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The course training program consists of 9 principal modules and 6 additional
modules. These modules cover the essential principles of Good Manufacturing
Practice (GMP). Participants are expected to gain an understanding of current
requirements and future international trends within the pharmaceutical industry. Each
participant will be assessed on their level of participation within classroom
discussion, assignments and their level of competence in achieving the course
objectives. Assignments will be case studies based on actual events that have

occurred in the pharmaceutical industry.

Trainers

This course has been developed by SeerPharma and
trainers are provided by, SeerPharma (Singapore) Pte
Ltd. All SeerPharma trainers hold higher education
degrees with a minimum of a Bachelor’s degree and
have a number of years of industry experience in
Quality Management or Production Management roles
in major and multinational companies. They have
experience in all international regulatory standards
including FDA, EU, PIC/S, TGA and ISO. The trainer
for each module will have specific expertise in that
subject matter.

SeerPharma is Australia’s and Asia Pacific’s premier
training & consulting group offering integrated
consulting, training and technical services to
Australia and the Asia Pacific region to meet all
international regulatory standards.

Organised by: Presenter:
' _2 Malaysian Organisation of
I ILCP Pharmaceutical Industries

Endorsed by:

National Pharmaceutical
Regulatory Agency,
MOH

For further details please visit www.mopi.org.my

® SeerPharma’

Training Grant
is available
under HRDF
SBL Scheme

Aims and Objectives

The aim of the course is to provide an in-depth
understanding of International GMP and the
knowledge and know-how to be able to
implement Good Manufacturing Practices in the

coacHI mf. TEACHIHG |
SKILLS & ‘/ \

LEARN

pE‘Rn EHC E

i F.'.-i > DEvELePMEMT

Who Should Attend

Key Personnel in any Aspect of GMP & Quality
Management, Managers, Engineers, Executives,
Quality Practitioners and any member of a
pharmaceutical and related industry, those from
Research and Development, Quality and
Production will find this program relevant and
beneficial to their job function.

< Certificates endorsed by the National
Pharmaceutical Regulatory  Agency,
Ministry of Health, Malaysia will be
awarded to participants upon successful
completion of each module.



FUNDAMENTAL COURSE OUTLINE

Module 1 - International Good Manufacturing Practices, Quality Management Systems and GMP for Pharmaceutical
Operations (23 — 25 January 2018) — 3 day Course

Recommended for:
All Personnel

Module 2 — Validation Principles and Practices (5 - 7 February 2018) — 3 day Course

Recommended for:
QA, Engineers Production

Behavourial GMP/Good Documentation Practices/Data Integrity (12 — 14 March 2018) — 3 day Course

Recommended for:
All Personnel

with NEW CONTENT

Module 3 — Contamination Control (26 - 28 March 2018) — 3 day Course

Recommended for:
QA and Production




FUNDAMENTAL COURSE OUTLINE

Module 4 - Good (Quality Control) Laboratory Practices (G(QC)LPs) (23 — 24 April 2018) — 2 day Course

Recommended for:
QA4 QC

Back to back with Practical Stability
Study Application to Pharmaceuticals
to Pharmaceuticals (25 - 26 April
2018)

Module 5 — Compliance with GMP for the Pharmaceutical Engineer (23 — 25 July 2018) — 3 day Course

Recommended for:
Engineering

Module 6 Good Distribution Practices (GDP) for the Regulated Industry (27 — 29 August 2018) — 3 day Course

Recommended for:
QA, Warehousing, Distribution

Module 7 — Good Aseptic Practices & Sterile Products (24 — 26 September 2018) — 3 day Course

Recommended for:
QA and Production

with NEW CONTENT

Module 8 — Solid Dosage Manufacture Principles and Practices (22 — 24 October 2018) — 3 day Course

Changed CONTENT

Recommended for:
Production and Engineering




ADVANCED COURSE OUTLINE

Those who have already undergone the Fundamental GMP series or those with a strong GMP background and minimum 5 years of relevant experience.
This series is recommended to those with supervisory management positions and wish to consolidate and specialise in areas of advanced GMP
knowledge commensurate with their roles and responsibilities within their organisation. In addition, recommended for those whose duties require
advanced GMP knowledge of international Quality by Design application as part of their job function, particularly those involved with Research and
Development, Validation, Risk Management and site Quality Assurance oversight.

Advanced Process Validation and Cleaning Validation (9 — 11 April 2018) — 3 day Course

Recommended for:
QA, QCand
Production

with NEW CONTENT

Practical Stability Study Application to Pharmaceuticals (25 — 26 April 2018) — 2 day Course

Back with High

Demand
Back to back with Module 5 - Good

(Quality Control) Laboratory Practices
Recommended for: (G(QC)LPs) (23 - 24 April 2018)
QA, QC and Regulatory

Pharmaceutical CAPA and Problem Solving (7 — 9 May 2018) — 3 day Course

Recommended for:
All Personnel




ADVANCED COURSE OUTLINE

Those who have already undergone the Fundamental GMP series or those with a strong GMP background and minimum 5 years of relevant experience.
This series is recommended to those with supervisory management positions and wish to consolidate and specialise in areas of advanced GMP
knowledge commensurate with their roles and responsibilities within their organisation. In addition, recommended for those whose duties require
advanced GMP knowledge of international Quality by Design application as part of their job function, particularly those involved with Research and
Development, Validation, Risk Management and site Quality Assurance oversight.

Computer Systems for Regulated Environments/Data Integrity (25 — 27 June 2018) — 3 day Course

Recommended for:
QA, QC and Engineering

Risk Management in Pharmaceutical Operations (ICHQ9) (8 - 10 October 2018) — 3 day Course

Recommended for: QA

Module 9 — GxP and Quality Auditing Practices (26 — 27 November 2018) — 2 day Course

Recommended for: QA




METHODOLOGY: i . Registration Fee per participant per module:
Lectures, workshops, case studies and group activities. (The fee includes course materials, lunch and refreshments)

ASSESSMENT: ) ) . MOPI Member — 2 day Course

A variety of assessment strategies will be used and may include 30 days before commencement of course RM2,200.00
assignments, classroom engagement, projects and presentations. 29 — 14 days before commencement of course RM2,400.00
Participants will be informed of the assessment method, date of 13 — 7 days before commencement of course RM2,600,00

assessment and percentage contribution at the start of the module.
Non-MOPI Member — 2 day Course

30 days before commencement of course RM2,500.00
Registration Fee per participant per module: 29 - 14 days before commencement of course RM2,700.00
(The fee includes course materials, lunch and refreshments) 13 - 7 days before commencement of course RM2,900.00

MOPI Member — 3 day Course Foreign Participant — 2 day Course

30 days before commencement of course RM2,900.00 30 days before commencement of course USD $900.00

29 — 14 days before commencement of course RM3,100.00 29 — 14 days before commencement of course USD $1,100.00
13 — 7 days before commencement of course RM3,300,00 13 — 7 days before commencement of course USD $1,300.00

Non-MOPI Member — 3 day Course
30 days before commencement of course RM3,200.00 Registration
29 — 14 days before commencement of course RM3,400.00 fee is

13 — 7 days before commencement of course RM3,600.00 subjected to

Foreign Participant — 3 day Course 6% 6ST
30 days before commencement of course USD $1,300.00

29 — 14 days before commencement of course USD $1,500.00

13 — 7 days before commencement of course USD $1,700.00

'%\a Gardens Hote Boulevard Hotel
5

Gardens Residences

‘// Training Venue:

STSRAN SYED PUPR, - THE BOULEVARD
St Giles Premier Hotel

Hotel Address | Mid Valley City |
Lingkaran Syed Putra | 59200 |
Kuala Lumpur | Malaysia

Tel: +60.3.22958000

Website: www.StGiles-Hotels.com

TIME SCHEDULE: Optional Hotel accommodations:
9.00 am —5.00 pm Cititel Mid Valley Tel: 603-2296 1188

. . Website: www cititelmidvalley.com
8.30 am Registration y
9.00 am AM TOpiC Eastin Hotel, Petaling Jaya Tel: 603-7665 1111

10.15 am Tea Break Website: www.eastin.com

10.30 am AM Topic Crystal Crown Hotel, Petaling Jaya Tel : 603-7958 4422
12.15 pm Lunch Website: www.crystalcrown.com.my

1.25 pm PM Topic Armada PJ Hotel Tel: 603-7954 6888
3.00 pm Tea Break Website: www.armada.com.my

3.15 pm PM Topic

5.00 pm End

BOOK YOUR SEAT NOw!!!

For further enquiries, please contact:
Mike/Janet, MOPI
GLOBAL BUSINESS & CONVENTION CENTRE,
MEZZANINE FLOOR, BLOCK A,
NO. 8, JALAN 19/1, SECTION 19,
46300 PETALING JAYA, SELANGOER, WEST MALAYSIA
Tel: 03-7931 9003 Fax: 03-7932 2730
E-mail: mike@mopi.org.my and admin@mopi.org.my

WwWw.mopi.org.my




ADMINISTRATION DETAILS:

Important Notice: Payment is required with registration and must be received 2 weeks prior to the start of the relevant module to guarantee your place. Walk-
in participants will only be admitted on the basis of space availability at the course and with immediate full payment by banker’s cheque in favour of the

“Malaysian Organisation of Pharmaceutical Industries”.

Registration will be treated as confirmed only upon receipt of payment in full.

CANCELLATIONS & TRANSFERS:

e If aregistrant is unable to attend, a substitute candidate is welcome at no extra charge. Please provide the name and the title of the substitute participant at least 2 working days

prior to the relevant course.

* Notice of cancellation by fax’email is required 14 working days prior to commencement of each module and refund less RM500 as administration charge will be made. However

a complete set of documentation will be sent to you.

* Regrettably, no refund can be made for cancellations received less than 10 working days prior to the commencement of each module. However a complete set of documentation

will be sent to you.

e MOPI/ SeerPharma reserves the right to cancel or reschedule the training modules. All efforts will be taken to inform participants of any change. MOPI /SeerPharma however
will not be held liable for reimbursement of any claims or expenses should cancellation or rescheduling occur.

{3y N (o] B 0] || Subject to Administration details

[] mopt Memher

D Non-Memher D Foreign

Please register the following participant(s) for the above program. (To be completed in BLOCK LETTERS)

1 Name

Designation

Email address

Contact Number

[ ] Vegetarian

Enclosed cheque/bank draft No for RM

being payment for

“Malaysian Organisation of Pharmaceutical Industries”.

2 Name

Designation

Email address

Contact Number

[ ] Vegetarian

participant(s) made in favour of the

Select a course accordingly:

Fundamental GMP Module

Advanced GMP Module

Module 1 International Good Manufacturing Practices, Quality
Management Systems and GMP for Pharmaceutical Operations
23 — 25 January 2018 (Tues - Thu) — 3 day Course

Advanced Process Validation and Cleaning Validation
9 —11 April 2018 (Mon —Wed) — 3 day Course

[

Module 2 Validation Principles and Practices
5 — 7 February 2018 (Mon — Wed) — 3 day Course

Practical Stability Study Application to Pharmaceuticals
25— 26 April 2018 (Wed — Thu) — 2 day Course

Behavourial GMP/ Good Documentation Practices/ Data Integrity
12 — 14 March 2018 (Mon — Wed) - 3 day Course

D Pharmaceutical CAPA and Problem Solving
7 -9 May 2018 (Mon—Wed) — 3 day Course

Module 3 Contamination Control
26 — 28 March 2018 (Mon — Wed) — 3 day Course

Computer Systems for Regulated Environments/Data Integrity
I:l 25—27 June (Mon —Wed) — 3 day Course

Module 4 Good Quality Control Laboratory Practices (G(QC)LPs)
23 — 24 April 2018 (Mon — Tue) — 2 day Course

I:l Risk Management in Pharmaceutical Operations (ICH Q9)
8 — 10 October (Mon —Wed) — 3 day Course

Module 5 Compliance with GMP for the Pharmaceutical Engineer
23 —25 July 2018 (Mon —Wed) — 3 day Course

I:l Module 9 GxP and Quality Auditing Practices
26 - 27 November 2018 (Mon — Tue) — 2 day Course

Module 6 Good Distribution Practices (GDP) for the Regulated Industry
27 — 29 August 2018 (Mon — Wed) — 3 day Course

Module 7 Good Aseptic Practices & Sterile Products
24 — 26 September 2018 (Mon — Wed) — 3 day Course
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Module 8 Solid Dosage Manufacture Principles and Practices
22 — 24 October 2018 (Mon — Wed) — 3 day Course

* * Dates and Instructors are subject to change depending on attendance

feedbacks and instructor availability. In case of a change, updated dates and
instructor profile will be advised to the organizer and the attendees prior to the
start of each course

Registration Submitted by:

Name

Designation

E-mail

Company Stamp (with Address, Telephone & Fax Number)

Registration Fee per participant per course:
(The fee includes course materials, lunch and refreshments)

MOPI Member — 3 day Course

30 days before commencement of course RM2,900.00
29 — 14 days before commencement of course RM3,100.00
13 — 7 days before commencement of course RM3,300,00

Registration
fee is
subjected to
Non-MOPI Member — 3 day Course % ST
30 days before commencement of course RM3,200.00 6% 65
29 — 14 days before commencement of course RM3,400.00
13 — 7 days before commencement of course RM3,600.00

Foreign Participant — 3 day Course

30 days before commencement of course USD $1,300.00
29 — 14 days before commencement of course USD $1,500.00
13 — 7 days before commencement of course USD $1,700.00

Office Use Only

Registration Accepted on ......................

Payment Accepted on ..........c.cocoieiinni.




