
衛生福利部食品藥物管理署103年委辦計畫
「提升藥品GMP/GDP管理制度與國際接軌」主題論壇

國際藥品GDP實施現況

日期：103年 09月 09日 13:30~17:00
地點：政大公企中心 C601演講廳
報告人：徐卉葶
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大綱

• 國際藥品GDP簡介

• 國際藥品GDP常見缺失
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國際藥品GDP簡介
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運銷網絡→複雜、動態

供應商
倉庫

客戶
倉庫
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目的地
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運送者：挑選運送者、運送流程規劃、挑選轉機機場

包裝：產品安定性、成本、路線、確效

路線：評估經過路線、停留機場評估
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藥品運銷管理

• 供應鏈複雜度

• 關鍵風險

Process

• 定義供應程序

• 找出責任移交點

Risk

• 辨別風險與優先順序

• 管理計畫

Resources

• 分配資源管理風險

• 評估及調整資源分配
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已建立藥品GDP相關制度之國家
EU China

Malaysia

Singapore

US

Canada

Argentina
Brazil

Australia

India
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WHO-1

項目 內容

名稱 GOOD DISTRIBUTION 

PRACTICES (GDP) FOR 

PHARMACEUTICAL PRODUCTS 

(Draft)

時間 2004(revised 2005)

範圍 Pharmaceutical products

Download： http://www.who.int/medicines/services/expertcommittees/pharmprep/QAS_068Rev2_GDPdraft.pdf
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WHO-2
• 1. Introduction

• 2. Scope of the document

• 3. Glossary

• 4. Organization and management

• 5. Personnel

• 6. Quality management

• 7. Premises, warehousing and 

storage

• 8. Vehicles and equipment

• 9. Containers and container 

labelling

• 10. Dispatch
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• 11. Transportation and products in transit

• 12. Documentation

• 13. Repackaging and relabelling

• 14. Complaints

• 15. Recalls

• 16. Rejected and returned products

• 17. Counterfeit pharmaceutical products

• 18. Importation

• 19. Contract activities

• 20. Self-inspection

• 21. Bibliography



WHO-3

• WHO Technical Report Series, 

No. 957 (2010)

▫ Annex5

 WHO- good distribution 

practices for pharmaceutical 

products

Download：
http://www.who.int/medicines/areas/quality_safety/quality_assurance/GoodDistributionPracticesTRS957Annex5.pdf 10
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EU-1

項目 內容

名稱 Good Distribution Practice of 

medicinal products for human 

use 

時間 2011(revised 2013)

範圍 Medicinal products for human 

use 

Download： http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:343:0001:0014:EN:PDF
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EU-2

• CHAPTER 1 — QUALITY MANAGEMENT 

• CHAPTER 2 — PERSONNEL 

• CHAPTER 3 — PREMISES AND EQUIPMENT 

• CHAPTER 4 — DOCUMENTATION 

• CHAPTER 5 — OPERATIONS 

• CHAPTER 6 — COMPLAINTS, RETURNS, SUSPECTED FALSIFIED 

MEDICINAL PRODUCTS AND MEDICINAL PRODUCT RECALLS 

• CHAPTER 7 — OUTSOURCED ACTIVITIES 

• CHAPTER 8 — SELF-INSPECTIONS 

• CHAPTER 9 — TRANSPORTATION 

• CHAPTER 10 — SPECIFIC PROVISIONS FOR BROKERS 

• CHAPTER 11 — FINAL PROVISIONS 
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EU-3

• GOOD DISTRIBUTION PRACTICE 

FOR MEDICINAL PRODUCTS 

FOR HUMAN USE QUESTIONS 

AND ANSWERS V.1(2013)

▫ Ch2- PERSONNEL

▫ Ch3- PREMISES AND EQUIPMENT,

▫ Ch5- OPERATIONS

▫ Ch6- COMPLAINTS, RETURNS, 

SUSPECTED FALSIFIED 

MEDICINAL PRODUCTS AND 

MEDICINAL PRODUCT RECALLS

▫ Ch9- TRANSPORTATION

Download： http://ec.europa.eu/health/files/gdp/2014-04_qas_.pdf 13
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PIC/S-1

項目 內容

名稱 PIC/S GUIDE TO GOOD 

DISTRIBUTION PRACTICE 

FOR MEDICINAL PRODUCTS 

時間 2014

範圍 Medicinal products

Download：
http://www.picscheme.org/publication.php?download&file=cGUtMDExLTEtcGljcy1nZHAtZ3VpZGUucGRm
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PIC/S-2

• CH1：QUALITY MANAGEMENT 

• CH2： PERSONNEL

• CH3： PREMISES AND EQUIPMENT 

• CH4： DOCUMENTATION 

• CH5： OPERATIONS 

• CH6： COMPLAINTS, RETURNS, SUSPECTED FALSIFIED MEDICINAL 

PRODUCTS AND MEDICINAL PRODUCT RECALLS 

• CH7： OUTSOURCED ACTIVITIES 

• CH8： SELF-INSPECTIONS 

• CH9： TRANSPORTATION 
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US-1

項目 內容

名稱 GOOD DISTRIBUTION

PRACTICES—SUPPLY CHAIN 

INTEGRITY

時間 2011

範疇 •Drugs

•Medical Devices

Download： http://www.usp.org/sites/default/files/usp_pdf/EN/USPNF/revisions/c1083.pdf
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US-2
• DEFINITIONS

▫ Importation
▫ Supply Chain Risk Management
▫ Development of Effective Supplier Partnerships
▫ Building a Supply Chain Quality System

• COUNTERFEIT DRUGS AND MEDICAL DEVICES
▫ Definitions of Counterfeit and Substandard Drugs
▫ Types of Counterfeit Drugs
▫ Medical Consequences of Counterfeit Drugs
▫ Distribution and Extent of Counterfeit Drugs and Devices

• BEST PRACTICES TO COMBAT COUNTERFEIT DRUGS AND MEDICAL DEVICES
▫ Packaging Technologies
▫ Establishment of Drug Pedigrees
▫ Application of Machine-Readable Data Carriers to Drug Products
▫ Repackaging Guidance, Information Retention, and Security
▫ International Standards and Global Approaches to Establishing Drug Pedigrees
▫ Combating Illegal Internet Pharmacies
▫ Best Anticounterfeiting Practices

• DIVERSION AND THEFT

17



18

Canada-1

項目 內容

名稱 Guidelines for Temperature 

Control of Drug Products

during Storage and 

Transportation

時間 2005 (revised 2011)

範圍 Drug Products

Download： http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/compli-conform/gmp-bpf/docs/GUI-0069-eng.pdf
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Canada-2

• Introduction

• Scope

• Interpretation
▫ Warehousing and Storage

▫ Product Transportation and Products in Transit

▫ Containers and Container Labelling

▫ Receiving

▫ Documentation
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Singapore-1

項目 內容

名稱 GUIDANCE NOTES ON GOOD 

DISTRIBUTION PRACTICE

時間 2010

範圍
•Starting materials 

•Medicinal products 

Download： http://www.hsa.gov.sg/content/dam/HSA/HPRG/Manufacturing_Importation_Distribution/Guidelines-

on-Good-Manufacturing-Practice-Standard-and-Good-Distribution-Practice-Standard/GUIDE-MQA-013-009.pdf
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Singapore-2

• 1 PERSONNEL 

• 2 PREMISES AND EQUIPMENT 

• 3 STOCK HANDLING, STOCK CONTROL AND DELIVERIES 

• 4 DISPOSAL OF PRODUCTS 

• 5 DOCUMENTATION 

• 6 PRODUCT COMPLAINTS 

• 7 PRODUCT RECALL 

• 8 RETURNED PRODUCTS 

• 9 COUNTERFEIT PRODUCTS 

• 10 SELF-INSPECTION 

• 11 CONTRACT ACTIVITIES 

• 12 HANDLING OF ACTIVE PHARMACEUTICAL INGREDIENT OR 

INTERMEDIATES 
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Singapore-3

• Annex1

▫ COLD CHAIN 

PRODUCTS 

• Annex2

▫ General points to 

consider for 

auditor and 

auditee 
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Malaysia-1

項目 內容

名稱 Guidelines on Good 

Distribution Practice

時間 2011 (revised 2013)

範圍 •Products 

•Cosmetics

• Materials 
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Download：
https://www.google.com.tw/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0CB4QFjAA&url=http%3A%2F%2Fportal.bpfk.go

v.my%2Fview_file.cfm%3Ffileid%3D1050&ei=LtMHVLjoJMf98AXd74DgBw&usg=AFQjCNFbwe4tDVG_kCWyrT51Zd5lndFbuA



Malaysia-2

• CHAPTER 1: QUALITY MANAGEMENT

• CHAPTER 2: PERSONNEL

• CHAPTER 3: PREMISES AND FACILITIES

• CHAPTER 4: STOCK HANDLING AND STOCK CONTROL

• CHAPTER 5: DISPOSAL OF MATERIALS / PRODUCTS / COSMETICS

• CHAPTER 6: DOCUMENTATION

• CHAPTER 7: VEHICLES AND EQUIPMENT

• CHAPTER 8: TRANSPORTATION AND GOODS IN TRANSIT

• CHAPTER 9: PRODUCT / COSMETIC COMPLAINTS

• CHAPTER 10: PRODUCT / COSMETIC RECALL

• CHAPTER 11: SELF INSPECTION

• CHAPTER 12: COUNTERFEIT MATERIALS/ PRODUCTS/ COSMETICS

• CHAPTER 13: CONTRACT ACTIVITIES

• CHAPTER 14: LEGAL DOCUMENTS

• CHAPTER 15: MANAGEMENT OF COLD CHAIN PRODUCTS/ MATERIALS
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WHO EU PIC/S US Canada Singapore Malaysia

Personnel 7 2 2 1 2

Quality management 8 1 1 1 1

Premises, warehousing and storage 9 3 3 3.1 2 3

Vehicles and equipment 10 9 9 3.2 7

Containers and container labelling 11 9 9 3.3 3 3

Dispatch 12 5 5 3.4 3 4

Transportation and products in transit 13 9 9 3.2 3 8

Documentation 14 4 4 3.5 5 6

Repackaging and relabelling 15 5 5 3 6

Complaints 16 6 6 6 9

Recalls 17 6 6 7 10

Rejected and returned products 18 6 6 8 4

Counterfeit pharmaceutical products 19 6 6 2 9 12

Importation 20 5 5 1 14

Contract activities 21 7 7 11 13

Self-inspection 22 8 8 10 11

Cold chain management Annex 15

Disposal 5 5 4 5
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國際藥品GDP常見缺失

26



國際藥品GDP常見缺失

• 文件繕寫

• 指定負責人員

• 溫度管控

• 自我稽核

• 紀錄保存

• 存貨管理
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文件繕寫

• SOP與實際作業現況不符，文件未持續更新

• 部分文件過於冗長，未善用流程圖

• SOP未涵蓋完整作業細節，需要再索引至其他文件，現場
作業人員無法取得

【PIC/S GDP】 4.2.8 Attention should be paid to using valid and 
approved procedures. Documents should have unambiguous content; 
title, nature and purpose should be clearly stated. Documents should 
be reviewed regularly and kept up to date. 

【PIC/S GDP】 4.2.7 Each employee should have ready access to all 
necessary documentation for the tasks executed.
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指定負責人員(RP)

• 指定負責人員未能建立有效回收系統

• 指定負責人員未對回收系統進行測試

• 指定負責人員缺乏對委外作業的監督

【PIC/S GDP】2.3.5 The responsibilities of the designated responsible 
person(s) include but are not limited to: iv) coordinating and 
promptly performing any recall operations for medicinal products; vii) 
approving any subcontracted activities which may impact on GDP
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溫度管控-1

• Mapping執行之有效性，監控點須有足夠證據證實

• 警報系統時常作響，使作業人員習慣性忽略，確保警報系
統有效運作且作響頻率不可太高

【PIC/S GDP】 3.3.2 An initial temperature mapping exercise should 
be carried out on the storage area before use, under representative 
conditions. Temperature monitoring equipment should be located 
according to the results of the mapping exercise, ensuring that 
monitoring devices are positioned in the areas that experience the 
extremes of fluctuations.3
【PIC/S GDP】 3.4.3 Appropriate alarm systems should be in place to 
provide alerts when there are excursions from predefined storage 
conditions. Alarm levels should be appropriately set and alarms 
should be regularly tested to ensure adequate functionality.
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溫度管控-2
• 製造廠宣稱距離短暫而忽略cold-chain產品溫度儲存要求

• 需要特殊儲存條件之產品，於供應鏈中無適當的儲存環境

【PIC/S GDP】 9.2.1 The required storage conditions for medicinal 
products should be maintained during transportation within the 
defined limits as described on the outer packaging and/or relevant 
packaging information.
【PIC/S GDP】 9.2.3 It is the responsibility of the wholesale 
distributor to ensure that vehicles and equipment used to distribute, 
store or handle medicinal products are suitable for their use and 
appropriately equipped to prevent exposure of the products to 
conditions that could affect their quality and packaging integrity.
【PIC/S GDP】 9.2.10 Provision should be made to minimise the 
duration of temporary storage while awaiting the next stage of the 
transportation route.
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溫度管控-3
• 裝存箱櫃標示不明，無法確認外包裝拆除狀態

• 冷鏈產品之退回，無取得足夠的產品儲存資訊(依據退回
的對象不同，提供的資訊應不同)

• 空運經過不只一個國家，標示須被每隔國家看懂(圖示)

【PIC/S GDP】9.3.3 Containers should bear labels providing 
sufficient information on handling and storage requirements and 
precautions to ensure that the products are properly handled and 
secured at all times. The containers should enable identification of 
the contents of the containers and the source.
【PIC/S GDP】6.3.3 for medicinal products requiring specific 
temperature storage conditions such as low temperature, returns to 
saleable stock can only be made if there is documented evidence that 
the product has been stored under the authorised storage conditions 
throughout the entire time.
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自我稽核
• 自我稽核之有效性(未涵蓋GDP關鍵區域)

• 自我稽核之後續矯正預防措施及其有效性

【PIC/S GDP】 8.2.1 A self-inspection programme should be 
implemented covering all aspects of GDP and compliance with the 
regulations, guidelines and procedures within a defined time frame. 
Self-inspections may be divided into several individual self-
inspections of limited scope. 

【PIC/S GDP】 8.2.3 All self-inspections should be recorded. Reports 
should contain all the observations made during the inspection. A 
copy of the report should be provided to the management and other 
relevant persons. In the event that irregularities and/or deficiencies 
are observed, their cause should be determined and the corrective and 
preventive actions (CAPA) should be documented and followed up.
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紀錄保存

• 與藥品運銷相關紀錄應保存五年以上

• 未保存供應商評估紀錄(評估其適當性、能力、實質檢核
(Due Diligence))

【PIC/S GDP】 4.2.6 Documents should be retained for the period 
stated in national legislation but at least 5 years. 
【PIC/S GDP】5.2.3Appropriate qualification and approval of 
suppliers should be performed prior to procurement of any medicinal 
products. This should be controlled by a procedure and the results 
documented and periodically rechecked using a risk based approach.
【PIC/S GDP】5.2.4 When entering into a new contract with new 
suppliers the wholesale distributor should carry out ‘due diligence’ 
checks in order to assess the suitability, competence and reliability of 
the other party. 
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存貨管理

• 使用先進先出法，而非先到期先出

• 退回品未有效評估

【PIC/S GDP】5.5.4 Stock should be rotated according to the first 
expiry, first out (FEFO) principle. Exceptions should be documented. 

【PIC/S GDP】6.3.1 Returned products must be handled according to a 
written, risk based process taking into account the product concerned, 
any specific storage requirements and the time elapsed since the 
medicinal product was originally dispatched. Returns should be 
conducted in accordance with national law, if relevant, and 
contractual arrangements between the parties. A record/ list of 
returned goods must be maintained.
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結論

• 善用文件管理

• 藥品GDP人員訓練

• 藥品儲存及配送過程之溫度管控

• 藥品運銷紀錄追溯(逆物流管理)
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Thank you for your attention !

37


