ISPE MALAYSIA
GMP CONFERENCE 2015

10 and 11 February 2015
Puri Pujangga, UKM, Bangi, Malaysia

Integrating World Knowledge
Towards Regional
Operational Excellence

ISPE.

For enquiries, please contact : , : : :
« Rohani Mohammad (ISPE): 6017 3381 788 = | earn of upcoming new regulations and best practice solutions for managing

« Mohd Nasrul bin Mohamad Noor (NPCB): 603 7883 5567 operational challenges
» email: myispeconf@gmail.com =» |Listen to experienced international speakers
=» Share cross-functional perceptions and opinions with your peers

RegIStratlon Fees =» Interactive sessions and Q&A sessions will provide platforms to heighten
Industry awareness on important industry topics and answer questions

¢ |SPE member :BM 1,000

« ISPE non-member  :RM 1,600

Student / Academia / Government *» All Biopharma and Pharma industry professionals
¢ |SPE member :RM 700 *% Regulatory personnel

Group discount “ Quality Managers
e 3 to 5 participants 1 5% ** Regulators
¢ 6 and more participants : 10% *» Academia / Students




TIME

0830 - 0900
0900 - 1000

PROGRAMME

DAY 1

Registration
Welcoming address by ISPE Malaysia President
Azhar Hussain

Opening address by Dato’ Eisah Binti A. Rahman,
Senior Director, Pharmaceutical Services Division, MoH Malaysia

Keynote Address:
Regulatory Updates For The Malaysian Pharmaceutical

Industry.
Speaker: Tan Ann Ling,
Director of NPCB, MoH Malaysia

1000 - 1030  Refreshments and networking

1030 - 1115 . Developments In Asia Pacific - GMP Update and Outlook
Speaker: Robert Tribe,
ISPE Regulatory Advisor Asia Pacific, Australia

1115-1200 ' The Practical Implementation Of QRM In The
Pharmaceutical Industry
Speaker: Joe Brady,
Director, Global Compliance and Validation,
Zenith Technologies, United States

1200 - 1245 | Engineering QbD Principles Into Commercial Production
Speaker: Steve Williams,
Director, SWA Biopharm, Australia

1245-1300 | Q&A

1300 - 1400  Lunch

1400 - 1445 ' Validation Of Viral Inactivation Steps And Scale Up Into
GMP Manufacturing
Speaker: Steve Williams,
Director, SWA Biopharm, Australia

1445 - 1530 | From the Laboratory to Commercial Scale Production:
Case Study Of a Biosimilar Product
Speaker: Jaeseung Yoon,
CEO, PanGen Biotech, S.Korea

1530 - 1600  Refreshments and networking

1600 - 1645 | Cold Chain Requirements For Vaccines In Malaysia
Speaker: Ahmad Syamsury Sulaiman,
Principle Assitant Director, NPCB, MoH Malaysia

1645-1700 Q&A

1700 End of day 1

Sponsors
Platinum Gold Silver
I .--g_'llag_a flowquipt

GCM PHARMACGEUTICALS DIVISION

This programme is subject to change.
Please check at www.ispe.org or www.bpfk.gov.my for the latest updates.

Coffee and networking
ISPE’s Role In The Development Of The Knowledge Economy
In Malaysia

Speaker: Azhar Hussain
ISPE Malaysia President

Technology Transfer of Biopharmaceuticals

Speaker: Raman Srinivasan,
Head of Biocon Malaysia Operations

Process Validation of Biopharmaceuticals

Speaker: Bryan McSwiney,
Global Compliance and Validation, Zenith Technologies, United States

Biopharmaceutical APl Manufacturing

Speaker: Dr. Badarulhisam Abdul Rahman
Senior General Manager, Pharmaniaga Life Science Sdn Bhd

Q&A

QC Lab Inspection - Common Findings

Speaker: Chiong Yuh Lian,
Principal Assistant Director, NPCB, MoH Malaysia

Critical Utilities for the Pharmaceutical Industry

Speaker: Gus Abdallah,
Managing Director, Synertec Asia, Malaysia

Considerations for the Manufacture of HFA Metered
Dose Inhalers

Speaker: Dr. Tarlochan Purewal
Director, TSP Pharma Consulting Ltd, UK

Q&A
Closing address by ISPE Malaysia

Malaysia
Affiliate

Connacting a World of
Pharmaceutical Knowledge
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ISPE MALAYSIA GMP CONFERENCE 2015

REGISTRATION FORM

REGISTRATION FEE please()

Industry 1 ; .
+ 1SPE member - RM 1.000 | Please send the completed form together with proof of payment to:
< ISPE non:membicr - RM 1.600 H ! © Email: myispeconf@gmail.com
' : | & Fax : 603 - 7957 1200

Student / Academia / Government i = Fax
« ISPE member - RM 700 |_‘ : For enquiries, please contact
i A e | * Rohani Mohammad (ISPE): 6017 3381 788

3t ‘; p— 59 i * Mohd Nasrul bin Mohamad Noor (NPCB): 603 7883 5567
» 3 to 5 participants : . . .
SEEnd ﬁ*uore Earticipants ) 10‘:%] H :\ * email: myispeconf@gmail.com

PARTICIPANT DETAILS
Title:

Name:
Organisation:

Mailing address:

Telephone: Email:

ISPE membership number:

MODE OF PAYMENT please(v)

' By Cheque u Bankdraft u LPO No: For the sum of RM
Payment should be payable to “ISPE Malaysia”

Send to “ISPE Malaysia”,

6th Floor, Block C, Kelana Business Centre, 97, Jalan SS 7/2, 47301 Kelana Jaya, Selangor, Malaysia
Tel: 603 7803 0079 /0640 Fax: 603 7803 1371

| By direct bank transfer /ATM / TT to “ISPE Malaysia”.
United Overseas Bank (Malaysia) Bhd. A/C no: 1623023449. (Swift Code: UOVBMYKLXXX).
Address: Unit 1-6, Ground Floor, President House, Jalan Sultan Ismail, 50250 KL. Tel: 603 2142 8828
Please send / email / fax the bank receipt to ISPE Malaysia to confirm your registration.
Payment must be clear from any bank charges.

HOTEL RESERVATIONS

Please contact the hotel directly for details.

1. Hotel Puri Pujangga (# %)
UKM, Bangi 43650 Selangor

Tel: 03-8922 2891/ 03-8927 4128 Email : suhaila@puripujangga.com.my  www.puripujangga.com.my

2. Hotel Bangi-Putrajaya (% % # % %)
Off Persiaran Bandar, Bandar Baru Bangi, 43650 Selangor
Tel: 03-8210 2222 Email: info@hotelbangi-putrajaya.com  www.hotelbangi-putrajaya.com

Terms and Conditions

Registration will only be confirmed on receipt of payment. No refund will be given on cancellation. However, a replacement will be accepted at no extra cost with
consent of the Secretariat. Non-members substituting for a Member must pay difference in fees prior to the start of the event. ISPE is not responsible for lost
airfare due to cancellations. Presenters are subject to change without notice.



ISPE.

Connecting a World of
Pharmaceutical Knowledge

Malaysia
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ISPE Malaysia

6th Floor, Block C, Kelana Business Centre,

97, Jalan SS 7/2,

47301 Kelana Jaya, Selangor, Malaysia
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www.ispe.org




