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GUIDANCE DOCUⅣIENT FOR COM[PETENT
AUTHORITIES FOR THE CONTROL OF COPIPLIANCE

,WITH EU LEGISLAT10N ON AFLATOXINS

IMPORTANT DISCLAIIⅦER

“This document has no lbrnmallegal status and,in the event of a dispute,

ultimate responsibuity fOr the interpretation of the law lies with the Court of

Justice''

SCOPE

This guidance document focuses mainly on the official control of aflatoxin
contamination in food products which are subject to Commission Regulation (EC)
No I15212009 of 27 November 2009 imposing special conditions governing the

import of certain foodstuffs from certain third countries due to contamination risk
by aflatoxins and repealing Decision 20O6/50418C. Nevertheless, the provisions in

this guidance document are also applicable, where rele-vant, to the control of
aflatoxins in food products not subiect to Conllllission Regulation 03C)1152/2009

NOTE

This document is an evolving document and will be updated to take account of the

experience of the competent authorities or of information provided (see in
particular oointll.l2 of the suidance document)
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l.GENERAL:SSUES ON APPLiCAT10N OF AFLATOX:N
LEGiSLAT10N

l.l Maximum levels on aflatoxins

Foodstuffs Maximum levels (pg/kg)

A-flatoxins Bl Suin ofBi,B2,

Gland G2
MI

1 Croundnuts (peanuts) and other oilseeds, to be subjected to
sorting, or other physical treatment, before hurnan
consumption or use as an ingredient in foodstuffs

with the exception of
- gtoundnuts (peanuts) and other oiiseeds for crushing for

refined vegetable oil production

Almonds, pistachios and apricot kernels to be subjected to
sorting, or other physical treatrnent, before human
consumption or use as an ingredient in foodstuffs

12.0

3. Hazeinuts and Brazil nuts, to be subjected to sorting, or
other physical treatment, before human consumption or use

as an inpnedient in foodstuffs

Tree nuts, other than the tree nuts listed in 2. and 3, to be

subjected to sorting, or other physical treatrnenl, before
human consumption or use as an ineredient in foodstuffs

5 Groundnuts (peanuts) and other oilseeds and processed

products thereof, intended for direct hurnan consumption pr
use as an ingredient in foodstuffs,

with the exception of
- crude vegetable oils destined forrefining
- rcfined veeetable oils

6 Almonds, pistachios and apricot kemels, intended for direct
hutnan consunption or use as an ineredient in foodstuffs

10.0

7 Hazelnuts and Brazil nuts. intended for direct human
consumptiod or use as an ingredient in foodstuffsal

Tree nuts, other than the tree nuts listed in 6. and 7, and
processed products thereof, intended for direct human
consumption or use as an ingredient in foodstuffs

Dried fruit to be subjected to sorting, or other physical
treatment, before human consumption or use as an

ineredient in foodstuffs

10_0

Foodstuffs Maximum levels (pglkg)

Dried fruit and processed products thereof, intended for
direct hurnan consumption or use as an ingredient in
foodstuffs

11 All ccreals atld五 1l products derived ttolll cereals,mcludlng

processed cereal prOducts,with the exception Offoodstu争

listed in 12,15 and 17

Maize and rice to be subjected to sorting or other physical
treatnent before human consumption or use as an
ineredient in foodstuffs

Raw lnilk,heat,treatcd milk and lnilk for the lnallufacture

ofmik‐ based products

0050

Following species of spices:

Capsicum.spp (dried fruits thereof, whole or ground,
including chillies, chilli powder, cayenne and paprila)
Piper spp (fruits thereof, including white and black pepper)

My r is t ica fr agrare.r (nutrne g)

Zi ngi hcr offi c i n al e (glnger)
Curcuma longa {twmeic)
Mixtures of spices containing one or more of the .

abovementioned snices

Processed cereal-based foods and baby foods for infants
and young children

010

lnfant fonnulae and follow-on formulae, including infant
milk and follow-on rnilk

0025

Dietary foods for special medical purposes intended
specifically for infants

0.10 0.025
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Following requirements (as regards Common Entry Docurnent, ccrtilicates and frequency
ofcontrols) hove to be fulfilled at import ln accordance with the provisions ofRegulation
(EC) 669/2Qoe:
- presence of a Common Entry Document (CED)
- physicalcontrol by thecompetent authorities at irnport at a@.

I.2,4. Reduced frequencv of controls at import

Article 23 of Regulation (EC) 882/2004 (Official Feed and Food Control Regulation) provides

that specific pre-export checks that a third country carries out on feed and food imrnediately prior
to expofi to the Union with a view to verifying that the exported products sadsry Union
requirements rnay be approved. As these pre-export controls replace effectively and reliably thb
controls at irnport this should result in a significant decrease . of controls at irnport. By
Corrunission Decision 2O08l47lEC of 20 December 2007, the pre-export checks as regards
aflatoxins carried out by the United States Depaxtment of Agriculture (USDA) of the United
States of Arnerica imrnediately prior to export to the Union were approved for goundnuts and
roasted groundnuts.

ProducVcountry cornbination covered by the provisions ofDecision 2 0081471IiC,
- peanuts and roasted peanuts from the United States of Arnerica

Following requirements (as regards Comimon Entry Docurnent, certificates and frequency
ofcontrols) have to be fulfllled at import in accordance with the prbvisions ofRegulation
(EC) 1152/2009:
- prcsence of a health certifrcate, accotnpanied by the results of sampling and analysis
- physical control by the competent authorities at import at a sipificantly reduced frequencv (e.g.
< 1Vo).

Cotnmission Regulation (EC) No 188l/2006 establishes maximum levels for aflatoxin Bl and
aflatoxin total in groundnuts, other oilseeds, apricot kernels, nuts and dried fruit and processed
products thereof, intended for direct human consumption or as an ingredient in foodstuffs, thal
are stricter than for groundnuts, nuts and dried fruit to be subjected to sorting, or other physical
tr€atment, before hurnan consurnption or use as an ingredient in foodstuffs.

Allhough groundnut, other oilseeds, apricot kernels, nuts and dried figs for furfher processing are
permitted to have a higher level ofaflatoxins, this does not exclude.food operators throughout the
food chain taking all necessary precautions to reduce aflatoxin contamination as much as

possible.

The application of the higher maximum levels for the'gromdnuts, other oilseeds, apricot kemels,
nuts and dried fruit to be subjected to sorting or other physical treatment is only allowed when the

following stict conditions are complied with:

- the groundnuts, other oilseeds, apricot kemels, nuts and dried fruit are not intended for direct
human consumption or used as an ingredient in foodstuffs
- the groundnuts, other oilseeds, apricot kernels, nuts and dried fruit are subjected to a secondary

trcatment involving sorting or other physical treatnent and after this lreatment the products

cornply with the stricter levels laid down for the products intended for diiect human consumption
or use as an ingredient in foodstuffs
- the groundnuts, other oilseeds, apricot kernels, nuts and dried fruit are clearly labelled showing
their use, and bearing the indication "product must be subjected to sorting or other physical

t€atnrent to reduce aflatoxin contamination before hunran consumption or use as an ingredient in
foodstuffs".

Each of the three conditions for applying the "higher.maximum level" must be.complied
with and should be supervised by the competent authority. [n case all these conditions are
fulfilled the competent authorities control the compliance of the consignment at the rrhigher

levelsrr.

This means that, in order to apply the "higber ievel" for the groundnuts, other oilseeds, apricot
kemels, nuts and dried fruit ALL of the following conditions apply and must be complied with :

the products must be traded in a packaging form for which it is obvious that these products are

intended for further treatment_ to reduc€ aflatoxin contamination before consumption or use

as an ingredient AND the destination of the consignment has the capability/equipment to
perform such heatment AND rhust be labelled to the letter with the foll6wing indication
"product must be subjected to sorting or other physical treatment to reduce aflatoxin
contamination before human consumption or use as an ingredient in foodstuffs" This form
of labelling is not required for any other form of further processing such as salting and
roasting, which is not intended to reduce the level of aflatoxin contamination. Such nuts
and groundnuts must, however, comply with the lower regulatory limits for direct human
consumption,

"Physical treatment to reduce aflatoxin contamination" means any treatment, not involving
chemical substances, which has been proven to reduce the levels of aflatoxins. A:r example of
such treatment is blanching cornbined with sorting. Roasting cannot be considered as "physicai
treatment to reduce allatoxin contarnination" as aflatoxins are therrno-stable and are not
rernoved/reduced to a sipificant extent by roastingr . On the other hand, the use of active carbon

for the purification of oils obtained from nuts can be considered as a "physical treatment to
reduce afl atoxin contamination.'

' There is some evidence that roasting can reduce.tle aflatoxin contetrt in pistachios. However as the significant
reduction only ocun in well defined conditions it is necqssary to contol compliance with the legislation after
roasting aud thercforc roasting cm only be euvisaged as a treatnent for reducing aflatoxin mitent urder oflicial
conhol with the necessary confol rneasurcs. Ttrerefore roasting cal only be aceepted in case ofa possible treahnent
following non-compliance (see tI.24)
Infonnation on the rcduction aflatoxins by rcasting can be found iu following publication: Effect of roasting on
degradatiou ofAflatoxim in contaminated pistachio nuts

Hassan Yazdaupanah, Tayyebeh Mohamdi, Citi Abouhossain md A. Majid Chaagluli
"Faolty of Phannacy, Sluheed Beheshti University of Medical Scimces, Teluau 14155, Irm
DDeparhnent ofFood and Drug, Ministry ofHealtl, Telran 153 I l, Iran
"Dqrarnnent of Phamacolory, Univosity of Baqyiatallah Medical Scimces, Aghdasyyeh, Tehran 19568, Iran



The indication "raf'etc is not sufficient,

The indication "product shall be subjected to sorting or other physical treatment to reduce
aflatoxin contamination before human consumption or use as an ingredient in foodstuffs"
shall be mentioned on the label of each bag, box individually and on the orlginal
accornpanying document, rvhich must have a clear link with the consignment by means of
rnentioning t}te consignmdrtlbatch identification code relating to the consignment in
question, The identification code must be indelibly marked on each individual bag box, etc
of the consignment. It is very important that this indication is put on the accompanying
docume4tation at.the moment when the documentation is issued, (Where it is evident that
this indication has been entered in the accompanying docunents a posteriori, the indication
is invalid).

If all the abovementioned conditions are complied with and the levels of aflatoxins are
below the maximum levels applicable to products to "be subJected to sorting, or other
physical treahnent, before human consgmption or use as an ingredient in foodstuffs", the
consignment/batch can be put on the market.. It is the responsibility of the food business
operator, unrler the supervision of the competent authority, to ensure that the necessary

authorised treatments are applied to the product ln order to ensure that the products
intended for direct human consumption or use as an ingredient in foodstuffs derived from
that consignment do comply with the stricter maximum levels of aflatoxins applicable to
these products,
For the situatlon when the consignment is transported in transit to the designated polnt of
import (for release for free circulation), the competent authority for the designated point of
import is responsible for physical check and supervision ofthe abovementioned authorised
treatment. Howevero in case the consignment with the indication "to be sulrjected to
sorting, or other physical treatment, before human consumption or use as an ingredient in
foodstulfs'r is destined for a designated point of import ln a Member State' which does not
have the premises to sort or physical treatment (see list of premises/establishments which
can perform the sorting and/or physicnl treatment), then the consignment should, after
having consulted the competent authortty from the desiguated point of import, not be
aufhorised for transportation in transit to the designated point en import,

The higher levels for products to be subjected to sorting or oth€r physical treatment.or only
allowed if the business activity of the consignee of the consignment given on the
accompanying documents is compatible to the intended use. In order to facilitate the
enforcenent, establishments able to perform sorting or physical treatment are listed in
Annex II

Annex II is not an exhaustive list and establishments can. be added to the upor advice of the
competent authority where the establishment is physically located

-13- -14-

The maximul levels of aflatoxins established in Cornmission Regulation (EC) 188l/2006, are

applicable to all groundnuts, other oilSeeds, derived products thereof and cereals placed on the

market except for those groundnuts other oilseeds, derived products thereofand cereals which are

clearly intended for uses other than human consumption either directly or indirectly and for
groundnuts and other oilseeds intended for crushing for refrned vegetable oil production (for the

latter, see point I.2). This has to be dernonstrated up to and including the wholesale stage by a

clear indication of the intended use on the label of each individual packing and on the

accompanying document,. which rnust have a clear iink rvith the consigntnent by means of
mentioning the consigrment identification code, which occurs on each individual bag, box, etc.

ofthe consignrnent. In addition the business activity ofthe consignee ofthe consignment given

on the accompaoying documents must be compatible to the intended use.

In the absence of a clear indication that their intended use is not for human consumption,
the maximurn levels.of aflatoxins for foodstuffs shall apply to all groundnuts, other oilseeds,

derived products thereof and cereals placed on the market.

1.4. Groundnuts and other oilseeds intended for crushinq for refined
veqetable oil production

The rnaximum levels ofaflatoxins are not applicable to groundnuls and other oilseeds intended

for crushing for refined vegetable oil production. The exemption only applies to consignments

which are clearly labelled showing their use and beming the indication "product to be subject to
crushing for the production ofrefined vegetable oil". The indication shall be included on the label
of each individual bag, box etc. aod on the accompanying document(s). The final destination

rnust be a crushing plant.



il. APPLTCATTON OF COTVTMTSSTON REGULAflON (EC)
115212009

11.1. Use of TARIG codes

Cornmission Regulation @C) No 115212009 refers to TARIC codes to describe the gsods falling
under their scope. The fact that in many Member States the competent authorities do not use

TARIC codes in their systems could create difiicuities both for control and for
demonstrating/reporting control frequency. It is therefore recommended that the competent
authorities use TARIC codes to enable identification. This will also facilitate communication
with the Customs authorilies.
Information on TARIC codes can be found on the DG TAXUD website:
h11p://culona.cu.inliconrnvta\ation custours/dds/en/lffholue.htnr

TARIC codes for products subject to Commission Regulation (EC) 1152120092

GENERAL NOTE: if the below mentioned food products are traded under a different CN
code than the ones mentioned in Regulation (EC) 1152/2009, the provisions of Regulation

@C)- f 152/EC also apply to these food products,

Groundnuts, not rcasted or otherwise cooked, whether or not shelled or broken (origin China and
Egvpt)
- in shell - otherthan for ss\ /ing: CN 1202 10 90
- shelled * whether or not broken: CN 1202 20 00

Croundnuts roasted (origin China and Egypt)
. in imrnediate packings of a net content exceeding I kg: CN 2008 I I 9l
- in imrnediate packings of a net content not exceeding I kg: CN 2008 I I 96

Croundnuts - other (origh China and Egypt)
- in imrnediate packings of a net content exceeding I kg: CN 2008 I I 91

- in irnrnediate packings of a net content not exceeding I kg: CN 2008 I I 98

Pistachios: CN 0802 50 00 (origin han and Turkey)

Pistachios roasted (origin kan and Turkey)
- in inrmediate packings of a net content exceeding I kg: CN 2008 19 13

- in immediate packings ofanet content not exceediag I kg: CN 2008 19 93

Hazelnuts or filberts (Corylus spp) (origin Turkey)
- in shell: CN 0802 21 00
- shelled: CN 0802 22 00

Brazil nuts (origin Brazil)
- in shell: CN 0801 21 00
(- shelled: CN 0801 22 00 -notsubject to the Commission Regulation (EC) I I5212009) 

-

Figs (origin TLrkey)
( fiesh: trv Oso+ i0 l0 - not rubiect to the Cornmission Regulation (EC) 1152/2009)
- dried: CN 0804 20 90

Flour, meal and powderofhazelnuts, figs and pistachios: CN 1106 30 90 (origin Turkey)

‐15.

Mixtures of nuts or dried fruits: cN 0813 50 (origin Twkey) and containi:rg figs, hazelnuts or

pistachios
i{azelnuts, figs and pistachios, prepared or preserved including mixtures: CN 2008 19 (origin

Turkey)
Hazelnut paste, pistachio paste and fig paste: cN 2007 10,2ffi7 99 and CN I106 30 90) (origin

Turkey). It can also happen that fig paste is traded under CN 2008 19 I 1 20 and the provisions of
Regulation (EC) 1152/2009 are also applicable to this {ig paste.

Cut, sliced and broken hazelnuts: CN 0802 22 00 and 2008 l9 (origin Turkey)

Almonds (origin US)

- alrnonds in shell or shelled: CN code 0802 I I or OgdZ 12;

- roasled aLnonds
-- in imrnediate packings ofa net content exceeding I kg: CN code 2008 19 13

-- inirnmediate packings ofanet contentnot exceeditg I kg: CN code 2008 19 93

- mixtures ofnuts or dried fruits and containing ahnonds: CN code 0813 50;

The Regulation applies also to processed and compound foodstuffs derived from or
containing the foodstuffs referred to above. :

No specific TARIC codes are provided for these products in the Comrnission Regulation @C)
| 152t2009

Commission Regulation (EC) ll5212009 provides that compound foodstuffs shall be considered

as containhg the foodstuffs to a significant amount when such foodstuffs axe present in a quantity

of 20 o/o and more (the controls canied out on derived and compotmd foodstuffs are done in
principle at the frequency established for the rnain foodstulls covered by the Regulation).

Consignments with a gross weight of less than 20 kg are exempted from the application of the

provisions provided for in this Regulation, which rneans that they have not to be accompanied by

a health certifrcate. However, enforcement authorities can test consignments of less than 20 kg in
cases there are concems.

Fron a practical point of.view,. the extension to processed and compound foodstuffs is

applicable to processed and compound foodstuffs originating from the third country of
origin covered by the Regulation q foodstuffs labelled wjth an indication that they have

been processed from or contain as ingredient the foodstuffs referred to above.

ln order to facilitate effective conlrol, cornpetent authorities ofthe Member States me requested

to repoft to the Commission the (regular) import of such products as well the TARIC Code under

which these products are traded. These foodstuffs will be listed hereafter as a regular update of
this guidance document.

List ofcompound and derived foodstuffs usually containing >20 7o and imported from the

countries covered by the Regulation and for which consignments have to accompanied by a

health certifichte (Annex IID



11.2. Points of first introduction and designated points of import

'Point of first introduction' means the point of Iirst physical inhoduclion of a consignment into
the EU. In soine cases the point offrst introduction can only carry out documentary checks and
is not equipped to do sarnpling and analysis and has therefore not been designated as point of
import by the coinpetent authority of the countuy concemed. . A consignment received by such a

point offirst introduction must be forwarded to a designated point ofimport in order to undertake
the further checks required.

There is no requirement as regards the points of first introduction. However some Member
States might determine for a list of points of lirst introduction for facilitating the
organisation of the controls. A compilation of links to the list of points of lirst introduction
of those Member States which have determined such a list is provided in annex IV to this
guidance document

Designated points of inrporl' rneans the points, designated by the cornpetenl authority through
which the foodstuffs covered by the Regulalion rnay only be imported i:rto the Uniort. The list of
designated points of irnport is made publicly available on the intemet and updated by the

conpetent authority. The list ofthe natioiral links to those lists is provided in Annex V to this
guidance document.
List of designat€d points of import - list with links to lists of Member States (in annex V to
this guidance document)

It is important that experienced staff is present at the designated point of import to take samples
and that lhere are l'aboratories with the requisite experience available to uldertake the a{latoxin
analyses. The availability of appropriate grinding equiprnent, in particular, is very important in
case the grinding takes place in the laboratory.

Competent authorities of Member States should therefore examine the list of designated
points of import and ensure that the controls ,at all designated points of import can be
performed. efficiently and under good conditions'.

I The requiremenls apply to the designated poinls of import or to the place where the sampling effectively takes place

in case whse the consignment is transported from dre point of import under official contol to that place to perform
tbe samplilg.

-t7-

Designated points of import should fulfil at least the following requirements

(a) the presence oftrained staffto perform official controls on consignments offoodstuffs;

(b) the availability of detailed instructions regarding sampling and the sending ofthe satnples to
the laboratory, in accordance with provisions in An:rex I of Commission Regulation (EC)

4AtDAA6:'

(c) the possibility to perform the unloading and thesarnpling in a sheltered place at the designated

point of import; it must be'possible to place the consignment of the foodstuffs under the official
control of the competent authority fror4 the designated point of impofi onwards in cases where

the consignment has to be transported in order to perform the sampling;

(d) the avaiLability ofstorage roorns, warehouses to store deiaioed corrsigrunents offoodstuffs in
good conditions during the period ofdetention awaiting the results ofanalysis;

(e) the availability of mloading equiprnent and appropriate sampling equipment;

(f) the availability ofan accredited official laboratory3 for aflatoxin analysis, situated at a place to

which the samples can be tansported within a short period of tirne; the laboratory must have. the

appropriate ginding equipment for hornogenising 10-30 kg samples". The laboratory must be

able to analyse-the sample within a reasonable period of tirne in order to comply with the 15

working day maximum period of detention for consignments.

ln addition, food business operators must make available sufficient hutnan rcsources and logistics
to Lrnload the consignment; thus enabling rbpresaltative sampling to take place.

Also, in the case of spdcial hansport and/or specific packaging fonns, the operator/responsible

food business opemtor must make available to the official inspector the appropriate sampling
equipment ilsoiar as representative sample cannot be obtained with the usual sarnpling

equipment (see also point fl.4).

Food business opemtom ortheirrepresentatives shall give priornotification ofthe estimaled dale

and time of physical arrival of the consignment at the first point of introduction and of the nature

of the consignrnent.

For that purpose, they shall complete Part I of the common entry document (CED) (see Annex
VI) and tansmit that document to the competent authority at the fust point of inhoduction, at

Ieast one working day prior to the physical arrival of the consignmenl. Competent aulhorities

might allow some flexibility as regards the requirernent of one worting day and flexibility is even

recommended in sorne particular cases such as in the case of a very short transport time between

the place of departure of th€ consigD.ment at the exporters place and the first point of introduction.

r Laboratory that is accredited. and is an olficial laboratory (belolghg to the Competent Authority structure)

or a laboratory designated by the cornpetetrt authority
1 Th6 grinding step for homogenization as part of sample
laboratory, but the premise where the grinding is perfomed rnust
envircrunent and protocol for homogenizatiou.

preparation can be prformed oulside tlle
have the appropriate grinding equiprnant,
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Identity check:

I . Certificates and other docurnents accolnpanying the consigmnent tally with the labeliing of the
consignment: physical check on the means oftransport and on the packaging necessary to verify
the compliance ofconsignment code, description ofconsignments, product and type ofpackagilg
with the infonnation stated in certificates and other documents. Unloading ofthe consignrnent is
nol necessary.

2. Certificates and other documents accompanying the consignment tally with the content of the
con'signments: physical check on the means oftransport and on the packaging necessary to verify
the compliance of consignment code, description of consigmnents, product and type of
packaging, gross or net weight of the consignment and the number of packaging with the
infonnation stated in certifrcates and other documents. Unloading of the consignment may be

necessary.

3. Identifrcation codes on the certificates and other documents accompanying the conslgnment
correspond to the identification ofindividual entities ofthe consignment: physical check on the
packaging necessary to verify whdther identification codes on the certificates and other
documents accompanying the consignment correspond 1o the identifrcation ofindividual entities
ofthe consignment. Unloading ofthe consignment may be necessary.

All individual bags, packages etc must be indelibly marked with the batch identification
code.

Where the consignment is labelled clearly showing its destination and bearing the
indication *product must be subjected to sortiig or other physical treahuent to reduce
aflatoxin contamination before human consumption or use as an ingredient in foodsfuffs"
(on the labels on the bag and on the accompanying docurnent with a clear link to the
consignment coding labelled on the bags), the levels as well the samulinq nrocedure
apnlicable to this categorv are to be used (see II.? and II.8)

The comoetent authoritiis shall after completion of the checks, for checks carried out by
them,
performed in order to inform other comnetent authorities on the controls alreadv
nerformed on the consignment concerned

Part II as regards the identity ond physical checks can only be lilled in by the competent
authority of the designated point of import mentioned in box I.20 of the CED. In case this is
not complied with, the consignment cannot be accepted for import.

This means the comoetent authoritv shall

(a) complete the relevant part of Part II of the common enty document (CED);

(b) join the results ofsampling and analysis;

(c) stamp and sign the original of the CED;

(d) make and retain a copy of the signed and stamped CED.

-2r - -22 -

For the completion of the CED in application of this Regulation, the cornpetent authority shall
take into accoturt the notes for guidance iaid down in Annex II to Regulation (EC) I I 5212009 and

provided here in Annex VII to this guidance note. ..

The original of the CED, together with the original of the accompanying documents (results of
sarnpling and analysis and health certificate), shall accompany the consignrnent during its transfer
untii it is released for free circulation.

The release for free circulation of consignments shail be subject to the presentation by the food
business opemtor or their representative to the custom authorities ofa common entry document

(CED) or its elechonic equivalent duly completed by the competent authority once all ofiicial
controls have been carned out and favourable results from physical checks, where such checks

are required, are known. Besides the presentation of the CED, also the health certificate and the

results of sampling and analysis as refened to in Article 4(l) of the Regulation (EC) Il52l2O09
shall be presented. Part II as regards the identity and physical checks can only be lilled in by
the competent authority of the designated point of import mentioned in box I.20 of the
CED. In case this is not complied with, the consignment cannot be accepted for import.

The completed CED, health certificate and results of sampling and analysis can be presented at

any custon office for release for free circulation.

11.4. Selection of consiqnment for samplinq

To note that the Commission Regulation (EC) No Ll52/2009 applies to the foodstuffs
covered by the TARIC codes referred to at point ILl and to processed and compound
foodstuffs derived from or containing these foodstuffs,

All individual bags, packages etc must be indelibly marked with the batch identification
code.
Where the consignment is labelled clearly shbwlng its destination and bearing the
indication "product must be subjected to sorting or other physical treatment to reduce
aflatoxin contamination before human consumption or use as an ingredient in foodstuffs"
(on the labels on the bag and on the accompanylng document wlth a clear link to the
consignmi:nt coding labelled on the bags), the levels as well the samplins prdcedure

apnlicable to this cateqory are to be used (see II.7 and II.8)

The Commission Regulation @C) No I 15212009 establishes different frequencies of controls:

- l0 7o ofconsignnients ofhazeLnuts and certain products derived thereoffrom Turkey
- 20 oZ ofconsignments ofdried figs and products derived thereoffrom Turkey
- 50 o/o ofconsignments ofpistachios and products derived thereoffronr Turkey
- 20 o% ofconsignments ofpeanuts and products derived thereoffrom China
and)
- 20 7o ofconsignments ofpeanuts and products derived thereoffrorn Egypt
- 50 % of consipment of pistachios and pfoducts derived therbof frorn han
- 100 o/o of consignments of Brazil nuts in shell from Brazil.
- a random check (< 5 %) of consignments of almonds and products derived thereof from the US
and accompanied by a certificate demonstrating that the consigmnent is falling urder the VASP
- 100 o/o of consignrnents of almonds and products derived thereof from the US and not
accompanied by a certificate demonstrating that the consignment is falling under the VASP or
accompanied by an invalid certificate



It should be noted that these percentages 4re applicable to each product category r.mder specific
TARIC codes.

The l0 %, 20 or 50 o/o frequency of controls must be organised by the competent authorities in
such a way that these conhol fiequency percentages are achieved within a given period oftirne.
The frequency of controls is to be considered as a minimum in the sense that competent
authoritiis can decide to increase the frequency of controls when fgggg,g non-compliance is
found and indicates that an increase of frequency of contols is necessary in order to safeguard
public health. Such an increase of controls is not necessary and appropriate in case of
isolated/few findings of non-compliance.

ln case ofa consignment consists ofa mixture ofnuts and dried fruits, the frequency ofcontol is
the frequency ofthe ingredient with the highest fiequency ofcontrol.

Care must be taken that the selection of consignments is random, ensuring a propofltonate
treatment of the operators concerned. Nevertheless, the &equency of control can depend on the
food business operator taking into account the history of compliance/non-compliance in
conjunction with the requirenents of the products placed on the lnarket by a food business
operator.

Sampling must be representative and incremental samples must be taken throughout the
batch. It ls therefore necessary in almost all cases to unload the truck or container for the
sampling. Unloading should not expose the product to adverse weather conditions or
excessive moisture.

Regulation (EC) No 882/2004 ofthe European Parliament and ofthe Council of29 April 2004 on
official controls performed to ensure the verification of compliance with feed and food law,
anirnal health and anirnal welfare ruless, provides in Article 4(Z) (d that feed and food business
operators (responsible operator) shall be obliged to undergo any inspection carried out in
accordance with the Regulation and to assist staff of the competent authority in the
accomplishment of their tasks..

This means that the food business operator must make available sufficient human resources .

and logistics to unload the consignment so as to enable representative sampling to be
undertaken,

AIso in the case of special tronsport and/or specific packaging forms the operator/
responsible food business operator must make available to the olficial inspector the
appropriate slmpling equipment insofar .as thb sampling cannot be represertatively
performed with the usual sampllng equipment.

11.5. Samplinq provisions for a batch/loUconsiqnment.

Commission Regulation (EC) 40I/2006 provides that each lot must be sampled separately. A lot
is an identifiable quantity of a'food commodity delivered at one time and detennined by the

official to have corurnon characieristics, sucb as origin, variety, type of packing, packer,

consignor or markings.

t OJ, L 165, 30.04.2004, p. l. Conigendm published ill OJ Ll9l, 211.5.2004, p. I
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NB: The Cornnission Regulalion (Ec) 115212009 specifies that, for exatnple 20 vo of
consignrnents of Chinese peanuts must be sampled, and not 2O oh of containers within a

consignment

II.5.1. Consisnment/lot consisting of several containprs

If a consignrnent of peanuts (for example) consists of l0 containers , each of 22 tonnes, resulting

i4 a consignment of 220 tonnes with the same batch identihcation code, the legislation provides

that the consignmdnt has to be split into five sublots of44 tonnes (two containers). Representative

sarnpling.must be perfonned on sublots of two containels each. -However, if the inspector

decides to control only two containers out ofthe 10, the analytical result is only vaiid for the two
containers sarnpled ant, in the event of non-compliance, any ofiicial measures can only applied

irumediately (with respect ofthe right ofthe operalor for a second opinion) to the two containers

sampled.

However, Article 14(6) of Regulation (EC) 17812002 provides that "where any.food which is

unsafe Ls part of a batch, lot or con.signment of.food of the same class or de'scription,, it shall be

presumed that al! the.food in that hatch, lot or consignment Ls also unsafe, unless .following a

detailed assessment there is no evidence that the rest of the hatch, lot or.consignment is unsafe".

However this article is not detrimental to the right of a second opinion for the operator as

provided for in Article I l(5) ofRegulation (EC) 882/2004.
This means that when on the basis of an official control, and after the operator has been given the

right for a second opinion as foreseen in Article I l(5) of Regulation 88212004, the controlled part

of a consignment has been found to be non-compliant, accordingly the other containers from the

consignment/lot/batch should be presumed to be also non-compliant unless the food business

operator can demonshate following a detailed assessmdnt that the other parts ofthe consignrnent

are safe (i.e. cornpliant with EU legislation as regards dflatoxins). This can be done e.g. by
perforrning a representative sampling of all containers, in accordance with Regulation (EC)

40t/2006.

It should be noted that where the safeguard rneasure requires a 100 o/o control on irnport, all
consignments and all containers (sublots) ofa consignment must be sampled.

II.5,2, Two or more consisnments/lots in one container/tiuck

lf a container or truck contains two lots of peanuts (for example), orie lot of 8 tonnes and another

of 15 tonnes, each with a separate batchAot identification code, then fte two batches/lots must be

sampled separately, in accordance with the provisions of Regulation (EC) 401/2006 even ifthe
product is identical (in this particular case frorn the 8 tonnes, 80 incrernental samples of 200 g

resulting in a sample of 16 kg and, frorn the batch of 15 tonaes, 100 incrernental samples of 2009

resulting in a sample of 20 kg). It is important that for each batcb/lot a sepante Common Entry
Document (CED) and a separate health certificate is issued and that each batch/lot has undergone

sampling and analysis in the country of origin. 
,



11.6. General Samplinq requirements

As mentioned above, sampling must be representative and therefore it is necessary that the
incremental samples are taken throughout.the batch, In almost every case the truck or
container will have to be unloaded for the sampling. Unloading should not expose the
product to adverse weather conditions or excessive moisture. The area designated for
sarnpling and storage of a consignment should not expose it to any risk of contamination or
degradation. Food hygiene provisions are applicable.

Care should be taken to use clean sarnpling equipment and sample bags and containers free of
contarnination to avoid any cross-contarnination.

lI.6.l Increnrental samnle for lots in retail oackins

For lots in retail packing, the weight of the incrcmental sarnple may depend on the weight of the
retail packing. Therefore, an elernent ofjudgernent has to be employed. For example:

l. If retail packs, each weighing more than the required incrernental sample, are to be sampled
and individual packs are taken as incremental sqmples so that the aggegate sample sent to the

laboratory weighs more than l0/20l30 kg, an incremental sample shall be taken from each

individual retail pack to urake up the l0/20130 kg aggregate sarnple in the laboratory.

2. Ifthe retail packs are large and option I wouid cause an unacceptable economic damage,

then a number of individual sarnples should be collected to correspond to the required weight of
the aggregate sample referred to in the respective tables in the sections below..

3. Where the retail.pack weight is less than the required incremental sarnple weight and if the

difference is not very large, one retail pack shall be considered as one incremental sample, resulting

in an aggregate sarnple ofless than the required weight.

4. If the weight of the retail pack is much less thal the.required incretnental sample, one

incremental sample shall consist of two or more retail packs, whereby the required incremental

sample weight is approxiurated as closely as possible.

II.6.2 Imqossibilitv to carrv out the nrescribed method of samoline

If it is not possible to carry out the method of sarnpling set in legislation because of the mlnmercial
consequences resulting frorn damage to the lot (because ofpacka8rng forms, means oftansport, or
the nurnber of retail packs is unavailable etc.), an altemative method of sampling rnay be applied,
provided that it is as representative as possible and is fully described and documented. An
alternative method other than the one described in legislatlon (see IL12) mav also be apDlied in
case the individual vacuum oackinss are larser than 10 kg,
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‖.7.Samp:ing procedure for dtted ttgs

II.7.l Ceneralsurev ofthe method ofsampling

Table l Subdivision oflots into subbts deDendhg on oroduct and lot weittt

Commodity Lot weight
(tonne)

Weight or
number of
sublots

N° of

incremental
samnles

Aggregate

sample
weintr回

Dried figs ＞
一
く

15‐ 301onnes

1肌。。〔五bL 2)1lo

IL7,2 Method of samnlinq for lots ) 15 tonnes

- On condition that the sublot can be separated physically, each lot tnust be subdivided into sublots

following Table 1. Taking into account that the weight of the lot is not always an exact multiple

of the weight of the sublots, the weight of the'sublot may vary from the mentioned weight by a

maximum of 20 %. (If, after the division of a lot into sublots, {he weight of the sublot exceeds the

weight ofthe sublot as indicated in Table I by more than 20 Vo, the number of sublots has to be

increased, even ifby so doing the weight ofthe sublot is lower than ihe weight indicated in Table

t).

- Eaph sublot muit be sarnpled separately.

- Nurnber of incremental samples: 100. Each incremental sample weighs 300 grams.

- Weight of the aggregate sample = 30 kg which has to be nq.i4$..$9gpgg!!X (to avoid e.g. the

incremental samples takqn.from the.front of the consignment heing at the bottom of the aggregdle

.sample and the samples taken from the hrck of the consignment heing at the top) and onlv
afterwards to be rtivided into three equal laboratory samples of 10 kg before grinding and
homogenisation. This division into three laboratory samples is not necessary in the case of dried

figs to be subjected to sorting or other physical treatment before human consumption or use as an

ingredient in foodstu{fs'(and where clearly labplted and beated as such - see point I I; of the

guidance) and in case the equipment to hornogenise 30 kg sarnples is available.

Each laboratory sample must be separately ground finely to achieve complete

homogenisation, in accordance with the provisions laid down in Commission Regulation
(EC) 401i2006.



II.7.3 Method of sampline for lots < 15 tonies

- In the case oflots less than 15 tonnes, the nunber ofincrenrental sanrples to be taketr depends on

the weigbt of the lot, with a minimurn of l0 and a maxirnurn of 100 (see table 2)'

Table 2: Nurnber of incrernental samples to be takeir frorn dried figs for consigmnents of less than

I 5 tonnes

[,ot weight (tonnes) No of incremental Aggregate sample No of laboratory
samples weight (kg) (in case samples from

ofretailpackages, aggregatesample
weight of
aggregate samPle

. can diverge)
< 0.1 l rno division)

>0.1‐ ≦02 1(no di宙 si00

>0.2‐ ≦05 1(no divislonb

>05=≦ 10 30 9 (- < 12 kg) I (no division)

>10‐ ≦20 2

>20‐ ≦50 60                18(‐ く24 kg)      2

>5.0‐ ≦100 3

>10.0‐ ≦150 ltXl J

- Weight of the aggregate sample - 30 kg which has to be mixed thoroushlv (to awid e.g. the

incremental samples taken.front the.front of the consignment being dt the hottom of tlle aggregdte

sample and the samplet taken .from the hack of the con-signment heing at the top) and onlv

.E@gb-to be divided into three equal laboratory srmples of 10 kg before grinding and

homogenisation. This division into ttree laboratory samples is not necessary in the case ofdried
figs to be subjected to sorting, or other physical treatment before human consurnption or use as an

ingredient in foodstuffs (and where clearly labelled and treated as such - see point I I. of the

guidance) and in case the equiprneni to hornogenise 30 kg sarnples is available.

In cases where the aggregate sample weights are less than 30 kg, the aggregate sarnple must be

divided into laboratory samples according to the following guidance:
* < 12 kg: no division into laboratory samples
* >12 and < 24 kg: division into two laboratory samples
* > 24kg: division into tluee laboratory samples

- Each laborstory sample must be separately ground finely to achieve comptete

homogenisation, in accordance with the provisions laid down in Commission Regulation
(EC)40u20M.

IL7.4. Samplins of derived pioducts and compound foods

II.?,4.1. Comoound and derived products with verv small particle size (homoseneous

distrlbution of aflatoxin gontaminatipn)

- Attention! the aflatoxin contamlnation in fig paste is in many cases trot homogeneously

distributed. Therefore the sampling procedure as mentioned in this point is not applicable

in lig paste and the sampling procedure as described for dried figs in II.7.1, II.1.2, and

II.7.3. applies.

- Number of incremental samples: 100. For lots of less than 50 tonnes the number of incretnental

samples should be l0 to 100, depending on the lot weight: see table 3)
- The weight of the incremental sample is about 100 grams.

- Weight of the aggregate qample = l-10 kg suffrciently rhixed
- For very large consignments the consignment has to be divided into sublots of 100 tonnes for
consignrnents between 50-and 300 tonnes, into three sublots for consignments between 300 and

1500 tonnes and into subiots of500 tonnes for consignments more than 1500 tonnes.

Table 3: Nurnber of incretnental salnples

Lot weight
(fonnes)

N" of incremental Aggregate sample
samnles' weieht fte)

く
一

1

>l_く ■ I

>3‐ ≦10 4

10_≦ 20 6

>20‐ ≦50

IL7,4.2, Comuound and derived nroducts with a relativelv larse narticle size
(heteroseneous distributlon of aflatoxin contamination)

Sarnpling procedure and acceptance as laid down for dried figs. (IL7.l, II.7.2. and II.7.3). This

applies also to fig paste in which the aflatoxin contamination is in many cases not
hornogeneously distributed.

IL?.5, Samplineg[ltried fiss and derivedgoducts in vacuum Dackines6

II.7.5.1. Dried fies

For lots equal to or more than'15 tonnes at least 50 incremental samples resulting in a 30 kg
aggegate sample shall be taken and for lots of less than 15 tonnes, 50 % of the number of
incrernental samples mentioned in Table 2 shall be taken resulting in an aggregate sample of which

the weight is the weight ofthe aggregate sample.as foreseen in function ofthe size ofthe sarnpled

Iot (see Table 2).

o Bcause of the possible .significant econornic darmge, m altqnative medrod other than the one desqibed in this

setion rmy be applied in case the individual vacurm packings are laryo thal l0 kg.



II.7.5.2, Products derived from or containine liss with snall narticle size

For lots equal 1o or lnore than 50 tonnes at least 25 incrernental samples resulting in a l0 kg
ag$egate samille shall be taken and for lots less than 50 tonnes, 25 % ofthe number ofincretnental
sarnples mentioned in Table 3 shall be taken resLrlting in an aggregate sample of which the weight
is the weight of the aggregate sample as foreseen in function of the size of the sampled lot (see

Table 3)..

11.8. Samolinq procedure for qroundnuts. other oilseeds. aoricot kernels and
tree nuts (e.,o. hazelnuts. pistachios. Brazil nuts and ahlonds)

II.8.1 General survev qf the method of samolins

Table 4 Subdivision oflots into sublots dependine on product and lot weisht

Commoditv Lot weight
(tonne)

Weight or
number of
sublots

N° of

increlhental

s■ Innlec

Aggregate
sample
weisht (ke)

Groundnuts.
other oilseeds,
apricot kernels
and tree nuts

≧500
>125 andく 500

≧15 and≦ 125

く15

I00 tonnes
5 sublots
25 tonnes 100

10‐ 100←able 5)

２０
２０
２０
型

II.8,2 Method of samplinq for lots 2 15 tonnes

- On condition that the sublot can be separated physically, each lot must be subdivided into sublots

foltowing Table 4, Taking into account that the weight of the lot is not always an exact multiple

of the weight of the sublots, the weight of the sublot may vary from the mentioned weight by a

rnaxirnum of 20.%. Of, after the division of a lot into sublots, the weight of the sublot exceeds the

weight of the sublot as indicated in Table 4 by rnore than 20 o/o, the number of sublots has to be

increased, even ifby so doing the weight ofthe sublot is lower than the weight indicated in Table

4).

- Each sublot rnust be sampled'separately.

- Number of incremental satnples: 100. Each incrernental sample weighs 200 grarns.

- Weight of the aggregate sample:20 kg which has to be lg!@g!!y (to avo.id e.g. the

incrimental samplgs nken.from the .frontif the con.rignment heing at the bottom of the aggregate

sample and the sample,s taken .from the back of the consignment being at the top) and onlv
g@lato be divided into two equal laboratory samples of 10 kg before grinding and

homogenisation. This division into two laboratory samples is not necessary in the case of
groundnuts, other oilseeds, apricot kemels and tree nuts to be subjected to sorting, or other physical

teatment before hurnan consunption or use as an ingredient in foodstu{fs (and where clearly

iabelled and treated as such ' see point I t.of the guidance) and in case the equiptnent to

hornogenise 20 kg samples is available.

- Each laboratory sample must ,be separately ground finely to achieve complet€

homogenisation, in accordance with the provisions laid down in Commission Regulation
(EC) 401/2006.
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IL8,3 Method of sampling for lots < l5 tonnes

- ln the case oflots less than 15 tonnes, the number ofincremental samples to be taken depends on

the weight of the lot, with a rninimum of l0 and a maximurn of 100 (see table 5),

Table 5: Number of incremental samples to be talien fron groundnuts, other oilseeds, apricot
kemels and tree nuts for consipnments of less than l 5 tonnes

[,ot weight (tonnes) No of incremental Aggregate sample No of laboratory
samples weight (kg) (in case samples from

.. ofretail packages, aggregate sample
weight of
aggregate sample
can diverse)

< 0.1 (■o division)

>01_く 0, J (no diviS10nb

>0_2‐ ≦05 (no division)
>OS_く :0 6 (no divisiOn)

>1.0‐ ≦2.0 40                8f‐ く12 kg) (■o divisiOn)

>2.0‐ ≦50 2

>5.0‐ ≦100 2

>100‐ ≦150 lCXl 2

- Weight of the aggregate sample: 20 kg which has to be 4q!4g!..!!9gg[!y (to avoid e.g. the
incremental sarnples taken from the.front of the consignment being at the hottom of the aggregate
sample and the samples taken.from the.hack of the consignment heing at the top) and onlv
afterwards to be divided into two equal laboratory samples of 10 kg before grinding and
homogenisation, This division into two laboratory saurples is not necessarj/ in the case of
groLrndnuts, other oilseeds, apricot kemels and tree nuts to be subjected to sorting, or other physical
treatment before human consurnption or use as an ingredient in foodstulh (and where clearly
labelled and treated as such - see point I l. ofthe guidance) and in case the equipnent to
homogenise 20 kg sarnples is available.

ln cases where the aggegate saruple weights are less than 20 kg, the aggregate sample must be
divided into laboratory samples according to the fsllswing guidance:

* < 12 kg: no division into laloratory samples
* >12 kg: division into two laboratory samples

- Each laboratory sample must be separately glound finely to achieve complete
homogenlsation, in accordance with the provisions laid down in Commission Regulation
(EC) 401/2006.

IL8,4. , Sqmnlins of derived nrodpcts and comoound foods

II.8,4.1. Comoound snd derived nroducts (other than vesetable oils) with verv small

-Numberof incrementalsamples: 100. Forlotsof lessthan 50tonneslhenumberof incremental
samples should be l0 to 100, dependilg on the lot weight: see table 6)
- The weight of the incrernental sample is about 100 grams.

- Weight of the ag$egate sarnple: l-10 kg sufiiciently mixed
- For very large consignments the consignment has to be divided intg sublots of 100 tonnes for
consignments between 50 and 300 tonnes, into three sublots for consignrnents between 300 and

I 500 tonnes and into sublots of 500 tonnes for consignrnents tnore than 1 500 tormes.

Table 6: Number of incremental samDles

Lot weight
(tonnes)

No of incremental Aggregate sample
samnles weisht (ks)

1

>1‐ ≦3

>3‐ ≦10

>10‐ ≦20

>20‐ ≦50

I[.8.4.2. Comnound antl derived nroducts with a relativelv larse narticle size

iheteroseneous dlstribution of aflatoxin contamilratlon)

Sampling procedure and acceptdnce as laid down for the raw agricultural product.

II.8,5. Samolins ofgroundonuts. other oilseeds. apricot kernels. tree nuts and derived
nroducts in vacuum Dacks'

IL8,5,1;Pistachios. erouirdnuts and Brazil nuts

For lots equal to or more than 15 tonnes at least 50 incremental samples resulting in a 20 kg
aggregate sarnple,shall be taken and for lots ofless than 15 tonnes, 50Yo of the number of
incrementai samples mentioned in Table 5 shall be taken resulting in an aggregate sample of which
the weight is the weight ofthe aggregate sample as foreseen in function ofthe size ofthe sampled

lot (see Table 5).

II.8.5.2. Apricot kernels. tree nuts other than pistachios and Brazil nuts. oilseeds other than
Deanuts

For lots equal to or more than 15 tonnes at least 25 incremental salnples resulting in a 20 kg
aggregate sample shall be taken and for lots less than 15 tonnes, 25 o/o ofthe nu$ber ofincremental

t Becaue of the possible significant ecouomic damage, m altmative method othq thm flre one descibed in this

section my be applied in case ihe hdividual vacuum packings are larger thm l0 kg.



sarnples mentioned in Table 5 shall be taken resulting in an aggregate sarnple of which the weight
is the weight of the aggregate sarnple as foreseen in function of the size of the sampled lot (see

Table 5).

II'8.5.3' Products derived from or containing tree nuts. apricot kernels. groundnuts and
other oilseeds with small particle size

For Iots equal to or nrore than 50 tonnes at least 25 incremental samples resulting in a l0 kg
aggegate sample shall be taken and for lots less than 50 tonnes, 25 % ofthe number ofincrernental

samples mentioned in Table 6 shall be taken resulting in an aggregate sarnple of which the weight

is the weight of the aggregate sample as foreseen in function of the size of the sampled lot (see

Table 6).

11.9. Samplinq procedure for spices

This rnethod of sarnpling is of application for the official control of the raaximum levels

established for ochratoxin A, allatoxin Bl and total aflatoxins in spices. The weight of the

incremental sarnple shall be about 100 grarns

I[.9,1. General method of samoline for soices

Table 7 Subdivision oflots into sublots depending on product and lot weight

Commodity Lot weight (ton) Weight or
number of
sublots

N.
lncremental
samples

Aggregate
sample
weight rkJ

Spices ≧15

く15

25 tormes 100

5‐ 100■

10

0.5‐ 10

* Depending on the lot weight - see table I

11.9.2 Method of sampline for spices (lots ) 15 tonnes)

- On condition that the sublot can be separated physically, each lot shall-be subdivided into sublots

following table 7. Taking into account that the weight of the lot is not always an exact multipie of
the weigbt of the sublots, the weight of the sublot rnay exceed the rnentioned weight by a rnaximurn

of20%o.

- Each sublot shall be sarupled separately.

- Number of incremental samples: 100. Weight of the incremental sample: 100 g

- Weighl of the aggregate sarnple = l0 kg

- If it is not possible to carry out the melhod of sampling described above because of the

unacceptable commercial consequences resulting from danuge to the lot (because of packagilg
foms, means of transport, etc.) an altemative rnethod of sampling rnay be applied provided that it is
as representative as possible and is fully described and docunented as discussed above.

‐33‐
_34‐

IL9.3. Method of sampline for sDices (lots < 15 ton+es)

For lots of spices less tlran 15 tormes the sampling plan shall be 5 to 100 incrernental samples'

depending on the lot weight, resulting in an aggegate sample of 0.5 to l0 kg

The figures in the following table can be used to delermine the nurnber of incremental satnples to

be taken.
Table 8 Number of incremental sarnples to. be taken depending on the weight of the lot of spices

Lot weight (tonnes) No of incremental Aggregate sample
crmnlps weiqht (kg)

≦001 5

>001‐ ≦0_1 1

>01‐ ≦02
>02‐ ≦05 2

>05‐ ≦10 3

>!0_≦ 20
>2.0‐ ≦50 6

>50-≦ 100 8

>100‐ ≦1510

For iots equal to or morc than 15 tonnes at least 25 incremental samples resuiting in a l0 kg

aggegate sample shall be taken and for lots less than 15 tonnes, 25 %o ofthe number ofincremental

sarnples mentioned in Table 8 shall be taken resulting in an aggregate sarnple of which the weight

i.s the weight of the aggregate sample as foreseen in function of the size of the sampled lot (see

Table 8).

ll. 10. Samoling prgcedure for dried fruit other than 4ried fiqs

This rnethod of sampLing is of application for the official conlroi of the maximutn levels

established for aflatoxin B I and total aflatoxins in dried fruit other than dried figs

II.10.1. Generat method of samplins dried fruit. with the exception of fiss

Table 9: Subdivision oflots into sublots depending on product and lot weight

Commodity Lot weight (ton) Weight or
number of
sublots

No of
incremental
qnmnlet

Aggrega"
sample
weiσ ht rk●ヽ

Dried fruit other
than dried lies

≧15

く15

15・ 30 tollllcs 100

10-100*

10

1-10

* Depending on the lot weight - see table l0



II.10,2. Method of samnlins for dried fruit Oots ) 15 tonnes). with the excention of dried fiqs

- On condition that the sublot can be separated physically, each lot shali be subdivided into sublots
following Table 9. Taking into accorurt that the weight of the lot is not always an exact rnultiple of
the weight of the subiots, the weight ofthe sublot rnay exceed.lhe mentioned weight by a tnaximum
of20Yo.

- Each sublot shall be sampled separately.

- Nurnber of incremental sarnples: 100.

- The weight of the incrernental sample shall be about 100 grams

- Weight of the aggregate sample = l0 kg

I[.10.3.Method of samplinq for drled fruit (lots < 15 tonngs). with the exception of dried fies

For dried fruit lots, with the exception ofdried figs, less than 15 tonnes the sampling plan shall be

used with l0 to 100 incremental samples, depending on the lot weight, resulting ia an aggregate

sarnple of I to l0 kg. The weight ofthe incremental sarnpie shaii be about 100 grams.

The figures in the following Table l0 can be used to detemine the number of incremental sarnples

to be taken.

Table 10: Number of incremental samples to be taken depending on the weight of the lot of dried

fruit other than dried fiss .

Lot weight (tonnes) No of incremental . Aggregate sample
sarnnles rveisht (ks)

≦01 1

>0.1‐ ≦02
>02‐ ≦0.5

>05‐ ≦10
>1.0‐ ≦20
>20‐ ≦50
>5.0‐ ≦100
>100‐ ≦150

II.10.4 Samnlins of dried fiuit other than dried figs traded in vacuum oacks

For lots equal to or more than 15 tonnes at least 25 incrernental satnples resulting in a l0 kg
aggregate sample shall be taken and for lots less than I 5 tonnes, 25 o/o of the number ofincremental
samples mentioned in Table l0 shall be taken resulting in an aggregate sample of which the weight
conesponds to the weight ofthe sarnpled lot (see table l0).
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11.11. Samolinq orocedure for veqetablq oil

This method of sarnpling is of application for the official control of the rnaxirnum levels

established for mycotoxins, in particular aflatoxin Bl, aflatoxin total and zearalenone in
vegetable oils.

- The weight of the rnffemental sample shall be at ieast about 100 grams (ml) (depending of the

nature ofthe consignment e.g. vegetable oil in bulk, at least 3 incremental samples ofabout 350

ml have to be taken ), resulting in an aggregate sample ofat least I kg (lihe).

- The minimum number of incremental sarnples to be taken from the lot shall be as given in Table

ll. The lot shall be thoroughly mixed insofar possible by either rnanual or mechanical means

imnrediately prior to sarnpling. In this case, a homogeneous distribution ofaflatoxin/mycotoxin
can be assuned within a given lot, it is therefore sufficient to take three incremental samples

frorn a lot to form the aggregate sample.

Table I I : Minirnum nurnber of incremental samoles to be taken frorn the lot

Form of commer-
cialisation

Weight Oflot(in kgD

Volume oflot〔 n litres)

Minimum numberof
incremental samples to

be taken
3

Dackases

Dackages >501o500
>500

* On condition that the sublot can be separated physically, Iarge bulk
consignrnents/lots of vegetable oils shall be subdivided into sublots as foreseen in
table 12.
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Table 12:Subdivisioll oflots illto subbtS deDendhg o■ bt weight

Commodity Lot weight (tonne)
Weight or
number of

sublots

MinimumN"
incremental

samples

Minirnuin
aggregate

sample
weipht (ks)

Vegetafle oils ≧1500
>300 alldく 1500

≧50 and≦ 300
<50

500 tonnes
3 sublots
100 tomes

1

1

1

1



Method of sarnpline for veeetable oils at retail staee : Where the procedure of sampling
as described above is not possible, other effective ruethods of sarnpling at retail stage

nray be used provided that they ensure that the aggregate sample is suffrciently
representative ofthe sarnpled iot and is fully described and documented. In any case, the
aggregate sample shall be at least I kg'.

Several specific packing/hading fonns have been identified
procedure is nol applicable:
- iarge bags, large boxes

- wrapped pallets

- paste (hazelnut paste . . . )
- packing under COz

for which the nornral sampling

RECOMMENDATION

- To identify other common special forms of packing to which the normal stmpling procedure
appears not to be applicable and for which the establishment of a common specilic sampling
procedure (such as the one outlined for vacuum packs ) is appropriate,

For exarnple, a consignrnent of20 tonnes ofhazelnut paste traded in 100 banels, each of200 kg. A
sampling procedure applied by a Member State consists of taking incrernental samples from l0
barrels (different layers within a barrel) resulting in an aggregate sarnple of6 kg (10 x 600 g).

Furthennore, the sarnpling procedure should also take into account other legifirnate factors such as

hygiene. For example, the sarnpling of a paste carried out in tanker lorries wilh openings at the

bottom and the top. Sarnpling frorn the bottom opening could cause hygiene problems due to plug-
building, and therefore it is preferable in such cases to take saurples frorn the top opening at three
levels in the tank (bottorq middle and top)

Competent authorities and other bodies and or*"t rJ,roo. concerned are encouraged to
provide Commission services with information on best practices of sampling procedures

currently applied or applicable on these specific forms of packing accornpanied where
appropriate by reports of experience in applytng this sampling procedure. Competent
authorities and other bodies and organisations concernid are also encouraged to provide
information and description of available sampling equipment,

The information should be provided to Frans Verstmete, European Comrnission, Health and

Consumers DC, preferably by @mall (Frans.Versttaclefriec.eutooa.eu) or by fax (+32-2
299.18.56), or by rnail (European Cornmission - Office F l0l 04/56 - B- 1049 Brusseis)

E h case the portion to be sarnpled is so small {rat it is impossible to obtain ru aggrcgate sarnple of I kg, the

aggregate sample weight rnight be less dran I kg.
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After discussion of the information supplied in the competent Expert Cornrnittee, that information

will be included in the guidance document under this chapter.

11.13. Period of detention

Any consignmenl of a commodity covered tiy the safeguard lneasure that is to be subjected to
sarnpling and analysis may be detained from the moment the consignment is offered for irnporl

and physically available for sarnpling (physically available for sampling means that the
consignment is physically available and can be sampled without danger for th€ sampling
ollicial. In case the consignment has been fumigated. then the consienment is considered as

the Union for a maxirnum of 15 working days (3 weeks of calendar days). This maximuu
period of 15 days is only appiicable to the ofiicial sampling and does not include the additional

time needed when a second analysis is required by the operator.

ln the Member States where the procedure for right for second opinion inciudes the possibility bf
analysing a rcference sample (see point tI.2l.(2), the analysis ofthis reference sample should be

perforrned within 15 working days after the favourable result ofthe defence sample is krown by
tbe cornpetent authority.
During the period ofdetention,.necessary guarantees are to be taken to ensure that consigrunents

are kept in appropriate storage conditions (low humidity and temperatures), preventing thereby a
secondary aflatoxin formation and quality deterioration.

For some specific derived and compound foodstuffs covered by tbe provisions of Commission
Regulation (EC) lI52l2O09 the shelf life is so short that the maximum detention period

should be shortened. Member States take the necessary measures to ensur'e that the control
on foodstuffs with a short expiry date is performed in such a way that the consignment
needs only to be blocked for a.very limited period so that the foodstuff remains marketable
after control and having bden found compliant (expiry date not passed)

It concerns in particular the derived and compound foodstuffi, mentioned in Annex XI of
this Guidance documeilt

11.14. Samole oreparation /i for direct human gonsumotion // to be subiected
to sortinq and/or other phvsical treatment (see above)

II.14.1 Mixins of the samnle

The sample must be thoroughly mixed but not ground before dividing the sample into
Iaboratory sample(s) jl the case of products intended for direct human consumption. (This can be

done when the sample is collected or in the laboratory).

At the place of sarnpling the sarnple is clearly labelled and the aggregate sample or the laboratory
sample(s) are sealed. This subdivision into laboratory sample(s) can also be performed in the

laboratorv.



II.14.2. Treritment of the sample as received in the laboratorv

The aggregate sample or the laboralory sarnple(s) must arrive sealed at the laboratory in an

opaque bag/container (as aflatoxins break down under the influence of ultra-violet light/daylight).

It must be clearly mentioned on the document accompanying the sample if the consignment is
intended for direct human consumption or to be subjected to sortiag and/or other physical
treatment before human consumption.

Where the consignrnent is intended for direct burnan consumption:
- sample anived at the laboratory as laboratory sample(s): proceed with hornogenisation
procedure;
- sarnple arrived at the laboratory as aggregate sample: aggregate sarnple musi be first divided
into separate laboratory sample(s) before proceeding with the homogenisation procedure

IL14,3. Homoeenisation orocedure

Finely grind each entire laboratory sample completely (and 4q! only a part of it) using a proQess

that has been dernonstrated to achieve cornplete hornogenisation' (see below).

The wet grindilg and hornogenisation process, which results in rnost cases in slurry, which is
more homogeneous than can be obtained by a dry ginding and homogenisation process, is
recomrnended.

As the homogenisation procedure might result in a slurry which is subject to microbial
degradation, it is appropriate that the homogenised laboratory sarnples as well the analytical
samples taken from the homogenised sarnple are stored and transported in such conditions that

microbial contarirination and growth is excluded.

ILl4,4.Accreditation - standard operation procedure:

The sample preparation nust be available at the laboratory as a Standard Operation Procedure
(SOP) and rnust be covered by the accreditation. The laboratory must be able to demonstrate that
the honrogenisation procedure used achieves complete homogenisation. This can be demonshated
by taking different analytical samples at diffeient locations in the hornogenised laboratory sample
and analyse for the aflatoxin content. The levels ofaflatoxins analysed il the different analytical
samples from one homogenised laboratory sarnple should be within the range ofthe variability of
the method.

t1.15. Samples for defenc6 and reference purposes

Ill5.l,Defence and reference samnles taken from the homosenised ldboratorv sample

Samples for defence and reference puposes are taken from the homogenised laboratory samples-
see provisions in Commission Regulation @C) 401/2006 - Annex I, point 4.3.6

" The grinditrg .step fog hornogenization as part of sanple prepuation can be perfonned duLside the
laboratory, but the premise *;here the grinding is perfomed rnust have the appropriate grinding equipment,
envirorunent and protcol for homogerrization.
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In the case of products intended for direct human consumption, one analytical sample' one

defence sarnple and one reference sample (in quantities needed according to GLP) are taken of
each Iaboralory sample.

So, for every aggregate sample taken from a batch of nuts intended for direct human

consurnption, nine sarnples in total are obtained from the hotnogenised laboratory samples, that

are three analytical sarnples, three defence samples, three reference satnples.

Since the defence and the reference samples are obtain€d from the hornogenised sub-

samples they can only be obtained from the laboratory.

Dilferent rules are applicable in the Member States regarding the obligatory presence in the

Iaboratory ofan official inspector and the food business operator when the defence and reference

samples are taken.

As the homogenisation procedure might result i:r a sluny, which is subject to microbial
degradation, it is appropriate that the hornogenised laboratory samples as well the replicate

samples taken frorn the homogenised sample are stored and transported in such conditions that

microbial contarnination and growth is excluded.

The following papefs, the fi$t of which was produced by the European Cornmittee for

Standandisation (CEN) provide further infonnation:

o "sample comrninution for mycotoxin analysis: Dry milling or sluny mixing?"
M.C. Spanjer ei al. (2006) Food Additives and Contaminants, 23, 73 - 83.

o. "Use ofwater slurries in aflatoxin analysis"
J. Velsaco and S. L. Morris (1976) J. Agric. Food Chern., 24, 86 - 88.



*Sampling of dried rlgs fOr direct hulnan consumption

Samples for enforcement, defence and reference taken ftom homogenised
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NB: Each of the 3 €nforcement samples have to be cornpliant for a consignment to be
accepted

* Sampling of groundnuts, other oilseeds, apricot kernels and tree nuts for direct human
consumption

Samples for enforcement, def ence and ref erencetaken from homogenised
laboratory or sub samp les
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II.15.2. Defence and reference samnles are taken at the ulace ofsamolins

In two Member States (Spain and Gerrnany because of their additional nationai legislation as

regards the rights of the operator which is not ovem.rled by Commission Regulation (EC)

401/2006), it is stipirlated that the defence'and reference samples have to be taken frorn the

consigrunent in the piesence of the operator, including in the case of sampling for aflatoxin
analysis. Conmission Regulation @C) 401/2006 provides for that possibility.

If this is the case then the sarnpling procedure as outlined in [I.7 and II.8 must be applied, on the
understanding that, for example, 2 x 100 (for official -f defence sample) or 3 x 100 (for official +
defence + reference sample) incremental sanples must be taken, resulting in two or three

aggegale samples of 20 or 30 kg. Each aggr€gate sampie must be further processed as outlined
above.

As the hornogenisation procedure rnight result in a slurry, which is subject to microbial
degradation, it is appropriate that the hornogenised laboratory samples as well the analytical
samples taken fiom the homogenised sarnple are stored and transported in such conditions that

rnicrobial contamination and growth are excluded

*

Samples for enforcement, defence and reference taken parallel
from the consignment
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NB: Each of the 3 enforcement samples has to be compliant for a consignment.to be
accepted



* Sampling of groundnuts, other oilseeds, apricot kernels and tree nuts for direct human
consumpti0n

Samples for enforcement, defence and reference taken parallel
from lhe consignment
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NB: Each of the 2 enforcement samples has to be compliant for a consignment. to be
accepted

ll.'t 6. Reouirements laboratories

Regulation (EC) 882/2004 provides in article 12 that the competent authority designate
laboratories that may carry out the analysis of sarnples taking during official controls.

However colnpetent authorities rnay only designate laboratories that operale and arb assessed and
accredited in accordance with the following European Standards

- EN ISO/IEC 17025 on "General requirernents for the competence of testing and calibration
laboratories"

- EN ISO/IEC l70l I on "Ceneral requirernents for accreditation bodies accrediting conforruity
assessnent bodies".

It is also ofmajor importance that the laboratories have Standard Operating Procedures (SOP),

not only for the analysis itself but also for the sample preparation, extraction/clean-up and
q uantification procedures.
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As part ofthe official control, analysis ofthe enforcement sample and also the analysis ofthe
defence sarnple when the analyticalresult ofthe defence sample supersedes the analytical result

of the enforcement sample (see tr.21 point l), must be performed by a laboratory that is
accredited eed is an official laboratory $elonging to the Competent Authority shuctule) or a

laboratory designated by the competent aJthority. The Cornpetent Authority should ensure that

any such designated laboratories fully meet the criteria established The food business operator

has the right to select an oflicial laboratory or a laboratory from the list of laboratories designated

by the competent authority for analysis of samples laken during offrcial conhol for the analysis of
tlie defence samole 

lo.

ln other cases (see point II.21. point 2 and 3) than the one rnentioned above, the analysis ofthe
defence sample must be perfoirned by a laboratory that is accredited. The food business operator

has the right to select a laboratory that is accredited for the analysis ofthe defence sarnple.

However, it has to be noted that when ajudicial procedure has been initiated following a dispute,

the judicial authorities decide upon the procedre to be followed.

t0 ln Porfugal and Creece, in case the food busiuess opemtor request-s the analysis of&e defence sample, the analysis

is perfonned in the offcial labomtory il the presence ofan analytical exput, appointed by the food business

operator.



11.17. Requirementp qoverninq the method of analvsis

The method of analysis used by the laboratory luust cotnply with the perfbnnance criteria iaid
down in point 4 of Annex II to Regulation (EC) 401/2006. The laboratory must be able to provide

the evidence that the rnethod of analysis used does comply with the established performance

criteria.

II.17.1. Performance criteria as laid down in iommission Reeulation (EC) 401/2006

the selected rnethod rneets the fol

Criterion
Concentration

Rnnoe
Recommended Maximum

oermitted Value
Blanks All ioihie

Recoverv - Aflatoxin Ml 001-00511贅/k, 60 to 120 0/●

>005●g/kg 70 to l10 0/0

Recovery ― Aflatoxuls Bl,
Bぅ 、Gl,Gぅ

く1.O μttkg 50 to 120° /0

1‐ 10● L7/kg 70 to l10 1‰

>10 μttR 80 to l10 0/0

Precision RSDp All As derived li'om
Horwitz Equation

2 x valtle dcr市 od

from    HbnVitz

Precision RSD, may be calculated as 0.66 times Precision RSDp at the concentration of
interest

Values to apply to borh B r'and sum of B I + B1 i C 1 + Q2.

Ifstuns ofindividual aflatoxins Br + 82 + Gr + C2 are to be reported, then the response ofeach to the

analytical'system must be either known or equivalent.

The detection limits ofthe methods used are not stated since the precision values are given at the

concentrations of inlerest

The preciSion valugs are calculated ftom rhe Horwitz equation i.e.:

(l -0.5losC)
RSD =2'

R

where:

* RSDR is the relative standard deviation calculated from results generated under

reproducibility conditions 1(sp / i1 x tool

* C is the concentation ralio (i.e. I = l00g/100g. 0.001 = 1000 mg/fu)

This is a genemlised precision equation which has been found to be iudependent of analyle and

matdx but solely dependent on concentation for most rouline meihods of analysis.

[[.1?.2. Delinitions

The rnost commonly quoied precision pararnetels are repeatability and reproducibility.

Repeatability, the value below which the absolute difference between two silgle test

results obtained under repeatability conditions (i.e. sarne sanple, same operator, same

apparatus, sarne laboratory, and short interval oftirne) may be exp€cted to lie within a

specificprobability (typically 95%) and hence r = 2.8 x sr.

sr = Standard deviation, calculated fromresults generated underrepeatability conditions.

RSDI = Relative standard deviation, calculated frorn results generated under repeatability

conditions (E /x) x 100], where x is the average ofresults over all samples anaiysed

under the same conditio:rs within one laboratory.

R: Reproducibility, the value below which the absolute difference between single test

results obtained under reproducibility conditions (i.e. on identical material obtained

by operators in different laboratories, using the standardised test rnethod) may be

expected to lie within a certain probability (typically 957o); R:2.8 x sp'

Standard deviation, calculated from results under reproducibility conditions.

Reiative standard deviation calculated from results generated under reproducibility

conditions 1(sp /i) x 100] where i it th. average ofresults over all laboratories and

sarnples.

SR=

RSDR=



11.18. Precautions to be taken and calculation of the analvtical result with
reqard to the edible part of the foodstuff

II.18.1. Precautions

Daylight should be excluded as rnuch as possible during the whole procedure of tansport of
sanple, sample preparation and analysis, since aflatoxin gradually breaks down under the

influence of ultaviolet light. As the distribution of aflatoxin is exhemely non-honogeneous,
samples should be prepared - and especially hornogenised - with extreme care.

AII the material received by the laboratory is to be used for the preparation of the
homogenised sample.

IL18,2. Calculation of nroportion of shelVkernel of whole nuts

The limits estabLished for aflatoxins in Cornrnission Reguiation (EC) No 188l/2006 setting
maximum levels for certain contamirants in foodstuffs apply to the edible part.

The level ofaflatoxins in the edible part can be detennined as follows:

- samples ofnuts "in sheli" can be shelled and the level ofaflatoxins is determined in the edible
part.

- the nuts "in shell" can be taken through the sarnple preparation procedwe. The sampling and
analytical procedure firusl eslimate the weight of nut kemel in the aggregate sample. The
weiglrt ofnut kernel in the aggregate sample is estirnated after establishing a suitable factor
for the proportion ofnut shell to nut kernel in whole nuts. This proportion is used to ascertain
the amount of kemel in the bulk sarnple takenthrough the sarnple preparation and analysis
procedure.

- 
Approxirnately 100 whole nuts are taken at random separately frorn the lot or are to be put

aside from each aggregate sarnple. The ratio may, for each laboratory sample, be obtained by
weighing the whole nuts, shelling and re-weighing the shell and kernel portions.
However, the proportion of sbell to kernel rnay be established by the laboratory torn a

number of samples and so can be assumed for future analytical work. But if a particular
laboratory sample is found not to cornply with the maximum level, only slightly exceeding
the maximum level, the proportion should be determined for that sample using the approx.
.100 nuts that have been set aside.

Example: @ the nuts in shell have gone through the sample preparation procedure and
the ratio nut shell/nut kernel is 50/50 and if the analytical result in the test rnaterial is 1,5
pgkC of allatoxiri 81, recalculation bf this amount of aflatoxin 81 to ttre edible part is 1.5

1rgx2 = 3 pglkg,
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ATTENTION: Recent scientiflc evidence has demonstated that a part of the aflatoxin

contamination can be found on the shell of Brazil nuts. Therefore, it is appropriate to take into

account this recent scientific infonr:ation.
Therefore in case Brazil nuts in shell are to be controlled, and as the rnaximum level for
aflatoxins is applicable on the edible part (kernels), the nuts should be shelled and the

aflatoxin analysis should be performed on the kernels (good and bad). The extra costs for
shelling the sample of Brazil nuts in shell shall be borne by the food business operator.

11.19. Reoortinq of results

The analytical result is to be reported corrected or uncortected for recovery. The manner of
reporting-and the level ofrecovery must be reported. The analytical result corected for recovery

is used for checking compliance.

The analytical result has to be reported a5 I +/- U, where x is the analytical result and U is the

expanded rneasurement rmcertainty, using a covelage factor of 2 which gives a level of
confidence ofapproximately 95 7o.

Important infortnation on these itetns can be found ir the document

"Report on the relationship between analytichl results, measuement uncertainty, recovery factors

and the provisions in EU Food and Feed legislation with particular focus on the Union legislation

conceming

- contaminants in food (Council Regulation (EEC) No 315/93 of 8 February 1993 laying down

Cormnunity procedures for contaminanls in food")

- undesirable substances in feed (Directive 2002/32lEC of the European Parliament and of the

Council of 7 May 2002 on mdesirable substances in animal feed'')"

The document is available at the SANCO Food Safety website:
lrfirr://ec-eru-orra.eu/lborl/lbod/chen:icrlsai'etv/contattritrants/retrofi-satupling analvsis-?004-etr.pdf

lj Offcial Jounlal oFdle European Col■ lllunides,L37,1321993,pl
12 0fflcial」 ounlal ofthe Europeatl Colmnullides,L140,305.2002,110



11.20. Acceptance of a lot or sublot and interpretation of results

- For dried figs, groundnuts, other oilseeds, apricot kernels and tree nuts subjected to a

sorting or other physical treatment and spices:

- acceptance ifthe aggregate sarnple orthe average ofthe laboratory samples conforns
to the maximum limit, taking into account the expanded measurement mcertainty and
the corrpction for recovery,

- rejection ifthe aggregate sarnple or the average ofthe taboratory sanples exceeds the' maxirnum limit beyond reasonable doubt taking into account the expanded
neasurement uncertainty and correction for recovery*.

* For dried frgs, groundnuts, other oilseeds, apricot kernels and tee nuts intended for diiect
human consurnption :

- acceptance if none of the laboratory samples exceeds the maximum limit, taking into
account the expanded neasuement uncertainty and the correction for recovery,

- rejection if bne or urore of the laboralory sarnples exceeds the rnaxirnurn limit
beyond reasonable doubt taking irrto account the expanded measurement
uncertainty and correction for recovery*,

- Where the aggregate sanple is equal to or below l0 kg:

- acceptance if the aggregate sample confonns to the maxirnum lindt, taking into
. account the expanded measurement uncertainty and the correction for recovery,

- rejection if the aggregate sarnple exceeds the rnaximum lirnit beyond reasonable
doubt taking into account the expanded measurement uncertainty and correction
for recovery*.

* The expanded measr.rement uncertainty should be subtracted from the analytical result afier
correction forrecovery. This result is the analytical result which should be used whenjudging
compliance of a consignrnent with EU legislation.

The present interpretation rules of the analvtical result in view of acceptance or reiection of
the lot applv to the analvtical result obtained on the sample for official control, In case of
analvsis for defence or reference DurDoses. the national rules apnlv,
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Ad4itional exolpnatorry information

Interpretation of the expanded measurement unceltainty when considering compliance with
a statutory limi! where the circle is the analytical result.

maxlmum
‖mit

(i)
R6sult less
uncertainty
above limit

( ii)
Result

above limit
but limit
within

unc€rtainty

(iii) (iv)
Result below Result plus

limit but limit uncertainty
within below limit

unc€rtainty

Action: reject accept accept occept

Examnle on the Use of exoanded Measurehent Uncertaintv (MU)

The analysis of three different batches of paprika gave the following results for aflatoxin Bl
(analvtical results :

l. 3.0 ,rgXg(40%MfD:3.0 + 1.2 pgikgi.e. range 1.8 -  .2 pelke
2. 6.0 1tg/kg(40% MtD = 6.9 1 2.4 1tgkgi.e. range 3.6 - 8.a pglke
3. 9.0 pslkeg0% MLD = 9.0 * 3.0 pdkci.e. range 5.4 - 12.6 pelks

The result for batch I is below the limit (5 Fg/kg aflatoxin Bt) both with and without expanded
measurement uncertainty being taken into account. This sarnple is therefore compliant with the
maxirnunr limit.

The reported result for batch 2 is above the statutory lirnit, but the true value for this analysii lays
in the range 3.6 - 8.4 pglkg. This sample is considered gegpl&nll, as.it is not beyond reasonable
doubt that the maxirnum lirnit has actually been exceeded.

The reported result for batch 3 is once again above the statutory limit and the range of values
obtained, taking into account the expanded measurement uncedainty is also above the limit. This
sample is therefore non-compliant.



Examnle on the Use of exnanded illeasurement Uncertaintv (MlD and correction for
recoverY

The analysis ofdifferent batches ofpaprika gave the following results for aflatoxin Bl (analytical
results stiii to be corrected for recovery):

1. 3.0 pglkg (40% MU ,75 %6 recovery): 4.0 + 1.6 pglkg i.e. range 2.4 - 5.6 ltglkg
2. 3.0 pg/kg (40% MU, I l0 % reco:iery):2;7 + 1.1 pg/kg i.e. range 1,6 - 3.8 pg/kg
3 6.0 pglkg (40%MU,75 % recovery) : 8.0 + 3.2 pglkC i.e. range 4.8 - 11.2 pglkg
4, 6.0 Fglrlg( 40% MU, I l0 % recovery) = 5.5 +2.2 Fe/kg ie. range 3.3 -7.7 pglkg.
5 . 9.0 ;r/kg (40% MU, 75 % recovery) : 12.0 * 4.8 pg/kg i.e. range 7 .2 - 16.8 ytglkg
6. 9.0 pg/kg (40% MU, 110 % recovery) = 8.2 + 3.3 pg/tg i.e. range 4.9 - 11.5 pg/kg

Foliowing samples are considered to be g4p!!g4! with the maximum levels: L, 2,3, 4, 6,
Following samples are considered to be qggq!!4! with the maximum levels: 5

ll. 21. Riqht of second opinion for the operator in case of non-comoliance

The right of a second opinion for operators in the case ofthe official sample beirg found non-
compliant is provided for ia Article Il(5) of Regulation (EC) 882/2004. The analysib of the
defence sample must be perfonned in an offrcial laboratory or a laboratory desipated by the
conpetent authority, or it is sufficient that the laboratory is accredited according to the case. In all
cases the laboratory must be accredited or must have adequate quality control procedures il place
(see point lI. I 5).

The taking ofthe defence and reference sarnples is addressed in point tr.14.

Four approaches can be identified within the Member States if the defence sampie generates a

cornplianl resull

l) the consigunent is considered cornpliant and released (the result of the defence samples
supersedes the outcome of the official result). This approach is followed in France, Greece,
Sweden, Belgiutq and Finland

2) the reference sarnple is analysed in the national rcfereDce laboratory. Ifthe analytical result is

compliant with the legisladon, the consignment is considered cornpliant and released. This
approach is followed rn UK, Estonia, Huogary, Spain, Poland Czech Republic, The Netherlands,
Portugal, Ireland, Slovak Republic, Romania, Italy, and Latvia

3) the operator must challenge the analytical result of the official sample before a Court. This
approach is followed in Denrnark, Slovenia, Cermany,.Luxembourg, and Lithuania

4) the operator must demonstrate that the consignment is cornpliant by organising at least an

additional sampling of the lot and analysis of these samples by an accrediled laboratory,
associated with an expert approved by the cornpetent authority to cary out expertise on such

samples taken during official contols. Ifthe analytical result is conpliant with the legisiation, the
rest of the consigrunent is considered cornpliant and released. This approach is followed in
Austria.
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11.22. Notification to the Rapid Alert Svstem for Food and Feed (FASFF)

Regulation (EC) No I7 8/2002 of the Euiopean Parliament and of the Council of 28 January 2002

laying down the general principles and requirements offood law, estab.lishing the European Food

Safetly Ruthority-*a tuyiog down procedures in matters of food safetyr3 established a Rapid alert

systein for the notification of a direct or indirect risk to hurnan health derivilg frorn food or feed

as a network.

Each observed tron-compliarce shall be immediately notified to the Commission under the

rapid alert system. The Commission shall tansmit this information immediately to the tnembers

of the network;

Notification to the RASFF of failures on documentary check
* minor issues: failures have to be notified to the RASFF but wiil not necessmily be circulated
wjthin the RASFF systern
* faiiures indicating a possible fraud or.possible recunent problems: faiiures have to be notified
to the RASFF and these notifications will in principle be circulated for infortnation within the

RASFF systeru

The Mernber States shall aiso notify the Commission mder the rapid alert system of any measure

they have taken, including rejection of a consignment of food by a competent authority at an

designaled point of import within the European Union, aimed at restricting the placing on the

market or forcing the withdrawal from the market or the recall of food in order to protect public

health.

The Melrber States shall irnmediately inform the Cornmission of the action implemented or
lneasures taken following receipt of the notifications and supplernenlary infonnation transmitted
under the rapid alert system. The Commission shall irnmediately transmit this inforrnation to the

rnernbers of the network.

11.23. Reportino to the Gommission of all analvtical results

Menber States shall submit to the Corunission every three months a report of all analytical
resuits of official controls on consignments of products, subject to the Commission Decision.
This report shall be subrnitted during the month following each quarter (April, July; October,

January).

The results should be provided ner product/product category - countrv of origin
gg[!441!!g, ard will contain per.producVproduct category - country of origin combination
at least following information
- riumber of batches imported (if available)
- number of batches sampled and analysed
- number of batches found to be compliant with EU legislation
- number of batches found to be nou-complianf with EU legislation



11.24 Procedure to be followed for the consiqnment in case of non-
compliance

I[.24.1. General orovision and remark

In the event of a non-compliant consignment, tle health certificate and any other relevant
accompanying document'(specifically relevant for irnport into the EtI) should be made
invalid in every case, by a largered stamp "REFUSED FOR ENTRY INTO TIIE EU" (or a

sirnilar nrarking) The accornpanying document can be rendered null and void by putting on the
health certificale, and on any other relevant accompanying document (specifrcally relevant for
irnport into the EU) including the comrnercial invoice; one of the endorsements provided for in
Articie 29(l) and (2) of Regulation (EC) No 765/2008 of the European Parliament and of the

Council of 9 July 2008 setting out requirenents for accreditation and market surveiilance relatrng
to the rnarketing of products and repealing Regulation (EE C) 339/%14 .

Products covered by Cornmission Regulation (EC) 115212009 can be deemed non-compliant
solely on the grounds ofincorrect documentation.

However, it has to be noted that when a judicial procedure has been initiated following a dispute,
it is the prerogative of the judiciai authorities to decide upon the fate of the non-compliant
consignment.

'Re-dispatch' means the retum of a consignment, which has not been imported into EU tenitory,
to the country of origin or another third cormtry, which has agreed to accept it.

'Re-export' means the exportation of a consignment, which has been imported into E-IJ tenitory
and subsequently been found to be non-complianl.to the county oforigin or another third
comtry, whic-li has agreed to accept it.

However, the following provisions concerning the non-compliant consignments are laid down in
general Union legislation as regards general principles and requirements of food law and offrcial
controls to ensure verification ofcompliance with feed and food law.

''oJ Lzl8, 13.8.2008, p.3o

-54-

II.24,2,Foqd produced within the EU (exDorted) oI food that has been Dut on the EU-
market aftel havins been imoorted (re-exported) r5

Regulation (EC) No 178/2002 ofthe European Parliament and ofthe Council of 28 January

2002 laying down the general principles and requirements of food law, establishi3g the European

Food Safety authority and taying aown procedures in matters of food safetyl6 provides as a

seneral rule in Artlcie 12 thal non-idmpliant consignments @
internal.market can only be re-expoited if they comply with EU food legislation, unless

otherwise required by the authorities, Iegislation or administrative procedures of the

importing country.

The situation referred to is that third countries have set their own Ievel of protection for a

particular food or feed, and exportilg and re-exporting operators must then comply with the

requirements set up by importing countries.

ln this case, the exporting and re-exporting operaton shall subrnit written affrmation or
confirmation of the cornpetent authority of an importing country indicating the following
infonnation:
l. exact and unambiguous identification ofthe food (name, lot number etc.)
2. specification of the shortcoming (e.g. exceeding the limit established by EC legislation for the

particulm conlaminant, declaration of the contaminant content)
3. reference to the relevanl laws, regulations, standards, and other legal and administrative
procedures of the irnporting coLmtry and the rnaximum level or requirernent being in force in the

irnporting country.

Where no requirements are set by the authorities of the importing countries (legislation or
adrninistrative procedures), the food and feed intended for export or re-export must comply with
the relevant requirements ofUnion food iaw.

In all other cases, i.e. if there is no relevant Union food law requirement e.g. there is no

tegulatory limit for aflatoxin in the particular commodity and the third country has not set any

specific requirements applicable to imports, paraqraph 2 ofArticle 12 provides that food and feed

can only be exported or re-exported if.the competent authorities ofthe country ofdestination
have expressly agreed, after having been fully informed of the reasons why the feed and food
could not be put or rernain on the market within the EU.
However, if the food and feed does not comply with the provisions of food/feed gQly legislation
("where foods are injurious to health or feeds are unsafe"), such food and feed cannol be exported

or re-exDorted and safe disposal must be ensured.

Applying these measures by analogy to the case of aflatoxlns, thls means-that a non-
compliant consignment can only be re-exported if the third country of destination has set

specific requirements and the consignment complies with these specific requiretnents of the
inporting country. In all other cases, the consignments cannot be exported or re'exported
and they must b€ disposed of safely.

'-' Reference is rnade to documflt (( Guidmce on the irnplemenhtiou of article.s I l, 1.2, t4, l.?, ttl, 19 and 20 of
Regulation (EC) N' n8n\02 on Cmeral Food Law - Conclusions of {re Stalding Cornmittee on the Food Chain

and Anirnal - 26 January 20I 0> -available on the website ofthe DiretoratqCenqal Healdr and Consuners at

http ://ec. zurcpa.eu/food/food/foo dladguidancdguidauce,rev-8_at.pdf

'ooJ L 31, t.2.2002,p. L



II.24.3. Food reiected at the external border of the EU

For food rejected at the external border of the EU, Regulation @C) No 882/2004 of the
European Parliament and ofthe Council of29 Apdl 2004 on official controls perfonned to ensure

the verifrcation of compliance with feed and food law, animai health and a.inral welfare rulesrT

applies from I January 2006 and provides in its Articles 19, 20 and 2l the following rneasures as

regards non-compliant consignments.

The non-compliant consignment originaling in or consigned frorn a third country is placed under

offrcial detention by the competent authority and, after having heard the food business opentor
responsible forthe consignment, the followiag measues in respect ofthat consignment are taken:-

- order that such food be destroyed

- subjected to special treatrnenl
The special treatment must take place in establishments under the control of the
competent authority and rnay include

- teatment or processingrs to bring the food into line with the requirements of Union
law, or with the requirements of a third country of re-dispatch, including
decontamination, where appropriate, but excluding dilution - IMPORTANT NOTE:
in the case of food contaminated with aflatoxin, detoxification by chemical treatment

is prohibited:
- processing in any other suitable manner for purposes other than animal or human
consulnption.

- re-dispatched outside the Union. Pending re-dispatch of consignrnents, the competent authority
shall place the consignments tmder offrcial detention. The re-dispatch of the consignment is
allowed by the conpetent authority only if

* the destination has been agreed with the food business operator responsible for the
consignrnent; and

* the food business operator has first informed -and provided proof to- the competent
authority of the third country of origin or third country of destination, if different, of
the reasons and circurnstances preventing the placing on the market of the feed or food
concerned within the Ulion; and.

* where.the third counhy of destination is not the third coLntry of origin, the competent
authority ofthe third country ofdestination has notified the competent authority ofits
preparedness to accept the consignrnent.

Competent authorities shall co-operate to take any further measures necessary (in addition to the
notification to RASFF - see II. 22) to ensure that it is not possible for the rejected consignrnents
to be reintroduced into the Union.

- other appropriate measures such as the use ofthe feed or food for purposes other than those for
which they were originaily intended

ほ
『 浩ettξ:織譜L露暗瀾肌鮒盤稔Ⅷ胤‖L盤1瑠腎:ttec。“dcrcd as a ttamellt b

reducc anat。 対n contem

The food business operator responsible for the consignment or its representative shall be liable

for the costs incurred by the competent authorities for the above-mentioned activities.

However. Ar.ticle 19 (2). (a) of Reeulation (EC) 882/2004 nrovides that lf the official control
indicates that a consisnment is inlurious to h[man or animal health or unsafe. the

competent authorifv shall place the consignment in question under olficial detention

Dending its destmction or anv other approDriate mersure necessarv to Drotect human and

animal health

In case maximum levels established by Codex Alimentarius Commission have been

exceeded, rejected consignments cannot be re-dispatched wlthout anV control and

aooronriate measures have to be taken to protect human or animal health'

In other cases.given that
these levels are considered as beins upner limits

above which consignments mqst be reiected and cannot be re-disnatched without anv
g!5g!and anpropriate measuies have to be taken to nrotect human or animal health'

This mieht include the soitine of the consisnments in view of brinqins the consisnment in
comnliance with EU leqislation bv eliminatins the contaminated parts of the consisnment'
These levels do also annlv,to other foodstuffs imported into the EU e.s. snices. melon seeds.

ffiaccordancewithUnion1aw,toauthoriseunderofficialcontrolthetransportofa
non-complaint consigllnent to an authorised sorting piant (see Annex II) rmder the condition that

the competent authorities ofthe country where the sorting plant is located accepl the consignment
and accept to take over confol over the non-cornpliant consignment. The competent authorities
ofthe country where the sorting'plant is located have to ensue that the consigtment is effectively
transported to the sorting plant, that the consignment effectively undergoes the sorthg treatment

and have to officially sample and analyse the consignment after the treatment (sorting) in order to
verify that the consignment is brought in compliance with the provisions in EU legislation. Ald
only if the iuralyticai result shows compliance after official control, the consignment can be

released for free circulation.

l'Worldコ
ide regulatolls for mycotoxins in food alld feed in 2003,FAO F00D AND NUTttT10N PAPER 81,

available in Ellglish,Frelldh alld spankh Oll

ittp://― w fao org/documellushの「_cdia"?wl ile=/docrcp/007/y5499e/y5499o00 hun
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These appropriate measures could be

a) destruction of the goods under official control and the costs are borne by the food
business operator

b) use under official control for industrial purposes (non feed /non food uses)

c) use under official control for oil extraction provided the resulting oil is refined to reduce
any aflatoxin which may be present to acceptable levels and use under official control of the
residual cake/meal for animal feeding after an appropriate treatment (detoxification).

d) re-dispatch to the country oforigin under following strict conditions
"For each such individual non-conforming consignnent, the competent authority ofthe country
of origin (the authority responsible for issuing the health certificate) provides the following in
wriling:
(a) explicit agreernent for the return of the relevant consignment, and indicating the

consigplnenl code;
(b) a commitrnent to put the retumed consiprnent under ofEcial control from the date of

anival;
(c) a specific indication ol

(D the destination ofthe returned consignrnent;
(ii) the intended treatment of the retumed consignment; and
(iiD the intended sarnpling and analysis to be perfonned on the retumed consignment."

e) The possibilitv for sortins and phvsical treatment in case of non{ompliance is as a

seneral rule limited to the caseS of consisnments. nof comnlving with EU leqislation but
containine Ievels below the worldwide hlshest level established for aflatoxin 81 and total,

ESlylyjl-in case it can be demonstrated that with advanced sorting techniques, levels
below the maximum levels established for groundnuts, nuts and other food'products for
direct human consumption are achieved in a consistent manner, this could be taken into
sccount to allow sorting on consignments with higher levels of aflatoxins.

Nuts labelled for direct Lu-- 
"ooru-ption 

found with levels of total aflatoxins above those for
direct hurnan consumption or as an ingredient and EIq the worldwide highest ievel established
for aflatoxin Bl is 20 pglkg and/or for aflatoxin total 35 pg/kg, can be re-labelled and sorted or
undergo a physical treatment to reduce aflatoxin content r,rnder official control. This requires that
the transfer to the processing plant, the process and the sarnpling and analysis have to be

performed under the official control of the competent authority. After sorting and/or physical
treatment, an official sampling and analysis must be performed to demonstrate that the nuts
should be compliant with the limits set for direct human consumption or use as an ingredient.

Sirnilarly, nuts labelled for further processing found with levels above those set in legislation but
below the worldwide highest 1evel established for aflatoxin Bl is 20 pglkg and/or for aflatoxi-n
total 35 pglkg, can be relabelled and also be further sorted or undergo a physical heatment wrder
official control as above.

IL24,4. Schematic overview
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11.25. Costs of official controls

Article l0 of Commission Regulation (EC) lt52/2009 provides that all.costs resulting from
the official controls'including sampling, analysis, storage and any measures taken following
non-compliance, shall be borne by the food business operator, is5uing of accompanying
offrcial documenis and of copies of health certificate and accompanying docurnents for
consiptnents Brazil nuts in shell from Brazil, pistachios and derived products thereoffrorn lran
and almonds and derived products from US not accompanied by a certificate demonstrating that it
is covered under the VASP, shall be bome by the food business operator responsible for the
consignment or its representative.

No specific provisions are provided as regards the caiculation ofthese costs.

For the calculation ofthe costs resulting from sampling and analysis, the provisions in Regulation
(EC) 882/2004 could be used as guidance, in particular the criteria mentioned in Annex VI to the
mentioned Regulation:

- salaries of the staff involved in the controls of pistachios and certain products derived from
pistachios originating in or consigned from Iran

- costs for these staff, inciuding facilities, tools, equipment, training, tavel and associated costs

- laboratory analysis and sampling costs

11.26 Specific issues

II.26.1. Procedure for splittins the consisnrnent

Consienments shall not be snlit until all official controls have been comoleted. and the Comrnon
Entrv Document (CED) has been fullv cornnleted bv the competent authorilies

If a consignment is split, copies of the report and health certificate and the accornpanying
docuntent shall accompany each pad ofthe split consigmnent. These copies must be certified by
the competent authority of the Mernber State on whose territory the splitting has taken place.
These certified copies must accompany the split consignment until it is released for free
circulation.

ln case the operator has the inienlion ro splir over a certain period of tirne the consignment for
different consignees, he ruight request the competent authority to deiiver a number of certified
copies at the tirne of irnporl.

II.26.2, Findine of non-compliance at retail stase

When an instance of non-compliance is found by taking only a small quantity of sample at the
retail stage it is irnportant to consider how representative the sarnple taken was of batch available
at the retail level and also ihe batcb/lot as a whole and therefore the irnplications for a product
recail. Due to the non-homogeneous distribution of aflatoxins in most commodilies generally

samples taken at the retail stage will not be representative ofthe originai batch/lot frorn which the
product at retail stage originates from.

Procedure nroposed:

When non-compliance is found at the retail level it is only an indication of possible problerns

with other parts ofthe batch/lot.

Articie 14(6) of Regulation (EC) l'1812002 provides thal "where any food which is unsafe Ls part
of a batch, lot or consignment of.food of the same class or dascription,, it shall be presumed lhat
all the food in that batch, lot or corcigtltnent is also unsafe, unless .followrng a detailed
assessment lhere is no evidence that the rest of the batch, lot or consignntent is unsafel'.
Therefore, unless there is a serious level ofcontamination, the competent authorities should take

iato account the results oftesting carried out further back in the manufacturing/processing chain
before any action is taken. In case no evidence by the operator can be provided that the other
paxls of the consignment are not affected by the contamination, it wili be necessary for
enforcement authorities to trace the other parts of the batch/lot, assuming that these are still
available. Furtheractionto protect consuner's health may include detention ofthe batch/lot so

that it can be representatively sarnpled and tested to ascertain whether it is compliant or not.

II.26.3. Control /inspections of establishmentq -

Inspections of premises who use nuts/groundnuts/dried fruiVrnaize (for further processing, as an

rngredient) should cover self-checking (such as sampling, private analysis, storage conditions etc)
related to identification of aflatoxins as a hazard in the perrnanent procedure based on the
HACCP principles whibh has been put in place, implernented and maintained by the food
business operator (Regulation (EC) 85212004, Regulation @C) 88212004).

II.26.4. Findine of non-comnliance in food insredient - Action as resards compound food
nroduced from contaminated food ingredient

The information provided for under this heading is not only applicable to the provisions as

regards aflatoxins but is applicable to all provisions provided for in Commission Regulation
(EC) 1881/2006

Reference is made to the application of Article 3 (I) and (2) of Regulation (EC) 188l/2006,
which provide that
- Foodstuffs not complying with the established maxirnum levels shall not be used as food
ingredients
-.Foodstuffs cornpiying with the established maximum levels shaii not be mixed with foodstuffs
which exceed these maximum levels

On tLe basis ofArticle 3 (l) and (2) ofRegulation (EC) 1881/2006, the food ineredient. non
comnliant with the leeislation. can no longer be used for the production of foodstuffs and
must be recalled and measures in accordance with Article 19 (1) (a) have to be taken (e,g.
redirection bf use for animal feed)



As regards the food products produced froln the contalninated food inaedient:

- for food products produced
onerator has acted in accordance with the orovisions of the Reeulation (EC) 178/2002 (the
General Food Law), :

x A maxintum.level hccs been estahlishedfor the contpoundfood/food product prodaced

l'rom the food ingredient

In case the produced foodstuffs do comply with the nraximum level established for that
compor,rnd food, a recall is not necessary as the food operator was not aware of using non-
cornpliant product and has in that sense not Committed an infraction towards Article 3 (l)
and (2) ofRegulation (EC) l88l/2006 and the food products produced are compliant with
the EU-legislation

* No specifrc maxinnn level has been established for the compound food / food
producl produced from the tood ingredient

A risk assessmbnt has to be performed to detennine the risk for public health. In case
there is a potential risk for public health, then the compound foods have to be recalied. In
case the risk assessment does not indicate a risk for public health, then a recall is not

. necessary as the food ooerator was not aware of using non-compliant product and has in' that sense not conxnitted an inftaction towards A-rticle 3 (I) and (2) of Regutation (EC)
I 88 l/2006 and the food products produced are compliant with the EUJegislation

- for food products produced after knowledse of the con

* The food operator has committed an infraction on prpose agai,nst Article 3 (l) and (2)
of Regulation (EC) 188l/2006 as the food operator has in that case gag3pggg mixed
complying products with non -complying products and on purpose used non --complying
ingredients for the production of foodstuffs and has therefore to be penalised according to
the provisions provided for in crimi::al law

* As regards the recall of food products produced from the food products produced from
the contaminated food ingredient, in principle the same approach applies as provided for
the case where food products have been produced before knowledge ofthe contamination
incident. However it might be appropriate in this case to take a stricter approach as

regards the recall in case no.maximum level has been established for the food products
produced from the food ineredient.

IL26.5, Application of a maximum level to compound food for which no snecilic maximum

lsvslhas-!lql!aU!$et!

II.26,5.1, Composition of compound food is known and a maximum level exists for all
individual ingredients

-Articte 2 t) (a), (b) (c) and (d) and Article 2 2) ofRegulation (EC) 1881/2006 apply:

"1. When applying th.e ruaximurn levels in foodstuffs which are dried , diluted, processed

or composed ofmore than one ingredient, the following shall be taken into account:

a) changes of the concentration of the contaminant caused by drying or diiution processes

(of the individual ingredients)
b) changes of the concentration of the contaminant caused by processing (of the
individual ingredients)
c) the relative proportions ofthe ingredients in the product.

2. The specific concentrations or dilution factors for the drying, dilution, processing

and/or mixing operations concemed or for the dried, diluted, processed and/or compound
foodstuffs concemed shall be provided andjustified by the food business operator, when
tlie competent authority caries out an ollicial contol.

If the food business operator does not provide the necessary concentation or dilution
factor or if the conrpetent authodty deems the factor inappropriate in view of the
justification given, the authority shall itself define that factor, based on the available
inforrnation and wilh the objective of maximum.protection of hurnan health"

It is obvious from the abovemenlioned provisions tbat in some cases (compound food
with several processed/dri6d ingredients) it might be very difficult to calculate what level
is applicable to the compound food in case the food business operator is not in a position
to provide detailed information on the recipe. In such a case, it seerns appropriate to apply
to the compound food tbe levels applicable to the rnajor ingredient(s) ifa major ingredient
can be identified without discussion
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II.26,5,2. Mlxture of nuts and mixtures of nuts and dried fruit

In the case of mixture of nuts or mixture of nuts and dried fruit, it is proposed to
divide the sample of the mixture or a representative part of the sample into nuts and
dried fruits to which the same levels of aflatodn B1 and aflatoxin total applies. Each
part is weighted to determine its proportion in the sample (representative for the.
sampled lot) and the maximum level of aflatoxin 81 and aflatoxin total applicable is
calculated, Another possibility ls that the food business operator provides a
verifiable recipe of the mixture

Example: sample of 20 kg frorn a mixture with hazelnuts, cashews, walnuts, shelled
Brazil nuts, pistachios (kernels), almonds, peanuts and dried raisins.

After grouping of the nuts and dried fruits wilh the same levels following result was
obtained:

- pistachios and almonds: 5,3 kg
- shelled Brazil nuts and hazelnuts: 4.8 kg
- peanuts, cashews, walnuts and raisins: 9.9 kg
The maximun level aflatoxin Bl applicabie is: [(5.3 x 8) + (4.8 x 5) + (9.9 x2)]/20:
(42.4 + 24 + 19.8) / 20 = 4.31 Fgtkg

Thernaxirnumlevelallatoxintolalapplicableis:[(5.3xI0)+(4.8x10)+(9.9 x4)]t2O:
(53 + 48 + 39.6) | 20:7.03 pg/kg

Thereafter the 20 kg sarnple is completely mixed and then afterwards subdivided into two
laboratory samples and both laboratory samples have to comply with the abovementioned
calculated maximum levels. '

11.26,5,3. Composition of compound food is not exactly known and/or a maximum level does
not exist for all individual lngredients

In ihis case and in case the food business operator is not in a position to provide a
verifiable recipe for the cornpound food, it seems appropriate to apply to the compound
food the levels applicable to the major ingredient(s).

In case the food business operator questions this approach, the food busineds operator
should be able to provide the detailed infonnation as provided for in Article 2 2)

ANNEX I=LECISLAT10N

MAXIMUM LEVELS

慇糧よ:蹄嘉!署頸
N,315/93 of 8 Febmary 1993 1γ ing dOW,C°mmun■y TcedttS

燎I『:柵鷺器11認胤」
8譴ρ006 ofり D∝emb∝ 2006釧ねgШ対

lmた
にヽャ

■ Comlmission Regulation(ED No 165/2010 of 26 Februaly 2010 alnending

趾 af酬 脱 Ⅷ

'2釧

鴨 m対mΨ Ldsお rTah∞ 」alllinT蒟 n

SAMPLING AND ANALYSIS

RcgulatloncC)No 882/2004 ofthe Europcan Parliame● and ofthe council of29 Apri1 2004 on

鰤響翻器塩留躍留:脇:Ⅷ121e面
iC“m ofcom山田cC WⅢ ted mdぉ

ld hW'

M鳳監i」翼Ъ雁な服i網:鴛[潔曜』;譜:きな 鳳猟魃・
C肛・°dS°f

縄盟ふ1:鰐籍還篤品rdnutS Φemり '°・∝°
l∝

eお,榛en,al五Cd

SPECIFIC SAFEGUARD MEASURE

Collllnission Regulation(EC)No l152/2009 of 27 Novembcr 2009 ittp6sing Spccial conditions

:;Ⅷi彙蹴l犠:議:盤i辮珊柵
『

an.mC° unt五∝d∝ b cO」彎h誠ⅢnSI

:1留 [::ム|:′ぱ〕:bl15
22 0J L 30,2722010,p8

靭瑾柵fI響

岬……響「
‐64‐



OTHER FRAMEWORK LEGISLAT10N OF RELEVANCE
Rcgulation(EC)No 765/2008 of the Europcan Parliament and of thc Council of 9 July 2008

:棚t:1蹴器ふ∬
『

離鵠鋭」ソ
kd WК・h∝Кhttgわ te lllal・ kethg 9f

鍛;鵠鶏箭謝沃 鏃:肥棚 l翼智搬絆やЫ鴫teEば"em b“

鷺電:糧憾胤羅1004o貴
he EШ opёm Pa亜 alllent md ofttc Counc■ of29 Ap■ 2004∽

:柵選懺M、朦朧拌
eⅢ飩

“
mご∞m山血

T磁
けd mdお

“
h乳

:t oJ L2ltt, l3.tt.zoo8, p.30
rEoJ L3l, l.2.2oo2,p. l
" OJ L I 39, 30.4.20M, p. l. Conigendm published in O J L 226, 25.6.2OM, p. 3 

-3" oJ L 165, 3tJ.4.2004, p. l. Corigendum published in o J L 226,25.6.2004,p. s3

‐65‐ ‐66‐

ANNEX II: Iist or establishments BbIe to perfornl sorting. andior ohvsicsl treahnent to

reduce afl atoxin content

- Cyprus: none
- Czech Republic: none
- Belgiurn: none known at this slage - further investigations ongoing
- Slovak Republic: one company:Topco Intemacional, Budimir
- Poland: three companies: DOMAT sp Bydgoszcz, ATLANTA Cdansk and Aromat Snack,

Trzebielino
- Spain: five companies: Almendras Llopis, Alicante; Juan Escoda Reus-Tarragona; Borges SA
Reus-Tarragona; Importaco, SA VaLencia; Frit Ravich SL, Gerona
- Lithuania: no establishments
- The Netherlands: 5 companies C. Steinweg Handelsveen BV Rotterdarn; Giesko BV Ciessen;

Tybex Warehousing BV - Rotterdam; Vebero BV Oosterhout; Synergie Food Ingredients and

Processirg @otterdam)
- Portugal: no establishments
- Estonia: no establishnents
- Slovenia: no establishrnents
- Bulgaria: no establishnents
- Ireland: no establishments
- Cermany: no establishments known at this stage

- UK: 3 comptnies: Conversion Services Ltd; South Yorkshire, KP Foods;, Rotherhanr and

Trigon Snacks; Liverpool.
- Greece: following companies perforrn physical heatrnent

* almonds: Ceorgitsopoulos, Aspropyrgos Attikis; Nutissimo Ltd, Messini;
Kardassilaris Kon. & Sons Ltd, Shirnatari Viotias; Theodoropoulos sa, Egion;
Vamvalis N; sa, Kalohori, Thessalonikis; Menexopouloi D. Bros Ltd, Thessaloniki
* peanuts s: Kardassiiaris Kon. & Sons Ltd, Shimatari Viotias Kardassilari N;Bros Ltd,
Moshato Athens; Hatezigeorgiou sa, Adriani Drama; Moraiti Bros sa, Volos; Fotou
Ekaterini, Volos,;Tsik Ltd Ptolernaida; Theodoropoulos sa, Egion;

-Italy: New Factor, S.P.A. Cerasolo Ausa Di Coriano; V. Besana SPA, S. Gennato Vesuviano
NA - list not complete yet

- Rornania: no establishments
- Sweden: no establishments
- Denmark: no establishments known at this stage

- Latvia: no establishments
- Norway: no establishments known at {his stage

- France: SOPREX, Arles
- Hungary: no establishrnents kno*n at this stage;

- Finland: no eslablishments
- Luxembourg: no establishments known at this stage

- Malta: no estabLishments known at this stage

- Austria: no establishments known at this stage

- Iceland: no establishments kaown at this stage



AIINEX III: list of derived and compound foodstuffs for which followine their usual
composition the consisnments have to be accomoanied bv a health cqrtificafe (to follow)

A]\{NEX IV: list of links to lists of noints of first introduction with full contact details (in
case thev have been determined bv the Member Stbtes) (to follow)

ANNEX V list of links to Iisq of desienated points of import with full contact details

ANNEX VI: Common entrv document

ANNEX VII: Guidance notes to common entrv document

AI{NEX VIII: specimen of health certificate (seneral and if annrooriate country specific)

ANNEX IX: specimen of sisnatures of officials. authorised to sien health certificates on
behalf of the comnetent authoritv (to follow)

* Turkey
* han
* United States of Arnerica

AIINEX X: list of USI)A anproved laboratories performins the aflatoxin analvsis in
almonds in the frame of VASP

AIINEX XI: list of comnound and derived foodstuffs with a sho{t shelf life (to follow)

AITINEX XII: contact points in third countries (information from RASFF) (to follow)
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ANNEX V list of links to lists of deslenated points of import with full coltact details

First poinis of introduction or DPI for the products fallins under Resulation
(EO 1152/2009 (uPdate 10/03/2010)

BELGIUM

Dutch:
htto://ivrvw.afsca.be/invoerderdelanclgn/ documents/2010-03-
l6 aangervezenpuntenvaninvoer Ver.ll52 2009 Nl.pdf

French:
htlp://rvrvrv.alsca.be/intoorlalionnavstiers/ t'locunrenlsil0 I 0-0i-
16 aanqervezenpqrtenvaninvoer Ver.l I 52 2009 FR.pclf

BULGARIA
htlp://rvwrv.nrh. eovernment.bgl.Articles.asnx? lang:bq-IlC& paqeid=390

1. Burgas Port Center
2. Vama Port
3. Varna Port - West
4. Svilengrad - railway station
5. Kapitan Andreevo
6. Sofia air port
7. Customs House - Sofia
8. Customs House 

-.Plovdiv
CZEC}I REPUBLIC
http://www.szpi.

DENMARK
The list of designated points of inport mentioned in Annex II to Cornmission Decision
2006/504/EC can be provisionaliy used, awaiting the publication of the designated points of
irnport/intoduction in accordance with Article 6(2) of Regulation (EC) ll52l2009

GERMAIYY:
http:/Avww.bvl.bund.de/cin 0271m 49l402iDElO1 Lebensnfltel/O0 doks download/Elngan
r:szollstellen_LM A-rt6 VO ECI l-52 2009.tcmnlateld=rarv.nronertv=oublicationFile.ndlT
F.inqanssznllslr:llen LM Art(r V() F.Gll52 2009.ndf

ESTONIA:
The common entry document (CED) rnust be transmitted to the competent authority at the firsl
point introduction; the contact details can be found:
htlp://rvrvrv.vet.asri.ee/static/flles/362.Piiripunktid I 7. I 2.09.ndf



GREECE:
The list of designated points of irnport rnentioned in Annex II to Comnrission Decision
200615041EC can be provisionally used, awaiting the publication of the designated points of
irnporUintroduction in accordance with Article 6(2) ofRegulation (EC) 1152/2009

SPAIN:
h11n:/i rvrvrv.msns.es/prof'esion:r Ies/sal uclP ubl ica/snn i<ladExterior/controlesSanitarios/in slaAlmace
rr/nd lTPDl.ndl-

FRANCE:
trttrr://rvrvrv.<lqccrl.bercv.souv.h'isecurile/produils alimenlaires/controles iulDgfiation/indcx.hlnl

TRELA]T{D:

httn://*'*'u'.l.sri.ic/unloarletlFiles/Food Businesses/lnrnorls Non Aninral/DPls9i,l0to96l0Cionob

ITALY:

htln://*'rvrv.salute.qov.itlin:ss/C l7 pagineAree l25l lislaFile ilemNarne I file.ndl:

Ufficio di SanitA Marittima Aerea e di Frontiera di Pescara, Unite Territoriale di Ancona
Ufficio di Sanite Marittima Aerea e di Frontiera di Bari, Unite Teritoriale di Bari
Ufficio di SanitA Marittirna Aerea e di Frontiera di Brindisi, UnitA Tenitoriale di Brindisi
Ufficio di Sanitd Marittirna Aerea e di Frontiera di Genova, Unitd Territoriale di Genova
Ufficio di Sanitd Marittima Aerea e di Fronliera di Genova, Unita Territoriale di La Spezia
Uflicio di Sanitd Marittima Aerea e di Fronliera di Cenova, Unite Tenitoriale di Savona
Ufficio di Sanitd Marittirna Aerea e di Frontiera di Cenova, Unite Tenitoriale di Imperia
U{ficio di Sarita Marittirna Aerea e di Frontiera di Livomo, Unitir Territoriale di Livomo
Uflicio di SanitA Marittirna Aerea e di Frontiera di Napoli, Unite Teritoriale di Napoli
Ufficio di Sanitd Marittima Aerea e di Frontiera di Napoli, UnitA Territoriaie di Salerno
Ufficio di Sanitir Marittirna Aerea e di Frontiera di Napoli, Unite Territoriale di Cagliari
Ufficio di Saniti Marittirm Aerea e di Frontiera di Trieste. Unitd Tenitoriale di Trieste.
colnpresa dogana di Fernetti-lnterporto Monrupino
Ufficio di Sanitd Marittirna Aerea e di Frontiera di Trieste. Unitd Tenitoriale di Venezia
Ufficio di SanitA Marittinra Aerea e di Frontiera di Bologna, UnitA Territoriale di Ravenna
Ufficio di Sanitd Marittima Aerea e di Frontiera di Catania, Unitd Teritodale di Reggio
Calabria
Ufficio di Sanite Marittima Aerea e di Frontiera di Catania, Unitd Tenitoriale di Gioia Tauro
Ufficio di Sanitd Marittima Aerea e di Frontiera di Catania, Unitd Territoriale di Siracusa, Podo
di Pozzallo.

h11D://rvrvrv.tninislercsalute. illsicure zzaAli me ntare/paginalntemaMenuS icu ezzaA li menlare. isp'li
d= j I -5 I &lin gua=italiano&ruenu=controlli

CYPRUS:
The list of dcsignated points of import lllentloncd h Amex II to Comlmssion Decision

2006/504/EC cm bc pFOViSionalサ uSed,aw■ting the publtdion of he design■ ed po血s of

impO〃introduction in accol・danC,with Article 6口 )ofRegulation(EC)1152/2009

mTVIA:
Thc list of dcsignated pomts of impOrt mentioned in Annex II to Comllllssion Decision
2006/504/EC can be pЮ visiomly used,awaing the publに atbn of the designated,olllts of

imporυ htroducuon h accordaicc with Articic 6(2)ofRegul■ iOn(EC)1152/2009

LITHUANIA:
httα〃v,lV(17o〕 ムop/contacts/dcsittat6d,cDlnts OfcntⅣ J cgula■ on ec no 6692009/

http:〃 vlllvl lt/uplbads/11lc/Lis19‰ 20o■i、20DPEs(ク 620ond9620DPIs I′ ithuanin doc

LUXEⅣIBOURG:
Thc H壺 of dcsignrntcd loints of import lnentioncd h Amex Ⅱ lo ComlnisSioltl Decision

2006ノ 504たC can be provisionally used,awaiting thc publication of thc designated points of

impo″introduction h accordance with Articlc 62)ofRegulation(EC)1152/2009

ⅡUNCARY:
Th9 1ist of dcsignded points of hport lllentⅢ cd h Annex II to Col― ssioll Decisicln

2006/504/EC can be ppvisionally used,awaiting the publication of l℃ designated pomts of

impp〃inmDdtlction in accordance wi■ Article 62)ofRegulation(EC)1152/2009

11ALTA:
The list of designated pOmts of illlport lnentloncd h Amex II to Colnl■ lission Dccision

2006/504/EC can be provisionally used,awaiting the publicatiOn of te desigtlatcd pomtt of

import/htroduし tion h accordancc with Article 62)ofRcguldion(EC)1152/2009

NETⅡERLANDS:
‐po■ ofRotterdaln
_port OfAm"erdaln

‐Sciphol airpolt

http:〃、vww v、 va n1/,olta1/pagc?pageid=119.1667803&dad=oo■ al&scllcnla=,ottal

AUSTRIA:                                         .
hI,:〃www bing gv at/劇ns/sitystrnndard htinl?channcl=CH10758&ddc=CMS1260804905529

-POLAND:
htt,:〃www oiS qov oν ?dcD=628              

‐

PORTUGAL:
httb:〃 www qoっ っt/RcttAlilnentalプ Liζta PontOs EItrada Desi21la(los,df

ROⅣυ●IIA:

Thc list of des鍵口ated points of import lnentioned h Amcx II to Commission Decision
2006/504/EC can bc pro宙 siOnally uscd,awaiting tlle publication of the dcsignated po● lS Of

impoVhtroduction in accordance wi■ Articic 6(2)ofRegilatiOn(EC)1152/2009



SLOVENIA:
The list of desipated points of import mentioned in Annex II to Cornruission Decision
2006/504lEC can be provisionally used, awaiting the publication of the designated points of
iruporVinboduction in accordance with Article 6(2) of Regulation (EC) 115212009

SLOVAKIA:
The list of designated points of import mentioned in Annex II to Cornmission Decision
2006/504lEC can be provisionally used, awaiting the publication of the designated points of
inporVinhoduction in accordance with Article 6(2) of Regulation (EC) IL52/2OO9

FINLAIT{D:
The list of designated points of irnport mentioned in Amex II to Commission Decision
2006/504lEC can be provisionaily used, awaiting the pubiication of the designated points of
imporUinhoduction in accordance with Article 6(2) of Regulation (EC) 1152/2009

SWEDEN:

htlp://rvrvrv.slv.se/unloacl/nfa/docurnents/international trade/irnport/Aclresser-qks-rvebb-
veeetabilier-cns-dcc2009.pdf

htlp://rvrvrv.slv.se/unload/dokunrenl/imporl expott/irnporl/Veqctabilier/AtLesser'-gks rvebb veq

clahilicr dcc2009.ndf

UNITED KINGDOM:
http://rvrvrv.tbod.eov.uk/lbodindustrv/iurnofis/banned restricted/aflatoxinreell522009
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ANNEX VI: Common entry document
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Notes for suidance for the CED in application of this Reeulation in case of imDorts of
foodstuffs from certain third countries. due to contamination,risk of these products bv

@$l:

Part I

BoxI.1

BoxI.2

BoxI.3_

BoxI.4.

BoxI.5

BoxI.6.

BoxI.7.

BoxI.8

BoxI.9

aflatoxins

For the use of the CED in application of this Regulation, whenever "DPE" is

mentioned, this should be read as "first point ofintroduction" or "designated point

of irnport" as stipulated in the specific notes for each box. Whenever "control
point" is mentioned, this should be read as "designated point ofimport"-

Complete the docunent in capital letters. Notes are shown against the relevant box

number.

This section is to be comnleted bv the food business onerator or their
representative. unless otherwise indicated.

Consignor: name and full address of the natural or legal person (food business

operator) dispatching the consignment. Information on telephone and fax numbers

or email address is recommended.

All three fields in this box are to be filled in by the authorities of the designated

point of import as defmed in Article 2. Attribute a CED reference nunber in the

fnst box. Indicate the nanre of the desipated point of irnport and its number
respectively in the second and third box.

Consignee: indicate name and full address of the natural or legai person (food
business operator) to whom the consignment is destined. Infonnation on telephone

and fax numbers or email address is recommended.

Person responsible for the consignment: (also agen1, declarant or food business

operator) indicate name and full address of the person who is in charge of the

consignment when presented to the fi$t point of inhoduction and makes the

necessary declarations to the competent authorities on behalf of the importer.
Infonnation on telephone and fax numbers or email address is recorrunended.

Counhy of origin: indicate the cotmtry where the commodity is originating from,
grown, harvested or produced.

Counhy from where consigned: indicate the county where the consignrnent was

placed aboard the rneans of final hansport for the joumey to the Union.

Importer: indicate name and full address. Inforlnation on telephone and fax
numbets or email address is recomnended.

Place of destination: indicate delivery address in the Union. Infonnation on

telephone and fax numbers or email address is recommended.

Arrival at the DPE (estirnated date): give the estimated date on which the

consignment is expected to arrive at the first point ofinhoduction.



Boxl.l0. Documents: indicate the date of issue and the number of offrcial documents
accompanying the consignment, as appropriate.

Box I.l l. Means of transport: tick the box to indicate the means of anival transport.

Identificalion: give full detaiis ofthe means oftransport. For aircraff, indicate the
flight nurnber. For vessels, indicate the.ship's name. For road vehicles: indicate the
registration number plate with hailer number if appropriate. For railway hansport:
indicate the tain identity and wagon number.

Docurnentary references: number of airway bill, bili of lading or conmercial
number for railway or truck.

Boxl.l2. Description of the commodity: provide a detailed description of the commodily
using the terminology in. Article I. In this box, also the batch identiflcation
number has to be mentioned.

BoxI.13. Comrnodity code (HS code): use the Harmonized System of the World Customs
Organization.

Boxl.l4. Gross weight: specify overall weight in kg or tonnes. This is defined as the
aggegate mass of the products and of the irnrnediate containers and all their
packaging, but excluding transport containers and other transport equipment.

Net weight: specify weight of actual product in kg or tonnes, excluding. packaging.
This is defined as the mass of the products themselves without immediate
containers or any packaging.

BoxI.15. Numberof packages: specifythenumberof packagesintheconsignment.

Box 1.16. Ternperatrne: tick the appropriate mode oftansporustorage telnperature.

Box I.I7. Type ofpackaging: identify the type ofpackaging ofproducts.

Boxl.l8. Commodity intended for: tick the appropriate box depending on whether the
conxnodity is destined for hunran consumption wi&out prior sorting or other
physical treatment (in this case tick "human consumption") or is intended for

' hunan consumption after such heatment (tick "further process" in this case), or is
intended for use as "feedingstuff' (in this case tick "feedingstuffs"). In the latter
case the provisions of this Regulation do not apply.

Boxl.l9. Seal number and container number: give all seal and container identification
. numbers wherc relevant.

Box 1.20. For transfer to Control Point: in case the consignrnent is intended for irnporl (cf.
BoxI.Z2), tick the box and identify the designated point of import.

Box I.2l . Not applicable.

BoxI.22. For irnport: tick the box in case the consignrnent is intended for irnport.

Box I.23. Not applicable.
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Box 124

Part II

Ccncral:

Box I1 1.

Box Π.2_

Box H.3.

Box I1 4

Box II.5.

Box Π 6.

Box I1 7.

Box Ⅱ 8:

Box Ⅱ.9.

Box Ⅱ.10.

Box Ⅱ ll

Means ofhansport to Control Point: tick the appropriate means oftraniport used

for transfer to the designated point ofimport.

This section is to be coFpleted bv the comDetent authoritv.

Box II.1 is to be completed by the competent authority ofthe designated point of
irnport. Boxes tI.2 till II.9 are to be completed by the authorities responsible for
the documentary contol. Boxes II.10. till II.21 are to be. completed by the

competent authorities of the designated point of import' mentioned inbox I 20

of the CED.

CED Reference number: use the same CED reference number as in Box I.2.

.Customs Document Reference: for use by customs services if necessary.

Docunentary Check: to be completed for all consignments.

Consigmnents selected for physical checks: not applicable in the framework of
this Regulation and therefore this box has not be completed at the first point
of introduction.

ACCEPTABLE for transferl in case the ssnsignment is acceptable for transfer to a
designated point of irnport following a satisfactory documentary check, the

competent authority al the first point ofhtroduction shall tick the box and indicate
' to which designated point of irnport the consignment shall be transferred for a

possible physical check (following infonnation given in Box I.20).

NOT ACCEPTABLE: in case the consignment is not acceptable for transfer to a
designated point of irnport due to the.unsatisfactory outcome of the docurnentary

checks, the competent authority at the first point ofinhoduction shall tick the box
and indicate clearly the action to be carried.out in case of rejection of the

consignmenl. The address of the destination estbblishment in case of 'Re-
dispatching','Destruction','Transformation' and \Jse for other purpose' should be

entered in Box II.7.

Details ofControlled Destinations (II.6): indicate as appropriate approval number
and address (or ship's name and port) for all desti4ations where further conhol of
the consiprnent is required, for example for Box II.6, 'Re-dispatching',
' Destruction',' Transformation' or'Use for other purpose'.

Full identification of DPE and official starnp: indicate here the full identification
of the finir point of introduction and the official stamp ofthe conpetent authority
at this poinl.

Ofiicial inspector: signature ofthe official responsible ofthe competent authority
at the first point of introduction.

Not applicable.

Identity Check: tick the boxes to indicate whether the identity checks have been

oerfonned and with which results.



Box II.l2. Physical Check: indicate here the results ofthe physical checks.

BoxII.I3. Laboratory tests: tick the box to indicate whether the consignrnent has been
selected for sanrpiing and analysis

Tested for: indicate for which substances (aflatoxin Bl and/or total) and by which
analytical method a laboratory test is carried out.

Results: indicate the results ofthe laboratory test and tick the appropriate box.

BoxII.l4. ACCEPTABLE for release for free circulation: tick the box in case the
consignment is to be released for free circulation within the Union.

Tick one of the boxes ("Human consumption", "Further process", "Feedingstuff'
or "Other") to indicate the.further use.

Box lI.l 5. Nol applicable.

BoxII.16. NOT ACCEPTABLE: tick the box in case of rejection of the coirsignment due to
the unsatisfactory outcome of,the identity or physical checks.

Indicate clearly the action to be canied out in such case by ticking one of the
boxes ("Re-dispatching", "Destruction", Transfonnation" or "Use for other

' purpose"). The address ofthe establishment ofdestination shall be entered in Box
II. I 8.

Box II.l?. Reasons for refusal: tick the appropriate box. Use as appropriate to add relevant
inforrnation.

Box II.l8. Details ofconholled destinations (tr.16): give as appropriate approval nutnber and
. address (or ship's name and port) for all destinations where further control ofthe

consignment is required following information indicated in Box II.l6.

BoxII.l9. Consignrnent resealed: use this box.when the original seal recorded on a

consignment is destroyed on opening the container. A consolidated list of all seals

that have been used for this purpose must be kept.

Box II.20. Full identification of DPE/Control Point and offrcial stamp: put
identification of the designated point of import and the official
cornpetent authority at the designated point ofimport.

Box II.2l. Official Inspector: put nane (in capital letters), date ofissuing and signature ofthe
official responsible ofthe competent authority at the designated point ofimport.

Part III This section is to be comuleted bv the comnetent authoritv,

Box III.I. Details on re-dispatching: the competent authority at the first point of introduclion
or at the designated point of irnport indicates the means of transport used, its
identification, the country of destination and the date of re-dispatching, as soon as

they are known.
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Box III.2. Follow-up: indicate the local competent authority unit responsible, as appropriate,

for the supervision in case of "Destruction", "Transfonnation" or "Use for other
purpose'l ofthe consignrnent. This competent authority shall report here the result
ofthe arrival ofthe consignment and the correspondence.

Box III.3. Official lnspector: signature ofthe official responsible for the competent authority
at the DPI in case of "Re-dispatching". Sigrrature ofthe official responsible for the

local competent authority in case of "Deshuctionr', "Transformation" or "Use for
other PurPose".



ANNEX VⅢ :specilnen of health cerdrlcate(general and if appropriate countrv specir10

A)GENERAL

ANNEXI
Health Certi,cate br the importation intQ tlle Europeal Uni° n Of

Consignment Code Certilicnte Number
Accodng toth,pro宙 SiOns Ofconllllission Regdaicln(EC)H52/2009 unpositt spedal C祠■ons

gov∝ing血 hpo■ ofccltam f。。dstuffs“ m ccttin価rd commcs duc to contanlulaton lsk by

anatoxins and repealing Decision 2006/504/EC,the… …………………………………………………………………

. (competent authority refened to in Article 4 (l ))
CERTIFIES tllat tllc.

…………………・・………………・・・・…・・・・・・・……・・……・・……・(inSert foodstdns tf口rcd lo in Article l)

of this consignment composed of:

..............-.....(description ofconsignment, producl nurnber and type ofpackages, gross or net weight)

embarked at ....... .................... (embarkation place)

. . . . . (identification of u'ansporter)

going to.............. ......................... (place and country of destination)

which comes fi'om the establishment.....................;

...................... (name and address of establishment)

have been produced. soned, handled, processed. packaged and transported in line with good hygiene

praclices.

From this consigrunent, samples were taken in accordance with Comrnission Regulation

(EC) No 4012006 on ......................... (date), subjected to laboratory analysis on ........

(date)in tlle… ¨ …̈…

(name of laboratory), to determine the level of aflatoxin B I and level of total aflatoxin contamination. The

details ofsampling, methods ofanalysis used and all results are attached

This cedificate is valid until.......

. Stamp and signatrue of
authorised representative ofcomFtent authority refefled to in Article 4 (l)

Product and country oforigin.
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B) SPECIFTC - TMPORT OF ALMONDS FROM US

EXPLANATORY NOTE AS REPARDS THE VASP CERTTFTCATE

* Consignments ofalmonds and derived products which are accompanied by a health certilicate

are to be sampled and analysed at o random (< 5 "h) frequency at impoft. A specimen of the

health certificate is provided hereafter, Although this VASP/health certificate has an deviatirg
appearance to the health certihcate as provided for in Armex I to Commission Regulation (EC)

115212009, it was agreed that this is acceptable as it contains all elements which the health

certificate has to contain (with the exception ofthe starnp).

* the USDA, being the competent authority as rcferred to in Article a(l)(f) has confirmed
that the list of iaboratories listed in Annex X to this guidance document are the laboratories

(USDA Approved) authorised to do the analysis in view of ofiiciai certifrcation.

* the USDA, being the competent authority as referred to in Anicle 4(l)(f; has conflrmed
that the signatories nentioned in Annex XI to this guidance document are authorised to sign the

health cerlificates on behalf of the USDA, being the competent authority.

* The certificate foresees for the possibility ofa 3 x 5 kg sarnple (instead ofthe 3 x l0 kg sample

as foreseen in Regulation (EC) 401/2006) for the conhol on the aflatoxins content in view of
obtaining the VASP certificate. The 3 x 5 kg sample with a rejection limit of 2 ppb aflatoxin total,
i.e. half of the EU maximum level, has been accepted to be comparable with the 3 x 10 kg
sample as provided for in Regulation (EC) 40112006 for the issuing of the certificate . This
equivalence was acknowledged by the FVO during their inspection mission (see mission report
DG SANCO 8300/2006, p.I4) and underpinned by scientific research (see the Article: Sampiing
Almonds for Aflatoxins, Part II: Estirnating Risks Associated with Various Sarnpling Plan

Designs. Whitaker et al (2007), Journal of AOAC Intemational Vol. 90, No 3, 2007, p 778-'185).

It goes without saying that forthe 5 % official control at import the sarnpling of 3 x l0 kg as

provided for in Commission Regulation (EC) 401/2006 has to be carried out.

* However as from 1.3 March 2010, the sampling under the VASP is periormed on the basis

of a 2 x 10 kg sample, in accor'dance with the EU legislation. In the period between 13

March 2010 and 13 July 2010, VASP certificates based on the sampling 3 x 5 kg (see

previous bullet) and VASP certificates based on the sampling 2 x 10 kg will be in
circulation. Both VSP certificates are acceptable in the period between 13 March 2010 and
13 July 2010. Specimen of both VASP certilicates are hereafter provided'
As from 13 July 2010 onwards, only VASP certificates based on the sampling 2 x10 kg are

acceptable.

* Consignments of alnonds and derived products which are not accompanied by a health

certificate are to be sampled and analysed at a frequency of 100 % at import aild the costs
resulting from sampling, analysis, storage and issuing of accompanying official dgcuments
shall be borne by the food buslness operator responsible for the consignment or its
representative. This procedure rnight also be applied also to consignments which are covered by
a non valid certificate (instead of e.g. rejection).

* The certificate might refer to the control on aflaloxins of whole ahnonds, whiie the
consignrnent concerns sliced ahnonds (or otherwise processed such chopped, blanched)). As
slicing (and chopping, blanching, ...) does not generate aflatoxins, this is an acceptable procedure

only on the condition that there is a clear correspondence of the consignment of sliced
alnonds with the sarnpled consignment of sliced almonds.
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ANNEX X: list of USDA approved laboratories performing the rflatoxin analysis in almonds in the
lrame of VASP

uSDA Approved Laos
y。′″″rary A″abxin Sampling Program

rVASo Ce■′″Care Labs

Aflatoxin in A:monds Approved Laboratory Pro9ram

Advance Mycoloxin Lab
16070 Wildwood Road
Wasco, CA 93280
Dona Stanfield
Phone: 661-758-7790 ext. 807
Email: aflalab@prffiexfarms.cm

Status: Approved
Signatories: Dona Stanfield

Blanca Rios
Adriana Gonzalez
Tiffany weldin
Mayra Castelo

Blue Diamond Growers
P.O. Box 1768
Sacramento, CA-95812
Steven Phillips
Phone: 916-329-3354
Email: sphil|ips@bdgDreE.com

Status: Approved
Signatories: Steven Phillips

Donna Dean-Zavala
Jeffrey Vidanes
Linda Quan
Margaret Smith
Adriana Moyo

AmCal Analylical Laboralories,
6914 Road 160

Eadimart. CA 93219
Lizzette Medina
Phone: 559-757-l 085
Email; amalb@aol-com

Status: Approved
Signatories; Lizefte A. Medina

Natacia Fleming
Claudia Rivas

BSK Analytlcal Laboratories
1414 Stanislaus Street
Fresno, CA 93706
Alicia DelCarlo
Phone: 559-497-2888
Email: adelcado@b6klnc.cm

Status: Approved
Signatories: Maria Manuol

Jeff Koelewyn
JuliAdams
Alicia DelCarlo
Jason Botwright

March 03, 2010

Page No. 'l

American Council for Food Safety
& Quality / DFA of California
1855 South Van Ness
Fresno, CA 93721

J. Michael Hurley
Phone: 559-233-0604
Email: mikehurley@dfaofca.@m

Status: Approved
Signatories: J. Michael Hurley

Thomas Jones
Joni Bunnell
Jim Kutschinski
Kevin Willet
Kasey Harper-Feneria

Cerlified Laboratories, Inc.
240 Riggs Avenue
Merced, CA 95340
Gordon Brock
Phone: 866-915-5223
Email: gbr@k@800cstlab.@m

Status: Approved
Signatories: Martin lvitchell

Gordon Brock
Jaspreet Walia
Tina Carrasco
Shankar Bhattacharyya
Desiree Lopez

Steven Mitchell
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Denele Analytlcal Inc.
1232 South Ave.
Iurlock, CA 95380
S@tt Foster
Phone: 209$34-9055
Email: d€nsloanalytir

Status: Approved
Signabries: Scott Foster

Brenda Hayes
Joe Mullinax

IEH Laboratories and Consulling
Group
13646 Highway 33
Lost Hills, CA 93249-9719
Jorge Reprieto
Phone: 601-797-6,482 ,

Email: iorge@i€hinc.@m
Status: Approved
Signaicries; Nora Enriquez

Jorge Reprieto
MichaelWolf
Paul Slevkoff lll

υSDA Approved labs
yOruararyハ frabx′n sampling Program

fVASo CeЛ ば″Care Labs

Aflatoxin in Airrlonds Approved Laboratory Program

Food Safety & Process Technology
5043 North Montpelier Road
Denair, CA 95316-9608
Rick Falkenberg
Phooe: 209-874-1971
Email: rlcK@fs-pt.@m

Status: Approved
Signatories: Rick Falkenberg

Humberto Vega
Rebecca Schuller
William Hawes
Donna Yadron
Richard Villegas
Peyman Fatemi

J.L. Analytical Seruices, Inc.
217 PrimoWay
Modesto, CA 95358
MichaelWolf
Phone: 209-538-81 1 't

Email: mikE@lanalyti€l.com
Status: Approved
Signatories: MichaelWolf

Pete Mostouli
Ernesb Madueno
Amy Ballinger
Amos Snider

March 03.2010

Pago No 2

Food Safety Net Servlces (FSNS)
186 S. West Ave., Suite 104
Fresno, CA 93706
Paul Browning
Phone: 559-443-1046
Email: pbrilning@F6d-safetyNet.@m

Status: Approved
Signatories: Paul Browning

Mayra Gomez

Kerman Almond Lab , Americen
Council for Food Safety & Quality,
DFA of California

1221 S. Madera Avenue
Kerman, CA 93630
Kevin Willat
Phone: 559-842-8803
Email; keviN@aotmdsatsly.org
Status: Approved
Signatories: J. Michael Hurley

Thomas Jones
Joni Bunnell
Jim Kutschinski
Kevin Willet
Kasey Harper-Ferreria



USDA Approved Labs Marcho3,2o1o

Vo lu ntary Aflatoxi n S am pl ing P rogra m
(VASP) Certificate Labs Pase No. 3

Aflatoxin in Almonds Approved Laboratory Program

Nldgra Sllllker, Inc,
1795 Cortina School Road 5262 Pirrone Court
Arbuckle, CA 95912 Salida, CA 95368
SaulAguilar Maft Dewitt
Phone: 530473-2446 Phone: 209-549-7508
Email: ntegE@ilaglobal.com Email: Matt.Dowill@sillikel@m
Status: Approved Status: Approved
Signatories: Mike Jackson Signatories: Maft Dewitt

Pam Smith Terry Buchanan
Saul Aguilar Heather Fullmer
Guadalupe lbana
John Waters
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