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1.0 Objective: 

1.1 The Purpose of this Quality Agreement is to establish, clarify, and communicate quality expectations 
related to cGMP testing.  

1.2 The Agreement shall be effective as of the date of the last signature above. This Agreement shall 
remain in effect until cancelled with written notice by either party. 

1.3 In the event a conflict arises between the Quality Agreement and Signed Quotation, the terms in this 
Quality Agreement shall prevail with respect to quality matter, and the terms of the Signed Quotation 
shall prevail with respect to all other matters. 

2.0 Regulatory Requirements: 

2.1 shall perform testing in compliance with U.S. Current Good Manufacturing Practices 
(cGMP) 21 CFR Parts 11, 210 & 211, ISO 17025:2017, accepted industry practices, and/or applicable 
USP guidelines. Testing activities will be fully documented in such a way to provide traceability, and 
will be stored in the archives of 

3.0 Scope: 

3.1 This Quality Agreement is between LifeScience Logistics, hereafter referred to as “Client”, and 

3.2 This agreement shall apply exclusively to samples submitted for testing that must be tested in 
compliance with cGMP guidelines.  

3.3 It is the responsibility of the Client to inform , utilizing the  sample submission 
form, and by contacting  Business Development group, if the requested testing is to be 
conducted per cGMP guidelines. When samples are submitted to  and designated as cGMP, 
and a quote is in place that indicates cGMP testing requirements, then the testing will be conducted 
under cGMP conditions.  

4.0 Responsibilities: 
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5.0 Appendices 

5.1 Appendix 1:  Contact and Responsibilities 

5.2 Appendix 2:  Third Party Contractors 

6.0 References: 

5.1 21 CFR Parts 11, 210 & 211 

7.0 History: 

Date Revision Changes 
DDMMMYYYY    .00 New document 
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