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Purpose
The Waters Global Test System (GTS) (TE82988-12) is located in the Venture Contract Manufacturer Site in Singapore.  The system is a general purpose test platform to be used together with a group of test fixtures for the different PCB functionality test. The system is equipped with Power Distribution Units, Computer, Ethernet Switch, PXI Chassis, Oscilloscope, Multimeter, Function Generator, Load and Power Supply Units. 
Once the UUT is connected together with test fixture, the operator selects the appropriate part number from the test software and begins the test.  When the test is complete, a test record is automatically generated and test data is uploaded to SigmaSure server. 
This Installation Qualification is being performed as required by the VMP Submission Form TE0082988-12 VMP Submission Form which can be found in the TE008298812 directory of SAP.
[bookmark: _Toc442432503]Scope of Report
This Installation Qualification Report details the qualification activities undertaken for the Waters Global Test System (GTS) (TE82988-12) based on the requirements of the Installation Qualification Procedure 730004135, Ver. 02 and TE0082988-12 VMP Submission Form.
This Installation Qualification Report defines the documents used to qualify the Waters Global Test System (GTS) (TE82988-12).
[bookmark: _Toc442432509]Summary of Results - Statement of Fitness for Intended Use
The Waters Global Test System (GTS) was tested in accordance with the Installation Qualification Procedure 730004135, Ver. 02 and TE0082988-12 VMP Submission Form.  All required Test Scripts were performed and all objective evidence requirements have been met.
Waters now has the necessary documentation in place to ensure that the Waters Global Test System (GTS) complies with Waters’ requirements, the latest relevant quality system regulations, and cGMP practices.
Following the approval of this Qualification Report, the Waters Global Test System (GTS) (TE82988-12) can be considered qualified and fit for intended use.
Glossary
The following definitions are used in this document:
	Term
	Explanation

	%
	Percent

	#
	Number

	ºC
	Degrees Celsius

	BOM
	Bill of Materials

	Cal
	Calibration

	cGMP
	Current Good Manufacturing Practice

	CTQ
	Critical to Quality

	Doc.
	Document

	EH&S
	Environmental Health and Safety

	EQID
	Equipment Identification

	GDP
	Good Documentation Practices

	GTS
	Global Test System

	Hz
	Hertz 

	ID
	Identification

	IQ
	Installation Qualification

	IQR
	Installation Qualification Report

	N/A
	Not Applicable

	NI
	National Instrument

	PCB
	Printed Circuit Board

	P/N
	Part Number

	PXI
	PCI eXtensions for Instrumentation

	PCI
	Peripheral Component Interconnect

	S/N
	Serial Number

	PM
	Preventive Maintenance

	PCBA
	Printed Circuit Board Assembly

	SAP
	Enterprise Resource Planning Software

	TSP
	Test and Specification Procedure

	UUT
	Unit Under Test

	WPPL
	Waters Pacific Private Limited

	VAC
	Volts Alternating Current

	VMP
	Validation Master Plan

	VAF
	Validation Assessment Form


[bookmark: _Toc442432507]Training
[bookmark: _Toc442432506]The operator of the Waters Global Test System (GTS) (TE82988-12) was trained according to the Waters UK PCB 210001115 test procedure 50593.  The executor of this qualification was trained according to the Installation Qualification Procedure 730004135, Ver. 02.  Both training records are provided as Attachments 7.1 and 7.2, respectively.
Qualification Results
[bookmark: _GoBack]Test Script IQ-01: Associated Documentation Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02. The completed Test Script Data Sheet is provided as Attachment 7.3.
6.1.1 The 210001115 KESTEREL DCC(Kanye) Programming and Test Instructions, Rev. 03, Ver. 03 was confirmed to be in SAP with a status of Release General, as evidenced below:
[image: ]
6.1.2 The Waters GTS Preventative Maintenance and Calibration Procedure 735004006, Rev. A, Ver. 00 was confirmed to be in SAP with a status of Release General, as evidenced below:
[image: ]

Test Script IQ-02: Site Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02. The completed Test Script Data is provided as Attachment 7.4.
6.2.1 The ambient temperature and humidity were measured using a Hygrometer and were determined to be within specification as defined. The measurement record and the calibration record are provided as Attachment 7.5.
6.2.2 The electrical supply was measured using a Multimeter and was determined to be within specification as defined. The measurement record and the calibration record are provided as Attachment 7.6.
6.2.3 The Test Station was confirmed to have a dedicated power supply.
6.2.4 The space and test station were confirmed to have adequate space for testing and service. A picture of the Test Station work area is provided as Attachment 7.7.
6.2.5 The vacuum is used to make mechanical and electrical connections between the UUT and fixture/fixture probes is confirmed has minimum vacuum of 23 inches Hg(78kPa). A picture of vacuum gauge with readings is provided as Attachment 7.8.
Test Script IQ-03: Instrumentation Calibration Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed script is provided as Attachment 7.9
6.3.1 All calibration required equipment have the certificate of the calibration as Attachment 7.10
Test Script IQ-04: Software and Instrument Firmware Version was performed according to Installation Qualification Procedure 730004135, Ver. 02. The completed script is provided as Attachment 7.11
6.4.1 The Test Equipment Software version listed in 210001115 KESTEREL DCC(Kanye) Programming and Test Instructions, Rev. 03, Ver. 03 is Test Software Rev C and was verified to match the version listed on the test equipment program display.  A screen capture of the program display is provided as Attachment 7.12.
6.4.2 The Test Equipment self-test Software version listed in Waters GTS Preventative Maintenance and Calibration Procedure 735004006, Rev. A, Ver. 00 is NI TestStand 4.2.1 was verified to match the version listed on the test equipment program display.  A screen capture of the program display is provided as Attachment 7.13.
Test Script IQ-05: General Safety and Alarms was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed script is provided as Attachment 7.14.
6.5.1 It was confirmed that there were no mechanical safety pinch points or sharp edges.
6.5.2 It was confirmed that there were Safety Labels, Emergency Stop and Guarding equipped on this system.  A screen capture of the program display is provided as Attachment 7.15.
Test Script IQ-06: Functional Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02 and TE0082988-12 VMP Submission Form.  The completed Test Script Data Sheets are provided as Attachments 7.16.
6.6.1 One (1) GTS Self-Test Fixture TE83004 was tested using the Waters Global Test System (GTS) (TE82988-12) with all tests passing.  A screen capture of test passing is provided as Attachment 7.17.
6.6.2 One (1) UUT (P/N: 210001115, S/N: 21/066) was tested using the Waters Global Test System (GTS) (TE82988-12) with all tests passing.  A screen capture of test passing is provided as Attachment 7.18. The passing test record was uploaded to Waters SigmaSure server and it’s provided as Attachment 7.19.
This table provides a summary of each test script as performed according to 730004135, Ver. 02 along with the Attachment location of all objective evidence.  The table also indicates any deviation taken from the scripts during qualification.
	Script or Section
	Pass/Fail
	Objective Evidence
	Deviations

	IQ-01
	Pass
	Attachments 7.3 
	None

	IQ-02
	Pass
	Attachments 7.4, 7.5, 7.6, 7.7 and 7.8
	None

	IQ-03
	Pass
	Attachments 7.9 and 7.10
	None

	IQ-04
	Pass
	Attachments 7.11, 7.12 and 7.13
	None

	IQ-05
	Pass
	Attachments 7.14 and 7.15
	None

	IQ-06
	Pass
	Attachments 7.16, 7.17, 7.18 and 7.19
	None


[bookmark: _Toc442432505][bookmark: _Toc309978937][bookmark: _Toc442432504]Attachments
Completed Operator Training Record 210001115 KESTEREL DCC(Kanye) Programming and Test Instructions, Rev. 03, Ver. 03.
Completed Executor Training Record 730004135, Ver. 02
Completed Test Script IQ-01: Associated Document Verification 
Completed Test Script IQ-02: Site Verification 
Objective Evidence IQ-02: The measurement record and the calibration record of Hygrometer
Objective Evidence IQ-02: The measurement record and the calibration record of FLUKE Multimeter
Objective Evidence IQ-02: The pictures of the work space and test station bench
Objective Evidence IQ-02: The pictures of the Vacuum Gauge with reading
Completed Test Script IQ-03: Instrument Calibration Verification 
Objective Evidence IQ-03: The certificate of calibration for all calibration required equipment
Completed Test Script IQ-04: Software and Instrument Firmware Version verification
Objective Evidence IQ-04: Screen capture of the test program version
Objective Evidence IQ-04: Screen capture of the GTS self-test program version
Completed Test Script IQ-05: General Safety and Alarms
Objective Evidence IQ-05: The pictures of System Safety Labels, Emergency Stop and Guarding
Completed Test Script IQ-06: Functional Verification
Objective Evidence IQ-06: Screen capture of passing test for Self-Test Fixture TE83004 
Objective Evidence IQ-06: Screen capture of passing test for UUT Part # 210001115 (S/N: 21/066)
Objective Evidence IQ-06: The passing test record from SigmaSure Server for UUT Part # 210001115 (S/N: 21/066)
Deviation from Test Equipment Qualification
There were no deviations generated during the execution of the Installation Qualification Procedure 730004135, Ver. 02.
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