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A —: 2018 £ RMZ SLIE)I H A
Duration: 1.5 days A&: 1.5 X
Working language: English Zi)|i&E&5: #i&

Simultaneous Chinese translation &% & % X [7 &

TUESDAY 3July2018 2018 7 A 3 H EHf#—
08:00-09:00 Registration = it
09:00-09:05 Opening & Welcome address 7 % & i Z #

09:05-10:05 European regulatory system for medicines Bt il 2 & ¥ & & Z
10:05-10:50 General concepts in the European Pharmacopoeia:
theory and rationale B2y 3@ F#E&: HE R FARSE
10:50-11:00 Open discussion with the panel of speakers
5& XA H#ATIT®
11:00-11:15 Coffee break 7 &
11:15-11:45 Monographs on ‘Substances for pharmaceutical use’:
principles and structure 2 4 il &6 JR U Fo 4 A
11:45-12:15 Monographs on ‘Pharmaceutical preparations’: principles
and structure 2 & §l5| &% RN K &4
12:15-12:25 Open discussion with the panel of speakers
5 R B #ATIT IR
12:25-13:30 Lunch break 4k
13:30-14:00 General methods & Jf 77 %
14:00-14:45 Hot topics and future trends # & i 2 1 5k 5k #4
14:45-15:30 Standard setting in the field of biotherapeutic products
HE IR T R o B PR VE R
15:30-15:45 How to participate in the elaboration of the European
Pharmacopoeia 4 % 5 % & B 25
15:45-16:00 Open discussion with the panel of speakers
5&RHH#ATITW
16:00-16:30 Coffee break %<&k

16:30-17:20 European Pharmacopoeia Reference Standards:



Overview of the policy and process used to establish

and distribute a reference standard
BN 24 JL 3T B e R A g RS R o 9 BROR AR AR AR
17:20-17:35 Open discussion with the panel of speakers
54 RHB#ATIT L
Endof Day 1 % — K4

WEDNESDAY 4 JULY 2018 (MORNING)
2018 £ 7 A4 H (tF) E#H=
09:00-09:30 General presentation of the Certification Procedure
L 4 AR B & A
Its role and working procedures
HACHETFRE

Comparison of CEP and Active Substance Master File

procedures in Europe
B CEP #An R AL 25 = XA AR B AT 1
09:30-10:30 Content of the dossier for a CEP - How to build a
successful application — How to address impurities in

drug substances
CEP = 4R % £ 0y py 2-4n 7 52 30 i oy o 1 -2 7 A0 22 JROR}
B3R
10:30-10:45 Open discussion with the panel of speakers 5 % F A #1716
10:45-11:00 Coffee break %<&k
11:00-11:30 Revisions of CEPs CEP #1417
11:30-12:00 The EDQM inspection programme EDQM  # % Tl H
12:00-12:20 Use of a CEP CEP #1#
12:20-12:35 Open discussion with the panel of speakers 5 & 5 4 # 171+
12:35-12:45 Family Picture &%
12:45-13:45 Lunch break &

Close # %



