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Y€ OUVEXEID QVWTEPW OXETIKOU Kal evnpEPWONg pag atro To Mpageio OIKOVOUIKWY Kal
Eutropikwyv YTToBECEWY TNG XWPAg Hag ato Tékuo, oag yvwpifoupe 6T, amd 1/6/2020, Ba 1ebei
o€ 10XU 10 4pBpo 18 TTap. 3 TOU TPOTTOTTOINUEVOU VOUOU, TTERI UYIEIVIG TPOPILWY, QVapopIKA UE
T UAIKG €EOTTAIGHOU 1) OUOKEUOOTOg (KUpiwg pTiveg) TTou £pXOVTal OE ETTAQN UE TPOPINA.

Emonuaivoups 6Tl n Aiota Twv emTpETTOPEVWY UAIKWY eivar BeTikf, dnAadn, Ta
EMITPETTOMEVA UNIKG gival, JOVO QUTG Trou TrepIAaMBAVOVTal OE QUTH EVW Yia Ta €l0ayopeva
TTPoidVTa, TTPORAETTETAN KaI YETARATIKY Trepiodog TEvTe (5) £TWv, KaTd Tn BIGPKEID TNG OTToiag
gival duvatA n TPOCBRKN VEWV UANIKWV.

TéAog, EMOUVATITOUNE OXETIKG £yypago Tou latmwvikou YTroupyeiou Yyeiag, Epyaaiag
kai Mpadvoiag (MHLW), ato otroio Taparti@evial AeTrTodepwg of aAayEg Kal Ta KUpIa onpeial TTou

TPEETTEl va AngBouv utroyn.
MoapakaAoUE yIO TNV EVNPEPWON TWV HEAWY OOG.
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MINAKAZ ANOAEKTQN

ENTERPRISE GREECE

ENTERPRISE EUROPE NETWORK HELLAS

EMMNOPIKO KAI BIOMHXANIKO EMIMEAHTHPIO NEIPAIQZE

BIOTEXNIKO EMIMEAHTHPIO MEIPAIQZ

EMNAITEAMATIKO ENMIMEAHTHPIO NEIPAIQY

EMIMOPIKO KAI BIOMHXANIKO EMIMEAHTHPIO POAOIHX

EMNAITEAMATIKO KAI BIOTEXNIKO EMIMEAHTHPIO POAOIMHE

ENIMEAHTHPIO AITOAOAKAPNANIAZ

ENIMEAHTHPIO APKAAIAZ

ENIMEAHTHPIO AXAIAZ

EMNIMEAHTHPIO BOIQTIAZ

ENIMEAHTHPIO TPEBENQN

ENMNIMEAHTHPIO APAMAZ

ENIMEAHTHPIO AQAEKANHZQOY
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ENIMEAHTHPIO EYBOIAZ

EMNIMEAHTHPIO EYPYTANIAZ

ENMNIMEAHTHPIO ZAKYNOOY

ENIMEAHTHPIO HAEIAZ

ENIMEAHTHPIO HMAOIAZ
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ENIMEAHTHPIO IQANNINQN

ENIMEAHTHPIO KABAAAZ

EMNIMEAHTHPIO KAPAITZAZ

ENIMEAHTHPIO KAZTOPIAZ

EMNIMEAHTHPIO KEPKYPAZ

ENIMEAHTHPIO KEQAAHNIAZ & IOAKHZ

ENIMEAHTHPIO KIAKIZ

ENIMEAHTHPIO KOZANHX

ENIMEAHTHPIO KOPINOIAX

ENIMEAHTHPIO KYKAAAQN

EMNIMEAHTHPIO AAKQNIAZ

ENIMEAHTHPIO AAPIZAZ

ENIMEAHTHPIO AAZIOIOY

ENIMEAHTHPIO AEZBOY

ENIMEAHTHPIO AEYKAAALX

ENIMEAHTHPIO MATNHZIAZ

ENIMEAHTHPIO MEZZHNIAZ

ENIMEAHTHPIO =ANOHZ

EMIMEAHTHPIO NEAAAX

ENIMEAHTHPIO MNIEPIAX

ENMNIMEAHTHPIO NPEBEZAX

ENIMEAHTHPIO PEOYMNHZ

EMNIMEAHTHPIO ZAMOY

ENIMEAHTHPIO ZEPPQN

EMNIMEAHTHPIO TPIKAAQN

ENIMEAHTHPIO ®OIQTIAAL

EMIMEAHTHPIO ®AQPINHZ

EMIMEAHTHPIO ®QKIAAX

EMIMEAHTHPIO XAAKIAIKHZ

EMNIMEAHTHPIO XANIQN
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ENIMEAHTHPIO XIOY

EMIMEAHTHPIAKOZ OMIAOZ ANAMNTYZHI EAAHNIKQN NHIION (E.O.A.E.N.)

AIEONEZ EMNOPIKO ENMIMEAHTHPIO EAAAAAZ

EAAHNO-EYPAZIATIKOY ENIXEIPHMATIKOY ZYMBOYAIOY (Greek Eurasian Business
Council)

FEQTEXNIKO ENIMEAHTHPIO EAAAAOQOZ

NEA NAZEIFEZ

NMANEAAHNIA ENQYH NEQN ATPOTQN (MENA)

OPIrANIZMOZ KENTPIKQN AIrOPQON & AAIEIAZ A.E.

KENTPIKH ATOPA OEZXAAONIKHZ A.E.

EONIKH AIEMAITEAMATIKH OPITANQZH EAAIOAAAQY (EAOE)

AIETIAITEAMATIKH OPIANQZH ENMITPANEZIAZ EAIAZ (AOENEA)

NANEAAHNIA ENQXZH METAMNOIHTON, TYNOMOIHTQN EZAFQrEQN ENITPANEZIQN EAIQN
(MEMETE)

LYNAEZMOZ EAAHNIKQN BIOMHXANION TYNONOIHZEQZX EAAIOAAAQY (ZEBITEA)

L£YNAEZMOZ EAAIOKOMIKQN AHMQN KPHTHE (ZEAHK)

EAAIOYPTIKH - KENTPIKH KAAAIKH XYNETAIPIZTIKH ENQIH EAAIOKOMIKQN
NMPOIONTQN THZ EAAAAAZ '
EAAIOYPIIKH - KENTPIKH KAAAIKH ZYNETAIPIZTIKH ENQXIH EAAIOKOMIKQN

NMPOIONTQN THX EAAAAAZ

MANEAAHNIOZ ZYNAEZMOZ EAAIOYPIEIQN (MA.Z.EA.) - PANHELLENIC ASSOCIATION OF
OLIVE MILLS (PASEL)

ZYNAEZMOZ ENIXEIPHZEQN NOAAANAAZIAZTIKOY YAIKOY (ZEMY)mwpwnv ENQZH
EAAHNQN MNMAPAITQIrQN KAI EMITOPQN ZIMOPQN (EENEY)

ENQZH MAZTIXOMAPATIQIrQN XioyY

ANAIKAZTIKOZ ZYNETAIPIZMOZ KPOKOIMAPAI QI QON KOZANHZ

EAZ KABAAAZ - ENQZH MNMAPAIQIrQN ZrnAPAITIQN

ZYKIKH

ZYNETAIPIZTIKH KOPINOIAKHZ ZTA®IAAZ (KOZ AXE)

ZYNAEZMOZ EZAITQreQN KOPINOIAKHZ 2TADIAAZ

ZYNAEZMOZ EAAHNIKQN EMIXEIPHZEQN EZAT QIHZ & AIAKINHZHZ ®POYTQN
AAXANIKQN KAI XYMQN INCOFRUIT HELLAS

EAAHNIKOZ LYNAEZIMOZ EIZAFQreQN & EZEAFQreQN oYTIKOY YAIKOY

ZYNAEIMOZ ArPOTIKQN ZYNETAIPIZTIKQN OPIANQZIEQN KAI ENIXEIPHEEQN EAAAAOZ
(X.A.2.0.E.E.)

NMANEAAHNIA ENQEH AFPOTIKQN ZYNETAIPIZMQN BIOAOTIKQN MPOIONTQN

ENQZIH KONZEPBOIMOIQN EAAAAOZ (EKE) (peTatroifjon poddkivwy)

NMANEAAHNIA ENQZH KONZEPBOIMOIQN (MEK) (peTareinon vropdrog)

OMOZNONAIA MEAIZZOKOMIKQN ZYAAOIQN EAAAAOZ (OMZE)

ZYNAEZIMOZ EAAHNQN TYNOMOIHTON EYIKEYAZTON EZATQIrEQN MEAIOY (ZETZEM)

KOINOMPAZIA MEAIZZOKOMIKON ZYNETAIPIZMQN BOPEIOY EAAAAOZ

YNAEIMOZX EAAHNIKQON OAAAZZOKAAAIEPTEIQN (ZEO)

EAAHNIKH OPTANQZIH NMAPATQrON YAATOKAAAIEPTEIAZ (EAOMY)

EONIKH AIEMNATTEAMATIKH OPITANQZH KPEATOX (EAOK)

AIKTYO OIKOAOTIKHZ AIAXEIPIZHE MPOIONTQN-TTAPANPOIONTQN-YTMOMPOIONTQN
®ETAZ - OAINMNA®

LYAAOrOZ TYPOMNAPAIQIrQN OEZZAAIAZ

TYNAEZIMOZ EAAHNIKQN BIOMHXANIQN ENEZEPIrAZIAZ KPEATOZ (ZEBEK)

MANEAAHNIOZ ZYNETAIPIZMOZ ZAAIFKAPOTPO®QN

ZYNAEIMOZ EAAHNIKQN BIOMHXANION ZQOTPO®QN (ZEBIZ)

TYNAEZMOZ EAAHNQN EMIMOPQN xar EZATQIEQN AHMHTPIAKQN YMOMPOIONTON &
ZQOTPO®ON (X.E.E.AY.Z.)

STEVIA HELLAS COOPERATIVE

TYNAEXIMOZ ENIXEIPHIEQN ENEZEPIrAZIAZ KA®E (ZEEK)

ZYNAEIMOZ EAAHNIKQN BIOMHXANIQN TPO®IMQN (ZEBT)
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2YNAEZMOZ EAAHNQN EIZAMQIrEQN TPOPIMQN KAI MOTQN TOY EEQTEPIKOY
(ZEAETPOIME)

ZYNAEIMOZ EAAHNIKQN BIOMHXANIQN FTAAAKTOKOMIKQN MPOIONTQN (ZEBrAM)

ZYNAEZMOZ ETAIPIQN NAIAIKQN TPO®QN EAAAAOZ (ZENTE)

MANEAAHNIOZ ZYNAEZMOZ ENIXEIPHZEQN KATEYYITMENQN TPO®IMQON

ZYNAEZMOZ EAAHNQN AAEYPOBIOMHXANQN

NMANEAAHNIOZ 2YNAEZMOZX BIOMHXANIQN ZYMAPIKQN

ENQZH BIOMHXANIQN-BIOTEXNQN ZAXAPQAQN EAANAAOX

EONIKH AIENAITEAMATIKH OPI'ANQZIH AMINEAQY & CINOY (EAOAO)

KENTPIKH ZYNETAIPIZTIKH ENQXH AMIMEAOOINIKQN MPOIONTQN

LYNAEZMOZ EAAHNIKQN AMOZTAIMATQN & AAKOOAOYXQN MOTQN (EEAOM)

£YNAEZMOZ EAAHNIKOY OINOY (XEOQ)

ENQZH EMIXEIPHZEQN AAKOOAOYXQN MNMOTQN

OINOI BOPEIOY EAAAAAL (OBE)- ENQZH OINOMAPAIQIrQN rou AMMEAQNA tnhg BOPEIOY
EAAAAAZ- ENOABE AE (ENOABE).

ENQZH ZYOOINOIQN EAANAAOZ

ZYNAEZMOZ EAAHNIKQN BIOMHXANIQN ANAYYKTIKQN

NMANEAAHNIA ENQZH NTYXIOYXQN OINOAOIQN (MANENO)

LYNAEZMOZ MIKPQN OINOMOION EAAAAOZ (2.M.O.E.)

ENQZH OINONAPAIQIrQN TOY AMINEAQNA THZ ATTIKHZ (EN.O.A.A.)

ENQIH AMMNEAOYPIQN OINOMOIQN NHZQN AIIAIOY (EN.O.A.N.A.)

ENQZH OINOMAPAIQIrQN AMMNEAQNA KPHTHZ

ENQZH OINOMNAPAIQIrQN AMMEAQNA MNMEAOIMNMONNHZOY (EN.O.A.I.)

ZYNAEZIMOZ ENIXEIPHZEQN & BIOMHXANIQN (ZEB)

ZYNAEZMOZ BIOMHXANIQN EAAAAOZ (2BE)

ZYNAEZMOZ BIOMHXANIQN ATTIKHZ & MNEIPAIA V(ZBAFI)

ZYNAEIMOZ BIOMHXANION ANATOAIKHZ MAKEAONIAXZ OPAKHZ

ZYNAEZMOZ BIOMHXANIQN ZTEPEAZ EAAAAOZ

ZYNAEZIMOZX BIOMHXANIOQN OEZZAAIAZ & KENTPIKHZ EAAAAOZ

ZYNAEIMOZ OEIIAAIKQN ENMIXEIPHZEQN & BIOMHXANIQON

ZYNAEZIMOZ ENMIXEIPHZEQN BIOMHXANIKHZ NEPIOXHZ HPAKAEIOY

ZYNAEXZMOZ BIOMHXANIQN KIAKIZ

ZYNAEZIMOZ BIOMHXANIQN & BIOTEXNIQN EBPOY

ZYNAEXIMOZ BIOMHXANIQN NEAOMONNHZOY & AYTIKHZ EAAAAOZ

ZYNAEZIMOZ BIOMHXANIQN & BIOTEXNIQN NOMOY POAOINHX

EAAHNIKH NAPAIQrH

ZYNAEZIMOZX EAAHNIKON XHMIKQN BIOMHXANIQN (ZEXB)

ZYNAEIMOZ BIOMHXANIQN NMAAZTIKQN EAAAAOZ

MANEAAHNIA ENQXH BIOMHXANION XPQMATQN BEPNIKIQN KAl MEAANQN (MEBXBM)

LYNAEIMOZ ENIXEIPHIEQN BIOMHXANIKQN & IATPIKQN AEPIQN EAAAAAZ (ZEBIAE)

MANEAAHNIOZ LYNAEIMOZ NAPAIQIrQN AIOFKQMENHZ NMOAYZTEPINHZ

ZYNAEZIMOI AEPOZOA EAANAAOL (ZAE)

TYNAEXIMOZ MAPAIQrQN & EMNOPQN AIMAZMATQN (2ZMEA)

LYNAEIMOZ BIOMHXANIQN MAPAIQIrHZ YAIKQN KAI ZYZKEYAZIAZ

EONIKH ZYNOMOZMONAIA EAAHNIKOY EMMNOPIOY (EZEE)

FENIKH ZYNOMOZIMONAIA ENAITEAMATION BIOTEXNQN EMMOPQN EAAAAAE (I'ZEBEE)

EMMOPIKOZ £YAAOIOZ AGHNQON

EMMNOPIKOX £YAAOIOX OEXIAAONIKHE

TYNAEIMOZX ENIXEIPHZIEQN AIANIKHE NQAHIEQY EAAAAOZL (ZEANE)

EAAHNIKOX OPIFANIZMOZ TYNOMNOIHIHZ (EAOT)

EONIKOX OPIANIZMOZ ®APMAKQN (EO®P)

ENIAIOZ ®OPEAZ EAEIXOY TPOQIMQ (EPET)

EArO AHMHTPA EAAHNIKOE TEQPIIKOZ OPIANZIMOZX

ENQZH MEPI®EPEIQN EAAAAAZL

NEPI®EPEIA ATTIKHZ
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NEPI®EPEIA ANATOAIKHZ MAKEAONIAZ-OPAKHZ

NMEPI®EPEIA BOPEIOY AIlAIOY

MNEPI®EPEIA AYTIKHZ EAAAAAZ

NEPIOEPEIA AYTIKHZ MAKEAONIAZ

NEPIPEPEIA HNEIPOY

NMEPI®EPEIA OEZZAAIAZ

MNEPIOEPEIA IONIQN NHXQN

MNEPI®EPEIA KENTPIKHZ MAKEAONIAX

NEPI®EPEIA KPHTHZ

NEPI®EPEIA NOTIOY AITAIOY

MEPI®EPEIA NMEAOMONNHZIOY

NEPI®EPEIA STEPEAX EAAAAAL
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28 April 2020

To: Quarantine Station Managers

Councilor for Environmental Health and Food Safety
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare

Development of notices relevant to the enforcement of Article 18 (3) of the amended
Food Sanitation Act by the legislation to partially amend the Food Sanitation Act

The Article 18 {3) of the amended Food Sanitation Act (Act No.223 of 1947; hereinafter
referred to as “the New Act”) by the legislation to partially amend the Food Sanitation
Act (Act No.46 of 2018; hereinafter referred to as “the Amendment Act”) will come into
effect from 1 June 2020 as specified by the Cabinet Order to set the date of enforcement
of the Amendment Act (Cabinet Order No.121 of 2019). In line with the enforcement of
the Amendment Act, today the ministry has issued the *notice to partiailly amend the
Specifications and Standards for Food and Food Additives, etc. (MHLW Notification
No.196 of 2020)” and the “notification to specify the permitted level specified by
Minister of Health, Labour and Welfare as being unlikely to impose a risk to human
health in accordance with the proviso of Article 18 (3) of the Food Sanitation Act
{MHLW Notification No.195 of 2020; hereinafter referred to as the “not-harmful level
potification”). The purpose, key points and matters to note of these notifications are
summarised in the following sections, and we request you to make sure that these
notifications are well informed to those concerned and to take actions to implement the

notifications thoroughly.

1. Purpose
In line with the enforcement of the Amendment Act, regarding the substances used

as raw materials of the materials specified by the Cabinet Order pursuant to the
Article 18 (3) of the New Act (which refer to synthetic resins; the same shall apply
hereafter), the quantity of such substances (excluding substances generated from
such substances with chemical change) permitted to be used in utensils or containers
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and packaging or permitted to be eluted or seeped out into food from utensils or
containers and packaging must conform to the standards set forth in the Article 18
(1) of the Food Sanitation Act (hereinafier referred to as “the Act”), and the positive
list system for synthetic resins in utensils or containers and packaging made of
synthetic resins, and utensils or containers and packaging made of other materiale
with a synthetic resin layer formed ou the surface contacting foods or additives
(hereinafter collectively referred to as the “utensils or containers and packaging
made of synthetic resins) will be introduced. In this context, the standards for
utensils or containers and packaging made of synthetic resins have been established
in the Specifications and Standards for Food and Food Additives, etc. (MHLW
Notification No. 370 of 1959; hereinafter referred to as the Specifications and
Standards Notification”).

The proviso of the Article 18 (3) of the New Act stipulates that when synthetic resin
is not used on the surface con'téctmg foods and utensils or containers and packaging
have been processed to prevent such substances from being eluted or seeped out into
food in a quantity exceeding the quantity specified by the Minister of Health, Labor
and Welfare as being unlikely to impose a risk to human health (hereinafter referred
to as “not-harmful level”), substances not included in the positive list of the
Specifications and Standards Notification can also be used. In this context, the
not-harmful level for each substance has been specified lately.

Please note, however, that the application of paragraph 2 (2), D. Standards for
Utensils or Containers and Packaging or Raw Materials of These Products, 3,
Utensils and Containers and Packaging, the Specifications and Standards
Notification will remain unchanged, regardless of the substance names Iisted in the
column for substance name in Table 1 (1) and (2) of Appendix 1.

2. Key Points
(1) The Specifications and Standards Notification
As the standards for utensils or containers and packaging made of synthetic
resins, the standards for the “substances contained in raw materials for the
materials specified by the Cabinet Order” as specified in the Article 18 (3) of the
New Act have been established in A. Standards for Utensils or Containers and
Packaging or Raw Materials of These Products, 3. Utensils and Containers and
Packaging, the Specifications and Standards Notification.
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a. The standards for specific substances are provided in Appendix 1
b. The rules on substances contained in raw materials listed in Appendix 1
have been established

The amendment to the Specifications and Standards Notification which was not
published in the official Joumal is accessible from the MHLW web page:

ndex.html (as of 28 Apnl 2020)
{2) Notification on not-harmful level
The not-harmful level is set at 0.01mg/kg as a concentration in foods,

3. Date of Application

These notifications shall apply from 1 June 2020.

Regarding the Specifications and Standards Notification, when utensils or
containers and packaging were sold, manufactured or imported for sale or are used
for business purpose before 1 June 2020 (hereinafter referred to as “the products
subject to transitional measures”) and the same kind of products are manufactured
or imported for sale in 5 years from the date of application (by 31 May 2025),

-synthetic resins used as raw materials in the products can be regarded as
substances listed in Appendix 1. The “same kind of products” subject to transitional
measures means utensils or containers and packaging that are used, manufactured
or imported using substances (limited to raw m;aterials for synthetic resins) to the
extent that they have been used in the utensils or containers and packaging sold,
manufactured or imported for sale or used for business purpose before 1 June £020.
Therefore, in such cases where additives are applied to the base polymers classified
as synthetic resins that have never been used before, additives are applied in a
larger quantity than ever before, or production and imbort records are not good
enough to prove that the substances are used within the conventional scope of use,
the products shall not be subject to the transitional measures.

4. Matters to note at the time of implementation
1 The Specifications and Standards Notification (3. Utensils and Containers and
Packaging, A. Standards for Utensils or Containers and Packaging or Raw
Materials of These Products)
a. The main text of Paragraph 8
(1) The substances specified in Appendix 1 shall be intended for use to
remain in final products; and Table 1 (1) to (8) and Table 2 of
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Appendix 1 specifies base polymers and additives, respectively.

(2)  When the base polymers specified in Table 1 (D or (2) of Appendix 1
are mixed to produce a new polymer in a chemical reaction, the new
polymer needs to be specified in the Table 1 (1) or (2). And the
mixture of base polymers in the Table 1 (1) with base polymers in the
Table 1 (2) cannot be used for other purposes than coating films,

3 When the substances that have polymer structure and are not base
polymers (which usually refer to the substances that cannot form the
basis of utensils or containers and packaging by itself) are intended
for use in additives, they should be controlled as additives in Table 2
of Appendix 1.

(@) Of all the additives, substances used only for coloring purpose shall
not be specified in Table 2 of Appendix 1 on condition that the
utensils or containers and packaging using the éubstances satisfy the
requirements under paragraph 5, A. Standards for Utensils or
Containers and Packaging or Raw Materials of These Products, 3.
Utensils and Containers and Packaging, the Specifications and
Standards Notice. When the substances are used for other purposes
than coloring, the substances used for such purpose need to be
specified in the Table 2 of Appendix 1.

b. Paragraph 8 (1)

(1) Of all the substances used in the production of base polymers,
catalysts and polymerization auxiliary agents (such as
polymerization initiators, chain transfer agents and terminal
stopping agents) shall no‘l; be controlled as substances subject to the
positive list, because they are intended to help polymerization and
not for being part of the base polymer structure. The substances that
are unintentionally present in the production process such as
impurities in monomers as raw materials for polymers and
impurities in additives shall not also be controlled as substances
subject to the positive list. These substances that are not intended to
remain in final products shall be controlled under the separate
standards that will be established as necessary in the Specification
and Standards Notification.

€3] The food classification in Table 1 {1) and (2) of Appendix 1 shall be
the same food classification as defined in the Guidelines for the Risk
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Assessment of Food Apparatus, Containers and Packaging (adopted

by the Food Safety Commission on 28 May 2019) (hereinafter
referred to as the “Assessment Guidelines”)

L Acidic foods mean foods having a pH 4.6 or less within it or on

the surface of it

H, 0il, fat and fatty foods mean foods with the fat content of 20% or

more (weight%) within it

iii.  Milk and milk products mean foods with fat content of less than

20% (weight%) within it or on the surface of it, among foods
subject to Article 2 of the Ministerial Ordinance on Milk and
Milk Produects Concerning Compositional Standards, etc. (MHW
Ministerial Ordinance No.52 of 1951)

iv. Alcohol foods mean foods with the aleohol content of 1 % or more

(volume%) within it or on the surface of it.

v. Other foods mean foods that do not fall under any of the above

itemitoiv.
When base polymers in Table 1 (1) or (2) of Appendix 1 are mixed, out
of all the foods in which base poljmers can be used as specified in the
food type columns of each base polymer before being mixed, the
mixed polymer can be used only in the food type that are common
among the base polymers used, and the lowest temperature out of
temperature specified in the maximum temperature column of each
base polymer before being mixed should be applied to the mixed

polymer in terms of its maximum temperature.

¢. Paragraph 8 (2)

&Y

Base polymers must be composed of the substances listed in the
substance name columns of Table 1 (1) or (2) of Appendix 1. However,
base polymers containing 98% polymer units derived from substances
listed in the Table (1) or (2) with the rest being composed of the
substances listed in the Table (3) do not need to be specified newly and
individually in the Table 1 (1) or (2) of Appendix 1.

d. Paragraph 8 (3)

m

Coating films mean layered films made from paint or similar coating
materials and formed or accumulated on the base materials, and
composed of base polymers and additives and other substances that

are added to base polymers as necessary.

,
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e. Paragraph 8 (4)

(1) Base polymers are classified into 7 groups based on their utilization and
the property of synthetic resins. The synthetic resin group 1 (hereinafter
called as “Group 17) in Table 1 (1) and (9) of Appendix 1 shall have high
heat resistance, a cross-linked structure and a melting point of = 150°C
or a glass-transition temperature, ball pressure temperature or
deflection temperature under load of Z 150°C. Group 2 and Group 8 in
the same table are intended to classify base polymers by taking the
elution rate of additives and other substances into account, and the base
polymers with the water absorption rate of <0.1% and > 0.1% shall be
classified into Group 2 and Group 3 respectively. For the measurement
method, refer to the Japanese Industrial Standards (JIS). As a general
rule, base polymers are classified into groups as described above, but
they can be classified into different groups 4s a result of comprehensive
assessment based on their utilization and the property of synthetic
resins. For example, the polymers that fall under Group 5 to Group 7 in
the table can be classified into Group 1, 2 or 3 when the consumption
factor (refers a factor derived from the estimated amount of intake of
foods contacting specific kinds of materials in utensils or containers and
packaging) is extremely small due to their specific usage (For grouping,
see Appendix 4 of the Assessment Guidelines Attachment 2)

(2) The restriction of use by synthetic resin group in Table 2 of Appendix 1
shall be applied in proportion to the weight of each resin before they are
mixed, unless otherwise specified in the Remarks column of the table.

(8) The restriction of use by synthetic resin group in Table 2 of Appendix 1
shall be indicated in the percentage of additive weight of the total weight
of base polymers and additives.

(4) The “thickness” described in the Remarks column of Table 2 of Appendix
1 refers to the length in direction perpendicular to the surface contacting
foods or additives in the synthetic resin or synthetic resin layer in which
the additive is added.

f. Others

(1) Coating agents mean substances in liquid or powder form attached to the
surface of synthetic resins for anti-static and anti-fogging purposes, and
they are specified in Table 2 of Appendix 1. In the table, the restriction of
use of coating agents shall be specified in terms of quantity per unit area.
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2 Notice on not-harmful level

a. The concentration level of 0.0lmg/kg in foods can be interpreted as the
concentration level of 0.0 1mg/L in pseudo-food solvent.

b. A pseudo-food solvent test to confirm that the substances are not eluted or
seeped out into food in a quantity exceeding the not-harmful level shall be
conducted by the dissolution test method in the Assessment Guidelines
Attachment 2.

¢. Adissolution test to confirm that the substances are not eluted or seeped out
into food in a quantity exceeding the not-harmful level shall adopt analysis
methods with the lower detection limit of concentration equal to or lower
than the not-harmful level.

d. When the proviso of Article 18 (3) of the New Act is applied to substances
used in the parts of utensils or containers and packaging that do not contact
foods (hereinafter referred to as “substances used on a non-contact surface”),
a dissolution test is not necessarily required if it can be substituted with
theoretical explanation based on the structure of utensils or containers and
packaging and the substance and its additive amount.

e. Even when the dissolution test results confirm that the substance used on 2
non-contact surface is below the not-harmful level, the substances that may
do harm to human health due to suspected genotoxicity based on informed
observation or genotoxicity test results cannot be used.

5. Others

(1) Apart from Appendix 1 specified in the Specifications and Standards
Notification, a reference table with description of substance names in both
Japanese and [English 1is available on the MLHW web page:
ttps://www.mhbiw.go.ip/stf/newpage 05148 html (as of 28 April 2020) |

(2) During the period of the transitional measures specified by the Specifications
and Standards Notification, relevant business operators are required to check
the consistency of utensils or containers and packaging subject to the
transitional measures with the Specifications and Standards Notification. When
there is a need to make addition to or modify Appendix 1, the relevant
information needs to be submitted to the Ministry of Health, Labour and
Welfare. When the manufacturers change raw materials, it shall be done in
appropriate manner. The methods of submission will be separately announced
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on the MHLW web page.

(3) Regarding new substances used in utensils or containers and packaging after
the introduction of the positive list system or substances used in a quantity
exceeding the standards in Appendix 1, business operators must be informed of
the method of submission of documents‘ required to amend the notification,

which will be separately announced, so that they will follow the required
procedures.



