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Regulations of Food Packaging in Korea, Europe and USA

Dae Hoon Jeon and Young Ja Lee

Food Packaging Team, Korea Food & Drug Administration

Abstract Regulation of food packaging in Korea, Eurpoe and USA are surveyed. Food packaging manufacturer or
converter has a responsibility to evaluate the safety of migration of harmful materials from typical finished packaging
items. The ‘overall migration limit” of all components from the packaging and ‘specific migration limits(SML)’ of mono-
mers or additives are evaluated with food simulants, water, acetic acid, ethanol and n-heptane, based on the regulations
of the countries. A substance not regulated has to be authorized with the technical data required, information on chemical

identity, physical chemical and other properties, the intended use, migration studies and toxicological studies.
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AZEZAA 0] obAA ks A =& HUIEEE A
it AFEgA Ax B 7RAAle HF AEEAE
TH AFoE olfE= fsl=del el Hrtstodof gt
(Knight &, 2004). o] ol <Fo]3 FH(Overall mlgratlon
limity’3} 7 EEZ |8 F(Specific migration limit)’®]
=, FolWFS AHEFXGAENY ol BE5Y =2
< 5 HrlElk= o].__ ol YHEZR olgiEe EXY
GFAG 7 T PEERS] o] #E Rleke W0l
=EHS 447]’0}7] 8t W T, VA 5 =
o] oS dotol At} ol AP AFEGA
FEE AFe SRl wE AF Bl =, 24 ddEs,
n-heptane 5 2]F FAMEIIE ARE3IT SRR A2
7N1EAE A7) flete] HFHAEF 9 SEATS Fl
de 54 A5Z2 EI=E 37 Sh(Regulation (EC)
1935/2004, 2004).
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7HAL Qo o]Zle] %7 AR e e Fuom
2-g3l7] o] e 38 AS vHEo] Aldstal itk
FAdE 5, 2001). 21F 71234 AF 1780] £
213 Z 524 (Food contact substance)ol]l #3+ F% 4
(Framework Regulation (EC) 1935/2004)y¢] $lom, A2t
9, APAER=, SekEol tisixe e 74
< 7KX3L ItHRegulation (EC) 1935/2004, 2004). 2%
EZE5Z9] e §H 2% (European Food Safety
Authority, EFSA)IX &8 #2lskar STt o] 2ol s
457 982 AMEEHE @3] (Council Directive 78/
142/EEC, 1978), %A ¥FEU YEZARI(Commission
Directive 93/11/EEC. 1993), o ZA] ZEAS] A5 Y]
29E A 5 NEEZY tig 7IEtEe] Aok 8712F
4 7 9 4E 1 100 st Jepidoh §5
A B 71FEF49 2002/72/ECOlE EAFA Az Al AL
|3 & e DA ATRIESe] ). AFelv
A EFANTR o EE TEEZ |3 (Specific Migration
Limit, SMLY ©]<]e]l flslslA] o} #e)7F oA o4
H7EEA] ek EFRA S 918 Fol3FH(10 mg/dm?(
P3rAD), 60 mgkg (A1) Hetar dom w3k 87

Table 1. European Directives and Regulations

IR S ZREDHQMA, mg/6 dmH)= A=) Ak
(Knight, 2004).

WA 715 +4<] Commission Directive 2002/72/EC
ole AFHFELY Azl AT 7 e A, HH
Al & 49 58&F0] SAE] Utk A FE o5 =
AAES F3l HUFS5AdH(No observed adverse effects,
NOAEL)S ZAgt 9, 5E53} Algte] sl gk vke-
zte], o] gk 7oAt 5 B8 A 52 2
slo] LuE o R 1008 Hste] ARl digh dUHdHTh=F
(Tolerable daily intake, TDI mg/kg body weightys 2F&
gt} SMLE H#A1E 60kg Akl mid 1kel 2FS
2Rtk 7Pgsted TDI kst #sto] A=t} SML 3t
°] 0.05< SML<5mgkg 1% SML<0.05mgkg 5l
uet Q7EE 54AE0] thEr aLEAke] s e
A4 ZHoA] EAFEE ¥ (molecular weight distribution,
MW)7} ml-§- F83lt} AFEGA] AzFARt 7HAA7
2002/72/ECY SAIEo} A k2 EHE ARgsleld s)st
=4 AR, EYsieky 9 7E 44, 85, oldEF A
2 =4 APAR 5O ARE EFSAY AFse] Fluto}
o gt}

Framework Regulation

Specific Directives

Directives on Substances

1935/2004/EC 2007/42/EC
Framework Regenerated Cellulose Film
84/500/EEC
Ceramics
2002/72/EC Monomers, Additives
78/142/EEC Vinyl Chloride
372/2007/EC Transitional migration limits
Plastic Materials (+Coating) for plasticizers in gaskets in lids
82/711/EEC Migration Testing
85/572/EC List of simulants
1895/2005/EC BADGE/BFDGE/NOGE
Elastomers and Rubbers 93/11/EEC Nitrosamines
Paper and Board
(2023/2006/EC Glass

Good Manufacturing practice)

Active and intelligent materials

Wood

Cork

Metals and alloys

Textiles

Adhesives

Ton-exchange resins

Printing inks

Silicones

Vanishes and coatings

Waxes
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ASEZN NEdE #YMT
v = AvbAFoFE s ¥ (Federal Food Drug and

Cosmetic Act, FFDCA)ll wz} 2]3Z 2] 2FZ3(Food and
Drug Administration, FDA)IX 21358 E4R& 2] g).
A7 2012 2 AFAR] (Code of Federal Regulation,
CFR) 217¢] 170~190 part 7+l we}t 2F8 7= 4
JAEFR7VE, 227 AEF7HE 2 AR e
o 2F ¥Ale HHAVERE dEEh 7 opart HE
174 YRF7]5(Indirect food additives: General), 175 53t
A 2 H78)EH(Indirect food additives: Adhesives and com-
ponents of coatings), 176 F°] ¥ A H7HEZ (Indirect
food additives: Paper and paperboard components), 177
334 A] (Indirect food additives: Polymers), 178 R=ZA|, A
2bR ZA), AA| A=A (Indirect food additives: Adjuvants,
pro-duction aids, and sanitizers)®] H-&o] X =|o] k. F
o] 8y #K(Overall migration limit)7l'd 3 7S FE3A F
(Extraction Limit)e] 7} J2wic} a2 lom, s 3L
A SEEE H7H o Edol thdk SMLzke] Al
#] JTHOffice of the Federal Register and National Archives
and Records Administration. 2005).

AZQAG 7HEEAATE AEFS APGelA dufsiEE 7]
Q1A E4 (Generally Recognized As Safe, GRAS), 195841
o] FFDCAW A& x| FDAZF <138 = (Prior
Sanction) == 2]F0 2 o3 LX] = A-E AlYsiales
AF%:9] (Premarket approval)S Wolol 3t} 471 E4A=
AEH7VE alFE 2F3H 7 Y(Food Additive
PetitionyAl =27} 2&Hth 9 @EA9] 4]F 0 79| o] o]
FAIE drete] 3 Bl 9] EA7E HA] &= 739l
© AFH7EAY Ard] AgSEEs 249 £0) B
384 ALE 95k] 874 (Threshold of Regulation,
TOR) 43S 48 3}a Ut sgtad AH 9 S5 (2%,
HEo] didE= AR T, 1838 e U3§ o), 4
FAREI R Falg ofd) AEAH, 7Fsdt 54 HRe #
3 ARHLY o Brt A2 AR)E FDAC] AZEs)
3, FDAZRYE 90 ool ojuidh wit] oj7Ae] glopd
g 4= Qlth. FDAE TORES Y&sH sgsh] $lsid
AFA 3] 9] (Pre-notice meeting)A| =2 <F3t 2], oA
& AR 2 2ol A A FUAT FDATE A EHE

=3

A oWy E 7L Qe el FaskAl 283
o} @ebde] obd S REA JAAHF=ZTF 0.5ppb ©l3t
oAU AFHHER JAMFA=ETl dLHFHEF
(Acceptable daily intake, ADI) 1% ©|3} ¢ TOR U¢
ojty. whd Ewo] W U= EZolW TDy, #tel
6.25 mg/kg/body weight H.T} ZobA] = QFE th(Knight,
2004, Food and Drug Administration. 2007).
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gy ojZlo] BE Agol AEuER ] wite] F
A=E tialsle] 21E3EE2%5A](Food Contact Notification,
FCN) A=E AldYatar giok ofH 3 2=t A28 7H
A7kl tiste] FCNS & 739, TR AFAe & &40
sl W/HE FCN dA15 wetek gtk 22y FDAE At
o|Ed| 5 4] °]F, A1} FCN No 52 3A8k] A1
£ F8217]13L 2 (Food and Drug Administration. 2007).
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<, A I, A AlelA stes =o] Ut
AxzH2AR= A Al gt AHEEHAPE stefof 8f
), $Y3 A AFEeE /Y et oS we A
AEE 715 AgATAL Ao it FY A
AR 3gnit} 13] o) ANk AEAAAVIEAE 2
W7k Bastedol gt} 71EtAe] Aty 713 2 8]
FE FAe] et ATEA WEoE 4 H A&
AA, A Fol ATHEZAEAF, 2006).

7l 2 &7] - 23] 71F - AL A A
TFALE s F Ut} w7l 71+ 9 &7] - 242
24 e 3o s yeEe] L] A =27t
ofuolof atm, &7] - EAe] AxA] AMete A= <l
d dAE S8 Adxspeiof sl AxA= EFAA0I
2mg/m* olateln] 2F3 I3 Helle Qe A %
SIEE Ho] QUrh I RE /)T D 8] - I AFRA
t)ol| & &) A s ek o] E (di-(2-ethylhexyl)phthalate, DEHP)Z,
A AzA el e s Aol o] E(di-(2-ethylhexyl)-
adipate, DEHA)YE AR &= gith AAE o= 4
FAA|, AR, A, FolAl e 7FAA, F5ALF
&3, EAR, fE, 22, 1Y, §715F 2 AEAE A
th ol FEFAAE MEstEo] dsHH]E A (poly-
vinylchloride: PVC), Zz]o|€d(polyethylene: PE), &
3z 2 I3 (polypropylene: PP), Z&]2~E]#l(polystyrene: PS),
Z )| d el g g 28| o] E (polyethyleneterephthalate: PET),
Zg]o}) = (polyamide: PA), Z]7}E 1| o] E (polycarbonate :
PC), Z2]81d Y (polyvinylalcohol: PVA), ©] 2= (Ionomer)
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FA], ol ZFA](epoxy) A1, Z2IFEFO| = (polylactide, poly-
lactic acid: PLA) ¥ Z2]F-ESAYo]E-olt]F o] E
(polybutylenesuccinate-co-adipate: PBSA) 5 415:°] 31A]
Hoj it AEE AR R o, Jl=g, Qe % H|
a5 T, 9REEE dspiddEA|, SEE, s, 2
FLus|s, A, vidvel el E, JhxR e, HA
A, o]AAlop|olE, olad2YUEY, BADGE, BFDGE
ol ATHAFLIFERFAA, 2006).

7] 4150 IAEA] e BEE AR -7 B
dsle™ w=e] FCON A=ef fARE <9hA A 7% 3
A QAT S AFH 2R wolof gt} AHA AE
Al Ao HEZE 30d0lm IRAH AsE AEW,
Az, 7% 2 AR, AEH4, 854, AER
W Eghol Zasitt. AFARREE FIAEHAA, 54

=1 O
A@ZAA7E FasithAFe] FEEAA, 2007).
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£ Auugity, AFXAA AR 2 A 2E 2
LA RRE AFoR oldd] e tha Brlat
g o7} Aot weba] 7b s7helt) gole a4
ARk AFEGA ] 2= AFY] SR Wt AF
Al &, 22, ol§hE, n-heptane 5 21F FAMSTIE ARS-
st Folgdapat JNEER ol 5 AL Ut
QHAg At 8712 A E-o] Aol XYdsHAl 7] 9
3l fHe seEd A, BTseky 2 7el A, &
T, oldlF AlE 9 54 NP4 59 AEE EFSAY)
AEste] FRAWEE slaL glom nj=t 7|84 21FH
THEH Y Axo) o]E Hed TOR 2 FON AlxE £
ska vk sEuete] Ae= AEFH, Ay, Ve 9
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