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Introduction of DKSH




@'g DKSH

Publicly listed with a focus on
long-term sustainable growth

High compliance, transparency
and reporting requirements

Committed to quality through
dedicated teams and regular
audits

Swiss reliability... ...and Asian can-do attitude

We are a professional partner for the long run
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Warehousing and Transportation é’ﬁ DKSH

| , ( / \; Capability of Controlling
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Quality is embedded in all DKSH HEC % DKSH
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ISO 9001:2008

Before 2008

* cGMP
Certified by
TFDA

ISO 13485:2003

2009

« WHO
GDP/GMP
certified by
SGS
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WHO GDP

2010

*TFDA cGMP
renewal
certification

*ISO
9001:2008
certified by
SGS

ISO
13485:2003
certified by
SGS

TFDA PICS GDP  TFDA PICS GMP

2012

* PICS/GMP
certified by
TFDA

* PICS GDP
audit by
TFDA for
LTDC

2013

* Medical
Device
GMP
certified by
TFDA

TFDA MD GMP

A

2014

* PIC/S GDP
audit by
TFDA for
Depots
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2015
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Device GDP
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Responsibility of PIC/s GDP Execution




PIC/s GDP Responsibility &z DKsH

> Not Only License Holder but also Distributor should
be Compliant with PIC/s GDP.
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How to Prepare PIC/s GDP Inspection




PIC/s GMP Part | vs PIC/s GDP &z DKsH

B Quality Management Quality Management

B Personnel Personnel

B Premises and Equipment Premises and Equipment

B Documentation Documentation

IER Production Operations

Quality Control Complaints, Returns,
Suspected Falsified

Medicinal Products and
Medicinal Product Recalls

7. Contract Manufacture and Outsourced Activities
Analysis

B Complaints and Product Recall Self-Inspections
BER Self-Inspection Transportation
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Methodology for PIC/s GDP Inspectioné’ﬁz DKSH

> Gap Analysis of PIC/s GDP Guideline Adaptation

» Schedule for Preparing PIC/s GDP Inspection
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Experiences Sharing for Actual Practices




For Contract Giver (License Holder) é’ﬁ DKSH

> PIC/s GDP Management System (Refer to PIC/s GMP)
> Vendor/Supplier Qualification

» Contract
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For Contract Acceptor (i.e. DKSH) &% DKSH

> PIC/s GDP Management System (Refer to PIC/s GMP)
> Contract

» Hardware Construction

» Warehousing

> Transportation

packing
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Conclusion @z‘: DKSH

> Not Only License Holder but also Distributor should be
Compliant with PIC/s GDP.

> Selected the Suitable, Reliable and Qualified Distributor
when Outsourced Activities Needs.

> Besides Jesus, All Things Bring Data.
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Thank you for your attention
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Due care has been used in preparation of this presentation and DKSH makes every effort to
provide accurate and up-to-date information. Nevertheless, this presentation may be subject
to technical inaccuracies, information that is not up-to-date or typographical errors

DKSH does not assume liability for relevance, accuracy and completeness of the information
provided. DKSH reserves the right to change, supplement, or delete some or

all of the information on this presentation without notice

The layout, graphics and other contents in this presentation are protected by copyright law
and should not be reproduced or used without DKSH’s written permission
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