Pharmacist | Industry Pharmacist, Quality and Regulatory

FIRSTNAME LASTNAME

Hamburg, Germany | firsthname.lastname@email.com
linkedin.com/in/yourname

Profile

Licensed Pharmacist with seven years of experience, four of them in community pharmacy and
three in pharmaceutical industry quality assurance. Holds the German licence to practise
(Approbation) and has completed the practical training required for the Qualified Person role under
EU law. Reviews batch documentation, handles deviations and change controls and supports
audits by the competent authority. Fluent in German and English.

Career highlights

» Reviewed more than 600 batch records a year for solid oral dosage forms with a first-pass
approval rate of 96 percent.

» Closed a backlog of 85 overdue deviations in five months by introducing weekly triage with
production and QC.

» Prepared the site for a GMP inspection by the regional authority that ended without critical or
major findings.

» Trained 40 production employees on good documentation practice, cutting documentation
errors by roughly a third.

Professional experience

QA Specialist, Batch Review and Release Support March 2023 to present
Mid-sized generics manufacturer (example) Hamburg, Germany

* Review executed batch records and prepare release packages for the Qualified Person.

* Own deviations, CAPA and change controls for two packaging lines in the electronic quality
management system.

» Write and update SOPs for line clearance, reconciliation and documentation.

Pharmacist January 2019 to February 2023
Community pharmacy (example) Libeck, Germany

» Dispensed and checked prescriptions, including compounded preparations under the German
pharmacy regulations.

* Ran the pharmacy's internal quality management and self-inspections.
e Supervised and trained two pharmacy technicians (PTA) and one trainee.

Education

University of Kiel. State examination in pharmacy (Staatsexamen), licence to practise as a
Pharmacist (Approbation), 2018.

Further training

EU GMP basics and advanced course (2023) | Deviation and CAPA management (2024) | Good
documentation practice trainer (2024)

Languages
German (native) | English (business fluent)
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Core competencies

EU GMP Part | and Il | Batch record review | Deviations and CAPA | Change control | Line
clearance | SOP writing | Self-inspections | GMP training | Approbation | SAP QM
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