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1. 0|3 FDA 52l& https://www.fda.gov
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() o= FDA 217

ﬂ FOOD & DRUG

Racial ic minorit
stress or challenges. If you h

people in the U.S. may face uni
int 2

Mental Health Awareness
e to mental illness. When you take care.
Tif

FeATURED

health, you

. behaviors,

e, talk to your health

‘health information.

Vaccines, Blood, and Biologics

PRODUCTS WE REGULATE

Drugs

Animal and Veterinary

Medical Devices

Cosmetics

Radiation-Emitting Products

Tobacco Products

Labeling & Nutrition

Nutrition Facts Label, Label Claims, Menu &
Vending Machine Labeling, Gluten-Free
Labeling

Science & Research

Laboratory Methods, Whole Genome
Sequencing, Risk Analysis, Total Diet Study,
Consumer Research

Guidance for Industry by Topic

Food Safety Modernization Act
(FSMA)

©

[I_ngredients & Packaging ]

Food & Color Additives, GRAS, Food
Allergens, Food Contact Substances, New
Plant Varieties

Compliance & Enforcement

Reportable Food Registry, Warning Letters,
Inspections, Compliance Programs, Adverse
Event Reporting

NAVIGATE THE FOOD SECTION

Food Defense

Protecting the Food Supply, Intentional
Adulteration, Food Defense Plan Builder

International & Interagency
Coordination

International Outreach, Visitor's Program,
Trade Agreements, Interagency Agreements

INDUSTRY GUIDANCE & REGULATION

Imports & Exports

Hazard Analysis Critical Control Point

(HACCP)

Registration of Food Facilities/Other
Submissions

Current Good Manufacturing
Practices (CGMPs)

Dietary Supplements

Products & Ingredients, New Dietary
Ingredients Notification Process,
Structure/Function Claim Notifications

Chemical Contaminants & Pesticides

Acrylamide, Arsenic, Chemical
Contaminants, Toxins & Pesticides in Food

Retail Food Protection

Federal/State Food Programs

_10_




Packaging & Food Contact Substances (FCS)

| € smre | XPost | in Likesin | @5 Emat | B Print |

Background

Regulatory Background
(How the Food Contact Substance Notification program began)

Regulatory Report: FDA's Food Contact Substance Notification Program '
(From Food Safety Magazine Oct/Nov 2005)

Regulatory Report: Assessing the Safety of Food Contact Substances (4
(From Food Safety Magazine Aug/Sep 2007)

Guidance and Other Information for Industry

« Final Rule to Revise P i | Update R for Revoking the Authorizati
for Food Contact Substances

« Pre .  Food C. Sut Notifications (Admini ive)
« Providing Regulatory Submissions to OFAS

NEHZE2H XEA

» Use of Recycled Plastics in Food Packaging (Chemistry Considerations) AZE THEE XEA
« Microbiological Considerations imicrobial Used in Food Applicti
o Assessing the Effects of Significant Manufacturing Process Changes, Including

Emerging Technologies, on the Safety and Regulatory Status of Food Ingredients and
Food Contact Substances, Including Food Ingredients that Are Color Additives

Inventories and Tables

« Inventory of Effective Food C Sul FCS) Notificati FCN £5
» Food Tvpes and Conditions of Use for Food Contact Substances

 Decisions for Food-C. Notificati

« Threshold of Regulation Exemptions for Sul Used in Food C id

* Recycled Plastics in Food Packaging g ol 55
+ Inventory of Food Contact Substances Listed in 21 CFR PNE-¥SES-RIN-N-1

https://www.fda.gov/food/food-ingredients—-packaging/packaging-food—-contact-substances-fcs

_11_
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GUIDANGE DOCUMENT

Guidance for Industry: Preparation of Premarket
Submissions for Food Contact Substances
(Chemistry Recommendations)

DECEMBER 2007

| # onae

Xtost [ in Lo | 8 6ot [ @ e |

Dacket Number:
Issued by:

EDA-2020.0-1925
Center for Food Safety and Applied Nutrition

Office of Food Additive Safety
Food and Drug Administration
5001 Campus Drive

College Park, MD 20740

(Tel) 240-402-1200

(This document also available in Chinese (%),
This guidance represents the Food and Drug Administration’s (FDA's) current thinking
on this topic. It does not create or confer any rights for or on any person and does not

operate to bind FDA or the public. You can use an alternative approach if the approach
cntichios the nfthe i

ctatutos and

httos://www.fda.gov/regulatory-information/search-fda-guidance-d
ocuments/guidance-industry—preparation—-premarket-submissions
—food-contact-substances-chemistry

I KRN 22

—_ a =
A3EE A

Guidance for Industry: Use of Recycled Plastics
in Food Packaging (Chemistry Considerations)

Juiy 2021

Dawnicad the Final Guidance Document

#1334

F o [ xpon [ i i | e | & e

Docket Number:  FDA-2020-0-1456
Issued by: Center for Food Safety and Applied Nutrition

The purpose of this document is to highlight the chemistry issues that FDA recommends
that a manufacturer of recycled plastic consider during the manufacturer’s evaluation of a
recycling process for producing material suitable for food-contact applications. This
document supersedes the December 1992 “Points to Consider for the Use of Recycled
Plastics in Food Packaging: Chemistry Considerations” (1992 “Points to Consider”). The
possibility that chemical contaminants in plastic materials intended for recycling may
remain in the recycled material and could migrate into the food the material contacts is
one of the major considerations for the safe use of recycled plastics for food-contact
applications. Other aspects of plastics recycling, such as microbial contamination and
structural integrity of the reeycled plastic, are also important, but are not discussed in this
document.

FDA's guidance documents, including this guidance, do not establish legally enforceable
responsibilities. Instead, guidances describe our current thinking on a topic and should be
viewed only as recommendations, unless specific regulatory or statutory requirements are
cited. The use of the word should in FDA guidances means that something is suggested or
recommended, but not required.

httos://www.fda.gov/regulatory-information/search-fda-guidance-d
ocuments/guidance-industry-use-recycled-plastics—food—packagi
ng-chemistry-considerations
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Inventory of Food Contact Substances Listed in
21 CFR

f srare ] XpPost | inLokesn | B Emal | O Prime |

This database contains an inventory of substances authorized in Title 21 of the U.S. Code
of Federal Regulations (21 CFR) for uses in contact with foods. The database contains
information on the substance identity and listed FDA regulations for the specific intended
uses and use conditions authorized. The listing includes Food Contact Substances (FCSs)
including indirect food additives listed under 21 CFR Parts 175-178, 179.45, and 180.22 as
well as secondary direct additives listed in 21 CFR 173, prior-sanctioned food ingredients
listed in 21 CFR 181, and substances affirmed as generally recognized as safe listed in 21
CFR 186.°

The inventory also contains information on substances listed in 21 CFR 189 that are
prohibited from use as food contact substances.

In addition to ingredients authorized and listed in 21 CFR, FDA maintains separate
inventories for premarket authorizations for food contact substances issued under the
Food Contact Substance Notification (FCIN) and Threshold of Regulation Exemptions
(TOR) programs.

For further details to help determine the regulatory status of substances used in food

contact applications, visit “Determining the Regulatory Status of Components of a Food
patacial *

Launch the Database

! The inventory does not include substances affirmed as generally recognized as safe for
direct addition to food listed in 21 CFR 184. These are listed in the Substances Added to

Food (formerly EAFUS) database.

ﬁ U.S. FOOD & DRUG

iR TEATION

Inventory of Food Contact Substances Listed in 21 CFR & O

P& momones Food Comar Sabaianoes by denily mienied wte 8% (0nohons of use Tw [resenie of &SOO8 1 T bl RaCsien Pl oy cerlae mlended he Bnd ube
COMAlEtS e Bahonded by FDA cequishts Thai il o & CO=EbMlon of T Adrrad of ke uldlasons | oF wabilirsin i B Case o Tor anarpee Gy e
el Al 8 21 CFR parts 1T3 075 - 0TH 0FR S 0B 22 00T and WS The eegulateni] o lor ipecic fubilancnd iSoud Syl B Oonmuled 16 usasriling P Sguisior
slats of & e Lutaleras B asresd riended Jui and Cordbon of Jue

The imepmion; sigg confpens mformator o fubseiances bided n 11 CFR 185 tul sre probituied from ute 81 Tod corfad telpiances
S o BoOul ivarneey of Fadd Costanl Substancss Lated o 11 CFR

Ser M50 ey of ETecive Food Contact Substance (FCI) badSoabord

Seanm M Bdaly Metes

S T FUDESINCE T D 1D Y T SO0 narTas 107 T Bl

o To vt Pl Al BPOPT Tl et O B QA Euliine D0l 19 COTEI0Er i) o et 21 CFF Cokem

T B0 By b P el OhCK O ol (OB Rl o T ]

T o Toe recort v e SPow Al FrplPrevous NeiLasl o) Jeme To oofion of P BoTiors of P oty lakie

= To BRERCR v 5 NEPRCC I (O DPVESA O PR ward] eher Tk e in e Seanch Doe e seect SRow e 0 SInley oy Tose meoons T conter e pesced e

n Trl BRI PSR Tl Pl RS T 3R 0 Tl Sl B DAF el 7 I A SO SELODRON FOF O B BRENTY B Sy R i ) Sl
Serilitety PRl

= Lise Fou Adverosd Search o Fivd Search b mons search gl

] Dugariciad data Yo s naachabin Satatane i Erce 0rmat 1yDu el S SCORERG PIormabon o OMerent T frmain. 1e8 inErechons lr Dismiosdng Vs and
Pilyers

Searih. Show Bems | Clas
Racords Found: 3847  Ghow A Page 18l F3

CAS Rag. Na." Basbiatare’
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https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=FCN
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ventory of Effective Food Contact Substance
(FCS) Notifications

f S | X Pom h.-ve:-l.i-ad & Fe

What's New
March 21, 2024

Final Rule to Revise Procedures and Update Reasons for
Revoking the Authorizations for Food Contact Substances

The FDA issued a final rule to amend our regulations (21 CFR 170.105 and 21 CFR
170.102) on how and when the FDA may determine that a food contact notification is
no longer effective. Learn more.

The database lists effective premarket notifications for food contact substances that have
been demonstrated to be safe for their intended use. The list includes the food contact
substance (FCS), the notifier, the manufacturer of the FCS, the intended use, the
limitations on the conditions of use for the FCS and its specifications, the effective date,
and its environmental decision. Under section 409(h)(2)(C) of the Federal Food, Drug,
and Cosmetic Act (21 U.5.C. 348 (h)(2)(C)) a food contact notification (FCN) is only
effective for the manufacturer or supplier identified in the notification. Persons who
market a FCS based on an effective notification must be able to demonstrate that the
notification is effective for their food contact substance. All persons who purchase a food
contact substance manufactured or supplied by a manufacturer or supplier identified in an
effective notification may rely on that notification to legally market or use the food contact
substance for the use that is the subject of the notification, consistent with any limitations
in that notification.

Launch the Database

U.S. FOOD & DRUG

ADMINISTRATION

Inventory of Food Contact Substances Listed in 21 CFR

© FDAHome © Food Ingredient and Packaging Inventories © Inventory of Food Contact Substances Listed in 21 CFR " 3
FDA authonzes Food Comact U by identity, i use, and itis of use; the presence of a substance in mls list indicates that only certain intended uses and use
y FD. { This list is a compilation of the names of these (or in the case of, for example, polymers and

resins) found in 21 CFR pans 173, 175 - 178, 179.45, 180.22, 181, and 186. The regulation(s) cited for specific substances should always be consulted to understand the regulatory
status of a given its allowed i uses and of use

The inventory also ins i on listed in 21 CFR 189 that are prohibited from use as food contact substances.
See more about inventory of Food Contact Substances Listed in 21 CFR.

See also: Inventory of Effective Food Contact Substance (FCS) Notifications.

Search and display hints

« Select the substance name below to view the additional names for the substance.

« To view the regulations authorizing the use of a given select the ing link(s) in the 21 CFR column.
« To sort by a specific field, click on the column header for that field.
.
.

To browse the records, use the Show All, First/Previous/Next/Last, and Jump To options at the bottom of the data table.

To search for a specific term (or phrase or partial word), enter that term in the Search box and select Show Items to display only those records that contain the selected term.
he search results may include terms not shown on the results pages. but included in the full record descriptions. For example, a search for “4-methylphenol” will find results
ntaining “p-cresol”.

Ee the Advanced Search or Field Search for more search options.

=~ OlIA'II—ul.OI o [
lgl Download data from this §e == = EI—IE— accessing information in different file formats, see Instructions for Downloading Viewers and

i | =
| Basic Search | Advanced Search | A A_III 7| = g-_g_
[ Search: Show Items || Clear ]
Records Found: 3647 ShowAll Page 10of73
CAS Reg. No.” Substance*
(or other ID) (sorted A-Z) 21 CFR*
514-10-3 ABIETIC ACID 175.105
75-07-0 ACETALDEHYDE 177.2410

182.60

https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=FCN
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Recycled Plastics in Food Packaging

| § share | X Post | i Ukedn

Eimal | B P I

There is an emphasis throughout the United States on increasing the uses of post-
consumer recycled (PCR) materials, including plastic. FDA is involved when industry
collects used polymeric materials (usually food containers) and proposes to recycle these
materials to make new food containers. FDA's main safety concerns with the use of PCR
plastic materials in food-contact articles are: 1) that contaminants from the PCR material
may appear in the final food-contact product made from the recycled material, 2) that PCR
material may not be regulated for food-contact use may be incorporated into food-contact
article, and 3) that adjuvants in the PCR plastic may not comply with the regulations for
food-contact use. To address these concerns, FDA considers each proposed use of recycled
plastic on a case-by-case basis and issues informal advice as to whether the recycling
process is expected to produce PCR plastic of suitable purity for food-contact applications.
FDA has prepared a document entitled Guidance for Industry - Use of Recveled Plastics in
Food Packaging: Chemistry Considerations that will assist manufacturers of food
packaging in evaluating processes for PCR plastic into food packaging.

If a manufacturer would like FDA to consider the use of recycled plastic for a food-contact
application, the following information should be submitted:

1. A complete description of the recycling process, including a description of the source
of the PCR plastic and a description of any source controls in place intended to
ensure that only plastic that initially complied with the applicable regulations is
recycled. Also, a description of any steps that are taken to ensure that the recyclable
plastic is not contaminated at some point, either before collection for recycling, or
during the recycling process.

The results of any tests performed to show that the recycling process removes
possible incidental contaminants. For use of the recycled material as a substitute for
plastic made from virgin materials, it would be necessary to either show that there
has been no possibility of contamination with substances other than food, such as
strict source control on the input material, or to demonstrate the cleaning efficiency
of the recyeling process through surrogate contaminant testing. If appropriate,
additional migration testing or migration modeling may be conducted to show that
the recycling process successfully removes possible incidental contaminants to a level
that does not allow each contaminant to migrate from recycled plastic to food that
would result in a dietary concentration (DC) exceeding 0.5 ppb, which FDA equates
to a negligible exposure level for the use of recycled plastics for food packaging.
However, surrogate contaminant testing is no longer considered necessary to
demonstrate that PCR polyethylene terephthalate (PET) or polyethylene naphthalate
(PEN) produced by a tertiary recycling process is suitable for food-contact use.
Because FDA has determined that tertiary recycling processes produce PCR-PET or
PCR-PEN of suitable purity for food-contact use, the Agency no longer evaluates
tertiary recycling processes for PCR-PET or PCR-PEN or issues individual opinion
letters for those processes.

»

3. A description of the proposed conditions of use of the plastic (e.g., information on
intended temperature of use, type of food with which the plastic will come into
contact, the duration of the contact, and whether the food-contact plastic will be for
repeated or single-use applications.)

Questions pertaining to the use of recycled plastics in food packaging should be directed to
the Office of Food Additive Safety (premarkt@fda.hhs.gov).

Click the launch button below to access a list of submissions for which FDA issued a
favorable opinion on the suitability of a specific process for producing post-consumer
recycled (PCR) plastic to be used in the manufacturing of food-contact articles.
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Submissions on Post-Consumer Recycled (PCR) Plastics & o

for Food-Contact Articles

© FDAHome © Food Ingredient & Packaging Inventories @ Recycled Plastics in Food Packaging
© Submissions on Post-Consumer Recycled (PCR) Plastics for Food-Contact Articles

This is a list of submissions for which FDA issued a favorable opinion on the suitability of a specific process for producing post-consumer recycled (PCR) plastic to be used in the
manufacturing of food-contact articles. The list includes the date of our no objection letter (NOL), the company that made the request, the subject plastic, whether the recycling
process is physical or chemical, and limitations on the conditions of use for the recycled plastic.

Additional information on the safety of recycled plastics in Food Packaging is found at Recycled Plastics in Food Packaging.

If alisted process is sublicensed to be used by another manufacturer, there is no need for the sublicensing company to obtain a new favorable opinion letter issued to their name, as
the recycling process and intended use conditions of recycled plastic are exactly the same as described in the original favorable letter listed on this website. The original
opinion letter is applicable to the recycling process that FDA reviewed, regardless of which manufacturer uses it.

; dl 77} ©1 o
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Records Found: 335 ShowAll Page1of7

Recycle
Number Recycling
(sorted Z-A) Date of NOL Company Polymer Use Limitations Process
335 Mar 29, 2024 Versalis S.p.A. Polystyrene (PS) Articles in contact with all food types under Conditions of Physical
Use C through G, provided the feedstock comes from food
contact articles and complies with all applicable
authorizations
334 Mar 27, 2024 Gneuss High-density Caps for beverage bottles in contact with all food types Physical
Kunststofftechnik polyethylene (HDPE) under Conditions of Use C through G, provided the
GmbH feedstock complies with all applicable authorizations
333 Mar 14, 2024 Gneuss Polyethylene Articles in contact with all food types under Conditions of Physical
Kunststofftechnik terephthalate (PET) Use C through G, provided the feedstock complies with all
GmbH applicable authorizations
332 Mar 5, 2024 Pashupati Group of Polypropylene (PP) Provided the feedstock c ies with all i Physical
Industries authorizations:

1. Articles (e.g., single layer trays, containers, crates,
and clamshells) intended to contact raw fruits,
vegetables, and shell eggs under Conditions of Use
(COU) E through G.

URL : https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=RecycledPlastics
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ijiv Titles LastAmended  Recent Changes
Title 1 :: General Provisions Dec 29, 2022 view changes
Title 2 :: Grants and Agreements May 30, 2024 view changes
Title 3 :: The President Mar 17,2015 view changes
Title 4 :: Accounts Jun 18, 2024 view changes
S
Title 17 :: Commodity and Securities Exchanges Jul 11,2024 view changes
Title 18 :: Conservation of Power and Water Resources Jul 01, 2024 view changes
Title 19 :: Customs Duties Jun 28, 2024 view changes
Title 20 :: Employees’ Benefits Jun 28, 2024 view changes
O Title 21 :: Food and Drugs Jul 10,2024 view changes |
Title 22 :: Foreign Relations Jun 14,2024 view changes
Title 23 :: Highways May 06, 2024 view changes
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¥ Title 21 Food and Drugs
v Chapter| Food and Drug Administration, Department of Health and Human
Services
v Subchapter B Food for Human Consumption

» Part 100 General

» Part 101 Food Labeling

» Part 102 Common or Usual Name for Nonstandardized Foods

» Part 104 Nutritional Quality Guidelines for Foods

» Part 105 Foods for Special Dietary Use

» Part 106 Infant Formula Requirements Pertaining to Current Good
Manufacturing Practice, Quality Control Procedures, Quality
Factors, Records and Reports, and Notifications

» Part 107 Infant Formula

» Part 108 Emergency Permit Control

» Part 109 Unavoidable Contaminants in Food for Human Consumption
and Food-Packaging Material

» Part 110 Current Good Manufacturing Practice in Manufacturing,
Packing, or Holding Human Food

» Part 111 Current Good Manufacturing Practice in Manufacturing,
Packaging, Labeling, or Holding Operations for Dietary
Supplements %gf

» Part 166 Margarine

70,3 EYEEUS| Bo|

Fail 107 rUUy UIESSHIUS diliu riavuliiigs

Part / Section
1-1299

100 - 199

100.1 - 100.155
101.1 - 101.108
102.5 - 102.57
104.5 - 104.47
105.3 - 105.66
106.1 - 106.160

107.1 - 107.280
108.3 - 108.35
109.3 - 109.30
110.3 -110.110

111.1 -111.610

166.40 - 166.110

168.110 - 168.180

169.3 - 169.182

» Part 170 Food Additives

170.3 - 170.285

» Part171 Food Additive Petitions
» Part 172 Food Additives Permitted for Direct Addition to Food for
Human Consumption

i."f‘_“ifs ﬁl&ﬁ‘ﬂ—ﬂ ‘85’.— Permitted in Food for Human

A DU L

171.1 - 171.130
172.5-172.898

173.5 - 173.405

¢/ » Part 174 Indirect Food Additives: General 174.5-174.6
» Part 175 Indirect Food Additives: Adhesives and Components of 175.105 - 175.390
Coatings
» Part 176 Indirect Food Additives: Paper and Paperboard Components 176.110 - 176.350
» Part 177 Indirect Food Additives: Polymers 177.1010 - 177.2910
» Part 178 Indirect Food Additives: Adjuvants, Production Aids, and 178.1005 - 178.3950

Sanitizers

\
180-182 I E A EHIIE § ing and Handling of Food 17921 - 179.4

(» Part 180 Food Additives Permitted in Food or in Contact with Foodon  180.1 - 180.37
an Interim Basis Pending Additional Study

» Part 181 Prior-Sanctioned Food Ingredients 181.1 - 181.34
\_» Part 182 Substances Generally Recggnized as Safe 182.1 - 182.8997 )
» Part 184 Direct Fond Subhstances Affirmed as Generally Recognized as  184.1 - 184.1985
186 GRAS E&
» Part 186 Indirect Food Substances Affirmed as Generally Recognized as 186.1 - 186.1839
Safe
» Part 189 Substances Prohibited from Use in Human Food 189.1 - 189.301
» Part 190 Dietary Supplements 190.6

Parts 191-199 [Reserved]
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European |
Commission

| @ Search

Education

Education and training opportunities, EU
actions on schools, youth, higher
education, adult learning and vocational
training

Statistics

Official EU statistics, public opinion polis
trends and forecasts

=

Aid, Development cooperation,
Fundamental rights

EU promotion of fundamental rights
development and humanitarian aid
current and upcoming projects, parner
organisations

Food, Farming, Fisheries

Rules and policy for safety and quality,
information and statistics on products and

markets

Food, Farming, Fisheries

How the European Commission ensures the safety and quality of agricultural and food products,

supports producers and communities

Food safety and quality

, and promotes sustainable practices

Farming

Jobs at the European
Commission

Permanent and temporary jobs
traineeships, how to apply, EU careers
office EPSO

EU regional and urban
development

EU support for job creation, economic
growth, business competitiveness, and
sustainable development

Oceans and fisheries

_20_




Food Contact Materials

PAGE CONTENTS

Further information

The following web pages concem legislation on food contact materials (FCMs) in the EU.

Food comes into contact with many materials and articles during its production, processing, storage,
preparation and serving, before its eventual consumption. Such materials and articles include food

and tat

packaging and containers, machinery to process food, and kit

These materials are called Food Contact Materials (FCMs).

Constituents of food contact materials that transfer from these materials into the food may affect the
chemical safety of the food and affect human heaith, as well as the quality of the food, its taste and
smell, and its appearance

To ensure a high level of food safety, all food contact materials must comply with Regulation (EC) No
1935/2004 on materials and articles intended to come into contact with food when placed on the
European market

In addition to this Regulation, all FCM must be manufactured in accordance with Good
Manufacturing Practices (GMP. Commission Regulation (EC) No 2023/2006), and specific Union
legisiation on certain materials, including on plastic and ceramics, as well as with National legislation
on other materials.

a5

Further information

AEYSE Y g

FEHEH 18 WY

General information and contacts

General information, including Principles for EU
legisiation, Contacts, Training and useful links.

HEYRER M o=z

- )
FCM Document Library

Food comes into contact with many materials
and articles during its production, processing,
storage, preparation and serving, before its

\E_\'emua[._ _}
B4 HEe B
( Plastic Recycling

~

Information and resources concerning recycled

Revision of EU Rules

Evaluation of EU Rules

\_Plastic materials and articles. )

Multi-language versions of brochures
and guidance

Available brochures and guidance publications in
most EU languages.

Authorisations

Certain legislation on Food Contact Materials
(FCM), such as the Regulation on plastic
materials and articles, provides for listing of
substances. Once listed, substances are
permitted for use taking account of restrictions
and specifications.

Consultation process

Consultation with EU Member StatesRegulation
(EC) No 1935/2004 provides the European
Commission with implementing powers to adopt
or amend specific..

AEYSHER YUY

Legislation

Legislation concerning Food Contact Materials.
General legisiation and legisiation conceming
specific materials.

https://food.ec.europa.eu/safety/chemical-safety/food—-contact-materials_en
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General information and contacts

PAGE CONTENTS

General information

General information

Principles for EU legisiation Food comes into contact with many materials and articles during its production, processing, storage,
Gritacts preparation and serving, before its eventual consumption. Such materials and articles are called
Food Contact Materials (FCMs)
Training

Food contact materials are either intended to be brought into contact with food, are already in

Related links contact with food, or can reasonably be brought into contact with food or transfer their constituents
to the food under normal or foreseeable use. This includes direct or indirect contact. Examples
include:

— containers for transporting food
— machinery to process food
— packaging materials

— kitchenware and tableware

The term does not cover fixed public or private water supply equipment

FCMs should be sufficiently inert so that their constituents neither adversely affect consumer health
nor influence the quality of the food. To ensure the safety of FCMs, and to facilitate the free
movement of goods, EU law provides for binding rules that business operators must comply with

The EU Rules on food contact materials can be of general scope, Le. apply to all FCMs or apply to
specific materials only. EU law may be complemented with Member States national legislation if
specific EU rules do not exist

The safety of FCM is evaluated by the European Food Safety Authority ‘@, (EFSA). At EFSA's
website you can search for gpinions on substances to be used in food contact m :

The safety of Food Contact Materials is tested by the business operators placing them on the
market, and by the competent authorities of the Member States during official controls

Scientific knowledge and technical competence on testing methods is being maintained by the
European Reference Laboratory for Food Contact Materials (EURL-FCM) ‘@,. Its website
provides guidelines and other resources concerning the testing of food contact materials

https://food.ec.europa.eu/safety/chemical-safety/food-contact-materials/general-information-and-c
ontacts_en#principles—for-eu-legislation
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Legislation

PAGE CONTENTS
I. General legislation

1l. EU legislation on specific
materials

Ill. Other EU Legislation

IV. National Legislation

I. General legislation ED X
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The framework Regulation A

Regulation (EC) No 1935/2004 provides a harmonised legal EU framework. It sets out the general
principles of safety and inertness for all Food Contact Materials (FCMs).

Regulation (EC) No 1935/2004 was amended by Regulation (EU) 2019/1381 on the transparency
and sustainability of the EU risk assessment in the food chain amended with effect from 27 March
2021.

The resulting and latest consolidated version is available: Regulation (EC) No 1935/2004
(Consolidated).

The principles set out in Regulation (EC) No 1935/2004 require that materials do not:

— Release their constituents into food at levels harmful to human health
— Change food composition, taste and odour in an unacceptable way
Moreover, the framework provides: % éIt
HZ=AIE #3 14%(2023/2006)
Commission Regulation on Good Manufacturing Practices

Commission Regulation (EC) No 2023/2006 ensures that the manufacturing process is well
controlled so that the specifications for FCMs remain in conformity with the legislation:

— premises fit for purpose and staff awareness of critical production stages
— documented quality assurance and quality control systems maintained at the premises, and

— selection of suitable starting materials for the manufacturing process with a view to the safety and
inertness of the final articles

Good manufacturing rules apply to all stages in the manufacturing chain of food contact materials,
although the production of starting materials is covered by other legislation.

=

Il. EU legislation on specific materials
EY MEE 4 4%
In addition to the general legislation, certain FCMs — ceramic materials, regenerated cellulose film,

plastics (including recycled plastic), as well as active and intelligent materials — are covered by
specific EU measures.

There are also specific rules on some starting substances used to produce FCMs.

— Plastic Materials - ot =X ==&
— Active and Intelligent Materials - SMXs 9=
S AL (]
— Recycled Plastic Materials - 2K T E =
- Ceramics - E=X|A

- JISEERAN

Regenerated Cellulose Film

oM
J
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— Commission Regulation (EU) 2023/1442 - plastic materials and articles intended for contact with
food amending Regulation (EU) No 10/2011

— Commission Regulation (EU) 2019/1338 - plastic materials and articles intended to come into
contact with food

— Commission Regulation (EU) 2018/213 - on the use of bisphenol A in varnishes and coatings
intended to come into contact with food and amending Regulation (EU) No 10/2011 as regards the
use of that substance in plastic food contact materials

— Commission Regulation (EU) 2018/79 - plastic materials and articles intended for contact with food
amending Regulation (EU) No 10/2011

— Commission Regulation (EU) 2015/174 - plastic materials and articles intended for contact with food
amending Regulation (EU) No 10/2011

— Commission Regulation (EU) 202/2014 - plastic materials and articles intended for contact with food
amending Regulation (EU) No 10/2011

— Commission Regulation (EU)_1183/2012 - plastic materials and articles intended for contact with
food amending Regulation (EU) No 10/2011

— Corrigendum to Commission Regulation (EU) 1183/2012 - plastic materials and articles intended for
contact with food amending Regulation (EU) No 10/2011.

— Commission Regulation (EU)_1282/2011 - plastic materials and articles intended for contact with
food amending Regulation (EU) No 10/2011

— Commission Regulation (EU) 321/2011 - restricting Bisphenol A use in plastic infant feeding bottles

Register and Lists

- Provisional list of additives ‘@, for use in plastic food contact materials

Plastic Materials B4 x| 2XE 7%H(10/2011)

The most comprehensive specific EU measure is Commission Regulation (EU) No 10/2011 on
plastic materials and articles. It sets out rules on the composition of plastic FCMs, and establishes a
Union List of substances that are permitted for use in the manufacture of plastic FCMs.

The Regulation also specifies restrictions on the use of these substances and sets out rules to
determine the compliance of plastic materials and articles.

This Regulation is regularly amended. The consolidated version should be considered as a tool for
your convenience but may not contain all the most recent amendments:

Consolidated version of Commission Regulation (EU) No 10/2011

=

Active and Intelligent Materials &4 XIS°| #8(450/2009)

Active and intelligent materials extend the shelf-life by maintaining or improving the condition of
packaged food, by releasing or absorbing substances to or from the food or its surrounding
environment.

As a result they are exempted from the general inertness rule in Regulation (EC) No 1935/2004. The
specific rules in Commission Regulation (EC) No 450/2009 apply to address their specific purpose,

eg.
s
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FCM Document Library
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Documents related to current or past FCM discussions, consultations and initiatives

Subject Date Summary'explanation Document

Information event on
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changes to FCM legislation T
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before the revisio of
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Revision of EU Rules

PAGE CONTENTS

Revision of EU Rules on FCMs

Revision of EU Rules on FCMs

Initiative on ceramic and A revision of the EU legislation on FCMs was announced in May 2020 as part of the European
vitreous FCMs Commission's Farm to Fork Strategy. @, for a fair, healthy and environmentally-friendly food system
In it, the Commission commits to revise the FCM legislation to improve food safety and public health
(in particular in reducing the use of hazardous chemicals), support the use of innovative and
Related initiatives sustainable packaging solutions using environmentally-friendly, re-usable and recyclable materials,
and contribute to food waste reduction

Call for experts

In addition, under the sustainable products initiative announced in the CEAP, it will work on a
legislative initiative on re-use in food services to substitute single-use food packaging and cutlery by
re-usable products. The key themes and pillars of the revision of EU FCM rules can be found in the
table below.

The revision will be based on the findings of the Evaluation of current FCM legislation ‘@, but will
also reflect commitments given in other key strategies, including the Circular Economy. Action Plan
(CEAP) @, and the Chemicals Strategy._for sustainability towards a toxic-free environment 43,

The starting point for the revision is a roadmap (inception impact assessment) which the
Commission published on its Have Your Say ‘@, website. The roadmap was open for feedback from
all stakeholders for six weeks and was supported by a webinar held on Wednesday 20th January
2021. The roadmap and a summary of the feedback can be found in the table below.

A 14 week public consultation @, was held between 5 October 2022 and 11 January 2023; a
summary of the results can be found in the table below. Further consultation activities and study
work will be carried out in order to develop a full impact assessment for the revision and eventual
legislative proposal. In general, the same stakeholders as for the evaluation 4@, will be targeted to
support the Commission in its work. Details of commissioned study work can be found below.

If you have any questions or comments on the revision of FCM legislation, you can email SANTE-
ECM-REVISION@ec.europa.eu.

The following documents support the ongoing activities of the revision of the FCM rules:

Description Date Output documents
Roadmap (inception impact assessment): Revision of EU 18 December
Roadmap @,
rules on food contact materials 2020
Presentation 4,
Webinar on the evaluation and revision of the EU rules on 20 January
Food Contact Materials 2021 Recording of the event
o
Summary of feedback from stakeholders on the roadmap 25 January Report @,
epol
(inception impact assessment) 2022 sepolt®
Consumer
Copy of public consultation questionnaires (EN uestionnaire @
Py ofp q ( 5 October 2022 q A4
documentation tool only) Stakeholder
questionnaire ‘@,
Summary report of the public consultation 15 June 2023 Summary report @,
Key themes and pillars of the revision of EU FCM rules 5 May 2023 View document @,

The following studies support the ongoing activities of the revision of EU FCM rules

Title/Description Indicative Output documents
timing
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Plastic Recycling

PAGE CONTENTS
Recycling of plastic intended for contact with food

Recycling of plastic intended
for contact with food

union register ot novel | ENSUring the safety of recycled plastics
technologies, recyclers,

recycling processes, recycling Plastic food contact materials may be used only subject to R 10/2011. This Regulation is to ensure
schemes and decontamination that substances present in newly manufactured plastic cannot be transferred to food in amounts that
installations can harm human health. Broadly that regulations sets out two groups of substances:

Competent authorities — Starting substances and additives, which are to be authorised before they can be used, and

Usetul information. related which must be used subject to restrictions, such as a specific migration limit

links & questions & answers - Non-i ionally added (NIAS), which include impurities present in authorised
for applicants substances, as well as reaction and degeneration products that are formed during production of the
plastic. These substances do not require authorisation, but they must be risk assessed according to
internationally accepted standards.

The risk assessment either during authorisation or by the producers needs to ensure that the
resulting new plastic material is safe

However, when plastics are recycled, they can contain microbiological and chemical contaminants
Microbiological contamination is usually not a problem due to the high temperatures used during
recycling of plastics, but chemical contaminants may occur from several sources. Such sources may
include

Competent authorities

Countries located in EU - specific information and language
versions of templates

Austria +
Belgium t+
Bulgaria t
Croatia t
Republic of Cyprus +
Czech Republic i
Denmark +
Estonia -
Finland t+
France t+
Germany +
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REGULATION (EC) No 1935/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 27 October 2004

on materials and articles intended to come into contact with food and repealing Directives $0/590/EEC and 89/109/EEC

THE EUROPEAN PARLIAMENT AND

THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European C. ity. and in particular Article 95 thereof,
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JHAVDC(Japan Hygienic Association of Vinylidene Chloride)

MHr
or
Rl
KR O
LY ~ ny
E | K| @
N a8 I~
ol | Y
e | o K
ol >3
o ® | <k
a
=3 oF jol
Kl
N
T
|
O
4r 3 .
o | B
— —
oo = @) °
I ok W =
< fy =
o o T S
K- - T -
Y
z | | K
= < o
N o =
0 Q | wr
| = | o
K 1ol K
| ®O| o
| 0 | M
jol oF of!
“__m (V] o <

=

54

[<2

+ElH(e-GOV), ® =43y ET HOIEH0]L 2|, @ &2 ¥ FEIRMA

= (o]
* FTQ 2

St AY FEIHAME ASst e ASL L.

2 4

ol
=

joIf

_30_



HIX

M |1—_

o

Zl&! https://www.caa.go.jp/policies/policy/standards_evaluation

IT il
® 428 7|7 ¥ 87|-E¥o| B 3
AHZPE =2 HE > @ HHMmE) 28 > @ AEJMIIEMAERELEEEES) 28 > 9 7|7EIIEY
ezt MAEA EE MEE 7787 ZMo dE=E 258 2§
P L EXA HRAEE , BE-RISEED ) Engish xa—zwz‘ gk
LEBET e
e A ot O ¥EwEE—% © mEg—% © 2HEH—% v i wz OERAE
F—<RAZa— EEBREF(CDOLT HEISE ES FliT¥
@ FEER-+F—D—F
 BEEMETAS D BANETAQOBELERER | » COVEIMRTET — | FLBHERSAILE 18805 AA || ISR
Y ABSRIBEREENE | > FUR TSk Ta—L | BEETUI-IUEET A+ | BSORAE | > BFURrT -0 | BRELEN
VEBERGE | EiT | D EEEIEIE D ESRRE D EGET | EBRE0E | EBEEEEE | EHEMRTOREL
» SERAEIESR
- o EYA L IREEER Bn-PISEEO ) Engich ;@w:{‘ *
LEBET e |
o e © FEiE—% © HEEH—% © SBEH—% v rEn we OBFH
F—<RAZa— HEET(IDNLT HEISE S FliT¥

4

© Hek

O HFE—BOHBEFOLIY)

» JHBELER

» JHBERE

» HBEREIE
» AN

HEETSE
_ EOREEES
» B3 FER
Hafor
EEHIT- ERRETERAR
18R PHREEE i

ESIM7IZHA

>
>
»
> A%

© RS

~

- 31



F—=RAZa— THEEFIIDONT BEISE

v

S T8

v

A OEREFA-L > BE > HE-B(EBEFOLIY) > RolitREEE

BRAEHAERE BT CHTIHRR- LEORE CRVEIET-

AR

7A178 > EOEEBHEREFZEICOVTIRA7E) (EI
7A178 > ARPORSIEHEORERR (Hi5F~10ARES) (EEI
5238 » B&ICEENDNT L OBFRERICONLTEA23EE)

5A9B  » B ANHEFORBEEEIERE LS THII0N EH2 SO BEI oL T

B2
1787, BU, HAH 3Y &

O HBE-FRIEK. Hb5e. FueHAl

O BaPORBRES

BRPOLE FEEENMRUSHEERROEDEEORTFEARE, BE-FROE HH5oF T ARBEE ONTIBALTLUET .
HEREFEIBALTLET, 2l g_%g 22
» BfRE FRALEORVT(FYRMHIEICTONT2msEsA31 8
» RVFAFURFIEI SO TQRA) *T)
» dLHBER » BEafRE FRIAEORYT(IURMEIEICONT2msE6A18
» SEITIRED LIEZ)

v

BRI BT 2iRA0F
RIFAFYRHIE PET DER0%

v

_82_




428 717 Y

87|- 29| Az, MAA 2 A4y

=
[

7178712 #H

BEO®~

@ p31 1) > @ 7I7F87IZF,

g, NEA 28

CITE87I1ER)

L EXA RS, Bd-RISEEO  Endsh  XTHAX &

M -
N ¥ fr ane
[ Jirnltbt O 755 © WEah—% © SHah—5 v mEs wn O 5%
F—RAZa— HEEFIZDNT PEISTE = T4
A EBEMR—L > HE > HE-EBE(EBEFOLIY) > Aot REFEE > HE-THRE Hb5e. edl
BE-BABRAE Btbo. %kEHE 71787 EY, B, HMEHS 4™ §
v MERIDAMERERIITRE) v EHEBN(BYLEw) v BhEER O ESETEES
CH x4 = 9 Xetzt A He

BE-FRAK. HHBEw A

g
FEFRBNEE AR IASRBE)

» RERIEERDF)

HRIFATFYRMHIE(CDNT S EEEE MY » A ATO/OV—ICHER

» EEHEER T FT05ES A3 BETIDIERIZ Z55(2024F3R198 F57) » BouAN0H)
» HBREER T #2025 56 A1 B LRID R Z55(20035F12A278 FA)
» EaPOSERE

NI ARGHICHRIBROWE FIEE 9 LU 324 74 o
% [BEEEEFWG1100 SIBERUFRDEONF 20 LRUHI CRAMBOIEI AR89 208A DL T[PDF: 158K
El

%L [BEHFOI31001 5 180, ANHFORBEEO—SRIEIZDOWT [PDF: 104KE]

» B POREDRES

BEHHOERCOWT e AT AL

_83_



e

O 4S8 7|7 U 87| 239 AR=AURE AH FH

7|7 87|EY 2 FE@~@, p31 H1) > @ MEE 7|787IEF AEREE 58 =28

v AN AR PR AISEED , Endish  XFEYAX *

it 1 1}
N ¥ r ans
L Rttt © #iElER—% © HEdr—8 © =HEH—% v AR wr OBFANE
FoTPHCa—  HREFEDLT HHISE B S i

A OEBETR-L > BE > HE-B(EBREFOLIS) > AREEREFE > HE-THIE Hu5e. e >
B8 T EOR I TIUAHE ZDT025F5 /3B ET)

BERARE-BRAKORSTAIVAMIEICDOINT(2025%58318%T)
MER 7|, 7], ZF9| ¥ ESH 55 (25.05.31. A1)

-S88K -MEHMESE 74 HEAE

v BER2LHEST | v B, AIISFORBEEO—ERUEI oW T(RF2E4 H288247) O B EERERS
v BREEEE NSRS ELEORE LY AOREERIOSBTNOELE LU TEEFBAEDE
AEQMY K18x M3 WHE QA of siE 227t = o i 77 =8 FENE BbEe. %
»
FRH

v MR EICRAIIERICONT | v BLEEIE WREEIC DT
v RUTFAFURLHIEOQRAICDNT | vEERR | v TR 8512F | ~ TOM o
AFE o) e A - HZBE|, HEHT D B » EREOEES)
QZ2E B Q&A - HASK - As] S . J|EMALE
FRE30E6A138| CATIN/cRGEEEFO—EFEET AR I CLY, BERARE FRIEITONT, T2lE
FHELIHEOMEEHTREE T ARV T (TR FIEEE AL FU(5F02E6 A1 BiE T).
> Baann

» A ATFO/OV—EHER

9 BERARE FRAEORVT(FURFIEI DL TIPDF: 181KE]

AME2 7|3, 87|, T REXNSE » BRPOERNE

BEGHHSE T2 3K » 2O

> BRPOEDERES
202450248488 1T O MBS, B FORBEEO N ETASTRERHRE FRE

ERRIEBELTEYET,

HEAIIRF6E6A22BETTY .

(ZER
O TH6EIA12BES EnlEEREREanfE N =i TRARMB=EN

_84_



T 2 87| 20| MAMHHE 2|3 https://laws.e-gov.go.jp/
Ihl

g% > O H3EMCERRR) 29 > 0 AFER2E 84 > 0 ASYHEREER) 24

C-GOV K-4an English @ Y1 FRERE TRLEENEE | Google an Q

O EBLBHSE YRTFTLYEEZCESe-GovDY—EXEITDBHSE (202458F98 (£) 1085009 ~202458F13FH (X) 08EX004) X

TRV —EXPEERICET 2ERECREALXT.

cWARBEKTF vy bRy b (TERAOBMOF v v bRy k)

| e-GovoH—E2z

=) I 3,

BFHHE ENRE F—gE—sN
L o _ . H2dZAHM N R _ ) N
TERBICNT IEH - BRSOFEFLTEIT BEimf HODBDOT T237 AERENT—F TSR BFNRETEET

@®ESE OF—7—F (O =4S =
HAd 7|9 E HAHS

E5ER @MEE (@ T~XT OHE O &=E B¢ @ 2s 8 EEs B RE

B Emo R M Q BFR

_35_



C-GOV xake%

BEzsv @
@E%E O%—7—F O=$Es ==
QBEIANEES
B& Q B8R
E4 @I ~ | BEERS5H
gz B3 - 2482 (20 -
® T~T
O B BREEE B+ _Sx25-5=+=%)
OE= R Y NE M
° s SHASEA—A BT
VRS
il QD RERS~OBENORAFONLFICHT 2EEEE (B +_£5255=3)
= RETHY
BEF-ELE N SHEERA+tH BT
B R BR50RENARBLRUNS OBELET3ER (FR=S2255+1%3)
OBt $M=EAA=+—A BT
INGES]= ~
D BIHARMEAEARE - ARELRFRAWREEE (FA+—S225EA+29)
L FEE5Y
o £AEEAA+EE BT

<

C-GOV iEakx

B AR#iLE RO+ -_Fr25-5=1+=2)
KIETHY

[ #f6F4F18 1T

* . ——
(SHEEERE=1+/1D) X #8 3IAT
O £#55125138 %17 A+ x@FE"8=1+=%
SHAEETEER+=S) ﬁ%ﬁi;ﬁ q%.ﬂgﬂ
DO 475565148 3575 CES
SRESSRMES—S) £—= #I E—E£-50F)
E-8 ASRUFNY (BEE—S+EE)
D 275555268 5545 =8 EERUEREE (E+RE—5+7\%) H3F 7|787|=%
SRR E= ) BNE =RRULEE (B+HA% B52+5)
> ERE ESFMPAEE (B-+—%)
B 0 BRE ERES Eot-£0--5-+EF)
BT LHET HEEFH = e
%‘bﬂ T§§ (%—‘f‘ﬁx—%_‘*‘x)

© EX ENE EEBERE (BS+—%-80+tH)
v © =i EhE EE BE+N\EF-F/+—%)
v ©@ E—5 #3 E+E %8 E+ZEZFBN+H)
© == 48 T8 BEA+—E—BN+AE)
B8l
O E-=
© =% B—E ©A
© ENE B—% C0FEE BROTLEDBEDLDICNRELEDOEMANSHELBIZTDHOEBTLEET S &

_36_




ERET

|
%
it

ENRRETR. EEFHE
FIEDEE. BH. 9. &
TEEBRRTEET.

= SMW6ESALH
(4HM6F7A2BEF)

BRRRTR. BEEFHE
FENELIIS. B, AF

SEBRETEET.
=3 M6 ES5 A218
(4HM6F7A2BEF)

ANTHETIR. BEEFEHE
FIEDELRAREIIOVWTH
ETEXT.

LS1E= B (FR) B

—RAR—AYP—ER —ESRERE—

~~~

PELLTSOY
OLAlE5

f

2nTIRZILs BEITEL

kv AR

%
=
HE
%
%9

S
Eilll

|+
S
Eilll

5
6
7%
8

|+
S
Eilll

H =
R
o i
il

HEL1LRE
HEL12%
HE13®
HEL14E

AT

FB4E EERRE2E RRRS

Y 5215 14~ 2014

c BRAEEEETICHEIES

T~REZEFER v

D20t
HEEAAB E5 - &S

O TAHI5505523 E2E482
=)
SLHISE06820 H4E2733
8

i e OBH202E12824 EEFE2333
=]

EERICE

THHS &

REEEETS 8

=]

QIEF28F08A31 Biw$2295

B

OiEM23F07TA26 BHFE1L84S

_37_



O503FE10A22 RERS
EEHBESFEIS

QA M23F07A13 EEEETRESSS

OiEMI34F12R28 EXEERFEI05

AE, H7I=8e AF7I1F B

- ERBEEE_FTHEE"EOEE SEMITF8A30 EEEETRFE286S

DHERVEENEE 8 =|

' BRXBANYOESRIZNTORE SEHNL9FI2A04 BEEEETREIS
BB I2ESANBERLHEED B

E DI-HOEEDEE &

=% 37 E e O F08F04A16 EXEETHI205

=)

BE~—-Ul: e —-YPIL—u

ETRT

<<—BR>
HE Y=
30 R

R (ST -
L5 FEE R ]

el (1068
RS (1kE)m
ElE_(4E) .
=T (KE)e
ERe (1LIE)L.

&1 (65)m
&7 (pie
Eibl3 (108)m
Eibi4 (535)%
[ T T
[ Tl .

BT TR e

ETEN

<

O, ST IR =
= tmE+=A=+r8) §
(FERETM=ELHE)

AEMEEZBIC+ -2 ER_E=+=8 I RcaR—-AZUR+RONTI IS, X8 &
THOREREENDL JICED. R S BARUEREROMERUVESBH-_+=R&
ENT&ETHE+EE, LIT NOWEEN) 203, I RUREREWLIg-_+=8+_AF
TEETHE R I2EET B, L, D3 S S OETIILYESAN R ARHOENES
WIFESSNLRSNR AL COOEFNE. M2 SeOeDibnt S&DMO0 4 S FF7 0
BFYNY . TXTF=Wg ., 9ARFRFEF] . TebkS=g . (RzUsy ., =
NTha=) . (e XTLFEF] . =2 b= . = k=i, T2R9) .

iR Y PLE . Thie2z0=0) . Takhile2z0=0) . NPl
hie2n) . TR rFARFEY2L]) . TEY FHL AR08 BU vl ORSREEC
IZ PANA- 2=k BUF Mal-hii-2z0-b ORFENC LTI BH=+ER+=A
E+—=BETI. UHEROMILLZEHSTELLDEL, ENEERD— RXSDIDSRTIX
HADED(Z) RPEEDEARED (DL BRIIEED Oz omF LY. AT
EADFELRTIREEAI DX, FEAEOMIER 00O ESLDET I IREI 0TI,
BHE+EESAS+—RETI. SHENOBETHRER ISERES LS L0\ TR,

MEY (BHEEFAR—CENESSTR-N=E)

B S FROHAO0 ATV EESATULODESRE. 1 B ATVDOR
SMEETN RREENATOLORSMELIO A= T8 U2 LT BHE+S
g—A—8t5AaRT 5.

HEX (BHEAEAR—-EFE4ETR—LER) ¥

I EhehOEC St —ROENIOBORREW LRI CEEE SROBO0 IEiETL S
D L(EA) BU (2704l ORSWRRBIIOLTIE. B2+ A=+8 2T SEIN
OMILEZ EHNTEELOEL, WM SIhDEE F&OBOO heq O Sz 40
L2LD AT LRI ENIREEIL. JDEINE. O xEYHR O
Fyz g O Ja€L9)a-LEESrasil O WECIIARED a4
BU8T 2 LONEE. BHE+EEEA—-E028AT 3,

MEY (BHELEEA-~ENtISTR—HN—_8) ¥

B ShhOEE S&OADD FoAFAFEF. O FLASSABSFIL O Judq
o=, O AVEERAVTEN O AVEERIFL. O 2.FN835+ O I+
FRIFL O F47/=0 O h70.4 O h70.MxFil. O FR4FTi0 O

_38_




ofo

7|- 20| HEAA AM  https://www.japaneselawtranslation.go.jp/ja

AZQ 7
2 78 HY £2& B4 > @D Food sanitation

74 AH
(=R

> @ Food sanitation Act 22! > @ CIREL

Japanese Law Translation

TOP

Law Search

Dictionary Search

Keyword in
Context Search

OQutline
Site Map

Others

® B gar O
B#A3E User Guide Text Size Invert
y . ——-— -]

€ Outlines are not the actual text of the laws, but instead are information intended to aid understanding of the content of the laws.

Japanese Law
Translation

Japanese Law Translation is a website

operated by the Ministry of Justice that
provides translations of Japanese laws
and regulations.

O Food sanitation(4 3¢

lfood sanitation

Search

Law Search

Search Japanese laws
and their translations.

P\ Japanese Law Translation

TOP
Law Search
Dictionary Search

Keyword in
Context Search

Outline
Site Map

Others

Law Search

Dictionary Search

Search Japanese-English
standard legal terms
dictionary.

<

Keyword in

Context Search

Search keywords

in a bilingual context.

@

BAGE

B FAA O

User Guide Text Size Invert

Search and display laws by entering a legal term (keyword) that appears in the law or search by law title, law number, category of law, or organization in charge

of translation.

Search by Title

'Y Advanced Search

Results: Showing 1to 3 of 3

Full Text Search

Search by Number

Search by Category

Search by Org

Popularity Order v

"food" "sanitation" (Search by Title)

B Ambiguous Search “food sanitation” [nclude tentative translation [nclude outline

LWLEEERLEY Regulations for Enforcement of the Food Sanitation Act

Law Number: Order of the Ministry of
Health and Welfare No. 23 of 1948

Translated Date: July 8, 2022
Dictionary Version: 14.0

‘[ Food Sanitation Act Food sanitation(]Z 2|4 )

Law Number: Act No. 233 of 1947

Translated Date: April 1, 2020
Dictionary Version: 14.0

)

Order for Enforcement of the Food Sanitation Act

Law Number: Cabinet Order No. 229 of

1953

Translated Date: July 28, 2020
Dictionary Version: 14.0

<

_39_




BREEE@BN-t+F5RE=
B=1+=%8)

Food Sanitation Act (Act No. 233
of 1947)

RREN | TR HEARENTAS
Last Version : Act No. 46 of 2018

TOC History

Check All - Uncheck All

Table of Contents

¥ Main Provision
W Chapter | General Provisions
Article 1

Article 2
Article 3
Article 4

W Chapter Il Food and Additives
Article 5

Article 6
Article 7
Article 8
Article 9
Article 10
Article 11
Article 12
Article 13
Article 14

W Chapter Ill Apparatus, and
Containers and Packaging
Article 15

Article 16
Article 17
Article 18

W wr Mhantar VM Lahalina and

BREEt
Food Sanitation Act
B+ &+ A-+RRiBRE_B=1+=8
Act No. 233 of December 24, 1947
ER
Table of Contents

F-E KA (B-% FOR

Chapter | General Provisions(Articles 1to 4)

FE RARRVANY (BRF FHER)

Chapter Il Food and Additives(Articles 5 to 14)

B=F BARUFHRAX (B+EF BH\R)

Chapter IIl Apparatus, Containers and Packaging(Articles 15 to 18)
PFOT RTRULE EB+Hh% - B21+5)

Chapter IV Labeling and Advertising(Articles 19 and 20)

FRE ARFMILEE (B+-%)

Chapter V Japan's Specifications and Standards for Food Additives(Article 21)
BAE BRES BTH-%0Z BZHOEF)

Chapter VI Monitoring and Guidance(Articles 21-2 to 24)

FLE BRE BTHa% B=1+%)

Chapter VIl Inspections(Articles 25 to 30)

FNE BREENE B=1+-% BO+HEH)

Chapter VIIl Registered Conformity Assessment Bodies(Articles 31to 47)
FAE EX BERHN\R BT

Chapter IX Business(Articles 48 to 61)

F+E MA BAHZR BATR)

Chapter X Miscellaneous Provisions(Articles 62 to 80)

-5 BB BA+—% BAHAR) 3

Chapter XI Penal Provisions(Articles 81 to 89)
e Q)
F-F KR

Chapter | General Provisions =
F-% COERIE. RRORSHORROLDICARELORENSHBLRHEORORBEETFC L&D, e CI2EE
£EBIEL. HOTERORROREEES - L BN T3,

_40_




@
uo
rig
1>
o
o
I
r

iy
r
ol
=
0
ir
I
oA

| https://www.ffcr.or.jp

DEMEEA

BARR{IEFHARIREIE seteronstrksmdtoczsLey

The Japan Food Chemical Research Foundation

‘@‘ HERN BIpEE B REBEXE 2E - FRER LFmE
. 7|¢,27|, =X
Topics e

BEiEE 2024.06.12 B 6 EE (RE) v RY 7 LHESHNNEEOHH S
BIREE 2024.03.25 B EEFREYROEEER

3 HEEF/EE5HE
BRLFER

e e g @l RERLEELEH
HEBR bag
AR s saEns BERE kepE 88 mEss R R LsmENN

b 2024.03.15 [E=5 8] FEEGHL LTETFENATL318EEDERIC =
TBYURbEOWT s BEEY 1 b

2024.03.15 3,6-Y AFIN-56,7,7a-F 5t FO-2(4H)-~>/

e TEdTa . am -

AIEMEEA
BAEMR{LFENRIRFEAE setzomsrsrrthictniczaLeT

The Japan Food Chemical Research Foundation

FHAX RSl & | 5 M sELEDE

Cone ) NG

&l HESEN REE BSFMY BEEER B8 . gRan

in 2

BRRARE - BRAROL I T4 7YX MHELOLT (4H12

L - AR 2T, 8%, =%

g;ﬂimﬂﬁﬁ& USHEEE (4M7E5A3102T°HLLE

o ESHEE - BROEORT T4 TURMFIEICONT o EHEOBRES L UEIEEE
MEZ HREHSE M=z X M= I|E

F6A1H~BITHESFR : M 7FE6 A 1 H& Y ELRET)

#BE - BRAK,. sbH 2. BIACHETIER

o B8 -ERHE Bibe HEHICETIER

7|1+,87| 2, ZHd, M et 2t R

_41_




2IFEZ(GB, Gud Jia Bigo Zhin)

i

<r

x
=

olo

)

SH

)

S

)

[=}

SH

)

S

)

S

ol9is| 2| 20lN @

2
(=]

.l

—

30 < = Rz
KH ; < < ;
G | IE S < < | 8|8
| oo | X0 3 S S| Y3
of [T | F & 2 SRR
R | gy | 00 I
ol | 22 | wo 3 = = | T | Ho| W
~ b i (i = |z
o oo | 7 | 3 oK 3 T MR
o 00 20 % s | W Klok| 8
= M| M| Mo K H| S
e _ | - 1| Y e
TITIT wr - | ok = BV
N R <l I ] N
ok | oK | oK = 4| o = ol | m
|| o Hu o | H F | Ur| o0
R|R|R M| ofo oo | oo oo | O | o | —
| K| oKr | B | = K K| oK K| K| K T
RI| RO | RT | K .._.mI. M = pall RI | RO KD | RO | RO
Mo [ Ho | Ho | B W0 | RO| W i oo | Hio Mo | Ho| | our
JJC]IIT]R| R | OE <r < <r T IIT]4A
© (V] [eg] [eg]
© o) L0 © © © [ep] [ep] — Al Al Al ©
— ol 2 = =| =| = Qal al | © o |l ol o 2
ol 2| ol oo @ =} o | N | N | N | S
Nl gl | N || | oY N | _ _ Ll
I ~ | | _ _ | | ! o AN |
- | » | N O W0 ™~ 2 — | | | <
© L (@] © © © © © © © © © © ™
(@] Q © (@) (@] (@] Q (@] (@] (@) (@] (@] (@] (@)}
Q © — Q Q Q Q Q Q Q Q Q Q <
<t ()] ™ < < < < < < < < < < —
m m m m m m m m m m m m m m
CENCENRCERCEANCERCENOC) o [CENO) CENCENOCENG)
0 KE | KK | B0 | KM KR | KH K KH | KH KR | KE | KH | KR
M| M| H M| B| R | R
1= ofo | oo | 1| Huo o | o i o | o Wi | HEO| HE | M
o | wHo | 20| T | ® 3 | ® IR |®| K
KR | KR | KH Kk Kk KK | KH KH | KR | KR | KR
|| =+ =+ M| eI == I = R
™ [N [N ™ N ~N N N N ~N N
m|n|nr i i | |||
R R Pl Pl %l | & R R R
ol | ol | Bl ol ol ol | ol ol | ol| ol ol
o | Hoo| o i i o | o Wi | M| HE | M
I3 T T I I3
(@] (q\V] ™ Yo © [ [o0]
N < N~ — — | — — | - | — | -

= B2 27PIMZ

US LY.

=
10
Ho

t

|

_42_



3 74U ZREe FElEH S > O MHI2 28 > @ BEXZ] 28 > 9 ASATIIERE 28
> @ AEUHIVNEE HE > ©-0 AEUMITIEZT S2/%3| 23 > @ BELE- oY 7% A4
> ®-0 ME CI2EE(TH) 28
_ g B0 s O - | 2024075268 28R
@ PEARXNERRIEREERS

h‘" National Health Commission of the People’s Republic of Chi

o wm ==F
T2 ) =e=n) }
aa g ’5,5 v

£ B AT

<

O &4 B % %%

AZotHAIES

R

T %M

EQHIIIEEEE

=3

https://sppt.cfsa.net.cn:8086/db

_43_



<

C) RRR2ERFERBERRT A O[m]

THHSE HAM
uzn Vazee Tazeg | axels W My7|F

ZHMS
TOE: XS

2mEE ARR2EFHE ARHENERE =2 RENRELE

= £45 HE: 2024-02-08 X3 H £§:2024-08-08
beE )

wEm ARR2EFHE ARREVFRE ASHH SRR E

£45 HE: 2024-02-08 X3 H #§:2024-08-08

ARFH07H
RE & EER] #cR:E855k aanenyen prREee
BFEXK -1} X o - 2
i
EFZEHE £45 B E: 2024-02-08 X5 H £§:2024-08-08

<

G ARR2ERFERERETA B

LHNE: SR
_ o|2|&7| ClR2E
2R FESA aRz2ERGE BEsR MEUHIIIEE S AT LT
Sxm &4 B 5: 2016-10-19 X5 H #:2017-04-19

<

ZHNE : ER> aRR2ETRE KB

17f:5:GB 4806.5-2016

FEBH RRRTEFTHE BRHS

2016-10-19

b
3t
m
k]

FEXS REEXFR
2017-04-19

g
&
m
k]

AAFERECE 197718-2006< HAEIBIEEEE 4. 4R, W, EALAVRED PRSI ARS8 -
FATAESCR 19778-20054Akk, FBBUMNT :
——iRERRMEENh “ARRSERIMEREHS”
——1ER T EE;
—— BT RBIEN;

- —— 18T FHER;

o —— T REER;

—— S TIBILIEHR;
—— T ZHEEMINOEER;
—— T IERREER;
—— BT HEHRIFRER .

TR

&= GB 4806.5-2016 ARX2ERE KEsIRpdf ASUHIJIIEE S8 OHH Q7 .pdf mE TR ]

- 44 -



S LIRS N SRS L 1 R R T P |

G AR =10 M

ARELEREE
B &

M- as FT-04-18 K i

LRI . S L O T [ .
[S1%¢ 1071 fn il 7k Fr & bl 22

_45_




SN 72 2212 o @ 821232 78 2 32

27}

URL F&

rot
Hl

Aoy 2

https://www.mfds.qgo.kr

AZotaLtat al

https://www.foodsafetykorea.go.kr

0|2

01 4FQI%I(FDA) F2lT

https://www.fda.gov

o= AY HXAEE(CFR) FEIE

https://www.ecfr.gov

-I-

HAY Fal

http://europa.eu

28 WU 2l

https://commission.europa.eu

8 HREY FeH

https://eur-lex.europa.eu/homepage.html

Y= LH|IXHY FEH

https://www.caa.qo.jp/policies/policy/standards_evaluation

U MAHPEY £

https://www.e-gov.go.jp/

A= AZSISATISHT L2

https://www.ffcr.or.jp

= T4z Rl

http://www.nhc.gov.cn

£3 IHUENHEE Faly

https://sppt.cfsa.net.cn:8086/db

_46_



[zoiorplo) iz CH

X 8J|- E82 ¥ &M J0I=

AT O| QORI AY (2)28159 EHEE HFA ZHI 238
2121 zE 187 24870 FYYELL

=ele] of 242

Aoy

Lis 9t Hes

F HEE{Al

EI:I- LI'E AlOlK-I



