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The Korean Ministry of Food and Drug Safety (MFDS) has issued Announcement No. 2018-368, proposing to amend the
“"Standards and Specifications for Utensils, Containers and Packages". If the amendments are adopted as proposed, the
notice shall be effective from the date of publication. The notice shall apply to the products manufactured or imported
after the promulgation. The proposed amendments are as follows:

HEEMAMREH JMFDS)RMAS  EET "SR, SRMERMRENE" . SRHESR , B
SZREEN. ASERTAMEEFHEHON M. EXAEITIT:

1. Expanding the prohibited use of bisphenol A (BPA), dibutyl phthalate (DBP), and benzyl butyl phthalate (BBP) from
"feeding bottle (including feeding teat)" to “utensils, containers and packages for infants and toddlers”. It shall be
effective from 1 January 2020 if amendment is adopted as proposed. (Part II. 3.)

ZIF{EFANERA (BPA), PR _FRER— T BS(DBP)FISPA_FECK TEL(BBP) , M "UHHR(EW0NE)" A2 "241)LH
B, ASNES" . WHEEUER , B2020F181HEER. (BE659-3).

Note /i &

 “Infant” means a person who is less than 12 months old.
"B)VEERAEL2NARA.

¢ “Toddler” means a person who is from 12 to 36 months old.
"S5 ) LE 1125136 N A K F .

2. Adding a condition to standards for polyethylene (PE) and polypropylene (PP) food contact articles: The tests on
evaporation residue and potassium permanganate consumption shall not apply to moisture-proof containers for dry food.
(Partlll. 1.1-2)

HEINER Z4%(PE)FNER A% (PP) B RiEi i R R4 R R K B S e I BN R ER T e RIS,
(FBE=F9.11-2)

The Secretary of Economy of Mexico has published Official Mexican Standard NOM-205-SCFI-2017, Infant Products-Oper-
ation of highchairs for infant safety specifications and test methods. This Standard shall come into force on 3 March
2019. This standard shall not apply to highchairs that have been manufactured before the enforcement date. The
followings are the highlight of the approved standard:

EFEEFE B R I RFAEHRENOM-205-SCFI- 20175241 LF= 5 -2241) LB 2 2 e f k5
% B T2019E3A3RREREN. XN AR NERAMETNETER , TEEFERS !

Physical requirements / {JIRERK

1. General requirements —RgEk 9. Integrity of removable tray RIFERITEAERE

2. Edges and points Bi5F0R 10. Tray support performanceiB&2 24 4RE

3. Small parts /\gBf4 11. Stability F&EM

4. Splinters Kif 12. Restraint system FREZRSE

5. Hitch mechanisms Z£H1#4 13. Passive restraint system in the crotch position FEEBHIMRTIERE RS
6. Holes and openings FFOF0FLiHE 14. Structural integrity Z5HI52 824

7. Pinching, cutting and bruising $%&. BIJF045 15. Side restraint {UERERZEERE

8. Protective components {RiFER4 16. Tray latch mechanismiTESIEN M
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Labelling requirements / #R&ER

1. All highchairs shall comply with the requirements of NOM-050-SCFI-2004.
FrEERIRFSNOM-050-SCFI-2004ARE K -

2. Instruction 1B+

a. The instruction shall be easy to read and understand. The information of the instruction shall include assembly,
maintenance, cleaning and use instruction.
WEABMNSZIESE  NESEE. RFE. ESMFERIRE ;

b. The instruction shall indicate that if foreign items placed on the highchairs, that can cause the highchairs to tip over.
REA B HIIMINERSR L | TTReREEIRE ;

¢. The instruction shall comply with the requirements of NOM-050-SCFI-2004.
WBEBRFESNOM-050-SCFI-2004HEK ;

d. The following precautions shall be present on the instruction sheet, and the type shall be at least 1 cm height
in Spanish
THEHNESHENEERBB L , NERAENE , BFafNFlcm :

» Nunca deje solo al bebé y sin supervision.
(B4 LA Re B RMAA L E)

» Nunca cargue la silla alta con el bebé adentro.
(224 LEFRRNBE DR EIRAL)

« Mantenga la silla alta con el bebé alejado de estufas, escaleras y calentadores.

(FEFRR LR XNR, NHR=EFOREEE)

The Federal Public Service of Health, Food Chain Safety and Environment of Belgium has proposed a decree on food
contact materials and articles made of metals and alloys.

FEEFIRIERER A, RRitREMINEAHRRS BN T — X T RnEREBIE R mAYES.

Scope /38

The decree shall apply to food contact materials and articles which are wholly or partly made of metals and/or alloys,
whether or not covered with surface coating.

ZESERT MRS HE B G SRR RIEMEST R TCREEL R R

M

General requirements / —BREK

Metal and alloy food contact articles shall comply with the following regulations:
BEREMESENaSFRMFEIUTIRE |

1. Regulation (EC) No 1935/2004 on materials and articles intended to come into contact with food 1.
KT miEftdlmaNiERl (€C) 1935/2004

2. Commission Regulation (EC) No 2023/2006 on good manufacturing practices for materials and articles intended to
come into contact with food
KT R R R RIFEFHERSEM ( EC) No 2023/2006

3. Belgian Royal Decree of 11 May 1992 concerning materials and articles intended to come into contact with food

1992F 511 X T RAEMEIRILFIRERIES
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Specific requirements / E{RESK

1. Specific migration requirements 4FETFBHIER

a. Products shall comply with the specific migration limits stated in Chapter 1 of Annex to the Decree:

FrRMNAFEIZELS IS I ERETRREER

Table 1: Specific migration limits applicable to metals and alloy components

BEIZEA

Recall Case Study

=1 ERTeENaSEHISEIRRE

Symbol7TTRHFS Name ZFR Specific migration limit(mg/kg food i EIEFEPRIE(me/ke)
Al Aluminium 8 5
Sb Antimony 8 0.04
Ag Silver R 0.08
Cr Chromium $& 0.250
Co Cobalt &4 0.02
Cu Copper £ 4
Sn* Tin$% 100
Fe Iron £k 40
Mg Magnesium §£ (No limit given)
Mn Manganese §& 1.8
Mo Molybdenum 5 012
Ni Nickel $& 0.14
Ti Titanium £K (No limit given)
v Vanadium $f, 0.01
Zn zinc £ 5

* Except for cases covered by Regulation (EC) No 1881/2006 on maximum

levels for certain contaminants in foodstuffs

FEIEEHIEC) No 1881/2006fmEEAI RN SR SIRE

Table 2: Specific migration limits applicable to metals in the form of contaminants and impurities

R2: ERTLLSRIMA R FENS B ETRRE

Symbol;TTRFS Name ZFR Specific migration limit(mg/kg foodFEIEFEPRIE(me/ke)
As Arsenic & 0.002
Ba Barium $1 1.2
Be Beryllium £ 0.01
Cd Cadmium 8 0.005
Li Lithium £ 0.048
Hg Mercury 5k 0.003
Pb Lead 7 0.010
Tl Thallium & 0.0001
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b. The specific migration limits shall be verified by national and/or European test methods.

e RMELOE T EZREEMATUNR 775 TIIE

¢. The specific migration values shall be expressed in mg/kg applying the real surface area to volume ratio in actual or
foreseen use. By way of derogation, sheets, film and flat surfaces which are not yet in contact with food, the migration
value shall be expressed in mg/kg applying a surface to volume ratio of 6 dm2 per kg of food.
B RSB R R FE AT TR (5 PR SEP A E AR i B R IR Limg ke R W R M B mAvE R . BIEfITmE , &
ERER F6dm2 BT e 8 RIREFAIATRLL Limg/keZ=im

2. Nanomaterials Z444%}

Substances in the form of nanoparticles shall require a specific evaluation of their properties, the intended use and the
measurement of exposure in case of release into food.

GERRF AR R B AR | RS R REENEH TR,

3. Declaration of conformity fF& RS

Products shall be accompanied by a declaration of conformity, containing the information listed in Chapter 2 of the Annex

to the Decree [Note: Declaration for products that are not considered as final products shall provide information in points

(@), (b), (c) and (e) at least]:

FRRMERFEURE , EPaSiESHHEsE2E8+h5 HAYER

UE : MR AR mAEAN =M Ma. by o e]:

a. ldentity and address of the business operator who manufactures or imports the materials and articles or the
substances intended for the manufacture of these materials and articles;

R M R RIS TR At

b. Identity of metals and alloys for the manufacture of materials and articles;

ERIGEHETR

c. Date of the declaration;
F=EAHHA

d. Confirmation of conformity of materials and articles with the applicable requirements of the Decree and Regulation
(EC) No 1935/2004;
RFELERIBRRIESFO(EC) No 1935/2004i%SHIIEFREKAIRF S MHIERR

e. Adequate information relative to the metals used for which the restrictions and/or specifications set out in the Decree
are in place to enable downstream business operators to ensure compliance with those restrictions;

BRESHRENRHFERNEBEXRNRDER | LRR NFEEEEEE TR LRHIZESR

f. Adequate information on restricted metals in foods obtained from experimental data or theoretical calculation about
their specific migration level;

NEEHIESIEC T EPRENXT BRTHRH NS ENRDER

g. Specifications concerning the use of the material or article, such as:
BRI mERRREE | Fin

i) Type (s) of food intended to be in contact with them;
SHiEMRYEE

ii) Duration and temperature of treatment and storage in contact with the food;
S B nEE

iii) Surface/volume ratio in contact with the food used to establish conformity of the material or article

BT HEr I E M & A R mIZARRRERR/RFRE =
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Kenya Bureau of Standards (KEBS) has published a notice on implementing the interim Import Standardization Mark (ISM)
logo with immediate effect.

BRIARER ( KEBS ) &MY X T LIk # ORENRE (ISM ) SZEIAZANER].

It has been an ongoing requirement to affix the ISM on inspected imported products, indicating the products comply with
Kenya Standards or Approved Specifications, and are accompanied by their Certificate of Conformity. Recently, the KEBS
has modified the ISM design by adding the Unique Consignment Reference (UCR) number to the logo as an interim
measure.

ISR O EHINISME—TUSENENX | REFREEBERIANENSHUENIE , FIEEHRIES. &k,
KEBSIZE TISMiRit , #iE—FHESE (UCR ) SEEAFNIGREERINEHRSS.

The KEBS shall issue the new ISM logo with the UCR number for the consignment in PDF format and forwarded to the
applicants free of charge through email. Importers shall print the ISM logos themselves and stick them to the products
imported with the particular UCR number.

KEBSRILAPDFAEZUARITHAUCRSTBRIFISMITE , FEid B FHM R GHBEA. HOMMISISMETRENRIFIAE
HOUCRIwSHI @ L.

On 15 August 2018, the Ministry of Industry and Trade (MOIT) of Vietnam has published Circular No. 20/2018/TT-BCT to
amend the list of textile products in Annex 1 of Circular No. 21/2017/TT-BCT under the National Technical Regulation on
contents of formaldehyde and certain aromatic amines derived from azo colorants in textile products. This amendment
shall remove HS code 9619 “Sanitary towels (pads) and tampons, napkins and napkin liners for babies and similar articles,
of any materials”, and shall become effective on 1 January 2018.

2018%8H15H , #Eg TIFNRZEE ( MOIT ) &% 7 5520/2018/TT-BCTSESLMEITS521/2017/TT-BCTS
BERMRIFIGERRIIER | WBSEERIANEZNNEET , AETHRRTRERBEINDBHIE
LTINS EENR. ZIEITISHRRHSRIZ619 “(HatRBENREM (&) FRERE. ) LRRIEMER
MUAREWIR" . BEET2019F1818E2E.

The United States’ Oregon Health Authority (OHA) has approved to amend Oregon Administrative Rules (OAR) 333-016
regarding notification requirements for children’s products under Toxic Free Kids Act. All the proposed provisions have
been adopted. Please note the enforcement schedule of the amendment:

HEBNEERCSEEET (K5 LEER) $EX/LEr-RIVRRERIEERITEEN ( OAR ) 333-016,
FrERNETIICIKEEY, | EEFESERXTUFYR (HPCCCH ) iR RSIBBRIL AR EIAZI68F,
(EAES:SES RTINS
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¢ Changes to OAR 333-016-2020 Chemicals of High Concern to Children shall be effective on 1 January 2019.
OAR 333-016-2020
JLERRESERENZYRNEERET2019F1A1R4H.
¢ Changes to OAR 333-016-2060 Notification requirements shall be effective on 1 October 2018.
OAR 333-016-2060
NENEKRET2018F1081HEH.

a) Chemicals proposed to be added:

A INE IR
Proposed new entry number Chemical name CAS number
#FRBRS HWEHRER CASERE
(13) Bisphenol S 80-09-1
SRERS
(36) Triphenyl phosphate 115-86-6
BEER ="K
(61) Tris(1-chloro-2-propyl) phosphate 13674-84-5
BEEE= (2-SIRE)Be
(67) Short-chain chlorinated paraffins 85535-84-8
SHESLAE
(68) 2-ethylhexyl-2,3,4,5-tetrabromobenzoate 183658-27-7
2-ZETH-23.4,5-IGRFRR

b) Chemicals proposed to be removed:

BEMBRAMLFYIRR
Proposed new entry number Chemical name CAS number
FRERS HEDREFR CASTRS
(16) Phthalic anhydride 85-44-9
PR FRERAT
(48) Octamethylcyclotetrasiloxane 556-67-2
J\FRESRPUEERNR
(57) Molybdenum and molybdenum compoundg 7439-98-7
HREEY

The Governor of the State of California has signed to approve the bill (AB 2632), which amends the reasons that
commodities and food container that contain slack fill without violating the nonfunctional slack fill prohibition under the
section 12606 and 12606.2 of the Business and Professions Code and section 110375 of the Health and Safety Code of
Fair Packaging and Labeling Act.

IIFIRRIMNMHIKESE T WIHEIESE (AB 2632) , IXEIEXRIEN T SHIFREBIERYN BRI R AR
BRI, NERERIFmANER (FElSERINE) 5512606F012606.22 LUK (A FREIIREL - RS
TN $1103755& PR TAFREMEABIEFIAIEES
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According to the Act, no container wherein commodities are packed shall have a false bottom, false sidewalls, false lid or
covering, or be otherwise so constructed or filled, wholly or partially, as to facilitate the perpetration of deception or
fraud. No container shall be made, formed, or filled as to be misleading. A container that does not allow the consumer to
fully view its contents shall be considered to be filled as to be misleading if it contains nonfunctional slack fill. However,
the commodities container that contain nonfunction slack fill with some reasons are allowed. The followings are the
highlight of the amendments of the allowed reasons:

RiEZE  AURTEEERNSRASEEIRIAIRES. MEE. STFME7F  EUEMSTR 2R sMo0EsiER
¥, LMETSCIEREERNF. (HUTTRORSHBAZNRREME. MFEER. MREIIFTRMAIHERY , BA
RIFHEBEETEHNREASNES , WNEIRAFERSS. B , HTREEREMNS B tEFRAIE maaN
BRI, UTRIRAHRHAIFERNER

1. The dimensions of the product or immediate product container are visible through the exterior packaging.
(Newly added)
PR EEERT RIS  ERITBEINIERESI. (FERE)

2. The actual size of the product or immediate product container is clearly and conspicuously depicted on any side of the
exterior packaging, excluding the bottom, accompanied by a clear and conspicuous disclosure that the depiction is the
"actual size” of the product or immediate product container. If there are multiple units of the same productin a
package, only one “actual size” depiction is required per same size product or immediate product container. (Amended)
BRI RINER | HESHEAINMEENEE—N ( FEERER ) SMmIEitis | HEaEmme
SRR | ZEAR TR EREEETRNESSRN ELHE . IRE—T-RESETES N , BBANTE—HIS
Nr-REEERERNERE , REE—VEINE A, (1BERS)

3. Aline or a graphic that represents the product or product fill and a statement communicating that the line or graphic
represents the product or product fill such as “Fill Line,” both of which are clearly and conspicuously depicted on
exterior packaging or the immediate product container if visible at point of sale. If the product is subject to settling, the
line shall represent the minimum amount of product after settling. (Newly added)

R RETTRIEFAISEER, | LRIz B R RETRIERANED | (ERE  REEINPERRE
EERT RS LAEMMES i | FEEEENT . MRFRERFPLTFEIRIFERTS | Mz
RIEENRNERTRE. (FIERE)

4. The mode of commerce does not allow the consumer to view or handle the physical container or product.

(Newly added)

Note:

e Slack fill: the difference between the actual capacity of a container and the volume of product contained therein.

» Nonfunctional slack fill: the empty space in a package that is filled to substantially less than its capacity.
BTFEEREE , AP ESEEEE B ESSE~ R, (FERNE)
p= N
AR | BRNLrASESHPE S RIMRZ ENEE.
IEThREMEAAIETS | AR ETE , HEREEA FN\THESBE.

he U.S. Consumer Product Safety Commission (CPSC) has published Direct Final Rule on revision to the federal safety
standard for portable hook-on chairs (16 CFR 1233). The Direct Final Rule shall be effective on 15 January 2019 unless
significant adverse comment was received by 24 October 2018.

EEHEETRELEERS(CPSOANT TIETEIMEEEAE AT SIRE(16 CFR 1233)IERRA&NN, B
EREMNIRIT 2019518 15843 , BrIFE20185 108 24 BRIEIEAFRFIFIL.
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From 15 January 2019, portable hook-on chairs shall comply with all applicable provisions of ASTM F1235-18 Standard
Consumer Safety Specification for Portable Hook-On Chairs.

M2019FE18158%E , EEIERERBNISASTM F1235-18 e Ei MBS e S eI aHlE.

Note / i &

According to ASTM F1235-18, a portable hook-on chair is:
TRIEASTM F1235-18 , {EERIEHERE

¢ A seat made for the express purpose of seating and holding a child who can remain in a sitting position due to his or
her own coordination.
EEtG—FRE AR LALA B SAMEMERIFAL 20 ) LE TR T HIEE(L,

e Usually a legless seat constructed to locate the occupant at a table in such a position and elevation so that the surface
of the table can be used as the feeding surface for the occupant.
BEE TR , FAREUFREERT LUENSE | FrEA L) LERLUMEREHE.

e Supported solely by the table on which it is mounted. These chairs are intended for use by children between the ages
of six months and three years and who weigh no more than 37 Ib (16.8 kg) (95th percentile male at three years).
T ERR L. XEFFESNBEBSHERNRIE37HH LEMER (16.82)(3% 1B H95%).

GCC Standardization Organization (GSO) has published a new version of GSO Rules for the Use of the GSO Conformity
Tracking Symbol (GCTS) on 31 August 2018 and shall implement immediately. The followings are the highlights of the
GCTS:

GCCHEERR ( GSO ) 7£2018F8H31HBE R T GSORFEMHEMIRR ( GCTS ) AYERAIN , ZAINIZE
W17, LAFRBXRGCTSHERA D

Introduction / f& 1

1. “GSO Conformity Tracking Symbol (GCTS)" is a symbol granted by GSO representing the Gulf Conformity Marking
(G-Mark logo) along with ID number of the Notified Body that issued the Certificate and a QR code for tracking the
GSO certificate.
"GSORFEMHEIRFFR (GCTS) " 2 GSOFFHINRBE MRS ( G-Markirids ) FFS | IERMAIEBAHEEIATT
HASR9IDSFATIRERGSOIE BRI 473,
2. According to the uses, GCTS has two forms: one for certificates and another for products, as shown below:
REERER , GCTSERMR : —MEILES , B—MEFR , Tk :
a) Configuration of the GCTS for certificates, which shall consist of G-Mark logo, certificate tracking number and the
QR code:
INBIERRESE | BIEC-Markizs., IEBIREREFIORES :

08



Regulation & Laws B SRR ZEZf
N st Content Regulation & Laws Recall Case Study
Py JBESL:

b) Configuration of the GCTS for products, which shall consist of G-Mark logo, ID number of the Notified Body that issued
the certificate and the QR code:

PR ERIGCTSRIECE |, BAEG-Markind, SRIEBAHEEATYIEAIIDSFIORTS :

b i b

Scope /35

All products that are subject to conformity assessment involving a Notified Body under one of the GSO Technical
Regulations shall bear the GCTS and meet the requirements.
ERTFRE#HSORANEEE K EEIRRGCCTSHF R B S8 S/ E P e =M.

GCTS for Certificates / GCTSIUE

General requirements / SHS

1. The GCTS for Certificates shall be downloaded from GSO Tracking System and placed on the first page of the relevant
Certificate with a minimum width of 4 cm and a minimum height of 2.20 cm, as shown below:

IEBAIGCTSROZMCSORRERERSE T8 , FHFERRIERRISE—N , &EBERIm , RESEH2.20cm , A7

2. The same proportions of the GCTS shall be maintained when it is enlarged or reduced.

WMFBHABELENGCTS , R Z{RIFHERE.

3. The Notified Body shall download the GCTS that is generated by GSO Certificate Tracking System and place it at least
in the first page of the certificate to be readily available for the verification of the certificate by competent authori
ties in the GSO member states.

EENWIR TR GSOIEBIRERRFLEMAICCTS , HEMSHEHMETIEBRISE—IT , LUMEFCSORENEESREXY
IEBHTIIL,

Requirements for the use of GCTS for Certificates / GCTSHEBHFEAMGE

1. The GCTS for Certificates shall only be used by the issuing Notified Bodies after the positive certification decision.
GCTSIER RAETESIE BN MR BRGSO RFHAIL BRI S B SR M.

2. The GCTS for Certificates shall not in any case be affixed on the products covered by the Certificate.
GCTSUEB AR IR AmREAY =M L.

3. The GCTS for Certificates shall only be used in such a way as to avoid misleading of false information about the
conformity of products or about the notification status of the notified body.

GCTSIEBRI R B SN VERIBABOA PSR TUER - AMERIRSE X m—EMRERES.

4. The GCTS shall not be used in conjunction with the logo/brand/trademark of the notified body.
GCTSUEBAR SIS ENARIEIT/ g —R e,
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GCTS for Products: =52 EAIGCTS

General requirements / —i8EK

1. The GCTS for products shall be affixed on the product body, the rating plate or product
P ERIRIGCTS |, R mAr=mER, $EhEa=miniRing B,

2. The GCTS for products shall also be affixed to the product packaging and the accompanying documents such as the
user instruction manual; if there's more than one level of packaging the GCTS shall be affixed on all levels to be readily
available for surveillance.

P ERIGCTS MR~ REAEMEENHNAFPRER L | RGBT —ENEE | e ENaEEEINA |,
VAERERS B T 453

3. The GCTS shall be visible on the outside surface or under an easily accessible part, which can be accessed without the
use of a tool.

GCTSROZAELAFEAMER TREAVER T B .

4. The following table shows different cases of affixing the GCTS:
TRER T ARIIXTGCTSHIZS -

Case =3I On product F=5.E On packaging &2 On accompanying documents
P = PAcEagiie PEBESTI
Product Optional:ai%k

dimensions allow
marking of GCTS

GCTS marking 53
R mRY

EEXE RXEE

P.roduct. Optional:ai%k
dimensions not

allowing marking

of complete GCTS ((} (

ERFERLAE =
B E5eRE/0GCTS -
R

Product not Optional:ai%
possible to be
marked at all

PR ETFIFR
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5. The GCTS for products shall meet the minimum dimensions as shown below:;
P ERGCTSHRERE FIISR/NIRTEK !

M. 5 mm
Min, 5 mem ,

6. The GC marking forming part of the GCTS for products shall be in accordance with the requirements of the relevant
Gulf technical regulation "BD09100501" for conformity marking for the GCC Countries, and shall have a minimum
height of 5 mm (excluding the number of the Notified Body) as shown below:

GCTSERE D MIGUGRCN S B E S FERESERE X BERAME BD09100501"1EEK , HREHSEXRIIRE
BE (FEEEETWINESTF ) | TR

* Min: 5 mm

X xxx' '

6. The same proportions of the GCTS shall be maintained when it is enlarged or reduced.

NFBRABLERNGCTS, RA{RRHERA.

Requirements for the use of the GCTS for Products / 7= FRIGCTS FRRROSEAEEK

1. The GCTS for Products shall be shall be visible, legible, permanent and readable by a scanner or reader application of a

smartphone.
GCTSIRMRRHFUESHT , PHEREKAMY | HE NSBB8 F A RTIEE SN,

2. The GCTS for Products shall only be used in connection with a product certified under the GSO Scheme.
P ERIGCTSREEAT5GS0A SNEN= 6.

3. The GCTS for Products shall not be used in conjunction with the logo/mark of the notified body, or the logo/mark of
the manufacturer, or any other picture or logo that could be misleading.

P e LRIGCTSAR SHEENWERIETR , SNSRIV | SUHATREEEIRSIREE F8inS—iafEmR.

4. The GCTS for Products shall not be used in such a way to mislead or falsify conformity in any manner.
FEEEGCT SRR MBI IR S OE—EUE,
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The European Commission has proposed to amend Annexes | and Il to Regulation (EU) No 10/2011 on plastic materials
and articles intended to come into contact with food. Here are the highlights:

ERERZR RARNESC T B R IR RIS mE(EU) No 10/2011KFRIFIKIRIL EL0T

A. Annex | Substances / M RIIR

1. Table 1. "Union list of authorised monomers, other starting substances, macromolecules obtained from microbial
fermentation, additives and polymer production aids” is amended as follows:

R ROERRA, BEIYIR. BHEMREBRENAS F. MMIFFNRSYEFBIFIRBKSBREST

a) The entries concerning FCM substances No 467, 744, 1066, and 1068 are replaced by the following:
FCM#IERS:EINo. 467, 744, 1066F11068AIB AN T

FCM Ref. No CAS No Sub- Use as Use as SML SML(T)
bstance SEEE CASYIRS stance additive cr)nro&%?rer ?%@rc‘gl)ale Ieiel Eg%ﬂ(g]
Lu > :ﬁ = or | stabrtltng éﬁiEFFRF e R restriction
= name olymer substance
FcoM . MIERERR E'O)‘;'“C' iz 4%T%)& PE
SRR | tion aid molecule S gams)
WEREE (yes/no) obtained =T
RN m?globial
HlERE fermenta-
WEFH | ton
) % s/no)
E/B) 7
E‘.‘!Eﬁiﬂiﬁ
ftbEcsRER
HADF
(B/8)
467 14800 3724-65-0 crotonic Yes 2 Yes 2 No & (35)
45600 acid TIFHER
744 18888 080181-31 | 3-hydroxybu- No & Yes 2 No & (35)
tanoic
-3 acid-3-
hydroxypen-
tanoic acid,
copolymer 3-
RETR-3-%
ELERILRY
1066 23985-75-3| 1.234-tetra- No & Yes 2 No & 0.06
hydronaph-
tha-
lene-2,6-di-
carboxylic
acid,
dimethyl
ester1,2, 3
, 4-UEE
-1,6-—Hfg—
FAEE
1068 2530-83-8 [3-(2.3-ep- No & Yes 2 No &
oxyprop-
oxy)pro-
pylltrime-
thoxy silane
[3-(23-%A&ER
SE)REI=
SRR
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b) The following entries are inserted in numerical order of the FCM substance numbers:
PIT R BIRFIMYIRFSHEEIFEN

FCM Ref. No CAS No Sub- Use as %Sgn%sm o gszl'cable [Sn':fIgL/kg] [Sn’;/lgl./qg);]
. dditive !
bst. = CASHRE i 2 or other es/no e Gro
substance Sl S stance or starting %FH:_FF?ZF eI RE SestrliJc%on
No S name polymer substance (B/&) No) |
FCM wEes | Produc- | Rl ReTeR
R tion aid molqcule SR
MERSE (yes/no) obtained Re )
maesm | fom
FIES | formenta-
YR Eion o)
n g
(B/B) st
H9ERRay
ftiECstIER
RADF
(B/8)
1059 147398-31-0| Poly((R)-3-hy No & Yes 2 No & (35)
droxybutyr-
ate-co-(R)-3-
hydroxyhexa-
noate) B
(R)-3-BET
BRZ g, (R)-3-
RETBRRAR
1067 616-38-6 Dimethyl No & Yes 2 No &
carbonate
HER— FREE
1069 75-28-5 Isobutene Yes 2 Yes 2 No &
8Tk

2. Table 2. “Group restriction of substances” 2. E£&RE4R
The following entry is added: I F& B

Group Restriction No FCM substance No SML (T)[mg/kg] Group restriction
SERFIRS FCMPIREE BeTra specification
FREIFIHSE
35 467 0.05 expressed as crotonic acid
244 AT RN
1059

3. Table 3. “Notes on verification of compliance” %3. XF "&S#MMUINIE" BHFC
The following entry is added: Zs LA T4 H

Note No Notes on verification of compliance
Eale=s KT EHMHERIERYFC
(27) When a final material or article containing this substance and produced under conditions other than those described

in point @) column 10 of Table 1 is placed on the market, a well described method to determine whether the oligomer
migration complies with the restrictions specified in point b) column 10 of Table 1 shall form part of the supporting
documentation referred to in Article 16 of Regulation (EU) No 10/2011. This method shall be suitable for use by a
competent authority to verify compliance. If an adequate method is publicly available, reference shall be made to that
method. If the method requires a calibration sample, a sufficient sample shall be supplied to the competent authority
on its request.

HEEXYRIERLPa)IZ L0FMARHLIMISH FEFNSEM SRR |, BERRYIEBEEFAR1HMD)F10H
MERIPRBIANEARREIARITTIER S5 (EU) No 10/201 155165 RRAVSHF M, 2T AMERTEELRRLAMME. MRAFFHIGE
&Y, WESEZITE NRZGEFEREFR , NREELBREEBIFRLIBERER.
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4. Table 4. "Detailed specification on substances” Z&4. ¥JFRIEHAIE
The row concerning restriction of the entry concerning substance FCM No 744 is replaced by the following:

FCMBRAEMIIR No 744R55% BEHRINT

FCM substance No Detailed specification on the substance
FCMYIREE YIERIFAE
744 Restriction PR Specific migration limit for crotonic acid is 0.05 mg/kg food
TS eI E/90.05 mg/kg

B. Annex lll Food stimulants / RIS SR

1. Table 3. “Food simulant assignment for demonstrating compliance with the overall migration limit” of point 4, the third
and fourth rows are replaced by the following:

3. "MNESIRIEERMIEIY" $F4R, BTHNSETATERUT

Foods covered Food simulants in which testing shall be performed
BREE MFHTIRICRY R RIEND

all aqueous and alcoholic foods and food simulant D1

milk products with a pH > 4.5 BEELI01

FrEpHIER T4 SRS 7KATEE R il

FHm

all aqueous and alcoholic foods and food simulant D1 and food simulant B

milk products with a pH < 4.5 BREHHID2F0B

;TEDH{E< 4 5H9EKFERE R R

| an

Note: / £ &
¢ FRF: Fat Consumption Reduction Factor
ERREFER D EF

* SML: specific migration limit
HFETRRE
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http://www.intertek.com.cn/Uploadfile/File/EU-20181026.xlsx
http://www.intertek.com.cn/Uploadfile/File/EU-FCM-20181026.xls
http://www.intertek.com.cn/Uploadfile/File/US-20181026.xlsx
http://www.intertek.com.cn/Uploadfile/File/Canada-20181026.xlsx
http://www.intertek.com.cn/Uploadfile/File/Australia-20181026.xlsx
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