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Quality Management
System Partner

Elevating Quality Management:
Digitally-Empowered Quality Management Systems

Build Trust from the Inside Out: A Proactive Approach to
GxP Compliance.
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Manual Quality Management Systems (QMS) are reactive, slow, and a constant
source of audit anxiety. The future of quality management is proactive, predictive,
and digitally integrated.

Quality Management System

GenBioCa helps you transition to a modern, digital QMS that automates workflows,
improves data visibility, and ensures continuous audit readiness. We embed digital
tools into your processes, helping you achieve and maintain GxP, FDA, and ISO
compliance with a level of control you've never had before. This is about building an
organization-wide culture of quality and trust.

Elevate Quality & Compliance: Digitally-Driven QM for
Pharma & Healthcare

GenBioCa offers comprehensive Quality Management Services, uniquely powered by
integrated digital technology for the Pharmaceutical and Healthcare industries.

We move beyond traditional methods to ensure proactive compliance, operational
excellence, and enhanced patient safety.

The GenBioCa Advantage: Digitally-Empowered Quality

We seamlessly integrate cutting-edge digital tools into your quality systems,
enhancing visibility, automating workflows, and improving data integrity. Our approach
ensures compliance with:

« GxP and FDA regulations
* ISO standards (?ncluding 9001, 14001, and 45001)

This commitment to quality is validated by our own focus on compliance, fostering a
culture of continuous improvement.
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Our Intelligent Quality Management Services

Digital QMS Implementation & Optimization:
Leveraging digital platforms for streamlined document control, CAPA, change
control, and non-conformance management.

Tech-Enabled GxP Compliance & Audit Support:
Expert guidance and digital tools for audit readiness and efficient management of
findings from FDA/EMA inspections.

Data-Driven Risk Management & Mitigation:
Utilizing analytics and digital tools for effective, predictive quality risk identification
and management.

Integrated Supplier Quality Management:
Managing and monitoring supplier programs through collaborative digital platforms
for enhanced oversight.

Digital Delivery Training & Development:
Customized training on QM principles and the effective use of digital QMS tools.

Analytics-Driven Continuous Improvement:
Identifying and implementing process enhancements using data insights to drive
operational excellence.

Technology-Leveraged Regulatory Consulting:
Expert guidance and digital tools for efficient submissions and compliance with
evolving global regulations.
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Benefits of Choosing GenBioCa

Proactive Regulatory
Compliance:

Achieved through
digitally-driven and
predictive processes.

Reduced Risk & Improved
Patient Safety:

Delivered through
data-driven
quality systems.

Enhanced Operational
Efficiency:

Boosted via automation
and streamlined
workflows.

Faster Audit Readiness &
Successful Inspections:

Guaranteed with
digitized documentation

and compliance visibility.
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Improved Data
Visibility & Integrity:

Ensured with
centralized digital
platforms and
full traceability.

Scalable & Adaptable
Solutions:

Tailored to integrate
seamlessly with your
organization’s
specific needs.

Ready to Transform Your Quality Management?

Contact us today to build a proactive, digitally-empowered QMS that
guarantees compliance and drives operational excellence.
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Our Offices

Website
www.genbioca.com

Enquiry
gbc(@genbioca.com




