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Best Practice
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Stay Hungry, Stay Foolish -

--Steve Jobs-- - .
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What the customer care for?
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Pharmaceutical Supply Chain

Raw Drug Finished Warehousing
Material Product :  Product (Storage)
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Scope of GDP

Finished Warehousing
Product (Storage)
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Quality/Total Quality

Hey‘ Thes mmss BLE it/ Mghf e

b / F RESH man Qge nent q\? /
v 7 bf
;P o ne ™~ / thew Hy

Quality System g%ﬁl&,\ ﬁ}

The sum of all aspects of a system that
Implements quality policy and ensures that
guality objectives are met.

(International Conference on Harmonisation of

Technical Requirements for Registration of
Pharmaceuticals for Human Use, Q9)



Key factors with GDP implementation

people
facility/equipment
Defined

Risk
Continuous
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Teamwork will reduce process variation
and widen specification limits




Personnel

Responsible person

» supervision of quality system

Competent person

« relate to all GDP activities

Organization chart
Job Description
Training

* Initial/On-going Training

Documentation

« documented records



Premise/Equipment/\ehicle

Intended use

Qualification
[Validation

QUALITY
CONTROL

Documentation




Premise/Equipment/Vehicle
Intended use

o Temperature / Humidity requirement
o Storage area

ambient/cold chain (cool packs)/special care
o Delivery vehicle

car/truck/insulator
o Monitoring device

temp./humidity/alarm
o Computerized system

validation




Premise/Equipment/Vehicle
Qualification/Validation

Design Qualification (DQ)
Installation Qualification (1Q)
Operation Qualification (OQ)
Performance Qualification (PQ)
Re-qualification (RQ)
Maintenance Qualification (MQ)
Mapping




Premise/Equipment/Vehicle
Documentation

e Protocol
* Report
e SOPs
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Procedures/Process Documents

Written
Describe
Define

Periodical assessment
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Medicinal Product Management

e Recelving procedure

e Storage consideration
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Medicinal Product Management

e Authenticity

customer complaints

(2)
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Supplier/Supporting Chain Management

Responsibility giver

receiver(acceptor)

subcontractor

Evaluation program




Non-Comformity Management

Non compliance with procedure/process

Evaluate impacts

Corrective action

Preventive action

Follow-up

Written
Document

—
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Quality Related Issues

e Handle of complaints
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Self-Improvement Program

e Self inspection program

o

o

e Planned schedule/procedure

e Self-inspection report




Risk Management Implementation

Initiate
Quality Risk Management Process

Risk Assessment J'

Risk Identification

L J
Risk Analysis
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Risk Evaluation

Risk Control

b J
Risk Reduction

¥
Risk Acceptance

A

Risk Communication
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Risk Review ¢

< - M Review Events

Overview of ICH Q9 Quality Risk Management process.



- THE COSTIS
LONG FORGOTTEN
BUT THE

REMEMBERED
FOREVER.
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- THANK YOU FOR YOUR

ATTENTION!!



