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Reform of the current Korea legislative framework about food

contact material (FCM)
— Focusing on plastic materials —
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TA1E7] Y8l 222 A AE A

A o] tH(Regulation (EC) No 1935/2004 B4 ).
Regulation (EC) No 1935/2004 24 IoA dst= SHEA 9] tifo]

AEFLSEH A -AF T S48 DAY A -AE, Alekd] 20 £

AEZ Q0 2208 L7 A sl EU AFdelA ol & qfr&ste 718 13 oy A

AL FaL vk 1 wFe] 12714 9] Aol disiA = EU &5 7414 <1 4F3 - A

Ao £AGA ek AT o5 2l daAME BU Ae FE] 748 o)

Astel wfe ASH Qa, 59 AAYL, TRA, B, A 5 2

Yoz agetn ko)

18) S-Elvhehe] A% C«] FA -Gt ¥ A2, A3z A2& e g2 “AEEol

T oo BEE AEE VFE L]'E}LH“ EO} °ﬂ sttt olobeE HER AFE 59 %

Al-gare] gk W%J A4z A1E A2s 2 A2F, "AF 5o FA-Fae T3 HE
A2, Abx A3 waw 7| e 87]-323 A AL dEs dFSE %
ABtEE Hof et o] AS FAle] a&3E fstn A7 ) 58 AFESte] A
45 44 g3t AEFS A8 5 JEF QRIE EE H};"Zoﬂ ofgt FAIWHS &
olsl 3 g7} 9}

19) httpsl//eur—lex.europa.eu/legal—content/EN/TXTﬁuri CELEX:02004R1935-20090807

20) Directive 84/500/EECe] wzZW Jt=Folut g =2 B84 25mm ©)3sF A=
Xﬂ%«] 79 7} 0.07, 0.8mg/dm2°]11, & 7|5 3m ©|’d &% §7]- 23 Al Al
#9 2% 72t 0.1, 1.5mg/lelH, 3 7Fedt 718ty Agts A& 49 7+ 0.3, 4mg/l
2 5101 ‘”DP.

21) Directive 2007/42/ECel W2 FCM AA AEZ~ & AZRZE 599%F 22 (2F)S

=
2020 5¢9 11¥ dA] 218Fo]a, o] Fol= AdH o=z 5elF AE vt https:
//echa.europa.eu/regen—cellulose—film-subs
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4] Fo] gl ol & Aol Bl = EU 2 3l =9 |y
= A&3 o] B5olx EU 3]d= 5 stue] w7ket= 4ol dol 1 AlFol
frEstal e AFode o8 7k o|3lE Wolsoof dnte s
(principle of mutual recognition)®] glo} o] Ao ofa = 7}7]g]e] 11742 xfo]e
=Skl odvk &9 EU9 7hol=eilo] A &el7] % gtrh. o) &
AdAnte] ~ 3371 T A (Bundesinstitut fiir Risikobewerfung: BfR)
A

SLOXXXVE A Eo] e Fol B @A) fygelse] AEd o] Rol
s

22) olg1dk Almel tigk AAMlE AR, ool =&, 45W o3t Fx. Iy s gl
gide] HAd g B FHALIE dAl o] Y-S FHsta T uhehA
A2 EU 2ol A A EdE AR AH8EE JAaAdel daixe Hxe] 7AE g0 f1
= Aotk o1 A3 oo disiAe AFHSA R &3 712 72 (EC) No. 1935/2
0049} GMP 7+ ¢l (EC) No. 2023/2006(53] &4 F#4)7k A&= 3 old] siw
AFRE JAAYTA= A EA17F 7hssith v ARAEZ 2~ 3R] 2007/42/EC
AbzxE Add ARLEZL A A5 BHY AF9 HES A7 Ak ¢4 Hs
A LA wpgt JAAH e ) FHoez NE A4S = 3@y #ZA
A £ 4L 732 UE UEdD)olA o] Ao wet FHHo= A3 A EF4EA)

= G 2AAA = 7182 F (EC)
No. 1935/2004 A3z A|1& aol= AFet Zolojof s}, A= R.Semail/C.R.Nielsen
/H.O’Keeffe, Printing Inks in Europe — Caught in a Time Warp, 2019, 3Z: https://
www.packaginglaw.com/special-focus/printing-inks—-europe-%E2%80%93~-caught-
time—warp.

23) https://bfr.ble.de/kse/faces/resources/pdf/360-english.pdf. ©] HiL FEAjolE= 23X
T Folg AE A% dEEA AR AEERHAoEA FEEHY AFo R
A ol xAo] FAES =], ol wEw 4 4'-Bis(dimethylamino)-benzophenone
< 0.0lmg/kg, Diethylhexyl phthalate 1.5mg/kg, Di-n-butyl phthalate % Diisobutyl
phthalate2 Z}zto g2 18]31 71 322 0.3mg/kg, Benzophenone< 0.6mg/kg, Bisphenol
A¥ 0.05mg/kge 2 o Qlth. s FolZ H AFXA F HY T 1 FEEAE
A XXXVI/1, gAY @A gols da XXXVI/2., AE20A Af7vte] E48d =
AL XXXVI/3e] z42p Miew gk
EUSA FCMOoZ Fo]7} Zalry thgog Wol AFREH1 2021dHH 938 Zdx
go] ALgFA o wel gite® Fojuglef Algo] oAH =, Ao A dAEH T
o2 gAEE 12 WEgE ofnloly UVEE F& Fiste Ao WA Folxd
Aol gk EU 29 <e] HHo] Hasiv= A3 == BEUC, More than a paper tiger,
2019.7.: https://www.beuc.eu/publications/beuc-x-2019-042_more_than_a_paper_tiger_
test_summary_food_contact_materials.pdf #Z.

24) https://rm.coe.int/16804e4794. o] 3 o= RESOLUTION ResAP (2002) 1 %°] E3gs]
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A16%). AFA5 ety Al 2 AFe 45 AsaddAid 71AsoF & +
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A A AFaFe Regulation (EC) No 10/201
t}. Regulation (EC) No 2023/2006
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(A5x WA A7x] At 3+ R F-EHXA 2] Al 18)S Askal AvhA4x). o
714 AZAZTHGMP)ol & FARETH dd AowA Aau AFS AHes
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A7 AP AL AFS AR F8Y 5 = WS opleA @
FA FARE Wl o2 Aabela welalo Ak AL oW ATHAIZR). o
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=
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FCMe| v+ Egt=gAFo|th FCMe] Edt=8AQl 7-5- Regulation (EC)
No 1935/2004¢ A g3}t7] $18)41% Regulation (EU) No 10/20119] 2 gsje}
3k}l Regulation (EU) No 10/20119] 718 & 542 2829 S 1A% &2
(E&_Ui 74 S)e EUS| A 2olE 7 dho] A48} 2= guli=s Aolth, Laj g

FASGA T Rew/E0d8, HAukAl, WAz So7 FART EU
|4 e]52 EUZF &g S FCME& Zalxdo] AR 4= 9= Aolt}, o

2n} IAEBY2EA LS sl gt}

rlo
>4

=
Ak

2

1. TAEH FP2E

F¥AEH ZAEE Regulation (EU) No 10/2011 H<&A4 [ AHstar L
Union List8}a1%= 3t} F-&A4 19 HolE 1d&= 2020d 49 1¢ A 1,069
Qo] o] Lot ek

Union Listx OFCMEAHT(FeE4o 1/FHF), @%&ﬂdi(? Ze~gH]
_E'—‘__

AL 7R (DA HV\H] L7:}7115?(1:21‘{ consumption Reduction Facton: FRF, 0]7}i
& 20% ol’del As ok AlFedlA e Eﬂo]‘g/] HAAGFEA A8
Edol #A-8)2009] A& 7P, ®@5A T sQlEAY S4olqFA TS A
4. ol Eoj = ¢t H= B9+ NDE 7 XH), @%7‘%1%%‘“ 57 o] s A (A}
E-A gl el EAoldEAgH, WA 2 AKE

Agtolut AbF), WP HETTY AAl 3 75082 435

=

25) https://eur-lex.europa.eu/eli/reg/2011/10/2019-08-29.
26) /NEEAo] oldlgo gk A HIF Ald EUS AEAAZFS 1kg/A/¥
e, ole FEAYY W AWAHFAZF200g/A/D)el v FristE R X] J
9] olgfgfo] HAKY A SAHHE o7t ) old FRFe A& 7M5& 1%
A BHAol Bad EH9S Yebdth. mEE AH] A4 (Consumption Factor: C
Ed 55 A 54%7 wrgsta vk AAA/GFE /ol S/ A2/ ol
A+, 2016.11, 159,
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-5 19 HolE 29= 9 OFAEA L5 (A 3570 230l Ao E4olq
A g HolE 3ell= ¢ OFE=T] HAZdd w3 715(@A 2770 A sk vk
Bl o] & 4o = FCM substance No 744, 27 Poly(3-D-hydroxybutanoate-co
-3-D-hydroxypentanoate)dll #&F Al AFFS FAs] Fa ok

<Union Listo] d: ¥4 12] Hol& >

O 1@ [ (4) (5) ) (7) (8 9 (10) 1D
Use as
Use as monomer or other Not
. Stzrt(i)nge SL?bsfanfe S ooesn
FCMIps leas  |subs O T mcomeae | Y [q [ mekel (Rest verifica
substa polymer . applicable (Group |riction and | .
No |No ance Name .| obtained ~ from [mg/kg] - . . |tion of
nce No producti | . . (ves/no) restrictio | specifications .
Imicrobial compli
on ad . n No)
fermentation ance
(ves/no)
(ves/no)
026630 .
1 12310 4437 albumin no yes no
trialkyl  acetic
6 25380 | - acid (C7-C17), [no ves o 005 8]
vinyl esters
000007
128 {10060 5070 acetaldehyde | no yes no o))
000007 |propylene 1 mgkg in
19 24010 5-56-9 | oxide 1 ves 1o D final product
1 mgkg in
final product
_ 000009 | 2,6-toluene
167 | 25240 | e Gisocyate | ™ yes no (17) expressed as (10
1socyanate
moiety
000010 | propionic acid, )
212300 | 0oy vl eser | ™ yes no o)
000010
221 | 13870 6-97-8 butane yes no no

27) A, &, J2A|, YA T2 Union Listell EFHE o] JA| et
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Ak d sl el SHoldgAgte) o 5 19] gHeols 2>

(D 2) (3) 4)
Group Restriction No |FCM substance No SML (D) Grou.p. re§tr1ct10n
[mg/kg] specification

1 128 6 expressed as
211 acetaldehyde

2 89 30
227 expressed as
263 ethyleneglycol
1048

<HFETo AAl A 7159 o FE5A 19 HeolE 3>

(1) (2)

Note No | Notes on verification of compliance

Verification of compliance by residual content per food contact surface

L) area (QMA) pending the availability of an analytical method.

Verification of compliance by residual content per food contact surface

10 area (QMA) in case of reaction with food or simulant.

. olAFAR 5

Union Listol| Aol &7 o]s)akA]3k(Specific Migration Limit, ©]3d} ‘SLM’o]&}
geholst FCM Eet~g o2 5y A5 9 fARES o] &5 SlEd] Ay
&g ot SML2 A3 kg =29 mg & mg/kg @2 FAFHA 1= AL
). e 4 SMLe] A H o] = A& ot} sk SMLo| A x| 9l
= A5e oldd ol PATE 8= Folt) o]d ol = ¢ H= A5+ ND

= 0.0lmg/kgo]thHA11F A43). E-e|= SMLO|
AdLE A o] s 2k x| $H(generic specific migration
=] A= ]t 60mg/kgel At 1y SH = ds) ﬂ”ﬁﬂ

Tk el o]a} Aol Aadx Ll AL /M@E}% O]vi’ 20166
MABANA o] AL AHAlET).28)



NEREA S AL @G e

<FEERT B H2E Alg B oo EAolgwkAgh B&5A D>
54 5 o] 3 A $Hmg/kg)
AT 1
1= 1
IUE 0.05
T2 5
= 48
245 0.6
it 0.6
YA 0.02
o 5
A5t ok} obl(Union Listell 7#7d%l0] 0.01
dE AL A9Eh

yol7} FCM E8t~8 o 2 HE 2 F-A 8 wEs e S8 A5 FHu
3| gk o 7 A Fo] g A 3HOverall Migration Limit: OML)9] &7} it} Ak
A= AEAZHA THAAM)D 10mgo] A 9Hmg/dm’), 34 7] wke] fol& A F

9] A= AEZ 8L kgD 60mgl. 2 AAST YrHmg/ke)(A12% A13 2L

[e]
|23,
2t AR 2 AlgxA
Regulation (EU) No 10/20119 & 2% 3} o}2 HEH8HA] g2 Sgt~goz H
o

Hel Sqolawelt Folawe AAR 3487 s FAgv 2 ARz

et #AS Fa JATEF-EA IR V)29

28) COMMISSION REGULATION (EU) 2016/1416 of 24 August 2016 amending and cor
recting Regulation (EU) No 10/2011 A& (6) ¥ Al1Z (3) (a) = : https://eur—lex.
europa.eu/legal-content/EN/TXT/?uri=celex:32016R1416.

29) &4 11 HeolE 12 AEFAFEe S 2E(FARE, 53, HolE 2+ AEFFARY
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AN A8 o7} U= A FCM ARIARelth FCM AR A 2227}
Al

Aol AlEe] AdAAS gQlste] Ar|dds AAlgho] F et EUAlA %E}i
8 A= ZIAEH gAEol7] wid Zalrele] FAEAS Fold gt g
of FHAF Atole] AR e So] nhydE o % Aol

Ky AFEF& Regulation (EC) No 10/2011 241
Vol A skar AHA15F A1), OAFAA S s AFAY o3 T4, @F
28 AR AFAZR SHEANA L ArE Ee S8 E A5 -AEFY Ax=

EFAHE AZFAL £RokE A4 ol F3} Fa, O

= Ee 283 AR-AEe] Az o= 3}
S=ds E@?&E})-"% HA, @A, @=taY AR5 AEGHE A A
of ArtE T a8 AR -AEe] Axe oy deeds EAhe] & f

z " Regulation (EC) No 1935/2004 #|3%, A|11x A58, A15x 2 A17x
of gttt R, ®@3FAIAAE A Avts g1
9D IIef] 71 E Ag D ARl AEE = SEEE B

I
S AR, 02 3011/\194 A gko] %% =] B3 T2 A
= o] gl

|5 j?lﬂ‘ﬂoﬂ %Lilﬁé T 9/15% *e]@ H]O]Ei, E‘Xéo] FFe] ol w3k o] 24
8.3t 799 = Directives 2008/60/EC, 95/45/EC 2 2008/84/EC

o RREH 53 AR, @AFE Fi= AF AbEol B3 AT
Ao g o|ryo] 9= AF F3, AFH A= A
A 18%el WE A3A 3ol AlgE+= &4

h=d} =1
= BN
G AERETRA A 0E E ool FIE A, @754 ool u}%

AE e ned FEas, A% Fu, AFFAE), HolE 3 FolyA Aol
WATE wolF] A AEFAEN TRENPAE, DS AN AEFAE,
FaA VoHOE 1& SgolgRATe] AFANCIE AAF 2AAA] HEFEAZ, A
AAZh, Hels 25 SARolqFATY AP0 943 oA HE2%, AlE
2%), Hols 32 FoldFAT Alde FE2ANINE, HAEFAN 2 HEF2n, AF
AEZA)S AL doh F8& F7REY vlue] disiAe o]d3g], dho] AT, 22W o]
3 F=.
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Sol et oAy AFAAME JANsoF T W A dAT 1 P e

uh, vl A EAS A

EUx Z28A 2EH 52| AT E v A~8=A(2,2-bis(4-hydroxyphenyl)
propane)”} 23F O 2 oo mM s ¢ e A A4l faAE L
Hste] SMLE 0.0bmgo & st git.30 Zejal Hl2#H=A7E de] F8oly 2
BE oAFA A4, AEE A Tl gl AREHAL the S aEste] o]Eel
L sdE Agks ok vk =3 e T o o 31'3} Aol o F et
Ffrotel ool & sl #etA B E EFtetal ddd e w3y v
HEAE frobd ZE7tR Yo E Aol ol 9l ofdo] g % & Holut o] A
zo] Abge 4= ¢lA dar It (Commission Regulation (EU) 2018/213 A|2%

V. 4EPSAR FAS PG} FAS W
1. A8 w3

NEASZATE JFAZ 1 Aol o8 5 9]
A7k vt AEE 71T % 87X
g 7 2 8724 v)E
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Ty H AL s el S & ety
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30) Commission Regulation (EU) 2018/213 A2 & Regulation (EU) No 10/2011 ¥4 1
o] golEl 2% 151 v|2dEAd #3t FAAES 4 o] 32 20184 9€
6L 55 /\] P2 o} o https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:
32018R0213 #=.

31) ™EWe dwtdAI 2 F Fo A3 7137, (Regulation (EC) No 178/2002) A|7x2] o

H(j]—ﬂ;d ;d—z_
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32) EE EUY AFHFAE 114 Alz="ol disixE 2vxte] 177 o]¢)s AH4d3s] Rt
AA FEetrha v|#EA EE FCME A, glazadg ool oWd o= X9 gy,
REACHAM ] 193 & Z(substances of high concern)®] FCMolA e &2 AL&FA|
5& Aleks= v)#o] dt}: BEUC. Reform EU food packaging rules to better protect
consumers. 2019.5, https://www.beuc.eu/publications/beuc-x-2019-029_beuc_comments_

to_food_contact_materials_refit_evaluation.pdf Z+Z%.

33) 2018 7|4 2 87]-EZ F AL oF 6,769l 11 T FA kel
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2018 A& B AF37= A2, 2019, 939 o]8).
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A w X =
7 xS
gthol Al1g A off AaflA A 2 A2 AFREAE ol "t} t
Edo] Alghel AZS & Ut g do2M AR He S o] §F T
HAEste] A Fo E3glelA olUsled 73 B §7]-xFo] JtEHY A= ALGEIT =
Aol 7|7 2 &7]-FHL] AEo] HEEE R AEHE ASE Aol 2y
A olysttt 2 JNAsI A, AFAAHAYE A3F2(A ) A FAYH A9z A2
FollA “deHBoZ e Aol FAFAE T = TS AMST: dE
M AEHAY A18% A3 L AFAHA S A1x F=.

36) 5 35004 WE FEo] old a3t AR g AEJAE A18F A3 Fx. o
g o Ao AR 1S e S glE AU EAECT die AS-
0.0lmg/kg A|F o7 3t} 2 Foo] o] AEZFALEW F Fxo AFCl+ 2 &
7]- 27 AEFeE AEY TH/AEFAIE RS Tk AEFEARE o] AlSE 14 7F
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[Abstract]

Reform of the current Korea legislative framework about food contact
material (FCM)

— Focusing on plastic materials —

Tae-Je CHO"

On its way from farm to fork, our food comes into contact with many
different materials and products. While these materials are essential to
transport, preserve, and ultimately consume our food, they may also
negatively impact the quality and safety of foodstuffs. Chemicals present in
food contact materials (FCM) are known to migrate into, and thus
contaminate foodstuff, thereby potentially creating risks for consumer
health. Existing legislation is meant to safeguard consumers against such
risks; however, the current rules are deficient and provide insufficient
protection of consumers.

Korea has so far regulated food contact materials in a negative way. This
means that all substances can be used as food contact materials, but only
those that have safety problems are restricted. In the case of new
materials, the system has a problem that cannot be regulated immediately,
even if there is a risk. In addition, dangerous substances prohibited from
being used overseas shall not be regulated immediately until their use is
restricted by standards and standards based on the Food Sanitation Act.
Therefore, it is necessary to introduce a positive list system. The system

allows only substances registered on the list to be used as food contact

* Professor, Hanyang University School of Law.
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materials after listing materials that can be used as food contact materials.
Such a system has recently been widely introduced in the international
community as well.

There are various kinds of food contact materials. The first question is
what to target the positive list. Considering that synthetic resins are widely
used in food apparatus, containers and packages, and that there are many
countries targeting synthetic resins, synthetic resins should be subject to
them first. In this case, the materials that make up the apparatus,
containers and packages are basic polymers and additives added to them,
so they should be listed and managed.

When introducing a positive list system, it is important to establish an
information delivery system between operators, as in the EU. The system
should ensure that apparatus, containers and packages, and their raw
materials are suitable for the positive list system. It will also be necessary
to establish new manufacturing and management standards for food
apparatus, containers and packages. On the other hand, the materials of
other food apparatus, containers and packages such as paper or rubber,
should be continuously reviewed for positive listings, taking into account

the degree of risk and international trends.

[Key words - Food Contact Materials(FCMs), Apparatus, Containers and
Packages which come in contact with Food or Food
Additives, Positive List(Union List), ‘Food Sanitation Act’
“The Criteria for the manufacturing method of apparatus,
containers and packages as designed to sell, or used for
business, and The Standards for such apparatus, containers
and packages and raw materials thereof, ‘Commission
Regulation (EU) No 10/2011 of 14 January 2011 on plastic
materials and articles intended to come into contact with
food’]



