B Revision of Specifications and Standards to Update the Official
Compilation of Food Additives

The government of Japan will revise the existing specifications and standards for food

additives.

Summary

Japan prohibits the sale of food additives that are not designated by the Minister of
Health, Labour and Welfare (“the Minister”) under Article 12 of the Food Sanitation Act
(“the Act”). In addition, when specifications or standards for food additives are stipulated
pursuant to Article 13 of the Act, the sale of those additives are prohibited unless they

meet the specifications or the standards.

The specifications and standards established based on Article 13, paragraph (1) of the
Act are stipulated in the Specifications and Standards for Foods, Food Additives, Etc.
(Public Notice of the Ministry of Health and Welfare No. 370 of 1959, “the Public Notice”).
The Public Notice contains general notices, general tests, and reagents and solutions
required for the testing of food additives as well as compositional specifications for

additives and standards for the storage, manufacturing, and use thereof.

On the other hand, the Act requires the Minister and the Prime Minister, in Article 21
of the Act, to prepare the Official Compilation of Food Additives containing compositional
specifications and standards for food additives based on Article 13, paragraph (1). In
1960 the first edition of the compilation was prepared. Since then, the compilation had

been updated regularly until the publication of the ninth edition in 2018.

In March 2023, in response to a request from the Minister, the Committee on Food
Additives of the Food Sanitation Council that is established under the Pharmaceutical
Affairs and Food Sanitation Council discussed whether it is adequate to revise the
specifications and standards for food additives to update the official compilation of food

additives.

The committee concluded that the Minister should revise the specifications and
standards based on Article 13 of the Act.

Process to prepare the tenth edition of the Official Compilation of Food Additives

In June 2018, the MHLW held the first session of the Committee on Preparing the Tenth
Edition of the Official Compilation of Food Additives. By February 2022, the MHLW had
12 sessions to deliberate on the Tenth Edition of the Official Compilation of Food
Additives. Based on the results of the discussions, the MHLW invited opinions on



revision of specification and standards of foods and food additives. Considering the
opinions, the MHLW prepared the draft of the Tenth Edition of the Official Compilation
of Food Additives. (For details, see Attachment.) Also, based on the consideration, some
specifications and standards have already been published as Addenda 1 and 2 to the
Ninth Edition.



Attachment

Outline of the Draft Tenth Edition of the Official Compilation of Food Additives

1. Establish specifications for 45 existing food additives.
Annex 1. Substances for which specifications are to be newly established

2. Concerning some monographs for which one monograph applies to plural similar
substances with different specifications according to the form or constituent, specify
each substance as an independent monograph by separating them. The modification
1s targeted at 2 designated additives, 5 existing food additives, and 2 food additive

preparations.

Annex 2. Substances for which specifications are to be individually established

according to the form and constituent

3. Modify specifications for 105 designated additives (128 specification categories), 59
existing additives (86 specification categories), and 2 food additive preparations (3
specification categories). This is to improve testing procedures, increase the testing
accuracy, and change regents to be used. In addition, this is to align descriptions—
including substance names, structural formulae, terms, examples, and calculation
formulae—with those based on the IUPAC (International Union of Pure and Applied

Chemistry) nomenclature.
Annex 3. Substances for which specifications are to be modified

4. In section B “General Tests,” specify new testing methods including “Elemental
Analysis” in the wake of the development of science and technology. Modify 16 existing
testing methods stipulated in the section. This is to improve testing techniques, to
change regents and test apparatus used, and to unify the wordings and descriptions.
Also delete “Methoxy Determination” because there are no longer substances that

require this testing method.

5. In section C “Reagents, Solutions, and Other Reference Materials,” add new regents
in line with the establishment of new testing methods and compositional specifications.
In addition, change description items for consistency of the description of specifications

for regents, including addition, modification, or deletion of items.

6. Delete infrared reference spectra in section C “Reagents, Solutions, and Other
Reference Materials,” and specify each reference spectrum in the corresponding

monograph in section D “Monographs.”



7. In sections E “Standards for Manufacturing” and F “Standards for Use,” delete the
words “sand” to make specifications more accurate. And clearly represent the names of
all the substances covered by the words “any other similar water-insoluble mineral

substance.”



Annex 1. Substances for which specifications are to be newly established

Substance Name

English

Japanese

Agrobacterium Succinoglycan

FTIRNGTFII LRI /T hY

Artemisia Seed Gum

YRYIEF—FHL

Aspergillus Terreus Glycoprotein

FARIVFEIRATLIRAHEABE

Branched Cyclodextrin

L S =0 Ak S S N I

Calcinated Coral Calcium

TS TRERR LT A

Calcinated Sea Urchin Shell Calcium

INCTRBERL A NV T

Calcinated Whey Calcium FLIBBER I V> T A
Cane Wax YhoxEDD
Capsicum Water-soluble Extract hoH T kMY
Carpophore Derived Mannentake Extract (Fruiting body) LA Y

Chicle FoNL

Coffee Bean Extract (Paste, Liquid)

Ea—b—THHY (X=X ML ORI

Crude Potassium Chloride (Sea Water) AEEKIEIEN Y L
Elemi Resin TILSHE
Enzymatically Hydrolyzed Guar Gum J7—H LBRS Y
Enzymatically Modified Lecithin ERWB L T
Essential Oil Removed Fennel Extract FRREDAFa vy
Gallic Acid BT

Gentian Root Extract TUFT Y
Glucosamine Jaysy

Heptane NT B

Horseradish Extract TAIATTHEHREY

Hyaluronic Acid

A=Y

Jamaica Quassia Extract

D= A NIy T

Japan Wax L=y

Jelutong Pz AN

Licorice Oil Extract Apb: i3k
Mevalonic Acid ANE R

Myrrh VT

Phytin (Extract) 74 F v (i)
Quercetin JIILtEFr

Rice Bran Wax aAXABED

Rosemary Extract (Water Insoluble)

o —A= U=ty GEKEN)

Rosemary Extract (Water Soluble)

n—2X< U —fhitiy OREME)

Rosin |=EV

Rumput Roman Extract BT 7 3y
Sandalwood Red DT

Shellac Wax Lx3voAY

Smoke Flavourings / Wood Vinegar / Liquid Smoke Wik

Sodium Chloride-decreased Brine (Saline Lake) BKHKIERIE TR LK
Spice Extracts FERBLY

Tea Extract Friliy

Trehalose [NZAY=Ea S

Urushi Wax oA

Vegetable Carbon Black EYRRER




Annex 2. Substances for which specifications are to be individually established according to the form and constituent

Substance Name

Substance Category

Substances with Independent Specifications in the 10th Edition

English Japanese if;:ltg;ge D:?g;::d Preparation English Japanese English Japanese English Japanese
Annatto Extract Trh—8% v Annatto Extract (Norbixin) TFh—tFE (X Y) Annatto Extract (Bixin) T t#E EF )
Asparaginase TRISEF—E v ?Z?i;i?fsep-m-demed) Zf;éjﬁj;‘;;fm %) é;p ::;iza;IZYM-SP-derived) Z\Xc:r;?:: zl-z;g—sp*akmsk)
Baking Powder AR RF v Baking Powder (Single) B R AR (— A1) Baking Powder (Duplex) A R (— A1) Baking Powder (Ammonia) G RIRA (T E=T )
Ton Exchange Resin| /7> X iftstls v Ton Exchange Resin (granule) AT AR ChitR) Ton Exchange Resin (powder) A ZEHARR CBiR) Ton Exchange Resin (suspension) |4 A3t (1)
Kansui AT v Kansui (Solid) AT L(ERS) Kansui (Liquid) AT GRCIR) Kansui (Diluted Powder) AT (TR A)
Licorice Extract HhoJ oY v Licorice Extract (Crude) J12 7l CRLEAY) Licorice Extract (Purified) A A ks 5)
Phytic Acid TAFUB Phytic Acid (Liquid) T4F W (R ) Phytic Acid (Powder) TAF U AR )
Shellac PES L) v Shellac (White Shellac) =Ty (HY=Fv7) Shellac (Purified Shellac) PE ARG DE )]
Vegetable Sterol AT AL v X-;gge}:aé)iicsef;:;tion Free Sterol) ?E@%ﬁg KE;#:) szvitg};fcszixiion Free Sterol) ??@iﬁgﬁ;;ﬁt—é};g




Annex 3. Substances for which specifications are to be modified

Substance Name

Substance Category

Category of the Specifications to Be Revised

English Japanese ]i}g;:;:’i D:iigﬁ::d Preparation| Definition | Content | Description | Identification | Purity | Assay Other
Acetone P42 v v
Active Carbon TEMR v %4
Adipic Acid FOEUE v v
Alginic Acid LR v v
Aluminium Ammonium Sulfate REBTIE=OLTE= D L v v
Aluminium Potassium Sulfate BB 7 ILZS= 0 LH) D L v v
L-Arabinose L—73E/—R v v
L-Arginine L-Glutamate L—7ILEZUL—5 LAV EE v v
L-Ascorbic Acid L—7RIJLEEE v Specific Rotation
L-Ascorbyl Palmitate L—7RAIJEVE/SIVEFUBIRATIL v v
L-Ascorbyl Stearate L—F7RILELERT U BTATIL v v
Aspartame FRINT—Ls v v
Bees Wax =1 v v
Calcinated Bone Calcium BRERAINS D L v v
Calcinated Eggshell Calcium DAFRBERAIL S L v v
Calcinated Shell Calcium R AL L v v
Calcium Acetate BERE DL L v v
Calcium Carbonate IT REEAILD I LT v v
Calcium Carbonate I REEAIDIL ] v v
Calcium Carboxymethylcellulose AILRFLDAFILEZILA—R AT L v v
Calcium Chloride BiAILI DL v v
Calcium Hydroxide JKERIEDILD ™ Ls v v
Calcium Lactate FEAID DL v v
Calcium L-Ascorbate L—7RIILEVEEAIL D L v Specific Rotation
Calcium Oxide BiEhILE o L v v
Calcium Propionate TOEF AT L v v
Calcium Silicate TABENIL ) L v v v Loss on Ignition
Calcium Stearoyl Lactylate ATT7AAIVEEAILS Y L v v
Calcium Sulfate BEEDILS D L v CAS Registry Number
Caramel IIT (Ammonia caramel) HZA)L I v v
Caramel I (Plain caramel) HZAL T v v
Caramel II (Sulfite caramel) HZALT v v
Carbon Dioxide ZEbR®R v v
Carob Bean Gum / Locust Bean Gum HhaJE—2H L v v
Chinese Bayberry Extract YIEEHEY v v




Substance Name

Substance Category

Category of the Specifications to Be Revised

English Japanese ﬁ}:;;:;i DZfiigi:ias:d Preparation| Definition | Content | Description | Identification | Purity | Assay Other

Chlorous Acid Water HIEHREK v v

Citric Acid IV v v

Cochineal Extract / Carminic Acid aF=——LBFR v v v v Color Value

Curcumin / Turmeric Oleoresin DavE®R v Substance Name

Cyanocobalamin ST /AINTEY v v

L-Cysteine Monohydrochloride L= RTAUIERRIE v v

Dextranase TXASF—F v Dextranase Activity Test]

Diluted Benzoyl Peroxide FRBBIEAY AL v v

Disodium DL-Tartrate DL—BEREEFT )L Struct'ural Formula
Chemical Name

Disodium L-Tartrate L—BRBTNIIL v

Enju Extract / Japanese Pagoda Tree Extract I Tty v v v Substance Name

Enzymatically Decomposed Lecithin BRA,ELOTFY v v

Erythorbic Acid TUVILEEE v Specific Rotation

Ethyl Acetate HEATF L v v v v Refractive Index
Specific Gravity

Ferric Ammonium Citrate DIUBST U E=D L v v

Ferric Chloride BIEE 8% v v v

Ferric Citrate OISk v v

Ferric Pyrophosphate [ m [PV 3 v v

Ferric Pyrophosphate Solution EOyUERE Z#%iK v v

Ferrous Gluconate JIILavEEE—8% v v

Ferrous Sulfate REESE— 8% v v

Gellan Gum DTSV L v v

Glycerol gty v v

Grape Skin Extract / Grape Skin Color IJFORRER v v

Guar Gum Jr—HL v v

Heme Iron ALk v v

Higher Fatty Acid (Behenic Acid) EIREEER (RAZUER) v v v

Higher Fatty Acid (Lauric Acid) EREERAER (5 VER) v v v

Higher Fatty Acid (Myristic Acid) ERBE AR (SURTFUER) v v v

Higher Fatty Acid (Stearic Acid) EARBERAER (RT7 ) U BR) v v v

Higher Fatty Acid (Capric Acid) = RASHAER (H T ER) v v v

Higher Fatty Acid (Caprylic Acid) ERAERAER (DT ) ILER) v v v

Higher Fatty Acid (Palmitic Acid) EARRE RN ER (/NLEFUBR) v v v

High-Test Hypochlorite EBEYIUH v v

L-Histidine Monohydrochloride L—ERFOUIEEIE v CAS Registry Number

Hydrogen Peroxide BEgEKE v v

1-Hydroxyethylidene-1,1-diphosphonic Acid 1—EFAXSIF)TU—1, 1—DRAKRVEE v v

Hydroxypropyl Cellulose EroxL 7ol L0 —R v v v




Substance Name

Substance Category

Category of the Specifications to Be Revised

English Japanese ]i}g;:;:’i D:iigﬁ::d Preparation| Definition | Content | Description | Identification | Purity | Assay Other
Hypobromous Acid Water REEFRERK v v
Hypochlorous Acid Water REIEREEK v v v
Iron Lactate ZLER S 4 v
Iron Sesquioxide =l 2 [ 3 v v
Isopropanol A4v7oR/—)L 4 v
Lac Color vIBHR v v %4
Lecithin LIFY v v
Luohanguo Extract Zhohit v v v v
L-Lysine L-Aspartate L= UL —FRINSEURIE v v
Macrophomopsis Gum THORETVRA L v v
Magnesium Carbonate REETT R L v v
Magnesium Silicate TABTT R L v v v
Magnesium Stearate RTTIVIERT R L v v
DL-Malic Acid DL—Y> OB v v
D-Mannitol D—v =k—JL v v
Marigold Color J)—d—LFBEHR v v
Methyl Cellulose AFIILtE)LA—R v v v
Microcrystalline Cellulose MEREILO0—R v v pH
Mixed Tocopherols SyYRAbaTzA—)L v v
Monascus Color I St Ly B2 v v v
Monascus Yellow RZaoPHEBR v v v
Monocalcium Di-L-Glutamate L—YJ IWESVEENIL D) L v Water Content
Monomagnesium Di-L-Glutamate L—YJIWASVBER T R0 L v Water Content
Mustard Extract A v v v v Molecular Weight
Naringin FUTy v v
Natamycin FERATY v Water Content
Nisin FA v Microbial Limits
Non-calcinated Coral Calcium YUIRBERDILD D L v v v
Oxalic Acid a7k v v
Pectin ROFy v v
Pectinase ROFF—E€ v Pectinase Activity Test
Peracetic Acid Composition B EFEL S| v v v
o-Phenylphenol AT LT /—)L v v
Phytic Acid (Liquid) T4FUE BiAS v v
Polyisobutylene R)AVITFLY v v
Potassium Bromate BREENIDL v v v
Potassium Chloride BIEhUD L v v
Potassium Hydroxide JKERIED D L 4 v v
Potassium Hydroxide Solution KERIE D Lk 4 v v
Potassium Lactate FLEEAY D L v v
Potassium Pyrosulfite EOBHEENY D L v Substance Name




Substance Name

Substance Category

Category of the Specifications to Be Revised

English Japanese ]i}g;:;:’i D:iigﬁ::d Preparation| Definition | Content | Description | Identification | Purity | Assay Other
Potassium Sorbate VILE VBN L v v v
Potassium Sulfate HEgH) o L v v
Powdered Cellulose WERELO—R v v
Preparations of Tar Colors A—)LEBROEFE v (4
Propiconazole JoEarv—i 4 Structural Formula
Propionic Acid JoE+ g v v v
Propylene Glycol JRELYYYa—IL v v
Propylene Glycol Alginate FILXUBTAELL Y —)LIRATIL v v
Pullulan T v v
Purified Carrageenan / Refined Carrageenan BEIZFFY v v
L-Rhamnose L—5L/—R v v
Rhamsan Gum SLYFUH L v v
Riboflavin JiRISEY 4 Specific Rotation
Riboflavin 5”-Phosphate Sodium YRISEUE —VBET AT ILF RIS L v v
Semirefined Carrageenan / Processed Eucheuma Algae / MTA—hrv s v v
Processed Red Algae
Silicon Dioxide (fine) A ZBIET 4R v v
Sodium Acetate ({9 APFN v v
Sodium Benzoate REREBSN) VL v v
Sodium Bicarbonate REEKFRFT )DL v v
Sodium Chlorite HEIRREET NV L v v
Sodium Chlorite Solution WIERBST M)LK v v
Sodium Dehydroacetate TEROEE SR L v v
Sodium DL-Malate DL—Y) TR L v v v
Sodium Ferrous Citrate VIUBE—&FNIIL v v
Sodium Hydrosulfite REFREET M) L v v
Sodium Hydroxide JKERIEF YD L 4 v v
Sodium Hydroxide Solution JKERIE TR LR v v v
Sodium Hypochlorite REIBREET )DL v v
Sodium L-Ascorbate L—F7RIIEVEEF )DL v Specific Rotation
Sodium Methoxide FRUDLAEDR v v v
Sodium Polyacrylate RUTOVIVEEF NI L v v
Sodium Saccharin Huh)oFh L v v
Sodium Selenite R o ul WLy NN v v
Sodium Stearoyl Lactylate ATT7EAIVEEEST NI L v v
Sodium Sulfate HREETR) D L v v
Sodium o-Phenylphenate FIRTTZ LT/ —IILF )DL v v




Substance Name

Substance Category

Category of the Specifications to Be Revised

English Japanese ﬁfllglhtii DZZigvt:d Preparation| Definition | Content | Description | Identification | Purity | Assay Other

D-Sorbitol D—YILEr—IL v

DL-Tartaric Acid DL—BRE v StrucFural Formula
Chemical Name

Terpineol TILERA—)L v v

Thaumatin BOIFY v v

DL-Threonine DL—hLA =2 v v

Thujaplicin (Extract) / Hinokitiol (Extract) YT T ) v Residue on Ignition

Titanium Dioxide ZEIEFAY v 4 Loss on Ignition

Tripotassium Phosphate YUBE=H) o L v v

Vegetable Sterol (High Concentration Free Sterol) EYHERTO—)L RS REM) v v

Vegetable Sterol (Low Concentration Free Sterol) EPHERTO—)L GEBHAIEEER) v v

Vegetable Tannin EmaT = v v v

Welan Gum L7 FN v v

Xanthan Gum FHUAUH L v v Ash

Xylanase *o5—€ v Xylanase Activity Test

D-Xylose D—F>O—X v v v v

Yucca Foam Extract Ayh7+—LEY v v v




