Ilgili AB Mevzuatt HUKmu**

Taslak Metindeki hikim***

Article 1

1.Sampling and analysis for the official control of the levels of
erucic acid set in sections 8 of the Annex to Regulation (EC) No
1881/2006 shall be carried out in accordance with the Annex to this

Regulation.

Tanmimlar

MADDE 3

c) Belirli gidalar: 29.12.2011 tarihli 28157 3’iincii miikerrer sayil1 Resmi
Gazete’de yayinlanan TGK- Bulasanlar Yonetmeligi eklerinde erusik
asit i¢in limit belirlenen gidalari,

Numune alma

MADDE 4 — (1) Belirli gidalarda erusik asit seviyesinin resmi kontroli
Ek-1’deki numune alma usul ve esaslarina gore yapilir.

Numune hazirlama ve analiz metodu kriterleri

MADDE S5 - (1) Belirli gidalarda erusik asit seviyesinin resmi
kontroliinde kullanilan analiz metotlar1 i¢in gereklilikler ile numune
hazirlama usul ve esaslari Ek-2’ye uygun olur.

2.Paragraph 1 shall apply without prejudice to the provisions of
Regulation (EC) No 882/2004.

Article 2
Directive 80/891/EEC is repealed. References to the repealed
Directive shall be construed as references to this Regulation.

Article 3

This Regulation shall enter into force on the twentieth day
following that of its publication in the Official Journal of the
European Union.

This Regulation shall be binding in its entirety and directly
applicable in all Member States.

Done at Brussels, 30 April 2015.

Gegis hiikiimleri

GECICI MADDE 1 — (1) Bu Tebligin yayim tarihinden 6nce resmi
kontroller icin analiz yapan kurum ve kuruluslar 30/06/2016 tarihine
kadar bu Teblig hiikiimlerine uyarlar.

Yiiriirlik
MADDE 7 - (1) Bu Teblig yayimi tarihinde yiiriirlige girer.

Yiiriitme
MADDE 8 — (1) Bu Teblig hiikiimlerini Gida, Tarim ve Hayvancilik
Bakani yiiriitir.

ANNEX
PART A:DEFINITONS

Tanimlar
MADDE 3 -




For the purposes of this Annex, the following definitions shall
apply:

‘lot’: an identifiable quantity of food delivered at one time and
determined by the official to have common characteristics, [such as
origin, variety, type of packing, packer, consignor or markings].

f) Parti: Numuneyi alan kontrol gorevlisi tarafindan; orijin, cesit,
paketleyici veya gonderici firma, ambalaj tipi, isaretleme gibi
ozelliklerinin ayni oldugu belirlenen ve bir seferde teslim edilen gidanin
tanimlanabilir miktarini,

‘sublot’: designated part of a large lot in order to apply the
sampling method on that designated part. Each sublot must be
physically separated and identifiable;

a) Alt parti: Numune alma metodunu uygulamak amaciyla biiyiik bir
partiden fiziksel olarak ayrilmis ve tanimlanmig kisma,

‘incremental sample’: a quantity of material taken from a single
place in the lot or sublot;

¢) Birincil (Inkremental) numune: Parti veya alt partinin tek bir yerinden
alinan bir miktar materyali,

‘aggregate sample’: the combined total of all the incremental
samples taken from the lot or sublot; aggregate samples shall be
considered as representative of the lots or sublots from which they
are taken;

e) Pacal numune: Parti veya alt partiden alinan birincil numunelerin
tamaminin birlestirilmesi ile elde edilen, parti veya alt partiyi temsil
ettigi kabul edilen numuneyi,

‘laboratory sample’: a sample intended for the laboratory.

d) Laboratuvar numunesi: Laboratuvar icin pacal numunenin bir
miktar1/boliimii alinarak hazirlanmig numuneyi,

PART B:SAMPLING METHODS
B.1. GENERAL PROVISIONS

EK-1
NUMUNE ALMA
(1) — Genel hiikiimler

B.1.1. Personnel
Sampling shall be performed by an authorised person designated by
the Member State.

a) Numune, kontrol gorevlisi tarafindan alinmalidir.

B.1.2. Material to be sampled
Each lot or sublot which is to be examined shall be sampled
separately.

b) Incelenecek olan her parti veya alt partiden ayri ayri numune
alimmalidir.

B.1.3. Precautions to be taken

In the course of sampling, precautions shall be taken to avoid any
changes which would affect the levels of erucic acid, adversely
affect the analytical determination or make the aggregate samples
unrepresentative.

¢) Numune alma ve numune hazirlama agamalarinda erusik asit igerigini,
dolayisiyla analitik belirlemeyi veya pagal numunenin partiyi temsil
edebilirligini etkileyecek herhangi bir degisikligi engellemek icin gerekli
Onlemler alinmalidir.

B.1.4. Incremental samples

As far as possible incremental samples shall be taken at various
places distributed throughout the lot or sublot. Departure from such
procedure shall be recorded in the record provided for under point

¢) Birincil numuneler miimkiin oldugunca parti veya alt parti iginde
farkli yerlerden alinmalidir. Bu sekilde alinamadigi durumlarda ise (h)
bendinde belirtilen kayitlara mutlaka islenmelidir.




B.1.8 of this Annex

B.1.5. Preparation of the aggregate sample
The aggregate sample shall be made up combining the incremental
samples.

d) Pagcal numune, Dbirincil numunelerin

olusturulmalidir.

birlestirilmesiyle

B.1.6. Samples for enforcement, defence and referee purposes

The samples for enforcement, defence and referee purposes shall be
taken from the homogenised aggregate sample unless this conflicts
with the rules of the Member States as regards the rights of the food
business operators.

g) Sahit numune, homojenize edilmis pacal numuneden ayrilir. Sahit
numuneye iliskin hiikiimler Bakanlik¢a belirlenir.

Tanmimlar

MADDE 3 -

g) Sahit numune: Itirazli durumlar icin pacal numuneden ayrilan
numuneyi,

B.1.7. Packaging and transmission of samples

Each sample shall be placed in a clean, inert container offering
adequate protection from contamination, from loss of analytes by
adsorption to the internal wall of the container and against damage
in transit. All necessary precautions shall be taken to avoid any
change in composition of the sample which might arise during
transportation or storage.

§) Numunelerin taginmast ve depolanmasi sirasinda numune igerigini
her tirlii degisiklikten koruyacak gerekli tiim Onlemler alinmalidir.
Numuneler, tasima esnasinda bulagsmayi, numune kabinin i¢ duvarina
yapismasi ile analit kaybini ve numunenin zarar gormesini onleyecek
nitelikteki temiz ve numune ile etkilesmeyecek olan kaplara konmalidir.

B.1.8. Sealing and labelling of samples

Each sample taken for official use shall be sealed at the place of
sampling and identified in accordance with the rules of the Member
States.

A record shall be kept of each sampling, permitting each lot or
sublot from which the sample has been taken to be identified
unambiguously. That record shall indicate all of the following:

(i) reference to the number of lot from which the sample has been
taken;

(ii) the date and place of sampling;

(ii) any additional information likely to be of assistance to the
analyst.

h) Resmi kontroller icin alinan her numune alindig1 yerde
miihiirlenmelidir. Her numune i¢in, temsil etti§i partiyi agikca
tanimlayacak sekilde kayit tutulmalidir. Bu kayitta parti nosu, numune
alma tarihi, yeri ve analizi yapacak kisiye yardimci olacak diger bilgiler
de yer almalidir.

B.2. SAMPLING PLANS

(2) — Numune alma plam

B.2.1. Division of lots into sublots

Large lots shall be divided into sublots on condition that the sublot
may be separated physically. The weight or number of sublots of
products traded in bulk consignments shall be as given in Table 1.

a) Partinin alt partilere bélinmesi

Alt partinin fiziksel olarak ayrilabilecegi durumlarda, biiyilik partiler alt
partilere boliinmelidir. Dokme partilerde satisa sunulan {irlinler igin alt
parti sayist veya agirligi Tablo-1"e gore belirlenir. Diger {iriinler i¢in alt




The weight or number of sublots of other products shall be as given
in Table 2. 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 indicated in Tables 1 and 2 may be exceeded by a
maximum of 20 %.

parti sayist veya agirligi Tablo-2’ye gore belirlenir. Parti agirliginin her
zaman alt parti agirliklarinin tam kat1 olamayacagi dikkate alindiginda;
alt parti agirligi, Tablo-1 ve Tablo-2’de verilen alt parti agirligint en
fazla %20 oraninda gegebilir.

B.2.2. Number, weight and volume of incremental samples

The aggregate sample shall be at least 1 kg or 1 litre except where
this is not possible e.g. when the sample consists of one package or
unit.

b) Birincil numunelerin sayisi, agirhgi ve hacmi
Numunenin tekli paketler ya da birimlerden olustugu durumlar disinda
pacal numune en az 1 kg veya 1 litre olmalidir.

The minimum number of incremental samples to be taken from the
lot or sublot shall be as given in Table 3.

Parti veya alt partiden alinmasi gereken minimum birincil numune
sayisi, Tablo-3’e uygun olmalidir.

In the case of bulk liquid products the lot or sublot shall be
thoroughly mixed insofar as possible and insofar it does not affect
the quality of the product, by either manual or mechanical means
immediately prior to sampling. In this case, a homogeneous
distribution of contaminants is assumed within a given lot or sublot.
It is therefore sufficient to take three incremental samples from a lot
or sublot to form the aggregate sample.

Dokme sivi tiriinler igin, parti veya alt parti numune almadan hemen
once miimkiin oldugunca uzun siire ve iirtin kalitesini etkilemeyecek
sekilde elle veya mekanik olarak iyice karistirilmalidir. Bu durumda,
verilen parti veya alt parti icinde bulasanlarin homojen bir dagilim
gosterdigi varsayilir. Bu nedenle, pagal numuneyi olusturmak icin parti
veya alt partiden {i¢ adet birincil numune alinmasi yeterlidir.

The incremental samples shall be of similar weight or volume. The
weight or volume of an incremental sample shall be at least 100
grams or 100 millilitres, resulting in an aggregate sample of at least
about 1 kg or 1 litre. Departure from this method shall be recorded
in the record provided for under point B.1.8 of this Annex.

Birincil numunelerin agirliklart  veya hacimleri birbirine yakin
miktarlarda olmalidir. En az 1 kg veya 1 litre hazirlanacak olan pagal
numuneyi olusturacak birincil numunelerin birisinin agirligi, en az 100 g
veya 100 mL olmalidir.

Bu metottan farkli uygulamalar, EK-1’in 1 inci maddesi (h) bendinde
belirtildigi sekilde kayit edilmelidir.

Table 1

Subdivision of lots into sublots for products traded in bulk consignments

Lot weight {tonne) Weight or mumber of subloe

=1 500 300 ronnes

> 300 and = 1 500 3 sublots

z 100 and = 300 100 ronnes

< 100 —

Tablo -1
Dékme Partilerde Satisa Sunulan Uriinler I¢in Partinin Alt Partilere Béliinmesi
Parti agirlig1 (ton) Alt parti sayis1 ya da agirlig

> 1500 500 ton
> 300 ve < 1500 3 alt parti
> 100 ve <300 100 ton

<100 Alt partilere b6élinmez




Table 2

Subdivizion of lots into sublots for other products

) . Tablo - 2
Diger Uriinler I¢in Partinin Alt Partilere Boliinmesi

Parti agirligi (ton) Alt parti sayis1 ya da
Lot weight jtonne) Weight or number of sublot: aglrllgl
- — >15 15-30 ton
=13 13-30 tonnes <15 Alt partilere bélinmez
15 -
Table 3

Minimum number of incremental samples to be taken from the lot or sublot

Weight or vohime of lot/mublot fin kg or litre) Minimum number of incremental zamples to be taken
< 50
z 0 and < 500 i
= 300 10

Tablo -3

Parti veya Alt Partiden Alinmasi1 Gereken Minimum Birincil Numune Sayis1

Parti/Alt partinin agirlig1 ya
da hacmi (kg yada L)

Alinmas1 gereken minimum
birincil numune sayisi

<50 3
>50 - 500< 5
> 500 10

If the lot or sublot consists of individual packages or units the
number of packages or units which shall be taken to form the
aggregate sample is given in Table 4.

Parti veya alt partinin tekli paketler ya da birimlerden olustugu
durumlarda, pagal numuneyi olusturmak i¢in alinmasi gereken paket
veya birimlerin sayis1 Tablo-4’te verilmistir.

Tuble 4

Mumber of packages or units (incremental samples) which shall be taken to form the agpregare sample
if the lot or sublot consists of individual packages or units

Number of packages or units in the lot/zublat Number of packages or units to be taken

=23 at lease | pacxage or unie

16 — 100 abour 3 %, at lease 2 packages or units

=100 about 5 %, ar maximum 10 pa:k.lge: or units

Tablo -4
Parti veya Alt Parti Tekli Paketler ya da Birimlerden Olusuyorsa, Pacal
Numuneyi Olusturmak I¢in Alinmasi Gereken Paket veya Birimlerin (Birincil
numuneler) Sayisi

Parti/Alt parti icindeki birim | Alinmas1 gereken paket veya birim
ya da paket sayis1 sayist
<25 En az bir paket ya da birim
26 — 100 En az 2 paket ya da birim,
yaklasik %5
Maksimum 10 paket ya da birim,
> 100 yaklasik %5

Where sampling using the method set out in this chapter B.2 would
lead to unacceptable commercial consequences (e.g. because of
packaging forms, damage to the lot, etc.) or would be practically
impossible, an alternative method of sampling may be applied

Bu bolimde s6zi edilen numune alma metodunun kabul edilemeyecek
ticari sonuglar doguracagi ve bu nedenle uygulanamayacagi durumlarda
(ambalajlama sekli, partiye zarar verilmesi gibi) ya da yukarida sozii
edilen numune alma metodunu uygulamanin pratikte miimkiin olmadig:




provided that it is sufficiently representative for the sampled lot or
sublot and is fully documented in the report provided for under
point B.1.8.

durumlarda; parti veya alt partiyi yeterince temsil etmesi ve EK-1’in 1
inci maddesi (h) bendinde belirtildigi sekilde belgelenmesi sartiyla
alternatif bir numune alma metodu uygulanabilir.

B.3. SAMPLING AT RETAIL STAGE
Sampling of foodstuffs at retail stage shall be done where possible
in accordance with the sampling provisions set out in point B.2.2.

¢) Perakende asamasinda numune alma

Perakende asamasinda numune alma, miimkiin oldugunca EK-1’in 2 inci
maddesi (b) bendinde belirtilen numune alma hikimlerine uygun
yapilmalidir.

Where sampling using the method set out in point B.2.2 would lead
to unacceptable commercial consequences (e.g. because of
packaging forms, damage to the lot, etc.) or would be practically
impossible, an alternative method of sampling may be applied
provided that it is sufficiently representative for the sampled lot or
sublot and is fully documented in the report provided for under
point B.1.8.

Yukarida sozii edilen numune alma metodunun kabul edilemeyecek
ticari sonuglar doguracagi ve bu nedenle uygulanamayacagi durumlarda
(ambalajlama sekli, partiye zarar verilmesi gibi) ya da yukarida sozii
edilen numune alma metodunu uygulamanin pratikte miimkiin olmadig:
durumlarda; parti veya alt partiyi yeterince temsil etmesi ve EK-1’in 1
inci maddesi (h) bendinde belirtildigi sekilde belgelenmesi sartiyla
alternatif bir numune alma metodu uygulanabilir.

PART C:SAMPLE PREPARATION AND ANALYSIS

EK-2
Numune Hazirlama ve Analiz Metotlari




C.1. LABORATORY QUALITY STANDARDS Laboratories shall
comply with the provisions of Article 12 of Regulation (EC) No
882/2004.

Laboratories shall participate in appropriate proficiency testing
schemes which comply with the ‘International Harmonised Protocol
for the Proficiency Testing of (Chemical) Analytical Laboratories’
(*) developed under the auspices of IUPAC/ISO/AOAC.

(1)‘The international harmonized protocol for the proficiency
testing of analytical chemistry laboratories’ by M. Thompson,
S.L.R. Ellison and R. Wood, Pure Appl. Chem., 2006, 78, 145-196.
Laboratories shall be able to demonstrate that they have internal
quality control procedures in place. Examples of these are the
‘ISO/AOAC/IUPAC Guidelines on Internal Quality Control in
Analytical Chemistry Laboratories’ A.

(%)Edited by M. Thompson and R. Wood, Pure Appl. Chem., 1995,
67, 649-666.

Wherever possible the trueness of analysis shall be estimated by
including suitable certified reference materials in the analysis.

1) Laboratuvar kalite standartlar

Laboratuvarlar, 17/12/2011 tarihli ve 28145 sayili Resmi Gazete’de
yayimlanan Gida ve Yemin Resmi Kontrollerine Dair Yonetmelik’te
laboratuvarlar i¢in belirtilen hiikiimlere uymak zorundadir.

Laboratuvar yeterliligini ulusal ve uluslararasi kabul edilen yeterlilik
testleri veya laboratuvarlararasi ¢alismalara stirekli ve basarili katilim ile
kanitlanmalidir.

Laboratuvarlar i¢ kalite kontrol prosediirlerini uluslararasi gegerliligi
olan prosediirlere uygun olarak saglamalidir.

Miimkiin oldugu her durumda uygun sertifikali referans materyallerle
metot dogrulugu kontrol edilmelidir.

C.2. SAMPLE PREPARATION

2) Numune hazirlama

C.2.1. Precautions and general considerations

The basic requirement is to obtain a representative and
homogeneous laboratory sample without introducing secondary
contamination.

a) Numune hazirlama esnasinda alinmasi gereken Onlemler asagida
belirtilmistir.

1) Oncelikli amag, ikincil bir bulasmaya sebep olmadan homojen ve tiim
partiyi temsil eden bir laboratuvar numunesi olusturmaktir.

All of the sample material received by the laboratory shall be used
for the preparation of the laboratory sample.

2) Laboratuvar tarafindan aliman numune materyallerinin tamami
laboratuvar numunesinin ve sahit numunenin hazirlanmasi i¢in
kullanilir.

Compliance with maximum levels laid down in Regulation (EC) No
1881/2006 shall be established on the basis of the levels determined
in the laboratory samples.

3) Analiz sonuglari, 29/12/2011 tarihli ve 28157 {i¢iincli miikerrer sayil
Resmi Gazete’de yaymmlanan Tirk Gida Kodeksi Bulagsanlar
Yonetmeliginde belirtilen maksimum limitlerle uyumlu olacak sekilde
verilir.

C.2.2. Treatment of the sample as received in the laboratory

b) Laboratuvara gelen numunenin islenmesi




The complete aggregate sample shall be finely ground (where
relevant) and thoroughly mixed using a process that has been
demonstrated to achieve complete homogenisation.

Pacal numunenin tamami, tam homojenizasyonun sagladigindan emin
olunacak Ogiitme (eger uygunsa) ve iyice karigtirma igeren bir siirec
kullanilarak homejen hale getirilmelidir.

C.3. PERFORMANCE CRITERIA FOR THE METHODS OF
ANALYSIS

3) Analiz metodu performans kriterleri

C.3.1. Definitions
The following definitions shall apply:

a) Tanimlar

‘r’ =Repeatability the value below which the absolute difference
between single test results obtained under repeatability conditions
(i.e., same sample, same operator, same apparatus, same laboratory,
and short interval of time) may be expected to lie within a specific
probability (typically 95 %) and hencer = 2,8 x s,.

1) r: Tekrar edilebilirlik: Ayni numune, ayni kisi, ayn1 cihaz, ayni
laboratuvar gibi tekrar edilebilirlik kosullar1 altinda yapilan, belirli bir
olasilik dahilinde (genellikle %95) iki analiz sonucu arasindaki mutlak
farkin gegmemesi gereken degeri (1r=2,8 X 5;),

‘s;” =Standard deviation calculated from results generated under
repeatability conditions.

2) Sp: Tekrar edilebilirlik kosullart altinda elde edilen sonuglardan
hesaplanan standart sapmayi,

‘RSDr’ =Relative standard deviation calculated from results
generated under repeatability conditions |'=/* = 1%

3) RSDy: Tekrar edilebilirlik kosullar1 altinda elde edilen sonuglardan
hesaplanan bagil standart sapmayi [ (s;/ x )x100],

‘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 method), may be expected
to lie within a certain probability (typically 95 %); R = 2,8 x sg.

4) R: Tekrar iiretilebilirlik: Ayni numunede, ayn1 metot kullanilarak,
farkli kisiler tarafindan tekrar iiretilebilirlik kosullarinda yapilan, belirli
bir olasilik dahilinde (genellikle %95) iki analiz sonucu arasindaki
mutlak farkin gegmemesi gereken degeri (R = 2,8 X Sgr),

‘sg” =Standard deviation, calculated from results under
reproducibility conditions.

5) sg: Tekrar firetilebilirlik kosullar1 altinda elde edilen sonuglardan
hesaplanan standart sapmay,

‘RSDR’ =Relative standard deviation calculated from results
generated under reproducibility conditions |15/} = 100 .

6) RSDg : Tekrar iiretilebilirlik kosullar1 altinda elde edilen sonuglardan
hesaplanan bagil standart sapmay1 [ (sg / x )x100],

‘LOD’ =Limit of detection, smallest measured content, from which
it is possible to deduce the presence of the analyte with reasonable
statistical certainty. The limit of detection is numerically equal to
three times the standard deviation of the mean of blank
determinations (n> 20).

7) LOD: Tespit limiti. Uygun bir istatistiksel belirsizlikle analitin
varligini ortaya ¢ikarmanin miimkiin oldugu en kii¢iik 6l¢iim icerigini,
Tespit limiti, sayisal olarak kor numune oOl¢iimlerinin ortalamasinin
standart sapmasinin ii¢ katina esittir (n>20).

‘LOQ’ =Limit of quantification, lowest content of the analyte
which can be measured with reasonable statistical certainty. If both
accuracy and precision are constant over a concentration range
around the limit of detection, then the limit of quantification is
numerically equal to six or ten times the standard deviation of the

8) LOQ: Olgum limiti. Uygun bir istatistiksel belirsizlikle
Olclilebilen analitin en az miktarini,
Eger tespit limiti civarindaki bir derisim araliginda dogruluk ve kesinlik
sabit ise, 6l¢lim limiti sayisal olarak kdr numune dl¢iimlerinin
ortalamasinin standart sapmasinin alt1 veya on katina esittir (n>20).




mean of blank determinations (n> 20).

‘u’ =Combined standard measurement uncertainty obtained using
the individual standard measurement uncertainties associated with
the input quantities in a measurement model (%).

9) u: Bir 6l¢iim modeli i¢indeki bilesenlerin bireysel standart 6l¢tim
belirsizliklerinin kullanilmasiyla elde edilen birlestirilmis standart 6l¢iim
belirsizligini,

(HInternational vocabulary of metrology — Basic and general
concepts and associated terms (VIM), JCGM 200:2008.

‘U’ =The expanded measurement uncertainty, using a coverage
factor of 2 which gives a level of confidence of approximately 95 %
(U =2u).

10) U: Kapsama faktorii olarak “2” katsayisinin kullanilmasiyla yaklasik
%95 “lik bir gliven aralig1 veren, genisletilmis 6l¢liim belirsizligini,

‘Uf” =Maximum standard measurement uncertainty

11) U¢: Maksimum standart 6l¢iim belirsizligini,

C.3.2. General requirements
Methods of analysis used for food control purposes shall comply
with the provisions of Annex 111 to Regulation (EC) No 882/2004.

b) Genel huktmler
(1) Gida kontrol amacl kullanilan analiz metotlari, asagida
verilen kriterlere gore karakterize olmalidir.
1) Dogruluk,
2) Uygulanabilirlik (matriks ve ¢alisma aralig),
3) Tespit limiti,
4) Olgum limiti,
5) Kesinlik,
6) Tekrar edilebilirlik,
7) Tekrar Uretilebilirlik,
8) Geri kazanim,
9) Segcicilik,
10) Duyarlilik,
11) Dogrusallik,
12) Olgiim belirsizligi,
13) Diger gerekli kriterler.

C.3.3. Specific requirements

¢) Ozel hukiimler

C.3.3.1. Performance criteria

Where no specific methods for the determination of contaminants in
foodstuffs are prescribed at European Union level, laboratories may
select any validated method of analysis for the respective matrix
provided that the selected method meets the specific performance
criteria set out in Table 5.

1) Performans kriterleri

Gidalarda bulasanlarin belirlenmesi i¢in, 6zel bir metodun bulunmadigi
durumlarda; laboratuvar ilgili matriks i¢in Tablo 5’de verilmis olan
spesifik performans kriterlerine uygun ve gegerli kilinmig herhangi bir
metot secebilir.

It is recommended that fully validated methods (i.e. methods

validated by collaborative trial for the respective matrix) are used

Uygun ve miimkiin ise tamamen gecerli kilinmis metotlarin (6rnegin
ilgili matriks i¢in ortak denemelerle gegerli kilinmis metotlar)




where appropriate and available. Other suitable validated methods
(e.g. in-house validated methods for the respective matrix) may also
be used provided that they fulfil the performance criteria set out in
Table 5.

kullanilmas: tavsiye edilmektedir. Tablo 5°de verilmis olan spesifik
performans kriterlerini karsilamasi sartiyla, diger uygun gegerli kilinmis
metotlar da (6rnegin ilgili matriks i¢in laboratuvar ici gecerli kilinmis
metotlar) kullanilabilir.

Further details are given in the Notes to the performance criteria as
set out in this point.

Diger ayrmtilar ise performans kriterleri notlar1 bashgr altinda

verilmistir.

Where possible, the validation of in-house validated methods shall
include a certified reference material.

Miimkiinse laboratuvar i¢i gecerli kilinmis metotlar icin gegerli
kilma, sertifikali bir referans materyal kullanilarak yapilmalidir.

Table 5

Performance criteria for methods of analysis for erucic acid

Applicabiliey Foods specified in Regulation (EC) Mo 18812006

Specificity Free from matrix or speceral interferences

Repearabiliry (RS0 0,66 times RS0, as derived from (medified) Horwitz equation

Reproducibilicy (RSD,) 1 = value derived from (modified) Horwitz equation

Recovery 95 — 105 %
LoD = 1 gjkg
LOG) = 5 gjkg

Notes to the performance criteria:

The Horwitz equation (*) (for concentrations 1,2 x 107 < C < 0,138)
and the modified Horwitz equation (%) (for concentrations C < 1,2 X
10™) are generalised precision equations which are independent of
analyte and matrix but solely dependent on concentration for most
routine methods of analysis.

Performans kriterleri notlari:

Horwitz denklemi (1,2 x 107'< C < 0,138 konsantrasyonlar igin) ve
modifiye Horwitz denklemi (C < 1,2 x 107 konsantrasyonlar icin );
analite ve matrikse bagli olmayan, yalnizca analit konsantrasyonuna
bagli olarak degisen ve bir¢ok rutin analiz metodu icin gecerli olan genel
kesinlik denklemleridir.

(YW. Horwitz, L.R. Kamps. K.W. Boyer,
J.Assoc.Off.Analy.Chem.,1980, 63, 1344.
(®)M. Thompson, Analyst, 2000, 125, 385-386.

Modified Horwitz equation for concentrations C < 1,2 x 10™":

C < 1,2 x 107" konsantrasyonlar icin modifiye Horwitz denklemi:

RSDR =22 % RSDg= %22

where: Burada:

— RSDR is the relative standard deviation calculated from results -RSDg: Tekrar tiretilebilirlik kosullar1 altinda elde edilen sonuglardan
generated under reproducibility conditions [iz:/%) = 100 z

hesaplanan bagil standart sapmayi [(sg /%) X 100]

— C is the concentration ratio (i.e. 1 = 100 g/100 g, 0,001 = 1 000

-C: Konsantrasyon oranmi ( 6rnegin 1=100 g/100 g, 0,001 =1000




mg/kg). The modified Horwitz equation applies to concentrations C
<1,2x107".

mg/kg)
ifade eder. Modifiye Horwitz denklemi C < 1,2 x 10” konsantrasyonlara
uygulanir.

Horwitz equation for concentrations 1,2 x 10'< C < 0,138:
RSDR = 2¢t %

12x10'<C< 0,138 konsantrasyonlar i¢in Horwitz denklemi:
RSDg=2Ct %%

where:
— RSDR is the relative standard deviation calculated from results
generated under reproducibility conditions |1z = 102

Burada:
-RSDg: Tekrar iiretilebilirlik kosullar1 altinda elde edilen sonuglardan

hesaplanan bagil standart sapmay1 [(sg / %) X 100].

. C is the concentration ratio (i.e. 1 = 100 g/100 g, 0,001 =1 000
mg/kg). The Horwitz equation applies to concentrations 1,2 x 107'<
C<0,138.

-C: Konsantrasyon oranini (6rnegin 1=100 g/100 g, 0,001 =1000 mg/kQ)
ifade eder. Horwitz denklemi 1,2 x 10-7< C < 0,138 konsantrasyonlara
uygulanir.

C.3.3.2. ‘Fitness-for-purpose’ approach

2) Amaca uygunluk yaklagimi

For in-house validated methods, as an alternative a ‘fitness-for-
purpose’ approach (*) may be used to assess their suitability for
official control. Methods suitable for official control shall produce
results with a combined standard measurement uncertainty (u) less
than the maximum standard measurement uncertainty calculated
using the formula below:

UF = 4/(10D/2)" + (aC)’

2.1. Laboratuvar i¢i gegerli kilinmis metotlarin resmi kontroller igin
uygunlugunu degerlendirmek amaciyla, alternatif olarak ‘“amaca
uygunluk” yaklasimi kullanilabilir. Resmi kontroller ig¢in uygun
metotlar, asagidaki formiil kullanilarak hesaplanan maksimum standart
Olciim Dbelirsizliginden daha disiik birlestirilmis standart 6l¢iim
belirsizligi (u) olan sonuglar Gretmelidir.

U, =4(LOD /2)? + (@ x C)*

(M. Thompson and R. Wood, Accred. Qual. Assur., 2006, 10,
471-478.

where:

— Uf is the maximum standard measurement uncertainty (ng/kg);
— LOD is the limit of detection of the method (ng/kg). The LOD
must meet the performance criteria set out in point C.3.3.1 for the
concentration of interest;

— C is the concentration of interest (ug/kg);

— o is a numeric factor to be used depending on the value of C.
The values to be used are given in Table 6.

2.2. Burada;

Us: Maksimum standart 6l¢iim belirsizligini (ng/kg),

LOD: Metodun tespit limitini (ug/kg), (LOD, ilgilenilen konsantrasyon
icin EK-2’nin 3 {incii maddesinin (¢) bendi 1 inci fikrasinda verilen
performans kriterlerini karsilamalidir.)

C: Konsantrasyonu,

a: C degerine bagh olarak kullanilacak olan sabit, sayisal bir faktorii
ifade eder.

2.3. a sabiti i¢in kullanilan degerler Tablo — 6’da verilmistir.




Table &

Mumeric values to be used for a as constant in formula set out in this point, depending on the concen-
tration of interest

C hglkg
[i] 1]
51-300 0,18
501-1 000 0.15
1 001-10 000 012
= 10 000 01

Tablo-6
Farkhh Konsantrasyonlar Icin Formiilde Verilen “a
Sabitinin sayisal Degerleri

C (ng/kg) o
<50 0,2
51 — 500 0,18
501— 1000 0,15
1001- 10000 0,12
>10000 0,1

PART D:REPORTING AND INTERPRETATION OF RESULTS

D.1. REPORTING

4) Raporlama

D.1.1. Expression of results

a) Sonuglarin agiklanmasi

The results shall be expressed in the same units and with the same
number of significant figures as the maximum levels laid down in
Regulation (EC) No 1881/2006.

Sonuglar Tirk Gida Kodeksi Bulasanlar Yonetmeliginde belirtilen
maksimum limitlerle ayn1 birim cinsinden ve ayni sayida anlamli rakam
kullanilarak agiklanir.

D.1.2. Recovery calculations

If an extraction step is applied in the analytical method, the
analytical result shall be corrected for recovery. In this case the
level of recovery shall be reported.

b) Geri kazanim hesab1

1) Analitik metot icinde bir ekstraksiyon basamagi uygulandi ise,
analitik sonug¢ geri kazanima gore diizeltilir. Bu durumda, geri kazanim
orani raporlanir.

In case no extraction step is applied in the analytical method, the
result may be reported uncorrected for recovery if evidence is
provided by ideally making use of suitable certified reference
material that the certified concentration allowing for the
measurement uncertainty is achieved (i.e. high accuracy of the
measurement) and thus that the method is not biased. In case the
result is reported uncorrected for recovery this shall be mentioned.

2) Uygulanan analitik metot icerisinde herhangi bir ekstraksiyon
basamag1 yok ve uygun sertifikali referans materyalin kullanildigina dair
bir kamit var ise ve sertifikali konsantrasyon yiiksek dogruluktaki
belirsizlige ulagmay1 sagliyor ve bdylece metot sapma icermiyor ise;
analiz sonucu geri kazanim diizeltmesi yapilmadan raporlanabilir.
Sonucun geri kazanim diizeltmesi yapilmadan raporlandigr durumlarin
belirtilmesi gerekir.

D.1.3. Measurement uncertainty

The analytical result shall be reported as x +/— U whereby x is the
analytical result and U is the expanded measurement uncertainty,

using a coverage factor of 2 which gives a level of confidence of

approximately 95 % (U = 2u).

¢) Olgiim belirsizligi

1) Analitik sonuglar x+U olarak raporlanir. Burada x analitik sonucu, U
ise kapsama faktorii olarak “2” katsayisinin kullanildigi ve yaklasik
%9511k bir gliven araligini1 veren genisletilmis 6l¢iim belirsizligini ifade
eder (U=2u).

The analyst shall note the ‘Report on the relationship between

2) Analitik sonucun yasal limitlere uygunluk degerlendirmesi, bir




analytical results, measurement uncertainty, recovery factors and
the provisions in EU food and feed legislation (*)’.

ekstraksiyon basamagi uygulandi ise geri kazanima gore diizeltilmis
olan sonugtan Ol¢iim belirsizliginin ¢ikarilmasiyla elde edilen sonuca
gore yapilir.

(1)http://ec.europa.eu/food/food/chemicalsafety/contaminants/repor
t-sampling_analysis 2004 _en.pdf

D.2. INTERPRETATION OF RESULTS

5) Sonuclarin yorumlanmasi

D.2.1. Acceptance of a lot or sublot

The lot or sublot is accepted if the analytical result of the laboratory
sample does not exceed the respective maximum level laid down in
Regulation (EC) No 1881/2006 taking into account the expanded
measurement uncertainty and correction of the result for recovery if
an extraction step has been applied in the analytical method used.

a) Bir partinin veya alt partinin kabuli

1) Kullanilan analitik metotta bir ekstraksiyon islemi var ise geri
kazanim ve genisletilmis O6l¢iim belirsizligi hesaba katilmak suretiyle;
laboratuvar numunesi analiz sonucu, Tirk Gida Kodeksi Bulasanlar
Y onetmeliginde belirtilen maksimum limitleri agmiyorsa kabul edilir.

D.2.2. Rejection of a lot or sublot

The lot or sublot is rejected if the analytical result of the laboratory
sample exceeds beyond reasonable doubt the respective maximum
level laid down in Regulation (EC) No 1881/2006 taking into
account the expanded measurement uncertainty and correction of
the result for recovery if an extraction step has been applied in the
analytical method used.

b) Bir partinin veya alt partinin reddedilmesi

1) Kullanilan analitik metotta bir ekstraksiyon islemi var ise geri
kazanim ve genisletilmis Ol¢iim belirsizligi hesaba katilmak suretiyle;
laboratuvar numunesi analiz sonucu, Tirk Gida Kodeksi Bulasanlar
Yonetmeliginde belirtilen maksimum limitleri asiyorsa reddedilir.

D.2.3. Applicability

The interpretation rules set out under points D.2.1 and D.2.2 shall
apply for the analytical result obtained on the sample for
enforcement. In case of analysis for defence or referee purposes, the
national rules shall apply.

Amac ve kapsam

MADDE 1 — (1) Bu Tebligin amaci; belirli gidalarda erusik asit
seviyesinin resmi kontrolii i¢in gidalardan numune alma ve analiz
metodu Kriterlerini dlizenlemektir.

Dayanak

MADDE 2 — (1) Bu Teblig, 29/12/2011 tarihli ve 28157 3’lincii
miikerrer sayili Resmi Gazete’de yaymnlanan Tiirk Gida Kodeksi
Yonetmeligine dayanilarak hazirlanmstir.

Tammlar
MADDE 3 — b) Bakanlik: Gida, Tarim ve Hayvancilik Bakanlhigini,

Avrupa Birligi mevzuatina uyum




MADDE 6 - (1) Bu Teblig, 30/4/2014 tarihli ve 2015/705/EU sayili
Belirli Gidalarda Erusik Asit Seviyesinin Resmi Kontrolii Icin Numune
Alma ve Analiz Metotlarinin Performans Kriterleri hakkinda Komisyon
Tiziiglh dikkate alinarak Avrupa Birligi mevzuatina uyum gergevesinde
hazirlanmistir.

EK-1

NUMUNE ALMA

(1) — Genel hukumler

e) Her bir alt parti fiziksel olarak ayrilabilir ve tanimlanabilir olmalidir.




