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Key Features ]

Roles Q | Permissions

Role Permission

Administrator User is allowed to manage settings

[ Supervisor User is allowed to manage export configurations
[ Operater User can configure devices

[ Data auditor Useris able to edi, crezte and delete other users
[ Senvice engineer User can edit color modules

[ user can manage data groups

User Management: Ass|gn user roles and [ User can change the licence of the software
[ User can import LIMS
'.’ access rights to control data and template D ey can stop and o messremert
AN . . . . ] User can use unreleased methods for measurement
ab editing according to your internal quality ] Uit con manage templats
[ user can edit template general parameters
proced ures. [ User can edit template thermal cycler parameters.
[ User can edit template scan parameters
[ User can edit template sample layout
[ User can manage projects
] User can add snd edit analyses

[ User can import and export analyses

User management

Audit Trail & Version Control: Benefit
@ from automatic logging of all user activities ___
/ with timestamps and details, ensuring full Acions

Filter by Time AT. type Category Action User
transparency and traceability of changes. | o - [N -
show 51 items (08082005
\ Created User Text Group Catego
RR08.08.2025 10:15:22 ‘Administrator recovery generated. User Audit Trail Login
Ty 9 9!
RR08.08.2025 10:15:22 ‘Administrator recovery generated. User Audit Trail Login
Ty 9 9!
2£2,0808.2025 10:15:15  Phantomas (Phantom) User Admin Administrator recovery generate...  User Audit Trail Login
(3)0808.2025 101412 Phantomas (Phantom) Color module config. changed for Virtual iris...  Device Audit Trail Operati
(3)0808.2025 101246 Phantomas (Phantom) Color module config. changed for Virtual iris...  Device Audit Trail Operati
Electronic Signatu res: SECU rely dOCU ment 282 0808.2025 10:0002  Phantomas (Phantom) Project PowerQuant opened Project Audit Trail Result
// () 0808.202510:0848  Phantomas (Phantom) Device parameters changed for during thed... Device Audit Trail Service
/ 2 2 's 02.08.2025 10:01:58  Phantomnas (Phantom) Project PowerQuant opened Project Audit Trail Result
ﬂu—...‘ creation, review, and approval of data *
242 0808.2025 10:01:40  Phantomas (Phantom) Project Absolute Quantification created Project Audit Trail Result
fol |OW| n g th e d ua I co ntl’O | p I‘I n C| p | e () 0808.2025 09:3347  Phantomas (Phantom) Device parameters changed for during thed... Device Audit Trail Service
° 08.08.2025 09:33:36 Phantomas (Phantom) Device Virtual iris device of type 96 connecte. Device Audit Trail Operati
typ e
E] 08.08.2025 09:24:32 Phantomas (Phantom) Instrument 3107B-0759 initialized Device Audit Trail Operati
EJDXDX 2025 09:24:32 Phantomas (Phantom) Device 3107B-0759 connected via ush/A\\7\u. Device Audit Trail Operati
Audit trail

Qualification & Validation Services: Simplify
your compliance implementation by using
the 1Q/0Q service for hardware and on-site

Feel Free To Explore — With Compliance Built In BT,

Please sign the action:

&l

Please confirm your credentials to sign:

Username Password
Testuser

Secure compliant gPCR workflows with the optional 21 CFR Part 11 module for

gPCRsoft. Designed to meet regulatory requirements, it ensures traceable and Centralized Data Handling: Securely
manage and store gPCR data in a centralized

database with easy access from multiple
instruments.

Version: Is Current Version

Sign Status  Signatures

Here you can sign the Template

Template Created Checked Released Invalid

Here you can sign the Project

X

auditable data handling—so you can focus on your work with peace of mind.

Project Created Checked Released Invalid

Electronic signatures

Easily meet requlatory requirements with the 21 CFR Part 11 compliance module for the gPCRsoft software. Designed
specifically for use in pharmaceutical and GxP environments, the module guarantees secure, traceable, and documented
handling of electronic records and signatures —from template creation to result approval.

Why 21 CFR Part 11 Compliance Matters n Supported Standards

= Ensured data integrity = FDA 21 CFR Part 11
= |ncreased traceability = GMP/GxP Environments
= Meeting regulatory requirements in development, quality

control, and routine testing




Order Information

Product Item Number Description

21 CFR Part 11 Software Module 844-00703-9 Compliance module for gPCRsoft*

1Q/0Q Hardware Qualification 846-500-900-2-N Qualification service for gTOWERIris hardware
Software Validation Support 846-500-900-4-N On-site software validation assistance

* Requires version 6 to operate.

License & System Requirements

= License bound to instrument serial number(s)
= |jcense can be installed on multiple PCs
= Compatible with qPCRsoft V6 on Windows 11

Learn more about our compliance module
and schedule a demo.

www.analytik-jena.com/qTOWERIiris-CFR
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