 486_sys

[n] 27 May 2016 10:05:34 BST | 2690 2596 PDA
External Std Sample Set | 27 May 2018 10:05:57 BST | Aliance
Internal Std Sample Set |27 May 2016 10:06:04 BST | 435 _sys

=

wleo| =] m| | | )R

9 total 4
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ReVieW the IQ Report THE SCIENVEXE:\IM-I;S!IESSIBLE:"

[ Valid_0Q1 as System/Administrator - Project
File Edit View Tools Detabase Help

2Bl ] on| 2| | BB~ D

Fier B2 Default _.i EdtView || Updste | Max Rows [1000 14l <l p a1l
Esamg\e Seis | Injections |Channels | Methods | Result Sets |Resu| o = o _
T T e (&} Untitled in Valid_OQ1 as Systern/Administrator - View Filter Editor EI
1| 18 May 2016 11:21:52 BST | 2650 2996 FDA Ei|E Edi‘t Eiew thil}l"ls ﬂelp
2 | External Std Sample Set 18 May 2016 11:22:33 BST | Aliance = . - = A A z
3 [internal Std Sample Set |18 May 2016 11:22:41 BST |486_sys Type: IFlesuItSets vl D |E|H|@| é{, ||ﬁ| 5‘4%""@"' z?lzl.lﬁl.lﬂl@”ﬂlﬁl%‘ll%l
4 [I0 26 May 2016 17:16:01 BST | 2630 2396 PDA
5 [External Sto Sample Set {28 May 2016 17.16:22 BST | Aliance Result Set Name |Result Set Date | System Name |IQ/0Q Node
& [ Internal Std Sample Set |26 May 2016 17:16:27 BST | 486_sys. E () (Descend) () 0
7 [0 27 May 2016 10:05:34 BST | 2630 2936 PDA
8 | External Std Sample Set | 27 May 2016 10:05:57 BST | Alliance
9 [Internal Std Sample Set |27 May 2016 10:06:04 BST [ 486_sys
Field Mames
m%mple Set Alered Spstem Create Date

19 total MHode Sample Set Commerts Systermn Mame

Original Sample Set 1d Sample Set Cunrent |d

Fezult Sample Set Method Sample Set Finizh Date

Result Set Comments Sample Set 1d

Fiesult Set Date Sample Set Methad

Result Set1d Sample Set Hame

Fesult Set Mame Sample Set Start Date

Sample Set Acquired By Sample Set Type

Sarmple Set Acquiring Systemn Comrments

For Help, press F1 MNUM -

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 110 of 256



m
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THE SCIENCE OF WHAT'S POSSIBLE."

Review the 1Q Report

©2020 Waters Corporation

(31 Valid_OQ1 as System/Administrator - Project =] =]
Eile Edit View Tools Database Help
2= =) |11 V-0-TE- N ||
=== e S | ) B3| E
Filter By:|110_00) Nods | | Editview | Update | Max Rows: [1000 ﬂ ﬂ ﬂ ﬂ
ﬂSam le Sets | Injections |Channels | Methods | Result Sets |Results|F'eaks|Fractions|Sign Offs |Curves |‘u’iew Filters |Cust0m FieldslAuditTraiIs |
IE] Result Set Name Result Set Date Systern Name /00 Node
1 |Internal Std Sample Set |27 May 2016 10:06:04 BST | 486_sys Ukdllkm-cSdabw1
2 | External 5td Sample Set | 27 May 2018 10:05:57 BST | Aliance Ukdllkm-cSdabw1
3l 27 May 2015 10:05:34 BST | 25580 2596 PDA | Ukdllkm-cSdEbw1
4 |internal Std Sample Set |26 May 2016 17.16:27 BST | 486_sys Ukdllkm-cSd8bw1
5 | External Std Sample Set | 26 May 2018 17:18:22 BST | Allance Ukdllkm-cSd8bw1
6| 26 May 2016 17:16:01 BST | 2680 2596 PDA | Ukdlikm-cSdEbw1
7 |Internal Std Sample Set |18 May 2016 11:22:41 BST | 486_sys Ukdllkm-cSd8bw 1
8 | External Std Sample Set [ 18 May 2018 11:22:33 BST | Aliance Ukdllkm-c8d8bw1
Sl 18 May 2016 11:21:52 BST | 2580 2896 PDA | Ukdlikm-cSdEbw1
|9 total 4

COMPANY CONFIDENTIAL
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Review the 1Q Report

©2020 Waters Corporation

B ———l

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

(%] Valid_OQ1 as System/Administrator - Project
Database

FEile

B |
=

Edit View Tools

Help

Filter By [113_00 Node

& BB
j Update | Max Rows: ,W Mﬂﬂﬂ

[E=R(ECR =

[ |

4] »| sample Sets | Injections |Channels | Methods | Result Sets |Results |Peaks | Fractions | Sign Offs | Curves | view Filters | Custom Fields | Audit Trails |

Rezult Set Name Rezult Set Date System Name 12/0G Node
Internal Std Sample Set | 27 May 2016 10:06:04 BST | 485_sys Ukdllkm-cSdebw 1
External Std Sample Set | 27 May 2016 10:05:57 BST | Aliance Ukdllkm-cSdebw 1

|EJ
1
pd
3 Open Report Method (]
4 | Internal 5td Sa ITI|}|& Set |26 M ay 2018 17:18:27 BST 435_3}!3 Ukdllkm-cSd8bw 1 Please select the Repart Method that wou would lke to use ta preview the dats
h 2 lected:
5 | External Std Sample Set | 26 May 2016 17:16:22 BST | Aliance Ukdlkm-cdabw 1 SEICRRERES
-
6lIQ 258 May 2016 17:16:01 B3T | 2680 2955 PDA | Ukdllkm-cBdabw 1 -
7 |Internal Std Sa ITID|E Set |18 M ay 2018 11:22:41 BT 435_5}!5 Ukdllkm-cSdebwi 1 " Use a Report Methad that was generated to be apprapriate for the selected data
8 | External Std Sample Set [ 18 May 2016 11:22:33 BST | Aliance Ukdllkm-c8dabw 1 @ Lse the folowing Repor Method: [T ENTIFREETENT
8lia 18 May 2016 11:21:52 BST | 2650 2996 PDA. | Ukdllkm-cSdabw 1 {~ Uss the gumently opsn Report Method named Untiled.
aK I Cancel Help
9 total
COMPANY CONFIDENTIAL Part

#760000121 v02
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Review the 1Q Report Waters

THE SCIENCE OF WHAT'S POSSIBLE."
Software Qualification for Node: Ukdllkm-c9d8bw1l

Node Inform ation

Owner Sydem

Mode Mame Ukdl Ikm-c9d8 bw
Mode Type Empower

Acoess CwnerGroupWorld
Mode Comments

Share Sydems ¥ eg

Pasword Required Mo

Time Zone Europe/London
Mumber of Mode Info Invalid Password Attempts 0

Setup Verdon 347

Sewice Packs Sewnice Release 1;Feature Releass

1;Feature Releaz 2;FR2 Hotfix 1;Service
Release 2;5R2 Hotfix 1, SR2 Hotfix
Z:Feature Releas 3;

Ingtall Type Standalone
Time Zone Update 2
Mode Location M ancheder
Com puter Com ponents
E quipment Mame Warkdation
CPU Serial Mumber or Owner ID UKDLLKM-CaDaBW1
Manufadurer Dell \ This information is only present if
I odel Precision the node properties have been
0% Mame and Revision Number Win7 + SP1 completed prior to running SQT
Purchase Order Number MNIA
Ingallation Start Date 18th May 2016
Location Mancheger
Docum entation Inform ation
Release Notes Received Yes
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Woaters

ReVieW the IQ Report THE SCIENCE OF WHAT'S POSSIBLE,"
E BIEIE @ [ 18l o

tcF lashHook. dll OK - Size: 1022584, CRC: 48115

. telEHook.dll OK - Size: 2520000, CRC: 39287

ted ITHook.exe OK - Size: 1748980, CRC: 58047
tclavaHook dll OK - Size: 17912344, CRC: 80962
tcMFCWrappers10.dil OK - Size: 5741828, CRC: 24770
tcMFCWrappers11 .dil OK - Size: 8118258, CRC: 44818
teMFCWrappers12.dil OK - Size: 5987698, CRC: 83324
tcMFCWrapperss. dll OK  -Size: 4880048, CRC: 22029
tcMFCWrappers9.dil OK  -Size: 5035378, CRC: 56487
tchM SAAAppH ook Il OK  -Size: 823808, CRC: 25554
: te SWVC Hook dil OK - Size: 943884 CRC: 967
:teOpenAppHock.dlil OK  -Size: 804720, CRC: 4888

* toOypera Hook dll OK -Size: 2983824, CRC: 8883

: teltHook.dll OK - Size: 1282928, CRC: 53978

* teQtProxy.dil OK.  -Size: 588858 CRC: 8338

: toltProsxyd.dll OK - Size: GBE65E, CRC: 81442

© tolxtWra ppers dll OK  -Size: 5519728, CRC: 17128

: toltWra ppersd.dll OK - Size: 6519728, CRC: 57024
CteTextSpy.dil OK - Size: 7123072, CRC: 41275

: tcT hirdParyControlsHook dll  OK - Size: 8791408, CRC: 61968
: telllAHo ok dl| OK - Size: 809128, CRC: 22047

30 files, TE647200 bytes total
0 file(s) found changed
0 file(s) missing

‘Waters Installation Qualification - Summary

[MD Installation changes were detected . ]

Cument Date 27 May 2018
Cument Time: 10:50:52 Europe/London

Page 70 of 72 Project: Valid_0Q1 Individual | .
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Report Sign Off Waters

THE SCIENCE OF WHAT'S POSSIBLE."

(o
1Q Individual Detailed_RS in Valid_OQ1 as diloyd/Admini - Report Publisher (Preview) ==l
=201 ST e = o T TR G| ] e =y
T Electronic Sign Off Table
1Q/0Q Node: Ukdllkm-c9d8bw1
OQ Nods Resutt 39t Date Result St | Sampie Mame |Resuttio F’l'}':l:"m :ﬂ'm“,‘;' ’g."t?" ’“I"DD"
1 | Unaikmcassow | 27wy 2016 112130 85T 3506 | 12 Blark jection 307
SQT Electronic Sign Off Table
| Node: Ukdll km-c9d&bw1 Sign Off Results
ggnoft | sgn oft sgn off = = -
Msthod Hame | Method 1d | Method Version There iz 1 rezult awvailable for zign aff.
! ~ Sign Off 1
User: Idlloyd
Password: I xxxxxxxxx
Reazon: LI
Sign Off I
—Sign Off 2
Uszer: I
Pazzword: I
Reaszon: I j
I Lock channels after Sign OFF
Sign Off |
LCloze | Help |
Page 72 of 72 Project: Valid_0Q1 Individual Y
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Update Node Properties

Mode 'Ukdllkm-c9d8bwl' Properties

" Generl I Instruments | Serial Ports I Configure DHCP I Access I le] Infol 1G/00 II

L]
Status I vl Date of Execution |18 May 2016 11:21:52

Comment
Fail

~0Q
Status I vl Date of BExecution |13 May 2016 11:23:03
Comment

0Q MvM

Status I vl Date of Execution |18 May 2016 11:23:17
Comment

QK I Cancel Help
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What If the IQ FaIIS? THE SCIENVEXE:\IM-I;JE!IESSIBLE:M

® Determine what file caused the failure

= Go to the Connections Elite Support Center at Waters.com and
perform a search

= Contact Waters Technical Support

= Refer to your company SOP

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 117 of 256



Review OQ Reports

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

-
& smithw/Administrator - Configuration Manager

File Edit View Records Tools Help
e 5 e ﬂ - Fiter By: | D efaul | EditView Update
B8 Empower 3 Configuration ﬂ| Name Owner Create Date Full Audit Trail | Locked Comments Ti
1 | Training System | 5/4/2012 3:28:25 PM EDT r No Lock
.. =} Nodes el alid_0Q1 it Mo Lock This project will be used for Traditional Integration in Empower 3 FR1
g f?;stel:ns 3 | valid_0Qape: Open v Mo Lock Thie project will be used for Apex Track Integration in Empower 3 FR1
E E::::es 4 | valid_oamvm Update Statistics W No Lock This project will be used for MV in Empower 3 FRA
= eCor :
_____ € Users Backup Project
_____ €5 User Groups Restore Project(s)
- £5? User Types Delete
& Plate Types New
.+f System Audit Trail Clone
..... +f, Offline System Audit Trail
Move Project Data
Lock Project 3
Properties ...
Copy
Hide Column
Show All Celumns F
Print Takle
Table Properties...
Column Properties ...
T Y Sy oY & PR L S S T e e P = nencline At
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Preview the Report Waters

THE SCIENCE OF WHAT'S POSSIBLE."

(5] Valid_0OQ1 as dlloyd/Administrator - Project

=1 EoR ==
File Edit View Tools Database Help
2= 0| S PNl S| @ e
an
ol | !l

Filter By I I1G_00 Mode

;l lT\u"ieu_vl Update | Man Rows: IW ﬂﬂﬂﬂ

ﬂﬂ Sample Seis | Injections |(Channels | Methods | Result Sets |Results | Peaks | Fractions | Sign Offs |Curves | View Filters |I
IE] Result Set Name Result Set Date System Name 1/00Q Node
1 |Internal Std Sample Set |27.05.2016 14:28:39 BST | 486_sys Ukdllkm-cSd8bw1
2 |External Std Sample Set | 27.05.2016 14:28:37 BST | Aliance Ukdllkm-cSdbw 1
3| 27.05.2018 14:28:25 BST | 25890 2995 PDA | Ukdllkm-cSdabw 1
|3 total

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL
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Open the Report Method Waters

THE SCIENCE OF WHAT'S POSSIBLE."

.
Open Report Method u

Fleaze zelect the Repart kMethad that you wauld like to use to preview the data
that vou have selected:

= Usze the Beport Method in the acquisition Wethod Set.

= Usze the Beport Method named Default,

™ Usze a Feport Method that was generated to be appropriate for the zelected data.

(v Use the following Feport Method: | Surmary Freport for Instd DORS |

= Use the currently open Report Meth :_El!: %gﬁgﬂ;‘:gﬁ%i;mﬂaw a0
LC Calibration RepartRS

ok 00 Individual Report

Sumrmary Repart

Summary Report for Extztd 00
Surmmary Report for Extstd OQRS
Surmmary Fepart for Instd 00

||

Summary Fepart far Instd OGRS

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 120 of 256



&
Review the Report Results qufer S

ACQUISITION INFORMATION

Us er Name: Winston Smith (s mithw) System Name: 486_sys
\IAcquired By: SampleName: Internal Std. 1

Sample Set Name: Internal Std Sample Set Sample Type: Standard

Acq Method Set: Internal Std Method Set Vial: 30
. . . Injection: 1
Processing Method: Internal 5td Processing Method Injection Volume: 25.00 ul
IChannel Name: 486 K
Report Method Name: Summary Report for Instd OQR S Run Time: 20.0 Minutes
pol ' y Repo Software: Empower 3 Software Build 3471
Processing Node: Kochanob-pc Integration Algorithm: Traditional

Date Acquired: 9/5/1993 1:42:05 PM EST
Date Processed: 5/9/2012 2:10:59 PM EDT

0.10

0.08+

0.064

- 11335

0.044

0.024

ethylvanilln

Hvanillin - 6.608

0.00

- [ S
400 6.00 200 10.00 12.00
Minutes

— —
1400 16.00 13.00 20.00

PeakMName | ExpRTWan | RT | ExpRT_EtVan | Pass Fail RT | Amount | ExpfmtVan | Expdmt Et\Van | Pass FailAmt | Calibration id
anillin 6.608 | 6608 0.000 | Pass 100.000 100.000 0.000 | Pass 3233
et anillin 0.000 | 14335 14335 | Pass 100.000 0.000 100.000 | Pass 333

=]
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Review the Report Results

©2020 Waters Corporation

User Name: System
Acquired By: System
Sample Set Name: External Std Sample Set
Acq Method Set: External S5td Method Set
Processing Method: External Std Processing Method
Channel Name: 486
Report Method Name: Summary Report for Extstd OQRS

Processing Node: Kochanob-pc
Date Acquired: 9/17/1997 4:56:03 PM EST
Date Processed: 5/10/2012 2:57:27 PM EDT

ACQUISITION

INFORMATION

System Name: Alliance

SampleName: E xternal 5td. 1

Sample Type: Standard
Vial: 1

Inj ection: 1

Inj ection Volume: 20.00 ul
Run Time: 6.0 Minutes

Software: Empower 3 Software Build 3471
Integration Algorithm: Traditional

E.00

0.0404
o = =
o = =
0.030 o ] =
2 = @ 2 2
o™ c
0.0204 s s 2
N c
- : s 2
@ = =
0.0104 s = g o
2 2 o =
- = 5 =
£ < o @
0.000 L] [ 3 ]
T T T T T T T T T T
0.50 1.00 1.50 200 250 3.00 3.50 4.00 4.50 5.00 550
Minutes
Channel Id |Result Id |Peak Name | ExpRT Acet | ExpRT Acetop | ExpRT Prop | ExpRT Butyr | RT
1 1035 3266 | Acetone 1.248 0.000 0.000 0.000 | 1.248
2 1038 3266 | Acetophenone 0.000 2132 0.000 0.000 | 2132
3 1038 3266 | Propiophenone 0.000 0.000 3110 0.000 | 3.11C
4 1035 3266 | Butyrophenone 0.000 0.000 0.000 4781 | 4781
RT _Pass Fail | ExpAmtAcet | ExpAmtAcetop | ExpAmtButyr | ExpAmtProp |Amount [Amt_Pass Fail | Cal Id
1| Pass 837.500 0.000 0.000 0.000 937.500 | Pass 3261
2 |Pass 0.000 2500 0.000 0.000 2500 | Pass. 3261
3 |Pass 0.000 0.000 0.000 2500 2500 | Pass 261
4| Pass 0.000 0.000 2500 0.000 2500 | Pass 261

COMPANY CONFIDENTIAL
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THE SCIENCE OF WHAT'S POSSIBLE."
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Review the Report Results Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Repeat the process to review the results for the Valid_ OQApex project.

= When all results show as “Pass”, update the Node properties.
— Updating Node properties is optional for Empower3 FR3.
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Update Node Properties Waters

THE SCIENCE OF WHAT'S POSSIBLE."

& dlloyd/Administrator - Cenfiguration Manager EI@

Eile Edit View Records Tools Help

2% o g X Fiter By: [ Defaul =] EditvView | [ Update | MaxRows [1000 M ﬂ i

E-& Empower 3 Configuration Node Mame Node Location | Mode Type | Owner |Nnde Comments. | 10 Status | 10 Date: 10 Comment | OQ Statug
----- . Projects Il Ukdlkm-c9d8bw1 Manchester Empower Sy
New... 3
& Systems Delete
(-4 Libraries Export to Text
= eCord
_____ € Users Reboot
..... €2 User Groups Properties...
-.3% User Types
.42 Plate Types Copy

oﬁ System Audit Trail
..... 05 Offline System Audit Trail

Hide Column

Show All Celumns

W Sample Archives i
.29 Offline Project Archives Print Table
-[J® Offline Sample Archives

Table Properties...

Column Properties ...

For Help, press F1 1 Total
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Update Node Properties Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Mode 'Ukdllkm-c3d8bwl’ Properties E
"General | Instrumerts | Serial Ports | Corfigure DHCP | Access | 1G Info

13
Status Pass w| Date of Execution IZT-".D&.ZD'IB 14:28:29
Comment

MNo Comment

~0Q
Status «| Date of Execution [27.05.2016 14:28:43
Comment

Mo Comment

0Q MvM

Status I vl Date of Execution |27.05.2016 14:28:45
Comment

QK I Cancel Help
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Sign Off Report Waters

THE SCIENCE OF WHAT'S POSSIBLE."

SgstemsQT 0OQ Sample Summary Report ‘

Database Service: Ukdllkm-c9dabwi
ProjectName: Valid_0Q1

SQT Sign off Table
sanpltine | Resutd | SERSTL | ST | ST | ST | et e | Miment | ethodvasion
1 | inerma st 1 2418
AEEE 3420
HEEEE 2421
4| interral Uk 1 4z
5 [ Intermal Unic 2 2423
& | mematunc 1(10pn | 344
7 [inermalUnk 150un | 3425

Sign Off Results

There iz 1 result available for sign off.

~ Sign Off 1
User: Idl\oyd

Password:

Reason:

Sign Off I

—Sign Off 2
Use[:l

Password: I

Reasan: I - |

™ Lock channels after Sign OFf
Sign Off |

LCloze | Help |
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O
What if the OQ has a “FAIL” on the report? Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Rename the Valid_OQ1 and/or Valid_OQApex projects to
Valid_OQ1 Failed and/or Valid_OQApex_Failed

= Restore the Valid_OQ1 and/or Valid_OQApex from the project CD

= Run the OQ again using the Empower SystemsQT for Software wizard, it
should pass

= Compare processing method of passed vs. failed results

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 127 of 256



Locating Reports For Audit

(5] Valid_0Q1 as manager/Administrator - Project

©2020 Waters Corporation

File Edit View Tools

Database Help

=)

S|

S| @] 2| Bl

anl
. |

Filter By: I Default

LI Edit\u’ieyl Update | Max Rows: IW ]_jﬂﬂﬂ‘

lel Sample Sets | Injections |Channe|s| Methods |Resu|t SetisesuItslPeaks | Fractions ||Sign Oﬁ?lCurves |View Filters |Cust0m FieIdslAudit Trails |

E Sign OFf
Date

Sign OFf
WMethod Name

Sign Off
Full Name

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager}

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager}

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager}

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager}

27.05.2016 15:27:18 BST

Summary Report for Instd OQRS

QC Manager (manager}

Wl o | @] |

27.05.2016 15:27:19 BST

Summary Report for Instd 0QRS

QC Manager (manager}

=

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

x]

27.05.2018 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

13 |27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager}

-

m

14 |27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager}

15 (27.05.2016 15:26:25 BST

12 Individual Detailed_RS

QC Manager (manager}

16 |27.05.2016 15:19:36 BST

Summary Report for Extstd OQRS

Derek Lioyd (dlloyd)

17 [27.05.2016 15:19:36 BST

Summary Report for Extstd OQRS

Derek Lioyd (dlloyd)

18 | 27.05.2016 15:19:36 BST

Summary Report for Extstd OQRS

Derek Lioyd (dlloyd)

19 | 27.05.2016 15:19:36 BST

Summary Report for Extstd OGRS

Derek Lioyd (dioyd)

20 | 27.05.2016 15:19:38 BST

Summary Report for Extstd OQRS

Derek Lioyd (dlloyd)

30 total
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Locating Reports For Audit

©2020 Waters Corporation

{51 Valid_0Q1 as manager/Administrator - Project
File Edit View Tools Database Help

B =x|8|SPRNiil| @] | e

anl
- N |

Filter B.‘r"IDefauIt LI Edit Wiew

Update | Max Fows: IW lﬂﬂ ﬂﬂ‘

lel Sample Sets | Injections |Channe|s| Methods |Result Sets |Results|Peaks | Fractions | Sign OiaCurves |View Filters |Cust0m FieldslAudit Trails |

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

19 | 27.05.2016 15:19:36 BST | Summary Report for Extstd OQRS|

Sign Off Sign Off
E Date Method Name @ Untitled in Valid_OQ1 as manager/Administrator - View Filter Editor EI
1 |27.05.2016 15:28:14 BST | Summary Report for Extstd 00RS| File Edit  View Options Help
2 |27.05.2016 15:28:14 BST | S Report for Extstd OQRS| - [e: ¥ b, 3, agla||2
ummary Report for Type: |Sign Offs - | Dlﬁl@l@l é{:llﬁl :‘Cl@llﬁdl z’lzlls”@l@”@“@l%l*ﬂl E
3 |27.05.2016 15:28:14 BST | Summary Report for Extstd OQRS)
— Sign Off Sign Off Sign Off | Processing
4 |27.05.2016 15:28:14 BST | Summary Report for Extstd OQRS) IE Date Method Name | Full Name Node
5 [27.05.2016 15:28:14 BST | Summary Report for Extstd OQRS) (Descend) () () ()
6 |27.05.2016 15:28:14 BST | Summary Report for Extstd OQRS|
7 |27.05.2016 15:28:14 BST | Summary Report for Extstd OQRS|
& |27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS
S |27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS
10 | 27.05.2016 15:27:19 BST | Summary Report for Instd OQRS .
Field M ames
11 | 27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS
Fercent Unknowns
12 [ 27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS | |Processed As Result # Sarmple b
Frocessed B Result Codes Sample £
13| 27.05.2016 15:27:19 BST | Summary Report for Instd OQRS Processed EﬂannelDescr. Result Comments SamEIeE
14 | 27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS | |Frocessed Channel Type Result 1d Sample £
5 — — - Frocessing Locked Result Source Sample £
27.05.2016 15:26:25 BST |1 Individual Detailed_RS Processing Method Result Superseded Sample £
16 | 27.05.2015 15:19:36 BST | Summary Report for Extstd 00QRS| [Processing Methad Id Result Type Sample S
17 | 27.05.2016 15:19:36 BST | Summary Report for Extstd OQRS| || < 1 2
18 | 27.05.2016 15:19:36 BST | Summary Report for Extstd OQRS|
For Help, press F1 l_ ’W ’_ v

20 |27.05.2016 15:19:35 BST | Summary Report for Extstd OQRS | Derek Lioyd (dlloyd)
T

30 total
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Locating Reports For Audit

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

File Edit View Tools

EI Valid_0Q1 as manager/Administrator - Project

Database Help

3| | Ga[@)

JJ‘

Filter By |!F‘rocessing Node

=l

Update | Max Rows: ’W Mﬂﬂj

[E=NECR =

A *| sample Sets]Injections]Channels]h‘lethods]ResuItSets]Results]F’eaks]Fradions Sign Offs Curves]\u"iew Filters ]Custom FieIds]AuditTraiIs]

H Sign Off
Date

Sign Off
Method Name

Sign Off
Full Name

Processing
Node

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cBd8bw 1

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd8bw 1

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-c3dabw 1

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-c3dabw 1

27.05.2018 15:28:14 BST

Summary Report for Extztd OQRS

QC Manager (manager)

Ukdllkm-cBd8bw 1

27.05.2016 15:28:14 BST

Summary Report for Extztd OQRS

QC Manager (manager)

Ukdllkm-cSd8bw 1

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cBd8bw 1

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-cSd8bw 1

|| | @] ]|l =

27.05.2016 15:27:19 BST

Summary Report for Instd DQRS

QC Manager (manager)

Ukdllkm-c3dabw 1

-y
=

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-c3dabw 1

=

27.05.2018 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-cBd8bw 1

-y
=]

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-cSd8bw 1

iy
[x]

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-cBd8bw 1

Y
.

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-cSd8bw 1

15 | 27.05.2016 15:26:25 BST

12 Individual Detailed_RS

QC Manager (manager)

Ukdllkm-c3dabw 1

16 | 27.05.2016 15:19:36 BST

Summary Report for Extstd OQRS

Derek Lioyd (dlloyd)

Ukdllkm-c3dabw 1

17 | 27.05.2016 15:19:36 BST

Summary Report for Extztd OQRS

Derek Lioyd (dlloyd)

Ukdllkm-cBdabw 1

30 total

»
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Locating Reports For Audit Waters

THE SCIENCE OF WHAT'S POSSIBLE."

51 Valid_0Q1L as manager/Administrator - Project EI@
File Edit Wiew Tools Database Help
£
=[] 0| s Nl @) &)
& |
Fitst By: [ Frocessing Mode El Update | Max Rows: [T000 4] 4| » ‘ | ‘
4[] sample Sets | Injections |channels] Methods |Result Sets | Results| Peaks | Fractions | Sign Offs [cunves | view Filters |Custom Fields| Audit Trails |
H Sign Off Sign Off Sign Off Processing -
Date Method Name Full Name Node [
1 27.05.2016 15:28:14 BST | Summary Report for Extstd 0ORS | O @ 12nd sign off in Valid_OQ1 as manager/Administrator - View Filter Editor EI@
2 | 27.05.2016 15:28:14 BST | Summary Report for Extstd 0QRS | Q) File Edit View Options Help
3 |27.05.2018 15:28:14 BST | Summary Report for Extstd OORS |0 —  ——— = = = =
2 |27.052015 15:26:14 BST | Summary Report for Extstd 0QRS o] | *P= | Sign Offs =l | D |E'| |ﬁ| | | | =‘E| | | | | | | | | | |*-"| J
5 |27.05.2016 15:28:14 BST | Summary Report for Extstd OQRS | Qf Sign Off Sign Off Sign Off | Processing Sign Off
6 | 27.05.2016 15:25-14 BET | Summary Report for Extstd OQRS | | (| Date |Method Name |FullName | - Node =D
— — (Descend) ) () () )
T |27.05.2016 15:28:14 BST | Summary Report for Extstd OQRS | Q) -
1 = Sign Off Level 2*
& | 27.05.2018 15:27:19 BST | Summary Report for Instd 0QRS | QY
8 | 27.05.2018 15:27:19 BST | Summary Report for Instd OQRS [ Q)
10| 27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS | QY
11 | 27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS | Q| =
= - o Field Mames
27.05.2016 15:27:19 BST | Summary Report for Instd 0GRS | Q) # of Process Only Sample Sets Average Detector Moize Channel T
13 | 27.05.2016 15:27:19 BST | Summary Report for Instd 0QRS | a |# of Results Stored Awverage Peak to Peak Moize Colurmn Mz
wiog Method Set Barcode / BCD Column 5&
14| 27.05.2016 15:27:1% BST | Summary Report for Instd OQRS | Q| “oquired By Calibration |1d Comments
15 | 27.05.2016 15:26:25 BST | IQ Individual Detailed_RS | fAdiusted Tatal Area Channel o DataEnd
Wiltered Channel Description Data Start
16 | 27.05.2016 15:19:38 BST | Summary Report for Extstd OQRS (D |auta Additions Channel 1d Date &cqu
17 | 27.05.2016 15:19:36 BST | Summary Report for Extstd OQRS | D| [#verage Detectar Drift Channel Mame Date Proce
30 total | =TT +
For Help, press F1 NUM
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Locating Reports For Audit

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

File Edit View Tools

(5] Valid_0Q1 as manager/Administrator - Project
Database

Help

iy

9

JJ‘

Filter By: {12nd sign off

B Ba|@)

ﬂ Edit Wiew Update | Max Rows: IW Mﬂ > | )‘l‘

[E=N Eo =

4|» | sample Sets | Injections |Channels | Methods | Result Sets | Results | Peaks | Fractions | Sign Offs [Curves | view Filters |Custom Fields| Audit Trails |

‘E Sign Off
Date

Sign Off
Method Name

Sign Off
Full Hame

Processing
Node

Sign Off
Reason

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd&bw 1

Sign Off Level 2, Reason:

Pass

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd&bw 1

Sign Off Lewvel 2, Reason:

Pass

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd3bw 1

Sign Off Level 2, Reason:

Pass

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd3bw 1

Sign Off Level 2, Reason:

Pass

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd3bw 1

Sign Off Level 2, Reason:

Pass

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd3bw 1

Sign Off Level 2, Reason:

Pass

27.05.2016 15:28:14 BST

Summary Report for Extstd OQRS

QC Manager (manager)

Ukdllkm-cSd3bw 1

Sign Off Level 2, Reason:

Pass

27.05.2018 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-cBdabw 1

Sign Off Level 2, Reason:

Pass

1
2
3
4
5 |27.05.2016 15:28:14 BST
6
7
8
9

27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-c3d8bw 1

Sign Off Level 2, Reason:

Pass

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-c3d8bw 1

Sign Off Level 2, Reason:

Pass

10 |27.05.2016 15:27:19 BST
127.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-c3d8bw 1

Sign Off Level 2, Reason:

Pass

12 |27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-c3d8bw 1

Sign Off Level 2, Reason:

Pass

13 |27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-c3d8bw 1

Sign Off Level 2, Reason:

Pass

14 | 27.05.2016 15:27:19 BST

Summary Report for Instd OQRS

QC Manager (manager)

Ukdllkm-cSd&bw 1

Sign Off Level 2, Reason:

Pass

15 |27.05.2016 15:26:25 BST

12 Individual Detailed_RS

QC Manager (manager)

Ukdllkm-cSd&bw 1

Sign Off Level 2, Reason:

Pass

30 total
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

SystemsQT for Instruments

Alliance SQT is used as an example for this training. Other systems
will be similar in documentation and procedure when using
SystemsQT
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= SystemsQT is part of Empower; as a result, all SystemsQT tests are stored
in the Oracle database and fully traceable.

= Documentation for sign-offs is automatically generated with SystemsQT.
Electronic Signatures may also be enabled for electronic reports and sign-
off documentation.

= Automated tests are setup and run by the software.
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Compliance Specialist user account

©2020 Waters Corporation

Waters Compliance Specialist

— Full name and password required
— User type of Chemist is sufficient

— The user System can not be used

COMPANY CONFIDENTIAL

Create User Account for a new Empower user on this database.
The User Type chosen will determine the privileges granted to the
new user.

User Name: [Metrology

Full Name: |John G Quality

Allowed User Types: || JAdministrator

[TIMethod Validation Administrator
[IMethod Validation Chemist

Default User Type: ¥

[~ Abways Local Login

If 'Password Required' is enabled, the new local account password
will be the same as the account name.

v Password Required

Default User Interface: [Pro |

Allowed Interfaces
¥ QuickStart Interface [V Open&ccess Interface
IV Pronterface vV Web Interface
Note: System Default interface will always be allowed.

I OK I Cancel Help

R

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= A user account must be created for the

Part #760000121 v02
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Documentation DVDs
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O
Documentation DVDs — General Information Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Separate DVDs for software, systems, modules

= All protocols, procedures, forms and projects are located on
DVDs

= All DVDs are the property of Waters
— Copy all appropriate documents to a user-specified location
— Do not leave DVDs with customer
— Projects can be left on the PC

= |f the description says “Kit” then it is for the DVD or floppy with
projects or programs.

= Service Note: SystemsQT — Current Project DVD revisions
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Documentation DVD-667003309
Alliance/HT Systems SystemsQT

) |

Name

4 Files Currently on the Disc (6)

). Chinese

English

| Japanese

. Korean

| Spanish
667003309Revl.md5

Name

4 Files Currently on the Disc (9)

)
)
k
)
)
k
k
k
k

©2020 Waters Corporation

Document - Amounts

Document - Manual OQ Procedures
Document - Overview

Document - Protocol

Document - System Setup Procedure

Document - Test Descriptions and Specifications

Example Reports 2487
Forms
SQT Projects for 2487

COMPANY CONFIDENTIAL

Date modified

2/4/2015 2:25 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:31 PM

Type Size

File folder
File folder
File folder
File folder
File folder
MDS5 File

Date modified

2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM

203 KB

Name

4 Files Currently on the Disc (10)

Type Size

File folder
File folder
File folder
File folder
File folder
File folder
File folder
File folder

File folder

k

P S S S S

Detector 2475

Detector 2487

Detector 2489

Detector 2996

Detector 2998

Detector 3100

Detector QDA

Detector TQ

Detectors RI (2141, 2410, 410)
Supporting Information Documents

Name

4 Files Currently on the Disc (9)

Document - Amounts

Date modified

2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM

Document - Manual OQ Procedures

Document - Overview
Document - Protocol

Document - Test Descriptions and Specifications

Example Reports 2489
Forms
SQT Projects for 2489

)
k
!
)
. Document - System Setup Procedure
!
)
)
]

Type

File folder
File folder
File folder
File folder
File folder
File folder
File folder
File folder
File folder

File folder

Date modified

2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM
2/4/2015 2:26 PM

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Size

—

v

Type Size

File foider
File folder
File folder
File folder
File folder
File folder
Fite folder
File folder

File folder

Part #760000121 v02
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Documentation DVD-667003309 .

Alliance/HT Systems SystemsQT W(:L’rer S

Example: DETECTOR 2487

= Document — Amounts
— Shows vial positions, sample standards and concentrations to be used

= Document — Manual OQ Procedures
— Describes OQ procedures that must be performed manually
o Manual flow rate
o Temperature accuracy tests
« Sample heater/cooler, column heater and column heater/cooler
— Explains how to generate and print the temperature accuracy test results
o You must enter the set and observed results
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Documentation DVD-667003309 =

Alliance/HT Systems SystemsQT W(:L’rer S

= Document - Protocol
— Instructions on how to run the qualification
o How to do the 1Q
o How to print up the qualification summary report
» Select all tests run
* Print manually

= Document - System Setup Procedure

— Describes how the Alliance system should be prepared to ensure that
it can run the qualification tests

— Includes: mobile phase preparation, flow rates, and startup procedure

= Document - Test Descriptions and Specifications

— Describes the tests performed based on the system specific
configuration

— Describes qualification tests and lists specifications for qualification
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Documentation DVD-667003309 | s

Alliance/HT Systems SystemsQT unfer S

= Example Reports 2487
— A full set of example Empower reports by system configuration
— For reference
— GSS uses them when troubleshooting

= Forms
— Maintenance procedures for instrument and detector
— Maintenance Log
— Test Equipment Calibration Information Form

Name Date modified Type Size

— Final Approval Form

4 Files Currently on the Disc (7)

“X 2487mp.pdf

“X 2795mp.pdf ‘

"% 7150018988 2695_2695Dmp.pdf 5

“% 715004128rA WTMmp.pdf

“X rinalApproval.pdf

“L Maintenancelog.pdf

“L TestEquipCal.pdf 7/29/2008 830 AM  Adobe Acrobat Document 128 KB
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Documentation DVD-667003309 Wart -
A”Iance/HT SyStemS SyStemSQT THE SCIENCE DE:\INHAe'I"!-IESSIBLE."
= SQT Projects for 2487 e
— Restore the project appropriate ‘ éi;f;;:iil:the;Dfs;cf(f);;,;
for the system to be qualified o s

— DO NOT CLONE OR COPY PROJECTS!
o Custom fields will not cross over
o You will run into problems

— Restore projects manually
o Chemists cannot restore Projects at the root
o Restore to non root location or add privilege of restoring to root to your user.

o Option: Login as Admin and restore projects, then logout Admin and log back in
as Chemist

o Some customers will have their IT restore the projects for you
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Alliance/HT Systems SystemsQT g
Revision N New Projects Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= New projects have been added for ethernet based Alliance instrument

©2020 Waters Corporation

systems
. e2095_2414 3/13/2017 11:10 AM  File folder
. e2095_2475 3/13/2017 11:10 AM  File folder
. e2095_2439 3/13/2017 11:10 AM  File folder ]
. e2695_2998 3/13/2017 11:10 AM  File folder
. Example Reports 31372017 11:10 AM  File folder
.. Forms 31372017 11:10 AM File folder
. Manual OQ Procedures 31372017 11:10 AM  File folder
1 Overview 3/13/201711:10 AM File folder
. Protocol 31372017 11:10 AM File folder
. 5QT Projects 3/13/2017 11:10 AM  File folder
. Sys Setup-Amounts 31372017 11:10 AM  File folder
| Test Desc and Spec 3/13/2017 11:10 AM  File folder

COMPANY CONFIDENTIAL
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Alliance/HT Systems SystemsQT Waters -

ReVISlon N NeW PrOJeCtS THE SCIENCE OF WHAT'S POSSIBLE."

= Important additions to SQT with Rev. N
— Added Manual Flow Rate accuracy test for 5SmL/min (2489, 2998 and 2414)

o The results of this test are recorded in a Sample Set Method similar to the temperature
tests

— Added electronic form for test equipment calibration

o Calibrated test equipment is now recorded in a Sample Set Method

o Document — Procedure to Record and Print Test Equipment Calibration Information
— Added 100puL syringe support with system precision specification

o Be sure to select the correct SQT test in the wizard
— Added Detector response check under System readiness check.

o Run before the System Readiness Check

o The observed height of the Caffeine peak from this check is used to scale up the
injection volume of System Readiness check and Detector Linearity & Sensitivity such
that the height will be at least 1.8 AU.

— Newly designed Signal to Noise test for 2489, 2998 and 2414.
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Starting the SQT Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Refer to the table entitled “Recommended Assembly of SQT Binder”:

— Print the appropriate documents and forms from the SQT Documentation
DVD

— Place all documents and forms in the appropriate sections of the
Qualification Binder

= Read all protocols and procedures before beginning the
gualification!
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Lab
SQT - ALLIANCE IQ/MP/OQ
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Performing an SQT Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Print appropriate forms and protocols from the Documentation DVD
= Restore Project

= Run SQT on Alliance System
- 1Q (Alliance system only OR Alliance system and eSAT/IN)

o This step can be done together if you have one system that includes both an Alliance
and an eSAT/IN

- MP

- Manual OQ

— Detector Response Check
— System Readiness Check
— Automated OQ

= Review Data
= Assemble/Complete Qualification Binders
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SQT — Alliance (optional Alliance with eSAT/IN) Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Installation Qualification Steps

= In Configuration Manager select Empower Node (Empower 2154 or Empower 3)
- Right-click node to which system is connected
— Select Properties ' & WAT11 as AKowalsk

File Edit View Records Tools Help

68y m ﬂ ﬁ r Filter Byt | Default | EditView | Up

= Empower 3 Configuration 1#H| MNode Name Mode Location Node Type Node Comments

""" Projects il Compliancepct JW Service Training Lab Empower
%s 2 | Gsst-empower Mew... 4 System

- Libraries 3 | Lace33 Delete AKowalski

- eCord 4 | waters-pcbabm Export to Text System
----- € Users 5 | Waters-pebvje Esboct System
g Ez: _?;::SPS [:] 1,’-,rater5_pcbm)|‘c | Properties... System
@ Plate Types 7 | waters-z4amal Copy System
-+ System Audit Trail Hide Column
..... . Offline System Audit Trail

Show All Columns

Print Table

Table Properties...

Column Properties ...
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SQT — Alliance (optional Alliance with eSAT/IN) Waters

THE SCIENCE OF WHAT'S POSSIBLE,"
Installation Qualification Steps

= Select “Instruments” tab

Empower Node ‘Len_m57_103067 Properties

= Right mouse click on the Globe to select and view

each C0|umn General Serial Ports] Comfigure DHCF'] Access]
Type Address OK7  [Serial Ny A
= Select the rows for your system components L |120308 oS0 5@s o o
2 w2489 [ W2489¥Serial Mumber Unintialized |Ma
3 (w410 v DS Yes KO7214
= Complete the System IQ details (be sure to fill out all 4 |W2680/5 | WIBASET 1 Ves MAECMI]
columns): 5 |wzame  |wesssemosaTEZ2IA Mo ADT410]—
— Purchase Order Number B | NS08 |aTans@T Mo ]A04sd
7 w10 a1 O Mo
o Text & |wo24sg  |wi24G9#BOGETEODSN Ma BOGETE
— Owner's Equipment Number a0 3
o Text ST |
nstruments
— Manufacturer
o Text
o Default: Waters Corp. 34 Maple Street, 0 | Cancal | Hep
Milford, MA 01757, USA
— Location
o Text
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SQT — Alliance (optional Alliance with eSAT/IN) Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Installation Qualification Steps continued

Node "Waters-pcbmkeb’ Properties -

General Instruments | Seral Ports | Access | 10 info | 100G |

- Operatorls GU|de R Address Electrical OK? | Fluidic 0K

W2630/5 | W2690/5#F09SMATTEA | Yes Yes
o} TeXt 2 |W2489 | W24BS#MOBETE2ZT1A | Yes Yes

— Detector Cell Size
o Text

— Installation Start Date
o Date

— |s the site suitable for installation?
o Yes/No

— Are the required installation materials present?
o YeS/NO ,Tl Cancel Help

Scan Instruments

— Are the electrical power connections correctly made?
o Yes/No

— Are fluidic connections correctly made?
o Yes/No

= Be sure that all fields are complete
— Scroll all the way to the right to access all fields
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SystemsQT 1Q Report

©2020 Waters Corporation

SYSTEM IQ REPORT

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

SYSTEM IQ REPORT

System Mame ACQ_FLR_N
Processing Node Ibm_102536
Database Service: Ibm_102536

System Name ACQ_FLR_N
Processing Node Ibm_102536
Database Service: lbm_102536

System Information

General Infomation

Sysiem Name ACQFLR N

Comments

System
Acquisiton Server  [bm_1025%
System Create Date_4/S2007 10:12:21 AM

Tnstrument: ACC-Gh

Tyee ACQSM

Address ACQ-SMEHIELPSEI2M

oK? Yes

Serial Numioer HOGLPSEaIM

Last Serviced 302602007

Next Sanvice Due 302612008

Prom Vession

Commenis Jee

Detais Fimware Version 1.24.172.1.0 {Nov 02 2006); Software Version 1.23.1000; Checksum
OxeS383an8; Serial Number HOEUPSE32M, Sample Organizer No; Sample Syringe Size 100uL;
Wash Syringe Size 2500uL; Sample Looo Size 20.00; Needie Vaiume 30

Manufacturer Waters Corp

Purchase Order # 272

Oamers Equip # 2732

Location DEL Lsb 2

Operafors Guide 33272

Detector Csll Size 20

Installation Start 302772007

Site OK? Yes

Insiallation materials OK? Yes

Elecirical OK? Yes

Fluidic OK? Yes

Tnstument AT

Te  ACQESM

Address ACQESKEHISLFBASSM

oK ? Yes

Serial Numoer HOGLPBE5EM

Last Serviced 302672007

Next Service Due 30062008

Prom Version

Conmenis Jce

Details Fimmware Version 1.23.121 (Sep 7 2005); Software Version 1.23.1000; Checksum

0x74B07960; Senal Nurber HOSUPSESSNE Stale Normal; Type Acquity

Froject Name SAT_ACQUITY_FLR

Manufacturer Waters Cop

Purchase Order # 272

Owners Equip # 732

Locaton DEL Lsb 2

Cperstors Guide 33072

Detector Cell Size 2

Installation Start 372007

Ste OK7 Yes

Insialation materials OK? Yes

Elecical OK? Yes

Fluidic OK? es
Tsfrument: ACGE LR

Tyee ACQFIR

Address ACQ-FLRibetaten

oK? Yes

Serial Nurmber KOSLFFOION

Last Sarvicsd AIB/2007

Next Service Due 41812008

From Version

Commens T

Detsiis Fimmware Version 1.23.492 (Mer 15 2007); Software Version 1.23.2022; Checksum

OxdetaT{9e; Serial Number betaten; Lamp Serial humber jo_0305k

Manufacturer Waters Corp

Purchase Order # 4807

Owners Equip # 102772

Locaton DEL Lsb 2

Cperstors Guide 33072

Detector Cell Size ETN

Installation Start 41912007

Ste OK7 Yes

Insialation materials OK? Yes

Elecrical OK? Yes

Fiuidic OK? Yes

Fried 1.16.42 FM 411772007 Page: 103

COMPANY CONFIDENTIAL

Frojecl Name SOT_ACQUITY_FLR

Finied 11644 PN 4n7I2007 Page: 20f 3
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Mistakes Found in SystemsQT IQ Report Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= If the I1Q is printed and there are mistakes:
— Fix the details in the Acquisition/Empower Node properties table
— Log out of Empower
— Log back into Empower

— Ensure the changes have been saved
o If necessary, try taking system offline and bring back online

— Print new 1Q Report
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SQT — Alliance System Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Maintenance Procedures

= Hardware maintenance procedures are not performed at the
installation of the instrument.

— MP forms and logs do not need to be filled out

= |f MP procedures are done, complete the appropriate forms for the
system on which you are working

= Make the following entries in the System Log:
— Enter installation, qualification, maintenance activities
— Annual PM was performed
— Any repairs
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SQT — Alliance System Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Operational Qualification Steps

= Read the setup and operational qualification procedures:

— SystemsQT Instrument and System Qualification Setup Procedure for the
2695/2695D Alliance and 2795 Alliance HT System with
2487/2489/2996/2998 Detectors

— Operational Qualification Procedure for the 2695/2695D/2795 Sample
Heater/Cooler, Column Heater and Column Heater/Cooler

— Manual Operational Qualification Procedure for e2695 Flow Rate Accuracy
Test

= Set all temperature zones at the same time
— Don’t have to wait in between each measurement
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SQT — Alliance System Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Operational Qualification Steps
Run Manual Tests:

= Sample Heater/Cooler Temperature Accuracy
— Measure temperature at sensor
— Up to 2 temperature set-points may be tested
— Result must be +/-4.0 degrees C of set-point temperature

® Column Heater or Column Heater/Cooler Temperature Accuracy
— Measure temperature at sensor
— Up to 2 temperature set-points may be tested
— Result must be +/-2.0 degrees C of set-point temperature

= Failures:
— Ensure the probe of the temperature measurement device is in the proper location

— Ensure the set temperature is at least 5.0 degrees C above or below the ambient room
temperature
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SQT — Alliance System Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Operational Qualification Steps
Run Manual Tests:

= 5.0 mL/min flow rate test
— Collect flow in a 25 mL Class A volumetric flask
— Result must be +/- 1.0%

= Failures:

— If you encounter a maximum flow rate error for the current stroke volume,
change the stroke volume to 130 pL.

— Ensure that the volumetric flask is thoroughly dry.
— Ensure that there are no leaks in the flow restriction device.
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Enter Manual Test Results Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Template Column Heat Cool 55M in SQT_E_2695 2414 2410 _B3wB4RMs as petrillr/Administrator - Sample Set ... |:||§
File Edit Wiew Help

X

E| =|d] 32| alrE & |m=|@)

Inj Fun e
“ial SampleMame ol Tn'osf Function Rhgetoh;ﬁdzit; d Time ]
iy | P (htinuttes) | i
1 |60 [CHC Temperature1 | 0.0 1 |Inject Immediste Standards Temperature Accuracy Test MS 0410
2|60 |CHC Temperature 2| 0.0 1 |Inject Imnediste Standards Temperature Accuracy Test MS 010

e allraton [EmPErSIUFE ACCUracy 1e

4 Calibrate Temperature Accuracy Test MS
4 Summarize Custom Fields
G Repoart Temp Acc Column H Report

File Edit “iew Help

Enter test results here

E @l =] %l |2

(B
M= Tune 1= Calibration . - Ao Column .
Methad Methad SampleWWeight |Dilution Lewvel P — Pasition SerialMumbey | SetTemperature |TemperatureChserved
1.0000 | 1.0000 0 352
1.0000 | 1.0000 40 38

ol A L R =
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Perform Detector Response Check Waters

THE SCIENCE OF WHAT'S POSSIBLE."

" This is not a manual or automated OQ test.

— To ensure that the caffeine peak height reflects the UV detector’s full linear range, this
check calculates an appropriate injection volume that will cause the detector to produce a
caffeine peak between 1.80 and 2.20 AU

— The check is not a qualification test. The report will be available for printing but does not
include the signature template.

" Open the Run Samples window. Load and run “Detector Response Check SSM”.

= Review the report and note the “Injection Volume (uL) for Linear Detector
Response” that is reported on the detector response report

= Update injection volumes in two sample sets with the reported injection volume
— 0la System Readiness Check SSM
— 04b Detector Lin Sens SSM
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Detector Response Check Report

DETECTOR RESPONSE CHECK REPORT

ACQUISITION INFORMATION

Sysem Name: e2E85_ 3453 MSG Sample Sei Id: 6422
Acquired By Malis Resut Sef Id: £427
Project Path: REZ_SGT_a2595_3469 final

The Deteior regponse check Injection I5a 022 mg/mL CaMaine siution injact=d at 7.0 pL once the sysem
and column hawe been equillbated.

ACQUISITION INFORMATION

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

DETECTOR RESPONSE CHECK REPORT

Sysiem Name: 82695_2453 MSG
Acquired By: Mzliss
Project Path: RC2_SQT_e2605_24E9 final

Sampe Setld: 6422
Resurt Set d: 6427

The cbsenved height of the Caffeine peak from the detecior response check Injecon s used to scale up the
Injection volume of Sysiem Readiness check and Detector Linearty & Sangtivity such that the halght of the
Sygsem Readiness check and Detector lineanty & Sengiivity Injection Wil be at leas 1.80 AL

Thistest Isonly for Infomiational and diagnoslic purpose. Mo acceptance ciltera are asDoiated wih e
detzctor resnonEs chack In|sction.

Injection Volume (pL) for Linear Detector Response @ 13

The relationship between Injaction volume and peakhelght |s appmaimataly one-ip-one. (2.9 10% Increase In
Injaction volume reguitsin 10% Ineease In paak height). Using this miationship batwean the Injection volume and
peak height for the detectorn rReponse check, an Injection voilums a5 mentioned above should producs 3 Cafteine
peak with a helght of approxdmately 1.0 ALL

Chirgma ¢ Pask Resulls
injetion | isjection olume | Fatestin Time | Heght
Bnmplain | s ) imin} et

tcammomags| 1|

] | 13 s

ol Pt Mo et Viersien S0T_E 908 it a0
Dol Wloaday, Pty iy 20, 2077

0T i G ption. A 1 vt
Prirtedt 1134 A USEain

‘Cafedna Paak for 7.0 pL Injection volume of 0.22 mgimlL sciulon

Al

Cattaine - 1214
P

;

[T

L e L o L LI L0 L LI s

Page 102
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iis Pt Mafe it Veraion 50T E 5 80400
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SystemsQT Wizard Screens Waters

©2020 Waters Corporation

THE SCIENCE OF WHAT'S POSSIBLE."

Run the Empower SystemsQT Wizard
- Log into Empower as the Waters Compliance Specialist

T pesnin_e wis onct oo TUV as Waters_Service/Administrator - Run Samples

— “R S I ” 5 Edit View Inmject Actions Customize el
Select the “Run Samples ;
Load Samples ...
3 Apply Table Preferences  [5ample Set Method ~|
- 5
— Select the appropriate
Apply Table Preferences e | Level Function Report Methad
1 Save Table Preferences
project and system
Delete Table Preferences
Print Setup...
Exit
— Launch SystemsQT
from the Run Samples
window
o File > Qualify System
41> [ Sinale } Samples £ Sample Sets 4 Ruj[+ ] JC|
Instrument Method: Sample Set Time Remaning: | 00:00:00
j Total Samples Time Remaining: | 00:00:00
I
Sample Set ~| 0.000 0.002 O unfnn 008 0.008 0.010 Edit ‘ ‘ Mew Sample Set Time:
El
Binary Solvent Manager . - Sample Manager J\C TUV Detector &
1 psi Al 90.0% Sample 24.2 °C Colomn 300 °C Shutter: Closed
i e o e O o I R ©
System Idle - Sample Set Complete Gradiente1 [ 14,5 @l

COMPANY CONFIDENTIAL Part #760000121 v02 160 of 256



SystemsQT Wizard Screens Waters .

THE SCIENCE OF WHAT'S POSSIBLE."

= The wizard will ask for a Service Password = IMPORTANT NOTE:
— Entering the password incorrectly 3

- Empower 1 and 2: Tanasini2007 ] >
times will disable the SystemsQT
— Empower 3: mcostalO option

o This password can not be changed
o Do not give this password to customers

— This renders the key disk (or
eLicense) unusable, requiring it to be
replaced.

- AFTER TWO FAILED ATTEMPTS
CLICK CANCEL

VT EETEA - T [x] - Check using notepad or wordpad that

Type the SystemsQT service password to start the qualification process for you are typlng the correct pa.SSWOfd,
his hi hi .
thiz ‘waters chromatographic system then try agaln.

Service Password ; ||

Run Samples

Incorrect password. SQT option
K | Cancel ) vill be removed after 3 faied attempts
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SystemsQT Wizard Screens

= |ntroduction

Waters SystemsQT - Introduction

Welcome to the Waters Systems Qualfication Tool, version 1.00 (2007) .

This utility enhances the performance of Waters recommended installation and
chromatographic system qualffication
Systems(]T

Click "Next'to select tests.

EEE —————

= Test Selection
— By default, all tests are selected

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Waters SystemsQT - Test Selection

< Back Next > Cancel

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL

SustemsQT

This wizard will qualify the peformance of a Waters configuration using the tests

you select

If you wish to perform an OQ/PQ Instrument Qualfication, deselect the tests you

dont want to run

Selected tests will be run sequentially in the order listed below.
10 ¥ Flow Rate Lin Acc SSM

¥ SHC Temperature Acc 5Sh

2 ¥ CH Temperture Ace SSM 11 ¥ Compositional Prec SSM
3 [ Spstem Readiness Check £ 12 [V Noise and Diift S5M
4 I~ [System Precision 100uL 5§ 13 ¥ Signal to Moise SSM
5 |V System Precision 250uLSS 14 ¥ Shut Down SSM
& [¥ Wavelengih Accuracy SSM 15
7 ¥ Detector Lin Sens 55M 16
8 ¥ Injector Lin Acc S5M 17
9 ¥ Injector Camyover SSM 18
< Back Next = Cancel
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SystemsQT Wizard Screens Waters

THE SCIENCE OF WHAT'S POSSIBLE."

=  Standard Amounts and Chemistry Details

Waters SystemsQT - Standard Amounts and Chemistry Details

Please enter the concentration amounts and kit data to match those for your test kit.
kit 1 Information

Sustemsq'r Kit 1 Lot No: IWD-l'ID'IGH Kit 1 Expiration Date: |10/ 4/2013 -

Solution  Amount Solution  Amount Solution  Amourt Solution Amount

1 | oo 2 | 0035 3 | 0060 4 | 0.140
5 | 020 & | 7 | 2 |
9 | 10 |

— Kit 2 Information

Kit 2 Lot No: I Kit 2 Expiration Date: I 1/ 272018 vI

Solution  Amourt Solution  Amourt Solution  Amount Solution  Amount

T 2| 3 ¢ |
5 s | 7 g |

Colurmn Serial No: |D182362531402{ﬂ

Rl Mobile Rl Mobile Phase
Phase Lot Mo: I Expiration Date: I 1/ 2/2M8 'l

< Back Ned> | Cancel |
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SystemsQT Wizard Screens Waters

THE SCIENCE OF WHAT'S POSSIBLE."

® Test Selection Summary and Finish

Waters SystemsQT - Test Selection Summary and Finish

The following tests have been selected to run.
When allis ready, press ‘Finish'to queue the Sample Sets.
SgStEI'HSQT | SHC Temperaturs Acc 5! | Injector Lin Ace 55M Shut Down S5M

| CH Temperature Acc 55 | Injector Camyover SSM

ISystem Readinese Check | Flow Rate Lin Ace SSM

ISystem Precision 250ul ¢ | Compostional Prec SSM

| Wavelength Accuracy 5¢ | Noise and Drift SSM

I Detector Lin Sens 55M I Signal to Noise S5M

[™ Use Blectronic Signatures

Printer : IHF‘ Laserlet P4014/P4015 PCLE

< Back Finish Cancel
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©2020 Waters Corporation

Waiting for User

Fiun Samples has paused the sample zet

Running System Readiness Check

_2410_B3wB4RMs as petrillr/Administrator, - Editing 55 Method: 001 .

Pleaze get ready to run zample set "' Test Injections |F|un and Process j |Continue on Fault j
SSM" on system "269511_241 45"
1 SHC Temperature Scc SSW ﬂ 1.00
‘when ready. press Continue System Pressure
. tdethd
Function Renort
Abort | ol J @ 50
o0
Standarddz Temperature Accuracy
1 |Inject Immediste Standards Temperature Accuracy ﬂ 0o
Clear Calibration Temperature Accuracy ’ 0.00 0_65 040
Calibrate Temperature Accuracy Minutes
Summarize Custom Fields _ ﬂ J ﬂ
Report Temp Acc Sample HC R J 1.00
o 410
=
_ | = o0
i)
o
=l
0.00 .
0.00 0.05 010
Minutes
4 »
4 [» [ Sinole % Samples { Sarmple Sets £ Ranning [ 4 ] | ] o}, f D
Temperature (C] Flows (mL/min) Pressure [psi) Instrument Method: Sample Set Time Remaining: |—
Sample 227 Flow  0.000 Pr_assu_re_ -0. . .
Column 349 Ao 1000 High Lirnit 4000.0 | J Total Samples Time Remaining: |—
Internal 27.8 *%B 0.0 Low Lirnit 0.0
Ext. Heater 1 0.0 %C 0o ﬁ . .
Ext Healer 2 0.0 %D 00 Edit ‘ | New Sample Set Time: | |

Sample Set w | 0.000 0.002 0.004 0.006 0005 0.010
Liters

For Help, press F1

Sample Set - Injection Running

SHC Temperature Acc S5M G#E'U

5l

COMPANY CONFIDENTIAL

Waters

THE SCIENCE OF WHAT'S POSSIBLE."
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xample Report

SYSTEM READINESS CHECK REPORT

ACOUISITION INFORMATION

System Name: e2695_2489 MSG

Project Path: RC2_SQT_e2695_2483 final

Processing Method: 01a System Readiness Gheck PM

Sample Kit Expiration Date: Friday, August 16, 2018 12:00:00 AM EDT
Sample Kit Lot Number: W18081821

Report Method: Dia System Readiness Check RM Acquired By: Melissa
Sample Set Name: System Readiness Check SSM Column Serial Number. 01833630013517
Sample Set ld: 6478 Result Set Id: 6484

The System Readiness Che ckis performed prior to the qualification to demonstrate the system and column are
in an equilibrated, ready state for qualification.

The system is considered to be in a ready gate only when the resulting data of Caffeine has an Area %RSD.
<or= 1.0, Height %RSD = or = 1.5, Retention Time %RSD < or = 1.0, Uracil peak Retention Time range is
in between 0.47 to 0.95 minutes and the height of Caffeine peakis in betwesn 1.80 AU to 2.40 AUL

Results are rounded to the same precision as displayed by the acceptance criterion priorto comparing against
the specification

Caffeine Peak Area

Height Spes

[ [ =R
(4RSD) | syt iaue (5RD) | syem it
T[Frm == 1o 00 | ey R <a=15] 00 | spmnremy |

[ wmsm
[

Caffeine Peak RTResults

System Stat

o
[

Arerage
Retention Time.
et aane. | Reention Tme

iy
DR

Detector Response (Caffeine

p— Detector Respone | Injction Valume | Average Heght | verage Reight | Detector Response
ple Name Spes L) [ AU} Status
[([Cmommami | mwzma | um | wemm | | seenres |

Waters Project Name and Version: SQT_E 2805 24381400
Dae: Mordy, February20, 2017
Privtec 11:15:34 AM USEssien Page: 1013

©2007 . 2017 Waers Corporafon. Al righsreseris

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL

SYSTEM READINESS CHECK REPORT

ACQUISITION INFORMATION

System Name: 02695, Sample Set Id: 478
Project Path: RC2_SQT_e2695_2488 final Realt Set Ig: 6484

SYSTEM READINESS CHECK RESULTS

Overlaid Chromatograms.

639

Umal -
Caffeine - 1.219

Mites

Vistrs PrjectNme and Verson. SOT_E 2805 2460 K00
Dste: Manday. Februsey 20,2017
Privec 111834 AV USEsstern Page: 263

© 2007 2017 Viters Corporstin. 4 rightsresened

aters

THE SCIENCE OF WHAT'S POSSIBLE."

SYSTEM READINESS CHECK REPORT

ACQUISITION INFORMATION

System Name: €2695_2488 MSG Sample Setld: 6478
Project Path: RC2_SQT_e2695_2489 final Result Set1d: 6484

System Readiness Check Caffeine Peak Resul

i | Wit | e | frn | MO | channa | R
(W) (min)

I ) N T N ) -
B ) I R R 0 e e )
e ) O I N ) i e

System Readiness Check Uraci Peak Resul

i | o | S | e | e
e vt S0 | Vot | " | 2, | | onae | neris
I ) R O O e = e
H R N R e e )
I Y T O - 2 e

SYSTEM READINESS CHECK SUMMARY RESULTS

Caffeine Peak Results

[Tt [ o o | e |
(%RSD) (%RSD} | (%RSD) | Response (AU)
[ o Tw|ow] w |
Uracil Peak
suits

Aversge
Retention Time:
(Minutes)

Waters Projet Name and Uersion SQT_E 2905, 243014 00
Das: Monday, Fetruay 20,2017
Prited: 111534 AM USEasern Page 3013
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SystemsQT Lab Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Make sure the results for the System Readiness Check says
“System Ready” before selecting “Continue” in Empower, which will
begin to run the automated tests!

= The automated tests will then run:
— System Precision
— Wavelength Accuracy
— Detector Linearity and Sensitivity
— Injector Linearity and Accuracy
— Carryover
— Flow Rate Linearity and Accuracy
— Compositional Precision
— Detector Noise and Drift
— Signal to Noise
— Shut Down

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 167 of 256



R i
&
SystemsQT — System Readiness Check Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= Ensure results fall within specifications:

— %RSD of area (<= 1.0) and height (<= 1.5)
o Gives injection precision

— %RSD of RT <= 1.0 minutes
* |Is the measure of system precision

— Uracil RT = 0.47 - 0.95 minutes

— Detector Response between 1.80 and 2.40 AU
o Ensures that the detector is being evaluated over the full operating range.
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SystemsQT — System Readiness Check Failure Alliance Waters

THE SCIENCE OF WHAT'S POSSIBLE."

® Close Run Samples

= Check system
o Ensure system is equilibrated
o Check for leaks or bubbles in the syringe
o Check that the solvent reservoirs are not empty
o Check that the sample vials contain sufficient sample
o Prime the solvent lines and the needle wash; purge the injector
o Perform a static leak test of the 2695 module

= |dentify the cause and resolution in the system log
= Rerun the test using the wizard
= Results must state “System Ready”
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SystemsQT — System Precision Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= 6 injections of a caffeine solution:
— Same concentrations and injection volume
- Chromatograms should show caffeine peak with same RT, area and height

= Ensure results fall within specifications:
- Area %RSD <=0.50
- Height %RSD <=1.5
- RT %RSD <=1.0
- Peak Type: Found

= System Precision Test Failure:
— Ensure system is equilibrated
— Check for leaks or bubbles in the syringe
— Check that the solvent reservoirs are not empty
— Check that the sample vials contain sufficient sample
— Prime the solvent lines and the needle wash; purge the injector
— Perform a static leak test of the 2695 module
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SystemsQT — Wavelength Accuracy Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Multiple part test:
- Internal diagnostic - verifies wavelength accuracy during each detector power-on sequence
— Identify the two A max values of caffeine (205 nm and 273 nm)
o For 2487/2489: Wavelength incremented over 14 injections
o For 2996/2998: Using derived wavelengths from two injections

= Ensure results fall within specifications:
o A max 205 (+/- 2 nm)
o Amax 273 (+/- 2 nm)
o Peak Type: Found

= Wavelength Accuracy Test Failure:
o Check that the correct sample concentrations were used
o Check that samples were in correct sample tray position in the sample manager
o Clean detector's flow cell
o Optics bench may need service in field or return to Waters for repair
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SystemsQT — Detector Linearity and Sensitivity Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Determines whether a detector's absorbance response is linear within its specified range
— Series of caffeine standards @ different concentrations using a constant injection volume

= Ensure results fall within specifications:
R? - Area Linearity >= 0.990

%RSD - Area Sensitivity <=4.50

R? - Height Linearity >= 0.990

%RSD - Height Sensitivity <=4.50

Peak Type: Found

= Detector Linearity and Sensitivity Test Failure:

Check that the correct sample concentrations were used

Check that the sample concentrations were in the correct position in the autosampler chamber
Check that solvent lines are at the bottom of the reservoirs

Confirm that no air bubbles are present in the flow cell

Confirm that the three test injection results fall within the specification

Confirm that the system precision test results fall within the specification

Check that the detector optics have a high enough transmittance (i.e. not solarized)
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SystemsQT — Injector Linearity and Accuracy Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= Verifies whether a delivered injection volume is linear within specified criteria
— Test injects four different injection volumes of one concentration from the same vial

= Ensure results fall within specifications:
— Linearity R2>=0.9990
— Injection Accuracy =|Y intercept/Slope| <=1.0 uL

— Peak Type: Found

= |njector Linearity and Accuracy Test Failure:
— Check for leaks or bubbles in the injector syringe or seals
— Check that the solvent reservoirs are not empty
— Check that the sample vials contain sufficient sample
— Prime the solvent lines and purge the injector
— Perform a static leak test of the 2695 separations module
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SystemsQT — Carryover Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Determines presence of sample carryover from one injection to the next
— 2 pre-blank (mobile phase) injections (system free of unexplained or "ghost" peaks)
— 3 injections of 0.01% carryover caffeine standard (0.4 ug/mL caffeine)
— Challenge solution containing 4.0 mg/mL of caffeine
— 3 post-blank

= Ensure results fall within specifications:
- Caffeine peak in the 3 post-blank injections is quantitated (if detected) against the 0.01% carryover standard
— % Carryover <=0.01% or peak missing in first post-blank
- Peak Type: Found

= Carryover Test Failure:
— Ensure that you followed the steps in SystemsQT Instrument and System Qualification Setup

— Check that the needle wash line is in the 100% methanol solvent reservoir and that the line is at the bottom of the
reservoir

— Check that the solvent reservoirs are not empty

— Check that the solvent lines are not kinked or blocked

— Prime the needle wash

— Check that the blank vials are in the correct positions into the carousel
o Use fresh blank solutions before re-running the test
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SystemsQT — Flow Rate Linearity and Accuracy Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Determines whether the solvent manager's flow rate is linear

— Flow rate linearity is determined by injecting a constant volume of uracil
solution (which elutes in the void volume) and varying the flow rate

= Ensure results fall within specifications:
— Flow Linearity R? >= 0.90
— Flow Rate Accuracy=|Y intercept/Slope| * 1000 <=100 uL

= Flow Rate Linearity and Accuracy Test Failure:
o Look for a leak in the fluid lines
o Inspect all tubing connections
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SystemsQT — Compositional Precision Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= Determines whether a solvent management system can deliver a solvent mixture
within acceptable criteria

— The sample is injected three times using four different combinations of solvent reservoirs

= Ensure results fall within specifications:
- RT %RSD <= 3.0
— Peak Type: Found

= Compositional Accuracy Test Failure:
— Tip: This test is extremely sensitive to ambient conditions if there is no column heater
o Ensure that the chromatographic system is not under a heating or cooling vent

— The results of this test can be greatly affected if the chromatographic system is located near
a door that is opened or closed often

— Look for leaking seals or failing check valves
— Perform a diagnostic test on the solvent manager
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SystemsQT — Detector Noise and Drift Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Data is collected for 15 minutes

— The average peak-to-peak noise (equivalent to ASTM 685-79) is calculated for 30-second
intervals from 3 to 15 minutes

= Ensure results fall within specifications:
— Noise <= 60 uAU
— Detector Drift <= 10mAU/Hr

= Detector Noise and Drift Test Failure:

— Ensure that you followed the SystemsQT Instrument and System Qualification Setup
procedure, which appears on the SystemsQT Projects/Documentation DVD

— Look for baseline noise cycling (short term, 30 to 60 seconds)

— Look for flow fluctuations
o Stabilize fluctuations by inspecting for leaks and repairing them

— Look for radio frequency noise (short- or long-term cycling) and eliminate the interference

- Look for ambient temperature fluctuations, and if present, stabilize the ambient temperature
o Ensure the blank vial is in the correct position in the sample tray

— When re-running the test, be sure to use a new blank vial containing fresh blank solution
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SystemsQT — Signal-to-Noise Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Signal-to-noise ratio is determined from a 1 minute range of 30 second
segments.

— Value for signal-to-noise is derived from peak height divided by peak-to-peak noise on
the same chromatogram

= Ensure results fall within specifications:
- Signal-to-noise >6000

= Signal-to-Noise Test Failure:
— Look for baseline noise cycling (short term, 30 to 60 seconds)

— Look for flow/pressure fluctuations. Stabilize fluctuations by inspecting for leaks and
repairing them
— Look for radio frequency noise (short or long term cycling) and eliminate the interference

— Look for ambient temperature fluctuations, and if present, stabilize the ambient
temperature
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SystemsQT — Qualification Summary Report Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Print the SystemsQT Qualification Summary Report:
— In Empower Pro
o Click Browse Project
o Select project
o Click OK

- In Project window
o Select Results Sets tab
o Select all result sets from completed SystemsQT qualification
o Click Preview
o Select "Use specified report method"
o Select "Qualification Summary Report”
o Click OK

= Review report
— Place at the beginning of the PQ section

= Print Final Approval form
— Place at end of the qualification binder
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Sample Qualification Summary Report (Final page)

= All test results are summarized in

rafa

table format. % QUALIFICATION SUMMARY REPORT

System Name: Qual_Training_Twe
Proces sing Node: Waters -pebsbmn
Project Pathr Qual_Treining_Two_110ec2017

______Automated Qualification Tests Summary

Quaitcaton Tost ‘Quamication Test | Guaimcation Tast
Parsmstars spacmestions Pass i Fan
1 [ 5yctem Precibn Area RED<or =10 ES
2 | 5ystem erezann it SRsD <01 =15 ES)
3 | Syeen Pregsbn remain T | %RsD <01 =10 s
[ Demar Lnear Ara EECREEE] ES]
s | Demotar Lnears regnt w2 or-0sm ES)
& | Dercior Area Senstuly “RED sor=450 ES
7 | Detotar reit sensmnty “RSD <= 150 ES)
& | mpanrheary ®2-or-0%990 ES
5 | mponrAccuraey Goreiouw ass
10| mpemr Gary Gver Sore001% s
11 [Fou R Lhearty ®zsor-020 ES
12| Fow_Rae Accaraey <or = 100 i PSS
13 | CompostoraiPreckion ATRASD <or =50 | Not Al ezt Foung
14| Detetor takee o =80 AL EE
DE=SED o= 10 mAUR s
18 | Sgaiio e 5000 ot Al Feake Found
17 [ Waskngn Accuracy 1 2050m 1o 20 am B
12 | Wavekngn Accuracy 2 27iam o 2750 ES
13 | CompostomalPreckion ATRASD <o =30 EE
20 sgrana reree ~60m BAss
Manual Qualification Tests Summary
Qualifcabon Tast Qualifcation Tost Quaification Test
Paramaters spacmeatans Fass (Fal
1 [samee Tmermure setmm 1 |2 0 Cor st Temperre Fass
2 [sampe Tempermiure set Fom 2 | 4.0 °C o7 et Fomt Tempernre eass
5 [coum Tmermin set R 1 [ 20 Cor SR Tempenane FAss
"+ [[coumm Tempermture setFore 1 |2 2.0 -G o7 et Fore Temperatire Pass

Waters Project Name and Version: SGT_E_2685 2488 v4.00
e Tugsaay, sanuany 2,2018
Prmtez 25541 P USEssEm

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL

2007 - 2077 WaNETE COMATENON. AllTOE resenvEn

e QUALIFICATION SUMMARY REPORT

System Name: Qual_Training Twe
Froces sing Node: Waters -pobabmn

Project Path: Qual_Training_Twe_11Dec2017

A d Qualification Sample set details
smple seti [Rsutsstia | samps settame sam pls 38t start oate
1 6152 G165 | Sy3m mecsnn 00 551 | Tuesas) CetemmeriZ 2017 30742 PMEST
B sz 5201 WaVekngR AGCurR) SSM | Tussaay, Gesemmer 12, 2017 33336 PMEST
3 et 6275 | Ceteonr Lin Sens 55M Tuesday Cecember 12 2017 4.12.36 PMEST
0 =3 EX nector Lh A cs S5 Tuesaa) Cesember 12 2017 427 34 PMEST
5 B 3 P er Caryauer SSM Tueeoay DESEMDET1Z 2017 44533 PWEST
5 D 5351 Fow Ram Ln Ao 55U Tuesday Desember 12, 2017 523 54 PMEST
7 s 6015 | CompostonalPrec SSM | Tuesaay Cesemmeriz, 2017 $8216 PMEST
5 sz 5471 Noke and DTt 55M Tuesday Cesember 12 2017 6446 PMEST
B sz E T Tuesaay Gesember 12 2017 7.12.07 PMEST
0| 6w G516 | Waremngm Accuracy SSM | Miedneids) DRCETOET 13 2017 92101 AMEST
| et 558 | CompostbnalPrec SSM | Wiednesday December 13, 2017 10.00.11 AMEST
2| eers e | Sgoa hoke ssw Weaneaas) | Decemser 13, 2017 113090 AMEST

Manual Qualification Sample set det:

sampw satia [Resutt 55 samps sstrems sampss sst stariDats
[ == w57 | SrE Tempeatius Ace 590 | Totscay Secemmer 12,207 21814 VERT |
S 57| CATemmerae A S5 |Tieaday Secereer 2 207 21851 PHERT |
WA OjEEE TR 270 VTR ST E_ 2565 24 1400 2007 - 2917 Waters Corporaton. Al reseee
o
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THE SCIENCE OF WHAT'S POSSIBLE."

Test Failures and Troubleshooting
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Test Failures and Troubleshooting -

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= The system readiness check is run to ensure the system is
running well and that all subsequent tests are more likely to pass.

— If system readiness check indicates that the system is not ready, you
may summarize how the problem was determined and how you fixed it.

= Once the Qualification Starts (after the system readiness check)
and a test fails:

Document that the test failed

. Add the failed test report(s) to your document set
Troubleshoot to determine the cause of the failure
Document what you did to fix the problem

Rerun the qualification test

. Place the passed test report in chronological order in
the binder

o oA wN R
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Test Failures and Troubleshooting Waters "

= For each failure you must record:
— The error
— The fix
— The passed results from rerunning the test

= |f your original fix did not work, you must repeat the process.

— This can become lengthy in terms of documentation
— May require creation of an addendum page for comments

= Taking the time to make sure the system is ready may save time and
documentation hassles once you begin the qualification.
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Documenting Test Failures and Troubleshooting Waters .

= Correct ways to document in the Comments Section:

— Test failed due to poor chromatography; peaks were not identified. Changed
solvents and re-purged solvent lines. Reran tests. Test passed.

— Test failed. Potential leak in sample loop. Loop reseated. Reran test. Test failed.
Chromatography indicated gap. Replaced loop, re-characterized loop and needle.
Reran test. Test passed.

= Not recommended:
— Applying multiple fixes at once to fix the problem
o Indicative of not knowing the specific problem

= Prefer some theory behind the troubleshooting

— Any failure due to an assignable cause that does not constitute a repair may
require multiple replicates to verify the test passes.
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THE SCIENCE OF WHAT'S POSSIBLE."

SystemsQT with Multiple Detectors
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Multiple Detector Scenarios Waters

= SystemsQT project supports both detectors
— Follow the documentation procedures as provided
o ELSD and PDA
o PDA and MS

= SystemsQT project contains only one detector
— Recommend that SQT be run with the UV detector first to qualify the entire system
o Edit the system in Empower to contain only the UV detector
o After qualifying with UV, edit the system to contain only the second detector
o Run SystemsQT, using only those tests that apply to the second detector.
o Run system precision test

" You may need to edit the processing method for retention times

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 186 of 256



[
Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Repairs After a System Has Been Qualified
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Repairs Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Actions required by a repair differ based on the type of repair.

= Two levels of recommended procedures following a repair
— Verify functionality in unit
- Run the OQ tests that apply to the repaired instrument.

= Waters document — “Recommended Qualification Procedures Following
Repair” 715005511 Rev A.

Sample Injector assembly Run instrument OQ and run
management system suitability
systems/ Syringe drive assembly/syringe pump | Run instrument OQ and run
injectors system suitability
Sample positioning drive Verfy position location and
run system suitability
Pressure fransducer Pressure test and run

system suitability

Needle/neadle camriages/seal pack Pressure test and run
system suitability

Walve seals Pressure test and run
system suitability

Metering syringe drive assembly Run instrument OQ
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Repairs Require Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Making the repair

= Complete recommended procedure
— Testing operation of new component in unit
— Performing relevant OQ tests on unit

= Completing the System Log

= For the customer — run system suitability
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THE SCIENCE OF WHAT'S POSSIBLE."

Self Service Licenses
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Self Service Licenses Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= \What are self service licenses?

— A set of Breeze, Empower & UNIFI licenses that can be created in SAP for each sales and
service person.

= Why do you need them?

— If a customer is short shipped or you experience a problem with one of their licenses, you
can use one of your licenses until you can get the issue resolved.

— They are required to turn on Empower AQT & SQT options and UNIFI qualification options

= How do | remove it from a customer’s system when I'm done?

— Using the web licensing wizard, you will go through the steps to Deactivate the license.
— You must remove your self service licenses before you leave the customer site
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Deactivating vs. Clearing Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Self Service licenses can only be activated on one system at a time.
— You have three of each license type

= Deactivating — Removes the license from the system and makes it
available to reactivate on another system

= Clearing a licenses — Allows you to reset a license when there is a
problem deactivating it or when the hard drive crashes.
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THE SCIENCE OF WHAT'S POSSIBLE."

Steps to Obtain Self Service Licenses
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Portal Access Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= |og onto connect.waters.com
= Navigate to Field Resources > Service Assist

= Scroll down in the window to locate “Informatics Self Service ID Request or
Self-Service ID Request”

‘Connections Home Profiles ~ Communites -~ Apps ~ Requesta Field

Community Resources -

Service Assist

Wikis Service Assist
File Sync
~ Welcome to Service Assist You are in: Service Assist = Welcome to Service Assist Prod, MKT, & Field Ops Communities
Popular Service Communit. .. . .
Welcome to Service Assist PIP Announcments
Popular Service Forums L )
3 57 Like | Updated Jul 07 by Mary Wood | Tags: part_locator
Popular Service Blogs Product Ordering Guides
Page Actions ~
Index Site Prep Guides
Memb
Emoers Product Brochures
Trash
Service Assist is the place for finding service knowledge. Specification Sheets
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Self Service — License Registration Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Select the License Software Type and License Status, and then select
the “Execute” button

Self Service — License Registration

4 | Save as Variant... || Back || Exit || Cancel || System ‘l | Execute || Get Variant... |

Selection-Criteria

UserID: USBKOKM
License Software Type™ | EMF'DWERS v
———) | cense Status: v

Double Click Here To See Instructions With Images In UC:

This function will allow you to conduct the following:
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Self Service — License Registration

— Licenses that need to be registered are in red.

— Licenses that are already registered are in green.

©2020 Waters Corporation

Self Service — License Registration

Cancel H System

SortAscending || Sort descending || Setfiter || Localfile.. || Change layout.. || SelectAll || DeselectAl

Self Service — License Registration ~
User Name: USBKOKM
Date: 06/27/2018 ©
(] Sel UserID “ Serial Number License Status Activated/Available System Type for License Material No. Material Description
USBKOKI E1457176003229CN01 REGISTERED FOR ACTIVATION  AVAILABLE Workgroup & Enterprise 176003229CN  Quad Serial eLACE32 #15 WIN7 (China) ~
USBKOKI E1457176003229CN02 REGISTERED FOR ACTIVATION  AVAILABLE Workgroup & Enterprise 176003229CN  Quad Serial eLACE32 #15 WIN7 (China)
USBKOKI E1457176003229CN03 REGISTERED FOR ACTIVATION  AVAILABLE Waorkgroup & Enterprise 176003229CN  Quad Serial eLACE32#15 WINT (China)
USBKOKI E1457176003220JA01 REGISTERED FOR ACTIVATION  AVAILABLE Waorkgroup & Enterprise 17600322904  Quad Serial el ACE32#15 WINT (Japan)
USBKOKI E1457176003220JA02 REGISTERED FOR ACTIVATION  AVAILABLE Warkgroup & Enterprise 17600322904  Quad Serial el ACE32#15 WINT (Japan)
USBKOKI E1457176003220JA03  REGISTERED FORACTIVATION  AVAILABLE Warkgroup & Enterprise 17600322904  Quad Serial el ACE32 #15 WINT (Japan)
USBKOKI E145717600412901 _ AVAILABLE ALL 176004129 6LAC/E32 Dual System Win 7
USBKOKI  E145717600412902 _ AVAILABLE ALL 176004129 &LAC/E32 Dual System Win 7
USBKOKI E145717600412903 _ AVAILABLE ALL 176004129 eLAC/E32 Dual System Win 7
USBKOKI E145717600413001 _ AVAILABLE ALL 176004130 eLAC/E32 Quad System Win 7
USBKOKI E145717600413002 _ AVAILABLE ALL 176004130 eLAC/E32 Quad System Win 7
USBKOKI E145717600413003 _ AVAILABLE ALL 176004130 eLAC/E32 Quad System Win 7
USBKOKI E145717600413401 _ AVAILABLE ALL 176004134 el AC/E32 Dual System Win 10
USBKOKI E145717600413402 _ AVAILABLE ALL 176004134 el AC/E32 Dual System Win 10
USBKOKI E145717600413403 _ AVAILABLE ALL 176004134 el AC/E32 Dual System Win 10 -
< >
¥ | wr1 o0y (El. | sapproat

COMPANY CONFIDENTIAL
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THE SCIENCE OF WHAT'S POSSIBLE."

= You will obtain three (3) licenses for each type of license available.
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Self Service — License Registration
= To register licenses (that are in red):

— Select one of each type of license you wish to register (all three for the same type
will be automatically registered)

— Select the “Register Serial No.” button

Self Service — License Registration

I

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

System ,| | | SortAscending | Sort descending || Setfitter || Localfile || Changelayout. || SelectAll || DeselectAll | Redister Serial No

»

©2020 Waters Corporation

COMPANY CONFIDENTIAL

Self Service — License Registration ~
User Name: USBKOKM
Date: 0612742018 .
b Sel UserID * Serial Number License Status Activated/Available System Type for License Material No Material Description

v USBKOKI E145717600412901 _ AVAILABLE ALL 176004129 el AC/E32 Dual System Win 7 -

USBKOKI E145717600412902 _ AVAILABLE ALL 176004129 eLAC/E32 Dual System Win 7

v USBKOKI E145717600412903 _ AVAILABLE ALL 176004129 eLAC/E32 Dual System Win 7

v USBKOKI E145717600413001 _ AVAILABLE ALL 176004130 eLAC/E32 Quad System Win 7

v USBKOKI E145717600413002 _ AVAILABLE ALL 176004130 el AC/E32 Quad System Win 7

v USBKOKI E145717600413003 _ AVAILABLE ALL 176004130 el AC/E32 Quad System Win 7

v USBKOKI E145717600413401 _ AVAILABLE ALL 176004134 el AC/E32 Dual System Win 10

v USBKOKI E145717600413402 _ AVAILABLE ALL 176004134 el AC/E32 Dual System Win 10

v USBKOKI E145717600413403 _ AVAILABLE ALL 176004134 el AC/E32 Dual System Win 10

v USBKOKI E145717600413501 _ AVAILABLE ALL 176004135 eLAC/E32 Quad System Win 10

v USBKOKI E145717600413502 _ AVAILABLE ALL 176004135 eLAC/E32 Quad System Win 10

v USBKOKI E145717600413503 _ AVAILABLE ALL 176004135 eLAC/E32 Quad System Win 10

v USBKOKI E145717600413301 _ AVAILABLE ALL 176004139 Classic LAG/E32 Dual System Win 7

v USBKOKI E145717600413302 _ AVAILABLE ALL 176004139 Classic LAG/E32 Dual System Win 7

v USBKOKI E145717600413903 _ AVAILABLE ALL 176004139 Classic LAC/E32 Dual System Win 7 v

< >

» | wp1(300) [E|l. | sapprodt
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Self Service — Saving License Information Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= You can access your licenses anytime via the portal

= To keep the qualification licenses accessible offline, you can sort your
licenses by saving them to a spreadsheet.

o Exporting the licenses as a spreadsheet works best when done using the Chrome

browser.
o From within the License Report, click the Menu button, then select List > Export >
SpreadSheet' Self Service — License Registration
Menu ) 4 | Save || Back || Exit || Cancel || System , Sort Ascending
EE i oeven
Edit > Print ci+P)  itration
Goto >
System > Local file... (Ctri+Shift+F9) E
Help >. Exit (Shift+F3) . Additional Functions of SAP Query
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Self Service — Saving License Information Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Choose Excel (in Office 2007 XLSX format) from the list of available formats.

Select Spreadsheet X

Formats:
Excel (in MHTML Format)

OpenOfice (in OpenDocument Format 2.0)

« Select from All Available Formats

Excel (in Office 2007 XLSX Format) ~

Always Use Selected Format

][x]

= Click the green checkmark.
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Self Service — Saving License Information Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= The dialog box opens to show the file being saved in the Z:\ drive. This is correct.
Change the filename as you wish. The setting ‘Save a copy to the native file
system” should be checked.

Choose a file to save | X
58 || B || T || m [ )] ¢ |[ca 8| EB|&e
Z\
[z Name * Date Modified Type Size
D Elecironic Licenses. XL 9/10/2018, 3:04:52 PM application/vnd.cpenxm 18 KB
D export XLSX BI31/2018, 11:13:26 AM application/vnd.openxm 37 KB
D export2. XLSX 9/14/2018, 1:51:41 PM application/vnd.openxm 18 KB
File Name: Electronic Licenses XLSX
Save as type” Excel (* XLSX) >

+/| Save a copy to the native file system

«f Choose || 3¢ Cancel

= Click Choose.
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Self Service — Saving License Information Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= An Information Dialog appears.

Information Dialog X

Data was saved to file "Z:\Electronic Licenses XLSX".
This file is located in the browser's own file system.

You can look at it or export it to your PC with the WebGUI
File Browser.

It can be found in the WebGUI menu (under Menu -=
‘WebGUI File Browser) resp. in the ‘WebGUI toolbar
{under button GUI Actions and Settings -= WebGUI File

Browser).

Don't show this dialog again.

o OK

= Click OK. The file will be placed in the default folder that the browser
uses for downloads. This is typically the Downloads folder in Windows.

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 201 of 256



[
Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Licenses Required for Qualification in Empower
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- . . - .
Empower Qualification Licenses Waters

THE SCIENCE OF WHAT'S POSSIBLE."

There are three categories of Empower electronic qualification licenses:

+ Software Qualification
% Method Validation Manager (MVM) Qualification

+ Instrument Qualification

NOTE: The electronic licenses enable the AQT or SQT option within Empower. However,
a separate paper license is needed for each node (workstation, server, LAC/E, or client)
and each system that is being qualified.
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One-time vs. Timed Licenses Waters

THE SCIENCE OF WHAT'S POSSIBLE."
= Each license can be used as one-time, 1-year, 2-year, or 3-year licenses

— The one-time licenses are consumed upon the completion of the qualification.

— The timed licenses offer unlimited qualifications for the specified time period.
o A countdown begins from the time the license is activated.
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Empower Qualification Licenses Waters

. THE SCIENCE OF WHAT'S POSSIBLE,"
= Empower licenses:

- Empower 2 AQT Option: Connection Software AQT License
- MVM AQT Option: Method Validation Manager AQT License
— SystemsQT Option: System QT License

= Empower 3 licenses:
— License, Empower SystemsQT for Software: Connection Software AQT License
- License, Empower SystemsQT for S/W 1 yr: Connection Software AQT License
- License, Empower SystemsQT for S/W 2 yr: Connection Software AQT License
- Emp 3 Software AQT, 3 year expiration: Connection Software AQT License

- License, Empower 3 MVM, SQT: Method Validation Manager AQT License

- Emp 3 Val Manager AQT, 1 year expiration: Method Validation Manager AQT License
- Emp 3 Val Manager AQT, 2 year expiration: Method Validation Manager AQT License
- Emp 3 Val Manager AQT, 3 year expiration: Method Validation Manager AQT License

- License, Emp 3 Software SystemsQT: System QT License

— License, Emp 3 Software SystemsQT 1 year: System QT License
— License, Emp 3 Software SystemsQT 2 year: System QT License
— License, Emp 3 Software SystemsQT 3 year: System QT License
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Empower Qualification Licenses Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Empower 2 Qualification
- Pl‘e FR5, key d|SkS Only (serialization doesn’t matter)

- FR5 and later, follow whichever mode is already used for other licenses

o Key disks (serialization doesn’t matter)

o Web based activation (requires valid SN’s)
« Customer provided licenses (for one time qualification)
« Self Service licenses (for plan/qual customers)

= Empower 3 Qualification
—Web based activation only
» Customer provided licenses (or one time quaitication)
* FSE requests serialized licenses to be sent to the customer

NOTE: All serialized licenses must be shipped directly to the customer.
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©2020 Waters Corporation

Quick Reference Sheet

Empower 2 Key Disk Only Orderable as spare part by
< FR5 FSE, non-serialized. Can
never be used for web
licensing
Empower 2 Key Disk or Web Serialized licenses shipped
>FR5 Activation to the customer if they
order the qualification kit.
If FSE provides the kit, use
self service licenses.
Empower 3 Web Activation Serialized licenses shipped

to the customer if they
order the qualification Kkit.

m
Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Software Option One Time Qual Plan w/Qual PNs
Activation

Orderable as spare part by
FSE, non-serialized. Can
never be used for web
licensing

FSE should use Self-
Service Licenses

In special cases, (networks)
call Tech Service to have
serialized licenses sent to
the customer

See *Service note to order
appropriate licenses (1 or 2
yr) that will ship directly to
the customer

Licenses expire along with
the plan, new licenses
required with plan renewal

* Service note title - Empower 3 AQT/SQT licenses for Upgrade Plan Customers - USA / Canada

COMPANY CONFIDENTIAL

AQT — 667002584
SQT - 667003232
MVM AQT-667002884

AQT — 667004008
SQT — 667004010
MVM AQT — 667004009

(For self service, use your
license with this PN
embedded)

One time Licenses:

SQT for SW — 667003938
(AQT)

SQT — 667003946

MVM AQT — 667003942

(For self service, use your
license with this PN
embedded — 1 & 2 yr licenses
cannot be deactivated.)

Part #760000121 v02
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Steps to Register and Activate Electronic
Qualification Licenses in Empower
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O
License Serial Numbers Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= All Software, Licenses and Options include serial numbers
= Serial numbers are placed on DVD media and paper license

documentation

= Serial numbers are scanned during the order shipment from
distribution

= Serial numbers are stored in SAP with the appropriate customer
information o

WATERS | 5800000~ fg g%g%

= The new license management mxx::'x“::'::"' §§
system will leverage the = qnlummun|||||2w“=||1|!||u|§;|w[/ ;—“ gg §§§§
serial numbers stored in SAP .. SR T T ;§ 2
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&
Agenda Topics for this Chapter Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Empower License Activation
— Creating an Empower Software Registration File
— Using the Waters License Activation Center
— Entering License Serial Numbers
— Loading the Software Registration File
— License Activation and saving of license activation file
— Activating License in the Waters Licensing Wizard
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©2020 Waters Corporation

COMPANY CONFIDENTIAL

Empower License Activation

Wizard Tasks

4 Register Licenses

Activate Licenses

Deactivate Licenses

(o
8= Waters Licensing Wizard :

[E=REER

Request software registration: Registration file created

‘Your Software Registration file has been saved in the following folder:
Name: Empower Personal SoftwareRegistration.ic
Location: CAEmpower Licenses\

Date Created: 05/04/2017 11:18:05

To continue, open the Waters License Activation Center web site.

To complete the registration process and receive your License Activation file,
follow the instructions at the Waters License Activation web site

If this computer does not have Internat access, move your Software Registration
file to one that does so that you can send your request to Waters.

Waters

THE SCIENCE OF WHAT'S POSSIBLE."
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Empower Licensing Process Waters

R == THE SCIENCE OF WHAT'S POSSIBLE."

Waters
Activation

Workstation Enterprise
Server

Activation file containing same
GUID: SMF123FT777BB789
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Waters Licensing Wizard Icon Location Waters

THE SCIENCE OF WHAT'S POSSIBLE."

., DWWLAN

, Dx0 Optics Pro 8

. Empower
[°] Configure ICS for 64 bit 05
E Empower Installation Log
E Empower
E Manage Waters Email Center
@ Remove Instrument Component Sof
' Verify Files
] View Verify Files
E‘ Waters Licensing Wizard
. Instrument Documents

Chris A Proehl

Documents

Pictures

Music

Computer
. Games

. Google Chrome trol Panel
J Google Drive
. HP ces and Printers
. HP Help and Support
J IBM Applications Default Programs
. Intel
| iSpring Suite 8 Help and Support
J iTunes

) Java

J Juniper Networks

. LANDESK Management
. Maintenance

. Microsoft Office

. Micresoft Office 2013

. Microsoft Silverlight

. MILLENSYS

. nugster

Back

| |Search programs and files pe |
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Waters Licensing Wizard- Login Menu Waters

THE SCIENCE OF WHAT'S POSSIBLE."

m

Log on to the computer on which Waters software is installed.

Username:

Password:

Catabase: Local -

[ Leg On I Cancel ]
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Waters Licensing Wizard- Login Menu Waters

THE SCIENCE OF WHAT'S POSSIBLE."

m

Log on to the computer on which Waters software is installed.

Username: systern

Password; --«““.-|

Catabase: Local -

[ Leg On I Cancel ]
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Waters Licensing Wizard- Main Menu Waters

THE SCIENCE OF WHAT'S POSSIBLE."

¥= Waters Licensing Wizard : E’E

What task do you want to perform?

| . -

I -’ Request software registration I
1 Create and send Waters a software registration file to initiate the license activation process, |
1 1

-’ Activate Licenses

Associate one or more licenses to your Waters software installation to complete the license
activation process.

-} Deactivate Licenses

Disassociate one or more licenses fram your Waters software installation so that you can
move them to another computer.

-} Show Licenses

Show list of all Waters licenses and their serial numbers.
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Request Software Registration- | B
Choose File Location

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

=5 EER(E
Wizard Tasks

Request software registration: Create registration file

EI Waters Licensing Wizard :

a4 Register Licenses

Where do you want to store the file that will contain your license registration
information?

Activate Licenses Software Registration file: SoftwareRegistration.lic

_ : File location:  C},
Deactivate Licenses

-]

Show Licenses

<« Back ] l Mext ==
©2020 Waters Corporation

COMPANY CONFIDENTIAL
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Request Software Registration-

=
Choose File Location Waters

THE SCIENCE OF WHAT'S POSSIBLE."

o[BS
Wizard Tasks

Request software registration: Create registration file

El Waters Licensing Wizard :

a Register Licenses

Where do you want to store the file that will contain your license registration
information?

Activate Licenses Software Registration file: Empower Personal SoftwareRegistration.lic

. . File location: CAEmpower Licenses',
Deactivate Licenses

=

Show Licenzes

<< Back l [ Next = > ]
©2020 Waters Corporation

COMPANY CONFIDENTIAL
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Request Software Registration-
Registration File Created

¥= Waters Licensing Wizard : E’E

Wizard Tasks Request software registration: Registration file created

Your Software Registration file has been saved in the following folder.

4 Register Licenses

m Name: Empower Personal SoftwareRegistration.lic
Activate Licenses Q

Location: CAEmpower Licensesh,

[

. . Date Created: 05/04/2017 11:18:05
Deactivate Licenses

To continue, open the Waters License Activation Center web site.

To complete the registration process and receive your License Activation file,
follow the instructions at the Waters License Activation web site:

1 httpsifwww.waters.com/factivate/licenseintra.htm 1

If this computer does not have Internet access, move your Software Registration
file to one that dees so that you can send your request to Waters,

<<Back || Fnsh

©2020 Waters Corporaton ~ COMPANY CONFIDENTIAL Part #760000121 v02 219 of 256



[
Waters

THE SCIENCE OF WHAT'S POSSIBLE."

License Activation using the
Waters License Activation Center
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Empower License Activation Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= |ink to Waters Activation Site
- http://www.waters.com/activate/licenseintro.htm
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Waters License Activation Center-

Select Software Type

©2020 Waters Corporation

[am == % ]|
/ W Waters Licensing Activai X \D

&« C 0} | ® www.waters.com/activate/licenseintro htm?lset=1&locale=en_US ‘ﬁ] Ae ONE & Elge 4 3 PO e & O

Welcome Chris Proehl™  United States

THE SCIENCE OF WHAT'S POSSIBLE”

Welcome to the Waters License Activation Center

You will need your software license serial numbers and your Software Registration file to activate your licenses or your License Deactivation
file to deactivate your licenses. Need Assistance? Contact vour local office.

Please select

Breeze 2
Empower 2
Empower 3
UNIFL
NuGenesis

Paradigm Scientific Search

e000®0O@

Symphony

Please select

® warkstation
© workgroup
) Enterprise

Please select

® Activate License(s)

) Deactivate License(s)

COMPANY CONFIDENTIAL

Woaters

Part #760000121 v02
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Waters License Activation Center- -

Update Contact Information Waters

THE SCIENCE OF WHAT'S POSSIBLE,"
W New License RequestPre X \\

e EE =]
< c 0O |®www.walers.com/actwate/\\ceﬂsemtro.hlm *‘ B e ONE GG EIE ¥ @ A PO00 e s 0

Welcome Chris Proehl™  United States

Waters

THE SCIENCE OF WHAT'S POSSIBLE.

Please Verify/Update Your Contact Information

Waters does not share your information, view our Privacy policy. Required fields are marked with an asterisks (*).

* Salutation: | Select Prefix v | Cleal
S— All Fields are required
“astvame: | information. Populate all of the

*Email Address: ‘

fields to the best of your ability.

*Telaphona Number: ‘

The Company name must match

“Company: ‘ |

Extension: the name on the Customerls PO
— that was used to purchase the
T - 1,.9 ; g license.

*Zip/Postal Code: ).[,175.7 |

-+ Countrys | United States 0 If possible, have the customer
log in using their Waters.com
credentials

number to activate (these are displayed on the license certificate or the original software media). Your activation must include a base license if

Please Enter Your Order Number or Software Serial Number(s)

Enter your order number to select your activations from a list of all your software serial numb:

one has not already been activated.

LI 2017050411190627..Jic Show all | x
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Waters License Activatiorh Center- I 5

Enter License Serial Numbers Waters

THE SCIENCE OF WHAT'S POSSIBLE."
W New License Request Pr- X

& cC 0 [G)mvw.waters.com/actwats/l|censeinlm‘htm *] B e ONE & Ehu v m - J P OS] e O

=

] EE—

Named User License(s):
4
Instrument Control Licenses
Waters System Control:
4
LAC/E™? Acquisition Server:
4
Agilent GC Control:
4
Agilent LC Contral:
¥
Shimadzu LC Contral:
4
Shimadzu GC Control:
4
Hitachi LC Control:
2

Traditional Software Option Licenses

.
Dissolution:
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Waters License Activation Center- I 5

Woaters

Enter License Serial N u m bers THE SCIENCE OF WHAT'S POSSIBLE."

W New License Request Pre X

<« C 0 IG)www.walers.com/actlvate/\icense’mtro.hlm *I B e ONR & EE v @ - B PO & C
Base Softuare Licznse:
Named User License(s):
i
Instrument Control Licenses
Waters System Control: ||
4
LAC/E™ Acquisition Server:
4
Agilent GE Control:
i
Agilent LC Cantrol:
4
Shimadzu LE Cantrol:
i
Shimadzu GC Control:
4
Hitachi LE Control:
i

Traditional Software Option Licenses

System Suitability: |:|
wow ]
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Waters License Activation Center- I 5

Woaters

Enter License Serial N u m bers THE SCIENCE OF WHAT'S POSSIBLE."

W New License Request Pre X

<« C 0 IG)www.walers.com/actlvate/\icense’mtro.hlm *I B e ONR & EE v @ - B PO & C
Base Softuare Licznse:
Named User License(s):
i
Instrument Control Licenses
Waters System Control: |EOT27867003|
4
LAC/E™ Acquisition Server:
4
Agilent GE Control:
i
Agilent LC Cantrol:
4
Shimadzu LE Cantrol:
i
Shimadzu GC Control:
4
Hitachi LE Control:
i

Traditional Software Option Licenses

System Suitability: |:|
wow ]
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Waters License Activation Center- I 5

Woaters

Enter License Serial N u m bers THE SCIENCE OF WHAT'S POSSIBLE."

W New License Request Pre X

&« C 0IG)www.walers.com,factlvate/\icense’mtro.hlm *I. 9 OB & EE v @ - B PO & C

Shimadzu LC Contral:

Shimadzu GC Control:

Kitachi LC Control:

Traditional Software Option Licenses

e ]

Enterprise Option Licenses

Method Validation Manager Named User:

y

High Availability:

‘Qualification Option Licenses

|

Back =

-
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Waters License Activation Center-

Load Software Registration File | W%*e" s

<« C 0 IG)www.walers.com,factlvate/new\_\censeProduclInfc.htm ﬁl B e ONE & EE v @ o A PO S 0

‘Welcome Chris Proehl¥  United States

Load and Activate Your Software Registration File

To finish activating your licenses, use the Browse button below to upload the Software Registration file that you generated from the Waters

Licensing Wizard. Need Assistance? Contact vour local office.

Software Registration File: ] Choose File ¥ No file chosen
-——

Back TS
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Waters License Activation Center- Wat i
Load Software Registration File arers

THE SCIENCE OF WHAT'S POSSIBLE."

e Open @

O_Ov\ X » Computer + OS(C) » Empower Licenses + [ 43| [ Search Empower Licenses 2]

Organize * MNew folder B= » i @

S

Name Date modified Type Size

-

L

| Empower Personal SoftwareRegistration.lic 5/4/2017 11:18 AM  LIC File 2KB

'f'-s-..ls.-._-____

e .

=

i B

Al

File name: Empower Persenal SoftwareRegistration.lic M [A" Files ']

I Open |v] l Cancel ]
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Waters License Activation Center-

Load Software Registration File | W‘?,fe" s

<« C 0 IG)www.walers.com,factlvate/\icenseACtiva(\cnUpIuad.htm ﬁl B e ONE & EE v @ o B POS] e & 0

‘Welcome Chris Proehl¥  United States

Load and Activate Your Software Registration File

To finish activating your licenses, use the Browse button below to upload the Software Registration file that you generated from the Waters

Licensing Wizard. Need Assistance? Contact vour local office.

software Registration File: | Choose File | Empower Per __tration.lic
Back
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Waters License Activation Center- "
Waters

Complete License Activation- View Licenses THE SCIENCE OF WHAT'S POSSIBLE

@t | (o |B] 3%

<« C 0|®www.walers.com/’act\vate/\iceﬂseAciivahoHUp\oad.hlm 1}|. 9 OB & EIE ¥ @ A P OSSN & O

Welcome Chris Proehl™  United States

(@ www.waters.com/activate/activelicenses.htm?localeld=1018company=Waters&serial=E072766700396001 &process=0

Active Licenses - Please Print this Page for Your Records

Company: Waters

Serial # Description Start Date End Date
E072766700396001 Empower 3 System License 1 Pack 2017-05-04 9999-12-31
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Waters License Activation Center-

Woaters

Save License ACtivation File THE SCIENCE OF WHAT'S POSSIBLE."

W New License Request Co X

<« C 0 IG)www.walers.com,factlvate/\icenseACtiva(\cnUpIuad.htm ﬁl B e ONE & EE v @ o B POS] e & 0

‘Welcome Chris Proehl¥  United States

Complete Your License Activation

activate using the Waters Licensing

Open
Always apen files of this type

Show in folder

G 1
O aowos = =
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Waters License Activation Center- Wat B
Save License Activation File arers

THE SCIENCE OF WHAT'S POSSIBLE."

(= B el
@©v| . v Computer » O5(C) » Empower Licenses - |4, | | Search Empower Licenses 2 |
File Edit View Tools Help
Organize = | | Open ~ Burn Mew folder == - 0 ®
i Mame . Date modified Type Size
|| 20170504111906273EAB60DAFFI3CBABL52CT7B55506379.lic  5/4/201711:20 AM  LIC File 2 KB|
|| Empower Personal SoftwareRegistration.lic 5/4/201711:18 AM  LIC File 2KB

- Libraries
@ Documents
J’ Music
[&5] Pictures
i Videos

1M Computer
&, o5

m

e_ MNetweork

=

20170304111906273EABG0DAFF33CBABL.. Date modified: 5/4/2017 11:20 AM Date created: 5/4/2017 11:20 AM
LIC File Size: 132 KB
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[
Waters Licensing Wizard- Activate Licenses Waters

THE SCIENCE OF WHAT'S POSSIBLE."

i

= Waters Licensing Wizard : Proehlc-m4700 o =[]

What task do you want to perform?

-’ Request software registration

Create and send Waters a software registration file to initiate the license activation process.

Activate Licenses

1
1 . . . . .
1 Associate one or more licenses to your Waters software installation to complete the license
1 activation process.

-

+ Deactivate Licenses

Disassociate one or more licenses from your Waters software installation so that you can
move them to another computer,

-’ Show Licenses

Show list of all Waters licenses and their serial numbers.
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Waters Licensing Wizard- Activate Licenses Waters -

Se I eCt ACtivati O n Fi Ie THE SCIENCE OF WHAT'S POSSIBLE."
8= Waters Licensing Wizard : Proehlc-m4700 = W<

Wizard Tasks Activate licenses: Select activation file

Which License Activation file do you want to use?

Register Licenses

License Activation file:  Ch\Licensefctivation.lic
4 Activate Licenses

Select the License Activaticn file that you downloaded from the Waters License

Deactivate Licenses Activation Center web site,

You must perform this license activation process on a computer that can access
your software installation,

| <<Back || Next>> |
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Waters Licensing Wizard- Activate Licenses Waters -
SeIeCt ACtlvatlon FI Ie THE SCIENCE OF WHAT'S POSSIBLE,"
¥= Specify File
Look in: I || Empower Licenses j = i
t;_ Mame . Date modified Type
Hec:al:rt&ﬁ ||| 20170504111906273EARG0DAFFI3CBABIS2C...  5/4/2017 11:20 AM  LIC File
aces
] || Empower Personal SoftwareRegistration.lic 5/472017 11:18 A LIC File
Desktop
=
Libraries
LY
Computer
MNetwark
| m | "
File name: IZ'D'I?DE'M'I 1150627 3EABGODAFFI3CBAB152C j Open I

Files of type: IIJcense Files (lic) LI Cancsl |
y
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Waters Licensing Wizard- Activate Licenses Wat -
SeIeCt ACtivatlon Fi Ie THE SCIENCE DgNHS!IESSIBLE:"

8= Waters Licensing Wizard : Proehle-md700 f=fo ==l

Wizard Tasks Activate licenses: Select activation file

Which License Activation file do you want to use?

Register Licenses

License Activation file:  CAEmpower Licenses\20170504111906273EABR0DAFF33CBAB152CTB55506379 0ic EI
a Activate Licenses

Select the License Activation file that you downloaded from the Waters License

Deactivate Licenses Activation Center web site,

You must perform this license activation process an a computer that can access
your software installation.

Show Licenses

| <<Back ]:[ Next >> |
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Waters Licensing Wizard- Activation Complete

-1
Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Wizard Tasks

Register Licenses

4 Activate Licenses

Deactivate Licenses

Show Licenses

rﬁ_E Waters Licensing Wizard : Waterstss1

& ol

Activate Licenses: License Activation Complete

The fallowing licenses have been successfully activated.

4 [Empower 3 Personal Base License] User Licenses: 5 System Licenses: 4 Serial N
[Empower 3 System Control License Pack] System Licenses: 4 Senal No: E01

[Empower 3 Named User License Pack] User Licenses: 5 Seral No: E012966]
[Empower 3 Systemn Suilability] Serial Nu: E012966700397402

| <<Back || Finish |

.
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Activating by Purchase Order Number
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Waters License Activation Center- &

Update Contact Information Wq:rer SB

v —— les][Ele %]
W New License RequestPre X \\

& (e 0I@www.walers.comfact\vate/ﬁcensamlro.hlm *]. e OB & Elﬂ v m o A POS S O

‘Welcome Chris Proehl™  United States

- Waters

THE SCIENCE OF WHAT'S POSSIBLE

Please Verify/Update Your Contact Information

Waters does not share your information, view our Privacy policy. Required fields are marked with an asterisks (*).

- [ select prafix ¥ | Clear contact information

“First Name:

*Last Name:

“Email Address:

*Telaphone Number:

Extension;

*Company: ‘
*Strast Address: ‘

ity ‘

* Stata/Brovince/Ragion: | New Jersey v

*Zip/Postal Code: ).m757 |

* Country: | United States v

Please Enter Your Order Number or Software Serial Number(s)

Enter your order number to select your activations from a list of all your software serial numbers. Or, enter individually each software serial
number to activate (these are displayed on the license certificate or the original software media). Your activation must include a base license if

one has not already been activated.

[0 2017050411100627...lic ~ | showan | x
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Obtain the License Activation File Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= If you select Order number, i
you will obtain the following
screen, which will populate SRS
all of the licenses associated
with that order number.
Check the licenses you wish
to activate and click “Next”.

= Otherwise, if you manually
entered the license numbers,
select the appropriate e
licenses to activate. Click — |
“Next”.
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Common Error Messages Waters

= Validation against SAP takes place to ensure the following:
— The SN belongs to the company trying to register the license
— The license isn’t already registered
— The license is for the correct product

Please Verify/Update Your Centact Information

Waters does not share your informaticon, view our Brivacy policy. Required fields are marked with an asterisks (*).

The following error{s) have occurred.
MNeed Assistance? Contact vour local office.

¢ EMPO11001A00509 - Invalid Serial Mumber. Please verify you have entered the correct =erial number
¢ EMPO11003A00402 - Serial number not valid for product indicated

® WEDNLE047M - Serial Number not valid for Company indicated. Flease verify the spelling of your company nams

* Salutation: | Mrs. "| Clear contact informaticn

*First Name: |J0:Iis

*Last Nama: |Buutni||srte

#Company: |Waters Corporation

*Email Address: |JDC|iE_L_BOLIthiIIEﬂE@ wiaters.com |

#Telephone Mumber: |EUS 432 B5T2
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Common Error Messages Waters

THE SCIENCE OF WHAT'S POSSIBLE."

m “Serial Number not valid for company indicated. Please verify the
spelling of your company Name”
— The company name entered does not match what we have in SAP
— Check the SN in SAP to confirm that the license belongs to the customer

m “Serial Number not valid for product Indicated”
— Verify that the SN is entered into the correct field

m “Serial Number has already been Activated”
— Look in “show licenses”, it may already be installed

— If necessary, call Waters Technical Service to see who has installed the license
already.

— If it was activated as part of a failed installation, have Waters Technical Service
clear the license.
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Steps to Deactivate Electronic Qualification Licenses in Empower
and Clear License Activation from SAP
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Deactivate Licenses in Empower Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Select: Start > All Programs > Empower > Waters Licensing Wizard

= |_og on to the Waters Licensing Wizard using an administrator account

R= Waters Licensing Wizard 0 1 —— S X

Username: system

Control Panel -
Password: eeessese
Devices and Printers
Sticky Notes
Default Programs

6) Lenovo ThinkVantage Tools

Database: Local v

Help and Support

>
1)) Paint

| Log On. u| Cancel |

> AllPrograms
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Deactivate Licenses in Empower Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Select “Deactivate Licenses”

2= Waters Licensing Wizard : Waterstss1 = (=lE

What task do you want to perform?

-* Request software registration

Create and send Waters a software registration file to initiate the license activation process.

-* Activate Licenses

Associate one or more licenses to your Waters software installation to complete the license
activation process.

a =) Deactivate Licenses

Disassociate one or more licenses from your Waters software installation so that you can
move them to another computer.

=) Show Licenses

Show list of all Waters licenses and their serial numbers.
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il
Deactivate Licenses in Empower Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Select the appropriate license(s)

= Click “Next”

Wizard Tasks Deactivate Licenses: Select licenses

< : Which licenses do you want to deactivate?
Register Licenses

- [Empower 3 Personal Base License] User Licenses: 5 System Licenses: 1
| [Empower 3 System Control License Pack] System Licenses: 1 Serial Mo:
[Empower 3 Named User License Pack] User Licenses: 5 Serial No: E2329
[Empower 3 Software SQT License] Serial No: E232966700392801

Activate Licenses

a Deactivate Licenses

Show Licenses

< [ v

To deactivate all licenses, click the checkbox for the base license.

<= Back l[ Next > >
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Deactivate Licenses in Empower

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Create a Deactivation
file

Wizard Tasks

Deactivate Licenses: Create deactivation file

. . Where do you want to store the file that will contain the information needed to
Register Licenses deactivate your licenses?

Activate Licenses License Deactivation File; LicenseDeactivation.lic

" Indlcate a Iocation to Deactivate Li - File Location: C\Users\Administrator\Desktopilicenses), E
save the file

Warning: Pressing "MNext” will deactivate and remove the selected licenses from

Show Licenses the system. Further access to those features will be denied.

= Click “Next”

| <<Back || Next>> |

= Licenses are deactivated in Empower
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Clear License Activation from SAP Woaters

THE SCIENCE OF WHAT'S POSSIBLE."

= On a computer with internet access, navigate to:
https://www.waters.com/activate/licenseintro.htm

= Enter the appropriate contact information

Waters
= Select the appropriate
Soﬂware p ro d u Ct (E m p Owe r) ’ Welcome to the Waters License Activation Center
the approp riate confi gur ation it demcine your e, Moot tonc? Compt s it attee,
(Workstation, Workgroup, or "
Enterprise), and select
“Deactivate License(s)”. e
= Then select “Next”.
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O
Clear License Activation from SAP Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Browse to the location of the Deactivation File you created in Empower
and select “Deactivate”.

Load and Deactivate Your License Deactivation File

Select the License Deactivation file you generated from the Waters Licensing Wizard. You will need your License Deactivation file to deactivate your
licenses. Need Assistance? Contact your local office.

License Deactivation File: Browse...

= The Deactivated License(s) are displayed.
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Waters

THE SCIENCE OF WHAT'S POSSIBLE."

Electronic Records and Electronic Signatures in Empower
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System Policies Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Ensure that all items designated as (ER) and (ES) are checked

= |In the Configuration Manager window, select View > System Policies:

-
& System/Administrator - Configuration Manager g
File Edit Records Tools Help
| By B v Toolbar J Filter By: [Dafaul ~| _Editview
v View Filter Dialog Bar
=] ds Emp v | StatusBar Create Date Full Audit Trail Locked Comments.
E v | JIT Dialog Bar [5/4/2012 3:28:25 PM EDT r Ho Lock
il S
E]"@ i AutoArchive Properties...
G-=3 € L 3
) SDMS Archive Properties... E
.. Cancel Pending SDMS Operations
= i Default Strings...
Manage Raw Data Files...
-ty s [
.5 Copy Preferences...
System Monitor...
Customize Time Zone List...
Edit View
Backup Options...
Database Properties ...
Pre-3.00 Database Update ...
Update Table 4
Update Statistics
Refresh F5
AL S B e s AT 2 [P S— N JU
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System Policies

System Policies

UserAccount  New Project | System Audit Trail | Data Processing | Other | Resul Sian

0ff | EMail |

~Full udit Trai Polic
l BHP/ERVES) 7 Ful fudt Trai Suppart I
[[#| Project object Comment | Confirm Identity
1| method Silert r
2 | Resut Slert r
3 | Sample Silent r
4 | Deletion Silert r
Py [ Dot alow user to change default Ful Audi

Trail Support satting

Dian't allow user to chang default ‘Flequiie

(E47) 2 e Gt s

Donitallow user to copy fiom nonFAT

GRRIR et nto FAT projets

I Aliow shallow copies betwesn FAT projects

System Po

ies

i~ Other Paolici

User Account | Mew Project | System Audit Trail | Data Processing Other | Result Sign Off | E-Mail |

™ Applications Timeout after 50 minutes

™ Disallow Use of Annotation Tools

I Persist ID columns in Froject

Date Display Polic

Waters

THE SCIENCE OF WHAT'S POSSIBLE."

System Pol

Usen fccount | New Projeet | System Audi Tral | DataProcessing | Other  Resuk Sian Off | E:ai |

[G=P/ER/ES] Time Zone Format
" Show Region Name

= Show Region Abbreviation

¥ Use "long" date formats

[~ Show Time Zore Offset

IF you are working in a regulated enviionment, Waters recommends salting the options
marked with GXPs and ER. If you are implementing Electionic Signatures, add the option
setlings marked ES.

Warning By s
made in&LL
tathe LDAP

Enample Date Format
( Monday, October 20, 2014 8:34:25 PM CEST

I'Advanced Database Perfarmanc:

Number of Rows ta Pre-Fetch: |1 ooo

©2020 Waters Corporation

COMPANY CONFIDENTIAL

marked with GXFs and ER
settings marked ES

If you are working in a requlated enviranment, Waters racommends setting the options
If you are implementing Electionic Signatures, add the option

“warning: By
made inALL
to the LDAP

o

—
1~ Riesult Sign OIf Palici

[ES] ¥ Sign Off Inactivity Delay: |100 minutes

[E5) 7 Clear passviard alter Sign O
[E5) ¥ Enforce Single Logon for Sign 01ff
T ¥ Alow Lock Cramee Ao on g
[GXF) 7 Save report image [as PDF) after Sign Off
I Requie Sign OFf 1 and Sign Off 2 by Different Users

[GXP] Multiple sighoff behavior:  |Allow the Same Reasons -

alid Sign Off 1 Reason(s)

Erforce Sign 0 1
BV | fone Sign 0 2

If you are working in a regulated enviranment, Waters recommends satling the options

merked with GPs and ER. If you are implementing Electioric Signatuaes, add the option

seltings marked ES.

Wearning: By selecing “cancel”, changes
made i ALL tabs, incluging changes made
to the LDAF domeins, wil be undore.

o]

Concel | Hep |
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Use Electronic Signatures (pre Empower 3 FR3) Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= In the Empower SQT or Waters SystemsQT wizards, select “Use
Electronic Signatures” prior to running the qualification tests.

Waters SystemsQT - Test Selection Summary and Finish
_ The fallowing tests have been selected to run.

‘When all is ready, press 'Finish' to queue the Sample Sets.

@ @ | SHC Temperature Acc 5 | Dietector Linearity 55k
ﬂ

| CH Temperature Acc 55 | Injectar Lin Acc S5M

Empower 50T - Action Selection I

If only one node has been chosen, select either a printer or
electronic signatures to report the [0/00 results. [f multiple
nodes have been selected, only electranic signatures may

be used. SYETEMEDT | Test Injections S5k | Flow Rate Lin Acc SSM
| System Precision 55M | Moige and Drift 550
| Caryover 55 | Shut Down 55

Detector Sensitivity S50

it [ Hesults

FErinter: j

Printer : |

< Back Mest > Cancel

< Back Finish Cancel
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How to Electronically Sign Reports Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Review the report in Report Publisher (Preview/Publisher)

—Use special Empower reports created with "eSig Report" at end of
report name
o Reports include Empower Sign Off table

— For software IQ and OQ reports: —
) ReVieW the report uG:nev:l] ::mmi:ts Iru:a\u:‘sorts]ConflgureDHCPlAccessl\anfo \QJ’OQ}
o Update the status information - = | - ===
for each node —> | T
o Review the report again —

= You MUST review all pages of the
report before you can electronically sign
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How to Electronically Sign Reports Waters

THE SCIENCE OF WHAT'S POSSIBLE."

= Select the Sign Off icon Report Publisher (Previe
| |

= Electronically sign the results as “Sign Off 1”
= Enter the appropriate information , |
— Options available for the reason may There is 1 result available for sign off.
each customer site Sign 0 1 —
o Be sure to consult with the customer USB':iM“‘ -
which reason you should use Fassword |
Reazon: IHeview ;I
H [11 H /1] Sign Ot
= Click on “Sign Off = T —
ign Off 2
User:l
= Additional Info: =
o Sign-off 1 (Performer) Reason: | _ =]
° Compliance Specialist Lock c:har.mels after Sign Off
o Sign-off 2 (Reviewer) [ sonor_|
* Customer Close | Help |
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