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1. PURPOSE
The purpose of this protocol is to describe the procedures for conducting Equipment Qualification of the AMITS v4.1
updated ACQUITY QDa Test Bays installed and operated at GES Venture, as detailed in the Equipment Qualification Plan
EQ Plan — AMITS v4.1 update at Venture (VALO01194) which has been assessed and deemed that qualification is
required as detailed in EQ Assessment form EQAF-AMITS V4.1 Update to AMITS v4.1 — Venture (VAL001191).
This protocol can also be used to describe the procedures for conducting Equipment Qualification of the AMITS v4.1
updated ACQUITY QDa Test Bays installed and operated at WPPL, as detailed in the Equipment Qualification Plan EQ
Plan — AMITS v4.1 update at WPPL (VALO01195) which has been assessed and deemed that qualification is required as
detailed in EQ Assessment form EQAF-AMITS V4.1 Update to AMITS v4.1 — WPPL (VAL001192).
Execution and approval of this protocol will ensure that the equipment is installed and operating to relevant
manufacturers specifications, and ensures that the equipment is suitable for its intended use.
The objective of this protocol is to provide documented evidence that:
—  The equipment conforms to the relevant manufacturer’s installation requirements.
—  The principal features of the equipment and components are installed correctly.
- The equipment operates, as expected, within its required process parameters.
For equipment description and functionality, refer to the EQ Plan — AMITS v4.1 update at Venture (VALO01194), and EQ
Plan — AMITS v4.1 update at WPPL (VAL0O01195).
2. SCOPE
This protocol is restricted to the ACQUITY QDa Test Bays which are located in GES Venture, and WPPL Singapore.
The list of equipment installation tests are pre-defined within this protocol, however may be omitted if deemed not
applicable during execution, by marking as ‘N/A' — Not Applicable. Equipment operation/performance testing will be
performed as detailed in the EQ Plan and associated EQAF Assessment.
TB668 or Divert Valve Acquity QDa
Monitor,
Nitrogen Suppl '
. R . mouse
Source Ex:aust. and
Rotary Pump Exhaust@ keyboard
515 LC pump
And Sample Duran
Source Trap Bottle
Rotary Pump
Host PC
Intertock Box
Source Waste Bottle
Figure 1 — Test Bay System — Venture and WPPL Singapore
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3. RESPONSIBILITIES & SIGNATURE PAGE
3.1. Responsibilities
Prior to start of qualification activities, this document must be pre-approved by completion of the required signature
box on the main title page. Refer to the Equipment Qualification procedure 730003703 for details on responsibilities. A
Quality Assurance signature is always required, prior to commencement.
3.2. Operator Signature Details
All individuals that require making entries into this protocol after pre-approval are required to fill their details in the
table below. This also includes anyone who is tasked with reviewing the document.
Name Job Title Signature Initials
; N
P(lwl Slaer princ.‘p\q Coduds fssoronce 6\5,’(\1@— Q_’léd,wﬁp F
Enwina Beaniain P(Looeas UAtioaTion gmquuee‘ﬁ W %
4, ABBREVIATIONS
Abbreviation Explanation Abbreviation Explanation

EDMS Electronic Document Management System EQ Equipment Qualification

P&ID Piping and Instrumentation Diagram VR Validation Report

DQ Design Qualification QA Quality Assurance

GMP Good Manufacturing Practices GDP Good Documentation Practices

URS User Requirements Specification FAT Factory Acceptance Test

Automated Manufacturing Instrument Test
AMITS Software.
Template 730003707 Version 01 Waters Confidential Page 4 of 22
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5. REFERENCES
The following references are applicable to completion of this protocol.

Document Number Document title
VAL0O01194 Equipment Qualification Plan — EQ Plan — AMITS v4.1 - Venture
VAL0O01191 EQAF — Update to AMITS v4.1 - Venture
VAL001195 Equipment Qualification Plan — EQ Plan — AMITS v4.1 - WPPL
VAL001192 EQAF — Update to AMITS v4.1 - WPPL
46215 Acquity QDa Installation - link to Network
45747 Automated Manufacturing Instrument Test Software Reference Manual

6. ACCEPTANCE CRITERIA

Overall acceptance criterion of the equipment is that all the tests are completed and documented satisfactorily with
positives outcomes. The equipment must be shown to be fit for its intended purpose.

Each individual acceptance criterion is detailed within the appropriate EQ test sections.

If, during testing and an acceptance criterion is not met, a deviation should be raised as a deviation (section 14) of this
protocol. For deviation and concession guidance, refer to the Equipment Qualification Procedure 730003703.

7. DOCUMENTATION

All paper documentation generated as part of the EQ testing should be attached to this protocol by using the
attachments section 15. Each attached document should be appropriately labelled with the project number, EQ test
number, the protocol number and page number, for example:

EQAF 18 - Test EQ#t## page # of #
Each page should also be initialled and dated by the operator to comply with GMP/GDP procedures.
Where data is attached to an electronic location, it must be in .pdf format only and contain header and footer

information with the above EQ reference, if possible. Pages are not required to be signed and dated. A copy of the
electronic document must be added to the Validation Project Folder:

P:\MS Quality Group\Validation Documentation\System Validation\EQAF\EQAF0018 - Singapore Venture — Test Bays

8. ANCILLIARY EQUIPMENT

Any test equipment used within this EQ protocol as part of testing should be subject to calibration and a planned
preventative maintenance program, unless a justification can be provided for use.

All testing equipment should be recorded within each of the EQ test sections and include the asset number, calibration
date and frequency of calibration. A copy of each calibration certificate should be attached in section 15 - Attachments,
following the reference detailed in Section 7 — Documentation. See the Equipment Qualification Procedure for further
information on test and calibration equipment.

9. MATERIALS

Any materials/chemicals used in this qualification should be recorded in each of the test sections for traceability and
include relevant information such as; certificate of Analysis (C of A) lot number, manufactured date, expiry date and
number used etc, and be traceable.

10. QUALIFICATION TEST MATRIX

The following installation and operational tests will be performed on each of the four Venture ACQUITY QDa Test Floor
Test Bays. Installation tests are pre-defined and if not appropriate should be entered as N/A during execution of the
protocol. Operation testing will test the critical factors outlined in the manufacturers specifications, User Requirement

Template 730003707 Version 01 Waters Confidential Page 5 of 22
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Specification or associated equipment risk assessments detailed within the Validation Plan VALO01194. Each critical
factor should be added to the EQ test matrix (table 1). See the Equipment Qualification Procedure for further
information on qualification test matrices and setting up qualification testing.

Table 1 - EQ Test Matrix

Description of Requirements or Tests Section

Equipment Details EQ001

Training Requirements EQ002

Documentation Review EQOO03

Calibration Check EQO004

Utility Installation EQO05

Health and Safety Testing of Equipment EQO06

Computer Hardware EQO07

Computer Software EQO08

Operational Checks of Test Bay Software and Network EQO09
Template 730003707 Version 01 Waters Confidential Page 6 of 22
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11. EQUIPMENT INSTALLATION TESTING

11.1. EQQO01 - Equipment Details
Purpose: To enter equipment details being installed.

Equipment Name | N/A

Equipment Description: | N/A

Make: | N/A

Model/Type: | N/A

Serial Number: | N/A

Asset No: | N/A

Materials of construction: | N/A

Risk Assessment | N/A

Location: | N/A

Comments ¢, o vpddle. Sobhore wAsvalldion (vetd i seckon 14

( 3
Signed (Operator) “ }:z@%b: Date| o9aec01g
Reviewed (2" Party) W Date| \©oA¢zao\B
Waters Confidential Page 7 of 22
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11.2. EQOO02 - Training Requirements

Purpose: To ensure training has been given to relevant personnel, prior to starting qualification work

internal Training Provided on equipment (if yes give details below)

@/ No

External Training Provided on equipment (if yes give details below)

@/ No

Comments
Product Assurance Administrator to perform tasks associated with 46215.
No initial training received/required.

Signed (Operator) Epm)%ﬁi?

Date

09aee H18

Reviewed (2" Party) W

Date

LOAPR ROIR

Template 730003707 Version 01 Waters Confidential
Reference Document: 730003703
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11.3. EQO003 — Documentation Review
Purpose: To ensure the required documentation to support the equipment is available.

Documentation Details Location
Commissioning Documentation N/A N/A
Declaration of Conform'l'Fy (CE N/A N/A
certificate)
Operation and Maintenance 45747 — Automated Manufacturing Instrument
SAP
manual Test Software Reference Manual
Materials List / Spares / Bll! of N/A N/A
Materials
Drawings Type Rev No. Location
Electrical
Diagram N/A N/A
Pneumatic
N
Diagram A /A
Hydraulic
N/A
Diagram A /
Mechanical
Assembly A N/A
Layout Drawing N/A N/A
P&ID N/A N/A
Schematic N/A N/A
Comments:
LA
: () b
Signed (Operator) q _/w_‘jz/ﬂlaj}b Date| onec2ig
Reviewed (2™ Party) W Date| ‘OwPR20I%
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11.4. EQO004 - Equipment Calibration

Purpose: To add current calibration state of equipment during qualification

Does equipment under test require calibration prior to EQ activities?

Recommended calibration frequency?

Has Equipment been calibrated prior to starting this protocol? If so, provide details below

515 Pump Calibrated on| o p& 2017 Calibration due| ¢Dec 201¢
Comments:
LA
Signed (Operator) W Date| o9a® 21¢
Reviewed (2"d Party) W Date \OWPR O\

Template 730003707 Version 01
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11.5. EQOOS5 — Utility Installation

Purpose: To record the utility requirements and connections required for the equipment to operate

Utility Expected Result Actual Result Pass / Fail
Electrical Supply N/A NIEN A
Compressed Air N/A i v A
Supply _
Process Gas (type) N/A vla N
Exhaust / Vacuum N/A S VA
Water grade N/A vla w/a
Other N/A wlA nJA
Comments:

NI \ &
=
Signed (Operator) (}W Date 09N DIE
Reviewed (2" Party) %(Mﬁj Date \O PR AOIE
Template 730003707 Version 01 Waters Confidential Page 11 of 22
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11.6.

EQO006 — Health and Safety Testing of Equipment

Purpose: To record all Health and Safety details of the equipment and ensure the equipment is safe to use. PPE should
be added to the specific test.

- Result Acceptable
Befuirement (Yes / No) (Yes / No)
D e Pressure ratings of piping components / pressure vessels are |
compatible with operating conditions? Nid
Pressure relief devices provided where applicable? vla
Internal lines, regulators and pressure gauges are labelled? wla
Guarding | Are all mechanical hazards adequately guarded? N ’A
Are all mechanical hazards adequately labelled & identified? NN
Are all thermal hazards adequately guarded? NIA
Are all thermal hazards adequately labelled & identified? N }A
Are all guards fixed or interlocked? N/A
Exhaust | Equipment exhausted where required? vla
Are facilities services, inputs & outputs, labelled with direction of
Pumps N/A
flow?
Have facilities lines been adequately secured? N/A
Do the pumps and motors have over temperature & over /
pressure protection? RS
Power Down -
Test Does the system returns to a safe state following a power cycle? Nl a
PAT Test | Does the equipment require P.A.T. testing prior to use N/A
Flash Test | Does the equipment require Flash testing prior to use N/A
Comments:
A
. L)
Signed (Operator) C%M ,ab Date 09ReR D (&
Reviewed (2" Party) W Date \owee 20R

Template 730003707 Version 01
Reference Document: 730003703
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11.7.  EQO007 — Computer Hardware

Purpose: Record any computer hardware required for the equipment which has not been supplied by the

manufacturer.

Does equipment require computer hardware to operate successfully?

@No

If yes, enter details

C30 Mesv PC

Comments:

Record the Host PC name and Domain Name: MMAZ22

Coae /L)\\MPAG

Record the IP Address of the Host PC o. 22 2-191

-
Signed (Operator) KJQWEEF Date| (9apr 2018
Reviewed (2" Party) W Date| 10®nPRAOIY

Template 730003707 Version 01
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11.8. EQO008 — Computer Software

Purpose: Record software required for the equipment including operating systems, version numbers, MS Excel
spreadsheets any other related software.

Does equipment require computer software to operate successfully? é’é}l\lo
If yes, enter details below:

ACQUITY QDa AMITS VersionNo.| .| SVAF Approved Ye3/ No
PuTTY Version No. b B SVAF Approved (fes / No
Engineers Dashboard Version No. | 1.2, ¢59 9y g2 SVAF Approved €3/ No
Chrome Version No. | (5. 0. 23253 SVAF Approved Yes / No
MassLynx Version No. | 4, i(,: :‘Z SVAF Approved @ / No
Microsoft Office Version No. m;::ﬁf: 1000 SVAF Approved ¥e3/ No

Comments:

Signed (Operator) f—?d?ﬂ /Mm—p

Date| ~oagz2oig

Reviewed (2" Party) W

Date VORPR 2O\B

Template 730003707 Version 01
Reference Document: 730003703
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12. EQUIPMENT OPERATION AND PERFORMANCE TESTING

12.1. EQO09 — Operational Checks of Test Bay Software and Network
Objective/Rationale:

To confirm the installation of ACQUITY QDa AMITS functions correctly.
Acceptance Criteria:

Description Result Expected Result Actual

Acceptance
Criteria Met
Y/N

Open AMITS.
Open Admin.
Enter Admin password.

The Admin Details within AMITS must be editted to
match those within 46215, “Aquity QDa Installation

AMITS Network ~ Link to Network” for Venture Singapore.

Configuration

Confirm the Admin Details within AMITS match
those within 46215, “Aquity QDa Installation — Link (oqgirmd )
to Network” for Venture Singapore.

Sk Rrochmany 1.

Y

Ps 09aRL D18

Refresh AMITS. (f5 key)

Open Admin.

Click on the downward pointing arrow beside the
AMITS User List Test Engineer drop list.

Cor\g\'mﬂA

Confirm the engineer list contains UKPLMPSL. Niach gt 7

v

S 09a0R 20\ 8

Open AMITS.

Open Test Run Details.

From the product type list, select “simulator”.
Enter the following details:

AMITS link to Storage Serial Number: EQ-Protocol
Solution

Open the Dashboard

Canitfv\nd ,
Confirm a completed test record is visible. (All the
Statuses in every test section are “PASS”) Attochmask 3

v

ffodneg 18

Template 730003707 Version 01 Waters Confidential
Reference Document: 730003703
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AMITS timely Data
Exchange with Storage
Solution.

Open AMITS.

Open Test Run Details.

From the product type list, select “simulator”.
Enter the following details:

Serial Number: Test Bay Number-DD-MMM-YY
Sample Batch Number: N/A

Sample Use By Date: N/A

Test Box Number: Divert Valve serial number
Test Rig Number: N/A

Procedure Document Number: this document

Open the Dashboard
Click the “Start here” button.

Follow the on-screen instructions to start a
simulated test run. Use your AMITS account.

Follow the on-screen prompts for manual interlock
lock tests by clicking the continue button.

Allow the test sequence to complete. (approx 15
minutes)

Confirm the test sequence completes. {All the
Statuses in every test section are “PASS”)

12 mins.

CO(\f))‘(MD_A\.
Rtfochrenk 4

Ps

O9ACR 1K

Template 730003707 Version 01 Waters Confidential
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AMITS PDF data accepted
by Nu-Genesis

Final iterations of the AMITS DHR, DHR Summary,
and History Record sheets must be stored / printed
at this point. Store / Print the records as directed
below :

Complete DHR — Print to PDF and save in —
\\tu-server-paeag\AMITS

The file should be saved as - Device History Record
***xxxx_Post Health Check.

DHR Summary - Print to PDF and save in —
\\tu-server-paeag\AMITS.

The file should be saved as - Summary
***yxxx_Post Health Check.

History Record - Print to PDF and save in —
\\tu-server-paeag\AMITS.

The file should be saved as - History ***xxxx_Post
Health Check.

For the above file naming conventions - *** = the

host pc name, and xxxx = the date. y
Csnl)«‘umd "
PS o%aer 1%
Confirm all three records are successfully Attachrant 5
transferred to Nu-Genesis.
Were all acceptance criteria met — Y/N YYN
Deviation Number (if required) NI
Comments:
Jle
(
Signed (Operator) %%ﬁ? Date DIAR BIY
Reviewed (2“d Party) %{aﬁm / Date \ORPLAOIY

Template 730003707 Version 01 Waters Confidential
Reference Document: 730003703
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13. MAINTAINING THE VALIDATED STATE

13.1. Planned Preventative Maintenance/Calibration Summary

Purpose: To record the calibration or planned preventative maintenance schedules have been set up as required in the
calibration database and provide objective evidence.

NIA  solfuore vpdale

Signed (Operator) &7)@/“%{3‘;) Date 09APR 1§

Reviewed (2'"’ Party) W Date LOAPRA0tR

13.2. Standard Operating Procedure

Purpose: to record the SOP details that must be written for operators to use the equipment.
SOP Released in EDMS Yes'/ No / NA SOP Number: 45747

SOP Title Automated Manufacturing Instrument Test Software — Reference Manual .

Signed (Operator) &_%W Date 09ReR D12
Reviewed (2" Party) W Date toren 20

Template 730003707 Version 01 Waters Confidential Page 18 of 22
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14. DEVIATIONS

This section details any deviations raised during execution of this protocol. For deviation guidance, refer to the Equipment

Qualification procedure — 730003703.

14.1. Deviation Summary

] " Closed Operator Initial
Deviation No. |EQ Test No. Details (Yes/No) & Date

nfa
&

% 094¢R 2018

~
\\*-.
B \
\ .
\\\
Comments:
>
Signed (Operator) % 9{&]; Date| oIneeo1e
Reviewed (2" Party) W Date 10w Pe20\%

Template 730003707 Version 01
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14.2. Validation Deviation Form*

Deviation No. NTIN EQ Test No. R

Deviation Details e

Corrective Actions v/a

Outcome nlo

Deviation Closed
(Yes/No) Nle Date N/A

Signed (_32)
(Operator) L'} ﬂdp Date O9AeR 10 (€
Approved &:ﬁ}{_p— -
(Quality Assurance) o APR Q018

*duplicate as required (single sheet per deviation only)
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15. ATTACHMENTS

List all appended attachments to this protocol in the table below.

Attachment EQ Test Details oot Operator Initials

No. No. pages

\ 121 Rdoin dovaids mokdh 46215 \ ps

2 @ AMYTS user ligk ) <3

3 12-] AmiTs  linke vo Srorage soluion | &

4 12/ AMTS  dimdy dava exdonge wih orage —solubion ] =

[ 12 AMYIS PDF doda acuph:aL bg Nuq:amms, | [#3

EoD
€5 09aPR 2018

)
N\

N
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Attachmen EQ Test 1 .of d
: Q Details No.B Operator Initials
No. No. pages
(N1
€od P509QeIg
\.\
N\
\\
\,
%
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Attachment Number: 1

EQO009

Page 1 of 1

AMITS Network Configuration
/ [ Manufacturing Test X B "@-J |@_ L i

& ¢ |® localhost:8082 fvebszerver/modules/manTest/consale/clientfviews/start.html Q o+ ﬁ'!

51_\\/\0( amitss VMAMITS_WexfordMTestUsers

aigmaﬂuaat Folder  W10222191Camstarqusue
“{MD 22 2 1914est_resultsitemp?2

- Acquity_ODa

* Acquity_QDakKil
" Acquity_QDaMKII_Nastop

-~ Acquity_QDa_Nostop

f Acguity_QDa_Setup_Solution
QDaMKII_Detector_Dynode
QDaMKII_Detectar_Dynode_Mostop
QDaMKIl_Detectar_Housing

- QDaMKII_Detector_Hausing_Nostop
- (Qba_Detector_Dynode

. ODa Deteclclr D\mode Nostop

[ o

s 09APR 2oi€
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Attachment Number: 2

EQO009

Page 1 of 1

AMITS User List

7 [ Manufacturing Test

& C |® localhost:B08 2 fwebzerversmodules/manTest/consolefcientpviews/start litral Q ov ¥

Admin Password. - . i
Test Engineer: |
New Erigineer: TUKPLAMPEL i ) vl ‘
i Passw | IRTREKM : : - .
OWMMMEGWNE IRDALIKM
NewPassword: | PRENNA
New Password: | IRMBLY
‘. IRCDOY
IRSENG
IRJNFU
IRPBOW
IRJIKEKM
IRJDEKM
UKMERSON
UKLBUKM
IRPONE
! ) IRRSUKM
Actjuity_QDa :ETEDF%(D
Acquity_QDanMkil lJll<8YTNHA
7 Acquity_QDaMKIl_Nost o= T .
Acquity_CiDa_Nostop
" Acquity_CiDa_Setup_Salution
/. CDamkll_Detector_Dynode

QOaMKII_Detector_Dynode_Nostop
- QDaMKIl_Detector_Housing

- QDaMKIl_Detector_Housing_Nostap
QDa_Detector_Dynode

* QDa_Detector_Dynade_Nostop

Ps o9 aeR 2018
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AMITS link to Storage Solution

_/[j Manufacturing Test x

& [&] | @ localhost:B08 2 5vebserver/odules/m anTest/consolefdientaviews ftart hitrel

fs b9APe 2§
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EQO009

Page 1 of 1

AMITS timely Data Exchange with Storage Solution.

8llo|B) X
/D Manufacturing Test X “—_ 5 _ ’ ) - . 5 P X 1
& C | @ localhost:B0E 2avebsener/modules/manTest/console/cientiviews/start html Q or ¥ i

Start Section MA}

Start Test: Simul f

Test Englnesr; UKPLMPSL

Starl ime: ton Apr 08 2018 18:45:21 GMT+0800 (Malay Peninsula Standard Time)

Stop Detalls: : )
Stop Ssction: FINAL BEAM TESTING ] Semnh Nt i h o

S 09AfFR 201%
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Link to Nu-Genesis

Biwsd | Search l T

e QECXYO X
FLinks
w Racantly viewed
» A SDMS-PAE-DEV
» Ramms gpa

wooll

File = Annolate = Took =

< AMITS_QDa e Report Name Product Type of Product Number o Serial Number & of Praduction/ Factory Order of Software Versic
< B7U_SERVER-PAEDB 732"
v Bamms [T1 | summary mm7322-09-APR-2018.pdf mm7322-09-APR2018| N/A Simulalor AMITS
3 AMITS ["2 | Device Histary Record mm7322-09-APR-2018,pdlf | simufator 99999 mm7322-09-APR-2018| N/A Simulstor AMITS
AMITE.Q0a "3 | History mm7322-09-APR-2018,pdf
T AMITS_Raven A
9 DefaultView Reports
v All Avallable

¥ #SDMS-PAE-DEV
¥ #ATU-SERVER-PAEDB

s 09 nee 2008






