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Informace

Datum: 19.06. - 20.06.2024

Misto konani: Univerzita Pardubice
Fakulta chemicko-technologicka
Studentska 573
Pardubice, 53210

Program: 19.06. Laboratorni den / k vybéru z témat
Spolecensky vecer na Zamku Pardubice
20.06. Prednaskovy den
Jazyk: Cesky / anglicky s prekladem

Poplatek: 2.000,-K¢ bez DPH / den / osoba
Moznost vyuzit skupinovou slevu.

Registrace: do 30.05.2024
www.sotax.com/sotax_group/events/jubilejni_x_farmakokineticky seminar

Organizacni vybor

UNIVERZITA
PARDUBICE
FAKULTA
CHEMICKO-

TECHNOLOGICKA

doc. Ing. Alena Komersova, Ph.D.
Univerzita Pardubice, FCHT, Katedra fyzikalni chemie
alena.komersova@upce.cz

sotAX

Ing. Iva Martincova
SOTAX Pharmaceutical Testing s.r.o.
iva.martincova@sotax.com

Mgr. Vladimira Plodikova
SOTAX Pharmaceutical Testing s.r.o.
vladimira.plodikova@sotax.com

Samir Haddouchi
SOTAX Pharma Services
samir.haddouchi@sotax.com




Program

19.06.2024 / Stieda - PRAKTICKA CAST VCETNE PREDNASEK

07:30 - 08:30 Registrace Ucastniki

08:30 - 08:45 Oficialni zahajeni (mistnost C1, pavilon HA - 2. patro)
Univerzita Pardubice, prof. Ing. Libor Capek, Ph.D. (Rektor Univerzity Pardubice)
SUKL, MVDr. Tomé&$ Radiméfsky (Reditel odboru posuzovani preklinické a klinické dokumentace)
SOTAX, Ramsey Khinda (Head of Sales & Marketing Market Unit Europe)

08:45 - 09:00 Rozdéleni do 3 skupin:
Skupina 1: g-doc® v laboratofi / g-doc fyzikalni a/nebo dissoluéni testy.
* Garant: SOTAX

« Spolupracujici: Saneca Pharmaceuticals, Ing. Jana Skodova
Zentiva, Ing. Michaela Dubovska

Skupina 2: g-doc® ve vyrobé / gq-doc® fyzikalni testy.
e Garant: SOTAX
» Spolupracujici: Teva Czech Industries, Pavel Rychly
Kayaku Safety Systems Europe, Josef Adamec

Spole¢nym tématem obou skupin 1a 2 bude téma propojeni g-doc® / LIMS s automatickym
exportem dat / paperless laboratory.

e Garant: SOTAX

e Spolupracujici: Granteam, Ing. Lukas Dvorak

Skupina 3: Formulaéni postupy zamérené na API s vyuzitim disolu¢nich systému,
zahrnujici ukazku tisku 3D kapsli.

Ugastnici této treti skupiny projdou véechna jednotlivé laboratorni témata:
(Prednasky k laboratornim tématim budou probihat v mistnosti C1, pavilion HA — 2. patro.)

Téma: ZlepsSovani rozpustnosti u¢innych latek

e Garant: Zentiva, Pawel Stasiak, Ph.D., Ing. Jan VySohlid

» Spolupracujici: Univerzita Pardubice, Ing. Marie Nevyhosténa

Téma: Viiv fyzikalnich viastnosti substance naplnéné do tvrdych tobolek na
disoluci.

e Garant: Masarykova univerzita, Farmaceuticka fakulta, doc. PharmDr. Ales$ Franc, Ph.D.

» Spolupracujici: Masarykova univerzita, Farmaceuticka fakulta, Mgr. Nicole Fulépova, PharmDr.
a PharmDr. Tomas Bilik

Téma: Laboratorni technika k vyse uvedenym tématum -
Disoluce USP 1,2,4 / API - Prava disoluce / Zdanliva disoluce
e Garant: SOTAX, Samir Haddouchi / Michel Magnier
e Spolupracujici: Zentiva, RNDr. Ludmila Butzkova
Téma: 3D tisk enterosolventnich tobolek na bazi biopolymert
e Garant: Univerzita Pardubice, Ing. Kevin Matzick

Masarykova univerzita, PharmDr. Jan Elbl, Ph.D.
» Spolupracujici: Univerzita Pardubice, doc. Ing. Alena Komersova, Ph.D.
Masarykova univerzita, doc. Mgr. Jan Muselik, Ph.D.

09:00 - 10:30 Prakticka cast vCetné prednasek
10:30 - 11:00 Prestavka na kavu

11:00 - 13:00 Prakticka ¢ast v€etné pfednasek
13:00 - 14:00 Pfestavka na obéd

14:00 - 16:00 Prakticka ¢ast véetné prednasek
16:00 - End  Zavérecné slovo, obcerstveni, diskuse

19:00 - 22:00 Welcome drink a spoleCensky vecer na Zamku Pardubice.
Pro zajemce zajisténa prohlidka zamku od 17. hod.




20.06.2024 / Ctvrtek - PREDNASKY S NAVAZUJICiMI TEMATY

07:30 - 08:30

Registrace tc¢astniki

08:30 - 08:45

Oficialni zahajeni (mistnost C1, pavilon HA - 2. patro)
Seminafem Vas budou provazet:
» Univerzita Pardubice, doc. Ing. Alena Komersova, Ph.D.
(prodékanka FChT, Katedra fyzikalni chemie)
« SUKL, Ing. Blanka Hirschlerovéa (Reditelka odboru posuzovani farmaceutické dokumentace)
» SOTAX, Ramsey Khinda (Head of Sales & Marketing Market Unit Europe)
e SOTAX, Ing. lva Martincova (Director CZ & SK)
» SOTAX, Samir Haddouchi (Managing Director Pharma Services)

08:45 - 09:45

Pfednaska - prof. Ing. Frantisek Stépanek, Ph.D. / VSCHT Praha (poslucharna C1)

Formulaéni pristupy pro obtizné rozpustné ucinné latky a inovativni metody testovani jejich
disolu¢nich vlastnosti a dezintegrace.

Klicova slova:

amorfni tuhé roztoky, SMEDDS systémy, mezoporézni nosi¢e, nanosuspenze, reaktivni disoluce,
disoluce s permeaci, disoluce s absorbci, kinetika samoemulzifikace, kinetika rozpadu a
analyza dezintegrac¢nich fragment(, pokroc&ilé zobrazovaci metody.

09:45 -10:15

Prestavka na kavu

10:15 - 10:45

Reference z priimyslu - Ing. Josef Beranek, Ph.D., Zentiva

10:45 - 11:00

Reference z priimyslu — Samir Haddouchi, SOTAX

11:00 - 11:30

Expert Panel - Samir Haddouchi & Michel Magnier, SOTAX

11:30 - 12:30

Prestavka na obéd

12:30 - 13:30

Kombinovana prednaska — Rui Fraga / Michael Rentmeister / Iva Martincova /
Pavel Ondrejé¢ek / SOTAX (poslucharna C1)

Data Management System g-doc®
Take control of your data with g-doc® software. Built-in compliance and efficient recording,
protocolling, and analysis of test data from more than 35 different instrument types.

KliCova slova:
Paperless for IPC / QC / RD laboratory, data export, LIMS / MES, data integrity, CFR 21 &ast 11,
data trending, CP / CPK stability index, disolu¢ni vypocty.

13:30 - 14:00

Reference z pramyslu: Ing. Daniel Brychta, Teva Czech Industries

14:00 - 14:30

Reference z priimyslu: Josef Adamec, Kayaku Safety Systems Europe

14:30 - 15:00

Ukazka nové generace Waters HPLC - Alliance iS se SOTAX Xtend™ offline automatizovanou
sestavou, se spoleénym propojenim pies platicka.
Waters, Ing. Marek Exner

Spotirebni material, s vyuzitim v sestavach firmy SOTAX.
SIOT Trade, Ing. Petra Vejnoskova

15:00 - End

Zavérecné slovo, obcerstveni, diskuse




Programme

19.06.2024 / Wednesday - PRACTICAL PART INCLUDING LECTURES

07:30 - 08:30 Registration of participants

08:30 - 08:45 Official opening (room C1, pavilion HA - 2nd floor)

University of Pardubice, prof. Ing. Libor Capek, Ph.D. (Rector University of Pardubice)

SUKL, MVDr. Tomas Radimétsky (Director of Non-Clinical & Clinical Assessment Department)
SOTAX, Ramsey Khinda (Head of Sales & Marketing Market Unit Europe)

08:45 - 09:00 Division into 3 groups:
Group 1: g-doc® in the lab / g-doc® for physical and/or dissolution tests.
» Speaker: SOTAX .
» Collaborator: Saneca Pharmaceuticals, Ing. Jana Skodova
Zentiva, Ing. Michaela Dubovska
Group 2: g-doc® in production / g-doc® for physical tests.
e Speaker: SOTAX
e Collaborator: Teva Czech Industries, Pavel Rychly
Kayaku Safety Systems Europe, Josef Adamec
The common theme of group 1and 2 will be g-doc® / LIMS with automatic data export /
paperless laboratory.
e Speaker: SOTAX
e Collaborator. Granteam, Ing. Lukas Dvorak
Group 3: Formulation techniques targeting APIs including dissolution techniques
and 3D capsule printing
Participants of Group 3 will go through each one of the following lab topics:
(Lectures for each topic will be held in room C1, pavilon HA - 2nd floor.)
Topic: Improving the solubility of effective substances
e Speaker: Zentiva, Pawel Stasiak, Ph.D., Ing. Jan VySohlid
e Collaborator: University Pardubice, Ing. Marie Nevyhosténa
Topic: Influence of physical characterics of API filled in hard capsules on
dissolution.
e Speaker: Masaryk University, Pharmaceutical Faculty, doc. PharmDr. Ales§ Franc, Ph.D.
e Collaborator: Masaryk University, Pharmaceutical Faculty, Mgr. Nicole Fllépova, PharmDr.
a PharmDr. Tomas Bilik
Topic: Laboratory Techniques for the above topics -
Dissolution USP 1, 2, 4 / API - Intrinsic Dissolution / Apparent Dissolution
e Speaker: SOTAX, Samir Haddouchi / Michel Magnier
e Collaborator. Zentiva, RNDr. Ludmila Butzkova
Topic: 3D printing of enterosolvent capsules based on biopolymers
e Speaker: University of Pardubice, Ing. Kevin Matzick
Masaryk University, PharmDr. Jan Elbl, Ph.D.
e Collaborator: University of Pardubice, doc. Ing. Alena Komersova, Ph.D.
Masaryk University, doc. Mgr. Jan Muselik, Ph.D.
09:00 - 10:30 Practical part including lectures
10:30 - 11:00 Coffee break
11:00 - 13:00 Practical part including lectures
13:00 - 14:00 Lunch break
14:00 - 16:00 Practical part including lectures
16:00 - end  Closing remarks, refreshments, and networking
19:00 - 22:00 Welcome drink and social event at Pardubice Castle from 19:00 h.

For those interested, a tour of the castle is offered starting at 17:00 h.




20.06.2024 / Thursday - LECTURES WITH FOLLOW-UP TOPICS

07:30 - 08:30

Registration of participants

08:30 - 08:45

Official opening (room C1, pavilion HA - 2nd floor)
The seminar will be guided by:
» University of Pardubice, doc. Ing. Alena Komersova, Ph.D.
(Vice-Dean FChT, Departmen of Physical Chemistry)
e SUKL, Ing. Blanka Hirschlerova (Director of Pharmaceutical Assessment Department)
» SOTAX, Ramsey Khinda (Head of Sales & Marketing Market Unit Europe)
e SOTAX, Ing. Ilva Martincova (Director CZ & SK)
+ SOTAX, Samir Haddouchi (Managing Director Pharma Services)

08:45 - 09:45

Lecture of prof. Ing. Frantisek Stépanek, Ph.D. / VSCHT Prague - lecture room C1)

Formulation approaches for poorly soluble active ingredients and innovative methods for
testing their dissolution and disintegration properties.

Keywords:

Amorphous solid solutions, SMEDDS systems, mesoporous supports, nanosuspensions,
reactive dissolution, dissolution with permeation, dissolution with absorption, disintegration
kinetics and analysis of disintegration fragments, advanced imaging methods.

09:45 -10:15

Coffee break

10:15 - 10:45

References from industry — Ing. Josef Beranek, Ph.D., Zentiva

10:45 - 11:00

References from industry - Samir Haddouchi, SOTAX

11:00 - 11:30

Expert Panel - Samir Haddouchi & Michel Magnier, SOTAX

11:30 - 12:30

Lunch break

12:30 - 13:30

Combined lecture - Rui Fraga / Michael Rentmeister / lva Martincova /
Pavel Ondrej¢ek / SOTAX - lecture room C1

Data Management System g-doc®
Take control of your data with g-doc® software. Built-in compliance and efficient recording,
take control, and analysis of test data from more than 35 different instrument types.

Keywords:
Paperless for IPC / QC / RD laboratory, data export, LIMS / MES / ERP, data integrity,
CFR 21 Part 11, data trending, CP / CPK stability index, dissolution calculations.

13:30 - 14:00

References from Industry: Ing. Daniel Brychta, Teva Czech Industries

14:00 - 14:30

References from Industry: Josef Adamec, Kayaku Safety Systems Europe

14:30 - 15:00

Demonstration of the new generation of Waters HPLC - Alliance iS with automated
SOTAX Xtend™ offline setup with shared vial plates.
Waters, Ing. Marek Exner

Consumables used in SOTAX assembilies.
SIOT Trade, Ing. Petra VVejnoskova

15:00 - end

Closing remarks, refreshments, and networking




Poznamky




Organized by:

UNIVERZITA
PARDUBICE

FAKULTA sotAx
CHEMICKO-

TECHNOLOGICKA



