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Program

16.06. & 17.06.2022 / Ctvrtek & Patek

Univerzita Pardubice, Fakulta chemicko-technologicka,
Studentska 573, Pardubice, budova FCHT v mistnosti C1m, pavilon HA - 2.patro

7:30 - 8:30 Registrace uc¢astniku

8:30 - 9:00 Oficialni zahajeni
Univerzita Pardubice, prof. Ing. Libor Capek, Ph.D.,
rektor Univerzity Pardubice

9:00 -10:00 Rozdéleni do jednotlivych skupin laboratorni praxe, prakticka ¢ast I.

10:00 - 10:30 Prestavka na kavu

10:30 -12:30 Pokracovani laboratorni praxe, prakticka ¢ast Il.

12:30 -13:30 Obéd

13:30 - 15:00 Pokracovani laboratorni praxe, prakticka ¢ast lll.

14:30 - 16:00 Panelova diskuse, zavérecné slovo, obcerstveni




Program

16.06. & 17.06.2022 / Thursday & Friday

Speakers will be at University Pardubice, Faculty Chemical Technology,
Studentska 573, Pardubice, Room C1/ HA - 2. floor

7:30 - 8:30

Customer Registration

8:30 - 9:00

Official introduction
University Pardubice, prof. Ing. Libor Capek, Ph.D.,
rector University Pardubice

9:00 - 10:00

Division into individual groups of laboratory practice, practical part I.

10:00 - 10:30

Coffee break

10:30 - 12:30

Continuation of laboratory practice, practical part Il.

12:30 - 13:30

Lunch

13:30 - 15:00

Continuation of laboratory practice, practical part lll.

14:30 - 16:00

Panel discussion, closing remarks, Coffee break




Program jednotlivych skupin/ Program of individual groups

1. skupina: Vliv komprese na fyzikalni vlastnosti tablet / Pawel Stasiak, Ph.D. / garant
Spolupracujici: Ing. Michaela Dubovska, PharmDr. Pavel Ondrejcek
Group 1: The effect of compression on the physical properties of tablets / Pawel Stasiak, Ph.D. /

guarantor

Collaborator: Ing. Michaela Dubovska, PharmDr. Pavel Ondrejcek

Pawel Stasiak, Ph.D.
Pharma Development Director

Zentiva, k.s.

U Kabelovny 130,

CZ-102 37 Praha 10
pawel.stasiak@zentiva.com

Prakticky seminafr bude zaméfen na labora-
torni vyrobu a mezioperaéni kontrolu tablet.
Na stolni tabletovac¢ce si vyrobime tablety
obsahujici rizné pomocné latky a pomoci
vhodnych pfistroja (rozpadostroj, pevnostroj,
méfeni odéru) zhodnotime jejich zakladni
fyzikalni vlastnosti. Budeme diskutovat vliv
procesnich parametrll a sloZeni a jejich vliv na
fyzikalni vlastnosti a také potencionalni vliv na
invivo chovani.

Practical seminar will be focused on laboratory
manufacturing and control of tablets. Using
single punch laboratory press, tablets contain-
ing different excipients will be manufactured
and their basic properties will be evaluated
using appropriate methods (disintegration,
hardness, friability). Influence of process
parameters and product composition on
properties of the drug form, including potential
in vivo performance will be discussed.



2. skupina: Vyuziti pratokové disoluce pro razné typy LF / Michel Magnier / garant
Spolupracujici: RNDr. Ludmila Butzkova, PharmDr. Zdenék Osi¢ka, PharmDr. Pavel Ondrej¢ek
Group 2: Use of flow dissolution for different types of LF / Michel Magnier / guarantor
Collaborator: RNDr. Ludmila Butzkova, PharmDr. Zdenek Osi¢ka, PharmDr. Pavel Ondrejcek

Michel Magnier
Product Manager Dissolution USP 4

SOTAX AG

Nordring 1,

CH-4147 Aesch
michel.magnier@sotax.com

Prato¢nou disoluci Ize vyuzit na testovani
Siroké skaly riznych LF od tablet/tobolek pres
suspenze, mikrocastice, Cipky a jiné LF v€etné
zdravotnickych prostiedku. V ramci této
pracovni skupiny budeme pouzivat rizné typy
disolu¢nich cel v SOTAX CE 7smart systému,

a to jak v oteviené, tak uzavrené konfiguraci

s UV/VIS on-line detekci. Soucasti programu
bude sestavovani cel, jejich aplikacni vyuziti
vEetné postupu vyvoje vlastni metody. Ukazka
na polotuhém pfipravku bude zahrnovat ses-
taveni cely v¢. inkorporace |Ié¢ivého pfipravku
do semisolid adaptéru, pfipravu vhodné mem-
brany a vlastni disoluéni testovani.

Flow dissolution can be used to test a wide
range of different LFs from tablets / capsules
to suspensions, microparticles, suppositories
and other LFs, including medical devices.
Within this working group, we will use
different types of dissolution cells in the
SOTAX CE 7smart system, both in open and
closed configurations with UV / VIS online
detection. The program will include the
compilation of duties, their application,
including the process of developing your
own method. The demonstration on the
semi-solid preparation will include the as-
sembly of the cell incl. incorporation of the
medicinal product into the semisolid adapter,
preparation of a suitable membrane and own
dissolution testing.



3. skupina: Vyhodnocovani a porovnavani disolu¢nich profilt / Mgr. Jifi Haman / garant
Spolupracujici: doc. Alena Komersova, doc. Jan Muselik

Group 3: Evaluation and comparison of the dissolution profiles / Mgr. Jifi Haman / guarantor
Collaborator: doc. Alena Komersova, doc. Jan Muselik

Mgr. Jiri Haman
Biostatistician

State Institute for Drug Control
Srobarova 48

CZ-106 41 Praha 10
jir.khaman@sukl.cz

Cilem pracovni skupiny bude seznamit
posluchace s vyuzitim excelovského doplni-
ku DDSolver pro vyhodnoceni podobnosti
disoluénich profilt. Budou prezentovany riizné
matematické pristupy na konkrétnich prikla-
dech disolu¢nich dat. DGraz bude kladen na
matematické pristupy, které jsou v souladu

s pokyny od Evropské agentury pro IécCivé
pripravky (EMA).

The aim of the working group will be acquaint
the listener with the Excel DDSolver supple-
ment for evaluation of the dissolution profiles
similarity. Different mathematical approaches
will be presented using the specific examples
of dissolution data. Emphasis will be placed
on mathematical approaches, which are in
accordance with the instructions of the
European Medicines Agency (EMA).



4. skupina: Pevnostroje a SPV / Ing. Josef Smahlik, Ing. lva Martincova

Spolupracuijici: Ing. Zdenék Posvec

Group 4: The hardness tester a SPV / Ing. Josef Smahlik, Ing. lva Martincova

Collaborator: Ing. Zdenék PosSvec

Ing. Josef Smahlik
Manager LAB for CR and SR

Mettler — Toledo, s.r.o.
Trebohosticka 2283/2
CZ-100 00 Praha 10
josef.smahlik@mt.com

Na seminéri si kratce vysvétlime teoretické
zaklady nejistoty vazeni a stanoveni
bezpecného vaziciho rozsahu na zakladé
pozadavkul uZivatele nebo legislativy -
USP41/Ph.Eur. V praktické ¢asti pak budeme
porovnavat nejistotu vazeni za rliznych
podminek - vahy s riiznou odecitatelnosti,

s rliznym nastavenim, samostatné stojici
nebo zabudované, i vliv elektrostatického
naboje. Soucasti testovani bude ukazka au-
tomatického stanoveni minimalni navazky na
plné automatizovaném pevnostroji,

SOTAX AT50.

Ing. lva Martincova
Sales & Service Manager

SOTAX Pharmaceutical Testing s.r.o.
Primyslova 1306/7

CZ-102 00 Praha 10
iva.martincova@sotax.com

At the seminar, we will briefly explain the
theoretical foundations of weighing uncertain-
ty and the determination of a safe weighing
range based on user requirements or legisla-
tion - USP41 / Ph.Eur. In the practical part we
will compare the uncertainty of weighing under
different conditions - scales with different
readability, different settings, scales standing
alone or built into the SOTAX AT50 or the effect
of electrostatic charge. The testing will include
a demonstration of automatic determination of
the minimum load on the SOTAX AT50.



5. skupina: Vyhody implementace automatické disoluce v laboratofi /

Samir Haddouchi, Ing. Zdenék PoSvec

Group 5: Advantages of automatic dissolution implementation in the laboratory /

Samir Haddouchi, Ing. Zdenék Posvec

Samir Haddouchi
Managing Director

SPS Pharma Services Sarl.

3 rue Chateaubriand,

FR-450 71 Orleans Cedex 2
Tel. +33 618 743 453
samir.haddouchi@sotax.com

Automatizace zjednodusSuje a zrychluje pos-
tupy, snizuje chyby a zlepsuje konzistentnost
vysledku. Pfedstavime vam vyhody a nevyhody
automatizace a zaméfime se na prevod metod
z manuélnich do automatizovanych systému.
Prakticka ukazka bude provadéna na systému
fizeném programem g-doc® v zapojeni on-line
disoluce Xtend™ se spektrofotometrem UV7
Mettler Toledo. U&astnici si vyzkousi program
g-doc®, ve kterém si pfipravi metodu, seznami
se s moznostmi méfeni standardu a provedou

spusténi pfipravené metody na redlném vzorku.

Zaveér bude vénovan rozboru vysledki.

Ing. Zdenék Posvec
Service Engineer

SOTAX Pharmaceutical Testing s.r.o.
Prumyslova 1306/7

CZ-102 00 Praha 10
zdenek.posvec@sotax.com

Automation simplifies and speeds up proce-
dures, reduces errors and improves consist-
ency of results. We will introduce you to the
advantages and disadvantages of automation
and focus on the transfer of methods from
manual to automated systems. The practical
demonstration will be performed on a system
controlled by the g-doc® program in connec-
tion with the Xtend™ online dissolution with a
Mettler Toledo UV7 spectrophotometer. Par-
ticipants will try the g-doc® program in which
they will prepare a method, they will learn the
possibilities of measuring the standard and
run the prepared method on a real sample.
The conclusion will be left to the analysis of
the results.



Poznamky / Notes
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UNIVERZITA
PARDUBICE
FAKULTA
CHEMICKO-
TECHNOLOGICKA

PROC STUDOVAT NA FAKULTE CHEMICKO-TECHNOLOGICKE?

fakulta s dlouholetou tradici a vysokym kreditem v CR i zahranié&i

tfistupnové strukturované studium - bakaldarské, magisterské a doktorské studijni programy
studium atraktivnich oborU s Sirokym uplatnénim na trhu prace

moderni prostory a Spickové vybavené laboratore

moznosti studia v zahranici

pratelské a kolegidlni prostredi

STUDIJNI PROGRAMY

Bakaléaiské studijni programy (standardni doba studia 3 roky)

Analyza biologickych materiald

Anorganické a bioanorganické materialy

Ekonomika a management podnikd chemického promyslu
Farmakochemie a medicindlni materialy

Hodnoceni a analyza potravin

Chemie

Chemie a technologie ochrany Zivotniho prostredi
Polygrafie

Polymerni materidly a kompozity

Povrchovd ochrana stavebnich a konstrukénich materiald
Specidlni chemicko-biologické obory, obor Zdravotni laborant

Absolventi bakalafskych studijnich programd mohou pokracovat ve studiu v 17 dvouletych
navazujicich magisterskych studijnich programech a 12 doktorskych studijnich programech.

www.zivotjechemie.cz



Solutions for
Pharmaceutical
Testing

Disoluéni testy Fyzikalni testy Automaticka pfiprava vzorku

Celosvétova firma SOTAX s dlouholetou tradici je vyrobcem vysoce
kvalitnich disoluénich a fyzikalnich pfistroji. Svycarska kvalita se
zamérenim pro farmaceuticky primysl, vyrobu potravinovych doplrnk
s presahem na zdravotnické prostifedky. Servis a aplikacni podpora je
soucasti naseho portfolia.
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