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Introduction

El=

The adoption of a food safety management system is a strategic decision for an organization that can help to improve its
overall performance in food safety. The potential benefits to an organization of implementing a food safety management
system based on this document are:

KRR RLZLERERNZABLN — TR R, T URSAAR AL & EZLMERER . A TREARS
HEHE B L LEEERRANEL RN, BENRER:

a) the ability to consistently provide safe foods and relevant products and services that meet customer and applicable

statutory and regulatory requirements;



TR R B it B B R An ik R AR E P AR 5B B T

b) addressing risks associated with its objectives;

BLxt 5 2 B AR AR R R

c) the ability to demonstrate conformity to specified food safety management system

requirements.

EEFeRa LT EERRAFTERNES.

This document employs the process approach (see 0.3), which incorporates the Plan - Do - Check - Act(0.3.2)

cycle and risk - based thinking (0.3.3).

AR R TR T &, G KX-Lk-teE-wd#t (PDCA) B3 A& T Koy B 4

This process approach enables an organization to plan its processes and their interactions.
HEFTEFEAREHRNARN T EREETEA.

The PDCA cycle enables an organization to ensure that its processes are adequately resourced and managed, and that

opportunities for improvement are determined and acted on.

PDCA EHEAL B HREL BRI R, WA RAETE, HH ML EREN

Risk - based thinking enables an organization to determine the factors that could cause its processes and its food safety

management system to deviate from the planned results, and to put in place preventive controls to minimize negative

effects

ETREHELGGEALAT TR IZAIBARERACEARGENMRNNERWEE, RRTMHE

i, DAS/MU S H R

In this document, the following verbal forms are used:
AT XA T TR R
- “shall” indicates a requirement;
“shall” &N EK;
- “should” indicates a recommendation;
“should” &L
- “may” indicates a permission;
may” R I
- “can” indicates a possibility or a capability.
“can” KON REME B AE
Information marked as “NOTE” is for guidance in understanding or clarifying the associated requirement.

AR “E” NERREMEI A RERNEET.

Food safety is related to the presence of food safety hazards at the time of consumption (intake by consumer). As the
introduction of food safety hazards can occur at any stage of the food chain, adequate control throughout the food chain
is essential. Thus, food safety is ensured through the combined efforts of all the parties in the food chain. This document
specifies the requirements for a food safety management system that combines the following generally recognized key
elements:

BRRZEERBEMENT (AHEFEE)) RERAEFWNFAR K. T ER BB EANBEHFTRINE
wRefE, Hit, XFXEN R EBATAI)WES, REXLEEZANRGHRTHA S TNARS I RK
e AMEARTRBRZLETERRNELX, K467 THERINANAEES:

- interactive communication; 8 & 4 i ;



- system management; & % &3 ;
- prerequisite programmes; il # 77 & ;
- hazard analysis and critical control points (HACCP) principles. HACCP J& 3

In addition, this document is based on the principle to be common to the management system of ISO.
FH, AFFAEFET ISO & E AR ZK A B oy R .
The management principles are: & % )7% IR

- customer focus; LABIE K K& &

- leadership; 4% 71

- engagement of people; 2 R 5 5

- process approach; {42 77 %

- improvement; X #
- evidence - based decision making; & % %

- relationship management. % % & £

0.3.1 General &N

This document promotes the adoption of a process approach when developing and implementing a food safety
management system and improving its effectiveness in order to enhance production of safe products and services and
meet applicable requirements.

AFESHEET, LHEERLALAEERRAUR KA EAMEHRAIE ik, URERSLENEFT RS,
LR R I B K

Understanding and managing interrelated processes as a system contributes to the organization’s effectiveness and
efficiency in achieving its intended results. The process approach involves the systematic definition and management of
processes, and their interactions, so as to achieve the intended results in accordance with the food safety policy and
strategic direction of the organization.

KL ABNEBEARFRTERMEE, SAHTHALIATHLE RN A EMPER. KB FTEZHAS
WEX, MEBIBRAMIMER, UHZIGARN R &L L7 T m— B4 %

0.3.1 General &N

Management of the processes and the system as a whole can be achieved using the PDCA cycle with an overall focus on

risk - based thinking aimed at taking advantage of opportunities and preventing undesirable results.

¥ PDCA B2 EA T 8 EA AN R H TG T LN ERNET N0 B4, %I LB EAKR
EHE,

The recognition of the organization’s role and position within the food chain is essential to ensure effective interactive

communication throughout the food chain.

AT REZLAEGFPLEREANFEE, NRARERGETWA G EX#RAER &S THRIHEELREEZ LR

Mo

0.3.2 Plan - Do - Check - Act
The PDCA cycle can be described briefly as follows:PDCA 1 X 7] DL & Z #1440 T -
Plan: establish the objectives of the system and its processes and provide the resources needed to deliver the results and

identify and address risks and opportunities;

KX BEIERREFRRELBENEAT, KRGS R F 6 TR



Do: implement what was planned; 57 : 52 BT 5 XI| B9 % HE

Check: monitor and (where applicable) measure processes and the resulting products and services against policies,
objectives, requirements and planned activities, and report the results;

W& REFH. BF. BEXRRXNNES), 28, meRESATEARNE (EAR), FRELER;
Act: take actions to improve performance, as necessary.

WE: LB, RE#EE, URATESK,

0.3.2 Plan - Do - Check - Act

In this document and as illustrated in Figure 1, the process approach embraces two PDCA cycles. One cycle covers the
overall frame of the food safety management system (Clause 4 to Clause 7 and Clause 9 to Clause 10). The other cycle
covers the operational processes within the food safety as described in Clause 8. This means that communication
between the two cycles is essential.

Figure 1 — Illustration of the two Plan - Do - Check - Act cycles



0.3.3 Risk - based thinking
Risk - based thinking is essential for achieving an effective food safety management system. In this document

risk - based thinking is also addressed in two levels like the ones described in 0.3.2.

ETRREBEN TLAFRNEERLLERRRZLTN,

0.3.3.1 Organizational risk management

Risk is the effect of uncertainty and any such uncertainty can have positive or negative effects. A positive deviation
arising from a risk can provide an opportunity, but not all positive effects of risk result in opportunities.

To conform to the requirements of this document, an organization plans and implements actions to address organizational
risks (see Clause 6). Addressing risks establishes a basis for increasing the effecness of the food safety management
system, achieving improved results and preventing negative effects.

Opportunities can arise as a result of a situation favourable to achieving an intended result, for example, a set of

circumstances that allow the organization to attract customers, develop new products and services, reduce waste or

improve productivity.

0.3.3.2 Hazard analysis — operational processes

The concept of risk - based thinking at the operational level has been implicit in ISO 22000 based on HACCP principles
The subsequent steps in the HACCP process can be considered as the necessary measures to prevent or reduce hazards to
acceptable levels to ensure food is safe at the time of consumption (see Clause 8).

Decisions taken in the application of the HACCP should be based on science, free from bias and documented. The

documentation should include any key assumptions in the decision making process.

This document is developed within the ISO High Level Structure (HLS). The objective of the HLS is to improve
alignment between the ISO management system standards. This document enables a ganization to use the process
approach, coupled with the PDCA cycle and risk based thinking, to align or integrate its food safety management system

approach with the requirements of other management systems and supporting standards.



AFFERFISO HI R HLS 24, URESHCERKRAGFBENRA L, AMEEHARESEATET &,
%6 PDCAfETREHHEE, FEARZAEERRERSECERERRAMEERATHARES
This document is the core principle and framework for food safety management systems. It sets out the specific food
safety management system requirements for organizations throughout the food chain. Other food safety related guidance,
specifications and/or requirements specific to food sectors can be used together with this framework.
AFERZREZeEBERANZORNMER., KrENRERALAFL T RINE®EREKRAER, TUAK
R ERmEvieE . AEAER, U R &EE 367 U R R A Bk

The ISO/TS 22002 series specifies requirements and guidance for establishing, implementing and maintaining
prerequisite programmes (PRPs) to assist in controlling food safety hazards.

These Technical Specifications are:

- ISO/TS 22002 - 1 Prerequisite programmes on food safety - Part 1: Food manufacturing

- ISO/TS 22002 - 2 Prerequisite programmes on food safety - Part 2: Catering

- ISO/TS 22002 - 3 Prerequisite programmes on food safety - Part 3: Farming

- ISO/TS 22002 - 4 Prerequisite programmes on food safety - Part 4: Food packaging manufacturing

- ISO/TS 22002 - 6 Prerequisite programmes on food safety - Part6: Feed and animal food production.

Furthermore, the ISO 22000 family includes the following publications:
- ISO/TS 22003 Food safety management systems — Requirements for bodies providing audit and
certification of food safety management systems
- ISO 22004 Food safety management systems — Guidance on the application of ISO 22000
- ISO 22005 Traceability in the feed and food chain — General principles and basic requirements for system design and
implementation.
1 Scope
. B
This document specifies requirements for a food safety management system to enable an organization:
MEAR B ZLEERANER, HARES:
a) to plan, implement, operate, matain and update a food safety management system aimed at providing products that,
according to their intended use, are safe for consumers;
KA. M. BT, REMEFREZEETERR, HREH0F & %I F B HFE T2 W,
b) to demonstrate compliance with applicable statutory/regulatory food safety requirements;
EEFEEF W R ermEEAER,
¢) to evaluate and assess food safety customer requirements and demonstrate conformity with those mutually agreed

customer requirements that relate to food safety;

WHAFEMEER, FELEFERNTHEAN., 5RBL2HANBEER; UHBHEHE;
d) to effectively communicate food safety issues to interested parties within the food chain;
. BE R ST WA X T ER T e EHATH KA E

e) to ensure that the organization conforms to its stated food safety policy;
FRELIF & K5 AR d &2 77 4

f) to demonstrate conformity to relevant interested parties; and

ESE A A F Al AR K T B R

g) to seek certification or registration of its food safety management system by an external organization, or make a



self - assessment or self - declaration of conformity to this document.

FRESAMEARNER R ZLEBEROIEREM, HHATHENERTE, HERE AR AT,

All requirements of this document are generic and are intended to be applicable to all organizations in the foo chain
regardless of size and complexity. This includes organizations directly or indirectly involved in one or more steps of the
food chain. Organizations that are directly involved include, but are not limited to, feed producers, animal food
producers, harvesters of wild plants and animals, farmers, producers of ingredients, food manufacturers, retailers, food
services, catering services, organizations providing cleaning and sanitation services, transportation, storage and
distribution services. Other organizations that are indirectly involved include, but are not limited to, suppliers of
equipment, cleaning and disinfectants, packaging materials, and other food contact materials.
RENFHERBZEAAN, EEERTAEREBTFHAAAN, TREABA N EREE WA, EENMAR
G THARBEESRT AN IE, kikE, REWHEL, HHEFE, eaLFE, TEH, £EaRH
B, MERFER, RUEFEFMHERS. T8, LEAM2HRSFWALR, EMEENMNEEENARGEET
[RTF®&., FiEA. QXM BUREME & & EMADREENR,

This document allows any organization, including small and/or less developed organizations (e.g. a small farm, a small
packer - distributor, a small retail or food service outlet) to implement externally developed elements in the food
management system.
AREN AFEL, W NBR/RRZBER (R, MAH, MNEEIRERSFE) LM ZH R &
ZrERRRANER.
The means of meeting any requirements of this document can be accomplished through the use of internal and/or
external resources.
Cliquez et modifiez le titre

B Cliquez pour modifier les styles du texte du masque

e Deuxiéme niveau
- Troisiéme niveau
»  Quatriéme niveau
Cinquiéme niveau

B Cliquez pour modifier le style des sous-titres du masque

B 3 Terms and definitions A& 1 & X
For the purpose of this document, the following terms and definitions apply.
ISO and IEC maintain terminological databases for use in standardization at the following addresses:

ISO Online browsing platform: available at http://www.iso.org/obp

IEC Electropedia: available at http://www.electropedia.org/

3 Terms and definitions A 1& 1 % X
3.1 acceptable level ¥ # % KT
3.2 action criterion 1T 3/ /& |

3.3 audit #F#%

3.4 competence & 7

3.5 conformity 7F A"

3.6 contamination 77 %

3.7 continual improvement #F 42 7% #



3.8 control measure 1% | & i

3.9 correction #{1F

3.10 corrective action #4 IF # #

3.11 critical control point > %2 =] & CCP
3.12 critical limit > % R (&

3.13 documented information > 1415 &
3.14 effectiveness A % 1%

3.15 end product £ 7= &

3.16 feed 1%}

3.17 flow diagram Ui %2 &

3.18 food &

3.19 food, animal

3.20 food chain % & %

3.21 food safety £ i % &

3.22 food safety hazard & & %4 & &

3.23 food safety management system £ & %2 & B /K
3.24 food safety policy £ & % & 77 4t

3.25 interested party

3.26 lot

3.27 measurement M| &

24

3.28 monitoring & #,

3.29 nonconformity 1~ &

3.30 objective E#F

3.31 operational prerequisite programme , OPRP
3.32 organization 4%

3.33 outsource (verb) 4,

3.34 performance %7 %

3.35 prerequisite programme HJ 1% 7 %

3.36 process T 1%

3.37 product 7= &

3.38 requirement % 3K

3.39risk K&

3.40 significant food safety hazard T & & &
3.41 top management % & & B &

3.42 traceability ¥ & 1%

3.43 update ¥ #

3.44 validation # ik

3.45 verification -iF

3.1 acceptable level ¥ # % KT
level of a food safety hazard (3.22) not to be exceeded in the end product (3.15) provided by the organization (3.32)
REHLF & TR E AR B AT



3.2 action criterion 4T 5] /£ Jl|

measurable or observable specification for the monitoring (3.28) of an OPRP (3.31)

TR H T M e R M AT 4R 7 SR A5 R T 2 Y SR L R U

Note 1: An action criterion is established to determine whether an OPRP (3.31) remains in control, and distinguishes
between what is acceptable (criterion met or achieved means the OPRP is operating (criterion met or achieved means the
OPRP is operating as intended) and unacceptable (criterion not met nor achieved means the OPRP is not operating as
intended).

HFE 1 —MIENAREZHAZS OPRP X TXERA, HESMHLZETEX (R KL E E%RE OPRP # M
HEAT) R B R CRif R Bk Bk B Bk & 54 3 R 3% U547,

3.3 audit #F %

systematic, independent and documented process (3.35) for obtaining audit evidence and evaluating it objectively to
determine the extent to which the audit criteria are fulfilled

ARG, MoreyAe OB AR (3.35), BIRHEFERILEMTN, FUHA R FRENZANEE.

Note 1: An audit can be an internal audit (first party) or an external audit (second party or third party), and it can be a
combined audit (combining two or more disciplines such as food safety management, quality management or
environmental management).

Note 2: An internal audit is conducted by the organization itself, or by an external party on its behalf. & ¥ 2: 7 3 & %
B B B R R AU K T .

Note 3 : The terms “audit evidence” and “audit criteria” are defined in ISO 19011.

3.4 competence & 7

ability to apply knowledge and skills to achieve intended results
LR F iR Ae 3 R 52 LT 45 R 0 AR

3.5 conformity /&

fulfilment of a requirement (3.38)

HwREK

3.6 contamination 75 %

introduction or occurrence of a contaminant including food safety hazard (3.22) in product (3.37) or product environment

EREBHIRBFEFIANITERLE

3.7 continual improvement 42 4 #

recurring activity to enhance performance (3.34) of the food safety management system

EERRZeEBEERRGRNENED

3.8 control measure 1% | & i

(food safety) action or activity that is essential to prevent a significant food safety hazard (3.22) or reduce it to an
acceptable level (3.1) (see definition on significant food safety hazards (3.40))

GR#BNFRET RN, <@ HBLe> #BATHLAELEZAAF 33) SR AEERETEIATFHITARE,

Note 1: Control measures are identified by the hazard analysis



3.9 correction #{1E

action to eliminate a detected nonconformity (3.29)

AR BRI T 6 A BT R BUE 7

Note 1: A correction includes the handling of potentially unsafe products, and can therefore be made in conjunction with
a corrective action (3.10).

UMFERE A Z2F e BT X, FTUTUERYLHE (3.14) —RLH.

Note 2: A correction ma be, e.g. reprocessing, further processing, and/or elimination of the adverse consequences of the

nonconformity (such as disposal for other use or specific labelling).

3.10 corrective action 24 IF #

action to eliminate the cause of a nonconformity (3.29) and to prevent recurrence

A R BRI T A B A B R O B R T BT R BLR A

Note 1: There can be more than one cause for a nonconformity.

E 1l —ATEETUREETNMRE,

Note 2 : Corrective action includes cause analysis and is taken to prevent recurrence.

E 2. HERGEEREAL

3.14 corrective action 24 IF # i

A HER BRI T A K E T S R A R B # . [GB/T19000-2000, = X 3.6.5]
action to eliminate the cause of a detected nonconformity or other undesirable situation

E 1l —ATEETUREETNMRE,

NOTE 1: There can be more than one cause for a nonconformity. [ISO 9000:2000, definition 3.6.5]

E 2. AMIER AR E A AR B H AL A .

NOTE 2: Corrective action includes cause analysis and is taken to prevent recurrence.

3.11 critical control point > %2 #| & CCP
step in the process at which control measure(s) (3.8) is (are) applied, critical limit(s) (3.12) is (are) defined, and where

measurement (3.27) enables effective control of the product (3.36)

HEFHFR, EENAEREE, AN ARRE, BLNERBHRER &

1S022000:2005

(B ZA) (RS, FEZERMT ERERERZLRE (3.3) B EERETTH#Z AT R LFN
X—F K,

(food safety) step at which control can be applied and is essential to prevent or eliminate a food safety hazard (3.3) or
reduce it to an acceptable level

VE: B4 E X#E[11]. NOTE: Adapted from Reference [11].

3.12 critical limit > 4 [R (&
measurable value which separates acceptability from unacceptability
O L& R NCIE: 3 d- b V-
Note 1: Critical limits are established to determine whether a CCP (3.11) remains in control. If a critical limit is

exceeded or violated, the products affected are to be handled as potentially unsafe product

E 2 WRABRERIEXRES K (CCP) 2. YBHHIER XRIRER, Z¥HT R NAABELZ L



o AT HE
[SOURCE: CAC/RCP 1 - 1969]
3.13 documented information > #1415 &
information required to be controlled and maintained by an organization (3.32) and the medium on which it is contained
ARFEER R EERERK
Note 1: Documented information can be in any format and media, and from any source. # & X ft. 15 & #9 ¥ DL 2 (£ {7
BAAEEF L, 7k EEFRE
Note 2 : Documented information can refer to: > L.z & 7 &35 :
- the food safety management system (3.23), including related processes (3.36);
REZLEERRR, AHEMRITE;
- information created in order for the organization to operate (documentation);
AHERHEATFENEL U
- evidence of results achieved (records). % R LI HEH#E (LK)

3.14 effectiveness H 2 1
extent to which planned activities are realized and planned results achieved

TR BB R RN EROEE

3.15 end product % = &

product (3.36) that will undergo no further processing or transformation by the organization (3.32)
ALAFFHR—F W THENAT R

Note 1: A product that undergoes further processing or transformation by another organization is an end product in the

context of the first organization and a raw material or an ingredient in the context of the second organization.

HE 1 FHEMEL ;P TN @, R 2 H R4 i 5T i E R 8 E A S A

3.16 feed 1%}

any single or multiple products, whether processed, semi - processed or raw, which is intended to be fed to food
producing animals

FRGEERAAMNE—RELAFT R, TURMI &, FwI HIEH.

Note 1

* Food (3.18) in this document is intended for consumption by humans and animals and includes feed and animal food;
* Feed (3.16) is intended to be fed to food producing animals;

* Animal food (3.19) is intended to be fed to non - food producing animals, like pets.

[SOURCE: CAC/GL 81 - 2013, modified — The word “materials” changed to “products” and “directly”

3.17 flow diagram Ui 72 &
schematic and systematic presentation of the sequence and interactions of steps

KT &% B A B9 U BB B 1F R LB R 6 77 Bt AT R e Rk

3.18 food & &
any substance (ingredient), whether processed, semi - processed or raw, which is intended for consumption, and includes
drink, chewing gum and any substance which has been used in the manufacture, preparation or treatment of “food” but

does not include cosmetics or tobacco or substances used only as drugs



ATERBMR, BFg. oFBREAEY “&&” £/, #lE&RAENYR, TUERI S, ¥ T &R
Br, EfraEttd, WERAENLGAOHH.

Note 1:

* Food (3.18) in this document is intended for consumption by humans and animals and includes feed and animal food;
* Feed (3.16) is intended to be fed to food producing animals;

* Animal food (3.19) is intended to be fed to non - food producing animals, like pets.

[SOURCE: Codex procedural manual, modified - The word “human” has been deleted]

3.19 food, animal

any single or multiple products, whether processed, semi - processed or raw, which is intended to be fed to non - food
producing animals

Note 1 :

* Food (3.18) in this document is intended for consumption by humans and animals and includes feed and animal food;
* Feed (3.16) is intended to be fed to food producing animals;

* Animal food (3.19) is intended to be fed to non - food producing animals, like pets.

[SOURCE: CAC/GL 81 - 2013, modified - The word “materials” changed to “products”, “non” added and “directly”
deleted]

3.20 food chain & & 5 (%0

sequence of the stages in the production, processing, distribution, storage and handling of a food (3.18) and its
ingredients, from primary production to consumption

MMBEFEEHFHNEATHIF, SREGREBBWAES, I, 8. LEMLE,

Note 1: This includes the production of feed (3.16) and animal food (3.19).

B A5 AR R AR B R o B AR R

Note2: The food chain also includes the production of materials intended to come into contact with food or raw
materials.

Bdo LB TR o B R AR SR AR Y A

Note 3: The food chain also include service providers.

R EE RS HEAE

3.21 food safety £ i % &

assurance that food will not cause adverse health effect to the consumer when it is prepared and/or consumed according
to its intended use

FRERRTAAR#THEN (B RARFSHERERERT T REHHRIE.

Note 1: Food safety is related to the occurrence of food safety hazards (3.22) in end products (3.15) and does not include
other health aspects related to, for example, malnutrition.

thZeERRReRE B3 WALAX, ETGEAEMEARERAXNTE, WEHRTR,

Note 2 : It is not to be confused the availability of, and access to, food (food security).

Note 3 : This includes feed and animal food. £ & 3% 18 £} F2 o 47 & &%

[SOURCE: CAC/RCP 1 - 1969, modified - The word “concept” changedto “assurance”, “harm” changed to
"adverse” health effect and Notes have been added]

3.22 food safety hazard & & Z 2 &£F (%0



biological, chemical or physical agent in food (3.198) with the potential to cause an adverse health effect

RRFHEANNBERAEETRIRNEY. LF¥FIPERF

3.22 food safety hazard & & %4 & &

Note 1: The term "hazard" is not to be confused with the term "risk" (3.39) which, in the context of food safety, means a
function of the probability of an adverse health effect (e.g. becoming diseased) and the severity of that effect (death,
hospitalization etc.) when exposed to a specified hazard.

#E 1 AE CRET TN CRRT RE, HEEZEWME, “NR” ZRGEFETHAAEFHHREES£T
REWIMEE (waR) SZHOTERE Glo., ER. 8% 2P RWEHK. K& ISO/IEC TN 51
FRXAMERENREMTEREENL S

Note 2 : Food safety hazards include allergens and radiological substances.

B2 e F AT RR A R

Note 3 : In the context of feed and feed ingredients, relevant food safety hazards are those that may be present in and/or
on feed and feed ingredients and that may through animal consumption of feed be transferred to food and may thus have
the potential to cause an adverse health effect to the human consumer. In the context of operations other than those
directly handling feed and food (e.g. producers of packaging materials, disinfectants, etc.), relevant food safety hazards
are those hazards that can be directly or indirectly transferred to food when used as intended (see 8.5.1.3).

AR AR R R T E, R R e AE AN L R 7 AR S I TR A DR DR 7, SR T 4 3 B U 3R 4R R
HBERLET, HARTHRIBEARTREREEROAN . ETEEABAM R EWEET (WEEMH, F
BREWAEFE), HANRBZ2REREMEERIRET &M (B0 RENTHAR LT REEH N EESLE
R, FHLTRERARTRERERE KL

Note 4 : In the context of animal food, relevant food safety hazards are those that are hazardous to animal species for
which the food is intended.

[SOURCE: CAC/RCP 1 - 1969, modified - The text “or condition of” has been deleted from the definition

3.23 food safety management system

B & E BAKR

set of interrelated or interacting elements of an organization (3.32) to establish food safety policies (3.24) and objectives
(3.30) and processes (3.36) to achieve those objectives

BRRETRwZeTHAEN, UREIAXLBEFNEBENEE XK E L RN —HE R,

Note 1: A management system can address a single discipline or several disciplines (quality management system,
environmental management system, etc.).

FE 1. —AEERR T DA A B — 4 S LA U

Note 2: The system elements include the organization's structure, roles and responsibilities, planning and operation.

KRREFAHFARONMN ., BAEMET. KXIAEAT

Note 3: The scope of a management system may include the whole of the organization, specific and identified functions
of the organization, specific and identified sections of the organizations, or one or more functions across a group of
organizations.

BRI A B E ] R E A AR, E Y A AR A B BR AL ST A B AR IR A R[], AR GBS BRI R B — BR A
=X % BR R HY HT A



3.24 food safety policy £ & % & 77 4t
intentions and direction of an organization (3.32) related to food safety (3.21) as formally expressed by its top

management (3.41)

HERHEEEEARTHERELZEH RN

‘\ﬁ‘b

R E 7T H

3.25 interested party

person or organization (3.32) that can affect, be affected by, or perceive itself to be affected by a decision or activity

3.26 lot
a definitive quantity of a product (3.36) produced and/or processed or packaged essentially under the same conditions
EMREEHTAEFME N IRECENE RN —EKE
Note 1: The lot is determined by parameters established beforehand by the organization and may be described by other
terms, e.g. batch.
HR AP E R RSBk R
Note 2 : The lot may be reduced to a single unit of product.
A DL D B — A — i P i A

[SOURCE: CODEX STAN 1, modified — Reference to “processed and packaged” has been included in the definition
and Notes to entry have been added]

3.27 measurement M| &

process (3.35) to determine a value

R BT

3.28 monitoring & #

determining the status of a system, a process (3.35) or an activity
BRAER, TEHEHORA
1S022000:2005
AN EEE (3.7 ZEEMHEZAT, HERSEE RN — R 7 HRI U E S EEE
conducting a planned sequence of observations or measurements to assess whether control measures (3.7) are
operating as intended
Note 1: To determine the status, there may be a need to check, supervise or critically observe.
HEL: TRHRFERE. BREIEWAEL THRLS.
Note 2 : In the context of food safety, monitoring is conducting a planned sequence of observations or measurements to
assess whether a process is operating as intended.
HED2: NTRERERW, A TPERLEESHTHET, EHNELHE - RFIWEINE.
Note 3 :
- Validation (3.44) is applied prior to an activity and provides information about the capability to deliver intended
results;
- Monitoring (3.28) is applied during an activity and provides information for action within specified time - frame;

- Verification (3.45) is applied after an activity and provides information for confirmation of conformity

3.29 nonconformity 1~ &



non - fulfilment of a requirement (3.38)

K it RE K

3.30 objective E #F

result to be achieved

Note 1: An objective can be strategic, tactical, or operational.

ZE 1. BRTUREEY., RAWRBEEETN.

Note 2: Objectives can relate to different disciplines (such as financial, health and safety, and environmental goals) and
can apply at different levels (such as strategic, organization - wide, project, product, and process (3.35))

#iE 2. HATE UL BOA By Ekes (ot 40y, RV R 5 Z 2 A R Ew B4R, AR MR T AR ER (A0
EREEE . HAEAR, TEHM., Fafdg)

Note 3: An objective can be expressed in other ways, e.g. as an intended result, a purpose, an operational criterion, as a
food safety management system objective, or by the use of other words with similar meaning (e.g. aim, goal or target).
HE3: TURAREM AR EAR, Al FHNER, EWIREAR, eaZ2TEERRER, REF
KM AR ETE (Fl4r: aim, goal, =X target).

Note 4: In the context of food safety management systems, objectives are set by the organization, consistent with the
food safety policy, to achieve specific results.

HE4: EREZL2EEARRT, REZLHENOEALARNE, SREZL2FH -, AXIARTERTK
control measure(s) (3.8) or combinations of control measures having defined action criteria (3.2), where

3.31 operational prerequisite programme

®IEMR277E; OPRP

measurement (3.27) or observation enables effective control of the process (3.36) and/or product (3.37)

BEAAR AT EN M ER BRI LA S, NEMUEGA RO EHR LB AR &

1S022000:2005

B ENMARE ., LFHRRTZEPRP (3.8), UEH R L2 /AEGI)IIAWTREFE)EELLAEF
7R B TR 0T ey B RE

PRP (3.8) identified by the hazard analysis as essential in order to control the likelihood of introducing food safety
hazards (3.3) to and/or the contamination or proliferation of food safety hazards in the product(s) or in the processing

environment

3.32 organization 4%

person or group of people that has its own functions with responsibilities, authorities and relationships to achieve its

objectives (3.30)

AEREER, BT, NMRAAELX R UKW R —MAR—AA

Note 1: The concept of organization includes, but is not limited to sole - trader, company, corporation, firm, enterprise,

authority, partnership, charity or institution, or part or combination thereof, whether incorporated or not, public or

private.

%‘Ji 1. AR aE, EELRTREF. o8, RH. #7. 2FLEM, TENME. 2ERE. 4HH.
ENMBF RN, RERHARHH o HEE, TRETAHEALR, DPHEHIALFN,

ﬂ]

3.33 outsource (verb) #M,



make an arrangement where an external organization (3.32) performs part of an organization‘s function or process (3.35)
ZHAN M AR PATHR NI H R R T AR,
Note : An external organization is out side the scope of the food safety management system (3.23), although the

outsourced function or process is within the scope.

HE: MHPRAKIERZAALENRRZ2EERRTES, RENFHREIXLBETEN.

3.34 performance %7 %

measurable result

MEH R

Note 1: Performance can relate either to quantitative or qualitative findings.

#E Ll GRITRY AR RENHEENLE R,

Note 2 : Performance can relate to the management of activities, processes (3.36), products (3.37) (including services),

systems or organizations (3.32).

HE2: GRTRRY RES, TR, TR (BERE). KRARARANEE.

1t 2. & PRP?
X T PRP & T B+ 42
ERAEW TG, ©ILE T 9k s PRP A X0 W A2

3.35 prerequisite programme ] 3% 77 £

basic conditions and activities that are necessary to maintain food safety within the organization (3.32) and throughout
the food chain (3.20)

MTHEERN R REFRFRBLZ LML ERSLEIE.

Note 1: The PRPs needed depend on the segment of the food chain in which the organization operates and the type of
organization. Examples of equivalent terms are: Good Agricultural Practice (GAP), Good Veterinarian

Practice (GVP), Good Manufacturing Practice (GMP), Good Hygienic Practice (GHP), Good Production Practice (GPP),
Good Distribution Practice (GDP) and Good Trading Practice (GTP).

#UE 1: PRP BURTHLPTA W& & IR T AE MR A,

Note 2: Where PRPs are used to control significant food safety hazards (3.40), they are control measure(s) (3.8), which
will be categorized either as CCPs (3.11) or as OPRPs (3.31).

£E2: YPRPATHEREZFRGZARE, HANIZEHEE.

3.35 PRP, prerequisite program F 3 77 %
1S022000:2005
B <faZh> EEMREE G PARFIEREHAFNERE GG, UEesr, LEME
HreZ R ARERNZ2R G,
(food safety) basic conditions and activities that are necessary to maintain a hygienic environment throughout the food
chain (3.2) suitable for the production, handling and provision of safe end products (3.5) and safe food for human

consumption

3.36 process T 1%

set of interrelated or interacting activities which transforms inputs to outputs

Kl N AW A R BB E R — 5.



3.37 product 7= &

output that is a result of a process (3.35)
AR 45 R o i

Note 1 : Product can be a service.

P e LR R o

3.38 requirement % 3K

need or expectation that is stated, generally implied or obligatory

AR, B E IR A B URATF R E

Note 1: "Generally implied" means that it is custom or common practice for the organization and interested parties that
the need or expectation under consideration is implied.

HE 1 “EHERE” REALMBRTHEA H—RME, TFRAFRIHALEZTEMaH.

Note 2 to entry: A specified requirement is one that is stated, for example in documented information.

HE2: ARBREZATIMENR, 0 EHRXEAELTEA,

3.39risk K%

effect of uncertainty

TR .

Note 1: An effect is a deviation from the expected — positive or negative.

HE: B e PO, T LR IE T Y B 6T A

Note 2: Uncertainty is the state, even partial, of deficiency of information related to, understanding or knowledge of, an
event, its consequence, or likelihood.

#iE: AAREE-—MNENEEZZATNES., ERITRRERZEL L. BERIFRRA.

Note 3 : Risk is often characterized by reference to potential "events" (as defined in ISO Guide 73:2009, 3.5.1.3) and
"consequences” as defined in ISO Guide 73:2009, 3.6.1.3), or a combination of these.

%&£« XU 18 % DL 72 2 £ (ISO Guide 73:2009, 3.5.1.3 & X)#1 /5 & (ISO Guide 73:2009, 3.6.1.3 & X ) £ 4H & A4
1E

Note 4 : Risk is often expressed in terms of a combination of the consequences of an event (including changes in
circumstances) and the associated "likelihood" (as defined in ISO Guide 73:2009, 3.6.1.1) of occurrence.

HUE 4 N E R IA A F(EEIFENE )G R AR AL 145 (ISO Guide 73:2009, 3.6.1.1 & S )#y 4 &

Note 5: Food safety risk is a function of the probability of an adverse health effect and the severity of that effect,
consequential to a hazard(s) in food (3.22) (as defined in Codex Procedural Manual).
tRZeNeEFERRIHENTRESZEH TERENRH, ERENER,

3.40 significant food safety hazard T # f& &

food safety hazard (3.22), identified through the hazard assessment, which needs to be controlled by control measures
(3.8)

B FE LA RAE, FEAIEFRAHEEEFRNRELZLRE.

3.41 top management % & & B &

person or group of people who directs and controls an organization (3.32) at the highest level



EREERERESHAN—PAR—AA

Note 1: Top management has the power to delegate authority and provide resources within the organization.

EE: REmEREAAANERNARERIFENRS .

Note 2 : If the scope of the food safety management system (3.23) covers only part of an organization, then top
management refers to those who direct and control that part of the organization

HE: MR R B ZLEBRRANCERBEZARAN -y, RSB AR EEMERAARNIH N — A
s—4H A

3.42 traceability ¥ & 1%
ability to follow the history, application, movement and location of an object through specified stage(s) of production,
processing and distribution
EMERZE R A, MIMRENEH T L. EAKL. Baf AL ER RS
Note 1: Movement can relate to the origin of the materials, processing history or distribution of the feed or food(3.18)..
BRI AR SR SRR, TR,
Note 2 : An object can be a product (3.37), a material, a unit, equipment, a service etc.
FHRAUZ A&, BB, £1. B&. RF%
[SOURCE: CAC/GL 60 - 2006, modified — Notes to entry have been added]

3.43 update ¥ #

immediate and/or planned activity to ensure application of the most recent information.
AR 2 B AT BRI B fr (B0 A RIBE .

Note 1:

- Maintain - to keep something on - going / to keep in good condition,

- Retain — to keep something that is retrievable,

- Update — immediate and/or planned activity to ensure application of the most recent information

3.44 validation # ik
(food safety) obtaining evidence that a control measure (3.8) (or combination of control measures), will be capable of
effectively controlling the significant food safety hazard (3.40)
(BFRZh) HEEHERIEREEL S HANILE, UEFRAZEFREZLAE.
Note 1 : This definition is more useful for the field of food safety (3.21) than the definition given in ISO 9000.
Mo R XA B %2 A 4T3 L AE 1S09000 B 8y = X E A Al
Note 2 : Validation is performed at the time a control measure combination is designed, or whenever changes are made to
the implemented control measures.
LRI ERERA SN, RS ECZHmIEF SN ZHTHI.
Note 3 :
- Validation (3.44) is applied prior to an activity and provides information about the capability to deliver intended
results;
FINEBENZ R HATH, REZIATIERAGE A NEL;
- Monitoring (3.28) is applied during an activity and provides information for action within a specified time - frame;
BEMEBHFHTH, RE-AHEINHEERNESNE L,
- Verification (3.45) is applied after an activity and provides information for confirmation of conformity.

B EED EHATH, RERFEHIAE



3.45 verification ¥-iF
confirmation, through the provision of objective evidence, that specified requirements (3.39) have been fulfilled
1 31 4% Bk 2 WAL X AL 2 B R B 4% B 2 B9
Note 1:
- Validation (3.44) is applied prior to an activity and provides information about the capability to deliver intended
results;
FNEBENZ R HATH, REZIATIERAE A HEE L
- Monitoring (3.28) is applied during an activity and provides information for action within a specified time - frame;
BEMEBHFHTH, RE-AHEINHEERENESNEER;
- Verification (3.45) is applied after an activity and provides information for confirmation of conformity.

B ED EHATH, REREHIAR.

4 Context of the organization

HHNE

4.1 Understanding the organization and its context

BERRELINE

4.2 Understanding the needs and expectations of interested parties organization

B AR K 77 B TR A2

4.3 Determining the scope of the food safety management system
PRE L ERERNTE

4.4 Food safety management system

o R e EBER

4.1 Understanding the organization and its context ¥ ## 4 41 & H I 4

The organization shall determine external and internal issues that are relevant to its purpose and that affect its ability to
achieve the intended results of its food safety management system.

BHNHRERERER AN, E¥HREERERRAZILTHE RN 09 A # A5 F I8 T .

The organization shall monitor and review information related to these external and internal issues.

PP AT TR XA IIERAEE .

NOTE 1 Issues can include positive and negative factors or conditions for consideration.

E 1 U RER IE B SR A Y E R EF R AR

NOTE 2 Understanding the context can be facilitated by considering issues not limited to legal, technological,
competitive, market, cultural, social, economic environments and food fraud, food defence and intentional contamination,
whether international, national, regional or local.

E2: UERERETER, BX. MREIAMEEREEN, B, £F. 7. X, A2 MEFFRNE

W, REAXMIEITIFER T M

4.2 Understanding the needs and expectations of interested parties £ ff 18 5 77 B 55 K Fn ] 2
To ensure that the organization has the ability to consistently provide products and services that meet applicable

statutory/regulatory and customer requirements with regard to food safety, the organization shall determine:

ARRARFERMUHERPEME AN ERENBERN T R RSEREST, ARNH:



a) the interested parties that are relevant to the food safety management system;

Ex a2t BBERAR RNMERT;

b) the relevant requirements of the interested parties that are relevant to the food safety management system.
ERBREERKRAT AWM RTTER,

The organization shall monitor and review information related to the interested parties and their relevant requirements.

HE R EMATFET KA T REAARRREEL

4.3 Determining the scope of the food safety management system # & & & % 2 & Z K R 093 B

The organization shall determine the boundaries and applicability of the food safety management system to establish its
scope. The scope shall specify the products or product categories, processes and production sites that are addressed by
the food safety management system.

HRANFER R, ERERANE R E A RZEIECE CEN ARG Z2TEERR A RN &R &

KA, TEMEFT.

When determining this scope, the organization shall consider:

EHEREEREKRTEM, HEANEE:

a) the external and internal issues referred to in 4.1;

TE 4.1 59 KR ShEl e B L

b) the requirements referred to in 4.2.

A2 B REIR KM KT EK;

The scope shall be available and maintained as documented information.

i [l RL ] 3k B OR # SCLE LS B

4.4 Food safety management system

o R e EBER

The organization shall establish, implement, document, maintain, update and continually improve a food safety
management system, including the processes needed and their interactions, in accordance with the requirements of this
document.

ERMEAFENEREL, Lk, REMFERARSGLLATERR, AR XA TEARATFHLERH
HEER, UREeATENER,

5 Leadership
RSl

5.1 Leadership and commitment
T A0 A
Top management shall demonstrate leadership and commitment with respect to the food safety management system by:
BREERFNBLUT A HEIELHAS A e i s BRAKRAE:
a) ensuring that the food safety policy and the objectives of the food safety management system are established and are
compatible with the strategic direction of the organization;
HREBZETHMRGZ2EERRENRIEL, A HHRNERB T M EENERT 2
b) ensuring the integration of the food safety management system requirements into the organization’s business

processes;

FARERRZ2EERRBERBANARNL 5134,



¢) ensuring that the resources needed for the food safety management system are available;
BRIKFE R 2EERRTFNTIE,

d) communicating the importance of effective food safety management and of conforming to the food safety
management system requirements, statutory/regulatory requirements, and customer requirements related to food safety;
BFRABHRE L BB URFERRBZAEERR, TE/FEFMEREZEMANPEEZRNEE M,

e) ensuring that the food safety policy is communicated, understood and applied within the organization;

FREARNGE, RN R EZETH;

f) ensuring that the food safety management system is evaluated and achieves its intended results;
FREBLZLERRRARIVFE AL ER,;

g) directing and supporting persons to contribute to the effectiveness of the food safety management system;
WEMIXFRLA R E R EERRNA REM L TR,

h) promoting continual improvement;

58 R 4 Bt s

1) supporting other relevant management roles to demonstrate their food safety leadership as it applies to their areas of
responsibility;

XFEHAMAREREARLATNXBIELETAT A,

j) assessing the effectiveness of the food safety management system.
R R e E BRI R,
NOTE Reference to “business” in this document can be interpreted broadly to mean those activities that are core to the

purposes of the organization’s existence.

Ee RGBT LET AT X ERBEAN THRANFEN S RAZ M ERED.

5.2 Food safety policy £ & % 4 77 4

5.2.1 Establishing the food safety policy

Top management shall establish, implement and maintain a food safety policy that:
WEEBRFNENL, LHMRER T, FAER:

a) is appropriate to the purpose and context of the organization;

EHRNTE & MARFAREN

b) provides a framework for setting and reviewing the objectives of the food safety management system;
RUFERRZLEERREWER

¢) includes a commitment to satisfy applicable food safety requirements including statutory/ regulatory requirements and
mutually agreed food safety requirements of customers;

5.2.1 Establishing the food safety policy

BAE RS R B R R TR, @ LR/ ER N BB R R R e R AE

d) addresses internal and external communication;

RL X P B A S E A 1

e) includes a commitment to continual improvement of the food safety management system;
BRENFERAR GT LT EIKRH AL,

f) addresses the need to ensure competences related to food safety.

R 5 f b 2 2 KB RE T I &



5.2.2 Communicating the food safety policy 74 il & 7 4f

The food safety policy shall:

JRE 775 R

a) be available and maintained as documented information;

HRRIHAEH XN R A AR E 5

b) be communicated, understood, implemented and maintained at all levels within the organization;
EARNEERIAE, B, LlEARE;

¢) be available to relevant interested parties, as appropriate.

BB, A KT BT L

5.3 Organizational roles, responsibilities and authorities 20 2% f & . BR 3t A0 AX R

5.3.1 Top management shall ensure that the responsibilities and authorities for relevant roles are assigned, communicated
and understood within the organization.

WEEBRENARMERACHRIARRAEBNALARINT, WEMEMR,

Top management shall assign the responsibility and authority for:

e A AL R R AAX R LA

a) ensuring that the food safety management system conforms to the requirements of this document; #f & & % 2 & &
AR & AN E R

b) reporting on the performance of the food safety management system to top management; H & & & EZ R E B H L
2EBERRGHEARAN2;

¢) appointing the food safety team and food safety team leader.

Fa g dmZe/ NI RZe/NHAK,

5.3.2 The food safety team leader shall be responsible for:

B dh A /NE K R R AR 5

a) ensuring the food safety management system is established, implemented, maintained and updated;
HREBZLERKRANEL, L. R EI;

b) managing and organising the work of the food safety team; and

ERMAL R 7/ N TE; o

¢) ensuring relevant training of and competences for the food safety team (see 8.5.1).

HR R i e/ NLR BB R I A g A7

All personnel shall have responsibility to report problem(s) with the food safety management system to identified
person(s). Designated personnel shall have defined responsibility and authority to implement and document action(s).
FraARRA B RARCHRE&Z2EEERR A MNIRFT ., 485289 A R A A B9 BR 5 F AR 52 4 Ao 10 AT
e

6 Planning

e

6.1 Actions to address risks and opportunities
R A0 4L 2 B 4L 22 46 e

6.2 Objectives of the food safety management system and planning to achieve them



R 2T RERRERRERT R
6.3 Planning of changes
& E R

6.1 Actions to address risks and opportunities

BT R R A AL B 4

6.1.1 When planning for the food safety management system, the organization shall consider the issues referred to in 4.1
and the requirements referred to in 4.2 and determine the risks and opportunities that need to be addressed to:

R 2B BAAN, HEANEE 41 WHEM 429K, FHEZFEL AR 2 UL

a) give assurance that the food safety management system can achieve its intended results;
HREBZLERRARG LA LM ER;

b) prevent, or reduce, undesired effects;

Tl 29k 2> AF T B %20 5

¢) achieve continual improvement.

NOTE In the context of this document, the concept of risks and opportunities is limited to events and their consequences
relating to the performance and effectiveness of the food safety management system. Organizations are not required to
directly address public health risks which are under the responsibility of the competent authorities. However, they are

required to manage food safety hazards (see 3.22) and the requirements related to this process are laid down in clause 8.

EE: EAGEF, NEANERLRIRT SR &L TEERAGYMARER X, MAELANRERENGE.,

6.1.2 The organization shall plan: 4 2% 57 % X :
a) actions to address these risks and opportunities;
R R A AL 2 B 4 7
b) how to: to 41 :

1) integrate and implement the actions into its food safety management system processes;

ER R EEERR LR P RN AL X L
2) evaluate the effectiveness of these actions.
T 3 264 e 0 AR

6.1.3 The actions taken by the organization to address risks and opportunities shall be proportionate to:

B UK B 3 e An AR B9 AT 3 B2 & DL T AR

a) the potential impact on food safety requirements, and,

REZEERNEEDH,

b) the conformity of food products and services to customers, and;

JEUE = o e AR A B A A, AR

¢) requirements of interested parties in the food chain. & & &5 F 8 55 # F 5K ;

NOTE Options to address risks and opportunities can include: avoiding risk, taking risk in order to pursue an opportunity,
eliminating the risk source, changing the likelihood or consequences, sharing the risk, or accepting the presence of risk
by informed decision.

B o ReAr B ey L asE. BN, ARIFAamEZ NI, Bk RRIE, KL TRESE
o8 R 3K 4 38 o SO Ok B XU .



6.2 Objectives of the food safety management system and planning to achieve them

REZ2EERR B AELMET R

6.2.1 The organization shall establish objectives of the food safety management system at relevant functions and levels.
BHANAERERZEEBRATFOERRE., ERTE LZT HAF.

The objectives of the food safety management system shall:

B R e EBRR EATL

a) be consistent with the food safety policy;

HREZenHRE B

b) be measurable (if practicable); ¥ M & (F[4THE);

c) take into account applicable food safety requirements including statutory/regulatory requirements;

LZRERAWE B ZLER, AHLE/REEXR;

d) be monitored and verified;

32 b LA 3o 1iE 5

¢) be communicated;

CENCEER

f) be updated as appropriate.

4 AT EHT

The organization shall retain documented information on the objectives of the food safety management system.

BLENERRERZLEERR BT XANER

6.2.2 When planning how to achieve its objectives of the food safety management system (see 6.2), the organization
shall determine:

KT R AR T2 EEERRERE, HPRNHE:

a) what will be done; & # f+ 4 ;

b) what resources will be required; & & 4 % & ;

¢) who will be responsible; & # 1 77 ;

d) when it will be completed; {4 B £ 52 A ;

e) how the results will be evaluated. 217 1 1 45 & .

6.3 Planning of change % ¥ 7 % Xl

When the organization determines the need for changes to the food safety management system, including personnel
changes, the changes shall be carried out in a planned manner. The organization shall consider:
LHPHETRERLLAEERRATENTE RN (L44), NEREIW. RAMHMFRETEE. ALNAE:
a) the purpose of the changes and their potential consequences for the supply and maintenance of safe food production;
Rtz R EFXENBNALBAERR;

b) the integrity of the food safety management system; & & % 2 & B 1R A 0y % &

c) the availability of resources to effectively implement the changes;

d) the allocation or re-allocation of responsibilities and authorities.

R RE 2B 5 F 4B



7 Support
&

7.1.1 General
The organization shall determine and provide the resources needed for the establishment, implementation, maintenance,
updating and continual improvement of the food safety management system.
UM HmERENEL, L. R, EFPFERAREZLETERRATFHNER.
The organization shall consider:
R VE NS
a) the capability of and any constraints on existing internal resources; and
A AT IR EE A A 275 Au
b) what is required from external resources.

TR R

7.1.2 People A R
The organization shall determine and provide the persons that are necessary to operate and maintain the food safety
management system.

PR R RBETHRFR B L LEERERRTFNAR,

Where the assistance of external experts is used for the development, implementation, operation or assessment of the
food safety management system, evidence of agreement or contracts defining the competency, responsibility and
authority of external experts shall be retained as documented information.

UFERINMERFHESL, LM, BTG R Z2ETERAN, RAESTHH NS EF F XX EEREE

RS AR F AR
7.1.3 Infrastructure £ A 1% i
The organization shall provide the resources for the determination, establishment and maintenance of the infrastructure
necessary to achieve conformity of end products.

BB IR LURA R . FE LA AP AP o A e M B AR A R
NOTE Infrastructure can include: £ £l 1% 7 .75 :
- land, vessels, buildings and associated utilities,
EH. AR, ZESUATAE KBV
- equipment, including hardware and software;
W, BEEEMY
- transportation resource, iZ # % IR
- information and communication technology.

£ BA BB A

7.1.4 Work environment T {E ¥ 5
The organization shall determine, provide and maintain the resources for the establishment, management and

maintenance of the work environment necessary to achieve conformity of end products.

HHENE, REMEPRY. EEMEF THEPREFTFOLR, UREFZROF 6%,

7.1.5 Externally developed elements of the food safety management system £ & %2 F E K RN EF

When an organization establishes, maintains, updates and continually improves the food safety management system by



using externally developed elements of a food safety management system including PRPs and the hazard control plan,
the organization shall ensure that the provided elements are:

YHABAF AR R L 2T REANIMERGCHE PRP M AFEF T, kRFL, £, EFFRFERAR D
ZeEBEERR, AANHRE®RNER L.

a) developed in conformance with requirements of this document;

DL R AT e B B SR L

b) applicable to the sites, processes and products of the organization;

e THRNGH. LB &

¢) specifically adapted, by the food safety team to the processes and products of the organization; and,

Ear, BREZA/NARBEEANIR T GHTEINRE; f

d) implemented, maintained and updated as required by this document;

REATFENERLH, ETER.

e) retained as documented information.

TR Xt RAnLIARE .

NOTE Externally developed elements of a food safety management system can be used by any organization, however,

they are primarily intended for use by small and/or less developed organizations.

URTEANNRINERZ2ERRRESR, EXERSFTNENRLAAR

7.1.6 Control of externally provided products or services 412 #t 7= & 2k £ #7 15 4
The organization shall ensure the adequacy of requirements prior to their communication to the external provider.
BREEIBETHERN, NARERZRSH.
The organization shall ensure that externally provided elements do not adversely affect the organization‘s ability to
consistently deliver the specified products and services to its customers.
AN FHRAARHGEZS THR B ERFEA RN MRS, T2 E£RTZH.
The organization shall establish and apply criteria for the evaluation, selection, monitoring of performance, and
re - evaluation of external providers, based on their ability to provide elements in accordance with the requirements. The
organization shall ensure that external providers conform to the established criteria.
EHMRESMETHERRGEROR S, S TIMETEORE, BF . SR EN T E NI 52
o
The organization shall retain documented information of these activities and any necessary actions as a result of the

evaluations.

B RNRE X RE G ETLENENIFEERNATHACHEAEL

7.2 Competence £ 7y

The organization shall: 4 23 i

a) determine the necessary competence of person(s) doing work under its control that affects its food safety performance
and effectiveness of the food safety management system;

FREEHEENARFNGES, XEARAAFNIEZHERZAGRTR B L2 EEKANE RN,

b) ensure that these persons, including the food safety team, are competent based on the application of knowledge and
skills;

ETHEAS AR, ARELEARCERERZE/NAEH AW,

¢) where applicable, take actions to acquire the necessary competence, and evaluate the effectiveness of the actions

taken;



FIATR, REUHEMERAT AT E AR A, IR0 R B R R U
d) retain appropriate documented information as evidence of competence.
PR 3 L 1 4 RE IR B9 X E R
NOTE Applicable actions can include, for example, the provision of training to, the mentoring of, or the re - assignment
of currently employed persons; or the hiring or contracting of competent persons.
BE: RBWELYHEETEESERARATEI, HRHEH2WIE, IFFBEELERINARE.
7.3 Awareness = 17
The organization shall ensure that relevant persons doing work under the organization’s control shall be aware of:
28 27 7 PR L A= I ST B T R AR R AR A B
a) the food safety policy; & & % & 7 4t ;
b) the food safety management objectives relevant to their task:
EREHFERERLLEEERT,
¢) their contribution of their individual activities to the effectiveness of the food safety management system, including
the benefits of improved food safety performance;
RATA NS S 2 R d T2 B AR R A BT TR,
d) the implications of not conforming with the food safety management system requirements. 1~ & & £ & % 2 & ZE K %

Z kR

7.4 Communication
7.4.1 General
The organization shall determine the internal and external communications relevant to the food safety management
system, including:
BLANHREREZLEEERRMAN NI HAE, A
a) on what it will communicate; 743 {4
b) when to communicate; {7 F 74 1
¢) with whom to communicate; £ 1 74 1
d) how to communicate; %017 74 i
e) who communticates; & 3 74 i
The organization shall ensure that the requirement for effective communication is understood by all personnel whose
activities have an impact on food safety.
RN HRAENHARBNERTILENH R R Z2H D HA LA RNER,
7.4.2 External communication #4341
7.4.2.1 The organization shall ensure that sufficient information is communicated externally and available throughout the
food chain.
HRANFRERRBFRERFRBL LT HN R LM HE
The organization shall establish, implement and maintain effective communications with: 421 Z 57 . LR E 5
LTS & 77 8 3 v 8
a) suppliers and contractors; Bt 77 F1 & & 77
b) customers or consumers; il & 2 78 5% & ;
¢) statutory/regulatory authorities, and L& fHATH [, o
d) other organizations that have an impact on, or will be affected by, the effectiveness or updating of the food safety

management system.

MEGRETERANARUERENEARRIE X LD HN L CHLA,



7.4.2 External communication 4% /4 1

7.4.2.2 Communication with customers or consumers shall include:

5 B - 2K H B A B e SR R

a) product information to enable the safe handling, display, storage and preparation and use of the product within the
food chain or by the consumer;

ZaelE. B, LHEAHEFBEN T GEL, R &S E A

b) contractual arrangements, enquiries and orders including their amendments; and

Wi, WEfITE, BEEER; o

¢) customer feedback including customer complaints.

E R4, @EBER R,

7.4.2 External communication #4341

External communication shall provide appropriate information on food safety aspects of the organization's products that

may be relevant to other organizations in the food chain.

SR NREHASN R AR RZeTHEENGEE, R R LA HAMEX.

NOTE Communication within the food chain can include known food safety hazards that need to be controlled by other
organizations.

ERGHTHARTUAEEAMALAERNEANRELLRE

Designated personnel shall have defined responsibility and authority for the external communication of any information
concerning food safety. Where relevant, information obtained through external communication shall be included as input
for updating the food safety management system (see 4.4) and management review (see 9.3).
HRARNEAARZNRFTARRUBATH ARG LLE LW INEE, AR, #EIERT 85 8 R 1 A&
REFH (seed.4) Ao BT H W HI T A (see 9.3).

Evidence of external communication shall be retained as documented information.

S0 E VR BB AR L E A XL B ERE .

7.5 Documented information {1z &
7.5.1 General & JU|
The organization’s food safety management system shall include:
HRMR B R eEEERAN AL
a) documented information required by this document;
AN B SR R B
b) documented information determined by the organization as being necessary for the effectiveness of the food safety
management system;
HRBHRNARRREEZLEEERRARETHFANXHAEE.
¢) documented information required by statutory/regulatory authorities and customers; 37 % # 7% 2 | ] 2 Bl & B 3k B9 C
TR s
d) food safety requirements from statutory/regulatory authorities and customers.

SEPGE I TR R H e 'R

NOTE The extent of documented information for a food safety management system can differ from one organization to

another due to:

THRARAME R Z2EBEARA X NERNBETUEAUT 7 EM A HE:



— the size of organization and its type of activities, processes, products and services;
ARWHE, Eo, TR, FafREER,;
— the complexity of processes and their interactions;
HBRRHAMEERNERRE;
— the competence of persons.

AN RETEEST .

7.5.2 Creating and updating % | fo % %7

When creating and updating documented information, the organization shall ensure appropriate:
T ) An BT AR B, RN HRIE A

a) identification and description (e.g. a title, date, author, or reference number);

FRRAE G AR (flgm: ARRR, EHH#I. fE&. XHHRT%);

b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);

B (Flam: EF . WHERAK. B MEN (Flam: K. BT

¢) review and approval for suitability and adequacy.

HHEAMEUARET R F .

7.5.3 Control of documented information > 1k 13 & # # #

7.5.3.1 Documented information required by the food safety management system and by this document shall be
controlled to ensure:

RIS B % a8 TR R 0 AAT O BT B RN LB R AT 24, DL iR

a) it is available and suitable for use, where and when it is needed;

EREAMTEN, SRRBHFELEN;

b) it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

RE L HMERP (WFIERE. ERATY, S50,

7.5.3 Control of documented information

7.5.3.2 For the control of documented information, the organization shall address the following activities, as applicable:
R B, AR SE e DA T E B R AR B AT IR

a) distribution, access, retrieval and use;

G R REL e RAEA

b) storage and preservation, including preservation of legibility;

7. R, BERFEFEN;

¢) control of changes (e.g. version control);

EReEs (o BRER]D;

d) retention time and disposition. & & f1 4L & o

Documented information of external origin determined by the organization to be necessary for the planning and
operation of the food safety management system shall be identified, as appropriate, and controlled.
EHAHRNERNAZTREZ2EEER TN SCHEAE B EEE L W R A s .

NOTE Access can imply a decision regarding the permission to view the documented information only, or the permission

and authority to view and change the documented information.

e RBERAE R XGRS TRRE, XM ERCHAE LTI RA.



8.1 Operational planning and control

The organization shall plan, implement, control and update the processes needed for the realization of safe products to
meet requirements, and to implement the actions determined in 6.1 by:

BRpFEA T, KX L. EFRMEHRHZERN LG FOLE, HEME 6.1 FTo <o
a) establishing criteria for the processes;

A AR S E

b) implementing control of the processes in accordance with the criteria;

¥ PR A U 52 e 3T AR 42

¢) keeping documented information to the extent necessary to have the confidence to demonstrate that the processes have

been carried out as planned.

REXHHER, EREAIEELLE L ERHAT

The organization shall control planned changes and review the consequences of unintended changes, taking action to
mitigate any adverse effects, as necessary.

BAHRANERRNNER, FTHRETAXENER, LB, XFHEHERD TR,
The organization shall ensure that outsourced processes are controlled.

HHR AR EREER

8.2 F#& F % (PRP(s))

8.2.1 The organization shall establish, implement and maintain PRP(s) to control:

HA N, LA RFFRE T £ (PRP(s)), DABHTF 44

a) the likelihood of introducing contaminants (including food safety hazards) to the product through the work

environment;

TR (BER&EZARE) B TEIFEHNT & RE%;

b) the biological, chemical and physical contamination of products, including cross contamination between them, and;
FramE Y. WEAYERIT R, A& AR X%,

¢) and facilitate the control of contaminants (including food safety hazards) in the products and product processing

environment.

HHTERREB M ITFRG RN (ABREELEE) HEH

8.2.2 The PRP(s) shall: 8] #2 77 % i :

a) be appropriate to the organization and its context with regard to food safety;

HHAF LR R AT AN FEET

b) be appropriate to the size and type of the operation and the nature of the products being manufactured and/or handled;
g ERR, flEf (30 QEWF @ EFAEE

¢) be implemented across the entire production system, either as general programmes or as specific programmes for a
particular product or process; and

TwEGREALZERTRAFGRTE, ARTERLEENE= R R T L0,

d) be approved by the food safety team.

RER B RE/NAWRE

8.2.2 The PRP(s) shall: 8] #2 7 % i :



NOTE PRPs should be established and designed before proceeding to the hazard analysis. However updating of the
PRPs and other parts of the food safety management system may identify the need for changes or improvements to the
PRPs.

PRP M AE#AT A E QAT E LRI, HEH PRP MR G Z2TEAKALCH o0, *IR7 PRP X E AR #tH

Ko

8.2.3 When selecting and/or establishing PRP(s), and in addition to statutory/regulatory requirements, the organization
shall consider:

LB FM (F) BIwRATER, AENFK:

a) applicable Technical Specification of the ISO/TS 22002 - series;

i Jf| ISO/TS 22002 % 7| # AHLTE ;

b) customer requirements;

EPEXR:

¢) applicable codes of practice and guidelines.

& H i AR R .

8.2.4 The organization shall consider, when establishing PRPs, the following:
L X o R, HRNE R

a) construction and lay - out of buildings and associated utilities;

JE S A0 AR K TR e W AT R AR R

b) lay - out of premises, including workspace and employee facilities;
BT = A R TR MEENE) F6 R,

¢) supplies of air, water, energy and other utilities;

BAL AL RRIRAE A EE A A R R B

d) supporting services, including pest control, waste and sewage disposal;

XFERE, BFREER, Rofg KL E;

e) the suitability of equipment and its accessibility for cleaning, maintenance and preventive maintenance;
REWETW, RAFE. RAEFTG LT 097 LA K,

f) supplier approval and assurance process (e.g. raw materials, ingredients, chemicals and packaging);
FEAEEMEMFILEE (R, #A, HE & ERMAA)

g) receiving of incoming materials, storage, transportation and handling of products
AwrypmER., F, 2w awLE;

h) measures for the prevention of cross contamination;

R X 7 S v TR s

1) cleaning and sanitizing;

) EEAEE;

j) personnel hygiene; A 7 T 4 ;

k) product information/consumer awareness;

= i {5 BAE 5 ROR;

1) others as appropriate. b 3& F #9 7 @ .

The organization shall effectively implement and update established PRPs.



28 21 R M 52 i A BT PRP.
Documented information should specify how activities included in the PRP(s) are managed.

XUHHEARWTEREMNE T ETAENE.

8.3 Traceability system

The traceability system shall be able to uniquely identify incoming material from the immediate suppliers and the initial
distribution route of the end product. The organization shall implement, establish and apply the following:

e RGNS IR EEHE TR LT R TR SRR,

B, EHAEHULT:

a) the relation of batch/lot of received materials, intermediate and end products, including rework;

SREA#HK. FEFBRMAFRNXR, BFET;

b) compliance to statutory/regulatory and customer requirements.

HaEREAMBEEK.

Documented information as evidence of the traceability system shall be retained for a defined period (includes as a
minimum shelf - life of the product).

BA—RHENREGEAEHRFIEENXHNEL (BERDEF BRI,

The organization shall verify and test the effectiveness of the traceability system.

CERAY TRl R LN IR R Rl G

NOTE Where appropriate, the verification of the system is expected to include the reconciliation of quantities of end

products with the quantity of ingredients as evidence of effectiveness.

£iE: EhA, Bl AGEEFEARTREILENE T &R EE .

8.4 Emergency preparedness and response

B 408 & A0

8.4.1 General

Top management shall establish, implement and maintain procedures to manage potential emergency situations and
accidents that may have an impact on food safety and which are relevant to the role of the organization in the food chain.
REEBEANEL, THRARERET, WEBRZHRRLANBERLABENEY, ZEFH SHRER B4
FEERAEEE.

8.4.2 Handling of emergencies and accidents % 2 &L fn F # iy 4L B
The organization shall: 4 23 i
a) respond to actual emergency situations and accidents by:
I UL 7 AR A IR R £ R R F A E R

1) complying with statutory/regulatory requirements, where applicable;

ERE, FerfEIER;
2) communicating internally; Xt v A
3) communicating externally (e.g. suppliers, customers, law enforcement, governmental agencies, media);
AEE (o, SRR, BE, $GEIT], BUFALR, 460
b) take action to reduce the consequences of the emergency situation, appropriate to the magnitude of the emergency or

accident and the potential food safety impact;

KB BROEREINNER, ZHEEETERFRAKFRNEEL RN & 22 G,



8.3 Traceability system

8.4.2 Handling of emergencies and accidents

¢) periodically test procedures where practical;

AT R, XA EAT R I

d) review and, where necessary, revise the procedure, in particular, after the occurrence of any accident, emergency
situation or tests.

SERIFEFMEITEF, RAZEER, FREAIMRALLESE;

NOTE 1 Examples of emergency situations that can affect food safety and/or production are natural disasters,
environmental accidents, bioterrorism, workplace accidents, public health emergencies and other accidents like
interruption of essential services such as water, electricity or refrigeration supply.

HEL: TURHRRZLMIEFNERBAREARE. NEFR, WA, TEFHFR. AT ES
frfn e ER, MECLERSE PHT, BT BTSSR HA T,

AFRENRALHAEESNMELRLENES, WHEREEQFTN TS E. 731 EALFKWEREN, ART &
AREME T RIARBHERLY R, Bk, REMEFILELEN AN EZEN . MRFRE.
REMEHZ LA EIER.

8.5.1 Food safety team £ i % 2 /N
The food safety team shall ensure that all preliminary information needed for hazard analysis is collected, updated and
maintained as documented information. This shall include but not be limited to:
RN ARKE, EHRMRFAESNATFHNLHERERL, AWEAXHEALER. XEEREEETR
T:
a) the organization’s products, processes, equipment; and
HPW = m, T8, k&,
b) food safety hazards within the scope of the food safety management system.

RRZeEBRAREANRERZLRE.

8.5.2 Characteristics of raw materials, ingredients and product contact materials
The organization shall ensure that all applicable statutory/regulatory food safety requirements are identified for all raw
materials, ingredients and product contact materials.
HHRHRRAEGREM, BREF BRI XEAR R T2 BEENNEX.
The organization shall maintain documented information concerning all raw materials, ingredients and product contact
materials to the extent needed to conduct the hazard analysis (see 8.5.6), including the following, as appropriate:
HANRGFTARS, B R BERAARAXHNER, REREENZRAEENNAFE (N85.6)). &
R, BFUTH7E:
a) biological, chemical and physical characteristics, including known allergens;
Y. FfYE RS, @8 TR,
b) composition of formulated ingredients, including additives and processing aids;
B ) 458 R B 4L A, L HE VA A R A e T B
¢) source, origin or provenance, as applicable (see the note);

IR, RIRH AL, FAR (LEE);



d) method of production;

PRI

e) packaging and delivery methods;

R TR

f) storage conditions and shelf life;

o 77 R A R U

g) preparation and/or handling before use or processing;

B B R TAL

h) food safety - related acceptance criteria or specifications of purchased materials and ingredients appropriate to their
intended use.

XM MEH TR EEETNE XR ST ESENRMATE.

NOTE When the organization determine origin, it should consider the place of provenance and source (e.g. animal origin,
plant origin).

HE: BALHRERE, NEREREMEAWMLE (Flaw, sH9RIE, ok IFD

8.5.3 Characteristics of end products
K7 iR
The organization shall ensure that all applicable statutory/regulatory food safety requirements are identified for all the
end products intended to be produced.
BHRHRRANEGTIEF WL R ANEANE L LEREANEK,
The characteristics of end products shall be described in documents to the extent needed to conduct the hazard analysis
(see 8.5.6), including information on the following, as appropriate:
BENRELAFBREXHUER, RFBREENZHAEIANAE (JL85.6)). EAM, GHEUTTE:
a) product name or similar identification;
F= i % R B 2R AT IR
b) composition;
A5
¢) biological, chemical and physical characteristics relevant for food safety;
ERaReF RO FE. MM ERME,; (
d) intended shelf life and storage conditions;
TR o £ 558 An U A7 4
e) packaging;
GBS
f) labelling relating to food safety and/or instructions for handling, preparation and usage;
5afmZacfXmiRfm (30 AE, SEREANRAS;
g) method(s) of distribution.
ST o

8.5.4 Intended use
The intended use, the reasonably expected handling of the end product, and any unintended but reasonably expected
mishandling and misuse of the end product shall be considered and shall be described in documented information to the

extent needed to conduct the hazard analysis (see 8.5.6).

B R s T s fn & B BUAE, URFTUET Ex EWERAEMRA, FRFEEXHLEER



Bk, H¥BBEEAZHREELNAF (856 ).

Where appropriate, groups of consumers/users shall be identified for each product, and consumer groups/users known to
be especially vulnerable to specific food safety hazards shall be assessed.

BRI, MRAGEHT R EHRMERRER; FUFRAFERRLLAENTRERFIE.

8.5.5 Flow diagrams and description of processes i 12 & #1 3$ 12 1 A

8.5.5.1 Preparation of the flow diagrams i 12 & #77/ &

The food safety team shall establish, maintain and update flow diagrams as documented information for the product
categories and all processes.

RomEe/MNINREY, REMEFRXHMERTRANAAEF @Rt BRER.

The flow diagrams shall be used when conducting the hazard analysis as a basis for evaluating the possible occurrence,
increase or introduction of food safety hazards.

MERENATFNERZLEET A, HmETINE LR,

Flow diagrams shall be clear, accurate and sufficiently detailed to the extent needed to conduct the hazard analysis. Flow
diagrams shall, as appropriate, include the following:

MERMER ., EEMEHER, EAFRBENTEAEESNTE o L, RERNLTE:

a) the sequence and interaction of all steps in the operation;

BUETHALSROIUFAMEELXR;

b) any outsourced processes and subcontracted work;

BTN ey A2 A - TAE;

¢) where raw materials, ingredients, processing aids, packaging materials and intermediate products enter the flow;

FORE. BRI B BN R

d) the description of process parameters; T2 £ # H#i4 ;

e) where reworking and recycling take place; & T & fn{E 3 & ;

f) where end products, intermediate products, by - products and waste are released or removed. % =&, W [8] 7 & f0

Bl 77 o AT . BRI B HE R

8.5.5.2 On-site confirmation of flow diagrams it 1% & # I 37 i 52
The food safety team shall confirm on - site the accuracy of the flow diagrams, update where appropriate and retain as

documented information.

B Za/NANI I LR EE N ERE, &Y EHENXHAEERTRY

8.5.5.3 Description of processes and environment SFEFEAERRIA

The food safety team shall describe, to the extent needed to conduct the hazards analysis, and update:
BmTe/NANEAIE , HFBEE AL ESAE .

a) layout of premises including food and non-food handling areas, processing equipment and contact
materials, processing aids and flow of materials;

T ¥FEE  fFEmEHFEmINIR , IRiREfEmarst , INTEFFR |

b) the existing PRPs, process parameters, control measures if any and/or the strictness with which they

are applied, or procedures the may influence food safety;

IR PRP | 912244, =HlfEle (J15RE ) M (5) BIINAN™EEE  ETLUFNRARENER |



c) the external requirements (e.g. from regulatory authorities or customers) that may impact the
choice and the strictness of the control measures.

HMERROZESK (fUan , SREEMERI IS ) |, EAsERnE=Hl eIt S iE R,

The variations resulting from expected seasonal changes or shift patterns shall be included as

appropriate.

EART , NME SRR ET R RN SERIZE(L.
The descriptions shall be updated as appropriate.
ERT , NEHTEIA,

8.5.6.1 General

The food safety team shall conduct a hazard analysis, based on the preliminary information (see
8.5.2-8.5.5), to determine which hazards need to be controlled. The degree of control shall ensure food
safety. Where appropriate a combination of control measures shall be used.

BEmTRE/MNMANETEER (see 8.5.2-8.5.5 ) HTEEDTT , MERLEEREH , LURAHRERLZER
EHER. NEREBEREHEREAS.

8.5.6.2 Hazard identification and determination of acceptable levels fBEIRBIFIFHERTEZKFE

8.5.6.2.1 The organization shall identify and document all food safety hazards that are reasonably

expected to occur in relation to the type of product, type of process and actual processing facilities.
BRNVIRFIFCREFmER. FEXANSEREFREEXNTE G ETHIAE N EnT LR E.
The identification shall be based on: XFHRBINEFLATA® :

a) the preliminary information and data collected according to 8.5.2 to 8.5.5;

#R4E to 8.5.2 | 8.5.57.3 NEEAITREREEFNEUE ;

b) experience; 2L

¢) external information including, to the extent possible, epidemiological and other historical data;
HNERERE. , REJReEER TR At h e 40 |

d) information from the food chain on food safety hazards that may be of relevance for the safety of

the end products, intermediate products and the food at consumption; and
KRERmMET TS~ M. PETAIEEERIILZEAXINRRETERERER
e) statutory/regulatory or customer requirements.

ISREMIZERER,

NOTE 1 Experience can include staff and external experts who are familiar with the product and/or

processes in other facilities.

ZRWEERRTHARC T MR T 2T #.



NOTE 2 Statutory/regulatory requirements can include food safety objectives (FSOs). The Codex
Alimentarius Commission defines FSOs as "The maximum frequency and/or concentration of a hazard
in a food at the time of consumption that provides or contributes to the appropriate level of
protection (ALOP).

8.5.6.2.2 The organization shall identify the step(s) (from raw materials, processing and distribution) at

which each food safety hazard can be present, introduced, increase or persist.
MEEN AN ERRERE U, SINSIRMEMHE.
When identifying hazards, the organization shall consider:
ERBIBER , BLARNER :
a) the steps preceding and following in the process; INTHIBIEESE ;
b) the processequipment, utilities/services, process environment and personnel;
TR, RE/ARSS. MIAEMAR ;
¢) the stages preceding and following in the food chain.
ERmEFIIRIEMER.

8.5.6.2.3 The organization shall determine the acceptable level in the end product of each food safety
hazard identified.

BANBERmTRERTECENTEZKE,

When determining acceptable levels, the organization shall consider:
ek R |, HRANES

a) statutory/regulatory and customer requirements;

IR ENERMEEK

b) intended use of end products; &= FRRITREE IR

c) any other relevant information. Efi#EXER

The organization shall maintain documented information concerning the determination of acceptable

levels and the justification for the acceptable levels.

BRN R BB HAERY RIS U S BRI KRR,

8.5.6.3 Hazard assessment fgEifG

The organization shall conduct for each identified food safety hazard, a hazard assessment to
determine, whether its prevention, elimination or reduction to acceptable levels is essential, and

whether its control measure(s) is needed to achieve the defined acceptable levels.

BANEERINERREREHTEETE LIHEHREEIEECERETRRKIEEGRETRER
TR LR ESFEEHIEELIAEIMEN TR KE,



The organization shall evaluate each food safety hazard with regard to the likelihood of its occurrence
and the possible severity of its adverse health effects. The organization shall identify any significant
food safety hazards (3.40).

PARANVRERMREEEENA A RERERIVTEENLERERT6EYE  IEMEnT e THTITN. BRN
B EERRMEEREE(3.40).

The methodology used shall be described, and the result of the food safety hazard assessment shall be

maintained as documented information.

RIEIARTRANGE , BRRERETHNM GRS RINLRE.

8.5.6.4 Selection and categorization of control measures 1Z=HIFEHEAEIRIND 2

8.5.6.4.1 Based on the hazard assessment, the organisation shall select an appropriate control measure
or combination of control measures that will be capable of preventing, eliminating or reducing the

identified significant food safety hazards to defined acceptable levels.

HEFBETY , BRMNEREENEFEEEEtERas |, L. BREED R RLEREENENATES
K¥E,

K

The organization shall categorize the selected identified control measures to be managed as OPRPs or
CCPs.

BRNII IS ERERREHTAE | IREHEEFT BB IRFIERIRI % HACCP IR TEE

The categorization of the control measures shall be carried out using a systematic approach that

includes assessment of the feasibility of all the following:

RI{ERR G A EHBEH TR | HEE NEA TS

a) establishing measurable critical limits and/or measurable/observable action criteria;
37 A ERY K PR(EFNEL AT &/ MRAV T oA |
b) monitoring to detect any failure to meet critical limit and/or measurable/observable action criteria;

AT ABIAT & R R IREFNE T 2/ MR TaIER TR ;

c) applying timely corrections in case of such failure.

—BEARFE R AR E,

8.5.6.4.2 In addition, for each control measure, the systematic approach shall include an assessment of
the following:

o WTFEMEHIRBIE | RETANESELU TS -

a) its effect on identified significant food safety hazards;

TRV EZRMEEREATHR ;



b) its place in relation to other control measures;

EXSTFHtEESIENE | ZESIERIAE

c) the likelihood of failure of its functioning or significant processing variability;
EhlEiEIIRe R E T 2R E R ETIAIRTREME

d) the severity of the consequence in the case of failure of its functioning;
EHEEThRE R RAVENY |

e) whether it is specifically established and applied to eliminate or significantly reduce the level of

hazards;

EHIEERS B  FRTHRNEEFREEKE

f) whether it is a single measure or is part of combination of control measures, i.e. if there is interaction
in this combination that creates synergistic effects being higher than the sum of their individual
effects.

EHIEER D R IE SR HIE R E SR —RBD (FIA0 , BErERIBEESHEEIER | FEmERIAL ) .

The decision making process and results of the categorization shall be maintained as documented

information.

TURTERNIFEFN D SRAVERMIRFF IHLRIE R,

External requirements (e.g. statutory/regulatory and customer requirements) that may impact the

choice and the strictness of the control measures shall also be maintained as documented information.

X FEHIRIE R E SRR AR NRIINBER (FIaD | IFEENMBEEX ) A FAMHUERINLARE.

NOTE The wording ‘critical limit" here does not in itself direct the assessment to be determined as a
CCP.

BT EE "KERET XEAREE CEEERBIHMLEEA CCP.

When monitoring procedures are based on subjective data, e.g. visual inspection of products and/or
processes, they shall be supported by instructions or specifications and/or education and training for

persons with responsibility for the monitoring activities.

SREREFETENER 180 eI ZRRERE  ANERARREENARESH. e (5)
HERIEIBISHE.

8.5.7 Validation of control measure(s) and combinations of control measures & #EEFI=EIEBESH

A

Prior to implementation of control measures to be included in the hazard control plan and after any
change therein (see 7.4.2, 10.2, 10.3), the organization shall validate that:

it EiE R E S BAvESIEIE Z R IR E S (see 7.4.2, 10.2, 10.3), HLARHHIA



a) the selected control measures are capable of achieving the intended control of the food safety
hazard(s) for which they are designated, and

PR HIEIERE AR NIRRT 2 E LTS . 0

b) the control measures are effective and capable of, in combination, ensuring control of the identified

food safety hazard(s) to obtain end products that meet the defined acceptable levels.

EHIENEAD (B ) AEGHEN , EHREN CHENRRZRERE | HXERENEJEZKTFHIL

When the result of the validation shows that the above cannot be confirmed, the organization shall

modify and re-assess the control measure and/or combinations of control measure.

SHINERERPAERE DAERAT , MXIEHIEEN (2 ) RASHTIESFIEFTN.

The organization shall retain the validation methodology and evidence of capability of the control

measures to achieve the intended results as documented information.

BRN IR BRI A B S TEREBEIA R ITHAE RATSLHLAE R

NOTE Examples of modifications can include:
IERIBIFEHE

- change(s) in the control measure(s) (i.e. process parameters, strictness and/or their combination);
and/or

ERIFRIERE (N, £S48 MEEM (5) HEAS) M (8)

- change(s) in the raw materials, technologies, end product characteristics, methods of distribution

and/or intended use of the end product.

JREL EFRAR, RS, oL BFrRIEIAEREE.

8.5.8.1 General

The organization shall establish, implement and maintain a hazard control plan where control
measures is identified as OPRPs or as CCPs (see 8.5.6.4).

(REARTERST . SCHEFNZEIPYES OPRP = CCP 9B E=Hlitkl(see 8.5.6.4),

The hazard control plan shall be maintained as documented information and shall include the
following information for each identified CCP or OPRP:

EEEHTRINAF AN AHUERIILMRE , FESEA CCP 1 OPRP MEELIMER

a) food safety hazard(s) to be controlled at the CCP or by the OPRP;
CCP 8 OPRP ZH B METLER’E ;

b) control measure(s); &L ;



c) critical limit(s) for CCP or action criteria for OPRP;

CCPR X #EPR{EEL OPRP RTEIRAE ;

d) monitoring procedure(s);

R

e) corrections and corrective action(s) to be taken if limits or criteria are not met;
ANRPREFTNVERREITAIM EFDL EHETE ;

f) responsibilities and authorities;

BRSSAIIR

g) records of monitoring.

BEICR.

8.5.8.2 Determination of critical limits and action criteria XEER(EFIITIIR{ERNEE

In order to allow monitoring, critical limits for CCPs and action criteria for OPRPs shall be specified. The

rationale for their determination shall be maintained as documented information.
ATAELASE , MAE CCP RYKERR(EFN OPRP RYITatRE, HEifERIEBNIFAS LRSS INLARE.
Critical limits at CCPs shall be measurable.
CCP HIXBEPRMERN AT LANERY,
Action criteria at OPRPs shall be measurable or observable.

OPRP BT st AER P LA E BB ER AT,

Conformance with critical limits shall assure that the acceptable level of the food safety hazard is not
exceeded.

FEXBERENHRRAZECENTRZKFEFZBL.

Conformance with action criteria shall contribute to the assurance that the acceptable level of the food

safety hazards is not exceeded.

FETMNENBESRERmET LR ENTEZKFEASEL.

8.5.8.3 Monitoring systems for CCPs and OPRPs
CCP 0 OPR Y558 %:

For a CCP, a monitoring system shall be established for each control measure (s) to detect any failure
to meet critical limits. The system shall include all scheduled measurements relative to the critical

limit(s).



3T CCP , NMEMV B M=HIBIERIEERSE | IUKIMEARNAEHREREIRME. RAENBRSXERETRN
FrERILTXRYFEHE.

For each OPRP, a monitoring system shall be established for each control measure or combination of

control measure(s) to demonstrate that action criteria are met.
S3F OPRP, RS MEFlEiesiztiigitESiGRR S , LALBEEFS1TaRERN.

The monitoring system, for each CCP and OPRP, shall consist of documented information including
procedures, instructions and records and shall include but is not limited to:

/> CCP 71 OPRP {infZFA R , NHBENHUERIER. IESPBMICR , ANSEERRT
a) measurements or observations that provide results within an adequate time frame;
EEERIREMEZR RIS RATNE LR |

b) monitoring methods or devices used;

{EFRROLS TS AR |

c) applicable calibration methods or, for OPRPs, equivalent methods for verification of reliable

measurements or observations;

) ERRIRERE , XIF OPRP , aISATUESFINNIENSEBTE ;
d) monitoring frequency; YafS5RER ;

e) monitoring results; ¥igER ;

f) responsibility and authority related to monitoring and evaluation of monitoring results. S E#FTF

MRS ESRAE KAVBRSS AR

For CCPs, the monitoring method and frequency shall be capable of timely detection of any failure to

meet critical limits, to prevent product use or consumption.
XJF CCP , Ia¥=75 EFUR N RE M B it R IR R EIRME |, LABLLE =AY EFAiHZE,

For OPRPs, the monitoring method and frequency shall be proportionate to the likelihood of failure

and the severity of consequences.
X3F OPRP faf=75i AR N SR G RAV™ BRI AT e R ILES.

When monitoring of OPRPs is based on subjective data from observations, it shall be supported by
instructions or specifications and/or education and training for person with responsibility for the
monitoring activities.

2 OPRP Hin=RETMRIEMSERS , NEESHHIEMN (8 ) AERREENARRIBENIE)IRYSE.

8.5.8.4 Actions when critical limits or action criteria are not met X REMTEIREARTSHIOLIE



The organization shall specify in the hazard control plan the corrections and corrective actions to be
taken when critical limits or action criteria are not met. The actions shall ensure that:

PN B ERHIT L P IE R EIREF N TR ER = BT Fr R E RIS RV IEF DM IE EHE.  XLLITEIRRCR ¢
a) the cause of nonconformity is identified;

ERFFEHNRE

b) the parameter(s) controlled at the CCP or OPRP is brought back within the critical limits or action
criteria; and,

CCP 8¢ OPRP $=HIRS#EH R X ERESATaMRER |, 70 ;
C) recurrence is prevented.

PLERRRA,

The organization shall take corrections in accordance with 8.9.1.
HARNIZAR 8.9.1 SKENVYIEETE.
Documented information shall be established and maintained for corrections and corrective actions.

2 IEFNZH IEFSTERIRIS U S B RER M AN R EE

8.5.8.5 Implementation of the hazard control plan fEE#&=HIiTXIAYSLHE

The hazard control plan shall be implemented, maintained and updated and relevant evidence
retained as documented information.

fEEEHITINSERE. REBFIEST , FBXAVILENAF/ S LS RINLARE.

7.6.5 Actions when monitoring results exceed
critical limits A5 SRR H K PRIERT REXNAIETE

RzfE HACCP 1Al EX s PREE AT AR EXAI SR RO IEF DAY IEFEHE. X EAEIEN FRREAAFTERIRE |
EREEH RIEEIRS SR , ARBIERXAE (7.10.2)

Planned corrections and corrective actions to be taken when critical limits are exceeded shall be
specified in the HACCP plan. The actions shall ensure that the cause of nonconformity is identified,
that the parameter(s) controlled at the CCP is (are) brought back under control, and that recurrence is
prevented (see 7.10.2).

R SIAMRIFZ RS RIRER, | LIESEREATE M . BIRTNEHERT (17.103).

Documented procedures shall be established and maintained for the appropriate handling of
potentially unsafe products to ensure that they are not released until they have been evaluated (see
7.10.3).



8.6 Updating of preliminary information and documents specifying the PRP and hazard control plan

Following the establishment and hazard control plan, the organization shall update the following

information, if necessary:

HIE OPRP i%I#0 ( &k ) HACCP it¥liE , &R , BLRANEFHNTER

a) characteristics of raw materials, ingredients and product-contact materials;
[REL, RS AR

b) characteristics of end products; 2= 45 ;

¢) intended use; FIHAFIR

d) flow diagrams and descriptions of processes and process environment.
EE. SRS TEIMERA

When required, the hazard control and/or the PRP(s) shall be updated.

FER , NAIEEESIT A PRP B3

8.7 Control of monitoring and measuring

The organization shall provide evidence that the specified monitoring and measuring methods and
equipment in use is adequate for the monitoring and measuring activities related to the PRP(s) and the

hazard control plan.

PN REERERBR B EMATNETSEURIZE |, X T PRP MBS IR SN & ENEEER.
The measuring equipment and methods used shall be:

AT PRV IR S F 073 ANL -

a) calibrated or verified at specified intervals prior to use,
{ERRILAME AR BB PR /R IRIE

b) adjusted or re-adjusted as necessary;H{TIEEE SN ERTEIEE ;

c) identified to enable the calibration status to be determined;

BEIRA , LIREERERTE ;

d) safeguarded from adjustments that would invalidate the measurement results; and
BrLERTREEN ELERATHIEEE |, #1

e) protected from damage and deterioration

B LEHRIAFNIRRA,



The results of calibration and verification shall be retained as documented information. All equipment
shall be calibrated using standards traceable to international or national measurement standards;
where no such standards exist, the basis used for calibration or verification shall be recorded.

ROEFNIGIEEE RN A AT CRYEBIILARER .. AT IRE N ERFIEHEIEFERNETNEH TRIE. 5
AFE EIAMRER | fRESIIERIRIEN INLALRES.

The organization shall assess and record the validity of the previous measurement results when the
equipment or process is found not to conform to requirements. The organization shall take
appropriate action on the equipment and any product affected.

SERMREFHIEATEEKRE  BANITHEIHERLMENEERIIEE. BRNIHZREIARAHAZ AT
FESREUE S RIEHE.

Software used in the monitoring and measurement within the food safety management system shall
be validated by the organization, software supplier, or third party prior to use. Documented
information on validation activities shall be maintained by the organization and the software shall be

updated in a timely manner.

S ENRGERTREEXRAEIATNER |, N AERETUARIRIIEE , BFANTEYLRERRBHT , HF
B FBHEIA

Whenever there are any changes, including software configuration/modifications to commercial
off-the-shelf software they shall be authorized, documented and validated before implementation.

NOTE Commercial off-the-shelf software in general use within its designed application range can be
considered to be sufficiently validated.

8.8 Verification related to PRPs, OPRP plan and HACCP plan
8.8.1 Verification planning

The organization shall establish, implement and maintain a verification planning that defines the
purpose, methods, frequencies and responsibilities for the verification activities.

BN, SEHEFIRIFIRUERISRY] , EE TIIEEHRIBM. 7375, SURFIERER.
The verification activities shall confirm that:3&iEENRAESE

a) the PRP(s) are implemented and effective; PRP BsLiEEEX ;

b) input to the hazard analysis is continually updated;

fEEDHTHPMNFFELEH ;

c) the hazard control plan implemented is and effective;
fEEEHITHETEEE ;

d) hazard levels are within identified acceptable levels; and



EEKFERERNTIEZKFEZA ;

8.8.1 Verification planning
e) other actions determined by the organization are implemented and effective.
BRRENHEHERSLISTEE SR,

Verification results shall be retained as documented information and shall be communicated to the

food safety team.
WIFERMAEAFBSHC R ERILMRE | BN SRRTE/INALE,

Where verification is based on testing of end product samples, and where such test samples show
nonconformity with the acceptable level of the food safety hazard, the affected lots/batches of
product shall be handled as potentially unsafe.

SIERETE~mAvHE . BiERNERNHERMTECENTRZKTN | 2R/ SH~m
ENBEEARET M T E.

8.8.2 Analysis of results of verification activities

The food safety team shall systematically evaluate the individual results of verification plan including
internal and external audits. Where verification does not demonstrate conformity with the planned
arrangements, the organization shall take action to achieve the required conformity.

BmE e/ NANRGTN TRIISERIENMER. SIS ERYIAILHRT |, ALRANSREFEMEIAZIM
RIS,

The analysis of the results of verification shall be an input of the verification of the food safety

management system (see 9).

WIFERNSTNAEA BmET 2 ERARRIERIHEIN (see 9)

8.9.1 Corrections

The organization shall ensure that when critical limits for CCP(s) and/or action criteria for OPRPs are

not met the products affected are identified and controlled with regard to their use and release.

BRNHHRS CCP RIXHEIR(EFNEL OPRP BYTHIBRERFER , iRIEFmAVAIRMIRITEXR , 2RI~ 5m 15
2 IRBIFOAOEH,

The organization shall establish, maintain and update documented information that includes:
BRNES, RIEFIEFAERIER , 855 ¢

a) method of identification, assessment, correction and corrective action for affected end products to

ensure their proper handling; and

ZMLEF@ANRA. E. HIENUIERE , LISRNEIERIGE ;



b) arrangements for review of the corrections carried out.
ATSEEAI IETF R IZHE.

Products manufactured under conditions where critical limits are not met shall be identified and
handled as potentially unsafe products.

R EE M FEF R R EERBIFHE AR ER R 2 BT E.

8.9.1.1 Where an action criteria for an OPRP is not met, the following shall be carried out:
= OPRP RYTRIPRIERHERT , LATEFIMNHAT

a) determination of the cause(s) of failure;

HERMRA ;

b) determination of consequences of that failure with respect to food safety;
HESEmEEBRIIRNER |

¢) evaluation of potentially unsafe products.

ITHMEBEEAR S m

The results of the evaluation shall be retained as documented information.

TEERNAEN SIS E T LAREE.

8.9.1.2 Documented information shall be retained to describe corrections taken on nonconforming

products including:
MHUERRNRE | AN AR e mRIAREE , 8iF
a) the nature of the nonconformity;
AFEHIMER ;
b) the cause(s) of the nonconformity;
AFERIRE ;
c) the consequences as a result of the nonconformity; and
FMIEHIER |
d) the traceability information related to the lots/batches of nonconforming products.

SRFEF Rt ST XAERER.

8.9.2 Corrective actions



The organization shall make sure that data derived from the monitoring of OPRPs and CCPs are
evaluated by designated personnel with sufficient competencies and the authority to initiate

corrective actions.

1B ks OPRP #1 CCP 3X15AYEE . MABEAREIRIEE AR TIHE  ARBSZRBIANRTISUR | LIS
S IEFETE,

The need for corrective actions shall be evaluated when critical limits for CCP(s) and/or action criteria

for OPRPs are not met.

= CCP pYXEPR(E #EHEL OPRP RTHIBRIERNHERIET | NI hRE T ERIM S,

The organization shall establish and maintain documented information that specify appropriate
actions to identify and eliminate the cause of detected nonconformities, to prevent recurrence, and to

bring the process back into control after a nonconformity is identified.

BANESTARENHURIER | UMEEERIEIELIRBIFIEMRERMIIAFENERE | HLEEBRRE 7
EAFERER | EENASREREET,

These actions shall include:iXEEHEHERIIE

a) reviewing nonconformities (including customer complaints /regulatory inspection report)
IFHARS (BEMERFITRERS ) |

b) reviewing trends in monitoring results that may indicate development towards loss of control;

TP ISR AT REF IR R RATEESS

c) determining the cause(s) of nonconformities; S EATTSHIRRA ;

d) evaluating the need for action to ensure that nonconformities do not recur;
TN REGEBIENTER , BRI RTEARAERE:

e) determining and implementing the actions needed;

HEASCHERTERIFEIE |

f) recording the results of corrective actions taken; and

ICRFTREMU IEETERISER |

g) reviewing corrective actions taken to ensure that they are effective;
IPEIREVROLH AN , LIBEEB

Records of all corrective actions shall be retained as documented information.

EEPU ERBICRAMAFA XU ER FEU T LGREE.

8.9.3 Handling of potentially unsafe products



BEALZEFmAE
8.9.3.1 General =M

The organization shall take action(s) to prevent the nonconforming products from entering the food

chain unless it is possible to ensure that:

BRNREGEFES LA S miA A R miE , FRIFEIREIHIR

a) the food safety hazard(s) of concern are reduced to the defined acceptable levels;
BEXRNEREECERENEITEZKE

b) the food safety hazard(s) of concern will be reduced to identified acceptable levels prior to entering
into the food chain; or

BRI RZECECENRMIERISFEERERNIERIKT ;

¢) the product still meets the defined acceptable level(s) of the food safety hazard(s) of concern
despite the nonconformity.

REARHE , B mlEREMElBX RRR e ENIEZKE.

8.9.3.1 General

Products that have been classified as potentially unsafe shall be held under control of the organization
until they have been evaluated.

ENBEAR SR RS Z AL TR,

If products that have left the control of the organization are subsequently determined to be unsafe,

the organization shall notify relevant interested parties and initiate a withdrawal/recall.
SrrmOBEERRES | ARMBEENTZEN  BRNERNEXT , FEaMEE.

The controls and related responses from relevant interested parties and authorization for dealing with
potentially unsafe products shall be retained as documented information.

RERXHRHEFEIFIEL , RSB BEAZ S MmN R E SRR S AV E EN0LARES .
8.9.3.2 Evaluation for release F{TEFN

Following evaluation, products affected by failure to meet critical limits for CCPs shall not be released
but be dispositioned (see 8.9.3.3).

RIEN | A5 CCP XBEFRMERT RN ABERYT , BRIHITAME.

Following evaluation, products affected by failure to meet action criteria for OPRPs shall only be

released as safe when any of the following conditions apply:
WRIETRT | 755 OPRP 1TaIPRIERYm RBMNABLU TSR A 88T

a) evidence other than the monitoring system demonstrates that the control measures have been
effective;



PRI RS MYE RIS ERY

b) evidence shows that the combined effect of the control measures for that particular product

complies with the performance intended (i.e. identified acceptable levels);
8.9.3.2 Evaluation for release H{THIEMN
UHERRR | SRS Er - mAvEHIEERV A S FRAT S THASE (FIa0 | HERIRTERKE )

¢) the results of sampling, analysis and/or other verification activities demonstrate that the affected
lot/batch of products complies with the identified acceptable levels for the food safety hazard(s)

concerned.

i, ST (2 ) HEWEENNSRETEMIIR HS0- R anE0aXaR e BEMATEEX

Records of results of evaluation for release of products shall be retained as documented information.

BT S RANC R F A U S BIILAGRE.

8.9.3.3 Disposition of nonconforming products ~&1&RANMLE
Products that are not acceptable for release shall either be:
FEERUTRIF RN N2 —H TR

a) reprocessed or further processed within or outside the organization to ensure that the food safety
hazard is eliminated or reduced to acceptable levels;

FERREBHRERINEFNIEH—ZINL , URRERRECEEEEREEEIEZKY ;
b) redirected for other use as far as food safety in the food chain is not affected;
REQR#HTHNERTEAZIN , INEEERE

c) destroyed and/or disposed as waste $558F0 ( 5% ) IZEYINLIE,

Records of disposition of nonconforming product including designated approving authority shall be

retained as documented information.

AMFETRIERICR | BIEEERESIR | RAFATRSUH RIS EINLAREE.

8.9.4 Withdrawal #{[m]

The organization shall be able to ensure the complete and timely withdrawal of lots/batches of end

products that have been identified as potentially unsafe by.
BANEEBHRRTTE. RERIEIEHRRBIABEAZT SRR/ SHIZ R , BT :
a) appointing personnel(s) having the authority to initiate and carry out the withdrawal, and

BF ARSEIEEFIFITRIERIAER ; #0

b) establishing and maintaining documented information for:



ENFNREEZRCSUHLRYER , AT

1) notifying to relevant interested parties (e.g. statutory/regulatory authorities, customers and/or
consumers);

BISAEXRTT (90 : ILEFIHVESRI]). = (8L ) iHEE )

2) handling withdrawn products as well as affected lots/batches of the products still in stock; and
SEEREF RN EFRZEMRHUR /A S TR

3) carrying out the sequence of actions to be taken.

AR SEhE R A A b

Withdrawn/recalled products and end products still in stock shall be secured or held under control of
the organization until they are managed in accordance with 8.9.3.3:

B/ B E e el R RN ARSI TH TR | E2i%MR 8.9.3.3 EXRHITE

The cause, extent and result of a withdrawal shall be retained as documented information and

reported to the top management as input for the management review.
RENRRE. SEEFIERNEATBSUHERERILURE | (FAEETRNBAZ —O&ESEEELR.

The organization shall verify the implementation and effectiveness of withdrawals through the use of
appropriate techniques (e.g. mock withdrawal or practice withdrawal) and retain documented
information.

ELRARNBE N RIEERA (AHEIUREIESERME ) IIHREAISSERERE | FHREXHERNESE.

9.1 Monitoring, measurement, analysis and evaluation ¥, W&, SHFFIEMN
9.1.1 General 20

The organization shall determine:#B43 N fsE

a) what needs to be monitored and measured;

SFATUERIRIR

b) the methods for monitoring, measurement, analysis and evaluation, as applicable, to ensure valid
results;

SR, . WE. DFFFENTSE  BRENE

¢) when the monitoring and measuring shall be performed;

SChtE S AR EAVRTAN -

d) when the results from monitoring and measurement shall be analysed and evaluated.
AT B AUFD I 2 5 SR AYRTHL,

e) who shall analyse and evaluate the results from monitoring and measurements.



IERED AN AT ELER.
The organization shall retain appropriate documented information as evidence of the results.
HANREBESRFASUHERIER | (FASERIIEHE,

The organization shall evaluate the food safety performance and the effectiveness of the food safety

management system.

BARANHERMZ 2SI RmE EEERRIIEIL.

9.1.2 Analysis and evaluation of the food safety management system

R BB RS HTER

The organization shall analyse the results of performance evaluation including the results of
verification activities related to PRPs and the hazard control plan (see 8.8), the internal audits (see 9.2)
and external audits.

PLNDITEBEHNAIER | 8355 PRP. BEEHERE. AEMIIMEEXIEIEENEER.
The analysis shall be carried out in order to R4 TH5HTLASTHR:

a) confirm that the overall performance of the system meets the planned arrangements and the food
safety management system requirements established by the organization,

IESHARRIBINE TRERVNTHNAEREY SRR EERRNEX ;

b) identify the need for updating or improving the food safety management system,

RBI S MR EERRRSUARSERNEX ;

¢) identify trends which indicate a higher incidence of potentially unsafe products or process failures,
RBFRNEER AR ST MBI REREXEAIES |

d) establish information for planning of the internal audit programme related to the status and

importance of areas to be audited, and

WEER  BTFRUSZHEZKERNSMEETE XNNEREIZEIZTE |

) to provide evidence that any corrections and corrective actions that have been taken are effective.
HRALIEEIERE B R EVAH IEFNZH IEFEERYA 2.

The results of the analysis and the resulting activities shall be retained as documented information and
shall be reported to top management and used as input to the management review (see 9.3) and the

updating of the food safety management system (see 4.4).

DITRIERAIBIL = EREMMAEAE R ERTIURE  HARASRSEEERS  (FAEETHIERE
ES=BE R TYA

9.2 Internal audit



9.2.1 The organization shall conduct internal audits at planned intervals to provide information on
whether the food safety management system:

BARHERRRIAE EEPRHITANFEZ , LREEXERZLEBRRENEE 268
a) conforms to: 4 :
1) the organization’ s own requirements for its food safety management system;
HRESHRRREEERRRNEX ;
2) the requirements of this document;
RIRERIEK.
b) is effectively implemented and maintained.
1SR BRUCREFNREE,
9.2.2 The organization shall:
RIARY

a) plan, establish, implement and maintain an audit programme (s) including the frequency, methods,
responsibilities, planning requirements and reporting, which shall take into consideration the
importance of the processes and food safety controls concerned, changes impacting the organization
and food safety management system, and the results of previous audits;

EIERSENEEHIRRTEEHXNER MELIRRZEEBARTEZMAVZEMMLMERIREZER R,
HIE, SEHMGRIF— I EZAE , FRAEEEIUA. 73iA. BRE. RUMERRS

b) define the frequency of the audit program based on the status and importance of the area to be
audited;

RIEI R XISRIRRMERY | ERZITZIBR ;
¢) define the audit criteria and scope for each audit;
MEBREFRNFHIZENFLEE |

d) select competent auditors and conduct audits to ensure objectivity and the impartiality of the audit

process;
B NNERERRIEITHRZ , FRREZIENZMMAEY |

e) ensure that the results of the audits are reported to relevant management;
IRABRAVEIRER BRIGHEZERIRS |

f) retain documented information as evidence of the implementation of the audit programme and the

audit results;
TRERVE S BT SR LA BRIZEE SRAGIEIRAISUHME(E R
g) take necessary correction and corrective action within agreed timelines;

DA — YR A REU ZERRILH IEFNH IEFETE



h) shall ensure that the food safety management system is audited at a defined interval.
WHRERTEEEARR TN RS BIEMRHT 7 8K ;

i) determine if the food safety management system meets the intent of the food safety policy (see 5.2),

and food safety objectives (see 6.2).
HERARRREEEBRRRERRZELHINEENEn%TEEF .

NOTE 1 It is not necessary that the entire FSMS be audited at one time. The organization can chose to
audit part of the food safety management system at predetermine times.

BA FSMS Rip—IR2EBER1ZE! | AR ETRERTEIEE R Z FSMS i9—&85.
NOTE 2 ISO 19011 provides guidance for management system audits.
ERRRFEZIEESM GB/T19001

NOTE 3 The internal audit shall assess opportunities for improvement, and identify needs to change
the food safety management system.

REBEEZNIHERH S | B BmET BRI RZERITEK,

Follow-up activities shall include the verification of the actions taken and the reporting of the

verification results.

BRER SN ELFERS AR EE FERIICIEFNIG I SRAVR .

9.3 Management review
9.3.1 General

Top management shall review the organization's food safety management system, at planned
intervals, to ensure its continuing suitability, adequacy and effectiveness.

o B IR MARIRRL AR R R AN R R EBAREHTITE | IHREFENERY. ROMMBN

o

pl]

HE

9.3.2 Management review input EEIFEEIA

The management review shall include consideration of:
EEFHENERTIIAE

a) the status of actions from previous management reviews;
TSR ERREUENERISEIERIR |

b) changes in external and internal issues that are relevant to the food safety management system
including changes in the organization and its context (see 4.1);

BREMTEEERRNAINIER  BRARMEARHEE |



c) information on the food safety performance and the effectiveness of the food safety management
system, including trends in:

BEmTEEHMNEnTeEBRREMMER | BEUTES
- result of system-updating activities (see 4.4 and 10.3);

R EFESIRGE

- monitoring and measurement results; {ERFINIE45

- analysis of the results of verification activities related to PRPs and the hazard control plan; 5 PRP #{]
EEEFITRIEXASIEENERI DT ;

- nonconformities and corrective actions; ~MFaFIL1EIEHE

- audit results (internal and external) including inspection results; B#Z455R ( RERFISNEE ) BigHhiEeE
ZER;

- performance of external providers; FMNBFTEEL

- review of risks and opportunities and of the effectiveness of actions taken to address them, and

TP XS UBLAR R XS BRI A L |

- extent to which objectives of the food safety management system have been met, B RZLZ 2 EEAREE
FREOSCIREE

d) the adequacy of resources;ZRINFOM ;
e) any emergency situation, accident (see 8.4) or withdrawal/recall (see 8.9.4) that occurred;
HEURENESER. EHEHERNZE

f) relevant information obtained through external and internal communication, including requests and

complaints from interested parties;
BITARIMEEBEERIRIEXES | BFEAXITHIERITR ;
g) opportunities for continual improvement.
FEEBUHAI S

The data shall be presented in a manner that enables top management to relate the information to
stated objectives of the food safety management system.

HENLIREHERESEEEREE S EnT BB RERN B FERRNL TUER.

9.3.3 Management review output STEFERHH
The outputs of the management review shall include:
BTV N EE

a) decisions and actions related to continual improvement opportunities; and



SHESUHIN B RAIRENEHE ;

b) any need for updates and changes to the food safety management system, including resource

needs and revision of the food safety policy and objectives of the food safety management system.

EmZeEREARENIEENTX , 8RR RERNRRZ 5B FANELTT

The organization shall retain documented information as evidence of the results of management

review.

RN REEF A EEIF RS RIHERSUHLENER.

8.4.1 NEFEH Internal audit
8.4.1 NERE Internal audit

BRNIERRRLIR B ERRH TAREZ UBERnT EEERRR

The organization shall conduct internal audits at planned intervals to determine whether the food

safety management system

AFFERMNETH. ARMEVIRRTEERRRIERMNANENRIEK ;

conforms to the planned arrangements, to the food safety management system requirements
established by the organization, and to the requirements of this International Standard, and

b)) SRIEMELEFIEHT, s effectively implemented and updated.

RYEZAREL BIUERI B KIBRPINRFIEEN | LIRLAERRZ (I 8.5.2 71 5.8.2 ) FAEREFTEIE.
RARERRZAVEN., SEE. SWAFIITE. BRI REZASEN BRI ENEM A, R
AR E CRITAE,

10 Improvement
10.1 Nonconformity and corrective action

AFFEFILMIERE

10.1.1 When a nonconformity to the requirements of this document occurs, including those arising

from complaints, the organization shall:

EHMERFEERNAFE |, HRMN

a) react to the nonconformity and, as applicable: X ARF&SHHERRT , EFRT :
1) take action to control and correct it; REUEHEFLUSHIFILIE ;

2) deal with the consequences{BF=4EMER

b) evaluate the need for action to eliminate the causes of the nonconformity, in order that it does not

recur or occur elsewhere, by:

BELATES] . T REFEXRBUEIE , LIBRTEATENERE | BRERXRENEEREMIGRE



1) reviewing the nonconformity, i FEEARTS
2) determining the causes of the nonconformity B EAFESRIRE ;
3) determining if similar nonconformities exist, or could potentially occur;
HERSFERAREREXRMUNATE
c) implement any action needed;3CHEFTEEAYEHE ;
d) review the effectiveness of any corrective action taken;i e FrSRENAIZ IEFETERVE L ;
e) make changes to the food safety management system, if necessary. BER , TERMETEEEBAE.
Corrective actions shall be appropriate to the effects of the nonconformities encountered.
U EEEB N SN ERSIEIERL,
10.1.2 The organization shall retain documented information as evidence of:
BLARREBIEERAISHLANER

a) the nature of the nonconformities and any subsequent actions taken;
AESHIMERRLAR BEfE R EXAVETE

b) the results of any corrective action.

Y IEFEMERYES

10.2 Continual Improvement

The organization shall continually improve the suitability, adequacy and effectiveness of the food

safety management system to enhance the operation of the organization.
BRANFENHERTEERRRNERS. ROMMERM | LIBEERRIZE.

Top management shall ensure that the organization continually improves the effectiveness of the food
safety management system through the use of communication (see 7.4), management review (see 9.3),
internal audit (see 9.2), analysis of results of verification activities (see 8.8.2), validation of control
measure combinations (see 8.5.7), corrective actions (see 8.9.2) and food safety management system
updating (see 10.3).

EEEES NBRARFKEIUTE  FFESHRnTEERRRIIENE 9 (see 7.4), EXEFH(see 9.3).

AEBEZ(see 9.2). WIEEINERAID T (see 8.8.2), . 1=HIBHEHLIAIRIA(see 8.5.7), . IEFETE(see 8.9.2)
IERETEERARRNE(see 10.3).,

10.3 Updating the food safety management system

Top management shall ensure that the food safety management system is continually updated. To
achieve this, the food safety team shall evaluate the food safety management system at planned
intervals. The team shall then consider whether it is necessary to review the hazard analysis (see 8.5.6),



the established hazard control plan (see 8.5.8). The evaluation and updating activities shall be based
on:

R e EeNHRERTEERARFEEN. Mt BRte/NANZRYINMEERITH R EERER.
INBNE RIFEEE DT (see 8.5.6)IBRMVAICEEHIitil (see 8.5.8)RIVEM, THNTIEFTEMNET :

a) input from communication, external as well as internal, (see 7.4);
REBFOIFMER D@

b) input from other information concerning the suitability, adequacy and effectiveness of the food

safety management system;

SEnTEEBFREENE. RAOMEMEREERIEMEERIEA

) output from the analysis of results of verification activities (see 8.8.2), and
IEENER D (see 8.8.2)HIHIN

d) output from management review (see 9.3).

BT (see 9.3).

System updating activities shall be retained as documented information and reported as input to the
management review (see 9.3).

HFREFNENMIA G ERTLURE | FHENEERITHEIIBA (see 9.3).



