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Food Contact Article - FCA

Food Contact Material - FCM

- High-density polyethylene (HDPE)

- Low-density polyethylene (LDPE)
- Polyethylene Terephthalate (PET)
- Polycarbonate (PC)

~~

- Adesives
- Print inks

- Coatings...

Food Contact Chemical - FCC

- Additives

- Pigments
- Monomers

- Oligomers

- Degradation products

- Impurities and contaminants...
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plastic bottle . outside label

e small packaging molecule:
additive, monomer, oligomer,
impurity, reaction-by product,

inside: ~"--- i contaminant, printing ink and

foodstuff ’ adhesive component

’
¢

o foodstuff molecule:
nutrient, vitamin, flavor

e environmental contaminant:
persistent organic pollutant,
pesticide, detergent, etc.
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<) PLASTICS ARE RIGOROUSLY Variables can include:

TESTED TO MAKE SURE
THAT MIGRATION - IF ANY - IS SAFE 5 Jﬂ Temperature

Testing conditions are specified legally, and need to be used by all actors - Contact surface -
performing tests in the value chain (from raw materials, packaging W

producers and to food packers). Tests are done at several stages in the
value chain to ensure that the plastic sample is suitable in its end-use.

Take a sample Test in contact with Monitor migration under Analyse the results to verify
of the plastic a food simulant standardised conditions that safety limits are met

.l
»
Food simulants - as prescribed by law,
(e.q. olive oil) - mimic the properties
of different food types under typical /
worst case conditions.
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Q WHO ENSURES THE SAFETY OF FOOD CONTACT MATERIALS? '

All of the different parties involved are required to issue a declaration of compliance that states product safety.

PROCESS FOLLOWS: EFSA’S RISK
ASSESSMENT PRINCIPLES

Packaging
producers

e\ 6

Intermediate non Food packers as

finished packaging users of food

([_}ellets, sheets, contact
film, preform...) material

Additives
and monomers
producers

Final packed
food
distributors
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Food Contact Plastics Regulation (EU) No 10/2011 L“ﬂungwmmawwmm'\ 5 U994
Regulation (EC) No 1935/2004 @aiflunguunensauitugiuvas EU eafuanduiaaims
(Framework regulation) T¥aauausnnsgunsuaauazaenainvasasitidlunisuanuaz Jan

vranvudula M ImIenataanluannwelsy lvaruaugua
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asmiinlasuaydn vlindnananafnduiiaaivng (authorized substances) aglu union list
Usng i annex | ausadldlyluntsnandaavsanisusdudanims

Usznaudaengussdadaluil
(a) NoUBWBIWATASHIAY
(b) d@rsauues (additives) EJﬂL"J'um'ﬂﬁ?i; antioxidants, plasticizers, preservatives
- stabilisers
‘ (c) d1svrelunszuruniswan (polymer production aids; PPA) 8ntiumainasans tuu
anti-foam, anti-cluster, buffering agents, coagulating agents, dispersing aids

(d) ansluanalugnlaann1sudnvagaunse




Union list of authorised monomers, starting substances, macromolecules from microbial fermentation,

additives and polymer production aids

(1) @) (3) @ 6) (6) (N ®) &) (10) (11)
Use as
Use as monomer or
ad ditiv:a op | other starting [ oo SML(T)
FCM ( olymer substance ot applica- | SML [me/ke] Notes on verification
substance Ref. No CAS No Substance name p I macromolecule | PP T (Group Restrictions and specifications .
production . ) ble [mgke] | ~ oo 5 of compliance
No aid obtained from (yes/no) restricti
(ves/no) microbial Y on No)
yes fermentation
(ves/no)
1 12310 0266309-43-7 | albumin no yes 1no
2 12340 — albumin, coagulated by formal- no yes no
dehyde
3 12375 — alcohols, aliphatic, monohydric, no yes no
saturated, linear, primary (Cy-Cs5)
4 22332 — mixture of (40 % w/w) 2,2.4- no yes no (17) | 1 mg/kg in final product (10)
trimethylhexane-1.6-diisocyanate expressed as isocyanate moiety.
and (60 % w/w) 2.4.4-trimethyl-
/1 hexane-1,6-diisocyanate
5 25360 — trialkyl(Cs-C, 5)acetic acid, 2,3- no yes no ND 1 mg/kg i final product
epoxypropyl ester expressed as epoxygroup.
Molecular weight is 43 Da.
6 25380 — trialkyl acetic acid (C7-Cy7), vinyl no yes no 0,05 (1)
esters

COMMISSION REGULATION (EU) No 10/2011
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g139ildaglu Union list walasuaydnlvldlamudanivunvaengseileu
(a) 1NHBVRINIA WUBA WTauaaNdTa NoYIALWLY

(b) drsuaunliinaunsealifanuvasasnayyn il

(c) d@sshNANTUANISIINVIRRAZENTAIATIZRTYUIN MW 2= 1,000 Da vinutihilulassasienan
VDIWANFANANEFDINT (8nLIuaIsluana lnanlaainn1sudnuagaunse)

(d) #1SWINDANDT ANTTITUBIANTRATFUATITNNN LUWANVUIN NG LaTEITHANVDIAITWANL
lunsalisnsuauswasuazasnsnui lunanansmaiiisneveadlu union list

& ,
AN '
0 ? ®

)  —
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VBN MUALAZAMANYULIANIZ VBTN THALIHANAFANTURN NS

(a) AlunsTuINWIE (Specific migration limits; SMLs) F8AWIBNBULUTIINAERN
dadkivanUdawasesiusznausiianiisaaningamnsiiuai SML nuuadu mg vasanssia ke
Y9913 (mg/kg) 52yTu Annex |

(b) Alannsduviavian (Overall migration limit; OML) Faavien1vusussananaindadl
UanUsaeansasAusznauiitliu non-volatile substances aanungewinsiiu 10 mg Aan1519
BUASVDINUR NN ED9S (mg/dm?) mnlunYUzNaNaRNFUNEIMISEUSUNISNLAS
wniandaslivanudeeludsunaiiiu 60 me s kg Vas9MANT

=

(c) FamnuaRnIziazn1sINansidvasasilgludaanazaivusussgamng Wudayad
lnarnnsusziliuanuidedunsie agludud union List M1319% 1 A1AKNWIN 1 ¥4 Plastics

Regulation

10
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Plastic Materials Regulation (EU) No. 10/2011 (PIM)

Plastic materials based on synthetic polymers and/or chemically

modified natural polymers

Union list (authorized substances):
Monomers or other starting substances
Additives excl. colorants
Polymer production aids (PPA) excl. solvents

Macromolecules obtained from microbial
fermentation

OML

Restrictions | 10 mg/dm*

or 60 mg/kg
food

Derogations:
PPA

Salts of
authonzed acids,
phenols or
alcohols

Polymenc
additives

May be present in articles:
NIAS
Aids to polymenzation
May be used in manufacture:
Colorants and solvents

A Subject to safe
9:393; '|° ( RAr!.3)813

nsk assessment
legisiation (PIM Art.19)

lyndanaziaauanaindula@ainis luannineglsy

asliagly union list wiusnglutaansanivuzwanain

(a) d@1sUuidau d1snnndulnison1saa1gnVRIEITAIAUTENING
N32UIUNIINER (non-intentionally added substances %38 NIAS)

(b) am‘%'uéu’ml;jﬁ‘%m polymerization; accelerators, catalysts,

chain scission reagents
laifasvesyiiAnaziinsedalu union lst usidgnssuiums
UsZIliuAULE9RuuIAST 19 Va9 Plastics Regulation

InggUsznaunisnaduansmangiunsuselivdnlivinlvitiaanudessie
duasrenisguarndadudiuniisvasianarsuanenisufinniy

gk:.‘ Yan1mun (Declaration of compliance)

11



Legend: :
€ Potential applicant requests - Regulation EC 1935/2004

R L - -Regulation EU 10/2011
general pre squ|55|on advice -Regulation EC 45072009
(optional) -Regulation EC 282/2008

B Member State

B curopean Commission (EC)
M Ersa

Applicant i

Potential applicant notifies studies
commissioned or carried out as of
27 March 2021
|

Pre-submission phase

v
Applicant submits application via
e-submission system to Member
State Authority

Member State Authority tasks
(mandate) EFSA and makes the
application available to EFSA

n15UssLiuANUaanNe a1 LYy

a o/ a v o Receipt of the application by i wo::::-.ng !
NAALASIFANANFANTUNEDINIT e
q comp eteness chec

Yo INglsy N

EFSA launches public consultation
on the application dossier

|
! I
} 6 months + |
| Request of |
} additional |

|
‘ \
! |

Confidentialit
information** Y

EFSA performs thorough risk decision-
[ t making and
assessmen proactive

disclosure

EFSA Panel adopts the scientific

Risk assessment phase output

EFSA publishes the scientific
output

Based on EFSA's opinion the EC
prepares a draft specific measure

Post-adoption phase




n15UseLUAIUUaanNYEST LUNER
LALIHANANHANEHUEI TN

Yaannnglsy
H3URAYUNTUSIUANNUERAN YYD SNLUNER

wazans NIAS ludaguianivusdnsagulu EU

g

w“.

FCM Framework Regulation (EC) No 1935/2004

Intentionally added substance (IAS) Non-
/ intentionally
< added

Use in plastic SiibESTaE
FC'l\"? (NIAS)
yes e, .
Use in FCM with
Monomer or specific
additive? Member State
legislation?
=
yes no
l yes
l \ 4
EFSA scientific RA according to RA by industry RA by industry
opinion (RA is Member State (no review by (no review by
reviewed by requirements public authority, public authority,
public authority) no published no published
record) record)
A v
Substance is Substance is
authorized by authorized by
EU Commission Member State
for use in any for specified
plastic FCM non-plastic FCM
I l
937 =1000 > 4500 ?
substances substances substances substances

13
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Risk Assessment of chemicals in food

Dose/response
assessment

What are the health
effects at different
doses levels?

What is the
risk of a health
effect occuring
in the exposed

population?

What are the
potencial health
effects of the
substance?

What are the

exposure levels in
the population?

14
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N1992YANUTUNEVDIENS

(Toxicological assessment: hazard
identification)

Anundayanenfusunmenseanuluiuviionywd
lasudusiaans %’ayja‘lﬁmn databases, peer-reviewed
literature, reports lAgANEINUAN FIAYVBLANIS
W¥INY1IN NITANYININTZUIATINGT N1TANYIAIY
‘ Uaaaneluuyed nsAnunludnineass Tunasaneasg [
Lae NSHIEULABIURYALATIHI19YBIETS (read-across

AL structure-activity relationships)

0 o Qi

Q

In vivo testing of effects Testing of a reduced Translation to human
number of mammals

https://www.vivaltes.com/

l:’t\" 4 "L;_ 15



N15UsLluANNLHYIRRgUA TNYRIEITIAT lUBINNS

Defined test material
Toxicity Test J'
= & &) > & Exposure assessment
UsnAne US FDA uaz EU AdUANdUnsI8vasasiuiandulaanns ¢
= »Lyu ' % o Yy W . a v +
Feazlasuvurnnaudsnlaalyvan tiered approach A UVOYA Acute toxicity — ™ = Reject
MeNeIngBuadivaunnlasuas ‘_
. \/ | ¥
815U US FDA Usunauansninin threshold 1.5 pg/person/day Motaboliem __ - Genetictoxicology
1 =\ (-7 (= o ha il'Eﬂ
wazanslilunensiugnssy hifiaudnludedddeyaanis PR e \F
v a a ' Reject
ATUNBING lS lU l-l-
v 1 Q‘ 1 < 1 v f & =Y 1 =y v ¢ Mc'ﬂpt SUb?hmnic R*c'
v v 1o &
EU fnanslifignsnausi3e nonanewug Uuiuaassuudunug ey &
waziluansunly anunsaldiludiulsznauvastunaranniiogngs
. functional barrier fanslindaugglgitamnsinginn l— l? l'l'
detection limit = 10 pg/kg food n3QUUAB no-migration - Accept Chronic toxicity Reject
concept nann15illu Code of Practice Nl&¥nuas NLS Tudu — . =

7

AR UNFUNEDINSLATNTI

: | v Accept Reject

R O 0, S Y :
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A1595U18AMUUUN YD IET R i

75

50

(Toxicological assessment: hazard characterization)

25

Response rate (%)

~
rd

ANWYIAIMUEUNUS TLNINIVUIAVDIEITAUNTISINANY INBNTEAUEISNLASUSZ L8 Dose chemieat &
naandInLa2 N1 rtAnANRAUSNA .
AINN1INAEDU repeated dose (chronic/sub-chronic/sub-acute) toxicological

Target organ 1

100

75

studies ansilifignsiiuiusaasiugnssua1saAIUIN tolerable daily intake
(TDI) lea1nA1 NOAEL (No-Observed-Adverse-Effect-Level) %58 benchmark
dose (BMDL) #N15A28AT assessment factors 6’?‘3@5ﬁ|ﬁu%’agamnn'ﬁﬁnm oral 0

50

25

Response rate (%)

sub chronic (90 days) EU T4iA1 default assessment factor 11U 100 A1a4 thrggeld

Divide threshold

factor 10 AQLLSNAD AIULANAIITEUINNERILAZAY d7U 10 ANEDIAD AN by uncertainty actors
LANFAN9YBIUTEYININFULHE S

Target organ 1

31nA1 TDI wagA1 default ¥89 EU damtinaa 60 nn uslnAamsnussylulen
funNaI15IUas 1 Alaniy d1u150AUIAT Self-derived Specific Migration

1
i
|
1

% Uncertainty
factors

Response rate (%)
w

i
L Limit (SML) v89a15laangns , _ ,
U T Dose chemical A —»
‘ Safe human dose
4 Self-derived SML (mg/kg food) = 60 (kg body weight) * TDI (mg/kg body weight/day) / 1 kg . _ | | o
_ foodlday Principle of Toxicology Environmental and Industrial Applications 2 2[1)90

) T, r e . v A T



®. 2004 Jan;42(1):65-83.

n1sUseiliuaMUFgenagunInvasasiailluanmis

N1585U8ANULTUNEVDIENS (Toxicological assessment: hazard characterization)

ASANYIANUFUNUSIZUINNVUIAVBIEISAUNTISINANY A1 lUTTaUaIRNIZVBIEISNIIULNYLATIE519

v

Tlguan Threshold of Toxicological Concern (TTC) concept

TTC exposure limit

Structural class Description (ng/person/day)

Substances with simple chemical structure
and for which efficient modes of metabolism 1800
exist, suggesting a low order of oral toxicity.
Substances which possess structures that

are less innocuous than class | substances,

Cramer class |
(least toxic)

Cramer class |l

: ! but do not contain structural features 540
(intermediate) : o
suggestive of toxicity like those substances
in class lll.
Substances with chemical structures that
Cramer class Il permit no strong initial presumption of 90
(most toxic) safety or may even suggest significant

toxicity or have reactive functional groups.
Organophosphate structures which may

Organophosphates . ) 18
have neurotoxic properties
Threshold of Substances for which there are no 15
regulation structural alerts for genotoxicity ]
Substances for which there are structural
Genotoxicity alerts alerts for genotoxicity but which are not 015

aflatoxin-like, azoxy- or N-nitroso-
compounds

Food Chem Toxicol. 2004 Jan;42(1):65-83.
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Usziliunislasuduna (Exposure assessment)

Usziliunslasudueiaans NLS 15and1 estimated daily Intake (EDI) wansAdu me/person/day 2indayaninuaanse
Va9 TARRUEN8INEATUREDIMNT (migration data) wazvayan1suslnAvIMsNaUAEIENAaIU N1SIAGRUEI8VRIETUUY
NUANENUAY9ENS VanduAED1115 ¥NB1MIT LIaLaLan1IENIFNANNERINNT

N15USEHUSUNUENSNUSLNAGDIUARY 3 YUADY (tiered 3 steps)

1. Worst case calculation vuuguaunAgIuvasanninglsd As nnauuslnaamis 1 Alansy ussylundasvuia 1 dm’
n1sAUIUTIUS AR YU lYEnS

EDI worst case (mg/person/day) = 1 kg food/person/day * Migration (mg/kg food)

2. Aurvundunalnely fat reduction factor (FRF)

1 kg food/person/day * Migration (mg/kg food)
EDIerr corrected (mg/person/daY) o - s
FRthnphnlu substances

19



n1sUseiiuaMUFgInagunInvasasiailluanmis

UszLliun15laSUFUNE (Exposure assessment)

3. ATU3 refined exposure Iagly consumption factors Ag dndauvaIRIMNTNFUNEIEATURTI M SUAasBlanSUUTENIY

Tu 1 Ju Yunaunislasududaansinndaudrearnnatainidrgennisaadu (Estimated Daily Intake; EDI) annauufgiuunnin
HUSLaA 60 NN %’UUszmuafmflsusiﬂu"’a’ameaan’a’uaz 3 nn AwdalaIngas

DI, (mg/person/day) = 3 kg food/person/day * CF * <M> (mg/kg food)
Taei
EDI: Estimated Daily Intake (mg/person/day)
CF: Consumption Factor for the particular plastic
<M>: Migration level of substance from the plastic into the food (mg/kg food)
grudeyaiildlunisuszifiunsldsududavesussvnsluanninglsy
MATRIX

FACET 1?1?’1'11&’3&!’5”6‘11]%1'13%LﬂaE]‘LIEJ']EJE]E]ﬂ%ﬂﬁ]']ﬂ’)ﬁﬂ’duﬁ\lﬁa”l‘lﬂ'ﬁ AN probabilistic exposure mmﬂmiuwaua
ﬂ’Ti‘U'iIﬂﬂE]']‘Vi']'i‘llEN‘U’i“‘lﬂﬂ'iEJI’i‘U‘i/l\‘l‘W&lﬂLL’s’I“‘lJE]%JaEﬂM’]'iVIU‘JSQGLU’JﬁﬂW’d']%Wlﬂ%JWﬂTIJ’JﬂJIﬂEJ software

20



N15U52IUAINLHE D FUNINYRIE LT lWBInNS

n15asueA2uLae (Risk Characterization)
n15UsLUI18150AUUaRNY S L

Exposure (EDI) < Exposure treshold (TDI or TTC)
Or

Specific migration < self derived SML ‘ -

Exposure (EDI) > Exposure treshold (TDI or TTC)
Or -
Specific migration > self derived SML

Refine risk assessment or risk reduction (e.g. reduce exposure)

Risk assessment of NLS and NIAS on plastic materials and artcles intended to come into contact with food

Tunsalnnasanulivaanny Plastics Europe. 2014.

Tnumunsuszlivanudedeglidsamuinmsindudulanazideaunduviseiiuvayanunedng,
Inn1sanseaulasududavse Usununsinfaudleanslvianas

a a v < o = 2 = & a yaia a
nsUszliuanudssiamuniuluszeslagailensnnuiividngsiuanuiluivvesansuazgusuunsiandnswasuwlasiy
MNLAY

21



N15UTSLNUAIULEYUB9E1S NLS uag NIAS

Potential Migrants

[ Starting Substances ]

Unreacted monomers

Intentionally
Added Substances
(IAS)

|

Non-Intentionally
Added Substances
(NIAS)

Additives

antioxidants

= antistatics

= antifogging agents
= biocides

= dyes

= heat stabilizers

plasticizers

Breakdown products

e oligomers

Side products

Impurities

Adhesive

Catalyst

Printing inks

Solvent

NLS (non-listed PPA, colorants, solvents, aids to
polymerization) wa2 NIAS (msﬂuﬁ’]au #190NAN9UNATENING
UFA3en snsannsdatedavideiadulunsissnineufizen) Wy
ansilieglutydsmetoudlilifuaygralildlaesaluda

deatinnsuszifiunnuidesdagun waumIng 19 ¥ea Plastics
Regulation IialiiinAuUasnfedaguniw dmsu NLS 919
lUnsradeuidinislésuausinlildunneunioluivalusedu
senIneusemansa luyszma winliwmelasuayd® winsn 19 n
srunagnaadiunsUszifiuanadssans NLS uag NIAS @l
gy union list MmunanaIna naulunldnanIa9IauTTa
AuaidulEa M TWANERN

sl V"




A29819n15UTSLUUAULE
A298199 1
1. nmsUssiiumnudesvesnislddviazans liquid paraffin U processing aid lunisnannanafndudaenss liquid paraffin

L‘T‘Juaﬂ‘ﬁﬂﬁjm linear %38 branched aliphatic hydrocarbons %38 alkanes I%Lid]udesensitizing agent L@/ 39 carrier of organic
peroxides Tun1swdn polyolefins, PVC, ethylene copolymers, rubbers mwﬁmﬁﬁf\;mﬁamgq 150° %ﬁﬂﬁmﬁmaﬁmﬁﬂu%ﬂﬁ
Hunmusnandatugainefitsiiluldnuade alkane Wildfinuausinsmenmdeniiiiiedostunandnantie Saluansae
polymerisation ldaglu positive listing 484 Regulation (EU) No. 10/2011. Fefuasuudounnnszuiunsnanssdesseiiiy
ﬂ’nm?iawia’qsumwmmnmﬂ 19 984 Plastic Regulation

2. liquid alkanes ¥naglunguens Cramer Class I. exposure threshold flaziilAnfivAe 1800 Me/person/day 3o 1.8

mg/person/day.
3. Ysuaun1suslaaenisues EU 1 ke food per day, SML Auaadan TTC approach: SMLTTC = 1.8 mg/kg food

4. nveyavedans aliphatic hydrocarbons fldlu Fom, fiToya NOAEL value 330 meg/kg bw/day, tainn1smeaay 90 days

sub chronic oral toxicity study on rats @15 alkanes 3aLUu @15 non-genotoxic kagA1 TDI A1UINaIn NOAEL %15R738 safety
factor 100;

TDI = NOAEL / 100 = 3.3 mg/kg

e Q e . |
.9 @y QYN T
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A19819N15U5SLUANULEY

5. self-derived SML, dwsuszanns EU thwtin 60 ke USLNABINNT 1 ke 191560 IU

Self-derived SML = TDI * 60 = 198 mg/kg food

6. Anadudiugsgnuasans aliphatic hydrocarbons Mvidelunana@ngavinesinnii 1000 me/ke.
funUSinuanedeudhsanwataingewnsiagldaus@ 100 % migration 9nAwLERLARL 6 dm? w1 100

LM A1UAWIMUY 1 g/cm? - 1.4 g/cm3, 1%@@13??’1‘14’3@4 worst case scenario WUSHUENSILARDUENEDBANT 6
wae 8.4 mg/kg food

7. Wisulsumlasududaduainnulasnse Usinaasidreeanunlueimsiisulssmuseiusindd SMLTDI
198 mg/kg food MldannismagaunIaiwingl 23 - 33 wi1 33 SML Aldanmsmeaeuivinglunyaigs

- 1271 SMLTTC 1.8 mg/kg food
4 s. L‘LJ%‘EJ‘ULﬁEJ°UﬁU%@ﬂJﬂﬁﬁiﬁﬁ]’]ﬂﬂ’]iVIﬂﬁ@UQ%Q TTC approach U35 conservative lon1siUSeuiisunu data

base, N15UszLlluANUUAAAEALYINULNUFIUYBI real toxicological data Fsagulainn1vusduanyneiians
aliphatic hydrocarbons Tusgauinuasasesaguslnaluan1iznisidnuass

® @5 S~ YR T
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A19819N15U5SLUANULEY
A8 2

N15USZNUANULEBIURIESN LAaNN1SEaN8v9a1s phenolic antioxidants MAxlunedLwDS
sgrdnenszuluMskantivaUanuNsidauva AR M gAY

A208199 2.1

Packaging: High Density Polyethylene (HDPE) 1L bottle

Food: Orange juice

Degradation product: 2,6-di-tert-butylphenol (CAS n°:128-39-2)
Mw: 206.32 g¢/mole

Logp =0

Initial level of the degradation product in the bottle: 10 ppm

\/ | &

25
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A19819N15U5SLUANULEY
Bottle dimensions:

- Maximum diameter: 8.4 cm
- Height: 18.04 cm
- Surface volume ratio: 0.531 cm-1
- Bottle thickness: 0.04 cm
Contact temperature: between 20°C and 40°C
Contact time between 0” and 6 months
Toxicity assessment: (Source: ECHA)
Oral toxicity: NOEAL = 100 mg/ke.bw/day derived TDI = 1 mg/kg bw/day (1% safety factor: 100)
Genotoxic: no

Carcinogenic: no

26
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A29819n15UTSLUUAULE
Toxic to reproduction: no

Teratogenic: no

Toxic to development: no

Exposure estimated using FACET software (version 2.0.5)
Total population: 0,0001562 mg/kg.bw/day

Consumers: 0,0003166 mg/kg.bw/day

Safety margin: iSsuisudsunalasudunanuataulaanny
Total population: 1/0,0001562 = 6402

Consumers: 1/0.0003166 = 3158
d54:

9

Ysuanduslnalasuduianinda TDI Wunuwin aauuasand1aiaainnnsaane antioxidant
luussanueidelaansusosuilnn

27
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A19819N15U5SLUANULEY
A2D819N 2.2

Packaging: High impact polystyrene container
Food: yoghurt
Degradation product: 3,5-di-tert-butyld-hydroxyacetophenone (CAS n°:14035-33-7)
Mw: 248.37 ¢/mole
Logp =0
Initial level of the degradation product in the pot: 15 ppm
- Pot dimensions:
- Maximum diameter: 4,5 cm
- Height: 6,3 cm
- Surface volume ratio: 1,05 cm™

- Pot thickness: 0,02 cm
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Contact temperature: between 5°C and 20°C

Contact time between 0” and 1 month

Toxicity assessment: (Toxtree)

19%éan TTC Cramer class Il Class Ill (EFSA opinion): 1.5 Plg/kg bw/day
Genotoxic: no

Carcinogenic: no

Toxic to reproduction: no

Teratogenic: no

Toxic to development: no
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Exposure estimated using FACET software (version 2.0.5)

Total population: 0.101 Mg/kg.bw/day

Consumers: 0.145 Wg/kg.bw/day

d3u:

ann1sUsziivlifinnuidssdunsieannasivaan e nanIsnann1sus polystyrene

fdaduanslungu Cramer class Il szauduianfuandae FACET software §1wu
nejmﬂszﬂzﬂnsﬁ'ﬂilLLazﬁju'%Iﬂm‘vhﬁ’U 0.101 Me/ke.bw/day, 0.145 Heg/kg.bw/day Ani

A1 Threshold ¥aIN15NANEIINTTC approach 1.5 Heg/kg.bw/day

Risk assessment of NLS and NIAS under article 19 of (EU) No 10/2011 of 14 Jan 2011 on plastic materials

and articles intended to come into contact with food. Plastics Europe. 2014.
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Risk Assessment nuvagaigusznaun1snaslutiuvaaiyyin
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Figure 5. An overview of CRA.
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Crit Rev Food Sci Nutr 2020; 62: 4, 957-79.
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