Regulation (EU) No. 10/2011 on plastic materials and articles intended to come into contact

with food.

BRESEA 1012011 BRI X A%

New EU Regulation (EU) No. 10/2011 on plastic materials and articles intended to come into contact with food was published on 2011
Jan 15.This new regulation starts to effect on 2011 May 1. It repeals Commission Directive 2002/72[EC. There are several
transitional provisions and are summarized in Table 1.
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Table 1 %1/3% 1

Date (B #)

Until 2012 Dec. 31
2012%F 12B 31 Az
]

Until 2012 Dec. 31
20126 12 A 31 HEZ
Al

Transitional Provisions 3= jiE [/t EX

It may accept to place the following on the market

RFLUT B iR B RH A T 1%

- the food contact materials and articles which have been lawfully placed on the market before 2011 May 1

-E201ME5S5F1H ﬁlJE?xﬁi?—Fﬁiﬁﬁ'ﬁR "AéHT/z’&%AZ‘%nnTxﬁEﬁﬂ

Supporting documents shall be based on the basic rules for overall migration and specific migration testing set
out in the Annex to Directive 82/711/EEC
B XRIUERA 4 2 RYE 82/711/EEC Fi 3% 2 R BI{E £ M BRI BN IK

From 2013 Jan. 1 to 2015
Dec. 31

201341 B 1 B-20154F
12A 31H

Supporting document for materials, articles and substances placed on the market may 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 XRIERA X AR YERR B FTE A 1012011 5% 82/711/EEC M SR < R BIME £ EIE R FN45kE
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From 2016 Jan 1
201618 1H

Supporting documents shall be based on the rules for migration testing set out in Regulation (EU) No. 10/2011

BRI ZIRFEEREFEM 10201 ZRAMEL MEBFIFFKTZNIR

Note:

1. Content of the support document refers to Table 2, D

BXRIUEMXHEZAE, AISETIR2, DI



Table 2 %1|5% 2

A. Scope 1. Material and articles and parts thereof consisting exclusively of plastics
o PPRANZ 3 R AR A B R 2
A EEEE 2.  Plastic multi-layer materials and articles held together by adhesives or by other means
ZEESURIMmURMESH M A NEES—E/IZER
3. Materials and articles referred to in pointed 1 & 2 that are printed and/or covered by a coating
A ENRIsA BRI A EAF Rl s &
4.  Plastic layers or plastic coatings, forming gaskets in caps and closures, that together with those caps
and closure compose a set of two or more layers of different types of materials
RLERS AR, RETEFIHEMESIYEA, HAMHNKE ARV RLE
5] 2= F 30 £ ) angE R O A
5.  Plastic layers in multi-material multi-layer materials and articles
ZREEMRS A TEPHIEER
B. Exemption 1. lon exchange resin
B RIeRtAE
L
3. Silicones
R

C. Substances behind
functional barrier and
nanoparticles

WEAINREMEIEISY
BELFR B 49 B K 4 K 44
#3

Substances behind a functional barrier?

WE AR RE IS PR IR AT IR

1.

May be manufactured with substances not listed in the Union list

AW AT A MR BUE R 2 YR FRIE

Shall comply with the restriction for vinyl chloride monomer Annex | (SML: Not detected, 1 mg/kg in
finish product)

EHEMRISCHERAERZER FHAIB S E: Tielil, S8 ERTRER
)

Non-authorized substances may be used with a maximum level of 0.01 mg/kg in food

AEIFNBYRERANRAIRERZ001 Ex/TRREMBEMELY

Shall not belong to substances that are mutagenic, carcinogenic or toxic to reproduction without previous
authorization

AR THUE, HBSBEAESTHIRIZIAYIR
Shall not belong to nanoform

FREB T AN

Nanoparticles:

AL

1.

Should be assessed on a case-by-case basis as regards their risk until more information is known

BRPPRRE R R FIR AR RITHE, HRERHRRES

2. Substances in nanoform shall only be used if explicitly authorized and mentioned in Annex |
RERWNESNRTHRIZARMES TR
D. Supporting Documents 1. shall contain the conditions and results of testing, calculations, modelling, other analysis and evidence on
the safety or reasoning demonstrating compliance
B XRIERAX TERMNREFGERER, tE, RE, HoWMIEEERFERE
2. shall be made available by the business operator to the national competent authorities on request

BRENTHEEEFRHERERIR




E. Overall migration & 1. Overall Migration
Specific Migration Limit 2HEITHE

- 10mgldm? 10 =52/ F 775K
LEIT BRI -

- 60mglkg 60 =352/
PRIE 2. Specific Migration (Refer to Annex | Union List - When there is no specific migration limit or other
restrictions are provided, a generic specific migration limit of 60 mg/kg shall apply)

BRI IRME)

PRI (S EYIBCE B MR - 5 E R M IRE B PR1E s H fth PR 18 % {8 F 60mglkg

Union List [

Annex | --Monomer and Additive

Bt R 1 —— R RFER

ANNEX | Contains 137 1 E147:

1. Monomers or other starting substances
BRS EMAIRYR

2. Additives excluding colorants
wm, FEEERF

3. Polymer production aids excluding solvents
EFET, AEHERIRT

4. Macromolecules obtained from microbial fermentation
MEMEABRERBNSH T

b. 885 authorized substances

885FH IR AN 5

Annex Il--General restriction on materials & Articles

Bi R 2—— A RIF mERIRE

Specific Migration of Heavy metal (mg/kg food or food simulant)

ETRHFRIBERTE EmBmEL)
1. Barium (1) =1 2. Cobalt (£4)= 0.05 3. Copper (5f)= 5 4. Iron (£%) = 48
5.  Lithium (¥2)= 0.6 6. Manganese ($%)= 0.6 7. Zinc (§£)= 25

Specific Migration of Primary Aromatic Amines (sum), Detection limit 0.01mg of substance per kg of food or food stimulant

MR 7 ERDIEERTR, HH ERAVLVIZERFREmIARMEIUY




Annex Ill-Food Simulants

Bt R 3——R iR

Food Simulants (& &) Abbreviations  Food Type (B¥123EH!)
@E5)

10% Ethanol (10% Z ) Food Simulant A | food with hydrophilic character (7 14 &47)

Remark: Distilled water may be selected for some

instances

i LR IR IEK

3% Acetic Acid (3% E.E&) Food Simulant B | acidic food (&% & 4)

20% Ethanol (20% Z, &%) Food Simulant C | food up to 20% alcoholic content (B2 8 A% 77t 20%
ZEE)

50% Ethanol (50% Z %) Food Simulant D1 | food containing > 20% alcohol content (& &2 A 834
20% ZiE2)

milk product (4173 &)
food with oil in water (7K £1;HE& &)

Vegetable Oil (1247158 Food Simulant D2 | food have lipophilic character, free fats (7% &%)

Poly(2,6-diphenyl-p-phenyleneoxide), particle size | Food Simulant E | dry food (&%)
60-80mesh, pore size 200nm
(5% 2,6- —FE X Z%: 60-80 H,200nm)

Annex IV- Declaration of compliance (DOC)

Mt S 4——&<FFHA (DOC)

1. shall be issued by the business operator and shall contain the information in as in ANNEX [V?

HEEERM, HENRAREMRSESE

2. at the marketing stages other than at the retail stage, DOC shall be available for plastics materials and articles, products from
intermediate stages of their manufacturing as well as for the substances intended for the manufacturing

THEHERM, SFFRAFRMMmFLREEN S EIMERRESREESFYRER

3. Shall permit an easy identification of the materials, articles or products from intermediate stages of manufacture or substances for
which it is issued

X = mmElE R B B B EZ R R, MERE e, SUIFIRE R RYUERR
4. - The composition shall be known to the manufacturer of the substance and made available to the competent authorities on request

MRMEFBFEMNERERS, NMRAEFELCTFRELERIR




Annex V -Testing Condition

B F5——Mik &

Testing condition for Overall Migration/Specific Migration < 1T #4572k T 88 izt 5% 14

Test

Contact time in days (d) or hour(h)
at contact temperature in °C

i i FE A B i

Intended food contact conditions

EMRRmANFY

OM1 ( 10d at 20°C Any food contact at frozen and refrigerated conditions
20/ 10K A EFS T
OM2 | 10d at 40°C Any long term storage at room temperature or below, including heating up to 70°C for
A0FE 10K up to 2 hours, or heating up to 100°C for up to 15 minutes
F 70 E 2/\BFsk 100 E 15 o#niviE, BRNEGREFETERSIEHE
T
OM3 | 2hat 70°C Any contact conditions that include heating up to 70°C for up to 2 hours, or up to
70 E 2 /)\BF 100°C for up to 15minutes, which are not followed by long term room or refrigerated
temperature storage.
F 70 E 2/\BFsk 100 E 15 oEniRE, ABEKEERGFTEIR
REEHT
OM4 | that 100°C High temperature applications for all food stimulants at temperature up to 100°C
100 & 1/)\B iR 100
OM5 | 2h at 100°C or at reflux/alternatively | High temperature application up to 121°C
That 121°C REILE 121 F
KB ANFREIFREL 100 FE 2 /N6
121 1 /)R
OM6 | 4h at 100°C or at reflux Any food contact conditions with food stimulants A, B or C, at temperature exceeding
100 KA INMAET 4 /M6 | 40°C
=T 0 ERNENEREMEY, RRTEMENE)ABC
Remark: It represents the worst case conditions for all food simulants in
contact with polyolefins
ik KEERYETEEYE, SRIERBEVR
OM7 | 2hat 175°C High temperature applications with fatty foods exceeding the conditions of OM5
175 £ 2 /B MERYREBE 121 E
Remark: In case it is technically NOT feasible to perform OM7 with food
simulant D2 the test can be replaced by test OM 8 or 0M9
B aRE AR E A A D217 OM7 X, FTA 0M8 B OM9 K&
OM8 | Food simulant E for 2 hours at 175 °C | High temperature applications only
and food simulant D2 for 2 hours at SREH
100 °C Remark: When it is technically NOT feasible to perform OM7 with food
BmIRHIIE, 175F 2/\B, simulant D2
B amiEi4I02, 100/F 2/)\BY &0 B A _E oA E D2 TOM7: M i B
OM9 | Food simulant E for 2 hours at 175 °C | High temperature applications including long term storage at room temperature
and food simulant D2 for 10 days at | =R 51, FEETKERE
40 °C Remark: When it is technically NOT feasible to perform OM7 with food
BmIRHIIE, 175F 2/\B, simulant D2
BmEYI02, 40 10X #iE: SRR EJiE(E A D23 1T OM7R B

Note:

1. Functional barrier is a layer within food contact materials or articles preventing the migration of substances from behind that barrier into the food.
B ERYRE— B IENTIREEERY R EEBE RMAIER

2. For details of the DOC content, please refer to ANNEX IV of Regulation (EC) No. 10/2011.
AMDOCHTR/ZAH1E, ARMEREHIEM102011, R4
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri= 0J:1:2011:012:0001:0089:EN:PDF



http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:012:0001:0089:EN:PDF

Repeal of EU directive
BERREBREES

1. 80/766/EEC, Commission Directive method of analysis for the official control of the vinyl chloride monomer level in material contact with
food

B0I766/EEC 5<%, B MMtk F R T H RN %
2. 81/432[EEC, Commission Directive method of analysis for the official control of the vinyl chloride release by material and article into
foodstuffs

81/432[EEC 5%, B miEfpfh | T HEIBANIR A%
3. 2002/72/EC, Commission Directive relating to plastic materials and article for foodstuffs
2002/72/ECHE S, BmixfiZERlAES
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