A Two-Day Educational Experience and Pharma Expo with in-depth Workshops &

Hotel

e Workshop (9:00AM — 5:30PM)
e Lunch (12:30PM — 2:00PM)

Workshop Day

Tuesday, November 19t
VIP Hall, 2" floor, North Star Continental Grand

Education Sessions from Industry’s Top-Excipient Experts

DAY 1

Wednesday, November 20"
Welcome Speech (8:45AM)

Pharma Expo (8:00 AM — 6:00 PM)
Key-Note Speakers (9:00 AM - 12:00 PM)
Lunch (12:00PM — 1:30PM)

Educational Sessions (1:30 PM —5:00 PM)
ExcipientFest Lucky Draw (5:00 PM)

DAY 2

Thursday, November 215t
Pharma Expo (8:00 AM — 6:00 PM)
Key-Note Speakers (8:45 AM - 12:00 PM)
Lunch (12:20 — 2:00PM)

Educational Sessions (2:00 PM - 4:15 PM)
Closing Ceremony (4:15 PM)

Educational Sessions (*Invited)

DAY 1

Wednesday, November 20™

Conference Halls A and B

Welcome Speech FrRERTH

10:40 - 11:20 AM

8:45-9:00 AM Mr. Xue Bin (Chairman) — CCPIE A& EEZ B RS -& BIEFE
9:00 - 9:40 AM China Excipients’ Regulation Update & EI$HE M R RIS LT Bk

T Department of Drugs & Cometics Registration,CFDA FE&FZFEEETRLR Mk MENERa
9:40 — 10:20 AM Thoughts on Excipient DMF System in China ZiF%ikl & REHHE (DMFP) MEREE%E

Mr. Sun Humin, NIFDC  $h& FERBASREN TR S3pE S AMERER ik

Generic Drug Qality Consistency Evaluation 4 #1125 —ZUt: 34 g
NIFDC B & i 25 i i e U Bt %A mRse

11:20 - 12:00 PM

China Pharmacopoeia Excipients Monograph Update 9 24 St EHRERME T 3R
Ms. Han Peng Chinese Pharmacopoeia Commission & ERGABRL WAL BlbK

Conference Hall B
The FDA'’s Inactive Ingredient Database (1ID) 3£ FDA JEiE 41 R%3E FE (11D)

Conference Hall A

Risk assessment for Excipients 2 FliiHX QA

1:30-2:15PM Mr. Frithjof Holtz — IPEC Europe IPEC Bk Mr. Dave Schoneker — IPEC Americas IPEC £HE
Case study of Generic formulation development and consistency evaluation Effective Supply Chain Safety H3 Kt N %42
2:15-3:00 PM VIHIZE AL TR TR — B PP R B T Ms. Cathy Wang—Colorcon China  E%F #MHAKTHRBRLAEH (FKILEX) *

Mr. Henry Han — Evonik Shanghai ¥4 mANEHLE (L8 FRAHF FREATR

Atypical Actives: Where are we going? JERAIESEL: BEAER Y7 China Excipient Regulation Updates — Perspectives of Maker and User

3:30 - 4:15 PM X , hE G FRRNEN - B EFE SRR A=A
Ms. Janeen Skutnik — IPEC Federation IPEC B Ms. Meredith Ge and Ms. Feng Jinsong — IPEC China X, Bt — IPEC hE
Discussion on APl and excipients sampling rule RS BRI U BRI Japan Drug Manufacturers’ Quality Control and Audit on Excipients in China
4:15 — 5:00 PM Ms. Ding Wen Xing — China National Institute of Standardization T3 srEHEL | #2525 ARE KRR E I TENR

o Mr. Wen Gang Zhejiang Otsuka Pharmaceutical NI #HLKRFILERAT K

DAY 2

8:45-9:25 AM

Thursday, November 21°

Conference Halls A and B

Pharmaceutical Excipients' Classification and Quality Control 2§ #EHiI4 A0 T B 5 4)
Mr. Tu Jiasheng — China Pharmaceutical University ¥4 FEZHRAS: #i%

9:25 - 10:05 AM

10:20 - 11:00 PM

Update on “Falsified Medicines Directive” 2011/62/EU in the European Union Impact on APl and Excipients BX#fEZ5184(FMD)#ER
Ms. Patricia Rafidison - IPEC Europe IPEC Bk

Current Topics for Pharmaceutical Excipients in IPEC Japan H#A#§ Bkt R
Mr. Keiji Kijima — IPEC Japan IPEC H#&

11:00 - 11:40 PM

Excipient Regulation in India Bkl &M=
Mr. Dave Schoneker — IPEC Federation IPEC BES

11:40 - 12:20 PM

Quality standards and technical requirements of Lecithin SEB$AR KR BIFMEMBE AR TR
Speaker: Mr. Yang Rui — NIFDC #%4%  E & &Mt adiie 525 mimkee i

Conference Hall B

ICH Q3D EWG: Elemental Impurities: €BZ%F - AR SR

Conference Hall A

Excipient Master File 2§ #3530 4

2:00-2:45PM Mr. Daniel Liu — IPEC China XIi%¥§ — IPEC FH Ms. Janeen Skutnik — IPEC Federation Janeen Skutnik — IPEC Bk#
Thoughts on future development of China pharmaceutical excipients
manufacturer . . . i
245 — 3:30 PM oh 25 Al kR R Pharmacopeial Discussion Group E&wafﬁéd\éﬁ(PDG):‘&E
Mr.Yin Zheng long Anhui Sunhere Pharmaceutical Excipients Co.,Ltd. FIFE 28 Mr. John Hu - U.S. Pharmacopeia  #HT# REHARRS
I MR B ARAR EHK
30— a1 P Ein;);g:ggé;;;gig;x% from a Global Perspective MAZR¥LA H U HHEHD A Proposal by RDAPC RDPAC ¥

Mr. Zero Wu, RDPAC RIES RDPAC £\ EHLRA

Ms. Janeen Skutnik — NSF International




Ful I—Day WorkShOpS Speaker Biographies and Detailed Workshop Outlines Available at www.excipientfest.asia

LHiHHTEE Workshop Day - November 19" — Tuesday

7:00—8:30 Registration ¥}
0:0010:30 IPEC Certificate of Analysis Guide IPEC 24 FIf kMR 15 (COA) IR
' ' Workshop Leader: Mr. Colin Li — IPEC China £k IPEC T H

10:30—11:00 Tea Break %8
The IPEC Significant Change Guide IPEC %kl E KRR FI5F

11:00—12:30 Workshop Leader: Mr. Dale Carter — IPEC Americas, Mr. Martin Tao — IPEC China
Mr. Dale Carter — IPEC 32[H M#ES - IPEC 1 H

12:30—14:00 Lunch -4
IExcipient Information Packages(EIPs) IPEC #kMrHEfS A SC 35

14:00—15:30 Workshop Leader: Ms. Priscilla Zawislak — IPEC Americas, Ms. Meredith Ge — IPEC China
Ms. Priscilla Zawislak — IPEC £[E 8§ - IPEC H[HE

15:30—16:00 Tea Break 7%k
Hot topics discussion: Excipient Import Inspection; Excipient Registration;
Injectable Excipients Related Requirement

16:00—17:30 HORE BRSO RAR e AR E R
Workshop Leader: Ms. Julia Zhu, Mr. Daniel Liu, Mr. Martin Tao, IPEC China
RE. XBEiE. WiEFE—IPEC $H

REGISTER ONLINE AT

http://www.excipientfest.asia




