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Good veterinary practices have been applied in the use of veterinary
medicines (including growth promoters) and agriculture chemicals in live
animals, and any residues of hormones. antibiotics, pesticides, heavy metals

or any other pollutants in- meat and/or meat product comply with (GSO

382,GS0 2481, GSO 1016, GSO CODEX STAN 193). / Canli heyvanlarda

baytarhg dsrmanlarimn (béyiimas dastaklayicilari daxil olmagla) va kond
tasarrijfatt kimyavi maddalarinin istifadasinda yaxsi baytarliq tacriibalari
tathiq edilmisdir va hormonlarin, antibiotiklarin, pestisidiarin, agwr
metallanin va ya af vo / va ya at mahsulundaki har hansi digor
cirklandiricilarin qaliglar: ( GSO 382, GSO 2481, GSO 1016, GSO CODEX
STAN 193).
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The meat has been derived from healthy animals that have no apparent
evidence of any contagious and/or infectious disease as listed by (OIE). / ¢
(OIE) tarafindan gostarildivi kimi har hanst bir yoluxucu va / va ya yoluxucu
xasitaliva dalil olmavan saglam heyvanlardan alda edilmisdir.
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The meat and/or meat product originates from animals that have not been
slaughtered for the purpose of disease eradication or disease control. . / 8¢
va / va ya ot mahsulu, xastaliyin lagvi va ya xastalikla miibariza magsadi ilz
kasilmomis heyvanlardan gaynaglamr,
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The meat and/or meat product has not been derived from animals fed on
processed animal protein, excluding fishmeal. / Ot va / va ya at mahsulu, baliq
unu xaricinda islonmis heyvan ziilal ila gidalanan heyvanlardan alda

edilmamigdir.
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Meat derived from animals that were born and reared in country origin and
from livestock that were officially registered at the comipetent authority of the
exporting country. / Olka mangali dogulmuy vetisdirilon heyvanlardan va
ixvacatgr dlkanin  salahiyyvatli  organlarinda rosmi  qevdivvata alinan
heyvandariigdan alman at.
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The meat has been obtained from animals which have been reared in
territory/ies [name]. / Ot arazilarda yetisdirilon heyvanlardan sld edilmisdir
[adif
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The meat comes from animals which were not bred genetically modified or
engineered in a way that does not occur naturally by multiplication and /or
natural recombination. / 9t, genetik cahatdan davisdirilmamis va ya coxalma
va / va ya tabii rekombinasiva yolu ils tabii olaraq bas vermayacak gokilds
hazird yvan heyvanlardan galir.
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The meat has been obtained from animals which have been transporied from
farms in comply with the (GSO 714 and 1400) requirements. / &t (GSO 714
va 1400) talablarina uygun olaraq teserriifatlardan dasman heyvanlardan
aldz edilmisdir.
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The carcass or its parts have been marked with a health mark in accordance
with [GSO 996]. / Camdak va ya onun hissalari [GSO 996] uygun olarag
saglamiiq isarasi ila gevd edilmisdir.
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The meat has been stored and transported in accordance with GSO 815 and
GSO 323./ Or GSO 815 va GSO 323 standartiarina uygun olaraq saxlaniih
va daswimgdir.
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The meat has been obtained separate from meat not conforming to the
requirements set out in this certificate during all stages of its production,
transport and storage. / O istehsal, daginma va saxianmanmn biitin
marhalalarinda bu sertifikatda gistarilon talablora uygun olmavan atdon ayri
almmamisdir.
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I the undersigned, authorized person, certify that the good described above
meets all the requirements mentioned in this certificate. / Man im=alanms,
salahivyatli saxs yuxarida tasvir olunan malm bu sertifikatda gostarilon biitiin
talablara cavab verdivini tasdiglayiram.
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Introduction:

The framework for regulating the import of food products into Kingdom of Saudi Arabia

and the relevant requirements and conditions is based on article 7 under KSA Food Act,
which states that:

“Imported food shall not be released prior to SFDA approval as laid down by the
regulations, policies and procedures under this Act. SFDA shall be responsible for
developing regulatory bylaws for controlling the clearance process of foodstuff
intended for importation into the Kingdom of Saudi Arabia”.

In addition to Article 3 (paragraph. 4) under Food Act bylaws which stipulates the
following:

“Countries exporting their products to Kingdom of Saudi Arabia shall comply with the
import conditions and requirements issued by SFDA".

Article 1: scope and definitions

Scope:

These requirements and conditions apply to all food products imported from the

exporting countries into Kingdom of Saudi Arabia.

Purpose:
This document aims at the following:

1. Lay down the conditions and requirements, which must be met by the competent
authorities in countries intending to export their food products to Kingdom of Saudi
Arabia.

2. Provide assurances from competent authority (s) in exporting countries that the
entities wishing to export their products to the Kingdom of Saudi Arabia comply with
the regulations approved by the Kingdom related to human, animal or plant health.

3. Ensure food safety and facilitate movement of international trade.



Article 2: definitions

1. Competent Authority: the body/bodies responsible for the official food controls in
the exporting countries.

2. Food: any material (raw, fresh, processed, or partially processed) intended for human
consumption. It shall also include any substances used in the manufacturing preparation
or treatment of food.

3. Food Chain: the different stages which food undergo from primary production to
human consumption, including food importing, exporting, manufacturing, preparing,
treatment, packaging, stocking, moving, possession, distribution, presenting for sale,
selling and complimentary distribution.

4. Food Establishment: any entity of legal existence involved in food handling during
any stage of the food chain, except for home kitchens.

5. Technical Regulations: Mandatory documents that describe food components, its
manufacturing and producing methods and the rules that control such properties. They
also include terms, sings, packaging, illustrative data or food label related to food or its
production method.

6. Sanitary and Environmental Requirements: instructions, rules or guidelines, which
must be maintained when handing food to ensure the safety of health and environment
as stipulated by the relevant technical regulations.

7. Primary Production: it refers to breeding and rearing farm animals prior to slaughter,
in addition to the cultivation of primary products, which may include harvesting and
milking. It also refers to hunting and fishing, collecting and producing crustaceans, and

harvesting wild plants.



8. Risks: potential factors indicating the level of negative effect on human health as a
result of exposure to a certain food source.

9. Hazard: a biological, chemical or physical factor present in food or a state, which may
render food harmful or detrimental to human health.

10. Food traceability: measures or procedures followed to help track any food or
component of food through all stages of food chain.

11. Inspection: a set of checks and controls on food handling throughout the stages of
food production to ensure compliance with the regulatory requirements.

12. The Kingdom: the Kingdom of Saudi Arabia.



Chapter 1

Import Conditions



Article 3: Food Controls in the Exporting Country

1. SFDA has the right to officially audit the operational procedures of the competent
authority/authorities in the exporting country to verify that the legislations and
regulatory systems in that country are in compliance with KSA food law, technical
regulations, standards, guidelines, directives and any legislations related to KSA animal
and plant health code.

2. SFDA may either carry out the audit or delegate the competent authority/authorities
in the exporting country (or any third party, private or public, as per to Article 43 under
Saudi Food Act) to do so in order to check in particular:

2.1 The availability of applicable legislations in the exporting country concerning
food safety, animal and plant health, plant protection and animal welfare and products,
the use of drugs, animal feeds and their byproducts.

2.2 The organization of the exporting country’s competent authorities, their powers
and independence, the supervision to which they are subject and the authority they
have to effectively enforce the law.

2.3 That the control systems are maintained and documented.

2.4 That the competent authorities have sufficient resources, including diagnostic
facilities, to perform their missions.

2.5 The training programs for the inspectors or staff involved in the official controls.

2.6 The animal and plant health situation and zoonosis.

2.7 The notification system for outbreaks of animal and plant diseases to the

relevant international bodies (where applicable).



2.8 The official controls on the import of animals, plants and their products in the
exporting country, and to which extent the SPS and animal welfare standards are
applied without compromising consumers’ health, the implementation of the
appropriate protection measures to safeguard food against the potential sources of
risks related to the surrounding environmental factors, agricultural inputs or any other
materials used in the primary production.

2.9 The assurances which the exporting competent authorities can provide regarding
compliance with, or equivalence to, KSA import requirements.

3. SFDA may demand that the exporting country provide information in relation with the
controls stated above in paragraph (1), and , where necessary, the records which verify

the implementation of such controls.
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Import Requirements



Article 4: General Import Requirements:

The SFDA may request accurate and up-to-date information on the general organization
and management of food, veterinary, sanitary and phytosanitary control systems applied
in the exporting countries intending to export products to KSA. This may include:

1.1. Any existing, new or proposed sanitary or phytosanitary regulations.

1.2. Control and inspection procedures, as well as relevant pesticide or food additive
tolerance levels and regulations.

1.3. Any information related to the food chain.

4.1 Residue Plans for Foods of Animal Origin

All countries intending to export their products of animal origin to KSA shall have in
place an effective residue control plans for banned or controlled chemicals, antibiotics,
hormones or/and other contaminants in line with SFDA requirements. These plans shall

be in place for the particular type of food intended to be exported to KSA.

4.2 Residue Plans for Foods of Plant Origin and Their Products

The SFDA may demand official guarantees from the central competent authority in the
exporting country regarding the use or the restriction of certain chemicals involved in
the manufacture of foods of plant origin, or regarding the composition (e.g. absence of
genetically modified organisms (GMOs)) of the product and/or the post-harvest
treatment.

4.3: Traceability of Foods of Animal Origin and Their Products

All countries intending to export their food products of animal origin to KSA shall have

in place a traceability system for such products through all the stages of food chain.



4.4 Temporary exemption

The SFDA may allow exemptions from the conditions set out in paragraph 4.1 to 4.3
and for a period that it determines at the request of the exporting country or a request

from the importer.

4.5 Certification of Food Products of Animal Origin and Their Products

1.Halal Slaughter Certificates:

1.1. Consignments of whole meat and their parts intended for exportation to KSA
shall be accompanied by halal slaughter certificates attesting that the animals are
slaughtered according to the requirements as laid down by by the relevant GSO
standards and regulations.

1.2. The halal slaughter certificate accompanying consignments of whole meat and
their parts destined for KSA market shall be issued from an Islamic center or society

accredited by KSA bodies authorized for supervising Islamic Slaughter.

2. Halal Certificates

2.1. Consignments of products containing meat ingredients shall be accompanied by
halal certificates as laid down by the relevant GSO standard specifications, which
stipulate that such ingredients comply with KSA halal standards and regulations.

2.2. The halal certificates accompanying products containing meat ingredients shall

be issued by the concerned Islamic centers or societies.



3. Health Certificates

3.1. Consignments of products of animal origin shall be accompanied by appropriate
health certificates issued by the competent authority in the exporting country.

3.2. The SFDA shall have the right to put the exporting countries into different
categories according to the outcome of risk assessments, the conditions under articles
(1 thru 5) of this document, and as per the assurances submitted by each exporting
country regarding the products intended for exportation to KSA.

3.3. The health certificate forms, as required by paragraph 3.1 and 3.2 under article
3, shall follow the SFDA health certificate or GSO health certificate model in terms of
format and content, or shall be in a format to be determined by SFDA in case of

absence of a SFDA model in the appendix 1.

Certification of processed Fruits, Vegetables and Grains

1. An official phytosanitary certificate shall be provided by the competent authority in
the exporting country when importing fresh fruit and vegetables, and grains.
2. The format of the phytosanitary certificate shall follow the model set out by the

concerned competent authority in KSA.



Chapter 3
SFDA Procedures
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Article 5: SFDA Procedures:

1. The SFDA shall set detailed conditions and procedures for the import of food
products from a country (or from areas/regions within the country) if such conditions
and procedures are not provided for by KSA legislations. In addition, when necessary,
the concerned KSA competent authority shall draw detailed conditions for animal health
in coordination with SFDA. The purpose of these detailed conditions and procedures is
to achieve the following:

1.1. To list the exporting countries from which certain products can be imported into
KSA.

1.2. To design standard models for the health certificates accompanying food
consignments.

1.3. To create specific import conditions (e.g. additional guarantees such as
regionalization) tailored according to the type of product, animal or associated risks,
taking into account the information provided by the exporting country. These specific
import condition may apply to one or more products, one or more countries, one or
more regions within the country.

2. The exporting country shall be added to the aforementioned list indicated in
paragraph 1.1 under Article 5, only if all the required guarantees ensuring compliance or
equivalence with KSA food law and animal health code are presented by the exporting
country.

3. When designing or updating the above list, the following must be considered:

3.1. The exporting country’s legislations on food safety, animal and plant health.
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3.2. The structure, organization, official controls and jurisdictions of the competent
authority in the exporting country, in addition to the guarantees it can provide to
enforce the relevant legislations.

3.3. The existence of adequate official controls in the exporting country.

3.4. The efficiency and rapidity of the information exchange system on the presence
of food risks.

3.5. The guarantees, which can be provided by the exporting countries to ensure
that the requirements, met by food establishments, are in compliance or equivalence
with KSA Food law.

3.6. Designing and timely updating a list for food establishments.

3.7. The establishments added to the list in paragraph 3.6 under Article 5 shall be
subject to the efficient and periodical control of the competent authority in the

exporting country.

Article 6: Import Requirements for Foods of Animal Origin:

1. Country List:

1.1. Without prejudice to the requirements of Articles 4, SFDA shall make a list of all
countries approved, on health grounds, for exporting products of animal origin and
other products to KSA, drawing upon relevant fact sheets and other information
published by international entities. With respect to animal health, other KSA competent
authorities shall be involved.

1.2. Where any country fails to meet the eligibility requirements for entry into the
“country list”, SFDA may issue import permits for food products on a case-by-case basis
and upon request from the importer. Such permits may entail the provision of

attestations from a responsible official body in the country of export.



2. Establishment List

2.1. SFDA may grant permission for food establishments to import products
intended for human consumption to KSA, if such premises are approved to export their
products by the recognized control authority in the exporting country.

2.2. Import from establishments, which are not granted SFDA approval, shall only be

permitted if the requirements stated in paragraph 1.2 under article 6, are met.

Article 7: Imports Requirements for Foods of Plant Origin

and their products:

1. The SFDA may require special conditions to be met by establishments processing
food products of plant origin and other products and may allow import only from such
establishments.

2. Import from establishments, which are not granted SFDA approval, shall only be

permitted if the requirements stated in paragraph 1.2 under article 6, are met.



Article 8: Auditing the Competent Authorities in the
Exporting Countries

1. The frequency of audits carried out by SFDA in the exporting countries shall depend
on the following:

1.1. The risk assessments of products exported to the KSA;

1.2. The provisions of KSA legislations:

1.3. The quantity and nature of imports from the concerned country:

1.4. The results of controls carried out by SFDA or other official inspection services.

1.5. The regular inspection reports and other official controls on food products
imported from the concerned exporting country;

1.6. The available information from SFDA or other official bodies in KSA.

1.7. The information received from internationally recognized bodies such as the
World Health Organization (WHO), the Codex Alimentarius Commission and the World
Organization for Animal Health (OIE), or from other sources;

1.8. The presence of outbreaks or emergencies, which may pose risk to public
health.

1.9. The need for investigation and/or response to emergencies in each exporting
countries.

2. The criteria used for the purpose of country risk assessment shall be left to the

discretion of SFDA.



Appendix 1: Model of SFDA Health Certificate

Health Certificate for Export of Red Meat
and Meat Products to the KSA

wl| lailaiiag @galll panil dnvall Gala il

aiagaull auyell dslaall

Consignor (Exporter) (Jaaall) Juyall | Certificate Reference No. daall daladill cneagall @épll
Name @wll| Place of Issue Jlanlll glsa
Address glgisll Date of Issue JlaoMl ayyli
Consignee (importer) (ygiwall) ad] Juyall

Competent/Certifying Authority dnitall aulayll aaall
Name @w\l

Address glgisall
Address glgisall

Country of origin Liviall aly ISO code gjalil jaj

Country of Jgogll aly ISO code gjulll jaj

Destination

Producer/Slaughterhouse Est. Slwall/é@=iball &Spill

Packing Est. (if applicable)

(x2g g)) ali=all aspiul

Name @uwMl Name @uwl|

Address glgi=ll Address glgi=ll

Halal Slaughtering Certificate TJuall 21l Galaub
:lmjana Certificate No:

Source:

dalauill @dy

Border of Entry/Country of Jgaall 3aia/ Jgogll Al

Border of Loading/Country
of Dispatch

Juaaill gdga/ajaléall sl

Conveyance Identification No.

diga/nayill @épl
Jaill dluwg

Destination

Means of transport/conveyance Jaill aluug
By Air O wga
By Sea (| [G]EY]
By Road | wp

Temperature of Food product

asilagll dslall han d)ln daya

Ambient aayall Gjlpx aaya
Chilled Apa
Frozen aqla

Commodities Certified for:

:¢né LmaladiwY gilayl gagdyi @i

Other [ wal

After Further Process [] dialb] dallea aw)

Human Consumption Directly: [] :dpiilia aslll Elaiwl

Identification of the Food Products

a13¢lll yiaig Wiogi

Name & Description of Food HS-Code Treatment Type| Brand Name |Production Date | Expiry Date | No Packages Batch/Lot No. Total Weight
asila2ll dalall ogg @ul |&rspaall dapill aiy | dalleall ggi | duylaill dallall LMl ayli  [<l&iiMl agli| agyhllaac | daall/dlsibill @é) | ol gjgll
Health Attestations druall Alalall

The meat and/or meat product are safe and fit for human consumption

aalll Allaiwl éallog (diol) daslw Lailaiia gi/g @galll gi

Animals have been slaughtered in a slaughterhouse approved and
under the supervision of the competent authority of the exporting

country, and is approved by the Saudi Food and Drug Authority.

na dnidall Glaall b go aaieag gadpa alwa ena dlilgall a1h @i
Gni Jasug cIgallg claell dalell &iall Jié go aple Galgag Litiall aly
.4)anall dlgally &aidall dulépl daall W)

The meat and/or meat product from animals that have been subjected
to ante-mortem and post- mortem inspection by veterinarians

assigned by the Competent Authority of the country of origin.

g0 aaug Al 1é ool Geids dlilgu go Lailaiia gi/g @galll ai
Litiall aly (né @nidall aulal aaall grsali gupay cubi Jué




The meat and/or meat product was handled at an establishment that

has been subjected to inspections by the competent authority and
implements a food safety management system based on HACCP

principles or an equivalent system.

g0 éléll desla alitia ¢na lailaiia gi/g @galll Jglai dllac <l @i
] Ialiiwl <1321 Gal &)la) @lki @Guhig duaizall auléyl daall Jub
.alilay Lo gi cwwlall @lki tnala

Good veterinary practices have been applied in the use of veterinary
medicines (including growth promoters) and agriculture chemicals in
live animals, and any residues of hormones, antibiotics, pesticides,
heavy metals or any other pollutants in meat and/or meat product

comply with (GSO 382,GSO 2481, GSO 1016, GSO CODEX STAN 193).

Lay) &phaull dygall laaiwl nad dxall daphll Aluylaall Guhi ai
wi gig,aall alilguall ¢né dycljll alyglaysllg (gaill dljéaa Laya
gl alaill galeall «Glayall déyguall alalaall «iLigagall ga Glyéria
Gllbiall g o Gédlgio Lailaiia gi/g @g-alll ¢né Gliglall g-o Lajé

GSO 382, GSO 2481, GSO 1016, GSO CODEX STAN 193 araulall

The meat has been derived from healthy animals that have no
apparent evidence of any contagious and/or infectious disease as

listed by (OIE).

ayiligll gi/g &a=all Wlalll g a &yl Alilgn g-a @galll jana gi
(OIE) ayilgyall Ganll dylgall dakiall @ilgs ¢né diasiallg

The meat and/or meat product originates from animals that have not
been slaughtered for the purpose of disease eradication or disease

control.

gi Bl (nle Lasll ané) langa (@il @l lailaiia gi/g @galll jana ai
awa @saill

The meat and/or meat product has not been derived from animals fed

on processed animal protein, excluding fishmeal.

o-tigpll Laiaei @iy @l alilgs Lailaiia gi/g @g-alll jynaa gi
LClawll ga €lli elifiwl giaall guilgall

Meat derived from animals that were born and reared in country origin
and from livestock that were officially registered at the competent

authority of the exporting country.

glehé goa Litiall aly ¢na Gliiiig Galg Glilgan ga &aili @galll gi
Lisiall aly (né @nisall Glaall (al lpaw) dlawa

The meat has been obtained from animals which have been reared in

territory/ies [name]

@l ] dlebléall /a ebldall (na Gyi Glilgis go @alll gLiil @i
[ aabldall

The meat comes from animals which were not bred genetically
modified or engineered in a way that does not occur naturally by

multiplication and /or natural recombination.

laylc Jgmall @i gi)ala=o) Liiljg 0jgan jué GLilges ga @galll jana
aiysall aygyall ayiaill elxsinl Gub g

The meat has been obtained from animals which have been
transported from farms in comply with the (GSO 714 and 1400)

requirements

20 Gélgis La gjli-all ga Lalai @i ALilgis g-a @alll jx na gg-<i g
1400 g 714 @éy daulall apuliéll alavlgall alulhia

The carcass or its parts have been marked with a health mark in

accordance with [GSO 996].

danlgall e 2iliall cljal gi Ailiall wle (@ill) &l Galell agag
996 aalall apwlysll

The meat has been stored and transported in accordance with GSO A0

and GSO 323.

g GSO 815. dyaulall awléll dlanlgall lib Lalbig @galll gajai @i
GS0323

The meat has been obtained separate from meat not conforming to
the requirements set out in this certificate during all stages of its

production, transport and storage.

Wwgnaiall Gllbiall ga GalgiiVl @gal ¢l ge oli Jjas @alll Liil @i
Rjaillg Jaillg liiVl Jalja grad JUs éalauill ada gna layle

| the undersigned, authorized person, certify that the good described

above meets all the requirements mentioned in this certificate

laaLogi é3)lgl &_cladl gl apal gaisrall Jgiwall alisi g_égall Lii
Jaaladull tna éyylgll &l bg il gras (nagiwi allcl

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

wridall gaduill darbgg @ul
Lal giiy enill &)1aY1 @ul
ol @iall

Ll




With regard to BSE:

For export from countries classified by the (OIE) as having negligible BSE risk:

1. That the country or region comply with the requirements mentioned in Clause No.
(11.4.3) at the (OIE).

2. That the meat and meat products are from bovine subjected to ante- and post-
mortem inspection.

3. That meat and meat products are produced from bovine born after the date from
which the ban on the use of animal protein (meat-and-bone meal) derived from
ruminants had been enforced.

For export from countries classified by the (OIE) as Controlled BSE risk:

1. That the country or region comply with the requirements mentioned in Clause No.
(11.4.4) at the (OIE).

2. That the meat and meat products are from bovine subjected to ante- and post-
mortem inspection.

3. That meat and meat products were derived from bovine that were not subjected to a
stunning process, prior to slaughter, with a device injecting compressed air or gas into
the cranial cavity, or to a pithing process;

4. Meat and meat products and meat were produced / handled in a manner that
ensures such products do not contain and have not been contaminated with:

* Tonsils and distal ileum of carcasses for all ages.

* The brain, eyes, spinal cord, skull and vertebral column from cattle that are over (30)
months.

* Mechanically separated meat from the skull and vertebral column from bovine over

(30) months of age.



For export from countries classified by the (OIE) as Undetermined BSE risk:

1. Meat and meat products should be from bovine:

- not fed on animal protein (meat-and-bone meal or greaves) from ruminants.

- passed ante- and post-mortem inspections.

- were not subjected to a stunning process, prior to slaughter, with a device injecting
compressed air or gas into the cranial cavity, or to a pithing process;

2. Meat and its products have been produced / handled in a manner that ensures that
such products do not contain and have not been contaminated with:

* Tonsils and Distal ileum of carcasses for all ages.

* Brain, eyes, spinal cord, skull and vertebral column, from cattle more than (12) months
old.

* nervous and lymphatic tissues exposed during the deboning process,

* Mechanically separated meat from the skull and vertebral column from cattle over 12

months of age.

With regard to FMD:
All consignments should be in compliance with the requirements stipulated in Chapter

(8.8) of the OIE Land Terrestrial Constitution (OIE).



Health Certificate for Export of Poultry Meat
And Poultry Meat Products to the KSA

g=2lgall @gal jpianil G el dala dull
duagsall dpell @laall wl] lailaiiog

Consignor (Exporter) (Jaaall) Juyall Certificate Reference No. ol dalauilll (neapall @éyll
Name @uw\l Place of Issue Jlanll glsa
Address glgisll Date of Issue JlaoMl Ayyli
Consignee (importer) (ygiwall) ad] Juyall

Competent/Certifying Authority daivall aulayll aaall
Name @w\l

Address glgisall
Address glgisll

Country of origin Liriall aly ISO code gjulll jaj

Country of Jgogll aly ISO code gjulll jaj

Destination

Producer/Slaughterhouse Est. Alwall/a=iball &Spill

Name

Packing Est. (if applicable) (a2g gl) éliall aspidll

@l | Name wlll

Address glgi=ll Address glgi=ll

Halal Slaughtering Certificate 2.J\Ja.ll 21l Galaub
:lajana Certificate No:

Source:

dalauill @dy

Border of Entry/Country of Jgaall 3aia/ Jgogll aly

Border of Loading/Country Jranill géga/éjalaall Aly

of Dispatch

&iga/inaysill @il
Jaill aliug

Conveyance Identification No.

Destination

Means of transport/conveyance Jaill aluug
By Air O wga
By Sea (| [G]EY]
By Road O wp

Temperature of Food product ailagll dalall han d)lpn daya

Ambient aayall Gjlpp aaya
Chilled ajpa
Frozen aqaa

Commodities Certified for:

:na laalayiwV @ikl gardyi @i

Other [ wal

After Further Process [] dualo] allea a=)

Human Consumption Directly: [] :apiilia ¢naalll clMaiwVl

Identification of the Food Products

831l Gyinig yogi

Name & Description of Food HS-Code Treatment Type | Brand Name |Production Date | Expiry Date | No Packages Batch/Lot No. Total Weight
agilasll dalall ogg @ul | &ispaall dayeill aiy| @alleall ggi |&yylaill Gallell alii¥l Ayl | <l&iiMl agyli| agyhll aac | deaall/alsibill @éy| ol gjgll
Health Attestations druall Alalall

The poultry meat and/or poultry meat products are safe and fit for

human consumption

waalll ¢Mlaiwll dallog (dial) daslw Lailaiia gi/g galgall @gal gi

The birds have been slaughtered in a slaughterhouse approved and
under the supervision of the competent authority of the exporting

country, and is approved by the Saudi Food and Drug Authority.

ali na dnisall Glaall J1d ga aaieag gadpa al wa cna jgibhll i @i
Ani Jasug clgallg cla2ll dalell & uall J1é gao atle (G-algag Ldwiall
.4janall dlgalli daivall auléll daall Glp)

The poultry meat and/or poultry meat product from birds that have
been subjected to ante-mortem and post- mortem inspection by
veterinarians assigned by the Competent Authority of the country of

origin.

aasyg uall Jué gaaall Geid jg b ga Lailaiia gi/g galgall @gal gi
Lisiall sly né anidvall aulagl aaall greli gupby clibf Jis go




The poultry meat and/or poultry meat product was handled at an

establishment that has been subjected to inspections by the
competent authority and implements a food safety management

system based on HACCP principles or an equivalent system.

asol aludia (na lailaiia gi/g g-algall @gal Jglai alilac ely o) @i
clagll Gallw &)la] @lki Guig dnizall dylapl danll Jié ga dléll
.alilay la gi cuwlall @lki tnalia w] isliiwl

Good veterinary practices have been applied in the use of veterinary
medicines (including growth promoters) and agriculture chemicals in
live animals, and any residues of hormones, antibiotics, pesticides,
heavy metals or any other pollutants in meat and/or meat product

comply with (GSO FAF,GSO P£AI, GSO 1-11, GSO CODEX STAN 191).

Lay) &yl &ygalll @laaiwl ¢né dxyall &y paull Glwjlaall Gubi @i
i gig &yl alilgall (né drch il Glyglaislig (gaill dlj-daa Laya
gl alaill galeall «lagall dygyall Glalaall Gligajall go Glyéyia
Gllhiall 2 o &é4lgia Lailaiia gi/g @galll (na Gliglall go Lapé

GSO 382, GSO 2481, GSO 1016, GSO CODEX STAN 193 drarlsll

The poultry meat and/or poultry meat product has been derived from
healthy birds that have no apparent evidence of any contagious and/or

infectious disease as listed by (OIE).

asasall holll go aylla jgib na Lailaiia gi/g galgall @gal jana gi
&ilgaall & anll aylgall & abiall @ilga (na & iasiallg &yibigll gi/g
.(OIE)

The poultry meat and/or poultry meat product originates from birds
that have not been slaughtered for the purpose of disease eradication

or disease control.

e cLadll s né) laags @iy @l Lailaiia gi/g g-algall @g-al jasa gi
a8 @il gf lyalll

The poultry meat and/or poultry meat product has not been derived

from birds fed on processed animal protein, excluding fishmeal.

otigpil Laiiasi @i @l jgb Lailaiia gi/g g-3lgall gl jrna gi
.Cllawlil go €l clifiwl giaall cnilgaall

The Poultry have been kept in a country or zone free from infection
with Newcastle disease since they were hatched or for at least the past

21days

wna Jall anle sl lagy 2111 YU gi lawéa dia duéy galgall gasi gi
Juwlsgui gja ga adls déhia gi aly

The poultry meat has been obtained from poultry that during
transport to the slaughterhouse, did not come into contact with
poultry infected with highly pathogenic avian influenza or Newcastle

disease or any other notifiable diseases included in the OIE list.

Wy &ylaa jgib 2a diai @l jgub ga Lailaiiag galgall @gal ggsi gi
ooi gl Libiall Latai cLiff Julsgrill gjag aglpall tallc jguhll ljiglail
dpallall &abiall dails (na &)g Saall aic giliill walgll oVl g a

OIE dyilgyall @l

The meat has not been in contact at any time during slaughter, cutting,
storage or transport with poultry or meat lower health status or

prohibited by Islamic sharia.

Jaill gl gujaill gi guhaill gl aall «Lifl Giég i ha @galll @isial @ac
.g0lwlll d=ypill (né dajaa gi dyiaio dan dlls Gl @gal gi jgub 2o

The poultry meat accompanied by a Halal slaughter certificate as per
GSO 993 “Animal Slaughtering Requirements According to Islamic
Rules” Issued by an Islamic center or Islamic association accredited by

the Kingdom.

Qs JUa a3 dalaiy &1gana Lailaiiag g-algall @gal gg-<i gi
840 glgaall 84557 ALl "(993) @8 dsulall &y wliall & aolgall
wal daqiea drall wl d12a3 gi jSp0 g0 dalo "drallwlll @l il

.&slaall

The poultry meat or product thereof were prepared, handled, stored,

and transported according to the GSO 323, GSO 713"

lalaig laiyjaig Lalglaig Lajasi @i Lailaiia gi/g g-2lgall gl gi
.GSO 713 g GSO 323 éyaulall pwliall Glaolgall laag

The poultry meat were not from genetically modified birds and their

products in accordance with GSO 2141.

Jgmall i gi Liiljg ajg-a0 jgib ga Lailaiiag galgall @g-al gg-<iVl gi
daplgall Ladg & iaall & guall & yisill alasiwl G-yb g Layle
GSO 2141 dyaylall dpwliall

The poultry meat derived from birds that were officially registered at

the competent authority of the exporting country

aulayll &aall wal iva wy dla wa galga go éaili g-algall @gal gi
.Gjanall algall daijall

| the undersigned, authorized person, certify that the good described

above meets all the requirements mentioned in this certificate

laabogl dajlgl & cladl gl a6l gaisall Jgiwall alisi g_égall Lil
.aaladll (na d3lgll &l bg pitll gLaa (nagiwi allei

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

waidall gaduill daubgg @ul
La gy gl &1yl @ul
tawyll @iall

;g Lill




With regard to Avian Influenza (Al):

The poultry meat and its products comes from region(s)/ territory, which is free from
highly pathogenic avian influenza, or has been processed to ensure the destruction of
avian influenza virus in accordance with referring article in Terrestrial Animal Health
Code and the necessary precautions were taken to avoid contact of the products with

any source of avian influenza virus



Health Certificate for Export of Products of Aquatic
Animal Origin to the Kingdom of Saudi Arabia (KSA)

ala aadl alaiiall panil dvall daladll
ayagsuull ayyell &laall W] cnilgan Jol

Consignor (Exporter) (Jaaall) Juyall Certificate Reference No. drall dalauilll (neapall @éyll
Name @uw\l Place of Issue Jlanll glsa
Address glgisll Date of Issue JlaoMl Ayyli
Consignee (importer) (ygiwall) ad] Juyall

Competent/Certifying Authority daivall aulayll aaall
Name @w\l

Address glgisall
Address glgisll

Country of origin Liriall aly ISO code gjulll jaj

Country of Jgogll aly ISO code gjulll jaj

Destination
Producer/Slaughterhouse Est. Slwall/é@=iball &Spill Packing Est. (if applicable) (xag gl) &i._lsm]l asyill
Name @w\l Name wll
Address olgill | address olgisll
Halal Slaughtering Certificate 3.J\Ja.ll 21l Galaub

:l™jana Certificate No:

Source: dalauill @d)
Border of Entry/Country of Border of Loading/Country Jranill gdga/éjalaall aly

Jgaall saia/ Jgogll aly
Destination

of Dispatch

&19a/wnayy=ill @éyll
Jaill dlywg

Conveyance Identification No.

Means of transport/conveyance Jaill aluug
By Air O wga
By Sea (| [G]EY]
By Road O wp

Temperature of Food product asilagll dalall han d)ln daya

Ambient aayall Gjlpp aaya
Chilled ajpa
Frozen aqaa

Commodities Certified for:

:na laalayiwl gibaull gardyi @i

Other [ wal

After Further Process [] dualo] Gallea a=)

Human Consumption Directly: [] :apiilia ¢naalll clMaiwVl

Identification of the Food Products

830l Gyinig yogi

Name & Description of Food HS-Code Treatment Type | Brand Name |Production Date | Expiry Date |No Packages Batch/Lot No. Total Weight
apilasll dslall ogg @ul |aispaall dayeill ais| @alleall ggi | ayylaill dallell alii¥l ayli | <l&iiMl Agyli | agyhll aac | &=aall/alsibill @éy| ol gjgll
Health Attestations diall Alalall

The products of aquatic animal origin are safe and fit for human

consumption.

.naalll Ellaiw\l dallog (diol) darlw dypaudl Glaiiall gi

The products of aquatic animal origin are derived from non-toxic

species that do not cause any sign of disease.

\g ol i Jilna ga wilgiall Juolll Gla d gyl Glaiiall jaea gi

.50 Glale ¢oi G

Where aquatic animals are grown in farms or aquaculture production
areas, hygiene requirements are under the control of the competent

authority of the country of origin.

@blia gi gjlja gab wilgll Joll ala d ! il yyi Jb aia
g0 dnall dldhiall (e Gil6ll 2615 Gbliall ada gla @&y gLl
.‘I S IIJJ_!gLé - s II &Hlﬁ}]l . - ”M




The aquatic animals have been fed from feed that is produced in
compliance with GMP & HACCP principles or its equivalent and is free
from any physical, chemical or biological contaminants that are

prohibited internationally.

6ag i =in Wi (e nilguall J ol Gla &gl Ll disi @i
la gf &3l blailly sillg pblaall Julai @lhig apall gyinill Gllhial
&)ghan duaglgu gl dyilais gl auilijua aligla & ga dyllag ag-aly

The products of aquatic animal origin were handled in an
establishment that has been subjected to inspection by the
competent authority of the country of origin and implements a food
safety management system based on HACCP principles or an

equivalent system.

aLdia ¢na enilgaall Jolll Gl dypayll Glaiiall Jglai Gllac el o) @i
".I ug “I LY IIJ]_.lg\_é . . II&_A_!I_&JJI . - II‘J_.La‘}Qa_.lLﬁJJ_I . -b
.alilay La gl wwlall @lbi trala wl) Ialiiwl <1321l éaVw é)la] @lbi

The products of aquatic animal origin has been derived from healthy
animals that have no apparent evidence of any contagious and/or

infectious disease as listed by (OIE).

Plici Layle jahi @ guoalll dlai wlll é 2all &yl alaiiall gi
&ulgall &_akiall @ilgé (né & ianiallg éiibigll gi/g &a=all lpalll
.(OIE) avilguall daall

The aquatic animals which have never been fed with animal protein
(with the exception of fish meals from different species than the
cultured one), including meat, bone meal, greaves, or any other
sources prohibited by the Islamic Sharia such as blood or derivatives

of porcine.

wilc ¢ngini WL cl wnle 3 $ii @l guilgaall Joolll Al é gl Ll gi
dlawl go ggsy ¥ gl dbyj i o wll Ggawma clifiwly) nilgi grigy
@Lhsll gawag @galll €Ll ¢nd Lay (guiall gudi ga dcjima
Glaidia Jio &oWwlll &2yl 20 g)leil 8sla ¢pig dasaall gganllg

.all gl pjial

The aquatic animals were not bred genetically modified or engineered
in a way that does not occur naturally by multiplication and /or

natural recombination.

@b ge layle Jgnall @i gi Liiljg d)ga0 1€ dyaull cLpall gg i gi
alyaal Asgeall 84180 @lsalul

The products of aquatic animal origin have been and handled in

accordance with GSO 1694

apanll Gphll §-ag gilgiall Jolll ala &yl alaiiall Jglad @i
GS0 1694 ayalall duwliall danlgall ga Galgis Las draluwll

The water (including the ice) use to process or transport the aquatic
animals or its products is not contaminated with the pathogenic
agent and comply with technical regulation GSO 149, and the
processing prevents cross contamination of The products of aquatic

animal origin.

€lla Jady) lailaiiog dpadl Ll Jéig giini gia @adiwall clall
Las .GSO 149 &uaulall &uiall axilll Gilhag Gligla wnLe enging Y (31§l
Lailaiiag dypaull lalll (nhlall églill @ac gady Liilll gi

The products of aquatic animal origin satisfies the conditions laid
down in technical regulation GSO 1016 on microbiological criteria for

foodstuffs.

dralall & yisll Gl déylha gnilgaall oYl Gl & gyadl alaiiall gi
.auilasll algallg glwll d1aglgugjsiall aganll GSO 1016 gy

The products of aquatic animal origin satisfies the conditions laid
down in technical regulation GSO 2481 on Maximum Residues Limits

(MRLs) of Veterinary Drugs In Food.

GSO (aé) draulall d gisll &illl enilguall Jolll Gla &yl Glaiiall gi
a3l (na ayphull &igalll Lilés ga Lay agawall tngadll agaall 2481

The products of aquatic animal origin has been obtained separate
from meat not conforming to the requirements set out in this

certificate during all stages of its production, transport and storage.

\ qiia i gc ali Jjoas enilguall ool Gla dgpall alaiiall JLii) @
&Laa JILA dala il ada gha Laule pgaiall Alulhioll 2 a (G-algis

-jaillg Jaillg aLiiYll Jaha




B1: Fish:

The fish originate from a country/territory zone declared free from
(EHN, IHNV, KHV, RSIV, SVCV, VHS, VHSV, SAV, ISAV, infection with A.
invadans, or infection with G. salaris), in accordance with the relevant
OIE Standard by the competent authority; or

have been passed the following:

linactivation of the pathogenic agent according to OIE
recommendation (Aquatic Animal Health Code) ;or

2.In the case of importation of fish fillets or steaks, which have been
prepared and packaged for retail trade, the product should be (frozen
or chilled).

:¢llawlll 1y
go owb alolll ga &4l déhia gi debléa / &lga ga clawlll jana gi
EHN, IHNV, KHV, RSIV, SVCV, VHS, VHSV, SAV, ISAV, infection with A.)
laisg Lo Gllhia ga §algis Las (infection with G. salaris gi ,invadans

gl &uilguall daall drallell dabiall Glavlga ga

&Ll Olelpll Gsas clawll ggsi gi

drallell &_abiall Gluogi gnd g Lal Laag yopall ura Jthei @il
:gl «éigilall cLalil 3g< .(OIE) dyilgiall @l

2020 gg<u gi way aild Elawll 2flph gi Elawll alia slpiwl Jb ¢na.2

Apagi

Fish incompliance with the following technical regulation:
e For chilled fish GSO 380
e For frozen fish GSO 1753
o For frozen fish fillets GSO 1406

Ll &yl diall 2ilgll déylha clawil gi
dapall Clawill GSO 380 o
daaaall ellawil GSO 1753 ©
aaaaall dlawlil 2ilpi 1406 o

B2: crustaceans :

The crustaceans originate from a country/territory zone declared free
from (WSD), (YHD), (TS), (IHHN), (IMN), (NHP), or (WTD) in accordance
with the relevant OIE Standard by the Competent authority; or

have been passed the following:

linactivation of the pathogenic agent according to OIE
recommendation (Aquatic Animal Health Code) ;or

2.In the case of importation of shrimp, which have been prepared and
packaged for retail trade, the product should be frozen peeled shrimp

or decapod crustaceans (shell off, head off).

Al 22 g

U30) go JS g0 &ylls déhia gi d eblia / &lga g-o Gl iall ja na gi
dajllia gja (Jlug Il wné Jaolll guipll e Glug i ¢né cLaull g a4l
o alaell jai gaja ang-aall cralall (il gug pa (glug ll gnad g
lo Glylhio 20 Galgiy Loy ap Ul J4all o anwlySigll gyl y aill
gl ilgiall danll drallall dabiall Glavlga ga lagieg

;&L Alelpplll Gsbd alypdall ggsi gi

arallell &abiall Gluogi ¢nd ajg lal Laag ypall wiwa Jthei @il
:gl «éigilall cLalil 2g< .(OIE) dyilguall @l

£9ji0 3 a2a glug) go gg-S1 aila (glug)) lyydsll gg < JLa a2
il el panag gulpllg apiall

Shrimp in compliance with the following technical regulation:
« For chilled shrimp GSO 1361
« For frozen shrimp GSO 582

sagllill apaylall sl 2flgll Gilba glugl gi

apall glug plIGSO1361 «
aaaall glugpll GSO 582 «

B3: Molluscs :

The Molluscs originate from a country/territory zone declared free

from (infection with AbHV, infection with B. exitiosa, infection with B.

ostreae, infection with M. refringens, infection with P. marinus,
infection with P. olseni, or infection with X. californiensis), in
accordance with the relevant OIE Standard by the Competent
authority; or

have been passed the following:

linactivation of the pathogenic agent according to OIE
recommendation (Aquatic Animal Health Code) ;or

2.in the case of importation of the following commodities that have
been prepared and packaged for retail trade:

« off the shell and eviscerated abalone meat ;

¢ Mollusc meat

« half-shell oysters;

the product should be (chilled or frozen).

«abigdyl :3a
00wl &ilolll ga &ylls Géhia gi & sbléa / dlga ga Gligal jana gi
Las (AbHV:. B. exitiosa: B. ostreae: P. marinus. P. olseni: X. californiensis)
danll & yallell &abiall GLénlga ga latiey La dldhia g o §-algiy

gl «égilgaall

sdgllill Glelpll Gead aligapll ggsi gi

drallell &abiall Gluogi i yjg lal Laag gopall wrwa Jhei @il
:gl déigilall <Ll ag< .(OIE) duilgiall daall

:aulill Glaiiall asf alpiwl Jla (na.2

.apall degjia (pull gai) &yyayl digjlall «

alighyll @gal -

dpbid @aij jlaall «

.3030 gi apa ggsi gi u




The products of aquatic animal origin has been obtained from

territory/state [ name |

@wl] éyllg /asblaall ga nilgiall Jolll I3 &yl Glaiiall L) @i
[ asblaall

I the undersigned, authorized person, certify that the good described

above meets all the requirements mentioned in this certificate.

Imabogi 83)lg 1l &_cladl gl a1al gaisall Jgiwall alisi g_dgall Lil
.aaladull (na d3jlgll &nnll bg il 2Laa (nagiwi allcl

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

wridall gaduill darbgg @ul
L= guiy enill &lall @ul
awyll @iall

Ll




Health Certificate for Export of Honey & Bee

dlaiiag Jaill Jowe panil éavoll dsla ll

Products to Kingdom of Saudi Arabia diagauwll duy=ll aslaall (nl] Jaill
Consignor (Exporter) (Jaaall) Jupall Certificate Reference No. dnall dalauirll cneayall @éyll
Name @uwMl Place of Issue JlanVl glsa
Address glgi=li Date of Issue Jlaoll ayyli
Consignee (importer) (3ygiwall) ad] Juyall

Competent/Certifying Authority dnivall aulayll aaall
Name @\l

Address glgi=ll
Address glgi=ll

Country of origin Lisiall aly 1SO code gjalil jaj

Country of Jagogllaly 1SO code gjalil jaj

Destination
Producer/Slaughterhouse Est. Slwall/ésiball Syl Packing Est. (if applicable) (x2g gl) alreall aspiul
Name @\l Name Qwl
Address olgi=ll | agdress glgisll

Halal Slaughtering Certificate
:l™jana
Source:

JUall a5all @alavds
Certificate No: .
Galauldl @d)

Border of Entry/Country of Jgaall sdia/ Jgogll Al

Border of Loading/Country Jranill géga/éjalseall aly

Destination of Dispatch
Means of transport/conveyance Jaill aluug daiga/may=ill @ayll
5 Conveyance Identification No.
By Air O wga Jaill dlwug
By Sea - ko Temperature of Food product asilagll dalall han Gjlyn daya
By Road O H Ambient aapsll &l da)a
Chilled Apa
Frozen aa)a

Commodities Certified for:

:né Lmalaaiwll @iladl garayi @i

Other [ mpi After Further Process [] dralb] dallea as Human Consumption Directly: [] :&piilia aslll AMaiwMl

Identification of the Food Products

@3¢l Gyinig Wiogi

Name & Description of Food HS-Code Treatment Type| Brand Name

Production Date| Expiry Date |No Packages Batch/Lot No. Total Weight

auilasll dalall ogg @l |axspaall day=ill aiy | dalleall ggi | ay)laill dalsll

Alii¥l ayli | elaiiMl Agli | agyhll aac |@=aall/dlsinill @éy| sl gjgll

Health Attestations

arall alalayl

Honey and/or bee products are safe and fit for human consumption.

¢ai wll & allog (dial) daglw Jaill dlaiia gi/g Jaill Jouc )

(naaVl

The food product(s) was handled at an establishment that has been
subjected to inspections by the competent authority and/or officially
recognized body and implements a food safety management system

based on HACCP principles or an equivalent system.

&yila¢ aldiia ¢na Jaill alaiia gi/g Jaill Jauc Jglai Glilac <l @
aaall gi/g d-nidall & plipll &l J-46 g-o &alapll =515 (J-lio)
@Lki tnalio (] aLiiwl claell &olw éjla] @l Guhig duaw) dlgaall

.alilay Lo gi quwlall

The competent authority and/or officially authorized authority in the
country of origin has implemented a plan to monitor residues in
accordance with the international standards for Honey (CODEX STAN
12-1981)

‘I ae II)J.'Il...n.ﬁi" JGJ s " . '"gi/g o es ".O..I...II.QJJI . ." "'I .
Glaliag Jaill Jusy &olall &lgall p pleall laag Gliasiall s o) & b
.((1981-CODEX STAN 12 ) ¢nilasll jgiwall (na a3ylgll Jaill




Honey Bee and its products come from apiaries, which are supervised

and controlled by the competent authority.

alayll amall layle yayuig Gy Jlia ga 3y ailaiing Jaill Jue o)

.arawll

Honey and/or bee products are produced in a country or a zone (of at
least a 100 km radius) free from Aethina tumida infestation, and not
subject to any restrictions associated with the infestation. or contain
no live honey bees or bee brood, or has been subjected to a treatment
at a temperature of —12 °C or lower for at least 24 hours or has been

strained through a filter of pore size no greater than 0.42 mm.

wnle @S100 - hay) déhia gf 3 Ly g-a Jaill Glaiia gi/g Jaill Juc g]
gi .12y dhyijo 3g4d il g3 g« Jaill <Luwbisy &lodl go a3 (sl
-12 aic aiallea (@i gi Jaill gy gi (na Jai wnle ¢nging ¥ Jaill Jwe g
(@20 aju M dléna jic anpdiyi @i ail gi . isi gl dclw re daal Jai gi gu®

.mm 0.42 gc laugéi

Honey and/or bee products are Produced at a country or zone free
from, European foulbrood. or have been found free of M. plutonius by
a test method described in the relevant chapter of the Terrestrial
manual. or have been processed to ensure the destruction of M.

plutonius.

didally & glodl ga & 15 Ay g-a Jaill Glaiia gi/g Jaill Jws g)
Melissococcus (-a & 15 ayjgiwall algall gi asii ail gi .cnagjgVl
Jua wna sy Gleiall Jnoll cna divall aéiphll lanaa a <) plutonius
Lapisull inde cLadll g_aai ééyphy Laiallea ¢ai alil gi .éuull

Melissococcus plutonius

Honey and/or bee products are Produced at a country or zone free

from, American foulbrood. or have been found free from spore forms
of P. larvae by a test method described in the relevant chapter of the
terrestrial manual. or have been processed to ensure the destruction

of both bacillary and spore forms of P. larvae.

@ isall dyloll go & 415 3 4y g-a Jaill Glaiia gi/g Jaill Jue g
pall Alép Alégy ga &l dyjgiwall algall gi asii ail gl .cn <yl
laiallea Gaiail gi & uulyll J4ls (né & inall & dyyhll Laand s 2

.P. larvae Lipisill Glegqig Gluac wnle cbadll gani aéiphy

Honey and/or bee products except (royal jelly) are Produced at a
country free or zone from Varroa spp, or has been strained through a
filter of pore size no greater than 0.42 mm; or frozen at core

temperature of minus 12°C or less for at least 24 hours

dwguw go dls aéhia gi Al ¢na Jalia ga yylg ailaiia gl Jaill Juue gi
gl imm 0.42 < Laugai @an asjy V dlana jic aay i @i aii gl IgjLall
.éclw 24 daal Jal gi Jalall ga @aya -12 nin agaai

I the undersigned, authorized person, certify that the good described

above meets all the requirements mentioned in this certificate.

laabogi é3)lgl &_cladl gl a1al yaisall Jgiwall aliai g_égall Lil
.aaladul (na é3ylgll éaall bg il graa (nagiwi allci

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

widall gaaubll dagbgg @ul
Lal g1iy nill alall @ul
tawyll @iall

saglill




Health Certificate for Export of Processed fruits and

vegetables Products to KSA

aaslallg jLball pianil dunall dala ol
diag=ull duyell GSlaall (nl] deinall

Consignor (Exporter) (Jaaall) Juyall Certificate Reference No. dll dalailll (neapall @éyll
Name @uw\l Place of Issue Jlanll glsa
Address glgisall Date of Issue JlaoMl Ayl
Consignee (importer) (ygiwall) aul] Juyall

Competent/Certifying Authority dnivall auldyl aanll
Name @ul|

Address glgisll
Address glgi=ll

Country of origin Liriall aly ISO code gjulll jaj

Country of Jgogll aly ISO code gjalll joj

Destination
Producer/Slaughterhouse Est. lwall/a=iball &Spill Packing Est. (if applicable) (3ag ) alall aspil
Name @l | Name @uVli
Address glgi=ll | address olgisll
Halal Slaughtering Certificate 5.J\Ja.ll 2l dalaub

:l™jana Certificate No:

Source:

dalauill @dy

Border of Entry/Country of Jgaall saia/ Jgogll sl

Border of Loading/Country Jranill géga/djalaall aly

of Dispatch

diga/pnaysill @ayll
Jaill dlywg

Conveyance Identification No.

Destination

Means of transport/conveyance Jaill aluug
By Air O wnga
By Sea (| (G ]RY)
By Road O (€T

Temperature of Food product auila2ll dalall han §)lja daga

Ambient aayall Gjlpa aaya
Chilled Aja
Frozen aqaa

Commodities Certified for:

:na laaladiwll gibaull gardyi @i

Other [ wyal

After Further Process [] dtalo] dallea sy

Human Consumption Directly: [ :apitlia ¢naalll clMaiwVl

Identification of the Food Products

151l inig wasogi

Name & Description of Food HS-Code Treatment Type| Brand Name |Production Date | Expiry Date |No Packages Batch/Lot No. Total Weight
agilasll dalall wogg @ul |aspaall dayeill aiy | @alleall ggi | a1ylaill dallell alii¥l ayli | <l&iiVMl Agli | agyhall aac | deaall/alsibill @éy| ol gjgll
Health Attestations diall Alalall

The processed fruits and vegetables are safe and fit for human

consumption.

.naslll dilaiwMl dallog (diol) daylw d=inall éaslallg jLaall g)

The processed fruits and vegetables was handled at a registered
establishment that has been subjected to inspections by the
competent authority and implements a food safety management

system based on HACCP principles or an equivalent system.

&l wa éLdlia (na deinall & aslallg jLaall Jglai Glilac clpa) @i
§la] @Lhi Guhig Gnirall & ylal & aall J1é go aqlall deblag
.u.ljl.o,!Logigmla]l‘olbj‘mnlg.nm]!ialﬁmlgl’;s'ulﬁn\lm

The source of processed fruits and vegetables are from registered
farm or collection center controlled by the competent authority in the

country of origin.

Jawa g1aai j$pa gl dcjja gao deinall aaslallg jLasll jaaa gg<i gi
Liviall sl né dnitall dagsall dptayll daall Jid go &1yl golag




The processed fruits and vegetables shall be free from chemical and
pesticides residue, or within allowable limits reference with the Gulf
technical regulations (GSO 382) "Maximum Permissible Limits for

Pesticides in Agricultural and Foodstuffs Part 1and Part 2".

Liléyg drilbaisil slg-all g-a duls & 2inall & aslallg jluaall gg-<i ai
(@dy &raulall @ gisll & i\ (a Loy aga wall agaall gia gi ala pall
wna alalll ala pa Lils) g-a Lay aga wall (ng sl agaall" (GSO 382)

(enilill ejallg Jg¥il cjall -agilasllg dyclyjll cilaiiall

The processed fruits and vegetables shall be free from microbiological
or within the limits in the technical regulation (GSO 1016)

“Microbiological Criteria For Foodstuffs”

wnglgugsiall dglill ga @l & 2inall aaslallg jJLasll gg-si ol
(GSO1016) & raulsll duisll & il i.m.b d1aglgug)siall agaall g_n_ﬁgi

ayilasl slgallg alwll &12glgugSiall jleall”

The processed fruit and vegetables shall be in compliance with the
Gulf technical regulations (GSO 123) “General requirements for fresh

fruits and vegetables”.

@i\l Glulhial déjlha d2inall & aslallg jLaall adluyl ggsi of uay
aaslallg Glgynall dalsll Glblyidll" (GSO 123) @_d) drarlall dyiall
raajlhall

The plants, plant products shall have been inspected by the official
officer from the competent authority and found free the quarantine

pests and non-quarantine pests.

aaall (né guaitall Jié ga gaaall Geas daslallg jLaall ggsi gl uay
Ll pe alalllg anelyjil jaall alal ga @l Gaagg dulayll

The processed fruits and vegetables are free from genetically
modified materials or obtained through the use of modern

biotechnology according to Gulf Standard GSO 2141

Jgaall i gi Liiljg &la=all algall ga dla deinall aaslallg jLaall gi
d aplgall Léag d iyl dyguall d4isill @lsaiwl Gupb g< Layle
GSO 2141 &yalall duuliall

The processed fruits and vegetables have been traded, transported,
stored and packaged according to the technical requirements of GSO

323.

lnng lailieig lailjig Laldig lalglai @i deinall aaslallg jLasll ai
(GSO 323) arwlisll davlgall cna dayjlgll ariall Gllhiall

I the undersigned, authorized person, certify that the good described

above meets all the requirements mentioned in this certificate

laaLogi &3l 1 & cladl gl aal yaisall Jgiwall alisi g_égall Lif
Jaaladull gna dyylgll el bg il gras (nagiwi allci

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

waidall gaadll dabgg @ul
L= guiy enill &y1aY41 @l
ol @iall

gLl




Health Certificate for Export of Table Eggs and

da=all dilaiiag dailall gau panil dell dalagll

Egg Products to the KSA dangauwll aupell éslaall (] gnaalll Ellaiwil
Consignor (Exporter) (yaaall) Juupall Certificate Reference No. aunll dalauiill (neapall @ayll
Name @wl| Place of Issue JlanMl glsa
Address glgi=ll Date of Issue JlaoMl ayyli
Consignee (importer) (3ygiwall) ad] Juyall

Competent/Certifying Authority dnivall anlayl aaall
Name @uw\ll

Address Jlgi=ll
Address glgi=ll

Country of origin Liviall aly 1SO code gjalll jaj

Country of Jgogll Al ISO code gjalll jaj

Destination
Producer/Slaughterhouse Est. alwall/a=ilall aspanll Packing Est. (if applicable) (xag gl) 6i__m_n“ asydll
Name aw\i Name @l
Address olgiall | address olgisll
Halal Slaughtering Certificate GJ\JJ" 1Al Galaud

:l™jaaa Certificate No:

Source: dalauill @d)

Border of Entry/Country of TR
y/Country Jgaall saio/ Jgogl sl

Border of Loading/Country Jraaill gdga/ajaleall aly

of Dispatch

Destination

Means of transport/conveyance Jaill aliwg
By Air O wnga
By Sea [ (GI=RT}
By Road (| wp

dga/wmaysill @ayl
Jaill alywg

Conveyance Identification No.

Temperature of Food product asilall alall han &yl @y

Ambient daajell §jljp daga
Chilled apa
Frozen aala

Commodities Certified for:

:nd laaladiwVl gibadl gardyi @i

Other [ wyai

After Further Process [] @walo] dallea ey

Human Consumption Directly: [] :dpiilia qaalll dlaiwl

Identification of the Food Products

&3¢l Gyinig wpogi

Name & Description of Food HS-Code Treatment Type | Brand Name

Production Date | Expiry Date

No Packages Batch/Lot No. Total Weight

ailaall dalall ogg @ul |&spaall dayeill aiy | dalleall ggi

ayylaill aallall

QLM Ayl | <=l Ayli | agphll sac | aaall/alsdill é)| ¢l gjgll

Health Attestations

aall alalayl

The eggs/ egg products are safe and fit for human consumption.

The eggs/egg products were handled at an establishment that has

¢oalll Alaiwll allog (gal) @il ailaiia gi/g gaull gl

been subjected to inspections by the competent authority in the
country of origin and implements a food safety management system

based on HACCP principles or an equivalent system.

g &léyll a=olh alulio ¢na ailaiia gi/g gawl Jglai alilac cly o] @i
aallw &jla] alki Guhig [Ldiiall Al (né & nidall auléydl &aall Jaé
.alilay la gl wwlall @lbi inala ] islitwl <13l

Good veterinary practices have been applied in the use of veterinary
medicines (including growth promoters) and agriculture chemicals in
live animals, and any residues of hormones, antibiotics, pesticides,
heavy metals or any other pollutants in meat and/or meat product

comply with (GSO 382,GSO 2481, GSO 1016, GSO CODEX STAN 193).

Lay) &yl &ygalil aladi wl ¢né éxall dgphull Glwjlaall Gubi @i
wi gig,aall alilgiall ¢ ducl i Glyglassilg (gaill Gljaaa Laya
gi&J..l,ﬁ.'i.II galeall «Glanall @igiall Glabaall Ligajall ga Glidria
Gllhiall 2 o &é4lgia Lailaiia gi/g qagalll ¢na aliglall g-o Lape

GSO 382, GSO 2481, GSO 1016, GSO CODEX STAN 193 dratlsll




The egg and/or egg product has not been derived from birds fed on

processed animal protein, excluding fishmeal.

wilgaall gaigpll lai)asi @iy @l jgib ga Lailaiia gi/g yaull jana gi
Alawlll Ggawa clifiwly inall

The egg comes from region(s)/ territory, which is free from highly
pathogenic avian influenza and Newcastle disease. or egg and its
products has been processed to ensure the destruction of avian
influenza virus and Newcastle disease in accordance with referring
article in Terrestrial Animal Health Code and the necessary
precautions were taken to avoid contact of the products with any

source of avian influenza virus and Newcastle disease.

Joshll ljiglail o ga a4l d=blia gi déhia go yaull jaaa ggsy gl
cLaall ga aslill i nll dallea @i ail gl (JwlSgyi gsyag dglpall agad
wanll g <Il (nd éylg 1l G-bll Laag jgshll Ijiglail gugja wnlc
dalleall 21 &aj\l GLbLISMI grad ALAil @i ailg tawldl alilgaal

Jwlsgii y3yag jguhll ljiglail gugpal jana iy dclayll &gl gial

The egg has been derived from healthy poultry that have no apparent
evidence of any contagious and/or infectious disease as listed by

(OIE).

aibgll gi/g G aall (plj—ﬂg\Jl g-a aulld jgib ga gaull jana Ui
(OIE) ayilgyall Ganll dylgall dakiall @ilgs ¢né diasiallg

The eggs were not from genetically modified birds and their products

in accordance with GSO 2141.

o< layle Jgnall @i gi Liiljg ajgaa jgub ga Lailaiing yanll gg-<1 Y gl
drwlsll & aplgall Laag @il dyguall ayigill @laiiwl Gayb
GSO 2141 auaulall

I the undersigned, authorized person, certify that the good described

above meets all the requirements mentioned in this certificate

laaLogi é3)lgl &_cladl gl apal gaisall Jgiwall alisi g_égall Lii
.aaladul (na é3ylgll &l bgpitll graa (nagiwi allci

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

isall gaaill aaibgg @ul
Lal g1y ¢nill Gjlall @l

nawpl @iall
Ll




Health Certificate for Export of Milk , and Milk
Products To the KSA

. il II Ln]! u-lnl. e g _ "I IIJ_.! -.I n" II a)l 3 I
duaguwll duy=ll

Consignor (Exporter) (Jaaall) Juyall Certificate Reference No. doall dalauilll (neapall @éyll
Name @uw\l Place of Issue Jlanll glsa
Address glgisll Date of Issue JlaoMl Ayyli
Consignee (importer) (3ygiuwall) ad] Juyall

Competent/Certifying Authority daivall aulayll aaall
Name @w\l

Address glgisall
Address glgisll

Country of origin Liriall aly ISO code gjulll jaj

Country of Jgogll aly ISO code gjulll jaj

Destination
Producer/Slaughterhouse Est. Slwall/é@=iball &Spill Packing Est. (if applicable) (xag gl) &i._lsm]l asyill
Name @w\l Name Quwll
Address olgisll | address olgisll
Halal Slaughtering Certificate TJUall 2all Ealai

:l™jana Certificate No:

Source: dalauill @d)
Border of Entry/Country of Border of Loading/Country Jranill géga/éjalaall aly

Jgaall 3gia/ Jgogll aly
Destination

of Dispatch

&iga/inaysill @il
Jaill aling

Conveyance Identification No.

Means of transport/conveyance Jaill aluug
By Air O wga
By Sea (| (G ]EY]
By Road O wp

Temperature of Food product arilagll dalall han d)lpn daya

Ambient aayall Gjlpp aaya
Chilled ajpa
Frozen aqaa

Commodities Certified for:

:na laalayiwl gibaull gardyi @i

Other [ wpal

After Further Process [] dialo] Gallea a=)

Human Consumption Directly: [] :apiilia ¢naalll clMaiwVl

Identification of the Food Products

831l Gyinig yogi

Name & Description of Food HS-Code Treatment Type | Brand Name |Production Date | Expiry Date |No Packages Batch/Lot No. Total Weight
dpilasll dslall wogg @ul |@1Spaall aapeill iy | dalleallggi [ayhaill daMell [ ALVl ayli | cl@ii¥l 3yli | agpall aac | d=aall/dlsiill @é)| sl gjgll
Health Attestations druall alalall

The milk/milk products are safe and fit for human consumption

taalll dlaiwll allog (gal) @ilw ailaiia gi/g wlall g)

The milk /milk products has been derived from healthy animals that
are subject to the official veterinary service inspections in the country

of origin.

& eblhg dlawag darlw alilgis geo ailaiia gi/g wall jana gi
Liiall aly (né anisall auléyll daall Jié go (nphull gaaall

The milk/milk products was handled in an establishment that has
been subjected to inspections by the competent authority and
implements a food safety management system based on HACCP

principles or an equivalent system.

g0 élégll aebls aliitia (na ailaiia gi/g wylall Jglai Gllac <l @i
aall w &jla] alhi Guhig Ldiall sl (né dnidall & ylépl & aall Jaé
.alilay Lo gl wwlall @lbi trala wl] ialiiwl <13l




Good veterinary practices have been applied in the use of veterinary

medicines (including growth promoters) and agriculture chemicals in
live animals, and any residues of hormones, antibiotics, pesticides,
heavy metals or any other pollutants in meat and/or meat product

comply with (GSO 382,GSO 2481, GSO 1016, GSO CODEX STAN 193).

Loy) &yl &4gaUl @Iasiwl (nd agall dyphl] Aluwylaall Gubi @i
wi glg,aall alilguall ¢na duchjil Glyglasslig (gaill Gljaa Laya
gicd.m.l.ll galeall «Glanall (digiall Glabaall Gligajall ga GlLidlia
Glylhiall 2 o déalgio Lailaiia gi/g @g-alll (na GLiglall go Lapé

GSO 382, GSO 2481, GSO 1016, GSO CODEX STAN 193 aratlall

The consignment fulfill one of the conditions listed below:

1.The milk and unheated milk products come from animals from
areas/ zones free from Foot-and- Mouth disease and Rift valley fever
disease for at least the previous two years prior to export, and the
milk were derived from animals which have been tested in accredited
laboratory for recorded disease in the country of export which include
(tuberculosis- brucellosis) with negative results.

2.The milk and milk products have been treated according to one of
the special treatment methods of milk and milk products

recommended by Codex Alimentarius.

:alial &3)1gll agiyll asi @Gilkai &lLull gi

@l ddhia ga Glilgaa g-a &xili Lyl dlaleall pé aildi siag walall gl
Gaiill JU3 ganiall (ralgll (ang dxclsll tuaall ¢nbya Loy Jauy
wjag Jull gja daalsal qolip 33gy ailg (Jalll nle panill gyisyLull
wtnagsa j1iva ¢nd aglall d aiiall Glilguall jLyisl @ dg My wg pll
W)-a) Jadii ¢nillg janill a by nd dlawall Blpoll gc 2 oica
LAyl Qiliiyg (Mewg ! goja-danll

dolall dlaleall §)b wanll laag ailalea @i Ad ailéidiag wglall gi
anlgall clasll &ia jgiwa cna dajlgll ailéidiag wylall

The row milk has been obtained from animals under the control of
the official veterinary service, which were in a country or part thereof
that has been free of foot-and-mouth disease and of rinderpest for a
period of at least 12 months prior to the date of this certificate, and
where vaccination against foot-and-mouth disease has not been
carried out during that period, belonging to holdings which were not
under restrictions due to foot-and-mouth disease or rinderpest, and,
subject to regular veterinary inspections to ensure that they satisfy

the animal health conditions.

dga ull dgphyll &ilal 26l Glilgss ge ailaiia gi/g wilall jaaa gi
0gclbllg & 1cMall taall gpa go & ls Laia cja gialigna dilsg
@it @l aifg @ala il aia aujli Jud J-6U1 nle jm 6112 8xal ooy éull
@l il al] enaiiig piall CLLT JUs &1elall aall jo 36 Laipasi
Gshsg il ggelhll gi auclall tnaall gjo wuwy 3guél Gebls gsi

Jayilguall danll bg i clagiwl glaal dakiia dyyhy Glogaal

The milk and milk products has been derived from healthy animals
that have no apparent evidence of any contagious and/or infectious

disease as listed by (OIE).

afligll gi/g &yaall Wly-alll g0 &5 GLilgsn g-a wglall jaaa i
(OIE) &uilguall &aall &ulgall dabiall @ilgd (ié diakiallg

The milk and milk products has been stored and transported in

accordance with GSO 815 and GSO 323

a24lall & wliall Glanigall Lot lalaig ailaiin gi/g wylall gyjai i
GSO 323 g GSO 815

The product satisfies the conditions laid down in GSO 1016 on

microbiological criteria for foodstuffs.

Jul=all (nlc GSO 1016 (na Latlc pg niall bgy il ¢néy aiiall
.aufla2ll algall d1aglgugjsiall

The products packaging is first used and meets the hygienic-sanitary

requirements established in GSO 1694.

dnll aalbill Glulhia) (naig dja Jgll Glaiiall Glgic @laii wl @iy
.GS0 1694 &anlgall (na dcgidgall

The milk and milk products were not from genetically modified

animals and their products in accordance with GSO 2141.

Jgnall @i gi Liiljg ajgaa Gililgys g-a ailaiia gi/g wylall yg <4 ¥ gi
d-aolgall Lisg &-issall ayguall & 4idill @lxiul G-ub g Layle
GSO 2141 éuaulall duwliall

Gulf Technical Regulation No (GSO 2500 "Additives Allowed for Use in
Foodstuffs").

G50) -y &yaulall diall &aflll Gqlha aslaiio gi/g wlall gf
("ayilall algall (na laalayiwly agawall dalaall algall”2500

I the undersigned, authorized person, certify that the good described

above meets all the requirements mentioned in this certificate

laalogi é3)lgl & _cladl gl aral gaisall Jgiuwall alisi g_égall Li
.aaladll (na a3jlgll &l bg il 2Laa (nagiwi allcl

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

waidall il Gaybgg @ul
Lal gyiy ¢nill &)1V @ul
nawpl @iall

saglill




Phytosanitary Certificate for Export To the KSA

duyell é<laall wnll panill drilill &all dala anll
diagsall

Place of Issue: :jlanVl glsa

Certificate No : dalauill @dy

From: Plant Protection aildgl dra wyll aaall ga

To: Plant Protection ablill alagl arawyll aaall |

Organization Name: Jaaall aly ¢na Ghill Organization Name: yjgiwall alill cna
N & Add f

ame resso 3jgiwall glgicg @ul Name & Address of Exporter lailgicg panill s
Consignee
Point of Entry Jgaall dhdéi Mean of Transportation: :Jaill aluwg

Description of Consignment

ainll og

Quantity Declared (kg) | Place of Origin | Distinguishing Marks

Number & Description of Packages

Botanical Names of the Plant | Name of Product

(1@25) dileall &uasll Litiall 422 &jraall Glalell

ladogg agphll aac

Gbill dralell clawlll aiiall @u]

Disinfestations and/or Disinfection Treatment

LoVl gi/g Gglill ga pahill dlaleall

Chemical (active ingredient): : (@ll=all Galall) GLiglausl] Treatment: dalleall
Temperature: :jlall Goja Concentration: asyill
Date: ;gL Additional Information: sl Glaglea

Health Attestations druall Alalall

This is to certify that the plants, plant products or other regulated
articles described herein have been inspected and/or tested according
to appropriate official procedures, and are considered to be free from
the quarantine pests specified by the importing country and to
conform with the current phytosanitary requirements of the GCC

countries, including those for regulated non-quarantine pests.

wpalll algall gi dyiliill Glaiiallg Gliliill gi wile dsla dll 0ia Galai
daaisall dlclp oWl Léag Lajlisl gi/g Lanaa @iad Lia jgsiall
aygiuwall aldl aaas arill gacly il sl alal ga adls Gangg duuliall
ggl=ill gulaa Jga wral &tiliill danll Glilhial pllall 251l 20 Galig

.2flgll aaslall aypanll pé alall elli ¢lla ¢na Las anaulall

Additional Health Attestations (Declarations) if deemed necessary

€l jalll albi 13] dols &1als] ano alala)

Authorized officer Name & Position
Name of the Responsible Department
Official Stamp

Date:

waitall gaduill daubgg @l
La guiy enill &1aY1 @l
wawll @iall

sag)Lill




Health Certificate for Export of Assorted Food dslaall (nll dcgiall &3¢l panil all daladl

Products To the KSA dsagaull auy=ll
Consignor (Exporter) (Jaaall) Juyall Certificate Reference No. doall dalauilll (neapall @éyll
Name @uw\l Place of Issue Jlanll glsa
Address glgisll Date of Issue JlaoMl Ayyli
Consignee (importer) (ygiwall) ad] Juyall

Competent/Certifying Authority daivall aulayll aaall
Name @uw\l
Address glgisall
Address glgisll
Country of origin Liriall aly ISO code gjulll jaj
Country of Jgogll aly ISO code gjulll jaj
Destination
Producer/Slaughterhouse Est. Alwall/é@=iball &Spill Packing Est. (if applicable) (xag gl) &i._lsm]l asyill
Name @wMl Name Quwll
Address olgill | address olgisll
Halal Slaughtering Certificate JVadl asall @alau
:lmjana | Certificate No: _
Source: Galall @g)
Border of Entry/Country of Jgaall Agia/ Jgogll Al Border of Loading/Country Jranill géga/éjalaall aly
Destination of Dispatch
Means of transport/conveyance Jaill aluug aiga/wnayy=ill @apll
i Conveyance Identification No.
By Air | g Jaill aluwg
By Sea - LR Temperature of Food product arilagll dalall han d)lpn daya
By Road - A Ambient aayall Gjlpp aaya
Chilled ajpa
Frozen aqaa
Commodities Certified for: :na laalayiwl gibaull gardyi @i

Other [] ani After Further Process [] dwalo] allea a=) Human Consumption Directly: [] :dpiuilia waalll Ellaiw

Identification of the Food Products ay3¢lll Gyinig Wiogi

Name & Description of Food HS-Code Treatment Type | Brand Name |Production Date | Expiry Date |No Packages Batch/Lot No. Total Weight

ailasll dslall hogg @uil |&uspaall dayeill aiy | dalleallggi |aylaillaalell| LM Ayl | <laiill Ayli | agphll sac | saall/alsdill @a)| ol gjgll

Health Attestations dannll dlalalll
Food products are safe and fit for human consumption ol dUaiwll dallog (dial) darlw ailall alaiiall g)
The food product(s) was handled at an establishment that has been alépll asols apilac alitio gna agilagll Glaiiall Jglai Gllac clya) @i

subjected to inspections by the competent authority and/or officially @lki Gihig duaw) dlgiall aaall gi /g dnisall auléyl éaall Jié ga
recognized body and implements a food safety management system .alilay Lo gi wwlall @lbi tnalia wll Ialitwl cla2ll &oMw &)la)

based on HACCP principles or an equivalent system.

Additional Health Attestations (Declarations) if deemed necessary €l jalll alhi 13] dols &1als) dao lalal




Authorized officer Name & Position Jaitall gauiill aa1lsgg @ul
Name of the Responsible Department Lal guiy enill Gjla¥l @ul
Official Stamp wawll @isll
Date: gLl







An yall mladl Jgal o slatll Galaa Jgal Gl da

GCC STANDARDIZATION ORGANIZATION (GSO)

aﬁléii\éewbﬁﬁjaﬂhb ddual ga
General Standard for contaminants & toxins in food



e

HJJ.'
b el palll A Ay gl mlall Jsad sladll udae Jsal el A
olen (s ¢ Anpall mlall g0 8 Gunliall 5 ciliial gall dilasl) 3 3¢ ) Ly sumac
Auaadico 4 el dau g dpadal) Al il sl g Al dll Cliial sall dlac] Al
Jae zali g e Ayl mlall Joal () slatll (udaa Jgal Gl sy Cdld 8
" A V) gl g Alaal) o) sall Ao all Al Aaall M () A8 Al daall
Culd AN 8 asand) s il glall dalall dadal) dpuldl)l ddial sall Cuaady
Adual sall o2a Ciadie] 85 | Adeal gl 538 £ g e dacly 4 sl Ay jall ALl
[ Gl die sl () ab) Al 3l (ulae plaial & @lld gl 48 Aa03IS

.e//éé‘}“n--“ /



Gulf Standard GSO DS ...../2013

Foreword

GCC Standardization Organization (GSO) is a regional Organization which consists of the
National Standards Bodies of GCC member States. One of GSO main functions is to issue Gulf
Standards /Technical regulations through specialized technical committees (TCs).

GSO through the technical program of committee TC No.(..) " Technical subcommittee for
standards of food additives and contaminants” has prepared of GSO "General Standard for
contaminants & toxins in food". The Draft Standard has been prepared by (Kingdom of Saudi
Arabia) .

This standard has been approved as a Gulf Technical regulation by GSO Board of Directors in its
meeting No. ( ), heldon // h(// ).
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CODEX GENERAL STANDARD FOR CONTAMINANTS AND TOXINS IN FOODS

1. PREAMBLE

1.1 Score

This Standard contains the main principles and procedures which are used and recommended by the
Standardization Organization (GSO) in dealing with contaminants and toxins in foods and feeds, and lists
the maximum levels of contaminants and natural toxicants in foods and feeds which are recommended by the
(GSO) to be applied to commodities moving in international trade.

1.2 DEFINITION OF TERMS
1.2.1 General

The definitions for the purpose of the Standardization Organization (GSO), as mentioned in the
Procedural Manual, are applicable to the General Standard for Contaminants and Toxins in Foods of (GSO)
and only the most important ones are repeated here. Some new definitions are introduced, where this
seems warranted to obtain optimal clarity. When reference is made to foods, this also applies to animal
feed, in those cases where this is appropriate.

1.2.2 Contaminant
Standardization Organization (GSO) defines a contaminant as follows:

"Any substance not intentionally added to food, which is present in such food as a result of the production
(including operations carried out in crop husbandry, animal husbandry and veterinary medicine),
manufacture, processing, preparation, treatment, packing, packaging, transport or holding of such food or as a
result of environmental contamination. The term does not include insect fragments, rodent hairs and other
extraneous matter".

This standard applies to any substance that meets the terms of the Standardization Organization (GSO)
definition for a contaminant, including contaminants in feed for food-producing animals, except:

1)  Contaminants having only food quality significance, but no public health significance, in the
food(s).

2)  Pesticide residues, as defined by the Standardization Organization (GSO) definition that are
within the terms of reference of the General Standard on Pesticide Residues. Pesticide
residues arising from pesticide uses not associated with food production may be considered for
inclusion in the General Standard for Contaminants and Toxins in Foods.

3)  Residues of veterinary drugs, as defined by the (GSO) definition, that are within the terms of
reference of the Standardization Organization (GSO).

4)  Microbial toxins, such as botulinum toxin and staphylococcus enterotoxin, and microorganisms
that are within the terms of reference of the Standardization Organization (GSO).

5)  Residues of processing aids that are within the terms of reference of the Standardization
Organization (GSO)".

1.2.3 Natural toxins included in this standard

The GSO definition of a contaminant implicitly includes naturally occurring toxicants such as are produced as
toxic metabolites of certain microfungi that are not intentionally added to food (mycotoxins).

Microbial toxins that are produced by algae and that may be accumulated in edible aquatic organisms such as
shellfish (phycotoxins) are also included in this standard. Mycotoxins and phycotoxins are both subclasses
of contaminants.

*Processing aids are any substance or material, not including apparatus or utensils, and not consumed as a food ingredient by itself, intentionally used
in the processing of raw materials, foods or its ingredients, to fulfil a certain technological purpose during treatment or processing and which may
result in the non-intentional but unavoidable presence of residues or derivatives in the final product.
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Endogenous natural toxicants that are implicit constituents of foods resulting from a genus, species or
strain ordinarily producing hazardous levels of a toxic metabolite(s), i.e. phytotoxins are not generally
considered within the scope of this standard. They are, however, within the terms of reference of the GSO
and will be dealt with on a case by case basis.

1.2.4 Maximum level and related terms

The GSO maximum level (ML) for a contaminant in a food or feed commodity is the maximum
concentration of that substance recommended by the GSO to be legally permitted in that commaodity.

A GSO guideline level (GL) is the maximum level of a substance in a food or feed commodity which is
recommended by the GSO to be acceptable for commodities moving in international trade. When the GL is

exceeded, governments should decide whether and under what circumstances the food should be distributed
within their territory or jurisdiction?.

1.3 GENERAL PRINCIPLES REGARDING CONTAMINANTS IN FOODS

1.3.1 General

Contamination of food and feed may pose a risk to human (and/or animal health). Moreover in some cases they
may also have a negative impact on the quality of the food or feed. Food and feed can become contaminated by
various causes and processes.

Contaminant levels in foods shall be as low as reasonably achievable. The following actions may serve to
prevent or to reduce contamination of foods and feeds®:

preventing food contamination at the source, e.g. by reducing environmental pollution.

applying appropriate technology in food production, handling, storage, processing and
packaging.

applying measures aimed at decontamination of contaminated food or feed and measures to
prevent contaminated food or feed to be marketed for consumption.

To ensure that adequate action is taken to reduce contamination of food and feed a Code of Practice shall be
elaborated comprising source related measures and Good Manufacturing Practice as well as Good
Agricultural Practice in relation to the specific contamination problem.

The degree of contamination of foods and feeds and the effect of actions to reduce contamination shall be
assessed by monitoring, survey programs and more specialized research programs, where necessary.

When there are indications that health hazards may be involved with consumption of foods that are
contaminated, it is necessary that a risk assessment is made. When health concerns can be substantiated, a
risk management policy must be applied, based on a thorough evaluation of the situation. Depending on the
assessment of the problems and the possible solutions, it may be necessary to establish maximum levels or
other measures governing the contamination of foods. In special cases, it may also have to be considered to
give dietary recommendations, when other measures are not sufficiently adequate to exclude the possibility
of hazards to health.

National measures regarding food contamination should avoid the creation of unnecessary barriers to
international trade in food or feed commodities. The purpose of the General Standard is to provide guidance
about the possible approach of the contamination problem and to promote international harmonization
through recommendations which may help to avoid the creation of trade barriers.

For all contaminants, which may be present in more than one food or feed item, a broad approach shall be
applied, taking into account all relevant information that is available, for the assessment of risks and for the
development of recommendations and measures, including the setting of maximum levels.

2For the contaminants methylmercury, radionuclides, acrylonitrile and vinylchloride monomer a GSO guideline level (GL) has been established. A GSO
guideline level (GL) is the maximum level of a substance in a food or feed commodity which is recommended by the GSO to be acceptable for
commaodities moving in international trade. When the GL is exceeded, governments should decide whether and under what circumstances the food should
be distributed within their territory or jurisdiction. Because the GSO has decided that the preferred format of a GSO standard in food or feed is a
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maximum level, the present existing or proposed guideline levels shall be reviewed for their possible conversion to a maximum level after a risk
assessment performed by General Standard, if appropriate.

% In addition, reference is made to the Code of Practice for source Directed measures to reduce contamination of food with chemicals and the Code of
Practice on Good Animal Feeding .

1.3.2 Principles for establishing maximum levels in foods and feeds

The maximum levels shall only be set for food in which the contaminant may be found in amounts that are
significant for the total exposure of the consumer, taking into consideration the Policy of the GSO Committee
on Contaminants in Foods for Exposure Assessment of Contaminants and Toxins in Foods or Food Groups
(Section 11 of the Procedural Manual).

The MLs shall be set in such a way that the consumer is adequately protected. At the same time the other
legitimate factors need to be considered. This will be performed in accordance with the “Working principles for
Risk Analysis for Food safety for Application by Governments”.

The principles of Good Manufacturing Practice and Good Agricultural Practice as defined by GSO shall be
used. Maximum levels shall be based on sound scientific principles leading to levels which are acceptable
worldwide, so that there is no unjustified barrier to international trade. MLs shall be clearly defined with respect
to status and intended use.

1.3.3 Specific criteria

The following criteria should (not preventing the use of other relevant criteria) be considered when
developing recommendations and making decisions in connection with the GSO General Standard for
Contaminants and Toxins in Food and Feed: (Further details about these criteria are given in Annex ).

Toxicological information
o identification of the toxic substance(s);

e metabolism by humans and animals, as appropriate;
e toxicokinetics and toxicodynamics including information on possible carry-over of the toxic substance
from feed to edible animal tissue/products;

¢ information about acute and long term toxicity and other relevant toxicity;

e integrated toxicological expert advice regarding the acceptability and safety of intake levels of
contaminants, including information on any population groups which are specially vulnerable.

Analytical data
e validated qualitative and quantitative data on representative samples;
e appropriate sampling procedures.

Intake data

e presence in foods of dietary significance for the contaminant intake;
e presence in foods that are widely consumed,;

o food intake data for average and most exposed consumer groups;

e results from total diet studies;

o calculated contaminant intake data from food consumption models;

e (data on intake by susceptible groups.
Fair trade considerations

e existing or potential problems in international trade;

e commodities concerned moving in international trade;
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e information about national regulations, in particular on the data and considerations on which these
regulations are based.
Technological considerations

o information about contamination processes, technological possibilities, production and
manufacturing practices and economic aspects related to contaminant level management and control.

Risk assessment and risk management considerations

o risk assessment;
e risk management options and considerations;
e consideration of possible maximum levels in foods based on the criteria mentioned above;

e consideration of alternative solutions.
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1.4 GSO PROCEDURE FOR ESTABLISHING STANDARDS FOR CONTAMINANTS AND TOXINS IN FOODS

1.4.1 General

The Procedure for the elaboration of GSO Standards, as contained in the Procedural Manual, is applicable.
Further details are mentioned here regarding the procedure to be followed and the criteria for decision
making, in order to clarify and to facilitate the process of the elaboration of GSO Standards for Contaminants
and Toxins in Foods.

1.4.2 Procedure for preliminary discussion about contaminants and Toxins in Foods

Suggestions for new contaminants or new contaminant/commodity combinations to be discussed in GSO
Standards for Contaminants and Toxins in Foods and to be included in the General Standard may be raised by
delegates or by the secretariat. An initial discussion may be held based on oral contributions, but preferably
on the basis of a note containing relevant and adequate information. For a satisfactory preliminary review
the following information is essential:

1) lIdentification of the contaminant and concise information about the background of the problem.

2) Indications about the availability of toxicological information and analytical and intake data,
including references.

3) Indications about (potential) health problems.
4)  Indications about existing and expected barriers to international trade.

5) Information about technological possibilities and economic aspects related to the management
of the contaminant problem in food.

6)  Preferably a proposal for action by the GSO Standards for Contaminants and Toxins in Foods.

When a delegation wishes that the GSO Standards for Contaminants and Toxins in Foods shall consider
a request for action concerning a specific contaminant this delegation shall, as far as possible, supply
information as stated above to serve as the basis for a preliminary review and request the Secretariat to
include the matter on the agenda of the next meeting of the Committee.

1.4.3 Procedure for risk management decisions in the Standards for Contaminants and Toxins in Foods
regarding contaminants

An evaluation by GSO of the toxicological and of other aspects of a contaminant and subsequent
recommendations regarding the acceptable intake and regarding maximum levels in foods shall be the main
basis for decisions. In the absence of recommendations by GSO, decisions may be taken when sufficient
information from other sources is available to the Committee and the matter is considered urgent.

The GSO procedure for risk management decisions is further described in Annex I1.

1.5 FORMAT OF THE GSO GENERAL STANDARD FOR CONTAMINANTS AND TOXINS IN
FOOD AND FEED

The General Standard contains two types of presentation for the Standards: Schedule | in which the standards
are listed per contaminant in the various food categories, and Schedule 11 (to be developed at a later stage) in
which the contaminant standards are presented per food (category).

The format of the presentation is according to the provisions described in the Procedural Manual, in so far
they are applicable. In order to obtain maximal clarity, explanatory notes shall be added where appropriate.
The format contains all elements necessary for full understanding of the meaning, background, application
and scope of the standards and contains references to the relevant documents and discussion reports on
which the standard is based.

A full description of the format is given in Annex IlI.

For each session of the GSO, a working document shall be prepared in which the complete list of GSO
Standards for contaminants in foods (both proposed and agreed) is presented in the form of Schedule I.
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The list of GSO contaminant standards for individual foods or food categories shall be presented according to
an agreed food categorization system. See Annex IV.

1.6 REVIEW AND REVISION OF THE GENERAL STANDARD

The contaminant provisions for this Standard shall be reviewed on a regular basis and revised as necessary in
the light of revisions of toxicological advice by General Standard or of changed risk management views,
residue management possibilities, scientific knowledge or other important relevant developments.

Specific attention shall be given to the review of existing Maximum Levels and Guideline Levels and to their
possible conversion to Maximum Levels.
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ANNEX |

CRITERIAFOR THE ESTABLISHMENT OF MAXIMUM LEVELS IN FOODS

Introduction

In this Annex criteria are mentioned regarding information which is considered necessary for evaluating
contaminant problems in foods and for the establishment of maximum levels. It is therefore important that
these criteria are taken into account when information is supplied to General Standard.

The criteria mentioned here are elaborated in more detail than in section 1.3.3. of the Preamble. Only those
aspects are mentioned that need further clarification, so criteria or aspects that are not mentioned here should
not be ruled out in the evaluation process.

Toxicological information

Integrated toxicological expert advice regarding a safe/tolerable intake level of a contaminant is
essential when decisions about maximum levels in foods are considered. A recommendation from
General Standard regarding the maximum allowable or tolerable intake, based on a full evaluation of an
adequate toxicological data base, shall be the main basis for decisions. In urgent cases, it may be possible to
rely on less developed evaluations from General Standard or on toxicological expert advice from other
international or national bodies.

When toxicological information is presented in relation to proposals for maximum levels for contaminants in
foods, indications are desirable about the following aspects:

o identification of the toxic substance(s);
e metabolism in humans and animals, as appropriate;
e toxicokinetics and toxicodynamics;

e information about acute and long term toxicity in animals and humans, including
epidemiological data on humans and other relevant toxicity data;

e conclusions and advice of toxicological expert(s) (groups), with references, including
information on specially vulnerable population groups or animals.

Analytical data

Validated qualitative and quantitative analytical data on representative samples should be supplied.
Information on the analytical and sampling methods used and on the validation of the results is desirable. A
statement on the representatively of the samples for the contamination of the product in general (e.g. on a
national basis) should be added. The portion of the commodity that was analyzed and to which the
contaminant content is related should be clearly stated and preferably should be equivalent to the definition of
the commaodity for this purpose or to existing related residue regulation.

Appropriate sampling procedures should be applied. Special attention to this aspect is necessary in the case of
contaminants that may be unequally distributed in the product (e.g. mycotoxins in some commodities).

Intake data

It is desirable to have information about the contaminant concentrations in those foods or food groups that
(together) are responsible for at least half and preferably 80% or more of the total dietary intake of the
contaminant, both for average consumers and for high consumers.

Information about the presence of the contaminant in foods that are widely consumed (staple foods) is
desirable in order to be able to make a satisfactory assessment of the contaminant intake and of risks
associated with food trade.

For the contaminants which can be present in food of animal origin as a consequence of the carryover from
feed, information about the presence of the contaminant in the feed and feed components should be given.
Furthermore the intake of contaminants by the different food producing animals and the resulting levels of the
contaminant in the food of animal origin should be estimated.
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Food consumption data for average, most exposed and susceptible consumer groups are desirable for
evaluations of (potential) intake of contaminants. This problem, however, has to be addressed differently on a
national and on an international scale. It is therefore important to have information about both average and
high consumption patterns regarding a wide scale of foodstuffs, so that for every contaminant the most
exposed consumer groups may be identified. Detailed information about high consumption patterns is
desirable, both regarding group identification criteria (e.g. age or sex differences, vegetarian or regional
dietary customs, etc.) and statistical aspects.

Dietary intake of contaminants: Reference is made to the Guidelines for the study of dietary intake of
chemical contaminants (WHO, 1985 - http://whglibdoc.who.int/offset/ WHO_OFFSET_87.pdf). It is important to
supply all relevant details, such as the type of study (duplicate diet, total diet or market basket study, selective
study), and statistical details. Calculated contaminant intake data from food consumption models may also
be useful. When results about food groups and about effects of preparation and cooking etc. are available,
these should also be supplied.

Fair trade considerations

Existing, expected or potential problems in international trade: In order to assess the urgency of a problem to
be discussed by General Standard it is important to have information about the magnitude of existing or
expected problems, both regarding the amount and the source of the food or feed that is at stake and the
concerned parties and economic aspects involved. Potential problems should also be indicated.

Foods concerned moving in international trade: The main exporting and importing countries for commodities
which are involved in the issue should be identified and it is essential that information is available about
contaminant concentrations in the commodities originating from the main exporting countries.

Information about national regulations: It is desirable that details are made available by countries (especially
the main exporting and importing countries) about their national regulations regarding the contaminant in
question, in particular on the data and the considerations on which these regulations are based. For a good
evaluation of the problem it is essential that not only the data base is clear, but also the risk assessment and
risk management policy which is used for making decisions regarding maximum levels in foods.

Technological considerations

Information about the source of the contaminant and the way in which the food is contaminated, possibly
including information, if it is available, about contamination being present in parts only of the product, is
essential for assessing the possibilities to control the contamination process and to be able to guarantee a
desired product quality. Where possible Source-related measures should be proposed. Good Manufacturing
Practice (GMP) and/or Good Agricultural Practice (GAP) should also be formulated to control a
contamination problem. When this is possible, maximum levels may be based on GMP or GAP
considerations and may thus be established at a level as low as reasonably achievable. Considerations
regarding the technological possibilities to control a contamination problem, e.g. by cleaning, should also be
taken into account when a primary risk assessment model (theoretical maximum daily intake) shows possible
intakes exceeding the toxicological maximum intake recommendation. In such a case the possibilities of
lower contamination levels need further careful examination. Then a detailed study about all the aspects
involved is necessary, so that decisions about maximum limits can be based on a thorough evaluation of both
the public health arguments and the possibilities and problems to comply with the proposed standard.

Risk assessment and risk management considerations

Risk assessment and risk management are conducted in compliance with the Working Principles for Risk
Analysis for food safety by governments.

Risk assessment is defined as the scientific evaluation of the probability of occurrence of known or potential
adverse health effects resulting from human exposure to foodborne hazards. The process consists of the
following steps: hazard identification, hazard characterization, exposure assessment and risk
characterization.  (The definition includes quantitative risk assessment, which emphasizes reliance on
numerical expressions of risk, and also qualitative expressions of risk, as well as an indication of the
attendant uncertainties).
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The first steps are hazard identification and hazard characterization. Hazard identification is the
identification of known or potential health effects in humans, produced by a contaminant which may be
present in a particular food or group of foods. Hazard characterization is the qualitative and, if possible,
quantitative evaluation of the nature of the adverse effects associated with the food contaminant, including a
dose/response assessment and, when possible, the establishment of a safety standard (ADI, TDI or
comparable toxicological recommendation) for the intake of the contaminant. The exposure assessment is
the qualitative and, when possible, quantitative evaluation of the likely intake of the contaminant via food, as
well as exposure from other sources if relevant. In the risk characterization step, the hazard identification,
hazard characterization and exposure assessment are combined into an estimation of the severity and
occurrence of known or potential health effects likely to occur in a given population, including attendant
uncertainties.

Potential public health risks can be considered to exist when there is evidence that the contaminant intake of
(groups of) consumers may exceed (on a long term basis for long term recommendations) the toxicological
recommendation about the maximum acceptable or tolerable intake level. More specific estimation and
description of the risks will be necessary to deal adequately with cases when intakes exceeding the
toxicological standard occur in practice and cannot easily be reduced. This also applies when it has not been
possible to establish a safe dose level of the contaminant.

Risk management is defined as the process of weighing policy alternatives in the light of the risk assessment
and, if required, to select and implement appropriate control options, including the establishment and
enforcement of maximum levels of contaminants in foods. It is based on adequate risk assessment and on
information about policy options and strategies to deal with contamination problems and involves risk
communication.

Risk communication is the interactive exchange of information and opinions concerning risk among risk
assessors, risk managers and other interested parties. Responsible risk management is based on consistent
application of an appropriate policy regarding the protection of public health, but also involves taking into
account other relevant criteria, such as the available analytical data, the technological possibilities to control
the contamination of products, economic factors and fair trade criteria.

In short, the risk assessment shall establish how many consumers possibly exceed the toxicological standard,
and for how long time and how much, and what this implies as real health risks. Risk management involves,
in a consistent way, deciding what is acceptable in this respect and what is not, to what extent other factors
can be taken into account, and decisions and actions to achieve sufficient public health protection and control
of the contamination.

Risk management decisions may lead to maximum levels for foods. In the process leading to such a
decision, the consequences, costs and benefits should be presented and evaluated in relation to other policy
options.

Establishment of maximum levels for contaminants

The establishment of maximum levels of contaminants in foods involves several principles, some of which have
already been mentioned. Briefly stated, the following criteria will help in maintaining a consistent policy in this
matter:

e MLs shall be set only for those contaminants that present both a significant risk to public
health and a known or expected problem in international trade.

e MLs shall be set only for those foods that are significant for the total exposure of the
consumer to the contaminant. When identifying the significance of certain foods in the total
exposure to the contaminant, the criteria contained in the GSO Policy for Exposure
Assessment of Contaminants and Toxins in Foods or Food Groups should be consulted.
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MLs shall be set as low as reasonably achievable. Providing it is acceptable from
the toxicological point of view, MLs shall be set at a level which is (slightly) higher than the
normal range of variation in levels in foods that are produced with current adequate
technological methods, in order to avoid undue disruptions of food production and trade.
Where possible, MLs shall be based on GMP and/or GAP considerations in which the health
concerns have been incorporated as a guiding principle to achieve contaminant levels as low
as reasonably achievable. Foods that are evidently contaminated by local situations or
processing conditions that can be avoided by reasonably achievable means shall be excluded in
this evaluation, unless a higher ML can be shown to be acceptable from a public health point
of view and appreciable economic aspects are at stake.

Proposals for MLs in products shall be based on data from at least various countries
and sources, encompassing the main production areas/processes of those products, as far as
they are engaged in international trade. When there is evidence that contamination patterns
are sufficiently understood and will be comparable on a global scale, more limited data
may be enough.

MLs may be set for product groups when sufficient information is available about
the contamination pattern for the whole group, or when there are other arguments that
extrapolation is appropriate.

Numerical values for MLs shall preferably be regular figures in a geometric scale ( 0.01,
0.02,

0.05,0.1,0.2,0.5, 1, 2, 5 etc.), unless this may pose problems in the acceptability of the MLs.

MLs shall apply to representative samples per lot. If necessary, appropriate methods
of sampling shall be specified.

MLs should not be lower than a level which can be analyzed with methods of analysis that
can be readily applied in normal product control laboratories, unless public health
considerations necessitate a lower detection limit which can only be controlled by means of a
more elaborate method of analysis. In all cases, however, a validated method of analysis
should be available with which a ML can be controlled.

The contaminant as it should be analyzed and to which the ML applies should be
clearly defined. The definition may include important metabolites when this is appropriate
from an analytical or toxicological point of view. It may also be aimed at indicator substances
which are chosen from a group of related contaminants.

The product as it should be analyzed and to which the ML applies, should be clearly defined.
In general, MLs are set on primary products. MLs shall in general preferably be expressed
as a level of the contaminant related to the product as it is, on a fresh weight basis. In some
cases, however, there may be valid arguments to prefer expression on a dry weight basis.
Preferably the product shall be defined as it moves in trade, with provisions where
necessary for the removal of inedible parts that might disturb the preparation of the sample
and the analysis. The product definitions used by the GSO and contained in the
Classification of foods and feeds may serve as guidance on this subject; other product
definitions should only be used for specified reasons. For contaminant purposes,
however, analysis and consequently MLs will preferably be on the basis of the edible part of
the product.

e For fat soluble contaminants which may accumulate in animal products, provisions should be

applied regarding the application of the ML to products with various fat content (comparable
to the provisions for fat soluble pesticides).
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e Guidance is desirable regarding the possible application of MLs established for
primary products to processed products and multi-ingredient products. When products are
concentrated, dried or diluted, use of the concentration or dilution factor is generally
appropriate in order to be able to obtain a primary judgment of the contaminant levels in these
processed products. The maximum contaminant concentration in a multi-ingredient food can
likewise be calculated from the composition of the food. Information regarding the
behaviour of the contaminant during processing (e.g. washing, peeling, extraction, cooking,
drying etc.) is however desirable to give more adequate guidance here. When contaminant
levels are consistently different in processed products related to the primary products from
which they are derived, and sufficient information is available about the contamination
pattern, it may be appropriate to establish separate maximum levels for these processed
products. This also applies when contamination may occur during processing. In general
however, maximum levels should preferably be set for primary agricultural products and may
be applied to processed, derived and multi-ingredient foods by using appropriate factors.
When these factors are sufficiently known, they should be added to the data base about the
contaminant and mentioned in connection to the maximum level in a product.

e MLs shall preferably not be set higher than is acceptable in a primary (theoretical
maximum intake and risk estimation) approach of their acceptability from a public health point
of view. When this poses problems in relation to other criteria for establishing MLs, further
evaluations are necessary regarding the possibilities to reduce the contaminant levels, e.g.
by improving GAP and/or GMP conditions. When this does not bring a satisfactory solution,
further refined risk assessment and contaminant risk management evaluations will have to be
made in order to try to reach agreement about an acceptable ML.

Procedure for risk assessment in relation to (proposed) MLs for contaminants

It is more difficult to control food contamination problems than in the case of food additives and pesticide
residues. Proposed MLs will inevitably be influenced by this situation. In order to promote acceptance of
GSO contaminant MLs, it is therefore important that assessments of the acceptability of those MLs are
done in a consistent and realistic way. The procedure involves assessment of the dietary intake in
relation to the proposed or existing MLs and the toxicological reference value.

In case a contaminant is transported from feed to food of animal origin, the intake of a contaminant by the
different food producing animal species and the resulting levels in the food of animal origin must be
evaluated.

The best estimate involves the national dietary pattern and corrections for residue losses during transport,
storage, food preparation, for known residue level in foods as consumed, etc. It is recommended to be
cautious in using other than average food consumption values, although it is considered appropriate to use
relevant average food consumption data for identifiable subgroups of the population. The procedure is used
to assess the acceptability of proposed MRLs and to promote international acceptance of GSO MRLs.

For pesticide residues, Guidelines (WHO, 1989, revised 1995) have been prepared for predicting the dietary
intake, involving a two-tiered approach with increasingly realistic predictions of intake. In the crude
estimate phase, hypothetical global and cultural diets are used to calculate the theoretical maximum daily
intake (TMDI) (based on proposed or existing MRLS).

For contaminants and natural toxins in food, essentially the same procedure is used. Food consumption
patterns with a higher intake of critical foods may be used in the intake calculations when this is part of an
accepted national or international health protection and risk management policy. A harmonized approach
using an appropriate intake estimation model that is as realistic as possible is recommended. Calculated data
should where possible always be compared with measured intake data. Proposals for GSO MLs should be
accompanied by intake calculations and risk assessment conclusions regarding their acceptability and use.
The intake calculations should follow the methodology described in the GSO General Standard Policy for
Exposure Assessment and, if appropriate, be accompanied by the generation of distribution curves
for the concentration in specific foods/food groups. Statements from Governments about the non-
acceptance of (proposed) GSO MLs should refer to specified intake calculations and risk management
conclusions which support this position.
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ANNEX 11

PROCEDURE FOR RISK MANAGEMENT DECISIONS

Introduction

The recommended procedure for risk management decisions in the General Standard is presented here as
a simple decision scheme based on the main criteria.  Criterion (1), basic information about the
contaminant (problem) is not further mentioned, because it is considered a prerequisite, without
which no sensible discussion can take place, hazard identification and characterization. Criterion (5),
technological and economic aspects, is an essential tool for making recommendations about the risk
management of the contaminant problem and for developing MLs, and when this information is not
adequate, further data shall be requested. Bearing this in mind, it need not be further mentioned in the
decision scheme, which is shown below. Decisions can be based on the availability of information (- or + or
?) on the following criteria:

(2a) Tox  toxicological information; (3)
PHP  potential health problems;,

(2b) A/ln  analytical and intake data;,

(@) TP international trade problems.

The question mark ? is used in the column PHP, to indicate that only toxicological information is sufficiently
available, or only intake data, so that there is no sufficient basis to decide whether there are potential health
problems. Obviously, in practice there will be many situations which are not so clear cut as it is presented in
the scheme. Information may be considered sufficient by some, and inadequate by others. Decisions will
have to be taken on a case by case basis, considering the criteria mentioned in Annex I. Further
quantification of the criteria for the necessary data base for making decisions may become inevitable when
serious problems are encountered in practice regarding this aspect.

Risk management decision scheme for GSO
Case Criterion GSO Action

(2) (2b) (3 (4
Tox A/ln PHP TP

1. - + ? - Request Tox data/evaluation

2. - + ? + Request Tox data/evaluation, national risk assessment. In urgent
cases

3. + - ? - Request analytical/intake data

4, + + - - No further action

5. + + - + Request national risk assessment. After evaluation (in urgent
cases, after a preliminary assessment

6. + + + - Development of MLs

7. + + + + Development of MLs, with priority (in urgent cases, if necessary,
temporary MLS)

(-) insufficient information

(+) sufficient information

(?) only toxicological information is sufficiently available, or only intake data, so that there is no sufficient basis to
decide whether there are potential health problems.
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Introduction

The format for Schedule shall contain the following elements:

- Name of the contaminant: symbols, synonyms, abbreviations, scientific descriptions shall be mentioned.

- PMTDI, PTWI or similar toxicological reference value: when the situation is complex a short statement and
further references may be necessary here.

- Contaminant definition: definition of the contaminant as it shall be analyzed and to which the maximum level
applies.

- Reference to a source-directed measure or a code of practice for the contaminant, if appropriate.

- List of GSO maximum levels for that contaminant; this list shall be composed of the following elements, in
columns:

- Classification number of feed/food commodity or feed/food category;

- Name of feed/food commodity/category;

- Numerical value of maximum level;

- Suffix accompanying a ML to specify the application of the ML

- References to documents, or adoption year;

- References to standard criteria for methods of analysis and sampling;

- Notes/remarks.
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ANNEX 1V

FOOD CATEGORIZATION SYSTEM
Introduction

The food categorization system of the GSO is constructed to perform the following functions:

It has a logical structure which enables a clear and systematic presentation of the (proposed) MLs. It
contains (references to) product definitions and definitions of the part of the product which is analyzed and to
which the ML refers. It contains codes for the food categories and the individual foods, so that data can be
stored and retrieved in a convenient way.

To achieve as much harmonization as possible, an existing agreed categorization system is used.

The General Standard uses the system which is developed in the framework of the GSO as it is also
suitable for contaminants. It is adopted for characterizing the various food and feed groups and the
individual commaodities. This system is especially elaborated regarding primary agricultural commodities,
but needs further extension regarding processed products. Where necessary, new (sub) group codes or
commodity codes are therefore introduced. These are described in Annex IV-A. Annex IV-A will also
contain product descriptions as far as they are different from those contained in the existing system described
by the GSO.

Where appropriate and possible, the descriptive texts accompanying the food categories do or should also
contain indications about the concentration or dilution factor in the processed commodities mentioned, in
relation to the primary product(s) involved. In that way a first estimate can be made of the possible carry-
over of contaminants from primary products to the various processed products. It has to be borne in mind
however that the specific distribution of a contaminant in the primary product and the behaviour during
processing is a complicating factor here. Further advice may be necessary in those cases. See also the
general indications in Annex | and possible specific information mentioned in relation to the contaminant.

Description of the food categorization system of the GSO

The first part contains the categorization system as developed and maintained by the GSO. It consists of

5 classes, covering primary food commodities of plant, resp. animal origin, primary feed commodities and
processed commodities of plant, resp. animal origin. The classes are subdivided in 19 types and 93 groups,
which are identified by code numbers and letters.

Annex IV-A is the other part of the food categorization system for the General Standard. It is developed
and maintained by the GSO, and is complementary to the system described in the first part. It is
mainly directed to processed, derived and multi-ingredient foods and encompasses all those types and
groups and commodity descriptions that are necessary to assign food categorization codes to existing or
planned GSO MLs for contaminants.
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ANNEX IV-A
COMPLEMENTARY FOOD CATEGORIZATION SYSTEM FOR THE GSO
Introduction

The additions to the food categorization system described in this Annex will serve the need of assigning a
food code number to commodities that are not covered by this Annex. The commodities involved are mainly
processed, derived and multi-ingredient foods.

The system has been designed as a comprehensive list (on a general level), in order to be able to
accommodate possible future needs.

In this phase no individual product definitions and codes are given. It seems sufficient to go no further than a
type or group level in judging the acceptability of the system. The classification can be developed in
further detail as the need arises.

The system used in the GSO General Standard for Food Additives (GSFA) for food classification has been
utilized as far as it is compatible with the existing Codex classification system described in this Annex.

See the following list of proposed new food categories. Some explanations (as shown in the list) and some
existing related food categories, for a better insight in the proposed system.

Commodity descriptions can often be derived from existing GSO Standards.

Information regarding concentration and dilution factors, in relation to contaminant carry-over from primary
products, will be added where appropriate and available.

Definitions for the part of the product that shall be analyzed and to which the ML of a contaminant will
apply, that are different from existing definitions in this Annex, will also be added.

Class Type Group Letter code  Product group description

D PROCESSED FOODS OF PLANT ORIGIN
(existing)

D 01 Secondary commodities of plant origin
(5 existing groups)

D 01 06 TF Treated fruit products (peeled, cut, frozen etc.)

(New proposed group; commodity codes can be derived from existing
fruit codes)
D 01 07 TV Treated vegetable products (cleaned, cut, frozen etc.)

(New proposed group; commodity codes can be derived from existing
vegetable codes)

D 02 Derived products of plant origin
(7 existing groups)
D 02 08 WV Vegetable juices and purees

(New proposed group; commodity codes can be derived from the
existing vegetable codes)

D 02 09 SH Sugars, syrups and honey
(New proposed group; commodity codes to be developed)

D 03 Manufactured foods of plant origin (multi-ingredient)
(1 existing group)

D 03 01 CP Manufactured multi-ingredient cereal products (e.g. bread and other
cooked cereal products)

(existing group)
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D 03
D 03
D 03
D 03
D 03
D 03
D 03
D 03
E
E 01
E 01
E 01
E 01
E 02
E 02
E 02

Group
02

03

04

06

07

08

09

03

04

05

05

06

Letter code
CB

NF

FF

FJ

SF

SV

PS

PP

MS

ES

WS

MC

ED
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Product group description
Beverages derived from cereals (e.g. beer)

(New proposed group; commodity codes to be developed when the
necessity arises)
Fruit nectars

(New proposed group; commodity codes can be derived from the
existing fruit codes)
Fermented fruit beverages (cider)

(New proposed group; commodity codes can be derived from the
existing fruit concerned)

(New proposed group; commodity codes to be developed when the
need arises)
Fruit jams, jellies, marmalades etc.

(New proposed group; commodity codes to be derived from the existing
fruit codes)
Fruit chutneys and comparable preparations

(New proposed group; commodity codes to be derived from the existing
fruit codes)
Vegetable chutneys and comparable preparations

(New proposed group; commodity codes to be derived from the existing
vegetable codes)
Preparations from nuts, oil seeds and other seeds

(New proposed group; commodity codes to be derived from the existing
product codes)
Other manufactured plant products

(New proposed group; commodity codes to be developed when the
need arises)

PROCESSED FOODS OF ANIMAL ORIGIN
(existing class)
Secondary commodities of animal origin

(2 existing groups)
Secondary meat products (e.g. cooked meat)

(New proposed group; commodity codes to be derived from the existing
meat codes)
Secondary egg products (e.g. egg powder)

(New proposed group; commodity codes to be derived from the existing
egg codes)
Secondary fishery products (e.g., smoked fish)

(New proposed group; commodity codes to be derived from the existing
fish codes)

Derived animal products of animal origin

(4 existing groups)
Derived meat products (e.g. meat extract)

(New proposed group; commodity codes to be derived from existing
meat codes)
Derived egg products (e.g. egg white, yolk)

(New proposed group; commodity codes to be derived from existing
egg codes)
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E 02
E 03
E 03
E 03
E 03
E 03
E 04
E 04
E 04
E 04
E 04
F
F 01
F 01
F 02
F 02
F 02

Group
07

01

02

03

04

01

02

03

04

01

01

02

Letter code
WD

LI

MT

EM

WP

LM

MP

EP

wi

BS

SP

PV
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Product group description
Derived fishery products

(New proposed group; commodity codes to be derived from the existing
fish codes)

Manufactured food (single ingredient), animal origin

(1 existing group)

Manufactured milk products (single ingredient)

(existing group)

Manufactured meat products (e.g. cured meat)

(New proposed group; commodity codes to be derived from existing
meat codes)

Manufactured egg products (e.g. egg white powder)

(New proposed group; commodity codes to be derived from existing
egg codes)
Manufactured fishery products

(New proposed group; commodity codes to be derived from existing
fish codes

Manufactured food (multi-ingredient) of animal origin

(1 existing group)

Manufactured milk products (multi-ingredient)

(existing group)

Manufactured meat products (multi-ingredient) (e.g. sausage)

(New proposed group; commodity codes to be developed in relation to
commaodity description)

Manufactured egg products (multi-ingredient)

(New proposed groups; commodity codes to be developed in relation to
commaodity description)
Manufactured fishery products (multi-ingredient)

(New proposed group; commodity codes to be derived from existing
fish codes)

MULTI-INGREDIENT MANUFACTURED FOODS
(New proposed class)

Beverages (multi-ingredient)

(New proposed type)

Beverages (soft drinks end comparable preparations)

(New proposed group; commodity codes to be developed when the
necessity arises)

Sauces, salad dressings, soups, bouillons etc.

(New proposed type)

Seasonings and condiments

(New proposed group; commodity codes to be developed when the
necessity arises)

Vinegars (multi-ingredient)

(New proposed group; commodity codes to be developed when the
necessity arises)
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F 02
F 02
F 02
F 02
F 03
F 03
F 03
F 03
F 04
F 04
F 04
F 04
F 05
F 05
F 05
F 05
F 06

Group
03

04

05

06

01

02

03

01

02

03

01

02

03

Letter code
PM

BS

ME

BC

CcC

CS

CG

HF

LF

OF

BF

BS

NS
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Product group description
Mustards

(New proposed group; commodity codes to be developed when
necessity arises)
Soups and broths

(New proposed group; commodity codes to be developed when
necessity arises)
Sauces and comparable products

(New proposed group; commodity codes to be developed when
necessity arises)
Salads and sandwich spreads

(New proposed group; commodity codes to be developed when
necessity arises)

Chocolate & other confectionery

(New proposed type)

Chocolate products

(New proposed group; commodity codes to be developed when
necessity arises)

Sugar confectionery, including nut based and comparable
multi-ingredient confectionery

(New proposed group; commodity codes to be developed when
necessity arises)
Chewing gum

(New proposed group; commodity codes to be developed when
necessity arises)

Margarines & other multi-ingredient fatty foods

(New proposed type)

Margarines > 80 % fat

(New proposed group; commodity codes to be developed when
necessity arises)

Margarines < 80 % fat

(New proposed group; commodity codes to be developed when
necessity arises)
Other products based on fat emulsions

(New proposed group; commodity codes to be developed when
necessity arises)

Multi-ingredient bakery wares
(New proposed type)
Fine bakery wares

(New proposed group; commodity codes to be developed when
necessity arises)
Savory snacks (potato, cereal or starch base)

(New proposed group; commodity codes to be developed when
necessity arises)
Savory coated nuts, other nut snacks, nut mixtures

(New proposed group; commodity codes to be developed when
necessity arises)

Multi-ingredient foods for special dietary uses
(New proposed type)
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F 06
F 06
F 06
F 06
F 06
F 06
G
G 01
G 01
G 01

Group
01

02

03

04

05

06

01

02

Letter code
ID

CD

HD

TD

SD

AD

Dw

SW
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Product group description
Infant and follow-on formulae
(New proposed group; commodity codes to be developed when

necessity arises)
Weaning foods

(New proposed group; commodity codes to be developed when
necessity arises)
Dietetic foods intended for special medical purposes

(New proposed group; commodity codes to be developed when
necessity arises)
Dietetic formulae for slimming purposes and weight reduction

(New proposed group; commodity codes to be developed when
necessity arises)
Supplementary foods for dietetic uses

(New proposed group; commodity codes to be developed when
necessity arises)
Food supplements

(New proposed group; commodity codes to be developed when
necessity arises)

OTHER EDIBLE PRODUCTS

(New proposed class)

Water, minerals and organic compounds

(New proposed type)

Drinking water, mineral water, table waters

(New proposed group, commodity codes to be developed when
necessity arises)

Salt, salt substitutes, mineral preparations

(New proposed group; commodity codes to be developed when
necessity arises)
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SCHEDULE | - MAXIMUM AND GUIDELINE LEVELS FOR CONTAMINANTS

AND TOXINS IN FOODS

INDEX OF CONTAMINANTS

NAME | PAGE
Mycotoxins:
Aflatoxins, Total 21
Aflatoxin M1 23
Ochratoxin A 24
Patulin 25
Deoxynivalenol: 26
Zearalenone 27
Heavy Metals:
Arsenic 28
Cadmium 29
Lead 31
Mercury 34
Methylmercury 35
Tin 36
Radionuclides: 39
Others:
Chloropropanols 44
Acrylonitrile 45
Melamine 46
Vinylchloride monomer 47
References 48
EXPLANATORY NOTES
Reference to GSO: References to GSO A meeting in which the contaminant was evaluated and the year
of that meeting
Toxicological Toxicological advice about the tolerable intake level of the contaminant for humans,

guidance value:

expressed in milligrams (mg) per kg body weight (bw). The year of
recommendations and additional explanation are included.

Residue definition:

Definition of the contaminant in the form of which the ML applies or which may or
should be analyzed in commodities.

Synonyms:

Symbols, synonyms abbreviations, scientific descriptions and identification codes
used to define the contaminant.

Commodity code:

The code for food commodities is according to the food and feed categorization
system as contained in GSO General Standard Classification of foods and feeds.
The food/feed categorization system also specifies the part of Commodity
which should be analysed and to which the ML applies, unless a specific
commodity definition is provided as an annex to the ML. For those maximum
levels contained in Codex commodity standards, the relevant standard numbers
are referred, if the code numbers are not readily available for these
commodities.

Suffix: A note accompanying an ML or GL, used to specify the application or the future
revision of the ML, e.g., specific residue definitions can be mentioned by
abbreviations here. See also “Qualification of MLs” below.

Type: Indicates whether the value is GSO maximum level (ML) or GSO guideline level

(GL). See also the definitions of these terms in the preamble of the GSO Standard>
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Quialification of MLs

| C:

| In canned products only

Definitions of some toxicological terms

PMTDI:

(Provisional Maximum Tolerable Daily Intake)

The endpoint used for contaminants with no cumulative properties. Its value represents
permissible human exposure as a result of the natural occurrence of the substance in food and
in drinking-water. In the case of trace elements that are both essential nutrients and
unavoidable constituents of food, a range is expressed, the lower value representing the level
of essentiality and the upper value the PMTDI.

PTWI:

(Provisional Tolerable Weekly Intake)

An endpoint used for food contaminants such as heavy metals with cumulative properties. Its
value represents permissible human weekly exposure to those contaminants unavoidably
associated with the consumption of otherwise wholesome and nutritious foods.

PTMI:

(Provisional Tolerable Monthly Intake)

An endpoint used for a food contaminant with cumulative properties that has a very long half-
life in the human body. Its value represents permissible human monthly exposure to a
contaminant unavoidably associated with otherwise wholesome and nutritious foods
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Schedule | - Mycotoxin

AFLATOXINS, TOTAL

Toxicological guidance:

Carcinogenic potency estimates for aflatoxins B, G, M (1997), Intake
should be reduced to levels as low as reasonably possible)

Residue definition:

Aflatoxins total (B1 +B2 + G1 + G2)

Synonyms:

Abbreviations, AFB, AFG, with numbers, to designate specific
compounds

GSO DS

/2013
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Schedule 2 - Mycotoxin

Notes/Remarks
Commaodity / Product Level Suffix Type
For GSO
Bl | X(B1 +B2 | M1
+ Gl +
Code Name G2)
ng/kg

Peanut 8* 15 - ML The ML applies to peanuts intended for further processing. For
sampling plan, see Annex 1 below.

Almonds 12* 15 ML The ML applies to almonds intended for further processing For
sampling plan, see Annex 2 below

Brazil nuts 8* 10* - ML The ML applies to shelled ready-to-eat Brazil nuts For sampling
plan, see Annex 2 below

Brazil nuts 8* 15 - ML The ML applies to shelled Brazil nuts destined for further
processing

Hazelnuts 8* 15 - ML The ML applies to hazelnuts intended for further processing For
sampling plan, see Annex 2 below

Pistachios 12* 15 - ML The ML applies to pistachios intended for further processing For
sampling plan, see Annex 2 below

Almonds 8* 10 - ML The ML applies to almonds “ready-to-eat”. For sampling plan, see
Annex 2

Hazelnuts 5* 10 - ML The ML applies tohazelnuts “ready-to-eat”. For sampling plan, see
Annex 2.

Pistachios 8* 10 - ML The ML applies to pistachios “ready-to-eat”. For sampling plan, see
Annex 2.

Maize and | 5* 10* - Maize and rice to be subjected to sorting or other physical treatment

rice before human consumption or use as an ingredient in foodstuffs

Aflatoxins are a group of highly toxic mycotoxins produced by fungi of the genus Aspergillus. The four main aflatoxins found in contaminated plant products are B1, B2, G1 and G2 and are a group of structurally related
difuranocoumarin derivatives that usually occur together in varying ratios, AFB1 usually being the most important one. These compounds pose a substantial hazard to human and animal health. IARC (1992) classified aflatoxin
B1 in Group 1 (human carcinogen) and AFM in Group 2B (probable human carcinogen). The liver is the primary target organ.
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AFLATOXIN M1

Toxicological guidance: Cancer potency estimates at specified residue levels (2001, Using worst-case assumptions, the additional risks for liver cancer
predicted with use of proposed maximum levels of aflatoxin M1 of 0.05 and 0.5 pg/kg are very small. The potency of aflatoxin M1 appears to be so low in
HBsAg- individuals that a carcinogenic effect of M1 intake in those who consume large quantities of milk and milk products in comparison with non-
consumers of these products would be impossible to demonstrate. Hepatitis B virus carriers might benefit from a reduction in the aflatoxin concentration in
their diet, and the reduction might also offer some protection in hepatitis C virus carriers.)

Residue definition: Aflatoxin M1

Synonyms: AFM1

Commodity / Product Level
Suffix Type Notes/Remarks
Code Name no/kg
. Raw milk heat-treated milk and milk for
Raw milk 0,050 the manufacture of milk-based products
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OCHRATOXIN A

Toxicological guidance:

Residue definition:

Synonyms:

PTWI 0.0001 mg/kg bw (2001)
Ochratoxin A

(The term “ochratoxins” includes a number of related mycotoxins (A, B, C and their esters and metabolites), the most important one being

ochratoxin A)

GSO DS

/2013
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PATULIN
Toxicological guidance: ~ PMTDI 0.0004 mg/kg bw (1995)
Residue definition: patulin
Commodity / Product Level Suffix Type Notes/Remarks
Code Name pro/kg

Apple juice and solid apple products, including apple
Apple juice 10 ML compote and apple puree, for infants and young
children (1) and labelled and sold as such (2)

Patulin is a low molecular weight hemiacetal lactone mycotoxin produced by species of the genera Aspergillus,

GSO DS

/2013
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Deoxynivalenol

Toxicological guidance: For the purpose of the application of maximum levels for deoxynivalenol,
rice is not included in ‘cereals’ and rice products are not included in ‘cereal

products.
Commodity / Product Level Suffix Type Notes/Remarks
Code Name pro/kg
Bread
pastries
o 500
biscuits

cereal snacks
and breakfast
cereals

Processed Processed cereal-based foods and baby foods for infants and young
cereal 200 .
children (1), (2).

Deoxynivalenol (DON), also known as, Vomitoxin is a type B trichothecene, an epoxy-sesquiterpenoid. This mycotoxin occurs predominantly in grains such as wheat, barley, oats, rye, and maize, and less often in rice, sorghum,
and triticale.
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Zearalenone

Toxicological guidance: For the purpose of the application of maximum levels for Zearalenone,
rice is not included in ‘cereals’ and rice products are not included in ‘cereal

products.
Commodity / Product Level Suffix Type Notes/Remarks
Code Name pro/kg
Unprocessed 100
cereals other than
maize
Unprocessed 350 Unprocessed maize (1) with the exception of unprocessed
maize maize intended to be processed by wet milling (2)
Bread
pastries
o 50
biscuits

cereal snacks
and breakfast
cereals

Processed cereal 20 Processed cereal-based foods and baby foods for infants and young children (1), (2)

Zearalenone (ZEA), also known as RAL and F-2 mycotoxin, is a potent estrogenic metabolite produced by some Gibberella species. (1) The maximum level applies to unprocessed cereals placed on the market for first-stage
processing. ‘First-stage processing’ shall mean any physical or thermal treatment, other than drying, of or on the grain. Cleaning, sorting and drying procedures are not considered to be ‘first-stage processing’ insofar no physical
action is exerted on the grain kernel itself and the whole grain remains intact after cleaning and sorting. In integrated production and processing systems, the maximum level applies to the unprocessed cereals in case they are
intended for first-stage processing. (2) The exemption applies only for maize for which it is evident e.g. through labeling, destination, that it is intended for use in a wet milling process only (starch production).
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ARSENIC

Toxicological guidance: ~ PTWI 0.015 mg/kg bw (1988, For inorganic arsenic)

Residue definition: Arsenic: total (As-tot) when not otherwise mentioned; inorganic arsenic (As-in); or other specification
Synonyms: As
. Level Suffix Type Notes/Remarks
Commodity / Product
mg/kg
Code Name
CAC
Edible fats and oils 0.1 ML Edible fats and oils not covered by individual standards
Margarine 0.1 ML
Minarine 0.1 ML
Named animal fats 0.1 ML premier jus and edible tallow.
Olive oil, refined 0.1 ML
Olive ail, virgin 0.1 ML
Olive, residue oil 0.1 ML Olive pomace oil
Vegetable oils, Crude 0.1 ML Named vegeable oils from arachis, babassu, coconut, cottonseed, grapeseed, maize, mustardseed, palm
kernel, palm, rapeseed, safflowerseed,
sesameseed, soya bean, and sunflowerseed, and palm olein, stearin and
superolein.
Vegetable oils, Edible 0.1 ML Named vegeable oils from arachis, babassu, coconut, cottonseed, grapeseed, maize, mustardseed, palm
kernel, palm, rapeseed, safflowerseed,
sesameseed, soya bean, and sunflowerseed, and palm olein, stearin and
superolein.
Natural mineral waters 0.01 ML Expressed in total As mg/l
Salt, food grade 0.5 ML

Arsenic is a metalloid element which is normally occurring in mineral bound form in the earth's crust and which can become more easily available by natural sources such as volcanic activity and weathering of minerals, and
by anthropogenic activity causing emissions in the environment, such as ore smelting, burning of coal and specific uses, such as arsenic-based wood preservatives, pesticides or veterinary or human medicinal drugs. As a result
of naturally occurring metabolic processes in the biosphere arsenic occurs as a large number of organic or inorganic chemical forms in food (species). Especially in the marine environment arsenic is often found in high
concentrations of organic forms, up to 50 mg/kg of arsenic on a wet weight basis in some seafood including seaweed, fish, shellfish and crustaceans. In fresh water and in the terrestrial environments arsenic is normally found
in much lower levels (typically 0-20 ug/kg) in crop plants and in livestock. Higher levels may be found in rice, mushrooms and sometimes in poultry which is fed fish meal containing arsenic. The most toxic forms of arsenic
are the inorganic arsenic (I1l) and (V) compounds; the inorganic arsenic trioxide is well known as a rat poison, which was also sometimes used for homicide. Methylated forms of arsenic have a low acute toxicity;
arsenobetaine which is the principal arsenic form in fish and crustaceans is considered non- toxic. In shellfish, molluscs and seaweed dimethylarsinylriboside derivatives occur (“arsenosugars"), the possible toxicity of which is
not known in detail. Only a few percent of the total arsenic in fish is present in inorganic form, which is the only form about which a PTWI has been developed by GSO. The human epidemiological data used for this risk
assessment is based on exposure to inorganic arsenic in drinking water. IARC has classified inorganic arsenic as a human carcinogen, and the estimated lifetime risk for arsenic- induced skin cancer which may be caused by
drinking water at or in excess of the WHO guideline for arsenic in drinking water is estimated at 6x 10-4.
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CADMIUM
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Toxicological guidance: ~ PTWI 0.007 mg/kg bw (1988 (maintained in 2000 & 2003), The 64th JECFA concluded that the effect of different MLs on overall
intake of cadmium would be very small. At the proposed Codex MLs, mean intake of cadmium would be reduced by approximately 1% of the PTWI. The
imposition of MLs one level lower would result in potential reductions in intake of cadmium of no more than 6% (wheat grain, potatoes) of the PTWI. At the
proposed Codex MLs, no more than 9% of a commodity would be violative (oysters). MLs one level below those proposed would result in approximately 25%
of molluscs, potatoes, and other vegetables being violative.)

Residue definition: Cadmium, total

Synonyms: Cd
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Commodity / Product Level
Code Name mg/kg Type Notes/Remarks
GSO
Brassica vegetables 0.05 ML
Bulb vegetables 0.05 ML
Fruiting vegetables, cucurbits 0.05 ML
Fruiting vegetables, other than cucurbits 0.05 ML Excluding tomatoes and edible fungi.
Leafy vegetables 0.2 ML
Legume vegetables 0.1 ML
Potato 0.1 ML Peeled
Pulses 0.1 ML Excluding soya bean (dry)
Root and tuber vegetables 0.1 ML Excluding potato and celeriac
Stalk and stem vegetables 0.1 ML
Cereal grains, except buckwheat, cafiihua 0.1 ML Excluding wheat and rice; and bran and germ
and quinoa
Rice, polished 0.4 ML
Wheat 0.2 ML
Marine bivalve molluscs 2 ML Excluding oysters and scallops
Cephalopods 2 ML Without viscera
Natural mineral waters 0.003 ML Expressed in mg/l
Salt, food grade 0.5 ML
Soybeans 0.2*

Cadmium is a relatively rare element, released to the air, land, and water by human activities. In general, the two major sources of contamination are the production and utilization of cadmium and the disposal of wastes containing
cadmium. Increases in soil cadmium content will result in an increase in the uptake of cadmium by plants; the pathway of human exposure from agricultural crops is thus susceptible to increases in soil cadmium. The cadmium
uptake by plants from soil is greater at low soil pH. Edible free-living food organisms such as shellfish, crustaceans, and fungi are natural accumulators of cadmium. Similar to humans, there are increased levels of cadmium in the
liver and kidney of horses and some feral terrestrial animals. Regular consumption of these items can result in increased exposure. Tobacco is an important source of cadmium uptake in smokers.
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LEAD
Toxicological guidance: ~ PTWI 0.025 mg/kg bw (1987 for infants and young children, extended to all age groups in 1993, maintained 1999)
Residue definition: Lead, total
Synonyms: Pb
Commodity/Product level Suffix — Type Notes/Remarks
Code Name ma/kg
GSO
Assorted (sub)tropical fruits, edible peel 01 ML
Assorted (sub)tropical fruits, inedible peel 0.1 ML
Berries and other small fruits 0.2 ML
Citrus fruits 0.1 ML
Pome fruits 0.1 ML
Stone fruits 0.1 ML
Brassica vegetables 0.3 ML Excluding kale
Bulb vegetables 0.1 ML
Fruiting vegetables, Cucurbits 0.1 ML
Fruiting vegetables, other than 0.1 ML Excluding mushrooms
Cucurbits
Leafy vegetables 0.3 ML Including Brassica leafy vegetables but excluding spinach.
Legume vegetables 0.2 ML
Pulses 0.2 ML
Root and tuber vegetables 0.1 ML Including peeled potatoes
Canned fruit cocktail 1 ML
Canned grapefruit 1 ML
Canned mandarin oranges 1 ML
Canned mangoes 1 ML
Canned pineapple 1 ML
Canned raspberries 1 ML
Canned strawberries 1 ML
Canned tropical fruit salad 1 ML
Jams (fruit preserves) and jellies 1 ML
Mango chutney 1 ML
Table olives 1 ML
Canned asparagus 1 ML
Canned carrots 0.1 ML
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Commodity/Product

Level
mo/k Suffix Type Notes/Remarks
Code Name GSO
Canned green beans and canned wax beans 1 ML
Canned green peas 1 ML
Canned mature processed peas 1 ML
Canned mushrooms 1 ML
Canned palmito 1 ML
Canned sweet corn 1 ML
Canned tomatoes 1 ML
Pickled cucumbers (cucumber pickles) 1 ML
Processed tomato concentrates 15 ML
Fruit juices 0.05 ML Including nectars; Ready to drink
Cereal grains, except buckwheat, cafiihua 0.2 ML
and quinoa
Canned chestnuts and canned 1 ML
chestnuts puree
Meat of cattle and sheep 0.1 ML Also applies to the fat from meat
Poultry meat 0.1 ML
Cattle, Edible offal of 0.5 ML
Poultry, Edible offal of 0.5 ML
Edible fats and oils 0.1 ML Edible fats and oils not covered by individual standards
Fish 0.3 ML
Margarine 0.1 ML
Minarine 0.1 ML
Named animal fats 0.1 ML premier jus and edible tallow.
Olive oil, refined 0.1 ML
Olive oil, virgin 0.1 ML

Olive oil, residue oil
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Commodity/Product Level
Code  Name mg/kg Suffix Type Reference Notes/Remarks
GSO
Poultry fats 0.1 ML
Oils of arachis, babasu, coconut, cottonseed, grapeseed, maize,
) mustardseed, palm kernel, palm, rapeseed, saflowerseed, sesameseed,
Vegetable oils, Crude 0.1 ML CS 210-1999 soya bean, and sunflowerseed, and palm olein, stearin and superolein and
other oils but excluding cocoa butter
Oils of arachis, babasu, coconut, cottonseed, grapeseed, maize,
) ) mustardseed, palm kernel, palm, rapeseed, saflowerseed, sesameseed,
Vegetable oils, Edible 0.1 ML CS 210-1999 soya bean, and sunflowerseed, and palm olein, stearin and superolein and
other oils but excluding cocoa butter
. A concentration factor applies to partially or wholly dehydrated
Milks 0.02 ML milks.
Secondary milk products 0.02 ML As consumed
Natural mineral waters 0.01 ML CS 108-1981 Expressed in mg/l
Infant formula 0.02 ML Ready to use
Salt, food grade 2 ML CS 150-1985
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MERCURY
Toxicological guidance: ~ PTWI 0.005 mg/kg bw (1978)
Residue definition: Mercury, Total
Synonyms: Hg

Mercury is a naturally occurring metallic element which can be present in foodstuffs by natural causes; elevated levels can also occur due to e.g.
environmental contamination by industrial or other uses of mercury. Methylmercury and also total mercury levels in terrestrial animals and plants are
usually very low; the use of fish meal as animal feed can however also lead to higher methyl mercury levels in other animal products.

Commodity/Product

Level
mg/kg Suffix Type Reference Notes/Remarks
Code  Name GSO
Natural mineral waters 0.001 ML CS 108-1981 Expressed in mg/l
Salt, food grade 0.1
Food supplements (39) 1: o ML CS 150-1985

Meat, Meat Products and Fish
(rays,tune,swordfish and snake mackerel) 1.0*
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METHYLMERCURY
Toxicological guidance:

Residue definition:

Related Code of Practice:

GSO DS ...../2013

PTWI 0.0016 mg/kg bw (2003)
Methylmercury
Code of Practice for Source Directed Measures to Reduce Contamination of Foods with Chemicals.

Commodity/Product

Level
Code Name mg/kg Suffix Type Notes/Remarks
GSO
Except predatory fish The Guideline levels are intended for
Fish 0.5 GL methylmercury in fresh or processed fish and fish products moving
in international trade
Predatory fish such as shark (WS 0131), swordfish, tuna (WS
. 0132), pike (WF 0865) and others
Predatory fish 1 GL The Guideline level for methylmercury in fresh or processed fish

and fish products moving in international trade.

Lots should be considered as being in compliance with the guideline levels if the level of methylmercury in the analytical sample, derived from the composite bulk sample, does not exceed the above levels. Where these
Guideline levels are exceeded, governments should decide whether and under what circumstances, the food should be distributed within their territory or jurisdiction and what recommendations, if any, should be given as regards
restrictions on consumption, especially by vulnerable groups such as pregnant women. Methylmercury is the most toxic form of mercury and is formed in aquatic environments. Methylmercury therefore is found mainly in
aquatic organisms. It can accumulate in the food chain; the levels in large predatory fish species are therefore higher than in other species and fish is the predominant source of human exposure to methylmercury. Methylmercury

and also total mercury levels in terrestrial animals and plants are usually very low; the use of fish meal as animal feed can however also lead to higher methyl mercury levels in other animal products.
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TIN

Reference to GSO: (2013)
Reference to: commission regulation: general Standard (2013)
Toxicological guidance:Residue definition:Tin, total (Sn-tot) when not otherwise mentioned; inorganic tin (Sn-in); or other specification Synonyms: Sn

Commodity/Product

Level
Code  Name mg/kg Suffix Type Notes/Remarks
GSO

Canned foods (other than beverages) 200* C ML

Canned beverages 150 C ML
The scope of the Standard includes canned mandarin
oranges, canned grapefruits, canned pummelos and
canned sweet oranges offered for direct consumption,
including for catering purposes or for repacking if
required. It does not apply to the product when indicated
as being intended for further processing.

Canned citrus fruits 100 C ML
The scope of the Standard covers jams, jellies and
marmalades made from all fruits and vegetables offered
for direct consumption, including for catering purposes or
for repacking if required

— excluding:
Jams, jellies and marmalades 250 c ML (2) products when indicated as being intended for
further processing such as those intended for use

Canned baby foods and processed cereal- *5() in th_e manufacture of fine bakery wares, pastries

based foods for infants and young or biscuits; _

childrenexcluding dried and powder (b) pro_ducts which are_clea}rly intended or labelled

products (3)29) as intended for special dietary uses;

(c) reduced sugar products or those with a very low

Canned infant formula and flow-on formula 20 sugar content;

(including infant milk and flow-on- (d) products where the foodstuffs with sweetening
milk),excluding dried and powder products properties have been replaced wholly or partially
Canned dietary foods for special medical 50* by food additive sweeteners.

purposes especially for infants, excluding (e)

dried and powder products
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Commodity/Product

Level Suffix
Code Name mg/kg Type Reference Notes/Remarks
GSO
The scope of the Standard includes canned peaches, canned plums, canned
apricots and canned cherries offered for direct consumption, including for
catering purposes or for repacking if required. It does not apply to the
Canned stone fruits 250 ML product when indicated as being intended for further processing.
The scope of the Standard includes canned asparagus, canned carrots,
canned green peas, canned green beans and wax beans, canned mature
processed peas, canned palmito, canned sweet corn and canned baby corn
Canned vegetables offered for direct consumption, including for catering purposes or for
250 C ML repacking if required. It does not apply to the product when indicated as
being intended for further processing. This Standard does not cover
vegetables that are lacto-fermented, pickled or preserved in vinegar.
Canned fruit cocktail 250 C ML CS 78-1981
Canned mangoes 250 C ML CS 159-1987
Canned pineapple 250 C ML CS 42-1981
Canned raspberries 250 C ML CS 60-1981
Canned strawberries 200 C ML CS 62-1981
Canned tropical fruit salad 250 C ML CS 99-1981
Mango chutney 250 C ML CS 160-1987
Table olives 250 C ML CS 66-1981
Canned mushrooms 250 C ML CS 55-1981
Canned tomatoes 250 C ML CS 13-1981
Pickled cucumber 250 C ML CS 115-1981
Processed tomato concentrates 250 C ML CS 57-1981
Canned chestnuts and chestnut purée 250 c ML CS 145-1985
Cooked cured chopped meat 200 C ML CS 98-1981 For products in tinplate containers
Cooked cured chopped meat 50 C ML CS 98-1981 For products in other containers
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Commodity/Product

Level .
Code  Name mg/kg Suffix Type Reference Notes/Remarks
Corned beef 50 C ML CS 88-1981 For products in other containers
Corned beef 200 C ML CS 88-1981 For products in tinplate containers
Luncheon meat 200 [of ML CS 89-1981 For products in tinplate containers
Luncheon meat 50 [} ML CS 89-1981 For products in other containers

Tin is mainly used in tinplated containers, but it is also extensively used in solders, in alloys including dental amalgams. Inorganic tin compounds, in which the element may be present
in the oxidation states of +2 or +4, are used in a variety of industrial processes for the strengthening of glass, as a base for colors, as catalysts, as stabilizers in perfumes and soaps, and
as dental anticariogenic agents. On the whole, contamination of the environment by tin is only slight. Food is the main source of tin for man. Small amounts are found in fresh meat,
cereals, and vegetables. Larger amounts of tin may be found in foods stored in plain cans and, occasionally, in foods stored in lacquered cans. Some foods such as asparagus, tomatoes,
fruits, and their juices tend to contain high concentrations of tin if stored in unlaquered cans (Environmental health criteria for tin; International Programme on Chemical Safety (IPCS);
1980). Inorganic tin is found in food in the +2 and +4 oxidation states; it may occur in a cationic form (stannous and stannic compounds) or as inorganic anions (stannites or stannates).

RADIONUCLIDES

Commodity Product Name Representative irE)t(;if:' ?;étgrmitn Level in Type Notes/Remarks for Codex
Code radionuclides Sv/Bq Bg/kg Alimentarius
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Infant foods* 238py, 29y, #°py, *Am 1 GL
Infant foods * 5r, 1°°Ruy, 191, 131, 25y 100 GL
Infant foods * Bgx 0co, Bgr, 19%Ry, 1¥Cs, 1,000 GL
137Cs 144Ce 192|r
Infant foods * BHx 4C, P 1,000 GL
Foods other than infant foods  8Pu, Z°Pu, 2°Pu, **Am 10 GL
Foods other than infant foods ~ °Sr, *°Ru, **°I, 3%, 2%y 100 GL
Foods other than infant foods  [F°S**, °°Co, ®sr, 1®°Ru, B**Cs, 1,000 GL
137CS 144Ce 192|r
Foods other than infant foods  PH***, **C, *°*Tc 10,000 GL
* When intended for use as such.
** This represents the value for organically bound sulphur.

falaia This represents the value for organically bound tritium.

Scope: The Guideline Levels apply to radionuclides contained in foods destined for human consumption and traded internationally, which have been contaminated following a nuclear
or radiological emergency®. These guideline levels apply to food after reconstitution or as prepared for consumption, i.e., not to dried or concentrated foods, and are based on an
intervention exemption level of 1 mSv in a year.

Application: As far as generic radiological protection of food consumers is concerned, when radionuclide levels in food do not exceed the corresponding Guideline Levels, the food
should be considered as safe for human consumption. When the Guideline Levels are exceeded, national governments shall decide whether and under what circumstances the food
should be distributed within their territory or jurisdiction. National governments may wish to adopt different values for internal use within their own territories where the assumptions
concerning food distribution that have been made to derive the Guideline Levels may not apply, e.g., in the case of wide-spread radioactive contamination. For foods that are consumed
in small quantities, such as spices, that represent a small percentage of total diet and hence a small addition to the total dose, the Guideline Levels may be increased by a factor of 10.

Radionuclides: The Guideline Levels do not include all radionuclides. Radionuclides included are those important for uptake into the food chain; are usually contained in nuclear
installations or used as a radiation source in large enough quantities to be significant potential contributors to levels in foods, and; could be accidentally released into the environment
from typical installations or might be employed in malevolent actions. Radionuclides of natural origin are generally excluded from consideration in this document.

1 For the purposes of this document, the term “emergency” includes both accidents and malevolent actions.
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In the Table, the radionuclides are grouped according to the guideline levels rounded logarithmically by orders of magnitude. Guideline levels are defined for two separate categories
“infant foods” and “other foods”. This is because, for a number of radionuclides, the sensitivity of infants could pose a problem. The guideline levels have been checked against age-
dependent ingestion dose coefficients defined as committed effective doses per unit intake for each radionuclide, which are taken from the "International Basic Safety Standards"

(IAEA, 1996)>.

Multiple radionuclides in foods: The guideline levels have been developed with the understanding that there is no need to add contributions from radionuclides in different groups.
Each group should be treated independently. However, the activity concentrations of each radionuclide within the same group should be added together®.

Annex 1

SCIENTIFIC JUSTIFICATION FOR PROPOSED DRAFT REVISED GUIDELINE LEVELS FOR RADIONUCLIDES IN FOODS CONTAMINATED FOLLOWING A
NUCLEAR OR RADIOLOGICAL EMERGENCY

The proposed draft revised Guideline Levels for Radionuclides in Foods and specifically the values presented in Table 1 above are based on the following general radiological
considerations and experience of application of the existing international and national standards for control of radionuclides in food.

Significant improvements in the assessment of radiation doses resulting from the human intake of radioactive substances have become available since the Guideline Levels were
issued by the Codex Alimentarius Commission in 1989* (CAC/GL 5-1989).

Infants and adults: The levels of human exposure resulting from consumption of foods containing radionuclides listed in Table 1 at the suggested guideline levels have been
assessed both for infants and adults and checked for compliance with the appropriate dose criterion.

In order to assess public exposure and the associated health risks from intake of radionuclides in food, estimates of food consumption rates and ingestion dose coefficients are needed.
According to Ref. (WHO, 1988) it is assumed that 550 kg of food is consumed by an adult in a year. The value of infant food and milk consumption during first year of life used for
infant dose calculation equal to 200 kg is based on contemporary human habit assessments (F. Luykx, 1990% US DoH, 1998°%; NRPB, 2003"). The most conservative values of the
radionuclide-specific and age-specific ingestion dose coefficients, i.e. relevant to the chemical forms of radionuclides which are most absorbed from the gastro-intestinal tract and
retained in body tissues, are taken from the (IAEA, 1996).

Radiological criterion: The appropriate radiological criterion, which has been used for comparison with the dose assessment data below, is a generic intervention exemption level of
around 1 mSv for individual annual dose from radionuclides in major commodities, e.g. food, recommended by the International Commission on Radiological Protection as safe for
members of the public (ICRP, 1999)°.

2 Food and Agriculture Organization of the United Nations, International Atomic Energy Agency, International Labour Office, OECD Nuclear Energy Agency, Pan American Health Organization,

World Health Organization (1996) International Basic Safety Standards for Protection against lonizing Radiation and for the Safety of Radiation Sources, IAEA, Vienna.
For example, if **Cs and **Cs are contaminants in food, the guideline level of 1000 Bq/kg refers to the summed activity of both these radionuclides.
4 The Codex Alimentarius Commission at its 18th Session (Geneva 1989) adopted Guideline Levels for Radionuclides in Foods Following Accidental Nuclear Contamination for Use in
International Trade (CAC/GL 5-1989) applicable for six radionuclides (°Sr, **1, ©¥'Cs, **Cs, %*°Pu and **Am) during one year after the nuclear accident.
F. Luykx (1990) Response of the European Communities to environmental contamination following the Chernobyl accident. In: Environmental Contamination Following a Major Nuclear
Accident, IAEA, Vienna, v.2, 269-287.
6 US DoHHS (1998) Accidental Radioactive Contamination of Human Food and Animal Feeds: Recommendations for State and Local Agencies. Food and Drug Administration, Rockville.
! K. Smith and A. Jones (2003) Generalised Habit Data for Radiological Assessments. NRPB Report W41.
8 International Commission on Radiological Protection (1999). Principles for the Protection of the Public in Situations of Prolonged Exposure. ICRP Publication 82, Annals of the ICRP.
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Naturally occurring radionuclides: Radionuclides of natural origin are ubiquitous and as a consequence are present in all foodstuffs to varying degrees. Radiation doses from the
consumption of foodstuffs typically range from a few tens to a few hundreds of microsieverts in a year. In essence, the doses from these radionuclides when naturally present in the
diet are unamenable to control; the resources that would be required to affect exposures would be out of proportion to the benefits achieved for health. These radionuclides are
excluded from consideration in this document as they are not associated with emergencies.

One-year exposure assessment: It is conservatively assumed that during the first year after major environmental radioactive contamination caused by a nuclear or radiological
emergency it might be difficult to readily replace foods imported from contaminated regions with foods imported from unaffected areas. According to FAO statistical data the mean
fraction of major foodstuff quantities imported by all the countries worldwide is 0.1. The values in Table 1 as regards foods consumed by infants and the general population have
been derived to ensure that if a country continues to import major foods from areas contaminated with radionuclides, the mean annual internal dose of its inhabitants will not exceed
around 1 mSv (see Annex 2). This conclusion might not apply for some radionuclides if the fraction of contaminated food is found to be higher than 0.1, as might be the case for
infants who have a diet essentially based on milk with little variety.

Long-term exposure assessment: Beyond one year after the emergency the fraction of contaminated food placed on the market will generally decrease as a result of national
restrictions (withdrawal from the market), changes to other produce, agricultural countermeasures and decay.

Experience has shown that in the long term the fraction of imported contaminated food will decrease by a factor of a hundred or more. Specific food categories, e.g. wild forest
products, may show persistent or even increasing levels of contamination. Other categories of food may gradually be exempted from controls. Nevertheless, it must be anticipated
that it may take many years before levels of individual exposure as a result of contaminated food could be qualified as negligible.

Annex 2
ASSESSMENT OF HUMAN INTERNAL EXPOSURE WHEN THE GUIDELINE LEVELS ARE APPLIED

For the purpose of assessment of the mean public exposure level in a country caused by the import of food products from foreign areas with residual radioactivity, in implementing
the present guideline levels the following data should be used: annual food consumption rates for infants and adults, radionuclide- and age-dependent ingestion dose coefficients and
the import/production factors. When assessing the mean internal dose in infants and adults it is suggested that due to monitoring and inspection the radionuclide concentration in
imported foods does not exceed the present guideline levels. Using cautious assessment approach it is considered that all the foodstuffs imported from foreign areas with residual
radioactivity are contaminated with radionuclides at the present guideline levels.

Then, the mean internal dose of the public, E (mSv), due to annual consumption of imported foods containing radionuclides can be estimated using the following formula:
E =GL(A) - M(A): eing(A) - IPF
where:
GL(A) is the Guideline Level (Bg/kg)
M(A) is the age-dependent mass of food consumed per year (kg)

eing(A\) is the age-dependent ingestion dose coefficient (mSv/Bq)
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IPF is the import/production factor® (dimensionless).

Assessment results presented in Table 2 both for infants and adults demonstrate that for all the twenty radionuclides doses from consumption of imported foods during the 1% year
after major radioactive contamination do not exceed 1 mSv. It should be noted that the doses were calculated on the basis of a value for the IPF equal to 0.1 and that this assumption
may not always apply, in particular to infants who have a diet essentially based on milk with little variety.

It should be noted that for *°Pu as well as for a number of other radionuclides the dose estimate is conservative. This is because elevated gastro-intestinal tract absorption factors and
associated ingestion dose coefficients are applied for the whole first year of life whereas this is valid mainly during suckling period recently estimated by ICRP to be as average first

six months of life (ICRP, 2005). For the subsequent six months of the first year of life the gut absorption factors are much lower. This is not the case for °H, *C, *S, iodine and
caesium isotopes.

As an example, dose assessment for **'Cs in foods is presented below for the first year after the area contamination with this nuclide.
For adults: E = 1000 Bg/kg -550 kg -1.3-10° mSv/Bq -0.1= 0.7 mSv;
For infants: E = 1000 Bg/kg -200kg -2.1-10° mSv/Bq -0.1= 0.4 mSv

9The import/production factor (IPF) is defined as the ratio of the amount of foodstuffs imported per year from areas contaminated with radionuclides to the total amount produced and imported annually in the region or
gountry under consideration.

International Commission on Radiological Protection (2005) Doses to Infants from Radionuclides Ingested in Mothers Milk. To be published.
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ASSESSMENT OF EFFECTIVE DOSE FOR INFANTS AND ADULTS FROM INGESTION OF TABLE 2
MPORTED FOODS IN AYEAR

Guideline Level (Bg/kg) Effective dose (mSv)
Radionuclide 1* year after major
Infant foods Other foods contamination
Infants Adults
2¥py 0.08 0.1
2py 1 10 0.08 0.1
“Opy 0.08 0.1
1Am 0.07 0.1
sy 0.5 0.2
Ry 0.2 0.04
129) 100 100 0.4 0.6
| 0.4 0.1
2y 0.7 0.3
Fg* 0.2 0.04
®Co 1 0.2
8gr 0.7 0.1
BRu 1,000 1,000 0.1 0.04
¥Cs 0.5 1
B¥7cs 0.4 0.7
1%Ce 1 0.3
92y 0.3 0.08
S 0.002 0.02
“c 1,000 10,000 0.03 0.3
“Tc 0.2 0.4

*This represents the value for organically bound sulphur.
**This represents the value for organically bound tritium.
See for “Scientific justification for the Guideline Levels” (Annex 1) and the “Assessment of human internal exposure when the Guideline Levels are applied” (Annex 2).
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Toxicological guidance:

Residue definition:

Synonyms:
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PMTDI 0.002 mg/kg bw (2001, for 3-chloro-1,2-propanediol); maintained in 2006. Establishment of tolerable intake was considered
to be inappropriate for 1,3-dichloro-2-propanol because of the nature of the toxicity (tumorogenic in various organs in rats and the
contaminant can interact with chromosomes and/or DNA). BMDL 10 cancer, 3.3 mg/kg bw/day (for 1,3-dichloro-2-propanol); MOE,

65000 (general population), 2400 (high level intake, including young.
children)

3-MCPD

Two substances are the most important members of this group: 3-monochloropropane-1,2-diol (3-MCPD, also referred to as 3-
monochloro- 1,2-propanediol) and 1,3-dichloro-2-propanol (1,3-DCP)

Commodity / Product Level Suffix Type Notes/Remarks
Code Name mg/kg
CAC
Liquid condiments containing 0.4 ML
acid-hydrolyzed vegetable
proteins (excluding naturally
fermented soy sauce)
Hydrolysed vegetable protein 0.002*
Soy sauce 0.002*
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ACRYLONITRILE

Toxicological guidance: Provisional Acceptance (1984, the use of food-contact materials from which acrylonitrile may migrate is provisionally accepted on condition that the amount
of the substance migrating into food is reduced to the lowest level technologically attainable.)

Residue definition: acrylonitrile (monomer)
Synonyms: 2-Propenenitrile; vinyl cyanide (VCN); cyanoethylene; abbreviations, AN, CAN.

Commodity / Product Level Suffix Type Notes/Remarks
Code Name mg/kg
Food 0.02 GL

Acrylonitrile monomer is the starting substance for the manufacture of polymers which are used as fibres, resins, rubbers and also as packaging material for 0.a. foods. Acrylonitrile is not known to occur as a natural product.
Acrylonitrile is classified by IARC as possibly carcinogenic to humans (Group 2B). Polymers derived from acrylonitrile may still contain small amounts of free monomer.
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MELAMINE

Toxicological guidance:

IDT 0.2 ma/kg bw

Commaodity / Product

Code Name

Level

Ha/kyg
CAC

Suffix

Type

Notes/Remarks

For Codex Alimentarius

Food (other than infant
formula).

Powdered Infant formula

2.5

ML

ML

Note 1

The maximum level applies to levels of melamine
resulting from its nonintentional and unavoidable
presence in feed and food.

The maximum level does not apply to feed and food
for which it can be

proven that the level of melamine higher than 2.5
mg/kg is the consequence

of

- authorised use of cyromazine as insecticide. The
melamine level shall not exceed the level of
cyromazine.

- migration from food contact materials taking
account of any nationally authorised migration limit.
Note 2
The maximum level does not apply to melamine that
could be present in the following feed ingredients /
addtives: guanidino acetic acid (GAA), urea and
biuret, as a result of normal proceduction processes.

GSO DS

/2013
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VINYL CHLORIDE MONOMER

Toxicological guidance; Provisional Acceptance (1984, the use of food-contact materials from which vinyl chloride may migrate is provisionally accepted, on condition
that the amount of the substance migrating into food is reduced to the lowest level technologically

Residue definition: Vinylchloride monomer
Synonyms: Monochloroethene, chloroethylene; abbreviation VC or VCM
Related Code of Practice: Code of Practice for Source Directed Measures to Reduce Contamination of Foods with Chemicals (GSO)
Commodity / Product Level Suffix Type Notes/Remarks
Code Name mg/kg
Food 0.01 GL The GL in food packaging material is 1.0 mg/kg.

Vinylchloride monomer is the main starting substance for the manufacture of polymers which are used as resins, as packaging material for foods. Vinyl chloride is not known to occur as a natural
product. Residues of VCM may be still present in the polymer. Vinyl chloride is considered to be a human carcinogen.
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Foreword

GCC Standardization Organization (GSO) is a regional Organization which
consists of the National Standards Bodies of GCC member States. One of GSO
main functions is to issue Gulf Standards/Technical regulations through
specialized technical committees (TCs).

GSO through the technical program of committee TC No. 5 "technical
committee for standards of food and agriculture products" has updated the GSO
Standard No. (1016/1998) "Microbiological criteria for foodstuffs — Part 1". The
draft standard has been prepared by State of Qatar.

This standard has been approved as Gulf Technical Regulation by GSO Board of
Directors in its meeting No.../...heldon / [/ [/ H, / [ G. The approved
standard will replace and supersede the standard No.(GSO 1016/1998).
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PREFACE

This GSO technical regulation is concerned with the microbiological criteria for foodstuffs
and for some food ingredients used as raw materials in food processing. These limits are
based on those proposed by the international commission of microbiological specifications for
foods (ICMSF) and the international standards in the field of food safety and quality.
Components of microbiological criterion in particular food are chosen according to the
following factors:

1)  The seriousness of the type of health hazard on consuming a contaminated food.

2) Available information on treatments the food products was subjected to, and the
conditions of its handling and storage expected.

3)  Type of changes or spoilage to the foodstuffs.

4)  The environmental conditions within which the food product was produced or
circulated.

5)  The category or categories of consumers concerned.

These limits were formulated in the form of a system known as working of sample, including
levels of acceptance and the number of samples to be analyzed. These criteria show
stringency according to the type of food product, and the purpose for which it is used; for
instance, the food products intended for consumer groups with increased susceptibility e.g.
children, infants, aged people, or dietetic foods and relief foods, such as low sugar and low fat
foods. In such cases the microbial sampling plans employed are more stringent.

Precautions are being taken that these limits be within attainable limits in production units by
following good manufacturing practice (GMP). This standard of microbiological quality will
have to be followed for any food product irrespective of any specific parameters mentioned in
any other standards of specific food product, i.e. any standard specific to any product should
comply with the limits stipulated in this standard with respect to microbial quality.
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3.

MICROBIOLOGICAL CRITERIA FOR
FOODSTUFFS

SCOPE

This GSO technical regulation is concerned with microbiological limits for some
foodstuffs intended for human consumption and for some food ingredients used in
food industry.

COMPLEMENTARY REFERENCES

GSO 261 Microbiological methods of food examination - Part 1: Preparation of
samples

GSO 1373 Microbiological methods for testing of foods Part 2: Direct microscopic
count.

GSO 590 Microbiological methods of food examination Part 3: Commercial sterility
test for canned food.

GSO 810 Microbiology- General guidance for microbiological examinations.

GSO CAC/GL 63 Principles and guidelines for the conduct of microbiological risk
management (MRM).

GSO ISO 19458 Water quality- Sampling for microbiological analysis.

Refer to GSO standards test methods for the microbiological analysis in food
products.

DEFINITIONS

3.1 Microbiological criteria

A criterion defining the acceptability of a product, a batch of foodstuffs or a process,
based on the absence, presence or number of microorganisms, and/or on the quantity
of their toxins/ metabolites, per unit(s) of mass, volume, area or batch.

3.2 Lot

A definitive quantity of a commodity produced essentially under the same conditions.

3.3 Sampling plan

A statement specifying the microbiological criteria for acceptance or rejection of
the sample depending on the examination of a sufficient number of sample units
via particular analytical methods. It comprises the following:

n = Number of sample units to be examined.

¢ =  The maximum number of sample units allowed to have a microbiological
criterion value greater than "m" and not to exceed the value of "M".

m =  The acceptable microbial level in the sample unit; which separates the
acceptable quality of marginal-quality acceptance. The product shall be
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3.4

3.5

4.
4.1

5.
5.1
5.11

5.12

acceptable if the value is equal to or less than "m"; if the value is above
"m", the product is marginally acceptable or rejected.

M = The maximum criterion value that should not be exceeded in any of "n"
units.

Sample unit = A sample from the food product examined as one unit from "n". It
Is either a single or a part of a package or a mixed compound of the product.

3.3.1 Two-class attributes plan

The plan provides a simple means of inspection where the sampling plan is
defined by two values, "n" and "c". "n" is the number of sample units to be
examined to meet the plan's requirements. "c" is the maximum number of the
defective sample units. "m" for microbial criteria to identify defects. For example;
inspection of the presence of Salmonella in 25 g of fresh vegetables; should not be
detected in ten sample units (n =10, ¢ =0, m =0).

3.3.2 Three-class attributes plan

The plan attributes are defined by the values "n", "c", "m" and "M". "m" is the
minimum acceptable value of microorganism in the examined units. "M"
differentiates between samples minimally acceptable of the defective units. For
example; the number of colony forming unit (CFU) of any of the five sample units
tested must not exceed 10° and not more than 3x10* from three or more of the five
samples tested (n= 5, c= 2, m= 3x10* M= 10°).

Defect sample

The Sample unit that gives a microbiological criterion value higher than the value
Of II“AIIl

Marginally acceptable

Sample units have a microbial count higher than "m" but not more than "M".

REQUIREMENTS

Microbiological criteria for foodstuffs and food ingredients shall be as indicated
against each in the table.

CRITERIA OF TECHNICAL CONFORMITY

Samples are considered unacceptable in the following cases:

When the microbiological criterion value exceeds "M" in one or more sample
units "n".

If the number of marginally acceptable samples is higher than ¢ value set in the
sampling plan.
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Microbiological criteria for foods and food ingredients

1. Dairy Products

Item Microorganisms Limit per ml or gram
n c m M

Pasteurized milk Aerobic plate count 5 1 3x10" 10°
(with or without added Enterobacteriaceae 5 2 3 5
flavour) Escherichia coli 5 0 0 -

Salmonella 5 0 0 —
UHT milk- Incubation at 37 °C/15
(with or without added days or 55 °C/7days:

flavour) Aerobic plate count 5 0 10 -
Enterobacteriaceae 5 0 0 -
Salmonella* 10 0 0 —
Fermented milk products Yeasts and moulds 5 1 10 10°
(with or without added Enterobacteriaceae 5 1 5 10
flavour), e.g. yoghurt, Escherichia coli 5 0 0 -
laban, labena Salmonella* 5 0 0 -
Staphylococcus aureus 5 2 10 10°
Condensed and sweeten Aerobic plate count 5 2 10° 10°
condensed milk Enterobacteriaceae 5 1 0 -
Staphylococcus aureus 5 1 5 10

Evaporated milk

Requirements for canned products (Iltem 8) shall be

applied
Pasteurized cream (with Aerobic plate count 5 1 5x10° 10
or without added Yeasts and moulds 5 1 20 10°
flavour) Enterobacteriaceae 5 1 10 20
Escherichia coli 5 0 0 —
Salmonella* 5 0 0 -
Whipped cream Aerobic plate count 5 2 5x10" 5x10°
Enterobacteriaceae 5 1 10 20
Escherichia coli 5 0 0 —
Salmonella 5 0 0 —
Staphylococcus aureus 5 1 10 10°
Fermented cream Yeasts and moulds 5 1 10 10¢
Enterobacteriaceae 5 1 10 20
Escherichia coli 5 0 0 —
Staphylococcus aureus 5 1 10 10°

*  Only in the case of added flavour.
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ltem

Microorganisms

n

Limit per ml or gram

C m

M

Sterilized cream

Requirements for canned products (Item 8) shall be applied

Powdered milk Aerobic plate count 5 2 5x10°  3x10°
(skimmed, semi- Enterobacteriaceae 5 1 10 10°
skimmed), whey (dried Escherichia coli 5 0 0 -
or powdered condensed) Salmonella 10 0 0 -
Staphylococcus aureus 5 1 10 10?
Powdered whipped Aerobic plate count 5 2 10* 10°
cream (with or without Yeasts and moulds 5 1 10 10°
added flavour Escherichia coli 5 0 0 -
Salmonella 5 0 0 —
Soft cheese (made from Enterobacteriaceae 5 2 10° 10°
pasteurized milk) Escherichia coli 5 1 10 10°
Salmonella 5 0 0 -
Listeria monocytogenes 5 0 0 —
Staphylococcus aureus 5 1 10° 10°
Hard and semi—hard Enterobacteriaceae 5 1 10° 10°
cheese Escherichia coli 5 0 0 -
Salmonella 5 0 0 -
Listeria monocytogenes 5 0 0 -
Staphylococcus aureus 5 2 10° 10°
Processed cheese packed Aerobic plate count 5 2 10° 10°
in non-metal containers Enterobacteriaceae 5 1 10 10°
Escherichia coli 5 0 0 -
Salmonella 5 0 0 -
Listeria monocytogenes 5 0 0 -
Staphylococcus aureus 5 1 10 10°
Caseinate Aerobic plate count 5 2 3x10"  2x10°
Enterobacteriaceae 5 1 10 10°
Escherichia coli 5 0 0 —
Salmonella 10 0 0 -
Staphylococcus aureus 5 1 10 10°
Edible ices Aerobic plate count 5 2 5x10° 10°
(Ice cream (with nut*)— Moulds* 5 2 10° 10*
ice milk —water ice) Enterobacteriaceae 5 2 10 10°
Escherichia coli 5 0 0 -
Salmonella 10 0 0 —
Staphylococcus aureus 5 1 10 10°
Dehydrated ice cream Aerobic plate count 5 2 5x10°  2x10°
mixes Enterobacteriaceae 5 1 10 10°
Escherichia coli 5 0 0 —
Salmonella 10 0 0 —
Milkshakes Coliforms 5 2 1 10
Salmonella 5 0 0 -
Staphylococcus aureus 5 2 10 10°

* In case of ice cream containing nuts.
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2. Infants, Children and Certain Categories of Dietetic Foods
Item Microorganisms Limit per ml or gram
n C m M
Biscuits (plain, dried) — Enterobacteriaceae 5 1 0 10°
—  Yeasts and moulds 5 1 50 10°
— Salmonella 5 0 0 -
— Escherichia coli 0157 5 0 0 —
— Staphylococcus aureus 5 1 10 10?
—  Bacillus cereus 5 2 10° 10°
Shelf-stable dried — Enterobacteriaceae 5 1 10 10°
biscuits coated or — Salmonella 30 0 0 —
filled with chocolate — Escherichia coli 0157 5 0 0 -
or others — Staphylococcus aureus 5 1 10 10°
— Bacillus cereus 5 1 10° 10°
Dried and instant —  Aerobic plate count 5 1 10* 10°
products requiring — Enterobacteriaceae 10* 0 0 -
reconstitution — Salmonella 60 0 0 -
— Escherichia coli O157** 5 0 0 —
— Cronobacter  sakazakii | 30 0 0 -
(infant food 6 months and
younger)
— Staphylococcus aureus 5 0 0 -
— Bacillus cereus*** 5 1 10° 10°
— Clostridium perfringens>+ | 5 1 10 10°
Cereal based foods for — Aerobic plate count* 5 2 10° 10"
infant — Salmonella 10 0 0 -
—  Staphylococcus aureus 5 1 10 10°
— Bacillus cereus 5 1 10° 10°
— Listeria monocytogenes 5 0 0 —
—  Clostridium perfringens 5 1 10 10°
Powdered infant — Enterobacteriaceae 10 2 0 10°
formula, including those | — Salmonella 5 0 0 -
with lactic acid- | — Cronobacter  sakazakii | 30 0 0 -
producing cultures (infant food 6 months and
younger)
—  Staphylococcus aureus 5 1 10 10°
— Bacillus cereus 5 1 0 10
— Listeria monocytogenes 5 0 0 -
—  Clostridium perfringens 5 2 1 10
Dried products —  Aerobic plate count 5 3 10° 10°
requiring heating to — Enterobacteriaceae 10 2 0 10°
boiling before — Escherichia coli 5 0 0 —
consumption — Salmonella 15 0 0 -
— Cronobacter  sakazakii | 30 0 0 —
(infant food 6 months and
younger)
— Bacillus cereus*** 5 2 10° 10°
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Item Microorganisms Limit per ml or gram
n C m M
— Clostridium perfringens+| 5 2 10 10°
Thermally processed | Shall meet the microbiological requirements for canned foods
products in  sealed | specified in this standard (8)
containers
Dietetic foods to be —  Aerobic plate count 5 1 10° 10°
eaten by high risk — Escherichia coli 5 2 0 10
category of consumers — Salmonella 60 0 0 -
(according to the type — Escherichia coli 0157+ | 5 0 0 —
of the product) — Campylobacter jejuni/2sg | 5 0 0 -
— Listeria monocytogenes 5 0 0 —
— Staphylococcus aureus 10 1 10 10?
—  Bacillus cereus 10 1 10° 10°
—  Clostridium perfringens 10 1 10° 10°
Body building foods — Aerobic plate count 5 0 0 10"
—  Yeasts and moulds 5 0 0 3x10°
— Coliforms 5 0 0 10
— Escherichia coli 5 0 0 -
— Salmonella 5 0 0 -
—  Staphylococcus aureus 5 0 0 —

* 10 samples for infant younger than 6 months, 5 samples for infants older than 6 months
** Optional

*** In case of the product contains milk and/or rice

**** |n case of the products contains meat
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Item Microorganisms Limit per gram or cm**
n Cc m M
Raw meat Aerobic plate count 5 2 10° 10°
(chilled/frozen); whole Salmonella 5 0 0 -
or half carcasses; pieces Escherichia coli 0157 5 0 0 -
with or without bones
Fresh poultry (chilled/ Aerobic plate count 5 3  5x10° 5x10°
frozen) Salmonella** 5 1 0 -
Campylobacter jejuni*** 5 0 0 —
Raw minced (meat and Aerobic plate count**** 5 2 5x10° 5x10°
poultry):chilled/frozen Enterobacteriaceae 5 2 10° 10°
Salmonella 5 0 0 -
Escherichia coli 0157 5 0 0 -
Staphylococcus aureus*** 5 2 10° 10°
Clostridium perfringens*=+* | 5 2 10° 10°
Raw minced/pieces Aerobic plate count 5 3 10° 10’
meat (chilled/ frozen) Salmonella 5 0 0 -
with soy or marinated Escherichia coli 0157 5 0 0 -
(e.g. kubba; meat balls, Staphylococcus aureus 5 2 5x10°  10°
fresh sausage, meat Clostridium perfringens 5 2 10° 10°
burgers)
Raw edible offal Aerobic plate count 5 2 10° 10°
(chilled/frozen) e.g. liver Salmonella 5 0 0 -
testes, kidney, gizzard
Cured and/or smoked Aerobic plate count 5 3 5x10° 5x10°
meat; mortadella; Salmonella 10 0 0 -
luncheon meat, Escherichia coli 0157 5 0 0 -
basterma Listeria monocytogenes 5 0 0 -
Staphylococcus aureus 5 2 5x10° 5x10°
Bacillus cereus 5 2 10° 10°
Clostridium perfringens 5 2 10° 10°
Cured and/or smoked Aerobic plate count 5 3 10 10°
poultry meat; mortadella, Salmonella 10 0 0 -
frankfurters, turkey, Campylobacter jejuni 5 0 0 -
smoked turkey breast Listeria monocytogenes 5 0 0 -
Staphylococcus aureus 10 2 10° 10*
Bacillus cereus 5 2 10° 10°
Clostridium perfringens 5 2 10° 10°

*Limit per cm? in case of red meat only
** Sample is rejected if the sample unit is positive to Salmonella typhimurium and

Salmonella enteritidis test.

*** |n case of chilled minced meat and chilled poultry.
***x This criterion shall not apply to minced meat produced at retail level when the shelf-life
of the product is less than 24 hours.

*rrxx Optional.
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Item Microorganisms Limit per ml or gram
n c m M
Cooked sausages —  Aerobic plate count 5 2 10° 10°
— Salmonella 5 0 0 —
—  Staphylococcus aureus 5 1 10? 10°
—  Clostridium perfringens | 5 2 10° 10°
Cooked poultry meat, —  Aerobic plate count 5 3 10° 10°
frozen to be reheated — Salmonella 5 0 0 -
before eating (e.g. — Campylobacter jejuni* 5 0 0 -
prepared frozen meals; — Escherichia coli 0157 5 0 0 —
chicken burgers; — Listeria monocytogenes 5 0 0 -
chicken/ turkey rolls, —  Staphylococcus aureus 5 1 10° 10*
chicken nuggets, others | —  Bacillus cereus* 5 2 10° 10°
breaded poultry products | — Clostridium perfringens* 5 2 102 10°
Meat & poultry soup —  Aerobic plate count 5 1 10" 10°
(concentrated, powder) | — Enterobacteriaceae 5 1 10 10?
— Salmonella 10 0 0 —
—  Bacillus cereus** 5 1 10° 10*
—  Clostridium perfringens | 5 1 10? 10°
Dehydrated meat or meat | — Salmonella 10 0 0 —
components; protein — Listeria monocytogenes* | 5 0 0 -
concentrates from meat | — Staphylococcus aureus 5 3 10° 10°
—  Clostridium perfringens | 5 2 10? 10°
Vacuum packed-semi- | —  Aerobic plate count 5 2 10° 10’
preserved but perishable | — Salmonella 5 0 0 -
meat and poultry — Campylobacter jejuni 5 0 0 -
products —  Staphylococcus aureus 5 2 10° 10°
—  Clostridium perfringens 5 2 10 10°

* Optional
** |n case of products containing rice or corn flour as ingredient.
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4. Fish and Shellfish their Products

Item Microorganisms Limit per gram or cm®
n c m M
Raw fish and its —  Aerobic plate count 5 2 10° 10°
products (chilled/frozen) | — Escherichia coli 5 3 10 5x10°
eqg. fish blocks, | — Vibrio 5 0 10° 10°
comminuted, parahaemolyticus
minced, and sliced —  Clostridium botulinum 5 0 0 -
—  Aeromonas spp. 5 0 10? 10°
Raw (chilled/ frozen) —  Aerobic plate count 5 2  5x10° 10’
crustaceans (e.g. shrimp, | — Escherichia coli 5 3 10 5x10°
prawns, lobsters and — Salmonella 5 0 0 -
crab) — V. parahaemolyticus 5 1 10? 10°
— Listeria monocytogenes 5 0 0 =
—  Staphylococcus aureus 5 2 10° 10°
Live mollusks such as —  Escherichia coli 5 1 2.3x10°  7x10°
bivalve (oysters, clams, |- Salmonella 5 0 0 -
mussels, etc.), —  V.parahaemolyticus * 10 1 10° 10°
cephalopods (squids,
cuttlefish, octopus, etc.),
gastropods (snails, etc.)
Frozen/chilled breaded |- Aerobic plate count 5 2 5x10° 10’
fish, crustaceans and — Escherichia coli 5 2 10 5x10°
mollusks products — Salmonella* 5 0 0 -
(e.g. fish sticks (fingers), | — V. parahaemolyticus 5 1 10° 10°
fish protein, and fish —  Staphylococcus aureus 5 1 10° 10*
cakes)
Smoked fish including | — Aerobic plate count 5 3 10° 10°
herring, cooked priorto | — Escherichia coli 5 3 10 5x10°
eating and eaten — V. parahaemolyticus 5 0 10° 10°
uncooked — Listeria monocytogenes 5 0 0 -
—  Staphylococcus aureus 5 2 10° 10*
Dried sea food, — Aerobic plate count 5 2 10° 10°
dehydrated fish and fish | — Yeasts and moulds 5 2 10° 10*
protein — Salmonella 10 0 0 -
—  Staphylococcus aureus 5 1 10° 10°
—  Clostridium perfringens | 5 1 10° 10°
Salted and/or fermented | —  Aerobic plate count 5 2 10° 10°
fish —  Escherichia coli 5 1 10 4x10°
— Escherichia coli 0157 5 0 0 -
— Salmonella 10 0 0 —
— V. parahaemolyticus 10 0 0 -
— Staphylococcus aureus 5 1 10 10°
—  Clostridium perfringens | 5 1 10° 10*
Cooked (chilled/ frozen) |— Aerobic plate count 5 2 10° 10°
crustaceans, molluscans | — Escherichia coli 5 1 10 5x10°
— Salmonella 5 0 0 —
— V. parahaemolyticus 10 1 10° 10°
— Listeria monocytogenes 5 0 0 —
—  Staphylococcus aureus 5 1 10° 10°

* Optional
10
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5. Egg and Egg Products

GSO 1016/2014

Item Microorganisms Limit per ml or gram
n c m M
Fresh whole eggs — Enterobacteriaceae 5 2 10 10°
— Salmonella 10 0 0 -
_ Campylobacter jejuni 5 0 0 —
Liquid pasteurised egg —  Aerobic plate count 5 2 10° 10°
(whole, yolk or white), — Enterobacteriaceae 5 1 10 10°
chilled or frozen — Salmonella 5 0 0 -
— Campylobacter jejuni 5 0 0 —
Any egg product intended |~  Aerobic plate count 5 1 5x10* 10°
for special dietary — Enterobacteriaceae 5 2 10 10?
purposes (infants, aged, — Salmonella 30 0 0 -
relief foods, etc.)
Pudding with egg —  Aerobic plate count 5 2 10° 10
(powders) — Enterobacteriaceae 5 2 10 10?
— Escherichia coli 5 2 0 10
— Salmonella 10 0 0 -
_Listeria monocytogenes | 5 0 0 —
— Staphylococcus aureus 5 1 10 10°
Bacillus cereus 5 2 10°  10°
— Clostridium perfringens | 5 2 10 10?
Egg mix dehydrated —  Aerobic plate count 5 2 10" 10°
— Enterobacteriaceae 5 2 10 10°
— Escherichia coli 5 0 0 -
— Salmonella 10 0 0 —
—  Staphylococcus aureus 5 0 10 —
Dried cake mixes with —  Enterobacteriaceae 5 2 10 10°
high egg content — Salmonella 10 0 0 -
— Staphylococcus aureus | 5 1 10° 10°
— Bacillus cereus 5 0 10° -

11
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6. Fats and Oils

GSO 1016/2014

Item Microorganisms Limit per ml or gram
n c m M
Butter (Salted and Lipolytic bacteria 5 1 10° 10°
Unsalted) Enterobacteriaceae 5 1 10 20
Yeasts and moulds 5 1 10 10?
Escherichia coli 5 0 0 —
Salmonella 5 0 0 -
Listeria monocytogenes 5 0 0 —
Staphylococcus aureus 5 0 0 —
Ghee (Butter oil) Enterobacteriaceae 5 1 0 10
Fats from milk Yeasts and moulds 5 0 10 -
Salmonella 5 0 0 -
Staphylococcus aureus 5 1 0 10
Margarine Aerobic plate count 5 2 10" 10°
Yeasts and moulds 5 1 50 10?
Escherichia coli 5 0 0 -
Salmonella 5 0 0 -
Listeria monocytogenes | 5 0 0 —
Staphylococcus aureus 5 0 0 —
All kinds of Nut butters Aerobic plate count 5 2 10° 10
Moulds 5 2 5x10' 5x10°
Enterobacteriaceae 5 2 10 10?
Salmonella 10 0 0 —

12
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7. Tomato Concentrates, Sauces, Vinegar, Spices and Herbs
Item Microorganisms Limit per ml or gram
n c m M
All  kinds of canned | Requirements for canned products (Item 8) shall be applied
tomato products
All kinds of tomato — Moulds 5 2 0 —
products — Salmonella* 5 0 0 —
Mayonnaise, mustard, —  Aerobic plate count 5 2 10°  10°
salad sauce and other — Yeasts and moulds 5 2 20 10?
sauces — Enterobacteriaceae 5 1 10 10°
— Escherichia coli 5 2 2 10
— Salmonella 5 0 0 —
— Staphylococcus aureus 5 1 10 10?
Vinegar —  Aerobic plate count 5 1 30 10°
Dried herbs and Spices, —  Aerobic plate count 5 2 10°  10°
ready to eat herbs and —  Moulds 5 2 10°  10°
spices — Faecal Coliforms 5 2 10 10°
— Salmonella 10 0 0 -
— Staphylococcus aureus | 5 1 10°  10°
—  Bacillus cereus 5 2 10°  10*
—  Clostridium perfringens | 5 2 10° 10°
Dried herbs (roselle, —  Aerobic plate count 5 2 10° 10°
camomile, others) —  Anerobic plate count 5 2 10°  10°
—  Yeasts and moulds 5 2 0 102
—  Coliforms 5 1 10° 10°
All types of tea — Coliforms 5 1 10 10°
Coffee and derivatives —  Yeasts and moulds 5 2 10°  10°
—  Coliforms 5 1 10 10°
*Optional

13
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8. Canned Foods and Ingredients for Canning

Commercially sterilized canned foods shall pass sterility test described in GSO
590/1995 "Microbiological Methods of Foods Examination — Commercial Sterility
Test for Canned Food", in accordance with the following procedure:

Item Microorganisms Limit per ml or gram
n C m M
First Action — Must be the number of cans| 24 - 0 -

tested 24 cans and the absence of
defects; lock; welding or
swelling  during  incubation
indicates the efficiency of the
commercial sterilization process
and the safety of batch
production.

Second Action — When there are 1-2 defective | — 1% 0 —
cans or swelling should;
therefore larger numbers of cans
should be sorted from the batch.

— In case of presence of more than
1 % of defective cans; reject the
batch, but the presence of 1 % or
less; the third action is taken.

Third Action — Examine 24 cans during the| 24 0 0 -
incubation period for not less
than 10 days in the incubator at a
temperature of 30-37 °C for non-
acid canned, or in the incubator
at 25 °C for acidic canned.

— Production is not identical in
the case of a can or more
defective or welding or swelling
after incubation.

Fourth Action — Being in the absence of any| 10 0 0 -
swelling or defects lock and
welding after the third action.

— Open and lifting the welding and
examine 10 cans.

— Accept the batch in the absence
of any defects in the weld or
lock.

14
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* Food products being used in the manufacture of canned food:

Flour - milk - sugars - pectin - acids - beans - starch — cereals by products

Microorganisms Limit per ml or gram
n c m M
Thermophilic bacteria: 5 units must be examined; 10 g each
1- Aerobic 5 125/10g  150/10¢
2- Flat- sour bacteria 5 50/10 ¢ 75/10 ¢
3- Anaerobic non H,S producing 5 3 samples negatives
4- Anaerobic H,S producing 5 4 samples negatives

15



GSO STANDARD GSO 1016/2014
9. Cereals; Legumes and their Products
Item Microorganisms Limit per ml or gram
n c m M
Cereal grains Moulds 5 2 10° 10°
Salmonella 5 0 0 —
Cereals, cereal flours and Moulds 5 2 10° 10°
by-products such as bran Bacillus cereus 5 2 10° 10*
Clostridium perfringens | 5 0 10? —
Soya flours, concentrates Moulds 5 2 10° 10*
and isolates Escherichia coli 5 0 0 -
Salmonella 5 0 0 —
Bacillus cereus 5 0 10° L
Starch and starch Aerobic plate count* 5 2 10* 10
containing products Yeasts and moulds 5 2 10°  10°
(e.g. custard powder) Salmonella 5 0 0 -
Staphylococcus aureus 5 2 10 10°
Bacillus cereus 5 1 10°  10°
Clostridium perfringens | 5 0 10° -
Pasta / Macaroni & Coliforms* 5 2 10 10°
Noodles (uncooked, wet Yeasts and moulds 5 2 10> 10°
& dry) with or without Escherichia coli 5 0 0 —
filling Salmonella 5 0 0 -
Bacillus cereus 5 2 10°  10°
Sulphite-reducing 5 2 20 10?
Clostridia
Pizza, meat pies, frozen Salmonella 10 0 0 -
dough with or without Staphylococcus aureus 5 1 10>  10*
filling
Bread Yeast and moulds 5 1 2x10° 10°
Enterobacteriaceae 5 1 50 10°
Special breads Yeasts and moulds 5 1 10°  2x10°
(sweetened) with egg, or Enterobacteriaceae 5 1 50 10°
milk Salmonella 10 0 0 -
Staphylococcus aureus 5 1 10 10°
Cakes and bakery Aerobic plate count 5 2 10 10°
products (ready to eat) Enterobacteriaceae 5 1 10° 10°
Escherichia coli 5 0 0 -
Salmonella 20 0 0 —
Listeria monocytogenes* | 5 0 0 —
Staphylococcus aureus 5 1 10 10°
Bacillus cereus 5 0 10 —
Puffed, flaked cereal Aerobic plate count 5 1 10 10°
Products Moulds 5 1 10° 10*
Salmonella 5 0 0 -
Bacillus cereus 5 1 10* 10°
Clostridium perfringens | 5 0 0 —

* Optional

16
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Item Microorganisms Limit per ml or gram
n c m M
Entrees (soup) containing | — Bacillus cereus 5 1 10° 10
rice or corn flour as main
ingredient  (frozen  or
dried)
Cakes, desserts and —  Aerobic plate count 5 2 10" 10°
bakery products (frozen or | — Escherichia coli 5 2 0 10
dehydrated) — Salmonella 5 0 0 -
—  Staphylococcus aureus 5 2 10 10°
Malt, Malt derivatives —  Aerobic plate count 5 1 5x10* 10’
— Yeasts and moulds 5 1 10°  5x10°
— Salmonella 5 0 0 -
— Staphylococcus aureus | 5 1 10> 10°

17
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10.  Fruit and Vegetables

GSO 1016/2014

Item Microorganisms Limit per ml or gram
n c m M
Fresh fruits and vegetables | — Escherichia coli 5 2 10 10°
(precut and crudités) — Salmonella 5 0 0 -
to be consumed raw — Escherichia coli 0157 5 0 0 -
— Listeria monocytogenes 5 0 0 -
— Staphylococcus aureus 5 2 10°  10°
Dried vegetables — Escherichia coli 5 2 10° 10°
Dried fruits; dates — Yeasts 5 2 10 10°
(including date paste), — Moulds 5 2 10°  10°
figs, apricot, grape — Escherichia coli 5 2 0 10
(raisons), etc) — Salmonella 5 0 0 —
Frozen vegetables and
frozen fruits, pH equal — Escherichia coli 5 2 10> 10°

or higher than 4.5

Frozen vegetables and | pH measured at the time of | pH values shall be less than

frozen fruits, pH less | sampling 4.5 in all tested samples

than 4.5

Vegetable soup (powder) | — Aerobic plate count 5 1 10" 10°
— Yeasts and Moulds 5 1 10° 10°
— Escherichia coli 5 0 0 -
— Salmonella 5 0 0 -
— Bacillus cereus 5 1 10° 10*
— Clostridium perfringens 5 1 10° 10°

Pickled/Fermented — Yeasts 5 0 0 2

vegetable/Fruits (e.g. — Moulds 5 0 0 -

sauerkraut, pickles, table

olive, etc.)

Fried potatoes (e.g. chips, | — Aerobic plate count 5 1 5x10° 10’

fingers, etc.) — Salmonella 5 0 0 -
— Bacillus cereus 5 1 10* 10°
— Clostridium perfringens 5 0 0 —

Concentrated tamarind — Moulds 5 0 0 —
— Escherichia coli 5 0 0 —

18
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11.  Jelly, Jam and Marmalade

GSO 1016/2014

Item Microorganisms Limit per ml or gram

n c m M
Jam, jelly and marmalade |- Yeasts and moulds 5 1 10° 10*
Jelly powder — Salmonella 5 0 0 -

Fruit whole/pieces in
sugar syrup (canned)

Requirements for canned products (Item 8) shall be applied

19
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12.  Chocolate, Sweets and their Ingredients

GSO 1016/2014

Item Microorganisms Limit per ml or gram
n Cc m M
Chocolate (plain or Aerobic plate count 5 2 10  10°
sweetened- with milk, or Enterobacteriaceae 5 2 0 10
filled or covered with Salmonella 10 0 0 -
nuts), toffee, nougat,
fudge etc.
Dehydrated desserts, Aerobic plate count 5 2 10° 10°
(bonbons, caramels and Escherichia coli 5 0 0 -
other similar products) Salmonella 5 0 0 -
Staphylococcus aureus 5 2 10 10°
Hard & soft candy Aerobic plate count 5 2 0 5x10°
Yeasts and moulds 5 2 0 10?
Enterobacteriaceae 5 0 0 -
Salmonella 5 0 0 —
Cocoa Yeasts and moulds 5 2 10° 10”
Enterobacteriaceae 5 2 0 10
Salmonella 10 0 0 —
Coconut Moulds 5 2 10 10°
(grated/desiccated) Enterobacteriaceae 5 2 10> 10°
Salmonella 10 0 0 —
Nuts Moulds 5 2 100 10
Escherichia coli 5 2 0 10
Chewing gum Yeasts and moulds 5 1 5x10° 10°
Salmonella 5 0 0 —
Honey Yeasts and moulds 5 1 10° 10°
Sulphite-reducing 5 2 10° 10°
anaerobes
Clostridium botulinum* 5 0 0 —
Arabic sweets Coliforms 5 0 0 -
Salmonella 5 0 0 -
Escherichia coli 0157 5 0 0 -
Listeria monocytogenes* | 5 0 0 -
Staphylococcus aureus 5 0 0 —
Molasses, debs (date Yeasts and moulds 5 1 5x10° 10°
syrup), hard brown sugar Escherichia coli 5 1 0 10
Salmonella 5 0 0 —
Concentrated cane syrup Yeasts and moulds 5 1 - 10
Escherichia coli 5 0 0 —
Salmonella 5 0 0 —

* Optional
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13.  Ingredients for Food Industries

GSO 1016/2014

Item Microorganisms Limit per ml or gram
n c m M
Enzymes Escherichia coli 5 2 0 10
Salmonella 10 0 0 —
Dyes (food colours) Aerobic plate count 5 2 10* 10°
Salmonella 10 0 0 —

Gums Aerobic plate count 5 2 10 10°
Enterobacteriaceae 5 2 10 10°
Eggs products Aerobic plate count 5 2 10 10°
Salmonella 10 0 0 -
Enterobacteriaceae 5 2 10 10?
Yeasts Spores of rope-forming | 5 1 10> 10°
bacteria
Escherichia coli 5 2 0 10
Salmonella 20 0 0 —
Gelatine Aerobic plate count 5 3 5x10° 10°
Salmonella 5 0 0 -
Staphylococcus aureus | 5 1 10°  10°
Clostridium perfringens | 5 1 10° 10*
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14. Drinking Water

GSO 1016/2014

Limit per ml or gram

Item Microorganisms
n c m M
Bottled drinking water:
a) Non-carbonated Coliforms 5 0 0 —
(including flavoured) E.coli 5 0 0 -
Pseudomonas aeruginosa 5 0 0 —
b) Carbonated waters pH 5 0 3.5 -

If any sample unit is greater than
pH 3.5, proceed with the above

bottling operation

Fecal streptococci
Sulphite-reducing
clostridia

sampling plans  for  non-
carbonated waters
Water for human Coliforms 10 1 0 10/100
consumption; at source, mi

}Absent in 100 ml of sample

Natural mineral water

First Examination

Decision

E.coli or
Thermotolerant coliforms
1 x 250 ml

Must not be detectable in any
sample

Total coliform bacteria
1 x 250 ml
Enterococcus fecalies
1 x 250 ml

If > 1 or < 2, second examination
is carried out

Pseudomonas aeruginosa
1 x 250 ml
Sulphite-reducing
anaerobes 1 x 250 ml

If > 2, rejected

Second Examination”

Natural mineral water

Microorganisms

Limit per ml or gram

(250 ml)

n c m M
Total coliform bacteria 4 1 0 2
Fecal streptococci 4 1 0 2
Sulphite-reducing 4 1 0 2
anaerobes
Pseudomonas aeruginosa 4 1 0 2
Edible packaged ice Aerobic plate count 5 1 5x10° 10°
Coliforms (100 ml) 5 0 0 —
E. coli (100 ml) 5 0 0 -
Pseudomonas aeruginosa 5 0 0 —

“If the count is > 2; re-sampling from the same point of source for second examination.
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15. Beverages

GSO 1016/2014

Item Microorganisms Limit per ml or gram
n C m M
Carbonated beverages Aerobic plate count 5 1 10°  3x10°

(non-alcoholic) Yeasts and moulds 5 1 2 10
Coliforms 5 1 0 10
Un-pasteurized juices Yeasts and moulds 5 2 10°  10°
(fresh) Escherichia coli 5 2 10°  10°
Salmonella 5 0 0 —
Pasteurized fruit juice and Aerobic plate count 5 2 5x10° 10”
drink (including Yeasts and moulds 5 2 10> 10°
concentrated) Coliforms 5 3 5 10?
Flavoured drink & its Aerobic plate count 5 1 10 10°
concentrates Yeasts and moulds 5 0 0 —
Drink powder (dry) Aerobic plate count 5 2 10°  10°
Yeasts and moulds 5 1 10 10°

Coliforms 5 0 0 -

Salmonella 5 0 0 -

Escherichia coli 0157 5 0 0 -

Staphylococcus aureus 5 0 0 -

Bacillus cereus 5 1 10? -
Liquorice root extract; Aerobic plate count 5 2 0 10”
concentrates or drink Enterobacteriaceae 5 2 10 10°
Yeasts and moulds 5 2 0 10?

Escherichia coli 5 0 0 -

Salmonella 5 0 0 -

Staphylococcus aureus 5 0 0 —
Pasteurized soya drink Aerobic plate count 5 1 10 10°
Coliforms 5 1 5 10

Escherichia coli 0157 5 0 0 —

Sterilized soya drink Aerobic plate count 5 1 0 10
Coliforms 5 0 0 -

Yeasts and moulds 5 0 0 -

Staphylococcus aureus 5 0 0 —
Low calories beverages Aerobic plate count 5 2 10 10°
Yeasts and moulds 5 1 0 2

Coliforms (100 ml) 5 1 0 1

Escherichia coli 5 0 0 —
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16. Ready to Eat Foods

Item Microorganisms Limit per ml or gram
n Cc m M
Sandwiches and filled — Escherichia coli 5 1 20 10°
rolls with salad — Salmonella 5 0 0 -
— Escherichia coli 0157 5 0 0 -
— Listeria monocytogenes* | 5 1 20 10°
— Bacillus cereus 5 1 10° 10
Sandwiches and filled —  Aerobic plate count ** 5 1 10° 10’
rolls without salad — Enterobacteriaceae 5 1 10>  10*
— Escherichia coli 5 1 20 10°
— 'Salmonella 5 0 0 -
— Staphylococcus aureus 5 1 20 10°
— Bacillus cereus 5 1 10° 10
Coleslaw (cabbage) —  Aerobic plate count 5 1 10°  10°
—  Escherichia coli 5 2 10 10?
— Escherichia coli 0157 5 0 0 -
— Listeria monocytogenes 5 0 0 -
—  Staphylococcus aureus 5 1 10° 10
Sandwiches and filled — Enterobacteriaceae 5 1 10°  10°
rolls with cheese- Ready | — Escherichia coli 5 1 20 10°
to eat meals (pasta/pizza, |- 'Salmonella 5 0 0 -
others) — Staphylococcus aureus 5 1 20 10°
— Bacillus cereus 5 1 10°  10*
Rice —  Aerobic plate count 5 1 10°  10°
— Enterobacteriaceae 5 1 10> 10
—  Escherichia coli 5 1 20 10°
—  *Salmonella 5 0 0 -
— Staphylococcus aureus 5 1 20 10°
— Bacillus cereus 5 1 10° 10
—  Clostridium perfringens 5 1 20 10°
(1) Bhaji, Falafel —  Aerobic plate count 5 1 10°  10”
(2) Soup (all kinds), |~ Aerobic plate count 5 1 10*  10°
Samosa, Mashed potato,
Desserts (tarts, flans, and
sweet pies)
(3) Spring rolls- Trifle —  Aerobic plate count 5 1 10>  10°
(4) Homous, Tzatziki, and | — Aerobic plate count 5 1 10° 10’
other dips.

! Salmonella is tested only when the sample is found to have any count of Enterobacteriaceae.
2 In case if the rice contains meat or poultry.
* This limit applies to shelf-stable foods (kept at room temperature or deep freezer). If it
is refrigerated or meant for infants the approach should be "not detected in 25 g".
** Optional.
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Item Microorganisms Limit per ml or gram
N C m M
Parameters given below apply to all the above products (1- 4):
— Enterobacteriaceae 5 1 10> 10*
— Escherichia coli 5 1 20 10°
— Salmonella 5 0 0 -
— Staphylococcus aureus 5 1 20 10°
— Bacillus cereus 5 1 10° 10
— Clostridium perfringens* | 5 1 20 10°
Jelly —  Aerobic plate count 5 2 10°  10°
— Enterobacteriaceae 5 0 0 ~
— Escherichia coli 5 0 0 -
— Salmonella 5 0 0 -
— Staphylococcus aureus 5 1 20 10°
— Sulphite-reducing 5 1 0 10
anaerobes
— Clostridium perfringens* | 5 0 0 —

* Optional.
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17. Miscellaneous Foods

GSO 1016/2014

Item Microorganisms Limit per ml or gram
n C m M
Tofu (not UHT) Escherichia coli 5 0 0 -
Staphylococcus aureus | 5 2 10°  10°
Bacillus cereus 5 2 102 10°
Sesame seed products Moulds 5 1 10°  10°
(Tahini, Halwa) Escherichia coli 5 0 0 -
Salmonella 5 0 0 -
Staphylococcus aureus 5 1 10 10?
Cultured Seeds and Grains Escherichia coli 5 0 0 -
(bean sprouts, alfalfa, etc) Salmonella 5 0 0 —
Edible essential water Aerobic plate count 5 2 10 10°
(rose & flower water, Yeasts 5 2 0 20
others) Candida 5 0 0 -
Coliforms 5 2 0 10
Escherichia coli 5 0 0 -
Pseudomonas 5 0 0 -
aeruginosa
Bacillus cereus 5 0 0 —
Nutritious powder Aerobic plate count 5 2 10°  10°
Coliforms 5 1 0 10
Salmonella 15 0 0 -
Staphylococcus aureus 5 0 0 -
Bacillus cereus 5 1 10° -
Cream caramel powder Aerobic plate count 5 2 10* 10°
Escherichia coli 5 2 0 10
Salmonella 10 0 0 -
Staphylococcus aureus | 5 1 10 10°
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No. Drug Page | No. Drug Page
1 Abamectin 49 78 | Mebendazol 55
2 Albendazole 50 79 | Melengestrol acetate 72
3 | Amitraz 62 80 | Meloxicam 70
4 | Amoxicillin 14 81 | Methyl benzoquate 46
5 | Ampicillin 15 82 | Monensin 46
6 | Amprolium 42 83 | Monepantel 55
7 | Apramycin 9 84 | Moxidectin 56
8 | Arsanilic acid 73 85 | Narasin 47
9 Atropine sulfate 77 86 | Natamycin 42
10 | Avermectin 51 87 | Neomycin 11
11 | Avilamycin 27 88 | Nicarbazin 47
12 | Bacitracin 28 89 | Nitobimin 57
13 | Benzyl penicillin 15 90 | Nitroxynil 57
14 | Bromhexine 76 91 | Novobiocin 7
15 | Carprofen 69 92 | Nystatin 42
16 | Cefalonium 13 93 | Oleandomycin 24
17 | Cefapirin 13 94 | Ormetoprim 48
18 | Ceftiofur 13 95 | Oxfendazele 58
19 | Cefuroxime 14 96 | Oxyclozanide 59
20 | Chlortetracycline 39 97 | Oxytetracycline 40
21 | Clazuril 43 98 | Oxytocin 72
22 | Clenbuterol 73 99 | Permethrin 68
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23 | Clopidol 43 100 | Phoxim 68
24 | Cloprostenol 72 101 | Piperazine 59
25 | Closantel 52 102 | Pirlimicin 23
26 | Cloxacillin 16 103 | Poloxalene 77
27 | Colistin 28 104 | Polymixin B 29
28 | Cyhalothrin 63 105 | Praziquantel 59
29 | Cyfluthrin 64 106 | Prednisolone 71
30 | Cypermethrin And Alpha 65 107 | Procaine benzyl penicillin 17
-Cypermethrin
31 Cyromazine 66 108 | Procaine HCI 75
32 | Danofloxacin 19 109 | Progesterone 73
33 | Decoquinate 43 110 | Ractopamine 74
34 | Deltamethrin 66 111 | Rafoxanide 59
35 | Derquantel 52 112 | Robenidine hydrochloride 48
36 | Dexamethasone 71 113 | Roxarsone 74
37 | Diazinon 67 114 | Salinomycin Sodium 48
38 | Diclazuril 44 115 | Sarafloxacin 22
39 | Diclofenac 70 116 | Semduramycin 48
46 Dieyeland 67 117 | Spectinomycin 8
41 | Difloxacin 20 118 | Spiramycin 25
42 | Dihydrostreptomycin 9 119 | Streptomycin 12
43 | Diminazene 61 120 Sulfabenzamide 30
44 | Dinitolmide (Zoalene) 44 121 | Sulfacetamide 30
45 | Doramectin 52 122 | Sulfachlorpyridazine 31
46 | Doxapram HCI 75 123 | Sulfadiazine 31
47 | Doxycycline 39 124 Sulfadimethoxine 32
48 | Emamectin Benzoate 68 125 | Sulfadimidine 32
49 | Enrofloxacin 20 126 | Sulfadoxine 33
50 | Epinephrine 76 127 Sulfasthoxypyridazine 34
51 | Eprinomectin 53 128 | Sulfaguanidine 34
52 | Erythromycin 23 129 Sulfamerazine 35
53 | Estradiol-17 8beta 72 130 Sulfandamide 36
54 | Etamiphylline camsilate 76 131 Sulfanitran 36
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55  Ethopabate 44 132 | Sulfapyridine 37
56 | Febantel/Fenbendazole/ 53 133 | Sulfaguinexakine 37
Oxfendazole
57  Fenbendazole 53 134 | Sulfathiazole 38
58 | Florfenicol 18 135 | Teflubenzuron 69
59 | Fluazuron 68 136 | Testosterone 73
60 | Flubendazole 54 137 | Tetracycline 41
61 | Flumequine 21 138 | Thiabendazole 60
62 | Flunixin meglumine 70 139 | Thiamphenicol 18
63 | Gentamicin 10 140 | Tiamulin 27
64 | Gonadotrophin 72 141 | Tilmicosin 25
65 | Halofuginone 45 142 | Tolfenamic acid 71
hydrobromide

66 | Hydrochlorothiazide 77 143 | Toltrazuril 48
67 | Hydrocortisone 71 144 | Trenbolone acetate 74
68 | Imidocarb 61 145 | Tricaine methanesulfonate | 75
69 | Isometamidium 62 146 | Trichlorfon (metrifonate) 69
70 | Ivermectin 54 147 | Triclabendazole 60
71 | Ketamine 75 148 | Trimethoprim 18
72 Ketoprofen 70 149 | Tulathromycin 26
73 | Lasalocid Sodium 45 150 | Tylosin 26
74 | Levamisole 54 151 | Virginiamycin 29
75 | Lincomycin 22 152 | Zeranol 74
76 | Maduramicin Ammonium 46 153 | Zilpaterol 74
77 | Marbofloxacin 22
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Abamectin (Anthelmintic agent jaall alias)

Acceptable Daily Intake (ADI) 0-2 pg/kg body weight

Residue Definition Avermectin Bla

Species Tissue MRL (png/kg) | Referance Notes
Liver 100
Kidne 50

Cattle y CAC 26 (2003)

Fat 100

Albendazole (Anthelmintic agent jaall alcas)

Acceptable Daily Intake (ADI) 0-50 pg/kg body weight

Residue Definition Exp milk, 2-aminosulfone metabolite: milk not yet

identified

Species Tissue MRL (pg/kg) | Referance Notes
Muscle 100
Liver 5000
Kidne 5000

Not specified 4 CAC 20 (1993)

Fat 100
Milk 100
(ng/l)
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Amoxicillin (Antimicrobial agent <l s Suall alias)

Microbiologicale

(ADI)

Acceptable Daily Intake

0-0.002 mg/kg body weight based on the effects of Amoxicillin
on the intestinal microbiota

Acute Reference Dose

0.005 mg/kg bw based on microbiological effects on the
intestinal microbiota

Estimated
Dietary Exposure

Chronic

0.14 ng/kg bw per day (for the general population), which
represents 7% of the upper bound of the mADI

Exposure

Estimated Acute Dietary

1.4 pg/kg bw (for the general population), which represents
28% of the microbiological ARfD

1.6 ng/kg bw (for children), which represents 31% of the
microbiological ARfD

Residue Definition Amoxicillin
Species Tissue | MRL (ng/kg) | Referance Notes
Muscle | 50
Liver 50
Kidney |50
Cattle
Fat 50
Milk 4
CAC 35 (2012)
Muscle | 50
Liver 50
Kidney | 50
Sheep
Fat 50
Milk 4
Fillet 50 The term “finfish”includes all
fish species.
Finish CAC 41 (2018) | Muscle plus skin in natural
proportion
Muscle | 50 The term “finfish”includes all
fish species.
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Ampicillin (Antimicrobial agent <l s Suall alias)

Acceptable Daily Intake
(ADI)

100 ug/kg body weight

Acute Reference Dose

0.012 mg/kg bw based on the microbiological end-point.

Estimated Chronic

Dietary Exposure

0.29 ng/kg bw per day (for the general population), which
represents 10% of the upper bound of the ADI.

Estimated Acute

Dietary Exposure

1.9 ng/kg bw per day (for the general population), which
represents 16% of the ARfD.
1.7 pg/kg bw per day (for children), which represents 14% of

the ARTD.
Residue Definition Ampicillin
Species Tissue | MRL (pg/kg) | Referance Notes
Fillet 50 The term “finfish”includes all
fish species.
Finish CAC 41 (2018) Muscle plus skin in natural
proportion
Muscle | 50 The term “finfish”includes all
fish species.

Amprolium (Anticoccidial drugs <bbshll slcas)

Acceptable Daily Intake 100 ug/kg body weight
(ADI)
Species Tissue | MRL (png/kg) Referance Notes
Muscle | 500
Liver 500
Canadian MRL,
Cattle Kidney | 500 2011
Fat 2000
Muscle | 200 EMEA/MRL/76
7/00-FINAL
_ Liver | 200 (2001)
Chicken
Kidney | 400
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Skin/fat | 200

Eggs 1000

Muscle | 200

Liver 200 E'\7/|/g§/|:'\|/l|\l|? AL\/L7 °
Turkey Kidney | 400 o

Skin/fat | 200

Apramycin (Aminoglycosides Antibiotics L <4l alas)

Acceptable Daily Intake

0-30 pg/kg body weight

(ADI)
Species Tissue | MRL (pg/kg) Referance Notes
Muscle | 50
Liver 2000
Australian
Cattle Kidney | 20000 standard MRL,
2012
Fat 2000
Muscle | 50
Liver 2000
Shee Australian
P Kidney | 2000 standard MRL,
2012
Fat 2000
Muscle | 50
Goat Australian
standard MRL,
2012
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Liver 2000
Kidney | 2000
Fat 2000
Muscle |50
Liver 2000
Australian
Camel - standard MRL,
Kidney | 2000 2012
Fat 2000
Muscle |50
Liver 1000
Australian
Chicken - standard MRL,
Kidney | 1000 2012
Fat 1000
Muscle |50
Liver 1000
Australian
Turkey - standard MRL,
Kidney | 1000 2012
Fat 1000

Arsanilic acid (Growth Promoting Agents s«ill <l jisa)

Acceptable Daily Intake

not established

(ADI)
Species Tissue | MRL (pg/kg) Referance Notes
Chicken Muscle | 500 Canadian MRL,
2011
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Liver 2000
Eggs 500
Muscle | 500
Canadian
Turkey Civer 2000 MRL(2011)

Atropine sulfate (Digestive System Drugs  aagl Slead) &, 530)

Acceptable Daily Intake

0-0.0002 mg/kg body weight

(ADI)
Species Tissue | MRL (pg/kg) Referance Notes
All food Not Commission
producing applica No MRL required | Regulation (Eu)
species ble No 37/2010
Avermectin (Aminoglycosides Antibiotics L i<l alias)
Acceptable Daily Intake 0 -2 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) Referance Notes
Muscle | 5 Australian
standard MRL,
2012
Liver 100
Kidney | 50
Cattle CAC/MRL 2-
2011
Fat 100
Milk 20 Australian
(ng/l) standard MRL,
2012
Muscle | 20 EMEA/MRL/86
5/03-FINAL
Sheep June 2004
Liver |50 Australian
standard MRL,
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Kidney | 50 2012

Fat 50

Muscle | 10

Liver 50

Kidney | 10 .

Goat Australian
standard MRL,

Fat 100 2012
Milk 5

Avilamycin (Antimicrobial Drugs L _siSill aleas)

Acceptable Daily Intake (ADI) 0-50 pg/kg body weight

Residue Definition Exp milk, 2-aminosulfone metabolite: milk not yet
identified
Species Tissue MRL (png/kg) | Referance Notes
Muscle 100
Liver 5000
. CAC 32 (2009)
Chicken Kidney | 5000
Fat 100
Muscle 200
Liver 300
CAC 32 (2009)
Turkey Kidney | 200
Fat/skin 200
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Rabbits

Muscle 200
Liver 300
Kidney 200
Fat/skin 200

CAC 32 (2009)

Bacitracin (Antimicrobial Drugs <l s Suall alias)
Acceptable Daily Intake 0-1 mg/kg body weight
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
500
Camel Milk(ug/1)
Muscle 500
Australian
Liver 500 standard MRL,
: 2012
Chicken i Canadian MRL,
Kidney 500 2011
Fat 500
Eggs 500
Muscle
500
Liver
500 Canadian MRL,
T
urkey Kidney 2011
500
Fat
500
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Benzyl penicillin (Antimicrobial Agent L _sSill alias)

Acceptable Daily Intake (ADI)

30 pg penicillin/person/day

Residue Definition

Benzylpenicillin

Species Tissue MRL (pg/kg) | Referance Notes
Muscle 50
Liver 50
CAC 23 (1999)
Catle Kidney 50
Milk pg/l | 4
Muscle 50 Applies to procaine
benzylpenicillin
only.
Liver 50 Applies to procaine
Chicken CAC 32 (2009) | benzylpenicillin
only.
Kidney 50 Applies to procaine
benzylpenicillin
only.

Bromhexine (RESPIRATORY SYSTEM DRUGS iiill lgall 4y 5af)

Acceptable Daily Intake 0.3 mg/kg per person
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Cattle Not No MRL required Commission
applicable regulation (EU)
Poultry Not No MRL required No 37/2010
applicable
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Carprofen (Anti-Inflammatories 433 5 yfiw _yuall Cllal) claliag)

Acceptable Daily Intake 8.6 ng/kg body weight
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Muscle 500
Commission
Liver 1000 regulation (EU)
Cattle No 37/2010
Kidney 1000 Emea/rr15rI/042/9
Fat 1000
Cefalonium (Antimicrobial Agent L Sl alias)
Acceptable Daily Intake 0 - 20 pg/kg body weight
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Muscle 100
Liver 100
Kidney 100 Australian
Cattle standard MRL,
2012
Fat 100
Milk 20
(ng/l)
Cefapirin (Antimicrobial Agent L sl alias)
Acceptable Daily Intake 0 - 0.02 pg/kg body weight
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Muscle 20
Australian
Cattle . standard MRL,
Liver 20 2012
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Kidney 20
Fat 20
Milk 10
(Hg/l)

Ceftiofur (Antimicrobial Agent L_siSill alia)

Acceptable Daily Intake

0 - 50 pg/kg body weight

(ADI)

Residue Definition Desfuroylceftiofur

Species Tissue MRL (pg/kg) Referance Notes
Muscle 1000
Liver 2000
Kidne 6000

Cattle y CAC 23 (1999)

Fat 2000
Milk 100
(ng/l)

Cefuroxime (Antimicrobial Agent L sl alias)

Acceptable Daily Intake 0 - 30 pg/kg body weight

(ADI)

Species Tissue MRL (pg/kg) Referance Notes
Muscle 100
Liver 100

Australian
Cattle - standard MRL,

Kidney 100 2012
Fat 100
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Milk
(Ha/l)

100

Chlortetracycline/Oxytetracycline/Tetracycline (Antimicrobial Drugs
LSl alias)
Acceptable Daily Intake (ADI) 0-30 pg/kg body weight
Residue Definition Parent drugs, singly or in combination
Species Tissue MRL (png/kg) | Referance Notes
Muscle 200
Liver 600
CAC 26
Cattle Kidney 1200 (2003)
Milk 100
(ng/l)
Muscle 200
Liver 600
CAC 26
Sheep Kidney | 1200 (2003)
Milk 100
(hg/l)
Muscle 200
Liver 600
CAC 26
Poultry Kidney 1200 (2003)
Eggs 400
Fish Muscle 200 CAC 26 Applies only to
(2003) oxytetracycline
Giant prawn Muscle 200 CAC 26 Applies only to
(Paeneus monodon) (2003) oxytetracycline
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Clazuril (Growth Promoti

ng Agent saill jéiss)

Acceptable Daily Intake 0.05 mg/kg body weight
(ADI)
Species Tissue MRL (ng/kg) Referance Notes
No MRL Commission
Pigeon required Not applicable Regulation (Eu)
No 37/2010
Clenbuterol (adrenoceptor agonist L Sl alias)
Acceptable Daily Intake (ADI) 0-0.004 pg/kg body weight
Residue Definition Clenbuterol
Species Tissue MRL (png/kg) | Referance Notes
Muscle 0.2 Due to the potential
Liver 0.6 abuse of this drug, the
Kidney 0.6 MRLs are
Fat 0.2 recommended only
Milk 0.05 CAC 26 when associated with
Cattle (ng/h) (2003) a nationally approved
therapeutic use, such
as tocolysis or as an
adjunt therapy in
respiratory diseases
Muscle 0.2 Due to the potential
Liver 0.6 abuse of this drug, the
Kidney 0.6 MRLs are
Fat 0.2 CAC 26 recommend_ed only_
when associated with
Horse (2003) .
a nationally approved
therapeutic use, such
as tocolysis or as an
adjunt therapy in
respiratory diseases

Clopidol (Antiparasitic Drugs «blihll alcas)

Acceptable Daily Intake
(ADI)

0.0025 mg/kg body weight

Species | Tissue

MRL (pg/kg)

| Referance

| Notes
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Muscle 5000
) Liver 15000 i
Chicken Canadian MRL,
- 2011
Kidney 15000
Muscle 5000
Liver 15000 Canadian MRL
anadian ,
Turkey | 2011
Kidney 15000
Cloprostenol (Hormones <l s sell)
Acceptable Daily Intake 0.075 pg/kg per person
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Edible No need to Annex 11of
Cattle tissues establish Council regulation
(EEC)No 2377/90
Closantel (Anthelmintic agents ;juall aliac)
Acceptable Daily Intake 0-30 pg/kg body weight
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Muscle 1000
Liver 1000
Cattle Kidney 3000 CAC 20 (1993)
Fat 3000
Muscle 1500
CAC 20 (1993)
Sheep Liver 1500
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Kidney

5000

Sheep

Fat

2000

CAC 20 (1993)

Cloxacillin (Antimicrobial agents L sl aliag)

Acceptable Daily Intake 200 pg/kg body weight
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Muscle 10
: Canadian MRL,
Liver 10 2011
Kidney 10
Cattle
Fat 10
Milk 10 Australian
(ng/l) standard MRL,
2012
Colistin (Antimicrobial Drugs L sl aleas)
Acceptable Daily Intake (ADI) 0-7 ng/kg body weight
Residue Definition Sum of colistin A and colistin B
Species Tissue MRL (ng/kg) | Referance Notes
Muscle
150
Liver
150
Kidney CAC 31
Cattle 200 (2008)
Fat
150
Milk
(Mol >0
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Muscle
150
Liver
150
Kidne
Sheep Y 200 %26\0%5)1
Fat
150
Milk
(Hg/1) 50
Muscle
150
Liver
150
Goat CAC 31
Kidne 2008
y 200 (2008)
Fat
150
Muscle
150
Liver
150
Kidney
Chicken 200 CE’ZA\O%S)l
Fat The MRL includes
150 skin + fat
Eggs 300
Muscle
150
Liver
150
Tukey CAC 31
Kidne
Y 200 (2008)
Fat The MRL includes
150 skin + fat
Muscle
Rabbit 150 (éon%g’)l
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Liver
150
Kidne
y 200
Fat
150

Cyfluthrin (insecticide ¢ yia 314)

Acceptable Daily Intake (ADI)

0-20 pg/kg body weight

Residue Definition Cyfluthrin
Species Tissue MRL (png/kg) | Referance Notes
Muscle
20
Liver
20
Kidney CAC 26
Cattle 20 (2003)
Fat
200
Milk
(Mg/1) 40
Cyhalothrin (insecticide s rés 2)
Acceptable Daily Intake (ADI) 0-5 pg/kg body weight
Residue Definition Cyhalothrin
Species Tissue MRL (pg/kg) | Referance Notes
Muscle
20
Liver
20 CAC 28
Cattle .
Kidne 2005
y " (2005)
Fat
400
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Milk
(ug/l) 30
Muscle
20
Liver -
Shee CAC 28
P Kidney » (2005)
Fat
400

Cypermethrin And Alpha-Cypermethrin (insecticide ¢ _rés 2)

Acceptable Daily Intake (ADI)

0-20 pg/kg body weight for both Cypermethrin And
Alpha-Cypermethrin

Residue Definition

Total of cypermethrin residues resulting from the use of
cypermethrin or alpha-cypermethrin as veterinary drugs

Species Tissue MRL (pg/kg) | Referance Notes
Muscle
50
Liver
50
Kidney CAC 29
Cattle 50 (2008)
Fat
1000
Milk
(hg/h) 100
Muscle
50
Liver
50
Sheep CAC 29
Kidney (2008)
50
Fat
1000
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Danofloxacin (Antimicrobial Drugs L sl alias)
Acceptable Daily Intake (ADI) 0-20 pg/kg body weight
Residue Definition Danofloxacin
Species Tissue MRL (pg/kg) | Referance Notes
Muscle
200
Liver
100 CAC 24
Cattle Kidney (2001)
400
Fat
100
Muscle
200
Liver
400
: CAC 24
Shicken :
Kidne
y 400 (2001)
Fat Fat/skin in normal
100 proportion
Decoquinate (Antiparasitic Drugs — <llshll aliac)
Acceptable Daily Intake (ADI) 0-7 ng/kg body weight
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 1000
Liver 2000
Canadian
Cattle Kidney 2000 MRL, 2011
Fat 2000
Muscle 1000
Canadian
Goat Civer 2000 MRL, 2011
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Kidney 2000
Fat 2000
Muscle 1000
Liver 2000
Canadian
Chicken Kidney 2000 MRL, 2011
Fat 2000

Deltamethrin (insecticide s yés 2)
Acceptable Daily Intake (ADI) 0-10 pg/kg body weight
Residue Definition Deltamethrin
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 30
Liver 50
Kidney 50 CAC 26
Cattle (2003)
Fat 500
Milk 30
(/1)
Muscle 30
Liver 50
. Kidney 50 CAC 26
Chicken (2003)
Fat 500
Eggs 30
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Muscle

30 CAC 26
Salmon (2003)
Muscle 30
Liver 50
Shee CAC 26
P Kidney 50 (2003)
Fat 500

Derquantel (Anthelmintic agents ojuall alcas)

Acceptable Daily Intake (ADI)

0-0.3 pg/kg body weight

Residue Definition Derquantel
Species Tissue MRL (png/kg) | Referance Notes
Muscle 0.3
Liver 0.8
Sheep CAC 38
Kidney 0.4 (2015)
Fat 7

Dexamethasone (glucocorticosteroid s il cibilgalVi cilabias)

Acceptable Daily Intake (ADI)

0-0.015 pg/kg body weight

Residue Definition Dexamethasone
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 1
Liver 2
CAC 32
Cattle Kidney 1 (2009)
Milk 0.3
(Hg/l)
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Horses

Muscle 1
Liver 2
Kidney 1

CAC 32
(2009)

Diazinon (Ectoparasiticides . jlall ciblahll ¢ilalcas)

Acceptable Daily Intake (ADI)

0-0.002 mg/kg body weight

Species Tissue MRL (ng/kg) | Referance Notes
Muscle
20
Liver .
20 Commission
_ regulation (EU)
Kidney No 37/2010
Cattle 20
Fat
700
Milk
(ug/M) 20
Diclazuril (antiprotozoal agent cublshll ¢ifalias)
Acceptable Daily Intake (ADI) 0-0.30 ug/kg body weight
Residue Definition Diclazuril
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 500
Liver 3000
poultry CAC 23
Kidney 2000 (1999)
Fat/skin 1000
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Muscle 500
Liver 3000

Rabbit Kidney 2000 Cé1A9C9<§)3
Fat 1000
Muscle 500
Liver 3000

Sheep _ CAC 23
Kidney 2000 (1999)
Fat 1000

Diclofenac (Anti-Inflammatories non Steroidal 405 yiwll e bl claliag)

Acceptable Daily Intake (ADI)

0.5 pg/kg body weight

Species Tissue MRL (pg/kg) | Referance Notes
Muscle
5
Liver .
5 Commission
_ regulation (EU)
Kidney No 37/2010
Cattle 10
Fat
1
Milk
(ug/M) 0.1
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Difloxacin (Antimicrobial Drugs < s Sl alias)

Acceptable Daily Intake (ADI) 10 pg/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 500
Liver 3000 Commission
Regulation
Cattle Kidney 2000 (Eu) No
37/2010
Fat 1000
Muscle 400
Liver 1400 Commission
Regulation
Sheep Kidney 800 (Eu) No
37/2010
Fat 100
Muscle 400
Liver 1400 Commission
Regulation
Goat Kidney 800 (Eu) No
37/2010
Fat 100
Muscle 300
Liver 1900 Commission
Regulation
Poultry Kidney | 600 (Eu) No
37/2010
Fat/skin 400




GSO 2481/2019

Aoaald Al Adial sa

Dihydrostreptomycin/ streptomycin (Antimicrobial Drugs <b s Sl lac)

Acceptable Daily Intake (ADI)

0-50 pg/kg body weight

Residue Definition

Sum of dihydrostreptomycin and streptomycin

Species Tissue MRL (ng/kg) | Referance Notes
Muscle 600
Liver 600
CAC 24
Kidney 1000 (2001)
Cattle
Fat 600
Milk 200 CAC 26
(Hall) (2003)
Muscle 600
Liver 600
. CAC 24
Chicken Kidney 1000 (2001)
Fat 600
Muscle 600
Liver 600
CAC 24
Kidney 1000 (2001)
Sheep
Fat 600
Milk 200 CAC 26
(Ha/l) (2003)
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Diminazene (trypanocide bl cilalias)

Acceptable Daily Intake (ADI)

0-100 pg/kg body weight

Residue Definition Diminazene
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 500
Liver 12000
CAC 22
Cattle Kidney 60000 (1997)
Milk 150 LOQ of the analytical
(ng/l) method
Dinitolmide (Zoalene) (Anticoccidial drugs <allshll aliac)
Acceptable Daily Intake (ADI) pg/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 3000
Liver 6000 Australian
standard MRL,
Chicken - 2012
Kidney 6000 Canadian
MRL, 2011
Fat/skin 2000
Muscle 3000
Liver 3000
Turkey Canadian
Kidney 6000 MRL, 2011
Fat 3000
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Doramectin (Anthelmintic agents (jauall cialias)

Acceptable Daily Intake (ADI)

0-1 pg/kg body weight

Residue Definition

Doramectin

Species Tissue

MRL (pg/kg)

Referance

Notes

Muscle

10

Liver

100

Kidney

30

Fat

Cattle

150

CAC 22
(1997)

High concentration of
residues at the
injection site over a 35
day period after
subcutaneous or
intramuscular
administration of the
drug at the
recommended dose

High concentration of
residues at the
injection site over a 35
day period after
subcutaneous or
intramuscular
administration of the
drug at the
recommended dose

Milk
(ho/l)

15

CAC 29
(2006)

Depending on the
route and/or time of
administration the use
of doramectin in dairy
cows may result in
extended withdrawal
periods in milk. This
may be addressed in
national/regional
regulatory
programmes.

Doxapram HCI (Nervous System Drugs (sl Sleall 4 5ol

Acceptable Daily Intake
(ADI)

not established

Species | Tissue

MRL (pg/kg)

| Referance

| Notes
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All mammalian
food producing
species

Not
applicable

No MRL Commission
required Regulation (Eu)
No 37/2010

Doxycycline (Antimicrobial Drugs <l s Suall alias)
Acceptable Daily Intake (ADI) 0-3 ug/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 100
Liver 300 -
Cattle Commission
_ regulation (EU)
Kidney 600 No 37/2010
Muscle 100
Liver 300 -
Commission
Poultr i regulation (EU)
y Kidney 600 No 37/2010
Fat/skin 300

Emamectin Benzoate (antiparasitic agent <uLlalll slcas)

Acceptable Daily Intake | ADI of 0-0.5 pg/kg bw established by JMPR (2011), based on

(ADI) an overall NOAEL of 0.25 mg/kg bw per day for neurotoxicity
from 14- and 53-week studies in dogs, supported by an overall
NOAEL of 0.25 mg/kg bw per day from 1- and 2-year studies in
rats. An uncertainty factor of 500 was applied to the NOAEL,
which includes an additional uncertainty factor of 5 to account
for the steep dose—response curve and irreversible
histopathological effects in neural tissues at the lowest-
observed-adverse-effect level (LOAEL) in dogs, as used by
JMPR and confirmed by JECFAT78.

Estimated Dietary | 11 pg/person per day, which represents approximately 37% of

Exposure the upper bound of the ADI (JECFAT78)

Residue Definition Emamectin Bla
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Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 100
Salmon CAC 38 (2015)
Fillet 100 Muscle plus skin in natural
proportion
Muscle | 100 CAC 38 (2015)
Trout Fillet 100 Muscle plus skin in natural
proportion

Enrofloxacin (Antimicrobial Drugs < s_Suall alias)
Acceptable Daily Intake (ADI) 2 pg/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 100
Liver 300
Kidney 200
Cattle Commission
Fat 100 Regulation (Eu)
No 37/2010
Milk 100
(hg/l)
Muscle 100
Liver 300
i 500 Commission
ikaney Regulation (Eu)
Goat No 37/2010
Fat 100
Milk 100
(ng/l)
Muscle 100
500 Commission
Liver Regulation (Eu)
Poultry No 37/2010
Kidney 300
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_ 100
Fat/skin
Rabbit 100
Muscle
Liver 200 Commission
Regulation (Eu)
. 300 No 37/2010
Kidney
100
Fat

Epinephrine (Cardiovascular System Drugs 4=l iae ) Jlea 4550l

Acceptable Daily Intake

0.3 mg per person

(ADI)
Species Tissue MRL (pg/kg) Referance Notes
All food Not No MRL Commission
producing applicable required Regulation (Eu)
species No 37/2010
Eprinomectin (anthelmintic agent (jjaall cilalia)
Acceptable Daily Intake (ADI) 0-10 pg/kg body weight
Residue Definition Eprinomectin Bla
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 100
Liver 2000
Cattle Kldney 300 CAC 26
(2003)
Fat 250
Milk 20
(ng/l)
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ERYTHROMYCIN (Antimicrobial agent <l s Siall alias)
Acceptable Daily Intake (ADI) 0-0.7 pg/kg body weight
Residue Definition Erythromycin A
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 100
Liver 100
Kidney 100
Chicken C('zb‘o%g)l
Fat 100 The MRL includes
skin + fat
Eggs 50
Muscle 100
Liver
100
Turkey CAC 31
Kidne
y 100 (2008)
Fat The MRL includes
100 skin + fat

ESTRADIOL-17BETA (production aid z il aclug)
Acceptable Daily Intake (ADI) unnecessary (JECFA32); 0-0.05 pg/kg weight
(JECFA52)

Residue Definition Estradiol-17beta.

Species Tissue MRL (ng/kg) | Referance Notes
Muscle unnecessary
Liver unnecessary

Cattle Cf‘;; 52 !

Kidney unnecessary ( )
Fat unnecessary
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Etamiphylline camsilat (Respiratory System Drugs (s-iill Jleal) 4, 5al)
Acceptable Daily Intake not established
(ADI)
Species Tissue MRL (ng/kg) Referance Notes
All food Not No MRL Commission
producing applicable required Regulation (Eu)
species No 37/2010

FEBANTEL/FENBENDAZOLE/OXFENDAZOLE (anthelmintic agent
Slaall alias)
Acceptable Daily Intake (ADI) Group ADI of 0-7 ug/kg body weight
Residue Definition Sum of fenbendazole, oxfendazole and oxfendazole
sulphone, expressed as oxfendazole sulphone
equivalents
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 100
Liver 500
Kidney 100 CAC 23
Cattle (1999)
Fat 100
Milk 100
(ng/l)
Muscle 100
Liver 500
Goat CAC 23
Kidney 100 (1999)
Fat 100
Muscle 100
Horse CAC 23
Liver 500 (1999)
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Kidney 100
Fat 100
Muscle 100
Liver 500
Shee Kidney 100 CAC 23
P (1999)
Fat 100
Milk 100
(na/l)

Florfenicol (Antimicrobial Drugs <l s_Sudl alcas)

Acceptable Daily Intake (ADI)

0-1 pg/kg body weight

Residue Definition

Erythromycin A

Species Tissue MRL (png/kg) | Referance Notes
Muscle 200
Canadian MRL
Liver 2000 (2011)
Cattle
Kidney 500 Australian
standard MRL,
2012
Muscle 500
. Australian
Fish standard MRL,
2012
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FLUAZURON (insecticide ¢ séa w)

Acceptable Daily Intake (ADI)

0-40 pg/kg body weight

Residue Definition Fluazuron
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 200
Liver 500
CAC 23
Cattle Kidney 500 (1999)
Fat 7000
FLUBENDAZOLE (anthelmintic agent ;jaall alia)
Acceptable Daily Intake (ADI) 0-12 pg/kg body weight
Residue Definition Flubendazole
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 200
Poul Liver 500 CAC 21
oultry (1995)
Eqggs 400
FLUMEQUINE (Antimicrobial agent <l s_Siall alias)
Acceptable Daily Intake (ADI) 0-30 pg/kg body weight
Residue Definition Flumequine
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 500
Liver 500
CAC 28
Cattle Kidney 3000 (2005)
Fat 1000




GSO 2481/2019 Fuald Guld Al g

Muscle 500
Liver 500
Chicken Kidney 3000 C(onC052)8
Fat 1000
Muscle 500
Liver 500
Sheep _ CAC 28
Kidney 3000 (2005)
Fat 1000
Muscle 500 Muscle includir_1g
Trout C?ZAO% 52)8 Sl?irr:nal proportion of

Flunixin meglumine (Anti-Inflammatories non Steroidal e SLLEY) Glalias
(A2 il
Acceptable Daily Intake (ADI) 0-6 ng/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Muscle Australian
20 standard MRL,
2012,
Canadian
MRL(2011)
Liver 20 Australian
- standard MRL,
Kidney 2012
Cattle 20
Fat Commission
30 Regulation
(EVU) No
37/2010
Milk
(g 6 Canadian
MRL(2011)
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GENTAMICIN (Antimicrobial agent <l s Saall alias)

Acceptable Daily Intake (ADI) 0-20 pg/kg body weight
Residue Definition Gentamicin
Species Tissue MRL (ng/kg) | Referance Notes
Muscle 100
Liver 2000
Cattl Kidney 5000 CAC 24
attle (2001)
Fat 100
Milk 200
(/)
GONADOTROPHIN (Hormones <l s yll)
Acceptable Daily Intake 42.25 1.U. /kg body weight
(ADI)
Species Tissue MRL (ng/kg) Referance Notes
All food Not No MRL Commission
producing applicable required Regulation (Eu)
species No 37/2010

HALOFUGINONE HYDROBROMIDE (antiparasitic agent <Lkl sliac)

Acceptable Daily Intake (ADI)

0.0003 mg/kg body weight

Species Tissue MRL (pg/kg) | Referance Notes
Muscle 10 Australian
Liver 30 standard MRL,
Cattle Kidney 30 2012
Fat 25 Canadian
MRL(2011)
liver 100 Australian )
standard MRL,
Chicken 2012
Canadian
MRL(2011
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HYDROCHLOROTHIAZIDE (Urinary System Drugs A sl 3leall 3y 530)

Acceptable Daily Intake

12.5 mg/kg body weight

(ADI)
Species Tissue MRL (ng/kg) Referance Notes
Cattle Not No MRL Commission
applicable required Regulation (Eu)
No 37/2010
IMIDOCARB (antiprotozoal agent culLlshll aliac)
Acceptable Daily Intake (ADI) 0-10 pg/kg body weight
Residue Definition Flumequine
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 300
Liver 1500
Kidney 2000 CAC 28
Cattle (2005)
Fat 50
Milk (ug/l) 50
ISOMETAMIDIUM (Trypanocide <Ll alias)
Acceptable Daily Intake (ADI) 0-100 pg/kg body weight
Residue Definition Flumequine
Species Tissue MRL (ng/kg) | Referance Notes
Muscle
100
Liver
Cattle o CAC 21
Kidney (1995)
1000
Fat
100
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Milk (ng/l)

100

IVERMECTIN (anthelmintic agent ojuall aleas)

Acceptable Daily Intake
(ADI)

0-10 pg/kg bw on the basis of a NOAEL of 0.5 mg/kg bw per
day for neurological effects (mydriasis) and retardation of
weight gain in a 14-week dog study, with application of an
uncertainty factor of 50 (5 for interspecies differences based on
pharmacokinetic studies in dogs and humans and 10 for
intraspecies differences). The previous ADI of 0-1 pg/kg bw
was withdrawn. (JECFA81)

Estimated Chronic
Dietary Exposure

The estimated daily intake (EDI) is 38 pug/person per day, based
on a 60 kg individual, which represents 6% of the upper bound
of the ADI. The GECDE for the general population is 0.9 pg/kg
bw per day, which represents 9% of the upper bound of the
ADI. The GECDE for children is 1.5 pg/kg body weight per
day, which represents 15% of the upper bound of the ADI. The
GECDE for infants is 1.3 pg/kg bw per day, which represents
13% of the upper bound of the ADI. (JECFA81)

Acute Reference Dose

0.2 mg/kg bw, based on a NOAEL of 1.5 mg/kg bw, the highest
dose tested in a safety, tolerability and pharmacokinetics study
in healthy human subjects, with application of an uncertainty
factor of 10 for intraspecies variability. (JECFA81)

Estimated Acute Dietary
Exposure

A combined analysis of all studies submitted showed that after
14 days, the maximum values of residues found at injection
sites led to a GEADE of 52 ng/kg bw for the general population
and 87 ng/kg bw for children, corresponding, respectively, to
27% and 43% of the ARTD. (JECFAS81)

Residue Definition

Ivermectin Bla

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 30
Liver 800
Kidney | 100
Cattle y CAC 40 (2017)
Fat 400
Milk 10
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Liver 15

Sheep

Fat 20

CAC 20 (1993)

KETAMINE (Nervous System Drugs sasll leall 4y53)

Species Tissue MRL (ng/kg) Referance Notes
All food Not No MRL Commission
producing applicable required Regulation (Eu)
species No 37/2010

ZELPPLw

KETOPROFEN (Anti-Inflammatories non Steroidal _uall <l alias)

Acceptable Daily Intake (ADI)

0.001 mg/kg body weight

Species Tissue MRL (pg/kg) | Referance Notes
Muscle
50
Liver Australian
50 standard MRL,
Kidney 2012,
Cattle 50
Canadian
Fat MRL(2011)
50
Milk (ug/l)
50

LASALOCID SODIUM (anthelmintic agent ¢jlaall sleas)

Acceptable Daily Intake | 0-5 ug/kg bw on the basis of a NOAEL of 0.5 mg/kg bw per

(ADI) day from a developmental toxicity study in rabbits and a
multigeneration reproductive toxicity study in rats, with
application of an uncertainty factor of 100 for interspecies and
intraspecies variability. (JECFA78)

Estimated Dietary | 80 pg/person per day was calculated, which represents
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Exposure approximately 27% of the upper bound of the ADI (JECFAT78)
Residue Definition Lasalocid A
Note JECFAT78 extended the MRLs in chicken to turkey and quail
and extrapolated the MRLs in chicken to pheasant. No
information was available for duck, including on approved uses.
As the compound is not registered for use in laying hens,
according to the sponsor, it is not appropriate to recommend
.MRLs for egg
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 400
Liver 1200
: CAC 40 (2017)
Chicken  Hidney 600
Skin+ | 600
fat
Muscle | 400
Liver 1200
CAC 40 (2017)
Turkey  Fidney | 600
Skin+ | 600
fat
Muscle | 400
Liver 1200
. CAC 40 (2017)
Quail Kidney | 600
Skin+ | 600
fat
Muscle | 400
Liver 1200
Pheasant CAC 40 (2017)
Kidney | 600
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Skin +
fat

600

LEVAMISOLE (anthelmintic agent ;jul slas)
Acceptable Daily Intake | 0-6 pg/kg body weight
(ADI)
Residue Definition Levamisole
Species Tissue | MRL (ng/kg) | Referance Notes
Muscle | 10
Liver 100
Cattle Ridrey | 1o CAC 22 (1997)
Skin 10
Muscle | 10
Liver 100
Poultry T CAC 22 (1997)
Fat 10
Muscle | 10
Liver 100
Sheep Kidney | 10
Fat 10
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LINCOMYCIN (antimicrobial agent <l s Saall alias)

Acceptable Daily Intake
(ADI)

0-30 pg/kg body weight

Residue Definition Lincomycin
Species Tissue | MRL (pg/kg) | Referance Notes
Milk 150
Cattle CAC 26 (2003)
Muscle | 200
Liver 500
Chicken Kidney | 500 CAC 22 (1997)
Fat 100 Additional MRL for skin
with adhering fat of 300
ng/kg

LUFENURON (insecticide s i aus)

Acceptable Daily Intake
(ADI)

0-0.02 mg/kg bw based on the NOAEL of 1.93 mg/kg bw per
day for tonic-clonic seizures and findings in lungs,
gastrointestinal tract, liver and urinary tract in a 2-year dietary
study in rats, and using a safety factor of 100 (10 for
interspecies variability and 10 for intraspecies variability)

Acute Reference Dose

Unnecessary, in view of lufenuron low acute oral toxicity and
the absence of developmental toxicity and other toxicological
effects likely to be elicited by a single dose.

Estimated Chronic

Dietary Exposure

1.1 png/kg bw per day (for the general population), which
represents 5.5% of the upper bound of the ADI. As lufenuron is
also used as pesticide, the overall dietary exposure was
estimated. The assumptions and detailed results will be
displayed in the JECFAB8S5 report. Results below are only for
use as veterinary drug.

Residue Definition Lufenuron

Species Tissue | MRL (pg/kg) | Referance Notes
Salmon Fillet 1350 CAC 41 (2018)

Trout Fillet 1350 CAC 41 (2018)
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MADURAMICIN AMMONIUM (coccidial ikl aliag)

Acceptable Daily Intake (ADI) 0.001 mg/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 100
i Australian
Liver 1000 standard MRL,
2012,
Kidne 1000
Chicken y
Fat /skin 400
Canadian
MRL(2011)

MARBOFLOXACIN (antimicrobial agent <l s <uall alias)

Acceptable Daily Intake (ADI) 4.5 ug/kg body weight

Species Tissue MRL (pg/kg) | Referance Notes
Muscle 150
Liver 150
i 55 EMEA/MRL/0

idne
Cattle y 79/1996

Fat / 50
Milk 75

MEBENDAZOL (Anthelmintic agents ¢lauall slcas)

Acceptable Daily Intake (ADI) 1.25 pg/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Muscle 60
Sheep EMEA/MRL/7
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Liver 400 81/01-FINAL
(2001)

Kidney 60

Fat 60

Liver 60

Kidney 400

Goat EMEA/MRL/7

Fat 60 81/01-FINAL
(2001)

Liver 60

MELENGESTROL ACETATE (production aid saill aclux)
Acceptable Daily Intake | 0-0.03 pg/kg body weight
(ADI)
Residue Definition Melengestrol acetate
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle |1
Liver 10
Cattle CAC 32 (2009)
Kidney | 2
Fat 18

MEBENDAZOL (Anti-Inflammatories non Steroidal sl <Ll alcas)

420 9 i
Acceptable Daily Intake (ADI) 0.0001 pg/kg body weight
Species Tissue MRL (pg/kg) | Referance Notes
Catl Muscle 10 Australian
attle standard MRL,
2012
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Liver 60 Canadian
MRL(2011)
Kidney 20
5
Milk Australian
(na/l) standard MRL,
2012

Methyl benzoquate (coccidial cllshll alias)

Acceptable Daily Intake (ADI)

0.005 mg/kg body weight

Species Tissue MRL (pg/kg) | Referance Notes
100
Muscle Australian
| 100 standgl(r)ol1 é\/IRL,
Liver
Chicken 100
Kidney
200 Canadian MRL
Fat /skin (2011)

MONENSIN (antimicrobial agent <l s Saall alias)

(ADI)

Acceptable Daily Intake

0-10 pg/kg bw on the basis of a NOAEL of 1.14 mg/kg bw per
day and a safety factor of 100 and rounding to one significant
figure.

Estimated Dietary

Using the revised MRL, the TMDI from JECFA70 was

Exposure recalculated, resulting in a value of 481 pg/person, which
represents 80% of the upper bound of the ADI
Residue Definition Monensin
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 10 CAC 32 (2009)
Cattle .
Liver | 100 CAC 35 (2012)




GSO 2481/2019

Aoaald Al Adial sa

Kidney

10

Fat

100

Milk

CAC 32 (2009)

Muscle

10

Liver

20

Sheep

Kidney

10

Fat

100

CAC 32 (2009)

Muscle

10

Liver

20

Goats

Kidney

10

Fat

100

CAC 32 (2009)

Muscle

10

Liver

10

Chicken

Kidney

10

Fat

100

CAC 32 (2009)

Muscle

10

Liver

10

Turkey

Kidney

10

Fat

100

CAC 32 (2009)
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Muscle

10

Liver

Quail

10
CAC 32 (2009)

Kidney

10

Fat

100

MONEPANTEL (Anthelmintic agents ¢l alcac)

Acceptable Daily Intake
(ADI)

0-0.02 mg/kg bw based on the NOAEL of 1.93 mg/kg bw per
day for tonic-clonic seizures and findings in lungs,
gastrointestinal tract, liver and urinary tract in a 2-year dietary
study in rats, and using a safety factor of 100 (10 for
interspecies variability and 10 for intraspecies variability)

Acute Reference Dose

Unnecessary

Estimated Dietary
Exposure

13.7 pg per kg bw per day (for the general population), which
represents 68% of the upper bound of the ADI

5.0 pg per kg bw per day (for children), which represents 22%
of the upper bound of the ADI

4.4 pg per kg bw per day (for infants), which represents 25% of
the upper bound of the ADI

Residue Definition

Monepantel sulfone, expressed as monepantel

Species Tissue

MRL (pg/kg) | Referance Notes

Muscle

500

Liver

7000
CAC 38 (2015)

Sheep Kidney

1700

Fat

13000

Muscle

300

Liver
Cattle

2000 CAC 41 (2018)

Kidney

1000
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Fat

7000

MOXIDECTIN (Anthelmintic agents ;jxall alias)
Acceptable Daily Intake | 0-2 pg/kg body weight
(ADI)
Residue Definition Moxidectin
Species Tissue | MRL (ng/kg) | Referance Notes
Muscle | 20 Very high concentration
and great variation in the
level of residues at the
injection site in cattle over
a 49 day period after
dosing
CAC 22 (1997
Cattle Liver | 100 (1997)
Kidney |50
Fat 500
Muscle |20
Liver 100
Deer CAC 23 (1999)
Kidney |50
Fat 500
Muscle | 50
Liver 100
CAC 22 (1997)
Sheep Kidney | 50
Fat 500
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NARASIN (antimicrobial agent <l s Siall alias)

Acceptable Daily Intake | 0-5 ug/kg bw on the basis of a NOAEL of 0.5 mg/kg bw per

(ADI) day and a safety factor of 100.
Residue Definition Narasin A
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 15
Liver 50
CAC 35 (2012)
Cattle Kidney |15
Fat 50
Muscle | 15
Liver 50
Chicken CAC 32 (2009)
Kidney | 15
Fat 50

NATAMYCIN (Antifungal drugs < yhill saladl 4 )

Acceptable Daily Intake 0.3 mg /kg body weight
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Edible Withdrawn
Cattle tissues (for topical use | EMEA/MRL/342/98
only)
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NEOMYCIN (antimicrobial agent <l s Saall alias)
Acceptable Daily Intake | 0-60 pg/kg body weight
(ADI)
Residue Definition Neomycin
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 500 CAC 23 (1999)
Liver 500
CAC 28 (2005)
Kidney | 10000
Cattle
Fat 500 CAC 23 (1999)
Milk | 1500 CAC 28 (2005)
Muscle | 500
Liver 500
Chicken Kidney | 10000 CAC 23 (1999)
Fat 500
Eggs 500
Muscle | 500
Liver 500
CAC 23 (1999)
Duck Kidney | 10000
Fat 500
Muscle | 500
Liver 500
Goat CAC 23 (1999)
Kidney | 10000
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Fat 500
Muscle | 500
Liver 500
Sheep  Midney | 10000 CAC 23 (1999
Fat 500
Muscle | 500
Liver 500
Turkey CAC 23 (1999)

Kidney | 10000

Fat 500

NICARBAZIN (antiprotozoal agent cublahll ¢ifalias)

Acceptable Daily Intake | 0-400 ug/kg body weight.

(ADI)

Residue Definition N'-bis(4-nitropheyl)urea,

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 200 Broilers
Liver | 200 Broilers

: CAC 23 (1999)
Chicken - -

Kidney | 200 Broilers
Fat 200 Broilers

NITOBIMIN (Anthelmintic agents jaall alcas)

Acceptable Daily Intake | 5 ug/kg body weight
(ADI)
Species | Tissue | MRL (pg/kg) | Referance | Notes
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Muscle 100
Liver 1000
Cattle Kidney 500 EMEA/MRL/56
5/99-FINAL
Fat 100 (1999)
Milk 100
Muscle 100
Liver 1000
Shee Kidney 500 EMEA/MRL/56
P 5/99-FINAL
Fat 100 (1999)
Milk 100
Muscle 100
Liver 1000
Goat Kidney 500 EMEA/MRL/56
5/99-FINAL
Fat 100 (1999)
Milk 100




GSO 2481/2019

Aonld Al dial ge

w .

2012

NITROXYNIL (Anthelmintic agents lauall alias)
Acceptable Daily Intake | 0-20 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 1000
Liver 1000
Cattle i Australian
Kidney 1000 standard MRL,
2012
Fat 1000
Muscle 1000
Liver 1000
Goat Australian
Kidney 1000 standard MRL,
2012
Fat 1000
Muscle 1000
Liver 1000
Shee Australian
P Kidney 1000 standard MRL,
2012
Fat 1000
NITROXYNIL (antimicrobial agent <l s Suall alizas)
Acceptable Daily Intake | 1.25 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 100 Australian
Cattle Liver 100 standard MRL,
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Kidney

50

Milk

100

NYSTATIN (Antifungal drugs <l _shdll salcall 45 5a0)

Acceptable Daily Intake

Not established

only)

(ADI)
Species Tissue MRL (png/kg) | Referance Notes
Edible Withdrawn
Cattle tissues | (for topical use
: only) EMEA/MRL/CVMP/151/9
Edible Withdrawn 9
Poultry | tissues | (for topical use

OLEANDOMYCIN (antimicrobial agent <l s Suall alias)
Acceptable Daily Intake | 0.00075 pg/kg body weight
(ADI)
Species Tissue | MRL (ug/kg) | Referance Notes
Muscle 100
Cattle Liver 100 Australian
standard MRL,
Kidney 100 2012
Muscle 100
Shee Liver 100 Australian
P standard MRL,
Kidney 100 2012
Muscle 100
Goat Liver 100 Australian
standard MRL,
Kidney 100 2012
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Camel

Muscle 100
Liver 100
Kidney 100

Australian
standard MRL,
2012

ORMETOPRIM (Anticoccidial drugscalblishll alias)

Acceptable Daily Intake

4 ng/kg body weight

(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 100
Canadian
Salmon  sin 100 MRL(2011)
OXYCLOZANIDE (Anthelmintic agents ;juall alias)
Acceptable Daily Intake | 0.03 mg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 20
Liver 500
Cattle Kidney 100 EMEA/MRL/88
9/03-FINAL
Fat 20 (2004)
Milk 10
Muscle 20
Shee Liver 500 EMEA/MRL/88
P 9/03-FINAL
Kidney 100 (2004)
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Fat

20

OXYTETRACYCLINE (Anthelmintic agents ojuall alcas)
Acceptable Daily Intake | 0-3 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 100
Liver 300 Australian
standard MRL,
Cattle Kidney 600 2012
Milk 100 Canadian MRL
2011
Muscle 100
Liver 300
Goat Australian
Kidney 600 standard MRL,
2012
Milk 100
Muscle
100
Liver 300
Shee Australian
P Kidney 600 standard MRL,
2012
Milk 100
Muscle 100
Australian
Camel - standard MRL,
milk 100 2012
Muscle 100
Chicken Canadian MRL
2011
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Liver 600
Kidney 1200
Eggs 400
Muscle 200
Liver 600 )
Turkey Canadian MRL
i 2011
Kidney 1200
Salmonids Muscle 200
Lobsters Canadian MRL
Skin 200 2011

OXYTOCIN (Antifungal drugs <l aill salead) 4 5af)
FSpecies Tissue MRL (pg/kg) Referance Notes
All food Not No MRL EMEA/MRL/054/95
producing applicable required
species

PERMETHRIN (Anthelmintic agents ¢juall alia)

Acceptable Daily Intake

0.05 mg/kg body weight

37/2010

(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle
50
Liver
50
Cattle -
Kidney 50 COMMISSION
REGULATION
(EU) NO
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Fat

500

Milk

50

PHOXIM (insecticide s yia 1)

Acceptable Daily Intake

0-4 ng/kg body weight

(ADI)
Residue Definition Phoxim
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 50
Liver 50
CAC 26 (2003)
Goat Kidney |50
Fat 400
Muscle | 50
Liver 50
CAC 26 (2003)
Sheep Kidney | 50
Fat 400
PIPERAZINE (Anthelmintic agents ;juall alias)
Acceptable Daily Intake | 0.25 mg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Eggs
2 000 COMMISSION
Chicken REGULATION
(EU) NO
37/2010
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Pirlimycin (antimicrobial agent <l s Sl alias)

Acceptable Daily Intake

0-8 ng/kg body weight

(ADI)
Residue Definition Pirlimycin
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 100
Liver 1000
Kidney | 400
Fat 100
Milk 100 JECFA evaluated the effect
CAC 29 (2006) | of pirlimycin residues on
Cattle

starter cultures and for this
reason recommended an
MRL of 100 pg/kg of milk.
Codex Members may
therefore adapt
national/regional MRLs in
order to address this
technological aspect for
trade of fresh liquid milk
intended for processing
using starter culture.

POLOXALENE (Digestive System Drugs sexagll Sleadl 4, 5a0)

Acceptable Daily Intake

0.02 mg /kg body weight

(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Not
All food applicable COMMISSION
producing '?'eo S?rié_ REGULATION
species a (EU) No 37/2010

POLYMIXIN B (antimicrobial agent <l Sadll alias)

Acceptable Daily Intake | 4.0 u/ml body weight
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(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
. Canadian
Cattle Milk | 4000 /i | MRL(2011)
PRAZEQUANTEL (Anthelmintic agents ;jaall alias)
Acceptable Daily Intake | 0-20 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle
50
Liver Australian
50 standard MRL,
Sheep Kidney 2012
50
Fat
50

PREDNISOLONE (glucocorticosteroid 4. s yiull cullaly) cilalias)

Acceptable Daily Intake

0.0002 mg/kg body weight

(ADI)
Species Tissue | MRL (ug/kg) | Referance Notes
Muscle
4
Liver
10
Kidney
Cattle 10 COMMISSION
Fat REGULATION
4 (EVU) No
37/2010
Milk
6

PROCAINE BENZYL PENICILLIN (antimicrobial agent <l s Siall alias)

Acceptable Daily
(ADI)

Intake

30 pg penicillin/person/day
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Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 50
Liver 50
Australian
Cattle Kidney 50 standard MRL,
2012
Milk 15
Procaine HCI (Nervous System Drugs  sxasll Sleadl 4 52)
Acceptable Daily Intake not established
(ADI)
Species Tissue MRL (pg/kg) Referance Notes
Not
All food applicable COMMISSION
producing '?'e" L':frif('; REGULATION
species q (EU) No 37/2010

PROGESTERONE (production aid s sclu)

Acceptable Daily Intake

0-30 pg/kg body weight

(ADI)
Residue Definition Progesterone
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | unnecessary Residues resulting from the
Liver unnecessary use of this substances as a
Kidney | unnecessary growth promoter in
Cattle Fat unnecessary | CAC 21 (2005) | accordance with good

animal husbandry practice
are unlikely to pose a
hazard to human health.

RACTOPAMINE (production aid z &) aclus)

(ADI)

Acceptable Daily Intake

0-30 pg/kg body weight

Residue Definition

Ractopamine
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Species Tissue | MRL (ng/kg) | Referance Notes
Muscle | 10
Liver 40 CAC 35 (2012)
Cattle Kidney | 90
Fat 10
RAFOXANIDE (Anthelmintic agents jauall aleas)
Acceptable Daily Intake | 2 ug/kg body weight
(ADI)
Species Tissue | MRL (ug/kg) | Referance Notes
Muscle 30
Liver 10
EMEA/MRL/63
FINAL (1999)
Fat 30
Muscle 100
Liver 150
EMEA/MRL/63
Sheep - 6/99
Kidney 150 FINAL (1999)
Fat 250

ROBENIDINE HYDROCHLORIDE (Anticoccidial drugscililihall alias)

Acceptable Daily Intake | 0.005 mg/kg body weight

(ADI)

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 100 Canadian
Liver 100 MRL(2011)
Kidney 100 Australian

Chicken standard MRL,
2012

Fat 200 Canadian
/skin MRL(2011)
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ROXARSONE (Growth Promoting Agent s«ill 3éas)
Acceptable Daily Intake | 25 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 500
: : Canadian
Chicken Liver 200 MRL(2011)
Eggs 500
Muscle
Turk 500 Canadian
urkey Liver MRL(2011)
200

SALINOMYCIN SODIUM (Anticoccidial drugs cllshll alas)

standard MRL,
2012

Acceptable Daily Intake | 0.01 mg/kg body weight
(ADI)
Species Tissue | MRL (ug/kg) | Referance Notes
Muscle 50 Australian
standard MRL,
2012
Liver 350 Canadian
Cattle MRL(2011)
Kidney 500 Australian
standard MRL,
2012
Muscle 100
Liver 500 Australian
standard MRL,
2012
Kidney 500
Chicken
Fat 350 Canadian
MRL(2011)
Eggs 20 Australian
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SARAFLOXACIN (insecticide ¢ i 2)

Acceptable Daily Intake

0-0.3 pg/kg body weight

/skin

(ADI)
Residue Definition Sarafloxacin
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 10
Liver 80
: CAC 24 (2001)
Chicken Kidney | 80
Fat 20
Muscle | 10
Liver 80
CAC 24 (2001)
Turkey  Fidney |80
Fat 20
SEMDURAMICIN (Anticoccidial drugs <llshll alcas)
Acceptable Daily Intake | 3 ug/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 50 National
Registration
Liver 500 Authority
for Agricultural
Chicken Kidney 200 and Veterinary
Chemicals,
Australia, 2001
Fat 500
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SPECTINOMYCIN (antimicrobial agent <l s Siall alias)

Acceptable Daily Intake | 0-40 ng/kg body weight

(ADI)

Residue Definition Spectinomycin

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 500
Liver 2000
Kidney | 5000

Cattle CAC 23 (1999)
Fat 2000
Milk 200
ug/l
Muscle | 500
Liver 2000
Kidney | 5000
Chicken y CAC 23 (1999)
Fat 2000
Eggs 2000
Muscle | 500
Liver 2000
Sheep  Mdidney 5000

Fat 2000
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SPIRAMYCIN (antimicrobial agent <l Saall alias)
Acceptable Daily Intake | 0-50 pg/kg body weight
(ADI)
Residue Definition Cattle and chickens, sum of spiramycin and neospiramycin;
spiramycin equivalents antimicrobially active residues.
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 200
Liver 600
Kidney | 300
Cattle CAC 22 (1997)
Fat 300
Milk 200
ug/l
Muscle | 200
Liver 600
: CAC 22 (1997)
Chicken  Hidney 800
Fat 300

STREPTOMYCIN (antimicrobial agent <l s Suall alias)
Acceptable Daily Intake | 0-50 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 300
Liver 300 Australian
standard MRL,
Cattle Kidney 300 2012
Fat 500
Canadian MRL,
2011
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Milk 125
(ng/h)
Muscle 300
Liver 300 Australian
Goat standard MRL,
Kidney 300 2012
Milk 200
(ng/h)
Muscle 300
Liver 300
Australian
Kidney 300 standard MRL,
Sheep 2012
Fat 600
Milk 200
(ng/l)
Muscle 100
Australian
Camel - standard MRL,
milk 100 2012
Muscle 300
Liver 300
Australian
Camel . standard MRL,
Kidney 300 2012
Milk 200
(na/l)

SULFADIMIDINE (antimicrobial agent <l s Suall alias)

Acceptable Daily Intake
(ADI)

0-50 pg/kg body weight

Residue Definition

Sulfadimidine
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Species Ti_ssue MRL (ng/kg) | Referance Notes
Cattle h/l gI/IIk 25 CAC 21 (1995)
Muscle | 100
Liver 100
Not specified Kidney | 100 CAC 21 (1995)
Fat 100

TEFLUBENZURON (insecticide ERNENRIY

Acceptable Daily Intake
(ADI)

0-5 pg/kg bw on the basis of a lower 95% confidence limit on
the benchmark dose for a 10% response (BMDL10) of 0.54
mg/kg bw per day for hepatocellular hypertrophy in male mice
observed in a carcinogenicity study, with application of an
uncertainty factor of 100 to account for interspecies and
intraspecies variability.

Estimated Chronic
Dietary Exposure

The EDI is 42.9 pg/person per day, on the basis of a 60 kg
individual, which represents approximately 14% of the upper
bound of the ADI. The GECDE for the general population is
1.6 ng/kg bw per day, which represents 31% of the upper
bound of the ADI. The GECDE for children is 2.1 pg/kg bw
per day, which represents 43% of the upper bound of the ADI.
The GECDE for infants is 0.9 pg/kg bw per day, which
represents 18% of the upper bound of the ADI.

Residue Definition

Teflubenzuron

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 400
sal CAC 40 (2017)
aimon Fillet | 400 Muscle plus skin in natural
proportion

TESTOSTERONE (production aid ) aclus)

Acceptable Daily Intake
(ADI)

0-2 pg/kg body weight
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Residue Definition Testosterone
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | unnecessary Residues resulting from the
Liver unnecessary use of this substances as a
Kidney | unnecessary growth promoter in
Fat unnecessar accordance with good
Cattle Y| cAC 21 (1995) v

animal husbandry practice
are unlikely to pose a

hazard to human health.

TETRACYCLINE (antimicrobial agent <l Saall alias)
Acceptable Daily Intake | 0-3 pug/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 100
Liver 300
. COMMISSION
catte | 0 600 REGULATION
(EVU) No
Fat 100 37/2010
Milk 100
(Hg/l)
Muscle 100
Liver 300 COMMISSION
REGULATION
Goat - (EU) No
Kidney 600 37/2010
Milk 100
(ng/l)
Muscle 100
COMMISSION
Liver 300 REGULATION
Sheep (EU) No
: 37/2010
Kidney 600
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Milk 100

(ng/l)

Muscle 100

Liver 300 COMMISSION

REGULATION

Chicken - (EU) No

Kidney 600 37/2010

Eggs 200

THIABENDAZOLE (Anthelmintic agent jlaall alcas)

Acceptable Daily Intake
(ADI)

0-100 pg/kg body weight

Residue Definition

Sum of thiabendazole and 5-hydroxythiabendazole

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 100 The MRL also covers
Liver 100 residues derived from feed
Cattle Kidney | 100 CAC 21 (1995) | containing the residues
Fat 100 resulted from agricultural
Milk 100 use.
g/l
Muscle | 100 The MRL also covers
Liver 100 residues derived from feed
Goat Kidney | 100 CAC 21 (1995) | containing the residues
Fat 100 resulted from agricultural
Milk 100 use.
Mg/l
Muscle | 100 The MRL also covers
Liver 100 residues derived from feed
Sheep Kidney | 100 CAC 21 (1995) | containing the residues
Fat 100 resulted from agricultural
use.

THIAMPHENICOL (antimicrobial agent <l s Saall alias)

Acceptable Daily Intake
(ADI)

0-1 pg/kg body weight

Species | Tissue

MRL (pg/kg) | Referance |

Notes
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Kidne 50 REGULATION
Cattle y (EU) No
rat S0 37/2010
Milk 50
pg/l
Muscl
Li\ljZ: : 28 COMMISSION
: REGULATION
Kidney 50
Goat (EU) No
rat S0 37/2010
Milk 50
pg/l
Muscle 50
Liver 50 COMMISSION
Kidney 50 REGULATION
Sheep Fat 50 (EU) No
Milk 50 37/2010
(Ha/l)

TIAMULIN (antimicrobial agent < s Sudll alias)

Acceptable Daily Intake

0-30 pg/kg body weight

(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 100 COMMISSION
Liver 1000 REGULATION
Chicken Fat/skin 100 (EU) No
Eggs 1000 37/2010
Muscle 100 COMMISSION
Liver 300 REGULATION
Turkey Fat/skin 100 (EU) No
37/2010
Muscle 100 COMMISSION
Liver 500 REGULATION
Rabbit (EU) No
37/2010

TILMICOSIN (antimicrobial agent b s Sl alias)

Acceptable Daily Intake | 0-40 ug/kg body weight
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(ADI)

Residue Definition

Tilmicosin

Species

Tissue

MRL (pg/kg)

Referance

Notes

Muscle

100

Cattle

Liver

1000

Kidney

300

Fat

100

CAC 23 (1999)

Muscle

150

Liver

2400

Chicken

Kidney

600

Skin/Fa
t

250

CAC 36 (2011)

Muscle

100

Liver

1000

Sheep

Kidney

300

Fat

100

CAC 23 (1999)

Muscle

100

Liver

1200

Turkey

Kidney

1400

Skin/Fa
t

250

CAC 34 (2011)

TOLFENAMIC ACID (Anti-Inflammatories non Steroidal e <Ll clalias)

43 5 sl

Acceptable Daily Intake | 0-0.1 pg/kg body weight

(ADI)

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 50
Liver 400 EMEA/MRL/18

Cattle Kidney | 100 3/97

Milk 50 FINAL (1997)
(ng/l)
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TOLTRAZURIL (Anticoccidial drugs «bbihll slcas)

Acceptable Daily Intake
(ADI)

0-2 pg/kg body weight

Residue Definition Toltrazuril

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 250
Liver 2000 Australian

Cattle -
Kidney 1000 standard MRL,
Fat 1000 2012
Muscle 2000
Chicken Liver 5000 Australian

Kidney 5000 standard MRL,
Eggs 30 2012

TRENBOLONE ACETATE (Growth Promoting Agent seill éas)

Acceptable Daily Intake
(ADI)

0-0.2 pg/kg body weight

Residue Definition

Cattle muscle, beta-Trenbolone; Cattle liver, alpha-Trenbolone

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 2 CAC 21 (1995)
Cattle -
Liver 10

TRICAINE METHANESULFONATE (Nervous System Drugs cstasdl jlgall 4, 5l

Acceptable Daily Intake
(ADI)

not established

Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 10
. Skin 10 Canadian
Salmonids MRL(2011)
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TRICHLORFON (Metrifonate )(insecticide s s 1)

Acceptable Daily Intake
(ADI)

0-2 pg/kg body weight

Residue Definition

JECFAS54 confirmed the MRL for cows’s milk and the guidance
levels for muscle, liver, kidney and fat of cattle recommended
(WHO TRS 900, 2001)

Species Tissue

MRL (ng/kg) | Referance Notes

Cattle Milk

50 CAC 29 (2008)

TRICLABENDAZOLE (Anthelmintic agent ;jauall aliag)

Acceptable Daily Intake
(ADI)

0-3 ng/kg body weight

Residue Definition

Ketotriclabnedazole

Species Tissue | MRL (ng/kg) | Referance Notes

Muscle 250
Liver 850

Cattle Kidney 400 CAC 32 (2009)
Fat 100
Muscle 200
Liver 300

Sheep Kidney 200 CAC 32 (2009)
Fat 100

TRIMETHOPRIM (antimicrobial agent <l s Seall alias)

Acceptable Daily Intake | 20 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 50
Liver 50
Kidne 50 Australian
Cattle Fat s 50 standard MRL,
Milk 50 2012
pg/l
Muscle 50
Goat Li_ver 50 _
Kidney 50 Australian
Fat 50 standard MRL,
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Milk 50 2012

pg/l

Muscle 50

Liver 50

Kidney 50 Australian
Sheep Fat 50 standard MRL,

Milk 50 2012

(Hg/l)

TRIMETHOPRIM (antimicrobial agent <l 5 Sl alias)

Acceptable Daily Intake

0.005 mg/kg body weight

(ADI)
Species Tissue | MRL (ug/kg) | Referance Notes
Muscle | 100
Australian
standard MRL,
2012
Cattle Liver 2000 Canadian MRL
2011
Kidney | 1000 Australian
Fat 100 standard MRL,
2012

TYLOSIN (antimicrobial agent <l s Siall alias)

Acceptable Daily Intake

0-30 pg/kg bw based on a microbiological end-point derived

t

(ADI) from in vitro MIC susceptibility testing and faecal binding data
(MICcalc = 1.698)
Residue Definition Tylosin A
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle | 100
Liver 100
Kidney | 100 CAC 32 (2009)
Catlle  |'Fat [ 100
Milk 100
Muscle | 100
Liver 100
Chicken Kidney | 100 CAC 32 (2009)
Skin/Fa | 100
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Eggs

300

VIRGINIAMYCIN (antimicrobial agent b5 Sudl alias)
Acceptable Daily Intake | 250 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 100
Liver 200
Kidne 200 Australian
Cattle Fat s 200 standard MRL,
Milk 100 2012
pg/l
Muscle 200
Liver 200
Kidney 200 Australian
Chicken Fat 200 standard MRL,
/skin 2012
Eggs
ZERANOL (Growth Promoting Agent saill isx)
Acceptable Daily Intake | 0-0.5 ng/kg body weight
(ADI)
Residue Definition Zeranol
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 2 CAC 21 (1995)
Cattle .
Liver 10
ZILPATEROL (Growth Promoting Agent seill ja.)
Acceptable Daily Intake | 0.083 pg/kg body weight
(ADI)
Species Tissue | MRL (pg/kg) | Referance Notes
Muscle 2 Canadian
Cattle Liver 5 MRL(2011)
Kidney 5
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e ACCEPTABLE DAILY INTAKES (ADI) FOR AGRICULTURAL AND
VETERINARY CHEMICALS. Australian Government, Department of Health and
Aging Office of Chemical Safety. 31 December 2012.

e Australian Standard (2012), Australian Pesticides and Veterinary Medicines Authority,
The MRL Standard, Maximum residue limits in food and animal feedstuff July 2012.

e Canadian Standards, Maximum residue limits (MRLs) of veterinary drugs in food,
2011.

e Codex Alimentarius Commission (CAC), Maximum residue limits (MRLs) of
veterinary drugs in food . 35th Session of the Codex Alimentarius Commission (July
2012)

e Codex Alimentarius Commission (CAC), Maximum residue limits (MRLS) of
veterinary drugs in food 2011.

e COMMISSION REGULATION (EU) No 37/2010
e COUNCIL REGULATION (EEC) No 2377/90
e http://www.fve.org/veterinary/pdf/medicines/regulation_2377 90 en.pdf

e EMEA/MRL/865/03-FINAL, June 2004 : The European Agency for the Evaluation of
Medicinal products. Veterinary Medicines and Information Technology Unit.

e EMEA/MRL/CVMP/151/99-FINAL, March 1999. The European Agency for the
Evaluation of Medicinal products. Veterinary Medicines and Information Technology
Unit. Committee for Veterinary Medical Products.

e EMEA/MRL/889/03-FINAL. June 2004. The European Agency for the Evaluation of
Medicinal products. Veterinary Medicines and Information Technology Unit.
Committee for Veterinary Medical Products.

e EMEA/MRL/342/00-FINAL. January 2001. The European Agency for the Evaluation
of Medicinal products. Veterinary Medicines and Information Technology Unit.
Committee for Veterinary Medical Products.

e EMEA/MRL/565/99-FINAL April (1999). The European Agency for the Evaluation
of Medicinal products. Veterinary Medicines and Information Technology Unit.
Committee for Veterinary Medical Products.
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EMEA/MRL/342/98-FINAL. February 1998. The European Agency for the
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Unit. Committee for Veterinary Medical Products.

EUROPEAN COMMUNITY COMMENTS ON CODEX CIRCULAR LETTER CL
2005-10 RVDF.

EMEA/MRL/079/96-FINAL, March 1996. The European Agency for the Evaluation
of Medicinal products. Veterinary Medicines and Information Technology Unit.
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CODEX GENERAL STANDARD FOR CONTAMINANTSAND TOXINSIN FOODS

CODEX STAN 193-1995 (Rev.1-1997) 1
1. PREAMBLE
11 SCOPE

This Standard contains the main principles and procedures which are used and recommended by the Codex
Alimentarius in dedling with contaminants and toxins in foods and feeds, and lists the maximum levels of
contaminants and natural toxicants in foods and feeds which are recommended by the CAC to be applied to
commaodities moving in international trade.

1.2 DEFINITION OF TERMS
1.2.1 Generd

The definitions for the purpose of the Codex Alimentarius, as mentioned in Volume 1, are applicable to the
GSC and only the most important ones are repeated here. Some new definitions are introduced, where this
seems warranted to obtain optimal clarity. When reference is made to foods, this also applies to animal feed,
in those cases where this is appropriate.

1.2.2 Contaminant
Volume 1 of the Codex Alimentarius defines a contaminant as follows:;

"Any substance not intentionally added to food, which is present in such food as a result of the production
(including operations carried out in crop husbandry, anima husbandry and veterinary medicine), manufacture,
processing, preparation, treatment, packing, packaging, transport or holding of such food or as a result of
environmental contamination. The term does not include insect fragments, rodent hairs and other extraneous

matter”.

This standard applies to any substance that meets the terms of the Codex definition for a contaminant,
including contaminants in feed for food-producing animals, except:

1 Contaminants having only food quality significance, but no public hedth significance, in the
food(s).

2 Pesticide residues, as defined by the Codex definition that are within the terms of reference
of the CCPR. Pesticide residues arising from pesticide uses not associated with food
production may be considered for inclusion in the General Standard for Contaminants if not
dedlt with by the CCPR.

3) Residues of veterinary drugs, as defined by the Codex definition, that are within the terms of
reference of the CCRVDF.

! The Preamble to the Codex General Standard for Contaminants and Toxins in Foods was adopted by the 21st

Session of the Codex Alimentarius Commission in July 1995. Annexes I-I11, the introduction to Annex IV and Annex V
were adopted by the Commission at its 22™ Session, 1997. Annex 1V-A and Annex |V-B concerning the Annotated List
of Contaminants and Toxins have still to be devel oped.
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4) Microbia toxins, such as botulinum toxin and staphylococcus enterotoxin, and
microorganisms that are within the terms of reference of the CCFH.

5) Processing aids (that by definition are intentionally added to foods).
1.2.3 Natural toxinsincluded in this standard

The Codex definition of a contaminant implicitly includes naturally occurring toxicants such as are produced
as toxic metabolites of certain microfungi that are not intentionally added to food (mycotoxins).

Microbid toxins that are produced by algae and that may be accumulated in edible aquatic organisms such as
shellfish (phycotoxins) are aso included in this standard. Mycotoxins and phycotoxins are both subclasses of
contaminants.

Inherent natural toxicants that are implicit constituents of foods resulting from a genus, species or strain
ordinarily producing hazardous levels of a toxic metabolite(s), i.e. phytotoxins are not generally considered
within the scope of this standard. They are, however, within the terms of reference of the CCFAC and will
be dealt with on a case by case basis.

1.2.4 Maximum level and related terms

The Codex maximum level (ML) for a contaminant in a food or feed commodity is the maximum
concentration of that substance recommended by the CAC to be legally permitted in that commodity.

A Codex guideline level (GL) is the maximum level of a substance in a food or feed commodity which is
recommended by the CAC to be acceptable for commodities moving in internationa trade. When the GL is
exceeded, governments should decide whether and under what circumstances the food should be distributed

within their territory or jurisdiction. 2
1.3 GENERAL PRINCIPLES REGARDING CONTAMINANTSIN FOODS

1.3.1 Genera

Foods and feeds can become contaminated by various causes and processes. Contamination generally has a
negative impact on the quality of the food or feed and may imply arisk to human or animal health.

Contaminant levels in foods shdl be as low as reasonably achievable. The following actions may serve to
prevent or to reduce contamination of foods and feeds:

- preventing food contamination at the source, e.g. by reducing environmental pollution.

- applying appropriate technology in food production, handling, storage, processing and
packaging.

- applying measures aimed at decontamination of contaminated food or feed and measures to
prevent contaminated food or feed to be marketed for consumption.

2 Because the CAC has decided that the preferred format of a Codex standard in food or feed is a maximum level,
the present existing or proposed guideline levels shall be reviewed for their possible conversion to amaximum level.
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To ensure that adequate action is taken to reduce contamination of food and feed a Code of Practice shall be
elaborated comprising source related measures and Good Manufacturing Practice as well as Good
Agricultural Practice in relation to the specific contamination problem.

The degree of contamination of foods and feeds and the effect of actions to reduce contamination shall be
assessed by monitoring, survey programs and more specialized research programs, where necessary.

When there are indications that health hazards may be involved with consumption of foods that are
contaminated, it is necessary that a risk assessment is made. When health concerns can be substantiated, a
risk management policy must be applied, based on a thorough evauation of the situation. Depending on the
assessment of the problems and the possible solutions, it may be necessary to establish maximum levels or
other measures governing the contamination of foods. In special cases, it may also have to be considered to
give dietary recommendations, when other measures are not sufficiently adequate to exclude the possibility of
hazards to health.

National measures regarding food contamination should avoid the creation of unnecessary barriers to
international trade in food or feed commodities. The purpose of the Codex Genera Standard for
Contaminants in Food is to provide guidance about the possible approach of the contamination problem and to
promote international harmonization through recommendations which may help to avoid the creation of trade
barriers.

For al contaminants, which may be present in more than one food or feed item, a broad approach shall be
applied, taking into account al relevant information that is available, for the assessment of risks and for the
devel opment of recommendations and measures, including the setting of maximum levels.

1.3.2 Principlesfor establishing maximum levelsin foods and feeds

Maximum levels shall only be set for those foods in which the contaminant may be found in amounts that are
significant for the total exposure of the consumer. They shal be set in such a way that the consumer is
adequately protected. At the same time the technological possibilities to comply with maximum levels shdll
be taken into account. The principles of Good Manufacturing Practice, Good Veterinary Practice and Good
Agriculturd Practice shall be used. Maximum levels shall be based on sound scientific principles leading to
levels which are acceptable worldwide, so that internationd trade in these foods is facilitated. Maximum
levels shall be clearly defined with respect to status and intended use.

.3.3 Specificcriteria

The following criteria shall (not preventing the use of other relevant criteria) be considered when developing
recommendations and making decisions in connection with the Codex Generd Standard for Contaminants in
Food: (Further details about these criteria are given in Annex ).

Toxicological information

- identification of the toxic substance(s)

- metabolism by humans and animals, as appropriate

- toxicokinetics and toxicodynamics

- information about acute and long term toxicity and other relevant toxicity

- integrated toxicologica expert advice regarding the acceptability and safety of intake levels
of contaminants, including information on any population groups which are specidly
vulnerable

Analytical data
- validated qualitative and quantitative data on representative samples
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- appropriate sampling procedures

Intake data

- presence in foods of dietary significance for the contaminant intake
- presence in foods that are widely consumed

- food intake data for average and most exposed consumer groups

- results from total diet studies

- calculated contaminant intake data from food consumption models
- data on intake by susceptible groups

Fair trade considerations
- existing or potentid problemsin international trade
- commodities concerned moving in international trade

- information about national regulations, in particular on the data and considerations on which
these regulations are based

Technological considerations

- information about contamination processes, technologica posshbilities, production and
manufacturing practices and economic aspects related to contaminant level management and
control.

Risk assessment and risk management consider ations

- risk assessment

- risk management options and considerations

- congderation of possible maximum levelsin foods based on the criteria mentioned above.
- consideration of aternative solutions

14 CODEX PROCEDURE FOR ESTABLISHING STANDARDS FOR CONTAMINANTSIN
FOOD

1.4.1 Genera

The Procedure for the elaboration of Codex Standards, as contained in the Procedural Manual, is applicable.
Further details are mentioned here regarding the procedure to be followed and the criteria for decision
making, in order to clarify and to facilitate the process of the eaboratiion of Codex Standards for
contaminants.

1.4.2 Procedurefor preliminary discussion about contaminantsin the CCFAC

Suggestions for new contaminants or new contaminant/commodity combinations to be discussed in the
CCFAC and to be included in the GSC may be raised by delegates or by the secretariat. Aninitia discussion
may be held based on ora contributions, but preferably on the basis of a note containing relevant and
adequate information. For a satisfactory preliminary review the following information is essential:

1 Identification of the contaminant and concise information about the background of the
problem.
2 Indications about the availability of toxicologica information and andytica and intake data,

including references.

3 Indications about (potentia) health problems.
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4) Indications about existing and expected barriers to internationa trade.

5) Information about technological possibilities and economic aspects related to the
management of the contaminant problem in food.

6) Preferably a proposal for action by the CCFAC.

When a delegation wishes that the Committee shall consider a request for action concerning a specific
contaminant this delegation shall, as far as possible, supply information as stated above to serve as the basis
for a preliminary review and request the Secretariat to include the matter on the agenda of the next meeting
of the Committee.

1.4.3 Procedurefor risk management decisionsin the CCFAC regarding contaminants

An evauation by JECFA of the toxicological and of other aspects of a contaminant and subsequent
recommendations regarding the acceptable intake and regarding maximum levels in foods shall be the main
basis for decisions to be discussed by the CCFAC. In the absence of recommendations by JECFA, decisions
may be taken by CCFAC when sufficient information from other sources is available to the Committee and
the matter is considered urgent.

The CCFAC procedure for risk management decisions is further described in Annex 1.

15 FORMAT OF THE STANDARD FOR CONTAMINANTSIN FOODS

The General Standard for Contaminants in Foods contains two types of presentation for the Standards:
Schedule | in which the standards are listed per contaminant in the various food categories, and Schedule I1
in which the contaminant standards are presented per food (category).

The format of the presentation is according to the provisions described in the Procedura Manud, in so far
they are applicable. In order to obtain maximal clarity, explanatory notes shall be added where appropriate.
The format contains al elements necessary for full understanding of the meaning, background, application
and scope of the standards and contains references to the relevant documents and discussion reports on
which the standard is based.

A full description of the format is given in Annex 1.
The listing of the Codex Standards for the different contaminants may be according to a numbering system
for contaminants (see Annex 1V). The Codex standards are summarized in a list of contents, and an

alphabetical listing of the contaminants shall be added for easy reference.

For each session of the CCFAC, a working document shall be prepared in which the complete list of Codex
Standards for contaminants in foods (both proposed and agreed) is presented in the form of Schedule .

The list of Codex contaminant standards for individual foods or food categories shall be presented according
to an agreed food categorization system. See Annex V.

1.6 REVIEW AND REVISION OF THE STANDARD
The contaminant provisions for this Standard shall be reviewed on aregular basis and revised as necessary in
the light of revisons of toxicologica advice by JECFA or of changed risk management views, residue

management possibilities, scientific knowledge or other important relevant devel opments.

Specific attention shall be given to the review of existing Maximum Levels and Guideline Levels and to their
possible conversion to Maximum Levels.



CODEX STAN 193 — Annex | Page 6 of 20

ANNEX |
CRITERIA FOR THE ESTABLISHMENT OF MAXIMUM LEVELSIN FOODS
I ntroduction

In this Annex criteria are mentioned regarding information which is considered necessary for evauating
contaminant problems in foods and for the establishment of maximum levels. It is therefore important that
these criteria are taken into account when information is supplied to JECFA and/or to the CCFAC.

The criteria mentioned here are elaborated in more detail than in section 1.3.3. of the Preamble. Only those
aspects are mentioned that need further clarification, so criteria or aspects that are not mentioned here should
not be ruled out in the evaluation process.

Toxicological information

Integrated toxicological expert advice regarding a safe/tolerable intake level of a contaminant is
essential when decisions about maximum levels in foods are considered. A recommendation from JECFA
regarding the maximum alowable or tolerable intake, based on a full evaluation of an adequate toxicological
data base, shall be the main basis for decisons by CCFAC. In urgent cases, it may be possible to rely on
less developed evauations from JECFA or on toxicological expert advice from other international or nationa
bodies.

When toxicologica information is presented in relation to proposals for maximum levels for contaminants in
foods, indications are desirable about the following aspects:

- identification of the toxic substance(s)
- metabolism in humans and animals, as appropriate
- toxicokinetics and toxicodynamics

- information about acute and long term toxicity in animas and humans, including
epidemiological data on humans and other relevant toxicity data

- conclusions and advice of toxicologica expert(s) (groups), with references, including
information on specidly vulnerable population groups or animals.

Analytical data

Validated qualitative and quantitative analytical data on representative samples should be supplied.

Information on the analytical and sampling methods used and on the validation of the results is desirable. A
statement on the representativity of the samples for the contamination of the product in general (e.g. on a
national basis) should be added. The portion of the commodity that was analyzed and to which the
contaminant content is related should be clearly stated and preferably should be equivalent to the definition of

the commodity for this purpose or to existing related residue regulation.

Appropriate sampling procedures should be applied. Specia attention to this aspect is necessary in the
case of contaminants that may be unequally distributed in the product (e.g. mycotoxins in some commodities).

Intake data
It is dedirable to have information about the contaminant concentrations in those foods or food groups that

(together) are responsible for at least half and preferably 80% or more of the total dietary intake of the
contaminant, both for average consumers and for high consumers.
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Information about the presence of the contaminant in foods that are widely consumed (staple foods) is
desirable in order to be able to make a satisfactory assessment of the contaminant intake and of risks
associated with food trade.

Food consumption data for average, most exposed and susceptible consumer groups are desirable for
evaluations of (potential) intake of contaminants. This problem, however, has to be addressed differently on
anationa and on an internationa scale. It is therefore important to have information about both average and
high consumption patterns regarding a wide scale of foodstuffs, so that for every contaminant the most
exposed consumer groups may be identified. Detailed information about high consumption patterns is
desirable, both regarding group identification criteria (e.g. age or sex differences, vegetarian or regiona
dietary customs, etc.) and statistical aspects.

Dietary intake of contaminants. Reference is made to the Guidelines for the study of dietary intake of
chemical contaminants (WHO). It is important to supply dl relevant details, such as the type of study
(duplicate diet, total diet or market basket study, selective study), and datistica details. Caculated
contaminant intake data from food consumption models may aso be useful. When results about food groups
and about effects of preparation and cooking etc. are available, these should also be supplied.

Fair trade consider ations

Existing, expected or potential problems in international trade: In order to assess the urgency of a
problem to be discussed by CCFAC it is important to have information about the magnitude of existing or
expected problems, both regarding the amount and the source of the food or feed that is at stake and the
concerned parties and economic aspects involved. Potential problems should aso be indicated.

Foods concerned moving in international trade: The man exporting and importing countries for
commodities which are involved in the issue should be identified and it is essentia that information is available
about contaminant concentrations in the commaodities originating from the main exporting countries.

Information about national regulations: It is desrable that detaills are made available by countries
(especidly the main exporting and importing countries) about their national regulations regarding the
contaminant in question, in particular on the data and the considerations on which these regulations are based.
For a good evauation of the problem it is essentia that not only the data base is clear, but aso the risk
assessment and risk management policy which is used for making decisions regarding maximum levels in
foods.

Technological considerations

Information about the source of the contaminant and the way in which the food is contaminated, possibly
including information, if it is avallable, about contamination being present in parts only of the product, is
essential for assessing the possibilities to control the contamination process and to be able to guarantee a
desired product quality. Where possible Source-related measures should be proposed.  Good
Manufacturing Practice (GMP) and/or Good Agricultural Practice (GAP) should aso be formulated to
control a contamination problem. When this is possible, maximum levels may be based on GMP or GAP
consderations and may thus be established at a level as low as reasonably achievable. Considerations
regarding the technologica possbilities to control a contamination problem, e.g. by cleaning, should adso be
taken into account when a primary risk assessment model (theoretical maximum daily intake) shows possible
intakes exceeding the toxicdogica maximum intake recommendation. In such a case the possibilities of
lower contamination levels need further careful examination. Then a detailed study about al the aspects
involved is necessary, so that decisions about maximum limits can be based on a thorough evauation of both
the public health arguments and the possibilities and problems to comply with the proposed standard.
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Risk assessment and risk management consider ations

A tiered approach, involving risk assessment and risk management procedures, is recommended for
developing a consistent policy regarding public health risks related to contaminants in foods.

Risk assessment is defined as the scientific evaluation of the probability of occurrence of known or potentia
adverse health effects resulting from human exposure to foodborne hazards. The process consists of the
following seps. hazard identification, hazard characterization, exposure assessment and risk
characterization. (The definition includes quantitative risk assessment, which emphasizes reliance on
numerical expressions of risk, and aso quditative expressions of risk, as well as an indication of the attendant
uncertainties.

The first steps are hazard identification and hazard characterization. Hazard identification is the
identification of known or potentiad hedth effects in humans, produced by a contaminant which may be
present in a particular food or group of foods. Hazard characterization is the quditative and, if possble,
quantitative evauation of the nature of the adverse effects associated with the food contaminant, including a
dose/response assessment and, when possible, the establishment of a safety standard (ADI, TDI or
comparable toxicological recommendation) for the intake of the contaminant. The exposure assessment is
the qualitative and, when possible, quantitative evauation of the likely intake of the contaminant via food, as
well as exposure from other sourcesif relevant. In the risk characterization step, the hazard identification,
hazard characterization and exposure assessment are combined into an estimation of the severity and
occurrence of known or potential hedth effects likely to occur in a given population, including attendant
uncertainties.

Potential public health risks can be considered to exist when there is evidence that the contaminant intake of
(groups of) consumers may exceed (on a long term basis for long term recommendations) the toxicological
recommendation about the maximum acceptable or tolerable intake level. More specific estimation and
description of the risks will be necessary to deal adequately with cases when intakes exceeding the
toxicological standard occur in practice and cannot easily be reduced. This aso applies when it has not been
possible to establish a safe dose level of the contaminant.

Risk management is defined as the process of weighing policy aternatives in the light of the risk
assessment and, if required, to select and implement appropriate control options, including the establishment
and enforcement of maximum levels of contaminants in foods. It is based on adequate risk assessment and
on information about policy options and strategies to dea with contamination problems and involves risk
communication.

Risk communication is the interactive exchange of information and opinions concerning risk among risk
assessors, risk managers and other interested parties. Responsible risk management is based on consistent
application of an appropriate policy regarding the protection of public hedth, but also involves taking into
account other relevant criteria, such as the available analytical data, the technological possibilities to control
the contamination of products, economic factors and fair trade criteria.

In short, the risk assessment shall establish how many consumers possibly exceed the toxicological standard,
and for how long time and how much, and what this implies as red hedlth risks. Risk management involves,
in a consistent way, deciding what is acceptable in this respect and what is not, to what extent other factors
can be taken into account, and decisions and actions to achieve sufficient public health protection and control
of the contamination.

Risk management decisions may lead to maximum levels for foods. In the process leading to such a decision,
the consequences, costs and benefits should be presented and evauated in relation to other policy options.
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Establishment of maximum levels for contaminants

The establishment of maximum levels of contaminants in foods involves severa principles, some of
which have already been mentioned. Briefly stated, the following criteriawill help in maintaining a consistent
policy in this matter:

- ‘MLs shall be set only for those contaminants that present both a significant risk to public health and a
known or expected problem in internationd trade.

- MLs shal be set only for those foods that are significant for the total exposure of the consumer to
the contaminant

- MLs shal be set as low as reasonably achievable. Providing it is acceptable from the toxicological
point of view, MLs shal be st at alevel which is (dightly) higher than the normal range of variation
in levels in foods that are produced with current adequate technologica methods, in order to avoid
undue disruptions of food production and trade. Where possible, MLs shal be based on GMP and/or
GAP considerations in which the health concerns have been incorporated as a guiding principle to
achieve contaminant levels as low as reasonably achievable. Foods that are evidently contaminated
by loca stuations or processing conditions that can be avoided by reasonably achievable means shall
be excluded in this evaluation, unless a higher ML can be shown to be acceptable from a public
health point of view and appreciable economic aspects are at stake.

- Proposals for MLs in products shall be based on data from at least various countries and sources,
encompassing the main production areas/processes of those products, as far as they are engaged in
international trade. When there is evidence that contamination patterns are sufficiently understood
and will be comparable on a global scale, more limited data may be enough.

- MLs may be set for product groups when sufficient information is available about the contamination
pattern for the whole group, or when there are other arguments that extrapolation is appropriate.

- Numerica vaues for MLs shall preferably be regular figures in a geometric scale ( 0.01, 0.02, 0.05,
0.1,0.2,05, 1, 2, 5 etc.), unless this may pose problems in the acceptability of the MLs.

- MLs shall apply to representative samples per lot. If necessary, appropriate methods of sampling
shall be specified.

- MLs should not be lower than a level which can be analyzed with methods of analysis that can be
readily applied in norma product control laboratories, unless public hedth considerations necessitate
a lower detection limit which can only be controlled by means of a more elaborate method of
anadysis. In al cases, however, avaidated method of analysis should be available with which a ML
can be controlled.

- The contaminant as it should be analyzed and to which the ML applies should be clearly defined.
The definition may include important metabolites when this is appropriate from an analytica or
toxicologica point of view. It may aso be aimed at indicator substances which are chosen from a
group of related contaminants.

- The product as it should be analyzed and to which the ML applies, should be clearly defined. In
general, MLs are set on primary products. MLs shall in general preferably be expressed as a level
of the contaminant related to the product as it is, on a fresh weight basis. In some cases, however,
there may be vaid arguments to prefer expression on adry weight basis. Preferably the product shall
be defined as it moves in trade, with provisions where necessary for the removal of inedible parts
that might disturb the preparation of the sample and the analysis. The product definitions used by the
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CCPR and contained in the Classification of foods and feeds may serve as guidance on this subject;
other product definitions should only be used for specified reasons. For contaminant purposes,
however, andysis and consequently MLs will preferably be on the basis of the edible part of the
product.

For fat soluble contaminants which may accumulate in anima products, provisions should be applied
regarding the application of the ML to products with various fat content (comparable to the
provisions for fat soluble pesticides).

- Guidance is desirable regarding the possible application of MLs established for primary products to
processed products and multi-ingredient products. When products are concentrated, dried or diluted,
use of the concentration or dilution factor is generally appropriate in order to be able to obtain a
primary judgement of the contaminant levels in these processed products. The maximum
contaminant concentration in a multi-ingredient food can likewise be caculated from the composition
of the food. Information regarding the behaviour of the contaminant during processing (e.g. washing,
peeling, extraction, cooking, drying etc.) is however desirable to give more adeguate guidance here.
When contaminant levels are consistently different in processed products related to the primary
products from which they are derived, and sufficient information is available about the contamination
pattern, it may be appropriate to establish separate maximum levels for these processed products.
This also applies when contamination may occur during processing. In general however, maximum
levels should preferably be set for primary agricultural products and may be applied to processed,
derived and multi-ingredient foods by using appropriate factors. When these factors are sufficiently
known, they should be added to the data base about the contaminant and mentioned in connection to
the maximum level in a product.

- MLs shall preferably not be set higher than is acceptable in a primary (theoretical maximum intake
and risk estimation) approach of their acceptability from a public health point of view. When this
poses problems in relation to other criteria for establishing MLs, further evaluations are necessary
regarding the possibilities to reduce the contaminant levels, eg. by improving GAP and/or GMP
conditions. When this does not bring a satisfactory solution, further refined risk assessment and
contaminant risk management evauations will have to be made in order to try to reach agreement
about an acceptable ML.

Procedurefor risk assessment in relation to (proposed) MLsfor contaminants

It will be evident that in the case of contaminants, it is more difficult to control food contamination problems
than in the case of food additives and pedticide residues. Proposed MLs will inevitably be influenced by this
gtuation. In order to promote acceptance of Codex contaminant MLs, it is therefore important that
assessments of the acceptability of those MLs are done in a consistent and realistic way. The procedure
involves assessment of the dietary intake in relation to the proposed or existing MLs and the maximally
acceptable intake from the toxicological point of view.

For pesticide residues, Guidelines (WHO, 1989, revised 1995) have been prepared for predicting the dietary
intake, involving a two-tiered approach with increasingly redlistic predictions of intake. In the crude estimate
phase, hypothetical globa and culturd diets are used to calculate the theoreticad maximum daily intake
(TMDI) (based on proposed or existing MRLS). The best estimate involves the national dietary pattern and
corrections for residue losses during transport, storage, food preparation, for known residue level in foods as
consumed, etc. It is recommended to be cautious in using other than average food consumption values,
athough it is considered appropriate to use relevant average food consumption data for identifiable subgroups
of the population. The procedure is used to assess the acceptability of proposed MRLs and to promote
international acceptance of Codex MRLSs.
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For contaminants and natura toxins in food, essentialy the same procedure is used. Food consumption
patterns with a higher intake of critical foods may be used in the intake caculations when this is part of an
accepted nationa or internationa health protection and risk management policy. A harmonized approach
using an appropriate intake estimation model that is as redlistic as possible is recommended. Calculated data
should where possible always be compared with measured intake data. Proposals for Codex MLs should be
accompanied by intake calculations and risk assessment conclusions regarding their acceptability and use.
Statements from Governments about the (non-acceptance of (proposed) Codex MLs should refer to
specified intake calculations and risk management conclusions which support this position.
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ANNEX |1
PROCEDURE FOR RISK MANAGEMENT DECISIONS
I ntroduction

The recommended procedure for risk management decisions in the CCFAC is presented here as a smple
decision scheme based on the main criteria, mentioned in the Preamble, 1.4.2. Criterion (1), basic information
about the contaminant (problem) is not further mentioned, because it is considered a prerequisite, without
which no sensible discusson can take place, hazard identification and characterization. Criterion (5),
technologica and economic aspects, is an essential tool for making recommendations about the risk
management of the contaminant problem and for developing MLs, and when this information is not adequate,
further data shall be requested. Bearing thisin mind, it need not be further mentioned in the decision scheme,
which is shown below. Decisons can be based on the availability of information (- or + or ?) on the
following criteria

(28) Tox  toxicologicd information,

(3 PHP  potentid hedth problems,

(2b) Al/ln  andytical and intake data,

4 TP international trade problems.
The quegtion mark ? is used in the column PHP, to indicate that only toxicological information is sufficiently
available, or only intake data, so that there is no sufficient basis to decide whether there are potential health
problems. Obvioudly, in practice there will be many Situations which are not so clear cut as it is presented in
the scheme. Information may be considered sufficient by some, and inadequate by others. Decisions will
have to be taken on a case by case basis, consdering the criteria mentioned in Annex |. Further
quantification of the criteria for the necessary data base for making decisions may become inevitable when

serious problems are encountered in practice regarding this aspect.

Risk management decision scheme for CCFAC

Case Criterion CCFAC Action

(28 (@) (3 @
Tox A/ln PHP TP

- + ? - Request Tox data/evaluation by JECFA

- + ? +  Reguest Tox data/evaluation by JECFA, national risk assessment.
In urgent cases, CCFAC statement

3. + - ? - Reguest analytical/intake data
+ + - - No further action
5. + + - +  Reguest national risk assessment. After evauation (in urgent
cases, after a preliminary assessment) a CCFAC statement
+ + + - Development of MLs by CCFAC

+ + + +  Development of MLs by CCFAC, with priority (in urgent cases, if
necessary, temporary MLS)
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ANNEX |11
FORMAT OF THE STANDARD
I ntroduction

The format for Schedule | shall contain the following € ements:

Name of the contaminant: symbols, synonyms, abbreviations, scientific descriptions and
identification codes that are commonly used shall be mentioned, too.

Codex number of the contaminant: number according to the list described in Annex 1V.
Reference to JECFA meetings (in which the contaminant was discussed).

ADI, TDI, PTWI or similar toxicological intake recommendation: when the situation is complex
a short statement and further references may be necessary here.

Residue definition: definition of the contaminant as it shal be analyzed and to which the maximum
level applies.

List of Codex standards for the contaminant in foods: this list shall be composed of the following
elements, in columns.

- Classification number of food commodity or food category

- Name of food commodity/category

- Numerical vaue of maximum level

- Suffix accompanying a ML to specify the application of the ML

- Step in Codex procedure (only in CCFAC working documents)

- References to documents, including references to source-directed measures or a code of
practice, if appropriate

- References to standard criteria for methods of analysis and sampling

- Notes'remarks

When appropriate, instead of a maximum level a (note referring to a) statement regarding the contaminant in
the mentioned food (category) may be inserted.

The format of Schedule 11 shall contain the following elements:

Name of food commaodity/category
Classification number of food commodity or food category
List of Codex standards for contaminants in that food commodity/category

Thislist shal be composed of the following eements, in columns:

- Name of the contaminant

- Numerical vaue of maximum level

- Step in Codex procedure (only in CCFAC working documents)
- References, remarks and notes (shorter than in Schedule ).

Referenceto a Code of practice for the food, if appropriate
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ANNEX IV
ANNOTATED LIST OF CONTAMINANTSAND TOXINS
I ntroduction

In this Annex an annotated list is presented of the contaminants and toxins that are or have been dedlt with in
the CCFAC. It does not only encompass the contaminants and toxins for which Codex standards exist or are
being developed, but also those for which further information is sought or about which a Codex decision has
been taken.

The annotated list has the purpose of providing an overview of the situation regarding Codex decisions about
this subject and to give guidance about further actions required. Therefore also relevant information and
references are added to the list. The information shall comprise at least the current situation regarding the
criteriathat are important for the decision procedure of the CCFAC.

It is thus an active list, which needs to be regularly updated. In order to provide a structure for it and to
facilitate the filing and retrieval of data, a number is assigned to the contaminants and toxinsin the list.

The situation regarding contaminants and toxins is very complex and many substances are or have been the
subject of scientific research and discussion regarding their occurrence in foods and their significance for
human and anima hedlth. On a nationd level, there are many activities, sometimes implying legal measures
which may affect international trade in foods and feeds. It is obvioudy important for the CCFAC to take note
of the developments in this field and to consider the necessity of actions. In order to obtain an overview of
the gdituation, the CCFAC shall develop and maintain a working document in which more comprehensive
information regarding contaminants and toxins in foods is presented in summary form. The document shall
consst of an annotated comprehensive list of contaminants and toxins (Annex 1V-A), and a collection of
summarized textua information to the substances on the ligt, with references (Annex 1V-B). Annex IV-A
shall be structured according to a substance categorization system, by which code numbers can be assigned
to the substances on the list, to alow logicad and easy filing and presentation of data. This more
comprehensive list shdl be the basis for the code numbers which are used in Annex IV.
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ANNEX V
FOOD CATEGORIZATION SYSTEM
I ntroduction

The food categorization system of the Codex Generad Standard for Contaminants and Toxins in Foods is
constructed to perform the following functions:

It has a logical structure which enables a clear and systematic presentation of the (proposed) MLs. It
contains (references to) product definitions and definitions of the part of the product which is analyzed and to
which the ML refers. It contains codes for the food categories and the individua foods, so that data can be
stored and retrieved in a convenient way.

To achieve as much harmonization as possible, an existing agreed categorization system is used.

The GSC uses the system which is developed in the framework of the CCPR as it is dso suitable for
contaminants. It is adopted for characterizing the various food and feed groups and the individua
commodities. This system is especidly eaborated regarding primary agricultura commodities, but needs
further extension regarding processed products. Where necessary, new (sub)group codes or commodity
codes are therefore introduced. These are described in Annex V-A. Annex V-A will also contain product
descriptions as far as they are different from those contained in the existing system described by the CCPR.

Where appropriate and possible, the descriptive texts accompanying the food categories do or should also
contain indications about the concentration or dilution factor in the processed commodities mentioned, in
relation to the primary product(s) involved. In that way afirst estimate can be made of the possible carry-
over of contaminants from primary products to the various processed products. It has to be borne in mind
however that the specific distribution of a contaminant in the primary product and the behaviour during
processing is a complicating factor here. Further advice may be necessary in those cases. See aso the
generd indicationsin Annex | and possible specific information mentioned in relation to the contaminant.

Description of the food categorization system of the GSC

The first part contains the categorization system as developed and maintained by the CCPR. It consists of 5
classes, covering primary food commodities of plant, resp. anima origin, primary feed commodities and
processed commodities of plant, resp. anima origin. The classes are subdivided in 19 types and 93 groups,
which are identified by code numbers and Ietters.

Reference is made to Vol. 2 of the Codex Alimentarius, section 2 (1993), in which this system is described,
and to CX/PR 92/6 (in which a different kind of group numbering was introduced).

Annex V-A is the other part of the food categorization system for the GSC. It is developed and maintained
by the CCFAC, and is complementary to the system described in the first part. It is mainly directed to
processed, derived and multi-ingredient foods and encompasses al those types and groups and commodity
descriptions that are necessary to assign food categorization codes to existing or planned Codex MLs for
contaminants.
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ANNEX V-A

COMPLEMENTARY FOOD CATEGORIZATION SYSTEM FOR THE GSC

Introduction

The following additions to the food categorization system described in Annex V-A will serve the need of
assigning a food code number to commodities that are not covered by Annex V-A. The commodities

involved are mainly processed, derived and multi-ingredient foods.

The system has been designed as a comprehensive list (on a general level), in order to be able to
accommodate possible future needs.

In this phase no individual product definitions and codes are given. It seems sufficient to go no further than a
type or group level in judging the acceptability of the system. The classification can be developed in further
detail asthe need arises.

The system used in the GSFA for food classification has been utilized as far as it is compatible with the
existing Codex classification system described in Annex V-A.

See the annexed list of proposed new food categories. Some explanations are added, and also some existing
related food categories, for a better insight in the proposed system.

Commaodity descriptions can often be derived from existing Codex Standards.

Information regarding concentration and dilution factors, in relation to contaminant carry-over from primary
products, will be added where appropriate and available.

Definitions for the part of the product that shall be analyzed and to which the ML of a contaminant will apply,
that are different from existing definitionsin Annex V-A, may aso be mentioned in this Annex.
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Class Type

D

D 01
D 01
D 01
D 02
D 02
D 02
D 03
D 03
D 03
D 03
D 03
D 03
D 03
D 03
D 03
D 03
D 03

Group

07

01

02

07

L etter code

TF

TV

CP

NF

FF

DA

FJ

Product group description

PROCESSED FOODSOF PLANT ORIGIN
(existing)

Secondary commodities of plant origin

(5 existing groups)

Treated fruit products (peeled, cut, frozen etc.)

(New proposed group; commodity codes can be derived from existing
fruit codes)

Treated vegetable products (cleaned, cut, frozen etc.)
(New proposed group; commodity codes can be derived from existing
vegetabl e codes)

Derived productsof plant origin

(7 existing groups)

V egetable juices and purees

(New proposed group; commodity codes can be derived from the
existing vegetabl e codes)

Sugars, syrups and honey
(New proposed group; commodity codes to be devel oped)

Manufactured foods of plant origin (multi-ingredient)
(1 existing group)

Manufactured multi-ingredient cereal products (e.g. bread and other
cooked cereal products)

(existing group)

Beverages derived from cereals (e.g. beer)

(New proposed group; commodity codes to be developed when the
necessity arises)

Fruit nectars

(New proposed group; commodity codes can be derived from the
existing fruit codes)

Fermented fruit beverages (wine, cider)
(New proposed group; commodity codes can be derived from the
existing fruit concerned)

Distilled alcoholic beverages
(New proposed group; commodity codes to be developed when the
need arises)

Fruit jams, jellies, marmalades etc.
(New proposed group; commodity codes to be derived from the
existing fruit codes)

Fruit chutneys and comparable preparations
(New proposed group; commodity codes to be derived from the
existing fruit codes)

V egetable chutneys and comparabl e preparations
(New proposed group; commodity codes to be derived from the
existing vegetabl e codes)

Preparations from nuts, oil seeds and other seeds

(New proposed group; commodity codes to be derived from the
existing product codes)

Other manufactured plant products

(New proposed group; commodity codes to be developed when the
need arises)
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Class Type

E

E 01
E 01
E 01
E 01
E 02
E 02
E 02
E 02
E 03
E 03
E 03
E 03
E 03
E 04
E 04
E 04
E 04
E 04

Group

07

01

02

01

02

L etter code

MS

WS

MC

WD

LI

MT

WP

LM

MP

Wi

Product group description

PROCESSED FOODS OF ANIMAL ORIGIN
(existing class)

Secondary commodities of animal origin

(2 existing groups)

Secondary meat products (e.g. cooked meat)

(New proposed group; commodity codes to be derived from the
existing meat codes)

Secondary egg products (e.g. egg powder)
(New proposed group; commodity codes to be derived from the
existing egg codes)

Secondary fishery products (e.g., smoked fish)
(New proposed group; commodity codes to be derived from the
existing fish codes)

Derived animal products of animal origin

(4 existing groups)

Derived meat products (e.g. meat extract)

(New proposed group; commodity codes to be derived from existing
meat codes)

Derived egg products (e.g. egg white, yolk)
(New proposed group; commodity codes to be derived from existing
meat codes)

Derived fishery products
(New proposed group; commodity codes to be derived from the
existing fish codes)

Manufactured food (singleingredient), animal origin
(1 existing group)

Manufactured milk products (single ingredient)

(existing group)

Manufactured meat products (e.g. cured meat)

(New proposed group; commodity codes to be derived from existing
meat codes)

Manufactured egg products (e.g. egg white powder)
(New proposed group; commodity codes to be derived from existing
egg codes)

Manufactured fishery products
(New proposed group; commodity codes to be derived from existing
fish codes

Manufactured food (multi-ingredient) of animal origin
(1 existing group)

Manufactured milk products (multi-ingredient)

(existing group)

Manufactured meat products (multi-ingredient) (e.g. sausage)

(New proposed group; commodity codes to be developed in relation
to commodity description)

Manufactured egg products (multi-ingredient)

(New proposed groups; commodity codes to be developed in relation
to commodity description)

Manufactured fishery products (multi-ingredient)

(New proposed group; commodity codes to be derived from existing
fish codes)
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Class Type

F

F 01
F 01
F 01
F 02
F 02
F 02
F 02
F 02
F 02
F 02
F 03
F 03
F 03
F 03
F 04
F 04
F 04

Group

01

02

01

02

01

02

01

02

L etter code

BS

BA

BS

ME

BC

CG

FF

LF

Product group description

MULTI-INGREDIENT MANUFACTURED FOODS
(New proposed class)

Bever ages (multi-ingredient)

(New proposed type)

Beverages (soft drinks end comparable preparations)

(New proposed group; commodity codes to be developed when the
necessity arises)

Alcoholic multi-ingredient beverages

(New proposed group; commodity codes to be developed when the
necessity arises)

Sauces, salad dressings, soups, bouillons etc.

(New proposed type)

Seasonings and condiments

(New proposed group; commodity codes to be developed when the
necessity arises)

Vinegars (multi-ingredient)

(New proposed group; commodity codes to be developed when the
necessity arises)

Mustards

(New proposed group; commodity codes to be developed when the
necessity arises)

Soups and broths

(New proposed group; commodity codes to be developed when the
necessity arises)

Sauces and comparabl e products

(New proposed group; commodity codes to be developed when the
necessity arises)

Salads and sandwich spreads

(New proposed group; commodity codes to be developed when the
necessity arises)

Chocolate & other confectionery

(New proposed type)

Chocolate products

(New proposed group; commodity codes to be developed when the
necessity arises)

Sugar confectionery, including nut based and comparable
multi-ingredient confectionery

(New proposed group; commodity codes to be developed when the
necessity arises)

Chewing gum

(New proposed group; commodity codes to be developed when the
necessity arises)

Margarines& other multi-ingredient fatty foods

(New proposed type)

Margarines > 80 % fat

(New proposed group; commodity codes to be developed when the
necessity arises)

Margarines < 80 % fat

(New proposed group; commodity codes to be developed when the
necessity arises)
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Class Type
F 04
F 05
F 05
F 05
F 05
F 06
F 06
F 06
F 06
F 06
F 06
F 06
G
G 01
G 01
G 01

Group
03

01

02

01

02

01

02

L etter code
OF

BF

BS

NS

CD

HD

TD

AD

DwW

Product group description

Other products based on fat emulsions
(New proposed group; commodity codes to be developed when the
necessity arises)

Multi-ingredient bakery wares

(New proposed type)

Fine bakery wares

(New proposed group; commodity codes to be developed when the
necessity arises)

Savoury snacks (potato, cereal or starch base)

(New proposed group; commodity codes to be developed when the
necessity arises)

Savoury coated nuts, other nut snacks, nut mixtures

(New proposed group; commodity codes to be developed when the
necessity arises)

Multi-ingredient foodsfor special dietary uses

(New proposed type)

Infant and follow-on formulae

(New proposed group; commodity codes to be developed when the
necessity arises)

Weaning foods

(New proposed group; commodity codes to be developed when the
necessity arises)

Dietetic foodsintended for special medical purposes

(New proposed group; commodity codes to be developed when the
necessity arises)

Dietetic formulae for slimming purposes and weight reduction

(New proposed group; commodity codes to be developed when the
necessity arises)

Supplementary foods for dietetic uses

(New proposed group; commodity codes to be developed when the
necessity arises)

Food supplements

(New proposed group; commodity codes to be developed when the
necessity arises)

OTHER EDIBLE PRODUCTS
(New proposed class)

Water, mineralsand organic compounds

(New proposed type)

Drinking water, mineral water, table waters

(New proposed group, commodity codes to be developed when the
necessity arises)

Salt, salt substitutes, mineral preparations

(New proposed group; commodity codes to be developed when the
necessity arises)



