Controlled Quality Training records

Documents Processes and Profiles
-SOPs - CAPA - Courses
- Test Methods -Change Control -SOPs
*Specs - Deviations -On-the-job
-Protocols -Complaints -And more
-And more -And more

The easiest QMS software to operate  solabs.com




E-QMS system specifically

ONE core SOLABS offers an integrated software solution which helps improve Quality operations and
processes, and provides critical compliance with 21 CFR part 11 and other regulatory require-
SOftware ments. The SOLABS solution has proven to be easy to use, operate and maintain. SOLABS has
SyStem been a market leader in Canada by deploying best in class Quality solutions exclusively for the
Life Sciences market for more than ten years. SOLABS delivers a complete solution including
validated software, services and support in a simple, cost-effective manner.

once. Companies choose SOLABS because:

- We understand requlations and best practices related to Life Sciences organizations

- We adapt processes such as CAPA and Change Control to their practice and not vice-versa
- We manage implementation projects and actively support validation efforts

- We offer data migration services

+ We train coordinators and system administrators
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Integrated system to manage Quality Processes, Controlled Documents
and Trainings Records in one user-friendly interface.

Controlled documents
management

Quality processes
management

(CAPA, Change Control, Deviations, Complaints (SOPs, Test Methods, Specs, Protocols and more)

and more)

+ Processes have a life; they are opened or closed
(visibility)

- Reporting is easy, reports are clear (annual
product review)

+ The electronic form builds itself as you fill in the
data, in sync with the advancement of the
process.

-+ Workflows are graphically represented in a
flowchart real time indication of where the
process is at.

+ You only see what you need to fill out in forms.

+ Return to initiator for changes instead of having
to do it yourself (JBPM-real business process
engine)

+ From the moment a process is created it is
indexed-searchable

- Integration with an ERP system ex: extract lot
numbers

+ Initiation from an external source ex: scan form

starts process automatically
- Attach documents to processes + secondary

- Only publishes the approved & effective

document

+ Converts every document in a PDF format

with an electronic signature stamp on the PDF

+ Part 11 compliance to control documents. All

stays in 1 system, no more scanning after
signing

- Review cycle is open: reviewers can add comments

on the previous reviewers commented version

- Search tool: find @ document by content or

attribute

- An inventory of all active documents is

available at all times

- Can be interface with SharePoint
+ The document change control process, manages

from A to Z all the steps of the change request to
publishing including training if applicable

- Data migration services, allows to upload

batches of data with a simple excel template

Training records and

tasks (not planed at first) all linked together prOfiles management

- Assign tasks to individuals, groups of your
choice for each process. Processes are not

(Courses, SOPs, On-the-job and more)

pre-configured in advance (investigator,
reviewer and approver)

- Notification on particular events to individuals
that are not involved in the process

- Supervisor acknowledgement, approval based
on the identity of the initiator

- Delegation of tasks

- Training records are integrated with documents

requiring training

- Training profiles based on job functions
- Stores the history of training records

+ Electronic confirmation of training for

trainees & trainers



With SOLABS QM

e Improve regulatory compliance
Controlled

e Improve productivity
Documents

e Reduce operational cost
¢ Reduce reactionary culture

e Reduce time spent on preparing
quality metrics
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Quality
Processes

Visit solabs.com and find :

- Product specifications
- Video presentations

- Case studies

- White papers

- Tools to initiate your project
. Industry events dates
- Webinars dates
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