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10:15 - 10:55 Experience of GMP Inspection at PMDA and Future Perspective of GMP in Japan
i > |oe olobz B{7t AHA| PMDAS| GMP AlAL A2 9! U GMP St Fat
. - PMDA YUKI KATOH
Session 1 10:55 - 11:10 |Break Time (Japan) Inspector
11-10 - 1150 Practical Examples with Q&A P P
i T M S Q&A
. 14 [Claims for Foods in the European Union: Key Regulatory Features
8.28(Tue) 1330 - 1419 guaol u Mz ol onl £, 9% B8 9 it ux 4 4
. - - - = = EAS Strategies Elodie Lebastard
Session 2 14:10 - 14:25 Break Time
- - - - (EV) Manager Food Law
14:25 - 15:05 Claims for Fogds in the EU: Regulatory Checklist
; 9 fu=ot g Al o= g yEeAE
. 20 16 HO Prequalification Programme, Opportunities for Drug Product and API Manufacturers —
Session 3 15:30 - 16:30 HO PQOI= mz 2 A7) : &HFo|OFE ol APl RIZ M 9| 7]3] WHO(World Health Organisation) Dr. Antony Fake
10:15 - 10:55 The US Complex Generic Products & Biosimilar Product Regulatory Approval Process.
i 77 o= W SetHdEe! % Hio|eA|2e HFo| 7N S0l MXt ) ) ' Dr. Ajaz S. Hussain
Session 4 || 10:55 - 11:10 [reak Time Insight, Ad"'cfug‘A)s°'”“°”5' L CEO
11-10 - 11:50 US FDA Pre-approval and Routine cGMP Inspections for Complex Generic and Biosimilar Products. (Hii FDA CDER 2=27%h)
i T =SAUE] S HO|RAI2E KIE SE2 ISt 0|7 FDAS| A S QIHALRE cGMP AL
. . Recent Trends in the EU Market
1300 1340 loo ojopz Alnt 1M £t
Session 5§ 13:40 - 13:55 [Break Time APIC Marieke van Dalen
8.29(Wed) Implementation of ICH Q3D (elemental impurities) for APIs (EV) Global Regulatory Specialist
: 13:55 - 14:35 |- Practical examples
APL H| 0| ICH Q3D 7to|EatQl M0 MA| Ata
The Biologics Drug Development in China
15:00 - 15:40 | CMC and Quality Challenges 1
E= HO|QEAA HE 748 - CMCeF & 1t Suzhou AABiIoQ Pharmaceuticals Co. -
. - - - Dr. Claudia Lin
Session 6 15:40 - 15:55 [Break Time , Ltd. CEO
The Biologics Drug Development in China (China)
15:55 - 16:35 |- CMC and Quality Challenges 2
E= HolQZ XA HE L - CMCeF EF byl
10:15 - 10:55 Nutrition and Health Food Claim Regulations in China & What They Mean to Consumers
i TSR U AdT|SAE o #tH g Sl oije #780| AKXt ojX|= Hot :
. - - " . . Andrew Atkinson
Session 7 10:55 -11:10 [Break Time China Skinny Marketing Manager
11-10 - 11-50 Trends Impacting the Health Food Market in China 9 9
0 Lx3 AzME AE Sy gl edc
8.30(Thu) 13:00 - 13:40 IChanges in ICH E6 GCP(R2) and Issues Concerning Safety Evaluation and Reporting of Clinical Trials Tae Gyun Nam
: ) ) [CH E6 GCP(R2) 7§ L2t QAAA|S Safety 7L §F H OA| DAIS MEDI-INSIGHT Corp. CEO
40 - 13- s EHCIAAMOIE EEiT CHEO|AL
Session 8 13:40 - 13:55 [Break Time (i AlokR)
. . . MFDS(Ministry of Food and Drug Sa JeongHyun Choi
13:55 - 14:35 gugegto'l'trgnd n Pga;}:“achftlcal GMP Policy fety) Assistant Deputy Director
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