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1 Scope

This International Standard specifies requirements for a food safety management system where an
organization in the food chain needs to demonstrate its ability to control food safety hazards in order to
ensure that food is safe at the time of human consumption.

It is applicable to all organizations, regardless of size, which are involved in any aspect of the food
chain and want to implement systems that consistently provide safe products. The means of meeting
any requirements of this International Standard can be accomplished through the use of internal and/or
external resources.

This International Standard specifies requirements to enable an organization

a) to plan, implement, operate, maintain and update a food safety management system aimed at
providing products that, according to their intended use, are safe for the consumer,

b) to demonstrate compliance with applicable statutory and regulatory food safety requirements,

c) to evaluate and assess customer requirements and demonstrate conformity with those mutually
agreed customer requirements that relate to food safety, in order to enhance customer satisfaction,
d) to effectively communicate food safety issues to their suppliers, customers and relevant interested
parties in the food chain,

e) to ensure that the organization conforms to its stated food safety policy,

f) to demonstrate such conformity to relevant interested parties, and

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 International Standard.

All requirements of this International Standard are generic and are intended to be applicable to all
organizations in the food 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, harvesters, 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 sanitizing
agents, packaging material, and other food contact materials.

This International Standard allows an organization, such as a small and/or less developed organization
(e.g. a small farm, a small packer-distributor, a small retail or food service outlet), to implement an
externally developed combination of control measures.

NOTE Guidance on the application of this International Standard is given in ISO/TS 22004.
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2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

1SO 9000:2000, Quality management systems — Fundamentals and vocabulary
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ISO 9000:2000, Quality management systems — Fundamentals and vocabulary
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3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000 and the following apply.

For the convenience of the users of this International Standard, some of the definitions in ISO 9000 are
quoted with added notes that are applicable only to this special application.

NOTE Terms are not defined where they retain their normal dictionary definition. Where bold type is
used in a definition, this indicates a cross-reference to another term defined in this clause, and the
number reference for the term is given in parentheses.
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3.1 food safety

concept that food will not cause harm to the consumer when it is prepared and/or eaten according to
its intended use

NOTE 1 Adapted from Reference [11].

NOTE 2 Food safety is related to the occurrence of food safety hazards (3.3) and does not include
other human health aspects related to, for example, malnutrition.

3.1 anusuaansia (Food Safety)
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NOTE 1. 15uilg9a1n reference [11]

NOTE 2. mm'sﬂaa@ﬁuﬁtﬁmﬂaaﬁnmsnﬂma”umswnmamummﬂaamﬁumms (food safety hazard) (3.3)
wazliinuvdssidiududiuguaiwaauys e 1du ANTNAEITAINST

3.2 food chain

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

NOTE 1 This includes the production of feed for food-producing animals and for animals intended for
food production.

NOTE 2 The food chain also includes the production of materials intended to come into contact with
food or raw materials.

3.2 viav1edanuns (Food Chain)
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3.3 food safety hazard

biological, chemical or physical agent in food, or condition of food, with the potential to cause an
adverse health effect

NOTE 1 Adapted from Reference [11].

NOTE 2 The term “hazard” is not to be confused with the term “risk” 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,absence from work, etc.) when exposed to a specified
hazard. Risk is defined in ISO/IEC Guide 51 as the combination of the probability of occurrence of harm
and the severity of that harm.

NOTE 3 Food safety hazards include allergens.

NOTE 4 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 subsequently be transferred to food

3.3 duasrusaaudaansiaiuainns ( Food Safety Hazard )
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NOTE 1. 15uilg91n reference [II]
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NOTE 3. duasnauadainns sudansnanfiun (Allergens)
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uaz/via dudlsenavdurasansdnd uazanadeiiuananndedainuilaaavnsiy udidaruduiyl
lenagdomaiiaduguainaasnye g Tudiuuasnszuiunisaug uannfiaannaImsuur i 1aaasY LAYaIns

Page 3 of 24

1S022000 Requirement TH—ENG Rev 2




-For Training only -

through animal consumption of feed and may thus have the potential to cause an adverse human
health effect. In the context of operations other than those directly handling feed and food (e.g.
producers of packaging materials, cleaning agents, etc.), relevant food safety hazards are those
hazards that can be directly or indirectly transferred to food because of the intended use of the
provided products and/or services and thus can have the potential to cause an adverse human health
effect.

&7 (1au mMIndaiaaamiuussadarianns astefilunisvivauasana udu) Suesiauasaiwisi
wmdiag Aaduasrafanadesinulaansy wialaadanllfeainis Suiasunann Jaadseavdnrsldoruuas
naaAu uaz/viavdnis defimnuulalldinasdonanafuguniwaasuywd

3.4 food safety policy

overall intentions and direction of an organization related to food safety (3.1) as formally expressed
by top management

3.4 viaunaenulaandaluaiuns (Food Safety Policy)

ANULImINELRE AN TaasINtasasdnsaziimdasduanulaaadaluaiwis (3.1) Taafinsszanaiiiu
NMINITANELIINTFIHALAIDIANT

3.5 end product
product that will undergo no further processing or transformation by the organization
NOTE 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 .

3.5 wandnaidusgaina (End Product)
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3.6 flow diagram

schematic and systematic presentation of the sequence and interactions of steps

3.6 ununiinszurunis (flow diagram)

unuiiuagavattafiussuy desdudunaranudaniaslundazdunau

3.7 control measure

Ofood safetyd action or activity that can be used to prevent or eliminate a food safety hazard (3.3)
or reduce it to an acceptable level

NOTE Adapted from Reference [11].

3.7 nmasn1saiunu (control measure )

(Mulaandanasainis) NMsnsziin wiafanssufiauisailasdu wiaddaduaseluains(3.3) wiaanasg
szAuNganiulé

NOTE 1. 15uilg9an reference [ 11 ]

3.8 PRP prerequisite programme

[Ofood safetyd 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

NOTE The PRPs needed depend on the segment of the food chain in which the organization operates
and the type of organization (see Annex C). 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).

3.8 Tusunsugudnuaiziiugiu PRP prerequisite programme

(audaaadaluainig) 8o {Tuﬁugwu LLazﬁqnisuﬁrhL‘ﬂu“lumss"m:namwuméaw"\mewa”nwmz ARAA
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NOTE Tilsunsu Augwidsnily duadduudazdruluriielaanms udavasdnsitfluasdnseifivorusiule
(see Annex C) fatefifianuvunawiniiay léun Good Agricultural Practice (GAP), Good Verterinarian
Practice (GVP), Good Manufacturing Practice (GMP), Good Hygienic Practice (GHP), Good Production
Practice (GPP), Good Distribution Practice (GDP) and Good Trading Practice (GTP)

3.9 operational PRP
operational prerequisite programme

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

= o=

3.9 Tulsunsugudnuniziusunisufiia operational PRP : operational prerequisite
programme

PRP (3.8) ﬁqnssy ANAMNTIATZREUAY Jadylunsmuauanuiulldiasiduasaluaims(3.3)
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product(s) or in the processing environment

3.10 CCP critical control point

[Ofood 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

NOTE Adapted from Reference [11].

3.10 3a3nnaiidavarunu critical control point, CCP

(mudaaasfaluainig) ?‘]“umauﬁazmmsnﬂ'\msmyﬂuLLaz:hL*ﬂuLﬁaﬂaaﬁu WIauIndunsIasanI N
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NOTE Adapted from Reference [11].

3.11 critical limit
criterion which separates acceptability from unacceptability
NOTE 1 Adapted from Reference [11].

NOTE 2 Critical limits are established to determine whether a CCP (3.10) remains in control. If a critical
limit is exceeded or violated, the products affected are deemed to be potentially unsafe.

3.11 an3nqa Critical limit
narivdadfidivuatdy Auanszuitenisaaniy Auasbisansy
NOTE 1. 15u1l3931n reference [ 11 ]
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3.12 monitoring

conducting a planned sequence of observations or measurements to assess whether control
measures (3.7) are operating as intended

3.12 asyatidseSe (monitor)
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3.13 correction
action to eliminate a detected nonconformity
[ISO 9000:2000, definition 3.6.6]

NOTE 1 For the purposes of this International Standard, a correction relates to the handling of
potentially unsafe products, and can therefore be made in conjunction with a corrective action (3.14)

NOTE 2 A correction may be, for example, reprocessing, further processing, and/or elimination of the
adverse consequences of the nonconformity (such as disposal for other use or specific labelling).

3.13 ansud'la / correction
asUfisianida deiliduldanudamiuuaiiasiany
[ISO 9000:2000, fieny 3.6.6]

NOTE 1 1mnﬂiumﬂmaammsgmmnaanuu nAsud'la (Correction) 7 \endasfunsianisudnfoaaiis
wnTindarbitdaaasfs, waswszagiuausasifiumsnufududiianisualuadiodussuy (Corrective
action) (3.14)

NOTE 2 msuflaanaay, andadholadet, nsnaaluil (reprocessing) UunlUsnuAsTINIUATIRIEAN LAY/
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3.14 corrective action

action to eliminate the cause of a detected nonconformity or other undesirable situation
NOTE 1 There can be more than one cause for a nonconformity.

[ISO 9000:2000, definition 3.6.5]

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

PP

3.14 asufiisinnsuA'la corrective action
Aansauiaridasuvguasfetliflulimudasvuafivwy vda aaunsalilidasnis
NOTE 1 anuanasderliflulimudadiviua arafiinani 1 awve

[ISO 9000:2000, definition 3.6.5]

a.oa

NOTE 2 nsdfiifinisudA’la saudenisimsziaieg wagvinfiailasfunisiingn

3.15 validation

[Jfood safety[] obtaining evidence that the control measures (3.7) managed by the HACCP plan and

3.15 as3usavna nsiuiiuauladle , validation

(anulaaadaluainis) nangrudauisafiuduinanasaisaiuau (Control measure) Tas wiy HACCP uay
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by the operational PRPs (3.9) are capable of being effective

NOTE This definition is based on Reference [11] and is more suitable for the field of food safety (3.1)
than the definition given in ISO 9000.

PR

TaaTdsunsudfiidnisiugiu (Operational PRP) inffefidss@nanauasiigaiwldoule

vnewme fanufianedeann [11] uay wnsausadasanulaaaduduainis ( 3.1) inanifieuaiy
dafivua ISO 9000

3.16 verification

confirmation, through the provision of objective evidence, that specified requirements have been
fulfilled [ISO 9000:2000, definition 3.8.4]

3.16 n1swnrusiau verification

astiudy nudngrunidaruduslsssy diadviuasteg Ydussa [ISO 9000:2000, definition 3.8.4]

3.17 updating

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

3.17 msvinlviviussia updating

Aanssutinsevinadneviud viiaeunuls taanusiulainldimsufifaudayasan

4 Food safety management system

4. szuunisaanisauldaansaluaiinig

4.1 General requirements

The organization shall establish, document, implement and maintain an effective food safety
management system and update it when necessary in accordance with the requirements of this
International Standard.

The organization shall define the scope of the food safety management system. The scope shall specify
the products or product categories, processes and production sites that are addressed by the food
safety management system.

The organization shall

a) ensure that food safety hazards that may be reasonably expected to occur in relation to products
within the scope of the system are identified, evaluated and controlled in such a manner that the
products of the organization do not, directly or indirectly, harm the consumer,

b) communicate appropriate information throughout the food chain regarding safety issues related to
its products,

¢) communicate information concerning development, implementation and updating of the food safety
management system throughout the organization, to the extent necessary to ensure the food safety
required by this International Standard, and

d) evaluate periodically, and update when necessary, the food safety management system to ensure
that the system reflects the organization's activities and incorporates the most recent information on
the food safety hazards subject to control.

Where an organization chooses to outsource any process that may affect end product conformity, the
organization shall ensure control over such processes. Control
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4.2 Documentation requirements
4.2.1 General

The food safety management system documentation shall include

a) documented statements of a food safety policy and related objectives (see 5.2),

b) documented procedures and records required by this International Standard, and

c) documents needed by the organization to ensure the effective development, implementation and
updating of the food safety management system.

4.2 diafviuaduandns
4.2.1 'l

Llan&1saavsruuMsIanIsANlaandaiuainis gavilsenaudie

a) u'ir;lmﬂmmﬂaamﬁﬂ’tummmaﬁmnﬂswmﬂ‘mmmmaa‘lusﬂLanms (qda 5.2)

b) sumumjgnmmﬂw,anmmayuumnmoq aufunesgiuaiutdivue

0) anasdug Aandusaasdnsiiatvistfulaniuilssénina aasnswamn, i lddfne wasnasvinly
szuunsAansaNdaaadaluavisiusloatiua

4.2.2 Control of documents

Documents required by the food safety management system shall be controlled. Records are a special
type of document and shall be controlled according to the requirements given in 4.2.3.

The controls shall ensure that all proposed changes are reviewed prior to implementation to determine
their effects on food safety and their impact on the food safety management system.

A documented procedure shall be established to define the controls needed

a) to approve documents for adequacy prior to issue,

b) to review and update documents as necessary, and re-approve documents,

) to ensure that changes and the current revision status of documents are identified,

d) to ensure that relevant versions of applicable documents are available at points of use,

e) to ensure that documents remain legible and readily identifiable,

f) to ensure that relevant documents of external origin are identified and their distribution controlled,
and

g) to prevent the unintended use of obsolete documents, and to ensure that they are suitably identified
as such if they are retained for any purpose.

4.2.2 nN5AUANLANANS

1an&196199 Tuszuuaisianisaudaasdaluainisdasiinisaiuqu Tuiine19q Yadudneasidasadng
nilvzasianznsdegasldsumsmuauaiuda 4.2.3
msmuaugaviulaimmamslisuulasiiusgualdsunsnumuniaminlhling wWafansannansenudiu
anulaaadudiuaiisdaszuunisinnisanulaaasialuainig

avdnsaavinvinanaistiunaunisijtidivaduuanisaiuauiisniy

a) aawitianasifimnuinunsaNfauLanane

b) mamumuﬂsuﬂsa’lmﬂumwu wazaudRlni

9] twam‘lwu‘lmwmiu,ammnﬂauuuﬂmuauamu a1FgeUaILanaT

d) Lwanu’LanLanmsannmam wianld Aavineu

e) wiatfulainanassunsaaiudinladinauazanunsadiiolé

f) mauu‘(anl,anmsa'mmpuan "Lmumsﬂmuvava'maunjsuan:hﬂ

g) iaiavAunmisiianaisiaradeldldTeaicela wasfiiie YatAuattonunzauauinglsssod

4.2.3 Control of records

Records shall be established and maintained to provide evidence of conformity to requirements and
evidence of the effective operation of the food safety management system. Records shall remain
legible, readily identifiable and retrievable. A documented procedure shall be established to define the
controls needed for the identification, storage, protection, retrieval, retention time and disposition of
records.

4.2.3 msauquiiuiin

avAnsgasdnviniuiin wagsneiuiinliauanendng uzasanuganadadsadaiviug wasudngIuuag
mssfiunuifidssananazasszuunisianisanulaaadaluamis fuiingaeinun'lilidiasanisaiu
msi’maummsmum mnmsmumaumsﬂg]ﬁaéaﬂ snmsi'mwuwam.lLsaamaon'\smuﬂumnﬂu &gy
asfite nsdaLfiy asilasdu Msdundu staznardiafiuuasaisvinanaiufin

5 Management responsibility

5. anusuiadauaaviiausiing

5.1 Management commitment

Top management shall provide evidence of its commitment to the development and implementation of
the food safety management system and to continually improving its effectiveness by

a) showing food safety is supported by the business objectives of the organization,

b) communicating to the organization the importance of meeting the requirements of this International
Standard, any statutory and regulatory requirements, as well as customer requirements relating to food
safety,

c) establishing the food safety policy,

5.1 anuajesiunadleu3iuns

funsssdugedasivdngrunaaefonnutsiulunsweannuaznisnissuumsinnisaudaaasaluaivng
1014 samfensusuilsedlssannaatnvsiaiiias Taunns

a) udavbiiuianudaaadaluaiwis ldsunmsaifuayuaininalssaednegsiauasasdns

b) ﬁams‘luaonni‘Lv\mummmmﬂmmaomsmLuum'smnmmgwumnaannu wazdiadiuaLay
agsufiny hdmduiadivuatasqanddardasduanulaansaluains

) deviulamaanulaaaduiuaivig

d) snfiunmammumudiguinig
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d) conducting management reviews, and
e) ensuring the availability of resources.

e) inliiulaindninennsiiasna

5.2 Food safety policy

Top management shall define, document and communicate its food safety policy.
Top management shall ensure that the food safety policy

a) is appropriate to the role of the organization in the food chain,

b) conforms with both statutory and regulatory requirements and with mutually agreed food safety
requirements of customers,

¢) is communicated, implemented and maintained at all levels of the organization,

d) is reviewed for continued suitability (see 5.8),

e) adequately addresses communication (see 5.6), and

f) is supported by measurable objectives.

5.2 ulaunaanulaaasfialuaiuvis

wnssrdugedasvinnisavue, vindlulansrsuasfassuloinaanulaaasaluainis

[
fuivssedugedasiulain ulaunaanumlaansaluaivng

a)  wnganduunuInaasasdnsluvividainng

b) Huldewdadimuauasngsudeu uasdannasduludruaiulaasdaluainisdugnei
o) ddaans, iU uazgseinmlilunnsyiuuagacdng

d) vumusuaNINzINaLaalilag (qta 5.8)

e) JdnlilinsRasnsadroviiv (gda 5.6)

f) sastulauingiseavdnausainle

5.3 Food safety management system planning
Top management shall ensure that

a) planning of the food safety management system is carried out to meet requirements given in 4.1 as
well as the objectives of the organization that support food safety, and

b) the integrity of the food safety management system is maintained when changes to the food safety
management system are planned and implemented.

5.3 mMavunuszuunisianisaulaandaluaiung
fuswmsssdugedasvintiiiulain

a)  MINNURUsTUUNSIRNIsAulaandaluaing 1afinsnszvinfiaiussatiafivuafissyliluda 4.1
umiussadaguseavAduanulaaadaluainis

b) deasinmanuauysalzasszuunsinnisanulaandaluaing Wafinnsoukuuazaiung
wasuwilasrasszuunisianisanudaaadaluaivig

5.4 Responsibility and authority

Top management shall ensure that responsibilities and authorities are defined and communicated
within the organization to ensure the effective operation and maintenance of the food safety
management system.

All personnel shall have responsibility to report problems with the food safety management system to
identified person(s).
Designated personnel shall have defined responsibility and authority to initiate and record actions.

5.4 anusuiaaauuazaiuna

gudmsszdugedasiulainanusufarauuazaunalafimsivuauasdassnialuasdng tiasulade
Use@ndnazasnisatfiunisuassnsesnessuumsinnisaulaandaluaimis

1.|nmnsmnmummummsuwm.ian'(umsswﬂmm“:lmmmnmnusvuunmmmsmwﬂaamnulummﬂuﬁn
unﬂam"l,msnuanumu yaarnsilésunauminadasfinihfimnudufinzay uazdauaniilunisialiiae
Aanssuuaviuiinasnsevingne

5.5 Food safety team leader

Top management shall appoint a food safety team leader who, irrespective of other responsibilities,
shall have the responsibility and authority

a) to manage a food safety team (see 7.3.2) and organize its work,

b) to ensure relevant training and education of the food safety team members (see 6.2.1),

¢) to ensure that the food safety management system is established, implemented, maintained and
updated, and

d) to report to the organization's top management on the effectiveness and suitability of the food safety
management system.

NOTE The responsibility of the food safety team leader may include liaison with external parties on

5.5 thuihfinviuauldaansialuainins (Food safety team leader)

Juimisszdugegasusdvaviuinineuauldaasdaluaisiiadjdtouuanuiiaannuinfyszan

Anualiianusularauiazaiunacail

a) Wiwsinnuanudaaaduluaius (food safety team) (see 7.3.2) uazdnnisou

b) vihludulandfinsfnausuuazns@nslidusundnuasinouanulaasdaluainis(see 6.2.1),

c) vihbiulalédgiszuunaisianisanulaaadaluainmislasunisiavin UldU e sise5nenld uay
intviiusiiaagiaua

d) sanudviduimsssdugeiivanufilssdninanarmumungauuasssuunsinnsaulaandt

Tuamns

wineme winfzasivihdvnuanulaasdaluams avanufenislszanuanudumbaiuniauan u
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matters relating to the food safety management system.

Faviiadiasdu ssuunisianisanulaaadaluaims

5.6 Communication
5.6.1 External communication

To ensure that sufficient information on issues concerning food safety is available throughout the food
chain, the organization shall establish, implement and maintain effective arrangements for
communicating with

a) suppliers and contractors,

b) customers or consumers, in particular in relation to product information (including instructions
regarding intended use, specific storage requirements and, as appropriate, shelf life), enquiries,
contracts or orderhandling including amendments, and customer feedback including customer
complaints,

c) statutory and regulatory authorities, and

d) other organizations that have an impact on, or will be affected by, the effectiveness or updating of
the food safety management system.

Such communication shall provide information on food safety aspects of the organization's products
that may be relevant to other organizations in the food chain. This applies especially to known food
safety hazards that need to be controlled by other organizations in the food chain. Records of
communications shall be maintained.

Food safety requirements from statutory and regulatory authorities and customers shall be available.
Designated personnel shall have defined responsibility and authority to communicate externally any

information concerning food safety. Information obtained through external communication shall be
included as input to system updating (see 8.5.2) and management review (see 5.8.2).

5.6 n1sdadns
5.6.1 nmMsdaaisniuuan

Watifulairdayariiaswaiderduainlaandaluavs sunsanldaaanvhelaaivs asdnsdag
Favi1 A TATE srsetnn mslssruuattefidssananalunsiaans Au

a) fauaunazgiudneang .
b) r@ A1 Wik lae TaawisiAmdudayandadoad (smﬁaﬁauuyﬁmmﬁmﬂﬂmu ATLALSABN LAY
angrAnfaeiaNAIMINERY) AFatua dyan via nssufiunisemudde udinisuldaunilag
LAYNITAAUFUDINRLINNZNAT LATAITAITEY
c) wihavumfuguasiiunguung
d) asAnsdug Afinanszny wia analdsunanssnuanndssdninanisetiiuaunianisdsudye Iiviuads
2AVTTUUNNTIANTAIUANNLRaAT LIS

ms&assdonangas idayalseidudiuanulaansaluavns snsundndavizasasdns Adeara
WAendiasAuasdnsauluvhelgdavns Taawmwizadviduasiasannulaaadaluavnsingy Adesdas
1a5unsaiuanTatasdnsauluviieidains fufinasdaansaasifusnuls

dadudruanudaandaluainis nnieouAiIAUgULRAIUNY KUY WAL NYNAT davdaniin 1 le
unﬂam“lmsuuawmu davldiunsimualifianiufinztay uaz duna Iunwsaamsmauama 91

WWendiasduanulaandagaauan dayailasuannnisdaansainanauanasdnsiailudayaisasinunld
Tudsulsessuutviviuasia (see 8.5.2) uasnumulaadiau3nis (@da 5.8.2)

5.6.2 Internal communication

The organization shall establish, implement and maintain effective arrangements for communicating
with personnel on issues having an impact on food safety.

In order to maintain the effectiveness of the food safety management system, the organization shall
ensure that the food safety team is informed in a timely manner of changes, including but not limited to
the following:

a) products or new products;

b) raw materials, ingredients and services;

c) production systems and equipment;

d) production premises, location of equipment, surrounding environment;
e) cleaning and sanitation programmes;

f) packaging, storage and distribution systems;

g) personnel qualification levels and/or allocation of responsibilities and authorizations;
h) statutory and regulatory requirements;

i) knowledge regarding food safety hazards and control measures;

j) customer, sector and other requirements that the organization observes;
k) relevant enquiries from external interested parties;

1) complaints indicating food safety hazards associated with the product;

5.6.2 nsdaansaalu
avdnsaasdavin i lATE uazsisesnls denisdamssayrainsliuFasnansznusannulaandaly
ams

Lﬁan'lsﬁ'mso‘s”nrn”l,iiiomwﬁﬂsxﬁm%wawaasxnums:’z“mmsm’mﬂaamﬁﬂiuajms avdnseiny vinluiiulain
Auoruanudaasdaluainsiasunisudelinsiy densuldsundastunaifumunzau Tuzaseeg (wa'li
Afia) eia'lail

a) wWAsduriniandnduailni

b) Jeafiy, muwﬂml,aumsu"‘ims

C)  STUUMIHAR u,aumsaaua

d) seuinde, sunisdadoiaiasiia, anwwindanTaasau

e) Tﬂsu,nsum‘smmwawamuaumamuu

f)  ussyfouad, msdaAunazszuunisiadining (distribution systems)
g) sveuaaRuNfiuAaIng way/viansAuuaaNNFUAAYaY WA d1U1A
h) dafduuanivngruig

i) mw%ﬁl,ﬁmf‘\“ué”umﬁum‘amwﬂaamﬁu’(ummmawmmmimnﬂ,u
j)  diadvuauatgndl NRNAAFIMATIN LataY q Tiasdnsdasliideny
k) svmumsawamnmmaamnwmau‘tamnuan

D dafasdaudhisifedussasannulaaadanasavnsiiiefundadomi
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m) other conditions that have an impact on food safety.

The food safety team shall ensure that this information is included in the updating of the food safety
management system (see 8.5.2). Top management shall ensure that relevant information is included as
input to the management review (see 5.8.2).

m) &ngdug Afinanssnusaanulaaadaluainig

Ausuanulaaaseluamsaasiulaindayawmand azgasunua nsunsvintdszuunsIansau
daaadaluarmisiienuviuglie (gda 8.5.2) fuinssvaugegasiulaindayaniiediasazgmiingnis
numunauins (gdia 5.8.2)

5.7 Emergency preparedness and response

Top management shall establish, implement and maintain procedures to manage potential emergency
situations and accidents that can impact food safety and which are relevant to the role of the
organization in the food chain.

5.7 ASI03UNNIANUATNITOAURUAIANNITANLAU
oo o, v, Y o o a va o o x & aova 'Y - a. dae
fuswsssdugegaedavin Ul iduassiseins Videdunaulfing lunisdanisasanunisalaniduddsive
1y uaalifignaiuisansgnusamNlaaadauadiaiing mMuANULINEINGaUNLINUAIaIANT T UK T
2

5.8 Management review
5.8.1 General

Top management shall review the organization's food safety management system at planned intervals
to ensure its continuing suitability, adequacy and effectiveness. This review shall include assessing
opportunities for improvement and the need for change to the food safety management system,
including the food safety policy. Records of management reviews shall be maintained (see 4.2.3).

5.8 msnumuleadiauduis
5.8.1 unin 'l

Huiwmssrdugedasnumussuunisianisanulaandaluaisuasasdnsluzhnonaividivue iialmiula
Fszuunsianisanulaandaluamisianuiminean iiaswauazilss@nana Nsnumugassiuin

UszfiuTamatunisdsuiye wazanudndulunsulfsunilasssuunisinnisanuilaandaluainis saune
uTeuganulaaadatuainis TuiinzasmsnumulagdleudnisdaslédfunisAusnels (gda 4.2.3)

5.8.2 Review input
The input to management review shall include, but is not limited to, information on

a) follow-up actions from previous management reviews,

b) analysis of results of verification activities (see 8.4.3),

¢) changing circumstances that can affect food safety (see 5.6.2),

d) emergency situations, accidents (see 5.7) and withdrawals (see 7.10.4),

e) reviewing results of system-updating activities (see 8.5.2),

f) review of communication activities, including customer feed-back (see 5.6.1), and
g) external audits or inspections.

NOTE The term “withdrawal” includes recall.

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.

5.8.2 2iayan1snuviu
dayadmsumaumuiaadiauivig daenud, ud'lidde, dayadidmdasdu

a)  mshamuaNuduninzasfanssuanmaumulandiaudiisasenay

b) mslwnsnaianssunsniIuaay (verification activities) (giia 8.4.3)

c) msulasudlasnaradenansenusiamulaandauasainis (gla 5.6.2)

d) &munsaianiiu adiwme(ada 5.7) wazn1saaudu (gda 7.10.4)

e) wansnumu Alnssunsvirssuuliviuade (system-updating activities) (g 8.5.2),
f)  AsvnumuAanssunsRadis uivnsnauduasnduanngna(qda 5.6.1)

g) Msalszfiu uian1seTIagause 9naLuan

e @131 “a1saaudu (withdrawal)" saudenisizandu (recall)éne

dayagasgninaualudnmasAlvigudmsssdugeauisasiuanuduiusuaiaya fu Yngiszaodisyyls
2avsyuunNsIansaNulaandaluainis

5.8.3 Review output
The output from the management review shall include decisions and actions related to
a) assurance of food safety (see 4.1),

b) improvement of the effectiveness of the food safety management system (see 8.5),
) resource needs (see 6.1), and

5.8.3 wan1snuniu

; PS v, = 'Y oo P “ o
wansnumulagdhaudmisdas Nudvnsdadulawaznissifiunsiagniiardiasdu
a) msuszduanudaandaluaivig (glia 4.1)

b) nsUsudeanufidsz@nguanasszuunisiansanulaanduiuainis (gda 8.5)
c)  wiwennsianilu (giia 6.1)
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d) revisions of the organization's food safety policy and related objectives (see 5.2).

Py

d) aslfuldsuuisunaanudaaadaluaimisuasinglssaedaiitiedas (gda 5.2)

6 Resource management

6. N15USKITINENENNS

6.1 Provision of resources

The organization shall provide adequate resources for the establishment, implementation, maintenance
and updating of the food safety management system.

6.1 N153QATININELNNS

awa o

avANIBAYIARTININEINTaL IR EINad MFuUNITTaY, U TdU§1TR, s1s9dnlivasaisvintvissuunis
Fanmsanudaandaluaivisianuiusie

6.2 Human resources

6.2.1 General

The food safety team and the other personnel carrying out activities having an impact on food safety
shall be competent and shall havee education, training, skills and experience.

Where the assistance of external experts is required for the development, implementation, operation or
assessment of the food safety management system, records of agreement or contracts defining the
responsibility and authority of external experts shall be available.

6.2 n3nmnsunaa

6.2.1 unn'il . . .

Auruanudaasdaluaimsuazyaradug Niljdaoudeiinadanulaasdaluavis gasiinusiuise
uaygaeiinis@nen, nsllnausuy, nwe wazlssaunsalnivungau

Wagasnisanuhamdanagutanaanaiauanluniswamn dfiunislfie vy vdamsilssdiu
sruunsIaAIsaiuANLRasfauavaIns Tufiniauanas wiadag ssufivanusufazday wazdndaiuia
LMy auan daviinsinvinnarinely

6.2.2 Competence, awareness and training
The organization shall

a) identify the necessary competencies for personnel whose activities have an impact on food safety,
b) provide training or take other action to ensure personnel have the necessary competencies,

c) ensure that personnel responsible for monitoring, corrections and corrective actions of the food
safety management system are trained,

d) evaluate the implementation and the effectiveness of a), b) and c),

e) ensure that the personnel are aware of the relevance and importance of their individual activities in
contributing to food safety,

f) ensure that the requirement for effective communication (see 5.6) is understood by all personnel
whose activities have an impact on food safety, and

g) maintain appropriate records of training and actions described in b) and c).

6.2.2 ANUFA U ANMUASEKIIN uarn1silnausy

v,

avANseavg

a) ::ummmminﬁr»mﬂudmfﬁmﬂaa ﬁffiomi‘l_/iwﬂwﬁehna‘naoNanizmnﬁgﬂuwuﬂaamﬁulua1uws

b) JansAnausu viasfiuAanssuaun Avivldiuladnueainsiauansafduiu

c) Aula'ldinfiyeainsniufaraulunisfinaiu (monitoring), naswdla (corrections) waznisuftidiundly
{lasAu (corrective actions) tusyuunisdanisanulaaaduluaimisiasunisiinausu

d) dszfiunmindjituasdss@ninazasda a), b) uas c) '

e) fuladrysainsfianuassniinfivanuiaendiasuazanudiAyuadfianssuuaazynna Ninasaniu
Uaaaduluawis . . . .

f)  Suladdiadmuedmiunsfassiddssanina (gda 5.6) (flufidinlafuuaainsiianssuaasau
watu inasanulaaadaluaimsmnau '

g) Snulideiiuinnisflinausuadramangsy uaghanssuiszylu da b) uas c)

6.3 Infrastructure

The organization shall provide the resources for the establishment and maintenance of the
infrastructure needed to implement the requirements of this International Standard.

6.3 Tas9atoliusu

avAnsgasIavIninennsaniunsindouasiingesn taseasiuguisiudanisindadvuaay

nasgrusInaatuilll 14

6.4 Work environment

The organization shall provide the resources for the establishment, management and maintenance of
the work environment needed to implement the requirements of this International Standard.

6.4 annwndaulunisvineu

aaﬁnsﬁmﬁmmw’fwmnsdm%nmﬁméia, AIANTS wazNIsNgesnEMWadanlunsvituisdusda
msihdiaduaauunasgrusnaatuilld 4

7 Planning and realization of safe products

7. M3 UBAaTn1sNAaKAnAeiUaanAe

7.1 General

7.1 siaAvuana'll
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The organization shall plan and develop the processes needed for the realization of safe products.

The organization shall implement, operate and ensure the effectiveness of the planned activities and
any changes to those activities. This includes PRP(s) as well as operational PRP(s) and/or the HACCP
plan.

avAnsgavILNULRETIUAsTINUMsAI L Tlud sunsnaliliandadausindaanfa

a2a

avdnseasiimsunTlu§iis, dufiuns LLa.,ﬁu’Lqﬁomwﬁﬂiuﬁm%wamaaﬁaniiuﬁimwuwuuaums
tﬂauuuﬂmmmmauwunanssu FeagmuboTusunsugudnmaizAugiu (PRP(s))uarTisunsuguanmas

a oa

#ug1unsU{iae (operational PRP(s))wag/w3aHACCP plan ¢l

7.2 Prerequisite programmes (PRPs)
7.2.1 The organization shall establish, implement and maintain PRP(s) to assist in controlling

a) the likelihood of introducing food safety hazards to the product through the work
environment,

b) biological, chemical and physical contamination of the product(s), including cross
contamination between products, and

c) food safety hazard levels in the product and product processing environment.

7.2 Wlsunsugudnuniziugiu (Prerequisite programmes : PRPs)

7.2.1 asdnsgasinvin il lduazsrselideTdsunsugudnsaisfiugiu (PRP(s)) aialunisaiuqx

a) lanmaAsuasnisnalvildadeduanadaniulaansarasamislunansaeifudanain
gmwwadanlunsvinu

b) aoﬂutﬂaumoﬂ)mw wdl wasmamwlundasoed srudenstudaudiuseninondnfeat

0 srduracdeduanasamnulaandauasamnslundndauriuarannuindanlunsnannansoad

7.2.2 The PRP(s) shall

a) be appropriate to the organizational needs with regard to food safety,

b) be appropriate to the size and type of the operation and the nature of the products being
manufactured and/or handled,

c) be implemented across the entire production system, either as programmes applicable in general or
as programmes applicable to a particular product or operational line, and

d) be approved by the food safety team.

The organization shall identify statutory and regulatory requirements related to the above.

7.2.2 Tlsunsuguanudagiugiu PRP(s) dav

a) wngandmsuauailuracasdnsidsfuanulaandauasarms .

b) wngRudMTuRINALAzUIEIANATELTUY LasAnausuaINAnAaYiTiANRVvinATHAaLRY/ WA
Andunig .

C) ﬂwiﬂﬂﬁﬁﬁmaamsunnmmam idrazdumsdssandldTdsunsuTaamliwiansdszandldawig

wandauilanandaainids viaananistiiaoulasialfitnismile
d) édsunmsawifleaviuiuanulaaaduluainis

asdnsaagvinmMsfitengunauasdatioduiidartias aufinaundtouy

7.2.3 When selecting and/or establishing PRP(s), the organization shall consider and utilize appropriate
information [e.g. statutory and regulatory requirements, customer requirements, recognized guidelines,
Codex Alimentarius Commission (Codex) principles and codes of practices, national, international or
sector standards].

NOTE Annex C gives a list of relevant Codex publications.

The organization shall consider the following when establishing these programmes:

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

b) lay-out of premises, including workspace and employee facilities;

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

d) supporting services, including waste and sewage disposal;

e) the suitability of equipment and its accessibility for cleaning, maintenance and preventative
maintenance;

f) management of purchased materials (e.g. raw materials, ingredients, chemicals and packaging),
supplies (e.g. water, air, steam and ice), disposals (e.g. waste and sewage) and handling of products
(e.g. storage and transportation);

g) measures for the prevention of cross contamination;

h) cleaning and sanitizing;

i) pest control;

7.2.3 diafimsAaidan uaz/wia daviTlsunsugudnsaisiiugiu PRP(s) avdnsgagiansanuazlddayan
wingau (wu nguanauardalivdy, Anudasnisuatandl, wuanwnsafivnumindada, uaninaad

waswnUfiidiuas Codex (Codex Alimentarius Commission) wasunasgIuseaulssing ununé via
nasgrulungu)

wneug Mann ¢ lusmansiangsiiidendasuaunsing Codex

& 4

asdnsgasfinnsandamard WadavinTusunsu

a) AR UATLNURIATIATS uaummsmﬂinmnmmmaa

b) Lmummaaamum SufeRufivinnuuardeaneanuazainduniinou

C) szuuand, 1, WU uar assalTnadun '

d) Aanssuudnsaduayu sudvnsidauasiauasdelfna

e) ANuMINERNAaILATAINA wazANINAINNTaNATvinANNAEa 1Al ATdaNLingIwarNITNgITN LT
{laviiu

f) msqmmsmmnnmsawfammmoq (\u Tngdiu, frunsu, asad, LLE‘]u‘lJii’omiu‘?/I) As¥au (Latu i,
ana, ath waniiude) msaide (1u vaads wardeliina) nswadautinauudrandniouel (1
AsLAusAN URZATUURY)

g) wesnsnsilasdunisduitaudu

h)  msvihanuszaiauayziiiia
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j) personnel hygiene;
k) other aspects as appropriate.

Verification of PRP(s) shall be planned (see 7.8) and PRP(s) shall be modified as necessary (see 7.7).
Records of verifications and modifications shall be maintained.

Documents should specify how activities included in the PRP(s) are managed.

i) AmsuANdRInIug
j)  gudnmaucduuaaa
v o v '
K)  éudug wInEANULUNNEHN

aImuday PRP(s) davgniwuaiiiuuny (9da 7.8) uag PRP(s) fasvinmsusualdaumuanuanily (g
da 7.7) fudnnismusaunarnisdsuildnu gaeldsunisiAusnen'ls

nasasivuatiniauin AanssuiiAmdasly PRP(s) agldfunmsinnisadne'ls

7.3 Preliminary steps to enable hazard analysis

7.3.1 General

All relevant information needed to conduct the hazard analysis shall be collected, maintained, updated
and documented. Records shall be maintained.

7.3 dueauBududuisunisimsziiduasia
7.3.1 unin'll

dayaranuafaniulunisiwngiduase gaerinn1ssusii, s1595n 1y, vinliusita uazdaviniu
lanans ffufindaviAusnulidan

7.3.2 Food safety team
A food safety team shall be appointed.

The food safety team shall have a combination of multi-disciplinary knowledge and experience in
developing and implementing the food safety management system. This includes, but need not be
limited to, the organization's products, processes, equipment and food safety hazards within the scope
of the food safety management system.

Records shall be maintained that demonstrate that the food safety team has the required knowledge
and experience (see 6.2.2).

7.3.2 fivnuaudaaadialuainins (Food safety team)

Funuanulaaasaluains dae'ldsunisusade

ﬁmmmwﬂaamﬁu'(ummsﬁﬁﬂsznans”nm.mmniﬁmmiuazﬂssanminiﬁumnvimﬂ (multi-
disciplinary knowledge) lukasaisiauiuaznisinldiduasszuumsianisanudaaadaluainis 4
sade (weLidlunsande) ndndaei , nszuiunis, wwsaviia uazdunsasaauilaandaluainis luavdns
maldvautanuadszuunisianisanulaaaialuains

3

ufingasfinssnmly iawaaeiiuinfinnuanulaaadaluavis fausuazlssaunisaifidasnisls
28 (giia 6.2.2)

De B

7.3.3 Product characteristics

7.3.3.1 Raw materials, ingredients and product-contact materials
All raw materials, ingredients and product-contact materials shall be described in documents to the
extent needed to conduct the hazard analysis (see 7.4), including the following, as appropriate:

a) biological, chemical and physical characteristics;

b) composition of formulated ingredients, including additives and processing aids;

C) origin;

d) method of production;

e) packaging and delivery methods;

f) storage conditions and shelf life;

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

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

The organization shall identify statutory and regulatory food safety requirements related to the above.
The descriptions shall be kept up-to-date including, when required, in accordance with 7.7.

N

.3.3 qardnaizaaINAnA A

7.3.3.1 jaqbiu, Hunduuaridnduisaiins .
Taadiu, Munau uasidadudaarvisionuawmaril asdasgassyseasdaaiiuanans lusawuaisiy
Warinnsiasigvduasa (ada 7.4) syude&amaniidng auanuimunesy

a)  AaAnwarnIviig, il warnaAITW

b) &wuisznavuasadrunan, Nuivingiaduains uazaisaialunszuiun1snan

C) uwnavnun

d) AEnnda

e) IBMIUITLRYIARY

f)  &awasIaLAuLRzagNAn Sl

g) nsAaedEN way/via nsaflunisdaunisidviaseninenssuiuns

h) wnaeinsaassuddsduanulaasdaluainis viasasuituasianidada uasd unauiinunsau
Aun15u T4

asAnsgaviitivdiatodunguinafiderfuaiuilaasdaluamisiidaadiasdinadu
naazidaadiadunadenangagvintviviuade, lagasnns Mudadivuada 7.7
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7.3.3.2 Characteristics of end products

The characteristics of end products shall be described in documents to the extent needed to conduct
the hazard analysis (see 7.4), including information on the following, as appropriate:

a) product name or similar identification;

b) composition;

c) biological, chemical and physical characteristics relevant for food safety;

d) intended shelf life and storage conditions;

e) packaging;

f) labelling relating to food safety and/or instructions for handling, preparation and usage;
g) method(s) of distribution.

The organization shall identify statutory and regulatory food safety requirements related to the above.
The descriptions shall be kept up-to-date including, when required, in accordance with 7.7.

7.3.3.2 paudndaicaadnansatigniing

Y a o Fa e v, a x o v o a Py
AadnrazaaINdndasigavinagavgnaduraliluianans lusiseidavnaisiianisitasiduane (g 7.4),
FUAHaYREI 9, AUANMNLRUITRU:

a) fanAadauel wiansustdiedadu

b) avddsenau o

C) AaAnEaArnINIINN 1Al wazmanwtimdasiuanuilaaadanivainig

d) aandafausiuazaninaisiAuinm

e) NsusI

f) amadidmduaulaasdouataivns uay/vdaduusinlunsauding, nMsdaedau uazaisldou
g) I8nsnszanadud

avAnsgavividaiuanenguinadidariasduilssidudnosiu
Aaguragdavgniiudgetiviuade, syubofiadiasns, amudadviua 7.7

7.3.4 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 documents to the extent needed to conduct the hazard analysis (see 7.4).

Groups of users and, where appropriate, groups of consumers shall be identified for each product, and

consumer groups known to be especially vulnerable to specific food safety hazards shall be considered.

The descriptions shall be kept up-to-date including, when required, in accordance with 7.7.

7.3.4 Sanilszavnisiinlullal

Yagusraodmnin'llld, nssfiunsdamanioadvsumaaunatundasuaigaving, uasilildaauued
wlsmaaul,flu"l,ﬂ"l,mwmaLnmwu"Lm'tumsmLuumsuavmﬂﬂmamnmmmwmnnwamnmmamw1u gav'ldsuns
ANsannazaavaiunaTiluanss Wwnaazsdaaauanuiniulunisvinasiwsziauassa (g 7.4)

Aaufld uay, Adowanzay, nanuasfudina gasgnuefidvsuusazndndiaed, uaznauguiiaaiign
AATUTIN Lﬂunanaau"l,mﬂaﬁamﬂuﬁumswmammﬂaamnm‘uaamvns maa"Lmumswmimnﬂuwmu

Aasunadasgnilfulse iviuasiaadiaua, Wadasns, enudafvua 7.7

7.3.5 Flow diagrams, process steps and control measures
7.3.5.1 Flow diagrams

Flow diagrams shall be prepared for the products or process categories covered by the food safety
management system. Flow diagrams shall provide a basis for evaluating the possible occurrence,
increase or introduction of food safety hazards.

Flow diagrams shall be clear, accurate and sufficiently detailed. Flow diagrams shall, as appropriate,
include the following:

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

b) any outsourced processes and subcontracted work;

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

d) where reworking and recycling take place;

e) where end products, intermediate products, by-products and waste are released or removed.

In accordance with 7.8, the food safety team shall verify the accuracy of the flow diagrams by on-site
checking.

Verified flow diagrams shall be maintained as records.

7.3.5 uNuNANITUIUNSTHAR, i’vlumaunssu'mm‘suazu'msmsﬂ'mﬁ_u
7.3.5.1 UNUNNATTUIUNITNRG

unugfinsrnunsHangadgnineianlidnsuudaznandael via audsuanasyiiunis Aaganaldssuy
ms:mmsmwﬂaamnﬂ“tumms u,wuﬂunsymumswammaoiuﬁauaﬁumu TunmsRasanaduly'le
gasnsiiadiuld, maiufuvanmsuinuasdsiifludusanasanulaaadaluaims

ununfinszinunINdnzaasinutaiau gadag uazisaavdaadiiaowa wnuglinszinun1suan_das,
AsaunauAImat muauITEY §

a) avuwasdiduiusuasnndunaulunissifiunis

b) AlnssuaAMeEuanUIaIIUABIRTULKNNZIY

c) aeniagdiu Hunsguviandadaueissrnilonszuiuns gnindnlunnugi

d) qewmmsmLuumsﬂmLLa.,msm"Lﬂ‘LwﬂsvTuﬂuiuu

e) InfnAndrigavIng NARFUaiTENIINTTINUAS Hawaaald uartandafignilsanvdagninaan

ey da 7.8 , invruanudaaadudiiuainis gaerinnismudauaugngadnaduniu)inssun1snin 1aa
NSATIARAUAUNIUNNUITY

wuugiinszuiumsndnfimiusaundrgadlasunisiiuineiuiuia
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7.3.5.2 Description of process steps and control measures

The existing control measures, process parameters and/or the rigorousness with which they are
applied, or procedures that may influence food safety, shall be described to the extent needed to
conduct the hazard analysis (see 7.4).

External requirements (e.g. from regulatory authorities or customers) that may impact the choice and
the rigorousness of the control measures shall also be described.

The descriptions shall be updated in accordance with 7.7.

7.3.5.2 asunadiunauniswia uarunasnnsairuau

nasnsAILAuifiag. dulslunssuiums uay/viaanusaiasyionls, usasvmunmsﬂaummmwmAﬁwa
mammﬂaamﬁuwaammmmnnaﬁmr_mua.,l,aﬂm"h tuflamanseAandwiatitlunsimmeiduane (g
7.4)

ANUGaIAITIINAEuan (1u anmbasuiduguadiunguing viagndi) Marafinanssnusamaidan
WALITALANNLENIARINIATNTAILAN_SavgnaduaTiidudu

Aaduragavgniiudselviviuades eaudadivue 7.7

7.4 Hazard analysis
7.4.1 General

The food safety team shall conduct a hazard analysis to determine which hazards need to be controlled,
the degree of control required to ensure food safety, and which combination of control measures is
required.

7.4 nsimsziduasiy
7.4.1 uninn'll

Ausuanulaasdaluainsdasefiunisiwnzdduans Wamuuaianuiludusnalafidgasvinnis
AuAY, stAuaavMIsAINANNdasnIsiialiinaiulaluamulaaadauasainis, LazuInsn1sAILAN
531 (Combination of control measures) lafigiasnis

7.4.2 Hazard identification and determination of acceptable levels

7.4.2.1 All food safety hazards that are reasonably expected to occur in relation to the type of product,
type of process and actual processing facilities shall be identified and recorded. The identification shall
be based on

a) the preliminary information and data collected according to 7.3,

b) experience,

c) external information including, to the extent possible, epidemiological and other historical data, and
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.

The step(s) (from raw materials, processing and distribution) at which each food safety hazard may be
introduced shall be indicated.

7.4.2 nsdhivduasiauaznisatviuassiuiiaansule

7.4.2.1 foihiluduasasamnuilaaasiozasavinsifonue Afimanainaraiaduls Taaduiusiulsaan
2a9KAAAU UsELAnuaInszIIUAT uasivawIeANNETAINTUNTTIIUNITIR davgnuivliuasiufin nsl
lvgiavliuatfu

a) masddasduuariayafignsunulinuda 7.3

b) szaunisal
. = & P v . v a vad

c) dayaanamauan sudy, (Tullamanseiduldle) dayasuszunaivne wazlsyinau

d) dayalannriladarmisiimAuduasiauaatnis naraiendasduanulaansfauasndasusigaing
WARAUYITENTINNTELIUNIT LATAIUT B IALFTNA

Funausiien (R1nTeakiy, ATELIUAITURLAITIAINUNEL) Ausarduasauasains anaanindy gaevinns

52U

7.4.2.2 When identifying the hazards, consideration shall be given to

a) the steps preceding and following the specified operation,
b) the process equipment, utilities/services and surroundings, and
c) the preceding and following links in the food chain.

7.4.2.2 lunssvyanuiiluduase_ dgasiansan doil

a) dusaudauminuazaIuun waonﬁmmumsmmuum
b) a%asiialunsynunis, sisalna/udn1s uazdesaudng
0) eanudmdasdauntiuazanuaniuvleidaing

7.4.2.3 For each of the food safety hazards identified, the acceptable level of the food safety hazard in
the endproduct shall be determined whenever possible. The determined level shall take into account
established statutory and regulatory requirements, customer food safety requirements, the intended
use by the customer and other relevant data. The justification for, and the result of, the determination
shall be recorded.

7.4.2.3 dwduudazduasasannulaaadonasainisitlaunisti, sedunisaaniylduasfeniiludussa
sanmulaaaduravarslundsdaaigavina_daelasunisiansan winfvihld ssaunfananiunuadu
mmwmsmmwamuumnaumu darvuasiumnulaasdoluaimsaingnd, Iagussaednsun s
229gn@1 wavdiayalfmdadug wansdndulauasngraldlunisdadula uamsfatsanfiivuagasvin
lustuiia
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7.4.3 Hazard assessment

A hazard assessment shall be conducted to determine, for each food safety hazard identified (see
7.4.2), whether its elimination or reduction to acceptable levels is essential to the production of a safe
food, and whether its control is needed to enable the defined acceptable levels to be met.

Each food safety hazard shall be evaluated according to the possible severity of adverse health effects
and the likelihood of their occurrence. The methodology used shall be described, and the results of the
food safety hazard assessment shall be recorded.

7.4.3 dszifiuduansia

msdszfiuamuiluduanagasgadifiunis Lﬁaﬁ:nmnn"muﬂ,°tuum‘asé”ummmumwﬂaamﬁu‘(umms
A'ldiFunistive(g 7.4.2) Ihinmsmdanianisvihivianas gszdunisaansulédfianuaidusanisndnainisi
laasdauiali uaz wesnsauaulafinnuanidwdatviduldamsedunisaansule

WARY aomﬂuaummmamwﬂaamnm.laommi maonnﬂsvmu mummsuu,sammqnaimnmwalﬁﬂma

guawzasuymd waranudulalldlumsideduameaiu 337 lilssiuadasldsuadung, uasnanislszdiu
anufluduasadannuilaaasiauasainisdavgniiuiin

7.4.4 Selection and assessment of control measures

Based on the hazard assessment of 7.4.3, an appropriate combination of control measures shall be
selected which is capable of preventing, eliminating or reducing these food safety hazards to defined
acceptable levels.

In this selection, each of the control measures as described in 7.3.5.2 shall be reviewed with respect to
its effectiveness against the identified food safety hazards.

The control measures selected shall be categorized as to whether they need to be managed through
operational PRP(s) or by the HACCP plan.

The selection and categorization shall be carried out using a logical approach that includes assessments
with regard to the following:

a) its effect on identified food safety hazards relative to the strictness applied;

b) its feasibility for monitoring (e.g. ability to be monitored in a timely manner to enable immediate
corrections);

c) its place within the system relative to other control measures;

d) the likelihood of failure in the functioning of a control measure or significant processing variability;

e) the severity of the consequence(s) in the case of failure in its functioning;

f) whether the control measure is specifically established and applied to eliminate or significantly reduce
the level of hazard(s);

g) synergistic effects (i.e. interaction that occurs between two or more measures resulting in their
combined effect being higher than the sum of their individual effects).

Control measures categorized as belonging to the HACCP plan shall be implemented in accordance with
7.6. Other control measures shall be implemented as operational PRPs according to 7.5.

The methodology and parameters used for this categorization shall be described in documents, and the
results of the assessment shall be recorded.

7.4.4 msianuazA15dssiivinasn1snIuad

nnnsUszfivduasa anudia 7.4.3, mmsmsmsmnﬂmm (combination of control measures) Awisngau
gavgnidan mum'mmmsa’(un'rsﬂaanu findm visaandefiiludunsasamnuilaansauasarvinsiviagiu
syduTinansuls

unsidant, LLG\E\]uiﬂG\‘Sﬂ'\Sﬂ'ﬂJﬂHﬂ'ﬂJVﬂﬂiuu 7.3.5.2 gavganumudslszdnanadudoriiudunsasa
anulaansauasainisiiléfinsduely
yimnasmswaiuiniudasgninnisiag Operational

mmsmsmumumnmaa GQ Fearfuauafgy

PRPs #3a HACCP plan

asfanuasmsindszian dasgnafiulilinsadaudnassninen Adeasaunquionisilseifiudusie q
Aafl

a. HansEnusaduas aluamisisyy Auanudisaalunisaiuay

b. anunflulad1ldlunisasiatiseds (nju anuansatlunsiiliszioluznnan fianunsaudla e
c. AnuduWusfuInasnIsAIuANEU Aifiag

d. TamMauaIANUAUBRIVBINIATATITAILAN wiamsfaaulunszununisadnefivesay

e. mmquu,swawamm‘mmmnmmaummwaomsm\ﬂwuaommimsmnﬂu

f. Imnasnismuay umsauauanizuarliianiida viaaassiuausuusszasauiudunsinactef
Teagvia’lai .

g. mMstianasiu (1 natilAntiuaInnsll daeunasnsudainnnit HINAU JINAATTNUININANT HAUDY
weiagunsNIsLiiaiuTINAY

. a

112914)

NasnsAILANAdauanilsananuy HACCP plan gavgminlilfidlilvisanndasduda 7.6 asaisaiuay

a ea

audavinlldfiialdlvisannaasdu operational PRPs anudia 7.5

Ensuaziulsildlunsuanissiangas szuadinenaazdaaiiuianans wasnanislsafugasgniiuiin
]

7.5 Establishing the operational prerequisite programmes (PRPs)

The operational PRPs shall be documented and shall include the following information for each
programme:

a) food safety hazard(s) to be controlled by the programme (see 7.4.4);
b) control measure(s) (see 7.4.4);
¢) monitoring procedures that demonstrate that the operational PRPs are implemented;

7.5 asdavinllsuasulftidnisgudneaisNugiu

operational PRPs giavgninvintitfluianans uazgavasaunquivsaazidaadiayasaluiluwsazilsunsy
a) &efidludussasarnulaaasarasamisiidasaiuauiaalilsunsy (gia 7.4.4)

b) wesmsaluqu (qda 7.4.4)

c) sudnudfitinrseuilnsyienuangin operational PRPs 1éigniinluuiié

a wa

d)  msudila (corrections) uagAanssunisufiidinisud'ly (corrective actions) AAgianiunti ananis
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d) corrections and corrective actions to be taken if monitoring shows that the operational PRPs are not
in control (see 7.10.1 and 7.10.2, respectively);

e) responsibilities and authorities;

f) record(s) of monitoring.

asaLihszivAnauiia operational PRPs liaglunisaiuau (gda 7.10.1 wag 7.10.2 aua6y)
e) ANSuAAEaY wazd1ua
f) fuiinnsaanuasaiisedy

7.6 Establishing the HACCP plan

7.6.1 HACCP plan
The HACCP plan shall be documented and shall include the following information for each identified
critical control point (CCP):

a) food safety hazard(s) to be controlled at the CCP (see 7.4.4);

b) control measure(s) (see 7.4.4)

c) critical limit(s) (see 7.6.3);

d) monitoring procedure(s) (see 7.6.4);

e) corrections and corrective action(s) to be taken if critical limits are exceeded (see 7.6.5);
f) responsibilities and authorities;

g) record(s) of monitoring.

7.6 nnsiavinuwu HACCP

7.6.1 uiwu HACCP . . .
uwu HACCP gasgndaviniluianans uazdasnasauaquisiiayasialilfiluudazaninanfidiasaiuau (CCP) 7
fi:

a) &wildludussasarnulaansarasavisiignaiuquilanmiuauinaa (g 7.4.4)

b) wesnsAILAN (q 7.4.4)

c) ANnam (g 7.6.3)

d) sudaudfidinrsesaiiseds (g 7.6.4) . _

e) nsuwA'la (corrections) uasAanssunsufiitinnsuA’la (corrective actions) Mdiavuiunld wa tAuain
A13na@ (g 7.6.5)

f)  enuFufnday uaga 1wl

g) fuinmsasaiseie

7.6.2 Identification of critical control points (CCPs)

For each hazard that is to be controlled by the HACCP plan, CCP(s) shall be identified for the control
measures identified (see 7.4.4).

7.6.2 msdiivaningailgasmiunu

usazduasafazgnaruandIaunuHACCP , CCPs dav'ldfunisiiisdmiuniasnisaiuauiissy (g 7.4.4)

7.6.3 Determination of critical limits for critical control points
Critical limits shall be determined for the monitoring established for each CCP.

Critical limits shall be established to ensure that the identified acceptable level of the food safety hazard
in the end product (see 7.4.2) is not exceeded.

Critical limits shall be measurable.
The rationale for the chosen critical limits shall be documented.

Critical limits based on subjective data (such as visual inspection of product, process, handling, etc.)
shall be supported by instructions or specifications and/or education and training.

7.6.3 msAnuaAIngidnsuyainghndasaiuau
AMnaddaslasunsiiansanduua iansasiaihsyTelunsas CCP

AMnaddavgnivuatiu ilalvisiulaindrsansuanuiudusnazasarvsindndasigavina(see 7.4.2)
LitAuardinua
ANnafigasdusaia’le

v, o

funasainadiidan gasiavinlidiuanans

a wa

Adnaaiduagfudayailidanru (1w mseanagauRfiandndaed, nszununis ,mMalfitnns 1a4)_das
lasunssiiuayuala dauuzinnia slla uaz/wiansdn uwaznsilnausy
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7.6.4 System for the monitoring of critical control points

A monitoring system shall be established for each CCP to demonstrate that the CCP is in control. The
system shall include all scheduled measurements or observations relative to the critical limit(s).

The monitoring system shall consist of relevant procedures, instructions and records that cover the
following:

a) measurements or observations that provide results within an adequate time frame;

b) monitoring devices used;

c) applicable calibration methods (see 8.3);

d) monitoring frequency;

e) responsibility and authority related to monitoring and evaluation of monitoring results;
f) record requirements and methods.

The monitoring methods and frequency shall be capable of determining when the critical limits have
been exceeded in time for the product to be isolated before it is used or consumed.

7.6.4 szuunisasatidissie edngh

sruunsasaLinsy g Iavindudmsuusay CCP tauanein CCP agaalanismiuau ssuusday
ATAUARUNINUAYAIAINUANITATIATA WIan1sdutnansalniendiavAussauings

stuuasIaihse e dgavilsenavdiadunaulfiafiidadas, dauusniy, uaniufinfinsauaauds
a) msasaiauaznsdonanisal Alinadninaldnsauszasnandumunsay

b) imsavliafilinsain

c) AEnsdauwauniranlidls (g 8.3)

d) anwudlunsenafeen

e) anufuRarauuazarunaneAunsasainsed waznsdsufiunanisesaidieiy

f)  uiafaniu uadsnsnld

Ensuazanuilunisasaihsede gasanunsavinlvifansanit dialafiddnaatduseduiidivue iunan
Tunrsuanndadasiaanldaaunsidu wiansusiag

7.6.5 Actions when monitoring results exceed critical limits

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).

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).

PP

7.6.5 miﬂaumLs‘.‘lawamimi'amﬂ'\s:s’ioaanuansiﬁnqﬁ

aoa

uwummﬁ"lmLtmﬂgmnﬁufﬁmﬁﬁaoehl,ﬁumﬂﬁamﬁnqmﬁummwiﬁfimum giavsvy litaraulu HACCP
plan Tunisnszvingasvinlvdulanamaanubigasadagldasunissey, dndsamiuauaninaalanaug
aaldnisaiuau, wagiinisilasdunisiiaein (g 7.10.2)

aaa

nanssudauil§ie dae'ldsunisdavia uag s1sesne aldludifiunsattominsauAunio Saaiis
v f 1Y o v od ' a o Pe o oy ' ' x o P

s TiuNaghilaaady talvdulainndadausiwaituagiinminaaanlyl auniaglasunisdsaiiu (g

7.10.3)

7.7 Updating of preliminary information and documents specifying the PRPs and the HACCP
Plan

Following the establishment of operational PRP(s) (see 7.5) and/or the HACCP plan (see 7.6), the
organization shall update the following information, if necessary:

a) product characteristics (see 7.3.3);
b) intended use (see 7.3.4);

c) flow diagrams (see 7.3.5.1);

d) process steps (see 7.3.5.2);

e) control measures (see 7.3.5.2).

If necessary, the HACCP plan (see 7.6.1) and the procedures and instructions specifying the PRP(s)
(see 7.2) shall be amended.

7.7 mssulediayafiasdu uas LanansAivua PRPs uas wwu HACCP

ANTiAYin operational PRP(s) g 7.5) uag/w3a wiu HACCP (g 7.6) adAnsgasilsuilsediayamnaniils
uate, winddu

a) AadnwasNdadu (g 7.3.3)
b) Jaguseavdnisunluld (g 7.3.4)
c) uwugfinszununis (g 7.3.5.1)
d) dusaunszuiunis (g 7.3.5.2)
e) wuasnsAIuqu (g 7.3.5.2)

a oa o

lasnily wwu HACCP (g 7.6.1) uazdunaulfifionu uazdawusinfisyy PRPs (g 7.2) dgae'lésunisudly

7.8 Verification planning
Verification planning shall define the purpose, methods, frequencies and responsibilities for the
verification activities. The verification activities shall confirm that

a) the PRP(s) are implemented (see 7.2),
b) input to the hazard analysis (see 7.3) is continually updated,
c) the operational PRP(s) (see 7.5) and the elements within the HACCP plan (see 7.6.1) are

7.8 uHunIsMIUdaY .
LHUNITMIUFausadTnglsyavd 35015 ANNE wazANUSuAataY d1usuAanssNAITMIURAY AlNTIUNST
mudausavfiuduin

a) PRPs gnullul{iid (g 7.2) .
b) diayavdiniaiensvduasa (g 7.3) imnuiusinatnsiaciiag
c) operational PRP(s) (g 7.5) uazavasznaulu uwu HACCP (g 7.6.1) gninllufiduasifidssdindua
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implemented and effective,
d) hazard levels are within identified acceptable levels (see 7.4.2), and
e) other procedures required by the organization are implemented and effective.

The output of this planning shall be in a form suitable for the organization's method of operations.

Verification results shall be recorded and shall be communicated to the food safety team. Verification
results shall be provided to enable the analysis of the results of the verification activities (see 8.4.3).

If system 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 (see 7.4.2), the affected lots of
product shall be handled as potentially unsafe in accordance with 7.10.3.
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7.9 Traceability system

The organization shall establish and apply a traceability system that enables the identification of
product lots and their relation to batches of raw materials, processing and delivery records.

The traceability system shall be able to identify incoming material from the immediate suppliers and the
initial distribution route of the end product.

Traceability records shall be maintained for a defined period for system assessment to enable the
handling of potentially unsafe products and in the event of product withdrawal. Records shall be in
accordance with statutory and regulatory requirements and customer requirements and may, for
example, be based on the end product lot identification

7.9 szuun1sAaunau

asdnsaasiavinarinssuunsaaunay'léluld Avinlvianansateditu (Lot) vasndnfaiaiuaranuduius
Auinadiu nszuiuns waztiuinnisdenay

srunssaunduldgasanunsatsiiagfuriiidtanngdonay uazdasmenisnsyanadusy (initial
distribution route) aasnndurigaving

ﬁuﬁnmsaanna”nﬁmﬂo"lﬁ‘tumanmﬁfi'mum dmFunisdsafuszuy Walvisnansaaiunisfunan o
Ailamalidaasds wasiwanisalifllandsdausignaaudu fuiingasdasadavdudiadiviuanienguang
uwazdiad1vuagnAl wavala, aiaeny, 1y duatdu Lot. nAndarigaving

7.10 Control of nonconformity

7.10.1 Corrections

The organization shall ensure that when critical limits for CCP(s) are exceeded (see 7.6.5), or there is a
loss of control of operational PRP(s), the products affected are identified and controlled with regard to
their use and release.

A documented procedure shall be established and maintained defining

a) the identification and assessment of affected end products to determine their proper
handling (see 7.10.3), and
b) a review of the corrections carried out.

Products manufactured under conditions where critical limits have been exceeded are potentially unsafe
products and shall be handled in accordance with 7.10.3. Products manufactured under conditions
where operational PRP(s) have not been conformed with shall be evaluated with respect to the cause(s)
of the nonconformity and to the consequences thereof in terms of food safety and shall, where
necessary, be handled in accordance with 7.10.3. The evaluation shall be recorded.

All corrections shall be approved by the responsible person(s), and shall be recorded together with
information on the nature of the nonconformity, its cause(s) and consequence(s), including information
needed for traceability purposes related to the nonconforming lots.
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7.10.2 Corrective actions

Data derived from the monitoring of operational PRPs and CCPs shall be evaluated by designated
person(s) with sufficient knowledge (see 6.2) and authority (see 5.4) to initiate corrective actions.

Corrective actions shall be initiated when critical limits are exceeded (see 7.6.5) or when there is a lack
of conformity with operational PRP(s).

The organization shall establish and maintain documented procedures that specify appropriate actions
to identify and eliminate the cause of detected nonconformities, to prevent recurrence, and to bring the
process or system back into control after nonconformity is encountered. These actions include

a) reviewing nonconformities (including customer complaints),

b) reviewing trends in monitoring results that may indicate development towards loss of control,
¢) determining the cause(s) of nonconformities,

d) evaluating the need for action to ensure that nonconformities do not recur,

e) determining and implementing the actions needed,

f) recording the results of corrective actions taken, and

g) reviewing corrective actions taken to ensure that they are effective.

Corrective actions shall be recorded.
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7.10.3 Handling of potentially unsafe products

7.10.3.1 General
The organization shall handle nonconforming products by taking action(s) to prevent the
nonconforming product from entering the food chain unless it is possible to ensure that

a) the food safety hazard(s) of concern has(ve) been reduced to the defined acceptable levels,

b) the food safety hazard(s) of concern will be reduced to identified acceptable levels (see 7.4.2) prior
to entering into the food chain, or

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

All lots of product that may have been affected by a nonconforming situation shall be held under
control of the organization until they have been evaluated.

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 (see 7.10.4).

NOTE The term “withdrawal” includes recall.

The controls and related responses and authorization for dealing with potentially unsafe products shall
be documented.
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7.10.3.2 Evaluation for release

Each lot of product affected by the nonconformity shall only be released as safe when any of the
following conditions apply:

7.10.3.2 aslssfuialsanan g1/ UaanNAURRINKR

wHarsu (Lot) aagndafaaifldsunansenuaindei idlulilaudiadvua davildasaanannunainan'le
Iuannmmﬂaamnﬂmmama Wafanwsia'lald
a) wdngudu uanwilanassuuenaihsyiauaaiviuinnasmsmuquiilssanaaa

Page 20 of 24

1S022000 Requirement TH—ENG Rev 2




-For Training only -

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

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 as identified in accordance with 7.4.2);
c) the results of sampling, analysis and/or other verification activities demonstrate that the affected lot
of product complies with the identified acceptable levels for the food safety hazard(s) concerned.
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7.10.3.3 Disposition of nonconforming products

Following evaluation, if the lot of product is not acceptable for release it shall be handled by one of the
following activities:

a) reprocessing or further processing within or outside the organization to ensure that the food safety
hazard is eliminated or reduced to acceptable levels;
b) destruction and/or disposal as waste.
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7.10.4 Withdrawals

To enable and facilitate the complete and timely withdrawal of lots of end products which have been
identified as unsafe

a) top management shall appoint personnel having the authority to initiate a withdrawal and personnel
responsible for executing the withdrawal, and
b) the organization shall establish and maintain a documented procedure for

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

2) handling of withdrawn products as well as affected lots of the products still in stock, and

3) the sequence of actions to be taken.

Withdrawn products shall be secured or held under supervision until they are destroyed, used for
purposes other than originally intended, determined to be safe for the same (or other) intended use, or
reprocessed in a manner to ensure they become safe.

The cause, extent and result of a withdrawal shall be recorded and reported to top management as
input to the management review (see 5.8.2).

The organization shall verify and record the effectiveness of the withdrawal programme through the
use of appropriate techniques (e.g. mock withdrawal or practice withdrawal).
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8 Validation, verification and improvement of the food safety
management system

8 n155usay, Nsiuau wara1suiuilgeszuunisianisaulaaasfialu
a3

8.1 General

The food safety team shall plan and implement the processes needed to validate control measures
and/or control measure combinations, and to verify and improve the food safety management system.
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8.2 Validation of control measure combinations
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Prior to implementation of control measures to be included in operational PRP(s) and the HACCP plan
and after any change therein (see 8.5.2), the organization shall validate (see 3.15) that

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

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.

If the result of the validation shows that one or both of the above elements cannot be confirmed, the
control measure and/or combinations thereof shall be modified and re-assessed (see 7.4.4).

Modifications may include changes in control measures (i.e. process parameters, rigorousness and/or
their combination) and/or change(s) in the raw materials, manufacturing technologies, end product
characteristics, methods of distribution and/or intended use of the end product.
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8.3 Control of monitoring and measuring

The organization shall provide evidence that the specified monitoring and measuring methods and
equipmentare adequate to ensure the performance of the monitoring and measuring procedures.

Where necessary to ensure valid results, the measuring equipment and methods used

a) shall be calibrated or verified at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; where no such standards exist, the basis
used for calibration or verification shall be recorded,

b) shall be adjusted or re-adjusted as necessary,

c) shall be identified to enable the calibration status to be determined,

d) shall be safeguarded from adjustments that would invalidate the measurement results, and

e) shall be protected from damage and deterioration.

Records of the results of calibration and verification shall be maintained.

In addition, the organization shall assess the validity of the previous measurement results when the
equipment or process is found not to conform to requirements. If the measuring equipment is
nonconforming, the organization shall take action appropriate for the equipment and any product
affected. Records of such assessment and resulting actions shall be maintained.

When used in the monitoring and measurement of specified requirements, the ability of computer
software to satisfy the intended application shall be confirmed. This shall be undertaken prior to initial
use and shall be reconfirmed as necessary.
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8.4 Food safety management system verification

8.4.1 Internal audit

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

a) 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) is effectively implemented and updated.

An audit programme shall be planned, taking into consideration the importance of the processes and
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areas to be audited, as well as any updating actions resulting from previous audits (see 8.5.2 and
5.8.2). The audit criteria, scope, frequency and methods shall be defined. Selection of auditors and the
conduct of audits shall ensure the objectivity and impartiality of the audit process. Auditors shall not
audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting results and
maintaining records, shall be defined in a documented procedure.

The management responsible for the area being audited shall ensure that actions are taken without
undue delay to eliminate detected nonconformities and their causes. Follow-up activities shall include
the verification of the actions taken and the reporting of the verification results.

o S

AuANTuNaNa, wumduduianssulaaninaannnisasiadszfiuiicun (gda 8.5.2 uae 5.8.2)
mmm'(,ummnaﬂsumu wauLan, AMINALRIENT favlasunissyy MtdaniaaRaaINLazA1TnTIA
faanu mmm‘muu‘lq’(umwLﬂunmou,a.,l,ﬂuﬁsw wmsmﬂsvmumm“lumsaqmu’uaamtaa

ANuuRaYaY wazdadivua TunsNIunuLansatiun1sanadaauaialy, INkInsNauNaLaTas

o & e a o« « o
FatAutiuiin, gavsey'litlulansnsseidaulfiis

@n‘imsﬁ%uﬁmﬂan‘tuumumuw"msnmsﬂsaaﬂs%ﬁu gavsfulainfimssufunsdadidaanuunniauas
swguasiaunwsasfumalunafidnualaslisanin aMsfiaamunagassindinismuaavianssuile
N33 WAY NMTTLIIUNRNITMNURAL

8.4.2 Evaluation of individual verification results

The food safety team shall systematically evaluate the individual results of planned verification (see
7.8).

If verification does not demonstrate conformity with the planned arrangements, the organization shall
take action to achieve the required conformity. Such action shall include, but is not limited to, review of

a) existing procedures and communication channels (see 5.6 and 7.7),

b) the conclusions of the hazard analysis (see 7.4), the established operational PRP(s) (see 7.5) and the
HACCP plan (see 7.6.1),

c) the PRP(s) (see 7.2), and

d) the effectiveness of human resource management and of training activities (see 6.2).
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8.4.3 Analysis of results of verification activities

The food safety team shall analyze the results of verification activities, including the results of the
internal audits (see 8.4.1) and external audits. The analysis shall be carried out in order

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

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

¢) to identify trends which indicate a higher incidence of potentially unsafe products,

d) to establish information for planning of the internal audit programme concerning the status and
importance of areas to be audited, and

e) to provide evidence that any corrections and corrective actions that have been taken are effective.

The results of the analysis and the resulting activities shall be recorded and shall be reported, in an
appropriate manner, to top management as input to the management review (see 5.8.2). It shall also
be used as an input for updating the food safety management system (see 8.5.2).
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8.5 Improvement
8.5.1 Continual improvement
Top management shall ensure that the organization continually improves the effectiveness of the food

safety management system through the use of communication (see 5.6), management review (see
5.8), internal audit (see 8.4.1), evaluation of individual verification results (see 8.4.2), analysis of

8.5 nsul3uilse
8.5.1 na1silsuilqvatinematiias
fusvsssdugedaviulaii asdnssimsWanmilssanaaauasssuunmsianisaulaandaluaivisaing

salas Wrumenstinsdasns (gia 5.6), msnumulaadedws (gia 5.8), Mmsasiadaaunialu (g
dia 8.4.1), msdsyifiunausaznismuday (gdia 8.4.2), MsitAgrinanavianssunIsmuday (qiia
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results of verification activities (see 8.4.3), validation of control measure combinations (see 8.2),
corrective actions (see 7.10.2) and food safety management system updating (see 8.5.2).

NOTE ISO 9001 addresses continual improvement of the effectiveness of quality management systems.
ISO 9004 provides guidance on continual improvement of the effectiveness and efficiency of quality
management systems beyond what is addressed in ISO 9001.

PR

8.4.3), mMssusasnaNInsNITAILANGIN (gdia 8.2), msUfitinsudly (gdia 7.10.2), wazarsvinlvissuudi
anuiuads (qda 8.5.2)

NOTE : IS09001 52y nsusuiysatnssiaiiiag Usz@ndnazaszuuudmsaanIn 1IS09004 Tiuuinielunis
YFuilgelsednian dse@ngna vavszuuuinisaaninatlvsatiiag unnniiszyiu 1ISO9001

8.5.2 Updating the food safety management system
Top management shall ensure that the food safety management system is continually updated.

In order 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 7.4), the established operational PRP(s) (see 7.5) and the HACCP plan (see 7.6.1).

The evaluation and updating activities shall be based on

a) input from communication, external as well as internal, as stated in 5.6,

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

c) output from the analysis of results of verification activities (see 8.4.3), and

d) output from management review (see 5.8.3).

System updating activities shall be recorded and reported, in an appropriate manner, as input to the
management review (see 5.8.2).

8.5.2 nsvinliiszuunisianisaulaaasdialuatnisfiauviuadia

fuswsssdugedaviulainssuunisdanisanuilaasdaluamisiasunisvinlviviuasieadosaiiiag

uasvinlviussa, Auuanulaassaluavnsgasvinnisdsafiussuuanulaaasaluavinsaiuaionani
Anue AusugasAnsanisanuiniulunismumunisitenziduasa (gia 7.4), nns¥avin operational
PRP(s) (giia 7.5) wasuwu HACCP (gda 7.6.1)

Aanssunmsssiiunaznsvinivviuaiagas fevian

a) ﬁagaﬂnﬁwmnmsﬁaﬂﬁ, ﬁgmnmﬂuanuazmﬂlu, aufiszyludia 5.6
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anulaandaluaims

o) wan'ldannsiszdnasasianssunismugay (qda 8.4.3)

d) wanlagannmsnumuleadhauinis (gda 5.8.3)
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