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CHARACTERISTICS

Solubili

Slightly soluble in water, soluble in ethanol.
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%ﬁ??zx The Society of Polymer Science, Japan Since 1051 -

‘ Hﬁr??‘ﬁtfa ‘
about SPS.

| EFaEE

COR—TTRESFRREEENEREDEIVILET.
This page provides the information about polymer nomenclature.

2l L, BE, BEU Rligs & FO17 A (CR Y Bl TUPACENIS2007)
"Definitions of Terms Relating te the Structure of Processing of Sals, Gels, Metwarks and Ing|
erganic Hybrid Materials (IUPAC Recor 15 2007)"

& 2% - FIE A
FRNEsEwRUT oetE

“Nomenclature of Regular Single-strand Organic Polymers(IUPAC Recommendations 2002)"
ENTYAENTALS R, [EAFSLE £

The book "Kobunshi Meimeiho', Japanese translation of IUPAC purple book

"Compendium of Nomenclature"

BEIUPACESATESH 2 ETRAROSNTHEENLUFSCETIVEN S
Lit of Projects on Macromolecular Nomendlature and Definitions Being Discussed
Presently by IUPAC Macromolecular Nor [
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@ Brief Guides to Nomenclature

IUPACIC& BB Han i, Hitkdn

L NI — AR R BETEF Y.

INTERNATIONAL UNION OF
PURE AND APPLIED CHEMISTRY

weac|

E=JoT JeyT

Contact Login Join IYPT 2019

WHAT WE DO
NOMENCLATURE
DIGITAL STANDARDS

RECOMMENDATIONS AND
TECHNICAL REPORTS

JOURNALS
BOOKS
DATABASES
RESOURCES
CONFERENCES
AWARDS

TOP TEN EMERGING
TECHNOLOGIES IN CHEMISTRY

PERIODIC TABLE OF ELEMENTS

WHATWEDO BRIEF GUIDES

BRIEF GUIDES TO NOMENCLATURE

The universal adoption of an agreed nomenclature is a key tool for efficient communication in the chemical sciences, in industry and|
for regulations associated with import/export or health and sa!e[y IUPAC provides recommendations on many aspects of

nomenclature. The basics of organic lature and

Division VIlI).

in
accessible belo Eﬂﬂ%np%/f rdinated by tl 7|—\|J7 DD%/}E ture and

Organic Nomenclature

[morgamc Nomenclature ]

IF‘o\ymsr Nomenclature l
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codexalimentarius > Codex Texts > Guidelines
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B \FLE=H 7=
INTERNATIONAL FOOD STANDARDS @'Iﬁﬂih‘ﬁ&mb\(%ijo
= \\W/ E«:nda_nd_ﬂgli(ultule World Health
support 0000 ganization of the ) AU
\Q World Food Safety Day Qﬁ Uil # Organization |36-1989 Q I
A  About Codex ~ | CodexTexts~ | Themes~ = Committees~ | Meetings ~ | Resources « | Publications | News and Events | Login _ T : T
codexalimentarius » Codex Texts » Guidelines c\assNamesandthemtematmna\Numbenngsystemfnr Food Additives CCFA 2021 YVvVvvYyy
Showing 1 to 1 of 1 entridiilliltered from 85 total entries)
codexalimentarius > Codex Texts > Guidelines CODEX ALIMENTARIUS
Guidelines r36-1989]&1b b‘ *ﬁﬁf’ INTERNATIONAL FOOD STANDARDS iy word
B oot nd agricire Health
L —— 6& he United Nations @Orgamzatmn
LC 24
D —
CXG1-1979  General Guidelines on Claims CCFL 2000 [P Y RV
Adopted in 1989, Revised in 2008. Amended in 2018, 2019, 2021.
Soctions 3 and 4 “International Numboring System for Food Additives” are regularly upds
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—HeE

CXG 36-1989 3
SECTION 2 - TABLE OF FUNCTIONAL CLASSES, DEFINITIONS AND TECHNOLOGICAL PURPOSES
FUNCTIONAL CLASSES || DEFINITION ]

A food additive, which controls the
acidity or alkalinity of a food.

RO TVET,

TECHNOLOGICAL PURPOSE

1. Acidity regulator acidity regulator, acid, acidifier,
alkali, base, buffer, buffering

agent, pH adjusting agent

i REGEE 3

2. Anticaking agent

A food additive, which reduces the anticaking agent, anti-stick agent,
" £ £fmmd s Iy Pl "

CXG 36-1989
SECTION 3

BezsCak

#Section(FA T DLSBHERK(C

Section2 : ARXDETDOERE
Section3 : INSESIE(CTIN
RN, ARXDEERE

Section4 : 7ILIJ7ARy MBI
Iz, & X 53 EfEA

1-2. ERIMCBITERIRT (1) BX

INTERNATIONAL NUMBERING SYSTEM FOR FOOD ADDITIVES

List in numerical order I )::[E
No. Name of Food Additive l Functional class l Technological purpose

100 Curcumins

INTERNATIONAL NUMBERING SYSTEM FOR FOOD ADDITIVES
List in alphabetical orderl &

100(i) Curcumin Colour colour

100(ji) Turmeric Colour colour

101 Riboflay

101(i) Riboflav] CXG 36-1989 49
SECTION 4

INS No. Name of Food Additive | Functional class I technological purpose

Flavour enhancer flavour enhancer
950 Acesulfame potassium

Sweetener
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@ General Standard for Food Additives CODEX STAN 192-1995

CODEX ALIMENTARIUS

INTERNATIONAL FOOD STANDARDS

...... . Q\Y/@ gﬂgnﬁ';‘f’t::%"::m* 7R\ World Health
\ m od Safe 3701?.3 Un!;led Nations V"‘qu orgamzat'on

4  About Codex~ | Codex Texts~ | Themes~ | Committees~ = Meetings~ = Resources~ | Publications = News and Events | Login

codexalimentarius > Codex Texts > Codex online databases > Food Additives DB (GSFA Online) n n n =
- . Links
‘ Codex General Standard for Food Additives (GSFA) Online Database

The "Codex General Standard for Food Additives” (GSFA, Codex STAN 192-1995) sets forth the conditions under which permitted food
additives may be used in all foods, whether or not they have previously been standardized by Codex. The Preamble of the GSFA
contains additional information for interpreting the data. Users are encouraged to consult the Preamble when using this database.

S 5 i

The summary and conclusions of recent
JECFA meetings and other relevant
information, such as call for data for
future meetings, are available on the FAO|
website and the WHO website. Other
useful links:

'FU)?'J'(ZE% [ T Click here to view the current version of the Codex General Standard for Food Additives. ] ta U‘yalfC

B@AINYICET 21Ty IR — i RRA&(GSFA) ZBI&E

FELERE_BRIRROEA
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@ General Standard for Food Additives CODEX STAN 192-1995

— &

CODEX ALIMENTARIUS

INTERNATIONAL FOOD STANDARDS
e i&} World Health
ngamzatlon

GENERAL STANDARD FOR FOOD ADDITIVES
CODEX STAN 1921995

Adopted in 1995 Revision 1997, 1999, 2001, 2003, 2004, 2005, 2006, 2007, 2008, 2009, 2010,
2011, 2012, 2013, 2014, 2015, 2016, 2017, 2018, 2019, 2021, 2023

CODEX STAN 192-1995 MDi&kk

' Preamble (FiX2)

Annexes ({J@3ZE)
 Annex A--#BEIL L3 — BEREFSENETEINS
‘ ﬁuum\\bﬂwd)@}ﬂ@h&)@a—kg-’%ﬁ’**
; BEIBHARIA>

C Annex B - BmOFEIATA

§ Annex C- BN AT ©ED-TYI BRI B
} EOEBESIRER
' Food Additive Provisions (B&aimNI¥IscIE)

- Table 1 BREEATEIRIPREA

~ Table 2 R EERR CEET,
 Table 3
| *E)

Annex To Table 3 (Table 3 OfJ/E

PreambleéAnnex A [CDWTIE, ZDOFERH . EMKEZAHPICIBH TN TVWEY,

(BRI ECEA 20064EhR)

BIXICBZEEN3 L2 HBIDLET .

Annex B [22WTIX. ZDOFIERD, EHEDOHPICIBEHINTVET,
(BRI BGRDFES AT 201 1F/R)

@ General Standard for Food Additives CODEX STAN 192-1995

Annex B fil7=

CODEX STAN 192.1995 10

PART I: Food Category System

ANNEX B
FOOD CATEGORY SYSTEM

o010 pr

011 Fluid Mik and Mik Products
0111 Fluid Milk (plain)
0112 Other Fluid Milk (plain)
0113 Fluid Buttermik (plain)
0114 Flavoured Fluid Mik Drinks

01.2 Fermented and renneted milk products (plain),
0124 Fermented miks (plain)

0122 Renneted milk (plain)
01.3 Condensed mik and analogues (plain)

0131 Condensed mik (plain)

0132 Beverage whiteners
01.4 Cream (plain) and the like.

0141 Pasteurized cream (plain)

0142 Steriized and UHT creams, whipping and whipped creams, and reduced fat creams

0143 Clotted cream (plain)
0144 Cream analogues
015 Mik powder and cream powder and powder anal
0151 Milk powder and cream powder (plain)
0152 Mikand cream powder analogues.
016 Cheese and analogues
0161 Unripened cheese
0162 Ripened cheese

and analogues, gory

01241

01212 Formented milks (lain), heal-eated afr formentaton

(piain)

logues (plain)

01621 Ripened cheese, includes rind
01622 Rind of ripened cheese

— S

Annex B [CDWTI&. €DOFIER
(BRAINY) BRDFEIATN)

W EHEDHPICI/BEENTNET,

CODEX STAN 1921995 Annex B

RS

AR AT S
CODEXSTAN 192-1998 Aunex B

012 BEAROL L Hy b

V=) (REAWOLI2 DAKIERS)
0121 %8 (FL—)
1211 SIS TR, (V=)

01212 BRFRIIMOE SRS (71—

022 Liky Ay

013 HAROHLINE

0131 @A (FL—2)

0132 ERTT A b—

FEEHE_BIRIRROEA 17 FELERE_BRIRROEA 18
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@ General Standard for Food Additives CODEX STAN 192-1995

— &

| Table 10617 |

Food Items

GENERAL STANDARD FOR FOOD ADDITIVES

TABLE ONE

Additives Permitted for Use Under Specified
Conditions in Certain Food Categories or Individual

Table 1T(&.
EBANIEZ[0lE NN
u:u\wbn(b\éﬁﬂﬂ
XIEEMPDFETED
RAERE%E(EZ
ANIDT IV IR ~
JEICEE#.

| ACESULFAME POTASSIUMl
Functional Class: Flavour enhancer, Sweetener

Flavoured fluid milk drinks

Beverage whiteners
A A

478 & 188

t 1
(emsnssEs ) ( aRoES )

BRAMSREEE

88201, 478
X5250 Jxs25
A >~ 7
7 1

( BxmmEErRRENEE |

XSTIREZEOE, 5!
BaAsIcBId $iEa

Table 2(3. Table 1¢EUIEIRZEmNDAEHESIACASIL T K.

19
F5IEME_FIRIRIROZ

@ General Standard for Food Additives CODEX STAN 192-1995

Table 1047~ [ & Z&pITacetic acid] : ]

INS 260

ACETIC ACID, GLACIAL

Acetic acid, glacial Functiong
\.

MaxLevelTIGMP* Jh&RR
Shizig&ld. Table3 62,

04221

04.2.27

Whey protein cheese

Untreated fresh vegetables (including mushrooms and
fungi, roots and tubers, pulses and legumes [(including

soybeans)], and aloe vera), seaweeds, and nuts and seeds

Frozen vegetables (including mushrooms and fungi, roots

and tubers, pulses and legumes, and aloe vera), seaweeds,

and nuts and seeds

Fermented vegetable (including mushrooms and fungi, roots

and tubers, pulses and legumes, and aloe vera) and

GMP 2006
GMP 262 & 263 2013
GMP 262 & 263 2013
GMP 2013

seaweed products, excluding fermented soybean products

of food categories 06.8.6, 06.8.7, 12.9.1, 12.9.2.1 and

12.9.2.3

e BE RSB TR (9% 33
LET,

(F¥#Hl(E. GSFADRTN 3.3 2
#HEI

/:u\

) b)

and,

fanufacturing Practice (GMP)®
All food additives subject to the provisions of this Standard shall be used under conditions of good
manufacturing practice, which include the following:
The quantity of the additive added to food shall be limited to the lowest possible level necessary
to accomplish its desired effect;
The quantity of the additive that becomes a component of food as a result of its use in the
manufacturing, processing or packaging of a food and which is net intended to accomplish any
physical, or other technical effect in the food tself, is reduced to the extent reasonably possible;

c)  The additive is of appropriate food grade quality and is prepared and handied in the same way as
a food ingredient

F5IERE_NE

IIRFRDEA
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@ General Standard for Food Additives CODEX STAN 192-1995 — fRE

| Table 3061

CODEX STAN 192-1885
Table Three

SNTVW3EEDERMERI BEREBEZR) TD

TABLE THREE

Otherwise Specified, in Accordance with GMP

WELRE%Z, GMPORA|ZE->TERTD
BEE. BREMR (Table 30MEE(CRT

ERNFSEN. ADIZHFELRVINX(E
GENERAL STANDARD FOR FOOD ADDITIVES | iR 221 | £ JECFA(C&DFPBIR RN
W(EF). K7L IRy MEICEEERENFE T,
Additives Permitted for Use in Food in General, Unleg L%%EF&?E%%%;EEO%{% }E(Fi Zi?ﬁéggi?
&l Table 1X%UTable 2(CEE&ENFET,

INS No Additive Functional Class Adopted

260 Acetic acid, glacial Acidity regulator, Preservative 1995

Table 30DkifESXE TICS70-
1981 |1 ZFEFRL TIZE L,

v [ Ftc s | (<7 BN AR B
commoatysaniore” || P (8514 BRI OB A IR
TBIBAG. COMISERINET .,
HIZ(E TCS70-1981 1EHNIE

Table 3[CE&FNZIRMDFELIHERLIZVIEE(. GSFA Online Database TN EIRZRT DEFRRENET

@ General Standard for Food Additives CODEX STAN 192-1995

Annex To Table 3 ( Table 3 HEXE) OHI
[CS70-1981] ##&ZFRI 3iHE

— S

Ctrl+FTHRURERR(C, [70-1981 JEANU. Enterd—24U. 1RZRUTLZEL,

(CODEX STAN 70-1981) OZAIC, fERIBamAIEZHINIRENET

CODEX STAN 192-1995 498
IANNEX TO TABLE THREE I
Food Categories or Individual Food Items Excluded from the General Conditions of Table Three

The use of additives listed in Table Three in the following foods is governed by the provisions in Tables One
and Two.

CODEX STAN 192-1995 499

References to Commodity Standards for GSFA Table 3 Additives?

01.3.2 Beverage whiteners

Only certain Table 3 additives (as indicated in Table 3) are acceptable for use in foods
conforming to these standards

Codex Blend of Evaporated Skimmed Milk and Vegetable Fat (CXS 250-2006), Blend of

’ 4@5”@%*}3}%%%’ Fully preserved, including canned or fermented fish and fish products, including
Lmollusks, crustaceans. and echinoderms

Only certain Table 3 food additives (as indicated in Table 3) are acceptable for use in foods

conforming to these standards.

Canned Crab Meat (CODEX STAN 90-1981)

Codex Canned Shrimps or Prawns (CODEX STAN 37-1991) [CODEX STAN 70-1981]&
o CODEX STANTOTOR o] = <
standards Canned Tuna and Bonito (CODEX STAN 70-1981 ?EEEE_‘TL_CMZDO

Canned Sardines and Sardine-Type Products (CODEX STAN 94-198T) H
Canned Finfish (CODEX STAN 119-1981)

FEIERE_BHRZREOEREA - UMD -
@ GSFA Online Database @ GSFA Online Database — it
GSFAA> 54 >F—9R—ATl. GSFAIC SearchEIm
SENDRIOIBIRZIRRTEE T, FAG/WHO Fasd Stardards v rangas e
CODEX ALTMEN TESies e el e p o0 CODEX alimentarius AR~
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CJ wreort 0000 /\_Z?{iiﬁﬁg-5|}fui(:(i\ I (AEARL7 GSFA Online Updated up- - -t 531883, BRHINELAET
&' World Food Safety Day E) %?&E}%?%Zt?&&)‘@&)bijo [ Updated up to the 44 Session of the Codex Alimentarius Commission (2021) DT7YTT—N2DOT, ZOEEEHOTIEEENHDED

4  AboutCodex~  CodexTexts~ Themes- | Commitmees~ Meetings~ | Resources

Codex Texts » € i Food Additives DB (GSF

5 - . Links

> Codex General Standard for Food Additives (GSFA) Online Database

a The summary and conclusions of recent JECFA
meesings and

R

SFA, Codex STAN 192-1595)
iously been standardized by

website. Other useful links:

[ Food Categories . Food Additives { Search JFunctional Classes ]
SearchT

BRIRIMATRRIZIESR

Ty (T "I

This database provides, in a sesrchable formst. all the provisigffs for food additives that have been adopted by the Codex Alimentsrius Commission.

Provisions are searchable by food addftive {name, synonymgfINS number), by funcrional class and by food category, as described in Annex B of the
Codex GEFA.

1] Click here o view the current version of the Codex ffeneral Standard for Food Additives.

al Standard for Food gfici

er: der development and it will be regularly updated to include additions!
adopted by the Codex Alimants:

Plesse nor
food addi

GSFA Home . Food Categaries . Food Additives . Search . Funcrional Classes . Glossary
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GSFA DATABASE SEARCH

FULELLD.

Ri5E(E CODEX STAN 192-1995%4&ZRUHE

To s=arch far the provisions of  food additive, snter the food additive name, synenym or INS No in Ehe cormispanding bawes and dlick
"search”. You can alse browse the entire list of food additives by dlicking on "Browse Alphabetically’.

To search for food additives within a functionsl class, selact = functional class and click on “search”. You can also brovise on the entirs list
of functional classes of food additives by clicking on "Browse Alphabatically”.

To search for food additive provisians in a food category, enter the food categery name or keywoerd, or food categary number and click
"search’. You can alsc browss the entirs food category system by clicking on “Browss Hierarchy”.

Food Additive Search Food Category Search

Additive, Group Name or Synonym Category Name or Code
[ ] [Searn | [

Browse Hierarchy

Browse Alphabetically

INS No

] ==

Functional Class

Browse Alphabetically
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® IPA Database by CCFA (hNTEhEl)

T BN DCODEXFUBRABEERESNTVEIS, SEIBEHRELTCCFASHER D
hEHHES - BHL TS IPA Database by CCFA #FIFRTIEETY .

Searching #JUv4J0UL.

IPA Database by CCFA

Technological Function Food Category Substance Searching

the 42nd session of Codex Committee of Food Additives decided to establish a database on
processing aids. With help of international organization such as WHO, FAQ, etc., the
database is developed under collaboration of New Zealand and China. Besides, it also
gained support from global countries.
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@ Guidelines on Nutrition Labeling CXG 2-1985 (EAZYKRUZ%3I))

CODEX ALIMENTARIUS

INTERNATIONAL FOOD STANDARDS -
(8P st

¥ </ the United Nations

World Health
" #2 Organization

E-mail: codex@fao.org -

GUIDELINES ON NUTRITION LABELLING

CXG 2-1985

Adopted in 1985. Revised in 1993 and 2011. Amended in 2003, 2006, 2009, 2010, 2012, 2013, 2015,
2016, 2017, 2021.

ANNEX 1 adopted in 2011. Revised in 2013, 2015, 2016, 2017.
ANNEX 2 adopted in 2021.

3M1[NRVSR]4——[ Nutrient Reference Values - Requirements (NRVs-R) : MEBE(CEICRESREE ]
Vitamins
Vitamin A (pg RAE or RE) 800
Vitamin D {pg) 5-15"
Vitamin C {mg) 100
FOERDY. EFEDHPICIBEEINTWET, (CAC/GL 2-1985 20134EhR)
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® Commodity standard {ERIESR (Bf) BIE%E

1-2. EINSMIHEFBERIRNR (3) EU

CODEX ALIMENTARIUS

INTERNATIONAL FOOD STANDARDS

\\I,Y// Food and Agriculture
b Organization of the
SUppoT 0000 Q ﬁ g 0

\Q ‘World Food Safety Day United Nations

A | About Codex~ | CodexTexts ~ | Themes~  Committees~ | Meetings ~ Resources~ | Publications | News and Events | Login

codexalimentarius » Codex Texts > Standards

Standards

Click on any column to order the list of standards. Use the yellow arrow to order the data ascending or descending.

Type any riteria in the search box to filter the data (eg. a year, a committee code or a keyword). Download a standard by dlicking on the green symbol in the available languages indicated.

I q

(B World Health
rganization

m Last modified EN FR ES AR ZH RU

(5 1-1985 General Standard for the Labelling of Prepackaged Foods CccrL 2018 v VvVYvYvyyvy
€X5.3-1981 Standard for Canned Salmon CCFFP 2013 VvV vV VYV
(5121981 Standard for Honey ccs 2022 VvV VYV VYV
€X513-1981 | Standard for Preserved Tomatoes CCPRV 2022 vV VvYyvy
CXS 17-1981 Standard for Canned Applesauce ccPRv 2022 v oYW
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@ Regulation (EC) No 1333/2008
A REFETENNIZ"Regulation” > 0—-RTEET,
BHOERAE®E(F, [ © Inforce: This act has been changed. Current consolidated version |
AOBEIIYI T BRI EIRETT
|
en| =
ZEE(D "Regulation”z
99\/']_ Fb\ i}ﬁﬁo

er | 147

Q  QUICK SEARCH

@ Searchtips

EUROPA > EUR-Lex home > EUR

Document 32008R1333
Regulation (EC) No 1 f the European Parlianent and of th il of 008 o (Textwith EEA
Text relevance)
[r——— 0JL 354,31.12.2008, p. 16-33 (BG, ES, CS, DA, DE, ET, EL, EN, FR, CANGY, LT, HU, MT, NL, PL, PT, RO, SK, L,
isLodition s (a6 Chaptor 13 \iolume 034 R 62 84

EacediEs ©_In force: This act has been changed. Current consolidated versidff 20/10/2023
Document summary ELL http//data.europa.eu/eli/reg/2008/1333/0]

xpand all 4 Collapse all

O savetoMyitems =
~ Languages, formats and link to 0J
< Up-to-date link
M Permanent link BG ES CS DA DE ET EL GA HR IT WV LT
& pownload notice Sk ol o
N Follow this document PDF ® |
Official Journal lj @ IEI IE

i= Table of contents ~ Multilingual display
D Hide consolidated versions English (en) v Pleasechoose v Pleasechoose v

29/10/2023 [} - (AR 28

F3LHR_IBBRROER




@ Regulation (EC) No 1333/2008 —fE

[ANNEX II Union list of food additives approved for use in foods and conditions of use ]

PART A

H SIS Y
1. Introduction 'ﬂi;i_\jﬂ(fx /“A/\ >~
2. General provisions on listed food additives and conditions of use %/9'50:-3“0

Table 1 Foods in which the presence of an additive may not be permitted by virtue of the carry over
principle set out in Article 18(1)(a) of Regulation (EC) No 1333/2008

Table 2 Foods in which the presence of a food colour may not be permitted by virtue of the carry over
principle set out in Article 18(1)(a) of Regulation (EC) No 1333/2008

Table 3 Colours which may be used in the form of lakes

PART B LIST OF ALL ADDITIVES

1. Colours

2. Sweeteners

3. Additives other than colours and sweeteners

@ Regulation (EC) No 1333/2008 —fRE

BIEORER

ANNEX IT ﬁ.‘::.':/\UJEFHb‘%ﬁﬁlénkﬁ%iﬁﬁbu%&%@ﬁﬁﬁ%ﬁoﬂ:ﬁ)uzI\]

PART A

1. i

2. URNPYTENB @RI R UMERAZAHIBE T 2—MRE
Table 1 #8) (EC) No 1333/2008 0 18 25(1)(a)lCEDHZFrU—A—/N—DRAICLD. FIIOERIRHSNBVESR
Table 2 #8) (EC) No 1333/20080518%&(1)(a)lCESHZFrU—A—/\—DORAICLD. BREBROERIFAIINAVESR
Table 3 L—FOFAETHEMATIERAEER

PART B 2FN#IOUZ N

1. B

2. Bk

3. BERNRUHKRRISORINY

PART C 5&hMnIN—-T0ER

PART C DEFINITIONS OF GROUPS OF ADDITIVES (1) Group I
(1) Group I (2) Group II: quantum satis GE&E ) *ORMNZZERISN TV EREER
(2) Group II: Food colours authorised at quantum satis (3) Group III:AZEDHER LIREZFH ORBRESH *[quantum satis]&(d. RAERBREMEEEINTLRN
(3) Group III: Food colours with combined maximum limit (4) Group IV: RUA—JLEE %57 (L:"f‘\ﬂl];'fgi)f (C?Dj‘)((:t%z(én%ﬁﬁ;ﬂ%iﬂé&ﬁgﬁftml
gz o - » BEIRLA 829, hH SERARUIZVBRDICE VT,
4) Group IV: Polyols 1 £\ i = sen (5) ZOfth. EANICRHIENZHMD WNETR «/\) ER B LI
() Group IV: Poly _ [ BmA R LORAERRE ] e (RREEEESE, 20) WERERIIE->TERT3
(5) Other additives that may be regulated combined PART D _E&D%E EDLLED
[=WAN T = = n:ll,;‘a\ v 22
DART D FOOD CATEGORIES / PART E REAHCHIHRE RGN SERA]
[PART E AUTHORISED FOOD ADDITIVES AND CONDITIONS OF USE IN FOOD CATEGORIES]
FEIERE_BIRIRZROEA 29 FELEE_IBIRIRZROEAN 30
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%
@ Regulation (EC) No 1333/2008 — & @ 7—49~—-2Z (DB)
PART E
AUTHORISED FOOD ADDITIVES AND CONDITIONS OF USE IN FOOD CATEGORIES [ il : YIEIELZIRZRTRIHED ]
ﬁ5ﬁ;§ = = mEn
g= (@3] ((mmme | ((sxemsm (2w ) seoes |
Search Food additives
ﬁﬂ:?’g? E-number \Name rra’(imur:_lglle"vgd (I'I‘Ig;s| Footnotes Restr'lcﬁans/exceptions European Commission > Foed > Food and Feed Information Portal > Food Additives > Search Food additives
appropriate) @mﬁiﬁ (W“i(i\
R Food additives (5 matching records) sorbic acid) ZA7,
0|Food additives permitted in all categories of foods excluding foods for infants and young A NS No Y T T —
children, except where specifically provided for . 4§ i X
E 290 Carbon dioxid; t ti b d in foods fo ®F£Ea)‘be%b‘ t‘y I\o
arbon dioxide quantum satis may be used in foods for| -
infants and young children ﬁbt—b\ﬁo&g;Ro ’Somlc ack e — ‘
R . . +; ~
E 938 Argon quantum satis may be used in foods for (gu . Sorblc ac'd&)&?R) 1
infants and young children
N R E 200 - 202 I Sorbic acid - potassium sorbate (SA) I
E 939 Helium quantum satis may be used in foo_ds for| |
infants and young children E200-219 I Sorbic acid - potassium sorbate; Benzoic acid - benzoates; p-
N 3 i hydroxybenzoates 1
E 941 Nitrogen quantum satis may be used in foods for| 1
infants and young children E200- 202; 214 - 219 | Soicacid - potassium sorbate; p-hydroxybenzoates 1
E942 Nitrous oxide quantum satis may be used in foqu for E200-213 \ Sorbic acid — potassium sorbate; Benzoic acid — benzoates ,
infants and young children — e e e o e e
E 948 Oxygen quantum satis may be used in foods for|
infants and young children
FEIEHE_BIRIRZROEA 31 FEIERE_BRIRROEA 32




® EU Rules

@ F=4~~2_(DB) —frE
I Introduction
Sorbic acid
Seedis DAFcofRNald; > pesiis > Fooa > > fonaadaes > All additives in the EU must be authorised and listed with conditions of use in the EU's positive list
c istics Characteristics based on:
Wessages e s SO —— . Asafety assessment
P— premm—
Logiiations L et 20210 « The technological need
™ €20 R —
e - - Ensuring that use of the additve wil nd & Z3HL T, Bx¥TMRegulation (EC) No 1333/2008 zF7~
-~ . s Reguiation EG 1333/2008 G, sefs the ruled & 3 ok 9 o
e Qmo‘; B and procedures. [ © Inforce: This act has been changed. Current consolidated version: 20/10/2023 |
/ LTI It contains: OAEBIDI 29/10/2023  |&HUYISBIET,
Soricacd— ptassum sorate; Benzocacid~benzoates € 200-213) . Aomes1 B Toch e BRI OEAIEREE E%% B2 ¥ﬁ' OAnnex I HFERTEET,

11§@,:)Union list of food additives approved for use in food additives and conditions of

\

Jle)Eﬁ@iﬁ‘%li\ Conditions of use Hse

ﬁﬂebt"tﬁman% p— N e €0 201 1 e Annex 1| “@,: Union list of food additives approved for use in food additives, food enzymes and
: t-‘\_,\ *Eﬁ“ b\“ﬁén T i CC s soobease bom 03300y food flavourings, and their conditions of use

BEIREMEDBDET .
COLSRIBSICE.,
IRTOEAEREE _

\ / s Regulation (EC) No 178/2002 @, lays down the general principles and requirements of food
reamer R — Jaw.

Annex 1V 4g,: Traditional foods for which certain EU countries may continue to prohibit the use
of certain categories of food additives

Annex V 4@, Additives labelling information for certain food colours

Other pieces of EU legislation relevant to food additives are the following:

Regulation (EC) No 1331/2008 4, establishes the common authorisation procedure for food
33 additives, food enzymes and food flavourings.

F5 MR ERIRROEN — — 34
FEHR_ERRROZN

8

@ Directive 2002/46/EC \ 1-2. ERINCBIFBERRR (4) XE

A RN OSEETENMMI"Regulation”hM > 0—- RTEET,

EHTOEFEZE(L, [ o Inforce: This act has been changed. Current consolidated version |() - BRI OKREOERIRTE. FITOFood Additive Status ListlICHWT,
BOBM%EIVYIIBEMERNEIRETT . EZFROIBIWNDINZHEELET .

Document 32002L0046 ? & <« Share

Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the Member States ’ @Food Addlthe Status |_|St

relating to food supplements (Text with EEA relevance)
0JL 183, 12.7.2002, p. 51-57 (ES, DA, DE, EL, EN, FR, IT, NL, PY, FI, SV) - - N
Special edition in Czech: Chapter 13 Volume 029 P. 490 - 497 'l B %&@D ‘l B *&73 lJ

Special edition in Estonian: Chapter 13 Volume 029 P. 490 - 497
-®21CFR @21 CFR

Special edition in Latvian: Chapter 13 Volume 029 P 490 - 497
Special edition in Lithuanian: Chapter 13 Volume 029 P 490 - 497 |— —

Part 182, 184, 1861%HE:%.
=3
N L

Special edition in Hungarian Chapter 13 Volume 029 P 490 - 497
’ 3 GRAS Notice Inventory

Special edition in Maltese: Chapter 13 Volume 029 P. 490 - 497
Special edition in Polish: Chapter 13 Volume 029 P 490 - 497
Special edition in Slovak: Chapter 13 Volume 029 P. 490 - 497
Special edition in Slovene: Chapter 13 Volume 029 P. 490 - 497
Special edition in Bulgarian: Chapter 13 Volume 036 P. 39 - 46
Special edition in Romanian: Chapter 13 Volume 036 P. 39 - 46
Special edition in Croatian: Chapter 13 Volume 030 P 154 - 160

1I|EE:- T\[J
0| Inforce: This act has been changed. Current consolidated versi@/OQ/Z@ l |ﬁ§|§ ¢

ELLI: http://data.europa.eu/eli/dir/2002/46/0j @ Inventory Of: FOOd Contact
~ Languages, formats and link to 0J . SUbStanceS LISted in 21CFR
' EEROEAR. l p—
— ® Color Additive Status
oo List GEE&R (BERMN) ® Inventory of Effective Food Contact
Offiel dournal —5) =R, Substance (FCS) Notifications
35 FEHR_BERRRORZA 36
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@ Food Additives Status List

BH)IC. Food Additive Status List (CIEIRN®INEHEELET .

Food Additive Status List
(#1: yievE (Sorbic acid) 2mETZEE |

Color Additive Status List

Food Additives & Petitions Content current as of:

08/25/2022
Disclaimer FDA offers this list as a service to the Field Offices. Inclusion of a

substance in the Food Additive Status list does not necessarily represent its
Food s e legal regulatory status. The regulations for food additives in 21 Code of
Peiions Federal Regulations need to be consulted.

Color Additives in Food
Regulated Product(s)

Food & Beverages
Food & Color Additves

BWXF S #IUYY

More >>
Food Additve Status List

‘Substances Added to Food
(formerly EAFUS)

Forward | Abbreviations

Additives: ABCDEFGHIJKLMNOPQ

UVWXYZ

FOREWORD

@ Food Additives Status List — 5%

&N TV EDFRRH)

Sodium xylenesulfonate - SANI, REG, 31-62 ppm -Comp of sanitizing sln -
178.1010

Solvent Extraction Process for Citric Acid - MISC, REG -173.280

Sorbic acid - PRES, GRAS/FS, < 0.2% - Cheeses and Cheese Rel Prods - Part 133;
PRES, GRAS/FS, < 0.3% by weight as sorbic acid, alone or comb wi potassium or
sodium sorbate -Cheeses and Rel Cheese Prods - Part 133; < 0.1% - Art Sw Fruit
Jellies, Pres, and Jams - 150.141, 150.161; < 0.2% by wt Concentrated Orange Juice
-146.154; <0.1% alone or <0.2% in comb with other preservatives - Margarine -
166.110; GRAS, GMP - 182.3089

Sorbitan monooleate - EMUL, REG, See REG, Use: In clarification of cane and

beet sugar juice or liquor - 173.75

Sorbitan monostearate - EMUL, REG, < 0.4% alone or any comb of Polysorbate
60, 65, or 80 of the weight of finished whipped edible oil topping; > 0.4% in comb if
Polysorbate 60 < 0.77% and Sorbitan monostearate < 0.27% of weight of finished

whipped edible il topping - In whipped edible oil toppings - 172.842; REG, < 0.4% of

1. e 3 3 W) o m
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@ 21CFR

CFR - Code of Federal Regulations Title 21

© FDAHome @ Medical Devices © Databases

/\ This information is current as of Oct 17, 2023.

This online reference for CFR Title 21 is updated once a year. For the most up-to-date version of CFR
Title 21, go to the Electronic Code of Federal Regulations (eCFR)

This database includes a codification of the general and permanent rules published in the Federal
Register by the Executive departments and agencies of the Federal Government. Title 21 of the CFR is
reserved for rules of the Food and Drug Administration.

Learn More_

Search Database

Full Text Search [

)

8 Help
£h
Title21 Part.Section I:I Full Text Search minﬂ%lb
(e.g., 862.1385)
CFRTitle 21-Food and (1) General enforcement regulations a
Drugs: Parts 1 fo 1439 o N .
(2) General administrative rulings and decisions .

(4) Regulation of combination products

(5) Organization

(7) Enforcement policy

(10) Administrative practices and procedures

(11) Electronic records; electronic signatures

(12) Formal evidentiary public hearing

(13) Public hearing before a public board of inquiry v

Clear Form

FEEHE_BIRIRROEA

)
)
(3) Product jurisdiction
)
)

39

@ 21CFR —E

Food Additive Status List(C|BIRNEVRES.
GRASEUTEBIRENTULR WA, @21CFR Part 182, 184, 186 THE:R
LF9,

HET. @ @X[FEODBICHEDET,

B T p— VAR

-PART 182 SUBSTANCES GENERALLY
RECOGNIZED AS SAFE

-PART 184 DIRECT FOOD SUBSTANCES
AFFIRMED AS GENERALLY
RECOGNIZED AS SAFE

-PART 186 INDIRECT FOOD SUBSTANCES
AFFIRMED AS GENERALLY
RECOGNIZED AS SAFE

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food [ Drugs | Medical Devices | Radiation-Emiting Products | vaccines, Blood & Biolog]

CFR - Code of Federal Regulations Title 21

© FDAHome © Medical Devices © Databases

/\ This information is current as of Nov 29, 2022.

GFRTille 21 is upd: For the most up- oFR
Tl 21, go o the Flectronic Code of Federal Regulations (eGFR)

dification of the general

blished in the Federal
Register by Tille 21 of the CFR is
reserved for ules of the Food and Drug Administration.

Leam More.

Search Database e

~

/

POV SIIES
Full Text Search « Pgffnariet Suneilance Studies
adiation-Emiting Products

Tie21 Part Section
(eg, 802 1385)

, 2 Raciaton Emiting Electonc
S Kot 120%338°  [(179) Imadiation in the production, processing and handing of fo = Products Correcie Actons
(180) Food additives permitted in food or in contact with food on * Recalls
© Regtaton & Listng
(162) Substances generally recognized s safe & Tl Bt e Cycle
(184) Direct food substances affirmed as generally recognized as s * X-Ray Assembler
(186) Indirect food substances affirmed as generally recognized as
120 S Sumed oo
(190) Dietary supplements.
(191-199) reserved]
(200) General h

ClearFom [ Search
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® GRAS Notice Inventory

GRAS Notices

© FDAHome @ Generally Recognized as Safe @ Food Ingredient & Packaging Inventories @ GRAS Notices

Lt

The inventory of GRAS notices provides information about GRAS notices filed since 1998, when FDA received its first GRAS notice.
FR 54960; August 17, 2016) requires a specific format for a GRAS notice. Prior to that date, FDA processed GRAS notices under t
18938; April 17, 1997) Notices received prior to the eflective date of the GRAS final rule provide examples for potential notifiers for|
GRAS conciusion. In the inventory, notices follow the requirements for the format and content of a GRAS notice as of the effective

‘We will update this information approximately monthly. More information about this inventory is available on the GRAS Notice Inve:

Search and display hints: T‘g‘o
« Select the specific GRN number below to view additional details about any GRAS Notice.

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 substance/term, enter the term in the Search box and select Show ltems to display only those record:
results also includes terms not shown on this page, but included in the full record on the detail page.)

The search results will return hits of records containing words that include the search term. For example, a search for the col
reduce, ingredient, and cultured. To limit resulis to only the searched term, place a space before and afer the word in the basil
phrase” field.

RETEEY,

byvhg3de. BESF
D'1E%R. FDADEIE,

Z4IdmeE. BEES.
EFRERA FTRTEAGE

CEEdk
Fh

lg Download data from this searchable database in Excel format. I

Players. sea I‘Ch (:
RRFEEAND

rent file formats, see Instructions for Downloading Viewers and

‘ Basic Search | Advanced Search

Field Search |

Show ltems || Clear

Records Found: 1147 Show All Page 1 of 2.

‘GRN No.
(sorted Z-A) Substance Date of closure FDA's Letter
1147 Copper(ll) ion Pending

:J:

R IBIRIRZR DS

41

@ Inventory of Food Contact Substances Listed in 21 CFR

Inventory of Food Contact Substances Listed in 21 CFR ‘

© FDAHome ® Food Ingredient and Packaging Inventories @ Inventory of Food Contact Substances Listey %%Eajiabx 21CFRIC3EEI
HURERSN TV R EaiER
WMEDHIRTY .
RRiEfmE (FCS) &,
BRI LRI N,
Select the substance name below to view the additional names for the substance. gﬁag*z*ﬂ‘ %b\“a Eh

To view the regulations authorizing the use of a given substance, select the coresponding link(s) in the 21 CFR colu Eg'
To sort by a specific field, click on the column header for that fisld °
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 fo displ
The 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
containing “p-cresol”

+ Use the Advanced Search or Field Search for more search options.

FDA authorizes Food Contact Substances by identity, intended use, and conditions of use; the presence of a substance in
conditions are This listis a of the names nfmase substances (or combinations
resins) found in 21 CFR parts 173, 175- 178, 179.45, 180.22, 181, and 186. The cited for specific

status of a given substance, its allowed mlended uses and candll\uns of use.

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

lil Download data from this searchable database in Excel format_ |
Players.

rent file formats, see Instructions for Downloading Viewers and

Search [c
RRFEEAN
Show ltems ClE

‘ Basic Search | Advanced Search

Search: Cj\

\

Records Found: 3647 Show All Page 1 of 73|

ﬁ,ffu.'i'i'.’a," o é'éﬁi?.'i"ze) 21 CFR*
< REICERUTERRICIZZMETERVN, MENICRRCIEAT 2 nIEEEDHYIE

R _IBIRIRIROEA 42

73

® Inventory of Effective Food Contact Substance (FCS) Notifications

Inventory of Effective Food Contact Substance (FCS)

Notifications
© FDAHome © Packaging & Food Contact Substances © Food Ingredient & Packaging Inventories
© Inventory of Effective Food Contact Substance (FCS) Notifications

The database lists eflective premarket

for food contact that have been

effeciive for the manufaciurer or supplier identified in the notification. Persons who market a FCS based on an effecive i

is effective for their food contact substance. All persans who purchase a food contact substance manufactured or supplied b b\ 5 E ﬁ'c-‘ g‘
notification may rely on that nofification to legally market or use the food contact substance for the use that is the subject of ]
noification. Addtional information about Food Contact Substances and the definiions of Food Types and Conditions of Uss|

Search and display hints

BmiEftYs EhmEt
o WU (FCNRBIEE) IC&OT

substance (FCS), the noifier, the manufacturer of the FCS, the intended use, the limitations on the conditions of use for the = “
environmental decision. Under section 409(h)(2)(C) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 348 (h)(2)(C)) ,m mant%gb “iﬁznt

Select the FCN number below to view the record defails, including its intended use, limitations, specifications, and the Final
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 substance/term, enter the term in the Search box and select Show Items to display only those records that contain the selected term. (The search
results also includes terms not shown on this page, but included in the full record on the detail page.)

The search results will return hits of records containing words that include the search term. For example, a search for the color red will return results that include terms such as
redice, ingredient, and manufactured. To limit results to only the searched term, place a space before and after the word in the basic search or in the advanced search “this
exact phrase” field.

Impact Decisions.

=] ownioad gata trom this searchable database in Excel format 1f you ne sea rc h ‘L

RREEAT

‘ Basic Search | Advanced Search | Field Search

rmats, see Instructions for Downioading Viewers and

Search: Show ltems

Records Found: 1673  Show All  Page 1 of 34

FCN No.

(sotedZA)  Food Contact Substance Manufacturer/Supplier Effective Date
2316 Hypochlorous Acid (CAS Reg. No. 7790-92-3). REPLACES FCN 2186 Clarentis Technologies, LLC Nov 23, 2023
2315 Ethylene/1-butene copolymer (CAS Reg. No. 25087-34-7). Formosa Plastics Corporation, _ Nov 18, 2023
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® Inventory of Effective Food Contact Substance (FCS) Notifications
—fE

[ VIESBORRRBR |

Inventory of Effective Food Contact Substance (FCS)
Notifications

© FDAHome © Packaging & Food Contact Substances © Food Ingredient & Packaging Inventories

© Inventory of Effective Food Contact Substance (FCS) Nofifications @ Original Search Results ® FCN No. 1833

FCN No. 1833
Sherwin-Williams Company

According to Section 409(h}(1)(C) of the Federal Food, Drug, and Cosmetic Act, food contact substance nofifications (FCNs) are effective only for the listed manufacturer and its
customers. Other manufacturers must submit their own FCN for the same food contact substance and intended use:

Food Contact Substance: Sorbic Acid (CAS Reg. Mo. 110-44-1). REPLACES FCN 1305

Notifier: The Valspar Corporation

Manufacturer/Supplier: Sherwin-Williams Company

Intended Use: For use as a monemer in the production of epoxy coatings resins as described in 21 CFR 175.300(0)(3)
(vil). The resin may be used in the production of coatings on metal substrates for can-ends only, except
for use in contact with infant fermula and human milk (see Limitations/Specifications). The FCS may be
used in combination with other substances authorized for use in epoxy can coatings under FDAs food
additive regulations and effective Food Contact Substance Notifications

Limitations/Specifications: Coatings containing he FGS may contact all food types under Gonditions of Use A through H. The FCS is
not for use in contact with infant formula and human milk. Such uses were not included as part of the
intended use of the substance in the FCN

Effective Date: Dec 15, 2017

National Environmental Policy Act (NEPA)™ Submission: Categorical Exclusion 25.32(7)
FDA Decision: Categorical Exclusion Memo
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® Color Additive Status List (Bfafl (BZRRINYD)

—5)

Color Additive Status List

fshare | XPost | in Lini

List 2.
Food Additive Status List
List 4 :
List 5:
List 6:
List 7 :

List1 | List 2

Preface

This status list, formerly called Appendix A

List 1 :

List 1~7(CDNWT
I ERERASER
3 RN EREREMD LM R

e

u:h\nEb‘%B%éhéﬁﬂﬂﬁﬁ%@*‘l’

urb\u 7:»%'3%3“5[::7%51]1]}5@&0)%@*4
RN RSN B i RAROE R
FREEN'RbREN B A AR OE B

(IOM), provides current information concerning color additives, and will enable you to
lor additives likel

determine and limitations of

encountered in a

LIST 1

Color additives subject to certification and permanently listed (unless o
for use in FOOD. Most are also listed for use in DRUGS AND COSMETICS as noted.
(None of these colors may be used in products that are for use in the area of the eye, unless

otherwise indicated).

* FD&C Blue #1 - Food, drugs and cosmetics, including drugs and cosmetics for eyve

area - GMP - 74.101, 74.1101, 74.2101, 82.101

* FD&C Blue #1 Aluminum Lake - Drugs and cosmeties for eye area - GMP -

74.1101, 74.2101, 82.101

Ctrl+FT. EiEm
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1-2. ERIMIHEFBEERIR

(5) A-ANSU7-Z1-2—-352K

O ERTE# (Food Standards Code)

DRENEREERD

ZULITER!

-[E¥ (Standard) 1.3.1 Food additives] 7shn#n
-[E*#¥ (Standard) 1.3.2 Vitamins and minerals] E4=>-=%3)
-[E# (Standard) 1.3.3 Processing aids] HNTEh#%l

Food recalls

Business guidance Consumer information Science and data Food Standards Code

Home > Food Standards Code > Food Standards Code legislation

(© Food Standards Code

Food Standards Code legislation

Food Standards Code legislation

Public consultations

' The Federal Register of Legislation (FRL) website has undergone changes. The
AgplictcTs format and layout of the d is and Schedules is

different to what idance on using and
Proposals

understanding the FRL website is available under Help and Resources,
Part 1.3 Substances added to or present in foo!

Standard 1.3.1 Food additives

Standard 1.3.2 Vitamins and minerals

standard 1.3.3 Processing aids
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}3%9 (Food Standards Code)

Food recalls

O BEmTE
9

(© Food Standards Code

Schedules

Food Standards Code legislation

[ TFTDAICSchedulesh'® 3,

~—

Schedule 5 - Nutrient profiling scoring method

Schedule 6 - Required elements of a systematic review

statement of ingredients)

(for statement of

Schedule 10 - Generic names of ingredients and cond

Schedule 11-C
Schedule 12 - Nutri

bedule 13- Nugition informa Loack,

performed by substances used as food

hedule 14 - purp

Schedule 15 - Substances that may be used as food additives

—
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Schedule 16 - Types of substances that may be used as food add

Schedule 17 - Vi

Schedule 18 - Processing aids
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1-3. [ERHERESE
(2) JECFA

FCHI DR EH

@ The database of evaluation of JECFA

EFMOLINTIRZRL, FHBFERNTRS, FASOEDEICHDINEIRFET B,

World Health
Organization

@)

(JECFA)

This searchable database contains the summaries of all the evaluations of flavours, food additives, contaminants, toxicants
y drugs JECFA has performed. Each summary contains basic chemical information, ADIs/TDIs, links to the

t reports and monographs as well as to the specification database, and a history of JECFA evaluations. The
searchable by partial name or CAS number, by first character (letter or symbol), or by functional class.

and

1REREEZ AT

L oot >

Includes all updates up to the 95th JECFA meeting (June 2022).

FEMA or JECFA number

First ...\

List of chemicals with partial name or CAS# sorbic acid (6 results):

4-HEXADIENOIC Af

SORBIC ACID__ D<=
HYDROSORBIC ACID

ETins A

HYDROSORBIC ACID, ETHMLESTER

B DIRZFRIERZ
709793,

Evaluations of the Joint FAO/WHO Expert Committee on Food Additives

—-——

-

RgZIEELE
IREREEIBE
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51

@ The database of evaluation of JECFA

foeE

FT—AR-ZRROFERZTTC. Fo0—BNSEEMEOHMmESR (TRS, FAS) %
TERI DN TEET,
| #ErEVEAORRM (1/3) |
SORBIC ACID | | &hm#n%
Overview Evaluations
CHEMICAL NAMES Evaluation year: 1873
Sorbic acid; (E,E)-2,4-Hexadienoic ADI: 0-25 mgjkg |— NMRS 53/TRS 539-JECFA17/18 JE
acid: 2 Propenyiacrylc acid Comments 7)yILT. @TRS (WHO Technical
CAS NUMBER Meeting: ! Report Series) %R,
110-44-1 Specs Code 1976)
[Report: NIVIRS 53/TRS 539-JECFA 17/18]
I;;'; [ Tox Menograph: C_FAS SNMRS 53A-JECFA 17/121]
FUNCTIONAL CLASS Speceaton: FAS 5(3. TWHO Food Additives
Food Additives Previous Years: Series SJEZ‘__\g_C’
PRESERVATIVE [ rassmvrs saagecra17iz21 | &BIUWIL T,
INS MATCHES [Sorbic acid]. T'WHO Food
20 Additives Series 5|#&FRIBET
®FAS (WHO Food Additives
Series) %R,

FEIERE

_FHRIRROEN
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@ The database of evaluation of JECFA ft

WD ENEADIRES (2/3) ]

[TRS%H#E52]

TECHNICAL REPORT SERIES
No. 539

BHACHATESNIZTRS(E.
BURCRFEINTHD. XF
IRREBEMEZ RV 8D,
AKX %E5RA T, VILESEE
(Sorbic acid) (CE893
RBEHERL TIZE,

40 NUTRITION MEETINGS REPORT SERIES
No. 53

TOXICOLOGICAL EVALUATION OF

CERTAIN FOOD ADDITIVES WITH A

REVIEW OF GENERAL PRINCIPLES
AND OF SPECIFICATIONS

Seventeenth Report
of the Joint FAO/WHO Expert Committee
on Food Additives

) FAO and WHO

WORLD HEALTH ORGANIZATION

Sorbic acid and its calcium and potassium salts

The ADI for man was sct at 0-25 mg/kg body weight, a figure that
includes the figures previously given for the conditional ADI.

Sulfur dioxide, sodium and potassium metabisulfite, sodium sulfite and
sodium hydrogen sulfite
Recent long-term and 3-generation studies on rats, using metabisulfitc
in a diet with added thiamine, provided a higher no-effect level than that
indicated by the carlier studies in which metabisulfite was administered in
drinking water. The ADI could thus be increased.

FEEHE_BIRIRROEA o

@ The database of evaluation of JECFA s
| FErsBAORRM (3/3) |

[FAS%ZH#:2] . N _
T—AR-ADFER. [FAS 51052 &&LD. TWHO Food Additives Series 51h5.

THmFER 2RI BN TEX T,
IPCS INCHEM

JECFA - Monographs & Evaluations
‘ H Search | Clear ‘

@ Ctrl+FT. [Sorbic acid]
[ WHO Food Additives Series 5 |
© 001. Introduction (FAO Nutrition Meetings Report S}

ZIRZR
© 002. Butylated hydroxytoluene (FAO Nutrition Meed

* JECFA Monographs
© = Introduction

© 003. Formic acid (FAQ Nutrition Meetings Report Series 38a)

© 273. Sodium diacetate (WHO Food Additives Series 5)
[ © 274. Sorbic acid and its calcium, potassium and sodium sa\ts@inc Additives Series 3 ]

© 275. Sulfur dioxide and sulfites (WHO Food Additives Series 5)

®F274. Sorbic acid and its calcium, potassium and sodium salts (WHO Food Additives Series S)J;d_f

7UvIU TFASZEZR RN,

FEIEAE_IBIIRROREA 54
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@ The database of evaluation of JECFA =

| m@vmLVBEORTES (1/3) |
T—AR-2D5ER%ZTTIC. FERO—ENSEAREOTHUMFERE2ER I LN TEET,
BENZOIC ACID| 04044

MmN 2 DB EE(EFTUV M EDIERZHESR.
| Benzoic AcidDBITld. 20024, 20214F(CEHTEEN

Overview Evaluations

CHEMICAL NAMES Evaluation year: 2021

TWBT, 202 1FOFHEER% ., $THRT 5.
SYNONYMS — e o
BENZENECARBOXYLIC ACID gcea'l;';i’:éme . “I “\ Sommasata o
CARBOXYBENZENE; PHENYL Meetng: 92 OJ\JUlJ_C\ @TRS &ﬁEﬁ:L‘.\o
FORMIC ACID; DRACYLIC ACID
Specs Code N
CAS NUMBER Report: TRS 1037-JECFA 92/5
65-85-0 Tox Monograph [FAS 83-JECFA G213 |

Specification TAD Cobmed Compendium of Food Additive Specifications

JUyILT, GFAS %HER. |

JECFA NUMBER

830
Evaluation year: 2002
INS

210 ADI: 0-5 mg/kg bw (1996)
COE NUMBER Comments: No safety concern at current levels of intake when used as a fle
2 Intake See BENZOATES

N 46
FEMA NUMBER Meeting:
2131 Specs Code: R

Report: TRS 913-JECFA 59/112

FUNCTIONAL CLASS

Tox Monograph: FAS 48-JECFA 57/227 (2001)

Food Additives N
PRESERVATIVE Specification COMPENDIUM ADDENDUM 12/FNP 52 Add. 12/67 (METALS

Previous Years: 2001, TRS 909-JECFA 57/73, COMPENDIUM ADDENDUM 9/F
INS MATCHES

" FELIH_IERAROEA .

@ The database of evaluation of JECFA e

[.‘%ili{ﬁh"%ﬁbb\i%eo)tﬁﬁﬂ (2/3) ]
[TRS%ZHER]

@Ctrl+FT.
ZBERE (Benzoic acid) &
MR CGGHlERZ R T,

Evaluation of certain food additives: ninety-second
report of the Joint FAO/WHO Expert Committee on
Food Additives

WHO technical report series;1037

24 November 2022 | Report

Overview
Ninety-second meeting of the Joint FAO/WHO Expert Committee on Food Additives

Virtual meeting, 7-18 June 2021

WHO TEAM
Joint FAOAYHO Expert Committee on Food Additives (JECFA), Nutrition and Food Safety (NFS),
Standards & Scientific Advice on Food Nutrition

EDITORS
World Health Organization, Food and Agriculture Grganization of the United Nations & Joint F
Expert Committee on Food Additives

NUMBER OF PAGES
7%

—~_ ®IDownload ##8LT
TRSZEMEL. F7Ro
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@ The database of evaluation of JECFA =

| mmswLBRORRS (3/3) |

(FASZH#52]

Safety evaluation of certain food additives:
prepared by the ninety-second meeting of the
Joint FAO/WHO Expert Committee on Food

@Ctrl+FT.
ZBEEM (Benzoic acid) %

IRZRL CGHlfESRZ DL TS,

Additives (JECFA)
WHO Food additives series; 83

26 May 2022 | Publication

Overview

The monographs contained in this volume were prepared at the ninety-second meeting of the
Joint Food and Agriculture Organization of the United Nations (FAO) / World Health
Organization (WHO) Expert Committee on Food Additives (ECFA), which met virtually on 7-18

o cortan June 2021. These monographs summarize the data on specific food additives reviewed by the
Toad addtives

Committee.

WHO TEAM

Joint FAO/MHO Expert Committee on Food Additives (JECFA), Nutrition and Food Safety (NFS),
=T @ Standards & Scientific Advice on Foad Nutrition

EDITORS

World Health Organization & Food and Agriculture Organization of the United Nations
Download (2 MB)

NUMBER

@ TRS (WHO Technical Report Series)

() World Hesith
S Organization

“w Health Topics « Countries v Newsroom ~ Emergendies v Data v About WHO v

JECFA Publications

Reports

« an
ueerny
wHO Tes

= T

Evaluation of certain food Evaluation of certain Evaluation of certain food

ST s =T [Reports
RIEHITO WHO Technical Report Series
TRSA = = = (TRS)IOTF®
FRINET, o

Evaluation of certain

ves and contaminants: drug residues in faod: niney- contaminants in food: ninetiesh
ninety-first report of the Joint. fourth report of the Joint

FAO/WHO Expert. FAOIIHO Exper

reportof the Jint FADIWHO.
Expert Committee on.

Access all reports

@ [Download /&L T = —— = llemwvse
sr] TRSEEUSL. ToRo AFAHEBETOTRSIEERTE
F9.
FEERE_BIRIRROZE 57 FELERE_BRIRROEA 58
0
<o
® FAS (WHO Food Additives Series) @ INCHEM (International Peer Reviewed Chemical Safety Information)
" AN LV E DS AL, CODB TR TERVNIENBIET,
G 5 Lo pSve——
a 1w
“_ Health Topics v Countries v Newsroom v Emergencies v Data v About WHO v ®a J JaE-C\ m*
Internationally Peer Reviewed ﬁ;&ﬁzﬁo
JECFA Publications Chemical Safety Information
...... "
Rapid access to internationally peer reviewed information on ¢[ilhicals published through the International Programme on Chemical Safet About
(IPCS). All types of chemicals from the full range of exposure s il tions (environment, food. occupational) are included. Searching across al ‘ INCHEM
collections or withii il fividual collections is available.
Filter your search by Showing 1 - 10 of 3272 Perpage 10 ¢
: [ mzme |
Procedurst guic = il = CAS NUMBER
- e niy - I Search. Document Title Summary
e prepared by veternarydrug resdues nfood - |
== e e e - Sorbic acid and its calcium, Toxicological evalug PR
\ — R S [Toxicological Monographs —" e pc(zss\l;z\: S a:_-:m_-_-g-e}ms 1 BHOXEHEH
E-if_f:FUﬂ'@ . . . WHO FOOd Add |t|Ve Ser|es 7440-43-9 - Food Additives Series 5) thickening agents %ﬁ&i’go
FASD‘ E__ :-- :-- ( FAS) J a)—FGD 1327-53 & 6 Sorbic acid (FAO Nutrition FAQ Nutrition Meetings Report Series No. 40A,8.C WHO/Food
TR ° Sp— P Meetings Report Series 40abc) Add./67.29 TOXICOLOGICAL EVALUATION OF SOME
%ﬂ—\énig - @rJ ECFAJEau‘yao ANTIMICROBIALS, ANTIOXIDANTS, EMU
pot T e e s Access all monographs
= €70979 38,
AFIHEBR TOFASOFHTiEER
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@ EFSA (European Food Safety Authority)

OpenEFSA  EFSAJoumal  Connect

Search news, topics, publications, ev.

2]
\' m EUROPEAN FOOD
SAFETY AUTHORITY English Mend

Avian influenza: EFSA recommends increased
protection of farms from wild birds
As the autumn migratory season starts, the protection of poultry and other farmed

animals from wild birds should be prioritised. Biosecurity should be enhanced in fur
animal farms.
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@ EFSA Re-evaluation

European | iR |&
E Commission & Engis

Food, Farming, Fisheries

Food Safety

Home WGCLGREAN Animals v | Plants v | Horizontal topics v

Home > Food > Food improvementagents > Additives > Re-evaluation

Re-evaluation

PAGE CONTENTS .
About re-evaluation

About re-evaluation
To ensure the business continuity during the COVID-19 outbreak, any data related to the safety re-

evaluation of food additives (e.g. replies to DG SANTE calls for data related to the follow-up on the
provisions for E 422, E 475 safety re-evaluation of food additives) should be submitted to the Commission by using the
and E 476 as laid do".’" by online platform CIRCABC. These measures will remain in place until further notice. No parallel or
Commission Regulation (EU) Jat Bl f th dati S —— I ired
202311329 and for E 471 as later submission of the same data in a physical medium (as well as paper copies) is required.
laid down by Commission
Regulation (EU) 2023/1428

Clarification on transitional

Please check the Guidance for online data submission on Food Improvement Agents via CIRCABC
Sante-Ca Group 4@, for further practical information on how to use the CIRCABC platform for the
o A online submission:

RDEA
P
O
daY
S
PREEBEE (CHIF D E 2 45T
3 SCF_(Scientific Committee on Food) - =Tl .
-
: i i ! SCOGS Ti&RFE
#) : sorbic acidDGRASIE#k %
Food Safety
Home | Food v |Animals v | Plants v [EEEEUEEGISERS [p)Y U.S. FOOD & DRUG
ADMINISTRATION
Home > Horizontltopics > Expertgroups > Sclentific committses > Sclentific Committee on Food - Archive
ientifi i i SCOGS (Select Commlttee on GRAS Substances
Scientific Committee on Food - Archive e ( . ) &G
° jome © GRAS Substal Database © Food Ingedient & Packaging Inventories
© SCOGS (Select Committee on GRAS Subetances
BAGE CONTENTS The opinions are published by the European Commission in their original language. Only this This database allows access to opinions and conclusions from 115 SCOGS reports* published between 1972-1980 on the safety of over 370 Generally Recognized As Safe
version is the original one. If other linguistic versions appear on this page, thesa will be clearly L : ;g\s)o V'ngdRzusb::;a;;scsogh;)GRAS ingredient reviews were conducted by the Select Committee in response to a 1969 White House directive by President Richard M. Nixon (see
Reports identified. The opinions are those of the Scientific Committees. It does not necessarily refiect the
positon Gt tie:European Cominission The SCOGS database allows users to search for the SCOGS opinion and conclusion, and includes the United States Code of Federal Reguiations (21 CFR) citation for those GRAS
Opinions food substances that have been codified in the CFR_ Many of the SCOGS reports reviewed have more than one GRAS substance and each substance was evaluated and assigned
its own individual type of conclusion on safety; Type 1, 2, 3, 4, or 5, as shown in the table below.™
Minutes Reports The SCOGS Conclusions were made by scientific experts outside of FDA. The complete background of the Select Committee is described in the History of GRAS and SCOGS.
The reports of the Scientific Committee on Food from 1974 until 1997 are published below in_pdf Search and display hints
Ct rl + F_C format The st sosted In chrnolooical orderibeginning vih the most recent repor + Select the GRAS substance below to view the record details, including the SCOGS opinion
» Select the CFR reference below to view the 21 CFR regulations.
:?Q}Ju % % E LIST OF REPORTS OF THE SCIENTIFIC COMMITTEE FOR FOOD (1974-1997) o Select the NTIS Accession Number below to retrieve the full report from NTIS
AN R ) « To sort by a specific field, click on the column header for that field.
Forty-fourth Series (2000) (No Catalogue: GT-20-98-003-EN-C, ISBN 92-826-5888-X) - (View - « To browse the records, use the Show Al FirstPrevious/Next/Last, and Jump To options at the botiom of the data table.
report) s earc h ( « To search for a specific substance/term, enter the term in the Search box and select Show Items to display only those records that contain the selected term.
(&
tﬁ ﬁiﬁi l 73 =] pownload data rom this searchable database in Excel format.Ifyou need help accessing informaton in diferent il formats, see Instructions for Downloading Viewers and
Players.
\ Basic Search | Advanced Search | Field Search
Search:  sorbic acid Show ltems || Clear |
Records Found: 381 ShowAll Page 1 of 8
6 3 —
E| 3
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@ SCOGS (Select Committee on GRAS Substances) — 5 @ NTIS (National Technical Information Services)

Select Committee on GRAS Substances
(SCOGS) Opinion: Calcium sorbate, | mzmsEaAS |
Potassium sorbate, Sodium sorbate, Sorbic

\ aCid FedelalDa‘aF’mdu[‘_; Contact Us
51 : sorbic acid(l4%3 e T———— Eeime ol

06

o edientsPa /S 2 h Partner with Us ~ Our Work  Newsroom Q
SCOGS%EEI' $E e e e Y e e R NationalTechnical If
(S 2=—y =] over 370 Generally Recognized s Safe (GRAS) food substances. The GRAS ingredient reviews wer conducted by
) the Select Cc Jeel a 1969 White President Richard M. Nixon.
Calcium sorbate, potassium sorbate, sodium sorbate, and sorbic We Help Federal Agencies put their Data to Work
acid

SCOGS Report Number: 57

NTIS Accession Number: PB262662"

Year of Report: 1975 Case Studies Joint Venture Partners
GRAS Substance ID Code 21 CFR Section . —
¢ QNIIS Case Studies About Us
it X « 03 NTIS Classified One Pager
Calcium sorbate 749255.9 1823225 " B DR O v
R —— Py T - 05 HHS Office of Inspeclor General: Combatting Health Care Fraud, Waste, and Abuse (PDE 300KB)
L JSAID PMI Partner wi
Sodium sorbate 775781-5 1823795 . e
Sorbic acid 110-44-1 1823089

Acchive Mission

What We Do
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3 GRAS Notice Inventory @ FDAIBIRNBEZERWebb A b

| Health & Human Services

U.S. FOOD & DRUG
N

ADMINISTRAI

fresdom of formston

) Freedom of Information
GRAS Notices

ntories © GRAS Notices L

Food Ingredient & Packag

faae inusr | @

arm
The invento formation about GR

rst GRAS notice. As of October 17, 2016, the GRAS fnal ule (81
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@ Applications (FSANZ)
f5l : Polysorbate 20Z1&2%&93HS (1/3)

Publications Careers Media About us

Food recalls Business guidance Consumer information Science and data Food Stal

Home > Food Standards Code > Applications

Applications

Use the filtering function below to find applications to change the Food Standards Code. All application documents and public submissions are
published on our website. You can check the status of an application on the FSANZ Work Plan which provides information on assessment timing

/{ 2% (Polysorbate 20) A% |

status - Any{

ch terms ‘
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Polysorbate 20&#% 33484 (2/3) |

— e

Applications

Use the filtering function below to find applications to change the Food Standards Code. All application documents and public submissions are
published on our website. You can check the status of an application on the FSANZ Work Plan which provides information on assessment timing
and upcoming consultation opportunities.

- N
Polysorbate 20

\ Vs

Status - Any- v Category Additive v

Search results 1-1 of 1

| zzrouwy

- /

]play: 3 v Sortby: Newest first v

A1137 - Polysorbate 20 as a Food Additive ]

Status: Gazetted
Category: Additive

FHIER_IBIRIRZ

70

16

@ Applications (FSANZ) —f5t
[ #1: Polysorbate 206 R%IBHA (3/3) |

A1137 - Polysorbate 20 as a Food
Additive [ emommrRECCEIYY |

The purpose of the Appl\cat}oé) permit the use of polysorbate 20 as an emulsifier.

ber 2018 (pdf 917 kb) | (word 144 kb)

Supporting document 1 - Safety Assessment (at approval) (pdf 1461 kb) | (word 324 kb)

Submissions (zip file 834 kb)

Call for submissions - 26 June 2018 (pdf 931 kb) | (word 132 kb)

Supporting document 1 - Safety Assessment (pdf 1461 kb) | (word 324 kb)

Administrative Assessment Report - 13 December 2016 (pdf 235 kb | (word 75 kb)

Application (pdf 575 kb)

Executive Summary (pdf 197 kb)
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1_Items to be included in the validation report of purity and other test methods

Items to be included in the validation report of purity and other test methods
(Recovery tests)

1 Title (including the name of the target substance and test items. Example: Validation report of the xxx test method
for yyy)

2 Date of report

3 Author

4 Testing institution (e.g., institution name, address, phone number, email address)

[Note: Describe the contents of (1) to (4) below for each item specified in the draft specifications|

(1) Test method
Describe the test method to be included in the draft specifications.

>

When using a test method in the General Tests of Japan’s Specifications and Standards for Food Additives
(JSFA), state the name of the test (e.g., JSFA General Test, No. 36 Arsenic Limit Test Method 1) and the
conditions specified in each Article (e.g., weight of sample, standard solution volume).
When setting up a test method other than those in the General Tests of JSFA (including when you are using
a test method that has been partly changed from the original), include the following items so that the test
can be performed by using only the information you supply:

(a) Procedure
— Include methods of preparation of test solutions and standard solutions
— Operating conditions: Describe the operating conditions (including equipment conditions) used in the test.

(b) Reagent chemicals and reagent solutions: Describe the reagent chemicals and reagent solutions used in the

test (e.g., specifications, purity, manufacturer’s name).

(c) Equipment: Describe the equipment used in the test (e.g., model, manufacturer)

(d) Operating conditions

(e) Specification values, judgment method

() Flowchart of the test method

(g) Cite and attach any references used in tests other than JSFA
Example of the description of a reference: author name, article title, journal name, year of publication,
volume (issue), page numbers

(2) Procedure of recovery tests

(a) Information about the samples used in the test, showing the origin of the sample (e.g., the name,
manufacturer, date of production, and lot number)

(b) Concentration of added analyte and rationale for setting this value

(c) Concentration and method of preparation of the standard solution to be added

(d) Method of addition of standard solution and amount added

(e) Number of trials: for samples to which the analyte was added, at least three trials; for control samples, at
least two trials

(3) Test results

Even in limit tests, such as those for arsenic, please show numerical data such as absorbance measured in the

solutions. Include the data so that the test progress is evident, bearing in mind the following points:

(a) For samples to which the analyte was added or control samples, indicate the weight of the sample and the
found values (e.g., absorbance, peak area) in table form.

(b) Provide a calibration curve if necessary.

(c)Calculate and show the concentrations of the analyte in the test solutions and the samples.

(d) If HPLC or GC is used, attach the chromatograms of the reference standard and the sample.

(e) Indicate the recovery rate and the relative standard deviation.

(4) Considerations

Describe your thoughts regarding the recovery tests.
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1_Items to be included in the validation report of purity and other test methods

Example of a report description

Validation report of Purity Tests for yyy

Date of report: MM/DD/YYYY
Author: xxx
Testing institution: xxx
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1_Items to be included in the validation report of purity and other test methods

Report on validation of the xxx test method for yyy

1. Test method
(1) Procedure
(2) Reagent chemicals and reagent solutions
(3) Equipment
(4) Quantitative calculation (formulae)
(5) Specification values, judgment method
(6) Flowchart of the test method

(7) Cite and attach any references used in tests other than JSFA

2. Procedure of recovery tests
(1) Information about samples used in the recovery test
(2) Concentration of added analyte and rationale for setting this value
(3) Concentration and method of preparation of the standard solution to be added
(4) Method of addition of standard solution and amount added

(5) Number of trials

3. Test results

4. Considerations

Note: This is an example of the report. Your report does not necessarily have to be consistent with this
if there are more appropriate ways of describing your results. Items to be included in the test method

should be changed as appropriate to suit your test method.
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2 Ttems to be included in the Test Results report

Preface

The specifications Test Results in the Overview document are intended not only to indicate the compliance of
the samples with the specifications but also to confirm that the specification values and test methods are
appropriate. Therefore, in your Test Results report, make sure you indicate not only the results to show that each
lot complies with the specifications, but also the interim progress values and the actual values measured during the

test. Also, describe the test results for each item specified in the draft specifications.
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2 Ttems to be included in the Test Results report

Items to be included in the Test Results report
1 Title (includeing the name of the target substance. Example: Test Results report test for xxx)
2 Date of report
3 Author

4 Testing institution (e.g., institution name, address, phone number, email address)

[Note: Describe the contents of (1) to (4) below for each item specified in the draft specifications|

(1) Test samples
(a) Test sample information
— Add information on the sample’s origin, such as the name, manufacturer, date of production, and lot number.
(b) Number of test samples (in principle, three or more lots)
Note: You may use three or more products from different manufacturers instead of using three lots.
(c) Number of trials (in principle, three or more trials per lot)

(2) Test method
(a) Procedure
— Include the entire text of the test method given in the draft specifications.
— For Description, refer to General Notices 27 and 28 of Japan’s Specifications and Standards for Food
Additives (JSFA).
— Operating conditions: Describe the operating conditions (including equipment conditions) used in the test.
(b) Reagent chemicals and reagent solutions: Describe the reagent chemicals and reagent solutions used in the
test (e.g., specifications, purity, manufacturer’s name).
(c) Equipment: Describe the equipment used in the test (e.g., model, manufacturer)

(3) Test results
(a) For Description
— Attach a photo of each trial for each lot as observation results.
(b) For Identification Tests
— Attach a photo of each trial for each lot as observation results for qualitative tests in which changes are
checked visually.
— In setting up an infrared absorption spectrum, attach the absorption spectrum of the test sample, investigate
which characteristic absorption band each absorption peak belongs to, and tabulate the results.
(c) For tests where specification values are set, such as Content, Specific properties, Purity Tests, and Loss on
Drying
— In Purity Tests, for limit tests that compare the color and turbidity of solutions, such as Clarity of solution,
Chloride content, and Sulfate content, indicate actual measured values as much as possible by e.g.,
measuring the absorbance at 535 nm for arsenic or 600 nm for turbidity comparison.
— Present in table form the data needed to calculate the concentrations in the test solutions and the samples,
such as the weight of the sample and the measured values (e.g., absorbance, peak area).
— Present a calibration curve if necessary.
— When HPLC or GC is used, attach chromatograms of the reference standard and the sample.

(4) Conclusion

— On the basis of the test results, conclude that the specifications (values) and test methods in the draft
specifications were appropriate.
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2 Ttems to be included in the Test Results report

Example of a report description

Test Results report for xxx

Date of report: MM/DD/YYYY
Author: xxx
Testing institution: Xxx
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2 Ttems to be included in the Test Results report

Results of the xxx test

1. Test samples

Name:
Manufacturer:
Date of production:
Lot number:

2. Test method
(1) Procedure
(2) Reagent chemicals and reagent solutions

(3) Equipment

3. Test results

4. Conclusion

Note: This is an example of how to prepare a report. Your report does not necessarily have to be
consistent with this if there are more appropriate ways of describing your results. Items to be

included in the test method should be changed as appropriate to suit your test method.
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3 Ttems to be included in the validation report of analytical methods for food additives in foods

Items to be included in the validation report of analytical methods for food additives in foods

(Recovery test)

Note: This is an example of items to be included in a report. Your report does not necessarily have to be
consistent with this if there are more appropriate ways of describing your results. You may change the item
numbers, names, and other content as appropriate. Applicants may conduct the test(s) themselves or may outsource

to an external testing institution.

1 Title (including the name of the target substance. Example: Validation report of the analytical method for xxx in
foods)
2 Date of report
3 Author
4 Testing institution (e.g., institution name, address, phone number, email address)
5 Purpose
6 Analytical methods
(1) References, etc. (e.g., author name, article title, journal name, year of publication; volume (issue), page numbers
(2) Contents of the analytical method
(a) Outline of the analytical method (Provide a concise summary of the principles, etc.)
(b) Reagent chemicals and reagent solutions
(c) Equipment
(d) Operating conditions
(e) Method of preparation of the test solutions (preferably submit a flowchart of the preparation)
(f) Quantitative calculation (formulae)
7 Procedure of recovery tests
(a) Information about the foods used in the tests and the basis for selecting the foods
(b) Concentration of added analyte and rationale for setting this value
(c) Concentration and method of preparation of the standard solution to be added
(d) Method of addition of the standard solution and amount added
(e) Number of trials: for samples to which the analyte was added, at least three trials; for control samples, at
least two trials
8 Test results
(Present your data so that the progress of the test can be seen.)
(a) Test implementation date
(b) Implementation results
(For both samples to which the analyte was added and control samples, indicate the data needed to calculate
the results, such as the weight of the sample, the found values (e.g., absorbance, peak area), the concentrations
in the test solutions, and the concentrations in the samples in table form.)
(c) Calibration curve
(d) Chromatogram
(When HPLC or GC is used, attach chromatograms of the reference standard and the samples (samples to
which the analyte was added and control samples)

(e) Lower limit of quantification of the analytical method
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3 Ttems to be included in the validation report of analytical methods for food additives in foods

(f) Recovery rate, relative standard deviation
9 Considerations
(Describe your thoughts regarding the recovery tests. Example: We think this method is applicable to measure

the concentration of the substance in foods.)
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4 Ttems to be included in the test report for validation of the enzyme activity determination method

Items to be included in the test report for validation of the enzyme activity determination method

1 Title (including the name of the target substance and test items, Example: Validation report of the enzyme

activity determination method for xxx)

2 Date of report

3 Author

4 Testing institution (e.g., institution name, address, phone number, email address)

5 Purpose (Example: To validate that the method we established can yield stable test results for determination
of the enzyme activity of xxx by showing the enzyme reaction conditions and the details that have

been examined by the quantitative method of the reaction products.)

6 Determination method
(1) Outline of the determination method
Describe the principle of the enzyme activity determination method and cite and attach any references.
Examples of a reference and items included in it:
— A reference on enzyme activity determination methods, with author name, article title, journal
name, year of publication, volume (issue), and page numbers
— A reference on the quantitative method of the products of enzymatic reaction: author name, article
title, journal name, year of publication, volume (issue), and page numbers
(2) Details of the determination method
(a) Reagent chemicals and reagent solutions
— Grade of the substrate and other reagent chemicals used in the test (e.g., catalog numbers)
— Grade of the standard enzyme used as a positive control (e.g., catalog number)
(b) Equipment
(c) Method of handling of test items (Describe in detail the items to be included in the draft specifications.)
— How to prepare the sample solution and substrate solution
— How to handle enzyme reactions
— Quantitative method of reaction products
(d) Calculation of enzyme activity (formula) and its explanation
Include the definition of enzyme units and enzyme activity specification values (proposed).
(e) Flowchart of the determination method (strongly desirable)
(3) Rationale for establishing the determination method
Describe in detail the rationale used to establish the determination method.
If you performed some experiments, indicate their contents and results and describe the reasons for
your determination; include the raw data so that we can see the process.

If you want to cite a reference, add an excerpt of the content.
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4 Ttems to be included in the test report for validation of the enzyme activity determination method

(a) Details of preparation of sample solutions (e.g., diluent, dilution factors)
(b) Details of enzyme reaction conditions (e.g., substrate concentration, reaction conditions such as pH,
temperature, time)
(c) Details of the quantitative method of reaction products
— Method of handling
— Calibration curve (e.g., concentration range of linearity, correlation coefficients)
— If HPLC or GC is used, chromatograms of the reference standard and the test sample should also be
submitted.

(4) Other items considered

7 Validation of the determination method
To validate the enzyme activity determination method, perform the following tests.
Make sure you describe the sample used in the test to show the sample’s origin (such as the name,
manufacturer, date of production, and lot number).

(a) Prepare sample solutions with different dilution factors from a single sample (setting concentrations at
the center of the calibration curve and at points close to the lowest and highest concentrations; perform
five trials per sample), measure the enzyme activity, and show the results (per sample) by using raw
data (e.g., absorbance).

(b) Determine and compare the average value and relative standard deviation of the enzyme activity at

each dilution factor.

8 Considerations

Describe your thoughts regarding the performance of the enzyme activity determination method.
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Handbook for the Procedure
General notes

This Handbook for the Procedure has been compiled to give readers a quick

understanding of “The Procedure for Preparing Application Documents for Designation of

Food Additives and Revision of Use Standards for Food Additives,” issued by the Ministry
of Health, Labour and Welfare (MHLW).

The Handbook for the Procedure has the following structure:

General notes Comments for the entire application document

I. Outline of food additives
II. Effectiveness

III. Safety

IV. Daily intake

V. Cited references

Appendices: Information search guide, Concept of food risk assessment, Precautions when
conducting new safety tests

Handbook for the Procedure: General notes 1

Comments for creating an Overview document

Background
Terms

Chapter 1

Chapter 2

Chapter 3

Chapter 4

4-1

Contents

Flow for designating food additives and revising
specifications or standards

Food additive designation system

Application for designating food additives and
revising specifications or standards

What are the application documents?
What is an application form?
What are attached documents?

What is an Overview document?

Points to note when creating an Overview document
Points to note regarding descriptions

Structure of an Overview document

Regarding cited references
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Background

This Handbook for the Procedure is compiled for the applicant. The handbook is based
principally on the Attachment to the “Procedure for Preparing Application Documents for
Designation of Food Additives and Revision of Use Standards for Food Additives” (issued
by MHLW on September 9, 2014; hereafter, the “2014 Procedure”).

However, the four guidelines stipulated for food additives by the Food Safety
Commission of Japan (FSCJ) were revised in September 2021
(hereafter, the “2021 Guidelines”).

Therefore, some parts of this Handbook for the Procedure (particularly, “III. Safety,” “IV.
Daily intake”) provide explanations in accordance with the 2021 Guidelines.

Furthermore, the MHLW'’s “Guidelines for the Designation of Food Additives and
Revision of Use Standards for Food Additives” (hereafter, the “2022 MHLW
Guidelines”) were revised in September 2022.

If the handling differs between the 2014 Procedure and the 2022 MHLW Guidelines, the
content of the 2022 MHLW Guidelines takes precedence. Therefore, some parts of this
Handbook for the Procedure provide explanations in accordance with the 2022 MHLW
Guidelines.

Handbook for the Procedure: General notes 3

Terms [1/3]

The following abbreviations are used in this Handbook for the Procedure.

General terms

Additives:
FADCC:

FAO:
FSCJ:
JECFA:
JSFA:
MHLW:
PAFSC:
WHO:

Food additives
Food Additive Designation Consultation Center

Food and Agriculture Organization of the United Nations

Food Safety Commission of Japan
Joint FAO-WHO Expert Committee on Food Additives

Japan’s Specifications and Standards for Food Additives

Ministry of Health, Labour and Welfare
Pharmaceutical Affairs and Food Sanitation Council
World Health Organization

Handbook for the Procedure: General notes
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Terms [2/3]

The following abbreviations are used in this Handbook for the Procedure.

Terms related to Guidelines and the Procedure

2022 MHLW Guidelines: Ministry of Health, Labour and Welfare of Japan, Sei-shoku-hatsu 0929
No. 3 “Guidelines for the Designation of Food Additives and Revision of
Standards for Use of Food Additives” (September 29, 2020)

Ministry of Health, Labour and Welfare of Japan, Shoku-an-ki-hatsu 0909
No. 2, Attachment to the “Procedure for Preparing Application
Documents for Designation of Food Additives and Revision of Use
Standards for Food Additives”

(September 9, 2014)

A prototype published by FADCC for preparing an Overview document,
based on Appendix 3 of the 2014 Procedure

Four guidelines stipulated by FSCJ (revised in September 2021), namely:
“Guidelines for the Risk Assessment of Food Additives,” “Guidelines for
the Risk Assessment of Food Additives for Fortification,” “Guidelines for
the Risk Assessment of Additives (Enzymes) in Foods,” and “Guidelines
for the Assessment of Flavoring Substances in Foods on Health”

2014 Procedure:

Template:

2021 Guidelines:

Note: These four guidelines are for food additives in general (including processing aids and additives
for breast-milk-substitute foods); nutritional-component-related additives; enzymes; and flavoring
substances, respectively.

Handbook for the Procedure: General notes

Terms [3/3]

The following terms are used in this Handbook for the Procedure:

In the Handbook for the Procedure, “food additives in general”
refers to additives other than nutritional-component-related
additives, enzymes, and flavoring substances.

Food additives in
general:

“Processing aids” refers to additives covered by the contents of
“Chapter 3 Approach to the risk assessment of processing aids”
in the Guidelines for the Risk Assessment of Food Additives.

Processing aids:

“Breast milk substitutes” refers to additives used in breast-milk-
substitute foods for infants up to 4 months old and covered by
the special regulations established in the Guidelines for the Risk
Assessment of Food Additives.

Additives for breast-
milk-substitute
foods:

Handbook for the Procedure: General notes
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Chapter 1-1. Flow for designating food additives and
revising specifications or standards

(a) Preparation of application documents to request the food additive designation
and revision of specifications or standards

FADCC will support applicants by providing advice on preparing application documents and
other procedures.

(b) Submission of application documents to MHLW.
' After confirming the contents of the documents, MHLW will ask FSCJ to conduct a food risk

assessment.

(c) Deliberations by FSCJ

' After a food risk assessment is conducted, MHLW is notified of the results.

(d) Procedures for food additive designation and revision of specifications or
standards by MHLW

On the basis of the assessment performed by FSCJ, the Pharmaceutical Affairs and Food
Sanitation Council (PAFSC) will discuss whether or not the said additive is to be designated.

On the basis of the deliberation results, procedures for food additive designation and revision of
specifications or standards are performed and the substance then becomes available for use as
a food additive.

Handbook for the Procedure: General notes 7

Chapter 1-2. Food additive designation system

The following regulations apply to the use of additives in food:

(a) Additives that are not designated as food additives by Japan’s Minister of Health,
Labour and Welfare must not be used in foods in Japan.

Note: Additives on the List of Existing Food Additives (published by MHLW in 1996), natural flavoring
substances, and Ordinary foods used as food additives are exceptions.

(b) Even if a substance is already designated as a food additive, its use is prohibited if
it does not meet the specifications, and it may not be used in a way that does not meet
the usage standards. (Food Sanitation Act Article 13 (2))

In the following cases you must apply for designation to Japan’s Minister of Health, Labour
and Welfare:

- If you want to use substances that are not designated as food additives by MHLW.
---> Proceed to apply for a new designation.

- If you want to revise existing specifications or standards
---> Proceed to apply for the revision of specifications or standards.

Handbook for the Procedure: General notes 8




Chapter 1-3. Application for designating food additives and

revising specifications or standards

Application procedure and application documents

1. An application form should be submitted to the Minister of Health,
Labour and Welfare along with the required attached documents.

A set of an application form and attached documents is called the
“application documents.”

2. Application documents should be prepared by applicants.
Applicants are not limited to corporations that manufacture food
additives.

Anybody who, on their own, can collect, examine, and summarize the

documents regarding the appropriateness of using the relevant food

additives, the safety and effectiveness of the use, and the setting of the

specifications is eligible to make an application.

Handbook for the Procedure: General
notes

Chapter 2-1. What are the application documents?

These are the contents of the application documents in accordance with the 2022 MHLW
Guidelines. “3. Overview document” has almost the same content as that of the 2014
Procedure.

[ Application form ] |:>'W”te‘"33pa"ese--

4 AW 2 \

1. Draft specifications
3 |\ )
5 R

( ) i The core of the application

g 2. Draft stanQards for use | documents
g and comparison table ) | Write in Japanese. =
©
Lo) e ) Y
Q2 3. Overview document
g L ) ' References and other documents
B i (including test data, etc.) that
< 1 serve as the basis for 1 to 3.

4. References ! Write in Japanese or English.

' Make sure you attach the

1 Japanese translation of the

written in a foreign language
i other than English.

,
\
s N
—
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i relevant part if the document is

€9t

Chapter 2-2. What is an application form?

An application form is a document that conveys your wishes for designation of food

additives or revision of specifications to Japan’s Minister of Health, Labour and Welfare.
The form shall be written in Japanese. The attached form describes the contents of the

form in English. (See Appendices 1 and 2 of the 2022 MHLW Guidelines.)

‘ Sample (for new designation) ‘

MM/DD/YYYY

Name: Representative Director of xxx, yyy Co., Ltd.

Dear Minister,
Address: xxx, yyy City, zzz Prefecture

We apply for designation of the following substance as a food additive that has no risk of harm to
human health, according to the provisions of Article 12 of the Food Sanitation Act.

(Product name)

Handbook for the Procedure: General notes

Chapter 2-3. What are attached documents? [1/6]

The contents of the attached documents required by the 2022 MHLW Guidelines for the

application are almost identical to those in the 2014 Procedure. Therefore, the explanation in

this handbook basically follows that in the 2014 Procedure.

However, note that, depending on the type of food additive (food additive in general,
nutritional-component-related additive, enzyme, flavoring substance), the necessary
description items (e.g., physicochemical characteristics, safety tests) based on the 2021
Guidelines may change. Therefore, where necessary, this handbook provides
explanations according to the 2022 Guidelines.

Explanations will be given for the same application procedures in the following files
+ I. Outline of food additives

« II. Effectiveness

« III Safety

« IV. Daily intake

+ V. Cited references

Handbook for the Procedure: General notes 12




Chapter 2-3. What are attached documents? [2/6]

Attached documents are materials that provide an overview of the food additive for which designation
is requested, as well as the basis for its effectiveness and safety. They serve as material for
deliberations by FSCJ, the PAFSC, and other organizations.

The following is the structure of the attached documents in accordance with the 2022 MHLW Guidelines.

1. Draft specifications

2. Draft standards for
use and comparison
table

| 3. Overview document

| 4. References

To be created when applying for the designation of new food
additives and revising the existing specifications.

They are a rewrite of the draft specifications in the Overview
document in the form of the relevant Article in the JSFA.

To be created when applying for the designation of new food additives
and revising the existing use standards.

They are a rewrite of the draft standards for use in the Overview
document in the prescribed form.

Contents are almost the same as in the Overview document of the
2014 Handbook. It consists of items 4 to 11 in the Table on the next
slide.

Documents that support the claims stated in the Overview document
should be attached.
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Chapter 2-3. What are attached documents? [3/6]

Documents to be attached to the application form for designation of food additives or revision of

specifications and standards

Type of document(s) Designation Revision of Specifications
standards revision
for use
1. Draft specifications O - @)
2. Draft standards for use and comparison table (@) O -
3. Overview documents @] (@) (@)
4. Document(s) regarding the name and purpose of uses @] (@) A
5. Document(s) regarding the origin or details of @] A AN
development
6. Document(s) regarding the conditions of use overseas @] O VAN
7. Document(s) regarding safety evaluations by (@) AN VAN
international organizations
8. Document(s) regarding physicochemical properties (@) AN O
and specifications
9. Documents regarding the draft standards for use O (@) -
10. Documents on effectiveness
(1) Effectiveness as a food additive and comparisons of O (@) A
effects with those of other food additives of the same
category.
(2) Stability in food (@) AN YAN
(3) Effects of the food additive on main nutrients in foods O A AN
11. Documents for the risk assessment * * *

O: Documents that should be attached; A: Documents that should be attached when there is available knowledge or new

knowledge, -: Documents that do not normally need to be attached.
Note: Refer to the 2021 Guidelines
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Chapter 2-3. What are attached documents? [4/6]

The contents of the attached document "1. Draft specifications" are the same as those of the Draft
specifications in "3. Overview document." However, The contents of the Overview document are
written in table form, whereas those in the attached document are written in the form of the relevant
Article in the JSFA. The document shall be written in Japanese. The attached form describes the

contents in English.

Sample of Draft
specifications

NaClO,
Sodium chlorite [7758-19-2]

Content:

Confirmation test 1

Sodium chlorite

Molecular weight: 90.44

This product contains not less than 70.0% of sodium chlorite (NaClO,).

Properties: This product is a white powder with no odor or a slight odor.
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Chapter 2-3. What are attached documents? [5/6]

In "3. Overview document," the draft specifications are written in table form, as shown below.
(For more details, refer to “Handbook for the Procedure I-2, Outline of food additives (2).”)
The document shall be written in Japanese. The attached form describes the contents in

English.

‘ Sample of draft specifications in table form (excerpted from 2014 Handbook) ‘

Item Draft specifications

Reference

specifications

(a) Name (Japanese)

(b) Name (English)

\—M/\A/\//—\/

Reference specifications
1 &
2%

Handbook for the Procedure: General notes
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Chapter 2-3. What are attached documents? [6/6]

"Draft standards for use" in Attached document "2. Draft standards for use and comparison table" has the
same content as "Draft standards for use" in "3. Overview document."

If you apply for a revision of standards for use, attach a comparison table of before and after the revision
as shown below.

(Please underline the changed parts.) (For more details, refer to the "Handbook for the Procedure I-2,
Outline of Food Additives (2).")

The document shall be written in Japanese. The attached form describes the contents in English.

‘ Draft standards for use (Example) ‘

After revision Before revision
XXX XXX

Xxx must not be used in foods Xxx must not be used in foods
other than citrus fruits (excluding other than citrus fruits (excluding
mandarin oranges) and potatoes. mandarin oranges).

Xxx potassium must be used in Xxx must be used in such a way
such a way that no more than that no more than 0.010 g will
0.010 g will remain in 1 kg of citrus | remain in 1 kg of citrus fruits
fruits (excluding mandarin oranges) (excluding mandarin oranges), in the
and no more than 0.007 g will form of xxx.
remain in 1 kg of potatoes, in the
form of xxx.

Note: xxx is the name of the food additive.
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Chapter 3-1. What is an Overview document? [1/2]

The attached document “3. Overview
document” consists of the five parts shown on
the left.

- It is to be prepared in accordance with the
Overview

ﬁ 4\ 2014 Handbook; however, III and IV are to be
documents written in accordance with the 2021 Guidelines.

1 Outline of food additives Items 4 to 9 of the 2022 MHLW

L ) Guidelines
II. Findings regarding effectiveness Item 10 of the 2022 MHLW
| ) Guidelines

III. Findings regarding safety

Item 11 of the 2022 MHLW
Guidelines (2021 Guidelines)

" IV: Estimation and examination of Ad...
. daily intake
V. List of cited references ] List of cited references
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Chapter 3-1. What is an Overview document? [2/2]

Chapter 3-2. Points to note when creating an Overview document [1/2]

jure

. The applicant is responsible for preparing the Overview document.
2. The Overview document must be written in Japanese.

3. When preparing an Overview document, basically follow the 2014 Handbook.

4. However, among the items listed in the Overview document, those related to
safety should be written in accordance with the 2021 Guidelines.
The items and the arrangement may differ partly, depending on the type of food
additive (food additive in general, nutritional-component-related additive,
enzyme, or flavoring substance).

5. The documents listed in the list of cited references in the Overview document
may be attached as they are, as long as they are written in Japanese or English.

For documents written in other languages, make sure you translate the
referenced parts into Japanese and attach them to the relevant document.
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Preparing an Overview document requires knowledge of the chemistry, toxicology,
etc., related to food additives.

In addition, to make the Overview document meet the requirements of FSCJ and
MHLW, applicants need to devise ways to explain and present information.

FADCC will advise you so that you can prepare the Overview document appropriately.
Specifically, it comments on the scientific accuracy and appropriateness of the
specifications in the Overview document so that applicants can make the necessary

corrections.
Draft Overview
document

Repeated
corrections

Comments

Handbook for the Procedure: General notes 20

Note that such a document is called a
“Draft Overview document” until it is completed.

Applicants are required to correct the draft several times
in accordance with the comments made by FADCC,
aiming for completion.

Correction




Chapter 3-2. Points to note when creating an Overview document [2/2]

Recommendations for the items to be included in your Overview document are
available on FADCC's website. You can download them for your reference.

Contact information

Note:

O ] —_—
Aad

’ |
The face-to-face meeting is conducted

In J3panese st our center Non-
Japanese-speking applicents ore [Guidelines for the Designation of Food Additives and Revision of
e o 5 ied b i
e by be rmompanies by ndards for Use of Food Additives]
interprete, f necessary.
Guidelinesor for Use of Food

Additives was revised by Minister of Health, Labour and Weﬁm September,2022.

Guideline

+ Revision of Guidelines for the Dt tion of Food Additive
ToP Food Additives

'd Revision of Standards for Use of

M f FADCC i i
ission o [Procedure for the application]

+ Click the following link to see "The Procedure for Preparing Applicki
e Re e Standards for Fooy

Information recommended for
use.

gffn September 2021. The ljnked LE

EiSNSTCeRStitatin Designation of Food Additives and Revision of
RUEAELREERSAMERICBT 3F3)

Inquiry Note:

the docuny i August 2014 and underwent g
ok

Access
[Standards for Risk Assessment]

o BPPB0a Additives *, "Guidelines for the Assessment of
Flavoring Substances in Foods on Health", "Guidelines for the Risk Assessment of Additives
(Enzymes) in Foods" and " Guidelines for the Risk Assessment of Food Additives for Fortification”

FAQ about Inquiry

Guideline (Japanese version) were revised by the Food Safety Commission of Japan (FSCJ) in September
2021.
Advisers + Guidelines for the Risk of Food Additives (Revised Guideline for of the
Effect of Food on Human Health Regarding Food Additives) [September, 2021
+ Guidelines for the of Flavoring. in Foods on Health [September 2021]
Links. + Guidelines for the Risk of Additives (Enzymes)_in Foods 2021]
+ Guidelines for the Risk of Food Additives for Fortification [: tember, 2021]
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Chapter 3-3. Points to note regarding descriptions [1/5]

The description in the Overview document shall be written on the basis of objective evidence so
that the natural properties and benefits of the substance for which food additive designation is
sought can be understood in deliberations by FSCJ or PAFSC.

(a) Clearly state what you want the readers to understand about the application substance.
(b) Clearly explain the background and the basis of why the description is appropriate.

For example, to explain effectiveness, refer to the following sentence structures

Using xxx (substance name) shortens the time of *** in the food manufacturing process
and can prevent the deterioration of raw materials.

This is due to the ** property of xxx, and this ability is superior to that of conventional
(b) food additives in improving @@@.
The data underlying this fact are shown below. ——————
Compared with similar food additives, it delivers higher values in terms of **, ——
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Chapter 3-3. Points to note regarding descriptions [2/5]

1. Make sure you indicate the basis for the details given in the Overview document by using cited
references.
Especially when writing numerical values, check the original and cite the values accurately.

Example: The substance xxx has the property of *** (Reference 1), and it has already
been used as a food additive overseas (Reference 2).

2. If you cite several parts from the same document, include the page number of the citation in
the main text of the Overview document so that it can be easily identified.

Example: “It is ...” (Reference 15, page 72)

3. If you cannot find the information you need after searching the Internet, don’t just write “No
information” or similar in the main text; instead, give evidence of your search.

For example, convert a document containing the search engine's name, search terms, search
date, and a screenshot of the search results into a PDF and submit it as a cited reference.
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Chapter 3-3. Points to note regarding descriptions [3/5]

4. Many reports by international organizations, such as JECFA, are based on
literature reviews. However, please obtain the original and provide a concise
explanation based on it, instead of just citing the necessary part of an
organization’s report. If you can’t get the original, explain this in the main
text of the Overview document.

5. When citing the assessment document prepared by FSCJ, transcribe the
said part without any corrections or omissions. Also, specify the beginning
and end of the citation.

Examples: (Start of citation) [ ~quoted text~ J (End of citation)

Handbook for the Procedure: General notes 24




Chapter 3-3. Points to note regarding descriptions [4/5]

6. When citing a reference in the main text, write the corresponding reference number
immediately after the citation so that the reader can quickly identify the corresponding
reference.

O Example of favorable description

The origin of the target substance is substance B (Reference 2), obtained by adding various
chemical modifications to substance A extracted from a plant named xx (Reference 1).

x Example of unfavorable description

The origin of the target substance is substance B, obtained by adding various chemical E
modifications to substance A extracted from a plant named xx (Reference 1, Reference 2). i
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Chapter 3-3. Points to note regarding descriptions [5/5]

For the development of the draft specifications there are detailed rules regarding the names of reagent chemicals and
the way in which test methods are described.

Example:
- Reagent names and test methods, in principle, conform with Japan’s Specifications and Standards for Food
Additives (JSFA).
- Pay attention to spelling and terminology: e.g., [B&U—RUIIZDEN—>ZOAE]
[25¢—imt M- IEA]
— Units:
e.g., milliliters: — not ml but mL

EERS ARG

BERRINIER

National Institute of Health Sciences wow  mex  mx  msx ms=  mmr  moc g
Refer to the “Explanation for creating specifications for
food additives” on the website of the Division of Food
Additives, National Institute of Health Sciences (only in
Japanese)

BEFNNORA MU RO

http://www.nihs.go.jp/dfa/dfa_jp/jsfa_explanation.html
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Chapter 3-4. Structure of an Overview document [1/2]

Template for creating an Overview document

The structure of an Overview document follows the content in Appendix 3 of the 2014 Handbook. However,
in accordance with the changes in the items and arrangement due to revisions of the MHLW Guidelines,
FADCC has made templates for creating an Overview document. It will provide templates for each type of
food additive, namely food additives in general (including processing aids and breast-milk substitutes),
nutritional-component-related additives, enzymes, and flavoring substances.

- The templates are posted on the FADCC website and will be updated occasionally. Please check
them as necessary.

- When it comes time to write a draft of the Overview document, FADCC will send the latest template
to you. Please use it.

- As a general rule, don’t change the items written on the template.
- You can avoid leaving out or misspelling items by using the template.
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Chapter 3-4. Structure of an Overview document [2/2]

An example of items in the first part of a template is as follows.
Please prepare your Overview document by using the template sent by FADCC.

Qutline of the food additive
. Name and purpose of use
(1) Name
(2) CAS registry number, etc.
(3) Purpose of use
[(4) Method of use*

2. Origin or details of de\m Describe clearly how the substance is expected to be

3. Actual situation of use in Japan | Used as a food additive.
and overseas In the items under “1. Name and purpose of use,”
(1) Japan make a sub-item “(4) Method of use” after sub-item

(2) Codex “(3) Purpose of use.”

= = <Omitted below> = =

It is essential to state the history, purpose, and merits
of use of the substance as a new food additive.
Therefore, establish an “Introduction” section at the
beginning of the Overview document and explain
these things.

*Note: The template has been created on the basis of Appendix 3 of the 2014 Procedure.
In the 2014 Handbook, there are no items called “(Purpose of application)” and “Method of use.” However,
they are added to the template because such information is essential.
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Chapter 4-1. Regarding cited references [1/8]

Make a list of cited references at the end of the Overview document, and submit the full
reference documents as separate files (PDF file, etc.) from the Overview document.

[ Application documents ]
1. Draft specifications
[} S J
)
‘q:) { N
£ 2. Draft standards for use and
§ | comparison table )
U { N
5 3. Overview document PDF file of the reference
5 L ) documents.
o] If the reference document was
=z | written other than in Japanese or
4. References == | English, submit a Japanese
L J U translation of the relevant part
(cited part) together with the
original version in PDF form.
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Chapter 4-1. Regarding cited references [2/8]

1 Not only printed materials such as books, papers, and reports, but also
information published online can be used in PDF form. However, there is
much uncertain information on the Internet, so if you want to use this
information as a reference, check its veracity yourself. You may wish to
include:

(a) Public information, such as reports from specialized

public organizations (including web postings)
(b) Academic papers in specialized fields
(c) Books in specialized fields
(d) Measurement data from in-house tests
and analytical institutions

FADCC believes that
reliability is highest to
lowest in numerical
order from (a) to (f).

(e) Articles published in newspapers and magazines
(f) Articles on the web other than (a) to (e)

2 Check that the publication is the latest
Note that reports from public institutions are updated from time to time.
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Chapter 4-1. Regarding cited references [3/8]

(continued)

3 Number the documents in the reference list of the Overview
document in citation order (order of appearance). Mark, or
highlight, the parts of the reference that you referenced in
the Overview document.

Use of a marker with about 50% opacity is recommended so
that the highlighted text can be read without problem.

4 If you need to indicate a citation from a reference hundreds
of pages long, consider the convenience of readers when
preparing the document. For example, extract only the
necessary parts and convert the extract to a PDF together
with the front page of the reference (publisher’s information
in the case of books) and the table of contents.

5 Make sure you follow the necessary procedures so that no
problems arise regarding the copyright of the references.

Handbook for the Procedure: General
notes

Chapter 4-1. Regarding cited references [4/8]

(continued)
6 To use searched content on the Internet as a reference, it is convenient to

convert the following contents into a PDF file: the search-site name, search date,
search words (search formula), and search results.

7 Legal notices, etc.
Regarding 1.(a) Public information, such as reports from specialized public
organizations (including web postings), you can download the legal notification
information online and convert it into a PDF for use as a cited reference.

In such a case, download the required information from the government website
that issued the notification.

Note: You can search for the laws, regulations, and notifications related to the
Ministry of Health, Labour and Welfare regulations by using the following website:
Ministry of Health, Labour and Welfare (MHLW),
Database for laws and regulations (Japanese only)
https://www.mhlw.go.jp/hourei/
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Chapter 4-1. Regarding cited references [5/8]

7 Legal notices, etc. (continued)
MHLW, Database for laws and regulations (Japanese only)
https://www.mhlw.go.jp/hourei/

ERET—INR-ZAY-ER

HEEERET —HIN—IAP—EX

" " You can search
BiR (&%) 1835 Bix (&%) 8%
by keyword
AERTA ARBA NF - MBS from here.

AT, BEwa | [ EReCE. BEaea
FEOER. B, 4. & | [FEoxuns. @ A%
FEERFTEFT. SERRTEET.

R | IEETE )

PRBETE, BESHE
FREDERNREICDNTH
BETEFT.
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Chapter 4-1. Regarding cited references [6/8]

8 Example of a list of cited references

« For Papers: (Author name, paper title, journal name, year of publication, volume number,
page numbers (start-end)

01 Schweikl H, Schmalz G, Gottke C, et al.: Mutagenic activity of various dentine bonding
agents. Biomaterials 1996;17:1451-6

02 #aAR—F, BERHEAN, ZHHF : BARRIEERDTR2015FR (TET) DY Z17)UTEDIHN
IﬁquP(Dt@:)D Eﬁ*ﬁf@ﬂ&ﬁtﬁnﬁ EmEEFMES 2020;61:53-7.
doi: https://doi.org/10.3358/shokueishi.61.53

« For Books: (author name; names of chapter; section, and item; book title, editor name,
publisher, page numbers (year of publication)
03 HEE=: RNRAIMEZEMN)Y-OEEE i

pp 59-87 (2020)
04 1)\t “EERAINMBH BAEERRIFIGS e, FEHIRH, p 201 (2016)

05 House JK: “Recent Health Science, 2nd ed.”, eds. by Morrison L, Benjamin M, Eiken Press
Inc., pp 123-234 (1997)

« For Japan’s Specifications and Standards for Food Additives

06 B&5E4 HEET: 29. i (RFRLLERE) |, 36. tREE. FIREMINNAE
& pp 59-62, 84-88 (2018)
https://www.mhIw.go.jp/content/l1130500/000641285 pdf (7J€XH :2023/7/7)

07 BAESEE HEET: L 04>, ENRBEAINYIANTESE pp 1027-1028 (2018)
https://www.mhlw.go. Jp/content/ll130500/000641285 pdf (7728 : 2023/7/7)
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» For FSCJ Evaluation documents
08 EmMTELRER | MIWFHEE —REESXFIV]. 2019 F£1H

 For Notices
09 EFEMRNIMIFAE 2018 (COWT, Fak 30 F£3 A 29 HELF 0329 £ 1 SEEFHEESE- L&
BmERREA
« For Internal reports (documents) (Company name: Report (documents) title, XX Company
internal report (document), year of creation)
10 @ o k=1t | A AFBRIRES, 0 @ kSt HRNIRES, 2023

« For Websites (Website name: Title of relevant page, source URL (Accessed MM DD, 202x)

11 ECHA (European Chemicals Agency): 1-vinylimidazole, Acute Toxicity, oral
https://echa.europa.eu/es/registration-dossier/-/registered-dossier/12790/7/3/2 (79X
H :2023/7/7)

12 BASEER  REFERRAABORR, ¥k 29 FERERE REATRS
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/kenkou/eiyou/h29-
houkoku.html (72€X8 : 2023/7/7)

« For US CFR 21

13 The Code of Federal Regulations, Title 21(food and drug), Chapter 1, Part 177, Subpart B,

Sec. 177.1670 polyvinyl alcohol film
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Chapter 4-1. Regarding cited references [8/8]

- For CODEX Guidelines

14 CODEX ALIMENTARIUS: Class names and the international numbering system for Food additives CXG/GL 36-1989
Amendment 2016; 1-5, 45

» For JECFA FAS

15 Metatartaric acid. In: WHO (ed.). Food Additives Series 75, Safety evaluation of certain food additives, prepared by the
84th meeting of the Joint FAO/WHO Expert Committee on Food Additives (JECFA), Rome, 6-15 June 2017, WHO,
Geneva, 2019, 145 163

« For JECFA TRS

16 Metatartaric acid. In: WHO (ed.). Technical Report Series No.1007, 84th Report of the Joint FAO/WHO Expert
Committee on Food Additives, Rome, 6-15 June 2017, WHO, Geneva, 2017, 43-49

« For JECFA Specifications

17 Magnesium stearate. In FAO (ed.). JECFA Monographs 17, FAO/WHO Compendium of Food Additive Specifications.
Joint FAO/WHO Expert Committee on Food Additives 80th meeting, 2015, 27-30

18 Triethyl Citrate. Combined Compendium of Food Additive Specifications. The Joint FAO/WHO Expert Committee on
Food Additives (JECFA), Online Edition.

https://www.fao.org/fileadmin/user_upload/jecfa_additives/docs/monograph7/additive-477-m7.pdf (Accessed July 7,
2023)
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This is the end of the General notes.

Next, see the following notes
I. Outline of food additives
II. Effectiveness
III. Safety
IV. Daily intake
V. Cited references

For I to V, a Handbook for the Procedure suitable for each section has been
provided according to the type of food additive, namely food additives in general
(processing aids, breast-milk substitutes), enzymes, nutritional-component-related
additives, or flavoring substances, and the content of the application (new
designation, revision of standards for use, revision of specifications).

If you think the target substance may fall under processing aids or breast-milk
substitutes, please refer to “Handling of processing aids and breast-milk
substitutes.”

Also, when seeking information, refer to the Information Search Guide.
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