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EUDT SAFYIMAIDRIE (2/2)
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II EU Legislation on specific materials 2’SAFYZJ#Rl Regulation (EU)

No.10/2011 (4) BEEELXEHE(15~165)
BSEEEDERICHIZD, BBITASHBE DXZEROENTED MEDIHABIC

O TR, REIIBEDNHD

Cottor Candy Business Park,
CAPERPLEX 57 mgiary . e,
Co. Dublin, Ineland

Phare: 00-353 11 1111 111

IMPORTS CO.

WeDpage: waw. CApEDlen is

SESCRITULERERSLVEM
ON=1- 1TVIC F.
DECLARATION OF COMPLIANCE
. —_
Manufacturer Hegarty 5.A. = S| M = AN N \
#re. De las Violetas, ¢/ 7= 1= Hl_] F
pano Industrial Menfort,
3 Sevilky, SPAIN
Product covered by this declaration ‘ , PET Box 5N.4563 A\ Z A |=-F3|.l [ | =
Date of the declaration S| 35.09.2014 @ 1b%q:% = asﬁ(j:zq 0)=gtgu
Declaration of compliance with = “ u D n
# This product complies with Regulation (EC) No. 10/2011 (as amended).
*  This product complies with Regulation (EC) No. 1935/2004 (as amended). =
*  This product complies with Regulation {EC) No. 2023/2006 (as amended). = /| E
This plastic box has been manufactured only with monomers, other starting substances and
additives that are authorised under Regulation (EC) No. 10/2011. O — N -
A risk assessment according to Article 19 of Regulation (EC) No. 10/2011 was performed for this @ *Z#,%Hb*ﬁﬂu N 7 7 Z;‘yo*ﬁﬂu (QIE = bt b\% L-t

product.

Information abeut the compliance of substances used that are subject to any restriction or

specification wﬁEE’i
Compliance with overall migration limit Overall migration is below 10mg/dm’ [+ 1]\
under standard testing conditions laid
down in Regulation (EC] No. 10/2011.
D (L MBERVLRE RO+ 512154
—ERERNY (RRENYINORmiEANH
1-hexene SMLs cannot be exceeded for /v —Em & ‘;ﬁ u x| n P2 u j an
. Isophthalic acid contact ratio below 6 dm’/fkg.
Information about the compliance of substances subject to purity criteria, W N
There are no substances subject to purity criteria. *SI' ) w + ﬁ’a 'I‘% #E

on request.
There are no substances subject to restrictions apart from the Specific Migration Limits (SMLs).

Information about the use of "dual-use” additives in the material.

dleiues were used in the manufacture of this product. {ﬁ% (: F*ﬂ 3—5 E{$ E’\J ﬁ;IJ BE %IE

Type(s) of food with which it is intended to be put in contact
All foods.

Time and temperature and storage while in contact with the food @ 77\/0:/37}[/} (U?D"fﬁﬁﬁ 3“((/\51%{5\0)@/5\

Cold storage for up to 10 days.

©

Individual substances Specific Migration  Test results [or estimated level of
Limits [SMLs) migration from calculations)

S

The ratio of food contact surface area to volume used to establish the compliance of the

material or article —
The compliance testing was done under conditions set out in Regulation (EC) No. 10/2011 EE :3'\J
using a surface to volume (s/v) contact ratio of 6 dm?/kg. Aty

Functional Barrier
here | functional barri
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II EU Legislation on specific materials 73AFv4 Al Regulation (EU)

No.10/2011 (4) BEESEXEIL(15~16%)
EUANDEmEHICHIED. ;Eé.*E;E.t%h’&nﬁﬂﬂa‘étwwunﬂﬂstimhﬂj&%ﬁ

FITVS,
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k packaging-9.pdf (maff.go.jp)
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II EU Legislation on specific materials 75AFv4 Rl Regulation (EU)
No.10/2011 (4) BEESEXEL(15~165)

2TOIFAFVIMEBE LV Rz, TOMBLERRUEICERTIMED. BEICS
HUTWBCLZEE IS ESESEERITURCTIIRER,

Article 15
Declaration of compliance

At the marketing stages other than at the retail stage, 1.

a written declaration in accordance with Article 16 of
Regulation (EC) No 1935/2004 shall be available for
plastic materials and articles, products from
intermediate stages of their manufacturing as well as
for the substances intended for the manufacturing of
those materials and articles.

The written declaration referred to in paragraph 1
shall be issued by the business operator and shall
contain the information laid down in Annex IV.

The written declaration shall permit an easy
identification of the materials, articles or products
from intermediate stages of manufacture or
substances for which it is issued. It shall be renewed
when substantial changes in the composition or
production occur that bring about changes in the
migration from the materials or articles or when new
scientific data becomes available.

5|F : Eurofins, SHI3FEERBMKEAETEE EURTRILEOSSRDECEHIZA> I3
k packaging-9.pdf (maff.go.jp)
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No 1935/2004M5516 &(CHE >IcEMHICLDIES
ZAFTEREDET 3,

F1ROFMAICLIEER. FRELIFETL. MESIV
[CEHDIBEEHZZFTRINERS,

E=E(3. TOFITOMRERIMHL pfzamn. BED
HEEPENSORM, X(IMEZEB(HFETETEDT
REFNERBRV, COEEE . #RIX(EEAZmbD 50D
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II EU Legislation on specific materials 75AFv4 Rl Regulation (EU)

No.10/2011 (4) BESEZEEXEFEIL(15~165)
BEESELESOET, 2DBESMHZARITIRHICITOLHBRAR. &4, R, €
TUVI U EFEFOZFENINEREHPNELLUHRHEITIHLEN B S,

Article 16 162
Supporting documents AN E

Appropriate documentation to demonstrate that the 1. BEEHE>MERV R m. €DREDPRIEEE DR m.
materials and articles, products from intermediate RUENS DB RV 2D EED I D{LEME
stages of their manufacturing as well as the NN ZIK%EEUODESREIE(CEE\UCL\égtﬁmj@tﬂaﬁz
substances intended for the manufacturing of those Z%z. EI0EEIABDERICIGUTIRMHIZIEDETS
materials and articles comply with the requirements
of this Regulation shall be made available by the 2. XZE(((3. HERDFMALER. ETVIESVHE. 2
business operator to the national competent DD . Z2MFEIESEREITFEAICEETS
authorities on request. Sl E SO e, EEBRIBESEDEACEE I DI -V,
6 V B RENTLS,

That documentation shall contain the conditions and
results of testing, calculations, including modelling,
other analysis, and evidence on the safety or
reasoning demonstrating compliance. Rules for
experimental demonstration of compliance are set
out in Chapter V.
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II EU Legislation on specific materials 2’SAFYZJ#Rl Regulation (EU)
No0.10/2011 (4) JSAFVIMBIBESES (15 RV WESIVIIEH)
(C&%E)

1. BEESEFRTULSEESEEORFREPIEH ;

2. TIAFYIMBIELERR., TOREOTHEEETOEER. BUETIAFvIMR - BRORIECEREINER
RUEX (FEA T DB EBEB DRI ;

3. MR B, CNSOREOHRIERFE TOEE MY (IENSOM R - REOEIE(CERISNAYIE DAL ;
4., E=EH;

5. TI3AFVIMRIX (IR TR, INSORIEDOPRESFE COEER X (EZCnNSYIEN, COFMBIFRUREAI(EC) No
1935/2004 D563 2%, 5511 %(5). 5615 £ NUE17 £ TREIVEEIZIEREIECERU TV EOHER ;

6. HIRARU/XEFENMRANOMEST KU IIRESNTVS., ERENIME X ZODREAERYICE I 2@ 1EHR.
FEEPET. COBIRIC(E. REMBIRODOEOE OB BZ2ZFRITTRSI.
—MiEE I OFPROIIRTHS ; X,
—IEESMEERINTEST . 2OFEMRIORISERE TORRNERGERL. RN T REYC
0.00015 mg/kg BmX([EEmE LW ZEBABIT25|SHRIITETHFEI SuIEENDD.

51F : Eurofins, BAI3FERBMWKEAEZTEE EURIHLEOSHRSECEITIAS I3 _
k_packaging-9.pdf (maff.go.jp) ©Accenture 2023. All Rights Reserved. 25



https://www.maff.go.jp/j/shokusan/export/e_process/attach/pdf/k_packaging-9.pdf

II EU Legislation on specific materials 2’SAFYZJ#Rl Regulation (EU)
No.10/2011 (4) JSAFYIMBIESEE (158U RESIVOIAR)
(C&%E)

15
S

AR

[ul
il

7. BERICBIFBZRHNERESNTOVIMMEICDOVWTOBEYIREEEFER. BN5. FERBITLAINUIDOVWTOERT —I X (FI1E5H
FETECLOTESNIIBER. RIC. COBERMEYITHIEE, CNSOMBI X IEGEDFERE(CEOTREEIBEU ARl
[GEESUTVWBREETERE(CTRENTEDLIIC., 3§92008/60/EC. 95/45/EC F1f2008/84/EC (CEEHLUTEAEL
YIOIRFENSESNZIFIR. CNSOBIRNBRVEE(CEERIGERAINZENEGESUTVWAIEZIER TSI ;

8. MRIXIRBDERCHIHIR. BRI
(i) MRX[ERBEBERN RS EIEMO1ID U FORmIDAE ;
(i) BEmciEitd2i5HE. T ORmOIBRE RUEZOBRmORTFRE ;
(iii) B17RRUE18E(CO>TEEMMREIEN IR RIFMORA LEREIE X (FFMOEHR ;

9. JIZAFVIDHEREH/N\ U DS EROMABI X FRRMEAEINDIEE, MBI (ERENICOMADHE13 5(2). (3).
(4)X(35614 2£(2). (3)DERFIRGESU TLBIEDIER.
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II EU Legislation on specific materials 2’5 AFv4 3Rl Regulation (EU)
No.10/2011 (4) BEESEXEL(15~165F)
(CE8¥) OEEBERTUEEERELHLVEM

LTS FRIE | OESERTULERBRESLMMEFR

o« TIRFVIRBROLEMEEEE . MABSLORELS
FRzERs | 0 JIAFVIRRODRMAMAIE IR ROEES. MABSLOELE
o TIAFVIRRBBOREE | MAEBLUTIBLES () FRIEADIREER)

o INEEBRREEDMAE TR TIAF VIR ROBEES  MASSLUTORES
%fggﬁg e IETSAFVIREDLEYE - DRIROESEE (+OREHREIRIET LR HEE)
WEBES | TSXAFVIKRFEROERE

o INEEERUZOFEENTORE

51F : Eurofins, HFI3FEERWKEAEZTEE EURIMLEOSHRIECEHITIAS I/ )
k_packaging-9.pdf (maff.go.jp) ©Accenture 2023. All Rights Reserved.

27



https://www.maff.go.jp/j/shokusan/export/e_process/attach/pdf/k_packaging-9.pdf

II EU Legislation on specific materials 2’SAFYZJ#Rl Regulation (EU)
No0.10/2011 (4) BREEEXE{L(15~165)
(CeE) OREHRAL. TSAFYIRAISESUL TS EDIESR

SLEHCEFEEIE : © BEAREI. TIAFYIRRAICEE U TVRIEDOMER

o JTIXFVIRAN BEARAIGESUTVRES

« Union Listic38&ENTL\BTEDHESR

o BEINTUVECTHERATIRETHZIEA (Union ListYEDIEDZSEZOYIEBDFCME
{EFYE DS 5. B D FOBEIENEEBR T DE/N—IARTHREISNTWECE, BLUZDFCMES)
MIX—HORE, MEZHOMLER - FUGEELTVATE

EREZ BT IS EENOEK

AFEYpRENFHImENTLBZE

72023\ 7OSMAITHVSNZAEDZE(E CMRYIE. /JA4—LATRVWCEDHE?,

AN
- |

o JIZAFvIFRA, #HEAFREI. GMPRREIOESUTVWBAES

o TIAFVIFRBITERRIESNTWBRE /N —. ZOMOEFYIE RRIIFIOH TRISESIN TS
ZEDFER

PER0OBE » Union List(ZHY*Széﬂ'CL\EL\E\E’\J(L/J\\bﬂéﬂh% 5. {EAHRRBIDBE T B ERSE
IH(EEU. YVATFHINELIT SN DR

. %HE%‘\E’Jmbl]%b"f"‘%’*ﬂé'ﬁﬁﬁuw%L?é%ﬁ%ﬁkﬁ JRFHIEHETEINCED
TR
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II EU Legislation on specific materials 2’5 AFv4 3Rl Regulation (EU)
No.10/2011 (4) BEESEXEL(15~165F)
(&%) O%iEHMA. ITSAFYIMAIGESLTNSEDHHEER

SLEHCEFEEIE : © BEAREI. TIAFYIRRAICEE U TVRIEDOMER

TS52FvI3E81, #EHFREI. GMPIRANGESUTVWBRES

I3 )P TERDSDEESN TORWTSAFYIEIL. T5AFYIRAITERR]ENn
TWBAE/Y—. TDMDOEFEYERRINBITOH EIESNTVBEDHEER

Union List(CUXEIN TORWERIBISHRIISNZYIEN ., #2EHRBI0REET 3 B3RS
IBOEEL. URIFHIANEITENECEDMH#ER

ﬁu%}%ﬁéwﬂb“om (#RITE2HIR) (OEASUTVRZLEOMESR -EREMIF 2 SbatE
RV ERESR

NIASOUR VI OMESR
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II EU Legislation on specific materials 2’5 AFv4 3Rl Regulation (EU)
No.10/2011 (4) BEESEXEL(15~165F)
CEE) O(LFMERVDRBERRNOT1 15

LR SEIR | OLFMENRUDEERN O+ DR

- BEBITE=HIRE (SML) | BFERIT=HIRAEZE (SML(T)) . SB=4IE (QM) .
Union Listz8 10IEOFIE AMEARISESL TLAILE

o F(ILEEOFHIPENRVNCEDHESR

o I3 IINIFOIMAITERENACEDHZ2ERIULEDIAE

{EFMED

(1 (2) (3) (4) () (6) ) (8) () (10) (11)
= 0%

FC- Use as additive or Use s monomer or other FRF SML(T) Notes on
. . starting substance or . SML [mag/kg] - - -
substance | Ref. No CAS No Substance name polymer production aid . applicable Restrictions and specifications verification of
macromolecule obtained from [mg/kg] (Group .
No (yes/no) . (yes/no) - compliance
microbial fermentation (yes/no) restriction No)
223 13630 0000106-99-0 |butadiene no yes no ND 1 mg/kg in final product

(*) In the case of PVC gaskets used to
seal glass jars containing infant
formulae and follow-on formulae as
defined by Directive 2006/ 141/EC or
532 88640 | D00DB013-07-8 |soybean oil, epoxidised yes na ha 3g?~; (32) g;‘:}?f;‘?s‘:fzﬁi'fa:f;::;?l‘iig"d
children as defined by Directive 2006/
125/EC, the SML is lowered to 30
mglkg. Oxirane < 8 %, iodine number <
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II EU Legislation on specific materials 2’5 AFv4 3Rl Regulation (EU)
No.10/2011 (4) BEESEXEL(15~165F)
CEE) OZERETMY (EmFRMIHIOEMIZAMAE) O+DRIFHk

EECEREIA | @ ZERERIYIO DGk

« “ERHERIMZERLTVSISSEZORHR
« EATJEMSESERMNIMOMEREEZEEL CL\\SIEDHER

ZERRRMH DB

(1) (2) (3) (4) 5) (8) 7) (8) (9) (10) (1)
Use as additive Use as monomer or other
subz‘;:;nce Ref. No CAS No Substance name or polymer starting substance or FRF applicable SML SML((;:CEumpg#kg] Restrictions and VE':E::?S: of
. N N ) production aid macromolecule obtained from (yes/no) [mg/kg] triction N specifications i
- E% J%;ﬁ ° (yes/no) microbial fermentation (yes/no) restriction No) compliance
I 315 46640 0000128-37-0 |2,6-di-tert-butyl-p-cresol (BHT) yes no no 3
}Jufr% 03{9] 286 38240 0000119-61-9 |benzophenone yes no yes 0.6
REGULATION (EC) No 1333/2008 REGULATION (EC) No 1334/2008
E-number [Name Maximum level |Foot |Restrictions/exceptions FLNo. |Chemical CAS No. |JECFA |CoE Purity of the named | Restrictions Foot |Reference
(mg/l or mg/kg |notes Name No. No. substance at least of Use note
as appropriate) 95% unless
E 321 Butylated 100 (41) |only fats and oils for the otherwise specified
hydroxytoluene professional manufacture of heat- 07.032 |Benzopheno |119-61-9 831 166 EFSA
(BHT) treated foods; frying oil and frying ne
fat (excluding olive an pomace oil)
and lard, fish oil, beef, poultry and
sheep fat
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2018%7/10~7/11 EFSASE6EIFCM1Y M) —J2&ICT. RHEERF2020
FITOEZARUE.

RRMNZERE. 201 7FIRCAR—R5A VAFTHE T #HHAARBI OIRARBICUE M B EDFREHIC
EoJz, 2018F7H10~11HEFSASE6[EIFCMRY NI —I=EICHEVT, BINEZEREF FEEDL

HOFTEZRUIZ,

Evaluation of FCM legislation: Timeframe

'\

ANANENEN

U

Conducting the evaluation:

Staff
Working
Document

Publication &

- Existing information
- Study

- Consultation

dissemination

Validation

Roadmap open for comments from 28 November to 26 December 2017.
30 feedbacks received, reaffirming the existence of a number of perceived
issues in relation to the functioning of the Regulation. All comments are
available at https://ec.europa.eu/info/law/better-
regulation/initiatives/ares-2017-5809429 en

Publication of evaluation website May 2018 \
https://ec.europa.eu/food/safety/chemical safety/food contact mate
rials/evaluation en

Study to support evaluation July 2018 & September 2019
Consultation main part September 2018 =& July 2019
Publication and dissemination activities September 2019 3
Staff Working Document early 2020
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