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About the Role

Key Responsibilities

* Plan, lead, and execute GMP audits across global operations and external partners.

» Assess compliance with regulations, quality standards, procedures, and guidance documents.
» Document audit observations, prepare reports, and communicate findings to stakeholders.

» Review and approve corrective and preventive action plans addressing audit findings.

* Provide expert guidance andtraining on audit activities.

« Escalate critical compliance issues and supporttimely mitigation activities whenrequired.

» Maintain expertise in evolving regulations, industry standards, and quality expectations.
Essential Requirements

*Degree in Chemistry, Pharmacy, Biology, Engineering, or another related scientific discipline; other degrees with relevant
experience may be considered.

*Minimum 10 years of broad experience in the pharmaceutical or medical device industry, including QA/QC management
and manufacturing, development, or other relevant experience such as working at a regulatory health authority.

*Expertise in at least one of the following areas: drug product (DP) manufacturing, biologics, sterile manufacturing,
laboratories, microbiology, packaging, active pharmaceutical ingredients (API), excipients, medical devices, computer
system validation, or quality systems.

*Excellent knowledge of regulatory requirements, with experience and/or interaction with local Health Authorities and
sporadically with other Health Authorities; sound and practical judgement in the interpretation and application of regulations
and standards.

+Strong interpersonal skills, including diplomacy, persuasion, and stakeholder management.
*Willingness to travel approximately 60% globally.

*Advanced oral and written English communication skills.

Desirable Requirements

« 3 years auditing experience

* Proficiency in an additional language such as German, French, Italian, Chinese, or Spanish.

Commitment to Diversity and Inclusion
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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 work with and provide 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 tas.mexico@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

Quality

Location

LOC_MX

Site

INSURGENTES
Company / Legal Entity
MX06 (FCRS = MX006) Novartis Farmacéutica S.A. de C.V.
Functional Area
FCT_QA

Job Type

Full time

Employment Type
Regular

Shift Work

No
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