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Main targets:
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09.00-10.30 | Pharmaceutical quality system 1 | WAL.AT.NEY.TINT "'J?UBWEJ’NQi 1.50
(PQS), Quality risk EJL%EJ’J“U’]EQGT’WQGM’]W uawi
management (QRM) and Uinwluosnnssemang
Pharmaceutical development US2IAl 11 PATH DCVMN
principle applied for biological wazesAnsousTslan

products including vaccines

- Concept of PQS, QRM and
Pharmaceutical development
- Control strategy

- With special emphasis on
biological products including

vaccines

10.30-10.45 | WaLUSA

10.45-12.15 | Pharmaceutical quality 1 | WAAT.NEY.IINT %Iiwmﬂgi 1.50
system, Quality risk
management (QRM) and
Pharmaceutical development
principle applied for biological
products including vaccines

(9)

12.15-13.15 | "nSUUTEMIUDIMITNANSIU

13.15-14.15 | Pharmaceutical quality 1 | NA.AT.NE.5INT 5%1’31/18%‘1@15 1.00
system, Quality risk

management (QRM) and




Pharmaceutical development
principle applied for biological
products including vaccines
(79)
14.15-15.15 | Characterization of 2 | 99.80 N5 ious 1.00
biotechnological or biological Medical Scientist (Advisory
product Level),
- Characterization of cell ATUIMEFERSNNTUNNE
substrate and seed
15.15-15.30 | LA
15.30-17.00 | 8fUs18 Characterization of 2 | 33013 29Avuy 1.50
biotechnological or biological Medical Scientist
product (70) (Professional Level),
- Characterization of drug antudaing,
substance and drug product NUINEEERTAITLNNE
- Characterization of impurities
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08.30-10.30 | Specifications of drug 2 | nA.AT.AN38] FuReaAsay 2.00
substance & drug product piansdiindmundnenm
- Definition and application of éjﬂufﬂ%u“uawizmﬂu
specification for quality a0t TAT UMY A
control of drug substance and
drug product
- ICH Q6B
10.30-10.45 | LA
10.45-12.15 | In-process control (Drug 3| As.gnden wﬂ?ﬁé’gﬂﬁ? 1.50
substance) Head of Section,




- Concept of in-process
control for biological drug
substance

- Operational parameter,
critical process steps, process
control and testing for drug
substance

- Selected examples and case

studies

Research and
Development Institute,

DIANITLNFYNTTU

12.15-13.15

NNSUUTENIUDINITNANIY

13.15-14.15

In-process control (Drug
product)

- Concept of in-process
control for biological drug
product

- Operational parameter,
critical process steps, process
control and testing for drug
product

- Selected examples and case

studies

73.08).5R871 ALUATRTINY A
Site Quality Operation
Senior Manager,

U3e Tnavea lulawa TUs

fnd N9

1.00

14.15-15.45

Process validation (Drug
substance)

- Definition of process
validation

- Key processes in the
manufacture of drug
substance requiring process
validation

- Selected examples and case

studies

1.50

15.45-16.00

POLUSA




16.00-17.00

Process validation (Drug
product)

- Key processes in the
manufacture of drug product
requiring process validation

- Selected examples and case

studies

MT.NEY.5ALT ALIARYTING 96

1.00
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2567

08.00-08.30

=
ANNSLUYU

08.30-10.00

Viral safety & Viral clearance
study

- The concept and necessity
of viral safety in the
manufacture of biological
products

- Principle of viral clearance
study

- Selected examples and case

studies

1.50

10.00-10.15

POLUSA

10.15-12.15

Analytical procedure
development, Analytical
method validation/verification
- The concept of analytical
procedure development

- Analytical method
validation/verification

- ICH Q14, Q2 R1

AT.UMNINT YUY T
LNEYNITIUNYNITALAY,
duingnuagIngLania,

NIUINLIAIFATNITUNNY

2.00

12.15-13.15

NNSUUTENIUDINITNANIY

13.15-14.45

State of the art technology for
analytical procedures

- A review of principle,
advantages and limitations of

state of the art analytical

HALAT.NN.UTUNT LSayaala
AMSLNEUAIENT UN1INYIAY

Aaunns

1.50




techniques applied for the
quality control of biological
products

- Focusing on physico-
chemical, biophysical and

immunological tests

14.45-15.00

POLUSA

15.00-16.30

State of the art technology for
analytical procedures (710)

- A review of principle,
advantages and limitations of
state of the art analytical
techniques applied for the
quality control of biological
products

- Focusing on microbiological,

biological and in vivo tests

WALAT.NEY. NAITTU
INTIAUNA
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Aaung
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08.00-08.30

amezidsu

08.30-10.30

Contamination control
strategy

- The impact of contamination
and cross-contamination in
the manufacture of biological
products

- Principle and examples of

contamination control strategy

WALAT.NY.3INT TLINe9)3

2.00

10.30-10.45

NALUTA

10.45-11.45

The concept of stability study
- Definition of stability
- Concept of stability study

design

WALAT.NQY.3INT TLINe9)3

1.00




- International and national
guidance related to stability
study
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