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Time

Topic

Speaker

20184£ 10 A 30 B (_L4/Morning)

§:30-8:45

e

Welcome Speech

E—4r: ICH Q4B BEA 4 BAT vt

Part I: Overview on ICH Q4B and Pharmacopoeias Homornization

ICH K¢ Q4B 24 d A g AR

Dr. Lionel RANDON

8:45-9:25 | ICH ' ias Harmonizati i y
IC afld Q4B Pharmacopeias Harmonization (ICH %% /Exoerts)
Overview
9:2_5_9:55 PDGT{%?E’J%{}I;&EWL Dr. =Kt3§fin
PDG Overview (UspP)
9:55-10:05
Break
4B W2 3 4 2 farl:
10:05-10:35 Q4B FRAE W B I8 p 2  Dr. Mark
Q4B & PDG harmonization experience sharing | (ICH % %/Bxperts) |
QB AR RN F— LML L2500, Q4B
apeariailingzte “
AT 110 . Dr. Janeen
10:35-11:00 | Case share of 4B standar SN L
ase share of the Q4B standards (ICH %%,/ Exoerts)
harmonization Experience share on the :
Q4B test method harmonization (Chemicals)
Q4B BRHE W 5 01 4 SE— 128 Sl 40 fa ey
FHEIS BRI -
11:00-11:25 Case share of the Q4B standacds hamonization |\ D; %IE; erts) |
— — Industry’s Opinions on the Drug
Standards Harmonization
| Q4B VRfFD ChP STHESENE B
11:25-12:05 | Q4B evaluation & ChP implementation (EHRHARBRE)
strategy ChP
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12:05-13:30 |
Lunch |
2018 4 10 A 30 B ('F4/Afternoon) |
EWSY: Q4B FHKH
Part I1: Q4B test methods
| T Bk e R ARH (FRE)
13:30-14:00 Qver.v_lew on Sterility and Microbial Limits | Pro. Hu Changqin |
Test of ChP From NIFDC
: - i rl ’ T . : "E
14:00-14:3¢ | 70 B R L AT D; ‘ﬂrnJl
Issues on the sterility test application (ICH % &K /Experts) |
PEAREEEREF LS ICH WA | (BxasEERs)
14:30-15:00 | Iniroduction on the Harmonization of the ] ia
e . Pro. Xu huayu |
sterility test between ChP and ICH Ty
From ChP ;
TR 45 T Dr, Benoit RAMOND
15:00-15:30 | Evaluation on Testing' Results of the Stefility (ICH 4 % /Experts) .
Test - E
M\ Fiiie |
15:30-15:40
Break
(AR RLRE 7 12258 R B A % B B el
BB i HE R |
15:40-16:00 Microbial Limits Test Applicability Study and | Dr, Bencit RAMOND |
e Consideration Points on the Pathogenic | (ICH %% /Bxperts) |
Bacteria Testing—Testing Methods Validation
Study
TR o R 1 5 D AR A B G R s
PR A —— R B BN R B
16:00-16:20 | Microbial Limits Test Applicability Study and | Pejce{ _”'-J}””e}_ | |
Consideration Points on the Pathogenic (ICH % 5/Experts)
Bacteria Testing—Focus on the Management
of Pathogenic Bacteria
19 £ T . \_
| igfﬁféﬁ* R PR PR A B SO T 2% b (R
16:20-16:50 Dr. Ma Shihong

Microbial Limits Test Applicability Study and
Consideration Points on the Pathogenic

From NIFDC

5




Bacteria Testing

Developing Dissolution Testing Method (II')

HER 5
16:50-17:20 T PR B I A AT (LB R RH AL
| Pathogenic Bacteria Testing Pro. Xang 1‘1@1-9_}1‘3118-!
From STFDC
: : A P A B T 5 0 T Dr. Geert Verdonk
17:20-17:50 - iy _ s
__| Rapid Micrc Methods Stiidy and Apply (ICH % &K /Experts)
ao1gon | ARG #
17:50-18:20 Q&A
12018 £ 10 A 31 H (_%:/Morning)
SN P9 B A Rl e e B A A B
8:30-9:00 Bacterial Endotoxins Test and Rapid | J“lnd_t?l?;:% .’Th(-).l.‘r}. B
' Detections Application on Bacterial Endotoxins | (TCH % Z/Experts)
Test
| BN R RN S - EE
9:00-9:30 | The Issue on the Bacterial Endotoxins Test Pro. GAO Hua.
a'pplicatjon From NIFDC
| hE
9:30-9:44
Break
- e e el FH (= e
osotoqe | CTEEIY B HEREEERA BT (R
:40-10: Dissolution Test——Dissolution test of ChP Pr o 7}““5 Qv..m..mg,
From NIFDC
R A —— % 2 08 R A b
i MICHYIE, SUPACA 73 1 % % f Hvi il
BB AR B |
10:10-10+40 Dissolution Test——Comparison of dissolution | Dr. Jogia Hitesh
R test requirement between ICH and ChP. | (1CH %%, /Fxperts)
introduction of Scale Up and Post Appioval
Change, and the development of multimedia
dissolution test.
o A B —— I A T T R ST
HIEIE S (] ~. Susan Sur
10:40-11:10 | 2 mREst (D o | e Susan San
Dissolution Test—-—XKey C_on51dclat10ns for| ¢1cn %% /Experts) |
Developing Dissolution Testing Method (I) "
et L
11:10-11:40 . N _ s _ :
Dissolution Test—-—XKey Considerations for _P.ro. Chen _{;uﬂ_ fang.

From Shanghai CDE




11:40-13:00

FH

Lunch

20184 10 f 31 H (F4/Afternoon)

13:00-13:30

AL TR Rk —— P E 258 Ry
FORE B

Introduction  of  fest for Particulate
Contamination: Sub-visible Paiticles in ChP

MR 5
(EEBRTIREETL) |
Pro. Chen Guiliang, |

!

13:30-14:00

T PE ORI e — s AT S IR
il CEANHD

Test for Particulate Contamination: Sub-visible
Particles — — Limits Set for the high risk
preparations

From Shanghai CDE |

(¢ 7/ TR :
(ICH # % /Fxperts)




