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4.

Objective

The intent of this design qualification plan is to provide documented assurance that the ELPRO Environmental

Monitoring Systems meets all customer requirements, GMP requirements and the requirements of Quality Risk

Assessment 101215-QRA [1]. The general requirements for the qualification of the ELPRO Environmental Monitoring
Systems are documented in Qualification Plan 101215-QP [2].

5.

QRA:
QP:
DQ:
GMP:

6.

7.

Definitions

Quality Risk Assessment
Qualification Plan

Design Qualification

Good Manufacturing Practice

System / Unit Description

This report encompasses the design of the ELPRO Environmental Monitoring Systems at the Montreal, QC location
of CIUSSS de I'Est-de-I'fle-de-Montréal as specified in the ELPRO Order Confirmation [3].

Results

No. | DQ Test Name Acceptance Criteria Results
001 | DQ Checklist All required sections of the checklists have been Passed, see completed DQ
completed. All tests have been performed and Checklist (Error! Reference sourc
passed according to the test method detailed in
the test section.
Table 7-1
[ ] [ ]
8. Deviations
No. Deviation Assessment / Root Cause Action Comment
N/A N/A N/A N/A N/A
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9. Organization / Responsibilities
ELPRO / ELPRO Partner

e  Provide qualification plans

e Complete and review checklists

e  Provide qualification reports

e Tracking of problems and deviations

e Providing all data and documents that are required to perform the qualification
The responsibilities of CIUSSS de I'Est-de-I'ille-de-Montréal include

e Provide personnel if required to assist in operating the software to complete the checklist.

e Review and release of qualification plans and reports.

10. Conclusion

All tests have been performed as required in the DQ plan 40.50000870-DQP [3]. With the approval of this
document, the ELPRO Environmental Monitoring Systems at the Montreal, QC location of CIUSSS de I'Est-de-I'lle-

de-Montréal will be released for the next qualification phase.

11. Associated Documents

[1] Quality Risk Assessment: 101215-QRA

[2] Qualification Plan: 101215-QP

[3] Design Qualification Plan: 40.50000870-DQP
[4] ELPRO Order Confirmation

12. Attachments

Attachment 1: FO 2.7.2.005 EL_DQ Checklist_CMS; filled and signed

ELPRO | Document Version: 1.0 Template: TE 2.7.2.002 EL 40.50000870-DQR_CMS_V3E
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4.

Objective

The intent of this installation qualification report is to provide documented assurance that the ELPRO Environmental

Monitoring Systems meets all customer requirements, GMP requirements and the requirements of ELPRO internal

Quality Risk Assessment 101215-QRA [1]. The general requirements for the qualification of the ELPRO Environmental

Monitoring Systems are documented in Qualification Plan 101215-QP [2].

5.

QRA:
QP:

GMP:

6.

Definitions

Quality Risk Assessment
Qualification Plan
Installation Qualification

Good Manufacturing Practice

System / Unit Description

This report encompasses the installation of the ELPRO Environmental Monitoring Systems at the Montreal, QC
location of CIUSSS de I'Est-de-I'lle-de-Montréal as specified in the ELPRO Order Confirmation [4].

7. 1Q Tests and Acceptance Criteria

No. 1Q Test Name Acceptance Criteria Result
001 IQ Checklist All required sections of the checklists have Passed, see completed 1Q
elproMONITOR been completed and approved. All tests have | Checklist elproMONITOR
been performed and passed according to the | (Attachment 1)
test method detailed in the test section.
Table 7-1
[ ] [ ]
8. Deviations
No. Deviation Assessment / Root Cause Action Comment
N/A N/A N/A N/A N/A

9.

Organization / Responsibilities

ELPRO / ELPRO Partner

Provide qualification plans
Complete and review checklists
Provide qualification reports

Tracking of problems and deviations

Providing all data and documents that are required to perform the qualification

The responsibilities of CIUSSS de I'Est-de-l'lle-de-Montréal include

ELPRO | Template Version 4E | Document Version 1.0

Provide personnel if required to assist in operating the software to complete the checklist.

Review and release of qualification plans and reports.
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10. Conclusion

All tests have been performed as required in the 1Q plan 40.50000870-IQP [3]. With the approval of this document,
the installed sensor positions and the ELPRO Environmental Monitoring Systems at the Montreal, QC location of
CIUSSS de I'Est-de-I'lle-de-Montréal are verified.

11. Associated Documents

[1] Quality Risk Assessment: 101215-QRA

[2] Qualification Plan: 101215-QP

[3] Installation Qualification Plan: 40.50000871-1QP
[4] ELPRO Order Confirmation

[5] ELPRO Delivery Note

12. Attachments

Attachment 1: FO 2.7.2.008 EL_IQ Checklist Software elproMONITOR,; filled and signed
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4.

Objective

The intent of this operational qualification report is to provide documented assurance that the ELPRO Environmental

Monitoring Systems operated such that it meets all user requirements, GMP requirements and the requirements of

ELPRO internal Quality Risk Assessment 101215-QRA [1]. The general requirements for the qualification of the ELPRO

Environmental Monitoring Systems are documented in the
Qualification Plan 101215-QP [2].

5.

QRA:
QP:
oQ:
GMP:

6.

7.

Definitions

Quality Risk Assessment
Qualification Plan

Operational Qualification

Good Manufacturing Practice

System / Unit Description

This report encompasses the function of the ELPRO Environmental Monitoring Systems at the Montreal, QC location
of CIUSSS de I'Est-de-I'fle-de-Montréal as specified in the ELPRO Order Confirmation [4].

Results

No. 0Q Test Name Acceptance Criteria Result
001 0Q Checklists All required sections of the checklists have Passed, see completed
elproMONITOR been completed and approved. All tests have | OQ Checklist
been performed and passed according to the | elproMONITOR
test method detailed in the test section. (Attachment 1)
002 0Q Checklist elproUSER All required sections of the checklists have Passed, see completed
been completed and approved. All tests have | OQ Checklist elproUSER
been performed and passed according to the | (Attachment 2)
test method detailed in the test section.
003 0Q Checklist elproEVENT All required sections of the checklists have Passed, see completed
been completed and approved. All tests have | OQ Checklist
been performed and passed according to the | elproEVENT
test method detailed in the test section. (Attachment 3)
Table 7-1
8. Deviations
No. Deviation Assessment / Root Cause Action Comment
N/A N/A N/A N/A N/A

ELPRO | Template Version 4E | Document Version 1.0
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9. Responsibilities

ELPRO / ELPRO Partner

e Provide qualification plans

e Complete and review checklists

e  Provide qualification reports

e  Tracking of problems and deviations

e Providing all data and documents that are required to perform the qualification
The responsibilities of CIUSSS de |'Est-de-I'ille-de-Montréal include

e Provide personnel if required to assist in operating the software to complete the checklist.

e Review and release of qualification plans and reports.

10. Conclusions

All tests have been performed as required in the OQ plan 40.50000870-0OQP [3]. With the approval of this document
the function of the ELPRO Environmental Monitoring Systems at the Montreal, QC location of CIUSSS de I'Est-de-

I'lle-de-Montréal is verified.

11. Associated Documents

[1] Quality Risk Assessment: 101215-QRA

[2] Qualification Plan: 101215-QP

[3] Operational Qualification Plan: 40.50000870-0QP
[4] ELPRO Order Confirmation

12. Attachments

Attachment 1: FO 2.7.2.016 EL_OQ Checklist elproMONITOR; filled and signed
Attachment 2: FO 2.7.2.017 EL_OQ Checklist elproUSER; filled and signed
Attachment 3: FO 2.7.2.015 EL_OQ Checklist elproEVENT; filled and signed

ELPRO | Template Version 4E | Document Version 1.0 Template: TE 2.7.2.009 EL 40.50000870-OQR_CMS_VAE
40.50000870-0QR.docx | Page 4 / 4



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102



DocuSign Envelope ID: 05750125-29D5-48C1-870E-CA865747B102

DS



DocuSign Envelope ID: 4D5D305A-5DBB-47A4-A28C-B987D0BD 1766

15/12/2023

DocuSigned by:

6—vuJ/\,0 Ruﬁkow

9290273CC4EB489...



DocuSign Envelope ID: 4D5D305A-5DBB-47A4-A28C-B987D0BD 1766



DocuSign Envelope ID: 4D5D305A-5DBB-47A4-A28C-B987D0BD 1766



DocuSign Envelope ID: 4D5D305A-5DBB-47A4-A28C-B987D0BD 1766



DocuSign Envelope ID: 4D5D305A-5DBB-47A4-A28C-B987D0BD 1766



DocuSign Envelope ID: 4D5D305A-5DBB-47A4-A28C-B987D0BD 1766



	40.50000870-DQR Final_signé
	2121_001.pdf
	40.50000870-DQR.pdf
	2118_001.pdf

	40.50000870-IQR Final_signé
	40.50000870-IQR - Signed.pdf
	2200_001.pdf

	40.50000870-IQR - Signed.pdf
	40.50000870-IQR.pdf

	2197_001.pdf

	40.50000870-OQR Final_signé
	2201_001.pdf
	40.50000870-OQR.pdf
	2198_001.pdf
	20231130160021.pdf
	2202_001.pdf

	40.50000870-QR Final_signé



