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摘要
   聯合國食品標準委員會第十屆進出口食品認証及查驗體系會議(10th Session of Codex Committee on Food Import and Export Certification and Inspection Systems，簡稱CCFICS)於2002年2月25日至3月1日在澳洲布里斯本（Brisbane）召開。CCFICS為聯合國世界糧農組織及世界衛生組織合組之食品標準委員會（Codex Alimentarius Commission）下之九個共通議題性質會議之一，由澳洲政府農林漁業部主辦。本期計有Codex四十四個會員國、六個官方組織及十個非官方組織代表共169人參加。本人代表國際純化學及應用化學學會（IUPAC）出席。經費由本人自行負擔。
    本次會議計討論八個議題及準則。分別為聯合國食品標準委員會2003至2007年中長期策略方案、食品進口管制體系準則、進出口食品衛生標準及查驗認証體系之關係準則、進出口食品技術管理及查驗認証體系之關係準則、加強品管體系以符合食品安全之準則、食品安全緊急案件之資訊交換機制、進出口食品管理之追蹤體系建立、及非檢疫需求之放射性處理食品在國際貿易上之認証文件需求等。會議結論提交聯合國食品標準委員會依其八個步驟進行討論，最後之決議作為食品安全管理準則或安全標準，供世界各國進行農產品貿易及食品安全管理之參考。
    我國現為世界貿易組織之成員，有關國內及進出口食品之安全管理及查驗體系均應建立符合國際標準之作業流程，聯合國安全委員會所建立之各項食品安全管理準則應是最適合也是最迫切引進之管理體系，希望有關單位重視該類會議，積極尋求參與會議之機會，及時掌握資訊，以保障我國食品安全。
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目的
   聯合國食品標準委員會第十屆進出口食品認証及查驗體系會議(10th Session of Codex Committee on Food Import and Export Certification and Inspection Systems，簡稱CCFICS) 為聯合國世界糧農組織及世界衛生組織合組之食品標準委員會（Codex Alimentarius Commission）下之九個共通議題性質會議之一，1992年成立，由澳洲政府農林漁業部主辦，。本屆於2002年2月25日至3月1日在澳洲布里斯本（Brisbane）召開。CCFICS會議之主要宗旨為確保進出口食品對消費者之安全及符合公平之貿易準則。其主要任務為建立共通性準則及查驗標準及程序供各國作為進出口食品管理之參考，及建立緊急案件之通報體系以保障食品貿易之安全。CCFI CS成立至今共研擬十項相關準則，其中四項已經聯合國食品標準委員會審查通過，六項仍研議修正中。每年會議之主要目的即進行新議題準則之研提及逐字修正審議中之準則內容。本期會議所討論之議題準則有八項，分別為聯合國食品標準委員會2003至2007年中長期策略方案、食品進口管制體系準則、進出口食品衛生標準及查驗認証體系之關係準則、進出口食品技術管理及查驗認証體系之關係準則、加強品管體系以符合食品安全之準則、食品安全緊急案件之資訊交換機制、進出口食品管理之追蹤體系建立、及非檢疫需求之放射性處理食品在國際貿易上之認証文件需求等。
    我國現為世界貿易組織之成員，有關國內及進出口食品之安全管理及查驗體系均應建立符合國際標準之作業流程以保障我國出口食品之權益及進口食品之安全。聯合國安全委員會所建立之各項食品安全管理準則應是最適合也是最迫切引進之管理體系，有關單位應重視該類會議，積極尋求參與會議之機會，及時掌握資訊，以保障我國食品安全。

過程
一、議程
    第十屆進出口食品認証及查驗體系會議(10th Session of Codex Committee on Food Import and Export Certification and Inspection Systems，簡稱CCFICS)於2002年2月25日至3月1日在澳洲布里斯本（Brisbane）召開，會議主席由澳洲農林水產部防檢疫署專家Mr.  Greg Read擔任。主要討論議題見表一。

表一、第十屆進出口食品認証及查驗體系會議討論議題
	題號
	主要議題
	討論文獻

	1
	Adoption of the Agenda 
	CX/FICS 02/1

	2
	Matters Referred from the Codex Alimentarius Commission and Other Codex Committees 
	CX/FICS 02/2

	3
	Draft Guidelines for Food Import Control Systems-Comments at step 6（CL 2001 /25-FICS）
	ALINORM 01/30A, Apppendex IV

	4
	Information paper on requirements in international trade for certificates for foods irradiated for non-phytosanitary purposes
	CX/FICS 02/INF.1

	5
	Traceability in the context of inspection and certificaion systems
	CX/FICS 02/INF.2

	6
	Draft Guidelines on the Judgement of Equivalence of Sanitary Measures Associated with Food Inspection and Certification Systems-Comments at step 6 (CL 2001/25-FICS)
	ALINORM 01/30A, Apppendex III

	7
	Proposed Draft Guidelines on the Judgement of Equivalences of Technical Regulations Associated with Food Inspection and Certification Systems-Comments on Step 3
	CX/FICS 02/5


	8
	Proposed Draft Guidelines for the Utilization and Promotion of Quality Assurance Systems to Meet Requirements in Relation to Food  - Comments at step 3
	CX/FICS 02/6

	9
	Proposed Draft Revision to the Codex Guidelines for the Exchange of Inforamtion in Food ControlEmergency Situations – Comments at step 3
	CX/FICS 02/7

	10
	Other Business and Future Work
	

	11
	Date and Place of Next Session
	

	12
	Adoption of the Report
	



二、參加人員
本屆會議計有來自Codex四十四個會員國、六個官方組織及十個非官方組織代表共169人參加，詳見表二。
表二、參加第十屆進出口食品認証及查驗體系會議之人員
	國家
	人數
	國家
	人數
	國家
	人數
	國際組織
	人數

	Argentina
	1
	Hungary
	3
	Papua New Guinea
	2
	FAO/WHO Secretariat
	2

	Australia
	24
	Iceland
	1
	Peru
	1
	WHO
	1

	Austria
	1
	India
	2
	Philippines
	4
	WTO
	1


	Belgium
	1
	Indonesia.
	1
	Singapore
	3
	BIO
	1

	Botswana
	1
	Ireland
	2
	South Africa
	3
	ACU
	1

	Brazil
	5
	Italy
	1
	Spain
	3
	CRN
	1

	Canada
	5
	Japan
	6
	Sweden
	1
	IACFO
	1

	China
	3
	Kenya
	1
	Switzerland
	3
	IAEA
	1

	Costa Rica
	1
	Korea Pub.
	4
	Thailand
	13
	ICGMA
	2

	Cuba
	1
	Malaysia
	5
	UK
	2
	ISO
	1

	Czech R.
	1
	Mexico
	2
	USA
	11
	IUPAC
	1

	Denmark
	1
	Netherlands
	5
	Vietnam
	1
	WVA
	1

	Finland
	1
	New Zealand
	6
	EC
	2
	Australia Sec
	2

	France
	12
	Nigeria
	1
	EU
	1
	CCFICS Ad.
	3

	Germany
	3
	Norway
	4
	IIR
	1
	
	

	Hong Kong
	1
	Oman
	1
	OIE
	1
	Total
	169


三、會議內容
議題一、公告議題（Adoption of the Agenda） 

    說明本次會議之議題討論順序、討論時間及臨時議題，及大會秘書處服務項目。
議題二、聯合國食品標準委員會或其它委員會轉請討論議題(Matters Referred from the Codex Alimentarius Commission and Other Codex Committees)
   本屆會議由聯合國食品標準委員會反應至本委員會討論之議題為該委員會24次CAC會議所接受之中長期策略方案：Codex Alimentarius Commission Strategic Framework 2003-2007。內容經各委員會討論後將於25次CAC委員會討論後定案通過。本中長期策略方案之目的為以科學性依據作為決策之根本，制定達到保障食品安全及品質之標準及執行準則，以維護消費者安全及食品貿易之公平。本策略方案之重點見表三。策略方案通過後將擬定計畫加強執行。

表三、聯合國食品標準委員會2003-2007年中長期策略方案重點（Strategic Objectives and priorities）
	Item
	Subjectives

	1
	Promoting sound regulatory frameworks

	2
	Pormoting widest and consistent possible application of scientific principles and risk analysis

	3
	Promoting linkages between Codex and other multilateral regulatory instruments and conventions

	4
	Enhance capacity to respond effectively and expeditiously to new issues, concerns and developments in the food sectors

	5
	Promoting maximum membership and participation

	6
	Promoting maximum application of Codex standards


議題三、食品進口管制體系準則草案（Draft Guidelines for Food Import Control Systems）

本草案由澳洲主擬，加拿大、法國、印度、日本、墨西哥、摩納哥、英國及美國參與起草。25th CAC為step 6（CL 2001 /25-FICS），本會議修正後可提送至step 8。（CAC準則審議程序見本文心得一）。草案全文見附件一。
議題四、進出口食品衛生標準及查驗認証體系之關係準則草案（Draft Guidelines on the Judgement of Equivalence of Sanitary Measures Associated with Food Inspection and Certification Systems）本草案由New Zealand主擬，Argentina, Australia, Canada, France, Japan, USA and EU參與起草。24th  CAC為step 5/8，25th CAC建議為 step6（CL 2001 /25-FICS），本會議修正後可提送至step 8。草案全文見附件二。

議題五、進出口食品技術管理及查驗認証體系之關係準則草案（Proposed Draft Guidelines on the Judgement of Equivalences of Technical Regulations Associated with Food Inspection and Certification Systems）本草案由Australia主擬，France, South Africa, USA and EC參與起草。目前尚在step3未提送CAC。本議題由於涉及查檢設備，各國之差異性很大，因此有部分國家主張暫緩研提或撤銷。本會議決議由工作小組再研議後提下次會議討論。草案內容見附件三。

議題六、加強品管體系以符合食品安全之準則草案（Proposed Draft Guidelines for the Utilization and Promotion of Quality Assurance Systems to Meet Requirements in Relation to Food）本草案由Australia主擬，Canada, Denmark, France, India, Japan, Morocco, the Netherlands, New Zealand, South Africa, Switzerland, USA, EC參與起草。目前尚在step3未提送CAC。部分國家認為品管體系一為非本委員會任務，另品管應為業者自行負責而非政府之職責，而對本草案之研擬有質疑。本會議決議再由參與國家進行修正及討論。草案全文見附件四。

議題七、食品安全緊急案件之資訊交換機制草案（Proposed Draft Revision to the Codex Guidelines for the Exchange of Inforamtion in Food ControlEmergency Situations）本草案由Australia主擬， Japan, the Netherlands, USA, EC參與起草。目前尚在step3未提送CAC。本案乃因比利時Dioxin案件而成立之草案，重點在緊急個案通報體系及文件格式內容之規範。草案內容見附件五。

議題八、進出口食品管理之追蹤體系建立草案（Traceability in the context of inspection and certificaion systems）本草案乃上次會議提出之構想，決議由本委員會秘書處研擬草案提本次會議討論。會議結論為成立工作小組正式研擬為準則。

議題九、非檢疫需求之放射性處理食品在國際貿易上之認証文件需求草案（Information paper on requirements in international trade for certificates for foods irradiated for non-phytosanitary purposes）本案非本委員會研擬之草案，而是聯合國另一組織The International Consultative Group on Food Irradiation (ICGFI)針對非植物檢疫須要所作之放射性處理之食品安全管理規範。提交本會參考。內容見附件六。
議題十、下次會議時間及地點(Date and Place of Next Session
)下一屆CCFICS會議將於2003年2月24日至28日於澳洲召開。 
議題十一、會議結論（Adoption of the Report）
    會議最後一天由大會記錄及秘書作為會議結論，由與會人員討論報告內容及結論。會議結論將送2003年12月在日內瓦召開之「26th  session of  Joint FAO/WHO Food Standards Programme Codex Alimentarius Commission」(CAC)討論。


心得
一、聯合國食品標準委員會之組織及運作
    聯合國為保障消費者健康及建立食品國際貿易之公平性，於1962年由世界糧農組織及衛生組織聯合成立食品標準委員會(Codex Alimentarius Commission（CAC）)(中國譯為食品法典委員會)以制訂食品安全之相關標準及執行規範。CAC下設Execusive Committee負責業務推行，並依食品、任務及地區分設各類委員會討論規範，分別為General Subject Committees、Commodity Committees、 Regional Coordinating Committees、 ad hoc Intergovernmental  Task Forces。詳列表四至表七。
表四、食品類別委員會(Commody Committees）摘要說明
	委員會名稱Codex Committee
	主辦國
	成立年

	Codex Committee on Cocoa Products and Chocolate (CCCPC)
	瑞士
	1963

	Codex Committee on Sugars （CCS）
	英國
	1964

	Codex Committee on Fat and Oils（CCFO ） 
	英國
	1964

	Codex Committee on Processed Fruits and Vegetables （CCPFV）
	美國
	1964

	Codex Committee on Fish and Fishery Products (CCFFP)  
	挪威
	1966

	Codex Committee on Natural Mineral Waters （CCNMW）
	瑞士
	1966

	Codex Committee on Meat and Poultry Hygiene (CCMPH)  
	紐西蘭
	1972

	Codex Committee on Vegetable Proteins （CCVP）
	加拿大
	1980

	Codex Committee on Cereal,Pulses and Lgumes（CCCPL） 
	 美國
	1980

	Codex Committee on Fresh Fruits andVegetables（CCNMFFV）
	墨西哥
	1988

	Codex Committee on Milk and Milk Products (CCMMP)  
	紐西蘭
	1994


表五、共通議題委員會(General Subject Committees）摘要說明
	委員會名稱Codex Committee
	主辦國
	成立年

	Codex Committee on Food Hygiene  

食品衛生委員會(CCFH)
	美國
	1964

	Codex Committee on Food Additives and Contaminants  

食品添加物及污染物委員會(CCFAC)
	荷蘭
	1964

	Codex Committee on General Principles 

一般準則委員會（CCGP ） 
	法國
	1965

	Codex Committee on Food Labelling
食品標示委員會(CCFL)  
	加拿大
	1965

	Codex Committee on Methods of Analysis and Sampling

分析及採樣方法委員會(CCMAS)  
	匈牙利
	1965

	Codex Committee on Pesticide Residues

農藥殘留委員會(CCPR)  
	荷蘭
	1966

	Codex Committee on Nutrition and Foods for Special Dietary Uses

特殊食品及營養委員會（CCNFDU）
	德國
	1966

	Codex Committee on Residues of Veterinary Drugs in Foods

食品中動物用藥殘留委員會(CCRVDF)  
	美國
	1986

	Codex Committee on Food Import and Export Inspection and Certification System

食品進出口檢驗及認証委員會(CCFICS)
	澳洲
	1992


表六、特殊任務委員會(ad hoc Intergovernmental Task Force）摘要說明
	委員會名稱ad hoc Codex Intergovernmental Task Force
	主辦國
	執行期限

	On Foods derived from Biotechnology （CCFBT）
	日本
	2000-2003

	On Fruits and Vegetable Juices (CCFJ)
	巴西
	2000-2005

	On Animal Feeding Practices (CCAF)
	丹麥
	2000-2003


表七、區域性合作委員會(Regional Coordinationg Committees）摘要說明
	委員會名稱Codex Committee
	主辦國
	成立年

	FAO/WHO Coordinationg Committee for Europe（CCEURO）
	Slovak Republic
	1965

	FAO/WHO Coordinationg Committee for Africa（CCAFRICA）
	Uganda
	1974

	FAO/WHO Coordinationg Committee for Latin America and the Caribbean（CCLAC）
	Dominican Repub.
	1976

	FAO/WHO Coordinationg Committee for Asia

（CCASIA）
	Malaysia
	1977

	FAO/WHO Coordinationg Committee for North America and the Southwest Pacific（CCNASWP）
	Canada
	1990

	FAO/WHO Coordinationg Committee for Near East（CCNEA）
	Egypt
	2001


聯合國食品標準委員會之會員為凡聯合國之會員國均可申請入會。至2001年7月計有165個會員國。會員國代表有權利參與會議及制訂各項準則。非會員國代表或其它國際組織若有興趣亦可申請以觀察員名義參加。然非會員國必須為聯合國之會員，國際組織則應事先申請，說明組織之性質與會議主題之相關性，並証明與會代表為該組織成員及其專業背景，始能與會。

   CAC及各委員會之運作有其一定之作業流程。各項標準之制定或準則之研訂必須依一定之格式草擬內容及方案，並經八個程序審查後始能定案。對於各項名詞也有明確之定義，譬如其所討論之「食品（Food）」即指所有人類所食用之食物、飲料及口香糖包括原料、半成品及加工品，但不含藥品、化粧品及煙草。
食品標準之草案內容須包括以下items: 

1. Name of the Standard

2. Scope 

3. Description

4. Essential composition and quality factors

5. Food additives

6. Contaminants 

7. Hygiene

8. Weights and measures

9. Labelling

10. Methods of analysis and sampling

食品標準之研提須經過八個程序：

Step1,2,3: 由委員會提議議題經決議為「Criteria for the Establishment of Work Priorities」，及交付相關委員會成立工作小組，草擬「proposed draft standard」。
Step 4: 由委員會秘書將proposed draft standard工正式送交各相關委員會討論及提供建議。

Step 5: 草案提送Excusive Committee 討論通過後定義為「draft standard」。意見送回草擬委員會討論修正。 
Step 6: 委員會秘書將draft standard送交所有會員國及相關國際組織徵詢意見。

Step 7: 委員會秘書彙整意見送回研擬之委員會作最後之修正。

Step 8: CAC通過後公告為 Codex Standard.

食品標準定案後由委員會秘書處予以公告。該等標準法案在網站上均可查詢下載（http//fao.codex.alimentarius）。委員會之使用委員會之使用語言為英文、法文、西班牙文、阿拉伯文及中文（世界衛生組織多一俄文），本委員會己通過之法案均有中文版本（簡體字），唯其用語均為中國慣用之語句及文法。

二、進出口食品認証及查驗體系會議之性質及重要性
進出口食品認証及查驗體系會議（Codex Committee on Food Import and Export Certification and Inspection Systems）成立於1992年。其宗旨為：

1. 建立進出口食品認証及查驗體系之準則，以各國認同之方法及程序進行公平且同時能保障消費者之健康之食品交易制度。

2. 建立準則以確認進出口食品基於衛生安全考量所必須進行之查驗項目。

3. 建立各國間對進出口食品查驗認証之標準作業程序及認訂之準則，以降低各國之歧見。

4. 建立各國認証文件之格式及內容以利於食品之國際貿易。

5. 促進各食品進出國之資訊交換。

6. 與國際組織合作協助會員國建立進出口食品之查驗制度。

7. 其它與食品進出口相關之議題。

     本委員會由澳洲政府主辦，自1992年至2002年計召開十次委員會。共研訂通過六項準則為Codex Standard. 見表八。至23th  CAC通過之全部標準已編輯成冊且刊載於網站中。也有中文譯本。各準則之中文全文見附件七至附件十一。

表八、CCFICS研訂通過為Codex Standard 之準則

	Item
	Guidelines

	CAC/CL 20-1995
	Principles for Food Import and Export Inspection and Certification
食品進口和出口檢查及驗證原則

	CAC/CL

26-1997
	Guidelines for the Design, Operation, Assessment and Accreditation of Food Import and Export Inspection and Certification Systems
食品進口和出口檢查及驗證系統的設計、操作、評價和認證準則


	CAC/CL 34-1999
	Guidelines for the Development of Equivalence Agreements Regarding Food Import and Export Inspection and Certification Systems
關於食品進口和出口檢查及驗證系統的等同協定簽訂準則

	CAC/CL 19-1995
	Guidelines for the Exchange of Information in Food Control Emergency Situations
食品管理緊急狀況資訊交流準則

	CAC/CL 25-1997
	Guidelines for the Exchange of Information between countries on Rejections of Imported Food
關於拒收進口食品的國家間交流資訊準則

	24th CAC step 8
	Guidelines for Generic Official Certificate Formats and the Production and Issuance of Certificates


另七項準則正研議中，其議題及至本屆會期進行之結果見本文會議內容及附件一至附件六。

建議
1、 積極運用聯合國食品標準委員會制定之準則

    聯合國食品標準委員會所制訂之各項食品安全標準及標示或管理準則雖未必與各國現行之食品安全衛生管理法相同，但參與起草及討論之會員國會將其國內之考量因素列入準則之規範中，且在食品進出口之協議上尤其是WTO會員國間Codex標準一向被為視為共同遵守之準則。我國雖非Codex 之會員國但對Codex standard 草擬作業之方式及其進行之議題仍應如其它國家一樣重視。許多國家都設置National Codex Office，定期討論Codex之各項準則對國內食品管理及食品貿易間之利害關係及影響。我國在加入WTO以後，台灣廣大之消費人口是許多國家傾銷食品之重要市場，同時政府也應協助農民及食品工廠積極拓展外銷市場，Codex standard的分析及運用不論對進口食品之查驗檢疫管理，或對出口食品之品管文件及貿易談判之內容，均佔非常之角色。CAC所研擬之2003至2007年中長期茦略方案即希望Codex Standard 對各國食品之生產、製造、管理及貿易達到最大之影響力，因此也針對消費者、食品業者及農民進行說帖呼籲其重視Codex standard 對其產業及生活之影響。我國在因應WTO之食品產業策略上應重視Codex standard之影響，應成立專責部門，對Codex各委員會之會議決議與國內之現行法令立即進行利益評估，且應將公告之Codex guidelines及 standard 以中文版全文或摘錄之方式，介紹給政府相關單位、食品業者及生產者參考。
2、 尋求參與聯合國食品標準委員會議題討論之機會

我國因中國強力阻撓及非聯合國會員國，因而無法參與許多以政府為與會主體之會議，長久以往容易導致政府及人民忽視國際間之重要會議及其協議，而使我國在國際市場之開拓及政府間之談判因不熟知國際通則而無法達到最有利之結果。現我國開放國內之食品市場，龐大的消費人口及消費能力是許多國家如美國及澳洲的貿易目標。我國應利用此等貿易談判之機會，要求該等國家以Codex委員會主辦國及視我國為WTO會員國為前題，尋求出席聯合國食品標準委員會或參與各項議題討論之機會。或將我國對Codex準則之意見及立場在雙方談判時反應給對方，尋求共識及支持，以保障我國之權益。對於進口食品之安全品質查驗及管理應研究Codex準則以尋求對消費者健康達到最大之保障又不違反國際貿易之公平性。對出口之食品或農產品面臨進口國因與我國管理制度不同而造成之貿易障礙也應尋求利用Codex 之準則予以突破。使我國在進出口食品之管理及貿易上達到政府、業者及消費者最大利益及保障。
附件一、

PROPOSED DRAFT GUIDELINES FOR FOOD IMPORT CONTROL SYSTEMS

SECTION 1 -SCOPE

1. This document provides a framework for the development and operation of an import controlsystem to protect consumers and facilitate fair practices in food trade while ensuring unjustified technical barriers to trade are not introduced. The Guideline is consistent with the Codex Principles for Food Import and Export Inspection and Certification 39 and provides specific information about imported food control that is an adjunct to the Guidelines for the Design, Operation, Assessment and Accreditation of Food Import and Export Inspection and Certification Systems .

SECTION 2 - DEFINITIONS
Audit* is a systematic and functionally independent examination to determine whether activities and related results comply with planned objectives.

Certification* is the procedure by which official certification bodies and officially recognized bodies provide written or equivalent assurance that foods or food control systems conform to requirements. Certification of food may be, as appropriate, based on a range of inspection activities which may include continuous on-line inspection, auditing of quality assurance systems, and examination of finished products.

Inspection* is the examination of food or systems for control of food, raw materials, processing and distribution, including in-process and finished product testing, in order to verify that they conform to requirements.

Legislation* includes acts, regulations, requirements or procedures, issued by public authorities, related to foods and covering the protection of public health, the protection of consumers and conditions of fair trading.

Official accreditation* is the procedure by which a government agency having jurisdiction formally recognizes the competence of an inspection and/or certification body to provide inspection and certification services.

Official inspection systems and official certification systems* are systems administered by a

government agency having jurisdiction empowered to perform a regulatory or enforcement function or both.

Officially recognized inspection systems and officially recognized certification systems* are systems which have been formally approved or recognized by a government agency having jurisdiction.

Requirements* are the criteria set down by the competent authorities relating to trade in foodstuffs covering the protection of public health, the protection of consumers and conditions of fair trading.

Risk assessment** A scientifically based process consisting of the following steps (i) hazard

identification, (ii) hazard characterisation, (iii) exposure assessment, and (iv) risk characterisation.

Risk analysis** A process consisting of three components: risk assessment, risk management and risk communication.

SECTION 3 - GENERAL CHARACTERISTICS OF FOOD IMPORT CONTROL SYSTEMS

2. Food import control systems should have the following main characteristics:

requirements for imported food that are consistent with requirements for domestic foods;

clearly defined responsibilities of the imported food control authority or authorities;

clearly defined and transparent legislation/regulations and operating procedures;

precedence to the protection of consumers over economic and trade considerations;

provision for recognition of the food controls applied by an exporting country’s competent

authority or authorities

uniform nationwide implementation by the importing country of its requirements;

implementation that ensures the levels of protection achieved are consistent with those for

domestic food.

REQUIREMENTS FOR IMPORTED FOOD THAT ARE CONSISTENT WITH REQUIREMENTS FOR

DOMESTIC FOODS

3. Requirements are commonly expressed as end-point or limit value standards with complementary sampling regimes etc, or provisions concerning process controls, or a combination of these. In general, requirements should be applied equally to domestically produced and imported food. The extent and stringency of requirements applied in specific circumstances should be proportionate to risk, noting that risk may vary from one source to another because of factors such as technology employed, compliance history, etc. and /or examination of relevant attributes of a sample of products at import.

 4. Where domestic requirements include process controls such as good manufacturing practice, compliance may be determined by auditing as appropriate, the systems, facilities and procedures in the exporting country.

CLEARLY DEFINED RESPONSIBILITIES OF IMPORTED FOOD CONTROL AUTHORITY OR AUTHORITIES.

5. The competent authority(ies) involved in any of the imported food inspection functions at the point or points of entry, during storage and distribution and/or at point of sale, should have clearly defined responsibilities and authority. When responsibility for determining compliance with requirements is shared among agencies of the importing country, multiple inspection and duplicative testing for the same analyte(s) on the same consignment by the different agencies should be avoided to the extent possible. In such situations, agencies having jurisdiction should share inspection, testing, and other information on the consignment.

6. Some countries, for example those that are part of a regional economic grouping, may rely on import controls implemented by another country. In such cases, the functions, responsibilities, and operating procedures undertaken by the country which conducts the imported food control should be clearly defined and accessible to authorities in the country or countries of final destination with the aim of delivering an efficient and transparent import control system that provides the appropriate level of protection.

7. Where the competent authorities of an importing country use third party providers as officially recognised inspection bodies and/or officially recognized certification bodies to implement controls, such arrangements should be conducted in the manner discussed in CAC/GL 26-1997, Section 8,

Official Accreditation. The functions that can be conducted by such providers may include:

sampling of target food shipments;

analysis of samples;

compliance evaluation of relevant parts or all of a quality assurance system that may be

operated by importers in order to comply with official requirements.

CLEARLY DEFINED AND TRANSPARENT LEGISLATION/REGULATIONS AND OPERATING PROCEDURES

8. The object of legislation/regulations is to provide the basis and the authority for operating a food import control system. The legal framework allows for the establishment of the competent authority(ies) and the processes and procedures required to verify the conformity of imported products against requirements.

9. Legislation/regulations should provide the competent authority with the ability to:

appoint authorised officers;

require prior notification of the importation of a consignment of a foodstuff;

require documentation;

inspect, including the authority to enter premises within the importing country, physically

examine the food and its packaging; collect samples and initiate analytical testing; inspection

of documentation provided by an exporting country authority, exporter or importer; and

verification of product identity against documentary attestations;

apply differential sampling plans depending on risk posed by the particular food, its

compliance history and the validity of accompanying certification;

charge fees for the inspection of consignments and sample analysis;

accredit laboratories for the examination of samples;

accept, refuse entry, detain, destroy or order to destroy, order reconditioning or re-export, or

designate alternative uses;

recall consignments following importation;

retain bond over consignments during intra-national transport or during storage prior to import clearance;

implement administrative and legal sanctions when the specific requirements are not satisfied;

and

10. In addition the legal framework may make provisions for:

licensing or registration of importers;

recognition of self checking by importers;

an appeal mechanism against official actions;

assessing the control system of the exporting country; and

certification arrangements with competent authorities of exporting countries.-
PRECEDENCE TO THE PROTECTION OF CONSUMERS

11. In the design and operation of food import control systems, precedence should be given to

protecting the health of consumers and ensuring fair practices in food trade over economic or other trade considerations.

PROVISION FOR RECOGNITION OF THE FOOD CONTROL SYSTEM APPLIED BY AN EXPORTING

COUNTRY’S COMPETENT AUTHORITY

12. Food import control systems should include provisions for recognition as appropriate of the food control system applied by an exporting country’s competent authority. Importing countries can recognise the food safety controls of an exporting country in a number of ways that facilitate the entry of goods, including the use of memoranda of understanding, mutual recognition agreements and equivalence agreements. Such recognition should, as appropriate, include controls applied during the production, manufacture, importation, processing, storage, and transportation of the food products, and verification of the export food control system applied.

UNIFORM NATION-WIDE IMPLEMENTATION

13. Uniformity of operational procedures is particularly important. Programmes and training manuals should be developed and implemented to assure uniform application at all points of entry and by all inspection staff.

IMPLEMENTATION THAT ENSURES THE LEVELS OF PROTECTION ACHIEVED ARE CONSISTENT WITH THOSE FOR DOMESTIC FOOD

14. As an importing country has no direct jurisdiction over process controls applied to food

manufactured in another country, there may be a variation in approach to the compliance monitoring of domestic and imported food. Such differences in approach are justifiable on the basis that the objectives of the import controls are the same as those applied to domestically produced food.

SECTION 4 - IMPLEMENTATION OF THE CONTROL SYSTEM

15. Operational procedures should be developed and implemented to minimize undue delay at the point or points of entry without jeopardizing effectiveness of controls to ensure food safety Implementation should take into account the factors listed in this section.

POINT OF CONTROL

16. Control of imported food by the importing country can be conducted at one or more points

including:

entry to the country of destination;

further processing;

transport and distribution;

storage; and,

sale, (retail or wholesale).

17. The system should be structured to deliver the same outcomes regardless of the point or points of control.

18. The importing country can recognize controls implemented by the exporting country. The

application of controls by the exporting country, during production, manufacture and subsequent transit should be encouraged, with the aim of identifying and correcting problems when and where they occur, and preferably before costly recalls of food already in distribution are required.
19. Pre-shipment clearance is a possible mechanism for ensuring compliance with requirements of, for example, valuable bulk packed products that if opened and sampled upon entry, would be seriously compromised, or for products that require rapid clearance to maintain safety and quality.

20. If the inspection system encompasses pre-shipment clearance then the authority to conduct the clearance should be determined and procedures defined. The importing authority may choose to accept pre-shipment clearance from an exporting country’s official certification system or from officially recognized third party certification bodies working to defined criteria.

INFORMATION ABOUT INCOMING FOOD

21. The efficacy of the control system in applying efficient targeted control measures depends uponinformation about shipments of food entering the jurisdiction. Details of shipments that may beobtained include:

date and point of entry;

mode of transport;

description of the commodity (including commodity, amount, country of origin, identifying

marks such as lot identifier etc);

exporter or importer;

manufacturer (if possible); and

destination.

FREQUENCY OF INSPECTION AND TESTING OF IMPORTED FOODS

22. The nature and frequency of inspection and testing of imported foods should be based on the risk to health presented by the product and the history of conformance to requirements. Control should be designed to account for factors such as:

the risk to human health posed by the product;

the risk of non-compliance with requirements;

the target consumer group;

the extent and nature of any further processing of the product;

factors relating to the food inspection and certification system in the exporting country and

existence of any equivalence, mutual recognition agreements or other trade agreements.

23. Physical checks on imported product, using random statistically based sampling plans, are valid means of checking product compliance. Inspection procedures should be developed to include defined sampling frequencies or inspection intensities. The frequency of sampling should be proportionate to the assessed risk, which may take into account evidence of, or confirmed non-conformity for a particular product, processor, importer or country.

24. Sampling frequency of products supplied from a source for which there is no compliance history, should be set at a higher rate than for products from other sources. The sampling process enables a compliance history to be created. Similarly, food from suppliers or imported by parties with a known poor compliance history should be sampled at higher intensity. In these cases, every shipment may need to be physically inspected, until a defined number of consecutive shipments meets requirements.

Alternatively the inspection procedures can be developed to automatically detain product from suppliers with a known poor compliance history and the importer may be required to prove the fitness of each consignment through use of an accredited laboratory until a satisfactory compliance rate isachieved.

 SAMPLING AND ANALYSIS

25. The inspection system should have defined sampling procedures based on Codex sampling plans for the particular commodity/contaminant combination where available.

26. Where samples are selected for analysis standard methods of analysis, or methods validated through appropriate protocols, should be used. Analysis should be conducted in official or officially accredited laboratory facilities.

DECISION CRITERIA

27. Decision criteria should be developed that determine whether shipments are given

free entry;

entry if cleared upon inspection or verification of conformance;

entry of non-conforming product after corrective measures have been taken, or redirecting

product for uses other than human consumption;

rejection notice, with re-exportation option;

rejection notice with destruction order

28. Results of inspection and, if required, laboratory analysis, should be carefully interpreted in making decisions relating to acceptance or rejection of a consignment. The inspection program should include decision-making rules for situations where results are borderline, or sampling indicates that only some lots within the consignment comply with requirements. Procedures may include further testing and examination of previous compliance history.

29. The system should include formal means to communicate decisions about results of analysis, clearance and status of shipments. Advice on decisions should be provided to importers without delay. There should be an appeal mechanism for review of rejections of consignments.

DEALING WITH EMERGENCY SITUATIONS

30. The responsible authority should have procedures that can respond appropriately to emergency situations. This will include holding suspect product upon arrival and recall procedures for suspect product already cleared and, if relevant, rapid notification of the problem to international authorities.

31. If the food control authorities in importing countries detect problems during import control of foodstuffs which they consider to be so serious as to indicate a food control emergency situation, they should inform the exporting country promptly by telecommunication.

RECOGNITION OF EXPORT CONTROLS

32. Consistent with paragraph 11 of this guideline, the importing country should establish mechanisms to accept control systems in an exporting country where these system achieve the same level of protection required by the importing country. In this regard, the importing country should:

develop procedures to conduct assessment of the exporting country systems consistent with

the Annex of the Guidelines for the Design, Operation, Assessment and Accreditation of Food

Import and Export Inspection and Certification Systems (CAC/GL 26-1997);

take into account the scope of the arrangement, for example, whether it covers all foods or is restricted to certain commodities or certain manufacturers;

develop clearance procedures that provide an appropriate level of protection if arrangement

developed with an exporting country are limited in scope;

provide recognition of export controls through, for example, exemption from routine import

inspection;

conduct verification procedures for example, occasional random sampling and analysis of

products upon arrival. (Section 5 and Annex of CAC/GL 26-1997 deal with the provision and

verification of systems that provide certification for food in trade);

recognise that arrangements need not rely on the presentation of certificates or documentation with individual shipments, when such an approach is acceptable to both parties.

33. The competent authority of the importing country may, develop certification agreements with exporting country official certification bodies or officially recognized certification bodies, with the aim of ensuring requirements are met. Such agreements may be of particular value where, for example, there is limited access to sophisticated facilities such as laboratories and shipment tracking systems.

INFORMATION EXCHANGE

34. Imported food control systems involve information exchange between competent authorities and countries that are trading partners. The information may include:

requirements of food control systems;

“hard copy” certificates attesting to conformity with requirements of the particular shipment;

electronic data or certificates where accepted by the parties involved;

details about rejected food shipments;

list of establishments or facilities that conform to importing country requirements.

35. Any changes to import protocols, which may affect trade, should be promptly communicated to trading partners, allowing a reasonable interval between the publication of regulations and their application taking into account the risk to the consumer and the urgency of the measure.

OTHER CONSIDERATIONS

36. The authority may consider developing alternative arrangements in lieu of routine inspection. This may include agreements where the inspection authority assesses the controls that importers implement over suppliers and the procedures that are in place to verify compliance of suppliers. Alternative arrangements may include some sampling of product by the authority as an audit, rather than routine inspection.

37. The inspection authority may consider developing a system where registration of importers is mandatory. Advantages include the ability to provide the importing and exporting community with information about their responsibilities and mechanisms to ensure imported food complies with requirements.

38. If a product registration system exists or is implemented, a clear rationale for such product

registration (e.g. specific and documented food safety concerns) should exist. Such product

registrations should treat imported and domestic product in the same or equivalent manner.

DOCUMENTING THE SYSTEM

39. A food import control system should be fully documented, including a description of its scope and operation, responsibilities and actions for staff, in order that all parties involved know precisely what is expected of them.

40. Documentation of an imported food control system should include

an organizational chart of the official inspection system, including the roles of each level in-

the hierarchy;

job descriptions of all personnel;

operating procedures including methods of sampling, inspection and testing;

relevant legislation and requirements that should be met by imported food;

important contacts; and,

reference information about food contamination and food inspection.

TRAINED INSPECTORATE

41. It is fundamental to have adequate, reliable, well trained and organized inspection staff, with supporting infrastructure, to deliver the imported food control system. Training, communication, and supervisory elements should be organized to provide consistent implementation of requirements by the inspectorate throughout the food import control system.

42. Where third parties are officially recognized to perform inspection work, or there are alternative arrangements in place, such as a quality assurance arrangement with the importing company, the qualifications of the auditors, or company inspection staff, should be at least the same for inspection staff of the competent authority.

43. The authority responsible for conducting assessment of food control systems of exporting

countries should engage personnel with the qualifications and training expected of personnel assessing domestic food controls.

SYSTEM VERIFICATION

44. Consistent with Section 9 of the Guidelines for the Design, Operation, Assessment and

Accreditation of Food Import and Export Inspection and Certification System (CAC/GL 26-1997) an imported food control system should be independently assessed on a regular basis.

SECTION 5 - FURTHER INFORMATION

45. The Food and Agriculture Organization of the United Nations Manual of Food Quality Control.Imported Food Inspection (Food and Nutrition Paper 14/15, 1993) and World Health

Organization/Western Pacific Regional Center for the Promotion of Environmental Planning and Applied Science (PEPAS): Manual for the Inspection of Imported Food (1992) contribute valuable information for those engaged in the design and re-design of imported food control systems.
附件二、

PROPOSED DRAFT GUIDELINES ON THE JUDGEMENT OF EQUIVALENCE OF SANITARY MEASURES ASSOCIATED WITH FOOD INSPECTION AND CERTIFICATION SYSTEMS

SECTION 1 - PREAMBLE

1. It is often the case that importing and exporting countries operate different food inspection and certification systems. The reasons for such differences include differences in prevalence of particular food safety hazards, national choice about management of food safety risks and differences in the historical development of food control systems.

2. In such circumstances, and in order to facilitate trade, there is a need to determine the effectiveness of sanitary measures of the exporting country in achieving the appropriate level of sanitary protection of the importing country. This has led to recognition of the principle of equivalence as provided for in the World Trade Organization Agreement on the Application of Sanitary and Phytosanitary Measures (WTO SPS Agreement).

3. Application of the principle of equivalence has mutual benefits for both exporting and importing countries.

SECTION 2 - SCOPE

4. This document provides guidelines on the judgement of the equivalence of sanitary measures associated with food inspection and certification systems. For the purpose of determining equivalence, these measures can be broadly characterized as: infrastructure; programme design, implementation and monitoring; and/or specific requirements (refer paragraph 7).

SECTION 3 - DEFINITIONS

5. The definitions presented in this document are derived from and consistent with those of the Codex Alimentarius Commission and the WTO SPS Agreement.

Sanitary measure: Any measure applied to protect human life or health within the territory of the country from risks arising from additives, contaminants, toxins or disease-causing organisms in food or feedstuffs, or from risks otherwise arising from diseases carried by foods which are animals, plants or products thereof.

Hazard: A biological, chemical or physical agent in, or condition of, food with the potential to cause an adverse health effect.33

Risk: A function of the probability of an adverse health effect and the severity of that effect,

consequential to a hazard(s) in food.

Risk Assessment: A scientifically-based process consisting of the following steps: (i) hazard

identification; (ii) hazard characterisation; (iii) exposure assessment; and (iv) risk characterisation.
Appropriate level of sanitary protection (ALOP): The level of protection deemed appropriate by the country establishing a sanitary measure to protect human life or health within its territory. (This concept may otherwise be referred to as the “acceptable level of risk”.)

Equivalence (of sanitary measures): Equivalence is the state wherein sanitary measures

applied in an exporting country, though different from the measures applied in an importing

country, achieve, as demonstrated by the exporting country, the importing country’s appropriate level of sanitary protection.

SECTION 4 - SANITARY MEASURES AND THE DETERMINATION OF EQUIVALENCE

6. To facilitate judgement of equivalence between countries and promote harmonisation of food safety standards, Codex members should base their sanitary measures on Codex standards and related texts.

7. Sanitary measures include all relevant laws, decrees, regulations, requirements and procedures including, inter alia, end product criteria; processes and production methods; testing, inspection, certification and approval procedures; provisions on relevant statistical methods, sampling procedures and methods of risk assessment; and packaging and labelling requirements directly related to food safety. For the purposes of determining equivalence, the sanitary measures associated with a food inspection and certification system

can be broadly categorised as:

a) infrastructure; including the legislative base (e.g., food and enforcement law), and administrative systems (e.g., organisation of national and regional authorities);

b) programme design, implementation and monitoring; including documentation of systems,

monitoring, performance, decision criteria and action, laboratory capability, transportation

infrastructure and provisions for certification and audit; and/or

c) specific requirements; including individual facilities (e.g., premises design), equipment (e.g., design of food contact machinery), processes (e.g., HACCP plans), procedures (e.g., ante- and post-mortem inspection), tests (e.g., laboratory tests for microbiological and chemical hazards) and methods of sampling and inspection.

8. A sanitary measure proposed for determination of equivalence may fall into one or more of these categories, which are not mutually exclusive. A single measure, however, on which an equivalence determination may be made, cannot be considered in a vacuum. In other words, whether the importing country’s ALOP is likely to be achieved can only be determined in most cases through an evaluation of all relevant components of an exporting country's food inspection and certification system. For example, a determination of equivalence for a specific sanitary measure at the programme design, implementation and monitoring level will require in most cases a prior determination of an equivalent infrastructure. A determination of equivalence for a specific sanitary measure at the specific requirements level will require in

most cases a prior determination of an equivalent infrastructure and equivalent programme design, implementation, and monitoring.

9. An objective basis for comparison of sanitary measures must be established to allow an equivalence determination to be made, and this may include the following elements:

a) the reason/purpose for the sanitary measure;

b) the relationship of the sanitary measure to the ALOP, i.e., how the sanitary measure achieves or contributes to the achievement of the ALOP;

c) where appropriate, an expression of the level of control of the hazard in a food that is achieved by the sanitary measure;

d) the scientific basis for the sanitary measure under consideration, including risk assessment where appropriate.

SECTION 5 - GENERAL PRINCIPLES FOR THE DETERMINATION OF EQUIVALENCE

10. Determination of the equivalence of sanitary measures associated with food inspection and certification systems should be based on application of the following principles:

35 Article 3 of the WTO SPS Agreement states, inter alia, that WTO Members may introduce or maintain sanitary measures which. result in a higher level of sanitary protection than would be achieved based on Codex standards, if there is a scientific justification, or as a consequence of the member’s chosen level of protection. Such

measures must be based on a risk assessment appropriate to the circumstances.

10.1 An importing country has the sovereign right to set a level of sanitary protection it deems

appropriate in relation to the protection of human life and health.36 The ALOP may be expressed in qualitative or quantitative terms.

10.2 An importing country should be able to describe how its sanitary measure achieves, or

contributes to the achievement of, its ALOP.

10.3 An importing country should recognize that sanitary measures different from its own may be capable of achieving its ALOP, and can therefore be found to be equivalent.

10.4 The sanitary measures applied by the exporting country must achieve the importing

country’s ALOP.

10.5 Countries should, upon request, enter into consultations with the aim of achieving bilateralor multilateral recognition of the equivalence of specified sanitary measures 37 .

10.6 It is the responsibility of the exporting country to demonstrate that its sanitary measures canachieve the importing country’s ALOP.

10.7 The comparison of countries’ sanitary measures should be carried out in an objective

manner.

10.8 Where risk assessment is used in the demonstration of equivalence, countries should strive to achieve consistency in the techniques applied so as to ensure that findings can be objectively compared.

10.9 When judging the equivalence of sanitary measures, the importing country should take into account any knowledge it has of the food inspection and certification systems in the exporting country and of the performance of those systems.

10.10 The exporting country should provide access to enable the inspection and certification

systems which are the subject of the equivalence determination to be examined and evaluated upon request of the food control authorities of the importing country.

10.11 Countries should ensure transparency in both the demonstration and judgement of

equivalence, consulting all interested parties to the extent practicable and reasonable.

SECTION 6 - PROCEDURE FOR THE DETERMINATION OF EQUIVALENCE

11. The importing country should make available details of its sanitary measures to the exporting country on request. The exporting country should review all applicable sanitary measures of the importing country for the food involved and identify those it will meet and those for which it seeks determination of equivalence. The importing and exporting countries should then use an agreed process for exchange of the relevant information to facilitate the determination of equivalence. This information should be limited to that which is necessary for this purpose.

12. The determination of equivalence is facilitated by both exporting and importing countries following a sequence of steps, such as those described below and illustrated in Figure 1:

12.1 The exporting country identifies the sanitary measure of the importing country for which it wishes to apply a different measure, and requests the reason/purpose for the measure.

12.2 The importing country provides the reason/purpose for the identified sanitary measure.

12.3 On the initiative of the exporting country, the importing and exporting countries should enter into a dialogue concerning an objective basis for comparison.

12.4 The exporting country develops the submission to demonstrate that the application of the

different sanitary measure achieves or contributes to the achievement of the ALOP of the importing country, and presents it to the importing country.

12.5 The importing country determines whether the exporting country’s measure achieves the

importing country’s ALOP.

12.6 If the importing country has any concerns with the submission as presented, it should notify them to the exporting country at the earliest opportunity and should detail the reasons for concern. If possible, the importing country should suggest how the concerns might be addressed.

12.7 The exporting country should respond to such concerns by providing further information as appropriate.

12.8 The importing country notifies the exporting country of its judgement within a reasonable period of time and provides the reasoning for its decision, should the judgement be that the sanitary measure(s) is not equivalent.

12.9 An attempt should be made to resolve any differences of opinion over judgement of a

submission, either interim or final.

SECTION 7 - JUDGEMENT

13. Judgement of equivalence by the importing country should be based on a transparent analytical process that is objective and consistent, and includes consultation with all interested parties to the extent practicable and reasonable.

14. Experience and detailed knowledge of an exporting country’s food inspection and certification systems may in itself be sufficient to allow an objective judgement of equivalence by the importing country. For example, a sanitary measure categorized as a specific requirement (refer paragraph 7) may be able to be judged equivalent without consideration of the supporting programme design, implementation and monitoring, and infrastructure.

15. Where countries have no previous history of significant trading in foods or detailed knowledge of each other’s food inspection and certification systems, the determination of equivalence may require a detailed side-by-side comparison of all relevant sanitary measures.

16. Judgement of equivalence should take into account those Codex texts relevant to the food safety matters under consideration.

17. Following any judgement of equivalence, exporting and importing countries should advise each other of significant changes in their supporting programmes and infrastructure that may affect the original determination of equivalence.

附件三、

PROPOSED DRAFT GUIDELINES ON THE JUDGEMENT OF EQUIVALENCE OFTECHNICAL REGULATIONS ASSOCIATED WITH FOODINSPECTION AND CERTIFICATION SYSTEMS

PREAMBLE

1. It is often the case that importing and exporting countries operate different food inspection and certification systems that incorporate different technical requirements. These requirements may relate to matters such as the control of production and processing systems, conformity assessment systems, language(s) used to label products and mechanisms for prevention of fraud.

2. Countries should wherever possible and appropriate, base their requirements on Codex or other international norms as the means of achieving their desired level of quality and regulatory conformity for domestically produced and imported food. However, it is recognised that countries may choose to implement their own technical requirements in order to meet their legitimate objectives with respect to (inter alia) product characteristics and conformity assessment.

3. Application of the principle of equivalence is intended to facilitate trade while ensuring that the importing country’s legitimate objectives are met. Application of the principle of equivalence has mutual benefits for both exporting and importing countries. In particular, flexibility that the application of equivalence allows an exporting country, in design and implementation of technical requirements, means that the technical requirements of the importing country can be met in the most efficient and effective way.

SCOPE

4. This document sets out principles and processes to facilitate the determination of equivalence of technical requirements, including conformity assessment systems, concerning food. The technical requirements covered by this guideline are limited to technical regulations and conformity assessment requirements as defined by the TBT Agreement, that have been mandated by governments. These mandatory technical regulations are defined as technical requirements in this document. This document does not cover judgement of equivalence of sanitary measures.

DEFINITIONS

Equivalence The state wherein technical requirements applied in an exporting country, though different from the requirements applied in an importing country, achieves the importing country's stated objective for that technical requirement.

Legitimate objective The clearly stated purpose, that is both genuine and achievable, of a technical requirement intended to protect the health of consumers or prevent deception or fraud in relation to food trade. The fulfillment of the legitimate objective of a technical requirement intended to protect the health of consumers corresponds with the achievement of the appropriate level of protection as defined in the Agreement on the Application of Sanitary and Phytosanitary Measures.

Technical Requirement Any requirement, that is not a sanitary measure 8 , set down by the competent authorities, in order to fulfil a legitimate objective. Technical requirements may specify, but are not limited to: product characteristics or their related processes and production methods, including terminology, symbols,

packaging, marking or labelling provisions applying to such characteristics; processes and production methods; conformity assessment procedures (including sampling, testing and inspection; evaluation, verification and assurance of conformity; registration, accreditation and approval) and applicable administrative provisions.

GENERAL PRINCIPLES FOR DETERMINATION OF EQUIVALENCE

5. Determination of the equivalence of technical requirements associated with food inspection and certification systems should be based on application of the following principles:

5.1. An exporting country should recognise that an importing country has the sovereign right to apply technical requirements in order to achieve legitimate objectives that protect consumers against health and/or deceptive or unfair trading practices.

5.2. An importing country should be able to describe the objective of its technical requirement(s).

5.3. An importing country should recognise that different means may be capable of achieving the objective of its technical requirement, and are therefore equivalent and that any of its technical requirements, or combination of technical requirements, can be subject of a request by an exporting country for determination of equivalence.

5.4. It is the responsibility of the exporting country to demonstrate that its technical requirement(s) including conformity assessment procedures, can meet the importing country’s legitimate objective for its technical requirement(s). When evaluating equivalence of its stated technical requirement(s), the importing country should take into account program design, implementation and monitoring that operate in the exporting country and underpin consistent achievement of equivalence of the importing country’s technical requirement(s).

5.5. The judgement of equivalence by the importing country should be conducted using an analytical approach that is objective and consistent.

5.6. Countries should, upon request, promptly enter into consultations with the aim of achieving bilateral or multilateral recognition of the equivalence of specified technical requirements.

5.7. The conduct of the judgement process should not affect existing trade.

5.8. The importing country should present the objective of the technical requirement that has been identified by the exporting country as the subject of the equivalence determination, and express this in a way which facilitates comparison.

5.9. Countries should ensure transparency in both the demonstration and determination of equivalence.

5.10. Importing and exporting countries should utilize an agreed process for exchange of information. This information should be limited to that which is necessary to facilitate the determination of equivalence, and minimize administrative burden on both parties.

PROCEDURE FOR THE DETERMINATION OF EQUIVALENCE

6. Determination of equivalence presumes that the exporting country has already reviewed all applicable importing country technical requirements for the food involved, and has identified those for which it seeks a determination of equivalence.

7. Experience and detailed knowledge of an exporting country’s food inspection and certification systems may in itself be sufficient to allow objective judgement of equivalence by the importing country.

8. Where countries lack extensive experience with, or detailed knowledge about, each other’s food control systems or relevant conformity assessment programmes or where there is no previous history of significant trading in foods, the equivalence judgement process may require a detailed side-by-side comparison of system elements.

9. The determination of equivalence is facilitated by both exporting and importing countries following a sequence of steps, such as those described below and illustrated in Figure 1.

9.1. The exporting country identifies the technical requirement of the importing country for which it wishes to apply a different requirement, and requests details of the technical requirement from the importing country.

9.2. The importing country provides details of the identified technical requirement, with objective parameters as a basis for comparison. Objective parameters may include:

the objective of the technical requirement

risks that may be incurred through non-fulfilment of the technical requirement

elements of systems implemented to ensure compliance with the stated requirement.

9.3. On the initiative of the exporting country, the importing and exporting countries should enter into a dialogue with the view to ensuring that the basis for comparison of technical requirements has been expressed in a manner consistent with the relevant principles set out in this document..4

9.4. The exporting country develops the submission to demonstrate that its different technical requirement(s) is consistent with achievement of the importing country technical requirement, and presents this submission to the importing country.

9.5. If the importing country has any concerns with the submission as presented, it should notify the exporting country at the earliest opportunity and should detail the reasons for concern. If possible, the importing country should suggest how the concerns might be addressed.

9.6. The exporting country responds to such concerns by providing further information as appropriate.

9.7. The importing country determines whether the exporting country’s technical requirements achieve the importing country’s objective.

9.8. The importing country notifies the exporting country of its judgement within a reasonable period of time.

9.9. An attempt should be made to resolve any bilateral differences of opinion over judgement of a submission, either interim or final, by using an agreed mechanism to reach consensus.

9.10. A final judgement of equivalence is made by the importing country and the result reported to the exporting country, providing reasons should the judgement be that the proposed technical requirement is deemed not equivalent.

FOLLOWING THE JUDGEMENT PROCESS

10. When achievement of equivalence is agreed upon by the importing country, the importing and exporting countries may enter into a formal agreement giving effect to that decision. Agreements should be established according to the Codex Guidelines for the development of equivalence agreements regarding food import and export inspection and certification systems (CAC/GL 34 1999).

11. Exporting and importing countries, subsequent to a successful agreement in regard to equivalence of technical requirements, should advise each other of significant changes in their supporting programmes and infrastructure that may affect the original determination of equivalence.

12. Consistent with Section 9 of CAC/GL 26-1997 Guidelines for the Design, Operation, Assessmen and Accreditation of Food Import and Export Inspection and Certification Systems, the verification and review of the effectiveness of technical requirements may be conducted by officials of the importing country.

附件四、

PROPOSED DRAFT GUIDELINES FOR THE UTILIZATION AND PROMOTION OF QUALITY ASSURANCE SYSTEMS TO MEET REQUIREMENTS IN RELATION TO FOOD

SECTION 1 - SCOPE

1. This document provides guidance on how quality assurance (QA) systems implemented by food businesses may be officially recognised, through a process of assessment by official or officially recognised assessment bodies. These Guidelines are applicable where governments choose to recognize that QA systems, including voluntary certification QA systems, may assist in ensuring food regulatory requirements are met for official food inspection and certification purposes.

2. The Guidelines should be read as an elaboration of the Quality Assurance section of the

“Guidelines for Design, Operation, Assessment and Accreditation of Food Import and Export Inspection and Certification Systems” (CAC/GL 26-1997).

3. Businesses may choose to implement QA systems for meeting commercial and/or regulatory requirements including safety. However these guidelines do not mandate the use of QA systems, nor HACCP and they do not promote the use of a particular system.

4. The guidelines provide advisory information on the content of QA systems and explain how HACCP steps and principles may be incorporated into a QA system as a means of achieving compliance with food safety requirements. The aim is to demonstrate the relationship between QA and food safety programs, using a defined, documented and internationally recognised food safety system; there is no implication that the use of HACCP or any other methodology is preferable.

SECTION 2 - ORGANISATION OF THIS DOCUMENT

5. Information relating to the official recognition of QA systems is given in the main body of the document. General elements of a QA system and its implementation and maintenance requirements are given in Annex I. Information relating to HACCP principles and steps is given in Annex II. The correlation of HACCP and elements of a QA system is described in Annex III.

SECTION 3 - DEFINITIONS
Audit* is a systematic and functionally independent examination to determine whether activities and related results comply with planned objectives.

Certification* is the procedure by which official certification bodies and officially recognized bodies provide written or equivalent assurance that foods or food control systems conform to requirements. Certification of food may be, as appropriate, based on a range of inspection activities which may include continuous on-line inspection, auditing of quality assurance systems, and examination of finished products.

Equivalence* is the capability of different inspection and certification systems to meet the same objectives.

Inspection* is the examination of food or systems for control of food, raw materials, processing and distribution, including in-process and finished product testing, in order to verify that they conform to requirements.

Official recognition is the formal approval or recognition by a government agency having jurisdiction.

Quality assurance system Organisational structure procedures, processes and resources needed to implement quality assurance.

Requirements* are the criteria set down by the competent authorities relating to trade in foodstuffs covering the protection of public health, the protection of consumers and conditions of fair trading.

SECTION 4 - NATURE AND PURPOSE OF QA SYSTEMS

6. A QA system is a business management technique, which operates through implementation of documented procedures and practices. It includes processes for monitoring the system’s performance against its stated aims, through internal and, as appropriate, external auditing.

7. QA systems are employed by businesses to

-help ensure that requirements are met

-improve quality and product consistency;

-reduce costs of production and wastage;

-meet customer demands;

-increase consumer and / or government confidence;

-increase market access;

-improve staff and management commitment to quality including food safety; and,

-decrease business risk such as legal and insurance costs.

8. QA systems differ from traditional end point or continuous inspection systems by having a defined structure, documented procedures and processes for all activities in respect of the pre-harvest, harvest, processing, transport, storage etc, that can affect the final product. Final product testing is only part of the system, and is commonly used to verify the performance of system.

9. QA systems are implemented and maintained by businesses. The scope of the system will be defined by the purposes for which the system is set up. For example a business may wish to implement a QA system whose objective is limited to meeting defined regulatory requirements. Some businesses may choose to cover quality aspects beyond regulatory requirements within their QA system. If certification is sought to a recognised international quality system standard, the necessary elements of the system will be

defined by that standard. Annex I lists elements commonly included in QA systems.

10. An important characteristic of a QA system (which may incorporate Good Manufacturing Practices, and HACCP) is the inclusion of a clear documented commitment from management covering training, provision of adequate resources to perform defined functions etc. This aspect provides greater confidence to regulatory authorities that the business management is aware of its responsibilities and

committed to ensuring food safety controls are in place and are working correctly.

11. The nature of QA systems is such that the program, through which official recognition is achieved, must be capable of examining and assessing all the activities relevant to ensuring regulatory requirements are met. Section 7 deals with assessment programs in more detail.

SECTION 5 - OFFICIAL RECOGNITION OF QUALITY ASSURANCE SYSTEMS

Assessment process

12. Official recognition of a QA system is achieved when an assessment of the QA system by an official or officially recognised assessment body objectively demonstrates that the QA system meets specific criteria. Annex I lists suggested elements of a QA system that may be considered when developing these criteria.

13. The process of official recognition of a QA system may involve the following steps:

-submission of a request for recognition by the food business to the official assessment body or officially recognised assessment body. The request should contain sufficient information to permit the assessment body to evaluate, on a preliminary basis, whether the business’s QA system meets the criteria for recognition;

-initial on-site evaluation of the business’s QA system by the assessment body;

-corrective actions by the food business as may be necessary to meet the criteria for recognition;

-follow-up evaluation of the business’s QA system by the assessment body to verify that corrective action has been taken and that criteria for recognition have been met;

-recognition of the QA system by the assessment body;

-periodic audits by the assessment body to verify that the food business continues to maintain the requirements for recognition of its QA system.

Assessment bodies

14. Government agency having jurisdiction can directly assess QA systems and/or accredit other parties to carry out assessment of QA systems implemented by businesses for purposes of official recognition. Officially recognised bodies may include regional authorities, and commercial (third party) quality system assessment bodies. For accreditation to be granted initially, the government agency with

jurisdiction should ensure that the proposed assessment body meets accepted criteria and is made subject to official verification measures

15. In order that the impartiality and independence of official assessments of QA systems is not compromised the assessment body, whether government agency with jurisdiction or officially accredited, should maintain clear separation of auditing functions and any advisory services in relation to development and implementation of QA systems.

SECTION 6 - BENEFITS OF OFFICIALLY RECOGNISED QA SYSTEMS

16. QA systems that are officially recognised are a means of assuring that food produced under such a system meet specified food safety and other regulatory requirements.

17. Official recognition of QA systems, or relevant parts of those systems, allows competent authorities to modify inspection methods used to ensure that official food import and export control objectives are achieved, so that regulatory resources can be employed more efficiently and effectively.

18. Official recognition of QA systems should therefore result in a reduced frequency of official inspections and audits where the system as implemented and operated by a business consistently complies with regulatory requirements.

19. Official recognition of QA systems may facilitate the issuance of official certification for food produced within the scope of such QA systems.

20. Officially recognised QA systems should facilitate international trade through recognition of such systems by trading partners. One mechanism to achieve this is through the use of equivalence or other agreements. Recognition by official or officially recognised food import and export inspection and certification bodies should occur if:

-there is a demonstrated and consistent relationship between the objectives and performance outcomes of the QA system and the identified regulatory requirements; and,

-the elements and implementation of the QA system are consistent with this guideline.

SECTION 7 - CHARACTERISTICS OF AN OFFICIAL ASSESSMENT PROGRAM

21. An assessment program, whether operated by an official body or officially recognised body, has the purpose of evaluating compliance with required elements of a QA system. Assessment should verify that the required elements are in place, are operating to the prescribed standard and are effective in meeting the specified criteria. The confidence delivered by any QA system depends on the comprehensiveness and appropriateness of the QA system implemented by the business in addressing regulatory requirements and

adequate rigour in external assessment. 22. The official assessment program system, regardless of whether operated directly by government or an officially recognised third party body, should include:

-adequate resources for operation;

-legislative authority;

-documented specifications or requirements;

-a documented audit management program;

-a sanctions policy and procedures;

-reporting and record keeping policy and procedures; and,

-a communications strategy.

Adequate resources for operation

23. Official assessment systems must have adequate resources to operate verification procedures designed to fully evaluate QA systems implemented by businesses. This includes competent personnel sufficiently trained in the elements of the QA systems and the relevant regulatory authority.

Legislative authority

24. For the purpose of this section legislative authority includes laws, regulations, requirements and procedures issued by authorities related to officially recognized quality assurance systems. Such authority must, at a minimum, provide for:

-officially recognized quality assurance systems;

-official assessment program;

-granting and maintaining official recognition of quality assurance systems;

-varying, suspending and withdrawing official recognition from quality assurance systems
Documented specifications or requirements

25. Required elements for QA systems should be documented and available to those who seek recognition under the assessment program. The information should cover:

-the process for gaining recognition, including the criteria against which the QA system will be assessed;

-the specific areas for which recognition is offered and its limitations;

-process for complaints/appeals;

-applicable fees;

-rights and responsibilities of applicants; and,

-sanctions that may apply in the event of failure to meet required elements of the QA system.

Documented audit management program

26. Management of an official assessment system for a QA system needs to ensure procedures are followed and defined objectives can be consistently met, regardless of personnel changes. Procedures should include a documented system of audit management, that is periodically reviewed and/or updated, to cover:

-audit programming and scheduling (this may take into account the hazards presented by the particular food products and the performance of businesses under audit);

-audit reporting (including format, recipients and maximum time for reporting);

-follow-up of corrective actions issued and or sanctions that were applied at audit; and,

-protection of proprietary information.

27. The official assessment program is dependent upon an objective audit approach that includes the following steps and/or elements:

-defining the qualifications for auditors of QA systems and the powers for appointing (and withdrawing appointment) of auditors;

-an initial assessment of the documented QA system;

-an initial audit covering the entire QA system as implemented;

-a stipulated audit frequency which should take into account the risk classification of the product type and seasonal factors;

-a policy for variation of audit frequency and scope in response to the compliance performance of the business; and,

-specification of action, including sanctions that may be applied where non-conformities are identified.

28. The audit management program must include food safety qualifications of prospective auditors as well as other elements, particularly auditing methodology. It must include procedures for appointing auditors and withdrawing those appointments. In appointing auditors, the following should be taken into consideration:

-auditors understanding of regulatory requirements

-the formal training and experience of personnel in auditing, food safety, technology and other areas relevant to the auditor’s task and status. A classification ranking auditors may be implemented.

-an evaluation of auditor skills including effective communication.

-procedures to consider industry experts onto audit teams, providing that requirements, as appropriate, relating to prevention of conflict of interest are met.

-continuation of auditor status, specifically maintaining skill levels through continuing education and peer review findings..6

Sanctions policy and procedures

29. An official assessment program should include a sanctions policy that addresses specific actions and procedures when violations or non-conformities occur by either businesses implementing the QA system or by auditors. These may include the withdrawal of recognition if non-conformities are not addressed or are sufficiently serious to compromise the objectives of the QA system, particularly in relation to food safety.

30. The program should also include an appeals process for the resolution of complaints and disputes.

Reporting and record keeping policy and procedures

31. The assessment of QA systems should accurately record what action has been taken in respect of audit findings, including sanctions as appropriate. Reporting should follow an established format and should be retained for a specified duration.

32. Records should be maintained with due regard for confidentiality. Any legal requirements for keeping reports and other records and maintaining confidentiality/privacy should be incorporated into the assessment program.

Communications strategy

33. An official assessment program should develop a communications strategy so that trading partners, industry and consumers understand how an official assessment program is utilized and the potential benefits derived from a certified QA system.

34. The official or officially recognised certification body may choose to publish general guidance information about how businesses can develop a QA system that will meet stipulated requirements. This is distinct from providing detailed advice to a particular business, where the separation of advisory functions and assessment are critical to avoid any conflict of interest (paragraph 15)
ANNEX I

Suggested Elements of a QA System for Food Production and the Implementation

and Maintenance of a QA System

I. Suggested elements of a QA system

1. In general, a QA system should have the same elements whether the system is implemented with the intent of addressing regulatory requirements or commercial objectives, or both.

2. A QA system should be documented in an appropriate manner and include at least the elements listed below.

-purpose and scope;

-defined management structure with stipulated responsibilities;

-product description and intended use;

-established quality objectives, including those required by legislation, for each product covered by the system;

-identification and analysis of factors to be controlled

-purchasing procedures

-process description;

-control measures for minimizing or eliminating factors that can compromise quality;

-recall procedures;

-verification activities including internal auditing;

-documentation and record keeping requirements;

-training policy.

3. The manner in which the elements are documented should be adapted to suit the particular business, rather than narrowly prescribed.

4. Each of these elements is expanded further in the remainder of this section.

Purpose and scope

5. Businesses should document precisely what their QA system is to cover, i.e. what products and processes, operations and outputs are involved, what premises and locations are included, and the objectives (i.e. commercial and/or regulatory) that the system aims to achieve. While the business may determine a range of quality objectives which its QA system is intended to achieve, elements that address regulatory requirements should be specifically identified when documenting the system.

Defined management structure with stipulated responsibilities

6. In order for its QA system to operate effectively, it is critical that the business has a management structure that can support and take ultimate responsibility for the system. The QA system documentation should identify those staff who have specific quality responsibilities and authority in relation to the system’s management, and how those responsibilities should be discharged.

7. In order for the QA system to remain effective, management review should occur at least annually to ensure that the purpose and objectives of the system are being achieved and remain relevant.

Product description and intended use

8. A description of each product and its intended use is necessary for determining desired outcomes of their QA system, particularly in relation to food safety. Factors that should be described include:

-characteristics of the product being grown, raised, harvested or manufactured that will impact on the safety of the final product; subsequent steps in the food chain, such as processing treatments that will reduce or arrest microbial growth; packaging and storage conditions; product composition, including water activity and pH and attributes that inhibit the growth of pathogenic bacteria;

-ingredients added to the product;

-how and where the product will be used or prepared for use, for example whether the product is for further processing, is consumer ready or will be cooked prior to serving; vulnerable consumer groups should also be identified;

-packaging material in respect of its role in product quality; and

-necessary labelling where there are special instructions required for storage or preparation (e.g.,“KEEP FROZEN”).

Established quality objectives for each product covered by the system

9. Some of the factors that should be considered when determining objectives include:

-food safety and legislative requirements;

-customer requirements; and

-other quality attributes such as consumer expectations.

10. Quality objectives may be described quantitatively or qualitatively in terms of specifications, such as absence of Salmonella in a 25g sample, or a range of tolerances, such as packaged weight acceptability between 250g and 255g.

Identification and analysis of factors to be controlled

11. Identification and analysis of factors that can compromise the quality of the foods which are the subject of a QA system is essential to a QA system and is particularly important in the application of food safety management. The range of factors covered will be determined by the scope of the QA system and may include factors other than food safety.

Purchasing procedures

12. The QA system should include a purchasing procedure in order to ensure that raw materials, ingredients and other inputs to the process, conform to the specifications of the QA system. The purchasing controls should extend not only to goods, but also to services such as water supply, transport, hygiene services, laboratory and testing services, pest control etc.

Process description

13. A description of each process is essential to development of a QA system for food production. A process flow diagram is a useful means to document details.

Control measures for minimizing or eliminating factors that can compromise quality

14. Process controls that relate to food safety requirements should be, as appropriate, managed through the application of good practices programs such as good agricultural/ hygienic/ manufacturing practices. These programs serve as prerequisites for the successful application of HACCP.

15. Process controls should cover the entire production flow from the acquisition of raw materials, each processing step and through to dispatch of final product. Inspection and testing of partially finished or in-process product and final product should be included, as appropriate to achieve quality objectives including any relevant regulatory requirements.

16. The operating procedures to be followed during the identified processing steps should be specified and included in process control documentation.
17. The identification of deviations from specification that may compromise food safety or other quality attributes and the timely implementation of corrective action to rectify and prevent re-occurrence of the deviations, are essential elements of a QA system. The system should be able to identify in-process product or final product that does not meet specified requirements. It should also be able to identify structural and equipment faults that lead to deviations from specification. Corrective action procedures should be established to ensure that when deviations occur, process control is restored as soon as possible, affected product is dealt with appropriately, and measures to prevent recurrence of the deviation are implemented.

Recall procedures

18. Appropriate internal and external recall procedures should be defined and incorporated within the QA system to enable efficient and rapid recall or appropriate actions to deal with in process and final product that fails to meet specification. This should include recall from external customers, including parts of the distribution chain that are outside the control of the processor, such as coolstores, warehouses and distributors.

Verification activities including internal auditing

19. The QA system should include procedures for verification of the correct operation of the system. Internal audit procedures and procedures for sampling and testing, where applicable, should be appropriately documented and applied in order to ensure that the specified objectives are met. An internal auditing schedule should give appropriate emphasis to food safety aspects of the QA system. The internal auditing should be undertaken by staff that are not directly responsible for the particular aspect under

scrutiny.

20. Verification activities should also ensure that the objectives of a business’s QA system are being met and determine whether these remain adequate for the product. Any necessary changes to the QA system should be introduced, following validation, and be appropriately documented.

Documentation and record keeping requirements

21. Documentation of the QA system is essential:

-to set out in detail the responsibilities of those who implement and maintain the system;

-as the basis for objective auditing (internal and external); and,

-to provide evidence that due care has been taken during production and processing.

22. The extent and detail of the documentation will depend inter alia on the purpose and complexity of the system. Applicable legislation may specify the nature and extent of documentation required if the system includes elements of regulatory interest.

23. Documents and records typically utilized within a QA system include, but are not limited to:

-specifications for purchasing raw materials, services or other supplies;

-specifications of final product;

-training and qualification records;

-operating procedures;

-internal verification activities including reviews and audits;

-process control records;

-results of inspection and testing;

-procedures to identify and trace product including nonconforming product at all stages of production; and, corrective action records.

Training policy

24. The QA system should specify the nature of formal training and experience required for personnel engaged in implementing and maintaining the QA system, in particular any food safety and or regulatory compliance aspect of the control program. Training and qualification needs should be identified for each aspect of the system and may include implementation of procedures. In some circumstances there may be

legislative requirements that demand minimum training and qualifications. For example, operators of some machinery such as pasteurizers and retorts; administering livestock medication; and calculating the lethality of a thermal process.

II. Implementation and Maintenance of a QA System

Implementation

25. The implementation of a QA system can be phased using a strategy that best suits the particular food business. Once the QA system is established, or defined elements are implemented, then the system or elements should be verified to ensure objectives set for the system, or part system, are being met.

26. Some possible options for phased implementation include:

-developing appropriate controls over raw materials, through stipulating specifications, then implementing controls and checks to verify that specifications are met, together with a training program for personnel involved in the process to ensure consistent application of procedures. - this may lead the QA development process forward, to cover processing, manufacturing, storage and transport steps; or developing a recall system, which should lead to developing corrective action and controls “backwards” to raw material controls;

developing and documenting responsibilities and training needs for personnel involved in implementing and maintaining the QA system.

27. Phased implementation should not preclude implementation of a QA system proceeding at several discrete points in the production system.

28. The development and implementation of a QA system with a HACCP component should recognize that there exists a critical interdependency between HACCP and prerequisite programs. Good agricultural practice, good manufacturing practice, and good hygienic practice programs, as appropriate for the process, should be operating before HACCP implementation.

Maintenance

29. An established QA system must be maintained to ensure its continued relevance and that is achieves the stated objectives. Change is a normal part of food production and distribution and a QA system must respond to any modification of the relevant processes. The system may need to be amended for various reasons including:

-new product lines or raw material/ingredient sources;

-changes to processing or product formulation;

-adopting new technology, such as automated machinery;

-changes to legislation or customer requirements;

-findings of internal audits and management review;

-findings of external audits;

-new threats to food safety; and,

-new scientific findings or technological solutions related to food safety hazards.
30. Whenever changes are implemented, the effect on other parts of the process or QA system should be considered. The altered system should be validated as being able to achieve the objectives set to meet regulatory, customer and internal requirements, covering food safety quality and other issues. Any training that is necessary as a result of the changes should be provided. Documentation should be updated and circulated to relevant personnel or other parties, including regulatory authorities
ANNEX II

HACCP PRINCIPLES AND THE STEPS OF HACCP

I. Principles of HACCP.

Principle 1: Conduct a hazard analysis.

Principle 2: Determine the Critical Control Points (CCPs).

Principle 3: Establish critical limit(s).

Principle 4: Establish a system to monitor control of the CCP.

Principle 5: Establish the corrective action to be taken when monitoring indicates that a particular CCP is not under control.

Principle 6: Establish procedures for verification to confirm that the HACCP system is working effectively.

Principle 7. Establish documentation concerning all procedures and records appropriate to these principles and their application.

II. Tasks (Steps) Necessary to Apply the HACCP System .

1. Assemble a HACCP team

2. Describe product

3. Identify intended use

4. Construct a flow diagram

5. On-site confirmation of flow diagram

6. List all potential hazards associated with each step, conduct a hazard analysis, and consider any measures to control identified hazards (see Principle 1)

7. Determine Critical Control Points (see Principle 2)

8. Establish critical limits for each CCP (see Principle 3)

9. Establish a monitoring system for each CCP (see Principle 4)

10. Establish corrective actions (see Principle 5)

11. Establish verification procedures (see Principle 6)

12. Establish documentation and record keeping (see Principle 7)

Note: an additional unnumbered step included in the HACCP Annex to CAC/RCP 1-1969, rev. 3 (1997) is that of training.

ANNEX III

INTEGRATION OF HACCP INTO QA SYSTEMS

1. In some cases legislation may require implementation of HACCP by food businesses.

Alternatively, food businesses may voluntarily elect to address food safety aspects through applying HACCP principles and steps when implementing QA systems. In such situations, the steps of the HACCP system, which relate specifically to food safety, can be effectively integrated into a QA system in a way that achieves food safety outcomes and addresses relevant regulatory requirements.

2. When integrating HACCP into QA systems, it is important to consider how the HACCP principles applicable to a particular food safety process may apply within the broader quality management programs of the QA system. Relevant HACCP pre-requisite programs should be operating prior to HACCP implementation. Annex II lists the 7 HACCP principles and the tasks necessary to apply HACCP (often referred to as the 12 HACCP steps). The HACCP steps are correlated here with the broader QA

system elements outlined in Annex I. This table summarises elements of a QA system described in this document and their correlation to the Codex HACCP steps.

HACCP STEP EXPRESSED IN QA SYSTEM ELEMENT

1. Assemble HACCP team.

Purpose and scope

Defined management structure with stipulated responsibilities

Training policy

2. Describe product Defined management structure with stipulated responsibilities

Training policy

Product description and intended use

Identification and analysis of factors which can compromise quality (including food safety) 

Purchasing (goods and services) procedures

Training policy

3. Identify intended Defined management structure with stipulated responsibilities

Training policy

Product description and intended use

Established quality objectives for each product covered by the system

Identification and analysis of factors which can compromise quality (including food safety)

Training policy.
HACCP STEP EXPRESSED IN QA SYSTEM ELEMENT

4. Construct flow diagram Defined management structure with stipulated responsibilities

Training policy

Process description

5. On-site confirmation of flow diagram

Defined management structure with stipulated responsibilities

Training policy

Process description

6. List all potential hazards associated with each step, conduct a

hazard analysis, and consider any measures to control identified

hazards.

Defined management structure with stipulated responsibilities.

Training policy

Identification and analysis of factors to be controlled.

Control measures for minimizing or eliminating factors that can compromise quality

7. Determine Critical Control Points Defined management structure with stipulated responsibilities.

Training policy.

8. Establish critical limits for each CCP

Defined management structure with stipulated responsibilities

Training policy

Control measures for minimizing or eliminating factors that can

compromise quality

9. Establish a monitoring system for each CCP

Defined management structure with stipulated responsibilities

Training policy

Control measures for minimizing or eliminating factors that can

compromise quality

10. Establish corrective actions Defined management structure with stipulated responsibilities.

Training policy

Recall procedures

11. Establish verification procedures Defined management structure with stipulated responsibilities

Training policy

Verification activities including internal audit

12. Establish Documentation and

Record Keeping

Defined management structure with stipulated responsibilities.

Training policy

Documentation and record keeping
附件五、

PROPOSED DRAFT GUIDELINES FOR FOOD EMERGENCY SITUATIONS

INVOLVING INTERNATIONAL TRADE

(At Step 3)

PREAMBLE

1. These guidelines replace, and broaden the scope of, the Codex Guidelines for the Exchange of Information in Food Control Emergency Situations (CAC/GL 19-1995).

2. For the purposes of these guidelines the term 'food emergency situations' is taken to mean situations where there is a clearly identified risk of serious untoward health effects associated with the consumption of certain foods. In most cases the nature of the agent causing such health effects will be known (e.g. an identified microbiological or chemical agent). However, emergency situations may arise where consumption of a certain foodstuff is associated with serious health effects but the agent causing these effects has not been identified. Such situations are also covered by these guidelines.

CONSIDERATIONS RELATING TO FOOD EMERGENCY SITUATIONS

Nature of the health hazard

3. The nature of the health hazard should be described clearly and briefly. If possible, the agent(microorganism, chemical, etc.) causing the health hazard should be identified. However, if there is a clear association between consumption of a food and the appearance of serious untoward health effects this should be reported even though the agent causing the effects has not been unequivocally identified.

The application of risk analysis to food emergency situations and information exchange

4. Whilst recognising that risk management decisions may need to be made rapidly in order to protect public health and safety, risk analysis should be considered first and foremost as a tool for informed decision-making by countries in the management of food safety incidents. The risk analysis process should follow a structured approach comprising the three components of risk analysis (risk assessment, risk management and risk communication). The risk analysis framework

has recently been elaborated by the Codex Alimentarius Commission in the development of food standards 1 .

5. A common impediment to the successful application of risk analysis principles in food emergency situations is the lack of timely provision of detailed information on the situation by the exporting country to the importing countries. In these circumstances, importing countries can find that their main information sources are through anecdotal reports including the media, and reports from third countries. This lack of data can make the application of a truly risk-based and evidence-approach

difficult to implement and care should be taken to ensure that risk management measures are not disproportionate to the level of risk.

6. In cases where there is a lack of information and significant scientific uncertainty in the risk assessment of food emergency situations, risk management measures may be applied provisionally. Recognising the need to apply risk analysis to the extent possible, provisional risk management decisions in these circumstances will need to be made using the best judgement of trained and experienced food control officials. Countries should ensure that these provisional risk management measures are adjusted, in a timely manner, in the light of new information.

7. Countries should keep their public informed of food emergency situations.

Communication of information

8. Effective communication between the exporting and all importing countries is fundamental to ensuring the success and appropriateness of an effective response to emerging food emergency situations. It is in the interests of both the importing and exporting countries that there is rapid information exchange in food emergency situations. In this way, risks to human health can be minimised and the foodstuffs concerned can be quickly identified and removed from the market. This helps to prevent unwarranted action being taken against other foods that are not involved in the emergency situation.

9. In the event of a food emergency situation, communication by telephone or facsimile is recommended in order to ensure the early receipt by the country contact point. Where initial contact is made by telephone, this should be followed up by information contained in a written form such as facsimile or e-mail. Communication by e-mail should also be considered as an alternative to telephone or facsimile, where it is known that the recipient regularly checks for new e-mails.

10. A list of contacts for Food Import Control and Information Exchange in Food Emergency Situations is available and an update distributed to governments on a periodic basis. It is the responsibility of all countries to ensure that they regularly provide updated information on their country contact points to the Codex Contact Point for Australia, so that the list of contacts can be kept up to date.

Responsibilities of exporting countries

11. The food control authorit ies in exporting countries should promptly notify by

telecommunication the appropriate authorities in all countries which have imported or are the destination of the affected foods. Where the food emergency situation involves composite food (eg. processed food product) which contains imported ingredients, the source countries of the ingredients should also be notified wherever the health hazard may be associated with these ingredients.

12. The most up-to-date information, including any scientific data (eg. concentrations of contaminants) and the products likely to be affected, should be made available to all importing countries in a timely manner. It is recognised, however, that the initial information may often be incomplete and it is therefore the responsibility of the exporting country to ensure that the initial communication is supplemented by further notification(s) as and when the situation develops and more detailed information becomes available.

13. To avoid any undue delay or damage to international trade, the exporting country should promptly communicate to all affected countries when the food emergency situation is finished. This will enable the national authorities of the importing or destination countries to lift the emergency risk management measures on future imports from the exporting country.

Responsibilities of importing countries

14. When the food control authorities in importing countries detect problems during import control or distribution of foodstuffs, which they consider to be so serious as to indicate a food emergency situation, they should promptly notify the relevant exporting country authority.

15. Where an imported composite food (eg. processed food product) is affected by an emergency situation, the relevant authorities in the source countries of the ingredients should also be notified, where they can be identified and where the health hazard may be associated with these imported ingredients.

16. The most up-to-date information, including any scientific data (eg. concentrations of contaminants) and the products likely to be affected, should be made available to the exporting country in a timely manner. The initial communication should be supplemented by further information as and when the situation develops and more detailed information becomes available.

17. It is also the responsibility of the importing country to ensure that their risk management response is proportionate to the risk to public health and safety. On receipt of information from the exporting country, the importing country has a responsibility to ensure that risk analysis principles are applied to the extent possible and that the risk management measures that are put into effect, are no more stringent than are necessary to ensure the protection of public health and safety.

18. The appropriate risk management options available to the regulatory authorities in the importing country, will be dependent on the level of distribution of the affected products, combined with the time between the arrival of the food and the first communication identifying the food emergency situation.

19. Importing countries should ensure that their risk management measures are sufficiently flexible, such that they may be amended in a timely fashion on the provision of further information. This is particularly the case where the original application of risk analysis principles to the food emergency situation was hindered by the lack of relevant information.

Level of food distribution

20. In deciding on the appropriate risk management measures to apply, Food Control Authorities should consider both the quantity of food that is involved, the stage of its distribution and the level (eg. wholesale, retail) at which it has been distributed. In some cases, the affected food may not yet have entered the importing country and risk management measures will focus on import controlsand testing of these foods where appropriate. However, in other cases the food will have entered and been distributed within the country. In these cases, the Food Control Authority should take account of whether the food has been distributed at the wholesale, retail or consumer level, which may necessitate a recall at one or more of these levels of food distribution.

21. A wholesale recall involves recovery of the product from wholesalers, distribution centres and importers. A retail recall involves recovery of the product from supermarkets, grocery stores, hospitals, restaurants and other major catering establishments, and retail outlets such as take-away and health food stores. A consumer level recall involves the recovery of the product from consumers.

Re-export of food subject to an emergency situation.

22. Food that is refused entry into a country as a result of the application of appropriate risk management measures, or in some cases food that is recalled after entry, may be sent back to the country of origin or to a third country. In either case, the competent authorities of the country to which the goods are being exported should be notified. When re-exported to a third party country the reason for the refusal of entry or recall should be given and their consent in principle to receiving the food should be obtained before shipment. In cases of a major risk to public health and

safety, the importing country may consider the destruction of the food, rather than re-export, in order to ensure that the food does not end up being consumed.

Role of the FAO and WHO

23. Although these guidelines are primarily intended for information exchange between importing and exporting countries, copies or summaries of selected information should be provided to FAO, WHO or other international organizations on request, to assist in international food emergency situations. [Details of the specific program office of the FAO and WHO to be added.] In these situations, the FAO and WHO, may be able to offer technical advice and assistance to one or more

of the affected countries or countries yet to be affected.

STANDARD FORMAT FOR INFORMATION EXCHANGE IN FOOD EMERGENCYSITUATIONS

24. The use of a standard format for information exchange is recommended for use by both the importing and exporting countries. A model standard format for information exchange in food emergency situations is also available at Attachment 1. Where alternative formats are used, care should be taken to ensure that all the relevant information is included and is clearly presented. The most important information elements to be considered are discussed below. Nature of the health hazard

25. The nature of the health hazard should be clearly described. If possible, the agent

(microorganism, chemical etc.) causing the health hazard should be identified. However, if there is a clear association between the consumption of a food and the appearance of serious adverse health effects this should be reported even though the agent causing the effects has not been unequivocally identified. Details of the foods concerned

26. In cases where the health or safety hazard is associated with a specific food or foods these should be identified in detail in accordance with the standard format annexed to these guidelines, to facilitate the identification and location of the affected foods. In other cases, where contamination is spread over a wide area and affects many different categories of foods, all such affected foods should be identified Action taken.

27. The action taken to reduce and eliminate the hazard should be reported briefly. This may include, for affected food, at least the following:

＊measures taken to identify and prevent the sale and (where this has occurred) export ofthe food;

－measures taken, at source, to prevent further problems;

－identification of agencies responsible for supervising recall from the market detaining the product; and

－supervising its final disposition.Contact point(s) for further information

28. Agencies responsible for coordinating the response should keep countries receiving the affected food notified of action taken, and provide the name, address, telephone/facsimile number and e-mail address of the persons or organizations who can provide further details about the hazard, the foods concerned, action taken and other relevant information.

MODEL FOOD EMERGENCY PLAN

29. Importing countries should develop a national food emergency plan, which would outline the procedure to be followed in the case of a food emergency situation. This needs to recognise that each food emergency is different and should therefore provide sufficient flexibility to respond to each situation on a case-by-case basis. Principles and elements of a generic plan for use in Food Emergency Situations are given as Attachment 2. This is intended to assist governments in the development of national food emergency plans.

ATTACHMENT 1

STANDARD FORMAT FOR INFORMATION EXCHANGE IN FOOD EMERGENCY

SITUATIONS

1. Emergency Situations

The following should constitute the advice provided by countries in food emergency situations that have exported affected or potentially affected product to other countries that may have received such product.

2. Nature of the health hazard

The nature of the health hazard should be described as outlined below:

- Biological/microbiological contamination (specify organism or toxin of concern).

- Chemical contamination, e.g. toxic levels of residues of pesticides, drugs, industrial

chemicals, environmental contaminants.

- Radionuclide contamination (specify radionuclide(s) of concern).

- Other identified hazards (e.g. foreign bodies).

- Unknown agent - specify serious adverse health effects associated with consumption of specified foods.

- Processing/packaging faults i.e. under processing of retorted product.

In each of the above cases, the specific hazard and its level or prevalence based on available information should be notified.

3. Identification of foods concerned

The details of the foods concerned should be described as outlined below:

Description and quantity of product(s) including brand, grade, preservation method (i.e. chilled or frozen);Type and size of package(s);Lot identification, including lot code and identification of premises where last packed or processed;Other ident ificat ion marks/stamps; Container and shipping details; and Name and address of producer, manufacturer, seller or importer as appropriate. Where possible a pictorial image of food in its wholesale and/or retail package should be provided. An indication of the international distribution of the product should also be provided to enable countries to quickly identify whether they are likely to be affected, and to help locate the affected

foods.
 4. Action taken by exporting country

Information on action taken (e.g. recall and/or destruction of food concern, prohibition on sale of food from certain area or establishment)

- measures taken to identify and prevent the sale and export of the food;

- measures taken, at source, to prevent further problems;

- measures taken to recall food from markets and to detain products and recall products from the market; and

- measures taken regarding final disposition.

5. Contact point(s) for further Information

Full contact details including: name, address, telephone/telefax number and email address of persons or organizations who can supply further information. Also provide a website address if this is used to provide up to date information..
ATTACHMENT 2

MODEL FOOD EMERGENCY PLAN

1. A plan for use in Food Emergency Situations should incorporate the following principles:

－measures must be based on scientific risk analysis;

－to the extent that lack of information and significant scientific uncertainty may be a factor in the risk assessment, risk management measures may be applied provisionally and adjusted in a flexible and timely manner in the light of new information;

－the risk management measures applied are the minimum that will ensure the protection of public health and safety, in order to avoid unnecessary disruption to trade;

－there is maximum transparency between exporting and importing country authorities and relevant stakeholders;

－full cooperation between exporting and importing country authorities, including in respect of sampling/testing matters, evaluation of scientific evidence and risk communication; and

－a review of the response measures to assist with planning for possible future emergencies.

2. Model Food Emergency Plans commonly contain the following broad phases:

a) Scoping the problem and Information Gathering

b) Risk Assessment

c) Risk Management and Communication Phase

d) Implementation and Review Phase

3. Scoping the problem and information gathering

The essential elements of this phase are as follows:

－Initial report(s) precipitating the emergency management response;

－Information gathering around the issue including contacting the exporting country as appropriate;

－Hazard identification including the determination of the food commodities affected;

－Quantification and/or characterisation of the food hazard where possible;

－Identification and notification of relevant national and regulatory authorities and industry;

Mobilisation of a national response team with expertise appropriate for the particular food hazard;

Gathering of existing monitoring, surveillance and trade data on the food hazard in the identified food commodities;

Obtaining information of the risk management measures put in place by the exporting country to reduce the risk; and

Determination of the laboratory testing capacity for the food hazard where relevant.

4. Risk Assessment phase

The essential elements of this phase are as follows: 

Confirmation of Hazard Identification. Suspected contaminant identified and levels

independently characterised/quantified;

Hazard characterization in order to evaluate the nature of the adverse effects associated with biological, chemical and physical agents that may be present in food;

Exposure assessment where relevant, eg. for chemical residues in food; and

Risk characterization based on the hazard identification, hazard characterisation and

exposure assessment. This should allow an estimation of any adverse effects that may

be likely in any given population, including attendant uncertainties.

In undertaking risk assessments in food emergency situations, it is recognised that there is sometimes a lack of information. In these cases, recognising the need to utilise the essential principles of risk assessment to the extent possible, provisional risk management measures may depend on the best judgement of trained and experienced food control officials rather than a formal risk assessment approach. However, countries should ensure that the risk assessment phase is revisited, and provisional risk management measures adjusted, in a timely manner, in the light of new information.

5. Risk management and communication phase

The essential elements of this phase are as follows:

The weighing of policy alternatives by the national response team to decide what risk management measures may be needed. This risk management process should use the risk characterisation derived from the above risk assessment phase in order to determine the adequacy of corrective action;

Consultation with the exporting country on the risk management measures that have

been identified as being appropriate; and

Communication with importers, other international trading partners and major

stakeholders on the measures to be applied.

6. Implementation and review phase

The essential elements of this phase are as follows:

Implementation of the Risk Management Measures by the importing country;

Notification, by member countries, of these measures to the WTO in relevant cases;

Continuing communication with the exporting country to ensure full exchange of

information;

Generation of targeted testing data, as well as routine monitoring and surveillance, to evaluate the success of the Risk Management measures;

As new information and testing data becomes available, regular review of the Risk

Management Measures put into place with a revised risk assessment wherever

appropriate;

Removal of the Risk Management Measures once the primary reason(s) for the food

safety emergency have been corrected and evidence of effectiveness provided; and

Evaluation of the success of the Food Emergency Plan that was used and the risk

management measures that were applied.
附件六、

GUIDELINES FOR THE CERTIFICATION OF FOODS IRRADIATED OTHER THAN FOR PHYTOSANITARY PURPOSES
SECTION 1: PREAMBLE

1. These guidelines recognise that importing country authorities may as a condition of clearance of consignments require importers to present certification issued by, or with the authority of, exporting country authorities. These guidelines do not mandate a need to use such certification or in any way diminish the trade facilitatory role of commercial or other types of certificates, including third party certificates, not issued by, or with the authority of, exporting country authorities. These guidelines are based on the presumption that the commercial parties engaged in international trade in food are responsible for complying with the regulatory requirements of the exporting and importing country.

SECTION 2: SCOPE

2. These guidelines concern the design and use of official and officially recognised certificates that attest to attributes of foods treated by irradiation presented for international trade. Hereafter, in these guidelines, the term "certificates" means official and officially recognised certificates.

3. These guidelines do not deal with matters of animal or plant health unless directly related to food quality or safety. However it is recognised that a single certificate may contain information relevant to several matters.

4. These guidelines are equally applicable to the use of paper or electronic forms of certification. 

SECTION 3: OBJECTIVES

5. These guidelines provide criteria for the certification of irradiated foods produced, handled and processed in according to relevant Codex Codes of Practice/GMP, and subject to proper irradiation treatment based on procedures of the Codex General Standard for Irradiated Foods and the relevant guidelines and recommendations of the International Consultative Group on Food Irradiation (ICGFI).

6. These guidelines aim to assist national food control authorities or other competent certifying organisations with the preparation and issuance of certificates for irradiated foods. A model certificate is attached to the guidelines for reference (Appendix 1)

7. Certificates are issued to indicate that consignments of irradiated foods or food products meet the regulatory requirements of the importing country and are in conformity with a certifying statement based on that contained in the attached model certificate. Certificates should contain a clear reference to any requirements to which the certified product is required to perform.

SECTION 4: DEFINITIONS

Certificates are those paper or electronic documents which describe and attest to attributes of consignments of food moving in international trade. 

Certification is the procedure by which official certification bodies or officially recognised certification bodies provide written or equivalent assurance that foods or food control systems conform to requirements. Certification of food may be, as appropriate, based on a range of inspection activities which may include continuous on-line inspection, auditing of quality assurance systems, and examination of finished products.

Certifying bodies are official certification bodies and officially recognised certification bodies.

Certifying officers are employees of certifying bodies authorised to complete and issue certificates.

Commodities are a type of food or food product being moved for trade or other purposes. Consignment is the quantity of food or food products being moved from one country or another and covered by a single certificate.

Consignment in transit is a consignment that passes through a country without being imported, and without being exposed to conditions that increase the risk of contamination from biological, chemical or physical hazards. The consignment may not be split up, combined with other consignments or have its packaging changed.

Country of Origin is the country where the food or food products originate and /or are processed.

Food or food products are any commodities of animal or plant origin such as meats, poultry, eggs, fishery products; fruits and vegetables, including seeds, sprouts and juices; dried species and vegetables seasonings, dried fruits, nuts and grains.

Foodborn pathogen is any organism carried on or by a food product that can result in human disease. They include but are not limited to bacteria, protozoa and other parasites and fungi.

Gray (Gy) is the SI unit of ionizing radiation absorbed by an irradiated product. (eg usually measure in 1000's, ie 1.0 Kilogray (1 kGy))

Import permits are official documents authorising importation of a commodity in accordance with specified regulations.

Inspection (at the port of entry) official examination of irradiated food products including their packaging integrity and the accompanying certification to determining compliance with regulations.

Ionizing radiation is any type of radiation consisting of charged particles (such as electrons) or photons (such as gamma or x-rays) or both, that as a result of physical interaction create ions by either primary or secondary processes.

Irradiation source are gamma rays from the radionuclides Cobalt 60 or Cesium 137, X-rays generated from machine sources operated at or below an energy of 5 million electron volts (MeV), and electrons generated from machine sources operated at or below an energy of 10 MeV.

Irradiation purpose is the intended objective of an irradiation treatment of the food or food product (eg, reduction of foodborn pathogens of public heath significance, insect disinfestation, sprout inhibition, delay of ripening, shelf life enhancement.)

Min/Max absorbed dose indicates the minimum absorbed dose and the maximum absorbed dose received in kGy's in a particular lot or batch of food or food product verified using proper dosimetric measurement practices in accordance with internationally accepted standards such as those published by ASTM or similar standards organisations.

Megaelectronvolt (MeV) is one million electronvolts

Official certificates are certificates issued by an official certification body of an exporting country, in accordance with the requirements of an importing country or exporting country.

Officially recognised certificates are certificates issued by an officially recognised certification body of an exporting country, in accordance with the conditions of that recognition and in accordance with the requirements of an importing or exporting country.

Sanitary requirements are officially prescribed conditions to be met in order to prevent the introduction and/or spread of pathogenic organisms. Sanitary requirements should be specified in advance by the certifying bodies of importing countries in legislation, regulations, or elsewhere (eg import permits and bilateral agreements and arrangements).

Scheduled process is a written procedure that is used to ensure that the absorbed dose range and other irradiation conditions (eg product temperatures) are adequate under commercial processing conditions to achieve the intended effect on a specific product in a specific facility. The procedure should also address disposition of improperly irradiated food product and corrective actions to be taken if the irradiation process is not adequately controlled. SECTION 5: PRINCIPLES

8. Irradiation certificates are only required where declarations are necessary to provide information about product safety or suitability for consumption, or to otherwise facilitate fair trade. Multiple or redundant certificates should be avoided to the extent possible. The rationale and requirements for certification should be communicated in a transparent way and consistently implemented in a non-discriminatory manner.

SECTION 6: IRRADIATION CERTIFICATE CRITERIA

9. Each certificate should contain a declaration by the official, or officially recognised certification body which relates to the consignment described on that certificate. The certificate should clearly identify the certifying body with its letterhead and/or logo.

10. Each certificate has a unique identification number and should be presented in an unambiguous style in a language, or language fully understood by the certifying officers and the receiving authority. A record of unique identification numbers assigned to certificates should be maintained by the competent authority and be able to be related to the distribution of the certificates.

11. When the certificates are presented as a paper document, the original certificate should be uniquely identifiable and be printed with at least one copy for the use of the certifying body and retention by that body. Further copies may be officially printed copies or photocopies. In all cases the status of the certificate should be clear, for example, marked "original" or "copy" as appropriate.

12. Certificates should be designed to minimise the risk of fraud (for example, use of watermark paper or other security measures for paper certificates; use of secure lines and systems of electronic certificates.)

13. Where certificates are produced in physical form, they should occupy one sheet of paper, or where more than one page is required, in such a form that any two pages are part of an integrated whole and indivisible sheet of paper. Where this is not possible, each individual sheet should be separately initialled by the certifying officer and /or numbered so as to indicate it is a particular page in a finite sequence (for example page 2 of 4 pages) and should contain the unique identification number for that certificate.

14. The certificate should clearly describe the commodity and consignment to which it uniquely relates.

15. Certificates should contain a clear reference to any requirements to which the certified product is required to conform.

16. Certificates should be issued prior to the consignment, to which to certificate relates, leaving the control of the certifying body. Certificates may be issued while consignments are in transit to the

country of destination only when appropriate systems of control are agreed by the competent

authorities of the importing and exporting countries.

17. The use of electronic means for the issue or transfer of certificates should be accepted where the integrity of the certification system has been assured to the satisfaction of the relevant authorities of both the importing and export countries. A hard copy of an electronic certificate should be made available by the issuing authority on request of the importing country authorities. When electronic certificates are used, the importing country inspectors should have electronic access to the certification details.

RESPONSIBILITIES OF THE CERTIFYING BODY

18. The certifying body should be designated and adequately empowered by national legislation or regulation in a transparent manner to provide the particular attestation's required in a certificate or officially recognised certificate. Such designations/empowerment should be recognised as sufficient by governments, alleviating requirements for further identity or authority.

19. The certifying bodies should ensure that their procedures allow for the use of the certificate in a timely manner so as to avoid unnecessary disruptions to trade.

20. The certifying bodies should have in place an effective system, to the extent practicable, that eliminates any fraudulent use of official and officially recognised certificates.
21. The certifying body should ensure that the irradiation facility is suitable to irradiate food and food products in a proper and sanitary manner and that proper handling and process controls are practiced.

22. The certifying bodies should refer to the relevant Codex Codes of Hygienic Practice and Codex General Standard for Irradiated Foods and its associated Codes of Practice and other relevant documents. (See References section)

RESPONSIBILITIES OF THE CERTIFYING OFFICERS

23. Information and guidance notes to facilitate the correct completion of certificates should be available to all certifying officers and to the parties responsible for providing details for inclusion in a certificate.

24. The certifying officers should:

be appropriately designated by the certifying body;

have no conflict of interest in the commercial aspects of the consignment and be independent from the commercial parties;

be fully conversant with the requirements to which they are attesting;

have access to a copy of regulations or requirements that are referred to on the certificate or clear information and guidance notes issued by the competent authority explaining the criteria that the product must meet before being certified;

only certify maters which are within their own knowledge (or which have been separately attested to be another competent party); and

only certify in respect of the circumstance known at the time of signing the document including conformity with production requirements and any other specified requirements between the completion of production and the date of certification.

INSTRUCTIONS FOR COMPLETING PAPER CERTIFICATES

25. Certificates should always be issued and presented, to the exporter or their agent, as the original certificate (ie, this is an original printed paper form of the original certificate, issued once only.)

26. A copy of the original certificate (clearly marked as such) should be kept by the certifying body in the exporting country and provided to the competent authority in the importing country, on request.

27. When signing the paper certificate, the officer should ensure that;

The certificate contains no deletions other than those required by the text of the certificate;

Any alterations of the certified information are initialled and as required by the importing country, stamped by the certifying officer using the official stamp of the certifying body; when the certificate occupies more than one sheet of paper, each individual sheet is separately initiated by the certifying officer and numbered with the respective unique certificate number;

The certificate bears his/her signature, his/her name and official position of the certifying officer in clear lettering and where appropriate, his/her qualifications;

The certificate bears the date expressed unambiguously on which the certificate was signed and issued and, where appropriate, the time for which the certificate will remain valid;

After signature by the certifying officer, no portion of the certificate is left blank in a manner that will allow it to be amended.

INSTRUCTIONS FOR COMPLETING ELECTRONIC CERTIFICATES

28. The exporter or their agent should be notified when an electronic certificate has been authorised for a consignment.

29. Before authorising an electronic certificate, the certifying officer should ensure that all steps and checks established for the secure operation of the electronic system have been satisfactorily completed
REPLACEMENT CERTIFICATES

30. Where, for any good and sufficient reason (such as loss or damage to the certificate in transit) a replacement certificate is issued by the certifying officer, it must be clearly marked "REPLACEMENT' before being issued. A replacement certificate should reference the number of the original certificate that it supersedes.

REVOCATION OF A CERTIFICATE

31. When, for good and sufficient reason, there is cause to revoke a certificate, the certifying authority should revoke the original certificate as soon as possible and notify the exporter or their agent in hard copy or by electronic means of the revocation. The notice should reference the number of the original certificate to which the revocation refers and provide all particulars regarding the consignment and the reasons(s) for the revocation. A copy of the revocation should be provided to the appropriate food control authority of the importing country if the export of the consignment has occurred.

DETAILS OF THE CONSIGNMENT

32. The details of the product being certified should be clearly documented on the certificate;

certificate identification number(a unique serial number allowing trace back)

name of the certifying body;

nature of the food;

name of the product;

quantity, in the appropriate units;

lot identifier or date coding;

identify, and as appropriate the location of the production establishment;

name and contact details of the importer or consignee;

name and contact details of the exporter or consignor;

country of dispatch;

country of destination.

33. Certificates may also contain details on relevant transport and handling requirements, including appropriate temperature controls.

ATTESTATIONS (GENERAL)

34. The particular attestation's included in a certificate will be determined by the requirements of the importing or exporting country. They should be clearly identified in the text of the certificate. Such attestation's include, but are not limited to;

Health status as it may effect the safety of the food;

Product conformity with particular standards, production or processing requirements;

The status (eg licensing details) or production, processing and/or packaging establishments in the exporting country; and

Reference to any associated bilateral/multilateral agreement.

ATTESTATIONS (IRRADIATION SPECIFIC)

Name and address of the irradiation facility;

Date of irradiation

Irradiation source (see under definitions);.CX/FICS 02/INF.1 8

Absorbed dose (see under definitions);

Purpose of irradiation;

Other relevant irradiation conditions;

Additional information.
附件七、

食品進口和出口檢查及驗證原則
CAC/GL 20-1995

第一節— 引言
1. 官方或官方認可的檢查和驗證系統屬於具有根本重要性
而廣泛使用的食品管理手段；以下原則適用於這類系統。消
費者對其食品供應的質量（包括安全）的信任，部分地取決
于消費者對食品管理措施效用的認識。全世界食品貿易，如
肉類和肉製品貿易很大程度上取決於檢查和驗證系統的使用
。然而，檢查和驗證要求可能嚴重妨礙國際食品貿易。因而
，這些系統的設計和應用宜反映適當的原則。
2. 食品檢查可在生產和銷售過程的任何階段進行。對某些
食品來說，督查產品的收穫、加工、儲存、運輸和其他處理
過程可能是確保食品安全的最佳手段。根據所使用的儲存方
法，可能有必要持續督查，直至零售為止。檢查系統可側重
食品本身、生產和銷售鏈中所採用的程式和設施、可加入或
污染食物的物質及材料。
3. 檢查應當在最適宜的階段進行（如冷藏鏈各階段的冷藏
查驗）。對某些要求、如同產品說明有關的要求來說，可能
把檢查工作局限於銷售過程至最終出售前進行。
4. 在設計和使用階段，食品檢查和驗證系統均應適用一系
列原則，確保得到與消費者保護和促進貿易一致的最佳結果
。
第二節— 定義
5. 審核指為確定活動及有關結果是否符合計畫目標而進行
的系統而職能獨立的檢查。
驗證指官方驗證機構或官方認可的驗證機構提供關於食品或
食品管理系統符合要求的書面或同等保證的程式。食品驗證
檢查及驗證系統食品法典可酌情基於一系列查驗活動，可包括

生產過程中的持續檢查、質量保證系統審核以及成品檢驗。
檢查指對食品或對食品、原材料、加工及分銷管理系統的檢
查，包括加工過程中的產品及成品的檢驗，以核查其是否符
合要求。
官方檢查系統和官方驗證系統指政府機構管理的有權履行管
理或執法職能或履行這兩種職能的系統。
官方認可的檢查系統和官方認可的驗證系統指得到擁有許可權
的某政府機構正式批准或承認的系統。
要求指主管當局確定的同食品貿易有關的、涉及公共健康保
護、消費者保護和公平貿易條件的標準。
風險估計指對食物中存在的添加劑、污染物、殘留物、毒素
或致病生物引起的對公眾健康產生不利影響的可能性和嚴重
性的評價。
第三節— 原則
6. 如果適當，應使用食品檢查和驗證系統確保食品及其生
產系統符合要求，以便保護消費者免受食品危害和欺詐性銷
售方法的影響，促進在準確說明產品的基礎上進行貿易。
目的適宜性
7. 檢查和驗證系統應當充分有效地實現同確定所需的可接
受保護程度有關的指定目標。
風險估計
8. 確保食品安全的檢查系統，應當根據與有關情形相適應
的客觀風險估計設計和操作。所採用的風險估計方法宜與國
際接受的方法一致。風險估計應以當前現有的科學依據為基
礎。
9. 檢查系統應用於特定商品和加工方法時應與估計風險相
稱。進行風險估計或應用等同原則時，進口國應充分考慮出
口國關於國家或地區無食源性疾病的聲明。
非歧視性
10. 各國應確保避免任意或不合理地區分不同情形下適宜的
風險程度，以避免歧視或變相貿易限制。
效率
11. 檢查和驗證系統應具有執行其任務的適當手段。在選擇
檢查和驗證系統時，應酌情與有關機構協商，考慮消費者成
本及有關食品行業和政府的金錢和時間代價。這類系統對貿
易的限制程度不得超過實現所需保護水平所必需的程度。
協調一致
12. 適當時成員國應使用食典標準、建議和準則（或所有國
家均可加入的其他國際組織的標準、建議和準則），作為其
檢查和驗證系統的成分。各國應積極參加食品法典委員會和
其他有關國際機構的工作，促進和便利食典標準的制定、接
受和審查。
等同性
13. 各國應承認不同的檢查/驗證系統可能實現同一目標，
因而具有等同性。證明等同性的義務在於出口國。
透明度
14. 在尊重保密的合法關注的同時，食品檢查和驗證系統的
原則和操作應當公開，由消費者及其代表組織和其他有關各
方詳細審查。
15. 進口國應提供有關現有要求的資訊，並公佈擬對要求作
出的修改，除非產生嚴重而緊迫的危險，否則應給予適當時
間提出意見。出口國的看法，尤其是發展中國家提出的看法
，作出最終決定時應予以考慮。新的要求生效前應給予合理
的時期，以便允許出口國尤其是發展中國家對生產方法和管
理措施作必要調整。
16. 進口國應根據要求，就其作出食品是否符合其有關要求
的決定的基礎向出口國提供及時的諮詢。
17. 應進口國主管當局的要求，出口國應提供觀察和評價其
有關檢查和驗證系統的實際工作過程的機會。
特殊和差別待遇
18. 在設計和應用食品核對總和驗證系統時，進口國應考慮發
展中國家提供必需保障的能力。
管理和檢查程式
19. 進口國應完成評價符合要求所必需的任何程式，不得有
不當延誤。進口國的資訊要求和收取的任何費用應局限於合
理而必要的範圍。
驗證的有效性
20. 驗證食品出口的國家和依賴出口證書的那些進口國家，
應當採取措施以確保驗證的有效性。出口國的驗證程式可包
括使人們確信，官方或官方認可的檢查系統已驗證證書所涉
及的產品或過程符合要求。進口國的措施可包括入境點檢查
系統、出口檢查系統審核以及確保證書本身真實準確。
附件八、

食品進口和出口檢查及驗證系統的設計、操作、評價和認證準則
CAC/GL 26-1997

第一節— 目標
1. 本準則奠定了發展符合《食品進口和出口檢查及驗證
原則》1的進口和出口檢查及驗證系統的框架。準則意在協
助各國應用要求和確定等同性2，從而保護消費者，促進食
品貿易3。
2. 本檔涉及認可檢查和/或驗證系統的等同性，而不涉
及同具體食品或其成分有關的標準（例如，食品衛生、添加
劑和污染物、標籤及質量要求）。
3. 各國政府應用本文所提出的準則，應有助於增強和維護
對出口國檢查和驗證系統的必要信任，促進公平貿易，並考
慮到消費者對有關保護水平的期望。
第二節— 定義
審核指為確定活動及有關結果是否符合計畫目標而進行的系
統而職能獨立的檢查。
驗證指官方驗證機構或官方認可的驗證機構提供關於食品或
食品管理系統符合要求的書面或同等保證的程式。食品驗證
可酌情基於一系列查驗活動，可包括生產過程中的持續檢查
、質量保證系統審核以及成品檢驗。
等同性指不同檢查和驗證系統實現同一目標的能力。
檢查指對食品或對食品、原材料、加工及分銷管理系統的檢
查，包括半成品及成品的檢驗，以核查其是否符合要求。
官方認可指擁有許可權的政府機構正式承認某檢查和驗證機構
提供檢查和驗證服務的能力的程式4。
官方檢查系統和官方驗證系統指政府機構管理的有權履行管
理或執法職能或履行這兩種職能的系統。
官方認可的檢查系統和官方認可的驗證系統指得到擁有許可權
的某政府機構正式批准或承認的系統。
要求指主管當局確定的同食品貿易有關的、涉及公共健康保
護、消費者保護和公平貿易條件的標準。
風險分析指由三項成分組成的過程：風險估計、風險管理和
風險通報5。
風險估計指以下步驟構成的以科學為依據的過程：(i)

危險識別、(ii) 危險定性、(iii) 影響評估和(vi) 風險定性5。
風險管理指依據風險估計的結果權衡政策替代方案和如有需
要，挑選並實施有關管理備選方案包括管理措施的過程5。
風險通報指風險評估員、風險管理員、消費者和其他有關各
方之間交互性交流同風險有關的資訊和意見5。
第三節— 風險分析
4. 持續而透明地應用風險分析法，將增強對貿易夥伴的食
品安全和檢驗系統的信任，促進國際貿易。它還將使檢驗資
源能夠更有效地把食品生產和銷售鏈任何階段出現的對公共
健康的危害作為目標。
5. 食品衛生規範委員會制定的危險分析臨界控制點（HAC

CP）原則，系統地奠定了識別和控制危險，從而確保食品安
全的基礎6。食品企業使用危險分析臨界控制點方法應得到各
國政府的承認，作為增強食品安全的根本手段。
第四節— 質量保證
6. 食品企業自發利用質量保證手段也應得到鼓勵，以便增
強對所獲得的產品質量的信任。如果食品企業使用安全和/或
質量保證手段，官方檢查和驗證系統應予以考慮，尤其是通
過改變其管理方法。
7. 然而，政府確實保留通過官方檢查和驗證7確保食品符
合要求的基本責任。
8. 如果官方當局認為質量保證程式與其要求相關，則行業
有效利用這類程式的程度，可能影響政府服務機構核查是否
符合要求的方法和程式。
第五節— 等同性
9. 若能客觀證明出口國擁有符合本準則的有關食品檢查和
驗證系統，應有助於其檢查和驗證等同性的承認。
10. 為確定等同性，政府應承認：
· 應當為所涉及的風險建立檢查和驗證系統，考慮到
不同國家生產的相同食品可產生不同的危險；
· 管理方法可能不同，但可產生等同結果。例如，環
境抽樣和嚴格應用優良農業實踐，為驗證目的進行
有限的最終產品檢驗，可產生與控制初級產品中的
農業化學殘留物進行廣泛的最終產品檢驗相等的結果。
11. 進口食品和國產食品的管理，其設計目的應實現相同的
保護程度。若出口國已經有效管理，進口國應避免不必要的
重複。在此情形下，進口前各階段應已經實現與國內管理相
等的管理程度。
12. 應進口國食品管理當局的要求，出口國應提供對其檢查
和驗證系統進行查驗和評價的機會。進口國當局對檢查和驗
證系統的評價，應考慮出口國主管當局已經進行的內部計畫
評價或其認可的獨立的第三方機構進行的評價。
13. 進口國為確立等同性而對檢查和驗證系統進行的評價，
應考慮到出口國主管當局所擁有的所有有關資訊。
等同協定
14. 等同原則的應用，可以政府間為檢查和/或驗證生產領
域、部門或部門部分而建立的協定或諒解書為形式。等同性
也可通過實施一項將包括檢查和驗證兩個國家或更多國家之
間所有食品貿易形式的全面協定來確立。
15.認可檢查和驗證系統等同性的協定可包括以下有關條款：
· 立法框架、管理計畫和行政程式；
· 檢查和驗證服務機構聯絡點；
· 出口國證明其執法和管理計畫，包括實驗室的效用和適宜性；
· 相關時，需驗證或批准的產品或設施、認可設施和

認可機構名單；
· 有助於持續認可等同性的機制，如危險資訊交流及
監測和監視。
16. 協定應包括提供定期審查和增補機制，包括解決協定範
圍內產生的分歧的程式機制。
第六節— 檢查和驗證系統基礎設施
17. 各國應確定通過進口和出口檢查及驗證系統實現的主要
目標。
18. 各國應擁有有助於實現檢查和驗證計畫目標的立法框架
、管理機構、程式、設施、設備、實驗室、運輸、通訊、人
員和培訓。
19. 如食物鏈不同部分的許可權屬於同一國家的不同當局，必
須避免相互衝突的要求，以防止產生法律和商業問題及貿易
障礙。例如，如可能制定省或州法，國家一級應當建立能夠
確保統一適用要求的主管當局。然而，若能為有關國家當局
接受，進口國當局可為檢查或驗證目的認可國家以下一級的
一個主管機構。
立法框架
20. 在本節中， 法規包括公共當局頒發的同食品有關的和涉
及保護公共健康、保護消費者和公平貿易條件的法、條例、
要求或程式。
21. 與食品有關的管理效益，取決於食品法規的質量和完整
性。法規應規定對生產、製造、進口、加工、儲存、運輸、
分銷和貿易所有階段進行控制的權力。
22. 法規也可酌情包括以下有關規定設施登記或合格加工廠
名單、設施核准、貿易商註冊或登記、設備設計核准、違約
懲罰、編碼要求和收費。
23. 出口或進口國國家主管當局應具有執法和根據適當法規
採取行動的能力。它應當採取一切必要步驟，確保官方檢查
系統和官方認可的檢查系統的完整、公正和獨立，確保按規
定標準實施國家法規中提出的檢查計畫。
管理計畫和操作活動
24. 管理計畫有助於確保檢查行動與目標相關，因為這些計
劃的結果可根據為檢查和驗證系統確立的目標進行評價。檢
查機構應根據確切的目標和有關風險分析制定管理計畫。如
無詳細的科學研究，管理計畫應當以當前知識和實踐所提出
的要求為基礎。應盡一切努力應用基於現有國際接受的方法
的風險分析。
25. 尤其是各國應要求或鼓勵食品設施使用危險分析臨界控
制點方法。官方檢驗員應接受評價危險分析臨界控制點原則
運用方面的培訓。如計畫包括抽樣和樣品分析，應確定適當
的抽樣方法和適當驗證的分析方法，以確保相對具體目標而
言結果具有代表性而可靠。
26. 管理計畫的成分應酌情包括：
· 檢查；
· 抽樣和分析；
· 衛生核查，包括個人清潔和服裝；
· 查驗書面和其他記錄；
· 查驗該設施所操作的任何驗證系統的結果；
· 國家主管當局對設施的審核；
· 國家對該管理計畫的審計和核證。
27. 應建立行政程式，確保檢查系統的核查：
· 根據風險比例定期進行；
· 在懷疑違約行為時進行；
· 如存在若干當局，不同當局以協調的方式進行。
28. 核查應酌情包括：
· 設施、裝置、運輸手段、設備及材料；
· 用於準備和生產食品的原材料、成分、技術輔助手

段及其它產品；
· 半成品和成品；
· 準備與食品接觸的材料和物品；
· 洗滌、保養產品和工藝及殺蟲劑；
· 用於製造或加工食品的工藝；
· 健康、分級和驗證標識的應用及完整性；
· 保存方法；
· 標籤完整性和要求。
29. 管理計畫的成分應作正規記錄，包括方法和技術。
決策標準和行動
30. 管理計畫應根據具體目標，以最適當的階段和操作活動
為對象。管理程式不應損害食品、尤其是易腐產品的質量或
安全。
31. 設計檢查系統的監督頻率和強度時，應當考慮風險和處
理產品者包括生產者、製造者、進口者、出口者和分銷者已
經進行的監督的可靠性。
32. 對進口的實物核查應以與進口有關的風險為基礎。如無
正當理由，各國應當避免對進口進行系統的實物核查，正當
理由如產品的相關風險大；懷疑某特定產品違背要求；或者
產品、加工商、進口商或國家有不符合要求史。
33. 進行實物核查時，進口產品抽樣計畫應考慮風險程度、
抽樣商品的提示和種類、出口國核查的可靠性及進口國負責
處理該產品者的可靠性。
34. 發現某進口產品違反要求時，由此採取的措施應考慮以
下標準，以確保任何行動與公眾健康風險、對消費者的潛在
欺詐或欺騙程度相適應：
· 同一產品或同一類產品反復違背要求；
· 負責處理該產品者的違背史；
· 原產國核查的可靠性。
35. 應用的具體措施如有必要可以累積，並可包括：
關於違背要求的產品—
· 要求進口商恢復符合要求（如問題涉及供消費者了
解的標籤並對檢查或健康無影響時）；
· 全部或部分拒收一次或整批貨物；
· 產生潛在嚴重健康危險時，銷毀產品；
關於未來的進口
· 進口者或出口者執行管理計畫以確保問題不再重現；
· 對查明不符合要求的產品類別和/或有關企業加強核
查強度；
· 要求原產國主管當局就查明不符合要求的產品或產
品類別提供資訊並給予合作（原產地加強核查，包
括第27－28段中所指出的監督）；
· 實地查訪；
· 在最嚴重或持續的情形下可中止從有關設施或國家
進口。
36. 如有可能，進口國有關食品管理當局應給予進口者或其
代表查看拒收或扣留貨物的機會，就後者而言，給予提供任
何有關資訊的機會，以協助進口國管理當局作出最終決定。
37. 產品被拒收時，應按照法典委員會的國家間進口食品拒
收資訊交流準則8交流資訊。
設施、設備、運輸和通訊
38. 檢查員應獲得實施檢驗程式和方法的適當設施和設備。
39. 可靠的運輸和通訊系統對確保在需要時和在需要的地方
提供檢查和驗證服務和對向實驗室轉送樣品至關重要。
40. 應提供通訊設施，確保採取適當行動以滿足要求，解決
潛在的收回貨物的問題。應考慮發展電子資訊交流系統，尤
其為了促進貿易、保護消費者健康和防止詐騙。
實驗室
41. 檢查服務應當利用經過官方認可的計畫評價和/或鑒定
合格的實驗室，以確保實行適當的質量控制，保證檢驗結果
的可靠性。如有可能，應使用驗證的分析方法。
42. 檢查系統的實驗室應應用國際接受的質量保證技術原則
，以確保分析結果的可靠性9。
人事
43. 官方檢查服務應配備或可利用足夠數量的同以下諸領域
有關的合格人員：食品科學和技術、化學、生物化學、微生
物學、獸醫科學、人類醫學、流行病學、農業工程、質量保
證、審計和法律。人員應能操作食品核對總和管理系統並受過
有關訓練，其地位應確保其公正性，對檢驗或驗證的產品或
設施無直接商業利益。
第七節— 驗證系統
44.有效的驗證系統取決於上文第六節所述有效的檢查系統。
45. 提出驗證要求，應證明存在健康風險或欺詐或欺騙風險
。如有可能，應考慮替代驗證的方法，出口國的檢查系統和
要求被評定為等同于進口國的檢查系統和要求時尤應如此。
雙邊或多邊協定，如雙邊認同協定或預先驗證協定，可規定
免除某些情形下原本需要的驗證和/或頒發證書。
46. 驗證應提供某項產品或某批產品符合要求，或者某食品
檢驗系統符合規定要求的保證，並將酌情以下述情況為基礎
：
· 檢查機構定期核查；
· 分析結果；
· 評價同遵守規定要求相聯繫的質量保證程式；
· 頒發證書明確需要的任何檢查。
47. 主管當局應採取一切必要步驟，確保官方驗證系統和官
方認可的驗證系統的完整、公正和獨立。它們應當確保有權
驗證證書的人員經過適當培訓，充分認識其填寫的每張證書
內容的重要意義，如有必要，在指南中說明。
48. 驗證程式應當包括確保證書在各有關階段的真實性和有
效性，防止假證書。尤其是，工作人員：
· 不得驗證其本人不瞭解或無法肯定的物質；
· 不得簽發空白或不完整的證書，或為未按照適當的
管理計畫生產的產品簽發證書。如依據另一項憑證
文件簽發證書，簽發該證書者應持有該文件；
· 與驗證的產品不應有任何直接的商業關係。
第八節— 官方認可
49. 各國可官方認可代表官方機構提供服務的檢查或驗證機
構。
50. 檢查或驗證機構為得到官方認可，必須按客觀標準進行
評價，必須至少符合本準則所規定的標準，涉及人員的能力
、獨立和公正時尤其如此。
51. 官方認可的檢查或驗證機構的實績應由主管當局定期評
定。應建立糾正缺陷或酌情撤銷官方認可的程式。
第九節— 檢查和驗證系統的評價及核實
52. 除例行檢查之外，應對國家系統進行審核。應鼓勵檢查
和驗證機構進行自我評價，或者由第三方評價其效用。
53. 自我評價或第三方審核，應利用國際認可的評價和核實
程式，在檢查和驗證系統各級定期進行。為確保充分保護消
費者和國家關注的其他事項、提高內部效率或促進出口等目
的，國家檢查服務機構可進行自我評價。
54. 潛在的進口國經出口國同意，可作為其風險分析過程的
一部分，對出口國的檢查和驗證系統進行回顧，以確定從該
國進口的要求。貿易開始後宜定期進行評價回顧。
55. 為了協助出口國證明其檢查或驗證系統具有等同性，進
口國應隨時提供有關其系統及性能的充分資訊。
56. 除了管理效率、履行其官方職能的獨立性及相關時其業
績史之外，出口國應能證明其充足的資源、工作能力和法律
支持。
57. 進口國對出口國系統的評價和核實程式準則見附件。
第十節— 透明度
58. 與《食品進口和出口檢查及驗證原則》1中提出的透明
度原則一致，為了增進消費者對其食品安全和質量的信心，
政府應確保其檢查和驗證系統的操作盡可能透明，與此同時
，考慮到專業和商業保密的法定制約因素，避免對進口產品
與國內產品相比的質量或安全產生令人誤解的印象，形成新
的貿易壁壘。

1 CAC/GL 20-1995。
2本準則中“國家”一詞包括區域經濟一體化組織，該組織已得到一
組國家向其轉交的有關食品進口和出口檢查及驗證系統和/或與其
它國家簽訂等同協定的許可權。
3《食品進口和出口檢查及驗證原則》規定，在食品檢查及驗證系
統的設計和應用中，進口國應考慮發展中國家提供必要保障的能
力（第18段）。
4 與《食品進口和出口檢查及驗證原則》一致（CAC/GL 20-

1995）。
5 《食品標準法典程式手冊》，第10版，1997年。
6《危險分析和臨界控制點系統及其應用準則》，建議的國際行為
守則— 食品衛生一般原則附件（CAC/RCP 1 - 1969,

第3修訂版，1997年）。
7 在本準則中，“檢查和驗證”指“檢查和/或驗證”。

8 CAC/GL 25-1997。

9 食品進口和出口管理檢驗實驗室能力評價準則（CAC/GL 27-

1997）。
附件：進口國對出口國檢查和驗證系統的評價和核實程式準則
1. 引言
1.1 評價和核實應主要針對出口國運用的檢查和驗證系統
的效用，而不是具體的商品或設施。
1.2 評價和核實可由進口國官員進行。評價和核實的主題
可為進口國的檢查和驗證基礎設施，或適用于單一生產者或
一類生產者的具體檢查和驗證系統。
2. 準備
2.1 負責進行審核者應制定包括以下各點的一項計畫：
·審核主題、深度和範圍，主題評價將依據的標準或要求；
· 審核日期、地點及包括發表最終報告的時間表；
· 審核員的特徵，如果使用集體方針，包括領導人；
· 進行審核和發表報告將使用的語言；
· 會議安排，酌情標明官員和設施查訪；
· 保密要求。
2.2 該計畫應事先由該國代表和如有必要，被審計的組織
事先審核。
2.3 如果進口國食品管理不同方面的許可權屬於進口國的不
同當局，這些當局應協調其審核行為，以避免評價出口國檢
查和驗證基礎設施時出現任何重複查訪。
3. 首次會議
應與出口國代表，包括負責檢查和驗證計畫的官員舉行首次

會議。在該會議上，審核員將負責審查審核計畫，確認為進行

這次審核提供充足的資源、文獻和任何其他必要的設施。
4. 查驗
查驗可包括對文獻材料的檢查和現場核查。
4.1 檔審查
檔審查可由對國家食品檢查和驗證系統的初步審查構
成，重點在於檢查和驗證系統中涉及有關商品的成分的實施
。以該初步審查為基礎，審核員可查驗同這些商品相關的檢
查和驗證檔案。
4.2 現場核查
4.2.1 採取這一步驟的決定不是自動的，而應當以各種因素
為基礎，如食品風險估計、工業部門或出口國遵守要求的曆
史、生產和進出口的產品數量、國內礎設施的變化、食品檢
查和驗證系統的變化以及檢查員的培訓（理論和實踐）等。
4.2.2 現場核查可涉及訪問生產設施和食品處理或儲存區，
以核查是否符合4.1段所述文獻材料中提供的資料。
4.3 後續審核
如果進行後續審核以核實缺陷是否得到糾正，可能僅需
檢查那些被發現須糾正的部分。
5. 工作文件
評價結果和結論的報告格式應盡可能標準化，以便使審
核、報告和評價方法更加一致有效。工作檔還包括待評價
成分的任何核查清單。這些清單可包括：
· 法規和政策；
· 設施結構和工作程式；
· 檢查、抽樣範圍及檢查標準的適宜性；
· 抽樣計畫和結果；
· 驗證標準；
· 督查行動和程式；
· 報告和申訴程式；
· 檢查員的培訓。
6. 結束會議
應與出口國代表、包括負責檢查和驗證計畫的官員舉行
一次結束會議。在該會議上，審核員將負責提出審核結果，
並酌情對遵守標準情況作出分析。陳述資訊的方式應當清楚
、簡要，從而使人們明確理解審核結論。如有可能，應商定
彌補任何缺陷的行動計畫。
7. 報告
審核報告草案應儘快轉交兩國的有關當局。它應包括一
份審核結論報告及各項結論的憑證文件，並包括結束會議期
間討論的具有重要意義的任何詳細情況。最終報告應包括出
口國有關當局的意見。
8. 審核頻率
潛在進口國應與出口國商定審核頻率。需考慮的因素包
括以往審核的結論及有無自我審核系統及其效用，或對出口
國管理系統的第三方審核。
附件九、

關於食品進口和出口檢查及驗證系統的等同協定簽訂準則
（CAC/GL 34-1999 ）
第一節— 範圍
1. 本文件向希望簽訂有關食品進口和出口檢查及驗證系統
的雙邊或多邊等同協定的政府提供實際指導。這類協定可為
具有約束力的文書，以根據《維也納條約法公約》簽訂的“
國際協定”為形式，也可以是其他不太正式的安排如諒解備
忘錄。
第二節— 定義
審核指為確定活動及有關結果是否符合計畫目標而進行的系
統而職能獨立的檢查。
驗證指官方驗證機構或官方認可的驗證機構提供關於食品或
食品管理系統符合要求的書面或同等保證的程式。食品驗證
可酌情基於一系列查驗活動，可包括生產過程中的持續檢查
、質量保證系統審核以及成品檢驗。
驗證系統指官方和官方認可的驗證系統。
等同性指不同檢查和驗證系統實現同一目標的能力。
檢查指對食品或對食品、原材料、加工及分銷管理系統的檢
查，包括半成品及成品的檢驗，以核查其是否符合要求。
檢查系統指官方和官方認可的檢查系統。
官方檢查系統和官方驗證系統指政府機構管理的有權履行管
理或執法職能或履行這兩種職能的系統。
官方認可的檢查系統和官方認可的驗證系統指得到擁有許可權
的某政府機構正式批准或承認的系統。
要求指主管當局確定的同食品貿易有關的、涉及公共健康保
護、消費者保護和公平貿易條件的標準。
第三節— 協定宗旨
國家或許希望簽訂同食品進口和出口檢查及驗證系統有
關的協定，以便：
1. 提供確保出口食品符合進口國要求的有力手段；
2. 避免活動重複，更加高效而有效地利用集體資源；
3. 提供合作交流專門知識、援助和資訊的機制，以便
保證和加強符合要求。
等同協定一般不打算作為一種貿易條件，而是作為確保
進口國要求得到滿足、對貿易產生最小障礙的手段。例如，
這類協定可導致降低進口國為檢驗標準而進行實物核查或抽
樣的頻率，或避免原產國進行額外的驗證。
第四節— 協定範圍和種類
本準則意在既包括雙邊又包括多邊協定。此類協定可涉
及貿易夥伴間的單向或雙向貿易。
經締約方商定，關於管理和驗證系統的等同協定可涉及
食品安全的任何方面或其他有關的食品要求。此類協定可局
限於具體貿易領域或具體產品。假如已經確定某些或所有要
求方面具有等同性，即可簽訂這類協定。
等同協定可包括關於證書或其他形式的特定貿易產品證
明的規定，或可規定免除證書或其他形式的證明。
第五節— 雙邊或多邊討論前的考慮
進口國考慮並確定出口國的措施是否符合進口國的要求
。然而，任何決定必須依照客觀標準。
一般來說，簽訂協定需要大量資源。因此，鑒於為進行
必要評價可獲得的資源有限，出口國和進口國可能需要為導
致簽訂協定的磋商活動確定重點。此類重點不應與世界貿易
組織（世貿組織）的權利和義務衝突。
確定重點時，各國或許可考慮以下若干或所有事項：
1. 由於某些產品類別給公共健康帶來的風險，是否應
予優先考慮；
2. 關於將成為協定主題的產品，出口國與進口國之間
是否有大量的貿易，兩國間的協定是否將促進貿易
3. 出口國有無足夠的基礎設施和資源來保持適當的管
理系統；
4. 出口國的產品違背進口國要求的頻率高低；
5. 出口國是否承認並遵守法典委員會國際食品貿易道
德守則；
6. 能否因協定而節約大量資源。
為簽訂一項等同協定而參加討論的國家，應準備促進協
定簽訂之前和之後的評價和核實活動。
尚未準備簽訂等同協定的國家，可能希望共同為簽訂此
類協定作出努力。除了其他活動之外，資訊交流、聯合培訓
、技術合作、發展基礎設施和食品管理系統，可成為以後簽
訂協定的組成部分。進口的發達國家應考慮向出口的發展中
國家提供技術援助，以建立使其食品出口滿足進口國要求並
促進簽訂等同協定的系統。
第六節— 為簽訂等同協定發起討論活動
為簽訂等同協定而發起討論活動的國家應確定：
1. 擬議的等同協定的種類；
2. 有待包括的產品；
3. 各產品的主管當局；以及
4. 協定將涉及的要求的範圍（例如，健康和安全、質
量保證系統、標籤、欺詐消費者等等）。
收到此類詢問的國家應及時作出回應。
收到此類詢問者如果難以對該詢問作出積極的回應，則
應當提供一份原因聲明及促進未來簽訂等同協定的任何有關
建議。
雙方均應核實是否具有討論並簽訂此類協定的法定授權。
第七節— 等同協定磋商過程
作為磋商過程的第一步，進口國應隨時提供其有關管理
措施條文，指明這些措施的目標。關於食品安全管理措施，
進口國應指明各項措施所處理的健康風險。如果已知出口國
存在而進口國不存在某些健康危險，如食物病原體，應當指
明這些危險及處理措施。
出口國應提供資料，酌情證明其本身的安全管理系統達
到進口國的目標和/或保護程度：
· 進口國確定出口國管理措施即使與進口國的不同，但達
到進口國適當健康保護程度之後，則可簽訂食品安全（
衛生）管理措施等同協定。
· 進口國確定出口國管理措施即使與進口國的不同，但達
到進口國的目標之後，則可簽訂其他有關食品要求的等
同協定。
等同協定的簽訂因雙方使用食典標準、建議和準則而得
到促進。
為了促進磋商過程，應酌情交流以下有關資訊：
1. 為統一和一致應用構成協定主題的食品管理系統奠
定法律基礎的法律框架，包括所有有關法規的文本；
2. 管理計畫和活動，包括將成為協定主題的出口國所
有有關措施的文本，以及同管理計畫和活動有關的
其他材料；
3. 決策標準和行動；
4. 設施、設備、運輸和通訊以及基礎衛生和水質；
5. 實驗室、包括實驗室評價和/或認證資料，以及實驗
室應用國際接受的質量保證技術的證據；
6. 出口國通過對檢驗員的有關培訓、證明和授權確保
具有法定資格和進行合格檢驗的系統的詳情；以及
檢驗員的人數和分佈；
7. 出口國國家系統審核程式詳情，包括保證檢驗人員
正直而無利益衝突；
8. 出口國任何快速警報系統的結構和活動詳情。
各國可能希望編寫平行表格歸納上述資料，確定國家管
理系統之間的差異。
進口國和出口國應確定聯合審議措施/要求的差異的過程。
進口國的代表應有機會查明出口國管理系統的運作符合
概述情況。此專案的可通過對第九節所描述的過程和食品進
口和出口檢查及驗證系統的設計、操作、評價和認證準則的
有關附件進行相關評價和核實來實現。
協定參加者應確立有關程式，以便：
1. 定期審查和核實等同協定簽訂後等同性持續存在；
2. 解決審查和核實過程中查明的任何問題。
應制定解決問題的程式，包括規定進口國重新查驗產品
以確認出口國已經糾正缺點。
協定參加者應討論並決定等同協定是否應包括規定除證
書之外或作為替代證書，使用業經證明符合出口國等同管理
措施的設施名單。進口國可使用該設施名單來監測進口貨物
。出口國將負責向進口國提供該名單，必要時予以增補。進
口國保留拒絕從某設施進口、與出口國安排從名單中刪除某
設施的權利，但須提供其行動的理由。
協定參加者應商定食品緊急管理情形下交流資訊的程序。
協定參加者應商定在發現食品貨物不符合等同協定條款
情形下採取的程式。
協定參加者應商定在任何一方未確信協定條款得到滿足
的情形下終止該協定的程式。
在考慮合法保密關注的同時，為增強公眾對該協定的信
心，特定國家的有關主管當局應當向公眾—包括消費者、

行業和其他有關各方—提供機會，在適當時候就協定

擬議內容提出意見。
第八節— 試點研究
簽訂協定前，進口國和出口國主管當局可商定進行試驗
或試點研究。
試點研究協定和協議草案可包括但不局限於同以下方面
有關的條款：
1. 試點計畫的說明和時限。
2. 有關政府和官方認可的私營組織的作用和能力。
3. 檢查和驗證程式。
4. 審核程式和頻率。
5. 培訓或資訊需要說明。
第九節— 協定的起草
可酌情包括在協定中的資料列在附錄A中。
第十節— 協定的實施
所有簽署國政府應發表公佈該協定的通告或該協定條文
。應向各國公眾提供其官方語言版本的協定條文。
協定生效後，各方應迅速將同該協定有關的任何擬議的
新的或修訂的措施通知另一方或其他各方。
附錄：等同協定的內容
以下內容可酌情納入等同協定。
1. 名稱：協定名稱可隨著協定締約方的喜好和法律要求而
有所差異。
2. 締約方：雙邊或多邊協定締約方的名稱。
3. 目的：簡要聲明協定的具體目的。
4. 範圍：確定作為協定主題的產品和措施。指出必要時的
例外。
5. 定義：根據需要確定協定所使用的術語的定義。如有可
能，應當使用世貿組織和食典檔中的定義。
6. 實質性義務：全面說明各參加者的義務和具體責任。
7. 主管當局：將負責實施該協定的各主管當局的名稱。
8. 等同性結論：聲明協定的進口締約方認為等同的管理系
統或系統部分。
9. 評價和核查條款：說明核查遵守協定條款的方法，包括
審核程式和/或參加者利用官方認可的第三方的規定（包
括並非官方認可協定的簽署國中的主管當局）。應明確
說明持續核查計畫。
10. 驗證標準：當證書為滿足要求的協定的一部分時，提出
出口國和進口國主管當局確定產品是否達到進口國標準
時應使用的按屬性分列的標準清單。
11. 樣品採集：進口國和/或出口國將用於核對總和/或驗證的基
准和抽樣程式清單。
12. 分析和其他方法：參加的主管當局將用於確定協定所涉
產品符合標準情況的方法和等同程式清單。
13. 行政程式：實際實施和應用該協定的程式和指南。
14. 資訊交流和協作：分享專門知識、提供援助和交流資訊
的種類名單，這些活動將有助於確保協定所涉產品的質
量和安全。
15. 透明度：說明應例行交流的資訊種類，包括但不局限於
修訂的法律和標準、分析結論及檢查結果。
16. 通報：說明以下情形及應採取的程式：報告影響貿易產
品安全的因素的重大變化；存在同貿易產品有關、對公
眾健康產生嚴重影響的風險的情形；以及為處理這些情
形正在採取的步驟。
17. 爭端的解決：說明參加者為解決協定產生的爭端應採用
的磋商程式、聯合委員會和/或其他機制。這些程式和機
制不應限制締約方在世界貿易組織（世貿組織）各項協
定中的權利或義務。
18. 聯絡官員：參加的每個主管當局應至少指定一名聯絡官
員，提供其職稱/職務、位址、電話號碼、傳真號碼和電
子函件地址（沒有必要包括具體個人的姓名）。
19. 生效：協定條款生效日期。
20. 審查、修改和終止：審查、修改和終止協定的方法。
21. 簽字：代表參加協定的主管當局的官員的簽字、職務和
姓名及簽字日期。
附件十、

食品管理緊急狀況資訊交流準則
CAC/GL 19-1995

序言
1. 在本準則中，“食品管理緊急狀況”指已明確查明存在
同消費某些食品有關的不幸嚴重健康影響風險的情形。在多
數情形下，已知造成這類健康影響的作用物（如辨明的微生
物或化學作用物）的性質。然而，在消費某種食品產生嚴重
健康影響，但尚未查明造成這些影響的作用物的情形下可能
出現緊急情形。本準則也適用這類情形。
2. 出口國食品管理當局應利用電訊手段，迅速通知進口已
發生緊急狀況的食品，或為這些食品的目的地的國家的有關
當局。起初的資訊往往不完整，因此，隨著情況的變化和得
到更詳細的資訊時，應進一步通知加以補充。各國應酌情使
其公眾瞭解食品緊急狀況。
3. 進口國食品管理當局在食品進口管理過程中檢測到認為
十分嚴重、因而表明出現食品管理緊急狀況的問題時，應通
過電訊手段迅速通知出口國。
4. 食品管理緊急情況下迅速交流資訊既有利於進口國，又
有利於出口國。這樣，可儘量減少人體健康的風險，迅速查
明有關食品並撤出市場。這有助於避免對來自同一國家但未
捲入緊急狀況的其他食品採取無根據的行動。
5. 各國應指定糧食管理緊急狀況下的一個主要聯絡點，從
而能夠發揮在這類情形下交流資訊的國家主管單位的作用。
食品管理緊急狀況資訊交流標準格式
6. 下文討論了需考慮的最重要的資訊成分，並在附件中提
出了食品管理緊急狀況資訊交流標準格式。
7. 雖然本準則主要目的是在進口國與出口國之間交流資訊
，但應向糧農組織、世界衛生組織或根據要求向其他國際組
織提供有關資訊的副本或概要，以協助處理國際食品管理緊
急狀況。
健康危害的性質
8. 應簡明扼要地說明健康危害的性質。如有可能，應指明
造成健康危害的作用物（微生物、化學物等）。然而，如果
某種食物的消費與不利於健康的嚴重影響的出現之間有明確
的聯繫，即使造成這些影響的作用物尚未查明，也應當報告
這一情況。
有關食品
9. 在健康危害與某種特定食品或某些食品相關的情形下，
應按照本準則所附標準格式詳細查明。在其他情形下，如果
污染面廣，影響許多不同種類的食品，應查明所有這些受影
響的食品。
採取的行動
10. 應簡要報告為減少和消除危害所採取的行動。對受影響
的食品來說，這可能至少包括以下方面：
· 為查明和防止該食品的銷售所採取的措施；
· 產地為預防再出問題所採取的措施；
· 確定負責監督產品撤出市場、扣留產品和監督產品最終
處理的機構。
獲取進一步資訊的聯絡點
11. 負責協調反應的機構，應使收到有關食品的國家不斷獲
悉所採取的行動，並向它們提供能夠告知關於危險、有關食
物、採取的行動以及其他有關資訊等進一步詳細情況的個人
或組織的姓名和名稱、位址、電話/傳真號碼。
附件：食品管理緊急狀況資訊交流標準格式
以下應構成各國在食品管理緊急狀況下提供的諮詢。
健康危害的性質
· 生物/微生物污染（標明有關生物和毒素）。
· 化學污染，如農藥、藥物、工業化學物、環境污染物殘
留毒性程度。
· 放射性核污染（標明有關放射性核素）。
· 查明的其他危害（如異物）。
· 未知作用物—
標明同消費特定食物有關的不利於健康的嚴重影響。
在上述各種情形下，應通報根據現有資料確定的具體危害及
其程度或普遍性。
確定有關食物
· 產品說明和數量
· 包裝種類和規格
· 批號
· 其他識別標誌/專用戳記，包括集裝箱和運輸細節
· 有關生產者、製造商、銷售商或進口商姓名及地址。
採取的行動
· 所採取的行動情況（如收回和/或銷毀有關食品、禁止銷
售來自某地區或設施的食品）
· 為查明和防止銷售該食物所採取的措施；
· 產地為防止再出問題所採取的措施；
· 為從市場上收回食品、扣留產品和從市場上收回產品所
採取的措施；
· 為最終處理採取的措施。
獲取進一步情況的聯絡點
· 能提供進一步情況的個人或組織的姓名/名稱、地址、電
話/傳真號碼。
附件十一、

關於拒收進口食品的國家間交流資訊準則

CAC/GL 25-1997

序言
1. 以下準則為有組織交流關於拒絕進口的資訊奠定了基礎
。此類準則需考慮的最重要的資訊成分見附件，下文詳細討
論了各個類別。準則意在包括所有種類的食品。
2. 本準則僅僅處理因未遵守進口國要求而引起的拒絕進口
。食品管理緊急狀況下的資訊交流由《食品管理緊急狀況信
息交流準則（CAC/GL 19-1995）》處理。
3. 使用《拒收進口食品資訊交流準則》，意在幫助各國遵
守《食品進口和出口檢查及驗證原則（CAC/GL 20-

1995）》，尤其是該原則第14條的透明度條款。
一般考慮
4. 進口國食品管理當局拒收提交進口的食品貨物時，應始
終向該貨物的進口者提供資訊，說明拒收的原因。如果管理
當局收到此類請求，也應向出口者提供有關資訊。
5. 出於以下原因：
· 證明出口國存在嚴重的食品安全或公共健康問題；或
· 證明嚴重誤述或欺詐消費者；或
· 證明出口國檢查或管理制度嚴重失誤；
而拒收貨物時，進口國食品管理當局應立即（以電訊或其他
類似的快速通訊手段）通知出口國食品管理當局，提供本准
則附件所規定的詳細情況。
6. 出口國食品管理當局收到此類通知時，應進行必要的調
查，確定可能導致拒收貨物的任何問題的根源。如掌握有關
所需調查的結果的資訊，出口國食品管理當局若收到請求，
應向進口國當局提供。應進行必要的雙邊討論。
7. 在其他情形下，例如：
· 證明反復出現可糾正的失誤（如標籤錯誤、檔放錯）；或
· 證明出口國當局檢查/驗證後處理、儲存或運輸中出現系
統的失誤，
進口國食品管理當局也應定期或根據要求向出口國食品管理
當局發出有關通知。
8. 即使本準則未作規定，進口國也可決定向出口國提供有
關拒收的信息。
9. 在一些國家中，可自由提供有關公共食品管理的結果的
資訊，而在其他國家中，法律制約因素可能阻止或限制向第
三方傳遞有關如拒絕輸入的資訊，在某些情形下，必須經過
一段時間之後才能交流資訊。各國應盡可能儘量減少對向其
它國家公佈有關拒收食品的資訊的限制。
10. 為使糧農組織和世界衛生組織能夠協助出口國努力滿足
進口國的要求，應根據請求向糧農組織和世界衛生組織提供
有關拒收進口食品的資訊。
詳細情況
有關食品標識
11. 為能查明提交進口時被拒絕輸入的一次運送的或一批食
品，需要一定數量的基本資訊。這方面最重要的資訊是該食
品的性質、數量說明，任何產品批號、其他專用戳記、商標
或數量，及出口商和/或食品生產者、製造者的姓名或位址。
有關進口商或銷售者的資訊也是有益的。如一批產品經過驗
證，證書號可提供一種重要的識別方法。
進口細節
12. 有關進口或提交進口的資訊是必要的。此外最重要的成
分是入境地點和日期、進口商的特徵和詳細聯絡情況。
拒收決定
13. 獲得有關拒絕輸入決定的資訊是重要的，尤其是作出該
決定的食品管理當局的名稱、作出決定的時間以及是否整批
或僅僅部分貨物被拒絕輸入。
拒收理由
14. 拒絕食品貨物輸入，應明確說明其理由，並提及違背的
條例或標準。
15. 食品可因感觀檢驗時發現無法接受，或因由技術/物理
缺陷，如罐頭洩漏、封印開啟或箱包破損而被拒絕輸入。在
物理檢查導致拒收的情形下，應對使用的標準作明確的說明
。
16. 當發現食品中污染物數量超過最高允許量時，應標明汙
染物及其發現量和最大容許量。在未固定最高限量的生物汙
染或生物毒素污染的情形下，應盡可能具體說明有關的生物
或毒素的特徵，並酌情說明發現的污染程度。同樣，應標明
違背食品添加劑或構成標準條例的情況。一些國家僅僅接受
來自出口國明確批准的設施的某些食品（如鮮肉）。如果此
類食品來自這些設施的證據不足或不完整而被拒絕輸入時，
應當予以聲明。
17. 如果根據進口國所作分析拒絕進口食品貨物入境時，進
口國當局應根據要求提供所採用的抽樣和分析方法細節及所
取得的結果。
採取的行動
18. 食品貨物被拒收或扣留後所採取行動，應提供有關情況
。其中應包括該貨物的最終結果情況，如銷毀或扣留整理。
19. 如果拒收食品再出口，應聲明此類再出口所附加的條件
。例如，一些國家允許僅向原產國再出口，或向已知該貨物
在其他地方被拒絕輸入、並事先聲明其願意接受的國家再出
口。
20. 除了出口國和進口國食品管理當局之間交流資訊之外，
可能也值得向出口國使館或其他代表機構通報情況，以便有
關國家採取行動糾正發現的缺點，從而避免今後的貨物被拒
收。
附件：關於拒收進口食品的國家間資訊交流標準格式
各國應就拒收進口食品提供特定情形下現有的和相關的以下
信息。
有關食品標識
· 產品說明和數量
· 包裝種類和規格
· 產品批號（編號、生產日期等）
· 集裝箱號、提貨單或類似的運輸細節
· 其他專用戳記、商標或編號
· 證書號
· 有關製造商、生產者、銷售者和/或出口者的姓名和地址及設
施編號
進口細節
· 入境口岸或其他入境點
· 進口商姓名和地址
· 提出輸入的日期
拒收決定的細節
· （標明）拒收整批/部分貨物
· 作出拒收決定的食品管理當局的名稱和地址
· 決定日期
· 可提供拒收理由詳情的食品管理當局的名稱和地址
拒收理由
· 生物/微生物污染
· 化學污染（農藥或獸藥殘留、重金屬等等）
· 放射性核素污染
· 標記不當或有誤
· 成分缺陷
· 違背食品添加劑要求
· 感觀檢驗質量無法接受
· 技術或物理缺陷（如包裝破損）
· 證書不全或不符
· 未來自核准的國家、地區或設施
· 其他原因
注：根據進口國抽樣和/或分析拒收進口食品，應根據要求提供抽
樣和分析方法、檢驗結果以及檢驗實驗室的特徵等詳細情況。
採取的行動
· 銷毀食品
· 扣留食品有待重新整理/和糾正文獻錯誤
· 扣留食品以待最終判定
· 食品扣存地點
· 准予輸入供非人消費用途
· 准予按某些條件如向指定知情國家再出口
· 通知進口商
· 通知出口國使館/食品管理當局
· 通知其他可能的目的地國家的當局
· 其他
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