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8:30-8:45

B

Welcome Speech

F—#5r: ICH Q4B BRIR#BI) K bn e i

Part I: Overview on ICH Q4B and Pharmacopoeias Homornization

ICH Jz Q4B 2 # P i AH S 15 Mk iR

Dr. Lionel RANDON

8:45-9:25 ICH and Q4B Pharmacopeias Harmonization .
Overview (ICH %5
9:25.9-55 | PDG ﬂ’lféﬂ%%ﬁvfﬂ%% Dr. Kevin
PDG Overview (USP)
R
9:55-10:05
Break
AB HRifE PR 258 7
10:05.10-35 | ¥ PR 2 58 = Dr. Mal:f
Q4B & PDG harmonization experience sharing (ICH %%
Q4B AR MR S 61 o E— LR 2 25 091, Q4B
JNiE A&
10:35-11:00 | Case share of the Q4B standards I()IIA.CHJ?;G?
harmonization——Experience share on the
Q4B test method harmonization (Chemicals)
Q4B AR 1 1 22 5] - =l 24 A VAR A g
F A E RS SN |
11:00-11:25 | Case share of the Q4B standards harmonization (?EH E;;Q)
— — Industry’s Opinions on the Drug
Standards Harmonization
Q4B PF{H A1 ChP St 5 B
11:25-12:05 | Q4B evaluation & ChP implementation | (EFRZH#HZER L)
strategy ChP
4
12:05-13:30
Lunch

2018 % 10 A 30 H (4 /Afternoon)




HERSy: Q4B MK
Part 11: Q4B test methods

p R N Qe L KR TS R

HEE (PR

13:30-14:00 | Overview on Sterility and Microbial Limits | Pro. Hu Changqin
Test of ChP From NIFDC
TR A 56 i DL ) i
14:00-14-30 | ZC LI FHE SL )O3 Ht Dr. AnJ‘a
Issues on the sterility test application (ICH £%)
GRS
FEGMAELHBE TES ICH WhiH | (BExsEER2L)
14:30-15:00 | Introduction on the Harmonization of the p Yu h
ility test between ChP and ICH R
sterility From ChP
TG B R 36 45 5 23 pr Dr. Benoit RAMOND
15:00-15:30 | Evaluation on Testing Results of the Sterility (ICH %)
Test
R
15:30-15:40
Break
TR P RR BE 7 V38 R A M BOmR B &
P i —— 7RI YRR
_ . Microbial Limits Test Applicability Study and | Dr. Benoit RAMOND
15:40-16:00 | consideration  Points on  the Pathogenic (ICH 5
Bacteria Testing—Testing Methods Validation
Study
AR P BR 7 23 A A A B B0 T 425 1 5
J& B R —— T AN B TR R
16:00-16:20 | Microbial Limits Test Applicability Study and Peter Aniel
Consideration Points on the Pathogenic (ICH %50
Bacteria Testing—Focus on the Management
of Pathogenic Bacteria
AR P IR 52 T 3 FH PR A B B0 T 45 11 2
JEE R Ok (F 1 fr)
16:20-16:50 | Microbial Limits Test Applicability Study and Dr. Ma Shihong
Consideration Points on the Pathogenic From NIFDC
Bacteria Testing
1 5 Bk
16:50-17:20 1;4[5'5%]3&%?&%@% (LEFTEEH LR AT

Pathogenic Bacteria Testing

Yang Meicheng,
From SIFDC

Pro.




Tl A RS 6 VAR T ST AN .

Dr. Geert Verdonk

17:20-17:50 e
Rapid Micro Methods Study and Apply (ICH &%
‘n /VIV \\ N

17:50-18:20 | FE S

Q&A

2018 4£ 10 A 31 H (k4 /Morning)
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20L.0- Bacterial Endotoxins Test and Rapid Anders Thorn
8:30-9:00 ) et _ - -
Detections Application on Bacterial Endotoxins (ICH % %)
Test
AP N 2 & A &k LR o A ] R RS
9:00-9:30 | The Issue on the Bacterial Endotoxins Test Pro. GAO Hua
application From NIFDC
R
9:30-9:40
Break
- ST =R A Bz
os0100 | CTEZISD IR EEERAS wE (o 2 )
' ' Dissolution Test——Dissolution test of ChP Pro. Zhang Qiming,
From NIFDC
VAt RE ARG A —— % [ 24 S G A b
B ICHPMA, SUPACA4A LA S 2 AR H
ek AL IR R
10-10-10-40 Dissolution Test——Comparison of dissolution Dr. Jogia Hitesh
' ' test requirement between ICH and ChP, (ICH %)
introduction of Scale Up and Post Approval
Change, and the development of multimedia
dissolution test.
Tt AR VR —— VA Y R 5V ) ST A
AL‘\EEiAlg_fI: .
10:40-11:00 | 252 (D) o Dr.  Susan Sun
Dissolution Test——Key Considerations for (ICH £ %)
Developing Dissolution Testing Method (1)
VL PR R A —— i R Ty e S A PR B
11:10-11:40 %F‘%g)ﬁ‘ (1D ) ) (LB EFIFZREF L)
Dlssolutl_on T_est—_—Key _ConS|derat|ons for | pro. Chen Guiliang,
Developing Dissolution Testing Method (1) From Shanghai CDE
11:40-13:00 | #%&

Lunch

2018 #£ 10 A 31 H (N4 /Afternoon)




ATEPERRAS I —— (P EZG ) ANE R
RS A% 4

PRAE R
(LiBZ & FEEE T L)

13:00-13:30 _ .
Introduction  of test for  Particulate | Pro. Chen Guiliang,
Contamination: Sub-visible Particles in ChP From Shanghai CDE
AN ARSI 35— re RS 1 750 ) R
il R s
13:30-14:00 | Test for Particulate Contamination: Sub-visible ‘
(ICH %70

Particles — — Limits Set for the high risk
preparations




