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Article 3

General requirements

I. _Materials and articles. including active and intelligent materials
and articles, shall be manufactured in compliance with good manufac-

turing practice so that, under normal or foreseeable conditions of use,
they do not transfer their constituents to food in quantities which could:

(a) endanger human health;
or

(b) bring about an unacceptable change in the composition of the food:;
or

(c) bring about a deterioration in the organoleptic characteristics
thereof.

2. The labelling, advertising and presentation of a material or article
shall not mislead the consumers.

d. Any use of this material without the specific permission of an authorized representat
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Article 15

Declaration of compliance HEEES
1. MBSO ETREREICENT, T5RAFVI#ME
ERURBEG. TOREDPEBEREM DR S.

EUENSOMBRUBEMOREZER LT

1. At the marketing stages other than at the retail stage, a written declaration in accordance with

Article 16 of Regulation (EC) No 1935/2004 shall be available for plastic materials and articles, MEIZDLV T, HAI(EC) No 1935/2004MDE16
products from intermediate stages of their manufacturing as well as for the substances intended KIZHE > -EBHICKIEEEZAFTESLNDET
for the manufacturing of those materials and articles. Do

2. BIBEOFAICKDIEEX. FXEFHNRITL.
i - ~ - ~
2. The written declaration referred to in p aragraph 1 shall be issued by the business operator and REIVICEDOIMBEEFETNIEELEL,

shall contain the information laid down in Annex IV. 3. BEEER.TORTOXNRLELGLIHF. M.
HEDOPFRHEENMNOER. RITVMEZESIC
ﬁif%é%@f&lfhli&b&b‘o ho)ﬂn =

3. The written declaration shall permit an easy identification of the materials, articles or products (%, HENUIRB R ODBITIZEILEL-DT
from intermediate stages of manufacture or su bstances for which it is issued. It shall be renewed FOGHBEIEHED KEBELEENREL-HES
when substantial changes in the composition or production occur that bring about changes in the X (EFHLWH P T—FBNAFRAIREICG o115

BIZEFShGITNIEEDEL,

migration from the materials or articles or when new scientific data becomes available.

CONFIDENTIAL AND PROPRIETARY - © Eurofins Scientific (Ireland) Ltd [2021]. All rights reserved. Any use of this material without the specific permission of an authorized representative of Eurofins Scientific (Ireland) Ltd is strictly prohibited.
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Article 16
Supporting documents i#ﬁj{%

. Appropriate documentation to demonstrate that the materials and articles, products from 1%%% liﬁ*-l&lﬁﬁk' A l:ll:l . %0)% 1)) EF' FEﬁ EXB
intermediate stages of their manufacturing as well as the substances intended for the ».@IIII:II:I . &Ut%*l:’;) @*X*J‘&U‘E‘Z 0)%2 0)7«.__&)0)
manufacturing of those materials and articles comply with the requirements of this Regulatior 1t$¢% Eb‘\s ZIK%EE\IJ D EZQ%IEL;E ALTL \%) - t%
shall be made available by the business operator to the national competent authorities on request. o j_ 5@ ‘L’)] fd: j{ % % . IEI D ggq E% % % D gs}z = FI:T\ C—C:]:ZEE

| | N | S HIBEENETS
That documentation shall contain the conditions and results of testing. calculations. includin;

Eoldel;mg, othf.?r an&tﬂ)lfzis, andstf.rwti.denci on ‘[h;?j safety or r:as:l?in(gjhdelilons’trating compliance. 2. Ki': fj: E_t %ﬁ@ xﬁ:tff‘i% :E7_'U >7€'§¢}E+
ules for experimental demonstration of compliance are set out in Chapter V. ﬁ %0)1@,0) \1:}? ﬁéliif"i ﬁA%%nEj_%)IE
RICET A ZEzET &

RERMTESMEOIERIZET HIL—ILIK, F V EIC
HEINTLS,

CONFIDENTIAL AND PROPRIETARY - © Eurofins Scientific (Ireland) Ltd [2021]. All rights reserved. Any use of this material without the specific permission of an authorized representative of Eurofins Scientific (Ireland) Ltd is strictly prohibited.

39



A1

EEEENEM <% eurofins

- BEICHLT, HENTSIAFVIRAEREA R DOEET FERFEIESL TS LEHERT S

- BEEN. BETHARFANDRGZOBEESEEZHEILLIZY ., FvIT5=-OITELBEEFHREIEMHT S
_OBINT=8.

c 1L EDEUEETRITINAZE(HLE)

« EALTLSMEMNT N~ TUnion ListiiiFHsn ., YRV SN TONIE, 1DDBEEEE TERLGSHKSE
S LB FREEHGROEGOMMFIIRERISERTES,
=1L MELEMOBELEIFEA TEDXRIITEO>TNNDIE

c XEXE FXBICI O TERSh ., REFENDLD Y IS4 FI—UIZE > TERIGESNLLEFE
SN TULVELAY, ﬁ’gﬁiéﬁd)%*( WCTIRHET S
HIEENORMBLIZESES
RESNT=RBITHBRER
Lok 1) %)
MEDANT
EEFMEDEM IR

40



A1
IS4 FI—2DERICEAT 5T IRAFYIRANDAAF R o8, :
MEF T AELTOES B0 RE «& eurofins

- BEEXDEEZTEITS
c BXRBFOHEERBICHEITAER
—SHGERETERFIIBEESNAFERICEVLT, ZBRREROBEEEVVBHE AN TDOEEEEIZHE N TY
BELREREES
- B ETRELTEEYEZEAFTIIERSEIERXZZTDER
—SCOMEDEEHICERZES, FEERMIFMI(NIAS) LED
s BEFI—UICBWTHEANKEBEGEEERZTRIT S
ST RTOYENBERFIZBITLTESMLEZBALWNGESIE. TOBATEELTES
- BAEMNHRGEANDERINSFERICEAT H1FHR
BRSNS EHRICET HERNAONILBEESHERIERATES
- BRICBESNSBEE XD ER DGR
- BARICBESNGVVESIERDERE
SHEEICERREELGEVGESIX. TOEEENEETEZES

41



A1

TSRFVIRAITO = .2, .
HREN BARREAOANEER & curoTing

O

1) BEEHESE-RITLE-EXREDAMAVER

(2) 72 ARAFYIME. M. TOREDOHBEBOE BT NLD
MERUVBREGROEEZFBHETAYMEZ L E X THALTNS

BXRBODAMBE TR

(3) M#. gz . BEDHEEEMNSDEA S F=EIhOMEE LU
G D ELED =8O DAL= E DR

(4) E=DOHE

42



ISAFVIRBAITOEEES 3 iny
HEZIV BAEEZECELREIEIE ~= eurofins

(5) FSRF v ORISR G . BiE D FRABRRE DS DS X (LHE A,
TSAF VR R URAH AR DE3%, 115(5). 1558 R U174IS
EHBHEEERBIEICHAL CLAZLDFET

(6) T2 AFVIHAIDMHEE | XU | THIBRVD/ XITLEHESRESN TS
ERAMEIZTOHBEERDIZEL NTEEEDRAADEESZHER
TEDFIETH1EEE

HEERFEICEVTIE, FEAMHEICEFTNOLUTOMEDREEEZET L

- FREEITHESNTLSELD

BEFEENEESNTEL SZPEMOREEETERIMICERSN

RIEMBENDBRE-IIRUBM1IkgH-Y~DFEI1TH0.00015mg%
HBALHCENFREINSIETHEET SAENELHDIED




T35 R3S

SORATHDEEES g
= == == —- N =) se»
FTEEIV EATEZIze4TREZIF & eurofins
(7) MHERIIBFERHDEAETN. EUDREXEIEBMRISERINS
500, BT —EAXITFEDBITOLAIVICET HH;
WA IZEET &+ 577

[FER

NN TEZIES
(8) Hﬂiliﬁk‘ﬂ/nnd)ﬁ%l B9 54550 S
EMIELHIETE

=+ A n-l-ﬁ &UZ‘%'&

£
WL TR MRAMYMMEREZICEI(ERTOHIERRELELME (X

=

= T
AL-BmDiEEE
-BamEEMIEHNE R MEE DR EEE
-BEmEMREE A AELED
(9) Z70aFILIN) TS

E=§acPe

E. XIFRFDIEHH

FEIIEDENKS

EMEIIRTEGRITERSNTWNSIES. TD#MF
Rl;t&ﬁ/nnh\xiﬁﬁll’%m%’%ﬂﬁ . %315&6%41,5211%14%’%215&0
EEICES

Vavay
f this material without the specific permission of an authorized representative of Eurofi i

44



JZ2AFYIRAITOEETES

EEIV BATEEICAUREEIE

=

” N

A1

+% eurofins

“ER&RMY: TSRAFVIMBELIIREEARELTRLONSRMAITHO T,
M OBAAMMBRARIEMAZTHEORRTLHDHLD

D793 FIVIN)T s BRM A (TR mA . BEARBEIRRURRUDIEE

[CHERICEHNT L, HoPDIEEDMHDIBITEN U LEDENEEH/NIT

ﬁnnéFT&ﬁEﬁ (414a1)

27293 F)ILINYT

B dn iR ARE
7923 ILIN)T DA A—

45



g —F— -1
== =l

1l

A1

+% eurofins

Example of a DoC for Plastic FCMs

Cotton Candy Business Park,

45 - 47 Imaginary St., Malahide,
Co. Dublin, Ireland

Phone: 00-353 11 1111 111
Fax: 00-353 111111112

CAPERPLEX
IMPORTS CO.

E-mail: clients@caperplex.ie
Webpage: www.caperplex.ie

DECLARATION OF COMPLIANCE

Manufacturer Hegarty S.A.

Av. De las Violetas, s/n
Poligono Industrial Monfort,

Sevillz, SPAIN
Product covered by this declaration ‘ 3 PET Box SN.4563
Date of the declaration 25.09.2014

Declaration of compliance with

®  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).

This plastic box has been manufactured only with monomers, other starting substances and
additives that are authorised under Regulation (EC) No. 10/2011.
A risk assessment according to Article 19 of Regulation (EC) No. 10/2011 was performed for this
product.

pecificatio

Compliance with overall migration limit Overall migration is below 10mg/dm’
under standard testing conditions laid
down in Regulation (EC) No. 10/2011.
Additional information can be provided

on request.
dividual substance pe gratio est re ore ed level 0
gration from calculatio
6 1. 1-hexene 3 mg/ke SMLs cannot be exceeded for s/v
2. Isophthalic acid [5me/ke contact ratio below 6 dm?/kg.

Information about the li of suk subject to purity criteria.

There are no substances subject to purity criteria.
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.
No dual use additives were used in the manufacture of this product.
Conditions of use
* 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
Cold storage for up to 10 days.
e The ratio of food contact surface area to volume used to establish the compliance of the
material or article

using a surface to volume (s/v) contact ratio of 6 dm?/kg.
Functional Barrier
There is no functional barrier present.

The compliance testing was done under conditions set out in Regulation (EC) No. 10/2011

Food Safety Authority of Ireland — Example of a Declaration of Compliance for Plastic FCMs
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e Cotton Candy Business Park, "\

CAPERPI‘EX 45 - 47 Imaginary St., Malahide,

Co. Dublin, Ireland
Phone: 00-353 11 1111 111

Fax: 00353 111111112
IMPORTS CO. S ——

Webpage: www.caperplex.ie /

DECLARATION OF COMPLIANCE

Manufacturer Hegarty S.A.

Av. De las Violetas, s/n
Poligono Industrial Monfort,

Sevilla, SPAIN .
Product covered by this declaration PET Box SN.4563

CONFIDENTIAL AND PROPRIETARY - © Eurofins Scientific (Ireland) Ltd [2021]. All rights reserved. Any use of this material without the specific permission of an authorized representative of Eurofins Scientific (Ireland) Ltd is strictly prohibited.
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Manufacturer Hegarty S.A.

Av. De las Violetas, s/n

Poligono Industrial Monfort,
Dl\ If\l

Product covered by this declaration 3 PET Box SN.4563
Date of the declaration 25.09.2014
Declaration of compliance with
®» This product complies with Regulation (EC) No. 10/2011 (as amended).
Thls product complles wnth Regulatlon (EC) No. 1935/2004 (as amended).
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Declaration of compliance with

e This product complies with Regulation (EC) No. 10/2011 (as amended).

c, e This product complies with Regulation (EC) No. 1935/2004 (as amended).
e This product complies with Regulation (EC) No. 2023/2006 (as amended). y
=\

[T

roduct.

This plastic box has been manufactured only with monomers, other starting substances and
additives that are authorised under Regulation (EC) No. 10/2011.
A risk assessment according to Article 19 of Regulation (EC) No. 10/2011 was performed for this

J

information about the compliance of substances used that are subject to any restriction or

specification
Compliance with overall migration limit

Individual substances Specific Migration

Limits (SMLs)

Overall migration is below 10mg/dm?’
under standard testing conditions laid
down in Regulation (EC) No. 10/2011.
Additional information can be provided

on request.

Test results (or estimated level of
migration from calculations)

1-hexene

SMLs cannot be exceeded for s/v
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Individual substances Specific Migration | [ Test results (or estimated level of
Limits (SMLs) migration from calculations)
‘a 1. 1-hexene 3 mg/kg SMLs cannot be exceeded for s/v
2. lIsophthalic acid ) 5 mg/kg kcontact ratio below 6 dm*/keg. y
(Information about the compliance of substances subject to purity criteria. ‘

There are no substances subject to purity criteria.
There are no substances subject to restrictions apart from the Specific Migration Limits

(SMLs).
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ItEZMEDIHZE

-FFERBATERIR (SML) . FHEBITEHRIELE (SML(T)) . EFEHIR (QM) | Union ListZE 10180 iR
RUMEHRISEELTLNACE

- F I X EERDFHIENGZNEDFESE

D703 FILN) T ONMATHERINACEDHAZERLI-LDITFE

(@) 2 3) @) (5) (6) ) ®) 9) (10) (12)
FC- Use as additive or US;;;;”O;UO[:Q tea[nc;reo(';rr]er FRF SML [SmeIET; Notes on
substance | Ref. No CAS No Substance name polymer production aid | 9 le obtained f applicable Ik 9’kg Restrictions and specifications verification of
No (yes/no) macromolecule obtained from (yes/no) [ma/kg] ((_3r9up 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
. . 60 processed cereal- based foods and
532 88640 0008013-07-8 |soybean oil, epoxidised yes no no 30(%) (32) baby foods for infants and young
children as defined by Directive 2006/
125/EC, the SML is lowered to 30
mg/kg. Oxirane < 8 %, iodine number <
6.

CONFIDENTIAL AND PROPRIETARY - © Eurofins Scientific (Ireland) Ltd [2021]. All rights reserved. Any use of this material without the specific permission of an authorized representative of Eurofins Scientific (Ireland) Ltd is strictly prohibited.
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b. MEDHAN (DELEEULTOR—D :FCM YEES . SHBES . CAS FEEXIFMELELR)
f=1=L. U T DEHRIIRESINSIGEEIZREY. JEFATRYEICEET SME D BRI DRI EBI S i
RAVRSICHHEE SN TWWAEASFHET CTEAINDIGS(E. AZMENRE ATRELRE T
BITLHEWCEDHEEIN TSI ERUVFDRERFAENDRT
RAVRSIZHAEE SN TWVAST EXRIFRBRICE - THEESHERIN=FRAZHICEWLT. M DOED
EHXIFTTLURFOMBDREETIE. FIREDLI0ZB A A HEENTENENFEZRINTLVS
BRBYEREENVEDE-OIC. REDT—ADFHEXRIZETILRIEIBITET —2EXN—XIZLT,
FHIFRIEDN1/10FB AN EMFERINTLVS
c. EDHIE (SML, SML(T). QM) . RIFTSXFVIHBRAIFEZ! ICHIEDHLEIMEIFERINT
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(PAA)ZIE T AFRIREIE D HBIHE . RITTIRAFYIRAIFEEN RAUR2ORE THAPAA ZE
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FTIETE dTE 11D S5UDSLAINILEDS S5UDJELCL LU TESLIICUUTNIS dpPdi L ITRITT LHe SpELITIv Vg dLIUTT LITITLS (JIVILS ).
Information about the use of “dual-use” additives in the material.

Conditions of use
_ERAERRMYEERALTOSIGE LT DIEH

ARG R IEIRMBAMYMOMEREZEEL TLDHLDHER
FER:

IEDEEI. IEBARN/EIETHY . Union ListiZEEEFH S TSRS =E. 7xz/—IL XL
ZILO— LA R TIEALY

B BEBR Y —X L —ERRIRINFI(E262) THHH . BEfkHF SR ILZ 5 TIEAL
TS5RAFy7RBIDUnion ListiTiRE SN TWAME X, BFEE TH S
FFfY —5 OMEIRSANPEE LGV, E262ERMMENEIEICBET D
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fat (excluding olive an pomace oil)
and lard, fish ail, beef, poultry and
sheep fat

) ) 4) ®) (6) ) 8) 9) (10) (11)
Use as additive Use as monomer or other
subzgnce Ref. No CAS No Substance name or polymer starting substance or FRF applicable SML SML((('BI')rO[umpg/kg] Restrictions and ve’r\ilf(i)é?afi::of
NoO ' production aid | macromolecule obtained from (yes/no) [mg/kg] restriction No) specifications compliance
(yes/no) microbial fermentation (yes/no) P
315 46640 0000128-37-0 |2,6-di-tert-butyl-p-cresol (BHT) yes no no 3
286 38240 0000119-61-9 |benzophenone yes no yes 0.6
REGULATION (EC) No 1333/2008 REGULATION (EC) No 1334/2008
-number ame aximum level |Foo estrictions/exceptions FL No. emica AS No. [JECFA oE Purity of the named | Restrictions Foot |Reference
E b N M I | |[Foot [Restrict / pt Ch | CAS C C f th d f
(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

CONFIDENTIAL AND PROPRIETARY - © Eurofins Scientific (Ireland) Ltd [2021]. All rights reserved. Any use of this material without the specific permission of an authorized representative of Eurofins Scientific (Ireland) Ltd is strictly prohibited.
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Conditions of use

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

All foods.
e Time and temperature and storage while in contact with the food
Cold storage for up to 10 days.

e 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
using a surface to volume (s/v) contact ratio of 6 dm*/kg.
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The compliance testing was done under conditions set out in Regulation (EC) No. 10/2011

using a surface to volume (s/v) contact ratio of 6 dm*/kg. e

Functional Barrier
There is no functional barrier present.
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Thanks for your attention!
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