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indicated, all other terms and conditions of the Solicitation

The referenced document is hereby revised; unless otherwise
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This amendment is issued to Solicitation Number H4004-182962/A to answer the following questions and
make amendments to Annex D, Mandatory Technical Requirements and Annex A, Requirement:

A. Questions from Industry and answers from Canada:

Question 1 - Re: Hardware Specification 3.2.5: will burette sizes ranging from 1 mL to 20 mL meet your 
volume range requirements? 

Answer - Burette sizes of 2, 5, 10, and 20 mL would be sufficient. 

Question 2 - Re: Software Specification 3.2.18: do you require full validation/IQOQ for 21 CFR Part 11 
compliance, or just software that meets the guidelines? 

Answer - It is sufficient for the software to meet the guidelines. 

B. Amendments to Annex D, Mandatory Technical Criteria and Annex A Requirement:

Reference: Hardware Requirements 3.2.5
 
Delete: In its entirety

Insert: must use exchangeable burette system available in 2, 5, 10, and 20 mL sizes.


