Module-Lal

Modula-Lab Softwar— Guideline Competen:

The Modular-Lab Software combines easy programwing self-explanatory graphical user
interface with the highest standards compliant MR; cGMP, GAMP 4/5 and 21 CFR part 11
regulations. Access control with four defined sgcuevels meets all demands for the
security of the process data and the applicatieesje setup. The logging of all system and
user operations runs fully automatically in Auditls.

Features of the Modular--Lab Software

Programming a Process:

- Simple drag & drop of graphical symbols

- Macro-Wizard for programming of each proceg
step including its parameters

- Process steps are graphically visualized in a
Flowchart

Additional Features:

- Manual and automatic control of programmed
Modular-Lab processes )

- Database will be automatically downloaded fromT—
PLC onto notebook after each project download

- System status messages

- Errors and other comments pertaining to specific
process steps are displayed in a separate message
window
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- expires after 30 days
- 3 possible logins after expired date
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Audit Traiils

Process data

- Process steps (automatic & manual mode)

- Sensor data (activity, pressure, temperature, etc.)

User

- Creating and deleting

- Login (successful yes/no) and Logout
- Changing password

Download programs

Errors and Messages

i Modular-Lab, view audittrails
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Generating and Printing Reports

Process data

- Batch Report (incl. process steps, required time pe
step, Object ID, e.g.)

- Sensor data (activity, pressure, temperature, etc.

- Audit Trails

- Process Scheme
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