ZSNTIVA

Pharmacovigilance Specialist - Alvogen Romania (a Zentiva company)

Purpose of the job

We have lunched an internal and external recruitment and selection process for the
position of Pharmacovigilance Specialist in Alvogen Romania SRL. The role will report
to Liliana Gherghe, Head of Medical.

Key Responsabilities:

e Serves as the local PV contact for allocated products for which the company holds
the marketing authorizations, or for which PV department has been designated as
pharmacovigilance lead in a written agreement;

e Reviews, implements and follows local pharmacovigilance procedures;

e Ensures local regulatory requirements in pharmacovigilance are implemented and
processes are compliant with the local PV regulations;

e Ensures the training of all concerned employees and updates the Quality Documents
as per local and corporate procedures;

e Manages local compliance metrics generation, Root Cause Analysis (RCA) & Corrective
Actions Preventive Actions (CAPAs) implementation and related tracking activities
(ICSRs/ PSRs/ HA queries);

e Ensures timely completion of audit and inspection observations in close interaction
with Global /Local Functions.

Job Requirements:

e Medical Doctor, Pharmacist, Pharm D, Veterinary Doctor, Health Sciences PhD, MPh
or Master Degree;

e Strong knowledge and Expertise in national (Pharmacovigilance) regulations and
international regulations as well as industry standards;

e Proficiency in English (verbal and written);

e Interpersonal skills of diplomacy and team player dynamics; knowledge of and
respect for cultural differences; professionalism and arbitration are important;

e Demonstrated problem solving skills, sense of urgency, especially with respect to
enforcing safety rules and global procedures as described in SOPs, Operational Manuals
and Guidance documents. Capacity to work under pressure.

Please send your application or recommendations to cariereromania@zentiva.com
until 25 of September included.

Thank you!
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