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Term Explanation 

cGMP Current Good Manufacturing Practice 
CTQ Critical to Quality 
IQR Installation Qualification Report 
ISM Isocratic Solvent Manager 
N/A Not Applicable 
NPI New Product Introduction 
P/N Part Number 

pQSM/QSM Polymer Quaternary Solvent Manager 
SAP Enterprise Resource Planning Software 
SDS Solvent Delivery System 
TSP Test Specification and Procedure 

UPC2 Ultra-Performance Convergence Chromatography 
UUT Unit Under Test 
VP Validation Plan 

5.0 TRAINING 

The executor of this qualification was trained to the Installation Qualification Protocol, 730004135, Version 03, and the 
training record is provided as Attachment 7.1 page 1. 

The operator who performed the testing of the UUT using the TE82943-12, Acquity SDS Final Test System was trained to 
735002155, Version 10, ACQUITY QSM Final Instrument Test and Specification Procedure and the training record is 
provided as Attachment 7.1 page 2. 

6.0 QUALIFICATION RESULTS 

6.1 TEST SCRIPT IQ-01, ASSOCIATED DOCUMENTATION VERIFICATION 

Test Script IQ-01, Associated Documentation Verification, was performed in accordance with Installation 
Qualification Protocol, 730004135, Version 03, and TE82943-VP, Acquity Solvent Delivery Final Test System 
Validation Plan, Iteration 00.  

6.1.1 IQ-01, Associated Documentation Verification Test Script Data Sheet is provided as Attachment 7.2. 

6.1.2 The 735002155, Acquity QSM Final Instrument Test and Specification Procedure, Version 10, was 
confirmed to be in SAP with a status of Ready.  A screen capture is provided below:  

 
6.1.3 All other system related documents were previously verified as detailed in TE82943-12-IQR, Acquity 

SDS Final Test System Installation Qualification Report, Iteration 02 and were not affected by the 
change summarized in TE82943-VP, Acquity Solvent Delivery Final Test System Validation Plan, 
Iteration 00. 

 




















