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-Provide quality assurance expertise, guidance and support to operational activities in development
and research organizations to ensure compliance with applicable regulatory requirements and
Novartis procedures and quality standards. Manage projects, including Quality Plan initiatives, and
processes that support quality objectives to assure their compliance with GxP regulations.

About the Role
Key Responsibilities

¢ Support maintenance of the regulatory-required files for health authority inspections and
assist with health authority inspection management -Support generation of Quality Plans (and
review other plans for quality/safety aspects) for clinical programs -Support initiatives to
maintain or improve quality performance and compliance of operational activities including
risk management, health authority reporting, IT systems



* Support initiatives focused on quality, process and compliance improvement, including
identification of opportunities and develop strategies aimed at improving quality while
ensuring compliance with regulatory requirements.

¢ Ensure information gained during quality and compliance initiatives, as well as audit and
assessment results, are evaluated to identify any regulatory, compliance and QA training
needs

¢ Aid in the identification of quality issues and assist with root cause investigations and Support
the development of corrective and preventative action plans (CAPA), including monitoring
status to Ensure issues are addressed, completed and documented.

* Provide assistance in the remediation of deviations, Ensure follow up and monitoring of
associated corrective and preventive actions.

* Manage and Support quality aspects of projects and activities, including those related to third
parties, analytical instruments, manufacturing equipment, quality plans, training, IT
validations, etc.

* Review and approve quality deliverables to ensure compliance (including procedures,
records, third party work, contractors, clinical trial material, components, gap assessments )
-Reporting of technical complaints / adverse events / special case scenarios related to
Novartis products within 24 hours of receipt -Distribution of marketing samples (where
applicable)

Minimum Requirements:

* Minimum of 8-10 years in QA & Analytical experience
¢ Qualification- Any science background is preferred B.Pharm/ M.Pharm/M.Sc

Why Novartis:

Our purpose is to reimagine medicine to improve and extend people ”s lives and our vision is to
become the most valued and trusted medicines company in the world. How can we achieve this?
With our people. It is our associates that drive us each day to reach our ambitions. Be a part of this
mission and join us! Learn more here: https://www.novartis.com/about/strategy/people-and-culture

You~ll receive: You can find everything you need to know about our benefits and rewards in the
Novartis Life Handbook. https://www.novartis.com/careers/benefits-rewards

Commitment to Diversity and Inclusion:
Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.

Accessibility and accommodation

Novartis is committed to working with and providing reasonable accommodation to individuals with
disabilities. If, because of a medical condition or disability, you need a reasonable accommodation for
any part of the recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to diversityandincl.india@novartis.com and let us know the nature of your request and
your contact information. Please include the job requisition number in your message

Join our Novartis Network: If this role is not suitable to your experience or career goals but you wish
to stay connected to hear more about Novartis and our career opportunities, join the Novartis
Network here:

https://talentnetwork.novartis.com/network



Why Novartis: Helping people with disease and their families takes more than innovative science. It
takes a community of smart, passionate people like you. Collaborating, supporting and inspiring each
other. Combining to achieve breakthroughs that change patients” lives. Ready to create a brighter
future together? https://www.novartis.com/about/strategy/people-and-culture

Join our Novartis Network: Not the right Novartis role for you? Sign up to our talent community to stay
connected and learn about suitable career opportunities as soon as they come up:
https://talentnetwork.novartis.com/network

Benefits and Rewards: Read our handbook to learn about all the ways we ” Il help you thrive personally
and professionally: https://www.novartis.com/careers/benefits-rewards
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Accessibility and accommodation

Novartis is committed to working with and providing reasonable accommodation to individuals with
disabilities. If, because of a medical condition or disability, you need a reasonable accommodation for
any part of the recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to diversityandincl.india@novartis.com and let us know the nature of your request and
your contact information. Please include the job requisition number in your message.

Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.
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