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ROLE WITHIN THE INDUSTRY

How do we develop a new product?

Intellectual
Property
Quality
Assurance ?%5
R&D PM

Pharmaceutical
Development

Regulatory Affairs
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QUALITY ASSURANCE

Objective is to

prevent mistakes

and defects in manufactured

products and avoiding
problems when
delivered products

v

According
regulations v
GMP

Patient Safety v

and Efficacy Manufacture
Good products

v

From Factory to
Patients, all shelf life

mbelieve in life

(Galeniciim
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ONE DAY IN THE OFFICE

—— ———
Deviations P roduct r)uﬂlﬂi‘, review (POR)

JptllTial study GEsIgrils
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QA OFFICER ROLES

QA Compliance
PQR — Statistical
* Change Control
* Computer System Validation
* Audit Management (Self inspections - Suppliers)

R&D QA

QA Release

* Manufacturing Deviations
* Release of Batches

* Complaints

Wholesalers (GDP)

QA Laboratories
* OOS Management

© 2023 | GALENICUM ECOSYSTEM | CONFIDENTIAL 14/03/2023




QUALITY ASSURANCE

Development Launch Marketing Withdrawn

Life-cycle management

IR | ——)

R&D QA QA Release

QA Distribution

QA Compliance
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WHAT IS THE MARKET LOOKING FOR

O
O .
NS

Soft Skills

« Systematic

* Responsible

« Common sense

* Curious & Perseverant

« Autonomous when needed
« Time management

* Problem solver

* Negotiation Skills
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Technical Skills

* GxP guidelines

* ICH guidelines

L
afe

Languages

* Fluent in English
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MERCI

GRACIAS




