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PERFORMANCE MATTERS
College of Pharmacists University of Medicine and Pharmacy Romanian Academy
in Romania “Carol Davila” Bucharest Section of Medical Sciences OF Systems

Center for Drug Sciences

announce the organization of

The Fifth Edition of
The International Conference
“From Science to Guidance and Practice”
31* October - 01® November 2019, Bucharest, Romania

The College of Pharmacists in Romania, Center for Drug Sciences, the Romanian Academy, Section
of Medical Science and O.F. Systems, organize the fifth edition of the International Conference
“From Science to Guidance and Practice”.

Subjects of this year conference will debate dissolution regulatory requirements, comparison
between US FDA and EMA dissolution curves, setting correct dissolution specifications and benefits
of automatizations. Other important subjects will focus on characterization of physical and chemical
material properties, under precise controlled conditions.

The conference has been credited by the College of Pharmacists in Romania with 16 EFC Credits
Chairmen
Prof. Jean-Michel Cardot Prof. Victor A. Voicu

Dr. Johannes Kramer Prof. Dumitru Lupuleasa

Scientific committee

Prof. Jean-Michel Cardot Prof. Victor A. Voicu

Dr. Johannes Kramer Prof. Dumitru Lupuleasa
Prof. Andrei Valentin Medvedovici Dr. Dalia Simona Miron

Dr. Flavian Stefan Radulescu M.Sc. Catalin Dumitru Mirica
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Day 1: October 31 2019

Registration of participants
Opening ceremony

Comparison of the regulatory requirements to compare dissolution
curves between US FDA and EMA

Prof. Jean-Michel Cardot

Université Clermont Auvergne, France

Setting Meaningful Dissolution Specifications
Dr. Johannes Kramer

Q&A Session

Coffee break

How to prove that dissolution reflect in vivo: apparatus, media
selection

Prof. Jean-Michel Cardot

Université Clermont Auvergne, France

EMA Draft guideline on quality and equivalence of topical products.
The role of in vitro methodologies

Dr. Flavian Stefan Radulescu

Center for Drug Sciences, University of Medicine and Pharmacy Carol Davila
Bucharest

Principles and benefits of Dissolution automation
Michel Magnier
Product Manager Dissolution USP 4, SOTAX AG

Open discussions with speakers of the morning session

Lunch

The "legend" of peak purity check in HPLC/DAD!
Prof. Andrei Valentin Medvedovici
University of Bucharest

Purification with Flash Chormatography & Prep HPLC
Senol Sen
Area Sales Manager, BUCHI Labortechnik AG

Understanding laboratory data integrity in thermal analysis
Beat Flachsmann
Head of Business Area Laboratory, Mettler-Toledo Sales International GmbH
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Day 1: October 31 2019

6 points to consider when purchasing a constant climate chamber in the
pharmaceutical industry

Artur Strzalkowski

Field Sales Manager CEE, BINDER GmbH

Q&A Session

Coffee break

Hands-on session
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Day 2: November 1; 2019

Data Integrity. LabX solution for automated data integrity
Wojciech Czerwinski
Global Software Solutions Specialist, Mettler-Toledo

In vitro release methodologies for rectal suppositories
Dr. Dalia Simona Miron, Dr. Flavian Stefan Radulescu
CedS, University of Medicine and Pharmacy Carol Davila Bucharest, Romania

USP on Dissolution related Chapters, Processes and Resources
Alex Fiechter
Senior Strategic Customer Development Manager, USP, Switzerland

Coffee break

Thermal analysis in the field of pharmaceuticals
Beat Flachsmann
Head of Business Area Laboratory, Mettler-Toledo Sales International GmbH

Investigation of viscoelastic properties of cosmetic and
pharmaceutical formulations

Dr. Eng. Ansgar Frendel

Senior Channel Manager

Materials and Structural Analysis | Material Characterization Thermo Fisher
Scientific

Q3 similarities. Regulatory requirements and relevance

Dr. Flavian Stefan Radulescu

Center for Drug Sciences, University of Medicine and Pharmacy Carol Davila
Bucharest

Lunch

Q&A and Hands-on sessions

Closing ceremony

Conference location:

Ramada Bucharest Parc Hotel, Bd. Poligrafiei 3-5, sector 1, Bucuresti

Va rugam sa confirmati participarea la conferinta la adresa de email:
catalina.urs@ofsystems.ro

Va multumim!



