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About the Role

Major accountabilities:

« Lead end-to-end technology transfer and product launch activities with external manufacturing partners, ensuring
successful execution of process, technology, analytical, and validation deliverables.

« Manage cross-functional technical projects, driving timelines, milestones, quality, budget, and stakeholder alignment
throughout the product lifecycle.

o Support CMO selection and assess technical capabilities to ensure the right manufacturing fit for product transfers and
commercial supply.

o Define, execute, and document transfer, validation, and process verification strategies, including transfer protocols,
reports, regulatory, feasibility, and validation batches.

« Provide manufacturing science and technology expertise to resolve deviations, investigations, OOS/OOE events,
technical complaints, and complex manufacturing challenges.

« Maintain products in a validated state through ongoing process monitoring, Continued Process Verification (CPV),
annual reviews, and data-driven performance trending.

o Assess the impact of manufacturing changes and ensure appropriate technical risk management, validation, and
regulatory compliance.

o Lead technical CAPA definition, implementation, and effectiveness tracking arising from deviations, APR/PQR reviews,
and process performance assessments.

o Drive process optimization, continuous improvement, remediation activities, and operational excellence initiatives to
enhance product quality and manufacturing robustness.

o Ensure compliance with cGMP, HSE, quality, and regulatory requirements while maintaining technical knowledge and
process expertise throughout the commercial product lifecycle.

Essential requirements:

o MSc Degree in Organic Chemistry or any other Chemistry related degree.

o Proven solid experience in technology transfer, process validation, product lifecycle management, and technical
support within pharmaceutical manufacturing.

o Strong knowledge of cGMP, regulatory requirements, quality systems, deviations, CAPAs, change control, and
process validation.

o Experience working with external manufacturing organizations (CMOs) and leading cross-functional collaborations in a
global environment.

o Excellent communication, stakeholder management, negotiation, and technical documentation skills, with the ability to
influence and collaborate across multiple functions.

Commitment to Diversity and Inclusion
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Novartis is committed to building an outstanding, inclusive work environment and diverse team 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.

Role Requirements

Division

DIV_TO

Business Unit

Production / Manufacturing
Location

LOC_IN

Site

Mumbai (Head Office)
Company / Legal Entity
IN10 (FCRS = IN010) Novartis Healthcare Private Limited
Functional Area

FCT_TO

Job Type

Full time

Employment Type

Regular

Shift Work

No
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