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BmEMBN R I RREFHEM (EU) No.10/2011

RHTEREEM (EU) No.10/2011 BmiEmZB R R BRE ST 2011 £1 A 15 H&17,2011 £5 8 1 BABEX.
FATERR T 2002/72/EC BRE1ES .

THEHENEMEIANESSEETH:

—. ZTEWEET X

(EU) No.10/2011 R ZESE B BRI 21 2 B+ # R E & & (plastic multi-layer materials and articles). [EE 1%
BENRIS; A BB BRI 845040 % (materials and articles printed and/or covered by a coating) AR % EE&#HIFH)
#BEIZ (plastic layers in multi-material multi-layer materials and articles) AN S ESEE: FAMBBHEREN TS
BB MIERM B R R T A B R FRIE RIFE = HEE .

®1EER

(a) EBRIARMBIMR. YRRETEHMG

materials and articles and parts thereof consisting exclusively of plastics

(b) BEMEREMAREAEHE BERM R RS

plastic multi-layer materials and articles held together by adhesives or by other means

(c) HARENRIBUARBIM B M

materials and articles referred to in points a) or b) that are printed and/or covered by a coating
(d) BRERSZERNAR, HETEFHETCEHYMA, BABEMNEMHARRELEERIERZEFH
TSR R AR R

plastic layers or plastic co atings, forming gaskets in caps and closures, that together with those
caps and closures compose a set of two more layers of different types of materials

(e) ZEEAMII P mAP AR

plastic layers in multi-material multi-layer materials and articles

(a) BFRRHAE

ion exchange resins

(b) B2

rubber

(c) BERZ

silicones
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—. ERYIRBKESIFE (the Union List)

FUEMUBKE 5 R FI H 885 MIZMMIR(EIEMMIR 1), HP S RASEMVNEYR. FmF(FEHE
EEF). EFEPF(FEEET). REMEBERNES S F. BKEFIRER TIES P REMRMAIERTIR, F
XF S VHE B B ARFLR TS TREMEH, MENESBIHFEE A RBH TIREIZXK.

=. E&ENFHRIHIRE

FUEMBEIF MR T R mIEMEAS RPESEIBREI(X 2), REHTERMMHRFIGEPI. $h. 56F5. 8%,
2, RIEEESRIBEMERER EXGEFRMENFERIIREBOBEAR, FEERMHM B MM
2MER.

&2 BRMR R EARRE (BA: mgky BmELEMELY)

#(Barium)=1

i3

4 (Cobalt)=0.05
§fl(Copper)=5
EEREMRIEIBRE #(Iron)=48
$2(Lithium)=0.6

4 (Manganese)=0.6
$¥(Zinc)=25

KT ERR(SF0) R IE 2 IR1E 0.01 (HrHPR)

M. R|R&EY (food simulations)
FUEHUIEH T E D B RIEMRIREMFE, FHAFE T M T ERRMEBYINKEXR: SARBRFRE
R R BT T
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%3 MR R ETEmMEmEE

Bmiziy) 45
3E =] 5}&;__1:.2
food simulations Abbreviation BB h3
109 H 1.7k T
%o CB Food stimulant A klﬁ_ﬁnn .
Ethanol 10 % (v/v) food with hydrophilic character
3% g . 1.7k 8 & food with hydrophilic character
) ) Food stimulant B " ,
Acetic acid 3%  (w/v) 2.pH &/ T 4.5 BB f: food with pH below 4.5
20% ZE 1.7k 4 & & food with hydrophilic character
o= Food stimulant C 2.ZEEENET 20%ME MR

Ethanol 20 % /
o (viv) Food up to 20% alcohol content

B&;%& 14 & & Food with lipophilic character;

50% ZEg . 2 BFR 2T 20%898 M
Food stimulant D1
Ethanol 50 %  (v/v) Food with above 20% alcohol content;
3.7k €13 & S Food with oil in water emulsions

E4H . 1.58;53 48 & Food with lipophilic character;

_ Food stimulant D2 A R ,
Vegetable oil 2.3 & B8R Food contain free fats at the surface
R(2,6-ZFE-1,4-KBk
Po(l (2,6-diphenyl-p- hln lene | Food stimulant E 1. FHERE

yi&biphenyrp-pneny Dry foods

oxide),60-80 B, 200nm

x4 eEIBMAEH

T iR St MR R R
number
oM1 fg §a1t02§°0 %% . & Any food contact at frozen and refrigerated conditions.
70 BT AR 2 /NEFE 100 AR 15 HofE, A= IRSUR T EIRIMNE T K
OM2 40°C 10 X B R 15
10d at40 °C Any long ter m storage at room tempe rature or below, including heating
up to 70 °C for up to 2 hours, or heating up to 100 °C for up to 15 minutes
70 BT N4 2 /NS 100 ANk 15 f4fE, AKEEREFTERISULFF
70°C 2 /Bt T " : .
OM3 2 hat 70 °C Any contact conditions that include heating up to 70 °C for up to 2 hours,
or up to 100 °C for up to 15 minutes, which are not followed by long term
room or refrigerated temperature storage
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B IAE] 100°C
100°C 1 /B i R

OM4 1hat 100 °C High temperature applications for all food simulant s at temperature up to
100 °C.

100°C 2 /B B, 3K
121°C 1 /B

OM5 2hat10 0°Corat
reflux or alternatively 1 h
at 121 °C

REILE 121°C
High temperature applications up to 121 °C.

100°C 4 /hBf B ST A0CHEMRMEMEN, RTRAKAY A, B, C

OM6 4 h at 100 °C or at reflux any food contact conditions with food simulants A, B or C, at temperature
exceeding 40 °C.

175°C 2 1B EMRR REBT 121°C

Oom7 High temperature applications with fatty foods exceeding the conditions
2hat175°C of OM5

YRR ETEERAEMELL D2 #1T OM7 MikEY, ATAH OM8. OM9 K& . OM8. OM9 B{RZE KT 5k:

Test WAL 01 PEA A 026
number
) E: 175°C2 /NI e 4
OMS8 B D2: 100°C2 /N High temperature applications only
Food simulant E for 2 hours at 175°C and food
stimulant D2 for 2 hours at 100 °C
A E: 175°C2 /N Fri Ak A HE I KR
OM9 B D2: 100°C10 K High temperature applications including long term
Food simulant E for 2 hours at 175°C and food | storage at room temperature
stimulant D2 for 10 days at 40 °C

M THRHREBOMNR S ARHERL: —REEL5RREMOMHEREN M ZEHARSRREZEMAMBIRED .
BN F S IMH 5.
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F. TEESk (Transitional Provisions)

H H#f(Date) SCHER ER Transitional Provisions

RFUT B miEf BRI M E TS

2012 &£ 12 B 31 H=z | It may accept to place the following on the market

Hil £2011 £5 A 1 BRIEKRMEDIHTMNHF S S EMZ R REMER

Until 2012 Dec. 31 the food contact materials and articles which have been lawfully placed on the market
before 2011 May 1

2012 F£12 B 31 HIiz | HXRIEMAXH2IRYE 82/711/EEC MiRZBAMESEETBAFAT NN

2] Supporting d ocuments shall be based on the bas ic rules for o verall migration and
Until 2012 Dec. 31 specific migration testing set out in the Annex to Directive 82/711/EEC

2013 % 1 A 1 B-2015 | BXIEBXHRREERBEHFEM 10/2011 = 82/711/EEC Mgz [R BI{E £ EiT #F0457k
F£12H31H TR

From 2013 Jan. 1 to 2015 | Supporting document for materials, articles and substances placed on the market may
Dec. 31 be based on either the new migration rules stated in Regulation (EU) No. 10/2011 or
the rules set out in Annex to Directive 82/711/EEC

B XRIER R IRBEREFEM 10/2011 Z[RBMEEEE BT T HMIR
Supporting documents sh all be based on the ru les for migration testing set out in
Regulation (EU) No. 10/2011

20164 1 A 1 H
From 2016 Jan 1

. EERRREREIES (Repeal of EU directive)
1. 80/766/EEC #5<, RmZEMMAIPR THEMRENIKT %
80/766/EEC, Commission Directive method of analysis for the official control of the vinyl chloride mo nomer level in

material contact with food

2. 81/432/EEC 5%, RmiZFMM PR ZHEITHBANIXTTE

81/432/EEC, Commission Directive method of analysis for the official control of the vinyl chloride release by material

and article into foodstuffs
3. 2002/72/EC 8%, BmIEMEBHIES

2002/72/EC, Commission Directive relating to plastic materials and article for foodstuffs
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